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Ceprugurar kavecrsa No 5352/2020./Smaza

Haumenosaune npenapara: Amseniun” TalAeTRH NOKPBITLIE IW1eHOYNOI 00a10uK0I & M 2x14
Cepnst Ne: 2117E0320 Hdara npoussoncraa: 03.2020.
Homep anaana: TAB/2020/848  Toaen ao: 31.03.2025.
Hara anagama: 23.04.2020
Jeiicryonee pemectso: Jloneneinaa ruapoxiopua
IMpouisonuTens neiicTyouero setweersa: «DapmaucsTiaeckitii 1anon IHC», Benrpun
HMaxaramenu kavecmaa: [loayyenste Hopse:
ggn'agggyrgg!.
Onucanne; Coors. 1peb Beapie wim nourH Geane, Kpyrasie, JWOAROBLIOVEALIE TAdNC Ky,

NOKPHITEIC AACHOYHOR oBonoukoi, ¢ rpasuporkoit «E 381» ua oanoi
cropone, Ge3 3rnaxa win noury Ges lanaxa .

Honmunocrsn (BVKX ) Coorn, peb Bpema yaepmusenun (1x) OCHOBHOTO NIKE HA  XPOMETOPAMME
HEMLITYEMOFO  PACTROPS,  JOTKHO  COOTBETCIBOBATL  APEMCHM
YACPAHBAHNA  OCHOBHOIG  NHKA 1A XPOMATOIPAMME  pacThopa
CTAHAGPTHOTO OOPAIL I0HENEINAA MAPOXIOPILIA.

Hoannuuocrs (TCX): Coore, 7ped (CHOBHOC MATHC 1A XPOMATOMPAMME  HCIIBITY EMOIG pacTsopa 1o
NONCAKCHHKY,  HHTCHCHBHOCTH  TIOTIOWICHHA 1 BCAMMMIC JOUTRITO
COOTBETCTBOBUI L OCHOBHOMY NETHY  Ha XpOMATOIpamme pacitsopa
CTAHARPTHOrO nﬁpmrla JOHENETHAA FHAPOXNOPH A,

Boaa (vevon Kapaa dunnepa): 26% ne Gonee 7,5 %

Pacrnopenue :

(Y@-cnexmpodoromerpsa): 100 - 105 % He metice 80% (Q) 0T HOMMHAALKOIO KOJNHECTBE ACCTRYIONIED
Xe= 103 % BEHICCTBA AOUBKHO Nepeiity B pacTrop 3a 15 Mim

Poactucnnnee fpuMecH (1}9"/}(3\'): (KOTUNECIBO  NPUMUCET  SuIpaNCeno & nepecieme  wa  Oonenenna

2uapoxanpud)

- nobas npumMecs: menee 0,03 % e Honee 0,2 %

= CYMMa npumeceii Menee 0,03 % tie Gonee 0.5 %

MukpoGuonoriueckan unerora : Coots. Tpeh Kateropus 3A

Onnopoanocty, gosuposaums )

(BOXKX) (MeTOA NpaMoTo onpenencii): AVi=42 AV 15,0 (n = 10), ccnn yenonie He BINOAHACICH, 10

AV < 150 (n = 30), n ans 30/30 raGnetok KOAMMCCTREHHOE
coaepmanme  JCHCTRYIOWEID  BCHICCTRA  A0MKHO  HAXOAMTLOR B
nhreppane 0,75xM - | 25xM

E‘o.;muegnﬂmhc ofpeaeacHHe: 99.6 % O1 95,0 10 105,0% nonenesnaa ruapoxnopita / Tadn,

(BIWXY 4.98 mr/1ra0n 5,00 mMr £ 5% (014,75 10 5,25 wr)

Ynakonwa: Ho 14 vafinerox s [lo 14 TaGietox n Bancreps 13 nonmamua/an. doneral1BN/ an
BancTeph o gonerk wan o UBXAIBAXAan, donwrw. 2 wom 4 Gnucrepa
NBXATBAX an YNAKOBAHBL BMCCTC ¢ HHCTPYKIMER NO NPHMEHEHHIO B KAPTOIHY K

dannen. 2 dancrepa TNAYKY. E
VIIRKOBAHM BMCCTE ¢

HHCTPYKUMERA ne

NPHMEHEHIHIO B

KAPTOHHYIO NavKy

IxOM043R 2.5
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Mapkuponka: Cootn. tped Ha Gaucrepe na pycexom  sinike YRAILIBAIOT:  TOPropoe
HAUMEHOBAHHE upenapara ¢ NPEAYNPEHTE IR IO
Mapknposkoli ®, MHH, aexapersennyio dopay, JIOTMPOBKY,
Hasbane 3aR0208 («DIHC - CEPBBE»), nomep cepins
(RKTOMACT NATY M3rOTOBACHMN), CpoK roanoctu («loacn
Non),
Ha  kapionHoll navke  Ha  pyeckos  sianike VKAILIBAIOT:
TOPIOBUC HAUMCHORIING JIDSTPATA ¢ OPEAYTIPEAHTE IhHO
MAPKHPOBKOi ®,  TOProBOC HAMMCHOBARHC npenapata
wipnditom  Bpaiias, MERKAYHAPOAHOE  HENATCHTOBANHOE
HAUMECHORAHHC,  J0IHPOBKY.  KOMMUCCTRO  Tabierox  w
YUAKOBKE, NCKAPCTRCHAYIO (FOPMY, HUSBAHKE M COACPHANNE
ACHCTHYHOILETO BEMeeTsa B | TadaeTke (B BUAC PHAMCIBLTIHHA
AMTHAPOGOChATI M B TIEPECHETe Ha PHIAMCHIAN), nepetes
BCNOMOPATENLHLIN  BewecTn, ¢nocol ' npivenenns  «Jlia
UPHEMA RIVTPB., VENOBMA OTNYCKA, | NIPEAY IPEANTL b Ak
HAANKCE «CMOTPETL YKA3aHHA B HHCTPYKIIHM Dy, NCAORKA
XPANEHHA C NIPEAYIPEANTEILHON HATTHELIO («Xpauute npu
Temneparype mme 30 °C, B HeaoCTYNLIX And aerci
MECTAX!»), JoroTHn  (AaTuHcKMMK OVKBAMH), H2IBamue,
TOpoiL W crpany HpMLL  ocyrecTsaAsomel YIAKOBKY M
BRIIYCKAIOWHR  KOHTPOAL  KauecTRA W Awamonehcs
ACPHITCACM DEFHCTPAIHOINOTO YJIOCTORCPEHHA, HATHAHHE H
CTPUNY  HPMbBI-TIPOMZBOAMTCAR  FOTOROM JICKAPCTBCHHOH
thopae, WITPHX-KOIL, PErHCTPAHOHH BT HOMED,
[HKTOTpaMMbl ¢ wannmesmi («He npnimmarts ko mpems
GepemennoeTi!», «He IIPHHUMATE B UEPHOJ KOPMICHWA
rpyavioly,  «Toabko a8 mapocawixy, «¥Ynorpebaenus
QAKOrONR caeayer waberatsly, pucynok TaGnetkn, sapoackue
TEXHHYCCRHC 3HAKM, HOMep cepud («Ne cepuinrs). cpok
roanoctn («l'oaen 10:), epercrro naentuuraimn (2 D
KOJ), rnobaasubii HACHTHOHKAUBORHLIA HOMED TOproson
canniue (GTIND, wamsmayaisinii cepuitnniit - pomep
TOProBof ciHHmLLL (SN,

Xpanenne: Coorn. Tped. Ipn Temneparype wwwe 30 °C

Cpox roanoctu: Coors. Tped. 2 roaa

¥ Py BLINYCKe

mobas HACHTHQHIPOBAINAR NpHMEch: He Gonee 19

** uensiranue MPOBOJIHTCH TOALKD npu BUIYCKe & n()pamclmc

TEY HCNBITAKME N0 AHHOMY NOKI3ATE N0 NPOBOMTER BLIGOPOMHO, NOTIOMY B CEPTIHKATE KuueCTnd FOTOBOIO NPOAYKTA MOKET He

NPHCYTCTROBATS. DHPMA NPOBOANT AN NO AAHHOMY NOKIITENO KUK MUMIHMYM 2 pata b ro

HposoanTem.: JlaGopatopun Cepone Humacrpn,@panunn/Les Laboratories Servier Industrie, 905, route de Suran, 45520 Gidy, France
Dacopnnk,ynakopuak: : A0 «DapmatenTHucernit 3ason IHO» Benrpun / EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi
ut 118-120, Hungary

Bumyera il KOHTPOIL KauecTna: 3AO «®apmane srisuecicnii 1anoa IHC», Benrpus / EGIS Pharmaccuticals PLC, 1165 Budapest,
Bokenyfoldi ut 118-120, Hungary .

Dupma 3A0 wapmatienryecknil msoa M HCH (ByanewrT — Benrpux) FAPAHTHPYET, HTO NPOHIROACTBO YRAIAHHOTO B HACTOR e ceprithukuie

NPENapaTA, RKTOUAL ero YNAKOBKY W KOHIPO.Ih KAMCCTHA, NONHOCTLIO COOTRETCTRYET TpeCoBanAM aeftcTeyiomix «llpasun opravninaipm
NPOWIBOACTBA M KOHTPONIR KAYLCTBA NEKAPCTBEHIEIX cpeacran (¢cGMP)

Dupma rapaTHpyer, 4To KadecTno YKAIAHHOTO B HacTORMIen cepridikate npenapara COOTBETCTRYCT TPEOORAHHAM yTBepRACHHOH
HAN NOI3071/01-150318, a Tarcke Hamenenmio Nel k H o1 25.12.201 9.
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