| JEKJAPAIIS| O COOTBETCTBHH

JIEKJIAPAHT, NIPMHUMAIONIHA JEKJIAPAIIUIO O COOTBETCTBHU. |

000 "3rHC-PYC”

3apezucmpuposaro : MedcpationHas UHCNEKYUR ®HC No 46 no 2. Mockee OIPH 5077746558160 om
12.04.2007 '

Adpec: 121108, 2. Mockea,ya. Heana Opanxo ,0.8. Teﬂeqbou.'8(495)223-01-04,q’mxc:8(495)223-01~50
B nuye: lenepansuvlii dupexmop SHOpeHbl Tamaw .
Jlogepenroe auyo: Bacurenxko M., doeepennocmo P-012 om 07.06.201 72

3AABJBIET, UTO :
nexapcmeennoe cpedcmeo: CynpacmuHexc mabaemxi NOKpbIMbie NIeHOYHOU obonoukoti 5 M2 7 wim., Ynakosxku

syetixogole kowmypusle (1), nauxu KapmoxHbie, PV Ne JICP-008568/10 om 23.08.2010 (0oama nepeoghopmMreHus
| 21.10.2014), cepun 622941117, napmus 170697 ynaxosox, 200eH 00 01.11 .2022,_npqy3300cmsa 340
"Dapmayesmuyeckuii 36600 STHC", Benzpus, EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut
118-120, Hungary, xod OKIT[2 21.20.10.256, k00 TH B3/ 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om
08.11.2013, uneotic Ne 5450017 om 19.02.2018 P B el

COOTBETCTBYET TPEBOBAHUSIM
- JICP-008568/10-230810 usm. Ne 1-4

JEKJIAPAIIMS MPUHATA HA OCHOBAHHH e s
npomoxoa ucnsimanui Ne 1245 m om 01.03.2018 HJT 000 HI{ "PAPMOBEOPOHA", ammecmam

axxpeoumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC HU.PMOS. C08537 om 01.03.2018

Bacunenko M.H.

Q/ﬁonnuca ’ C®.U.0

CBEJIEHMA O PEFI/ICTPAIII/H/I

OPT'AH IO CEPTU®HKAIIUH, 3APETMCTPUPOBABIINM JEKJTAPAITMIO- / -
RA.RU.110M08 OPTAH 110 CEPTH®HKALIHH ITPOJYKIJHH OBLJECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTbBIO nOKPYIKHOH JEHTP KOHTPOJIA KAYECTBA”,

aopec opeanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeara ho
cepmugpuxayuu. 115280, 2. Mockea, y1. Macmepxosa, 0. 4, 5, men.: (495)788-02-88, qeé—caﬁm: OYKK.P.
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3A0 «DapMaueBTHYECKHE 3aBon ITHC»
1106 - Beurpua, bynanemt. ya. Kepectypi 30-38.
Tenedon: (36)-1-803-3554  Tenedaxc: (36)-1-803-5556

Cepradurar kauecra Ne 600/2018/TA

® .1
Haumenosanue npenapara: Cynpaciunexe TallieTKH NOKPLIThie MIEHOUHOM ofooukoit S Mr 1x7

Cepun Ne: 6229A1117 Jara npowIBOACTSA! 11.2017.
Homep auaania: TAB/2017/2848 oaen ao: 11.2022.
Jiara anaauia: 07.02.2018.

Horkgiameu kayeemea Hoayuenmnsie Hopabi:

Onncanne:

Hoaaunnocrs:
{loAAHHHOC TS THTRHA AHOKCHAA!

KomuuecTReHnoe onpejesenne
{Y@-cnexmpoghomomempunl:

Mocroponnue npumecn 1 (BKX)

- q1o6as MACHTHDHIMD. IPAMECH;
- qiofas nenaeHTHGHIMD. TPUMECE!
- CYMME HpHMECeil

TlocToponnne npumeck 2 (BIKX) -

COREPAAHIE THAHTHOMEDA
D- uerupusnHa;
PacTeopenne
(YD-crerxmpogromosmempus).
Cpeannn macca:
ONHOPOAHOCTE B0 Macce:

Pacnajaemocts:
OaHopoAHDCTE H0IHPOBAHHA
(N @-cnexmpodomomempus)
(OOROPOOHOC I COOEPHCaNUSL

MuxpobHOAOI HYECKAR YHCTOTAL

- afugee 9ucao aypobubix Dakrepui
- OOIICE HHC0 TPHO0B!

- Escherichia coli:

Ynakopra:

Mapruposka:

Hpouwsroanrens: JAO «bapyauesruiecknil 34801 ITHO» 11

231 4
Coots. Tped.

Coota. 1peb.
Coots. Tped.

100.9 %
5,05 mr/rabanoxp.
Lok,

mesnee 0.03 %
menee 0,05 %
smenee 0.1 %

U’!\F/

& 70

86,4 - 100,2 %
Ko~ 94,9 %
98,5 mr

96,8 ~ 101.2 Mr

4 mun

AV o= 4.2

sence 1077
menee 10/
HE BLIABICHO
Coorn. Tped.
Coora. 1peb.

Benbic #iH NOYTH OCABIC KPYIIbie ABOSKOBLINYKIbE Ta0aeTRH
HOKPBITEIC TICHOYHOH 0bonoukol, ¢ rparnporkoit «E» na oanolt
cropose Tabacrku u «281» Ha APYroi CTOPOHE, Ge3 WM HOWTH
fes zanaxa.

YO cnekrp A0/uKeH OTh HOJ0KNTCIBHIM,

1iBeThas peakims 10/KHa GLiTh IOA0KHTEALHON.

or 90,0 1o 105,0%

5.00 Mr+ 3 %, -10 % (o1 4,50 10 5.25 M)} 1CBOUCTHPHIHHA
AdruaApoxaopHaa’ Taba okp.iLob.

(ROAUHECINBE MPUMECEN GOIPANCEHC 6 NEPECHEE HA ACOHEMUPUIUNG
duendpoxnepud)

ne Goaee 0.20 %

ue Goaee 0,10 %

ue Goee 1,0 %

ne Gosee 1.0 %

He wenee 75 % {Q) 07T HOMMHAILHOTO  KOIWNECTHA
ACHCTBYIOILETO BELIECTRA A0JKHO TICpEHTH B PacTBOp 3a 30 MuH
100.0 M+ 7,5% (o7 92,5 a0 107.5 mr)

OTKHOHEHHE OT CPEAHCH MACChl:

a1 0% (18/20) rabaerok - ne oage = 7.5 %

s 10% (2/20) rabnerox — e Gonee + 13 %

ue Goaee 15 Mun

coraacuo Enp. Papm.:

AV < 15 (n = [0), eCiy YCIOBHC HE BBIMOAHACTCH, TO AV = I3
(n = 30). ® s 30530 1abAcTOK KOIMMECTBCHHOT COJCPHARUC
ACHCTBYIOIIEND  BELICCTBA JIODKHO  HAXOAMTBLA B HHTCPBAIC
0,75=<M — 1,25=M

Kareropus 3A

we Gonee 107 8 1 r npenapara

1e Gosee 107 8 1 r npenapara

oTcyTCTRHE B | I nipenapara

3 COOTRETCTBHA € HOPMATHBHOH Z0KYMCHTALLHSH

B COOTBETCTBUM ¢ HOPMATHBHON JOKYMEHTALNEH

68, byaanewr, v, bewennde i 118-120, Benrpus

hacosmur,ynacosuiik: : 3A0 «DapyanesTHyecknii 1as01 IHO 165, Byaanemsr, y. bexenngemn 118-120, Beurpus
BrinyeKamni KoHTpoas kavecrsa: 3A0 «®apmanesTucckuit :asoa HHC» 1165, Byaanewr, v, besenndeann 118-120, Benrpus

Gupma A0 «DapmatesTHHCCKIH 3aB0A SEPHCH (Bynanewt — Beurpus) rapasinpyct, HTO NpoH3BL.
npenapara, BROMAA €I0 YMAKOBKY W KOMIPOIh K24MECTBZ, RO/IHOCTRIO COOTBETCTRYET TPeDOBAHHAM
NPOHIBOACTEE H KOHIPOIA KAHSCTRE IEKAPCTBCHHBIX CPCACTRY {cGMP)

(CIBO YKEIAHEOTO B HACTORMIEM CepTudnikare
achcrsyioumx  «llpasui opravwsatiim

GupMa  rEPaHTHPYET, HYTO  KAYCCTRO  YKAZAHHOTO B HACTOSHICM ceprudukate NpEnapara  COOTBETCTBYET TPebOBAHHAM
IIHC AHJL Ne 2008-4149/D-06/01-C/E.

byaanewt.
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