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6RION

Iepecod ¢ aneauiickozo 836IKA HA PYCCKUI A3bIK

CEPTU®HUKAT AHAJIU3A

Crpanuua 1 n3 2

CTAJIEBO 100 mr+200 mr+25 mr, Tad/IeTKH, TOKPbITBIC nJeHo4uHoii odosoukoii, 30 TadaeTor

Homep npojykra: 148243
Howmep cepun Opuon: 2074766
JlaTa TipoM3BO/ICTBA: 26.07.2021
Tozaen no: 07.2024

J1031pOBKa/aKTUBHOCT!
Jlekapersennas opma:

Pasmep yITaKoBKH: 30 Tabaerok

T yrakosku: drakoH
Venosus XpaneHust: +15..25°C
Crpana HazHAuEHNS: Poceus

100 Mr+200 Mr+25 M1
TabneTku. MOKPLITHIE [LIEHOUHOI 000104K0H

TECTHbI METO/1 TPEBOBAHUSA PE3YJIbTATDI

[ger 113206-1 KOPHYHEBATO-KPACHDIT KOPUYHEBATO-KPACHBIT
CepOBATO-KPACHBIT

dopma 113206-1 OBAILHAA OBAJILHAS

Koa 113206-1 LCE 100 L.CE 100

Pucka 113206-1 HET Her

ToxpbiTie 113206-1 TTOKPbIThIE TUIEHOYHOT TTOKPBIThIE [7IEHOMHOMH
000J104KOi 000104KO#

Cpeanss Macca 113207-1 558 Mr-616 mr 594 mr

OLHOPOIHOCTH MACChI 113207-1 Erp. dapwu. Esp. dapm.

OHOPOAHOCTD J103HPORAHNS. IHTAKATIOH 113668-1 COOTBETCTBYET TPeOOBAHMSAM COOTBETCTBYET TPEOOBAHMAM
Mapym. CLIA n Esp. ®apm. Mapw. CLUA n Esp. ®apy.

OAHOPOAHOCTh J03MPOBAHIA. IHTAKANOH, KpHTEpHii 113668-1 He Gonee 15.0 1.5

MPHEMIIEMOCTH

Pacreopenyie B Teuenne 45 vunyT. nerojona, Q=75% 123911-1 Coorsercryet S1 Cootsercrryer S1

PacTBOpeHye, J1eBo1ona
Pactropeniie & Teuenye 45 vuny T, kapduona, Q=75%

Pacteopenne. kapOuaona
Pacreopenite B Teuenue 45 MunyT. snTakanon, Q=75%

PacTBOpeHie. IHTAKANOH

OcTatouHble OPraHMyecKHe PacTBOPHTE T, 3TAHO
ToumaHoCTs, Tepojgona. BOAKX RU
Hommmnocts. nesogona. YO/ ML RU

Mo mnnoceTh, kKapGuaona, BOAX RU
[ommmnocts, kapouaona., YO/ IMJT RU
[MouninHocTs., FHTakanon, BOAX RU
otiaHocTs., onTakanon, Y&/JIMJ1 RU
KonmuecTBeHHOE OTIpe/IeNieHHE. JICBOI0TIA RU
KommectBenHoe onpe/eienne. kaponiona RU
KommdecTsennoe onpeeenne, snraxaron RU
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123911-1
123911-1

123911-1
100920-3

100920-3
112837-1
122881-1
122881-1
122881-1
122881-1
122880-1
122880-1
122881-1
122881-1
122880-1

(®apm. CILIA u Esp. ®apm.)
Cootsercryet S2
(dapnm. CHIA w Esp. ®apwm.)

Cootrercrayer S1 (Dapw.
CHIA u Esp. dapn.)
Cootrercryer S2 (Papm.
CILUA w Esp. ®apm.)

Coorsercreyer S|
(dapn. CLIUA u Esp. Dapwm.)
CoorBercTByeT 52
(®apn. CILIA n Esp. ®apm.)

ne dosnee 0.5%
NMOJOKNTEILHO
MOJOKUTEIIBHO
TOJIOAKHUTEIbHO
TOJOAHUTCIIBHO
TOJIOAKHUTETBHO
MOJTOKHUTC/ILHO

95.0 mr/tadn. - 105.0 mr/radn.
23.8 mr/Tabn. - 26.3 Mr/Tad.

190.0 Mr/Tadi. - 210.0 mr/rabn.

(apm. CLUA u Esp. ®apm.)

98 %
Coorsercrryer S1
(Papn. CIHA u Esp. ®apw.)

99 %
Coorserctayer S|
(dapn. CIIA u Esp. ®apm.)

96 %

0.3 %
MOIOAKNTEILHO
MOIOEKNTENLHO
TIOJIOAHUTEIIBHO
MOJIOKHATEIIBHO
MOIOKATEILHO
TTOIORUTENLHO
102.0 mr/Tadi.
24.7 mr/Tadn.
200.0 mr/Tadn.

Opuon Kopnopeiiinn

OPHUOH ®APMA

Opuonnnie 1, 02200 Henoo
n/g 65, 02101 Denoo

Ten. +358 10 4261

(dake +338 10 426 3815

IpouseoacTeennas muiersns Ne FIMEA/2019/000732

Tercrpemunkary 8, 20360 Typky

n/a 425, 20101 Typky
Ten. +358 10 42692
Mdake +338 104267777

Boaprrukary 8, Kyonuo
n/s 1780, 70701 Kyonwo
Ten. +358 10428 611

ake +358 10 428 6444

Hoencyynkary 7. 24100 Cano

Ten. +358 10 4261

Opuon Kopriopeiitms, saperucTpupoBanHblii 0(Uuc i aipec MecTa HANOAACHHA: Opuonnntue |, FI-02200 Denoo. Duaisumns




SrioN

[lepesod ¢ anauiicko20 A3pIKA HA PYCCKULL 361K

CEPTUO®UKAT AHAJIU3A

Crpannua 2 u3 2

CTAJIEBO 100 Mr+200 Mr+25 mr, Tab/1eTKH, NOKPbITLIE MIEHOHOIT 060104K0ii, 30 TabeToK

148243
2074766

Homep npoaykra:
Honmep cepunt Opuon:

TECTBI METOJ TPEBOBAHUA PE3YJIbTATHI

[Tpoi. Aerpazatny TeBo 10T, emHiHas necnieund. RU 122881-1 ne Gonee 0.1% 0.0 %

TIPOL. Jerpajatui JIEBOIOTRL, CYNMApHOE COepRaHIe 122881-1 e Gosee 0.3% 0.0 %

RU

[Tpoz. Jlerpajauun kapouioiibl. MeTHI10TIA RU 122881-1 He dosee 0.5% 0.2 %

Ilpoa. nerpajaumu. 3.4-uruapokcHpeHHITpoTian-2-0H 122881-1 ne bosee 1.2% 0.0 %

[Tpos. aerpazaumn KapOHIOTIBL, ¢IMHHYHAA Hecneund. 122881-1 He 6onee 0.2% 0.0 %

RU

[1po1. ierpaaiy KapOuIoTibl, CYMMapHoe cojlepskanne 122881-1 He donee 2.0% 0.2 %

RU

[pos. erpajaiun sutakanona, Z-usomep RU 122880-1 He Gosee 0.5% 0.0 %

[Tpoa. Aerpaatim HTaKanoHa. eAHHIIHAT Hecreund. 122880-1 ne donee 0.1% 0.0 %

RU

[1po1. Jerpaiatinit IHTAKATOHA, CY MMAPHOE COJlepKanHe 122880-1 ne dosee 0.7% 0.0 %

RU

OaHOpoANOCTL A03HpoBanns, Jerojgona RU 122878-1 COOTBETCTBYET TPEOOBAHUAN COOTBETCTBYET TPeDOBAHUAM
Mapm. CILIA n Esp. ®apw. Mapw. CLUA n Esp. dapw.

OIHOPOAHOCTH 103HPOBAHNSA, JIEBOIOTIA, KpUTEPHT 122878-1 He Gomee 15.0 1.7

npuemaemoctn RU

OxHopoHoCTL JAo3uposatina., kapoiona RU 122878-1 COOTBETCTBYET TPEOOBAHMAM COOTBETCTBYET TPEOOBAHUAM
dapw. CIIA 1 Esp. ®apm. ®apn. CLIA u Esp. @apm.

O AHOPOHOCTh J103HPOBaHIS, Kapdiaona. KpHrepiii 122878-1 e Gonee 15.0 6.0

npuenemocti RU

O61ee YU 10 aIpodHBIN MUKPOOPraH3MOB 114678-1 He Gonee 1000/r <100 /r

OfiIce YNEN0 APOAKERBIN 1 I11IECHEBBIN rPHEOR 114678-1 ne donee 100/r <10 /r

Escherichia coli 114678-1 OTCYTCTBYET B | 1 OTCYTCTBYET B | T

Taowaaka, 0TBEYAWIASA 32 KOHTPOIL KAYECTBA:
Ceprudmrat coorBetcTBHA GMP:
[Tpon3BoACTBEHHAR THLEH3HA:

Maowaaka, oTBeNaKIAA 32 KOHTPOJIb KayecTsa:

Ceptuduxar coorsercTeua GMP:
Jlnuensus:

Opuon KopriopeiiiiH, 3aBoj1 B oo,

Opuonnnarie 1 FI-02200 Denoo

FIMEA/2020/001590
FIMEA/2019/000732

Keunra-Anasuruka C.P.O..

[Ipara 1486/18¢ CZ-102 00, TTpara 10, Yewckas PecnyGimka

SUKLS1182.2019 HUM
SUKLS110146/2020

DackrponHas moarmies 13.11.2021 14:24:37 Ynoanomouentoro smia Huru Crpanaun-Tycraecon (Inga Strandin-Gustafsson)

KOoppeKTHOCTH NEPERO/IA YAOCTOBEPSIO:
I'puu E.AL,

Menexaep no kadectsy i papmaronaizopy 000 «Opuon Gapmar»
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Opuon Kopriopeiimn

OPHOH ®APMA

Opuonunmie 1, 02200 Denoo
n/a 65, 02101 Denoo

Ten. +338 104261

ake +358 10426 3815

n/a 425, 20101 Typky
Ten. +358 10 42692
hakc +358 10 4267777

Tercrpemunkary 8, 20360 Typxy

[IpomseosicTeennan anuensis Ne FIMEA/2019/000732

Boawrrukaty 8. Kyonuo
n/s 1780, 70701 Kyonno
Ten, +358 10428 611

Makc +358 10 428 6444

Hoencyyuxary 7, 24100 Cano

Ten. +358 10 4261

Opuon KoprnopeiiiH, 3aperucTpupoBanibiil o(He 1 alipec MECTa HAXORACHHA Opuonnntie 1, FI-02200 Denoo. PuHasnns



GRION

ITepesod ¢ anoauiickooo 53eika HA PYCCKIUL A3bIK

CEPTUOUKAT COOTBETCTBUA Crpannua 1 n3 2

CTAJIEBO 100 mr+200 mMr+25 mr, Tad/IeTKH, NOKPBLITLIE MJIEHOYHOI 000/104K0ii, 30 Tad1eToK

Homep npoayvkra:
Howmep cepun Opuon:
Jlara npousBojicTra:
l'onen 1o:
JI03MpOBKA/aKTHBHOCTE:
Jlekapereennas popwma:
Pasviep yiakoBkm:

THTI VITAKOBKH!
YeaoBus XpaneHust:
Crpana HazHayeHus:
Homep perueTpatnonioro
VJI0CTOBEPEHNS

"]JOH]BOJ]CTBEHHRSI niomagKka:

Ceptudurat coorsercrans GMP:
ITpoussoacTBeHHAst THUEH3HA:

148243

2074766

26.07.2021

07.2024

100 Mr+200 Mr+25 mr

Tabuerku, NOKpPLITLIC TICHOUHOH 000T10KOH
30 rabaerok

drakon

Poccus

JIC-000759
Howmep poceniickoit HJT: JIC-000759-210618. Mam. Ned o1 10.01.2020. U3m. Ne2 ot 14.09.2020

Opuon Kopriopeiitrs, 3asoz B Dcroo.
Opuonunrue 1 FI-02200 Denoo
FIMEA/2020/001590
FIMEA/2019/000732

[aowmaaka, ocymecTBASIOWAS YIAKOBRY: Opuon Kopriopeiiun. 3asoa s Calio,

Ceprudurar coorsercreus GMP:
TpousBoacTBeHHARA MHLIEH3HSA:

Cy6eranuus (ADH):
Homep cepun ADH:

HaumenoBauue npoussoaureas AG®H:

Hoeneyyuxary 7 FI1-24100 Cano
FIMEA/2020/007862
FIMEA/2019/000732

JIEBOJIOITA USP EP (AKHHOMOTO)
2047347

Kanagawa. Japan

Cyocranuus (ADH): IDHTAKAIIOH

Howmep cepun A®U: 2061031

HanumenoBanune npoussoantens AGU: Fermion Oy, Hanko plant, Orioninkatu 2. FI - 10900 HANKO., Finland
Cydcranuus (ADH): DHTAKAITOH

Homep cepun ADH: 2061032

Hanmenosanue npoussoantenn ADOH: Fermion Oy. Hanko plant. Orioninkatu 2, FI - 10900 HANKO. Finland
Cyberanuns (A®H): SHTAKATIOH

Homep cepun ADH: 2061033

Haumenosanue npoussoanreas AOU: Fermion Oy. Hanko plant. Orioninkatu 2. FT - 10900 HANKO. Finland
Cyberanuus (ADH): SHTAKAIIOH

Homep cepun ADH: 2061444

HaumenoBanue npoussoaurens AOGH: Fermion Oy. Hanko plant, Orioninkatu 2, FI - 10900 HANKO. Finland
Cyberanuus (ADH): KAPBHUJIOITA

Homep cepun A®U: 2058434

HaumenoBanue npoussoautens AOH: Fermion Oy, Hanko plant, Orioninkatu 2. FI - 10900 HANKO. Finland
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Opnon Kopriopeiitin

OPHOH ®APMA

ITpoussoacTeenHas nnuensus Ne FIMEA/2019/000732

Opuonuntie |, 02200 Hernoo Tercrpémunkary 8. 20360 Typky Boawrmkary 8, Kyonuo Hoencyynkary 7. 24100 Cano
n/g 65, 02101 Denoo n/a 42520101 Typky n/a 1780, 70701 Kyonwo

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

Makc +358 10426 3815 Makc +358 104267777 Maxc +358 10428 6444

Opuon Kopriopeimm, saperucrpupoBanibii 0QHe 0 aIpec Mecta Haxoaaenns: OpronndTie |, FI-02200 Jcnoo, GUHISHN

Ajinomoto Co.. Inc.. 1-1 Suzuki-Cho. Kawasaki-Ku. JP - 2108680 Kawasaki.



ITepesod ¢ anenuiickoco Azeika Ha PYCCKUull A36IK

CEPTU®UKAT COOTBETCTBUS Ctpannua 2 u3 2
6 RION

Homep nipojykra: 148243
Howmep cepun Opuon: 2074766

Hacrosiumum st 1101 IBCPARIAdIO. HTO BCC TPOHIBOIACTBCHHBIC CTAIAWK JIaHHOH CCPHH TOTOBOTO TIPOJAVKTA ObLIH BBITIOJHEHBI B TIOJHOM
COOTBCTCTBHH C TPC6UBaHHﬂ‘f[H HaUIe/KateH Ilp()H'SBO,'J.CTBCHHOﬁ TIPAKTHKH {CIMP] H B COOTBCTCTBHH C ‘I'pl‘.‘ﬁOHﬂHHHMM PETHCTPALHOHHOTO
JOCLC CTpaHbI-HAZHAYCHHSA.

Dnekrponnas noamack 15.11.2021  14:24:37 Ynoanomouennoro mia Muru Crpananu-1yeradecon (Inga Strandin-Gustafsson)

KoppekTHOCTEL epeBoIa Y10CTOBEPI0:
I'pun E.A.,
Menexkep no kauectsy u gpapmaronazopy 000 «Opuon Mapmar
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Opuon KopriopeiiiH ITpouseoacTeentas nuuensus Ne FIMEA/2019/000732

OPHOH ®APMA

OpuonudTie 1, 02200 Denoo Tercrpémunxary 8, 20360 Typky Boswrrkary 8, Kyonio Hoeneyynkary 7, 24100 Cano
/s 65. 02101 Denoo n/a 425, 20101 Typry n/s 1780, 70701 Kyonuo

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

Bakc +358 10 426 3815 hakc +358 10 4267777 hakc +358 10 428 6444

Opuon KopropeiitiH, 3aperucTpupoBaiHbiii ohue u aipec Mecta HaxoxaeHus: Opuonuntue 1, FI-02200 Dcnoo. Ounisuans



