JAEKJIAPAITUSI O COOTBETCTBUU

JEKJIAPAHT, IIPHHUMAIOL U JEKJIAPAIIAIO O COOTBETCTBHH
000 "2660mm JIr6opamopus"

3apezucmpuposaro : Mearcpaiionnas uncnexyus ®HC Ne 46 no 2. Mockee OI'PH 1077746154859 om
23.01.2007

Adpec:125171, 2. Mockea, Jenunzpadckoe wocce, o. 16 A, emp. 1. Tenegpon/parc8(495)258-42-80/81
B nuye :I'enepanvuonii oupexmop Kapmawesa E.O.

Hosepennoe nuyo: Muponosuy A.H., ooseperrocmes Ne09-2008/EPD om 09.01.2018z.

3ASIBJISIET, UTO

nexapcmeentoe cpedcmeo: Duzuomens mabnemxu noKpeimeie naeHoyHou obonoukou 0.2 mz 28 wm., bnucmepu
(1), nauxu xapmonnvie, PY Ne IT NO15691/01 om 16.01.2009 (0ama samenwi PY 22.08.2017) evidano D660mm
JIsbopamopuz Im6X, cepus 705691, napmus 32094 ynaroeoxk, 200ex do 31.01.2020, npouseoocmea
Pommendopgh @apma Im6X, Iepmarus, Rottendorf Pharma GmbH, Ostenfelder Str: 51-61, 59320 Ennigerioh,
Germany / pacgacosano u ynaxoeano Maiinan JIs6opamopuz CAC, ®panyus, Mylan Laboratories SAS, Route
de Belleville, Lieu-dit Maillard, 01400 Chatillon sur Chalaronne, France, kod OKII[12 21.20.10.142, k00 TH
B3 3004900002, xonmpaxm Ne 01-2012 APO om 01.03.201 2, uneotic Ne 456090788 om 13.07.2018

COOTBETCTBYET TPEGOBAHUSIM

1T N015691/01-220817

JAEKJIAPAITMSI IPUHSITA HA OCHOBAHUHU

npomoxon ucnvimanuu Ne H18-04288 om 31.07.2018 OO0 "HIIC "Buomexnonozus ", ammecmam
axkpedumayuu R4.RU.21 M04, Cepmudpuxam POCC FR.®OMI5.C62043 om 31.07.2018

JATA IIPUHATHUS DEKJIAPAIIAH 31.07.2018

I[EKJIAI;M:;@?STBHTEJILHA AQ 31.01.2020
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N CBEJIE O PETUCTPALIUN

OPTAH ITO CEPTHO®UKAILIMH, 3APETHCTPUPOBABIIWi1 AEKJIAPAIIM IO

POCC RU.0001.11®MI15 OPIAH ITO CEPT. HOHKALIHH ITPOJVKIJHH OFLIECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOL LEHTP KOHTPOJI KAYECTBA"

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I xom. 1 ., aopec opzana no
cepmucpuxayuu: 143581, Mockoeckas obracme, Hempunckuii paiion, oep. Jlewkoso, 9. 248, cmp. 1, men.
(493)640-96-69, (495)787-92-78 eeb-caiim: OYKK.p.

I[EKW90QOOTBETCTBHH 3APETCTPHUPOBAHA N POCC FR. OM15.7162894
m{ﬁgg_me%p% 31.07.2018
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. CEPTU®WKAT AHATNIN3A.

[OaTa Crpanuua

28.06.2018 Tuz1
®uanoTtens 0,2 mr 1 6nucTep x 28 Tabnetok
Marepuan Cepun Hata usrotoeneHus logeH ao
400541480 705691 02.2018 01.2020
XapaxkTepucrmka EmMunua  Pesysisrar Cneumdpuraums
Onucanve CoOTBETCTBYET CM. XapaKTepuCTuKy
Kpyrnele Asoskosbinyknble TabneTkw,
MOKPBLITLIE NNEHOYHOI 0BOMOYKON, CBETNO-PO30BOrO LBETa ¢
rpasuposkoit «0,2» Ha 0HON cTopoHe. Ha uanome TabreTiu
Genoro usera.
MopnunHocTs (B3MKX): MokcoHUauH CoOTBETCTBYET COOTBETCTBYET
MoanurHocTs (Y-cnextp): MokcoHuaus COOTBETCTBYET COOTBETCTBYET
KonuuecTeeHHoe onpenenexue: MokcoHuauH (BIXX) mr/tab. 0,204 0,184 ..0,210
Mpumecn (BIXKX): COOTBETCTBYET COOTBETCTBYET
6-1€3MeTUNMOKCOHUAMH (BDF6482) % 0,0 <=15
4-TAPOKCUMOKCOHUANH (BE7050) % 0,0 <=1,5
6-xnopomokcoHnanH (BDF 6464) % 0,0 <=04
4-METOKCUMOKCOHMIUH (BDF6444) % 0,1 <=0,5
nwban gpyras HeudeHTUUUMpyeman NnpuMecs CooTsercreyer Kaxpplii <= 0,5%
Cymma HenneHTUdMUMPOBAHHbIX npumMecein % 0,0 <=1,5
Cymma npumeceit % 0,1 <=3,0
O6Luee copepkaHme XU3HECNOCOBHbIX aspobos KOE/r <10 <= 1000
ObLyee conepxaHue Xu3HeCnocoBHbIX a3pobHEIX Apoxokeit 1
rpubkos KOE/r <10 <=100
OTCYTCTBUE KULLIEYHOM Nanoyku cooTBETCTBYET oTcyTcTeyeT/r
Cpeprsis Macca TaGneTku Mr 106 102 .. 108
OaHopoaHoCT no macce (EBp.®) COOTBETCTBYET COOTBETCTBYET
Pacnapaemocts MWUH, 2 <=10
Pactsopenve cooTBeTcTByeT >=80% B TeyeHue 10 MuH.
- MUHUManLHoe (N=6) % 100 >= 80
OgaHopopHocTs goanposaHus (BIKX) COOTBETCTBYET CooTeercrayeT Eap.®.
MokazaTene npueMnemMocTu (n=10) 8,6 <=15,0

bank Tabnetok Gkin npovsseaeH u NpoaHanuanpoBaH koMnaHueih PoTteHnopd dapma B cooTaeTcTaumn co cneuvdmkauuen

KomnaHwn 3660TT SOLID 2000002713 v1.0

HacTtosumm noateepxgaem, 4to sce sTans NPOW3BOACTBEHHOIO LMKNa AaHHOW cepuu roTosoro NPOAYKTa BLINONHEHEI B NONMHOM
COOTBETCTBUN C TpeboBaHWAMK Hagnexallen NPOU3BOACTBEHHOM NpakTWKK EBponeiickoro Coo3a u TPeGoBaHWAMU HOPMATUBHbIX

AOKYMEHTOB COOTBETCTBYICLYEH CTPAHBI/CTPAH.

CootseTcTByeT perynaTopHsiM TpeGosaHuam CreayrLmx CTpaHx:

Poccuiickas degepauus

HacTroauwwii ceptucmkar chopMUPOBaH BANMAUPOBAHHOM CUCTEMOI 1 3aBepeH 3MeKTPOHHON NOANUCHIO.

28.06.2018/ 14:23:26 UeHTparbHO-eBpONenCcKaro BpeMeHM, 3MeKTpoHHan noanuce: lMeppuk MacTop, ynonHoMoueHHoe nuuo.

CepTudmkar nposepeH 1 yTeepiaeH

Matinan JIsGoparopuz C.A.C
Pyt ne BenpBumns, Maitap, 01400 IllaTution ciop Illanapon, ®panuna
Ten.: 33 (0) 4 74 45 54 42, dakc: 33 (0) 4 74 55 02 83.



