NEKJAPALIIMS O COOTBETCTBHHU

JEKJAPAHT, NPUHUMAIOIIUNA JEKJIAPALIMIO O COOTBETCTBHH

000 "3rHC-PYC"
Caedenua 0 peaucmpayuu Op2anusayuu; MesicpaiioHHas UHCHEKYUA DedeparsHoil HANO2060T CAYIHCObE M 46 no

2. Mocxse 12.04.2007, OI'PH 5077746558160, oama npuceoenua OI'PH 12.04.2007.

Aopec: 121108, 2. Mockea,ya. Haana ®panxo ,0.8. Teneqpon:8(495)223-01-04, gaxc:8(495)223-01-50
B nuye: I'enepanvHoiii OUpexmop Onopenvu Tamaw

Jlosepennoe auyo: 3unvenxo H.C, dogepennocmv P-014 om 14.05.201 82

3AABJISAET, UTO
nexapcmeeniioe cpedcmeo: I'arudop, pacmeop ONs BHYMPUBEHHO20 U GHYMPUMBIULELHO2O sgedenua 25 me/mn 2

A, amnynst (3), ynakosxu SueUKogbie KORMYPHbie (2), nauxu kapmonnvie, PY Ne IT N012430/01 om 31.08.2010

(oama 3amenvt 14.12.2017), cepus V03740518, napmua 11065 ynaxoeok, 200en 0o 01.05.2021, npoussodcmea
340 "®apmayeemuneckuti 3a600 ST HC", Benzpus, EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi
ut 118-120, Hungary, koo OKITH2 21.20.10.144, %00 TH B2JT 3004900002, xonmpaxm Ne RUS 1/08.11.2013
om 08.11.2013, uneotic Ne 5451514 om 12.11.2018

COOTBETCTBYET TPEBOBAHUSIM

I1 N012430/01-141217

JEKJAPALIUSA MPUHATA HA OCHOBAHHUHA

npomoxon uchsimanuii Ne 7310m om 27 11.2018 HJI 000 HI] "®APMOEOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21 PJI40, Cepmugpuxam POCC HU.®M08. C28558 om 28.11.2018

AFag TEKJIAPALUAM 28.11.2018

}I’}TA TH AT
HEK{?{T%[WQ NEE CTBHTEJI})HA J0 01.05.2021
: %a
_ " ‘“Cﬂeﬂ; ﬁ/ 3unyenko H.C.

CBEJIEHUS O PETUCTPALIUHN

OPTAH IO CEPTU®HKAIIHUH, 3APEI'MCTPUPOBABIIHH JEKJIAPAIIHIO

RA.RU.11®M08 OPTAH IO CEPTHOHKALHH ITPOAYKIIHH OBII[ECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPV)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu. 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, am. 5, nom. 1, xom. 1, adpec op2ana no
cepmucpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, seb-
catim: oyxkK.pe.

JEKJIAPAITHSI O COOTBETCTBHH 3APETMCTPUPOBAHA M POCC RU A-HU. PM08.A.08550/18

g?/, Jlupenxo U.b.

NOMIHCh PyxosoauTtens OC
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3A0 «dapmauenTHYeCKHl  38BOI ITUC»
1106 — Benrpus, byaanew, yn. Kepeeryph 30-38.
Tenedon: (36)-1-803-5554 Tenedaxc: (36)-1-803-3556

Haumenopaiue npenapara:

Cepusn Ne:
Homep anannsa:
Jarta anajuia:

!!0!"&1“"!8.—’!“ Kadecmed,

Onucadne:

TloanHHHOCTE:
(TCX)

lopauHHOCTR:
(RGUECMBENNAR PeaKtjus)

TipospadnocTs:
HseTHoCTS:

pH:

MexaHHUECKHE BKANOHEHHSA:
- HEBHAHMBIE HACTHUDL

- pasmepom 2 10 MM

- pasmepoM 2 25 MKM:

- BHAMMBIE YECTHUbI:

Poacraennbie npumecu (TCX):
- FAIMAON:

- mobas HeHaeHTHG). IpAMECE:

- CyMMa [IpHMecei:
Hisaexaemblit obbem:

BakTepHAibHBIE YHAOTORCHHBE

CrepuabHotTh:
Koanuecrsennoe onpeaeienne
{(PUMPUMEMPUR)S

YnaKoBKa:
Mapxuposga:

Cepruduxar kauecTna Ne 3862/2018/TA

I“anmmpi' PACTBOP A5 BHYTPHBEHHOIO H BHYTPHMbIIIEHHOTO
apenenns 28 mr/ma 10x2 s

VO37A0518 Jata npoH3BOACTBA: 05.2018.
INJ/2018/627 TNoaen no: 05.2021.
02.07.2018.

[loayuennbie peiyapmanibi; Hopmbr:

Flpospassssii, GecLBETHRI HAW CBOTIO-3EACHOTO LBCTA
pactsop, 63 3anaxa

OCHOBHOC ISTHO HAa XPOMATOIPAMME HCTIBLTYEMOTO
PACTROPA «A» HIO LBETY, PAIMEPAM H BEAHTHHC R aoamo
COOTRETCTBOBATD OCHORHOMY AATHY OCHUMKAAHE HA
KPOMATOIPAMME CTAHIAPTHOTC PacTBOPA B
MHTeHcHBHAs PO30BAs OKPACKa TIPH 10DaRICHIA
PACTBOPOB NEPMAHTAHATA KAIMS W ceproft kueaoTLL Hpu
KHNAYEHHH TI0YYECHHOTO PacTsopa - 3aiax
Oensambacrnag

PacTsop J0KeH ObITL HPOIpaHhiM

Coors. Tped. liser pactsopa AomkeH ObTh He GOfee HHTCHCHBHLM,
eperee GYs yem yranonb usetioctH GY, uan BY no Esp. Papm.

6,0 ; Or 551065

Cours. 1ped.

Cootg. Tped.

Coors. Tpeb.

CooTB. Tped.

65 wr./amnyia we Gonee 6000 urr. / amiyna

se Gonee 600 wr. / amnyia

[IpH BMIYAIBHOM OCMOTPE MEXAHHHECKHE BRIOUCHAS
JIOMKHEL OTCYTCTBOBATH

3 wir/amnyia
Coots. Tpeb.

(BLPANCEHD 8 REPECHEme HA Henyuxaana ymapan
He Gonee 0.5%
He Gonee 0,5%
ne Gonee 1,0%

menee 0,1 %
smenee 0,01 %
senee 0.1 %
e Mexee 2.0 wi

Coneprcanie GakTEPHATLHEX DHIOTOKCHHOB J0.1HKHO
Obith MeHee 87.41 ED/ma

[penapar AomKeH GhiTh CTEPHABHBIM.

B aminvie {2 May o1 47.5 10 52,5 mr

denumxiana dyvaparta

B 1 s o7 23.75 10 26,25 mr

dennmiciana dymapara

B3 COOTBCTCTBMH ¢ HOPMATHRHON 0Ky MeHTaHel!

B cooTEETCTBIH CHOPMATABHOM ROKYMEHTAUNCH

2,1 Ma
smenee 1,20 B

Coors. Tpeb.
S0,3 mr/amnyiia (2yn)

Coors. Tped.
Coorr. Tped.

fipowisoanteas: A0 «PapmaneBrHYcCKHi 1380 HC» 1165, Byaanewr, ya. bexenndenin 118-120, Beuipnun
Pacosmuk,ynakosiak: : 340 «apmaneaTiaeckuil 3ason HHO» 1165, byasnewt, ya. Bexenngpeinn T18-120, Benrpus
Brinyckawmnit konrpons kauecisa: 3A0 «hapuanenTwaccknit anon I HC» 1165, byaanew, ¥ Bewenpdeaan 118-120, Benrpus

tupma 3A0 «apmanesTHeeckii sasoa ITHCy (byaanewr - Benipua) rapaHTHPYET, 410 NPOHIBOACTEY YKEMHHOTO B wactTosiesM cepradukare
{PEHAPATA, BWICHONAN €F0 YNAKOBKY i KOWIPOJh KAUCCTBA. MOAHOCTRIO COOTRETCTRYET TpeliobatiaM JeicTayouiX «Ipasnit OpraHisaiiy
NPOMIBOACTEA 1 KOHTPO/IA KAUECTBA IRKAPCTBEHHbIX CPCACTE? (cUGMP}.

®upma rapaHTHPYET, 4TO KAUCCTBO YKA3aHHOIO B HACTOALIEM cepTHHMKATE NPENapaTa COOTBEICTByET TpefoBaHUAM
yreepaaentoit HA Ne 11 NO12430/01 - 141217,

byjganer,

(0435

Im

24 08. 2018
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