JEKJIAPAIIAS O COOTBETCTBHUUA

JEKJAPAHT, IPUHUMAKOIIUNA TEKJIAPAIIMIO O COOTBETCTBHUHU

000 "I'MC-PyC"

Ceedenusa o pezucmpayuu opzanuzayuu: Mesxcpaiionnas uncnexyus Pedepansnoii Hanozosou cayoctot Ne 46 no
2. Mockee 12.04.2007, OI'PH 5077746558160, dama npuceoenus OI'PH 12.04.2007.

Aodpec: 121108, 2. Mockea,yn. Heana dpanxo ,0.8. Tenechon:8(495)223-01-04, paxc:8(495)223-01-50

B nuye: Ienepanvhuili Oupekmop uopenvu Tamau

Hoaepennoe nuyo: 3unvenxo H.C., dosepennocms P-014 om 14.05.2018 2.

SASIBIISIET, UTO

| Jlexapcmeeniioe cpeacmeo: Kopoadgnexe, mabnemku NPONIOHZUPOGAHHO20 OEUCMEUs NOKPLIMbLE NAEHOHHOU

| obonouxoii 20 m2 60 wm., gpnaxoner (1), nauxu xapmonneie, PY Ne IT N012475/02 om 13.10.2008 (dama
samenvt 02.10.2017), cepusn J927N0618, napmus 29600 ynarosox, 200er do 01 .06.2023, npouzeodcmea 340
“Papmayeemueckuii 3a600 IUC", Benzpus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut
65, Hungary koo OKITH2 21.20.10.147, xod TH B3/ 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om
08.11.2013, uneoiic Ne 5451774 om 07.01.2019

COOTBETCTBYET TPEBOBAHHSIM

IT NO12475/02-021017

JNEKJAPALIUS [IPUHSITA HA OCHOBAHHHA

npomoxon ucnstmanuii Ne 170m om 18.01.2019 HJ/T OO0 HI "@APMOBEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21dJ140, Cepmugpuxam POCC HU.®MO8.C31750 om 18.01.2019

ST IEKJTAPALIVIA 21.01.2019
EVCTBUTEJLHA O 01.06.2023

)
Kﬁ 3unuenxo H.C.

hqi;’nu% O.H.0

CBEJEHMS O PETUCTPALIUM

{ OPTAH IO CEPTH®UKALIUH, 3APEI" HCTPHPOBAB[HHH JEKJAPALIUIO

RA.RU.11®M0O8 OPTAH ITO CEPTH@HKA[[HH HPO,ZIYRHHI/[ OBLECTBO C OI'PAHH YEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, om. 5, nom. I, kom. 1, aopec opaana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmepkosa, 0. 4, am. 5., men..(495)788-02-88, 6eb-

caim: oyrr.p.
,HEKJIAPALH/UI O COOTBETCTBHH 3APETI/ICTPHPOBAHA Ne POCC RU J-HU.®M08.A4.13032/19

«IxphyHon

LigHTp KOKTpONS : Hupenro U.B.
Pyxosonutens OC




3A0  «DapmaueBTHYeCKHA  3aBOI 3TUCH
1106 - Benrpns, byaanewr yi. Kepectypn 30-38.
i Tenedon: (36) -1-803-5554 Tenedaxc: (36)-1-803-5556

Ceprudukar KauecTna Ne.: 5459K/2018./MSM

HaumeHoBaHHE NPenapara: Kopnat]mexc“‘ Ta6eTRH NPONORTHPOBAHHOTO JeiCTBHA NOKPEITLIE nAeHOUHOH

ofonouxoi 20 mr 60x
Cepus Ne: JO27NO618 JlaTa npoM3IBOACTBRA: 06.2018.
Homep anaau3a: KGY/2018/4563 Togen ao: 06.2023.
JlaTa anaansa: 27.08.2018.
{loxazameny kawecmea: Moayuennsie pesyabmamyi:  Hophsl:
Onucanne: Coors, Tped. JlpoRKOBBITTYKIBIE  KDPYFABIC TabneTRH, NOKPBITBIC  TLICHOUHOR
oBono4KoH KOPHYHEBATO-(PHOICTOBOND LBETR © MATOBOH WM CACTKE
Gnectaimed nosepxrocTeio, bed 3anaxa Wil co cnabuiM XapaxTEPHLIM
sanaxom, BHa HA HIIOME MENTbE 0O KpasM ¢ yIKOR nonocolt
KOPHYHEBATO-PHONZTOBOTD LIBETA.
NoATHHEOCTb! Coors. Tped. BONKX # KauyecrBeHHAR peakums Ha HADEANANE  JO/KHBL  ObiTo
ta OAOKHTCABHBIMH
Cpeanns Macca: 188,7 Mr 5 188.0 mr + 7,5% (173.9 - 202,1 mr)
OTKACHCHHE OT CPEAHEH Macohi
H 0AHOPOAHOCTH N0 MACLE: Coors. 1peb. Juis 90% (18720} - e Bonee & 7.5%.
s 10% (2/20) - ne Gonee = 15%
PacrBopenne:
Or HOMHRANEHOTO KOMMUECTDa AHCTB, BELLECT. ADJIKHO nepefiTi B
pacTsop.
-« 38 40 MHHYT 22-32% 25 -45%
Re=29%
- 33 2 yacal 48 - 55 % 50 - 70%
Ke=53%
- 34 6 14COB! 75-83 % e menee 75%
Xe=80%
floTeps B MACCE NPH BRICYITHBAHWK 300% ne Bonee 5,0%
Poncraenunie npumecn (BOXX):
- nipuMech A: .01 % se Bonee 0,5%
- npumecs Bt 0,03 % ne Sonee 0.2%
- ak0aR SAMHEYHAS HeHICHT. NPHMCCH.
- {0 OTASABHOCTH! 0,03 % e Gonee 0.2%
- B CyMMeE: 0,03 % e Gonee ,5%
- CYMMa BCSX HIpMMeced 0,07 % e Bonee 1,0%
ORoPEAHOCTL T0IUPOBAHUAL 1008 - 1042 % AV < 15,0 (n= 10}, €Cc/ YCAORHE He BRTIOIHACTCH, TO
AV =31 AV <150 (n=30). u 2 30/30 TabACTOK NOKPHITHIX oBonoukoit
KOHMECTBEHHOE COREPAAHNRE ACHCTRYIOIMENO BEICCTEa AQTHHO
HAXOAHTHCA B HHTEPBAJIC 0,75xM — 1,25xM
KoanuecTREHHOE O(ipeaeenue: 20,27 mrirabn. 20,00 M1 £ 5% (19.00 - 21,00 Mr) undeannuua‘rat,
(BIKX)
Muxpoluonorudecsas yneTora's Coors. Tped. Kareropna 3A
Ynakosra: Coora. Tped. 8 COOTBETCTBUM ¢ HOPMATHEHON NOKYMEHTAUHEH
MaprHpoBra: Coora. Tped. B COOTEETCTBHH € HOPMATHEHOR ROKyMEHTauReH

i He peryaspsoe HCHLITAHKE, BRINOMHACTCA A NEPBOH Cepiy SKEFO/HO, JANCE nns kaxaoil 1040 cepm, noIToOMY AAnHLIH NOKA3ATEND
MOIKCT BBITS HE BKAKOMEH B COPTHHHKAT KAUeCThA.

fpoussonntean: 3A0 «Dapmanc sruuecknit 3asoa ITHC» 9900, Kepuena, yaMarw kupai 65, Benrpuu
(DacoBUIHK, YIAKOBUIHK: 3A0 <@apmnncwuqcmwﬁ sasoa IHO» 9900, Kepmena, yaMarsum kupail 65, Benipus
BoilyeKa0mui KOHTPOAL KAeCTBa IAQ «DapMAHEBTHUECKHH 3ABOI IFHC» 9900, Kepnmen, ya.Matum gupaid 65, Benrpua

Dupma 3A0 «PAPMAUCBTHYCCKNR 32BOJ IIUCy (Byaanewt ~ BeHrpust) rapanTupyct, 1o MPOHIBOACTEO YKA3AHHOTO B HACTORLICM
CepTHpUKATE Npenapars, BIOUAR ero yRAaKoBKY H KOHTPOJb KauecTea, NOAHOCTRIO COOTBETCTBYET TREOORAHRAM aefcTByroumx «T1pasui

OpraHH3auHH ApOHIBOACTER # KOHTPOS KA4ECTBa

AEKAPCTBCHHREIX CPENCTEY (cGMP).

DupMa FAPAHTHPYET, YTO KauECTBO YKA3BHHOTO B HACTORMIEM cepTHdHKATS IPENAPATA COOTRCTCTRYCT TpebonatuaM
yTBepKAeHHON HJ TN 012475/02 - 021017.

Képmena, 04.12.2018. rona

0041772

A-p. Bamiapyeln oo
KuanudHiiposatiHon i




