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TEKJIAPALIASA O COOTBETCTBUM

== "5 COOTBEIC
JTEKJAPAHT, TIPIHIMAOIAMA AEKJIAPAIIMIO O COOTBETCTBUH

000 "Iruc-pyc”

Japezucmpuposaro | Medkpaiionnas uncnexyus ®HC Ne 46 no 2. Mockee OI'PH 5077746558160 om
12.04.2007

Aopec: 121108, 2. Mockea,yn. Heana Ppanxo ,0.8. Teneghon:8(495)223-01 -04,paxc:8(495)223-01-50
B nuye: I'enepansroiii Oupexmop Duopenvu Tamaw

Josepennoe nuyo: Bacunenxo M.H., 0oéeperHochib P-012 om 07.06.2017 2.

- 3AABJAET, YTO

JIeKAPCMBEHHOE CPeICE0: Seunox mabnemxu 100 m2 60 wm., drakoHsl (1), nauKu KApMOHHbIE, PY Ne IT
N015639/01 om 17.03.2009 (dama nepeogpopmaenus 08.10.2014), cepus 5921N0917, napmus 13090 ynaxoeox,
s0den do 01.09.2022, npouzecocmea 340 "Dapmayeemuyeckuii 3a600 OrHC", Benzpus, EGIS
Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, / 340 "®apmayesmuveckuii 36600
AIHC" Bewzpus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, xod OKITJ2
21.20.10.146, ko0 TH B3] 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneoiic Ne 5449441
om 08.11.2017

COOTBETCTBYET TPEBOBAHMAM
I1N015639/01-180512 usm. Ne 1

JEKJAPAIIMS IIPHHATA HA OCHOBAHHH
npomoxon uchsimarui Ne 7684 m om 21.11.2017 HJ1 OO0 HII "OAPMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU.®M08.C00885 om 21.11.2017

IIPI-IHTHH JEKJAPALTMH 23. 11.2017

JEKFAPATPREN CTBUTEIbHA 1O 01.09.2022
G Bacunenko M.H.
3, Bmlfgf%': 1;: g (__pénniace O U0

CBEJEHHS O PETUCTPALIA

OPI'AH IO CEPTH®HKAIIHH, 3APEFMCTPUPOBABIIHI JEKJAPAIIUIO

RA.RU.11®@M08 OPTAH ITO CEPTH®HKAIIHH ITPONYKIIHH OFIIECTBO C Or' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPVIKHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 1 05062, Poccus, 2. Mocksa, @ypmannbiil nepeynox, 10, 1, adpec opeana no
cepmudpuxayuu: 1 15280, Poccus, 2. Mockea, yn. Macmepkosa, 4. 5, men.:(495)788-02-88, eeb-catm. OYKK.PP.

JEKJAPAIIUA O COOTBETCTBHU 3APECTACTPUPOBAHA & POCCH U.®M08./183568
JATA PEI_‘QHCTPAI].HPI 23.11.2017
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A 3A0 «@apmaneBTHUCCKIH 33BOA ITUC»

‘ EG'S 1106 - Beurpus, Bynanemr, yn. Kepecryp 30-38.

Tene¢0ﬁ1(36}-1~893-5554 Tenedakc (36)-1-803-5556

Ceprudukar kadecTsa Ne.: 5151K/2017./N-DE

; ®
HaumeHoBanHe npenapata:  JTHIOK tabaerkn 100 mr 60x

Cepus Ne: 5921N0917 JlaTa npou3BOACTBA! 09.2017.
Homep anannza: TAB/2017/2092 [oaen ao: 06.2022.
JlaTa anaania: 29.09.2017.

Hokazamea Kauecinea: Hoayuenste Hopysi:

pe3yabmantbl.

Onucanie npenapara: Coots. tped. Beipie MaW  modMTH  Geapie,  KpYDibie, IBOSKOBRITYKIBC
rabnerkn, ¢ Qackofi, ¢ puckoli Ha OHON CTOpONE W €
rpasuposkoii E 432 - ua Apyrod CTopose, 6e3 3anaxa.

{loaauuuoCTh: Coors, Tped. TCX # YO criexrp A0/KHbL GLITH HON0AUTEALHBIMH.
KoauyecTBEHHOE ONpeaeieHHe:
(V-cnexmpodomomempus) 98,2 mrirabi. 100.00 mr £ 5 % (95.0-108,0 Mr} MeTonpeaona Taprpata’Taba
Mocroponnne npumecn (TCXE (KOAUNCCBD  NPUMECER  BBIDUMCEND 6 nepecyeme  Ha
.’Ht’ﬁi(}ﬂp(}ﬂ ald mapmpam}
- mobas NpUMech 110 OTACIBHOCTH! menee 0,1 %% ne Gonee 0,3 %
- CyMMa TipuMecei: wenee 0,1 % se Boseed.5 %
Pacrsopenne: 96 -~ 98 % e smedee 75% {(Q) 0T HOMHMHAIBLHOTO KOJAMHECTRA
(V®-cnexmpodiomonenpus) Re=97% ﬂ;ﬁcray]omem REHICCTRA JOJKHO TEpeHTH B pacTsop 34
30 mun
CpeaHus Macca: 317.2mr 320.0 Mr £ 5% (304.0 - 336,0 M)
OaHopoAHOCTE N0 Macce: Coots. Tped. OTKIOHEHHE OT CpeaHcH Macchil

s 90%% ( 18/20) tabuerox — we Sozee £ 5%
ans 10% (2/20) Tabaerok - He Boaee 10 %

PacpnanaemMocrs: 19 MuH He Bonce 30 MuH
[loTepsi B Macce NPH BHICYIIHBAHKAL 1,3 % ne Gonee 4.5 %
OaROPOAHOETH 103HPOBAHKA: AV =33 coraacno Esp, ®@apm.

AV £ 15 (n = 10), ecay yCaoBue He  BRIOAHSETCHA. 10
AV € 15 (n = 30), u ans 30/30 1abireTok KOIUHECTBCHHOS
cosepaNME AeHCTBYIONICTO BELLECTRA A0/KHO HAXOAHTHCR B
unrepsane 0,75xM-1,25xM

MukpobHoaorHuecKan HnCToTa:

- ofiiee YucAe arpoubix GakTepHit menee 10/ ne Bonee 107 B 1 r npenapara

- o0uee wncno rpubos: menee 1071 se Gonee 107 B 1 1 npenapara

- Escherichia coli: HE BBLIABICHO oTcyTCTRHE B | T Hpenapara
Ynakosra: Coorts. Tped. B cOOTBETCTRBHH ¢ HOPMETHBHOH JHOKYMEHTALHEH
MaprupoBKa: Coors. Tped. 13 COOTBETCTBUM ¢ HOPMATHBHOH JIOKYMEHTALHCH

Hpowisonniean: 340 «apmanesTauecknil anoa M HO» 1165, Byaanewt, . bexensdean 118-120, Beuni pun
DacoBLHEYIAR0BUHNK: ¢ 3A0 «hapmanenTuaccrnit 3ason THO 9900, Kepmena, y1.Mataum kupah 65, Benrpua
BoniyeRaionpil KOHTPOIL KAYECTBA: 3A0 «DapmanesTHUCCKIH 3aB0A ICHC» 9900, Kepmena, ya.Maram kupai 65, Benrpus

Gupma 3A0 «DapMAIEETHYECKIT 301 BPHAC» (Bynanenrt - Benrpust) rapaHtupyet, 410 (IPOMIBOACTHO YKASAHHOTO B HACTORILEM
CepTHPHKATE NPCHApATa, BKHOYAR €10 YIAKOBKY KOHTPONIS KaHeCTRE, NONHOCTRIO CODTRETCTRYET TpedoBaiuaM ACACTBYIOLIHK «lipasun
OPraHM3ALIE POHIBOICTEA 1 KOHTPONA KayecTsa TEKAPCTRCHHEIX CPEACTER cGMP)).

Bupma TapaHTHpYeT, YTO KAuecTBO YKA3aHHOTO B HACTOAIICM ceprudmkare - TIpgnapara  COOTBETCTBYET
peGosannsm ITHC AHJ Ne 2008-31 15-C/E/O.

Képmena, 26.10.2017. rona
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