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JIHueH3Hs Ha OCYLIECTRIeHMe POM3BOJCTBA ekapeTaenHbix cpeacts Ne 00058-JIC or 03.1 1.2020
157092, Koctpomckas 061., CycanuHckuH paiioH, ¢, CepepHoe, MKp-H XapHTOHOBO, Ten.(4942) 650-806

Macnopt N2 6 or 29.12.2020

Buxeiipa INak Taérerok HaGop, conepxamuii Jacabysnp TabeTKN, NOKPBIThIE IIEHO4HOH 060104K0H
250 mr u OmGaTaceup + [lapaTanpesup + PHToHAaBUD Ta0ACTKH,
HOKPBITHIE IICHOUHOH 060/109K0# 12,5 Mr + 75 Mr + S0mr (2+2)x28) Ne 112
Vnaxkosano: AQ «OPTAT», Poccun Homep cepri: 1134490
Jlara npoussoficrea: 04.12.2019 Tonex no: 04.12.2022

Konuuectso ynakosok: 1798
Cepus npoussoauren: 1134490

Jlara ynakosku: 13.12.2020

Tpowssenero: 366Bu Aipora HJI B.B., Mprannus (lacabysup)/®ypuse JIx6oparopus Adipaun Jumuren,
Hpaannas (Om6uTacsup + [laputanpesnp + Puronasup)
HJI JITI-002965-210415, uam. Ne 1-9

Peructpaunonnoe yaoctosepenne JIT-002965 or 21.04.2015 (zaTa 3aMeHbI 22.04.2020)

HaumenoBpanue noxaszateneil
kavectsa no HI

Tpe6osanus xk kauecrsy no HJ{

PelyanTaThl aHAIR3A

JlacaGyBap — TabJIeTKH, NOKPLITHIE IUIEHOHOH 060.104K0H, 250 mr

Onucanue

MopuuHOCTL

HK-Dypbe CREKTPOCKOTIHA

BIXX

Bona

Pacreopenne

PoacTBennbie NpHMeECH

MuxpoGuo iornieckas YHCTOTa

OanopoaHOCTL AOIHPOBAHUA

Ko/iHuecTBEHHOE ONpene/ieHHe

OsanpHbie TaluieTKH, TOKPHTHE TUICHOYHON
o6onouxko#f  CBETNO-KOPHYHEBOro OBETa €
rpaBHpOBKOii «AV2» Ha OJHOMH CTOpOHE.

HK-cnekTp w®crmmiTyeMOro ofpasua JO/DKCH
HMETh MaKCHMYMbi TTPH BOJTHOBHIX yHcnax 1628,
1504, 1154, 975, 820 u 806 cm !

(t4cuh)

Bpems ynepkHBaHHA OCHOBHOrO nHka Ha
XpOMATOTpaMME  HCMBITYEMOro  pacTeopa
JOJDKHO COOTBETCTBOBATD BpeMeHH
YAEPKHBAHHA IHKE nacabysupa Ha
XpoMaTorpaMme  CTAaHIAPTHOrO  pacTsopa
(BpeMcHa  yNepKHBAHHA  COOTBETCTBYIOUIMX
NHKOB HA XPOMATOTpaMMax CTalgapTHOrO H
UCILITYEMOI0 PACTBOPOB AOJIKHBI Pa3fiHiaThCA
He Bonee seM Ha 2%)

He Gonee 6,5%

He menee 75% (Q) nacabyBupa OT 3aABAEHHOTO
KOJIMYECTBA TIEPEXO/HT B PACTBOP [epes 15 MHH.

EQHHHYHAA HCHAEHTHQHIMPOBAHHAR MPHMECH —
e Gonee 0,2%;
cyMmma npumeced — He Gonee 2,0%.

O61wice yncno apobHBIX MHKPOOPraHW3MOB -
He Gonee 10° KOE B It
Ofmiee YHCO IPOAOKEBLIX H IUICCHEBLIX MPHEOB -
we Gonee 10° KOE 8 It
Orcyrersue Escherichia colis 1 ¢

10/10 tabactok: AV <L1=15,0
Wik 30/30 Tabnerox: AV< L1=15,0
W HH OAHO OTAENLHOC COLCPKAHHE HE NOMKHO
6miTh Menee (1-L2%0,01)M u Gonee
(1+L.2x0,01)M, L2=25,0
Or 90,0% a0 110,0 % oT 3asBieHHOrO
Konuy4ecTsa nacabyBHpa

OpasbHbie TAGNETKH, MOKPHITHIC WICHOTHOH
ofonoukoli C¢BETNO-KOPHYHEBOTO UBETA C
rpasHpoBKoH «AV2)» Ha OAHOI CTOPOHE.

CoorsercTByeT

CooTseTcTByeT CTAHABPTY

3,0%

98 %

Menee 0,05%

Menee 0,05%

Mesnce 10

Menee 10
OTcyTeTByeT

AV=39
(L1 = 15,0)

100,7 %
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HanmenoBanne noxasareneii
xagecTea mo HJI

TpeboBauus x kauecrny no HJI

Pesym.'ram AHAIH3A

OmGuTtaceup + [apuTanpesup + Puronasup — TabieTkH, NoKpbITHE NIeHOHOR 060104KOMH,

12,5 mr+758 mr+50 mr

Onucanne

MopmmunocTn
Ombumacaup

TTapumanpeeup

Pumonagup

Boga

PacTsopenne

Poaersesnbie npumecn (T)

Poncracnisie npumecn (IT)
Mukpo6Honornueckas YHCTOTA

Oanopoanocts 303uposanus

Ombumaceup

Hapumanpesup
Pumonasup

llpononrosathic  NBOAKOBBITYKIIBIE  TAbJETKH,
HNOKPBITEIE TUIEHOYMHOR ofonouko#l pososoro
LIBETA C rpaBupoBKOi «AV 1» Ha onHOA cTopoHe.

BpemeHa ynepiHBAHHA OCHOBHBIX [IMKOB Ha

XpOMaTorpaMme MCTILITYEMOTO pacteopa
J0JDKHBI COOTBCTCTBOBATS BpEMEHaM
YUEPKUBAHHSA NHKOB omGuraceupa,
NApUTANPEBHPA H PHTOHABHpa Ha
XpoMaTorpaMMe  CTAHOAPTHOIO  pacTeopa
(BpemeHa  yNepKHBAHWA  COOTBETCTBYIOMIMX

MHKOB HA XPOMATOIpaMMaX CTAHASPTHOro H
HCTILITYEMONO PACTROPOB JNOJDKHEI PAZIMYATHCH
He Gosee yem Ha 2,0 %)

He Gonee 6,5%

He menee 80 % (Q) omGuracsupa,
NapHTaNpEBHPa M PHTOHABHPA OT 3AABJIEHHOTO
KONM4ECTBA MEPEXOAMT B pacTBOp 4epes 180
MHH.
poayxTul pasioxeHus omGuTaceupa:
A-1423024.0 - ne Gonee 3,0 %,;
mo6Gas fpyras HASHTHOUUMPOBAHHAS ¢IHHMTHAN
NPMMECH, OTHOCAIIASCA K oMOWTAcRHpY — He Gonee
0,5 %;
mnobas Ipyras HeHACHTHOHIHPOBAHHAN
CHHKHAA OPUMECE, OTHOCALIALCH K OMOHTACBHPY
— He Bonee 0,2 %;
CyMMa TpHMeccH, OTHOCAIMXCA K OMOHTACRHDPY —
He Gonee 4,0 %.
IlpogyxTsl pasnoxenns napuTanpesupa:
A-1157464.0 - ve Gonee 0,5 %,;
mobas Apyras eJHHHYHAL IPHMECH, OTHOCHILANC
K napuranpesupy — He Gonee 0,2 %:;
CyMMa NpHMECeH, OTHOCAIIHXCA K NapHTaNpeBHpY
- He Gonee 2,0 %.
TponykTst pasiioxenus purToHasupa:
A-86023.0- ne Gonee 2,6 Y%;
A-124395.0- e Gonee 0,3 %;
A-136478.0- ne Gonee 0,3 %:
mobas Apyras enMHHYHAS OPHUMECH, OTHOCALLAACH
K pHTOHABHpY — He Goutee 0,2%;
CyMMa npUMeceil, OTHOCATIHXCA K PHTOHABHPY —
He Gonee 4,4 %.
A-87463.0- ne 6onee 0,9%.
Obwee uncno aIpoGHRX MHKPOOPraHHIMOB -
He 6onee 10° KOE s It
Ob1wiee IHCI0 APORIKEBLIX H [UIECHEBBIX IPHEOB -
He Gonee 10 KOE B 1r
Orcyrersue Escherichia colip 1 r

Hns oMOHTacBsHpa,
pHTONABHPA!

10/10 Tabnerox; AV < L1=15,0

unu 30/30 Tabnerox: AV< L1=15,0

H HH OJHO OTHE/BbHOE CONCPXAHHE HE HODKHO
OBbITh MeHee (1-1.2x0,01)M " Gonee

NapHTanpeskpa  H

Ipononrosatuie NBOAKOBLITYKIbIE TaGNCTKH,
NOKPBIThIC TUIEHOYHON ofonouxoil pozororo
[BeTa C rpasHpoBKofi «AVI1» Ra omHON
CTOpOHE,

CooTBeTCTBYET CTaHOAPTY
CooTBeTcTBYeT CTAHRAPTY

CooTseTcTBYET CTaHAAPTY

29%
Ombutacsup - 98 %

TMapuranpesup — 98 %
Putouasup - 99 %

0,4 %

Menee 0,1 %

Menee 0,1 %
0,4%
Menee 0,1 %
Menee 0,1 %
Menee 0,1 %
1,3%
0,2%
Meuee 0,1 %

Menee 0,1 %

1,6 %
0,1 %

Menee 10
Mesnee 10
OTcyTeTeyer

Omb6uraceup — AV=3,6 (L1=15,0)
TMapuranpesup — AV=44 (L1=15,0)
Prronasup — AV=4,8 (L1=15,0)
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Hanmenosanne noxasarenecit
kavecrsa no HIL

TpeGosauus K Kadecrsy no HJ{

PesyabTaTnl aHajH3a

KonnuecTsennoe onpenesicnne
Ombumaceup
TNapumanpesup
Pumonasup

Ynakobka

MapkupoBka

(1+L2x0,01)M, L2=25,0

OwmburaceHp: ot 90,0 % no 110,0 % ot
3AABAEHHOT0 KOJIHYeCTna;

napuranpessp: ot 90,0 % no 110,0 % ot
3a4BJIEHHOrO KOJTHYecTsa,

puronasup: ot 90,0 % no 110,0 % ot

3ANRIEHHOTO KOJIHYECTBA

To 2 Tabnerku AacabyBHpa, NOKPHTIE TU1EHOTHOH
ofomouxoif n nmo 2 Ttabnetkn omOuraceup +
MAPHTANPEBHP  +  PHTOHABHp,  MOKPHTHIC
mneHoynodl  ofonouxoit 8 Gnuctepe U3
NONMBHHHIXIOPHA/ TIONH3THIEH/
HONMMXJIOPOTPHYTOPITHACHA M ATMOMUHHKEBOH
tonwry. [lo 7 GnucTepos B nayke KAPTOHHOMH, MO
4 maykM KapTOHHBIX BMECTE ¢ HHCTPYKUMeH no
MPUMEHEHMIO B N1a49Ke KBPTOHHOH.

Ha 6mmctepe Ha pycckoM s3bike YKa3blBalOT:

TOProBoe  HaHMeHoBauume npenapara, MHH
JACHCTBYIOIIHX  BEIIECTB, cocras  Habopa,
NEeKapCTBEHHYIO thopmy, [03HPOBKY,

npeaynpenuTeabHble HaamucH «[IpHHEMaTL BO
BpEMA efp», HAAnMCH «YTpo» W H30OpaweHHA
COOTBETCTBYIOLUEH IMTHKTOIPAMMBEI, HaJIIIHCH
«Beyep» ® HM300paXEHHA COOTBETCTBYKOILCH
MHKTOrPAMMBI, YCHOBH XPaHEHHA, HOMED CepHH,

NATY NPOM3BOACTBA, MAABTY HCTCYEHHA CpPOXa
TOJHOCTH, BHYTPEHHHH Kol MpOAYKTA;
LOTIONHHTEIBHO MOryT HaHOCHTBCH

TIPOH3IBOACTBEHELIC KOJIBL.
Ha pauke kapronHo#, colepxawe# no cemb

GnucTepoB, HAa PYCCKOM H3BIKC  YKA3hIBAIOT:
TOproBoe  HaumeHoBaWWe npenapara, MHH
neACTBYIOMHX BEILECTR, IO3HPOBKY,

JIeKapCTREHHYI0 (popMy, KonHuecTBO GAHCTEPOB B
YNaKOBKe, KOnHdecTso TabNeToK B  OJHOM

fmucrepe, HauMEeHOBAHHE H cofepKaHHe
reficteylomux Bemecrs B Tabnetkax, cuocol

MPUMCHEHMA, YCJOBHA  XpaHeHMd,  YCIOBHA
OTHyCKa, HOMep PErHCTPAalHOHHOrO
YAOCTOBEPEHMS, TNpeAYNPeAHTC/IbHEIE HAMITHCH:

«XpaHHTL B HeJOCTYITHOM IUIS JeTeH MecTe.»,
«[lns xoHTponA NpHUMCHEHHs npenapaTa mocie
npHeMa CyTowHOH HO3M  ymatdTe METKY ¢
COOTBETCTBYIOIIHM AHeM Henemn», «CoXepXHT
JIaKTO3BI MOHOTH/PAT.», COKpalliCHHEIe
HauMcHOBaHWA  JHell  Hepenw, rpadHdeckoe
wiobpaxenue Gnucrepa ¢ ofo3HaveHHeM pekHMa
[pHEMA mnpenapaTta, HAHMEHOBAHME H CTpaHy
npou3eoanTens (OpraHH3aUMA, OCYICCTRIAIOIAR
NEPBHYHYIO YIAKOBKY), JOTOTHI KOMOAHHH J66BH
(Ha aHrnuickoM S3BIKE), HOMEP CEpHH, AATy
NMPOU3BOJICTBA, NAaTy OKOHYAHHA CpOKa TOAHOCTH,
BHYTPCHHMH K04  TPOAYKTa,  IUTPHX-KO[,
n3o0padkeHus TaGNeTOK; AONONHHTENHHO MOTYT
HAHOCHTLCA [IPOH3BOLCTBEHHbBIC KOJIBI,

Ha pycckoM s3nike JOMONHHTENLHO YKA3LIBAIOT:
HAMMEHOBAHHE OPraHW3AllMM, OCYMIECTRASIOMER
BTOPHYHYI0 YNAKOBKY M BRINYCKAIOWHA KOHTPONb
KayecTsa npenapara Ha Tepputopuu PoccrilckoH
DenepaiHy, ee JIOrOTHI, agpec H Tesehon/dakc.

100,5 %
100,7 %

99,2 %
[lo 2 Ttabnerkd pacalysupa, NOKpbITHIE
mnenounolt oBonoukoit u no 2 TabneTkn
oMOATAECBHp + NapHTANpeBHp + PHTOHABHP,
NoKpsITEE TUIeHOYHOHR ofosoukolt 8 GmucTepe
H3 TIOIHBHHIIXJIOPHI/ONHITHIEH/
noMJIOPOTPHGTOPITHIEHE H ANOMUHHEEBOH
domern. Ilo 7 Gmactepor B mavke
KapToHHO#, N0 4 NMavYkH KAPTOHHEIX BMECTE C
HHCTPYKUHEH 1O MPHMEHEHHI B nauyke
KapTOHHOMH.
Ha 6micrepe Ha pycckoM s3nike YKa3aHo:
TOpPropo¢ HauMeHomauwe npenapata, MHH
HeficTBYIOIUHX  BemecTs, cocras  HaGopa,
nexapcTBeHHaA thopma, I03MPOBKa,
npegynpegutensieie HanmucH «[IpuiuMaTs 5o
BpeMsl elIbl», HAAMACH «YTPO» H u300paxeHus
COOTBETCTBYIOMICHA NHMKTOTPAMMBI, HANMHCH
«Be4epy M HIOOPAXCHMR COOTRETCTBYIOLIEH
NMHUKTOTPAMMEI, YCJIOBMA XPaHeHWd, HoMep
CEpHH, lata NpPOH3BOJACTBA, Nara HCTEUCHHA
CpOKa TONIHOCTH, BHYTPEHHHH KOA IPOLYKTa;
DOTIONIHUTENBHO HAHECCHB MPOMBONCTBEHHbBIE
KOJZbI.
Ha nauxe kapToHHOH, concpxaiiel no cems
6nMcTepoB, Ha PYCCKOM S3HKE YKa3aHO:
TOProBoe¢ HauMeHOBaHue npenapara, MHH
OeHCTBYrOUIHX BELLECTB, JIO3MPOBKA,
nekapcTReHHas (opma, xoanuecTso GancTepos
B YNAKOBKE, KOJIHYeCTBO TalsieTOK B OAHOM
GmhcTepe, HAMMEHOBAHHE M COXEpXaHHE
peficteyroux semects B Tafnerkax, cnocob
OpHMEHEHHAS, YCIOBHA XPAHEHHA, YCNOBUS
oTIyCcKa, HOMEp PETHCTPALHOHHOTO
YIOCTOBEPEHHS, npeypeaHTenbHLEe
HAJITHCH: «XPaHHTh B HELOCTYNHOM 1A JeTeH
mecte.n, «JLIf  KOHTPOJNA  NPHMEHEHHS
npenaparta nocie NpHEMAa CYTOYHOH  J103m
yHATHTe METKY C COOTBETCTBYIOLUHM JHEM
Hefienu», «CONEPKHT JIAKTO3E! MOHOTHIIPAT.Y,
COKpAIIEHHbIE HAHMMEHOBAHMA LHEH HeuesH,
rpadryeckoe  m3obpakenue Ommcrepa ¢
ofo3HaueHHEM peXXHMa NpHeMa TNpenapara,
HAUMCHOBAHWE H CTpaHa MPOH3BOOHTENA
(opraHu3auHd, OCYLIECTB/AIOWAT NEPBHYHYIO
YUakoBKy), NOrOTHN KoMnaHuW 366Bu (Ha
aHTMHICKOM  s3LIKE), HOMEp CepWH, [ara
MpOH3IBOACTEA, nara OKOHYAHHA Cpoka
FONHOCTH, BHYTPEHHUA KOI NPOIYKTa, INTPHX-
kol, u3obpaxeHnd TabNeTOK; ACMOMHHTE/BHO
HaHeCeHb! [TPOHIBOJCTBEHHBIE KOIhI.
Ha pycckoM A3LIKE JOMOJNIHHTEIBHO YKA3aHo!
HAUMEHOBAHHE OpraHH3alKH,
OCYLIECTB/NIOMCH  BTOPHYHYIO YNAKOBKY H

Crpanuua 3 m 4

BhUTyCKAIOWMHA_KOHTPO/IL Ka4ecTsa fperapara

KOs BEPHA

1502024 X

VAl At A AR W







Hanmernopanae noxazareei ‘
KavecTsa no H}I Tpesn“"n' K Ka4iecTBY no HII PBG)'J!I-T!’!‘H AHAJIH3A

Ha Tepputopur Poccuiickoli ®enepauny, ee
Ha nauke kaproxol, comepaule#i no 4ersipe | JOMOTHIL anpec n Tenedor/daxc.

MaykH KApTOHHRIX Hd PYCCKOM f3blKe YKashiBaloT: | Ha mawke kaproxHoH, colepwailed no yersipe
TOproBoe Hanmenopanwe npenapata, MHH | nauku KapTOHHBIX HA PYCCKOM A3bIKE YKa3aHO!
NeHCTBYIOUIHX BEIECTS, NO3HPOBKY, | TOProBOe HaMMeHoBaHue mpenapata, MHH
JNeKapeTBeHHY0  GopMy,  KONHuecTBO  navek | AeHCTBYIOMHX BELUECTB, NO3UPOBKA,
KAPTOHHRIX B YNIAKOBKE, KONU4ecTBO OIHMCTEPOB B | ekapcTBenHas ¢opMa, KOIHYECTBO TNAaYex
KX 10/ Mauke KapTONHOM, KOMMYecTRO TAOJIETOK B | KAPTOHHBIX B YIIAKOBKC,  KOJIHYECTBO
ojHoM GnncTepe, HAaMMEHORaHHE W colepiaiue | OMMcTepoB B KaxjaoH nayke KapTOHHOM,
pefictBylommx Bemects B Tafnerkax, cnoco6 | konudectso Talnetok B oaHoM GmEctepe,
NPUMEHEHHA,  YCIOBMA  XPaHeHWs, YCJOBHA | HAHMEGHOBAHWE W CONEPKAHHE NeHCTBYHOLIMX
OTIHYCKA, HomMep PeruCTPALMOHHOrO | BewecTs B Tabrerkax, cnocol npuMeHeHus,
YHOCTOBEPEHHR, TNpeAynpeAHTebHble HAONACH: | YCIOBHA XPAaHEHHA, YC/IOBMA OTIYCKA, HOMEP
«XpaHHTb B HENOCTYMHOM /A Jerell MECTE.», | pErHCTPAUHOHHOrO YIAOCTOBEPEHUA,
| «Copepmu NIAKTO3BI MOHOTHAPAT.», | MPeAYNPENHTE/IbHLIE HAANHCH: «XPpaHHTL B
HAMMEHOBAHHE W CTpaHy  [POUIBOAMTENS | HEAOCTYNHOM Aast geTell Mecte.», «ConepxuT
(OpragHs3alii, OCYIECTBNSIOMAR  MNEPBHUHHYIO | JAKTO3BI MOHOMMIpAT.», HAHMEHOBAHHE M
yNakoBKy), forotWn komnaHuM 3066Bu (Wa | cTpaHa NPOH3BOJIUTENS (opraHu3aius,
aHrMAACKOM  M3bIKE), HOMEP CEpHH, JaTy | OCYNIECTRIAOWAA NEPBHYHYIO  YIIAKOBKY),
MPOM3BOACTBA, OATY OKOH4YAUMA CPOKA MOAHOCTH, | NOroTHN Kommnawuun J66BH (Ha aHrmaiickom
BHYTPEHHHA KO  mNpOXYKTa,  LUTPHX-KOA, | #3bIKE), HOMEP CepHH, [aTa I[IPOHIBOACTEA,
uzo0pawenns TabieTok; NONONHMTENLHO MOCYT | I8TE OKOHYAHMS CPOXA NONHOCTH, BHYTpeHHuH
HAaHOCHTBLCH TIPOU3BO/ICTRBEHHEIE KO/, KON MPOXYKTA, INTPHX-KOJ, H300pameHHs
Tabnetok; JOTOJIHHTENBHO HaHeceHb!
NPOA3BOJICTBCHHBIC KOIBE,

Ha pycckoM f3biKe JOMONHHTENRHO YKa3siBAXOT: | Ha pYCCKOM A3bIKE AOMONHMTENLHO YKa3aHO:
HAMMCHOBAHHE OpraHH3allHH, OCYNIECTBANIOMmEH | HAMMEHOBAHHE OpraHH3alHK,
BTOPHYHYIO YTIAKOBKY H BBIMTYCKAIOUHHA KOHTPOJIb | OCYIECTRIAIOWEA  BTOPHYHYIO YNAKOBKY H
Ka4eCTsa npenapara Ha TeppHTopHH Poccuiickol | BeImyckalomui KOHTPOJIL KavecTsa Npenapara
Denepaunn, ee norotun, anpec n Tenedou/dake, | Ha Teppuropun Poccutickolt denepauun, ee
MOryT ObiTh HAHECCHR! BHYTPEHHHE 3aBOJICKME | JIONOTHI, agpec M Tenedor/dakc, HaHECCHBI
KOJbl M HHGOPMALHS 111 MOHHTOPHHTE ABHXEHMS | BHYTPEHHHME 3aBOACKHE KONl M MHpOpMALMs
NICKAPCTBEHHOIO [IPENApaTa OT MPOWIBOAHTENS 70 | A MOHHTOPHHTA ABIDKCHHA NCKAPCTBCHHOIO
KOHEYHOTo noTpeGurens. npenapara OT NPOH3BOANTENA KO KOHEYHOro
[Ipameyanne: npA POPMHPOBAHAH CEPHH MOTOBOIO | noTpebuTes.

ApOJYKTa K HOMCPY CEPHH, NPUCBOEHHOMY
npoaykty «in bulk» u ykazanHoMy Ha nepmHuHOM
YNakoBKE, MOTYT HobaBnATBCA CHMBOB (OyKBhi
WnH UMGPH), NpHCBOEHHBE Yynakosmukom (AQ
«OPTAT»). Takum o00paioM, HOMep cepuHH,
YKa3aHHbIH HAa BTOpHYHON ynaxoBke MOXeT OnITh
Ha HECKONLKO CHMBOJIOB UTHHHEe HOMEpa CEpPHH,
YKa33aHHOIO HA NEpBHYHON ynakoBKe.

Xpanenue [Tpu Temnepatype He suiwe 30° C CooTBeTcTBYET

CpOK roAHOCTH |3 rosa L ToneH o 04.12.2022

3axniouenne: Ilpemapar Buxeiipa Ilax Tabuerox nabop, cosepwamuit JacaGysup TaGierxs, NOKpBITLIE
nienoqHol obGosoukod 250 mrw Om6Guracsup + Mapuranpesup + Puronasup rabierxu, noxpuiteie
niesoqnol obonouxoi 12,5 mr +75 mr + S0mr (2+2)x28)Nel12 cepms 1134490, ynakosanmmiit AQ «OPTAT»,
Poccus, coorsercrayer TpeGoannsm HJI JITI 002965-210415 u3m. Ne 1-9.
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AKLMOHEPHOE OBWECTBO

ORIA” O]
OPTAT b

157092, KOCTPOMCKASR OBNACTD,
CYCAHWHCKUM PAMOH

C CEBEPHOE,

MKP-H XAPUTOHOBO

TenedoH’ (4942) 650-805
ren/cpaxc. (4942) 650-840
E-mail: Pharm@ortat ru
www rpharm com

DO4AIM-CL1-02000-57-01

PA3SPELLIEHHE HA BbIITYCK CEPHUH Ne 0411-2020

Toprosoe HanmeHoBanHe, nekapcTBeHHas hopma,
Ao3uposka, popma BeiMycKa

Bukeiipa [Tak Tabnerok Habop, conepkalunit
Hacabysup Tabnerku, NOKpbITLHIE MIEHOYHOM
obonoukoit 250 Mr 1
Omburacsup+llapuranpesup+PuroHasup
TabnerTku, NoKpbIThIE UIEHOYHOH 060N0YKOl
12,5 mr + 75 mr + 50 mr (2+2) x28) Ne 112

MHH, unu rpynnuposoutoe, Ham Xumuueckoe HacaGysup;
Owmburacsup+lapuranpesup+PutoHasup

Homep cepuu 1134490

Pasmep cepuu 1798 ynakoBok

Hata npoussoacrea 04.12.2019

[oaew no 04.12.2022

Hanmenosanue nponssoautens, crpana

566Bu Afipnann HJI B.B., Upnanaus
(Hacabysup)/®ypHse JIabopatopus Aiipnana
JIumuren, Upnauans
(Omburaceup+laputanpesup+Putonasup)

Ynakoswurk/Beimyckalouuii KOHTponb kayecTsa,
CTpaHa

AQO «OPTAT», Poccus

Homep u narta perucTpaumoHHOro y0cToBepeHHs

JIT1-002965 ot 21.04.2015
(nara 3amensl 22.04.2020)

HanmenoBaHHe nepatens perucTpauHoHHOro
YAOCTOBEPEHHR, CTPaHa

000 «266Bu», Poccus

Homep HopmaTuBHON fOKYMEHTaUMK

JII1-002965-210415, n3m. Ne 1-9

Hac:"roaumm nomaepnc,uaro, YTO JaHHas cepus NpoAYKUHH npou3seaeHa W NpoBEpEHa B
COOTBETCTBHH C TPebOBAHHAMH perucTpauHoHHoro aocke, TpebGosanuamu [lpukaza MuHHCTepcTBa
npombliuneHHocTH 1 Toprosiu P@ ot 14 wons 2013 r. N 916 «O6 yrsepxnenuu [lpaBun Hagnexaulen
NPOH3BOACTBEHHOH npakTukH» (GMP), nHueH3HeH Ha NPOM3BOACTBO JICKAPCTBEHHBIX CPEACTB, @ TAKKE
HHbIMH TPe6OBAHHAMH, YCTAHOBIEHHbIMH HOPMATHBHLIMH NpPaBoBbIMH akTamu Poccuiickoit denepauun,
nepej ee BbIMyCKOM,

3anucH no npoW3BOACTBY M KOHTPO/IO KA4€CTBa JaHHOMA CEPHM rOTOBOH NMPOAYKUMHM [POBEPEHBI H

noanue,
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[Npukas Mun3apasa Poccun 06 atrectauun YnonHomoyenHoro nnua Ne 549 ot 22.07.20]“@\%’:;:';&; ”F{f.f
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