RION

ITepesod ¢ anznuiicko20 A3bIKA HA PYCCKUL A3bIK

CEPTH®HKAT COOTBETCTBUA Crpannma 1 m3 1

CUMIAKC 2,5 Mr/mi1, KOHUEHTPAT /15 IPHIOTOBJIEHHS PAcTBOPA s uHpy3Hi S Ma

Homep npoaykra:
Howmep cepnu OpHon:
Jlara mpoM3BOJCTBA:
T'ogen no:
Jlo3upoBKa/aKTUBHOCTD:
JlexapcTBennasn (opma:
PasMep ynakoBKH:

Tun ynakoBKH:
Vcnosus XpaHeHHs:
CrpaHa Ha3HAYEHHA!
Homep perncTpauoHHOrO
yAOCTOBEpEHHS

TponsBocTReHHAn IIOMANKA:

Cepradmxar coorpercTens GMP:
IIpousBoAcTBEHHAN JTHIEH3IHA:

134183

2100378

03.02.2022

03.02.2024

2,5 Mr/man

KOHUeHTpAT [ IPUIOTORIEHHS PACTBOPA JUIA HH(Y3Hi
5wMmn

@nakoH

+2,+8°C

Poccns

T1 N014971/01
Howmep pocemiickoii HI (RU ND): TTN014971/01-031120

Opwon Kopnopeiiins, 3aBoft B 3cr100,
OpuorunTre 1 F1-02200 Denoo
FIMEA/2020/001590
FIMEA/2019/000732

Inomajka, 0CymecTBAAIOMAS YIAKOBKY: Opwuon Kopriopeiiins, 3aBoft B Jc100,

Ceprudmkar coorsercreus GMP:
Ipou3BojAcTBEHHAS JIHICHIHA:

OpuonunTHe 1 F1-02200 Scnoo
FIMEA/2020/001590
FIMEA/2019/000732

Cy6eranuns (ADH): JleBocHMEH IaH /1A TIAPEHTEPATBHON0 IPHMEHCHHUA
Homep cepun ADH: 2050927
Haumenoranue nponsgoanTens ADH: Fermion Oy, Oulu plant, Laiketehtaantie 2, FI-90660 Oulu, Finland

HacTosumuM s TIOATBEPHKIAI0, YTO BCE MPOM3BOJCTBEHHBIE CTATHH NAHHOH CEpYM NOTOBOTO MPOAYKTA GBUTH BBHIIONHEHH! B MOTHOM
COOTBETCTBHH ¢ TPeGOBAHUAMHE HAJUIEKAIICH npousso/icTBeHHOM npakTHKH (GMP) 1 B cOOTBETCTBHM C Tpe6oBAHHAMM PETHCTPALTHOHHOTO

[OChe CTPaHbl-Ha3HAYCHHA.

DneKTPOHHAA TOMHCE 02.052022 11:14:37 Opobpeno Ynomiomouentsm oM Cammno Kypeonen (Sampo Kurvonen)

KoppeKTHOCTL IePeBo/1a YA0CTOBEPHI0:

I'pun EA.,

Pykosoanrens oraena kauecrea 000 «Opuon @apma»

134183 2100378 COC_02.05.2022 11:17:08_SAMPKURYV

Opuon Koprope#imH

IMpowseozcTeennas muuensus Ne FIMEA/2019/000732

OPUOH ®APMA

Opuonunthe 1, 02200 Ienoo Tercrpémunkary 8, 20360 Typky Bonerrukary 8, Kyonuo Hoencyynxary 7, 24100 Cano
/s 65, 02101 Dcnoo n/a 425, 20101 Typky /s 1780, 70701 Kyomnuo

Ten. +358 10 4261 Ten. +358 10 42692 Ten. +358 10428 611 Ten, +358 10 4261

daxc +358 10 426 3815 Maxkc +358 10 4267777 Maxc +358 10 428 6444

Opuon Kopnopeii, 3aperucTPHpOBaHHEIA O(NC H aZipec MECTa HAXOM/ICHN: OpuornnThe 1, F1-02200 Scnoo, DuunsnIus



Ilepesoo ¢ ananuiickozo Asvika na pycckuii Asvik
R ION CEPTHOHUKAT AHAJIN3A Crpannna 1 u3 1

CHMJIAKC 2,5 Mr/M1, KOHIEHTPAT LISt NPHIOTOBIEHNs pacTBopa st uHGY3Mit 5 M

Howmep npoaykra: 134183
Homep cepun Opuon: 2100378
Jlara npoussoactea; 03.02.2022
T'onen no: 03.02.2024
Jl03HpOBKa/aKTHBHOCTE: 2,5 Mr/mn
JlekapcTBeHHas (opma: Konuentpar s npurorosnenus pacteopa ans HHy3HH
Pasmep ynakosku: 5™
Tun ynakoskmu: Pnakon
Ycnosus xpanenus: +2..4+8°C
Crpana HazHaYeHUs: Poccun
TECTBI METOJ TPEGOBAHHSA PE3YJIBTATEI
Omucanne 100561-2 NpO3pavHbIi pacTBop NpO3payHEIH pacTBop
Lser 100561-2 OPaHKEBO-JKENThIH KENTBIH
KENTBIH

Hasnexaemsiii 06béM 100568-2 5,0 Mt - 5,6 Mn 52 mn
TNopmuuocTs, neBocuMennan, BOXX 113423-2 COOTB. XpOMarTorpamMme COOTB. XpOMaTorpamMme
TommuHoCTs, NeBocHMeHIaH, HK-cnextpomerpus 113423-2 COOTB. CIEKTPY COOTB. CIEKTpY
Konnuecteennoe onpeaencuue, JneBocumetgan, % 113424-3 95,0 % - 105,0 % 100,3 %
OnTuyeckas yrcToTa, JIeKCTPOCHMeHIaH 100593-2 He Gonee 0,6% <0,3 %
PoncTeennsie npumecn, ORM-2738 113424-3 He Gonee 0,2% <0,1 %
Poncreennsie npumecn, OR-1420 113424-3 He Gonee 0,15% <0,10 %
Poxctpennsie npamecn, OR-1649 113424-3 He Gonee 0,15% <0,10 %
Popcreennsie npumech, moGas 113424-3 e Gonee 0,15% <0,10 %
HEHJIEHTHHIAPOBAHHAA PHMECE
Poncteennsie npuMecn, cyMmapHo 113424-3 He Gonee 0,5% <0,1 %
Mexanuveckne Bxmodenus, 10 MkM Wi GoJtee B 113289-2 He Gonee 6000 19
KOHTeliHepe
Mexanudeckue prrovenus, 25 MxM uin Gosiee B 113289-2 He Gonee 600 14
KOHTelHepe
BakTepuasnbHbie 3H10TOKCHHED 121749-1 He Gonee 40 E3/mn He Gonee 40 E3/mn
CrepunsuocTs 113205-1 CTePHITBHEIR CTEPHITBHBIA
ILnomagka, oreeuaromas 3a KOHTPOJIL KaYecTBa: Opuoun Kopropeiiun, 3ason B Denoo,

Opuonnnrae 1 FI-02200 Denoo
Cepradukar cootsercreus GMP: FIMEA/2020/001590
Ilponseoacreennan anuenznsn: FIMEA/2019/000732
ONeKTpOHHAA TOAMHCH 02.05.2022 11:14:37 Ono6peno YronHoMoIeHHEM mariom Camiio Kypeoner (Sampo Kurvonen)
Koppexrnocrs nepesoga YAOCTOBEPHIO:
I'pun EA,,
Pykosoaurens otnena kauecrsa 000 «Opuon @apmay»
1341 83_72]00378_COA702,()5.2022_1 1:16:33 SAMPKURV
Opuon Kopropeitun IlpousBoncTeennas nuuensns Ne FINEA/2019/000732
OPHOH ®APMA
Opuonnntre 1, 02200 Denoo Tercrpémunkary 8, 20360 Typky Boasrrrkary 8, Kyonuo Hoencyynkary 7, 24100 Carno
/4 65, 02101 Bcmoo n/a 425,20101 Typky /s 1780, 70701 Kyonuo
Ten. +358 10 4261 Ten. +358 10 42692 Ten. +358 10 428 611 Ten. +358 10 4261
@akc +358 10 426 3815 Dakc +358 10 4267777 Daxc +358 10 428 6444

Opuon Kopnopeiimm, 3aPErHCTPHPOBAHHELH OdHC W aIpec MeCTa HAXOWKICHHA: Opnonnnrue 1, FI-02200 Dcnoo, Orunsumms
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