AO «OPTAT»
OTtaes KOHTROAR KAYECTBA

®02COI1-KO-07000-39-06

JInueissa Ha ocyIIECTBIEHHAE ICATENLHOCTH N0 NPOH3BOACTRY NckapeTseHEIX cpeacts Ne 00058-JIC ot 18.02.2022
157092, Kocrpomckas obn., CycanusckHii palton, ¢. Ceaephoe, Mxp-u. Xapuronoso, Tein.(4942) 650-806

Iacnopr Ne 119 ot 25.02.2022

Anposack® TabJeTKH, TOKPBITHIE IVIEHO4HOH 0G010uKoit 10 Mr + 300 mr (Gaucrep)

Vnakosano: AOQ «OPTAT», Poccus
Konuuectso ynakosok: 14 106

7 x 4 (Ia4Ka KAPTOHHAR)

Cepusn nponssoautend: BMXA(002
ITpouszreneHo: CAHO®H-ABEHTHC ne Mekcuxo C.A. ae C.B., Mexcnka
HJ JIN-Ne(000238)~-(PT-RU)-190521
Perncrpaunonsoe yaocrosepense JIII-Ne(000238)-(PI'-RU) o1 19.05.2021 (cpox peficreus no 19.05.2026)

Homep cepun: BMXA002
Jara nponssoacrea: 08.2021

JHara ynakosku: 14.02.2022
Tomen no: 07.2024

HanMenosanue noxasatenedi
kauecTea o HI

TpeboBanna Kk kadectBy no HI

Onucanue

IloannuMOCTS
- AMJIOAHIAH
BIXX

TCX

- upbecapran
B3IXKX

TCX

Cpennss macca B
OHOPOAHOCTE MACChHI

OaHopPOAHOCTL MACCH!
NoJoBHH TAONETOR

PacnagaeMocThb

OsbanbHbole  NBOAKOBBIMYKALE  TabneTkw,
NOKPbiThie TWIEHO4HoH obonoukol Genoro
118€Ta, C PHCKOM M CKOCOM K PHCKE Ha OfHON
CTOpOHE.

Bpema ynepKuBaHHA NEpPBOTc B MOpPAAKeE
BBIXOAA OCHOBHOIO NHKA HA XPOMATOrpaMme
MCTILITYEMOTO PacTBOpPa A OfIPEAENEHUs

AMJOAWMHHA  AOMKHO  COOTBETCTBOBATD
BPEMEHH YHCPIKMBAHWA TIHKA AMAOAMMAHA
Ha XPOMATOTpaMMme CTaHAAPTHOTO
pacTBopa.

Ha xpomarorpamme HCNbITYEMOro pacTBOpa
Ans NOATBEPIKAEHNS NOAMHHOCTH
aMIIOOMIIMHE  AOMKHO  oBHapyMuBarThCa

OCHOBHOE NATHO, COOTBETCTBYlOLEE TNO
MOJNOKEHHIO, pPa3Mepy H HHTEHCHBHOCTH
NOrAQUEeHHA  OCHOBHOMY  MATHY  Ha
XPOMATOFPaMME CTAHAAPTHOrO PACTBOPA
aMJI0aHITHHA.

Bpems yaepxKHBaHMA BTOpPOro B [IOpAJKE
BBIX0/A OCHOBHOIO TIMKA HA XPOMATOrpaMme
HCMLITYEMOTO pacTBOpa INA ONpPERENCHHA
upfecapTala ACMKHO  COOTBETCTBOBATH
BpeMeHH YAEpXKMBaHHMA nuka wpbecaprana
Ha XpOMaTOrpaMMe CTaHAapTHOTO PacTBOpa.
Ha xpomarorpaMme HCNbITYeMOro pacTeopa
ansa NOATBEPHICHHA NOAAHHHOCTH
upGecapTaHa  AO/MKHO  OGHEPYKMBATLCA
OCHOBHOE TNATHO, COOTBETCTBYIOWEE IO
NONOKEHHIO, pPa3sMepy H HHTEHCHBHOCTH
HOTNOIIEHW  OCHOBHOMY  MATHY  Ha
XpOMaTOrpaMMe CTaHBApTHOTO pacTBOpa
npbecaprana,

Or 494 no 546 wmr.

18/20 Tabnerok — He Gonee = 5 %,

J 2/20 Tabnetox — e Honee £10 %.

29/30 nonosuH TabGnerok - e bonee £ 15
%e;
1/30 nonoBuH TabneTok — He Gonee £25 %

He Gonee 30 muH (¢ Hcnosns3oBaHHEM
JIMCKOB).

Pe3yarTaThl aHAAN3A

OsanbHbie  ABOAKOBBIYK/be  TAORETkH,
NOKpyIThE NNeHouHoH obonoukofl Geaoro
1BETA, C PHCKO# W CKOCOM K PHCKE Ha OAHOM
CTOpPOHeE.

CooTBeTcTBYET CTAHAAPTY

CoOoTBeTCTBYET CTAHARPTY

CooTseTcTBYET CTaHAapPTY

CooTBeTCTBYET CTAHAAPTY

517 Mr
3%+ 1%

-9%;+8%

8 MuHyT

1 01.03 tpan L
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HaumMenoBaHMe moxaszatTeneii
KagecTRa no HI[

Tpeforanus k xauecTBy mo HJ

Pe3yinTaThl aHAANIA

Ioteps B Macce npn
BLICYLLIHBAHHH

Pacreopenne

HoceToponuue npuMecu
- IpEMECH aMJIOAHNHAHA
Geaunara

- npamecn HpfecapTana

Mukpobnonornueckas
4HCTOTA

Oanopoanocts
AO3HPOBAHHA
- aMJIOGHIIAR
- HpBecapran

KoanuecTBeHHOE
onpegeaenue

Vnakoska

MapxnpoBka

He 6onee 6,0 %.

He menee 75 % (Q) amnoaununa uepes 30
MRH,
He menee 80% (Q) wupbecapraua uepes 30
MUH,

Ilpumecs D- xe Gonee 0,50 %;

nobas HeupeHTHGUUMPOBAHHAR NPHUMECD -
He Bonee 0,20 %,

CymMa Beex npumeced- ve Gonee 1,00 %.
SR 49498- ue H6one 0,30 %;
HEUACHTHHLHNPOBAHHAR
fonee 0,20 %;

cymma Beex npumeceii- ve Gonee 0,50 %.

npuMecs - He

Kareropus 3A.

Ob1uee uHcno a3pobHBIX MUKPOOPTAHKUIMOB
- e 6onee 10° KOE e It

Ob6wee 4ucnO APOHOKEBbIX M IIECHEBBIX
rpu6os - ve Gonee 10 KOE B Ir
Orcyrcreue Escherichiacolis | ¢

AV<I]S,
AVZIS.

Or 90,0 % nmo 105,0 % amnopWnuHa oT
3a%BNEHHOTO KOMHUECTBA.
Or 90,0 % no 1050 % wupbecaprana or
3aBJIEBHOrO KOAHUECTRA.

[To 7 TabneTox B OnucTep
MBX/MSTIBAX/AntoMunnii.

[To 4 Gnucrepa BMecTe ¢ WHCTPYKUMel 1o
NPHMEHEHHIO B KAPTOHHYIO MAYKY.

Ha 6aucTepe Ha pycckoM s3bike: TOProBoe

HAHMEHOBaHHE npenapara c
npeaynpepuTensHoit  MapkupoBkoid  ®,
J03MpoBKa, MEXAYHapOAHbIS
HenaTeHTOBAHHbBIC HAHMEHOBAHHA
DEHCTBYIOLMX  BELIECTB, JieKapcTBeHHAdA

dopma, NOroTHN KOMMAHMH  (JTATUHCKKM
WpHGTOM), HOMEP CEPHU, CPOK TOAHOCTH
{roaen ao).

JonyckaeTcd HamuM4yMe 3aBOACKHX KOJOB
ynakoskd, a  Takke  rpaduveckux
MEMEHTOB.

Ha xapToHHOH navke Ha pyccKoM s3bIKe:
TOProBoe HAWMEHOBAEHHE fpenapara ¢
npeaynpenuTencHolt  mapkuposxoit @,
MEKAYHAPOAHBIE HENATEHTOBAHHBIE
HAWMEHOBAHWS  OCHCTBYIOIUMX  BELLECTB,
DNO3NPOBKa, JeKapcTBEHHAA ¢opma,
xoanvectso Tabnetok B ynakoBke, «Jlna
NpHeMa BHYTpLY», «XpaHHTb B HEAOCTYNHOM
Ans jerell mecren, «llepen npumeHeHHem

22%

98 %

99 %
Menee 0,034 %
Menee 0,02 %
Menee 0,034 %
Menee 0,038 %

Menee 0,05 %
Menee 0,05 %

Menee 1O KOEsB I

Menee [OKOEs L r
Orcyrereyer

AV=6
AV=6

104,1 %

103,9 %

Ho 7 Tabretox B Gaucrep
OBX/TISMBOX/AnoMusiii.

[To 4 GaucTepa BMecTe ¢ MHCTpyKuMell no
NPHMEHEHHIO B KAPTOHHYIO Nauky.

Ha 6nxcrepe Ha pycckom s3biKe: TOProsoe

HaHMEHOBAHKE npenapara c
npeaynpeaAnTensHoi  mapkupoBkodi @,
JNO3ApOBKa, MeXAYHAPOAHbIE
HENaTEeHTOBAHHLIE HaHWMEeHOBaHS
NeficTBYIOUIUX  BEILECTB, JIEKAPCTBEHHAs

t(opma, nOroTHN KOMNAHWH (NATHHCKMM
wpHGTOM), HOMEP CepHW, CPOK TORHOCTH
(rogeH n0).

HaHecen 3amoackodl  kOA ymaKoBKM, a
TaKoKe rpaHuecKHe JNeMeHThl.

Ha xapToHHOIi nauke Ha pycckom s3bike:
TOProBOE HAMMEHOBaHME [penapara
npeaynpefHTENbHON  MapkHpoekoid ®,
MEXIYHAPOAHbIE HEeMaTeHTOBAHHbIE
HaHUMEHOBAHHA  MeHCTRYIOLIMX  BELECTS,
RO3UPOBKa, JleKapcTBEHHAs tdopma,
xonuvecTBo Tabnetok B ynakoeke, «[lna
npueMa BHYTPb», «XpaHHTL B HEAOCTYMHOM
ans aetedi mecter, «llepen npumenennem
BHUMATENLHO MPOMHTANTE HHCTPYKLMION,

O1 o8 Aoe1 4
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HaunmeHoBanHe noxalaTtesei
Kkavecrea mo HJI

Tpebosauns Kk xavecrsy mo HJ

PeayarTaTnl anaania

BHUMaTENLHO NPOMHTAHTE MHCTPYKLMION,
YCIIOBHA  OTIYCKAa, YCTIOBMA  XPAHEHHA,
COCTaB C YKa3aHHEM HAWMEHOBAHHA H
colepyxaHWa AcHCTBYIOWMX BELIECTB H
MepeYHeM HEKOTOPBIX BCIIOMOTaTeNbHBIX
BELIECTB, HoMep PETUCTPAUKOHHOTD
YAOCTOBEPEHWA, HAMMEHOBAaHHE (UpMBI-
[pPOM3BOAMTENSA, CTpPdaHa NPOM3BOACTEA,
norotun komnauuu CaHodn (NaTHHCKHM
wpudTom), wpnhT Bpafing (HaumeHoBaHue
fipenapata M JO3HPOBKE), HOMEP CEpHH,
AaTa MPOM3IBOACTEA, CPOK FOAHOCTH (rOAeH
H0), WTPHX-KOZ,

JonyckaeTcs HalkiuMe Ha nauke 3HAYKOB
YTHAM3ALMH,  BHYTPEHHHX  3aBOACKUX
WTPHX-K0a0B, 2D koa(w), 3aBOACKUX KOOOB
YRaKoBKH, a  TaKKe rpadiHuHecKUX
3/CMEHTOB.

HononuutensHo moxer O6biTb HAHEcEHa
HHpOpMaLUs ANT MOHUTODHHTA ABHKEHWS
ASKAPCTBEHHDIX npenaparosn oT
NPOUIBOAMTENS 40 KOHEYHOro notpedurena.
Ha kapTOHHOH nauke Ha pPYCCKOM A3bIKE
JOMONHHUTENBHO!  IOTOTHN KOMITaHUH
ynakosuHka, «YnaxosaHo/Beimyckaiontuii
koutpons  kadecrea:  AQO  «OPTAT»,
Poccuan.

YCIOBHA  OTNYCKA, YCJIOBHA  XPAHEHMS,
COCTAB C YKa’aHMeM HAMUMEHOBAHMA W
COJEPXAHWA NEHCTBYIOLUHX BEIIECTE H
nepeyHeM HEKOTOPbIX BCMOMOrATEIbLHbIX
BELLECTB, HOMEp perucTpauHoLHoro
YAOCTOBEPEHUA, HAMUMEHOBAHWE (QUPMbI-
NpOM3BOAWTENA, CTpaHA  NPOH3IBOACTEA,
aorotun komnawuu Canodu (NATHHCKUM
wpudTom), wpudTt Bpalina (HaMMeHoBanHe
npenapatra M JA03UPOBKA), HOMEP CepHH,
AAaTa NPOW3BOACTBA, CPOK MOAHOCTH {roaeH
[,0), UTPHX-KOA,.

Ha natxe HaHeceHbl BHYTpEHHHE 3aBOACKHE
wTpux-koakl, 2D koa, 3aBoackoH koA
YIAKOBKH, a Taloke rpaduueckye 2NeMEHThI.
HononHurensHo HaHeceHa MHOpMaLIUE it
MOHHTOPHHIA [BWIKEHWA NEKAPCTBEHHBIX
npenapaTtos  OT  NpPOH3BOAWTENs A0
KOHEYHOro NoTpeOHTENS.

Ha kaproHHOH nauke Ha PYCCKOM R3bike
HOMONHUTENLHO:  NOTOTMN  KOMTIAHHH
ynakoBlyka, «YnakopaHo/Buinyckatonimid
koHTpons  kauecrBa: AO  «OPTATH»,
Poccus».

YCiioBKsA XPAHEHHA

Tpw Temnepatype He Boilwe 30°C

CooTeercrByer

Cpok roasoctx

3 rona

Tonew mo: 07.2024

3akaiouenne: [Ipenapar AnpoBack® TabeTkH, NOKPBITLIE MIeHoUH0i 06omo4Koi 10 mr + 300 mr (6HcTep)
7 x 4 (mauxa xapronnas) cepHs BMXA002, ynmaxosanmbli AOQ «OPTAT», Poccns, coorBercrByer
Tpebopanuam HJL JITI-N2(000238)-(PT"-RU)-190521

HauaasHHK oTAEAA KOHTpOJS KalecTBa

0103 2004 2L N

I'ynosa E.A.

Ve seckeote S f
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