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| NEKJAPALIAST O COOTBETCTBUH

JIEKJIAPAHT, MPUHUMAIOIINNA TEKJIAPALIUIO O COOTBETCTBHH

000 "2I'HC-PYC"

Ceedenus 0 pe2ucmpayuy op2anusay
| 2 Mockee 12.04.2007, OIPH 5077746558160, dama npuceoenua OFPH 12082007 o -
Aopec: 121108, 2. Mockea,yn. Heara ®panko ,0.8. Tenegpon:8(495)223-01-04, paxc:8(495)223-01-50
B nuye. Tenepansiiviii Qupexmop Budpenvu Tamaw
Jlosepennoe nuyo: 3unyenxo I. C., doeepennocmy P-014 om 14.05.201 8a

uu: Mexcpationnas uHCheKyus dedepanboii HANO2080U CAYIHCObL Ne 46 no

|

| 3AAIBJISIET, YTO

NeKapCmeenHoe Cpeocmeo. Annonypunon-3IHC, mabnemxu 100 m2 50 wm., gpraxoust (1), naiku KapmoHHsie,

PV No IT N012684/01 om 31.08.2010 (0ama 3amertvt 09.10.2017), cepus C47IN1018, napmus 29400 ynaxosox,
% 3agod PTHC", Benzpus, EGIS

200en 0o 01.10.2023, npoussodcmea 340 "PapmayesmuiecKuu
Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 63, Hungary ko0 QK2 21.20.10.226, ko0 TH B3/

3004900002, xonmparxm Ne RUS 1/08.11.2013 om 08.11.2013, uneoiic Ne 5451836 om 17.01.2019

COOTBETCTBYET TPEBOBAHHSIM
»i N012684/01-091017 uzm. Ne 1-2

: JIEKJIAPALIMISE [IPHHSITA HA OCHOBAHHH
npoOMOoKoN uenoimanuii Ne 590m om 04.02.2019 HIT 000 HI] "®APMOBOPOHA", ammecmam akkpeoumayuu

POCC RU.0001.21®J140, Cepmugpuxam POCC HU.®M08.C33044 om 05.02.2019

l

MCTBUTEJIBHA IO 0/.10.2023

1]
%’ it 3unuenxo H.C.
W:HCL O.U.0

CBEJEHUSA O PETMCTPAIINHA

| OPI'AH 110 CEPTU®HKALINH, 3APEFHCTPPIPOBABIIII’I17I JEKJAPAIIUIO
RA.RU.11 ®PM08 OPTAH 11O CEPTH®HKALIHH ITPOAYKLHH OBLIEC TBO C OI'PA
| OTBETC TBEHHOCTBIO "OKPYKHOH IIEHTP KOHTPOJIA KAYECTBA",

| adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepkoéa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
| cepmugpuayuu: 115280, POCCHA, 20p0d Mocksa, yr. Macmepxosa, d. 4, am. 5., men.:(495)788-02-88, 8ed-

caiim: oYxr.pg.
JIEKJIAPAIIASL O COOTBETCTBHH 3APETMCTPUPOBAHA M POCC RU JI-HU.®M08.A.14823/19
TPALIUH 05.02.2019
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3A0 «®apmanesTaveckuit 3ason ITHO»
1106 - Benrpus, Bymanemr, yn. Kepectypu 30-38.
Tenedon:(36)-1-803-5554 Tenedaxc :(36)-1-803-5556

ECoss

Ceprudurar kavecrsa Ne.: 5667K/2018./NR

HanmMeHoBaHHE Npenapara: Anaonypuuoa-3T HC raéaerku 100 mr 50x
Cepun Ne: C47IN1018 Jara npoHIBOACTBA: 10.2018.
Homep anaania: KGY/2018/7353 logen no: 10.2023.
Jlata anaania: 19.12.2018.
Hokazamenu xauecmsa: Honyuennsie Hopasi:
peayasmansi:
Onncanne: Coots. Tped. Kpyrasie nnockne Tabnersu GeN0ro Win cepopaTo-Genoro usera, ¢

(ackoii, ¢ puckodl Ha oaHo# ¥ ¢ rpasuposkofi E 351 na apyro#
cropoue, Ges i noury Ge3 sanaxa
Tlopanraoccts: (TCX) Coots. Tpeb. OcHOBHOE NATHO Ha XPOMATOrpaMMe HCNBITYEMOro pacTeopa no
snadenuio Rf, penwunne naTHa W nornoulesuio B Y ®-ceere
- HODKHO COOTBETCTBOBATH 3HAYCHUIO RY, Beumne NATHA U
pornomernio 8 Y®-CpeTe OCHOBHOIO NATHA HAa XPOMATOrpaMMe
CTaHAAPTHOrO PACTBOPA ANIOMYPHHONA.
CooTs. Tpeb. V-cnextpsl  NOTAOUEHHA  HCOBITYEMOTO W CTAHAApPTHOTO
PACTBOPOB, CHATHIE OJHOBPEMEHHO B OGIACTH JUTHH BOJTH OT 220 no
350 HM, JOMKHB HMETH MAKCHMYM TIOTIOMEH S nipy 250 & 2 HM.

Cpennss macca o 200,35 mr 200,0 mr + 7,5% (o7185,0 no 215,0 mr)
OAHOPONHOCTS HO MACCE: 18/20 tabaerox - ne Gonee = 7,5%;

NMoaauseocTs:
(Y®-crexrpodioTOMETPHS)

G, Hw. 2/20 Tabnetok - He Honee £ 15%
Pacreopenwe: 83-95% - - . neMenee 75% (Q) T HOMHHANBHOPO KOTHYECTBA AEHCTRYIOILETD
(Y D-cniekrpofoTOMETPHA) Xs=92% BELECTBA AONRHO nepeiTy B pacTeop 3a 45 MuH
Iloreps B macce npu BuicymmBannn: 2,46 %  ue Gonee 3,0%
Poacrsennsie npamecu (BOXX):
- IpHMECE A menee 0,02 % ue Gonee 0,20%
- npumMecs B + C: smenee 0,02 % e Gonee 0,20%
- npumecs Dt menee 0,02 % se donee 0,10%
- nipuMecs E: menee 0,02 % He donee 0,10%
- mobas HeuaeHTH), NPAMECE N0
OTHL.: menee 0,02 % ne Gonee 0,10%
- CYMMa HEMIEHTH(. npHMecei: menee 0,02 % ne Sonee 0,30%
OaHOPOAHOCTE ACIHPOBAHKN: AV =19 AV <15 (n = 10), eciin yc10BHe HE BHNOARSETCH, TO
(PBAM) AV <15 (n=30), u ann 30/30 1abacTOK KOAHHECTBEHHOE
conepkanue AeHCTBYIOIIETO BELIECTRA NONAKHO HAXOAUTHCS B
nsrrepnane 0,75*M -~ 1,25xM
MuxpobuoaormuecKas amcTora;’ Coots. Tpeb. Kareropus 3A
KonuuecrBenHoe OnpeleieHne
(V®-cnextpodoromMerpus): 100,6 % ot 95,0 10105.0%
100,6 mr/Tabn. 100,0 mr + 5% (ot 95,0 no 105,0 Mr annomypuuona /Tabnerka)
Vnakorka: Coots. Tpeb. B COOTBETCTBHE ¢ HOPMATHBHON fOKyMeHTaUmeH
MapkupoBka: Coots. Tpeb. B COOTBETCTBHH ¢ HOPMATHBHOMN JOKYMEHTAIHCH

- jcnpimanie GOANAEMCA D11 nepeRoil cepun excezodne, danee 08 xaxwcdot 10-ticepuu, nosmomy DauHbIl HOKAIAMEDL MONCEI BbiMb HE GKAOYEH
& cepmuuxam Kavecmea

Mpoussoanrens: A0 «Dapmanestuseckuii sasoa ITHC» 9900, Kepmenn, ya.Mavam kupai 65, Beurpust
Dacopmuk,ynakosumk: : 3A0 «PapmanenTraeckuil 3asos 3THCH 9900, Kepmenn, ya.Marau kupait 65, Benrpus
Buinyesalouwnii koutpois kavecrsa: 3A0 «DapMaueBTHHICCKIN 32BOX ITKRC» 9900, Kepmena, ya. Marsm xupaii 65, Benrpus

dupma 3A0 «DapmauestHyeckuit 3asoa IMCy (byaarewr - Beurpua) rapaHTHpyer, 4T0 HPOHIBOACTBO YKA3RHHOTO B HACTORIICM ceprudkare
fIpenapaTa, BKTOYAR €r0 YNAKOBKY # KOHTPOMb Ka4ecTsa, MOAHOCTHLIO COOTBCTCTRYET TpeGoranuam  aeficreyronmx «llIpasun oprasu3aisg
HPOWIBOACTBA M KOHTPOMA Ka4eCTBa ICKaPCTBEHHRIX CPRACTE? (cGMP).

MHpMa rapaHTHPYeT, YTO KAWeCTBO YKA3AHHOIO B HACTONILLEM cepTHMEATe NpenapaTa coOOTBETCTBYeT Tpebonaniim
yreepaaennoil HJ] Ne 1 N012684/01-091017, a Tasoxe Himenennsam N | u Ne2 x HJAL

Képmena, 09.01.2019. roga LB A

JAD wspuanasrasscinl sanon ITH, S80,
Bysanewr - Henrpua ®eci:

Ax0/0440_1.1
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