JNEKJIAPALIUA O COOTBETCTBUU

JEKJAPAHT, IPUHUMAIOIUNA JEKJTAPAITUIO O COOTBETCTBHA

000 "3660mm Jla6opamopu3"

3apezucmpuposano : Mexcpationnas uncnexyus ©@HC Ne 46 no 2. Mockee OT'PH 1077746154859 om
23.01.2007

Adpec:125171, 2. Mockea, Jlenunzpadckoe wocce, 0. 16 A, ecmp. 1. Tenegpon/paxc8(495)258-42-80/81
B nuye:I'enepanouviti oupexmop Kapmawesa E. O,

Hoeepennoe nuyo: Muponosuy A.H., doseperrocms 11-2017/EPD om 16.02.2017>.

3ASABJIAET, UTO

Jexapcmeennoe cpedcmeo: Pusuomens mabnemxu nokpeimeie nieno4nol obonouxoii 0.4 mz 14 wm., Gnucmepu
(1), nauxku xapmonuvie, PY Ne I N015691/01 om 16.01.2009 (dama nepeogpopmnenus PY 22.06.2016) svidarno
D660mm JIs6opamopus ImbX, cepus 701645, napmua 259500 ynaxoeox, 20den do 31.12.2019, npouzeodcmsa
Pommendopg Papma I'm6X, I'epmanus, Rottendorf Pharma GmbH, Ostenfelder Str. 51-61, 59320 Ennigerloh,
Germany / pacgacosaro u ynaxosano Maiinan JIsopamopus CAC, @panyus, Mylan Laboratories SAS, Route
de Belleville, Lieu-dit Maillard, 01400 Chatillon sur Chalaronne, France, xod OKIIJ]2 21.20.10.142, xod TH
B3I 3004900002, xonmpaxm Ne 01-2012 APO om 01.03.2012, uneoiic Ne 456079680 om 12.10.2017

COOTBETCTBYET TPEBOBAHUSIM

II N015691/01-160109 uzm. Ne 1-5

AEKJIAPAITAA ITPHHSITA HA OCHOBAHUHA

npomoxon ucneimanui Ne H17-06355 om 18.10.2017 QOO "HIJJIC "Buomexnonozus", ammecmam
axxpeoumayuu RA.RU.21PM04, Cepmupuxam POCC FR.®MI15.C43518 om 18.10.2017

MupoHoBuy A.H.

( xﬁb’i%{u, ®.U.0

«366oTT Naboparopuas

Limited Deiihics
Abbott Laboratonig:

CBEI[]%,/HI/ISI O PETUCTPAILH

OPTAH ITO CEPTH®HUKAIIUH, 3BAPETHCTPUPOBABIIHIA JEKJIAPAIIAIO

POCC RU.0001.119M15 OPTAH 110 CEPTHOHKALIHH ITPOJNVKIJUH OBILJECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 105062, 2. Mockea, Oypmannwiii nep., 0.10, cmp. 1, adpec Opzana no cepmupurayuu;
143581, Mocxosckan obracms, Hempunckuii paiion, dep. Jlewxoeo, 3. 248, cmp. 1, men. :(495)640-96-69,
(495)787-92-78 eeb-catim: oyxx.pe.

% 3apeiToBcKas H.A.

MOZINUCE PykoBomurens oprana




MMylan

CEPTU®HKAT AHAJIM3A™ i =
JHara Crpanuna
02.08.2017 Im3l

Dusnorens 0,4 mr 14 WT., ynakoska siyeitkogas KOHTYpHas (1) - nayka kapToHHas

Marepuan Cepus [ata wsrotosnenus FoaeH ao

400541047 701645 01.2017 12.2019

XapaxTepucTuka Enmuuua Pesynerar Cneunpmuraunus

Onucanve cooTBeTCTBYET CM. XapakrepucTuky

Kpyrneie, Boinyknsre, TabrneTku nokpbitsie NNeHoYHo i o6onoykoii

KOpWYHeBaTo-po3oBoro useta c Hagnucslo «0,4» Ha O4HOn

CTOpoHe. Ha vanome Tabnetku 6enoro usera.

MoanuHHocTb: Moxkconnaun (BOXX-Bpems YAepxueaHnus) CooTBETCTBYET CooTBeTCTRYET

MopnuuHocTs (Yo-cnekrp): Moxconugun cooTBeTcTByeT cooTBeTcTByeT

KonuyecteenHoe onpeaenexue: MokcoHuauw (BIXX) Mr/Tab. 0,403 0,368 .. 0,420

Mpumecn (B3xX): COOTEETCTBYeT CooTBeTCTBYET

6-neame'mnmoxcoum,uuﬂ (BDF6482) % <0,1 <=1,5

4-TMAPOKCUMOKCOHNAUH (BE7050) % <0,1 <=1,5

B-xnapomoxconmauH (BDF 6464) % <0,1 <=04
~METOKCUMOKCOHMAUH (BDF6444) % 0,1 <=0,5

nioGasn apyras HeunaeHTudLMpyemasn npuMech cooTseTcTBYET <=0,5

Cymma HEeUNEHTUULMPOBAHHBIX npumecei % <0,1 <=1,5

CymMa npumeceii % 0,1 <=3,0

Obuwee conepxanme XN3HECnocobHbix aspobos KOE/r <10 <=1000

Obuwee COAEpHaHNe X13HeCNOCOGHbIX a3pobHbIX ApoXoKeli 1

rpubkos KOE/r <10 <=100

OTCYTCTBME KMLLEYHOI Nasnoyxu CooTBETCTBYET OTCYTCTBYeT/r

Cpeanss macca Tabnetku Mr 106 102 .. 108

OakopoaHocTs no macce (EBp.®) COOTBETCTBYeET CooTBETCTBYeT

Pacnagaemocrs MMUH, 2 <=10

PacTBopexue COOTBETCTBYET Q>= 80% B Teuenne 10 mun.

- MUHUManbHOe (N=6) % 97 >= 80

OaHopoaHocTs nosuposanus (B3XKX) COOTBETCTBYET Cooteercrayer Egp.o.

Hannan cepus npousseaeHa v BbinyLeHa B COOTBETCTBUM € AoKyMeHTaLuei] PEMMCTpaunoHHOro focke 1 npasunamu GMP.

Cooteetcrayer PerynaTopHeiM TpeGosanuam Cneayrwmx cTpaH:
Poccuiickan Pepepauusn

02.08.2017 / 10:54:01 UeHTpanbHo-eBponeiickoro BPEMeHW, anekTpoHHas noAnuce: Meppuk Macrop

Ceptucukar nposepen 1 YTBEPXAEH.

Maiinan JIs6oparopusz CAC
Pyt ne Benssums, Matiap, 01400 latuiion ¢
Ten. 33 (0)4 74 45 54 42, Daxc: 33 (0)4

0p

Wlanapon, ®panmms
74 55 02 83.



