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AQ «OPTAT»
Orgen KOHTPOIR KAYECTBA
Jlnessng na ocywecTaeH e EATENLHOCTH 110 NPOMIBOICTBY ACKAPCTBEHHLX cpeacts Ne 00058-JIC or 16.12.2015
157092, Kocrpomckas o6n., Cycanmuckull pation, ¢. Cescpuoce, Mxp-H. Xaputonoso, 1e1.(4942) 650-806

Iacnopr N2 6 or 17.06.2020

3emnaap® PACTBOP 414 BAYTPHBCHHOTO BBeAeREN 5 MxT/ma 1 M Ne 5 (amnynt)

Homep cepan: ABO0026766 Jlata ynaxosxu: 29.05.2020
Jara opomisoncrea: 02.2020 T'ogen mo: 01.2022

Ynakosano: AQ «OPTAT», Pocens
Konamsectso ynakosox: 12710
Cepra npomasoaurenn: A000026766
Ipomssenerio: Asapa Jinckare Papmacsiornxan Ceppuces C.n.A., Hraaus

HI JICP-004781/09-210817, usm. Jal-2

PerncTpaunonHoe ynocrosepetne JCP-004781/09 ot 16.06.2009 (aaTa 2amens: 18.11.2019)
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pospasnsut Gecumeriniit pacrsop

Bpems  yRcpXWBAHMS  OCHOBHOIO [NHKa Ha
XPOMETOIPAMME  HCUMTYCMOTD PACTBOPA  AOMKHO
COOTBCTCTRORATA  BPEMERM  YACPWHBAHMI  NMKa
MADHKAILLHTONA HE XPOMATOIPAMME CTANABPTHOIO
pacTaopa (BpEMCHA YACPWMBAHHA COOTBCTCTBYIOUIMX
NMHKOR HA  XPOMATOTPAMMC  CTAHZAPTHOTO B
HCTIMTYEMOTD PACTROPOB IOIDKHLI PA3NMNATLEN He
Gonee yem ua 2,0%)

Crextp WMCHMTYeMOro pacTBOpa JAOMKCH HMETh
MAKCHMYME! IDH ANKHAX BoaH 503 uvt2 nm u 565
HM £2 HM

Bpemena  yaepEMBaHMA  OCHOBHMIX [MKOR  Ha
XPOMATOTPAMME  HCIBITYEMOrO DACTBOPAa  OMKHA!
COOTBCTCTBOBATE RPCMCHAM  YACPKHBAHHA TIHKOB
JIBHOAS H NPOANCHINHKONS HZ XPOMBTOrpaMME
CTAHAAPTHOIO pPacTBOpa (BPCMCHA  YACPWHBAHHA
COOTBCTCTRYIOUIMX MHKOB HA  XPOMATOTpaMMax
CTARAAPTHONO W MCOBMTYEMOrO DPACTROPOB JAODKHM
pazauaaThes He Gonee wem na 2,0%)

Ilpenapar nomxen GaTe NPOIPANHEIM NO CPABHEHHIO
€ BOAOH HAM BEUIEPKHRATE CPABHEHHE C ITANOHOM [
Tipenapar aomoxen ObiTs GECHBETHLIM N0 CPABHEHMIO C
BOOH HAN BBUICPAHBATH CPARHEHKE C yTanonoM By

B cootercTanu ¢ TpeGoBAHAAMM

Yacruy pasmepod > 10 mxm ne Gonee 6000/amnyay
sy dnakon,

HacTHY pasmcpom > 25 MxkM He Gonee 600/ammyny
HaK Poakon

He Mertee HoMHHANBHOTO
Dranon or 16 no 24 %
Tponuneuranxonm ot 26 1o 34%
Hanbonbinas camniHan npmecs — #e Boace 1.0%
cymMa npHMeceit — He Goaee 2,0%
Mpenapat nomxeH OLTL CTEPILHEIM
He Goace 50 ED/un

Or 95,0 10 105,0 % 0T 3a8BICHHOTO IHANCHHS
HAPHKALLHTONA

1 Ma 8 amnyas 13 Gecusernoro crexna thna [ (Esp.
Qapm.) ¢ Touko# wawroma. [fo 5 amnyn smecte
HHCTPYRUHEH M0 NPHMCHEHHI B KAPTOHHOH nauke ¢
ICPEIOPOKAME, WIH N0 5 BMIYS B [UIRCTHKOBOM
TIOAACHE, 110 QIHOMY TUIACTHKOBOMY NOJUIOHY BMECTE
© WHCTPYKIMEH 10 NPUMEHEHKIO B KAPTOHHON natxe.

Ha 3THKCTKC AMNYIB HR PYCCKOM A3bIKE YKAIMIRAIOT!
TOproBoe HAHMEHOBAHHE npenapara c
npeaynpeanTeasHol  Mapkuposxodt  ®,  MHH,
nexaperaennyio  GopMy, A03MpoBKY  (COACPKAHMC
axthsnore BeuiecTsa B | M pacteopa), oGmem
pacTeopa B MJ, NPEAYNPEAHTCALHEIC HALNHCH!
«(CTepuanio.n,  «ToMhko  JUIR  BHYTPHBCHHOID

Mpoapauusf Gecusernsill pactsop

COOTBETCTBYET CTAHARPTY

Coorsercrayer (max= 565 um; 504 nm)

CooTtBercrayeT CTaHAapTY
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Haumenoranue noxazaresneit
Kavecrna no H/L

Tpebonauma i kaweerny no HJL

Pesysutasi amanmaa

BRENCHMA.D, HOMCD CEDHH, J&TY POM3IBOLCTBA, ARTY
OKOMYEHHS CPOKA TOJHOCTH, fOTOTHII KOMIIAHHW
6By (Ha aurnmlickom  S3uKe); Moryr Gums
HAHECEHB! BIYTPCHHHE JABOACKHE KOABL

Ha nauxe xapTOHHOM HA PYCCKOM AIMIKC YKA3BIBAIOT:
TOprosoe HAHMCHOBRHHE npenapara c
npelynpeAHTensHOR  Mapxuposkolt  ®, MHH,
aexaperecHuyio  gopsy, aoimposxy (cogepwanue
Achicrayioero  senfectea B I Mn pacrsopa),
KOTHYCCTBO aMnya B ynakoske, ofbem pacTsopa B
amnyne,  HawmcHosamue  Aclcreyiomero ]
BCHOMOIUTELHEIX BEWECTS, HX KONHYeCTBa B | Ma
pacrsopa, PERYNPEANTENBHBIC HANNTHCH:
«Crepwmno.n, «Toabko A% BHYTPUBEHHOIO
BBCACHAN. », «XpaHHTE B HEAOCTYNHOM X geTeH
MECTE. », YCIOBHA OTITYCKA, YCIOBHS XPaRHCHRA, HOMCD
PErHCTPEUHOHHOIO YAOCTORCPEHMA, HAHMEHOBAHWE H
crpaHy Baazensia PY W HBPOMIBOAMTENS, HOMCD
CCPHH, 4Ty NPOMIBONCTBA, JATY OKOHYAHKN CPOKA
POZHOCTH, WITPHX-KOA, JOTUTHN KOMPaHHK D66Bu (na

aurmiiickom  sasixe); Moryr Otk HAHCECCHBI
BHYTPCHHHC 1BORCKHE KOkt
ﬂanmmﬂrenano YKAILIBAIOT AOTOTHIL,

HAUMEHOBAHHE, CTpaHY, aapec M Tencow/daxc
OPrAHHIAIMH, OCYICCTRINIOWER  ynakosky @
BHTTYCKRIOUWIHA KXOHTPONL Kauectsa; HHGOPMALHNO

ANR  MOHHTOPHHIA  ABMKEHHA  NCXBPCTBEHHOIO
MPENapaT OT NPOHIBOJMTEAN RO  KOHEYHORO
norpebureas.

[lpumesanne: npy QOpMUPOBAHHH HOMCDR CCDHH
TOTOBONG NPOAYKTA K HOMEPY CCPHH, NPHCBOCHHOMY
nponysry «in bulky # ykmawnomy ua nepamdnol
YNAKOBKE, MOCYT BOGABANTLCN CHMBOAM (GyxBm Miu
undpsl),  npHcRoeHHme  ymaxosmmkoM  (AQ
«OPTAT»). Taxum ofpatom, HoMep cephu,
yxasauunilt Ha BTOPHYHON ynaxoske MOWeET Ouith Ha
HECKOALKC CHMBONOB JUTHHHCC HOMEpa CEDHM,
YKAIAHIONO Ha nepsyHol YIIAKOBKE.

BBCACHMA.», HOMED CCPHM, NaTa NpPOM3BOACTRA, AATA
OKOHYANMA CPOKB TDAHOCTH, JOTOTHIL KOMITANMHK
F00Bu  (Ma  agraMiexoM  m3NKE),  HAHECCHH!
BHYTPCHHHE 32BOACKHE KOJIhL.

Ha mauxe xaprosHOll Ha PYCCKOM E3bIKE YKA38HO:
TOProsoe HaHMEHOBAHHE npenapara ¢
npenynpeawrenbiol  mapruposxof  ®, MHH,
JeKapcTBeHHES  dopMa, IoaMposka  (cosepaiiie
Aclicteyiomero BewecTsa 3 1 Mn pacrsopa),
KONHYCCTBO AMNYN B ynaxoske, ofneM pacTeops B
aMmmye, HAHMeHoRauMe  jecficreyiomero
BCIIOMOTATENLHEX BCILSCTD, HX KOAHucCeTBa B | M
pacrsopa, npeaynperuTentiLie HALNACH:
«Crepunsno.», «TONRKO ANN  BHYTPABCHHOIO
BACHCHHRA.», «XPaHWTh B HCNOCTYNHOM MM netch
MECTE. », YCHOBHA OTIYCKA, YCAOBHA XPAHEHHE, HOMCD
PETHCTPALMOHAOTO YAOCTOBCPCHHA, HAMMEHOREHHE H
crpada ananeasua PY M NPOMIBOAMTEAS, HOMCEp
CCpHH, [O4Ta NPOM3IBOACTEL, NATA OXDHYAHME CpOKa
FOZHOCTH, THTPHX-KOA, JOTOTHII KoMnamuy 36684 (na
BHTIMACKOM  W3BIKE);  HAHCCCHB  BHYTPCHHMC
34BOMICKHE KOJhL.

JIOMONKHTEABEO YKAIAHO: JOTOTHI, HAMMCHOBAHHC,
cTpana, aapec W Tenedon/axc opraHHsaIMs,
OCYmECTBARIOWER  ynaxoBky W BNyckaroiuit
KOHTPON KayecTBR; MHGMOPMALMA QAR MOHHTODHHIE
IBIECHUR RCKApCTBEHHOTO fnpenapats  oT
AIPOHIBOANTCILE 10 KOHEUHOTO NoTpebirens.

Ycnonur xpasenun

Tlpx remucpatype He ssine 25°C

Coormaercrayer

Cpek rognocrs

2 rona

Tonen go: 01.2022

3awxmouenme: Mpenapar Jemunap” PACTEOP MM BHYTPABCHHOIO BBEleHHE 5 Mxr/mi 1 ma Ne S (amnynmt) cepua A000026766,
ynaxopauHuiit AQ «OPTAT», Poccus, coorsercrayer TpeGosannum HJI JICP-004781/09-210817, nam. Nel-2.
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AKLIMOHEPHOE QOBUIECTBO

ORIAT &Q
OPTAT b8

157082, KOCTPOMCKAR OBNACTD,
CYCAHUHCKMIA PAROH,

€ CEBEPHOE,

MKP-H XAPUTOHOBO

Tenedion {4942} 650-805
Tenipaxc (4942) 850-840
E-mai: Pharm@ortal ru
www rpharm com

PO4AIM-CL-02000-57-01

PA3PELLIEHHE HA BBITTYCK CEPHHU Ne 0177-2020

Toprosoe HaHMeHOBaHue, fekapcTBeHHas gopma,
A03IHpOBKa, POPMa BbITyCKa

3emmniapR pacTBop 418 BHYTPHBEHHOTO
BBesienua 5 Mxr/mu 1 M Ne 5 (ammyang)

MHH, unu rpynnupoBoynoe, HIKH XHMHYECKOE [lapuxansumTon
Homep cepun A000026766
Paimep cepun 12710 ynakosox
JHara npoussoactsa 02.2020
Tonen 1o 01.2022
HaumenoBanue npon3souTens, crpana Apapa Jluckate ®apmacsiotukai Cepauces
C.nA., Hranus

Ynakosuui/Buirtyckatouinit KOHTpons kavecTsa,
CTpaHa

AO «OPTAT», Poccus

YAOCTOBEPEHHS, CTpaHa

Homep 1 nata perncTpauHOHHOTO YA0CTOBEPCHHS JICP-004781/09 ot 16.06.2009
{aara samennt 18.11.2019)
HanmeHosanue aepkatens perucTpalHoOHHOrO 000 «D66Bu», Poccus

Homep HopMaTHBHOR A0KYMEHTaLMH

JICP-004781/09-210817, nam. Ne 1-2

Hacroswmm noarsepinaio, yto pamsas cepus

MMPpOH3BEACHA W NPOREPEHA B COOTBETCTBHH C

TpeGOBAHHAMH NHUEHIHK Ha TIPOH3BOACTBO NIEKAPCTBEHHBIX CPEACTB, TPeBOBAHMAMH PerHCTPaLIMOHHOTO
mocke H Tpebosanuamu [lpasun Hamnexawed npomdsoacTeerHol npakthki (GMP), YTBEPKIACHHbIMK

npukazoM MuHnpomropra Poccun ot 14 wions 2013 Ne 916, a Tawke HHbIMH TpeboBaHnaMu

¥

YCTAHOBNCHHLIMM HOPMATHBHBIMU NpaBoBsiMK axTaMu Poccuiickol ®enepauny, nepea ee BuImycKoM.
3anucH MO NPOMIBOACTBY M KOHTPOMID KAYECTBA AAHHOH CEepHH FOTOROH MPOAYKUKHH NPOBEPEHbI H
NPU3HAHBL COOTBETCTBYIOIHMH TpeGosannam lNpasun Haanexaueil npou3poncTBeHHON npakTikK (GMP),

Ynonnomouernoe nuuo: 3natoycrosckmii I".10.
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