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11, | Hasea, anpeca n Homep niuensii BHpOOHKKA, | AMB I'm6X
BIINOBIIATIEHOTO 33 BUILYCK cepiit bipkepdenn 11, 83627 Bapuray, bapapis, HiMeuuuna
Homep niuensii Ha BHpoOHIITEO
DE BY 04 MIA 2021 0049
12. | Homep ceprudikary HIII BupoGunka, ]
BiIOBI /i HOrO 34 BHITyCK Cepif Ceprudixar Ne DE BY_04_GMP_2021 0080
13. | Pesynbratu ananizy

JUB. TabNULO HIXKYE

DX cu k055

25 p7 254




CZ2-Internal

AMB I'm6X Cropinka2 3 4

[B)]_%I;%%egipliljay Ceprudikar ananizy Ne

YHHHM{ 3: 15.05.2017 Bepcia: 2.0

PesyastaTh aHamizy
LlapameTp. 1o HonycTumi mexi Pesynpratu
KOHTPOMIIETECS

(@305 (] Oinpunr  — amrikarop cknagaetbes 3 Bianogixae
MONMEPHOTO  KOpIycy 3 Tpumadem [y | Llmpun — AILTIKATOP CKNAfacThes 3
IMILTAHTATY, FOJIKH T4 MOPIIHA, NONIMEPHOr0 KOPITYCY 3 TpHUMAadem
[Imatouky  iMnmanrary UM HAPHIHOT | ans IMIITTAHTATY, TOMKM Ta MOPHIH,
dopmu Bim Ginoro mo wMaike Oimoro | Ilmatowuky iMILIaHTaTY
KOMBOpY  posmimieni B nomimepHoMy | nmmimmprunoi dopmu Ginoro
KOPITYCi LIIPHUA - AITIKATOPA 3 TPEMAYEM. KONBOPY po3MillieHi B noniMepHOMY
IMnanTar  puzMmuii  y  TpuMmaui mna | kopnyei IMpHNa - amikatopa 3
iMmanTary. TpuMadem. IMiaHTar BuanMmuii y
Poamipu: TpUMadi 1/ IMITIaHTAaTY.

JoBxHHa Gn3bko 13 MM Poamipu:
Ulnpuna 6mi3exo 1,2 MM HopxuHa 6nu3bk0 13 MM
HInpuu-amtikatop sanakosannii pasoMm 3 Mupnra Gauseko 1,2 MM
BONOTO  MOIMMHAIOHNOK  xancyliow  y | Ulnpun-awikatop  3anakosammit
MAKETHK. pasoM 3 BONOTO NOMNHHAIOYOO
QyHKUIOHANBHICTE: TiCNS NpHBEJEHHA B KaICyJIOK ¥ HTAKEeTHK.
JUIO ATUTIKATOPA, HEYIIKOMKEHHH CTPHKEHE DyHKHiIOHANBHICTE: mTichs
Bix OGinoro po wmalixke 6Gizoro KONBOPY | IPUBEHCHHA B IO anmxaropa,
BHINTOEXYETECS 3 [OJIKH. HEYLIKOJKEHUH CTPHAKEH Bif
Giroro o maitxe Ginoro konpopy
BHIUTOBXYETECS 3 TOMKH.
Lnenmdikanin Bianosinaec
(BEPX) A. Yac ytpumanns miky rozepeminy ma | A. Uac YTPUMaHHA ITiKy ro3epeniny

XpoMarorpami BHIPOGOBYBAHOIO PO3IUHHY
MOBHHEH BiAANOBIAATH 4acy yTPUMAHHS iKY
rosepeainy Ha XpoMarorpami
PeQepeHTHOrO PO3UMHY nig ¥ac aHaizy Ha
BH3HAUYSHHS CKIamy.

B. Hac yrpumanus mixy rozepeniHy Ha
xpOMaTorpaMi BﬂnpOGOByBaHoro PO3YUHY
OBHHEH Bi/INOBiATH Yacy YTpUMaHHS 1iKy
ro3epeniny Ha XpoMaTorpami
pedepenTHOro PO3UUHY MiA uac aHadisy Ha
BU3HAYEHHS ORHOPIIHOCTI

C. Yac yTpuManua MKy OLTOBOT KHCIOTY Ha
XpoMarorpami BnnpOGOByBaHoro PO3HHHY
NOBHHEH BIANOBIJATH Yacy yTpHUMaHHS Ky
ONTOBOT ~ KMCJIOTM  Ha  XpoOMaToTpami
pediepeHTHOTO PO3UHHY

Ha XpoMarorpami
BHIIPOGOBYBAHOTO pO3uMHy
BIANOBIZIa€ Yacy yTPUMAHES MKy
rozepeliny Ha XpoMarorpami
pedepeHTHOTO PO3UMKY T yac
RHANI3Y HA BH3HAYCHHA CKNAjy.

B. Hac yTpumanus niky rosepeniny
Ha XpoMarorpami
BHIPOOOBYBAHOT'O POIUHHY
BIZIIOBIZIAC YACY Y TPUMAHHS iKYy
rO3epeniHy Ha XpoMarorpami
peepenTHOre pozunny mig Tac
aHaN3y HA BUIHAYEHHA
OIHOPITHOCTI.

C. Yac yTpUMaHHA MKy oLTOBOT
KHCTIOTH Ha XPOMATOrpami
BHIPOOOBYBAHOTO PO3YHHY
BIATIOBIAGE “ACY YTPHMAHHS TTiKy
OLITOBOI KHCJIOTH Ha XpOMATOrpaMi
pefbepeH A!hs-..

OnHopianicTs
JNO30BAHUX OIMHHIE

Bignosinae Bumoram €ep. dapm. 2.9.40

Monexynapra Maca

Monexynsapua maca: 10-17 x/Ta

Bona

He 6ineme 1,5 %
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0,2 %

["epmeTnuHicT [epmernannii xoua 6 BIponosX 5 Xeunuu B | Bignosijac

YMOBaX 3HMIKEHOro THCKY ['epmeTHuHuii x04a 6 BupomoBkK 5

XBHJIHH B YMOBaX 3HWKEHOID THCKY

BHBincHeHHS Brsuauendna xyMynsTHBHOTO BHBINBHeHHs | Binmosinae

TKAPCHKOro 3acoly in nikapcekoro zacoby wa 1, 3, 10 ta 14 auis.

vitro (47° C)

Henn 1: He Oineme 20 %
KYMYJATHBHOTO
BHUBUILHCHHA
nixapcekoroe 3acoly
Henn 3: He Olmeme 40 %
KYyMYIISTHBHOIO
BUBINEHEHHS
TiKAPCHKOTO 3aco0y
Huiz 10 no 14: we menmme 0,5 %
BUBUTEHEHH S
JIKApCEKOTD 3acofy
Henr 14: He MeHHmE 65 %
KYMYJISITHBHOTO
BUBIEHEHNH

Jlikapchkoro 3acofy

Hens 1:
He Oinplue 12,9 %

Hens 3:
He Oinple 17,8 %

Jui 3 10-14:
He MeHie 9,1 %

Hens 14;
He MeHIne 94,3 %

Kinexicue BuzHaueHHs
(BEPX)

3,42 - 3,78 mr/iMnmanTar

(95,0 - 105,0 %)

Binmoeinae

CepenHe:

3,61 mr/iMonantar (100,38 %)
Min:

3,61 Mr/immutanTart (100,19 %)
Maxkc:

3,62 mr/imnmanTar (100,58 %)

CynyTtHi
(BEPX)
Jlomiuka E
Herusnayeni
{xoxHa)
Cyma ycix nomimox

AOMIIIKH

AOMIIIKKH

He Oinpwre 1,0 %
He Oinsie 0,5 %

He binbiue 4,0 %

Binnosigae

Hominmka B

He 6intiue 0,5 %
Hepuznageni poMiuxu;
BYY (igHocHui Tac yTpuMaHHs)
0,27: 0,15 %

BUV (,88: 0,25 %

BUVY 0,89: 0,18 %

BUY 0,98: 0,20 %

BYVY 1,05: 0,25 %

BYY 1,08: 0,11 %

BUY 1,13: 0,23 %

BYY 1,17: 0,18 %

CymMa ycix gomimrox: 1,55 %

BakrepiansHi He Oinewre 350 MO/iMnnanTat Binmnosinae
CHAOTOKCHHHI He binemre 0,25 MO/iMmnanTar
CrepunsHiCTS Mae 6yTH crepubaaM
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14. 3asa moao ceprdikarmii LxM miATEEPIKYIO, L0 BUILEBHKIAAEHA ingopmaris
aeTeHTH4Ha i BipHa. [laHa cepid npenapary BupoGnena
(BK/IIOYAIOYH YTIAKOBKY / MAPKYBaHHS Ta KOHTPOJIb
SIKOCTI} BHIIIEBKA3aHUM BUPOOHHKOM y MOBHI#
BignosigHocTi 3 BuMoramu GMP nokansHoro
PeryngTOpHOTO OpraHy Ta 40 3aTBED/KEHHX
crieundikanii 10 peecTpaliliHoOro NOCRi(MEHH KpaiHu-
iMnoprepa. JlokyMeHTallis 3 BAPOGHHUIITRA Cepil,
MaKyBaHHs T4 TeCTYBAHHS NepeBipeHa, Ta BCTAHOBIEHA
i BigmoBiAHICTE BUMOoTaM GMP.
IS, Komenrapi
H/3
16. IM'a Ta ocapa ocobu, BiamosinaieHot 32 | JIp. Kiaye Kpex
BUITYCK cepii B 0Dir YnoeHoBaxeHa 0co0a 3 akocTi
17. Ilianuc ocobu, nignoeizaneHoi 3a Bumyck | /mimnue/
cepil B obir
18. Hara nigmnucy 16.05.2023
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1. Name of product/ Hassa npoayxty |Goserelin Zantiva / Tosepeniy 3eHTisa
2. Country of the manufacturer/ Germany
KpaiHa saupobHuuTea HiMeuuuHa
3. Registration certificate number in NeUA/15570/01/01
Ukraine/ Homep peecTpauifiHoro
cepTudikary 8 YkpaiHi
4, Strength/ Cuna aif Goserelin 3,6 mg
lo3epenid 3,6 mr
5. Pharmaceutical form/ Nikapcska implant
dopmMa :
iMnaaHTaT
6. Size and type of the package/ 1 implant in syringe applicatbr (syringe applicator consists of
PO3Mip Ta TN ynakoekw polymeric barrel with holder for implant, needle and
plunger); 1 syringe in package; 1 package in carton box.
Mo 1 iMnnanTaTy v wnpudi-annikatopi (wnpuy-annikaTtop
CKNAOaETLCA 3 NOMIMEPHOTO KOPNYCY 3 TEMMadYeM Ans
iMNNaHTaTy, ronKu Ta NOPWHA}, NO 1 WNPULY 8 nakeTwky; 1
NAKETUKY ¥y KapTOHHIA nayui.
7. Batch number/ Homep cepii 23038002 (PO239AMOB0O2IMP)
Batch size / Poamip cepii 7914 packs/yn.
8. Product code/Koa npoaykty ART459
S. Manufacturing date / JaTta 07.02.2023
BMPoBHKUTEA
10. |Expiry date/ flaTa 3aKiH4YeHHR 01/2027
Tepminy aii
11. [Name, address and manufacturing } AMW GmbH
license number for site, responsible
for batch release / Ha3sa, aapeca w AMB TmBX
HOMep fiueHsii sBupobHuka, Birkerfeld 11, 83627 warngau, Bayern Germany
BiiNOBIAABHOIO 38 BMNYCK CEpIR ‘ . )
A A y P bipkepdena 11, 83627 BapHray, Bapapin, HimeuyvnHa
Manufacturing license number N¢
DE_BY_04_MIA_2021_0049
Homep niuensii Ha BUPOGBHMUTED
DE_BY_04_MIA_2021_0049
12. | GMP certificate number of Certificate No DE_BY_04_GMp_2021_0080
manufacturer responsible for batch
release/ Homep ceptudikarty HNA
BMpobHUKa, BiANOBIAANLHOrO 3a
BUNYCK Cepii
13. |Results of analysis/ Peaynwratu See table below/ fus, Taﬁnwu

aHanisy

33_6.2_QK_1D_DV_COA_AMOBOZIMP_UA., Version 1.0, gultig ab 15.05.2017
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Parameter tested Acceptance limits Results
Dapametp, wo onyCtumi mexi Peaynuraim
KOHTROAIDETLCA
Appearance Syringe applicator consists of polymeric barrel with Passes test
0 holder for implant, needle and plunger.
White to off white implant, cylindricat in shape, is c:;;:léeo?pg;cz;c:;c
released after pushing the plunger of the applicator, barrel with Eoléer for
Implant is visible in holder for implant. implant, needle and
Dirnensions: plunger.
approximate 13 mm in length White to off white
, A implant, cylindrical in
approximate 1,2 mm in width shape, is released after
Syringe applicator is packed together with moisture pushing the plunger of
absorbing capsule., the applicator. Implant
) ) . ’ . Is visible In holder for
Functionality: following actuation of the applicator, an implant.
intact, white to off white cylindrical rod is ejected from
the cannula. Dimensions:
Wrpuit - annikaTop cknapaeTben 3 NOAIMEPHOro approximate 13 mm in
Keprycy 3 TpuMades ans iMnaaHTaTty, ronky Ta length
nopuwHA. approximate 1,2 mm
tLiMaTouKm IMNNaHTaTY UMAIHAPUYHOT hopMK Big Binoro In width
Ac Maﬁ?ce Ginaro KO/1bDPY PO3IMILLEHI B NoniMepHOMy Syringe applicator is
Kopriyci wnpuya - annikaTopa 3 TpumaseM. Imnnaktar packed together with
BUAWMUI Y ThumMaui ans iMnnauTary. moisture absorbing
Po3smipu: capsule,
LoBXMHA 6Nrabko 13 MM Functionality: following
actuation of the
WnpuHa 6amanko 1,2 Mm applicator, an intact,
LWinpuu-~-annikaTop 3anakosanuii pasoMm 3 sonoro white to off white
NOrMUHAIH0I0 KaNCyNoilo ¥ NaKeTuK. cylindrical rod Is
ejected from the
PYHKUIOHANLHICTL: MHCAA NpUBEAEHHS B Al0 cannula,
anNiKaTopa, HeyWKOAKER Wi Crpuxeds gig 6inoro go
Maiixe Ginoro xonsopy BUWITOBXYETHCS 3 TOAKK
Identification A. Retention time of goserelin peak on the Pass tests
chromatogram of tested solution should correspond to . .
{HPLC}) retention time of goserelin peak on the chromatogram | ™ Retl?ntlon 'Elrnetc;]f
LaeHTugikaujg of reference solution during assay testing. goserelin peak on the
chromatogram of
E B. Retention time of goserelin peak on the tested solution should
{BEPX) g

chromatogram of tested solution should correspond to
retention time of goserelin peak on the chromatogram
of reference solution during uniformity testing,

C. Retention time of peak of acetic acid on the
chromatogram of tested solution should correspond to
retention time of peak of acetic acid of reference
solution.

A. Yac yTprMaHHa niky rosepenity Ha xpomartorpand.
BMNPoBOBYSAHOTO PO3UMHY NOBMHEH BIANOBIAATYH Kb
YTOMMAHHA NiKY rasepenidy Ha xpoMaTorpami
pedepeHTHOro Po3YMHY Nig Yac auHanisy Ha
BU3IHAYEHHA cKnaay.

correspond (o retention
time of goserelin peak
on the chromatogram
of reference solution
during assay testing.

B. Retention time of
Syp 6 k on the
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B, Yac ytpumanns niky rosepenivy Ha XpoMarTorpami
BUMPOGOBYBAHOrO POIHUHY NOBUHEH BIANOBIAATH Hacy
YTPUMaHHA niky rosepenivy Ha xpomarorpami
peepeHTHOro PO3HMHY Nig uac adanisy Ha
BHU3HAYEHHA oAHOpPIAHOCTI

C. Yac yTpuMaHHA niky ouToBO| KMCAOTH Ha
Xpomatorpami sunpoBosyeaHoro PO3YKUHY NoBUHEH
BIANOBIAATK Yacy yTpUMaHHA niKy ouTeBoi KMCAOTKH Ha
XpomaTorpami pedepenHTHOrO posumHy.

of reference solution
during uniformity
testing.

C. Retention time of
peak of acetic acid on
the chromatogram of
tested solution should

correspond to retention
time of peak of acetic
acid of reference

sofution.
Uniformity of dosage | Complies with the requirements of Ph. Fur. 2.9.40 Passes test
units Binnoeigae sumoras Epp, Gapu, 2.9.4)
OaHopianicTs Complies with Ph. Eur.
A030BaHWX OANHWLIL 2.9.40
Molecylar mass Molecular mass: 10-17 kDa Passes test
Monekynapya maca Monekynapua Maca: 10-17 kfa
Molecular mass: 14
kDa
Water Not more 1.5 % Passes test
Boga He Ginbie 1,5 %
0.2 %
Tightness Tight at least within 5 minutes at reducad pressure Passes test
r . 6 5 x Tight at least within 5
{epMeTHYHICT, 3epMe;uugMTu :oqa BNPOJORXK BUAWH B YyMOBAX minutes at reduced
HUXEHOrD TUCKY pressure
In vitro drug release | Determination of the cumulative drug release on days Passes test
47° Q) 1, 3,10 and 14
BueinpHenun BU3HAUEHHA KYMYNATUEHOIO BUBIBHEHHS NiK&pCBKOro
DixapcpKorg 3acoby in  |3acoby Ha 1, 3, 10 Ta 14 auin.
vitro {47° C)

Day 1: Not more than 20 % of cumulative
drug release
1: He Ginbite 20 % KyMynATUBHOrO
AeHe 1: BMBINLHEHHA NiKapcakoro 3aceby
Day 3: Not more than 40 % of cumulative
drug refease
Nenb 3 He Ginble 40 % KyMynaTUBHOrG

BUBIIBEHEHHA NiKapcbKoro 3acoby

Aenb 14:

Days from 10  Not less than 0.5 % of drug release

to 14:
LA 3 10 Ao He MeHwe 0,5 % eusinbredHs
‘14 nikapceKoro sacoby
Day 14: Not less than 65 % of cumulative dg
. release
He MeHwe 65 % kymynaTuBHoro A

8UBINbHEHHA NikapchKoro zacob

Day 1:
amt: 12,9 %

Day 3:
nmt: 17.8 %

Day 10 to 14:
nit: 9.1 %
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Assay (HPLC)
KingkicHe pusnausHun
(BEPX}

3,42 - 3,78 mg/implant (95 - 105 %)
3,42 - 3,78 Mr/iMnnantar (95 - 105 %)

Passes test

Average:
3.61 mg/implant

(100.38 %)
min: 3.61 mg/implant
(100.19 %)
max: 3.62 mag/implant
(100.58 %)

Not mate than 1.0 % /ue 6inswe 1,0 %

Not more than 0.5 % / He 6Ginblue 0,5 %

Not more than 4.0 % / He 6inkwe 4,0%

Passes test

Impurity E not more
than 0.5 %

unidentified impurities:

RRT 0.27: 0.15%
RRT D.88: 0.25%
RRT 0.89: 0.18%
RRT 0.98: 0.20%
RRT 1.05: 0.25%

RRT 1.08: 0.11%

RRT 1.13: 0.23%
RRT 1.17: 0.18%

Sum of all Impurities:
1.55 %

Not more than 350 IU/implant
He Binviue 350 MO/imnnanrar

Passes test

nmt 0,25 IU/implant

Should be sterile

Mae ByTu cTepunbHM

Sterile
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14,

Certification statement/

3ansa wopo cepTudikauil

! hereby certify that the above information is authentic and
accurate, This batch of product has been manufactured,
inciuding packaging/labeling and quality control at the abave
mentioned site(s) in full compliance with the GMP
requirements of the local Regutatory 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.

Ll NIATBEPAKYIC, WO BEVILEBNKNAAEHD IHQopMaLin
aBTEHTWYHR | BipHa. [JaHa cepin npenapary BUpobneda
(BKIOHSIOUN YNAKOBKY / MAPKYBAHHRA TA KOKTPOAb AKOCTi})
BMiLl@BKA3aHNM BAPCOGHMKOM ¥ NOBHIA BiANOBIgHOCTI 3
BMMOTaMn GMP fiOKansHOro peErynsTopHoOre oprady ta A0
33TBEPAMEHMX Cneundixadii Ao peecTpayilHoro NOCBIAYEHHA
KpaiHu-iMnoprepa. JoxymeHrauia 3 BupabruuTea cepii,
NAKYBAHHA Ta TECTYBAHHA NEpeBipeHa, Ta BCTaHOBAEHE 1
BIANOBIAHICTL BMMOraM GMP,

15,

Comments/ KomenTapi

A - (A

16.

Name and pasition/title of
person authorizing the batch
release/ IM'A Ta nocaga ocoby,
BiNOBIAaNLHO! 32 Bunyck cepii B
obir

Dr. Klaus Kreth

Qualified person / YnoBHOBameHa ocoba 3 AKOCTI

17.

Signature of person authorizing
the batch release/ lianuc ocobu,
signosigansHol 33 BUNYyCK cepii B
0bir

et

18.

Date of signature/ Aara nignucy

16/05/2023




