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CEPTUOUKAT COOTBETCTBMA

HA HPOAYKIHEO, BRKAIOUEHHYIO B eAHHBIH [IepeyeHb NPOAYKIHH,
noAAesKaniei 00s3aTeAbHON cepTHYHKAIHH

Noe POCC RU C-AT.®M08.B.00007/18

Cpox peiicreun ¢ 10.12.2018 o 10.12.2019

€ OPT'AH IT0 CEPTUOUKAIMN Ne 0067427

“‘\, RA.RU.11 MO8 OPIAH 11O CEPTHOHKALIMH TPOAYKLIHH OBLECTBO C O PAHHYEHHOH
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CAHI03
Komnanns Hoeaptue

Ccbinka: 0301190831

Boinytuen:

Canpo3 I'mdX
Buoxemumrrpacee 10
6250 Kynans
ABCTpUA

Ten +43 5338 200

CEPTUO®HUKAT COOTBETCTBUS

IMpoaykr

Toprosoe HaumMeHOBaHHe

Ho3upoBka

@®opMa 103UPOBKH
YnakoBka

Ob6beM ynakoBku

Kona

Buyrpennss cepus
dara npousBojacrea
Cpok roaHocTn

Ajapec npou3BONTEIS

Bruinmyckarommii caiir:

OMHMUMTPOIT 10mr/1,5 ma 1
OMHHUTPOII

10Mmr/1,5 M

Kujkocts B amiysie

AMnyna (py4dka JJiss UHbEKIHH)
[ mr. x 1,5 M1

44038125 Tun Beinycka: Brinmyck Ha peIHOK
JK3634 Haneuarannas cepus: JK3634
10-2018 Jara Beimycka: 27-12-2018
03-2020 Kosmuecrso: 6007 yr.

Cannoz 'MBX
buoxemumitpacce 10
6336 Jlanrkamnden
ABCTpHSA

Cannosz 'MBX
buoxemuinrpacce 10
6336 Jlanrkammden
ABCTpHS

Cocras:
Ipoaykr COMATPOITHUH XHWJT 10MI'/1,5 MJI AT13 GE 01
Koa 42023311

Oobmee kos-80 Bank
AJIpec IpOH3BOHTE/IS

24971 yn

Canmo3z 'MBX
buoxemumnrpacce 10
6336 Jlanrkamngen

ABCTpHS

Cepusi: JG1421

Ipoaykr
Kon
Apec Ipou3BOAUTEIS

COMATPOIIMH N AT14 LQ UD GE 02

40003520 Cepusi: B393599
Cannoz 'MBX

buoxemumTtpacce 10

6336 Jlanrkammnden

ABCTpHs

Crp.: 1/2
cranaapTom Canunos

*B n1aHHOM AOKYMEHTE MOCTABJICHA 3JIEKTPOHHAA NMOANMCH B COOTBETCTBUH CO




CAHO03 Boinywen:
) Cangos 'm6X
buoxemumrpacce 10
6250 Kynuin

AscTpus
Ccbinka: 0307190831 Ten + 43 5338 200

CEPTUO®HUKAT COOTBETCTBHS

Ipoaykr OMHUTPOIT 10Mmr/1,5 M 1
Toproeoe nanmenosanue OMHUTPOIT
Kon 44038125

Cepus Canproz: JK3634

Jakawuenmne:

HacTosmM MoATBEpIKAAI0, YTO BCe NPOMIBOACTBEHHBIE HTANBI YTOH NAPTHH rOTOBOH MPOAYKLHH ObIIK
[IPOBE/ICHBI B IOMHOM COOTBETCTBHH ¢ TpeGoBanusyu GMP u tpeGosannam GMP EC u (koraa He B EC) ¢
TPeGORAHHAMH PETYNATOPHBIX OPTaHOB CTPAHBY/CTPAH HAZHAUCHHSI

KommenTapuu:

B npouecce npoussoacTsa npoaykTa He Gbl10 3aMKCHPORAHO KAKHX-THGO OTKJIOHEHHH, KOTOpLIE
MOIJIW Obl BJIMATH Ha BbLITYCK MPOAYKTA.

Brinyck cepunt / Ceprudpmkar cosnan Ppans XoKkxoaaMHrep , YNOJIHOMOYEHHOE JTHLIO
Brinyck cepun / Jlata ceprudukara / Bpems 27.12.2018 / 14:20:39

Jata co3nanuns ceprudukara / Bpems 03.01.2019/07:31:10

Ctp.: 2/2 *B 1aHHOM 0KyMEHTE MocTaB/eHa eKTPOHHAs MOANUCH B COOTBETCTBHH CO

cranaaptoM CaHnos




CAHJ03

Komnanna Hosapruc

Ccebtaka: 000000221963

Beinyuuen:

Cannos 'm6X
Broxumuurrpacee 10,
6250 Kynuie, ApcTpus
Ten + 43 5338 200

CEPTUO®UKAT AHAJIU3A
OMHHMTPOIT 10mr/1,5 ma 1 Cepus Cannos:  JK3634
HanmenoBaHue:
KapTpHILK Pd
Kon: 44038125 Cepus Ganka: JG1421
HaneuaTaHHas cepus: JK3634
Kona npoaykra: 42023311
[Tposepka No: 000407798364
Jarta npoH3BoacTBa 10-2018 Cpok ronHoctu:  03-2020
Cneundukauus 7067.11
3aKazuuK 0-EU-II
HcnbiTanus Coneunduranun Pe3yabTaThl
BHELLIHUHM BHUJI KOHTEMHEPA KAPTPHUJUK (1.5 ma ISO-KAPTPHJTK) COOTBETCTBYET
(BU3YAJIBHBIM KOHTPOIIL) [TPO3PAYHOE CTEKJIO, 3AKPBLITO
[UIYHXEPOM H YINIOTHEHHEM
BHELLIHHH BHJ1 COJIEPHKAHUS BECLIBETHBIH PACTBOP COOTBETCTBYET
(BU3YAJILHBLIA KOHTPOJIB)
[MPO3PAYHOCTH (PH.EUR.) ﬂPO3PALIHOC'I;b HE MYTHEE COOTBETCTBVET
CTAHJIAPTHOHM B3BECH I1
PH (IMMOTEHITHOMETPHYECKH) 6,0-6,4 6,2
HWJIEHTHYHOCTH (RP-HPLC) COOTBETCTBVYET OBPA3LLY COOTBETCTBYET
I'MAPO®OBHOCTb (BPEMS Y IEPIKAHHA)
DNEKTPO®OPETHYECKAA COOTBETCTBVYET OBPA3ILY COOTBETCTBYET
[MOJABUAKHOCTD (KAITHJUTIAPHO- (BPEMSI MUI'PALINH)
30HAJIBHBIHU SJIEKTPO®DOPE3)
PA3MEP MOJIEKVJI (SEC) COOTBETCTBYET OBPA3ILY COOTBETCTBYET
(BPEMA Y IEPXKAHW )
®EHOJI (RP-HPLC) COOTBETCTBYET OBPA3LLY COOTBETCTBYET
(BPEMSA YJIEPIKAHHS)
CYMMA IIPUMECEH HE BOIJIEE 20.0% 43 %
(RP-HPLC)
JIOBASA ETMHHUYHAS [TPUMECH HE BOJIEE 15,0% 0,8 %
(RP-HPLC)
CYMMA TTPUMECEM (BEJIKOB HE BOJIEE 2,0 % 0,2 %
BM®)
CYMMA [TPUMECEH (BDKD) HE BOJIEE 18,0% 3,0 %

Crp.l w33

DNeKTpOHHAs MOJAMKUCh B COOTBETCTBUH €O cTaHaapTaMu «CaHa03»




CAHJIO03

Kovnanust Hosaprue

Ceriika: 000000221963

Boimywmen:

Canpos 'moX
BuoxumuinTpacce 10,
6250 Kynmns, ABctpus
Ten +43 5338 200

CEPTU®UKAT AHAJIU3A
HaumeHoBaHue: OMHUTPOIT 10mr/1,5mn 1 Cepus JK3634
kapTpuk PO Canpos:
Kon: 44038125
HaneuaranHas cepus: JK3634
HcenbiTanus Cnenuduraunu Pe3yibTaThl
JMOBAA EIMHUYHAS TIPUMECH (BDKD) HE BOJIEE 10,0 % 0,5 %

3AI'PA3HEHME TBEPJIBIMU UACTHUIIAMM:

BAKTEPHAJIBHBIE DHAOTOKCHHBI (JIAJ,

KHMHETHYECKHE XPOMOI'EHHBIE)

CTEPHUJIBHOCTb
(MEMBPAHHASA ®UIILTPALLMA)

3AIPA3BHEHWUE TBEP/IbIMH YACTHUIIAMM:

JOBUJIHUMBIE YHACTHLIBI (PH.EUR.)
BOJIEE 10 MKM

3ATPA3ZHEHHE TBEPbIMH YACTHIIAMU:

JOBUJUMBIE YACTHLIBI (PH.EUR.)
BOJIEE 25 MKM

BHAWMBIE YHACTHLIBI (PH.EUR.)

KOJIMYECTBEHHOE OINPEAEJIEHHUE
EP 2000, OT 3AABJIEHHOITO

KOHCEPBAHTbI @EHOJI (RP-HPLC)

DKCTPATMPYEMBIH OFBEM (PH.EUR.)

HE BOJIEE 5 ED/mr

CTEPHJIBHBINA

MEHEE 6000

MEHEE 600

PAKTHYECKH CBOBOJIHBIN OT
IMOCTOPOHHMUX YACTHL]

90 - 105 % OT 3ABIJI.

2,7-3.3 Mr/Ma

HE MEHEE 1.5 mn

MEHEE 1 E3/mr

COOTBETCTBYET

155

COOTBETCTBYET

99% OT 3ASIBIL

2.9 Mr/man

1,6 M

Crp2uz 3

BHGKTPOHHaﬂ MOANHCH B COOTBETCTBHH CO CTaH1apTaMH «CaHmo3»




CAHJIO:; Boimyien:

Cannos I'mb6X
KOMI’[RHHH HOBapTPlC Buoxumuirpacee 10,

6250 KyHans, ABcTpus

Ten +43 5338 200

Cepinka: 000000221963

CEPTU®UKAT AHAJIU3A
HaumenoBanue: OMHUTPOIT 10mr/1,5Mm11  Cepus JK3634
KapTpumKk PO Cannos:
Kox: 44038125
HaneuaTtanHas cepus: JK3634
HcnbiTanus Cnenndpuxannu Pesyabrarsl
COOTBETCTBYET
KOHTPOJIL TOTOBOI'O [TPOJIYKTA JOJIKEH COOTBETCTBOBATh
TPEBOBAHH M

3aKnoueHue:
Cepus cootetcTByeT Tpebosanuam. HacToAmmM noaTBepkaaeM, YTo JaHHas HH(OPMaLHA 10CTOBEpHA K
BEpHA, aHAJIW3 NPOBOJAMIICA B MOJHOM COOTBETCTBMH ¢ TpeboBaHUAMH « GMPy.

BeinyuieHo KOHTPOJIEM KavecTBa Mapkyc axep, cTapluil MeHekep oT/1ena o0ecneueHns KauyecTsa
BeimyiieHo koHTposiem kauectsa narta/ Bpema  20.12.2018 08:42:51

Cepus BeinyieHa/CepTHOHKAT BBITYILEH Xepp @pan3 X0KX0JAMHIEP, YIOIHOMOYEHHOE JIHLIO
Cepus oinywena/ Jlata ceptudukara/ Bpems  27.12.2018 14:20:39

Brimmyck ceptudukara nara/ Bpems 03.01.2019 07:44:06

Crp.3 u33

BHeKTPOHHaﬂ noAnMcChL B COOTBETCTBUH CO CTaHaapTamMH «Cangoz»



CAHI03
Komnanusa Hosaprue

Ccbinka; 0301190831

Brinyiien:

Cannos 'moX
Buoxemuirpacee 10
6250 KyHuib
ABCTpHS

Ten +43 5338 200

CEPTU®UKAT COOTBETCTBUS

IIpoayxkr

TO[)I‘OBOE HAaUMEHOBaHHE

Jo3upoBKka

PopMma 103UPOBKH
VYnakoeka

O0BeM yIakoRKH

Kon

BuyTpeHnHss cepus
JaTa npousBoacTea
Cpok roanocru

Anpec MpoU3BOANTE A

Beinmyckaromuii caiir:

OMHUTPOIT 10mr/1,5 M 1
OMHUTPOII

10M1/1,5 M1

JKujikocThb B ammye

Amiyna (pydka /1 MHBEKIIHH)
I mT. X 1,5 M1
44038125

JK3634

10-2018

03-2020

Cannoz 'MBX
buoxemuintpacce 10
6336 Jlaurkamngen
ABcTpus

Canmo3 'MBX
buoxemumrpacce 10
6336 Jlanurkamnden
ABCTpHS

Tun Beimycka: BrImyck Ha peIHOK
Haneuatannas cepusi: JK3634
daTa Bbimycka: 27-12-2018
Konanuecrso: 6007 yr.

Cocras:
IIpoaykr COMATPOITHMH XWJT 10MI/1,5 MJI AT13 GE 01
Kon 42023311

O6mee xo1-Bo bank
Allpec IpoH3BOAUTEIA

24971 yn

Cannoz I'MBX
broxemumrpacce 10
6336 Jlanrkamrden
ABcTpus

Cepusi: JG1421

IIpoaykr
Kon
Anpec Npou3BoHTEs

COMATPOITMH N AT14 LQ UD GE 02

40003520 Cepusi: B393599
Canpo3 'MBX

broxemumrpacce 10

6336 Jlanrkamnden

ABCTpHSA

Crp.: 1/2
cranfaapTom CaHnos

*B naHHOM AOKYMEHTE 10CTaBJICHA 3JIEKTPOHHASA MOJINUChL B COOTBETCTBHH CO




CAHJ103 Beinyumen:
Canpos I'm6X
Buoxemmurpacce 10
6250 Kynane

. ABCTpHs
Ccbinka: 0301190831 Ten +43 5338 200

CEPTUD®HKAT COOTBETCTBHUSA

ITpoaykr OMHMUTPOIT 10mr/1,5 ma 1
Toprosoe nanmenosanne  OMHUTPOII
Kona 44038125

Cepust Canpos: JK3634

3akawuenue:

HacTtosiimum nojrsepxiaio, 4To Bee NPoM3BOACTBEHHBIE ITAMbI ITOMH [apTHH IOTOBOH NPOAYKIIMH GbIIH
MPOBE/ICHBI B MOJTHOM COOTBETCTBHH ¢ TpeGoBanuamu GMP u rpeosannav GMP EC u (koraa ve B EC) ¢
TPeGOBAHUAMH PEryIATOPHBIX OPraHOB CTPAHKI/CTPAH HA3HAYCHUS

KommenTapuu:

B npouecce npomnssoacTBa npoaykTa He G110 3aMKCHPOBAHO KAKUX-JMGO OTKIOHEHHIT, KOTOpbIE
MOT/IM Obl BJIMATH Ha BBIMYCK MPOAYKTA.

Brinyck cepun / CepTudukaT cosaan D®panz XOoKXOJAMHTEp , YIOJIHOMOUYEHHOE HLIO
Brinyck cepun / Jlata ceprudmkara / Bpems 27.12.2018 / 14:20:39

Hara cosnanus ceprudukara / Bpems 03.01.2019/07:31:10

Crp.: 2/2 *B 1aHHOM OKyMEHTE [0CTaBJIEHa 3/IEKTPOHHAS MOATMHCh B COOTBETCTRHH CO

cradnaproM Canmnos




CAHI03

Komnanus Hosapruce

Ceninka: 000000221963

Brinywes:

Canaos ['moX
Buoxumuwrtpacce 10,
6250 Kynans, Asctpus
Ten + 43 5338 200

CEPTUD®UKAT AHAJIU3A
OMHUTPOIT 10mr/1,5 11 Cepus Cannos:  JK3634
Hanmenosanue:

KapTpHIK PD
Kona: 44038125 Cepus Oanka: JG1421
HaneuatanHas cepus: JK3634
Kon npoaykra: 42023311
[TpoBepka Ne: 000407798364
Jara npousBojcTRa 10-2018 CpoK rofHOCTH: 03-2020
Crenuduranims 7067.11
3akazuuk 0-EU-I/T
HcnbiTanus Cnenndukannn Pe3yabrarsl
BHEIITHHH BHI KOHTEMHEPA KAPTPHUJIAK (1.5 mn ISO-KAPTPHTXK) COOTBETCTBYET
(BU3YAJIBHBIH KOHTPOJIB) ITPO3PAYHOE CTEKIJIO, 3AKPBLITO

TUTYHXEPOM M YTUJIOTHEHHMEM
BHEIIHHWMA BUJl COIEPKAHKA BECIIBETHbBIU PACTBOP COOTBETCTBVYET
(BU3YAJIbHBIKM KOHTPOJIb)
[TPO3PAYHOCTS (PH.EUR.) ITPO3PAYHOCTbL HE MYTHEE COOTBETCTBVYET
CTAHJIAPTHOH B3BECH II

PH (ITOTEHLIHOMETPHYECKH) 6,0-6,4 6,2
HAEHTHYHOCTL (RP-HPLC) COOTBETCTBYET OBPA3LY COOTBETCTBYET

I'MIPO®OBHOCTDb

DJIEKTPODPOPETHYECKAS
[TOABHXXHOCTb (KATTMJUJIAPHO-
30HAJIbHBIN DJIEKTPODOPE3)

(BPEMSI Y IEP2KAHHM )

COOTBETCTBYET OBPA3LLY
(BPEMSA MHI'PALIMH)

COOTBETCTBYET

PA3MEP MOJIEKYJI (SEC) COOTBETCTBYET OBPA3LIY COOTBETCTBVET
(BPEMS V]IEPJKAHMS)

®EHOJI (RP-HPLC) COOTBETCTBYET OBPA3LLY COOTBETCTBVET
(BPEMS$I VJIEPHAHHS)

CYMMA [MPUMECEH HE BOJIEE 20,0% 4,3 %

(RP-HPLC)

JIIOBASI ETMHUYHAS [IPUMEChH HE BOJIEE 15.0% 0,8 %

(RP-HPLC)

CYMMA ITPUMECEM (BEJIKOB HE BOJIEE 2.0 % 0,2 %

BM®)

CYMMA IMTPUMECEH (BDKD) HE BOJIEE 18.0% 3,0 %

Ctp.1 u3 3

DJIeKTpOHHAs NOANUCH B COOTBETCTBHH €O cTaHaapTamu « CaHmo3»




CAHJI03

Kovmnanusa Hosaprue

Ccrinka: 000000221963

Boimyen:

Canpos 'm6X
Buoxumuwrpacce 10,
6250 Kynans, ABcTpus
Ten + 43 5338 200

CEPTUOUKAT AHAJIU3A
Haumenosanue: OMHUTPOIT 10mr/1,5mn 1 Cepus JK3634
KapTpumk P Canpnos:
Kon: 44038125
HaneuaranHnas cepus: JK3634
HceneiTanus Crnenudpukannn Pe3yabTarsl
JNHOBAS EJTUHUYHAS TIPUMECH (BDKD) HE BOJIEE 10,0 % 0,5 %

3AI'PASHEHHE TBEPJIBIMH HACTHULIAMHM:

BAKTEPHAJIbHBIE DHJAOTOKCHHbI (JIAJIL,

KMHETHYECKHE XPOMOI'EHHBIE)

CTEPUJIBHOCTB
(MEMBPAHHAA ®HJIbTPALIHA)

3ATPA3SHEHUE TBEPJIBIMH YACTHIIAMM:

JIOBUIUMBIE UACTHIIBI (PH.EUR.)
BOJIEE 10 MKM

3ATPASHEHME TBEPJIbIMH YACTHIIAMM:

JOBHUJAMMBIE YACTHLILI (PH.EUR.)
BOJIEE 25 MKM

BUIMMBIE HACTHLIBI (PH.EUR.)
KOJIMHECTBEHHOE OINPEAEJIEHHE
EP 2000, OT 3AABJIEHHOITO

KOHCEPBAHTBI ®EHOJI (RP-HPLC)

SKCTPATUPYEMBIM OFLEM (PH.EUR.)

HE BOJIEE 5 ED/mr

CTEPHJILHBIN

MEHEE 6000

MEHEE 600

GAKTUYECKH CBOBOIHBIA OT
[TOCTOPOHHHUX YACTHL]
90 - 105 % OT 3ASBIL

2,7-3.3 Mr/Mn

HE MEHEE 1,5 mn

MEHEE 1 EB/mr

COOTBETCTBYET

155

COOTBETCTBYET

99% OT 3ASIBIL

2.9 Mr/mn

1,6 Mmn

Crp2u33
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CAHIIO?n Bainyuen:

Canpo3 'M6X
Komnauns HOBapTHC Buoxummmrpacce 10,

6250 Kynane, ABcTpus

Ten + 43 5338 200

Ceninka: 000000221963

CEPTHO®UKAT AHAJIU3A
Hanmenosanue: OMHHUTPOII 10mr/1,5m1 1 Cepus JK3634
Kaptpugx PO Cannos:
Kon: 44038125
HaneuaTaHHas cepus: JK3634
HUcnbiTanus Cnenuduxannn Pe3yibTarhl
COOTBETCTBYET
KOHTPOJIb 'OTOBOI'O ITPOAYKTA JOJDKEH COOTBETCTBOBATH
TPEBOBAHMSIM

3aknoyeHue:
Cepus cooTBeTcTBYET TpeboBaHuAM. HacTosAlMM NOATBEPKAAEM, Y4TO AaHHAA HHGOPMALUS 10CTOBEPHA U
BEpHa, aHaJIW3 NPOBOJAWICA B MOJHOM COOTBETCTBHU ¢ TpeOoBaHUAMH « GMPy.

BhInylieHo KOHTpOJIEM KauecTsa Mapxkyc [Naxep, crapiunii MeHeKep 0TAeNa 00ecneYeHNs KauecTsa
BeinyuieHo koHTpoaeM kauecTsa aara/ Bpemss  20.12.2018 08:42:51

Cepus eoinyieHa/CepTudgukar BbinyLeH Xepp ®pan3 X0KXOJIAMHIEP, YIOJIHOMOUYEHHOE JIMLO
Cepus Beinyiiena/ Jlata ceprudukara/ Bpems  27.12.2018 14:20:39

Beinyck ceprudukara gara/ Bpems 03.01.2019 07:44:06
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