NEKJIAPAIIAZAL O COOTBETCTBHU

JEKJIAPAHT, [IPHHAMAIOIUA JEKJIAPALIAIO 0 COOTBETCTBHH

000 "ArHC-PYC"

3apezucmpupogano : Medicpationnas uHCneKyua DHC Ne 46 no 2. Mockee O PH 5077746558160 om
12.04.2007

Aopec: 121108, 2. Mockea,y2. Heana @parko .0.8.Tenegpon:8(495 )223-01 -04,paxc:8(495)223-01 -50
B auye: Tenepanshbiii OUpEKMOop Suopenvu Tamaut

Jlogepennoe auyo: Bacunenxo M.H., dogepenrocmb P-012 om 07.06.2017 2.

JASBIAET, YUTO

nexapcmeenHoe Cpeocmeo: Deunpec xancynoi 10 ma+ 5 me 10 wm., ynakoexu AHeUKo6vie xonmypnuie (3), nauxu
xapmonnuie, PY Ne JI1-002402 om 18.03.2014 (0ama nepeogopMAeHUR 20.10.2014), cepun 1656A0118,
napmus 7878 ynaxoeok, 200en 0o 01.01.2021, npouséodcmed 340 "PapmayeemusecKul 3a800 DTHC",
Benzpus, EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, xo0 OKIII2
21.20.10.148, ko0 TH BOJ 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, unéoiic Ne 5450559
om 09.05.2018

COOTBETCTBYET TPEFOBAHUSAM

JIIT 002402-180314 usm. Ne 1-2

JIEKJIAPAIIHSA NPUHATA HA OCHOBAHHH

npomOoKoN ucnoimanuii Ne 3035 m om 18.05.2018 HJ1 000 HL] "BAPMOBOPOHA", ammecmam
aKKpeoumayuu POCC RU.0001.21PJI40, Cepmugpuxam POCC HU.®M08.C14257 om 18. 05.2018

ci R
FS{THIEKTAPA MM 21.05.2018
15 JEHCTBATETLHA IO 01.01.2021

GIS-RUS™
Mﬁ. WD i /”

Y o ST W Bacunenxo M.H.
i ' \ﬂénnm:b DOHUO

CBEJEHUA O PETMCTPAIIMHA

OPTAH IO CEPTHUO®HKALIHHN, 3APEI‘]EICTPHPOBABIHI/IP"I NEKJIAPALIUIO

RA.RU.11®M0O8 OPIAH 11O CEPTHOUKALIMH ITPOAYKLIHH OBLECTBO C OTPAHH YEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec OpAHU3AYUL: 115280, 2. Mockea, yn. Macmepkoea, . 4, sm. 5, nom. I, xom. 1, adpec op2ana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ged-
caiim: oyxx.pe.

NEKJIAPAIIHASA O COOTBETCTBHHA 3APETMCTPHPOBAHA N POCC HU.®MO08./101357
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3A0 «@apmauesTHYeCKHH 3aBOR Irnc»

1106 - Beurpus, Bynanewt yn. Kepecrypn 10-38.
Tenedou: (36) -1-803-5554 Tenedaxc: (36)-1-803-5556

HanmenoBanHT UPCHAPETAS
Cepun Ne:

Homep ananusa:

Jara ananma:

Hoxaiameny Keyecmed:

Onucanue:

HosanauocTs:

KoanuecrBennoe onpeacienne: (BOXX)
- AMAOAHIHHA Gesnnara:

- pAMROPHI

Hlocroponnne npusmec (BOKX):

npodyRAb PAIRONCENIA AMAOOUNUHA De3uadma:

- npumecs D (Egp. ®Gapu ) AML-01:
HPOQVKIMb! PATOHCEHUN PAMUNPUIE
- npusecs D (Esp. Gapm): RAM-04:
- mpumecs E (Fap. Gapa.): RAM-05:

apyeue udenmuUUPOSaN. npuMeC paMunpuaa;

- npusech A (Esp. dapm.): RAM-O1:

- npuMece B (Fsp. @apm ) RAM-02:

- npumecs C {Esp, ®apa): RAM-03:

- mofan HeHIeHTHOHLEHMPOBAH. NPHMECH!
~ CYMMA BCEX npHMETelt:

Pacrsopenae (BXKX)

- amjoMniHa BeIHaT

- PAMHIIPHT:

Cpeansy Macca COAEPRAMOTD KANCYI
SAHOPOAHOCTE 110 METLE!

Boas {mump. no sem. K. Quwepa).
OnnopoanoeTs AvsHposamus (BOMKK)
- amaoauiHa Gemnar

- paMHIpui:

MukpoBuo0ruecKan THCTOTA™:

- ofiliEee YHCAO a)polHbIX GakTCpHit:

- pfimee uncao FpuGoB:

- Escherichia coli:

VYnakopka:

Mapkuponxa:

¥ HCNLITANKE HE ABARCTCA PYTHHHBIM, NOITOMY NIOKa3

NAHHOMY TIOK@3ATENO.

Ceprudukat kagecTsa Ne 932/2018/LM

3mnpec® wancybi 10 mr+5 mr 3x10

1656A0118
TAB/2018/311
16.02.2018.

Haoxayuennsie
peIyabmamsi:
Coors. Tped.

Coots. Tped.

100,7%
102,3%

menee 0.05%

0,07%
senee 0.05%

menee 0,03%
metee 0,05%
{,06%

seniee 0,1%
0,13%

95,1 - 98,9%
X6=97,1%
92,6 - 104,7%
Xe= 100,1%
297.6 Mr

2899 - 3040 mr

4,7%

AV =43
AVig=4,3

metee 10/r
smenee 10/r
HE BHIABICHO
Coors. Tpef
Coors. 1ped.

Jlars nponinoacTna: 01.2018.
Tonewn jo: 01.2021.
Hopmes:

TREpABC ATAATHHOBBIE Kancyawl CONI-SNAP 0, caMo3akphiBarOMHecH, ¢
OCHOBAHHEM CBETAC-POIOBOFO UBETE W Kpuilukoh Temuo-6opaosoro  UBeTa,
COASpKANLHME CMECH TPAHYA i NOPOLIKOB, GeOro HAM NoYTH Oeioro usera, 0¢3
Win noYTH B3 3aNaxa

BIKYX aomkna GuiTh ROAOKHTERHON

o1 90,0 10 105,0% 0T HOMHHATEHOTO KONMYCCTRA
o1 90,0 30 105,0% OT HOMHHAIBHOFC KONMHUCCTRA

ne Bones 1.00%

ue Gonee 2,50%
ne doaee 0,50%

He Gonee 0,50%
e Gonee 0,50%
e Gonee 0,50%
He Bonee 0,2%

He Honee 4,50%

e menee 75% (Q) 0T HOMHHANBLHOTO KOAHNCCTRE KKIOTO H3 AeHCTBYIOHINX
BELIECTR AOIDKHO NEpeiTst 8 pactaop wepes 30 MuH

295.0 mr + 10% (071 265,5 110 324,53 wr}

OFKIOHERHE OT CPERHEH MAcChl

s 90% (18720) xancyn — He Gonee = 10%,

ann 10% (2/20) kancyn — e Gonee = 20%

ue Gonee 7.5%

AV < 15 (n= 10), ecnnt YCIOBHE HE BLINOANALTCA, TO AV <15 (n=30), n ann
30/30 KANCY KOAHUECTREHHOE CONEPIMAHNE KAAKAOTO H3 AeHCTBYIOUIAX BEUIECTR
O/DKHO HaXOMTheA B Murepsane 0,75xM ~ 1,25%M

Kareropus 3A

ne Gonee 10° 8 1 ¢ npenapara

ue Gonee 10° 8 | r npenapara

OTCYTCTRME B 1 F npenapara

B COOTBETCTBHI C HOPMATHBHOR AOKyMEHTALMCR

2 COOTBETCTBHH C HOPMATHBHOMN I0KYMCHTALHEH

ATE MOWET GbITh BKIOHCH HE BO BCE CEPTHOMKATH KauecTsa, DHPMA rapaTHPYCT KAWECTRO N0

Mpoussoaurens: JAO «®apmanesrudeckiii 1as01 IMHC» 1165, Byaanemr, yi. bexenndenin 118-120, Benrpust

Macosmuk,ynaxosmui: : JA0 aMapMALEBTHHECKHA 32RO,

5 ITHC» 1165, Byaaneurr, ya. bexennpenn 118-120, Benypus

BoanycKaoUHA KOHTPO b KayecTsas 3A0 «DapmauesTHueckiit 1anox I HO» 1165, Byaaneurt, 1. bexedspeain 118-120, Benrpus

Dupna JAQ «DapMaLIesTHYCCKHH JaBOA BHC» (Byaarnie
[IPENapaTa, BINONAR €10 YIAKOBKY H KOHTPOIb KAUCCTRA, 1O
KOHTPOAA KaueCTsa ACKAPCTBEHHBIX CPCUCTSY (cGMP).

AT ~ BeHrpia) PAPARTHPYET, Y10 NPOHIBOICTEO YKAZAHHOIO & wacTosmenM cepridmrare
AHOCTBID COOTRETCTBYCT TpeGOBRRMAM IeHCTRYIOMMX (TTpasiA Opranmat NPOH3BOACTRA #

upma CapaETHPYET, YTO KAYSCTBO YKAJAHHOTO B HACTOSILENM ceprTHiuKate npenapara CooTBCTCIBYET rpeGoranuam STHC AHA

Ne 2010-4505/D-10-01-C.
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