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EKJIAPALVSI O COOTBETCTBHU |

JEKJIAPAHRT, IPHHAMAIOMAH JMEKJIAPAIMIO O COOTBETCTBHH "~ "
000 "3THC-PYC"

3apezucmpupoBano : Mexcpationnan UHCNEKYUA OHC Ne 46 no 2. Mocxee OIPH 5077746558160 om
12.04.2007

Adpec: 121108, 2. Mockea,yn. Heana ®panko ,0.8. Teﬂe¢0H:8(495)223—01-04,¢am.'8(495)223-01-50
B nuye: Ienepanubtil Oupexmop Suopenvu Tavau
Jlosepenroe Tuyo: Bacunenxo M.H., dogepennocmb P-0]2 om 07.06.2017 2.

3ASIBJAET, UTO .

NeKApCMBEHHOE CPeocmeo: Seunox mabnemiu 100 m2 30 wm., gnaxonsl (1), nawxu KAPMOHHbIE, PV Ne IT
N015639/01 om 17.03.2009 (0ama nepeoopMAeRUs 08.10.2014), cepua 5923N0917, napmus 25800 ynaxogok,
s09en 00 01.09.2022, npouseodcmea 340 "®apmayeamuyeckul saeo0 ITHC", Benzpus, EGIS
Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, / 340 "D apmayeemuyeckull 20600
SIUC”", Benzpus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65. Hungary, ko0 OKILJ2

21.20.10.146, ko0 TH BOJ 3004900002, xormpaxm Ne RUS 1/08.11.2013 o 08.11.2013, uneotic N 5449980
om 05.02.2018 e

COOTBETCTBYET TPEBOBAHMSIM

T N015639/01-180512 usm. M ]

JEKJAPAITUA MPHHATA HA OCHOBAHHH .

HPOTMOKOR uenvimanuti Ne 931 m om 14.02.2018 HJI 000 HL "PAPMOBOPOHA", ammecmam
axxkpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU.®M08.C07277 om 14.02.2018

HATHS JEKJIAPAITUH /6. 02.2018

TS HCTBHTEJIbHA JO 01.09.2022

. Bacunenko MWL
AMUCH ®.U.0

CBEJEHUS O PETHCTPAIIAN

OPCAH IO CEPTU@UKALHH, 3APEFHCTPHPOBABI}JH1'{ NEKJIAPAITHIO
RA.RU.11®M08 OPTAH IIO CEPTHOHKAILIHH HPOINYKIHH OFII[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH LEHTP KOHT. POJIH KAYECTBA",

aodpec op2aHu3ayuUU: 115280, 2. Mockea, yr. Macmepkoga, . 4, sm. 5, nom. I, xom. 1, aopec op2ana no

- cepmugpurayuu: 11 5280, 2. Mocxea, ya. Macmeprosa, 9. 4, 5, men. .'(495)788-02»88,'_866-caﬁm: oyKK.p@.
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“ 3A0 «apmanesTHuecKuil 3aBOA IUC»

‘ EGIS 1106 - Bewrpun, bvaanewr, vi Kepecrypu 36-38,
N 4

Tenedon:(36)-1-803-5554  Tenedare (36)-1-803-5356

Ceprupuxar kavecrsa Ne.: S12K/2018./NR

- &
Hauvenorauue npenapara: Sruwior rabaerku 100 mr 30x

Cepun Ni: 5923N0917 Jarva npomisoactea:  09.2017.
Homep ananusa: TAB/2017/2107 Tonen ao: 09.2022.
Aava ananausa: 29.09.2017.

Hoxazamenu xawecmea: Hoavuennsie Hopssi:

Onncanne npenaparta:

Hommmuaoctn:

KonuuecTsennoe onpeienenne:
(Y @-cnexmpogomasempus)

Hoeroponuue npumecn (TCX):

- 10oBas NPHMECE TTO OTREABHOCTI
~ CyMMa npHMeceit:
Pacisopenne:

(Y@-crexmpoghomomempus)

Cpeannan macea:

Oﬁﬁl}pﬁ,{lf{ﬂfﬂw 1y Macee:

Pacnagsemocrs:

fovepn B Macce npy BLICYIIHBAKKE:
Oanoposnocys JoIHpoBanya:

MukpobHOAOrHILCKAN YHCTOTA:
- obuee yHeno apobisix Hakrepuit:
- ofwee yicno rpubon:
- Escherichia coli:

Ynawoeska:

Mapxuposka:

CIVTHIMGNIBIS
Coots. 1peb.

Coore. Tpeb.

98,4 mriraba.

0,1 %

0,1 %

93,8-978%
X =959 %

317,0 mr
Coors. Tped.

19 Mun
1,4%
AV”}": 2,4

menee 10/r
smenee 1
HE BBIABICHO
Cootrs. Tped.
Coora. Tped.

bessie wip powrn  Oeaple, Kpyraee, JBOSKOBLIIVKABE
rataetsky, ¢ ackof, ¢ puckoli Ha oaHoH CTOpoHe H €
rpasupoBkoil E 432 - va apyrolt cropone, 621 3anaxa. :
TCX u YO coexrp goasuil S51TE HONOKETENbHBIME.

160,00 Mr 4 5 % (95,0-105,0 Mr) MeTorpososa Taprpara/Tabn
(kOFuveCmEw  npiveceu
MEMOnPoAoE mapmpainl

EbiAsCeHO € nepecyemic . H@

He Hozee 0,3 Y

ne Boneed,5 %
He Mesee 75% Q) 0T  HOMBHANLHOTO  KOAWYESCTEE
NEHCTBYIOWETO BEIIECTBR AONMAHO NepelitT 8 pactsop a
30 s o
32000 mr & 5% (304,0 - 336,0 M)

OTKIOHEHIE OT CPeANCHt MACTH

zna 90% (18/20) rabnerok — e Gosee £ 5 %

Aas 1% (2/720) rabnerox — ve bonee + 10 %

ne Gonee 30 mun

se Gosee 4,5 %

cornacuao Esp. Dapa:

AV £ 153 {n = 10), ecan yoaosue He  BRINOIHASTCH, T0
AV £ 15 (n = 30), # ang 30730 tabuerox KOAHMCCTRCHHOE

CONEPHANUE ACHCTRVIONIETO BOILCCTRA AOAKHO HANOIHTHCR B
uttepraie §,75<M-1,25xM

ue Goaee 107 8 1 1 npenapara

He Gonee 10° 8 1 ¢ npenapara

orcyrecrsue 8 | ¢ npenapara

B cOOTBCTCTBYH ¢ HOPMATHRIHON JOKY MenTauned
B cOOTBETCTBHY ¢ HODPMATHRHOH HOKYMOHTAUMEH

Mpoussogurean: 3A0 «@apuauenragaeckuii 1anoa ITHC» 1165, Byasnewrr, v Bexenneans 1E8-120, Benrpus
Dacosmux,yuakosmns: 1 JAQ aDapmagesrrgeckuil 3asoa T HC 9900, Kepmena, vaMaram xupaii 65, Beurpun
Buinyexawunit conTpoas kavecrsa: JAO0 «@apsaner nieecknii sasox 3T HCO» 9900, Kepmens, va. Maram wupaii 65, Benrpus

Pupma IA0 «dapmanesTaecknil 3as0a I HCH (By aancusr — Bexrpia) rapanupyer, 470 BpoM3soacTs0 YRRIAHROTO B HACTOAIIOM
CepTrpHKATE HPENAPATA, BHOYAY €10 VIZKOBKY # KOHTPONE KAYCCTRE, HONHOCTLIO CONTReTTTaVeT Tpefopaniasm aefcrayinnny « Ipanusn
OPrEAHHIALNK NPOHIBOACTAE ¥ KOHTPOMY KAMECTEA NEXaPCTREHHEIX CpeacTRy (c(iMP) L

@upMa  rapaHTHPYET, 4T0  Ka4ecTBo

tpebopanuam ITHC AH Ne 2008-3115-C/E/O.

Képmena, 31.01.2018. roaa
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