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CAPMAUERT RS

Nnuensua Munwvcrepcrsa MpomsiwnenHocty v Toprosau P® Ne 00176-N1C

Ceptudurar kayecTsa cepuin Ne 212 or 16.03.2023

BapdapuH, tabnetkm 2,5 mr

Homep cepuu

ADaTta Hauana Nnpou3BoACTBa

Konuyecrtso

AHaNKu3 BbINOAHEH NO HOpMaTUBHOMY AOKYMEHTY

Toprosoe P © NEKIPCTBEHHAA HOLME, AOIMPOBKE

PerucrpauMoHHoe yaoctosepenve 1ICP-008342/10

010223

22.02.2023

68640 ynakosok

NCP-008342/10-190620, U3m.Ne1, Ne2

HaumeHoBaKue noKasaTens

MeTog KonTpONR

PesynbTat KoHTpONA

B Tabnetke.

HopmaTuBHOE 3HaueHue
Onucanue BusyansHbiit
Kpyrawie Tabnetkn Genoro unm noutu Genoro useta, | Kpyrasie Tabnetku Benoro usera,
NACCKOLUMAMHAPKHYECKOH GOPMBI, € KpecTooBpasHoi | NAOCKOLMAMHAPUYECKON dopmbl, 4
PHCKOW W dackoi KpecToobpa3sHoi puckoi u dackoi
MNognuHHOCTL Y®-cnekrpodotomerpua
Ynetpaduonetosvie CNeKTPbI MCMBITYEMOTO
pacteopa u pactBopa CO BapdapuHa HaTpua 8 Cootsercrayer
obnacth ot 220 po 400 HM  AOMKHBI  UMETHL
MaKCHMYM M MUHUMYM NOFNIOLEHUA NPU TeX e
DAWHaX BOAH (£2 HM).
IcX
MNATHO Ha XPOMATOTPaMME WUCTILITYEMOTO pacTsopa 2
N0 MNONOMEHWIO, nornowWeHuio B Yd-ceete u CooTteeTtcrayet
BeNMYMHE [O/MKHO COOTBETCTBOBAaTb NATHY Ha
xpomatorpamme pactsopa COBC 1 sapdapuwa
HATpWA.
PacTeopexue [® PP, YO-cnextpodoromerpus
He meree 80 % (Q) CisHisNaOa (sapdapuna HaTpus) 101%
yepes 30 muH.
PoacTeerHbie npumecw TCX
4-ruapOKCHKYMapHH — He Bonee 0,1 %. He o6HapyseHo
(E)-4-peHnn-3-6yren-2-oH — He Bonee 0,1 %. He obHapy#eHo
EAMHUYHAA HEMAEHTUOULMPOBAHHAA NPUMECH — He
Gonee 0,5 %. MeHee 0,5 %
Cymma HemaeHTUPUUNPOBRHHLIX Npumecel ~ He
Gonee 1,0 %. Menee 1,0 %
OAHOPOAKOCTL AO3MPOBAHUA [® P, criocob 1, Yd-cnexktpodoTomerpus
AV < 15,0%. 9,4%
KonuyecrseHHoe Y®-cnexrpodoromerpus
onpegeneHue Ot 2,25 o 2,75 mr CisHisNaOa (Bapdapuna Hatpua) 2,67 mr

Mukpobuonoruyeckas yucToTa
Obuiee 4ucno a3pobHbix
MWKPOOPraKuamos B 1r;
Obuwiee YHCNO APOHIKEBLIX W
nnecHesbix rpuboss 1r;
Escherichiacolie 1r.

[$ P usa 3 A
He Bonee 1+ 103 KOE / r/mn;

He 6onee 1 - 102 KOE / r/mn;
otcyTcTeMe B 1 r/mn

menee 1 101KOE

mexee 1 - 10*KOE
OTCYTCTBYET

YnakoBka

Mo 10, 50 Tabnetok B KOHTYPHYID AYEMKOBYD
YNaKoBKY U3 NAEHKW NOAMBUHUAXAOPWAHON, nubo
NAEHKKA

NOIMBUHUAXNO PUAHOR/NONMBUHUAMAEHXNOPUAHOIM
1 PONbrU aNOMUHUEBOK NEYATHOM NAKMPOBAHHOM.
Wnu no 10, 50 1aBnertok B KOHTYpHYIO Auelikosyo
YNaKOBKY M3 maTepuana KOMBUHWMPOBAHHOrO Ha
OCHOBe donbru (TpexcnoiHbii matepuan,
BRNIONAOWMIA aMOMUHMEBYIO GOABIY, NAGHKY U3
OPHMEHTUPOBAHHOTO noauamuga,
NOAUBUHUNXAOPUAKYIO  NAGHKY) ¢ donbru
ANOMHHUEBOM NEYaTHOW NAKMPOBAHHOM.

1,2, 3,4, 5 unu 10 KOHTYPHBIX AYEHKOBbIX YNAKOBOK
BMECTE €  WHCTPYKUMEN 1No  meauuuHCKOMY
NPUMEHBHUIO (AWMCTOK-BKNAALIW) NOMEWAT B8
KapTOHHYIO YNAaKoBKy {nauxy).

flo 50 Tabnetok B KOHTYpPHOW A4eRKOBON
YNaKOBKE W3 NAEHKW MOJMBMHMAXNOPUAHOW W
bonsru ANOMUHUEBOR ne4YaTHoM
NaKUpOBaHHOMN,

2 KOHTYpHbiE AYEMKOBbLIE YNBKOBKM BMECTE C
MHCTPYKUMEHR N0 MeAMUMHCKOMY NPUMEHEHHIO
(nMcTOR-BKAAABIW) NOMEWEHb! 8 KapTOHHYIO
ynaKosky (nauxy).

MapKupoBka

Ha KOHTYpHO# A4eitkoBOi ynakoske (bauctepe)

Odopuncro: Mapeuna H.B.

Ha KOHTYpHOW AYelKoBOW ynakoske (Baucrepe)

Crpasnna: 1 132




) fj ecTa O eCTBAEHHA NTHUEH:
COZON sgasema s

SAPMALERTIAA

Mecro HaxomaeHua 000 «030H Sapmn: 445043, Camapcwas 06, T.

0. TonwATTH, TEP. 033 MNT, MarucTpans 3-8, 34, 11, cTp.1.
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Nuuenzna MuHucTepcTsa NpombiwnexnocTy ¥ Toproeay PO No 00176-NC

YHa3bIB3IOT Toprosoe HaumMeHoBaH1e
fexkapcTseHHoro  npenapata  (cosnapaer ¢
MexayHapoAHBIM HenareHToB8aHHbIM
HaumeHoBaHKeMm), NeKapCTBEHHYIO dopmy,
AO3UPOBKY, HaumeHoBaHWe nepwarena
perucTpaLMoHHOro YAOCTOBEPEHNA "

HanmeHoBaHue I'lpUMBBOp,HTE.nSI ﬂEKapCTBEHHOI'O
npenapara, HOMEpP Cepuu (BrnKOuBIOWMI MECALL M
rOf} NPOW3BOACTBEA), ATy UCTEYEHHUA CPOKA MOAHOCTH
(mecau 1 rog).

Ha KaproWHOW ynakoske (nauke) yKaswiBaioT
Toprosoe HaumeHoBaHue NeKapcTBEHHOMo
npenapata  (cosnajaeT € MEXAyHapoAHLIM
HenaTeHTOBaHHbIM HAaUMEHOBAHHEM),
HIUMEHOBaHWe  JEepHaTeNns  PerucTpaLumuoHHOro
yaocrosepenun  (cosnagaer ¢ HauMeHOBaHHEM
npou3BoAUTENS), agpec NpOU3BOAUTENA

NeKapCTBEHHOrO npernapata (coBnajaer c agpecom
[epwaTens  perncTpauuoHHOro yAoCTOBEPeHUA)
(ctpaHa, obnacts, ropop) (AnA NAOWBAKM 000
«030H»), " HaUMEHOBaHWe nepHarens
PervcTpaLUoHHOMo y4OCTOBEPeHHA "
HaUMEHOBaHWE NPOM3BOAWTENR /IEKAPCTBEHHOTO
npenaparta, aApec NPOM3BOAUTENR NEKAPCTBEHHOTO
npenapata (ctpaxa, oBnacTh, rOPOACKOM oKpyr),
appec nepwarens perucTpaLmoHHoro
ypoctoepeHun  (cTpana) (ans  naowamgm 000
«O30H ®apm»), 3NEKTPOHHLIA appec W canT
NpoM3BOAMUTENS, NEKapCTBEHHYIO dopmy,
AO3MpOBKY, KonuuecTBo TabneTOK & ynakoBKe,
WHGOPMALMIO O COCTaBe NeKapCTBEHHOrD npenapara
(HawmMeHOBaHWE QAENCTBYIOLIETO BelecTsa U &ro
KONMYECTEO, NEpEyeHb BCMOMOTaTE/IbHEIX BEWECTs),
HOMEP Cepuu (BKAKMAIOWMA MercAl W TOA
NPOU3BOACTBA), AATY WCTEYEHWA CPOKA TOAHOCTH
(roaes ao: MECALL ¥ rog), YCNOBUA XPaHeHWA, cnocob
npUMeHeHua: «Ons  npuema BHYTRbY, ycnosus
OTNYCKA, HOMEP PETMCTPALIMOHHOTO YA0CTOBEPRHHUA,
AOTOTMR  npou3soamTens, Gapm-Koa, LWITPUXOBOIA
KOp, ABYMEPHBIF wWTPUXOBOH KOA € NOAHOA WAKn
YaCTHYHON paciuMGPOBHOR UHbOpMaLIUK,
COAEPMALLENCH B ABYMEPHOM WTPUXOBOM KOME UAn
6e3 Hero, «CMOTPH MHCTPYKUMIO MO MEAUUUHCKOMY
NPUMEHEHKIC (AMCTOK-BKNAABIW)Y, «He NpUMeHATb
M0 WCTEYEHWM CPOKA [OQHOCTU®, «XpaHuTb B
He[,0CTYNHOM ANR AETeH mecTen.

[IONOAHATENLHO HA KAPTOHHOW ynakoske {nauke)
pyBAMpyeTcA TOpProBoe HauMeHOBaHUe W A03KPOBKa
¢ ucnonb3oBaHuem wpudTa Bpains.

yKazaHo TOprosoe HaUMEHOBaHUe
NeKapcTBeHHOrD  npenapara (conapaeT ¢
MEMOYHAPOAHBIM HeNaTeHTOBaHHbLIM
HaumeHoBaHWEM), fekapcTBeHHan  dopma,
[03MPOBKA, HauMeHoBaHue pepwarena
PErtcTPaLMOoHHOM yA0CTOBEPEHHUA "
HaWMEHOBaHUE NpOW3B0AWTENA

NEKapCTBEHHOTO Mpenapata, Homep Cepui
(Bkniouaowmit MECAL, M TOA npovsBoacTeal,
[03Ta UCTEUEHWUA CPOKA FOAHOCTM (MECAL U rog).
Ha waproHHoil ynakoeke (nauke) ykasaro
TOpProsoe  HaMMEHOBAHWE  N1IEKAPCTBEHHOTO
npenapata (coBnagaeT C MEKAYHAPOAHBIM
HenaTeHTOBaHHbLIM HaumeHoBaHWeMm),
HAUMEHOBaHWUE AepHaTeNs PerucTpauMoHHOro
yAoCTOBEePEHHUA " HaumMeHoBaHue
NPOU3BOAMTENA NEKAPCTBEHHOMO Npenapara,
agpec  NPOM3BOAWTEARA NEKapCTBEHHOTO
npenapata (crpaHa, obnacts, rOPOACKOH
OKpyr), agpec AepHaTens pPerMcTpauuoHHOM
yaocTosepeHua (CTpaHa), 3NeKTPOHHbLIA agpec
{4 CaliT NPOM3BOAMTENS, NeKapCTeeHHan GOpMa,
AO3MPOBKA, KOAM4ECTBO TabneTok B YNaKoBKe,
WHpopmauus O COCTaBe NEKAPCTBEHHOrO
npenapata (HaWMeHOBaHWe  AeiicTeyloLlero
gel|ecTBa W €0  KOAMMECTso, nepeyedb
BCMOMOraTenbHbIX BEUIeCTB), HOMEP CEepun
(skniovalowui mecal U roA npou3BoACTea),
[aTa WCTEYeHWA CPOKA FOAHOCTM (ropeH Ao:
MecAl W rof), YCAOBMA XpaHeHwn, cnocob
npUMeHeHnA: «[lnA NpUema BHYTPbY, YCNOBUA

OTAYCKa, HOMEp PerucTpaumoHHoro
YRAOCTOBEPEHWR,  NOFOTMN  NPOW3BOAUTENSR,
bapm-Kog, WTPUXOBOW  KOA, ABYMEpHbIH

WTPUXOBOH KOA C YaCTHYHOM pacwudpoBKoit
WHbOPMaUUMK, copepaleica B ABYMEPHOM
wrpuxosom koae, «CMOTPM MHCTPYKUMIO NO
MeaMUMHCKOMY NpUMEHEHWIO (AUCTOK-
BKnagpiw)», «He NPUMEHATL MO UCTEYEHWW
CPOKa rOAHOCTH®, «XpanuTb B HEAOCTYMHOM
ANA peTeil mecTen.

[lonoAHMTENBHO HB  KapTOHHOA  ynakoske
{navke) npoaybnupaBaHs! Toprosoe
HauMeHoBaHHe " N03MpOBKa €

ucnonsiosasuem wpudta Bpaina.

CpOK rogHOCTH

3rona

ropex ao: 01/2026

XpaHeHue

B 3aujMiieHHOM OT CBETa MeCTe Npu TemnepaType He Boilue 252C.

JaknoueHue: cooTBeTCTBYeT/

HavanbHuk OKK

Odopmneno: Mapsuna M.B.

He cooTBeTcTByeT TpeGoBaHnAM NCP-008342/10-190620, U3m.Nel, Ne2
{HeoBxoaMMmOe NOAHEPKHYTS)

/Myxytuna 0.A

Crpanmua: 2 132




Jlumensus Ne 00176-JIC
GMP/EAEU/RU/00154-2021

HA BBITYCK CEpHH JIEKApCTBEHHOTO Mpernapara B Peali3aliio
(BBOJ B rpaXkaaHCKui 060poT)

Pazpemienne

3D 447(03)

No 212 ot 16 mapra 2023 T.

Haumenoranue npenapara Bapdapus
MexmyHapoiHoe HenaTeHTOBAHHOE, WIH rpynnﬁposo'moe, Bapdapus
FIH XMMHYECKoe HAMMEHOBAHHE
JlexapcTBeHHas opma Tabnerkn
Iosuposka 2,5 mr
Qopma BHITYCKa TabneTky, 2,5 Mr (KOHTypHas AuefkoBas ynaxoska) 50 x 2

(navka KapTOHHANA)

Homep ceprn 010223

Komnu4ectro 68640 yrakoBok

JlaTa Havasa [MpOU3BOACTRA 22.02.2023

Cpoxk rogsocts / F'ofen fo 3 ropa/ 01/2026

HopmartuBHad [OKYMEHTALHA JICP-008342/10-190620, Ham. Nel, No2
CepruduraT KaqecTsa 212 or 16.03.2023

HammMeHopanHe NPOH3IBOAUTENS

000 «Oz0n apm»

Anpec npou3soATend (BCe CTATHA MPOMIBOACTBA, BIUTIOYAA

Camapckas 0061, 1. 0. TonsATTH, Tep. 033 [T, marucTpans

BBITYCKAIOMIMH KOHTPONb KaqecTsa) 3-s31. 11, cp.1
PerucTpalMoHHOE YAOCTOBEPEHHE JICP-008342/10
Jlata rocyapcTBeHHON perkcTpauin 18.08.2010 r.
HaumMeHopanie IepyRaTes PEruCTPaliHOHHOTO YAOCTOBEPEHHA 000 «O30n»
Paspemenue AeHCTBUTENRHO 10 01/2026

| KommenTapuu

Tlpubcnesnas BHIIIE HAGOPMALAS ABNRCTCA focToBepHOH M TOWHOM. Cepus NEKapCTBEHHOTO Mpenapara [POM3IBEICHA (BKmoHas

ynakoBky (MapkHpOBKY) M KOHTPOIB Ka4yecTsa) Ha

NPOM3BOICTBEHHOM TUIOWALKE B TIOTHOM COOTBETCTBHH ¢ TpeGOBAHWAMM TMHLCHIHH, i

TIpaBun HAUTEKaUICH NPOMIBOACTBEHHON MPAKTHKH, PETHCTPALMONHOLO J0Cke. 3anHcH N0 NPOM3BOACTBY, YNAKOBKE M KOHTPOMO Kauectha

[POBEpPEHE!, H YCTAHOB/ICHO WX COOTBETCTBHE tpeGopannam [Tpaskn Haunexaliell TPOH3IBOACTBEHHY,

KBBOJY B TPAXIAHCKHI OBOPOT PA3PEILEHO:

VY oJHOMOYEeHHOE THLO:

AKTHKH.

o Her

o/la

Crpannua: 1 u3 1



«CBeneHuA o BBOAE B rpaxaaHcknin obopoTt B Poccuinckon ®epepayunm
NeKapCTBEeHHLIX CpeacTs No coctoAHMIo Ha 02.09.2023 09:35»

OpraHH3amHs,
JRra Smectam » Toprosoe IXpomeumiE Csenenns o cragusax HopmaTtnsuas BbINYCTHBINAS B Howep Koo sre
AL HaHMEHOBaHHE (Rapch Crpam [POH3BOJACTBA OKYMEHTaIHA K JAHCKHA CEDaR, i
Pocanpasnamzopa KOHTPOJIb) po o o n ™ akopar NapTHH na HJIN
e n il B P Qe | acrowmsano om0 om
i P P Nel x JICP-008342/10-190620; | OO0 "Oson
16.03.2023 YNAKOBKH AYEHKOBBIE OTBETCTBEHHOCTHIO Poccus OTBETCTBEHHOCTBI " 010223 -
" " " W Ham. Ne2 @apm
KOHTYpPHbe (2), nauku Oson @apm” (000 Oson ®apm” (000
" » " 3 JICP-008342/10-190620
KapTOHHBIE/ ~ Oson @apm”) O3on ®apm”), Poccus




