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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJI3Y

. Product name: Drospifem 30
C Halivenyeanng npoay kuii;

HPOCTHDEM! 30

TN . . ) N
Country of manufacturing Germany
Heprrapa-supoSunk Hiseuwuia

* Importing country: Ukraine

! v:"\r";imé‘lcwodc/l((\,zx APTHRY Y
i V100662

P 2418491

Chaa ai‘akrisuicts

Ident-No / Lierrndikaniitingi nosep:

I tablet contains .03 mg of Ethinvlestradiol and 3 mg of Drospirenone
| radaerka siicurrn: 0.03 ar CTHHIASCTPAONY 18 3 M1 APOCHipeHoHy

Dosuge Form

CAlikapeska dopata TabARTRN, BRp

Film-coated tablet, 0.03 mg/3 mg

I FABROBOIO 0600HKOW. 1o 0.03 73 sy

Package size and tvpe

Posatip ra rane naxy sana | ne 21 rafsneru
i

| 21 tablets in blister, 1 blister in carton box

Py daicrepis o 1 GaCTepy N KapTONHIT \ akoBui

Number of Registration Certificate
_Hontep pecerpauiiinoro noceizuenns

UA/IS868/01/01
No UA/15868/01/01

' Batch number: / Hostep cepii: 2401

[ Bateh size (pes.): / Possip cepil () 39040

“Manulacturing date: Jara BUHPOOHHLITRA:
CO6 2004

¢ Expiry date: / [lara sakinuennis repatiny NPIAATROCTI:

| 06/2028

- Name and locution manufacturing site: mibe GmbH Arzneimittcl. Germany, Muenchener Strasse 15,

Brehna, Sachsen-Anhalt, 06796, Germany

- Mwsixebepurtpacee 15, Bpena. Cakeonis-An

xaant, 06796, Hintewng

Number of manufacturing authorisation. No. DE_ST_03_MIA_2023 0005

» Hlesiep iueHsiT aiabun 3 snpodonurea, Ne

DE_ST_01_MIA 2023 0005

- Certificate GMP. No. DE_ST_01_GMP_2023 0012

CCepnidikar GMP Ne DE ST 01 GMP 2023 00

12

Haliveny sianms 11 MicueiHay ome Hua 1ibhing 3 srpoduursa: side MuoN Apunaiistitresn., Hivieuuuna,

Test
Hassg noRasig

Methods

Meroul: konrpomo

Specification
Honveroai meani

Result
Peyabrar

visual test
Bisvasnio

Appearance
Onne

Tablet diameter
Aiiaeery radaersy

vernier caliper
Binviprosaing
UITAHTCHILIPRY S
vernier caliper
Birsiptonaniim
ULTAHCHLHPRY e
weighing
3RAKYBAHH

Tablet thickness
TosiHun tadieTsy

Average mass
Cepeitn sacs

Round, vellow coloured. film-coated
tablets without coating defects
Kpyrai radaetin sepiri naigkosoio
OOOHVHROIO KOBTOTO KONLODY 53
AeheRTIB HORPITTS
S9mm - 6.3 mm
59w~ 0.3 A

24 mm - 3.0 mm
2NN - 3.0 M

8 mgx3n
83 6z 3

! Approved by: Ph nt" \

. Prepared and checked by: Liudmyla Maistrenko

Csignature

1 5{gl_r10!Llr€

complies
BLANOBHC

25 R

C 9:,7/
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Disintegration
Posmasanns
Dissolution
Pasuenus
Ethinylestradint
Erimigec rpadion
Drospirenone
Apocnipenon
ldentity
Lnensifivanis
Ethinviestradio!

Fosmizeerpanion

Drospirenone

ApocHipenoy

Refated substances

Ethinviestradiol

Cynposiagl aoMinikn
Ernmiiectpasion tEE

Ph. Eur, 2.9.1
€D 2.9,

Ph.Bur. 2,93
Cd 293

Ph.Eur, 2.2.29. HPLC/UY-
PDA
€O 2220 BEPX V. M

PloTur, 2.2.29, HPLC/AUV-
PDA
€ 2229, BEPX Y- JINE

PhEur. 2,2.29., HPLC
€ 2.2.29, BEPN

9.1 1-Dehydro-EE (Ymip. B)
O 1 t-aeriapo-EE (aoviuka B
Estrone (fmp. €)

Ectpon Caonbia C)

Estradiol (fmp. D)

Lerpation Cioatiua D)
Gu-Hydroay-EE (lmp. )
Gu-riapoken- EE (aosimxa E)
G6f-Hydroxy-EF (Imp. F)
OB-riaporen- CE (aovimsy F)
O-Keto-LE (Imp. G)

G-xero- EE (aosinka G)
6.57-Dehydro-EE (Imp. 1)
6.7-aeriapo- EE (aovimka D)
Single unknown impurity (EL)
Omuina resiiova rovimka

Master CoA sheet VI0D662

<1Swminin H:0 295
15 xey o 295 ¢
> 80% {Q) within 15 min 98 %
2 80% (Q) nporaroat 15 xs 982,
2 80% (Q) within 15 99 %
2 80% (Q) npotaron 13 ks 99y

complics
BIALGBIAE

The sample principal peak has the
sante retention time as the standard
prineipal peak.

The UV lambda max of the sample
principal peak corresponds to the UV
lambda max of the standard principal
peak.

Hac yrpinrarig GCHOBHOX MikiB va
SPUMATOTPAMAN BHIPOON BATLHOTO T
CTAHJAPTHOIO POYBIHIE NOBUHI]
cnisnagari,

Marensiatsta aosaima YO -xp1i
OCHOBIIIN FIRIB HE NPOMATOrPaMaX
BHTPOON BUALHOTO Ta CTANAAPTHOTO
POIUIHIB NOBUHWI CIBRAIATI.

The sample principal peak has the
same retention time as the standard
principal peak,

The UV lambda max of the sample
privcipal peak corresponds to the UV
lambda max of the standard principal
peak.

Hac y 1puMatng oCHOBIIN NiKiB Ha
APOMATOIPaMaN BIHIPOSYBILILHOIO Ta
CTARAAPTHOFQ POIMUHIB HORITHHI
CUHIBIIRIATH,

Makcuyanuia 2ok YO -xsnai
OCHOBIBIN THKEB HA NPONATOrParaN
BHIPOOY BAILHOTO Ta CTANARPTHOID
POBANMIB NOBIHET CliBraaaT,

complies
BiANOIIue

< L% 16 Y
o A 016 %
L 0.3% < (.05 %
< (0.3% S (105 %
< (L.3% < (.05 %%
w05 < (05 %

< (L5%, S %
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Refated substances
Drospirenone
Cynposiz Joaimk
Hpocuipenon

Assay

Kumiicie sismaveiis
Ethinyvlestradiol
triisecTpaion

Draspirenone
Apocripenon

Sumy of unknown impurities (EE)
Cybra Beix HeRLIOMIS J0MitHoK
(EE)

Total impuritics (EE)

Saraabia KiApkicts aosimor (E1)
Ph.Eur. 22,29, HPLC

Ceb 2.2.29. BEPX

Single unknown impurits (DSP)
Onians nesizosa Joniwea
(CHY

Total impuritics (DSP)
3AraNsHA KB RICTL ANHILOK

GICTH

Ph.Eur, 2,2.29. HPLC

Ph.Lur, 2.2.29. HPLC
Cd 2229, BEPX

Uniformity of dosage units

Crnepianicny, Jotauas
SHHNUL

Ethiny lestradiol
Eruniiectpasion
Drospirenone
Apocnipenon

MICROBIAL PURITY*

MiipoGiooen s wye ot

Ph.Fur, 2,229 HPLC
Ceb 2.2.29, BEPNX

Ph. Eur, 2.6.12/2.6.13
€D 261226103

Master CoA sheet VION662

A A
o

~

hoin

= 1L0%
: I‘Ou‘(v

93 — 1O5%

0,029 - 0,032 mg/tablet
95 - 105%

0.029  0.032 mr radueTry
95— 103%

2,85~ 2153 myg/tablet

93 1059

2.85 - 348 ur rafacra

according to Ph.lor 2,940,
Bixnosizio 1o €O 2.9.40
seeording to PhuEur, 2.9.40.
Bianopitko a0 € 2,940

Ph.Eur. 5.0.4 non-aqueous
preparations for oral use

T S A eBo Skupeski 3acods 1s

OPALHDEG 3ACTACN BUHHS

< U.U3 Y%

< (.08 %

0.16 %
0.10 %%

< (L.O3 %
<005 %

< .08 %

< 0.05%

(L0295 mg
0.0295 ar

3.06 mg
3.06 My

complies
BLTOBINE
complies
BEAAOHINUC

complies

Bi210B A

Package

Yo

Buteh-deseription
Qe copii

Deseription of shelf lifc
Chnge repyiny 30epiratiss

Fill quantity
KiapkieTn npenapary 8
M ITAROBHI

PV-Q-00!

PV-0Q-001

FertigPack Vv

the batch-description of the
package is complied with the
hatch-documentation

Qune cepil Ha ynakosui giznoniaac
JOKY MCHTAUIT Ha copiio

description of shelt life is complied
with the bateh-docunien ik

batch bulk noc
240601
Heducoraua
copiss 240601
complies
BEATORI 1A

o

< .
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Comments not applicable
l\"u,\mrr'\pi HE 3ACTOCOBN CIhCH

“The tests are eurr ied out for each Sth bateh, at least once o w'n
TIPSy B PO i KOKHTT Seif cepil menaiinene o pas nik.

I hereby certify that the above information is authentic and accurate. This bateh of product has been
nmnut.xctmcd. including packaging/labelling and quality control at the above mentioned site in full
compliance with the G'\IP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of (he zmpmtm" country for Investigational Medicinal Products. The biteh
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

Hlie s sacsizisio. mio nasetena phge Brhop @Iis € I0CTORIPHO Ta TOUNOIO, Lho cepito npoayenii 6vao
BHPOCACHO (BKIOUMION 1 NAKYBA 147 NAPRY BAHNS) T APOBELeHO ROHTPOAL T HROCTI HA BHLL3asHaus il A v
DOk giAnoBLARACT] % suvorast GMP. seranon: TCHIA SHCLC B PCTVISITOPHIA OPCEHOAL & TAKON BLANOBLO
s \ll\.llll([lll\nll“ll. ULG MICTS T bea \opeec T lllIHllO’\I\ AOCLE ‘\]MHHH l\lllO;)IL‘pd HA fipenapar iy a0c¢, ll_l/[\\ BAHOIO.
ARapesroro 3acody, Hporokonn BHPODHULTBA, NAKYBAHHA Ta aHani3is OYA0 HEPEEASHYTO Ta BCTAHOBICH

AR e GMP

: vd Person (P 1L :*~3J/
SR R TGe Y UORITORARI R OCot 1 wkocr] {1, A

---------------------------------- End of Master Sheet B TS

_Prepared ang checled by: Livdmyla Maistrenko

Csignature L




