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CERTIFICATE OF ANALYSIS
CEPTU®IKAT ABAJII3Y
ffbe GmbH
Asgresminel

 Product name: Drospifem 20 | Country of manufacturing Germany
| HaliMenyBauns npooyxuii: Hpocnidem 20 Iﬂemi“gﬁiiﬁ*:g‘ if;gea';::"a g
; CIm 2

| _Jepxasa-imnoprep: VYipaina

 Article-code/Kon apruyny: Ident-No / Inewudixauifingii nomep:
 Vigodss e = 20657051 o]
 Strength / activity - 1 active pink tablet contains 0,02 mg of Ethinylestradiol and 3 mg of
Cuna git/axrysnicTs Drospirenone
] - 1 akrusua Tabneta poXeBOro KONLOPY MiCTHTS: 0,02 mr emuninectpaniony 18 3 Mr
3 | ApocTiiperony
' Dosage Form ' Film-coated tablet, 0,02 mg/3 mg i
Jlixapceka dopma | TabneTku, SKpUTI fnisKoBOIO 0GoNORKO, 1o 0,02 MIY3 Mr

Package size and type | 28 tablets in blister (24 active pink tablet + 4 placebo whife tablet), 1 blisterin |
Poamip 1a Tun nakysauus | €arton bex

f no 28 Tabaetox y Gnicrepi (24 axrusui TabneTxu pomesoro xonmsopy + 4 Tabierrn

| iiaugbo Ginoro xomwopy); 1o 1 Gnicrepy B KADTOHHIA ynakosuj

B i ST

| Number of Registration Certificate UA/15867/01/01 g
- Homep peecipaniiinoro nocsinvemss N UA/15867/01/61 B o o
. Batch number: / Homep cepii: 200701 ... . Bateh size (pes.): / Poamip cepii (wr.): 54780 o 1
- Manufacturing date: [lara supoCaunTRa: Expiry date:/ Jara saxinuenns TEpMINY RPBAATHOCTL

| 0772020 . 0772023 |

| Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,
 Sachsen-Anhait, 06794, Germany

- HalimenyBanus ta Micuesnaxomxenns Almbuuni 3 BUpoSHuLTea: Mibe TMEX ApunaiimiTrens,

; Miorxeneparrpacce 15, Bpexa, Caxconis-Auxanst, 06796, Hivegupua

- Number of manufacturing authorisation. No, DE_ST_01_MIA_2019 06007

| Homep mivewsii ginesnui 3 nupoSuunrea. No DE ST ¢! _MIA_2019 0007

 Certificate GMP. No. DE_ST _01_GMP _2019 0028
- Copindixar signosiasocti GMP Ne DE_ST 0 1_GMP 2019 0028

Test Method Specification Result
Hazga nokasnuxka _ Metommkomipomo  Homeorumimexi . Pedymiar

Drospifem 20 film-coated tnblet, 0,02 mg/3 mg
Apocnidiem 20 TaGnetxu, Brpuri iBKOROI 06oROHKOIO, 10 §,02 i3 mr

Appearance visual test Round, pink film-coated tabiets complies
Onuc Bisyansso without coating defests sinnoigae
Kpyrxi Tanetsn sxpuri niiskoson
0BOACHKOIO POXKEROTO KoRLOpY 563
NeQexTis MOKpuTTA

Tablet diameter vernier caliper 39 -63mm 6,1 mm/ M
Hiamerp Tabnreriu BHEMIpIOBaHNES 5.9-6,3 Mm
I TAHIEHUHPKYIEM
Tablet thickness vernier caliper 24 -3.0 mm
Tormuna rabnerky BEMIPIOBAHHS 24 -3,0mm
LETAHIEHUUDKYREM

| Prepared and checked by: Liudmyla Maistrenko  Approved by: Friedrich Koppe

_ signature
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Average mass weighing 85mg+3mg 86 mg/ mr
Cepenes maca IBAKYBAHES 85 mr£3 yr
Disintegration Ph, Eur, 2.8.3 £ 15 min in H,0 128 5/
Poznanarus €D 291 <15 xaysomi 120¢
Identity
Enenrugixania
Ethinylestradiof, Ph.Eur, 2.2.29, HPLC/ The sample principal peak has the complies
Drospirenoae UV-DMD same retention time a3 the stendard Bignoeizac
Eruninectpagion, €&2.2.29, BEPX/V®-IM]|  principal pesk
Hpocniperon The UV lambda max of the sample
principal peak correspends to the UV
lambda max of the standard principal
peak
Hac yTpHMEHES OCHORHYX Nikis B8
RpoMaTOrpasMax runpoSyRanbherc 1a
CTBHESDTHOTO DO3YNHIB NoBMEH]
CTHBDATATH.
Maxcumansa aosxuna VO -wpuni
OCHOBHHUX fiikiB HA XpOMATOTpamMax
BHIPOSYBANLHOTO T4 CTARAAPTHOIG
po3uHHis NOBMHRAIL cniBnAmeTH.
Assay
Kinexicae nusuguenus
Ethinylestradiol PiEar, 2.2.29, HPLC $5 - 165% 0,020 mg/thi
Eruninectpagion € 2.2.29, BEPX 0.01% - 4,921 mg/tablet Mr/rabn
95 -105%
G,019 - 0,021 sr/raBnery
Drospirenore Ph.Eur. 2.2.29, HPLC 95 - 105% 3,06 mg/thi
Jpocniperon €4 2.2.29, BEPX 2.85-- 3,15 mg/tablet Mr/rafn
95 - 105%
2.83 - 3.15 mrirabneviy
Uniformity of dosage units  Ph.Bur. 2.2.29, HPLC Ethinylestradiol, Drospirenone complies
accerding to Ph.Eur. 2.9.40, Bignosigac
Oanopigsicts onunsLe €& 2.2.29, BEPX Eraninectpanion, Jpocnipsuon
HO3YBRHHA Bianorigao g €4 2,940
Dissolution
Ethinylestradio, Ph.Ear. 2.9.3 2 80% {Q) within 15 min 1%
Drospirenone & 80% (Q) within 15 min 99 %
Pozunnenus
Erusninecipasion, €0 293 B0% (Q) uporsrom |5 xs
Hpocnipeson - 80% {Q) nporarom 15 xs
Related substances Ph.Eur. 2.2,28, HPLC
Cynposizai nomimks €& 2.2.29, BEPX
Ethinylestradiol (EE) 9,1 1-Dehydro-EE {fmp.B) <1,0% 0,17 %
Eruninectpazion (EE) 9,11-perinpo-EE (aomimka B)
Estrone (fmp, C) = 6,3% < 0,08 %
Ecpon {zomimxa C)
Estradio! (Imp. D) <8,3% <8.,05 %
Ecrpanion (romitxa D)
Sa-Hydroxy-EE (Imp. E) <8,5% <3,85 %
Gorrinpoken- EE (noMilira E)
6f-Hydroxy-EE {Imp. F) <0.5% < 0,85 %
6f-rinpoxes- FE {noMimxa F3
-Keto-EE (Imp. G) <8,5% <0089
G-xero- EE (uowmimka G)
6,7-Dehydro-EE {(fmp. D) £835%

6.7-gerinpo- EE {nomiuika [)
| Prepared and checked by: Liudmyla Malstrenko

'Aﬂ-'-”:rwﬁd 5 s
ol g Signature e

~_ Approved by: Friedrich Kappe

| Slgnature
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Single unknown £8.5% RRT 1,29: 0,14 %
impurity (EE)

Onnnuurg Hepinoma

momimxa (FE)

Sum of unknown <10% &,14 %

imperities (EE)

Cyma seix nesinoMux

nomimox {EE)

Totai imperities (EE) < 1,0% 0,31 %
3araneua KipLKicTs
nomimox {EE)
Related subsiances Ph.Eur, 2.2.29, HPLC
Cynporizni goMiwxs €@ 2.2.29, BEPX
Drospirenone (DSP) Single unknown impurity <05% <62 %
Hpocnipenon (JICIT) {DEP)

Ozwunwyna Hesifgomea
nombmes (ACIT)

Total impurities (DSP) < 1,0% <(,05 %
Saranexa kinpKicTs
nomimox (LTI
MICROBIAL PURITY® Ph. Eur. 2.6,12/2,6.13 Ph.Eur. 5.1.4 category: ron-aquecus TAMC: <19
Mixpofiosoriuua unerora® S 2.6.12/26.13 preparations for oral use cfu/g/KVO/r
€@ 5.1.4 xareropin: nesomni nixapckki  TYMC: < 10
38c00H N OPANEHOTO 33CTOCYRAKKS efu/g/ KYOir
E.coll: abs./ig
o S S . _fBimcyTHICTRB 1T
Placebo film-costed tablet
Tlaaueto raSnerka, supuri nuisxoscio oSononxoi g e —————
Appearance visual test Round, white flm-coated tablets complies
Onmc Bizvansso without coating defects, with two- BifnOBipaE
sided imprint: oval
Kpyrai rabnerin, 5 tacuersam 3 2pox
CTODIH Y BUFRAA] ORANy BxpuTi
ilisxoBoI0 08onouKeo Giroro KORBODY
ea nedrexTis nokpurTa
Tablet diameter vernier caliper 59-63 mm 6,1 mm/ vm
Hiamerp rabreTxn BUMIDIOBEHEY 5.9-6.3 MM
TETARTCHIHPKYICM
Tablet thickness verider caliper 2.4-3.0 mm 2,6 mm/ Mm
Tosuinua Tabnerxn BHUMIDIOBaHAN 24-30mM
WTAHTC HIBPIY AeM
Average mass weighing 850 mg 3 mg 85.2 mg/ mr
Cepeaun mMaca IBARCYBAHES 850 mr= 3 ur
Disintegration Ph. Eur. 2.9.1 =15 min in K,O 85s/
Posnananus €D 39,1 =15 x8 vy soai 85¢
Identity
Inesmndicaunis
Ethinylestradiol, Ph.Eur. 2.2.29, HPLO The sample no principal peak oecurs complies
Erunirecrpanion G 2.2.29, BEPX #t the same retention time as the sinnopinze
standard principal pesk of the active
substance,
BipcyTsicts ocroBEOFO niky Ha
spoxarorpami sunpofysaTpHOre
POTUMHY TIPY OXHAKOBOMY Yagi
YIPHMEHHA 3 OCHOBEIM koM
CTREEAPTHOTO PO3YHNY,
Drospirenone, Ph.Eur. 2.2.29, HPLC The sample ne principal peak cecurs at
Lpocnipenon €@ 2.2.2%, BEPX the seme retention time as the stsndard
principel peak of the active substance
’ Prepared and checked by: Liudmyia Maistrenko . Approved by: Friedrich i{appew

i
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BincyrwicTs ocHoBHOTD WKy Ha
xpomarorpsmi sunpolysankioro
POSUEHY AP ONHAKOBOMY Yaci
VTPHMEHHA 3 CCHOBHEM THKOM

CTAHZAPTHOIC POIMHAY,
MICROBIAL PURITY® Ph. Eur, 2,6.12/2.6.13 Ph.Eur. 5.1.4 category: nop-agueous TAMC: <310
MixpoGiosoriysa aucrota® €@ 2612128613 preparations for oral use elefg/KYO/r

€@ 5.1.4 xareropin: Hesogsi nikaposxi  TYMC: <18
3ac08# 119 OPANRHOTC 38CTOCYBSHHS cfu/g/VO/r
E.coli.: abs./ig
feipcyrmicre g I 1

Package

Vraxoska
Batch-deseription PY--001 the batch-description of the baich bulk seo. /
Onme cepit package is complied with the Hedraconauz
bateh-decumentation cepin: 200701
Ommc cepil na ynaxosui sinnosinac
RoKyseHvauil #a coplio
Description of sheif life PV.(Q-001 description of shelf fife is complied complics
Onuc vepminy 3Gepiranig with the batch-documentation Binmosigae
Onuc Tepminy 30epiranus signosinac
AokyrenTanil Ha cepie
Fill quantity FertigPackV 28 (24+4x1) Glm coated tablets complies
Kinexicts npemapary 28 (24+4x1) Tabncrok, RKPHTAX Bifnorigac
B YORKOBIG nniskoBo oGonoNKoID
Comments not applicable
Komenrapi HE JACTOCOBYETACS

* The tests are carried out for each 5th batch, st least once a year. E -
* BunpaSyRanna npoBcASTLCA HA XomHiE 5-1 cepii woralMenwe oany pas ua pik,

We confirp,

that this batch of product has been fabricated/manufactured, including packaging and quality control at the
above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority, and
with the release specifications included in the Marketing Aunthorization of the importing country and given by
the customer. The control of the packaging process meets the requirements.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP,

Mu migTBepascyeno,

WO 11 cepis npenapary Oyna BUrOTOR/eHE | pofililia KOHTPO/IE YIIAKOBKY Ta KOHTDONS SKOCTI Ha BUIEITARAHOMY
NIANPHEMCTRI 3 NOBHIM JOTPUMEHEIM BUMOT HBTL, nper’saneHnx Micuesumu PETYASTOPHUMY OPraHaMy BANR.
Creupgixaii punycxy npenapaty skmoueni fo Peectpauiiinoro nocsinuenss KpaiHK-iMroprepa i Hanani
3aMOBHHKOM. KOHTPOAb 32 NpOLEcOM yRakos«H BiANosinae BEMOTaM,

3BiTd 3 06pobxu, ynaxosky i ananizis cepii Gynu nepernimHyTi | susHANI TakHME, w0 RiIMOBIAKIOTL NPUHLHTAM
HBII.

End of Master Sheet e

; Prepared and checked by: Liudmyla Maistrenko.  Approved by: Friedrich Koppe
i l" J" gl

 Signature e - signature



http://www.tcpdf.org

