AEPXKABHA CIYKEBA 3 JIKAPCEKHAX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKII OBJIACTI

npos. Caitmvunol Hanii, 3, m.Kuis, 02099, Ten/thaxc; (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €IPIIOY 37078774

BACHOBOK
PO SIKICTH BBE3eHOro B YKpainy JikapcLKroro 3acoly

06.10.2023 Ne 48886/23/10

AHPEPEJIIH®

(afiMenyBanHA NIKAPCLKOTO 3ac06Y 3TigHO 3 peecTpaniifiame nocelricHRaM)

HOPOMIOK 1o 3,75 MI' T POIYHHHHK [JIN CYCHeHsii aag in'ekuii nponrorroBanoro
BHBiAbHenNs; 1 du1akon 3 mopouxom Y KOMILIEKTi 3 POIUKHHKKOM 110 2 LT (MAHIT (E 421),
BOXA AA in’ekniit) B ammys, mnprmom ans OAHOPA30BOTO BHKOPHCTAHHS TA BOMA
rojaxamu (y Grictepuiii ymaxkosii) y kaprousuii Kopobui

(opma punycky, nosyeanms, sig NaxyBaHHA JIKAPCLKOTO 3acofy)

Homep peccrpaniiinoro nocsinuenns UA/0695/01/02 eTpoK Aif pecerpauiiinoro noceizaenna 01.01,2099

Cepia sikapesxoro 3acofy Ne AS7376 KimkicTs Bsesenoro aikapcskoro sacofy 400
BupoSanx IIICEH ®APMA BIOTEK, Dpannis
(HafiMeHYRAHHT BUPEOHHKA NRAPCEKOrQ aacofly, kpaina moxomuenys)
Breseno B Yipainy Crninsre yxpainceKo-ecToRcbKe MANpHEMCTBO ¥ toprii TopapucTBa
3 00MERKCHOI0 BiATIOBIAaABHICTIO "Onrima-®apm, AT, inenr. xon:
21642228

{HaiiMenysanus Ta xop 33 €JIPIIOY toprauuHof ocobu abo npizelwe; iv'a, Do Sarekobi thiznuro]
ccobin - nismpremus, 1T Micne mpoxmpanys Ta peecTpautifininh HoMep oBnikoboT kapTu mnaThIK:
noAatkis abo cepis Ta HOMep macnopTa)

Hpotoxon sisyaenoro xonrpomo six 04,10.2023 A= 3133/2.

32 pesyabTaramm  mepxasuoro KOHTPOMIO  BCTAHOBREHO, 1O mMiKapcskHii 3aci6 BBeiemo & Yipatgy »
AOTPHMAMHAM sumMor 3aKOHOMABCTRA MO0 3abe3nekde s AKOCT] JiKapeEKEX 3acofis.




IPSEN PHARMA BIOTECH/ INCEH ©APMA BIOTEK
Number of manufacturing autorisation /

Jiugnsis ns srpoGrmurso; 2022_218
Pare d'activites du Plateau de Signes chemin departemental 24 402,

83870 SIGNES. France

i_i

Napk 2'akTisive mo Flnare ne Ciks Renaprasentepka nopars Ne 402,

83870 CIHb, dpanuia
Phone / Teaedon : +33 (0)4 94 10 76 76
Pax  Oaxe : +33{0)4 O [0 7693

o7

SIPSEN

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHDINAT SKOCTI TA BLUINOBIAHOCTI

314774-FOR/ V100

Specification reference / Hocunanun ns ericundixauin: @

Materlal code / Koa mavepiana: 1023408

Batch number f Homep cepil: ASTIIG

Article name / Haysa crarTi: DIPHERELINE® (3,75MG IFLCN UA)  BUOEPENTH® (3,75 ML | ©J1 UA)

Registration number / Homep pecerpauiitnero nocaintenns:

VAS0695/01102

Strength / Potency / Cnaa it/ Aktiauicrn: Triporelin 3.75 mg / Tpunropenin 3,75 mr

Neme of the preduct and Dusage form / Hassa apenapary 1a Nikapcbra hopmaz
suspension for injection, prolonged release form / AHSEPEMIH®, fopowok ne 3,75

TIPOZIOHMOBAHOIG BHEINGEHCHHA

DIPHERELINE® 3,75 g powder and solvent for
MI' T3 POIUHEIHK QNS CyCnensil AR in'exuill

Package slze and type / Poymip 8 Tun ynasosen: ) vial of powder {packed with an ampoule of 2 ml solvent and a blister with 1 sytinge

and 2 needlesineach in a cardboard hox)/ | ginaxons DOpALIKOM (Y KOMILIEKTS 3 POTHHUMIKOM 110 2 M1 8 BMTYAL, DIRPHECM AN COHOPA3OHOID

SHXOPHCTARHA T3 LBOMRA roiikamu {y GuicTepriil ynakosui) y kapronuilt xopotui)
Gamma-irradiation/ Faisma-eunposinopanua:

[0 IPSEN PHARMA BIOTECH, Etablissement Gammaster Min 712 Amavaux 131123 MARSEILLE, France (MI3/222} ¢/ INCEH DAPMA
BIGTEK, lerefiaiument Manmactep Min T12 Apsasoxe 13323 MAPCEJIb, Opanuia (M13/222)
& STERIGENICS ITALY 5.P.A., Via Marzaboitg 4, Mincrbio, 40061, Haly (aM31/2019) 7
CTEPIREMIKC ITAINA CILA., Bia MapiaGotro 4, Miseplia, 40061, Itania (aM31/2019)

Manufacturing date/ Inta aupofunursa: 17.02.2023
Expiry date / [lara saxiuvensq repminy apanaraocri; 31.01.2026
Batch slze / Poamip cepils 4499  pnacks /ynaxopox
TESTS / SPECIFICATION / RESULTS/
NOKAIHUKH CRELHOIKAISA PE3VJALTATH
1, CHARACTERISTICS /
OIHC
1.i. General characteristics of Slightly tinted iransparent glass vial filed with a crimped elastomer passed /
the lyophilisate vial / stopper, Content is a practically white, friable cake. BinoBizae
Jaraneunit BHIIAR aakona 3 | DNAKOH 3§ 30eTKA IGTEMHEHOIO NPYIOPOro £472 3 TpodKeo 3 enECTOMepY
nodinizaTom 18 obTHcHOK xkpuwko:0. Bwmict dgnaxowa - npakteung  Ginmf,
nigdinizoaansi nopowok,
1.2.General characteristics of
reconstituted suspension / Homogeneous milky suspension passed /
Jaraneunlt purasn asiguosnenct | FoMorenna MonokonosiGua cycrenia BiZNORiRAE
CYCNHesil
L3, Injectability of reconstituted | Suspension may be pumped in and out with the syringe withoul any
suspension f tnusual resistance of the pluager passed /
I’ exuifinicrs siauosnenot Cycnemia IaTaryeThen y WNpHIL Ta iH EKUIOETLCA Bea OyAb-RKOIO sinnosingac
CYCieH3iT HEIBHYHOTO ONOPY WINDHLA
2, IDENTIFICATION /
TAEHTHOIKAULA The principal peak of the sample must show a retention time and a surface
2.1. Triptorelin / Tpuntopenin | area which are comparable to those of the principal peak of the reference passed /
standard baich BiAnoRifAE
Hac yTpumysanna 7a niowm OCHOBKOIO MKy Ha XpOMAaTorpami
#HOPOBYBAHOTO POIYHIY NOBHHKI BiANOBIZaTH wacy YTPHMYS2uRA Ta
TNOLT OCHOBHOTO NiKY HE XpoMaTorpasi CTABAAPTHOND POIMHKY
2.2. Triptorchin / Tpimropenin U¥Y spectrum of the sample must be comparable with the spectrum of the
-;‘;‘m : refereace balch. Maximum wavelength must be: 280+ 1 nm passed /
“_9?0 OpMi p M A YO cnekTp snapofysamoro posMiHy NOBMHes sianominaTh cnexmy sinnoeinac
c ¢ \ AHAADTHOFO POINHHY, MakeHmankua sosxuna xeuni: 280 + | nm

Page (Crep) 1 74




IPSEN PHARMA BIOTECH / {ICEH @APMA FIOTEK

Number of manufacturing autarisation / L ;
Mlitensin wa supodusurso: 2022_218_t_2 l P 5 E N
Pare d"activites du Plateau de Signes chemin depariemental No 402,
813870 SIGNES. Erance

[Tapk a"axtinite mo Mnaro ae Cins AcHapTaMCcHTCBXa Jopora Na 402,

BAR70 CIHb. ®panuis

Phone / Teaedon : +33 (04 94 1076 76
Fax { Qrane . +33 (034 94 10 76 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE/ CEPTIIQIKAT AKOCTI TA BLANOBIAHOCTL

314774-FOR/ V06

Specification reference / Hocnranna ni theundinanio: Q

Materlal code / Kon marepianaz 1023408 Batch number / Homep cepit: AS57376
Article name / Hayas erarri: DIPHERELINE® [3.I5MG IFLCN UA) ! BHOEPEJIIH® (3,75 M | @) UAaj)
Registration number / Homep peccrpauifinore necpinenns: UAMGR501/02

Strength / Potency } Cuns aif / Axrusrices: Triptoretin 3,75 mg / Tpunzopenia 3,75 mir
Name of the product and Dosage form / Hassa APCnAPATY TA Hikapeoka gopma: DIPHERELINE® 3,75 mg powder and solvent for
suspensien for injection, profonged release form / JHOEPESIH®, FOPOUTOK 10 3,75 M Ta pOIusHNNK 2R Cyeneusii 4ng 0 ekl
HRLiouroganoro BIiBi.‘leﬂHHﬂ
Packege size and type / Pomip ra Tun ynaxeexu: | vial of powder (packed with an ampaule of 2 mi solvent and a blister with | syringe
and 2 needles in each in a cardboird box)/ | daakon s TOPOUTKOM {y KOMMIEKTE T POTHUHHMKOM (10 2 M 8 8MIIy.i. LIPRLIOM S8 OAHOPA30REI0
FHKUPHCTAHIGETA A0ME rokaMM (y BRicTepuii Yiakonui) y kaprouiit kopoBud)
Gamma-icradistion/ Tamma-punpoMimosanss:

0 IPSEN PHARMA BIOTECH, Etablissement Gammasler Min 712 Amavaux 13323 MARSEILLE, France (M13/222)  INCEH DAPMA
BIOTEK. fereaimment Maviiactep Min 712 Apuasoxe 13323 MAPCE#D, bpaunin (M137222)
STERIGENICS ITALY S.P.A.. Via Marzabotio 4, Minerbio. 40661, lialy (aM 3172019y /
CTEPLAXEHIKC ITANIR C.ILA., Bia Mapsagorre 4, MinepGio, 40061, Trania (aM31/2019)

Manufacturing date / Jara pupeSHIyTRS! 17.02.2023%
Expiry date / JJaya saxinuenns Tepminy apnaarroeris 31.01.2026
Butch size / Poywip cepli: 4499 ypacks fynaronox
TESTS/ SPECIFICATION/ RESULTS/
NORA KL CHENIRGIRAIIS PEVYVIIRTATI
3. TESTS/ TECTH
A.1. Friptoretin purity /
Yuerota TpHntopeniny
- Any imputity / Gyan-aka gominka = 0.5% 0.2
- Total impurilies f pesoro Aosiwox <30% 05
> 0.1%)
3.2. Water content / BmicT Bonu < 2.5 mgfvial 0.5
< 2.5 mrfdnaxon
3.3. Residual methylene chloride / = 5.0 mgivial 23
Jannukenui BMICT MeTHACH < 5.0 mr/dimakon
xaopuaa
4. ASSAY / KUILKICHE
BHIHAYEHHS
4.1 Triptorelin/ 3.75 - 4.50 mg/ivial 4.04
Tpunrropenin 3.75 - 4.50 mr/dmaron
4.2. Uniformity of content / Cotmplics with Ph. Bur. 2.9.40 passed / mignonijac
OnnopianicTs emicry Binnosigae Ph. Eur, 2.9.40
5.BIOLOGICAL TESTS / Paramelrie release /
BIOJOTIYHI TOKAIHUKH Jamimoerecs
5.1. Sterility test / CrepunsHicTs Complies, if tested, with Ph. Eur, BHAYCKOM 3a
HArilto nporoaNTECA, Bignosiaac Cap. Dapm. NADAMETPAMH
3.2. Bacterial endoloxins / < 175 LU /vial <175
DaxTepianuii eHIOTORCHIH < 175 MO/dinzrkon

Page (Crop.)2/4




IPSEN PHARMA BIOTECH / INCEH @ APMA BIOTEK

Number of manufacturing autorisation /
Hiuewaix na snpobunureo; 2022_218_1_2

Parc d”activites da Plateau de Signes chemin departemental Ne 402,

B3870 SIGNES, France

TMapk a'axvisite mo Mnato ac Ciks aenaprastentenxa Aopara Ne 4053,

83470 Cl b, ©panuix
Phone / Tenedon - +33 (0494 1076 76
Fax / thaxc : 433 (034 94 (07693

ZIPSEN

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHOIKAT AKOCTI TA BAMOBIZHOCTL

314774-FOR / V10.0

Specification reference / flacnanunn wa eneunhixauio: Q

Materiel code / Koa mevepianas 1023408

Batch number / Hosmep cepil: A5T376

Article name / Hassa cvarri: DIPHERELINE® (3,75M0 IFLCN UA) f AHOGEPENIH® (3.75 MTT 1 @1 UA}

Registration number / Homep peceTpAUifinoro neceinveMna:

UAAGI5/01/02

Strength / Potency / Cuna aff f AxTuenicrs: Triptoretin 1,75 mg / Tprnvopenin 3,75 mr

Name of the product and Dosage form / Haisa APERIRPATY TA NiXAPCHKA dopma:
suspension for injection, prolonged release form / AHGEPENIH®, topowok no 3,75

IIPOAOHIOBAHOND BRBIALYEHHA

Packnge size and type / Poamip 1a Tun ynaxoswu: 1 vial

DIPHERELINE® 3,75 mg powder and solvent for
ME T3 POIHHHUK AN €YCnendii L in' ekl

of powder (packed with an ampoule of 2 ml svivent and a bister with | syringe

and 2 needles in each in acardboard box) / | dinaxoers HOPCIIKOM [y KOMIMICKTE 3 POTHHHHKKCM N0 2 MA B AMITy i, WNPHUOM AN OAHOPAORITG
BHXOPHCTAaHHX T& ABOMA rosxavu {y Gnictepiifl ynaxonui) y kapTonuili kopoSui)

Gamma-irradiation/ TaMma-srOpoMiHIOBAHHA:

O IPSEN PHARMA BIOTECH. Etablissement Gammaster Min 712 Amav

BIOTEK. leveBainntenr Mavmactep Min 712 Apnasoxc 13323 MAPCE]b, Opanuiz (M13/222)
& STERIGENICS ITALY S.P.A.. Via Marzabotto 4, Minerbio, 40061, Raly {eM3172019) ¢
CTEPIDKEHIKC ITARIA C.NLA., Bia Mapsadorro 4, Mikepbio, 40061, Iranis (aM3 1/2019}

Manufacturing date / flava supoSnnurea:

Fxpiry date / laTa saxcinuenns TepMiny npuaarecri;

butch size / Pormip cepii:

17.02.2023
3LOL2026
4499  packs /fynakonok

aux 13323 MARSEILLE, France (MEM22237 HICEH QAPMA

ONpOMIHEHHAM

25-40 kTpekt

TESTS / SPECIFICATION / RESULTS/
HOKA3ZHHKH CNENHDIKALLA PEIYJIRTATH

6. PROLONGED RELEASE CONTROL

TEST/

BunpoGyranun HPRICHIORBHODQ

BUBINBHCHHS

6.1. Reproducibility test In vitro dissolutiont

TecT ua pinTROpIORAKICTL,

Posuuneuns in vitrp,

- 24 hours / 2.4 rop. <27% 4

- 59 hours / 59 ron. 38-80% 65

- Between 115 and 163 hours f Mix 115 1a > 80% 92

163 ron.

6.2, In vivo testosterone release test in

the rat / Mecan testosteronce level must not be more than | ng/mi in the N.B./

Tect Ha edextrpnicTs three last samples tested. H.B.

Businenenns recrocTepony in vivo y CepelHe 31aUeHHA KOMHOPO 3 3-X 0CTasHix IPRIKIB He

NAWOKIE <1 Hriman. BHIHAYZECTLCA

TOTHER TEST / 1HWI MOKAIHHKH

7.1 Radiosterilisation dose Check / ‘ Irradiation dose range: 25 - 40 kGy passed /

Neperipxka ag3u crepunizaii Hoza onpoMineuns noruuua SyTH y Mexax: sianosinae

Page (Crop) 3/4




IPSEN PHARMA BIOTECH / HICE# ®APMA BIOTEK

Number of manufscturing auterisation / .
Hiuensiz pa pupobunareo: 2022_218_1_2 4 . P S EN
Pare dactiviles du Plateau de Signes chemin departemental Ne 402,
83870 SIGNESR, France

Napx a'akrigire 2o Naaro ac Ciky acrapraseiticyka nopora Ne 402,

83870 ClHb., Wpanuis

Phane / Terepon : +33 (54 94 107676
Fax [ akec : +13 (034 94 10 76 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHOIRAT RKOCTI TA BUINOBIAHOCTI
314774-FOR/ V100

Speelfieation reference / focunannn ua eneundixauio: Q

Materisl code / Kon matepiana: 1023408 Batch nomber / Homep cepil: AS57376
Article name / Hayan cratri: DIPHERELINE® (3.75MG IFLCN UA) f AUOEPENTH® (AT3MF 1 R UA)
Registration number/ Homep peccrpauifinero nocelauenna: UAJD6DS/01102

Strength / Potency / Cuna ail/ Axusnicrs: Triptorelin 3,75 mg / Tprnropenin 3,75 mr
Name of the product and Dosage form / Haina ApenapaTy Ta Nikapeoka dopma: DIPHERELINE® 3,75 mg powder and solvent for
suspension for infection. prolonged release form / JIMGEPESIH®, nopowiok me 3.75 wr1a POXIHHHHK N8 CYCNSHRT R i ceaii
HPONOHIOAZHOID RHRINLHERHA
Package size and type / Poymip ta Ten yraxossw: | vial of powder (packed with an ampoule of 2 mi solvent and a blister with | syringe
and 2 needles in each in o cardivoard box )/ § daakon 3 BOPOIUIROA (Y KOMNACKTI 3 POTHHINMKOM 1o 2 57 B aMNy i, WITPHLUOM 238 LAHOPRIOBOTD
RUKOPHCTIREA T3 NBOMA FOIKANIK () GaicTepHilt yarorui) ¥ xapTonsif kopobuf)
Gamma-irridiation Famms-aunpominosanng:

1) IPSEN PHARMA BIOTECH. Etablissement Gammaster Min 712 Amavaux 13323 MARSEILLE. France (MI¥222}/ INCEH ®APMA
BIOTEK. TereGriwnent Favvacrep Min 712 Apnasoxe 13323 MAPCEJIL. Dpancin (MI3/232;
B STERIGENICS ITALY 5.P.A., Via Marzabotio 4, Mincrbio, 40061, tialy (aM31/2019)/
CTEPUDKEHIKC ITARIA CILA., Bia MapsaGorro 4, MinepGio, 40061, Frazis (aM31/20|9

Manulacturing date / flaTa supofiuinraa; 17.02.2023

Expiry date / Inta zaxlusenns Tepminy upuaatuoct: 31.01.2026

Batch size / Poimip cepif: 4499  packs /ynaxosor
Conclusion: Baich complies

Bucnosox: Cepin nianoninae

Camments / Komeurapl: @\ Not Applicable / He 3actocoryerses
Write comments if any / 3asnante xoMentapi, sxwo HeooGxinne:

Certification statement:

| hereby cenify thar the above information is authentic and accurate. This batch of product has been manufactured
{including packaging/labeling and quality control) at the above meationed site in full compliance with the GMP
requirements of the local Regulatory Autharity and with the specifications in the Marketing Authorization of the

importing country. The bateh processing, packaging and analysis records were reviewed and found 1o be in compliance
with GMP.

3anea npo ceprudicauio:

Ll 3acpiguyto, wo vanenena BHwe iRGopyallia ¢ AoctesipHol Ta TouKomw. Lo cepilo nponyxufi Ovao Bupotineno
(BXTIOAKONH MAKYBAHKA/MAPKYBAHHA Ta NPOBEACHO KOHTPOAL 1 AKOCTI} HZ Buimelanayesifl ZimbHHLG Y noBHiH
BIARORIMNOCT 3 Aumoramy HBIT, BCTAHOBHEHHMH MicLEBHM PETYRETOPHMM OPrAHOM, A TAKOK RignomiaMo no
creundirauiil, wo MicTaTheR ¥ ptecTpadiliiomy nocke kpaiku iMnoprepa. Mpovokons BHPOSHHUTBR, MAKyBaHHA Ta
axaniais Gy NeperaguyTo Ta BCTAHOBACHO BiLNOBiANicTs sWMoram HBIL,

Name, Signature and position#title of person authorising the batch release: ‘3 Couvalbeis

Assurance Quality Pharmacist
Iat"a, mignie Ta nocana/3BaHHR 0cobK, axa BHAANA RO3niR Ha BHAYCK Ccepil:

Ynossopakena ocoba 3 sxocti, Papyaucsr

Dalc of signature: IPSEN PHARMA BIOTECH
DNara nignuecanin; Parc d'Activités du plateau de Signes
Chemin Départemental 402
83870 SIGNES (France)
adresse postals : BP 707 Signes
83030 Toulon Cedex 9
TH.33(0M 94 10 78 76- Fax 3H0M B4 1076 79
RCS Toulon n® B347 835 274
Siret 1 347 B35 274 00015 - Code NAF 21202
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IPSEN PHARMA BIOTECH / HICEH ®APMA EIOTEK

Number of manufactering autorisation / ”
MMinensia wa supoSunureo; 2022_218_1_2 l P 5 E N
Parc d’activites du Plateau de Signes chemin departemental Ne 402,
83870 SIGNES, France

Mapk ;" axtisite 1o Mraro ae Cine nenapramesreexa Aapora Ne 402,

83876 CIHb, ®paunis

Phone / Tenedow: +33 10494 1076 76
Fax f axc: +33 (0114 94 1076 33

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTUDIKAT AKOCTI TA BIANOBIAHOCTI
330515-FOR / V5.0
Specification reference / Mocunannn na encundixauivo: B

Material code / Kox matepiana: 1049323 Batch number / Homep cepit:  AS3131

Article name / Hassa cratri: Solvent 2 ml for reconstitution for DIPHERELINE® 3,75 mg / Po3usHHNK 710 2 MR ma
npurotysauss JHOEPENIH® 3,75 mr

Registration number / Homep peeetpanifinero noceiavcnns: UAMGYSN1/02

Name of the product / Hazas npoayxry:

Selvent 2 ml (mannitel (E 421), water for injection) for reconstitution for DIPHERELINE® 3,75 mg / Pojusthrex nio 2 Ma
(mawit (E 421}, soma ana ui' exuitt) ans nprrotysansa JUOEPEMH® 3.75 mr

Package size and type / Poamip Ta Tun ynakossn: | ampule of 2 m! solvent (packed with a vial of powder and a blister with
} syringe and 2 needles in each in a cardboard box) / 1 aMnyna 3 2 Ma pOIUMHHNKA (Y KOMIREKT 3 NOPOLKOM, HINPHUOM BnA
OXHOpAalOBOro BHKOPHCTAHHA Ta ABOMA roAKamy (y Gnictepuifl ynakoaui) y kaprornitl xopofui)

Manufacturing, primary packaging and quality control / BupoSnnureo, nepauuna ynakosks ta KOWTPONL AKCLTI:
CENEX], 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCY, pio Mapeeas ¢ ax Towre
5294120 QOHTEHE-CY-BYA, ®panuin

Number of manufacturing autorisation / JHuessis wa supoSuuurao Ne: M 16/379

Manufacturing date / lata nirpobunuraa: 29.11.2022

Expiry date / [lata saxinuennn repminy npupatnocri:  29.11,2027

Batch size / Poamip cepil: 4499 packs fynakonox

TESTS/ SPECIFICATION / RESULTS/
HOKAIHUKH® COELUHUGIKAIR PEIVILTATH
. CHARACTERISTICS/
XAPAKTEPHCTHKH
1.1 General characteristics / Solution practically free of visible particles passed /
3araneni XapaKkTepHCTHKY Po3u i MPaKTHYMO BiRLHKEH BIL BHAMMHX YRCTOK Bifnoninac
1.2 Coloration / Jabapeaeuus
Calourless / besBapruufl passed /
BiANOsifac
1.3 Clarity / Mpo3sopicts Clear solution / passed /
Hposopwuit posynn mianoninac
1.4 Particulate contamination / > 10 pm: ¥ 6000 particles / ampoule
Mexaniuni sxmoucng > 10 MxM: < 6000 yacTox/amayna 39
=25 pm: < 600 particles f ampouie
> 25 miM: < 600 wacTor/aMnyna i
2. TESTS/ TECTH
2.1 Extractable volume / > 2.0 mi 2.1
OB6'em, WO BUTATACTHCA >2.0Mn
55t07.5 6.4
55-73

Page 1 surl




{PSEN PHARMA BIOTECH / INCEH ®APMA BIOTEK

Number of manufacluring autorisation / -
Jlivenyin na supoBunureo: 2022 218 1.2
Parc d’activites du Plareau de Signes chemin depanemental Mo 402, :

#3870 SIGMNES, France

TTapr n’axtinire 230 Mnare e Cins aensprasiercreske nopora Ne 402,
83870 CiHb, ®panuin

Phane f Tenedon: +33 (0 94 1076 76

Fax 7 dage: +33 (034 94 10 76 93

1
CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTH®IKAT SIKOCT) TA B{ATTOBLAHOCT! l

330515FOR/ V5.0
Specification reference / Tlocunanun ua coenudixauio: B

Material code / Koa mavepiana: 1049323 Batch number / Homep cepil:  AS3131

Article name / Hassa cravri: Solvent 2 ml for reconstitution for DIPHERELINE® 3.75 mg ! PosqHHHBK RO 2 MA ans
npurorysauia JUOEPENIH® 3,75 mr

Registration number / Homep peccrpauiiinore nocaimienns: UA/0695/01/02

Name of the product / Hasea nponysry:

Solvent 2 mi (mannitol (E 421), water for injection) for reconstitution for DIPHERELINE® 3,75 mg / Posunnuk no 2 ma
{ManiT (E 421), Bona ana uW’exuill) ans npurotysavda BMOEPENIH® 3,75 mr

Package size and type / Poamip 12 virr ynaxoskn: | ampule of 2 ml sotvent (packed with & vial of powder and a blister with
} syringe and 2 needles in each in a cardboard box) / 1 aMnyna 3 2 MIL PO3UNKHIKE (Y KOMILICKTE 3 NOPOLIKOM, RINPHLOM R1A
ORHOPAIOBOTO BUKODHCTAKNA Ta ABOMA rokami {y GaicTepHill ynaxosui) y kaprousii xopobnl}

Manufacturing, primary packaging and quality cantrel / BupobHiurao, nepernna ynakopka Ta KOHTPOML AKOCTE:
CENEXI, 52 rue Marce] et Jacques Gaucher 94420 FONTENAY SOUS BOIS, France / CEHEKCI, pwo Mapceas ¢ Xax owe
32 94120 GPOHTEHE-CY-BYA, ®pauuin

Number of manufacturing autorisation / Jliuensiz ma expolHHUTEO No: M 16/379

Manufacturing date / Aara BupoBrruTan: 29.11.2022

Expiry date / Rata 3akinvuenus repminy npnaataocri:  29.11.2027

Batch size / Posmip cepil: 4499 packs /ynaxenox

TESTS/ SPECIFICATION / RESULTS/
NMOKAZHIKHN CHEUMDIKAIUA PEIYNALTATH
J. ASSAY / KINLKICHE
BHIHAYEHHS
1.1 Mansitcl / Manit 0.76-- 084 % {wiw) 082

0.76 .. 0.84 % {mm)

4. BIOLOGICAL TESTS /

BIQJIOMYHI TECTH

4.1 Seerility test / CTepunsticTs Complies with Ph.Eur, / passed f
Biasowinae sumoram Cap. Qapm. BiAnoBinac
4.2 Bacterial endotoxing / Baktepiansni ' < .25 LU/m! < (.05
EHOOTOKCHHK = 0.25 MO/ma
Conclusion: Batch complies
Buctosor: Cepin Binnosinac

Comments / Komeutapi: [ Not Applicable f He 3actocosyeties
Write comments if any / 3a3naste komenTapi, akuo Beoo




IPSEN PHARMA RIOTECH / INCEH ®APMA EIOTEK

Nomber of manufacturing auorisation / - _
Jliucersia wa nHpoSuurren: 2022_218_(_2 l p S E N
Parc d’activites du Plateau de Sigoes chemin departemental Ne 402,
83870 SIGNES, France

Mepk a'aktisite o Tlaato ne Cine AeHapraMeHichka hopora No 402,

83870 ClIth, ®panuia

Phone / Teaedion: +33 (01)4 94 10 76 76
Fax / Qake: +33 (014 94 1076 93

CERTIFICATE OF ANALYS]S AND COMPLIANCE / CEPTHOIKAT AKOCTI TA BIANOBIAHOCTI
330515-FOR/ V5.0
Specification reference / MNocuaanns na cnenHdinauin: B

Material code / Koa matepiana: 1049323 Batch number / Homep cepit:  AS3131

Article name / Haisa cratri: Solveat 2 ml for reconstitution for DIPHERELINE® 3.75 mg / PO3urHHIK No 2 MAa ang
npurotysanis JHUOCEPEIH® 3,75 mr

Registration number / Homep peccrpauifinore nocsiness: UAA695/01/02

Name of the product / Haina NpoAYKTY:

Solvent 2 mi {mannitol (E 421), watcr for injection) for reconstilwtion for DIPHERELINE® 3.75 mg / Po34ubnuK no 2 mn
{mantir (E 421), ona ans wh'exuill) ann npurorypatin JHOEPERIH® 3,75 mr

Package size and type / Poimip a Tun yrakoeswn: | ampule of 2 mi solvent (packed with a vial of powder and & blister with
¥ syringe and 2 needles in each in a cardboard box) / | amnyaa 3 2 M po3unsnuka {y xommntekri 3 nopotuxom, wrpHuoM ana
ONHOPAIORGrO) BHKOPHCTARKA T ABOMA FORKAMH (y Gaicrepnili ynakosui) y xapronnif kopoduf)

Manufacturing, primary packaging and quality control / Bupofinnurao, nepenusna YNAKOBKE TA KOHTPONL AKOCTI!
CENEXI, 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCI, pio Mapcens e ¥ax Cowme
52 94120 @OHTEHE-CY-EVA, Dpannia

Number of manufacturing autorisation / Nivewsis 1a gipobnnurso Ne: M 16379

Manufacturing date / {ata B3polHaLTRA; 29.11.2022

Expiry date/ faTa saxinsenus Tepaminy npusatmecti:  29.11.2027

Batch size / Poamip cepii: 4499 packs /yizkorox

Certification statement:

[ hereby certify that the above information is authentic and accurate. This baich of product has been manufactured
{including packaging/labeling and quality contral) at the sbove mentioned sites in full compliance with the GMP
tequirements of the focal Reguiatory Authority and with the specifications in the Marketing Authorization of the

importing country. The batch pracessing, packaging and analysis records were reviewed and found to be in compliance
with GMP.

3asna npo ceprodikauin:

Ham sacaiatyro, wo vaseaena sime ishopmauin € nocronipuowo Ta TouHOK. Lo cepito npomyxuli 6yno supoGaeno
(skmouaionn maKyBarHA/MapKYBaNHE Ta RPOBEACHO KOHTPOAL T AKOCTI) Wa BuwerasHavenifl pimprmui ¥y noesif
BIANOBIANOCTI 3 sumorammn MBI, BcTanoBAEHUNM MICUCBHM DEryNATOPRUM OPFalfOM. 4 TakoX pisnosiame no
cnewndikauil, wo micrareca y peecTpalilitoMy ROCKke Kpaiun-immoprepa. {Iporokoan BHpoGHNUTEA, MakyRauna Ta
aHanizia GyA0 nepernanyTo Ta BCTAHOBREHO BiAnosiAiicTs puMoram HBI.

Name, Signature and position/iitle of person authorising the batch release: 3 -(\W\M @

Assurance Quality Pharmaciss
IM’8, mignne ta nocasa/snanna ocobu, fxa suaana A0IBiN Ka BUTOYCK cepil:

YuosHosaxena ocoba 3 axocTi, PapMayesy

5t it . '
Trmarmne IPSEN PHARMA BIOTECH | 13119010
' Pare d'Activités du plateau de Signes
Chemin Départemental 40§
70 SIGNES (France
ad?e%ge postale : BP 707 Signes
83030 Toulon Cedex 9
Té1. J3(0% 94 4076 76 - Fax J30M 94 107679
RCS Toulon n° B347 835274
Sire) - 347 835 274 00015 - Code NAF 21202
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