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Topronoo HAYMOHOBAHNHA

MeXyHOPOAHDD HONATOHTOOEHHEN HAIBIHHE

© (MAH)
Hexapcraonnan opMa

‘Reanpooxn
dopua BuinyCd

Herop capi (riapTuk)
O5B0M copun (napTvM)
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(Rikewag 14, 2870, Puur, Belgium)’

B C00TEOTCTEH 6 TPEGOREHHAMN POLOPL/IBHATD AXDHA OT 28.,11.2018 N 448-03 "0 BHOCSHRU KIMBHEHI D OTRNIBREIE SAXOHORATENDHEI BKTH

PoccuickoRt POATPALMA RO’ BOTPOCY DBOAD

PpUHWMAR DO BHKMEKWE nocTakeanstve (1papyTanteTea PoccuickoR SogepauRA
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_noATAOMKAAST CODTRETCTEH DLitLEYKAIAHHOR COPUA NBKNPCTBBHHOIO npenapara Ans Mep
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sa Alaon-Couvraur ov
Rijkawng 14, 2870 Puurs, Belglum
Talephone +32 3 880 27 11
Fax #3223 8902717
CEPTUDUKAT AHATIU3A
ATA (PRODUGCT, TRAVATAN (TPABATAH) BAK-FREE 2.5ML

OATA DPQU3IBOACTBA MANUFACTURING DATE] 20-02-2020

KQANPOAYKTA 742386

COAEHTO (EXPIRE D 20-02:2022

bl (COUNTRY CODE) RU
OMEP ANACC! Q RENC' ER 0188413
Konan PR CT CO 606
HOMEP CEPUU {BATCH NUMBER} 20B20GF
AT, ME 23-04-2020

TECT PE3YNLTAT CNEUUDUKALILA

AL-12418(D) (RL 0.3%) 2.9 He Gonee 3.6%

AL-12536(D) (RL 0.2%) 0 He Ganee 0.3%

AL-5848(D) (RL 0.1%) 0 He Gonee 0.2%

BopHan xuenora (000580) 98 80— 110% oT 3aABNEHHOro KoNW4YocTBa

MonuApOHUA XNopua 88.7 90 — 110% OT 3aABNENHOrO KoNuuacTsa

Ofiwee cogepxanne NpOAYKTOB AeCTPYIUK 29 He Gonee 4.0%

TpabonpocTa

TpasonpocT (kONU4ECTBEHKOB anpeaenexHve) 100.1 05% - 105% OT JAABNEHHOTD KONUIBCTBA

Mpo3pavHocTe BoijepyupasT CPagHEHHE & [lorxeH BsifepHABATD CPABHEHNS € 5TaNOHOM RS!

aranoxom RS

LeeTHoCT BecyaeTHbId Or BectisaTHaro Ao caeTho-xenToro (or B2 4o Y3)

MoanuxHocTs GopHAA KMEnoTa CoornetcTByeT Jlomxra cooToeTCTB0BATL cneuvcrkaunl

MoAnUHHOCT NONUAPCHUA XNOPHAR Cootpercrayar [lomK+a COOTBETCTEOBATH CNBUMMKALIMM

MoanMHHCCTS TPADeNpOCTa (¥YnuTpa-BaANOG) CooToertcTayer [loNKHA CODTRETCTBOBATDL cneuxdmkauu

MoanwhHocTs Ypasonpocra (ALO 6221) (TCX) Coaraercrayer [lonwHa COOTRETCTRBOBATS CrieUMdIMKaLUA

MexaHHyeckue BRIICHEHHA

©axTuyecky cpcfonen oT vacTuy

dakTnyecks caoBoaeH oT vacTuy

pH 6.8 64=7.0
OEMONANLHOCTL 278 265 - 320 mOcmikr
Hepoacreennas npumeca {1) () (RL 0.1 ppm) 0.2 He Gonee 0.75 ppm
HepoacTeenHas npumecs (2) (1) (RL 0.1 ppm) 0 He Gonae 0.75 ppm
HeponcTeexras npumecs (3) (1) (RL 0.1 ppm) 0 He Gonee 0,75 ppm
HepoacraesHas npumces (4) (1) (RL 0.1 ppm} 0 He Gones 0.75 ppm
HepoacteeHHAR Npumecs (5) (1) (RL 0.1 ppm) 0 He Gonee 0.75 ppm
Bewansnena (RL 0.1 ppm)(l) 0 He Gonee 0,75 ppm
MNpumech S (RL 0.1 ppm) 0 He Gonee 1 ppm
Npumecs U (RL 0.1 ppm) 0 Ha Gonoo 1 ppm
Npustecs T (RL 0.1 ppm) 0 He Gonee 1 ppm
Mpamecs X (RL 0.1 ppm) Q He Gonee 1 ppm
Npumecs Z (1) (RL 0.1 ppm) 0 He 6oneo 0,75 ppm
Dapokyp 1173 (RL 0.1 ppm) 0 He Gones 0.75 ppm
Npumecs @RRT 0.093 (RL 0.1 ppm)(1) 0 He Ganco 0.76 ppm
MBP {)) (RL 0.1 ppm) (1) 0 He 6onee 0.75 ppm
MTB ('} (RL 0.1 ppm) (I) 0 He Gonee 0.75 ppm
PTAB (RL 0,1 ppm)(I") [} He Gonee 0.76 ppm
dewnn cevon {) (RL 0.1 ppm) 0 He Goree 0,75 ppm
OfbLyee copepxanio npumecei Ges 0.2 He 6onee 1. 5 ppm
wHAUBMAYamsHLIX HOpM (I + Aapokyp 1173)
CTepunsHoCTs Coorpetcrayer CooToetersyer
|
Waenexasuuii o6wem 2.633mn
H. Ates, nognuck '
MpovasoacTaeHHbIR dhapMauesT, YnonHoMoueHHoe uLo
23 anpens 2020
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CEPTU®WKAT COOTBETCTBUA

Mponykr:
TPABATAH® xannw rnaassie
Koa NPOOYKTA: 742365

Crpana Ha2HaueHun:
Poccun

[eRcTay0U06 BAWOCTBO:
Tpasonpoct 0,04 mr/mn

NekapcTeenHas gopma:
Kannu rnasHee

Tun yNakoBKH:
2.5 mn B gponTefHepe

Homep copun:
20B20GF

Konuyecreo:
76330 yn.

NoctaBwMK PapMaleBTHYOCKOR CYOCTARLMM:
TpasonpocT: [-p Peaaw's NaGopatopve ATa (EY), BenukofpuTtaHua

fara npouasoacrea:
Cm. Cepmmdpukat AHanuaa

CpoK rogHoGTH
CM. CepTudimkar AHanuaa

Hasgakmue K aApec NPOMIBOAKTENA W BbINYCKAHWEro KOHTPONA:
C.A. AnxoH Kyepep H.B., Benbrua, Rijksweg 14, 2870 Puurs
Homep nuueHaum: 176

CeptuchuKaT Ha cooTReTcTEWe GMP
BE/GMP/2018/132

PeaynbTarsl aHanuia
Cm, Cepruchukar aanuaa

KommeHTapuu K ceprudukary
HA: N N015625/01-030713 Uam. Ne1-5
PY: M N015625/01

Naoveartia Tozhnlen! Operations
sa Aloon-Cauvraur ny
Rilksweg 14, 2870 Puurs, Bolglum

Telophons +32 3 880 27 11
Fax ¢322880 2717

MokasaTtenu «Ynakopka» u «MapxupoBka» NPOAYKTa COOTRETCTBYIOT tpeGonaHuAM ykasanHoA HA.

Cnenyiowve ynakosouHble MaTepuanti 6ol UCHONbIoBaHL!
- MepsuyKan ynaxoska: 42463/2

- HCTpyKUMA: B4797/4

- BropuyHan ynaxoska: 4310812

HacTos1IHM YIOCTOBEPAIO, UTO AaHHAL HHPOPMALUA HOATHHHA K BEpHA.

Jannas cepus coanana/ IpOMIBCACHE, BKIIOYAA yIIAXOBKY ¥ KOHTPOIE,
B COOTBETCTBHH ¢ TparunamMu GMP nokankHOro pery/iaTopHoro opraua 1
YNOCTOBEPEHHA MMNOPTHPYIOIUEl CTPAKE!. O6paboTka, yakoBKa M aHAIN3 CePHH CO
GMP. anuan cepHs COOTBETCTRYET TpeGORAHUAM CTATLH 51 Esponeiickom napnameHTy

2001/83/EC.

K. Verresen, nognyck
MNponasopcTaeHHBIR thapMalesT, YnonHoMoveHHoe nvuo
15 man 2020

Ha BRILECYNOMAHYTOM MECTE IIPOM3BOJCTBA
crnennukayuelt perucTpaLMoOHHOro
OTBETCTBYIOT TpeOOoBaHHAM

nupexruse Conera



