teva

Tera Pankopn

Acvon lefiir Hope,

Baiirxays Beiin Injucrpies Ecreiit,
Hpecrou Bpyk, Putxopir,

Hewnp WAT IFA,
BeaukeBGputanis

Ten: +44 (111928 707 800

Dakc: +44 (0)1928 707 790

CEPTU®IKAT BIANOBIAHOCTI | BUNYCKY

Hasga npoaykTy

bygecoHig-Tesa _\

Cvna/ AKTUBHICTE

ByaecoHig 0,25mr/mn 2mn

MNMikapcbka popma

CycneHsia ana poanuneHns

Posmip i Tvn ynakosku

o 2 mn B amnyni; no 5 amnyn y naketi 2 dosbru; no 4
NakeTu ¥y KapTOHHIM Kopobui

Kpaika-imnoprep YKpaiHa
PeectpalifiHe noceinyeHHs No UA/18925/01/01
Homep cepii 17698

Po3mip cepii Baaky 5000 ur

flata BupoGHUyTBa

02 rpyaHa 2023

Hata nakyeanna

13-14 ciyna 2024

MNpwaathuii no nucronag 2025
Koa npoaykty 32064793
Homep 3amosnenns 10225945

Foamip cepii rotosoro NPoOAYKTY
wﬂaHOBOH)

16, 192 ynakosok
_

’_mHMU,H, Wo Bignosigae 3a
BUPOBHULTEO

- Hazea

-Appeca

- Bupobruua nigensin
- Ceprudikar signosigHocri GMP

HopTtoH Xenckea RAimiTen T/A AMBEKC DapmacbroTukans 0K
Acton Nleiin Hape, Balitxays Belin lngactpien EcreiT,
PaHKOpH, BenuroBpuTadia, WA7 3FA

MIA 530

UK MIA 530 Insp GMP 530/14004-0032

Ainbuuua, wo BignoBigae 3a
NaKyBaHH#A

- HasBa

- Agpeca

- BupobHuya nivenasia
- Ceptudikat BignosigHoeri GMP

HopToH Xenckea flimites T/A AMBEKC PapmaceloTranz KK
AcToH fledin Hopc, Baiitxays Beiin IHgacTpien Ecredr,
PaHKopH, Besuko6putanin, WA7 3FA

MIA 530

UK MIA 530 Insp GMP 530/14004-0032

AinbHnus, Wwo sianosinae 3a
KCOHTPO/Ib AKOCTI

- HazBa

- Appeca

- Bupo&mmya niyensis
- Ceprudikar BignosigHocti GMP

HopToH Xenckea flimites T/A AMBEKC dapmacbioTrKans 10K
AcToH fleitH Hope, Baitrxays Beiin lngactpien Ecteir,
PaHKopH, BeaukoGpuTaHis, WA7 3FA

MIA 530

UK MIA 530 Insp GMP $30/14004-0032

AinbHuua, wo signoeigae 3a
BUNYCK

- Hasga

- Anpeca

- Bupobruya niyensin
L— Ceptudikar signosigHocti GMP

HopTon Xenckea flimites T/A AMBEKC PapmacboThrans 10K
AcToH Jleiin Hope, Baiitxays Beiin IHpacTpien Ecteir,
PaHKopH, WA7 3FA, BeankoBpuTanin

MIA 530

UK MIA 530 Insp GMP 530/14004-0032
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teva

Tesa Pankopir

Acrarr et Hope,

Baiizxays Befin Ingactpien Goiir,
Mipecron Bpyk, Parkopt:,

Hemep WAT 3FA,
BeaukoGpurania

Ten: +44 (0)1928 707 860

Duxe: +44 (0)1923 707 796

DJ,fanuu,s, Lo signosinac sa

BUPOBHULTRO ADI
- Hasgea Cikop ge Mexiko, C.A. e C.B.
- Anpeca AB. CaH Padaensb 35, Koa, Mapke, IHaacTpian Aepma, 52000
Nepma, Ectago ae Mexiko
- 233300110238
- Ceptudikat eignoeigHocti GMP BraaHo PegepanbHoto Komiciewo i3 3aXM1CTY Bif, caniTapHUX
pU3KKiB
Nocnnanua go ceprudikary aHanizy | 013242
Homepu rpadiuHux makeTis
*  |HCTpYKLUia 32079372
*  ETuKeTka 32079344
e bnicrep 32079370
. H0p06Ka 32079367
*  308HiWHA cTOPOHa P50578
¢ 3DBHILHA eTUKETK] PP2363

NocunarHa Ha BigxmMneHnn (ne
32CTOCOBYETLCA)

2793533, 2872676, 2897085, 2938280

Linm a 3acsiguyio, wo HaeedeHa BUULe iHdopMmalia & AOCTOBIPHOIO Ta TOYHOI. Lis cepia npoaykry 6yaa
BUTOTOBNEHA, BKNIOYAIOUM NaKyBaHHA/MapKyBaHHA Ta KOHTPONb AKOCTI Ha BULLE 3azHayelill AiNbHW1

(AinsHMUAX) v nasHii BignosigHoCT

3 Bamoramu GMP, BcTahosaeHUMM MiCLeBUM perynaTopHum

opraHom, Ta y BignoBigHocTi 3i cneundikaismu go PeecTpauifiHoro MOCBIAYEHHS KpaiHy. [TpoTokonu
BMPOOHUUTES, NakyBaHHA Ta aHanisis 6yno nepesipeHo Ta BUsHano TakMmMK, Wo BianosigacTs GVIP,

Im'a/Mo3unuin ocobu, aka
NiATBEPAMKYE BUNYCK cepii:

Mianvc ocobu, aka niarsepaskye

BUNYCK cepil:

Aata: 07 yepsHa 2024

Tera PaHKopH
AcToH fleiin Hope, Balitxays Beiin lngacrplen Ecvefir, Npecron Bpyk, PankopH, BenuropBpuranis WA7Z 3FA

Ten.: +44 {0) 1928-707800 dauc: +44 {0}

YnosHoBaxeHa acoba

Rhiannon Thorning

1528-707790 | www.tevapharm,com

Crep.234
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Crop.132
Ceprudikar No: 013242

Ceptngikar AHanisy

Hazsa npogyxry: byneconig-Tesa, cycnenzia a8 Cepis Ne: 17698
PO3NUAEHHA
TepmiH npugatHocTi: nuctonag, 2025 Aara BupoGuuurea: 02 rpyaHa 2023
Po3smip ynakosku 2.0 mn Kog SAP BN0033/32064793
BunpobysaHua Cneuundikayin PesynbTar
(RPS259 v02)
3oBHiwHIK BUrnag Hemae o3Hak 3HeBapeaeHHg abo NpoTikanHA  Bignosigae
ynakosKa/lepeuHHa ynakoaka
30BHiWHIA BUrNAL cycnenaii/ Mpo3opuii posunk, nicas oBepexmHoro Bianoeigae
3aarHicTe 4o BigHOBNEHHS CTPYWYBAHHA KPYTrOBUMM PYXaMU NPOTSrom
oaHopiaHoCT cycneHsii AECATH CeKYHA YTBOPIOE cycneHsi 6inoro
ROSLOPY, AKE He OCiAaE Yepes n'aTh XBUAUH
3anax cycnewsii MpakTuiHo Ge3s sanaxy Bianosiaae
Konip cycnensii fApibHoaucnepcHa Henposopa cycneHsin Bignoeigae

maitske 6inoro konbopy

laenTudikayin

a) Bypeconig meTojom BEPX Hac yTpumysaHrHn MeToaom BEPX B mesax Bignosipae
5% BigHocHo CTaHgapTy
6) HdpayepsoHuii CreKkTp Bianosinae crangapry Bignoeinae
Bmict Byaeconiay 0,475~ 0,525 mr/2mn (95,0 - 105,0%) 0,505 mr/2mn (101,1%)
pH 4,0-5,0 4,5
Bmicr Enimepy A 45,0—-49,0 % 47,3 %
CynposigHi aAomiwkn
JecoHin, He 6iabwe 0,1% Bianoeinae (0,0%)
l6a-rinpokcunpegrizonon He binsie 0,1% Bignosinae {<0,05%)
Byaecowin 1,2-aurinpo He Giabwe 0,2% Bianosinae (0,0%)
22-MeTunasumii romonor He binblie 0,15% Bianosiaae (0,00%)
D-romobyaeconip, He binble 0,1% Bianosigae {<0,05%)
14,15-geriapoByaeconip He 6inbwe 0,1% Bianosinae (0,0%)
5-11-KeTo BygecoHig, He inbwe 0,1% Bianosinae (<0,05%)
R-11-KeTo 6ygeconig He Ginbwe 0,1% Bianoeisae (<0,05%)
S-21-Avetar GyaecoHigy He 6inbwe 0,1% Binnosinae (0,0%)
R-21-AueTat 6ygeconiay He Binbwe 0,1% Bignosigae {0,0%)
21-perinpobyaeconig, (nik 1 i 2) He 6inswe 0,4% Bianosigae (0,1%)
byab-ska okpema Hesigoma AOMilKa He Binblue 0,1% Bianosigae {0,0%)
3aransHi gomiwkm He binbwe 0,8% Bigriosigae (0,1%)
Posnopgin yacrok 3a po3mipom Dv[10] He Binblwe 1 mrm 1 MKm
Dv[S0] He Binblue 4 mrm 2 MKmM
Dv[90] e Binbwe 6 mrm 4 MKM
OaHopigHicre Bmicry BianoaigHo ao €ep. dapm. 2.9.40 Binnosigae

MNpuitHaTHe sHaverHa (AV) He Binblue 15,0 AV=57

BmicT, Wo BuTAraerbes IHAMBIAYANbHWE Ta Cepepgniti 2,0-2,2r Bignoginae
(cepegHe =2,171)

Bmicr Hatpito Xnopuay 7,65 —9,35 mr/mn 8,62 mr/mn

Tepa ParkopH
ACTOH Nelin Hope, BaitTxays Bedn IHaacTpien EcreitT, INpecron Bpyx, FaHKopr, BenukopBourania WA7 3FA
Ten.: +44 (0) 1822-707800 dakc: +44 (0} 1928-707790 | www.tevapharm.com

Crop.334




tewa 04/04/2023 16:23:06

Crop. 232
CepTudikar No: 013043

Ceptudikat AHanizy

Haasa npogyxry: byaeconia-Tesa, cycnensia AN Cepin Na; 17698
Po3NUNeHHA
TepmiH npugatHocTi: navctonag 2025 Data BupobHuurea: 02 rpyaHsa 2023
Poamip ynakosku 2.0 mn Kop SAP BN0033/32064793
Ao3a apibHogucnepcHUx YacTok n=5 84 MKr
(84Y) 50 — 100 mur
3areepaxero: /nidnuc/ Cta PLIMEA aHaNITHUK KOHTPOAK AKOCT Lara:28 6epesna 2024

Cepito Byno npomecmosaro Ha CMepunbHicMme ma s8idnosidnicms Ao YuHHUX 8uMO2 Eep. dapm.

3atsepmweHo: /nidnuc/ KepiAunk rpynu sigsiny mikpoabionoriuHoro KoHTpoo / CTapLmii TexHix Hara: 02 keitHA 2024

Aanuii npoaykT Byno BUroToBACHUNA Ta NPOUIIOB KOHTPOb AKOCTI B NOBHIH BiANOBIAHOCTI 40 BUMOTr GMP, i 8
BifANOBIgHOCTI A0 BUMOr Peectpauiitnoro noceiguernn UA/18925/01/01.

3aTBepMKeHo:  YnoBHoBaKeHa ocoba R. Thorning Aata: 07 yepsHa 2024
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Tesa Pankopk
ActoH fleitH Hope, Balitxays Beiin [Haacrpien EcTeitt, MNpecron Bpyx, PaHkopH, Bennxop6Gputania WA7 3FA
Ten.: +24 {0) 1928-707800 dakc: +44 {0) 1928-707790 | www.tevapharm.com

Crop. 434




