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A NEKJAPAIIAS O COOTBETCTBUHA

| JIEKJIAPAHT, [TPUHUMAIOLAA JNEKJAPALHIO O COOTBETCTBHH
| 000 "3rHC-PYC”
| 3apeaucmpupOo8aHo . MeicpationHas UHCNEKYUA GHC Ne 46 no 2. Mockee OI'PH 5077746558160 om
112,04 2007
E Adpec: 121108, 2. Mockea,yn. Heana Ppanko ,0.8. Tenegon:8(495 )223-01 -04, paxc:8(495)223-01 -50
' | B auye: I' eHepanbHblii QUPEKMOP Ouopensu Tamaut
] E Jlosepennoe nuyo: Bacunenko M H., dosepennocns P-012 om 07.06.2017 2.

3AMABJIAET, UTO

NEKAPCMBEHHOE cpedcmao: Kopoagnexc mabnemku RPOROHZUPOBAIIHO20 detlicmgusa NOKPLITibIE nieHounou
obonouxoti 20 m2 30 wm., ¢naxonvt (1), nauxu KapmoHHbsle, PV Ne IT N012475/02 om 13.10.2008 (oama
nepeodopmaenus 22.03.2016), cepus H315N0417, napmus 57600 ynaxo8ox, 200€H 90 01.04.2022,

. | npouseodcmea 340 "@apmayesmuyeckuii 3aeod DIHC", Benzpus, EGIS Pharmaceuticals PLC, 9900

| Kormend, Maryas kiraly ut 65, Hungary, ko0 OKII[I2 21.20.10.147, k00 TH B2JI 3004900002, konmpaxm Ne
RUS 1/08.11.2013 om 08. 11.2013, uneoiic Ne 5449687 om 05.12.2017

COOTBETCTBYET TPEBOBAHHUAM

> 11 N012475/02-241012 uzm. Ne 1-3

| JNEKJIAPALLASA NPUHSATA HA OCHOBAHHH

%3 | mpomoxon ucnwimanuii Ne 8458 m om 19.1 2.2017 MJ1 000 HL "PAPMOBEOPOHA", ammecmam

| | axkpedumayuu POCC RU.0001.21®JT40, Cepmugpuxam POCC HU.®MO08.C03591 om 19.12.2017

HJATA [IPUHSATHS JEKJAPAIIAA 20.12.2017
: ﬂEKJIAﬁgAIIM JEWUCT BUTEJBLHA 10 01.04.2022
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! | OPFAH ITIO CEPTH(DHKAIIHH, 3APEI‘HCTPHPOBAB[IIHI?I }J,EK.IIAPAIIHIO

1 RA.RU.1I OMO8 OPIAH o CEPTH@HKAHHH IHPOA VKI[HH OE[HECTBO G O[‘PAHHLIEHHOFI

| . OTBETCT BEHHOCTBIO "OKPYXHO¥ IJEHTP KOHTPOJ/IA KAYECTBA",
| aopec opzanusayuu; 105062, Poccus, 2. Mockea, QypmanHbli Nepeynox, 10, 1, adpec opzana no

JEKJIAPA

V51 © COOTBETCTBHU 3APETMCTPHPOBAHA A POCC HU.®MO08./186899
CEPAIIMH 20.12.2017

ARV T, g
AR T/ e,
el

)

Hel  «mKgpmmoi
Lo HeHTp KOHTRONA

Hupenxko UB.
Pyxosoauresns OC

cepmupukayuu; 115280, Poccus, 2. Mockéa, yi. Macmepxosa, 4, 5, men.:( 495)788-02-88, eeb-caun: OYKK.p.




3A0 «@apmaaesﬂmeﬂmﬁ janon  ITHO

( EG‘S 1106 - Berrpus. byaanewT yi. Kepectypu 30-38.
' Teaedon: (36) _1-803-5554 Tenedaxrc: (36)»E-8()3-5556

CepruduraT KaueCrsa Ne 3042K/2017./NR

[iauMenoBaHHE IpeNapaTa: Knpnadmexc*" (aGAETKH APOAOHT HPOBAHHOTO aAeficTBRA NORPHLITHIC fIeHOUHOM
oGonouwoit 20 mr 3t

Cepusn Ne: H315N0417 Nata RPOM3BOACTBA 04.2017

Homep anaansa: KGY/2017/2882 Toaex 10! 04.2022.

Jlara anaauza: 15.05.2017.

o xaigmeni Kayecmea: foayyennble pesyasmantsl; Hopamsi:

Onucanne: Coors. Tped. JIBOAKOBBLIIYKIIBIE  KPYEIbE TaBACTRN,  HOKPRITHIC LACHOMHOM

O6OAOHKON KOPIHHEBATO-GHONETOROTO peta ¢ MAToBOH i CACTKRE
GAeCTACH NOBEPAHOCTERY. Bet sanaxa Wit o cha0biM XapaKTepHbiv
aapaxoM. Bui Ha HIAOME KeFTHIE 10 KpasMm ¢ Y3Kof THOA0COI
KOPAUHEBATO-(PHOICTOBOTY upera

{loammuiocis: Coora. 1pel. BOJKX M xauecTBenias peakipm Ha e I0KHBL fbiTh
FIOORH LB HBIMH
Cpeinun Maces 1875 M1 188.0 mr 2 7.5% (o1 1739 10 202.1 mr)
OTRAGHEHHE OT CPEAHEH MACCHL
¥ 0AHOPOAHOCTE 10 MACEe: Coote, Tped. s 90% (18/20) - e fonee + 7,5%:
aan 10% (2720) - ne fonee £ 15%
Pacnazaemottn: | MuH pe Bonce 15 MiH
Pacraopenue:
Bpems pactsoperi Or HQM}?HS:’EBHO{‘G KOANMECTRA AEACTE BEHIETT AGIKHO niepeiTit B
pacTeop
- uepes 40 MHHYT! 37-38% Qr 25 je 45%
Xe=38%
- yepes 2 waca 39 62 % Or 50 a0 0%
Ke=61%
- mepes 6 Hacon! 84 ~ 88 % He menee 75%
?{, - Sﬁ ‘?’o
[ioTepsi B MACTC TPY BLICYHIMBAHIINL 31 % ne Gonee 5,0%
{loCTOPOHHKE PHMECH {(BIAX):
- npHMecs A smenee 001 % ne bonee 0,5%
- rpumecs B senee 0,01 % ne Bonee 0,2%
. obag CAMHIHIA HEMIEHT. NPHMECH 0,03 % e Gonee 0.2%
- cymma sennenTaguiL npuseceit: (4,03 % ue fonee 0,5%
- cymMa BCOX NpaMecedi: 0,03 % e Gonee 1.0%
O4H0PUAHOCTE AN3HPOBAHNIAL 972 - 1059 % cornacno Eap. Gaps..
AV =84 AV < 15 (n= 10}, ecait yCAOBHC HE BHBOIHACTCS, TO
AV < 15 (n= 300, um 30430 TABACTOK NOKPHITHIN 0000MKOH
COAHMECTREHHNE COACPIKAHNE NCHCTBYIONICTO BCINECTRE A0IKHO
saxoauthon B naTepsaie 0.75M - 1.25xM 1
KoAnuccTBeHHOE ONpEleIeHue 20,4 mr/1aba. 20,00 mi % 5% (0r 19.00 20 21,00 Mr) e amnnnaTad.
{(BKX): 31 % {01950 a0 105.0%)
Murpobuoiorgieckas uneToTA' S Kareropua 3A
< oBIee HHCI0 ANPODHBIX
MUKPOOPTAHH3MOB. menee 1071 we Gonee 10° KOE 8 1 r npenapara
- ofiee YHeno ﬂg!(\mtkb!\‘ "
naccueabx pubos: senee 10/r we Bogee 107 KOE 8 1 v npenapara
- Escherichia coli: HE BBISARICHO grevicTRMe B 1 ¥ penapara
YRaKOBKA: CooTs. Tped. £ COOTBETCTBIM C HOPMATHRHOI aoKyMeHTaumMeH
Mapxuposra: Coors. Tped. § COOTBETCTRUE ¢ HOPMATHBHOH AOKYMEHTRIIHCT

I _ Mionsrvanie APOBOIAT KAAUIbIH (04 208 HEpBOF CEPIH, TATEM LA KaXI0R AECRTON CEpHU.

Hpowssoantenn: 3A0 «DapManenTHHECKITl RO ITHCH 9900, Kepuena, yaMaram wupaii 65, Benrpus
@acopmEK,ynaxosmmur: 3A0 «DapmMAeBTHUECKHIE 32801 MO 9900, Kepmena, ya MaTsu xupait 65, Benrpus
BuinveKaongil KOHTPoIh RAMecTHa: 3A0 «DapmaneBTHIECKHIE 30B0] ITHC» 9900, Kepymena, yaMaran wupail 65, Benrpus

dupma 3A0 @hapMateRTHYCCKUH aBOR ITUCH (bynanemt — BoHrpua) rapatupyet. YTO MPOMIBOACTEY YKANAHHOIO B HACTORIHEM
cepTIPMKATE NPEIAPATA, BEIO4AA €10 YHAKOBKY W KOHTPOAb KAUECTHA, TIOIHOCTHIO cooTRETCTBYET TpefonasaM JEACTBYIOUUX «lIpanua
OPraHAILIH TIPOHIROACTBA I KOHTPOIR KAYECTBA JEKAPCTBEHHEIX CPEACTRY (cGMP).

(Dupma FapaHTHPYET, HT0 KAYECTBO YKAAHHOTO B ACTOS LM CepTHRUKATE NIPETIAPaTa CoOTRETEIRYCT TpefoRaHIEM
ITHC AHA Ne 2016-2712-RU-0L.

Kepmena, 12.06.2017. roaa
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