Hopron Xenciea Jlisiren T/A AHBEKC DPapmacsioTitkas 10K

Actan Jeiin Hope,

Bajtrxaya Beiin Innacvpien Ecrefit,

Paurxopa,

WA7 IFA,

Benuxobpiianin

Tex: +44 (031928 707816 (npma Tiuig)

daxc: +44 (0}1928 707782 (hake Bianiny 2xocti)

30

teva

CEPTU®IKAT BIATIOBIAHOCTI | BUNYCKY

Eaa Ba NPOAYKTY

KOMAKCOH 40

Cuna/ AkTMBHICTL

Fnatupamepy auetar 40 mr/mn

Nikapcbka dopma

Posunn ans in'ekuii

Po3mip i TUN ynakosKu

Mo 1 mny nonepeaHbo HanoBHeHOMY WnpKui, 1 wnpuy e
BnicTepi, 12 nonepeaHbo HanoBHeHUX LINpULIB B KopobLy

Kpaina-imnoprep

YKpaida

Peectpaniitte noceiguexns Ne

UA/6307/01/02

Po3mip cepii rotosoro n pogyKTy
(ynakosok)

216 ynakoaok

Homep cepii

15078

Poamip cepii banky

230 n

Lata eupobHuuTea

31 nununa 2023

HaTa nakysaHHs

15 Bepesma 2024

Npugathmil go

NMneHs 2026

AinbHuug, wo BignoBifac 3a
BpoSHUUTBO
- Hassa
- Agpeca

- BupobHuua niueHaig
- Ceprudikar signosigHocti GMP

HopToH Xenckea Jimiteq T/A AMBEKC dapmacebioTukana HOK
ActoH Jleitn Hope, Baittxayz Beitn IHpacTpien Ecreir,
PaHkopH, WA7 3FA, BeankoBpuranis

MIA 530

UK MIA 530 Insp GMP 530/14004-0032

|
N

AinbHuua, wo signosinae 3a
NaKYBaHHA

- Hasea

- Adpeca

- BUpoBHuua ailenain
- Ceprudikar signosigHocri GMP

HopToH Xenckea fimiren T/A AMBEKC DapmacbloTnkans KK
AcToH JieidH Hope, Ba MTxaya Beiin IHpaeTpien Ecrelir,
PaHKepH, WA7 3FA, BenukoGpurania

MIA 530

UK MIA 530 Insp GMP 530/14004-0032

AineHuua, wo Bignoeigae 3a
KOHTpOABb AKOCTi
- Hazga

- Anpeca

- Ceprudikar signosigHocti GMP
AinbHuug, wo sianosigae za
KOHTROAL AKOCTI

- Ha3za

- Anpeca

- BUpobHuua niyensin
- Ceptutcikar BiANCBigHOCTI GNP

AT dapmauesTHYHUI 3asof Teea; Bingin Gionorivnoro
KOHTROAD

AinbHuug 1: H-4042 debpelen, syn. Nannari 13, ¥ropumHa
OGYEI/18953-8/2021

HoproH Xenckea flimitey T/A AMBEKC bapmacbioTukanz QK
AcToH flefiH Hope, Ba ATxays Belin Ingactpien EctenrT,
PaHkopH, WA7 3FA, Benukobpuraia

MIA 530

UK MIA 530 Insp GMP 530/14004-0032

AinbHiyg, wo Bignosinae 3a
BUNYCK
- Hasaa

J_—A,qpeca

Hoprox Xenckea fimiren T/A AMBEKC dapmackioTurans K
ActoH flelin Hope, BatiTxay3 Befin ingacrpien EcTeitr,

Crop. 13 2 FQUO87 15078

Py aad sy by coe e o

.




AUBEKC dapmactiotskans [0K

Acton jiefin Hope,

Bafitxuys Beiix Hiacipuen Ecreitr,

Tipecton Bpyk,

Panikapn, WAT IFA,

Benukobpuranna

Ten: +44 (11928 707816 {npavas S

Daxe: +44 (011928 707782 (dake oTuenn KauecTsa)

teva

—

- Bupobhunya niuensia
- Ceptudikar BianosigHocti GMP

PankopH, WA7 3FA, BesaukobpuraHis
MIA 530
UK MIA 530 Insp GMP 530/14004-0032

AinbHnus, wo signosipac sa
BUpO6HUUTBO AD]

- Hazea

- Afpeca

- Ceprudikar BignosigHocTi GMP

Asis Kemikan IHgacTpis flva,

Tesa-Tex Caiit, Heor XoBag, Exo IHpacTpien Napk, Emek
Capa, a/c 2049, Beep-lesa 8412316, |3paink

144/5

tHrpeaienT/ Matepian Homep cepii, Teaa Homep cepil noctavyanbhmka
Cnatupamepy auetar 5000021441 242901423
5000021448 242902023
5000021445 242901223
5000021447 242902023
5000021446 242501223
Nocunanua go cepTudikaty aHanisy 906,428.00
Homepu rpadivimnx makeTis
*  [HCTpyKuin PE3110-07
*  ETwkeTka PP3921-04
*  Baicrep PBLOO32
*  HKopo6Gka PC4972-03

TocunaHHA Ha BigxuneHHs (ne
38CTOCOBYETbCA)

2679005, 2706452, 2708740

_ |

Lum s 3aceiguyio, wio HaseAeHa Buwe iHpopmalin €
BUTOTCBNEHE, BKMIOYarOYY YNaKOBKY/ MapKysaHHA Ta
(ainbHMuAx) vy noswili BIANOBIAHOCTI 2 BUMOramu

OpraHom, Ta y sianosignocTi 3i cneuyndikauismm go
BUROBGHULTBA, NaKyBaHHA Ta aHanizis 6yno nepesipen

Im'a/No3uuis ocobu, axa
NiATBEPMKYE BMMTYCK cepif:

Niznuc ocobu, aka niaTeepmmye
BUNYCK cepii:

Lata: 22 tpasna 2024

Joanne Pawell
YNoBHOBaxeHa ocoba

tneHiMdl

Crop. 23 2 FQO087 15078

AOCTOBIPHOIO Ta TOUHOIO. Un cepin npoaykty Byna

KOHTPO/Ib AKOCTI Ha BULWE 3a3HaveHil AINBHUL
GMP, BcTaHoBAeHUMM micuesmm PeryAaTopHMm
PeecTpauiitHoro nocsiguetig KpaiHW, MpoTokoau
0 Ta BU3HAHO TakMmMM, o BignogsinaoTs GMP,

3 watir '."
\ o471 &
%, xop 3477 ."'




te\?a Ceptudikar AHanizy

KONAKCOH po3zumnH ann in'ekuiii ACmar/mn x 12 Yxpaina

Homep cepii: 15078 HomeHknaTypHwii kop: FQO0&7
Aara supoGHmyTaa: 31 nunua 2023 Tepmin npuaaTtHocTi: Nvinenb 2026
Crieunoikawin: RPS191 v30/QDPO0A1465 v7.0

BunpobysaHun Cneuundikauin Peayabrar
30BHiLUHI BUrnag posununy PO34MH NpaKkTUYHO BiNbHWIA Big, BUAMMMX Bianosinae

YacTUHOK.

30BHIWHIK BUrAsA NnepBuHHOT LUnipKL, wo ckaapaeTben 3 BesbapeHoro Bianosinae
YNaKoBKH CKNAHOTO KOPNYCY, NAACTUKOBOIQ LWTOKE

NAYHM¥epa i Ciporo rymoBoroe yiuineHwoBaya.

lpenTudikanin

MaHir Moawutuena Bianosigae

laeHTHdikauin 3 Kymaci AiamMaHToBUM  BigHocHe NorTuHaHHA: He Binbuie 6.0% 4,3%

CHHiIm G-250

PH posunny 5,5-7,0 5,9

Nposopicte posunny Po3uuH 3a cTynenem KanamyTHocTi He Bignosigae
NEPEBULLYE eTaNOHHY cycrieHsik 1[I,

Konsoposicrs PO3YMHY PO34uH 32 cTyneHem 3abapBneHHA He Bianosigae
NEPeBUilYe eTaNOHHUI po3uny BY4.

O6'em y KoHTeitHepi He meHwe 1,0 mA Ta He Binbwe 1,1 mn 1,1 mn

OgaHopigHicTe okpemmnx A0308aHMX BCB e binbue 6,0% 0,2%

OAVHULS

BiaHOCHW yac yTpumysanns

BigHOCHWI vac yTpumyBaHHs He meHle 0,46 0,48

WoHanMeHwWwe 97,5% matepiany (-25D)

Monexyaapuo-macose po3noginenHna

CepeaHs monekynapHa maca (B 5000-3000 pansToH 6800 ganeroH
MaKkcumymi nika)
MonexyaspHa maca npw (-1 SD) He binblue 16% matepiany 3 monekynsprore 13700 aanwron

Macolo >20000 AanbToH Ta He Binblue 84%
maTepiany 3 MoNeRYAAPHOK Macoo <12000
A3NbToH,
MonekynspHa maca npu (+ 1 )] He 6inbwe 16% marepiany 3 monekynaproww 3500 panston
Macoto <2500 AanbToH Ta He Ginble 84%
MaTepiany 3 MonekynapHoI mMacoto >5000

A3NbTOH,
KinbkicHe ausHavwenHs 90,0-110,0% gin sassneHoi KiNbKOCTI 101,8%
MexaHiuHi sBRAOYEHHS Bianosigae sumoram $. CIA Ta €ap. . OA1A

IH'eKLi manoro 06'emy:
Buripobysaxa metonom BroKyBaHHA 210 MKM: He Binbwe 6000 4acTUHOK Ha 585
c8iTna KOHTeHHep

225 MKM: He Binbire 600 YaCTMHOK Ha 24

KOHTeHep
BunpoGyeaHa meTogom mikpockonii 210 mKm: He Binbure 3000 YacTUHOK Ha He sacTocosyeabes
{MpoBoasTs nave BMNpobyBaHHA KOHTelHep
TiNbKK B ToMy BUMaAKY, AKWO 225 MKm: He Ginblue 300 YaCTUHOK Ha He sacTocosysasca
PE3yALTaT, OTPUMAHKI MeTogoM KOHTeliHep

610KyBaHHA criTha, nepeBuLlye memy)
Aomiwku/Npogyxtn poanagy

BEPX 3 o6epreHoio dasorn (KonoHka  KoHa pomika: He Binbiue 0,1% He nignarae obumnciennio %

ActoH fleity Hopc, Baltrxays Belin InpacTpien Ecreaiit, Npecron Bpyn, Parkopn, BenukopSpurania WA7 3FA
Ten.: +44 (0) 1928-707800 bawe: +44 {0) 1928-707790 | www. tevapharm.com

Houwmep 3simy: 906,428.,00 RPS191 fa:ims_PROD




tequ Ceprudikar AHanisy

KONAKCOH posuun ans in'ekyiii 40mr/mn x 12 Ykpaina

Homep cepii; 14425 HomenknatypHuii koa: FQOOZ7
Oata Bupo6Huyrea: 06 Aannna 2023 TepmiH npuaaTHocT: JnneH, 2026
Creumpikauis: RP5191 v30/QDP0041465 v7.0

Lichrospher Select B) 3arancHi: He Binble 0,3% 0,0%

Excknioziiina BEPX MiK 3 BIZHOCHUM Yacom yTPUMYBaHHA

(konoHKa Superose 12) 613bKo 0,37 (BiHOCHO aueToHY): He < HUKUYe Mei BUABNEHHS

6inble 0,15% (0,05)%

HAonatkosi nikn Ha xpomaTorpami, Bynp-akMit THWKIA Nik: He Binbwe 0,1% <0.05%

OTpUMaHi 8ig Yac BUMpPoBysaHHSA 3aranbHa nnowa ycix nikis (3a 00%

«KinbKicHe BUSHAUEHHA» HacTynHi: BURAOYEHHAM NiKIB aueTaTty | maHiTy):He

binswe 0,3%

BunpobysaHHa Ha 6nokyBaHus EAE*

AKTUBHICTL: He meHiue 80% 100 %
CnissigHoweHHa MMS: He binbwe 0,2 0,0

IMYyHHe po3nizHaBaHHA -~ 38'A3yBaHHA 85-115% 107 %
NONIKAOHANBHUMM aHTUTINaMK (%)*

IMyHHe posnisHasaHHa ~ 38'a3yeanHa 85-115% 103 % (Mab. 1C4/220)
ABOMA MOHOKAOHANbLHUMK 85-115% 100 % (Mab. 6B3/57)

aHtuTinamu (%)*

AKTUBHicTE*

BigHocHa akTuBHICTL: 0,800-1,250 1,018
Hosipunia iHTepBan-MiHimym: 0,700-1,430 0,948
Josipunia iHTepean-Makcumym: 0,700-1,430 1.094
BunpobysavHa Ha ninilinicTs: BuTtpumye Bignoeigac
BunpobysanHa Ha napanensbHicTs: Burpumye Bignogigae
BunpobysanHsa Ha Haxun {sHaveHHs): Butpumye Bianosigae

DyHRUioHaNbHI BUNPOGYBaHHA
nonepeaHLO HANOBHEHOro WNpKULa

Cnna acysy; He Binblwe 25 H 1H

Cuna korzanHa: He Ginblwe 25 H 1H

lepmeTUyHicTe: MPOTIKaHHA NPK TUCKY 3 CHADIO He MeHwWe Bignosigae
16 H BiacyrHe

bakTtepiansHi engoTokeHHn He 6inblwe 6,0 EQ** /pmr rnatMpamepy Bignosinae
auerary

**0nHa oaMKHMUs EHNOTOKCKHY ¢. CLUA (EO
¢. CLUA) sBignosigae ogHii MO EHAOTOKCUHY

CrepunbHicTs Bianosigae ¢. CLUA Ta €sp. ¢ Bianoginae
* AT QapmalesTUy HME 3aBog, Tesa; Bigain Gionorivkoro KOHTPOA dinbHuua 1: H-4042 Jebpeuen, syn, Nannari 13,
Yrepuwmia

flanuii npoaykT 6yno BuroToBAEHNI Ta NPOALIGE KOHTPOAL AKOCT] B NOBHI BianosigHoCTI 10 BUMOT
GMP, i & signosigrocti go sumor PeectpauiitHoro nocsiguerns UA/6307/01/02. e

Cepin 3atBepameHa: Joanne Powell
MNocaga: YnosHoBaeHa ocoba
Aara sunycry: 22.05.2024 11:12:05

TaK Ak AaHui fokymeHT 6ys cTeoperni y Banifosakii cucTemi ynpaeainKs iHbopmallicto nal
NiANMCAHUN 2ACKTPOHHUM nianucom.

ActoH flefin Hope, Balitxays Beiin IHpacTpien Ecredit, Npecron Bpys, FaHkopH, BenukopBpuTania WAT 3EA
Ten.: +44 (0) 1528-707800 dakc: +44 (0} 1928-707790 | www.tevapharm.com

Homep asimy: 906,428,600 RPS191 is:LiMS_PROD




