JEKJAPALIUS O COOTBETCTBHUH

JIEKJAPAHT, IPHHUMAIOIIMH JEKJTAPAIIAIO O COOTBETCTBHH

Q00 "IIr'uC-PYC"

Japezucmpuposario . Mesicpaiionnas uncnexyus OHC Ne 46 no 2. Mocxee OFPH 5077746558160 om
12.04.2007

Adpec: 121108, 2. Mockea,yi. Heana Ppatixo ,0.8. Teneqhon:8(493)223-01-04, haxc:8(493)223-01-50
| B auye: Ienepanvheiii oupexmop Inopensu Tamau

. Josepennoe auyo: Bacunenxo M.H., dosepennocms P-012 om 07. 06.2017 2.

3AABJISIET, HTO

nexapcmeennoe cpedemso.; Copbudpep [Jypynec mabremyu noxpsimste 060104kt 50 wm., pnaronw (1), nauxu
kapmonnsie, PY Ne IT NO11414/01 om (7.05.2010 (dama nepeogopmnenus 20.10.2014), cepus D9l ‘?NOZI 8,
napmus 14350 ynaxosox, 2coen 0o 31.01.2021, npouseodcmea 3A0 "Qapmayesmuneckuti 36600 IrHC”
Benzpun, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, koo OKII/12
21.20.10.133, x00 TH B3] 2106909200, konmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneoiic Ne 5450532
om 02.05.2018

COOTBETCTBYET TPEBOBAHWM

| H/T 42-3205-05 uam. Ne 1-4

JEKJAPALIAA IIPUHSITA HA OCHOBAHHH

npomoxon ucneimanuii Ne 2821 m om 11.05.2018 HII OO0 HIL "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmughuxam POCC HU.®MO8.C13709 om 14.05.2018

,II,ATA IIPHHETHSI }IEKJEAPAII“H 15.05.2018

Bacunenxo M.H.

Uomf;icb DH.O T——

CBEJAEHHS O PETUCTPAIIUA

OPIAH IO CEPTHO®UKAILIUH, 3APET'MCTPHPOBABIIHH JAEKJIAPAIIUIO

RA.RU.11OMO8 OPTAH 110 CEPTHOHKAIIHH TPOAVKIIHH OFIECTBO C OI PAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIA KAUECTBA",

| | adpec opeanusayuu: 115280 2 Mockea, yn. Macmepkoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no

| cepmucpurayuu: 115280, POCCHA, 20pod Mockea, ya. Macmeproga, 0. 4, am. 5., mea. :(495)788-02-88, ac6-
catim: OYxx.peh.

}lEKJ!APAﬁBﬂ O COOTBETCTBHH 3APETMCTPHPOBAHA M POCC HU.@M08./]00677

@M Hunenko U.B.

AOATHES Pyxosomutens OC




‘ A0 «BAPMALERTHIECKII 18807 IHC»

( EG'S FHO6 - Bewepus, byannewt. ya Kepeorypu 30-38. Tesedon:

(36) -1-803-5554 Teuedare - (36} -1-803-5556

Ceprudurar kavecrsa Ne.: 1866K/2018./N-DE

Hanmenosanne npenapara: Copbugep dypy.tec 1afaern nokpbitsie 060 104K0i 50X

Cepnn Ne: DY917NO218 Hava npowssoacrea; 02.2018.
Hosep anannia: KGY2018/1512 Noaen ao: 01.2021.
Hara awninnsa: 20.03.2018.
Hokgsame i sunecmen: Hoapucnime Hopyve:
PeIpabmann:
Buewh sua Loors. Tpeé. Kpyrisie  ABOSKOBRION K 1a0UeTRd.  NOKPUTHIC

OBOAOUKOH  CHETAOVREATONO LBETY, ¢ PPABHPOBROH
TAT Ha 04HOR CTOPOHE. 1 HIIOME S1PO CEPOLe HESTH,
¢ NAPAKTEPHBIM JalaxoM

Hoammocrs:
- weaess (1) Coors. 1ped. ERUCCTHEHHA DeUs (i 1028018 SRTH BOJIOKHTCALHON
- ACKOPOHHOBOH KHCIOTHE Coora. 1ped. RANCCTRCHHBA DCARIN J084010 OMTH BUJOAIICALHOH
- eviantata Coore mped. KaUCCTHUHHAN PCAKIHA A0KNHE OiTh NOI0RMTEINHON
Koamsecrnennor onpeseacune:
- meness (D (RoMIekcouomerpuy i 99.2 wrirata HOOG My = 5% (950 - 1050 sy weaesa (1D »
rabacrre nokphod ofoioukoi (95,0 ~ 10509
- AcKOPOUHOBOA KHCIO) b (HoaoMerpra)l 534 wivrada 30-63 Mr B TA0ACTRE HOKDBITOH 000 1049K0H
[ocropornine npumeci e Goaee 3 s owenesa (M) ape paevere ma cpeanoio
tYib-cnextpoforomerpis ) 0.3 s Macey Taluierkn nokpoitof oboapykoi
Pactsopenne wenesa (Hy: OF HOMMHATLHOIO KOAHYCCTBA 3KT. MHPPCIHCHIE B
CpLay PACTBODUHME JJODRHO EIL‘I‘{?R“[?
IR % = heped §ouae - 30-50% weaesa (1D
67 %a < aeped 2 uaca - 45-T0% weacaa ()
08 % - Heped 4 uati - ne seiee 65% sweness ()
Cpeannn macca: 04634 1 Q75 1 2 7.5% {0,4394 - 0.5106 1)
Oanopoanocrs Macess Coore. tped. OTRIOHEHHE 01 CPLINCH Maccsl:
RSDL, = 1,3% A 90% (18/20) rataerok ~ ue Goace = 7.8%;

ans 1026 (2/20) vadaetox - ne Boaee ¢ 15%
(RSD+; « 3,09

Hloveps B MACCE N1PH BLICY HHBS KN 1.2 % He Goaee 2%

MukpoduosoruyecKas Yucrora:

= OBIUICE 0 WIPoSHbix fakiepwil. meses FOUA se Hoges 1078 1 npenapais

- oDHIE UHCAO FpRtoR; sekee HH se Ooaee 107 8 | 1 npenapara

- Escherichia coli HE BLISBACHO OTCYICTRHE & 1 ¢ npenapaia

Yuakoska: Coora. tpel. B COOTREICTBIM © HOPMETHBHUH 0Ky MeHTalicH
Mapxuposra: Coors. 1pei B CooTRETCTRIE C HOPMATHENON 10KV MeH taumelt

Hpomsozwvean: JAO «dapusnensruvecknit savoa M HO» 9900, Kepsiena, yaMaram kupaii 63, Bewrpun
Dacommmr ynanosmns: | 3AQ «Dapraucsraveconil sanon M HC» 9906, RKepwesa, v Mavwm knpait 68, Beas pus
Buinye wasiitih x0u1posin xavecrus: 340 a®apyzueariuec kil 18801 HTHO» 9900, Kepyena, v Marsin xupaii 65, Bewipus

Dipva JACT abapyunerrivcnnit weon 3 O s (hyaanens - Benrphs) rapaiiapyer. w0 Npoisoactan YKamRiore B HacIoaes
T IFHKIE IPCHapaTA. BEIONAR 10 VITRKOBKY 1 ROWTPRL RENCTTRA, DOAHOCTRIO SOCTRCTCTEVGT TpefoBatms Achiormviniiy «f lpasia
SEHBHIIEHINE DPOHIBOICTRE IF KONIPOIE KEMECTRS ACKAPCTBCHHMK peicTis (C0MP)

Dupya  CApAHTUPYET, MO KAMECTEO  VKASAHHOTO B HACTORLEM COPTMURETY  UDCIRpETE  COOTRETUTRYCT
rpedonarisy ITHC AR Ne 2003-2493-C/E, Aonoanenus 1,

Képmena, 13042018 rom
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