AO «OPTAT»
Orzaen konTpons KauecTn:

SO2COM-KO-H7000-39-07

JIHICH3HR HA OCYINECTRACHHE POHIBONCTER ICKAPCTAEHHEIX cpeaces Ne JI012-00102-77/00006754 ot 30.05.2022
157092, Koctpomcras ofn., Cycanuncxuti palion, ¢. Ceseproe, mxp. Xaputonono, 8 (4942) 650-805

Iacnopt Nt 381 o7 03.08.2022

Anposack® Tab1eTKH, DOKpPLITEIe mIeHOTROM obonowxolt 5 mr + 150 mr (6ancrep)

VYnaxosarno: AQ «OPTAT», Poccas
Komgecto ynakosok: 28 008

7 x 4 (nauka Kapronnas)

Cepus npomssopurens: BMXA004
Iipouseeneno: CAHO®H-ABEHTHC e Mexcixo C.A. ae C.B., Mexcuxa
HI JHI-Ne(000238)-(PT -RU)-190521

Homep cepun: BMXA004
Hata npoussoncrsa; 11.2021

Hara ynaxkosxu: 24.07.2022
Tonen no: 10.2024

Perncrpanuonsoe yaocrosepenne JITI-Na(000238)-(PY'-RU) ot 19.05.2021 (cpox aeiicrpra qo 19.05.2026)

Hanmenopanue norazateneil
Kagecra nmo HI

TpeGosaunn x kavecry mo HJ

PesyabTaTh! amsamsa

Onncanse

HoxiasnoeTs
- AMJIONEEE
BIOXX

TCX

- apbecapran
B3IXX

TCX

Cpeansga macca u
ONHOPOXHOCTH MACCH]

Pacnapaemoets

IHoTeps B Macce upn
BLICYHIHBAHAY

ObanbHple  ABOSKOBLIMYKIIEIE TabneTxn,
TIOKPEITRIE TWIeHOYHOH ofonouxoli Genoro
MBeTa, C¢ rpasuporkod 150/5 Ha omHoit
cTopoHe,
Bpema ynepwwusanus nepsoro B nopanke
BBIX0/14 OCHOBHOTO TIHKA HA XPOMATOrpaMme
HCTILITYEMOTO PacTeBOpa it OnpedeNieHus
aMIOAMNMHA  JODKHO  COOTBETCTROBATE
BPEMCHH YAEPXHBAHWUA NHKA AMITOMTIMHA
Ha XpoMaTorpamMme CTanAapTHOrO
pacTeopa.
Ha xpomatorpamme Henbryemoro pacteopa
s TIOATBEPIKACHHA MOTHHHOCTH
aMIONANMHE  NOMDKHO  OGHApYKHBATECA
OCHOBHO® [THO, COOTBETCTBYIOINEE MO
MONOKEHHIO, pasMepy H HHTEHCHBHOCTH
MOTMOWMEHHs  OCHOBHOMY TNATHY Ha
XPOMBTOTpaMMe CTAHZAPTHOTO  pacTBOpa
AMJIOZIMNTBHA.
Bpema ynepiusanns mroporo B nopsaxe
BEIXO71a OCHOBHOIO [THKa Ha XpOMATOrpaMme
HCHBLITYEMOr0 PacTeOpa /I ONpene/eHus
dpbecaprana nomaHO  cooTmeTcTROBATE
BpEMEHH YIepKMBAHWMS MuKka MpGecaprada
Ha XPOMETOrpaMMe CTAHAAPTHOrO PacTBoOpa.
Ha xpomarorpamme nemuryemoro pacrBopa
ans MOATBEPKACHHA SO/THHHOCTH
JOJUKHO  OOHapyxuBarTLca
OCHOBHOE [MATHO, COOTBETCTBYIOWIEE MO
NONOXKEHHIO, Pa3Mepy H HHTEHCHBHOCTH
NOFNIOWEHHY  OCHOBHOMY MATHY Ha
XpOMATOTpAMME  CTAMEAPTHOIO pacTBopa
upbecapraHa.

01247 g0 273 Mr
18/20 rabnetok — ne Gonee & 5 %;
220 rafineTok — ne 6onee £10 %

He Gonee 30 mun (¢ wcromsaonanuem
HHCKOB).

He 6onee 6,0 %.

OBanbhele  NBOFKOBBIMYKNBIE TAOIETKH,
NOKPHITHIE TUIEHOHHOR oGonouxolf Genoro
uBeTa, ¢ rpasupoekoii 150/5 wa omnoi
CTOpPOHE.

Cootsercrayer cTannapry

Cootsercrsyer cranpapry

CootsercTByeT cTanmapry

Cootsercrayer craupapry

261 Mr
2%; +2%

7 MAHYT

29%

KOMHA BEPHA

1008 2044 4

Crpannna I 13 3




HanMenopaHEe nokazaTened

kauecrsa mo HIL

TpeGopauna x kauecrsy mo HA

PeaynsTaThl aHaanla

Pacraopenne

IlocToponnne npaMecH
- JpEMECH SWIOAHRHER
Gespmra

~ npuMec nplecaprana

MukpoGronraqecias
9HCTITA

OxHoporROCTL
AO3NpORAHAE
~ AMIOARNHH
- HpbecapTan

KonauecrseBBOE
oupeiesenne

YnakoBka

MapkupoBKa

He mesnee 75 % (Q) amnogunune uepes 30
MHH.

He menee 80% (Q) wupbecaprana qepes 30
MHH.

Mpsvecs D- re Gonee 0,50 %;
nobas HewaeHTHHLUMPOBANHAA NPHMECH -
ne Gonee 0,20 %;
cymMa Beex npumecei- ne Gosee 1,00 %.
SR 49498- ne 6one 0,30 %;
HeuaeHTHQUUUPOBAHHAA NpHMECH -
Gonee 0,20 %;
cymMa BCex nphmMecedi- He Gonee 0,50 %.

HE

Kareropus 3A.

O6wiee YHCo a3poGHBIX MUKPOOPTaHHIMOB
- He Gonee 10 KOE B Ir

Ofiiee 4UCNC APONOKEBBIX H ILIECHEBRIX
rpuGos - He Gonee 10° KOE B 1r
Orcyrcrsue Escherichiacolip 1 1

AV<IS.
AV<IS,

Or 90,0 % no 1050 % awmmoaunmHHA OT
3aSBNEHHOrO KOXMYECTBAE.

Or 90,0 % no 1050 % wupbecaprana or
329BN1IEHHOTO KOMH4ECTBA,

TTo 7 Tabnetok B Gancrep
[IBXATOMBAX/AnomMiHui,

Tlo 4 Gnncrepa BMECTE C MHCTPYKUMEH 1O
MPHMEHEHHEIO B KAPTOHHYIO NAYKY.

Ha GnucTepe Ha pycckOM fiblke: TOProBoe

HRHMEHOBAHHE npenapara c
npeaynipeauTensHoil  Mapkuposkod  ®,
AC3HPOBKA, MENYHAPOAHbIE
HENaTeHTOBAHHLIE HAWMEHOBAHWS
JefiCTRYIOMIMX  BELIECTB, ACKAPCTBEHHAs

dopma, noroTHn xomnaHHu (naTHHCKHM
wpndromM), HOMED CEPHH, CPOK TFOAHOCTH
(ronesx a0).

omyckaercs HanHuHe 3aBOACKHMX KOMOB
YNAKOBKH, @  TAKKE  rPaduueckux
INEMEHTOB.

Ha xaproHnoil madke Ha PYCCKOM A3bIKe:
TOProBOE HAWMEHOBAHWE Nperiapata ¢
npesynpearTEnLHON mapkuposkod = ®,
MEXTYHAPOAHEIE HETIATEHTOBANHBIE
HAMMEHORAHHS [CHCTBYIOIMHX  BRIIECTB,
JO3IKPOBKA, JIEKAPCTBCHHASA dopma,
KoNK4ecTBo Tabnerok B ynakoske, «[lnx
NpPHEMA BHYTPLY, «XpaHHTb B HEAOCTYTHOM
ana gereli mecten, «Ilepea NPUMEHCHHEM
BHUMATENLHO [POMHTAATE MHCTPYKLHION,
YCIOBME  OTTyCKa, YCNOBHA XpAHEHHS,
COCTAB € YKA3AHHEM HAHMCHOBaHHA ¥
conepkanHs AcHCTBYIOHX BELUCCTR H

nepeyHenM HEKOTOPBIX BCTIOMOTATENLHBIX | BEILIECTB,

100 %
100 %
Menee 0,034 %

Mexee 0,02 %
Mesee 0,034 %
0,05 %

OrtcyrcTBYET
0,05 %

Menee I0KOEB I r

Menee 10 KOEB I T
OrcyTcTBYET

AV=4 (L1=15)
AV=5 (L1=15)

99,5 %

99,8 %
Tlo 7 tabnerok a Gaucrep
BX/TIMBIX/AmoMuunil,
Ilo 4 Gaucrepa sMecTe ¢ MHCTpYKumeil no
TiPUMEHEHMIO B KAPTOHHYIO NAYKY.
Ha Gnucrepe Ha pycCKOM A3bike: TOproBoe

HaUMEHOBaAHHE npenapara c
npeAynpeARTENbHOR mapkuposkoil  ®,
LEO3HPOBKA, MEXIYHAPORHEIC
HenaTeHTOBAHHRIE HAMMCHOBAHHA
AeACTBYIOIIMX  BELUECTB, JICKAPCTBEHHAR

dopMa, NOFOTHII KOMNAHWH (AATHHCKMM
wpkdTOM), HOMEP CEPHH, CPOK TOAHOCTH
(roaeH no}.

HaneceH 3aBOACKOH KOJl YNIAKOBKH, a TRIOKE
rpadKHCCKHE INEMEHTE.

Ha kapTonHOl nauxke HA PYCCKOM A3LIKe:
TOProBOE HAMMCHOBAHME Rpemapara ¢
npeaynpeauTensHol  Mapkuposkol  ®,
MEXIYHapOoAKLIe HefdareHTOBAHHbIe
HaWMEHOBAHHA ZCHCTBYIOIMIHX  BELICCTR,
DO3UPOBKA, NeKapcTBEHHAs ¢opma,
KO/IAYECTBO TAGAETOK B ynaxobke, «Zns
npueMa BHYTpPSY, «XpaHHTh B HEAOCTYTHOM
s gereit mecten, «flepea npHMEHCHHEM
BHMMATENLHO MPO4YHWTARTE HHCTPYKUMION,
YCAOBHA  OTMYCKA, YCHNOBMA  XpaHeHwd,
COCTaB C YKA3AHHEM HAHMEHOBAHMI K
comepkanms AclicTByromIMx  BemecTs H
nepeyHeM HEKOTOPHIX BCTIOMOTATE/IBHBIX
HOMep PETHCTPALMOHHOTO

| €0.0% o2t U Crpanmp2ws3
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Haumenopanne noxailarenei
xavecTea mo HI

Tpebonsunn i wavwecrsy mo HJ

PeayanTaTH aURAN39

BEIICCTB,  HOMEP  PErACTPALMOHHOTO
YROCTOBEpPEHHN, HAHMECHOBAHHE (MpPMBI-
NPOM3ROAUTENA, CYPAHA  TIPOM3BOACTBRA,
Aorotun Komnanuu Canodu (naTvHCKUM
mpudrrom), wpndt Bpatina (HauMeHoBaHKE
nipenapata H JO3IHpOBKAE), HOMEp CODHH,
haTa NPOM3BOACTRA, CPOK FOJHOCTH (rOAeH
10), IITPHX-KOJ.

HonyckaeTcx HanMuHe HA Ma4ke 3HAYKOB
YTHIH3ALMY,  BHYTPEHHHX  3aBOJCKHX
WTPHX-X0A0B, 2D Koa(w), 3aBoacKMX KOLOB
ynakoBKH, 4  Taxxe  rpapuveckux
3JICMEHTOB.

JonoanwremsHo mMoxer OwTh HaHeceHA
HH(GOPMALNA JUIA MOHMTOPHHIA IBIKEHHA
JIEKAPCTBEHHBIX TIPENapaToB ot
MPOM3IBOIAMTENA A0 KOHEYHOro norpeduTens,
Ha xapronHolt nauke Ha PycCKOM S3nIKe
AOTOJHHTENLHO:  JIOTOTHI  KOMNAHMH
YNAKoBlUIMKa, «Ynakosano/BumycKaommii

YAOCTOBEPEHHS, HaHMeHoBaHHe (HpMBI-
NPOM3BOAMTENA, CTPAHA NPOMBOACTBA,
norotun komnahud Canodu (aTurckum
wproToM), InprdT Bpalina (HauneHoBauue
npenapaTa W MO3HPOBKA), HOMED CEpuH,
HATa NPOH3BOIACTBA, CPOK rogHOCTH (rofeH
R0), WTPHX-KOH,

Ha navke HaneceHb! BHYTpPeHHHE 3aBOACKHE
wTpux-koasl, 2D wop;, 3aBopckodf  Kopm
YHAKOBKH, 8 Take rpadHYecKHe JMEMEHTH.
HononunrensHo Hanecexa MBGOpHALIMA A1
MOHHTODHHTA JBHXKCHHA JIEKACTECHHEBIX
NpenapaTtoB  OT  NPOH3BOOMTENE  JO
KOHEYHOro notpeburens,

Ha xapronHoli nauke Ha pycckom asmixe
AONONAHHUTENBLHO.  JIOFOTHN  KOMNAHHH
ynaxosinuka, «YnakoBaHO/Bainyckaiommit
KoHTponts  kadectBa: AQ  «OPTATH,
Poccuan.

KoHTponbh  kawectBa: AO  «OPTATH»,
Poccusy,
Yenosee IpaneREs I[1pu Temneparype ne seire 30°C CoorBercTpyeT
Cpox rognocra 3 roma Fonen no: 10.2024

Saxmovenne: [Ipenapat AnpoBack® Tabnerkn, nokpLITLIC LIeHOTHON oﬁo.uo-moﬁ 5 mr+ 150 mr
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