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< Ha 6nanke Batiep Betmap TMBX 1 Ko. KI™>

Ne Ceprudprixata aHanusa : JP39993060233

CepruduraT CO30aH ! 08.01.2019
~
Toprosoe Ha3BaRUE: Kiumonopm, apaxe (1X21)
HoMep cepHH Ha YTIaKOBKE: WERYFL
ApPTHKYABHBIA HOMED: 84669725
AIpecart: Poccuiickas Penepauns
JlaTa MPOM3BOLCTEA: 17.05.2018
Topen j10: 05.2023
Cogepikut:

Knumosopm 1-as yacTs, Jpaxke
Howmep cepuu: WERAEG
Matepuan Ne: 64022361
JlaTa IpOH3BOACTBRAL 17.05.2018
KnumoHopM 2-ad 4acTb, Apaxe
Howmep cepun: WERG65T
Marepuan Ne; 83182238
Jla'ra MPOM3BORCTBA: 10.08.2018

[pwioxkenne: Cepruduxat aHamuIa
TToAHOTA W TIPaBHIBHOCTE JOKYMCHTOD B TPHTIOKEHHH TIOATBEPR/ICHA.

HacTOAIMHM MOATBEIKNAEM, YTO HAHHEIH Mperapat NIpOM3BEaEH COMIACHO YTBEPIKICHHEIM
NIPOLGLYPaM, YTBEPAKIEHHEIM MHCTPYKIHIM [0 MPOH3BOACTBY M MpaBuiaM GMP # cOOTBETCTRYET
PETNIAMEHTHPYIOLIMM TpeGOBAHHAM.

B IOKYMEHTAIMA TEPECMOTpeRa M HAXOAMTCA B COOTBETCTBHM C KHCTPYKLMiMM DO
HpDHSBO)lCTBY H OHGIJ.HQJHKE}HH.HMH no npenapa'ry. BcaxHe OTKIOHEHKHA oT YI‘BCp}K,II,GHHBTX
MpoLeayp, €Cnu TAKOBEIE BOSHHKAMH, OBITH TONHOCTHIO NpOaHAMH3UPOBAKBl W omoGpeHs!
OTBETCTBEHHBIM nepconaﬂom.

Cepust COOTBETCTBYCT CrIeIpMKALMH 1 paspenicHa K BEITYCKY.
Jlanupit  ceprAQUKAT AHATIHIA ABNAETCS NPOLYKTOM 3aKPBITOR 3JIEKTPOHHOH  CHCTEMEL,

O3BONAIOMEN MCTIONE30BATE HNEKTPOHHYIO TIOANHCE. TIpaBo NMOAMHCH umeror:_Cabuna [lainep,
Bunko Boxuad, Maita Wlyaste, Bepa lnanm. Y g O7ges

. . A i ‘{'
SnexTpouH0-nupoBai NOAMHCE: Bunko Boxnad - Hcnmolhurelbubld 3 %;,i A piit 3a
BRINYCK JAHHOM CEpHH, COrNaCcHO anpextuee 200 1/83/EC A 0}5”1“'

Tlata / Bpema ofo6peHd ceptucuxata: 09.01.2019 15:47:20

C’I‘p.lPl39.




Beectso Ne : 64022361
Kanmonopm 1-as vacTL, Apake
Vnetpyxumst no niposepke No
CrieumHKalHA 10 NPOBEPKE No
apTua Ne

[IpousBefeHO

< Ha 6narixe baiep Beitmap I'mBbX 1 Ko. KI[™>

Cepruduxar Ne: JP39993060233

Tlata cosmerma:  08.01 2019
3ajaHue Ha MPOBEPKY : 18701601
:17.01.2008
:17.01.2008

:1018A_01_ PV or
:ND _42 2259 04 ot
. WER4ES6
1 17.05.2018

Onucanne
Kpyribie apae ;EATOro UseTa

IoannnuocTtb
SDcrpaarona panepaT
B3XX

CoOTBETCTBYET

CooTBETCTBYET

BpemeHa yIepxUBaHHA DCHOBHOIO MHKA HA

XpOMaTorpaMMax HCITRITYEMOr0 H

CcTaHgapTHOTO pacTBOpOB [OJDEHE! CORMANATh

TlogAHHHOCTD
[BeTHasn peaKuud
TuTaHa THOKCHN

CoOTBEICTBYET

PacTBop OT KeNTOro /10 OPAHXeBOra

TloaATHHHOCTL
Peaxius oCaKICHEA
Menesa oxcun
Cunuii ocaok

OAHOPOAROCTH MACCH]
IMepsoe TpeboBanKe

18-20 gpaxe +/-15% ( 80,8 Mr— 109,3 mr)

OnHOpPOAHOCTH MaCChl
Bropoe TpeboBaHHe

<=7 ppae +/-30% ( 66.5 Mr — 123.5 MT)

PacnaaaeMocTh
< =15 MHH.

KoanuecrseHHue onpeaecHne
B3XX

Octpajuona sanepart

1,90 -2,10 mr/ apae

Crp. 2139

CoOTBETCTBYET

20 npamxe

0 gpaxe

{) u o e,
./5/,. ir,g,,h‘l’),% mr/
i a2

15 Mgy ’&)
W\, 9




< Ha Gnanxe Baiiep Beitmap 'MBX 1 Ko. KI™>

Cepritmkar Ne: JP39993060233

Jlata co3ganmus: 08.01.2019
Bemectso No : 64022361 3ajaHie Ha IPOBEPKY : 18701601
Knumonopw 1-as 4acThb, Apake
VIHcTpyKUUA 10 IpoBepKe Ne +1018A_01_ PV oT 17.01,2008
Crenpbukaums no nposepke Ne :ND 42 2259 04 or 17.01.2008
Taptus Ne : WER4E6
[pow3seneHo : 17.05.2018
OHOPOJHOCTL J03UPOBANNS
BIXX
DCTpannoe Banepar CooTBeTCTBYET
OanopoanocTs Acsnposanmust +-13%
BIXX
ScTpaadona Banepar
10 npaxe 10 npasxe

OAHOpOTHOCTE JO3HPOBAHHSA
ScrpanHona Banepar
1,70 — 2,30 mr/ apaxe

OQTHOPOAHOCTE 03NPORANHS
DcTpaauona Banepar

KB ;

<=6,0%

KB ( n =10 apaxe)

[locTopoHIKe NpHMecH /ICTpaanoa Banepar
BIXX

3CTPAAHOI

<0,3 %

[ocTopoiuie MpuMmecH /IeTpannoia paepar
BOXX

9 (11) aeruaposcTpanyoia Banepara

<0,5%

TocTopoRmKe IpHMecH /ICTPaHoIa Balepar
BOXX
| He MIeHTH(PHUUMPOBAHHEIE IPHMECH, OT/IENLHRIE
<0,5%

Crp.3u3 9

HHIHBHAYAILIEIC 3HaYCHHA

1,95 1,96 1,97 1,99 1,95
1,98 1,94 1,97 2,01 1,99
MI/ Ipaxe

2,6 %

<0,10%

<0,11%




< Ha 6nanke Gaiiep Beitvap [MBX u Ko, KT>

Ceptuduxar Ne. JP39993060233
Jlara coznanmd:  08.01 2019

Bewecrso Ne : 64022361 JaJaHAe Ha MPOBEPKY 1 18701601
K.aumonopm 1-aa uacTh, npaske

MineTpyKuus o nposepke Mo :1018A 01_ PV or 17.01.2008
CrerpiHxatms o nposepke Ne ' ND 42 2259 04 ot : 17.01.2008
[aptas Ne : WER4E6

[Tpouzseseno :17.05.2018

Hocropokiue npuvecy /IcTpajuoa BajepaT

BIKX

He uneHTHUIMposarkbe, Cymma

<1,0% <0,10 %

PacTBopeHHe AKTHBHOID HHIPEAHCHTA

BOXKX

DcTpanuona BATISPaT

Q) ="70%, t =435 MuH MHINBHIY2IbHEIE 3HAYCHUS §9 101 100 101 101 102 %

Pac*rsuperme AKTHBIIOTD uurpe,uueura

BIXX :

ScTpaaqona sanepar

Q=75% cpefee 31aueHne 101 %

MHuxpoGroJ0rHyecKas YHCToTa:

MeTO/ ArapoBoH NIACTHHRH

Ob1wee Yrca0 KoJoHAeo0pazyIoHX a3pOBHEIX eIMHHIL
<10* KOE/r <10 KOE/r

MuxpoGuosioruyeckas YHCTOTA:

MeTOj arapoBoi NMIACTHHKH

OB uee YMCTO APONOKEBBIX H IINECHEBBIX rprbKoB:

<10* KOE/r <10 KOE/r

Mukpobuoorsteckas YHCTOTA:

TecT Ha crenupHIecKne MIKPOOPraHH3MbI

TecT Ha cnelpHUHECKHE MUKPOOPraHHIMBI

Kumeunas nanouka

B 1r He o0Bapy:eHE! COOTBETCTBYET

Crp. 4u3 9




< Ha 6nauxe Baiicp Betimap I'mBX u Ko. K>

Ceptudnrar No: JP39993060233
Tara cosnanus: 08.01.2019

Bewecreo Ne : 83182238 3amaHHe Ha TIPOBCPKY : 18702350
Knmaropm 2-af MacThb, Jipake

HucTpyKuws o nposepke Ne :1018A_01_ PV ot : 17.01.2008
Crieunduraups no nposepke Ne 1 ND 42-2259-04  or  :17.01.2008

[Taptha Ne : WERGST '

TIpouaBsefieHO +10,08.2018

Onncanne

Kpyrasie fipaxe KOPHIHEBOTO [BETa COOTBETCTRYET

Cpeauss macea apaske
95,0 Mr+/-15 % CooTBercTByeT

Ox110pORHOCTE MACCh]
Tleproe TpeboBaNKE
18-20 mpaxce +/-15% (80,8 mr— 109,3 mr) 20 gpaxe

OJHOPOAHOCTE MACCh]
Bropoe TpeboBaHUe
<=2 mpaxe +/-30% (66.5 M — 123.5 M1) 0 mpaxe

PacnagaeMocTh
<=15 MHH,. 3 MHH

Mo HHHOCTD

DcTpaaMona BaIepar

BIXX CoOTBETCTBYET
BpeMena yaepiKUBaHii OCHOBHOTO IKa Ha

XpOMATOrPaMMAaX HCTEITYeMOro 1

CTaHLAPTHOTO PACTROPOB JIOMKHK COBMAAATE

HMoaannHOCTh

JleroHoprecTpen

BIXX CooTBETCTBYET
BpemeHa yAepKUBAHAA OCHOBHOTO IKKA Ha

XPOMaTOrpaMMax HCIBITYeMOTo H

CTAaHOapTHOTO pacTBOpoR LOJAKHEL COBTIAaTh

ToATHHHROCTE

[{seTHas peakUHA

Twrana AHOKCHI

PacTBOP OT JKENTOr0 0 OPaHKEBOTo

Ctp.5m 9




< Ha 6nanuxe Baitep Beivap I'MBX # Ko. KI™>

Ceprudmrar Ne: JP39993060233
Jlata co3faHuA: 08.01.2019

Bemeetso Ne : 83182238 3aaaHHe Ha NPOBEPKY : 18702350
KaumonopM 2-asi wacTh, Apaze

MHCTpYKIMs 10 riposepke Ne :1018A_01_ PV or 17.01.2008
CneuuduKamus Mo npoBepKe Ne  :ND 42-2259-04 oT : 17.01.2008

TlapTus Ne : WER6GST

TIpou3BeaeHo :10.08.2018

IoaHHHOCTD

Peakuys oCaXACHHA

M enesa okcua CooTpeTcTBYET
CuHuil 0CRI0K

PacTBopeHHe AKTHBHOIO HHPEIHENTA

BIXKX

DeTpaaqona Baiepat

Q = 70%, t =45 MuH WHIHBKAYaNbHEIE 3HAYCHNA 9599 99 95 94 96 %

PacTBOpeHHe AKTHBHOTO HHIPEIHEHT?

B2XX

DeTpaguona Banepar

Q=75% cpenHas 3HAYEHHA 96 %

PacTBOpeHAe AKTHBHOTO HHTPEMCHTA

B3IXKX

JleBOHOPrecTPen

Q = 70%, t =45 mun WHIMBHIY2MBHEE 3HAYCHHA 99 100 97979595 %

PacTBOpEHHE AKTHBHOTO HHIPENHEeHTA

BIMX

JleroroprecTpen

Q=>75% cpenHee 3HAUEHHS 97 %

KonuqecrBeHHoe ONpeleienne

BIAX

Derpaxuona Banepar

1,90 -2,10 mr/ ppane 1,99 Mr/apaie

KoanuecrseHHoe onpelefente
BOXKX

JleBoHoprecTpe
0,1425-0,1375 Mr/ papake

Crp.6 139




< Ha Guanxe Baitep Bettmap T'mBX u Ko, KI™>

Cepruduxar Ne: JP39993060233
Jlara cosnanus: 08.01.2019

Bemectao Ne ¢ 83182238 3ajaHHe Ha NPOBEPKY : 18702350
KnunmoHopM 2-ast 4acTh, Apawe

Muctpykums no npepepke Ne :1018A_01_ PV ot +17.01.2008
Crenppuxanns no nposepxke Ne i ND 42-2259-04 or  :17.012008
[MapTus Ne : WERGST

[TpouzeeeHo :10.08.2018

OHOPOAHOCTH JO3HPOBAHHA
BOXX
DcTpanqona sanepar CoOTBeTCTBYCT

OnHOPOARCCTD {03HPOBAHMA +-15%

BOXKX

DcTpanuona Banepar

10 npaxe 10 ppae

OaKOpOAHOCTD 103HPOBAHKSA

DeTpaaqona Bajiepar

1,70 = 2,30 mr/ mpaxe HHIABHAYATBHBIC 3HAYEHUA 1,96 2,04 1,97 1,92 1,94 2,00
2,01 1,93 2,02 1,98 mr/ npae

OnHOpOAHOCTE A03HPOBAHHA

D¢Tpaanona panepar

KB .

<=6,0%

KB (n =10 apaxe) | 2,0%

OHOpPOJHOCTE JOSHPOBAHHSA
BOXX
JleBoHOprecTpes CoDTBeTCTBYeT

OIHOPOAHOCTE 103HPOBANHS +-15%
BOXX

JlesoHOprecTpen
10 gpaskc 10 gpaxe

Crp.7w3 9




< Ha Granxe batiep Beivap TmBX u Ko. KI>

Cepruduxat No: JP39993060233
JlaTa CO3MaHMUA: 08.01.2019

Beectso Ne ¢ 83182238 3anaHAe Ea MPOBEPKY : 18702350

KnuMoHOpy 2-ast 9aCTh, APAKE

TIHCTPYKUMS 110 [IPOBEPKE Ne .1018A_01_ PV 0T - 17.01.2008

CricnMpHKaums o MPOBEPKS Mo  :ND#42-2259-04 oT - 17.01.2008

Taprus Ne : WERGST

TIpoH3BEIEHO . 10.08.2018

OIHOPOAROCTH 103HPOBANIA

JleBouoprecIpen ‘

0,1275 - 0,1723 Mr/ apaxe HHAWBHAYAIBHBIC apayeHua 0,1460 0,1532 0,1476 0,1436

0,1452 0,1504 0,1490 0,1434
0,143 0,1473 Mr/ npaxe

OAHOPOXHOCTE J03HPOBAHIH

JlesotoprecTpen

KB

<=6,0%

KB (n=10 LparKe) 21 %

TocroponKue npumecH /IcTpajuona Banepar

BOKX

HCTPaAnon

<03 % <0,10%

TlocToponune MPAMECH /IcTpagnona Baaepar

BIXX

9(11) nernapoICTPATHONa paneparta

<0,5% <0,10 %

MocTOpOHEAE MPHMECH /AcTpaamona sanepar

BOKX

He WACHTU(UIMPOBAHHBIE IPUMECH, OTAC/IBHBIC

<0,5% <0,10 %

IocTOpoHHHE NPHMECH /IcTpaguosa BanepaT

BOXKX

HC HAeHTH(pHLMPOBAHHBIC, Cymma

<1,0% <0,10%

IocTopoHKME NPRMECH /Jeponoprecrpelt
BOAX

FrUNroHEeHIHOH

<0,5%

Crp. 8139




< Ha Gnanxe Baitep Beitmap I'mMBX v Ko, KI™

Cepreduxar Ne: JP39993060233
Jara cosnaans: 08.01.2019

Bemectso Ne : 83182238 3ananuc Ha NPOBEPKY
Knamoropm 2-asi 9acTh, Jpaiie

Uncrpykuns 1o nposepke Ne :1018A_01_ PV or
Crieumudurauns mo nposepke Ne  : ND 42-2259-04 or
[Tapras Ne : WER65T
[IpousseneHo :10,08.2018

: 18702350

: 17.01.2008
: 17.01.2008

[TocToponnue npumecu /JlesonoprecTpe.
BOXX

HE MGHTHCIJHIIHPOBEHHBIG NpHMECH, OTACNLIILIC
<0,5%

Tlocroponnue npumecu /JesoHoprecTpe
BIXKX

He upeHTHHIMpoBaHHkIe, CyMMa

<1,0%

MuxpofivoJ0rHYeCKas THCTOTA:

METO] ATAPOBOH MIACTHHKH

OBwiee YHCIIO0 KONOHNEOOGpasyioumx adpoBHbIX eAHHAL
<10° KOEr

MuxpoGnojorayeckas YMCTOTA:

MeTo[ aTapoBoili NIACTHHKH

OBiee YUCTO APONCKEBEIX U IIECHEBBIX TPUOKOB:
<10°KOE/r

MuxpotuoIorHtecKas MHcToTa:

TeCT HA cNenupHIecKne MEKPODPraHR3MbI
TeeT Ha eneumdHICCKNnEe MUKPOOPraHU3MBI
Kunmevnad nanovxa

B 1r He ofHapyxeHE!l

Ctp. 9u3 9

<0,10%

<0,10%

<10 KOE/r

<10 KOE/r

CooTReTCTBYET




