AEPKABHA CJIY/KBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPI1OY 37079055

BHCHOBOK

Npo SKICTh BBE3eHOro B YKpainy JlikapcbKoro 3acody

06.06.2024 Ne 29258/24/26

I'O3EPEJIIH-BICTA

(HalimenyBaHHA Nikapcbkoro 3acoBy 3riano 3 peccrpauifinuM nocsiaYeHHsM)
iMmianTar mo 3,6 mr no 1 iMmnuianrary y mupuui-anjiikaropi (mnpan-anaikaTop
CKJIAJAETHLCH 3 MOJIMEPHOro Kopuycy 3 TpuMadeM s iMIVIAHTATY, FOJIKH Ta MOPUIHA); 110
1 InpHIy B NAKETHKY PA30M 3 BOJIOIONONIMHAJBHOIO KAICYJ/I0K0; 110 1 maKeTHKY y
KAPTOHHIH na4ui

(dopma BHIYCKY, 103yBaHHS, BHL IAKYBaHHS NiKapchKoro 3acoby)
Howmep peecrpauiiinoro nocsinuenns UA/19791/01/01 crpok aii peecrpauiiinoro nocsiguenns 15.12.2027
Cepis nikapcbkoro 3aco6y Ne 23335035 KinekicTs BBe3cHOrO0 Nikapcskoro 3acoby 1600

BupoGHuK AMB I'M6X, HimeuunHa

(naiimenyBanus supoOHHMKa Jlikapchkoro 3acoly, KpaiHa NoXomKeHHS)

BseseHo B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BIIITIOBIAAJIBHICTIO
"BYCT ®APMA", iaenT. kox: 44107410

(naiiMenyBanns Ta kot 3a CJIPIIOY opuanunoi ocobu abo npissuiie, iM's, no 6arbKobi
Gizuunoi 0cobu - nianpuemus, il Micie npoxusanis Ta peecrpauiinuii Homep o6nikosol
KAPTKH TJIATHUKA nojatkis abo cepis Ta HoMep nacnopra)

IMpoTokon BisyansHoro kontpomo Bia 06.06.2024 Ne 1974/2.

3a pesyiabraTamMM JIEPXKABHOTO KOHTPOMIO BCTAHOBIICHO, 11O nikapebkuii  3aci6  BBeseno B VikpaiHy 3
AOTPHMAHHSIM BHMOT 3aKOHOAABCTBA LLO/10 3abe3neveHHs AKOCTI JIiKapChiX 3acobis.

NCOBIB Tq
***3“\ WHUG kO

Hasanfile) [~ L Muxona XOJIO/IEHKO

(nignue) (iniuiany Ta npizsuiie)




AMB I'm6X
Bipkepdena 11,
JNlouxam, BapHray,

CoC / Ceptudikar BianosBigHOCTI CTopiHka 13 1

GenaB AW QK 33_6.2

Baeapin, 83627,
HimeyuuHa

NiueH3sia Ha BupobHuuTBO N2 DE_BY 04 MIA 2023 0121 (AMW GmbH)

Cepvdikar GMP DE_BY_04_GMP_2024_0040 (AMW GmbH)

HaiiMeHYyBaHHSA NpogykT

FO3EPENIH-BICTA, iMmnnanTaTt no 3,6 Mr

KpaiHa npu3Ha4eHHs

YkpaiHa (UA)

Homep peectpauiiiHoro
noceig4eHHs

UA/19791/01/01

BnacHuk peecTpaudiiiHoro
noceig4eHHs

Mictpan Kenitan MeHnegxmeHT JliMiTeg - 9 Bitmop MaHop Knoys,
KoeeHTpi, AHrnis, CV6 2PH

Cwuna paii / AKTUBHicTb

lozepeniH / 3,6 Mr

Nikapcbka dopma

MonepegHLO HaNOBHEHMIA WMNpUY 3 IMNAAHTaTOM

Kinekicte

7476

Po3Mip i TMN ynakoBkK

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

Homep Cepii 23335035 (P0272AM0802IMP)
[aTa BUroTOBNEHHS 12/2023
TepMiH NpuaaTHOCTI 11/2027

Hazeun, agpecu Ta

Homepa niueHsii Ha
BMpoBHULUTBO BCiX
KOHTPaKTHUX BUPOBHMUKIB i
CTOpPIH AKOCTI

Crepunisauis
CuHepmxki Xeanc AanikeH Ei[xi
Niuensia N2 512357-102649661

XoreHeengwrpacce 6,
JeHikeH, 4658, Lleeiiuapis

Mikpobionori4yHe TecTyBaHHSA

€BpodiHc Bio®apma Mpoaakr TecTiHr
MioHxeH T'M6BX

Niuensia N® DE_BY_04 MIA 2020_0009

PobepT-Koxa-LTtp. 3a,
Mnanerr,baepH, 82152
HiMe4y4unHa

XiMiko-cdapmauesTU4Hi BunpobyBaHHs n/a

n/a

CeptudikaT aHanisy / CoA

WE 23985 lNonepeaHbo HaMoBHEHUA WNPUL, BTOPMHHA YNaKoBKa

KoMeHTapi

Cepis eunyweHo 30 kBiTHA 2024 p.
CepTtudikat GMP DE_BY_04_GMP_2022_0067

LMM s nigTeepaxyio, WO HaBepeHa Buule iHbopMalia € [ocToBipHOK i ToyHolo. LA cepia npogykuii
6yna BWroToBNEHa BK/IIOYAKYN YNAKOBKY / MapkKyBaHHs | MNpoBefeHW 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 BUMpoBHMUTBA, YNakoBKWM Ta aHanisie 6ynu nepernsHyTi i BCTaHOBMEHO BiANOBIAHICTbL
Bumoram GMP

(Aata; Mianuc ynosHoBaxeHoi ocobun)

28.05.2024 Knayc-letep Kpert

/NIQMAUC/ 28.05.2024
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AMB 'm6X

Bipkepdena 11, Nlouxam,

BapHray, baBapis,
83627, HimeyunHa

22 TpasHs 2024

Bepcis 2.0

Ceptudikar aHanisy
FO3EPEJIIH-BICTA, iMmnaaHTaT no 3,6 Mr ingpopmauin
CEPIA: 23335035

(cepis P0272AM0802IMP)

[aTa BurotosneHHsa: 01 rpyaHa 2023
TepMiH npuaaTHOCTI: nucTonag 2027

KoHghigeHyiriHa

CropiHka 132

DV 4 go SOP 6.1 ,Ceptudikat aHanisy (CoA) Mictpan AM0802 aHrniicekown”

sepcisi: 1.0 | nie 3: 22.05.2024
4"4192.168.2.245\Production\LoadDocumentation\aM08024P02722aM0802IMP\PO272AM0B02IMP 23804 ColA Micrpan UA engl 220524.docx
Ne TecT Cneuudikadin MmeTon Pesynbrar
1 Onunc AnnikaTop, ynakoBaHui B | BiayanbHui TecT AnnikaTop, ynakoBaHWi B
repMeTuYHMiA  naket. Annikatop repMeTMYHU nakeT. AnnikaTop
CKNajacTbeA 3 MNacTUKOBOro CKNapjaceTbCcqd 3  MNacTUKOBOro
kopnycy 3  6nokom  TpuMaua Kopnycy 3 6nokom Tpumauda
iMNaHTaTy, KaHtoni Ta NopLUHS. iMNNaHTaTy, KaHwoni Ta MopLUHS.
IMAnaHTaT BWMAHO B TpUMaui IMAnaHTaT BWAHO B TpuMadi
iMAnaHTaTy. iMnnaHTaTy.
Posmipu: poBxuHa 6nusbko 13 mm. PoamMipu: poexuHa 6nmsbko 13
WnpuHa 6amsbko 1,2 MMm. MM, WKnpuHa 6nmsbko 1,2 MM,
OyHKUIOHaNbHICTb: nicns OyHKUiOHaNbHICTb: nicns
npuBedeHHs B A4ilo annikatopa 3 npueedeHHs B Ail0 annikatopa 3
FOfIKW BUXOAWTb HEMOLWKOAXEHUN ronKu BUXOANTb
LUMNIHAPUYHWIA cTpuXeHb Big 6inoro HeMoLKOAXEH Ui 6innia
Ao maixe 6inoro Konbopy. UWNIHAPUYHUIA CTPUKEHD.

2 IneHTudikauia | A) Yac yTtpumysaHHs niky |A) MB AM0802-1 A) Yac YTPUMaHHA niKy

rosepeniHy y BunpobysaHomy
po3uuHi, mpu BEPX nogibHuii go
vacy YTPUMYBaHHSA PO34YUNHY
NOpIiBHAHHA nNi4 Yac aHaniTu4Horo
TectyBaHHA. PisHMUs Rt (cepegHe
3Ha4YeHHA  cTaHAgapTie) Ta Rt
(nepwwii 3pa3ok) He Binblwe 0,2 xB.

B) Yac yTpumyBaHHA  nika
rosepeniHy y BunpobyesaHomy
po3uuHi, mpu BEPX nogibHuii go
vacy YTPUMYBaHHSA PO3YUHY
NOpIiBHAHHA Ni4 4Yac nepesBipkKu
odHopigHocTi. PisHuua Rt (cepegHe
3HaudeHHs ctaHaapTis) Ta Rt (nepwa
Bubipka) He 6inbwe 0,05 xB.

c) Yac  yTpuMyBaHHa  MiKy
ouTOoBOI KMCNOTW Yy BuUNpobysaHoOMy
po3uuHi, mpu BEPX nogibHuii go
vacy YTPUMYBaHHSA pPO34YMHY
NOPIBHAHHSA.

B)PV AM0802_2

C)PV
AMO802_ AueTaT

rosepeniHy y BunpobysaHomy
po34uHi, mpn BEPX noaibuunii go
yacy  YTPUMYBaHHS  PO3YMHY
NOpPiBHAHHA nia vac
aHaniTm4yHoro TECTYBaHHS.
PisHMus Rt (cepenHe 3HayeHHA
ctaHpaptie) Ta Rt (nepwwia
3pasok) + 0,01 xs.

B) Yac YTPUMaHHA niky
rosepeniHy y BunpobysBaHomy
po3uunHi, npu BEPX nogibHuin o
yacy  YTPUMYBaHHA  PO3UMHY
NOPIBHAHHA Nig4 Yac TecTyBaHHA
oAHopigHocTi. PisHuus Rt
(cepepHe 3HauyeHHs cTaHpapTiB)
Ta Rt (nepwwuii 3pasok) = 0,00
XB.

C) Yac YTPUMYBaHHA niky
ouTOoBOI KWUCIOTU y
BUNpobyBaHoMy  pO34YMHI  Mpu
BEPX noAi6Huin oo vacy
YTPUMYBaHHSA PO34YUHY
nopisHAHHA - 0,04 xB.

3 KinbkicHe 3,42 - 3,78 mr/imnnanTaT ne AM0802-1 3,63 mr/iMmnnanTaTt
BU3HAYEHHS (95-105 %) (100,87%)
4 OaHopigHicTb Bianoeigae €sp. ®apM. 2.9.40 PV AM0OB02-2 Bianosigae €ep. ®apmM. 2.9.40
0030BaHUX cepepHiin: 102,12%
oAVHULb s: 2,17%
av: 5,8%

DV erstellt mit/created with: 1.2 4 DV DV SOP Erstellung, Version 1.2, giltig ab 20.07.2022




AMB 'm6X

Bipkepdena 11, Nlouxam,

BapHray, baBapis,
83627, HimeyunHa

25 TpaeHsa 2024

Bepcis 2.0

Ceptudikar aHanisy

FO3EPEJIIH-BICTA, imnaaHTaT no 3,6 Mr
CEPIA: 23335035

(cepisi P0272AM0802IMP)

[aTa BurotosneHHsa: 01 rpyaHa 2023
TepMiH npuaaTHOCTI: nucTonag 2027

KoHghigeHyiriHa
iHpbopmayin

CTopiHKa 232

DV 4 go SOP 6.1 ,Ceptudikat aHanisy (CoA) Mictpan AM0802 aHrniicekown”

Bepcida: 1.0

| nie 3: 26.07.2023:

%A192.168.2.245\Production\ LoadDocumentation\2MOB02\PO2ZT72AMOB02IMP\PO272AMOB02IMP_ 23804 CoA MicTpanm UA engl 220524.docx

N2 Tecrt Cneuudikaudin MmeToq Pesynbrar
5 CynpoBigHi Jomiwka E He 6inbwe 1,0% PV AM0802-1 RRT 0,88: 0,15%
ARMILIKM HecneuudikosaHa aomilka RBT 0,89: 0,11%
(koHa) He 6inble 0,5% BRI 0,91, U 11%
! RRT 0,96: 0,11%
Cyma gomiwok He 6inbwe 4,0% RRT 0,98: 0,21%
RRT 1.06: 0,22%
RRT 1.08: 0,14%
RRT 1.14; 0,21%
RRT 1,18: 0,17%
RRT 1,39: 0,15%
Cyma: 1,61%
6 BueinbHeHHSA BuaHaveHHs KyMynaTUBHOMo PV AM0OB02-3 OdeHb 1:
npenapaTy in BUBINbHEHHA NpenapaTy Ha 1, 3, 10 MiH: 9,7%
vitro i 14 poby mMakc.: 12,1%
OeHb 1: KyMyNAaTMBHE BUBINbHEHHA Henpb 3:
npenapaty He 6inblwe 20%); MiH: 15,3%
Makc.: 16,8%
JdeHb 3: KyMynATUEBHE BUBINbHEHHSA
. OeHb 2 10 go 14:
O/ s
npenapaty He 6inbwe 40%; MiH.: 10,4%
mMak c.: 13,9%
OHi 3 10 go 14: BUBINbHEHHS
npenapaTy He MeHwWwe 0,5%; [JeHb 14:
[leHb 14: cyKynHe BUBINbHEHHSA MiH.: .90'3%0
npenapaTty He MeHLe 65% Makc.: 92,3%
7 MikpobHa CTepunbHUiA 3rigHo €Bp. ®apM. 1SO 11137 CrepunbHuUiA 3rigHo go ISO
uncroTa 2.6.1 /IS0 11137 11137
8 FepMeTUUHICTE FepMeTUYHO He MeHLWwe 5 XBUAWH PV AMO802 FepMeTUUYHO He MeHWwe 5 XxBUnIKWH
nakeTis MpW 3HWKEHOMY TUCKY MpW 3HMXKEHOMY TUCKY
9 EHAOTOKCUHHK He 6inbwe 350 MO/og Typb6igiMmeTpuko- < 0,0250 MO/og
KIHETUYHWIA MeToq,
(Eep. ®apm. 2.6.14
metog C)
10 | MonekynspHa 10 - 17 kOa 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 cneundikauiaMm i cxeaneHa.
Bepcis 2 CoA 6yna BMAaaHa Yyepes3 dopManbHy aganTauito wabnony.
IM'a Mocapa Mignwuc Oara
BMAAHWUNA: .
TaynisaCine KoHTponb sKOCTi nmgnmc 23 TpaBHA 2024
3aTBepaXeHOo: KepisHuk Bigainy
LokTtop AHapea Bapu KOHTPOMIO SKOCTI HIARC 23 TpaBHA 204

DV erstellt mit/created with:

1.2 4 DV DV SOP Erstellung, Version 1.2, gultig ab 20.07.2022




AMW GmbH
Birkerfeld 11
Lochham, Warngau,

Chargen - Zertifikat (CoC / Certificate of

Seite/page 1 von/of 1

Compliance)

i m
geméiB AW QK 33, 6.2 Version 3 (formal

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 3,6 mg /
Goserelin-Vista, implants 3.6 mg

Zielland bzw. -lander/
Destination Country/countries

Ukraine(UA) / Ukraine(UA)

Zulassungsnummer /
MA-Number

UA/19791/01/01

Zulassungsinhaber /
Marketing authorization holder

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

Starke der Arzneiform/
Strength Potency

Goserelin 3.6 mg / Goserelin 3.6 mg

Darreichungsform /
Dosage Form

Fertigspritze mit Implantat / Implant in pre-filled syringe

Anzahl / Amount

7476

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-absorbant capsule; 1 bag in a cardboard
pack

Chargenbezeichnung /
Batch Number

23335035 (P0272AM0802IMP)

Herstelldatum / pate of 12/2023
manufacture
Haltbar bis / Expiry Date 11/2027

Name, Adresse und
Herstellerlaubnisnummer
von Lohnherstellern oder
Lohnpriifern /

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

Hogenweidstrasse 6 - CH

Bestrahlung/ Irradiation
4658 Daniken

Synergy Health Daniken 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 23985 Fertigspritze, sekundarverpackt / pre-filled syringe,
secondary packed

Bemerkungen / further
comments

Batch initially released April 30, 2024
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)

&@/ oA LR 05 .28%8

28.05.2024 Klaus-Peter Kreth

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




AMW GmbH
Birkerfeld 11, - - Confidential
Lochham, Wamgau, Certificate of analysis P ERERISI
Bavaria, 83627,
Germany
22. May 2024 Goserelin-Vista 3.6 mg implant
§Fretar B3 BATCH: 23335035
‘ (Batch P0272AM0802IMP) Page Liof 3
Manufacturing Date: 01. December 2023
Expiry date: November 2027

DV 4 zu SOP 6.1 ,,CoA Mistral AM0802 english"

DV Version/version: 1.0

DV gliltig ab/valid since: 22.05.2024

\\192.168.2,245\Produktion\Chargendokumentation\AM0802\P0272AMOB02IMP\PO272AMOB02IMP_23804_CoA_Mistral_UA_engl_220524_V20.docx

time of the goserelin sig-
nal in the test solution
complies with that of the
reference solution during
assay testing. Difference
Rt (Mean of standards)
and Rt (First Sample)
nmt 0.2 min.

B) The HPLC retention
time of the goserelin sig-
nal in the test solution
complies with that of the
reference solution during
uniformity testing. Differ-
ence Rt (Mean of stand-
ards) and Rt (First Sam-
ple) nmt 0.05 min.

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

B) PV AM0802_2

C) PV AM0802_Acetat

No. Test Specification Method Result

1 Appearance An applicator, packed in Visual test An applicator, packed in a
a sealed bag. The appli- sealed bag. The applicator
cator consists of a plastic consists of a plastic hous-
housing with an implant ing with an implant holder
holder unit, a cannula, unit, a cannula, and a
and a mandrin. mandrin.
The implant is visible in The implant is visible in
the implant holder. the implant holder.
Dimensions: Length Dimensions: Length about
about 13 mm. Width 13 mm. Width about 1.2
about 1.2 mm. mm.
Functionality: following Functionality: following
actuation of the actuation of the applicator,
applicator, an intact, an intact, white cylindrical
white to off-white rod is ejected from the
cylindrical rod is ejected needle.
from the needle.

2 Identity A) The HPLC retention A) PV AM0802_1 A) The HPLC retention

time of the goserelin signal
in the test solution com-
plies with that of the refer-
ence solution during assay
testing. Difference Rt
(Mean of standards) and
Rt (First Sample)

+ 0.01 min.

B) The HPLC retention
time of the goserelin signal
in the test solution com-
plies with that of the refer-
ence solution during uni-
formity testing. Difference
Rt (Mean of standards)
and Rt (First Sample)

+ 0.00 min.

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

- 0.04 min

DV erstellt mit/created with: 1,.2_4_DV_DV_SOP_Erstellung, Version 1.2, glltig ab 20.07.2022




AMW GmbH
Birkerfeld 11, i . Confidential
Lochhisim, Wartigss, Certificate of analysis Caforating
Bavaria, 83627,
Germany
22. May 2024 Goserelin-Vista 3.6 mg implant
Gaalion: 55 BATCH: 23335035
ersion 2.
(Batch P0272AM0802IMP) Fage &t
Manufacturing Date: 01. December 2023
Expiry date: November 2027
DV 4 zu SOP 6.1 ,CoA Mistral AM0O802 english"
DV Version/version: 1.0 DV glltig ab/valid since: 22.05.2024
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No. | Test Specification Method Result
3 Assay 3.42 - 3.78 mg/implant PV AM0802_1 3.63 mg/implant
(95-105 %)
(100.87%)
4 Uniformity of | Complies with Ph. Eur. PV AM0802_2 Complies with Ph. Eur.
content 2.9.40 2.9.40
average: 102.12%
s:2.17%
av: 5.8%
5 Related Impurity E nmt 1.0 % | PV AM0B02 1 RRT 0.88: 0.15%
substances ; ; RRT 0.89: 0.11%
Unspecified imp. (each) RRT 0.91: 0.14%
nmt 0.5 % RRT 0.96: 0.11%
RRT 0.98: 0.21%
Sum of all impurities RRT 1.06: 0.22%
nmt 4.0 % RRT 1.08: 0.14%
RRT 1.14: 0.21%
RRT 1.18: 0.17%
RRT 1.39: 0.15%
Sum: 1.61%
6 In-vitro drug | Determination of the cu- | PV AM0802_3 Day 1:
release mulative drug release on min: 9.7%
days 1, 3, 10 and 14 max: 12.1%
Day 1: cumulative drug Day 3:
release nmt 20 % ;
min: 15.3%
Day 3: cumulative drug max: 16.8%
O/ s
release nmt 40 %; Day 10 to 14:
Days 10 to 14: drug re- min: 10.4%
lease nlt 0.5 %:; max: 13.9%
Day 14: cumulative drug Day 14:
release nlt 65 % min: 90.3%
max: 92.3%

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




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

22. May 2024

Version 2.0

Certificate of analysis

Goserelin-Vista 3.6 mg implant

BATCH: 23335035
(Batch P0272AM0802IMP)

Manufacturing Date: 01. December 2023
Expiry date: November 2027

Confidential
information

Page 3 of 3

DV 4 zu SOP 6.1 ,CoA Mistral AM0802 english"

DV Version/version: 1.0

DV gliltig ab/valid since: 22.05.2024
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pouches

tes at reduced pressure

No. | Test Specification Method Result

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

8 Tightness of Tight for at least 5 minu- | PV AM0802 Tight for at least 5 minutes

at reduced pressure

9 Endotoxins

nmt 350 IU/units

Turbidimetric-kinetic
method (Ph. Eur.
2.6.14 method C)

< 0.0250 IU/units

Fischer)

10 Molecular 10 - 17 kDa PV GPC_Polymere_1 16 kDa
mass
11 Water (Karl- 0.0=1.5% Ph. Eur. 2.5.32 0.2%

Batch complies with specifications and is approved.

Version 2 of the CoA was issued due to a formal adaptation of the template.

Name Function Signature Date
issued: : _ B s i
Paulina Siede Quality Control /’//;’ £, MAI 2024

approved:
Dr. Andrea Bartsch

Teamlead QC
Operations

DV erstellt mit/created with: 1.2_4_DV_DV_SOP_Erstellung, Version 1.2, giiltig ab 20,07.2022
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