,ZIIEP}KJHKC}I‘Y}K }A o
ﬁEP}KABHA CIYKBA 3 TIKAPCBKHUX 3ACOBIB TA R‘OHTPO.}I
HAPKOTHKAMH Y KUIBCHKIH OBJIACTI

TPOCTERT Bazw;}is; JloGanoscskoro, 51, M. Kuis, 03110, reifaxe: {044) 363-0 6*553" )
E-amaﬁ dis-ko@dls.govauahttps://www.dls.gov.ua, Kox tﬂ?ﬁ{}? 37078774

Tpo AKicTH BBeleHore B Yxpainy aikapcoioro 3acofy

30.12.2022 ' o NeS627I22/10

JIPOCHIDEM® 30 _

{]Iﬂfﬁﬂiﬁii?ﬁéﬂﬁﬁ ¥E§€ﬂ;3ﬂi:kﬂ!“’ﬁ 3achby HEHHG 3 pwﬁrpﬁmﬂmm :}ﬁwnﬁumﬂm}
TabaeTRy, BRprT witiskenoio obononxoto, nio 6,03 mr/3 MY o 213 rabuerniy 6uicrepi; o 1
Baicrepy ¥ waproaniii YHAIKOBI

{hopng BHIEYORY, HOSYBUHEYN, B Hakyouisg BiEvive e sil tmm@y&
Hosep peecrpaniitnore noceivcnn UA/IS868/01/01 erpok i pecerpaniiaord noceinvenns 01.01.2009
Cepis sikapeskors sacoby N 2202 Kissicrn secsonoro iikapesroro sacofy 66335

Brpobung MmiBe I'm6X Apuﬁaﬁwﬁm’m Hza{ewmﬂm

{ﬁdi}hﬂ,ﬁ}*’aaﬂ 5 Hﬁ}}{}ﬁmim Eiﬁﬁpi‘hrﬂ{}ﬁ} ﬁamﬁy, .’&gisamzt rtu*{ﬁzim..mm}

Biexcnon Yipainy Torapuctso 3 obMexenon sitronitansnicrio "MIEE VKPATHA",
_iewr, ko 38705049

{naiixaanyn&mzﬁ TR RO 38 E:I{?I'fi}‘:»’ IG?MH*HIOE, acﬂﬁﬁ ’35{} ﬁpmﬁnmm is's, 110 ﬁaﬁ;mm ﬁ:mﬁzmz
OEDE - - THEADPHEMIG, o omice Hg}amﬁn.ﬁﬁm TH pe@wm&mmm nomep obnikesol kapikin paaTixa
Prosaviae abo cepid 1a HOMED ARCHOHTE)

Tpovoxon niayainnore kotirpomo wix 26.12.2022 No 3465/3.

3a. pesynviataMil  AepRURIONS.  KOHThomU BCTARORIERE, o ﬁmapmgmi 3a¢i6  meesewo B Vipaiwy 5
gwrpﬁmmmmi BHMOT SAKQH{};{&‘B{:THH Moze ’mﬁefmmﬁﬁm FRGETL mmgﬂm’@m 3acohin,

imﬁm H’ ﬁmmm*

i%f;%%ﬁmi ST AR T :1 ?r’;%%;mfgzia i




Page 1of4 Master CoA sheet ViG0662

N CERTIFICATE OF ANALYSIS
. .. CEPTH®IKAT AHAJIIZY
mibs GmbH

Arznaimittel
Product name: Drﬁspiféﬁi 30 T Country of manufacturing Germany
| Hepxapa-pupobunk Himeuyyna

- HatimMeny Bamus 1i: IPOCTIIOEME 30 :
. Haiivenypanus mponyxuii APOCTIIGEM® 3 Tmporting country: Ukroin.

| depxasa-imnoprep: YKparya

| *Arti{:f;cudeﬂénépfnﬁyﬂy: - T Ident-Ne / Ineurndixauiiinui HOMEp:
1 VI00662 3 | 22140951 |
- Strength / activity 1 tablet contains 0.03 mg of Ethinylestradio] and 3 mg of Drospirenone ‘

Crna Afi/akTHBHICTE I'rabnerka mictuts: 0,03 mr €THHUTECTpaiony Ta 3 Mr ApOCHIpeHOHY
DosageForm [ Filmecoated fablet, 0.03 mgimg "
~ Jlikapesxa dopma . TabNeTkn, BKPATI OiBKOBOI0O obostonxoro, no 0,03 mMr/3 mr N
| Package size and type 21 tablets in blister, 1 blister in carton box
1 Poamip Ta THIT AKYBAHHA o 21 Tﬂﬁﬂeﬂli.'}’ Grictepi; 7o | Gaictepy Y KapTOHHIN yrakosuyi

Number of Registration Certificate UA/15868/01/01
 Homep peecrpauiiinoro NMOCBIRYEHHS Ne UA/15868/01/01
' Batch number: / Homep cepii: 2202 I Batch size {pes.): / Pasmip cepii {wr.) 66335
| Manufacturing date; Jlata BupoBuuirraa: Expiry date: / ara 3AKIHYSHHS TOPMiHY APURATHOCTL:
109/2022 o | 09/2026
{ Name and location manufacturing site; mibe GmbH Arzneimittel, Germany, Muenchener Strasse 15,
| Brehna, Sachsen-Anhalt, 06796, Germany | :

Haiimenysanmn ta mictesnaxomiens AUIEHALL 3 BHPOBHEITBA: Mibe TMEX A puHaiMiTTeNs, Hiveuunsa,
i MionxeHepmTpacce 15, Bpena, Cakconis-Auxansr, 06796, Himeuunna |
"Number of manufacturing authorisation. No. DE;__S'I‘_OIPHMIA_Z{]ZI;_I}BGS-
| Homep minensii ainbumni 3 BHpOOHMIITBA. Ne DE ST 01 _MIA_2021_ 0005
i Certificate GMP. No. DE ST_01_GMP_2021 0013
-Cepmidixar GMP Ne DE ST 01 OMP 2021 003
Tet Methods - ~ Specification Result
HRssanomsua  Metomxompomo Homyemmimexi Pesytprar
Appearance Visual eest Round, yellow coloured, film-coated g mplies
Ome Bizyaisuo tablets without coating defects BLANOBiac

Kpyrni Tabnevsu Bxpiti 1011 BKoBOIO
‘OBOTOHKOH KOBTOTO KONBOPY Gt
ACPEKTIB IOKPHTTA

Tablet diameter vernier caliper 59 mm-63 mm

HiaMerp tabneTky Bunipiopauns 5.9 MM — 6.3 M

| WTAHTERUUPKYJIeM

Tablei thickness vernicr caliper 24 mm - 3.040m

Tosunna Tabnerrii- Bumipioranns 24 mm— 3,00
HITAHIeHUHpPKYTeM

Average mass weighing 85 mg

Cepemis maca 'BEamyaaHHa

pSZ D an 14735

04 05 2 5,/ ’;




Page 2 of 4

Disintegration
‘Posnananus
Identity
Inenmndikanis
Ethinylestradiol
Etusinectpagion

Drospirenone
Hpocnipenon

Assay

Kinskicte pisnavess
Ethinylestradio]
Etsuinecrpamons

ey

T e e e e s e

Drospirenone
Apocnipeqon

Uniformity of dosage
units

OauopizsicTs fososanuy
O BHHIL{
Ethinylestradiol
ETnuisecipapion

Drospirenone
Jpocnipenos

€D 2.2.29, BEPX

‘Dissolution
Pozunyenns

Ethinylestradiol

i

Ph.Eur. 2.2.29.. HPLC
PV-Q-867,

€D 2.2.29 BEPX
PV-Q-867,

PV-Q-34f

Master COA sheet VIODE62

Ph, Eur..2.9.1 <15 min in B:0 Imin35s
€D 29,1 < 15 x8 y Bogzi 3xp35¢
PV-Q-867 - ‘The sample principal peak has the complies
Ph.Eur. 2.2.29. HPLC/UV:  same retention time as the standard  giamoeigae
PDA ‘principal peak.
PV-Q-867 The UV lambda max of the sample
€0 2.229, BEPX/VO-IMI  principal peak corresponds to the UV
lambda max of the standard principal
peak.
Hac yTpHManHs oCHOBHEX ITikiB Ha
XpomarorpamMax BrnpolysansHOre Ta
CTaHAAPTHOIO PO3YHRIE HOBHHHI
'CIIBTIAIATH.
MagcuMansHa nosxima VO -xeuaj
OCHOBHMX MKIB H& XPOMaTOrpaMax |
BUIPODYBATLHOrQ TA CTAHAAPTHOTO )
o PO3YMHHIB NORHHHI CHIBAANATH.
PV-Q-867 The sample principal peak has the ~ comiplies
Ph.Eur. 2229 HPLC/UV: same retention fime as the standard  signopinae
PDA principal peak,
PV.(3-867 ‘The UV lambda max of the sample
€© 2229, BEPX/V®-IMN principal peak corresponds to the UV
Iambda max of the standard principal
peak.
Yac yTpuMaRHs 0CHOBHUX NIKiB Ha
XpoMaTorpaMax. BUNpobyYBaNLROTo Ta
CTaHAAPTHOI'O POIUKMHIE NORWHNI
CIIBA&AATH.
‘MaxcuMansHa noBxHua YO —xpinj
OCHOBHHX MIKiB Ha XpOMAaTOrpamax.
BUNPODYRANLHOrO T& CTARAAPTHOID
PO3THHIB NOBKUHI crianagaTy.
PV-Q-867 95 - 105% 0.0299 mg
Ph.Eur, 2.2.29,, HPLC 0.029 ~ 0.032 mg/tablet 0.0299 M7
PV-Q-867 95 - 105%
€D 2.2.29, BEPX. . 0.029-0.032 MEALabRe TRY i -
PV-Q-867 T 95=-105% T 33'.07ul?1g'
Ph.Eur. 2.2.29., HPLC 2.85 — 3.15 mg/tablet 3.07 mr

PV-Q-867
€d 2229 BEPX

G5 - 105%
2855 315 MI/TabeT ki e

PV-0-867.

Ph.Eur. 2.2.29,, HPi.C
PV-Q-867.

;r._i:"
Iy

Prepared and checked b*,}: Liudmyta ;’
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Page 3 of 4 Master CoA sheet Vi0o662

Erutiiiectpanion Ph.Eur. 2.9.3., paddlc, = 80% (Q) npotsiom 15 xs 7%
Drospirenone 14.2% SDS, 100 rpm = 80% (Q) within 15 180 %
Hpocmipeson Ph.Eur. 2.2.29, BPLC 2 80% (Q) mpotarom 15 xs 100 %
PV-Q-868
€ 2.9.3., nonari,

0.2% JICH, 100 of/xs
) €. 2.2.29. BEPX
Related substances PV-Q-870
-Ethinylestradiol (EE)  Ph.Eur. 2.2.29,, HPLC
Cynpoeigni xoMimky PV-Q-870
Emunizecrpanion (EE). €@ 2.229, BEPX

9,11-Dehydro-EE (Imp, B) <1.0% 0.16 %
9.11-nerinpo-EE (nomiwka B) <1.0% 0.16 %.
Estrone (Tmp, C) <0.3%. <0.05%
Ecrpon (nominka C) <0.3% <0.05%
Estradiol (Imp. D) <0.3% <005 %
Ectpaniosn (Zomiuka Dy £0.3% <0.05%.
6a-Hydroxy-EE (Imp, E) <0.5% < 0,058 %~
Oo-rigpoxen- EE (nomitika E) <0.5% <0.05%
6B-Hydroxy-EE (Imp. F) <0.5% <0.05 %
6P-rinpoxcn- EE (noMiwxa F) <0.5% <0.05%
6-Keto-EE (Imp. G) <0.5% < 0.05 %
6-xkero- EE {aomimxa G) <0.5% <0.05 %.
6,7-Dehydro-EE (fmp. I) <0.5% <0.05 %
6,7-zerinpo- EE (nomimka I) <0.5% <005%
Single unknown impurity (EE) <0.5% RRT 1,29: 0.13 %
Omiuryaa Hesinonma ROMilIKA <0.5% RRT 1,29:0.13 4%
(EE)
Sunt of unkuown impuritjes (EE) <1.0% 0.13 %
Cyma Beix eBinomMux noMimok <1.0% %13 %
(EE)
Total impurities (EE) Z10% 0.30 %

- 3aransya KinbKicTs noMimox (EE) <1.0% 0.30 %

Related substances PV-()-869

Drospirenone (DSPY Ph.Eur. 2.2.29,, HPLC
Cynposizai nominen PV-Q:869
Apocnipeson (JICIT) €D 22,29 BEPX .
Single unknown impurity (DSP)
OmiaiyHa HeBinoma 1omMinKa
Total impuriiies (DSp)
3arantna RinkkicTh poMiiox
MICROBIAL PURITY Ph, Eur. 2.6.12/2.6.13
MikpoSiozoriuma uncrora® €@ 2,6, 2/2.6.13

i
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Vnakosia

Batch-description o the batch-description of the

Onue cepit package is complied with the batch bulk no.:
batch-documentation 2202
Unrc cepii Ha ynakoBui inTosinae ‘Hedaconana
e e ... POKymeHTauii Ha cepiio ____tepia: 2202
; Prepared and checked by: Liudmyla Maistrenko . Approved by: Phuong Lan Le,
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Master CoA sheet VIOOEE?

Page 4 of 4
Description of shelf life PV-Q-001 description of shelf life is complied complies
‘Onue Tepminy 36epiramag with the batch-documentation BiAMOBIAAE
Onsc Tepminy sbepiraung Bianoeigae
NOKyMenTanil Ha cepiio
Fill quaniity FertigPackV 21 2Ix1) film.coated tablets ) complies
Kinpkicts npenapary B 21.(21x1) Tabnerka, BKpHTA DAIBKOBOK  BiANOBiaE
 YTIAKOBIY 060a0HK0I0
‘Comments not a'pb'liéa’b'l'e
Komentapi @ 3ACTOCOBYETLCH

'*_The tests are carried out for ench 5th batch, at least once g year,
* BinpoOysasna npoBoasTECH Ha Konaiti 3-f cepii imonajiMere oy Pas Ha pix.

I hereby certify that the above inforination is authentic and accurate. This batch of product has been
ntanufactured, iucluding,packagingﬂaheliing_and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
‘Marketing Authorisation of the importing country for Investigational Medicinal Products, The batch
processing, packaging and a nalysis records were reviewed and found to be in compliance with GMP

Usm 1 3acBinuyio, mo wasenens BULLE 1D OpMaly € DOCTOBIPHOIO T2 TOUHO. 1o cepio npoaykuii Gyno |
BHpoOONeHo (Braroualoun ITaKyBaHHA/MaPKYBAHHA) T4 TIPOBEAEHO KOHTPONE 11 IKOCTI Ha BHINE3a3HAYEH T JINbHAN Y
NOBHIH BIANOBIAHOCTI 3 BUMOraMu GMP, scranosrennmu micnesmum PETYNIATOPHAM OpPraHOM, a TAKOX BIANIOBIIHO
A0 cneumdikauiit, mo MicrsToes Y PeecTpaniinomy AOCHE KPAIHU-IMIIOPTEPa HA Npenapat AN AOCAHIKYBAHOrO
JIKapcbkoro 3acoby. Ipotokonu BHPOOHWIITEA, NTaKyBAHHS Ta aHan 3k OYJI0 NepernaHyTO Ta BCTAHOBRIEHO
BiANOBigHICTE GMP
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