HopTon Xenckea Numuten It

Aston Lane North

Whitehouse Vale Industrial Estate

Preston Brook

Runcorn

Cheshire WA7 3FA

Ten: +44 (0) 1928 707816 (npsamas nuHUs)

®dakc: +44 (0) 1928 707782 (chakc oTaena kayecTsa)

CepTudukar COOTBETCTBUSA NPU NPOU3BOACTBE

HavmeHoBaHue npogykTa: KonakcoH-Tesa

KoHueHTpauus 20 mr/mn

dopma J03npPoBKK PacTeop Ans nodKo)HOro BBeAeHUA

OBBEM U TUN YNaKOBKU 28 WNpUUOB B MHAWBUAYANLHON ynaKoske

Crtpana Poccus

Homep PerncrpauroHHoro yaocToBepeHns 1C-000384

Homep cepuum 12230

Obvém napTum 230 n

fata npoussoacTea 30 okTa6pa 2020

fdaTa ynakosku 12 mapTa 2021

[aTa okoHYaHUA cpoka rogHocTu OxTabpe 2023

BbInyLweHHOE Konu4ecTeo:; 510 ynakoBsok

MNpoussoguTtens 6ank:

HaumeHoBaHue HopTtoH Xenckea Numuten NTa

Appec Aston Lane North, White Vale Industrial Estate,
Preston Brook, Runcorn, Cheshire WA7 2FA

Homep paspelueHus MIA 530

Ceptudukar GMP UK MIA 530 INSP GMP/14004-026

YnakoBumk:

HaumeHoBaHue HopTtoH Xenckea llumutepn Ita

Afpec Aston Lane North, White Vale Industrial Estate,
Preston Brook, Runcorn, Cheshire WA7 2FA

Homep paspelleHus MIA 530

Ceptudcpukar GMP UK MIA 530 INSP GMP/14004-026

KoHTponb KauyecTBa:

HaumeHoBaHve HopTtoHn Xenckea Jlumutea Nta

Anpec Aston Lane North, White Vale Industrial Estate,

Homep paspelenus
Ceptudukar GMP

Preston Brook, Runcarn, Cheshire WA7 2FA
MIA 530
UK MIA 530 INSP GMP/14004-026

KoHTponb KavyecTBa:

HaumeHoBaHue

Anpec
Ceptudpukar GMP

Tesa ®apmacskioTukan Bopke Nta., Buonorukan
Tectunr enapTmeHT

4042 [lebpeueH, yn. Mannaru 13 BeHrpus
OGYEI/N0551-3/2017

Bbinyckarowmil KOHTPONb KavyecTea:

HavmeHoBaHue
Anpec

Homep paspeleHus
Ceptudukar GMP

HoptoHn Xenckea Numuten Nra

Aston Lane North, White Vale Industrial Estate,
Preston Brook, Runcorn, Cheshire WA7 2FA
MIA 530

UK MIA 530 INSP GMP/14004-026

Mpoussogutens API:

Accusa Kemukn WHaactpws Ntg

- HaUMeHoBaHwue Teva-Tech (Teva API) Neot-hovav Eco-industrial

- agpec park Emek sara P.o. box 2049 Beer sheva 8412316
Israel

-ceptugpmkar GMP 144/5

Ccobinka Ha cepTucbukat aHanuaa 012294

JokyMeHTauusa Ha ynakosky




WHcTpykums PE3209-06
Mapkuposka PP3421-03
Bnuctep PBLO033
KapToHHas nayka PC4102-05
CchblIflkM Ha OTKNOHEHWA (ecn NPUMEHUMO): 1922260
3akn4eHue:

HacTosmum noaTBepskaato, UYTo yKkazaHHas Bbille WH(opMauus BepHa. JlaHHas cepus npojykra Obiia
NpoH3BeNeHa, BKIIO4Yas YMAKOBKY M KOHTPONb KauecTBa B MOJHOM COOTBETCTBHH ¢ Tpedosanuamu GMP
¥ crneuudukauuy. 3amiUcH O MPOH3BOACTBE, YMAKOBKE M aHAIW3€ JIAHHOH Cepuu COOTBETCTBYHOT
tpeboBanusm GMP.

Mms v noanumsa/ aBTopuaoBaHHoOE NULO Joanne Powell

BbIMYCKAKLLEro CEPUD

Moanuck aBTOPW30BAHHOMO NKLA YnonHoMo4YeHHoe Nnuo, hapmMauesT
BbIMYCKaKLLEro CEPUK

[ata n nognuco 06 maa 2021

12230 FQO035 CtpaHuua 2 ua 2




CepTudukar anamsa

Homep ceprudpnrara: 012294
09.04.2021/11:39:15

Konakcon-Teea 20 Mr/mJ1, pacTBOp A/ NOAKOKHOrO BBEAEHHA (Mpea3anoJHeHble WpHLUbl) Poccus

Ne cepum: 12230
Cpoxk rogsocrn: okTabpe 2023 Harta 30 okTGpa 2020
Npou3BOACTBA:
P T —— { mai Koa nosunmun | BQO001/FQO0035
’ : SAP:
HCIILITAHUA HOPMBI PE3YJILTATBI
(RPS214v07/QDP0034273 v6.0)
Onucanue pacTeopa PacTrop nmpakTHueckh cBoOOAEH OT CooTBeTCTBYET
BHAHMBIX YaCTHLL
OnucanHe NepBHYHOI YNAKOBKH LlInpuu, cocroAwnit u3 SecupetHoro | COOTBETCTBYET
CTEKJIAHHOrO UHINHIPA,
MAacTUKOBOTO TUTYHXKEPA M CEpOi
pe3rHOBO# Npobku
MoanunnoeTe ManuuToa [TonokuTeNLHEIR pe3ynbTaT CooTBeTcTBYET
Moanunnocte. Oxkpamusanue Kymacen OTHOCHTEILHOE MOTJIOLIEHHE: HE 3,6 %
OpHIIHaHTOBBLIM cuHum G250 6onee 6,0 %
pH pactBopa 55-70 5.8
[Tpo3paunocTs pacTBopa Pacteop onanecunpyet He donee, ueM | CooTBeTcTBYET
cycnenzus cpasHeHus 11
LBeTHOCTL pacTBOpa PacTBOp He n0MsKeH ObITL OKpalleH CooTBeTCTBYET

HHTEHCHBHee aTasioHa BY4

HN3BnexaeMelii 06bLeM

He menee 1,0 Ma1 1 He Bonee 1,1 mMn

Cooteetctryet ( 1,1 M)

OIHOPOIHOCTE HHAHBUIYATEHEIX RSD e Gonee 6,0 % 0,2%
J03HPOBOYHBIX EHHHLL

Pacnpenenenue mo MoeKyIsipHoii Macce o

OTHOCHTEJIEHOE BPeMsl yepKHBAHHS

- OTHOCUTENBLHOE BpEMs yEpKHBAHHA He menee 0,46 0.47

(He menee 97.5 % BewtectBa npu (-2SD)

-CpenHuii MONEKyNApHBIH BeC (B MaKCHMyMe
MMHKa)

5000 -9 000 nanbTOH

7000 naneTOH

-MonekynapHslii Bec
(npu -1SD)

Bpems yaepskuBanus He 6onee 16%
BeulectBa ¢ MM Gosiee 20000
JanbToH He Donee 84% BeluecTra ¢
MM menee 12000 naneToH

14200 naneToH

-MonekynAapHeIi Bec
(npu +1SD)

Bpemsa yaepxupanus He 6onee 16%
pemectsa ¢ MM menee 2500 naneToH
u He Bonee 84% Beuwtectsa ¢ MM
tonee 5000 ganbToH

3600 maneToH

KosimyecTeeHHoe onpeaesienne 90,0 % - 110,0 % oT KonMuecTsa, 101.4 %
rIATHPAMEPA ALETATA YKa3aHHOrO Ha 3THKETKe
MexaHnueckue BRJIIOUEHHUS B cootretcTeun ¢ USP u Erp.@
TpeboBaHUAMN A1d Manoro 0ouéMa
pacTBOpa 1A HHBEKLHH:
CuéTtHo-hoToMeTpHYeCKHIT MeTO0] > 10 mxMm: He 6onee 6000 yacTuu B 657
wnpHLe
> 25 mkM: He 6onee 600 yactuu B 63

Lwnpuue




Mukpockonuyeckuii MmeTo

> 10 mxm: He 6onee 3000 yactuu B
wnpHLue

> 25 mkM; He 6omee 300 yacTuu B
HIMpHie

He oGHapy:xeHo

He o6GHapy:xeHo

PoacTeenHbIe npuMecu/npoayKTsi
pasjokKeHus

- ITuk ¢ RRT no anerony okono 0.37

- Jroboii npyroi nuk

- CymmapHas nnolaas Bcex MUKOE (KpoMe
aueTaTa H MaHHHTOJIA)
O6pawénto-pasnas BIHKX

RP-B3XKX

He 6onee 0.15%
He 6onee 0.1%
He Gonee 0.3 %

Ennnuynas npumecs: He 6onee 0.1%
Cymma npumeceii: He Gonee 0.3%

CootsetcTByeT (Menee 0.004%)
Cootserctyet (0.0%)
Cooteetctyer (0.0%)

Cooreercrayer (0.0%)
Cooteercteyer (0.0%)

Cneundmdeckas AKTHBHOCTE
Buonoruueckuit Meton Grokupopanus DA

-AKTHBHOCTB He meHee 80% 100%

-CootHouweHne CMO He menee 0.2 0.0%

HmmyHoGHOI0rHeCKoe pacio3HAHMe 85-115% 102%

MOJHKI0HAJILHBIX aHTHTEA (%)?

TecTupoBaHusl HA NpeIBAPUTEILHO

3aMOJIHEHBIH WNpULL:

-Ycunue s Havana nepeMerieHus He 6onee 25 H 2H

NyHxkepa

- Ycunue ckonbkenus He Bonee 25 H 1H

- ¥reuka OrcyTcTBHe yTeukn npu komnpeccud | CoOTBETCTBYET
He MeHee 16 H

bakTepnaabHble He Gonee 6.0 DE/mr rnatupamepa CoorBercTByeT

IHAOTOKCHHBI. alerara

CrepuibHocTs CooteercTByer TpeGoBaHHAM CooTBeTcTBYeT

NefCTBYIOWEro U3naHus
Esponeiickoii ®apmakomnen

HanHbIi NpoayKT b1 NPOM3BENEH H MPOKOHTPOJIMPOBAH B COOTBETCTBHH ¢ cGMP M B COOTBETCTBHH ¢
tpebosannamu JIC-000384. TectupoBakus cepiu IpOH3BENEHE! BHAYANE, B CEPEANHE H HA KOHEYHBIX 00pa3Lax.

Brinyueno:

NnoJanuchs

Honxnocrs:

PykosoauTens xumuyeckoii nabopatopun

JlaTa mognuch:

09 anpens 2021

Bpinymeno:

MoANHChL

Jonanocrs:

Pykoponuteib n1abopatopun mo MUKpPOGHOIOT M

Jarta moanucu: 11 anpena 2021
p
Brinyuieno: noamnmch
HomknocTs: VNoMHOMO4EHHOE JIHLO

ara nognucn:

06.05.2021
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