HAEPKABHA CIYXEBA 3 JIKAPCHKHUX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KAIBCHKII OBJIACTI

_ npon. Caitmrgsoi Hand, 3, m.Kuis, 02099, ten/akc: (044) 576-40-41
E-mail: dls.kofgdls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Hpo AKICTH BBE3CHOr0 B YKpainy Jikapchbioro 3acody

17.12.2024 Ne 62408/24/10

JPOBEJIIC

{maiiMetypaHix TiK0pCLKOre 3acofy TIRHO 3 PEECTPANLlititiM MOCBINTEHHANM}

Ta0MeTKH, BKPUTI ILNIBK0B010 000J10HK010, 3 MI/14,2 M1, o 28 TaGaeToK, BKPHTHX
mIiBKOBOI0 0600HKOI0, ¥ Gaictepi (24 poxesi akTuski Tabaerkn Ta 4 6iai Tabaerxn
niaauebo), e 1 6aicTepy pazos i3 kapTomunm Qyraspons aana 36epiranng 6aicrepa Ta 1
CAMOKJICIOMHM KAJeHAapeM-CTIKepoM ¥ Kaprouuiil xopobiti

((opma BITyCKY, RO3YDAHHA, B NaxysaHus Nikapesxoro sacaly}

Howmep peectpauiinoro nocsiauenna UA20281/01/01 crpox nif peccrpaiiinoro nocpiauerns 11,12,2028

Cepis nixapcskoro sacoby Ne Z41327A Kinusicrs spesenoro sikapebkoro sacoby 1394
Bupo6uux BAT "T'eaeon Pixtep”, Yropluuaa
(maitavenyBanns supofirika Hikaperkoro 3acoly, Kpaild MoXQMKeHHS)
Brescro B Vpainy Cninpne yrpaiHcbR0-eCTOHCEKE RIANPHEMCTBO Y Gopmi ToBapHCTBA
3 ofaezrenolo Binnopinaaesnicrio "Onrista-Mapn, ITA", ixenr. xon:
21642228

(mmaitmesynatis ra xox 33 €APIIOY sopuangnof ocobr abo npiseuine, im's, no Gartxosi diznyunoi
orolH - mignpleMus, 1i Micle npoxHBAHHEA TR peccTpduiiiniii HoMep ofnixorol KapTEY maTHItKA
Hoaazkie abo cepit TA HoMep nacnopTa)

IIpoToxon pizyaasuore konrpomo six 17.12.2024 Ne 3744/2.

32 pesynsTatamil  ACPAABHOTG KOHTPOAIO BCTAHOBJEHD, N0 nikapeskuil  3acib  Bpeseno 8 Yepainy 3
JOTPHMAHHNAM minver 3ak0H0AABCTEA. 11040 3a063MCUCHHA AKOCTI Nikapebix 3acobis.

Osnera €PBOMEHKO

(ininiamy-Ta npiane).




GEDEON Ry CHTER

CERTIFICATE OF COMPLIANCE

SRR

Name of the product- T | Drovelis ]

Dosage form: | film-coated tablet ~ R
M,Stmng}h/pf)tency: . et Estetrol 14,2 - mg/ Drospirenone 3 mg and placebo |
|_Package size and type: — Ix24+4/blister o |
Bateh number; Z41327A ]
ffﬁmm‘aeturir}g date; 012024 B N
e UV S — A
Quantity of finishproduet 6 696 boxes
f Importing country: | Ukraine

Marketing autherization number:

, UA20281/01/0T
Name of the MAH; ]

Gedeon Richter Ple.

s

Address: S Gydmréi it 19-21 Budapest, 1103, Hungary B
Name of the bulk Drospirenone 3 mg/ Estetrol 14.2 mg film-coated tablet
Qatch number T42119
MM}E?MLL“MM | Gedeon Richter Ple.
Address: GySmroi it 19-21., Budapest, 1103, Hungary
[ Authorisation number- HU-M-RICH
CM GMP compliance: OGYEI/20786-7/2022
Name of the bulk Placebo film-coated tabiets |
Batch number T41613
Manufacturing site Gedeon Richter Plc, v}
Address: , Giydmrdi it 19-21., Budapest, 1103, Hungary |
| Authorisation number. HU-M-RICH ]
Certificate of GMP compliance: OGYEI/20786-7/2022
Packaging site Gedeon Richter Ple.
Address: Gydmréi Gt 19-21., Budapest, 1103, Hungary
Authorisation number: HU«M««RICH
- Certificate of GMP compliance: QGYEI/20786-7/2022
Release site Gedeon Richiter Ple
Address Gyémrdi ut 19-21,, Budapest, 1103, Hungary
Authorisation number; HU-M-RICH
Certificate of GMP compliance: OGYEL20786-7/2022
I hereby certify that the above information is authentie and aceurate, This baicl} of pro_duct }}as bcen’ .
manuff;cmmd:gncludmg bulk packaging and quality control at th_e above-mentioned site(s) in full gumihz;;(xce
with the GMP requirements of the European Union and tiag Quality Agreement. The bz;;c(i}x }g:cessmg, u
packaging and analysis records have been reviewed and found to be in compliance wit Y
Results of analysis: CoA
Remarks: , : ‘ R
‘Released'bysi: o0 ol T T T :

Date of release: 04,04,2024
Date of issue: 04.04,2024

Chemical Works of Gerdee

voe Pastal FEES Buadapeat 10, P 20, Hungary © Phane =36 { 13] 3000

Pradquasterst U UO3 Budapest, Gydandt e 1921,

Neeffieation of vomments o thiscert

- ) 7
2 (; oy
Jox cter o 0O¥C Ly offﬂ//&ac/‘%___



GEDEON RICHTER

CERTIFICATE OF ANALYSIS

Name of the product; Drovelis® 3 mp/14.2 mg

Dosage form: {ilm-coated tablets

Strength/potency: Drospirenone 3 mg/ Estetrol 14.2 mg/ placebo
Bateh number: Z41327A ) )
Manufacturing date: 01 2024

Expiry date; 012028

TESTS ' ol

CHARACTE RS

Pink, round, blconve\ film-coated bab!et with @ (dmp) shzxpcd confox ms
ving on one sid

AVERAGE MASS

079000870 g 0.0806 5

Identical, tested with HPLC in house method conforms
ldentical, tested with DAD in house method conforms

R AT SURIANEERS T T e
6-0x0-estetrol not more than 0.5% <0,03%
9, 1 I-didehydro-estetrol not moge than 0.5% <0.05%
3-hydroxy-15,16-dioxo-estratriene not more than 0,5% <0.03%

any other individual degradation product of estetrol origin
not more than 0.2% <(.05%
total degradation products of estetrol origin

not more than 2.0% <0.05%
17-epi-drospirenone (Ph. Eur, Impurity E)

not more than 1,0% <0.03%
any other individual degradation product of drospirenone origin

not more than 0,5% <0.03%
total duamdation products of drospirenonc origin :

<(0.03%,

(14

MICROBIOLOGICAL PURIT |
Total acrobic microbial count {TAMCY:

(periodic test)
not more than 1000 CFU/g <10 CFU/
Total yeasts and moulds count (TYMC):
not more than 100 CFU/g <10 CFU/g
Absonce foschumhm coh (1 g) _________ cmﬁmm?
Estetrol 14 20 mg / f'lm-cmatui mb Tet m 49 9 mg) g : 4 10 mg/ﬁb
935.0 - 0‘»0% 99.3%
Drospirenone 3.000 mg / film-coated tablet (2.850 - 3.150 mg) 2.980 mg/fibl,
95.0-105.0% 99.3%
1/3

Chemicat Works of Gedeon Richter Ple.

Headguarters: Ho 1103 Budapeat, Gydmrdi ar 1921, 14 angary * Postal adddy O PE 27, Hungary » Phones 436 1 431 4000

Notifieation of vomarents o this cat ificatecan be sent tor certificate_complaint@ichterhy




GEDEON RICHTER

CERTIFICATE OF ANALYSIS

Name of the product: Drovelis® 3 mg/14.2 mg
Dosage form: film-coated tablets
Strength/potency: Drospirenone 3 mg/ Estetrol 14.2 m g/ placebo
Batch number: ZAI327A
Manufacturing date: 012024 »
Expiry date: 012028 )
TESTS, o ihe  ACCEPTANCE CRITRRIA S e RESTULTS
Eastetrol Not less than 80 % (Q) of the active substance dissolves 04%
in 135 minutes,
Drospirenone INot less than 80 % (Q) of the active substance dissolves 102%
in 30 minutes.
UNIFORMITY OF DOSAGE UNITS ez oo e
iActive substance -Corttent Acceptance value (AV) < L (n=10)or
juniformity (CU) Acceptance value (AV) < L1 (n = 30), and in this case
| minimum > (1~ 12 x 0.01)M,
maximum < (14 L2 x 0.01)M, where L1 = 15.0, 1.2 = 25.0
Estetrol AV= 3.0
Drospirenone  iAV=4.0

The quality of the product conforms to the specification: No, 5-01667-Q1-01-01

[ 2/3 |

son Ricker Pie,

FL 3375 Budapeat 100, PE 25, Hunguey » Phone <38 1131 4000
Y
sran be sent tor certificate_complaint@gchter hy

Chemical Works of 6¢
Hradguastess 11103 Budagmat, Gvdons i i 1021, 1 ting

WY

Notifieation of vompents on this cortific,



GEDEON Rrey TER

CERTIFICATE OF ANALYSIS

Name of the product: Drovelis™ 3 mg/14. 2 mg B
Dosage form: Ifilm-coated tablots

;’Strength/potency: Uroxpmnone 3 mg/ Estetrol 14.9 mpy

one 2 mg) Estetrol 14.21 ng/ pld
Batch number: 413274

Manufacturing date: 01 2024 B
LExpiry date: 012028

o N Placebo f ilm-coated tablets
TESTS = 7 ‘ IACCl‘ P’I‘Az\ CE CRiTERIA
CHARACTERS

W hite to off- vhm, mmd bzmnvt.;x }" im—coated rab
{ dmp) shdpcd cngrawng on one dc

1

0790 - 00870 ¢

Abxenua of active substance

, SA5HB H\J it
Pt is not tested, release can be performed based on the
weighing, If hecessary, the absence of
by the referred analytical method.

document&tmn ot

estetrol monohydrate active substances can be proved

Absenee of active substance

It is not tested, release can be

weighing, If necessary, the absence of active substances can be proved
by the referred analytical method

frospirenone

performed based on the documentation of

MICROBIOLOGICAL PURIT?

(periodic test) [Total aerobic microbial count {;I‘AMC)‘

not more than 1000 CFU/g <10 CFU/g
Total yeasts and moulds count (TYMQC): .
’ not more than 100 CFU/g <10 CFU/g
zAbscncc af Eschemchla coli (1 g) conforms

ot mom than 15 min

2 min,

]

I'he quality of the product conforms to the specifieation: No. 5-01668-Q1-01-01

33

. d b 3
Date: 04.04.2024 Approved by

Chemicad Works of Gedoon {?Ii Ter Ple
4 vy EER Y 1t Loyt 3 { IGALY ~S‘.Il adddyess
H varteyss P HOS Budap L GG dl Gy 107 a0 qay . ¥
adejuiarters: B { APt o (
ritication of commnen S et i w0 140 O e complaint{, chterhn
WNorifics y of cony msents on this cartificn can be sent s eificat (!l[l«.lﬂ @richter
Eaty 3 K [y ¥ 3

L493 Budepest 10, VE 27, Hungare « Phons: +

36 1431 4000
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