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IIEKJIAPAIIUSL O COOTBETCTBUU

|

l JIEKJIAPAHT, [PUHUMAFOLIUAN JAEKJIAPALIMIO 0O COOTBETCTBUM

000 "PIHC-PYC"

Ceedenus 0 pezucmpayiu Op2anusayuu. MedicpaiionHas UHCHEKYua @edepaﬂbuoﬁ_uaﬂo_a_oeoﬂ cayanchol Ne
2 Mocxee 12.04.2007, O'PH 5077746558160, oama npuceoeHus OrPH 12.04.2007. '

Aopec: 121108, 2. Mockéa,ya. Heana Opanko ,0.8, Teﬂe¢ous8(495)223-01-04,d)axc.'8(495)223-01 -50

B nuye: lenepanvhviii Oupexmop Cupyucko O.B.

[oeepennoe Tuyo: Sunvenxo H.C., dogepennocmp P-01 4om 14.05.2018 2.

JASBJSIET, UTO

5451793 om 25.01.2019

COOTBETCTBYET TPEEOBAHUSAM
JII1-000228-100118

| JEKJIAPALMAS IPUHATA HA OCHOBAHHH

POCC RU.0001.21®J140, Cepmugpuram POCC HU.®PM08.C33182 om 06.02.2019

-
/Jﬁ/ _ 3uHNEHKO H.C.

f# [IUCh O.HU.O

CBEJIEHHS O PETUCTPALIAN

OPTAH 10 CEPTHO®UKALINH, 3APErMCTPUPOBABLI il JEKJIAPAIITUIO

RA.RU.11 ®M08 OPTAH IO CEPTHOHUKALIHH IIPO] VKLJHH OBL[ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)KHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu. 1 15280, 2. Mocksa, yn. Macmepxoaa, . 4, am. 5, nom. I, xom. I, adpec opaana no

caiim. OYKK.p@.

LEHTP KOHTPONA 5 Kawan E.B.
KeppEEYEAW /5B 3am. pyxosoautens OC

NexapcmeerHoe cpeocmeo: Anzenun, mabremruy HOKpbImMble nnenounodi obonouxoi 10 m2 14 wm., ynaxosku
queiikogbie KoHmypHble (2), NauKu KApMOHKHLIE, PV Ne JITT-000228 om 16.02.2011 (0oama samenwr 10.01 .2018),
. cepus 310241118, napmus 16538 ynakogox, 200eH 00 01.11.2023, npouseodcmea 340 "Dapmayesmu4ecku
% 3a600 DT'HC", Benepus, EGIS Pharmaceuticals PLC, 1165 Budapesl, Bokenyfoldi ut 118-120, Hungary K00
 OKITA2 21.20.10.236, xod TH B2/ 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneoiic Ne

nPOMOKOA ucneimaruii Ne 634m om 06. 02.2019 HJI 000 HI] "OAPMOBOPOHA", ammecmam akkpedumayuu

cepmupuxayuu: 11 5280, POCCHA, 20pod Mockeéa, yi. Macmepxoaa, 0. 4, am. 3., men.:(495)788-02-88, ceb-

JEKJAPALIUASA O COOTBETCTBUHA 3APEFHCTPHPOBAIIA Ao POCC RU JI-HU.®M08.4.1495 7/19

46 no




A 3A0 «®apmauesrTuuecknii  3ason IIHOC»

( EGIS i 1106 - Benrpus, bysanewt yn. Kepecrypu 30-38.
-

Tenedon: (36) -1-803-5554 Tenedaxc: (36)-1-803-5556

Ceprupukar kagecrsa Ne 5951/2018/LM

HanmenoBanue npenapara: Amsenin® TabieTkn NOKpbITHIE IU1eHouHOH obonouxoit 10 mr 2x14
Cepun Ne: 3102A1118 Jdara npousBoACTES: 11.2018.
Homep ananusa: TAB/2018/3097 Foaen no: 11.2023.
Hara anannza: 06.12.2018,
oxazomeau xauecmea: Hoayuennsie Hopsisi:
peIvAbmanbl.
Onucanue: Coors. 1peb. Benwpie WM nouTh Geasle, KPyrable, ABOAKOBbINYKIbIE TabIeTK,

HOKpEITHIE RutenouHol ofonoukol, ¢ rpasuposkolt «E 382» na
oaHOl cTopone, Oe3 3anaxa win nowr 6e3 3anaxa.
Hopannnocts (BOXX): Coors. Tped. Bpems yacpasBanug (fr) OCHOBHOTO IHKd HE XPOMATOIPaMME
HCTIBITYEMOTO  DACTBOPA, ACIKHO  COOTBETCTBOBATE  BPEMEHH
YACPKHBAHHA OCHOBHOTO THKE HA2 XPOMETO[PAMME pacTsopa
CTAHIAPTHOTO 06pa3ia JOHENEINIE THAPOXIOPHIA.
Hoxamnnocys (TCX): Coots. Tped. (OCHOBHOE MATHO HA XPOMATOIPAMME HCMBITYEMOIO PacTBoOpa 1o
HONOKEHHIO, HHTCHCHBHOCTH RONTOMEHHA M BEMHUHHC NOKHO
COOTBETCTROBATH OCHOBHOMY MATHY HA XPOMATOIPAMME PAcTBOpa
CTARAPTHOTO o6pasa AOHENE3HIIA THAPOXIOPH AR,
Koanuecrsennoe onpenencune (BIKX):

98,5 % Orr 95,0 10 105.0% nosenesnna ruapoxiopuaa / Tabn.
9,85 mr/Tada. 10,00 Mr £ 5% (01 9.50 20 10,50 mr)
Poacrsennsie npavecn (BOXX): (KOAUHECMBO NPRMECE GLIPUNCEHO & NEPECURmE HA JUHENE3NIT
zudpoxiopud)
- mobag npuMecs: smenee 0,03 % ne Boaece 0,20 %
- CyMMa npuMeceit’ menee 0,03 % ue Goaee 0,30 %
Pacrsopenne 99102 % we smenee 80% (QQ) 0T HOMHHARBHOID KONHYECTRA JEACTBYIOMErD
(Y@-cnerrpodoToMeTpHa ). Xs= 100 % BEMICCTBA AOMKHO Nepeitty B pacTsop 3a 15 Mun
Boaa (meroa Kapaa Gumepa): 3.0 % ne Bonee 7,5 %
OaHOPOAHOCTD 10IHPOBANNS
(BIXX) (METOA NPAMOTO CHPEACHCHNHA )2 AVie=31 AV < 15,0 (n = 10), ecns yCHoBHE HE BRITIONHACTC, TO
AV < 15,0 (n = 30), u aan 30730 Tabnerok XOIHYECTBEHHOC
conepKaHue ACHCTBYIOIIETO BEWECTBA JO/DKHO HAXOAMTLCH B
aareppane 0,75xM - 1,25xM
MukpoGuoiior HULCKaR YHCTOTE: Coots. Tpeb. Kateropns 3A
Ynakoexa: Coora. Tped. B COOTBETCTBHH € HOPMATHBHOH AOKYMEHTALHER
Mapruponxa: Coors. Tped. B COOTBEICTRHM C HOPMATHBHOH JOKYMCHTALMCH

Nponipoantens: 3A0 «®apmauestaueckuil 3asos ITHC» 1165, ByaanewT, yi. bexenbgennn 118120, Benrpus
DacosumK.ynaKepmuk: : 3A0 «®apmauesrudeckuit asen IHC» 1165, Byaanewr, ya. Bexenndenaun 118-120, Benrpus
Buinyexaomnit kowrpoas kaueeraa: 3JA0 «Dapmanentuieckuii 3asoa BHC» 1165, Byzanewr, ya. Bexensthens 118-120, Benrpus

Dupma 3A0 «DapmauesTHacckuil 3asoa T UCy (Bynanewt — Benrphs) rapaiTHPYET, 410 NIPOHIBOACTBO YKASARROIO B HACTORLICM
cepTuHKATE NPENAPATA, BKIIOUAR er0 YIAKoBKY H KOHTPOML KaYeCTBa, HOMHOCTEI0 COOTRETCTBYET Tpefiopannam aeiicrsyiomux «llpasui
OPTAHW3ALNK NIPOHIBOACTEA H KOHTPONIA KAMCCTEA ICKAPCTBEHHBIX CPLACTSY (cGMP).

dUPMa rapaHTHPYET, YTO KAYECTBO YKA3aHHOIO B HACTOALLEM CEpTH(HKATE Npenapara COOTRETCTBYET TpefoBaHnaM
u yreepaaennoit HI( Ne JITT 000228-100118.
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Byanewt, JlaTa suilycka NeKApeTBEHHOro cpeactra: Bysanewr, 20.12.2018 roaa M{\&\E
Jara swinycka ceprudmxara: Bytanem, ﬂ G DZ 26]9 Foaa 1p. Tophephe Joporzasu Katanus
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