AEPKABHA CHIYIKBA 3 TIKAPCBKUX 3ACObIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Caitnuunoy, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €JIPITOY 37079055

BUCHOBOK

Npo AKICTb BBE3CHOT0 B YKpalHy JiKapchKoro 1acody

28.07.2025 Ne 36958/25/26

JAMHEJIA

(Haitmeny satis AiRapebKoro 3acoBy 3IAN0 3 PLeCTPAi NG HOTBLAICHHAM)
Tabuerka 110 2 mr, 110 28 radierok y 6aicrepi, 1 daicrep B nayui

(ropata BHITYCRY. JO3YRAHHIA. B HAKYBAHHA AKAPCLKOTo 3acoly)

Howmep peectpauiitvoro nocsinuenns UA/20519/01/01 erpok aii pecerpauiiinoro nocsinuenns 22.07.2029

Cepin nikapcnkoro 3acoby Ne LE39819D Kinkictn Bae3eHoro aikapcbkoro sacody 1000
Bupobrnk JIABOPATOPIOC JIEOH OAPMA C.A. lenanis

(HaiiMeny pats BRPOGURKL ATKAPCHROIO 3aC00) . KPATHA HOXO/IRCHHE)

Breseno s Ykpainy TOBAPHUCTBO 3 OBMEKEHOIO BUHTTOBIIAJBHICTHO
"BYCT ®APMA", inenr. won: 44107410

(nafimenynannsg ta ko 3a CAPHOY opumano ocofin ado ipismnie. b 1o diskosi
PizHUHOT 0COTK - NiANPHCMILL T MICHC IPOARKBANIN 12 PECCTPALHIIH HOMep a0ROROT
KAPTKH OSETHUKA TOAATKIR 200 cepis ra HOMCD nacnopra)

Mporoxon sisyannsuore kowrpomo nin 28.07.2025 Ne 2695/01.10-25/3.

3a  pesyiALTATAMM  AGPKABHOIO KOWTPONIO  BCTAHOBACHO, W0 Jikapchkuil  3acid  sBeseno w Yepainy 3

JOTPHMAHHIM BUMOr 3aKOHOAABCTBA UIOAO 3a0€3NEUEHHA AKOCT] HJKAPCHENX 3acofiB,

I~Iauam>y Gy
(uocaf ﬁeg{}}f{wﬁa ]

Xy
£

Mukona XOJOJIFENKO

7", COHTPOHNY) () {Hshpass 1a npisssue)




LABORATORIOS LEON FARMA, S.A.

Clla Valling sio -
24143 Villaguitwabre - Loon
Phone: +34 987 278 714
Fax: +34 987 278 524

Polind.Mavatejera
Spain

CEPTUDIKAT AHATNI3Y

KOMEPL|IMHA HA3BA: BAWHENA

MPOAYKT: LieHorect 2 Mr x 1 6nicTep X 28 TabneTok
MPOOAX - YKPAIHA

KOO NMPOLOYKTY : 240480
TEPMIH NPUAOATHOCT! : BEPE3EHb 2027

CEPIA : LF39819D

BULK: HieHorecT 2 mr TabneTku
Poawip cepii: 1.250.000 Tabnetox
KOA : 708561 Hara surotoenenHs: 14 BEPE3HA 2025
CEPIA : LF39819 [Oata aHanizy:28 BEPE3HA 2025
NOKA3HUK BUMOI'U PE3YNbTAT
Onue Kpyrni Tabnetku 6inoro konsopy Blp,noalp,ae
Metoa: PRO37 et A . .
lneHTudikauii gieHorecty (HEPX) - BignoigHicTb Yacy yTpuMaHHs niky ﬂ
¢ MoautusHwKiA
MeTon: PRO37 petepeHTHOMY CTaHaapTy B R e
loenTudikauii gieHorecty (YO) BignosigHicTe Y® - cnektpa pecbepeHTHomy : =
MeTon: PRO37 | cTanpmapTy : ﬂoaMTMBHmm
CepenHs maca :
Metos; MGOOS 70,0mr + 10% 70,2mr
KinbKicHe BUSHaUeHHs! JieHorecTy :
MeTog: PRO37 95,0 - 105,0% ; 99,7%
HieHorecT. OgHOPIQHICTL AO030BaHUX OAVHULb, :
OpHopigHicTs BMicTy (n = 10) 10 Tabnetok, AV <= 15,0 . Bignosigae

MeToa: PR037

ﬂleHoreCT OaHopl,unTb [030BaHUX O,EMHMle 30 Ta6neT0K AV &= 15 0

DianazoH: 0,75M - 1,25M

OpHopigHicTe BMicTY (n = 30)
MeTog: PRO37

MeTtog AV

MeTtoa: PRO37

POBHMHGHHH ,D,ICHOTGCTy cepenHe SHBHeHHﬂ

MeTtog PRO76

POS‘-MHEHHFI ,CUGHOI'ECTy MIHIMaﬂbHe 3Ha“|eHHﬂ

Metoaq PRO76
Cragis poaqMHeHHﬂ ,qreHoreCTy
MeTop PRO76

HieHorecT - pomiwka 5410RC0O1
Meton PRO37
[ieHorecT - nomiwka 5410RC02
Meton PRO37
[HieHorecT — HecnewudikoBaHi AOMILLKK
MeTtog PR0O37
HieHorect - Cyma [omilLok
“Metog PRO37
ETaHon — 3anuiKkoBui poquHHMK (GC)
_MeTog PRO37 o
TAMC 3araribHa KinbkicTs aepobHux
MikpoopraHiamis
Metoa: MG0O05
TYMC BaranbHa KibKicTb ApI)K,D,)KOBI/IX Ta
nniceHesux rpubis
MeTon: MG005
Escherichia coli
MeTog: MG005
MIKpO6IOJ‘IOF|‘4HMM kOHTpOﬂb ﬂpMMITKa Ta nyHKT
KOHTpOnio BUNpobyBaHb
Metog Hemae gaxux

;<=150

Q=80 % 3a 30 XBUIMKUH

Moe'asaHo 3i ctagismu S1, S2 a60 S3

S1:6 TabneTok. Hemae < Q + 5%
. 82:12 tabneTok, Hemae < Q -15%,

CepegHe (12)>=Q

- §3:24 tabnetku, NMT 2 < Q -15%,

'<=05%
:<=0£%
é<=03%
%<~15%

< - so0 - e
<10° KyO/r

<102 KYOIr

: Bl,qcyTHwa/r

" "MikpoBionoriunui KOHTPONS , BUKOHAHME 30BHILUHBOK

nabopartopieto: [1a6. EyeBapHe, C.A.
YacroTa Bunpobysaks: koxHi 10 napTivt abo
L{OHaMeHLWEe ogHa NapTist Ha pik

He 3acTocoByBanoch

9%

; 96%

<01%
| <0,1%
<0,1%
| <0 1%
“ 2314ppm
;’ He 3acmc§§yaénoos
” He 3aCT“0ecb)B“va;a}|v§ct>v
- KYOIr
; H;:ﬁé;TéCOBYBéﬂOC;b

: He sacTocoByBanocs

Bignosigae S1

KYO/r

3aTBepmKeHo ynosHoBaXeHo ocoboto / lata [Maona ®epHaHdes /nidnuc/ 16 4epeHs1 2025 4, - Ceo L OL G2
Bunyuiexo ynosHosaxeHotw ocoboto / lata Cineia [Mocado /nidnuc/ 16/062025

LF Specification Code: AIEHOIMECT-22-A-V03

Yac i aarta gpyky : 16.06.2025 ~ 14:25:36 - Ne Ceptudikar Ne: 170811 / 1

Oep. Oqf) - O
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Q& CHEMO

Lahoratorios Ledn Farma

CEPTU®IKAT BIANOBIAHOCTI

CropiHka 1 31

Cepiinuit ornspg 3anucie

ToprisenbHa Ha3sa

OAUHENA

[oTOBUI NPOAYKT:

DIEHOTECT 2.00 MI X 1 BAICTEP X 28 TABJIETOK ANs MPOOAXY B YKPAIHI

Kpaina: YKPATHA

PeecTtpauinte nocsigueHHsa: UA/20519/01/01

Cepisn LF39819D Koa npoaykTy 240480
dapmaueBTUYHA . .

nikapcbka dopma Tabnetku Cuna gil, akTMBHICTb DieHorecT 2 Mr
3aranbHa KinbKicTb 4165 3aranbHa KinbKicTb 4147

ynaKoBaHUX OAUHULL

KapToHHUX kopobok

BUNYLIEHUX OAUHULb

KapToHHUX kopobok

JlaTa BUroTOBMNEeHHSA

14 6epesHs 2025

MpuaaTHui go:

Bepeaenb 2027

Po3amip cepii Bulk

1 250 000 TabneTok

Bupo6Huua ginsHka:

Ilabopatopioc JleoH ®apma, C.A,,
Kanne Na Bannita C/H,

MoniroHo lHAacTpian HaBaTenxepa,
Binnaksinambpe, 24193, lcnaHis

Bupo6Huya niueHsis lleon dapma

4208E

leon ®apma GMP ceptuddikar

4208/24

YnoBHOBaxeHa ocoba

Lum s nigTeepmkyto, Lo 3asHadyeHa iHdopMalis € AOoCTOoBIPHOW Ta To4HOW. Bei dhapmaueBTuuHi iHrpedieHT!
6ynv NpoTecToBaHi Ta BUNYLIEHI BiANOBIAHO 40 BU3HAYeHOT SKOCTI B 4O3BONI Ha NpoAaxX, YuHHi ®apmakonei Ta
TexHiunin yrogi. Lis napTis npoaykTy 6yna BUroTOBNEHa, BKMOYatoyu nakyBaHHS/MapKyBaHHs Ta KOHTPOSb AKOCTI
Ha BULLIE3a3HaYeHOMY MicLli B NOBHIN BianosigHocTI 10 BUMor GMP MicLieBUM peryniolynM opraHom i BinnosigHo
o cneumdikauint y niuexsii Ha npodax KpaiHu-imnoprepa. 3anucy cepiliHoi 06pobku, nakyBaHHA Ta aHanisy 6ynu
nepesipeHi Ta BU3HaHI TakMmu, LWo BianosiaaoTs GMP. [ipykoBaHuit nakysanbH1iA Matepiarn Bignosigae Bumoram
woJo ineHTUdIKaLiT, BUKNANeHWM Yy peecTpauiiHoMy [Jocbe. BigxuneHwa, skwo Taki €, Bynu nosicHeHi,

3a[l0KyMEHTOBaHI Ta 3akpuTi. Cepis BunylleHa.

Nianuc ynoBHoBaxeHoi ocobu:

ngrunct

IM’s:

Cinssia Nocado [Nepes

Lara:

16/06/2025

CropiHka 2/2



LABORATORIOS LEON FARMA, S.A.
C/La Vallina s/n - Pol.lnd.Navatcjera

24193 Villaquilambre - Leon - Spain

Phone: +34 987 278 719

Fax: +34 987 278 524

CERTIFICATE OF ANALYSIS

COMMERCIAL NAME : DAINELA
PRODUCT : Dienogest 2 mg x 1 blister x 28 tablety
LA TRADING - UKRAINE

CODE : 240480 BATCH : LF39818D
EXPIRY DATE : MAR.2027

BULK @ Dienogest 2 mg tablets
Batch size: 1.250.000 tablets

CODE : 708561 MANUF, DATE : T4.MAR.2025
BATCH : LF39819 TEST DATE : 28.MAR.2025

Appearance Round plain white tablets Complies
Method PRO37

Dienogest identification (UPLC) Matches retention time of reference Positive
Method PRQ37 standard
Dienngest identification (UV) Matches UV gpectrum of reference Positive
Method PROZ7 standard
Average weight 70,0 myg +1- 10% 70,2 myg

Method MGOO8

Dienogest Assay 95,0 - 105,0 % 99,7 %
Method PRO37

Dienogest, Uniformity of dosage 10 tablets, AV <= 15,0 Complies
units, Content uniformity {n=10)
Method PRO37

Dienogest. Uniformity of dosage 30 tablets, AV < = 15,0 N/A
units. Content uniformity {n=30) Range: 0,75M - 1,28 M
Method PRO37

LF Specification Code: DIENOGEST-Z2-A-V03
Date and Print time © 16.06.2026 - 14:25:36 - Certificate No.; 170811 /1 Page L {1 1 4}



LABORATORIOS LEON FARMA, S.A.
C/la Vallina s/n - Pol.Ind.Navatejera

24193 Villaquilambre - Leon - Spain

Phone: +34 987 278 719

Fax: +34 987 278 524

CERTIFICATE OF ANALYSIS

COMMERCIAL NAME : DAINELA
PRODUCT : Dienogest 2 mg x 1 blister x 28 tablets
LA TRADING - UKRAINE

CODE : 240480 BATCH . LF39819D
EXPIRY DATE : MAR.2027

BULK : Dienogest 2 mg tablets
Batch size: 1.250.000 tablets

CODE : 708561 MANUE. DATE : 14 MAR.2025
BATCH : LF39819 TEST DATE : 28.MAR.2025

AV Dienogest 15,0 0.9

Method PRO37

Dienogest dissolution - average Q=80% in 30 minutos 99 %

value

Methad PRO76

Dienogest dissolution - minimum Related to stages S1, 82 or 83 96 %

value

Method PRO76

Dienogest dissolution - stage S1:6 tablets, None <Q+5% Complies 81
Method PRO76 $2:12 tablets, None <Q-15%,

Average (12} > =Q
53:24 tablets, NMT 2 <Q-15%,
None <Q-25%, Average {24) > =Q

Dienogest - impurity 5410RCO1 <= 0,5% <0,17 %
Method PRO37
Dienogest - impurity 5410RC02 <= 0,5% <0,1 %

Method PRO37

LF Specification Code: DIENOGEST-Z22-A-V03
Date and Print time : 16.06.2025 - 14:25:38 - Certificate No.: 170811 / 1 Page I {2/ 4}



LABORATORIOS LEON FARMA, S.A.
ClLa Vallina sin - Pol.Ind.Navatejera

24193 Villaquilambre - Leon - Spain

Phone: 34 987 278 719

Fax: +34 987 278 524

CERTIFICATE OF ANALYSIS

COMMERCIAL NAME : DAINELA
PRODUCT : Dienogest 2 mg x 1 blister x 28 tablets
LA TRADING - UKRAINE

CODE : 240480 BATCH : LF39819D
EXPIRY DATE : MAR.2027

BULK : Dienogest 2 mg tablets
Batch size: 1.250.000 tablets

COnE : 708561 MANUF. DATE : 14.MAR.2025
BATCH : LF39819 TEST DATE : 28.MAR.2025
Dienogest - unknown individual 0,3% <0,1 %

impurities

Method PRO37

Dienogest - total impurities <= 1,5% <0,1 %

Method PRO37

Ethanol- residual solvent {GC) < = 5000 ppm 2314 ppm

Method PRO37

TAMC Total aerobic microbial count <= 10°3 CFU/g N/A  CFU/g
Method MGO005

TYMC Total combined yeasts/mould <= 10"2 CFU/g N/A  CFUlg

count

Method MGOOB

Escherichia coli Ahsence in 1 g N/A

Method MGOO5

LF Specitication Code: DIENOGEST-Z2-A-V03
Date and Print time : 16.06.2025 - 14:25:368 - Certificate No.: 170811 / 1 Page 1 (37 4)



LABORATORIOS LEON FARMA, S.A.
ClLa Vallina sin - Polind.Navatejera

24193 Villaguilambre - Leon - Spain

Phone: +34 987 278 719

Fax: +34 987 278 524

CERTIFICATE OF

COMMERCIAL NAME @ DAINELA
PRODUCT : Dicnogest 2 mg x 1 blister x 28 tablets
LA TRADING - UKRAINE

CobE : 240480
EXPIRY DATE : MAR.2027

ANALYSIS

BATCH : LF39819D

BULK : Dienogest 2 mg tablets

Batch size: 1.250.000 tablets

CODE : 708561
BATCH - LF39819

MANUF, DATE + T4.MAR.2025
TEST DATE : 28.MAR.2025

Microbiological control - note and

test control gite
Method N/A

Microbiological contral performed by an
external lab.: Lab. Echevarne, S.A,
Testing frequency: every 10 batches or
at least one batch per year

N/A

Approved QA / Date L

Released by QP / Date o
LF Specification Code: DIENOGESTZ2-AV03
16.06.2025 - 14:26:36 -

Certificate No.:

Date and Print tme

170811 /7 1

Page | {4 1 4}



CERTIFICADO DE CONFORMIDAD Pagina / Page:
CERTIFICATE OF COMPLIANCE 1 defof

Revisi6én Registros de Lote
Batch Record Review

Nombre Comercial

Brand name DAINELA

Pfcfducm terminado DIENOGEST 2.00 mg x 1 BLISTER x 28 COMPRIMIDOS LA TRADING UA

Finished Product DIENOGEST 2.00 mg x 1 BLISTER x 28 TABLETS LA TRADING UA

Pais / Country UCRANIA / UKRAINE

Numero de autorizacién de comercializacion .

Marketing Authorization Number ; UA/20519/01/01

Nitmero de Lote Codigo de Producto

Bateh Number LF39 81 9 D Product Code 240480

Forma Farmacéutica Comprimidos Principio activo & dosis Dienogest 2 mg
Pharmaceutical Dosage form Tablets APIs & Strength Dienogest 2 mg

Total Unidados e et
Acohticionatas ; 4165 . Total Un‘ldades' Liberadas 4147

Total Units Packaged ' Estuches / Cartons Tolal Units Released Estuches / Carfons
Fecha de Fabricacion 14 MAR 2025 Fecha de Caducidad MAR 2027
Date of Manufacture

14 Mar 2025 Expiry Dale Mar 2027

Laboratorios Ledn Farma, S.A,
C/La Vallina s/n

Tamaiio de lote granel 1.250.000 comprimidos Lugar de Fabricacion )

Bulk balch size 1.250.000 tablets Manufacturing Site 5’;"@;@&;5‘,,‘5{3;?6
LEON ESPANA / SPAIN

Ledn Farma Manufacturer’s license 4208E Ledn Farma GMP certificate 4208124

Direccién Técnica (Persona Cualificada)
(Qualified Person)

Por fa presenle se certifica que la informacion de este documento es auténtica y precisa, Todos los ingredientes farmacéuticos
han sido analizados y liberados segun lo descrito en la Autorizacion de Comercializacion, la Farmacopea vigente y el acuerdo
técnico. Que el lote de este producto ha sido fabricado incluyendo el acondicionado y el control de calidad en las instalaciones
mencionadas y siguiendo las GMP de las autoridades locales y las especificaciones de a la Autorizacion de Cometrcializacion del
pais de importacién. Las guias de fabricacion y analisis han sido revisadas y cumplen con las GMP. El material de
acondicionamiento impreso cumple con los requisitos de la garantia de identificacion sefaladas en la Autorizacién de
Comercializacion) Las desviaciones, si existiesen, han sido explicadas, documentadas y cerradas. El lote es liberado.

[ hereby certify that the above information is authenltic and accurate. All pharmaceutical ingredients have been tested and released
according with the defined quality in the Marketing Authorization, current Pharmacoposia and Technical Agreement This batch of
product has been manufactured, including packaging and quality control at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authorily and with the specifications in the Markeling Authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. The
printed packaging material fulfils the Identification requirements stated in the Marketing Authorization Deviations, if any, have been
explained, documented and closed. The baltch is released.

Firma Direccion Técnica: ~ e Nombre: Fecha:
QP Signature Yo e Name Date

Silvia Posado Pérez
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