TEKJIAPAIIMSA O COOTBETCTBHHU

JEKJAPAHT, IPHHUMAFOIIHIA JEKJIAPALIMIO O COOTBETCTBHH

000 "IrHC-PYC"

3apezucmpuposaro : Mexcpationnas uncnexyus PHC Ne 46 no 2. Mocxee OT'PH 5077746558160 om
12.04.2007

Aopec: 121108, 2. Mockea,yn. Heana Ppanko ,0.8. Tenegpon:8(495)223-01-04,paxc.8(495)223-01-50
B nuye: Ienepanonviii oupexmop Iudpenvu Tamaw

JHosepennoe nuyo: Bacunenxo M H., dosepennocme P-012 om 07.06.2017 2.

3ASIBJUIET, UTO
Aexapemeennoe cpedemeo: Seunok matnemuu 50 m2 60 wm., gnaxonst (1), nauxu xapmonnwvie, PY Ne IT
NO15639/01 om 17.03.2009 (dama nepeogpopmnernus 08.10.2014), cepus 1 581N0I118, napmus 25900 ynaxogox,

| 200en do 01.01.2023, npouseodcmsa 340 "Papmayesmuyeckui 3a600 SI'HC", Benzpus, EGIS

Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, / 340 "®apmayesmuyecku 3a800
3IHC", Benzpus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, koo OKII[2
21.20.10.146, xo0 TH B3 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, ungotic Ne 5450391
om 10.04.2018

COOTBETCTBYET TPEBOBAHHWAM

TTNQ15639/01-180512 uam. Ne |

NEKJNIAPAIIMSA OPHHATA HA OCHOBAHUH

npomoxon ucnsimanuii Ne 2309 m om 18.04.2018 HJ1 OO0 HI{ "PAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 @140, Cepmuguram POCC HU. OMO8.C12081 om 19.04.2018

W o Bacunesko MM,
MﬂﬂﬂCh O.U.0

CBEJEHUS O PETUCTPAIIUHM

OPI'AH 110 CEPTHOHKAIIHAH, 3APETMCTPUPOBABIIANA JEKTAPAIIHIO

RA.RU. 11 MO8 OPTAH ITO CEPTH®HKALIHH TPONYKIHH OBLJECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opearuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. I, adpec opzana no
cepmucpuxayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, 5, men. :(495)788-02-88, seb-caiim: oyxx.pg.

JEKJIAPAXIMSI O COOTBETCTBHH 3APETMCTPHPOBAHA A POCC HU.®M08./198680

((OI(HI%O\?I % ) / %
WeHTp KoHTpONA |- B ) ’ ' Ao\ Hunenko MLB.
%/} Pyxopogurens OC




‘ 3A0 «whapmanepTHYECKHH 3aBOA ITHC» :
‘ 1106 - Bewrpwsa, bymanewt, yi. Kepecrypd 30-38.
" Tencd}on:ﬁé)d-803-5554 Teaedaxc (36)-1-803-5556

Cepruduxar KauecTsa No: 1349K/2018./N-DE

Haumenoganne npenapata:  JTHAOK TabaeTww 50 mr 60x

Cepus Ne: 158INOT1SR Jlarta npowssoacrea: 012018
Homep ananusa: TAB/2018/115 Vonen 10 01.2023
Jdata anaiusa: 30.01.2018.

Hoxazamenn KauecHiga: Hoayuenisie Hopybi:

283{!’1bmﬂ?ﬂbl’.‘

Onucanye ppenapaal Coora. Tped. Beibie M8 NOUTH Gepie. KPYLIbic, ABORKOBLINY Kb Tab/ierku,
€ pHCKOH Ha CAHOR CTOpoHE W ¢ rpasuposroit L 434 - Ha
Apyrof cropone, 6¢3 3anaxa

NoanaHHoCTS! Coors. Tpeb. TCX 1 YO cnexrp A0KHE ObITH HOIMKHTOILHBIMH.

KoangecrseHnoe onpeeienne:

(¥ @-cnexmpoomonempus) 49,92 mr/radn. $0.00 Mr -+ 5 % (47,50-52,50 mr) METOTIPOH0.13 Taprpata’tabn,

TlocToponnne npusecu (TCX ) (KOAUNECHID RPUMECEH GUIPAXNCEND 8 NEPECHEME HE MEPiOnpOAQRa
mapmpant j

- mofias NpUMECs: 0.2 % ue Gonee 0.3 %

- CymMa npuseceit 0.2% we Gatee 6.5 % ’
Pacroopenue: 97 103 % He wmence 75% () 07T  HOMHBATRHUIO  KOJIMYCCTRR
(Va-cnexmpodomosenpus) X, =09 % AelicTByIONIEro  BEMECTBA A0KHO nepeliti 3 pacTsop 3@

) 30 mun
Cpeansin Macea: 1578 M1 160.0 M+ 7.5% (148,0 - 172,0 m1)
(anepeaHsETH No Macce: Coors. Tped, OTKACHEHUE OT CPCIHEH MACCRI!

san 90% (18/20) Tabaerox - He Oosee = 7,5 %
nas 10% (2/20) rabierox ~ He fonee £ 15 %

PacnafaemocTs: 15 Mun ne Gonee 30 Mun
Tloreps B MACCE NPH BLICYIIHBAHUN: 0.8 % ne Gonee 4.5 %
OAHOPONHOCTE AO3HPOBANNY] AVy= 3.6 cornacio Eap. Qapm.:

AV < 15 (o = 10}, compt Yea0BHE HE BRINOIUAETCH, TO AV £ 15
(n = 30). v aan 30730 Tabreror KOIHYECTRERNOC coacpRaHde
ASHCTRYIOIICTO BEWIECTRA AOJKHD HANOAMTLCA B HHICpBAAE
0,75«M-1.25xM

MurpoiHoaorniecKan yneToTal

- ofee yneao aapolunix GakTepui: menee 10/ ne Sonee 10° B | r npenapara

- ofee wueno rpudon: seree 1 we Soace 10° » 1 r npenapara

- Escherichia coli: HO BLIRBACHO oTcyreTaue B | 1 npenapara
YiaKosra: Coorr. Tped. [} COOTBETCTRAY ¢ HOPMATHBHO A0KYMCHTAlMSH
Mapxkuposka: Coots. Tped. B COOTBETCTBHM € HOPMaTHRHOH J0KyMEHTAHCH

Hponireanrens: 3A0 «PapManesTHICCKHIR 18807 IO H6S, Byaaneur, yiu. bexensgeans 118120, Benrpust
@acosunc,ynakosmuk: : 340 «@apyanesThuecknil 3o W HOs 9900, Kepsena. yu.Maram kupaii 65, Beurpas
Brinyckatomil kourpois kasecrsa: 3A0 «DapmauesTadecknit a0 3T 9900, Kepmeni, yaMaram xupai 65, Bedrpust

Dupaa JAQ «hapwaucsnistecknii 320 DT WU (byaaneis - Benrpra) rapaHTHpYeT. 4I0 APOHIBOACTRO YKAZEHHOIO B HACTORIMEM
CepTROMKATE NPCTIAPATA, BICIONAA 10 YHAKOBKY # KONTPOIE KAYCCTEA, BOANOCTLIO COOTBETVIRYCT Tpelosanpan aeie rayoumy «llpasin

OPraHI3AlINY NPOI3BOACTEA U KOWTPO/IR KANECTBE ICKIPCTACHHBIX CPEACTRY {cliMP)

GHpMa TapaHTHPYET, YTO KAYECTBO YKA3AHHOIO B HACTOALEM ceprudixate npenapata  COOTBETCTRYET
tpeGosanuam ITHC AHJL Ne 2008-3114-C/E/O.

Képmena, 13.03.2018. roxa

SA0 sGapusnesrruscrall sason ITHA 4
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