JEKJIAPALIUSA O COOTBETCTBUH

JEKJIAPAHT, IPHHUMAIOIITHI AEKIAPAIIHIO O COOTBETCTBUH

000 "tOCE ®apma JToeucmure”

Ceedenun o peucmparuu opeanusayuu: Mexcpaionras uncnexyua OedeparsHon Ha1020601 cvorcbol No 46 no
2. Mockee 02.08.2010, OI'PH 1107746610180, oama npuceoenua OFPH 02.08.2010.

Aopec: 105082, 2. Mockea, Ilepesedenoscruii nepevaor, 0.13, emp. 21. Teaehon:8(493)644-33-22

B nuye: enepaionsiit dupexmop Viwenuna C.A.

Hosepennoe auyo: Apnaym E. ., dosepenriocme Ne JJ-FOPI-12 om 02.08.2018 e.

3ASIBJISAET, UTO

nexapemeennoe cpeocmeo: Hoomponua pacmeop 0as suympusenno2o ssedenus 200 v/, avnviast 5 v (6),
noodonsl naacmuxossie (2), nauku kapmounvie, PV No IT NOI4242/01 om 28.05.2009 (dama 3avens: PY
07.11.2017) ewioano 1OCE @apya C.A., cepus 19E27, napmun 13012 ynaxosor, coden oo 30.04.2024.
npouseodcmea Micura Papmacviomuxars C.p.a., Hmaws, Aesica Pharmaceuticals S.r 1., Via Praglia, 15 -
10044 Pianezza (TO), ltaly koo OKIL]2 21.20.10.236, koo TH B3I 3004900002, roumparm No

| LOG/RU/UCB/2011 om 14.01.2011, uneoic Ne 90005190 om 05.07.2019

- COOTBETCTBYET TPEGOBAHHSIM
| [T NG14242/01-280509 (HT 42-1549-08 uzse. No 1-4)
JAEKJIAPALIMSA TTPUHSATA HA OCHOBAHHH

npomoroa ucnsimanuis Ne 858u om 18.07.2019 HII 000 HI{ "PAPMOBEOPOHA" ammecmam arKpecumayu
POCC RU.0001.21DJI40, Cepmugpuxam POCC IT,PMI5.C82352 om 19.07.2019

AATA IIPHHATHA NEKJAAPALLHM 22.07.2019
- AEKJIAPAIIASI AEMCTBHUTEIBHA J10 30.04.2024

MIT «f .
] o ApHayT E.O.
| deraapanm NOANHMCH ®.H.0

i CBEJEHUS O PETUCTPALLMA

OPI'AH IO CEPTH®HKALIMH, 3APETHCTPHUPOBABII Uil AEKJIAPALIHIO

POCC RU.0001.110M15 OPTAH 10O CEPTH®OHKALIIH HPOOVKIHH OFILJECTBO C

- OTPAHHYEHHOH OTBETCTBEHHOCTAI) "OKPYKHOIT HEHTP KOHTPOJIA KAUECTBRA",
| adpec opeanuszayuu: 115280, 2. Mocrea, yi. Macmeprosa, 0. 4, sm. 3. now. I, xom. 1.,
cepmucpuxayuu: 143381, Mocroscrxan o6racne, Hempunckwui paiton, dep. Jle
(495)640-96-69, (495)787-92-78 aeb-caiim: N

JAEKJIAPALIMA O COOTBETCTBHU 3APEIHCTPH POBAHA N POCC RU J-IT.®M15.4.19485/19
JATA PEE@QTPALIHH 22.07.2019
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CEPTUPHKAT KAYECTBA

KOI: CIA02909

HAMMEHOBAHHE: HOOTPOITHA

JIEKAPCTBEHHAJI ®OPMA: Pact BOD AT HHLER T
JAO3UPOBKA: 1 r /5 ma

YHAKOBKA: 5 sn

Coorsercreyer TpeboraHing CHELNG MK, IPEACTHIACHIBIN Hibie:

CEPTHMHKAT AHAJTH3A
Ne 201901846

CHENBDIUCATTII CEPHSL 19E27
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KHCAOTE
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YKCYCHAas

Mexatnueckne srmone s
Crepribhogcrs
hakTepuantibie aHA0 roke M

o vrnomeitio k conepwanino nHpauerasma

Haciomumn NOATBERAAAK, YTO BCE ITanil NPOHIBOAC TBA CEPHIL IOTOBOrO [p

cooTkereTBULE ¢ rpeBosaniany  Hamaexaweii
Pei HC pPauny CTDHII[:I"CTI\&]II HA3IHAIEH A,

Komnuecrno: 15012 wir

Hara npoussonciua 27/05/2019
Crpana;

Yoonuomotenioe anuo
Dr P. Pizzomi

<Tlopnuck>

Fiicima Dapmacissiioan O p i)
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Tea: $32011 9660 |
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CHEHM®HKAILHH
Ipospaunsiii Gecusetrmii pacreop
5,3-63

Clonowurensauin BIXX
Manowurensieii MK

190 - 210 mr/mn
He Gonee 0,20 %*

He Ganee 0,20 v*
He Gonee 0,10 9%,
He Gonee 0,50 %*

B cootrerctrmm ¢ B
Crepunen
He Gonee 5.8 KOE/mn

Sapernerpuponanime veiosmna NpaHeHH:

Coaen po: 30/04/2024

Pocemiickan bepepauna

B

PEIVILTATLI
Coornercrsyer
58
Honowmurensho
Horowurensno

200 smr/mn
< 0,10 %

<0,10%
<0,10%
< 0,10 %

Coorsercruyer

Crepunen

< 1,2 KOE/mn

OAYKTA ObIH BHIAOIHEHN b N0MHOM
NPUIBBOICTREHNON  npakTHy {GMP) EC

Xpauuth He priwe 30 °C

1orpefoBanusmi



