JAEPXKABHA CJIYVKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npoe. Haaii Ceitanunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koj CJIPITIOY 37079055

BUCHOBOK
npo sIKiCTh BBE3€HOro B YKpainy JIikapcbKoro 3acoly

06.06.2024 Ne 29259/24/26

I'O3EPEJIIH-BICTA

(nafiMeHyBaHHA Nikapcbkoro 3acofy 3riaHo 3 peccrpauifiHuM NOCBiA4EHHAM)
iMmnaaTar no 10,8 mr o 1 imnaanrary y mupuui-anjikaropi (mnpuu-anjaikarop
CKJIAJAETHCH 3 MOJIIMEPHOro Kopiycy 3 TpUMa4eM AJIs iMIVIAHTATY, NOJIKH TAa NOPUIHS); 110
1 mOpHIy B NAKETHKY Pa30oM 3 BOJIOTONOTIHHAJIBHOIO KANCYJ1010; 10 1 nakeTuky y
KAPTOHHIN maviri

(dhopma BunycKy, 103y BaHHS, BHA NAKY BAHHA JIIKApCLKOro 3acoby)
Homep peectpauiiinoro nocsimuenss UA/19791/01/02 crpok aii peccrpauiiinoro nocsiauenns 15.12.2027
Cepis nikapcskoro 3acoby Ne 24004001 KinskicTs BBe3eHOr0 nikapeskoro 3acoby 1600

Bupo6uuk AMB I'm6X, Himeuunna

(HaimenyBalHs BUpOOHHKA JliKapehKkoro 3aco0y, Kpaiia NoXoKeHHs)

BeeseHo B Ykpainy TOBAPUCTBO 3 OBMEKEHOIO BI/IINOBIJIAJIBHICTIO
"BYCT @APMA", inent. xon: 44107410

(nalimenysanns Ta koa 3a €JIPITOY wpuauiHoi ocobu abo npissuiue, iM's, no 6arbkosi
(hisnunoi ocobu - nianpHemiLs, Ti Miclie NPOXHBAHHA Ta peecTpauiinni Homep o6nikoBoi
KApTKH IJIATHHKA NOAATKIB ado cepis Ta HoMep nacnopra)

IMporokon Bisyansnoro koutpomo sin 06.06.2024 N 1974/3.

3a pesyabTataMi JEPKABHOTO KOHTPOJIO BCTAHOBJIEHO, IO JikapCekuii 3acid BBe3seHo B Vkpainy 3

JOTPHMAHHSM BUMOI 3aKOHOJABCTBA LIO/0 3abe3rneueHHs AKOCTI NIKAPChKHX 3acobiB,

Mukona XOJIOJIEHKO

{uuu IHL) (iHiuianu Ta npissuLLE)




AMB 'm6X
Bipkepdeng 11,
JNouxam, BapHray,
Baeapin, 83627,
HimeyuunHa NiueHsia Ha BupobHuuTEo N2 DE_BY_04_ MIA 2023 0121 (AMW GmbH)
CepTtudikat GMP DE_BY_04_GMP_2024_0040 (AMW GmbH)

CoC / CepTundikar BianosinHoOCTI Cropinka 13 1

GenaB AW QK 33_6.2

HaiiMeHYyBaHHSA NpoaykT FO3EPENNIH-BICTA, iMmnnanTtaTt no 10,8 mr

KpaiHa npusHa4eHHs YkpaiHa (UA)

Homep peectpauiiiHoro

. UA/19791/01/02
nocBig4YeHHs

BnacHuk peectpaudiiiHoro Mictpan Kenitan MeHnegxmeHT JliMiTeg - 9 Bitmop MaHop Knoys,

noceig4eHHs KoseHTpi, AHrnis, CV6 2PH

Cwuna paii / AKTUBHicTB lozepeniH / 10,8 mr

Nikapcbka dopma MonepegHbLO HaNOBHEHMIA WMNpUY 3 IMNAAHTaTOM
Kinbkicte 8494

no 1 iMmnnanTaTty y wnpuui-annikatopi (Wnpuu-annikatop ckNagaeTbes 3
noniMepHoro Kopnycy 3 TpMMadem Ans iMNAaHTaTy, FOsIKM Ta NOPLUHA);
no 1 wnpuuy B NakKeTUKy pasoM 3 BOJIOrOMOT/IMHANBHOW Kancysiow; Mo
1 nakeTUKy y KapTOHHIN nayui

PozMip i TMN ynakoBkK

Homep Cepii 24004001 (P0O190AM0O803IMP)
[aTa BUroTOBNEHHS 01/2024
TepMiH npupaTHOCTI 12/2027

Crepunisauis
CuHepmxki Xeanc AanikeH Ei[xi
Niuensia N 512357-102649661

XoreHeeigwrpacce 6,
Hazeun, agpecu Ta LeHikeH, 4658, Lleeiiuapis

Homepa niueHsii Ha

BMpOBHULUTBO BCiX MikpobionoriyHe TecTyBaHHS

. . i : PobepTt-Koxa-LTp. 3a,
KOHTpaKTHMX BUpobHUKiBi | EBpodiHc bio®apma MpopakTt TecTiHr n 5 82152
CTOpPIH AKOCTi MionxeH M'M6X ABHETT, SAEPH,

Niuensis N2 DE_BY_04_MIA 2020 0009 | ME44MHa

CeptudikaT aHanisy / CoA |WE 23983 lNonepegHbo HanoBHEHWI WMNpUL, BTOPMHHA YNakoBKa

Cepis BunyweHa 22 tpasHsa 2024 p.
BiaxuneHHs AB-PR-AL-298; HagpWBHWIA BUPI3 BHYTPILWHbLOrO NakeTUKa
He Ha ToMy (niBoMy) 6oui; KPUTUYHICTE HE3HaYHa
Ceptudikat GMP DE_BY_04_GMP_2022_0067
LM 2 nigTeepaxyio, WO HaBegeHa Bulle iHdbopMalis € [ocToBipHOK i TovHolo. LA cepia npogykuii
6yna BUWroToBfieHa BKJ/IIOYAK4YM YNaKoBKY / MapkKyBaHHS | MpoBefeHWM KOHTPONb $SIKOCTi Ha
333HavyeHoMy BUpobBHMYOMY MalAaHYMKy Yy MOBHiiM BignoeigHocTi go BuMor GMP, BCTaHOBNEHWMU
MicLUeBUM perynsTopHMM OpraHoM, a TakoX Yy BignosigHocTi 3i cneundikauiero go PM Ha npenapar.
MpoTokonu BUpoBHMUTBA, YMakoBKWM Ta aHanisie 6ynu nepernsHyTi | BCTaHOBMEHO BiANOBIAHICTb
BuMoram GMP
(Adata; Mianuc ynosHoBaxeHoi ocobu)
28.05.2024 Knayc-letep Kper

/NIQMAC/ 28.05.2024

KoMeHTapi

33 6.2 QK 6 DV Marktchargenfreigabezertifikat, Bsepcia 9.0, onyfBmixosaHo 03.08.2023 - cerofcomp



AMB 'm6X

Bipkepdena 11, Nlouxam,

BapHray, baBapis,
83627, HimeyunHa

22 TpasHs 2024

Bepcis 1.0

Ceptudikar aHanisy
FO3EPEJIIH-BICTA, iMmnaaHTaT no 10,8 mr ingpopmauin
CEPIA: 24004001

(cepis PO190AMO803IMP)

JaTta euroTtoBneHHsa: 04 ciyHa 2024
TepMiH NnpuaaTHoOCTI: rpyaeHs 2027

KoHghigeHyiriHa

CropiHka 132

DV 5 go SOP 6.1 ,Ceptudikat aHanisy (CoA) Mictpan AM0803 aHrniicekown”

sepcisi: 1.0 | nie 3: 22.05.2024
%\192.168.2. 245\ Production\Load Doc umentation\AM0O802\P02 72AMOS0 2IMP\PO2 72AMOB0 2IMP_23804_CoA_Mictpan_UA_engl_220524.docx
Ne TecT Cneundikadin meTon Pesynbrar
1 Onunc AnnikaTop, yrnakoBaHui B | BiayanbHui TecT AnnikaTop, ynakoBaHWi1 B

repMeTuYHMiA  naketr. Annikatop
CKNajaeTbeA 3 nnacTUKoBoro
kopnycy 3  6nokom  TpuMaua
iMMNaHTaTy, KaHwni Ta MopLUHS.
IMAnaHTaT BWMAHO B TpUMaui
iMAnaHTaTy.

Posmipu: goBXuHa 6nusbko 20 MM,
WunpuHa 6nusbko 1,25 Mm.

repMeTMYHU nakeT. AnnikaTtop
CKNafjaceTbCcA 3  MNacTUKOBOro
kopnycy 3 6nokom Tpumauda
iMNNaHTaTy, KaHoni Ta NopLUHS.
IMnnaHTat BuMAHO B TpUMaui
iMnnaHTaTy.

Posmipu: poexwuHa 6nmsbko 20
MM, WKnpuHa 6nusbko 1,2 mm.

OyHKUIOHaNbHICTb: nicns QyHKUiOHaNbHICTb: nicns
npuBedeHHs B J4ilo annikatopa 3 npueedeHHs B 4il0 annikatopa 3
FOfIKW BUXOAWTb HEMOLWKOAXEHUN FONKK BUXOAUTb
LUMNiHAPUYHWA cTpuXeHb Big 6inoro HenoLKOoAXEeH A 6inuia
0o malixe 6inoro konsopy. LANIHAPUYHWUIA CTPUXKEHD.

2 IneHTudikauia | A) Yac yTpumysaHHs niky |A) PV AM0803-1 A) Yac YTPUMaHHA niKy

rosepeniHy y BunpobyesaHomy
pos3uMHi NMpn BEPX Bignosigae yacy
YTPUMYBAHHSA PO3YWUHY MOPIBHAHHSA.

B) Yac yTpumyBaHHA  nika
rosepeniHy y BunpobysaHomy
po34YMHi NMpn BEPX Bignosigae 4acy
YTPUMYBaHHSA PO34YMHY TMOPIBHAHHA
nig Yac nepesipkn Ha o4HOPIAHICTb.

C) Yac  yTpuMyBaHHA  niky
ouToBOi KMCNOTW Yy BUNpobyBaHoOMy
po3uuHi npu BEPX noaibHuin go
vacy YTPUMYBaHHSA PO3YUNHY
MOPIBHAHHA.

B)PV AM0803_2

C)PV
AMO803_AueTaT

rosepeniHy Yy BunpobysBaHoMmy
po34uHi, npn BEPX noaibunii go
yacy  YTPUMYBaHHS  PO34YMHY
NOpPiBHAHHA nia yac
aHaniTM4Horo TECTYBaHHS.
PisHMus Rt (cepenHe 3HayeHHA
ctaHpapTie) Ta Rt (nepwwin
3pasok) + 0,00 xs.

B) Yac YTPUMaHHA niky
rosepeniHy y BunpobysBaHomy
po34uHi, npn BEPX noaibuunii go
yacy  YTPUMYBaHHA  PO34MHY
NOPIBHAHHA Nig Yac TecTyBaHHA
oAHopigHocTi. PisHuUuUs Rt
(cepeaHe 3Ha4yeHHA cTaHZapTiB)
Ta Rt (nepwwuii 3pasok) = 0,00
XB.

C) Yac YTPUMYBaHHSA niky
ouToBoi KWUCNoTU Y
BunpobyBaHOMy poO34YMHi  npwu
BEPX noAibHuin o vacy
YTPUMYBaHHSA PO34YUHY
nopisHAHHA - 0,06 xB.

3 KinbkicHe 10,26 - 11,34 mr/iMnnaHTaT PV AM0803-1 10,70 mr/iMmnnaHTaT
BU3HAYEHHS (95-105 %) (99,04%)
4 OaHopigHicTb Bianosigae €sp. ®apm. 2.9.40 PV AM0B03-2 Bianosinae €ep. ®apm. 2.9.40

AO030BaHKUX
O4OWHWMUb

cepepHii: 99,51%
s: 2,42%
av: 5,8%

DV erstellt mit/created with: 1.2_4 _DV_DV_SOP_Erstellung, Version 1.2, giiltig ab 20.07.2022




AMB 'm6X

Bipkepdena 11, Nlouxam,

BapHray, baBapis,
83627, HimeyunHa

25 TpaeHsa 2024

Bepcis 1.0

Ceptudikar aHanisy

FO3EPEJIIH-BICTA, imnaaHTaT no 10,8 mr
CEPIA: 24004001

(cepisi PO190AM0O803IMP)

JaTta euroToBneHHA: 04 ciyHa 2024
TepMiH NpuaaTHOCTI: rpyaeHs 2027

KoHghigeHyiriHa
iHpbopmayin

CTopiHKa 232

DV 5 go SOP 6.1 ,Ceptudikat aHanisy (CoA) Mictpan AM0803 aHrniicekown”

Bepcida: 1.0

| nie 3: 26.07.2023:

\\192.168.2.245\Production\Load Documentation\AMO802\P02 72AMOB0 2IMP\PO2 72AMO80 2IMP_23804_CoA_Mictpan_UA_engl_220524.docx

KiIHETUYHWIA MeToq
(Eep. ®apm. 2.6.14
metog C)

N2 TecTt Cneuudikaudin MeTon Pesynbrar
5 CynpoBigHi Jdomiwka E zrigHo €ep. ®apM. He PV AM0B03-1 RRT 0,87: 0,10%
OOMILLKKN 6inbwe 1,0% RRT 0,88: 0,16%
. 0,
HecneuudikosaHa aomilka RRT'0,89: 0,14%
(koxHa) He 6inbwe 0,5% BRI 0,21 0,154
! RRT 0,98: 0,27%
CyMa Bcix goMiwok He 6inblue RRT 1,06: 0,23%
4,0% RRT 1,14; 0,13%
RRT 1,18: 0,17%
RRT 1,39: 0,13%
Cyma: 1,49%
6 BueinbHeHHSA Bu3Ha4veHHs KyMyNAaTUBHOMO PV AM0OB03-3 OdeHb 1:
npenapaTy in BUBIIbHEHHA nMpenapaTy Ha 1, 7, 35 MiH: 5,3%
vitro i 42 poby makc.: 5,7%
OeHb 1: KyMyNAaTMBHE BUBINbHEHHA Henb 7:
npenapaty He 6inblue 15%; MiH: 12,9%
Makc.: 14,2%
[eHb 7: KyMynaTUBHE BUBINbHEHHSA
. . HdeHb 2 35 no 42:
0,
npenapaty He 6inbwe 40%; MiH.: 5,5%
Mak c.: 6,4%
OHi 3 35 po 42: BUBINBHEHHS
npenapaTy He MeHwe 0,5%; JeHb 42
[JeHb 42: CyKymnHe BUBINbHEHHS MiH.: ?9!2%0
npenapaTy He MeHLWe 75% Makc.: 91,7%
7 MikpobHa CTepunbHUiA 3rigHo €Bp. ®apm. 1SO 11137 CrepunbHuUiA 3rigHo go ISO
yncToTa 2.6.1 /ISO 11137 11137
8 FepMeTUYHICTb FepMeTUYHO He MeHLWe 5 XBUAWH PV AMOBO03 FepMeTUYHO He MeHLWe 5 XBUAKWH
nakeTie NpWY 3HWKEHOMY TUCKY NpW 3HUXKEHOMY TUCKY
9 | EHOOTOKCHHM He Ginbwe 350 MO/oa Typ6iaimeTpuko- < 0,2000 MO/oa

10 | MonekynspHa 9 - 18 k[a PV GPC_Tllonimep_1 16 k[a
Maca
11 | Boaa (Kapn- 0,0-1,5% Ph. Eur. 2.5.32 0,2%
Qiwep)
MapTia Bianoeiaae cneundikauiam i cxeaneHa.
IM'a Mocapa Mignwuc Oara
BMOAHWUNA: ;
MavAIEEICIHE KoHTponb skocTi ngnuc 22 TpaBHA 2024
3aTBepaXKeHOo: KepisHuk Bigainy
JokTtop AHapea bapu KOHTPOMO SIKOCTI niannc 2 TpaBHA 2024

DV erstellt mit/created with: 1.2_4 _DV_DV_SOP_Erstellung, Version 1.2, giiltig ab 20.07.2022




AMW GmbH
Birkerfeld 11
Lochham, Warngau,

Chargen - Zertifikat (CoC / Certificate of

Seite/page 1 von/of 1

Compliance)

Version 2 (formal
gemaB AW QK 33_6.2 (

amendments)

Bavaria, 83627,
Germany

Herstellerlaubnis Nr. DE_BY_04_MIA_2023_0121 (AMW

GMP-Zertifikat DE_BY_04_GMP_2024_0040 (AMW GmbH)

GmbH)

Produktname / Name of
Product

Goserelin-Vista, Implantate 10,8 mg /
Goserelin-Vista, Implants 10.8 mg

Zielland bzw. -léander/
Destination Country/countries

Ukraine(UA) / Ukraine(UA)

Zulassungsnummer /
MA-Number

UA/19791/01/02

Zulassungsinhaber /
Marketing authorization holder

MISTRAL CAPITAL MANAGEMENT LIMITED - 9 Whitmore Manor
Close - GB CV6 2PH Coventry

Stéarke der Arzneiform/
Strength Potency

Goserelin 10.8 mg / Goserelin 10.8 mg

Darreichungsform /
Dosage Form

Fertigspritze mit Implantat / Implant in pre-filled syringe

Anzahl / Amount

8494

PackungsgroBe/-typ /
Package Size and Type

1 Beutelverpackte Fertigspritze - sortiert, steril pro
Packungseinheit / 1 Implant per syringe-applicator (the syringe-applicator
consists of a polymer body with a holder for the implant, a needle and a piston); 1
syringe in a bag together with a moisture-absorbing capsule: 1 bag in a cardboard
pack

Chargenbezeichnung /
Batch Number

24004001 (PO190AM0803IMP)

Herstelldatum / Date of 01/2024
manufacture
Haltbar bis / Expiry Date 12/2027

Name, Adresse und
Herstellerlaubnisnummer
von Lohnherstellern oder
Lohnprtfern /

Name, Adress and
Authorisation No. of all contract
manufacturer and quality sides

Hogenweidstrasse 6 - CH

Bestrahlung/ Imadiation
4658 Daniken

Synergy Health Daniken AG
Authorization No. 512357-102649661

Robert-Koch-Str. 3a

DE 82152 Planegg,
Bayern

Mikrobiologische Prifung / microbiol. Testing

Eurofins BioPharma Product Testing Munich
GmbH

Authorization No. DE_BY_04_MIA_2020_0009

Analysenzertifikat / coA

WE 23983 Fertigspritze, sekundarverpackt / pre-filled syringe,
secondary packed

Bemerkungen / further
comments

Batch initially released May 22, 2024

Deviation AB-PR-AL-298; tear-open notch of inner pouch on the
wrong (left) side; criticality minor

GMP certificate DE_BY_04_GMP_2022_0067

I hereby certify that the above information is authentic and accurate. This batch of poduct has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

(Datum; Unterschrift der sachkundigen Person / Date; Signature of the qualified person)

28.05.2024 Klaus-Peter Kreth :{(2@,2?_9 .02y

33_6.2_QK_6_DV_Marktchargenfreigabezertifikat, Version 9.0, glltig ab 03.08.2023 - cerofcomp




AMW GmbH
Birkerfeld 11,
Lochham, Warngau,
Bavaria, 83627,
Germany

22. May 2024

Version 1.0

Certificate of analysis

Goserelin-Vista 10.8 mg implant

BATCH: 24004001
(Batch PO190AMO0803IMP)

Manufacturing Date: 04. January 2024
Expiry date: December 2027

Confidential
information

Page 1 of 3

DV 5 zu SOP 6.1 ,CoA Mistral AM0O803 english®

DV Version/version: 1.0

DV giiltig ab/valid since: 22.05.2024

1 Appeara nce

Appllcator syrlnge packed | Visual tet

| Applicator syringe packed

of the goserelin signal in the
test solution complies with B) PV AM08B03_2
that of the reference solu-
tion during assay testing. C) PV

AMO0803_Acetat

B) The HPLC retention time
of the goserelin signal in the
test solution complies with
that of the reference solu-
tion during uniformity test-
ing.

C) The HPLC retention time
of the acetic acid signal in
the test solution complies
with that of the reference
solution.

together with a desiccant together with a desiccant
capsule into an aluminium capsule into an aluminium
laminate pouch. The appli- laminate pouch. The
cator consists of a plastic applicator consists of a
housing with an implant plastic housing with an
holder unit, a cannula, and a implant holder unit, a
plunger. The implant is visi- cannula, and a plunger. The
ble in the implant holder. implant is visible in the
Dimensions: Length about implant holder. Dimensions:
20 mm. Width about 1.5 Length about 20 mm. Width
mm. about 1.5 mm.
Functionality: following ac- Functionality: following
tuation of the applicator, an actuation of the applicator,
intact, white to cream-col- an intact, white cylindrical
oured cylindrical rod is rod is ejected from the
ejected from the cannula. cannula.

2 Identity A) The HPLC retention time | A) PV AMOB03_1 | A) The HPLC retention time

of the goserelin signal in the
test solution complies with
that of the reference solu-
tion during assay testing.

=+ 0.00 min

B) The HPLC retention time
of the goserelin signal in the
test solution complies with
that of the reference solu-
tion during uniformity test-
ing. £ 0.0 min

C) The HPLC retention time
of the acetic acid signal in
the test solution complies
with that of the reference
solution.

- 0.06 min

DV erstellt mit/created with: 1.2_4_DV_DV_SOP_Erstellung, Version 1.2, giltig ab 20.07.2022




AMW GmbH
Birkerfeld 11,
Lochham, Warngau,
Bavaria, 83627,
Germany

22, May 2024

Version 1.0

Certificate of analysis

Goserelin-Vista 10.8 mg implant

BATCH: 24004001

(Batch PO190AMO803IMP)

Manufacturing Date: 04, January 2024

Expiry date: December 2027

Confidential
information

Page 2 of 3

DV 5 zu SOP 6.1 ,CoA Mistral AM0O803 english®

DV Version/version: 1.0

DV giiltig ab/vahd since: 22.05.2024

PV AM0803_1

110.26 - 11.34 mg/implant " | 10.70 mg/implant
(95 0-105.0 %) (99.04%)
Uniformity of | Complies with Ph. Eur. PV AM0803_2 Complies with Ph. Eur.
content 2.9.40 2.9.40
average: 99.51%
s: 2.42%
av: 5.8% -
Related Impurity E according to Ph. PV AM0803_1 RRT 0.87: 0.10%
substances Eur. nmt 1.0 % RRT 0.88: 0.16%
: : RRT 0.89: 0.14%
Unspecified imp. (each) RRT 0.91: 0.16%
nmt 0.5 % RRT 0.98: 0.27%
RRT 1.06: 0.23%
Sum of all impurities RRT 1.14: 0.13%
nmt 4.0 % RRT 1.18: 0.17%
RRT 1.39: 0.13%
Sum: 1.49%
In-vitro drug Determination of the cumu- | PV AM0803_3 Day 1:
release lative drug release on days min: 5.3%
1, 7, 35 and 42 man: 5.70%
Day 1: cumulative drug re- Day 7:
lease nmt 15 %
min: 12.9%
Day 7: cumulative drug re- R ML
lease nmt 40 % Day 35 to 42:
Days 35 to 42: drug release min: 5.5%
nit 0.5 % max: 6.4%
Day 42: cumulative drug re- Day 42:
lease nlt 75 % min: 89.2%
max: 91.7%

DV erstellt mit/created with: 1.2_4_DV_DV_SOP_Erstellung, Version 1.2, glitig ab 20.07.2022




AMW GmbH
Birkerfeld 11, — . Confidential
Lochham, Warngau, Certificate of analysis Information
Bavaria, 83627,
Germany
22. May 2024 Goserelin-Vista 10.8 mg implant
I—— BATCH: 24004001
ersion 1.
(Batch PO190AMO803IMP) Poge 3.of 3
Manufacturing Date: 04. January 2024
Expiry date: December 2027
DV 5 zu SOP 6.1 ,,CoA Mistral AMO803 english"
DV Version/version: 1.0 DV giiltig ab/valid since: 22.05.2024
19_2.168.2.245 uktion\Cha mentation\AMO803\P0190AM0O803IM 190AMOB03IMP_WE23791 Mistral _UA |_220524.docx
7 Microbial pu- | Sterile according to Ph. Eur. | ISO 11137 Sterile according to ISO
rity 2.6.1 /1S0O 11137 11137
8 Tightness of Tight for at least 5 minutes PV AM0803 Tight for at least 5 minutes
pouches at reduced pressure at reduced pressure
9 Endotoxins nmt 350 IU/units Turbidimetric-ki- | < 0.2000 IU/units
netic method (Ph.
Eur. 2.6.14 me-
thod C)
10 Molecular 9 - 18 kDa PV GPC_Poly- 16 kDa
mass mere_1
11 Water (Karl- | 0.0-1.5% Ph. Eur. 2.5.32 0.2%
Fischer)
Batch complies with specifications and is approved.
Name Function Signature Date
issued: ;
Paulina Siede Quality Control P 22, MAI 2024
approved: Teamlead QC Opera- 7 > .
Dr. Andrea Bartsch tions ; M ZZ‘ es ZOZ (/

DV erstellt mit/created with: 1.2_4_DV_DV_SOP_Erstellung, Version 1.2, giiltig ab 20.07,2022




JAEPKABHA CJIIYXKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npoB. Haxii CeitnuuHoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPIIOY 37079055

BUCHOBOK
Npo AKICTH BBe3eHOro B YKpaiHy JikapcbKoro 3acody

17.01.2025 Ne 1737/25/261F

I'O3EPEJIIH-BICTA

(nafiMeHyBaHH: J1iKapChKOro 3acofy 3riJiHO 3 peecTpauiiHUM MOCBIAYEHHSAM)
iMmmraaTaT mo 10,8 mr mo 1 iMmmianTary y mnpuni-anJikaropi (muopHu-anjikarop
CKJIAA€THCA 3 MOJIMEPHOro KOPIycy 3 TpHMAadeM JJisi iMILIAHTATY, FOJIKH TAa NOPIIHSA); 0
1 mnpHIy B NAKETHKY Pa30M 3 BOJIOrONOIIHHAJLHOI0 KANCY/I010; 10 1 NAKEeTHKY Y
KAPTOHHI mavmi

(dopma BHIyCKY, 03yBaHHS, BU NaKyBaHHs Jlikapcbkoro 3acoby)
Homep peecrpaniiitoro nocsimuenus UA/19791/01/02 crpok aii peecrpauiiitoro nocsimuenna 15.12.2027
Cepis nikapcbkoro 3aco6y Ne 24246019 KinbkicTs BBe3eHOrO Nikapebkoro 3acoby 500 =

BupoBHuUK AMB I'm6X, HiMmeuunna

(HaliMeHyBaHH: BUPOOHHKA JliKapcsKOro 3acoby, KpaiHa NoXoIKEHHH)

BBeseHo B Ykpaily TOBAPUCTBO 3 OBMEXEHOIO BIIITOBITAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(naiimenyBanns Ta kox 3a €JIPTIOY 1opuau4Hoi ocobu abo npissuie, im's, o GarpKoBi
dpizmuarol ocobu - nianpuemus, il MicLe MpoXkMBaHHs Ta peecTpauilinui Homep 061iKoBOT
KapTKH IJIaTHUKa noJaTkis abo cepis Ta HOMEpP nacnopra)

IpoTokon Bizyanasnoro kontpomo ix 17.01.2025 Ne 104/01.10-25/6.

H
3a pesynsTaTaMM JEpXKABHOTO KOHTPOJIO BCTAHOBJIECHO, WO JIiKapChKUi 3aci6 BBe3eHO B VYKpaiHy 3

JOTPHMAHHSM BHMOT 3aKOHOJABCTBA 1010 3abe3neueHHs AKOCTI JikaPChKuX 3acobiB.

Hassmll et j Muxona XOJIOZIEHKO

(nocaj;('aﬁa'qéoﬁa opraity ,ﬁi;pn(‘él_m;img\p‘coﬁrponm} (mianuc) (iniuianu Ta npisBuIIE)
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HAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOKBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npos. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APIIOY 37079055

BUCHOBOK
PO AKICTh BBE3EHOro B YKpaiHy JiKkapcbKkoro 3aco0y

08.01.2025 Ne 270/25/26

'O3EPEJIIH-BICTA
(HaliMeHyBaHHs Jlikapebkoro 3acoy 3riftHo 3 peecTpalifiHUM 10CBIAMCHHAM)
immianTar no 10,8 mr no 1 iMmnianraty y mnpuui-amikaropi (mnpuu-amiikarop
CKJIAIA€THCSl 3 MOJIMEPHOro KOpIycy 3 TpHMadeM s IMIVIAHTATY, FOJIKH Ta NOPIIHS); M0
1 mInpHIy B MAaKEeTHKY Pa30M 3 BOJIOrONOIIHHAIBLHOIO KANCYJ/1010; N0 1 nakeTukn y
KapToHHiii nayui
(thopma BHMycKy, 103YBAHHSA, BHL NAKYBaHHA Jikapcekoro 3acoly)

Homep peectpauiiinoro nocsinuenns UA/19791/01/02 crpok aii peectpauifinoro nocsinuenns 15.12.2027
Cepis nikapcbkoro 3acoby Ne 24246019 KinbkicTs BBe3eHoro nikapeskoro 3acoby 1000

BHpoOHHK AMB I'm6X, Himeuunna

(nafimenysants BHpoGHUKa Nikapeekoro 3acoly, kpaiHa noxomKeH )

Beeseno B Ykpainy ToBapucTBO 3 00MEIKEHO0I0 BiANOBIAANLHICTIO "BYCT MdAPMA",
inenT. xon: 44107410

(Haiimenysanus Ta kon 3a CIIPTIOY iopuauiHoi ocobu abo nipizsuuLe, iM's, no GaTbkoBi
disnunoi ocobu - nianpuemus, Ti Micle NpokHBAHHA Ta peccTpauiiinnii nomep obaikoBol
KapTKM niatHdka nojaatkie abo cepis Ta HOMEP nacnopTa)

TMpoTokoa BizyansHoro kourpomio sin 08.01.2025 Ne 3/01.10-25/11.

3a pesyJbTaTaMH [EPXKABHOrO KOHTPOMIO BCTAHOBIEHO, IO JlikapCbknil 3acid BBe3eHO B Ykpainy 3
JAOTPHMAHHAM BHMOT 32KOHO/IABCTRA 100 zabe3neueHns akocTi nikaptbkux 3acobis.
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AMB 'm6X
Bipkepdena 11,
JNlouxam, BapHray,
Baeapin, 83627,
HimeyuuHa NiueH3sia Ha BupobHuuTBO N2 DE_BY 04 MIA 2023 0121 (AMW GmbH)
Ceptudikat GMP DE_BY_04_GMP_2024_0040 (AMW GmbH)

CoC / Ceptudikar BianosBigHOCTI CTopiHka 13 1

GenaB AW QK 33_6.2

HaiiMeHYyBaHHSA NpogykT FO3EPENNIIH-BICTA, imnnanTtaTt no 10,8 mr

KpaiHa npuaHa4eHHsn YkpaiHa (UA)

Homep peectpauiiiHoro UA/19791/01/02
NocBig4YeHHs

BnacHuk peecTpaudiiiHoro Mictpan Kenitan MeHnegxmeHT JliMiTeg - 9 Bitmop MaHop Knoys,

noceig4eHHs KoeeHTpi, AHrnis, CV6 2PH

Cwuna paii / AKTUBHicTb lozepeniH / 10,8 mr

Nikapcbka dopma MonepegHLO HaNOBHEHMIA WMNpUY 3 IMNAAHTaTOM
Kinbkicte 6494

no 1 iMonanTaTty y wnpuui-annikatopi (WNpuu-annikatop ckNagaeTbes 3
noniMepHoro Kopnycy 3 TpMMadem Ans iMNAaHTaTy, FOSIKM Ta NOPLUHSA);
no 1 wnpuuy B NakKeTUKy pasoM 3 BOJIOrOMOT/IMHANBHOW Kancysiow; Mo
1 nakeTUKy Yy KapTOHHI nayui

Po3Mip i TMN ynakoBkK

Homep Cepii 24246019 (PO208AMO803IMP)
[aTa BUroTOBNEHHS 09/2024
TepMiH NpuaaTHOCTI 08/2028
Crepunizauis XoreHeengwrpacce 6
CuHepmxki Xeanc AanikeH Ei[xi emieen 2655 LUBEP'I’ i
a3, afipECH Ta Niyensisi N© 512357-102649661 / / Hap
BUPOBHULTBO BCiX €spodiHc Bio®apma MpopnakT TecTiHr NnaHerr,BaepH, 82152
KOHTpaKTHUX BUpobHukis i | MIoHXeH TMbX HiMeYumHa
CTOpiH SAKOCTI flIL[EH3IF| N° DE BY 04 MIA 2020 0009
XiMiko-cdhapMaLeBTUYHe TeCTYBaHHS n/a

CeptudikaT aHanisy / CoA |WE 25394 lNonepesHbo HAanoBHEHWIA LWMNpUL, BTOPMHHA YNakoBKa

KoMeHTapi Ceptudikat GMP DE_BY_04_GMP_2022_0067

LM s nigTeepaxyio, WO HaBepeHa Buule iHbopMalia € [ocToBipHOK i ToyHotlo. LA cepia npogykuii
6yna BUroToBNeHa BKJ/IIOYAK4YM YNAaKoOBKY / MapkKyBaHHS | MpoBefeHW KOHTPONb $SIKOCTI Ha
33a3HavyeHoMy BUpoOHMYOMY MaWAaHYMKy Yy MOBHiiM BignoeigHocTi Ao BuMor GMP, BCTaHOBNEHWMU
MiCLUEeBUM perynsaTopHMM OpraHoM, a TakoX Yy BignosigHocTi 3i cneundikauielo go Pl Ha npenapar.
MpoTokonu BWMpoBHMUTBA, YMakoBKWM Ta aHanisie 6ynu nepernsHyTi i BCTaHOBMEHO BiAMOBIAHICTb
Bumoram GMP

(Aata; Mianuc ynosHoBaxXeHoi ocobu)

04.12.2024 Knayc-lletep Kpet

/NIQMAC/ 04.12.2024

33 6.2 QK 6 DV Marktchargenfreigabezertifikat, Bsepcia 9.0, onyfBmixosaHo 03.08.2023 - cerofcomp



AMB 'm6X

Bipkepdena 11, Nlouxam,

BapHray, baBapis,
83627, HimeyunHa

28 nuctonaga 2024

Bepcis 1.0

Ceptudikar aHanisy
FO3EPEJIIH-BICTA, iMmnaaHTaT no 10,8 mr ingpopmauin
CEPIA: 24246019

(cepis PO208AMO803IMP)

[aTa BurotoBneHHsa: 02 sepecHA 2024
TepMiH NpuaaTHocTI: CepneHb 2028

KoHghigeHyiriHa

CropiHka 132

DV 5 go SOP 6.1 ,Ceptudikat aHanisy (CoA) Mictpan AM0803 aHrniicekown”

sepcisi: 1.0 | nie 3: 22.05.2024
Y\192.168.2. 245\ Production’\Load Doc umentation\AM0O802\P02 72AMOS0 2IMP\PO2 72AMOB0 2IMP_23804_CoA_Mictpan_UA_engl_220524.docx
Ne TecT Cneundikadin meTon Pesynbrar
1 Onunc AnnikaTop, yrnakoBaHui B | BiayanbHui TecT AnnikaTop, ynakoBaHWi1 B

repMeTuYHMiA  naketr. Annikatop
CKNajaeTbeA 3 nnacTUKoBoro
kopnycy 3  6nokom  TpuMaua
iMMNaHTaTy, KaHwni Ta MopLUHS.
IMAnaHTaT BWMAHO B TpUMaui
iMAnaHTaTy.

Posmipu: goBXuHa 6nusbko 20 MM,
WunpuHa 6nusbko 1,25 Mm.

repMeTMYHU nakeT. AnnikaTtop
CKNafjaceTbCcA 3  MNacTUKOBOro
kopnycy 3 6nokom Tpumauda
iMNNaHTaTy, KaHoni Ta NopLUHS.
IMnnaHTat BuMAHO B TpUMaui
iMnnaHTaTy.

Posmipu: poexwuHa 6nmsbko 20
MM, WKnpuHa 6nusbko 1,5 mm.

OyHKUIOHaNbHICTb: nicns QyHKUiOHaNbHICTb: nicns
npuBedeHHs B J4ilo annikatopa 3 npueedeHHs B 4il0 annikatopa 3
FOfIKW BUXOAWTb HEMOLWKOAXEHUN FONKK BUXOAUTb
LUMNiHAPUYHWA cTpuXeHb Big 6inoro HenoLKOoAXEeH A 6inuia
0o malixe 6inoro konsopy. LANIHAPUYHWUIA CTPUXKEHD.

2 IneHTudikauia | A) Yac yTpumysaHHs niky |A) PV AM0803-1 A) Yac YTPUMaHHA niKy

rosepeniHy y BunpobyesaHomy
pos3uMHi NMpn BEPX Bignosigae yacy
YTPUMYBaHHSA PO3YUHY MOPIBHAHHSA.

B) Yac yTpumyBaHHA  nika
rosepeniHy y BunpobysaHomy
po34YMHi NMpn BEPX Bignosigae 4acy
YTPUMYBaHHSA PO34YMHY TMOPIBHAHHA
nig Yac nepesipkn Ha o4HOPIAHICTb.

C) Yac  yTpuMyBaHHA  niky
ouToBOi KMCNOTW Yy BUNpobyBaHoOMy
po3uuHi npu BEPX noaibHuin go
vacy YTPUMYBaHHSA PO34YUNHY
MOPIBHAHHA.

B)PV AM0803_2

C)PV
AMO803_AueTaT

rosepeniHy Yy BunpobysBaHoMmy
po34uHi, npn BEPX noaibunii go
yacy  YTPUMYBaHHS  PO34YMHY
NOpPiBHAHHA nia yac
aHaniTM4Horo TECTYBaHHS.
PisHMus Rt (cepenHe 3HayeHHA
ctaHpapTie) Ta Rt (nepwwin
3pas3ok) - 0,08 xe.

B) Yac YTPUMaHHA niky
rosepeniHy y BunpobysBaHomy
po34uHi, npn BEPX noaibuunii go
yacy  YTPUMYBaHHS  PO34YMHY
NOPIBHAHHA Nig Yac TecTyBaHHA
oAHopigHocTi. PisHuUuUs Rt
(cepeaHe 3Ha4yeHHA cTaHZapTiB)
Ta Rt (nepwwuin 3pasok) - 0,03
XB.

C) Yac YTPUMYBaHHSA niky
ouToBoi KWUCNoTU Y
BunpobyBaHOMy poO34YMHi  npwu
BEPX noAibHuin o vacy
YTPUMYBaHHSA PO34YUHY
nopisHAHHA - 0,03 xB.

3 KinbkicHe 10,26 - 11,34 mr/iMnnaHTaT PV AM0803-1 10,66 mr/iMmnnaHTaT
BU3HAYEHHS (95-105 %) (99,04%)
4 OaHopigHicTb Bianosigae €sp. ®apm. 2.9.40 PV AM0B03-2 Bianosinae €ep. ®apm. 2.9.40

AO030BaHKUX
O4OWHWMUb

cepepHiin: 97,42%
s: 2,19%
av: 6,3%

DV erstellt mit/created with: 1.2_4 _DV_DV_SOP_Erstellung, Version 1.2, giiltig ab 20.07.2022




AMB I'm6X
Bipkepdena 11, Nlouxam,
BapHray, baBapis,
83627, HimeyunHa

28 nuctonaga 2024

Ceptudikar aHanisy

FO3EPEJIIH-BICTA, imnaaHTaT no 10,8 mr

CEPIA: 24246019
(cepis PO20S8AMO803IMP)
[aTa BurotoBneHHsa: 02 sepecHA 2024

Bepcis 1.0

TepMiH NpuaaTHocTI: CepneHb 2028

KoHghigeHyiriHa
iHpbopmayin

CTopiHKa 232

DV 5 go SOP 6.1 ,Ceptudikat aHanisy (CoA) Mictpan AM0803 aHrniicekown”

Bepcida: 1.0

| nie 3: 26.07.2023:

\\192.168.2.245\Production\Load Documentation\AMO802\P02 72AMOB0 2IMP\PO2 72AMO80 2IMP_23804_CoA_Mictpan_UA_engl_220524.docx

N2 TecTt Cneuudikaudin MeTon Pesynbrar
5 CynpoBigHi Jdomiwka E zrigHo €ep. ®apM. He PV AM0B03-1 RRT 0,89: 0,26%
AOMILWKK 6inbwe 1,0% RRT 0,97: 0,15%
HecneuudikosaHa aomilka RRT0.88: 0,182
(koxHa) He 6inbwe 0,5% RRI 0,21 0,134
! RRT 0,98: 0,13%
CyMa Bcix goMiwok He 6inblue RRT 1,06: 0,12%
4,0%
Cyma: 1,03%
6 BueinbHeHHSA Bu3HayveHHs KyMynaTUBHOMO PV AM0OB03-3 OdeHb 1:
npenaparTy in BUBIIbHEHHA nMpenapaTy Ha 1, 7, 35 MiH: 5,2%
vitro i 42 poby makc.: 5,5%
OeHb 1: KyMyNAaTMBHE BUBINbHEHHA Henb 7:
npenapaty He 6inblue 15%; MiH: 12,1%
makc.: 14,1%
OdeHb 7: KyMynaTUBHE BUBINIbHEHHSA
- deHb 2 35 no 42:
O/ s
npenapaty He Ginbwe 40%; MiH.: 8,2%
Mak c.: 8,8%
[Hi 3 35 po 42: BUBINBHEHHS
npenapaTy He MeHwe 0,5%; JeHb 42:
[leHb 42: CyKynHe BUBINbHEHHS MiH.: ?6'1%0
npenapaTy He MeHLwe 75% Makc.: 91,0%
7 MikpobHa CTepunbHUiA 3rigHo €Bp. ®apM. 1SO 11137 CrepunbHuUiA 3rigHo go ISO
uncroTa 2.6.1 /ISO 11137 11137
8 FepMeTUYHICTb FepMeTUYHO He MeHLWe 5 XBUIWH PV AMOBO03 FepMeTUYHO He MeHLWe 5 XBUNKWH
nakeTis MpW 3HWKEHOMY TUCKY MpW 3HMXKEHOMY TUCKY
9 | EHOOTOKCUHHU He 6inbwe 350 MO/oa TypbinimeTpuko- < 0,2000 MO/osn
KIHETUYHWIA MeToq,
(Esp. ®apM. 2.6.14
metog C)
10 | MonekynspHa 9 - 18 k[a PV GPC_Tllonimep_1 15 k[a
Maca
11 | Boaa (Kapn- 0,0-1,5% Ph. Eur. 2.5.32 0,3%
Qiwep)
MapTia BianoBiaae cneundikauiaMm i cxBaneHa.
Im'a Mocapa MNianuc Aata
BUAAHWIA: .
Favaitg Eine KoHTpone sikocTi nanuc 28 nucronapa 2024
3aTBepaXKeHOo: KepisHuk Bigainy
Cio3aHHa BixTtnbxybep KOHTPOMIO SAKOCTI niannc 28 fucTonana 2024

DV erstellt mit/created with: 1.2_4 _DV_DV_SOP_Erstellung, Version 1.2, giiltig ab 20.07.2022



AMW GmbH
Birkerfeld 11

Lochham

Chargen - Zertifikat (CoC / Certificate of

Seite/page 1 von/of 1

Compliance)
gemaB AW QK 33_6.2

D-83627 Warngau

Herstellerlaubnis Nr. DE_BY_04_MIA_2023_0121 (AMW

GMP-Zertifikat DE_BY_04_GMP_2024_0040 (AMW GmbH)

GmbH)

Produktname / Name of
Product

Goserelin-Vista, Implantate 10,8 mg /
Goserelin-Vista, implants 10.8 mg

Zielland bzw. -lander/
Destination Country/countries

Ukraine(UA) / Ukraine(UA)

Zulassungsnummer /
MA-Number

UA/19791/01/02

Zulassungsinhaber /
Marketing authorization holder

MISTRAL CAPITAL MANAGEMENT LIMITED - 9 Whitmore Manor
Close - GB CV6 2PH Coventry

Stérke der Arzneiform/
Strength Potency

Goserelin 10.8 mg / Goserelin 10.8 mg

Darreichungsform /
Dosage Form

Fertigspritze mit Implantat / Implant in pre-filled syringe

Anzahl / Amount

6494

PackungsgroBe/-typ /
Package Size and Type

1 Beutelverpackte Fertigspritze - sortiert, steril pro
Packungseinheit / 1 Implant per syringe-applicator (the syringe-applicator
consists of a polymer body with a holder for the implant, a needle and a piston); 1
syringe in a bag together with a moisture-absorbing capsule; 1 bag in a cardboard
pack

Chargenbezeichnung /
Batch Number

24246019 (PO208AM0803IMP)

Herstelldatum / Date of 09/2024
manufacture
Haltbar bis / Expiry Date 08/2028

Name, Adresse und
Herstellerlaubnisnummer
von Lohnherstellern oder
Lohnprifern /

Name, Adress and
Authorisation No. of all contract
manufacturer and quality sides

Hogenweidstrasse 6 - CH

Bestrahlung/ irradiation I
4658 Daniken

Synergy Health Déniken AG
Authorization No. 512357-102649661

Robert-Koch-Str, 3a
DE 82152 Planegg,

Mikrobiologische Priifung / microbiol. Testing
Eurofins BioPharma Product Testing Munich

GmbH Bayern
Authorization No. DE_BY_04_MIA_2020_0009
Chemisch-pharmazeutische Priifung / chemical |n/a

pharmaceutical Testing

n/a

Analysenzertifikat / CoA

WE 25394 Fertigspritze, sekundarverpackt / Pre-filled syringe,
secondary packed

Bemerkungen / further
comments

GMP certificate DE_BY_04_GMP_2022_0067

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. !

(Datum; Unterschrift der sachkundigen Person / Date; Signature of the qualified person)

04.12.2024 Klaus-Peter Kreth 4

oY% 422062

33_6.2_QK_6_DV_Marktchargenfreigabezertifikat, Version 9.0, giltig ab 03.08.2023 - cerofcomp




AMW GmbH
Birkerfeld 11,
Lochham, Warngau,
Bavaria, 83627,
Germany

28. November 2024

Version 1.0

Certificate of analysis

Goserelin-Vista 10.8 mg implant

BATCH: 24246019
(Batch P0208AMOS03IMP)

Manufacturing Date: 02. September 2024
Expiry date: August 2028

Confidential
information

Page 1 of 3

DV 5 zu SOP 6.1 ,CoA Mistral AM0O803 english"

DV Version/version: 1.0

DV giiltig ab/valid since: 22.05.2024

\1192.168.2.245\Produktion\Chargendokumentation\AM0803\P0208AMO803IMP\PO20BAMOBO3IMP_WE25239_CoA_Mistral UA_engl _281124.docx

of the goserelin signal in the
test solution complies with
that of the reference solu-
tion during assay testing.

B) PV AM0803_2

C) PV
AMO0803_Acetat
B) The HPLC retention time
of the goserelin signal in the
test solution complies with
that of the reference solu-
tion during uniformity test-
ing.

C) The HPLC retention time
of the acetic acid signal in
the test solution complies
with that of the reference
solution.

No. Test Specification Method Result

1 Appearance Applicator syringe packed Visual test Applicator syringe packed
together with a desiccant together with a desiccant
capsule into an aluminium capsule into an aluminium
laminate pouch. The appli- laminate pouch. The
cator consists of a plastic applicator consists of a
housing with an implant plastic housing with an
holder unit, a cannula, and a implant holder unit, a
plunger. The implant is visi- cannula, and a plunger. The
ble in the implant holder. implant is visible in the
Dimensions: Length about implant holder. Dimensions:
20 mm. Width about 1.5 Length about 20 mm. Width
mm. about 1.5 mm.
Functionality: following ac- Functionality: following
tuation of the applicator, an actuation of the applicator,
intact, white to cream-col- an intact, white cylindrical
oured cylindrical rod is rod is ejected from the
ejected from the cannula. cannula.

2 Identity A) The HPLC retention time | A) PV AM0OB03_1 | A) The HPLC retention time

of the goserelin signal in the
test solution complies with
that of the reference solu-
tion during assay testing.

- 0.08 min

B) The HPLC retention time
of the goserelin signal in the
test solution complies with
that of the reference solu-
tion during uniformity test-
ing.

- 0.03 min

C) The HPLC retention time
of the acetic acid signal in
the test solution complies
with that of the reference
solution.

- 0.03 min

DV erstellt mit/created with: 1.2_4_DV_DV_SOP_Erstellung, Version 1.2, giitig ab 20.07.2022




AMW GmbH
Birkerfeld 11, — - Confidential
Lochham' Warngau, Cel'tlflcate Of anaIVSIS information
Bavaria, 83627,
Germany
28. November 2024|  Goserelin-Vista 10.8 mg implant
T BATCH: 24246019
ersion 1.
(Batch P0208AMO0803IMP) P % 003
Manufacturing Date: 02. September 2024
Expiry date: August 2028

DV 5 zu SOP 6.1 ,CoA Mistral AM0803 english"

DV Version/version: 1.0 DV giiltig ab/valid since: 22.05.2024
\1192.168.2.245\Produktion\Chargendokumentation\AM0803\PO208AMOB03IMP\PO208AMOB03IMP_WE25239 CoA_Mistral UA_engl 281124.docx

No. | Test Specification Method Result
3 Assay 10.26 - 11.34 mg/implant PV AM0803_1 10.66 mg/implant
(95.0-105.0 %) (98.66%)
- Uniformity of | Complies with Ph. Eur. PV AM0803_2 Complies with Ph. Eur.
content 2.9.40 2.9.40
average: 97.42%
s: 2.19%
av: 6.3%
5 Related Impurity E according to Ph. PV AM0803_1 RRT 0.88: 0.26%
substances Eur. nmt 1.0 % RRT 0.97: 0.15%
; ’ RRT 0.98: 0.18%
Unspecified imp. (each) RRT 1.06: 0.19%
nmt 0.5 % RRT 1.13: 0.13%
RRT 1.18: 0.12%
Sum of all impurities
nmt 4.0 % Sum: 1.03%
6 In-vitro drug | Determination of the cumu- | PV AM0803_3 Day 1:
release lative drug release on days min: 5.2%
1,7,35and 42 mc 5.5%
Day 1: cumulative drug re- Day 7:
lease nmt 15 %
min: 12.1%
Day 7: cumulative drug re- max: 14.1%
0,
lease nmt 40 % Day 35 to 42:
Days 35 to 42: drug release min: 8.2%
nit 0.5 % max: 8.8%
Day 42: cumulative drug re- Day 421
lease nit 75 % min: 86.1%
max: 91.0%

DV erstellt mit/created with: 1.2_4_DV_DV_SOP_Erstellung, Version 1.2, glltig ab 20.07.2022




AMW GmbH
Birkerfeld 11,

Bavaria, 83627,
Germany

Lochham, Warngau,

28. November 2024

Version 1.0

Certificate of analysis

Goserelin-Vista 10.8 mg implant

BATCH: 24246019
(Batch P0O208AMO803IMP)

Manufacturing Date: 02. September 2024
Expiry date: August 2028

Confidential
information

Page 3 of 3

DV 5 zu SOP 6.1 ,CoA Mistral AMO803 english"

DV Version/version: 1.0

DV giiltig ab/valid since: 22.05.2024
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No. | Test Specification Method Result

7 Microbial pu- | Sterile according to Ph. Eur. | ISO 11137 Sterile according to ISO
rity 2.6.1 /IS0 11137 11137

8 Tightness of Tight for at least 5 minutes PV AM0803 Tight for at least 5 minutes

pouches at reduced pressure at reduced pressure
9 Endotoxins nmt 350 IU/unit Turbidimetric-ki- | < 0.2000 IU/unit
netic method (Ph.
Eur. 2.6.14 me-
thod C)
10 Molecular MW =9 - 18 kDa PV GPC_Poly- 15 kDa
mass mere_1
11 Water (Karl- 0.0-1.5% Ph. Eur. 2.5.32 0.3%
Fischer)
Batch complies with specifications and is approved.
Name Function Signature Date
issued: ; 7 i V202
Bealing Eicii Quality Control /%fq__‘ 2 8. NDV.

approved:

Susanne Wichtlhuber

QC Manager

S

28. Nov. 2024

DV erstellt mit/created with: 1.2_4_DV_DV_SOP_Erstellung, Version 1.2, giiltig ab 20.07.2022
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