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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

COBET EBPA3MUCKOW 9KOHOMUYECKOW KOMUCCUMN

PELWUEHUE
oT 3 Hos6psa 2016 r. N 88

OB YTBEPXXOEHWX TPEEOBAHUN
K UHCTPYKUUU NO MEOULUNHCKOMY NMPUMEHEHMIO JIEKAPCTBEHHOIO
NPEMNAPATA U OBLLEN XAPAKTEPUCTUKE JIEKAPCTBEHHOI'O MNPEMAPATA
anAa MEAUUUMHCKOIro NnPUMEHEHUA

Cnrcok U3MEHSIOIINX JOKYMEHTOB
(B pen. pemenus Coseta EBpa3uiickoil 5)KOHOMUYECKONW KOMUCCHH
ot 19.05.2022 N 80)

B cootBercTBuM co cTatbaMu 4 u 8§ CornameHust 0 €UHbIX NPUHIMIIAX U MpaBUiIaxX oOpalieHus
JIEKapCTBEHHBIX CPEJICTB B paMkax EBpa3uiickoro skoHomMuyeckoro coro3a ot 23 nexabps 2014 roaa,
nyHkToM 98 mnpunoxenuss N 1 k Permamenty paGotel EBpasuiickoil SKOHOMHYECKOH KOMHCCHUH,
yTBepkaeHHOMY Pemenuem Briciero EBpasuiickoro skoHomMuueckoro cosera ot 23 gexkadps 2014 r. N
98, u Pemennem Briciiero EBpasuiickoro skonomuueckoro coeta ot 23 aexadbps 2014 r. N 108 "O
peannzanuu CornameHuss 0 €IUHbIX MPUHIMUNAX U MpaBuiIax OOpalleHUs JIEKAPCTBEHHBIX CPEJICTB B
pamkax EBpasuiickoro skoHoMuueckoro coro3a" CoBeT EBpa3uiickoi SKOHOMHYECKOW KOMHMCCHUHU
peru:

1. VtBepaute mnpuiaraemble TpeOOBaHMS K HWHCTPYKIMHM MO MEAMIMHCKOMY TNPUMEHEHUIO
JIEKapCTBEHHOT'O Ipenapara U oOLield XapakKTepUCTUKE JIEKAPCTBEHHOrO Ipenapara Uil MeIULIUHCKOrO
MIPUMEHEHHUS.

(B pen. pewienus Cosera EBpasuiickoii skoHOMU4eckoit komuccuu ot 19.05.2022 N 80)

2. Hacrosimee Pemenue BcTymaeT B cwily o uctedeHud 10 KaleHAapHBIX AHEH C J1aThl
BCTyIUuieHus1 B cuiy [IpoTokona, moanucanHoro 2 aekabps 2015 roaa, o mpucoeannenuu PecryOmuku
Apmennst k COrNaleHui0 0 €IUHBIX MPUHIMIIAX U MpaBHiaX oOpalleHusl JIEKapCTBEHHBIX CPEJICTB B
pamkax EBpasmiickoro skoHOMHYECKOro coroza oT 23 nekabpst 2014 roma, HO He paHee 4YeM IO
ucreueHuu 10 KareHIapHBIX AHEH C 1aThl O(PUIIMAIBHOTO OMyOJIMKOBaHUS HACTOSIIETO PereHus.

Unenst CoBeta EBpa3uiickoii 5JKOHOMUYECKOM KOMUCCHH:

Ot Pecnyoumukn Ot Pecniy6nmukn Ot PecniyOnuku Ot Keipreckoir Ot Poccuniickoit

Apmenust benapych Kazaxcran PecryOnuku denepannn
B.I'ABPUEJISIH ~ B.MATIOIIE AMAMUH O.ITAHKPA N.ITYBAJIOB
BCKHNU TOB
Y TBEPKICHBI

Pemrenniem CoBera
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

EBpasuiickoii 5KOHOMHUYECKOM KOMUCCUHU
ot 3 HosA0ps 2016 . N 88

TPEBOBAHUA
K UHCTPYKUUU NO MEAULUMHCKOMY NMPUMEHEHMIO JIEKAPCTBEHHOIO
NMPEMNAPATA U OBLUEU XAPAKTEPUCTUKE NNEKAPCTBEHHOI'O NPENMAPATA
ana MEOULMHCKOIO NPUMEHEHUA

Crnncok N3MEeHSIUX JOKYMEHTOB
(B pen. pemenus Coseta EBpazuiickoil 53KOHOMUYECKOW KOMUCCUU
ot 19.05.2022 N 80)

. Obwme nonoxeHus

OOmas xapakTepUCTHKa JIEKAPCTBEHHOI'O Ipernaparta JUlsi MEJULMHCKOrO NpUMEHEHMs (naiee -
OXIJIIT) comepxuT oduuUaNbHYI0 HHPOPMALMIO O JIGKAPCTBEHHOM IIpenapare i MEeAMLIUHCKOTO
NIPUMEHEHMS, MpeIHa3HAUYEHHYIO Ul MEIULMHCKUX PAaOOTHHMKOB B LEJSAX MPABUIBHOIO HA3HAYEHUS
JICKapCTBEHHOT'O TIpernapaTa W KOHTpoJs 3a ero npumeHeHueM. Mudopmanus B OXJIII moanexut
COTJIACOBAHUIO YIOJHOMOYEHHBIMU OpraHaMHM TOCyJapcTB - 4i€HOB EBpa3zuiickOro 3KOHOMHUYECKOIO
coro3a (majee COOTBETCTBEHHO - rocynapcrBa-wieHbl, Coro3) B cdepe oOpalieHus JIeKapCTBEHHBIX
CPEJCTB B XOJ/I€ perucTpaliy ¥ MOCIEAYIOLIEro oOpalleHus 3aperuCTPUPOBAHHOIO JIEKaPCTBEHHOI'O
npenapara Ha Tepputopun Coroza. Conepkanne OXJIIT MoxkeT ObITh H3MEHEHO TOJIBKO C OJI00pECHHS
YIOJIHOMOYEHHBIX OPraHOB IOCYJAapCTB-UJICHOB B cdepe 3paBOOXPAHEHUS WIM MPHU HANPABICHUU UM
YBEAOMJIEHHSI B COOTBETCTBUHU C IPABUIAMHU PErMCTPALMM U SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB AJIs
MEJUIMHCKOTO NPHUMEHEHUs, yTBEp)KIaeMbIMU EBpa3zuiickoll 3KOHOMHYECKOM KoMuccuein (panee -
Komuccus).

OXJIII sBnsiercss OCHOBHBIM HCTOYHUKOM HWH(GOpMalUU Ui MEIUIUHCKUX pPaOOTHHUKOB O
O6e3omacHOM M 3(G(EeKTUBHOM HCIOJIb30BaHUM JICKApCTBEHHOro mpenapaTta. MHCTpykuus 1o
MEIULMHCKOMY TpPUMEHEHHIO (JIMCTOK-BKJIazabim) (namee - JIB) nexkapcTBeHHOro mpenapara
cocrasisiercs B coorBeTcTBuu ¢ OXJIII.

OXJIIT ne mpenHa3zHA4YeHA ISl YCTAHOBJICHUS OOIIMX PEKOMEHIAIMHA 1O JICYCHUIO OTACIbHBIX
3a00JIeBaHN, OHAKO B HEW JOJDKHBI OBITH yKa3aHbl KOHKPETHBIE ACIEKTHl JICYSHUS M IOCIIEICTBUS
npUMeHeHus JiekapcTBeHHoro mpenapara. OXJIII He nomkHa coaepkaTh OOLIMX pEKOMEHAALMN IO
npolexypaM BEICHHs TeX WM MHbIX MAllMEHTOB, HO B HEH JOJDKHBI NMPHCYTCTBOBATh CHELM(DUUHBIC
ACIEKTHI I Ha3HAYEHUS] COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO NIpenapara.

Hacrosimue TpeOGoBanus comepikaT yka3zaHUsT OTHOCHTENBHO IMpeacTaBieHHs HHpopMmanuu B
OXJIII. Uudopmanwsi, npeacraBieHHas B kaxaoM pasnaene OXJII, nomkHa ObITh COOTBETCTBOBATH KAaK
JOKYMEHTY B II€JIOM, TaK U C 3arojIoBKy paszfelia, K KOTOpOMY OHa oTHocuTcsi. HekoTopbie Bompocsl
MOTYT OBITH paccMoTpeHbl Oosiee yem B ogHou yacTu OXJII, u B Takux ciaydasx JOMyCKaeTCs CChUIKA
Ha gpyrue paszpensl OXJIII, B KOTOpbIX MpeAcTaBieHAa COOTBETCTBYIOIIAS JOMOJHUTENIbHAsS
nH(popManus.

Hactosimue TpeOoBanus crieayer paccMaTpuBaThb B COYETaHUM €O cHenU(UIECKUMU
tpeboBanusmMu K OXJIII oTnenbHBIX TPYII JIEKAPCTBEHHBIX IpErapaTroB (HAIpUMEp, BaKIUHBI,
IPTUIUPOBAHHBIE O€JIKM WM JIEKAapCTBEHHbIE IIperaparbl, IOJy4YeHHbIE M3 IUIa3Mbl KPOBH,
roMeonaTuyecKre JIeKapCTBEHHbIE Mpernaparbl), ykKa3aHHbIMU B mnpuioxkenusx N 2, 3, 13 u 19
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HactosmmM TpeGoBaHHAM.
(B pen. pemenus Cosera EBpaszuiickoit sxonomuyeckoit komuccuu ot 19.05.2022 N 80)

Kak npaBuio, tpedyercst oraensHas OXJII nis kaxmoil 1ekapcTBEHHOM (OpPMBI, @ B HEKOTOPBIX
ciyyvasix u g no3upoBku. [loaroroska ennnoit OXJIII 1uist HECKOIBKUX JIEKAPCTBEHHBIX (HOpM U (MIIH)
JI03UPOBOK OCYILECTBIIIETCSI B TeX CIydasX, KOIJla CXeMa IpuemMa JIeKapCTBEHHOro Ipenapara
IIpeyCMaTpUBAaeT M3MEHEHUE pEeXHMa [O3MPOBAHUSA WIM CIOCOOAa INPUMEHEHUs, MCIIOJIb3yeMOM
JIeKapCTBEHHOH (pOPMBI B ITpOLIECCE JIEUEHHUS.

OXJIIT nomkHa OBITH pasMellleHa Ha caiiTe yIMOJIHOMOYEHHOTO0 OpraHa rocCyJapCTBa-ujleHa B
chepe oOpamieHHs JIEKAPCTBEHHBIX CPEACTB  HMH()OPMAIMOHHO-TEICKOMMYHHKAIIMOHHON  CeTH
"UuTepHer", a Takke Ha odunmaibHOM caiite Coroza B WH(POPMAIMOHHO-TEIEKOMMYHHUKAITMOHHON
cetu "MHTepHet".

Il. MpuHUMNbI NnpeacTaBneHna MHopmaunn o fieKapcCTBEHHOM
npenapare, a TakXke BONpPOChbI, Kacarowmecsi COCTaBeHUA
(u3meHeHuns), akcnepTrU3bl U ogobpeHuns nHdopmauumn
O NeKapCTBEHHOM Mnpenapare

1. Uudopmanus, coxepxkamtasics B OXJIII u JIB pomkHa OBITH MpeiacTaBieHA B YETKOW W
nakoHn4yHoil ¢opme. OXJII u JIB Bkmowarorcs B MOAynb | perucrpanvoHHOro jpocee. Ilpu
HEBBINIOJTHEHUH TpeOoBaHUM, mperbaBiseMblx K coctaBieHuto OXJII u (umm) JIB, yka3aHHBIX B
IIyHKTax 7 - 9 - A1 OpUrMHAJIBHOTO JIEKAPCTBEHHOIO Mpenapara, B myHkTax 7 u 8, noanynkrax 10.1.1 -
10.1.3 - nns BOCHPOW3BEAECHHOIO, TMOPUAHOIO, OMOaHATIOTMYHOro (OMOMOJO0OHOr0) JIEKapCTBEHHBIX
IIPEnapaToB, PEruCTPALMOHHOE JOChE TAKOTO JEKAPCTBEHHOI'O Ipenapara WIM JI0Ch€ Ha BHECEHHE
U3MEHEHHUH B PErHCTPAlMOHHOE AO0ChE JIEKAPCTBEHHOI'O IIpernapara IPHU3HACTCS HEKOMIUIEKTHBIM, U
3asBUTENI0  IPENOCTABIIAECTCS NPEIyCMOTPEHHBIM  [paBUIAMM  PETUCTPallMM U DKCHEPTU3BI
JIEKapCTBEHHBIX CPEACTB JUIsI MEAMIIMHCKOIO NPUMEHEHMs, yTBepxkaaeMbiMu Komuccueil, cpok Ha
IIPEACTABIICHUE HENOCTAIOIINUX MAaTEPUAIOB PETUCTPALIMOHHOIO 0ChE B COOTBETCTBUU C 3aMEYAHUIMU
YIOJHOMOYEHHOTO OpraHa (9KCIEPTHOM OpraHu3aum) peepeHTHOr0 TOCyIapCcTBa.

2. Kaxnaplii pasgen M0DKeH HAYMHATHCSA C WH(OPMAIMU, OTHOCSIIEHCS K OCHOBHOM IICJIEBOM
rpyImIe MainyMeHToB, U1 KOTOPBIX MpeJHa3HAvYaeTCs JIEeKapCTBEHHBIN MpenapaT, U Ipu HeoOX0IUMOCTH
JIOJKEH JOTONHATHCS KOHKPETHOHM MH(OpManuel Mo OTAeNbHBIM IrpynnaM (Hampumep, JeTH WIH JIUIa
MOXKWJIOTO Bo3pacta). B cimyuae ecnam mpemapar mpegHasHaueH JUIsl €IUHCTBEHHOW IEJIEBOM T'PYIITBI
"B3pocCible MAMEHTHI'", TO YKa3bIBaTh 3TO B KAXKJIOM pa3Jiesie He 003aTeIbHO.

3. B OXJIIT nomxkHa MCTIONb30BaThCsl COOTBETCTBYIOIIAS METUIIUHCKAs TEPMUHOJIOTHSL.

4. OXJII conmepxuT MHPOPMAIMIO O KOHKPETHOM JIEKAPCTBEHHOM IIperapare, MO3TOMY OHa He
JI0OJKHA BKJIKOYATh B ce0sl CCBUIKM Ha JPyrue JIEKAPCTBEHHBIE MPENapathl, 3a UCKIIOYEHUEM CIIy4daes,
KOrZla 3TO  SBJSETCA  INPENOCTEPEKEHHEM, PEKOMEHIYEMBIM  YIOJIHOMOYEHHBIM  OpPraHOM
rocyJapcTBa-uwieHa, a TakXke B Ciydae, €CIU IpenapaT HEOOXOJUMO MpPUHUMATh 10 CXeMe
HUCKIIIOYHUTCIIBHO B COBOKYITHOCTH C APYTUMHU JICKAPCTBCHHBIMU IIPpCIIapaTaMu.

5. llpuHUuMIBI, YCTAHOBJIEHHbIE HAcTOSIIUIMUMU TpeOOBaHMAMH, TPUMEHUMBI KO BCEM
JIEKApCTBEHHBIM IpernapaTtaM. VCrosnb30BaHWE 3THUX NPHUHIMIOB JJII KOHKPETHOTO JIEKAPCTBEHHOTO
npemnapara OyleT 3aBUCETh OT HAay4YHBIX JIAaHHBIX O HEM U IIPABOBBIX OCOOEHHOCTEW €ro perucrpauuu.
OtxioHeHne ot HacTosAmMx TpeGoBaHM NOMKHO ObITh OOOCHOBAHO B COOTBETCTBYIOIEM 0030pe WM
PE3IOME PETUCTPALIMOHHOTO JI0ChE.
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6. B OXJIIT nomkHa colepkaThCsl CChUIKA (B COOTBETCTBUU ¢ mpuiiokeHneM N 10 K HacTOAIIM
TpeboBanusim) Ha caiT YIOJIHOMOYEHHOTO opraHa rocyJapcTBa-ujicHa B
MH(POPMALMOHHO-TEIEKOMMYHHUKAITMOHHON ceTn "MHTepHeT", Ha KOTOpPOM OHA pa3MelIeHA.

7. O mpoBenenus skcrneptusbl npoektsl OXJIIT u JIB mpeacraBisitorcs, B 4yuciae Mpovero, B
dbopmate MS Word ¢ BO3MOXHOCTBIO pPEIAaKTHPOBaHMs. B Xome sKcmepTH3bl ¢ IeNbi0 Hambosee
IIOJIHOTO U MPAaBUJIBHOTO OTPAXKEHUS 3aMEYaHMM SKCIEPTHI BIIPAaBE BHOCUTH UCIIPABJICHUS B PEXKHUME
peuensupoBanus (pynkus MS Word) B npeacrasiennsle 3asButeneM npoexkts OXJIII u JIB.

8. B ciyuae BHecenus uszmeHenuit B OXJII u (unm) JIB HEoOXoauMMO NpencTaBUTH MOJHBIE
npoekThl AerctByronmx peaakiuuiit OXJII u (nmm) JIB, a takke nosnbie npoextsl OXJIIT u (wn) JIB ¢
U3MEHEHHUSIMU, BHECEHHbIMU B pexume perieHsupoBanus. [lomnsie npoextsl OXJII u (unm) JIB ¢
W3MEHEHUSIMHA, BHECEHHBIMH B PEKHMME PEUEH3MPOBAaHHUsS, NMPEAHA3HAYEHBI NI OTCIICKUBAHUS BCEX
BHOCHUMBIX HM3MEHEHUH, YTBEP)KICHHUIO IONJIECKAT HCKIIOYUTEIBHO COIVIACOBAaHHBIE IO pe3ysbTaTaM
BHeceHus: u3MeHeHu monueie npoekThl OXJIII u (umum) JIB. Bece BHOcumbie B OXJII u (unu) JIB
M3MEHEHMS JOJKHBI OBITh HAyYHO 00OCHOBAHBI, 32 UCKIIIOUEHHEM IPABOK PEAAKIIMOHHOTO XapaKTepa.

9. Ilpu BHecenuun nzmenenuil B rekct OXJIIT u JIB nepxatenb perucTpaiioHHOIO y10CTOBEPEHUS
OpPUTMHAJILHOTO JIEKaPCTBEHHOI'O Mpernapara J0JKEH BKIOYUTh B MOAYJb | PEerucTpaliMOHHOTO JOChE,
B COOTBETCTBUU C TPEOOBAaHUSMHU IPABHJ PETUCTPALMU U SKCIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB IS
MEIMIIMHCKOTO TMpuMeHeHus, yTBepxkaeHHbX Komuccuent, OXJIII u JIB, yTBepxkIeHHbIE B
CTpaHe-Tpou3BoAuTeNe, U (WIM) CTpaHe-Iep:KaTene PEerucTPAlMOHHOTO YAOCTOBEpeHUs, U (WJIH)
npyroii ctpane ICH, rae 3apeructpupoBaH JeKapCTBEHHBIH Mpenapar (Mpu HAIUIHN).

10. B oOTHOmIEHHH BOCTIPOU3BEACHHBIX, TUOPUIHBIX U OHOAHAIOTUYHBIX (OHOIMOIOOHBIX)
JIEKapCTBEHHBIX NpenapaToB npu BHeceHUH usMeHeHuil B Teket OXJIII u JIB geiictBytoT cienytomiue
JIOTIOJTHUTEIbHBIE TPEOOBAHMSL.

10.1. [epkaTenb perucTpaliOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOTO Tpernapara J0JDKEH
MIPEICTABUTh:

10.1.1. Konuu nefictByrommx B pamkax Coroza OXJIII u JIB opurunansHoro (pedepeHtHoro)
JIEKapCTBEHHOTO Tpemnapara. Eciu opurnHaneHbiil (pedepeHTHBIH) JIekapcTBeHHBIN npenapar B Coroze
He 3apeructpupoBaH, HeoOxoaumo mpenacraBute OXJIII u JIB opurunameHOro (pehepeHTHOro)
JIEKApCTBEHHOTO TpemnapaTta (MpyW HAIWYWAK), JACUCTBYIONIME B CTpaHe-TIpoW3BOAUTENE, W (WIIN)
CTpaHe-JiepKaTesie perucTpalMoOHHOro yaoctosepenus, u (uinm) ctpane ICH Ha s3bIke yTBepAMBLIEH HX
CTpaHBI.

10.1.2. [exmapauuto o ToMm, uro B mpoekrax OXJIII u JIB Bocnpou3BeNEHHOIO WU
OuoanasormyHoro (OMOMOAOOHOTO) JIEKAPCTBEHHOTO IMperapara OTCYTCTBYIOT — OTJIMYHA  OT
neuictyromux OXJIII u JIB opurunanbHOro (pedepeHTHOro) JEKapCTBEHHOTO IIpemapara, 3a
UCKITIOYEHHEM OTJIMYMM, BBIJEICHHBIX U OOOCHOBaHHBIX B COOTBETCTBHM C TpeOOBAaHUSAMHU,
npuBeAeHHbIMU B noamyHnkTe 10.1.3.

10.1.3. ITocTpouHoe (pacroyiokeHHOE MapajjiesibHO Ha OJHOM JIUCTE) CpaBHEHHE JEHCTBYIOIIMX
OXIJIIT u JIB opuruHaibHOro (pedepeHTHOro) JeKkapcTBeHHoro mpenapara u npoexkros OXJII u JIB
BOCIIPOU3BEICHHOTO, THOPUIHOTO WM OHOaHAIOTUYHOTrOo (OMOTOI00HOTO) JIEKaPCTBEHHOTO Tpernapara
C BBbIIEJICHHMEM M O0OCHOBaHMEM BceX OTIMYUN. K TUNMYHBIM pa3nyusIM OTHOCSTCS pa3indus B
MIPOU3BOJUTENAX, CPOKE TOJHOCTH, COCTaBE BCIIOMOTATENIbHBIX BEIIECTB, HE3HAYUMBIC pazIuuMs B
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OMOJOCTYMHOCTH WX (apMAKOKMHETHKE, a TakKe pa3Iuuusi B CBA3M C OTPAaHUYCHUSMU,
MIPEeyCMOTPEHHBIMU 3aKOHOJIATEIbCTBOM TOCYJapCTB-UJIEHOB 00 OXpaHE aBTOPCKUX M CMEKHBIX TPaB.
Bo3moxHBI U apyrue HaydHO OOOCHOBAaHHBIC pa3iuuus. Pa3nwuvs B HATWYUHM PHUCKH, MO3BOJISIONICH
pa3lensaTh NENUMYI0 JICKapCTBEHHYIO (OpMYy Ha paBHbBIE JOJU, HE Bcerma OyayT HE3HAUYWMBIMU,
MMOCKOJIBKY OHM MOTYT 3HAUWUTEIHHO TMOBIHATH Ha BO3MOXKHOCTH JIOCTHKEHHUSI PEKHUMA JO3UPOBAHUS,
npuseneHHoro B OXJIII pedepenTHOrO JIeKapCTBEHHOTO Tperapara.

10.2. Ecnu mocne perucrpanuy BOCIPOU3BEACHHOTO, THOPUIHOTO WM OHOAHAJOTHYHOTO
(6uomnogo6HOTr0) NekapcTeHHoro npenapara B OXJIII u (unu) JIB cOOTBETCTBYIONIETO OPUTHHAIBHOTO
(pedepeHTHOT0) JIEKapCTBEHHOTO TpernapaTa BHOCATCS W3MEHEHHS, TO JepiKaTelb PerucTpaluoHHOTO
YAOCTOBEPEHHUSI  BOCIPOW3BEACHHOTO, THOPHIHOTO WM  OWOAHATOTHYHOTO  (OMOTOI00HOTO)
JICKapCTBEHHOTO IpenapaTa JA0JDKEeH B TeueHue 180 KajneHJapHbIX JHEW cO AHS, YKa3aHHOTO B pasjelie
10 OXJIII wu (wnmm) pazgene "JlaHHBIM JHCTOK-BKIAAbIm repecMoTper" JIB  pedepenTHOrO
JIEKapCTBEHHOTO Tpemnapara, BHeCTH cooTBeTcTByromue udmeHenuss B OXJIIl u (umm) JIB Ttakoro
BOCIIPOU3BE/IEHHOTO, THOPUIHOTO WM OHoaHATIOTHYHOTro (6MOMOI00HOT0) JIEKapCTBEHHOTO Mpernapara
C y4eTOM JOMYCTHUMBIX OTIMYWH, yka3zaHHbIX B mommyHkre 10.1.3. IIpu HeBbImomHEeHHH TpeOOBaHMIA
HACTOSIIETO MOAMYHKTa B OTHOIIEHUH TAKOTO BOCITPOU3BEIEHHOTO, THOPUTHOTO MJIM OMOAHATIOTUYHOTO
(6brormogo0HOTO) JIEKAPCTBEHHOTO TIperapara MPUMEHSIOTCS COOTBETCTBYIOIIME TOJOKECHHS MPAaBUI
pEerucTpaluu 1 SKCIepTU3bl JIEKAPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOTO MPUMEHEHUS, YTBEPKAAEMbIX
Komuccueit, o mpuocTaHoBke, 0T3bIBE (OTMEHE) PETUCTPAIMOHHOTO YIOCTOBEPEHHUS, UM OTPAaHUYCHUN
MIPUMEHEHHUS, UM BHECEHUU U3MEHEHUH B YCIOBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUSI.

10.3. Eciu B xoxe »kcneptussl OXJIIT um (wnu) JIB BOCHIPOWM3BEACHHOTO, THOPHIHOTO WU
OuoaHanornyHoro (OMOMoJOOHOr0) JIEKapCTBEHHOIO TIpemnapara (B pamMKax IOJATBEPKICHUS
peructpanyu (NEpeperucTpamnnn), NPUBEICHUS JJ0Che B COOTBETCTBHE, BHECEHHsS HM3MCHECHUH B
PErUCTpallMOHHOE JI0ChE) BBISABJIEHO, 4TO JAelcTByromas B pamkax Coro3a WIM B OJHOM M3
rocynapctB-wieHoB OXJIII u (nnm) JIB opurunansHoro (peepeHTHOro) JeKapcTBEHHOro Ipenapara
HE COOTBETCTBYET COBPEMEHHBIM MaHHBIM N0 3((eKTHBHOCTH U OE30MaCHOCTH JIEKApCTBEHHOTO
npemnapara (BKJIIOYas 3aKIIOYEHHUS HKCIEPTH3 M PEKOMEHJAIMK YIOJIHOMOYEHHBIX OpPTaHOB B cdepe
oOpallleHus1 JeKapCTBEHHBIX CPEICTB TPEeTbUX cTpaH) win He cooTBercTByeT OXJII u (nmm) JIB,
0JI0OpPEHHBIM B CTpaHE-TIPOU3BOANTENE WIH CTPaHE-IepKaTelie PeruCTPAlMOHHOTO YAOCTOBEPEHUS Ha
JIEKapCTBEHHBIH Mpenapar, IPUMEHSIOTCS CICAYIOLINE MOJI0KEHHUS.

10.3.1. YnonHoMOuYeHHBI OpraH (IKCHEepTHas OpraHM3alus) rocylapcTBa-uwieHa (OpMHpYET
3alpoc  AEpXKATeN0  PErMCTPAlMOHHOTO  YAOCTOBEPEHHUS COOTBETCTBYIOLIETO  OPUTMHAIBHOIO
(pethepeHTHOrO) JEKapCTBEHHOTO Tmpemapata o HeoOxomaumocTu ucnpasieHus OXJII u (wmu) JIB
TakOro OpPUTMHAJIBHOTO  (peEepeHTHOro) JIEKapCTBEHHOTO Ipenapara U  HampaBiseT €ero
YIOJHOMOYEHHOMY  OpraHy  pedepeHTHOTO  TOCyJapcTBa,  3aperuCTPUpPOBABLIETO  JIaHHBIM
JIeKapCTBEHHBIH ITpenapar.

10.3.2. DkcmepTusza [AOChE COOTBETCTBYIOIIETO BOCHPOU3BENEHHOT0, THOPHIHOTO WU
OroaHaNOrHYHOTO (OMOMO00HOT0) JIEKAPCTBEHHOTO MpernapaTa MPpUOCTaHABIIUBACTCS.

10.3.3. YIOTHOMOYEHHBIH OpraH rocyJapcTBa-djeHa B TEUYCHHE 5 pabouyux MHEH HampaBIseT
MOJTYYSHHBI OT HKCHEPTHON OpPraHM3allii 3alpoc JAEPKaTeNt0 PETUCTPAIMOHHOTO YIOCTOBEPEHUS
COOTBETCTBYIOIIETO pePEePEHTHOTO JICKAPCTBEHHOTO Tpernapara.

10.3.4. JlepaTenb pErucTPalMOHHOIO YIOCTOBEPEHHS COOTBETCTBYIOILEIO OPHUIHHAIBLHOIO
(pedepeHTHOr0) JNEeKapCTBEHHOrO Mpemnapara A0JDKeH B TedeHue 60 KajeHJapHbIX JHEH co JHA
MIOJIy4€HHUs 3apoca oJaTh B YIIOJHOMOYEHHBIN OpraH rocy1apcTBa-wiIeHa, HAIIPABUBIIETO YKa3aHHBIN
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3ampoc, 3asBICHHE O BHECEHHMM W3MEHCHHMH B PErHCTPAllMOHHOE JOChE TaKOTO OPUTHHAIBHOTO
(pethepeHTHOr0) JIEKapCTBEHHOTO TIperapara ¢ y4eToM TpeOOoBaHUI U peKOMEHIAIHHA, COAepKAIIUXCS B
MOJIy9eHHOM 3ampoce, JTU00 TPEICTaBUTh MHCHMEHHOE OOOCHOBaHHE OTCYTCTBUS HEOOXOIUMOCTH
BHECEHHUS TaKUX U3MEHEHUIA.

Ha ocHOBaHMM NMHCbMEHHOTO OOOCHOBAHHS, MPEACTABICHHOIO JEp)KaTeleM PEerucTPalliOHHOTO
YIOCTOBEpPEHUS, YIOJHOMOYECHHBI OpraH JObKeH B TedeHWe 30 KaleHJAapHBIX IHEH CHATh WIN
NoATBEpAUTh TpeboBaHue o BHeceHUM u3MeHeHMd B OXJIIl u (umm) JIB. Ecnm ynmomHOMOuYeHHBIM
OpPraHoM IOJATBEPKAAIOTCS TPeOOBaHUS, YKa3aHHBIE B IIEPBUYHOM 3arpoce, JIMO0 OHU KOPPEKTUPYIOTCS
C YYETOM IIPEJICTABIICHHBIX JEpXKATEeIEeM PErMCTPALMOHHOIO YyAOCTOBEPEHUS Pa3bsCHEHUM, BHECCHHUE
W3MEHEHHH B PETUCTPAIMOHHOE JIOChE 3apPETUCTPHUPOBAHHOTO OPUTHHAIBHOTO (pehepeHTHOro)
JIEKApCTBEHHOTO MperapaTa OCYIIECTBISETCS B COOTBETCTBUM C IPABUIAMU PETUCTPALUU U HKCIIEPTU3BI
JIEKapCTBEHHBIX CPENCTB Ul MEJULIMHCKOTO IPUMEHEHMS], yTBEpKAaeMbIMu Komuccuen.

10.3.5. Tlocne cornmacoanus OXJII wu (unm) JIB opurunansHoro (pedepeHTHOro)
JIEKapCTBEHHOT'O Mperapara B COOTBETCTBUU € YKa3aHHOU MPOLEAYPO, SKCIIEpTHU3a PETUCTPALIHIOHHOTO
JI0CbE BOCITPOM3BEICHHOTO, THOPHIHOTO WIH OWOaHAIOTUYHOTO (OMOMOAOOHOI0) JIEKAPCTBEHHOTO
npemapaTa Bo300HOBsIeTcs. [Ipu aToM 3ampoc, ykazanusnid B moamyHkTe 10.3.1, He paccMarpuBaeTcs B
Ka4yecTBE 3ampoca JepiKaTeNs PEerHCTPAIlMOHHOTO YAOCTOBEPEHHUS BOCHPOHM3BEACHHOTO, THOPHUIHOTO
WU OMOaHaJIOTUYHOTO (OMOITOJ00HOTO0) JIEKAPCTBEHHOTO Mperapara;

10.3.6. B cBs3M ¢ BO3MOXHOCTBIO MHHMLIMALMU YIIOJTHOMOYEHHBIM OPraHOM TIOCYJapCTBa-djieHa
YKa3aHHOM B HACTOSILEM MOANYHKTE IPOLEAYphl, BHECEHNE M3MEHeHuM B neicTtByromyo OXJII n
(wnm) JIIT BocTIpOoM3BEACHHOTO, THOPUIHOTO WIH OMOaHATIOTUYHOTO (OMOMOA00HOT0) JIEKAPCTBEHHOTO
IpenapaTa He peKOMEHIyeTcs IpyIIUpOBaTh C IPYTUMH BHIaMU U3MEHEHUH.

10.4. Ecnu pepxaTeinb pPETUCTPALMOHHOTO YIOCTOBEPEHHUS OPHUTHMHAIBHOTO (pedepeHTHOro)
JIEKapCTBEHHOT'0 Ipenapara B TeueHue 60 KajieHJapHbIX JHEH cO JHs NOJIY4YEeHHUs 3alpoca, yKa3aHHOIO
B noamyHkre 10.3.4 Hactosmmx TpeOGoBaHuM, HE MOAAET B YINOJIHOMOYEHHBIH OpraH 3asBIECHUE O
BHECEHMHM U3MEHEHMH B PErHCTPALMOHHOE JOChe TAaKOr0 OpPUTMHAIBLHOrO (pehepeHTHOro)
JICKApCTBEHHOTO TpenapaTa WM HE TMPEJICTaBIseT NHCbMEHHOE OOOCHOBAHHWE OTCYTCTBUS
HEOOXOMMOCTH BHECEHUsI TAaKUX HM3MEHEHHUH, NMPUMEHSIOTCS COOTBETCTBYIOIIWE TOJOXKECHUS MPABHI
PETUCTpAIH B SKCIIEPTHU3HI JIEKAPCTBEHHBIX CPEICTB IS MEAUIIMHCKOTO MIPUMEHEHUS, YTBEPIKIAEMBIX
Komuccueii, o npuoctaHoBKe, 0T3bIBE (OTMEHE) PErHMCTPALIMOHHOTO yJIOCTOBEPEHMSI, MJIM OTPAHUYEHUU
NPUMEHEHUS, WK BHECEHUH U3MEHEHHH B YCIOBUS PErMCTPALIMOHHOIO YAOCTOBEpeHus. B aToM cityuae
9KCHEepPTH3a JI0ChE€ BOCIPOM3BEJCHHOT0, THOPUIHOrO MIM OMOaHANIOTHYHOTO (6MOMOJ00HOrO)
JIEKapCTBEHHOTO TIperapara ocyliecTBiseTcss 0e3 ydera HeakTyanbHbix OXJIII w (wmm) JIB
OpUTHHAIILHOTO (peepeHTHOT0) JIEKApCTBEHHOTO Mperapara.

10.5. Ecnmu cutyanus, ykasanHas B noamnyHkTe 10.3 Hactosmux TpeOGoBaHMil, BOZHHKAET MPHU
perucTpaliiii  BOCHPOW3BEACHHOTO, THOPUAHOTO  WiIM  OWoaHaJorHyHOTO  (OMOIMOJ00HOTO)
JEKapCTBEHHOTO TMpemnapara, TO OKCIEepTU3a PEruCTPAllMOHHOTO JOChE BOCIPOU3BEIEHHOTO,
ruOpugHOro WM OuoaHanoruyHoro  (OMOMOAOOHOr0)  JIEKApCTBEHHOrO  Iperapara  He
MPUOCTAHABIMBACTCS, M TPHUMEHSIOTCS TpeboBanus mnoamyHkta 10.1 wHacrosmux TpebGoBaHuii.
DKcnepTHasi OpraHu3alysg WHULUUPYET MPOLEAypY BHECEHHUS M3MEHEHUIl B PErMCTPAllMOHHOE J10Che
COOTBETCTBYIOIIETO OPUTHHAIBLHOTO (peQepeHTHOr0) JIEKapCTBEHHOTO Ipenapara B COOTBETCTBHM C
nporeaypoi, ykazanHou B myHkTe 10.3 Hacrosmux TpeboBaHui.

11. Ilpu BbisBiAeHHM HecooTBeTcTBUS AedcTByromed OXJII u (unm) JIB nexapcTBeHHOro
rpenapara, 3aperuCTpUPOBAaHHOIO B OJHOM U3 TOCYAApCTB-YJICHOB, COBPEMEHHBIM [aHHBIM II0
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3¢ (}HeKTUBHOCTH W 0€30MacHOCTH JIEKapCTBEHHOTO IMpemapaTa (BKIIOYas 3aKIIIOUEHUsS SKCIEepPTH3 U
PEKOMEHJALMU YIIOJIHOMOUYEHHBIX OpPraHoB B cdepe oOpalleHusi JEKapCTBEHHBIX CPEJICTB TPETHHX
ctpad), B ToM uuciae OXJIII u (wm) JIB, yTBepkIE€HHBIM B CTpaHE-IPOU3BOAMUTEIE WIIU
CTpaHe-Jep>KaTelle PEeruCTPalMOHHOIO YJOCTOBEPEHUS HA JIEKAPCTBEHHBIM IIperapar, JKCIIEPTHBIE
OpraHM3alliM, YIIOJIHOMOYEHHbIE OpraHbl rOCYJapCTB-4JICHOB WM JPYTUE JIHIA BIpaBe OOpPATUTHCSA K
YIOJIHOMOYEHHOMY OpraHy rocyJapCTBa-4JIeHa, B KOTOPOM 3aperMCTPUPOBAH TAaKOW JIEKaPCTBEHHOM
rpenapar, ¢ UHUIMATUBOM O HAINpPaBIECHUHU JIEPKATENI0 PETUCTPAlMOHHOTO yJAOCTOBEPEHUS 3ampoca O
HeoOxonumoctu pusenenus aeiicteytromieit OXJIII u (umm) JIB B cooTBETCTBHE.

12. Ilpu momy4eHuu 3ampoca, ykazaHHoro B myHKTe 11 Hacrosimux TpeGoBaHuii, HauMHAETCS
npoienypa, ykazanuas B noanynkrax 10.3.4 u 10.4 nacrosimux TpeboBanwmil.

13. Ilpu HeBBHINONHEHUH TPEOOBAHMUN, YKA3aHHBIX B IyHKTE 12, MPUMEHSIOTCS MOJOXKEHUS
noanyHkTa 10.4 Hacrosux TpeboBaHui.

14. TpeboBanus myHktoB 12 u 13 Hacrosmmx TpeGoBaHUil pacHpoOCTpaHSIOTCS Ha Aepkareneit
PETUCTPALIMOHHBIX yIOCTOBEPEHUI BCEX JIEKAPCTBEHHBIX IIPENapaToB, 3aperMCTPUPOBAHHBIX B
COOTBETCTBUM C IPABWJIAMHU PETUCTPALNUU U IKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB ISl MEAULIMHCKOIO
IIPUMEHEHHUs, yTBepKaaeMbIMu Komuccuen.

15. Ha odunuansHOM  cailTe  yNOJIHOMOYEHHOrO  OpraHa  TIOCyJapCcTBa-4ieHa B
HH(pOPMAITMOHHO-TEIEKOMMYHHUKAITAOHHON ceTu "UnTepuer” U B €IMHOM  peecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB Coro3a MmyOIMKyIOTCS 0100pEHHbIE YITOJIHOMOYEHHBIMU
opranamu rocynapcts-uieHoB OXJIII u JIB (B popmare PDF ¢ pacro3HaHHBIM TEKCTOM).

16. Jlns nexkapcTBEHHBIX IpenaparToB, TPeOYIOMMX  JOMOJHUTEIHHOTO  MOHHMTOPHHIA
OesomacHoctH, nepen pasaenom | OXJIIl pa3memnaercsa crneuuanbHbIE CUMBOJI  (PUCYHOK HeE
MIPUBOJIUTCS), COMPOBOXKAAEMbIN crieayromeil popmyaupoBkoit: "JlaHHBIN JeKapCTBEHHBIH Mpenapar
HOJUIEKUT JONOJIHUTEIBHOMY MOHUTOPUHTY. JTO MO3BOJMUT OBICTPO BBIABUTH HOBYIO MH(OPMAIUIO 110
6e3onmacHocTd. Mbl oOpaiaemMcsi K pabOTHUKAM CHUCTEMBI 3[IpaBOOXPAHEHMs C MPOChOOH coo0maTh O
JOOBIX OJJ03PEBAEMbIX HEXKEIATENbHBIX peakusax".

lll. Pasgenbl OXIMN
1. HanmeHoBaHUue NekapcTBeHHOro npenapara

B nanHoMm paszene yka3bIBalOTCSl TOPrOBOE HAMMEHOBAHHE JIEKAPCTBEHHOTO MperapaTa, CBEJICHUs
0 jgo3upoBke u JekapcTBeHHOUW Qopme. Jlanee mo Texcty OXIJIIl cBemeHus O O3UPOBKE U
JIeKapCTBEHHOH (popMe B HAMMEHOBaHHH JIEKAPCTBEHHOTO TpernapaTa A0MyCKaeTcsl He yKasbIBaTh. [Ipu
OMMCAaHUU JIEUCTBYIOUIETO BEIECTBA CJIEAYET IOJb30BaThCA MEXKIYHAPOJHBIM HEMNAaTEHTOBAHHBIM
HauMeHoBaHHeM (nanee - MHH), pekoMmeHmoBanHbIM BcemupHON opraHu3amuei 37paBOOXpaHCHHS
(manee - BO3), a mpu orcyrctBum MHH - oOmenpuHSATHIM, XUMHUYECKHUM WA TPYHNIUPOBOYHBIM
HAaUMEHOBAHHMEM JICWCTBYIOIIETO BelecTBa. [Ipr HEOOXOAMMOCTH PEKOMEHAYETCS HCIOIb30BaTh
MecTouMeHus (Hanpumep, "oH").

1.1. o3anpoBka
I[O3I/IpOBKa AOJIDKHAa  COOTBETCTBOBATH  KOJMYCCTBCHHO  ONPEACTIACMOMY  COACPIKAHUIO U

NPpUMCHCHUIO IIPCIlapaTa UM COBHAAaThb C KOJWUYCCTBOM, YKA3aHHBIM B KOJUYCCTBCHHOM COCTABC U
PEKUME JO3UPOBAHUA. Paznrie AO3UPOBKU OJHOI'0 M TOIr0 KC JICKAPCTBCHHOI'O IIpCriapara CICAYCT

www.consultant.ru CrpaHvua 7 u3 194
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=461359&amp;date=19.03.2024&amp;dst=100026&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

yKa3blBaTh OJMHAKOBO, Hampumep, 250 mr, 500 mr, 750 mr. Craenyer us3berarb HCIOJIb30BaHUS
JECATUYHBIX pa3JenuTeNield, ecau npuMmeHumo (Hampumep, 250 mkr, a He 0,25 mr). Ognako eciau
JeKapcTBeHHas (popMa mpencTaBieHa OByMs M Oojiee JTO3UPOBKAMH, BBIPAKCHHBIMU HECKOJIBKUMHU
eAMHULIaMU u3MepeHust (Hanpumep, 250 Mkr, 1 Mr u 6 Mr), To B HEKOTOPBIX ClIy4asx LenecooOpa3Hee
yKa3bIBaTh JO3UPOBKY B OJIHUX U TE€X e €IMHULAX B IIEJIAX COMOCTaBUMOCTHU (Hampumep, 0,25 mr, 1 mr
u 6 mr). B nensax 6e30macHOCTH MUJIIIMOHBI (HalpuMep, €AMHUIL) BCEr/ia CIeyeT IUCaTh MOJHOCThIO, a
He cokpariath. He cienyer yka3piBaTh He3HaUMMBble HyH (Hanpumep, 3,0 uu 2,500).

Jnst nekapCTBEHHBIX MPENapaToB, Y KOTOPHIX BBHIPAXKEHHE COACPKAaHUS JEHCTBYIOLIUX BEIIECTB B
€IMHUIIAX MAacChl HE MOXET B IIOJIHOM Mepe XapaKTepu30BaTh OHMOJIOTHMUYECKYI0 AaKTUBHOCTH (B
YACTHOCTH, IS OMOJIOTHYECKUX ¥ MMMYHOOHMOJIOTMYECKHUX JICKAPCTBEHHBIX IMPEIapaToB), JO3HPOBKA
MOXET OBITh BHIPAKEHA:

B €JIMHUIIAX, UCTIOJIb3YEMbIX B (hapMaKOIesx:

ME - mexnyHapoaHas equHHIIA OMOJIOTHYECKON aKTUBHOCTH;

Lf - equHuIIa OMOJIOTHYECKONW aKTUBHOCTH TOKCHHA (aHATOKCHHA);
PFU - 6nsmkoo0pasyronme eTuHUIbL;

Ph. Eur. U. - eqununa EBponelickoil papmakorneu;

U IPYTUX €IUHULIAX, HATIPUMED:

EJl - enuHULBI ACHCTBUS OMOJIOTHYECKON aKTHBHOCTH,

PNU - enuuuIs! O€IKOBOro a3ora.

Ecnu MexayHapoaHas eauHMIIAa OHOJOTMYECKOW aKTMBHOCTH Oblna ompeneneHa BO3, To
PEKOMEHIyEeTCsl IPUMEHSATD JaHHYI0 CAVHUILY.

1.2. llekapcTBeHHas hopma

JlekapcTBeHHYI0 (POpMY JIEKapCTBEHHOTO Ipernapara HeoOXOAMMO YKa3blBaTh B COOTBETCTBUU C
IIOJIHBIM CTaHJapTHbIM TepMuHOM (Dapmakonen Coro3a, BO MHOKXECTBEHHOM YHCIIE, €CJIM TPUMEHUMO
(manpumep, TabneTku) (B COOTBETCTBHMM C IIYHKTOM 3 Hacrosimero paszaena). Ilpu orcyrcTBUmM
MOAXOJAUIEr0 MOJHOTO CTaHJAPTHOTO TEPMHHA, IIyTeM KOMOMHHPOBAHUS CTaHAAPTHBIX TEPMUHOB B
COOTBETCTBUM C HOMEHKJIATYPOU JEeKapCTBEHHBIX (opM, yTBepxkaaeMoil Komuccueil, MoxeT ObITh
COCTaBJICH HOBBII TEPMUH.

Ecnmu 3T0 HEBO3MOXKHO, CleAyeT HampaBUTh oOOpalleHHe B YNOJHOMOYEHHBIH OpraH
rocyJapcTBa-wieHa 0 HEOOXOJMMOCTH HOBOTO CTaHIAPTHOro TepMHHa y DapMakomeHOro KOMHTETa
Coroza. Ilyte BBeneHMS M NepBUYHAs (BHYTPEHHSS) YIAKOBKA B OOpallleHMM HE YKa3bIBalOTCS, 3a
UCKJIIIOYEHHEM CJIy4aeB, KOTJa ATH JJIEMEHTHl SIBISIFOTCS YacTbl0 CTaHAAPTHOIO TEpPMHUHA, WIU
HEOoOXOIUMBI B LIEsAX O€30MacHOCTH, WM MPH HAIWYUU WICHTHYHBIX JIEKAPCTBEHHBIX IPENaparos,
KOTOpbIE BO3MOXXHO Pa3IUYUTh TOJBKO IOCPEACTBOM YKa3aHUs IIyTH BBEAEHUS WIN HNEpPBUYHON
(BHYTpEHHE) yITaKOBKH.

HanmeHnoBaHue u A0O3UPOBKa PaCTUTCIIBHBIX JICKApCTBCHHBIX IperapaToB JOJIDKHBI
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

COOTBCTCTBOBATH Tpe6OBaHI/I$IM OpaBuJI pErucTpali MU SKCIICPTU3BI JICKAPCTBCHHBIX CPCACTB I
MCOUIIUHCKOI'O IPUMCHCHUS, YTBCPIKIACMBIX Komuccueii.

2. KauecTBeHHbIN U KONUYeCTBEHHbIN cocTaB

B pannom pazpene OXJIII npuBOAUTCA MOJHOE ONMHUCAHUE KAYECTBEHHOTO U KOJIMYECTBEHHOTO
cocTaBa JICUCTBYIOIIETO BEUIECTBa, a MpH HeoOxomumoctu B pazaenax 4.3 u 4.4 OXJII mpuBogutcs
OMHMCAaHUE KaueCTBEHHOTO W KOJWYECTBEHHOI'O COCTaBa BCIIOMOTraTeldbHBIX BemlecTB. Hampumep,
KaueCTBEHHBIM M KOJMYECTBEHHBIN COCTaB BCIIOMOTATEIbHBIX BEIIECTB, YKAa3aHHBIX B MPUIOKEHUU N
10 x HacrosimuM TpeGoBaHWsM, MOJDKEH OBITH yka3aH B jgaHHOM paszzaerne OXJIIT mox oTnensHBIM
noa3arojioBkoM '"BcmomorarensHbie BemectBa'. B konme pasgema OXJIII HeoOxoammo ykaszaTh
CJIEIYIOIIYIO CTaHAAPTHYIO (GopMyIupoBKY: "IloHBII epeYeHh BCIIOMOTaTEeIbHBIX BEIIECTB IPUBEACH
B pazzene 6.1".

Ecnu pactBopuTens SIBISETCS YacThIO JIEKAPCTBEHHOTO Tpernapara, CBEJICHUsS 0 HeM HeOOXOAMMO
BKJIFOUUTH B cOOTBeTCTBYIOMIME paszaensl OXJIII (kak npaBuio, pasznens 3, 6.1, 6.5 u 6.6).

2.1. KauecTBeHHbIN cocTaB

HanmeHnoBaHue nelCTBYIOIIETO BElIECTBAa MPUBOIUTCS COIIacHO pekomeHaoBanHomy BO3 MHH
U TIpH HEOOXOJUMOCTH JIOTIONHSETCS YKa3aHHEeM COJeBOW WM ruipatHoil gopmbl. [Ipu oTcyrcTBUM
MHH cnenyer ucnonb3oBaTh HauMeHOBaHUE, ykazaHHoe B Papmakoriee Coro3a, a eciiu AecTByoIIee
BEIIECTBO HE BKIIOYEHO B (apMakomner - OOMIENPHHATOE, XUMHUYECKOE WJIH TPYyHIUPOBOYHOE
HaMEHOBAaHHE JCHCTBYIOIIETO BemecTBa. [Ipu oTCyTCTBHM OOIIEHPHHATOTO0, XMMHYECKOTO WIH
TPYIIIAPOBOYHOTO HAWMEHOBAaHMUS HEOOXOAMMO yKa3aTh TOYHOE HaydyHoe obOo3HadeHue. [Jlns
JEHCTBYIONIMX BEIIECTB, HE UMEIOIIUX TOYHOTO HAy4YHOTO 0003HAYEeHMsI, YKa3bIBACTCS, KaK U U3 YEro
OHHU M3TOTOBJEHBI. He momyckaercs BKIIOUaTh CCHUIKU Ha (papMakomneitHoe KayecTBo.

Ecnu nexapCTBEHHBIN Ipenapar sABJISIETCS PACTUTEIbHBIM JICKAPCTBEHHBIM IIPENapaToM, YKa3aHHe
Ka4eCTBEHHOI0 COCTaBa JIOJDKHO COOTBETCTBOBATH [PABUIAM  PErHUCTPALMM  OKCIEPTU3BI U
JIEKAPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOTO IPUMEHEHNs, yTBEpK1aeMbIM KoMuccuei.

[lpu yka3aHWM Ka4eCTBEHHOI'O COCTaBa JICKAPCTBEHHOIO Iperapara, MPeICTaBISIOMIEro co0oi
pamuodapmareBTHIeCKuii Habop, HEOOXOAWMO YEeTKO O0003HAYWTh, YTO PAAMOM30TON HE SIBISCTCS
4acThiO Habopa.

2.2. KonnyecTBeHHbIN COCTaB
KOJ’II/I‘ICCTBO HeﬁCTBYIOHleFO BCIIIECTBa H606XOI[I/IMO BbIpa’XaTb Ha e,I[I/IHI/IHy A03UPOBAHUA
(103MpOBaHHbBIE MHTAIALMOHHBIC TIPENapaThl - Ha JOCTABISEMYIO 103y U (MJIM) OTMEPEHHYIO 03Y), Ha
CI[I/IHI/II_Iy 061,eMa nJIn C,Z[I/IHI/II_Iy MacCCbl, 1 OHO OOJIDKHO COOTHOCUTBLCA C I[OBHpOBKOfI, yKa3aHHOI71 B
paznene 1 OXJIIL.
KonmuecTBO JeHCTBYIOMIErO BEIMIECTBA HEOOXOAMMO BBIPAXKATH C IOMOIIBI0 MEXKIyHAPOIHOTO
MPU3HAHHOTO CTaHJAPTHOTO TEPMUHA, KOTOPBIA MPU HEOOXOIUMOCTU JOMOJHSIOT APYTUM TEPMHUHOM,

€CJIM OH 0oJiee MOHATEH MEIUIIMHCKHUM pa6OTHI/IKaM.

2.2.1. Conu v rupgparbl.

Ecnu I[efICTBYIOIHee BCIICCTBO ABJIACTCA COJIBIO UM T'MAPATOM, KOJIMYECTBEHHBINA COCTaB CJICaycCT
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BbIpAXaTh B €IUHMILIAX MAacChl (WIM OMOJOTMYECKOW AaKTHBHOCTU B MEXAYHAPOIHBIX (MM HHBIX)
€IMHUIIAX, €CIM MPUMEHUMO) ACHUCTBYIOIIETO Haudana (OCHOBaHMS, KHCIOTHI HJIM OE3BOJHOW COJIN),
Hanpumep, "60 Mr topumedena (B Buae nurpara)’ win "TopumedeHa UUTpaT, SKBUBAJICHTHBIA 60 Mr
Topumedena".

Ecnm B Xome mpuroToBICHUS TOTOBOTO Tpemapara B peakIMOHHOM cMecH (in situ) oOpasyercs
COJb (HampuMep, MPH CMENIMBAHUU PACTBOPHUTENS M TOPOIIKA), HEOOXOIUMO OTPA3UTh KOJIUYECTBO
AKTUBHOM YacCTH MOJIEKYJIbI JEHCTBYIOIIETO BEUIECTBA ¢ yKa3aHWEeM Ha 00pa30BaHUE COMH in situ.

B oTHOmEHNMN WIMPOKO NPUMEHSEMBIX JEHCTBYIOIIMX BEIIECTB B COCTABE JIEKAPCTBEHHOI'O
npernapara, J03UPOBKAa KOTOPBIX TPATUIMOHHO BBIPAXAETCS B COJEBOM WM TUApPATHOH (opwme,
KOJIMYECTBEHHBI COCTaB JOIyCKAeTCsl BbIpaKaTh B BHUJAE COJM WM Tujaparta, Hampumep, "60 wmr
TUITHA3eMa THAPOXIIopHaa". ITO MpaBHIIO TPUMEHUMO, €CITA COJIb 00pa3yeTcs in situ.

2.2.2. 3chupbl 1 NnponekapcTBa.

Ecnu neiicTByroliee BEmeCTBO SABISIETCS 3(QUPOM WK MPOJEKAPCTBOM, KOJMYECTBEHHBIH COCTaB
HE0OX0IUMO BBIpaKaTh B BUJE KOJIMYECTBA dPUpa WIH MTPOJIEKAPCTBA.

Jlns nexapcTBEHHOTO IperapaTa - MPOJIEKapCTBa, aKTHBHAS 4YacTh MOJIEKYJIBI JEHCTBYIONIETO
BEIIECTBa KOTOPOTO 3aperHCTPHPOBAaHa B BHAE CAMOCTOSTEIBHOTO JIEKAPCTBEHHOTO IIperapara,
YKa3bIBaCTCS TAK)KE SKBUBAJIICHTHOE KOJIMYECTBO AKTUBHON YAaCTH MOJIEKYJIBI ICHCTBYIOLIETO BELIECTBA
(nammpumep, "75 mr pocdennTonHa s3kBUBaIeHTHBI 50 Mr ¢peHuTonHA").

2.2.3. MNopowoKk ansa nNpuroToBfieHUA pacTBopa WNM CyCMeH3uuM Ansa npuema
BHYTPb.

KonudecTBo neiicTByoOMIEro BemecTsa He0OX0AMMO BBIPA3UTh Ha €IMHUILY 03I, €CIIM TIpemnapar
SIBJIIETCS OJIHO/IO30BBIM, WJIM HAa €IUHUILY OOBEMHOM 03Bl IOCJIe BOCCTaHOBJIEHHS. B HeEKoTOpbIX
ciydast 1ejecoo0pa3Ho yKa3aTh MOJISIPHYIO KOHIIEHTPAIIHIO.

2.2.4. MMapeHTepanbHble npenapatbl, 3a WCKIHOYEHUEM BOCCTaHaBJIMBaeMbIX
MOPOLLKOB.

Ecimm olmiee comepxumoe MEpBUYHON (BHYTpPEHHEH) YIMAKOBKH OJHOJIO030BBIX MapeHTEPATbHBIX
MpernapaToB BBOAWTCA B BHJE OAHOW 103kl (''MOJIHOE HCHOJIB30BAHUE COAEPKUMOIO IEPBUYHON
(BHYTpeHHE) yMakoBKH'"), KOJMYECTBO JMACWCTBYIOIIETO BEIIECTBAa CIEAyeT BhIpakarb Ha (opmy
BbIycka (Hampumep, 20 Mr u T.1.) 0e3 yka3aHus M3IHIIKOB U W30bITKa. HeoOXoanumo Takke ykaszaTh
KOJIMYECTBO Ha | MJT 1 00U 3asBIICHHBIN 00BEM.

Ecnu konnuecTBO 0HOI030BBIX MapEeHTEPATbHBIX JIEKAPCTBEHHBIX MPEenapaToB, PACCUUTHIBACTCS
Ha OCHOBAaHWHW MAacCChI TeJa, TUIOMIAIM TIOBEPXHOCTH TeJIa I MHOW MepeMEHHON naruenTa ("'qacTuaHoe
HCIOJIb30BaHUE COJEPKUMOTO MEPBUYHON YHNAKOBKU'), KOJIMYECTBO JCHCTBYIOLIErO BEIIECTBA CIETYET
BBIpaXKaTh B MWIIWiIHTpax. HeoOxoaumo Takke yka3zaTh OOUIMil 3asBIEHHBIH o0OBbeM. M3mumku u
M30BITOK HE YKa3bIBAIOTCSI.

KonuyecTBO JeHCTBYIOIIETO BEIIECTBA MHOTOJO030BBIX MapeHTEPATbHBIX JIEKAPCTBEHHBIX
npenapaTOB u HapCHTCpaJ'II)HI)IX J'ICKapCTBGHHI)IX npenapaTOB B 6OJ'II)IHI/IX O6’I)€MaX cnez[yeT BI)Ipa)KaTL
Ha 1 M, Ha 100 M, Ha 1000 M u T.4. COOOpa3HO OOCTOSITENIBCTBAM, 32 UCKITFOYCHUEM MHOTO/I030BBIX
BaKIIMH, cojaepkanmmx '"n" OJMHAKOBBIX 103. B 3TOM cilyyae JO3UPOBKY ClEIyeT BbIpakaThb Ha
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O6’beMHyIO A03y. W3auimky ¥ n30BITOK HE YKa3bIBatOTCA.

Ecnu npumennmo, Hampumep, B  OTHOUIEHWH PEHTICHOKOHTPACTHBIX IPENApaToB U
MMAPEHTEPAIBHBIX IMPENAPATOB, COJAEPKAIIUX HEOPraHUYECKUE COJIM, KOJHUYECTBO JICHCTBYIOLIETO
BEIIECTBA CJEAYET TaKKE YKa3blBaTh B MWUIMMOJAX. [l pEHTTe€HOKOHTPACTHBIX IMPENapaToB C
HoacoAepKAIMMU  JEHCTBYIOIIMMHA BEIIECTBAMU TOMHUMO KOJIMYECTBA JICHCTBYIOIIETO BEIIECTBA
CJeyeT yKa3blBaTh KOJUYECTBO Moa Ha 1 ML

2.2.5. [lopowokK, noanexawun BOCCTAaHOBJIEHUIO nNepen NapeHTepanbHbIM
BBeAeHneMm.

Ecnu nexkapcTBeHHBIH mpenapar sIBISETCS MOPOLIKOM, IOJUIEKAIIMM BOCCTAHOBJICHHUIO MeEpeN
MapeHTepaIbHBIM BBEJIEHUEM, HEOOXOAMMO YyKa3aTh OOIlee KOJWYECTBO JIEHCTBYIOIIETO BEIIECTBA,
coJieprkanieecss B MEPBUYHON (BHYTpEHHEH) ymakoBKe, 0€3 yKa3aHusl M3JIMILKOB U M30bITKA, a TaKkKe
KOJMYECTBO Ha | MII MoOclie BOCCTAaHOBIEHHUS MPH YCIOBHM OTCYTCTBUS HECKOJBKHX BapHAHTOB
BOCCTAQHOBJICHMSI M pPAa3lMYHBIX HCHOJIB3YEMbIX KOJMYECTB, KOTOpPbIE MPHUBOJAT K OOpa30BaHHIO
Pa3IMYHbIX KOHEYHBIX KOHLEHTPALIUH.

2.2.6. KOHUeHTpaTbI.

KommuecTBo H€O6XO,I[I/IMO BBIPA3UTh KaK COACPKAHNUE HaA 1 M KOHICHTpAaTa u o6mee COACPIKAHUC
,ILGP'ICTBYIOIHCFO BEIIeCTBA. H606XO,I[I/IMO TAKXXE  BKJIHOYUTH COHACPKAaHHUC Ha 1 MJI IIOCJIEC
PCKOMCHAYCMOI'O PA3BCACHUA IIPU YCJIOBHUH OTCYTCTBUSA PA3BCACHHA KOHICHTpATa OO Pa3JIMYHBIX
KOHEYHBIX KOHIIEHTPALIUM.

2.2.7. TpaHcaepMarnbHble NacTbIpy.

HCO6XO,Z[I/IMO YKa3aThb CICAYIOIHNE KOJTUYCCTBCHHBIC TaHHBIC!

COACPpIKaHUC Z[eﬁCTBYIOIHerO BCIIECCTBA B IIIACTBIPE, CPECAHIOO JOCTABIIKIEMYIO 3a CAUHULY
BpPEMCHH 03y, IJIoManab BBICB060)KIIaIOH_[eI\/’I IMMOBCPXHOCTU, HATIPUMEP:

. 2
"Kaxkapiid maacTeipb Twiomaaso 10 cm” comepkut 750 MKT 3cTpannolia, BEICBOOOXKIast 3a 24 yaca
HOMUHAJILHO 25 MKT 3CcTpaanona”.

2.2.8. MHOrogo3soBble TBepAble U MArkue nekapcTBeHHble hopMbl.

KomnuectBo I[CﬁCTByTOH.IGFO BCIICCTBA HeO6XOI[I/IMO M0 BO3MOKHOCTHU YKa3blBATb Ha CAUHHILY
AO3HUPOBAHUs, B OCTAJIBHBIX CIIydasAX - Ha 1 I, Ha 100 r mimu B IMMpoHCHTax coo6pa3Ho 00CTOSITCILCTBAM.

2.2.9. Bnonorunyeckue nekapcTBeHHbIe nNpenaparhbl.
2.2.9.1. YKa3zaHue [O3UPOBKMU.

KosnyecTBOo OMOIOTHUECKUX JIEKAPCTBEHHBIX MPENapaToB CIEAyeT BhIpaXXaTh B €JUHHULIAX MACCHI,
eIMHUIAX OMOJIOTUYECKOH AaKTHUBHOCTH WM MEXAYHApOIHBIX €IUHHMIIAX B 3aBUCHUMOCTH OT
KOHKpETHOI'O IIperapaTa U OTpa)kas B COOTBETCTBYIOLIMX CiydasX HOpSAAOK, IpUHATHIN B Papmakoriee
Coro3a. B OTHOIIEHWH TATHMIMPOBAHHBIX OEJIKOB CIIEAYET TAKKE YYMUTBHIBATh Mpuioxkenne N 2 K
HacToAuM TpeGoBaHUSIM B YaCTHU OMUCAHMS COCTaBa MATMJIMPOBAHHBIX (KOHBIOTMPOBAHHBIX) OEIKOB B
OXJIII.
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2.2.9.2. lencTByOLIME BelwecTBa OMONOrM4ecKoro NponCxXoXaeHus.

Heo0xonnmo KpaTKo onucaTh MPOUCX0XKICHHE JISHCTBYIOIIETO BEIIECTBA, yKa3aTh CBOWCTBA BCEX
UCIOJIb30BaHHBIX B IPOU3BOJCTBE KJIETOYHBIX CHUCTEM U, €CIM NPUMEHHUMO, HCIOJIb30BaHUE
texHosornn pexomOmHaHTHOW JIHK. ®pasza wmsmaraercs B crieayromei penakiuu: "Ilomyueno c
HCIIONIb30BaHUEM KiieToK XXX [mo TexHosoruu pekomOunantaon JIHK].".

Huxe npuBeaeHs! npuMepsl, WILTIOCTPUPYIOIINE UCTIOIB30BAHUE TAHHOTO MPUHITUIA:

"MOJIyYEHO C UCTIOIb30BAHUEM JTUILTOMAHBIX KJIeToK yenoBeka (MRC-5)";

"moJrydeHo ¢ ucrnoiib3oBanrueM kinetok Escherichia coli mo rexnonoruu pekom6ounantaoi JJHK";

"[OJIy4€HO C UCIOJIb30BaHNEM KJIETOK KYPHUHBIX SMOPHOHOB";

"[MOJTy4eHO U3 JOHOPCKOM IUIa3Mbl 4eIoBeKa';

"MOTy4eHO U3 MOYH YesloBeKa';

"[MOTyYeHO U3 KPOBH [>KMBOTHBIX]";

"[0JIy4€HO U3 TKaHH MOKEIYJOUHOU KeJe3bl CBUHEN";

"MOJYYEeHO U3 CIM3UCTON 000JI0UKH KUIIIEYHHKA CBUHEH".

2.2.9.3. Ocob6ble Tpe6oBaHMA K HOpMarbHbIM UMMYHOT OOy NIMHaM.

HeoOxonumo yka3zaTh pacrpejieieHie HOpPMaJIbHbIX MMMYHOITIOOYJIMHOB 1o cyOkiaccam IgG B
nporeHTax ot obuiero cogepxanus IgG. 3areM yka3blBaeTCs BEpXHsS IpaHuLia coepkanus [gA.

2.2.9.4. Ocobble TpeboBaHUA K BaKLMHaM.
HeoOxomumo ykaszaTh CoOJep)KaHUE JICHCTBYIOIIETO BENIECTBA HA CIWHUILY JO3UPOBAHUS
(manpumep, Ha 0,5 ™mm). [lpum HanmuMu agbIOBAaHTOB HEOOXOIMMO YyKa3aTh WX KA4eCTBECHHBIA M

KOJWYECTBEHHBIM COCTAaB.

HCO6XO,Z[I/IMO NEpCUUCIINTL TPUMECH, MPEACTABIAIOIINC OCO6YIO 3HAaYUMOCTDb (HaanMep,
OBaJ'IB6YMI/IH B BaKIIMHAX, IMOJIYYCHHBIX U3 KYPHUHBIX SII/II_I).

B npunoxennn N 3 k HacToammM TpeGoBaHUAM CoepKaTCs JOMOTHUTEIbHBIE PEKOMEHIAINH 110
(dapManeBTHYECKIM  aCMeKTaM TMpeJCTaBleHUs] HHGOpMAIMM O BaKIHMHAX JUII MEIMIIUHCKOTO

IIPUMCHCHUA.

2.2.10. PacTutenbHble NekKapCTBeHHbIe npenaparbl.

VkazaHue KOJIWYECTBEHHOIO COCTaBa JOJDKHO COOTBCTCTBOBATHL MHOPABUJIAM PCTUCTpAllUU U
OKCICPTU3BI JICKAPCTBCHHBIX CPCACTB AJII MCAUIIMHCKOI'O IIPUMCHCHU A, YTBCPKAACMBIM Komuccueii.

3. llekapcTBeHHas hopma
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HaumeHnoBanue JsiekapCcTBEHHOW (OPMBI yKa3bIBA€TCSI B COOTBETCTBHM C HOMEHKIATYPOU
JIeKapCTBEHHBIX (GopM, yTBepxkaaeMoil Kommuccuei. DTOT TEpMUH TOJDKEH COBMHANaTh C TEPMUHOM,
ykazaHHbeiM B paznerne | OXJIII. Opnako, ecnu Ha NEepBUYHOM (BHYTpPEHHEH) yHMaKOBKE HCIOJIb3YETCs
COKpaleHHBbIH CTaHAapTHBIMH TepMUH, B JaHHOM pasgene OXIJII cokpalieHHbII TepMUH
JIOTIOJTHUTEIBHO IPUBOJUTCS B CKOOKaX.

B orpensHOM OT CTaHZapTHOrO TepMHHA ab3ale HEOOXOIUMO IMPHUBECTH ONMCAHUE BHEIIHErO
BUJa mpemnapara (IBET, 3HAKW M T.J.), BKJIIOYas CBEACHHMS O (PAKTUUECKUX pa3Mepax TBepAOH
JIeKapCTBEHHOM (OPMBI [T TpUeMa BHYTpPb, HAIIPUMeED:

"Ta0nerku

benvble, kpyrible TaOJIETKU € MIIOCKUMU CKOIIEHHBIMHU KpasMu JuaMeTpoM 5 MM co 3HakoMm "100"
Ha OJJHOM cTOpOoHE"

Ecnim Ha TabneTkax mpeaycMOTpeHa pHCKa, HEOOXOJUMO yKaszaTh, IOJATBEPXKAEHO JIU
BOCIIPOM3BOAMMOE pazaesieHue Tadsnerok. Hampumep, "Pucka npeaHasHadyeHa JHIIb A1 pa3iaMbIBaHUS
C LENBI0 OOJIerYyeHMs MpOTNIaThIBaHUS, a HE Ui pa3fefieHHs Ha paBHbIE 03bl", "TaOJEeTKy MOKHO
pa3aeNnuTh Ha paBHBIE MIOJIOBUHBI".

Crnenyet npeactaButh cBeieHust 0 pH 1 ocMOIsIpHOCTH TTPU HEOOXOIUMOCTH.

Ecnm nmekapcTBeHHBINM TpenapaT MOJJICKUT BOCCTAHOBJICHHUIO Tepe]] MPUMEHEHHEM, B JaHHOM
pasnene OXJIII HeoOXomuMo omucaTh BHEIIHWW BHUJ TIEpEl BOCCTAHOBJICHHWEM. BHemHuii BuI
JIEKapCTBEHHOT'O IIpernaparta 1mocjie BOCCTaHOBJICHHsI HE0OX0IMMO yKa3aTh B pazfaenax 4.2 u 6.6 OXJIIL

4. KnnHuyeckue gaHHbIe
4.1. NMoka3aHUA K NPUMEHEeHUI0

IToxazaHus K NPUMEHEHHUIO YKa3bIBAIOTCS YETKO M JIAKOHWYHO, W JOJDKHBI OTpa)kaThb LIEJIEBOE
3a0o0JeBaHUE WJIM COCTOSHHE C YyKa3aHMEM HaNpaBJICHHOCTH Tepanuu (CUMITOMaTHYecKas,
STHOTPOIHAS WJIM OKa3bIBaIOLIasl BIUSHHE HA TEUCHHE WJIM MPOrpeccHpoBaHUe 3a00iieBaHMS), IS
npodwIakTukd (TIEPBUYHON WM BTOPUYHOW) W AMArHOCTHKH. EciM NpUMEHWMO, yKa3bIBaeTCs
nH(popMalKs O LeJIeBON MOMyJIALNN, OCOOCHHO NMPU HATMYUU OTPaHUYEHUHN JUIS OTIENIbHBIX KaTeropui
MALMEHTOB.

I/IHq)OpMaLII/ISI O KOHCYHBIX TOYKAX UCCIICAOBAHUS, KaK IIPpaBUJIO0, HC IIPUBOAUTCH.

[TokazaHuss K MPUMEHEHHIO C IENbI0 MPO(GUIAKTUKM U WHEGOPMAIMIO O IIENIEBOM MOMyISAIUN
JIOITYCKAeTCs YKAa3bIBaTh B OOIIMX YepTax.

Pe3ynbTaThl MOCIEAyIOMHUX HCCIEIOBAHNHN, YTOUHSIOMMX (OPMYIHPOBKY 3apETUCTPUPOBAHHBIX
MOKa3aHUHN WM CBEICHUN O HUX, MOKHO BKJIIOUMTH B pazzen 5.1 OXJIII, ecau oHn He mpeanonaratot
BKJIFOUEHHE HOBOTO MTOKa3aHUSI.

Heo6xonumo yka3zate uHpopMaiuio o0 00s3aTeIbHBIX YCIOBUSAX MPUMEHEHUs Ipernapara, eciu
OHM JIOJUKHBIM 00pa3oM He ynomuHawoorcsa B Apyrux pasgenax OXIJIII, Ho sABIAIOTCA 3HAUYUMBIMH,
HanpuMep, O COMyTCTBYIOMIUX JUETHUYECKUX MEpax, U3MEHEHHUsIX o0pa3a >KM3HU WIN COIyTCTBYIOIIEH
Tepanuu.
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HCO6XO,Z[I/IMO YKa3aTb BO3pACTHBIC TPYHIIbI, KOTOPLBIM IIOKAa3aH IIperapar, € YKa3aHUCM
BO3PACTHBIX I'PAHUL], HAIIPUMCEP:

"X moka3zaH [B3pOCIIbIM, HOBOPOXKJICHHBIM, MJIa/ICHIIaM, I€TSIM, OJPOCTKaM | B BO3pacTe OT X JI0 Y
[ner, mecsimeB].". lns neneit Hacrosmmx TpeOoBaHWil meTckas MOMYJSIHS pa3elieHa Ha BO3PAcTHBIC
MOATPYIIIBI:  HEJIOHOIICHHBIE HOBOPOXJICHHBIE (C YKa3aHHWEM CpOKa TeCTaluu), JOHOIICHHBIC
HoBOpoXAeHHBIE (0 - 27 AHEH), 1eTH rpyTHOTO BO3pacTa M MiaJeHIbl (28 mHel - 23 Mecsmna); aetu (2 -
11 ner), moapoctku (ot 12 - 18 neT).

Ecnn mnokazaHue K NpPUMEHEHHUIO IMpenapara 3aBUCUT OT ONPENENIEHHOTO TEHOTHUIA, WIH
HKCHPECCHH T'€Ha, WM OINpPEesIeHHOro (PEHOTHIA, JaHHOE OOCTOSATENBCTBO HEOOXOAWMO OTpA3UTh B
MOKa3aHUHU.

4.2. Pexxkum fo3npoBaHUA U cnocob npuMeHeHUus

B cnydae Hammuus 0OCOOBIX MEIUIIMHCKUX TPEIMUCAHHA 1O NPUMEHEHHIO JIEKaPCTBEHHOTO
rpenapara, B TOM 4KCJIe OTPaHUYEHHOT0 OTIycKa, AaHHbi pazaen OXJIII cienyer HayaTh ¢ OnucaHus
TaKuX yCJIOBHM.

[Mlpy Haguuuk OCOOBIX OMACEHHH B OTHONICHHHM OE30MaCHOCTH CJIEAyeT TakXe OTPasHTh
PEKOMCH/IyeMbIC OTrPaHUYCHHS OTHOCHUTEIBHO YCJIOBHHA MpPUMEHEHHs (Hampumep, "TOJBKO st
CTAIHOHAPHOTO MpUMeHEeHHs" wWiu "HeoOXOMUMO pacrojiaraTb MOAXOSIIUM PEeaHMMAI[MOHHBIM
obopymoBanuem").

4.2.1. PeXkum fO3NPOBaHUS.

CremyeT 4eTKO yKaszaTh PEXUM JO3UPOBAHMS MJIsi KaKIOTO crocoOa (IMMyTH BBEICHUS) W JJIA
Ka)KJI0T0 MMOKa3aHUs K IPUMEHEHHUIO.

Ecan IIPUMCHUMO, HOPUBOLATCA CCBLUJIKHM Ha Oq)I/ILII/IaJ'ILHBIe pPEeKOMEHAaIun (HaanMep, 10
HepBHqHOﬁ BaKIIMHAIIUU 1 aHTI/I6I/IOTI/IKaM, a TaKXK¢C peBaKI_II/IHaI_II/II/I).

Eciy npumeHMMO, A KaKJOW KaTeropuu (BBIAEISIIOTCS MOArPYNIbI HOIYJSIIMU 110 BO3pacTy
(Macce Tena, IUIOIIAJM TOBEPXHOCTH TENa) COOTBETCTBEHHO) YKa3bIBAIOTCS PEKOMEHAYEMBIE J103bI
(Hampumep, B MI, MI/KI, MI/M”) 1O HMHTepBaia Oo3upoBaHus. KpaTHOCTh NpuUMEHEHHs CleayeT
BbIpaXaTh B €MHULIAX BpeMeHM (Hampumep, | miam 2 pas3a B AeHb (CyTKH) WIM KaxJble 6 4acoB), BO
n30exaHue MyTaHULBl He cIelyeT M0Jb30BaThes COKpalleHusIMu, Hanpumep, "1 p/n, 2 p/n, 1 pas/cyr, 2
pasza/cyt".

Ecnu npuMeHnMo, yKa3bIBarOTC:

MaKCUMaJbHasi peKOMEHAyeMasl pa3oBasi, CyTo4uHas ¥ (1in) ol1as (KypcoBasi) 103a;
HE0OXOAMMOCTh MO00pa A03HI;

CTaHJapTHasl JJIMTENbHOCTh MPUMEHEHHUS M BCE OrPAaHUYECHUS IO €€ NPOAOIKUTEIbHOCTH, a

TaK¥Xe, C€CJIIM NPUMCHHUMO, H606XOI[I/IMOCTB MOCTCIICHHOI'O CHUWXXCHUA J03bl WM PCKOMCEHIAAIUU 110
OTMCHC ITPUMCHCHUS
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npeanpuHIMaeMble MEpPbI IPU MPOITYCKE OJHON WK Oosiee 03, WK, HalpuMep, Ipu PBOTE MOCIIe
npueMa mpernapara (peKOMEHJAIMK JIOJDKHBI OBITh KaK MOXKHO Ooyiee TOYHBIMH, YUYHUTHIBAIOIIUMHU
PEKOMEHAYEMYIO KPaTHOCTh IPUMEHEHHUS M COOTBETCTBYIOMINE (hapMaKOKMHETUUECKHE TaHHbBIC);

IIPEBEHTUBHbBIE MEPbI BO M30€XkaHNE Pa3BUTHUs HEKOTOPBIX HEXKENATEeIbHbIX peakuuil (Harpumep,
MPUMEHEHNE TPOTUBOPBOTHBIX MPENapaToB) co ccbuikoi Ha pasaen 4.4 OXIII;

CBS3b IpUEMa IIpenapaTa C IMPUEMOM >KUIKOCTU W IHIIM BMECTE CO CChUIKOW Ha pasnen 4.5
OXIJIII, ecntu umeeT MeCTO B3aUMOAEUCTBHE, HAIPUMED, C AJIKOT0JIEM, IPEUNI(PPYTOM HIIU MOJIOKOM;

pPEKOMEHJalMN 10 TIOBTOPHOMY IPHUMEHEHHIO BMecTe ¢ HH(popMamueii o HEoOXOJUMbIX
MHTEpBajlaX MEXKy KypCaMHu JICUYEHUs], €CIIU IPUMEHHUMO;

B3aUMOJICHCTBHSA, TpeOYIOIHe CHEeNHATbHON KOPPEKIMH JI03bI, CO CCBUIKAMH Ha Jpyrue
npumenuMeble pazaenst OXJII (manpumep, pasnenst 4.4, 4.5, 4.8, 5.1, 5.2);

Ipy HEOOXOAMMOCTH - PEKOMEHJALUU O HEJOMYyCTUMOCTH JOCPOYHOIO IMpEeKpallleHUsl Teparuu
MIPY BO3HUKHOBEHHH HECEPhE3HOW HEXKENaTENbHON peaklny, SIBISIOUIeICs 4acTO!, HO MPEeXOASIIeH UIn
yCTpaHSAEMOM ¢ TOMOIIBIO TTO00PA O3BI.

JIJisi KOHKpPETHOTO Mpemnapara, eciu JaHHas WHGOpMAIUs SIBISCTCS 3HAYMMOM, CIEAyeT yKaszaTh
caenyrouee:

" AKTUBHOCTb JIEKapCTBEHHOTO IpenapaTa [ToproBoe HaMeHOBaHUE JIEKaPCTBEHHOTO IIpernapara)]
BBIPAYKAECTCS B [yKa3aTh HAUMEHOBAHUE| €IMHUIAX. DTH €IUHULBI HE B3aMMO3aMEHSAEMBI C €MHUILIAMH,
UCIOJIb3YEMBIMH Il BBIPAXEHHSI aKTMBHOCTH JIPYTMX IPENapaToB ¢ [HAUMEHOBAHME IECHCTBYIOLIETO
BemiecTnal.".

4.2.2. OcoGble rpynnbl NaLMeHTOB.

HpI/IBO)ISITCSI CBCACHUA O KOPPEKUUKU [OO3bl WM HWHBIC CBCACHHA, KaCarollueCsa pexKnumMa
A03UPOBAHUA Y 0COOBIX T'pynnl MamdeHTOB B CICHHWAJIBHO BBIACIICHHBIX IIOJApasgciiax. VkazaHHBIC
CBCIACHUA paclojiararoTcs 1o CTCICHU BaA’)KHOCTHU, HAIIPUMEP, B OTHOIICHUU:

JUI TIOKWJIOTO Bo3pacTa. YeTKO yKa3bIBaeTCsl HEOOXOAMMOCTh KOPPEKIMH J03bI y JIIOOBIX
MOATPYII JIUI] MOXKKIOT0 BO3pacTa co ccbuikaMu Ha apyrue pasnensl OXJII, coneprkaiue ykazaHHbIe
cBeleHus, Hanpumep, 4.4, 4.5, 4.8 nunu 5.2;

IIAaIfMCHTOB C HO‘IG‘—IHOfI HEAOCTATOYHOCTBIO. PGKOMGHHaHI/II/I 10 }IOSI/IpOBaHI/IIO JOJKHBI KakK
MOXHO 00Jieé TOYHO COOTHOCHTHCS C JUANa30HAMU 3HAYCHHH OMOXMMHUYECKUX MapKEpPOB MOYCUHOM
HEJJOCTATOYHOCTH, HCIOJIb30BAHHBIMA B KJIMHUYECKUX MCCIECIOBAHUAX, M pPe3yJbTaTaMHU 3STUX
HCCIICIOBAHMI;

NAIUEHTOB C II€YEHOYHON HEIOCTAaTOYHOCTbIO B COOTBETCTBUM C JaHHBIMU O IalMEHTaXx,
BKJIIOUEHHBIX B  HCCJIENOBaHUS (Hampumep, "aJKOrojbHBIM 1uppo3") U ONpPEICIICHUSMH,
WCIIOJIb30BaHHBIMU B ATUX MCCIICIOBAHUAX, HapuMep, 6aut (knacc) mo mkane Yanna-I1sio;

ManueHTOB C OMPECACIICHHBIM I'CHOTHUIIOM CO CCBUIKaAMM Ha APYTHUE Pa3acibl OX.HH, CoACpIKame
Ooiee HOI[pOGHBIC CBCJCHUSA, €CIIU IIPUMCHUMO;
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MpoYnx 3HAUYUMBIX 0COOBIX rpynil manueHTOB (HaHpI/IMep, MNanueHTBI C APYT'UM COIIYTCTBYIOIIUM
3a00JIeBaHUEM HIIH IMaIMCHTHBI C M30BITOYHOM MacCOM Teﬂa).

B HekoTOphIX ciyyasx HIpPHUBOIATCS PEKOMEHJALMU IO KOPPEKLUUHU J103bl, HAIpUMeEp, Ha
OCHOBaHMM HAOJIOACHMN 3a KIMHUYECKMMHM CHMIITOMAMM W TpU3HaKaMu M (WIH) J1abopaTOpPHBIX
JAHHBIX, BKJIIOYas KOHIIEHTPAIMIO JIEKapCTBEHHOI'O IpernapaTa B KpPOBH, CO CChUIKAMHM Ha JApyTHe
pazaenst OXJII, ecnu mpuMeHUMO.

4.2.3. OeTn.

B OXIJIII nomkeH OBITH MPEeayCMOTPEH OTAeNbHbIN moapazaen "Jeru". [IpuBogumeie cBeneHus
JOJDKHBI  OXBAaTBIBATh BCE MMOATPYIIBI JETEH, CIEAyeT COOOpa3HO OOCTOSATEIHCTBAM HCIOJIB30BAThH
KOMOWHAIIMIO TOTCHIIMAIBHBIX CUTYAIlMi, OMUCAHHBIX HUKE.

Ecnm mpenapar mokaszaH IeTsM, PEKOMEHIAIMHU 10 PEeKUMY JIO3MPOBAHUS CIEAYyET yKa3aTb IJIs
KKIOW 3HAa4YMMOW TMOArpymnmbl. Bo3pacTHble paMKH JOJKHBI OTPa)KaTh OLEHKY IMOJb3bl U PUCKOB,
MPOBEACHHYIO JIs1 KXKJI0M MOTPYIIIIbI.

Ecnu pexuM 103upoBaHUsS y B3POCIHBIX M JETEd COBIANAET, JAOCTAaTOYHO JTO YKa3arh,
JIOTIOJTHUTENBHO MOBTOPSITH PEXKHUM JTO3UPOBaHUS HE TpedyeTcs.

HeoOxonumo ykazaTh peKOMeHAyeMble J03bl (HalpuMmep, B MI, MI/KT, MF/MZ) JUIs UHTEpBaJa
JI03UPOBAaHUSl B OTHOIIEHUH BO3PACTHBIX IOArPYMI, KOTOPHIM IIOKa3aH Ipenapar. B oTHomeHuu
Pa3NUYHBIX MOATPYNIl MOXKET MOTPeOOBaThCs yKa3zaHHE pa3IM4YHBIX CBEIEHHH O Jno3upoBaHuu. Ilpu
HEO0XOIMMOCTH CIIEAYeT MPUBECTH PEKOMEHJAIIMA OTHOCUTEIBHO HEIOHOUICHHBIX HOBOPOXKICHHBIX C
yKazaHueM 0oJiee MOAXO0IAIIEer0 BO3pacTa, HalpuMep, reCTallMOHHBIA WM TTOCTMEHCTPYalbHBIN.

B 3aBHUCHMOCTH OT TOATPYMITHI, KJIMHAYECKUX TAHHBIX M JOCTYITHBIX JIEKAPCTBEHHBIX (PopM 11032
BBIPAXXACTCSI UCXO/Is1 U3 MACCHI WJIH TUIOIIAIM TIOBEPXHOCTH TeJla, HapuMep, "IeTIM B BO3pacTe OT 2 110
4 ntet o 1 Mr/Kr Macchel Tena 2 pasza B JICHb'.

Ecan MMPpUMCEHUMO, CBCACHHUA O BPEMCHHU IIPpUCMa IIpCriapaTa JOJIKHBI YYUTBIBATL PACIIOPAAOK JHSA
pCGCHKa, Halmpumep, mKoJa Ui COH.

Ecnu mnpenapaT mokazaH JeTsM W HEBO3MOXXHO pa3paboTaTh MOJAXOMANIYIO JETCKYIO
nexapcTBeHHyH0 Gopmy, B pazaen 6.6 OXIJIII co ceputkoii Ha pazaen 4.2 OXJIIT HeoOX0IMMO BKITIOYHTH
MOIpOOHBIE MHCTPYKIIMH TI0 CTIOCO0Y MOJTYYCHHUS IpenapaTa ex tempore.

Jlo3pl M CcrOocO0 TPHUMEHEHUS y Pa3IMYHBbIX IOATPYII JOMYCKAeTCs IMPEACTaBIAThL B (opMme
TaOJINIIBL.

Ecin mnpenapar He ©OKa3aH HEKOTOPbIM WJIM BCEM BO3pacTHBIM TIpynmam JeTei, mpu
HEBO3MOXXHOCTH JaThb PEKOMEHJAIMM IO PEXUMY J03MPOBAHMS, HMEIOIIMECS CBEACHUS CIETyET
0000ILIUTH C UCIOJB30BAaHUEM CIIEAYIOIIUX CTaHAAPTHBIX (OPMYJINPOBOK (OJHOM MM KOMOMHAIMHU U3
HECKOJIbKUX UCXOJSl U3 OOCTOSTEIbCTB):

"[be3omacHocTh 1 3P heKTHBHOCTH | X Y IeTel B BO3PACTE OT X JI0 Y [MECSIIEB, JET| [Mn y JIFOOBIX
JIPYTUX 3HAYUMBIX TOJATPYII, HAIPUMED, MO Macce Tela, MOJOBON 3pEIOCTH, MOTy| Ha JaHHBIH MOMEHT
HE YCTaHOBJICHBI".
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Heo0xoaumo 100aBUTH OJHY U3 CIEAYIOMUX (GOPMYITUPOBOK:
"JlaHHBIE OTCYTCTBYIOT".

"Umeromuecss Ha CErOJMHAIIHUNA JI€Hb JaHHbIE TpuBeAeHbl B pazzaene [4.8; 5.1; 5.2], omHako
HEBO3MO>KHO /1aTh PEKOMEHIAINH 110 PEXUMY JO3UPOBaHUs".

"X He cieyeT NPUMEHATh y JIeTeil B Bo3pacTe OT X JI0 Y [MecsleB, JeT| [N y J00bIX ApYTrux
3HAYMMBbIX HOJTPYII, HallpUMep, MO0 Macce Tenla, MOJOBOHM 3penocTH, MOdy| B CBSI3U C ONACEHUSIMHU
OTHOCHUTEINIBHO [0€30MacHOCTH, 3PPEKTUBHOCTH| [IEPEUUCISAIOTCS OMACeHUs| MOAPOOHO U3II0KEHHBIMU
B pa3Jienax [yKa3bIBalOTCS pasJielibl, CoJepKalie MoIpoOHbIe CBeeH s, HarpumMep, 4.8 nmm 5.1]".

"ITo mokazaHusiM [yKka3aTh mokazaHusi| X y [eTei, neTed B Bo3pacTe OT X J0 Y [MecdleB, JIeT],
WIK Y JH00BIX JAPYTUX 3HAUMMBIX MOATPYII, HApUMEp, MO0 Macce Tela, MOJOBOW 3pesocT, Noy| He
npuMeHsercs'’.

"X MNpOTHBOMOKAa3aH y JETel B BO3pacTe OT X N0 y [MecsIeB, JIET|, WIM Yy JIOOBIX JPYTrux
3HAYUMBIX MOATPYIII, HAPUMEP, IO Macce Teja, MOJIOBOM 3pEIOCTH, MONY|, [Ipy MOKa3aHUH [yKa3aTh
Ha3BaHME MOKa3zaHus| (ccbuika Ha pazaen 4.3)]".

[Tpu Hamuuuum GoJnee MOIXOASAIICH Ui MPUMEHEHUS TO3UPOBKU U (WMJIHM) JIGKAPCTBEHHBIX (hopMm
JUIsL HEKOTOPBIX MJIM BCEX MOATrpPYyNI JAeTed (Hampumep, pacTBOp UIsl pUeMa BHYTpb JUIS AETe), 3TO
nomyckaercss ykazate B OXJIIl Ha mpencraBieHHy:0 (MeHee MOIXOJSNIYI0) TO3UPOBKY U (WIIM)
JIEKapCTBEHHYIO (hopMy.

Hanpumep: "npyrue nexkapctBeHHble (OpMBbI M (WJIM) JO3UPOBKH MOTYT JydIlle YIOBJIETBOPATH
NoTpeOHOCTH TaHHOM rpymnb'".

4.2.4. Cnoco6 npumeHeHus.

[Ton otmensHbIM moa3arosioBkoM  ("Mepsl  TIPEIOCTOPONKHOCTH, TPHHUMAEMBbIE TEpes
MPUMEHEHHUEM TMperapaTa Wik hpu padore ¢ HEUM'") CO CChUIKOM Ha pasumen 6.6 (wm 12) OXIJIII
YKa3bIBAIOTCS BCE 0COOBIE MEPHI MPEJOCTOPOKHOCTH MPHU paboTe ¢ MpernapaToM WIH €ro MPUMEHEHU!
(Hampumep, Al MIUTOTOKCHYECKUX MPEnapaToB) MEIUIIMHCKUMHU paOOTHUKAMU (BKITIOYast OepeMEHHBIX
MEIUIIMHCKUX PAOOTHHUKOB), TAITUCHTOM U YXQKUBAIOIIUMU JIHIIAMH.

Vka3biBaeTcs IMyTh BBEACHHMS, U TMPUBOIATCS HCUYEPIBIBAIOIINE HHCTPYKIMH IO MPaBUILHOMY
BBEJCHUIO U MPUMEHEHHIO. MHCTPYKIIMK MO TPUTOTOBJICHUIO WJIM BOCCTAHOBJICHHUIO CIIEIYyET MPUBECTH
B pazzaene 6.6 unu B pasupene 12 OXJII (mpu HEoOXOAMMOCTH) U JaTh CCHUIKY Ha JaHHBIA pa3les
OXJIIL.

[Ipy HaMMUUU TMOATBEPNKAAMOIIUX TAHHBIX HEOOXOIUMO MAaKCHMaJbHO TOHSATHO MPEACTABUTH
CBeZIcHHS 00 aTbTePHATUBHBIX CIIOCO0AX, YIYUIIAOMIUX TPUMEHEHUE WIH TPHEMIIEMOCTh IIPUMEHEHUS
JIEKapCTBEHHOTO Tpemnapara (HalpuMep, BO3MOKHOCTh pa3iaMbIBaHUsI TaOJETKH, pa3pe3aHusi TaOIeTKU
WU TPAHCAEPMAIBHOTO IIJIACTHIPS, pa3MeNbueHUs TaOJETKU, BCKPBITUS KallCyJ, CMEIIUBAHUS WX
COJIEP’)KUMOTO C MUIIEH, pacTBOPEHHUSI B HANHMTKaX C YKa3aHUEM Ha BO3MOXXHOCTh MPUMEHEHHUS YacTH
7103bl1), 0COOEHHO MPH BBEACHUU MOCPEACTBOM 30HAOB I HCKYCCTBEHHOTO BCKApMJIMBAHUSI.

HGO6XOI[I/IMO OOBSICHUTH BCE CIICHUAJIBHBIC PCKOMCHAAIIMNU IO NPUMCHCHMUIO, 06YCJ'IOBJ'I€‘HHBIG
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JeKapcTBeHHOH (HOpMOii, HarpuMep:
"B CBSI3U C HEMPUSATHBIM BKYCOM JK€BaTh TaOJIETKH, MOKPHITbIE 000JI0UKOii, HE crenyet";

"He cleAyeT pa3iaMbIBaTh TAOJETKH, MOKPHITHIE KUIIEYHO-PACTBOPUMOM OOOJIOUKOH, MTOCKOIBKY
oHa npensTcTByeT [pH-3aBucuMoMy pacrnafy, pa3ipakeHHI0 KUIIeYHUKa]";

"He cieayeT pas3iaMblBaTh TaONETKy, TMOKPBITYI0 O0OO0JIOUKOW, TMOCKOJBKY 000JI0uKa
IpeJHa3HaueHa i o0ecreyeHns IPOJIOHTMPOBAHHOTO BEICBOOOXKAEHUS (CM. pa3zaen 5.2)".

HCO6XO,Z[I/IMO MNPpEACTaBUTb CBCACHUSA O CKOPOCTHU BBCACHUS ITAPCHTCPAJIbHBIX MTPETIapaTOB.

[lenecooOpa3HO TPUBECTH CBEACHHUS O MAKCUMalbHOW KOHILIEHTPALMM MapeHTepalbHBIX
MpermapaToB, KOTOPYIO MOXHO 0€30macHO BBOJUTH JETAM (€cld TIPUMEHHUMO), OCOOCHHO
HOBOPOXACHHBIM, Y KOTOPBLIX AOCTATOYHO 4YaCTO HMCIOTCA OrpaHUYCHUA Ha BBCACHUC KHUAKOCTU
(manpumep, "He 6omee ueM X mr/Y mi pactBopa').

4.3. NpoTnBonokasaHus

B nannom pasgene OXJIIl ykasbiBaroTcs OOCTOSATENbCTBA, NPU KOTOPBIX JIEKAPCTBEHHBIN
IpernapaT He JO0JDKEH MPUMEHSThCS M3 COOOpa)keHHil 0e30IacHOCTH, TO €CTh MpoTuBomokazaHus. K
TaKUM OOCTOSITENLCTBAM OTHOCSATCS OMPCACIICHHBIC KIMHUYCCKUC COCTOAHUA, COIYTCTBYIOIIHUC
3abosneBaHus, aemorpagudeckue GakTopbl (Hampumep, MOJ, BO3PACT) WIM MPEApacloyioKEHHOCTh
(HampumMep, MeTaOOIMYECKHE U HMMMYHOJOTMYeCKHe (AKTOPbI, ONpPEAENCHHbI TIe€HOTUN H
JICKapCTBEHHbIC PEaKIMM Ha Ipernapar WM KJIacC NpenapaToB B aHaMHe3e). DOTH OOCTOATENbCTBA
HE00XO0IMMO yKa3aTh HEABYCMBICICHHO, UCUEPIIBIBAIOIIE H YETKO.

HeoOxomumo wcxons w3 (aKTUYSCKUX JAHHBIX WJIH CTPOTHUX TEOPETUICCKUX IMPEATIOCHUTOK
MEePEYNCIIUTG JPyTUe TpernapaThl WIM KJIAcChl TPENapaToB, KOTOpPbIE HE CIEAYeT TNPUMEHSTH
OJIHOBPEMEHHO WJIY MOciea0BaresbHo. Eciiu mpuMeHuMo, pUBOJUTCS cChlIKa Ha pasnaen 4.5 OXJIIIL.

[Tomynsimuy MAUMEHTOB, HE W3YYEHHBIE B paMKaxX MPOrpaMMbl KIMHUYECKHX HCCIEIOBAHUM,
cienyer onucbiBath B paznene 4.4 OXJII, a He B JaHHOM pasjelie, 3a UCKIIOUYEHHEM CIy4aeB
HEOJIarONMPHUATHOTO MPOTHO3a B OTHOIICHUH O€30MacHOCTH (HAIpUMep, IPUMEHEHHUE BEIIECTB C Y3KUM
TEepaneBTUUECKUM JIMAa30HOM, BHIBOJUMBIX MOYKAMH, Y MAIMEHTOB C MMOYEYHON HEIOCTATOYHOCTHIO).
OnHako, ecii Kakue-Tu00 MOMYJIAINH MAllMeHTOB MCKIIOYAINCh U3 WCCIICAOBAHUS U3 COOOpaKeHHI
0€30IacHOCTH, X CJICIyeT MEPEUUCINTh B JAHHOM pasfene. Eciiu npuMeHrMOo, MPUBOIUTCS CChIIIKA HA
pazaen 4.4 OXJIII.

bepemMeHHOCTh M Ipy/lHOE BCKapMIIMBAHHE YKa3bIBAIOTCS B JAHHOM pasjesie, TOJIbKO €CIM OHHU
SBJIAIOTCS MPOTUBOIIOKa3aHUAMU. [Ipu 3TOM HeoOxoaumo ykas3aTh ccbUIKy Ha pasnen 4.6 OXJIIL, B
KOTOPOM CJIEAYET MPEeACTaBUTh OoJiee MoIpOOHbIE CBECHUSI.

CBeneHuss O THUNEPUYYBCTBUTEIBHOCTH K JCHCTBYIOIIEMY BeUIECTBY (IpyHIe CXOXHX I10
XMMHUYECKOMY CTPOCHMIO BEIECTB, €CIM NPUMEHUMO) U J00OMY BCIOMOraTelIbHOMY BEIECTBY,
NIPOM3BOJICTBEHHON MpHUMECH, a TakXke O MPOTUBONOKA3aHUHM, OOYCJIOBICHHOM Halu4ueM
OTIpEJICIEHHBIX BCIIOMOTATENIbHBIX BEIIECTB, HEOOXOJMMO BKIIOYMTH B JaHHBIA paszgen OXJII (B
COOTBETCTBUM ¢ npuiiokeHneM N 1 k HacTosiiuM TpeboBaHUsIM).

I[J'If[ PACTUTCIIBHBIX  JICKAPCTBCHHLIX IMPCIapaToB IMNPOTUBOIMOKA3AaHUCM  TAKKC  ABJIACTCA
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TUIEePYYBCTBUTEIBHOCTD K APYTUM PACTEHUSAM TOTO K€ CEMENCTBA U APYTUM YacTSIM TOTO K€ PACTeHUs
(ecnu MPUMEHUMO).

HenocratouyHOCTh JaHHBIX cama MO cebe He JIOJKHA SIBISATHCS NMPOTHBONOKa3aHueM. Ecnu u3
cooOpaxeHHi! 0e30macHOCTH Mpenapar JOHKEH ObITh IPOTHUBONOKA3aH y OCO00M MOIMYJIALNH,
HarpuMmep, y AeTei Wi MOATPYMIBI JETEH, 3TO HE0OX0AMMO OTpa3uTh B JaHHOM pazjaene OXJIII u gath
ccpuiky Ha pasaen OXJIII, B koTopom mpuBOIsATCS MOApoOHbIe cBeaeHus 00 3ToMm. [IpoTnBonoka3zanue
y JleTell crneayeT yKa3bplBaTh 0€3 M013aroyioBKa.

4.4. Ocobble yKka3aHus U Mepbl NPeA0CTOPOXHOCTU NPU NPUMEHEHUn

[Tpu BBIOOpE MOpPsIKA U3IIOKEHUST OCOOBIX YKa3aHUN M MEp MPEIOCTOPOKHOCTH CIEAYET MPEXK/IC
BCEr0 UCXOJUTh U3 BAXKHOCTH NMPUBOJIUMBIX CBEJCHHUH 0 0€3011aCHOCTH.

Konkpernoe conepxkanue nanHoro pazgena OXIJIII Oynmer oTiuyatbesi B 3aBHCHMOCTH OT
mpemapata ¥ OT mokazaHus. OpHako mpeamoiaraercs, 4tro B 3TOT pazgen OXJIII gomkHbI OBITH
BKJIFOUYEHBI CBEJICHMSI, 3HAUMMBbIE JIJIsl KOHKPETHOTO IIpenapara.

Ceenenus 00 OTAETFHOM PUCKE CIIEAyeT BKIIOYATh B AaHHBIA pazaen OXJII numb Tom cioydae,
€CJIM pUCK TpeOyeT COOI0CHUSI Mep MPEAOCTOPOKHOCTH MPHU MPUMEHEHUHU, WK MPU HEOOXOAUMOCTH
NPENyNpeKACHUS MEIULIUHCKOro paboTHUKAa 00 3TOM pucke. ['pynmbl HAlMEHTOB, y KOTOPBIX
IIPUMEHEHHE JIEKAPCTBEHHOTO TIperapara MpOTHBOIIOKA3aHO, CIENYET NEPEYUCIUTh TOJIBKO B pas3felie
4.3 OXJIII, He nyGnupys B JaHHOM pazjielie.

Heo6xonumo yka3zaTh cienyromniee:

YCIIOBUS, MPU KOTOPBIX NMPUMEHEHHE JEKApCTBEHHOTO IMpenapara MOKET ObITh NMPUEMIIEMBIM, B
YaCTHOCTH, CJIEAyeT ONMUCaTh ClelHaIbHble MEPhl IO MUHUMU3ALMN PUCKOB, HEOOXOMMBIE KaK 4acTh
IUIaHA YIpaBJIEHUs pUCKaMHU B ILelsAx obecredyeHus Oe3omacHOro M 3(pQeKTHBHOro NpUMEHEHUs
(nammpumep, "llepen HayagOM TepanuM U Jajiee €KEMECSIYHO HEOOXOAMMO KOHTPOIMPOBATH (YHKIIHIO
nedenu", "[lalueHToB cieayeT MPOUHCTPYKTHPOBATh O HEOOXOIUMOCTH HEMEIJIEHHOIO COOOIICHHUS O
JIO0BIX CHUMITOMAx JeNpeccud U (WiIM) CyMUUAANBHBIX MbICiAX", "JKeHImMHBI ¢ JeTOpOIHBIM
MTOTEHIIMATIOM JIOJDKHBI MCTIOJIb30BaTh KOHTPALCTIIIUIO" | T.I1.);

0COOBbIC TPYIIBI IMAIMEHTOB, TOJBEPKCHHBIE TOBBIINIEHHOMY PHUCKY WIW  SIBJSIONIAECS
€IMHCTBEHHBIMH TPYIIIIaMU, MOABEP>KEHHBIMUA PUCKY Pa3BUTHS HEXENATENbHBIX Peakluil Ha mpemnapar
WM KJIacC TpenapaToB (Kak MpaBUjIo, CEPbEe3HbIE WIH YacThIE), HAIPUMED, MOKHUIIbIE, TETH, MallUEeHTHI C
MOYEUYHOM WM TEYEHOUYHON HEJOCTATOYHOCTHIO (BKIIIOYAsl CTENEHb HEJOCTAaTOYHOCTH, HAmpUMep,
JIETKYI0, CPEIHIOI U TSKEIYI0), MAlMEeHTHI, MOJABEpPraeMble aHECTE3WH, U MALUEHTHI C CEepACUYHOU
HEJIOCTATOYHOCTBIO (BKIIKOYas B JAHHOM CJyYae KIACCU()MKAIMIO, HATPUMEP, IO KIACCH(pUKAIUM
Hero-HMopkckoit akanemun mo wm3ydenuio 3aboneBanuii cepamna (NYHA)). I[lpuBoautcs cceuika Ha
paznen 4.8 OXJIII ¢ nenwio quddepennmanyin 3GpEHEeKToB ¢ MO3UITUN YaCTOThI M TSHDKECTH ONPEACIICHHON
HeXKeNaTeNIbHON peakinu;

Cepbe3Hble HEXeNaTeNbHbIe peaklMHd, O KOTOPBIX HEOOXOJUMO OMOBECTUTh MEIUIIMHCKUX
pabOTHHKOB, CUTyallMHd, NPU KOTOPBHIX OHM MOTYT BO3HUKaTh, M TpeOyeMble Mephl, Hampumep,
HEOTJIOXKHAsI peaHUMaLus;

IpU HAJIMYUM KOHKPETHBIX PUCKOB B Hauaje (Hampumep, 3pQexTsl mepBoil A03bl) WIM MpU
MpeKpanieHuu (Hanpumep, "puKomer”, peakiuu CUHApoMa "OTMEHBI") MPUMEHEHHS JICKaPCTBEHHOTO
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npernapara UX HEOOXOJMMO NPHUBECTH B JaHHOM pasJielie BMECT€ ¢ HEOOXOJUMBIMH MEpaMu IS UX
MIpEeyIPEXKACHUS;

MCpPBbI, KOTOPBIC MOXHO IMPUHATH IOJId BBIABJICHHUA MTAOUCHTOB, IIOABCPIKCHHBIX PUCKY, U
NpeaAOTBPAIICHHA WM PAHHCTO BBIABJICHUA Hadajla WA YCYFY6HGHH$I OITaCHBIX cocTosHuii. Ecmm
Tpe6yeTc;[ OIMMOBCIICHHUE O CHMITOMAaxX MW TIIPHU3HAKaAX, ABJIOINUXCA MNTPCABCCTHUKAMU CepBGSHOﬁ
HEXKellaTeJIbHOM p€aKknuun, ux H606XOI[I/IMO OIINCAaTh,

B cllydae HEOOXOJAMMOCTH TMPOBEACHHUS KaKOro-ITubo crnenuuyeckoro KIMHUYECKOTO WU
1ab0pPaTOPHOrO0 MOHUTOPUHTA PEKOMEHIAIMN OTHOCUTEIBHO TAKOTO0 MOHUTOPHHTA JOJIKHBI COAEPKATh
IIPUYMHY, BPEMS U CIOCOO €ro OCYIIECTBJIEHUS B paMKax KJIMHUYECKOM NpakTuku. Eciou mpu takux
OOCTOSITENILCTBAX WJIM COCTOSHUSIX TpeOyeTcs CHMIKEHUE J103bl WJIM HHOW pEXUM JI03UPOBAHUSA,
CBeJIeHUs 00 3TOM ciienyeT BKIIOUHTh B pazaen 4.2 OXJIII u ykazath CChIIIKY Ha JTaHHBINA pa3fien;

HCOGXOI[I/IMBIG YKa3aHusa B OTHOIIICHUH BCIIOMOT'aTCJIbHBIX  BCIICCTB Hn  OCTAaTOYHBLIX
MMPOU3BOACTBCHHBIX HpHMeCCﬁ;

CBEJICHUA O COACPKAHMM DOTAaHOJIA B JICKAPCTBEHHBIX IIpenaparax, COACpPKallUuX aJIKoroJib,
IIPUBOJIATCS B COOTBETCTBUM ¢ IpuiioskeHneM N 1 k HacTosmum TpedoBanusM;

yKazaHus o TpaHcMuccuBHbIX areHtax B OXJIII u JIB nekapcTBEHHBIX MpenapaToB, MOJTYy4YEHHBIX
13 IUIa3MBl;

CYOBEKTHI M MAIMEHTHI C ONPEACICHHBIM I'€HOTUIIOM WK ()EHOTUIIOM MOTYT JIMOO HE OTBEYATh Ha
neueHre, Ju00 OBITh TOJBEPKEHBI PHUCKY YPEe3MEpPHOro ¢apMakoauHaMHUecKoro s¢¢eKrra Win
HEXENaTeIbHONH peakIMh, YTO MOXKET OBbITh OOYCIOBIEHO aiensIiMi HEe(PYHKIHOHUPYIOUINX
(bepMeHTOB, AJIbTCPHATUBHBIMUA MeTaGOHI/I‘-IeCKI/IMI/I nyTaMu (OHOCpeI[yCMBIMI/I OIpPCACIICHHBIMHA
QUISISIMK) WK TeUITUTOM TpaHcTopTepoB. [1o100HBIE cUTyallH, €ClTM 0 HUX U3BECTHO, HEOOXOIMMO
YCTKO OITNCATh,

YKa3bIBalOTCA BCE PHUCKH, OOYCJIOBJIEHHbIE HENPABWIBHBIM IyTeM BBEACHUS (HAIpUMEpP, PHUCK
HEKpo3a TMPH BHECOCYIUCTOM BBEICHMM BHYTPUBEHHOTO TIpemapaTa WIH HEBPOJOTHYECKHX
MOCJEICTBUI MpU BHYTPUBEHHOM BBEACHUM BMECTO BHYTPHUMBILIEYHOTO), ¢ PEKOMEHIALUSMU 10
BO3MO>KHOCTH UX YCTPaHECHHUS.

B uckimouuTenpHBIX ciydasx 0co00 BaKHbIE CBEACHUS MO OE30MACHOCTH JOMYCKAETCs BBIACINUTH
MOJTY>KUPHBIM HIPU(TOM, 3aKITIOUUB UX B PAMKY.

Bce HexenarenbHple peakiuy, yKa3aHHbIC B JJAHHOM pa3zelie Wik 00yCIOBJICHHBIE COCTOSHUSMH,
MPeyCMOTPEHHBIMU IaHHBIM Pa3/IeNioM, CIeAyeT TaKkKe BKIIOUNTh B pazaen 4.8 OXJIIL.

Ecnu nmpuMeHHMoO, yKa3bIBaeTCsl BOZMOXKHOCTh MCKa)KEHHUSI Pe3yJIbTaTOB JIAOOPATOPHBIX TECTOB,
Hampumep, Npu npoBeneHun npodsl KymbOca Ha ¢one nmpumeneHust Oera-iaktamoB. VX HeoOXoauMo
YEeTKO ONKCaTh, UCIOJIB3YS M03ar0JI0BOK, HarpumMep, "VckakeHue cepolornyeckux TecToB".

Onucanne o0coObIX YKa3aHUM W Mep NPEJOCTOPOKHOCTH B OTHOLICHHMH OEpEeMEHHOCTH U
KOPMJIEHUS IPYJIbIO, BIMSHUSA HAa CIIOCOOHOCTb YHPABJIATh TPAHCHOPTHBIMM CPEICTBAMM U paboTaTh C
MEXaHU3MaMH U IIPOYMX aCIEKTOB B3aUMOACHCTBUM, B LIEJIOM, CIEAYET IPUBOAUTH B paznenax 4.5 - 4.7
OXJIIT cootBercTBeHHO. B ciywasx 0co0o0i KIMHHUYECKOW 3HAYMMOCTH OIpPENEICHHBIE MEpBI
IPEAOCTOPOKHOCTH IIeJIecO00pa3Hee ONUcaTh B JaHHOM pasjielie, HallpuMep, Mepbl KOHTPALCTILUH HIIH
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MIPH HEXENaTeIbHOCTH COMYTCTBYIOIIETO MPUMEHEHUs APYroro mpenapara ¢ MpuBeJeHUEM CCHUIKH Ha
paznenst 4.5, 4.6 unu 4.7 OXJIIL.

4.4.1. DeTtwm.

Ecnu nexkapcTBeHHBIM mpemapaT IMOKa3aH OJHOM WM Oojiee BO3pAaCTHBIM TIpynmaMm JeTedl u
UMEIOTCSI  0COObIE YKa3aHUS M Mepbl IPEIOCTOPOKHOCTU 10 €ro IMPUMEHEHHIO, SBISIOIINECs
crieun(pUIHBIMU JUIA JeTel WM KaKoH-TM00 BO3pAaCTHOM rpymnmbl AeTel, UX HE0OXOIUMO MPUBECTH MO
JaHHBIM moj3arojioBkoM. Crexyer onmcaTh BCe HEOOXOIMMBbIE OCOOble YKa3aHHUS U Mepbl
IPEAOCTOPOKHOCTH  OTHOCUTENIBHO  JIOJTOCPOYHOM  Oe3omacHocTH — (Hampumep, Ui pocTa,
HEBPOJIOTUYECKOT0, TOBEIEHYECKOT0 Pa3BUTHS U MOJOBOTO CO3PEBAHMS) U CHEIHMATIbHBII MOHUTOPUHT
(manpumep, pocta) aereit. [Ipum oTCyTCTBUM HEOOXOIUMBIX JTOJITOCPOYHBIX JAHHBIX MO O€30MacHOCTH
9TO yKa3bIBaeTCsA B JaHHOM pazzene. [Ipy Halmuuy NoTeHMAIBHOTO CYIECTBEHHOTO MU JJIUTEIBHOTO
BIMSIHHUS Ha IIOBCEJHEBHYIO AaKTHUBHOCTBbIO J€Tel (HampuMep, CHOCOOHOCTh K OOYYEHHUIO WU
(U3NYECKy0 aKTUBHOCTB), WJIM MPU BIUSHUM Ha amleTHUT WM COH NPHUBOJATCS COOTBETCTBYIOIIHUE
yKa3aHusl.

[TepeuncnsiroTcss Mepsl, crieupUIHbIE U JETeH, KOTOPHIM TOKa3aH Iperapar (Hampumep, Kak
4acTh IJIaHa YIPaBJIEHUS PUCKAMH).

4.5. BzaumogencTBue C ApyrmMu rneKkapcTBeHHbIMU NpenapaTtamMmu
W gapyrve Buabl B3aMumoaencTeus

B JaHHOM pasgeciic HGO6XOIH/IMO NpEaACTaBUTH CBCACHUA O MOTCHUHNAJIBHO KIMHUYCCKN 3HAYUMBIX
BSaHMOHeﬁCTBHHX, OCHOBAHHBIX Ha @apMaKOHHHaMI/I‘—IeCKI/IX CBOMCTBaxX n pe3ylibTaTax
(apMaKOKMHETUYECKMX HMCCIEAOBAHMH in Vivo JEKapCTBEHHOTO Mpemnapara ¢ OTACIbHBIM yKa3aHHEM
B3aUMOJCUCTBHH, KOTOpBIE TPHBOAAT K HW3MEHEHUIO PEKOMEHIAIMH MO MPUMEHEHHIO JaHHOTO
JIEKapCTBEHHOTO npenapara. K HUM OTHOCSTCS pe3yibTaThl B3aMMOJCHCTBHUS in Vivo, HEOOXOAUMBIE /TS
sKcTpanosiuu >Pdexra Ha MapkepHoe ("KOHTpOIbHOE") BEIIECTBO Ha Jpyrue JIEKapCTBEHHBIE
npernaparsl, 00JIaJaroNe OANHAKOBBIM C MapKepoM (hapMaKOKHHETHYECKIM CBOMCTBOM.

CHauaia CIIEaycCT OIIMCaTh BSaHMO}IeﬁCTBHH, BIHAOIINUEC Ha TOPUMCHCHUC  OaHHOI'O
JICKApCTBECHHOI'O IIpfriapara, 3aT€M yKasaTb B3aHMO,I[eI>'ICTBPI$I, IMPUBOAAINNE K KIIMHUYCCKH 3HAYUMMbIM
HU3MCHCHUAM NMMPUMCECHCHUS APYT'UX JICKAPCTBCHHBIX MPCIIapaToB.

B manHOM pasznene HeoOX0IUMO OMUcaTh B3aUMOICHCTBUS, yKa3aHHbIE B Ipyrux pasaenax OXJIIT
U B KOTOPBIX COJIEPKATCS CChUIKH HA JTAHHBIN pa3jell.

Cuauaia MNPUBOIAATCA CBCACHUSA O HNPOTHUBOIIOKA3aHHBIX KOM6I/IHaIII/I$IX, 3aT€M O KOM6I/IHaIII/I$IX,
OAHOBPEMCHHOC ITPUMCHCHNE KOTOPBIX HE pCKOMEHAYCTCA, 3aTEM - BCC OCTAJIBHBIC.

ITo KaXXaA0MYy KIHMHHUYCCKHM 3HAYUMOMY BSaHMOHeﬁCTBHIO CICAyeT MPEACTAaBUTH CICAYIOIIUC
CBCACHMUA:

PexomeHanmu, KOTOpble MOTYT 3aKJIFOUAThCS B:
IIPOTUBONOKA3aHUH OJHOBPEMEHHOIO IPUMEHEHNS (COo cchlIkoil Ha pazzaen 4.3 OXJII);

HE)KeJIaTeJIbHOCTH OJJHOBPEMEHHOI'0 pUMEHEHNs (co cchlkoil Ha pazzaen 4.4 OXJII);
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IpUMEHEHHE Mep NPEJOCTOPOKHOCTH, BKIIKOUAs KOPPEKIHIO 103bI (CO CCHUIKOM Ha pas3zaen 4.2 uiu
4.4 OXJIII ucxonst U3 OOCTOATENBCTB) C MEPEUHUCICHUEM KOHKPETHBIX OOCTOSTENBCTB, TPEOYIOMIHX
TaKOW KOPPEKLUU;

JTr00bIe KIMHUYECKHE TPOSBICHUS W BIMSHUE HA IJIA3MEHHYIO KOHIEHTPAIMIO M IUIOMIAh IOJ
¢dapmakokuHeTHueckoil kpuBoil "koHueHTpauus-Bpems" (AUC) UCXOAHBIX COECIUHEHMM M aKTHUBHBIX
MeTa00JIUTOB U (WIH) Ja00paTOPHBIE TapaMETPHhI;

MEXaHU3M B3aUMOJICHCTBHS, €CIIM W3BeCTeH. Hampumep, B3auMoJeicTBHE BCIEICTBHE
WHTHOWPOBAHUS WM UHAYKIMH IUTOXpoMma P450 cremyer mpeacTaBuTh B JaHHOM pasJielie CO CChUIKON
Ha pazgen 5.2 OXJIIl, B koTopoMm cieayeT OOOOMIMTH in Vitro pe3yiabTaThl WHTHOUPYIOMIETO WA
MHIYIHUPYIOIIETo MOTCHIINAIA.

HeoOxonumo onucath B3aMMOJEWCTBUS, HE HU3YyYEHHBIE In Vivo, HO MpPOTHO3HpyeMble Ha
OCHOBAHUU HCCIIEZIOBAHUI in VItro WM Ha OCHOBAaHMHU JIPYI'MX CUTyallMi M HCCIEIOBaHUMN, €ClIU OHU
NPUBOAAT K U3MEHEHUIO IIPUMEHEHUS JIEKApCTBEHHOIO TpenapaTa, Co CCbUIKOM Ha pasnen 4.2 nim 4.4
OXJIII.

B mannHoM pasnene HEOOXOIUMO YyKa3aTh HMPOJOJKHTEIBHOCTh B3aWMOJICHCTBHS MOCIE OTMEHBI
JIEKapCTBEHHOI'O Mpernapara ¢ KIMHUYECKU 3HAYMMbIM B3aUMOJIEHCTBUEM (HallpUMep, MHTMOUTOpA WM
uHaykropa ¢epmentoB). Kak cienctBue, MOXeT MOTpeOOBAThCA KOPPEKLHS PEKUMa J103UPOBAHMUS.
Crnenyer Takxke YyKa3aTb Ha HEOOXOAMMOCTb OTMBIBOYHOI'O ME€PHOAA IPH IOCIEJOBATEIBHOM
IIPUMEHEHNH JIEKapCTBEHHOTO Mpernapara.

Heo0xonumo Takke MpeCcTaBUTh CBEACHUS O MPOYUX 3HAYUMBIX B3aUMOCHCTBUSIX, HAIIpUMED, C
pacTUTENLHBIMU JICKAPCTBEHHBIMH IIperapaTaMu, MHIIEH, alKoTroJieM, KypeHUueM U (papMaKoJIOTHUECKU
AaKTUBHBIMM BEIIECTBAMU, HE HCIHOJb3YyEMBIMM B MEAMLIMHCKHX LensXx. HeoOxomumo omucaTh
¢dapmakonuHamMudecke 3(PQeKThl, KOTOphle MOTYT TPUBECTH K KIMHUYECKH 3HAYUMOMY
MOTEHIMPOBAHUIO WK HEOIAroNPUATHOMY aJINTUBHOMY 3D (DEKTy.

PesynbTarhl, momydeHHBIE in VIVO, CBHJIETENbCTBYIOIIUE 00 OTCYTCTBUM B3aWMOJEUCTBUSA,
ClieyeT TPHUBOIUTH TOJBKO TMPH UX 3HAYUMOCTH JUISI METUIIMHCKOTO pabOTHHKA, HAa3HAYAIOIIETO
JIEKapCTBEHHBIN TIpernapar (HampuMmep, B KIMHUYECKOW 00JacTH, B KOTOpOH paHee OOHapyKUBAIHCH
MOTEHIIMAIBHO OTMACHBIE B3aUMO/ICHCTBHSI, HAIPUMED, B CIIy4Yae C aHTUPETPOBUPYCHBIMU MIpeNapaTam).

Ecmmu HCCICIJ0BaHUA B331/IMO}161710TBH$I HE NIPOBOJUINCH, HA 3TO HGO6XO}II/IMO YCTKO yKa3aThb.

4.5.1. JononHuTenbHble cBeAeHUA 06 0CoObLIX rpynnax.

Ecnu BBISBIIEHBI TPYMIIBI NAllMEHTOB, HA KOTOPHIX BIMSHUE B3aMMOJACHCTBHs 0ojee BBIPaKEHO,
WIA OXXHUJAeTCs OOJbIasi CTENEHb B3aUMOACWCTBUS, HAPUMEp, MAlUEHTH CO CHWKEHHON (yHKUIUEH
MoYeK (eciau OJHUM U3 MyTeH 3KCKpELMU SBIISAETCS MMOYEUHBIN), NE€TH, NOXKUIbIE U T.J., 3TH CBEIECHUS
ClIelyeT IPEICTaBUTh B JAHHOM IOApAa3eIIe.

HeoOxonumo omucare  B3aUMOJEHMCTBUS € JIPYI'MMH  JICKQpCTBEHHBIMM  IIpenapaTami,
00yCJIOBJIEHHbIE MOIUMOP(U3MOM META0OIU3UPYIOIUX (EPMEHTOB MJIHM OIpPENENeHHBIX T'€HOTHUIIOB,
€CJIM TAaKOBBbIE HMEIOTCH.

4.5.1.1. Oetn.
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HpI/I HaJIMYUU IIO0KAa3aHUA K HNPHUMCHCHUIO I OHpGI[CJ'ICHHOﬁ B03paCTHOI>’I IpYyHIIbI Jerei B
JAaHHOM pa3aciic CJICAYCT IIPEACTABUTL CBCACHUA, CHGI_II/I(I)I/IHHBIG HJIs1 HEC.

PesynpTupyromass SKCHO3MLUS W KIMHUYECKHE  IOCIEACTBUS  (hapMaKOKMHETUYECKOTO
B3aUMOJCUCTBUS y B3pOCIBIX M JI€TEH, a TaKXke y JeTed pPa3jIu4HbIX BO3PACTHBIX IPyII MOTYT
pasnuuatbcs. Benencreue dero:

HEOOXOAMMO OmHCaTh BCE YCTAHOBJICHHBIC PEKOMEHJAIMHM M0 JICYCHHUIO, CBA3aHHBIC C
OJJTHOBPEMEHHBIM NPHMEHEHUEM B MOATPYMIAX JAeTel (Hampumep, KOPPEeKLus 103bl, JOMOTHUTEIbHBIN
MOHUTOPUHI MapKepa KIMHUYECKHX 3((EKTOB M (MIM) HEKEeNaTeNbHBIX PpEeakIi, MOHUTOPHUHT
KOHLIEHTpAaLlUU Iperapara);

€CJIM UCCIIEIOBaHUs B3aUMOJIEHCTBUS MIPOBEIEHBI y B3pPOCIbIX, HEOOXOIMMO BKJIIOUHUTH YKa3aHUE
"HccnenoBanus B3auMOIEMCTBUS IPOBEIECHBI TOJBKO Y B3POCIHBIX

HCO6XOI[I/IMO YKa3aTb, YTO CTCIICHb BSaHMOﬂeﬁCTBHH y ,[[CTCI;'I aHaJoOrnyHa TaKOBOM Y B3pPOCIIbIX,
€CJIK 3TO UMECCT MECTO,

€CJIM TTOI00HBIE TaHHBIE OTCYTCTBYIOT, HA 3TO TaKXKeE CIEAYET YKa3aTh.
Te >xe mpaBmiia IPUMEHSIOTCS K (papMaKoMHAMUYECKUM JICKAPCTBEHHBIM B3aUMO/ICHCTBUSIM.

Ecnu B3amMopelicTBHEe C TmuWIIed BiedeT 3a CO0OM pEKOMEHJAIMH IO OJHOBPEMEHHOMY
MIPUMEHCHUIO C HHH.IGf/i HJIN OMMPEACTICHHBIMUA IMPOAYKTaMU MMATAaHUA, HGO6XOHI/IMO YKa3aTb, IPUMCHUMO
JU 3TO K JeTsM (O0COOEHHO HOBOPOXKICHHBIM M MIIAJIEHLIaM), paluoH KOTopbiXx oTimyaercs (100
MIPOLIEHTHAs! MOJIOYHAs IUeTa Yy HOBOPOXKAECHHBIX).

Paznen 4.5 cnenyer mpenctaBUTh B HauOojiee MPOCTOM BHJE C yKa3aHHUEM B3aMMOJICHCTBHIA,
BJIEKYILMX IIPAKTUYECKHE PEKOMEHJIALUU 10 IPUMEHEHHUIO JIEKapCTBEHHOr o Ipenapara. [Ipu Hanuuumn
00JIBILIOT0 KOJIMYECTBA PA3JIMYHBIX B3aWMOJEUCTBUMN, KaK, HallpUMEp, B CIy4yae C MPOTHUBOBUPYCHBIMU
npernapaTamu, JOIyCKaeTcsl UCIOIb30BaTh TAOMMYHBINA (hOopMaT Mpe/ICTaBICHHUS.

4.6. PepTUNbLHOCTb, 6ePEeMEHHOCTb U NaKTauusa

4.6.1. O6WMe NpMHUMNbI.

3asBUTENh PETUCTPAIMU U JepXKaTeldb PETUCTPAIMOHHOTO YIOCTOBEPEHHUS OJDKHBI IO
BO3MOJKHOCTH TIPEICTAaBUTH OCHOBAHUS JUIsl PEKOMEH/IAIMI TI0 MPUMEHEHHIO TIpenapara y 0epeMeHHBIX,
JKEHIITUH B TIEPUOJ] TPYTHOTO BCKApPMIIMBAHHS Y JKCHIIUH C JIETOPOIHBIM IMOTEHIIMAIOM. DTH CBEICHHS
He0OXOIUMBI MEUIIMHCKUM paOOTHUKAM IS JOBEIEHUS X 10 MAIMEHTOB.

HpOBO)Iﬂ COBOKYIIHYIO OILICHKY, HCOGXOIII/IMO HCIIOJIb30BATh BCC NOCTYIHBIC JAHHBIC, BKJIHOYAd
PE3YIbTATHI KIIMHUYCCKUX PICCJIC,[[OBaHI/II\/JI u MOCTPEruCTPpaluOHHOT'O Ha6JIIOI[eHI/ISI,
(bapMaKOJ'IOFI/I‘-ICCKYI-O AKTUBHOCTb, PE3YyJbTaTbl JOKIMHUYCCKUX I/ICCHGI{OBaHI/Iﬁ U 3HaHUA O
COCAMHECHUAX TOT'O K€ KJIacca.

ITo MCPE HAKOIUICHHA OIlbITa O 6epeMeHHBIX KCHINMHAaX, IIOABEPIIINXCs BOS,Z[GI;'ICTBI/IIO
JICKApCTBCHHOT'O IIpcIiapara, KOTOpHﬁ MNEPCKPBIBACT NOKIIMHUYICCKUEC NAaHHBIC Y )KUBOTHBIX, CIICAYCT I10
BO3MOKHOCTH OOHOBHThH PCKOMCHAAIUU TI0 TIMPUMCHCHHUIO JICKAPCTBCHHOI'O IIp€riaparta IIpH
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6epeMeHHOCTI/I U B ICPUOJ TPYAHOTO BCKapMJIMBAHUS.

Ecmu YKa3aHHBIC COCTOSAHUSA ABJIAAIOTCA IPOTUBOIIOKA3aHUCM, UX H€O6XOI[I/IMO BKJIFOUUTH B pa3acia
4.3 OXJIIL.

HCO6XOI[I/IMO MPpEACTAaBUTL CICAYIOIIHUE CBCACHM.

4.6.2. XeHWUHbI C AeTOPOAHLIM NOTEeHUMarnom (KOHTpauenuusi y MYXYUH U
YXKEHLLUH).

[IpuBoasTCSs peKOMEHAAlMM IO MPUMEHEHUIO JIEKAPCTBEHHOrO IMIpenapara y KEHIIMH C
JIETOPOJHBIM TOTCHIIMATIOM, BKJIIOYas HEOOXOIMMOCTh IIPOBEIEHUS TecTa Ha OEpeMEHHOCTh U
KOHTpanenuuu. Eciu manueHTkaM WM MOJOBBIM IMAapTHEPIIAM MAallMeHTOB B XOJE TEpalud WU B
OTIpENICJICHHBI TIPOMEKYTOK BpPEMEHHM JO Hauaja WM TIOCJIE€ 3aBEpIICHUs JIeYeHUs TpelyeTcs
s¢deKkTuBHAsT KOHTpALENIMsI, OCHOBAHUS MPHUHATHS 3TOM Mephl cleAyeT BKIIOUYUTH B JaHHBIM pazfen.
Ecnu pexkomeHayeTcss KOHTpalLEMus, HO UMEETCs B3aUMOJACWUCTBHUE C MEPOPATbHBIMU WM APYTUMU
KOHTpAIIeTITUBaMHU, HEOOXOIUMO TaKKe JaTh CChUIKY Ha pasnen 4.5 (1 mpu HEoOXOJUMOCTH Ha pas3zel
4.4) OXJIIL.

4.6.3. bepeMeHHOCTb.

CHavana, Kak TMpaBWIO, MPUBOAATCS KIMHUYECKHE W JIOKIMHUYECKHE JaHHBIC, 3aTeM -
PEKOMEHIALINH.

B oTHoIIeHMM AOKIMHHUYECKMX IJAaHHBIX B JaHHBIM pasaci CICAYCT BKIMOYHWUTH JIMIIb BbBIBOJLI

WCCIICIOBAaHUH PETPOJYKTUBHOW TOKCHMYHOCTH. bosiee moapoOHbIe CBeneHUs cienyeT NpeiCTaBUTh B
paznene 5.3 OXJIIL.

B oTHOmMEHNN KIMHIYECKUX JaHHBIX:

B pa3aci CICAYECT BKIIFOYUTh UCUECPIIBIBAOIHUE CBEACHNA O 3HAYUMBIX HCKCIATCIbHBIX SABJICHHUAX,
BO3HUKIIUX Y 3M6pI/IOHa, njioaa, HOBOPOXKJACHHBIX, 6epeMeHHLIX KCHIIINH (ean HpI/IMeHI/IMO).

[To BO3MOXHOCTH cleyeT 0003HAUUTh YaCTOTY BOSHUKHOBEHHSI MOJOOHBIX SIBICHUN (Hampumep,
4acTOTY BOZHUKHOBEHHUS BPOKIEHHBIX aHOMAJIUI) coryiacHo kpurepusim BO3;

€CJIM HCXKCIIAaTCIIBHBIC ABJICHUA [IPU 6ep€MCHHOCTI/I HC BO3HUKAJIMU, B pas3aciic HCO6XOI[I/IMO
OIrcaTh 00BEM OIBITA MCIUIUHCKOI'O IPUMCHCHUS.

B oTHOIIEHNN peKOMEHAAIUI:

MNPUBOAATCA PCKOMCHAAIUU 10 NPUMEHCHUIO JICKAPCTBCHHOI'O MPCIIapaTa B pa3JIMYHBIC ICPUOIABI
récralmm, BKJIIro4asa HpI/I‘-II/IHY(BI) TaKHuX peKOMCHﬂaHHﬁ;

IIpY NPUMEHEHUH JIEKapCTBEHHOIO Ipernapara BO BpeMs OEpEMEHHOCTH B COOTBETCTBYIOLIMX
Clly4asiX TMPUBOAITCS PEKOMEHJAIMM [0 BEIEHUI0 OEepeMEHHOCTH, BKJIIOYas HEOOXOAMMBIN
CHEeMaJbHBI MOHUTOPHHI, K NpUMEPY, YJIbTPAa3ByKOBOE HCCIEIOBaHHE IIJI0JA, OMpPEEICHHOE
OMO0JIOrMYECKOe UM KIMHUYECKoe 00CiIeJOBaHUE 10 WIM HOBOPOXKICHHOTO.

B 3aBucumocTd OT 0OCTOSITENBCTB, AOMYCKAeTCsl BKIIOYUTH CChUIKM B pasnensl 4.3, 4.4 u 4.8
OXUIII.
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[Tpumepsl GpopMyIHPOBOK, MPUBOAMMBIX B JaHHOM pasjene, coiepkarcs B npuiokeHun N 16
HactosmuM TpeGoBaHUSM.

4.6.4. IlakTauus.

HpI/I HAJIMYUU TPUBOAATCA KIMHHYCCKUC OaHHBIC (MJ'Ia)IeHHBI, HaxXOJMWBIIMECA Ha TI'PyAHOM
BCKapMJIMBaHUM, IMOJBEPrIIMEcs BO3ACHCTBHUIO JIEKAPCTBEHHOIO IIpernapara) B BHUAE 3aKIIOUYCHUN
KMHETUYECKUX HCCIe0BaHUi (TUIa3MEeHHAs KOHIIGHTpalMs Yy JeTei, HaXOMUBIIMXCA Ha TPYAHOM
BCKapMJIMBaHUM, TPOHUKHOBEHHE JCHUCTBYIOIIETO BellecTBa W (WJIHM) €ro MeTa0OIUTOB B TPYIHOE
Moioko). Ilpu Hamuuum TPEACTAaBISAIOTCS CBEACHUS O HEXKEJIaTeNbHBIX peakluusX Yy JeTeH,
HaxOJAIIMUXCS Ha TPYJHOM BCKapMIIMBaHWHM, BO3MOXKHO YKa3aHUE MEPEKPECTHOW CCBHUIKM Ha pases
"HexenartenbHble peakiuu'.

3akirroueHue JOKIIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ O IPOHUKHOBCHUH ﬂeﬁCTBYIOIHeFO BCIIECTBA U (I/IJ'II/I)
€ro MeTabOoJIMTOB B MOJIOKO MMPEACTABIIACTCA TOJBKO TPHU OTCYTCTBUH JAHHBIX Y UCJIOBCKA.

HpI/IBO,Z[HTCSI NpUYIUHBI W PCKOMCHAAIMKU TI0 MNPCKPAIICHHUIO WIW MNPOJAOJLKCHUIO TIPYyAHOI'O
BCKapMJIMBaHHA U (I/IJII/I) MPCKpAICHUIO WJIM NPOAOJDKCHUIO TCpallui C YUCTOM IMPCAIIOUYTUTCIIBHOCTU

MIPEKPALICHUS TEPANIMHU WIA IPYJIHOTO BCKapMJIMBAHMUS.

[Tpumepsl popMyIHMPOBOK, MPUBOAUMBIX B JaHHOM paszfiene, cojepkarcs B mpuinoxkenud N 16
HactosmuM TpeOoBaHUSM.

4.6.5. PepTUNBHOCTDb.

B paznen 4.6 OXJIIT HeoOX0aMMO BKIFOYHTH OCHOBHBIC CBEJICHUS O BO3MOXKHBIX HEXKEIaTeIbHBIX
3¢ (ekTax JIeKapCTBEHHOTO Mpernapata Jijisi My>KCKOH M )KEHCKON (epTHITBHOCTH:

KJIMHUYECKHE JaHHbIe (TpU HAJIUYHH);

COOTBETCTBYIOIIUE 3aKIIOYCHUS JOKIMHUYECKHX TOKCHKOJIOTHYECKUX HCCICAOBaHUKN (TIpH
Hannuun). bosnee moapoOHbIe cBeleHus clieyeT BKIOUUTh B pazaen 5.3 OXJIII;

PCKOMCEHAAHUU 110 NPUMCHCHHUIO JICKAPCTBCHHOI'O IIPCIIapaTa NpH IJIAHUPOBAHUN 6CpeMeHHOCTI/I )51
MOTCHIMAJIbHOM BJIMSHUUW TCpaAalliU HA q)epTI/IJILHOCTb.

Ecnu npumennmo, B paznen 4.3 OXJIII MoXHO BKIIFOUUTH CCHUIKU Ha Apyrue pazaenst OXJIIL.

Ecnu nansble no ¢pepTUIbHOCTH OTCYTCTBYIOT, Ha 3TO CIEAYEeT YEeTKO yKa3aTh.

4.7. BnusiHne Ha CNOCOBGHOCTL YNpaBnsTb TPAHCNOPTHbLIMU
cpeacTBamu U paboTaTb C MeXxaHM3MaMu

Ha ocHoBanum (QapmMakoguHaAMUYECKOTO H (HapMaKOKMHETHYECKOTO MPOQWIS, BBISBICHHBIX
HEeXKeJIaTeJIbHBIX peaKkluil U (WIM) MPOBEACHHBIX CHEIMAIbHBIX HCCIEIOBAaHUI B COOTBETCTBYIOIIEH
MOMYJISIIMK, HAlPABJICHHBIX HA YCTAHOBJIGHWE BJIMSHHS JIEKAPCTBEHHOIO IperapaTa Ha CIIOCOOHOCTH
yOpPaBIsATh TPAHCIOPTHBIMU CPEICTBaMHU, O€30MacHOCTh JIOPOKHOTO JIBIKEHUS U padoTy ¢
MEXaHU3MaMH, CJIEyeT yKa3aTb, YTO JICKAPCTBEHHBIN IIpemnapar:
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HE OKa3bIBACT UJIM OKA3bIBACT HECYLICCTBEHHOE BIUSHUE;
OKa3bIBaeT c1aboe BIUSHUE;

OKa3bIBAECT YMEPEHHOE BIIMSHUE;

OKa3bIBAET BBIPAKEHHOE BIIMSTHUE.

HCO6XO)II/IMO paccMOTpETh APYTruc€ BAXXHBIC ACIICKTHI BJIWAHHUA JICKAPCTBCHHOI'O IIpCIiapaTra Ha
CIIOCOOHOCTB YIIPABISITh TPAHCIIOPTHBIMH CPEACTBaMH M PAabOTy € MEXaHM3MaMH, €CIH HMEIOTCS
CBEICHWS O TaKOBBIX, HANpUMEp, IPOJODKUTEIBHOCTh HApPYUIAIOUIETO BIUSHAS W pPa3BUTHE
TOJEPAHTHOCTH WJIM HEXKENATeNbHBIX pPEaKIUid TpH TUTEIBHOM TPHUMEHEHUU JIEKapCTBEHHOTO
npernapara.

B ciydasx ecnu jexkapCTBEHHBIN IpemnapaT OKa3blBa€T YMEPEHHOE WM BBIPAXXKEHHOE BIIMSHUE
CJIeIyeT MPeICTaBUTh 0COObIE YKa3aHUs U (WJIH) MEpbl IPEJOCTOPOKHOCTH MPU IPUMEHEHUH (A TakKe B
pasnene 4.4 OXJIII, eciiu nekapCTBEHHBIN MTpenapaT OKa3bIBAaeT BHIPAKEHHOE BIUSHUE).

4.8. HexxenatenbHble peakuuu

B nanHBINM pa3aen BKIKOYAKOTCS BCE HEXKENATEIbHbIE PEAKLIUN, BBISIBJICHHBIE B XO€ KIMHUYECKUX
UCCIIEIOBaHUM, OCTPETUCTPALIMOHHBIX HUCCIIeI0BaHUIN 0€30IacHOCTH U MO pe3yJbTaTaM CIOHTAaHHBIX
COOOLICHNH, B OTHOIIEHUWH KOTOPBIX IPUUYMHHAS CBA3b MEXJy JICKapCTBEHHBIM IpenapaToM H
HEeXXEJIaTeNbHbIM SIBIIEHHMEM II0CJ€ TPOBEJIEHHs THIATEIbHON OLEHKM HMeeT OOOCHOBAHHYIO
BEPOSITHOCTb, W IOATBEPKIAETCA, K IPUMEPY, HUX CPABHUTEIBLHOM 4YacTOTOM BO3HUKHOBEHHS B
KJIMHUYECKUX MCCIEN0BAHUAX WIH pe3ylbTaTaMy SIUIAEMHOJIOTMYECKUX HCCIEN0BaHUN U (WiIn)
OLICHKOW NpUYMHBI Pa3BUTHsS Ha OCHOBAHUU COOOUIEHMH MO OTIENbHBIM ciayuasMm. HexenatenbHble
SBJICHHSI, HE UMEIOIME 10 MEHBIIEH Mepe MOI03PEBAEMYIO IPUUMHHYIO CBs3b, yKa3biBaTh B OXJIII He
clenyer.

CopneprkaHue TaHHOTO pasjiena cienyeT 000CHOBaTh B KIMHUYECKOM 0030pe perucTpariioHHOTO
JI0ChE, OCHOBBIBAsACh Ha OIIGHKEe HauOojee yOEOUTENbHBIX JMJAaHHBIX B OTHOIIEHUH BBISBICHHBIX
HE)KeJaTeNbHbIX SBICHUHN U (DaKTOB, 3HAYMMBIX JJIs1 OLIEHKU IPUYUHHO-CIICICTBEHHON CBSI3U, TSXKECTU U
yacTOThl. J[aHHBIM pa3fen cieayeT peryispHO IepecMaTpuBaThb U IPU HEOOXOIUMOCTH OOHOBISATH C
Lelbl0 HaJUIekKallero HUH(QOPMHPOBAHUS MEIUIUHCKUX paOOTHUKOB B OTHOLIEHUH Mpoduis
6e3onacHocTH npenapara. Kpome Toro, Bech pa3aen MOXKET ObITh MEPECMOTPEH MPHU HNOATBEPKICHUU
peructpanuu (nepeperucTpannu), Koraa npopuis 6e30MacHOCTH OOJIBIIMHCTBA IpenapaToB, CKOpee
BCero, Oy/ieT XOpoIo U3y4eH, U Aajee MpH MoJaye KaxJ0ro MeproInYeckoro or4era no 0e30macHoCTH
(IIOOB).

Wudpopmanuio ciegyeT H3laraTb KpaTko, UCIOJb3Yys CHELHMAIbHYI) TEPMHHOJIOTUIO, OHAa HE
JIOJKHA COJIEp)KaTh TaKHe CBEACHMS, KaK yKa3aHHE Ha OTCYTCTBHE OIPENEICHHBIX HEXeIaTelbHbIX
peaKiuii, JaHHbIE O CPABHUTEIILHON YacTOTE, 3a UCKIIOYEHNEM yKa3aHHbIX HUXKE, a TAaKXKe YKa3aHUs Ha
O0IIyI0 XOpOILIYI0 MEPEeHOCHUMOCTh JIEKAPCTBEHHOI'O IIpernapara, Kak '"XOpomlo mepeHocurcs”,
"HeXeNaTeNbHbIE PEaKLUU, KaK NPaBWIO, PeIKH' W T.A. YKa3aHWd Ha OTCYTCTBHE IOIATBEPKICHUS
IIPUYMHHOM CBSI3U BKJIIOYATh HE JOITYyCKAEeTCsl.

B mensx mpencraBieHuss 4eTKOW W MOHATHOW MH(popmanmu pasnen 4.8 OXJI momkeH MMeETh
CIIEYIOIYIO CTPYKTYpPY:
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pe3tome mpoduis 6€30MacHOCTH;

pestome B (popme TaOnuIbl HeXKeTaTeIbHbBIX PeaKLui;
OTMCaHME OTJCIIbHBIX HEXKeIaTeIbHBIX PEaKIIni;
NeTH;

pOoYKe 0COOBIE MOMYJISAIIH.

4.8.1. Pe3ome npocunsa 6e3onacHocTu.

Pestome mpoduiiss 6e30macHOCTH TOJDKHO COJIEP’KaTh CBEIEHHUs O Hanboliee Cephe3HbIX U (WIIH)
YaCTO BOSHUKAIOIIMX HEXKEIATEIbHBIX PEAKIIUIX.

[Ipy HanmuuuM yKa3aHHBIX CBEJIEHUW TMPHUBOIATCA CPOKM BO3HUKHOBEHMSI HEXKeEJIaTeIbHbIX
peaknuii. Hanpumep, B mensx mpeaoTBpaIieHuss paHHEro MPeKpaIieHus Teparnui MOXKeT OTpeOOBaThCS
OINHMCAaHUE HECEPbE3HBIX HEXKENATENbHBIX PEaKIMid, KOTOpble YacTO BO3HUKAIOT B Hayalle T€parnuu, HO
MOTYT Pa3pelIuThCcs MO Mepe MPOJODKEHUS JICUYCHHUs, WU OMNHCAHHME HEXEeNaTeIbHOW peaklnu,
XapaKTEePHOU AJIsl ITUTENBHOTO pUMEHEHUs1. YacToTy MPUBOAMMBIX HEKETATEIbHBIX PEAKIHM cienyeT
yKa3aTh Kak MOXHO Oojiee TOUHO. Pesrome mpoduist 6e301macHOCTH JOKHO COOTHOCUTBCS C BaKHBIMHU
BBISIBIICHHBIMHA pPHUCKaMH, OIKMCAHHBIMA B cHeruUKaMu 1Mo Oe30MacHOCTH IUTaHa YIPABJICHHS
puckamu. CBeZieHUSI HE JOJKHBI TPOTUBOPEUUTH pe3toMe B (popMe TaOIUIbl HEXKETATCIbHBIX PEAKIIUA.
Ecnu B pasznene 4.4 OXJIII npuBeaeHbl 3Ha4UMbI€ MEPbI IO MUHUMH3ALIMKU PUCKOB, CJIEAYET MPUBECTH
CCBUIKY Ha JaHHBIN pa3Jiedn.

Hmxe MPpEACTaBJICH IPUMECP BO3MOXKHOI'O YKa3aHHUA:

"B Hayane Jie4eHUs] MOKET BO3HHMKATh SIUTACTpaibHas 00Jb, TOIIHOTA, AUApEs, FOJOBHAs 0OJIb
WM TOJIOBOKPYKEHHE; 3TU PEAKINH, KaK IMPaBUJIO, MPOXOJIAT B TEUEHHE HECKOJIbKUX JIHEH, laxe Npu
npojo/ukeHuu Tepanuu. K Hanbosee 4acTo BO3HHKABUIMM HEKENATEIbHBIM PEaklusM IpU JICUEHUU
OTHOCATCS TOJIOBOKPY’KEHUE U TOJIOBHAs OO0JIb, KaXKJasi U3 KOTOPBIX BO3HUKAIA NPUOIU3UTENBHO Y 6%
NaMeHToB. Peko MOXeT BO3HHMKAaTh OCTpas NMEUeHOYHas HEJIO0CTaTOYHOCTh U arpaHyJIoLMTO3 (pexke
yeMm 1 ciydaii Ha 1000 mauuenTos)."

4.8.2. Pe3some B chopme Tabnuubl HeXenaTtesnbHbIX peakuun.

HexxenaTtenbHple peakuu ¢ COOTBETCTBYIOIIEH UM KaTETOPHEH YacTOTHI CICTyET 3aHECTH B OJHY
Tabnuny (WM CTPYKTYPUPOBAHHBIN CHHCOK). B HEKOTOPHIX cioyyasX B OTHOUICHHHM YacTbIX U OYEHb
YacThIX peakUuid U MpU HEOOXOAMMOCTH Oojee sICHOW moaayu MHpopManuu B TaOIUIE JOMYCTHMO
MIPUBECTU KOHKPETHBIC 3HAUCHUS YACTOTHI.

[Tpu BbIpa)XeHHOM Pa3IU4YUU TPOGHUIICH HEXKENaTeNbHBIX PEAKIMi B 3aBUCUMOCTH OT IPUMEHEHUS
npenapaTta, HampuMep, B Ciydae MPUMEHEHHs Ipernapara MO pa3HbIM [OKa3aHUsAM (Hampumep, B
OHKOJIOTUM M TI0 HEOHKOJIOTMYECKOMY IOKa3aHHIO0) WM MpPH Pa3IMYHbIX PEKUMaxX TO3UPOBAHUS B
UCKJIFOUUTENIbHBIX CIy4asX JOIyCTUMBbI OT/IEJIbHbIE TaOIMIIbI.

[Tepen Tabmureit HEOOXOAMMO MPEICTABUTH CBEACHHS 00 UCTOYHHKE 0a3bl JaHHBIX (HAMIpUMeEp, U3
KIIMHUYECKUX HCCIEJOBAaHUM, TMOCTPETUCTPAIIMOHHBIX HCCIEIOBAaHUN OE30MacHOCTH WM  TI0

www.consultant.ru Crpanvua 27 ns 194
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

pe3yJbTaTaM CIIOHTaHHBIX COOOILEHHIA).

Tabnuiyy ciexyer COCTaBIsATH B COOTBETCTBHM C CHCTEMHO-OPTaHHOM Kiaccu(UKaIMen,
nmpeacTaBieHHOW B mpmwiokennn N 4k  HactosmmMm  TpebGoanusm. [locrmenoBarenbHOCTH
MPEJCTABICHUSI CHUCTEMHO-OPTaHHbIX KJIACCOB JOJKHA COOTBETCTBOBATH MOPSAKY, NPUBEICHHOMY B
npuioxkennn N 4 k HactosmuMm TpeboBanmsiMm. OH, Kak TMPaBWIO, COOTBETCTBYET YPOBHIO
MPEINOYTUTEIBHOIO TEPMHUHA, OJIHAKO B HEKOTOPBIX CIyYasixX 11eJecoo0pa3Ho yKa3aTh TEPMUH HUBIIETO
YPOBHSI WJIM B UCKIIFOUUTEIIbHBIX CIIy4asiX IPYIIOBbIE TAKME TEPMUHBI, KAK TEPMUHBI BHICHIETO YPOBHSI.
[To oOmiemy mpaBuily BCe HEXKENATENbHBIE PEAKIMH CIEAyeT OTHECTH K HauOoliee MOAXOJAIIeMY
CHUCTEMHO-OPraHHOMY KJIacCy, COOTBETCTBYIOLEMY OpraHy-mulleHH. Hampumep, mpeanouTUTEIbHBII
TepMHUH "HapylieHHe (QYHKIMOHAIBHBIX MPOO TedeHH" CcIeayeT OTHECTH K CHCTEMHO-OPTaHHOMY
KJIaccy "HapyleHHUsl CO CTOPOHBI MEYEHU U HKEITUYEBBIBOIAIIMX MyTeH'", a HE K CHUCTEMHO-OPTraHHOMY
KJ1accy "nmabopaTopHbIe U MHCTPYMEHTAJILHBIE TaHHbBIC" .

HexenarensHble pCaku BHYTPHU KAKAOTO CUCTECMHO-OPTaHHOI'O KJIaCcCa CIICAYCT PACIIOJIOKHUTD B
NOopAIKE Y6BIB2[HI/IH HUX CCPBE3HOCTHU C YKa3aHHUEM YaCTOTbl MX BO3HUKHOBCHHA (B paMKax O,Z[HOﬁ
rpaganuu ‘IaCTOTbI). HaI/IMeHOBaHI/IH, HCIOJIb3YCMBIC JJIA Ka)I(l[Oﬁ KaTeropuu 4YacCToOThbl, JOJIKHBI
COOTBCTCTBOBATh CTAHAAPTHBIM TCPMUHAM B COOTBECTCTBHUU CO CICAYIOIIHUM IIPABUJIIOM: OUCHBb 4aCTO ( =

1/10), gacto (= 1/100, HO < 1/10), Heuacto (= 1/1 000, HO < 1/100), penko (= 1/10 000, o < 1/1
000), ouens peako (< 1/10 000).

B uckiouuTeNnbHBIX Cydyasx, €ClM Ha OCHOBAaHUU HMMEIOLIMXCS JIAHHBIX YacTOTY OIpPEACIIUTH
HEBO3MOJKHO, JIOMYCKAeTCs MCIOJb30BaTh JIOMOJHUTEIBHYIO KaTerOpUI0 4YacTOThl - 'JacToTa
HemsBectHa". Ecnmm umcmonb3yeTcss BbIpakeHHE ''9acTOTa HEHW3BECTHA', B TIEPEUYCHb OOBICHECHHS
KaTeropuil 4acToThl cienyeT n00aBUTh TEKCT 'JacToTa HEW3BeCTHAa (HA OCHOBAaHUU HMEIOIIMXCS
JAHHBIX OIEHUTh HEBO3MOXKHO)". He ciemyeT MCmonb30BaTh BBIPAKEHUS U3 OTAENBHBIX COOOIICHUN
(€IMHUYHBIX CITyYaeB).

Ecnu B onucanuu OTAENbHONW HEXENaTeIbHOW PeaklUuy MPUBOISATCS JOMOTHUTEIbHBIC CBEJICHUS,
TaKyl0 PEaKlui0 HEOOXOIUMO BBIJCIHUTH, HAMPUMEP, C MOMOIIBIO 3BE3I0YKH, a B CHOCKE YKa3aTh
CCBIJIKY Ha COOTBETCTBYIOIIMIA pa3zel.

Pexomenmanuu 1o OIIEHKE YacTOTHl BO3HMKHOBEHHS HEXKEJIATEIbHBIX PEaKIuil MPUBOIITCS B
noanyHkre 4.8.6. Hactosimux TpeboBaHuit.

4.8.3. OnucaHue oTAenNbHbIX HeXenaTenbHbIX peakuun.

B nanHbIil nonxpaszaen cieayeT BKIIOUNUTH CBEICHUS, XapaKTepU3YIOUIe 0CO0YI0 HEXKeIaTeIbHYI0
peaKIuio, KOTOPbIE MOTYT OBITh TTOJIC3HBI VIS PEOTBPAIICHUS, OIICHKH WJIM KYITHPOBAHUST BOSHUKIIIEH
HeXeJlaTeJIbHON peakly B KIMHUYECKOU MPaKTHKE.

VYka3bIBalOTCs CBEACHUS, XapaKTEPU3YIOIIUE OTAETbHbIE CEPbe3HbIE U (MJIM) YacTO BO3HUKAIOIINE
HEe)XeJaTelbHbIe PEaKIMK UM T€ U3 HUX, B OTHOIIEHUH KOTOPBIX MOCTYMAIN COOOIIEHUS 00 NX 0COO0M
teueHuu. Clenyer NpeacTaBUTb CBEIEHUS O 4YacToTe (IIpy HEoOXOJUMOCTH C ONMCAHHUEM
0o0paTUMOCTH), BpEMEHHM Hauaja, TSKECTH, MPOJOJIKUTENIBHOCTH, MEXaHU3ME€ pa3BUTUS (€Cid OH
KJIMHUYECKH 3HAYMM), 3aBUCUMOCTH OT J03bl, HPOAOKUTEIHHOCTH BO3ACUCTBUS JIEKAPCTBEHHOI'O
npemnapaTta ¥ ¢akTopax pucka. Mepsl, HallpaBJICHHbIE Ha HEJOMYIEHUE PAa3BUTHS WIM MPUHUMAEMbIC
MIPU Pa3BUTHH OIpE/IeJICHHBIX HEXeIaTeIbHBIX Peakilnii, cieayeT omuchiBaTh B pasaene 4.4 OXJIII ¢
YKa3aHHUEM CCBIJIKU Ha JIaHHBIN pa3fell.
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CaeneHusi 0 BOSHUKHOBEHUHU PEAKIMK CHHApOMa "OTMEHBI" JOIMyCKaeTCs MPEACTaBUTh B JAaHHOM
nojpasziesie BMecTe co cchlikoil Ha paznen 4.2 OXJII (mpu HeoOX0IUMOCTH TTOCTENEHHOTO CHIKEHUS
J103bI WJIK PEKOMEHIAIIMHU TI0 OTMEHE JIEKAPCTBEHHOTO Mpernapara).

Cnenyer omucaTh Bce pa3ivuus B NpoQuiie HEXKENaTeNbHbIX PEAKIUN MEeXAy pa3IndyHbIMU
JIEKapCTBEHHBIMU (pOpMaMHU.

Crnenyer Takke BKJIIOYHUTh CBEICHUS O KOMOMHHMPOBAHHBIX IIpenaparax, XapaKTepU3ylollue
HEe)XeJaTelbHble peakluu, OOYCIOBJICHHbIE TOW WJIM HHOM (QapMmaleBTHYecKol KoMOMHanuen
JEHCTBYIOIMX BELIECTB (MPU HAINYHH).

Bce HexemarenbHble peaknMH, HANpsAMylo OOYyCIOBICHHbIE B3aUMOACWCTBUEM, CIEIYET
MPEACTaBUTh B JAHHOM TOJIpa3/iesie co cChUIkoi Ha pasnen 4.5 OXJIIL.

HeoOxomumo Takke NpeICTaBUTh CBEICHHUS O HEXKENATEeNbHbIX pEeaklMsX C OYeHb HU3KOU
4acTOTOM BOZHUKHOBEHHUS WIIH C 3a1034ajoi MaHudecTanuei CUMITOMOB, CBEJICHUS O CBSA3U KOTOPBIX C
[pernapaToM MOTYT OTCYTCTBOBaTb, HO KOTOPbIE XapaKTEepPHBI JUIsl JIEKAPCTBEHHBIX MPENapaToB TOrO Ke
TEpaneBTUYECKOT0, XUMUYECKOTO WM (hapMakoJIornyeckoro kiacca. Heobxoaumo ykaszarb, 4TO 3TO
XapaKTepUCTHKA Kilacca.

HeoOxonmumo omucath Bce HEXKeNaTelIbHBIE PEAKIHH, OOYCIOBICHHBIE BCIIOMOTATEIbHBIMU
BEIIECTBAMH U MTPOU3BOJICTBEHHBIMU ITPUMECSIMH.

4.8.4. Nletwn.

HGO6XOI[I/IMO BO BCCX ClIydUadx NpeAyCMarpuBaAThL IMOAPA3ACIT MO ACTIAM (eCJ'II/I TOJIBKO OH HC
SABIIACTCA He3Ha‘II/IMLIM).

HeoOxomumo ommcaTh 00b€M W BO3PACTHBIC XapaKTEPUCTUKU 0as3bl JaHHBIX MO 0E30MacHOCTH Y
neTelt (HampuMep, JaHHbIe KIMHUYECKUX MCCIEAOBaHUN WM JaHHBIX (hapMakonam3opa). Heo6xomumo
yKa3aTh Ha HEOIPEACICHHOCTh UMEIOIINXCS JAHHBIX BCIIEJACTBUE HX OIPAaHHUYCHHOCTH.

Ecnu BeIABNEHHBI npoduiab 0€30MacHOCTH y JeTel U B3pOCIBIX COBHANAET, JOMyCKaeTcs
IIPUBECTH TEKCT: "HacToTa, BUA U TSHKECTh HEXENATENbHBIX PEAKIUN y JETEH U B3POCIBIX [OJUHAKOBBI,
OXKHUJIaeTCsl, 4TO OyAyT OJWHAKOBHI|". AHAJIOTMYHO HAIICKUT yKa3aTh, UMEIOTCA JIM pa3Iuyus B
npodmIsAx 0€30IMaCHOCTH B a3 IMYHBIX BO3PACTHBIX IPYTINAX IETEH.

Bce xnmmHMYEcKH 3HaYUMBbIE pa3nuyus (T.€. O XapakTepy, YaCcTOTe, CEPhE3HOCTH M OOPaTUMOCTH
HEeXeJIaTeJIbHBIX peaKIuii) B mpoduie 6€301MacHOCTH y B3POCIIBIX M JIETEH, a TAK)Ke MEKIY Pa3IndHbIMU
BO3PACTHBIMU TPYMIAMU JETe HEOOXOAUMO OMUCATh U MPEACTaBUTh MO KAXKIOW BO3PACTHON TpyTMIIE.
[Ipu HEOOXOUMOCTH CIIEMATHHOTO MOHUTOPUHTA CIIEJyeT NaTh CChUIKYy Ha pasnen 4.4 OXJII. ns
KIIMHUYECKH 3HAYMMBIX pa3jMuuii MOXKHO TIPEJCTaBUTHh OTACIBLHOE pe3toMe B QopMme TaOIHUIlhI
HEXEJIATeIbHBIX PEaKIWid [0 YacTOTe IO COOTBETCTBYIOIIUM BO3PACTHBIM TpyIIiaM COOOpa3HO
obcrosTenscTBaM. ECiin HEKOTOpBIE HEKENaTeIbHbIE PEaKIMU y JeTel ABIAOTCS dacThive (2 1/100,

HO < 1/10) mnu ovenb vacthiMu (= 1/10), B ckoOkax HEOOXOIUMO yKa3aTh 4acToTy. [Ipy HaTUUUM

OoNpIIUX pa3muuuii B mpoduie OE30MacHOCTH 1O CPaBHEHHWIO CO B3POCIABIMH C  LEJIBIO
ynobounTaeMocTH WHGOpPMAIMK JOMYCKAETCs TPUBECTH pe3toMe mpoduisi 0e30macHOCTH y JETeH.
HeoOxonumo Taxke 0000IINUTH MMEIOLIUECS CBEACHUS U3 BCEX TOCTOBEPHBIX HAYYHBIX MCTOYHHUKOB O
JOJITOCPOYHON Oe30macHOCTH y JAeTel (HampuMep, B OTHOLICHWH POCTa, YMCTBEHHOTO PAa3BUTHA H
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MIOJIOBOT'O CO3pEBaHUs) cO cchlIkoi Ha paszzaen 5.1 OXJIII, ecniu npumennmo. Heob6xonumo oroBoputh
Bce (paKTOpbI pUCKa (HanpuMmep, MPOJODKUTEIIEHOCTD TePauy WIK epUOJ] HACTYIUICHUS PUCKA).

CumnTomsl cuHApoMa "OTMEHBI" Yy HOBOPOXKICHHBIX (€CIM 3HAYMMO) CIIEyeT MEPEUYUCIUTh B
OTZIeTTbHOM ab3a1ie co cchUIKoM Ha pazzaen 4.6 OXJIII.

4.8.5. NMpoumne ocobble nonynauuu.

JlaHHBIN pazzen MOKeT coAepk aTh CBEICHHS O KaKUX-THOO KIMHUYECKH 3HAUMMBIX Pa3IUUHsIX
(Hampumep, 1Mo XapakTepy, 4aCTOTe, CEPbe3HOCTH U HEOOPATUMOCTH HEXKENATeNIbHBIX PEaKIni, a TaKKe
0 HE0OXOJMMOCTH MOHUTOPUHTA), BBISBIICHHBIX B JIPYTUX OCOOBIX Ipymmax (Hampumep, Kak MOKHUIIbIC,
MAlUEHTHI C MOYEYHON HEAOCTATOYHOCTHIO, MAIIMEHTHI C MEUEHOYHOU HEJ0CTATOYHOCTHIO, MAIIUEHTHI C
IPYTUMU 3a00JICBaHUSAMH WJIH C OINPEIACICHHBIM TeHOTHUTIOM). [Ipr HEOOXOIUMOCTH JOIyCKaeTCs
MPUBECTHU CChUIKK Ha apyrue pasnensl OXJII, nanpumep, 4.3, 4.4 unu 4.5.

[TprurHON BO3HMKHOBEHMSI HEXKENATEJIbHBIX pEAKIMA MOXKET OBITh TaKXke T'eHETHYECKU
00yCJIOBJICHHBIH MeTaboyiu3M mpenapara. Y CyObEKTOB M MAaLMEHTOB C AC(YUIUTOM ONpeeIeHHOTO
(depMeHTa 4acToTa U TSHKECTh HEKENATEeNIbHBIX peakiuil MoxeT ObITh npyroil. Ha 3To HeobOxommmo
yKa3aTh 1, €CJIA 3HAaYUMO, COOTHECTH C JAaHHBIMM KIMHUYECKUX MCCIICTOBAHUN.

4.8.6. [lononHuTenbHble pekoMeHaaumm no oueHKe 4YactoTbl BO3HUKHOBEHUA
HeXenateNbHbIX peaKum7|.

OneHKka 4YacTOThl BO3HUKHOBEHMSI HEXKENATEIbHBIX PEaKUUid 3aBUCUT OT HMCTOYHMKA JAaHHBIX
(HampuMep, KIMHUYECKOE HCCIEeNIOBaHME, MOCTPETUCTPAIIMOHHOE HCCIE0BaHHE O€30MacHOCTH WIIH
CIIOHTaHHOE COOOIICHHE), KadecTBa cOOpa JAHHBIX M OICHKH NMPHYUHHO-CIICICTBEHHOW CBs3u. Ecmm
BBIOOp KAaTEropuu YacTOThl OCHOBBIBACTCS HA PA3HBIX HCTOYHHKAX, CJICAYyeT BBIOpaTh KaTETOPHIO,
OTPAXAIOIYI0 HAUOONBIIYI0 YacTOTY BO3HUKHOBEHHUS, €CIIM TOJBKO HE HCIOIb30BayIca Oolee
CHelU(pUYHBII METOA, B CBSI3W C YeM IONy4eHHAas OIEHKa o0yagaeT sIBHO Ooliee BBICOKOM
BaJTMIHOCTHIO, HApUMEP, 0OBEAMHEHHBIN aHATN3 TOIXOSIINX UCCIEA0BaHUN.

HcTounnkom JaHHBIX JOJI2KHa CIIYXKUTb MOoIyJrsaus, noaBepruiaiacs BO3,[[€I\/JICTBI/IIO
JIEKapCTBEHHOTO MperapaTa B J03aX U € MPOJI0JDKUTEILHOCTRIO JiedeHus!, pekoMeHoBaHHbIX OXJIIT.

Peakmuu, KkoTOpbie B COOOMICHUSX 0003HAYAIMCH PA3TMYHBIMUA TEPMHUHAMU, HO TPEICTABIISIONINE
co0o0il OJJHO U TO K€ fABJIEHUE (HANPUMEP, BSUIOCTb, COHJIIUBOCTh, APEMOTA), CIEAYyeT, KaK MpaBUIo,
O0BEIMHUTH B OJIHY HEXENATeNIbHYIO peakinio, yToObl nu30exarh 3ddexra "pasMpiBaHUS" UCTHHHOTO
CMBICTIA SIBJICHUS. AHAJIOTHYHO PEaKIMU, MPECTABIISIIONINE COO0H CHHAPOMO-KOMILIEKC, CIEIyeT, KaK
MPaBWIJIO, TPYIUPOBATH TOJ COOTBETCTBYIOIIUM 3arojIOBKOM, 4TOOBI HM30ekaTh '"pa3MbIBaHHs" €ro
CMBbICJIa BCIIEJCTBUE MHOT000pa3usi COCTABISIOUINX €r0 CUMITOMOB.

4.8.7. HexxenartenbHble peakuunu, BbisiBIieHHbIe B KITMHU4YeCKUX uccriegoBaHusXx.

B nensx MOBBIMIEHUS TOYHOCTH IIPU YCTAHOBJICHUHM YaCTOTbl BO3HUKHOBEHUS HEXKEJIATEIbHBIX
peakiuii HeoOXOIUMO OOBEIUHUTH JIaHHBIE 10 OE€30MaCHOCTH HECKOJIBKHUX HCCIIEIOBaHUN 0e3
NPUBHECCHHUS  CHCTEMATHYECKHX  OIMMOOK  (HAampuMep, CYIIECTBEHHBIE  pPaziIHuusi  MEXKIy
XapaKTepUCTUKAMU MOMYJISALUN WINA SKCIIO3ULUH).

YacToTy BO3HHKHOBEHHUS HEXKENATEIbHBIX PEaKIMil CIeAyeT OmpenemsiTh, OObEIUHHUB JTaHHBIC
1a11e00-KOHTPOJIUPYEMBIX UCCIEIOBAaHUM (IIPU HAJIMYMK TaKUX JAHHBIX), MPU 3TOM 0a3bl JaHHBIX
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JOJKHBI  OBITH JIOCTATOYHO OOBEMHBIMHU, UYTOOBI OBITH WH(MOpMAaTUBHBIMHU. [Ipu OTCYTCTBHH ATHX
JAHHBIX WM HEIOCTAaTOYHONW HUX WH(OPMATUBHOCTH IJI OLEHKH YaCTOTHI MOXKHO BOCIOJIB30BaThCS
0a3aMu JaHHBIX aKTUBHO-KOHTPOJHMPYEMBIX, WIM HE CPABHUTENIBHBIX WJIHM JOMOJHHUTEIbHBIX (add-on)
HCCIIeJOBaHUN.

YacroTa n0KHA OTpa)kaTh OOIIYI0 YacTOTY BO3HMKHOBEHHS (@ HE pa3HHUILy WJIM OTHOCHUTEIbHBIE
PHUCKHU IO OTHOUICHMIO K TJIale00 WK JPyroMy KOHTPOJIIO).

Ecnu yactas, oueHb yactas WM cepbe3Hasl HeXeaTeldbHas peakuus (HarmpuMep, CyHLua) TaKkkKe
BO3HUKAeT B TIpymne IManedo co 3HAaYMMOM 4YacTOTOM, JoImyckaeTcs yKazaTh 00€ 4YacTOThI
BO3HUKHOBEHUS, YTOOBI JIydllle OXapaKTEepHU30BaTh PHUCK (HAmpuMmep, B MOJpa3jeie C OMUCAHUEM
OTJIEJIbHBIX HEXKEJIATeIbHbBIX PEaKuil).

4.8.8. HexxenaTtenbHble peakuuu, BbisiBJIEHHbIE MNPV NpoBeAeHUU uccnegoBaHum no
6e3onacHoOCTM.

Bb100op kaTeropuu 4acTOThl BOSHUKHOBEHHMS, KOTOpasi Oy/aeT MPUCBOEHA KaXKIOW HeXellaTelbHOU
peaKIy, OCHOBBIBACTCS HA TOYEYHOH OICHKE OOILIEH YacTOTHl BO3HMKHOBEHHS, PACCYMTAHHOM IO
pe3ysbTaTaM HCCIIEeI0BaHUs, CIUIAHMPOBAHHOI'O TAKUM 00pa3oM, 4YTOOBI OTAENbHBIE HEXKeIaTesIbHbIE
SBJICHUS, BO3HUKAIOIME y TAIlMEHTOB B 3a/JIaHHBII Tepruoj HaONIOACHUS, MOTJU OBITh BBISBICHBI U
OTHECEHBl K IPUMEHEHUIO JIEKAPCTBEHHOIO IpenapaTta. B 3ToM cuTyanuu JOIyCKaeTcsi pacCuuTaTh
TOYEUHYIO OIIEHKY OOIlEeH 4acTOThl BO3SHUKHOBEHHS C HUCIOJIb30BAHUEM CTaHIAPTHBIX CTATUCTUYECKUX
MetonoB. Ecim ucxomHas wuHpopmanus BbIpaKeHa B BHIE IUIOTHOCTH YacTOThl BO3HHUKHOBEHUS
(3HameHaTenb BBIPAXKEH B €IMHUIAX ''YEJIOBEK - BpeMmsa", Hanpumep, 'HalMeHTO-JeT",
"manueHTo-AHen"), ans  BBIOOpAa KATEropuud 4YacTOThl BO3HUKHOBEHHS HEOOXOJUMO IPOBECTH
Hajuiexailee npeoOpa3oBaHHe B OTHOIIEHHE (ITPOIMOPLHMIO) YAaCTOThl BO3HHMKHOBEHHUsA. B Hopme ans
ONpEENICHUs] KAaTerOpUM 4YacTOTbl BO3HUKHOBEHHUS CIEAYET HCIIOJIb30BATh OTHOIIECHUS YaCTOTHI
BO3HUKHOBEHHUSI Hauboyiee pPErnpe3eHTaTUBHOIO IEepHosia BO3JEHCTBUS JIEKApCTBEHHOTO Ipenapara
(mammpumep, 1 Hemens, 3 mecsna, 1 rox). OmHAKO 3TO HEBO3MOXKHO, €CIM BPEIHOCTh MPUMEHEHHS
JIEKapCTBEHHOI'O Mperapara yBeJInYMBaeTCs CO BpEMEHEM. B 3ToM ciiyuae HeXenaTeabHyl PEeakiuio U
XapakTep 4acTOThl €€ BO3HWKHOBEHUS, €CJIM OHM KJIMHUYECKH 3HAYMMBI, CIeAyeT NOJKHBIM 00pa3oM
OIHCaTh B Pa3zielie C OMUCAHUEM OT/IEIbHBIX HEKENAaTeIbHBIX PEaKIIU.

Kareropusi 4acTOTbl BOBHMKHOBEHUS, IIPUCBANBaeMasl KaXJA0W HEXKENaTeIbHON peakuuu TOJKHA
OCHOBBIBATbCSl HA pa3HUIE C KOHTpoJieM. Ecinu JaHHbIE MOJy4YeHBbl U3 HCCIEAOBAHUS C Y4acTHEM
IrPYNIbl, HE TMOABEPTIICHCS BO3JICHCTBUIO JIEKAPCTBEHHOIO Ipemnapara, a pa3HHlla B YacToTe
BO3HUKHOBCHHMS, OTHECEHHAsd K IPUMEHEHUIO JIEKAPCTBEHHOrO Mpernapara, MEHbIIE HCXOJHOW WM
(hOHOBOH 9aCTOTHI BOSHHKHOBEHHS, IIPU ITOM HEXKEIaTeIbHAs PEAKIIHS SBISCTCS BAXHOMU, JOITyCKASTCS
yKka3aTh (OHOBYIO 4YACTOTYy BO3HHUKHOBEHHS (Hampumep, B pas3zieliec C OINHUCAaHUEeM OTIEIbHBIX
HeXKeJlaTeIbHBIX PeaKuil).

4.8.9. HexxenaTtenbHble peakuum No pe3ynbTaTaM CMOHTAHHbIX COOOLUEeHUN.

Yucno CHOHTaHHBIX COOOIIEHHMH YKa3bIBaTh HE CIIEAYET, MOCKOJIBbKY 3TH JaHHBIE MOTYT OBICTPO
ycTapeBatb. YacToTy BO3HMKHOBEHHS, OCHOBAHHYI0 Ha KOJIMYECTBE COOOILEHUM, W3BICUEHHBIX W3
cUCTeMbl cOOpa CIOHTaHHBIX COOOLICHWM, IJi1 ONpeAeNieHUs KaTeropuu 4YacTOThl BO3HUKHOBEHUS
UCIOJb30BaTh He cienyeT. Eciu ¢ moMouibio CIOHTAHHBIX COOOLICHWH BBISIBIIEHA HEOKUAAHHAsS
HEeXXeJaTeNbHas peaklus, B LENAX ONpeleNeHHs KaTeropuH 4acTOThl BO3HUKHOBEHHMsS HEOOXOAMMO
MIPOAHATU3UPOBATh KaX10€ HAAISKAIIMM 00pa3oM CIUIAaHHPOBAHHOE MCCIIEOBAHUE, B KOTOPOM MOTJIa
ObITh BBIABIICHA JaHHas peakuus. Eciu HexenarenbHas peakius B KIMHHYECKUX HMCCIEIOBAHUAX
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HUKOTI/Ia HEe BO3HUKAJla, TOT/Ia BEpXHsA TpaHula 95-nmporeHTHOTo HHTepBala He mpeBbliiaet 3/X, rae X
- o0muii pa3Mep BBIOOPKH BO BCEX 3HAYMMBIX KIIMHUYECKUX MCCIEIOBAHUSAX (HAIIPUMED, C JITUTEIBHBIM
MEPHOJOM TOCIEAYIOMIEro HAOMIOCHUS, JTOCTATOYHBIM JJisi OOHAPYKCHHSI STOW HEXeNaTeabHOU
peakuun). Hampumep, ecnu onpeneneHHas HexxenaTenbHas peakius y 3600 cyObeKTOB, MOABEPTIIUXCS
BO3JICUCTBHIO JIGKAPCTBEHHOTO TIpemnapara B KIMHAYECKUX MCCIICIOBAHUSX, HE BBISIBIISIIACH, TO BEPXHSIS
rpaHuna 95-mpoIEHTHOrO JIOBEPUTEIILHOTO HHTEpBala JUIs TOYeyHOH omenku = 1/1 200, uro

COOTBETCTBYET KATErOpUH "pelKo" - MpHU NPUHATUU XYALIETO 3HAYEHHS] TOUEUYHON OLEeHKU. OCHOBAaHMS
BbIOOpa KaTEropuu 4acTOThl TaKOM PEaKLUU MOYKHO NPHBECTU B pas3feiie C OMUCAHUEM OTIEJIbHBIX
HEXEJIaTENbHbBIX PEaKLUi.

4.9. NMepenosnpoBka

B nanHOM pasnmene crmemyer ommcaTh OCTPbIE CUMIITOMBI M TMPU3HAKH, a TAKKE MOTCHIMATHHBIC
MOCJICICTBUSL TIPUMEHEHUSI Pa3IMYHBIX 03 JICKAPCTBEHHOTO IIperapara Ha OCHOBE HMMEIONTUXCS
CBEICHMI (BKIIOUAs CIIy4alHbIN MpUeM, OIIUOKU U CYULIUAAIbHBIE MTOMBITKY MAIUEHTOB).

Heo0Oxoaumo ¢ yueToM BceX 3HAYMMBIX OMUCATh TAKTHKY YCTPAHEHUS! CHMIITOMOB TEPEI03UPOBKU
y 4elOoBeKa, HalpuMep, MOHUTOPUHT WM NPUMEHEHHE CHEeUU(UIECKUX aroHUCTOB (QHTarOHHCTOB),
AHTHJIOTOB U METOJIOB, MOBBIIIAIOIINX TUMHUHALIMIO JIEKAPCTBEHHOTO INpenapara (Harnpumep, Juaius).
OpnHako He cienyeT NpPUBOJNUTh PEKOMEHIALNH IO T03UPOBAHUIO JIPYTHUX JIEKAPCTBEHHBIX MpENapaToB
(Hampumep, aHTUJIOTOB), MOCKOJIBKY MOTYT BO3HHMKaTh npotuBopeuuss ¢ OXJII »Tux ekapcTBEHHBIX
npemnapaToB. HeoOxoauMo ommcath NMpeBEHTHUBHBIE MEPhl, OCHOBAHHBIE Ha T€HETHYECKHX (pakTopax,
€CJIM IPUMEHUMO.

4.9.1. lononHuTenbHble cBeaeHUsA 06 0COoObIX rpynnax nauMeHToB.

[TpuBonsTcs cBeaeHus o0 0COOBIX TIpynmax MAlUEeHTOB (HampuMmep, MOKWible, MAlUEHTHl C
[IOYEYHOH  HENOCTATOYHOCTBIO, IAUUEHTBI C  IICYEHOYHOM  HEAOCTAaTOYHOCTBIO, INPOYHUMU
COITyTCTBYIOIIUMHU 3a00JI€BaHUSAMU U T.1.).

4.9.2. Netwn.

Ecnm umerorcst ocoOble yka3aHusi B OTHOLIEHUU JIeTeH, UX HEOOXOIUMO MPEACTaBUTh B JAHHOM
nojpasere.

HeoOxonumo oTaenbHO yKa3aTh T€ JIEKApPCTBEHHBIE Mpernaparbl (IO3UPOBKH), MPUEM JAE€TbMU
KOTOPBIX JIUIIb B OJHOM €MHHIIE JO3UPOBAHUS MOXKET MPUBECTH K JIETaTLHOM UCXOAY.

5. ®dapmakonornyeckme CBouNcTBa
B paznenax 5.1 - 5.3 OXJIII cnexyetr npuBOAUTH CBEIICHUS, 3HAUMMBIE JIJIs1 Bpadya, Ha3HAYaIoIIEero
JIEKApCTBEHHBIA TMpernapar, W JAPYIHMX MEIUIUHCKUX paOOTHUKOB, IIPUHUMAas BO BHUMaHHUE
YTBEPKACHHBIE TMOKa3aHWs K MPUMEHEHWIO U TOTEHLUATbHbIE HEKelaTenbHble peakiuu. CBeneHus

JOJIZKHBI OBITE KpaTKUMH U TOYHBIMHU.

[To Mepe mosIBIICHUs HOBBIX CBEACHHIA, OCOOCHHO B OTHOIICHUU NIETEH, ITH Pa3Aeibl MOJICKAT
peryisipHoMy OOHOBJIEHHUIO.

5.1. PapmakogmHamuyeckme CBOMCTBa
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HeoOxomumo yka3atb:

koa ATX u (papmakoTepaneBTHUECKYIO TPYIINY C HCIOJIb30BAaHUEM TE€PareBTUUYECKON MOATPYIIIbI
(2-i1 ypoenp ATX-knaccudukanuu BO3) Bmecte ¢ 3-M (papmakonoruueckas MOArpynna) wid 4-m
(XuMu4eckasi MOArpyIIa) ypoBHEM.

Ecnu kog ATX noka He MPUCBOEH, yKa3biBaeTcs (opMyIHpoBKa "MOKa HE IPUCBOEH".

Ecnu nexapcTBeHHBIN MpenapaT 3aperucTpUpoBaH B KauecTBe OMOaHATOTHYHOro (0HMOMmog00HOr0)
JIEKapCTBEHHOT'O Mpernaparta, yKkas3bIBaeTcsl pOpMyITUpOBKa:

"[Vkazath (TOproBoe) HauMeHOBaHue | ABJsIETCSI OMoaHanorom (OMOMOI0OHBIM MpenapaTom)";
MEXaHU3M JIEHCTBUS (€CIIU U3BECTEH);

bapmakonnHamMmaeckue 3QEKTI;

KIIMHUYECKYI0 3()(hEeKTUBHOCTH M 0€30MaCHOCTb.

LlenecooOpa3HO TpeACTaBUTh OTPaHUYCHHBIC CBEICHHS, 3HAUYUMBIC U Bpaya, Ha3HAYAIOIIETO
JICKApCTBEHHBIN TMpemapar (HampuMep, OCHOBHBIE pe3yJIbTaThl (CTATHCTHYECKH JIOCTOBEPHBIC U
KIIMHUYECKH 3HAa4MMbIe) MO 3apaHee BBIOPAHHBIM KOHEYHBIM TOYKAaM WM KIMHUYECKHUM HUCXOAaM B
OCHOBHBIX I/ICCJIGIIOBEIHI/IHX), C YKa3aHUCM OCHOBHBIX XAPAKTCPUCTHUK I'PYIIIbI MALIUCHTOB. HOI[O6HBIC
JaHHBIC O KIIMHHUYCECKUX MHCCICAOBAHUAX OOJIKHBI OBITH KpaTKuMH, UYCTKHMHU, 3HAYUMBIMHU U
B3BCUHICHHBIMU U JOJIXKHBI O606HIaTI) PE3YIbTATEl OCHOBHBIX HCCHe}IOBaHHﬁ, O6OCHOBBIBaIOHH/IX
MoKa3aHue K NpuMeHeHHto. BemnmumHy 3((eKkToB ciemyer OmMchiBaTh C IMOMOIIBIO a0CONIOTHBIX
3HAYCHUH (OTHOCHTEJIbHBIC PUCKH MJIM OTHOIICHUE IAHCOB 0€3 a0CONIOTHBIX 3HAYCHUH MPEICTaBIISATh
HE CJeayer).

B wuckIrOUYUTEIBHBIX CIydasx Ipu MNOpeACTABICHUM KIMHUYCCKHA 3HAYUMBIX CBCI[GHI/Iﬁ I10
pe3yjibTaTaM aHajin3a IOATPYHIT HWJIW PETPOCIHECKTUBHOI'O aHalin3a, 3TO YKa3bIBA€TCA Ha OCHOBC
C6aﬂaHCI/Ip0BaHHOFO noaxonaa, YTOOBI OTpa3suTh OrpaHUYCHHYIO JOCTOBEPHOCTH KaK IOJOXUTCIIBHBIX,
TaK 1 OTpHULIATCIbHBIX BTOPUYHBIX Ha6J'II-OI[eHI/II\/'I.

I[OHYCKaeTCH ONpEACTABJICHUC 3HAYUMBIX q)apMaKOl"eHeTI/I‘ICCKI/IX CBCI[GHPIFI, INOJIYYCHHBIX TIO
pe3yibTaTaM KIIMHUYCCKUX HCCIIEJOBaHUIA. Onu JOJIKHBI BKJIFOYATh BCC NJAHHBIC, CBUACTCIILCTBYIOIIUC
0 Pa3jiniuAX B IIOJIb3€ UJIK PUCKAX B 3aBUCUMOCTHU OT ONPCACIICHHOTO 'CHOTHIIA UJIN (beHOTI/IHa.

5.1.1. etn.

HeoOxonumo mpenctaBuTh pe3yibTaThl BceX (papMakoAMHAMUYECKUX (KIMHUYECKU 3HAYUMBIX)
WCCIeIOBaHMUM U uccienoBanuii 3 peKTUBHOCTH, MPOBEJACHHBIX y NETEH.

IIo MCpPC NOSABJICHUS HOBBIX CBC,[[GHI/Iﬁ I/IH(bOpMaI_II/IH MNOJJIC)KHUT OOHOBJICHUIO. PeBy.HBTaTLI CJICeaycCT
NpEACTABJIATH 110 BO3pacTaM HUJIM 3HAYUMBIM IMOATPYIIIIaM.

[Ipu 0AHOBpEMEHHOM HAJIMYWU TAHHBIX U OTCYTCTBUH YTBEP)KICHHBIX MTOKA3aHUI K IPUMEHEHUIO
y JeTel, uX Bceraa CleAyeT MPEeACTaBIsATh co cchimkamu Ha pasnaen 4.2 OXJIII u, ecniu tpedyercs, Ha
pazaen 4.3 OXJIII.

HpI/I IMMPEACTaBJIICHHUU PE3YJIbTATOB HCCIIeIOBaHU M 0c000e BHUMAaHUE CJICAYCT YACIATh BKIIFOUCHUTO
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3HAaYUMMBbBIX JaHHBIX IIO 0€30IaCHOCTH. PCSYJ'IBTaTBI MOHUCKOBBLIX HCCIECHOBAHUM TOKHBI COACPIKATh
OCHOBHBIC KOHCYHBIC TOYKM C OCHOBHBIMHU XapaKTCPUCTUKAMHU HCCIIeJOBaHHOM nomyjisinuu. 1
HUCCICAOBAaHHBIMU 103aMMU.

Ecnu cBeneHns u pe3ynbTarTsl MOATBEPKAAOIIMX HMCCIECIOBAHUN JTOCTYNHBI, OHU JIOJDKHBI Kak
MIPaBWJIO MEPEKPHIBATh U 3aMECTUTh CBEJICHUS U Pe3yJbTaThl MOMCKOBBIX HccheaoBaHuil. Heooxoanmo
IIPEJCTaBUTh LEJIU, IPOJOJIKUTEIBHOCTD, H3yUYE€HHBIE J03bI (2 TaKXKe MCII0JIb30BaHHbII COCTaB, €CIM OH
OTJIIMYAETCs OT HAXOMSIIErocss B 00OpPOTE), OCHOBHBIE XapaKTEPUCTUKU HMCCIETOBAHHOM MOIYJISIUH
MAIUEHTOB (BKJIIOYAas BO3pacT M YMCIIO NAIUEHTOB), a TAK)KE OCHOBHBIE XApPAaKTEPUCTUKH 3apaHee
BBIODAHHBIX KOHEYHBIX TOYEK HE3aBUCUMO OT UX TOJOXKHUTEIbHOM WIM  OTpULATEIbHON
HaIlpaBJICHHOCTH. Eciin faHHbIe MPEACTAaBIAIOTCS COMHUTEIBHBIMY, 3TO YKa3bIBAETCS TONIOJHUTEIIBHO.

HCO6XO)II/IMO TAaKXE MPEACTABUTH LI€JIb, OCHOBHBLIC PE3YJIbTAThl M BBIBOA KaXXAOT'O KIMHUYCCKOI'O
Hucciaca10BaHUs 0€30IacCHOCTH.

Ecnau ymosHOMOYEHHBIE OpraHbl TOCYIApCTB-YICHOB OCBOOOAMIN JIEKAPCTBEHHBIN MpernapaTr OT
HEOOXOJUMOCTH KJIIMHUYECKUX HCCIICIOBAHUN B TEIMATPUUYCCKON TOMYJSIUA WIH OTJIOXKHIU WX,
HE00X0IMMO yKa3aTh Cleayronue GopMyITupOBKH:

B OTHOIIEHHH OCBOOOXIEHHUS OT HEOOXOAWMOCTH KIMHUYECKHX WCCIEIOBaHUA BO BCEX
MOATpyNHax:

"[HammeHOBaHHE YMOJHOMOYEHHOIO OpraHa rocyAapcTBa-ujeHa] O0CBOOOAMIO OT OOS3aHHOCTH
MPENICTaBIATh pPE3yJIbTaThl HCCIENOBAaHUI [HAMMEHOBAaHUE JIEKApPCTBEHHOTO IIpemapaTa] BO Bcex
NoArpynmnax AeTeil Mpu [COCTOSTHUE, COOTBETCTBYIOIIEE PEIICHHUIO M0 IUIAHY UCCIEI0BaHUs y JAETel 1Mo
YTBEPKJICHHOMY TOKa3aHUIO K puMeHeHuro |. Cm. pazzaen 4.2 OXJIII no npuMmeHeHuto y neren';

B OTHOIIEHUU OTJOXEHHBIX O00S3aTENIbCTB, PACHpPOCTPAHSAIOIIMXCS, MO MeEHbIIeH Mepe, Ha 1
MOATPYMILY:

"VIOIHOMOYEHHBIE OpraHbl TOCYJapCTB-WIEHOB OTJIOKWJIM 0053aTENIbCTBO  IPEJCTABIATh
pe3yabTaThl MCCIEJOBAaHUN [HaMMEHOBAaHHE JIEKapCTBEHHOrO Ipenapatal] B OAHOM wuiam  Ooiee
MOArpynmnax JAeTed Mpu [COCTOSHUE, COOTBETCTBYIOIIEE PELIEHHIO 10 MIJIaHy MCCIEAO0BAaHUA Y AETE 10
YTBEPKACHHOMY ITOKa3aHUIO K puMeHeHuto . Cm. pazzen 4.2 1o npUMEHEHHUIO y ieTei’”;

B OTHOIIEHUH JIEKaPCTBEHHBIX MIPENapaToB, 3apEerUCTPUPOBAHHBIX IO MPOLEAYpe "perucTpanus Ha
ycioBusAX" HE0OXOUMO yKa3aTh CIeyIOIIee YTBEPKIACHHE:

" JlaHHBII JIEKAPCTBEHHBIN IpenapaT 3aperucTpUpoBaH Mo mpoieaype "perucrpanus Ha yCIoBUsIX"
U TI0O HEMY OXHJIaeTCsl MPEeCTaBICHNUE JOMOJIHUTENbHBIX JaHHBIX. [HanMeHoBaHMe yHOTHOMOYEHHOTO
oprana pedepeHTHOro rocyaapcra] OyAeT MPOBOAUTH E€XKErOAHO HKCHEPTH3y HOBBIX CBEACHUH O
npemnapare, a ganHast OXJIII 6yner 0OHOBISATHCS 1O Mepe He0OXoAUuMOoCTH. "

501041

"JlaHHBIN JIEKapCTBEHHBIN MpenapaT 3aperucTpUpOBaH MO "HCKIIOUYUTEIbHBIM 00CTOsITENHLCTBAM"
B CBSI3U C [pelkuM 3a00JieBaHHEM, HAayYHBIMH COOOpPaKEHUSMH, 3THUYECKMMU COOOpa)K€HHUsSMHU] Bce
HE00XO0/IMMBIE CBE/IEHUS O JaHHOM JIEKAPCTBEHHOM IIpernapare MolIy4uTh HeBO3MOXKHO. [HanMeHoBaHue
YIOJIHOMOYEHHOTO OpraHa rocyjaapcTBa-ujeHa] OyJIeT MNpOBOAUTH OSKCIEPTU3y HOBBIX CBEICHUH,
KOTOPBIE MOTYT MOSIBIIATHCS €xkeronHo, a nanaas OXJIII 6yxer 0OHOBIATHCS IO Mepe HEOOXOUMOCTH. "
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5.2. PapmMaKkoKMHeTU4YecKkne CBoncTBa

OnuceiBalOT  (apMaKOKHHETUYCCKUE CBOWCTBA JICHCTBYIOIIETO BEMISCTB, 3HAYMMBIC IS
PEKOMEHTyeMO 03Bl 3aPETUCTPUPOBAHHON JO3UPOBKH U JIeKapcTBeHHOU Gopmbl. Ecim Takue naHHbIe
OTCYTCTBYIOT, B KAU€CTBE aJIbTEPHATUBBI MOKHO MPEJICTABUTh PE3YJIbTaThl, IOJYYEHHbIE B OTHOILLIEHUHN
JIpYTUX MyTel BBEJCHHUs, IEKaPCTBEHHBIX (POPM UITH 103.

HGO6XOI[I/IMO MNpEACTaBUTbL CPCAHUC 3HAYCHHUA OCHOBHBIX (I)apMaI(OKI/IHeTI/ILIeCKI/IX napamMeTpoB U
nux BapI/IaGGJIBHOCTB, Harpumcep, 61/IO,Z[OCTYHHOCTI/I, KIIMPCHCA U IICpUOoaa MOJTYBBIBCACHHA.

DapMaKOKHHETUYECKUE AaCIEeKThI, KOTOpPhIE MOJXKHO OIHMCAaTh B JAaHHOM pasjieiie, €CJIM OHU
3HAYMMBI, BKIIFOYAIOT B CE0s ClIeTyIoIIee:

06mee BBCACHUC, CBCACHUA O TOM, ABJISICTCA JIU J'ICKapCTBeHHHﬁ Inpceriapatr MmpoJeKapCTBOM HIIN
€CTh JIM Y HCIr0 aKTUBHBIC MCT8.6OJ'II/ITBI, XUPAJIBbHOCTH, PACTBOPUMOCTDb, CBECACHHA O IOIYJIALIUH, Y
KOTOpOﬁ MMOJIy4YCHBI OCHOBHELIC (I)apMaKOKI/IHCTI/I‘-IeCKI/Ie JaHHBIC U T.1.,

o01IMe XapakTePUCTUKU JICUCTBYIOIIETO BELIECTBA IIOCIE€ NPUMEHEHUS JIEKapCTBEHHOI'O
Ipernapara ¢ COCTaBOM, 3asBJIEHHOI'O HA PErUCTPaLUIO:

abcopOrusi: motHOTa abcopOIyK, abCcoOTHAS U (M) OTHOCUTENIbHAST OMOAOCTYITHOCTD, (D QeKT
"MEePBUYHOTO MPOXOXKACHUS ", BpEMS JOCTUKEHHUS] MaKCUMAIbHOHN T1a3MeHHONW KOHUEHTpauuu (Tmax),
BIUSHUE THIIM, a TaK)K€ B OTHOILIECHUM JIEKAPCTBEHHOrO Mperapara Afsi MECTHOTO MPUMEHEHUS -
CUCTeMHasi OMOJIOCTYITHOCTh, BOBJIICUEHUE TPAHCHIOPTHBIX OenkoB. [Ipu Hamu4uu JaHHBIX HEOOXOAMMO
OTpa3uTh MECTO a0COPOLUU B KEIYAOYHO-KUIICYHOM TPaKTe (TIOCKOJIBKY 3TO MOXET MMETh 3HAUCHUE
MIPU BBEJICHUU YePEe3 30H]I IJIsi SHTEPAILHOTO MMUTAHMUS ),

pacrpezielieHue: CBA3b C OeNKaMM IIa3Mbl, KaXyLIUiics 00beM pacrpeleieHusl Ha KUJIorpaMM
Macchl Tena (Hampumep, JI/Kr), KOHLIEHTpalus B TKaHsIX U (WIK) IUia3Me, CBEJCHUSI O MHOTOKaMEpHOM
pacmnpeeNieHny, BOBICYEHUH TPAHCIOPTHBIX OEJIKOB, MPOHUKHOBEHHE Yepe3 TeMaTodHIedaTndecKuii
6apbep, MPOHUKHOBEHUE Yepe3 IUIALEHTY U B MOJIOKO;

ouotpanchopmarus: creneHb MeTaboau3Ma, MeTaboJIMThl, aKTUBHOCTh META0OJIUTOB M UX BKJIA] B
3G PEKTUBHOCTP W TOKCUYHOCTH, (PEPMEHTHI, YYaCTBYIOLIHNE B METAa0OJHM3ME, OpPTraHbl, B KOTOPBIX
MPOUCXOIUT METa0OIM3M, pe3yJdbTaThl HCCICIOBAHWN B3aWMOJCHCTBHSA in  Vitro, KOTOpBIE
CBHJCTEIBCTBYIOT O CHOCOOHOCTHM COEIMHEHUS HWHIYLHUPOBAaTh (MHTUOMPOBAaTh) METabOIHMUECKHe
(hepMeHTHI;

AIIMMUHAIMS: TIEPUOJIBI TIONYBBIBEICHUS, OOLIUI KIIMPEHC, MEXK- U (WJIM) BHYTPUUHIUBH Ty allbHAS
BapuabenbHOCTh OOIIEro KIMPEHCa, MyTH BBIBEJCHUS HEM3MEHEHHOT'O BEIIECTBA M METa0OJHTOB,
BKJIFOYAsi OTHOCHUTEIIbHBIM BKJIAJ] TICYCHOYHON W MOYCYHOW DIMMUHAIIUHU, BOBJICYCHHE TPAHCIIOPTHBIX
OCJIKOB;

JUHEHHOCTh (HETMHEHHOCTh) (papMaKOKMHETUKU JEHCTBYIOIIETO BEUIECTBA 110 OTHOIICHHUIO K J103€
u (unu) BpeMeHu. Ecnu ¢apMakoKMHETHKAa HEJIMHEWHa MO OTHOLIEHWIO K J03€¢ U (WJIHM) BPEMEHH,
HE00XO0IUMO OTPa3UTh MPUUNHBI HETMHEHHOCTH.

B stom xe pasaciic CiaeayCeT NpruBECTU CICAYIOMUC NJOIMOJTHUTCIBHBIC 3HAYMMBIC CBCIACHUS.
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XapaKTePUCTUKH OTJIEIbHBIX TPYMI CyOhEKTOB WIH MAIIMEHTOB: U3MEHUYNBOCTh B 3aBUCUMOCTHU OT
Takux (HaKTOpoB, KaK BO3pacT, Macca Tenia, MOJI, KypeHHe, MONIUMOP(HU3M TEeHOB, KOIUPYIOUINX
(dbepMeHTOB MeTaboJM3Ma, U COIMYTCTBYIOIIUX TMATOJIOTHYECKHX COCTOSHUHM, TaKUX KakK IOYeYHas
HEJIOCTAaTOYHOCTh, TMEUCHOYHAsI HEAOCTAaTOYHOCTh (BKJIIOYAs CTENEHb HapyuieHus). Ecnu BiusHuE Ha
(hapMaKOKHMHETHUKY PAaCCMaTPUBACTCSA KaK KIMHUYECKH 3HAYUMOE, €r0 HEOOXOIUMO 0XapaKTepHU30BaTh
KOJIMYECTBEHHO CO cchutkaMu Ha paszzen 4.2 OXJIII (ecau npuMeHUMO);

(1)apMaKOKI/IHCTI/I‘leCKaH—(bapMaKO,I[I/IHaMI/ILIeCKaH 3aBUCHUMOCTD,

3aBHCUMOCTh MEXIYy [J030M (KOHLEHTpanuen, (apMakKOKMHETHYECKMMU MapaMeTpamH) u
spdexToM (MCTUHHAs KOHEYHAass TOYKAa, BaJHIMPOBAaHHAs CypporaTHas KOHEYHas TOYKa WU
He)XeJlaTesIbHas peaKius);

ONMCAHUE UCCICTOBAHHON MOIYJISALINH.

5.2.1. Netn.

Heo6xonmumo 0000mMTh pe3ynbTaThl (PapMAaKOKMHETHYECKHX HCCIEIOBAaHUNA B Pa3IUYHBIX
BO3PACTHBIX Ipynnax jgered. MoKHO OTpasuTh 103bl, PUBOJAIIME K SKCIO3ULIUU IIperapara, CX0oxeu
CO B3pOCIIBIMH, €CJIU 3TO 3HaunMo. HeoOxoauMo yka3aTh JeKapCTBEHHYIO (OpPMY HCIIOJIB30BAHHYIO B
(hapMaKkOKMHETHUECKUX HCCIeoBaHUAX y JjAered. HeoOxomumo yka3aTb Ha HEOINpPENEIeHHOCTh
UMEIOIUXCS JaHHBIX B CIIy4ae HEJOCTATOYHOCTH OIIBITA.

5.3. laHHbIe AOKNMHNYeCcKou 6e30nacHoOCTH

HeoOxonumo mpencTaBUTh BCE Pe3yIbTaThl JOKIUHHUYECKUX HCIIBITAHWN, KOTOPBIE MOTYT OBITH
3HaYUMBl I Bpayda, Ha3HayaloUIero Impenapar Mpud YCTaHOBJIEHHM MNpodumis Oe30MmacHOCTH
JIEKapCTBEHHOI'O IIpernapara, Ipu NPUMEHEHUM 10 YTBEP)KICHHBIM II0OKAa3aHUSIM K IPUMEHEHHIO,
KOTOpbIE He ObUTM BKJIIOUEHBI B Ipyrue 3HauuMble paszaenst OXJIIII.

Ecnu pe3ynbrarhl JOKIMHUYECKUX HMCCIEIOBAHUNA HE NAlOT JOMOJHUTENIbHBIX CBEJIEHUN Bpauy,
Ha3HAYaloIIeMy JIEKApCTBEHHBIA IMpenapaTr, TO TaKhe pe3yJbTaThl (Kak IOJOXKUTEIbHBIE, TaK U
OTpHUILIaTENbHBIE) TyOIUPOBaTh HE TpeOyeTCs.

HCO6XO)II/IMO KpaTKO oOmnucaTtb pPE3YIbTAThl JOKIMHUYCCKHUX HCIIBITAHUH C YKazaHueM
KOJIMYCCTBCHHBIX XapPaKTCPUCTUK B COOTBETCTBUH CO CICAYIOINHUMU ITPUMEPAMMU:

B JOKIMHUYECKUX JAHHBIX, [IOJYYEHHBIX II0 pPE3yJbTaTaM CTaHAAPTHBIX HCCIIEIOBAHUMN
(dhapmakonorndeckoil 6€30MacHOCTH, TOKCHYHOCTH TP MHOTOKPATHOM BBEJIEHWHU, T€HOTOKCHYHOCTH,
KaHIIEpPOTe€HHOT0 MOTEHIIMAJIa U PENPOyKTUBHOM U OHTOT€HETUUECKOU TOKCUUYHOCTH, OCOOBIN Bpe.T JIst
YEJIOBEKa HE BBIABIICH;

B JIOKIIMHUYECKHX HCCIEJOBAHUAX HaOmMoAanuch dS(@exTsl JUlIb Npu  BO3AECUCTBUU
JIEKApCTBEHHOI'0 IIpernapara B J103aX, CYLIECTBEHHO IPEBOCXOIALIMX MAaKCUMaJbHYI0, YTO SBIAETCA
KIIMHUYECKU HE3HAYUMBIM;

UMEIOTCS HEXKeJlaTeNbHbIe PEaKluu, He OOHApYXKEHHble B KIMHUYECKUX MCCIIEOBAHUSAX, HO
BBISIBJICHHBIC Y JKUBOTHBIX IIPY BO3JEHCTBHUM JICKAPCTBEHHOI'O IIperapara B J03aX, CX0XKHUX C J03aMHU,
IIPUMEHEHHBIMU B KIIMHUYECKUX UCCIENOBAHUAX, YTO MOKET UMETh KIIMHUYECKYIO 3HAYUMOCTb.
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CJ'ICI[yeT npu HCO6XOI[I/IMOCTI/I MNpEeaACTaBUTbL 3HAUYUMBIC IJIA nereit pPe3yabTaTbl JOKIIMHUYCCKHUX
I/ICCJ'IC)IOBaHI/II‘/JI, BKJIFOYasl HCCICAOBAaHHWA, IMPOBCIACHHBIC Y MOJOABIX JKUBOTHBIX W TIICPU- HIIU
IIOCTHATAJIbHBIX MCCICAOBAHMM C aHAJIW30M HX KIMHHYSCKOM 3HAYUMOCTH, II0J OTACIIbHBIM
1oA3aroJIOBKOM.

5.3.1. OueHka puckoB ans okpyxawuwen cpeabl (OPOC)

Crnenyer mpencTaBUTh BBIBOJBI OLIEHKM PUCKOB JIEKAPCTBEHHOT'O Ipemnapara sl OKpY’Karolleu
Cpelbl, €ClId 3TO 3HAYMMO, CO CChUIKOM Ha pazaen 6.6 OXJIIIL.

6. ®apmaueBTUYECKME CBOUCTBA
6.1. NMepeyeHb BCcnomMmoraTtesnbHbIX BeLeCcTB

ITpuBoaMTCS NEepeueHb BCEX BCIIOMOTATENbHBIX BEUIECTB (KAUECTBEHHBIN COCTAB), TaXe €CJIM OHU
COJZIEpKATCS B JICKAPCTBEHHOM IIpenapare B HE3HAYUTEIIbHBIX KOJIMYECTBAX, HAllpuMep, YepHuia. boiee
opOOHBIE CBENEHUS O BCIIOMOTraTENbHBIX BELIECTBAX, MOAJMEKAIIUX YKa3aHUIO, INPHUBEIEHbI B
npuwioxkennn N 1k  HacrosumMm TpeboBanusMm. HeoOxomumo yka3aTb BCe MHIPEIUEHTHI
TPAaHCAEPMAJIbHBIX IUIACTBIpEH (BKIIIOYAs aAre3MBHYIO OCHOBY, BBICBOOOXIAIOUIYIO MOJUIOKKY U
Hapy>kKHYIO IJICHKY).

He cnemyer BkiIoyaTh JEWCTBYIOIIEE  BEIIECTBO, OCTATOYHbIE MPUMECH  BEIECTB,
WCIOJIb30BAHHBIX B MPOM3BOJICTBE TOTOBOTO Tpernapara (HampuMmep, pacTBOPUTENH, Ta3 B CBOOOIHOM
HaJl TpernapaToM TMPOCTPAHCTBE M AHTUOMOTHKH, HCIOJIB30BaHHBIE B TIPOU3BOJICTBE BAKIIHH),
JTyOpUKAHTHI IPEABAPUTEIIHHO 3aMOJTHEHHBIX MITIPHUIICB U KOMITIOHEHTHI 000JI0UEK KaIlCyJl MOPOIIKOB JIJIst
UHTAJISIUHI, HE TpeIHa3HAYeHHBIX JJIS IpUeMa BHYTPb.

OpnHako omnpeneneHHbIE OCTATOYHbIE MpUMeECH (HAampUMep, TPUMECH aHTUOMOTHUKOB WUIIH MPOYHX
MPOTUBOMHUKPOOHBIX AareHTOB, HWCIOIB30BAHHBIX B TIPOIlECCE MPOU3BOJCTBA), H3BECTHHIE CBOUM
AJUICPICHHBIM IMOTCHLIUMAJIOM U CHOCOGHLIC BBI3bIBATL HCKCIIATCIIBHBIC PCAaKIHU, CICAYCT YKa3aTb B
paznene 4.3 win 4.4 OXJIIT cOOTBETCTBEHHO.

Jlnst BcmoMoraTeNIbHBIX BEIIECTB CIeAyeT yKa3biBaTh pekomernayemoe MHH, mpu ero orcyrctBun
- HaMEHOBaHue, ykazanHoe B ®apmakonee Coro3a, mpH €ro OTCyTCTBUU - HAMMEHOBAHHE, YKa3aHHOE B
(apmakomnesx TrocyJapCTB-4JIEHOB, MPH €ro OTCYTCTBHMHM - HaWMMEHOBaHUE coriacHo EBpormeiickoit
dapmMmakoriee, IpU €ro OTCYTCTBUH - OOIIETPUHATOE TPYNIUPOBOYHOE HaUMEeHOBaHue. He momyckaercs
WCIIOJIb30BaTh IMAaTEHTOBAHHbIE HAaMMEHOBaHUsA. KOMIIOHEHTHI CMECH BCHOMOTaTEJIbHBIX BEIIECTB
clenyeT yKa3bpIBaTh IO OTAEIbHOCTU. Eciam TOUHBIN cOCTaB BKYCOBOM JOOAaBKM WIIM apomMaTH3aTopa
3asBUTEII0 HEW3BECTEH WJIM OH JOCTAaTOYHO CJIOKHBIMA, €T0 JIOMyCKaeTCs yKa3aTh B OOIIMX dYepTax
(manpumep, "anenbCHHOBAs BKycoBas jo0aBka', "mutpycoBas oTaymka'"). OqHako cieayeT BKIIOYUTh
BCE KOMIIOHEHTHI, U3BECTHBIE CBOUM JeicTBHEeM WK d(hdexToM.

[Tocne WMHTpenMEeHTOB, KOTOpbIE MOTYT M00aBIAThCSA Uil Koppekiuu pH, B ckoOkax ciemyer
yKa3bIBaTh (11 koppekuuu pH)".

ToproBeie HaMMEHOBAaHHS WM OOIIEONMKCATENIbHbIE HAMMEHOBaHUs (Hampumep, "ydepHmia') He
ClemyeT WCIOJIb30BaTh BMECTO OOIICTIPUHSATOTO HAWMEHOBAHMS HMHTPEJUEHTAa WJIH CMECH
UHTPEIUEHTOB, HO JIOMYCKAeTCs UCIOJIb30BaTh BMECTE€ C HAUMEHOBAHHUSIMH UHTPEIUEHTOB, €CIIU TOYHO
W3BECTHO, KaKWe MHTPEAUEHTHI OMUCHIBAIOTCS C TOMOIIBIO CBOETO HAUMEHOBAHHSL.
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XuMHUUECKH MOAU(DHUIIMPOBAHHBIE BCTIOMOTATEIbHBIC BEIIECTBA CIIEAYET OMUCHIBATH TaK, YTOOBI HE
JIOMYCTUTh MyTaHUIIBI ¢ HEMOAU(UIIMPOBAHHBIMHU aHAJOraMH, HalpuMmep, "MpeKeTaTHHU3UPOBAHHBIN
Kpaxman".

Ecnu nexapcTBeHHBIN npenapaT B LENsIX KOHTPOJIS ABM)KEHUS, OTCIEKUBAHUS U ayTEeHTU(UKALUN
COJICP)KUT CKPBITYIO METKY, B I€peueHb BCIOMOTAaTEIbHBIX BEUIECTB CJEIyeT BKIIOUYUTH 0O0Iee
ykazaHue "dakrop ayTeHTU(UKAIMK'", a HE HAUMEHOBAHUE BCIIOMOTaTEJILHOTO BEIECTBA, €CIU TOJIBKO
OHO HE U3BECTHO CBOUM JieiicTBHEM WU 3(hHeKToM.

Kaxmoe BcromorarenbHOE BEIIECTBO PEKOMEHIYETCS  yKa3blBaTh OTICIBHOW  CTPOKOM.
Lenecoobpa3Ho MepeyrcisTh BCIIOMOTAaTEIbHBIE BEIIECTBA B COOTBETCTBUU C PA3IUYHBIMU YaCTAMHU
npenapara, Hanpumep, "sapo - oOosouka" TabneTku, "comepkumMoe - 000704YKa" Kamncysbl U T.1I.
BcenomoratenbHble BelecTBa MpenaparoB, MpeICcTaBiIeHHbIX Oosee yeM | mepBUYHON (BHYTpEHHEMH)
YIAaKOBKOH WM coJepxaluecs B JBYXKaMEPHbIX IEPBUYHBIX (BHYTPEHHMX) YNAKOBKaX, CIEAyeT
NEPEeYMCIIATh Ha MEPBUUHYIO (BHYTPEHHIOO) YIIAKOBKY MM Ha Kamepy.

AOGOpeBUaTypbl BCIOMOTATEIbHBIX BEIIECTB MEPEUHCIATh He cienyeT. OnHako U3 cooOpakeHuin
HSKOHOMHH MeCTa a00OpeBHATyphI BCIIOMOTATENIbHBIX BEIIECTB MOTYT IIPHCYTCTBOBATh B MAPKUPOBKE MPU
YCJIOBUH TOTO, 9TO OHU pacmudpoBansl B pazaene 6.1 OXJIIL.

6.2. HecoBmecTUMOCTb

HeoOxomumo mpeacTaBUTh CBENEHUS O (PUIMYECKOW WM XUMHUYECKOW HECOBMECTUMOCTHU
JIEKapCTBEHHOT'O Mpemnapara ¢ APyrUMHU JIEKapCTBEHHBIMU TIpermapaTamMu, ¢ KOTOPBIMU €CTh BEPOSTHOCTD
CMEIIMBAHUS WU OJJHOBPEMEHHOTO BBEACHHS. JDTO OCOOCHHO Ba)KHO IS JICKQPCTBEHHOTO TIperapara,
MOJIISKAINETO BOCCTAHOBIICHUIO ©  (WJIM) Pa3BEICHHUIO Iepe]l TMapEHTEPATbHBIM  BBEIACHHEM.
HeoOxoauMo mepevrciuTh CYHICCTBCHHBIC IOCICACTBHS B3aUMOJCHCTBUSA (Hampumep, copOrus
JICKQpPCTBEHHOTO Iperapara WM KOMIIOHCHTOB IPENaparoB B INIPHUIAX, MEPBHYHBIX YITAKOBKAX
MapeHTepAIbHBIX MpenapaToB OONBIIMX O0BEMOB, 30HAX, BCTPOCHHBIX (unbTpax, Habopax ms
BBEJICHUS U T.]I.).

VKa3zaHHs O COBMECTHMOCTH IIpemapara ¢ JIpPYTMMH JIEKapCTBEHHBIMH IIpenaparamMu WIH
M3ICIUSIMHA B JAHHOM pa3fiesie MPUBOJUTh HE CIEAYET, UX BKIOYaroT B pazaen 6.6 OXJII. Ykazanus
OTHOCHUTEJIBHO (papMaKOJOTHUECKON U XUMHUECKOH ((hru3ndecKoil) HECOBMECTUMOCTH C IUILEH clieayeT
npuBoauts B pasgene 4.5 OXIJII. Ecniu He mnpumeHumo, ykasbiBaeTcs (opmyiupoBka: "He
MIPUMEHUMO".

B oTHOIIEHWHM OmMpeNeNeHHbIX JEKapCTBEHHBIX (DOpM, Hampumep, MapeHTEPATbHBIX, CIEAYyeT
yKazath 1 u3 cneayromux GopMyInpoBOK:

"B cBs3u C OTCYTCTBHEM MCCIEAOBAHUI COBMECTUMOCTH, JAHHBIN JICKAPCTBEHHBIN Mpenapar He
clielyeT CMENIMBAaTh ¢ APYIMMHU JIEKAPCTBEHHBIMU MpernapaTaMu’.

"JlaHHBIA JIEKapCTBEHHBIN Ipemapar He CcjlelyeT CMEUIMBAaTh C JPYTUMH JIeKapCTBEHHBIMU
IpenapaTamy, 3a HCKJIIOUEHUEM YIOMSIHYTBIX B paszzene [6.6 u 12] OXJIII".

6.3. CpoKk rogHOCTU (CPOK XpaHEeHUs)

Cpok rogHocTH (CpOK XpaHEHHs) HEOOXOAMMO YKa3bIBaTh JJIsl JIEKAPCTBEHHOI'O Ipemnapara BO
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BTOpH‘lHOﬁ (HOTpe6I/ITeHLCKOI>’I) YIAaKOBKE, a TakKke, CCJIIM 3Ha4YuMoO, TIIOCJIC pa3BCIACHUA,
BOCCTAaHOBJICHU, UJIN TTOCJIC ICPBOI'O BCKPBITHA.

Cpok romHOCTH (CpPOK XpaHEHUs) HeOOXOIUMO yKa3aTh YETKO C HCIIOJIb30BAHHEM HaJIexalen
CAWHUIBI BpCMCHHU.

[Tonnexamue BKIIOYEHUIO YKa3aHUSI OTHOCUTEIBFHO CPOKa TOJHOCTH (CpOKa XpaHEHHs ) TOTOBBIX K
IPUMEHEHHIO CTEPUIIbHBIX MpenapaToB MpHBEIEHb! B MpuiokeHun N 6 K HacTosmuM TpeGoBaHUsAM.
Ecnu npu mpoBeZieHMH HCCIIEOBaHUS MO pa3pabOTKe BbISBIEHA HEOOXOAMMOCTh yKa3aHHs CpoKa
TOJHOCTU (CpPOKa XpaHEHMsI) APYTHX JIEKAPCTBEHHBIX IIPENApaTOB, FOTOBBIX K NPUMEHEHMIO, CPOK
TOJJHOCTHU YKa3bIBalOT U JUISl HUX.

Kpome ToOro, ecim TpeOyercsi NMPUTOTOBICHWE PpA3IMYHBIX KOHIEHTpAIWW, HANpUMep, IS
MPUMEHEHU Yy JeTei, HeoOXOAMMO yKa3aTh Ha (U3MKO-XMMHYECKYI0 CTaOWIBbHOCTb MJisi BCEro
JMana3oHa KOHUEeHTpalui, Hanpumep: "CTaOuibHOCTh MOATBEPKACHA [Vl KOHIEHTPAlUi B TMana3oHe
X - y MI/MJ B TedueHue t yacoB (JHei) npu remnepatype 25 °Cu 2 - 8 °C".

Ecnu npenapat nokasas 1eTSM, HO OTCYTCTBYIOT MOJAXOSIIUE IETCKOMY BO3pPACTY JI€KaPCTBEHHAS
dbopMa u (WIM) TO3MPOBKA, OJHAKO MOXKHO MPHUTOTOBUTH Mpemapar ex tempore U3 HMEIOMIeTrocs
JIEKapCTBECHHOT'O TMpemnapara, COOTBETCTBYIOIINE (DH3MKO-XUMHUYECKHE JaHHBIC TI0 XPAaHCHUIO W
CTaOMIBPHOCTH HEOOXOAMMO MPUBECTH B IAHHOM pa3/iesie CO CChUIKaMu Ha paszaeinsl 6.4 u 6.6 OXJIIL.

Ecnu g MetunuHCKUX paOOTHHUKOB WJIM NMAILMEHTOB TpeOyeTcsl yKa3zaHHe OCOOBIX BPEMEHHBIX
YCIOBUH XpaHEHHs, HalpuMmep, B LEIIX aMOylIaTOpHOro MpPHUMEHEHMs (Hampumep, CPOK TOJHOCTH
cocraBiseT 24 Mecaua npu 2 - 8 °C, U3 KOTOpBIX 3 Mecsla JOMYCKAeTCsl XpPaHUTh IIPU TeMIIepaType
Hwke 25 °C), HeoOXO0AMMO JaTh COOTBETCTBYIOIIME JIOTOJIHUTENbHBIE pexoMeHaauuu. IlogoGHbie
CBEICHMsI BCErja JOJDKHBI OCHOBBIBAThCS Ha JAaHHBIX IO crabuwibHOCTH. Heobxomumo ykaszaTh
PEKOMEHIYEMBbId TEMIEPAaTypHbIM [Hana3oH M MaKCUMAaJbHYIO MPOJOKUTEIbHOCTh BPEMEHHOIO
xpaHeHus. [logo06HbIe pekoMeHJalluy MOTYT TaK)Ke BKIIIOYATh B c€0sl CBEJICHUS O Mepax, IPUMEHAEMBIX
1ocje XpaHeHMs JIEKAapCTBEHHOrO IIpernapara BO BPEMEHHBIX YCIOBHMAX XpaHEHUs (Hampumep,
HEMEJIEHHOE YHUUTO)KEHHUE).

He cnenyer npencraBisaTh Takue yKazaHusl, Kak: "ITU TaHHbIC HE SIBISIOTCS PEKOMEHIAIUSMU 110
XpaHEeHUIo".

Eciii B OTHOIIECHWHM pa3HBIX IMEPBUYHBIX YIIAKOBOK CPOKH TOJHOCTH (CPOKH XpaHCHHsS) HE
pa3auyaroTCs, YIIOMUHATh 3TH YIAKOBKU HE ciieayeT. [IpUBOAWTH yCIIOBUS XPaHEHUS HE CJCIyeT, 3a
UCKJTFOUCHUEM YCJIOBHI XPaHEHUS TIOCJIe BCKPBITUS B COOTBETCTBUU C TpuiIokeHneM N 7 K HaCTOSIIUM
TpeboBanusim. He crienyer mpeAcTaBiusTh Takue yka3aHus, kak "He IMpHUMEHSATh MO UCTEYCHHU CPOKa
roguoctH'.

Ecnu BMecTe ¢ J1€KapCTBEHHBIM NPENApaToM IOCTABIISETCS M3/€IHe, HEOOXO0IUMO yKa3aTh CPOK
TOJTHOCTH (CPOK XpaHEHHsI) TOTOBOTO K MPUMEHEHUIO U3/eus (€CIi TPUMEHKMO).

6.4. OcobOble Mmepbl NPeaOCTOPOXHOCTU NPU XPaHEHUU

[Ipn yka3anuu Mep MPEAOCTOPOKHOCTH MPH XPAHCHHH CJEIYeT HCIIOJIBb30BaTh OJHY WU
HECKOJIBKO CTaHJAPTHBIX (pa3, MPHUBEACHHBIX B TpmwiokeHnn N 6 k HacTosmmuMm TpeOGoBaHUSIM,
KOTOpBIC HEOOXOMMO JIOTIOJTHUTh IMOSCHEHUEM OTHOCUTEIILHO YYBCTBUTEIIBHOCTH TIperapaTa K CBeTy U
(wm) Bnare.
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B oTHomeHMM XpaHEHHs BCKpBITBIX, Pa3BEIEHHBIX WJIM BOCCTAHOBIIEHHBIX CTEPUIIbHBIX
IIpENnapaToB CIEAYET CAENaTh CChUIKY Ha pazzaein 6.3 OXJIIL

Ecnu Tpebyrorcsi ocoOble Mephbl MPEAOCTOPOKHOCTU MPH XPAHEHUH, OHU JIOJDKHA COOTHOCHTBHCS
mexay OXJIIL, mapkupoBkoii u JIB.

B OXIJIII He cneayeT BKIHOYATh MPEAYyHNPEKACHUE O HEOOXOAUMOCTH XpaHEHUS JIEKapCTBEHHOTO
npernapara B HeZJOCTYITHOM JJIsl IeTe MecTe Tak, YTOObI OHU HE MOIJIM €T0 BUIETh.

6.5. XapakTtep 1 cogepxaHue nepBMYHON YNaKOBKU

HeoOxonumo ykaszaTh NepBUYHYIO (BHYTPEHHIOK) YIIAKOBKY, MCIOJB3Ysl CTaHAAPTHBIA TEPMHH
®apmakonien Coroza, MmaTepuan, M3 KOTOPOTO H3TOTOBJEHA MEpBUYHAsl (BHYTPEHHSA) YIAaKOBKa
(manpumep, "creknsHaple (uakonsl”, "IIBX wm (wim) amoMmuHHEBbIE OyMcTephl, "OYTBUIKH U3
MOJIMATUIICHA BBICOKOM IUIOTHOCTH"), a TaKKe TMEePEUUCIIUTh BCE MPOYHE KOMIIOHCHTHI Tpenapara
(Hampumep, Wria, MOMa30K, MEpHas JI0KKa, PACIBUINTENbh W3JENUHA AN WHTANSINNA, OCYIIUTENb).
Heo6xoauMo MOSICHUTH TPaJyHpPOBKY Ha MEPHBIX HM3JEIHAX, a TAK)XKE OMUCATh MEPBHYHYIO YIAKOBKY
MO00T0  PAacTBOPUTENS, MOCTABISIEMOTO BMECTE€ C JIGKAPCTBEHHBIM MperaparoM. 30bITouHyI0
JeTanu3annio (HarmpuMep, IBET MPOOKH, CBOIMCTBAa TepMojiaka) yKa3blBaTh KaK MpPaBUIIO HE CIEIyeT.
[Ipu wcronb30BaHMM pa3ACTUTEIBHOTO IBETA IS pa3iudeHus (OopM BBHIMyCKa MapeHTEPAIbHBIX
IpernaparoB 00 ATOM CIIeyeT yKa3aTh B JAHHOM pasjerie.

Ecnu npumeHnMo, Heo0X0AUMO YKa3aTh, 00JIaZaeT JIM YKYTOpPKa MEPBUYHON YIIaKOBKU (QyHKIHEH
3aLUTBI OT BCKPBITHSI I€THMHU.

[Tpumepsl GopMyITMPOBOK, YKA3bIBAEMBIX B TAaHHOM pa3Jelie:

"Cycnensuss o0beMoM [00beM| MJI B IMpeIBAPUTENIbHO 3alOJIHEHHOM IINpUIE (CTEKJISHHOM) C
YIUIOTHUTEJIEM (XJIOpOyTHIIKAYUdyK) C UTJI0HN Mk Oe3 Hee B ynakoBke 1o 5 wim 10";

"ByTBUIKM M3 MOJUATUIIEHA BHICOKOH IUIOTHOCTH C YKYMOPKOM € (DyHKIMEN 3alUThl OT BCKPBITHS
JeTbMHU M CHWJIMKaresieM B KadecTBe ocymmrens. B ymakoBkax mo 30, 60 unu 90 TabiaeTok, MOKPBITHIX
IUIEHOYHOH 000104KO0i".

HeoOxomumo TepedynciinTh BCE pa3Mephl YIMAKOBOK C yKa3aHWEM YHWCIa CIWHUIl, YUClia 103
(Hampumep, 1T MHOTOJI030BBIX BaKIIMH, MHTAJSTOPOB U T.1.), OOIIEH Macchl WK o0beMa MEePBUYHOMN
(BHYTpEHHEW) yNaKOBKH, a TaK)Ke€ 4YHCJIO TMEPBUYHBIX (BHYTPEHHHMX) YIIAKOBOK BO BTOPUYHOMN
(moTpeOuTenbckoi) KapTOHHOM ymakoBke. Ecnu mpuMeHuMO, HEOOXOAMMO MPHUBECTH CTaHIAPTHOE
ykaszanue: "He Bce pasmMepsl YIIaKOBOK MOTYT OBITh JOCTYITHBI JJIs peanu3auu’", 4ToObl MpeaynpeIuTh
MEIUIIMHCKUX PAOOTHHKOB O TOM, YTO HE BCE TNEPEUYHCICHHBIC Pa3MEpPhl YIAKOBOK MOTYT OBITh
JIOCTYIIHBI JIJI1 HA3HAYCHHS WJIH OTITyCKa.

VYnakoBKkH, NpeAHAa3HAUYEHHBbIE HCKIIOUMUTEIBHO NIJIS TUCTPUOBIOTOPCKHUX ILeJiei, He SBISI0TCS
HOBOM YIAKOBKOW ISl peanu3aliiy JIEKApCTBEHHOro Ipernapara, MO3TOMY BKIIIOYaTh UX B JIAHHBIN
paszen He TpedyeTcs.

6.6. Ocobble Mepbl NPeAOCTOPOXHOCTU MPU YHUUTOXKEHNMN
MCNOJSIb30OBaHHOIO NIeKAPCTBEHHOIro npenapara unm oTxonos,
Nosly4eHHbIX Nocrie NPUMEeHeHUs NeKapCTBEHHOro npenapara,
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W Apyrve MaHunNynsiuuum c npenaparom
Heo0xo1umo nmpecTaBuTh HHCTPYKIIUH 10 YHHUYTOXESHHUIO MIpernapaTa, eciid IPUMEHUMO.

Eciim nMmerorcst ocoObie MephI MPEIOCTOPOKHOCTH MPHU padOTe WM YHUUYTOKCHHH IPENapaToB
(III/ITOTOKCI/I‘-IGCKI/IG HJIM HCEKOTOPBIC OMOIOrNYECKUE npenaparbl WA HUX OTXO)II)I), a TaKXE C€CIIn
MpernapaThl COACPIKAT KHUBbIE OPraHU3MBI, X HEOOXOJAUMO BKJIFOUUTH B JIAHHBIN pa3Jien, a TakkKe, eCliu
3HAYMMO, TIPU YHHUYTOXXCHHU IPEIMETOB, BCTYMABIIMX B KOHTAKT C JIGKAPCTBEHHBIM IPEIapaToM
(Hampumep, TENCHKH WM JIOKKH, WCIOJb3yeMbIe U BBEICHHUS BaKIMH Ui MpHeMa BHYTpb). Ecmu
3HaYMMO, HEOOXOJIUMO TPEACTaBUTh CCBHUIKY Ha 3aKIIOUEHHE IO OICHKE PHUCKOB Ha OKPYKAIOIIYIO
cpeny, onucanHou B paznene 5.3 OXJIIL.

Eciu npumenumo (Hampumep, B OTHOLIEHUM IUTOTOKCHYECKHX JIEKAPCTBEHHBIX IPENapaToB)
HE0OXOIUMO  BKJIIOUUTH  CIEAYIOIIYI0  CTaHaapTHyro  dopmynupoBky: "Bech  ocraBmuiics
JIEKApPCTBEHHBIA MpernapaT M OTXOAbl CIEAYEeT YHUYTOXUTh B COOTBETCTBUU C YCTAHOBJIEHHBIMU
HaIMOHAJIBHBIM 3aKOHOAATEIbCTBOM TPeOOBaHUAMU'".

[Ipr oTCYTCTBHHM OCOOBIX Mep MO NPUMEHEHHUIO WM HMHCTPYKIHH MO pabore s pabOTHUKA
anTeKu M JAPYTUX MEIUIUHCKUX paOOTHUKOB, CJIEIyeT MPHUBECTH CTaHAAPTHYI0 (HOPMYIHPOBKY:
"Oco0bie TpeOOBaHUS OTCYTCTBYIOT".

HpI/IBOI[HT BCC pCKOMCHOAINHU, H€06XOI[I/IMBIG AJI IIPaBUJIIBHOI'O IMPHUI'OTOBJICHHA OIIPEACIICHHBIX
npenapaTroB (HaHpI/IMep, OUTOTOKCHUYCCKUC JICKAPCTBCHHBLIC IIPCIIapaThl U HEKOTOPHIC OMOJIOTHYECKHUE
npenapaTLI), u (I/IJ'II/I) H6‘06XOJII/IMLI€ JJIA 3alllMThI JIMI], BKJIKO4Yas pOI[PITGJ'IGﬁ U YXaKHUBAOUX JIAII,
3aHUMAIOMIUXCA MPUTOTOBJICHUECM IIPCIiapaTa Uiinu pa60Ta10H11/1x C HUM.

B pazpen 4.2 OXJIII HeoOX0auMO BKIIIOYUTh MHCTPYKLUMH AJI1 Bpaya, MPOYUX MEAMIIMHCKHUX
pabOTHUKOB U MAIMEHTOB M0 paboTe ¢ mpernapaToM, a Takke O0Ilre CBEJACHHS O BBEJICHUU Mpernapara
(mpu BBeJECHMHM NALMEHTAMHM WM MEAMLUMHCKUMM paboTHMKaMu). Eciau TpeOyroTcs MHCTPYKLUHU IO
npUMeHeHHI0 (paboTe) ¢ ILeabl0 MPUTOTOBJIEHUS JIEKApCTBEHHOTO Iperapara Iepel] BBEICHUEM,
Hampumep, Mpu HEOOXOJUMOCTH €ro CYCIEeHIMPOBAHUS WU Pa3BEACHUS, ITH CBEACHUS HEOOXOAMMO
NPEJCTaBUTh B JNAHHOM paszzene. s obecriedenus yrydmiero nonumanus pasnen 4.2 OXJII moxer
COJIEpKaTh TEPEKPECTHYIO CCBHUIKY Ha COOTBETCTBYIOIIYIO HH(popmaruio B pazaene 6.6 OXIJIII,
HampuMep, "MHCTPYKIMH MO pa3BEICHMIO IMpernapaTa Mepes BBEACHHEM IpPEeJCTaBICHbI B paszaerne 6.6
OXJIIT".

B nannom pas3aciic peKOMEHAYCTCA NPUBOAUTD JIMIIb CBEACHUA, HGO6XO,Z[I/IMBI€ pa6OTHI/IKy aIlITCKH1
" APpyruM MCIUIIUHCKUM pa6OTHI/IKaM JJI IPUTOTOBJICHUS ITpCTiapaTa nepea BBECACHUECM MMALIUCHTY.

CBeneHusi 0 NMPUTOTOBJIEHUU JIEKAPCTBEHHOrO Ipenapara (Hampumep, CyCIEH3UM MOPOLIKa s
MHBEKIUN WIM MPUTOTOBICHUU pa3BENIEHUs) CleqyeT BKIIOUUTH B pazaen 6.6 OXJIII nezaBucumo ot
TOTO, KTO TOTOBHT Tpemnapar (Hampumep, pabOTHUK anTeKH, Bpad, JAPYTHe MEIUIIMHCKUE PAOOTHHKH,
NAlMEHT, POAUTENM WIM yXaxupawoomme Juna). Ecim mpemapar MNOJUIEKHT BOCCTAHOBIJIEHUIO,
HE00XO0/IMMO OMUCATh €r0 BHEIIHUI BUJ 11OCIIE BOCCTAHOBJICHUS.

B JaHHOM pasfciic MOXHO IHNPUBECTU YKaA3aHUSA OTHOCHUTCIBHO COBMCCTHMOCTHU Ipeliapara ¢
APYruMu JICKAapCTBCHHBIMHU IIp€riapataMyd W HU3ACIHUAMHU IIPU YCIOBHUH HAJIW4YWA B PErUCTPAllMOHHOM

AO0CHC JICKAPCTBCHHOT'O MpCIriapaTta COOTBECTCTBYIOIUX OaHHBIX.

B uckmounTeNnbHBIX Cllydasx, €clid IpernapaT MoKa3zaH JEeTsIM U HEBO3MOXKHO pa3paboTaTrh
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JIEKapCTBEHHYIO (HOpMy, MOAXOSANIYIO JAETAM (YTO IMOATBEPXKAEHO COOTBETCTBYIOUIMMU HAyYHBIMHU
00OCHOBAaHHUSIMHU), CBEJCHMA O MPUIOTOBICHUM TIpemapara ex tempore cleAyeT NPUBECTH IOA
noj3aronoBkoM "[Ipumenenue y aereit" co cepuikoit Ha pasaen 4.2 OXJII. Heo6xoaumo npencTaBuTh
MoApOoOHBIE MHCTPYKIIMK 10 MPUTOTOBIIEHUIO TperapaTta ex tempore u3 moaxosiei "B3pocioi" uiam
npyro# "nerckoit Gopmbl Uid eTell cTapuieil BO3pacTHOM Ipynmbl” JIEKApCTBEHHOW (OPMBI, a Takke
JIONIOJIHUTENbHBIE CBEICHUS O Ipenaparax ex tempore Juisd NPUMEHEHUS y MaJIeHbKUX JeTeH u, eciu
NPUMEHUMO, MaKCHUMajJbHOE BpEMsl XpaHEHUs TaKUX IPernapaTroB, KOIJla OHU COOTBETCTBYIOT CBOUM
CHEeTIU(PUKAIUSIM.

OcoOble Mepbl TPETOCTOPOKHOCTH MPH PabOTEe ¢ MpernaparoM CleayeT yka3arh B paszzene 4.4
OXJIIL.

CBeneHus 0 pHUCKaxX BCICACTBHE BO3JEHCTBHS Ha pabodyeM MecTe HEoOXOAMMO TMPUBOIUTH B
JAHHOM pazzene co cchuikol Ha pasnen 4.4 wnu 4.8 OXJIIL, ecnmu B 3THX paszgenax HMEKOTCS
COOTBETCTBYIOIINE CBEICHHUS.

7. JepxaTtenb perucTtpauMoHHOro yaoctoBepeHus

B nmaHHOM paszernie yka3bIBarOTCS HAUMEHOBAaHHWE M MOCTOSHHBIN aJpec WM 3apETHUCTPUPOBAHHOE
MECTO BEJIECHUS JEATECIBHOCTH JIEpKaTelsl perMCTpalMOHHOTO yIOCTOBepeHus. [lomyckaercs ykasarb
HoMmep  TenedoHa, (akca  WAM  agpec  BJIEKTPOHHOM  moyTthl  (HO  He  caifTa B
MH(POPMALIMOHHO-TEIECKOMMYHUKAIMOHHOW ~ cet  "MHTepHeT"  WiM  DJIGKTPOHHOH  TOYTHI,
CBSI3bIBAIOILEHCS C YKa3aHHBIM CalTOM).

7.1. llpencraBuTenb aepkatelis perucTpallioOHHOTO YI0CTOBEpEeHHs Ha TeppuTopun Corosa.

HeoOxommmo yka3aTh HauMEHOBaHWE W rOpuandeckuil (paxtuyeckuii) aapec, TeneGoH U aapec
AJIEKTPOHHOW TOYTHI MPEICTABUTEIS JEPKATENS PETUCTPAIMIOHHOTO yIOCTOBEpEHHs (HO HE caiTa B
WHQPOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOW ~ ceTr  "MHTepHeT" WM DJIGKTPOHHOW  TOYTHI,
CBSI3BIBAIOIIEHCS C YKa3aHHBIM caiiToM). Bo3aMoXHO nomonHuTh yka3anueM, "lIperenzun nmorpedureneit
CJIeTyeT HANPABIATH O ajpecy [yKaspiBaeTcs aapec], TenedoH [ykaspiBaercs TenedoH]".

8. Homep perncTtpaumoHHOro yaoctoBepeHus
Pa3)le.]1, 3aI10JIHSIEMBIHN YHOOJIHOMOUYCHHBIM OpPraHOM TOCYAAapCTBA-4JICHA WKW JCPKATCICM
PETUCTPAIUOHHOTO YAOCTOBCPCHUS ITOCJIC PETUCTpAallUU B COOTBCTCTBUU C HPABUJIAMU PCTUCTPALIUNA U

OKCICPTU3BI JICKAPCTBCHHBIX CPCACTB AJII MCAUIIMHCKOI'O IIPUMCHCHU A, YTBCPKAACMBIMU Komuccueii.

9. [laTta nepBUYHOU peructpauum (noareepxaeHus
perncTpauum, nepeperucrTpaumm)

Pasnmen, 3amonmHseMblii YHNOTHOMOYEHHBIM OpPraHOM TOCYAapCTBa-ujeHa WM JepiKaTelieM
PETHCTPAIIMOHHOTO  yJOCTOBEPEHHUS IMOCIIe PEruCTpaliil WM  TOJITBEPXKICHUS  PETHCTPAINH
(mepepeructpanmu). JlaTy TmepBUYHON pErUCTpallii, W JaTy TOJATBEPKACHHUS PETUCTpaIiu
(mepeperucTpaimn) ciaeayeT yKa3bplBaTh B ClenytonieM hopmare:

"Jlata mepBu4HOM peructpamuu: 3 anpens 1985 r.

JlaTa mocnenHero noATBEpKACHUs peructpanuu (nepeperucrpanun): 3 ampens 2000 r."
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10. laTta nepecmoTpa TeKcTa
IIpu nepBUYHON PETUCTPALIUN HE 3AIIOIHACTCS.

B orHOmICHUN JICKApPCTBCHHLIX IIPErapaTroB, II0 KOTOPBIM YIIOJIHOMOYCHHBIMH OpraHaMu
rocyaapCTB-4JICHOB ObLIH YTBEPKACHBI HU3MCHCHUA PCTUCTPAIMOHHOIO J0CHE, YKa3bIBACTCA OdaTa
OI[OGpGHI/IH IMOCJICOHETO U3MCHCHUS, HAITPUMEDP, IMOCIICAHEEC PCUHICHUEC O BHCCCHUU W3MCHEHHH B OX.HH,
W JaTa peaJin3allui CPOUYHOI'O OrpaHUYCHUA I1O 663OHaCHOCTI/I, HJIN JaTa YBEAOMIICHUS O BHECCHUU
u3MeHeHui tuma IB B PErucTpaiuOHHOC JOCHC JICKAPCTBCHHOI'O IIpCIiapara.

Paznen 3amonHseTcs yIOJIHOMOYEHHBIM OPIaHOM TOCY/IapCTBA-wiCHA NMPU BHECEHUU CBEACHUI O
JIEKapCTBEHHOM TIperapare B eIWHBIA PEeecTp 3aperHCTPUPOBAHHBIX JIEKApPCTBEHHBIX cpeacTB Coro3a u
(unn) neprkareneM perucTpalMoHHOro yaocToBepeHus: B MoMeHT nedatu OXJIIL.

11. losumeTpus (ecnm npMMmeHUMoO)

B oTtHOmEHun paguodapManeBTHUECKUX IMPENapaToB B JaHHOM pasjielie HeoOXOAWMO YKa3aTh
MIOJIHbIE JaHHbIE O BHYTPEHHEH paAuallMOHHOW J03UMETpUH. B OTHOIIEHMHM BCeX OCTaJbHBIX
IIpenapaToB JaHHbIN pa3en claelyeT UCKIIOUUTb.

12. MIHCTPYKLMA NO NPUroToBfieHNIo paguocdapmaneBTUYeCKUX
npenaparoB (3anosfiHAeTCcA Npu He0o6xo0AUMOCTH)

B orHOmeHnm pammodapManeBTHUECKUX TPENapaToB  COCTABISIOTCS  JIOTIOJHUTEILHBIC
MOoIpOOHBIE MHCTPYKLUMHU MO HPUTOTOBJICHHUIO €X tempore M KOHTPOJIIO KauyecTBa MPUTOTOBICHHOIO
Ipernapara ¢ yka3aHueM Ipu HEOOXOIUMOCTH MAKCUMaIbHOTO BPEMEHH XPaHEHUs], B TEYEHHE KOTOPOTro
mo00l  NMpPOMEXYTOYHBIM  mpemaparT  (HampuMep, OJJII0aT WM TOTOBBIH K  NPUMEHEHUIO
panuodapmaneBTHUEeCKUi penapaT) OyAeT COOTBETCTBOBATH CBOUM CIIEHU(UKAIIHSIM.

HeoOxonmumo Takke MpeaCTaBUTh CHEUUANbHbIE WHCTPYKIMHA MO YHUYTOXXEHUIO TNEPBUYHBIX
YIaKOBOK W OCTaBIIerocs mpemapara. Jlomyckaercss MCHONb30BaHUE CleAyromeld (HOpMyITHMPOBKU:
"OOmass xapakTepUCTUKA JICKAPCTBEHHOTO TMIperapara [TOProBoe HAWMMEHOBaHWE| JOCTyIMHA Ha
ounmansHOM caiire YIOJHOMOYEHHOTO oprasa rocyJlapcTBa-ujieHa B
MH(OPMALIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTn "MHTepHeT" [caliT yMOJTHOMOUYEHHOro opraHal, u
(mmm) Coro3a [caiiT Coro3a]".

ITpunoxxenne N 1

K TpeOoBaHUAM K UHCTPYKIUU
10 METUIIUHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOT0 Ipernapara

1 0011ell XapaKTepUCTHKE
JIeKapCTBEHHOT0 Mpernapara

JUISL MEJUIIMHCKOTO IPUMEHEHHUS

NEPEYEHb .
BCIMOMOrATEJIbHbIX BEWWECTB U CBEOEHUWN, YKASbIBAEMbIX B OBLLEU
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XAPAKTEPUCTUKE NNEKAPCTBEHHOI'O MNMPEMAPATA, UHCTPYKUUA
no MEAMLUMHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOIO
NPENAPATA (JIMCTKE-BKINAADBILLE)
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[ata coxpaHeHus: 19.03.2024

N HanmenoBanue [IyTe BBEnEHUS

[IpenensrHoE
coJlepiKaHue
BCIIOMOTaTEeIb
HOT'O BELIECTBA

CBenieHus1, KOTOPBIE JTOJDKHBI
ObITh yKa3aHsl B JIB <1>wu
OXJIIT <2>

KommenTapun

1.  A3okpacutenu:
1) Taptpazun E102;
2) xenTsiii 3akat (FCF) E110;
3) a3opy0OuH, kapmya3ud E122;
4) nonco 4R (myHuoBbli 4R),
KolleHw1b KpacHas A E124;
5) 6pumuaHTOBBIN yepHBIA BN,
yepHbIii PN E151

nepopaIbHBII

2. AupoTuHuH MECTHBII

3. ApaxucoBoe Macjo BCE

4. Acnapram E951 IepopaIbHbINA

k

MOXKCT BBI3bIBATh
AJUICPIrUICCKUC PCaKINU

MOXET BBI3bIBATH
TUIIEPYYBCTBUTEIBHOCTD WIIN
TSDKEIbIE AJUIEPTUYECKUE
peakuuu

JIEKapCTBEHHBIN IIpenapar
(Yka3aTb Ha3BaHUE) COJIEPIKUT
apaxucoBoe macio. Ecnn y Bac
aJJIeprus Ha apaxyuc WM colo,
HE TIPUMEHSNTE 3TOT
JIEKapCTBEHHBIN IIpenapar

COJICPKUT UCTOUHUK
denmnananaa. Moxer
OKa3aThCsl BPEIHBIM IS JIFOJICH
¢ heHUITKEeTOHypUeH

E102, E110, E122
3anpeLIEHbI K
MNPUMCHCHUIO B
JICKApCTBCHHBIX
npenaparax Juisi JeTen

M0J1 MECTHBIM IIyTEM
BBEJICHUS] TOHUMAETCS
HAHECCHHE Ha YYaCTKH,
CBSI3aHHBIE C
KpoBOOOparieHueM
(Hanpumep, paHsl,
MOJIOCTH OpraHu3Ma | T.11.)

OUHIIEHHOE apaxrucoBOE
MacJio MOXKET COJIepKaTh
oenok apaxuca. CtaThs
®apmakoneun Coro3a He
COJICP>KUT UCTIBITAHHSI HA
OCTaTOYHBINA OEIOK.

B OXJIII BHOCHUTCS
MIPOTUBOIIOKA3aHNE
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5.  benzankoHus XJiopuma o TanbMOII0 *
THYecKue
JIEKapCTBEHHBIE
(bopmbI
MECTHBII *
WHTAISIIIUOH 10 mkr B 1 no3e
HBIN
6. bensunoselil ciupT MapeHTepalib  IpH J103€ MEHEe
HBII 90 mr/kr/cyT
npu 1o3e 90

MI/KT/CyT 1 Oonee

MOJKET pa3/ipaxarh Iyasa.
N36eraiiTe KOHTaKTa ¢
MSTKAMU KOHTaKTHBIMU
JIUH3AMH.

[lepen npumMeHeHEM CHUMUTE
KOHTaKTHBIC JIMH3BI U HE paHee,
yeM yepe3 15 MUHYT HaJleHbTe
uX 00paTHo.

MoxeT U3MEHSTh IOBET MATKUX
KOHTAKTHBIX JIMH3

pa3IpaKUTENb, MOKET
BbI3bIBATb KOXKHBIC PCAKITUH

MOXKCT BBI3bIBATh 6pOHXOCH33M

MIPOTUBOIOKA3aH
HEJOHOIIICHHBIM U
HOBOPOXIACHHBIM. MOXeET
BBI3BIBATH TOKCUUECKHE U
aHa(UIAKTOUTHBIC PEAKITUH Y
MJIQJICHIIEB U AETEU 10 3 JIET

MIPOTUBOIIOKA3aH
HEJIOHOILIEHHBIM U
HOBOPOXKJEHHBIM. M3-3a prcka
CMEPTEJIbHBIX TOKCUUYECKUX
peaKuuid pyu BBEICHUHU
OEH3UJIOBOTO CIIUPTA B J103€,
npesbitiatomen 90 Mr/kr/cyr,
JIaHHBIA MpenapaT HeIb3sl
MPUMEHSTh Y MIIQJICHIIEB U
Jerer muaaue 3 et

B JIB u OXJIII
HE00X0IMMO yKa3aTh
KOJINYECTBO OCH3MIIOBOTO
crupTa B MI' Ha <00bem>

B JIB u OXJIII
HEO0OXOAMMO yKa3aTh
KOJIMYECTBO OEH3MUIIOBOTO
CIHUpTa B MT' HA 00BEM
JIO3BI

www.consultant.ru
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06 yTBepxaeHuMn TpeboBaHnm K W...

7.  Bbponomnon MECTHBII * MOYKET BBI3bIBATh MECTHBIE
KOXKHBIE peakluu (Harmpumep,
KOHTAKTHBINH JEPMAaTHUT)

8.  byrunrunpokcuanuzon E320 MECTHBII * MOYKET BbI3bIBATh MECTHBIE
KOXKHBIE peakluu (Hampumep,
KOHTAKTHBIN J€PMAaTUT) UITU
pazzpakxeHue Tia3 uin
CJIM3UCTBIX 000JI0UEK

9.  byrunruapoxcutonyon E321 MECTHBIN * MOYET BbI3bIBATH MECTHBIE
KOXHBIE peaKlIUU (Hanpumep,
KOHTaKTHBIA IEPMATHT), UITH
pasapakeHue ria3 win
CIIU3UCTHIX 000JI0UEK

10. Tamakto3a napeHTepalb * ecin y Bac HenepeHocumocTs A OXJIIL: manuenTam ¢
HBII HEKOTOPBIX Caxapos, pEIKO BCTpeUaromecs
oOpaTHUTECh K JIeHanieMy Bpady HacCJIEACTBCHHON
nepes MPUEMOM JIaHHOTO HETIePEHOCUMOCTBIO
JIEKapCTBEHHOTO Ipernapara rajakTo3bl, HAIpUMep,

rajakTo3eMueil, He
cienyeT IpUHUMATh 3TOT

npenapar

NepopaIbHbINA * ecin y Bac HenepeHocumocTs i OXJIIL: manuenTam ¢
HEKOTOPBIX Caxapos, PENKO BCTPEUAIOLIEHCS
o0OpatuTech K jieyalleMy Bpady HaclIe[CTBEHHON
nepez IpUeMOM JJTaHHOTO HENEPEHOCUMOCTBIO
JIEKapCTBEHHOTI'O Ipernapara raJlakTO3bl, HAIIPUMeED,

rajJakTo3eMHEH HIn
TIIOKO30-TaJIaKTO3HOMU
ManpabcopOIeit, He
clenyeT IpUHUMATh 3TOT
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11. TenapuH (B kauecTBe
BCIIOMOTATEJILHOTO BEIIECTBA)

12. T'nmuuepun

13. TI'mroko3a

nepopaibHbIN U 5r
IapeHTepalb
HBIN
napeHTepab *
HBIN
IepopaIbHbINA 10 mr B 1 no3e

PEKTAIbHBIN Ir
HEpOpPaAIbHBIN *
nepopaibHbIA U 5r
napeHTepab
HBIN

coaepkuT "X" I raJakTo3bl Ha
JI03y, 4YTO HEOOXOAMMO
VYUTHIBATH MMAIIUEHTAM C
caxapHbIM JrabeToM

MOJKET BBI3BIBATH
aJUIEPrUUeCKUE PEeaKIuu 1
YMEHBIIIATh YUCJIO KPOBSIHBIX
KJIETOK, YTO MOKET CKa3aThCs
Ha CHCTEME CBEPThIBAHUS
KpPOBH.

[TanimenTam ¢ nepeHeceHHbIMU
AIJIEPTUYECKIUMHE PEAKITUIMU
Ha TenapuH cieayeT u3deraTh
MIPUMEHEHUS MPenapaTos,
CoJIep KalIiX TernapuH

MOJKCT BbI3BIBATH I'OJIOBHYIO

00JIb, PaCCTPOMCTBO JKETyAKa 1

nuapero (ToHoC)

MOXKET OKa3bIBaTh ciiadoe
cJ1a0UTENLHOE NEHCTBIE

€CIIi Bpad COOOIIIII, UTO y Bac
HETMEPEHOCUMOCTh HEKOTOPBIX
caxapoB, 00paTUTECh K
JevanieMy Bpady mepen
NPUEMOM JaHHOTO
JIEKapCTBEHHOTO Ipernapara

coaepkuT "X" T TIIIOKO3bI Ha
JI03Yy, 4TO HEOOXO0IUMO
YUHUTBIBATH MMALIUEHTAM C

npemnapar

i OXJI: manmenTam ¢
PEIKO BCTPEUAOLIEHCS
TITFOKO30-TaJIaKTO3HOM
MababcopOruen He
clenyeT IPUHUMATh 3TOT
npenapar
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caxapHbIM JHa0ETOM

pacTBOPBI IS * MO3KET OBPEIUTH 3yOBbI CBEICHUS CIIEeIyeT
npreMa BHYTpb BKJIFOYATh, TOJIBKO €CIIH
cocareibHbIe JIEKapCTBEHHBIN Mpenapar
JKeBaTeNbHbIE IIpeHa3HaYeH [
TabJIeTKU JUTUTEIIBHOTO IPUMEHEHHSI,
Hanpumep, 2 HeJleU U
6onee
14. dumetuncynbdokcua MECTHBIN * MOXET pa3IpaxkaTh KOXKY
15. Kanuii IapeHTePaIIb Kanus MeHee |  JaHHBIN IpenapaT COAECpPKUT CBEJICHUS OTHOCATCS K
HBIN MMOJIb B pa30oBoil kaymii, MeHee 1 mmouib (39 Mr) mopory, pacCUuTaHHOMY
7103¢ Ha... (yKa3aTh J03y), TO €CTh [0 TI0 00IIEMY COJACPKAHUIO
CyTH "HE COEePKUT Kamus" KaJIus B JIEKAPCTBEHHOM
mpernapare.

Oco0eHHO BajKHO
OCBCAOMUTH HA3HAYAKOIIINX
Ipenapar JIUL U YBEPUTH
poauTenend B HU3KOM
CoJIepKaHUU KaJus B
nmpenaparax,
MIPUMEHSEMBIX B IETCKUX
JI03ax

napeHTepalb  Kajuus 1 MMOJIb M JITaHHBIN Npenapar COIEpKHUT
HBIH, 6onee B pazoBoir  "X" Mok (uau "y" Mr) Kaiaus

HEepOpaAIbHBIN 703€ Ha... (yKa3aTh 103Y).
Heo6xonuMo yunThIBaTh
MTAEHTaM CO CHUKEHHOU
(byHKIMEH OYeK U MallueHTaM,
HaXOJALIMMCS Ha JUETE C
OTrpaHUYEHUEM MOCTYIIIICHUS
KaJus
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16. Kuciora O0eH3oiiHas u O€H30aThL:

1) kucnora 6ensoiinas E210
2) narpus 6enzoar E211
3) xayms 6enzoar E212

17. Kucnora copOuHOBAas U €€ CONU

18. Kcunuron

19. Jlaktut E966

BHYTPHUBEHHBII

MECTHBIH

MMapEeHTEPAIIb
HBIN

MECTHBIH

NepopaIbHbIN

nepopaIbHBII

30 MMOIB/T1 MOYET BBI3BIBATH
00JIE3HEHHOCTE B MECTE

BBCACHUA

* ci1abo pa3apakacT KOXKy, Iiiaza
U CIIM3UCTBIE 000JIOYKH.

ci1abo pa3apaxkacT KOxKy, riiaza
1 CITU3UCTHIE 000JIOYKH.
MoskeT MoBbIIATh PUCK
Pa3BUTHS KEITYXH Y
HOBOPOXKJICHHBIX

MOET BBI3BIBATH MECTHBIE
KOXKHBIE peakluu (Hampumep,
KOHTAaKTHBIH JIEPMAaTHUT)

10r MOKET OKa3bIBaTh
cl1a0UTENLHOE JENCTBHE.
Kcunuton cogepxut 2,4 kkan/r

npernapara

€CJIN y BaC HENIEPEHOCUMOCTh
HEKOTOPBIX Caxapos,
00paTUTECh K JieyaleMy Bpauy
nepes IpUueMoM JJTaHHOTO
JIEKapCTBEHHOI' O IIpernapara

g OXJIIT: manpeHTaMm ¢
pEeAKo BCTpeyaromieics
HACJIEICTBEHHOMN
HEMEPEHOCUMOCTHIO
bpyKTO3HI,
HETIEPEHOCUMOCTBIO
rajaKTo3bl, FaJIAKTO3EMHEH
A
TII0OK030-TAIaKTO3HOH
ManbabcopOIuet He
CJIelyeT IPUHUMATH ITOT
npermapar
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10r
20. Jlakro3a NepopaIbHbIN *

5r
21. JlanonuH (IIEPCTAHON KUP) MECTHBIN *
22. Jlarekc, HaTypaJbHBIM KaydyK BCE *
23. Manetut E965, nzomansTuTon nepopabHbIN *

E953, manbTut %*uakuii (cuporn
I'MJIPOr€HU3UPOBAHHOM IITFOKO3bI)

MO>KET OKa3bIBaTh cliaboe
cl1a0UTENLHOE JEUCTBHE.
Jlaktut cogepxut 2,1 kkan/t
npemnapara

€CJIn y BaC HCICPCHOCUMOCTD
HEKOTOPBIX CaxapoB,

oOpartuTech K jieyaliemMy Bpauy

nepea npueMoM JaHHOT'O
JICKApCTBCHHOTO IIpCIriapara

COJICPKHT X T JIAKTO3BI (X/2 T

TTFOKO3BI M X/2 T TaJlaKTO3bI) Ha

JI03y, 9YTO HEOOXOIMMO
YUUTBHIBATH MMAIEHTaM C
CaxapHBIM JHa0ETOM

MOJKET BBI3bIBaTh MECTHBIE
KOXHbIE peaklUU (Hampumep,
KOHTAaKTHBIH IEpMaTHUT)

KOHTCﬁHep JaHHOI'o
JICKApCTBCHHOTO IIpCIriapara

COJICPKUT JIATEKCHBIA Kay4yK.

MoskeT BBI3BIBATh TSHKEIIBIC
AJUICPrudeCKuc peakuuu

€CIIU Y BaC HENEPEHOCUMOCTh
HEKOTOPBIX CaxapoB,

g OXJIIT: manueHTaM ¢
PEIKO BCTPEUAKOIICHCS
HACJIEACTBEHHON
HEMEePEHOCUMOCTBIO
rajlakTo3bl, TePUITUTOM
JIAKTAa3bl JIONapen Uiu
TITFOKO30-TaJaKTO3HOM
MajbabcopOIuei He
clieyeT IPUHUMATh 3TOT
npemapar

BCIIOMOTATENIbHOE
BEILIECTBO BCTpEYaeTCs
HEYacTo, HO Tpedyercs
NpERYIPEKICHUE

g OXJIIT: manmenTam ¢
PEIKO BCTpEYAIOLIEHCS

oOpaTuTech K JedalieMy Bpauy HaclIeJJCTBEHHOU
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24. Mannuron (manuur) E421

25. Macmno 6epramoTa, 6epranteH

26. Macno kacTtopoBoe

IMOJIUOITOKCHIIMPOBAHHOEC, MACJIO

KacTopoBOe
MOJUITOKCHIIUPOBAHHOE
THIPOT€HU3UPOBAHHOE

27. Macno KyHXYyTHO€ (JIbHSIHOE)

28. Macno coeBoe, Maclio COeBOe
TUAPOTCHU3UPOBAHHOE

HepOpaIbHbINA

MECTHBIHN

IapeHTepalb
HBIN
HIepOpaIbHbINA

MECTHBIHI

BCC

BCC

nepes NpUueMoM JaHHOTO
JIEKapCTBEHHOI'O IIperapara

10r MOET OKa3bIBaTh cliaboe
cI1a0UTENBHOE IEHCTBHE.
ManbTut (M30MaIbTUTON)
COJIEPXHUT 2,3 KKaJI/T
mpernapara

10r MOYKET OKa3bIBaTh ciiadoe
clladuTeNbHOE IENCTBUE

* MOJKET ITOBBIIIATE
YyBCTBUTEIBHOCTH K Y D siyyam
(eCTeCTBEHHBIN H
HMCKYCCTBEHHBIN COJIHECUHBIN
CBET)

* MOXKET BBI3bIBATH TAXKCIIBIC
AJJICPru4CCKHUEC pCaKINn

* MOXET BBI3BIBATh PACCTPONCTBO
XKeTyaKa U quapero (ToHOC)

* MOKET BbI3bIBATH KOXXHBIC
peaknun

MOJKET U3PEJIKa BhI3bIBATH
TSKEJIbIC aJIePTUICCKHe
peaknun

* JIeKapCTBEHHBIH Mpenapar
(Yka3aTb Ha3BaHHUE) COJIEPIKUT
apaxucoBoe mMacyo. Eciam y Bac
aJuIeprysl Ha apaxyc WiH COIo,

HETIEPEHOCUMOCTBIO
(bpyKTO3HI HE CIIETyET
[IPUHUMATH 3TOT Ipernapar.

HCIIPUMCHUMO, €CJIN
MIOKAa3aHo, YTO OepranTteH B
Maciie He COJEPKUTCS

aHAJIOTUYHO KOMMEHTAPHIO
JUIsL apaXUCOBOrO Macia.

B OXJIIT:
IIPOTUBONOKA3aHUE
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29.

30.

Harpuit

Opranudeckre COEIMHEHUS PTYTH:

1) Tnomepcau;

2) peHMmIpTYTH HUTPAT;
3) benmnpTyTH amnerar;
4) denunprytu 60par

[apEeHTEPAIIb
HBIN

apeHTepalb
HBIN
IepopabHbIi

oranemoIo
THYECKHUEC

hopmbI

MECTHBIHI

napeHTepalib

HaTpus MeHee |
MMOJIb B Pa30BOU
7103€ IpenapaTa

Hatpus 1 MmoJb B
Pa3oBoil 103¢e

HE IIPUMEHSNUTE ITOT
JIEKapCTBEHHBIN IIpenapar

JTAaHHBIH Mpenapar CoAePKUT
MeHee 1 mmoib (23 Mr) Hatpus
Ha... (yKa3aTh /103y), TO €CThb 110
CYTH HE COICPIKHUT HATPHS

JTaHHBII MpenapaT CONECPKUT
"x" Moab (vim "y" MT) HaTpuUs
Ha... (YKa3aTh J103Y).
Heo6xoauMo yunThIBaTh
MaryeHTaM, HaXOIAIIMMCS Ha
JeTe C OTPaHHYCHHEM
MOCTYTIJICHUST HATPUS

MOXKCET BBI3bIBATH
AJUICPruiCCKUC pCaKnuun

MOJKET BbI3bIBaTh MECTHBIE
KOXHbIE peakluu (Hanpumep,
KOHTAaKTHBIN JepMaTuT) U
M3MEHEHUE 1[BETA KOKHU

JTAaHHBIN JICKaPCTBEHHBIN

CBEJICHUS OTHOCSTCS K
MOPOT'Y, PACCUNTAHHOMY
o 00IIEMy COICPKAHHIO
HATPHS B JICKAPCTBEHHOM
npernapare.

Oco0eHHO Ba)KHO
OCBEJIOMUTh Ha3HAYAIOIINX
npernapar JIMi ¥ YBEepUTh
poauTenend B HU3KOM
COJICp)KaHNUU HATPHS B
npernaparax,
MPUMEHSIEMBIX B JIETCKUX
J03ax
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HBIN Ipernapar B Ka4eCTBe
KOHCEPBAHTAa COJIEPIKUT
(THOMEpCa), eCTh BEPOSTHOCTh
BO3HHMKHOBEHUS y Bac (Ballero
pebeHKa) ajIepruaecKou
peakuuu. [Ipu Hanmu4uu y Bac
(Bamrero pebeHka) Kakou-In00
aJJIepruu coooIuTe 06 STOM
JedanieMy Bpauy
€CJIN TI0CIIE MPEABIAYLIETO TpeOyeTcs yKas3aTh
BBEJICHUS BAKIIUHBI Y BAC JIOTIOTHATEILHBIC
(Bammero peOeHKa) BO3HUKAIA ~ CBEACHUS O BaKIIMHAX
HapyImIeHus, cooomuTe 06 3ToM
JiedalieMy Bpauy
31. TlaparuapoxcuOGeH30aThl U UX [TepopanbHbIi, * MOYET BbI3bIBATH
a¢upsr: o TanbMOII0 aJUIEPTHUECKHUE PEaKIuu (B TOM
1) stunrunpokcudensoat E214; TUYECKHUE YHUCJIe, OTCPOUYCHHBIC)
2) nponunruapokcudenzoar E216; bopmsl,
3) Hatpus MECTHBII
nponuiaTruapokcudensoar E217;
4) metunruapokcudensoar E218; [TapeHTepaJIb * MOJKET BbI3BIBATDH
5) HaTpust METUITUIPOKCUOEH30aT HBII aJLIePrUYeCKUe Peakuy (B TOM
E219 WHTAJISIAOH qrclie, OTCPOUYCHHEIE) U, B
HBIN UCKITIOYUTEILHBIX CITyYasX,
Oponxocmam
32. Tlepyanckwuii Oanbp3am MECTHBIHI * MOKET BBI3bIBATh KOKHBIC
peaxkuuu
33. TIpomunaeHTIUKONb U €ro dPUpPhI MECTHBIN * MOJKET pa3ApaxkaTb KOXKY
nepopaidbHbii 400 MI/KT - JyIsl.  MOJKET BBI3BIBATH CUMITTOMBEI,
napeHTepalib B3POCIIBIX CXO0KHE C TPUEMOM aJIKOTOJIS
HBIN 200 Mmr/kr - qs
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JieTen

34, TlmeHuYHBIN KpaxMan nepopaIbHBII * MOYKHO TTPUMEHSTH JIIOJISIM C MIIEHUYHBIA Kpaxmall
uenuakueil. [Tannenram c MOXET COJEPKATh IIFOTEH,
aJyeprueii Ha MIICHAUILY HO TOJIBKO B CIIEJOBBIX
(OTTUYHOM OT IEIMAKUN) HE KOJINYECTBAX, MO3TOMY
clenyeT IpUHUMATh 3TOT CUHMTAETCSI, YTO OH
npenapar Oe3omaceH IS JIUILL C

1enuakuen (TIoTeH B
MIIEHUYHOM Kpaxmalie
HOPMHPYETCS UCTIBITAHUEM
Ha o0111ee co/iepKaHue
OeJika, OMCAaHHELIM B
cratbe Dapmakonen
Coro3a)

35. Caxap uHBEpTHBIH MepoOpaIbHBII eciu Bpau cooOnmwt, yto y Bac st OXJII: manmentam ¢
HENEPEHOCUMOCTh HEKOTOPBIX ~ PEJIKO BCTpeyaroniencs
caxapoB, 00paTHUTeCh K HACJIEICTBEHHOU
JeyalieMy Bpady nepe HEMEPEHOCUMOCTBIO
MIPUEMOM JIAHHOTO (bPYKTO3BI WK
JIEKapCTBEHHOIO Mpernapara TJIFOKO30-TaJIaKTO3HOM

ManbabcopOrme He
clielyeT IPUHUMATh 3TOT
npemnapar
S5r conepxut "X" r cmecu
(GPYKTO3bI U [IIOKO3BI HA 103Y,
YTO HEOOXOIMMO YUUTHIBATD
MaIUEeHTaM C caXapHbIM
nradeToM
pPacTBOPHI IS * MO3KET OBPEIUTH 3yOBI CBEICHHUS CIEeIyeT
npueMa BHYTpPb, BKJIFOYATh, TOJIBKO €CIIH
cocarellbHbIE, JIEKapCTBEHHBIN Mpemnapar
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36. Caxapo3sa

37. Copburon E420

JKeBaTelIbHbIE
TabJIEeTKA

IepopaIbHbINA

PacTBOPBI JUIs
npueMa BHYTpPb,
cocaTrelbHEbIE,
JKeBaTEJIbHBIE
TaOJIETKH

HepOpaIbHbINA
IapeHTepalb
HBIN

€CJIn y BaC HCICPCHOCUMOCTD

HCKOTOPBIX CaxapoB,

o0OpaTuTech K jedalieMy Bpauy

nepea Npu€MoM JaHHOTO
JICKApCTBCHHOTO IIpCIiapara

coaeput "X" r caxaposbl Ha

7103y, 9YTO HEOOXOMMO
YUUTBIBATh MMALUEHTaM C
caxapHbIM JHa0ETOM

MO3KET OBPEIUTH 3yObI

€CJIn y BaC HCIICPCHOCUMOCTD

HEKOTOPBIX Caxapos,

oOpaTuTech K JedalieMy Bpady

nepea npueMoM JaHHOTr'o
JICKApCTBCHHOTO ITpcCIriapaTa

IIpeIHa3HAYEH IS
JUTMTEJIBHOTO IIPUMEHEHHS],
HaIrpuMmep 2 HeJeNu U
Oonee

i OXJI: manmenTaMm ¢
PEIKO BCTPEUAOLIEHUCS
HacJIeICTBEHHOU
HEMEPEHOCUMOCTBIO
bpyKTO3HI,
[JIFOKO30-TAJIAKTO3HOU
MababCcopOIelt nim
nedunmuTom
caxapasbl-U30MaJIbTa3bl HE
cienyeT IpUHUMAaTh 3TOT
npenapar

CBEZCHHUS CIENYET
BKJIKOYaTh, TOJIBKO €CIIH
JIEKapCTBEHHBIN IIpenapar
IIpEeAHA3HAYEH JUJIs
JUTUTEJIBHOTO IIPUMEHEHHS],
HaIpUMep IBE HEJCIIN U
Oonee

g OXJIIT: ITanmenTaMm ¢
PEIKO BCTPEHAIOLIEHUCS
HACJIEACTBEHHOMN
HEMEPEHOCUMOCTHIO
(bpyKTO3HI HE CIIETYET
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IIPUHUMATH JTOT IIpernapar

nepopaIbHBII 10r MOXET OKa3bIBaTh cIaboe
ciabuTenbHOe JeiicTBHE.
cOpOUTOI CONEPKUT 2,6 KKaji/T
KaJIOpHU

38. Cnuprt cTeapuinoBbii MECTHBIN * MOJKET BBI3bIBaTh MECTHBIE
KOXHBIE peaKklIMU (Hanpumep,
KOHTAaKTHBIM IEpMaTHUT)

39. Cnoupr neTocTeapusoBbl, MECTHBIN * MOJKET BBI3bIBaTh MECTHBIE
CnupT 1eTUI0BbIN KOXHBIE peaKlIUU (Hanpumep,
KOHTAaKTHBIM IEpMaTHUT)

40. Cynbdursl, BKIHOYas NepOPabHBIH, * MOJKET U3pEeJIKa BbI3bIBATh
METaOUCYTb(PUTHIL: apeHTepalb TSKEINbIE peaKkLun
1) cepsr nuokeun E220; HBIN, TMIIEPYYBCTBUTEIBHOCTH U
2) natpus cynbpur E221; VHTAJSIUOH OpoHxocma3zm
3) Hatpus oucynbdur E222; HBIH

4) narpus metaducynbhut E223;
5) xanus merabucynbhut E224;

6) xanus 6ucynsput E228;

41. ®eHunasaHuH MECTHBII * JIaHHBIN MpenapaT COACPKUT
nepopaibHbIi ¢benunananud. Moxer
napeHTepalb 0Ka3aThCsl BPEIHBIM JUIs JIFO1EN

HBI ¢ peHMITKeTOHYpueit
42. ®opmanpaerujg MECTHBIN * MOJKET BBI3bIBaTh MECTHBIE

KOXHBIE peaKklIUU (Hampumep,
KOHTAaKTHBIM IEpMaTHUT)

HepopasIbHBIN * MOJKET BBI3bIBATH PACCTPONCTBO
JKeNIyAKa U 1uapero (II0OHOC)
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43. ®pykTo3a nepopaIbHBINA * eciu Bpau cooOurwt, yto y Bac st OXJII: manmentam ¢
HEMEePEHOCUMOCTh HEKOTOPBIX  PEJIKO BCTpEUAIOIIEHCS
caxapoB, 0OpaTUTECH K HACJIEACTBEHHON
JedanieMy Bpady mnepen HEMEPEHOCUMOCTHIO
MIPUEMOM JTAaHHOTO (GPYKTO3HI HE CIEIyET
JIEKapCTBEHHOIO Mpernapara MPUHUMATH TOT Iperapar

MapeHTepab 5Tt coniepkuT "X" T PpyKTO3BI HA

HBIN JI03y, 9YTO HEOOXOAMMO
YUYUTBHIBATH MMAI[EHTaM C
CaxapHBIM JHa0ETOM

KUIKHE * MOJKET MOBPEAUTH 3yObl CBECHHUS CIENYET
JIEKapCTBEHHbIE BKJIIOUYATh, TOJIBKO €CIIH
bopmbI st JIEKapCTBEHHBIHN Mpenapar
npuemMa BHYTPb, npeIHa3HayeH JUIst
TabJIeTKU JUTUTEIIBHOTO IPUMEHEHHS],
JKEBATEIIbHbIE HaIrpuMep JIB€ HEeJIeIu U
Oonee
44. Xnopkpe3on MECTHBIH, * MOYET BbI3bIBATH
MapeHTepab aJIEPrUYECKUe peakuu
HBIN
45. DOputposun E127 nepopaIbHBIN 0-0,1 Mr/kr  JEeKapCTBEHHBIC MPEIAPaTHI, 3ampenieH B COCTaBe
coJiepKallne SpUTPO3HH, JIEKAPCTBEHHBIX
HEJIb3sl HA3HAYaTh U IPUMEHATh Mpenaparax Jjis JeTel.
MalKUEHTaM C MMaTOJOTUEN
IIIATOBUIHOH KEJIE3EI
46. OtaHon nepopaibHblii, MeHee 100 Mr B JaHHBIN JIEKAPCTBEHHBIN JIaHHOE YKa3aHHE J1aeT
napeHTepalb pa3oBOil 03¢  Ipenapar COACPKUT POIUTENAM U ACTIM
HBIN HEeOO0JIbIIOE KOJTUYECTBO YBEPEHHOCTh B TOM, UTO

ATaHoJa (AJKOT0JIs), MEHEE YeEM

100 mr Ha... (YKa3atb J103Y)

penapar CoAep>KUT
HEOOJIbII0E KOJIMYECTBO
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IIEPOPAJIbHBIN,
apeHTepalb
HBII

orl00Mrmo3rs
pa3oBoH 103€

3 r B pa3oBoM
7103€e mpenapara

JIAaHHBIN JIEKAPCTBEHHBIMN
npernapar COAEpPXKHUT... 00. %
ATaHoJIa (AJIKOT0JIs1), TO €CTh
J10... MT Ha J103Yy, 4TO PaBHO...
MJI TIMBA,... MJI BUHA Ha JI03Y.
Bpenen auist nuig ¢
ankoroansMoM. Heo0xomgumo
YUUTHIBaTh OEPEMEHHBIM H
KOPMSIIIIUM TPYIBIO
JKEHIIIMHAM, JETSIM U TaKUM
rpyIIiaM BBICOKOTO PUCKa, KaK
MMalMEHTHI ¢ 3a00JIEBAaHUSIMHU
[MEYEHU U DIUIIETICUENR

JTAaHHBIN JICKaPCTBEHHBIN
npenapar COACpPKHUT... 00. %
ATaHoJIa (AJKOTOJIs), TO €CTh
J10... MT Ha J103Yy, 4TO PAaBHO...
MJI [TUBA,... MJI BUHA Ha JI03Y.
Bpenen miist s ¢
ankoronuzmoM. Heobxoaumo
YUUTHIBATh OEPEMEHHBIM U
KOPMSIIIIUM TPYIbIO
JKEHIIIMHAM, JIETSAM U TPYIIaM
BBICOKOT'O PHICKA, TAKHM KaK
MAlUEHTHI C 3a00JIEBAHUSIMU
MEYEHH U SMUICTICUECH.
AJIKOT0JIb B TAaHHOM
JIEKapCTBEHHOM TIpernapare
MO>KET HapyIIUTh 3P PeKTh
JIPYTHX JICKapCTB.

AJIKOTO0JIb B JITAHHOM
JIEKApCTBEHHOM IIpernapare

AJIKOT'OJIsA

B JIB HEoOXo1muMo ykazath
SKBHUBAJIEHTHBIA 00BEM
MMBa U BUHA, PACCUUTAB
€ro HOMHHAJILHO, UCXOIs
n3 5u 12 06 % sranona
COOTBETCTBEHHO.

B paznuunbIx pazaenax
JIB moryT notpeboBaTbcs
OTJIETIbHBIC YKa3aHUs
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MOXKET IMIOBJIUATH Ha
CHOCOOHOCTH YIPABIIATh
aBToMOOMIIeM 1 paboTy C
MeXaHU3MaMH.
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

<1> JIB - wuHCTpyKUus 00O MEIUIMHCKOMY IPUMEHEHHUIO JIEKQpCTBEHHOI0 Ipernapara
(JINCTOK-BKJIa IbIII).

<2> OXIJII - oOmas xapakTepUCTHKAa JIEKAPCTBEHHOIO IIpernapaTta Uil MEIULUHCKOTO
IIPUMEHEHHUS.

KoncynprantlIntoc: npumeyanue.
B odumnmansHoM TekcTe JOKyMEHTa, BUIMMO, JomylleHa oneyaTka: Pemenne CoBera EBpasuiickoit
skoHoMH4eckor komuccuu N 58 nipunsito 20.07.2012, a ve 22.07.2012.

[Ipumeuanue. Iloxg 3HakoMm "*" moHWMaeTcs HEOOXOAMMOCTh YyKa3aHUS COOTBETCTBYIOIIEH
nH(popMaluy B 00IIEH XapaKTEepUCTUKE JIEKaPCTBEHHOTO MpernapaTa sl MEAUIUHCKOTO MPUMEHEHUS,
WHCTPYKLUU A1 MEAMIIMHCKOTO MPUMEHEHUs (JIMCTKe-BKIIAIBIIIE) HE3aBUCUMO OT KOJIWYECTBEHHOTO
coJiepaHusl BCIOMOTaTelbHBIX BelecTB. He nomyckaercs HCMOiIb30BaTh MHILEBBIE KPACUTENIU B
COCTaBe JICKapCTBEHHOM (OpMBI, HE BOIIEAIINE B TEXHUYECKUNM perniaMeHT EBpa3zuiickoro
SKOHOMHYECKOro coro3a "TpeOoBaHuMs 0€30MACHOCTH NHIIEBBIX J00aBOK, apoMaTH3aTOPOB U
TEXHOJIOTHUECKUX BcroMoratenbHbix cpenacts" TP 029/2012, yreepxknenusii Pemennem Coeta
EBpazuiickoit s5koHOMHYecKOr komuccuu ot 22 utodig 2012 r. N 58 win 3anpenieHHbie UM.

IlosacHenus

Hacrosmuii nepedeHb COAECPKUT MNPEAyNPEIUTENIbHbIE YKa3aHUS OTHOCHUTEIbHO HaIM4uUs
ONpPEJIETICHHBIX BCIIOMOraTEIbHBIX BEIIECTB B COCTaBE JIEKAPCTBEHHOI'O Ipenapara, KOTOPbIE TOJIKHBI
OBITH MIPUBECHBI B 00IIEH XapakTepuCTUKe JiekapcTBeHHOro npenapara (nanee - OXJIII), uHcTpyKIuu
0 MEAMIMHCKOMY TPHUMEHEHHUIO JIEeKapCTBEHHOrO Tmpemnapara (JIucTKe-BKianbime) (mamee - JIB).
Hacrosimuii mepeueHb HE paclpoOCTpaHsETCss Ha TOMEONMAaTHYECKUE JIEKapCTBEHHBIE Mpenaparsl,
3aperuCTPpUPOBAaHHBIE [0  CIEUUANbHOM  YIPOIIEHHOM MpoUeAype, TMOCKOIbKY s  TaKuX
rOMEONaTHYECKUX MpenapaToB NpeayCMOTPEHbI 0COObIE TPEOOBaHUS K MApPKUPOBKE.

Hacrosimmii nepedeHb NpenHa3HA4eH /I YIOJHOMOYEHHBIX OpPraHOB TOCYJAapCTB - YIICHOB
EBpa3zuiickoro SKOHOMHYECKOTO COr03a (Jjajiee COOTBETCTBEHHO - TocyaapcTBa-wieHbl, (Co1o3),
3asiBUTENICH M JAepiKaTeleil perucTpalloOHHBIX YAOCTOBEPEHUN M BKIIOYAeT B ceOs HMHPOpPMAIHUIO O
BCIIOMOTATENIbHBIX BEIIECTBAX, KOTOPYI0 HEOOXOAMMO OTPa3UTh B MApKUPOBKE, a TaKKe CBEICHUS,
kotopele cneayer BkIOuMTh B OXJIIl u JIB B oOTHOIIEHMM TakuWx BCIIOMOTATENbHBIX BEIIECTB.
Hacrtosimuii nepedyeHb HE NPUMEHSETCS K BEUIECTBAM, HCIOJIb3YEMbIM B KauyeCTBE AKTHUBHBIX
(hapMareBTHUeCKMX CyOCTaHITHH.

Ilox BcromorarenbHBIMU BCUICCTBAMHU, YKA3aHHBIMH B HACTOAIICM IICPEUHC, ITOHUMAIOTCA
KOMIIOHCHTbI HeKapCTBCHHOﬁ (I)OPMBI HEC ABJIAIOIIUCCA JICI\/'ICTBYIOIJ_II/IMI/I BCIICCTBAMH, KOTOPLIC
NPUHHUMAIOTCA MAIUCHTOM UJIM BBOAATCA EMY.

K TakuM KOMIIOHEHTaM OTHOCSTCS B TOM YHCIIC:

KpacuTeld, KOHCEPBAaHThI, aJbIOBAHThl, CTAOMIN3aTOPbI, 3aryCTUTEIH, 3MYJIbCU(PUKATOPHI,
BKYCOBBIE U apOMaTHYECKHE J00aBKH U T.[1.;
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

KOMITIOHCHTBI, IPCAHA3HAUYCHHBIC JIA IPOTJIAThIBAHWUA UKW NHOTO BBCACHUS IMAUCHTY,

KOMIIOHEHTbI Hapy>KHOH O0O0OJIOUKM JIEKapCTBEHHBIX IpenapaToB (KarcCyibl, JKeJIATHHOBBIC
KaIlCyJibl, peKTaJIbHbIE KaIICyJIbl U T.1.);

CMECH BCIIOMOTaTENIbHBIX BELIECTB, HAIPUMEP, UCIIOJIb3yEMbIE JUIsl IPSIMOTO MPECCOBAHUS, WU B
coCTaBe IICHOYHON 000JIOUKH, WIIH JUIsI TOJIMPOBKHU MPOTIaThIBAEMOM JIEKapCTBEHHON (hOPMBI;

KoppekTopsl pH;

KOMITOHCHTBI Y€PHHUJI, UCITIOJIb3YCMBIX JIA MAPKUPOBKU JICKAPCTBCHHBIX (1)OpM L IEPOPaAJIbHOI'O
MIPUMCHCHUS

pacTBOPUTCIIN, COACPKAIIUCCA, K IMPUMEPY, B PACTUTCIBHBIX OJSKCTPAKTAX HJIM KOHLOCHTpATaxX
BUTaAaMHHOB,

KOMITOHEHTBI, COJICp)KalIhecsl B CMECH XUMHUYECKH POJICTBEHHBIX BEIIECTB (HAIPUMED,
KOHCEpBAHTHI).

OcTtaToyHbIE IMPOU3BOACTBCHHBIC TIPUMECHU, IIPUMCCU HeﬁCTBYIOHlCFO BEIICCTBA, OCTATOYHBIC
PaCTBOPUTCIIN, NPOAYKTHI ACTpadallui U T.. HC OTHOCATCA K BCIIOMOT'aTCJIbHBIM BCIICCTBAM.

BcnomorarenbHble BelIeCTBAa B IIEJOM CUMTAKOTCS MHEPTHBIMU. HecMOTps Ha KelnarenbHOCTh
OTCYTCTBHSI y BCIIOMOTATEIBHBIX BEHICCTB COOCTBEHHOTO (hapMaKOJOTHYECKOTO NEHCTBUS WU €ro
HE3HAYHUTEIBHOCTh, HEKOTOPhIE W3 HUX OOJamaloT MpPU3HAHHBIM JAcHCTBHEM wWiId d(PdexTom,
BO3ZHUKAIOIIUM IIPU OMNpPEACICHHBIX OOCTOSATENbCTBAX. 3aABUTENM HPU PETUCTPALUMU M JepiKaTeln
PETUCTPAIIMOHHBIX  YIOCTOBEPEHHUH  JODKHBI ~ OOeCredyWTh  HajAJexallee  HCIOJIb30BaHHE
BCIIOMOTATENIbHBIX BELIECTB B COCTaBE JIEKAPCTBEHHBIX IIPENApaToB, C YYETOM CBEICHUM,
COZIepKAIIMXCS B HACTOALLEM IIEPEUHE.

HaumeHoBaHME BCIIOMOraTeNbHOIO BELIECTBA, YKAa3aHHOIO B HACTOSINEM IIEpeyHe, JOJHKHO
conpoBoXkaarbcsi HoMepoM "E", ecim TakoBOW NMPUCBOEH. B MapkMpoOBKe OCTATOYHO yKa3aTh JIUIIb
Homep "E" npu ycioBuu TOro, 4to nojgHoe HauMmeHoBaHue u HoMmep "E" ykazanbl B OXJIII u JIB B
paszene, B KOTOpOM NEPEUUCIIEH MOJIHbINA KaueCTBEHHBIN COCTAB.

[TaTeHTOBaHHBIE BKYCOBbIE JOOABKM M apOMaTH3aTOPHI JIOMyCKaeTcs yKa3blBaTh oOuIel (pasoit
(mampumep, "amenbCHMHOBAas BKycoBas no0aBka", "OUTPycOBBIA apomaTu3atop (OTaymika)'), Bce
W3BECTHBIE OCHOBHBIE KOMIIOHEHTHI W KOMIIOHEHTHI, OOJajaromue INPU3HAHHBIM JCHCTBHEM WU
s dexTom, HEOOX0IMMO YKa3hIBATh OTACIIBHO.

XuMuueckn MOJIUGUIMPOBAHHBIE BCIIOMOIaTENIbHBIE BELIECTBA HEOOXOAMMO YKa3blBaTh Tak,
9YTOObI M30€XaTh IMyTaHUIBl ¢ HEMOAW(DUIIMPOBAHHBIM BCIOMOTaTEeNbHBIM BELIECTBOM (HalpuMep,
"MpeKenaTUHU3UPOBAaHHBIA Kpaxman').

HeoOxonumo yka3plBaTh HaMMEHOBaHUs KoppekTtopoB pH, a Taxke wux ¢QyHKOUIO 0pu
HE0O0XOIMMOCTH, HalpuMeD, ""XJIOPOBOJOPOAHAS KACIOTA JUis Koppekmuu pH".

HeoOxommmo yka3aTh BCE KOMIIOHEHTHI CIIOKHBIX BCIIOMOTATEIBHBIX BEIIECTB M CMECEH,
npeaBapss ux oOIel onmucaTeIbHON XapaKTepUCTUKON, HapuMep, "YepHuIa, coaepxaiue x, y, z". B
MapKUpPOBKE JOIMYCKAETCsl UCTIOIB30BaTh OOIIYI0 OMHcaTeIbHY0 XapakTtepuctuky, ecinu B OXJII u JIB
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NpUBEJEHBI OoJiee MOAPOOHBIE CBEIEHHs. Y Ka3bIBaIOTCS BCE KOMIIOHEHTHI, 001agaroliye Npu3HaHHbIM
neiicTBueM UK 3P HEKTOM.

B rpade 4 Tabnuiel HaCTOSIIETO MEPEeYHs NpUBeAeHa HH(YOPMAIH O KaXIOM BCIIOMOTaTeIbHOM
BEIIECTBE, KOTOpas NOJDKHA ObITh ykazaHa B JIB. YkaspiBaemass B OXJIII u JIB undpopmanus gomkHa
ObITh SICHOM M TOHATHOM malueHty. B cBsi3u ¢ TeMm, 4TO y 3asBUTENEH MOTYT OBITH pazIUYHbIE
¢upmennnie ctiom OXJIIT u JIB, He Tpebyercs mocnoBHo BkimrodaTh B OXJIIT m JIB mudopmanuio
yKa3aHHYIO B rpade 4 TaObIuIbl HACTOSAIIETO NepedHs. 3asBUTENN BIpaBe BbIOpaTh CBON COOCTBEHHBIN
CTWJIb TIPEACTABIEHUS ATHX CBEJIEHUN NAIMEHTaM, HAlpUMEpP, B BHUAE MNPSAMBIX WIM KOCBEHHBIX
ykazaHuid. I3MeHsATh CyTh ¥ 3HaYeHHE UHPOPMALIUU HE JOIMYCKAeTCsl.

Eciu B coorBerctBum ¢ HacrosmuMm nepeuneM B OXJIIl u JIB HeoOxonumMo mnpuBecTd
peAynpexaAcHIe WM UHPOpMalMOHHOEe yka3zanue, To npu npoureHuu JIB u OXJII momxHO OBITH
MOHATHO, YTO ATO yKa3aHHE OOYCJOBJIEHO HAMYMEM KOHKPETHOTO BCIIOMOTaTENbHOTO BellecTBa. Y
MalKUeHTa He J0HKHO BO3HUKATh HEAOTIOHMMAHUsI OTHOCUTEIBHO TOTO, OTHOCUTCS JIM MPEAYTPExKACHUE
K BCIIOMOTaTeJIbHOMY BEILECTBY MU JACUCTBYIOIIEMY BEILECTBY.

WNudopmanis 00 OTAETBHBIX BCIIOMOTATENIBHBIX BEIIECTBAX, YKA3aHHBIX B HACTOSIIEM IEpPEYHE,
noaiexarast BkiarodeHuto B OXJII u JIB, moxer oTHOCHThCS K HeckobkuM pasnenam OXJIIT u JIB
(HanmpuMep, BIUSHUE HA CHOCOOHOCTH YIPABIATH TPAHCHOPTHBIMU CPEICTBAaMH H paboTy C
MEXaHW3MaMHu, OEpEeMEHHOCTh W JIaKTallds, HEeXelaTelIbHble peakuuu). B  mensx ynpoueHus
unpopmanuu B OXJII u JIB He ciemyer myOmupoBaTh 3T cBeneHus. OmHako, 4TOOBI MAIMEHT HE
MPOIYCTHIT Ba)KHBIE M 3HAYMMbIC CBEACHUS, U MOXKET MOTPeOOBAThCSA yKa3aHUE CCHUIOK Ha pasfen C
MPENYNPEXRACHUIMU OTHOCUTEIBHO BCIOMOIAaTEIbHBIX BellecTB B apyrux pasaenax OXJIII u JIB.
Hampumep, mnpu Hamuuuu B COCTaBe JIEKAPCTBEHHOIO IMperapara J3TaHoOJa TOTpelyeTcs
COOTBETCTBYIOIIAS CChUIKA HAa pa3fei ¢ NMPEAyNpeKICHUSMH B pa3lieliax, KacaroUuMXCs BIUSAHUS Ha
CIIOCOOHOCTh YIIPaBJIATh TPAHCIIOPTHBIMHM CPEACTBAMU M pabOTaTh ¢ MEXaHM3MaMH, OEPEMEHHOCTH U
JIAKTAIlMH, CBEACHUN O IETIX U T.JI.

TaGnHua HACTOAIICTO MEPCUHSA COACPIKUT CICAYIOIIUC I“pa(l)BIZ

HauMeHoBaHMe. HamMmeHOBaHME BCIIOMOraTENbHOIO BELIECTBA YKAa3blBA€TCd Ha OCHOBAaHUU
Homenkinaryppl MHH wmm ®apmakonen Coro3a (ecinu BO3MOXHO), Bkitouas Homep "E" (mpm
HE00X0IUMOCTH);

IIYTb BBCACHUA. Vkazanne IIYTH BBCACHUA HGO6XOI[I/IMO, IMOCKOJIbKY I/IH(bOpMaI_[I/IH 0 0e30I1acHOCTH
BCIIOMOT'aTCJIbHOTO BCIIECTBA 3aBUCUT OT MIYTHU €0 BBCACHUS (HaanMep, CBCACHHUA O 6p0oncna3Me,
O6YCJ'IOBJ'I€HHOM OCH3AIKOHUS XJIOPUAOM, 3HAYUMBI JIMIIBL JJI pCCIIUPpaTOPHOTO HyTI/I);

IPEIENbHOE CONEPIKAHUE BCIIOMOTaTENbHOIO BEILECTBA. BCrioMoraTebHbIE BEIECTBA IPOSBIAIOT
CBOE€ JICVICTBUE JIMIIB [TPU IIPEBBIIIEHUA HEKOTOPOU JT03bI.

Ecin He ykaszaHO MHOE, TO NPEIEIBHOE CONEP/KaHNE BCIIOMOTaTEIBHOTO BEIIECTBA BBIPAKEHO B
MaKCHUMaJIbHOM CYyTOYHOM [J03€ paccMaTpUBAEMOIO BCIIOMOraTEIBHOTO BEUIECTBA B COCTaBe
JIEKapCTBEHHOrO Ipenapata. IIpu 3ToM moz mpenesbHbIM COAEPKaHUEM BCIIOMOIAaTEIbHOIO BEIIECTBA
MOHMMAeTCs 3HA4YE€HUE, PAaBHOE MWJIM IIPEBBHIIAONIEe TO, KOTOPOE HEOOXOAWMO Ui BKJIFOUEHUS
ykazaHHbIx cBesieHuil B OXJIII u JIB. HyneBoe npenenbHOe cofepkaHUe BCIIOMOTaTEIbHOIO BEIIECTBA
03HA4yaeT, 4TO CBEJCHMs CIENyeT yKas3blBaTh BO BCEX CIy4YasX HAJIWYUSA OTOrO BCIOMOTATEIBHOTO
BEIECTBA B COCTABE JIEKAPCTBEHHOTO MIpETapara;
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unpopmanus s OXJIIT u JIB. TlpuBoanmMbie CBeACHUS TOJKHBI OBITH M3II0KEHBI B MPOCTOU
(dbopMe, 4ETKO ¥ TIOHATHO AJIs manueHTa. [lpu 3Tom moJ ciaoBocoueTanneM "Ha 103y" MOApa3zyMeBaeTCs
J1032 JIEKAPCTBEHHOro Ipernapara. [IoCKOJIbKYy 03Bl JIEKAPCTBEHHOI'O IIpenapara MOTYT CHUJIbHO
BApbUPOBATH, 3aIBUTEISIM HEOOXOJMMO YYHMTHIBATH MAKCHMAJIBHYIO Pa30BYIO 103y JIEKAPCTBEHHOTO
npemnapara, ykazanuyto B pazaene 4.2 OXJIII. B yacTHbIX ciydasx MpUBOJMUTCS BbIPAKEHHE "'10 X MT Ha
no3y". B ciyuwae ecim jexkapcTBeHHas (opma sBIsSETCS TBEpAOW, Hampumep, TabyieTkKa, Karcyla,
CYMNIIO3UTOPUH, TOPOILIOK B caile, IejaecooOpa3Hee yKa3blBaTh KOJIWYECTBO BCIIOMOTATEIBHOTO
BEIIECTBA HA TAOJIETKY, KArCyly U T.J. COOTBETCTBEHHO;

KoMMeHTapuu. TekcT B 3To# rpade Tabiuibl He TpeaHazHadeH s nanueHTa. OH COIEpKUT
MOSICHCHHSI TEKCTA B MPEANISCTBYIOMIEH Tpade, HEOOXOAUMBIE JIJIsi KOPPEKTHOTO YKA3aHHsI 3TOTO TEKCTa.
B HEKkOTOpBIX CiIydasXx KOMMEHTapHH, CQHOPMYJIUPOBAHHBIE B JIOJDKHOM CTHJIC, MOTYT OBITh
KCIMOJIb30BaHbl B KauecTBe mpotuBonokazanuii B OXJIII.

[Tpunoxenue N 2

K TpebGoBaHMSIM K HHCTPYKIIUU
10 MEAULUHCKOMY NTPHUMEHEHHIO
JIEKapCTBEHHOTO Ipernapara

1 o011ei XxapaKTepUCTHKE
JIEKapCTBEHHOTO TIperapara

U1 METMIIMHCKOT'O IIPUMEHEHUS

TPEBOBAHUA
K ONMUCAHUIO COCTABA NIrmiinPOBAHHbIX (KOHBbIOIT'MPOBAHHbBIX)
BEJIKOB B OBLLEN XAPAKTEPUCTUKE NEKAPCTBEHHOI'O MNMPEMNAPATA,
MHCTPYKUUX NO MEOULIMHCKOMY NMPUMEHEHUIO (JINCTKE-BKIAODILLE)

s obecrieyeHHst SICHOCTH M €AMHOOOpAa3us B YKa3aHWU COCTaBa JICKAPCTBEHHBIX IMPENaparos,
JICHCTBYIONIMM BEIIECTBOM KOTOPBIX SBISIOTCS MATHIIMPOBAHHBIE (KOHBIOTUPOBAHHBIE) OCNIKH, CIETyeT
WCIOJIb30BATh CIICTYIOIINE TEPMUHBI:

"cTeneHh MOAUQPUKAIIUN" - CpeHEee YUCIIO (C) MOJIEKYJT ITOJIMMEPA, CBSI3aHHBIX ¢ OCIIKOM;

orpezieNieHUs] MOJIEKYJIIPHOM MaccChl:

"GenKoBas 4acTh JACHCTBYIOIIETO BemecTBa (X)" - MOJIeKyJIIpHas Macca Oenka, CoAepIKalierocs B
0EKOBOM KOHBIOTATE;

"OenkoBblii KoHBIOTAT (Y)" - cpemHss oOm@as MOJEKyJsipHash Macca KOHBIOTHPOBAHHOTO
0€JIKOBO-IIOIMMEPHOT0 JICHCTBYIOIIETO BEIIECTBA;

"cBOOOIHBIN O€NOK" - Macca HEKOHBIOTMPOBAHHOIO OeJIKa.

OnpeneneHne JO3UPOBKM H  (ACOBKM  JIGKAPCTBEHHBIX  IMPEMApaTOB  MATHIMPOBAHHBIX
(KOHBIOTUPOBAHHBIX) OEIKOB OCYIISCTBISACTCS HA OCHOBE COJEpKaHMs Oelka, ¢ ydeToM oOIei
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CTPYKTYPbI MOJIEKYI.

B wmemsax HCAONYIICHUA ITYTaHUIBI B OTHOIICHWUU COJACPKAHUA CBOGOHHOFO Ocika B OGH.IGﬁ
XapPaKTCPUCTHUKE JICKAPCTBCHHOTI'O IIpCriapara CJICAYCT TOYHO OIMUChIBATH COCTAB U JIeicTBHue OCIIKOBOI0O
KOHBIOI'aTa.

1. Pasgen 2 ("KonuyecTBeHHbIN N KayeCTBEeHHbIN cocTaB") obLuen
XapaKTepuCTUKN NeKapcTBEHHOro npenapara

Paznen nomkeH BKIOYATh:

OIMMCaHHUE€ CcoCrtaBa B COOTBCTCTBHH C I[O3I/IpOBKOI71, onpez[eneHHoﬁ Ha  OCHOBAaHHH
KOJIMYCCTBCHHOI'O OIPEACIICHUA, C YCTKMM YKa3zaHHMEM Ha TO, YTO YKa3aHHBIC 3HAYCHHUSA OTHOCATCA
TOJIBKO K COACPIKAHUIO 6eJ'IKa; n

onucaHue OEJIKOBOr0 KOHBIOrata B cienymomeil ¢opmynuposke: <JleHCTByrolee BeIIECTBO
SBIISICTCS KOBAJICHTHBIM KOHBIOTATOM [TuUN Oejka, INPOU3BOACTBEHHONW CHCTEMBbI| C [Ha3BaHue
HOJIMMEpPa, COJEPKAILEroCs B KOHbIOraTe |>.

AKTHBHOCTh ¥ 3()()EKTHBHOCTH JIEKAPCTBEHHOT'O Tperapara He CIeAyeT CPaBHUBATH C APYTUMU
IOTHJIUPOBAHHBIMA ~ WJIM  HEIATWIMPOBAHHBIMHA ~ OCIIKAMH,  OTHOCAIIUMHCS K  TOW  Ke
(hapmakoTepaneBTHUECKON TpytIe (moapoOHyo nHpopManuoo cM. B pazaene 5.1).

2. Paspen 5.1 ("®apmakognHamu4yeckme cBonctaa") odien
XapaKTepUCTUKUN NeKapCTBEHHOro npenapara

CrpykTypy OenKa ciemyeT omucaTh CIeIyonuM 00pa3oMm:

<[Tumn Oenka] KOHPIOTHPOBAHHBIN C [Ha3BaHWE IMOJIUMEPA, COJEPXKAIIECTOCS B KOHBIOTATE| MpH
9TOM CTEMEeHb 3aMEIIEHHs COCTaBseT [n Moled momuMepa Ha Moib Oenka]. OOmas MonekyisipHas
Macca COCTaBJIsIeT MPUMEPHO [Y ], U3 KOTOPBIX J0JIs1 OEITKOBOM YaCTH COCTABIISIET OKOJIO [X]>.

Jlanee B 3aBUCUMOCTH OT KOHKPETHOTO CITy4yasi MOTYT OBITh JaHbI ONUCaHue n30(opM, CpaBHEHHE
MOHﬂpHOﬁ AKTHUBHOCTH KOHbBIOIrara 1 HE3aMCIICHHOI'O 66.]'[1(3, pasiiniuAg B aAKTUBHOCTH B 3aBUCUMOCTH OT
n30(opM U T.JI.

3. Pasgen 5.2 ("®apmakokuHeTUu4eckme cBomcTBa") oben
XapaKTepuUCTUKMN NeKapCTBEHHOro npenapara

[Tpr HEOOXOAMMOCTH IOIyCKAETCsl MPEICTABUTH CpaBHEHUE (HhapMaKOKMHETUYECKHX CBOWCTB C
HEKOHBIOTMPOBAHHBIM OEJIKOM € TMOCHEAYIOUUM TOJIPOOHBIM OMHCAHUEM (PapMaKOKHHETHYECKUX
CBOWCTB KoHbrorara. Ilpu Hammunm 060CHOBaHMI ciieyeT MPUBECTH MOJPOOHOE OMMCAHUE MOBEICHMS
130(pOpPM U CTAOMIIBHOCTH KOHBIOI'AaTOB B €CTECTBEHHBIX YCIIOBHSIX.

[Ipunoxenue N 3
K TpebGoBaHUAM K MHCTPYKIHH
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[0 MEAUIMHCKOMY MTPUMEHEHHUIO
JIEKapCTBEHHOTO Mpernapara

1 0011ell XapaKTepUCTHKE
JIEKapCTBEHHOTO TIpernapara

TSl MEZIMITUHCKOTO MTPUMCHEHHSI

TPEGOBAHUSA ]
K ONMUCAHUIO ®APMALIEBTUYECKMX CBOMCTB BAKLIMH B OBLLEN
XAPAKTEPUCTUKE NEKAPCTBEHHOIO MPEMAPATA U UHCTPYKLIUU
MO MEAULMHCKOMY MPUMEHEHMIO (NIUCTKE-BKNALBILLE)
NEKAPCTBEHHOTO NMPEMAPATA

|. BBegeHue n obnactb NpuMeHeHus

Hacrosimmee mnpuiokeHHE COIACPXKHUT TpeOOBaHUS IO COJICPKAHMIO U TPEACTABICHUIO
(dapManeBTHYECKNX JaHHBIX B MH(pOpMamMu O mpenapate (0Omei XapaKTepUCTHKE JIEKAPCTBEHHOTO
mpenapaTta), €ro MapKHpPOBKE U JIUCTKE-BKJIAJbIIIC Y BaKUMUH I MEIUIMHCKOTO MPUMEHEHHUS.
Heo6xoauMoCTh OTAEIBHOIO MPUIIOKEHUS OOBACHAETCS CI0XKHOCTBIO MHOTMX AaclleKTOB COCTaBa U
KOMIIOHEHTOB BakIMH. Kpome TOro, oHo cojiepkutr TpeOoBaHHs IO (opMaTy U COCTABICHHIO
dbopmynupoBok B moapazaenax pazgenoB 4 ("Knunudeckue mannbie") u 5 ("dapmakomorudeckue
cBoiicTBa") 0OLIEH XapaKTEpUCTUKE JIEKAPCTBEHHOIO IIpernapaTa, KOTOpPbIE HMEIOT HEKOTOpPbIE
0COOEHHOCTH, XapaKTepHbIE 1JI BaKIMH.

OcHOBHBIE TpeOOBaHUs K JaHHBIM O JIEKAPCTBEHHBIX IperapaTax COACPIKATCA B OCTAIbHBIX
pasnenax Hactosmux TpeGoBaHUM.

3asgBUTENSIM CIEAYET YUUTBIBATH HACTOAIIEE MPUIOKEHUE MPU MOJaYe PETHCTPALMOHHOTO J0ChE
Ha HOBBIE BakUMHBL, a TaKXkKe NpH TOATBEPKICHUU pErucTpauuud (mepeperucTpanuu)
3apErUCTPUPOBAHHBIX BaKIMH.

CrneunanbHble peKOMEHJAIMK 10 MHPOpPMAIMU O BaKIMHAX A8 NpoUIaKTHUKU rpunna OyayT
MIPUBE/ICHBI OTAEIBHO.

Il. O6wan xapakTepucTMKa NieKapCcTBEHHOro npenapara

dapManeBTUYECKUMU pa3jieliaMi O0IIel XapaKTepUCTHKH JICKAPCTBEHHOTO Mpemnapara sSBISIOTCS
pazgensl 1 - 3, 6.1 - 6.6.

K dapmakonornaeckuM U KIMHAYECKUM pasjiesiaM, PACCMOTPEHHBIM B HACTOSIIIIEM MPUIIOKCHUH,
oTHOCcATCS paznaenbl 4.1 - 4.9 u 5.1 oOmielt XapaKTEPUCTHKH JICKAPCTBEHHOTO TIpernapara.

1. HanmeHoBaHue nekapcTBeHHOro npenapara

Csenenus B pazzaene 1 oOuieil xapakTepUCTUKH JIEKapCTBEHHOTO IpernapaTa Ha BaKIIMHbBI JOJIKHBI
pacroiaraTeCs B CIICAYIOIIEM MOPSIIKE:

a) TOProBOC HAUMCHOBAHUC,

0) [mo3upoBkal;
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B) JieKapcTBeHHas ¢popMma;
1") OﬁIlIGl’IpI/IH}ITOG HaNMMCHOBAHUC IIpCIiapara.
1.1. ToproBoe HaumeHOBaHuMe NneKapCTBEHHOro npenapara.

Jlo paspabotku cootBercTByromero akra Coro3a HE00XOJUMO CIlIe[oBaTh TPeOOBaHUSAM
3aKOHO/ATEIBCTBA TOCYIApCTB - WieHOB Coro3a 1Mo BBIOOPY TOPTOBBIX HAMMEHOBAHUM JICKApCTBEHHBIX
MperapaToB.

1.2. [lo3npoBKa.
ﬂOHYCKaeTCH HC YKa3bIBaTh JO3UPOBKY, CCJIN OHA HCOUCBUHA.
1.3. JlekapcTBeHHas chopma.

HecmoTpst Ha TO uTO Hacrosimue TpeGoBaHUS TOMYyCKAIOT HEBKIIOUEHUE JIEKAPCTBEHHON (HOPMBI,
€CIIM OHA HEOYEBMJIHA, JUI1 BCEX BAKIMH pPEKOMEHJYEeTCs €€ yKasplBaTh. B HemIx ykazaHus
JIEKapCTBEHHON (OpMBI CIeyeT MCIO0JIb30BaTh COOTBETCTBYIOUIMHM CTAHAAPTHBIM TEPMHUH WU
KOMOMHAIIMIO CTaHJIApTHBIX TEPMUHOB U3 HOMEHKJIATYPbl JIEKAPCTBEHHBIX (HOpM, yTBEpKIaeMOi
Komuccuen.

Ecmu dopma BeITycka mpeacTaBisieT co00il mpeaBapuTeIbHO 3aIOTHEHHBIN MIMPUI] ¢ BaKIIUHOM,
KOTOpast TPOJIAeTCA B PA3JIMYHBIX MEPBUYHBIX YIAKOBKaX, JIEKAPCTBEHHYIO (Gopmy ((POopMbI) BBITyCKa
"MpeaBapuUTENbHO 3allOMHEHHBIM IINPUL"  CIEAYET BBIPAXKATh HWCKIIOYUTEIBHO B  CIEAYOIIEH
¢bopmynuposke <[PacTBop, cycrieH3usi| 11 HHbEKIUH B IIPEIBAPUTEIIBHO 3allOJHEHHOM Hinpuue>. Bo
BCEX OCTaJbHBIX CIIydasX YKa3bIBaTh INEPBHUYHYIO YIAaKOBKY B COCTaBe JIEKAPCTBEHHOW (hOpMBI He
JIOITYCKaeTCsl.

1.4. OOwenpuHATOe HaMMeHOBaHNe BaKLUMHbI.

[Ton oOmenpuHATHIM HAaUMEHOBAHUEM CIIEyeT MOHUMATh 3aroJIOBOK COOTBETCTBYIOLIEH CTaThbu
®apmakonen Corosza, ytBepxkaaeMord Komuccueit, ecnum TakoBas cymecTByeT. Ecim cTaTes B
®apmakoriee Coro3a OTCYTCTBYET, HEOOXOUMO CIIEIOBaTh CTUJIMCTUKE W MpEeLEeeHTaM COCTaBICHUS
3aronoBkoB crateil Papmakoren Coro3a, BKIIOYas HCHOJIB30BaHHWE TaKHUX CJOB, Kak 'kuBas',
"agcopOupoBanHas" u "Bupocoma", B CKOOKax, €Clii MPUMEHHUMO.

2. KauecTBeHHbIN U KONUYeCTBEHHbIN cocTaB

OCHOBHBIE CBCIACHUA B pasacic 2 06H.I€I>i XapaKTCPUCTUKHU JICKAPCTBCHHOI'O ITp€riapaTra AJOJI2KHBL
pacnoiaratbCsa B CJICAYIOIICM IMOPAAKE:

KauCCTBCHHOC U KOJIMYCCTBCHHOC COACPKAHNC Kaxxgoi (I)apMaueBanecxoﬁ CY6CTaHL[I/II/I;
KauCCTBCHHOC U KOJIMYCCTBCHHOC COACPKAHNC KAKAOI'0O aAbOBAHTA UJIN aI[COP6€HTa;

CChIJIKA Ha IIE€peyeHb BCIIOMOTaTENbHBIX BeEUIECTB B paszzaene 6.1 oOmieidl XapakTepuCTUKU
JIEKapCTBEHHOI'O IIperapara.

CBeaeHUS IPUBOJATCS C YISTOM CIEAYIOIIMX TPEOOBAHMIA:
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

2.1. ®dapmaueBTUYECKME cybCcTaHLumN.

KadecTBeHHBIII M KOJMYECTBEHHBIH COCTaB MO COACP)KAaHUIO (hapMaleBTHUECKUX CyOCTaHIIMN
ClIelyeT, KaK MPaBWIIO, BBIPAXKaTh HA €AUHUILY JTO3bI.

®apmManieBTUYECKUE CYOCTaHIIMM IOJIMBAJICHTHBIX BAaKIUH JOJDKHBI B HJ€ane CcjeloBaTh B
HOpsSiIKE COOTBETCTBYIOIIEro 3arojioBka crtarbu Papmakonen Coro3a, e€ciad TakoBas CYyILIECTBYET.
OnHako, ecnu (opMa BBITYCKAa COCTOMT W3 HECKOJIBKHX IEPBHUUYHBIX YIMAKOBOK MM KaMep, COCTaB
CJIeZlyeT yKa3bIBaTh Ha MEPBUYHON yIaKoOBKe (Kamepe).

B o0meil XxapakTepHCTHUKE JIEKAapCTBEHHOIO IIpermapara HE JOMYCKaeTCs HCIOJIb30BaTh
COKpaIlleHHbIE HANMEHOBaHUS (papMareBTUIECKUX CyOCTaHINHN (BKIIIOUYasi OEITOK-HOCUTETTh ).

B pa3znene 2 obuieit xapakTepUCTUKH JIEKAPCTBEHHOTO MIpenapaTa GpapMaleBTH4eckiue cyOCTaHIun
HEOO0XO/JMMO YKa3blBaTh B COOTBETCTBHMM C HUX OOBIYHBIM OOILEHPUHATBIM HAaUMEHOBAaHHEM WIIU
XMUMHUYECKUM omnucaHueM. [1ockonbKy BakIMHHBIE aHTUTeHbl He uMetoT MHH, HanmeHoBaHue kaxxaoi
(bapMareBTHUECKON CyOCTaHIIMH JJOJKHO, HACKOJIBKO 3TO BO3MOXHO, COOTBETCTBOBATH TEPMUHOJIOTHH
crareii @apmaxoren Coro3a Ha BakUWHHBbIE AaHTUreHbl. HanMeHoBaHue HedapMaKONeHHBIX
(bapManeBTHYECKIX CyOCTaHIIMI HEOOXOIUMO B HJealie YKa3bIBaTh B COOTBETCTBUH C €T0 (pOpMabHBIM
JATUHCKUM (TpedyecKrM) HaWMEHOBaHHMEM WJIM B COOTBETCTBHHM C 3a00J€BaHUEM, IOJUICKAIINM
popUIAKTUKE, C YUETOM UCTOPUYECKUX U (PapMaKONEHHBIX MPELEeJICHTOB IPUCBOCHUS HAMMEHOBAHUI
aHAJIOTUYHBIM BaKIIMHHBIM aHTUTE€HaM.

Koncynprantllntoc: npumeuanue.
TekcT, yka3aHHbIH KypCHUBOM, B 3JIEKTPOHHOM BEPCUH JIOKyMEHTa 0003HAYEH 3HAKOM #.

TakCOHOMUYECKHNE HAaUMEHOBAHMSI KIETOYHBIX MUKPOOPIaHU3MOB CIIELYET BBIIEISATH KypPCHBOM.
Ha3zBanus MUKpOOHBIX POJIOB COKpAIIaTh HE cileayeT. B HauMeHOBaHMEe Ka)KAO0ro aHTUIeHa OakTepuil U
BHUPYCOB, €CJIM IPUMEHHUMO, CIEAYET, KaK PaBUIIO, BKIIIOYATh IITAMM, CEPOTHIl WJIA MHOW MOAXOAIINI
MTOJIBHJIOBOM KJIACCU(HUKATOP.

HeoOxonumo yka3aTh CBOWCTBa BCEX HCIOJIb30BAHHBIX B IPOU3BOJCTBE KJIETOYHBIX CHCTEM U,
€CIM TMPUMEHHMMO, Ha HCIOJb30BaHWe TexHoyoruu pekomOuHanTHoH JIHK. Tekct B oOmieit
XapaKTEPUCTHKE JIEKAPCTBEHHOTO Ipenapara u3jiaraiT B CIEAYONIeH pelakuuu: <nojiydeHa OT KJIETOK
XXX [mo TexHonmoruu pekomouHantHo JJHK]>.

Hamnpumep: #<nonyueHa u3 AMIUIOMAHBIX KieTok yenoBeka (MRC-5)>, <momydeHa u3 KIIETOK
Escherichia coli mo Texnomormm pexkomOunanTHoii JIHK>, <momydeHa W3 KIETOK KypHUHBIX
SMOPHOHOB>.#

CBeneHus 0 KJIIETOYHBIX CUCTEMAaX, UCIIOJIB30BAHHBIX JUJIsl TPOU3BOJICTBA MOJIMBAJICHTHBIX BAKIIMH,
MO)KHO NpPEICTaBUTh B BHJE CHOCOK B Mpefenax pasjena 2. B ocTalpHBIX ciay4asX yHNOMHMHAaHHE
nporecca MpOU3BOJICTBA B HAUMEHOBAaHMM (pPapMalleBTUUECKOH CyOCTaHIIMM BAaKIMHBI, KaK MpaBUIIo,
JIOJDKHO OBITH OTPAaHMYCHO MCIIOJIb30BAaHUEM CIICAYIONIMX TEPMHUHOB!

#'"%uBas aTTeHyupoBaHHas"# (eciIu BaKLMHBI CO/IEPKAT KUBbIE MUKPOOPTaHU3MBbI)

#'"MHAaKTUBUPOBaHHAA"# (€CJIM BaKIIMHbBI COJEPKAT YOUTbIE MUKPOOPTaHU3MBI).
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Ceenenus o cmoco0ax aTrTeHyallMMM WM WHAKTHBALUHU (hapMaleBTHUECKOW cyOcTaHIMU
NPUBOANUTE HE CIENyeT, €CIU TOJBKO 3TH CBEJCHUS HE TPEOYIOTCS Ul XapaKTEPUCTHKU CBOMCTB
(dapmaneBTHUECKON CyOCTaHIIMKM, HampuMep, B CIy4ae XOJEPHOTO BaKIMHHOTO aHTUTCHA,
o0OpaboTaHHOrO (hOpMaIbAETUAOM (MIOABEPTHYTOTO BO3AECHCTBUIO BBICOKOM TEMIIEPATYPHI).

2.2. AaboBaHTbI U (MNN) aAcOpPOEeHTDbI.

Ecnu BakiuHa CONEP)KUT aqbIOBAaHT WIM aJCOpPOEHT, €ro HeoOXOOUMO yKas3aTb B paszzene 2
("KadyecTBeHHBIN M KOJMUYECTBEHHBIN cocTaB") o0IIel XapakTepUCTUKH JIeKapCTBEHHOTO npenapata. [1o
BO3MOKHOCTH CJIEyeT UCIOIb30BaTh HOMEHKIATYpy dapmakonen Coro3a, 3a UCKIIOUEHHEM TOT'O, 4TO
BMECTO "aIOMUHUS TUAPOKCUJ, THUAPATUPOBAHHBIN, A ajacopOuMM" [OMycKaeTcs YyKas3blBaTh
"aIFOMUHUS TUIPOKCUJ, THAPATUPOBAHHBIN".

COCI[I/IHGHI/IH AJIFOMHUHUS, KaK IIPpaBHJIO, ABJIAIOTCA a,I[COp6eHTaMI/I. KomnaecTBeHHOE COACPIKAHUC
COCJIMHEHUI aTIOMUHUS HCO6XO,Z[I/IMO YKa3bIBATh IO KOJIMICCTBY AJIFOMHUHUA B 103€.

JUis ONMBAJICHTHBIX BAaKIMH B OCOOEHHOCTH, a TaKXe JUIi MOHOBAJICHTHBIX BAaKIMH, €CIU 3TO
yI00OHO, KA4eCTBCHHBIC M KOJMYECTBEHHBIC TaHHBIE OO0 aJbIOBaHTaX W (WIH) afAcOpOEHTaX MOXKHO
NPEJCTaBUTh B BUJIE CHOCKH(OK) B Tpeaenax paszzuena 2 oO0Ied XapaKTepUCTUKU JIEKapCTBEHHOTO
npernapara.

B oO0meit xapakTepucTHKe JIEKAPCTBEHHOrO IMpenapara M JIMCTKE-BKIIAJbIIE HE CIeAyeT
HCIONIb30BaTh COKpAIleHHbIE HAMMEHOBAHUS aJbIOBAHTOB (aICOPOCHTOB), COKpAIIEHUs JOIMYCKAIOTCS
Ha MapKUpOBKE IpUM HEXBaTKe MeCTa IMpPH TOM YCJIOBHUH, UYTO JI000€ Takoe COKpalleHue OyneT
pacmmdpoBaHo B pazzerne 2 o0miei XxapaKTepUCTHKH JICKAPCTBEHHOTO Mpenapara.

2.3. MHoroao3Hble npenaparbl.

Jlns MHOTOIO3HOTO TpernapaTa HeoOX0AMMO TPETyCMOTPETh clienytoliee ykasanue: #"'Konrelinep
SBJIIETCS MHOT0/103HBIM. KomruecTBo 103 BO (rakoHe yka3aHo B pazzene 6.5".#

2.4. Ccbinka Ha nepeYeHb BCNoMoraTternbHbIX BelecTB.

B koHme paszgena HEOOXOIMMO TMPEayCMOTpEeTh clenayronuii TekcT: #<I[lomHbli nepedeHb
BCIIOMOTaTEJIbHBIX BEIIECTB MPHUBEACH B pazjeine 6.1>.#

3. lekapcTBeHHas hopma
VYkazanue JekapcTBeHHON (opmbl B paszene 3 oOmedl XapaKTepUCTHKH JIEKAPCTBEHHOTO
npenapara JOJDKHO COBIIaJaTh C TAKOBBIM B pasziene | oO0mmiel XapakTEepUCTHKU JIEKAPCTBEHHOTO
npenapara.
DTOT pazzen JOJHKEeH CO/Iep KaTh OMMCAHKE MIpernapaTa, KOTOPBIM MOCTYIUT B MPOAAXKY.
4. KnnHuyeckue gaHHble

4.1. Noka3aHusA K MPUMEHEHUIO.

ITokazanme MMPUMCHCHUIO JOJIKHO, KaK IIpaBUJIO0, OXBATbIBAThb:
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a) 3a0oseBaHMs, MOJUICKAIIUE MPOPUIAKTHKE (BKIIOYas KOHKPETHBIE BHIBI OPTaHH3MOB, €CIH
IIPUMEHHMO);

0) MUHUMAaJIbHBII TOMYCTUMBIN Ul IPUMEHEHUS BO3pacT (HapUMep, MIIAJCHIIBI C 2-MECSUHOTO
BO3pacTa);

B) COOTBETCTBYIOIIHE BO3PACTHBIC KaTeropuu (HampuMep, HOBOPOXKIECHHBIC, MIIAJICHIIBI, JICTH,
MOIPOCTKH, B3POCIIBIE);

F) MaKCHUMAJIbHO )IOHYCTI/IMHﬁ BO3pPacCT, €CJIN TAKOC€ OI'paHUYCHUC L[enecoo6pa3H0, uexoasa us3
TaKHuX (I)aKTOpOB, KakK SIIMICMHUOJIOT U 3a00JIeBaHUS UIIH COJACPKaHNC AaHTUTCHA B BAKIITUHC.

Moxer Takke NOTpeOOBaThCS yKa3aHHWE KOHKPETHBIX MOMYJSALUN TMalUeHTOB, Ui KOTOPBIX
MOJXOUT BakIMHA (HAIpHUMEp, HEBAKIIMHUPOBAHHbIE, IEPBUYHO BAKLMHUPOBAHHBIE, HAXOAAIINECS B

rpynne pucka). Ilomynsuuu, KOTOpbIM BaKIMHA HE MOAXOJUT, KaK MPaBWIIO, CIEAYeT MEPEeUUCHiTh B
ApYTuX pasjaeiax.

4.2. Pexxum [o3npoBaHUsA U CNocob npuMeHeHus.

4.2.1. PeXkum fO3NPOBaHUS.

Ecnm mpumennMo, B JaHHOM pasjiesie HeOOXOIUMO YETKO OIMUCATh M Pa3/IeTUTh JI03bl U CXEMBI
MePBUYHON M OyCcTEpHOW BakIMHAIWKA. PekoMeHIanuu B 1€JIOM JODKHBI CoJlepKaTh MH(POPMAILIUIO O
MHUHHMMAJIBHOM BO3pacTeé B MOMEHT BBEJICHUS NEPBOM J03bl, MUHUMAJbHBIA UHTEPBAJI 103UPOBAHUS U
MUHHUMAJIbHBIA MHTEPBaI MEXAY MOCIEIHEN 030 U3 NEPBUYHOM CEpUM U NEPBOM (M, BO3MOXKHO,
MOCIIEAYIOMINX ) OYCTEPHOH 10301, KOTOPHIE H3yYAIHCh B KIMHUYECKUX UCCIICIOBAHMUSIX.

Jlyist OOJIBIMMHCTBA BaKIWH, MTPEeIHA3HAYCHHBIX JIUIT MJIQJICHIEB, U IS OOJILITUHCTBA OYCTEPHBIX
AQHTUTCHOB, PYTHHHO BBOJIUMBIX B MJIQJIEHYECKOM BO3pacTe, MOTPEOyeTCs BKIIOUUTH OOIEe yKa3aHUe

OTHOCHUTCIIBHO HCO6XO,Z[I/IMOCTI/I CJIICOJOBaHUA O(i)I/II_II/IaJ'IBHBIM PEKOMEHAAIHUAM IIO0 KOHKPETHOMY CPOKY
BBCACHU:.

MOFy'T HOTpC60BaTBCH OTACJIBHBIC PCKOMCHAAIWU MO0 O03aM MU CXEMC BBCIACHUS IJId PA3JIMYHBIX
BO3PACTHBIX TPYII WIM MONYJSALUMA, ONpeeasieMblX M0 JPYruM MapaMmerpaM (Hampumep,
MMMYHOJIEIPECCUBHBIX JIMIL).

[{enecooOpa3Ho yKa3bIBaTh Ha BO3MOXKHYIO B3aHMO3aMEHIEMOCTh BAKIIMH BHYTPH CXEMBI.

4.2.2. NyTb BBeAeHus.

Heo6xonumo yka3aTh IyTh BBEJCHUS (HallpUMep, BHYTPb, B/M).

Heo0xonumo ykas3aTh IyTh BBEICHUS MHBEKIIMOHHBIX BAKIUH, JKEIATEIbHO C yKa3aHHEM MecTa
MIPEANOYTUTENBHOTO BBEACHUS (HAIIpUMeEp, 1€IbTOBUIHAS MBILIIIA).

K Ba)kHBIM OTHOCSITCS CJIETYIOIINE YKA3AHUS:
#<ToJIbKO JIJIsl IprieMa BHYTPb, HE /ISl HHbEKIIMOHHOTO BBEJICHUS™;

<He BBOIUTH B COCYAUCTOE PYCII0>;
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<[lomkokHOE  BBEJCHUE JIONMYCKACTCSI B  HWCKIIOUUTEIBHBIX  CIydasX [alUeHTaM ¢
TPOMOOILIUTOTICHUEH WM HapyIIEHUSMHU remocTasa. JtoOble naHHbIe MO 0€30MacHOCTH U UMMYHHOMY
OTBETY MPHU TAaKOM BBEJCHHUHU CIIEIyEeT MPUBECTH B pazjeiie 4.4>.#

4.3. MpoTuBONOKa3aHUA.

HpOTI/IBOHOKaSaHI/IH, KaK IIpaBUWJIO, OI'PaHUYUBAIOTCA a0COJIIOTHBIMU IMPOTHUBOIIOKA3aHUAMU,
KOTOPBIC UMCIOT MECTO Ha MOMCHT BBCICHHA.

Heo6xonumo, kak MUHUMYM, yKa3aTh CIIeaylolIee:

<[ToproBoe HaUMEHOBaHHUE]| HE CJIEYET BBOJAUTDH JIUIAM C U3BECTHOM THMIIEPUYyBCTBUTEIBHOCTHIO
K JTIOOOMY KOMIIOHEHTY BaKIIMHbB>;

<IlomoOHO apYyruM BaKIIMHAM, BBEJCHUE [TOPrOBOEC HAMMEHOBAHUE | JIMIIAM C OCTPHIMU TSKETBIMU
JUXOPAIOUYHBIMU 3a00JIEBAHUSMHU CIEIYET OTIOXKUTH>.

4.4. Ocobble yKkazaHusi U Mepbl NPefoOCTOPOXHOCTU NPU NPUMEHEHUMN.

Ecnu 310 npuMeHnMo, MPUBOASTCS CIAEAYIOIINE YaCTO BCTPEUAKOLIMECS YKA3aAHUSA:

#<I[logoOHO BCeM MHBEKIIMOHHBIM BaKIIMHAM, TIPU BO3HUKHOBEHUH PEAKO BCTPEUAIOIIETOCS MOCIIE
BBCIACHHUS BAaKIINHBI aHa(l)I/IJ'IaKTI/I‘—IeCKOFO SABJICHUSL H606XOJII/IMO BCCraa pacnojiaraTb BO3MOXKXHOCTBIO

OKa3aHM MEAUITUHCKON MTOMOIIU U OCYIIECTBIICHUS HAOIIOICHUS™;

<[TOpFOBO€ HaI/IMeHOBaHI/IC] HU TIPpU KAKHUX ClIy4dasgX HC HOOIYCKACTCA BBOJAUTH B COCYAHCTOC
pycino>;

<B mpolecce MNPOU3BOJICTBA JAHHOTO IperapaTa HCIOJIb30BAJICS THOMEpPCAJ, B TOTOBOM
npenapare MOTYT COXPaHATHCS €ro OCTATOYHOE COJIepKaHHe, BCIIEICTBUE YEro MOTYT BO3HUKATh
peaKIy CCHCUOMT3aINIT>;

<[log0OHO OCTaIBbHBIM BaKIIMHAM, 3AIUTHBIH MMMYHHBIM OTBET MOXKET BO3HHUKATh HE y BCEX
BaKIIMHUPYEMBIX JTUI>.#

B nanHOM pasnene Takxke JOMYyCKaeTCsl ONHCHIBATD:
HEIOCTaTOYHYI0 MNpoduiIakTHyeckyto 3((EeKTUBHOCTh WM OrPAaHUYEHHYIO TEPEKPECTHYIO
npopMIAKTHIECKYIO0 3(P(GEKTHUBHOCTH B OTHOIIEHHH INTAMMOB WJIM CEPOTHIIOB, HE BKIIOUEHHBIX B

BAKIMHY;

CUTyalllur, HAIIPUMEP, BBCACHUC JIMIIaM, HAXOJAIIUMCS B I/IHKY6aHI/IOHHOI71 (1)8,36, I MOIyJIAIH
(HaHpI/IMep, HO)KI/IJ'IBIG), Y KOTOPBIX 3(1)(1)6KTI/IBHOCTB BAKIUHBI HC U3Yy4YaJlaCh U B LICJIOM HE OKUAACTCH;

(bakTOpbl, KOTOPBIE XapaKTEPHBI ISl HAPYIIEHHOTO UMMYHHOI'O OTBETA.
B oTHOIIEHNM >KUBBIX aTTEHYWPOBAHHBIX BAKIIMH HEOOXOAWMO OMHCATh BO3MOXHOCTH IEpeadn

BAaKIIMHHBIX MTaMMOB, a TaKXE BO3MOXHOCTb PCEBEPCHUHU BUPYJICHTHOCTU WKW pcacCopTaln C
mTaMMaMH JUKOI'O THUIIA.

www.consultant.ru Crpanvua 71 n3 194
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

4.5. BzaumopgencTeme ¢ ApyruMu riekapcTBeHHbIMU NpenapatamMu n apyrue oopmbl
B3aMMOOeNCTBUA.

B JaHHOM pasaciic HGO6XOI[I/IMO YCTKO PA3rpaHUuvYnTh YKa3aHUA 110 OJHOBPEMCHHOMY BBCJICHUIO,
OCHOBAHHBIC HA KIIMHUYCCKUX AAaHHBIX, OT TAaKHX YKaBaHHﬁ, OCHOBAHHBIX Ha 06HII/IX IMpUHIMUIIAX. B
oCJIOM YIOOBJIECTBOPUTCIBHBIC JAHHBIC, IIOJIYYCHHBIC IIO0 PpE3yjbTaTaM OJHOBPEMCHHOI'O BBCACHUA
per636HTaTHBHOﬁ BAaKIIMHBI OIIPEACICHHOTO THIIA (HaanMep, KOM6I/IHI/Ip0BaHI/Ie BaKIIMHBI JIsA
HpO(bHHaKTHKH ,Z[I/I(I)TepI/II/I, CTOJ'I6H$IKa, KOKJIIOIIIa W BAaKIOWUHBI C APYT'MMHU AHTUI'CHAMU C OHHOﬁ u3
HaxoJJgIXCs Ha PBIHKC BAKIWUH JIA HpO(bI/IJ'IaKTI/IKI/I KOpH, SIIMACMHUYCCKOI'0 MmapoTruTa U KpaCHYXI/I),
AOJDKHBI CITYKUTh B KQUCCTBC 000CHOBaHUS O6LLI€FO YKa3aHud 1o OJHOBPCMCHHOMY BBCACHUIO.

HeoOxonumo omucarh KIMHUYECKH BaXHYIO W IMOTCHIUAIBHO KIMHUYECKH BAKHYIO HMMYHHYIO
UHTEp(EepeHITIH.

HCO6XO,Z[I/IMO YKa3aTb Ha OTCYTCTBUC JJaHHbIX 00 OAHOBPEMCHHOM BBCICHHUHU BMECTE C BaKHHHOﬁ
OIIPEACIICHHOI'O TUIIA, €CJIN BEPOATHOCTL OAHOBPEMCHHOI'O BBCACHUA C HEU BBICOKA.

ITogxopasmue 4acTo BCTPCHANOIHECCS YKA3aHUA:

#<Y  DalMeHToB, IMOJIyYaOIUX HMMYHOJENPECCUBHYIO TEpaluio, U  MAalUEHTOB C
UMMYHOJE(PUIIUTOM MOKET HE Pa3BUTHCS JOCTATOUHBIM HMMYHHBIN OTBET>;

<Bwmecre ¢ [ToproBoe HauMeHOBaHME| HE TOMYCKAETCS BBOAUTH UMMYHOTJIOOYTHMH>;

<[Ipu HEOOXOOUMOCTH HEMEJIEHHOTO OOEeCHeYeHUs 3alllUThl, [TOProBOo€ HaWMEHOBAHHUE]
JIOTYCKAeTCsl BBOJUTH BMECTE C [HOpPMaJbHBIM, X-CHEHH(PHUUHBIM| UMMyHOrnoOynuHoM. BBenenue
[ToproBoe HaMEHOBaHWE| 1 UMMYHOTJIOOYJIHHA CIeIyeT OCYIIECTBISTh B pa3Hble KOHEYHOCTH>. #

4.6. PepTUNBLHOCTL, 6€PEMEHHOCTb U KOPMIIEHUE TPyAbIO.

Jns BakiuH, KOTOpBIE OYIyT BBOIUTHCA MCKIIOUUTEIBRHO B TIPEIMyOepTaTHOM BO3pacTe,
JIOCTaTOYHO YKa3aTh:

<[ToproBoe HauMEHOBaHUE| HE NPEAHAZHAYEHO AJIs B3pOCibIX. J[aHHBIE O IPUMEHEHUU BO BpeMs
OEpeMEHHOCTH W JIAKTAallUM y YEJOBEKa, a TaKKe pe3yJbTaThl PENpPONYyKTHBHBIX MCCIECIOBAHUN Yy
JKUBOTHBIX OTCYTCTBYIOT>.

JIist BaKIMH, MPeTHA3HAYECHHBIX ISl JIUII JICTOPOJHOTO BO3pacTa, B JAHHOM pasjiesie Heo0X0uMo
ONHUCATh UMEIONINNACS JOKINHUYECKUNA U KIMHUYECKUHA OIEBIT.

I[J'IH WHAKTHUBUPOBAHHBIX BAKIITNH uenecoo6pa3H0 IMPUBCCTH CICAYIOINYIO PEKOMCHAAIINIO:

#<IlogoOHO APYTrMM HMHAKTUBUPOBAaHHBIM BaKIMHAM, Bpel Ui IUIoAa He oxkupaercs. OgHako,
[ToproBoe HauMeHOBaHHE]| CleAyeT MPUMEHSATh BO BpeMsi OEpEMEHHOCTH TOJIBKO NpPU SBHOM pHUCKE
UHOUIUPOBAHUS> #

Kusnie ATTCHYUPOBAHHBIC BAKIIMHBI, KaK IIPaBUJIO, IMIPOTHUBOIIOKA3aHbI BO BPEMsI 6Cp€MeHHOCTI/I.
O)IHaKO CCJIM BAKIMHA ABJIACTCA XOPOIIO M3YUYCHHBIM IPEriapaToM, B OTHOIICHHUHU KOTOPOI'0 HAKOILJICH
HOKYMCHTHpOBaHHLIﬁ OIIbIT, MHOI'Jda AOCTATOYHO YKa3aTb O HeI_[eJ'IeCOO6p33HOCTI/I BaKIIMHallMK BO
BpeMs 6epeMeHHOCTI/I B OTCYTCTBUU SIBHOM HCO6XO,I[I/IMOCTI/I.
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]_IJ'IH HHAKTUBUPOBAHHBIX BAKIIMH B OTHOIICHUU JIAKTAOWUU IIPU OTCYTCTBUH NAHHBIX, KaK IIPpaBUJIO,
YKa3bIBaKOT:

#<BnusHue Ha JeTeil, HaxoOAIIMXCSd Ha TIPYJHOM BCKapMIIMBAHWH, BBEJIEHUE [TOProBoe
HaUMEHOBAaHME]| UX MaTEPSIM, HE U3y4daaoch>.#

PeKOMeH)IaIII/H/I B OTHOIICHUU JKHUBBIX ATTCHYHWPOBAHHBIX BaKIIMH COCTaBJIAKOTCA B
HMHAUBUAYAJIBbHOM ITOPAIKE.

4.7. BnunaHue Ha CMNOCOOHOCTbL YMNpaBnATb TPaAHCMOPTHbLIMU CpeacTBaMU W
paboTtaTb C MexaHU3Mamu.

Jlist  BaknWH, KOTOphIe OyayT BBOAWTHCS WCKIIOYHTEIHPHO B TIpeyOepTaTHOM BO3pacTe,
JIOCTATOYHO yKa3aTh:

#<[ToproBoe HaMMEeHOBaHUE| HE MPETHA3HAYEHO JJIsI B3POCIBIX>.#

[TpuBoOasATCS CTaHIAPTHBIE PEKOMEHAAIINH, €CIIM BaKIIMHA TIPeIHA3HAYeHA B3POCIIBIM.
4.8. HexxenatenbHble peakUun.

HekoTtopsie ocoOble peKOMEHIAIMH JIJIs1 BaKIUH:

a) TaHHBIE O MECTHBIX M CUCTEMHBIX PEAKIIUAX;

0) ocoOble 3ameyaHusi 00 ONpeAeIeHHBIX HEeXeIaTelNbHbIX JIEKapCTBCHHBIX PEaKUUsIX (HarmpuMep,
Tuxopajka, (eOpuabHbIe CyI0POTH);

B) HEXeNaTelbHbIC JIEKAPCTBEHHBIE pEaKIMU W YacTOTa WX BO3HUKHOBEHHS, pa30OuTas 1o
BO3PACTHBIM IPYIIaM, YUCJIO /103, aHAMHE3 BaKIMHALIUK, BO3HUKIIIKNE B KIIMHUYECKUX UCCIEAOBAHUSIX U
0 pe3yJibTaTaM NOCTPETUCTPALMOHHOTO HAOIIOIEHUS;

F) 0co0EBIe YKaszaHusa O JIFOOOM TIOBBIIICHWM YacTOTHl BO3HUKHOBEHHS HEXKEJIAaTEIbHBIX
JICKApCTBECHHBIX peaKHHﬁ, OTMCYABIINUXCA IIPHU OJHOBPEMECHHOM BBEACHHUU C APYT'MMH BaKIIUHAMMU.

4.9. NMepenosnpoBka.

Heobxoaumo omucaTh BeChb MMEIOLIMICS OIBIT Nepeao3upoBku. LlenecooOpa3Ho ykas3arb, 4TO
MEepeIO3UPOBKa  MAJIOBEpOSITHA TPH  JaHHOW (opMme BBIMyCKa (HampuMmep, MpeIBapUTEIBHO
3aIMOJIHEHHBIN IPHUII).

5. ®apmakonormyeckme cBomcTea

5.1. PapmakognHammyeckne CBOUCTBaA.

B nmanHOM pasmene HEOOXOAMMO KpaTko 00O0OmMTH (Hampumep, B BUAC TaOnWIBI) Hawmboliee
3HAYUMBIC UMMYHOJIOTHUECKHE JIaHHbIC (UCTIOIB3ys HanOoJiee 3HAYMMBbIC TTapaMeTPhl) H BCE BAJIMTHBIC
OIICHKHU JKcIepuMeHTanbHou a3 dextuBHOCTH (efficacy) u peansnoit apdextuBHOCTH (effectiveness) (c
YUETOM HEJOCTaTKOB OTHOCHTEIBHO IMOIMYJISINHU, Y KOTOPOH OHU OmpeAessuiuch). [Ipu HeoOxomumocTu
JaHHBIE CJeayeT pa3OuTh Ha TMEepBUYHBIE CEPUHM BaKIMHAIMK U OyCTEpHYIO BaKIMHAIWIO, TI0
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BO3PACTHBIM IpyIIaM WIK APYTUM (pakTopam (Hampumep, MMMYHOZETIPECCH ).

B pasmen pgomyckaeTcst BKIIOYMTH CBEJIEHHS 00 YCTaHOBJIEHHOM WM IIpeAIojiaraeéMoM
MMMYHOJIOTHYECKOM KOPpEIsTe MPO(QUITAKTUKH.

6. ®apmaueBTUYECKME CBEeAeHUA

6.1. MNepeyeHb BCcomMoraTenbHbIX BeLWeCTB.

BcnomorarenbHbple  BeliecTBa HEOOXOIMMO IEPEYUCIUTh B COOTBETCTBHUM C HACTOSLIMMU
TpeGoBaHMsIMH, HCIONB3YsI COOTBETCTBYIOIIME OOMIETIpHUHATHIE HauMeHoBaHus. [lomoOHO Bcem
BCIIOMOTaTeJIbHBIM BELIECTBAM KOHCEPBAHTHI B paszfene 6.1 ciexyer ykasplBaTh Ka4eCTBEHHO, a HE
KOJIMYECTBEHHO.

B paznene 6.1 He cieayeT nmepedyucisTh OCTATOYHOE COJACPKAHHWE PEaKTHBOB, MCIIOJIb30BaHHBIX
npu npousBozcTBe. OHAKO ONpeeIeHHbIe OCTaTOUYHbIE PUMECH, HAlIpUMeEp, IPUMECH aHTUOMOTHKOB
WIA WHBIX TPOTHMBOMHUKPOOHBIX IMPENaparoB, UCIOIb30BaHHBIX B NMPOU3BOICTBE U M3BECTHBIX CBOUMH
AJUICPIrCHHBIMU CBOFICTB&MI/I, CIIOCOOHBIMU  BBI3LIBATHL HEXKEJIATEILHBIE pcakuuu, MOOIYyCKaCcTCA
yKa3bIBaTh B pazzaene 4.3.

BcnomoraTenbHble  BemiecTBa BakUWH, ()OPMOIM BBIMYCKa KOTOPBIX SBJSIETCS HECKOJBKO
MEPBUYHBIX YNAKOBOK WJIM IINPULIBI C JBOWHOM KamMepol, HeoOXOAMMO yKa3aTh Ha MEPBUYHYIO
YIaKOBKY WU Ha Kamepy.

B o0mieii xapakTepucTHUKE IJIEKApCTBEHHOTO Tperapara M JIMCTKE-BKJIAJBIINIE HE JOMYyCKaeTcs
HCIIOJIb30BAaTh COKPAIICHHBIC HAMMCHOBAHWA BCIIOMOTI'aTCIbHBIX BCIICCTB. OI[HaKO IIPpU HCXBATKC MCCTa
COKpAaIICHHBIC HAMMCHOBAHUA BCIIOMOT'aTCIIbHBIX BEIICCTB AOIYCKACTCA YKA3bIiBATH B MAPKHPOBKE IPHU
YCJIOBHH, YTO OHU paciudpoBaHbl B paznene 6.1.

B pas3aciic 6.1 He CICOAYCT YKa3bIBaTh aABKOBAHTHI U aI[COp6eHTI)I. OI[HaKO, €CJIM 3TU MaTCpHaJIbl
NPUCYTCTBYIOT B BAKIIUHC, JaHHBIN pa3acit JOJZKEH COACPIKATh CChLJIKY Ha UX YKAa3aHHUEC B pa3aCiic 2.

6.2. HecoBmMecTUMOCTbD.

B pazmene 6.2 ciemyer ykasplBaTh JIMIIb CBEICHHS O (hapMaleBTHUECKON (TO e€CTh (PU3MUECKOMH,
XUMUYECKON ¥ OMOJIOTHUYECKON) HECOBMECTUMOCTH.

HeoOxomuMo TpuBEeCTH COOTBETCTBYIOIIEE CTAaHAApPTHOE YyKazaHWe, a wuMeHHO: #<He
OPUMEHUMO>, <B OTCYTCTBUHM pE3yJbTaTOB HCCIEAOBAaHUN COBMECTHMOCTH BAaKIMHY HE CIEIyeT
CMEIINBaTh C APYTUMH JIEKAPCTBEHHBIMU IpenapataMu># uiu #<BakuuHy He clielyeT CMEUIMBaTh C
JPYTMMH JIEKapCTBEHHBIMU IIpenapaTaMu, 3a UCKIIOUEHUEM YIIOMSHYTHIX B pazjeie 6.6>.#

DapMaKoIOTHYECKYI0O HECOBMECTUMOCTh BAaKIMHBI, HANMpUMEpP, In Vivo, B3aUMOJECUCTBHUS C

JPYTUMU JIEKapCTBEHHBIMU IIpenapaTaMy WX MAILEH, ONMCBIBATH B paszeiie 6.2 He CIeayeT, TOCKOIbKY
OHA OTHOCHUTCSI K KIIMHMYECKOW 4acTH 00LIEeH XapaKTepUCTUKH JIEKapCTBEHHOT'O Mpernapara.

6.3. CpoK rogHOCTM.

VYkazaHue cpoka TOJHOCTH [OJDKHO COOTBETCTBOBATh HACTOSAIIMM TpeOOBaHUSIM U aKTam,
BXoJAUMM B npaBo Coro3a, M0 yKa3aHUIO CPOKOB T'OJHOCTH HEBOCCTAHOBIIEHHBIX U BOCCTAHOBIJIEHHBIX
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BaKIIMH (IpU HEOOXOTUMOCTH).

6.4. Ocobble yKkazaHuUsA NO XpPaHEHUIo.

VYkazaHue Mep MpeloCTOPOKHOCTU IO XPAHEHUI [JODKHO COOTBETCTBOBATH HACTOSIIMM
TpeboBanusiMu 1 ApyruM cBA3aHHBIM TpeboBaHusiM Coro3a.

6.5. XapakTep u cogepXxumoe NepBUYHON YNaKOBKN

Vka3zaHue Xapakrepa M COACPKUMOIO IEPBUYHOM YIAKOBKH JOJDKHO COOTBETCTBOBATH
HactosmuM TpeOoBaHUAM U IPYTUM aKTam, BXOISIuM B rpaBo Coro3a.

Heo0xoaumo yka3aTh KOJIHYECTBO /103 MHOTOJIO3HBIX TPENapaToB BO (IIakoHE.
6.6. MHCTPYKLMM NO NPUMEHEHUIO, PabOTEe <U YHUUYTOXEHUIO>.

Ecan BakmuHa mOAIeKHUT BOCCTAHOBJICHHIO, OIIMCAHHMC €€ BHCIIHCTO BHJA OO0 BOCCTAHOBJICHUA
MNPUBOJUTCA B pa3aciic 3, TOrJa KaK OIMMCAaHUC €€ BHCIIHCTO BHUAA ITOCIIC BOCCTAHOBJICHUS - B pa3aciic
6.6.

Jlnst Bcex BaKIIMH HEOOXOAMMO TaKKe MPUBECTH yKa3aHUE O HEOOXOIUMOCTH MPOBEPKU BHEIIIHETO
BHJIa TIpermapara mepen BBeAcHUEM. [Ipu HEOoOXOIMMOCTH CIIeAyeT TPHUBECTH JIOMOJHUTEIbHBIE
WHCTPYKLUH.

B pasnene 6.6 He0OXOMMO PUBECTU CBEACHUS, HEOOXOAMMBbIE I paOOTHUKA aNTeKU WK UHOTO
MEIUIMHCKOrO0 pabOoTHHKA IO MPUIOTOBICHHIO NpenapaTa K BBEJICHHIO BaKUMHUPYEMOMY JIMILY.
OnHako cBeneHMs, HEOOXOMUMBIE JUIS Bpada MM MHOTO MEAMIMHCKOTO PAaOOTHUKA ISl BBEICHHS
Ipenapara BaK[HHUPYEMOMY JIUILy, B pa3zene 6.6 yka3blBaTh HE JOIYCKAeTCsl, IOCKOIBKY 3TH CBEICHUS
JOJKHBI COJIEPKAThCs B KIMHUYecKux pasaenax OXJIIIL.

B orHOImEHNHM KHMBBIX BaKIINH HCO6XOI[I/IMO 0 MEHBIIEH MCPE IMPHUBCCTH YKa3aHUC Ha
HCO6XOI[I/IMOCTL YHUYTOKCHUS IIpClIapaTta, MaT€puajioB, BCTYIIABIHINX B KOHTAKT C IIPEIapaToM H (I/IJ'II/I)
OTX0A0B, B COOTBCTCTBHH C Tpe60BaHI/I$IMI/I rocygapCcts - 4JICHOB Coroza 1o HaJIC)KamemMy
YHUYTOKCHHUIO TAKUX MATCPUAJIOB.

B oTtHOmMenun HMHAKTUBUPOBAHHBIX BaKIIWH H€06XOI[I/IMO, KaKk MUHUMYM, IPUBCCTH YKa3aHUC O
TOM, 4YTO CJICAYCT YTHIM3HUPOBATH HCHUCIIOJIB30BAHHYIO BAaKIIMHY W OTXOJbI, COIJIACHO Tpe6OBaHI/I$IM
3aKOHOAATCJIbCTBA I'OCYJApCTB - YICHOB EBpaSHﬁCKOFO OKOHOMHNYCCKOI'O COHO3a.

lll. CneunanbHble TpeboOBaHUA K MapKUPOBKe BaKLUH
Hacrosmue TpeOoBanus u 1maOioHBI, a Takxke TpeOOBaHMS K MAapKUPOBKE JIEKapCTBEHHBIX
CPEICTB COJEpKaT yKa3aHHs 1Mo MapkupoBke. OJHAKO B OTHOUICHHM BAKIMH HEOOXOAUMO MPUHUMATh
BO BHUMAaHHE CIEAYIOLIUE TONOTHUTENbHbIE TPEOOBaHUS.
1. BropnyHaa ynakoBka
B nensx ykazanus papmaneBTHUECKUX CyOCTaHIMI (papMalieBTHUECKUE CYOCTaHIIMU U abIOBAHT

WU aacopOeHT (MPU HATWYWH) HEOOXOJMMO OTPA3UTh KAUYEeCTBEHHO M KOJIMYECTBEHHO HA CIUHUILY
J103bl B COOTBETCTBHM ¢ paznenoM 2 OXJIII, 3a uckiroueHneM ciay4yaeB HEAOCTATOYHOCTHU MecCTa, Mpu
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KOTOPBIX [JOIYCKAaeTCsl HCIOJIb30BATh COKPAILlCHHbIE HAaMMEHOBAaHUS OIPEIEICHHBIX aIbIOBAHTOB U
aicopOeHTOB, eciu oHU paciudpoBansl B OXJIIL.

Heo0xonnmo yka3pIBaTh KOJMYECTBO 103 MHOTOO3HBIX IMPENapaTroB B MEPBUYHBIX YHNaKOBKaX
(xoHTeliHepax). Ha BTopruHOI ynakoBKe JOIyCKaeTcsl HE YKa3blBaTh CBE/IEHUS O KJIETOUYHBIX CUCTEMAX,
HCIIOJIb30BaHHBIX B KayecTBEe MPOU3BOJCTBEHHBIX CyOcTpaToB. CioBO "MUKporpamMmbl', Kak MpaBUIiIoO,
ClleqyeT YKasplBaTb B MAapKUpPOBKE IIOJIHOCTBIO, 3@ HCKIIOYEHUEM CIIy4acB 3HAYUTEIBHON
HE/JI0CTaTOYHOCTH MeCTa, MPHU KOTOPBIX JOMYCTUMO YKas3blBaThb "MKI', €CIM 3TO OOOCHOBAHO U
OTCYTCTBYIOT OIUCAHHS CO CTOPOHBI OE30MACHOCTH.

Ha BTOpPI‘-IHOfI YIOAKOBKC CJICAYCT YKa3bIiBaThb IICPCUCHL BCIIOMOTaTCIbHBIX BCHICCTB B
COOTBETCTBUM C paznenoM 6.1 oOmiell xapakTepUCTHKH JE€KapCTBEHHOro mpenapara. OJIHaKo Npu
HEXBaTKE MeCTa JIOMyCKaeTcs HCIOJb30BaTh COKpAlICHHbIE HAUMEHOBAaHUSA  OMNPEEIIEHHBIX
BCIIOMOTaTEJIbHBIX BELIECTB, €CJIM OHU pacludpoBaHbl B OOLIEH XapaKTEPUCTHUKE JIEKApCTBEHHOTO
npemnapara.

Ecnu BTOpuYHas yrnakoBKa COACPKUT JOTOTHUTEIBHBIE MaTepUaIbl, (HAIIPUMEp, TAMITOHBI, HTJIbI
U T.].), Ha He He0OX0AMMO MEPEYUCIUTD 00IIee COACP)KUMOE YITAKOBKH.

Ha BTOpHYHOI ymakoBKe HEOOXOJMMO IMPHUBECTH IOJIHOE MPEAYNPEIKIACHHE O YHHUYTOKEHHUIO
HEHWCIIOIh30BaHHOTO TpernapaTa 1 (HJIh) OTXO0B, €CJIM ATOMY HE MPEMSITCTBYET HEXBaTKa MECTa, B TUX
ClIy4asix JIOCTaTOYHO YKa3aTh CChUIKY Ha HAJIMYME MHCTPYKUMH IO YHUUYTOKEHUIO B JIMCTKE-BKIIA IBIIIIE.

2. NepBHnYHas ynakoBKa HebonbLOro pasmepa

Ha nepsuuHoii yHaKoBKe HeOoJbIIOro pasmepa (oOmiasi MIIOIIAAs TEKCTOBOIO IOJIS KOTOPOM
cocraBisieT meHee 5 - 10 cm ) JIOIYCKAaeTCsl MCIOJIb30BaTh COKPAILICHHBIC TepMI/IHBI JIEKAPCTBEHHBIX
¢dopMm B coorBeTcTBUM C JeiicTByromuM "[lepeuyHeM cTaHIApTHBIX TEPMUHOB'", HO MNpPH YCIOBHH
MIPEEMCTBEHHOT'0 UX UCIOJIBb30BAHUS BO BCEX A3BIKOBBIX BEPCUAX MapKupoBKu. Ha negBHquﬁ yIaKOBKe
Mayioro pasmepa (o0mas miomaab TeKCTOBOTO MO KOTOPO HE MPEBBIIIACT 5 ¢M~) JIEKAPCTBEHHYIO
(dhopMy omyckaeTcs He YKa3bIBaTh.

3. OTpbIBHasA MapKupoBKa

I[ep)KaTeJ'II/I PEruCTpailuOHHOTO YAOCTOBCPCHUA BIIPABC IIPUKIICUTH K HepBI/I‘IHOI‘/JI YIIaKOBKE
OTPBIBHYIO 3THUKCTKY, KOTOPYIO MOXHO HCIOJIB30BATH JII BHCCCHUSA JAHHBIX 00 HUMMYHU3AIIUU B
AOKYMCHTAIMIO IMalreHTa.

IV. llncrok-Bknaabiwl

JIMCTOK-BKJIAJBIII ~ HEOOXOAMMO  COCTAaBIIATh HA  OCHOBAaHUM  OOIIEH  XapaKTepUCTUKU
JICKapCTBEHHOTO TpenapaTa C MCIOJIb30BAHMEM YETKUX M TOHATHBIX Ui MOTPeOUTENss TEpMHUHOB.
[TomoGHO 001Iel XapaKTepUCTUKE JIEKAPCTBEHHOTO IMpenapara, COKPALICHHbIE TEPMUHBI UCTIOIb30BaTh
HE JIOIyCKaeTCs, IOCKOJIbKY MECTO B JINCTKE HE OTPaHUYEHO.

B nwMcTke-Bkimajpiie  HEOOXOAMMO  ONUCHIBATH  CBOMCTBA BCEX  KIETOUHBIX  CHCTEM,
HCIOJIb30BAHHBIX IIPU MPOU3BOJCTBE, U, €CIU 3HAYMMO, UCIIOIb30BAHUE TEXHOJOTUH PEKOMOMHAHTHOMN
JHK, B coorBerctBuM c ykazaHusimMu B CXII, Bkirodas MCIIONB30BAaHME TAKOTO BBIPAXKECHMS, Kak
#<nomydeHa oT ki1eTok XXX [1o texHosoruu pekomOuHantHoi JIHK]>#
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B nucTke-BkIagwliie HCO6XO,Z[I/IMO BKJIFOUUTH HCYUCPIIbIBAIOINEC YKa3aHUS I HOTpC6I/ITeJ'I$I
OTHOCHUTCIIBHO I/IHCTp}IKI_II/Iﬁ 10 IPUMCHCHHIO, pa60Te U YHUYTOKCHHUIO.

Bmecro cokpaiienus "MKr" cioBo "MukporpamMmsl” ciaeayeT yKa3blBaTh [IOJHOCTHIO.

Ecnu BakimHa conepuT aablOBaHT WK aJICOPOCHT, B JINCTKE CJIEAYET MPUBECTHU CIEAYIOIICe HIH
SKBUBAJICHTHOE yKa3aHue: #<B BakimHy B KadecTBE [aablOBaHTa, ancopOeHTa] 100aBICHO BEIIECTBO
[X]. [AnproBaHTHI, aJICOPOCHTHI| - 3TO BEIIECTBA, N0OABISIEMbIC B COCTaB HEKOTOPBIX BAKIIMH B IEJISAX
YCKOpEHUS, YIYUIlIeHUs U (UIK) YIAJIMHEHUS 3alUTHOTO AeHCTBUS BaKIIMHBL>.#

V. lNepeyeHb npumepoB

1. Mpumepbl 06LLENPUHATLIX HAMMEHOBAHUN
MHOFOKOMMNOHEHTHbIX BaKUMH

Bakuuna u1st npounaktuku audrepun, cToa0HIKa U KOKITIoIa (a1copOMpOBaHHAs ).

Baknuna 11 npoduiaakTHKy U Teprn, CTOIOHIKA U KOKITIoIIa (OeCKIeToYHasl, CyObeTUHUIHAS )
(amcopbupoBaHHasi).

Baxknuna mus mpodutaktuku nudrepun, cToOHAKA, KOKITOMA (OSCKIEeTOUHAs, CyOheTMHINIHAS )
u renatuta B (p/IHK) (ancopbupoBannas).

Baknuna npns mpodunaktuku rematuta A (MHakTHBMpoBaHHas) u rematuta B (p/IHK)
(amcopOupoBaHHas).

Baknuna s npodmiakTiuku audrepun, cTon0HsIKa, KOKIoma (0eckineTouHas, cyobeTuHUTIHAS)
u #Haemophilus# tuna b korbrOrIpoBanHas (a1cOpPOMPOBAHHASN).

Baknuna s npodunaktuku qudTepun, CTOI0HIKA, KOKIoma (6eckieTouHast, CyObeMHIIHAS ),
renatuta B (p/IHK) u mommomuenura (nHakTuBUpOBaHHas) (aicopOupoBaHHas).

Baknuna ania npodunaktuku audrepun, CTOIOHIKA, KOKIoma (OecKiIeTouHas, CyObeIMHUYHAS ),
renatuta B (pIHK), nonnomuenura (nnakTuBrpoBanHas) u #Haemophilus# tTuna b koHblorupoBanHas
(ancopbupoBaHHas).

2. Npumepsbl NnpeacTaBneHusn pasgena 2
("KayecTBeHHbIM U KONM4YeCTBEHHbIN cocTaB") obLen
XapaKTepuCTUKKN NIleKapCTBEHHOro npenapara

BakuuHa ana npodgpunaktukm aucprepun,
CTONOHsKa, Kokntowa (6eckneTto4yHas, cyobeagnHM4YHasR)
u renatuta B (pAHK) (aacopbupoBaHHasn)

1 noza (0,5 M) cOnEepKUT:

Judrepuiinblii aHaTOKCHH <1> He MeHee X ME
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

CronOsyHbIi aHATOKCHUH <1> He MeHee X ME
#Bordetella pertussis# <1> <mrtamm (THIT) arTIIOTHHOTCHA™> He MeHee X ME
(MHAKTUBUPOBAHHA )

[ToBepXHOCTHBIN aHTUTEH TenaTtuTa B <2>, <3> X MKT

<1> AncopOupoBaHHBII Ha AFOMUHUS THAPOKCUIE THIPATUPOBAHHOM (X MT Al).

<2> TlonmydyeH w#3 JPOXKEBBIX KIETOK (#Saccharomyces cerevisiae#) 1O TEXHOJOTUH
pekomOunanTHo# JIHK.

<3> AncopOupoBanHas Ha amomMuHus pocdate (x mr Al).
[TonHbIi TepeyeHb BCIIOMOTaTENbHBIX BEIIECTB MPHUBEIEH B pa3zaene 6.1.

BakuuHa ans npocdunaktukm renatuta A (MHaKTUBMpPOBaHHas)
v renatuta B (pAHK) (aacopbupoBaHHasn)

1 no3a (1 mut) conepxurt:
Bupyc renatura A <tum> (MHaKTUBUPOBAHHBIN) <1>, <2> x UDA-equnnn

[ToBepXHOCTHBIN aHTUTEH TenaTuTa B <3>, <4> X MKT

<1> I[lonyueH u3 TUIIOUAHBIX Ki1eToK yenoBeka (MRC-5).
<2> AzncopOvpoBaHHBII HA aTIOMUHUS THAPOKCUE THAPATUPOBAHHOM (X MT Al).

<3> TJlonmydyeH w#3 JpOXKEBBIX KIeTOK (#Saccharomyces cerevisiae#) 1O TEXHOJOTHH
pexombunanTHoit [JTHK.

<4> AncopOupoBaHHas Ha amoMuHUA (ocdare (x mr Al).
[TonHbIi IepeyeHb BCIOMOTaTEbHBIX BEIIECTB MPUBEIEH B paszzene 6.1.

BakuuHa ansa npocdpunaktuku #Haemophilus# tTuna b
KOHblormpoBaHHas v renartuta B (pAHK)

1 no3a (0,5 M) COnEPIKUT:

[Monmucaxapuxa #Haemophilus# Tuna b (mommupubosmnpudutondocdar) X MKT
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

KOHBIOTUPOBaHHBIN ¢ #Neisseria meningitidis# ceporpynmsl B <mramm> y-Z MKT
OEJKOBBIN KOMIUIEKC Hapy>KHOH MEMOpPAaHBI - B KAUeCTBE HOCHTEIS

[ToBepxHOCTHBIN aHTUTeH renatura B <1>, <2> X MKT

<1> TlomydyeH Wu3 JpPOXOKEBBIX KIETOK (#Saccharomyces cerevisiae#) MO TEXHOJIOTUU
pexomOunantHo# JTHK.

<2> AncopOupoBaHHas Ha anmoMuHUs pocdate (x mr Al).
[TonHbIl epeyeHb BCIOMOIaTeNNbHBIX BEIECTB MPHUBEJIEH B pa3zaene 6.1.

BakuuHa ans npocgunakTukn potaBupyCHOM UHeeKummn

[Tocne BoccranoBienus 1 mo3a (2,5 Mi1) COAEPKHUT:

PeaccopTanT potaBupyca pesyca/uenoBeka cepoTura (AKUBOH, x 10° BOE
aTTEeHYUPOBAHHBIH) <1>
PeaccopranT poraBupyca pe3yca/denoBeka ceporuria 2 (SKHBOH, x 10° BOE
aTTEeHYUPOBAHHBIM) <1>
PeaccopranT poraBupyca pe3yca/dyenoBeka ceporuna 42 (>kUBOii, x 10° BOE
aTTEeHYUPOBaHHBIN) <1>
PotaBupyc pesyca ceporumna 3 3 (3kuBOii, aTTEHyHPOBAaHHBIN) x 10° BOE
<1>

<1> BnﬁmKOOGpa3y}0mHe (105050500058
[TonHbIi IepevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJIEH B pazene 6.1.

BakuuHa ans npocdpunaktnku gudrepmun, CTonoHsIKa,
Koknowa (becknetoyHas, cyoeanHuyHas), renatuta B (paAHK),
nonvomuenuTta (MHaKkTuBupoBaHHas) un #Haemophilus#
Tuna b KOHbIOrMpoBaHHana (agcopbupoBaHHas)

[Tocne BoccranoBnenus 1 go3a (0,5 mMit) COepKuT:

N3HavanbHO B BUAE CYCIICH3UU:

Hudrepuiinplii aHaTOKCHH <1> He MeHee X ME
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

CTONOHAYHBIN aHATOKCUH <1> He MeHee X ME

Anturens! #Bordetella pertussis# <mramm (THIT arTJIIOTHHOTEHA)>

KoxmmroniaeIii aHaTOKCHH <1> X MKT
dunaMeHTHBIA TeMarnioTuH <1> X MKT
[TeprakTun <1> X MKT
[ToBepxHOCTHBIN aHTUTeH renartura B <2>, <3> X MKD'

[TonmoBupyc (MHaKTUBUPOBAHHBIN )

Tun 1 "mramm" X D-aHTHUTeH-€ THHNAILL
Tin 2 "mrramm” X D-anTUreH-e TuHNIL
TUI 3 <uITamm> X D-aHTUTreH-e TUHAILL

HM3HauannHO B BUJIE IMopomIKa:

[Tonmucaxapun #Haemophilus# Tumna b X MKT
(momupubo3mipuduTondocdar) <3>

KOH’BIOFHpOBaHHBIﬁ C CTOJ'I6H$I‘IHBIM AHATOKCHUHOM - B KQUCCTBC y-Z MKT
OeJKa-HOCUTEIA

<1> AncopOupoBaHHBII Ha AFOMUHUS THAPOKCUIE THIPATUPOBAHHOM (X MIJUTUTpaMMOB Al).

<2> TlonmydyeH w#3 JpOXKEBBIX KIETOK (#Saccharomyces cerevisiae#) 1O TEXHOJOTUH
pekomOunanTHo# JIHK.

<3> AxacopOupoBaHHas Ha amoMuHus pocdate (x MuIHrpaMmoB Al).
[TonHbIi TepeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MPHUBEIEH B paszzaene 6.1.

BakuuHa ans npocdunaktukm renatuta B (pAHK)

1 noza (1,0 M) conepxur:

IToBepXHOCTHBIN aHTUTeH renaTuTa B (OenkoBbie MOHOMEpHI S,
npe-S1 u npe-S2) <1>, <2> X MKT

<1> [Tonyuen u3 mpimuHbIX (C1271) kaeTok o TexHosoruu pekomOunantor JTHK.
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT
03.11.2016 N 88

(pea. ot 19.05.2022)

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 19.03.2024

<2> AzncopOvpoBaHHBII Ha ATFOMUHUS OKCHJIE TUIPATUPOBAHHOM (X MT Al).

[TonHbIN epevyeHb BCIOMOTATEIbHBIX BEILIECTB NMPUBEJIEH B pazene 6.1.

BakuuHa pna I'IpO(bVInaKTMKVI KOpH, annaeMmn4yecKoro napoTuTa

M KpacHyxu (xuBas)

[locne BoccranoBnenus 1 no3za (0,5 Mi1) conepKuT:

Bupyc kopu <1> <mrramm> (3kMBOH, aTTEHyHUPOBAHHBIN )

Bupyc snuaemudeckoro naporura <1> "mramm" (KUBOH,
aTTEHYUPOBAHHBIH )

Bupyc kpacuyxu <1> "mramMmMm" (3kMBOM, aTTEHYHUPOBAHHBIN )

ne menee 1 x 10° HWJIKKSs0
<2>

ne menee 1 x 10° NJKK50
<2>

ne menee 1 x 10° MJIKKs0
<>

<1> ITony4eH U3 KIETOK "KJIETOYHAs CUCTEMa, UCIIOJIb30BaHHAs B IPOU3BOJICTBE".

<2> CTaTHCTUYECKU OIpe/esieMoe KOJIMYECTBO BHUpYCa, KOTOpoe NOJKHO uMHuuupoBats 50%

KJICTOYHOM KyJIbTYpBI.

[TonHbIN IepevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pazene 6.1.

BakuuHa ans npodunakTukm nHEBMOKOKKOBOMN MH(eKUMKU
nonucaxapuaHas (rentaBaneHTHas, agcopbupoBaHHas)

1 no3a (0,5 M) COnEPIKUT:

#Streptococcus pneumoniae#, cepotun 4, nonucaxapug <1>
#Streptococcus pneumoniae#, cepotun 6B, monucaxapun <1>
#Streptococcus pneumoniae#, ceporun 9V, nonucaxapug <1>
#Streptococcus pneumoniae, cepotun 14, nonucaxapuy 1#
#Streptococcus pneumoniae, cepotun 18C, onurocaxapua 1#
#Streptococcus pneumoniae, ceporur 19F, momucaxapun 1#

#Streptococcus pneumoniae, cepotun 23F, nonucaxapuy 1#

X MKTI'

X MKTI'

X MKT

X MKTI'

X MKTI'

X MKT

X MKTI'

<1> KonbrorupoBannbeiii ¢ 6enkom CRM197 B kadecTBe HOCUTENS (BCETO y-Z MKI Ha JI03y) H
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

a7IcopOMpPOBaHHBIN Ha ATIOMMHUS TUAPOKCHIE ruapaTupoBaHHoM (Bcero 0,5 mr Al Ha 1103y).
[TosHBIN epeueHb BCIIOMOTaTeIbHBIX BEIIECTB IIPUBEAEH B paszaene 6.1.

3. Npumepsbl ykaszaHusa ceBeaeHun B pasgene ("Xapakrep
M coaepXXumoe nepBMYHON yrnakoBKU (KOHTenHepa)") obwen
XapakTepUCTUKUN NeKapCTBEHHOro npenapara

ITpumep 1.

<[lo 0,5 M cycneH3uM B MpeABapUTENbHO 3alOJHEHHOM Imnpune (crekino [ Tuma) c
YIUIOTHUTENEM MOPIIHS (XJIOpOYTUIIKaydyK) B KOMIUIEKTE C UIJION MM Oe3 UIJIBI B YIIaKOBKE MO 5 WK
10 mryk.>.

<B mpojake MOTYT HaXOUTHCS HE BCE Pa3Mephl YIIAKOBOK™.
ITpumep 2.

<IIo 1 mn cycnensuu Bo ¢uakone (crekio | Tuma) ¢ ynmaoTHuTeneM nopuHs (XjaopOyTuikaydyk) B
KOMIUIEKTE C UIVION B YIIAKOBKE IO 1 mTyke.>.

ITpumep 3.

<Ilo 0,5 mn cycniensuu u 0,5 M pacTBOpa B MPEIBAPUTEILHOM 3aMIOJIHEHHOM IIpHIle (cTekio [
TUMA) C JABOMHOW KamepoW, YIUIOTHHUTENIEM MOpUIHS (CMech XJIOpPOYTUIIKAydyKOB), KOJIAuKOM
HaKOHEYHMKa (OpoMOyTHIKaydyK) U OOXOJHBIM YIUIOTHUTENEeM (OpoMOyTHIIKayyyK) B yHakoBke 1o 1
ITyKe.>.

[Tpumep 4.

<[lo 10 mx (20 x 0,5 mn mo3) cycrnen3uu Bo (iakone (ctekno | Tuma) ¢ ymmoTHUTENIEM
(6bpomMOyTHITIKay4dyK) B YITAKOBKE 10 | mTyKe.>.

[Tpunoxenue N 4

K TpeOoBaHUAM K MHCTPYKIIUU
10 MEAULUHCKOMY NTPUMEHEHHIO
JIEKapCTBEHHOT'O Mpernapara

1 o011ei XxapaKTepuCTHKe
JIEKapCTBEHHOTO Mpernapara

JUISL MEJTUIIMHCKOTO MTPUMEHEHHUS

YKA3AHUA
Mo UCNOJNIb3YEMbIM TEPMUHOJIOTMYECKUM CJITOBAPAM NMPU ONMNCAHUN
HEXEJIATEJIbHbIX PEAKLUUW B UHCTPYKLUWU NO MEOULIMHCKOMY
NMPUMEHEHUIO NNIEKAPCTBEHHOIO NPENMAPATA U OBLLEN XAPAKTEPUCTUKE
NEKAPCTBEHHOI'O MNPEMNAPATA Ond MEOAUUUHCKOIO NPUMEHEHUA
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

Cnncok M3MEHSIUX JOKYMEHTOB
(B pen. pemenus Coseta EBpazuiickoil 5JKOHOMUYECKOM KOMUCCUU
ot 19.05.2022 N 80)

Bce HexemaTenbpHBIE JICKApCTBCHHBIC PCAKIINH HCO6XOIII/IMO CrpynmnuvpoBaTrb B COOTBCTCTBHUU CO
CJIEIYIOIIMM MOPSIAKOM Ha OCHOBAHMH CUCTEMHO-0OpranHbiX kiaccoB (COK).

YroObl MPOBECTH HACHTU(UKAIIUIO HEXKENATEIBHBIX peakInui HanOoJee MPOCTHIM M KIMHUYECKU
MOAXOJAUIMM JUISl 4YWTaTeNis CHOCOOOM, K pAaclOJOXKEHUI0 TEPMUHOB HEOOXOAMMO MPUMEHSTH
nmparMaTU4HbIl moaxoa. Hampumep, B HEKOTOpBIX ClIydasX TOJE3HO HCKIIOYUTENIBHO B OOIIel
XapaKTepUCTHKE JIEKAPCTBEHHOro Ipenapara ucnoab3oBaTh BropuyHoe COK-pacnonoxeHne
HEKOTOPBIX MpeanoyTHTeNbHbIX TepMuHOB (nanee - IIT). Hanpumep, eciu B oOmiel XxapakTepuCTHKE
JIEKapCTBEHHOTO Tpemnapara Haane:xxuT BKIounTh [1T "Hapymenue ¢yHKIMOHAIBHBIX MPOO medeHu",
"T'enatut" u "lleuenounas sHuedanonatusa”, Bce oHU MoryT ObITh ykazanbl B COK "Hapymenus co
CTOPOHBI TIEYEHU W >KEIUEBBIBOASAIIMX IyTei", a He pacnpenensatb ux no COK "Hapymenus co
CTOPOHBI TEYEHU M KEeT4eBbIBOIAMMX MmyTei", "HapylieHuss co CTOpOHBI HEPBHOM cHUCTEMBI" U
"JlabopaTopHble U UHCTPYMEHTAIbHBIE TaHHBIE" .

(B pen. pemenus Cosera EBpa3zuiickoii sxonomuyeckoit komuccuu ot 19.05.2022 N 80)

ITepeuens COK:

WHGEKIINHA U NTHBA3UU;

JT00OpOKaueCTBEHHBIC, 3JIOKAYSCTBCHHBIC M HEYTOYHCHHBIC HOBOOOpPA30BaHUs (BKJIOYAs KHCTHI U
TTOJIHIIBI );

HapyILEHHsI CO CTOPOHBI KPOBU U TUM(PATUYECKON CUCTEMBI;
HapyILIECHUs CO CTOPOHBI IMMYHHOU CUCTEMBI;
SHJOKPUHHBIC HAPYIICHHUS;

HapymeHust MeTaboIn3Ma 1 MTUTAHMUS;

NICUXUYECKNE HAPYILIECHNUS;

HapyLICHHUs CO CTOPOHBI HEPBHOW CUCTEMBI;

HapyILIEHUs CO CTOPOHBI OPIraHa 3pEHMS;

HapyLIEHHUs CO CTOPOHBI OpraHa ciyxa U JJaOMpUHTA;
HapyILIECHUs CO CTOPOHBI CEpALa;

HapyILIEHUs CO CTOPOHBI COCYJIOB;

HapyILIECHHs CO CTOPOHBI JbIXaTE€IbHON CUCTEMBI, OPTaHOB I'PYAHON KIIETKU U CPEIOCTEHUS;

KCIIYJOUHO-KUIICYHBIC HAPYIICHH A,
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(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

HapyILIEHUS CO CTOPOHBI IEYEHU U JKEITYEBBIBOASAIINX My TEH;
HapylUIEHUs CO CTOPOHBI KOKHU U TTOJAKOXKHBIX TKaHEMH;

HapyUIEHUs CO CTOPOHBI MBILIEYHOU, CKEJIETHOM U COEMHUTEIIBHON TKaHU;
HapyUIEHUS CO CTOPOHBI MOYEK U MOYEBBIBOAIINX Ty TEH;
OEpEeMEHHOCTD, TTOCJICPOIOBBIN IEPHO]T U TIEPUHATAIBHBIE COCTOSTHHUSI;
HapyILIEHUs CO CTOPOHBI PEIPOIYKTUBHON CUCTEMBI M MOJIOUHBIX JKEJIE3;
BPO’K/ICHHBIE, CEMEHHBIE U T€HETUYECKHUE HAPYILICHNUS,

oO1rre HapyIIeHUs ¥ PEaKIlii B MECTE BBEJICHUS;

n1abopaToOpHBIC U HHCTPYMEHTAILHBIC TaHHBIC;

TPaBMbl, HHTOKCHUKALIMU U OCJIOXKHEHHUS TTPOLIEAYD;

XUPYPruveCcKrue U MEIUIIMHCKUE TTPOLEAYPHI;

colMagbHble 00CTOSITETHCTRA.

Onucanue HeXeNaTeNbHOM peakluu JOHKHO OCHOBBIBATHCS Ha HanOoJiee MOAXOAAIEM TEPMHHE.
Kak npaBuio, 310 yposens 1T, 0jHaKO B HEKOTOPBIX CIydasX 11€J1ecO00pa3HO MCIOJIb30BaTh TEPMHUHbI
Huzwwero ypoBHs (manee - THY) unm rpynmnoBble TEpMUHBI, HallpUMEp, BBICOKOI'O YPOBHA (naiee -
TBY). Jlonyckaercs ananTUpoBaTh HAMMEHOBAHMSI TPYNIIOBBIX TEPMHUHOB, €CIM ATO JieNaeT ux Oojee
MOHATHBIMU YUTATEIIO 00Iel XapaKTepUCTHKHU JIEKapCTBEHHOT'O Mpenapara, HanpuMep, abOpeBraTypbl
HBJIP (we BxmroueHHbli B apyrue pyopuku) m HY (HeyTouHEHHBIN) B OOIIEH XapaKTepUCTHUKE
JIEKapCTBEHHOT'O IMpernapara MCIONIb30BaTh He cieayeT. [lopsaok cloB mpu yKa3aHHH HeKeIaTelbHOM
peakiMu JOJKEH OBbIThb €CTECTBEHHBIM JJIS MPHUHATOW METUIMHCKON TEpMUHOJIOIMH, HAmpuMep,
"NHTepcTunnanbHas nHeBMOHUA", a He "[IHeBMOHUS mHTepcTuULManbHAA". B HEKOTOpBIX ciydasX B
LeNSIX YIYUIIeHUs] BOCIPUATHS LeJIeCO00pa3sHO HECKOJIBKO MOIM(UIIMPOBATh TEPMUHBL. B oTHOIIEHNN
KOHKPETHOI'O COCTOSIHUSI CJIeyeT MCIO0JIb30BaTh HanboJiee MHUPOKO MPUMEHSIEMBbI TEPMUH, HalIpUMep,
MOXET OKa3zaThCcsi Ooiiee 1enecooOpasHpiM ykazanue '"cuHapoMm CrtuBeHca-/[»koHcoHA" Hexenn
"3]710KaueCTBEHHAs YKCCyAaTUBHAs spuTema’.

B mpenenax kaxmoro COK HexenaTenpHbIE peakiuM cjleayeT KilacCu(UIMpPOBaTh B
COOTBETCTBUM C 4YacTOTOW HX BO3HUKHOBeHus. Ilepen omnpeneneHneM YacTOThl BO3HUKHOBEHHS
HEeXeJIaTeJIbHbIX SIBJIEHUII Ha OCHOBAaHUM CHCTEMAaTU3UPOBAHHBIX HCCIIEIOBAaHUM (KIMHUYECKUX
UCCIIEIOBAaHUM M JPYTUX HCTOYHUKOB) B IIEJISAX JOTMYECKON IPYNIUPOBKH KIMHUYECKHU POJICTBEHHBIX
COCTOSIHUI cClielyeT HCIOJb30BaTh HaJJlekallue YpPOBHU Hepapxuu. Hampumep, y nanueHToB
PErUCTPUPOBATIOCHh  "MOCTYpaldbHOE  TOJIOBOKpYKEHHE",  "TOIIOBOKpYXKEHHE  HamnpsbKeHus" U
"HEYTOUYHEHHOE TOJOBOKpYXeHue" (¢ dactoToi 2% Kaxkoe€), UX MOXHO OOOCHOBAHHO OTpa3uTh B
o0IIel XapaKTepUCTUKE JICKaPCTBEHHOTO Tperapara Kak "TOJIOBOKpYX eHHe" ¢ 4acToToi 6% MalMeHToB
(mpenmomnarasi, YTo KaKAOMY HAallMEHTY COOTBETCTBYET JIMIIH OJTHO COOOIIEHHE O TOJOBOKpYKeHUH). B
HEKOTOPBIX CIIydasX TakKe Ielecoo0pa3HO MCIONIb30BaTh CUTYaTUBHYIO TPYNIIUPOBKY TEPMUHOB HIIN
aJlaliTUpOBAaTh TIPYNIOBbIE TEPMHHBI, €CIM HMEIOIUECS TIpYINIOBbIE TEPMUHBI HE MOTYT OBITh
MOJTHOCTBIO MPUMEHUMBI, HalpuMep, COOOIIEHHS O HEeXKeJIaTeNbHbIX PEeaKIMsIX IPEeICTaBICHbl Kak
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

"muapes", "ycyryOnenue auapeun", "Msrkuii ctyn", ">JKugkuid cTyn", "THUNEPMOTOpPUKA KUIIEYHUKA" U
T.I., MOXHO BCE B LENAX 3HAYMMOCTH M YIYyYIICHHS BOCHPUATHUS OOIIeH XapaKTepUCTHUKU
JICKQpCTBEHHOTO IIpenapaTa MalueHTaMd OOOCHOBAHHO TMPEACTaBUTh B BHJE €AMHOTO TEPMHHA
"muapes". s ompeneneHHUss YacTOThl AMAPEU CIIEAYEeT HCIOJIb30BaTh O0O0IIee KOJIMYECTBO TaKUX
CIIy4aes.

[Ipunoxenne N 5

K TpeOoBaHUsIM K HHCTPYKIUH
[0 MEAUIMHCKOMY MTPUMEHEHHUIO
JIEKapCTBEHHOT'O Mpernapara

1 0011ell XapaKTepUCTHKE
JIEKapCTBEHHOTO TIpernapara

TSl MEZIMITIUHCKOTO MTPUMCHEHHSI

NMPUMEPDI

®OPMYJIMPOBOK, UCMONb3YEMbIX B PA3EJE 4.6 ("BEPEMEHHOCTb
N NAKTALUA") OBLLEU XAPAKTEPUCTUKE JIEKAPCTBEHHOI'O MNMPEMNAPATA

B HacTosiux npumepax, BBeI€HbI CIEAYIOLIUE MpaBuia UCIIOJIb30BAHUS CKOOOK:

{Tekct} - B moje Mexay cKoOKaMu BHOCHUTCS MH(POPMAIMS UCXOJs U3 COCTaBa U OCOOCHHOCTEH
JICKApCTBEHHOTO Mperapara;

<TEKCT> - B TMOJ€ MEXIY CKOOKaMH TEKCT BbIOMpAeTCsl WIM YJaluseTcss U3 MPeaokKEeHHBIX
CTaHJAPTHHIX (HOPMYITUPOBOK B 3aBUCUMOCTH OT JICKAPCTBEHHOTO IPEMapara;

[TeKcT] - B IOJIEe YKa3aHO yCIIOBUE WJIM KOMMEHTApUi K TEKCTY, PACTIONOKEHHOMY ME€PE HUM.
1. Moppaspen "bepemMeHHOCTL"
ITpumep 1:
<OmnbIT NPUMEHEHHS] y YeJIOBeKa [yKaszaTh| CBHUAECTEIBCTBYET O TOM, UTO {JIEHCTBYIOIIEE
BEIIECTBO | BBI3BIBAECT <BPOKJICHHBIE OPOKU [yKa3aTh| IpU BBEACHUU BO BpeMsi OEpEMEHHOCTH.> [WIIH]
<penHble (apmakosornyeckue dPQPexkTel BO Bpems OepeMeHHOCTH M (WiIM) Yy IUIoja

(HOBOPOJXKJIEHHOT0).>

{ToproBoe HauMeHOBaHHUE} MPOTUBOIOKA3aHO <BO BpeMsi OEPEMEHHOCTU><BO BpeMs {TpUMECTD}
O6epeMEeHHOCTH> (B JAHHOM CJIyd4ae - 3TO CTPOroe NpOTUBOIOKa3aHue, cM. pazzen 4.3).

<>K€HH_[I/IHBI C JACTOPOAHBIM TOTCHHHUAJIOM JOJDKHBI HCIIOJB30BATh HAJACKHBIC MCTOAbI
KOHTpALENLIUU <BO BPeMsI <H BILIOTH IO {UMCJIO} HEJEINb MOCIe 3aBEPIICHUS> Tepauu.>>.

[Tpumep 2:

<OmnpIT NpUMEHEHUs y YeJoBeKa [yKa3aTbh| CBHJETEIBCTBYET O TOM, 4YTO {JeHCTBYyIOIlEe
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BeH.IeCTBO} MOZKET BbI3bIBATb BPOKACHHLIC ITIOPOKU [YKaSaTL] IIpU BBEACHNUU BO BPEMsL 6epeMeHHOCTI/I.

a) <B mccnenoBaHusAX Ha KUBOTHBIX OOHApY>KeHa PErpoAyKTUBHAS TOKCUYHOCTH (CM. pazien 5.3
)=

[mu]

0) <HMccnenoBanuii penpoyKTUBHOW TOKCUYHOCTH Ha JKMBOTHBIX HEJIOCTATOYHO (CM. pazjaen 5.3

)>

{ToproBoe HaMMCHOBaHHE} HE CIEAYyEeT NPUMEHITh <BO BpeMsi OCPEMEHHOCTH><BO BpEMS
{TpumecTp} OepeMEeHHOCTH>, €CJIM TOJIbKO KIMHHUYECKOE COCTOSHHUE >KEHIIMHBI He TpeOyeT Tepamuu
{IeNCTBYIOIIUM BEIIECTBOM | .

<>KCHHII/IHI>I C JOCTOPOAHBIM TIOTCHHHAJIOM JOJDKHBI HCIIOJB30BATh HAJACKHBIC MCETOAbI
KOHTpALENIUU <BO BpeMs <H BIUIOTb JIO {UUCJIO} HEAEINb MOCIE 3aBEPIICHUS™> TEPANUN.>>.

[Tpumep 3:

<OnbIT NPUMEHEHHs Yy 4YelloBeKa [yKa3zaTh| CBHIETEIbCTBYET O TOM, UTO {JeiicTByloliee
BEIIECTBO } MOXKET BBI3bIBATh BPOXKAECHHBIEC IOPOKHU [yKa3aTh| MpH BBEJCHUU BO BpeMsi OEpEMEHHOCTH.

HccnenoBanust penpoayKTHBHONH TOKCHUYHOCTH HA JKMBOTHBIX HE CBUAETENBCTBYIOT O HAJIMYHUU
MPSIMBIX WJTM HETIPSIMBIX BPeIHBIX 3¢ (dekToB (cM. pazzaen 5.3).>

{ToproBoe HamMeHOBaHHE} HE CIeAyeT NPUMEHATh <BO BpeMsl OEpEeMEHHOCTH><BO BpeMs
{TpumecTp} OepeMEHHOCTH™>, €CIM TOJbKO KIMHHUYECKOE COCTOSIHHE >KEHIIMHBI HE TpeOyeT Tepanuu
{nefCTBYIONINM BEIIECTBOM }.

<OKeHmMHBI C JETOPOAHBIM MOTEHLMAJIOM JOJDKHBI HCIOJB30BaTh HAJEKHBIE METOIBI
KOHTpAIETIUU <BO BpeMs <H BIUIOTb J0 {4HCJIO} HEIENb MOCTe 3aBEPIICHUS> Teparuu.>>.

[Tpumep 4:

</laHHblE O MPUMEHEHUH {/IEeUCTBYIOIIETO BEUIECTBA} Y OEPEMEHHBIX KEHIIWH OTCYTCTBYIOT WU
OTPaHUYCHBI.

a) <B uccnenoBaHusAX Ha KUBOTHBIX OOHApYy’Ke€Ha PENpoAyKTUBHAs TOKCUYHOCTH (CM. pazaen 5.3
)=

[nnu]

0) <UccnenoBanuil penpoayKTUBHONW TOKCUYHOCTH Ha >KMBOTHBIX HEJIOCTaTOYHO (cM. pazzgen 5.3

)>

[Ipumenenue {TOproBoe HaMMEHOBaHWE} <BO BpeMs OEPEMEHHOCTH><BO BpeMs {TpUMECTp}
OEpEeMEHHOCTH> W Y KCHIIMH C JCTOPOJIHBIM MOTEHIIMAJIOM, HE HCIOJB3YIOIUX KOHTPAICIIIUI0, HE
PEKOMEHAYeTC . >>.

IIpumep 5:
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<JlaHHbBIC O MPUMEHEHUH {ICHUCTBYIOIIETO BEIIECTBA} Y OEPEMEHHBIX JKEHIHMH OTCYTCTBYIOT WM
orpannueHsl (MeHee 300 UCX010B OEpEMEHHOCTH).

HccnenoBanust penpoyKTHBHONH TOKCUYHOCTH HA JKMBOTHBIX HE CBUAETENBCTBYIOT O HAJIMYHUU
MPSIMBIX WIIM HETIPSIMBIX BPeIHBIX 3¢ (dekToB (cM. pazzaen 5.3).>

B kadecTBe mpeaynpeaUTENIbHON MEpbl TIPEAINOYTHUTEILHO HE TMPUMEHATH  {TOProBOE
HaWMEHOBaHKE} <BO BpeMs OEpEMEHHOCTH><BO BpeMsl {TpHUMECTp} OCpEMEHHOCTH.>>.

[Ipumep 6:
<Cpennuii 00beM JaHHBIX O NMPUMEHEHUU {JCHCTBYIOIIErO BelecTBa} y OepeMEHHBIX >KEHIINH
(300 - 1000 ucxomoB 6€pEeMEHHOCTH) CBHIETEIBCTBYET 00 OTCYTCTBUU MOPOKOB Pa3BUTHA U (PETO- U

(11n) HEOHATAIbHOM TOKCUYHOCTH.

a) <B uccrienoBaHUsSX Ha KUBOTHBIX OOHapy»XeHa PenpoaAyKTUBHAs TOKCUYHOCTb (CM. paszen 5.3

)>
[nnu]

0) <UccnenoBaHuil pernpoayKTUBHOW TOKCHUYHOCTH Ha KUBOTHBIX HEAOCTATOYHO (CM. pasnen 5.3
)=

B kadecTBe mpemynpeaUTENIbHON MEpbl TPEIINOYTHUTEILHO HE TMPUMEHSATh  {TOProBOe
HaMEHOBaHHE} <BO BpeMs OEpEMEHHOCTH><BO BpeMsl {TpHUMECTp} OCpPEMEHHOCTH.>.

[Tpumep 7:
<CpenHuii 00beM JaHHBIX O MPUMEHEHUH {JEHCTBYIOIIEro BellecTBa} y OepeMEHHBIX >KEHIIUH
(300 - 1000 ucxo0B GEPEeMEHHOCTH) CBHJIETEIBCTBYET 00 OTCYTCTBUU MOPOKOB Pa3BUTHS U (GETo- U

(w11) HeoHATAIbHOW TOKCUYHOCTH.

I/ICCJ'[GJIOBaHI/Iﬂ pCHPOIIYKTHBHOﬁ TOKCHMYHOCTH Ha XUBOTHLIX HC CBHACTCIILCTBYIOT O HAJIWMYHUU
PEnpOAYKTUBHOM TOKCUYHOCTHU (CM. pazzen 5.3).

[Ipumenenue {TOproBoe HaMMEHOBaHWE} <BO BpeMs OEPEMEHHOCTH><BO BpeMs {TpUMECTp}
OepeMEHHOCTH> TPU HEOOXOMMOCTH BO3MOXKHO.>,

ITpumep 8:
<bonbuioit 00beM JaHHBIX O OepeMeHHbIX keHmmHax (6onee 1000 mcxomoB OEepeMEHHOCTH)
CBUJETEIBCTBYET 00 OTCYTCTBUM MOPOKOB pa3BUTHUS U (PeTO- U (WIM) HEOHATAIBHON TOKCUYHOCTH MPHU

MIPUMEHEHUH {JIeHCTBYIOIIErO BELIeCTBa }.>.

{ToproBoe HamMEHOBaHHWE| JOIYCKACTCS NPUMEHSITh <BO BpeMs OEpPEeMEHHOCTH><BO BpEeMS
{TpumecTp} GepeMeHHOCTH>, UCXOMAS U3 KIMHUYECKON HEOOXOIUMOCTH.

ITpumep 9:

<BnusHre Ha OEpPEeMEHHOCTh HE OXHJIACTCsl, IIOCKOJIBKY CUCTEMHAs SKCIIO3UIUS {ICHCTBYIOIIETO
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BEIECTBa} HUYTOKHA.>

{ToproBoe HanMMeHOBaHWE} [OMyCKaeTCs MPUMEHITh BO BpeMs OepemeHHocTH. (Hampumep,
JIEKapCTBCHHBIE  MpermapaThl, HUYTOXKHAS CHCTEMHAs OKCIO3HWIUA (HUYTOXKHAS  CUCTEMHAS
(hapmakoMHAMUYECKas] aKTHBHOCTB) KOTOPBIX IMOATBEPK/ICHA B KIIMHUYECKHUX YCIIOBHSIX).>.

2. Noppasgen "Nakrauymna”

ITpumep 1:

<{[eiicTByromee BemecTBO} (METaOOIUTHI) MPOHUKAIOT B TPYIHOE MOJIOKO YeJIOBEKa, MOKa3aHO
BIIUSTHUE HAa HOBOPOXKACHHBIX (JIeTell), HaXOIMIMIMXCS HAa TPYJIHOM BCKAapMIIMBAHWH, MAaTEPH KOTOPBIX
IPUMEHSIIN IIpenapar.=>;

[nu]

<{JlelicTByroI11€€e BEIIECTBO} (META0OIUTHI) OOHAPYKEHBI B OPraHU3Me HOBOPOXKACHHBIX (IEeTei),
MaTepu KOTOPHIX TMPHUMEHsUIM TmpemapaT. <BmusHue {dapManeBTUYECKON CyOCTaHIIMKM} Ha
HOBOPOXKJICHHBIX (J1eTeil) Hem3BecTHO.> wiu <CBeJAeHUWH O BIUSHHUU {ICHCTBYIOIIErO BEIIeCTBa} Ha
HOBOPOXICHHBIX (JI€TEH) HEJOCTATOYHO.>;

[ ]

<{JleiicTByromiee BemIECTBO} (METaOOIUTHI) IMPOHUKAIOT B TPYJAHOE MOJOKO 4YeEJIOBEKa B
KOJIMYECTBE, JAOCTATOYHOM [UJIsl OKa3aHUsl BIUSHUS HAa HOBOPOXKICHHBIX (JIeTell), HaXOIAIIMXCA Ha

I'pyAHOM BCKapMJIMBaHUH.>

<{ToproBoe HauMeHOBaHHE } <IPOTHBOIOKA3aHO B MEPUOJ IPYAHOTO BCKAPMIIMBAHUSA (CM. paz/el
4.3)> wn <He cieayeT NPUMEHATh B IEPUOJ IPYJHOTO BCKapMIMBAHUS.>;

[ ]

<B nepuon neyeHus {TOproBoe HAMMEHOBAHHUE} TPYIHOE BCKApMIIMBAHUE CIIEAYET NPEKPaTUTh.>;

[nnu]

<Heo0x0auMO MPHUHATH pEHIeHHE JIMOO O MpEeKpalleHUH TIPyIHOTO BCKapMIIMBaHH, MO0 00
OTMEHE Tepanmuu {TOProBO€ HAMMEHOBAaHWE}, TMPHHMMAs BO BHHMAaHHE IOJb3y TIPYIHOTO
BCKapMJIMBaHUS 17151 peOeHKa U MOJIb3y Tepanyu JUIsl )KeHIIUHbL.>.

[Tpumep 2:

<CBelieHHs O TPOHHWKHOBEHUU {JCHCTBYIOIIETO BeliecTBa} (METaOOJMTOB) B I'PYJHOE MOJIOKO
4eJioBeKa OTCYTCTBYIOT.>;

[nnu]

<JlaHHBIX O TPOHUKHOBEHHHU {JCHCTBYIOIIErO BeliecTBa} (METa0OJIMTOB) B TPYJHOE MOJIOKO
YeJI0OBEKA HETOCTAaTOYHO.>;

[mn |
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</laHHBIX O TPOHUKHOBEHHH {IEHCTBYIOIIEro BelecTBa} (MeTabONMTOB) B TPYIHOE MOJOKO
JKMBOTHBIX HEJOCTATOYHO.>;

[mmm ]

<@apmakoJUHAMUYECKHE (TOKCHKOJIOTMYECKHE) JaHHBIE, TOJY4YCHHBIE Ha  IKHUBOTHBIX,
CBUJICTEIILCTBYIOT O MPOHUKHOBEHHUH {JCHCTBYIOIIETO BelecTBa} (METa0OIMTOB) B TPYJHOE MOJIOKO
(6omee mompoOHO cM. pazjaen 5.3).>;

[nnu]

<®U3UKO-XMMHUYECKHUE JaHHBbIC TMPEANOIaraloT MPOHUKHOBEHHUE {JCWCTBYIONIETO BeIIeCTBA}
(MeTaboaUTOB) B TPYAHOE MOJIOKO YEJIOBEKA.™.

<He uckito4yeH puck A HOBOPOXKACHHBIX (AeTei).>.

<{ToproBoe HauMEHOBaHHE } <MPOTUBOIOKA3aHO B MEPUOJ] TPYTHOTO BCKAPMIIMBAHUS (CM. pa3zel
4.3)> [unu] <He clieyeT MPUMEHSTh B IEPHOJ] TPYAHOTO BCKapMIMBAHUST>.>;

[nnu]

<B nepuon nedeHus {TOproBoe HAMMEHOBAHUE } TPYJHOE BCKApMIIMBAHUE CIIEIyeT IPEKPaTUTh.>;

[mm ]

<Heo0xoauMO TPHHATH pEHIeHHE JIMOO O MpPEeKpalleHHH TPyIHOTO BCKapMIIMBaHUS, JTHO0 00
orMeHe Tepanmu {ToproBoe HaWMEHOBaHWE}, TPHHAMAs BO BHUMAaHHE IIOJIb3Y TPYIHOTO
BCKapMJIMBaHUsI Ul peOCHKa U NOJIb3y TEPaUM Ul KEHIIHUHbL.>.

[Ipumep 3:

<BnusiHue {eHCTBYIOIIETO BELIECTBAa} Ha HOBOPOXIEHHBIX (JeTei), HaXOAMMXCsS HA TPYTHOM
BCKapMJIMBaHUM MaTePsIMU, IPUHUMAIOIIMMH IIpenapaT, He 00HapYKEHO.>;

[mm ]

<B cBfA3M C HHUYTOXXHOW CHCTEMHOH SKCIO3UIMEHN {IEeHCTBYIOIIETO BEHIECTBAa} y KOpMsIen
IPYIbI0 JKEHIIMHBl BIUSHUSA HAa HOBOPOXAEHHOro (pe0eHKa), HaxOAsLIErocss Ha TIPyIHOM
BCKapMJIMBaHUH, HE OKNIACTCS.>;

[nnu]

<{JleficTByro1iee BemecTBO} (MeTabOIUTHI) B TUIa3MEe HOBOPOXKICHHBIX (IETEi), HAXOSMIIUXCS Ha
IPYAHOM BCKapMJIMBAHMH, MaTepu KOTOPBIX MPUMEHSUIM Ipenapar, {oOHapyXeHbl {yka3aTb
KOJIMYECTBO} [ ] He OOHApYXKEHbI }.>;

[nnu]

<{/[leiicTBy10111€€ BEIIECTBO} (METAOOINUTHI) HE IPOHUKAIOT B IPYITHOE MOJIOKO YEJIOBEKa.>;
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[nnu]

<{[eiicTByto1ee BemecTBO} (MeTabOIUTHI) MPOHUKAIOT B IPYIHOE MOJIOKO YElIOBEKa, OJHAKO B
TEpaNeBTUYECKUX [103aX {TOProBO€ HAaMMEHOBAHME| BIIMSHHE Ha HOBOPOXKIEHHBIX (IeTeill) He
OXXUOAaCTCIa.>.

{ToproBoe HaMUMEHOBaHUE} AOMYCKAECTCS IPUMEHSTH B IEPUOJI TPYIHOTO BCKaPMJIMBAHUS.

[Ipunoxenne N 6

K TpeOoBaHUsIM K HHCTPYKIUH
[0 MEAUIMHCKOMY MTPUMEHEHHUIO
JIEKapCTBEHHOT'O Mpernapara

1 0011ell XapaKTepUCTHKE
JIEKapCTBEHHOTO TIpernapara

TSl MEZIMITIUHCKOTO MTPUMCHEHHSI

CTAHOAPTHbIE ®OPMYJINPOBKU
ansA YKASAHUA YCNTOBUUN XPAHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

<He xpanute npu temmneparype Boiiie [25 °C, 30 °C]> wim <XpaHuTh IpH TeMIiepaType Hike [25
°C, 30 °C]>;

<XpaHuThb B X0noauIbHUKE (2 - 8 °C)>;

<XpaHUTb U NEPEBO3UTH B XONOJMIbHUKE (2 - 8 °C)> <>

<*> JlaHHbBIC 1O CTaOWIBHOCTH, moirydeHHble B 25 °C/60% otHOCuTEenbHOM BiaxHoctu (ACC)
JOJOKHBI OBITh TIPUHATHI BO BHUMAHUE TP MPUHATHN PEIICHHUS O BO3MOXKHOCTH TPAHCTIOPTHPOBKH TIPH
OTCYTCTBHH OXJIQXKJICHUS. ITO JOITYCKACTCS TOJIHKO B HCKITFOUUTEIIBHBIX CITyJasX.

<XpaHUTh B MOPO3WIBHOW KaMepe Npu TeMIIepaType [TeMIepaTypHbli AUana3oH|>;

<XpaHUTh W TPAHCIOPTHPOBATH B 3aMOPOKECHHOM BHJIE IMPH TEMIIEpaType [TemIepaTypHbIN
JUana3oH > <*>;

<*> VkazaHue JIOIYyCKaeTCs MCIOJIb30BaTh, TOJIBKO €CIM 10 pe3yibTaTaM HCCIeI0BaHUN
CTaOMIIBHOCTH NMPHUHSTO COOTBETCTBYIOLIEE PELICHHUE.

<He oxnaxxmatb> nuiu <He 3aMOpaXuBaTh>;

<XpaHUTh B OPUTHHAIBHOH [BUJ YITAKOBKH [> <*>;

www.consultant.ru CrpaHuua 90 n3 194
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

<*> CnemyeT HCHOJIb30BATh, €CIM JIEKAPCTBEHHBIM MpenapaT 4YyBCTBUTENIEH K CBETY U (WJIH)
BJIAre.

<XpaHUTb [BU] NEPBUYHON YAKOBKH (KOHTEHHEpa)| <*> MJIOTHO 3aKPBITHIM> <**>;

<*> KOHKpeTHOEe Ha3BaHUE BUJIA YIIAKOBKHU, KOTOpast OyIeT HCHONIb30BaThCsl (Harmpumep, OyThUIKa,
omucTep U T.IL.).

<#*> CnemyeT HCIIONB30BaTh, €CIIM JICKAPCTBEHHBIM MpenapaT YyBCTBHUTENEH K CBETY M (WJIH)
BJIAre.

<XpaHUTH [BH] IEPBUYHON YITaKOBKHU (KOHTEHHEepa)] <*> BO BHEIIHEH yIaKoBKe> <**>;
<JlexkapcTBEeHHBIH Mpenapar He TPeOyeT CIeUaTbHbIX YCIOBUMA XpaHESHUS™;

<JlexapcTBeHHBIN Ipenapar He TpPeOyeT CIeLUalbHBIX YCIOBUN XpaHEHMs, [TeMIiepaTypHbII
JUATIa30H |> <*>;

<*> B 3aBHCHUMOCTH OT JI€KapCTBEHHOH (OPMBI U CBOMCTB JIEKAPCTBEHHOr'O Ipenapara MOKET
ObITh PUCK YXYIIICHHS KauecTBa U3-3a JeWcTBUS (Qu3ndeckux (HaKTOpoB, HANpUMEp, €CIU
MIO/IBEpraeTcs BO3JEHCTBUIO HU3KUX TeMieparyp. Huskue temmnepaTypbl B HEKOTOPBIX CIIydasiXx MOTYT
OKa3bIBaTh BIIMSHUE HA YIAKOBKY. He00X0IMMO JONOIHUTENBHO YKA3bIBATh 3TY BO3MOKHOCTb.

<... JUIS TOTO, YTOOBI 3aIIUTUTH OT [CBETA, BIIATH[>.
[Ipumeuanus:

B Hacrosmmx cTaHAapTHBIX (OPMYJIMPOBKAX, BBEACHBI CICAYIONIME MpPaBUJIA HCIOIb30BaHHS
CKOOOK:

[TekcT] - B moJIe MeXy CKOOKaMH BHOCUTCS] MH(OPMAIIHsI HCXO/AS U3 YKa3aHHBIX B HUX YCJIOBHIA;

<TEKCT> - B I0JIE MEXJIy CKOOKaMU TEKCT BBIOMpAETCSl WM YAANAETCS W3 MPEeASIOKEHHBIX
CTaHJIapPTHBIX (POPMYIMPOBOK B 3aBUCHMOCTH OT JIEKAPCTBEHHOI'O MIperapaTa.

[Ipunoxenne N 7

K TpeGoBaHMSIM K HHCTPYKIIUU
10 MEAULMHCKOMY NTPHUMEHEHHIO
JIEKapCTBEHHOT'O Tpernapara
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1 0011elt XapaKTepUCTHKe
JIEKapCTBEHHOTO Tpernapara
JUISL MEUIIMHCKOTO IPUMEHEHHUS

TPEBOBAHUA
K YKASAHUIO MAKCUMAJIbHOIO CPOKA XPAHEHUA CTEPUJIbHBIX
NEKAPCTBEHHbIX NMPENMAPATOB MNMOCJIE NMEPBOIO0 BCKPbITUA
nin BOCCTAHOBJIEHUA

1. O6wue cBepaeHus

Hacrosumii 1OKyMEHT pacnpOCTpaHSIETCs Ha BCE CTEPWIbHBIE Ipenaparbl s MEAUIMHCKOIO
MPUMEHEHHUS, 32 UCKIIOUEHUEM paanodpapMaleBTUYECKUX U MPUTOTOBISIEMBIX MU MOIUMUIIUPYEMBIX
ex temporo.

[TockonbKy mpeayragaTb Bce BO3MOXHBIC YCJIOBHS, IPH KOTOPBIX IMpenapar OyAyT BCKpPBIBATH,
Pa3BOINTH, BOCCTAHABIMBATh, XPAHUTh U T.II., 3aTPYAHUTEIBHO, II0Jb30BATENIb HECET OTBETCTBEHHOCTh
3a MOJJEPKAaHME KadecTBa JIEKAPCTBEHHOIO Ipernapara, BBOAMMOIO NAlMEHTy. B mensx conxencTBus
[I0JIb30BATENI0 JEep)KaTeslb PEruCTPALMOHHOIO YAOCTOBEPEHHUs 00s3aH IPOBECTH HEOOXOIUMbIE
HCCIIeIOBAaHMsI M YKa3aTh COOTBETCTBYIOIIUE CBeIEHUs B MH(MOpPMAaLUU AJs MOJIb30BaTeNs (Hanpumep,
OXJIII, JIB, MapkupoBKE) B COOTBETCTBUU C IPUMEPAMHU, YKA3aHHBIMM HW)KE W BBIJIEICHHBIMU
KYpPCHUBOM.

B oTHOmIeHNM CPOKOB M YCIOBHI XpaHEHHUs OTACIBbHBIX KaTErOpUid CTEPUIIHHBIX JIEKAPCTBEHHBIX
MpenapaToB TMOCJAE WX BCKPBITHS 3asgBUTEII0 HEOOXOJAMMO TaKXe€ YUYUTBIBATh PEKOMEHAAINH
®apmaxoneun Coro3za.

B HacTosmieM NpUIIOKEHUH pPacCMaTPUBAETCS CPOK MEXAYy BCKPBITHEM MEPBUYHOW YMaKOBKU
(KoHTElHEpa) JIEKapCTBEHHOrO IMpenapara U BPEMEHEM €ro BBEACHHS MAlMEHTY, IPOJOJIKUTEIbHOCTh
BBEJICHUS KaK TaKOBasl HE YUUTHIBACTCS.

2. be3koHCcepBaHTHbIE CTepUsibHbIE NpenapaTtbl

2.1. O6GLwue yKasaHums.

<Xumuyeckas u (pusndeckast CTaOMIBHOCTh TOTOBOTO K IPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara
MOATBEPIK/ICHA B TeUEHUE X yacoB (nuei) mpu y °C.>;

<C MUKpOOMOJIOTUYECKOW TOUKHU 3PEHUSI, €CIM METOJ BCKPBITUS (BOCCTAHOBJIIEHUS, pPa3BEACHNS)
HE TMPEnsATCTBYeT MUKPOOHOM KOHTaMUHAIMH, JEKAapCTBEHHBIM IMpernapaT MOJIEKUT HEMEJIEHHOMY

IIPUMEHEHUIO.>;

<Ecnu HeKapCTBeHHLIﬁ npenapatr HE BBCACH HEMCIAJICHHO, XPAHCHUC I'OTOBOI'O K IPUMCHCHHIO
JICKApCTBCHHOT'O IIperiapaTta u obecrieucHue YCJIOBI/Iﬁ SIBJISETCS 00SI3aHHOCTBIO MOJIb30BATEIIS. >,

2.2. YkasaHua gns npenaparoB onsi UHy3nMm nnm NHbLEKUMUn.

<Xumudeckas u ¢puznueckasi CTaOMIHLHOCTh TOTOBOTO K MIPUMEHEHHIO JIEKAPCTBEHHOTO TIpernapara
MOATBEPIK/ICHA B TeUEHUE X YacoB (mHer) mpu y °C.>;
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<C MHKpOOHOJIOTHYECKON TOUKH 3PEHUs MpernapaT NOIeKUT HeMeAJIeHHOMY TpuMeHeHuto. Eciu
mpermapaT He BBEJICH HEMENJICHHO, XpaHEHHe TOTOBOTO K TMPUMEHEHHWIO Tperapara U oOecredeHue
YCIIOBUU 70 BBEJICHUS SBIISCTCS OOS3aHHOCTBHIO IOJIH30BATENs, B ILIEJIOM HE JOJDKHO IMPEBBINIATH 24
yacoB npu Temrmeparype 2 - 8 °C, ecnu BoccTaHOBIICHHE (pa3BeleHHE) U T.NI. HE OCYIIECTBIISIIOCH B
MIPOBEPEHHBIX M BATUANPOBAHHBIX ACCITUICCKUX YCIIOBHUAXK.>.

2.3. KoHcepBMpoOBaHHbIe feKapCTBEeHHbIe npenapaTbl HA BOAHOW OCHOBe (BKno4vas
NPOTUBOMUKPOOHbIE KOHCEPBaHTbI U CAMOKOHCepBUpyeMblie npenaparTbl). Be3aBogHble
NneKapcTBeHHble nNpenapartbl (Hanpumep, MacnsHbIe).

<Xwumudeckas U (pu3ndeckasi CTaOMIBHOCTh TOTOBOT'O K IPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara
TIOATBEPIK/ICHA B TeUEHUE X yacoB (jHeH) pu y °C.>.

<C MHUKpOOHOJIOrMYECKONH TOUKHU 3PEHHUs 110CIIE BCKPHITHS JIEKApCTBEHHBIH Mpenapar JoMycKaeTcs
XpaHUTh He Oosiee yeM z qHel npu temnepatype t °C. VHble ycnoBUS U MPOAOIKUTEIbHOCTh XPAHEHUS
SIBJIAIOTCS] OTBETCTBEHHOCTBIO 3asABUTENS.>.

3asBuTeNb 00543aH 00OCHOBATh 3HAUECHUA Z U t B MHAMBUIyaJIbHOM MOPSAKE; Z HE JOJKHO B LIETIOM
MpeBbILIaTh 28 THEH.

[Tpunoxxenne N 8

K TpeOoBaHUSAM K UHCTPYKIIUU
M0 METUIMHCKOMY IIPUMEHECHHUIO
JIEKapCTBEHHOTO Mperapara

1 0011elt XapaKTepUCTHKE
JIEKapCTBEHHOT'O Iperapara

A MEAUITUHCKOTO ITPUMCHCHU A

NMPABUIIA
COCTABIJEHUA EONHBIX OBLUNX XAPAKTEPUCTUK JIEKAPCTBEHHOIO
MPEMNAPATA U INCTKOB-BKITAAbILLEN HA PA3HbIE JO3UPOBKU

1. Kputepum o6eanHEeHNA HECKOSbKMX [O3UPOBOK B eauHyto OXII

B memsax ympomeHus paboThl M AKCHEpPTU3bl MHAOPMALMU O JIEKApCTBEHHBIX Nperaparax
peKoMeHayeTcs A BeeX A3bIKOB cocTaBysATh equHble OXJIIT B OTHOMIEHUH pa3HBIX JO3UPOBOK OHOM
u Toil xke nexapcTBeHHON (popmbl. OXJIIT momkHBI OBITH MOJTHOCTBIO WACHTHUYHBI (32 MCKIIOYCHHUEM
cneun(UYHBIX Ui JJO3MPOBOK CBEACHHWI), HApUMEp, €CNIM MOKa3aHWs K MPUMEHEHHUIO Ui Pa3HbIX
N03UpOBOK He coBnaaaroT, To OXJIIT koMOMHUPOBATH HE AOMYCKAETCs.

B orHOmeHun OOBEAMHEHHBIX TEPMUHOB CIEAYeT HCIOIb30BaTh TOJBKO MEPBUUHYIO
JIEKapCTBEHHYIO (hOpMy, HalpuMep, BO3MOXKHO KOMOMHUPOBaHUE "pacTBOp Ul UHBEKIUN BO (uiakoHe"
u "pacTBOp Ml MHBEKUUN B MPEABAPUTENIbHO 3alOJHEHHOM IIMpHUIE" C yKa3aHUEM TOJIBKO "pacTBOp
JUISI UHBEKITUH".
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WNudopmanus o pa3InyHbIX JIEKApCTBEHHBIX (popMax Bcerna 1oykHa ObITh B pasHbix OXJIII.

[To obmeMy mnpaBuily, NpU TEPBUYHONW PETUCTPAIMU JIEKAPCTBEHHOTO TMIpermapaTra cleayeT
ucroib3oBathk eanubie OXJIII.

2. Peanusauun

Hactosmue IlpaBuna oTpakeHbl B pEeKOMEHIAIMSAX Mo 3amoiHeHuto mabmona OXJIIT (
npusnoxenue N 11 k Hactosimum TpeGoBaHusM).

2.1. IlepBruyHas peructparus: 3asBUTEISIM PEKOMEHAYETCS HCTIoNb30BaTh eaunble OXJIIL.

2.2. 3aperucTpupOBaHHbIE JIEKapCTBEHHbIE IpemapaThl: JAepKaTelsiM PperucTparMoHHBIX
YIAOCTOBEPEHN peKoMeHayeTcst cocTaBuTh enHyro OXJIII B paMkax cieayromux mpoueayp:

HOJTBEPXKIEHHE PErucTpaluu (IepeperucTpans);
paciIpeHue psizia JIeKapcTBEHHBIX (pOpM U 1I03UPOBOK;

BHeceHHe wu3MeHeHud TunoB IB wu II, 3aTparuBaromux JOMOJHEHMS K HH(OpMaruu o
JIEKapCTBCHHOM IIpeIapare.

3. CoctaBneHue eanHbix OXJIMN (cMm. npeacTaBreHHbIN HUXE NpUMep)

B pasaciiax, B KOTOPBIX ITPUBOIATCH CHeI_[I/I(i)I/I‘IHBIe AJI1 pa3jIndHbIX HO3HUPOBOK CBCIACHUA,
HeO6XOI[I/IMO HCIIOJB30BAaTh MMOJA3aroja0BKH.

[Ton3aronoBok HEOOXOUMO BBIJECIUTh MOJAYEPKUBAHUEM, OH JOJDKEH COJEpKaTh HAaMMEHOBAHUE
JIEKApCTBEHHOTO IIperapara, JA03UPOBKY(HM), K KOTOPHIM OH NPUMEHHM, W JIEKapCTBEHHYIO (Gopmy
(manpumep, "X 5 mr tabnerku, X 10 mr tabmerku" u T.m.). [locnme ykazaHus cnenu@UUHON s
J03UPOBKM HMH(OpMaIMK HEOOXOIUMO IpPerLyCMOTPETh OIpPEACIICHHBI MPOMEXKYTOK, YTOOBI YETKO
0003HaYUTh KOHell crnenuGuIHoi nH(OpMaIMK U BO30OHOBIIEHUE YKa3aHUS OOIIUX CBEICHUI.

B pasnmene 1 ("HaumMmeHoBaHMe IIleKapCTBEHHOIO TpemnapaTa') yka3blBaTh IO3aroJIOBKHM HE
TpebyeTcs.

[Tpumep:

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI O ITPEITAPATA
[ToproBoe HauMeHOBaHUE]| 5 MTr TabIETKU

[ToproBoe HanmeHnoBanue| 10 Mr TabneTku

2. KAYUECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB
[ToproBoe HanmMeHOBaHUE] 5 MT" TaOJIETKH

Kaxxnas Tabnerka conepxut 5 mr Z.
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[ToproBoe HanmeHnoBanue]| 10 Mr TabneTku

Kaxxnas Tabnerka comepxur 10 mr Z.

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJIEH B pazene 6.1.
3. JEKAPCTBEHHAS ®OPMA

TabneTku

[ToproBoe HaMUMEHOBaHUE | 5 MTI TaOIETKH

TabneTkn oT GENoro A0 Clerka JKENTOro I[BeTa C rpaBUpoBKoi "5" Ha omHOUN cTopoHe M "Y" Ha
oOpaTHOi1.

[ToproBoe HanmeHoBanue] 10 Mr TabnaeTku

TabGseTku oT 6€JI0TO 0 ClIeTKa KEITOro 1BeTa ¢ rpaBupoBKoii "10" Ha omHOM cTopoHe M "Y" Ha
oOpaTHOM.

B nocnenyromux pasznenax xkomOunHupoBaHHbIX OXIJIII moryt conepkaTbCsi paziuyaroliuecs
CBEICHMS:

4. KIIMHNYECKUE JAHHBIE

(4.2. PexxuM 103UpOBAaHUS U CLIOCOO IPUMEHEHMS)

6. PAPMALIEBTUYECKUE CBOMCTBA

(6.1. Ilepeuenp BcnoMOraTeabHbIX BEIIECTB)

(6.3. CpoK TOHOCTH)

(6.5. XapaxTtep u coliepkaHle NEPBUYHON yIaKOBKH <a TaK)Xe CHEelHUaIbHOIo
000pyI0BaHUs, NIPeTHA3HAUYEHHOT'O JIJIsl IPUMEHEHHsI, BBEJICHUS WM UMILJIAaHTAII>)
(6.6. Ocobblie MepbI MPEIOCTOPOKHOCTH MPH YHHUYTOKESHUU U JPYTOi padore)

8. HOMEPA PETMCTPAIIMOHHBIX YIOCTOBEPEHUIA

9. JATA IIEPBUYHOM PETUCTPALIMU (ITEPEPETMCTPALIMM)

4. EQMHBIN NUCTOK-BKNaabIiLl

[IpaBuna cocrtaBnenust enuHoro JIB SABISIFOTCS OTAETBHBIMH W HANpsIMyK0 HE 3aBHCAT OT
coctrapinenuss enuHor OXIJIIL. B cBs3u ¢ stum umcnosb3oBanue enuHblx OXJIIT Bo3MOXHO (eciaum
COOJIOICHBI COOTBETCTBYIOIIME KPUTEPHUH ), Jaske €CIIU CocTaBleHue enunoro JIB e gnomyctumo.

3agBuUTENb BIOpPaBE MOAATH 3asBKY HA PETUCTPALMIO ¢ eIuHBbIM JIB 17151 HECKONBKUX J03UPOBOK
OHOW W TOW e yekapcTBeHHOW (opmbl. Equnbiii JIB momyctum mpu coOmrofeHuu clieayrommx 3
YCIIOBHIA:

a) pexum no3upoBanus, ykazanHelii B OXJIII (JIB), npenycmarpuBaer 1mo MeHblllell Mepe JBa
pexxuma (Harpumep, ¢gaza noadoopa J103bl, KOPPEKIHs A03bl B 3aBUCUMOCTH OT KIMHHYECKOI'O OTBETA
WM Y OCOOBIX TpyIN);

6) JIB 1OIHOCTBIO UIACHTHUYHBI, 34 HCKIHYCHHCM HEOOJIBIIOTO YHCIIa CHGI_II/I(I)I/FIHBIX JJI
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JO3UPOBOK CBEICHUI;

B) MpejsiaraeMblii KOMOMHUpPOBaHHBIM JIB He AOmMyckaeT MyTaHUIIBI MEXAY MPUEMOM Pa3HBIX
JO3UPOBOK M HE IMIPUBOAUT K PHUCKY HENPABUIBHOIO IPUMEHEHUS JIEKAPCTBEHHOI'O IIperapara
MAlUEHTOM WJIM TIOTPEOUTENIEM.

B nensx cocraBineHuss komOuHHpoBaHHOTO JIB 3asBHUTENs MOKEH BKIIIOYWTH B 3asBICHHE Ha
perucTpanuio, MOATBEPXKIACHUE perucTpauuu (Mepeperucrpaiuio), BHECEHHE HW3MEHEHUH B
PETUCTPAIIMOHHOE JIOChe COOTBETCTBYIOIIEE OOOCHOBaHME. 3ampoc OyAeT paccMOTPEH B XOAe
MPOLIEAYPHI AKCIIEPTU3HI, pellIeHHEe Oy IeT MPUHUMATHCS B MHAUBUTyaIbHOM TOPSIJIKE.

ITpunoxenne N 9

K TpeOoBaHUAM K UHCTPYKIUU
10 METUIIUHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOTO Ipernapara

1 o011l XapaKTepUCTHKE
JIeKapCTBEHHOT0 Mpernapara

JUI METUIITHCKOTO IIPUMEHEHUS

PEKOMEHOALUA
MO YKA3AHUIO O3UPOBKU (KOJIMMECTBEHHOIO COOEPXXAHUA
AEUCTBYIOLWKMX BELLECTB) B HAMMEHOBAHUA
JNNEKAPCTBEHHbIX NMPEMNAPATOB

1. OOwme pekomeHzauMmn

JlexapcTBeHHBIN mpemapaT MapkupyeTcst B Bujae "(TOProBoe) HauMEHOBaHHE + JIO3UpOBKa +
nekapcTBeHHas Qopma". Takoe ykazaHue paccMaTpUBaeTCs B KadyeCTBE IIOJHOIO HAWMEHOBAaHUS
Ipernapara, B CBSI3U € UYeM IOHATHE "HaUMEHOBaHUE" B HACTOAIMX PexoMeHmanusax ciaenyeT NOHUMaTh
KaK I0JHOE€ HAaUMEHOBAaHUE JIEKAPCTBEHHOIO IIpenapara, COAEpKallero yKa3aHHblE 3 D3JIEMEHTA.
JlelicTByromIee BEIIECTBO HEOOXOJMMO YKa3bIBaTh HEMOCPEICTBEHHO IO IMOJHBIM HAaMMEHOBAHUEM
JIEKapCTBEHHOI'O IIperapara.

B coorBerctBun ¢ mynktom 1 pasngena III TpebGoBanuii K HMHCTPYKIHMHM TO MEIUIIMHCKOMY
IIPUMEHEHMIO JIEKAPCTBEHHOr'0 IpenapaTta U oOLIe XapaKTepUCTHUKE JIEKApCTBEHHOIO Mpemnapara ajs
MEIUIMHCKOTO IPUMEHEHHsS IOJ JO3MPOBKOM B HAaMMEHOBAaHMM JIEKAPCTBEHHOI'O IIperapara
MOHUMAETCs KOJIMYECTBO (COJIepKaHKe) IEHCTBYIOLIETO BELIECTBA B €AMHUIIE JIEKAPCTBEHHON (OPMBI, a
TaKKe B EIWHUIIE MacChl MM O0beMa JIEKapCTBEHHOTO IpemnapaTa, 3HaYMMOE s MPaBUIBHON
UACHTU(PUKAIIMM W TPUMEHEHHUs JIEKapCTBEHHOro mpemnapara. Jlo3upoBka B HaMMEHOBAaHUU
JIEKapCTBEHHOI'O Ipemnapara JoJKHAa COOTHOCUTHCA ¢ MH(oOpMaluel, ykazaHHoi B pazgene 2 u 4.2
o01el XapakTepuCTHKe JIEKApCTBEHHOIO IipenapaTa Julsd MeAMuHCKoro npumenenus (nauee - OXJIIT).

CopnepxaHue JeHMCTBYIOIErO BElIECTBA B EAMHHUIIE MacChl HJIM O0beMa JIeKapCTBEHHOI'O
IpenapaTa TaKkXKe Ha3blBaeTCs KOHLIEHTPAMEW U MPUBOANUTCS MPEUMYLIECTBEHHO ISl HEIO3UPOBAHHBIX
JIEKapCTBEHHBIX [IPENApPATOB.
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]_IJ'IH HCKOTOPBIX BHUAOB JICKAPCTBCHHBIX q)OpM AO3UPOBKA  BBIPAXKACTCA  KOJIUYCCTBOM
HeﬁCTBYIOIHeFO BCIICCTBA, BBICBO60)K,Z[8.€MOTO n3 HeKapCTBCHHOI‘;I (I)OpMLI B CIMHUILY BPCMCHHU.

Ilenp yka3zaHuMs JO3UPOBKM B HAUMMEHOBAaHUHU JIEKAPCTBEHHOIO IIperapara 3akKiodaeTcs B
MPEJCTaBICHNA HambOoyiee 3HAYMMOW HWH(OpMAIMK O KOJIWYECTBE JICKAPCTBEHHOTO INpenaparta IMpu
MIPUMEHEHUH, JIETKON HJIEHTU(GUKALUU U pa3IudeHus OT JIpyrux (Gopm BbIycKa, a TaKKe Ha3HauCHUs
Bpa4yoM C y4E€TOM JPYIHX aCHEKTOB IIPOoLecca Ha3HAYCHUs U IPUMEHEHHUS JIEKAPCTBEHHBIX IIPENAapaToB.
VkazaHue JO3MPOBKM JIOJDKHO OCHOBBIBAThCSI Ha KpUTEpUsAX ynoOcTBa Ui HOTpeOUTENs
(Ha3HaYaroIero JuIa), a He Ha KPUTEPHSIX KauecTBa (AHATUTHYECKUX KPUTEPHSX ).

Crenenp peranu3zauuu Mexnay paszgenamu 1 u 2 OXJIII Moxker pasnuyarbes, MO3TOMY MpU
ykazaauu 103upoBkHu B pasnene 1 OXJIII 3adactyro He TpeOyeTcsl BKIIOYaTh U30BITOYHBIC CBEIACHHSI,
KOTOpbIE coaepkarcs B aApyrux paszaenax OXJIII m MapkupoBKe JeKapCTBEHHOroO mnpemnapara. Eciam
J03MPOBKa B HAaMMEHOBAaHUM JICKApCTBEHHOI'O IIpenapaTa OTpaXkaeT TOJNbKO oOOlIee KOJIUYECTBO
JEHCTBYIOIIErO BeUIECTBA B IEPBUYHOM ynakoBke, B Apyrux paspenax OXJIII u mapkupoBke
JIEKapCTBEHHOTO MpernapaTa HeoOX0IMMO MPUBECTH YETKOE yKa3zaHHe 0011ero oobeMa u KOHIICHTPALuU
Ha eAuHMIly oObemMa. AHAJIOTMYHO, €CJIM JO3UMPOBKA B HAMMEHOBAaHUU JIEKAPCTBEHHOrO IIperapara
yKa3bIBaeTCsl B BHJI€ KOHIIEHTpAalMM Ha eIuHuIy oObema, B aApyrux pazaenax OXJIII u mapkupoBke
JIEKapCTBEHHOI'0 IperapaTa HeoOX0IMMO YETKO yKa3aTh 00llee KOJINYECTBO JACHCTBYIOLIETO BEIIECTBA
u o0uwmii o0beM JIeKapCTBEHHOro IpenapaTta. TOYHOE YKa3aHHWE STHX KIIOYEBBIX 3JIEMEHTOB B
IpeIaraéMoil MapKMpoOBKE U Ha YIIAKOBOYHOM MaTEpHaJIE 3asiBUTENIEM SIBIISIETCS KIHOYEBBIM ACIIEKTOM
IPU 3KCIIEPTHU3E MAKETOB M 00pa3lOB, HAINPABICHHBIM Ha CHIDKEHHE PUCKA OIIMOKH JO3MPOBAHUS.
Ju3aiin, WCmoNb3yeMblid (hapMalleBTHUECKONH KOMITaHWEH, JOJKeH oOecleynBaTh 3aMETHOCTh U
OJTHO3HAYHOCTbH KITFOYEBOH HH(DOpMAIUH [T IPABUIHHOTO MPUMEHEHUS JISKapCTBEHHOTO Tpernapara.

J103upoBKY (KOHIIEHTPAIINIO) YKA3bIBAIOT, KaK MPABHIIO, IJIs OJHO-, IBYX- M TPEXKOMITOHEHTHBIX
JIEKAPCTBEHHBIX  IMpernapaTtoB. B  oTAenpHbIX cioydasx JOINYCKAeTCs  yKa3aHUe JO3UPOBKHU
(KOHIIEHTpAIMH) AJI YEThIPEX- U MATUKOMIOHEHTHBIX JICKAPCTBEHHBIX MPENapaToB.

Jlo3upoBka (KOHLEHTpalMs) JEKapCTBEHHBIX IIPENapaToB YKa3bIBA€TCSl Ha IEPBUYHOM U
BTOPUYHOM YIaKOBKaxX M BXOAUT B COCTaB MHPOPMALIMU O JCKAPCTBEHHOM Ipernapare, MpecTaBIsieMoi
MalueHTaM M CHEUUalINCTaM 3]IpaBOOXPAHEHUS] B HMHCTPYKUUSAX [0 MEAMIHMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHBIX  IpenaparoB, B OQUIMAIBHBIX W  CHOPABOYHBIX  M3JAHMSX, DJIEKTPOHHBIX
MH(POPMALMOHHO-ITOMCKOBBIX CUCTEMAX.

Hacrosimme PexoMeHnpmanuu HampaBi€Hbl HE TOJIBKO Ha JOCTHXKEHUE TapMOHU3ALUM MEXKIY
CXO0XMMH JICKapCTBEHHBIMH TpernapaTaMy U JIEKapCTBEHHBIMH (hOpMaMU, HO ¥ Ha COBEPIICHCTBOBAHUE
MapKUPOBKH JICKAPCTBEHHBIX MPENapaToB i 00ECIIeUeHUs MPAaBUIBLHOTO U 0€30MacHOr0 MPUMEHEHUS
JIEKapCTBEHHBIX MPEMapaToB U MUHUMHU3AIUHU OMUOOK JO3UPOBAHHUS.

Pexomenmanuu pactpoCTpaHSIOTCS UCKIIOYUTEIFHO Ha YKa3aHHWE JO3MPOBKH B HAWMEHOBAHUH
JIEKapCTBEHHBIX IPENapaToB M HE 3aTparuBaiOT aBTOMATHUYECKU APYTHe PEryJATOPHBIE MPOLETYpHI
(Hampumep, MpaBWJIa MPHCBOCHUS HOMEPOB PETUCTPAIMOHHBIX YAOCTOBEPEHUH, pacdyeTa BETUYMHBI
TIOTILJTMH, BEIOOpA MEXKAY U3MEHEHUEM, TPEOYIOLTUM 1 He TPEOYIOIUM HOBOM PETUCTPALIUU, U JIp.).

2. PekoMeHAaumMm No yKasaHUIO O3MPOBKU B HAMUMEHOBaHUM
neKapcTBEeHHbIX NpenapaToB

HauOonee monoOaromiee ykasaHue "JO3MPOBKH' B HAaMMEHOBAaHMM JIEKApCTBEHHOrO Ipernapara
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OIPEACIICTCS B UHANBUAYAJIBbHOM ITOPAIKE.

B nononnenue K ¢akropam, yka3zaHHbIX B paszzaene | Hactosumx TpeOoBaHMi, BBIIEISIOT
(bakTopsl, KOTOPHIE HEOOXOAUMO YUUTHIBATH JJISl MPABUIIHOTO ONpEAEICHUsT Hanboee 1mo100aronero
yKa3aHus "IO3MpOBKU", Hampumep, JO3UPOBKM B MAapKUPOBKE JIEKApPCTBEHHBIX IIpernapaTos,
WCCIIEYEMbIX B KIMHUYECKUX HCCIICAOBAaHUAX (B Weajne, TOT XKe MOIXOA K BBIPAKEHUIO TO3UPOBKHU
ClleflyeT UCIOIb30BaTh IPU MAapPKUPOBKE UCCIIEAYEMBIX JIEKApPCTBEHHBIX IPENapaToB), MU NPH HATUYUH
no3upytouiero usaenus. Ecin B ynakoBKy BIOXKEHO MOJIXOASIIEE T03UPYIOIIee U3IeNUe, U C TIOMOLIbIO
Hero OyayT BBEAEHBI OJIHA WJIM HECKOJIBKO (DMKCHUPOBAHHBIX 1103, CJEIyeT MPHUHATH BO BHUMAHHUE €T0
BJIMSIHAE HA yKa3aHUE JJO3HUPOBKH.

2.1. Ins ykazaHusi TO3UPOBKH (KOHIEHTPAIMHN) MPUMEHSIOT CIICIYIONIME COKpAIIECHUS €IUHMUIL
U3MEPEHMUS:

T - TpaMM
MT - MIJLTUTpPaMM
MKT - MUKPOTpamMM
MJT - MAJUTHJIUTD.

Jns yxazaHus JO3UMPOBKYU TaKKe NPUMEHSAIOT aKTMBHOCTH, yKa3aHHbIE B noAmnyHkTe 1.1 pasnena
[IT TpeboBanuii kK MHCTPYKUUHU MO MEAUIIMHCKOMY NPUMEHEHHIO JIEKAPCTBEHHOTO IpernapaTa 1 ooueit
XapaKTEPUCTHKE JIEKAPCTBEHHOTO IIpenapaTa Uil MEIULUHCKOTO IIPUMEHEHUS.

[Mpu yka3zaHWM TO3UPOBKHM HAMMEHOBAHWE EJIMHUIIBI JICKAPCTBEHHOW (OPMBI HE MPHUBOIUTCS.
Hampumep, 200 mr, a He 200 mr/Tabnerka, 20 ME, a e 20 ME/¢nakon.

2.2. KonnyecTBeHHOE yKa3daHue A03MPOBKU (KOHLIEHTpauun).

2.2.1. Tlpu yka3aHuUW AO3UPOBKH (KOHIIEHTPAIMH) €€ YHUCICHHOE 3HAYCHHE JIOJDKHO OBIThH
BBIPKEHO B pAlMOHAIBHOM BHUJE, 4YTO JOCTUraeTcs IyTeM BBIOOpAa COOTBETCTBYIOLIUX €IUHUIL
M3MEpEHUs] WM COOTBETCTBYIOIIMX IMPHUCTABOK AJII OOpa30BaHUS AECATUYHBIX KPATHBIX U JOJBHBIX
€MHUL U3MEPEHUS.

2.2.2. llpu yKa3zaHUM JO3UPOBKH (KOHIIEHTPALMH) BEIOMPAIOT €AMHUIBI U3MEPEHUS, TO3BOJISIOINE
WCIIOJIb30BaTh 1IE€Nble, a HE JPOOHbIE YHUCIIa, WU LEJble YuCia C APOOHBIM paspsaoM 1-ro u 2-ro
nopsiaka. Hampumep, 50 mxr, a ve 0,05 mr, 200 mr, a e 0,2 1, 1,5 mr, a ve 0,0015 1.

2.2.3. Ilpu yka3aHuU TO3UPOBKHU (KOHIIEHTPAIIMH) BEIOMPAIOT €ANHUIIBI H3MEPEHNUS, TO3BOJISIOLIHIE
n30exarh uncia, coaepxaiue 6onee tpex paspsanos (1000 u 6onee). Hampumep, 1,5 r, a e 1500 mr, 5
mr, a He 5000 mxkr.

B cinyudasix ecnu 103upoBKa BbIpaK€Ha HE B €QMHMIIAX Macchl, B yacTHoctd B ME mnu npyrux
€MHUIIAaX, Ha YIaKOBKE JIOMYCKaroTCs cokpaiieHnus "miuH.", "mupn.", Hanpumep 5 muH. ME, onHako B
OXJIII n JIB oHM HE TOJKHBI IPUMEHSATHCA.

2.24. B caydae ecid TPOU3BOJAMTENb BBIMYCKAET JIEKAPCTBEHHBIM Ipernapar OJHOrO
HAaUMEHOBAHMSI B OJHOW JIEKAPCTBEHHOW (opMe C pa3HBIM KOJUYECTBOM JEHCTBYIOIIETO BEIIECTBA,
JIO3UPOBKU YKa3bIBAIOTCS B OJIMHAKOBBIX €IMHMIIAX MJI1 BCEH JIMHEWKH JIEKapCTBEHHOIO IMperapara.
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Hamnpuwmep, 0,75, 1 ru 1,5r,ane 750 mr, 1 ru 1,5 1, 250 mr, 500 mr u 1000 mr, a He 250 mr, 500 Mr u
Ir.

2.2.5. B ciay4ae MCIONb30BaHUS B Ka4eCTBE JCHCTBYIOIIMX BEILECTB A(PHPOB, COJEH, COIHBATOB
YKa3bIBACTCSl COJEp)KaHHME JCHCTBYIOUIETO BEIIECTBA B IepecYeTe Ha AKTHBHYIO YacTb MOJIEKYIIBI
(kucnoty, ocHOBaHMe, 0€3BOIHOE WM CYXO€ BellecTBO). Hampumep, mpu MCMONB30BaHUN B KAa4eCTBE
NeCTBYIONIEro BellecTBa keToTudeHa pymapaTa yka3blBaeTCsl CoJep>KaHUE IEHCTBYIOIIETO BEIIECTBA B
nepecueTe Ha KeTOTU(EH.

B ciywae ecim ucnonb3yemble coid, 3(UPHl OTIMYAOTCA (PAapMaKOJIOTMYECKUM JIeHCTBHEM
JOIyCKAaeTCsl yKa3blBaTh JIO3MPOBKY B IIEPECUeTe Ha BCIO MOJIEKYJy JEHCTBYIOILIEro BEILIECTBA
(HarmpuMep, OCH3WIITICHUITWIIIITHA HATPUEBAst COJIb).

2.2.6. /Ins NBYXKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IPEMAPATOB COJAEPKAHUE KAXKIOTO M3 JBYX
JEHCTBYIOIUX BEILECTB YKa3bIBACTCS, UCIOJb3Ys 3HAK U OJUHAKOBBIC €IMHUIIBI U3MEPEHMS, HAIIPUMED,
"25 mr/50 mr".

{15t MHOTOKOMITOHEHTHBIX JIEKAPCTBEHHBIX IMPENapaToB COACPKAHUE KAXKIOTO U3 ACHCTBYIOLIUX
BEILIECTB  YKA3bIBAETCS IOCJIEIOBATEIbHO B TOPSAJIKE COOTBETCTBYIOIIEM TPYMIIHUPOBOYHOMY
(oOmIenTpUHATOMY ) HANMEHOBAHUIO, HCITONB3Ys 3HaK "+" wim "/". Hanpumep:

"AmiogunuH + Bancapran + I'mppoxmopormaszun” - "S5 mr + 160 mr + 12,5 mr", rne 5 mr -
coiepkaHue amiiogunuHa, 160 Mr - cojepkaHue BajcapraHa, 12,5 wMr - cojepkaHue
TUAPOXJIOPOTHA3UA;

" Amrnogunus/Bancapran/I mapoxmoporuazua” - "5 mr/160 mr/12,5 mr", rae 5 mMr - coaepxkaHue

amyionumuHa, 160 Mr - copepxanue BajucapTana, 12,5 Mr - cogepkaHue ruApoXJIOpOTHA3HIA.

[Ipy 3TOM HCHOJB3YIOTCS OJWHAKOBBIE E€AMHMIIBI M3MEPEHHUs AJsi O0O3HAYEHHUs COJep’KaHus
Ka)KJI0T0 U3 JEHCTBYIOIIMX BEIIECTB (B cllydyae UCIOIb30BaHUS MAaCCOBBIX €MHMIL BHIPAKEHUS).

2.3. YKaszaHue KOHUEeHTpauunun Ans neKkapCrtBeHHbIX npenapartosB.

2.3.1. Jlns yka3aHMA KOHUEHTpAIMU NMPUMEHSIOT KOMOMHAIIMIO OTHOLICHUNA €TUHMII U3MEPEHHUS,
IIPUBEIECHHBIX B NOANYHKTE 2.1 HacTosmux Pexomennanmii:

/M rpamMM Ha MUJUIAIIUTP

MI/mil MUJUIMTPAaMM Ha MUAJUTHIIATP
MKI/MJI  MHKPOTPaMM Ha MUJUTHIIUTP
Mr/T MUJUIMTPaMM Ha TpaMM

MKI/T MHUKpPOI'pPaMM Ha rpamMMm
MKI/MI'  MHUKpPOTPaMM Ha MUJIJTUTPAMM

ME/Mn  MexayHapoHas eAUHUIA OMOJOTUYECKONW aKTHBHOCTH HA MIJITUTUT]
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ME/r MEXITyHApOHAS SUHHUIA OMOOTUIECKOW aKTUBHOCTH HA TpaMM

ME/Mr  MexmayHapojHas equHHUIIA OMOJOTHYECKON aKTHBHOCTH Ha MHJIJTUTPAMM.

2.3.2. YkazaHue J03UPOBKHU B IPOLIEHTaX HE JI0IyCKaeTcs, 32 HCKIIOYEHUEM 3aperuCTPUPOBAHHBIX
JICKApCTBEHHBIX MPENaparoB (MM HOBBIX JO3MPOBOK TAaKUX IMPEMapaTroB), JTO3HPOBKH KOTOPBIX
TPaJULIMOHHO BbIPAXXaJIUCh TAKUM CIIOCOOOM (B 4YaCTHOCTH MH(Y3MOHHbIE M MHBEKLIMOHHBIE PACTBOPBI:
M30TOHMYECKUI pacTBOp HATPHs XJIOPUAA, PaCTBOPHI IIIIOKO3bI M anbOymuHa). Ilpu 3Tom momyckaercs
HCIIOJIb30BaHue mporeHTa "%" B 3HaUeHUSIX:

MacCOBBIM TMPOLEHT, BBIPAXKAIOIIMNA KOJIMYECTBO I'pPaMMOB JelcTByromero Bemectsa B 100
rpaMMax JIEKapCTBEHHOTO TIperapara;

Macco-00bEeMHBIN MPOIEHT, BhIpaXKarolUii KOJIMYECTBO TpaMMOB JieiicTBytomlero Bemectsa B 100
MWIIHJIUTPaX JEKapCTBEHHOTO IIpernapara;

00BEeMHBIH MOPOLCHT, KOJINYECCTBO MUJIJIMIUTPOB HeﬁCTBYIOIHerO BCIICCTBA B 100 MUJIIUIIUTPAX
JICKApCTBCHHOT'O IIperiapara.

2.3.3. Ilpu yka3aHWM KOHIIEHTPALMU JCHCTBYIOIIETO BEIIECTBA B €IMHUIIE MAacChl WK 00BeMa
JeKapcTBeHHOTO Tipenapata nudpy "1" He ykassiBaror. Hanpumep, 200 ME/mit, a me 200 ME/1 mut.

2.3.4. lonyckaeTcst yKa3bIBaTh COJIEPKAHUE AEHCTBYIONIErO BEIIECTBA B MUHOM KOJIMYECTBE MaCChl
win o0beMa JEeKapCTBEHHOTO IIpernapaTa, HPUBOAS IPH ATOM JIaHHOE KOJIMYECTBO Ipernapara,
Hanpumep, 200 ME/0,5 mi.

2.3.5. JIna MHOTOKOMIOHEHTHBIX JIEKApCTBEHHBIX NpPEnapaToB KOHIEHTPALUIO YKa3bIBAIOT C
ydeToM noanyHkTa 2.2.6 Hactosaumx Pexomennanuii, Hanpumep, (25 mr/50 mr)/5 mia nim (25 mr + 50
MT)/5 MIL.

VYkazaHue JO3UPOBKHU (KOHIEHTPALMH) JUIsl Pa3IHYHbIX JIEKapCTBEHHBIX (OpPM MPHUBEACHO B
TabJuLe, I71e UCHOJIb3YIOTCS CEIYIOIUE YCIOBHBIE 0003HAUYEHUS: X MI/MJI = KOHLEHTpPALUs; Z MI' =
of1iee conepkaHue EHCTBYIOLIETO BEIIECTBA; Y MJI = 00mmuil 00beM; z Mr/y Ml = oO1iee coiepkaHue
JIEMCTBYIOIETO BEIIECTBA B 00IIeM 00beMe.

JlexapcTBeHHas popma Tun nepBuunoit | I[lpennoyrurensHoe Crnioco6
yHaKoBKU <1> o003HaUYEHNE BBIPAXKECHHS
JIO3UPOBKU <2> JIO3UPOBKHU
(KOHIIEHTpAITUH)
<3>

JlexapcTBeHHBIE ITpenapaTsl AJIs1 IpUEeMa BHYTPb

TBepabie 0AHOA03HbBIE OJIHO/I03HBIN KOJIMYECTBO Ha ZMT
JIeKapCTBEHHBIE (POPMBI €MHHUILY 103UPOBAHUS
(Harmpumep, TabJIEeTKH,
KarcyJibl)
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TBepble TeKapCTBEHHbBIE MHOTOJIO3HBIM  KOJM4YECTBO HA X MI/T
¢dbopmbI (Hampumep, €MHUILY MacChl
IpaHyJibl)
Msirkue JieKapCcTBEHHbBIE OJIHO/I03HBII o0111ee KOJIMYECTBO B ZMT
¢dbopmbI (HamrpuMep, nacra, NEPBUYHOMN yIIaKOBKE
reiib JJi IpUeMa BHYTpb)
MHOTOJIO3HBIM ~ KOJMYECTBO HA X MI/T
€MHUILY MacChl
Kunkue nekapcTBEHHBIE OJIHOJIO3HBII o011ee KOJTU4YEeCTBO B ZMr
(dbopMbl (HarrpuMep, aMITyJIbl, NIEPBUYHOM YIIaKOBKE
care)
MHOTOJIO3HBII  KOJMYECTBO HA X MI/MJI
eMHUIYY 00beMa
[Topomku (rpanyssl) AJis OJHOIO3HBII o0111ee KOJTMYECTBO B Z MT
OJTHOJO3HEIN MEPBUYHON YITAKOBKE
MIPUTOTOBJICHUS KUIAKUX .
JIEKAPCTBEHHBIX (hOpM MHOT0/I03HBbIH KOJIMYECTBO Ha X MI/MIT
eMHUILY 00BeEMa ToCTIe
pacTBOPEHHUS
JlexapcTBeHHbIE penapathl JIs MapeHTEPaIbHOIO BBEICHUS
Kunkue nekapcTBeHHBIE OJIHOJIO3HBII oO11ee KOJIM4ECTBO B zMr <5>
(bopMbI (mpu IIEPBUYHOM YITAKOBKE
€IMHOBPEMEH

[Topomku mmst
MPUTOTOBJIEHUS KUJIKUX
JIEKapCTBEHHBIX (hopM <6>

Konnentpatst

HOM BBEJICHUU
<4>)

OTHOJO3HBIN

(Tpu YaCTUIHOM

BBEJICHUU <4>)

MHOT'OJTIO3HBINA

OJTHOO3HEIN

MHOT'OJIO3HBIN

OJTHOJO3HBIN
(ipn
€IMTHOBPEMEH
HOM BBeJCHUU
<4>)

OTHOJO3HBIN

KOJIMYECTBO Ha
eIUHUIYY 00beMa

KOJIMYECTBO Ha
eMHUIYY 00beMa

o0111ee KOJTMYECTBO B
MEPBUYHON YITAKOBKE

KOJIMYECTBO Ha
eMHUILY 00BeEMa ToCTIe
pacTBOPEHUS

oO11ee KOJIM4ECTBO B
IIEPBUYHOM YITAKOBKE

KOJIMYECTBO Ha

X Mr/mi <5>

X MI/MII

Z MIr’

X MI/MII

Z Mr <5>

X Mr/mi <5>
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(Tpu 4aCTUYHOM EAMHHILY 00BheMa mepes

BBEICHUM <4>)  pa3BelIEHUEM
Konnentpatst MHOTOJO3HBII KOJIMYECTBO Ha X MI/MII
eNHUILY O0BbeMa mepes
pa3BeicHHEM
Hmnnantatel
NmmmmanraTte! o0111ee KOJIUYECTBO B Z MT

HUMIIJTIaHTAaTC

HeKapCTBeHHBIC nperaparsl JJIsI HAPYKHOI'0, TPAHCACPMAJIbHOI'O, PCKTAJIbHOI'O,
BarvHaJIbHOT'O BBCJACHUA, HAHCCCHHUA HA CIIM3UCTYIO O6OJ'IO‘IKy II0JIOCTH pTa, 1E€CCH

TBepbie TeKapcTBEHHbBIE OJIHO/I03HBII KOJIMYECTBO Ha ZMT
OJTHOJIO3HBIN (POpMBI €IMHUILY T03UPOBAHUS
(Hampumep, CyNIO3UTOPUH,
TabJIeTKa, KarcyJsa)
TBepabie TeKapcTBEHHbBIE MHOT0/I03HBIi KOJIMYECTBO Ha X MI/T
(dhopMsI (Hamrpumep, €MHUILY MacChl
IIOPOILIOK)
TpancaepmanbHbie OJIHO/IO3HBII HOMMHAIILHOE X Mr/y 4
IpenapaTsl 4J11 CUCTEMHOIO KOJINYECTBO,
MpUMEHEeHus (Harpumep, BBICBOOOKJaEMOE Ha
TpaHCcIepMaJIbHBIH €MHUILY BPEMEHU
IIaCThIPb)
TpancaepMalbHbIC OJHOJIO3HBIN o0111ee KOJIMYECTBO B Z MT
npenapaTsl AJi1 MECTHOT'O I1acThIpe
MpUMEHEHHUs (HanpuMmep,
TpaHcIepMallbHBIH
TJIaCTHIPD)
Msirkue JieKapcTBEHHbIE OJIHO/I03HBII KOJIMYECTBO Ha X MI/T
(dbopMbI (HanmpuMep, KpeM, MHOT0/I03HBIH €MHUILY MacChl
relb, Masb)
Kunkue nekapcTBeHHbIE OJIHO/I03HBII oO1iee KOJIM4YECTBO B ZMT
bopMbI MEPBUYHON yIaKOBKe
MHOTOJIO3HBIM ~ KOJM4YECTBO Ha X MTI/MIT
eIMHUIYY 00beMa
JlexapcTBeHHbIE penapathl sl UHTISALAN
Nurandauuonssie OJHOJI03HBIN KOJIMYECTBO B X Mr/mo3a
JIeKapCTBEHHBIE (POPMBI MHOTOJIO3HBI  JOCTaBIIIEMOU 03¢

(Hampumep, TBepbIe
KaIlCyJIbl, a3p030JI, ra3bl)
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PactBop (cycnensus, OJHOJIO3HBII o0111ee KOJTMYECTBO B Z MT
AMYJIbCHS) JIJIs1 HeOyan3epa MEPBUYHON YIIAaKOBKE

PactBop (cycnensus, MHOT'0/I03HBII KOJIMYECTBO Ha X MI/MJT
AMYJIbCHS) JIJIs1 HeOyan3epa eIMHUILy 00beMa

O(l)TaJII)MOJIOFI/I‘-ICCKI/Ie, YUIHBIC 1 HA3AJIbHBIC JICKAPCTBCHHBIX NIPCIIapaThl

’Kunkune nekapcTBeHHbIE OJIHOJO3HBII KOJIMYECTBO HA X MI/MIT
bopmbl MHOT'OJIO3HBIN eMHUILY 00beMa
Msrkue jieKapCTBEHHBIE OJIHOJO3HBII KOJIMYECTBO HA X MI/T

(dhopMBbI (HarTpuMep, Mashb) MHOT'O103HBIN €IMHUILY MacChl

<1> OnHOmO3HAas NEpBUYHAs YIIAKOBKE COJEPKUT KOJMYECTBO Ipenapara, peIHa3HaueHHOe AJIs
MIOJIHOTO WJIM YaCTUYHOIO NpUMEHEHMs 3a | mpueM. MHOromo3Has mepBUYHas yNAaKOBKA COIEPIKUT
KOJIMUYECTBO Npenapara, IpUrogHoe AJis ABYKpaTHOro U 0oJiee 103UpOBAHNUS.

<2> KomnyectBo  (apmaleBTUYECKON  CyOCTaHUMM  WJIM  JIEWCTBYIOUIETO  BEIECTBa
COOTBETCTBEHHO.

<3> Kpome yka3aHHBIX B TaOJHIC CITIOCOOOB BBIPAKECHHS JTO3UPOBKH (KOHIIEHTpAIIUH), MOTYT
OBITh HCIIOJIb30BAHBI JPYrHe TpUEMJIEMble €IUHUIBI H3MEPEHUsS IS BBIPAKEHHUS JIO3UPOBKHU
(KOHLEHTpALIIH).

<4> EnWHOBPEMEHHOC BBEJICHHE: TPHUMCHEHHE BCETO KOJIUYECTBA JCHCTBYIOIIETO BEIICCTBA,
conepmamerocs[ B HepBI/I‘-IHOI/I ynaKOBKe e)II/IHOBpeMeHHO B paMKax OOJHOI'O BBCICHUI. I'IElCTI/ILIHOC
BBEJICHHUE: BBOJUMAS J103a PACCUUTHIBACTCS B MHANBUAYATLHOM MOPSIKE (B MI/KT MacChl Tefa, B MT/M° ),
a HEHCITOJIb30BaHHAS YacTh JICKAPCTBCHHOTO IIperapaTa YHUUTOKAETCS.

<5> Eciu B HaMMEHOBAaHUU JIEKAPCTBEHHOI'O IIpenapara KOHLEHTPALMs YKa3blBae€TCs B BHIE
"MO3UpOBKH", HA yIaKOBKE HEOOXOAMMO YETKO yKa3aTh O0IIee colep:kanue B odmem ooveme. Ecnu B
HaMMEHOBAHMHU JIEKAPCTBEHHOIO Npenapara o0liee KOJIMYECTBO JIEHCTBYIOIIErO BEIIECTBA B IEPBUYHON
YIaKOBKE yKa3bIBaeTCs B BUJE "IO3MPOBKU", HA yIaKOBKE HEOOXOIUMO TaKKe yKa3zaTh oOLIMil 00beM
WK oblee coxep)kaHue B 001eM o0beMe M KOHIIEHTpaluio. Eciu B HAaUMEHOBAHUU JIEKAPCTBEHHOTO
npernapaTa yKka3blBaeTcs 00liee KoJM4ecTBO B 0011eM o0beMe B BHJIE ""TO3UPOBKHU'", Ha YIIAKOBKE TaKKe
ClIelyeT yKa3aTh KOHIEHTPALUIO.

<6> IIpu HaTMYUKM YaCTHON PEKOMEHJALUHU B OTHOIIEHUH 00BbeMa JUIsl PACTBOPEHUS TO3UPOBKY B
Ka4yeCTBE aJIbTEPHATUBBI JIONyCKAETCs yKa3bIBaTh B BHJE OOIIEro KOJIMYECTBA B 00IIEeM 00BbEMe rocie
pactBopeHus "z mr/y miu".

2.4. Oco0Gble criyyam yKkasaHuA AO3UPOBKU (KOHLIEHTpaLuum).

2.4.1. Jlns nekapCTBEHHBIX IpenapaToB JUIs MpUEMa BHYTPb B MHOT'0/I030BOM yNakoBKe, (hopma
NPUMEHEHHUS KOTOPBIX OTJIMYAETCS OT UCXOMHOU (hopMbl (TpebyeTcs mMpoBeleHue NpeoOpa3oBaHUs
MyTeM pacTBOPEHUs, pa30aBiieHHs), O3UPOBKA yKasbIBaeTcs Jis (Gopmbl mpuMeHeHus. Hampumep,
"MOPOIIOK JIIsi HPUTOTOBJIEHHS CYCIEH3MM Il IpueMa BHYTpb 4 Mr/ma" - Npu OTCYTCTBUU
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JI03UPYIOLIET0 YCTPOUCTBA, "MOPOIIOK Ul IPUTOTOBIEHHSI CYCIIEH3UU AJ1s ipuema BHyTpb 20 mr/5 mu"
- IpY KOMIUIEKTAllUU JO3UPYIOIIHUM yCTPOMCTBOM.

242, Jna paauodapMareBTHUECKUX JIEKAPCTBEHHBIX IPEMapaToB yKas3bIBaeTCs  00mIas
pPaIMOaKTUBHOCTh, BBIpAKEHHAsl PaJAMOAKTHBHOCTHIO Hykimma B Oekkepemsx (I'bk, Mbk, kbk) B
€MHHULIE 03B (U1 T03UPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB) WK PaMOaKTUBHYIO KOHIEHTPAIUIO,
BBIp@)XCHHAS PaJIMOAKTUBHOCTBhIO HyKiIuaa B Oekkepensx (I'bk, Mbk, kbk) B enuHuie nepBUYHOMN
YIaKOBKH (J17151 HEI03UPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB).

2.4.3. ﬂOBI/IpOBKa (KOHI_ICHTpaI_II/I}I) HC YKa3bIBACTCA IJIA CICAYIOMIUX JICKAPCTBCHHLIX MTPCTIapaTOB:

=non

B JICKQpPCTBEHHOH (opme '"ra3 meauuuHckuii", "Macio", ">»KuakocTs";

B BUjIc ()aCOBAHHOTO JICKAPCTBEHHOTO CBHIPhSl M MPETHA3HAYCHHBIX JJIS MPUTOTOBJICHUS BOJHBIX
HW3BJICUCHUM;

CJIOKHBIX COJICBBIX paCTBOPOB IJIA I/IH(bYSI/IOHHOl"O BBCACHUA,
roOMEOIIaTUYICCKUX NPCIapaTOB;

MOJIMBUTAMUHHBIX TPCIapaToOB W MNPCIaparoB, COACPKAIIUX IMOJIMBUTAMHUHBI B KOM6I/IHaI_[I/II/I C
MHUHCPAJIbHBIMHA KOMIIOHCHTAMU U APYTHUX.

2.4.5. Ha ynakoBke (3THKETKE) XHJIKHX JIEKAPCTBEHHBIX IPENapaToB i HHBEKIHH, KpoMme
JIO3UPOBKU, MOXKET OBITh yKa3aHa KOHIICHTpAIMs JeHCTBYIOMEro BemecTsa B 1 mit. i comepxumMoro
yIaKOBKM 00beMOM MeHee | M1 JOIMyCKaeTcsl yKa3blBaTh COJEpXKaHHE JCHCTBYIOLIErO BEIIECTBAa B
obmiemM o0beMe ynakoBKH, Hampumep, 12,5 mr/0,625 miu. B ciayyae ecnu HazHaueHHE JIEKAPCTBEHHOTO
IpernapaTa 3aBUCUT OT €ro KOHLEHTPAllUM B IIPOLEHTaX, AONYCKAaeTcs Hapsay C HEW ykasaTb
CoJiepKaHue ICUCTBYIOIIETO BEIIECTBA B 00IIeM 00beMe yrmakoBkH, Harpumep, 1% (100 mr/10 m).

ITpunoxxenue N 10

K TpeOoBaHUSAM K HHCTPYKITHH
0 MEJUIIUHCKOMY TTPHUMEHEHHIO
JIEKapCTBEHHOTO Ipernapara

1 00mIel XapaKTepUCTHKE
JIEKapCTBEHHOTO Iperapara

JUISL METUIITHCKOTO TIPUMEHEHUS

LUABNOH OBLEN XAPAKTEPUCTUKN NEKAPCTBEHHOIO MPEMAPATA
B Hacrosimiem mabnone, BBEJCHBI CIIEAYIOIINE TPAaBUIIA HCIIOIb30BAaHHS CKOOOK:

{Tekct} - B mosie MeXIy CKOOKaMu BHOCUTCS MH(OpMAIUs HCXOJ M3 COCTaBa U OCOOCHHOCTEH
JIEKapCTBEHHOI'O IIperapara;
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Koncynprantllntoc: npumeuanue.
TexcT, yka3aHHBIH KypCUBOM, B 3JIEKTPOHHOM BEpCHH JJOKYMEHTa 0003HAaYeH 3HAKOM #.

<TEKCT> - B IOJE€ MEXIy CKOOKaMH TEKCT BBIOMpAETCS WIM YJAJIAeTCs U3 MPEeATIOKEHHbIX
CTaHJApTHBIX (POPMYIUPOBOK (BBIJEIEHBI KyPCUBOM) B 3aBUCUMOCTH OT JIEKAPCTBEHHOIO Ipenapara.

OBLUAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O MNMPEMAPATA

< (pucyHok He mpuBOAMTCS) #JIeKapCTBEHHBI TpenapaT TMOMICKUT JTOTOTHUTEIBHOMY
MOHUTOPUHTY. OTO TO3BOJUT OBICTPO BBISBUTH HOBYIO HH(POpMAIMIO TO Oe30macHOCTH. MBI
oOpamaeMcss K paOOTHUKaM CHCTEMBl 37paBOOXPAHEHUS C MpochOOM coodmarb o JObIX
MOJIO3PEBAEMBIX HEXKEJIATeNbHBIX peakuusax. [lopsaok cooOIIeHus O HEXeNaTeNbHBIX PEeaKIUIX
IIpesicTaBjIeH B pa3/eiie 4.8 HACTOSIIETO MPUIIOKEHUS. >H

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O MNMPEMNAPATA
#{(ToproBoe) HauMeHOBaHUe, JO3UPOBKA, JIEKApCTBEHHAas (popma}#

2. KAMECTBEHHbIW U KONMMYECTBEHHbLIA COCTAB

#{HanmeHoBaHMe NEHCTBYIONIETO BEIICCTBA (MJIA BEIIECTB) } #
<2.1 OOuree onucanue™.
<2.2 KauecTBEHHBINH 1 KOTUYECTBEHHBINA COCTaB>.

#<BcnomorarenbHbIe BCIICCTBA, HAJIMYUC KOTOPLIX HAAO YYHUTHIBATHL B COCTABC JICKAPCTBCHHOI'O
npemnapara: {TIepeuncIuTh BeIEeCTBa }>.

<[lonHbIi1 CIMCOK BCIIOMOTaTENbHBIX BEIIECTB CM. B IIYHKTE 6.1 HACTOALIETO NPUIOKEHUS.>.#
3. IEKAPCTBEHHAA ®OPMA

#<Jlunust paznoma (pucka) mpeaHa3HAuYCHA HCKIIOUUTENBHO IS YHPOILEHHs pa3jeieHus
TaOJIETKH U ee MPOTJIaThIBaHMA, @ HE Pa3/ICICHUs] Ha PaBHBIE JJO3bI.>.

<JIunus paznoma (pucka) He peJHa3HAuYCHA Ui pa3zesieHus TaOIeTKu.>.

<TabiyieTKy MOYKHO pa3/elIuTh Ha paBHbIE TO3bL.>.#

4. KIMHWYECKUE OAHHbIE

4.1. NMoka3aHUA K NPUMEHEHUIO.

#<JlekapCTBEHHBIN MTpenapaT NPUMEHSIETCS UCKIIIOUNTENBHO B JMATHOCTUYECKUX LIEISIX.>.

<{X} mokasaH K MPUMEHEHHIO Y <B3POCJIBIX, HOBOPOXKJICHHBIX, MJIAJICHIICB, JICTEH, ITOJPOCTKOB B
BO3pacTe {OT X JI0 Y} <JET, MecsIeB>.>.#
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4.2. Pexxum [o3npoBaHUA U CNOCob NpuMeHeHus.
PexxuMm no3upoBaHus

#Oco0ObIe TPYIIITHI MAIIHEHTOB

Hetn

<<bezomacHocTb> <u> <3(pdekTuBHOCTL> {X} y AeTeil B Bo3pacTe {OT X 10 y} <MecsIeB, JeT>
<Ha TaHHBIII MOMEHT> HE <yCTaHOBJICHBI>>.

</laHHBIE OTCYTCTBYIOT>.

<Hmeronuecss Ha CETOAHSIIHUN JIeHb JaHHbIE MPHUBEIACHBI B mojapazjaene <4.8> <5.1> <5.2>,
OJTHAKO HEBO3MOIKHO JIaTh PEKOMEHIAINHU 10 PEKUMY JIO3HUPOBAHHS >,

<{X} He cienyer Ha3HayaTh (IPUMEHATH) Y AeTel B Bo3pacTe {OT X N0 y} <JeT, MecsleB> B
CBSI3U C PUCKOM, CBSI3aHHBIM C OITACEHUEM(SIMM) OTHOCUTENIbHO <0e30MacHOCTH> <3¢ (heKTuBHOCTI>>.

<[lo moxazanusiM {yka3aThb Toka3aHusi} {X} y <mereil, mereii B Bo3pacTte OT {OT X O Yy}
<MecCSIIeB, JeT>> <HE MPUMEHSIETCS ™.

<{X} mporuBOmOKa3zaH y JeTeil B Bo3pacTe {OT X 10 Yy} <JIeT, MECSIeB> {Ipu MOKa3aHUU
(mokazanusix)...} (cm. moapasznen 4.3).>.#

Cnoco6 mpuMeHeHHs

#{Mepbl TPEIOCTOPONKHOCTH, NPHHUMAEMbIe TIepe]] NPHUMCHEHHWEM Ipernapara WIH Ipu
oOpallleHuH C HUM }

<WHCTpyKIIMH 10 <HPUTOTOBJICHHIO> <pacTBOPEHHIO> JIEKAPCTBEHHOIO IpemnapaTta Iepen
IIPUMEHEHHUEM CM. B pazjiene <6.6> <u> <12>>

4.3. MpoTuBONOKa3aHUA.

#<['unepuyBCTBUTEIBLHOCTh K JIEHCTBYIOIIEMY BEIISCTBY (JACHCTBYIOIIMM BEIIECTBAM) WM K
J'II060My N3 BCIIOMOT'ATCJIbHBIX BCUICCTB, IICPCUNCICHHBIX B PAa3JCJjIC 6.1 <umn {HaSBaHI/Ie OCTAaTOYHbIX
MIPOU3BOJICTBEHHBIX IIpUMeEceH }>.#

4.4. OcoGble yKasaHusi U Mepbl NPeOCTOPOXHOCTU NPU NPUMEHEHUWN.

<Jletn>

4.5. BsanmogencTeue ¢ gpyrmmu nekapcTBeHHbIMU npenapatamMmu M gpyrue Buabl
B3aMMOOeUCTBUA.

#<WccrnenoBanusi B3aUMOJICHCTBUS HE IPOBOIUIINCH.>.

{lonoTHUTENBbHBIE CBEIEHUS 00 0COOBIX TpyIIax. §
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{Heru}

<HUccnenoBanusi B3aMMOICHCTBUS MTPOBOAMINCEH TOJIBKO HA B3POCIBIX>.#
4.6. PepTUNBLHOCTb, 6€PEeMEeHHOCTb U NaKTauus.
#{bepemeHHOCTBD }

{Kopmienue rpyapo}

{@epTUnbHOCTS } #

4.7. BnnaHue Ha CMNOCOOHOCTbL YMNpaBnATb TPaAHCMNOPTHbLIMKU CpeacTBaMU W
paboTtaTb C MexaHN3Mamu.

#<{ToproBoe HauMeHOBaHHE} <<HE OKa3bIBACT> <UJII> <OKa3bIBaET HECYIIECTBEHHOE BIUSHUE™,
<oKa3bIBaeT ciaboe BIMSHHE™, <OKa3blBaCT yMEPEHHOE BIHMSIHUE™>, <OKa3bIBAET BBHIPAKEHHOE BIHMSIHUE

Ha 3TH CIOCOOHOCTH™> Ha CIIOCOOHOCTH YHOpaBJATh TPAHCIOPTHBIMU CpCACTBAMU U pa6OTaTB C
MEXaHU3MaMu.>.

<He npumenumo.>.#

4.8. HexxenaTtenbHble peakLuuu.

#<Jletn>

COO6H.[€HI/IG 0 IMOJA03PCBACMBIX HCIKCIIATCIIbHBIX PCAKIIUAX

<BaxxHo COO6IJ_IaTB 0 MNOoAO3PCBACMBIX HCKCIIATCIIbHBIX PCAKIUAX TIOCJIC PETUCTpALIUA
JIEKapCTBEHHOI'O IIperapaTa ¢ Lelblo 00eCeYeHUsI HENPEPhIBHOIO MOHUTOPUHIA COOTHOLIEHHUS '"TI0JIb3a
- pucK" JIGKApCTBEHHOTO TMpenapara. MeIuIMHCKAM PabOTHHKAM PEKOMEHIYETCsl COOOIIATh O JTFOOBIX
MOoAO3pCBACMBIX HEXKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O MpCriapaTta 4€pe3 HAIMOHAJIBHBIC CUCTCMBI

COOOIICHUSI O HEXKEJNaTeIbHBIX pPEaKIHUSIX TOCYJapCTB - 4ICHOB EBpa3uiicCKOro 3KOHOMHYECKOTO
coroza.>.#

4.9. NMepenosnpoBka.

#<Iletm>#

5. PAPMAKOJIOTMYECKUE CBOUCTBA

5.1. PapmakoguHammyeckne CBOUCTBA.

dapmakoTreparneBTHueckas rpymnna: {rpynmna}, kog ATX: [ {koxa}, #<noka He MPHCBOEH> ]
<{(ToproBoe) Ha3BaHue} ABIsETCS OMOAHAIOroM (OHOIOI00HBIM JIEKAPCTBEHHBIM IIPENapaToM).>
<§.1.1. Mexanusm aeiucTBus™>

<5.1.2. ®apmakoauHamudeckue 3pHEeKThr>
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<5.1.3. Knunanueckas 3pPpexTUBHOCTH U 6€301MacCHOCTH>
<5.1.4. letn>

<YNOJIHOMOYEHHBIE OPraHbl TOCYJAapCTB - YWICHOB EBpa3suiCKOro 3»KOHOMHYECKOTO COH03a
OCBOOOIMIM  Jep)KaTelsl PETUCTPALMOHHOTO  YAOCTOBEPEHHUS JICKApCTBEHHOIO Ipemapara  OT
00s13aHHOCTH TPEJCTABIATh PE3yJbTaThl UCCIEIOBAaHUN {HAWMMEHOBAHME JICKAPCTBEHHOTO Tperapara}
BO BCEX MOATPYINAX JAETeH MpH {COCTOSHHE, COOTBETCTBYIOILIEE PEIICHHIO 10 IUIaHy UCCIEIOBaHUA Y
neTel Mo yTBEpKACHHOMY MOKa3aHHIO K MpUMeHeHuto . CM. paszien 4.2 1o NpuMEeHEHUIo y AeTeil.>.

<YTNOJIHOMOYEHHBbIE OpraHbl TOCYJapCTB - 4iI€HOB EBpa3uiickOro »KOHOMHYECKOTO COH03a
OTJIOKWIM 0053aTEIbCTBO JAEpiKaTelsl pEerucTPallMOHHOIO yJIOCTOBEPEHUS JEKApCTBEHHOIO Ipernapara
MIPEACTABIIATh PE3YIbTaThl UCCIENOBAHUN {HAWMMEHOBAHHE JIEKAPCTBEHHOTO TMperapaTa} B OJHOW WIIH
Oosee moArpymnmax JaeTel mpu {COCTOsHHE, COOTBETCTBYIOIIEE PEIICHUIO MO IJIaHy HCCIEJOBaHUS Y
JIETEH TI0 YTBEPKJACHHOMY TTOKa3aHHIO K MpUMEHeHHIo }. CM. pasnen 4.2 1o NIPUMEHEHHUIO Y JeTei.>.

<JlaHHBIA JIEKAapCTBEHHBIM NpenapaT 3aperucTpUpoOBaH IO MpoLeaype "perucrtpaius Ha
yCIIOBUAX" M IO JIEKAPCTBEHHOMY IMpENapary OKUAAECTCSA IMPEACTABICHUE IOMOJHUTEIbHBIX TaHHBIX.
{HaumeHoBaHME YyNOJIHOMOYEHHOIO OpraHa rocyJapcrBa - wieHa EBpa3uiickoro 3KOHOMHUYECKOTO
coro3a} OyIeT IMpOBOIUTH €XKETrOJHO AKCIEPTH3Y HOBBIX CBEJIEHHMM O Ipemapare, a JaHHas oOmias
XapaKTepUCTHKA JEKapCTBEHHOTO Npenapara OyAeT OOHOBIATHCA 110 MEpe HEOOXOIUMOCTH>.

<<{(ToproBoe) Ha3BaHHWE}, JaHHBIA JICKAPCTBECHHBIM IIpemapar, CoJepKaIIui {Ha3BaHHE
JCHCTBYIOIIEro BellecTBa (ACHCTBYIONIUX BEIIECTB)}> HE MPOXOAMI H3yUYEHUS Yy OJHON WU
HECKOJIbKUX TOATpYHN JeTeil {ycioBHe, COOTBETCTBYIOIEE IUIaHY HCCIENIOBaHUA Y JeTed I10
YTBEPKACHHOMY TIIOKa3aHUI K mpuMeHeHuto} CM. pasgen 4.2 HACTOSLIEro MPWIOKEHUS 110
IIPUMEHEHUIO Y JETEI™>.

</laHHBIH JIEKapCTBEHHBIN IpenapaT 3aperucTpUpoOBaH MO "HCKIIOUYUTENIBHBIM 00CTOSATENbCTBAM"
B CBSI3U C <pelIKUM 3a00JIeBaHMEM, HAyYHBIMH COOOPa)KEHUSMHU, ITHUYECKUMHU COOOpaKECHUSIMU> BCE
HEeoOXOMUMBIE CBEICHHsS O JaHHOM JIEKAPCTBEHHOM Tpernapare MOJyYduTh HEBO3MOXKHO.
{HanmmeHOBaHME YHOJIHOMOYEHHOTO opraHa rocynapcrtsa - wieHa Coro3a} OyneT HpOBOIUTH
HKCHEPTU3Y HOBBIX CBEJCHHI, KOTOPbIE MOTYT MOSBIATHCS €KErOAHO, a JaHHAs 00IIas XapaKTepUCTHKA
JIEKapCTBEHHOTO MpernapaTa OyJeT OOHOBISATHCS 10 MEPE HEOOXOTUMOCTI>. #

5.2. PapMaKoOKMHeTU4YeCcKne CBOMCTBA.

#<5.2.1. AGcopOrus>

<5.2.2. Pacnipenenenue>

<5.2.3. buotpancdopmanus>

<5.2.4. DnumuHanus>

<5.2.5. JInHeWHOCTH (HETMHEWHOCTD )>

<5.2.6. ®apmakokuHeTHUYECKAsI-papMaKOAMHAMUYECKAsT 3aBUCUMOCTE>#

5.3. laHHbIe AOKNMHNYecKou 6e3onacHoOCTM.
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#<B HOKIMHWYECKMX HaHHBIX, IIOJIyYECHHBIX II0 pe3yJibTaTaM CTaHIApPTHBIX MCCIEN0BaHUN
(papMaKOJIorI/IqGCKOI‘/'I 0€30IaCHOCTH, TOKCHYHOCTH IIpu MHOT'OKpPAaTHOM BBEICHHH, ICHOTOKCHMYHOCTH,
KaHLEPOT€HHOTO MOTEHIMAa U PEPOAYKTUBHOM U OHTOT€HETUYECKON TOKCUYHOCTH, 0COOBIN Bpen 1id
YEJIOBECKA HE BEISIBJIICH™.

<B [OKIMHUYECKHX MCCICNOBaHUSIX HaOmogamuch ASG(EKTs UMb NpU  BO3AEHCTBUH
JICKApCTBEHHOI'O IIpfriapara B 034X, CYHIECCTBCHHO IPCBOCXOAANNX MAaKCHUMAJIBHBIC, YTO SABJIACTCA
KIMHUYECKU HE3HAUYUMBIM>>.

<HNwmerorcs CICAYIOMUC HCKCIIATCIILHBIC PpCaKOHuu, HE 06Hapy>KeHHLIe B KIIHMHHYCCKHX
HCCICA0BAHUAX, HO BBISIBJICHHBIC y JKHUBOTHBIX HpI/I BOBI[CfICTBPIH JIeKapCTBeHHOFO HpenapaTa B 103ax,
CXO0XHuX C O03aMu, HpI/IMeHCHHBIMI/I B KIMHHUYCCKHUX HCCICIOBAHUAX, YTO MOXET UMCETH KJ'II/IHI/ILIGCKyIO
3HAYNMOCTE.>#

6. PAPMALEBTUYECKUE CBOUCTBA

6.1. NepeyeHb BcnomMmoraTesibHbIX BeLWeCTB.

#<OTCYTCTBYIOT.>#

6.2. HecoBmecTUMOCTb.

#<He npumenumo.>

<B ¢BsI3U C OTCYTCTBHEM HCCIICIOBAHUNM COBMECTUMOCTH, JAHHBINA JICKAPCTBEHHBIN IIperapar He
ClIelyeT CMELIMBATh C APYTMMHU JICKAPCTBEHHBIMU IIperapaTaMu>.

</laHHBIN JIEKApCTBEHHBIM IMpenapar He cJleayeT CMEeUIMBaThb C JAPYTUMHU JIEKapCTBEHHBIMU
npenapaTamu, 3a UCKIIFOUEHUEM YIIOMSHYTHIX B pazjene <6.6> <u> <12>>.#

6.3. Cpok rogHOCTU (CPOK XpaHeHus).
#<...> <6 Mmecia1eB> <...> <] rog> <18 Mecsaues> <2 roga> <30 Mecsaues> <3 roga> <...>.#
6.4. Ocobble Mepbl NPeAOCTOPOXHOCTU NPU XPaHEHUMN.

#<VYcrnoBusi XpaHeHHUS Toclie <BOCCTAaHOBJEHUS™> <pa30aBieHUs™> <MEPBOIO BCKPHITUSI>
JIEKapCTBEHHOI'O IIperapara cM. B nopaszaeie 6.3 HacTosIero pasaena™>.#

6.5. Xapaktep wu coaepxaHuMe MNEpPBMYHON YNAKOBKM <M cneuymanbHoe
obopyaoBaHue ANA UCNOSNb30BaHUA, BBEAEHUA UNU UMNNaHTauumn>.

#<He Bce pa3zMephl yIIaKOBOK MOTYT OBbITh IOCTYIIHBI JUIsl peain3alun>.#

6.6 Ocobble Mepbl NPeAOCTOPOXHOCTU MPU YHUYTOXEHMU WUCMNOSIb30OBAHHOIO
neKkapcTBEHHOro npenapata WAM OTXOAOB, MNOJIyYEeHHbIX MNOCNe npPUMEHeHuA
nekapcTBeHHOro npenaparta unm paboTbl C HUM.

#<6.6.1. Ilpumenenue y nereii>
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<Hert 0co0bIx TpeOoBaHUI <K yTUIU3ALUN>.>.

<Bech ocTaBIIMICS TEKapCTBEHHBIN Mpenapar U OTXObI CIeIyeT YHHUTOKUTh B YCTAHOBICHHOM
nopsiake.>.#

7. AEPXXATEJIb PETUCTPALUOHHOIO YOOCTOBEPEHUA
#{Ha3BaHue cTpaHbI}

{HaumeHOBaHME JepKaTellss PETUCTPALMOHHOTO yIOCTOBEPEHUS M IOPUIUIECKHN ((haKTUIECKUA)
aapec}

<{ren}>

<{(axc}>

<{aapec 3IEKTPOHHOMN MOYTHI } >

7.1. NPEOCTABUTENDb OEPXATENA PETUCTPALUMOHHOIO YOOCTOBEPEHUA.
[Ipeten3uu norpeduTeneil HaIpPaBJIATh MO AAPECY:

{Ha3Banue cTpaHbi}.

{HaumeHoBaHMe JepaTeliss perucTpalliOHHOTO yIOCTOBEPEHUS U IOpUINYECKH ((hakTHUuecKuit)
azapec}.

<{Tem}>.

<{paxc}>.

<{agpec 3JIEKTPOHHON MOYTHI } >.#

8. HOMEP PETMCTPALUMOHHOI'O YOOCTOBEPEHUA

9. OATA TMEPBWYHOWU PErMCTPALMU (NMOATBEPXOEHUA PEMMCTPALMM,
NEPEPETMCTPALINN)

#<Ilata nepsoii peructpauun: {JJ] mecsy I'TTT }>

</lata mocnemuero nmoATBepkAeHUs peructpamnun (nepepeructparun): {1 mecsa I'TTT }>#
10. OATA NMEPECMOTPA TEKCTA

H<{MM/TTTT }> <{AJ/MM/TTTT }> <{ 1] mecsaug ITTT }>#

<11. AO3UMETPUA> (ECITU NPUMEHUMO)

<12. WHCTPYKUMUM T1NMO MNPUITOTOBJIEHUIO PAOUODPAPMALIEBTUYECKUX
NPEMNAPATOB>
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#<Becb HEUCHOJIb30BAHHBIA JIEKAPCTBEHHBIM IMpenapaT WM OTXOIbl CIEAYeT YTHIM3UPOBATh B
YCTaHOBJIEHHOM HOpsAKe.>.#

OO0mas xapakTepHUCTUKa JIEKApCTBEHHOro mpemnaparta {ToproBoe HauMEHOBaHHE} NOCTyIHa Ha
oQUIMaTBEHOM cailTe YIOJIHOMOYEHHOIO0 OpraHa rocyiapcTBa - wieHa EBpasuiickoro coro3a B
MH(pOPMAITMOHHO-KOMMYHHKAIIMOHHOM ceTu "VHTepHeT" {CalT yIOJHOMOYEHHOTO OpraHa} u (WiH) Ha
nH(OPMALIOHHOM nopTaie EBpazuiickoro 9KOHOMHYECKOTO coro3a B
MH(POPMAIMOHHO-KOMMYHUKaMOHHOW cetn "MHTepHer" {caiitr EBpa3uiickoro 3KOHOMHYECKOTO
Cor3a}.

[Tpunoxenne N 11

K TpeOoBaHUSAM K UHCTPYKIIUU
M0 METUIIUHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOT O Ipenapara

1 0011elt XapakTepUCTHKe
JIEKapCTBEHHOT'O Mpernapara

JUISL MEUIIMHCKOTO IPUMEHEHHUS

nopPAQOK
3ANOJIHEHUA WWABJTOHA OBLLUEUN XAPAKTEPUCTUKH
NNEKAPCTBEHHOI'O MNMPEMAPATA

Hwxke mnpuBenensl pasnensl WHGOpPMAlWHU, IPEIyCMOTPEHHbIE MpPaBUJIAMU PErHCTpalud U
9KCIIEPTU3bl JIEKAPCTBEHHBIX IpernapatoB Ha Tteppuropun EBpasmiickoro skoHomuueckoro Corosa,
yTBEpkKAaeMbIMH EBpa3suiickoil 5KOHOMUYECKON KOMUCCHEH.

Jlis Bcex SI3bIKOB HCIIOJI30BaHME KOMOMHUPOBAHHBIX OOIIMX XApaKTEPUCTHK JIEKapCTBEHHBIX
npenaparoB (manee - OXJIII) ang pa3nuyHbIX JO3UPOBOK TOM JK€ JIEKAPCTBEHHOW (POPMBI
1es1eco00pa3Ho (1 SKCIEPTU3bl U MOCIEAYIOUIETo MPUHATUS PelIeHus1) B Tex ciyvasx, ecnu OXJIIT
MOJTHOCTBIO UICHTHYHBI, 32 UCKITIOYEHUEM HEOOJIBIIOr0 YUCa CIeNU(UIHBIX I JO3UPOBOK CBEACHUIN
(ecnu moKa3zaHUs K MPUMEHEHHUIO JJIsl pa3HbIX JO3UPOBOK He coBnaaaroT, To OXJIIT komOuHMpoBaTh HE
nomyckaetcsi). Ilpu wucnonszoBanun komOuHMpoBaHHBIX OXIJIIl crmeayer HCMOIB30BATh TOJIBKO
NIEPBUYHYIO JIEKAPCTBEHHYIO (hOpMYy, HAIIPUMEP, BO3MOXKHO KOMOMHUPOBaHUE "pacTBOP Ul MHBEKLUI
BO (hmakoHe" W "pacTBOp AN MHBEKUMH B MpeABapuTeibHO 3amoidHeHHoM mmpuie”. Ilpu ycnoBuun
BBITMIOJIHEHUS]  BBILICTIEPEUUCIICHHBIX ~ YCIOBUH oOocHOBaHMe He TpeOyercs. bonee mosHble
PEKOMEHIALMHU 110 JAaHHOMY BOIPOCY IIpecTaBiieHbl B IpuiiokeHnu N 8 k TpeboBaHUsAM K MHCTPYKLIMH
0 MEAMIMHCKOMY NPHUMEHEHHUIO JIEKAPCTBEHHOrO0 TMpemapara M O0med  XapaKTepUcCTHKE
JIEKapCTBEHHOI'0 IpernapaTa Jisi METUIIUHCKOT0 MpuMeHeHus (nanee - TpeboBanus).

Ecnm paznuyHbie JO3UPOBKH HE YIOBJICTBOPSIOT BBIIICONMMCAHHBIM KPUTEPHUSAM (HAmpUMep, MpH
pa3IMUUAX B NOKa3aHUSAX K MPUMEHEHUIO NI Pa3IMyYHBIX TO3UPOBOK), 3asIBUTENN BIpPaBE MPEACTABUTH
OXJIII Ha pa3nuuHble AO3UPOBKM B OJIHOM JOKYMEHTE TOJIBKO €€l 3KCIEepPTU3bl, YyKa3bIBas
3ariaaBHBIMA OYKBaMH JIO3WPOBKY WJIM JIEKAPCTBEHHYIO (OPMY, B OTHOIICHHH KOTOPOH CYIIECTBYIOT
aIbTEPHATUBHBIE TEKCTOBBIE 3JIeMEHTHI. OJHAKO ISl KaKJIOW TO3MPOBKH U JICKAPCTBEHHON (POPMBI
3asBUTENh JOJDKEH TpeacTaBuTh oTaenbHyto OXIJII, comepkarmnyro cBefeHHsT 000 BCEX BO3MOXKHBIX
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BapHaHTaX COJICPKUMOTO YIMaKOBKH, OTHOCSIIMXCS K pPacCMaTpPUBAEMOW TO3UPOBKE U JICKAPCTBEHHOMN
(dopme B cieayIoneM MopsiaKe:

BEpPCHUsl HAa PYCCKOM S3bIKE - HEMOCPEJICTBEHHO TOCJIE BBIIAYM PEPEPEHTHBIM TOCYIAPCTBOM
MOJIOKUTEIBHOTO PELICHHS O PETUCTPALINH;

BEPCHU Ha BCEX OCTAIBHBIX SI3BIKAX TOCYAAPCTB - WIeHOB EBpa3uiickoro 3KOHOMUYECKOTO CO03a -
He To37Hee 25 KaJleHJapHBIX THEW cO JIHS BBIAAYM PEPEPEHTHBIM TOCYNAPCTBOM MOJIOKUTEIBHOTO
pelIeHnsT O perucTpauuy (HEMOCPEACTBEHHO IIOCIE BKIIOYEHHS KOMMEHTAapHEB TOCYNapCTB
MIPU3HAHUA).

CrannaptHeie (pOpPMYJIHMPOBKH MPHUBEACHBI B IIA0JIOHE, MPEIYCMOTPEHHOM Npmiiokenuem N 1 k
TpeboBanusiM, KOTOpbIE CIEAyeT HCIIOJIb30BaTh B KaXXJIOM OTIENbHOM ciydae. Ecnu 3asButens
BBIHY)KJIEH OTKJIOHUTBCSI OT CTaHJApTHBIX (POPMYIMPOBOK C ILENBI0 Yy4deTa OCOObIX TpeOOBAHUIA,
OTHOCSALIMXCS K JIEKApCTBEHHOMY IIperapary, ajlbTepHATUBHbIC WK JIONOJHHUTEIbHBIE (POPMYIUPOBKH
OyayT pacCMOTpPEHBI Ha MHANBUAYAIbHOM OCHOBE.

B cnyuae ecnu crangaptaeie popmynupoBku npuioxkeHus N 1 k TpeboBaHusM He HYXIalOTCS B
MOSICHCHHUSIX WM PEKOMEHIAIUAX 10 3alOoIHCHHIO, TO 3TOT pasnen madnona OXJII mpomyckaercst B
Hacrosem [lopsake.

Tonpko n7s  JIEKApCTBEHHBIX MPENaparoB, TPeOYIOIIUX JOMOJIHUTEILHOTO MOHHUTOPHHTA
0€30I1aCHOCTH, YEpHBIH CHMBOJI (PHUCYHOK HE HPUBOAUTCS) M (OPMYIMPOBKHM K HEMY JOJDKHBI
pa3memaTbest Tosibko nepen pasaenoM | OXJIIL. YepHslit cuMBON (PUCYHOK HE HMPUBOIUTCS) JOJKEH
NPEJCTaBIATh COOOM MEpeBEPHYTHI PABHOCTOPOHHUN TPEYTOJbHUK YEpHOTO IIBETAa: pa3Mep CUMBOJIA
JOJDKEH OBITh TMPOIMOPIHOHAIBHBIM pa3Mepy MmpudTa CIEAYIOIIEro 3a HUM THIIOBOTO TEKCTa, a
MHHHMMAQJIBHAS JUIMHA KaXXJIO0W CTOPOHBI TPEYrOJBbHHMKA JIOJDKHA COCTABIATH 5 MM. /[ mOArOoTOBKH
NPWIOKEHUH ¢ uHpopManueil o JEeKapcTBEHHOM IIpernapaTe MOXKHO HCIIOJIb30BaTh YEpHBIN
TPEYTOJIbHUK, IIPEJICTABICHHBIN B JaHHOM 1Ia0JI0HE (CM. HUXKeE).

<(pucyHOK He TpUBOAUTCS) JlaHHBINA JIEKAPCTBEHHBIN Mpermapar MOJUICKHUT JOMOTHUTEIBHOMY
MOHUTOPUHTY. ITO TO3BOJHMT OBICTPO BBISBUTH HOBYK HH(POpPMAIMIO MO 0OE30MacHOCTH. MBI
oOpamaemMcsi K pabOOTHUKAM CHCTEMBI 3/IpaBOOXPAaHEHUS C TPOCKOOW coobmarh O JHOBIX
MoAO3pCBACMBIX HEKCIIATCIIBHBIX PCaKIUAX. HOpf[[[OK COO6IH€HI/I$[ O HCXKCIATCIbHBIX PCAKIUAX
MpeJICTaByIeH B oapaszaene 4.8.>

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O NPEMNAPATA

PexomeHganmu 1o HaMmMcaHWIO TO3UPOBOK MpUBEACHBI B npriiokeHnu N 9 k TpeboBaHHsM.

" E n nITMpy
b

B nacrosimieM paszaene v najiee CUMBOJIbI K TEKCTY He 0OaBJISIFOTCS, ciioBa "TadieTku"

u "Kancynsl" ynoTpeodstoTcs BO MHOXKECTBEHHOM YHCIIE.
2. KAYECTBEHHbIU U KONIMYECTBEHHbIA COCTAB

1 BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX IIPENApPAaTOB, €CIU BBICOKOTEXHOJIOTMYHBIN
JIEKapCTBEHHBIN Mpenapar COAEPKUT KJIETKM WM TKaHU, HEOOXOAMMO MpEeACTaBUTH MOAPOOHOE
OMMCAaHUE ITUX KJIETOK WM TKaHEH M UX KOHKPETHOE NMPOUCXOXKIECHUE, B TOM UHCJIE BUJIbI )KUBOTHBIX B
Clly4asX HX HEYEJIOBEUECKOTO IPOMCXOXKIEHUA. B 3TOM cilydae B HAcTOAIIEM paslene Ccleayer
BBIJICJIUTH [103arOJIOBKU:
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<2.1 OO1iee onucanne>.
<2.2 KayecTBEHHBIN 1 KOTUYECTBEHHBINA COCTaB>.

KpOMe TOro, B CJ1y4ac BBICOKOTCXHOJIOTMYHBIX JICKAPCTBCHHBIX NPCIIAPATOB IIPU HGO6XOI[I/IMOCTI/I
MOTYT IPUBOJUTHCA MOSACHUTCIIBHBIC I/I306pa)KeHI/IH.

3. NIEKAPCTBEHHAA ®OPMA

<JImHus pasjiioma (pI/ICKa) npeaHa3HauCHa JIMIb [JIs1 pa3jiaMbIBaHUA C ICJIIbIO o0JIeryeHust
MporjaTblBaHU:A, a HE 711 pa3Je/ICHUs Ha PaBHbIC JO3bI.>.

<JIunus paznoma (pucka) He peJHa3HAUYEHA I pa3iaMbIBaHUs TaOJIETKU.>.
<TabneTKy MOXHO pa3JeluTh Ha paBHBIC JO3bI.>.

4. KIMHWYECKUE OAHHbIE

4.1. NMoka3aHUA K NPUMEHEHUIO.

YkazaTb, €CJIM 3TO HEOOXOINMO:

<JlekapcTBeHHBIN ITpenapaT MPUMEHSIETCS UCKIIOYUTEIBHO B TMarHOCTUYECKUX LIEIIAX.>.

<{X} moka3aH K IPUMEHEHHUIO y <B3POCJIbIX, HOBOPOKICHHBIX, MJIAJICHIICB, IETEH, MIOJJPOCTKOB, B
BO3pacTe {OT X 70 y} <JIeT, MeCsIeB>.>.

4.2. Pexxum [o3mpoBaHUs U CNOCOO NpUMeHeHuUs.
Pexxnm no3upoBanus

JlonmonHUTENbHBIE TOA3aroJIOBKH, Takue kak "Jluma mokwnoro Bo3pacta" wim "llanmeHTsl ¢
MMOYEYHON HEAOCTATOYHOCTHIO" BKITIOUAIOTCS IPU HEOOXOAMMOCTH.

Oco0ble rpynmsl

Hetn

<<be3zonacHOCTh> <u> <3¢ peKTUBHOCTL> {X} y neTeil B Bo3pacTe {OT X 70 y} <MecsIeB, JeT>
WM y JIOOBIX JPYIHX 3HAYMMBIX MOATPYII, HApUMEp, [0 Macce Tenla, MOJIOBOM 3pesocTH, Moay <Ha
JTAHHBII MOMEHT> HE <yCTaHOBJICHBI>>.

Heo6xonumo Takxe 100aBUTh OJHO U3 CIEAYIOIIUX BbIPAXKECHUI:

<JlaHHBIE OTCYTCTBYIOT>.

<Hmeronuecss Ha CETOAHSIIHUI JI€Hb JaHHbIE NMPHUBEACHBI B mojapazzaene <4.8> <5.1> <5.2>,
0JIHAKO HEBO3MOXXHO JJaTh PEKOMEHAAINH 110 PEKUMY JI03UPOBAHUS>.

<{X} He cnenyer Ha3HAuYaTh AETSIM B BO3pacTe {OT X /10 y} <JET, MECALIEB> WU y JIIOObIX IPYrHX
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3HAYMMBIX MOATPYII, HApUMep, [0 Macce Tella, MOJOBOM 3PEeIOoCTH, MOy B CBA3M C ONAceHUEM(SIMN)
OTHOCUTENIbHO <Oe3omacHocTH> <3¢ dekTuBHOCTH>>. [IpM 3TOM NPUYMHBI JOJDKHBI YKa3bIBaThCS C
MEPEeKPECTHBIMU CCHUTKaMHU Ha pa3zieiibl ¢ MOAPOOHBIM JAaHHBIMH (Harpumep, noapaszaen 4.8 wmm 5.1
Hacrosiiero [lopska).

<Ilo moxa3zanuto {yka3aTh moka3zanue)} {X} y <mereir> <meTrell B BO3pacTe OT {OT X JO V}
<MecCsIIeB, JeT>> WM Y JIIOOBIX JIPYTHX 3HAYUMBIX IMOATPYII, HApUMEp, [0 Macce Teja, MOJOBOH
3pENIOCTH, MOJTy <HE IPUMEHSICTCS >,

<{X} mpoTuBONOKa3aH y JieTeil B Bo3pacTe {OT X JI0 Y} <JIET, MECSIEB> WU Yy JIIOOBIX JPYTHX
3HAYMMBbIX MOJATPYII, HAIpuUMep, MO Macce Tella, IOJOBOH 3peNoCTH, MOy {IpH TOKa3aHUU
(moxazanmsix)...} yKaszath nokasanue (mokaszanusi) (cm. oapaszaen 4.3).>.

Cnoco6 mpuMeHEeHHS

{Mepsl MPeTOCTOPOKHOCTH, TPUHUMACMBIC TIepel TPUMEHEHUEM Iperapara Wik npu padoTe C
HUM }

HpI/IBO,Z[HTCH YKa3aHuAa 10 IpaBUIILHOMY IMPUMCHCHUTIO JICKApCTBCHHOT'O npemnapara
MCINIMHCKUMH pa6OTHI/IKaMI/I WK TIallUCHTOM.

B nucrtke-Bkiagpiiie MOTyT OBITH HPUBEJEHBI AOMOJHUTENIBHO CIIEHUAIbHbIE PEKOMEHIALUU 110
MIPUMEHEHHUIO JIEKAPCTBEHHOTO Tpernapara (B Cllydyae HMHTAIATOPOB), CAMOCTOSTEIBLHOTO MOJKOKHOTO
BBEJICHUS JIEKAPCTBEHHOro Ipenapara mHanueHToM. IIpm HeoO0XOoAMMOCTH MOTYT HPHUBOAUTHCS
MOSICHUTENbHbIE PUCYHKHU (JUIs1 BHICOKOTEXHOJIOTMYHBIX JIEKApCTBEHHBIX IPEnapaToB).

<UHCTpyKIMM TIO0 <IOPUTOTOBJICHHIO> <pPaCTBOPEHHUIO> JIEKApPCTBEHHOTO IIpemapara mepen
MIPUMEHEHUEM CM. B nojpazzeie <6.6> <u> pazuene <12>.>,

4.3. MpoTuBONOKa3aHUA.

<['unep4yBCTBUTEIHHOCTD K (papMaleBTUYECKUM CyOCTaHIIUSAM MU K JHOOBIM BCIIOMOTaTEIbHBIM
BEIIECTBAM, [MEPEUUCICHHBIM B mojpasfene 6.1 <wunm  {HauMEHOBaHHME OCTATOYHOM(BIX)
npumecu(ei) }>.>.

4.4. Ocobble yKasaHusi U Mepbl NPeOCTOPOXHOCTU NPU NPUMEHEHUMN.

JloJoKHBI  OBITH  BKJIFOYEHBI TP HEOOXOIUMOCTH, JUIS YOPOIIEHUS TOWCKAa WH(POPMAIUH
nmoa3arojioBku (Hampumep, "BnusHue Ha ceponoruyeckue TecThl', "IledyeHOUHAs HEIOCTaTOYHOCTH',

"V nnmuHenue untepsana QT").

4.5. BzaumogencTeme ¢ ApyruMu riekapcTBeHHbIMU NpenapaTtamMu n apyrme oopmbl
B3auMOOEeNCTBUSA.

<HccnemoBanus B3aMOIEHCTBUS HE MIPOBOJUINCE.>.
<Jletn>

<HMccnemnoBaHus B3auMOJIeHCTBUS MNpPOBEACHBI TOJIBKO Y B3pPOCIbIX.>.
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4.6. PepTUNBLHOCTb, 6€PEeMEHHOCTb U NakTauus.

CrangaptHeie  (pOpPMYITHPOBKH, HUCTIOIB3yeMble MJIsi OMHCAHUSA TPUMEHEHUS JIEKapCTBEHHOTO
mpermapara npu 6epeMeHHOCTH | JIAaKTaIlu cM. B mipriiokeHud N 5 k TpeboBaHUSIM.

JlonomHUTEIbHBIE TIOA3aroJIOBKH, Takue Kak '"JKEeHIIMHBI ¢ JeTOPOAHBIM MOTEHIHAIOM",
"KonTpauenuus y My»K4rH ¥ KEHIIUH", MOTYT OBITh BKIIFOUEHBI ITPU HEOOXOIMMOCTH.

4.7. BnuaHue Ha CNOCOOHOCTb YMNpPaBnATb TPAHCMNOPTHbLIMU CcpeaAcTBaMU W
paboTtaTb C MexaHUu3Mamu.

[Tpu HEOOXOIMMOCTH cielyeT onucarb PPEKT BIUSHUSL.
4.8. HexxenaTtenbHble peakLuuu.

VYcnoBHbIe 0003HAYEHUS] YaCTOTHI HEXKENATENbHBIX PEaKIUi W KiacCH(UKAIMs HEXelTaTelbHBIX
peakuuii B COOTBETCTBUU C CHCTEMHO-OPTaHHOM KJacCHU(HKALMeld W3JIOKeHbI B mpwiokeHnd N 4 k
TpeboBanusM.

COOTBETCTBYIONINE TMOA3ArOJIOBKH  JIOJDKHBI ~ MCIOJB30BAaThCS  JUIsE  OOJIETYCHHS  IMOMCKA
nH(pOpMallMd O HEXKeNaTeIbHOW peakuud M I8 KaXJA0H COOTBETCTBYIOIIEH O0CO0OW TIpymibl
nonynsanuy, Hanpumep: "Pestome mpoduis GezomacHoctn", "TabmuuHoe pe3toMe HeXeIaTeIbHBIX
peaknuit", "OnucaHue OTHETBHBIX HEXKEIATCIBHBIX peakiui" (TakkKe TMoapa3aea MOXET OBITh
03ariiaBJeH Ha3BaHHEM COOTBETCTBYIOIIEH HexenarenbHol peakiun), "[Ipoune ocodbie momynsuun'.

<Jletn>

Hacrosiuit noxpasaen 10KeH ObITh HCIIOIB30BaH JIJIsl BCEX JICKAPCTBEHHBIX MPENapaToB.
B koH1e HacTosIero noapasena JoJMKEeH pacnojaraTbes Cleyomui M0/13aroJ0BoOK.
Coo01IeHne 0 0103peBaeMbIX HEXKENATEIbHBIX PEaKIIUIX

<BaxxHO cooOmare O MOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUUsIX II0Cie perucTpanuu
JIEKapCTBEHHOT'O Mpenaparta ¢ 1eJIbl0 00ecredeHns1 HeNMPephIBHOIO MOHUTOPHUHIa COOTHOIIEHUS "M0JIb3a
- pUCK" JIEKapCTBEHHOTO Ipernapara. MeJUIMHCKUM paOOTHHKaM PEKOMEHAYETCs COOOIaTh O JIFOOBIX
[10/103PEBAEMBIX HEKEJIATENIbHBIX PEaKLUAX JIEKAPCTBEHHOIO Mperapara yepe3 HallMOHAIbHbIE CUCTEMBI
COOOILEHUSI O HEXeNaTeNbHbIX pEeaKIUsAX TOCyAapCTB - WICHOB EBpa3suilckoro 3KOHOMHYECKOIO
COr03a.>.

B ony6nukoBanHoi# Bepcun yrBepxkacHHBIX OXJIII ¢ mHbOpMarueit o JekapcTBEHHOM IIpenapare
yKa3bIBalOTCA  (PaKkTHUUEeCKHe TOJAPOOHbIE JaHHBIE HAIMOHANBHOM CHCTEMBI COOOINEHHS O
HEXeJNaTelIbHBIX PEaKUUAX JIEKAPCTBEHHBIX MPENapaToB COOTBETCTBYIOLIETO TOCYAAapCTBA - YJieHA
EBpa3uiickoro 3KOHOMHYECKOrO CO03a (COOTBETCTBYIOIIMX TOCYIapcTB - ujeHOB EBpasuiickoro
SKOHOMHYECKOTO COI03a) B CIIEIYIOIIEM BU/IE:

<I'ocynapcTBo - wieH EBpa3suiickoro 5JKOHOMUYECKOIro COr3a>

<Agpec: UHIEKC, TOPOJ, YU, HOMEP 3JaHUs>

<YoJHOMOYEHHBIH OpraH (yHOJHOMOYEHHas OpraHu3alMs) TrocyJapcTBa - 4jieHa
EBpa3niickoro 5kOHOMHU4ECKOTO CO3a>
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<Tenepon>

<daxc>

<OneKTpoHHAas MoYTa>

<Caiit B HH()OpPMALIMOHHO-TEIEKOMMYHHUKAIMOHHOH ceTu "MHTepHeT">

MoryT ObITh HEOOXOAMMBI IMHTBUCTHUECKUE KOPPEKTUPOBKU B 3aBUCUMOCTH OT IPaMMaTUYECKHX
MIpaBWJI TOCYIapCTBEHHBIX SI3BIKOB FOCYAAPCTB - WIEHOB EBpa3suiickoro SKOHOMHUYECKOT0 COI03a.

4.9. NepenosnpoBka.

[Tpr HEOOXOAUMOCTH MPUBOAATCS JOMOJHUTENBHBIE MOA3ar0J0BKY, Takue Kak "Cumnroms!" win
"Jleuenne" ("TakTuKa yCTpaHEHHUsS CUMIITOMOB IIEpe03UPOBKU").

5. PAPMAKOJIOTMYECKUE CBOUCTBA
5.1. PapmakoguHaMmmyeckne CBOUCTBA.
dapmakoTepaneBTHUeckas rpymnmna; {rpymmna}, kogx ATX: [{kox}, <moka He MPUCBOEH>|

JUis  JekapcTBEHHOro IMpernapara, 3aperMCTPUPOBAHHOTO Kak OuoaHaynor (OmornomoOHBIN
JIeKapCTBEHHBIH Mpernapar), He00X0AUMO BKJIIOYUTh CIIEIYIONIUE CBEICHHUS:

<{(ToproBoe) Ha3BaHWe}  sBIsETCS  OWoaHanoroM  (OMOMOMAOOHBIM  JIEKAPCTBECHHBIM
IpernapaTom).>.

<5.1.4. etn>

Ecin xomMmeTeHTHble YHNOJHOMOYEHHBIE OpraHbl TOCyJapcTB - ujeHoB EBpasuiickoro
SKOHOMHUYECKOTO COI03a OCBOOOIWIM JAepiKaTelsl PErHCTPAllMOHHOTO yIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpemapaTa OT HEOOXOAMMOCTH KIWHHUYECKHX HCCICIOBAHUN B TMEIUATPUUYECKON TOIMYISIAA WA
OTJIOKHIIN UX, HEOOXOIUMO yKa3aTh CIeIyoIIee:

a) pU OCBOOOXKAEHUN OT HEOOXOUMOCTH KIIMHUYECKHUX MCCIIEIOBAHUN BO BCEX MOArpyIIax:

<YTOJIHOMOYEHHbIE OpraHbl TOCYAApCTB - YJEHOB EBpa3uiicKOro SKOHOMHUYECKOTO COmO3a
OCBOOOAMIM  JiepKaTelsl PErucTPallMOHHOIO  YAOCTOBEPEHHUs JIEKApCTBEHHOrO Ipemapara oT
0053aHHOCTH HPEJCTABIATh PE3yJIbTaThl UCCIEOBAHUI {HAaUMEHOBAHHE JIEKAPCTBEHHOIO Mpernapara}
BO BCEX MOATPYMIMAX JETeH MpH {COCTOSHHE, COOTBETCTBYIOIIEE PEIICHHIO 10 IIaHy MCCIEIOBaHUS Y
JIE€TEeH M0 YyTBEP)KACHHOMY MOKa3aHUIO K IpUMeHeHuto }. CM. nozpaszen 4.2 1o NpUMEHEHHUIO y 1eTel.>;

0) IpU OTJIOKEHHBIX 0053aTEILCTBAX, PACTIPOCTPAHSIOIIMXCSA KaK MUHUMYM Ha OJIHY HOATPYIILY:

<YTOJIHOMOYEHHbIE OpraHbl TOCYAApCTB - YJEHOB EBpa3MiicCKOro SKOHOMHUYECKOTO COmO3a
OTJIOKWIN 0053aTeTIBCTBO JAepiKaTelNsl PEruCcTPallMOHHOTO yIOCTOBEPEHHS JIEKapCTBEHHOTO IMpernapara
NPEJCTABIATh PE3yJIbTaThl UCCIIEAOBAaHUM {HaMMEHOBAaHUE JIEKApCTBEHHOTO IpenapaTa} B OJHOM MU
Oosee moArpynmnax JeTe mpu {COCTOSIHHE, COOTBETCTBYIOIIEE PELICHUIO MO IUIAHY HCCIEIO0BaHHSI y
JIETEeH M0 YTBEP)KACHHOMY MOKa3aHUIO K IpUMeHeHuto }. CM. nozpaszzen 4.2 1o NpUMEHEHUIO y JIeTei.>.

Jlns  nexapCTBEHHBIX IpenapaToB, 3aperMCTPUPOBAHHBIX IO TMpoueaype "perucrpauus c
yCIOBUSIMU", HEOOXOIUMO yKa3aTh CIEIYIOLIEe YTBEPKICHHE:
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</laHHBIN JIEKApPCTBEHHBIM IMIpemapaT 3aperucCTpPUpPOBaH IO Mpouenype ''perucrpaunus ¢
ycnoBUAMU" M MO HEMY OXHJAeTCs MpeJICTaBlICHHE JIOTOJHUTENbHBIX JaHHBbIX. {HanMeHoBaHue
YIIOTHOMOYEHHOTO OpraHa TrocyjaapcTBa - ujeHa EBpa3uilckoro 3KOHOMHYECKOrO coo3a} Oyner
MIPOBOJIUTH €KErOHO YKCIEPTH3Y HOBBIX CBEACHUH 0 mpenapate, a nanHas OXJIII Oyxer oOHOBIATHCS
10 Mepe HEOOXOAUMOCTH>.

<<{(ToproBoe) Ha3BaHHME| WJIM JJI1 BOCIPOMU3BEIEHHbIX JIEKAPCTBEHHBIX IPEIAPATOB:
<pedepeHTHBIH JEKapCTBEHHBIM Mpenapar, coAep)Kaluii {Ha3BaHUE [JEHCTBYIOILIEro BEIECTBa
(IeHCTBYIOMIMX BEILIECTB)}> HE MPOXOAWT H3yYeHHE y OJHOW MM HECKOJBKHUX MOJTrPYII JeTel
{ycnoBue, COOTBETCIBYyIOIIEE ILIAaHY MCCICIOBAHUSA Yy JAETEd M0 YTBEPXKICHHOMY IIOKA3aHUIO K
npuMenenuto } CM. noapasnaen 4.2 no NpuMEHEHHIO Y JeTei™>.

B oTHOWmIEHMM JEKapCTBEHHBIX IPENapaToB, 3apETUCTPUPOBAHHBIX M0 MCKIOYUTEIBHBIM
obcTosTenscTBaM'", HEOOXOAMMO yKa3aTh ClIeAyollee:

<JlaHHBII JIGKAPCTBEHHBIN TpernapaT 3aperuCTPUPOBAH MO "HCKIFOYUTEIBHBIM 00CTOSATEILCTBAM"
B CBS3M C <pelIKHM 3a00JIeBaHHEM, HAYYHBIMU COOOpaKCHUSMHU, ITUUECKUMHU COOOpaKCHUSIMI™>, BCE
HEOOXOMUMBIC CBEICHHMSI O JIaHHOM JICKAPCTBEHHOM  TIperapare IMOJyYUTh  HEBO3MOXKHO.
{HaumeHoBaHMe yNOJIHOMOYEHHOIO OpraHa rocyJapcrBa - wieHa EBpa3uiickoro 3KOHOMHUYECKOTO
coro3a} OyIeT MPOBOJUTH JKCIIEPTH3y HOBBIX CBEJCHUMW, KOTOPBIE MOTYT TIOSBISATHCSA C€XKETOTHO, a
nanHass OXJIIT 6yner 0OHOBIATHCS O Mepe HEOOXOIUMOCTH>.

5.2. PapmMaKoKMHeTU4Yeckne CBOMCTBA.

B mHacrosmmii moapasmena MOTryT, MPU HEOOXOJUMOCTH BKIIIOYATHCS  JOTOJTHHUTEIHHBIN
IOJI3ar0OJIOBOK WM  IIOJ3aroyioBkd, Takue Kak '"[lodeunas ©HemocratouHocTs", '"lledueHouHas
HemoctatouHocTh", "Jluma moxwioro Bospacta', "etn" wmm "Jlpyrue ocobOwie rpynmbl" (yKazaTh
COOTBETCTBYIOIIUMN MOJ13ar0JIOBOK).

5.3. laHHbIe AOKNMHNYecKou 6e3onacHoOCTM.

Moryt OBITh BKIIOYCHBI TPU HEOOXOAMMOCTH JIOTIOJHHUTEIBHBIC IOJ3aroJIOBKH, TaKHE Kak
"HccnemoBanns Ha MOJIOTHSIKE KUBOTHBIX .

6. PAPMALUEBTUYECKUE CBOUCTBA
6.1. NepeyeHb BCcnomMmoraTenbHbIX BEeLWeCTB.
HpI/IBOI[I/ITCSI Ha3BaAHHUEC BCIIOMOI'aTCJIBHOT'O BE€IICCTBA.

Jlns  BBICOKOTEXHOJIOTMYHBIX  JIEKAPCTBEHHBIX  IpPENapaTroB  JOJDKHBI  ObITh  ONUCaHbI
KOHCEpPBHUPYIOLIUE CUCTEMBI.

6.2. HecoBMecTUMOCTbD.

<He nmpumenumo.>. J[aHHOE yKazaHUE UCIOJb3YyeTCs B Cilydae HeoOXOAMMOCTH, Hampumep, s
TBEPJBIX NEPOPATHHBIX JIEKAPCTBEHHBIX (POPM.

Jlis mpenapaToB A1 TAPEHTEPAIbHOIO IPUMEHEHUS YKa3bIBAETCA CIIEAYIOLIEE:
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<B cBs3M ¢ OTCYTCTBUCM HCClIeI0BaHuM COBMCCTHUMOCTH, JTAaHHBIN HeKapCTBCHHBIﬁ npemnapar He
cleayeT CMCIIMBATh C IPYTMMHU JICKapCTBECHHBIMHU MIpenapaTaMu~>

</laHHBIN JIEKapCTBEHHBIM Ipenapar He CJleAyeT CMELIMBaTh C JAPYTMMH JIEKAPCTBEHHBIMU
rpenaparamu, 3a UCKIFOUEHUEM YIIOMSAHYTBIX B <rojpaszeie 6.6> <u> <pasupene 12>.>.

6.3. Cpok rogHOCTM (CPOK XpaHeHMUS).

VYkazbpiBaercsi HHQOpMAIHsl O CPOKE TOMHOCTH (CPOKE XpaHEHHs) JIGKAPCTBEHHOTO Tpernaparta U
CTaOMJILHOCTH BO BPEeMsl IPUMEHEHHUS TTOCIIE TICPBOTO BCKPBITUS U (MIJIM) BOCCTAHOBJICHUS (pa3BECHMUS).
VYka3pIBaeTCsA TOJIBKO OJWH OOIMMN CPOK XpaHEHHUs JIEKAPCTBEHHOIO IMperapara, JaXke eClId ero
pa3auyYHble KOMIIOHEHThI UMEIOT Pa3HbI CPOK FOJHOCTH (HampuMmep, HOPOILIOK U pacTBOpUTENS). Jlata
WCTEUYEHUSI CPOKa TOJHOCTH TaKOT0 KOMILJIEKTa (JIEKapCTBEHHBIM MpemapaTr C PacTBOPUTETIEM) WU
Habopa (KOMIUIEKTa M3 JBYX W 0oJiee JCKapCTBEHHBIX IPENapaToB) OMpPEAC/IIeTCS Mo 0ojice paHHEH
JaTe MCTEUEHHs CpPOKa TOMHOCTH KOMITOHEHTa JICKApCTBEHHOIO TMperapara, BXOJSIIET0 B KOMIUICKT
(1abop).

CrannaptHeie (GOPMYITHPOBKH, HCIIOJIB3YEMBIE Ul OMUCAHUS CPOKA TOAHOCTU (CPOKa XpaHEHUS ),
npuBeseHbl B npuioxeHuu N 7 k TpeboBaHusM.

6.4. Ocobble Mepbl NPeAOCTOPOXHOCTU MPU XPaHEHUMN.

CranpaptHble (pOpMYJIUPOBKHU, UCTIONb3YEMbIE JJIsi ONUCAHMS ISl YCIOBUM XpaHEHUs, IPUBEIEHbI
B nipusioxkenuu N 6 TpeGoBaHusM.

OO0mme ycinoBusi XpaHeHHs JIEKAPCTBEHHOTO Ipernapara yKa3bIBaIOTCS C MEPEKPECTHON CCBUIKOU
Ha TIo/pa3ien 6.3 HacTOsIIEero pa3jesia Mpu He0OXOJUMOCTH:

<YcnmoBus XpaHEHUs II0CI€ <BOCCTAHOBJEHUS™> <pa3BelCHUS™> <MEPBOTO BCKPBITUSI>
JIEKapCTBEHHOI'O IIperapara cM. B nogpasaeine 6.3.>.

6.5. Xapaktep wu coaepxaHuMe MNEpPBMYHON YNAKOBKM <M cneumanbHoe
obopyaoBaHue ANA UCNOSNb30BaHUA, BBEAEHUA UNU UMNNaHTauumn>.

JlomoTHUTEIBHBIN 3ar0JIOBOK < CIIEUAIbHOE 000PYI0BAaHUE JIJIsl UCTIOIB30BAHMSI, BBEICHUS WIIH
MMITUTAHTAIA> BKITFOYAETCS TOJIBKO JIJIsI BRICOKOTEXHOJIOTUYHBIX JICKAPCTBEHHBIX MPENapaToB.

HpI/I HCO6XO,Z[I/IMOCTI/I MOT'YT BKIIHOYATECA MMOSACHUTCIIBHBIC PUCYHKH.

6.6. Ocobble Mepbl NPeAOCTOPOXHOCTU MPU YHUUTOXKEHWU UCTNOSNIb30BaHHOIO
NeKapcTBEHHOro npenapaTta WNUM OTXOAOB, TMOJIyYEHHbIX Nocne MNpPUMeHeHUs
neKapcTBEHHOro npenapara unu paboTbl C HUM.

CnenyeT IMPUBCCTH YKa3aHHUs 110 IIPHUIOTOBJIICHUIO JICKAPCTBCHHOTO IIp€riapara M YKasaHUA I10
crocodam O6paH_[eHI/I$I C HHUM IIpHU HCO6XO,Z[I/IMOCTI/I, B TOM YHCIC YKa3aHUA 110 YTHIIM3alluH
JICKApCTBCHHOTI'O IIpCriapaTa U OTXOAO0B, OCTABIINXCs IOCJIC NPUMCHCHUSA JICKAPCTBECHHOI'O IIpCIiapara.
Bo03MOXXHO BKIIOYEHHE IMUKTOr'paMM, JOMMOJHAKOMINUX TCKCT, ITPU HCO6XO,Z[I/IMOCTI/I.

7. AEPXATENb PETUCTPALUNOHHOIO YOOCTOBEPEHUA
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[Ha3BaHue cTpaHbl Ha A3bIKE TEKCTA. |

{HazBanue u agpec}

<{ren.}>

<{(axc}>

<{3JIEKTpOHHAaA 1MoYTa}>

7.1. NPEOCTABUTENb OEPXATENA PETUCTPALUMOHHOIO YOOCTOBEPEHUA.
[Ipeten3uu norpeduTeneil HaNpPaBJIATh M0 AAPECY:

{Ha3Banue cTpaHbi}.

{HaumeHoBaHUe JepaTeliss perucTpallMOHHOIO yIOCTOBEPEHUS U IOpUINYECKH ((akTHuuecKuil)
azapec}.

<{Tem}>.

<{paxc}>.

<{azpec 3JIEKTPOHHOU MOYTHI } >,

8. HOMEPA PETMCTPALMOHHBLIX YOOCTOBEPEHUHA

9. OATA TNMEPBWYHOWU PErMCTPALMU (NMOATBEPXOEHUA PEMMCTPALMM,
NEPEPETMCTPALINN)

B cooTtBercTBUM ¢ TpeboBaHusiMu 1o oarotoke Tekcra OXJIII, nata yka3siBaeTcs B CleAyIOIIEM
dhopmare:

</lara nepBuuHoi peructpamun: {11 mecsp I'TTT }>
</lata nmocnemHero noAaTBepKAeHUs peructpanuu (nepeperucrpauun): {11 mecsu I'TTT }>
Jlara noipKkHa coBmaaaTth ¢ JATOM MEPBUYHOM PETHUCTPALMU PAacCMATPUBAEMOTO JIEKAPCTBEHHOTO

npenapara. OHa He JOJDKHA OTpaXkaTh JaTbl YTBEPXKACHHUS OTICIBHBIX JO3UPOBOK H (Win) (Gopm
BBIIyCKa, BBEJICHHBIX IIOCPEICTBOM BHECEHMSI U3MEHEHUH U (MJIN) TOTIOIHEHUH.

10. AATA NMEPECMOTPA TEKCTA

B cootBercTBUU ¢ TpeboBaHusMU 10 ToArotoBke Tekcra OXJIIT mara moymkHAa yKa3bIBaThCs B
crenyrorieM hopmare:

<{MM/ITIT}>, m6o <{JJUMM/TTIT}>, mi60 <{J|J] mecsiu [TTT}>

Hacrosmuii pa3ien 3amnoyHseTcss yoJIHOMOYEHHBIM OPraHOM TocyiapcTBa - wieHa EBpa3zuiickoro
SKOHOMHYECKOTO CO03a M (WIH) JeprKaTelleM PETUCTPAlMOHHOTO YIOCTOBEPEHHS IMOCJie TOro, Kak
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nosiBiIsieTcsl MH(OpMAIUs O BHECEHMH HU3MEHEHMH B OOILYI0 XapaKTepUCTHUKY JIEKapCTBEHHOTO
npernapara.

B cnydae uamenenuii tumna [A, 3arparuBaromux HHGOPMAIUIO O JICKAPCTBEHHOM Ipernapare, 1arta
U3MCHCHUA TCEKCTAa OJOJDKHA COBIIadaTh C ,[[aTOfI BHCCCHHA U3MCHCHUA ACPKATCIEM PECTrUCTPALIMOHHOI'O
YIAOCTOBEPEHHS.

Hns w3menenmit Ttuma Ib, Il w cpodHBIX W3MEHEHHWH, CBS3aHHBIX C OE30MAaCHOCTHIO
JEKapCTBEHHOTO TIperapara, JjJaTra H3MEHEHHs TeKCcTa JOJDKHA COBMagaTh C JaTOd  perIeHus
YIOJIHOMOUYEHHOI'O0 OpraHa rocyJiapcTBa - wieHa EBpa3uiickoro sKOHOMHUYECKOTO CO3a O BHECEHUH
W3MEHEHUH B PETUCTPALIMOHHOE YOCTOBEPEHUE.

ITpunoxxenue N 12

K TpeOoBaHUSAM K UHCTPYKIIUU
0 METUIIUHCKOMY TPUMEHEHUIO
JIEKapCTBEHHOT 0 IIpenapara

1 0011elt XapakTepUCTHKe
JIEKapCTBEHHOT'O Tpernapara

JUISL MEUIIMHCKOTO IPUMEHEHHUS

TPEBOBAHUA
Nno NOAroToBKE TEKCTA MHCTPYKUUX NO MEOULIMHCKOMY NPUMEHEHUIO
NEKAPCTBEHHOI'O MNMPEMAPATA (JINCTKA-BKIAADbILLUA)

Crnncok M3MEeHSoIUX JOKYMEHTOB
(B pea. pemenus Coseta EBpa3zuiickoil 53KOHOMUYECKOM KOMUCCUU
ot 19.05.2022 N 80)

Hacrosimue TpeboBanust pazpaboTaHbl B Ka4eCTBE OJHON M3 MEp PEryJIMpPOBAHUS MapKUPOBKH U
npecTaBiIeHus] HHPOpPMAIMK O JEKapCTBEHHOM Iperapare MalueHTaM, a TaKKe C LEeNbl OKa3aHus
COJICHCTBUS JIMLIAaM, 3aHUMAIOUIMMCS JIM3ailHOM M HAalHMCaHWEM JIMCTKA-BKJIaJblla JJIs TalMeHTa.
Hacrosiue tpeGoBaHus coiepaT mpaBuia, NPEAbABIsSEMble K JIMCTKY-BKIQJAbINLY AJIs MalUeHTa, a
TaKXKe ONHCAaHHE HaJJeKalleid NpPakTUKM B 00JacT HMHPOPMALMOHHOIO JH3aiiHa C LEJibio
IIPEIOCTABJICHUS] NALMEHTaM, IIOJAralollUMCs Ha MPEACTABISEMbIE CBEJIEHUS, BO3MOXHOCTU
NPUHUMATh PEIICHUS OTHOCHTENIBbHO Oe3omacHoro u 3((eKTHBHOrO NPUMEHEHUs Ha3HAYEHHBIX
JIEKapCTBEHHBIX MPENapaToB.

Hacrosimme TpeOoBaHUST TPENCTaBISAIOT €000 TpeOOBaHMS  YHNOJHOMOYEHHBIX OPraHOB
TrOCyJapCcTB - WICHOB EBpa3wWiickoro HSKOHOMHYECKOTO COw3a (Janee COOTBETCTBCHHO -
rocyaapctBo-uiieH, Coro3) B cdepe oOpalleHusl JIeKapCTBEHHBIX CPEACTB i MEIULHUHCKOTO
pUMEHEeHHs, C(HOPMUPOBAHHbIE HA OCHOBAaHUH MOTPEOHOCTEH MEIUIMHCKUX PAOOTHUKOB U, YTO CaMOE
TJIaBHOC, IIaITUCHTOB OTHOCHUTCIIBHO MNpCaACTaBJICHUA BBICOKOKAUYECTBEHHOU I/IH(i)OpMaI_II/II/I (¢}
JIEKapCTBEHHOM IIperiapare sl MalueHTOB.

1. Oowme cBeaeHus
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

CornacHo pe3ynbTaTaM HCCIIECAOBAaHUM MallMeHThl PacIieHWBAIOT JIMCTOK-BKIAAbIN (nanee - JIB),
MOCTaBJISIEMbI BMECTE C IpernaparoM, Kak HambOoyiee BaXKHBIM HOCIE Bpadeld U (papMarieBTUYECKUX
paboTHHKOB HcTOYHUK HH(MopMarmu. [lanmenTam TpeOyeTcst Oonpiie WHGOPMAIMKA IO CPABHEHHIO C
TEM, YTO OHU TOJIyJarOT B HACTOsIIEE BpeMs. 3aKOHOIaTeIbHO 00s3aTenbHbIN JIB siBsieTcss qocTynmHbIM
U aBTOPUTETHBIM, a JUIslI HEKOTOPHIX IIALMEHTOB - €IWHCTBEHHBIM IIHCBMEHHBIM HCTOYHHUKOM
nH(pOpMaLKHU O JIEKAPCTBEHHOM IIpernapare.

Vkazannas B JIB uHpopmanms mo3BosiSeT MAlMEHTaM Y4YacTBOBATh B TPUHSATHU PEIICHUS IO
HOBOI[y HpI/IMeHeHI/ISI npenapaTOB, Ha3HAYCHHbIX UJIN peKOMeHHOBaHHHX MCIAUIIMHCKUMHU paGOTHI/IKaMI/I.
B ocHoBe okazanusi camomomoly, oOecreuyeHne BO3MOXKHOCTEH MJii KOTOPOW SIBIISETCS KITFOYEBOM
LIETBI0 MPABUTENBCTB, JICKHUT OOJaJaHHE MAMEHTAaMH B JOCTAaTOYHOM OO0BEME BHICOKOKAYECTBEHHOM
nH(popmalel, Ha OCHOBE KOTOPOH OHU NMPUHUMAIOT pemieHus. [Ipu mpuoOpeTeHnu Oe3penenTypHbIX
JIEKapCTBEHHBIX MPENapaToB B3aUMOACHUCTBHE MEXKIY MAIlMEHTOM U MEIUIIUHCKUM PAaOOTHUKOM MOXKET
OBITH OTPAHUYCHO WJIM CBEJCHO K HYNI0. B mocnenneM ciiydae mucbMeHHas HHPOpMAIUs MpruoodpeTaeT
0c00yT0 IEHHOCTH 751 0€301acHOT0 MPUMEHEHHUS IIpenapara.

2. Uenb

Llenps Hacrosimux TpeOGoBaHM 3akiO4YaeTcss B COAEHCTBMM OOJbLIEMY CaMOPErYJIMPOBAHHUIO
(dapmarieBTHUECKON OTpaciu npu BHeceHMH n3MeHeHui B JIB. [Ipumenenue Hactosmmx TpeboBaHMiA
MO3BOJISIET JIOCTUYb SICHOCTh U JOCTYIHOCTh MPEACTaBIsieMON MH(pOpMauuu npu cocrasienuu JIB Ha
T000# JIEKapCTBEHHBIN TMpenapar, 4To CO37aeT MPEANOCHUIKY IS JOJKHBIX eUCTBHUM nanueHToB. JIB,
COOTBETCTBYIOIIME HACTOSIIIMUM TpeOOBaHUSAM, TaKXKe OTPaXalOT B3MVISAbI MAIlEHTOB, YTO
IIPEyCMOTPEHO 3aKOHOAATENBCTBOM I'OCY1apCTB-UJICHOB.

HepeL[ nonaqeﬁ JIB B YHOOJHOMOUYCHHBIC OpTraHbl TOCYyAAapCTB-YICHOB JIMIIA, 3aHUMAIOIIUECCA UX
,I[H3al>iHOM " COCTABJICHUCM, NOJIKHBI YYCCTb MPCACTABICHHYIO HUKC HH(bOpMaHHIO, ITOCKOJIBKY m000¢e
HECOOTBCTCTBHUEC HACTOAIINM Tpe6OBaHI/I$IM MOJKCT IPHUBCCTU K HGO6XOI[I/IMOCTI/I 000CHOBATH OTCYTCTBUA
BJIMSIHUS TaKMX HECOOTBETCTBUM Ha O€30MacHOE IMPUMCECHCHHUC JICKAPCTBCHHLIX ITPECIIapaToB.

3. Chepa npumeHeHus

Hacrosimue TpeGoBaHusi Hepa3pblBHO cBs3aHbl ¢ mpaBoM Coro3a B chepe oOpamieHus
JIEKAPCTBEHHBIX CpPEACTB. JlepaTenu perucTpallMOHHBIX YAOCTOBEPEHUN JIOJDKHBI  YUUTBHIBATh
HacToslme TpeOoBaHUs Mpu coctaBieHun JIB B mporecce perucrpanui M BHECEHUS M3MEHEHHH B
paMKax MpoLeaypsl B3aMMHOTO TPU3HAHMUS, TEHEHTPAIM30BAaHHON M HAITMOHAJIBHOM IIPOLIETYD.

Hactosmue TtpebGoBaHHS OJMHAKOBO TMPUMEHUMBI K pEHENTypHbIM U  Oe3perenTypHbIM
JIEKapCTBEHHBIM TpenaparaM, a TakKe K JIeKapCTBEHHBIM MpernapaTraM, KOTOpble NPUMEHSIOTCS B
YCIOBHSIX CTallMOHapa. B paMkax 3KCHepTHU3bl 10ChE U MPHU ayJAUTOPCKUX MPOBEPKAX YBEIOMJICHUH, a
TaKke npu pabote ¢ xamobamu Ha JIB yHoJIHOMOYEHHBIE OpPTaHbl TOCYAAPCTB-WICHOB aHATH3UPYIOT
0e30MacHOCTh TAallMeHTa HCXOJs W3 OIbITa NPUMEHEHUs JIEKapCTBEHHOI'O IIpernapaTa U BCEX
COOOIIIEHHBIX HEXKEaTeNbHBIX SBICHUM.

4. TpeboBaHus Kk J1B

[Topsimok mpencraBieHuss WHGOpMAMU W €€ Xxapaktep mans Bcex JIB ompenmemsiercs B
COOTBETCTBUH C HUKECIEAYIOIUM:
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4.1. JIB cocraBnsieTcss HA OCHOBaHUH OOILEH XapaKTepUCTUKH JIEKapCTBEHHOTO TIperapara (Janee
- OXJIIT). OH nomkeH BKIOYaTh HHPOPMALIUIO, PACIIONI0KEHHYIO B CIEIYIONIEM MOPSIKE:
(B pen. pewienus Cosera EBpasuiickoil skoHOMHu4eckoi komuccuu ot 19.05.2022 N 80)

4.2. B Ienax uaeHTU(UKALINY JICKApCTBEHHOTO Mpemnapara:

4.2.1. HauMeHOBaHME JIEKAPCTBEHHOIO IIpemapara, 3a KOTOPBIM CleayeT JO3MpOBKa H
JeKapcTBeHHas (opMa M (€ciM HPUMEHUMO), CclelyeT o0co00 OTMETUTh NpeAHa3HAa4YeH JIU
JIEKapCTBEHHBIH IMpenapar A MPUMEHEHUs Y MIIAQJICHLEB, JeTed WM JIML MOXHUIOro (CTapueckoro)
Bo3pacTa. Ecnm nexkapCTBEHHBIM @pernapar COACPKHUT TOJBKO OIHO AaKTUBHOE (ZIEHCTBYIOIIEE)
BemiectBo, To ero MHH (mmpu orcyreTBumM - 00IIEIPUHATOS HAMMEHOBAHHE) HEOOXOAMMO yKa3aTh B
CKOOKax cpa3y 3a TOpProBbIM HAMMEHOBAHHMEM JIaHHOTO JIEKAPCTBEHHOTO Mpernapara (OHO OTJIMYaeTcs OT
TOProBOr0 HAaMMEHOBAHHUA); Ui JIEKAPCTBEHHBIX IPENapaToB, COAEPKAIIUX HECKOJIbKO aKTHUBHBIX
(IIefCTBYIOIIMX ) BEIIECTB UX, CIENyeT yKa3aTh B BUJE IEPEUHs 110]] HAUMEHOBAaHUEM;

4.2.2. ¢apmakoTepaneBTUUYECKyI0 TIpYIy WM ONHCAHUE AaKTHUBHOCTH, JIETKO IOHHMMaeMble
MAIUEHTOM;

4.3. noka3aHus K IPUMEHEHUIO;

4.4. mepedeHb CBeJICHUH, HEOOXOIMMBIX J0 Havaja MPUMEHEHHS JIEKAPCTBEHHOTO TIpermapara:

4.4.1. npOTUBOIOKA3aHU;

4.4.2. nHeoOXouMbIe MEPHI MPEJOCTOPOKHOCTH MPU MPUMEHEHUH;

4.43. BUABl B3aMMOJACHCTBHS C APYTMMHU JIEKAPCTBEHHBIMHM IIpemapaTaMu U ApyTrue BUIbI
B3aMMOJICHCTBUS (HAMpUMEp, C aaKoroyiieM, TadakoM, MHUIEH), COCOOHBIC MOBIHATH Ha JEWCTBUE
JIEKapCTBEHHOT'O TIperapara;

4.4.4. cnenuanbHble IPEAYNPEKICHUS;

4.5. HeOOXOAMMBIC M CTaHAAPTHBIC HHCTPYKIIUU 10 HAJJIeXkKAIIeMy IPUMEHEHHIO U, B YaCTHOCTH:

4.5.1. pexuM 103UpOBaHUS;

4.5.2. MeTo ¥ yTh BBeJCHHUS (IIPH HEOOXOIUMOCTH);

4.5.3. yactoTa MpUMEHEHUS C YKa3aHHEM BPEMEHH, KOTJa JICKAPCTBEHHBIN MpernapaT MOXKET WU
JIOJKCH MPUMEHSTHCS (MIPU HEOOXOAUMOCTH ), & TAKXKE B COOTBETCTBYIOIIUX CIy4asiX, B 3aBUCIMOCTH OT
CBOWCTB JICKAPCTBECHHOTO TIperiapara:

4.5.4. nTUTENHHOCTD JICYCHUS, €CIIH €€ HEOOXOMMO OTPaHUYNTB;

4.5.5. Mepbl, KOTOpbIE HEOOXOIUMO MPUHSATH B CIIydae HMepel03UPOBKU (CHMIITOMBI, HEOTJIOKHBIE
MPOLEAYPHI);

4.5.6. Mepbl, HEOOXOIUMBIC MPHU MPOIMYCKE OJHON WIM HECKOJIBKUX J03 JIEKapCTBEHHOTO
Ipenapara;
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

4.5.7. ykazaHue Ha HaJIM4Ke PUCKA CUMIITOMOB OTMEHBI (IIPU HEOOXOIUMOCTH);

4.5.8. pexoMeHAALUU IO OOpalleHHIO 3a KOHCYJIbTAlMe K MEIUIUHCKOMY pPAaOOTHUKY IS
pa3bsACHEHUs criocoba MPUMEHEHHs JIEKapCTBEHHOTO IIpernapara;

4.6. ommcaHue HEXKEIATeNbHBIX PEAKIMA, KOTOPhIE MOTYT TPOSBIATHCS TPU CTaHIAPTHOM
MIPUMEHEHUN JICKAPCTBESHHOTO TIperapara M Mepbl, KOTOpbIe CIEAyeT MPUHATH B 3TOM ciydae (Tpu
HEOOXOIUMOCTH);

4.7. cchlnka Ha AaTy UCTCUCHUA CPOKA 'OJHOCTH, YKa3aHHAA B MAPKHUPOBKE!:

4.7.1. ¢ yka3zaHMeM 3ampeTa MNPUMEHEHHs JIEKapCTBEHHOTO Ipernapara MO0 HCTEYEHUH CpOKa
TOJHOCTH;

4.7.2. B COOTBETCTBYIOIINX CIIydasx CIELHUaIbHBIMU YCIOBUSIMU XpaHEHMUS;

4.7.3. npenynpexeHueM 00 ONpeeNeHHbIX BUAMMBIX IMPHU3HAKaX yXyAIIEHUs KadecTBa (Tpu
HEOOXOIUMOCTH);

4.7.4. ¢ MOMHBIM KaueCTBEHHBIM COCTaBOM ((apMaleBTUUECKUX CyOCTaHIIMN U BCIIOMOTaTeIbHbIX
BEIIECTB) M KOJMYECTBEHHBIM COCTaBOM (papMaleBTUUECKUX CYOCTaHIMH C MCIIOIB30BaHUEM HX
OOIIECTIPUHATHIX HAMMEHOBAHHH U151 KQXK101 ()OPMBI BBIITyCKa JICKAPCTBEHHOTO Mpeapara;

4.7.5. nexapcTBeHHON (opMol Kaka0i (OopMbI BBIyCKa JIEKAPCTBEHHOI'O Ipernapara U ee
cozieprKaHMs 110 Macce, 00beMy MM KOJMYECTBY 7103 B JIEKAPCTBEHHOM IIpeTiapare;

4.7.6. c HA3BaHHMEM U aJIPECOM JEprKaTelisl perucTPAlMOHHOTO ynocToBepenus (nanee - JIPY) u, B
COOTBETCTBYIOIIUX CITydasx UMs MPEICTaBUTENs, HA3HAYCHHOTO BIAJETBIEM C IENbI0 MPEeACTaBICHUS
€ro MHTEPECOB B KAXKJIOM I'OCYy/1apCTBE-UICHE;

4.7.7. c Ha3BaHUEM U aJIPECOM IPOU3BOAUTEIS;

4.8. ecnu JeKapCTBEHHBIN IpernapaT 3aperuCTPUpPOBaH IOJ pa3IMYHbBIMM HAMMEHOBAaHUSIMHU B
rocy/apcTBax-4jieHaX, I[epeueHb  HAaUMEHOBAHWUW,  3apeTHCTPUPOBAHHBIX B  KaXJIOM U3
roCy1apCTB-UJICHOB;

4.9. nata nocnegHero nepecmorpa JIB.

B oTHOIIEHWH JeKapCTBEHHBIX IpEenapaToB, TPEOYIOUMX JOMOJHUTEIBHOIO MOHHUTOPUHTA,
JIOTIOJIHUTENBHO ~ yKa3bIBaeTcsl ciedymwomee: "J[aHHBIM  JEKapCTBEHHBI mpenapar  MOAJIEKUT
JIOTIOJIHUTENHbHOMY MOHUTOPUHTY". YKa3aHHOMY NpEeAyNpeKICHHUIO JOKEH MPEeAIeCTBOBATh YEPHBIN
CHUMBOIJI, 38 KOTOPBIM JOJDKHO CIIEZOBATH COOTBETCTBYIOIIEE CTAHAAPTU30BAHHOE PA3bICHEHHUE.

Ha Bcex JIeKapCTBEHHBIX Iperaparax HEOOXOAWMO yKa3blBaTh CTaHAAPTHBIA  TEKCT,
PEKOMEHAYIOIIMK TAIllMeHTaM MPH BO3HUKHOBEHUHU OXKHJIAEMbBIX JICKAPCTBEHHBIX PEaKIUi 00pariaThes
K MEIUIIMHCKOMY pa0OTHHUKY, (apMaleBTUYECKOMY paOOTHUKY WM HAMPsSMYI0 B MH(POPMAIIMOHHYIO
0a3y JaHHBIX 10 HEXEJIATEIbHBIM PEaKIusM (ICHCTBHUSIM) Ha JICKAPCTBEHHBIC MpENaparhl, BKIOYAs
cooOmeHuss 0 Hed(p(HEKTUBHOCTH JICKAPCTBEHHBIX IPENapaToB, BBIIBICHHBIM Ha TEPPUTOPUU
roCy/JapCTBa-wiICHa, M YKa3bIBAIOIIMA HA pAa3JIMYHBIC ITyTH TaKOTO COOOIICHUS (DJIIEKTPOHHOE
COOOIIIEHUE, ITOYTOBOE OTIIPABJICHUE U (UJTH) IPYTOE).
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4.10. [lepeuenp, yka3zaHHBIN B TOAMYHKTE 4.3 HacTosimuX TpeOoBaHu, TOMKEH YIUTHIBATH:

a) yCJ10BUA NPUMCHCHHA B ONPCACJICHHBIX T'pyHIiax (IICTI/I, 6epeMeHHBIe U KOpMAIIUC TI'pyAbro
JKCHIIHHBI, MMOXUJIBIC, JIUIA C OIIPEACIICHHBIMU MMATOJIOTMYCCKUMHU COCTOSIHI/ISIMI/I);

0) cBeJeHHsI O BO3MOXXHOM BJIMSIHUM Ha CIHOCOOHOCTBH YNpPaBJISTh TPAHCIOPTHBIMU CPEICTBAMU
Wi paboTaTh ¢ MEXaHU3MaMHU (€CIH MPUMEHHMO);

B) IEpeYeHb BCIIOMOTATEIbHBIX BEIIECTB, 3HAHHE O KOTOPBIX HEOOXOAMMO Ui O€301acHOro U
3 PEeKTUBHOTO MPUMEHEHHUS JIEKAPCTBEHHOT'O TperapaTa, OMMCAaHHBIX B IpMIokeHHH N 1 K HaCTOSIIUM
TpeboBaHMsIM K MHCTPYKLUHU 1O MEIUIIMHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOIO MpernapaTra U oOmiei
XapaKTePUCTHKE JIEKAPCTBEHHOTO Mperapara Jjisi MeJUIIMHCKOTO IPUMEHEHHUS.
(B pen. pemenus Cosera EBpasuiickoii skoHOMuueckoit komuccuu ot 19.05.2022 N 80)

4.11. Tlo ycMoTpeHHIO 3asgBUTENSI B IENAX OOECIEUEHUs YI000YUTAEMOCTH, TOHSITHOCTH H
nerkoctu Bocnpusitus JIB MoryT ObITh IpOBECHBI KOHCYJIBTAIIUU C LEJIEBbIMU IPYIIIaMHU MAIUEHTOB U
(unn) monb3oBaTeNnbCKoe TecTupoBanue JIB.

4.12. He mno3mnee 1 suBaps 2025 1. YyHOJHOMOYEHHBIMH OpraHaMu (IKCIEPTHBIMU
OpraHM3alisIMH) TOCY1apCcTB-WIEHOB B EBpa3uiickyto 3KoHOMHUYECKYI0 KomuccHio (aanee - Komuccns)
MIPE/ICTABIISIOTCS CBOAHBIE OTUETHI O UMEIOIIUX cucTeMaThuueckuil xapakrtep Hegocratkax OXJII u JIB
JIEKapCTBEHHBIX IPENapaToB, HAXOIAUINXCS B 00OpaIleHNH, U aHAJIU3€ BO3MOXKHBIX MyTeH MPeo 0IeHUs
TaKUX  HEJOCTaTKOB, KOTOpble  MyOJuKyroTcs Ha  oduuuansHoMm  caiilte  Komuccunm B
MH(POPMALMOHHO-TEIEKOMMYHUKAIMOHHOW ceTn "VHTepHeT", 4TOOBI Jyyllle OTpa)kaTb HHTEPECHI
NAIMeHTOB U MEIUIIMHCKUX PaOOTHUKOB. DKCIEPTHBIM KOMHUTET npu Komuccun Ha OCHOBaHUU OTYETa
Y, €CITM IPUMEHUMO, KOHCYJIbTAIlUU C 3aMHTEPECOBAHHBIMU JIMLIAMH, pa3pabaThIBaeT PEKOMEHIAINHU T10
VIIY4IICHUIO0 YI00OYHTAEMOCTH, H3JIOKEHUIO M COICPKAHWIO YKa3aHHBIX JOKYMEHTOB, Ui WX
paccMoTpenns Komuccnel B yCTaHOBIEHHOM MOPSIAKE.

4.13. Ilpu peructpanu JIEKApCTBEHHOTO TIpernapara B COCTaBE PErHCTPAIMIOHHOTO J0Che
Heo0X0auMO MpeAcTaBUTh | uiu 6ojee MaKeTOB BTOPUYHOM U MEPBUYHOMN YMAaKOBOK JIEKAPCTBEHHOTO
nmpemapata, a Takke npoekT JIB. B ciydae mpoBeneHuss KOHCYNbTAIlMil C LETIEBBIMHU TPYIIAMHU WA
I10JIb30BATEIBCKOTO TECTUPOBAHMSI MX PE3YJbTaThl JOJKHBI OBITH IPEICTABICHBl YIOIHOMOYEHHOMY
oprany (SKCIEPTHOM OpraHu3alliy) ToCyJapCTB-4JI€HOB, KOTOPBIA OCYIIECTBISET PACCMOTPEHHE U
9KCIIEPTU3Y PETUCTPALIMOHHOTO JOChHE.

4.14. Bce npennaraembie u3Mmenenus JIB, onrcannbpie B HaCTOSIIEM MOJIpa3ielie, HO HE CBS3aHHbIC
¢ OXJIII, momxHbl MOJABATHCS OpraHaM TOCYJIAapCTB-WJICHOB, YIOJIHOMOYEHHBIM PETUCTPUPOBATH
JIEKapCTBEHHbIE MpemnapaThl. Ecii ynmoJTHOMOUYEHHBIE OpraHbl rOCYJapCTB-UJIEHOB B TE€UECHUE JIEBSIHOCTA
JTHEH CO JIHS MOJYyUYEHHUS 3aIpoca He OTKa3ali BO BHECEHUU M3MEHEHUH, 3asBUTEIIb BIIPABE PEAIN30BaTh
TaKhe N3MEHEHUS.

4.15. JIB moxer colepkaTb CHMBOJBI M IMHUKTOTPaMMBbl, NpPEIHAa3HAYCHHBIC IS MPOSCHEHUS
OTIpEJICJICHHBIX CBEACHHWH, yKa3aHHBIX B TyHKTe 4.1 Hacrosmmx TpeOoBaHWN, W WHBIX CBEIACHHH,
cornacytouuxcst ¢ OXJII, mone3npix ansa manueHTta. Takue CHUMBOJIBI U MHUKTOTPAMMBbI HE JTOJIKHBI
BKJIIOUATh 3JIEMEHTBI PEKJIIAMHOTO XapakTepa.

4.16. JIB nomxkeH OBITh HAaNMCaH JOCTYIHBIM SI3bIKOM SICHO M TIOHSITHO, M CBEPCTaH TaK, YTOOBI
MO3BOJIATH OJIB30BATENSIM JACHCTBOBATh HAJUIEKAIIUM 00pa3oM, IpU HEOOXOAUMOCTH MPU COAECUCTBUU
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

MEIUIMHCKUX paboTHUKOB. JIB pomkeH ObITh yaoOouuTaeM Ha O(UIMATBLHOM S3BIKE WU
opUIMANBHBIX  A3BIKAX TOCYJapCTBa-uJieHa, B TPAKIAHCKUH 00OOpPOT KOTOPOTO  BBOJUTCS
JIEKapCTBCHHBIN Tpemnapar, Kak TOoro TpeOyeT Takoe TroCyJapCTBO-WiICH B LEISIX COONIOACHHUS
HacTosmux TpeOoBaHW. YKa3aHHBIC CBEICHUS JOITyCKASTCS MPHUBOIUTH HA HECKOJBKUX SI3bIKAX TPHU
YCJIOBUH TIOJTHOTHI M3JIOKEHUS TAKUX CBEJICHUN HA KaKIOM M3 UCITOJIH3YEMBIX SI3BIKOB.

4.17. Ecnu nekapCTBEHHBIN npenapar He NpelHa3HauYeH s MPSAMOro NPUMEHEHHS MalueHTaMU
WU SBJISIETCA  TPYAHOJOCTYIHBIM, YIOJHOMOYEHHBIE OpraHbl TOCYJapCTB-U4JIEHOB  BIIpaBe,
PYKOBOJICTBYACH IIPH 3TOM MEpaMH, HEOOXOIUMBIMHU JJISl 3aIMTHI 30POBbS UEJIOBEKA, Pa3pelIUTh HE
YKa3bIBaTh OIIPEJIEIICHHbIE CBeJeHUs B MapkupoBke uinu JIB. OHM Takke BIpaBe pa3pelIuTbh HE
YKa3blBaTh 4YacTh WM BCE CBEACHUS HA TOCYJAPCTBEHHBIX S3BIKaX TOCYIAApCTB-YIEHOB, B 00OPOT
KOTOPOTO BBOJIUTCS JIEKAPCTBEHHBIN MTperapaT, o TpeOOBaHUIO rOCyAapCTBa-UJIeHA.

4.18. Ecnu TpeboBaHHMSI HACTOAIIETO TojJpasfena He BeIMOJHAITCS W JIPY He oTBeuaer Ha
yYBEJAOMJICHHS,  YIOJIHOMOYEHHBIE  OpraHbl  TOCYAApCTB-4JIEHOB  BIpaBe  IPUOCTAHOBUTH
COOTBETCTBYIOIIYI0O PETHCTPAllMOHHYIO TMpoueaypy 1o mnpuBeaeHuss JIB  paccmarpuBaemoro
JIEKapCTBEHHOI'O IIperapaTa B COOTBETCTBUE C TPEOOBAHUSMHU HACTOALIETO MOApa3aea.

4.19. [lomumo ykazaHus CJIOB '"TOMeONaTHUYECKUM JIEKApCTBEHHBIN Ipenapar', B MApKUPOBKE U B
JIB roMeomaTH4eCcKOTO JIEKapCTBEHHOrO0 Tpemnapara (Mpu HEOOXOIWMOCTH), TPETCHAYIONMEro Ha
YIOPOILIEHHYIO MPOLEAYPY PEruCTpaluu, JOJDKHBI OBITh yKa3zaHbl cliefyrouue (M HHUKaKue Ipyrue)
CBEIICHHUSI:

a) HAyYHOC HAMMEHOBAaHUE MATPUIIBI WJIM MATPHUI[ C TMOCIEAYIOIIUM YKa3aHHEM CTEMEeHU WX
pasBeneHus, ucnosb3ysd cumBosibl Papmakonen Coro3a; €ciad IOMEONATHUUECKUH JIEKapCTBEHHBIM
mpernapar COCTOMT W3 JBYX M 0Oojlee MaTpuil, HaydyHOE HAMMEHOBAHHWE MATpPHUI] HAa MapKHPOBKE
JIOTTyCKAETCsl IOTIOJTHATH TOPTOBEIM HAUMEHOBAHHUEM;

0) Ha3Banue u aapec [APY u nmpousBogutens (mpu HE0OOXO0AUMOCTH);

B) cioco0 BBeJIEHUS U IMyTh BBEJCHHUs (IIPH HEOOXOIUMOCTH);

I') JaTa UCTEYECHUsI CPOKa TOJHOCTH (MECSI/TON);

1) IeKkapcTBeHHast popma,

e) bopma BBITyCKa;

) CIIeI[HaJIbHbIC YCIOBUS XpaHEeHUs (MPU HAJTMUHH);

3) crienuaIbHOE MpeaynpekaeHrue (Ipru He0OX0IUMOCTH);

1) HOMEP PETUCTPALIUY;

K) "TOMeonaTHYECKU JIeKapCTBEHHBIH Mpenapat 6e3 0100peHHOr0 MoKa3aHus K IPUMEHEHHI0";

1) IpeaypexaeHue 0 HEOOX0JMMOCTH O0paleHNs K Bpayy PU COXPAaHEHUH CUMIITOMOB.

4.20. lomyCTHMO HCIIONIE30BaTh KOMOMHUPOBaHHBIE JIB 1151 pa3snmuaHbIX 103UpOBOK U (1iH) hopm

npernapata. llogpoOHble ykazaHus TMPUBOAATCA B IMa0ioHax HHQoOpManuu o 1penapare (B
COOTBETCTBUM C IpuiiokeHrneM N 16 k TpeOOBaHUAM K MHCTPYKLIMU MO MEJUIIMHCKOMY HPUMEHEHHUIO
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

JIEKapCTBEHHOTO Mpernapara U o0IIel XapaKTepUCTUKE JIEKapCTBEHHOTO Mpenapara Uil MEJHIIMHCKOTO
MIPUMEHEHHUS).
(B pen. pewienus Cosera EBpasuiickoil skoHOMHu4eckoi komuccuu ot 19.05.2022 N 80)

[[TaGy10HBI HE YUUTHIBAIOT BOIPOCHI AU3aifHa U BEPCTKH, a TAK)KE HE COJIEPKAaT peKOMEHAALU 110
00ecneveHn0 MOHATHOCTU NPEICTaBICHHON HHOpManuu Uisl manudeHTta. B malnone conep:kutcs
000CHOBaHME BaKHOCTH MH()OPMALMOHHOrO AM3aiiHa, a Takke HeoOxoauMmocTu nepesoaa JIB Ha Bce
S3bIKM, BKJIIOYasl PYCCKHUM, €CIM TapMOHU3UPOBAHHBIE TEKCTbl COCTABICHBI HE B COOTBETCTBUU C
HOPMaMM PYCCKOTO JIUTEPATypHOTO s3bIKa. 3asBUTENSAM HEOOXOIMMO OOpaTUTHCS K HACTOSIIUM
TpeGoBanusiM, 4YTOOBI MaKCHMM3HPOBATH KayeCTBO IIOJHOIBETHBIX MAaKETOB, KOTOpBIE OyayT
IIOAABaTbCs B YIIOJIHOMOYEHHBIE OpPraHbl I'OCYJApCTB-WICHOB B COCTAaBE JOCHhE WIM YBEIOMIICHHH M
KOTOpBIE OYIyT ABIATHCSA YaCThIO 3aPETUCTPUPOBAHHOTO PETUCTPALMIOHHOTO J10ChE.

OO0mue pexkoMeHAAIMH IO TPOBEICHUIO KOHCYJBTAMH C IEJICBBIMH TPYIIaMU ITallMCHTOB,
MIPUBE/ICHBI B pazjiene 7 HacTosmux TpeOoBaHUM.

5. Nopsaok npeacraBneHns MHcpopmMauum n ee coagepxaHme
5.1. Nopsaok npeacrtaBneHusa nHcpopmauum.

B cootBercTtBUM C paznenoM 4 HacToAmux TpebGoBaHUM MpenycMOTpPEeHbl 6 OCHOBHBIX Pa3fesioB
JIB (He006X0AMMO BKITIOYUTH CBEJICHUS B KaXKAbIH U3 HUX):

pazznen "VnenTudukannoHHbIe JaHHbBIE IEKApCTBEHHOTO MpemapaTa’.

HeoOxomumo yka3arh HaWMEHOBaHHWE, (apMaleBTUYECKYI) CYOCTaHIUIO (IOJKHO OBITh
MPUBEJCHO TOJHKO | HauMeHOBaHHWE (apMAIEBTUYCCKOW CYOCTaHIMHM B CJCAYIONIEM TOpPSIKE:
HaMEHOBaHHE B cooTBeTcTBHH ¢ Dapmakorieerr Coro3a, GapMakonesMH TOCYIapCTB-WICHOB WIIH
BenymuMu  (apmakonessmu B coorBercTBUM ¢  Konmenmumedl rapmonuzanuu - ¢apmaxornein
rOCy/apCTB-UJICHOB, OOILEMPHUHITOE WM TPYHIHPOBOYHOE HAMMEHOBaHHWE, JEKapCTBEHHas ¢opma U
JI03UPOBKa Mpenapara;

paznen "[loka3zanus Kk IpUMEHEHUIO".

Heo0xonmumo yka3zaTh COCTOSIHUS, IPH KOTOPBIX pa3perieHo MpUMEHEHHe Mpenapara. ITOT pasel
JOJKEH BKJIIOYATh B ce0s Bce MPHU3HAHHBIE 11€JecO00pa3HbIMHU CBEIEHHUS O MOJb3€ JIEKaPCTBEHHOI'O
npernapara;

paszznen "CBezieHus, 3HAaHUE KOTOPBIX HEOOXOIUMO Tepel HauaioM MPUMEHEHUs npenapara’.

Heo6xonumo ykazaTh ciy4yad, IpHU KOTOPHIX MPUMEHEHHE Mpernapara HeJOIyCTUMO, BCE 0COObIe
yKa3aHus, MeEpbl MPEJOCTOPOKHOCTH, B3aUMOJEHCTBUS C JPYTUMHU IIpernapaTamMd U IUIIEBBIMU
MPOJAYKTaMH, CBEACHHUS AJIsl OCOOBIX IPYII MAallUEHTOB (OepeMeHHbIe WM KOPMSIINE MaTepu), a TaKKe
BIIUSTHUE Mpernapara Ha ClIoCOOHOCTh MallMeHTa YIPABIATh TPAHCIIOPTHBIMH CPEICTBAMU;

pazzaen "PexkoMeHaauu o npuMeHeHuo".
HeoOxoaumo yka3zath croco0 mpuMeHeHus Ipernapara, BKIItouas MyTh U METOJl BBEJIEHUS, YaCTOTY

IIPUMEHEHHUS, TPOAOKUTENBHOCTh Kypca MPUMEHEHUS, MEPBI, IPUHUMAEMBIE IIPU IIPOITYCKE J103bl U
[IpU TIepe03UpOBKe (TIPU HEOOXOAMMOCTH) M PUCK CUHAPOMA OTMEHBI;
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paznen "Onucanue HexenaTeabHbIX peakuun'.

H6‘06XOJII/IMO YKa3aTb BCC PCaKlMU, KOTOPLIC MOT'YT BOSHUKHYTL IMPU CTaHAAPTHOM HNPHUMCHCHUU
npenapara, a TaKiKEC MCPbI, IMPUHHUMACMbBIC IMAIIUCHTOM IIPU HX BO3HUKHOBCHUMU. HexenarenpHbie
pcakuuun H€O6XOI[I/IMO YKa3bIBATh IO CTCIICHU UX CEPHE3HOCTHU U AAJICC MO YaCTOTC BO3SHUKHOBCHUS

pazzaen " JlonoJHUTEIbHBIE CBEICHUS "

Heo0xonumo yka3plBaTh CBEAEHUS O BCIIOMOTATENIbHBIX BELIECTBAX, OIMCAHUE Ipernapara,
3aperUCTPUPOBAHHbIE pa3Mephbl YIMAKOBOK, YCIOBHUS XpaHEHMs, HauMeHoBaHue u aiapec APY wu
IIPOU3BOUTEIS.

Het HeoOX0MMOCTH CleIOBaTh MOPSIKY MOAPA3/AeIOB BHYTPH MEPEUUCIICHHBIX pa3ienos - J[PY
cleyeT HaWTH JTy4IInil croco0 mpeacTaBiienus TpedyemMbix cBeneHuid. Eciu mompasnensl, yka3aHHBIC B
paznene 4 Hactosumx TpeOoBaHUIl, HEIPUMEHUMBI K OIPEIEICHHOMY JIEKAPCTBEHHOMY Ipernaparty, B
IIPEJCTaBIsEMbIl MaKeT BKJIIOYaTh TaKoOe YyKa3aHue He TpeOyercs. JlomosHuTENnbHBIE CBEIEHUS
npuBeaeHbl B mabnone JIB (mpunokenne N 15 xk TpeGoBaHUSIM K HHCTPYKIIMH O MEIUIIUHCKOMY
NPUMEHEHMIO JIEKAPCTBEHHOTO MpenapaTta U oOIIei XapakTepUCTHUKE JIEKapCTBEHHOIO Mpemnapara Jjs
MEIUIMHCKOTO IPUMEHEHHUS).

(B pen. pemienus Cosera EBpasuiickoii skoHOMu4eckoit komuccuu ot 19.05.2022 N 80)

5.2. CopepxaHue (MHoOpMaLMOHHOE HanosIHeHue).

Pasnen 4 wnacrosmux TpebGoBanmii mpemycMaTpuBaeT HEOOXOAMMOCTh cocTaBieHus JIB B
cootBeTcTBUH ¢ OXJIII. Crioco0 U3I0)KEeHU CBEAEHHUH BaXkeH IS 00eCIIeUeHUsT IOHUMAaHUS KIIOYEBOH
nHpopManuu no 6e30MacHOMy MPUMEHEHUIO JIEKapCTBEHHOTO npenapara. [lepen nanpasnenuem JIB Ha
MOJIE30BATEILCKOE TECTHPOBAHHE HEOOXOAMMO YOEIUTHCS, YTO OBLI YYTEH CIOCO0 W3II0KEHUS
CBEJICHHMI U HCIIOJIb30BAH NEPEOBON OIBIT B COOTBETCTBYIOLIEH 00JIaCTH METUIIMHCKON Hayku. CTUib
M3JIOKEHUST HEOOXOIMMO IMPOaAyMaTh JIO Hayaja IOJIb30BaTEIBCKOIO0 TECTUPOBAHMS B IEJSIX €r0
YCHEIIHOTO MPOBEJAECHUSI.

WNudopmaninoHHOE HAIOJIHEHUE HE MOXKET OBITh HICHTUYHBIM CBEJCHHSM, MPEICTABICHHBIM B
OXJIII, u TpeOyeT mepeBoia Ha OUITHMABHBIN SI3bIK TOCYIaPCTBA-WICHA. DTO 00ECIICUYUT COOTBETCTBUE
IMOJIYUYCHHBIX MAaKCTOB Tpe6013aHmo SICHOCTM MW IIOHATHOCTH, a TaKXeE yI[O60qHTa€MOCTH Ha
0opUIINATFHOM S3BIKE TOCYIapCTBA-WICHA.

JHomnyckaercs nepeBon JIB Ha apyrue obmieynoTrpeOuMble B rocyAapCTBax-wi€Hax SI3bIKU MpU
YCIIOBUU TOTO, YTO MPEJCTaBICHHBIE CBEICHHS WICHTUYHBI HAa BCEX s3bIKaxX. B kauecTBe sjeMeHTa
PETUCTPAIIMOHHOTO JIOChE YTBEpXKACHUI0 MOoAnexuT JIB, cocTaBieHHBI Ha O(UIIMATHHOM S3BIKE
rocy/1apcTBa-ujeHa.

CornacoBaHHIO TOJJIEKUT BEPCHUs TEKCTa COTJIACOBAHHAs ASKCIEPTHBIMU OpPraHMU3alMSIMH BCEX
roCy/apCTB-UJI€HOB, KOTOpBIE OCYIIECTBISIOT PETMCTPALMI0 JIEKAPCTBEHHOTO Mpernapara, Kak s
MapkupoBkH, Tak ¥ JIB. DTo mno3Boisier rocygapcTBaM-dieHaM II€PEBECTH CBEJCHHUS Ha CBOHU
ounmaneHele A3bIKU. Ecnyu HE00X0AMMOCTE UCIIONIB30BAaHUS PAa3rOBOPHOTO CTHIIS PYCCKOTO sI3bIKA HE
ObuIa yyTeHa J0 3aBEpILICHMS MPOLEeIyphl PETUCTPAIMU JEKapCTBEHHOrO INpemnapara B paMkax Corosa,
MOJKET NMOTPeOOBaThCS NEPEBOJ BEPCUH YKAa3aHHOTO TEKCTa MHPOPMALIUH ISl TAKOTO MaKeTa.

Bornee monpoOHbIe cBeneHUs npuBeneHbl B nprioxkeHnn N 17 k TpeGoBaHUSAM K WHCTPYKIHH TIO
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MEIUIIMHCKOMY TPHMEHEHHUIO JIGKapCTBEHHOTO IpernapaTa U oOIIel XapaKTepUCTHUKE JEKapCTBEHHOTO
npernapara Juist MeAMIMHCKOTO PUMEHEHHSI.
(B pen. pewienus Cosera EBpasuiickoil skoHOMHu4eckoi komuccuu ot 19.05.2022 N 80)

KirroueBsle MPUHIUIIBL:

HeoOxoaumo yctpanuth mpotuBopeunss ¢ OXJIII u ycTaHOBUTH COOTBETCTBHUE TPEOOBAHUSM,
MIPUBEJICHHBIM B pasjeie 4 Hactosmux TpeOoBaHui, a Takke B npuiokeHud N 15 k TpeboBanusM k
WHCTPYKLUU IO MEAUIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO Mpemnapara M oOIel XapaKTepucTHKe
JIEKApCTBEHHOT O MpernapaTa i MeIUIMHCKOTO PUMEHEHHS;

(B pen. pewienus Cosera EBpasuiickoil skoHOMu4eckoi komuccuu ot 19.05.2022 N 80)

CIIOKHO€ W3JI0KEHHE W MEIUIMHCKAs TEPMUHOJOTUS 3aTPYAHSIOT MOHMMAaHHWE NalMeHTaMu
nH(popMaLnu;

HU3JI0JKEHHE BCEH I/IH(l)OpMaHI/II/I Ha SA3BIKC, IOHATHOM HECIICHHUAINCTY,

obecrneyeHre BO3MOYKHOCTH HCIOJIB30BAaHUS Pas3sroBOpHOToO  CTHUJIA O(I)I/ILII/IH.J'IBHOI‘O SA3bIKa
rocyaapCTBa-4JiCHa,

MCIIOJIb30BaHUE KOPOTKUX MPEIIOKEHUHN U (MIM) MaPKUPOBAHHBIX CIIMCKOB;

HEKOTOphle (pa3bl, TPUBEACHHBIE B MIA0JIOHE, MPEAYCMOTPEHHOM mpmioxkenneM N 15
TpeboBaHMsIM K MHCTPYKLHMU MO MEIUIIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOrO Ipernapara v ooueit
XapaKTEPUCTHKE JIEKapCTBEHHOI'O IIpenapara Uil MEAMLIHMHCKOIO INPUMEHEHMs, MOTIYT BBOJUTH B
3a0J1y’>KJIeHHe, B CBS3U, C YeM JOIYCKAeTCsl MCIO0JIb30BaTh OoJiee MPUBBIYHBIE AJIS TOCYJapCcTBa-dyjieHa
(bopMyIHPOBKH;

(B pen. pewienus Cosera EBpasuiickoil skoHOMHU4eckoi komuccuu ot 19.05.2022 N 80)

HE JOITYCKACTCA HCII0JIb30BaTh CUCTCMHO-OPTaHHYIO KJ'IaCCI/I(bI/IKaIII/IIO HEXCJIaTCIbHBIX pCaKHI/II\/JI,
IIOCKOJIBKY TMaluC€HTaM MOXET OBITE CJI0KHO CJIEA0BAaTh aTOo#l Normke. HexenarenapHBIC p€akuuu
HCO6XOI[I/IMO CIpYIIIMPOBATH 110 UX CCPLEC3HOCTH, YTO ITO3BOJIMT HALMCHTAM IIOHATL, KOI'Jda U KaKHUC
MCPBI CJIICAYCT NIPUHUMATh,

HE0O0X0IMMO YOeIUThCs, YTO MAalMEHTHl YeTKO NPOUH(OPMHUPOBaHBI O pucKax. OOBsSCHEHHUs
(BKJIIOYAst 4aCTOTY BO3HUKHOBEHMSI COOTBETCTBYIOIIMX HEXKEJIATEIbHBIX PEAKIIMI) MOJIE3Hbl YUTAIOLIUM
Y MOTYT JIy4llle XapaKTepU30BaTh BO3MOKHBIN PUCK.

5.3. Ucnonb3oBaHue LWaONIOHOB.

[ITab50H no3BosIsIeT 00ecneunTh NpeAcTaBiIeHne TpeOyeMbIX CBEIEHU B MPaBUIBHOM Nopsake (
pa3nen 4 Hactosummx TpeOGoBaHMIf), HO HE MO3BOJSET C MOMOIIBIO JU3aifHA M PACIOJOKEHUS CIIOB
IIOJIyYUTh BBICOKOKAUECTBEHHBIM JOKYMEHT, KOTOpPBIM CMOTYT IIPOYECTh U IOHSTH ITallUEHTHI.
CooTBeTcTBYIOLIEE YKa3aHHE IPUBOAUTCS B MpeaMOysie K aHHOTHPOBAHHOMY 11a0JI0HY (npuioxkeHue N
16 x TpeboBaHMSAM K WMHCTPYKLUHUU MO MEAMIIMHCKOMY INPUMEHEHHIO JIEKApCTBEHHOIO MpernapaTta u
o011elt XapakTepuCTUKeE JIEKApCTBEHHOIO IipenapaTa Ui MEAUIUHCKOIO IPUMEHEHN).

(B pen. pemenus Cosera EBpa3zuiickoit sxoHomMuyeckoit komuccuu ot 19.05.2022 N 80)

Pe3ynbTaThl HccIe10BaHNN CBUIETENBCTBYIOT, YTO MAIIMEHTHl MOTYT HE TOHUMATh (POPMYITMPOBKU
3aroJIOBKOB U IOJ3arojioBkoB mabnona. [Ipu noaroroske makera JIB juid TecTHpoBaHHsS HEOOXOAUMO
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yOeauthscst B ToM, 4To TekcT JIB mepedpasupoBan ¢ nenbio obecnedeHus nepeBoaa TEPMUHOIOIMU Ha
MOHATHBIN /17151 TAITUEHTA SI3BIK.

Heo0xonmumMo 0coOE€HHO BHUMATENbHO OTHECTHCHh K pasaenam JIB, B KOTOPBIX NpHBeIEHBI
MIPOTUBOIOKAa3aHUsl, 0COObIE YKa3aHUs U MEpbl IPEIOCTOPOKHOCTH, a TAKKE HEKETATEIbHbIE PEAKIIUH.
OHu, Kak MpaBWIO, SBISIOTCA TPOMO3IKUMU M HU3JIOKEHBI CIOXKHBIM sI3bIKOM. Heobxoanmo
UCIOJIb30BaTh NPHUBEICHHBIC HU)KE PEKOMEHJALMU 10 JU3aiiHy, MO3BOJSIOIINE CHU3UTh BEPOATHOCTh
BO3HUKHOBEHUS 3aTPyIHEHUN IPU TECTUPOBAHUH.

6. [in3anH n pacnonoxeHme nHcpopmauum (BepcrTka)

JIB ¢ mpocThIM TU3aiHOM SIBIISIETCS 3JI0TOM TOTO, YTO MaKCHMAJIBHOE YMCIIO MAI[HEHTOB CMOXET
BOCIIOJIb30BaThCs MH(pOpPMALUEl, HEOOXOIUMOW U TMPHHATHS pPEIICHHS O MPUMEHEHUH Iperapara
Haubosee 0e30macHbIM U 3()PPEKTUBHBIM CITIOCOOOM.

Opranuzanusi MpeaCcTaBIsSEeMbIX JaHHBIX (MH(GOPMAIMOHHBIN aM3aiiH) oOecreynBaeT JErKoCTh
WCTOJB30BAHUS U TOHHUMAHUS CJIOXHOH HHpOpMamuud. DTO OJUH W3 KIIOUEBBIX AaCHEKTOB IPHU
pa3paboTKe JTOKyMEHTa: PUCK HEBEPHOTO NMOHUMAHUS MOXET MPUBECTH K CEPbE3HBIM IMOCIEACTBUSIM,
YTO MPOMCXOAUT JIOBOJBHO YacTO B 00JacTU MpEACTaBICHUS HHPOPMAIMK O JIEKapCTBEHHBIX
npenapatax. PazpaboTka nHGOPMAIIMOHHOTO AM3aiiHa - mpoliecc, IpU KOTOPOM MOXKET MOTpedOBaThCs
paccMoOTpeTh HECKOJIbKO BApMAHTOB Au3aiiHa M UX MoauUKaIui A7 KOHKpeTHoro JIB.

Crnennanu3upoBaHHbIE OpraHM3allud B LENAX IIOBBIIIEHHA KadecTBa cocrasieHus JIB u
YBEJIMYECHUSI BEPOSTHOCTHU YCIICIIHOIO MPOXOXKACHUS IOJIB30BATEIbCKOIO TECTUPOBAHUS IPEIIAraroT
YCIYTd TI0 aHaJIW3y W COBEPIICHCTBOBAHHWIO [W3aiiHa MW pacnojoxkenuss wuHbopmaruu B JIB.
JlomyckaeTcst oJIb30BaThCS yCIyTaMHM TAKUX OPTaHU3alni IIpU cocTaBiieHnH JIB.

6.1. UHcbopMaLMOHHbLIN AN3alH.

BHe 3aBucuMoOcTH OT 0ObeMa ONbITa B COCTABICHHM U MpoeKTUpoBaHuU JIB ocBeOMIIEHHOCTH
3asBUTENICH O HAWITy4dlIel MPaKTUKe WHPOPMAILIMOHHOTO M3aifHa IPUBETCTBYETCS. B MIMPOKOM cMbIciie
MH(OPMALMOHHBIA AM3aiiH (Oyaydyu OTIENIbHBIM HANpaBICHUEM JESTEIbHOCTH) BKIIIOYaeT B cels
CIIEIyIOIIIEE:

6.1.1. UHdbopmaLmoHHaA apxXUTeKTypa.

Crioco6 pacmonoskeHust HH(GOpMAIMK B JOKYMEHTE - BaXKHasi COCTaBJIAONIAs MH(OPMAIIHOHHOTO
AU3aiHa,  IOAPAasyMEBAloOIlasg, B  YaCTHOCTH,  HCIIOJIB30BAHME  DJJEMEHTOB,  IIOMOTAKOUIMX
OpUEHTHPOBATbCS B  TEKCTe. YueT J3Toro (akropa CHIOCOOCTBYET  yHOPSAOYMBAHUIO U
CTPYKTYpUPOBAaHUIO TOKYMEHTa. B cBsizu ¢ Tem, 4To MHGOpMaIus peKo MPOUYUTHIBaeTCA OT Hayalia u
710 KOHI[a MAallMEeHTOM WJIN JIMIIOM, OCYLIECTBISIOIIMM 32 HUM yXOJI, COCO0 OpraHu3alui HHPOpMaLuu
SBJISICTCS. BaXKHBIM aCHEKTOM, 00ECIEeYMBAIOIIUM CHOCOOHOCTh OPUEHTUPOBATHCS B TEKCTE, a, 3HAYMT,
JIETKO T0JIb30BaThCs MPEICTaBICHHON HH(OpMAIIHEH.

6.1.2. Tunorpacpuka.

[Ton Ttumnorpadpukoil mnoHumaercs upudroBoe odopmieHHe NpeacTaBIsieMOd HHGOPMALIUK.
BbeiOop rapHUTYpbl M HpPOYMX 3JIEMEHTOB IpadUUYecKOro HCIOJHEHHs HalpuMep, LBET TEKCTa,
HEOOXO/MMO  OCYILECTBIIATh, OPUEHTHPYACh Ha ILeleByro ayautopuio. Ilpu  Hamiexamem
WCTOJb30BAHUU 3TH aCMEKThl OPraHU3YyIOT M JOBOJAT MH(POPMALHUIO CIIOCOOOM, YIOBIETBOPSIOIIUM
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HOTpe6HOCTI/I yuTaromiero. Eciau napamMeTpbl TI/IHOFpa(bI/IKI/I 3aTPYAHAIOT MMPOYTCHUC, BHC 3aBUCUMOCTU
OT KauyeCTBa U3JIOKEHMs TeKcTa B JIB MaJIOBCPOATHO, YTO MALUCHTHI 3aXOTAT €ro NpOUYUTaATh.

MHTepBanbl MEXKy 4acTSMH TEKCTaA IIO3BOJIAIOT CO3/1aTh OLIYIEHUE OTKPBITOCTH IIPEACTABIIIEMON
nHpopmanuu. Vcrnonp3oBaHue KOJIOHOK TEKCTa, XOPOIIO 3HAKOMBIX MHOTMM U3 Ta3€THBIX MaTepUalOB,
MO3BOJISIET YHTAIOLIEMY JIETKO ycBauBaTh MH(pOpMalnio. J[JI1MHa CTPOKU M MEXTyCTPOUHBIM HHTEpBAT -
BaXKHbIE aCHEKThI AU3aliHa, KOTOPbIE HEOOXOJMMO YUUTHIBATh IIPU BBIOOPE MOAXOSIIECH BEPCTKH.

B mnpunoxenun N 17 k TpeOoBaHMAM K HHCTPYKLMH [0 MEIUIMHCKOMY NPUMEHEHUIO
JICKapCTBEHHOT'O Tpernapara 1 oOIiel XapakTepuCTUKE JIEKApCTBEHHOTO IpernapaTa Uil MeIUIIMHCKOTO
NPUMEHEHHS K y1000UYNTAaeMOCTH COZIEPKATCsI OAPOOHBIE PEKOMEHAANH OTHOCUTEIIEHO MUHUMAJIBHO
JOITyCTUMOTO Keryis mpudra.

(B pen. pemenus Cosera EBpasuiickoii skoHOMU4eckoit komuccuu ot 19.05.2022 N 80)

6.1.3. MNoHATHOE n3noxeHwue.

[loHsATHOE H3JIOKEHUE SBIIETCH, MPEAYCMOTPEHHBIM 3aKOHOJIATEIbCTBOM T'OCYIapCTBa-4JICHA
TpeboBanueMm, mnpenbsBisieMbiM K JIB. Pasgenom 4 Hactosmmx TpeGoBaHuii IperycMOTPEHBI
MOHATHOCTh U yAoO6ounTaemMocTs UHpopmanuu. Eciau JIB BBINISAIUT NpUBIIEKATEIbHO, HO KAUE€CTBO €r0
M3JI0KEHUSI HU3KOE WIN IIHPOKO HCIONB3YIOTCS TEXHUYECKHUE TEPMUHBI, TO BO3MOXKHOCTh JOHECEHHS
nHGpOpMaLKH 10 NalMeHTa BHOBb OyJeT NOTepsHa.

6.2. LleneBas aygutopuMa W cBefeHUs, HeobOxoaumblie AnNs  Haanexaiwero
yAOBIEeTBOPEeHUsA NOTpebHOCTeN AaHHOW ayauTOpUM B MHpopMaLUK O fieKapCTBEHHOM
npenapare.

[lepen Hamucanuem TekcTa W pasMenieHueMm ero B JIB HeoOGxoaumo ompenenutbs o06iacTh
IIPUMEHEHMs Ipernapara, LeJIeBble I'PYIIbl U YaCcTHBIE BOIPOCHI, Tpedyrolue pemeHus. Bosieyenue B
Ipolecc MOTEHUUATbHBIX IMAlMEHTOB HA paHHeM »JTame cocrtaBieHus JIB momoraer obecnednThb
YCIIEIIHOCTb MOCIIEAYIOIIEro TECTUPOBaHus U npuMeHeHus JIB. B aToM koHTekcTe HE00X0AUMO Y4ecTh
NOTPeOHOCTH JIUII MOKUJIOTO BO3pACTa, JIHIL, JJIS1 KOTOPBIX O(HUIMAIBHBIN S3bIK TOCYAApCTBA-UICHA HE
SIBJIIETCS POJHBIM, JIMI] C 3aTPyJHEHUSMU B OOy4YeHMH, a TaKXke JIML ¢ 3a0ojieBaHUSAMHU (Hampumep,
caxapHblil qualeT), CIOCOOHBIMU MPUBECTU K HApyIIEHHUIO 3peHusl. OCHOBHBIE IPYIIBI MAUEHTOB, Ha
KOTOpBbIE ciielyeT 00paTUTh BHUMaHHE, IIEPEUNCIIEHB] HIDKE.

6.2.1. letn n monopble noau (Mmonoabie B3pocrbie).

Eciu nexapcTBeHHBIH MpemapaT NpeaHa3HAYCH MAalMeHTaM W3 J3TOH KaTeropuu, HEoOXOIMMO
OTIpEeICIUTh, KakuM o0pa3om JIB ynoBieTBopsieT ux HHPOPMAIMOHHBIC TOTPEOHOCTH.

B psge ciaydaeB criemyer peKOMEHIOBaTh UYWTAIOIIEMY OOpATHTBCS K JPYTUM HCTOYHHUKAM
nH(pOpPMAINH, CHENUAIFHO COCTABICHHBIM Ul €T0 BO3PACTHOW TPYIIIBI, MIIH ITPEYCMOTPETh OTPHIBHOM
kopemok JIB, KOTOpBI CONEpXKHUT KJIIOYEBBIE CBEJCHUS TI0 0O€30MacHOMY MNPUMEHEHHIO
JICKapCTBEHHOT'O Tperapara, MpeACTaBIeHHbIE TaKUM 00pa3oM, YTOOBI 0OECIEUUTh JITKHH JOCTYI K
uHpOpMaLnu.

6.2.2. locnuTanbHble npenaparbl.

Ecmu HeKapCTBeHHBII;'I npenapatr BBOAUTCA HIIHM HPHUMCHSICTCA B OOJILHUYHOM YUpPECKICHHUU, B
pasaeie nmo MNpuMEHCHUIO JICKAPCTBECHHOI'O IIpCIiapara HeO6XO,I[I/IMO OIIPEACIIUTD c1moco0 pasaCIICHUA
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CBEJICHUH, NpeAHa3HAYeHHBIX JUIsI MEAMLMHCKOrO TEepCOHala M MalMeHTa, 4ToObl 00ecreyuTh
MH(GOPMHUPOBAHUE 3TUX JIULl HEOOXOIUMON UM HH(pOpMaIIHEH.

s MEIMUIMHCKOrO IepCOHalla CBEIAEHUS, KOTOPbIE OHM JOJDKHBI YUYHUTHIBATH IIPU BBEICHUU
npernapara, Heo0X0AUMO MPEICTABUTh Ha OT/IEIbHOM OTPBIBHOM YacTu JIB.

[TarimenTy HEOOXOAMMO TMPEJOCTaBUTh AOCTYNn K uH(popManuu, cojaepxkaimieiics B JIB nu
HEOOXoauMOM i1 0e30macHOr0 MPUMEHEHHUs JIGKApCTBEHHOTO IIpenapara C BO3MOXKHOCTBIO €€
COXpaHEHUs y JaHHOIO MAalMEHTA.

6.2.3. OdbTanbMonornyeckue npenaparhbl.

Ecin nexapcTBeHHBIN MpemapaT SBISETCS OPTATEMOIIOTHYECKUM, HEOOXOUMO YIOCTOBEPHUTHCS,
YTO KerJIb MIpu(Ta TEKCTA JOCTATOYHO BEJIMK U TIO3BOJISICT MAIMEHTAaM C HApPYIIEHUEM OCTPOTHI 3PCHHS
C JIETKOCTBbIO O3HAKOMHUTBHCSA C HHMM. OJTO MpeArosaraeT BO3MOXKHOE Hucrolyib3oBaHue JIB Oounbiiero
o0beMa WM albTEPHATHUBHBIX AM3AHOB (HampuMmep, albOOMHAs OPHEHTAllUs CTPAHUIBI) C LEIbI0
MAaKCHUMU3ALUU JOCTYITHOM TUIOLLA/IHN.

6.3. KnoyeBble Anst nauueHTa cBeeHus.

Hepeﬂ HAIlmMCAaHUEM TEKCTa M PasMCIICHHUEM €TI0 Ha CTPaHUIC H€O6XO)II/IMO ONpeCaACIINTb, KaKHEC
CBCIACHUS SABIAKOTCA KIHOYCBBIMU JJISA 0€e3011aCHOTO IMPUMCHCHHUA KaXXI0ro JICKApCTBEHHOI'O ITpEriapara.
OTO MO3BOJAET OIIPEACIIUTD I/IH(I)OpMaI_[I/II-O, TpeGyromy}o OTPAXXCHUA B 3arjlaBusiAX, a TAKKC OTACIBbHLIC
CBCIACHUA, Tpe6yloume BBIJCJICHHA B HHTCPCCAX YUTAIOIICTO.

OnpenenuB KIIOYEBBIE CBEIEHUS U OE30MIACHOTO MPUMEHEHUS Ul KaXKAOTO JIEKapCTBEHHOTO
npemnapara, MOKXHO IMPUCTYIIUTH K COCTABJICHUIO OIIPOCHHKA IJId IT0JB30BATCILCKOTO TECTUPOBAHUA
(ecni OHO MPETYCMOTPEHO 3asBUTEIIEM).

6.4. CogencTBMe NauueHTamM B HaBUrauum rno AOKYMEHTY.

Pacnonoxxenne nHdopMaiiy B JOKyMEHTE SIBJISIETCS BaKHBIM acriekToM. ITopsgok npeacraBieHus
CBEJICHWII TpUBENEH B pasnene 4 Hactosmux TpeOoBanuii, a mabmonsl (mpunoxkenue N 15 k
TpeboBaHMsIM K MHCTPYKLHMU MO MEIUIIMHCKOMY HPUMEHEHUIO JIEKApCTBEHHOrO Ipernapara W oouei
XapaKTepUCTHKE JIEKApCTBEHHOTO IpernapaTa A MEIUIIMHCKOTO IPUMEHEHHs1) MO3BOJIAIOT 00ECIeUnTh
nojpkHoe pacnonoxenue uHGopmaruu B JIB. Ilpu ucnonb3oBanuu mabiioHa B HENSX MPaBUIBHOTO
pacnonoxkeHus: uHGOpMAIMU HEOOXOAMMO yOETUThCS, UYTO OHA TepeBeleHa Ha S3bIK, MOHATHBIH
LIEJIEBOM ay TUTOPUH.

(B pen. pewienus Cosera EBpasuiickoil skoHOMHUYeckoi komuccuu ot 19.05.2022 N 80)

3areM HEOOXOUMO IPOIyMaTh PACHOIOKEHHUE 3ar0JI0BKOB U I10/13ar0JI0BKOB HA CTPAHUILIE, YTOOBI
o0ecneunTh BO3MOKHOCTh OpPUEHTAIMM YHUTarollero B uMHpopmanuu. 3aroynoBku B JIB - kiroueBoit
UHCTPYMEHT, IO3BOJIIOIIMNA YBUAETH CTPYKTYypy H3/1araeMelx cBeneHui. Kpome Toro, 3arosoBku
BBINOJIHSAIOT /1B (DYHKIIMH:

0003HaYaIOT HAYaJIO pa3/ieNa U MO3BOJISIOT MAllUEeHTY HAWTH UCKOMbBIE CBEJICHHS,

OTpakaeT XapakTep NPUBOJUMON B pazjelie HH(pOopMaIiu, O3B0 YUTAIOLIEMY TTOHSTH €.

3aroioBKu AOJDKHBI BU3YaJIbHO BBIACIIATHCA, YTOOBI ‘-II/ITaI-OHII/Iﬁ MOI' C JICTKOCTBKO OTJIMYHUTH
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3arojOBOK OT OCTaJIbHOIO TEKCTa. DTO 00JIeryaer MOMCK M0 TEKCTYy Ha MpPEIMET ONpeeleHHOro poja
uHpOpMaInu.

Beinenenue 1ocTuraeTcsi HeCKOJIBKUMU CIIOCO0aMU, HallpUMep:
0OpaIIeHHBIH TEKCT - Oenple OyKBBI HA TEMHOM (OHE;

YBEITUYCHHBIA TIOMY>KHPHBIA TEKCT 3arojioBKa MO CpPaBHEHUIO ¢ MH(OpMaIUEH, CIETyrOIeH 3a
HUM;

YBEJIMYEHHBIH TEKCT 3arojoBKa C BBIPAKEHHBIM KOHTPACTHBIM I[BETOM I10 OTHOLICHUIO K
uHpOpMaIKH, CIeTyIOIeH 3a HUM.

3aroJ0BKH JOJDKHBI MPABHIIBHO OTPaXKaTh COJACPKHMOE Pa3/eioB M MO O0IIeMy HpaBUiIy OBITH
Kopoue UH(pOpMaIiH, KOTopas CIeyeT 3a HUMHU.

Hekotoprie pazmenst JIB sBHSIOTCS JOBOJBHO JUIMHHBIMHM, IIO3TOMY B TaKHX CIydasx
11€JIeCO00pa3HO HMCMOJb30BaTh IOA3aroJIOBKM, KOTOpbIE OOJIEryarOT IMOUCK B OOJIBIIOM MAacCUBE
uHpopManuu. ITo 0cOOEHHO BaXkHO AJis pasnena 2 JIB, uro TpedyeT 0cMOTPUTETHHOTO UCTIONb30BaHUS
3aroJIOBKOB M I1O/3aTr0JIOBKOB C HAJUIEKAIIEH HepapXuel ¢ LEeNbl0 pasTpaHUYEHUs] CBEACHUM, KOTOPBIE
HEOOXOMMO IPEACTABUTh B ITOM pasJielie.

6.5. UHble dhbakTopbl, noanexawme yyety npu paspadotke J1B.

K gpyrum acmexkrtam, KOTOpBIE II€JIeCOOOpa3HO YYeCTh IMPH COBEPIICHCTBOBAHMM AM3aiiHa U
BEPCTKH, OTHOCSTCS Takue (paKTOphl, KaK [[BET, CAMBOJIbI M MUKTOTPAMMBI, 00JIerdaoniie MOHUMaHue 1
MOKCK KJIF0YeBON MHGOPMAITUH.

KiroueBble acnekThl, KacarolMecs Iu3aiiHa U BEPCTKH, KOTOPbIE PEKOMEHIYETCS YUYMUThIBaTh B
JIOTIOJIHEHUE K YKa3aHHBIM aCleKTaM:

HeO6XOHI/IMO Y6CHI/ITI)C$I B MPEEMCTBCHHOCTHU PACIIOJIOKCHHA 3aroJIOBKOB, 4 TaKXKE BBIACIINTL UX,
YBCIINYNB H_IpI/I(bT HJIK BBIACIIMB TCKCT IIOJYXKHUPHBIM,

palOHAJIBHOE HCIIOJIB30BAHHUEC HBCETOB IIO3BOJISACT 00ecneyuTh XOpOIlIPII’I KOHTpAacCT, IPU 3TOM
3H0yHOTpe6J]eHI/I€ LIBETaMHU MOXKET CTaTh CaMOCTOSTEIbHOM HpO6J’ICMOfI;

NaIMEHTHl UCIOJB3YIOT MPEAMETHBIN yka3aTtenab. OH 0COOCHHO moJie3eH B OyKJIETHOM (opmare,
KOTOPBIH BBI3bIBAET OOJIBIINE 3aTPYAHEHUS C HAaBUTaLlUEeH;

H€O6XOHI/IMO y6e)II/ITBCSI B MAKCHUMAaJIbHO BO3MOXHOM pasMEepe€ TEKCTa W HAJICKAIICM
HCIIOJIB30BAHHMKW HMHTCPBAJIIOB MCXKIAY YacCTsAMH TCKCTaA. IInoTHBIM TEKCT CHOCO6CTByeT CHMKCHHIO
KOHICHTpAall BHUMAHUS MAIUCHTA U 3aTPYAHACT ITOHUCK HCO6XOI[I/IMOI71 I/IH(I)OpMaI_[I/II/I;

JJIMHHBIC  TICPCUYHU  HCIKCIIATCIIbHBIX pealcuﬂﬁ BBITJIAAAT  YCTpallaromie, HCHCCOOGP%HO
HCIIOJIb30BAHNEC HCHYMCPOBAHHLBIX CIIMCKOB. HeO6XOI[I/IMO CrpyHniupoBaTh HCKCIIATCIIbHBIC PCAKIIUHA 10
HUX CCPLE3HOCTHU U Y6CI[I/ITI)C$I B IIOHMMaHHH ITallMCHTaMH O6CTO$[T€J'ILCTB, Tpe6y}0m1/1x IMPUHATHUA
HCOTJIOXKHBIX MCP;

HCO6XOI[I/IMO Y6GI[I/ITBC${, 4TO COIIPSAKECHHBIC CBCACHHUA PACIIOIIOKCHBI PAJAOM U HE Pa3HCCCHBI 110
Pa3JIMIHBIM KOJIOHKAM HJIM CTOPOHAM JIB.
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Kpome ToOro, cocraBieH CBOJ KpUTEpUEB KadyecTBa, KOTOPBIE MCIOIB3YIOTCS Ui OasibHOU
ouenku JIB. Kpurepun kauectBa npuBoasTcs B npuioxenun N 18 k TpeOoBaHUAM K MHCTPYKIMH MO
MEJUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOT'O IpernapaTa U OOLIeH XapaKTepUCTHKE JIEKaPCTBEHHOIO
npenaparta Juisi MEIULUHCKOTO PUMEHEHHUSI.

(B pen. pemenus Cosera EBpasuiickoii skoHOMU4eckoit komuccuu ot 19.05.2022 N 80)

WX wncroip30BaHde B OTHONIICHUH .HB, BKJIIOYAa€EMOI'o B A0CHE, ITO3BOJIICT 6BICTpO IMOJIYYUTD
KOJIMYCCTBCHHYIO XApPaKTCPUCTUKY Ka4dycCTBa JIB n BBISIBUTH HCO6XOI[I/IMOCTB BHCCCHUA
JOIIOJIHUTCIIBHBIX HSMCHGHHﬁ, CIIOCOOHBIX YBCIUYUTDH OaJUIbHBIHN CYET.

7. Nonb3oBaTenbCKoe TeCTUpoBaHUe
7.1. NpaBoBas ocHoBa.
B cootBercTBUU € pazaenom 4 HacTodmux TpedoBaHMii:

"B memsix oOecrieyeHHs yAOOOYMTAEMOCTH, MOHATHOCTUM M JIETKOCTH Bocmpustus JIB moxer
OTpaXkaThb pe3yJbTaTbl KOHCYJIbTALMU C IIEJIEBBIMM IpylIaMH HAlUeHTOB...". Pe3ynpTaTbl OLEHKH,
IIPOBEACHHOW B BHUJE KOHCYJIBTAlMM C LEJIEBBIMU TIPYINIIaMHM NAUUMEHTOB, B 3TOM Clly4ae ClEeayeT
MIPEACTABUTH B YIIOJIHOMOYEHHBIN OpraH.

[Tonb30BaTenbCcKOE TECTUPOBAHWME WM JApyrue (OpMbl KOHCYJIbTAIMM C TallMeHTaMu
o0ecrevnBaroT y4eT MHEHHsI MAIMEHTOB O COJAEP)KaHUU, TW3aifHe U BEPCTKE, UYTO MO3BOJIAET MOIYYUTh
utoroBelii JIB, momaBaeMblii Kak YacTh PETHCTPAIIMOHHOTO OCHE, TMO3BOJSIONUN OONBITUHCTBY
MoTpeOuTeNeil JTEeKapCTBEHHOTO Tperapara NpUHUMATh Oe30TMacHble M IMPABWIBHBIE PEIICHUS O €ro
MIPUMEHEHUH.

7.2. Onpep,enel-me nonb30oBaTesyIbCKOro TeCtTupoBaHuA

B mnpunoxenun N 17 k TpeOoBaHMAM K HHCTPYKLUMH [0 MEIUIMHCKOMY NPUMEHEHUIO
JICKapCTBEHHOT'O Tpernapara 1 oOIiel XapakTepuCTUKE JIEKApCTBEHHOTO Ipernapara Uil MeIUIIMHCKOTO
IIPUMEHEHHUS [IPUBOJIUTCS BapUAHT METOJ1a II0JIb30BaTENbCKOrO TecTupoBanus JIB, oqHako nomyckaercs
BO3MOYKHOCTh HCIIOJIb30BAaHUS JIPYTHX METO/OB, €CIM OHH CIIOCOOHBI TOATBEPAHUTH CIOCOOHOCTH
MAIMEHTOB HCIOJb30BaTh JOKYMEHT JUIsl MOMCKAa M MOHUMAaHUS KIIIOYEBBIX CBEJIEHUH, HEOOXOIMMBIX
11 0€30I1aCHOTO NIPUMEHEHHS] KOHKPETHOTO JIEKapCTBEHHOT'O Ipenapara.

(B pen. pemenus Cosera EBpa3zuiickoit sxoHomMuyeckoit komuccuu ot 19.05.2022 N 80)

OnucanHBId METO/ MPEJCTaBISAET cO0O0M AUATHOCTHUECKUI TECT, JeMOHCTPUPYIONIUi, B MEPBYIO
ouepenb, Kak padoraer JIB Ha mpakTuke, a HE MOATBEPKIAIOMINNA Ka4eCTBO CMBICIOBOTO HAIIOJIHEHHS
TeKcTa (KOHTPOJIb IMOCJIETHET0 MOYKET IMPOBOAMUTHCSA, Hampumep, ¢ nomoipto tecra SMOGG). Jtot
HHCTPYMCHT pa3pa60TI<H MMO3BOJIACT OMMPEACIIUTD MPECIATCTBHUA, CHUXKAKOIINEC CIOCOOHOCTH ITOHUMAaHUS
U HCIIOJIb30BaHMsl JIIOABMHU IPEACTABICHHOW MH(pOpPMAaLKU, a TaKXKe BbIIBUTH IPOOJIeMHbIE 00jacT,
TpeOyIole JOMOJHUTENPHOIO BHUMaHMA. OTOT METOJ Kak »JTam mporecca paspabotku JIB
npeaCcTaBisieT co00i 0coOeHHYI0 IeHHOCTh. Eciiu B X0/1e TecTHpoBaHUs 00HAPYKUBAIOTCS MPETSATCTBUSL
JJIA IIOHMMaHUA I/IH(I)OpMaL[I/II/I, HOTpe6yeTCSI BHOCHUTb THIATCJIBHO IMPOAYMAHHLIC M3MCHCHHA B LCIIAX
coBepuieHcTBoBaHus JIB.

JlomyckaeTcsi MCTOIb30BaTh MHBIE METOJMBI IMOJIH30BATEIBLCKOTO TECTUPOBAHMS, KOTOPHIE TaKXKe
OyoyT paccMOTPEHbI YIOJIHOMOYEHHBIMH OpraHaMHU TOCYAAapCTB-WICHOB. BakHO NpoBOIUTH
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WH/IMBU/yallbHbIe HHTEPBBIO B paMKax IMOJIb30BATEIBCKOIO TECTUPOBAHUS C LIE€IbI0 MOHUMAHUS, KAaKUM
00pa3oM MalueHTbl OPUEHTUPYIOTCS B MPEACTAaBICHHOW HHPOPMALIUH.

YIOJTHOMOYEHHBIE OpraHbl TOCYJApCTB-4ICHOB HE TPeOYIOT HCIIONB30BaHUA KaKOTO-THO0
OTIPEICJICHHOTO METO/Ia TECTUPOBAHMS, a OIICHUBAIOT JIAHHBIE, CBUICTEILCTBYIOIINE O TOM, YTO JIFOJIH,
KOTOpBIE Oy IyT moJib3oBaThes JIB, crmocoOHBI HATH HEOOX0IUMYI0 HH(POPMAIIHIO U JOIKHBIM 00pa3om
BOCIIOJIb30BAaThCA €IO.

JIPY pexomeHnayercs yOeAUTHCS B TOM, UTO:

nepes TECTHPOBAaHUEM OJHO3HAYHO oOmpeseNieHa HauOojiee BaxkHas WHQPOpMaLuUs, HAIpUMeEp,
IIpeIHa3HaYEHUE JIEKApCTBEHHOIO IIpernapaTa, peXKHM €ro JO3UpOBaHUS, a TaKKe 3HauyMMble
HEKeNlaTeIbHbIe PeaKkIuu U ocoOble yka3aHus. Jrta mH(popMmamnus OyaeT 3aBHCETh OT JAEHCTBYIONIETO
BEIIECTBA PAacCMAaTPUBAEMOI0 JIEKAPCTBEHHOrO Ipenaparta. Bompocsl, 3ajaBaeMble y4YacTHHUKaM,
JIOJKHBI OXBAThIBATh KIIIOYEBBIE CBEAEHUS, HEOOXOMUMBbIE AJis Oe3omacHoro npuMeHeHus. Kirouesble
cBelleHUs JuId 0Oe30macHOro npuUMeHeHus OyayT coaepkarbcsi B pazgenax 1 - 4 JIB, oxnako
pacripesielieHue WK IIMpoTa BOIMPOCOB OYIyT OTIMYATHCS OT OJHOTO Mpenapara K Apyromy. Hecmotps
Ha TO YTO HEKOTOpBIE MpernapaTbl MOTYT TPeOOBAaTh COCTABICHHS BOIPOCOB Ha OCHOBAHUU Pa3feiioB 5
niu 6 JIB, Takue ciydau, Kak mpaBuiio, peaku. Crnenyer yoeauThCsl BO BKIIOYEHHH B ONPOCHUK BCEX
KJIFOUEBBIX CBEJEHUI MO 0€30macHOMY MPHUMEHEHHUI0, HEOOXOIUMBIX I MONYYEHUS MOJT0KUTEIbHBIX
pe3yJIbTaTOB;

CyOBEKTHI W3 UCCIEQyeMbIX BBIOOPOK Hamboiee BEpOATHO MOTYT BocIosb3oBaThes JIB
paccMaTpuBaeMoro mpenapara (BKJIOYas yXaXHUBAKOWIMX JUI). TecTupoBarh BCe MNOMYJISLUU
MalUeHTOB TPH BCEX BO3MOXKHBIX OOCTOATENHCTBAX HE TpeOyeTcs, JOCTATOYHO BKIIOYUTH JIUIL,
CIOCOOHBIX MPEACTaBUTh, YTO Y HUX UMEET MECTO COCTOSIHHE, PYU KOTOPOM MpUMeEHseTcs npemnapat. Bo
n30e)KaHWe HEIONMOHUMAHUS HE JIOMYCKAaeTCs BKJIIOYATh CBEICHMsS, TpPEIHA3HAYCHHBIC IS
MEIUIMHCKUX PAOOTHUKOB W JPYrHX JIHI, paboTaloluX C JIEKApCTBEHHBIMU MNpenaparamu. Jluia,
3HAKOMBIE C JIEKaPCTBEHHBIM IpernaparaM, KaK IPaBWIO, HEIPUTOAHBI I NPOBEACHUS TECTUPOBAHUSA,
OJIHAKO OHU MOTYT CIIY’)KUTh UICTOYHUKOM LIEHHBIX PEKOMEHIALIUI Ha dTane MOArOTOBKU IU3aiHa;

NPUBE/ICHBI yOCAUTENbHbIC JOKA3aTEIbCTBA, YTO MPOTECTUPOBAHHBIC YYACTHUKH CMOTIIM HAWTH U
JOJDKHBIM ~ 00pa3oM  BOCIONB30BaThbess HMH(popMarmend. Bompockl, BKIIOYEHHBIE B  IPOTOKOI,
MOJIBEPTHYTCSl AKCIEPTHU3€ OTHOCHUTEIBHO TOT0, HACKOJIBKO XOPOLIO OHHM OTPa)KkaloT BbISBICHHBIC
KJIIOYEBbIE CBEJEHMUSA IO 0e30macHOCTH. Bompochl TOMKHBI OBITH OTKPBITBIMHU, JIOJDKHBI I1O3BOJISATh
YYaCTHHUKY MpPEJICTaBUTh ceOsl B ONpPENEeNeHHONW CHUTyallud U HE JOJDKHBI IOJICKA3bIBaTh €My OTBET,
conepxanuiica B JIB. Kaxapiit Borpoc 1omkeH ObITh COCTaBlieH HajuiexaiuM oOpa3oM. Hakorienue
JTAaHHBIX, PABHO KaK U HECIIOCOOHOCTh HAaXOXJAECHUS WM IOHMMAaHUS y4aCTHUKAaMU OJHOIO WM Ooiiee
3HAYUMBIX BONPOCOB, HEAOMYCTUMBI. DKCIEPTHI MPOBEPST 3a/laHHbIE YUaCTHUKAM 3HaYUMbI€ BOIIPOCHI U
COOTBETCTBHUE Ka)KJIOTO BOIIPOCA KPUTEPHUSM YCIEITHOCTH, BEIPAOOTaHHBIM J0 Havajia TECTUPOBAHUS.

7.2.1. UHTepnpeTaumsa KputepueBs ycnexa.

Kpurepuu ycnexa npezmnonaraioT, yTo 90 MpoLEHTOB IPaMOTHBIX B3POCIBIX JIUI JOJKHBI OBITH
CrOocOOHBI HalTH cBeneHus U 90 MPOLEHTOB U3 HUX JOJDKHBI OBITH CIIOCOOHBI OHATH MHpOpManuio. B
pamMKax JByX TpYII, KaxkJaas M3 KOTOpPhIX cocToUT u3 10 yyaCTHMKOB, HEOOXOAMMO, YTOOBI
uHpopmanus B JIB Opina Haiinena u nousara 16 u3 20 yyactHukoB. Eciiu pe3ynbTaThl HE JOTATHBAIOT 10
9TOM IpaHullbl, Heo0XoauMo nepecMoTpeTs JIB M mpoBecTu nomosHUTENbHOE TecTHpoBaHue. Ecimu
UCHOJb3YIOTCS AbTEPHATUBHBIE METO/Ibl TECTUPOBAHUSA, KPUTEPUU yCIieXa MOTYT ObITh HHBIMU. TeM He
MEHEE HE3aBUCHMO OT KPUTEPHUEB yCIeXa KaXAbld BOIPOC JOKEH CaMOCTOSATEIBHO YIOBIETBOPSTH
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TAKUM KPUTCPHUIM.
7.2.2. MoaroToBKa OoT4YeTa, BKNOYAEeMoro B gochbe.

[Ipu cocraBneHur OTYe€Ta, BKIOYAEMOTO B JIOChE, IMOAABAEMOTO YIOJTHOMOYEHHBIM OpraHam
rOCyJapCTB-4JICHOB, HEOOXOIMMO YYECTh OIyOJMKOBAaHHBIE peKoMeHmanuu. Kpome Toro, B oruer
1enecoo0pa3Ho BKIIOUUTH CIIETYIOIINE Pa3elibl:

7.2.2.1. KnroyeBble cBegeHnsa anst 6e3onacHoro NnpuMeHeHus.
Takue cBeneHHs] HEOOXOIUMO OIPEACNIUTh 3apaHee WHIUBUIYAIbHO IS KaXKIOro mpemnapara.

HeoOxonumo onucaTth, HA OCHOBAaHMU YE€T0 MOJYyUEHbI BOIIPOCHI, OPUEHTUPYSACH Ha KIIIOUEBbIE CBEICHUS
1o 6€30macHOMY MTPUMEHEHUIO.

7.2.2.2. BbI6Op y4acCTHMKOB U UX aemorpacuyeckme xapakTepucTuku.

HCO6XOJII/IMO OIMKMCAaTb, HACKOJIBKO TCCTUPYCMAA IMOIIYJAOHUA OTpaXacT HanOosee BCPOATHYIO
MOMyJIINHIO MMAIIMCHTOB paCCMaTpuBacMOro npernapara Kak 1o 1moJjry, Tak 1 o BO3paCTHOMY AUAIla30HYy.

B mensx wuckmodeHusi cuctemarudeckux ommuOok (bias) HeoOXoAMMO OmMUCaTh KPHUTEPHU
HEBKJIFOUEHUS ¥ YPOBEHb 00pa30BaHUs YYACTHUKOB.

7.2.2.3. AHanu3 no Kaxxaom npoTecTMpoBaHHOM rpynne.

['paduueckoe mnpeacTaBieHUE SBISETCA HAJUIeKAIUM CHOCOOOM JOHEeceHus HHGpOpMaIHH,
OJTHAKO TpaMKH TOJKHBI OBITH YETKO MPOMAPKUPOBAHBI U JIETKO MO1aBaThCsI UHTEPIIPETAIHH.

Ka;mmﬁ BOITPOC JOJIZKCH BBIACPIKATE COOTBETCTBUC KPUTCPUAM YCIICXaA.

HeoOxoaumo uaeHTUGUIIMPOBATH BOMPOCH], C KOTOPHIMU y YYAaCTHUKOB BO3HMKIIM 3aTPyIHEHUS.
OTu 3aTpyJHEHHS] MOTYT BO3HUKATh IIPU MOKUCKE U (WJIM) TOHUMaHUU HHPOpPMAIUH.

[Tpu ucmonbp30BaHUM TaKUX CYOBEKTHBHBIX KpUTEpHEB, Kak "nmerko", "c 3aTpyAaHeHUsMH" U T.1.,
HE00X0/IMMO ONHCATh, KAKMM 00pa30M YYacCTHUKM Haxouau uHpopmarmio. Heo0XoauMo y4uThIBATS,
YTO 3KCHEPTHI YIOJHOMOYEHHOI'O OpraHa roCy1apcTBa-wieHa HETaTUBHO OTHOCATCS K BBIPAKEHUSIM ''C
3aTpyaHeHUsIMU" WU "'c OOJNBLIIMMH 3aTPYAHEHUSIMH', TO3TOMY HEOOXOJUMO IPOAHAIU3UPOBATH,
HACKOJIBKO JIETKOCTh MOKCKa HH(opManuy Obljia yiIydilleHa Ipyu BHeCeHUH u3MeHeHuit B JIB.

HeoOxoaumo npennoxxuth u3MeHeHus k JIB, HampaBiieHHbIe Ha yCTpaHEHHE 3aTpyIHEHUH.
Heo0xoaumo moBTOPHO MPOBECTH TECTUPOBAHUE U COCTABUTH IO HEMY OTYET.

7.2.2.4. XapakTtepucTuka OOpaTHOW CBS3M CO CTOPOHBI YYAaCTHMKOB OTHocuTenbHO JIB u
MPEJCTaBICHNE U3MEHEHUH, YUUTHIBAIOLINX BCE BOIMPOCHI OOIIETO XapakTepa.

7.2.2.5. Bee Bepcuu JIB.

7.2.2.6. IlepBruHbIe AaHHBIE, IOJYYEHHBIE 10 PE3YJIbTATAM MHTEPBBIO, IPEICTABIIATh HE CIEAYET,
JOCTaTOYHO MPEIOCTAaBUTh PE3IOME YCTHBIX OTBETOB. Eciin moTpeOyIoTCs 1OMONHUTENbHBIE CBEICHUS, B
XO07I€ SKCHEePTU3bl OYAET CeaH 3alpoc 0 HEOOXOJUMOCTH €€ MpeICTaBICHHS.
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I/IH,I[I/IBI/II[yaJ'IBHLIe CBCACHUA O TCCTUPOBAHUHN KAXIOTIO YYaCTHUKA NPEACTABIIATH HE Tpe6yeTCH.
HOCKOHBKy TCCTUPOBAHHUIO TIOABCPracTCAa .HB, a HC YYAaCTHHKH, TaKHUC HOAHHBIC HC ABJISAKOTCIA
3HaAYUMBIMU.

7.3. O6cTosiTenbCcTBa, TPEOYOWME NPOBEeAeHUA TECTUPOBaHUA

Ecmu IIPOBOAUIIOCHE ITOJIB30BATCIBCKOC TCECTHPOBAHUEC, B JOChEC H606XOI[I/IMO BKJIIOUHTH
NMOATBCPIKACHUC  3TOTO. HpI/I peructpanguu  BOCIPOU3BCACHHOI'O  JICKAPCTBECHHOTO  IIpeliapaTa
(6HOElHaJIOFa) 3asABUTCIIb TAKIKC MOKCT IPOBOJUTH MTOJIb30BATCIBCKOC TCCTUPOBAHUC. Bwmecte ¢ TeM 310

HC O3Ha4acT, 4To HCOGXOI[I/IMO MMPOBOAUTL IIOJIB30BATCIIBCKOC TCCTUPOBAHUC (CFO aHaﬂora) I BCEX
JIB.

HpI/I IMPOBCACHNUHN II0JIB30BATCIBCKOTO HIIM HWHOI'0 TECTHUPOBAHUA HGO6XOJII/IMO HCIIOJIB30BAaTh
HOJ'IHOLIBCTHBIﬁ maker JIB JCKApCTBEHHOI'O IIp€riapaTra, BBOJUMOI'O B 060pOT. He JOITyCKaCTCA
HCIIOJIb30BATh TCKCTOBYIO BCPCHUIO, ITOCKOJIBKY JIU3aiH U BEPCTKAa OKA3bIBAIOT CYHICCTBCHHOC BJIMSIHHC
Ha CIIOCOOHOCTH nalueHTa HAaXOAUTh U ITIOHUMATh KIIFOUYCBBIC CBEACHUA 1A 0e30I1acHOro IMPUMCHCHMU.

JIB nexapcTBEHHBIX IPENapaToB, BBOAMMBIX MEIUIIMHCKUMHU pPaOOTHHUKAMH B OOJBHUYHBIX
YUPEXKICHHUAX, TaKXKEe MOTYT COJAEp)KaTh JaHHBIE, MOATBEpKAAIOIINE COOMIOJeHne HOpPM pasnena 4
HacTosmux TpeboBaHuUi.

B cnenyrommx cnmyuasx 3asButento  ([APY) cmemyer mpegycMoTpeTs  NpOBEACHUE
MOJIb30BATEIHCKOTO WIIM aHATOTHYHOTO TecTUupoBaHus JIB, mockonbKy mpencTaBieHue ero pe3yibTaToB
OyzerT crmocoOCTBOBaTh MPEAYNPEKICHUIO BO3MOXXKHBIX 3aMEUaHHM YIMOJTHOMOYEHHBIX OpraHOB
(3KCHEpPTHBIX  OpraHu3aluil) TrOCYJapCTB-WIEHOB  OTHOCUTEIBHO  HEHAJJIEKAIIEro  KauyecTBa
nH(popMalLnH, NPEJCTABIIEMON MAllUEHTY:

JICKApCTBCHHEBIC ITpe€rapaThbl, COACPKAIUE HOBBIC XUMHUUYCCKHUE COCANMHCHUA WJIU BBIITYCKACMbBIC B
MMPUHIUIIMAIIBHO HOBBIX JICKAPCTBCHHBIX (bOpMaX;

JICKApPCTBCHHBIC NIPCIIAPAThI, IOABEPTIHHUECCI NU3MCHCHUIO YCJIOBI/Iﬁ OTIIYCKa,

JICKApPCTBCHHLBIC IIPCIIapaThbl, B PAHCC HpOTeCTI/IpOBaHHHﬁ JIB KOTOPBIX BHCCCHBI CJIICOAYIOIIUC
3HA4YUMBIC HOBBIC CBCACHUA 110 0e30IacHOCTH:

nobaBiieHHe  OOJBIIOTO  KOJIMYECTBA HOBBIX KIMHUYECKHX peKoMeHmamuid (B oObeme,
MPEBBILIAIONIEM €IUHUYHBIE CJI0Ba WU (pa3bl) BCIEICTBUE OIPAaHUYCHUN B CBA3H C O€30MaCHOCTBIO;

BKJIIOUCHHUC HOBBIX HOHy.]'I?II_[I/Iﬁ MMagueHTOB KaK CJICACTBHUC pPaCHIMPCHUA MOKa3aHui K
NMPUMCHCHUIO IIpCriapara.

OTH U3MEHEHUS! MOTYT MPUBECTH K CMEIICHUIO OJIOKOB TEKCTa 3a4acTyl0 C YMEHBIICHHEM KerJis
mpudTa, NepeopueHTanuy HHGOPMAIUK, U3MEHEHHIO JW3aiiHa M BEPCTKH 3a4acTyIO0 C BKIIOYCHHUEM
JIOTIOJTHUTEBHBIX KOJIOHOK WM Tiepexony K Qopmary Oykiera. YKazaHHbIE W3MEHEHHs IH3aiiHa,
KOTOpble HE OBUIM MpOBEpPEHbl B paHEe MPOBEICHHOM I10JIb30BATEILCKOM TECTUPOBAHUU HIIH C
IIOMOILBIO IIPOBEIEHHOIO CBA3YIOIIEro uccienoBanus, 3assutento (JPY) ciaenyer paccmarpuBarh Kak
OCHOBAHME JJIsl TPEJICTAaBJICHUS JIOTIOJIHUTENbHBIX JaHHBIX, MOATBEPXKIAIOMUX COOII0IeHE
TpeboBanuil pa3zaena 4 Hactosaumx TpeOoBaHUI.

www.consultant.ru CrpaHvua 136 n3 194
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

3a yacTHBIMU PCKOMEHAAIUAMHA 3asABUTCIISIM PCKOMCEHAYCTCA O6paH_IaTLC$[ 3a KOHCYJ'IBT&I_II/ICI\;I B
YHOOJHOMOYCHHBIC OPraHbl rOCY AapCTB-YJICHOB.

IIpyr BHECEHMH CYyHIECTBEHHBIX WU3MEHEHUM B JAU3AailH U BEPCTKY paHee IMpoTecTupoBaHHOro JIB
3a4acTylo TpeOyeTcs CKOPPEKTHPOBAaTh €ro pa3Mepbl JIMCTa, YTOOBI COOTBETCTBOBATH HOBBIM
MIPOM3BOJICTBEHHBIM MOITHOCTSIM. Eciin opueHTaIus u pacrosjokeHne WHPOpMAIMH HE HU3MEHSETCS,
MIPOBEJICHUE JIONIOTHUTEILHOTO TECTUPOBAHUS UJTU CBSI3YIOLIETO McclieAoBanus He Tpedyercsa. C npyroi
CTOPOHBI, U3MEHEHHE OPHUEHTAIlMU CTPAHUIIBI U (WJIM) pa3Mepa TEKCTa M BBEACHHUE aTbTEPHATHBHBIX
¢dbopmatoB (mepexon Ha dopMmaT OykieTa) cleAyeT paccMaTpHBaTh Kak OCHOBAHHE JJIsl MPOBEICHUS
JIOTIOJTHATEHHOTO  CBS3YIOIIETO WCCIEAOBaHUs, (POKYC-TPYNNbl WIX B HEKOTOPBIX  CIIy4asix
ITOJIHOLIEHHOT'O MTOJI30BaTEIbCKOI0 TECTUPOBAHUS.

Ecnm mMapkupoBKa CIy»KUT HENsAM JOBEACHHS MH(OpMaInu, YKa3aHHOW paszenioM 4 HaCTOSIINX
TpeboBanuii, 3TO Takke cleAyeT pacCMaTpUBaTh KaK OCHOBAHUE JJISl IPOBEACHHUSI MOJIb30BATEIHLCKOTO
TECTUPOBAHUS.

[Tonp3oBaTenbckoe WJIM aHAJOTMYHOE TECTHPOBAHUE HE TpeOyeTrcs, eCiIM HW3MEHEHHs He
npeanonaratoT BHecenue B JIB HOBoro cioBa mim (pasbl B paHee MPOTECTUPOBAHHBINA pa3fesl WK MpU
U3MEHEHUU JW3ailHa M BEpPCTKUM HE BIMSIIOT Ha pacHoOJIOKEHUWE WM pa3Mep IpeacTaBICHHON
nH(pOpMaLINH.

7.4. NpoBeneHue cBA3yHOLWero uccrnenoBaHus.

[Tonsitue "cBs3piBaHue" npumensiercs k JIB, koTopble mpoctarouyHo OnM3KHM (1MOJO0OHBI) Kak IO
cojepxaHuto, Tak u Bepctke. [lpu cBs3piBanuu 31 ycnemiHoe mojb30BaTeNbckoe TecTupoBanue JIB
pomurensckoro JIB MOXKHO HCIONB30BaTh B KadecTBE OOOCHOBAaHUSI HE TPOBENEHHS TECTHPOBAHUS
aHanornyHselx JIB nouepHux JIB. B HekoTopeix ciywasx npodepHue JIB moryT monararbcs Ha
pe3yJIbTaThl TECTUPOBAHUS HECKOJIBKUX poaAuTeIbCKux JIB.

[Tockonbky fu3ailH M BepcTka HMH(POPMALMU  SABISIOTCS  KIIOYEBBIMH  (pakTopamu ee
HCIIOJIb30BAaHUs U NTOHUMAaHUs, B LEIAX YCIELUIHOrO CBA3BbIBAHUS J0o4YepHUE JIB TOJKHBI UMETH TOT XKe
JIM3aifH, BEPCTKY M CTWJIb HM3JIOKEHUs, 4To M poautenbckuil JIB. CsaspiBanue He Oyner omo0peHo
YIIOJIJHOMOYEHHBIM OPTaHOM I'OCyAapCTBa-4eHa, €CJIN ITH YCIOBUS HE BBIICPKABAKOTCS.

7.4.1. KnouyeBble cBeaeHus ans 6e3onacHoOro NnpMMeHeHus.

B memsx ycmemHOro mosb30BaTENbCKOTO TECTUPOBAHHMS HEOOXOIUMO 3a0JaroBpeMEeHHO
OTIPEACTUTh KIIFOUEBbIe CBEACHMS AJsi 0€30MacHOr0 MPUMEHEHHUsS pacCMaTPUBAEMOTO JIEKaPCTBEHHOTO
npemnapara. /g Kaxaoro JeKapcTBEHHOTO MpenapaTta 3TH CBeAeHHS OyayT pasnudaTthesi. ONMpOoCHHMK
JIOJDKEH YYUTBIBATh 3THU KIIFOYEBBIE CBEJICHHUS M COAEPKAaTh MOATBEPKACHUE TOrO, YTO MAIMEHTHI
CIIOCOOHBI HAWTH W TIOHATH STHU CBEACHHUS C IIEJbI0 O€30MacHOT0 TPHUMEHEHUS JIEKApCTBEHHOTO
npernapata. [logoOHOEe MOIB30BATENBCKOE TECTUPOBAHUE BIIOCIEACTBHM MOXHO HCIONb30BaTh B
kauecTBe 00ocHOBaHus JIB, cocTaBieHHOTo TeM ke crmocoOOM B OTHOIIEHHH POJICTBEHHOTO Iperapara.
B cBs3yromeM #cciefoBaHUN KIIOYEBBIE CBEICHUsS sl 0€30MacHOr0 MPUMEHEHUs, COoJepKalluecs B
ponuTenbekux U godepHux JIB, momkHbI ObITh MAeHTHYHBIMH. OJHAKO CBEIEHUS MO OE30MaCHOCTH,
BBI3BIBAIONINE OCOOBIC OTIACCHHUS, HEOOXOIMMO MTPOTECTUPOBATH B OTHOIIEHUH KaXI0TO JouepHero JIB.

7.4.2. PopmaT, AU3aH U BepcCTKa.
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Juzaiin n Bepctka JIB ABISIOTCS OCHOBONOJATalOIIMMU AaCIEKTaMU IOJY4YEHMs NalMeHTaMu
KIIIOYEBBIX CBEJCHMH 1O Oe30macHOMYy NPHUMEHEHMIO JIEKapCTBEHHOIO IIpernapara. 3ajiorom
YCIICIIHOCTH CBSI3bIBAHUS ABISIOTCS OOIIMIA TU3aiiH U BEPCTKa POAUTENBCKUX U qoyepHux JIB. O6mue
JU3aiH U BEPCTKa BKJIIOYAIOT B €€0sl CIIEIYIOLINE BaXKHBIE ACHIEKTHI:

TapHUTYPY U Kerib pUQTa;

3aroJIOBKU U M0/3arojI0BKH, BKIII0Yasi OJIHOPOJHOCTh UX PACIIONI0KEHUS;

pasmepsl JIB, BKIt04ast KHKHYIO (aJIbOOMHYI0) OPUEHTALNIO CTPAHHIIBI U YUCIIO KOJIOHOK;
UCIIOJIb30BaHUE 1IBETOB U BBIOOP 1IBETOBON TaMMBbI;

CTHJIb M3JIOKEHUS U (POPMYITHUPOBKH;

BEPCTKAa KpUTUUYECKUX pa3aenoB JIB, kacaromumxcsi 6€3011acHOCTH; UCIOJb30BaHNE TUKTOTPAMM.

Kaxnapiit HOBBIM gu3aiin JIB (C KOHKpPETHBIMH pa3MepaMu) WIM Bapuanuu B (opmare
IpeJCcTaBiIeHUs (Hampumep, OYKIEeT) JO/KHBI HPOMTH HECKOJBKO YCHEHIHBIX I0Jb30BATENbCKUX
TECTUPOBAaHUM, 4YTOOBI JOMYyCKalOCh WCIHOJb30BaHUE oOcTaibHbIX JIB, cxoxux mno ¢opmary, B
CBA3ylOIleM  HccienoBaHud.  KomndecTBO  HEOOXOAMMBIX — IOJIB30BATENBCKUX — TECTUPOBAHHM
KOHKpeTHOro ¢opmara OyAeT 3aBUCETb OT CIIO)KHOCTH IPEICTaBIIsIEMOW HH(POPMALUU B KAXKIOM
KOHKPETHOM CIy4ae U MOJUJIEKUT ONPEAETICHUIO B MHANBUIyaJIbHOM MOPSIJIKE.

7.4.3. NpuMeHeHMe NPaKTUKN CBA3bIBaHUA.

Hixe YKa3aHbl 00CTOATENLCTBA AOIIYCTUMOCTH  CBA3bBIBAHUA C  aHAJIU30M  KPUTCPHUCB
MMPpUCMIICMOCTH. Bo Bcex ClIydasx meyicBad IMomyJjadnus mauiuCHTOB JOJIKHA OBITh OJIMHAKOBOM.

a) Pacimmpenuie nuHenku.

Cesi3pIBaHMe, KaK MPABUIIO, TOIMYCTUMO B OTHOIIeHNH JIB ¢ Toif ke hapMakoIorn4ecku akTHBHOU
YaCThI0 MOJIEKYJbI JEHCTBYIOIIETO BEUIECTBA MIPU PA3IMYHBIX JO3UPOBKAX M MyTAX BBEACHUS. B aTHx
cllyyasix B kauecTBe poautensckuM JIB nomken BeicTynath JIB, cogepkamuii Hanbosee CIoxKHY0 JUIs
narueHTa MHGOpMaIHIo.

Hanpumep, JIB Ha auazenam B JekapcTBeHHOW (opme "pacTBop Ui mpueMa BHYTPH' MOXKHO
BbIOpaTh B KauecTBe poauTensckoro JIB Ha auaszenam B TabneTkax (nouepuuit JIB).

Ecnu nexapcTBeHHBIN Ipenapar UMEET COCTaB, KaK IPABUIIO, HE MOCTABIIAEMbIN IMALIMEHTAM JIs
CaMOCTOSTEIIBHOIO MPHUMEHEHMs, cooTBeTCTBYronMil JIB mMoxkHO cBs3ate ¢ JIB Toro ke mpemnapara,
IIPUMEHSEMOI0 CaMOCTOSITEIILHO.

Hanpumep, JIB Ha MHBEKIMOHHBINA TuazenaM (JOoYepHU) MOXKHO cBsi3aTh ¢ JIB Ha nuazemam B
JIeKapCcTBEHHOH (opme "pacTBOp AJst MpueMa BHYTPh'" (POIUTEIBCKUI).

Ecan MNOTCHIUAJIIBHO CXOXKHC IMPCIIapaThl Tpe6y10T IMOHMMaHHg MTAaOUCHTOM CYUICCTBCHHO
pa3IMyaroLIUXCsl CIOCO0O0B MPUMEHEHUS, IPUMEHSIOTCS pa3INyuHble KpUTEPUH (HAallpUMEp, UHTaISITOP U
mwiacTelpb). B gaHHOM ciiydae HeoOxogumo OyJaeT o0ecneuuTh YCHENIHOE MPOXOXKIACHHE
M0JIb30BATEIbCKOTO TECTHPOBaHMS HMH(OpManny, Kacaloomiedcss pexuMa go3upoBaHus. OpHaKo
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,I[O‘lepHI/Iﬁ JIB MoXeT mojiaratbcsl Ha PE3YJIbTAaThI MMOJB30BATCIBCKUX TeCTHpOBaHHﬁ, IMPOBCACHHLIX Ha
JIMCTKAX HCCKOJIBKUX ITPpETIapaToB.

Hanpumep, x JIB Ha vHransauuoHHbIl cainbOyTamos (04epHUil) MOXHO NPUMEHUTH "IBOIHOE
cBsi3bpIBaHME", CBs3aB ero ¢ JIB Ha mpenapar canbp0yTaMosna Juist IprueMa BHYTPb, TTPOIISANITHI YCISITHOS
MOJIb30BATEIHCKOE TECTHPOBaHUE (B 4acTH WHGOpPMAINH, Kacaromencs: (hapMaKoIOrHdecKn aKTHBHON
4acTU MOJIEKYJbl JIeHCTByromIero BemlectBa), U JIB Ha mpemapar OekjoMera3oHa € WACHTUYHBIM
HHTANATOPOM (B 4acTu MH(OPMALIUHU, KACAIOUIEHCS TOCTaBKH).

Ecnu moprdens KoMIaHMM BKIOYAEeT B ceOd pAd CTAaHIAPTHBIX JICKApCTBEHHBIX (GOpPM IUis
MECTHOTO IpPUMEHEHHUs (Ma3MW; KpeMa; TIJla3Hble, YIIHbIE M Ha3ajlbHblE KalllM WM Ma3u (Kpema),
IpenapaTsl JUIsl KOXKH BOJIOCHCTOMN 4acTH T'OJIOBBL, IOCHOHBI), OT/I€IbHOE TECTUPOBAHNE UHCTPYKLUN 110
MIPUTOTOBJICHUIO U TMPUMEHEHUIO MpernapaTa B HOpME He TpeOyeTcs, e€CiM TOJIbKO OHM HE COJep)Kat
HEMPOTECTUPOBAHHBIE TUKTOIPAMMBI.

[Tpu sTOM coxpansieTcsa TpeboBaHHE 00 OAMHAKOBOCTH AM3aiiHa, BEPCTKH M CTUIS W3IIOKEHUS
nouepHux JIB;

0) JIeKapCTBEHHBIE MPETapaThl U3 TOTO ke (apMaKOJIOTHIECKOTO KIlacca.

Cas3pIBaHMe, KaK MPaBUJIO, MpUEMIIEMO B oTHoIIeHUH JIB Ha iekapcTBEeHHbIE penapaThl U3 TOro
K€ TEpareBTHUYECKOr0 KJlacca NPH YCIOBUHM CXOXECTH KIMHUYECKUX CBEJICHHW, COJEp)KAIIUXCA B
CBOJHOM XapaKTepHCTUKE IpenapaTa (1, Kak cienctsue, nHpopmauuu B JIB). BaxkHo, 4T0OBI KiIt0U€EBbIE
CBe/IeHUS MO 0e30macHOMY NMPHUMEHEHMIO POJCTBEHHBIX IpenapaToB ObUIM CXOXHMMU. BMmecte ¢ Tem
¢dopmar u Bepctka JIB, monBepraeMbIx CBSI3bIBAHUIO, JOJDKHBI ObITh OJJUHAKOBBIMU. DTO O3HAYAET, UYTO
nodyepHuii JIB Heo0XoauMO mepecMOTpeTh U MPUAATh €My JHM3aifH, BEPCTKY U JIMHTBHCTUYECKUN CTHIIb,
KOTOPBIE  COOTBETCTBYIOT  pOAMTENbCKOMY JIB, KOTOpBIM  mOJABEpPrCs  IMOJIB30BATEIBCKOMY
TECTUPOBAHUIO.

TepaneBTuyeckn CXOXKME MpemapaTsl - 3TO Ipylla JEKapCTBEHHBIX IIPENapaTroB CO CXOKUM
MEXaHU3MOM AeicTBusl. Huke mpUBOIATCS NMPUMEPBI, NPU 3TOM BKIIIOUYEHUE ITUX TEPANEBTHUYECKU
CXOKUX IMPUMEPOB B MpeziesiaX KOHKPETHBIX KJIACCOB HEOOA3aTeIbHO 03HAYAET, YTO CBS3bIBAHUE OyJET
yIIOBJIETBOPATH BceM TpeOoBaHMUAM B oTHOLIeHUHU JIB Ha cremyromue KaTeropiy Mpernaparos.

CEpAECYHO-COCYUCTBIE NTpEenapaThl:

THA3UIHBIC U JUYPETUKH MOJOOHOTO IEHCTBHS;

ﬁ -aJIpeHOOJIOKATOPHI;

WHTHOUTOPHI aHTHOTEH3UHIIPEBpaIIaroero pepMenTa;
CpPEACTBA, BIMAIOIINE HA LEHTPAJIbHYIO HEPBHYIO CUCTEMY:
CEJICKTHBHBIE UHTHOUTOPBI 0OPATHOTO 3aXBaTa CEPOTOHUHA;
TPULIMKIIMYECKUE U CXOKHUE aHTUICIIPECCAHTHI,

AHTUT'UCTAMHUHHBIC IPCIIapaThIl;
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OeH30/11a3eUHBbI;

OIIMOU/IHBIE aHAJIBI€TUKH;

IPOTHUBOMHUKPOOHBIE MTPETIapaThl:
NEHULWIINHBL, [eQalOCTIOPUHBI U MAKPOJIH/IBI;
MIPOTUBOTPUOKOBBIE TIPEapaThl;

CPE/CTBA, BIMSIOIIUE HA KOCTHO-MBIIIEYHYIO CHCTEMY: HECTEPOUHbIE POTUBOBOCHIAINUTEIIBHBIE
Ipernaparsl;

SHAOKPHUHOJIOTHYICCKHUC JICKAPCTBCHHBIC ITPCIIAPAThI: INNTFOKOKOPTHKOUBI;
MMPOTHUBOOITYXOJICBBIC JICKAPCTBCHHBIC ITPLCIIAPAThI: AJIKUJIINPYIOIIUC HUTOCTATUKHA,
JICKApCTBCHHLIC IpCriapaThl, UCIIOJIB3YCEMBIC IJII BHYTPUBCHHOI'O ITUTAHUSA

JICKApCTBCHHLIC MpCrapaTrbl, MPUMCHACMBIC B AaKYHMICPCTBC KW T'MHCKOJOrMU: IICPOPATIbBHBIC
KOHTpalUCIITUBEI,

JICKApPCTBCHHBIC NIPCIIAPAThl, paCCMAaTPUBACMBIC B KAY€CTBC YJICHOB O,[[HOI>'I I'pyniibl HAa OCHOBaHHUU
o0lactTu ux MNPUMCHCHUA, HO KOTOPBIC (I)aKTI/IqCCKI/I COACpKAT mpcraparbl € pa3invdarOIIUMUCA
MEXaHU3MaMu I[GIZCTBI/I?I N KIIOYCBBIMH CBCIACHHAMU II0 6630HaCHOMy IMPUMCHCHUIO, IMOABCPIrarOTCA
OKCIICPTU3C B UHANBUAYAJIbHOM IMOPAIAKE.

B otHOmeHnn CIICAyIOIUX JICKAPCTBCHHBIX IMPCIIapaTOB, KAaK IIPaBHUIJIO, HCBO3MOXHO ITPOBECTHU
YCICHIHOC CBA3BIBAHUC BCICACTBUEC POSHAINNXCA KIMHUYCCKHUX aCIICKTOB UX HeﬁCTBHH U IIPUMCHCHMUS:

AHTUAPpUTMHUYCCKUC ITPETIapaThbl, TAKUC KAK aMUOJAapPOH U AU30IMUPaAMU;

NPOTHBOAMMJICTITUYCCKUE MPENaparhl, TaKHE KaK BaJbIIPOEBasi KHUCIIOTA, JIAMOTPHIDKHH U
(dheHuTOUH;

001€3HB-MOTUPUITUPYIONTHE TIPOTHBOPEBMATHIECKHE TIPENapaThl, TAKUE KaK Mpernaparhsl 30J10Ta U
MeHUIWJUIAMUH.

B TEPANICBTUYCCKUX obnacTaX ¢ OOJBIIMM KOJIMYECTBOM JICKAPCTBCHHBIX IIPC€IapaToB C
pasiindaromuMucsa MEXaHU3MaMUu ILGP’ICTBI/Iﬂ, HO MCHEC KPUTUYHBIMHU KIIFOUCBBIMU ACHCKTAMH JJI1
0e30I1acHOro NNPUMCHCHUA BO3MOKHO CBA3BIBAHUC, HAIIPUMCP!

AHTAIUA0B U CIIa3MOJIMTUYCCKUX NPCIIapaToB,

IMPOTHUBOKAIIJICBBIX IPCIIapaTOB;

BUTaMHHOB;

npenaparTroB AJI OPOIICHUS ITOJIOCTHU pTa,
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npenapaTroB U3 Irpymniibl KEPATOJIIUTUKOB.

B OonpummHCTBE CilyyaeB B KadecTBE pOAUTENbCKOro BbiOupaercs JIB, coxpepskarmii
nHPOPMAIINIO, MAKCUMAJIBHYIO TI0 OXBAaTHIBAEMBIM aCIIEKTaM;

B) OJIMHAKOBBIEC KITFOYEBBIE CBEACHHS 110 0€30M1aCHOMY MPUMEHEHHIO.

Eciu xmroueBble cBeleHuss MO 0Oe30macHOMY MPUMEHEHHIO, YCTAHOBIIEHHBIE I pAla
JIEKapCTBCHHBIX IIPENaparoB, CX0XkH, a JIB cnpoekTMpoBaHbI, CBEPCTaHbl W HAIUCAHBl WJCHTHUYHBIM
CIOCOOOM, CBSI3bIBAHUE JIETKO MOAJAETCS 000CHOBAHHUIO;

r ) OIHOPOJHOCTD MOIMYJIAHUHN ITAIITUCHTOB.

JlexapcTBeHHbIE IIpenaparhl B IIpesieax 0OJAHOIo Kilacca, Kak paBuilo, IPUMEHSIOT Y OJIHOM U TOM
e TOMyJsUU MaluueHToB. Bmecte ¢ TeM HeOONbIIOE KOJIMYECTBO IpENapaTroB NPUMEHSIOT B
HECKOJIbKMX TEpaneBTUUECKUX O00JIaCTAX, HANPUMEDP, TITIOKOKOPTUKOUIB. B Takux ciydasx MOKHO
npuOErHyTh K JBOIHOMY CBSI3bIBAHUIO, YOSAUBIIUCH, YTO poAuTenabckue JIB, ¢ KOTOpbIMU CBS3BIBAIOTCS
nouepnue JIB, 0XBaThIBAaIOT Bce KIIFOUEBBIE CBEJICHUS MO O€30MacHOMY MPUMEHEHHIO, 00YCIOBICHHbBIC
MPOTUBOMIOKA3aHUSMHU, OCOOBIMH YKa3aHHUSIMH, MEpaMHU MPEIOCTOPONKHOCTH U HEKeNaTeIbHBIMU
peakIUsIMHU, a TaKXK€ YUYUTHIBAIOT BOIPOCHI, OTHOCSIIMECS K MOKa3aHMUSIM K MPUMEHEHUIO U PEKUMY
J03UPOBAHUS;

1) KOMOMHUPOBAHHBIE MTPEeNapaThl.

JIB Ha KOMOMHHMPOBaHHBIN IpenapaT B LEJIOM CJIEeyeT paccMaTpuBaTh B KAU€CTBE POJIUTEIHCKOTO
JIB nis ueneii cBsA3bIBaHUS OTAENBHBIX KOMIIOHEHTOB aodyepHux JIB. HeoOxomumo yOeauTbes, 4To BCe
KIIIOYEBbIE CBEACHUS 10 0€30MacHOMY NMPUMEHEHHIO OTJIEIbHBIX KOMIOHEHTOB BKJIIOUYEHBI B OIPOCHUK
komOunupoBanaoro JIB. J[lomyckaercss ucmons3oBaTh JIB OTHENBbHBIX KOMIIOHEHTOB B KadecTBE
ponutenbekux JIB u cBs3pIBaTh KOMOMHUPOBaHHBIN JIB B KauecTBe AOYepHEro mpu yClIOBUH, UYTO BCE
pa3Inuus B €ro BEPCTKE W JUIMHE YCIIEHIIHO BBIIEPKAJIH I0JIb30BATEIBCKOE TECTUPOBAHUE B PaMKax
IIPENapaToB, BXOAMMUX B HOPT(ETh KOMIAHUH;

e) KpaTKue JIB JICKAPCTBCHHBIX NPCIIapaToOB C BTOPOCTCIICHHBIM TCPAIICBTUYCCKUM JICUCTBHUEM.

Kparkue JIB Ha Takue mpenaparbl, Kak MpaBWIO, HE TPeOYIOT MPOBEICHHS MOJIb30BATEIHCKOTO
TECTUpOBaHUs. J[0CTaTOUYHO mojaraTbCs Ha YCHEIIHbIE TECTUPOBAHUSA, IPOBEJCHHBIE B OTHOILICHUU
JIpyTux IpenapaToB B paMKaxX MOPTQess KOMIAHWUM, JaXe €CIM OHM He NPUHAJUIekKAT TOMY JKe
TEpaneBTUYECKOMY KJIacCy, HalpuMep BoJa /ISl HHbEKIIMMA, KPEMBbI Ha BOJIHOM OCHOBE, TJIa3HbIE KAIUIU C
T'HJIPOKCUIIPONUIMETUILEIIIIOI030H (TUIIPOMEIIO30H);

) Oe3perenTypHble Mpenaparsl ¢ pa3InuYHbBIMU BTOPOCTENECHHBIMU KOMIIOHEHTaMH.

be3penentypHbie mpenaparbl ¢ HECKOJIBKMUMHM HHIPEIMEHTAMHU MOXHO cBsizaTh ¢ JIB, xotopsie
YCTEIIHO TPOILIN TECTUPOBAHUE OCHOBHOTO KOMIIOHEHTA, HAIIPUMEP, KOMOMHUPOBAHHBIE aHAIBIETUKU
Ha OCHOBE maparietTamoia. TpeboBanue 00 oguHakoBocTH Gpopmata JIB coxpansercs.

3) TUKTOTPaMMBbl.

HI/IKTOFpaMMBI, SBJIAOIIUECA 3JICMCHTOM COOCTBEHHOT'O CTHIIA KOMITaHUH, IIOAJICKAT IMPOBEPKE B
paMKax IMOJIb30BaATCIIbCKOTI'O TECTUPOBAHU. B nemsax YCIICHIHOTO CBA3BIBAHUA MMUKTOIPAMMBI JOYCPHUX
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JIB OHM IOJKHBI UMETH TOT K€ AW3aiH, pa3MEPBI U LIBETHOCTh, YTO U POIUTENILCKUN JIB;
1) CBS3BIBAaHUE MEXTY KOMITAHUSIMHU.

Kaxnas xommaHus JOJKHA ONUPaThCA Ha COOCTBEHHbIE JaHHble. OJIHAKO NpU HATUYUU
paspelieHus Ha JOCTyl K KOMMepYeckoi WH(GOpMaIluu OJHA W3 KOMITAHWW BIpaBe MCIOJIb30BaTh JIB
JIPYTrOo¥ KOMITAHWH TPU YCIOBWHU, YTO MX JICKAPCTBEHHBIC MpernapaThl OJMHAKOBBIC (32 MCKIIIOYCHHEM
nH(popMallii 0 KOMIIaHUM). B yka3aHHBIX ciy4asx Ju3ailH UM BepcTKa paccMarpuBaeMbIx JIB momxHbI
OBITh UJCHTHYHBI TI0O BCEM PACCMOTPEHHBIM BHINIE acrekTaM. Vcmoiap30BaHUE Pa3NMYHBIX JIOTOTUIIOB
KOMIIAaHUM JOIYCTUMO NPH YCJIOBHUM HX OJMHAKOBOTO pacrojiokeHus B ABYX JIB u 3aHsaTud umu
cxoxell miomanu. HeobOxoaumo Takke NpeNCTaBUTh JAEKJIApallio, 4YTO 3asBUTEIb O3HAKOMIIEH C
JAHHBIMM TECTUPOBAHUS HA OPUTMHAJBHBIA IMpEnapar M IMOJATBEPKIAET, YTO MOJb30BATEIbCKOE
TECTUPOBAHUE OBLIIO YAOBICTBOPUTEITHHBIM.

7.4.4. CocTaBneHue n nogaya cBA3ylLlero otyera.

Kaxxnoe peructpaiimoHHOE TOChe TOJKHO COJEPKaTh JaHHBIE, MOJITBEPKIAIONINE CIIOCOOHOCTH
MAlMEHTOB HAXOJWUTh M TOHUMATh CBEICHHS, HEoOXoammble s Oe3omacHoro M 3¢P¢GEeKTUBHOTO
npuMeHeHus. CBS3YIOMUA OTYET - 3TO OTYET, HE BKIIOYAIOIMIUA B Cce0S OpPUTHMHAIBbHBIC JTaHHBIC,
nojaHHbeie B oTHOmEeHWH poautensckoro JIB. ITlepen yrtBepxkaeHumem mouepuero JIB HeoOxommmo
MPEJICTaBUTh PE3YJIbTAThl IOJb30BATEIBCKOTO TECTUPOBAHMUS poAuTeabckoro JIB u monmyuuth ux
onobpeHue. DTo He MPEMATCTBYET OJJHOBPEMEHHOM Mogaue Heckoabkux JIB Ha sakcnepTusy;

a) BBISIBJICHUE KJIFOUEBBIX CBEACHUMN IS 0e30I1acHOro IMPUMCHCHMUA.

B otyere o cBs3bIBaHMM HEOOXOAWMO, B TIEPBYIO O4Yepellb, YKa3aTh KIIIOUEBHIE CBEACHUS II0
0e30macHOMY MPUMEHEHUIO, cojaepxkamiuecss B godepHeM JIB, u mokas3arb, Kak OHU OBLIM YYTEHBI B
TECTUPOBAaHUM, MPOBEACHHOM ¢ poauTenbckum JIB. Ecnu kitoueBble CBeeHHUS HE HACHTUYHBI (3TO
XapakTepHo Juisi MHorux JIB, mojaBeprmmxcsi CBsI3bIBaHUIO), B CBS3YIOIIEM OTYET€ HEOOXOAMMO
KPUTHYECKH OLIEHUTh 3TH Pa3jindyMs U BKIIOYUTh UX B ONPOCHMK Ha JouepHuil JIB. HeoOxoaumo
IIPOAHAIU3UPOBATH CXOXKECTh KIIOUYEBBIX CBEACHU;

0) BOIIPOCHI JU3aifiHAa U BEPCTKHU.

B o0ocHoBaHuE CBS3YIOIIETO HCCIEIOBAHUS HEOOXOIWMO MPOBECTH KPUTHUYECKOE CPABHEHUE
JIM3aliHa U BEPCTKH IOYEPHUX U poauTesibckux JIB, a Takke BBISBIECHHON CX0XKECTH;

B) CJIO’KHOCTh CBEJICHUI U CTHIISI M3JI0’KCHHUS.

HeoOxoaumo mpeacTaBUTh aHAIU3 CBEICHUI, COAEpKAIIUXCSI B POJUTENLCKOM U fgouepHeM JIB,
He00X0IUMO TIPOAHATM3UPOBATh U CPABHUTH CTHIIb U3JIOKEHUS, UCIIOb30BaHHbIN B 3THX JIB, a Takxke
CHOBA IIPOAHATU3UPOBATH CXOKECTh U CUHEPTHU3M.

B kaxxzom otuete cieayetr oTpa3uTh BCE BOMPOCHI OOIIEro XapaKkTepa, BOZHUKIIHNE Y YIaCTHUKOB

B XOJI¢ TOJIb30BATEIHCKOTO TECTUPOBAHMS, KAaCAIOIMMECs TOHPABUBIIUXCS W HE TOHPABUBIIUXCS
acrektoB JIB.

7.5. NMpoBepneHne cokyc-rpynn.

B psane ciydaeB menecooOpasHo mpoBeneHue Qokyc-rpymmbsl. Dokyc-rpymma HaielneHa Ha
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oTaenpHyto uactb JIB u ucmonb3yercs B 00OCHOBaHME ONPEAETICHHOTO €ro M3MeHeHus (Imocie
m3meHeHnss OXJIII) mnam B KadecTBe D3JIEMEHTA HAuyajlbHOW pErucTpalM IOpHU HEBO3MOXKHOCTU
CBA3BIBAHUS OTAEIBHOrO acekra JIB ¢ yxe 3aperucrpupoBanusivu JIII.

@okyc-rpynna IpOBOAUTCS AHAJIOTMYHO ITOJHOLIEHHOMY II0JIb30BaTEIbCKOMY TECTUPOBAHUIO.
[Ipu sTOM noTpelyercs MeHbIINNH HAOOp BONPOCOB, MOCKOJIBKY U3yU€HHUE MTPOU3BOJIUTCS B OTHOIICHUU
quib oTAenpHOM 4actu JIB. Bmecte ¢ TeM B LensiX MOIy4YeHUs HAAEKHBIX AAHHBIX, KOTOpBIE
MOJIBEPTHYTCS AKCHEePTH3e, (POKYC-TpyMIly CleAyeT MPOBOJUTH B COOTBETCTBUM C PEKOMEHIALMSIMHU K
IIPOBEACHUIO MTOJIHOLIEHHOT'O MOJIb30BATEIbCKOIO TECTUPOBAHUS.

[Tockonbky mpoBeneHHE (OKYC-TPYNIbl 3aHUMAEeT MEHbIIE BPEMEHH, YeM IOJIHOLEHHOE
MOJIb30BATEIILCKOE TECTUPOBAHUE, €€ MOXKHO MPOBOJIUTH CPEANM YYACTHUKOB, HAOpaHHBIX IS
ITOJIHOLIEHHOT'O TOJIb30BaTENIbCKOro TecTupoBanus JIB Ha npyroil mpemapar B paMKax TOW K€ CECCUHU
TECTUPOBAHUS.

7.6. dKcnepTM3a AaHHbIX, NpeAcTaBNeHHbIX BO UCNONIHEHUe TpeboBaHMK pa3gena
4 HacToswmnx TpeboBaHUN.

DKcrepT yHOJTHOMOYEHHOTO OpraHa ToCyJapcTBa-wieHa CHadalla MpoBepsieT cooTBeTcTBhe JIB
TpeOOBaHUSAM, YCTAHOBJICHHBIM 3aKOHOATEIILCTBOM TOCYIaPCTB-YWICHOB, MPETYCMOTPEHHBIM Pa3JIeiioM
4 nacrosimux TpeboBaHui, BKIIIOYast MOPSIIOK MPEICTaBICHU HH(DOPMALIUU.

3areM OLIEHHMBAIOTCS Ou3ailH M BepcTka JIB, Bkitouas rapHUTypy M Kerjib mpudTa, a Takxke
Croco0 M3II0KEHUs CBEJICHUH U MIPUHUMAETCS pelieHue 00 yaodountaemoctu JIB, mpeaHa3sHaueHHOTO K
BBEJICHUIO B 000POT.

Janee ompenernsercs KitodeBas nHOOpPMAIHS MO OE30MaCHOCTH, HeoOXomuMas it 0€301macHoro
MIPUMEHEHHS JICKAaPCTBEHHOTO TIperapaTa, W yCTaHABIWBACTCS, COBIAJAa JIU OHA C OINPeAeIICHHBIMU
3asBUTEJIEM KIIFOUEBBIMU CBEICHUSIMH 10 0€301TaCHOCTH, BKIIFOYAEMBIMH B ITPOTOKOJI U ONPOCHHK Ha JIB
IUTSL TIeJIeH MOJIb30BATEILCKOTO TECTUPOBAHHUSL.

3areM DOKcIepTH3E TOJBEPraeTcs TOJIb30BATEIIbCKOE TECTHPOBaHHE WM WHas  ¢opma
KOHCYJIbTAIlMU C LEJEBBIMHU TPYIIAMH TMAlKUEHTOB. JKCHEPT MPOBEPsET JaHHbBIC, MOJITBEPHKIAAOIINE
CIIOCOOHOCTh YYaCTHHKOB MOHATH KJIFOUEBBIE CBEJACHHS IO 0€30MaCHOCTH, YCTAHOBJICHHBIE 10 Hayaia
TECTUPOBAHUS. DKCIEPT MPOBEPSET TaKKe MPHUTOJHOCTh CyOBEKTOB, TTO3TOMY B OTYET HEOOXOIUMO
BKJIFOYUTH JOCTATOYHBIC CBEACHHS 00 WX OWorpaduu W WX 3HAYUMOCTH IS IICJICBOM IOIYJISIIIUA
ManueHTa paccMaTpUBaeMOro IMpemnapara. YYacTHUKOB HE JOMycKaeTcs BKJIOYATh B IMOAOOHOE
TECTUPOBAHUE Yallle, 4eM | pa3 B 6 MecseB.

Ecmu AaHHBIC CBHUIACTCIIBCTBYIOT O TOM, YTO MALUMCHTBI CTAJKHUBAIOTCA C 3aTPYAHCHUSAMU IIPU
OIPEICTICHHBIX BOIIPOCAX, MOXKET MOTPEOOBATHCS MEPECMOTP CHOCO0a YKa3aHUS CBEICHHIA.

8. BknioueHue fononHUTeNnbHOM uHcopmaumm

8.1. O6LwWwme nonoxeHuns.

B MapkupoBKy JieKapcTBEHHOro mpenapara u JIB gomyckaercss BHECEHME HHBIX CBEICHUM, HE
npotuBopevaniux OXJIII, mone3HsixX Jyisl marreHTa U He HOCAIIUX PEeKJIIaMHOT0 XapakTepa.

HaIII/IeHTI)I, MMPUHHUMAOIIUE Ha ,ZIOJ'IFOCpO‘IHOfI OCHOBC JICKApCTBCHHEIC IMpEmapaThbl, OTIITYCKACMBIC
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mo penentry, MOryr Hu3BJI€Yb IIOJIB3Y U3 HOOHNOJHHUTCIBHBIX CBEACHUM O MeXaHU3ME JIEHCTBUS
JICKApCTBCHHOT'O IIperiapaTa u 3360J’IeBaHI/II/I, IIpU KOTOPOM OH ITPUMCHSCTCA.

K CBCACHUAM, pa3pCHICHHBIM B paMKax ﬂaHHOﬁ KaTeropmuu, OTHOCATCS AOIIOJIHUTCIILHBIC JaHHBIC
0 MPUMEHEHHE JIEKapCTBEHHOTO Mpemnapara, a Takke oOIIre CBEeJeHHUS O 3a00J€BaHUU U CIIOCO0axX ero
JICUCHMUS.

8.2. CcbInkKu Ha apyrue NCTOYHUKU MHpopmaLuu.

JIB nans manuMeHTa WrpaeT KIIOUYEBYK) pOJb B JOBEACHUU JIO TAIMEHTOB CBEACHUH O
JICKapCTBEHHOM ITpernapare 1 COJCHCTBIH ero 0€30I1aCHOMY PUMEHEHHIO.

OcHOBHOMH 11€J1bI0 KOMITAHUN JTOJKHO OBITH co3anue JIB, copepxaliiero Hajiexaliyue CBEISHHs O
JIEKapCTBEHHOM IIperapaTe, OAHAKO TOJIbKO cBeleHus: JIB He MOryT y/l0BIETBOPUTH BCE MOTPEOHOCTH
NAIMEHTOB B HEOOXOAMMOH nHpopManuu JUisi 00ecrieyeHHs MPaBUIIBHOTO U 0€30MacHOr0 MPUMEHEHUS
JIeKapCTBEHHOTo mpenapara. llanueHTaM, NpPUMEHSIOIMUM JIEKapCTBEHHBI Ipemapar, MOryT
TpeOOBaThCs  JOMONHUTENbHbIE  cBeAeHus. Hactosmme TpeOoBaHus  coiepkaT — ONMHMCAaHUE
AOHNOJHHUTCIBHBIX MEP, KOTOPLIC MOKHO IIPHUHATH B HEJIAX UCIOJIB30BAHUA JIB B KauecTBe CCHLUIOYHOTO
AOKYMCEHTA Ha APYTUE€ UCTOUYHUKU HHq)OpMaHHH AJId TIAMCHTOB, HAIPUMEP, CBCACHUA O MAIUCHTCKUX
oprammu3aluvsax MW yCIIyrax, OKa3bIBACMbIX IMPOU3BOAUTCIIEM, TaKUC KaK .HB, KypHaJIbl U TeJ'Ie(l)OHHaf{
nogaepxkka.  JluzaiiH ~ BceX ~— MHGOPMALMOHHBIX ~ MaTepHaloB  JODKEH  CIOCOOCTBOBATh
MH(GOPMHUPOBAHHOMY NMPHUHSITHIO NAIIMEHTAMH PELIEHUH OTHOCUTENILHO CBOETO 3/J0POBBSI.

KpOMe Toro kK JIB IMPUMCHSIOTCA 3 KIIFOYEBBIX IpUHIHUIIA:

ceenenusa B JIB gomkHBl OBITE coBMecTHMEL ¢ OXJIII, To ecTh CBeACHHS MOJDKHBI KacaThbCs
3apEeruCTPUPOBAHHBIX MOKA3aHUI K TPUMEHEHUIO U peKUMa J03UPOBAHHUS JICKAPCTBEHHOTO MPEINapara;

cBezieHust B JIB 1oyKHBI OBITH MOJIE3HBIMU MAallMEHTaM U (WJIM) YXa)KMBAIOIIMM JIUI[aM B KauecTBe
00pa3oBaTeNbHBIX MAaTEPUAJIOB;

JIB He MOJKHBI HOCHUTH PEKJIAMHBIM XapaKTep: CBEACHHMS O TEpalneBTUUYECKUX albTEPHATHBAX
BimoyaTth B JIB He gomyckaercs. B gomogHUTENbHBIX Marepuanax JOIMYCKAaeTcsl yKa3bIBaTh
OOBEKTUBHBIN 0030p TEPANEBTUYECKUX BO3MOXKHOCTEH M MX MECTO B JIOKA3aHHBIX TEPANCBTHUYECKUX
pexuMax, OJIHaAKO MCIIOJIH30BaHUE CPABHUTENBHBIX BhICKA3bIBaHUM (Hampumep, "0osiee HOBBIM", "Oosee
s dextuBHBINA", "Tyure nepeHocutTces", "0obIIe JOKA3aTeNbCTB B MOAB3Y MpuMeHeHus", ueMm XXX u
T.J1.) HE IOMYCKaeTCsl.

8.3. Bo3MOXHblIe CCbhINKU.

8.3.1. Yka3aHue cChUIOK Ha HH(OPMAIIHIO B aTbTEPHATUBHBIX (popMaTax.

JIB sBnsieTcs CTaHAAPTHBIM CHOCOOOM TIPEACTABJICHUS TPOU3BOAMTEISIMA HH(OpPMAIMH O
JIeKapCTBEHHOM Tipenapate. Jlomyckaercsi mpecTaBieHne albTepHaTHBHBIX GopmaroB JIB, Takux kak

ucrionb3oBanue mpudra bpaitna, CD-mucka, ayawo-gucka win JIB ¢ xpymaeim mpudTom. Eciam
HE00X0UMO YTO-TO BBLAECTUTH B JIB, MOKHO HCIIONIB30BaTh MOMYKUPHBIA IIpudT Kerib 14 nr.

www.consultant.ru CrpaHvua 144 n3 194
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

ITpunoxxenne N 13

K TpeOoBaHUAM K UHCTPYKIUU
0 MEAUIIUHCKOMY ITPHUMEHEHHIO
JIEKapCTBEHHOT0 Ipernapara

1 0011l XapaKTepUCTHKE
JIeKapCTBEHHOT 0 Mpernapara

JUIL METUIIUHCKOTO IPUMEHEHUS

NPUMEP
JINCTKA-BKINAObIWA ONA rOMEOMNATUYECKOIO IEKAPCTBEHHOIO
NMPEMAPATA, PETUCTPUPYEMOIO NO YNPOLWEHHOU NPOLIEAYPE

B HacTtosmiemM mpuMmepe TeKCTa JIMCTKA-BKIAJbIIa HAaWUMEHOBaHHE TOMEONATHYECKOTO
JIEKapCTBEHHOTO Ipemnapara o0o3Hadaercs Kak "XXXX ® ",

TeKcT nucTKa-BKnaabiwa, noctaBifieMoro ¢ yHaKOBKOVI
JIeKapCTBeHHOro npenapara

JIMcTOK-BKIABIIL: HHPOPMALUS IS TOTPEeOUTENS

XXXX ®

Tabnerkun

s npuMeHeHus y B3pOCIIbIX

BHuMmaTenbHO IpOYUTANTE BECH JIMCTOK-BKJIAJBIII, TIOCKOJIBKY OH COACPKUT BAXKHYIO UL
Bac uH(popMaIuio.

JlaHHBIN rOMEOTIaTHYECKUH JICKapCTBEHHBIN Mpemapat oTmycKaeTcs 6e3 perienta Bpayda. st
JOCTH)KEHMSI HAWJIy4YlllMX pe3yJbTaTOB JIaHHBIA TOMEONATHYECKUN JIEKapCTBEHHBIM
npenapar cieyeT IPUMEHATh B COOTBETCTBUH C YKa3aHUSIMH, ONUCAHHBIMHU B 3TOM JIUCTKE.
- CoxpaHHuTe 3TOT JINCTOK-BKJIaAbIII. BO3MOKHO, BBl 3aXOTUTE MPOYUTATH €TO EIIE Pas.

- OOparuTech 3a JOMOJHUTENBHOW HWHGpOpPMalMedl WIM KOHCYJIbTAllMed K Bpady WIH
(apMareBTy, peKOMEHI0BaBIIeMy Bam mpuHUMAaTh JaHHBIA Mpernapar.

- Ecam Bamm cuMITOMBI yXYZAIIAKOTCS WIHM YJIy4YIIEHHE HE HACTYIWJIO IOCIE 2 HEHIENb
nedeHus, Bam HeoOxoquMo B J1H000M citydae 0OpaTUTHCS K Bpauy.

- Ecnu nro6ast U3 HeXeNnaTeNbHBIX peaklUuil CTAaHOBHUTCA CEPhE3HOM HIIM BBl 3aMETHIIH
KaKHe-JIM00 HeXKeNaTesIbHbIe PeaKlny, He TIePEUnCIICHHbIC B HACTOSIIEM JIMCTKE-BKIIa IbIIIE,
MoKalyiicra, COOOIUTE CBOEMY Bpady WU (papmaieBTy.

B nacrosieM nucTKe-BKIagbIIIE MNPpUBOAUTCA CIICAyrolias I/IH(I)OpMaLII/IHZ

1. Yro Takoe XXXX B u 1/ 4€ro OH UCIOIb3yeTCs?

2. To, 9TO BBI JIOJKHBI IPUHSTH BO BHUMAHKE, IPEK/IE yeM nmpuHUMaTh XX XX B ?
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3. Kak npumenste XXXX B ?

4. Kakne no004YHbIE JEUCTBUSA BO3MOKHBI?
5. YcnoBust XpaHEHHs.

6. bonee nonpoOHas uHPopmaus.

1. YTO TAKOE XXXX ® WU Ond YEro ero nPUMEHAKOT

O6bnacTtb NpuMeHeHus

['omeonarnyeckuii JIeKapcTBEHHBIH TMpemapar 0e3 OJ0O0peHHBIX TOKa3aHWH K TPUMEHEHHIO,
JIEKapCTBEHHBIN MpernaparT HMEET JUIMTEIbHBIH OMNBIT NMPUMEHEHHUs [UIsl OO0JIETYEeHHS CHMIITOMOB
MEHOIay3bl, TAKUX KaK IPUIMBbI, HOTIMBOCTb, YUalllEHHOE cepluedneHne, 0eCroKONCTBO, HapyIIEHUs
CHa.

D¢ deKkTHBHOCT JTaHHOTO T'OMEONATHYECKOTO JIEKAPCTBEHHOI'O Mpernapara B JAOKIMHUYECKHX U
KJIIMHUYECKUX MCCIIEJOBAaHUIX HE MOATBEPKIACHA (00s3aTeIbHOE yKa3aHUE JJI BCEX IOMEOINIaTHUYECKUX
JIEKapCTBEHHBIX MIPENapaToB, PpETUCTPUPYEMBIX 110 YIIPOLIEHHON MPOLEAYPE PETUCTPALIIH).

JlaHHBII TOMEONMaTUYECKUH TMpemnapaTr SBJSETCS MPEenaparoM, KOTOPBIM 3aperucTpUpOBaH
HCKJIFOYMTEJIbHO HA OCHOBE TAKOT'0 OIbITA JJIUTEIbHOTO IPUMEHEHUSI.

2. TO, YTO Bbl AOJIXHbI MPUHATBL BO BHUMAHUE NPEXAE,
YEM NMPUMEHUTb XXXX & ?

XXXX ® He I0/DKEH MPUMEHATHCS, €CIIH Y BAC ajuIePTUsl WM HEMEPEHOCHMOCTD JIECHCTBYIOIINX

BEIIECTB, MIIICHHYHOTO KpaxMasa Hid IPYruX KOMIIOHEHTOB mpemnapara XX XX B

CoGmomaiite  0coOy0  OCTOpOXKHOCTh mpu  npuMenennn XXXXE  mpu  cremyromux

00CTOSTENBCTBAX:
B CJ'Iy‘Iae CTOfIKPIX, HCIACHBIX UJIN HOBLIX CUMIITOMOB BaM cneﬂyeT O6paTI/ITBCH K Bpaqy;

npu npuMeHennr X XXX B ¢ Ipyrumu JIeKapCTBEHHBIMU MIPerapaTaMu;

no’kajaylcra, cooOIIUTE CBOEMY Bpauy MM (papMalneBTy, €Cld Bbl MPUHUMAETe WIM HEIaBHO
IIPUHUMAIIH JIF00BIE IpYTHe JIEKapCTBa;

siusiaue Ha dpdext XXXX B apyrux jgexkapcts He ObLIO OMHCAHO;
npu npumeHennn X XXX B BMecte ¢ e10i U MUTHEM;

3P PEeKT roMeonaTuuecKoro npernapara MOXET YMEHBIIMTHCS NMPU KYPEeHUH WM TOJ BIUSHHEM
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JPYTUX BPEIHBIX MPUBBIYCK (HAIPUMED, YIOTPEOIICHUE aTKOTOJIs);
OepeMEHHOCTh U JIAKTaIlus;
npenapar He IMpcaAHa3sHA4YCH JJI IPUMCHCHUA BO BPEMA 6epeMeHHOCTI/I " B ICPUOJ JIAKTAl[UU;
BOXJICHHUEC U UCIIOJIb30BAHUEC MAIIIH.
Oco0BIX MEp MPETOCTOPOKHOCTH HE TpeOyeTcs.

Basxnast uH(pOpMAIHsi O HEKOTOPBIX U3 HHrpeqrueHTOB X XXX B

Hacrosmuii nekapcTBEHHBIM MpenapaT COAEPKUT JakTo3y (MoyouHbI caxap). Ecim y Bac
HEMEPEHOCUMOCTh HEKOTOPBIX CaxapoB, OOpaTUTECh K JieHamleMy Bpaudy TMepel MPUeMOM JaHHOTO
npemnapara. Konau4yecTBO JaKTO3bl B OJHOKPATHOW JI03€ COCTaBJIAeT X T, Openapar CIeayeT ¢
OCTOPOKHOCTBIO IPUHHUMATDH 6OJ'II>HI)IM C CaxapHbIM Z[I/Ia6eTOM.

HpOTI/IBOHOKaSaH JyunaM € aJlICprudCeCKUMHU PpEakKuAMU Ha MIIIeHUIHBIN KpaxmalJl.

3. KAK XXXX ® MPUMEHAETCA?

Ecnu nHOE HE Mpeanrcano CrenuaaTucToM, 0OBIYHO MPUHUMAIOT 10 1 TabneTke 3 pas3a B 1eHb. Bbl
JIOJKHBI IPUHATH TaOJETKY 3a 1ojryaca /10 Wid IOoCTe €JIbl.

IIpn yMeHbIIEHMN CUMOTOMOB KPaTHOCTb IPUEMA CIIEAYET CHU3UTD.

KpOMe TOro, roMEOIaTHYCCKUEC IIp€rapaTel HE CICAYCT IPUHUMATD JJIIUTCIBHO oe3 KOHCYJIbTallUU
Bpavua-ruHeKoJIora.

Ecnu Bl nipussiin 6osbine TabmeTok XX XX & | yeM J0JDKHBI

[TocnencTBust mepemo3UpOBKUA 10 CUX TOP HEU3BECTHBL. Eciy BbI Mepeno3upoBaiv JaHHBIN
JIEKApCTBEHHBIN MTpenapar, Bbl JOJKHBI IPOKOHCYJIBTUPOBATHCS C BPAUOM.

Ecu BeI 3206111 puHsTh X XXX B

He npunumaiite 1BOMHYIO 103y, YTOOBI BOCIIOJHUTH 3a0BITYIO J103Y.

Ecnu BoI pekpatute npuem XXXX B

He cymiecTByeT BpeHBIX TIOCIIEACTBUIA B Cilydae npekparierus nprema X XXX B

OO011ee 3aMeyaHue

Ecnim y Bac BO3HUKIM JIONOJHUTENBHBIE BONPOCHl IO HCIOJIB30BAHUIO HACTOSILErO
roMeoInaTHYeCcKoro npemnapara, o0paTuTech K Bpauy Win (hapMaleBTy.
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4. KAKUE NMOBOYHbIE AENCTBUSA BO3MOXHbI?

Kax u Bce nekapcrBa, XXXX B MoKeT BbI3BaTh MOOOYHBIE AEHCTBHS, XOTS U HE y BCEX.

B oTaenbHBIX Cilydasgx MOKET TPOM30MTH KPOBOTEUEHHE M3 MOJIOBBIX MyTel. B 3Tux ciywasx
clIeyeT IPEeKpaTUTh MPUEM TMpernapaTa U OOpaTUTHCS K Bpady.

[TieHnYHBIH KpaxMall MOXKET MPUBECTHU K aIJIEPTUUECKON PEAKIIHH.

[Tpumeuanue. [Ipu mpreme roMmeonaTHUecKoOro JeKapcTBEHHOTO MpernapaTa BO3MOXKHO YCUJICHUE
UMeroIuXcs kano0. B aToMm cimydae BBl JOMKHBI MPEKPATUTh MPHEM JIEKApCTBEHHOTO TMpemnapara u
00paTUTHCA K Bpauy-rHHEKOJIOTY.

[Toxkanyiicta, pacCKaXuTe CBOeMY Bpauy WiH ¢apMaleBTy, el 0OOYHbIC IeUCTBUS CTAHOBATCS
CCPBEC3HBIMU HWJIM BbI 3aMCTHIIN Kakue-1100 moO0OoYHbBIE HGIZCTBPISI, HC YKAa3aHHBIC B HACTOAIICM
JUCTKE-BKJIa IbIIIIE.

5. YCNOBUA XPAHEHUA

He tpebyercs cienanbHbIX YCIOBUM XpaHEHUS.
XpaHHWTe BCE JIEKAPCTBEHHBIE ITPENapaThl B HEJOCTYITHOM I IETEH MeCTe.

Br1 He JOJI2KHBI HCIIOJIb30BaTh HACTOSIIAN TOMEOIIaTHIECKUM HeKapCTBeHHBIﬁ npcerapar I1ocje
HUCTCUCHUS CPpOKa rOAHOCTHU, YKA3dHHOT'O Ha YIIAKOBKC.

6. BOJIEE NOAPOBHAA UH®OPMALIUA

Yto XXXX B copepxuT
JeiicTByromine BemiecTBa, KOTOPbIe HAXOASATCS B OJHON TabIeTKe:

1. Cimicifuga Tpur. D2 25 mr.,
2. Ignatia Tpur. D3 25 mr.,
3. Sanguinaria Tput. D6 25 mr.,
4. Sepia Tpur. D2 25 wmr.

Kommnonenrsr 1 - 3 MNOTCHIUUPOBAHBI BMCCTC HAa KOHCYHOM JTallC.

Jpyrue uHrpeIMeHThl: MOHOTMAPAT JaKTO3bl, CTeApaT MarHus, MILIEHUYHbINA Kpaxmal.

Kak XXXX & BbIrnsaauT U coaeplkaHue ero yrnakoBKu

XXXX ® rtabrerka ceporo BeTa, BO3MOXKHO ¢ HEOOJIBIION 3€PHUCTOCTHIO.
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VYnakoBka conepxut 100 TabneTox.
IIpousBogurens.

Hacrosiuit 11cTOK-BKIaABIII TOCIETHUHN pa3 penakTupoBaics B suBape 2016 r.

ITpunoxxenue N 14

K TpeOoBaHUSAM K UHCTPYKIIUU
M0 METUIIUHCKOMY TPUMEHEHUIO
JIEKapCTBEHHOT O Ipenapara

1 0011elt XapaKTepUCTHKE
JIEKapCTBEHHOTO Mpernapara

JUISL MEUIIMHCKOTO IPUMEHEHHUS

CTAHOAPTHAA METOOUKA
NMPOBEOEHUA NMOJIb3OBATEJIbCKOIo TECTUPOBAHUA JTIMCTKA-BKITAOBILLA
B UEJIEBbIX T'PYNMNAX

Crnncok M3MEeHsSoIUX JOKYMEHTOB
(B pen. pemenus Coseta EBpazuiickoil 53KOHOMUYECKOM KOMUCCUHT
ot 19.05.2022 N 80)

3asBUTENIO (AEpKATEN0 pPErucTpalMoHHOro yaoctoBepenus (manee - JIPY)) B memsx
oOecrnieueHrs yJ000UMTAEMOCTH, SICHOCTH M JIETKOCTH BOCIPUSTHUS JHUCTKa-BKiIajablma (nanee - JIB)
CIIeIyeT CTPEMUThCSI K ToMy, yToObl JIB oTpakan pe3yipTaThl KOHCYJIbTALlMU C LEIEBBIMU IpyHIaMu
MAIMeHTOB C MPEJCTABICHHEM YIOJHOMOYCHHOMY OpraHy rocyaapcTBa - wieHa EBpasuiickoit
SKOHOMHUYECKOM KOMHUCCUHU (faliee - TOCYIapCcTBa-WiCHbI) pe3yJbTaTOB OILIEHKH, MPOBEICHHON
COBMECTHO C II€JICBBIMU TpyNIaMu ManueHToB. JlaHHas wuH(pOpMalMs NPUBOAUTCS KaK MHpUMEp
BO3MOXHOI'0O MCTOJAa IPOBCACHUA KOHchIbTaLII/If/’I C NCJICBBIMH TIpyIIlaMu MTaUCHTOB. I[aHHBIe
TpeOOBaHUSI TIO3BOJISIOT TPOBECTH TOJIH30BATEIILCKOE TECTUPOBAHHWE, M MPUOECTHYTH K JIPYTHM
noAXOAAIINM (hOpMaM MPOBEPKH YA000UUTAEMOCTH, SICHOCTH U JIETKOCTH Boctipusitust JIB.

1. Monb3oBaTenbcKkoe TecTu poBaHue

[Tonp30BaTeNbCKOE TECTUPOBAHKE MPEAIIOIAraeT MPOBEPKy ynoOounTaeMocT o0pasma B rpyrmie
UCTIBITYEMBIX CYOBEKTOB. DTOT MHCTPYMEHT DPa3paOOTKH TMOOK M HAIMpaBIeH Ha BBIABICHHE TOTO,
JIOBOJIAT JIM IIPEJICTABIICHHBIE CBEIECHUS NPaBUWIbHYI0 MHpOpManuio 10 yurarens. CaMoTeCTUpOBAaHUE
HE TOBBIIIAET KAYECTBO CBEICHUH, HO MO3BOJISET BBIABUTH 3aTPYyIHUTEIbHBIE 00JIACTH, KOTOPhIE MOXKHO
ynyumnTh. [lonb3oBaTenbckoe TecTHpoBaHUE (MPH HAJIMYMHU) JODKHO BKIIOYaThest B Moayinp 1
PETUCTPALIMOHHOTO JIOChE.

Heo0xonumMo ya0CTOBEPUTHCS, YTO B IMOJB30BATEIBCKOM TECTUPOBAHMU Hcmonb3yercs JIB,
KOTOpBI Oymer (akTHYeCKH TIOCTABISITECS C JIGKAPCTBEHHBIM IpenaparoM. OTO MOTpedyer
HCIOJIb30BaHus nosiHOro Maketa JIB, niget, ctuib u Oymara KkoToporo coBnazaarot ¢ JIB, kotopslii Oyaer
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BJIO)KEH B KOMMEpYECKYIO YIAKOBKy. B wacTHocTH, B ciiyuae MHOrosi3bikoBbix JIB 1Ber, cTuib
(Bkmrowast kernp ImpudTa) M Oymara S3bIKOBOM BEpPCUM, MOAJIEXKAMIEH MOJIb30BATEIHCKOMY
TECTHUPOBAHUIO, JIOJDKHA COBMAIATh ¢ JIB, KOTOPBIN OyJeT BIOKEH B KOMMEPUECKYIO YITAKOBKY.

VYka3aHHBI METO/I OXBAaThIBAET MHOXECTBO OJHOTHUITHBIX NEPCOHAIBHBIX HHTEPBbIO (HE MeHee 20
MIpe/ICTaBUTENIe MECTHOTO HACEJIeHHUS), 111 KOTOPBIX MpeAHa3HAuEH JIEKapCTBEHHBIH Mpernapar.

2, AnbTepHaTUBHbIE BapuaHTbl TECTUPOBaHUSA

JomnycTumsl U Apyrue METO/IbI MOJIB30BATEILCKOTO TECTUPOBAHUS MIPU YCIOBUH, YTO UX PE3YJIbTAT
obecrieunBaeT yno00YUTaEMOCTb, SICHOCTh M MPOCTOTY HCIOJIB30BaHUS WH(POPMAINH, TTO3BOJISIONICH
MalyeHTaM HaxoauTh B JIB BakHbIe CBEAEHUA, MOHUMATh UX M JICHCTBOBATh MPAaBWIbHO. 3asBUTEIb
JIPY nomkeH 0OOCHOBaTh TaKylH aJlbTEPHATHBHYIO METOJOJIOTHIO, KOTOpas OYIeT IOABEepPraThCs
SKCNEPTU3E B UHAUBUIYATBHOM MOPSJIKE.

2.1. NMpoBeaeHne ncnbiTaHUA.

TectupoBanue JIB moxer ObiTh mpoBeneno JAPY wunu cnenuann3upoBaHHON KOHTPAKTHOM
opranu3anuei. TecTupoBaHUE JOJKHO TPOBOJAUTHCSA ONBITHBIM CHEIUATIMUCTOM, BIAJCIOIINM HABbIKAMH
BEJICHUS] HHTEPBbIO, HAOIIOIaTEIbHBIM U YMEIOIIUM BBICIYIIATh U IOHATH MOTPEOUTEIIS.

Crnenmanucry, cocrapsitomiemy JIB, Heo0XonuMo mOMOYb COCTaBUTh aHKETy, M HpHU
HEOO0XO/IMMOCTH COTPOBOXKJATh HMHTEPBbIOEpAa MpPU IPOBEJICHUU TECTHPOBAHUS C LENbIO TOMOYb
npsMoil mepemaun uMH(GOpManuu. B mporecce pa3pabOTKM TecTa MOXKHO MPUBIEKATh aCCOIMALUU
MAlMEHTOB WM TalMeHTOB-3KcHepToB. JlJis TecTUpOBaHMS JOJDKHBI  OBITh  MCIIOJb30BaHbI
nonHouBseTHsbIe JIB nnu JIB, npenHa3HaueHHbIE 1JIs PBIHKA.

2.2. Noa6op y4acTHUKOB.

Heo6xonumo oToOpaTh pa3iuyHble TIPYyNIbl JIOJEH, KOTOpble MOTEHIMAIbHO MOTYT HMETh
noTpeOHOCTh B MPUMEHEHHH Tpernapara. BriOpaHHbIE JII0IU JOIKHBI IPECTABIATh PENPE3EHTATUBHYIO
LEJNIEeBYI0 TOMyJsuio. [yt OONBIIMHCTBA JIGKAPCTBEHHBIX IPEMapaToB 3TOTO OyIeT IO0CTaTOYHO,
nockoJibKy nHpopmanus B JIB nomkHa ObIT TOCTyIIHA AJIsi BCEX BHOBb BBISIBICHHBIX OOJNBbHBIX. Te€M He
MeHee /111 HEKOTOPBIX MPEenapaToB MOTpeOyeTcs TECTUPOBAHUE YXaKUBAIOIIUX JIULI.

HCO6XO,Z[I/IMO y6CI[I/ITBCSI B HCBKIIFOUCHUU JIUL, HAIPAMYIO pa6OTaIOH_II/IX C JICKapCTBCHHBIMHA
npernaparaM, TAKUX KakK Bpayiu, Cpe,Z[HI/Iﬁ MEIUITUHCKHM NEepCoOHAJ U allTCYHBIC pa60THI/IKI/I.

Crnenyer MOMHHTH, 4TO MHQOpPMAIHA, KOTOPOM MOTYT BOCIIOJIB30BAaThCS HAWUMEHEE CIIOCOOHBIC
MOTPeOUTENH, TOJKHA OBITH MMOHATHA BceM MoTpeduTensiM. HeoOX0oaMMo UCTIBITaTh U BKIIFOUNTH:

OTpeIeTICHHBIC BO3PACTHBIC TPYMIIBI, TAKME KaK JETH W JIIOIU MOXHIOTO Bo3pacTa (B YaCTHOCTH
€CJIM JaHHBIN Mpernapar uMeeT ocodoe 3HaUeHUe JJIsl TAKUX BO3PACTHBIX TPYIII);

HOBBIX NOTpeOUTENe wiM Jrojed, KOTopble, Kak MpaBWIIO, HE TNPUMEHSIOT JIEKAaPCTBEHHBIE
npernaparel, B YaCTHOCTH B OTHOLICHUM MH(OPMAIIMM O HOBBIX IpenapaTax, KOTOpPbIE BEPOSTHEE BCETO
OyAyT NPUMEHSATHCS B IIUPOKUX CIIOSX HaceleHHs (HampuMep, aHAIbICTUKHA WM aHTUTHCTaMHHHBIC
JIEKapCTBEHHbIE MPENapaThl);

JH0JIel, KOTOpbIe 0OBIYHO HE paboTaIOT C TOKyMEHTaMH (MaJio I PEIKO YHUTAIOT);
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J'IIO,Z[GIZ, KOTOPBIC CUUTAIOT CJIOKHBIM BOCIIPUSATHC I/IH(l)OpMaI_II/II/I B IIMICBMCHHOM BHJIC.

HeoOxonumo BKIIOYAaTh YYaCTHUKOB M3 Hambosee akTyaldbHbIX TPYIN (MOKWIIbIE JIFOAH,
MIPEJCTABUTENN TPyNI CAMONOMOUIM, MAlMEHThl U3 TIPyNIbl HOJIEPKKH, IPEICTaBUTENN
OOIIECTBEHHBIX LIEHTPOB, POAUTEIHN U JIETH).

2.3. BoaMOXHble MeToAuKU nccnegoBaHuS.
Tpe6yeTc;I He6OJ'ILIJ_IOC qUucCJiio0 y‘laCTHI/IKOB. I[J'ISI 06eCHC‘lCHI/I${ ycnexa TCCTI/IpOBaHI/IH JOCTAaTOYHO
20 YCIIOBCK (He BKJIHO4Yas y‘-IaCTHI/IKOB HpO6HBIX I/ICHBITaHI/II\/'I). HGJ'IB3H HOBTOpHTL TeCTI/IpOBaHI/Ie Ha TCX

YYaCTHHKAX, KOTOPBIX YK€ OLEHHIIN. DTOT0 MOKHO JJOOUTHCS IyTEM:

MUJIOTHOTO TECTUPOBAHUS MPUOIU3ZUTEIBHO 3 - 6 yYaCTHUKOB B IIEJISX MPOBEPKH MPABHIBLHOCTH
BoIpocoB. [1o Mepe HaKoIIEHUS OTbITa B MMPOBEACHUHN MTUJIOTHOTO TECTUPOBAHHUS MOXXHO OTPAHUYHUTHCS
2 - 3 y4acTHUKaMHU WIH cpa3y NMPUCTYIUTh K OCHOBHOI (pa3e TecTHpOBaHUS;

aHaJIn3a pe3yJIbTAaTOB B XOJ4€ TECCTUPOBAHUA U BHECCCHUA BCCX HCO6XOI[I/IMBIX W3MEHCHUH B .HB,

MOBTOPEHMSI TECTUPOBAHMSI 10 IOJIyYE€HHUs YAOBJIETBOPUTENBHBIX pE3yibTaToB B rpymnme u3 10
Y4aCTHHUKOB;

3aKTIOYUTENHHOTO TecTUpoBaHus emie 10 ydacTHHKOB, YTOOBI MPOBEPUTH, UYTO y HHUX TaKKe
COOJTIIO/IEHBI KpUTEpPUHU ycmexa (MOJHOCThIO B 0Omel cimokHOCTH y 20 yYacTHUKOB Ha KOHEYHOM
npeiaraemom JIB).

3. NopgroroBKa K uccnegoBaHuio
3.1. Ilpu moAroTOBKE K MCCIIEIOBAHUIO HEOOXOIUMO:
JUISL KQKI0T0 IIpenapaTta COCTaBIISITh HOBBIM MTPOTOKOT;

BKJIFOYAaTh BOIIPOCHI, KOTOPBIE OTPAXKAaOT BCC BAXKHBIC U CJIIOKHBIC aCIICKTHI, 4 TAKXKC UCII0JIb30BATh
CTPOIruC KpUTCPUN OLCHKH,

yOeuThCs, 4YTO BONPOCHI OXBaTBHIBAIOT IOMCK, MOHUMAaHUE M CIOCOOHOCTh YYaCTHUKOB
JIeCTBOBATDH HAUJIEKAIIUM 00pa3oMm;

BKJIIOUUTH O KUAACMBIC IIPABUJIBHBIC OTBETHI;

CIUTAHUPOBAaTh TECTHPOBAHHE TakK, 4yTOObI OHO ANWIOCH HEe Oosee 45 MHHYT BO H30exaHUE
YTOMIJIEHHS! Y4aCTHHUKOB.

HeoOxonumo yOenuTbes, 4YTO BOIPOCHl OTPaKalOT BCE OCOOEHHOCTH 0€30MacHOro u
3G (EKTUBHOTO TNPUMEHEHHs JIEKAPCTBEHHOTO IpenapaTa, a TakKe BOIPOCHl TNPHBEPKEHHOCTH K
JICUCHUIO TECTUPYEMBIM IpernaparoM. TecTupoBaHHE MPUHOCUT HAMOOJBIIYIO IMOJIB3Y, €CIU BOIPOCHI
OXBAaTBIBAIOT OOJIACTH, BBI3BIBAIONINE Yy TMAIMEHTOB HaumOoibpliee OECHOKOHCTBO, HAampuMep,
He)XesaTenbHble peakiuy. V30eranue cepbe3HbIX BOIPOCOB, KAaCAOIUXCA O€30MaCHOCTH NMPUMEHEHUS
Ipernapara, B XoZie I10J1b30BaTeIbCKOro TectupoBanus JIB He pekomeHyercs.

3.2. InTepBBIOEp JOJIKEH:
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y'6e,Z[I/ITL YYaCTHHUKOB, YTO TCCTHPYCTCA NOKYMCHT, a HC OHH,

AaTb Y4YaCTHUKaM IpU HUX KCIAHUN IPOYUTATH BECH .HB, HCIIOJB30BaTh B Ka4CCTBC IIaMATKHU
HaIMMCAHHBIC BOIIPOCHI;

3aJ]aBaTh BOMPOCHI YCTHO;
BecTH Oecey crmocoboM, 00eCIeurnBarOIINM TECHOE B3aUMOICHCTBHE C YUACTHUKOM;

MMPOCHUTb YYACTHUKOB, IIOCJIC TOI'0 KaK OHHMH HaAIIA HeO6XO,I[I/IMBIC CBCIACHHUs, HC 4YUTATh HX
HaIpsMyro € .HB, a OIIMCaTh NX CBOMMH CJIOBaAMH.

Kpome peructpamuu OTBETOB Ha BOIPOCHI CIEAyeT BECTH HaOJIOJEHUE 3a TeM, KaK KaKJbIi
ydacTHUK oOparmraercs ¢ JIB u ocymecTBisieT nouck nH(GopMaIum, oTMeuasi, Halpumep, TEPSIINCh WU
3aIyThIBAJIUCH JIK OHU. DTO JIaCT LIEHHbIE CBEJIEHUS O CIloco0ax ysaydlieHus cTpykTypsl JIB.

3.3. Bonpochl JOJKHBI:

HaqJIC)KallluM 06pa30M OCBCIIATb BCC KPHUTHUUYCCKUC ACIICKThBI 0e30macHOCTH IIPUMCHCHUA
JICKApCTBCHHOT'O IIpeIiapara,

OBITh MPEACTABICHB B MUHUMAIBHOM KOJIMYECTBE, OOBIYHO JTOCTaTO4YHO 12 - 15 mTyK, ogHAKo B
HEKOTOPBIX CIIyYasiX MOXKET MOTPeOOBAThCA U OOJIBIIE, HAPUMED, €CIIH UMEIOTCS 3HAYUMBIC acCTICKThI
0€301acHOCTH, MOJISKAINE U3YUEHUIO;

BbIIEPKUBATh OallaHC OOLIMX M YaCTHBIX BOIMpPOCOB. OOIIKMM BONPOCOM, HAapUMEp, SBISIOTCS
Mepbl, NPUHUMAcMble IIPU IPOIYCKE JO3bI, TOIZJAa KaK 4YacCTHBIA BOIPOC MOYKET OTHOCHUTBCA K
HEXEJIaTEJIbHON peakluy, KOTopas IPUCYIA JaHHOMY JIEKapCTBEHHOMY IIpenapary;

OBbITH cocTaBlIeHbl OTJINYHO OT JIB, uT0OBI M30€XKaTh OTBETOB YYaCTHUKOB, OCHOBAHHBIX JIMIIb HA
HAaxO0’KJICHUHU I'PYIIII CJIOB;

CJIeIOBATh B CIy4allHOM IMOPSIKE (TO €CTh B MOPSAKE, OTIIMYHOM OT 1oaadu nHpopmarmu B JIB);

OXBaThIBaTh MHCTPYKIMU IO TPUTOTOBIEHUIO (10 paboTe ¢ MpenapaToM, HMEIOIUM
CIIO)KHOYCTPOEHHBIE M3AENUs Ul BBEICHMS), HEOOXOAMMO 10 BO3MOXKHOCTH Hpuberatb K
HCIOJIb30BAHUIO MYJISDKEH MEePBUYHBIX YNAKOBOK M aKTUBHOW NEMOHCTpAlMM Y4YaCTHHKaMM Ipoliecca
PUrOTOBIIECHUS (PabOTHI).

ITpu npencraBieHMH yHNOJHOMOYEHHOMY OpraHy IOCYAapCTBa-ujl€Ha Ha 3KCIEPTU3Y B MOJIYJIb
1.3.4 perucTtpallMOHHOTO J10Che HEOOXOAMMO BKIIIOYUTh KONHH IMPOTOKOJOB IOJIb30BATEIBCKOIO
TECTUPOBAHUS, BKJIIOYAsl 3a/JaHHbIE BOIPOCHI, IOJIyYEHHbIE OTBEThI, HAOJIOJECHUS HHTEpPBbIOEpA B
IIMCbMEHHOM BMJE M pa3iuuHble Bepcuu JIB, moasepruierocs tectupoBanuio. CBeleHHs O crioco0e
NIPEJCTaBICHUS PEe3yJIbTaTOB NPUBEACHBI B pazeine 7 npuiiokeHus N 12 k TpeOoBaHUSIM K MHCTPYKLIUU
0 MEJMIMHCKOMY NPUMEHEHHIO JICKapCTBEHHOIO TpemapaTa M oOWIed  XapaKTepUCTHKE
JIEKapCTBEHHOI'O IIperapara Jyisi MEIULIMHCKOTO IIPUMEHEHMS.

(B pen. pemienus Cosera EBpasuiickoii skoHOMuueckoit komuccuu ot 19.05.2022 N 80)

4. Kputepun ycnexa

www.consultant.ru CrpaHuua 152 n3 194
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=418867&amp;date=19.03.2024&amp;dst=100023&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

TeCTI/IpOBaHI/Ie MpOBOAUTCA C LCJIBKO COCTABJICHHUA IJIA IMOJIB30BATCIIA pa360qu/IBoro, YCTKOI'o H
IpoCTOro B MCIIOJIB30BaHUU .HB, a TAKIKC U IUId yUucTa BCCX Hpe,Z[J'IO)KeHI/Iﬁ IOJIb30BaTeICH. BOHpOCLI,
3agaBaCMbBIC B XOJ€ HMCCICOAOBaAHHA, JOJIXKHBI OBITh TINATCJIBbHO IIOATOTOBJICHBI IJIA 6BICTpOI‘ ()
IIOHHMMAaHHA U HAXO0XKIACHHUA B TCKCTC KIIFOUCBBIX CBCHGHHI?I 1o 6630HaCHOMy IMPUMCHCHUIO KOHKPETHOTI'O
JICKApCTBECHHOT'O IIpfriapara. Henw3s Bcmons30BaTh JIETKUME WIH OOBIYHEIC BOIIPOCKHI, BKJIIFOYACMBIC IJIA
obecreyeHus ycrexa.

Pesynprar Tecta cuumTaeTcs mNpUEMIIEMBbIM, eciu uHopMaluio, 3ampamuBaemyr 1o JIB,
noHuMarT 90 MpPOLEHTOB YYaCTHUKOB MCHBITAHMS. JTO O3HAudaeT, yTo 16 u3 20 y4yaCTHMKOB CMOTJIHN
HAalUTH HYXHYI HWHQOpPMAIMIO, OTBETUTh HA KaXIBIA BOMPOC M JICHCTBOBATH COOTBETCTBYIOIIUM
obOpaszoM. Kpurepuu ycrnexa AOMKHBI OBITh JOCTUTHYTHI MO Ka)JIOMY BOIIPOCY, PE3YJIbTaThl HE MOTYT
OBITH 00O0OIIEHEI B I[EJIOM 10 UCCIIEAOBAHHUIO.

HpI/I HCIIOJIB30BAHHMK  Apyroro MeEToJia, OCHOBAHHOTO Ha HHBIX KPHUTCpHUAX  YCIIEXA,
YHOOJHOMOYCHHBIMU OpraHaMu rocyaapCTB-4JICHOB (SKCHCpTHOﬁ OpraHHSaHHeﬁ) 6y):[eT OLICHUBATLCA B
HUHAWBUIYAJIbHOM HOPSAOKEC.

ITpunoxenne N 15

K TpeOoBaHUAM K UHCTPYKLUU
10 METUIIUHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOT0 Ipenapara

1 0011l XapaKTepUCTHKE
JIeKapCTBEHHOT 0 Mpernapara

JUISL MEJUIIMHCKOTO IPUMEHEHHUS

LUABJTIOH
MHCTPYKUUX NO MEOULIMHCKOMY NPUMEHEHUIO (JINCTKA-BKNAADBILLA)

B nacrosimem I_Ha6.]'IOHe, BBCCHLI CIICAYIOIIHE ITpaBUia NCIIOJIb30BAHUA CKOOOK:

{Tekct} - B moyie MeXIy CKOOKaMu BHOCUTCS MH(OpMAIUs HCXOJ M3 COCTaBa U OCOOCHHOCTEH
JIEKapCTBEHHOI'O IIperapara;

KoncynprantlIntoc: npumeyanue.
TekcT, yka3aHHBIH KypCHUBOM, B 3JIEKTPOHHOM BEpCUH TOKyMEHTa 0003HaUeH 3HAKOM #.

<TEKCT> - B MOJE€ MEXIy CKOOKaMH TEKCT BBIOMpAETCS WM YIAISETCS W3 TPEATIOKEHHBIX
CTaHIAPTHHIX (HOPMYITUPOBOK (BBIIEIIEHBI KyPCHBOM) B 3aBHCHMOCTH OT JIEKAPCTBEHHOTO TIpenapara;

"XXXX ® " - HauMeHOBaHKE JIEKAPCTBEHHOIO IIperapara.

JIncToK-BKIABIII - MHGOpMAIH Ul <HmalHeHTa™> <HoTpeOuTes™
{(ToproBoe) HauMeHOBaHHUE, TO3UPOBKA, JIEKAPCTBEHHAs opma }
{delicTByI011IE BEIIECTBA }
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

#1. <(pucyHok He mnpuBoAHuTCs) JlekapcTBEHHBIN MpemaparT MOJUICKHUT JOHNOIHUTEIBHOMY
MOHHUTOPHHTY, KOTOPBI CIIOCOOCTBYET OBICTPOMY BBISIBICHUIO HOBBIX CBEIEHHH O 0€30MacHOCTH. DTO
MO3BOJIUT B KOPOTKHHA CPOK BBIABUTH HOBYIO HH(popMmammio o Oe3omacHocTH. OOpamaeMcs K
pabOTHHKAaM CHCTEMBI 3paBOOXPAHECHHS C TMPOCKOOW cooOmaTh O JIOOBIX I0J03PEBACMBIX
HE)KEJIATEeIIbHBIX PEaKIUsX.

Cmoco0 COO6H.[CHI/I$I 0 HCKCIIATCIIbHBIX PCAKIUAX OIMMUCAH B pa3/JCiIC 4 JIMCTKa-BKJIaabIa.>

2. <H€p€‘[[ <IIPpUEMOM~> <IIPpMMCHCHHEM~> IIpenapara MOJHOCThIO HquHTaﬁTe JIMCTOK-BKJIAJBIIII,
IIOCKOJIBKY B HEM COACPIKATCA BAXKHBIC 1JIs1 BA4C CBCACHUS.

CoxpaHuTte TUCTOK-BKJIa bl Bo3M0OXKHO, BaM OTpedyeTcsi IPOYUTATh €ro ellle pas.

Ecnu y Bac BO3HMKJIM JIOTIOJIHUTEIbHBIE BOMPOCH], OOpPATUTECh K <JedalleMy Bpauy> <,> <ujiu>
<pabOoTHHUKY anTeKn™> <,> <UJIU> <MEJAMIIMHCKOHN CecTpe™.

HpenapaT Ha3HaueH MMeHHO BaM. He r[epezLaBafITe €ro Apyrum JIro4sIMm. On MoXeT HaBpEANUTb UM,
JaXXC €CJIN CUMIITOMBI X 3a00JIeBaHUS COBIIaAarOT C BalllUMH.

Eciu y Bac BO3HHMKIM Kakue-THOO HEXeNaTeNbHbIC PeaKIiH, 00paTUTeCh K <JieyalieMmy Bpady>
<> <unu> <pabOTHUKY anTeku> <,> <uwnn> <MEIUIMHCKOW cecTpe>. JlaHHas peKoMeHIaIHs
pacrmpocTpaHseTcs Ha JHO0bIe BO3MOXHBIE HEXKEJAaTeIbHBIE pEakluh, B TOM YHCJIE Ha He
[IEPEYMCIICHHBIE B pa3/ene 4 JTUCTKa-BKIIA IbIIIA.>

3. <Ilepen <mpuemom> <NpUMEHEHHUEM> Ipernaparta MOJHOCTbIO MPOYUTANTE JIMCTOK-BKIIA/BIII,
IIOCKOJIBKY B HEM COZEPKATCs BAKHBIE JUIsl BAC CBEJICHUS.

Bcerna <mpuHumaiite™> <npuMEHSUTE™> Mpenapar B TOYHOCTU C JIMCTKOM-BKJIQJBIIEM WJIU
pPEeKOMEHIaUAMH <JIeyalero Bpadya> <,> <uianm> <pabOTHHUKA anTeku> <> <win> <MEAUIUHCKON
CECTpBI>.

COXpaHI/ITe JIMCTOK-BKJIaJIbIII. BOSMO)KHO, BaM HOTp€6yeTC${ IIPOYMUTATh €ro €uic pas.

Ecau Bam HYXXHbI JOINOJIHUTCIIBHBIC CBCACHUS WIIM PCKOMCEHIAIUU, O6paTI/ITeCB K pa6OTHI/IKy
aIllTCKH.

Ecnu y Bac BO3HHMKIM Kakue-THOO HEXeNaTeNbHbIC PeaKInH, 00paTUTeCh K <JieyalieMy Bpady>
<> <wm> <paOOTHUKY anTeku> <,> <WIh MEIUIMHCKONW cecTpe>. JlaHHas peKoMeHaaIus
pacrmpocTpaHseTcs Ha JO0bIe BO3MOXHBIE HEXKEJAaTeNbHBIE pEakluh, B TOM YHCJIE Ha He
MIEPEYMCIICHHBIE B pa3/ene 4 JUCTKa-BKJIA IbIIIA.>

Ecnu cocrosiHue He ymydyinaeTcs WJIM OHO yXyJIIaeTcsi, <depe3 {4Hucio} AHEei™> BaM cieayer
o0paTuThcs K Bpauy.>#

COAEPXAHMUE JINCTKA-BKITAObILLUA

1. Yro u3 cebs mpeacraiseT npenapaT X XXX & | u 115 4ero ero npuMeHsoT.

2. O 4eMm crieyer 3HaTh Tepe]] <IprueMoM™> <npuMeHeHnem™> npemnapara X XXX & .
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3. <Ilpuem> <mpumeHeHne> npenapara XXXX &

4. Bo3MOKHEIC HEXKEIAaTCIIbHEIC pCaKkIuu.

5. Xpanenwue npemnapara X XXX B

6. Coziep>kMMO€ YIIaKOBKHU U TIPOYUE CBEICHUSI.

1. YTO U3 CEBA NPEACTABNAET NPEMNAPAT XXXX & W ONA YEro
Ero NPUMEHAIOT

#<Ecnm ynydlieHHWe HE HACTYNWIO WM BBl YyBCTBYeTE YXYJIIEHHE <yepe3 {4Hucio} IHEW>,
HE00X0TUMO 00paTUTHCS K Bpauy.>.#

2. O YHEM CNEQYET 3HATb NEPEQ <NPUEMOM> <NPUMEHEHUEM>
NPEMAPATA XXXX ®

He <npunumaiite> <mpumensiiite> npenapar XXXX B <>

#<ecnum y Bac ayieprus Ha {neicTByroiiee(ue) BemecTBo(a)} WM J0ObIe Pyrue KOMITOHEHTHI
npernaparta (IepeunciIeHHble B pa3/ene 6 TUCTKa-BKIaAbIa).>#

OcoOble yka3aHusi U Mepbl IPEOCTOPOKHOCTH

#<Ilepen <npuemom> <npuMmeHnennem> npenapata X XXX B mpoKOHCYIbTHPYHTECH C JieUanum

BpavyoM <> <,> <paOOTHHUKOM anTeKn> <,>, <WJIH>, <MEIUIMHCKOHN cecTpoii™>>.#

Jern <u noapocTku>

Jpyrue npenapatsl 1 npenapar X XXX &

#<CooOmure nevanieMy <Bpauy> <Win> <paOOTHHMKY anTeKW™> O TOM, YTO Bbl <IpHUHHMaeTe™>
<IIpUMEHsgeTe>, HEAaBHO <IIPUHUMAIN> <IPUMEHMIN> WIM MOXET€ HavaTb <IIPUHHUMATb>
<NPUMEHSATH> KaKue-T100 Ipyrue npenapartsl.>#

[Mpenapar XXXX B ¢ <mumein> <> <u> <,> <HanuTKaMu> <,> <u> <aJKOroJem>

bepemenHOCTh <1> <,> Ipy/IHO€ BCKapMIIMBaHHE <U (EepTHILHOCTH>

#<Ecnu Bbl OepeMEHHBbl MM KOPMMTE TpYIblO, AyMaeTe, 4To 3a0epeMeHeNH, WU IUIaHUpYyeTe
OepeMeHHOCTh, Tiepe]] HayaloM MPUMEHEHUs Mpernapara MpOKOHCYJIbTUPYHTECh ¢ <JICHal[UM BpayoM>
<wnm> <paOOTHUKOM arTeKu.>#

praBJ’IeHI/IC TPAHCIIOPTHBIMU CPCACTBAMU U pa60Ta C MCXaHHU3MaMH

#<IIpemapat X COAECPKUT {HAMMEHOBAHUE BCIIOMOTaTEIbHBIX(0I0) BeleCTB(a) | >#

HanexHas NpaBoBas MoaAepHKa www.consultant.ru CrpaHuua 155 n3 194


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

3. <MPUEM> <IPUMEHEHUE> MPEMAPATA XXXX ®

#<Bcerna <npuHuMaiTe™> <HpUMEHAWTE™> Mpenapar B MOJIHOM COOTBETCTBHM C PEKOMEHAALUIMU
Jeyaniero Bpaya <wim paboTHHKa anteku™>. [Ipu MosIBICHUU COMHEHMI MOCOBETYWUTECHh ¢ <JIeUalluM
BpayoM> <HUJIU> <paOOTHUKOM aNTEKI>.

<PeKOMeH,I[yCMa}I no3a....>

<Bcerma <npuHUMalTe>  <NpUMEHAWTE>  TMpernapar B  IOJHOM  COOTBETCTBUM  C
JUCTKOM-BKJIQJIBIIIIEM WJIM C PEKOMEHJAIMSAMH Jieyallero Bpaya <paOOTHUKA anTekm™> <,>
<MEIUUHUHCKOU cecTpbl>. [IpyU MOSABICHNN COMHEHUH MMOCOBETYUTECH C <JIHAIlUM Bpadyom> <> <HJIHn>
<,> <pabOOTHUKOM anTeKk> <,> <UJI1 METUIIMTHCKOH CEeCTpOi™>.

<PekomeHnayemas J103a:...>#

<IIpumeHeHue y nerert < MoIpOCTKOB>

#<Pucka HaHeceHa JHINb I OOJETYeHHs] pa3iaMbIBaHUS TaOJETKU TMPU BO3HUKHOBEHUU
3aTPYITHEHUH IIPU €€ MPOTJIaTbIBAHUHN LETUKOM.>

<TabneTky MOXHO pa3fe/uTh Ha paBHbIE JO3bL.>

<Pucka He mpenHa3HayeHa JUIsl pa3aMbIBaHUS TaOJIETKU.>#

<Ecnu BbI <OpUHIN> <npuMeHmIn> npenapara XX XX ® GoJbliie, 4eM CIea0Baao™>

<Eciu BBI 3a0bUTH <IPUHATH> <[PUMEHUTH> npenapar X XXX & >

#<He mpuHumaiite ABOHHYIO 03y, YTOOBI KOMIIEHCHPOBATh MPOIMYIIEHHYIO <TabJeTKy> <103y>
<.>>#

<Ecau BbI IpeKpaTHiIn <mpuem> <mnpuMeHeHne> npenapara X XXX & >

#<Ilpu HanMuUU BOMPOCOB MO MPUMEHEHMIO Mpemnapara oOpaTuTech K <jedallemy Bpauy> <,>
<wn> <paOOTHUKY anTeKkn™> <,> <WJIM MEIUIIMHCKON cecTpe™>.>#

4. BOBMOXHbIE HEXEJIATEJIbHbIE PEAKLWA

#<IlomoOHO BCeM JIEKapCTBEHHBIM IIpernapaTaM Ipenapar MOXKET BbI3bIBaTh HEXKENIaTeIbHbIE
peakuuu, OJJHaKO OHU BO3SHHUKAIOT HE y BCeX.>#

<JlomoJHUTENbHBIE HEXKENIATEIbHBIE PEAKIUH Y JIeTe <U MOAPOCTKOB>>
CooO1ieHre 0 He)KenaTeIbHBIX PeaKIMsIX
#<Ecmu y Bac BO3HHMKAIOT Kakue-TMOO HeKenaTeNbHbIE PEaKINH, MPOKOHCYIbTHPYHTECh C

<ppadoM> <> <umm> <,> <paOOTHHKOM amnTeKkm> <,> <WIh MEIULUHCKON cecTpoii>. JlaHHas
PEKOMEHIalUs PacTPOCTPAHSIETCS Ha JIO0BIE BO3MOKHBIE HEXKENIaTeIbHbIE PEaKIMi, B TOM YUCJIE HA HE
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MIePEUNCIICHHBIE B JINCTKE-BKJIAbINIE. BBl Takke MOKETe COOOMIMTH O HEXKENaTelNbHBIX PEaKIusiX B
MHPOPMALMOHHYI0 0a3y JaHHBIX [0 HEXEJIaTeJIbHBIM peakiusM (ACHCTBUSM) Ha JIEKapCTBEHHbBIE
Ipernaparsl, BKIOYas cOOOIIEHUsI 0 HeI((PEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB, BHISBICHHBIM Ha
TEPPUTOPUN TocyAapcTBa - wieHa. Coolmias 0 HeXeNaTeIbHBIX PEAKIHAX, BBl MOMOTAeTe IMOIYyYUTh
OoJIbIIIe CBEJICHUH 0 0€301MaCHOCTH Ipemnapara.>#

5. XPAHEHUE MNMPENAPATA XXXX &

#<XpanuTe npenapar B HEIOCTYITHOM U HEBUIHOM JUIs JIeTel MecTe.>

<He npumeHsiiiTe mpenapar mMociie UCTEUEHHUs CPOKa TOJAHOCTU (CpOKa XpaHEHHs), YKa3aHHOTO
<B> <Ha> <MapKUPOBKE> <KapTOHHOHW Mauke> <yakoHe> <...> <mocie {COKpalieHhe, UCIIOIh3yEeMOE
JUIS TAThl UCTEUEHUS CPOKa TOJHOCTH §.>

</laToli ucTeueHus Cpoka TOAHOCTH SIBISIETCS MOCIEIHHM eHb Mecsa.>

<He nmpumensiite npenapar, eciau Bbl 3aMETWIH {ONMUCAaHUE BUIUMBIX MPU3HAKOB HEMPUTOJAHOCTH
npenapara Jyisi IpUMEHEHUs | .>

<He BbiOpachiBaiiTe (HE BBUIMBAKTE) Ipemaparbl B KaHATU3AIHMIO <BOAOIPOBOI>. YTOUHUTE Y
paboOTHUKA anTeKd, Kak M30aBUTHCS OT IMpEenapaToB, KOTOpbIE OOJbIIEe HE MOTPeOYIOTCS. DTH MEphI
MIO3BOJIAT 3aLUTUTh OKPYKAIOILYIO cpey.>#

6. COOEP>XMUMOE YNAKOBKW U NMPOYUE CBEOEHUA

#{[lonHoe mepevnciieHne eHCTBYIOMEro(1xX) BEIIecTB(a) U BCIOMOTaTEIbHBIX BEIIECTB | #

[Mpenapar XXXX ® comepur

#<JleicTByromuM(MMH) BelIeCTBOM(aMu) SBISETCA(FOTCS )>

<[Ipouum(u) <HWHTpeUeHTOM(amMHu )> <(BcmomMoraTeIbHbIM(H) BelecTBOM(aMu))>
aBIAeT(T0TCs)...>H#

Buemanii Bun XXXX ® u comepkuMoe ynaKOBKU

JlepkaTellb perucTpaMOHHOTO yIOCTOBEPEHUS M IPOU3BOIUTEIb
#{HanmenoBanue u amapec}

<{rem.}>

<{¢paxc}>

<{azpec 3JIEKTPOHHO MOYTHI } >

<3a moboit mHpopmanueil o mpemnapare cieayeT oOpamarbcs K JIOKAJIbHOMY IPEICTABUTEIIIO
JepIKaTesIsi PErUCTPAIIMOHHOTO YIOCTOBEPEHHUS:
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{Ctpana}

{HanmeHoBaHMEe OpraHU3aIIH |

{Anpec: {HaceneHHslii myHKT} {IIOYTOBBINA UHJIEKC} - CTpaHa}
Ten: + {HOMep TenedoHa}

<BeO-calT>>#

JIMCTOK-BKIIApIII TIEPECMOTPEH

H#<{MM/TTTT }> <{mecsiy [TTT}>.

<IIpenapar "3aperucrpupoBaH Ha YCJIOBHAX". DTO 3HAYUT, YTO MOSBATCS HOBBIE CBEICHUS O
mpemnapare.

[IpeacraBineHHble aHHBIE O JIGKAPCTBEHHBIX Mpemnaparax OyayT MPOBEPSTHCS U JOMOJTHSATHCS
HOBBIMU CBEJICHUSMH, U TI0 MEPE HEOOXOTUMOCTH JINCTOK-BKJIQIBIIT OYET OOHOBISATHCS.>

<[IpemapaT 3aperuCTpUpOBaH IO '"HCKIIOYHUTEIBHBIM OOCTOSTENbCTBAM". DTO 3HAYUT, YTO
<BCIIEZICTBHE PEIKOl BCTpeyaeMocTH 3a00JieBaHUS™> <HU3 HAYYHBIX COOOpaKEHHI™ <HUCXOAS U3
ATHUYECKHUX COOOpaKEHMIT™> HEBO3MOKHO MOMYUYUTh BCE HEOOXOANMBIE CBEICHUS O Mpernapare.

ITo >tum JICKApCTBCHHBIM IIpCriapaTamM 6y,ueT MMPOBOAUTHCA 3KCIICPTU3a HOBBIX HAHHBIX, KOTOPBIC
MOTYT MNOABJATHECA €KCTOJHO U 11O MEPEC H€O6XOI[I/IMOCTI/I JIMCTOK-BKJIAJBIIII 6YI[€T OOHOBJIATHCS.>

<[Ipoumne UCTOYHUKHU UHPOPMAIII>

<[TompoOHble cBeneHusi o mpemapaTe coaepxkarca Ha BeO-caiite Coroza> <IMeroTcs Takxke
CCBIJIKM Ha JIpyrue BeO-cailTbl O pelKuM 3a00JIeBaHUSIM U BUJAM JICUCHUS.>

<JIMcTOK-BKJIAJBIII JOCTYIIEH Ha Beex si3blkax Coro3a Ha BeO-caiite Coro3a.>#

(IVMHMA OTpBEIBaA MJIM OTpesa)

#<Cnenyrouiye cBeJleHUs IpeIHa3HAYCHbI HCKIIOUUTEIBHO A MEAUIIMHCKUX PA0OTHUKOB: >#

[Ipunoxenue N 16

K TpebOoBaHUAM K MHCTPYKIHH
0 MEAULUHCKOMY NTPHUMEHEHHIO
JEKapCTBEHHOTO IIpenapara

1 o011ei XapaKTepUCTHKE
JIEKapCTBEHHOT 0 Ipenapara

JUI METUIIUHCKOTO IPUMEHEHUS

www.consultant.ru CrpaHuua 158 n3 194
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 88 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pea. ot 19.05.2022) [aTa coxpaHeHus: 19.03.2024

"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

YKA3AHUA
no 3AMNOJNTHEHUIO LUABJTOHA MHCTPYKUUX MO MEANLIMHCKOMY
NMPUMEHEHWMIO (IUCTKA-BKITAAODbILLA)

CnucoK U3MEHSIOIINX JOKYMEHTOB
(B pen. pemenus Coseta EBpa3uiickoil 5)KOHOMUYECKONW KOMUCCHH
ot 19.05.2022 N 80)

BMmecTo (TOproBoro) HaMMEHOBaHMs JIEKAPCTBEHHOIO Ipernapara B TEKCTe YNoTpeOisercs
obo3Hauenue "mpenapar X"

Bo Bcex ciydasix mpu HEOOXOJUMOCTH CIIEAyeT UCIOIb30BaTh CTAHIAPTHBIC 3aT0JIOBKU U (pasbl,
cojepxaiecs B mabioHe. B oTHenpHBIX choyyasx Juid ydeTa crneuuUuYHBIX I Tpenapara
TpeOOBaHUI 3asgBUTEIb MOXKET HE HCIOJIb30BaTh 3TH 3arojoBKU (¢pa3bl) W HCHOJB30BATh IpYrue
albTepHATUBHBIC 3aroJOBKM WM (pasbl (Hampumep, sl MpernapaToB, BBOAUMBIX MEIUIIMHCKUMU
pabOTHHKAMH, CJIOBO "TpuHHMaiTe" Wiau "MpUMEHsHTE" MOXHO 3aMEHUTH CJIOBOM '"maeTcs" wWiu
"BBoamTCS").

3agBUTENI0 HEOOXO0AUMO OOOCHOBATH MCIOJIb30BAHME AIbTEPHATHBHBIX 3aroJIOBKOB (HampuMmep,
CCBUIKOM Ha pe3yJbTaThl II0Jb30BAaTEIbCKOTO TECTUpOBaHUs). [l HEKOTOpBIX IIpernaparoB He
MIPUMEHHUMBI BCE 3JIEMEHTBI JINCTKA-BKJIAJIbIIIA, B 3TOM CIIy4yae COOTBETCTBYIOIIMHI 3ar0JI0BOK YKa3bIBaTh
HE cleflyer.

]_[CJ'IB mabjioHa - o00ecHneYuTh BKIIOYEHHE B YKa3aHHOM IIOpAAKE BCCX IJICMCHTOB
JJMCTKAa-BKJIaAbIllla COIJIaCHO Tpe6OBaHI/I${M EBpaSHﬁCKOFO 3KOHOMHNYCCKOT'O COIO3a (L[anee - C0}o3a) 10
IOATOTOBKE TCKCTA JIMCTKA-BKJIaAbIIA.

JuzaitH 1 pacnojioxxeHne WHGPOPMALUU SBISIOTCS KIIOYEBBIMH 3JEMEHTaMH yI000UYNTaeMOCTH
TOTOBOTO JIMCTKa-BKiIanpimma. CnenoBanue mabnoHy JIB oOecrmeunBaeTr ONpeneseHHYIO CTEleHb
onHopoaHocTH JIB 3apernuctprupoBaHHBIX JIEKAPCTBEHHBIX MPENApaTOB.

ITo 3a1Ipocy OpFaHI/ISaHI/Iﬁ MaOguCHTOB 3asABUTCIIM AOOJIKHBI IMPCAOCTABUTDH JIMCTOK-BKIIAABIII B
(1)0pMaTe, nmoaxogdamemM Ajid  CICIbIX MM Cﬂa6OBI/IZ[HIJ_II/IX. I[Cp)KaTeHSIM PEruCTpaiuOHHbIX
y,Z[OCTOBCpeHI/Iﬁ PCKOMCHAYCTCA YKa3bIBAThb HAJIMYUC HOI[O6HLIX AJIbTCPHATHBHBIX q)OpMaTOB B KOHIIC
JINCTKa-BKJIaJbIIIa.

JIucrok-BriapIir: MHCTPYKIIMK IO MEAUITUHCKOMY MTPHMEHEHHIO
JIEKApCTBEHHOTO MpernapaTa s #<manueHta> <noTpeOuTens™
{(ToproBoe) HauMeHOBaHUE, TO3UPOBKA, JIEKAPCTBEHHAs Gopma |
{leiicTByto1IME BEIIECTBA } #

B nmanHOM moa3aronoBke HEOOXOIMMO YKa3zaTh (TOProBO€) HAWMEHOBAHHME JIEKApCTBEHHOTO
npenapara (gajiee - mpemnapar), 3aTeM J03UPOBKY M JICKapCTBEHHYIO (opMmy (Takxke Kak B paszzene |
OXJIII), oHn BBIIETSAIOTCS TONYKHUPHBIM mipudToM. Jlamee ciaeayer yka3aTh JEHCTBYIONINE BEIIECTBA
(B cootBeTcTBHM ¢ yHKTOM 11 TpeOGoBaHMii K MAapKUPOBKE JIEKAPCTBEHHBIX CPEJCTB) UH(OPMAILIUIO O
KOTOPBIX MOXHO IIPEICTaBUTh CTPOKOM HMXke. B ocraBmielics 4YacTH JOKyMEHTa TOProBOE
HAaMEHOBAHHE HE CIIEAYET BBIACIAThH MOTYKUPHBIM WM MOTYEPKHYTHIM MIPU(TOM, U B LIEIOM CIIEAYET
n30eraTh 4acToro yka3zaHusi TOprOBOIO HAUMEHOBAHUS B TEKCTE.
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TonbKO B OTHOLIEHUM IMPENApaToB, TPEOYIOUIMX AONOIHUTEIBHOTO MOHUTOPUHTA OE€30MacHOCTH,
HE00XO0/IMMO yKa3aTh B JMCTKE-BKJIA/bIIIEC CHEIMAIbHbIN CUMBOJ U MosicHeHus. CrieraabHbIi CUMBOI
NpPEJCTaBIseT COo00M depHBI TepeBEpHYTHI PpPAaBHOCTOPOHHUHN TPEYroidbHUK "(PUCYHOK HeE
MPUBOIUTCS)", CHMBOJI JIOJDKEH OBITh TPOTOPIMOHAICH KEro IpUPTa  MOCISAYIOMETO
CTaH/IapTU30BAaHHOTO TEKCTa, MIPU STOM MUHUMAaJbHAS JUIMHA KaXJI0H CTOPOHBI TPEYrOJIbHHUKA JIOJKHA
COCTaBJIATh HE MeHee 5 MM. [ MOATrOTOBKHU JONOJIHEHUHM K MHpOpMaLuu O mpenapate, HoxanyncTa,
BOCIIOJIb3YHTECh YEPHBIM TPEYTOJIBHUKOM, COJIEPKAILUMCS B JAaHHOM LI1a0JIoHe.

#<(pucyHok He mnpuBoauTcsa) JlekapCcTBEHHBIM IpemapaT MOMJIEKHUT JOMOIHUTEIbHOMY
MOHUTOPHUHTY, KOTOPBIHA CIIOCOOCTBYET OBICTPOMY BBISIBIICHHIO HOBBIX CBeJIEHHI 1o Oe3omacHOoCcTU. Bbl
MOJKETE€ TIOMOYB, CO00MIasi HHPOPMALIUIO O JIFOOBIX HEKENATENBHBIX PEAKIHAX, KOTOPble BO3HHUKIN B
MepHoJ] MPUMEHEHHs JIEKApCTBEHHOTO MperapaTa (B TOM YHUCIIE U O CiIydasiX ero Hed((peKTUBHOCTH).

Crioco6 cooOIIeHHs 0 HeXeNaTeIbHBIX PEaKIUAX OMHUCaH B pasjeie 4 TUCTKa-BKIaAbIIa. >#

I[JIH JICKApCTBCHHBIX IMPCIapaTroB, OTIIYCKACMBIX HCKIIIOUYUTCIBHO II0 PEHCITY, HCO6XO)II/IMO
MIOMCCTUTH B JIMCTOK-BKJIAJIbIII CJICAYIONINUC HAAIIUCH:

#<Ilepen <npuemom™> <IpPUMEHEHHEM> IIpernapaTa IOJHOCTbIO MPOYMUTANTE JIMCTOK-BKJIAJbIII,
MOCKOJIbKY B HEM COJCPKATCs BaXKHBIC 11 BaC CBEJACHMUSI.

CoxpaHuTte TUCTOK-BKJIa bl Bo3M0OKHO, BaM OTpedyeTcsi POYUTaTh €ro ellle pas.

Ecnm y Bac BO3HUKIIM JOMOJHUTEIBHBIE BOMPOCHI, 00paTUTECh K <JIedameMy Bpady> <,> <ujiu>
<paboTHUKY anTekn> <,> <WIn> <MeIUIUHCKOI cecTpe>.

[Ipenapar HazHaueH uMeHHO BaM. He nepenapaiite ero apyrum mtosM. OH MOKET HaBPEIUTh UM,
Jla’ke €CITM CHMITTOMBI MX 3a00JI€BaHUs COBIAJAIOT C BAlIMMHU (HE CIIEyeT BKIIOYATh JaHHOE YKa3aHue,
€CJIM MperapaT npeIHa3HaYeH TOJIbKO JJISI CTAlIMOHAPHOTO PUMEHEHUS).

Ecnm y Bac BO3HUKIIM Kakue-THOO HEXENaTelbHbIE PEaKIuu, oOpaTUTECh K <Jieyallemy Bpady>
<> <uamn> <pa60THHKy anTekn> <,> <unm> <MeIUIMHCKOM cecTpe>. Jannas pexoMeHaanus
pacopocTpaHdeTca Ha JI00BbIE  BO3MOJKHBIE HEXKeJIaTEIbLHBIE peaknmuy, B TOM 4YHCIIE Ha HE
MepEYMCIICHHbIE B pa3/iene 4 JUCTKa-BKIA IbIIa. >#

JUis J1lekapCTBEHHBIX IIPENaparoB, OTIYCKAEMBIX 0€3 peuenra, ciaelyeT yKas3blBaTh CIEAYIOLIYIO
nH(pOpMaLHIO:

#<Ilepen <mpuemom> <HMpHUMEHEHHEM>> IIperapaTa IMOJHOCThIO MPOYUTANUTE JIMCTOK-BKJIAJbIII,
MOCKOJIbKY B HEM COJICPIKATCs BaXKHbBIC JIJIs1 BaC CBEACHMUS.

Bcerna <npunumaiite> <npuMEHSWTE™> IMpernapar B TOYHOCTH C JAaHHBIM JIMCTKOM WJIHU
peKOMEHAANMsAMU <JIeUallero Bpada> <> <winm> <paOOTHUKA anTeku> <,> <Win> <METUIMHCKOU
CCCTpBI>.

CoxpaHuTte TUCTOK-BKIa bl Bo3M0KHO, BaM OTpedyeTcsi IPOUYUTaTh €ro elle pas.

Ecan Bam HYXHBI JOINOJHUTCIBHBIC CBCACHUA WM PCKOMCHIOAIUU, O6paTI/ITeCI) K pa60THm<y
aIlITCKH.
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Ecnu y Bac BO3HUKIIM Kakue-TUOO HeKelaTeNlbHble peakiiy, oOpaTuTech K <jeyallemy Bpady>
<> <unu> <paOOTHUKY anTekn> <,> <unn> <MEIULIMHCKOW cecTpe>. JlaHHas peKoMeHaaIus
pacmpocTpaHsieTcs Ha JI0Oble BO3MOXHBIE HEXelaTelbHbIE pEaklUud, B TOM 4YHCIE Ha HE
NEepeYMCIICHHbIE B pa3jiene 4 TMCTKa-BKIabla.>

Ecnu coctosiHue He ynydmiaeTcs WIM OHO YyXyJUIaeTcs, <depe3 {4ucio} AHEW™> BaM cleayeT
o0patutbes K Bpauy.>#

CopepxaHue nucTka-BKknagbliwa

TectupoBaHue IOTpeOUTENCH TTOKA3JI0, YTO OOJBIIMHCTBY MAIUEHTOB HEOOXOAMMO MPEICTABUTH
coJIepKaHue JIMCTKA-BKJIAJBINIA, KOTOPOE MOJDKHO OBITh YETKO BBIACICHO. Eciu NMCTOK-BKIaIBIIIT
CTaHJAPTHBIN, OH OOBIYHO COCTOUT M3 6 OCHOBHBIX Pa3JICyIOB.

1. Yto u3 cebs mpeacTaBisieT mpemnapaT X, u AJs 4ero ero MPUMEHSIOT.

2. O ueM cieayer 3HATh nepes <MnpueMomM™> <IpUMEHEHHeM> npenapara X.

3. <IIpuem> <npumeHeHue> npenapara X.

4. Bo3MOXHBIE HEXeNaTeIbHbIE PEAKIINH.

5. XpaneHnue npenapara X.

6. Coziep>XMMO€ YIIaKOBKH ¥ TIPOYHE CBEIACHUSI.

Opnako ecnu ucnonb3dyerca (Gopmar Oykiera WIM CTaHAAPTHBIM JTUCTOK-BKJIAIBII COJAEPKUT
MHOTO TIOJIpa3/IeNoB, IOMyCKaeTcs OoJiee MoapoOHOE MPEICTaBICHHE COAePKAHUS TMCTKA-BKIAAbIIIA (C
YKa33HI/IeM HOMepOB CTpaHI/II_I WJINn KOJIOHOK, IIO3BOJIAIOIIIHX HOTpCGI/ITGHSIM 6BICTpO HaXOIUTb

H€O6XOIH/IMI>IC UM CBCIACHUS, OTU JaHHBIC MOKHO YKAa3bIBATh JIMIIb HA MaKCTaX).

1. Yto n3 cebsa npeacraBnsaet npenapart X, u ona yero
ero NpuMeHsIoT

#ToproBoe HaWMEHOBaHHWE, JEHCTBYIOIIME BelleCcTBA M (papMakoTepaneBTHUECKass Tpymia
npenapara.#

Crnenyer yka3aTh TOProBO€ HaMMEHOBAaHHWE Ipemapara W JIOMOJHUTH €ro, MPU HEOOXOAUMOCTH,
yKa3aHUEM JIeHCTBYIOIMMX BemecTB (kak B pasaenax 1 u 2 OXJIII), nHanpumep, "npemapat X COACPKUT
neiictByromee BemecTBo Y'". HeoOxoammo ykazaTh Takke (GapMaKoTeparneBTUYECKYI0 Tpynmy (Kak B
paznene 5.1 OXJII), u (win) Ha YTO OH AEHCTBYET (HApPUMEP, CTATUHBI (IS CHUKCHHS COACPIKAHUS
X0JIECTEPUHA)).

#lloka3aHus K IPUMEHEHUIOH
31ech HEOOXOIMMO yKa3aTh MOKa3aHUsl K MPUMEHEHUIO, B COOTBETCTBHH ¢ pazaeiom 4.1 OXJIIL.
Heo6xomumo ykaszaTh, B KaKMX BO3PACTHBIX TPYIIaX MOKa3aHO NMPUMEHEHHE Mperapara ¢ yKa3aHHeM

BO3pPAaCTHOI'O AXaIla30Ha, HAIIPpUMEP:

#<npemapar X TpuMeHseTcs JUIA  JICYEHUS  {yKa3aThb I[OKa3aHMe} Yy <B3POCIJbIX>
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<HOBOPOXKACHHBIX> <MIJIaJICHIIEB> <peren> <HOAPOCTKOB> <B BO3pacTe {OT X 0 y}> <JIeT>
<Mecs1eB>.#

Ecnu npuMeHnmo, yka3slBaroT:

qTo HpenapaT ABIICTCA BBICOKOTCXHOJIOTUYHBIM J'IeKapCTBeHHBIM npenapaTOM, COHep)KaHII/IM
KJICTKH NJIN TKAHU (HeO6XO}II/IMO Hpe)lCTaBI/ITB OIIMCAHUC OTUX KIICTOK UJIN TKaHeﬁ, nux HpOI/ICXO)KlIeHI/Ie
(BKJ'II-O‘Iaﬂ BUJ )KMBOTHBIX, €CJIM OHH HCYCJIIOBECUYCCKOI'O HpOI/ICXO)KI[eHI/IH) B COOTBCTCTBUH Pa3aCIIOM 2.1
OXJII);

YTO Npenapar SIBISIETCd BBICOKOTEXHOJOTHYHBIM JIEKAPCTBEHHBIM IIpENapaToM, COAEp KalluM
MEIULIMHCKUE W3JeNUsl WM aKTUBHBIE HMMIUIAHTUPYEMbIE MEIMIUHCKUE u3Jenus (HeoOXOoauMo
MIPEICTaBUTh ONKUCAHUE 3TUX U3AEIUN U UX MPOUCX0XKIEHUE B COOTBETCTBHH ¢ pazzaenom 2.2 OXIJIII).

#CBeneHus O TI0JIb3€ IPUMEHEHUS TTpernapara#

B manHOM pasnene momyckaeTcs B HHIUBUAYAILHOM TIOPSJIKE YKa3aTh CBEICHHUS O IOJIb3E
MIPUMEHEHHUS Tpenapara npu ycinoBuu coorsercTBus nndopmanuu B OXJIII, mone3HocTu s marueHTa
U OTCYTCTBHS JIFOOBIX AJIEMEHTOB PEKIaMHOTO XapakTepa. JlaHHbIE NOMycKaeTcs MPeACTaBUTh O]
OTJIETBHBIM TI013aT0JIOBKOM, Hanpumep, "Croco0 aelictBus mpemapata X'

CBeneHust HEOOXOIMMO U3JIOKUTh YETKO U KPATKO.
Hanpumep, cBesieHust MOTyT BKIIIOUaTh B ceOs:

IOPU3HAKM W CHUMIITOMbI 3a00jieBaHMs, IpPU KOTOPOM JIEKAPCTBEHHBIM IpenapaT MOXET
NPUMEHATHCS, OCOOEHHO B OTHOIIEHMHM O€3pelenTypHBIX IpernaparoB, HO TaKXe B OTHOIICHUH
IpernaparoB, IPUHUMAEMBbIX 10 TpeOoBaHUIO" (HapuMep, MpenaparTsl IPOTHB MUTPEHH);

CBEJICHMSI O I10JIb3€ IIPUMEHEHHUS Npernapara (Hanpumep, "mpernapaTr CHUXaeT 00i1b IpU apTpuTe”,
"mpemnapar CHIKaeT COIEp)KaHUE caxapa B KPOBH, UTO CIIOCOOCTBYET MPEAOTBPAIICHUIO OCIIOKHEHHUN
nuadeta"). OT0 0COOCHHO Ba)KHO JJIS TOBBIIICHUS MPUBEPKEHHOCTH TAI[UEHTa TEPANHK, HApPUMeEp,
IIPU JOJATOCPOYHOM U NPOPHIAKTUYECKOM JieueHuH. [lonb3y npuMeHeHus rpenapara MOKHO OIMCATh C
TOYKU 3pEHUs MPeNOTBpAIlleHHs] OCIOXKHEHUH 3a0oyieBaHUs (Hampumep, AUAOETHYECKHX), €ClIM OHa
MOJTBEpXkAeHa. MOXKHO TaKkKe yKa3aTh CPOK HAcTyIUIeHUS >¢deKkTa oT JeicTBUs Mpenapara (eciu
nenecoobpasHo). B mrobom ciyuae cBeneHHs JODKHBI cooTBeTcTBOBaTh HMH(popMmarmu B OXJIIT
(ocobenno pazneny 5.1 OXJIII);

CBEJICHUSI O BPEMEHHU, HEOOXOAMMOM JJisi HacTyruieHus s¢dekra npenapaTta (00e300MBarOmNN
npenapar, aHTHICTIPECCaHT | T.J1.), €CIH 3TO 3HAYUMO JJIS MTAIUEHTA.

Ob6s3arenbHOI sABIsETCS cieayromas GopMyInpoBKa:

#<Ecnu ynydlieHWe HE HACTYNWIO WM BBl UYBCTBYETE YXY/IIICHUEC <uepe3 {4HCIO0} IHEWH>,
HE00X0UMO 00paTUTHCS K Bpauy.>#

2. O yem cnepayeT 3HaTb nepen <NpUeMomM> <npuMeHeHnem>
npenaparta X

B manHbBIN pazaen HEOOXOAUMO BKIIOYUTH MH(OPMAIHMIO, 0 KOTOPOW JOJHKHBI 3HATH MAIlUEHTHI
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(moTpebuTeNM) MO0 Havaia MpUeMa Tpenapata W Ha TPOTHKCHHHM BCEr0 Kypca €ro NPUMEHEHHUs.
BceneactBue Oonbiioro pasmepa JaHHOTO pasfelia JUCTKa-BKIAABIIIA Yy TAlMeHTOB (IpH HX
TECTUPOBAaHUHM) BO3HMKAIM HauOosplme 3aTpynHeHus. Jius ynoOcTBa HAXOXKICHHS HYXHOMN
WHPOpPMALIMN TIOJIE3HO BKJIFOUEHHE JIOTIOHUTENBHBIX MOI3aroJIOBKOB (Hampumep, wHpopMamun o0
OTIPENICJICHHOW  KaTeropuu TMOTpeOuTeneil) ¢  COOMIOJEHHEM  TOCIIEeIOBATeIbHOCTH  yKa3aHHS
WH(POPMAIIUU B COOTBETCTBHHU C €€ BAXKHOCTBIO.

2.1. NMpoTuBONoOKasaHus.
#He <npuHumaiiTe> <upuMeHaNHTe> npenapar X<:>#

B nanHoM nonpaszene He0OXOAMMO yKa3aTh BCE IIPOTHBOIOKA3aHMs, IEPEUHUCIICHHBIE B pa3jielie
43 OXJII, B toM xe mnopsaake, uyro u B OXIJII. OcrtanpHble 0cOObIE YyKa3zaHUS U Mepbl
IIPEJOCTOPOKHOCTH CJEAyeT IPUBECTH B CIEYIOLIEM pas3jene JIUcTKa-Bkiaapima. HeoOxoaumo
BKJIIOUNTh BCE CYIIECTBEHHBbIE I IPUMEHEHHs IIpernapara NpOTHBOINOKa3aHud. Hepomyctumo
yKa3blBaTh JIMIIb OCHOBHBIE WJIM 4aCTble BCTpEYaroluecs NMpoTUBONOKazanus. He cienyer uckimrodars
IIPOTUBOIIOKA3aHUE UCXOs U3 IIPEAIIOIOKEHNs, YTO TALIUEHT HE TOMMET 3TO IPOTUBOIIOKA3aHUE.

<eclmM y Bac auieprus Ha {IeWCTBYIOIIME BEIIECTBa} WM JIIOOBIE IPyrde KOMITOHEHTHI
npenapara, (mepevrcieHHbIe B pa3jiene 6 JIUCTKa-BKIIA IbIIIa).>

B stom NpEaAYNPEKACHUN TaK)KEC YKa3bIBalOT OCTATOYHBIC IIPUMECH, €CJIIU 3TO IIPUMCHHUMO.
COOTBGTCTBYIOH_[I/IC MCPEBI ITPEAOCTOPOKHOCTH, 0co0EbIe YKa3aHusA

2.2. Ocobble ykaszaHusi U Mepbl NPefoOCTOPOXKHOCTH.

<Ilepen <mpuemom> <HpUMEHEHUEM> Ipenapara X MPOKOHCYJIbTUPYHTECh C JEYAIIUM BpadyoM
<unn> <paOOTHUKOM anTeK™> <UJIM MEIUITMHCKOU CeCTPOir™>

B cjlydya€ MJJIHMHHOIO IIEpCUYHA Hpe,Z[OCTepe}KCHI/Iﬁ PEKOMCHAYETCA HCIIOJIb30BaHUEC CIUHOI'O
OKOHYaHHA (HaanMep, pPEKOMEHAalluu O HeO6XO)II/IMOCTI/I KOHCYJIbTallUK C JieHalllUM BpadYOM HIIN
paGOTHI/IKOM arTeKu Ju0o YKa3aHue MEp Hpe,Z[OCTOpO)KHOCTI/I), YTOOBI IMMOBTOPSATH €TI0 HCCKOJIBKO pas.

B nanHOM nojpaszaene He0OX0JUMO H3JI0KHUTH BCE 0COOBIE YKa3aHHs U MEPBI IIPEJOCTOPOKHOCTH
IIpY IPUMEHEHUH Npenapara, BkitodeHHble B paznen 4.4 OXJII (kak u B OXJIII, nopsaaok n3nosxxeHus
nH(pOpMallK JOJDKEH OMNPENeNAThCS BaXKHOCTbIO HHQOpMAIMK O O€30MacHOCTH); KpOME TOro, B
paszgene nucTka-Bkiaaabima "OcoOble yKa3aHMs U Mepbl IMPEJIOCTOPOKHOCTH" HEOOXOIUMO YETKO
yKa3aTb, YTO JOJDKEH MPEeANpPUHATh HalMeHT (MoTpeOuTens) JUisl TOro, 4YTOObl MHHMMHU3HUPOBATh
MOTEHLIUAJIbHBIN PUCK.

[TonpoOuyro wHPOpMAIHIO 00 0COOBIX YKa3aHUAX M MepaxX MPeIOCTOPOKHOCTH, 00YCIOBICHHBIX
HCKCIATCIbHBIMU PCAKIUAMHA, KOTOPBIC MOI'YT BO3HHMKATH IPH MNPHUMCHCHUHN IIp€riapara MalnucHTOM,
Clle[lyeT TMPHBECTH B pasjeie 4 IMCTKa-BKIajabimia (HAIpUMEpP, CHMIITOMBI) C COOTBETCTBYIOMICH
MEPEKPECTHOM CCHUTKOM B pa3jiesie 2 JIUCTKa-BKJIa IbIIIA.

Oco0ble yka3zaHusi, Kacarolyecs B3auMOJEHCTBUI mnpenapata, (GepTUIbHOCTH, OEPEMEHHOCTH U
IPYJIHOTO BCKapMJIMBAaHHUS, CHOCOOHOCTH YMPABIATH TPAHCIOPTHBIMU CPEACTBAMU M paboTaTh C
MEXaHM3MaMH, a TaKXXe BCIIOMOraTEJIbHbIX BELIECTB, CIEIyeT JaBaTb B COOTBETCTBYIOLIMX
HOCTEYIOIUX MoApa3Aeaax JIMCTKa-BKIa bIIa, €CIH TOJbKO OHU HE MPEACTaBISIOT 0COOYIO0 BaKHOCTh
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

C TOYKM 3peHHsI 0e30MacHOCTH (IIPOTHBOIIOKAa3aHKE), B 3TOM CiIydae UX CJeQyeT OTPa3HuTh BHILIE, B
noJipasiene JUcTKa-pKiIaasia "He <npunumaiite™> <npumensiire> npenapat X".

I[JISI I/IH(I)OpMaLII/II/I O JOIIOJHHUTCIIbHBIX J'Ia60paTOpHO-I/IHCprMeHTaJIBHBIX HUCCICIOBAaHUAX,
KOTOPELIC H€O6XOI[I/IMO MMpOBOAWUTL B XOA€ TCpalru, AOIYCKACTCA NPECAyCMOTPETH I[OHOJ'IHI/ITGJ'IBHI)II\/'I
1oaA3aroJIOBOK.

2.3. leTn <u noapoOCTKN>.

Ecniu mpemapar mokazaH [eTsSM, IMOJA JAaHHBIM [OA3arOJIOBKOM CIIEyeT H3JI0KHUTh OCOOBIe
YKa3zaHud U MCEpPbI MMPEAOCTOPOKHOCTH, CHCI_[I/I(I)I/I‘-IHBIC JJISL I[aHHOfI [omyJjrsinuu 1 0003HaUYeHHLIE B
paznene 4.4 OXJIIL. Tlpu HeoObXoAMMOCTH, CIAEAYeT MPEAYIPEAUTh poAuTeNer (YXaXUBAIOIINX JIHI]) O
BO3MOYHBIX OCOOBIX YKa3aHUAX I )IeTefI (HOJIpOCTKOB), BKIIFOYCHHBIX B ITOAPA3ACII JIMCTKA-BKIIaAbIIIa
"crocoOHOCTh YIIPABISATH TPAHCIIOPTHBIMH CPEJCTBAMHU M pabOTaTh C MEXaHU3MaMu'".

Ecnu mpemapaT He Mmoka3aH HEKOTOPHIM KM BCEM MOATPYNNaM JeTeidl, He0OXOAUMO MPUBECTU
cBelleHus, coaepxaniuecs B pazaene 4.2 OXJIII, nanpumep:

<He paBaiite nmpenapar J€TsM B BO3pacTe OT X 0 Y <JeT> <MeCSLEeB> BCJIEICTBUE <pHUCKa [...]>
<Hed(PPEKTHBHOCTH> <TOTr0, YTO NOTEHIMAJIbHAS TI0JNb3a HE TPEBBIIIACT PHUCKI>, <BEPOSTHON
He0e30I1acHOCTH>.

2.4. BzaumoaencTBuA ¢ ApYruMun nekapcTBeHHbIMU npenapaTtamMmu.

2.4.1. lpyrve npenapaTtbl 1 npenapart X.

<Coo0luuTe jnevameMy <Bpauy> <Wiau> <paOOTHUKY alTE€KW> O TOM, YTO Bbl <HpHUHHUMaeTe™>
<HOpUMCHSETe>, HCAABHO <NpUHUMAIN> <IIPUMCHSIIM> WJIA MOXKETC HayaTb <IPUHUMATh>
<MPUMEHSTH> KaKue-Iu00 APyTrHe mpernapaThl.>

B cootBerctBuu ¢ pazznenom 4.5 OXJIIT Heo6xoaumo onucath BIMSHHME OPYTUX MpenapaToB Ha
paccMaTpuBaeMblil IpemapaT M paccMaTpUBAaEMoOro IipemnapaTa Ha JApyrue npenapartsl. [pyrue
npernaparsl HEOOXOJMMO yKa3blBaTh Kak (hapmakorepaneBTHyeckyto rpynny uwin MHH (reoOxomanmo
yKa3blBaTh CHayasa oOmeynorpedutensHsle Tepmuabl U MHH B ckoOkax, ecium  TOJBKO
B3aMMO/ICIICTBIE HE MPOUCXOJUT C OJHUM JEHUCTBYIOIIMM BEIIECTBOM M3 BCEro Kjacca, Harpumep,
"mpaBacTaTuH (TMperapar, MPUMEHSEMbIH 11 CHIDKCHHsI COJEpXKaHUs XojecTepuHa)"), 1o
BO3MOXHOCTH.

B HeKOTOpBIX ciyyasix, eclid 3TO OyJeT MOJIe3HO NallMEeHTY, MOKHO KPaTKO OIMUCATh IMOCIEACTBUS
B3auMoOJIeicTBHA npenapaTa. Hanpumep, 1 0603HaUeHUS MIPENapaToB, KOTOPHIE HENIb3sI IPUMEHSTD C
naHHbIM npenaparoMm: "He npunumaiite npenapat X BMecte ¢ Y (mpenaparoMm, MpUMEHseMOM Npu Z),
MMOCKOJIBKY 3TO MOXKET MPUBECTH K <CHIKEHUIO €T0 3 deKkTa> <HEeKeTaTeITHbHOU peakmum>".

Jlis mpenaparoB, KOMOMHAIMM C KOTOPBIMHU CleyeT u30erarb, U IpenapaToB, KOMOMHAIUM C
KOTOPBIMH TPeOYIOT ONpeeIeHHON MPeI0CTOPOKHOCTH (HAIpUMep, KOPPEKIMHU 103bl, B ATUX CIydasx
CleqyeT JaThb IMEPEKPECTHYI CCBUIKY Ha pasfen 3 JucTKa-BKkianelma). Hampumep, ecnum mmeercs
BEPOSITHOCTb, 4YTO B pPE3yJlbTaTe B3aMMOJEHCTBHS TOPMOHAJIBHBIA IEPOPAIBHBIM KOHTPALCITUB
norepsieT CBOIO  3(PPEKTHBHOCTh, MAIMEHTY CJEIyeT pPEKOMEHJOBaTh HCIIOJIB30BaTh JIPYTrOi
JIOTIOJTHUTENBHBINA METOJ] KOHTpalenuu (Hanpumep, 0apbepHble KOHTPALIETITUBBI).
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

CBeneHuil 0 B3aUMOJEHCTBUM IIpemapaTa ¢ PacTUTEIBHBIMM WIM QJIbTEPHATHUBHBIMU BHIaMU
TEpANNU yKa3bIBAIOT NIPU UX Hanuuuu B paszaeine 4.5 OXJIII.

2.4.2. BsanmopencTBue c nNuiLen U HanMTKamMmu.
<IIpemapat X ¢ <numein™> <,> <p> <HanuTKaMu> <,> <u> <aJKorojem>>

[Ipn Hamuuuu CcOOTBETCTBYIOIMX YKa3zaHuid B pazaene 4.5 OXJII HeoOXoaumMo MNpUBECTH
CBEIICHMsI O IPYTHX BHIAX B3auMojeucTBus. Hampumep, manueHThl HE JODKHBI YIIOTPEOIATh MOJOKO
BMECTE C TETPAIMKIMHAMU, aJKOTOJIb MPHU JIeYeHUH OeH30AMa3enuHaMHu. B 3ToM pasnene He ciemyer
JlaBaTh PEKOMEHJAIMK O MPUEME Mpernapara 0, BO BPeMsS WJIU IOCJE €/1bl, MOCKOJIbKY UX CIEIyeT
BKJIIOUUTH B pazjien 3 JMCTKa-BKIAAbIIIA, HO JOMYCKAeTCsl MEPEKPECTHAs CChIIKAa HAa YKa3aHHbBIN pa3zien
JIMCTKA-BKJIQIBIIIA.

2.5. NpumeHeHne 6GepeMeHHbIMU U KOPMALWMUMU FPYyAbIO XeHWUHaMU, CBeAeHUsA O
¢epTUnbHOCTL.

bepemenHOCTh <1> <,> IpyIHO€ BCKapMIIMBaHHE <U (EepTHILHOCTH>

Ecnu cBenenuss o mnpuMeHEHHMM Tpenapara CYHIECTBEHHO pa3iIHYaroTcs, WH(OpMaIuoo o
OCpEeMEHHOCTH, KOPMJICHUH TPYAbI0 M (PEPTUIBHOCTH TOMYCKAETCS MPEACTABISATh TOJ OTISIHHBIMHU
10A3ar0JIOBKaMH.

Heo0xoaumo BKIIIOYUTH B JTHCTOK-BKIIABIII PEIIOMUPYIOIINE CBEICHUS, PUBEJCHHBIC B pa3felie
4.6 OXJIII, a Takke cieayrouiee:

<Ecnmu BBl OepeMeHHBI MJIM KOPMHUTE Tpy/AblO, JAymMaere, 4To 3abepeMeHeNu, WM IUIaHUpyeTe
OepeMeHHOCTh, Tepe]] HayaloM MPUMEHEHUs Mpernapara MpOKOHCYJIbTUPYHTECH ¢ <JIeHallUM BpayoM>
<un> <paOOTHUKOM arTeKu.>

OOpature BHUMaHUE, YTO €CJIM IIpernapar NPOTUBOINOKA3aH IpU OEpEeMEHHOCTH U (MJIH) IPyIHOM
BCKapMJIMBaHHUM, BO BCEX MOApa3zenax JucTka-Bkiaaapima ("depTuiabHOCTb, OEpEMEHHOCTS, JIAKTaIus'")
ClIeZlyeT MpeJCTaBUTh oJuHaKkoByr0 MH(popmaruio ("He npunumaiite (mpumensiite) npenapat X"), a
TaKXe BKIIOYUTh HHPOPMALIUIO O TEPATOTC€HHOCTH MPU HATHYHUH.

2.6. BnuaHue Ha cNOCOGHOCTbL YNpaBnATb TPAHCMNOPTHbIMM CpeacTBamMuM wnu
paboTaTb C MEXaHM3MaMM.

<VYmnpaBieHre TPaHCIIOPTHBIMU CPEICTBAMM U paboTa ¢ MeXaHU3MaMKu™>

[Tpu Hanuuuu B paznene 4.7 OXJII npenynpeauTeabHbIX peKOMEHAaluil UX HE0OX0MMO YKa3aTh
Ha [IOHATHOM IALlUEHTY Pa3rOBOPHOM SI3BIKE.

I[ep)KaTeJ'II/I PEruCTpaiuOHHBIX YI[OCTOBepeHI/Iﬁ AOJDKHBI TIOMHUTDB, YTO IpCrapaThbl, IPUHUMACMbIC
NeTbMH, MOTYT TpeOoBaTh cleluuaidbHBIX pekoMeHaauui. Hampumep, B dactu Oe3omacHocTH
JOPOXKHOTO JBIKEHHS (HECMOTPS Ha TO, YTO JETAM B MPHUHIMIIE HE pPa3pelieHo YIPaBIIsATh
aBTOMOOMIIEM, CIIEyeT yKa3aTh B JIUCTKE-BKIIABIIIE MOTYT JIM JIETH KaTaThCsl HAa BEJIOCUIICIE, CAMOKATe
U T.OL).
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

PekoMenmannu JOMKHBI BKJIIOYATh OOBSCHEHUS TMPUYMH HEKENATEIbHOCTH YIpPaBIICHUS
TPAHCIIOPTHBIMH CpPEACTBAMH WM paldOThl ¢ MEXaHW3MaMu TallMeHTaM, a TaKXke YKa3aHHe Ha
HEO0OXOUMOCTh KOHCYJIBTAIMU C JICUAIIUM BPAuyOM, €CIIM MAIMEHTBI BCE K€ 3aXOTAT BBINOJHATH 3TH
JIEUCTBUSL.

2.7. Ocobble YKa3aHuA, Kacaruwmecs BCnomMoratTesibHbiX BelweCcTB.
<[Ipenapat X comep HUT {HAaMMEHOBaHHE BCIIOMOTaTeIbHBIX(Or0) BemecTs(a) ;>

Eciu mpumeHnMo, B JaHHOM Tojpaszjelie HeoOXOAuMO TPUBECTH OCOObIE YyKa3zaHUS O Tex
BCIIOMOTATENIbHBIX BEIIECTBAX, 3HAHHWE O KOTOPBIX HEOOXOAMMO I Oe30macHOro u 3¢¢GEeKTUBHOTO
MPUMEHEHUS M KOTOpble BKJIIOUeHbl B mpuiokeHne N 1 k TpeOoBaHHsIM K HWHCTPYKIUU IO
MEIUIIMHCKOMY TPUMEHEHHIO JICKAPCTBEHHOTO MpernapaTa U OOIIeH XapaKTepUCTHUKE JICKAPCTBEHHOTO
npemnapara Jjisi MeJUIIMHCKOr0 MpUMeHeHus, Kak 1 B paznene 4.4 OXJIII. Jlanubiii noapaszaen clieayer
UCKITIOYUTh, €CIIHM Mpenapar He COJAEP>KUT BCIIOMOTAaTEeNbHBIX BEIIECTB C M3BECTHHIM JeilicTBueM. Ecnu
MIPUBOJAATCS CCBUIKM Ha JAPYTOM pa3fen JUCTKA-BKJIaAbllIa (HampuMep, B CBSI3U C HAJIUYHMEM B COCTABE
ayKoroJisi); TpeOyercss oOpaTHasi CChUIKA M3 ATUX Pa3JieloB JIMCTKA-BKIAABIIIA HA 0COOBIE yKA3aHUS O
BCIIOMOTATEJIbHBIX BEIIECTBaX W BBI3LIBAEMBIX UMHU JCUCTBUSAX (HAIpUMEp, BIUSHHE HAa CIIOCOOHOCTH
YIIPaBJIATh TPAHCTIOPTHBIM CPEJICTBOM, OEPEMEHHOCTD U TPYHOE BCKapMIIMBaHUE, ACHCTBHE HA JACTEH).
(B pen. pemennst Cosera EBpazuiickoit s3xoHOMHUeckoi komuccuu ot 19.05.2022 N 80)

3. <lpuem> <npumeHeHne> npenapara X
B mpocTeix ciydasx cienayromue 3 371eMeHTa MOKHO 00beIMHUTH B OJUH a03all.
3.1. Oo3a (pa3aen 4.2 OXJIN)

]_IJ'IH JICKApCTBCHHBIX IPEIIApPATOB, OTIITYCKACMbIX ITIO PCUCIITY, HOJIKHBI OBITh CACJIaHbI CIICAYIOINC
YKa3aHusd:

<Bcerma <npuHUManTe> <IPUMEHSAWTE™> IIpernapar B IIOJHOM COOTBETCTBHM C PEKOMEHIALUSIMHU
Jedaiero Bpaya <wiu paOoTHHMKa anTeku™>. IIpu mosBIeHMM COMHEHMH MOCOBETYWTECh ¢ <JIeyalluM
BpauoM> <uJI> <paOOTHUKOM arTeKu>.

<PCKOMCH,I[yeMa}I no3a....>
Jlns nekapCTBEHHBIX IIPENApPATOB, OTITYCKAEMBIX oe3 peuenTa, JOIKHBI OBITH CJIENIaHbI YKa3aHu4:

<Bcerna <npuHHMalTe> <IpUMEHANTE™> NAHHBIM IIpEenapar B IOJHOM COOTBETCTBUM C JAHHBIM
JUCTKOM WJIM C PEKOMEHAIUAMU JICHAIETo Bpaya <pabOTHHKA anTeK™> <MeIUIMHCKOH cecTpbr>. [Ipu
MOSIBIICHMH COMHEHHI MOCOBETYHTECh ¢ <JIeHalluM BpadyoM™> <wiim> <,> <paOOTHHUKOM anTeKm™> <WIU
MEIMIIMHCKOM CECTpOoir>.>

<PCKOMCH,I[yeMa}I no3a....>

Crnenyer yka3aTh CBEJICHHsI O MAaKCUMAJIbHON OJTHOKPATHOM, CyTOUHOM M (min) ob1elt (KypcoBoii)
no3e npu Hainuuv. Ecnv pexxuM J03UMpOBaHUS NPH Pa3iIMYHBIX MOKA3aHUSAX WINM Yy pa3iIUYHbIX
MOMYJIANUH (HarpuMep, Y MOKWIBIX, HAIIUEHTOB ¢ HapyLIeHHEeM (YyHKIMU MEYEeHHU, IOYEK) OTINYaeTCs,
MOXXKHO CJeJlaTh JOTOJHUTEIbHBIE TOA3arOJIOBKH. YKaXHUTE€ pEKOMEHAyeMylo J03y M Mpu
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HCO6XOI[I/IMOCTI/I BpEMs, B KOTOPOC IIPCIiapaT MOKHO WA CIICAYCT IIPUMCHATD.

3.2. <[lpumeHeHne y aeTen <u NOJpPOCTKOB>.

Ecim mpenapar mokasaH pasIWYHBIM BO3PACTHBIM TPYMIaM C Pa3IHYaOMIMMUCS JT03aMH,
croco0aMu ero MPUMEHEHHUs, YaCTOTON BBEICHUS WJIU TPOJOJDKUTEIHLHOCTHIO TEPANHH, HEOOXOIUMO
JaTh UHCTPYKIIMHU 10 IPUMEHEHHIO Mpernaparta i KaKI0W BO3PaCTHOM IPYIIIIbI.

[Tpu Hanuyum Gosee MOAXOAIIEH A MPUMEHEHUs JO3UPOBKU U (MIIM) JIEKapCTBEHHON (hOpMbI
JUIsL HEKOTOPBIX MM BCEX MOATPYIII JETEH (HalpuMep, pacTBOP AJs IpUeMa BHYTpPb IS JETEH), HA 3TO
CIIEAyeT yKa3aTh, HaIIpUMeEp:

<Jlpyrasi(ue) popma(pl) mpenapara MOKET(TYT) Jydllle TOAXOIUTh AETSAM, MPOKOHCYIBTUPYHTECH
C JIeallliM BpauoM WM paOOTHUKOM anTeKu™.

3.3. NyTb 1 (unn) cnoco6 BBeaeHus (pasaen 4.2 OXIN).

[Tpu HEOOXOIMMOCTH MOXKHO YKa3aTh IyTh BBEJICHUS U J1aTh MOHATHbIE MAIIUEHTY OOBSICHEHUSI.

Crioco6 BBeneHHs (peKOMEHIAIMK 0 MPAaBHIIBHOMY NPUMEHEHHUIO mpemnapara (Hampumep, "He
nporyateiBath!, "He xeBath", "BceTpsaxnyTe mnepen mnpumenenueM")). llemecooOpazHo ykas3biBaTh
MPUYMHY MOA00HOW pexkomeHnauuu (Hampumep, "He pasnambiBaTh M He KpOIIUTh TabneTky(u). B
IIPOTUBHOM CJlydae BO3HHUKAEeT yrpo3a Iepel03UpOBKH, MOCKOJIBKY Ipenapar MOCTYMHUT B OPraHU3M
OuYeHb OBICTPO").

Heo6xonumo npuBecTH onucaHue (BO3MOXKHO, ¢ HILUTIOCTpalneil) cnocoda BCKPHITUS TEPBUYHBIX
YIaKOBOK, 3aIIMIICHHBIX OT JAETEH, WM IPYruX MEPBUYHBIX YNAKOBOK, OTKPHIBAIOIIUXCS HEOOBIYHBIM
CIocoO0OM, eciii MPUMEHUMO.

HeoOxonumo mpuBecTH peKOMEHIAllMM OTHOCUTENIBbHO IMpHEMa Ipernapara ¢ €10, BO BpeMs U
(um) 10 MpreMa MUILK WIK YeTKO yKa3aTbh, YTO MUILA HE OKa3bIBACT BIMSHHUE HA IIpenapar u T..1., €CIH

3Ha4YuUMO.

<Pucka HaHeceHa IHINb i OONErdyeHUs pas3iaMblBaHUS TaOJETKU TIPU BO3HUKHOBEHUU
3aTPYITHEHUH IIPU €€ MPOTJIaTbIBAHUHU LETUKOM.>

<TabneTKy MOKHO pa3Ae/iuTh Ha PaBHBIE 103b1.>
<Pucka He peHa3HAYCHA I pa3iaMbIBaHUS TaOJICTKU.>
3.4. NMpopomkutenbHOCTbL Tepanuu (pasgen 4.2 OXJIM).

Eciu MMPUMCHUMO, 0COOEHHO B OTHOIICHHH npenapaTroB, OTITYCKAaCMBbIX oe3 pencira, CICAyCT
MPUBCCTHU YCTKHUC PCKOMCHIAAIIUHA O:

CT&HI{&pTHOfI AJIATCIIBHOCTU ITPUMCHCHUS,
MaKCHMAaJIbHOM AJTATCIIBHOCTU ITPUMCHCHUS

HCO6XOI[I/IMBIX HHTEpBAIaX MCKIY KypCaMU JICUCHU,
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ClIy4asx, Tpe6y'IOIJ_II/IX OrpaHU4YCHUs JJIUTCIbHOCTH IPUMCHCHUS.

ﬂﬂﬂ HCKOTOPBIX  IIPCIAapaToB  MOKCT HOTp€6OBaTBC}I BKIIIOYECHHE B JaHHBIH pas3aci
JIMCTKA-BKJIaAbIla HCKOTOPLIX MOOIIOJHHUTCIbHBIX CBeﬂeHHﬁ, OJHAaKO 3TO HGO6XOI[I/IMO HEC BO BCECX
ClIydasx. B kauectBe peKOMeHHaHI/Iﬁ MOKHO HCII0JIB30BAaTh CJICAYIOMIUC 3arOJIOBKH:

<Ecnu Bbl <npuHIN> <IPpUMEHWIN> IpenapaTta X 0oJblile, YeM ciie10Bano.>

Heo0xonumo onMcaTh KIMHUYECKME CUMIITOMBI, €CIM IPOU30ILIa MEepeo3UpoBKa, U CHOCOO
KyIHpOBaHUs Nepeno3upoBKu B coorBeTcTBUU ¢ OXJIII.

<Ecnu BbI 320U <OPUHATH> <HPUMEHHUTH> X.>
HeoOxonmumo naTh dYeTKHE YyKa3aHUsl MAIMeHTaM, 4YTO CIEAyeT MAelaTh NpPU HEPeryIsipHOM
IIPUMEHEHNH IIpenapara, HalpuMep, yKa3aTb MaKCHMAJIBHBIA MHTEPBAJ, B TEYEHUE KOTOPOTO MOKHO

MIPUHSTH 3a0bITYI0 103y (B COOTBETCTBHUH ¢ pazzenom 4.2 OXJIII).

<He nmpuHHUMaiTe TBOHHYIO J03Yy, YTOOBI KOMIICHCHPOBATH MPOMYIICHHYI0 <TaOJeTKy> <103y>
<.>.

<Ecnu BBl npekpatiim <mpueM> <mpuUMeHeHHe™> npemnapara X>

MMUIIUTE CHUMIITOMBI CHHApOMAa OTMCHBI U CIIOCO X MHHHUMMH3AIIMU B COOTBCTCTBUHU C
O " n 6
paznenom 4.2 u (unu) pazaenom 4.4 OXJIIL.

Ecnu nmpumenuMo, cieayer onucath BO3MOKHBIE TIOCJIEACTBUS JOCPOYHOTO MpEKpalieHus Kypca
JIeYCHUST ¥ HEOOXOAMMOCTh IIPEIBAPHUTEILHON KOHCYJbTAIIUU C JICYAIlUM BpayoM, paOOTHUKOM anTeKH
WJIA MEIMIIUHCKOM CECTPOM.

JlaHHBIi pa3zen cieayeT 3aBepUINTh CICAYIOUMM HHPOPMALIMOHHBIM (PparMeHTOM:

<[Ipu HanM4YMM BOIPOCOB MO MPHUMEHEHHIO IMpernapara, oOpaTUTech K <Jiedallemy Bpady> <,>
<unu> <paOOTHMKY anTeKkn™> <,> <UIn> <MEJUIMHCKON cecTpe>.

4. Bo3MOXHble HexenaTesnbHble peakunu
4.1. OnucaHue HexenaTesribHbIX peakuun.
JlaHHBIH pa3men TMCTKa-BKIAABIIIA CISAYET HaYaTh CISAYIOMUM ab3amem:

<IlomoOHO BceM JEKApCTBEHHBIM IIpemaparaMm MpernapaT MOKET BbI3bIBATh HEKENIATeIbHBIC
pEeaKIru, OJJHAKO OHH BO3HHKAIOT HE y BCEX.>

JlaHHBII pa3zen JUCTKAa-BKJIaAbllla, KAK MPAaBWIO, CIEAYET pPAa3delIUTh HAa 2 4YaCTHU, TaK Kak
HE00XO0UMO MPEJCTaBUTh JOCTATOYHO MOHSATHOE MAIIMEHTY OMHUCAaHUE SIBHBIX KIMHHYECKUX MPU3HAKOB
U CHUMITOMOB, TIO3BOJISIOIIEE €My pacrno3HaTb Bce oOo3HaueHHble B pasgene 4.8 OXJIII
HEXeJIaTeJIbHbIE PEAaKIIUU, KOTOPbIE MOTYT BOSHUKHYTb.

B Hauanme HeoOXOIMMO BBIIEIUTH HaWOOJNEE Cephe3HBIE HEKENaTeNIbHbIE pPEaKUWd M JaTh
ManUeHTaM YeTKUE MHCTPYKIMHM OTHOCHTENIbHO MPUHUMAaeMbIX Mep (Hampumep, MPEeKpaTUTh MpueM
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npenapara U (WIM) HEMEAJIEHHO OOpaTUThCS 3a MEIUIMHCKOHN MOMOIIBIO, IPU 3TOM LEJIeco00pa3Ho
HCII0JIb30BaTh CJIOBO "cpa3y" win "HeMeUIeHHO").

3areM clieyeT NPUBECTH B JIMCTKE-BKJIAJBIIE IE€PEUYEHb BCEX OCTAIbHBIX HEXKEIATEIbHBIX
peakuui ¢ yKa3aHMeM YacTOThl MX BO3HMKHOBEHMs, HauMHas ¢ HauOosee yacThix (0e3 MOBTOpEHHUS
HauboJsee Cepbe3HbIX, YIIOMSIHYTHIX BBIILE).

B paMKax KaXa0ro M3 3THUX PasACiiOB HEXKEIATCIBHBIC PCaKIHUU CICAYCT CIPYIIIMPOBATH II0 HX
yacrtoTte. P CKOMCHAYCTCH CIICAYIOLIasd rpadanusa 4aCTOThI:

OYCHb YaCTO - MOTYT BO3HUKaTh Yy Oosiee uem 1 uenoseka u3 10;

4acTo - MOTYT BO3HUKATh HE Oosee ueM y 1 yenoseka u3 10;

HEYacTo - MOTYT BO3HHUKATh He Oojee ueM y 1 yenoseka u3 100;

PEIKO - MOTYT BO3HHKATh He OoJiee yem y 1 guenmoseka u3z 1 000;

OYEHb PEJIKO - MOTYT BO3HUKATh He Oosiee ueM y 1 yenmoBeka u3 10 000;

HEU3BECTHO - UCXOSI U3 UMEIOIIUXCS TaHHBIX YaCTOTY BO3HUKHOBEHUS ONPEACTUTH HEBO3MOXKHO.

JlaHHYI0 TpaJalMio 4acTOThl HEXKEJIATeNbHBIX pEaKlUid HE CleqyeT YKa3blBaTh Mepe]] MepeuHeM
HEXKeIIaTeIbHBIX PeaKInii, TOCKOJIbKY OHA, KaK IM0Ka3all0 TECTUPOBAHUE MOTPEOUTENEH, MOXKET BBOJIUTH
MAIUEHTOB B 3201y KICHHE.

B n1ro6om ciyuae mpu ykazaHMHM BEPOSITHOCTH BO3HMKHOBEHHS HEXKENIATEIbHBIX PEAKIIUH BaKHO
110 BO3MOYKHOCTH JaTh OMMCAHUE U MIPUBECTU YUCIIOBBIC TaHHbIe. ClleIyeT MIOMHHTH, YTO TECTUPOBAHUE
MAIMEHTOB MMOKA3aJl0, YTO TaKUe MPEeIOKEeHHsI, KaK "Bo3HUKaeT y 6onee yeMm 1 u3 100, HO MeHee 4eM y
1 u3 10" He coBceM MOHATHBI MallME€HTaM, O3TOMY HCIOJIb30BaTh UX HE cieayeT. He crnengyer takxe
yKa3bIBaTh Ha3BaHUSl CUCTEMHO-OPraHHBIX KJaccoB. OJHAKO €CIM YacTOTa HEXENIATEeNbHBIX peaKiuil
HEW3BECTHA (HapUMep, IS JICKaPCTBCHHBIX MPENapaToB, JaBHO OOPANIAIONINXCS Ha PhIHKE U TTOITOMY
HE WMEIONMUX pPE3yJbTaTOB ydYeTa HEXKEIATeNbHBIX pPEakluid B paMKaX COBPEMEHHOW CHCTEMBI
(hapMakoHag30pa) B KayeCTBE 3arojlOBKOB MOXKHO HCIOJb30BaTh ITOHSATHBIC TAIMEHTY CJIOBA,
0003HaYa0IINe OPTaHbl YeJIOBEeKa, HallpuMep, KOXKa, )KeNyI0K U KUIIEYHUK U T.1I.

<I[01'IOJIHI/ITCJ'ILHBIC HCKCJIATCIIbHBIC PCAKIINU Y JeTel <u OoAPOCTKOB>

Eciu npumeHuMoO (B COOTBETCTBUM CO CBEACHUAMHM, coaepxaimuMu B paszaene 4.8 OXJIII), B
JTAHHOM TI0/Ipa3ziesie JIMCTKa-BKIIAbIIIa HE00X0IMMO 0003HAYNTh BCE KIIMHUYECKH 3HAYMMBIEC Pa3IHIus
B HEXeJaTeIbHBIX PEeaKIMsIX B JIOOBIX MOArPYyNNax JETeH M0 CPaBHEHMIO C APYTUMU MOATPYIIaMH WK
B3pOCIIBIMHU.

]_IJ'IH BCCX JICKAPCTBCHHBIX IIpE€MapaToOB B KOHIEC pa3aciia 4 JIMCTKa-BKJIadbIIa HCO6XO)II/IMO
YKa3aTb CJ'ICI[YIOH_II/Iﬁ MOA3aroJ0BOK U TEKCTOBBIM (bpar MCHT.

4.2. CoobweHne o HexenaTenbHbIX peakuuax.

<Ecnum y Bac BO3HHMKAIOT Kakue-THOO HEXeIaTeIbHBIE PEAKIUH, MPOKOHCYJIBTUPYHTECH C
<gpauom> <> <uiam> <paOOTHUKOM anTeKkn> <,> <WJIU MEIUIUHCKOW cecTpoii>. JlanHas
pEKOMEHIalMsl PaCIPOCTPAHSIETCS Ha JIF0ObIe BO3MOKHBIE HEe)KeIaTelbHbIe PEakllii, B TOM YKCie Ha He
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NepEeYMCICHHbIE B JINCTKE-BKIaJbIIe. Bbl Takke MOXXKeTe COOOLIMTH O HEXEIATENbHBIX PEAKIMAX
HanpsAMYI0 4Yepe3 CHUCTeMY COOOILIEHMH TOCYIapCTB - YJIeHOB EBpa3miicKOro 3KOHOMHYECKOTO COH03a
{ykazatp mopsmok pnoctymna K cucreme}. CooOmias O HeXeNaTeNbHBIX PEeaKIusaX, Bbl MOMOTaeTe
MOJTYYUTh OOJIBIIE CBEJACHUI 0 0€301IaCHOCTH Ipenapara.

Bxirogyate B mevaTHbIe MaTepUallbl CChUIKY Ha CHCTEMY COOOIIEHHUI rocyaapcTs - wieHoB Coro3a
He TpeOyercs. [lpuBeneHHBIM BbIIEe (PArMEHT CCBHUIKH, 3aKIIOYCHHBIH B (UTYpHBIE CKOOKH {},
UCTIOJIB3YETCS JIUIIb B OMyOIMKOBAaHHON 0JJ00pEHHOMN Bepcur HH(GOPMAIIMU O TIpenapare.

[IpencraBieHHbIE HUXKE NMPUMEPHI pEAIM3allMM TaKOM CCBUIKM HE SABIISAIOTCS MCUEPIBIBAIOIINMU,
JIM3aifiH U PacIioyIOKEHUE CBEICHHH B JIMCTKE-BKIIAZBIIIE JOJDKHBI OTpaXkaTh MOJIpOOHbIE cBeleHHs. B
3aBHCUMOCTH OT TPaBHJI TPAMMATHKH HCIIOJIB3YEMOTO SI3bIKa MOXKET MOTPeOOBATHCS JTMHTBUCTHUECKAS
MpaBKa.

Ecim  nganHple o0  cucteme  cOoOIIEHMI — KpaTKue, HampuMep, TOJBKO  CcalT B
MH(POPMALMOHHO-TEIEKOMMYHUKAIIMOHHON ceTH "MHTepHeT", MOXKHO BKJIIOUUTH 3TU JAaHHBIE B TEKCT,
Harpumep:

<Ecnmum y Bac BO3HUKAIOT KaKHe-JIMOO HEXKeJaTelbHbIE PpEaKIUH, MNPOKOHCYJIbTUPYHTECh C
<ppayoM> <,> <uin> <paOOTHUKOM anTeKu™> <,> <uIu> <MeIULUHCKON cecTpoir>. K HuM Takxke
OTHOCSTCS JTI0ObIE HEXKelaTeJIbHble peakllid, He YKa3aHHbIe B JIMCTKe-BKJIajblie. Bol Takke mMoxere

COO6HII/ITI) 0 HEXKCIATCIBbHBIX PCAKIHUAX HAIIPAMYIO 4EPE3 WWW.XXX.XX.XX. Coo61ua;1 0 HCXKCIIAaTCIIbHBIX
peaKknusiXx, Bbl IOMOTACTEC IMMOJTYYNUTH Ooublire CBEICHUM O 0€e30IacHOCTH npenapaTa>.

Ecnu nmanHble o0 cucreMe  cooOlieHUil  oObeMHble, Hampumep, ajapec, calt B
MH(POPMALIMOHHO-TEIIEKOMMYHUKAIMOHHOW cetn  "MHTepHeT" W anbTepHATHBHBIE CIOCOOBI IS
JOCTaBKU HH(OpMAIiy, 1 (WJIH) JIMCTKA-BKIIAJBIIIA aAPECOBAH 00Jiee YeM OJHOMY TOCYJapCTBY - WICHY
Co103a, MO’KHO BOCIIOJIB30BAThCS CAEAYIOLUIIM MPUMEPOM:

<Ecnmum y Bac BO3HUKAIOT KakMe-JIMOO HeXesaTelbHble peaklUH, MPOKOHCYJIbTUPYHTECh C
<ppayom> <,> <unn> <paOOTHHKOM amnTeKu™> <,> <uau> <MeIULUHCKON cecTpoit>. K HuM Takxke
OTHOCATCS JI0Oble He)KeNlaTesIbHbIe peakIH, He YKa3aHHBIE B JIMCTKE-BKJIAJbIlIe. Bbl Takke MoxeTe
COOOIIUTH O HEXKENATEIBHBIX PEeaKIUIX HampsMyro (cM. Hibke). Coo0IIas 0 HexXenaTeIbHbIX PEAKITHIX,
BBl TIOMOTAETE MOJIYYUTH OOJIBIIIE CBEJACHHM 0 O€30ITaCHOCTH Mperapara.

{Ctpana}

{HanmeHoBaHME OpraHU3aIlny }

{Anpec: {Hacenennslii myHKT} {IOYTOBBII HHJIEKC} CTpaHa}

Ten: + {HOMep TenedoHa}

WIH

<caWr>

{HaumeHoBaHUEe opraHu3aIiu ;>

5. XpaHeHue npenapaTta X
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<XpaHuTe mpenapar B HEJOCTYIHOM JUIs peOeHKa MecTe Tak, YToObl peOEHOK HE MOTI YBUIEThb
€ro.>

5.1. lata ucteyeHus cpoka rogqHocTu (Cpoka xpaHeHuUs)

Ecnmu B MAapKHUPOBKE HUCIIOJB3YETCA CIICHHUAIIBHOC COKPAIICHUEC JAThl UCTCUCHUA CpOKa IOJHOCTH,
€ro ciIeayer npoz[y6Jmp0BaTL JaHHOM pa3acii€ JIMCTKa-BKJIIAaAbIIIIA.

<He npumeHnsiite npenapaT MOcCie HUCTEUEHHMs CPOKa TOJHOCTH (CpOKa XpaHEHUs), YKa3aHHOTO
<B> <Ha> <MapKUpOBKe> <KapTOHHOH mauke> <(piakone> <..> <mocye {COKpalleHHEe, UCII0Ib3yeMOe
JUIS ATl UCTEUEHUS CPOKA TOJHOCTH §.>

<JlaToif uCTeYeHUsI CPOKA TOJHOCTH SIBJISIETCA MOCIEIHUN IEHb JAHHOTO Mecsia.>
5.2. YcnoBus xpaHeHusi

CBeneHus ITOJDKHBI COOTBETCTBOBaTh paszzaeny 6.4 OXIJII, cranmapTHble (HOPMYITUPOBKH ISt
yKa3aHHUs YCJIOBUH XpaHEHUsS IIpernapaTtoB IpHBelneHbl B mnpuioxkeHnn N 8 k TpeOoBaHusSM K
WHCTPYKIMU TI0 MEIUIIMHCKOMY NPHUMEHEHHUIO JICKApCTBEHHOTO Iperapara M oOIIel XapaKTEepUCTHKE
JIEKapCTBEHHOI'O Ipernapara Juisi METUIITHCKOTO IPUMEHEHMS.

(B pen. pemenus Cosera EBpasuiickoii skoHOMU4eckoit komuccuu ot 19.05.2022 N 80)

CpoK TOHOCTH MOCJIE BOCCTAHOBJICHHS, Pa3BEJICHUS WIM IIOCIE IEPBOrO BCKPHITUS MEPBUYHON
YIaKOBKH (€CITU MPUMEHUMO).

CBeneHus JOJDKHBI COOTBETCTBOBaTh pazzneny 6.3 OXJII, Tarke cienyer oOpaTUThCs K
npuioxennto N 7 k TpeOoBaHMSM K MHCTPYKLUHU 10 MEAMLIMHCKOMY NMPHUMEHEHHIO JIEKApPCTBEHHOTO
npenapaTa 1 o01Iel XapakTepUCTUKE JIEKapCTBEHHOT0 Mpenapara A MEAUIIMHCKOTO TPUMEHEHHS.

(B pen. pemenus Cosera EBpasuiickoii skoHOMU4eckoit komuccuu ot 19.05.2022 N 80)

5.3. MpeaynpexaeHus o NpusHakax HeMPUrogHoCTU npenaparta K NpUMeHeHuIo (B
COOTBETCTBYHOLWMX cryyanx).

#<He mnpuMeHsiiTe npenapar, €Ciad Bbl 3aMETWIM {ONMCAHME BHJIUMBIX IPU3HAKOB
HENPUroIHOCTH IpernapaTa K IpUMEHEHUIo | .>

<He BbIOpackiBaiiTe (He BbUIMBAiTE) MIpenapar B KaHAIM3aIMI0 <BOAOIPOBOI™>. YTOYHHUTE Yy
paOOTHHKA aNTeKW, Kak CiledyeT YTWIM3UpOBaTh (YHHYTOXKATh) IpenapaT, KOTOpbIH Oojblle He
notpelyercsi. DT Mepbl MO3BOJIAT 3ALIUTUTH OKPYKAIOIIYIO cpey.>#

6. CoaepxMmoe ynakoBK/ U Npoune cBeaeHus

6.1. NonHoe nepe4yucneHue AeﬁCTByIOLuMX BeLweCcTB 1 BCnoMoraTtesibHbIX BeLwleCcTB

<IIpenapat X conepxut>

HeoOxonumo yka3aTe JeiicTBylOIIME BelecTBa (C yKa3aHHEM HMX COJEp)KaHHs KaueCTBEHHO U
KOJIMYECTBEHHO) M TMpOYMe KOMIIOHEHThl (C YKa3aHHEM MX COJAEP)KaHUS KaueCTBEHHO), C

HCIIO0JIb30BAaHUEM UX HAaMMEHOBAaHMM, MpUBEACHHBIX B pazaenax 2 u 6.1 OXJIII, a Takke HA TOM SI3bIKE,
Ha KOTOPOM COCTaBJICH JINCTOK-BKJIQIbIIII.
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#<JleHCTBYIOIIMMH BEIIECTBAMM SIBIISIOTCS...>

<Kaxmass <rabmerka> <Kamcymna> COJEPKUT X <rpamMM> <MUJUTUTpaMM>...{JdeHCTBYIOIIETO
BEILIECTBA | >.

<[Ipounmu <uHrpeareHTaMu> <(BCIIOMOTraTeJbHbIMH) BELIECTBAMM )> ABISAIOTCA...>#
Ecnu mpuMeHnnMo, cieayeT NpuBecTH NepEeKPEeCTHYIO CChUIKY Ha pasjien 2 JIMCTKa-BKIIaJbIa
#<npenapat X COAEpPKUT {HAMMEHOBaHHE BCIIOMOTaTEJIbHOIO BEIlleCTBa | >.#

6.2. JlekapcTBeHHaa c¢opma, xapakTep U coaepXumoe NepBUYHOMN YNAKOBKM MO
Macce, 06 bemMy Unu eaMHULLIAM [O3UPOBAHUA.

Bremnnii Bua npemnaparta X ¥ COAEPKUMOE €ro yIIaKOBKH.

JlexapcTtBeHHyI0 (OpMy cleAyeT yKa3aTb B COOTBETCTBUM ¢ HOMEHKIATypoll JeKapCTBEHHBIX
¢dbopm Coroza, yrtBepknaemoir Kommccuel, W JOMOJHUTENBHO MPHUBECTH TOHATHOE MAIMEHTY
o0BsicHeHue (mpu HeoOxonumocTn). Ecnu Ha mepBUYHOI YIIaKOBKe MCTOIb3YEeTCsl TOHATHBIN MaIleHTy
TEPMHUH, €ro HEOOXOJMMO MPUBECTU B CKOOKAX.

Pexomennyercst ommcaTh (U3MYECKHE XapaKTEPUCTUKW, Hampumep, QopMmy, IBET, BUJ,
IPaBUPOBKY U T.J. B COOTBETCTBUH € pazzenom 3 OXJIIIL.

HeoOxomumo omucath Bce pa3Mephbl YIAKOBOK JIAHHOM JIEKApCTBEHHOW (DOPMBI M JIO3UPOBKHU B
cootBercTBUM ¢ pazneniom 6.5 OXJII, ¢ yka3aHueM BCeX IOMOJHUTEIBHBIX JIEMEHTOB, BIOKCHHBIX B
YIIaKOBKY, TAKHX KaK WIJIbI, TAMIIOHBI U T.lI. B OTHOIIEHHH TPYNIIOBOM YHMaKOBKH HEOOXOIMMO YETKO
yKa3aTh COJEPKUMOE YIMAaKOBKH, Hampumep "mpemnapar X JOCTYNEeH B YIaKOBKaX, coaepxamux Y, Z
i W TabJeToK, U B TPYMIIOBOM YIAKOBKE, COCTOsIICH M3 N KapTOHHBIX MadyeK, KaXas U3 KOTOPBIX
conepxut M tabneTok".

Ecniu nmpumeHnMo, ykakute, YTO HE BCE pa3Mepbl YHNaKOBOK MOTYT HAaXOJUThCA B 00OpoTe.
JlommyckaeTcsi yKa3bIBaTh MEPEKPECTHBIE CCHUIKU HA APYTHUE JIEKApCTBEHHBIE (DOPMBI U TO3UPOBKH.

6.3. HammeHoBaHMe u agpec Aepxatens pPerucTpauuMoOHHOro yAoCTOBEpPEeHUA WU
npousBoAuUTens, OTBETCTBEHHOro 3a BbIMYCKalOWMWA KOHTPOSIb KayecTBa, €CJ&In OHMU
pasnuyaloTcA.

Jlepkatenb perucTpalioOHHOTO YIOCTOBEPEHUS M TIPOU3BOIUTEI:

#{HaunmenoBanue u ajpec}

<{rem.}>

<{akc}>

<{3JIeKTpOHHAas 1oyuTa }>#

HeoOxonumo yka3aTh HaMMEHOBAaHWE M aJIpec JEprKaTellsl PeruCTPalMOHHOTO YJOCTOBEPEHHS B
cooTBeTcTBUM ¢ pazzaenom 7 OXJII u 0003HaYUTh €ro B KayeCTBE TAKOBOT'O, HAIIPUMED,
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#<Jlepxatenb peructpanonHoro yaocroseperus - ABC dapm u 1.1. (0aHBIHN agpec)>#

HaumeHoBaHMe cTpaHbI M aJpec NPEANOYTUTENBHO YKa3bIBaTh HA A3BbIKE, HA KOTOPOM COCTABJIEH
JJUCTOK-BKJIaJbIII, OAHAKO IJId ;[epxcaTeneﬁ PEruCTpaiuOHHbIX YHOCTOBepeHHfI, PacCIioJIOKCHHBIX 3a
npenenamu Coro3a cieqyeT MCHOIb30BaTh JAaTUHCKUN andaBut. MOXHO yka3aTh HOMepa Telae(OHOB,
(dakcoB M ajapeca ANIEKTPOHHOW MOYTHI (BeO-CalThl M 3JIEKTPOHHYIO MOUTY, CBSI3BIBAIOLIYIOCS C
Be0-caliTaMu, yKa3bIBaTh HE JIOIyCKaeTcs).

HCO6XO,Z[I/IMO YKa3aTb HAMMCHOBAHUC U a[Ip€C TPOU3BOAUTEIISA, OTBETCTBCHHOI'O 3a BHHYCKaIOH_[I/Iﬁ
KOHTpPOJIb Ka4YCCTBa U 0003HAYNUTh €r0 B KauecTBE TAaKOBOI'O Ha SA3BIKC, HAa KOTOPOM COCTaBJICH
JIMCTOK-BKJIAAbIII, HAITPUMCP:

#<[IpouzBomutensb - JIE® Men u T.4. (moyiHbIN aapec)>#

Hazsanmne CTpaHbl W aApe€C MPCANOYTHUTCIIBHO YKa3bIBATh Ha A3BIKE, HAa KOTOPOM COCTaBJICH
JJMCTOK-BKJIaJbIII, OAHAKO JIA I[Cp)KaTeJ'Ieﬁ PETUCTPALIMOHHBIX y,I[OCTOBGpGHPIfI, PpacIioJIOKE€HHBIX 3a
npeaciiaMu COIO38., CJICayCT HUCIIOJIb30BaATb JTATUHCKUM aJ'ICI)aBI/IT. Yka3bpIBaTh HOMEpa TCJIC(l)OHOB,
(baKCOB u aapeca SHGKTpOHHOI‘;I IIOYThI HC OOITYyCKAaCTCA.

Ecnu nepxartens perucTpalimOHHOTO yIOCTOBEPEHUS U MMPOU3BOJUTEIND SIBISIETCS OJJHUM U TEM K€
JIUI0, JAOIMYCKAETCsl MCIOJIb30BaTh OOIIMIl 3aroioBoK "JlepxkaTenb perucTparmoHHOTO yAOCTOBEPEHUS
Y IPOU3BOAUTEND".

Ecnu npousBoauTeneil, OCylEeCTBISIOMINX BbIITyCKAOIIKUNA KOHTPOJIb KayecTBa, 0ojee OJHOro, ux
HEO0O0X0MMO YKa3aTh 3/ech (C cepod 3amuMBKOM I 0e3 B 3aBUCUMOCTM OT BapHaHTa I€4aTH
JUCTKa-BKIaapima). OnHako B MEYaTHOM BEPCHM JIMCTKa-BKJIAJbIIIA JIEKAPCTBEHHOIO IIperapara
HEO0XOIUMO YETKO BBIACITUTH MPOU3BOIUTENS, OTBETCTBEHHOI'O 32 BBHIMTYCKAIOIINI KOHTPOIb KauecTBa
MPOJYKIIMH, TOCTaBIIsIeEMOi Ha priHOK Coro3a.

Ecnim  nexapcTBeHHBI — @Ipemapar — 3aperMCTPUpPOBAaH  MOJ  PA3NMYHBIMA  TOPIOBBIMH
HAaUMEHOBAHMAMU B TIOCYAApCTBAX-WwICHAX, B JAHHOM pasfelie TaKXKe IPUBOLAT IEPEYCHb
HaVMEHOBAHMs, 3aPETUCTPUPOBAHHBIX B KAXKIOM U3 HUX.

6.4. TlepedeHp MpeaCTaBUTENCH JEp>KATENsT PETHCTPAIIMOHHOTO YJIOCTOBEPEHUS HA TEPPUTOPUU
Coro3a, eciii MPUMEHUMO:

a) TIepeYeHb MPEICTaBUTEINCH(-51) JepKaTemsl PErUCTPAIMOHHOTO YAOCTOBEPEHUS HA TEPPUTOPUH
Coro3a sBisercs 00s3aTeNIbHBIM TpeOOBaHHWEM, B CiIy4yae €ClId Jep)KaTeib PEerucTPAlMOHHOTO
YAOCTOBEpEHUs1 He mpeacTtaBieH Ha Tepputopun Coroza. Ilpu ero ykasaHuu cieayer NPUBOAUTH
CBEJICHUS O MPEJICTABUTENSAX  JepKaTedsl  PETUCTPAllMOHHOTO  YAOCTOBEPEHUs JUIsl  BCEX
rocy/1apCTB-4JI€HOB. BMecTe ¢ TeMm mpencTaBUTENb JAepikKaTels PEerucCTPalOHHOTO YAOCTOBEPEHUs
MOXET OBITh OJMH Il HECKOJBKHUX TOCYAApCTB-UJICHOB, MM TAaKXE MOXKET SBISTHCS JAEpiKATEIh
PErUCTPAIIMOHHOTO yI0CTOBEPEHUSI HETTOCPEICTBEHHO, €CIU JIpYrHe MpeICTaBUTeNN He yKa3aHbl. Eciu
OIMH U TOT € IMpPEeJICTaBUTENb padOTaeT B HECKOJIBKHX TOCYyJapCTBax-4ieHax, JAaHHbIE O HEM
YKa3bIBAIOTCS OJIMH Pa3 MOJ HAUMEHOBAaHHUEM COOTBETCTBYIOIIUX IOCYAapCTB-UJICHOB;

0) ecnu MpeACTaBUTENb AepiKaTelsl PErHCTPAIIHOHHOTO YAOCTOBEPEHUSI HAXOIUTCS BHE MPEICIIOB
paccMaTpuBaeMoOro rocyapcTBa-wieHa U €CiIu yKa3aH ajpec, TO B JAHHBIN aJpec CIeIyeT BKIIOYMTH
HaMMEHOBAaHME T'OCy/1apCTBa-wieHa Ha rOCyJAapCTBEHHOM S3bIKe(aX) IOCy1apcTBa-wiIeHa, /ISl KOTOPOIo
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MpeIHa3HaYeH JIOKAIbHBIN MPECTaBUTEb;

B) B IeJIIX 3aMEHbl MOJHOTO HAMMEHOBAaHMS TOCYJApCTBA-WiI€Ha B 3aroJIOBKE MOXKHO
BOCIIOJIb30BaThCS KOJAaMH CTPaH B COOTBETCTBUM € MEXKAYHapoJHbIM craHiaproMm ISO 3166-1-2013
"Konp! st ipeacTaBieHus Ha3BaHUi cTpaH U ux noapasaeneHuil. Yacts 1. Koasr crpan”;

F) B IECIIX 3KOHOMHH MECTa B Hall€dyaTaHHOM JIMCTKE-BKJIAAbIIIC HpeHCTaBHTeHeﬁ ACPIKATECIIA
PErUCTPAIMOHHOTO YAOCTOBEPCHHUA MOXHO YKa3aTbhb IIOCJICA0BATCIbHO, a HE B TaOJIMYHOM (bopMaTe.
Ecan nucTKu-BKIAABIIIN SBISIOTCS MHOT'OA3bIYHBIMH, NIEPCUYCHb JIOKAJIbHBIX HpeﬂCTaBHTCHCﬁ MOKHO
Harne4yaTaTb OJHOKPATHO B KOHIIC JINCTKA-BKJIA/bIIIA,

) IOITyCKAeTCsl yKa3blBaTh TOJIBKO HAUMEHOBaHME, HOMEP Tese(hOHa U aApeC IJIEKTPOHHOM MOUTHI
(mo BBIOOPY) MpeacTaBUTENs AepiKaTelss PerucTpPallMOHHOrO yJaocTtoBepeHus. [lpum Hanuuumm Mecra
MO>KHO yKa3aThb IOYTOBBIN anpec. BeO-caliThl 1 3JIEKTPOHHYIO MOYTY, CBSA3BIBAIOIIYIOCS C BeO-caiiTamu,
YKa3bIBaTh HE JIOIyCKAETCS;

e) C€CJIN MPEACTABUTCIIb ACPKATCIA PECTUCTPAOIUOHHOTO YAOCTOBECPCHUA HAXOAUTCA 3a NpCACIaMU
COOTBCTCTBYIOIIICTO IroCyAapCTBa-4JICHA, CJICAYCT YKa3aTb HAUMCHOBAHHUC JAHHOT'O IroCy1apCTBa-4JICHA.

#<3a mo0oil mHpopMaIUel o0 Tpenapare, a Takke B CIIydasX BOSHUKHOBEHHS IPETEH3UN CIIEAYyeT
oOpamiaTbCss K TMPEACTABUTEIIO JepXKaTelisi PErHCTPAIMOHHOTO YAOCTOBEPCHUS WIIH JICPIKATEIIO
PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS:

{Ctpana}

{HaumeHoBaHMe OpraHU3aIlIH }

{Anpec: {HaceneHHblii MyHKT} {IIOYTOBBINA UHJIEKC} - CTpaHa}
Ten: + {HOMep TenedoHa}

<BeO-caT>>#

170071

#<Bce mpereH3uu mOTpeOHUTENEHl  cleAyeT  HampaBisATh  MPEACTABUTENIO  JAepiKaTens
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS WK JEPIKATEII0 PETUCTPALIMOHHOTO YAOCTOBEPEHUSI:

{Crpana}.

{HaumeHOBaHME OpTaHU3aIIH | .

{Anpec: {HaceneHHblil MyHKT} {IIOYTOBBIN UHJEKC} - CTPaHAa}.
Ten: + {Homep Tenedona}.

<aapec 3JIEKTPOHHOM MOUThI>>.#

6.5. [laHHbIN NUCTOK-BKNaAbIWw NepecMoTpeH

#<{MM/ITTT}> <{mecsu [TTT}>#
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VKa3pIBalOT JaTy perucrpauuu (0moOpeHHs1) MOCIEIHEr0 W3MEHEHHMs WIM [JOIOJHEeHHS (B
cooTBeTcTBUM ¢ pazznenoMm 9 wnm 10 OXJIII), nHanpumep, mocienHee MOATBEPXKICHUE PETUCTPAIUH
(mepeperucTpaiym) mo 0OCTOATENBLCTBAM, JaTa CPOYHOTO OTPAHMYEHHUS 1O BOMpOcaM Oe30MacHOCTH.
[Tone, 3anonHseTCS AEpKATEIEM PErHCTPALIMIOHHOTO YOCTOBEPEHHUS NIEPE]] IEUaThIO.

B oTHOmIEHMM mpenaparoB, 3apEerMCTPUPOBAHHBIX [0 MpOLEAYype '"YyCIOBHas perucrparus’,
ClleflyeT BKJIIOYUTH CIELYOLyI0 (pasy:

<JlaHHBIA TpenapaT "3aperUCTpUpPOBaH Ha YCIOBHSX". DTO 3HAYMUT, YTO TOSABATCS HOBBIE
CBEZCHMS O IaHHOM IIpenapare.

[IpencraBneHHble JaHHBIE O JICKAPCTBEHHBIX Ipenaparax OyIyT MpPOBEPSATHCS U JOMOIHITHCS
HOBBIMH CBEJICHUSIMH, U TI0 Mepe HEOOXOJMMOCTH JaHHBIH JTMCTOK-BKIIAIBIII OyAeT OOHOBIISTHCS. >

B oTHomeHun mnpenaparoB, 3apeTUCTPUPOBAHHBIX IO "HCKIIOYUTENIBHBIM OOCTOATENLCTBAM",
HAJJICKUT BKJIFOUYUTH CIIEIYIOIIEE YTBEPKACHHE:

<JlaHHBI} npenapat 3aperucTPUPOBaH MO "UCKIIOYUTEIBHBIM 00CTOATENLCTBAM". DTO 3HAUUT, YTO
<BCJIE/ICTBHE pEAKONH BCTPEYAEMOCTH 3a00JIEBAHUS™> <HU3 HAYUHBIX COOOPAXKEHMA™> <HCXOAS U3
THYECKUX COOOPAKECHHIT™> HEBO3MOKHO IOIYYUTh BCE HEOOXOUMBIE CBEICHHS O TaHHOM IIpernapare.

[To aTUM NIeKapCTBEHHBIM TperaparaM OyJeT MPOBOIUTHCS IKCIIEPTH3a HOBBIX JAHHBIX, KOTOPBIC
MOTYT TIOSIBIISITBCSL  ©KETOJHO, M 10 Mepe HEOOXOAMMOCTH JaHHBIA JIMCTOK-BKJIAQJABINI Oyjaer
OOHOBJIATHCA.>

6.6. <[lpoume NCTOYHUKN UH(popmauumn>

B nmanHbIi pa3gen cieayeT BKIIOYUTH CCBUIKM Ha JApPYrHe MUCTOYHUKHA HMH(OpPMAIMH, KOTOpHIC
MOTYT OBITh MOJIE3HBI NALIMEHTY. DTH UCTOYHUKHU MH(pOpMannu 10JKHBI cooTBeTcTBOBaTh OXJIII M HE
JOJKHBI HOCUTH PEKJIAaMHOTO XapakTepa:

a) JaHHBIE O TOM, KaK IMAlMCHTHI MOTYT IOJYYHTh JOCTYN K HH(GOPMAIKUU B albTEPHATHBHBIX
dopmarax, Takux kak mpudT Bpaiins, aynno, 1udpoBoii JUCK WK KPYITHAS MMeYaTh JTUCTKA-BKIAIbIIIA.
OTH JaHHBIC CIIEIYeT YKa3bIBaTh KPYIHBIM IIPU(TOM, YTOOBI MAI[MCHTHI C HAPYIIICHUEM 3PEHHS 3HAIH
00 3THX BO3MOKHOCTSX;

0) ccrika Ha BeO-caiiT Coro3a:
<IlompoOHbIE CBeeHWs O JaHHOM TIpemapare cojepkarcsa Ha BeO-caiite Coroza> <Mmerorces
TaK)K€ CCBUIKM Ha JApyrue BeO-cailThl Mo peakuM 3a00JieBaHUSM M BUAAM JICUEHHUS.> BTOpas 4acTh

JaHHOI'O 010Ka IMPpUMCEHHUMA UCKIITFOYUTCIIBHO K Opq)aHHBIM npenaparam.

Bce 3Tu cBenmeHus B HamneyaTaHHOM MaTCpHraJIC JOJIZKHBI OBITh OTUYETIIMBO Pa3IMIUMBbI U JICTKO
YUTaCMBI.

(IMHMSA OTpBEIBa MJIM OTpesa)

ﬂJ’IH MNapCHTCPAJIBbHBIX MPEMApaTOB U MPOUUX MPCHIaApaTOB, UCHOJB3YCMbIX MPCUMYIICCTBCHHO B
CTallMOHapax, B UCKIIIOYUTCIIbHBIX ClIydadX IJIA S9KCTCMIIOPAJIbHBIX IIPCIIapaToB (HpI/I YCJIOBUHM YTO OHH
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MOKa3aHbl JAETSIM U MPH OTCYTCTBHH BO3MOKHOCTH Pa3pabOTKH JIEKApCTBEHHOW (hOPMBI, MOIXOASIIEH
JeTsM (Ha OCHOBAaHHMHU CTPOTHX HAYUYHBIX OOOCHOBaHWIA)), B JaHHBIN pa3fell MOXHO BKIIOYUTH TaKue
3HAYMMBbIC JJIS MEIMIUHCKUX PAaOOTHUKOB NPAKTUYECKHUE CBEICHMSA, KaK IMPHUTOTOBICHUE U (WIIN)
pabota c mpenapatoM, HECOBMECTUMOCTb, PEKHUM IO3UPOBAHUS, MEPEAO3UPOBKA, MEPHI KOHTPOJIS,
JabopaTOpHbBIE aHAIH3bI, IPH HEOOXOIUMOCTH, C TIEPEKPECTHON CCHUTKOW Ha paszzien 3. B aTtom ciayuae
paszfen cienyer Hadath (ppazoil:

<CJ'I€,ZLYIOH_[I/IC CBCACHUA NMPCAHA3HAYCHBI UCKIOYUTCIIBHO TSI MCAUTTUHCKUX pa6OTHI/IKOBI>

6.7. Ecnm B yHakoBKy MNPEANOJIAaraeTcsi BIOXKUTb MPOYYI0 JIONOJHUTEIBHYI0 HAay4YHYIO
UH()OPMALIHIO A1 MEAUIIMHCKUX PAaOOTHUKOB, 3TO MOXKHO CJEJIaTh CIEIYIOMIMM 00pa3oM:

a) BKJIFOUMB B YNakoBKy mpenapara nonayo OXJII B kauecTBe OTAETBHOTO JOKyMEHTA WIH

0) nmo6asuB monuyto OXJIII B KkadyecTBe OTPHIBHOTO pasjeiia B KOHIIE HaleyaTaHHOTO
JMCTKA-BKJIA/IBIIIA, YTOOBI MOXXHO OBUIO YETKO pa3AeiuTh HH(GOPMAIIHIO IS MAIMeHTa OT HHPOPMALIUU
i MeguiHcekoro padotHuka (OXJII).

3agBuTenb J0KeH 00ocHOBaTh BKItoueHue noiaHoit OXJIIT m kak 310 OyAeT caenaHo, a TaKxke
yKa3aTh B KOHIIE JomnojHeHue 6e3 (akruueckoro moBropenus noiHoro tekcra OXJIII B mocnenneit
peIaKIyu.

3asgBUTENN JIOJDKHBI BHUMATEIBHO MMPOAHAIM3UPOBATH HEOOXOIMMOCTH BKJIIOUEHHUS TOJI00HOM
Hay4yHOM MHQOpMAaIMKM B YNaKOBKY, MPUHMMAas BO BHMMaHHE CBOMCTBa mpemnapara. Mupopmaiuio o
npernapare cleayeT NPeACTaBUTh UASHTHYHBIM 00pa30M Ha BCEX SI3bIKaX rOCYAapCTB-UJICHOB.

ITpunoxxenne N 17

K TpebOoBaHUAM K MHCTPYKIHH
10 MEAULUHCKOMY NTPHUMEHEHHIO
JEKapCTBEHHOTO IIpenapara

1 o011e# XapaKTepUCTHKE
JIEKapCTBEHHOT O Ipernapara

JUI METUIIMHCKOTO IPUMEHEHUS

NMPABUIA
OBECNEYEHUA YOAOBOYUTAEMOCTU JINCTKA-BKITAObILLWA U MAPKUPOBKH

CnucoK U3MEHSIONINX JOKYMEHTOB
(B pen. pemenus Coseta EBpa3uiickoil 5)KOHOMUYECKONH KOMUCCHH
ot 19.05.2022 N 80)

1. O0OLwme nonoxeHunn

Jlucrok-Bnaneim (manee - JIB) mpennHasHaueH Juis mamueHta (motpebutens). Xoporio
COCTABJIICHHBIA M YETKO M3J0KEeHHbIM JIB mo3BOMSIET MakCUMaJbHOMY KOJMYECTBY JIFOACH
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BOCIIOJNI30BaThCs 3TOM HMH(pOpManuen, BKIOYas JETed CTapumiero Bo3pacTta, M IOJPOCTKOB,
MaJIOTPaMOTHBIX JIMIL ¥ JIUI] C HapyIlIeHHueM 3peHust. YToOb! AU3aifH MO3BOJISUT JIETKO OPUEHTUPOBATHCS B
JIB n obecrnieunBan AOCTYNMHOCTh WMH(pOpManuu, rnpu Beidope ¢upmenHoro ctuwist JIB gomyckaercs
oOpalieHrne KOMIIAaHUH K CIIEIHaIiCcTaM 1o HH)OPMAIIMOHHOMY TH3aiiHYy.

Hacrosdmee mnpuinoxeHUe COACPKUT PEKOMEHNALNHM, KacCalOUIMeCs pa3iIuYHbIX acCHEeKTOB
coctaBiieHuss JIB. OHu HampaBieHbl Ha COACHCTBUE 3asBUTEISIM (EpKaTelsiM PEerucTpaliOHHBIX
ynocroBepenuii (nanee - /IPY)) B codmronenuu tpedoBanuii EBpaznuiickoro 53KOHOMHUYECKOTO CO03a.

2. Kernb v rapHutypa wpudTa

CrnenyeT BbIOMpATh TapHUTYPY, KOTOpast JIeTKO unTaercs. CTUIM30BaHHBIE TAPHUTYPHI, KOTOPHIC
TPYAHO YHUTaTh, UCIOJIB30BaTh HE cienyeT. BaxkHo BhIOpaTh Takyi rapHutypy umpudTa, B KOTOPOH

nn

Takue cxoxue OykBbl v UGB, Kak "1", "n", u "1" MOXXHO JIETKO OTJIIMYUTH APYT OT ApyTa.

¥
Kerap mpudra gomxeH ObITh Kak MOXKHO OOIIBITHM , YTOOB IOMOYb YUTATENI0. MUHUMAIBHBIM

cuutaercss pasmep kernp 8 nT mpudr Times New Roman 6e3 kypcuBa ¢ MeXAyCTPOUHBIMHU
WHTEpBajaMH, paBHBIMH 110 MeHbIIed mepe 3 MM (mis JIB, koTopbeiii OyaeT BKIAIbIBaThCS B
WHANBUAYATbHYIO YIIAKOBKY JIEKAPCTBEHHOT'O MIpenapara).

[l BbIEIIEHU KIIFOYEBBIX CBEICHUN U COACHCTBUS OPUCHTUPOBAHUIO B Pa3/ienaxX TEKCTa CIELyeT
I10JIb30BAThCS PA3IMUYHBIMU pa3MepaMy TEKCTa (HallpuMep, B 3ar0J0BKax).

Eciu nexkapcTBeHHBIM MpenapaT NpUMEHsETCS TNpU 3a00J€BaHUSAX, COMPOBOKIAIOIINXCS
HapylLIeHUEM 3peHus, HE0OX0AUMO HCTONIb30BaTh 00Jiee KPYIHBIM IpudT.

He cnenyer 310ynoTpe6isTh MCIONB30BAHUEM 3arjaBHBIX OyKB. J[1s1 KpyNHBIX OJIOKOB TEKCTa
CleyeT WCIONIb30BaTh CTpPOYHbIEe OYyKBb. TemM He MeHee, HCIOJIb30BAaHUE 3arilaBHbIX OYKB
1enecoo0pa3Ho JUIsl PACCTAHOBKH aKIIEHTOB.

He cnenyer ucnonp3oBarh KypCUB U IIOJYEPKUBAHME, ITOCKOJIBKY OHU 3aTPYIHSIOT YUTATEIIO
pacnio3HaBaHue (Gpopmsl ciioB. OIHAKO AJis yKa3aHUs JATUHCKUX TEPMUHOB KYypPCUB JOIYCTHM.

3. An3anH n pacnonoxeHune nHcgpopmaumm
Hcnonb3oBanue BBIPOBHCHHOTI'O ITO MIMPUHE TCKCTA, KAK IIPaBUJIO, HC JOITYCKACTCH.

JIOJDKHBI 4ETKO IPOCIIECKUBATHCS HMHTEPBAIbl MEXIY CTPOKaMHU. MEKCTPOYHBIE HMHTEpBAIBI -
BAKHBIA (PaKTOp, BIUAIOMIMN HAa MOHMMaHUE TekcTa. [lo oOImuKM mpaBuiIaM MEXCTPOYHbBIE MHTEPBaJbI
[0 BO3MOXKHOCTH HE JOJKHBI OBITH MEHbILIE YeM IOJyTOPHBIA pa3Mep MHTEpBajla MKy OyKBaMH B
CTpPOKE.

BaxHbIM sBisleTCS HamuuuMe KOHTpacTa MeXIy TekcToM U (oHom. CrenyeT yuuThIBaTh Takue
(dakTopsl, Kak IUIOTHOCTh OyMmaru, pasmep, LBeT Oymaru M Tekcra. HeGoiblioil KOHTpacT MexmIy
TEKCTOM M ()OHOM OTPUIATEIHHO CKAa3bIBACTCS HA JIOCTYMHOCTH MHPOpPMALUHU. 32 TEKCTOM HE CIIEAYeT
noMeniate (HOHOBBIE HW300paKEHUsI, IMOCKOJIbKY OHHM MOTYT CHW)KAaTh YETKOCTh WHGpOpMAaIHUU U
3aTPyIHATH €€ MPOUYTEHHE.

(-DOpMaT TCKCTa C HCCKOJIBKUMHN KOJIOHKaMM MOXET CIoco0CTBOBATh 00JIErYEHHIO
OPHUCHTHPOBAHUS YUTAROILICTO. Paccrosnue MECKAY KOJIOHKaMH HOJIKHO OBITE JOCTAaTOYHBIM 1JIsA TOIO,
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9YTOOBI HAJICKAIIMM 00pa3oM pPa3JeuTh TEKCT. ECIM MeCcTo OrpaHHueHO, U pa3lelIeHUs TEKCTa
JIOMYCKAeTCsl HMCIONB30BaTh BEPTHUKANbHYI0 IWHUIO. CXO0Xyl0 HH(OpMAIMIO CleqyeT YKas3blBaTh
MOCTIeIOBATENbHO, YTOOBI CTPOKM TEKCTa JIETKO TMEPEXONMIM C TEKyIIeHd KOJOHKH K CIeIyroIIeH.
Cremyer paccMOTpPEeTbh BO3MOKHOCTH MCIOJIB30BAHUS ATBOOMHOM OPHEHTAIMU TEKCTa, MOCKOJBKY 3TO
MOXKeT TToMO4b marnueHTaMm. Ecim nipencrasieH JIB Ha pa3HBIX sA3bIKax, HEOOXOIUMO YETKO Pa3JeiuTh
SI3BIKY; MTHPOPMAIIUS HAa Pa3HBIX SA3bIKaX JOJDKHA OBITh HICHTHYHOM.

4. 3aronoBkKu

BaxxHBIM 371€MEHTOM SIBIISIFOTCS 3ar0JIOBKH, KOTOPBIE MOTYT ITIOMOYb MaIli€HTaM OPUEHTUPOBATHCSA
B Tekcre. CremoBaTenbHO, TONYXUPHBIA MpU(T W (WiIM) APYyrod IBET 3arojioBKa BBIJACISET OTY
unpopmanuu. Paccrosinue 10 u mociue 3aroyioBkoB B JIB nomkHO ObITh oauHakoBbIM. /s ynoOcTBa
yuTaTeNs 3aroJIOBKM OJHOTO pa3Mepa cleAyeT HCIOIB30BaTh MOCIEAOBAaTEIbHO (HyMEpOBaHHBIE U
HEHYMEpPOBaHHbBIE CIHCKH, IIBET, OTCTYTIbI, TAPHUTYPA, Pa3Mep, U KErb MpUQTa).

K wucmonb30BaHni0 OOJNBIIOT0 KOJWYECTBA 3aroJIOBKOB Pa3HOTO pa3Mepa CIeIyeT MOAXOAUTH C
OCTOPOKHOCTBIO, ITOCKOJIBKY HCIIOIh30BaHUE MIpU(Ta Pa3HOTO pa3Mepa 3aTPyIHSICT OPUECHTHUPOBAHUE
guTtaTenst B Tekcte. OpHAKO TIpW HEOOXOIMMOCTH JOBEACHHUS CJOKHOW WH(OpMAlMd MOXKET
moTpe0oBaThCs OOJIBIIIEE KOJTUISCTBO Pa3MEPOB TEKCTa 3ar0JIOBKOB.

B xauectBe HHCTPYMCHTA OPUCHTHUPOBAHHA BO3MOXHO HCIIOJIb30BAaHUC HHHHﬁ, pasacisIromux
PAa3JIMIHBIC Pa3aCiibl TCKCTA.

B JIB Heo6xoauMo BKIIIOUNTH Bce ocHOBHBIE pasaenbl OXJIII. Bxitouats B JIB moazaronoBku u
COOTBETCTBYIOIIUA TEKCT CHEAYET TOJBKO B TOM CIy4ae, €CIIM OHM NPUMEHUMBI IS KOHKPETHOTO
npenapara. Hanmpumep, nmpu oTcyTcTBHM WH(POpPMAIMA O BCIIOMOTATEIBHBIX BEIIECTBAX C M3BECTHBIM
BIIUSTHUEM Ha OpraHu3M, JaHHbIA pa3zen JIB MoxeT ObITh HCKITIOUYEH.

5. LBeT nevatn

JoctymHocTs HMH(pOpMAIMK OmpeAenseTcs He TOJBKO pa3MepoM Impudra, KOTOPHIM OHA
HaneyataHa. CUMBOJIBI MOKHO HariedaTaThb B OJHOM WJIM HECKOJIBKUX LBETaX, YTO IMO3BOJIET YETKO
OTJIMYUTh UX OT OCTAJIBHOrO TeKcTa. Mcnoab3oBaHue MIpU(TA pa3HOro pa3Mepa WM LBETa - OJUH U3
Croco0OB MpUJaHMS 3ar0J0BKaM WK APYroi BakKHOM MHGpOpManuu O0JblIel BEIPa3UTEIbHOCTH.

CodeTraeMOCTh MCIOJIB30BAaHHBIX IIBETOB Ba)kKHA TaK kK€, KaK M cam 1BeT. Kak npaBuio, TeMHBIN
TEKCT JOJDKeH OBbITh HamedaTaH Ha cBeTIoM (oHe. OZHAKO B HEKOTOPHIX CIyd4asX, Hampumep, A
BBIICJICHUS] ONPEJIEICHHBIX NPEIyNpexIeHUN MOMXHO HCIOJb30BaTh OOpalleHHE LBETOB (CBETIBIN
TEKCT Ha TeMHOM (oHe). B Takux ciiydasgx HEoOXOAMMO THIATENBHO OTCIEKHBATh KAaueCTBO MEYaTH,
MIOCKOJIKY MOKET MOTpeOOBaThCS MCIIOJIb30BaHUE 0ojiee KPYIHOTo pa3mepa mpudTa Wik BbIICICHUE
TEeKCTa NOMYKUpHbIM IpudToMm. He crenyer ucmonp3oBaTh CXOXKHE IBeTa g TeKcTa U (oHa,
MIOCKOJIBKY B 3TOM CJIy4ae CHHXKaeTcs pa300pUMBOCTh TEKCTA.

6. CuHTakcuc
HCKOTOpHe JJIOAU HUMCHOT IINIOXMEC HABBIKM YTCHHA WU IINIOXO pa36Hpa}0Tc>1 B MCIOIUIINHCKHUX
BOHpOC&X, HOBTOMy HCO6XOI[I/IMO HNCIIOJIB30BaTh HpOCTBIe ITIOHATHBIC CJIOBA C HC6OHBI_HI/IM KOJINYECCTBOM

CJIOT'OB.

He PCKOMCHAYCTCA HCIIOJIB30BaTh JJIMHHBIC MMPCAJIOKCHUA. I[JII/IHHOG MMPCAJIOKCHUC
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1es1eco00pa3Ho pa3ouTh Ha 2 MPEeJI0KEHHs], 0COOEHHO €CJIM OHO COJIEPKUT HOBYIO HH(POPMALIUIO.

I'pomo3snkue ab3ambl MOTYT BBOAUTH YUTaTeNell B 3a0myKIeHHE, OCOOEHHO MPHU HCIMOJIb30BaHUN
JUJIMHHBIX HpeZ[JIO)KCHI/If/'I HpI/I yKa3aHI/II/I HCXKCJIATCIIbHBIX peaKL{Hﬁ. BOJIGC moaAxXoaA1IInM B TaAKUX cnyqaﬂx
ABJISICTCA UCIIOJIB30BAHUC HCHYMGPOBaHHBIX CITNCKOB. HO BO3MOXHOCTH peKOMeH)IyeTCﬂ HUCITIOJIB30BAThH
He 0osee 5 - 6 TO3UIINI B CIIUCKE.

[lpm yka3zaHMM HEXEJAaTeNbHBIX pPEaKIUid OCOOCHHO BaXKHO ONPEICIUTh MOPSJOK HX
MePEUNCIICHHUs, YTOOBI ceNaTh HHPOPMAIIHIO ISl TAMEHTOB (OTpeOuTENel) MaKCUMAaIbHO TTOJIC3HOH.
C nenpio 0OBeleHUs O MAlMEHTOB (TMOTpebuTenel) ypoBHS pHCKa HEXKeJaTelIbHbIX pPeaKLui, Kak
MPaBUJIO, UX PEKOMEHAYETCS YKa3bIBaTh B MOPSAKE YMEHBIICHUS YaCTOTHl BOSHUKHOBEHHS (HAYMHAS C
HauOOJIbIIEH YaCTOTHI).

['panmanus yacToThl JOJDKHA OBITH OOBSICHEHA TaKMM 00pa3oM, YTOOBI OBLJIO MOHATHO TAlMEHTaM
(motpebuTensiM), HapuMep, "odeHb yacTo - Oosiee yeM y 1 mamumenTta u3 10". OxHako mpu HATUIUH
CEpbE3HOM HEeXeNaTelbHOW peakiuu, KOTopas TpeOdyeT MpHUHATHS NalHeHTOM (ToTpeOuTeneM)
HEOTJIOXKHBIX MEp, €€ CIEQyeT BBIICIUTh M MOMECTUTh B Hauajno paszaena JIB, He3aBucuMO OT ee
4acTOThl. YKa3aHHWE HEXKENATeIbHBIX PEAKIH MO0 CHUCTEMHO-OPraHHBIM KjaccaM HE PEKOMEHIYeTCs,
MTOCKOJIbKY HaIMEeHTHI (IOTPEOUTENN), KaK MPaBUJIO, HE 3HAKOMBI C 3TOH Kiaccuukaiuei.

7. Ctunb

B mpeniokeHusX pEeKOMEHIYeTCs HWCIOJIb30BaTh AKTUBHBIN (JICHCTBUTEIBHBIN) 3aJI0T BMECTO
naccuBHOTO 3anora. Hanpuwmep:

"mpumuTe 2 TabIETKU" BMECTO "HOIDKHO OBITH MPHHATO 2 TaOJIETKH";
"BBI JOJDKHEL.." BMecTO "HeoOxoanMmo...".

[Tpu yka3zaHuM nanyeHTam o NpeANPUHUMAEMbIX JEHCTBUAX HEOOXOAMMO YKa3bIBaTh UX MPHUUHY.
ChHauvana HeoOXOAMMO JaTh WHCTPYKIMH, 3aTeéM UX OOOCHOBaHME, HalpuMep: "eciu y Bac acTMma,
co0utro1aiiTe 0CTOPOKHOCTH NMPH MIPUMEHEHHHU TpernapaTta X, TOCKOJIbKY OH MOXKET BbI3BaTh MPUCTYI".

BmecTo moBTOpeHUST TOProBOrOo HaWMMEHOBAHHS TMpemnapara clieayeT YKa3blBaTh 'Mpemnapar,
JAHHBIN npenapat” u T.J., €CITU U3 KOHTEKCTa MOHITHO, YTO UMEHHO OH UMEETCS B BULY.

[To BO3MOXKHOCTM HE CJeIyeT HCIO0JIb30BaTh abOpeBHaTypsl M cokpaiueHus. llpu nepBom
YIIOMHHAHUHU B TEKCTE€ UX HEOOXOAMMO MOJHOCTBIO pacuiudpoBars. CiieayeT uzdberaTb UCIOIb30BAHUS
MaTeMaTUYeCKUX CUMBOJIOB (HANpUMep, > WK <), €CJIM OHU IJIOXO TOHUMAEMBI.

MenunuHcke TEpPMHUHBI CJEIyeT MEpeBEeCTH Ha TMOHATHBIM ManueHtaMm s3blKk. Heobxoaumo
COOJIFOCTH TIPEEMCTBEHHOCTh OOBSICHEHHSI TEPMUHOB, IMPHUBOAS CHayajla HemnpodeccHoHaNIbHOE
ONMCAaHMUE, a 3aTEM COOTBETCTBYIOIINKA MEIMLIMHCKUN TepMHUH. B mocnexayromem, o scemy tekcry JIB
IUTSL JOCTIDKEHHSI Y000YUTAeMOCTH JIOMTyCKAETCsl UCIIOIb30BaTh HaN0O0JIee MOIXOASIINN U3 TEPMHUHOB
(menpodeccroHanbHbI WM MeIMIMHCKUN). HeoOxomumo  yOemuThCs, UYTO  HMCHOJb3yemas
TEPMHUHOJNOTHST (OPMHUPYET HACTOPOKEHHOE OTHOILIEHUE 4YHUTATeNs KO BCEH BaXKHOM ISl HEro
uHpOpPMALlMM W MPEIACTABISET JOCTaTOYHO MOJIPOOHYI0 HWHGPOpPMALMI0O O TOM, KaK pacro3HaTh
BO3MOJKHBIE HEXeJIaTeNIbHbIC PEAKIIUN U IPUHATH HEOOXOAMMBIE MEPHI.

8. Bymara
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bymara nomxHa OBITH JOCTaTOYHO IUIOTHOM, YTOOBI CHHU3HUTH IPO3PAuyHOCTh, 3aTPYIHSIOIIYIO
YTeHUE, 0COOCHHO MpHU HeOOoBIIOM pazMepe mpudTa. [saHIeBas Oymara oTpakaeT CBET, 1 TEM CaMbIM
3aTpyIHSET YTEHUE, I0ATOMY PEKOMEHAYETCs UCII0Ib30BaTh MaTOBYIO Oymary.

Heob6xomumo yOemauThesi, uto mipu crubanum JIB w3n0oM He CHmKaeT ya0004YMTaeMOCTh
nHpopmanuu.

9. Ucnonb3oBaHMe CUMBONIOB U NUKTOrpamMm

JlomyckaeTrcsi MCHOJIB30BaHNWE HM300paKEHUH, MUKTOTpAaMM U JPYTUX TpapuuecKuX 3JIEMEHTOB,
OOBSACHSIOUINX CMBICT HH(GOPMAIIUHU, OJTHAKO OHU HE JIOJKHBI HOCUThH peKJIaMHBINH XapakTep. CHUMBOJIBI
U IUKTOIpaMMbl MOTYT OBbITh IOJIE3HBI, €CIM 3HAYCHHME CHUMBOJIA MOHATHO, a pa3Mep rpaduyeckoro
asieMeHTa ynobouutaeM. WX ciemyeT Mcnonp30BaTh JMIIbL AJS YIyYIIEHUS OpUEHTALUH, MOSICHEHUS
WIN BBIACIIECHUS OIPENEICHHBIX acCIEKTOB TEKCTa, OHM HE JOJDKHBI 3aMEHATHh TEKCT. Moxker
HOTPeOOBATHCS MOATBEPKICHNE, 0OOCHOBBIBAIOIIEE, YTO UX 3HAUCHHE B 1IEJIOM XOPOIIO TIOHUMAEMO, HE
BBOJUT B 3a0dyXJ€HHE U HE cOMBaeT ¢ TOJKy norpedurens. Ilpu Hanmumm Kakux-1uM00 COMHEHUN
OTHOCHUTEJILHO 3HAYEHUS ONpPEIETICHHON MUKTOrpaMMbl, OHAa IIpU3HaeTcs Henoaxozsamend. Heooxoanumo
co0uro1aTh 0COOYI0 OCTOPOXKHOCTh IIPHU NEPEHOCE M HCIOJIb30BAHUU CHMBOJIOB B JPYTUX S3BIKOBBIX
Bepcusx JIB, mockoibKy MOKeT MoTpedoBaThes JONOIHUTEIbHOE TECTUPOBAHUE TOTPEOUTENEH.

10. JononHuTenbHbIE CBeAeHUNA

10.1. AccopTUMEHT npenapara.

Heobxoanmo, Kak IpaBHIIO, COCTABIATE OTAENbHBIN JIB Ha KaIyr0 TO3UPOBKY U JIEKAPCTBEHHYIO
¢dopMmy nekapcTBeHHOro mpenapara. OfHaKo rocyJapcTBa-wieHbl MOTYT B MHAMBHUIYaJIbHOM MOpSJIKE
pa3pelnTh UCHOIb30BaHUE eAMHBIX JIB A pasiuyHbIX JO3MPOBOK U (MIIM) JIEKAPCTBEHHBIX (OpM
(HarmpuMep, TabJIETOK W KariCyi), €Clid AOCTIKEHHE PEKOMEHAYEeMOH J03bI TpeOyeT KOMOMHUPOBAHHS
Pa3NUYHBIX JO3MPOBOK WJIM €CIIM 7032 B 3aBUCUMOCTH OT KJIMHHYECKOTO OTBETa KaXKABIH JI€Hb
MEHSETCS.

Bo3MoxHEI IIPOCTBIC CCBUIIKK Ha APYTIU€ JO3UPOBKHU U JICKAPCTBCHHBIC (bOpMBI TOI'0 K€ IIperapara,
€CJII1 OHHU HeO6XOI[I/IMBI AJIs1 Tepalinu. HaHpHMep, HEOOIIYyCTUMA CCBbUIKA Ha APYIryHO JO3UPOBKY WA
cceuika B JIB Ha TaGJIeTKy, HC MNOAXOIAIIYHO JIA MPUMCHCHUA Y I[eTefI, Ha HaJIU4YUC pacTBOpa I
npueMa BHYTPb, IPCAHA3ZHAUYCHHOI'O IJIA IprueMa ACTbMHU.

10.2. MpenapaTbl, BBOAUMbIE MeAULMHCKAM PaGOTHUKOM WM NPUMEHsieMble B
YyCNnoBusiX cTauMoHapa.

B konue JIB npenapara, BBOIUMOI'O MEIUIMHCKUM PaOOTHUKOM, MOKHO IMPUBECTH CBEJCHUS U3
OXJIIT (manmpumep, CBeIEHHUS IO MNPHUTOTOBICHUIO M IPHUMEHEHHIO), B BHUJAE OTPHIBHOW YacCTH,
orzensieMon 1o nepenayu JIB manuenty. B kadecTBe albTepHATUBHOIO BapuaHTa B IMadky Bmecte ¢ JIB
MOHO BJIOXKUTH TTosiHyt0 OXJIIT.

Jns mpemapaToB, yNakoBKa KOTOPBIX NpeJHa3HAueHa JJis HCIOJIb30BaHUS B CTalHoHape (T.e.
yIaKoBKa colepkut Oosee 1 ¢uakoHa), o 3ampocy ciexyeT NpeJocTaBiIATh AoNoJIHUTeNbHbIe JIB (B
JIONIOJTHEHHE K BJIOKEHHOMY B madky JIB), uroObl oOecneunTh KakKIOro MAalMEHTa, MOIYyYarolero
npernapar, moJIHoi nHpopmanue.
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11. lWWa6noHb! J1B

Bocnonb30BaBmmch NpeCcTaBICHHBIMU B IPMIoKeHUs X N 4 1 5 K TpeO0BaHUAM K HHCTPYKIIUU 110
MEJUIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOTO IpernapaTa U oOlLIel XapaKTepUCTHKE JIEKapCTBEHHOI'O
mpermapata Ui MEAMIIMHCKOIO  NPUMEHEHHUs  IalioHamMH, JepXaTeld  perucTpalMoOHHBIX
YAOCTOBEPEHUH JOJKHBI CBEPCTATh OKOHYATEIbHBIA TEKCT B COOTBETCTBYIOIINE MOJHOIBETHBIE MAKEThI
win obpasnsl JIB. [Ipu 3ToM 3asBUTENSIM ClEeQyeT YYHTHIBATh, YTO HCIOJIB30BAHUE 3TOrO IabiIoHa
caMo 1o cebe HeI0CTaTOYHO, M MOTpeOyeTcss MpOBEAECHUE KOHCYJBTAlMM C LEJIEBBIMH TPYIIaMH
MAIMEHTOB, MCIOJb3Ysl OJHOLBETHBIN MakeT win odpasen JIB B coorBeTcTBUM ¢ npuiiokeHneM N 3 K
TpeOOBaHUAM K HMHCTPYKLMH [0 MEIULUHCKOMY NPUMEHEHMIO JIEKApCTBEHHOrO Ipemnapara u oOIiei
XapaKTepUCTHKE JIEKAPCTBEHHOTO MpenapaTa JiIsl MeIUIUHCKOTO IPUMEHEHUSI.

(B pen. pemennst Cosera EBpasuiickoit s3xoHOMHueckoi komuccuu ot 19.05.2022 N 80)

[Tpunoxenue N 18

K TpebGoBaHMSIM K HHCTPYKIIUU
10 MEAULUHCKOMY NTPHUMEHEHHIO
JIEKapCTBEHHOTO Iperapara

1 o011ei XxapaKTepUCTHKE
JIEKapCTBEHHOTO TIperapara

JUI METMIIUHCKOT'O IPUMEHEHUS

KPUTEPUN KAYECTBA JINCTKA-BKINNAODbILUA

ITokazarens bann

Nuaukatopsel, XapaKTEPU3YIOIIUE TPOLIECC

1. TlonTBepxneHue NpUBICYECHUS K pa3pabOTKe MAI[EHTOB:
€CTh MOATBEPKACHUE 1
HET MOJITBEPKICHUS 0

2. TloxarBepxaeHue TOTo, YTO YUTEHBI HOTPEOHOCTH OCOOBIX TPYIII MALUEHTOB:
o0cykJeHre B 0COOBIX TPYyMIax MPOBOAUIOCH 1
o0cy’kJieHIe B 0COOBIX TPYMIax He MPOBOJMIOCH 0

3. Tlonb3oBaTeiabCKOE TECTUPOBAHHUE MPOBEICHO (COKPAIIEHO):

aa 1
HET 0
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WNHukaTopsel, XapakTepU3yIOLUe JTMCTOK-BKIIAbIIII

A.

Al.

A2.

A3.

A4.

AS.

A6.

AT.

OI_IeHKa nmoaavuu Matcpuraa: y,HO60‘II/ITa€MOCTB TCKCTA M JICTKOCTh HaBHUT'allTMH

<1>

Bri6op mpudTa, Kerip u rapHUTypa
YETKUI U yA000UNTaEMbIN TEKCT
r00ble 3aTPyAHEHUS PU IPOYTEHUU

Ucnonb3oBanue mnpu oGOpMIECHHUH TEKCTa 3arjaBHBIX OyKB,
MOTYePKUBAHMUS, PAMOK U T.JI.

OTCYTCTBHME HEHAIJIEXKAIIETO UCIIOJIb30BaHUS
nr060e HeHa/Iekallee UCIoIb30BaHHE TaKOTo 0(POPMIICHHS
KonTpact Mex1y TeKCTOM U (JOHOM, 1IBET
XOPOILINI KOHTPACT
IJIOXOM LIBETOBOM KOHTPACT
®opMaTUPOBAHNE U MEXKCTPOUYHBIN HHTEPBAJI
HaJyIeKallee UCITOIb30BAHNE NHTEPBAJIOB

YIUIOTHEHHBIN TEKCT

KypcuBa,

Hcnonbp3oBaHue KOJIOHOK, 000CHOBaHHE U AJIMHa CTPOK, HpCI[J'IO)KCHI/Iﬁ n

a03aleB
HET CJIyYaeB HEHAUIEXKAIIETO MPUMEHEHHSI
HaJIN4YHueC XOTA 6I)I OJHOTO cnyqaﬁ HCHAIJICKAIICT O HpI/IMeHeHI/ISI

Hcnons3o0BaHue 3arojI0BKOB

WCIIOIb30BaHNUE T10J[3ar0JIOBKOB (JIOTIOTHUTENIbHBI OOHYCHBIH Oamin 3a

YCTKOC M OCMBICICHHOC HCIIOJB30BAHHEC 3aroJIOBKOB, CHOCO6CTByI-OIHI/IX

HaBUTAIIUN )

HUCITIOJIB30BaHHUEC TOJIBKO OCHOBHBIX 3arojJIOBKOB
JIUCTKa-BKJIaJbIlIa

Hcnonb30BaHne CUMBOJIOB U U300paKeHU I

madJioHa

HaJJIeXallee WCIONHEeHHE (JOMONHUTENbHBIN OOHYCHBIN 0ami, ecinu
UMeeTcsl Ha/yiexkaiiee 000CHOBaHWE WX MPUMEHCHUS WU TPH HATWIHH

YETKUX IpapuuecKux UHCTPYKIMH [0 IPUMEHEHHIO)
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B2.

B3.

b4.

bS5.

bé6.

b7. BxitoueHwe M TNPENCTAaBICHUE YacTOThl BO3HMKHOBEHHS HEXEIATEIbHbBIX

HEeHaJyIeXkallee UCIoTHeHne 06e3 yueTra noTpeOHOCTel MalueHToB
OneHka COJZIEPKUMOTO <5>
VYka3aHusl ICTOYHUKOB JJOTIOJIHUTEIbHON HH(pOpMaLUu:

HaJM4Yue CChUIOK;

OTCYTCTBHUE CCBHUIOK.
VYka3aHue Ha HAJIMYUE aJIbTEPHATUBHBIX (HOPMATOB:

HaJIM4uue yKa3aHus;

OTCYTCTBUC YKa3aHUsI.

Hcnonp3oBanre MOHATHBIX TEPMHUHOB BMECTO MGHHHHHCKOﬁ TECPMHUHOJIOTUH:

HpeI/IMYH_IeCTBCHHO IIOHATHBIC HpOCTBIM JIFOISIM TepMI/IHBI;
COXpaHEHUE MEIUITMHCKON TEPMUHOIOTHUH.
BxinrodeHme 3arojIoBKOB:
HaJW4Me 3arojIOBKOB;
OTCYTCTBHE 3ar0JIOBKOB.
BxinroyeHnme cBeieHHH O ONIB3E:
HaJJIe)Kalllke CBEJIEHUS O MOJIb3E;
OTCYTCTBHE CBEJICHUM O MOJIb3E.

['pynmnpoBka HexkenaTeIbHbIX PEaKIUi:

yKa3aHuEe IOpsAJKAa HEXENATEIbHbIX pEeaklMi, KOIZJAa HeXelaTelIbHbIe
peaKkyy CIEAYIOT TEepBBIMU (JIOTIONHUTENBHBIA OOHYCHBIH Oamnm 3a
BbIICJICHUE KIIFOUEBBIX HEKENATENIbHbIX PEaKIHi, TpeOYyIOmUX MPUHATHS

Mep);

IMOJTHOC OTCYTCTBUC I'paJalilii HCKEIATCIIbHBIX peaKuHﬁ;

HCHUCIIOJIb30BAHHUC CUCTCMHO-OPTraHHbIX KJIACCOB.

peaKIui:

YKa3aHHUEC 4aCTOTHI;

OTCYTCTBUC YKa3aHHA 4YaCTOTbI HUJIU OTCYTCTBUC 00BACHEHHS T'paganuu

HaCTOTHI.
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HUTOTI'O:

[Tpumeuanue. bamibl mpucyxgaroTcs CleIyloLMM oOpa3oM: Iuioxas npaktuka - 0 Oaios,
npuemsieMasi - 1 6ajmi, B ciydae HaJuleKalledl MpaKTUKU MO JI000MY KPUTEPHIO HayuciseTcs 10 3
OOHYCHBIX 0aJIJIOB (MAaKCHUMAJIBHO TOJIBKO 32 | KpUTEpUil) JOMIOTHUTEIHHO.

MakcumanbHBINA CUeT 1Mo OlleHKe Tokasareneit - 20 6amno (10 6amios 3a mogady marepuana u 10
0aJIJIOB 3a COoZIepIKaHNUE).

WHaukaTopsl, XapakTepu3yIolie pe3ysbTar.

Hanenennocts Ha coOirofeHue - MHGOPMUPOBAaHHBIE JIEHCTBUSA NpPU NMPUMEHEHUH Ipernapara B
COOTBETCTBUHM C PEKUMOM JIO3UPOBAHMA M NPU HEOOXOAMMOCTH MPHUHATHA MEp UII MHUHUMHU3AIUH
PHUCKOB.

CypporaTHsle MepHI:

COO6H_[CHI/IG 0 HECXKCIATCJIBHBIX  JICKAPCTBCHHBIX pPEaKIUAX  BCICACTBHUEC HCIPABUIIBHOI'O
MIPUMCHCHUS

CBEJICHMSI, MTOJIyYEHHBIE 10 pe3yJIbTaTaM HCCIIEJOBAHMM JOCTYMHOCTH M NPUMEHEHMS, BKIIIOUas
CBEICHUS O Ha3HAYCHUHU, NyOJIMKyeMble YIMOJHOMOUYEHHBIMH OpraHaMH TOCYJapCTB - HYICHOB
EBpa3uiickoro "KOHOMHUYECKOT0 CO03a; OMYOJIMKOBAHHbBIE UCCIIEOBAHUS (B MEPUOJNYECKON HaydHOU
MevyaTy u T.11.);

MoJTy4yeHue 0JJOOpeHHsI OT YIIOJIHOMOYEHHBIX OPraHOB roCyAapCTB-4JICHOB (IIPU HAJIUYUN);

JKaJI00bI O6IJ.ICCTBGHHOCTI/I n MCIUIHMHCKHUX pa6OTHI/IKOB B  YIIOJIHOMOYCHHBIC OpraHbl
rocy1apCTB-4JICHOB 00 OTACJIBHBIX JIMCTAaX-BKJIAJbIIIAX,

MEpbl, MPUHAMAEMble KOMIIAHUEH, HampuMep, MPeICTaBICHHE OMOJHUTEIbHBIX CBEICHHIA,
ropstaue TenedoHHbIe TMHUN, BOITPOCH IOTPEOUTENeH U T.1.;

KOMMCHTapuu OT opraHmaunﬁ alMeHTOB, MCIWIMHCKHUX pa6OTHI/IKOB u 06H1€CTBGHHOCTI/I,
Kacaromuecs OTACIbHBIX KaTeFOpI/Iﬁ B paMKax INIAaHUPOBaHU IIEPECMOTpa KaTCropruu.

[Tpunoxenue N 19

K TpeOOBaHUSAM K MHCTPYKIUH
10 MEAULUHCKOMY NTPHUMEHEHHIO
JIEKapCTBEHHOTO Ipernapara

1 o011ei XxapaKTepUCTHKE
JIEKapCTBEHHOTO TIperapara

JUI METMIIUHCKOT'O IPUMEHEHUS

YKA3AHUA
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

MO NOArOTOBKE TEKCTA NPEAYNPEXAAIOLLENA MHOOPMALIUN
OB UHPEKUMOHHBIX ATEHTAX B OBLLIMX XAPAKTEPUCTUKAX
NEKAPCTBEHHbIX NMPEMAPATOB U INCTKAX-BKNAABIWAX NNEKAPCTBEHHbIX
NMPEMNAPATOB, NOJTYYEHHbLIX U3 KPOBU UITU MNJTA3Mbl KPOBU YEJTOBEKA

Crrcok M3MEHSIOIUX JOKYMEHTOB
(BBenenn! peuienreM Copeta EBpasuiickoil 5KOHOMHUYECKON KOMHCCUU
ot 19.05.2022 N 80)

. Oowme nonoxeHunn

Hacrosimue VYkazanus conepxar craHAapTHbIE (OPMYJIMPOBKHM TEKCTa NpeaylpexIaroen
uHpOpMaLMKM O PHCKE Iepenadyd ¢ KpPOBbIO W (WJIM) ee KOMIIOHEHTaMH Bo30ynuTeneil mHpekuui,
KOTOpBIM JOJKEH OBbITh BKJIIOYEH B OOIIME XapaKTEpUCTHKU JIEKAPCTBEHHBIX IMpenapaToB U
JIMCTKU-BKJIA/IBIIIN JIEKaPCTBEHHBIX IIPENApPaTOB, MOJyYEHHBIX U3 KPOBH HMJIH ILUIA3MbI KPOBH YEJIOBEKA.

[Tpu BBeCHMH JIEKAPCTBEHHBIX MPEMAPaTOB, MOTYUYEHHBIX M3 KPOBH HJIH IJIa3Mbl KPOBU Y€JI0OBEKA,
HEBO3MOXHO IMOJIHOCTHIO MCKIIIOYHUTD TIepeiady TeMOKOHTAKTHBIX areHTOB M pa3BUTHE MH(EKIIMOHHBIX
3a00JI€BaHUIl.

Mepsbl, puHUMaeMble Ul NMPEAYNPEKICHUs Mepeladyd ¢ KPOBbIO M (WIHM) €€ KOMIIOHEHTaMu
BO30yuTened MHGEKUU NMpu NPUMEHEHUH paccCMaTpUBAEMOM TPYMIbI JIEKAPCTBEHHBIX IpPENaparosB,
BKJIIOYAIOT OTOOpP JOHOPOB, CKPUHHMHI MHAMBHIYaJIbHBIX JOHALMH M MYJOB IJIa3Mbl Ha COJIEp)KaHUE
MapKepOB U3BECTHBIX BUPYCOB, NEPEAAIOLINXCS Yepe3 KPOBb M €€ KOMIIOHEHTHI, U BKJIIOUEHUE CTaanuil
MHAKTUBALMU U (WJIK) SJIMMUHAIMU IIHPOKOTO CIIEKTPa BUPYCOB.

B oOmeit xapakTepucTUke JEKApCTBEHHOTO Nperapara W JIMCTKE-BKIIAJBINIE JIEKAPCTBEHHBIX
MpenapaTroB, IMOJYYEHHBIX M3 KPOBU WJIM IUJIa3Mbl KPOBHU 4YEJIOBEKA HCIONB3YETCS CTaHIapTHAas
(dhopMyJIHPOBKa C IENBI0 MHPOPMUPOBAHUS Bpade W MAIMEHTOB O PHUCKE Tepenadd BO30yIuTenei
BUPYCHBIX MH(EKIHNA, 00yCIOBIEHHOM BBEACHHEM JIOOBIX JIGKAPCTBEHHBIX IMPENapaToB, MOJYYCHHBIX
13 KPOBU WJIM TUIa3Mbl KPOBH YE€JIOBEKA.

Texct mpenynpexaaroneil nupopmalu o pucke nepegadn Bo30yanTenell BUPYCHbIX MH(DEKIUH
MOCTOSIHHO TIEPECMaTPUBAETCS C 11eNbl0 00HOBIIEHUs. TekcT nHpOopMaluu TaK)Ke U3MEHSETCs B Cilydae,
€CIIM HEKOTOpbIE MPEAYNPEKICHUS MEePECTaHyT OBITh AKTYaJbHBIMH JJISI KOHKPETHOTO TNPOJYKTa U3
KpPOBH WJIU IUIa3Mbl KPOBH YEJIOBEKA.

B coorBercTBum ¢ rnaBoil "OneHka KadecTBa JIEKAPCTBEHHBIX IIPENApaTOB, IMOIYYEHHBIX W3
I1a3Mbl KpoBU uesioBeka" [IpaBui npoBeieHNs UCcae10BaHUi OMOIOTNYECKHUX JIEKAPCTBEHHBIX CPEJICTB
EBpa3uiickoro 3KOHOMHYECKOIO COr03a, YyTBepxkIeHHBIX Pemennem Cosera EBpasuiickoit
SKOHOMHUYECKON Komuccuu OT 3 HosiOps 2016 r. N 89, MeAMIIMHCKOMY MEpPCOHATy HEOOXOAMMO
JOKyMEHTUPOBATh HAUMEHOBAaHUE U HOMEP CEPUM JIEKAPCTBEHHOI'O IIpernapara Ipu KakJI0M BBEACHUHU
€ro MalMeHTy C LeIblo NoAAepKaHUsl 00paTHOM CBSI3U.

[TarueHTsl Taxke HWHGOPMUPOBAHBI O HEOOXOAMMOCTH JTOKYMEHTUPOBAHMS HAaUMEHOBAHMS U
HOMEpa CEepuHM JIEKApCTBEHHOrO Ipenapara IMpU KaXIOM €ro BBEACHUU C LEIbI0 NOIIEPKAHMS
0oOpaTHOM CBSI3U TMOCPEACTBOM MPEIyNPEkKAAIONIEr0 yKa3aHUs B JIMCTKE-BKIIAJBIIIE JIEKAPCTBEHHBIX
IIPENnapaToB, MOJYUYEHHBIX U3 KPOBU MJIHU IJIA3Mbl KPOBU YEJIOBEKA.
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

[Tpenynpexnatomass uHGOpManUss O pHCKe Meperaud Bo30yauTenaed BHUPYCHBIX HH(EKIUH
BKJIFOYAaeTCss B OOIIyI0 XapaKTepUCTHKY JEKapCTBEHHOro Ipemaparta B paszaen 4.4, couepkaiuit
KJIMHUYECKH BaXKHbIE YKa3aHHUA M MEpPbl IPEJOCTOPOKHOCTU IPU NPUMEHEHUHM JIEKapCTBEHHBIX
MIpenapaToB, MOJYYEHHBIX U3 KPOBH WJIH IJIa3Mbl KPOBU YEJIOBEKA.

B cBsi3u ¢ 3TUM JaHHYI0 (POPMYIMPOBKY HE JOMyCKaeTcs pacIiupsTh 3a CUET APYTUX CBEACHUH,
HE SBJISIOLIMXCS OCOOBIMM YyKa3aHMSMHU HJIM MEpaMH MPEAOCTOPOKHOCTU (HAampuUMep, ONHCAHUEM
CTaauil MHAKTUBALUM M (WIM) 3IMMUHALMKM BHUPYCOB WJIM HUCHBITAHUAMU Ha OTIENbHBbIE BHUPYCHI).
PaccmoTpenHast popMyIHMpOBKa OTHOCUTCS U K 00beMy HH(pOpMAIMU JUIsl HOTpeOUTENeH, BKIIOYaeMOi
B JIMCTOK-BKJIAJIBILI JIEKAPCTBEHHBIX NPENAPATOB, IOJIYYEHHBIX U3 KPOBU WX I1a3Mbl KDOBH UE€JIOBEKA.

Hacrosmue Ykazanus copepkar JBa M3MCHCHHS B CPAaBHCHHUU C TPAJUIIMOHHBIM ITOAXOJOM II0
COCTaBJICHUIO TMpeaymnpexaammeid WHGOpPMAlMd O pHUCKE TMepeaadyd  BO30yIuTelleld BHPYCHOMN
HH(pEeKIHN:

He TpeOyeTcsl CChUIKa Ha KOHKpPETHbIE 00s3aTeslbHblE MEphl, IMOCKOJbKY OHa He SsBIseTcs
NPEIyIpEKACHUEM HITH Mepoil 6€30MacCHOCTH, U YKa3aHHbBIE CBEJICHHS TOCTYIHBI B IPYTHX UCTOYHUKAX
(oOs3aTenbHBIE MEpBI MMyOMUKYIOTCS B YacTHOW cTaThe Papmakoren EBpa3suilckoro 3KOHOMHYECKOTO
coto3a (manee - Papmakomes Coroza) "Ilmazma demoBeka mus (ppakmuoHUpOBaHHA", a B clydae
OTCYTCTBHSI ATOH CTaThU - B YACTHBIX CTaThsX (apmakoredl rocyaapctB - wieHoB EBpaszuiickoro
HKOHOMHUECKOT0 CO03a (Jajiee - roCyAapcTBa-4JIeHb));

npenynpexaammas uHGopMalus COAEPKUT cBeAeHHs 00 obmieit 3¢ (GeKTUBHOCTH BCeX Mep,
NPUHATBHIX I OOecrieueHus] BUPYCHOW O€30MacHOCTH JICKApCTBEHHOIO Ipernapara U3 KPOBU HIIH
IUTa3Mbl KPOBH YEJIOBEKAa, M HE COJEPKHUT CBeACHUS 00 HPPEKTUBHOCTH OTICIBHBIX CTaaui
WHAKTUBAIWHU U (WJIN) SJMMUAHAIIMHA BUPYCOB B IIPOIIECCE TIPOU3BOICTBA.

Wndopmanus, oTHocsAmascs K NOpoleaypaM HHAKTUBAUUMU W (WIM) SIUMHHALMM, CIIOCOOHA
BBOJIUTH MOTpeOUTENS B 3a0I1yKIeHHE, OCOOCHHO B OTHOILIEHUH napBoBupyca B19.

Hanpumep, ecau B mporecce Npou3BOJCTBa MpelycMOTpeHa 3¢ (GeKTUBHAs CTaJus B OTHOLICHUU
napBoBupyca B19 (To ects craaus, cnocoOHas CHU3UTh Ha HECKOJBKO TMOPSIKOB YPOBEHb BUPYCHOM
Harpy3ku), OJJHaKO BO3MO>KHOCTH CTaJuu OyAyT 3aBBILIEHBI B CIy4yac BBICOKON BHUPYCHOM Harpy3ku B
ITyJIe MJIa3MBl.

[Mpenymnpexmatomiee ykazaHue COOOMIa€T O IMOTCHIIMAIFHOM pHCKE Iepenadyd BO30yAHTenen
BUPYCHBIX MH(EKIUI MpU NPUMEHEHUH JEKAapCTBEHHBIX IpENaparoB, MOJYyUYEHHBIX W3 KPOBH HIIU
TJ1a3Mbl KpOBU 4enioBeka. OCHOBHOW TEKCT JOKYMEHTA Pa3bsCHIET HCIONIb30BAHKE MPEAYTPEKIAIOIIIX
yKa3aHWH, TNpHUBEIEHHBIX B HACTOALIMX YKa3aHusAX. B Tekcre mnpenynpexaaromel uHpopMmanuu
YIIOMHHAIOTCSL ONpECNICHHBIE BHUPYCBHI, KOTOpPHIE B MPOLUIOM MEPEAaBalUCh NpU TPUMEHEHUHU
JIEKapCTBEHHBIX MPENapaToB, MOJTYYSHHBIX U3 KPOBH WJIH TUIa3Mbl KPOBH YEIIOBEKA.

Mepsl, TpUHEMaeMBbIe TSI TPEIYIIPEKACHUS TepPelaui TAKHX 000JIOUYEYHBIX BUPYCOB, KaK BHPYC
nmmyHoaedunuta denmoBeka (BUY), Bupyc rematuta B (BI'B) um Bupyc remarura C (BI'C),
paccmarpuBaroTcs B KadecTBe A(G(EKTHBHBIX Ui BCEX KOMMEPUYECKHX MpernaparoB. Takwe
6e30000ueyHble BUpYCHI, Kak Bupyc rematuta A (BI'A) u mapsoBupyc B19, Tpyano noanarotcs
WHAKTUBAMKA W (WIH) JIUMUHAIMH, a 3(PQPEKTUBHOCTh MeEp yAalieHUs 0e3000J0YEHHBIX BUPYCOB
OTJIIMYAETCS ISl PAa3HBIX JIEKAPCTBEHHBIX MPETIapaToB.
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"O6 yTBEpXXAEHUM TPeboBaHMIA K U...

B cBa3u ¢ 3TuM cBeleHus, cojaepKaliuecss Uil MOTpeOuTened B oOIed XapaKTepHCTUKE
JIEKapCTBEHHBIX MPENAPATOB U JIMCTKE-BKJIAJBIIIE JIEKAPCTBEHHBIX MIPENAPATOB, MTOJYYEHHBIX U3 KPOBH
WIN TIJIa3Mbl KPOBH YEJIOBEKA, JOJDKHBI COJIEpKaTh MH(OPMAIMIO O MOTEHIUAIBHOM PUCKE MEepeaadu
6e3000m0ueunbIx BupycoB (BI'A u mapBoBupyca B19) ¢ yuerom nmpuHMMaeMbIXx Mep 0€30MacHOCTH H
PE3yNIbTaTOB MCCIIEI0OBAaHUI MHAKTUBALUMU U (MJIM) AJIMMUHAIUU BUPYCOB, NMPOBEICHHBIX JIepiKaTeleM
PErUCTPAIIMOHHOIO yJIOCTOBEPEHUs JIEKAPCTBEHHOI'O IIpernapaTa, IOJIyY€HHOIO W3 IUIa3Mbl KPOBHU
YeJI0BEeKa.

HeBO3MOXKHO COCTaBUTH OTJIIENBHOE YKa3aHHE O MOTEHIMAJBbHOM pPHUCKE WHOUIMPOBAHUS
6e30001104eYHBIME BUpycaMH. B mporiecc mpou3BoACTBa BCeX JICKAPCTBEHHBIX MpPENapaToB M3 KPOBH
WIN TIJIa3Mbl KPOBH YEJIOBEKA JOJDKHBI OBITh BKIIOYEHBI 3()(PEKTUBHBIC CTaANN WHAKTHUBAIMUA U (WIIN)
3MMMHHALMU [TUPOKOTO CIIEKTpa BUPYCOB, 00Ia1al0IIUX Pa3HBIMU (PU3UKO-XUMUYECKUMH CBOMCTBAMH.
370 aeT yBepeHHOCTh B 3()(HEKTUBHOCTU MHAKTUBALMY U (WIN) JTMMHUHALMN BUPYCOB, HE U3BECTHBIX B
HACTOAILEE BPEMsI MJIU HEJJTABHO MOSBUBILINXCSL.

Bupyc nuxopaaku 3ananHoro Huna nosiBuiica B CeBepHON AMepHKE M IepefaBalicd 4depe3
KOMIIOHEHTbI KpoBU. Bmecre ¢ Tem ciyuaum mepenaun Bupyca jauxopaiku 3amagHoro Humna uepes
JIEKapCTBEHHbIE IpernapaThl, IMOJIYYEHHbIE W3 IUIa3Mbl KPOBHM YEJIOBEKAa, HE 3aperuCTPUpPOBAHBI.
Hcnonp3yeMble B HacTosiiee BpeMs CTaIUM HHAKTUBALMM M (MJIM) SIUMHHAIMM JIOCTATOYHBI IS
obecneyeHus: 6€30I1aCHOCTH JIEKAPCTBEHHBIX MPENapaToB, MOJYUYEHHBIX U3 IUIa3Mbl KPOBHU UYEJIOBEKA, B
OTHOILICHUH BUpYycCa Juxopaaku 3anagHoro Huma.

C yderoMm 3TuX (aKTOPOB B MPEIYNPEKAAONMX YKa3aHUSAX HMH(OpMAIUS O JaHHOM BHpYyCe HE
YKa3bIBaeTCsl.

PaccmaTpuBaercs Bompoc 0 HEOOXOJUMOCTU OTAEIBHOIO YINOMHHAHHS O BApUAHTHOM OoJe3HU
Kpeiitndpensnra - Sxoba (BBKS) B mpemynpexparommx ykazanusx. Ilpussto pemeHue o
HeIeecO00Pa3HOCTH BKIIIOUEHHSI OTAEIbHOIO YINOMMHAHUS O IOBBILIEHHOM ONAcHOCTH B CBSI3U C
NOTEHIMAJIbHON Tepenadeil Bo30yauTens BapuaHTHOW Oone3nu Kpeiitugensara - Skoba uepes
JIEKapCTBEHHBIE IIPENapaThl, MOJyYEHHbIE M3 KPOBU WIM IUIa3Mbl KPOBU YEJIOBEKA, U IMPOJOJIKEHUH
IIPAKTUKHU IPEICTABICHNS YaCTHBIX CBEJCHUM B IPYIUX JOKYMEHTAaX.

Undopmanius B NOpeaylnpexJaloueM YKa3aHUM COJEPKUT o0llee NpeaynpexeHue o
HEBO3MOXXHOCTH TIOJTHOTO HCKIIIOUEHHUsl TMepenadyd Bo30yauTenell BUPYCHBIX HHQeKnuil npu
IIPUMEHEHNH JIEKapCTBEHHBIX IIPENapaToB, NOJYyYEHHBIX U3 KPOBH MJIH ILIa3MbI KPOBU YEJIOBEKA.

Coo061enust 06 HHOUIMPOBAHUU BUPYCaMU IPH BBEICHUH JIEKApPCTBEHHBIX PENapaToB HAa OCHOBE
abOyMUHA, MOJYYEHHBIX CTaHJAPTHBIMH METOJAMU M COOTBETCTBYIOUIMX (hapMaKONEHHBIM CTaThsIM
@apmaxorien Coro3a, a IpU OTCYTCTBUM B HEW - cTaThsiM (papmakoreil rocyaapcTB-4JiCHOB, He
nocrynand. Ecnum anbOyMHMH HMCHOJB3YyeTCSI B KaueCcTBE BCIOMOIATEIbHOTO BELIECTBA B JIPYIHX
JIEKapCTBEHHBIX MpernapaTax, He TpeOyeTcs BKIOYAaTh KaKHe-TUOO OTAENbHBbIE MPeayNpexIeHus, yTo
00BsICHAETCS AJIUTEIbHON NCTOpHUEN 0€301MacHOro MPUMEHEHUS JIEKAPCTBEHHBIX [IPENapaToB Ha OCHOBE
anpOyMuHa. B paccMoTpeHHOM cityyae allbOYMUH yKa3bIBaeTCsl B IEpeYHe BCIIOMOTaTEIbHBIX BEILECTB,
HCIOJIb3YEMBIX JJISl IPOU3BOACTBA IPYrOro JEKapCTBEHHOTO Mpernapara.

Il. MpeaynpexaeHne 06 NH(PEKLMOHHBLIX areHTax B obLen
XapaKkTepuCcTUKe NeKkapCTBeHHbIX NpenapaTtoB, NONyYeHHbIX
M3 KPOBU UK Na3Mbl KPOBU YenoBeka
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B o01eit xapakTepucTHKe JeKapCTBEHHOro npemnapara B pasjene 4.4 "OcoOble yKkazaHus U Mephbl
NPEJOCTOPONKHOCTH TPU TMPUMEHEHHH" BHIOOp (OPMYIHMPOBKH, 3aKIIOYEHHOH B < >, 3aBHCHUT OT
3G HEKTUBHOCTH MEP B OTHOLICHUH COOTBETCTBYIOLIETO BUPYCA.

1. JlekapcTBeHHbIE NpenapaTthbl, NOfyYeHHbIe U3 KPOBU UMK Na3Mbl
KPOBM 4YeroBeka (3a UCKITioYeHneM UMMYHOrno6ynmMHOB U anboymMmuHa)

"CraniapTHble Mepbl NPEAYNPEXKICHUS pa3BUTHS BUPYCHBIX HHQEKIHH, O0OYCIOBIEHHBIX
IIPUMEHEHHUEM JIEKAPCTBEHHBIX IPENAapaToB, IMOJYYEHHBIX W3 KPOBU WM IIJIa3Mbl KPOBU 4YEJIOBEKA,
MpeIyCMaTpUBAIOT OTOOp TOHOPOB, CKPUHWUHT HMHIUBUAYAIBHBIX JOHAIMA ¥ TMYJOB IUIA3Mbl Ha
cnenuduueckre Mapkepbl MH(GEKIUH W BKIIOYEHUE B MpOIECcC Mpou3BOACTBA 3((EKTUBHBIX CTaauil
WHAKTHBaLMU M (WIK) 31IMMUHAIMKU BupycoB. HecMoTps Ha 3TO, NpH BBEJCHMM JIEKAPCTBEHHBIX
[PenaparoB, MOJYYEHHBIX U3 KPOBH WM IJa3Mbl KPOBH 4YEJIOBEKA, HENb3sl MOJHOCTHIO HCKIIOYUTh
BO3MOKHOCTh IepeJjaun Bo30yauTeIe BUPYCHBIX MH(EKINHA, OCOOCHHO B OTHOLICHUN HEU3BECTHBIX U
HOBBIX BUPYCOB, a TAKX€ JIPYIMX NaTOTCHOB.

[TpunsTEIE MEPBI CUUTAIOTCSA dPPEKTHBHBIMA B OTHOUICHWH TAKHX OOOJIOYEYHBIX BHUPYCOB, Kak
BUpYyc uMMyHo eduuTa yenoseka (BUY), Bupyc renarura B u Bupyc renatura C.

<, a TaK)K€ B OTHOIICHUHU 0€3000JI04€UHOTO<BIX> BUPYCca<OB> <remaTuTa A> <u> <mapBOBHUpYycCa
B19>>.

<[IpuHsATbIE Mepbl HE CUUTAIOTCA JIOCTaTOYHO J(P(PEKTUBHHIMH B OTHOIIEHUHM TaKHX
6€3000J104€YHBIX BUPYCOB, KaKk <BUpPYC remnaruta A> <u> <mnapoBupyc B19>>.

<WndunmpoBanue mapBoBupycom B19 omacHo mnsi GepeMeHHBIX >KEHIIMH (MHOUIIUpOBaHHE
wioga) YW JUI € HUMMYHOJC(PUIIMTOM WM TOBBIIIEHHBIM JpUTPONO330M (Hampumep, Mpu
reMOJINTUYECKON aHeMHM)>. YKa3aHHe O IpyIIax pucka no napsosupycy B19 Bkimtouars He TpeOyercs,
€CIIU TIPUHSTBIE MEPbI paclIEHUBAIOTCS B KauecTBe H3(PPEeKTUBHBIX B OTHOLIeHHU B19.

[Ipn kaxxaoM BBEICHWU TAIMEHTy {HAUMEHOBAaHWE TIperapara} JIOKyMEHTHPYETCS €ro
HanMCHOBaHHUE U CepI/II\/JIHBII\/JI HOMCp B MLCIIX COXpAaHCHHUA CBA3KM MCXKAY MNAOUCHTOM U cepneﬁ
npenapara.".

[Ipumepsl.
Mepsl, 3¢ (pekTHBHBIC B OTHOIICHUH BHpYyca rernatuta A u napsosupyca B19:

"ITpunsThie Mepbl cuuTaroTca 3()(HEKTUBHBIMU B OTHOIIEHUHM TAKMX O00OJIOYEUHBIX BUPYCOB, KaK
BUpyC UMMyHonepuimra yenoseka (BMY), Bupyc remaruta B (BI'B) u Bupyc rematura C (BI'C), a
TAK)Ke B OTHOIIICHUU TaKUX 0€3000JI04€UHBIX BUPYCOB KaK BUPYC remartuta A u napsosupyc B19.".

Mepsl, 5peKkTrBHBIE B OTHOIIEHUH BUpYyCa rematuTa A, HO He mapBoBupyca B19:

"ITpuHsTEIE MEpPBI CUUTAOTCSA d()(HEKTUBHBIMU B OTHOIICHUH TaKHX 00OJIOYEUHBIX BHUPYCOB, KaK
BUpyc uMmyHonedunuta yenoeka (BUY), supyc rematuta B (BI'B) u Bupyc remarura C (BI'C), a
TaKkKe B OTHOLIEHWU Oe300o0ioueyHoro Bupyca remaruta A. [IpuHSATBIE Mephl HE CUHUTAIOTCS
J0CTaTo4yHO 3()(HEKTUBHBIMU B OTHOIICHHM TaKUX 0€3000JI04€YHBIX BUPYCOB, Kak mapBoBupyc B19.
Wudunmposanue napsoBupycoM B19 omacHo s 6epeMeHHBIX KEHUIMH (MHOUIIUPOBaHHUE TIONA) U
JUIl C WUMMYHOJE()HUIIMTOM WM TOBBIIICHHBIM 3PHUTPOIIO330M (HANpUMeEp, NpPU TeMOJIUTHYECKON
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aHemun).".
Mepsl, Heah(pekTHBHBIC B OTHOIIICHHUHU BUpYyca rernatuta A u napsosupyca B19:

"IIpuHsTEIE MEPHI CYUTAOTCS AP(PEKTUBHBIMU B OTHOIICHUHM TaKUX OOOJIOUEYHBIX BHUPYCOB, KaK
BUpYC MMMYHOAepHUIMTAa YeloBeka, Bupyc renatura B u Bupyc rematuta C. Ilpunstsie mepsl He
CUUTAIOTCS OCTAaTOYHO 3(P(HEKTUBHBIMU B OTHOIICHHH TaKWX 0€3000J0UY€YHBIX BHPYCOB, KaK BHUPYC
renatuta A u mapBoBupyc B19. HMudpunmupoBanue mnapBoBupycom B19 omacHo nns OGepeMeHHBIX
KEHIIUH (MHQUIMpPOBaHHUE IJI0JA) U JHIl ¢ UMMYHOACPHUIIMTOM HIM TOBBIIICHHBIM 3PUTPOINOI30M
(Hanmpumep, IpU reMOJIUTHUECKON aHeMHUn).".

2. lononHuTenbHasa ¢popmMynupoBKa Ans perynsipHo
1 (MNK) NOBTOPHO BBOAUMbIX JleKapCTBEHHbIX NpenaparTos,
Nony4YeHHbIX U3 KPOBU UMK Nfla3Mbl KPOBU YernoBeKa,
3a UCKITHOYEeHMEeM UMMYHOrnobynMHoB

B otHomenun npenapaToB (pakTOPOB CBEPTHIBAHUS KPOBH, IPENapaTOB aHTUTPOMOMHA U APYTHX
peryisipHo U (WiIM) MOBTOPHO BBOJMMBIX JIEKAPCTBEHHBIX IPENApaTOB, MOJIYUYEHHBIX W3 KPOBH WIH
IUTa3Mbl KPOBU 4YE€JIOBEKA, 33 UCKIIOUCHHEM MMMYHOIJIOOYJIMHOB, NEPE]] MOCIEAHUM IPEIJIOKEHHEM O
JOKYMEHTUPOBAaHMM HAaUMEHOBAHMS U CEPUIHOrO HOMepa JIEKapCTBEHHOI'O Ipenapara HEeoOXOAMMO
MIPUBECTH CJIEYIONLYIO TOTIOJIHUTEIbHYIO (POPMYITUPOBKY:

"ITariieHTOB, peryisspHO M (WJIM) MOBTOPHO IMONYYAIOIIMX {KJIAcC IMpernaparoB, Halpumep,
npemnapatel ¢paktopa VIII, nmpemaparsl aHTUTpOMOMHA}, MOJNyYEHHBIE M3 KPOBU WM IUIA3Mbl KPOBHU
YyeJioBeKa, He00XO0AMMO BaKIIMHUPOBATh OT renaTuToB A u B.".

3. AMMyHOrnoo6ynuHbl

CBeneHuss MO JIEKapCTBEHHBIM IMpenaparaM, OTHOCAIIMMCS K HMMYHOTTOOYIHMHAM, TOJIKHBI
BKJIFOYATH CJICIYIOIINE IPEIyPEkKAAI0NINE HAAUCH U HHPOPMAIIHIO.

"CrangapTHble Mepbl NpPEIyNpexIeHUs pPa3BUTHS HHQPEKIUI, 0OYyCIOBICHHBIX NPUMEHEHHEM
JIEKapCTBEHHBIX IPENapaToB, MOJTYYEHHBIX U3 IUIa3Mbl KPOBU 4YeJOBEKa, MpEeaycCMaTpUBAarOT OTOOp
JIOHOPOB, CKPUHMHI HMHJIMBUAYAJIbHBIX JOHAMH W IYyJOB IUIa3Mbl Ha cHeUU(UUYHBIE MapKepbl
MHQEKIMI ¥ BKIIOYEHHE B MpoIecc MPOMU3BOACTBA 3(PQPEKTUBHBIX CTAAMA HHAKTUBALMM U (WIN)
NMMMHALUU BUpYcoB. HecMOTpst Ha 3TO, NIpU BBEAECHUH JIEKAPCTBEHHBIX MPENApaToB, MOJYYEHHBIX U3
KPOBM WJIM IUIa3Mbl KPOBHM 4EJIOBEKA, HENb3s HCKIIOYUTH BO3MOXKHOCThH Iepenadd Bo30yauTeneit
MH(pEKIM, 0COOEHHO B OTHOILIEHUH HEM3BECTHBIX M HOBBIX BUPYCOB, a TAK)KE APYTUX MMaTOT€HOB.

[Tpunsiteie Mepbl cuuTaroTcsl A(Q(HEKTUBHBIMUA B OTHOIICHUM TaKMX OOOJOYEUYHBIX BHPYCOB, KaK
BHpyc uMmyHoneduiuta yenoreka (BMUY), Bupyc renaturta B u Bupyc renarura C.

<, a TaK)X€ B OTHOILIEHUHN 0€3000I09eYHOTr0<BIX> BHpyca<oB> <remaTuTa A> <i> <mapBOBUpYyCa
B19>>.

<[IpunsATble MeEpHl HE CUUTAIOTCA JOCTaTOYHO J(P(EKTUBHBIMU B OTHOIICHUH TaKUX
6€3000J104€YHBIX BUPYCOB, KaK <BUpYC renatuta A> <u> <napoBupyc B19>>.

HakomeH n0CTaTOYHBIA KIMHUYECKUN OIBIT OTCYTCTBUS IMEpeladyd BHUpyca remnatura A
napsoBupyca B19 npu BBeAeHHHM HMMMYHOIJIOOYJIMHOB, KPOME TOTrO, MPEAIOJaraerTcs, YTo HaJuuue
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CHeI_II/I(i)I/I‘ICCKI/IX AHTUTE] BHOCUT 3HAYUTEIIbHBIN BKJIaJ B obecrieueHme BI/IPYCHOﬁ 0€30I1aCHOCTH.

[Ipn kaxxaoM BBEICHWM TAIMEHTy {HAUMEHOBAaHWE TIperapara} JIOKyMEHTHPYETCS €ro
HanMCHOBaHHUEC U CepI/II\/JIHBII\/JI HOMCp B MLCIIX COXpaHCHHUA CBA3KM MCXKAY MNAOUCHTOM U cepneﬁ
npenapara.".

4. Anb6yMuH

CaeneHus 1o JIGKApCTBEHHBIM IpermapaTaM Ha OCHOBE allbOyMHHA JTOJKHBI BKIIIOUATh CICTYIOIINE
MpeIyNpexAAr0IINe HAAMUCH U NHPOPMAITHIO.

"CranmapTHble Mepbl TPEAYNPEkKACHUS Pa3BUTHS BHUPYCHBIX 3a00JeBaHHUN, OOYCIIOBICHHBIX
IIPUMEHEHHUEM JIEKApCTBEHHBIX IIPENapaToB, IMOJIYYEHHBIX M3 KPOBHU HIM IUIa3Mbl KPOBH YEJIOBEKA,
MpelycCMaTpuBalOT OTOOp JOHOPOB, CKPUHUHI HUHAMBHUAYAJIbHBIX JOHAMH M MYJOB IUIa3Mbl Ha
cnenu(uuHble Mapkepbl HMH(EeKIuil u BKIOYeHHE OS()PEKTUBHBIX MPOU3BOIACTBEHHBIX CTaaul
WHAKTHBAMU M (WIK) 3IMMUHAIMKM BUpycoB. HecMoTpss Ha 3TO, MpHU BBEICHHUU JIEKAPCTBEHHBIX
IIpenaparoB, MOJY4YCHHBIX U3 KPOBHM WM IUIa3Mbl KPOBU YEJIOBEKA, HENb3s UCKIIOYUTH BO3MOXKHOCTH
nepeadyu Bo3OyauTenell BUPYCHBIX WHQEKIHMA, OCOOCHHO B OTHOIICHWH HEHM3BECTHBIX M HOBBIX
BHUPYCOB, a TAK)XKE IPYTUX NATOTE€HOB.

CooOurenust 06 MHPUIMPOBAHUH BUPYCAMHU IIPH BBEACHUHU JI€KAPCTBEHHBIX MIPEMapaToB Ha OCHOBE
anpOyMHHA, MOJYYEHHBIX CTAaHAAPTHBIMU METOJAMU U COOTBETCTBYIONIMX (DapMaKOMEHHBIM CTaThsIM
@apmaxorien Coro3a, a IpU OTCYTCTBUM B HEH - cTaThsM (papmakoreil rocyaapcTB-4JC€HOB, He
MOCTYHAJIH.

[Ipu kaxaoM BBEIEHWM TMANMEHTY {HAMMEHOBAaHWUE TIpemapara} JOKYMEHTHPYETCS ero
HAaUMEHOBAHWE W CEPUUHBIH HOMEp B IIENAX COXpPAaHEHUS CBSI3W MEXAYy IMAlMeHTOM U CepHuei
npemnapara.”.

lll. PopmynupoBka pasgena 4.8 "HexenaTtenbHble peakuun'
obLen xapakTepucTMKM fieKapcTBEHHOro npenapara, Nosly4eHHoro
M3 KPOBU UMM NNa3Mbl KPOBU YerioBeKa

CBenieHUs JOHKHBI BKJIIOYATh CIIEAYIONINE TPEAYPEKIAIOIINE HAAMUCH U HHPOPMAIIHIO.

"CBeneHuss 0 0€30MAaCHOCTH, Kacarouiuecs BO30yauTenei BUPYCHBIX HH(EKIUH, MPUBEACHHI B
paznene 4.4.".

IV. MpeaynpexaeHuns 06 NHhEKUMOHHbIX areHTax
B JIMCTKaxX-BKnaablwax JieKapCTBEHHOro npenapara, Nnony4eHHOro
M3 KPOBU UM NNa3Mbl KPOBU YerioBeka

[Tpenymnpexaatoliee yka3aHue, COBMECTUMOE C TEKCTOM OOILEH XapaKTepUCTUKH JIEKapCTBEHHOTO
npemnapara, Bkitoyaercs B paszen 2 "O yem HeoOXOAMMO 3HATh Mepesa <IMpHeMOM><IPUMEHEHUEM>

{HanMeHOBaHME mpernapaTa}.".

B cunenyrommux ykazaHWsX BBIOOp (OPMYIHPOBKH, 3aKIIOYEHHOW B < >, 3aBHCHT OT
3¢ (HeKTUBHOCTH Mep B OTHOIICHUHU YKa3aHHOTO BHpYcCA.

1. llekapcTBeHHbIe NpenapaTtbl, NONy4YeHHble U3 KPOBU UMK NNa3mbl
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KPOBM YernoBeka (3a UCKIYeHMeM UMMYHOrNIO0YNIMHOB U anboyMuHa)
"Ecnu JiekapCTBEHHBIE Ipenaparbl U3rOTaBIMBAIOTCS M3 KPOBU WIM IUIa3Mbl KPOBM YEJIOBEKA,
MPUHUMAIOTCS CHEIHaIbHbIe MEpHl JUIsl MPEJOTBpAIleHHs Tepeaadn Bo30ynuTeneil MH(EKINOHHBIX
3a00JIeBaHUN ITAIUEHTaM.

K HMM oTHOCSTCS:

TIIATENIbHBIA OTOOP TOHOPOB KPOBU M IIIa3Mbl, YTOOBI HE JOMYCTUTh K JOHOPCTBY HOCHTENEH
BUPYCHBIX WH(EKIHIA;

HUCIIbITAHUC Ka)i(,HOfl AOHAlMM W IYJOB IINIa3Mbl Ha MApKCPbl BUPYCOB MMMYHOJIOTUYCCKHUMU U
MOJICKYJISIPHO-TCHCTUYCCKNMU MECTOJaMU

BKJIFOYCHHE B 00pa0OTKY KPOBHM WIIM TUIa3MblI CTAJIUN, CITOCOOHBIX MHAKTHBHPOBATH WJIU yAAJATH
BUPYCBHI.

HCCMOTpH Ha 3TO, IIPpHU BBCACHHUU JICKAPCTBCHHLIX IIPCIApaTOB, U3IOTOBJICHHLBIX H3 KPOBU HIIU
I1a3Mbl  KPOBU YCJIOBCKA, HCJIB3A MCKIHOYUTH BO3MOXHOCTL IICpCaavun BO36YILHTGJIef/'I HH(I)CKHHﬁ,

0COOEHHO B OTHOIIIEHUN HEM3BECTHBLIX M HOBBIX BHUPYCOB, a TAKKC APYIrUX IMMaTOICHOB.

[TpunsiTEIE MEpBI CUUTAIOTCA dPPEKTHBHBIMA B OTHOUICHWH TAaKHX OOOJIOYEYHBIX BUPYCOB, Kak
BHUpYC UMMYHOJepUIMTA YeJIOBeKa, BUpyc renartuta B u Bupyc renatura C.

<, a TaK’)K€ B OTHOIICHUHU 0€3000JI04eUHOTO<BIX> BUPYCca<OB> <remaTuTa A> <u> <mapBOBHUpYycCa
B19>>.

<IIpuHATBIE MEPHI HE CUUTAIOTCS JIOCTATOYHBIMU B OTHOIIEHUH TaKMX 0€3000JI0YEUHBIX BUPYCOB,
Kak <Bupyc remnaruta A> <u> <napBoBupyc B19>>.

<UupunmpoBanrne mnapBoBupycoM B19 omacHo mis OepeMEHHBIX JKEHIIUMH (WHOUIIMPOBAHUE
IJ10/1a) W JIUI C YTHETCHHEM UMMYHHOW CHUCTEMBI WJIM HEKOTOPHIMH BUJAMU aHEMHU (Hampumep, mpu

CEPIIOBUAHO-KIECTOYHON O0JIE3HU WIIM T€MOJIMTUYECKON aHEMUN )>.

HpI/I NOJIYUCHUH BaMU KaXXJIOM J103bI {HaI/IMeHOBaHI/IC HpenapaTa} HCO6XO,I[I/IMO AOKYMCHTHUPOBATH
€ro HAaMMCHOBAHHE U CepHﬁHLIf/'I HOMCDP B LCJIAX COXpPAaHCHUA NUCTOPUN UCITIOJIB30BAHHBIX CepI/II\/'I.".

VYkazanue o rpynmnax pucka mno nmaposupycy B19 BkirouaTs He TpeOyeTcs, eciau MPUHSATHIE MEPhI
pacueHuBaroTCs B KadyecTBe Y PEeKTHBHBIX B oTHOIIEHHH B19.

IIpumepsl.

Mepsl, 3¢ (pekTHBHBIC B OTHOIIICEHUH BHpYyca rernatuta A u napsosupyca B19:

"IIpunsThIe MEpbl CYUTAIOTCS A(P(GEKTUBHBIMU B OTHOIIEHUH TaKuUX OOOJIOUEYHBIX BHUPYCOB, KaK
BUpyc ummyHoaedumura ueroBeka (BUY), Bupyc rematuta B u Bupyc remarura C, a Takke B
OTHOIICHNUU 0e3000JI09€YHBIX BUpyCa renaTuta A u napsoBupyca B19.".

Mepsl, 5pdeKTrBHBIE B OTHOIIEHUH BUpYyCa rematuTa A, HO He mapBoBupyca B19:

"IIpunsiThie MEpbl CUUTAIOTCS A(P(GEKTUBHBIMU B OTHOLIECHUHM TaKUX OOOJOUEYHBIX BUPYCOB, Kak
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BUpyC uMMyHoneduimra yenoBeka (BHUY), Bupyc remarura B u Bupyc rematura C, a Takxke B
OTHOIIEHUH 06e3000704eyHoro Bupyca remnatura A. IIpuHsATBIE MEpbl HE CUMTAIOTCS JOCTATOUYHBIMU B
OTHOIICHUU TakuX 0e3000JI0YeUHBIX BHPYCOB, Kak mapBoBupyc B19. MHunmpoBanue mapBoBHpycOM
B19 omacHo st GepeMeHHBIX KEHIIMH (MHQUUUPOBAHHE IUIOAA) M JIMIL C YTHETEHHEM HMMYHHOMH
CUCTEMbl WJIM HEKOTOPBIMU BHJaMU aHEMHUU (HampuMep, IPHU CEpHOBUIAHO-KIETOYHON OOJIE3HU WU
TEMOJINTUYECKON aHEeMHUN).".

Mepsl, Hea(h(hekTHBHBIE B OTHOLIIEHUU BUpYyca rernatuta A u napsosupyca B19:

"ITpunsThie Mepbl cuuTaroTca 3()(HEKTUBHBIMU B OTHOIIEHUH TaKMX O00OJIOYEUHBIX BUPYCOB, KaK
BUpYC UMMyHoeduuuTa yenoeka (B1Y), Bupyc renaruta B u Bupyc renatura C. [IpunsiTeie Mepsl He
CUMTAIOTCA JIOCTATOYHBIMU B OTHOILIEHUM TakuxX 0e3000JI04€YHBIX BUPYCOB, KaK BUpYC rematura A u
napBoBupyc B19. HudumupoBanne mnapBoBupycom B19 omacHO mms OepeMEHHBIX KEHIMH
(uHUIMpPOBaHME IJIOJA) U JIMIl C YTHETEHUEM UMMYHHOW CHCTEMBbl MJIM HEKOTOPHIMM BUIaMHU aHEMHM
(HampuMep, IpU CEpHOBUIHO-KIETOUYHON OOJIE3HN WIIM TeMOJIUTUYECKON aHeMun).".

2. lononHutenbHasa popmMynmMpoBKa Ansi perynsipHo
u (UNnN) NOBTOPHO BBOAUMbIX JIeKapCTBEHHbIX NpenapaTos,
Nony4YeHHbIX U3 KPOBU UMK Nfla3Mbl KPOBU YeroBeKa,
3a UCKNKYEeHNeM UMMYHOTNobynmHoB

B otHomenun npenapaTtoB (GpakTOpPOB CBEPTHIBAHUS KPOBH, MpENapaToB aHTUTPOMOWHA U JPYTHX
peryisipHo M (WiIM) MOBTOPHO BBOJMMBIX JIEKAPCTBEHHBIX IIPENAPATOB, MOJIYUYEHHBIX W3 KPOBH WM
IJ1a3Mbl KPOBU YEJIOBEKA, 32 UCKIIOYEHUEM UMMYHOTJIO0YJINHOB, MEpe MOCIEIHUM IPEIOKEHUEM O
JOKYMEHTUPOBAHWM HAaUMEHOBAHUSA W CEPUMHOTO HOMEpa JIEKapCTBEHHOrO Ipernapata HEOOXOAMMO
IIPUBECTH CJIETYIOILYO TOTOJHUTEIbHYIO (POPMYIUPOBKY:

"Ecnu BBl peryiisipHo (IIOBTOPHO) MOJIy4aeTe {Kiacc MpernaparoB, HaIpUMep, npenaparsl pakTopa
VIII, mnpemapaTbl aHTUTPOMOWHA}, TOJy4YE€HHbIE U3 IUIa3Mbl KPOBU YEJOBEKA, Bpau MOXKET
PEKOMEH10BaTh BaM MPOMTH BaKI[MHALMIO OT renatutoB A u B.".

3. UmmyHOrno6ynuHbl

CBeI[eHI/IH Mo JICKApCTBCHHBIM TIIp€riapaTrtaM, OTHOCAIIUMCAH K I/IMMYHOFHO6YJII/IH8.M, JOJIZKHBI
BKJIIOYATh CICAYIOIIHUEC ITPCAYIPCIKAAOIMUC HAATINCU U HH(bOpMaL[HIO.

"Ecnu nekapcTBEeHHBIE MpenapaThl U3rOTaBIMBAIOTCS U3 IJIa3Mbl KPOBU YEJIOBEKA, IPUHUMAIOTCS
CHeIMalbHbIC MEphl IS MPEAOTBpAICHUs Tepeaadn Bo30yauTenell MH(EKIMOHHBIX 3a00JeBaHUN
MaIMEHTaM.

K HMM oTHOCSTCS:

TIIATENbHBIA OTOOP TOHOPOB KPOBU M IIIa3Mbl, YTOOBI HE JOMYCTUTh K JOHOPCTBY HOCHTENEH
BUPYCHBIX WH(EKIHIA;

HUCIIbITAHUC Ka)i(,HOfI AOHAlMM W IYJOB IINIa3Mbl Ha MApKCPbl BUPYCOB MMMYHOJIOTUYCCKHUMU U
MOJICKYJISIPHO-TCHCTUYCCKNMU MCTOJaMU

BKJIFOYCHHE B 00pa0OTKY KPOBHM WIIM TUIa3MblI CTAJIUN, CITOCOOHBIX MHAKTUBHPOBATH WJIU yAAJATH
BUPYCBHI.
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HCCMOTpH Ha 3TO, IIPpHU BBCACHHUU JICKAPCTBCHHLIX IIPCIIApaTOB, U3IOTOBJICHHLBIX H3 KPOBU HIIU
IU1a3Mbl  KPOBU YCJIOBCKA, HCJIB3A MCKIHOYUTH BO3MOXHOCTH MHCpCaAavun B036y,Z(HTeH€f/'I HH(I)CKHHﬁ,
0COOEHHO B OTHOIIIEHUN HEM3BECTHBLIX M HOBBIX BHUPYCOB, a TAKKC APYIrUX IMMATOT'CHOB.

[TpunsTEIE MEpBI CUUTAIOTCSA dPPEKTHBHBIMA B OTHOUICHWH TAKHX OOOJIOYEYHBIX BUPYCOB, Kak
BUpYyC uMMyHo eduuTa yenoseka (BUY), Bupyc renarura B u Bupyc renatura C.

<, a TaK’)K€ B OTHOIICHUHU 0€3000JI09€UHOTO<BIX> BUPYCca<OB> <remaTuTa A> <u> <mapBOBHUpYycCa
B19>>.

<[IpuHsATBIE Mepbl HE CUUTAIOTCA JIOCTATOYHO J(P(GEKTUBHBIMH B OTHOIIEHUH TaKHX
6€3000J104€YHBIX BUPYCOB, KaK <BUpPYC remnaruta A> <u> <mnapoBupyc B19>>.

BBenenne wWMMyHOrIOOynMHA HE BBI3BIBAIIO pa3BUTHE remaruta A W HHOUIUPOBaHHE
napBoBupycoM B19 B cBA3M ¢ coaepkaHMEM B JIEKAPCTBEHHOM IIpenapaTe 3allUTHBIX aHTUTEN MPOTUB
ITUX HHPEKIIHHA.

HpI/I NOJIYUCHUH BaMU KaXXJIOM J103bI {HaI/IMeHOBaHI/IC HpenapaTa} HCO6XO,I[I/IMO AOKYMCHTHUPOBATH
€ro HAaMMCHOBAHHEC U CepHﬁHLIf/'I HOMCDP B ICJIAX COXpaHCHUS CJICAa UCIIOJIb30BAHHBIX CGprI.".

4. AnboyMUH

CaezieHUs 110 JICKAPCTBEHHBIM IIperapaTaM Ha OCHOBE ajibOyMHHA JODKHBI BKITIOUYATh CICAYIOIINE
Mpeaynpexaarliue HaAmucu U HHPOPMAIHIO.

"Ecnu nekapcTBEHHBIE MpenapaThl U3rOTaBIMBAIOTCS U3 IJIa3Mbl KPOBU YEJIOBEKA, IPUHUMAIOTCS
CHelMalibHbIE MEpPhl JJIs MPEAOTBpAICHUs Tepeaadnd Bo30yauTenell MH(EKIMOHHBIX 3a00JeBaHUMN
MAIMEHTAM.

K vuM otHOCSTCS:

TIIATEJIBbHBIA OTOOP IOHOPOB KPOBU M IIIa3Mbl, YTOOBI HE JOMYCTUTh K JOHOPCTBY HOCHUTENEH
BUPYCHBIX HH(EKIHIA;

HUCIBITAHUE KaXKIOW MOHAIIMU U IMyJIOB IJIa3Mbl Ha MAapKEpbl BUPYCOB HMMYHOJIOTHUYCCKUMU H
MOJICKYJISIPHO-TCHCTUYCCKUMU MCTOJaMU

BKJIFOYEHHE B 00pa0OTKY KPOBHM WM TUIa3Mbl CTAJIUN, CIIOCOOHBIX MHAKTUBUPOBATH WJIM yAAJATH
BUPYCBHI.

HCCMOTpH Ha 3TO, IIpHU BBCACHHH JICKAPCTBCHHBIX IIPEIIapaToOB, M3IOTOBJICHHBIX H3 KPOBHU HIIN
IU1a3Mbl  KPpOBHU YCJIOBCKA, HCJIb3A MUCKIHOYUTH BO3MOXHOCTL IIC€peaavun BOS6y,HHT€HGﬁ HHq)eKHHﬁ,
0COOEHHO B OTHOIIICHUN HEM3BECTHBLIX M HOBBIX BUPYCOB, a TAKKC APYIrUX MMATOT'CHOB.

Coobmenust 06 HHOUIMPOBAHUU BUPYCaMU IPH BBEICHUH JICKAPCTBEHHBIX PENapaToB HA OCHOBE
aTbOyMUHA, TOJYYCHHBIX CTAaHAAPTHBIMH METOJaMH M COOTBETCTBYIOIIUX CTaThsiM dapmakonen
Co1o3a, a py OTCYTCTBUH B HEH - cTaThsM (hapMaKoIel rocy1apcTB-uiIeHOB, HE MOCTYIIaH.

[Tpu nmoxyyeHUH BaMH KaxJ0M J03bl {HaUMEHOBaHHE Mpernapara} He0OX0AUMO JOKYMEHTUPOBAThH
€ro HaMEHOBaHUE U CEPUITHBIA HOMEP B IIENISIX COXPAaHEHUS Clie[]a UCTIOIb30BAHHbBIX CepHil."
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