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Srion

DIIVTAMHAJ 250 MTI' TABJIETKH 84 TABJI.

Howmep npomykra: 109307
Howmep cepun Opuon: 2088822
Jlara npousroIcTRa; 28.12.2021
Tozen 1o: 12.2024
Jo3MpoBKa/ak THBHOCT: 250 mr
Jlekapersennasn dopma: Tabnerkn
Pasmep vnakoskn: 84 Tabnerkn
Tun ynakosku: Banerep
Venorns xpanenns: +15..25°C
CtpaHa HazHaueHus: Pocens
TECTBI METOJ TPEBOBAHUSA PE3YJIBTATBI
Lger 113206-1 CBETII0-KENThii CBETIIO=AKENThIH
®opma 113206-1 Kpyrias JBOAKOBLIIYKI1as Kpyrias ABOAKOBbINY KJias
Pucka 113206-1 HeT Her
Kox 113206-1 HeT HEeT
IMoxprrTie 113206-1 HET HeT
Pacnazaemocts 113227-1 He Oonee 15 MuH 6 Mun
Cpeanss macca 113207-1 632 mr — 698 mr 664 Mr
PactBopenue 30 munyT, Q=75% 107379-2 cootBercTByeT S| coorBercTByYeT S|
(®apy. CLIA w Erp. dapm.)  (dapwt. CLIA u Esp. ®apw.)
COOTBETCTBYET §2
(Papwm. CIIA u Esp. dapm.)
COOTBETCTBYET S3
(Papm. CLLA u Esp. ®apm.)
Pactopenne. cpeatee snauenne, Q=75% 107379-2 94 %
OaHopoHOCTL Macch 113207-1 Esp. ®apm. Esp. ®apm,
[MoxmunuoceTs, gayramia 107381-3 MOJI0KUTETLHO MONOKHTETLHO
Poxcreennsie npumecn, Tpuvecs B 107381-3 He Goxee 0,2 % <0,1 %
N-(4-Hurpo-3-(rpudpropmeriin)denn)-
areTaMHI
Pozxcreennsie mpumeck, Tpusecs C 107381-3 ne oonee 0.3 % <0.1 %
N-(4-nurpo-3-(tpudropmernn)henn)-
HpoIaHaMuI
Poacreennsie npumvech, TTpuvecn A 107381-3 He Gomee 0.2 % <0,1 %
4-auTpo-3-(TprudTopMETIII)-AHIITIH
Poncteennble npuvech, apyras enHuHas 107381-3 ne donee 0,2 % <0.1 %
Poacreennbie mpumech, cymMmapHo 107381-3 He dosnee 0.5 % <0.1 %
Konnuecrsennoe onpenenenue, duytamng 107381-3 238 mr/Tad. — 262 Mr/Tab. 249 mr/Tab.
O/1HOPOAHOCTE 103HPOBAHNS, VCII. €1, 122298-1 COOTBETCTBYET TpebOoBaHMAM COOTBETCTRYET TpeGoBAHUIM
®apwm. CIIA u Esp. dapm. ®apwm. CLUA w Esp. ®apm.
O1HOPOAHOCTL 103HPOBAHNA, TIPUEMIL. 3HaY. 122298-1 He Gonee 15.0 1.5
O6uee 4ncno aspoGHBIX MUKPOOPTraHH3MOB 114678-1 He Gonee 1000 /r <100 /r
O0LIee YHCI0 APOKIKEBLIX H MIIECHEBBIX 114678-1 He Gonee 100 /r <10/r
TpudoB
Escherichia coli 114678-1 oTcyTeTRyeT B 1 1 oTCYTCTBYETB | T
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Opuon Kopriopeiiuin poussocreenuas nnuensus Ne FIMEA/2019/000732

OPHOH ®APMA

Opuonnntie 1, 02200 3enoo
n/a 65.02101 Denoo

Ten. +358 10 4261

Makc +358 10 426 3815

Terctpemunkary 8, 20360 Typky
/s 42520101 Typky

Ten. +358 10 42692

Daxc +358 10 4267777

Bonerrukary 8, Kyonuo Hoencyyn katy 7, 24100 Cano
n/s 1780, 70701 Kyonwno
Ten. +358 10 428 611

Maxc +338 10 428 6444

Ten. +358 10 4261

Opuon Kopnopeiiiin, 3apeructpiposanHbiii opuc n anpec Mecra naxowenns: Opronuntie |, FI-02200 Dcnoo, DunasHINS
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DIYTAMMI 250 MT' TABJIETKH 84 TABJI.

Homep npomykra: 109307
Homep cepun Opuon: 2088822
Tnomanka, orBedaroman 3a KOHTPOIL KAYECTRA: Opwon Kopriopeiiun, 3asoj 8 Denoo,
Opuornnrie 1 FI-02200 Henoo
Cepruduxar coorsercrens GMP: FIMEA/2020/001590
Tpoussogcrsennan nuuensusn: FIMEA/2019/000732
DNeKTPOHHAS [MOANHC 18.02.2022 10:22:38 Onobpeno Ynonnomouennsiv nnuom Karn Pucro (Kati Risto)

KoppexTHocTs nepesoaa YAOCTOBEpPHIO:
I'pun E.A.,
Pykosoautens orxena kauecrsa 000 «Opuon Dapman
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Opuon Kopnopeiiwn Tpoussoncteertas nuewsns Ne FIMEA/2019/000732

OPUOH ®APMA

Opuonnntue 1, 02200 Denoo Tercrpémunkary 8, 20360 Typxy Bonwrrukary 8, Kyonuo Hocucyynkary 7, 24100 Cano
n/a 65, 02101 Denoo n/s 425,20101 Typky n/s 1780, 70701 Kyomno

Ten. +358 10 4261 Ten. +358 10 42692 Ten. +358 10 428 611 Ten. +358 10 4261

Makc +358 10 426 3815 Makc +358 10 4267777 Maxc +358 10 428 6444

Opuon Kopriopeiiuin, 3aperdctpuposaniibiit odmc 1 anpec Mecra Haxoxaenus: Opuonunrae 1, FI-02200 Denoo, Gunnaunus



SrioN

CEPTU®HKAT COOTBETCTBHSA

OIYTAMHUI 250 MI' TABJIETKH 84 TAB.L.

Howmep npojykra:
Howmep cepun Opuon:
Jara nponssoacrsa:
Toaen ao:
Jo3npoeka/akTuBHOCTD:
Jlekapcreennas hopua:
Pasmep ynakoskn:

Tun ynakosku:
Ycnosus xpaHeHus:
Ctpana HasHaueHus:
Howmep perncrpaunontoro yiocrorepenns

n]:)OII’JBO.C[CTBeH Haf IomajaKa:

Ceprudurar coorperersus GMP:
Ilponszeoacreennas muuensun:

TLromaaka, ocymecTsanwman ynakosxy:

Ceprudurar coorBercrens GMP:
[Tpom3rocTBennan Tnuensun:

Cyberanuusn (ADH):
Homep cepun AOH:
Hanmenobanue nponssoanrenn AMI;

109307
2088822
28.12.2021
12.2024

250 mr
TaGnetkn

84 radnerkn
bimcrep
+15..259C
Poceus
ITNO15647/01

Homep poceniickoii HJT: TT NO15647/01-050321

Opnon Kopniopeiiwn, 3asosa & Typky.

Tenrcrpémunkary 8 20360 Typky
004580/06.08.02.00/2017
FIMEA/2019/000732

Opuou Kopniopeiiun, sason B Cano.
Woencyynkary 7 FI-24100 Caro
FIMEA/2020/007862
FIMEA/2019/000732

Dayramig
2044372

Crpannua 1 u3 1

Depyon Oit. 3aron B Xanko. Opuonnukary 2, FI-10900 XAHKO. OuaTAH N

Hacroswmm s noateepkiao, 4to Bee NMPOH3BOACTEEHHbIE CTALNH IanHOMN CEpUH TOTOBOTO TPOAYKTA ObIIH BBITOJHEHB! B TOIHOM
COOTBETCTBHH ¢ TPEOOBANHAMN HAUTEKALIEH IPOU3BOACTBEHHOI MpakTHkH (GMP) 1 B COOTRETCTRIN ¢ TPeGOBAHNAMU PErHCTPALHOHHOTO
JI0ChE CTPAHbI-HAZHAYCH U,

DNeKTPOHHAS TOANNCE 18.02.2022 10:22:38 Onodpeno Yronxomouennsiv oM Kati Prcro (Kati Risto)

KoppekTHocTb nepeBoaa yaocrosepsio:
I'pun E.A.,
PykoBoauTens otaena kauecrsa 000 «OpuHoH ®apma»
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Opuon Kopriopeiiun [lpoussoncraennas anuensua Ne FIMEA/2019/000732

OPHOH ®APMA

Opuonuntie 1, 02200 3cnoo
n/s 65, 02101 enoo

Ten. +358 104261

Makc +358 10 426 3815

Tercrpémunkary 8, 20360 Typry
n/5 42520101 Typky

Ten. +358 10 42692

Maxc +358 10 4267777

Boawtrukary 8, Kyonno HoeﬂcyyHKaw 7.24100 Cano
/s 1780, 70701 Kyonwuo
Ten. +358 10 428 611

Dakc +358 10 428 6444

Ten. +358 10 4261

Opnon Kopnopeiilun, 3aperucTpuposaHHstii ouc 1 anpec MecTa HaxowIeHs OpuonnnTie |, FI-02200 Dcnoo, Dunnguins




«CBefleHnA o BBOJE B rpaxaHCKuni obopoT B Poccunckon de

CpencTs no cocrtoAHMio Ha 31.05.2022 19:10»

Aepaunm NekapcTBeHHbIX

Opranmsanus,

Jlata BHecenus B Hpomssoaurens Homep Homep, nata
Toproeoe N . N HopmaTnsnan BLINYCTHRBINAS B
AHC (BbImyckalomui Crpana Crellenns 0 CTajiHAX NPOM3IBOACTRA i CepHH, paspemenns
HAHMCHOBaHHE JNOKYMeHTalHs TPaXKJIaHCKHIA
Pocanpasnaizopa KOHTPOJIL) NAPTHH na HJIIT
oflopor
Opuon Kopnopesimn, Gunnsngus
oo 3. i L
E i ope!
250 mr 21 wir., Opnon i 11 000 "Opuon
31.05.2022 1 W/thac < 2 22
310220 Omictephi (4), naukn Kopniopemn DHHIAH MR Dunnsiins (¥ makosmk/pacormuk NO15647/01-050321 Dapma” 0888

KapToHHble/ ~

(BTOPHUHAA/TPETHYHAA YNAKOBKA)); OpHoH
Kopnoperum. ®unnsmms (Mpowseogmurens
(roroson JId))




