JTEKJAPALIIUSA O COOTBETCTBHH

JEKJIAPAHT, NPUHUMAIONWA JEKJIAPALIMIO O COOTBETCTBUH

000 "2IHC-PYC”
Ceedenus o pezucmpayuu opeanusayuu; Mesicpauonnan URCHexyul dedepansroil Haro20801 caydicbvr Ne 46 no
2 Mockaee 12.04.2007, OTPH 5077746558160, oama npuceoeHus OI'PH 12.04.2007.

Adpec: 121108, 2. Mockea,yn. Heana Ppatko ,0.8. Teﬂ6¢0ﬂ.‘8(495)223—01—04,cﬁakt.'8(495)223-01 -50

B nuye: ['enepanoHbiii Oupexmop Kuwumodg) Mevwucnas Ckyn

Jlosepennoe nuyo: Ienex H.B., dosepennocms 49 om 01.07.2019 2.

3ASBISET, UTO

nexapemeennoe cpedcmeo: Kopoagnexc, mabnemKi RPOROH2UPOBANHO20 OeUCMBURL NOKPbIMbIE HAEHOYHOU
obonouxoil 20 m2 60 wm., paaxonst (1), nauxu kapmonnsie, PY Ne IIN012475/02 om 13.10.2008 (0ama
samenst 02.10.2017), cepusn A205N0519, napmus 29300 ynaxosox, 200en 00 01.05.2024, npouzeodcmea 340
"Papmayesmuueckuti 3a600 ITHC", Benepus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut
65, Hungary, koo OKII[]2 21.20.10.147, ko0 TH B3J] 3004900002, konmpaxm Ne RUS 1/08.11.2013 om
08.11.2013, unsoiic Ne 5453036 om 14.08.2019

COOTBETCTBYET TPEBOBAHUSIM
I1N012475/02-021017 uzm. Ne |

JIEKJIAPALLASA TPHHSATA HA OCHOBAHHUH
npomoxon ucnsimanui Ne 4778m om 29. 08.2019 HJT 000 HI] "®APMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21@JI40, Cepmugpuxam POCC HU.@M08.C47096 om 29.08.2019

Q‘% JEKJIAPAIIAN 29.08.2019
JTAPALIMSFIRMCTBUTEIBHA 10 0/.05.2024

X e s, =r*" @ - [Menek H.B.

[OJIMHCh D H.O

CBEJEHMSI O PETUCTPALIMA

OPI'AH IO CEPTHO®HKAIINHA, 3APEFHCTPHPOBABHIPII71 JEKJIAPALIHXIO

RA.RU 1] M08 OPTAH 10 CEPTH®HKALIMH ITPOAVKIHH OBLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmudurayuu: 115280, POCCHA, eopoo Mockea, ya. Macmepxosa, 0. 4, am. 5., mea. :(495)788-02-88, sed-
caiim: OykK.pgh.

JIEKJIAPAIIHSI O COOTBETCTBUH 3APETMCTPHPOBAHA M POCC RU J-HU.®M08.A.34748/19
JIATA PETUCTPALIMHM 29.08.2019
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1106 - Benrpus, Bynanewr ya. Kepecrypu 30-38.
Tenedon: (36) -1-803-3554 Tenedaxc: (36)-1-803-5556

Hanmesnonanne npenspara:
Cepus Ne:

Homep anasuia:
JaTta anrau3a:

Hokusamery kauecmen:

Ceprudnkar wavecrsa Ne.: 2993K/2019./NR

Kopaadaerc™ rabnersn NPOSOHTHPOBAHNOI0 AeHCTBHSA NOKPLITHIE NJIEHOYHOH

oboaouroi 20 mr 60x
A205N0519
KGY/2019/4493
08.08.2019,

Honyyennpie peryavimamsi:

05.2019,
05.2024.

Hara npoussoncrea:
lloaen ao:

Hopysi:

Onucanue: Coora. 1peb JBOSAKOBLIIYKIIBIE  KpYPAbie  TabneTkh, HORPLITLIC  NICHOMHON
OGOACUKOH KOPHHHEBATO-PHOACTOBOIO HBETA ¢ MATOBOH HAM Clerka
SaecTaeH HOBCPXHOCTRIO. Bes sanaxa wau co caadum NdPAKTePHBIM
MNAXOM, BHA Ha HanoMe keNTHA 0O KpasM ¢ yIKoli nonocoil
KOPHYHEBATO-HHOALTOROTO LRETA

Hoaaunaocrs:

Kauecrsernnas peakina. Coors. Tpel. OKPACKA HCTIHITYEMOIO PACTBOPA 0KHA NpHOOPECTIE KPACHHIH tBel

BOHKX: Coors. 1ped. Bpems vacpAuBaHis 0CHOBHOIO TIHKA Ha XPOMATOrpaMme

HCTIBITYEMOTO PUCTBOPA AGTKHO COOTBETCTROBATS BPCMCHH
YACPRHBAHIHHN OCHORHOTO THKA HA XPOMATOIPAMME CTAHAADTHOIO
pacTBOpa

Cpeanna macea: 188.7 mr 188.0 M+ 7.5% (173,9 - 202.1 mr)
OTKAOHEHHC U7 CPEAHEN MACChi:
H GIHOPOAHOC TS N MacCe! Coors, tped aar 0% (18720 - we Bonee £ 7,5%,
i 10% (2/20) - pe Gonee £ 15%
Pacreopenue:
O HOMHHATLHOID KOJIHYECTRA BEHCTR. BEIRECT. AOIBKHO Hcpefim B
pactsop:
- 3a 40 sy 39-40% 25-45%
X6=40%
- 34 2 waca: 60 - 61 % 50 - 70%
Xs=61%
- 3 6 Hacos: 84 - 86 % ue Menee 75%
N)Erg =§5 %
Hoveps v sacce npy suicymmsanun: 29 % He Bonee 5.0%

Poacysennnie npumecn (BIHX):

- ftpiMecs A Menee 0,01 % se Gonee 0,5%

- nipasmecs B 0.05 % ue Gonee 0,2%
- TO0AT CAHHHYHAA HOHICHT. TIPHMeCH’
= 110 OTAEABHOCTH, 0,02 % He donee §,2%
- B CyMME: 0,02 % He Gonee 0,5%
- CYMM3 BCEX fpunMeceit: 0.07% He Bonee 1,0%
OaHopoAHOCTL A03HPOBANIS: 98,1 - 1050 % AV 150 (n= 10), ccam veoBHE He BBITIOARIETCH, TO
AVio= 6,1 AV =< 15,0 (n = 30), 1 gas 30730 1abnerox HOKPBITBIN O00H0MKOR

KOMHNCCTBEHHOR COACPpAANNE ACNCTEYVIOWETO BEIICCTRA JOAKIO
HAXOAMTECA B WuTepBane 0,75xM - 1 25xM
20,00 mr £ 5% (19,00 - 21,00 M) nudeannuna/tatin

Koumuecrnennoe onpeaenenne: 20,35 mr/rabn.

(BIKX)

Muxpobuossoruueckas uncrora's Coors. Tpeb. Kareropus 3A

Yoawosxa: Coore. 1peb. B COOTBCTCTRHM © HOPMATHBHOR JOKYMEHTALHCH
Mapkuponka: CooTs. 1pel. B COOTBETCTBHE ¢ HOPMATHBEOR J0KyMEeHTaUMel

- He PETYIADHOC HCMBITAHWE, BHNONHAECTCR IS NEPBOI CepuM CHRETOAN0, JAnee 1M Kkaon 10-1 CCPHU, HOYTOMY JaHHbiE NOKAIATE L
MOMET ObITh HE BXAIOUCH B CEPTHHKAT KAHCCTRA,

Hpowssoanrens: 3A0 «Dapmanesinacckuit sasoa N 9960, Kepsena, yr.Mavaw kupaii 65, Bewrpus
Gacosmmk,yiakonunk: 3A0 «Dapmanentueckuii sasoa ITHCH 9900, Kepmena, ya.Maram kupait 65, Benrpus
Buinvexawoumii kowrpoas wavecrsa: A0 «apmanesTHaeckuil 1uoa I HC» 9900, Kepyena, va.Maraw Kupaii 65, Benrpus

Gupma 3A0 «Dapmanesnuecknit sasoa INHC» (Byaatiewst — BenrpHal) rapaHTHpyeT, 470 NPOMBOACTED VK&3aHHOFO B HACTOSILEM
CepTHpHKaTE DPENapara, BXHOYas ero YIAKORKY H KOHTPOIL KAMCCTBA, NONHOCTHIO COOTBETCTRYET TPeBOBANNaM AcHCTBYIOWHX «ilpasin
OPTAHM3ALMIL NPOHIBOACTEA M KONIPOIY KAYECTHA ACKAPCTBENHMX CPCACTEY ( cliMP).

Dupma rapaHTHPYET, 910 KAYCCTBO YKA3QHHOT0 B HACTORILEM CCPTAHKATE NPEUAPATA COOTBETCTRYET TPEOORAHMAM
yrsepaaennod HI TN 012475/02 - 021017, a vaxowe Himenenuio Nelk H/L
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