NEKJAPALIVSI O COOTBETCTBHHU

JEKJTAPAHT, NIPUHUMAIOIIHA NEKJTAPAIIUIO O COOTBETCTBUH

000 "3IrHC-PYC"

3apezucmpuposano : Medxscpationnas uncnexyus @HC Ne 46 no 2. Mockee OI'PH 5077746558160 om
12.04.2007

Adpec: 121108, 2. Mockea,yn. Heana @panxo ,0.8. Tenegpon:8(495 )223-01-04,paxc:8(495)223-01-50
B auye: I'enepanerviii oupexmop Imopensu Tamaut

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

3AABJIAET, UTO

nexapemeerHoe cpedcmeo: Xapmun, mabnemxu 5 m2 7 wim., ynaxosxu auetikoevle kowmyphosie (4), nauku
xapmonnsie, PY Ne JIC-000346 om 02.04.2010 (0ama 3amener 17.01.2018), cepus 2321A0518, napmus 34840
ynaxosox, zo0en do 01.05.2020, npouseodcmea 3A0 "Papmayeemuueckuii 3a600 II'HC", Benzpus, EGIS
Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, koo OKII[]2 21.20.10.148, ko0 TH
B3] 3004900002, xonwmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneotic Ne 5451218 om 17.09.2018

COOTBETCTBYET TPEBOBAHUSM

JIC-000346-170118

JEKJTAPAIIAA NPUHSTA HA OCHOBAHHUH

npomoxon ucrnsimanuti Ne 6020 m om 04.10.2018 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU.®@M08.C24411 om 05.10.2018

JAT {PRESTRIS IEKJIAPALIUH 08.10.2018
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CBEJEHUS O PETUCTPALIMA

OPTAH 11O CEPTHO®HUKAIIHH, 3APETHCTPHPOBABIINN JEKJIAPALIHIO

RA.RU.11®MO8 OPTAH ITO CEPTH®HKALHH ITPOLVKITHH OBLECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTAIO "OKPY)XHOH IIEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. 1, kom. 1, adpec opzana no

cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepkoga, 0. 4, am. 5., men.:(495)788-02-88, 6eb-

caiim: oykx.pg.

JNEKJAPAIIMSA O COOTBETCTBHHU 3APETUCTPUPOBAHA M POCC RU J-HU.®M08.4.03167/18
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‘ 3JA0 «®apwmanesTuueckuii 3ason ITHO»
( EG’S 1106 - Beurpua, ByaanewT, ya. Kepectypn 30-38.

Tenedon: (36) -1-803-5534 Tenedaxe: (36)-1-803-5556

Ceprudukart kauecrsa Ne 3688/2018/TA

Haumenosanue npenapava: Xap’rm{” Tataerkn 5 mr 4x7

Cepun Ne: 2321 A0518 Jara nponssoacisa:  05.2018.
Homep anajmuza: TAB/2018/1530 Foaen ao: 05.2020.
JlaTa aHajH3a: 22.06.2018.
Horasamenu kKayecmaa: Hoayuensisie Hopypi:
pesyasmamel:
Onuncanne: Coots. Tpeb. Caerio-poiossie MM OPAIKEBO-POIOBBIE,

BOIMOKHO ¢ MPAMOPHOH NOBEPXHOCTHIO TIOCKME
osibhbie tabaerkn ¢ Qackod, ¢ pHCKOH M
rpapuposkoit R3 1a oawodt cropone talnerki. W
PHCKaMK Ha GOKOBBIX OBEPXHOCTAX.
oA HHHOCTL paMunpua: Coots. Tped. Bpems  yAePAHBAHMA  OCHOBHOIO  NHka  Ha
KPOMATOIPaMME  HCFABITYEMOD  pacTBopa JOMKHO
COOTBETCTRORBATE  BPEMCHM  Y/IpWHBaHus  1ika
PAMHIPHIE HA  XPOMATOTPaMMe  CTAHAAPTHOTO

pacrsopa
MoANHHHOCTE WeJe32 OKCHAR KeNToro: Coors. tped. Ofpasyvercs  KpacHoe  OKpaWMBAHWE,  KOTOPOC
{L{gemunas peaxyus) HeuesaeT nocae G0DABNCHMA PACTBOPA XAOPHCTOH
PIYTH
oA AHHHOCTS Heela OKCHAA KPACHOTO: Coots. Tpeb. OGpazoBANHE TEMHO-CHHETD OCRIKA
(Hsemuan peaxyus)
Cpeannn macca: 129.7 mr 130 mr+ 5% (123,5 - 136,5 mr)
OQIHOPOIHOCTD NO MaCCe: Coots. Tped. OTKIOHEHHE OT CPEAHEH MACChl!

ans 0% (18/20) Tabiactok — He Goaee £ 7,5%:
ans 10 % (2/20) tabnetok - Be Bonee £ 15%
Pacrsopenne: 957 - 1009 % He smenee 75% (Q) 07 HOMMHAIBHOTO KONHMECTBA
AEHCTBYIONIECTO  BEUICCTRA  JIONAHO  nepeity B
pacTrop 3a 30 Mun.
Poacrrennsie npumecn (BOHX):

- npuMech A (MeTHaoBbIH DGUP pamunipuia): menee 0.1 % e Goaee 0.5 %

- npusmecs B

{(H30NpOIMIOBEIH HHp paMunpHIa): menee 0,1 % He foaee 0.5 %

- npumect C (rexcaruapopaMunpun): menee 0,1 % e Goaee 0.5 %

- ppumech D (paMHIpul AMKeTONMnepasi) menee 0,1 % He Goaee 1.5 %

- npumech E (pamunpui Avkucaotay menee 0.1 % He Goaee 4,0 %

- CAMHHYHAR HEWACHTADHIL NPHMCCH! mence 0,1 % He Gosee 0,2 %

- CYMMA TIpUMECeH: menee 0.1 % ne Gosee 5,0 %
MuxpolroaorHIecKan YHcToTa: Coots. Tpeb. Kareropus 3A
OaHOPOIHOCTH A03HPOBA NN AV, =83 AV < 15.0 (n = 10), eci¥ VCIOBRHE HE BBITOIHAETCS.
(METOA [IPAMOrD ONPeAE/ICHNSA) 1o AV < 15,0 (n = 30), u aas 30730 Taliserox

KOAHUECTREHHOE COEpKatte AeRCTRYIOmEr
BEIECTRA J0MKHO HAXOMHTLCS B HHTEPBANL
0,75xM — 1,25%M

Koaunvectsennoe onpenenenme( BOMX): 5,041 mr 5.000 mr +5%. -8% (o1 4,600 ;10 3,250 mr)

1008 % (o1 92 1o 105 %)
Ynaxosra: Coots. Tped. B COOTBCICTBHN ¢ HOPMATHBHOH Z0KYMCHTAUNCH
Mapxuposra: Coots. Tpeb. B coorsercrein ¢ HOpMATHBIHOR foKyMenTaimed

Mpoussoautens: 3A0 «Papmauesruyeckuii 3ason ITHO: 1165, Byaanewr, yi. Bexenndeniu 118-120, Benrpus
dacopmuk, ynakopunk: 3A0 «bapmauesTHYeCKRiE 310804 IFUC» 1165, Byaanew, va. Bexensgeann 118-120, Benrpus
Brinyckanomunil KOHTPOL kauecTsa: A0 abapyanesThueckii 3aRa IHC» 1165, Byaanewy, v bexenndeany 118-120, Beurpus

Dupma 3AQ «apmanestuucckni 3asoa IHC» (byaaneirt —~ BeHrpus} rapaHtupyet., 4T0 NPGAIROIACTRO YRAIGHHOTO B
HACTOSIIEM CEPTHUKATE NPEraparTa, BKIIOUAS €10 YHAKOBKY W KOHTDPO/Ib KAHECTHA, NOMHOCTHIO COOTRETCTBYCT TpedoBantiIy
AeicTyioumy «[1pasui OpraHu3aluy NpoN3IBOACTBA 1 KOHTPOIA KAUCCTEA ACKAPCTBEHHBIN CPICTR (cGMP).
upMa rapaHTUPyeT, YTO KAYECTBO YKA3aHHOTO B HACTORIIEM CepTHQHKaTe NPElapata coOTBETCTRYCT TpEGOBANKAM
yrepaaennoit H1 J1C-000346-170118.
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