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IPSEN PHARMA BIOTECH / IIICEH ®APMA BIOTEK

Numiber of manufacturing aukorisation 7 fitensia ia aHpoDHHUTRO Ne: M 20144 L
Parc d*activiles du Plateau de Signes chemin departcmental Ne 402, I p 5 E N
83870 SIGNES, France
Tlapk It axTisire Ao Mnatoe A CiHe ACNAPTIMEHTCHKD Q0ROIA Ne 402,
£3370 CIMb, drpanuia

Phone / Tenegotiz: +33 (0)4 94 107676

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

CERTIFICATE OF ANALYSIS AND COMPLIANCE/ CEPTH®IKAT AKOCTL TA BIAKOBIAHOCTI

314775-FOR / V9.0

Specification veference / Flocunnuns s cremuikauiios E ;

Material code/ Kox marepiana: 1023728 Batch number / Homep cepit:  U10691

Arficle name / Hasea evavri: DIPHERELINE® (11,25MG IFLCN UA)/ IVOEPENIH® (11,25 MIT 1 @I UA)
Registration number / Homep pecevpanitinoro noCBiANeNA: UA/9454/01/01

Strength/Potency / Citna pifAkTuBHicTS: Triptorelin 11,25 mg/ Tputrropenin 1 1,25 mr
Name of the product and pharmaceutical form / Hasea npenapary T3 nixapeska hopma:
DIPHERELINE® 11,25 mg powder and solvent for suspension for injection, prolonged release form/ JUOEPENIH®,
nopomtok 1o 11,25 Mr T2 POSHRHANK A cycnensii axs ju‘ekwiil IPONOHFoBAHOTO SHRIABHEHRS
Packnge size and type / Poamip 7a Tn ynaiosky: |1 vial of powder (packed with an ampoule of 2 m] solvent and a blister
with 1 syringe and 3 needles in each in a cardbosrd box) / | dmakok 3 NOPOLIKOM (¥ KOMIUIEKT] 3 POIUHHHNKOM MO 2MIB
AMAY/T, WNPHUOM A OIHOPAIOBOTO BUKOPHETAHHR T2 TPHOMA FOKAMI: (y Guicreprin ynexosul) y kapTonuiil kopobui)
Gamma-irradintion/ TaMMa-BIRPOMIHIDBIANAS

1 IPSEN PHARMA BIOTECH, Etsblissement Cammaster Min 712 Arnavaux 13323 MARSEILLE, France (M1322223 ¢
ITICEH GAPMA BIOTEK, Terebuiument Pamvacrep Mi 712 Aprasoxe 13323 MAPCENb, panufa (M13/222)
5 STERIGENICS YTALY S.P.A., Via Marzabotto 4, Minerbio, 40061, Taly (aM3 120193/
CTEPUDKEHIKC 1ITANA CILA.. Bia MapaaGorro 4, MinepBio, 40061, Ivania {sM31/2019}

Manufacturing date / Java Bnpobuiursa: 01.03.2021
Expiry date / JlaTa sakinuchns repMiny npuaaThoeri:  29,02.2024
Batch size / Po3Mip cepil: 500 packs /ynakoBokc -
TESTS/ SPECIFICATION/ RESOLTS /
MOKAIHHKH CHEQH!I!IKAHIH PEZYJILTATH

1. Characteristics / Xaparrepscritict
1.1. General characteristics of the iyophilisate | Slightly tinted wansparent glass vial fied with a
vial / 3aransi XapaxTepicTHLH (rakona 3 crimped elastomer stopper. Comtent is a skightly
siodinizaton yellow friable cake / passed / siznosigae
DnakoH 3l 3Merka TOHORENOrQ NPO3OPOrO CRAa 3
obxaroro  npoGkowe 3 enacToMepy.  Basict
npéucTannae coGOI0 KPHXKY HErKA KOBTYBATY MAC.

1.2, General characteristics of reconstituted passed / pianosisae
suspension / 3aransxi XapaKTepUCTHRY Homogeneous suspeasion /
sinHobAEHOT Cycnen3ii losmorenna cycnensia

1.3. Injectability of reconstituted suspension/ Suspension may be pumped in and out with the syringe
11" exUitiMicTs BinHOBIEHOT CyCneH3il without any unusual resistance of the plunger !
Cycnesnsic MOKHA HEOHPATH B BANYCKATH ai mipana | passed / sianosinae
fie BiUYTTA HEIDWHEHOTO 0NOPY NOPUIRA

2. Identification test { Tecr Ha | The sample should give two main peaks whose

inewvndixauio reteniion times and areas are comparable to those of
2.1. Triptorelin identification / Inerrudirauis } the triptorelin and reference pamoie acid peaks / passed / Bianosigac
TpHATOpENiHy . Yag yTpHMaKNA 1 nnout ABOX OCHOBHUX Wikis Ha

XpPOMATOrpaMi 3paska BiNIOBIARIOTE HACY YTPRMAHHA
T& (IOWAM HiKie TPURTOPI{HY T2 CTaHIapyy
naMoBOT KHCIOTH
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IPSEN PHARMA BIOTECH / INCEH ©APMA BIOTEK
Number of manufacturing autorisation / Jliceuais ua Bnpobusiurso Mo: M 20/144
Parc d*activites du Plateay de Signes chemin departemental Ne 402,
83870 SIGNES, France
Tapx x'axrinite wo Tnoto 2e CiHb AenapracHTcLxa Aopora Ne 402,
83870 CIHb, ©pausia
Phonc / Tenedon: +33 (0K 94 107676
Fox / dhake, +33 (0} 94 1076 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHRIKAT AKOCTI TA BIANOBIZHOCTI

314775-FOR { V3.0
Specification reference / Tlocnanss wa eneun dinauho: E
Materiaf code / Koa marTepiana: 1023728 Batch nmuher / Homep cepii: ~ U10691
Article name / Haaga crarri: DIPHERELINE® (11,25MG 1FLCN UA) { BHOEPEJIIH® (11,25 Ml 1 GIIUA)
Registration number / Hoaep pecerpauiiinere nocsigyensin: UA/9454/01/01
Strength/Potency / Ciina aifAxvysnicrs: Triplorelin 11,25 g/ Tpunropenix 11,25 mr
Name of the product and pharmaceutical form / Hasea npenopary T8 Afkapeska dopma:
DIPHERELINE® 1,25 mg powder and solvent for suspension for injection, profonged release form / UPEPENIH®,
nepowoxk 10 11,25 MFTa PO3YHHHKK JINg cycnenii A in'exuif mpononrosaHore BHBINGHEHHA
Package size and type / Posmip Ta THR ynawxopk: § vial of powder (packed with an ampoule of 2 mi solvent and a blister
with | syringe and 3 needles in each in a cardboard box) { | dnakor 3 nOpOWKOM (Y KOMIAEKTI 3 PO3UKHHUKOM O 2MaB
aMITyAL, WNPHUOM AN OAROPAZOROIY BHKGPHCTARAN T3 TPEOMA FORKAMU {y Bnicreprifl ynakosu) y kapToxuifi xopooui)
Gammsa-irradiation/ FamMma-BHAPOMINIOBRHNSS
£ IPSEN PHARMA BIOTECH, Etablissement Gamenaster Min 712 Amavaux 13323 MARSEILLE, France (M13/222)
INCEH GAPMA BIOTEIC, TereGiument Fassactep Mit 712 Apuaroke 13323 MAPCETIb, Gpanuis (M13/222)
B STERIGENICS ITALY S.P.A., Via Marzaboito 4, Minerbio, 40061, Taly {(aM312019)} 7

ZIPSEN

CTEPIIKEHIKC STANIS C.11A., Bia MapaaGorro 4, Miitepbio, 40061, Iranin (\M31/2019)

Manufacturing date / [llara pnpofunnrea:

01.03.2021

e P,

Expiry date / ara ankinaents TepMiny npuasTHoCTi: 29.02.2024 |
Batch size / Poauip cepil; 500 packs fymaiosolt
TESTS/ SPECIFICATION/ {  RESULTS/
TIOKAIHHKH CHELHGIKANIA . FE3VJIIBTATU
3. Purity Tests/ TecTH Hd BUIHAUSHHS LHMCTOTH |
3.1, Triptorelin purity / YucToTa TPRNTOPERIHY !
Free acid impurity / Zomitmkn y dopmi etesol 205% [ o1
KHCIOTH ¢
Any others impurities / Byab-aki iHtni ROMilKH =05% | 0.1
Total impurities >10,1% / 3aranbwa KinewicTe £30% f 0.0
pominiox > 0.1% !
<2.5 mgfvial i 0.8
3.2, Watoer content / Buict sonu (i.e. approx. 0.7 % W/w) f
< 2.5 Mr/dnakoH ;
(roSo nputruine 0.7 %o wiw)
4, Assay / Kinsxicnuii aganis Mean; 13.5 1o 15.7 mg/vial 14.5
Triptorelin assay / KinbxicHe BHIHAYEHHA Cepense shauestia; big 13.5 2o 15.7 mr/pnaxow
TPRNTOpENitY
5. Biological tests / Blomoriumi recTi
5.1. Bacleria) endotoxins / < 1'75 LU./vial < 175
Boicrepiansui eHIOTOKCHHA < 175 MO/§naxon
5.2. Sterility test / Parametric rélease
‘Tecr 1a CTEPUNLHICTD Complies, if tested, with Ph. Eur, { amimocrse
Binrosinae Enponeficbkifl fapsakonei y sunanxy BHITYCKOM 32
MpOBEREHHS UH0F0 TECTY. HApaMETpaMi
Page (Crop.}2/4




IPSEN PHARMA BIOTECH / IICEH ®APMA BIOTEK

Nurriber of manufactiring auforisation / JHiiensiz na pupobniuTse Ne: M 207144 »
Parc d*activites du Plateau de Signes chemin departemcntal Ne 402,
83870 SIGMES, France

Mapk K" sxTisite mo Thraro e Clke ACOAPTAMCRTELKA AOPOra Ne 402,
83870 CIHb, dpannist

Phove / Tonedon: +33 (DK 94 107676

Fax / Gasc: +33 (004 94 107693

CERTIFICATE OF ANALYSIS AND COMPLIANCE/ CEPTHODIKAT AKOCTI TA BIAROBIAHOCTI

314775-FOR/ Vo0

Specification veference / Hocnaawna va cneaudirauite: E

Material code / Kon mavepiana: 1023728 Batch numsber / Homep cepit:  U10691

Arficle name / Hassa cratvi: DIPHERELINE® (1 1,25MG IFLCN UA}/ IUGEPENTH® (11,25 M 1 ®JLUA)
Registration number / Homep peccrpautiinoro noceitenus: UA/I454/01/01

Strength/Potency / Cruna pivAxTHBRICTS! Triptorelin 11,25 mg / Tpumopenin 11,253 mr
Name of the product and pharmaceutical form / Hazea npenapaTy Ta alkapcska Gopmat )
DIPHERELINE® 11,25 mg powder and solvent for suspession for injection, prolonged release form / JTASEPENIH®,
nopotiok no § 1,25 M7 Ta pozdutHiiK anA cycnensii and fu'ckuiit npoloNroBaHOro BHBINBHEHHA
Package size and fype / PosMip 79 T YNAKOBKH? | vial of powder {packed with an ampoule of 2 ml solvent and a blister
with 1 syringe and 3 needles in each in a cardboard box) / 1 $/1aKoH 5 NOPOWKON (Y KOMITIEKT] 3 POI4HHAMKOM RO 2 MA B
aMmyAi, WNPHUOM [A OIHOPAIOBOTO BUKOPHCTAHHA Ta TPHOMA ronkamn (y Gnictepuiil ynakosul) y xapTonHif kopobui)
Gamma-irradiation/ CaMMa-BURPOMIHICBANNSS

[J (PSEN PHARMA BIOTECH, Erablissement Gammaster Min 7{2 Amavaux 13323 MARSEILLE, France (M13/222) '
IICEH GAPMA BIOTEK, lereGniviment Mumsactep Min 712 Apussoke 13323 MAPCENS, ®puia (M13/222)
& STERIGENICS ITALY S.P.A.. Via Marzabotto 4. Minerbio, 40061, laty (aM31/2019)/
CYEPIDKERIKC ITARIA CITA., Bia MapaaBorro 4, Mirep6io, 40061, frania (aM3172019

Masnufacturing date / flava upoSauurea: 01.03.2024
Expiry date/ laTa 3aKiuenus Tepmiuy apwaartHoerh  29.02.2024
Batch size f Poamip cepil: 50 packs /ymaKkoBOK :
TESTS/ SPECIFICATION/ RESULTS/
TTOKAIHHKH CREHAGIKANIA PEIVIABGTATH
6. Prolonged released contrel test/
TeeT ARA KOMTPOAK APSNORTOBAHOTD
BuRinLHEHEA
6.1. Reproducibility test
In vitro dissolution test /
TecT Hil BIITBOPIOBANICTE
Tect Il‘l pozuMHENNA in vitra ’
-9.5hours/9.5¢ - . . 38-58% 5 52
«104.5hours / 1045 ¢ 64 -84 % 78
«221.5 hours / 221.5¢ > 80% 98
6.2. Efficacy test Mean testosterone level must not be more than 1 ng/ml in MN.D./HB.:
I vivo testosterone release test inthe rat / \he three tast samples fesied. Not more than two He pnanagacTeca
Teet Ha edexTHBHICTh consecutive results > 1 ng/ml between D5 and D77/
TecT HA BHRIIGHERHA TECTOCTEPOHY. int Cepenuifi pisenn TecTOCTEPORY Mae ByTH He Sinpite |
vive Ha NALIOKAX HI/ML ¥ TPHOX OCTRHHIX NPUTECTORANHX 3pa3kax. He
Ginbiue NBOX MOCAINOBHHX peaynbTatie > 1 Hr/Mi Misk
: DS 1a D77,
7. Other test / fnuni Teer - :
7.1, Radiosterelisation check dose / Irradiation dose range: 25 ~ 40 kGy passed / pignoaizas

Hepenipka o3k paaiocTepuAizauil - Jiianazon aosu onpomingkia: 25-40 kT'p
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IPSEN PHARMA BIOTECH / INCEH ®APMA BIOTEK ’

Number of manufactoding autosisation ¢ JHnenzis #a BlpoGHATLG Ne: M 20/144 )
Pare d'activites du Plateau de Signes chemin departemental Ne 402,
83870 SIGNES, France :

Tlapk 2’ akrisire o [Tnato ge Cinb AenapTaserTebka A0pora Ne 402,

83870 CIHb, Gpasitia :

Phone / Teneda: +33 (04 94 107676
Fax / daxe: +33 {034 94 10 76 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE/ CEPTH®IKAT AKOCTI TA BIINOBIRHOCTI

314775-FOR / VO.B

Specification veference / Mocnytanus Ha eneundivanito: E ' .

Material code / Kos maTepiana: 1023728 Batch number / Homep cepi: 110691

Article nnme / Haasa crarris DIPHERELINE® (11,25MG IFLCN DA}/ HAGEPENIH® (11,25 MI' 1 ®J1 UA)
Registration number / Hontep pecevpatifiuoro AoceiaeHHA: UA/8454/01/01

Strengti/Potency / Cstna xiAxvnmnicre: Triptorelin 11,25 mg / Tpunropenid 11,25 wmt
Name of the product and pharmaceutical form / Hassa npenapaty T4 Aikapenka dopma:
NIPHERELINE® 11,25 mg powder and solvent for suspension for injection, prolonged release form / AUMEPENIH®,
nopotiok 1o 11,25 Mr 72 posuHKAKRK Jitd cyeneHsil an in*ekuifl TPONORrOBAHOTO BBIAKHEHAA
Package size and type / Poamip 72 TuD yRakosKi: | vial of powder (packed with an ampoule of 2 m! solvent and a blister
with | syringe and 3 needles in each in & cardboard box) / 1 HARKOH 3 MOPOWIKOM {y KOMIUIEKT] 3 POSUKHHHKOM 110 2MmaB
aMyAl, TWNPHUOM ANA OAHOPAIOBOTO BHKOPHCTEHNA T2 TPHOME TONKAMH (y Gnicteprill ynaxosui) y xaproruii gopofi)
Gamma-ireadiation/ TaMma -BHEPOMINIOBAREA

[] IPSEN PHARMA BIOTECH, Etablissement Gammaster Min 712 Amavaux 13323 MARSEILLE, France (M13/222}/
INCEH ®APMA BIOTEK. letetniutven Mayvactep Min 712 Apaanoke 13323 MAPCED, Gpasuia {M13/222)
B3 STERIGENICS ITALY S.P.A., Via Marzabotto 4, Minesbio, 40061, haly (aM3172019)/
CTEPLDKEHIKC ITATIA CH.A., Bia Mapaaborro 4, Minepio, 40061, Iranin {ahM31/2019}

Manufacluring date / Bava pupofusgrnat 01.03.202}

Expiry date / Hara 3akiHuenus vepmiay npuaavnocri:  29.02.2024

Batch size / Poimip cepil: 500 packs fynakoBoK
Conclusion: Baich complies

BuchoBox: Cepis sinnoninae

Comments / Komenvaph @ Not Applicable / He sacTotoBycThen
O Wrlte comments if any / 383HauTe KOMERTADI, AKUIC HEOOBXIRHO:

Certification statement; i :

1 hereby certify that the above information is autheatic and accurate. This baich of product has been manufactured
(including packaging/labeling and quality control) at the above mentioned site in full compliance with the GMP
requiremnents of the local Regulatory Authority and with the specifications in the Markeling Authorization of ths
importing ¢ountry. The batch processing, packaging and analysis records were reviewed and found 1o be i compliance
with GMP.

3anga npo cepriricauiio:

L 1 3acaingyo, WO Haseena suine indopmauis € ZOCTOBIpHOO Ta TouHOI0. Lijo cepilo npoayxuii 6yno Bupobnexo
(DKAOMAOHH TAKYSIHHA/MAPKYBAHHR T4 NPOBCACHO KOKTPONL i axocti) Ma BHuleaasRavenid AlmbRuMi y nosnifd
gignoBigKocT 3 EMMoramp GMP, BCTAHOBNSHNME MICUEBHM pErynaTOPHHM OprafoM, a Taxow eixnosigwo A0
enemtpixauiit, wo MicraTeca y peectpatifizoMy Rocte kpaiay-iMnoptepa. TTpoTokomt BAPOGHHUTSA, TIAKYBAHHA Ta
akaniais GyNo NEPErNAHYTO TA BCTEKOBNCHO BIINOBIAHICT, BHMOTaM GMP.

Name, Signature and position/title of person authorising the batch release: e
Assurance Quality Pharmacs!
Is's, MiANHG Ta MOCAA/3BaHNA 0COGH, AKA BHAANA RO3BLA K2 BUIYCK cepit:
Vioanopaena ocofa 3 axoctl, DapMaLerT
Date of signatuce:
JlaTa nignncaiiz: (PSEN PHARMA BIOTECH i U Ui 2021
Stamp/urama Parc d'Activités du plateau de Signes :
Chemin Départernental 402
83870 SIGNES (France}
adresse postale : BP 707 Signes Page (Crop.) 414
83030 Toulon Cedex 9

T4L33{0)4 94 10 76 76 - Fax 330)4 94 1076 79
RGS Tauton * B347 835 274
Syal 1 347 835 274 00015 - Code NAF 21202




IPSEN PHARMA BIOTECH / INCEH $APMA BIOTEK

Numbet of manufacturing autorisation / finenzig wa pupobuiisto Jo: M 200144 - .
Parc d'activites du Plateay de Signes chemin departemental Me 402,
83870 SIGNES, Frante

Tlapx ' axcvisize Ao [Inaro 2e Cint AeaapraMeHycbika IOPOra M 402,
83870 CIHb, dpanuiy

Phone { Tenedou: +33 (0)4 94 107676

Fax / Gaker +33 (0M 94 107693

CERTIFICATE OF ANALYSIS AND COMPLIANCE/ CEPTREOIKAT IKOCTI TA BIATTOBIAHOCTI

330516.FOR / V5.0
Specification reference / TlorsunaKas xa cregiehixauin: A

Materin} code / Koa mavepinna: 1049323 Batch number / Homep ceplis  T08663

Article name / Haann cratTi: Solvent 2 mi for reconstitution for DIPHERELINE® 11,25 mg / PosunsHek mo 2 Mn 4
npuroTyeansa JIACEPENIH® 11,25 Mr

Registeation number / Hosmep peccpauiiinoro noceinenna; UA/0454/01/01

Namte of the product / Hazes npoayxry:

Solvent 2 ml {mannitol (E 421), water for injection) for reconstiwtion for DIPHERELINE® 11,25 mg / Po3uitinnk no 2 Ma
(maniT (E 421), goxa 104 UK EKUill} AN NPHTOTYB3HHA JVOEPENH® 11,25 Mr

Package size and type / Posmip i Tun ynaxonkst: 1 ampule of 2 m solvent (packed with 2 vial of powder and a blister with 1
syringe and 3 needles in each in a cardboard box) / 1 amnysa 3 2 v posunHEuKa (Y KOMAJIOKT] 3 NOPOLIKOM, WINPHUIOM A
ORHOPA3OBOrD BHKOPHCTAHHA T8 TPLOMA FONKAMH {y GaicTeprill yaakosui) y kapronuiii xopobul)

Manufacturing, primery packaging and guality cantrol / BupoGuItTEo, NepBHHKS YINAKOBKR TA KOKTpOIL sKocri:
CENEXI, 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCH, pio Mapcenn e Jak Fome
52 94120 QOHTEHE-CY-BVA, Gpanuis

Number of manufacturing autorisation / Jlivewsia na erpoGuHurao Ne: M 16/379

Manufactocing date / Jate supoSnuurea: 20,03.2020

Expiry date/ [iaTa 3akindentas TepMity NpPHAATHOCTE 20,03.202%

Batch size / Poymip cepif: 500 packs /ynaxosox

TESTS/ SPECIFICATION/ RESULTS /
ROKAIHHKH COERNMIKATIA PESYILTATH
1. GENERAL CHARACTERISTICS/
ATAJNIGH] XAPAKTEPHCTHKN
1.1 Coloration / 3abapsnenna Colourless f Beabapauuii passed /
I pignosinge

R Clear solution /

1.2 Clarity / TlpeaopicTs Tipoaopuit posurH passed /

pianpsinae

1.3 Particulate contamination / = 10 pm: £ 6000 particles / ampoule

Mexauivni BRINOYEHHA > 10 MxM: < 6000 nacTow/amnyna 10

= 25 um: £ 600 panticles / ampoule
£ 25 Mrm; < 600 yacrox/amnyna 0

2. TESTS/ TECTH

2.1 Exteactabla volume. / >20ml ) 20
QF'eM, U0 BHTArAETHCA z20mi

2.2 pH/pH 551073 6.5

55~75 .

3, ASSAY / KIALKICHE

BH3NAYEHHIA

3,1, Mannirol assay / Kincxicue - 0.76 ~0.84 % (wiw) .78
BHIHAYEHHT MaHiTy 0.76 ~ 0.84 % (Wiw)
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IPSEN PHARMA BIOTECH / INTCEH ®AFMA EIOTEK

Number of manufacturing awtorisation ¢ Jliuensia na BpoGrnurso Xa: M 20/144 &
Parc d'activites du Plateaw de Signes chemin deparicmental Ne 402, P N
§3870 SIGNES, France

IMapk #”sxrisive Ao Maato ne Cine aeNapranchIChis Jopora Ne 402,

83870 Cl1Hb, Opaiitiia

Phane / Teacdou: +33 (0)4 94 1076 76 P

Fax/ daxe: +33 (0} 94 1676 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTUPIKAT AKOCTI TA BIANOBIAHOCTI

330516-FOR / V5.0
Specification reference / [ocunanns ua cenndikatio: A

Material code / Ko mavepiana: 1049323 Batcl number / Homep cepii:  TOZ663

Articte same / Hazea erattiz Solvent 2 ml for seconstitution for DIPHERELINE® 11,25 mg / PosysHHUK 0 2 s0n ANA
npurotysausd AUOEPENH® 11,25 mr

Regisiration number / Hontep peccrpauilinoro nocainyensa: UA/D454/01/01

Name of the product / Hazpa npoaywxry:

Solvent 2 ml (mannitol {E 421), water for injeciion) for reconstitution for DIPHERELINE® 11,25 mg 7 PoswstHruk no 2 mn
{maniT (E 421), Bona ans pe'exuilf) and npurotysauns JUOEPEINH® i 1,25 mr

Package size and type / Poamip i Taw ynasonxu: { ampule of 2 ml solvent (packed with a vial of powder and & blister with 1
syringe and 3 needles in each in a cardboard box) / 1 aMmyna 3 2 MA pO3HEHHER (y Kommnekti 3 NOpOUIKOM, WDPHLOM UL
OAHOPA3OBOTO BHKOPHETAHHS T2 TRHOMA TONKAMH (¥ Gaictepuiti yraxosui) y Kaptouuiit Kxopofui)

Manufactaring, primary packaging and quality control / BipoBHIUTBO, S1ePBINIIA YIAKOBKA T2 KOHTPONE aKocti:
CENEX], 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCI, pro Mapcen e 2Xax Fotie
52 94120 GOHTEHE-CY.EV A, Opantlis

Number of manufacturing autorisation / Hicensia va supoGaiureo Ne: M 16379

Manufncturing date / Jare mipobunirea: 20,03.2020

Expiry date / lata 1akinqenns Tepuiny npugaTnocTi: 20.03.2025

Batch size/ Poanip cepll: 500 packs /ynakonor

TESTS / SPECIFICATION/ RESULTS/
[NOKAIHHKH CHELHDIKALIA PE3YJBTATH
4, BIDLOGICAL TESTS /
BIOJOrTYH] TECTH
4.1 Sterility test / Tect ua cTepImbHICTE Camplies with Ph.Eur. / passed /
Bignopinae €ap. Gapm, Bignosinae

4,2 Bacterial endotoxins / Bakrepianbi <0.25 LU/ml <0.05
EHAQTOKCHHK <0.25 MO/Mn

Conclusion: Baich complies
BuicHosow: Cepin sinnosinaec

Comments/ Komentapi: § Not Applicable / He 3acroconyerses
O  Write comments if any / 3a3uaure XOMERTap, xKwo HeooOXinHo:
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JPSEN PHARMA RIOTECH / INICEH ®APMA EIOTEK

Number of marufactusing avtorisation / Jiiuensis na supoGiwmreo Ner M 201144 b/ ;
Pare d'activites du Plateay de Signes chemin departemental Mo 402, I N
83870 SIGNES, France

Tapk a’sxcrisive neo TTnavo a¢ Club AenapramenTcska Aopora He 402,
83870 CIHb, dpanuia

Phone / Tenedoi +33 (0} 94 1076 76

Fax / daxe, +33 (04 94 1076 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHOIKAT AKOCTITA BI,&HOB!}{HOCTI

330516-FOR / V4.0
Specification yeference / [Tocinannn na encundirvanios A

Material code / Ko mavepiana: 1049323 Batch number / Homep cepii:  TOB663

Article namte / Hasea evarris Solvent 2 mi for reconstitution for D{PHERELINE® 11,25 mg / PoaquHeauyk no 2 Mn and
nprrotysatns AHPEPENH® 11,25 ur

Registration number / Homep peccrpauiiiore noesinenan: UA/MS454/01/01

Name of the product / Hazsa npoay«Ty:

Solvent 2 ml (mannitol (E 421), water for injection) for reconstitution for DIPHERELINE® 11,25 mg / Poauunrug no 2 MA
(ManiT (E 421}, soma 1A ni'exuill) aax npRrOTYRaHHA IHOEPENTH® (1,25 Mr , .
Package size and type / Poamip E Tsn ynaxosw: 1 ampule of 2 mi solvent (packed with a vial of powder and a blister with |
syringe and 3 sieedles in each in a cardhoard box) / 1 aMnyaa 2 2 mn posudaHnka (y KOMTIEKT] 3 TIOPOLIKOM, WHPKIOM KA
ONHOPA3OBOFO BHKOPHCTARKA T2 TPLOMA ronkamy (¥ GhicTepHidl ynakosui) y xapTonHili kopobu)

Manufactoring, primary packaging and quality contral / BipoSHHITBO, NepEiHiA YRAKOBKA TA KONTPOAL sKocTi:
CENEX], 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCI, pro Mapcens e JKak Towe
52 94120 GOHTEHE-CY-BYA, ®panuin

Number of manufacturing autarisation / Riuensia na supoGHiLrao No: M 16/319
Manufacturing date / lars snpobunuTea: 20,03.2020

Expiry date/ fara jakingenns TepMiny npuaarvocti:  20.03.2025

Batch size / Poamip cepil: 500 packs /ynaxosox

Certification statement:

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured
(including packaging/inbeling and quality conirof) at the above mentioned sites in (ull compliance with the GMP
requirements of the focal Regulatory. Authority and with the specifications in the Marketing Awthorization of the
importing country. The batch processing, packaging and analysis records wet¢ reviewed and found to be in compliance
with GMP. ! '

3anBa npo cepTHpIKAUIIO: i I

Ulssn # 3acBinsyio, U0 Hapejiera Brwe indopmatin ¢ HOCTORIPEOIO Ta TounoI0. Lo cepito nponysuii Gynio supobetio
(BRAMADMH TIAKYBAHHA/MAPKYBAHH TA MPOBEACHO KORIPONL 1 RKOCTI) WA BHIEIAIHAMCHIA Ainbhuui y NMOBHIN
pignosinmocti 3. pumorasy GMP, BcranomneHHWMi MicUeBInd PErYANTOPDHHM OpPFaHOM, 2 TaKOM pinposione po
cneLrdikauill, mo MicTiTsca y peectpauiliHomy Koche kpalny-iMnoptepa. FipoTokony BUPOGHIUTER, NAKYBAHIA T2
aitafizie GyNO NepErNMYTO TA BCTAHOBNEHD slanorinticrs susoram GMP,

Name, Signature and position/title of person authorising the batch release: § h &QM ;

Assurance Quality Pharmacist

I8s'5, Wiaoue Ta NOCaNAMBAHEA OCODH, SKa BiANA AO3RIM HA BHIYCK cepil: .-
. VRopHORAXEHA 0c06a 2 axocti, PapmauesT

Date of signaiure: . 3 03N 20

Jata nignHcaHHA:
Stamp/urramn

(PSEN PHARMA BICTECH

Parc d'Activités du plateau de Signes

Chemin Départemenial 402 ‘ ‘

83870 SIGNES (France) . ) Page (Crop.) 3/3

_ adresse postale ; BP 707 Signes

83030 Toulon Cedex 9

Tét 33(0)4 84 107676 - Fax 3O A0TETY
RCS Toulon n® BI4T 836 274

Swrel 2 347 §35 274 00015 - Code NAF 21202
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