JAEPJKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMMU Y KHIBCHKINA OBJIACTI

npos. Ceimimunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €EIPTIOY 37078774

BHUCHOBOK
Npo SIKiCTH BBE3€HOT0 B YKPaiHY JiKapchbKoro 3acody

09.01.2025 Ne 68274/25/10

KOJIOTPO®IH
(natiMenyBaHHs JikapcbKoro 3acoBy 3TiHO 3 peecTpali UM TOCBiTUeHHSM)
Kancyiu BarinaibHi M’siki o 10 mr; no 10 kancyn y 6icrepi; no 1 6icrepy B kapronHiii
Kopooui
(hopma BHTyCKy, M03yBAHHA, BHJ MaKyBaHHS MiKapchkoro 3acoby)

Howmep peectpauiitnoro nocsinucnus UA/3481/03/01 crpox xii peecrpauiitnoro nocsiguenss 01.01.2099
Cepis nikapcrkoro 3aco6y Ne 4X564 KinbkicTs BBe3eHoro Nikaperkoro 3aco6y 4000

Bupobuux Jladans Exproctpi, ®pannis
(HaliMeHyBaHH: BUPOOHMKa JTiKapChKOT0 3aC0GY, KpaiHa TIOXOKEHHS)

Baesceno B Yrpainy Tosapucrso 3 o6mexenoro Biznosinaabhicrio "3EHTIBA
YKPAIHA", inenr. xon: 38804488

(HatimenyBanns Ta kof 3a €JIPTIOY ropuanusoi ocobu abo npisBuLie, iM's, 0 6aTHKOB] tbiznunol
ocofu - mignpuemMus, ii Micue NpoxHBaHHS Ta peempaumnnn HOMEp 06nn<orsox KapTK{ THIaTHHKA
nojatkis abo cepis Ta HoMep macropTa)

Iporoxou Bisyannuoro konrpoo six 08.01.2025 Ne 4104/2.

3a  pesymbTaTaMM JIepKaBHOTO KOHTPONIO BCTAHOBNEHO, W0 NiKApCbKWil 3aci6 BBeseHo B Ykpainy 3

AOTPHUMAHHSIM BuMOT 3aKOHOJABCTRA [IOAO 3a6e3MeUeHHs IKOCTI TKapchbKUX 3ac00iB,
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-norotun Jladans Enaroctpi- - NAGANb EHAKOCTPI ainbHuus Pyce
248, aseHto Biktyap 3.1. — 13106, Pyce LEAEKC - ®paHujia
Bupobruua niyensia: 2024_036_1 - Ceptvdikar HBM: 2024_HPF_FR_018

CEPTUGIKALIA CEPIT

HasBa npoaykry KONNOTPO®IH no 10 mr

PeecTpaliftHuit Homep UA/3481/03/01

Cuna ajii/akTuBHicTbL npomectpuny 10 mr

Nikapcoka dopma Kancynu BariHanbHi / Kancyau sariHanbHi M/ aKi
Posmip Ta TN nakysaHHs 10 kancyn 8 6nicTepi / 1 6aicTep B KapTOHHIN KopobLj
Koa npoaykty C14210

BHyTpiWwHilt Homep cepii Nadans EHatocTpi RO12400564

Homep cepii 4X564

[ata BupobHuuTsa 10/07/2024

TepmiH npuaaTHocTi 07/2029

Homep cepii Hekctdapma 301105

Hata ceptudikara signosigHocTi Ans 6anky 08/08/2024
Hata ceptudikaTa aHanizy 6anky -
MNepernag, cepii C14210-4X564

BupobHuua ginbHuuAa:

Hekctdapma Maoepmens

13 ne KamaHboH, 56800 MNaoepmens, GpaHuis

BupobHuya niersia: 2024_010_1_2 ~ Ceptudirat HBM: 2024_HPF_FR_007
AinbHWUA 3 nakyBaHHA:

Nadanb EHatocTpi

AseHio ge na Biktyap 248, Pyce, 13106, ®paHujs

Bupo6Huua niuensia: 2024_036_1 — Ceprudirar HBM: 2024_HPF_FR_018
AinbHULUA 3 KOHTPOAIO cepii:

Hekcrdapma MNnoepmens

I3 ne KamaHboH, 56800 Maoepmens, PpaHLia

Bupo6Huya niuensia: 2024_010_1_2 - Ceptudirat HBIM: 2024_HPF_FR_007
AinbHuua, signosiganbHa 3a sunyck cepii:

Nadanb EnparocTpi

Asetto ae na Biktyap 248, Pyce, 13106, dpaHuis

Bupo6Huua niuensia: 2024_036_1 - Ceptudikar HBM: 2024 _HPF_FR_018

KomepuiitHa / BUNyLEeHa KinbKicTb 16 000 yn.

| KomenTapi - H/3

3anaBsa npo ceprudikadito:

A, Wo Huxkuye nignucasca, Hatani Jle Mioenb, YnosHosaxeHa ocoba Nadanb EnglocTpi, UMm
niaTeeppkylo, WO BUWe3asHayeHa iHPopMmalia asTeHTMYHa Ta BipHa. [aHa cepis npenapary
BWIOTOB/IEHA, BK/OYAIOYU NaKyBaHHA, MapKyBaHHs Ta KOHTPOAb AKOCTI Ha BULLE3a3HauYeHOMY CaiiTi
signosigHocti 3 sumoramu EBponelicbkoi HBM. JoKkymeHTauia 3 BMpoBHULTBA cepii, nakyBaHHA Ta
TeCTyBaHHA nepesipeHa Ta BCTaHoB/eHa ii 8ignosigHicTb Bumoram HBIM Ta Yrogm 3 aKocTi Ta BignosigHo
L0 PEECTPaLiHOro NOCBIAYEHHA KpaiHM NPU3HaYeHHs.

PP,
GGy Bilg SR
4 .Q\:‘W\ YEp,

CepTudikosaHo — Hartani /le Mioenb
YnosHosaxeHa ocoba

[Oata: 22/10/2024 — nignuc

Homep 3amoBneHHs: 110888 B/C

W ;i ,.p" .
KOJINOTPO®IH 10 mr YKpaiHa — 4X564 gy r lis1l



-norotun Hekcrdapma-
Hekctdapma lMroepmens

13 ne KamaHboH

56804 Nnoepmensd, Ppanuin

Ceptudikar aHanisy

40001235/301105
MpoaykT KONNOTPO®IH kancynu sariHanbHi M’ sKi no 10 mr
Homep cepii 301105 (4X564) BHYTpILWHIA Homep 40001235
TepmiH npugarHocri H/3 Homep aHanisy 40020770
Hara BupobHUuTBa 10-07-2024 MocrayanbHUK cepii H/3
Cneuudikauin PLO-DOC-17211 sepcin 01
Ymosu 36epiraHHA
Onuc Cneuudikauin OanHuyi PesynbTar
Onuc OsanbHi, 6nigo-osTi Bianosinae
BHYTpiLWHIiK MK Kancyam
CepegHsa maca Kancynu 1,77-2,16 r 1,98
CepesiHa maca Bmicty 1,26 -1,54 r 1,39
OpHoigHicTb macu - €.0. 2.9.5 Bignosinae sBumoram Bignosigae

noTtoyHoi €.0. 2.9.5

Posnap, <15 X8 00 xB 48cek
€.9.2.9.2
laeHTudikauia NpomectepuH (BEPX) lAeHTUYHO cTaHaapTy Bianosigae
BHyTpiWHE
laeHTudikauia Metunnapaben (BEPX) |BeHTUYHO cTaHgapTy Bianosinae
BHyTpiWwHE
lneHTudikauia Nponinnapabex (BEPX) |AeHTUYHO cTaHaapTy Bignosinae
BHYTpiWHE
KinbricHe BU3HaYeHHs — cepegHiii Bmic 9,5-10,5 mr/kancyna | 10,0
NpomecTpuna (95 fo 105% 8ig, HomiHany)
BHyTpiWwHe
KinbKicHe BU3HauYeHHsA - ogHOpPIaHICTL Bianosigae sBumoram Bignosigae
BMICTY NpomecTpuHy noTtoyHoi €.9.2.9.6
BHyTpilHE
BusHauyeHHs Hatpito metua-Nre 1,35~1,65 mr/kancyna | 1,55
(90 go 110% Big HomiHany)
BHyTpiLWHE
BuaHauerHa HaTtpito nponin-Nre 0,67-0,83 mr/kancyna | 0,76
(90 no 110% Big HoMmiHany)
BHyTpilHE

Homep cepii KnieHTa: 4X564

Uum s sassnsio, wo BulwesasHayeHa iHpopmaLia Bignosigae gicHocri. Lia cepia npoaykty 6yna
npotectosaHa y sianosigHocTi go sumor HBIM Ta noroaxeHolo cneuundikaulieo AN NPOAYKTY, wobyna
HaflaHa KnieHntom™. Mig Yac KOHTPOAKO AKOCTI He BY/10 BiAXWUAEHD, Wo mornau 6 BrAMHYTM Ha npecTasieHi
pesynbTaTu.

*Le Bi&NOBIAaNbHICTb KNieHTa 3a6e3neunTn BiANOBIAHICTb cneundikaLii NpoayKTa Ta METoAIB KOHTPOAO

Bianin saxocri: 22-08-2024 MenaHi Begye

Le# ceptudikat 6ys aBTOMaTUUHO 3reHepoBaHUIA Ta MignucaHuit
3aBTepKeHi YMoBHOBaXeHOo 0co6010.

22-cepnHa-2024/13:23:38 CropiHka 1i3 1



White to off white implant, cylindrical in shape, is re-
leased after pushing the plunger of the applicator, Im-
plant is visible in holder for implant.

Dimensions:

approximate 20 mm in length

approximate 1,5 mm in width

Syringe applicator is packed together with moisture
absorbing capsule,

Functionality: following actuation of the applicator, an
intact, white to off white cylindrical rod is ejected from
the cannula.

Wnpuu - annikatop cknafaerscs 3 nosiiMepHoro
KOpyCy 3 TpuMayeM Ans iMnnadTarty, rofiku Ta
NOPLWIHA.

UIMaTouky iMnnaHTaTty umaiHApUYHOL ¢opmu Big 6inoro
£0 Maibke 6iNoro KoNLopy poaMitueni B nosiMepHoMy
KOpryci wripnia - annikaropa 3 TpuMadeM. IMAaaHTaT
BUAUMKUA y Tpumaui ans iMnnaHTary.

Posmipu:

[osxuvHa 6Au3bKo 20 MM

Wpuna 6nmsbko 1,5 mm

Wnpuy-annikatop 3anakosaHuit pa3oM 3 BONOIO
NOTANHAIOYOIO KarcCysio y nakeTux.
OYHKUIOHANLHICTL: NICAA NPUBEAEHHS B aio
3MJHKATOPA, HEYLIKOAXEHNH CTPMKEHD BiA BINOro Ao
Maiiie 6iNoro KoLOPY BUWTOBXYETLCS 3 FONKM

AMW GmbH Certificate of analysis / Page 2 of 5
Birkerfeld 11 9
D-83627 Warngau . . o
S CepTudpikar ananisy N

Version: 1.0
26.07.2023

DV 3 zu SOP 6.1 ,,CoA AM0803 UA®

Parameter tested Acceptance limits Results
MNapamerp, Wwo Honyctumi mexi PesynbraTtu
KOHTPOMIOETLES
Appearance Syringe applicator consists of polymeric barrel with Passes test
Onue holder for implant, needle and plunger.

Syringe applicator con-
sists of polymeric barrel
with holder for implant,
needle and plunger.

White implant, cylindri-
cal in shape, is released
after pushing the
plunger of the applica-
tor. Implant is visible in
holder for implant,

Dimensions:

approximate 20 mm in
length

approximate 1.5 mm in
width

Syringe applicator is
packed together with
moisture absorbing
capsule.

Functionality: following
actuation of the appli-
cator, an intact, white
cylindrical rod is
ejected from the can-
nula.

DV erstelit mit/created with: 1.2.4_ DV _Dv_SOF_Erstellung, Version 1.2, gliltig ab 20.07.2022
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(HPLC)

loeHTndikauis

{BEPX)

gram of tested solution should correspond to retention
time of goserelin peak on the chromatogram of refer-
ence solution during assay testing.

B. Retention time of goserelin peak on the chromato-
gram of tested solution should correspond to retention
time of goserelin peak on the chromatogram of refer-
ence solution during uniformity testing.

C. Retention time of peak of acetic acid on the chro-
matogram of tested solution should correspond to re-
tention time of peak of acetic acid of reference solu-
tion.

A. Hac yTpumaHHs niky rosepeniny Ha Xpomarorpami
BAMPOSOBYBAHOTO PO3UMHY NOBUHEH BigNoBIAaTH vacy
YTPUMEHHS NiKy rosepeniHy Ha XxpoMartorpami
pedepenTHOro Po3umnKy nig yac aHanisy Ha
BU3Ha4YeHHs cknaay.

B. Hac yTpuMaHHs niky rosepenivy Ha XpomaTorpami
BUNPOGOBYBAHOro PO3UMHY NOBUHEH BigNOBIAaTH yacy
YTPUMaHHS MKy rosepeniny Ha xpomaTorpami
pedepeHTHOro po3uynHy ria Yac adanisy Ha
BU3HAYEHHs oaHOpPIAHOCTI

C. Yac yTpumaHHs niky ouToBOl KUCNOTH Ha
XpomaTorpaMi BunpoboByBaHOro PO3UNHY NOBUHEH
BIANOBIAATY Hacy yTpUMaHHs Niky OUTOBOI KWCNOTW Ha
XpoMatorpami pedepeHTHOro poaynHy.

AMW GmbH Certificate of analysis
Birkerfeld 11 ysis / Page 3 of 5
D-83627 Warngau . . o
PIr— CepTtudpikar ananisy N°
Version: 1,0

26.07.2023

DV 3 zu SOP 6.1 ,CoA AM0803 UA"
Identification A. Retention time of goserelin peak on the chromato- Pass tests

A. Retention time of
goserelin peak on the
chromatogram of
tested solution should
correspond to retention
time of goserelin peak
on the chromatogram
of reference solution
during assay testing.

B. Retention time of
goserelin peak on the
chromatogram of
tested solution should
correspond to retention
time of goserelin peak
on the chromatogram
of reference solution
during uniformity test-
ing.

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 solu-
tion.

Uniformity of
dosage units

OaHopigHicTs

Complies with the requirements of Ph. Eur. 2.9.40
Bianosifae sumMoram €sp. dapm. 2.9.40

Passes test

Complies with Ph. Eur,
2.9.40

Molecular mass

MonekynspHa Maca

Molecular mass: 9-18 kDa

Monekynapha maca: 9-18 ka

Passes test

Molecular mass: 15 kDa

Water

Not more 1.5 %

Passes test

[epMeTuuHICTL

lepmeTuyHuil Xoua 6 BIPOAOBX 5 XBUMMH B YMOBAEX
3HUKEHOTO TUCKY

Boga He Ginbie 1,5 % 0.3 %
Tightness Tight at least within 5 minutes at reduced pressure Passes test

Tight at least within 5
minutes at reduced
pressure

DV erstelit mit/created with: 1.2_4_DV_DV_SOP_Erstellung, Version 1.2, guitig ab 20.07.2022
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AMW GmbH

Birkerfeld 11
D-83627 Warngau

Valid since:

26.07.2023

Certificate of analysis /

CepTudpikar ananisy N°

Page 4 of 5

Version: 1.0

DV 3 zu SOP 6.1 ,CoA AM0803 UA"

In vitro drug re-
lease (47° C)

BusifibHeHHS

NiKapcbKoro
3acoby in vitro
(47°C)

Determination of the cumulative drug release on days

1,7,35and 42

BusHaueHHs KyMyNSTUBHOTO BUBINBHEHHS AIKAPCHKOro
3acoby Ha 1, 7, 35 T1a 42 pHis.

Day 1: Not more than 15 % of cumulative
drug release
He bisbwie 15 % KyMynsaTusHOro
feHb 1: BUBTbHEHHS NiKapcbkoro 3acoby
Day 7: Not more than 40 % of cumulative
drug releasev
He Ginbule 40 % KyMyAsTUBHOrO
HewHb 7 BUBISIbHEHHS NiKapcbKoro aacoby

Days from 35 to
42:

Not less than 0.5 % of drug re-
lease

AHi 3 35 go 42; He MeHwe 0,5 % suBisibHEHHS
) nikapceKoro 3acoby
Day 42: Not less than 75 % of cumulative
drug release
He MeHue 75 % RyMynstusHoro
[evs 42: BUBINIBHEHHS JTIKapCbKoro 3acoby

Passes test

Day 1:
nmt: 6.4 %

Day 7:
nmt: 15.8 %

Day 35 to 42:
nit: 7.6 %

Day 42:
nit: 85.5 %

HPLC

KinbkicHe
BU3HAYEHHS

(BEPX)

Assa

10.26 - 11.34 mg/implant (95 - 105 %)
10,26 - 11,34 mr/iMnnanTar (95 - 105 %)

Passes test

Average:

10.69 mg/implant
(98.95 %)

min: 10.69 mg/implant
(98.94 %)

max: 10.69 mg/implant
(98.97 %)

Related sub-
stances (HPLC)

Impurity E

Unidentified impu-

rity (each)

Sum of all impuri-
ties

Not more than 1.0 % /He 6inswe 1,0 %

Not more than 0.5 % / e 6inbwe 0,5 %

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

Passes test

Impurity E not more
than 0.5 %

unidentified impurities:

DV erstellt mit/created with: 1,2_4_DV_DV_SOP_Erstellung, Version 1.2, giltig ab 20.07.2022
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AMW GmbH Certificate of analysis
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Valid Singe: CeprTudpikar aHanisy N
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DV 3 zu SOP 6.1 ,CoA AM0803 UA"

CynyTHi_aoMitiKkn

(BEPX)

Howmiwka E

HeBuaHauyeHi
SOMIWKK (KOXHA)

CyMa yCix AoMILIoK

Sum of all impurities:
1.07 %

xins

Bacterial endoto~

Bakrepianssi
EHAQTOKCURY

Not more than 350 IU/implant
He 6inbwe 350 MO/iMmnnanTaTr

Passes test

nmt 0.20 IU/implant

Sterility

CTepuibHICTb

Should be sterile

Mae 6yTu CTepubHUM

Sterile

14. Certification statement/ | I hereby certify that the above information is authentic and accu-
rate. This batch of product has been manufactured, including
3asBa Woao ceprudikauii | Packaging/labeling and quality control at the above mentioned
site(s) 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,
Uum nigrsepaxyio, Wo BuieBrKkianeHa iHhopMallis apTeHTruHa i
BipHa, JaHa cepis npenaparty sBupobneHa (BKAKYAIUN YIaKoBKy /
MapKyBaHHS Ta KOHTPOb SIKOCTI) BULIEBKA3AHMM BUPOBHUKOM Y
nosHiit BianoBigHOCTI 2 BUMOraMn GMP nokanbHoro
PErynsiTOPHOro opraHy Ta A0 3arBepmxKeHnXx cneundikauin po
peecTpauiitHoro nocsiguenHs KpaiHu-imnoprepa. [okyMeHTalis 3
BupoGHKULTBA Cepil, NakyBaHHs Ta TECTYBaHHSA nepesipeHa, Ta
BCTaHoBseHa 1T sBianosinHicTs BuMoram GMP,
15. Comments/ KomeHTapi
16. Name and position /title
of person authorizing
the batch release/ Im's
Ta nocaga ocobu,
ié%?;):'ggﬂbm‘ 3a Bhntyck Qualified person / YnoesHoBaxeHa ocoba 3 KoCTi
17. Signature of person au-
thorizing the batch re- .
lease/ MNianuc ocobu, 7 QX};\{} —
BIANOBIABNBLHOT 38 BUMYCK & JEAN &% GAR
cepii B 00ir \
18. Date of signature/ [ata .
nianucy ?Q . fi?}im 2{32%

DV erstellt mit/created with: 1.2_4_DV_DV_SO0P_Erstellung, Version 1.2, gditig ab 20.07.2022




g
Ean.

o LAPHAL INDUSTRIES Site de Rousset

LAPHAL 248, avenue Victoire Z.1. - 13106 ROUSSET CEDEX - France

INDUSTRIES Autorisation d'ouverture : 2024_036_1 - Certificat GMP : 2024_HPF_FR_018

CERTIFICATION DE LOT / BATCH CERTIFICATE

Désignation produit / Description product
Code CIP 13 / Authorization Number
Teneur / Dosage / Content / Assay

Promestriéne / Promestriene
Fome Galénique / Galenic Form

Taille - Type de conditionnement / Packaging type

Code article / Iltem code

N° de lot Laphal Industries / Laphal industries batch n®
N° de lot / Batch n®

Date de fabrication / Manufacturing date

Date de péremption / Expiry date

N° de lot Next Pharma / Next Pharma batch number

Date du certificat de conformité Next Pharma (vrac) /
Date of Next Pharma certificate of compliance (bulk)

“Date du certificat d'analyse Next Pharma (vrac) /
Date of Next Pharma certificate of analysis (bulk)

N° Revue Qualité de lot/
Batch quality review n°

Site de fabrication / Manufacturing site *
NEXTPHARMA PLOERMEL
Zl de Camagnon, PLOERMEL, 56800

* COLPOTROPHINE 10 mg

* UAJ3481/03/01

10 mg
* Capsule vaginale / Soft vaginal capsule

* Plaquette(s) thermoformée(s) PVC-aluminium de 10

capstles

© C14210

* RO12400564
© 4X564

* 10/07/2024

©07/2029

301106

* 08/08/2024

* C14210-4X564

Autorisation d'ouverture : 2024_010_1_2 - Certificat GMP : 2024_HPF-FR-007

Site de conditionnement / Packaging site *

LAPHAL INDUSTRIES - 248, avenue de ta Victoire - 13106 ROUSSET - France
Auterisation d'ouverture : 2024_036_1 - Certificat GMP : 2024_HPF_FR_018

Site contréle [ Control site :
NEXTPHARMA PLOERMEL
21 de Camagnon, PLOERMEL, 56800

Autorisation d'ouverture : 2024_010_1_2 - Certificat GMP : 2024_HPF~FR-007

Site de libération / Release site *

LAPHAL INDUSTRIES ~ 248, avenue de ta Victoire - 13106 ROUSSET - France
Autorisation d'ouverture : 2024_036_1 - Certificat GMP : 2024 _HPF_FR_018

COLPOTROPHINE 10 mg Ukraine - 4X564




Quantité commerciale / Commercial quantities

- LAPHAL INDUSTRIES Site de Rousset
LA 248, avenue Victoire Z.I. - 13106 ROUSSET CEDEX - France
AT s N°® Autorisation : 2024 036 1 - Certificat GMP 12024 HPF FR 018
INDUSTRIES — L .

Commentaires / Remarques

n/a

Déclaration de Certification / Certification statement ;

Je soussignée Nathalie LE MOUEL, Personne qualifiée de LAPHAL INDUSTRIES, confirme par la
presente que les informations susmentionnédes sont authentiques et exactes. Ce lot de produit a été
fabriqué/conditionné/analy sé surle(s) site(s) susmentionné(s), en compléte conformité avec les exigences
des BPF de f'organisme de réglementation iocal et selon les specifications de I'autorisation de mise

sur le marché fournies se trouvant dans le dossier technique,

Les documents du ou des sites susmentionnés ayant trait au fraitement, au conditionnement et &
f'analyse du lot a été examinés et Jugés conformes aux BPF et au cahier des charges.

{ undersigned, Nathalie LE MOUEL, Qualified Person of LAPHAL INDUSTRIES, certify that the
above information is authentic and accurate. This batch of product has been fabricated/manufactured,
including packaging, labéling and quality control at the above-mentioned site in full compliance with the
GMP requirements.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with

A Or Counmry-aestnation.

Certification by / certifié par Nathalie LE MOUEL lefon
/% / /o/ DOLE Directeur Qualits

=2

JUL
OKYMERTIB

COLPOTROPHINE 10 mg Ukraine - 4X564



. NextPharma

Tl
NextPharma Ploérmel

Z.l. de Camagnon

BF. 320
F-56804 Ploérmel
Certificate of analysis
40001235/ 301105

Product COLPOTROPHINE Soft vaginalcapsule 10mg
Batch number 301106 (4X664) Material number 40001235
Expiry date N/A Analysis reference | 4020770
Manufacturing date 10-JUL-2024 Supplier batch no N/A

Specification reference

PLO-DOGC-17211 REV.01

Storage conditions

content
(95 to 105% of nominal)
Internal

Characteristic Specification Unit Result / Comment
Appearance Oval pale yeliow soft Complies
Visual - Internal capsules
Average Mass ~ Capsule 1.77 - 2.16 g 1.98
internal
Average Mass - Fill 1.26 - 1.54 g 1.39
Internel )

Uniformity of Mass -~ Content ~ Comply with current Ph. Complles
Ph. Eur. 2.9.5 Eur, 2,9.6.
requlrements

-I Dislntegration (max) <=15 min. 00mIn48s
Ph. Eur. 2.9.2
Identification Promestriene (by Identify with the Complles
HPLC) referenca
Internal
{dentlftcation Methyl Paraben  Identify with the Complies
(by HPLC) reference
internal
[dentification Propyl Paraben  Identify with the Complles
(by HPLC) reference
internal
Assay - Promesfrlene mean 9.6 - 10.5 mg/capsule 10.0

Assay - Promestriene content
Uniformity
Internal

Comply with current Ph,
Eur, 2.9.6.
requirements

22-AUG-2024/13:23:38

Page 10of2




« NextPharma

e -
NexiPharma Floérmel
Z.l, de Camagnon
B.P. 320
F.£6604 Ploérmel
Certificate of analysis
40001235 / 301105

Characteristic Speclfication Unit Result/ Comment

Assay « Sédlum Methyl PHB ~ 1.35-~1.65 mg/fcapsule 1.55

gontent

{90 to 110% of nominal)

Internal

Assay - Sodium Propyl PHB  0.67 - 0.83 mg/capsule 0.76

content

(90 to 110% of nominal)

Internal .

Customer batch number; 4X564

I hereby certify that the above information is authentic and accurate. This batch of Product has been tested In
accordance with the requirerments of GMP and In accordance with the agreed Product Specification provided by
the Customer*, No deviations occurred during quallty control which could adversely impact the results presented.
*It Is the responslblilty of the Customer (Contract Glver) to ensure the agreed Product Spacification and Test
Methods are in accordance with the current Marketing Authorisation and to supply the Contract Acceptor with the
ralevant Information contained within this regulatory document.

Quality Unit: 22-AUG-2024 QP, QA Pharm, M.Sc. Mélanie Bedouet

This certificate has automatically been gererated and signed electronically. The data has been approved by an
authorized person.
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