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NEKJAPAIIUST O COOTBETCTBHHU

JTEKJIAPAHT, MPUHHMAIOIHIA AEKJIAPAIIAIO O COOTBETCTBHH

000 "OI'HC-PYC"

Caedenus 0 pe2ucmpayuy Opeanu3ayuu: MeosicpationHas uncnexyus DedepanbHoll Hano2osot cryctor Ne 46 no
2 Mockae 12.04.2007, OF'PH 5077746558160, dama npuceoenus OI'PH 12.04.2007.

Adpec: 121108, 2. Mocxea,yn. Heana ®patxo ,0.8. Teneghon:8(495)223-01-04,paxc:8(495)223-01-50

B nuye: I'enepanvnuiii dupexmop IHopensu Tamaw

Jlosepennoe nuyo: 3unuenxo H.C., doepennocme P-014 om 14.05.2018 2.

3ASIBJISIET, UTO

nexapemeentoe cpedcmeo: Kopdagnexe, mabnemxu nponoH2uposaniozo Oelicmeus NOKPLIMbIE NACHOYHOU
obonouxoii 20 mz 60 wm., gnaxonst (1), navku kapmonnere, PY Ne 11 NOI 2475/02 om 13.10.2008 (dama
samenst 02.10.2017), cepus J924N0618, napmus 29100 ynaxosok, 2o0en do 01 .06.2023, npouzeoocmea 340
“Dapmayesmuyecxuii 3aco0 IIHC", Benzpus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut
65, Hungary koo OKIIJJ2 21.20.10.147, xod TH B3O/ 3004900002, xonmpaxm Ne RUS 1/08.11.201 3 om
08.11.2013, unsoiic Ne 5451774 om 07.01.2019

COOTBETCTBYET TPEBOBAHHU M

1T NG12475/02-021017

JIEKJTAPAILUSI IPHHSITA HA OCHOBAHUH

npomoxon ucneimanuti Ne 167w om 18.01.2019 HIT 000 HI] "®PAPMOBEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC HU.@M08.C31747 om 18.01.2019
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CBEJEHUS O PETUCTPALIMN

OPT'AH 10 CEPTUO®HKAIINH, 3APETNCTPUPOBABIIHH JTEKJIAPAIIMIO
RA.RU.11®MO8 OPTAH 10 CEPTH®HKAI[HH ITPOJIYKIHH OSUECTBO C OI'PAHH YEHHOH
OTBETCTBEHHOCTbIO "OKPY)XXHOH [[EHTP KOHTPOJIA KAYECTBA",
adpec opzanuzayuu: 115280, 2. Mockea, yr. Macmepkoga, 0. 4, 3m. S, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, eet-
caum: OYxK.pg.
| AEKJIAPAIIMSI O COOTBETCTBUH 3APET'MICTPUPOBAHA M POCC RU JI-HU. ®M08.A.13029/19

AATA BEEGLH, UH 21.01.2019
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N 3A0  «Papmaucsruyecknii sasoa IIHCH
‘ 1106 - Benrpus, Bynanewt ya. Kepectypn 30-38.
' Tenedon: (36) -1-803-5554 Tenedaxc: (36)-1-803-5556

Cepruduxar kavecrna Ne.: 5509K/2018./MSM

Hanmenosauwe npenapara: Kopaadaexe® vabaericn TPOIOHIHPOBAHHOTG NeHCTBHA NOKPbITHIE MJIEHO4YHON
obosouxoli 20 mr 60x

Cepust Ne: J924N0618 Jata npowssoacraa: 06.2018.

Homep anaaunaa: KGY/2018/4525 Toaen ao: 06.2023.

Hata ananuia: 17.08.2018.

[Torazameau xavecmea: Hoapuennsie pesyavmamp:  Hopyw:

Oununcanne: Coots. Tpeb. Hsosxoppinysisie  KpYIabe  TalucIKM,  HOKPHITHIC  MIEHOYHOM

0f0A04K0H KOPHMHEBATO-QIIONETOBOMD HBETA ¢ MatoBoll MIAN Crerka
GaecTaneh NOBEPXHOCTIO. Be3 3anaxa wiM €o cabsM XapaKTepHbim
samaxom. Bua ua waneme SkeaTeil no kpasM ¢ yikoif nosocoi
KOPHYHERATC-(PHOIETOBOIO LBETA.

Hopmnnocrs: Coors. tpebd. BIKX W xavectienuas peakimn wa wndelunme  20mkam Obitn
NOAOKHTEALHRIMH
Cpenas macea: 188,7 mr 188.0 M1+ 7,5% (173,9 - 202,1 M1}
OTKJCGHEHHE OT epeanel Macen:
H OAHOPOAHOCTE IO MACce: Coors. 1peb. A 90% (18:20) - He Bonee £ 7,5%,
aaa 10% (2/20) - ne fonee + 15%
Paciuopenue:
OF HOMMHIITBHOTO KOHMECTRA NIEHCTE, BOIECT. 104HE nepeltri g
. pacrsop
- 38 40 MuHyT. 31-33% ) 25-45%
Xe=32%
- 3a 2 yaca: 55-59% 50 - 70%
Xo=57 %
- 38 6 Hacos: 8i-84 % ue MeHee 739%
Xo=83 %
HoTeps 8 Macce npn BeRCYWHBARNE: 120 % He Honee 3,0%
Poacraennuic npumecn (B3X):
- ApaMecs A 001 % He Boaee (0.5%
- npimecs B 0,03 % He oaee 0.2%
- MEOBAS CAMHUNHAS HEHACHT. MPUMECH:
= 1O OTAEABHOCTH, He Donee 0,01 % ue Honee 0.2%
- B CyMMe! He Bonee 0,01 % ne Gonee 0,5%
- CYyMMa BCEX MpHMeceii: 0,04 % He Doaee 1,0%
Oanopoanectn aoinponanun: 97,8 - 103.0 % AV 150 (n=10), ¢ yCAOBHE HE BHNOAHACTCA, TO
AVie=42 AV <150 (n=30), 1 an 30/30 TaGretox nOKpLITHX 060104K0H
ROJHHECTBCHHOC CONCTRAHAE JEHCTRYIOUICTO REUIECTRA AOMKHO
HaXOAUTLCH B HiTepsane 0,75xM — 1,25xM
Koauuecrsennoe onpeacienue: 20,11 mr/raba 20,00 mr £ 5% (19,00 - 21,00 Mr) uudexunnna/raca.
{BOKX)
Muxpobuonornueesan unerora’: Coore. ped. Kareropun 3A
Vnakosra: Coors. tped. B COOTBETCTRUM & HOPMATHRAOH NOKYMEHTALMOH
Mlpmlponm: Coors, TpEb. B COOTBETCTBUH C HOPMATHBHON NOKYMEHTALIME

e He PEYYARPHOC HCMBITAHKE, BRITNOAHACTCA ANIA NIEPBOH CEPHH SKETONHO, JaNee IR Kakaol 10-i CCPHE, TIOYIOMY JMAHHBIT NOKAIATE Ih
MOKET DBITH HC BKAIOYCH B CepTHdMKAT KauecTsa.

ipoussoanrens: 340 «Dapmaucsrnyeckuil 18os M HC» 9900, Kepmena, v Matsiiu supait 65, Benrpun
Pacosmniynacosmu: 340 «Dapmauesruueckuit samon M HCH 9900, Kepmena, ya.Matsaw kupaii 65, Benrpus
Besayexawuii koutpoinb kavecrsa: 340 «BapmanenTuuecknil 3as0 IO 9900, Kepaena, yia.Maram knpali 65, Beurpun

Dupma 3A0 «DapmauesThueckuii 3asod THC» (Byaanewr — Benrpua) rapanTupyer, 410 fpoHiBoacTsO YRQIAHHOIO B HacTodineM
Ceprulxare RPEnApaTa, BKMOUAA €0 VIAKOBKY it KOHTPOIL KAYCCTRA, NOTHOCTRY COOTBRTCTBYET Tpebonatmam tecTeyioumx «fIpapis
OPFARILIALHM NPOUSROACTRA H KOHTPOAR KAYECTBA ICKAPCTREHHBIX CPEACTEY (CGMP).

PupMa rapaHTHPYeT, TO KAUCCTBO VKASAHHOID B HACTOIIEM cepmef)uxamﬁ;bwapma cooTeTETBYET TpeBoRannEm
yreepwaennoit HI 1T N 012475/02 - 021017, ;

Képmenn, 17.12.2018. rona

G-p. Bamaps
Keamudutniponsisng

(/041772



