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AO «OPTAT»
Oraen KouTposa Ka4ecTsa

©02COM-K0-07000-39-06

Jlunewsns Ha oCyICCTBICHHE NPOMIBOACTEE ICKAPCTBEHHMX cpeacTs Ne 00058-J1C ot 03.11.2020
157092, Kocrpomckas o6n., Cycannncxuhi paiiow, ¢. Ceacproe, Mxp-n Xaputonoso, Ten.(4942) 650-806

IMacnopr Me 5 o1 16.07.2021

Masuper Tab1eTkn, NOKpLITLIE IIeH0OUHOH 060.104K0H 100 Mr+40 mr (GnEcTep)
3 % 28 (nauka KAPTOHHAR)

VYnakosano: AQ «OPTAT», Poccun
Konuyecrro ynakosok: 3040

Homep cepun: 1145709

Cepus nponssogurens: 1145709
[Tponsseneno: @ypune JIrGoparopus Aitpsoua JIamares, Aprangus

[ara npowssojcrea: 06.2020

Jara ynaxosxu: 05.07.2021
Conen no: 05.2023

HJI JITI-004804-260919
Perucrpaunonuoe ynocrosepenue JIII-004804 or 13.04.2018 (naTa 3amenn: 26.09.2019)
Haumenosanue
noxkasareneil xauecrsa TpeGoBanus k xauecrsy no HJ PesyasTaThl aHanH3a
no HI
lMposoarosarsie  asoskomsinykisie  Tabierw, | [pojonropaTsie  ABOAKOBWIMYKTLE  TAGNETKH,
Ouncanne NOKPLITHIE [WIEHOMHOH 000J104KOH pPO30BOrO LBETa C | NOKPHTHE MICHOYHOR ofonoukol po3osoro usera ¢
rpasxposkolt «NXT» na oxsolt cTopose. rpasuposko# «NXT» Ha ongrolt cropoHe.
MopnuuHoCTHL BpeMeHa yJACpKHBAHMA OCHOBHBIX [IHKOB HA CoorseTcTBYeT CTRHAAPTY
BIMX XPOMaTOTPaMME  MCTIBITYEMOIO DPAacTBOPA AOJLKHbI
COUTBETCTBOBATH BPEMEHAM Y/EPKMBAHME [MKOB
rmexanpesupa W MUOPEHTACBHpPA HA XPOMATOrpaMMe
CTAHIApPTHOTO pacTBOpa (BpeMeHa YACPKHBAHHA
COOTBETCTRYIOMIHX [HKOB HA  XPOMETOTpaMMax
HCMLITYEMOrO (M CTAHASPTHOTO PacTBOPOB JQO/DKHEI
pasnudarsea He Gonee uem Ha 2,0%).
Y& - VO-CnekTphl, CHATEIE B  MAKCHMYMAX [MKOB CooTaeTcTBYET CTRHNAPTY
cnekmpogiomomempus | rnekanpesHpa H nubpeHTacsHpa npu
xpoMatorpapupoBaHHH  HMCMLITYEMOIO  PacTBOpa,
AOQIDKHL COOTBETCTBOBATh Y D-coeKTpaM, CHATHIM B
MAKCHMYMaxX MHKOB reKanpespa H nubpeHTacBupa
NpH XpoMarorpa¢HpORAHKK CTAHJAPTHOIO PACTBOPA.
PacrBopenue
[exanpesup He MeHee 35% 33 45 MuH 44 %
He MeHee 80% 3a 120 muu 98 %
TMubpenmaceup He MeHee 45% 33 45 Mun 62%
He Menee 80% 3a 120 Muu 100 %
PoacTeeRnbie npamecu
ITpodyxmut pasnoxcenus mobas eAuHIYHAS IIPHMEC,
2nexanpesupa OTHOCHILAACA K [NICKAMpPEeBHpY - He Menee 0,05 %
Gonee 0,20%;
CyMMa NpUMecei, OTHOCHLIMXCA K
rrexkanpesHpy - He Gonee 0,50%. Menee 0,05 %
ITpodykmu pazrodcernus
nubpenmaceupa A-1609250.0 ~ e Gonee 0,80%,; 032%
A-1631823.0 - ve Gonee 0,50%; Mesree 0,05 %
A-1609255.0 - He Gonee 0,50%; Menee 0,05 %
A-1590842.0 - ue Gonee 0,50%; Meuee 0,05 %
A-1609255.0 n A-1590842.0
(cymmapHo) - He Gonee 0,50%; Menee 0,05 %
Jhobas npyras efHHYHAS IPHMECS,
oTHOCRmANACH X MHGpeHTacBHpY - He
6onee 0,20%; Menee 0,05 %
Cymma nprmecef, OTHOCHILHXCH K
nubpenTaceupy - He Gonee 1,5%. 032%
Boaa He Goaee 6,0% 1.8%
MuxpoGuonorayeckas Obwee wreno adpobHLIX MHKPOOPTaHH3IMOB
YHCTOTA He Gonee 10°KOE » Ir Menee 10
OGmee YHCNO APONOKEBLIX H ITECHEBLIX [PHOOB He
Gonee 102KOE s Ir Mesxee 10
Orcyrcrene Ecolin | OTcyTCTBYET
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Pe3ynbTaThl anANHIA

Onuopoaxocts
NO3HPOBRHHN
Iexanpesup

TTubpenmaceup

Konuuecraennoe
onpeaeteHHe

[rexanpesup

Mubpenmacesup

¥Ynakoska

MapknpoBka

JIns rnexanpesupa W MIGPEHTACRUPA
10/10 taGrerox: AV < L1 = 15,0 wu 30/30 Tabnerox
AV < L1 = 15,0 1 HH OIHO OTAENLHOS COAEPKAHHE HE
ponkHo Guith Menee (1-L.2 x 0,01)M n Gonee (1+ L2
x 0,01)M, L2 =25,0.

ot 95,0 % a0 105.0 % oT 3aABAEHHONO KOMHYECTBE
ot 95,0 % xo 105,0 % oT 3a9B1€HHOTO KOIHYECTsA

Mo 3 tabnetkn, nokpuiTsie nuesodHoH obonouxoil, 8
Gnuctepe w3 NOJIHBHHWIXIOPHI/NOTWITANEH/

NoNUXA0poTPHGTOPITIICHE K anioMHRKEBOR donkry,
Mo 7 Gnucrepo BmecTe ¢ MHCTpyKuWell no
npYMEHeHUI0 B nauke kapToHHo# (no 'OCT 7933-89
WIH HWMIOOPTHOTO, COOTBETCTBYIOUIEro TpeGoBaHHAM
FOCT 7933-89), no 4 naYkH KSPTORHBIX B MAauke
kaprontodl (no T'OCT 7933-89 mnM umnopTHoro,
comercmylomero meﬁonanum rocr 7933-89).

mpronoe HAMMEHOBAHHE npqmpm
IPYNITMPOBOYHOE  HAMMEHOBAHHE, /IEKADCTBEHHYIO
(opMy, JOIHPOBKY, HOMEP CEPHH, IATY HCTEHCHMA
CPOK& FONHOCTH; NOTIONIHHTENLHO MOTYT HBHOCHTRCH
npoumnc'rleuuue KOLb.

HAHMEHOBAHHE npenapara, rpynnBpoBoLHOe
HEHMEHORAHHE, JOIHPOBKY, JEKAPCTBEHHYID (opMy,
KONW4eCTBO JfelicTBylownx pewecrs B Tabretke,
KOMH4eCTBO ONHCTEPOB B  YNAKOBKE, KONHYECTBO
tabnetok B onHom Oawcrepe, ofmee xoAH4ECTBO
TabNeTOK B YNAKOBKE, CNOCOO NPUMEHEHHAN, YCAOBHA

XpaHEeHHA, YCHOBUA OTITYCKR, HOMEp
perucTpaLHoORHONo YAOCTOBEPEHHA,
npeaynpennTensHete  Haanucu:  «Xpanwte B
HejoctynuoM juia  aered  mecren, «llepen
NpHMEHEHHEM BHHMATENILHO O3HAKOMBTECH <
HHCTpPYKUuHel.», «llpenapar COAEPXMT JAKTO3bI
MOHOTHApPAT.», HAHMEHOBAHWE H cTpaHy

NPOH3IBOAHTENR M Aepxarens PY, NOroTHN KOMNAHHH
«D066Bu» (Ha AHIIHHACKOM A3bIKE), HOMEP CEPHH, JATY
OKOHYBHWA CPOKE8 TOAHOCTH, BHYTPEHHHMH XOX
NpOAYKTA, WTPHX-kOA (B chy4ae, €CiM BTOpPHYHAs
ynaxoska mnpenapata ocywecrsaxercs 366Bu
Hotiwnaun MvGX 1 KoK, Tepmanua), mobpakenne
TabNeTKH;  AONONHHTENBHO  MOFYT  HAHOCHTHCH
NPOM3BOACTBEHHHE KOAB, MOXeT ObiTh HAHECCHA
JAUIMTHAA FOJOIPAMMA.

B cayyae sropuunoH ynakoskH npenapate Ha AO
«OPTAT», Poccus Ha nayxe xaproHHOH Ha pycckoM
£3bKE JOMOAHWTENBHO YKA3LIBAIOT: HAHMEHOBARHE
OpraHH3alMH, oCyuleCTRIRIOWE’ BTOPHYHYIO
YNakoBKY M BHNYCKAIOIUMA KOHTPONL KAYECTBA
npenapara Ha teppuropud Pocculickoit ®enepaunn,
ee Jorotun, aapec W Tenedon/dakc, ATy
NpOM3BOACTBA;  AOTMIONIHMTENbHO  MoryT  GwiTh

HAHECEHbI SEBOIICKHC KON ynaxoun

AV=42 (L1=15,0);
AV=3,5 (L1=15,0)

100,1 %
99.9%

[le 3 TalineTxu, noxpuTsie MneHouHol obonouxoi, B
Gnucrepe TNONHBHHWIXAOPUL/NONAITHIEH/
NOAMXIOPOTPHYTOPITHNEH U ATOMHHNEBOH onbry,
Mo 7 Gnxcrepon BMmecTe ¢ MHCTPYKuMeHd no
NMPUMEHEHHIO B M8YKE KapToWHOM, nmo 4 mauku

KapTOHHLIX B MAYKe KAPTOHHOH.

1| Ha_fmcTepe Ha pYCCKOM s3hiKe YKa3aHO: TOProBoe

HAHNMCHOBAHHE

Tpenapars, IPYNIHPOBOYHOE

HAMMEHOBAHWE, JIeKAPCTBEHHAA (OpME, NOIMpOBKE,
uouep CEPHH, laTa HCTEYECHHA cpolm TOHOCTH.

W T\"Pmm HAUMEHOBAHHE
npenapara, FPYNIHPOBOYHOE  HAHMEHOBAHHE,
JO3HPOBKA, JIEKAPCTBEHHAS (OpMA, KONMYCCTBO
AeficTBYIOUWIMX BeliecT® B TabNeTKe, KOAMYECTBO
GNHCTEPOB B YNaKkoBKe, KQIAYECTS0 TaGieTok B
oanoMm Gamctepe, ofilee womuyectso Talaerok &
YO2KOBKE, Criocol NpHUMeHeHUs, YC/IOBHS XPAHEHMA,
YCNOBHS  OTOYCKA, HOMEP  PEerMCTPaLMOHHOIO
YOOCTOBEPEHHA,  MPENYNPEAMTENLHBIE  HANTHCH:
«XpaHHT:, B HEJOCTYMHOM jiA  JeTeit MmecTe.»,
«llepen MpHMEHEHHEM BHUMATENLHO O3HEKOMBTECH C
HHCTpyKuneil.», «llpenapar cojepwuT NaKTOIb!
MOHOTMAPAT.», HaHMeHOBaHHE H ¢TpaHa
NPOM3BOJHTENA H Nepkatens PV, JOrotvin koMnaHHu
«366BH1» (Ha aHTIKHCKOM R3BIKE), HOMED CEPHH, NATA
OKOH4YAaHHA CpOKA TOAHOCTH, BHYTPeHHHR xonX
npoaykra, wiolpaienne TalNeTKH; XODONHHTENLHO

HAHeCeHB NPOU3BOJCTBEHHBIE KOJM, HaHeceHz2
3JAUIHTHANX NONOrpaMMa.

Ha nauyke «&apToHHOM Ha  pycCcKOM  s3biKe
JONOIHKTENLHO yka’aHo: HAMMEHOBAHNHE
OpraHH3alKH, ocyiecTaImIoWe BTOPHYHYIO

YNAKOBKY M BHINYCKAIOWHA KOHTPOAE KayecTBa
npenapata Ha TeppHTopud Poccuiickolt Menepaunu,
ee JsioroTHn, aapec W Tenedon/dakc, nara
MPOH3BOACTBA; AOTICNHHUTENLHO HAHECEHB! 3aBOACKHE
KOJIbl YTIAKOBKH.

Toprosoe

rpynImHpoBoYHOe
nexapcTReHHAs (opma, xomuuecteo AelcTaylourHx
seniecTs B TabneTxe, KONHYECTBO Nauek KAPTOHHEIX,

HaHMEHOBAHWE
HAHMCHOBAHHE,

npenapara,
LO3HPOBKA,

KONHYecTBO GNUCTEpOB B  NAYKE  KapTOHHOM,

a | xonwdectso Tabneroxk B onHoM Gnmcrepe, ofwee

xonudecTso  valnerok B ynakoeke, cnocol

Toprosoe HBHMEHOBaHHE npenapara, | NpPUMEeHeHUE, YCIOBUA XPAHEHHMH, YCNOBUA OTIYCKA,
rPYTINMHPOBOY HOE HAHMEHOBAHHE, JO3HPOBKY, | HOMED pPerucTpaLHOHHOTO YIOCTOBEPEHHA,
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HawmeHOBaHHE
nokaiaTesel Kkavecrsa TpeGosauns x kasecray no HJI PelyAbTaThl AHATH3A
no HI
SICKBPCTREHHYIO OpMY, KONHHECTBO ACHCTBYIOWMX | MpeXyNpenHTebHbie  HALNHCH: «XpaHuts B
BEILECTE B TAG/ETKE, KOJIMYECTBO Na¥eK KAPTOHHBIX, | HenocTymHoM mns  Aeredl  mectes,  «Ilepen
KONHYECTBO GAHCTEPOB B  MAYKe KAPTOHHOM, | MPHMEHCHMEM  BHAMATENBHO  O3HAXOMETECH C
xonuuecTso TabneToK B OmHOM Gamcrepe, obumiee | uncTpykumeil.», «llpenapaT CONEPMHMT JAKTO3LI
KoJiMyecTBO TabneTok B Ynakoske,  cnocol | MOMOCHADAT.»,,  HAHMEHOBaHHE H cTpaHa
MPHMEHEHHS, YCIOBUA XPAHEHWS, YCJIOBMA OTMyCKa, | IpOMIBOAMTENA W Aepwareas PY, Oroma KOMNaHHH
HOMEp PErHCTPALIHOHHORO ynocTosepenns, | «66Bw» (Ha anrnnHCKOM AILIKE), HOMED CEPHH, AaTa
npexynpeawTeNbHbe  HannuWck:  «XPAHWTh B |OKOHYAHWA CPOKA  TOLHOCTH, BHyTpeHHmit KON
HemocTynWom  mis  nerel  wmecre»,  «[lepea | npoaykTe, WITPHX-KOA; AODONHHTENbHO HAHECEHM
NPHMEHEHHEM  BHHMATENLHO  OSHAKOMBTCCH  C | MPOMIBOACTBEHHME KOG W HEGOpMAUMA A1
uHcTpyKumedi.», «[lpenapar CONEPXKHMT JIAKTO3bI | MOHHTODHHIA JABWXEHMA NEKAPCTBEHHOMO Mpenapatd
MOHOT'HIPAT.», HAHMEHORAHHE H CTpaHy | OT IPOH3BOAHTENA A0 KOHEYHOro noTpebiTens.
MPOH3BOAMTEA M AcpiaTend PY, TOrOTHI KOMNAHHH
«JG66Bu» (Ha BHrIUACKOM S3bIKE), HOMED cepiy, 1aTy | Ha  nauke  kaproMHOW HA  pycckoM  A3mike
OKONYEHMS CpPOKA TIOAHOCTH, BHYTPEHHHH KOX | AOMOJIHHTELRO YKa3aHO: HAHMEHOBRHHE
MpOAYKTa, WTPHX-KOL; MOMOJIHKTENBHO  MOTYT | OpraHH3auAH ocyLlecTRIAIOlEH BTODHIHYIO
HAHOCHTBCH TIPOM3BOACTBEHHMIE KON H MHPOPMALAK | YNAKOBKY H  BHIMYCKAIOMmMHl KOHTPOTh Ka4ecTsa
A MOHHTOPHHTA  [BHXEHHA  NIEKAPCTBEHHOIO | NPENapaTa Ha TEPPHTOPHH Poccufickoll Menepamu,
npenapata OT OpPOMIBOAMTENIS [0 KOHEYHOrO|ee JOrOTHN, apec o Tenedon/pake, xaTa
notpeburens. TIPOHIBOACTBA, HAHECEHK! 3ABOICKHE KO YIIAKOBKH.
B ciysae BropHuHOM ynaxopku npenapara sa AQ
«OPTAT», Poccns Ha Mauke KapTOHHOW HR PYCCKOM
A3LIKE AONOJIHMTENIBHO YKAILIBAIOT: HAHMEHOBAHHE
OpraHH3aUHK ocyuecTaAmomei BTOPHUHYIO
YNAKOBKY M BBIMYCKAIOIMHMA KOHTPOAR KavecTsa
npenapara wa TeppuToprH Pocchitckoii deaepauny,
ee JoroTHn, ampec H Tenedow/daxc, Jarty
MPOW3BOACTRA, MOIYT ObiTh HEHECEHB! 3aBOJCKHE
KOIR! YMAKOBKH.
Mpumeyanue: npH GOPMHPOBAHHH HOMEpPR CEPHH
rOTOBOIO MPOAYKTA K HOMEPY CEpHH, NPHCBOEHHOMY
npoaykty «in bulks M ykasaHHoMy HA DepBuHON
YNaKOBKE, MOTYT AOGARNATHCH CHMBOMNbI (OYKBLI HIH
usdph), MPHCBOCHHbIE yTaKOBILHKOM
(AO «OPTAT»). Taxum ofpa3loM, HOMEp CEPHH,
ykasamiui Ha BTOpHYHOR ynakomke MOXeT OwTh Ha
HECKONBKO CHMBOIOB J[UTMHHEE HOMEpA CEPHH,
YKA38HHOTO Ha NepBHYHOH YNAKOBKe.
Xpanenue TTpu TemnepaType He Buitwe 25 °C COOTBETCTBYET
Cpox rognocTy 3 roma Togen ao: 05.2023

3akaouenne: Mpenapar Masuper Tabierky, HOKpbITHE mwienounoil o6onouxoi 100 Mr+40 mr (Gaucrep)
3 x 28 (nauka Kaprouunas), cepas 1145709, ynaxosananiii AO «OPTAT», cooTeercTBYeET TpeGoannam HI

JITI-004804-260919.

HagaasHHK 0TIEA8 KOHTPOJIA KatecTsa

I'ynosa E.A.

KOMWA BEPHA

23.03 202/ U
Uteniaota oA
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AKUMOHEPHOE OBUECTBO

ORTAT &R}
ORTAT .8

157082, KOCTPOMCKARA OBNACTL,
CYCAHWHCKUA PAROH,
C.CEBEPHOE,

MKP-H XAPUTOHOBO

tenedoH: (4942) 650-805
ren/cpaxc: (4942) 650-840
E-mail: Pharm@ortat. ru

www.rpharm.com

DO4AIM-C/1-02000-57-01

PA3PELLEHHE HA BBIITYCK CEPHH Ne 0221-2021

Toprosoe HauMeHOBaHHeE, IeKapcTEeHHAA hopMa, MagupeTt TabneTkH, NOKPLITHIE IUIEHOYHOH
R03HpOBKa, GopMa BbITyCKa obGonoukoh 100 mr + 40 mr (Gnuctep)
3 x 28 (mayka KapToHHas)
MHH, win rpynnHpoBOMHOE, HITH XHMHYECKOS I'nexanpesup+IInGperTacBup
Homep cepuu 1145709
Pa3mep cepuu 3040 ynakoBox
Jlata npoH3BoacTEa 06.2020
logen no 05.2023
HaumeHoBaHHe MPOH3IBOAMTENS, CTPaHa Oypube JI360paropus Alipiana Jlumuren,
Wpnaunus

VnakoBuuk/Beimyckaiowui KOHTpOIb Ka4ecTea, AO «OPTAT», Poccus
cTpaHa
Homep 1 JaTa perucTpaLHOHHOrO YAOCTOBEPEHHS JII1-004804 ot 13.04.2018

(mara 3amenn! 26.09.2019)
HaumeHOBaHHE JEePIKATENA PErHCTPALIMOHHOIO 000 «366Bu», Poccus
YOCTOBEPEHHS, CTPaHa
Homep HOPMaTHBHOM AOKYMEHTALKH JIT1-004804-260919

HacToAwMM nNOATBEPXKAAIO, YTO AAHHAS CEpHA NPOAYKUMM  TNpOW3BENEHA W MNpOBEpEHA B
COOTBETCTBHH C TpeGOBAaHHAMM PErMcTpaUMOHHOro nocke, TpeGosanuamu [lpukaza MumucTepcTa
npoMmbluieHHocTd 1 Toproenn PO or 14 uiona 2013 r. N 916 «O6 yrsepxnaennu [Ipasun Hapnexauwe#
npouseoacTBeHHOH npakTHkH» (GMP), nuuensueli Ha NPOH3BOACTBO JIEKAPCTBEHHLIX CPEICTB, 8 TAloKe
HHBIMH TpeGOBaHUAMH, YCTAHOBIEHHBIMH HOPMATHBHBIMH NpaBoBbiMH axtamd Poccuiickoil ®enepaum,
rnepes €€ BbIMYCKOM.

3anucH NO MPOH3BOACTBY H KOHTPOJIO KAYECTBA JAGHHOH CEpHH roTOBOH NPOAYKUWH TNpOBEPEHb H
ycTaHoBneHo coorsetcrane Tpebosanmnam [pasun Hagnexauiei npoussoncteenHol npaxruxu (GMP).

YnonHomouenHoe nuuo: 3naroycrosckuii 10, Lt 19.07.2021 r.
noanKe

INpukas Munsapasa Poccuu 06 arrecrauuu YnonHomouerHoro auua Ne 399 or 23.04.2021 r.

KOMIAA BEPHA

2097 ot UL
{Henwott €4




