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~ TEPOOAPM

AHAJIMTUYECKMI NACTIOPT M 59 Pocens
KOPTEKCUH®, nuodunnsar gast TPHIOTOB/ICHHS PACTBOPA 151 BHYTPHMBINIEYHOT0 BREAeHNs, 10 Mr

Pocenitccan Megepanus
P N003862/02 ot 30,06.2009 1,

CrpaHa-npoH3BOAUTENb;
Homep perucrpaunonnoro
YAOCTOBEPEHUS:
Ho31poBra/akTHBHOCTS:
JlexapecTreHtas (Gopma:

Koprexcuua 10 mr

JHOMUIHIAT A5 NPHTOTOBJICHHS PACTBOPa AJIST BHYTPHMEIIIEYHOIO BBe/1e-
HHST

10 5 (NAaKOHOB B KOHTYPIIYIO SYCIIKOBYIO YNAaKOBKY M3 [LIEHICH MOJH3THIIEH-
TepedranatHoii u GosbrH aIOMHINEBOIT, 110 2 KOHTYPHELE AUeHKORLIE Yia-
KOBKH ¢ HHCTPYKIHEIT 110 NPHMENeHHIo B IAMKY H3 KAPTOHA

Pasmep 1 THN ynakosku:

Homep cepuu: 4891219
Konuuectso ynakosok B cepuu: 4 171 ynax.
Hara nponzpopcrna: 07.12.2019 r.

lonen no: 07.12.2022 r.

[lponzsoanTens JexapcTBeHHOTO 000 «'EPO®APM», Poceusi, 196158, r. Canxr-Tlerepdypr, Mockosckoe
cpencra (naseanue u adpec npoussod-  mWocee, A, 13, aut. BH, aur. BJI

CHIGEHNON MAOWAOKIL):
Bropuunas ynakonka: 000 «"EPO®APM», Pocens, 142279, Mockoserast 00.1., ropoacKoii oKkpyr
Cepnyxos, padounii nocenok OGonenck, TeppuTopus «Keapran A», ctp. Mo 5
ITpou3BoACTBEHHAs MNoLAKa: 000 «I'EPOMAPM»

[IpOH3BONCTBEHHAS THLEH3 ML Ne 00107-JIC or 25 mioust 2019 rona

3aknoueHue 0 COOTRETCTBMM Npou3Bo-  Ne GMP-0037-000406/19 or 28 aeryera 2019 r., npukas Ne 3226 o1 28.08.2019;
AMTEM EKapCTBeHNbIX cpeacTs tpe-  Ne GMP-0037-000405/19 ot 28 asryera 2019 1., npuicas Ne 3220 ot 28.08.2019,

Sosannam INpasun Haanexameii npo- BbIAAKIBIE MHuHHCTEPCTBOM NPOMBITIEHHOCTH 1 TOpro.in Poccniickoii Me-

W3BOACTREHHON NPaKTHKH!
HeitcTBrTenbHb 10:

Jepaim.
06 nrous 2020 roga

Kenrpons nposenen na cootserctaue: P N003862/02-180918

Iaumenonanne NOKA3ATeICH

TpeGopminn nopmarupitoii AOKYMeENTalim

PesyanraTor nenprranmit

Onucaunne

Jlwodpuansnponatmsiii nopowor wim nopucran macca Genoro win Ge-
J10T0 € 3KeJITOBATHIM OTTEHKOM LBETA.

Jlnodwmanpoaknsit nopowor
Gentoro c xentonaTeIM

OTTEHKOM 1BEeTa

[Moanunnocts:
A. Menrhas

b. A]’)OM&TH‘ICCKHB AMHUHOKHCIOTHI

Oxpaumnanne pactropa npenapara 5 cuire-(JHoNCTORLI uReT B NPHCYT-
CTBHH BHYPETOROrO peaKkTHBA,

Y®-cnewrp nornoulenma pacteopa npenapata b o6nacTs JUTHH BOJIH OT
250 no 300 nm aomkeH UMeTn MakcHMYM ipH (275£6) tm.
CoorHomenme onmuyecinx motHoeTeH Axrs/Asso JIOIDKHO BBIThH 11e Me-

Toarepixnena

A max =274 um

nee 1,0. 1,2
Ha xpomarorpamme nensiryemoro npernapara Ao NOABKTLCS NIATHO
B. lnuunn Ha YPORHE NATHA PACTROPA CTAHAAPTHOrO oBpasia rinnma. (TCX) Coorserctnyer

Bpems pacrsopetins

Cogeprxunoe (hnakosa JLOmKN0 PACTBOPATLCR NIPH BETPSXUBAHNH B 1-2
M Boast ana wirveruii, 0,9 % pacroopa varpia xnopuna, 0,5 % pac-
TBopa fpoKanta B Tetenne He Gonee | mun. (Busyansuuiit, xponomery-
PHUCCKHIT)

Memnee 1 mMun.

[poapausocTs pactsopa

Honcett 6brth npospautnm. (I'd PO, ODC.1.2.1.0007, 15)

[Tpospauen

LlseToern pacroopa

Oxpacia HenbITyemoro pacrsopa He aosmiia npeswiarts, dranon Y4.
(I'd P, OPC.1.2.1.0006.15, Meton 2)

Buigepwusaer

pl pacraopa Or 5,0 10 6,6. (pacTBOp, NPHIOTOBICHHELI 11 HCNLITATIT Ha «[Ipoapas- | 6,2
HOCTDY, (MorenunoMerpnueckoe onpeneneHHe, Ie Pep,
OdC.1.2.1.0004.15)

Hotepa 8 macce npu setcyiusanun | He Gonee 10 %, (F'd P, ODC.1.2.1.0010.15, criocob 1) 1,9 %

Mexannucckie prouenms:
- BHOUMbBIE

- HEBHAHMbBIC

Homxen seuiepicunar, TpeGopanng s TIPENAPATOB, NPeANasnayeHHbIX
AR BHYTPIMBILICTTOro aseaens. (IO Pd, OdC.1.4.2,0005.15)

B oaiom Quiakone:

- Cpeee Yueio uacTHy pasmepon |0 miem 1 Gonee e npentigract 6000;
- CPEIee HHCIIo uacTuL pasmepom 25 mim 1 Gonee ne npesnimact 600.
(Cuerno-oromerphueckmii, F'd Pd, ODC,1.4.2.0006. 15)

Buiaepixrpaer

36 w./uak,
1 w./nax.

Bam‘eplmm,uble DHAOTOKCHH I

He Gonee 35 E2/wmr. (lenb-tpoMG  Teer  (Meton A), I'd P,
OdC.1.2.4.0006.15)

Metiee 35 ED/mr

AHOMATLHAN TOKCHHOCT)

Jomxen 6brth Herorcuunpm, (I Pd, OBC.1,2.4.0004.1 5)

Hetoxenuen

Crp. 1 u3 2




CrephiIbHOCTD Jlomaen Obrts crepribhbM. (Merox weatGpannoii Guuastpani, [® PP, § Crepiien
0PC.1.2.4.0003.15)
Boicokomosneryanpribie Geaxn Ha xposatorpamMme HCHbITYEMOIO PAcTBOpa JOMKHDL oreyrersosars | Coorserernyer

TIKH pIMECEl, BPEMA YCPIRHBAHIA KOTOPHIX MCHEE BPCMCHTT YACPHH-
BAHHA [THKY GCHK&-MEI;)K?.D& = HHTOXPOAMA (:: YTO [OITBEPAIAET OTCYT=
crBile Besikon ¢ MonekyIpHOH Maccoit cabiure 12300 [a. (Ixcronosnon-
nas BN, T'd Pd. ODC.1.2.1.2.0005.15)

OHOPOIHOCT JO3HPOBAHII B coomcrcisun ¢ mpedosammvin  (AVEIS). ('@ PP, | Coorsercrnyer
OdC.1.4.2.0008.15, cnocob 2) n=10
AV =975%
Conepatie BOAOPACTROPHMBIX 110~ | COAepKAHHE BOADPACTBOPIMBIN [OARMCITTIAOK o Quakoue J0mWKHO | 5,7 Mr
AMAETITHAOR Guirh o1 3.0 110 7,0 mr. (CnexrpodoroMerprseckitii)
KoyecTBEHHOE ONPEie/ICHIE CozepsKanmue KopTeKeHia Bo (akoHe A0JH0 Obire 01 8.5 10 11,3 v | 10,5 vr

“nekTpodoTOMETPHHCCKRHI
(Crie BoToM K

buonordseckas aKTiBHOCTh

[Ipenapar caiTaor OHONOIINECKH aKTHRHDIN, CCi IHCKE THIOWAL
TRANH KOPHI TOIOBHOTO MO3FA 1I0CIE KYIBTHBHpOBAs ¢ N00aRICHHEM
JKCTPAKTA KOPTCKCHHA B KONLEHTpatiii 20 HIYMI HE MEHCe, HeM Ha 20
9 GoMbILE HIFEKCE IIOME B KorTposie. (BHoaornueckii)

Ha 23 % Bosblie KOHTPOIS

VnakoBka

Mo 22 ar moduumisata 5o (akoun 13 GECHBETROIO CTEKIA BMECTHMO-
CTBIO 5 MII, YKYTIOPEHHBIE NPOOKaMit PE3HHOBLIMH H o0KaTAHHBIC KO-
LKAMI] IOMIHIERRIMIL € OTPHIBHOT IURACTHROBOIT HAKIAIKOH Opak-
KEBOTO [LBETA.

[To 5 GakoHOR B KOHTYPHYIO A4CHKOBYIO YTIAKOBKY 113 FUICHKY HOJANBH-
HMJIXTOPHAHOI 117118 HoasTIcHTepe TIaTHON 1 (OIBIT AIHOMItHHC-
noii.

[1o 2 Koutypubie 54eiiKOBEIC YHAKORK ¢ HHCTPYKIKEN 1O NPIMCHEIINO
B TIaYKY M3 Kilp'i‘t)l{i'l.

Tlo 22 mr suoduanzara Bo daa-
KOHBL 13 DCCUBCTHOIO CTEKIA
RMECTUMOCTBIO 5 MIL, YKYDOpeH-
Hpie [IPOOKAMIt PE3HHOBRIMI 1
oOKatanybie  KOMIAMKaMI a0~
MITHHCBBIMH ¢ OTPBLIBHOI IIaci-
KOBOI  HAKTUKON  OpAIDKEBOTo
UBCTA,

[To 5 (uakoHOB B KOHTYPHYIO
AUCIHIKOBYKY YIIAKOBKY H3 [UICHKH
nonyrcHTepeTAaTHOl 1
(Goibri UHOMHHAEBOIR, o 2
KOHTYPHbIE  AueilKoBbE  ¥ild-
KOBKM € MHCTPYKiuIeil no nprnve-
HEHHIO B TIAYKY W3 Kaprota,

Mapkuposka

[lepruynas ynaxoska 1eK2peTBeHHOTO Nperapara

Ha orikeTke (1akona YKa3hlBaloT HAHMEHOBANNE ACPHKATENN perucipis
HHONHHOTD YAOCTOREPEHIA, TOPrOBOC HANMMEHOBAIHE JCKAPCTRCHIOND
HpenapatTd, LPEAYIPCAHTEbIYIO  MAPKHPOBKY U, JICKAPCTREHHYIO
(hopmy, KOIHUECTRO JCHCTBYIOWEIO BEULECTBA B MT. (hapmaro, HoMep
CEPHN H CPOK FOAHOCTIL

Ha 0TpBIBHYIO TIACTHRORYIO HAKIAAKY KOIAUKA QHOMUIIEBOIQ HAHO=
ent peiibeuyio patmes «f EPODAP My,

Bropryias VIRKOBKQ ACKAPCTRCHHOIO Upenaputa

Ha rraviice VKA3BIBANT HANMEHOBAHUE, TOBAPHLLI JHAK. 1pec, Teaedun n
fpaKe FepiRaTena PeriCIPALHONION0 YAOCTOBCPEHI, TOPTOBOE Lakne-
HOBAMHE JACKAPCTREHHONO APCIAPATE, NPEAYIPEANTENHIYIO MAPKHPOBKY
W, IPYIITHPOBOMHOE HUHMEHOBAHNE, JICKAPCTECHHYIO (popmy. KoHye-
CTRO AECTHYIONICTO BELLECTBA B MI. KOHECTBO (IAKOHOB 1 TTatKe, co-
crap, «CTePHILHOY. YCIOBHE XPAHCHHA, yenoBus OTIYCKA. AXPAHHTh B
HEAOCTYIHOM JLIH nereit MecTen, HOMECP perict PRUHOHHOTO )';l{)C'R‘JBC;'.\L‘,-
Hhs. wWipxoroit ko, dapmakoa. [Hpudros bpaitis i nauky HanoeAT
sropMatio «koprexcii 10 yry. Ha Aniesyio cTopoiy NaukH Hakiel-
BAIOT IOA0IPAMMY.

Ha 1auky HAHOCAT KOHTPOILHBIH HASHTHMIKAMOHHBIL 3HAK (IBYXMEP-
HBHT ITPHMXOBOH KO/). H TEKCT, AVEAHPYIOMHTT HHPOPMALLO, 3aK0AHPO-
BAHIYIO B HEM (ASHTHPHKALMOHHBIT HOMED, HEIMBIULY QUL cepHii-
HBEHT 1HOMEP BTOPHUYHOM YIIAKOBKM, HOMEp HPONEBOICTBECHHOI Cepim,
ST HCTCHEHMS CPOKA TOAHOCTH ).

Ha onbre AnoMIHICBOl YRA3HIBAOT HAKMEHOBAHIE JICpiiicni perits
CIPALMOHIONO Y/I0CTOBEPEHIS, TOProBOS HANMEHOBAINS JCKIPCTRCH-
HOFO GPENApATa, TPEAYIPENTEILHYIO MapKiposiy ®, JCRapCTBCHHYIO
dopMy, KOTHHUCCTRO AHCTBYIOUIETO BEILECTRA B AT

MapxipoBKa TPAHCIIOPTHOH TAPh! B COOTRETCIRINI ¢ 1OCT 14192-96,

CooTpercTRyeT

CooTpereisyel

XpaHeHHe

B qaiuieHios o1 CRETa MECTe NPH TEMICPATYPE HE BLINIE 257,

CpoK roaHocTi

3 roaa

JAKTIOUEHHE OKK: Jlexaperpenssii npenapar KOPTEKCHH®.
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Jl0B kGG O 09.0

1
creunannet CIY  BOBK C.M.ﬁ)

AHO(HIINZAT LA TPHIOTORIISIHA PACTBOPA U1 BHYTPHMBIIEHHOTO BBCAC-
rpyeT TpeGORAHHANM HOPMATHBHOTO JIOKYMCHT P NO03862/02-180918.

I'opaeera A0,

Crp.2u32




3anonusaemas Gopma

PA3PEINEHHE HA BBIITYCK

CEPHH IT'OTOBOW NPOAYKIIUU

No 112-2020 COI1-OK-0164-018/03/3®1

FEPOMAPM

Jner 1 uz 1

Hanmenopanue npoayxra
(nazBanme, 103UpoBKA, GOpPMA By cKa)

Koprexenn®™, Jmodmmsar jns  upurotonnenus
pacTBOpa Julst BHYTPUMBIIIETHOrO BRejeHHs, 10 mr
(pnaxon) 22 mr x 10 (nauka kaproumnas)

Ynakoska (nepsuiHas, BTOPHUIAS)

Dakonbt (5), ynakoBKH sSUeKOBEIE KOUTYPHEIE (2),
HAaYKH KAPTOHHDBIE

Homep cepun

4891219

Pazmep cepun

4134 yn.

HdaTa npoussojacrea

07.12.2019 .

T'onen o

07.12.2022 r.

Buajgenen perucrpanuonnoro

000 (I'EPODAPM», anpec: Pocens, 191119,

YIOCTOBEPCHHS r. Canxr-IlerepGypr, yi. 3renuroposckast, . 9

IIpousseaeno 000 «I'EPOMAPM», Poccus, 196158, r. Cankr-
[erepOypr, Mockorckoe woccee, a. 13, nur. B, nur, BJI

Ynakosano 000 «'EPODAPM», Poceus, 142279, Mockosckas o611,

ropojickoit okpyr Cepnyxos, paGounii nocenok Ofonenck,
TeppuTopus «Keapran A», ctp, Ne 5

Beinyckaromuii KonrpoJs Kauecrra

000 «I'EPODAPM», Poccus, 196158, r. Cankr-
[letepbypr, Mockogckoe wocce, a. 13, nur. BU, aur. BJI

HacTosamnm rmojrsepikaaro, uro npuBeAeHHAas BhIIE MHPOPMAIIHS SBISETCS JIOCTOBEPHOIT H

TouHoi. Jlannas cepus NpoayKIMM mpousBesena (BKIOUAas YHAKOBKY/MapKHPOBKY M KOHTPOJIE
KayecTBa) HA BHINIEYKA3AHHOH MNPOM3BOACTBEHHON IUIOWIAAKE B MOJHOM COOTBETCTBHH
tpeboBanusimu  [Ipasun NPOM3BOACTREHHON  NPaKTHKH,  JIMHEH3HOHHBIMH
TpeGoBaHuIMH, a COOTBETCTBHH €O COEUH(PHKALMAMH, COACPKAILMMHCT B
PCTHCTPALMONHOM  JI0ChE. 3alHCH 10 [IPOM3BOMICTBY, YNAKOBKE U AHAIH3Y IPOBEPEHBI H
YCTaHOBIICHO HX COOTBETCTBHE TpeGosauam [1pasui naaiexamneii npon3BoAcTRENHOM TPaKTHKH.
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