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«CBeaeHna o BBOAE B rpaxJaHCcKuni 0dopoT B Poccuinckon depepaumm neka PCTBEHHbIX
CpeacTB NoO COCTOAHUIO Ha 17.12.2020 17:31»
Jlara BHecenus B - Hposasonurenn Oprammas; Homep Homep, nara
e Toprosoe . . . Hopmarusnan BbIMYCTHBILIAS B
AHC (BBINY CKAWIHI Crpana Crellenust 0 cransx NpoHIBoaCTBEA . CepHH, paspenieHns
HAHMEHOBAHHE ) JNOKYMEHTAIHA TP IAHCKHI
Pocanpasnajisopa KOHTpoAb) MapTHH Ha KT
obopoTr
Opuon Kopnopesim, Ouunauans
B (¥ naxkosumk/thacoBuimk (B nepsuuHyio [1 NO15647/01-061217; Ham.
) B 2 ) ynaxkosky)): Opuon Kopnopedinm, Nel & ITNO15647/01-061217; p
abnerkn 25 2
17.12.2020 Tapetie S 2] “pao Guvnsinans | Ounassas (Y nakorinmk/bacosimk SO Lpnge

mr., 6nmcrepst (4),
HAUKH KapTOHHbIC

Kopnopeiiun

(BTOpHUHAS/TPETHUHAS YIIAKOBKA)):
Opuon Kopnopeiin, @uunsums
(IMpowussoanTens (rorosoi JIib))

Ham. No2 k I1
NO15647/01-061217; H3m.
Ne3 k [T NO15647/01-061217

bapma”

2030018




CEPTH®UKAT AHAJIU3A Crpanuua 1 u3 2

GSrIoN

OIYTAMUI 250 MI" TABJIETKH 84 TABJL.

Howmep npoaykra: 109307
Homep cepun Opuon: 2030018
Jlara npousBojcTRa: 23.09.2020
lNozten jo: 09.2023
Jlo3upoBKa/akTHBRHOCTE: 250 mr

Tadnerkn
84 tabnerku

JlekapeTrennasn opma:
Paszmep viiakoBkH:

Tun ynaxkosku: baucrep
YCII0BUA XpaHCHUS +15..25°C
CTpaHa Ha3HAYCHUS: Poccus
TECTBI METO/J TPEBOBAHUA PE3YJIBTATBI
LBer 113206-1 CBETIIO=KEIThIH CBETII0-KEIThIA
Dopma 113206-1 KPyT.1as ABOAKOBbITIYKIIas KPYri1as JIBOSKORBINTYK/Ias
Pucka 113206-1 HeT HET
Kox 113206-1 HeT HeT
[okpriTie 113206-1 HeT HeT
PacranaemocTs 113227-1 He foxee 15 Mun 6 MuH
Cpennss Macca 113207-1 632 mr— 698 Mr 665 Mr
Pacteopenue 30 munyT, Q=75% 107379-2 cooTreTeTBYET S| cooTBeTeTByeT Sl
(®apm. CHIA w Esp. dapm.)  (Dapm. CIHA u Egp. ®apw.)
COOTBETCTRYET 82
(Dapm. CIIIA w Esp. ®apm.)
COOTBETCTRYET 83
(MDapwm. CIITA u Esp. dapwm.)
Pacteopenue, cpeanee snauenue, Q=75% 107379-2 90 %
OAHOPOAHOCTE Macehl 113207-1 Ep. ®apn. Egep. dap.
HoamHHOCTh, uryTamu 107381-3 MOMOKRHTEIBHO MOJIOKHUTETLHO
Poxacteennsie npumecn, lpuveck B 107381-3 He Gonee 0,2 % <0,1 %
N-(4-nurpo-3-(rpudropmern)pennn)-
aLeTaMm
Poacreentsle npumeck, Tpuvecs C 107381-3 He Oostee 0.3 % <0.1 %
N-(4-Hurpo-3-(Tpudropmerun pernn)-
HPOTIAHAM ML
Poacreenusie npumec, [puvecs A 107381-3 He 6osee 0.2 % <0,1 %
4-HuTpo-3-(TPUPTOPMETHI )-aHHITHH
PojcTReHHBIE MPUMECH, APYras eJHHHYHAs 107381-3 He Gogee 0.2 % <0.1 %
PojicTBeHHbIE IPUMECH, CyMMapHo 107381-3 He bonee 0.5 % <0.1 %
Konuuecrsennoe onpeaenenue, gpuyramuil 107381-3 238 mr/Tad. — 262 mr/tad. 251 mr/Tad.
OJIHOPOIHOCTL 03WPOBAHUS. VCII. S, 122298-1 COOTBETCTBYCT TPeOOBAHHAM COOTBETCTRYET TPeOOBAHHAM
®apa. CIHIA u EBp. dapwm. ®apwm. CIIA u Esp. ®apm.
OIHOPOAHOCTH JO3UPOBAHUS, [IPHCMIL. 3HAY. 122298-1 He dosee 15.0 2,9
O0uee 41eno aapoOHLIX MHKPOOPTaHU3MOB 114678-1 He donee 1000 /1 <100 /r
O01nee YHCT0 APOKKEBLIX W MIICCHEBbIX 114678-1 He Gomee 100 /r <10 /r
rpuboB
Escherichia coli 114678-1 OTCYTCTBYET B | ¢ OTCYTCTBYET B 1 I

109307 _2030018 COA_03.12.2020_10:59:54 KATIRIST

Opuoun Kopnopeiiux [TponseoacreeHnas anueHsns Ne FIMEA/2019/000732

OPHOH ®APMA

Opuonuntue 1, 02200 Denoo [:."fﬂ.c‘llic_\-‘_\‘HKEﬂ}’ 7. 24100 Cano
n/s 65. 02101 Denoo :
Ten. +358 10 4261

Makc +358 10 426 3815

Tercrpémunkary 8, 20360 Typky
n/a 425, 20101 Typky

Ten. +358 10 42692

Make +358 104267777

Boasrmikary 8. Kyonuo
w's 1780, 70701 Kyonuo
Ten. +358 10428 611

Dakc +358 10 428 6444

CTen #3580 4261

i [
Opuon Kopniopeiiun, sapeructpuporantbiil odiic n anpec mecra naxoskaesna: Opuonnarie |, F1-02200 Denoo. PUHAAHINA



CEPTUD®UKAT AHAJIM3A Crpannua 2 u3 2
6 RION

®JIYTAMMU 250 MT TABJIETKH 84 TABJL.

Homep npoaykra: 109307
Homep cepun Opyon: 2030018

Opuon KopriopeiitiH, 3aBoi B Deroo,
Opuonunrie 1 FI-02200 Denoo
FIMEA/2020/001590
FIMEA/2019/000732

MMnowmaaKka, 0TBEYAKLIAA 34 KOHTPOIL KaYecTBa:

Ceprudurat coorsercTeua GMP:
TMpon3BoacTEEHHAR JHUEH3HA:

AeKTpOHHAS TTOMTTUCE 03.12.2020 10:59:44 Ozo6pero Ynoanomouerubn oM Karn Pucro (Kati Risto)

KoppekTHOCTB Tepero/ia YA0CTOBEPsI:

Jlyroeekas E.A.,
Memnemxep no kadecTsy H papmaxonaazopy 000 «Opuon dapmay

109307 2030018 COA_03.12.2020_10:59:54_KATIRIST

Opuon Kopriopeiiuin [Tpon3BoICTBEHHAA THUCH3HA No FIMEA/2019/000732

OPUOH ®APMA

Opnonnntie 1, 02200 Denoo Tercrpésunkary 8. 20360 Typky Boawrrikary 8, Kyonuo U Hoencyyakary 7. 24 100 Cano
n/a 65. 02101 Denoo n/a 425, 20101 Typky n/s 1780. 70701 Kyonuo

Ten +338 10 4261 Ten. +358 1042692 Ten. +358 10428 611 Ten +358 104261

hakc +358 10 426 3815 axc +358 104267777 axc +358 10 428 6444

Opuon Kopriopeiiuii, 3apericTpHpoBatHblil 0HHe 0 alpec MECTa HAXOHACHIA Opuonunrie 1, FI-02200 Dcnoo. DuHasHAR



GRION

GOIIYTAMU/ 250 MTT TABJIETKH 84 TABJI.

Homep 1ipoaykra:
Howmep cepum Opuon:
Jlata npousBoicTBa:
["oaen a0:
J03UpoBKa/aKTHRHOCTH:
JlexapcTBenHas dopma:
Pasmep ynmakosku:

Tun ymakosku:
YiioBus XpaHeHus:
Crpana Ha3HauCHUS:
Homep perrerpatiioHHoro vioctorepeHns

IpouzroacTReHHAn NIowAaaKa:

Ceprudukar cooteercTBHa GMP:
IMpon3BoacTBeHHAN JIHLICH3HSA:

[Trouraaxa, ocylecTBASIOWAA YIAKOBKY:

CEPTU®HKAT COOTBETCTBHUA

109307
2030018
23.09.2020
09.2023

250 mr
Tabnerkn

84 TadiieTkn
bmcrep
+15.25°%
Poccus
TTNO15647/01
Homep poceniickoit HI: TINO15647/01-061217. Ham, Ne 1-3

Opuon Kopriopeiiun, sasoi B Typky.
Tenrcrpénmurary 8 20360 Typky
004580/06.08.02.00/2017
FIMEA/2019/000732

Opuon Kopriopeitiny, 3asoxn 8 Calio,

Crpanuua 1 u3 |

Hoencyyukary 7 FI-24100 Cano
001894/06.08.02.00/2015
FIMEA/2019/000732

CepTuduxar coorBercteua GMP:
IIpouseoncTeeHHAn THUEH3NA:

Cyberanuns (ADH):
Homep cepuu ADH:
Haumenosanue npoussoaurens AGU:

DuyTamu
2016141
®epmuon O, Opuonnnkary 2, FI-10900 Xanko. ©unianins

Hactostumy s noATBEPHAIAI0, YTO BCE NPOU3BOACTBEHHBIE CTAIMH JAHHOH CEPUN FOTOBOFO NPOLYKTA OBLTH BEUIOAHEHB! B [10JHOM
COOTBCTCTRUM € TPCOORAHMAMU HALICKALLCH TPOM3BOICTREHHOI IPakTHKH (GMP) 1 B COOTBETCTBIN C TPEGOBAHHAMH perucTpaluoHHoro
J10ChE CTpaHbI-HA3HAYCHUS.

DNEKTPOHHAS MOANNHCEH 03.12.2020  10:59:44 Ounodpeno Ynoanomouennsiv anuom Karu Pucro (Kati Risto)

KoppexThocTs nepesoia yroctorepsito:
Jlyroeekasn E.A.,
Menexxep no kauectsy u papmakonaazopy 000 «Opuon ®apvay

109307 _2030018_COC_03.12.2020_11:00:05_KATIRIST

Opuon Kopnopeiix Ipoussoacrsennas imuensus Ne FIMEA/2019/000732

OPHOH ®APMA

Opuonunrie |, 02200 Denoo mucHul}-'}'}JKuT)' 7. 24100 €ano
n/a 65, 02101 Denoo i
Ten. +358 10 4261

Makc +358 10 426 3815

Tercrpemunkary 8. 20360 Typky
/s 425, 20101 Typky

Ten. +358 1042692

Makc +358 10 4267777

Boasrrikary 8, Kvonmo
/s 1780, 70701 Kyonio
Ten. +358 10 428 611

R el £358 10 4261
daxc +358 10 428 6444 <

Opuon Kopnopeiiuin, sapeructpuposanibiii oHe 1 aipec MecTa HAXOMACHHH - Opuonnirtie 1, FI-02200 cnoo, usnanans



