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DAPMALERTHYA Juuensus MunucTepcTsa NpomsiwneHHoCTY U Toproaau PO Ne 00176-/1C

Ceptudukar kayectea cepmm Ne 1585 ot 22.04.2025

NusuHonpuAa, Tabnetku 10 mr

BEHHAA HOPMa, NOIMDOBKA

Rpenapara, P

Homep cepuu
[ata Hauana npoussopacTea
Konuyecrso

AHaN13 BLINONHEH N0 HOPMAaTUBHOMY AOKYMEHTY

PerncrpauuorHoe yaoctosepenue f1M-Ne(004198)-(Pr-RU)

080425
09.04.2025

114 960 ynakoBOK

/IN-No(004198)-(Pr-rRU)-281223

HaumeHoBaHue noxasarens

MeToa KOHTPOAR
HopmaTtusHoe 3HaYeHue

Pe3ynbTaT KOHTpONA

OnucaHune

[D PP, BU3VanbHbil
Kpyrasie naockouunuHgpuueckue Ttabnetku Benoro
nam noutu 6enoro LBeTa ¢ GackoW U pUCKOiA.

Kpyrasie naockouuanHapuyeckue Tabnetku
6enoro uBeTa, ¢ GacKon U PUCKOM.

NoanuHHoOCTL

BIHX

Bpema  yaepwuBaHMA  OCHOBHOMO  MMKa  Ha
XPOMaTorpamme MCMLITYEMOrD pPacTBopa  A0/IKHO
COOTBETCTBOBATb BPEMEHM YAEPMBAHWA OCHOBHOTO
NUKa Ha xpomatorpamme pactsopa CO nusuHonpuna
auruaparta (pazgen «KonuyecrseHHoe
onpegeneHven).

CooTseTcTBYET

PacrsopeHue

[P PP, BIKX
He meHee 75 % (Q) C2:H11N30s (AM3uHonpuna) uepes
30muH.

88 %

PoacTeeHHbIe npumMeck

BIWX

NusuHonpuna auxkeronunepasuHa — He 6onee 1,5 %.
NioBoit egnHutHoN npumeck — He Bonee 0,5 %.
Cymma npumecent — He Bonee 2,0 %.

He obHapyeHo
He obHapymeHo
He oBHapyeHo

OAHOPOAHOCTL A03MPOBAHMA

[® Pd, BIMX, Cnocob 1

AV<150% 3,9%
KonuuectsenHoe onpegenenne | BIKX
Ot 9,0 ao 11,0 mr CzH3iN3Os (auzuHonpuna) s 9,7 mr

Tabnetxe.

MuKpoBuonoruyeckas yuctora
Obuiee YncNo aspobHbix
MUKPOOpPranusmos s lr;
Ob6Liee YACNO APOHIKEBLIX 1
nnecxHesbix rpubos B 1 r;

['® PO Kateropusa 3 A.

He Bonee 1-10% KOE/ r/mn ;

He Bonee 1-102 KOE/ r/mn ;

meHee 1-10" KOE

meHee 1-10" KOE

Escherichiacolis 1. oTcyTcTeune 8 1 r/mn OTCYTCTBYET

Ynaxosxa Mo 10, 20 wau 30 Ta6neToK B KOHTYpPHyIO AYelikosylo | 30 TabnetoK B KOHTYPHOK A4EHHOBOM
YN3aKOBKY M3 NNEHKWM NONMBMHWUAXNOPWUAOHOM, AMBO | ynakoBKe W3 NAEHKU NONUBUHUAXNOPUAOHON U
NNEHKK donbru anoMHUHUEBOW neYyaTHon
NONMBUHUNXAOPUAHON/NOAMBUHUNMAGHXNOPUAHOR W | NaKMPOBaHHOW.
$ONLIY aNOMUHUEBOW NEYTHOW N2KUPOBAHHOM. 1 KOHTYpHaRs AYEHKOBaA YNaKoBKa BmecTe C
Mam no 10, 20 wmanm 30 TabneTok B KOHTYPHYIO | WHCTPYKUMEeR no MEeANLUHCKOMY
A4eMKOoBYI0 YNaKOBKY u3 martepuvana | NPUMEHEHWIO (IMCTOK-BKAAALIW) NoMeleHa B
KOMBMHMPOBAHHOTO Ha OCHOBE GONbIM (TPEXCNOMHBIA | KapPTOHHYH YNakosKy (nauxy).
matepuan, BKAKOHAWOWMA  anoMmuHuesyld donery,
NAEHKY 3  OpPWMEHTMPOBAHHOTO nonvamuaa,
NONWMBUHUNXNO PULHYIO NAeHKy) " donbru
ANIOMUHUEBOR NeYaTHOW NaKMpPOBaHHOM.
1, 2, 3,4, 5 6, 8 unm 10 KOHTYpPHbIX AYEHKOBbLIX
YNaKoBOK BMECTE € WHCTPYKUMEW NO MeAMUMHCKOMY
NPUMEHEHMIO  (NUCTOK-BKAZABIW)  nNOMeWawT 8
KaPTOHHYIO YNakoBKy (navky).

MapKuposka Ha KoHTypHOW sAveiKoBOW ynakoske (Bauctepe) | Ha KOHTYpHOM AYEMKOBOW ynaxkoexe

YK@3bIBaI0T TOPrOBOE HaUMEHOBAHUE NIeKaPCTBEHHOIO
npenapara (cosnagaer [4 MEXAYHAPOAHBIM
HEMaTeHTOBaHHLIM HaUMEHOBaHUEM), NeKapCTBEHHYIO
bopMy, [03MPOBKY, HaMMEHOBAHWE AepraTens
PErucTPaLMOHHOrO YAOCTOBEPEHMA U HAaUMEHOBaHUe
NPOU3BOAMTENA /IeKapCTBEHHOrO npenapara, Homep
cepun (BKNIOYAIOWMIA MECAL, M rog npoM3BOACTEa),
[A3TY UCTEYEHMA CPOKa roaHOCTH (Mecau 1 rog).

Ha KapTOHHOWM yNaKoBsKe (nNayKe) YKasblBaloT TOprosoe

(6nucTepe) ykasaHbi: TOProsoe HauMeHoBaHue
NekapcTBeHHOro npenapata  (cosnagger c
MEMXAYHaPOAHLIM HENaTeHTOBaHHbIM
HaMMeHOBaHWeM), NeKapcTeeHHas ¢opma,
[O3UPOBKA,  HaUMEHOBaHWE  AEepMaTens
perucTpaLUoHHOro YAOCTOBEPEHWA “
HaumeHoBaHue npouseoaurtens
NeKapCTBEHHOro Mpenapata, HOMEp Cepuu
(sknOuaIOWMA MecAl U rof NPOM3BOACTBA),

Odopmnero: Benosa H.C.

Crpannua: | u3 2
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Jluuen3na MuHucTepcTsa NpombILWABKHOCTY U Toproanu P® Ne 00176-1C

L2t

EET

HanMMeHoBaHue NeKapcTBeHHOrO npenapara
(coBnagaeT ¢ MemayHapoAHLIM HenaTeHTOBaHHLIM

HaumeHoBaHuem), HaUMEHOBaHKe AepKatens
PercTPauMoOHHOTO yaoCToBepeHWs  (cosnapaer c
HauMeHOBaHWem npov3soauTens), aapec
npou3soanTens NEKEPCTBEHHOrO npenaparta

(cosnagaer c agpecom pepwarens PerucTpaumnoHHoro
YAoCTOBepeHuA) (cTpaka, o6nacts, ropom) (aam
naowanku 000 «030H»), HauMeHOBaKWe AepaTens
PervcTpauMoHHOro YAOCTOBEPEHUA M HaMMEHOBaHMe
NPOU3BOANTENA NEKApPCTBEHHOIO npenapata, aApec
NPOW3BOAMTENA NEKAPCTBEHHOrO npenapata (cTpaMa,
obnacts, ropoackoi okpyr), appec Aepwarens
PErMCTpaUMOHHOrO  yaocToBepeHus (ctpaHa) (ans
nrowanku 000 «O3oH Dapm»), 3NeKTPOHHbIMH agapec
M CcalT npoussoauTens, NeKapcTeeHHyo  dopmy,
AO3MPOBKy, KoAWuecTso Tabnetok B  ynakoske,
MHOOPMaUKMI0 O COCTaBe NeKapCTBEHHOrO npenaparta
(HaumeHoBaHWe peiicTeyiowero sewectsa u  ero
KONWM4ECTBO, nepeyeHb BCMOMOraTeNbHLIX BeuwecTs),
HOMEp cepuM  (BKNIOYAOWWMA Mecay W rog
NPOM3BOACTBA), [aTy WCTEMEHMA CPOK2 TOLHOCTH
(rogen go: mecauy v roa), ycnosus XxpaHeHus, cnocob
npumeHerua: «[nA  npuema BHYTPbY», YCAOBMA
OTNYCKa, HOMEP PEerucTPaLMOHHOTO YAOCTOBEpPEHMS,
NOTOTHN NPOU3BOAMTENA W/MAKM NOTOTMN 3aKasumKa,
dapm-Koa, WTPUXOBOMR KOG, ABYMEPHbIN WTPUXOBOM
KOA C MNONHOW MAM  YacTUMHOM  pacluMdpoBKON
MHbOpMEUMM,  COgepKallelicA B aByMEepHOM
WTPUXOBOM Koge unu Bes Hero, «CMOTPK MHETPYKLMIO
M0 MEAMLMHCKOMY NPUMEHEHMIO (AUCTOK-BKNAABILL)»,
«He NpMMEHATL NO WMCTEYEHMW CPOKE TFOAHOCTUY,
«XpaHuTb 8 HEAOCTYNHOM Ans aeTel mecten.
fononHuTensHo Ha KapTOMHOM ynakoske (naue)
Ay6AMpYeTCA TOProBoe HanMeHOBaHWE ¥ AO3MPOBKA €
umcnone3aceaHunem wpudTa bpaina.

A2Ta UCTEYEHUA CPOKa roAHOCTM (Mecay u
rog).

Ha KapToHHOi ynakoske (nauke) YKa3aHo:
TOProBoE HAaWMEHOBAHME NEKapCTBEHHOro
npenapata (cosnagaeT ¢ MemayHapoaHbIM

HENaTeHTOBAHHbIM HaWMeHoBaHKem),
HaumeHoBaHmKe AepwaTens
PEerucTPaUMOHHOro YAOCTOBEpeHuUs "
HaumeHosaHue npou3soauTens
NeKapCTeeHHOro npenapata, anpec

NPOM3BOAUTENR NEKaPCTBEHHOrO npenapata
(cTpawa, obnacts, ropoackoli okpyr), agpec
Aepwarens PerucTPauroHHOro
YAOCTOBepeHuA (CTpaHa), aneKTpoHHbIA aapec
W CaIAT  NPOM3BOAMTENR, NeKApCTBeHHas
bopma, a03mMpoBKa, KoAWuecTBO TabneTok s
ynaxkosKe, MHpOpMaLma o cocrase
NEKApCTBEHHOrO npenapata (HaumeHoBaHue
AGUCTBYIOWErD BewecTsa 1 ero KO/IMYecTBo,
nepeyeHb BCNOMOTaTeNbHbIX BEILECTS), Homep
cepun  (BwiiovalowmMiA  mecay u  roa
NPOM3BOACTBA), AaTa  MCTEYeHMR  CpOKa
rOAHOCTH (FOA@H A0: MECAL W roa), ycnhosma
XpaHeHus, cnocob  npumedewms:  «[ins
npUema BHYTPbY, YCNOBMA OTNYCKa, HOMep
PerucTpaUMoHHOrO YAOCTOBEPEHMA, AOroTMN
npoussoauTens, apm-Koa, WTPUXOBON Kog,
ABYMEDHBIA WUTPUXOBOM KOA C 4YacTUuHOM
pacwudposroi uHGopmaumu, coneprateiicn
8 ABYMEDHOM WTPUXOBOM KoAe, «CMOTpu
MHCTRYKLMIO N0 MEAWMLMHCKOMY NPUMEHEHUI0
(nucTok-BKNageiw)», «He NPUMEHATL NO
UCTe4eHWM CPOKa roAHOCTM», «XpaHuTs B
HeQOCTYNHOM ANA feTel mecTen,

HonoAHWTENSHO HAa  KAPTOHHOM  ynakosKe
(nauke) npoayba1uposaHbl TOoprosoe
HaumeHoBaHue 7] A03MPOBKa c
ucnonb3osaHuem wpndta bpaina.

CpoK rogHocTH

3ropna

lopgeH po: 03/2028

XpaHexue

Mpu Temnepatype He soiwe 25 °C.

JaknoueHue: CoOTBETCTBYET/ He COOTBeTCTBYeT TpeBoBaHMAM JiN-Ne(004198)-(Pr-rU)-281223

> {HeobxoAnmoe noguepkHyTs)

Odopmnero: Benosa H.C.

4
HauanbHuk OKK: g /Ky3uHa O.H.
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JIunensus Ne 00176-JIC

GMP/EAEU/RU/01032-2023

Paspemenune

Ha BBIITYCK CEPHH JICKAPCTBEHHOTO Ipeliapara B pealu3alnio

3D.447(04)

No 1585 ot 22 anpens 2025 .

HaumernoBanue npenapara Jusunonpun
MexnyHaponHoe HenaTeHTOBaHHOE, HIIH rpynmapoBouHoe, | Jlususonpun
HIIH XHMHYCCKOEe HAUMCHOBaHHE

JlexapcTeenHas Gopma Tabnerkn
Hoznpoeka 10 Mr

Dopma BBy CKa

TaGnetku, 10 Mr (koHTypHas Auelikopas yriakoska) 30 x 1
(nauka kapToHHas)

Homep cepun 080425
Konuuectso 114 960 ynakosok
Hara nauana npoussoacTsa 09.04.2025

Cpok roanocti / Cogen no

3 rona/ 03/2028

Hopmatusuast nokymeHTalms

JIT1-Ne(004198)-(PT-RU)-281223

CepTHHKaT KadecTsa cepuu

1585 or22.04.2025

Hanmenosauue npoussoautens

000 «O30n Qapm»

Allpec MPOM3BONHUTENA (BCe CTAIMK NPOH3BOACTBA, BKIIOYAS
BBIITYCKAIOIIHH KOHTPOJTb KauecTsa)

Camapckast 061, r. 0. TonbsTTH, Tep. 093 IIIIT, MarucTpais
3-1,30. 11, c1p:l '

Peructpammonnoe yaoctosepenne

JIT1-Ne(004198)-(PT-RU)

JlaTa rocynapcTBeHHOMN perucTpari

28.12.2023r.

Hanmenosanue AeprKaTeNna perucTpalHOHHOrO YAOCTOBEPCHH

000 «OzoH»

Pa3speiuenne nelcTBUTeNBHO 10

03/2028

KommenTtapuu

Tpusencniasn Briue HHPOPMALMA SBASCTCA AOCTOBEPHOH H TouHOH. Cepus NEKapCTBEHHOIO Npenapara NpoH3BeAeHa (BKIOHAs YNaKoBKY

(MapKHpOBKY) H KOHTPOMb Ka4eCTRa) HA MPOW3BOACTBCHHON MIOMATKE B NONHOM COOTBETCTBHH C TpefoBaHuaMK sueHsuy, [Ipasun
Hajie:kalled NMPOH3IBOACTBCHHON MPAKTHKH, PErHCTPALMOHHOIO J0Che. 3alkcH MO TPOMIBOACTBY, YNAKOBKe M KOHTPOIO KA4¢CTBa
TMPOBEPEHEI, H YCTAHOBICHO HX cooTReTCTRHE TpeGoanuaM [Ipapnn HanncHxalleli MPOH3BOACTRCHHON NPAKTHKH.

[TPOIYKLWA PA3PELLIEHA K PEAJIM3AIIUU:

YoJIHOMOYEHHOE JIHILO:

/}%/

-,

e

O Her
Baxkennn Bragumup Anexcangposuy/ 22.04.2025 r.
OHO Jlata

Crpanuua: 1 u3 |
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«CBEAeHUA, BHECEHHbIE B aBTOMATU3MPOBAHHY IO UHOPMaUWoHHYI0 cucTemy Poc3gpaBHaa3opa nepej BBOAOM B
rpaxgaHckunil o06opoT cepuii, NapTUin NeKapCcTBEHHLIX CpeacTs/ WHdopMauua o BelgaHHbIX Poc3apasHaa3opom pa3spelweHuax

0Py

Ha BBOJ, B rpaxpaaHckuinl obopoT B Poccuinckon degepauuv cepun nnm NapTMu UMMyHOBMONOrM4YECKOro NeKapcTBeHHOro
npenapara, No COCTOAHUK Ha 19.09.2025 16:13»

[Mucnsa

Jlata suecennn » Mpomisogsress -E___ a._.z-...nn.n Homep Homep, nata .nvom

AHC Toprosoe nam vienosanme { By cxaw0umi Crpana C 0 CTAAHAX O THA Hopyaruruas ok ymesmanns ¥ il cepH, PaspemenHs Ha nc
Pocaapasnamopa KOHTPOAL) L ir_. . por NAPTHH Hin P

nara)
Obwectsa ¢ orpannuentof oTseTcTaennocTio "030n Gapy” (000 "Oon
Jlussmsonpun; rabacru 10 Obwectso ¢ or pasHieHHoR ®apm”), Poceun (Mpowssoanrens (rotosod Jid)): Obmectso ¢
22.04.2025 wr 30 wr., ynakosku OTBETCTBEHHOC Thio “Oow - — OF pAHHNEHHOR OTBETCTBEHHOCTHIO “Oon Qapm” (000 "Oson Papm”), JU1-Ne(0041 98 -( PT-RU 1281223 000 "Osou Paps” 080425

AYC AKOBBC KOHTYPHBIC (1),
MAYKH KapToHume/ ~

Dupm” (000 "Oson
Dupm”)

Poccus (¥inaxkosumk/acosumx (8 nepssinyno ynaxosky)); Obmectso ¢
OF PANHYCHHOR oTBCTCTBENHOCTHI0 " Oson Gapu™ (000 “Oson Gapm™),
Poccus (Y hacosumx (sTop TPCTHYHAR YTIAKOBKa) )




