JEPXXABHA CJIVXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hagii CeiTauunot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOV 37079055

BUCHOBOK
npo AKICTL BBe3eHOr0 B YKpaiHy JikapchKoro 3acody

08.04.2026 Ne 18023/26/26

JILIPOJIOTA

(1aiiMcIyBaniis JIIKapCHKOro 3acoBy 3rijio 3 peecTpauiliiumM nocsinycHisIM)
TabJIeTKH, BKPUTI IJIIBKOBOIO 0Go0nK010, Mo 10 Mr, mo 10 Tabaerok y 6aicrepi, mo 2
GJicTepH B KapToHHAIH mauui

(opmMa BUNYCKY, DO3YBaHHS, BUI TAKYBaHHA JIIKAPCBKOT0 3ac00Y)
Howmep peccrpaniitnoro nocsixuenns UA/20814/01/01 crpox nii peccrpariiinoro nocsizuenns 11.04.2030
Cepis nixapcekoro 3aco6y Ne B3247 Kinbkicts BBesenoro mikapeskoro 3acofy 3960

Bupo6uuk Xaynt ®apma Mioncrep I'm6X., HiMeuunna

(saiiMenyBanis BUPOGHHKa JiKapchKOro 3acoby, Kpaila HOXOMKCHIL)

Baescno B Ykpainy ToapucTso 3 o6mesxenolo Bianosinaasnictio "BYCT ®APMA",
inent. kox: 44107410

(HatimcHyBanHs Ta koa 33 CIPTIOY iopuaxuHoi ocobu abo npissuiuc, iM's, no 6arbiosi disuuHol
ocobu - mignpuemud, i Micle NPOXMUBAHHA Ta peecTpalliitHnii HoMep 0671iKOBOT KAPTKH MUTaTHHKA
noaarkis a6o cepiA Ta HOMEP MacmopTa)

NpoTorcon risyansuore kontpomo six 08.04.2026 N 1748/01.10-26/1.

3a -pesynbTaTaMM  NCPXKABHOTO KOHTPOJIO BCTAHOBICHO, U0 Jiikapebkuil 3aci6  BBcacHo B VYkpainy 3

JOTPUMAHHAM BHMOr 3aKOHOJABCTBA OO 320e31eueniis AKOCTI NiKapcLKUX 3ac00iB.

B.o. HauanbHKMKa Bonoaumup YEPBATIOK

(1ocanora oco6a opraHy JCpXaBHOTO KOHTPOITIO) (mignumc) (ininianu Ta npizsuLe)

M.IL



BUpoBHULTBO, NaKyBaHHs, BUNPoByBaHHA:

JliueHsia Ha BUpoBHULTBO:
CepTudikat GMP:

Homep matepiany Xaynt (Haupt):
Ha3Bsa npoaykry / cuna pii / nikapcobKa
dopma:

Po3mip / TMN yNaKoBKu:

KpaiHa npusHayeHHs:

Homep peecrpauiiiHoro nocsigyeHHs:
Homep cepii roTOBOro NPoAyKTY:
Posmip cepii / 3aranbHa RiNbKicTb
BUNYLEHUX OAUHULb!

Jara supobHuursa:

Tepmin NpraaTHocTi: v

Ne maTepiany Xaynt Haupt (Bulk):
Homep cepii Xaynt Haupt (Bulk):
TeopeTuuhuii poamip cepii (Bulk):
Homep cepii API (Haupt):

Ne cepii APl (MocTa4anbHuK):
BupobHuk API:

Pesy/ibTaTh aHanisy:

Xaynr ®apma Mioucrep Tm6X
YneH rpynu Aenova
WnebprorreHkamn 15,
Ynnenbepr, MioHcTep, MiBHIYHNIA
Peiin-Bectdanis, 48159,
HimeuyuuHa

BignoeigHicTb cepii

AVB. BULLEBK33aHY aapecy
DE_NW_05_MIA_2024_0007
DE_NW_05_GMP_2024_0044
40038196
AIAPONIOTA, Tabnetku, BKpWTI nniskosaoto o6on0HKo0, no 10 mr
Ne20 / AuaporectepoH /10mr
20 TabneToK, BKpUTUX NniBKosoto obonoHKoto / 2 Baictepu no
- 10 Tabnetok
YKpaiHa
UA/20814/01/01
B3247
3960

- 01.09.2025
09/2027
23032291
001
625 000
0000337445 | 0000338634 | 0000457285
DYGA-210402FA31 | DYGA-210401FA41 | DYGC-241104FA01
Aypicko / Aurisco
AvB. goaaHi ceptudikati aHanisis (CoAs)

Uvm s 3acsiguylo, Wo BuulesasHadeHa iHGopmMauia € LOCTOBipHOK Ta TouHow. U cepito npogykty 6yno
BUrOTOB/IEHO, BK/IIOYAKOUM NaKyBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha Bulie3asHadeHomy(Wx) micui(ax) y
nosHiN signosigHocTi Ao Bumor GMP micueBoro perynatopHoro opraHy Tta cneuudikauiii, 3asHauyeHux y
peecTpauiiHoMy BoCbe KpaiHu-imnopTepa. Byno nepesipeHo 3anucu woao o6pobku cepii, ynakosku Ta aHanisy, i
6yn0 BCTaHOBAEHO, WO BOHYU BignosiaaTs GMP,

*oaHuX BigxuneHb He cTanocs O Tak, 6yap-Aka foaarkosa iHGOpMaLLa LOAAETHCA

KomeHrapi / pemapku: /

/nianuc/
YnosHosaxeHa Ocoba
DO-p BaHHedenss, Kapn-XaiiHy,
[J A-p bpetiep, MapriHa
3 A-p Foxmeep, Hina
3 A-p Wnennep, Onisep

[ata: 05 rpyaHs 2025 Mignuc:

557 é/&‘c} 1000 L6 ZZ%/

/@7" V78 ﬂ/ v



CepTudikaT aHanisy

HazBa npoayKry: DIAPONKOTA, TabneTku, BRpUTI naiskosoto obonokkoto, no 10 mr, Ne20

AKTUBHUI iHrpeaieHT:  OuaporectepoH /10mr

Cepisn: B3247 (Cepis bulk 001)

Poamip cepii: 3960 yn.

[ara supobruurea: 01 sepecHs 2025

Tecr Cneuudikauin Pesynbrar
Kpyrai psoonykni Tabnerku, BRpUTI MAIBKOBOIO

Onuc o60n0HKoIW Big Binoro Ao malixe binoro kKonvopy 3 Bignosiaae
TUCHEHHAM «711» 3 ogHoro 6OKy Ta rnagki 3 iHWoro

Bona He Binbwe 8 % 4%

laeHTudikatop BEPX BianoBigae signosipae

ineHTudikatop Yb-cnektpy sianosinae sianoginae

KinbkicHe BuaHaueHHa BEPX 95,0-105,0 % 98,4%
Crapjia 1: n =10, AV £ 15,0; 74

OAHOpIAHICTL A030BAHUX OAUHULL Cranin 2: n =30, AV < 15,0 i KoHa iHauBIAyanbHa 6yTH B s;,u,noei,u,ae
mexax (1 - L2x0,01)M go (1 + L2x0,01)M, L2 = 25,0.

Po3unHeHHA 3a 30 xs, Q = 80% sianosiaae T —

signosigae A A A A

Po3uuHeHHA 3a 30 x8, Q = 80% >=80 % 95 %

CA DomiwKa A (EP) <=0,5% 0,1%

. 5 < flimity

C/1 fomiwka C (EP) <=0,5% 3BiTHOCTI

ch §VAb-ﬁKa HecneumdikosaHa «02% < leIMITy.

AOMILLIKa 3BITHOCTI

C, cyma pomiwioK <=1,2% 0,0%

TAMC Y 0-1000 KYO/r <100

TYMC 0-100 KYO/r <20

BiacyTHicTb E. Coli 1 signosigae signosinae

n BunpobyBaHHA MaKTb MPOBOAUTUCA LWOHAKMEHLLIE Ha KOXHIN AecATil BUroTos/eHiH cepii abo oauH pas Ha pik.

Y \e BUKOHYBaBCA

Lie niarsepayKye, Wo cepia 6yna surotossieHa BignosigHo ao ymos GMP.

MtoHcrep, 05 rpygHa 2025

Jnannc/

YnosHosameHna Ocoba

4 f4-p bavvedensp, Kapn-Xaiity,
O A-p Bpeitep, Maprina

C1 A-p roxmeep, HiHa

0 A-p tinennep, Onisep

XaynT ®apma MioHctep FM6X, Wnebptorrenkamn 15, 48159 MioHcrep, Himeuduxa




Ceprudikar aHanisy

CropiHkalsl

Marepian: Auaporecrepon EP, Aypicko, Lotus Cepis: 0000337445
Marepian Ne: 10131684 Dara supobHuyTsa: 01.04.2021
[ocnigwysaHa cepis: 890000113112 TepmiH npuaaTHOCTI: 01.04.2026
Mnax nepesipku: 30011887/1
Cepin nocravanbHUKa: DYGA-210402FA31
XapaKTepucruka Cneyudikauis Pe3ynbrar
onuc Bianosinae Bignosinae
Cneul:nblxauln ) . .
BIMIA ABO MAMIKE BIAIMIA KPUCTANIMHUI NOPOLLOK
laeHTuikatop BEPX (BUPOBHUK) Bianosigae Bignosinae
I4-criektp (1Y) Biarosinae Binnosinae
BTPATU NPU BUCUXAHHI (EP) <=0,5 0,0 %
CYNIbPATOBAHA 30/1A (EP) <=0,1 0,0 %
RC[.LOMILUKAAvBEPX <=0,10 <RL %
RC AOMILLIKA C BEPX <=0,30 <RL %
RC OAVHAPHA HEBY3HAYEHA AOMILLKA, BEPX <=0,10 <RL %
RC 3AFAﬂbHM171 BMICT AOMILLOK (BEPX) <=0,5 0.0 %
33 BUHATKOM AOMILLIKK A )
BEPX-aHani3 98,0-102,0 100,1 %
PO3YUHHMK ETAHON <= 5000 <100 ppm
PO3YUHHUK ALLETOHY <= 5000 < 100 ppm
PO3YUHHWK AUXNOPMETAHY <= 600 <12 ppm
PO3YUHHWUK H-TEKCAH <=290 <6 ppm
PO3YUHHUK I30MPONINOBUI EGIP <= 5000 <100 ppm
PO3YUHHUK ETUNALIETATY (IX) <= 5000 <100 ppm
PO3MIP YACTUHOK D 10 >=0,5 0,7 um
PO3MIP YACTUHOK D 50 <=12 5 um
PO3MIP YACTUHOK D 90 8-25 12 um

MaTepian 6yno AocaifmeHo eignosigHo Ao sumor GMP Ta 0380NEHO 40 BUKOPUCTaHHA.

BunyieHo: A-p Imke Maitep uy BinceHgopd, aata: 11.01.2023
MNocapna: MpoexT meHemKep 3 PO3BUTKY Ta nepeaadi TexHonorii

Lieit AoKYMEHT BYN0 BUAAHO aBTOMATUUHO, | BiH HE BUMArae HaaBHOCTI Nignucy.

Xaynt ®apma MioHcTep TMBX - YneH rpynu AeHosa
www.aenova-group.com
Wnebprorrenkamn 15 - 48159 MioHcTep ; Tea.: +49 251 2855 -0
Data apyky 04.11.2025 11:12:11




Ceptudikart aHanisy

Cropivka 131

Marepian: Oupporecrepon EP, Aypicko, Lotus Cepin: 0000338634
Marepian Ne: 10131684 [lara supobHuurea: 01.04.2021
HocnigwysaHa cepin: 890000113110 TepmiH npugaTHocTi: 01.04.2026
lnan nepesipku: 30011887/1
Cepia noctavanbHuKa: DYGA-210401FA41
Xapakrepucruka Cneumdiranis Peaynbrar
onuc Bignosinae Bignosigae
Cneu.tnbikauin ) ; )
BLANM ABO MAVKE BINVIA KPUCTANIYHUI NOPOLLIOK
lpenTudikatrop BEPX (BUPOBHUK) Bignosigae Bipnosigae
14-cnexrp (M) Bignosigae Bignosigae
BTPATU NPU BUCUXAHHI (EP) <=0,5 0,0 %
CYNb®ATOBAHA 30A (EP) <=0,1 0,0 %
RC AIOMIWKA A BEPX <=0,10 <RL %
RC AOMIWKA C BEPX <=0,30 <RL %
RC OQUHAPHA HEBU3HAYEHA OMIWKA, BEPX <=(,10 <RL %
RC 3ATANIbHWIA BMICT fLOMIWOK (BEPX) <=0,5 0.0 %
33 BUHATKOM AOMILLKY A
BEPX-aHani3 98,0-102,0 101,1 %
PO34YUHHWK ETAHON <= 5000 <100 ppm
PO3YUHHUK ALETOHY <=5000 <100 ppm
PO3YUHHWK AUXNOPMETAHY <= 600 <12 ppm
PO3YUHHUK H-TEKCAH <=290 <6 ppm
PO3YUHHMK 130NPONINOBUIA EDIP <=5000 <100 ppm
PO34YUHHUK ETUNALIETATY (FX} <= 5000 < 100 ppm
PO3MIP YACTUHOK D 10 >=0,5 0,9 um
PO3MIP YACTUHOK D 50 <=12 8 um
PO3MIP YACTUHOK D 90 8-25 21 um

Mavepian 6yno BocnigKeHo 8ignosiaHo 40 BUMOr GMP Ta f03801EHO A0 BUKOPUCTaHHS,

BunyuwieHo:

A-p Imke Maiiep uy Bincenpopo, aara: 11.01.2023
Nocaga: MpoeKT MeHeaKep 3 PO3BUTKY Ta Nepesayi TexHonorin

Uei pokymeHT 6yn0 BUAAGHO aBTOMATUUHO, | BIH HE BUMArae HasBHOCTI nignucy.

Xaynt ®apma MioHcrep TMBX - YneH rpynu AeHosa
www.aenova-group.com
WnebptorreHkamn 15 - 48159 MioHcTep ; Ten.: +49 251 2855 -0
Bata apyxy 04.11.2025 11:12:57




Ceptudikar aHanisy

CropiHka 131l

Marepian: AuaporectepoH EP, Aypicko, Lotus Cepis: 0000457285
Marepian Ne: 10131684 Data supobHuuTea: 01.11.2024
HocnipiysaHa cepis: 010000318647 TepMmiH npuaaTHoCTI: 01.11.2029
MnaH nepesipku: 30011887/1 [lata nosTopHOro TectysaHHa:  31,10.2027
Cepin nocrayanbHuKa: DYGC-241104FA01

| XapaKtepucruka Cneundikauis Pesynbrar
onuc Bianosinae Bignosinae

Cneqtntinaqin ) ; .
BINUN ABO MAWKE BIZTUU KPUCTANIIYHWW NOPOLLIOK

lnentudirkatop BEPX (BUPOBHWK) Bignosigae Bignosiaae
4-cnexrp (14} Bignosigae Bignoeigae
BTPATU NPU BUCUXAHHI (EP) <=0,5 0,0 %
CYNb®ATOBAHA 30/1A (EP) <=0,1 0,0 %
RC IOMILLKA A BEPX <=0,10 <RL %
RC AOMILIKA C BEPX <=0,30 <RL %
RC BYb-AKA HEBUSHAYEHA JOMILWKA, BEPX <=0,10 <RL %
RC 3ATAJIbHWUIA BMICT AOMILLOK {BEPX) <=0,5 0,0 %
33 BUHATKOM AOMILLKU A
BEPX-aHanis 98,0-102,0 99,9 %
PO3YUHHUK ETAHO/ <=5000 <100 ppm
PO3YUHHUK ALEETOHY <= 5000 <100 ppm
PO3YUHHUK AUXTOPMETAHY <= 600 <12 ppm
PO34YUHHUK H-TEKCAH <=290 <6 ppm
PO3YMHHWK 130MPONINOBUNA EDIP <= 5000 <100 ppm
PO3YUHHUK ETUNALETATY (rX) <= 5000 <100 ppm
PO3MIP YACTUHOK D 10 >=0,5 1,2 Hm
PO3MIP YACTUHOK D 50 <=12 10 um
PO3MIP YACTUHOK D 90 8-25 23 Hm

Marepian 6yao aochigxeHo sianosigHo Ao sumar GMP Ta eunyuwiero.
BunyuieHo: Ceniva YemmimaHH, gata: 18.08.2025
Nocapa: GMP meHegwep

Lleit fOKYMEHT 6yN0 BUAAHO aBTOMATUYHO, | BIH HE BUMArae HaaBHOCTI Nianucy.

XaynT dapma MioHcrep Fm6X - YneH rpynu AeHosa
www.aenova-group.com

LUneb6piorreHkamn 15 - 48159 MioHcTep ; Ten.: +49 251 2855 -0

[fata apyky 04.11.2025 11:13:58




YANGZHOU AURISCO PHARMACEUTICAL CO., LTD
AHYXKOY AYPICKO ®APMALIEBTIKAN KO., NTA.

Ne 28, Byn. Li3anbalis, 30Ha BHCOKOTEXIIONOTIYIIOT0 IPOMHUCIOBOTO PO3BHTKY.
Micto SInwkoy, nposinuis Lzsxcy, 225100, Kuraticska H.P.

Ten.: 0514 80329799

CEPTU®DIKAT BUMYCKAHHSA NAPTII

HA3BA ITIPOAYKTY: AUAPOTECTEPOH
CEPIS Ne: DYGC-241104FA01

JATA BUPOBHHMLTBA: JIMCTOITA L 2024
JATA TTOBTOPHOT'O TECTYBAHHJ: )XOBTEHb 2027
JATA BUITYCKY CEPIf: 19 JIIOTOTO 2025 POKY

TEPMIH ITPUIATHOCTI: 3 POKM

HA3BA [TPOIYKTY

HOMEP CEPI

KIIBKICTh
BUITYIUIEHOTO

EKCITOPT/BHY TPIILIHIN TOPT

JUAPOTECTEPOH

DYGC-241104FA01

31 kr

EKCIIOPT

TIPOIYKIIST BMIUE3TAZAHOI CEPIl BYJIA BUPOBJIEHA BIAMOBIAHO JO BUMOT HAJIEXHOTO
BUPOBHULITBA (GMP) TA BIJIMOBIJHO A0 PEECTPALIIMHOTO JIOCKHE, A TAKOX YCIX BIAITOBIIHNX
CTAHJIAPTHUX OIIEPALUMHMX TPOUEAYP (COMu) 3ABOJAY-BUPOBHUKA, TA CEPISl BVIIA
BUITYLIEHA BIJTIOBIZHO JIO LILOT'O. (IOJATKOBMI AB3AIl V CBC (CEPTUMGIKATI BUITYCKY CEPIT),
BUJAHMI UL PEUENTYP) BUXIAHI MATEPIAJIM, TIAKYBAJIBHI MATEPIAJIM TA KIHIEBMM

NMPOAVKT BVYJIH BHUIIPOBYBAHI

BIATIOBIAHO A0 4YWMHHUX TIPOLEAYP BHITPOBYBAHb TA

BIANOBIAAIOTE CIEUM®IKALIAM. BUPOBHUYMM TA BHYTPILUHEOIIPOLIECHUI KOHTPOJIb BYJIU
BUKOHAHI BIJMOBIAHO JO MAIOYWX BUPOBHUYMX IHCTPYKUINA. BUPOBHUYI TIOTYXHOCTI €
YACTHHOIO ITPOTPAMH PEI'YJLAPHOT'O MOHITOPHHIY.

3 nosaroro

SHYKOV AVPICKO ®APMAIIEBTIKAJ KO., JITA.

mramm

Cropinka 1



Manufacturing, packaging, testing:

Manufacturing License:

GMP Certificate:
Mat.-No. Haupt:

Product name/strength/dosage form:

Package size/type:

Country:

Marketing Authorisation no.:
Batch-No. finished product:
Batch size/total units released:

Date of manufacture:

Expiry Date:

Mat.-No. Haupt (Bulk):
Batch-No. Haupt (Bulk):
Theoretical batch size (Bulk):
Batch No. APl (Haupt):

Batch No. APl (Supplier):

Manufactur API:

Results of Analysis:

Haupt Pharma Miinster GmbH
A member of the Aenova Group
Schieebriiggenkamp 15

Batch Confirmation

48159 Munster
North Rhine Westphalia

Uppenberg

Germany

see above mentioned address
DE_NW_05_MIA_2024_0007
DE_NW_05_GMP_2024_0044

40038196

aenova

Dydroluta 10mg film-coated tablet, Ne 20 / Dydrogesterone 10mg
20 film-coated tablets / 2 blisters of 10

Ukraine
UA/20814/01/01
B3247

3.960
01.09.2025
09/2027
23032291

001

625.000
0000337445
DYGA-210402FA31
Aurisco

see attached CoAs

| 0000338634
| DYGA-210401FA41

| 0000457285
| DYGC-241104FA01

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling 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.

(No deviation occurred
Comments/remarks: /

Date: 05. December 2025

Signature: /\ N

o Yes, any additional information is enclosed

ualified Pe\\'son

Dr. Bannefeld, b{arl-Heinz

o Dr. Breuer, Martina
0 Dr. Hohmeier, |

ina

o Dr. Schieppe; Oliver



Product:

Active Ingredient:
Batch:

Batch size:

Manufacturing date:

Certificate of Analysis

Dydroluta 10mg film-coated tablet, Ne 20
Dydrogesterone 10mg

B3247 (bulk batch 001)

3.960 pcs

01. September 2025

Test Specification Result
Appearance white to off white, round, biconvex film-coated tablets, | conforms
embossed with “711” on one side and plain on another

Water NMT 8 % 4%
Identity HPLC conforms , conforms
ID UV-Spectrum conforms conforms
Assay HPLC 95.0-105.0% 98.4%
Uniformity of Dosage Stage 1: n =10, AV £ 15.0; 7.4

Stage 2: n =30, AV < 15.0 and each individual
must lie within (1 - L2x0.01)M to (1 + L2x0.01)M, L2 = 25.0. | conforms

DISS 30 min, Q = 80% complies | conforms conforms
DISS 30 min, Q = 80% >= 80 % 95 %

RC Impurity A (EP) <=05% 0.1%

RC Impurity C (EP) <=0.5% <RL

RC any unspecified Impurity <=0.2% <RL

RC total <=12% 0.0%
TAMC " 0 - 1000 cfu/g <100
TYMC? 0-100 cfu/g <20
Absence of E. Coli ! conforms conforms

1) Tests to be performed on at least every 10t manufactured batch, or once per year.

2 not done

This is to confirm that the batch was manufactured under GMP-conditions.

Miinster, 05. December 2025

Qtalified Person ",
@ Dr. Bannefeld, Karl-Heinz
o Dr. Breuer, Martina

o1 br. Hohmeier, Nina

o Dr. Schlepper; Oliver

Haupt Pharma Minster GmbH, Schleebriiggenkamp 15, 48159 Munster, Germany



Certificate of Analysis

aenova

Page 1 of 1
Material: Dydrogesterone EP, Aurisco, Lotus Batch: 0000337445
Material no.: 10131684 Manufacturing date:  01.04.2021
Inspection lot: 890000113112 Expiry date: 01.04.2026
Inspection plan: 30011887 /1
Vendor Batch: DYGA-210402FA31
| Characteristic Specification Result
APPEARANCE Conforms Conforms
Specification
WHITE OR ALMOST WHITE, CRYSTALLINE POWDER
ID HPLC (MANUFACTURER) Conforms Conforms
ID IR SPECTRUM (EP) Conforms Conforms
LOSS ON DRYING (EP) <= 0.5 0.0 %
SULPHATED ASH (EP) <= 0.1 0.0 %
RC IMPURITY A HPLC <=0.10 <RL %
RC IMPURITY C HPLC <= 0.30 <RL %
RC SINGLE UNSPECIFIED IMPURITY, HPLC <=0.10 <RL %
RC TOTAL IMPURITIES (HPLC) <=0.5 0.0 %
except for Impurity A
ASSAY HPLC 98.0 - 102.0 100.1 %
RES.SOLV. ETHANOL <= 5000 <100 ppm
RES.SOLV. ACETONE <= 5000 <100 ppm
RES.SOLV. DICHLOROMETHANE <= 600 <12 ppm
RES.SOLV. N-HEXANE <= 290 <6 ppm
RES.SOLV. ISOPROPYL ETHER <= 5000 <100 ppm
RES.SOLV. ETHYL.ACETATE (GC) <= 5000 <100 ppm
PARTICLE SIZED 10 >= 0.5 0.7 gm
PARTICLE SIZE D 50 <= 12 5 um
PARTICLE SIZE D 90 8-25 12 Hm

The material was tested in conformity with GMP and is released.
Dr. Imke Meyer zu Viilsendorf, on: 11.01.2023
Position: Project Manager Develop. Tech Transfer

Release by:

This document was issued automatically and is valid without signature.

Haupt Pharma Minster GmbH - Member of the Aenova Group

www.aenova-group.com

Schleebrliggenkamp 15 - 48159 Miinster ; Tel.: +49 261 2855 - 0
printout date 04.11.2025 11:12:11



Certificate of Analysis aenova
Page 1 of 1

Material: Dydrogesterone EP, Aurisco, Lotus Batch: 0000338634

Material no.: 10131684 Manufacturing date:  01.04.2021

Inspection lot: 890000113110 Expiry date: 01.04.2026

Inspection plan: 30011887 / 1

Vendor Batch: DYGA-210401FA41
| Characteristic Specification Result

APPEARANCE Conforms Conforms

Specification
WHITE OR ALMOST WHITE, CRYSTALLINE POWDER

1D HPLC (MANUFACTURER) Conforms Conforms

ID IR SPECTRUM (EP) Conforms Conforms

LOSS ON DRYING (EP) <=0.5 0.0 %
SULPHATED ASH (EP) <= 0.1 0.0 %
RC IMPURITY A HPLC <=0.10 <RL %
RC IMPURITY C HPLC <= 0,30 <RL %
RC SINGLE UNSPECIFIED IMPURITY, HPLC <=0.10 <RL %
RC TOTAL IMPURITIES {(HPLC) <=0.5 0.0 %
except for Impurity A

ASSAY HPLC 98.0 - 102.0 101.1 %
RES.SOLV. ETHANOL <= 5000 <100 ppm
RES.SOLV. ACETONE <= 5000 <100 ppm
RES.SOLV. DICHLOROMETHANE <= 600 <12 ppm
RES.SOLV. N-HEXANE <=290 <6 ppm
RES.SOLV. ISOPROPYL ETHER <= 5000 <100 ppm
RES.SOLV. ETHYLACETATE (GC) <= 5000 <100 ppm
PARTICLE SIZE D 10 >= 0.5 0.9 ym
PARTICLE SIZE D 50 <= 12 8 pm
PARTICLE SIZE D 90 8-25 21 um

The material was tested in conformity with GMP and is released.

Release by:

Position: Project Manager Develop, Tech

Dr. Imke Meyer 2u Viilsendorf, on: 11.01.2023

Transfer

This document was issued automatically and is valid without signature.

Haupt Pharma Munster GmbH - Member of the Aenova Group

WWW.aenova-group.com

Schieebriggenkamp 15 - 48159 Minster ; Tel.: +49 251 2855 -0
printout date 04.11.2025 11:12:57



Certificate of Analysis

acnova

Page 1 of 1
Material: Dydrogesterone EP, Aurisco, Lotus Batch: 0000457285
Material no.: 10131684 Manufacturing date:  01.11.2024
Inspection lot: 010000318647 Expiry date: 01.11.2029
Inspection plan: 30011887 /1
Vendor Batch: DYGC-241104FA01 Retest date: 31.10.2027
| Characteristic Specification Result
APPEARANCE Conforms Conforms
Specification
WHITE OR ALMOST WHITE, CRYSTALLINE POWDER
ID HPLC (MANUFACTURER) Conforms Conforms
ID IR SPECTRUM (EP) Conforms Conforms
LOSS ON DRYING (EP) <=0.5 0.0 %
SULPHATED ASH (EP) <=0.1 0.0 %
RC IMPURITY A HPLC <=0.10 <RL %
RC IMPURITY C HPLC <=0.30 < RL %
RC SINGLE UNSPECIFIED IMPURITY, HPLC <=0.10 <RL %
RC TOTAL IMPURITIES (HPLC) <=0.5 0.0 %
except for Impurity A
ASSAY HPLC 98.0 - 102.0 99.9 %
RES.SOLV. ETHANOL. <= 5000 <100 ppm
RES.SOLV. ACETONE <= 5000 < 100 ppm
RES.SOLV. DICHLOROMETHANE <= 600 <12 ppm
RES,.SOLV. N-HEXANE <= 290 <8 ppm
RES.SOLV. ISOPROPYL ETHER <= 5000 <100 ppm
RES.SOLV. ETHYLACETATE (GC) <= 5000 < 100 ppm
PARTICLE SIZE D 10 >= 0.5 1.2 pm
PARTICLE SIZE D 50 <=12 10 um
PARTICLE SIZE D 90 8-25 23 um

The material was tested in conformity with GMP and is released.
Release by: Selina Schemmelmann, on: 18.08.2025
Position: GMP Manager

This document was issued automatically and is valid without signature.

Haupt Pharma Minster GmbH - Member of the Aenova Group

www.aenova-group.com

Schleebrilggenkamp 15 - 48159 Mlnster ; Tel.. +49 2561 2855 - 0

printout date 04.11 2025 11:13:58



YANGZHOU AURISCO PHARMACEUTICAL CO.,, LTD.

fﬁ No. 28, Jian'an Road, High-Tech Industrial Development Zone,
#&Uris :

Yangzhou City , Jiangsu Province ,225100, P.R. China
Tel, 0514 80329799

BATCH RELEASED CERTIFICATE

NAME OF PRODUCT: DYDROGESTERONE
BATCH NO.: DYGC-241104FAQ1
MFG.DATE: NOV.,2024

RETEST DATE: OCT.,2027

BATCH RELEASE DATE: FEB.19, 2025

SHELF LIFE: 3 YEARS

NAME OF PRODUCT BATCH NO. QNTY. EXPORT/DOMESTIC
RELEASED
DYDROGESTERONE 31KG EXPORT

DYGC-241104FA01

PRODUCTS OF THE ABOVE MENTIONED BATCH WAS IN ACCORDANCE OF
GOODS MANUFACTURE (GMP) REQUIREMENTS AND IN CONFORMITY

WITH THE MARKETING AUTHORIZATION AS WELL AS ALL THE PERTINENT SOPS
OF THE MANUFACTURING PLANT AND BATCH WAS RELEASED ACCORDINGLY.
(ADDITIONAL PARAGRAPH IN BRC ISSUED FOR FORMULATIONS)

STARTING MATERIALS PACKING MATERIALS AND THE FINAL PRODUCT WERE
TESTED IN ACCORDANCE TO VALID TESTING PROCEDURES AND COMPLY WITH
THE SPECIFICATIONS. THE PRODUCTION AND IN PROCESS CONTROLS “WERE
PERFORMED ACCORDING TO CURRENTLY VALID PRODUCTION INSTRUCTIONS.
PRODUCTION FACILITIES ARE PART OF REGULAR MONITORING PROGRAM.

Your faithfully
YANGZHOU AURISCO PHARMACEUTICAL CO., LTD.

il

PEMG ZHIEN

Page: 1



JEPXXABHA CJIVXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hagii CeiTauunot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOV 37079055

BUCHOBOK
npo AKICTL BBe3eHOr0 B YKpaiHy JikapchKoro 3acody

08.04.2026 Ne 18023/26/26

JILIPOJIOTA

(1aiiMcIyBaniis JIIKapCHKOro 3acoBy 3rijio 3 peecTpauiliiumM nocsinycHisIM)
TabJIeTKH, BKPUTI IJIIBKOBOIO 0Go0nK010, Mo 10 Mr, mo 10 Tabaerok y 6aicrepi, mo 2
GJicTepH B KapToHHAIH mauui

(opmMa BUNYCKY, DO3YBaHHS, BUI TAKYBaHHA JIIKAPCBKOT0 3ac00Y)
Howmep peccrpaniitnoro nocsixuenns UA/20814/01/01 crpox nii peccrpariiinoro nocsizuenns 11.04.2030
Cepis nixapcekoro 3aco6y Ne B3247 Kinbkicts BBesenoro mikapeskoro 3acofy 3960

Bupo6uuk Xaynt ®apma Mioncrep I'm6X., HiMeuunna

(saiiMenyBanis BUPOGHHKa JiKapchKOro 3acoby, Kpaila HOXOMKCHIL)

Baescno B Ykpainy ToapucTso 3 o6mesxenolo Bianosinaasnictio "BYCT ®APMA",
inent. kox: 44107410

(HatimcHyBanHs Ta koa 33 CIPTIOY iopuaxuHoi ocobu abo npissuiuc, iM's, no 6arbiosi disuuHol
ocobu - mignpuemud, i Micle NPOXMUBAHHA Ta peecTpalliitHnii HoMep 0671iKOBOT KAPTKH MUTaTHHKA
noaarkis a6o cepiA Ta HOMEP MacmopTa)

NpoTorcon risyansuore kontpomo six 08.04.2026 N 1748/01.10-26/1.

3a -pesynbTaTaMM  NCPXKABHOTO KOHTPOJIO BCTAHOBICHO, U0 Jiikapebkuil 3aci6  BBcacHo B VYkpainy 3

JOTPUMAHHAM BHMOr 3aKOHOJABCTBA OO 320e31eueniis AKOCTI NiKapcLKUX 3ac00iB.

B.o. HauanbHKMKa Bonoaumup YEPBATIOK

(1ocanora oco6a opraHy JCpXaBHOTO KOHTPOITIO) (mignumc) (ininianu Ta npizsuLe)

M.IL



BUpoBHULTBO, NaKyBaHHs, BUNPoByBaHHA:

JliueHsia Ha BUpoBHULTBO:
CepTudikat GMP:

Homep matepiany Xaynt (Haupt):
Ha3Bsa npoaykry / cuna pii / nikapcobKa
dopma:

Po3mip / TMN yNaKoBKu:

KpaiHa npusHayeHHs:

Homep peecrpauiiiHoro nocsigyeHHs:
Homep cepii roTOBOro NPoAyKTY:
Posmip cepii / 3aranbHa RiNbKicTb
BUNYLEHUX OAUHULb!

Jara supobHuursa:

Tepmin NpraaTHocTi: v

Ne maTepiany Xaynt Haupt (Bulk):
Homep cepii Xaynt Haupt (Bulk):
TeopeTuuhuii poamip cepii (Bulk):
Homep cepii API (Haupt):

Ne cepii APl (MocTa4anbHuK):
BupobHuk API:

Pesy/ibTaTh aHanisy:

Xaynr ®apma Mioucrep Tm6X
YneH rpynu Aenova
WnebprorreHkamn 15,
Ynnenbepr, MioHcTep, MiBHIYHNIA
Peiin-Bectdanis, 48159,
HimeuyuuHa

BignoeigHicTb cepii

AVB. BULLEBK33aHY aapecy
DE_NW_05_MIA_2024_0007
DE_NW_05_GMP_2024_0044
40038196
AIAPONIOTA, Tabnetku, BKpWTI nniskosaoto o6on0HKo0, no 10 mr
Ne20 / AuaporectepoH /10mr
20 TabneToK, BKpUTUX NniBKosoto obonoHKoto / 2 Baictepu no
- 10 Tabnetok
YKpaiHa
UA/20814/01/01
B3247
3960

- 01.09.2025
09/2027
23032291
001
625 000
0000337445 | 0000338634 | 0000457285
DYGA-210402FA31 | DYGA-210401FA41 | DYGC-241104FA01
Aypicko / Aurisco
AvB. goaaHi ceptudikati aHanisis (CoAs)

Uvm s 3acsiguylo, Wo BuulesasHadeHa iHGopmMauia € LOCTOBipHOK Ta TouHow. U cepito npogykty 6yno
BUrOTOB/IEHO, BK/IIOYAKOUM NaKyBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha Bulie3asHadeHomy(Wx) micui(ax) y
nosHiN signosigHocTi Ao Bumor GMP micueBoro perynatopHoro opraHy Tta cneuudikauiii, 3asHauyeHux y
peecTpauiiHoMy BoCbe KpaiHu-imnopTepa. Byno nepesipeHo 3anucu woao o6pobku cepii, ynakosku Ta aHanisy, i
6yn0 BCTaHOBAEHO, WO BOHYU BignosiaaTs GMP,

*oaHuX BigxuneHb He cTanocs O Tak, 6yap-Aka foaarkosa iHGOpMaLLa LOAAETHCA

KomeHrapi / pemapku: /

/nianuc/
YnosHosaxeHa Ocoba
DO-p BaHHedenss, Kapn-XaiiHy,
[J A-p bpetiep, MapriHa
3 A-p Foxmeep, Hina
3 A-p Wnennep, Onisep

[ata: 05 rpyaHs 2025 Mignuc:

557 é/&‘c} 1000 L6 ZZ%/

/@7" V78 ﬂ/ v



CepTudikaT aHanisy

HazBa npoayKry: DIAPONKOTA, TabneTku, BRpUTI naiskosoto obonokkoto, no 10 mr, Ne20

AKTUBHUI iHrpeaieHT:  OuaporectepoH /10mr

Cepisn: B3247 (Cepis bulk 001)

Poamip cepii: 3960 yn.

[ara supobruurea: 01 sepecHs 2025

Tecr Cneuudikauin Pesynbrar
Kpyrai psoonykni Tabnerku, BRpUTI MAIBKOBOIO

Onuc o60n0HKoIW Big Binoro Ao malixe binoro kKonvopy 3 Bignosiaae
TUCHEHHAM «711» 3 ogHoro 6OKy Ta rnagki 3 iHWoro

Bona He Binbwe 8 % 4%

laeHTudikatop BEPX BianoBigae signosipae

ineHTudikatop Yb-cnektpy sianosinae sianoginae

KinbkicHe BuaHaueHHa BEPX 95,0-105,0 % 98,4%
Crapjia 1: n =10, AV £ 15,0; 74

OAHOpIAHICTL A030BAHUX OAUHULL Cranin 2: n =30, AV < 15,0 i KoHa iHauBIAyanbHa 6yTH B s;,u,noei,u,ae
mexax (1 - L2x0,01)M go (1 + L2x0,01)M, L2 = 25,0.

Po3unHeHHA 3a 30 xs, Q = 80% sianosiaae T —

signosigae A A A A

Po3uuHeHHA 3a 30 x8, Q = 80% >=80 % 95 %

CA DomiwKa A (EP) <=0,5% 0,1%

. 5 < flimity

C/1 fomiwka C (EP) <=0,5% 3BiTHOCTI

ch §VAb-ﬁKa HecneumdikosaHa «02% < leIMITy.

AOMILLIKa 3BITHOCTI

C, cyma pomiwioK <=1,2% 0,0%

TAMC Y 0-1000 KYO/r <100

TYMC 0-100 KYO/r <20

BiacyTHicTb E. Coli 1 signosigae signosinae

n BunpobyBaHHA MaKTb MPOBOAUTUCA LWOHAKMEHLLIE Ha KOXHIN AecATil BUroTos/eHiH cepii abo oauH pas Ha pik.

Y \e BUKOHYBaBCA

Lie niarsepayKye, Wo cepia 6yna surotossieHa BignosigHo ao ymos GMP.

MtoHcrep, 05 rpygHa 2025

Jnannc/

YnosHosameHna Ocoba

4 f4-p bavvedensp, Kapn-Xaiity,
O A-p Bpeitep, Maprina

C1 A-p roxmeep, HiHa

0 A-p tinennep, Onisep

XaynT ®apma MioHctep FM6X, Wnebptorrenkamn 15, 48159 MioHcrep, Himeuduxa




Ceprudikar aHanisy

CropiHkalsl

Marepian: Auaporecrepon EP, Aypicko, Lotus Cepis: 0000337445
Marepian Ne: 10131684 Dara supobHuyTsa: 01.04.2021
[ocnigwysaHa cepis: 890000113112 TepmiH npuaaTHOCTI: 01.04.2026
Mnax nepesipku: 30011887/1
Cepin nocravanbHUKa: DYGA-210402FA31
XapaKTepucruka Cneyudikauis Pe3ynbrar
onuc Bianosinae Bignosinae
Cneul:nblxauln ) . .
BIMIA ABO MAMIKE BIAIMIA KPUCTANIMHUI NOPOLLOK
laeHTuikatop BEPX (BUPOBHUK) Bianosigae Bignosinae
I4-criektp (1Y) Biarosinae Binnosinae
BTPATU NPU BUCUXAHHI (EP) <=0,5 0,0 %
CYNIbPATOBAHA 30/1A (EP) <=0,1 0,0 %
RC[.LOMILUKAAvBEPX <=0,10 <RL %
RC AOMILLIKA C BEPX <=0,30 <RL %
RC OAVHAPHA HEBY3HAYEHA AOMILLKA, BEPX <=0,10 <RL %
RC 3AFAﬂbHM171 BMICT AOMILLOK (BEPX) <=0,5 0.0 %
33 BUHATKOM AOMILLIKK A )
BEPX-aHani3 98,0-102,0 100,1 %
PO3YUHHMK ETAHON <= 5000 <100 ppm
PO3YUHHUK ALLETOHY <= 5000 < 100 ppm
PO3YUHHWK AUXNOPMETAHY <= 600 <12 ppm
PO3YUHHWUK H-TEKCAH <=290 <6 ppm
PO3YUHHUK I30MPONINOBUI EGIP <= 5000 <100 ppm
PO3YUHHUK ETUNALIETATY (IX) <= 5000 <100 ppm
PO3MIP YACTUHOK D 10 >=0,5 0,7 um
PO3MIP YACTUHOK D 50 <=12 5 um
PO3MIP YACTUHOK D 90 8-25 12 um

MaTepian 6yno AocaifmeHo eignosigHo Ao sumor GMP Ta 0380NEHO 40 BUKOPUCTaHHA.

BunyieHo: A-p Imke Maitep uy BinceHgopd, aata: 11.01.2023
MNocapna: MpoexT meHemKep 3 PO3BUTKY Ta nepeaadi TexHonorii

Lieit AoKYMEHT BYN0 BUAAHO aBTOMATUUHO, | BiH HE BUMArae HaaBHOCTI Nignucy.

Xaynt ®apma MioHcTep TMBX - YneH rpynu AeHosa
www.aenova-group.com
Wnebprorrenkamn 15 - 48159 MioHcTep ; Tea.: +49 251 2855 -0
Data apyky 04.11.2025 11:12:11




Ceptudikart aHanisy

Cropivka 131

Marepian: Oupporecrepon EP, Aypicko, Lotus Cepin: 0000338634
Marepian Ne: 10131684 [lara supobHuurea: 01.04.2021
HocnigwysaHa cepin: 890000113110 TepmiH npugaTHocTi: 01.04.2026
lnan nepesipku: 30011887/1
Cepia noctavanbHuKa: DYGA-210401FA41
Xapakrepucruka Cneumdiranis Peaynbrar
onuc Bignosinae Bignosigae
Cneu.tnbikauin ) ; )
BLANM ABO MAVKE BINVIA KPUCTANIYHUI NOPOLLIOK
lpenTudikatrop BEPX (BUPOBHUK) Bignosigae Bipnosigae
14-cnexrp (M) Bignosigae Bignosigae
BTPATU NPU BUCUXAHHI (EP) <=0,5 0,0 %
CYNb®ATOBAHA 30A (EP) <=0,1 0,0 %
RC AIOMIWKA A BEPX <=0,10 <RL %
RC AOMIWKA C BEPX <=0,30 <RL %
RC OQUHAPHA HEBU3HAYEHA OMIWKA, BEPX <=(,10 <RL %
RC 3ATANIbHWIA BMICT fLOMIWOK (BEPX) <=0,5 0.0 %
33 BUHATKOM AOMILLKY A
BEPX-aHani3 98,0-102,0 101,1 %
PO34YUHHWK ETAHON <= 5000 <100 ppm
PO3YUHHUK ALETOHY <=5000 <100 ppm
PO3YUHHWK AUXNOPMETAHY <= 600 <12 ppm
PO3YUHHUK H-TEKCAH <=290 <6 ppm
PO3YUHHMK 130NPONINOBUIA EDIP <=5000 <100 ppm
PO34YUHHUK ETUNALIETATY (FX} <= 5000 < 100 ppm
PO3MIP YACTUHOK D 10 >=0,5 0,9 um
PO3MIP YACTUHOK D 50 <=12 8 um
PO3MIP YACTUHOK D 90 8-25 21 um

Mavepian 6yno BocnigKeHo 8ignosiaHo 40 BUMOr GMP Ta f03801EHO A0 BUKOPUCTaHHS,

BunyuwieHo:

A-p Imke Maiiep uy Bincenpopo, aara: 11.01.2023
Nocaga: MpoeKT MeHeaKep 3 PO3BUTKY Ta Nepesayi TexHonorin

Uei pokymeHT 6yn0 BUAAGHO aBTOMATUUHO, | BIH HE BUMArae HasBHOCTI nignucy.

Xaynt ®apma MioHcrep TMBX - YneH rpynu AeHosa
www.aenova-group.com
WnebptorreHkamn 15 - 48159 MioHcTep ; Ten.: +49 251 2855 -0
Bata apyxy 04.11.2025 11:12:57




Ceptudikar aHanisy

CropiHka 131l

Marepian: AuaporectepoH EP, Aypicko, Lotus Cepis: 0000457285
Marepian Ne: 10131684 Data supobHuuTea: 01.11.2024
HocnipiysaHa cepis: 010000318647 TepMmiH npuaaTHoCTI: 01.11.2029
MnaH nepesipku: 30011887/1 [lata nosTopHOro TectysaHHa:  31,10.2027
Cepin nocrayanbHuKa: DYGC-241104FA01

| XapaKtepucruka Cneundikauis Pesynbrar
onuc Bianosinae Bignosinae

Cneqtntinaqin ) ; .
BINUN ABO MAWKE BIZTUU KPUCTANIIYHWW NOPOLLIOK

lnentudirkatop BEPX (BUPOBHWK) Bignosigae Bignosiaae
4-cnexrp (14} Bignosigae Bignoeigae
BTPATU NPU BUCUXAHHI (EP) <=0,5 0,0 %
CYNb®ATOBAHA 30/1A (EP) <=0,1 0,0 %
RC IOMILLKA A BEPX <=0,10 <RL %
RC AOMILIKA C BEPX <=0,30 <RL %
RC BYb-AKA HEBUSHAYEHA JOMILWKA, BEPX <=0,10 <RL %
RC 3ATAJIbHWUIA BMICT AOMILLOK {BEPX) <=0,5 0,0 %
33 BUHATKOM AOMILLKU A
BEPX-aHanis 98,0-102,0 99,9 %
PO3YUHHUK ETAHO/ <=5000 <100 ppm
PO3YUHHUK ALEETOHY <= 5000 <100 ppm
PO3YUHHUK AUXTOPMETAHY <= 600 <12 ppm
PO34YUHHUK H-TEKCAH <=290 <6 ppm
PO3YMHHWK 130MPONINOBUNA EDIP <= 5000 <100 ppm
PO3YUHHUK ETUNALETATY (rX) <= 5000 <100 ppm
PO3MIP YACTUHOK D 10 >=0,5 1,2 Hm
PO3MIP YACTUHOK D 50 <=12 10 um
PO3MIP YACTUHOK D 90 8-25 23 Hm

Marepian 6yao aochigxeHo sianosigHo Ao sumar GMP Ta eunyuwiero.
BunyuieHo: Ceniva YemmimaHH, gata: 18.08.2025
Nocapa: GMP meHegwep

Lleit fOKYMEHT 6yN0 BUAAHO aBTOMATUYHO, | BIH HE BUMArae HaaBHOCTI Nianucy.

XaynT dapma MioHcrep Fm6X - YneH rpynu AeHosa
www.aenova-group.com

LUneb6piorreHkamn 15 - 48159 MioHcTep ; Ten.: +49 251 2855 -0

[fata apyky 04.11.2025 11:13:58




YANGZHOU AURISCO PHARMACEUTICAL CO., LTD
AHYXKOY AYPICKO ®APMALIEBTIKAN KO., NTA.

Ne 28, Byn. Li3anbalis, 30Ha BHCOKOTEXIIONOTIYIIOT0 IPOMHUCIOBOTO PO3BHTKY.
Micto SInwkoy, nposinuis Lzsxcy, 225100, Kuraticska H.P.

Ten.: 0514 80329799

CEPTU®DIKAT BUMYCKAHHSA NAPTII

HA3BA ITIPOAYKTY: AUAPOTECTEPOH
CEPIS Ne: DYGC-241104FA01

JATA BUPOBHHMLTBA: JIMCTOITA L 2024
JATA TTOBTOPHOT'O TECTYBAHHJ: )XOBTEHb 2027
JATA BUITYCKY CEPIf: 19 JIIOTOTO 2025 POKY

TEPMIH ITPUIATHOCTI: 3 POKM

HA3BA [TPOIYKTY

HOMEP CEPI

KIIBKICTh
BUITYIUIEHOTO

EKCITOPT/BHY TPIILIHIN TOPT

JUAPOTECTEPOH

DYGC-241104FA01

31 kr

EKCIIOPT

TIPOIYKIIST BMIUE3TAZAHOI CEPIl BYJIA BUPOBJIEHA BIAMOBIAHO JO BUMOT HAJIEXHOTO
BUPOBHULITBA (GMP) TA BIJIMOBIJHO A0 PEECTPALIIMHOTO JIOCKHE, A TAKOX YCIX BIAITOBIIHNX
CTAHJIAPTHUX OIIEPALUMHMX TPOUEAYP (COMu) 3ABOJAY-BUPOBHUKA, TA CEPISl BVIIA
BUITYLIEHA BIJTIOBIZHO JIO LILOT'O. (IOJATKOBMI AB3AIl V CBC (CEPTUMGIKATI BUITYCKY CEPIT),
BUJAHMI UL PEUENTYP) BUXIAHI MATEPIAJIM, TIAKYBAJIBHI MATEPIAJIM TA KIHIEBMM

NMPOAVKT BVYJIH BHUIIPOBYBAHI

BIATIOBIAHO A0 4YWMHHUX TIPOLEAYP BHITPOBYBAHb TA

BIANOBIAAIOTE CIEUM®IKALIAM. BUPOBHUYMM TA BHYTPILUHEOIIPOLIECHUI KOHTPOJIb BYJIU
BUKOHAHI BIJMOBIAHO JO MAIOYWX BUPOBHUYMX IHCTPYKUINA. BUPOBHUYI TIOTYXHOCTI €
YACTHHOIO ITPOTPAMH PEI'YJLAPHOT'O MOHITOPHHIY.

3 nosaroro

SHYKOV AVPICKO ®APMAIIEBTIKAJ KO., JITA.

mramm

Cropinka 1



Manufacturing, packaging, testing:

Manufacturing License:

GMP Certificate:
Mat.-No. Haupt:

Product name/strength/dosage form:

Package size/type:

Country:

Marketing Authorisation no.:
Batch-No. finished product:
Batch size/total units released:

Date of manufacture:

Expiry Date:

Mat.-No. Haupt (Bulk):
Batch-No. Haupt (Bulk):
Theoretical batch size (Bulk):
Batch No. APl (Haupt):

Batch No. APl (Supplier):

Manufactur API:

Results of Analysis:

Haupt Pharma Miinster GmbH
A member of the Aenova Group
Schieebriiggenkamp 15

Batch Confirmation

48159 Munster
North Rhine Westphalia

Uppenberg

Germany

see above mentioned address
DE_NW_05_MIA_2024_0007
DE_NW_05_GMP_2024_0044

40038196

aenova

Dydroluta 10mg film-coated tablet, Ne 20 / Dydrogesterone 10mg
20 film-coated tablets / 2 blisters of 10

Ukraine
UA/20814/01/01
B3247

3.960
01.09.2025
09/2027
23032291

001

625.000
0000337445
DYGA-210402FA31
Aurisco

see attached CoAs

| 0000338634
| DYGA-210401FA41

| 0000457285
| DYGC-241104FA01

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling 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.

(No deviation occurred
Comments/remarks: /

Date: 05. December 2025

Signature: /\ N

o Yes, any additional information is enclosed

ualified Pe\\'son

Dr. Bannefeld, b{arl-Heinz

o Dr. Breuer, Martina
0 Dr. Hohmeier, |

ina

o Dr. Schieppe; Oliver



Product:

Active Ingredient:
Batch:

Batch size:

Manufacturing date:

Certificate of Analysis

Dydroluta 10mg film-coated tablet, Ne 20
Dydrogesterone 10mg

B3247 (bulk batch 001)

3.960 pcs

01. September 2025

Test Specification Result
Appearance white to off white, round, biconvex film-coated tablets, | conforms
embossed with “711” on one side and plain on another

Water NMT 8 % 4%
Identity HPLC conforms , conforms
ID UV-Spectrum conforms conforms
Assay HPLC 95.0-105.0% 98.4%
Uniformity of Dosage Stage 1: n =10, AV £ 15.0; 7.4

Stage 2: n =30, AV < 15.0 and each individual
must lie within (1 - L2x0.01)M to (1 + L2x0.01)M, L2 = 25.0. | conforms

DISS 30 min, Q = 80% complies | conforms conforms
DISS 30 min, Q = 80% >= 80 % 95 %

RC Impurity A (EP) <=05% 0.1%

RC Impurity C (EP) <=0.5% <RL

RC any unspecified Impurity <=0.2% <RL

RC total <=12% 0.0%
TAMC " 0 - 1000 cfu/g <100
TYMC? 0-100 cfu/g <20
Absence of E. Coli ! conforms conforms

1) Tests to be performed on at least every 10t manufactured batch, or once per year.

2 not done

This is to confirm that the batch was manufactured under GMP-conditions.

Miinster, 05. December 2025

Qtalified Person ",
@ Dr. Bannefeld, Karl-Heinz
o Dr. Breuer, Martina

o1 br. Hohmeier, Nina

o Dr. Schlepper; Oliver

Haupt Pharma Minster GmbH, Schleebriiggenkamp 15, 48159 Munster, Germany



Certificate of Analysis

aenova

Page 1 of 1
Material: Dydrogesterone EP, Aurisco, Lotus Batch: 0000337445
Material no.: 10131684 Manufacturing date:  01.04.2021
Inspection lot: 890000113112 Expiry date: 01.04.2026
Inspection plan: 30011887 /1
Vendor Batch: DYGA-210402FA31
| Characteristic Specification Result
APPEARANCE Conforms Conforms
Specification
WHITE OR ALMOST WHITE, CRYSTALLINE POWDER
ID HPLC (MANUFACTURER) Conforms Conforms
ID IR SPECTRUM (EP) Conforms Conforms
LOSS ON DRYING (EP) <= 0.5 0.0 %
SULPHATED ASH (EP) <= 0.1 0.0 %
RC IMPURITY A HPLC <=0.10 <RL %
RC IMPURITY C HPLC <= 0.30 <RL %
RC SINGLE UNSPECIFIED IMPURITY, HPLC <=0.10 <RL %
RC TOTAL IMPURITIES (HPLC) <=0.5 0.0 %
except for Impurity A
ASSAY HPLC 98.0 - 102.0 100.1 %
RES.SOLV. ETHANOL <= 5000 <100 ppm
RES.SOLV. ACETONE <= 5000 <100 ppm
RES.SOLV. DICHLOROMETHANE <= 600 <12 ppm
RES.SOLV. N-HEXANE <= 290 <6 ppm
RES.SOLV. ISOPROPYL ETHER <= 5000 <100 ppm
RES.SOLV. ETHYL.ACETATE (GC) <= 5000 <100 ppm
PARTICLE SIZED 10 >= 0.5 0.7 gm
PARTICLE SIZE D 50 <= 12 5 um
PARTICLE SIZE D 90 8-25 12 Hm

The material was tested in conformity with GMP and is released.
Dr. Imke Meyer zu Viilsendorf, on: 11.01.2023
Position: Project Manager Develop. Tech Transfer

Release by:

This document was issued automatically and is valid without signature.

Haupt Pharma Minster GmbH - Member of the Aenova Group

www.aenova-group.com

Schleebrliggenkamp 15 - 48159 Miinster ; Tel.: +49 261 2855 - 0
printout date 04.11.2025 11:12:11



Certificate of Analysis aenova
Page 1 of 1

Material: Dydrogesterone EP, Aurisco, Lotus Batch: 0000338634

Material no.: 10131684 Manufacturing date:  01.04.2021

Inspection lot: 890000113110 Expiry date: 01.04.2026

Inspection plan: 30011887 / 1

Vendor Batch: DYGA-210401FA41
| Characteristic Specification Result

APPEARANCE Conforms Conforms

Specification
WHITE OR ALMOST WHITE, CRYSTALLINE POWDER

1D HPLC (MANUFACTURER) Conforms Conforms

ID IR SPECTRUM (EP) Conforms Conforms

LOSS ON DRYING (EP) <=0.5 0.0 %
SULPHATED ASH (EP) <= 0.1 0.0 %
RC IMPURITY A HPLC <=0.10 <RL %
RC IMPURITY C HPLC <= 0,30 <RL %
RC SINGLE UNSPECIFIED IMPURITY, HPLC <=0.10 <RL %
RC TOTAL IMPURITIES {(HPLC) <=0.5 0.0 %
except for Impurity A

ASSAY HPLC 98.0 - 102.0 101.1 %
RES.SOLV. ETHANOL <= 5000 <100 ppm
RES.SOLV. ACETONE <= 5000 <100 ppm
RES.SOLV. DICHLOROMETHANE <= 600 <12 ppm
RES.SOLV. N-HEXANE <=290 <6 ppm
RES.SOLV. ISOPROPYL ETHER <= 5000 <100 ppm
RES.SOLV. ETHYLACETATE (GC) <= 5000 <100 ppm
PARTICLE SIZE D 10 >= 0.5 0.9 ym
PARTICLE SIZE D 50 <= 12 8 pm
PARTICLE SIZE D 90 8-25 21 um

The material was tested in conformity with GMP and is released.

Release by:

Position: Project Manager Develop, Tech

Dr. Imke Meyer 2u Viilsendorf, on: 11.01.2023

Transfer

This document was issued automatically and is valid without signature.

Haupt Pharma Munster GmbH - Member of the Aenova Group

WWW.aenova-group.com

Schieebriggenkamp 15 - 48159 Minster ; Tel.: +49 251 2855 -0
printout date 04.11.2025 11:12:57



Certificate of Analysis

acnova

Page 1 of 1
Material: Dydrogesterone EP, Aurisco, Lotus Batch: 0000457285
Material no.: 10131684 Manufacturing date:  01.11.2024
Inspection lot: 010000318647 Expiry date: 01.11.2029
Inspection plan: 30011887 /1
Vendor Batch: DYGC-241104FA01 Retest date: 31.10.2027
| Characteristic Specification Result
APPEARANCE Conforms Conforms
Specification
WHITE OR ALMOST WHITE, CRYSTALLINE POWDER
ID HPLC (MANUFACTURER) Conforms Conforms
ID IR SPECTRUM (EP) Conforms Conforms
LOSS ON DRYING (EP) <=0.5 0.0 %
SULPHATED ASH (EP) <=0.1 0.0 %
RC IMPURITY A HPLC <=0.10 <RL %
RC IMPURITY C HPLC <=0.30 < RL %
RC SINGLE UNSPECIFIED IMPURITY, HPLC <=0.10 <RL %
RC TOTAL IMPURITIES (HPLC) <=0.5 0.0 %
except for Impurity A
ASSAY HPLC 98.0 - 102.0 99.9 %
RES.SOLV. ETHANOL. <= 5000 <100 ppm
RES.SOLV. ACETONE <= 5000 < 100 ppm
RES.SOLV. DICHLOROMETHANE <= 600 <12 ppm
RES,.SOLV. N-HEXANE <= 290 <8 ppm
RES.SOLV. ISOPROPYL ETHER <= 5000 <100 ppm
RES.SOLV. ETHYLACETATE (GC) <= 5000 < 100 ppm
PARTICLE SIZE D 10 >= 0.5 1.2 pm
PARTICLE SIZE D 50 <=12 10 um
PARTICLE SIZE D 90 8-25 23 um

The material was tested in conformity with GMP and is released.
Release by: Selina Schemmelmann, on: 18.08.2025
Position: GMP Manager

This document was issued automatically and is valid without signature.

Haupt Pharma Minster GmbH - Member of the Aenova Group

www.aenova-group.com

Schleebrilggenkamp 15 - 48159 Mlnster ; Tel.. +49 2561 2855 - 0

printout date 04.11 2025 11:13:58



YANGZHOU AURISCO PHARMACEUTICAL CO.,, LTD.

fﬁ No. 28, Jian'an Road, High-Tech Industrial Development Zone,
#&Uris :

Yangzhou City , Jiangsu Province ,225100, P.R. China
Tel, 0514 80329799

BATCH RELEASED CERTIFICATE

NAME OF PRODUCT: DYDROGESTERONE
BATCH NO.: DYGC-241104FAQ1
MFG.DATE: NOV.,2024

RETEST DATE: OCT.,2027

BATCH RELEASE DATE: FEB.19, 2025

SHELF LIFE: 3 YEARS

NAME OF PRODUCT BATCH NO. QNTY. EXPORT/DOMESTIC
RELEASED
DYDROGESTERONE 31KG EXPORT

DYGC-241104FA01

PRODUCTS OF THE ABOVE MENTIONED BATCH WAS IN ACCORDANCE OF
GOODS MANUFACTURE (GMP) REQUIREMENTS AND IN CONFORMITY

WITH THE MARKETING AUTHORIZATION AS WELL AS ALL THE PERTINENT SOPS
OF THE MANUFACTURING PLANT AND BATCH WAS RELEASED ACCORDINGLY.
(ADDITIONAL PARAGRAPH IN BRC ISSUED FOR FORMULATIONS)

STARTING MATERIALS PACKING MATERIALS AND THE FINAL PRODUCT WERE
TESTED IN ACCORDANCE TO VALID TESTING PROCEDURES AND COMPLY WITH
THE SPECIFICATIONS. THE PRODUCTION AND IN PROCESS CONTROLS “WERE
PERFORMED ACCORDING TO CURRENTLY VALID PRODUCTION INSTRUCTIONS.
PRODUCTION FACILITIES ARE PART OF REGULAR MONITORING PROGRAM.

Your faithfully
YANGZHOU AURISCO PHARMACEUTICAL CO., LTD.

il

PEMG ZHIEN

Page: 1



JIEPKABHA CIIYIKBA 3 JIKAPCBKHX 3ACOISI'“INB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KHEBI
npos, Haait Caitanioi, 3. 02099, vea. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua. Kog €JIPHOY 37079055

BUCHOBOK

npo aKicTs BEe3eHoro B Ykpaiuy JiKapehKoro 3acoly

16.12.2025 No 64840125720

JUAPOJIOTA
(HafMERYBAHRSA BIKUPCLEOT) 3ac00y 3rIANG 3 PLCCTPUITRILM (OCBLIYCHEgM)
Tadaerkn, BRpaT WIinKoB010 06oa0oHK10, 1o 10 M1, no 10 Tadaeror y Gaicrepi, no 2
faicrepu B KapToniil navi
(HOPMA BHIYCKY. AQ3Y R, BII TAKY 8k HKEPCLKOro Jucuily )

Hosmep peccrpanifinoro nocsineuns UA/20814/01/01 erpor aii pecerpaniiivoro nocsianerns 11.04.2030
Cepis nikapchkoro jacaby Ne 33246 KintbkicTs sBesenoro aikapenkoro sacody 3760

Bupodunk Xaynr ®apya Mionerep T'mOX, Himenunua
CHATMCHY IR BHPGTHBRIE L HKOPULKOE O &ILOAN  KPUTH 10RO 0T

Beezeno n Vepainy TOBATHCTBO 3 OBMEMWEHOIO BIANOBLIANLGHICTIO
"BYCT @APMA", inenr, won: 44107410

(nadisenysanus ta koa 3a CAPIIOY wopmusniol ocodu abo npissimue. is's, o farukoni guairmor
OCOTH - NLINPHEMUS, T MICUC IPORUBAKHS 70 PCCCTPAIITIHNE HOMEp OGATKOBOT KAPERI 1LEITHIK
nosaTKis 460 Cepist Ta HOMEP NACHopTa)

Itpororon sizyannuoro wowrposio nin 16.12.2025 N 4924/01.10-25/4.

3a PCIYNLTATAMIL  NEPAKABHOFO  KOHTPOMIO  BCTAHOBACHO, 110 i

7 1 N"-4 a2 .
'aﬁc’bxuh 3l aReseno  wo Viepainy ¢
7
JOTPHMANHAM suMOr 3aK0HOMABCTES OAO 3abe3ncucim uxoc‘/{‘iém‘s‘;mcm\'m acobis,

/A

Mukong XOHOMHKO

HEPOAIO) AT VI G T apismigie:

&, .
\\\iz: Y % )
AT <

w71



BupobHuULTBO, NaKyBaHHA, BUNPOGYBaHHA:

NiueHsia Ha BUpo6HUUTBO!
CepTudikat GMP:

Homep matepiany Xaynt (Haupt):
Ha3sa npoaykty / cuna 4ii / nikapcbka
bopma:

Po3mip / TUN ynakoBku:

KpaiHa npuaHaveHHs:

Homep peecTpauiifHoro noceiaveHHn:
Homep cepii roToBOro NpoayxTy:
Po3amip cepii / 3aranbHa KinbKicTb
BUNYLLEHUX OAUHULb:

lata supobHuuTea:

TepmiH npuaatHocTi:

Ne martepiany Xaynt Haupt (Bulk):
Homep cepii Xaynt Haupt (Bulk):
TeopeTuunuii posmip cepii (Bulk):
Homep cepii API (Haupt):

Ne cepii API (IocTayanbHuk):
BupobHuk API:

PesynbtaTtit aHanisy:

Xaynt dapma MioHcTep FTM6X
YneH rpynu Aenova
WhebprorreHkamn 15,
Ynnen6epr, MioHcTep, NisHiYHKiA
Peiiu-Bectdania, 48159,
HimeuuuHa

BignosigHicTb cepii

1B, BULLEBKA3aHY agpecy
DE_NW_05_MIA_2024_0007
DE_NW_05_GMP_2024_0044
40038196

DIOPONKOTA, Tabnetkn, BKpUTI NaiBkoBoo 06010HKOW, Mo 10 mr

Ne20 / AnaporectepoH /10mr

20 TabneToK, BKpUTUX NAiBKOBOIO 060N0HKot0 / 2 BaicTepu no
10 Tabnetok

Ykpaina

UA/20814/01/01

B3246

18 620

01.09.2025

09/2027

23032291

001

625 000

0000337445 | 0000338634 | 0000457285
DYGA-210402FA31 | DYGA-210401FA41 | DYGC-241104FA01
Aypicro / Aurisco

oms. aoaani ceptudikatv ananisis (CoAs)

Unm A 3acsiguylo, wo BuulesasHadyeHa iHQOpmauia € [OCTOBIpHOW Ta TouHow. Lo cepito npoaykty 6yno
BUTOTOB/IEHO, BKAIOHAKOYM MaKyBaHHA/MapPKYBAaHHA Ta KOHTPOAb AKOCTI, Ha Bulie3dasHaueHomy(Mx) micui(ax) v
nosHilt signosigHocti Ao sumor GMP micueBoro perynstopHoro opraHy Ta cneumdikaliii, 3a3HayeHux v
peecTpauiiHoMy aocke KpalHu-imnopTepa. Byno nepesipeHo 3anuck Woo o6pobKu cepii, ynakosku Ta aHaniay, i
6yn0 BCTaHOBNEHO, WO BOHK BiAnosifaoTs GMP.

HoaHux sBigxnneHs He cTanoca O Tak, 6yab-sika fofaTrosa iHbopmalia A0AaETHCA

KomeHTapi / pemapku: /

[Jata: 05 rpyauna 2025 /nianuc/
YnosHoBaxkeHa Ocoba
DO-p BaHHedensa, Kapa-XaiHu,
0 A-p Bpettep, MapTiHa
{3 A-p Toxmeep, Hixa
O A-p Wnennep, Onisep

/D/f QL. {\1[/57
1800 LF / /
(,2

i

Nignuc:




Ceptudikar aHanisy

Hassa npoaykry: AIAPONIOTA, Tabnetku, BKpUTI NNiBKOBOH 06010HKOI, No 10 Mr
AKTUBHWIA iHrpedieHT:  AuaporecrepoH /10mr
Cepia: B3246 (Cepin bulk 001)
Po3mip cepii: 18 720 yn.
NaTa supobHuuTsa: 01 sepecHa 2025
Tect Cneyudikauin Pesynbrar
Kpyrni aBoonyKAai TaBaeTku, BKPUTI NAiBKOBOIO
Onuc obonoHKoto Big Hinoro 8o maike 6inoro konLopy 3 signosigae
TUCHeHHAM «711» 3 ogHoro BoKy Ta rnaaki 3 iHworo
Bopa He 6inbile 8 % 4%
laeHTdikatop BEPX sianosinae signosinae
lneHTudikaTop YP-cnexTpy BiAnoBigae Bignosinae
KinbkicHe suaHayeHHs BEPX 95,0-105,0 % 98,4%
Cragia 1:n =10, AV<15,0; 7.4
OgHOopiAHICTD [,030BaHUX OAUHULL Cragia 2: n = 30, AV < 15,0 i KoxXHa iHauBiayanbHa 6yTu B ai’p,noai,a,ae
mexax (1 -12x0,01)M o (1 + L2x0,01)M, L2 = 25,0.
Po3yuHeHHs 3a 30 x8, Q = 80% STHAEEEE sianosinae
Bignosinae A A A A
Po3umHeHHa 3a 30 x8, Q = 80% >= 80 % 95 %
C Somiwka A (EP) <=0,5% 0,1%
. < Nlimity
C = 9
CA Aomiwka C (EP) <=0,5% SBiITHOCTI
CLl 6yab-aKka HecneyudikosaHa < flimity
: <=0,2% q ;
[OMILIKa 3BITHOCTI
CA cyma fOMitLoK <=1,2% 0,0%
TAMC ! 0-1000 KYO/r <100
TYMC Y 0-100 KYO/r <20
BiacyTHicTe E. Coli il Bignosigae Bignosigae

b BunpobysaHHA MatoTs NPOBOAWTICA WOHAMMEHLLE HA KOXHIN AecATilt suroTosneHit cepii abo oguH pas Ha pik.

2 HE BUKOHYBABCA

Ue niaTeepaxKye, Wo cepia Byna surotosneHa signosigHo 4o ymoe GVIP,

MtoHcTep, 05 rpyaHa 2025

Juanuc/

YnosHosameHa Ocoba

4 A-p BaHHedenba, Kapa-XaiiHuy
0O A-p Bpeitep, MapTtiHa

[0 A-p Foxmeep, Hina

[ &-p Waennep, Onisep




Xaynr dapma MioHcTep Tm6X
YneH rpynu Aenova
LneBptorrerkamn 15,
Ynnenbepr, MioHcTep, MiBHIYHWA
Peitn-Bectdanin, 48159,

HimeuunHa
CepTtudikar aHanisy
CropiHka 131

Marepian: Auaporectepou EP, Aypicko, Lotus Cepis: 0000337445
Marepian Ne: 10131684 [lata supobHuuTea: 01.04.2021
NocnifmysaKa cepis: 890000113112 TepmiH npugaTHoCTi: 01.04.2026
MnaH nepesipku: 30011887/1
Cepin nocTadanbHuKa: DYGA-210402FA31

rXapaKTepncmxa Cneuyundirauin Pesynbtar
onuc Bignosinae Bianosigae

Cnem:\d)ikal.l,iﬂ . . B
BIAMIA ABQ MAWUMKE BIAUU KPUCTANIHHIAM NOPOLLOK

laeHTudikatop BEPX (BUPOSHUK) Bignosinae Bignosigae
14-cnexrp {I4) Bignosinae Bignosinae
BTPATU NPU BUCKUXAHHI (EP) <=0,5 0,0 %
CYNbOATOBAHA 30/1A (EP) <=0,1 0,0 %
RC AOMIUIKA A BEPX <=(0,10 <RL %
RC AOMIWKA C BEPX <=(0,30 <RL %
RC OAIUHAPHA HEBU3HAHEHA AOMILLKA, BEPX <=0,10 <RL %
RC 3ATANBHWIA BMICT AOMILLOK (BEPX) <=0,5 0.0 %
33 BUHATKOM JOMILLKy A
BEPX-anani3 98,0-102,0 100,1 %
PO3YUHHUK ETAHON <= 5000 <100 ppm
PO34YUHHUK ALIETOHY <= 5000 <100 ppm
PO3YUHHUK AUXNOPMETAHY <= 600 <12 ppm
PO3UYUHHUK H-TEKCAH <=290 <6 ppm
PO3YUHRWK 130MPONINOBUIA EDIP <=5000 <100 ppm
PO3YUHHUK ETUNALETATY (FX) <= 5000 <100 ppm
PO3MIP YACTUHOK D 10 >=0,5 0,7 um
PO3MIP YACTUHOK D 50 <=12 5 um
PO3MIP YACTUHOK D 90 8-25 12 pm

Martepian 6yn0 AOCNISKEHOD BigNOBIAHO A0 BUMOr GMP Ta 4,03B0/IEHO [0 BUKOPUCTAHHA.
BunyiweHo: B4-p Imke Maitep uy Bincexgopd, gata: 11.01.2023

MNocapa: MpoeKT MeHesKep 3 PO3BUTKY Ta nepesaui TeXHONOriN

Liett nokymeHT Byno 8MAaHO aBTOMAaTUYHO, | BiH He BUMArae HaABHOCTI NigNucy.

Xaynt dapma MioHctep TMBX - YneH rpynu AeHosa
WWw.aenova-group.com
Whnebprorrenkamn 15 - 48159 Miouctep ; Ten.: +49 251 2855-0
Dava gpyxy 04.11.2025 11:12:11



Xaynt ®apma MioHctep Tm6X
YneH rpynun Aenova
WnebprorreHkamn 15,
YnneHbepr, MioHcTep, MiBHIYHWIA
PeitH-Bectdanin, 48159,

Himeu4durHa
Ceptudikar aHanisy
CropiHka 131
Marepian: AuaporecrepoH EP, Aypicko, Lotus Cepin: 0000338634
MaTtepian Ne: 10131684 Jata BupobHuyuTea: 01.04.2021
focnipxysaHa cepin: 890000113110 TepmiH npugaTHocTi: 01.04.2026
NnaH nepesipku: 30011887/1
Cepina nocrauanbHuka: DYGA-210401FA41
XapaKrepucruka Cneuudikauin Pesyabrar
onuc Bignosigae Bignosinae
Cneu,tjduikaqin 3 y ;
B/ ABO MAMMKE BINWIA KPUCTANIYHWA NOPOLLOK
laeHTudikaTop BEPX (BUPOEHWK) Binnosinae Bignosigae
14-cnekTp (14} Bignosinae Bianosinae
BTPATU NMPU BUCUXAHHI (EP) <=0,5 0,0 %
CYNbOATOBAHA 30/1A (EP) <=0,1 0,0 %
RC JIOMILWKA A BEPX <= (0,10 <RL %
RC AOMILLUKA C BEPX <=0,30 <RL %
RC OAUHAPHA HEBU3HAHEHA AOMIWKA, BEPX <=0,10 <RL %
RC 3ATANBHUN BMICT SOMILLOK (BEPX) <=0,5 0.0 %
3a BUHATKOM A0MIWKU A
BEPX-aHanis 98,0-102,0 101,1 %
PO3YUHHUK ETAHOAN <= 5000 <100 ppm
PO34YUHHUK ALLETOHY <= 5000 <100 ppm
PO3YUHHUK OAUXTOPMETAHY <= 600 <12 ppm
PO3YUHHUK H-FEKCAH <= 290 <6 ppm
PO3YUHHUK I30MPOMINOBUN EQIP <= 5000 <100 ppm
PO3YUHHWK ETUNALEETATY (TX) <= 5000 < 100 ppm
PO3MIP YACTUHOK D 10 >= 0,5 0,9 pm
PO3MIP HYACTUHOK D 50 <=12 8 um
PO3MIP YACTUHOK D 90 8-25 21 Hm

Matepian 6ya0 AochigmeHo BianosiaHo A0 BuMor GMP Ta 40380NEHO B0 BUKOPUCTAHHS.
BunyueHo: A-p Imke Mattep uy Bincengopd, aata: 11.01.2023

Nocapa: [TpoeKT MeHemKep 3 PO3BUTKY Ta nepesayi TEXHONOFIN

Liel aokymeHRT 6yn0 BUAAHO aBTOMATHUUHO, | BiH HE BUMArae HanBHOCTI Nignucy.

XaynT dapma MioHcTep I'mbX - YneH rpynu AeHosa
www.aenova-group.com
WnebprorreHkamn 15 - 48159 MiorcTep ; Ten.: +49 251 2855 -0
Aara apyky 04.11.2025 11:12:57



Xaynt ®apma MioHctep TM6X
YnewH rpynu Aenova
LWne6prorrerxamn 15,
Ynneun6epr, MioHctep, NiBHIvHWA
Peitn-Bectdanis, 48159,

Himeuuuna
Ceptudirar aHanisy
CropiHkals1l
Martepian: OupporectepoH EP, Aypicko, Lotus Cepin: 0000457285
MaTepian Ne: 10131684 Jata supobHuuTBa: 01.11.2024
NocnipxysaHa cepis: 010000318647 TepMmiH NpuAaTHOCTI: 01.11.2029
MnaH nepesipku: 30011887/1 Nata nosTopHoro TectysanHa:  31.10.2027
Cepin nocravanbHuKa: DYGC-241104FA01
XapaKrepuctuka Cneymdikauyin Pesynbrar
onuc Bianosigae Bianosinae
Cneu.l:ubikauin 3 5 3
BINUIA ABO MAAME BINUNA KPUCTANIYHUK NOPOLLOK
laeHTUdikaTOp BEPX {(BUPOBHUK) Bignosigae Bianosigae
1Y-cnexrp (I4) Bignosipae Bianosinae
BTPATU NPU BUCUXAHHI (EP) <=0,5 0,0 %
CYNbPATOBAHA 30/1A (EP) <=0,1 0,0 %
RC AOMILWKA A BEPX <=0,10 <RL %
RC AOMILWKA C BEPX <= 0,30 <RL %
RC 6YAb-AKA HEBU3HAYEHA JOMIWKA, BEPX <=0,10 <RL %
RC 3ATA/IBHWUIM BMICT JOMILLIOK (BEPX) <=0,5 0,0 %
32 BUHATKOM AOMIWKK A
BEPX-anani3 98,0-102,0 99,9 %
PO3YUHHWK ETAHON <= 5000 <100 ppm
PO3YUHHUK ALIETOHY <=5000 <100 ppm
PO3YUHHUK AUXNOPMETAHY <= 600 <12 ppm
PO34YUHHUK H-TEKCAH <= 290 <6 ppm
PO3YUHHMK I30MPOMINOBUM EDIP <= 5000 < 100 ppm
PO3YUHHUK ETUNALETATY (IX) <= 5000 < 100 ppm
PO3MIP YACTUHOK D 10 >=0,5 1,2 um
PO3MIP YACTUHOK D 50 <=12 10 Hm
PO3MIP YACTUHOK D 90 8-25 23 um

MaTtepian 6yno KoOCRifKeHo BiANOBIAHO A0 Bumor GMP Ta sunyLieHo.
BunyuieHo: Cenina Yemmimau, gara: 18.08.2025

Mocapa: GMP meHeaxep

el aoKymeHT 6yN0 BUAAHO aBTOMATULHO, | BiH HE BUMArae HaABHOCTI NiANMCY.

Xaynt ®apma MioHcTep TMOEX - Ynew rpynu AeHosa
www.aenova-group.com
WnebprorreHrkamn 15 - 48159 MioHctep ; Ten.: +49 251 2855 -0
Aata apyky 04.11.2025 11:13:58



YANGZHOU AURISCO PHARMACEUTICAL CO,,LTD
AHYKOY AYPICKO ®APMALEBTIKAN KO., NTA.

Ne 28, Byn. Lssnibans, 30113 BUCOKOTEXONIOMUIOT0 MPOMUCIOBORO POBBHTKY.
Micro Sluwxoy, nposinuis Wzsncy, 225100, Kuraiicnka [P,

Ten.: 0514 80329799

CEPTUDIKAT BUMYCKAHHA NAPTII

HA3SBA TIPOUYKTY: INJAPOTECTEPOH

CEPISI No: DYGC-241104FAQ1

JATA BUPOBHUITBA: JIUCTOIAJ 2024

HAATA TTIOBTOPHOT'O TECTYBAHHS: JKOBTEHD 2027
JATA BUTTYCKY CEPIT: 19 JTIOTOTO 2025 POKY

TEPMIH ITPUAATHOCTI: 3 POKM

' S KUTBKICTh _ . .
HA3BA ITPOAYKTY | HOMEP CEPIf BMITYLLEHOFO EKCITOPT/BHY TPILLHIN TOPP

AMJPOTECTEPOH DYGC-241104FAQ1 31 kr EKCTIOPT

TPOAVKIIA BWILE3TAZAHO! CEPII BYJIA BHPOBJEHA BIATIOBIIHO 10 BUMOT HAIIEXHOTO
BHUPOBHHUIUTBA (GMP) TA BIJITOBIZHO 10 PEECTPALIIMHOTO JIOCBE, A TAKOX VCIX BIITTOBIAHMX
CTAHAAPTHUX OTIEPALIIMHUX MTPOLEEAYP (COTIn) 3ABOJAY-BMPOBHWMKA, TA CEPIS BYJIA
BUITYLIEHA BIAMOBIIHO IO ULOTO. (IOAATKOBWIA AB3ALY CBC (CEPTH®IKATI BUTTYCKY CEPIT),
BUJAHUN JUIS PELIEITVYP) BUXITHI MATEPIAJIY, TIAKYBAJIBHI MATEPIAU TA KIHIIEBUH
TIPOJAYKT BVYJIM BUIIPOBYBAHI BIATIOBIJIHO A0 YMHHHUX TIPOUEAYP BUIMNPOBYBAHb TA
BIANOBILAIOTh CHELM®IKALISIM, BUPOBHUYUKI TA BHYTPILIHBLOIIPOLECHUI KOHTPOIIL BYJIN
BUKOHAHTI BIATIOBIAHO ZO OIOYMX BUPOBHUYMX THCTPYKLIM. BUPOBHWYI TIOTYXHOCTI €
YACTAHOIO NNPOTPAMMY PETYJISIPHOI'O MOHITOPHHT'Y.

3 nosaroro

SHYKOY AYPICKO GPAPMALEBTIKAJ KO., JITA.
LITAMIT

Cropitka 1



Haupt Pharma Miinster GmbH
A mermber of the Aenova Group
Schleebriiggenkamp 15
Uppenberg

48159 Minster

North Rhine Westphalia
Germany

Batch Confirmation

Manufacturing, packaging, testing:
Manufacturing License:

GMP Certificate:

Mat.-No. Haupt:

Product name/strength/dosage form:

Package size/type:

Country:

Marketing Authorisation no.:
Batch-No. finished product:
Batch size/total units released:
Date of manufacture:

Expiry Date:

Mat.-No. Haupt (Bulk):
Batch-No. Haupt (Bulk):
Theoretical batch size (Bulk):
Batch No. AP! {Haupt):

Batch No. API (Supplier):
Manufactur APL:

Results of Analysis:

see above mentioned address

DE_NW_05_MIA_2024_0007

DE_NW_05_GMP_2024_0044

40038196

Dydroluta 10mg film-coated tablet, Ne 20/ Dydrogesterone 10mg
20 film-coated tablets / 2 blisters of 10

Ukraine
UA/20814/01/01
B3246

18.620

01.09.2025
09/2027
23032291

ool

625.000
0000337445
DYGA-210402FA31

| 0000457285
| DYGC-241104FA01

| 0000338634
| DYGA-210401FA41
Aurisco

see attached CoAs

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling 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.

&No deviation occurred

Comments/remarks: /

Date: 05. December 2025

o Yes, any additional information is enclosed

k!

.

_ L
Signature: /" JT
' Qualified Person

¥ Dr. Bannefely, Karl-Heinz
© Dr. Breuer, Martina

o Dr. Hohmqi_ér, Nina

0 Dr. Schlepper, Oliver




e,

Certificate of Analysis

' aclio d

Product: Dydroluta 10mg film-coated tablet, Ne 20

Active Ingredient: Dydrogesterone 10mg

Batch: B3246 (bulk batch 001)

Batch size: 18.720 pcs

Manufacturing date: 01. September 2025

Test Specification Result
Appearance white to off white, round, biconvex film-coated tablets, | conforms

embossed with “711” on one side and plain on another

Water NMT 8 % 4%
Identity HPLC conforms conforms
ID UV-Spectrum conforms conforms
Assay HPLC 95.0~105.0% 98.4 %

Stage 1: n=10, AV< 15.0; 7.4
Stage 2: n =30, AV £ 15.0 and each individual
must lie within (1 - L2x0.01)M to (1 + L2x0.01)M, L2 = 25.0. | conforms

Uniformity of Dosage

DISS 30 min, Q = 80% complies | conforms conforms
DISS 30 min, Q = 80% >=80 % 95 %

RC Impurity A (EP) <=05% 0.1%

RC Impurity C (EP) <=05% <RL

RC any unspecified Impurity <=0.2% <RL

RC total <=12% 0.0%
TAMC" 0~ 1000 cfu/g <100
TYmcY 0 — 100 cfu/g <20
Absence of E. Coli ¥ conforms conforms

U Tests to be performed on at least every 10t manufactured batch, or once per year.
4 not done

This is to confirm that the batch was manufactured under GMP-conditions.

Minster, 05. December 2025 AN A L
u;lified Person

i'Dr. Bannefeld, Kark-Heinz
0 Dr. Breuer, Martina

o Dr. Hohmeier, Nina

03 Or. Schlepper, Oliver

Haupt Pharma Minster GmbH, Schleebriiggenkamp 15, 48159 Minster, Germany



Certificate of Analysis aenova
Page 1 of 1

Material: Dydrogesterone EP, Aurisco, Lotus Batch: 0000337445

Material no.: 10131684 Manufacturing date:  01.04.2021

Inspection lot: 890000113112 Expiry date: 01.04.2026

Inspection plan: 30011887 /1 '

Vendor Batch: DYGA-210402FA31
[ Characteristic Specification Result

APPEARANCE Conforms Conforms

Specification
WHITE OR ALMOST WHITE, CRYSTALLINE POWDER

ID HPLC (MANUFACTURER) Conforms Conforms

ID IR SPECTRUM (EP) Conforms Conforms

LOSS ON DRYING (EP) <= 0.5 0.0 %
SULPHATED ASH (EP) <=0.1 0.0 %
RC IMPURITY A HPLC <= 0.10 <RL %
RC IMPURITY C HPLC <= 0.30 <RL %
RC SINGLE UNSPECIFIED IMPURITY, HPLC <=0.10 <RL %
RC TOTAL IMPURITIES (HPLC) <=05 0.0 %
except for Impurity A

ASSAY HPLC 98.0 - 102.0 100.1 %
RES.SOLV. ETHANOL <= 5000 <100 ppm
RES.SOLV. ACETONE <= 5000 <100 ppm
RES.SOLV. DICHLOROMETHANE <= 600 <12 ppm
RES.SOLV. N-HEXANE <= 290 <6 ppm
RES.SOLV. ISOPROPYL ETHER <= 5000 <100 ppm
RES.SOLV. ETHYLACETATE (GC) <= 5000 <100 ppm
PARTICLE SIZE D 10 >= 0.5 0.7 pm
PARTICLE SIZE D 50 <=12 5 pm
PARTICLE SIZE D 90 8-25 12 um

The material was tested in conformity with GMP and is released.

Release by:

Position:

Dr. Imke Meyer zu Viilsendorf, on: 11.01.2023

Project Manager Develop. Tech Transfer

This document was issued automatically and is valid without signature.

Haupt Pharma Miinster GmbH - Member of the Aenova Group

Www.aenova-group.com

Schieebriiggenkamp 15 - 48158 Munster | Tel.: +49 251 2855 -0
printout date 04.11,2025 1 1:12:11



Certificate of Analysis | aenova

Page 1 of 1

Material: Dydrogesterone EP, Aurisco, Lotus Batch: 0000338634

Material no.: 10131684 Manufacturing date:  01.04.2021

Inspection lot: 890000113110 Expiry date: 01.04.2026

Inspection plan: 30011887/ 1

Vendor Batch: DYGA-210401FA41
[Characteristic Specification Result

APPEARANCE Conforms Conforms

Specification
WHITE OR ALMOST WHITE, CRYSTALLINE POWDER

ID HPLC (MANUFACTURER) Conforms Conforms

ID IR SPECTRUM (EP) Conforms Conforms

LOSS ON DRYING (EP) <= (.5 0.0 %
SULPHATED ASH (EP) <= (.1 0.0 %
RC IMPURITY A HPLC <=0.10 <RL %
RC IMPURITY C HPLC <= (.30 <RL %
RC SINGLE UNSPECIFIED IMPURITY, HPLC <=0.10 <RL %
RC TOTAL IMPURITIES (HPLC) <= (.5 0.0 %
except for iImpurity A

ASSAY HPLC 98.0 - 102.0 101.1 Y
RES.SOLV. ETHANOL <= 5000 < 100 ppm
RES.SOLV. ACETONE <= 5000 <100 ppm
RES.SOLV. DICHLOROMETHANE <= 600 <12 pprm
RES.SOLV. N-HEXANE <= 290 <6 ppm
RES.SOLV. ISOPROPYL ETHER <= 5000 <100 ppm
RES.S0LV. ETHYLACETATE (GC) <= 5000 <100 ppm
PARTICLE SIZE D 10 >= (0.5 0.9 Lm
PARTICLE SIZE D 50 <= 12 8 um
PARTICLE SIZE D 90 8-25 21 pm

The material was tested in conformity with GMP and is released.
Release by: Dr. imke Meyer zu Viilsendorf, on: 11.01.2023
Position: Project Manager Develop. Tech Transfer

This document was issued automatically and is valid without signature.

Haupt Pharma Manster GmbH - Member of the Aenova Group
Www.aenova-group.com
Schleebriiggenkamp 15 - 48159 Minster ; Tel.: +49 251 2855 - 0
printout date 04.11.2025 11:12:57



Certificate of Analysis

Page 1 of 1

Material: Dydrogesterone EP, Aurisco, Lotus Batch: 0000457285

Material no.: 10131684 Manufacturing date:  04.11.2024

inspection lot: 010000318647 Expiry date: 01.11.202%

Inspection plan: 30011887 /1

Vendor Batch: DYGC-241104FA01 Retest date: 31.10.2027
[Characteristic Specification Result B
APPEARANCE Conforms Conforms

Specification
WHITE OR ALMOST WHITE, CRYSTALLINE POWDER

ID HPLC (MANUFACTURER) Conforms Conforms

ID IR SPECTRUM (EP) Conforms Conforms

.OSS ON DRYING (EP) <= 0.5 0.0 %,
SULPHATED ASH (EP} <= 0.1 0.0 %
RC IMPURITY A HPLC <= 0.10 <RL %
RC IMPURITY C HPLC <= (.30 <RL %
RC SINGLE UNSPECIFIED IMPURITY, HPLC <=0.10 <RL %
RC TOTAL IMPURITIES (HPLC) <= 0.5 0.0 %
except for Impurity A

ASSAY HPLC 98.0 - 102.0 99.9 %
RES.SOLV. ETHANOL <= 5000 <100 ppm
RES.SOLV. ACETONE <= 5000 <100 ppm
RES.SOLV. DICHLOROMETHANE <= 600 <12 pom
RES.SOLV. N-HEXANE <= 280 <6 ppm
RES.SOLV. ISOPROPYL ETHER <= 5000 <100 ppm
RES.SOLV. ETHYLACETATE (GC) <= 5000 <100 ppm
PARTICLE SIZE D 10 »= 0.5 1.2 pm
PARTICLE SIZE O 50 <= 12 10 um
PARTICLE SIZE D 80 8-25 23 pm

The materiai was tested in conformity with GMP and is released.
Release by: Selina Schemme!mann, on: 18.08.2025
Position: GMP Manager

This dacument was issued automatically and is valid without signature.

Haupt Pharma Miinster GmbH - Member of the Aenova Group
WAWW.aenova-group.com
Schieebriiggenkamp 15 - 48159 Munster ;| Tel.: +49 251 2855-0
printout date 04.11.20256 11:1 3:58



YANGZHOU AURISCO PHARMACEUTICAL CO., LTD,

,,';“ No, 28, Jian'an Road, High-Tech Industrial Development Zone,
mm Yangzhou City , Jiangsu Province .225100, P.R. China
Tel: 0514 80329799

PRt
o

BATCH RELEASED CERTIFICATE

NAME OF PRODUCT: DYDROGESTERONE
BATCH NO.: DYGC-241104FAD!
MFG.DATE: NOV.,2024

RETEST DATE: OCT.,2027

BATCH RELEASE DATE: FEB.19, 2025

SHELF LIFE: 3 YEARS

NAME OF PRODUCT BATCH NO. QNTY. EXPORT/DOMESTIC
RELEASED
DYDROGESTERONE 3IKG EXPORT

DYGC-241104FA01

PRODUCTS OF THE ABOVE MENTIONED BATCH WAS IN ACCORDANCE OF
GOODS MANUFACTURE (GMP) REQUIREMENTS AND IN CONFORMITY

WITH THE MARKETING AUTHORIZATION AS WELL AS ALL THE PERTINENT SOPS
OF THE MANUFACTURING PLANT AND BATCH WAS RELEASED ACCORDINGLY,
(ADDITIONAL PARAGRAPH IN BRC ISSUED FOR F ORMULATIONS)

STARTING MATERIALS PACKING MATERIALS AND THE FINAL PRODUCT WERE
TESTED IN ACCORDANCE TO VALID TESTING PROCEDURES AND COMPLY WITH
THE SPECIFICATIONS. THE PRODUCTION AND IN PROCESS CONTROLS “WERE
PERFORMED ACCORDING TO CURRENTLY VALID PRODUCTION IN STRUCTIONS.
PRODUCTION FACILITIES ARE PART OF REGULAR MONITORING PROGRAM.

Your faithfully
YANGZHOU AURISCO PHARMACEUTICAL CO., LTD.







JEPY)KABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npoB. Hapii Ceiminunoi, 3, 02099, Tei. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BUCHOBOK
po AKicTL BBE3eHOro B YKpaiHy JikapcbKoro 3acody

20.05.2026 Ne 26044/26/26

JITPOJIIOTA

(maiiMcHYBaHHS JiKapcbKOTo 3acofy 3riiHo 3 peccTpauiiinmm MOCBIAMICHHAM)
TaGIeTKH, BKPHTI I1iBKOBOIO 060J101K010, 10 10 M, 10 10 Tabaerox y Gaicrepi, mo 2
onicTepu B KapTOHNill mauui

(popma BHTIYCKY, IO3YBAHHS, BUIL TIAKYBAHHS JIKAPCHKOTO 3ac00Yy)
Howmep peccrpantiinoro nocsinuenns UA/20814/01/01 crpox nii peectpauifinoro nocsinuents 11.04.2030
Cepis mixapcekoro 3acoby Ne B3248 KinbkicTs BBe3citoro fikapetkoro 3acoby 5760

Bupobuuk Xaynr ®apma Mroucrep 'mM6X, Himeuuuna

(HaiiMeITyBaIIIA BHPOGIIMKA KapCLKOro 3acofy, Kpailla MOXOLKelHIsN)

Beescno B Ypaiiy TOBAPUCTBO 3 OBMEXEHOIO BIIINOBIZAJBHICTIO
"BYCT ®APMA", inenr. xon: 44107410

(naitmeHysanus Ta oz 3a CIAPITOY iopugnuoi ocobu abo npisshiue, iM'a, no GaTbkosi diznunof
oco6 - mignpHeMud, if Micue MPOXUBAHNS T4 peecTpalliiinmit HoMcp 00NiKOBOT KApTKH MUIATHHKA
noaatkis 260 cepis T2 HOMEp HacIopTa)

TpoTokoa nisyansmoro couwrpemo six 20.05.2026 Ne 2497/01.10-26/4.

3a pesysibTaramMy  ACIKABHOI'0  KOHTPOIIIO  BCTaHOBICHO, uio JliKapCbKH;l 3acid  BBC3CHO B pr‘d'ny 3

JOTPUMAHHSAM BiMOT 3aK0110JaBCTBa W00 3abesneuenils SKoCTi JiKapCLKux 3aco6iB.
p

B.o. HauanbHUKa Bonoanmup YEPBATIOK

(mocanosa oco6a oprany AepKaBHOTO KOHTPOIIO) (nipnmc) (iniuiasm Ta npizsyme)

M.IL



BupoBHUUTBO, NakyBaHHA, BUNPOBYBaHHA:

JliueHsia Ha BUPOBHUUTBO:
CepTudikat GMP:

Homep matepiany Xaynr (Haupt):
Hazesa npoaykTty / cuna gji / nikapcoka
dopma: "

Poamip / TUM ynakosku:

KpaiHa npusHayeHHs:

Homep peectpauiitHoro noceigueHHs:
Homep cepii roToBoro NpogyKTy:
Po3mip cepii / 3aranbHa KinbkicTb
BUNYLLEHUX OSUHULG:

fata BupobHuurea:

TepmiH npugaTHoCT:

Ne matepiany Xaynt Haupt (Bulk):
Homep cepii Xaynt Haupt (Bulk):
TeopeTtuyHuit poamip cepii (Bulk):
Homep cepii API {Haupt):

Ne cepii AP! (MocTadanbHuUK):
BupobHuk API:

PeaynbraTtut aHanisy:

Xaynr ®apma MwoHcTep F'm6X
YneH rpynu Aenova
Wnebprorrenkamn 15,
Ynneubepr, MioHcTep, MNisHiYHKA
PeliH-BecTdanin, 48159,
Himeyyuta

BianosigHicTb cepii

OMB. BULLLEBKa3aHy aapecy
DE_NW_05_MIA_2024_0007
DE_NW_05_GMP_2024_0044
40038196
OIAPONIOTA, Tabnetku, BRpUTI NNiBKOBOIO 06010KKOW0, No 10 mr
Ne20 / DuaporectepoH /10mr
20 rabneTok, BKpUTKX NAiBKOBOW 0BonoHKot / 2 Baictepu no
10 Tabnetok
YKpaita
UA/20814/01/01
B3248
14 790

01.09.2025

09/2027

23032291

002

625 000

0000338636 | 0000457285
DYGA-210404FA41 | DYGC-241104FA01
Aypicko / Aurisco

OuvB. fofaHi cepTudikaT aHanisis (CoAs)

Uum s 3acsiguylo, Wo BuwesasHaveHa iHbopmalin € gocTosipHolo Ta TouHow. Lo cepito npoaykty 6yno
BUrOTOBNIEHO, BK/IOHAKOUM MaKysaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BuLiesasHaueHomy(ux) micui(ax) v
nosHi signosigHocti no sumor GMP micuesoro perynaTopHoro oprady Ta creundixauiii, 3asHaueHux v
peecTpauiiHomy aocke KpaiHu-imnopTepa. Byno nepesipeHo 3anucu Wwogo obpobku cepii, ynakosku Ta aHanizy, i
6yno BCTaHOBNEHO, WO BOHY BianosiaaoTs GMP.

ogHux BiaxuneHs He ctanoca O Tak, 6yas-axka goaaTkosa inpopmalia 40AaETHCA

KomewTapi / pemapxu:
[Lata: 05 rpyans 2025 /mannc/
YnosHoBaxeHa Ocoba
O-p Bauredenna, Kapa-XaiiHy
3 O-p Bpeitep, MaprTiHa
O A-p Foxmeep, Hiva
O A4-p Wnennep, Onisep

Nignwnc:




CepTtudikar aHanisy

Hassa npoaykry: OIAPONIOTA, TabneTku, BKpUTI NNIBKOBOIO o6onoHKoto, no 10 mr, Ne20
AKTUBHWIA iHrpepienT:  AuaporecTepoH /10mr
Cepis: B3248 {Cepin bulk 002)
Poamip cepii: 14790 yn.
[Nata BupobHULTBA: 01 sepeckn 2025
Tect Cneuudikauis Pesynbrat
Kpyrni gsoonykni Tabnetky, BKPUTI NNIBKOBOIO
Onuc 060A0HKOI0 Big, Ginoro Ao malie 6in0ro KOALOPY 3 signosinae
TUCHEHHAM «711» 3 opHoro 60Ky Ta rnaaki 3 iHworo
Bopa He Binbiie 8 % 5%
laenTudikaTop BEPX Bignosigae signosigae
laeHTUdIKaTOp YP-CcnekTpy signosipae signosinac
KinbKicHe snsHaqeHHA BEPX 95,0-105,0 % 98,4%
Crapjs 1: n =10, AV<15,0; 4.4
OAHOPIAHICTL 4030BaHUX OAUHULb Cragis 2: n = 30, AV £ 15,0 | KO)Ha iHau8iayanbHa 6yTn B B;Anosip,ae
mewax {1 - L2x0,01)M po (1 + L2x0,01)M, L2 = 25,0.
PosunHenHa 3a 30 x8, Q = 80% sianosinae .
Bignosipae A A 4 i
Po3uuHeHHs 3a 30 x8, Q = 80% >=80% 96 %
CA Domiwka A (EP) <=0,5% 0,1%
. < limity
C C <= o
[ fomiwka C (EP) 0,5% 3BITHOCTI
C - i T
0 6‘Y.D,b fAka Hecrneuudikosara <0,2% < IllquV'
AOMiLLIKa 3BITHOCTI
CA cyma AOMILIOK <=1,2% 0,0%
TAMC Y 0-1000 KYO/r <100
TYme ! 0-100 KYO/r <20
BiacyTHicTs E. Coli 4 Bignosigae Bianosigae

) BunpobysaHHA MatoTb NPOBOANUTUCA LOHAMEHILE Ha KOXHIN fecATid BUrOTOBNEHI

%\je BUKOHYBaBCA

Le niaTeepaKyeE, Wo cepia 6yna BurotosneHa sianosiaro Ao ymos GMP.

MioHcTep, 05 rpyaHa 2025

/niannc/

cepii a6o 0AUH pa3s Ha piK.

YnosHosaseHa Ocoba

A fi-p BanHedenva, Kapn-XaiHy
[ 4-p Bpeitep, Maprtixa

[ A-p Foxmeep, HiHa

0 A-p Waennep, Onisep




Xaynt ®dapma MioHctep TMEX
YneH rpynu Aenova
Wnebpiorrenkamn 15,
Ynnenbepr, Mioucrep, NiBHivHMNi
Pelin-Bectdanin, 48159,

HimeyunHa
Ceptudikar aHanizy
CropiHka 131
Marepian: Luaporecrepon EP, Aypicko, Lotus Cepin: 0000338636
Marepian Ne: 10131684 AaTta eupobuuuTsa: 01.04.2021
Locnigskysana cepin: 890000113111 TepmiH npuaaTHocTi: - 01.04.2026
naH nepesipku: 30011887/1
Cepia nocTavansHyika: DYGA-210404FA41
Xapakrepucruka Cneundikayin Peaynbrar
onuc ~ Bianosinae Bignosigae
Cneyudikauin
BUIMIA ABO MAKE BLAMIA KPUCTANIYHUIA MOPOLLIOK
IAeHTUdIkaTop BEPX (BUPOBHUK) Bianosinae Bignosigae
4-cnexTp {I4) Bianosinae Bianosinae
BTPATU MPU BUCUXAHHI (EP) <=0,5 0,0 %
CY/Ib®ATOBAHA 30/A (EP) <=0,1 0,0 %
RC AOMILLIKA A BEPX <=0,10 <RL %
RC AOMILLKA C BEPX <=0,30 <RL %
RC O4MHAPHA HEBU3HAYEHA JIOMILLKA, BEPX <=0,10 <RL %
RC 3ATA/IbHWM BMICT JOMILLOK (BEPX} <=0,5 0,0 %
33 BUHATKOM AOMILIKK A
BEPX-aHani3 98,0-102,0 100,0 %
PO3YUHHUK ETAHON <= 5000 <100 ppm
PO3YUHHUK AUETOHY <=5000 <100 ppm
PO3YUHHUK AUXTOPMETARHY <= 600 <12 ppm
PO34YUHHWUK H-FEKCAH <= 290 <6 ppm
PO34YUHHUK I30NPONISIOBUK EdIP <= 5000 <100 ppm
PO3YUHHUK ETUNALETATY {TX) <= 5000 < 100 ppm
PO3MIP YACTUHOK D 10 >=0,5 0,7 Hm
PO3MIP YACTUHOK D 50 <=12 6 um
PO3MIP YACTUHOK D 90 8-25 12 pm

Marepian 6yno gocnigero signosiaHo Ao sumor GMP Ta AO3BONEHO A0 BUKOPUCTAHHA.
BunyweHo: A-p IMrke Maliep uy Bincengopd, aata: 11,01.2023

Nocapa: MpoexT meHeasep 3 PO3BUTKY Ta Nepegavi TexHonor it

Liet aokymeHT Byno suaaHo aBTOMaTUYHO, i BiH He BUMarae HaasHocTi nignucy.

XaynT ®apma MioHcTep TM6X - YneH rpynu AeHosa

LnebpiorreHkamn 15 - 48159 MioHcTep ; Ten.: +49 251 2855 - 0

WWW.aenova-group.com

Hata gpyky 04.11.2025 11:16:50



Xaynt ®apma MioHcTep FTmoeX
YneH rpynu Aenova
Wneb6ptorrerkamn 15,
YnneH6epr, MioHcTep, MiBHIYHUA
PeitH-Bectdanis, 48159,

R

HimeuunHa
CeptudikaT aHanisy
CropiHka 131
Marepian: OuaporecrepoH EP, Aypicko, Lotus Cepis: 0000457285
MaTepian Neo: 10131684 lara supobHuurea: 01.11.2024
Oochigrysaxa cepia: 010000318647 TepmiH NpUAATHOCTI: 01.11.2029
Mnak nepesipxu: 30011887/1
Cepia nocrauanbhuka:  DYGA-241104FA01 f:;?g::;:p“m 31.10.2027
Xapakrepucruia Cneymndikauis Pesynbrar
onuc Bianosinae Bianosinae
Cneu?d)inaqiu y . )
BN ABO MAUMKE BIAKUW KPUCTAMINHWUM NOPOUIOK

laeHTdikaTop BEPX (BUPOBHUK) Bianosinae Bignosigae -
14-cnexTp (I4) Bignosinae Bianosinae
BTPATU NPU BUCUXAHHI (EP) <=0,5 0,0 %
CYNb®OATOBAHA 30/1A (EP) <=0,1 0,0 %
RC AOMILLKA A BEPX <=0,10 <RL %
RC AOMIUIKA C BEPX <=0,30 <RL %
RC OAUHAPHA HEBU3HAYEHA AOMIWKA, BEPX <=0,10 <RL %
RC 3ATANIbHUI BMICT JIOMILLOK (BEPX) <=0,5 0,0 %
33 BUHATKOM AOMILIKU A
BEPX-aHani3 98,0-102,0 99,9 %
PO34YUHHUK ETAHON <=5000 <100 ppm
PO34YUHHWK ALIETOHY <= 5000 <100 ppm
PO3YUHHUK OUXNOPMETAHY <= 600 <12 ppm =
PO3YUHHUK H-TEKCAH <=290 <6 ppm
PO34YUHHWK I30MPOMIIOBUIA EDIP <= 5000 <100 ppm
PO3YUHHMK ETUNALIETATY (X) <=5000 <100 " opm
PO3MIP YACTUHOK D 10 ">=05 1,2 pum
PO3MIP YACTUHOK D 50 <=12 10 um

8-25 23 um

PO3MIP YHACTUHOK D 90

Marepian 6yn0 gochiaxero signosiaHo 4o sumor GMP Ta 4,0380/1€HO A0 BUKOPUCTAHHA.
BunyteHo: Ceniva YemmeimaHH, gata: 18.08.2025

Nocaga: GMP meHeaep

Lielt aokymeHT 6yn0 BUAAHO aBTOMATUYHO, | BIH He BUMarae HaaBHOCTI nignucy.

Xaynt ®apma MioHcTep FTM6X - YneH rpynu AeHosa

Www.aenova-group.com

WnebptorreHkamn 15 - 48159 MioHctep ; Ten.: +49 251 2855 - 0
Dara apyry 04.11.2025 11:16:50



YANGZHOU AURISCO PHARMACEUTICAL CO., LTD
AHYXKOY AYPICKO ®APMALIEBTIKAN KO., NTA.

Ne 28, yn. Ll3anans, 3012 BUCOKOTCXIONOTIUNOTO IPOMUCITIOBOTO PO3BUTKY.
Micro STuuioy, nposinuis Lzsancy, 225100, Knraticbka I1.P.

Ten.: 0514 80329799

CEPTUBIKAT BUMYCKAHHS NAPTII

HA3BA [MTPOXVYKTY: JUAPOTECTEPOH
CEPIA Ne: DYGC-241104FAO0]

HOATA BUPOBHUITBA: TUCTOIIAL 2024
JATA TIOBTOPHOT'O TECTYBAHHS: XKOBTEHbB 2027
JATA BUTTYCKY CEPIH: 19 JTIOTOTO 2025 POKY

TEPMIH ITIPUIATHOCTI: 3 POKU

. KITBKICTh . ’ e
HA3BA ITPOAYKTY HOMEP CEPIi BUITYLLEHOTO EKCIIOPT/BHY TPIILIHIi TOPT
JWIPOTECTEPOH | DYGC-241104FA0! 31 ke EKCITOPT

TIPOJIYKIIST BUIESTAJJAHOT CEPIf BVJIA BUPOBJIEHA BIJIIIOBIIHO JIO BUMOT HAJIEXHOTO
BUPOBHHMUTBA (GMP) TA BIAITOBIZAHO JI0 PEECTPALIIMHOIO JIOCHE, A TAKOX VCIX BIATIOBIIHMX

CTAHIAPTHUX OIIEPALIIMHUX TIPOLIEAYP

(COIMu) 3ABOAY-BHPOBHUKA, TA CEPIS BVYJIA

BUTTYIEHA BUIMOBIAHO JI0 LLOTO. (IOAATKOBUI AB3ALL Y CBC (CEPTUMGIKATI BUTTYCKY CEPIT),
BUIAHMI U PEUENTYP) BUXIZHI MATEPIATIM, TIAKYBAJIbHI MATEPIAJIM TA KIHUEBMI

IMPOAYKT BYJIU BUITPOBYBAHI

BIATIOBIZHO OO YMHHWX TIPOUEAYP BWITPOBYBAHbL TA

BIATNOBIJAIOTE CHELM®IKALIAM. BUPOBHUUMIM TA BHYTPILIHBOIIPOUECHHUM KOHTPOJIb BYJIU
BUKOHAHI BIATIOBIAHO JO ANOYUX BUPOBHUUYMX [HCTPYKUIN. BMPOBHHUYI TOTYXHOCTI €
YACTHHOIO IMTPOI'PAMHU PET VJIAIPHOI'O MOHITOPUHTIY.

3 nomaroro

SHYXOY AVPICKO PAPMATIEBTIKAJ KO., JIT.

IOTAMI

Cropitka 1



Haupt Pharma Minster GmbH
A member of the Aenova Group
Schieebriiggenkamp 15
Uppenberg

481569 Miinster

North Rhine Westphalia
Germany

Batch Confirmation

Manufacturing, packaging, testing:
Manufacturing License:

GMP Certificate:

Mat.-No. Haupt:

Product name/strength/dosage form:

Package size/type:

Country:

Marketing Authorisation no.:
Batch-No. finished product:
Batch size/total units released:
Date of manufacture:

Expiry Date:

Mat.-No. Haupt (Bulk):
Batch-No. Haupt (Bulk):
Theoretical batch size (Bulk):
Batch No. APl (Haupt):

Batch No. API (Supplier):
Manufactur API;

Results of Analysis:

see above mentioned address

DE_NW_05_MIA_2024_0007

DE_NW_05_GMP_2024_0044

40038196

Dydroluta 10mg film-coated tablet, Ne 20 / Dydrogesterone 10mg
20 film-coated tablets / 2 blisters of 10

Ukraine
UA/20814/01/01
B3248

14.790

01.09.2025
09/2027
23032291

002

625.000
0000338636
DYGA-210404FA41

| 0000457285
| DYGA-241104FA01
Aurisco

see attached CoAs

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling 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.

»(No deviation occurred
Comments/remarks: e

Date: 05. December 2025

o Yes, any additional information js enclosed

Signature: (\ :
Qualified Person

Dr, Bannefeld, Karl-Heinz
0 Dr. Breuer, Martina
0 Dr. Hohmeier, [)iina
o Or. Schlepper; Oliver




Product:

Active Ingredient:
Batch:

Batch size:

Manufacturing date:

Certificate of Analysis

Dydroluta 10mg film-coated tablet, Ne 20
Dydrogesterone 10mg

B3248 (bulk batch 002)

14.790 pcs

01. September 2025

Test Specification Result
Appearance white to off white, round, biconvex film-coated tablets, | conforms
embossed with “711” on one side and plain on another
Water NMT 8 % 5%
Identity HPLC conforms conforms
ID UV-Spectrum conforms conforms
Assay HPLC 95.0~105.0% 98.4 %
Uniformity of Dosage Stage 1:n =10, AV <15.0; 4.4
Stage 2: n =30, AV £ 15.0 and each individual
must lie within (1 - L2x0.01)M to (1 + L2x0.01)M, L2 = 25.0. | conforms
DISS 30 min, Q = 80% complies | conforms conforms
DISS 30 min, Q = 80% >= 80 % 96 %
RC Impurity A (EP) <=05% 0.1%
RC Impurity C (EP) <=0.5% <RL
RC any unspecified Impurity <=0.2% <RL
RC total <=12% 0.0%
TAMCY 0 - 1000 cfu/g < 100
TYMC" 0 ~ 100 cfu/g <20
Absence of E. Coli * conforms conforms

1) Tests to be performed on at least every 10t manufactured batch, or once per year.

2 not done

This is to confirm that the batch was manufactured under GMP-conditions.

Minster, 05. December 2025

\ Qualified Person
™ r. Bannefeld, Karl-Heinz
o Dr. Breuer, Martina
o Dr. Hohmeier, Nina
o Dr. Schlepper, Oliver

Haupt Pharma Miinster GmbH, Schleebriiggenkamp 15, 48159 Miinster, Germany




Certificate of Analysis

acnova

Page 1 of 1

Material: Dydrogesterone EP, Aurisco, Lotus Batch: 0000338636

Material no.: 10131684 Manufacturing date:  01.04.2021

Inspection lot: 890000113111 Expiry date: 01.04.2026

Inspection plan: 30011887 /1

Vendor Batch: DYGA-210404FA41
| Characteristic Specification Result

APPEARANCE Conforms Conforms

Specification
WHITE OR ALMOST WHITE, CRYSTALLINE POWDER

iD HPLC (MANUFACTURER) Conforms Conforms

ID IR SPECTRUM (EP) Conforms Conforms

LOSS ON DRYING (EP) <= 0.5 0.0 %
SULPHATED ASH (EP) <=0.1 0.0 %
RC IMPURITY A HPLC <=0.10 <RL %
RC IMPURITY C HPLC <= 0.30 <RL %
RC SINGLE UNSPECIFIED IMPURITY, HPLC <=0.10 <RL %
RC TOTAL IMPURITIES (HPLC) <=05 0.0 %
except for Impurity A

ASSAY HPLC 98.0 - 102.0 101.0 %
RES.SOLV. ETHANOL <= 5000 <100 ppm
RES.SOLV. ACETONE <= 5000 <100 ppm
RES.SOLV. DICHLOROMETHANE <= 600 <12 ppm
RES.SOLV. N-HEXANE <= 290 <6 ppm
RES.SOLV. ISOPROPYL ETHER <= 5000 <100 ppm
RES.SOLV. ETHYLACETATE (GC) <= 5000 < 100 ppm
PARTICLE SIZE D 10 >= 0.5 0.7 pm
PARTICLE SIZE D 50 <=12 6 um
PARTICLE SIZE D 90 8-25 12 pm

The material was tested in conformity with GMP and is released.
Dr. imke Meyer zu Viilsendorf, on: 11.01.2023
Position: Project Manager Develop. Tech Transfer

Release by:

This document was issued automatically and is valid without signature.

Haupt Pharma Minster GmbH - Member of the Aenova Group

www.aenova-group.com

Schleebriiggenkamp 15 - 48159 Minster ; Tel.: +43 261 2855 - 0
printout date 04.11.2025 11:16:19

fn‘“



Certificate of Analysis aenova
Page 1 of 1

Material: Dydrogesterone EP, Aurisco, Lotus Batch: 0000457285

Material no.: 10131684 Manufacturing date:  01.11.2024

Inspection lot: 010000318647 Expiry date: 01.11.2029

Inspection plan: 30011887 /1

Vendor Batch: DYGC-241104FA01 Retest date: 31.10.2027
| Characteristic Specification Result

APPEARANCE Conforms Conforms

Specification
WHITE OR ALMOST WHITE, CRYSTALLINE POWDER

ID HPLC (MANUFACTURER) Conforms Conforms

ID IR SPECTRUM (EP) Conforms Conforms

LOSS ON DRYING (EP) <=0.5 0.0 %
SULPHATED ASH (EP) <=0.1 0.0 %
RC IMPURITY A HPLC <=0.10 <RL %
RC IMPURITY C HPLC <= (.30 <RL %
RC SINGLE UNSPECIFIED IMPURITY, HPLC <=0.10 <RL %
RC TOTAL IMPURITIES (HPLC) <=0.5 0.0 %
except for Impurity A

ASSAY HPLC 98.0 - 102.0 99.9 %
RES.SOLV. ETHANOL <= 5000 <100 ppm
RES.SOLV. ACETONE <= 5000 <100 ppm
RES.SOLV. DICHLOROMETHANE <= 600 <12 ppm
RES.SOLV. N-HEXANE <= 290 <6 ppm
RES.SOLV. ISOPROPYL ETHER <= 5000 <100 ppm
RES.SOLV. ETHYLACETATE (GC) <= 5000 <100 ppm
PARTICLE SIZE D 10 >= 0.5 1.2 Hm
PARTICLE SIZE D 50 <= 12 10 um
PARTICLE SIZE D 90 8-25 23 gm

The material was tested in conformity with GMP and is released.

Release by: Selina Schemmelmann, on: 18.08.2025

Position: GMP Manager

This document was issued automatically and is valid without signature.

Haupt Pharma Munster GmbH - Member of the Aenova Group

WWw.aenova-group.com

Schleebriiggenkamp 15 - 48159 Minster ; Tel.: +49 251 2855 - 0

printout date 04.11.2025 11:16:50



YANGZHOU AURISCO PHARMACEUTICAL CO., LTD.
M No. 28, Jian’an Road, High-Tech Industrial Development Zone.
! uris N Yangzhou City , Jiangsu Province ,225100, P.R. China

Tel: 0514 80329799

BATCH RELEASED CERTIFICATE

NAME OF PRODUCT: DYDROGESTERONE
BATCH NO.: DYGC-241104FAQ1
MFG.DATE: NOV.,2024

RETEST DATE: OCT.,2027

BATCH RELEASE DATE: FEB.19, 2025

SHELF LIFE: 3 YEARS

NAME OF PRODUCT BATCH NO. QNTY. EXPORT/DOMESTIC
RELEASED
DYDROGESTERONE 31KG EXPORT

DYGC-241104FA01

PRODUCTS OF THE ABOVE MENTIONED BATCH WAS IN ACCORDANCE OF
GOODS MANUFACTURE (GMP) REQUIREMENTS AND IN CONFORMITY

WITH THE MARKETING AUTHORIZATION AS WELL AS ALL THE PERTINENT SOPS
OF THE MANUFACTURING PLANT AND BATCH WAS RELEASED ACCORDINGLY,
(ADDITIONAL PARAGRAPH IN BRC ISSUED FOR FORMULATIONS)

STARTING MATERIALS PACKING MATERIALS AND THE FINAL PRODUCT WERE
TESTED IN ACCORDANCE TO VALID TESTING PROCEDURES AND COMPLY WITH
THE SPECIFICATIONS. THE PRODUCTION AND IN PROCESS CONTROLS “WERE
PERFORMED ACCORDING TO CURRENTLY VALID PRODUCTION INSTRUCTIONS.
PRODUCTION FACILITIES ARE PART OF REGULAR MONITORING PROGRAM.

Your faithfully

YANGZHOU AURISCO PHARMACEUTICAL CO, LTD. . AT
' NS
u..’ i H" i wlil:u I“L CJ ‘Ta.

2 A

Pl:Nb Z%iE—.N

Page: 1
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