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CAHJI03

Komnanus HoBaptuc

Ccbinka: 0705190827

L

Beinywen:

Cannos I'M6X
buoxemuirpacee 10
6250 Kynans
ABCTpHA

Ten+43 5338 200

CEPTU®HUKAT COOTBETCTBUS

IIponykr

Toprosoe HaumeHoBanue

Jdo3uposka

®opma 103upOBKH
VYnakoBka

Ob6nem ynakoBku
Kon

BuyTpenuss cepus
Hata npoussoacrBa
Cpok roanocrn
IlpousBoanrenn:

Beimyckarwmmnii caiir:

3APCHO 48 mmu. EJT/0,5MJT 5LISY BI RU
3APCHO

48 man. EJ1/0,5MJ1
Kuaxocts B mmpwuie
Hnpun

5wr. x 0,5 Mn
44084223

JT6492

07-2018

06-2021

Canpnos 'm6X
buoxemurnrpacce 10
6336 Jlaurkamrgen
ABcTpus

Cannos I'moX
Buoxemuinrpacce 10
6336 Jlanrkamngen
ABCTpHSA

Tun Bemycka: Beinyck na peiHok
Haneuatannas cepusi: JT6492
JMarta Beimycka: 03-05-2019
KosmgecrBo: 856 yi.

Cocras:

IIpoaykr FILGRAST LISY 48 mun. EJI./0,5MJI IDTB SH GE 02
Kon 42025258 Cepusi: JF3072
Anpec npousBoauTe/ 151 Ait JTu Tu BUOJIOTUKA TMBX

Ceplm TNPOH3BOAUTE/IH:

AM OAPMATIAPK

06861 JIECCAY-POCCIIAY
I'epmanus

770718

3akauenue:

Hacrosiumy noarsepxaaro, uro Bbimeykazannas HH(OPMALMA ABISETCA JOCTOBEPHOMN U TOUHOM. JlanHas cepus npenapara Gbina
TPOM3BENCHA, YTTAKOBAHA H UCIIBITAHA HA KAYECTRO HA BBILIEYKA3AHHOM/BIX 3ABOIC/AX B [IOTHOM COOTBETCTBHH C TpeGoBaHUAMK
«GMP» rocy1apeTBeHHBIX OPraHOB PErHCTPALMU U crieunpukaluaMH, YKa3aHHEIMH B PaspellicHHH Ha MPOJIAKY JIeKAPCTBEHHDIX
CPECTB, BHITAHHOM B CTpaHe MMITOpTepa, JlaHHbIe 00 M3rOTOBNEHHH, YIIaKOBKe U aHATH3aX CepHH ObLIH [IPOBEPEHDI H
MOATBEPKICHO WX COOTBETCTBHE YCI0BHAM « GMPy,

KomMmenTapuu:
B npouecce npoussoactsa npomykra He b0 3a(UKCHPOBAHO KAKHX-TMBO OTKIOHEHHI1, KOTOpbIe MOIIH OBl BJIIMATEL Ha
BBITIYCK [IPOJYKTA.

Crp.: 1/2 *B 1aHHOM 10KyMeHTe nocrasieHa 3/ICKTPOHHAA MOMNHChH B COOTBETCTBHH O cTaHaapTom CaHuos



CAHHO3 Brinyuen:

Cannosz 'moX
Komnauus HosapTue BuoxemuwTpacce 10

6250 Kynus
ABcTpus
Ten +43 5338 200

Ccbinka: 0705190827

CEPTUO®UKAT COOTBETCTBUS

IIpoayxkr 3APCHO 48 mun. EJI/0,5MJI SLISY BI RU
Toprosoe nanvenosanne 3APCHO
Kona 44084223

BuyTpennss cepusn: JT6492
Beimyck cepun / Ceprudukar cozaan Hp. Akcen lllneitnep,ynonnomouenHoe o
Boinyck cepun / Jlara cepruduxara / Bpems 03.05.2019/ 14:41:48
Hara co3nanus ceptudukara / Bpems 07.05.2019 / 06:27:35

Crp.: 2/2 *B nanHoM fokymenTe mocTasiiena IMeKTPOHHAS MOAMMCH B COOTBETCTBHH CO cranaaptom Canjio3




CAH103
Komnanus Hoaprue

Cebinka: 000000235269

Beinyuen:

Canpoz 'moX
buoxemuirpacce 10
6250 Kyuans/Asctpus
Ten +43 5338 200

CEPTH®UKAT AHAJIU3A

HaumenoBaHue:

3APCHO 48 mnn. EJ1/0,5MJT 5LISY BI RU

Kon nponykra: 44084223 Cepus Canmos: JT6492
Haneyartanuas cepus 1: JT6492

Koa 6anka 1: 42025258 Cepus Ganka: JF3072

[TpoBepka Ne: 000407894388

MHara npousBoacTsa: 07-2018 Cpoxk rogHoctn: 06-2021
Creundguxkanms: 7751.10

IMokynaTtens: BHELLIHUI]

HUcenbviTanns Cneundunranuu Pe3yabTaThi
Buewnuii  BMA, BH3yanbHas npoBepka | JlomkeH COOTBETCTBOBATE CootsercTayer
ofpasua

DyYHKUHOHATILHOE TeCTHpoBaHue: | JIoMkHO COOTBETCTBOBATH CootBetcTBYET
CBOGOAHOE  BpallcHME  IUNpUIA B

ycTpoiictse 6e3onacHocTi Hribl (NSD)

DYHKUHOHATBLHOE TECTHPOBAHKE: JoKHO COOTBETCTBOBATE CooteercrByer
AKTHBALMA ycTpoiicTea 6e30nacHOCTH

urnael (NSD)

KommenTapuu:

lIaHHa}I cepusa COOTBETCTBYET yTBEp)KI[eHHoﬁ Cneund}uxauuu. HaCTOHLLIHM YIAOCTOBEPAETCS, YTO BbILICYKA3aHHAA
MH(OPMALINA ABNSETCS IOCTOBEPHON H TOUHOI, M YTO aHATUTHYECKHE AaHHbIe ObLIH NPOBEPEHb! H MPH3IHAHDI
COOTBETCTBYIOIIMMHU GMP,

Bap6apa Bpaynerrep, cneumanuct QC
25.04.2019 11:28:20

BeinylieHo koHTponem kavecTa
Brinyuieno koHTponem kadectsa aata/ Bpems

Hp. Akcen llHeiinep, ynonrHoMoueHHOe THIIO
03.05.2019 14:41:48

Cepus Boinyuiena/CepTuHkat BuinyIeH
Cepus Bbinywena/ Jlata ceprudmkata/ Bpems

Boimyck ceprudukara nata/ Bpems 07.05.2019 07:15:.07

Crp: 1/1 *B 1aHHOM I0OKyMEHTE 110CTaBNeHa 3eKTPOHHAS TOANHUCH B COOTBETCTBHH CO crannaprom Canaos



CAHHO?. Brinywen:

Cannos I'moX
Komnauuns Hosaprue Exoxemmmtpacee 10

6250 KyHuis
ABCTpHA
Ten+43 5338 200

Cebinka: 0705190828

CEPTU®HUKAT COOTBETCTBUS

Ipoaykr OUJII'PACTHUM PactBop st BHYTPUBEHHOTO H HOILKO}KHOI‘O—‘
BBe/leHns 48 mun. EJ1/0,5MJI1 IDTB SH GE 02

Jo3upoBka 48 mun. EJ1/0,5MJ1

®opma 103UpOBKH Kunkocrs B mnpue

Koa 42025257

Buyrpennss cepus JF3072 Haneuyaranuas cepus: 770718

/laTta npousBojicTBa 15.07.2018 Hara Bpimycka: 02-05-2019

Cpok roanocTn 31.12.2020 Koanuecrso: 85273 ym.

Alpec npousBoauTe/Is1 Aii In Tu Brnonoruka 'm6X

AM ®apmanax
06861 Jleccay-Poccnay

I'epmanus
Cocrag:
ITpoaykr OUJITPACTUM DRUG cy6eranmus N AT14 LQPU AL
Kon 40001227 Cepusi: B444052

AZpec NPoOH3BOANTE/IS CAHJIO3 I'MBEX
BUOXEMMIIITPACCE 10
6250 KYHJIb
ABcTpus

3akniouenue:

Hacrosmmm nojtrsepixaalo, 4o BhlNeykazanias MH(pOpPMalKA SBISETCA J0CTOBEPHOI H TOUIOMN. annas cepus npenapata Oblia
TIPOH3IBEICHA, YTIAKOBAHA 1 MCIIBITAHA HA KAYECTRBO HA BBILIEYKA3AHHOM/BIX 32BOAC/aX B [10/1HOM COOTBETCTBHH ¢ TpeOOBAHUAMHU
«GMP» rocy1apcTBEHHBIX OPraHOB perkcTpaLmy u CTICLMUKALMAMY, YKA3aHHLIMM B Pa3pericHun Ha MPOJIAXKY JNEKAPCTBEHHBIX
CPeACTS, BEUIAHHOM B CTpaHe uMnopTepa. JlanHble 06 U3rOTOBICHUH, YIIAKOBKE W aHAIH3AX CepHH ObLIM NPOBEPEHBI H
TIOATBEPIKACHO HX COOTBETCTBHE yCI0BHAM «GMP)y,

Kommentapun:

B npouecce nponssosctsa npoaykra e 6b110 3ahMKCHPOBAHO KaKUX-NHGO OTKIOHEHHII, KOTOPbIE MOIJIH OBl BAHATL Ha BBITYCK
[pOAYKTa,

Brinymeno ans: Esponeiickoro coiosa, Asctpanus, Apy6a, AsepGaiimkan, Bochus u I"epuerosuna, Banrnaze, Bepmynsl, Baraml,
lana, KoaymGus, Kocra-Puka, Kiopacao, /lomunnkanckas Pecny6auka, Amkup, Eruner. I'satemana, [aifana, Fonkonr, Fonaypac,
Svaiika, JInsan, Jluxtenirreiin, Mekcuka. Manaiisus, Hukaparya, [akucran, [Maparsaii, Poccus, Cepbus, Cunranyp, Cypunam,
Canbganop, Typkmenus., Tpunuaan u ToGaro, Ykpauna, Y36ekucran, Brernam.

Beinyck cepun / Ceprudmkar cosnan 1OBonne Broxa, QA Menenskep
Brinyck cepun / [lata ceptudukara / Bpems 02.05.2019/ 05:15:27
Mara cosnanus ceprudpukara / Bpems 07.05.2019/ 06:28:41

Crp: 1/1 *B naHHOM NOKYMEHTe nocTrasieHa JJIEKTPOHHAA MOANHCH B COOTBETCTBMH €O cTaHaapToM CaHno3




CAHI03

Komnanuns Hosapruc

Cepinka: 000000235270

Brinmyuen:

Cannos 'm6X
Buoxumuirpacce 10,
6250 Kynuib, Actpus
Ten + 43 5338 200

CEPTU®UKAT AHAJIU3A

HaumeHoBaHue:

OUIITPACTHUM LISY 48 mnn. EJI/0,5MJ1

IDTB SH GE 02

[TapTusa Cannos: JF3072

Homep marepuana: 42025258 Cpok roxHocTi: 31.12.2020
Homep napruu Ha ynakoske: 770718
IMposepka: 000104709081
Mata npounssonacTea: 15.07.2018
Cpok roaHocTH Ha ynakoske: 12.2020
Homep cneundukarmn: 5588.6
Hcnbitanus Crnenudukanun Pesyabrarsi
OIMUCAHHUE ITpo3pauHnlii OeclBeTHBIH i | CooTseTcTByeT
(BU3YAJIBHBIM KOHTPOJIB) KCJITOBATOIO 11BETA PACTBOP
[TPO3PAYHOCTh
(BU3YAJIbHBIM KOHTPOJIb) [lpospaunerii, He Gonee MyTHBIH, uem Cootsetcryer
3TaJIOHHAsA cycrieH3us |
PH
(INOTEHLIMOMETPHYECKH) 4,2-48 4.4
M3BJIEKAEMBII OB bEM
(BecoBoii) >0,5 mn 0,5 MJT
BHELLHWI BH/1 UInpuu u3 crekma 1 ma, cHaGkeHHbI CooteercTByeT
(BU3YAJILHBIN KOHTPOIJIE) OTPaHHUMTENEM  XOAa  [OPIIHA W3
GpoMOyTHIIKALMyKa CEeporo LBETa U IO
IS IOAKOKHBIX WHBEKIMHA C 3al{UTHBIM
KOJIMaYyKoM
[MOJIJIMHHOCTD:
MonekyspHelii pasmep COOTBETCTBYET CTAHIAPTY CootsercTByeT
(PasmepHas 3kckm03MOHHas
Xpomarorpadgus)
runpododuas (ObpaiueHHo-hasHas COOTBETCTBYET CTAHIAPTY Cooteercryer
RP-B2XX
W3osanexrpuyeckas Touka COOTBETCTRYET CTAHAAPTY CooteercTyer
(M3031exTpuueckoe
doxycuposanue)
TMOCTOPOHHUE MMPUMECH:
Cymma BBICOKOMOJIEKYNIAPHBIX | < 0,2 <0.2%
npumeceit
Poncreennsle coenunenus u <04 1.2%

NpUMECH (CyMMapHO)

Crp: 1/3

*B AaHHOM JIOKYMEHTE IMOCTaBJIeHa SJICKTPOHHASA MOANKUCHL B COOTBETCTBUH €O cranaaptoM Cannos




CAHJ103

Komnanus HoBapruc

Cebinka: Ceslnka: 000000235270

Brinyuen:

Canpnos 'm6X
BuoxumumTpacee 10,
6250 Kyuans, Asctpus
Ten +43 5338 200

CEPTU®UKAT AHAJIU3A

HaumeHoBaHue: OUIITPACTHUM LISY 48 mnn. EJI/0,5MJ1 Maptus Canpos: JF3072
IDTB SH GE 02

Homep matepuana: 42025258

Homep naptun Ha ynakoske: 770718

Hcenbiranns Cnenndukaunn Pesyabrarsl
Enunnynas vennentnduumposantas | <2.0 0.6%

npHMech

MHHOPHBIX N0J10C ¢ <3 0
HHTEHCHBHOCTBIO 2-5%

(Mzo3nexktpuueckoe

(oxycupoBatie)

MHuHOpHBIX Monoc ¢

HHTEHCHBHOCTBIO >5% 0 0
(M3oanextpuueckoe

thokycuposaHue)

BaxtepualibHbie 3HI0TOKCHHEI <5 E3/Mn <1 ED/mn
(JTAJI-Tecr)

CTepHuibHOCTh HomxeH ObITh CTEPUILHBIM CootBetcTBYET
MexaHnnueckue BKIIOUYEHHA

Hactuust =10 Mkm <6000 15

YacTuus =25 MKM <600

Buanmele yactuup DaxkTHUeCKH CBOOOMHBIN OT YacTHI CooreetcTyer
(BusyansHo)

KonnuecresenHoe onpenenenue 0,57-0,63 mr/mn 0,91 Mr/mn
(obpameHHo-¢aznas

Xpomarorpadmst)
| 3akaouenue: _I

Hacrosumm MOATBEPkKAAKD, 4YTO BCE MPOH3BOJCTBEHHBIC 3TAllLl ATOH [TAPTHH TOTOBOM NpOAYKIHH ObLn MPOBE/JCHLI B TMOJTHOM

CoOTBETCTBUM ¢ TpebosanHaMH GMP u tpeGosannaym GMP EC u (koraa me B EC) ¢

CTp&Hh[/CTpElH HasHa4YeHus

TPeOOBAHUAMU PErYIATOPHLIX OPraHoB

Crp: 2/3 *B naHHOM l0KyMeHTe MocTaBiieHa JJIEKTPOHHAA MOAMHCH B COOTBETCTBUM CO cTaHaapToM CaH103




CAHZ[O3 Brinymen:

Cannosz I'moX
Komnanns Hosaprue Buoxumutpacee 10,
6250 Kyuans, Asctpus
Ten +43 5338 200

Cebiika: Cebiika: 000000235270

CEPTHO®UKAT AHAJIU3A
HaHMCHOBaHHE: (DI/IHI-PACTHM LISY 30 MJIH. EIUO,SM.H ”apTHﬂ CHHHCB: JF3072
IDTB SH GE 02
Homep marepuana: 42025258
Homep naptuu na ynakosxke: 770718
Konrpons kavecrtra MOATBEPKIEHO : tOBonHe Broka, Mene/ikep no kauectny
KonTposs kauectsa noarsepskaeto nara/Bpems: 04.12.2019 18:04:43
Buinyck cepun / Cepruduxar coan lOBonue Broka, QA Menenxep
Brimyck cepun / Jlata ceprudmrara / Bpewms 02.05.2019/05:15:27
Mlara cospanus ceprudmrara / Bpems 07.05.2019/07:16:09

Crp: 3/3 *B naunoMm nokymente nocrasnena /IEKTPOHHAS MOANKCE B COOTBETCTBHH CO CTaHaapToM CaH103




