JAEKJIAPAITUSI O COOTBETCTBUU

JAEKJIAPAHT, TIPHHUMAIOUIHI JEKJAPAITHIO O COOTBETCTBUH

000 "I HC-PYC"

3apeaucrnpuposano : Mesxcpationnas uncnexyus ®HC Ne 46 no 2. Mockee OTPH 5077746558160 om
12.04.20 07 |
Adpec: 1 21108, &. Mockea,yn. Heana @panrxo ,0.8. Tenepon:8(495)223-01-04, paxc:8(495)223-01-50 '
B nuye: I'enepanvnbiii Qupexmop Dudpensvu Tamaw

Hoeepenrioe nuyo: Bacurenxo M.H., dosepennocms P-012 om 07.06.2017 2.

3ASIBJIAET, UTO

Aexapcmeenioe cpedcmeo.: Cynpacmumexc mabremxu nokpsimole nieHONHON 060104Kk0T 5 M2 7 wm., ynaroexu
A4euxoebie KonmypHvle (2), nauku xapmornwie, PY No JICP-008568/10 om 23.08.2010 (dama nepeogopmnenus
21.10.2014). cepus 578840717, napmus 74586 ynaxoeox, z0den do 01, 07.2022, npouzsoocmea 340 |
"©apmayesmuveckuii 3a600 ITHC", Benzpus, EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut
118-120, Hungary, xoo OKIIA2 21.20.10.256, xod TH B3 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om
08.11.201 3, uneotic Ne 5449170 om 12.09.2017 |

COOTBETCTBYET TPEBOBAHHUSM

JICP-008568/10-230810 uzm. Ne -4

AEKJIAPAITHUS TIPUHATA HA OCHOBAHHU

npomokos ucneimarui Ne 6199 s om 26.09.2017 HJT OO0 HI] "®APMOEOPOHA " ammecmam
axxpedumayuu POCC RU.0001.2]1 /140, Cepmugpuxam POCC HU.®MOS.CI6255 om 26.09.2017 |

JAATA IPUHATHS TEKJIAPALIMH 29.09.2017
ATACATID QEMCTBUTEJBHA J0 0/.07.2022
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CBEJAEHMS O PETUCTPAIIUU

OPI'AH MO CEPTHO®UKAIINH, 3APETHCTPUPOBABII U AEKJIAPAIIUIO ‘
RA.RU.11DM08 OPTAH ITO CEPTHOHKALIHH ITPONYVKIIHH OBU[ECTBO C OFPAHHYEHHOH |
OTBETCTBEHHOCTBIO "OKPYKHOH IIEHTP KOHTPOJIS KAYECTBA", ! |
adpec opeanusayuu. 105062, Poccus, 2. Mocxea, Dypmannsi nepeynor, 10, 1, aopec opeana no g
cepmucpuxayuu.: 115280, Poccus, 2 Mockea, yn. Macmeprosa, 4, 5, men.:(495)788-02-88. ee6-caiim: OYKK.peh. ;

AEKJIAPAIIMS1 O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC HU. 0M08,1777332 ¥
| IATA PEFHCTPALIMH 29.09.2017 [ |
| i | |
|

|

|

|

5 + Rt

By R
Ei ML Vo @ '
& | e 3 ’\_/‘”9/ Junenxo U.B. { |

noariice Pykosomutens oprana

LORRCEE JUO
ok cepmisghurairiu




3A0 «hapmateBTHyer ki
1106 - Benrpus, byaanewr, ya.

Tenedon: (36)-1-803-3554

ABON UGy
Kepecrypn  30-38

Texedaxe: (36)-1-803-5556

Cepruduxar xauecrsa Ne 4000/2017/LM

@ -
Haumenosanue npenapara: Cynpactunere” Tabaersn NOKPLITHIE HACHOYHOH 06oi0uK0l 5 Mr 2x7
)

Cepus Ne: STREAO0717 Aaras npowssoncrna: 07.2017
Homep ananuza: TAB/2017/1756 Foaen ao: 07.2022,
Mara auanuza: 25.08.2017.

Horasameu xunecmaa Hoayuenusie Hopysi:

Onucanne:

Hoaauuuocrs:
fle}lﬂnliHOCTb THTAHA AHOKCHOR:

KoanvecTaennoe onpeseienne
(V-cnexmpodiomomempus )

flocropounne npamecu 1 (B KX

- MoBas BACHTHGULME. NPUMECE:
- 10088 HEHACHTHDHUND. IPHMECH:
- CYMMa nipuseceii

Tocroponuse npumecn 2 (B2KY) -

COARPKAHUES IHAHTHOMEDR

D- uernpusnna;
PacTBopenne
(VP-cnesmpogomomenipiinj:
Cpeannas macea:
Oanopoanocts no Macce:

Pacnagaemoctn:
OAHOPOAHOCTE A0IHPOBAHHS
(V-cnexmpohomomempusij
(DOHOPOAROCH b CODEPICaHUSN)

Muxpobuonornuecsas ancrora:

- obuee queao apobunix Gakrepuil:

- obutee 4ucao rpubos:
- Escherichia coli:
Ynaxoswa:
Mapruposra:

pel t‘.f:amamu s
Coors. Tpeb.

Coors. 1ped.
Coorn. Tped.

101,9%

5,10 mr/rabianoxp.

na.06.

menee 0,08 %
menee 0.03 %
senee (0,1 %

0,1 %

96,1 ~ 100,0 %
Xe=98,2 %
99 8 mr

98,1 - 103,7 mr

3 Mmuu

AVis=44

senee 1041
menee 10/
HE BLISBICHO
Coors, Tpel.
Coors. rped.

beabie wau noury Geable KPYrabie ABOAKOBRINVKIRIC TABACTKH
HORPRITRIC ICHOHHOR 000104KoH. ¢ rpaBuposxoi «E» Ha oano#
cropone rabiaersn W «281» Ha Apyrod cropore, Ge3 MAH HOMTH
0e3 3anuxa.

Y cniexrp A0men ObiTh DOAOKHTEIHHEM.

Lseranas peakins 10104 GhiTh HOIOKHTSTBHON,

or 90 xo 1050 %

S.00wmr + 3%, -10 % (o1 4,50 10 5.25 Mr) ACBOUCTHPHIHHA
JEIHAPOX H0PHAR Tali1.nokp.1LL00.

(KOS CINED RHpusMec e GHIPANCCHO B REPECNenmil Ha ACHULe P ud
SUZHOPOXAOPLD)

He Soace 0,20 %

ne Boaee 0,10 %

e Bonee 1,0 %

He Boaee 1,0 %

He senee 75 % () 0T  HOMHHAGILHOTO  KOJIMHECTRA
ACHCTBYIOWICTO BCUICCTEA J0/KHO nepeiiti B pactiop 3a 30 mun
100,0 mr £ 7,5% (or 92,5 2o 107,5 mr)

Orxrnonenue or cpc:meu MACCH:

ang 90% (18/20) 1abnerox — ne Gonee = 7,8 %

ana 10% (2/20) rabnerox — ne Gonee £ 15 ’}a

He Gosee 15 muu

coraacno Lap. Qapm.:

AV < 15 (n = 10), comm veaosde e meimonssercd, 1o AV < 15
(n 30). w a8 30730 71abaetok KOMHUECTBEMHOC oozxep:«a}mc
ACHCTBYIOIMEID  BCIICCTBA  JOGKHO  HAXOAMTLEA B HHTCpPBAAC
0,75xM ~ 1,25xM

Kareropus 3A

ue Goaee 10° B 1 1 upenapara

e Goaee 107 1 ¢ npenapara

oTcyTeTBUC B | I npenapara

B couTBCICTBHY ¢ HOPMATHBHOH JA0KyMeHTaIMel

B COoTRETCTRIN ¢ HOPMATHBHOR IOKYMEHTAHCH

Hpowiseanrean: IAQ «Dapsanenrunecknii 1asoa I HC» 1168, byaanewr, v Bewenndeaan 118-120, Benrpug

Dacosmnr.yraesuHk: @ 3A0 «WapymauesTieckril 3ason I HO) 1165, byaanemr, yu. Bexenbdein 118-120, Benrpus

Bumyexawumit konrpoas kagecrsa: 3A0 «Papmanesriiecwnii 3asoa 31 HO» 1165, byaanewnrr, v Bewenngesun 118-120, Beurpus

Dupya 3A0 «hapmanesrumecsnit 3asoa 3 HC» (byaanewt - Beurpus) rapautipyer. NTO APOHIBOACTBRO YRAIAHHOTG B HACTOSIEM cepradmkare
HpEHapaTa, BRMOWAR €O YRAKOBKY W KOHIPObL KAYCCTBA, NOMHOCTRI) COOTBETCTBYCT Tpebopanusy acficreyioumx «lIpasua opraumsaumm
NPORIBOACTAL i KOHTPOIA KaUCCTBA JICKAPCTBCHHBX cpects» (cGMP).

Dupva  rapaHTHPYeT.  YTO  KQYECTBO  YKA3AHHOTO B HACTOHINEM CepTHQMKATE npenapata  COOTBETCTRYET TpebOBAHHAM
BTHUC AHA Ne 2008-4149/D-06/01-C/E.
Yo

0109 207 rosa
% : a-p. Top oporxaid Karanun
iﬁ‘? r f‘/ i{ }ézﬂ;ﬂ-ﬁ;’;}gﬁimmum THUO

L C o~

by aanewr,

v PapMaleRTRICRER 3amad

Benrpyy

BRO2KY9e




