IPSEN PHARMA BIOTECH / INCEH ®APMA BIOTEK

Number of manufacturing auiorisation / : * ]
Homep nozeony na supoSunurso: 2022_218_t_2 i p 5 E N
Parc d'activitds du Pisteau de Signes — Chemin départemental n® 402 :
83870 SIGNES. France

[apk a'axrisite Mo Mnaro ne Cisie nenapraventcrka fopora Ned02

83870 CIHb, dpanuis

Phane / Tenedon - +33 (D)4 94 1076 76 N

Fax /dake :+33(04 94 107693

CERTIFICATE OF ANALYSIS AND COMPLIANCE § CEPTHOIKAT AHATISY TA BIUTOBIAHOCTI

314776-FOR / V8.0

Specification reference / TTocunanua na enenndixauio: E

Material code / Kox matepiany: 1028614 Baich number / Ne cepil: A72909
Product name / Hazea nponyxty: DIPHERELINE® 22,5MG {FLCN UA / DHOEPENIHS 22,5 MIT | &)1 UA
Registration number / HoMep peccrpaniiinors noceinve:nn: UA/9454/01/02

Strengih / Potency / Cnna ait / AkTranicTs: Triptorelin 22,5 mg/ Tpunropenia 22,5 Mr

Name of the preduct and Dosage form / Hassa npoayxTy Ta tixapeska fopma: DIPHERELINE® 22,5 mg powder and
solvent for suspension for injection, prolonged release form / JJMOEPENHH®, nopowok mo 22,5 M Ta POIYMHHKK L8
cycienit Ans in' cxuifl NPOAOHFOBAHOTO BHUBINLHEHHA

Package size and type / Poimip Ta Titnt ynaxosku: | vial of powder (packed with an ampoule of 2 ml solvent and a blister
with 1 syringe and 2 needtes in each in a cardboard box) / | §a2xCH 2 OPOIKOM (8 KOMILIEKT] 3 pOFLHMHHKOM N0 2 MIT B aMmyai,
WNpRUOM AAA ONHOPA30BOTO BHKCPHCTAKHA T3 ABOMA rofkamu (B Grictepniit ynaxkoeui) B kaptounifi kopoBui)
Manufacturing date / lata supoSunursa 1 02.03.2023

Expiry date/ lara jaxinvenus vepminy npagatuocri: 28.62.2026

Batch size / Poamip cepii : 100 packs /ynakosox

TESTS/ SPECIFICATION/ RESULTS/
NOKAIHHKH CHEHHDIKALIIA PEIVJILTATH
White to slightly yellow lyophilized cake in a
FOWDER/ TOPOIIOK brown glass vial and dark green plastic Flip-
of{™ cover, passed /
1.  Appearance / Cnne Nioginizosana Maca Bix Ginoro 1o 3merka sidnosinae

KOBTOrO KOALOPY ¥ dnakoHi 3 kopuuresoro
CHIG | IUIACTHKOBOIO KPHLIKOMO THMY Flip-off™
TEMHO 3ENCHOTO KONBOPY

. Spoi for sample correspond to those of reference
IDENTIF!FATIOIF L IHEHT!&&;K;\H!H standard will?respect to Rf value
2. Triptorelin identity by TLC/ OcuopHa RAAMA Ha xpomoTorpami posunsy | passed / sinnosigae
InenTndixauin -rpuntopeainy (TILX) Ipasky  BiOnosimae ocwommifl  nnami  ua
XpOMOTOTpaMi €TANONHOTO PO3MMHY  LUOMO
suayenHa Rf

Major peak for sample correspond to that of
reference standard with respect to elution time
and shape. passed /
Ocroenuidi nik wna sunpoSopysatoro poauuuy Bianosinae
32 UaCOM €NIo0BAHHA Ta QopMol0 BiANOBIRAL
OCHOBHOMY NiKy [UTA CTEHAAPTY,

3, Triptorelin identity (HPLC) /
InesTrdixauin -rpuntopesiny (BEPX)

4.  Assay tests / KinskicHe puinauenna

Triptorelin assay (HPLC) / - 1puiropeniny 95-105 % 190
(BEPX)
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IPSEN PHARMA BIOTECH / ITICEH DAPMA BIOTEK

Number of manufacturing autorisation / »

Hosep notsony Ha pupoGuuurse: 2022_218 |2 E p S E N
Parc d’activités du Platea de Signes - Chemin départemental n* 402 . ; &

83870 SIGNES, France

Mapk o’akTinire Ao Mnato pe CiMb nemapTaMeHTChka zopora Nvd(2

83870 CiHb, $panuiz

Phone / Teaedos : +33 (004 94 1076 76

Fax f Daxc ' +33 ()4 94 1076 93

CERTIFICATE OF ANALY SIS AND COMPLIANCE / CEPTHOIKAT AHANIZY TA BIATIOBIIHOCT!

314776-FOR / V8.0
Specification reference / [locunannn na cneundixauiro: E

Material code / Ilox mavepiany: 1028614 Batch number / Ne cepil: A72909
Preduct name / Haspa npoayrry: DIPHERELINE® 22,5MG 1FLCN UA / JIMDEPEMIH® 22,5 MT™ 1| ©J1 UA
Registration number / Homep peectpaitinere mocsindennn: UA/9454/01/02

Strength / Potency / Cuna nif / Axrnsuicts: Triptorelin 22,5 mg/ Tpuntopenin 22,5 Mr

Name of the product and Dosage form / Ha3sa nponysxTy 1a nikapebka dopma: DIPHERELINE® 22,5 myg powder and
sofvent for suspension for injection, prolonged retease form / AUGEPEJIH®, nopowok no 22,5 Mr va posuHuRHK AnA
cycneHsif juia i1’ exuiil npo1oHrosaHOTo BUBINEHEHHA

Package size and type / Peamip Ta Tin ynawosku: 1 vial of powder (packed with an ampoule of 2 ml solvent and z blister
with 1 syringe and 2 needies in each in a cardboard box)/ | dnaxou 3 NOPOLIKOM (B KOMANEKTI 3 PO3YHHHMKOM 110 2 MAI B amayni,
LWIOPKLOM 118 OFHOPAIOBOrO BHKOPHCTAHHA Ta ABOMA ronkamu (B Gnictephill ynaxorui) B xapronuii xopobui)
Mznufacturing date / lava supoGunursa :  02.03.2023

Expiry date / laTa 3axinueuun Tepminy npupatuoeTi; 28.02.2026

Batch size / Poamip cepit : 100 packs /ynaxopor

TESTS/ SPECIFICATICON/ RESULTS /
fIOKAIHHKH CNEUHOIKALLA PEIVIILTATH
L passed / passed /
5. Uniformity of dosage units / Opnepianicrs einnopinac Binnosisae
A0I0BAHKHX OQMHIIUL
6. Related substances / Cynposiani gomiwikn
Triptorelin Free acid impurity / - tpuntopeniny <05 % 0.2
BifbHA KMCAOTA
<05 % 0.2
Any other individual impurity / - Gyab-aKa ina
iHAHBIAYanbHA OOMilIKa 3.0 % 0.4
Total impurities /- 3aransha KinbxicTs foMimox
7. Water content / BmicT poan <20% 0.1
8. In vitro dissolution / Polusenns in-vitro
| hours / | ronuna: 23 -43 % 4
24 hours / 24 ronnuu: 44 - 64 % 51
72 hours / 72 roannu: 44 — 64 % 52
7 days /7 gHis: > 80 % 93
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IFSEN PHARMA BIOTECH / INCEH ¢APMA BIOTEK
Number of manufacturing autorisation /

Hesiep noseony Ha mupoSkaurae: 2022 218_1_2

Parc d'activités du Plateau de Signies — Chemin départemental n® 402
83870 SIGNES, France

Tapx " akrisite At Maato ne Cive nenapranentcika nopora Ned02
83879 CIHb, ®panuis

Phone / Tenedon : +33 {0)4 94 1076 76

-Fax { Daxe : +33 (0)4 94 [0 76 93 e - :

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHDIKAT AHAJIRY TA BLATIOBIIHOCTI

IPSEN

314776-FOR / V84

Specification reference / Mocnagnua ua cneusdikauie: £

Materiat code / Kon marepiany: 1028614 Baich number / M cepil: AT2909
Product name / Hassa nponywry: DIPHERELINE® 22,5MG IFLCN UA / IMDEPENIH® 22,5 M | @J1 UA
Registration number / Homep pecerpauiiinoro noceinvenss: UA/9454/01/02

Strength / Potency / Caaa aii / Aktashicrs: Triptorelin 22,5 mg/ Tpuntopenin 22,5 Mr

Name of the product and Dosage form / Haiga npoayKyy Ta Aixzpeska dopma: DIPHERELINE® 22,5 mg powder and
solvent for suspension for injection, prolonged release form { BHPEPENIM®, nopowok no 22,5 mr 1a POIYUHHHK AN%
cycrenaii and i1’ €kUif NpONGHTOBZHOTO BHBINLHENHS

Package size and type / Posmip Ta Tun ynaxoeskn: | vial of powder (packed with an ampoule of 2 ml solvent and a blister
with I syringe and 2 needles in each in a cardboard box) / 1 (PraxoH 3 nOPONIKOM (B KOMMNEKTI 3 POIUHHHHKOM 110 2 M B aMITy i,
LUMPRIIOM LS OAHOPAIGBOTO BHKOPHCTAHHS Ta ABOMA rokaMH (B GnicTepnii ynaxosui) s KapTOHHIH KopoSui)
Manufacturing date / Aata upobuwutez :  02.03.2023

Expiry date/ Ja7a saxiwennn repminy npnaathocti: 28.02.2026

Batch size / Posmip cepii: 100 packs /ynakoBox

RECGNSTITUTED SUSPENSION / Complete suspension in < 60 sec,

BLIHOBJEHA CYCIER3IA homogeneous suspension without

X agglomerate & total volume passes through a
9. Reconstitution time / ac atamosnenna | 513, needle/

lotosa cycnewin 3a < 60 cek, onxopinna 30
cycnensia Ges arperatis, sech 06'eM
NPOXOANTS Yepe3 ronky 21-Ga

10. pH/pH 5510175
5.5-17.5 6.1
11, Particute size / Poamip useTok
42 — 66 um 49
(mean diameter)
1. PLGA 75/25 42 - 66 riew

cepentill niamerp

2. PLGA 85/15 42 - 66 wm
{mean diameter) 49
42 -. 66 MkM

cepenMilt piamerp

12. Sterility / Crepunphicts

Absence of growth passed /
BiacyTricte pocty pinnorinae
13. Baecterial endotoxin /
Bakrepiannui evgorokennn < 350 EUfvial passed /
< 350.EQ/haakon 5 - Binnoeinac
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IPSEN PHARMA BIOTECH/ ITICEH ®APMA BIOTEK

Number of manufacturing autorisation / * | ) g
Homep nosony Ha anpoOuuurso: 2022_218_1_2 ! p 5 E N
Parc d’activités du Platean de Signes — Chemin départemental n” 402 : "
83870 SIGNES, France

Napx x'aktiite Ato [nato ge Cive denaprasenTckka Aopora MNed02

83870 CIHD, ®pasuia

Phone / Tenedon : +33 (0)4 94 1076 76

Fax /Qakc : +33 (034 94 10 76 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHDIKAT AHAJI3Y TA BIANOBIAHOCTI

314776-FOR / V8.0

Specification reference / Mocuaanus ua cneundikauiro: E

Material code / Kon maTepiany: 1028614 Batch number / N2 cepii: A72909
Product name / Haspa npogyxty: DIPHERELINE® 22,5MG IFLCN UA { IHOEPEIIH® 22,5 MF | &J1 UA
Registration number / Homep peecrpanitinore nocsigdenns; UA/9454/01/02

Strength / Potency / Cuna aif / Axtupnicrs: Triptorelin 22,5 mg/ Tpuntopeniu 22,5 Mr

Name of the product and Dosage form / Hasea npogywry 7a nikapenka dopma: DIPHERELINE® 22,5 mg powder and
solvent for suspension for injection, prolonged release form / JUOEPENRIH®, nopowox no 22,5 My Ta pojusnHiK Ans
cycneusit Ang i’ ekuifi NponoHrosaNoroe BUBIAbHEHHS

Package size and type / Poamip Ta Thn yraxorku: | vial of powder (packed with an ampoule of 2 ml solvent and a blister
with [ syringe and 2 needles in each in a cardboard box) / | dnakod 3 mopoluxos (B KOMILIEKT] 3 POIUHHHUKOM 110 2 MIT B 8MAY T,
WHIPHLOM 1717 ONHOPA30BOTC BHXOPUCTAHHEA T2 NBOMa roaxaMi (B 6nicTepuiii ynaxositi) B kaproHHill kopobni)
Manufacturing date / [lata BupoOunursa :  62.83,2023

Expiry date / lata saxinsesua Tepminy npuasraocti: 28.02.2026

Batch size / Poamip cepif: 100 packs /ynakosox

Conclusion: Batch complies
Bucuoror: Cepin pianogisac

Comments / Komedrapi: 3 Not Appticable / He sacTocosyeTses
Q3 Write comments if any / Hanuuiit, koMeHTapi, AKING BOHK €__

Certification statement:

I hereby certify that the above information is authentic and accurate. This baich of product has been manufactured
(including packaging/tabeling and quality corirol) at the above mentioned site in full compliance with the GMP
requirements of the local Regulaiory 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,

3anea npo ceprudikantiro:

Lsn 2 3acainuyro, W0 Hameneua Bule iHGopMalia € AocTosipHOIO Ta TouHo. Lo cepito npeayxuil Gyno supobnedo
(BxMOYAKGYH NAKYBAHHA/MAPKYRAHHA Ta NPOBEAEHO KOHTpons T AKOCT) Wa BHINeIazHaveHil AinkHHLI y noBHIR
sinnopigHocTi 3 Bumoramn GMPF, BcTaHoBneHMMH MICUEBHM DPErYNATOPHHM OPraHoM, 4 TAKOX BIANOBIAHO 10
cneundixaniil, wo MicTATben y peecTpauiitoMy nocke Kpaive-imnoprtepa. [lpoToxonyn supoOHKUTA]A, NAKYyBaHHA Ta
aHani3ie §yNo nepersAHyTO T3 BCTAHORIEHD BIANOSIOHICTE BuMoraM GMP.

Name, Signature and positionftitle of person authorising the batch release: MN g

Assurance Quality Phar

IM"a, mianuc Ta nocana/ssanHa ocobi, ska puaana A03BIA Ha BUMYCK cepil:

IPSEN PHARMA BIOTECH

Date of signature: Parc d'Activilés du plateay de Signes MWJM

Hara ninnkcanus: Chemin Départemental 402
StampfwTamn 83870 SIGNES (France)
adresse postale : BP 707 Signes
83030 Toulon Cedex 9 Page 4 sur 4
Tél. 33(0)4 84 10 76 76 - Fax 33(0M 94 10 76 79

RCS Toulon n* B347 835 274
Siret 1 347 835 274 00015 - Coxle NAF 21207

Ynosnrosaxena ocofa 3 akocTi, PapMauest




IPSEN PHARMA BIOTECH / EICEH ®APMA BIOTEK

Number of manufacturing autorisation / Honep nozeony Ha eupobunureo: M 207144
Parc d'activités du Platcau de Signes chemin départemental Na 402,

83870 SIGNES. France ‘

[apx x’axrizite mo Mraro ne Cive Menapramentchka fopora Ned02,

83870 CIHb, Opanuis

Phone / Tenedo: +33 {01494 1076 76

Fax / Daxc: +33 {034 94 [0 76 93

CERTIFICATE OF ANAL¥SIS AND COMPLIANCE / CEPTHOIKAT ANATT3Y TA BIATGBIIOETT

315224-FOR/ V5.0
Specification reference / TocHnasi na cnenwdiauio: A

Material code / Koa marepiany: 1035866 Batch number / Xe cepi: AS57762
Article name / Hasea apThkyny: Soivent 2 m! for reconstitution for DIPHEREL [NE® 22,5 mg / Poaumsnuk no 2 mn g
sinHoBsenus JUGEPETIIHY 22,5 ur

Registration number / HoMep pecctpaniituoro mocpiggenis: UA/9454/01/02
Name of the product / Haspa zixapeskero sacofy:
Solvent 2 ml {water for injection) for reconstitution for DIPHERELINE® 22,5 mg / Poauunekk oo 2 mn {Boga ana iH'exuii)
nna Bignosnenns JUOQEPEAIHS 22,5 mr
Package size and type / Posmip Ta Tia ynaxosks: | ampule of 2 ml solvent {packed with a vial of powder and a blister with
I syringe and 2 needles in cach in a cardboard box) / | amIyna 3 POUHHKEKOM Mo 2 MA (Y KOMIEKTI 3 NOPOLIKOM, INPHEOM
A% OIHOPAIOBOTC 3CTOCY BAHHA Ta ABOMA roAKaMH (y GricTepHili ynaxosui) B kapronuifl kopofui)
Manoiacturing, primary packaging and quality contre) / BupoGHuUTBO, nepBHHNE NAKYRAHNS TA KONTPOIL AKOCT:

CENEXI, 52, rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCI, Pio Mapceas e Hax
Fowe 52 94120, ®OHTEHE - CY - BYA, ®panuia

Number of manufacturing autorisation / Homep sitensii sa supofnruLTEO: M 14/551
Manufacturing date / XaTa Bupobunurtsa: 31,01, 2023

Expiry date / HaTa 3aKinvenns Tepminy apuaatHocri: 31,12.2027

Batch size / Posmip cepii: 100 packs /ynsxosok

TESTS/ SPECIFICATION / RESULTS/
MOKAIHUKH CHEUMDIKALLLL PEIYJALTATH
1. CHARACTERISTICS/!
XAPAKTEPHUCTHKHM

Appearance / Qnsie Solution colorless, clear practically free of particles / passed /
Ipozopuit, 6e3baprHuii poYnH, NPakTHYHO BiNLHKE Rig Binnosinae
BHAHMUX “ACTHHOK

Particulate contamination / = 10 um: < 6000 particles / ampoule /

Mexaniqui  BKAKUYeHHR # 10 Mxm: < 6000 wactuno/amnyna 24
# 25 pm: = 600 particles / ampoule
= 25 MiM: = 600 vacTisok/amnyna 1

2. TESTS/BHOPOBYBAHHS

Acidity or alkalinity / Complies with Ph. Eur./ passed /
KHcNoTHICTE = ay#HicTh Bianosinae pimorav Esp. Gapm BiINOBiNAE
Conductivity / TIntoma <25 pSfem’!

C/IeKTPOTIPORIZNICTS <25 pS/em”! 6
Oxidisable substances / Complies with Ph. Eur, / passed /
Oxkscawesani pesosnin Binnosinae aumoram €sp. dapm BignoBigac

Page Fsurd




IPSEN PHARMA BIOTECH / ITICEH ®APMA BIOTEK

Number of manufacturing autorisation / Homep no3eony a supofumnureo: M 20/144 & : ]
Parc d"activités du Plateau de Signes chemin départemental Ne 402, o ; _
81870 SIGNES, France bl ‘

Tapx a'akrieite o Mnavo ae Cike Acnapramentcsxa xopora Ned(2,
83870 CIHb, dpanuin

Phone / Tenehon: +33 (01494 1076 76

Fax F dakc: +33 (0¥ 94 1076 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTU®PIKAT AHAJIIY TA BLANCBIAHOCT!

315224-FOR/ V5.0
Specification reference / Moentauns uza cnewdixanio: A

Material cede / on marepiany: 1035866 Batch number / Mo cepii: A5T762
Article name / Haiga apThkyny: Solvent 2 ml for reconstitution for DIPHERELINE® 22,5 mg / Posunuunk no 2 M1 ans
pinHoBaeHHA JTADEPENIH® 22,5 mr

Registration number / Homep peccrpaniiinoro nocsiauennn: UA/9454/01/02
Name of the product / Haisa nikapcbkoro 3acofy:
Solvent 2 ml (water for injection) for reconstitution far DIPHERELINE® 22,5 mg / Po3unnuek no 2 Ma (sota ann in'exuid)
ana eiasopnenua JUOEPEAIH? 22,5 mr
Package size and type / Poamip Ta Tan ynakesks: | ampule of 2 ml solvent (packed with a vial of powder and a blister with
1 syringe and 2 needles in each in a cardboard box) / | amMnyaa 3 posunuuuxoM no 2 MA (Y KoMOneKTL 3 MOPOIKOM, NPHLOM
AlA 0AROPAIOBOTO 3ACTOCYBAHNA TA ABOMA TONKAMH (y BricTepuiit ynaxosui) B kapTouuilt kopobui)
Manufacturing, primary packaging and quality control / Bupo6unurso, nepaitnte NAKYBRHHA T4 KOHTPONAL AKOCTI:

CENEXI, 52, rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCI, Pio Mapcenr e Xax
Fouwie 52 94120, ®OHTEHE - CV - BY A, ®pauuin

Number of manufacturing autorisation / Homep ninenaii na supoGuuiurso: M 14/551
Manufactucing date / JaTa supofunursa: 31,01, 2023

Expiry date / Hata 3akinqenns Tepminy nprgatioeti: 31.12.2027

Batch size / Posaip cepii; 100 packs fynakosox

TESTS / SPECIFICATION/ RESULTS /
NMOKAZHHKHK CINELHDIKAHIA PEIVIBTATH
Chlorides/ Bunpofysanus na
TPaHKYHUE BMicT XnopHaiB = Q.5 ppm passed /
= 0.5 ppm Binnosinae
Nitrates / BunpoGyssuna na < 0.2 ppm
rpadrsHii BmicT Hivpatie = 0.2 ppm passed /
Binosinae
Sulphates/ BunpoGysauna na
rpatsynnit BMicT cynndaris Complies with Ph. Eur. passed /
Biznosigae sumoram €sp. Dapm. Bianoeigac
Ammonium / BunpoGysanna na
rpadiutHnil BMicT aMonin < 0.6 ppm passed /
= 0.6 ppm Bitnosinac
Calcium and magnesium /
BunpoGysanna ua rpasnunnii Complies with Ph. Eur, passed /
BMICT Kaab e 2 marcnin Binnoeinae Bumoram Eep. Papm, BiAnoBimac
Residue on evaperation / <0.004 %
Jaauutox npy ynapropaui =0.004 % 0.0
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IPSEN PHARMA BIOTECH / INICEH ©APMA BIOTEK

Number of manufacluring autorisation / Homep nozaosy wa aupoSunutao: M 20/144 1
Parc d'activités du Piateau de Signes chemin départemental Ne 402, y l p 5 E N
83870 SIGNES, France ' —
[Tapx a"axrigite mo Mraro je Ciap genapravmenTchia nopota Nad02,
§3870 CIHb. Ppanuia
Phone f Tenedon: 433 (0)4 94 10 7676
_Fax/ daxc. +33 (004 94 [0 76 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHOIKAT AHAJIZY TA BIANOBITHOCTT

315224-FOR / V5.0
Specification reference / Mocwnanns va coenudixanio: A

Material code / Kon marepiaay: 1035866 Batch number / Ne cepii: A5T762
Article name / Hasea apTuiyny: Solvent 2 m! for reconstitution for DIPHERELINE® 22,5 mg / Posununuk ro 2 mn g8
pignosnenns JUOEPENIH® 22,5 ur

Registration nuomber / Homep peectpanitinore nocsigyennn: UA/S454/(1/02
Name of the product / Ha3pa aikapctxoro aacoby:
Solvent 2 ml {water for injection) for reconstitution for DIPHERELINE® 22,5 mg / Pozustnng no 2 Mn (8048 1A i1 exuiti)
Juns RinHoBaenHs JHOEPENTH® 22,5 mr
Package size and type / Poamip Ta TAN ynaxeskn: 1 ampule of 2 m solvent (packed with a vial of powder and a blister with
I syringe and 2 needles in each in a cardboard box) / | amAyna 3 po34UHHHKOM 00 2 MAT (Y KOMONEKT] 3 NOPOMIKOM, LINPHUOM
A1 OHOPA3OBCTO 3ACTOCYBAHNA T3 ABOMA TosikamH {y GnicTepril ynakosui) B kapTomniii kopoGui)
Manufacturing, primary packaging and quality control / Bupo6ururreo, NepBHHHE NAKYBAHRA T4 KOHTPOMb AKOCTI:

CENEX], 52, rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCI, Pio Mapcens e Hax
Fouwe 52 94120, ®OHTEHE - CY - BYA, ©panuin

Number of manufacturing autorisation / Homep aiuensil na supoBunuTeo: M 14/551
Manufacturing date / Jara supobunnrsa: 31.01, 2023

Expiry date / RaTa sakinvesnn vepminy npusgarhocri: 31.12.2027

Batch size / Poamip cepii: 100 packs /ynaxorok

TESTS / SPECIFICATION/ RESULTS /
NOKAIHUKH CNIEHHDHCALIA PE3YJILTATH _
Extractable volame / O6'em, mo | > 2.0 ml
BHTATAETLCA =20wmn 2
Sterility test / Crepuinnuicts Complies with Ph. Eur. passed /
Bianoninac pumoram €ep. Gapm. Bianopinae
Bacterial endotoxins / < 0.25 [U/ml
BaxTtepiannii eHgoroxenn < 0.25 EO/ma : <0.25
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IPSEN PHARMA BIOTECH / FICEH DAPMA BIOTEK

Number of manufacturing autorisation / Honep ao3zony wa supolumireo: M 200144 L - W
Parc d'activités du Plateau de Signes chemin départemental No 402, - ) _
83870 SIGNES, France j R

flapx a’axcrinive mo [naro pe Cius acRapraventcoxa Aopora Ned402,

83870 CIHb, dpanuin

Phone / Tenegor: 433 (014 94 (076 76

Fax 7 thake: +33 (0¥ 94 1076 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHOIKAT AHANIZY TA BIAMOBIAHOCT!

315224-FOR / V5.0
Specification reference / Mocuaaunsa na cneutidixauino: A

Material code / Kon maTepiany: 1035866 Batch number / Mt cepii: A57762
Article name / Haipa apruxyny: Solvent 2 ml for reconstitution for DIPHERELINE® 22,5 mg / Potuusnuk no 2 mn ans
siaHoBneHus JUDEPETIH® 22,5 Mr

Registeation number / Homep peecrpamiiinoro nocsinuenys: UA/M454/01/02
Name of the product / Hasga nixapenxoro 3acofy:
Solvent 2 ml (water for injection} for reconstitution for DIPHERELINE® 22,5 mg / Posunnunk no 2 mr (Bopa aix i1’ ekuil)
nng sigHoeneuus JHUGEPENIH® 22,5 wr
Package size and type / Posmip Ta Tin ynakossu: | ampuie of 2 ml solvent (packed with a vial of powder and a blister with
1 syringe and 2 needles in each in a cardboard box) / 1 aMIyNa 3 PO3MHHHUKOM 110 2 MA {y KOMILIEKTI 3 BOPOLIKOM, MIAPHLOM
A7 0AHOPA3OBOTO 3IACTUCY BRHHA T4 IBOMA FOAKAMM {y EnicTeprift ynakosui) B xapToKHili KopoGui}
Manufacturing, primary packaging and quality control / BupoGHiuTse, nepainue NAKYBANHS TA KOHTPOlL HKOCTI:

CENEXI, 52, rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCI, Pio Mapcens e Wak
Tomute 52 94120, QOHTEHE - CY - BYA, @panttin

Number of manufacturing autorisation / Homep nitien3ii na BrpoOunuTae: M 14/551
Manufacturing date / Mara Bupobunurea: 31,01, 2023

Expiry date / laTa 3axinuenun Tepminy npuuartaocti: 31.12.2027

Batch size / Poamip cepii: 100 packs /ynaxosox

Conclusion: Batch complies
Bucxorox: Cepia pianosisac sumoram

Comments / Komeurapi: ﬁ Not Applicable / He 3acToconyethen
Write comments if any / Komentapi, 3 Hasenocri;

Certification statement:

I hereby cenlify that the above information is authentic and accurate. This baich of product has been manufactured (including
packaging/labeling and quality control) at the above mentioncd 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 baich processing.,
packaging and analysis records were reviewed and found to be in compliance with GMP,

3anea npo ceprudiratii:

Hew 3acBinyto, wo nasenena sute indhopMauin € socTosipHoio Ta Toumow. Lo cepite nponykuil Syno sHpoBaeko (RKNIO4AOUN
MAKYBAHHA/MAPKYBAHHA TA APOIEIEHO KOHTPOME [ KOCTI) HA PHIEITIHAYLHIE Aiasinui y mosuiit sixnosinnocti 1 susoramu GMP,
BCTAHOBACHHUMH MICUCBHMM PETYIMTOPHIM OPTAHOM. 4 TAKOXK SLINOBIZHO 4G eneusthixatift. mo victatscs ¥ peectpatifinomy aocse

Kpaink-isenoptepa. TipoTokonu BUpOGHNUTRA, NaKYFaHER Ta aManisie G¥ RO NEPernRMYTe Ta BCTAHOBACHO BiTNORILHICTS BHMOTraM
GMP.

C -
Name. Signature and position/iitle of person authorising the batch release: QO A &q'" :

Assurance Quality Pharmacist

Tlpissnime T2 nocana’3uanna ocobu, fka Bwaana nozsin na BHITY CK Cepil:

YnosHonamena ocofa 3 axocti, dapaarcer

ZOZLE 4WN PO - G1000 pLZ GEB LVE 118

Date of batch release: i GEB LVEE M UOINOL S 5 o ,}42"\, le hsq'%
Data sunycky cepii: 62 94 0L ¥6 Vi0JEE Xe4 - 9 8L 01 ¥8 yiokee 9L
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