teva

Homep cepuu: 112006 Kop nosvuuu:
Data npoussoacrea: 19 sAxsaps 2021r. lopeH po:
Dara aHanuza: 06 anpensa 2021 .

PedepeHc: QDP0114120/2.0

WcnbitaHuAa Hopmbi

OnucaHue OsanbHble, KpacHoOBaTO-

3nacTuyHOCTb

CpegHan macca
COAEPHMUMOro Kancybl
MopnuHHoCTL

KonuyectseHHoe
onpegeneHue
C[27]H[44]0[2]
KonuuecreseHHoe
onpepenexnue
1-a-ruapoKcuxoneKkanbum-
depon

KonunyecrseHHoe
onpepeneHue
Mpon Hﬂ(waﬁ::\
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i e

CepTudmuKar aHanusa

ANb®A 43 0,25 MKI KANCY/ibl 30 wr

KOPWYHEBbIE, 3NACTUYHbIE,
MATKKUE MenaTUHOoBbIe
Kancynbl, ¢ Hagnucoto «0.25»,
HaHeceHHOM’ Ha oAHOoM
CTOpPOHE KPacKoi YepHoro
uBeTa, HanonHeHHble 6aeaHo-
WENTbIM MaCcAAHbLIM
pacTsopom

MNoaTBEpPKAEHO Ha OLULYNb

97 -103 mr

Bpemsa yaepueaHuma
OCHOBHOrO NWKa Ha
XpOMaToOrpamme UcnbITyemoro
pacTeopa COOTBETCTBYeT
BPEMEHM YAePHUBAHUA
OCHOBHOrO MMKa Ha
XpomaTorpamme
CTaHOapTHOro pacTeopa

50.0 - 110.0% oT yKa3aHHoro
Ha 3TUKeTKe

He meHee 85.0%

90.0- 110.0 % ot yKasaHHoro
Ha 3TUKeTKe

1 Edsf.:gb L D/ﬂ‘.?lSO HETA)S TUKBA 45131 U3PAUNIb
E'ﬂ {572)3‘9267267 ¢AHC {972)3 -9234050 TE/IEKC: 381111 TEVPTA

32059207
AHBaps 2024
Pe3ynbrarbi Mecrto
npoBegeHun
aHanu3a
Cooreetcteyer |IL_KFS
Cooteetcteyet |IL_KFS
100 mr IL_KFS
Cootsetcrayer IL_KFS
96.8% IL_KFS
92.2% IL_KFS
96.7% IL_KFS

Ctp.1u33 Omvem: 774,054.00 RU Hs: LIMS_PROD



teva
CeptuduKar aHannsa

ANb®A [13 0,25 MKI KANCYAbI 30 wr

Homep cepuu: 112006 Kopa nosuymm: 32059207

flata npoussoactBa: 19 aHBaps 2021+, FopeH po: AHBapb 2024
[Aara aKvanusa: 06 anpenn 2021 r.

Pedepenc: QDP0114120/2.0

MoanuHHocTL (BIMX) Bpems yaepwusaHua Coorserctayer  IL_KFS
I'!ponunranna‘r OCHOBHOrO NMKa Ha

XpoOMaTorpamme UCnbLITyeMoro
pacTeopa CoOTBETCTBYET
BPEMEHMW YAepHMBaHMA
OCHOBHOrO NWKa Ha

XpomaTtorpamme
CTaH4apTHOro pacTsopa
MoanuHHoCcTb (BIXKX) Bpems yoepueaHus Coorsetcreyer  IL_KFS
dl-a-Tokodepon OCHOBHOIO MWUKa Ha

XPOMaTOrpamme UCMbITYeMoro
pacTeopa cooTBETCTBYET
BPEMEHU YaepsKMBaHuA
OCHOBHOTrO NMKa Ha

Xpomatorpamme
CTaHHAPTHOrO pacTeopa

OpHopogHocTb No macce Coorsercreyer Tekywei Coorsercrayer  IL_KFS
Bepcuu Esp. Papm. (2.9.5)

Pacnapaemoctb He 6onee 30 muH. (soga 6 MHH IL_KFS

oumnw. Esp.dapm., 37°C).
Cootsercrayer Tekywei Esp.

®apm. (2.9.1)
Mukpobuonoruueckan umcrora
Obwee yucno He 6onee 1000 KOE/r MeHee 10 IL_KFS
a9pO6HLIX KOE/r
MHKPOOPraH1Msmos
O6uwee 4ucno He 6onee 100 KOE/r Mehee 10 IL_KFS
ApoxeKel/nnecHese KOE/r
nbix rpubos
OtcyTctBme CootsetcTByeT TekyLweil Esp.  Coorsercreue IL_KFS
Escherichiacolis1r dapm.
posepka BbINYLLEHO B COOTBETCTBUM ¢ Cootsetcraue IL_KFS
//;gé‘ﬁﬁmiarg\ CePTUPUKATOM aHanU3a
/7~ aWanusa~~ RN NOCTaBlMKOB

Crp.2m33 Omvem: 774,054.00 RU Us: LIMS_PROD
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CeprudmKaTt aHanusa

ANb®A A3 0,25 MKl KANCYbI 30 wr

Homep cepum: 112006 Koa nosuumm:
fara npoussoacrea: 19 aHBaps 2021, Ffopex po:
fdara aHanunsa: 06 anpens 2021 .

Pedepenc: QDP0114120/2.0

32059207
AHBapb 2024 "

JaHHbIM noaTeepMAaaem, 4o Bce Heo6XoAUMbIE aHaNU3b! BbiNU BLINOAHEHB! BbINK
BbIMNONHEHbI B COOTBETCTBUM C TpeboBaHUAMMU HOPMATUBHOM AOKYMEHTaLMK, opobpeHHoi

YNONHOMOYEHHbIM OpraHom,

OpobpeHo: Lilian Noejvich

HonrHOCTb: PykosoauTens naboparopuu

BbinyweHo; lgor Zverev

AOoNKHOCTD: QOK OtsetcTaeHHbIiA 3a Bbinyck, Tesa Uapauns, naowaaxa
Kdap-Caba

[ara nognucu: 14 uoHa 2021 11:16:31

MocKoNbKY AaHHbIA AOKYMEHT CO3AaH B BaNMAUPOBAHHON CUCTEME ynpasneHua nabopaTopHoi
WHGOPMaLMEN, LOKYMEHT UMEET 3N1EKTPOHHbIE NOANUCH.

Mecro npoBeseHun aHanusa:

IL_KFS —TeBa — Kdap Caba

G 500 3]
\ &5 Baselib Cm. n/n 3190 [JETAX TUKBA 49131 N3PAW/Tb
\! h_’gﬂ\irsz‘zjs-szsif 67 PAKC: (972)3-9234050 TEAEKC: 381111 TEVPTA
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Crp.3u33 Omyem: 774,054.00 RU U3: LIMS_PROD
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Kop marepuana
OnucaHue maTepuana
Cepuna

[bara npouseopcrea
YcnoBua xpaHeHua

®opma BeinycKa

CrpaHmya 1 us 3
29.06.2021
16:31:51 U3paunb

CepruduKar cooTseTcTBMA

32059207 Homep MHCnekuum 40000068492

Anbda 13 0,25 mKr 30 kancyn Poceua

112006 Konuyecreo 160000

19 aHBapna 2021 Cpok rogHocTu 31 sHBapn 2024

He Bbiwe 25 °C [lata ynakoBKu 28 anpens 2021 -06
man 2021

M#arkve enaTMHOBbIe

Tun ynakoBku Mnactukoebiit dnarkoH

Kancynbl gNA npuema

BHYTPb
Ao3suposka Anbdaransumaon 0,25mMkr Pasmep ynakosku 30
CrtpaHa Hapannb Kop marepuananva H/Q
NPOMCXOKACHHKA pPbIHKe
CrpaHa-umnoprep Poccun Homep M N012070/01
PErMCTPaUMOHHOrO
YAOCTOBEPEeHUA

Nnowaaka Bbinyckawulero KoHTpons

HaumeHoBaHue

Aapec

PerucrpaumonKbli Homep
Homep ceptudukara GMP

Homep FE|

Nnowagka TecTuposaHua

HaumeHoBaHue

Agpec

Permcrpa.g:,_&qupg\&_ Homep
Homeép ¢eptuduiara.GMP

Tesa 3asog Kdap Ca6a,

Tesa PapmauesTuyeckue MpeanpuaTua n1g
18 3nm XypsuTu yn., 4410202 Kdap Caba, U3panne

HA 42-2842-05 usmeHexue 1-10

«Modnuce» 29.06.2021

e Besanen

YNoNHOMOYEHHOE NMLO, OTBETCTBEHHBIN hapmaLesT
NuueHsun No 3-144547

Mnowaaka Kpap-Caba, Uspauns

Tesa ®apmauesTnyeckue NMpeanpuaTUA Nita
18 3am Xypsuty ya., UHaycTpuanbHas 30Ha3,
4410202 Kdap Caba, U3paunb

MIA = 11/2020/8

GMP=11/8

H/A

Tesa dapmauesTryeckue Mpeanpwuatua Nta
18 314 XypeuTy yn., UHaycTpuansHan 30Ha,
4410202 Keap Caba, Uapauns

MIA = 11/2020/B

GMP=11/8

H/A

Ten. +(972) 9-7648222
www.tevapharm.com
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CrpaHuua 2 13 3
29.06.2021
16:31:51 U3pawnnb
CeprudmKar cootsercTauna

Kop martepuana 32059207 Homep MHCneKuuu 40000068492
OnucaHue marepuana  Anbda A3 0,25 mKr 30 kancyn Poccua
Cepua 112006 Konunyecteo 160000

Mnowanaka ynakoBKu

HaumeHosaHue Tesa ®apmauesTuyeckue Mpeanpuatua /ita,

Agpec 18 3nm Xypsuty yn., UHAYCTPUANbHAR 30Ha,
4410202 Kdap Caba, Uspauns

PerucTpauuoHHbi Homep MIA = 11/2020/B

Homep ceptudukara GMP GMP =11/8

Homep FEI H/A

YnaKkoBO4HbIK maTepuan SKU ynakosku | Cepun Bepcus MupuKatop

Anba 43-ANBO 0,25 mrr 30 Kanc PYC 321K41171 7000021947 | 01

PBX

Anbda A3-ANBO 0,25 mkr 30 kanc PYC 321K41171 7000022055 | 01

PBX

Anbda [13-A/IBOTEH 0,25 & 1 mKr kanc | 322K19923 7000021967 | 02

PYC INS

Anbda [3-A/1B 0,25 mkr 30 kanc PYC 323K03623 7000021965 | 01

LBL

Mnowanaka npoM3soacTea HedacoBaHHOIA NPOAYKUHWMH

HaumeHoBaHuWe KaraneHt fimepmaHu 36epbax MTm6X
Appec 2, Ffammensbaxep yn., 69412, 36epbax
PerucrpauuoHHblil Homep H/4
Homep ceptudukata GMP H/A
Homep FEI H/O,
Onucanue SKU Homep SKU Homep cepuu Lara npousgogcrea
HedacoBaHHOM
nNpoAYKUMM
Anbda A3 kanc 0,25 mx 20AK00640 2000028289 19 aHBapsa 2021
(NP/NFWP)

\a\iaa ber{p/Ca
Teea pmaqeﬁ"r/ qecnue Npeanpuatua Nrg, Ten. +(972) 9-7648222
18 32m Xypsuty yn., 4410202 Kap Caba, Mapanns www.tevapharm.com
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CrpaHuua3ms 3
29.06.2021

16:31:51 Uzpauns
CepTudrKaT COOTBETCTBMA

Kopg martepuana 32059207 Homep uHcnekyuu 40000068492
OnucaHue maTepvana  Anbda A3 0,25 mKr 30 Kancyn Poceua
Cepua 112006 Konnyectso 160000

Naowaaka npoussoacrea API

HaumeHosaHue Slwe Kemukan UHpactpms flta

Apapec Emex Capa, 8412316 BE'EP LLUEBA, WU3paunb
PerucrpaunoHHbIiA Homep H/4

Homep ceptudmrarta GMP 14477

Homep FEI FEI 3002913672

Onucanne SKU Homep SKU Homep cepuu HedacoBaHHOM NpogyKL UK
Anbda M'mapoken A3 (TEBATEX) | 408624002 5000009427

PaccneposaHue; Het

Mpouecc BanuaaLmMu cepuu Het

3aknoueHune

HacroAwum noaTeepxaalo, YTo NpuseseHHan Boilie MHOOPMALUA ABNAGTCA L4OCTOBEPHOMN U
TOYHOWU. [aHHaA cepus NpodyKuuu Gbina NpousBefeHa ¢ YNaKoBKOW / MapKUpOBKOM M
KOHTpONEM KavecTsa Ha BbILWEYNOMAHYTbIX caiTax B NOAHOM COOTBETCTBUHU C TpeGOBaHMRMH

GMP MeCTHOro peryaupyrouero opraHa 1 cneurgprKauuaMmu B perucTpaLmMoHHbIX 4OKYMEHTOB
CTpaHe KAWeHTa.

3anucu O NPoM3BOACTBE, YNaKOBKE WM aHanuse naptvid 6blaM NpoBepeHsl K NPU3HaHbI
cooTBeTcTeyowmrmn GMP,

KommeHTapuu: BeinyweHo

OpobpeHo: Igor Zverev Aama:/Bpema: 14.06.2021, 13:06:02 Uspauns
Boinyck OOK

TeBa ®apmauesTudeckue Npeanpuarua ity Ten. +(972) 9-7648222
18 3nm Xypsuty yn., 4410202 Koap Caba, Uspauns www.tevapharm.com



MO/ TBEPK/IEHUE

Ne2021/0127 ot 20.07.2021

0 COOTBETCTBHH JIEKAPCTBEHHOI'O TIPENIAPATA TPEBOBAHUAM,
YCTAHOBJIEHHBIM IPH ETO 'OCYIAPCTBEHHOW PETHCTPALIMU

TOPIOBOE HAMMEHOBAHME | Ansda A3
MEMAYHAPOOHOE HEMATEHTOBAHHOE
HAMMEHOBAHME AlindisHanspDn

NEKAPCTBEHHAR ®OPMA, O3UPOBKA

kancynsi 0,25mKkr (30), dnaxoxsl (1), nayku

KapTOHHbIe
HOMEP CEPUIA 112006
OBbEM NAPTUW 12800 ynakoBoK
LATA BbINYCKA / TOAEH A0 19.01.2021 /31.01.2024
Katanent fxxepmanu 36epbax ImbX,
Fepmanus/Catalent Germany Eberbach
ORI P L i
NPOU3BOAWTENA *

Npeanpuatua fira, Uapauns/Teva Pharmaceutical
Industries Ltd 18 Eli Hurvitz St., Ind. Zone, Kfar
Saba 4410202, Israel, cTpaHa: Wapaunb

HOMEP U JATA PY

N NO12070/01 o7 29.12.2011 (nata 3amMekbl PY
11.08.2020), sslaano Ansorex ®apma TpeRauHr
HOpon EOOJ, bonrapua

HOMEP HOPMATWUBHOWM JOKYMEHTALMM

HO 42-2842-05, uam. Ne1-10

NACNOPT NPOW3BOAMUTENA/CEPTUDUKAT
AHANTU3A

Ne 6/1 o1 29.06.2021

Ha ocHOBaHMM nNpepoCTasneHHOW WHOCTPaHHBIM NPOM3BOAMTENEM MHPOPMaLKK,
NOATBEPKAZIOWEN, YTO CEPUA NEKAPCTBEHHOro npenapara Bbina NpouW3BeAeHa U NPOBepPeHa B
COOTBETCTBUM C AUUEH3WEH Ha NPOM3BOACTBO /IEKAPCTBEHHBLIX CPEACTS, TpeboBaHuAMM
perucTpaunonHoro focbe, Tpebosanuamu Mpasun Hagnemawedh npou3BoACTBEHHOM NPaKTUKK
(yreep:aeHbl Mpukasom MUHUCTEPCTBA NPOMBILIAGHHOCTH U Toproenn P® ot 14 uioHa 2013r,

N2916), a Takke WHbIMM TpeBoBaHWAMM, YCTaHOBNEHHbIMU HOPMATHBHbIMKU NP3aBOBLIMM
akramu Poccuitckoit Pegepaumu.

JlekapcTaeHHbIl npenapat: Anbda [3 - Kancynsl 0,25MKr (30), dnakoHsi (1), Naukn KapTOHHbIe,

cepua: 112006, naptua: 12800 ynakosok, COOTBETCTBYET TpebosaHuam, YCTAHOB/IRHHBIM NpPH
€ro rocyAapcTseHHON perucTpaumu,

MpoAykuus paspelena K BBOAY B rpamaaHcKuii obopor.




