: NEPXUIKCAVABA
TEPKABHA CJIVABA 3 JIKAPCBKHX 3ACOE]B TA KOHTPOJIO 3A

HAPKOTHKAMH V KHIBCHKIA OBJIACTI

npocmekt Banepis JloGanoscsxoro, 51, M. Kuis, 03110, Ten/axc: (044) 363-06-50
E-mail: disko@dls.gov.ua https://www.dls.gov.ua, Kon €[IPTIOV 37078774

BHCHOBOK
Npo AKiCTH BBE3EHOr0 B YKpainy jikapenioro 3acofy
06.09.2021 _ Ne 49478/21/10
APOCIIMEM® 30

(waiiMerynanHs MKSpCEROro ascaby 3rifHo 3 peectpanifinmi nocsieHHIM)
taaersy, BKpHTI DIiBK0B0I0 060108010, N0 0,03 mx/3 mr; mo 21 rabaerni y Gnicrepi; mo 1
' . Gaicrepy y xapTomHiil ynaxosni
(dhopma BUIYCKY, NO3YBABHS, BAJ, MAKYBARKS MIKAPOEKOro 3ac006Y)

Homep peecrpaiﬁm{om noceizuerma UA/15868/01/01 crpox xit peectpaniinoro noc:ningrem 20:03.2022

Cepix sixapcsxoro sacoby Ne 2101 KinEkicTs BBe3eHOro jikapchkoro 3acofy 69480
Bupo6HuK mibe I'M6X ApraaiiMiTrens, Hinewapma,

(nalimerypanna BupoGaiKa RiKapCEXOTo sacoby, Kpaina noxomerentin)

Bueseno s Vipaiay ToBapucTBo 3 06Meenoo pimmoninaxbuicrio "MIBE YKPATHA",
jmenr. xon: 38705049

(naliMeRysanns T2 X05 3a IPTIOY wpuawyHoY ocofi ao npissume, iM'g, no Garexosi disamsol
ocobu - mampremus, ¥ Micne BpoxMBaRKS Ta peecTpNiMmait HoMep 06niKoBOL KapTKH INETHIKA
nofaTkis aGo cepid Ta HOMEp DACNOPTA)

Tpotoxon sisyansuoro konrpomo six 01.09.2021 M 3033/1.

3a pesyneTaTaM¥ JIEPKABHOTO KOHIPOMIO BCTaHOBICHO, 1O mixapopkmit 3aci6 ppesemo B Vxpaimy s
HESMKOCT KAPChKHX 3acofiB.
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CERTIFICATE OF ANALYSIS

CEPTU®IKAT AHAJI3Y
ibe 0
Product name: Drospifem 30 - Country of manufacturing Gennany
Haiiveny Banus npoavkuii: JIPOCTIMEM® 30 ‘ ﬂep”""’"_“'““"“"““" H}"e'_‘“""a e
. Importing country: Ukraine
. llepasa-ivnoprep: Yxpaina '
Article-code/Koa aptrryay: - Ident-No / [aenTndirauiiinuii novep:
Vi00662 ; 21860971 n
Strength / activity E 1 tablet contains 0.03 mg of Ethinylestradiol and 3 mg of Drospirenone
CHaa aaki uBHICTDb (| 1abaeTra Mictnib: 0,03 Mr eTHiinecTpaliony Ta 3 M1 apocnipenouy
Dosage Form Film-coated tablet. 0.03 mg/3 mg
Jlikapcbka gpopma s TabaeTKIL BKPHTI IAIBKOBOK 060.10HKOW0. 110 0.03 M3 ani
' Package size and type 21 tablets in blister, 1 blister in carton box
| Poswip Ta THn nakyBaHHa J' no 21 1abaetui y Saictepi: no | Gaictepy y Kaproumiii v nakosui
Number of Registration Certificate UA/15868/01/01 I
Howmep peccrpauifioro nocsiavenns Ne UA/15868/01/01 |
Batch number: / Homep cepii: 2101 _ Batch size (pcs.): / Po3wmip cepii (wi1.) 69480 |
{ Manufacturing date: [laia gupodunutsa: - Expiry date:/ [lata sakiHueHHs 1€pMiHy NPHIATHOC T i
! 06/2021 | 06/2024 ‘

. Name and location manufacturing site: mibe GmbH Arzneimittel, Germany, Muenchener Strasse 15,
Brehna, Sachsen-Anhalt, 06796, Germany

Haiivieny BaHHs 1a MicueIHANODREHHS 1iabHMIL 3 BUPOGHIUTBA: Mibe I MGX Apunaiivirteis. Hiveuunna.,
Miouxeneptpacce 15, bpena. Cakconis-Anxaist. 06796. Hiseywiina

Number of manufacturing autherisation. No. DE_ST_01_MIA_2021_0005

Hosep diuensii aiabkiui 3 supobunursa. Ne DE_ST_01_MIA 2021 0003

Certificate GMP. No. DE_ST_01_GMP_2021_0013

. Cepindikat GMP Ne DE_ST 01 GMP 2021 0013

Test Methods Specification Result
Haiea nokaniwa Merom konTpoTio Jom crnni vewi Pen antat
Appearance visual test Round, ycllow coloured. film-coated complics
Onite BissaiuHo tablets without coating defects BiINOBINa¢

Kpy rai radaetku BRpHTI NAIBROBOK0
OBOIOHKOID KOBTOTO KOABOPY Ov3
2eheRTiB HOKPHTIR

Tablet diameter vernier caliper S59mm-63 mm 6.2mm

Hiaserp radrerrn BunmiptoBanus 50wy - 6.3 wm 6.2 Mm
WITARTEHUNPRY TeM

Tablet thickness sernier caliper 24mm-3.0mm 28 mm

fosunHa TabacTkn Bunmipiosanug JA M- 30y 28 um
LITaHT EHLIIPKY J1en

Average masy weighing 8Smg+Img 8% mg

Cepeans Maca 3Baw BaHHA 85 Mr=3wmr 8BS wr

. Prepared and checked by. Liudmyla Maistrenk‘o:mi‘

_signoture g o
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Disintegration
Posnaianus
Dissolution
Po3uiiHeHHA
Ethinylestradiol
Evitninectpaiion
Drospirenone
Jpocnipeson

Identity
IrenTndirauis
Ethinyvlestradiol
Eruninectpaion

Drospirenone
Upocniperon

Related substances
Ethinylestradio! (FF)
Cynposiaxi aoMiwkn
Fruniaecrpazion (EF)

Ph. Eur. 2.9.1
CPR0o|

PV-Q-868

Ph.Eur. 2.9.3., paddie,
0.2% SDS. 100 rpm
Ph.Eur. 2.2.29. HPLC

Cd 2.9.3.. aonari.
0.2% ACH. 100 o0 x8
€d. 2229 BEPX

P\-Q-867
Ph.Eur. 2.2.29. HPLC/UV-PDA
€ 2220 BLPX VO-/IMI

PV-Q-867 Ph.Eur. 2.2.29,
HPLC /UN-PDA
€ 2,229, BEPX Yb-JIMAL

PV-Q-870
Ph.Eur. 2.2.29.. HPLC
C® 2.2.29. BEPX

9.11-Dehydro-EE {Imp. B)
9.11-aeriapo-EE (20Miwka B)
Estrone (Imp. C)

Ectpon (20Miwka C)
Estradiol timp. D)

Levpaaion (romimka D)
6u-Hydroxy-EE (Imp. E)
6u-riapoken- EF (ovimsa F)
6p-Hydroxy-EF. (Imp. F)
6f-riapoken- FE (tomiwra 1)
6-Keto-EE (Imp. )
6-wevo- EE (omiwka Gy /0

b AT
~ -w/

' 5?epared a_gg_&ﬁeckes_i by: Liudmyla Maistrenko

signature

V/k

-]
o
P~
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< IS min in H:0 3 min

< 158 \8) Bodi 3B

> 80% (Q) within 15 min 98 %

= 80°0 (Q) npotaros 15 xs 98 %6

> 80% (Q) within 15 99 %

= 80% (Q) npotsrom 15\ 999,

The sample principal peak has the complies
same retention time as the standard  sianosiiae

principal peak.

The UV lambda manx of the sample
principal peak corresponds to the UV
lambdu man of the standard principal
peak.

Yac y IpuMAHHA OCHOBHIN NiKiA Ha
APOMBTOrPAMAN BHNPOD)Y BATLHOFO 12
CIAHIAPTHOIO PO3YIIHIB NOBIHHI
cniBnaani.

Makcivaibsa 1084143 YO -xsiLti
OCHOBHIN NIKIB HA \poMaTOrpavax
BHIPODY BATLHOIO 12 € TAHIAPTHOTO
PO3YHHIB NOBIHKI CHiiBNAZATH.

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

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

Yac y TpHManig ocHOBNRX NiKiB Ha
\POMATOrpasaN BHAPOG) BAILHONO 12
CTAHIAPTHOTO POMHKIB NOBHHHI
cniBnalati

MakcimaibHa 0Bk Y® -xBiti
OCHOBHIN NIKIB HA NPOMATOrPaMAaN
BHIIPOGN BATHHOIO Til CTAHIAPTHOIO
POIHINIB NOBIHHI CRIBNAIATH.

complies
Bi1NOBI1aC

< 1L.0% 0.19%

S LY 0.19%,

<0.3% <0.05%
C0.3% 0,05,
<0.3% <0.05%
- 3Y <{1.05%,
< 0.8% <0.08%
- (5%, ~0.05%
<0.5% <0.05%
< (159, - 0.059,
< 0.58% <0.058%

S0.08%
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Related substances

Drospirenone (DSP)
Cy nposiaHi JoMilky
Apocnipenon (JICTH

Assay

KiIbKiCHe BIIHAUCHHS

Ethiny lestradiol
Eruniaectpanion

Drospirenone
Jpocnipeton

6.7-Dehydro-EE (Imp. I)
6.7-a2eriapo- EE (aomiwka 1)
Single unknown impurity (EE)
O:aiminina Heiaoma Jomiwska
{EF)

Sum of unknown impurities (EE)
Cyna Bein HEBITOMIIN J0MiWOK
(EE)

Total impurities (EE)

3araibHa Kiabkicts Jomiwox (FF)
PV-Q-869

Ph.Eur. 2.2.29.. HPLC

Cd 2229 BEPX

Single unknown impurity (DSP)
O 1mHn4Ha HeBiz0Ma I0MIUIKG
GICT)

Total impurities (DSP)

3arainia KLIBKICTL JOMILIOR
(JICT

PV-Q-867
Ph.Eur. 2.2.29.. HPLC
€D 2.2.29, BEPX

PV-Q-867
Ph.Eur. 2.2.29.. HPLC
€d 2229 BEPX

Uniformity of dosage units

O1HOPIIHICTL 1030BaHHN

OIHHHLb

Ethiny lestradiol
Ernnizecrpasion
Drospirenone
Apocnipenon

MICROBIAL PURITY*

AMiRpotio, jon i dHc g

PV-Q-867,
Ph.Eur. 2.2.29., HPLC
Ch 22,29, BEPX

Ph. Eur, 2,6.12/2.6.13
€P26.1226.1

-
)

Pachage
Vnanosra

Batch-description
Onuc cepii

Description of shelf life
Ornne 1epaiHy 30epit aHns

Master CoA sheet VI00274

<0.8%
o 0.53%
< 0.5%
i 0.5"0

< 1L0%

< 1.0%

1.0%
- 1.0%

A

<0.8%
T L8e,
< 1.0%

1.0%

95 - 108%

0.029 - 0.032 mg/1ablet
98 - 105%

0.029 - 0.032 w1 13810 TRy
95 - H05%

2.85 - 3.15 mg/tablet

95 - {059

285 - 315wy rabetry

according to Ph.Eur, 2,9.40.
Bianoginako 10 €@ 2.9.40
according to Ph.Eur. 2.9.40,
Bianosiino a0 €b 2.9.40

Ph.Eur. 5,1.4 category: non-aqueous

preparations for oral use

€D 314 Rareropin: HeBOIHI diKapCLKi

sacodit 118 OPATLHOLO 3aCTOCY BAHHS

<0.05%
) 0.05011
RRT 1.2%: 0.16%
RRT 1.25:0.16%

0.16%
0.16%

0.34%
0.534%

<0.05%
0.05%

<0.05%
0.05%

0.0298 mg
0.0298 \yy

3.03 mg

303 wr

complies
BIANOBI1a¢
complies
BlINORI 1a¢

complies
Bianoaiar

PN -0-00 1

PV-Q-001

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

Omie cepiil Ha X NAKOBIL BiNORI 1a¢
AOKY MeHTauil na cepio

description of shelf life is complied

batch bulk no.
Heducorana
cepia:

21

complies
BiINOBIZaC

| Prepared and checked by: Liudmyla Maistrenko

LAQNetYrE

i e batch-documentation
A ir&ﬁgnjgp Gy 30epiranna pi ORI 1a¢

oveg.k pqghkng tan le

M 5
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JOKY MeHTauiT Ha cepiro

Fill quantity FertigPackV' 21 (21x}) film coated tablets complies
KiteKicTs Apenapaty s 2H2Ix1) 1abaeTRa, BRPHTA NIIBKOBOKY  BIANOBI1a€
Y NaKoBUi 00020HKOK

Comments not applicable

Komentapi HE 3aCTOCOB) € THCH

* BHUPOtA M BPOBO I EBCH 1 KOKHIT 5= cepil I0naiiveHIe O pas A pik.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling 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 analysis records were reviewed and found to be in compliance with GMP

I11w 2 3acBia4y 10, MO HABCICHA BHULE iHGOPATALLIS ¢ 10CTOBIPHOK T1a TouHok. Lk cepito npo.y kitii 6310
BHPOO.ICHO (BRIIOHAKOUI NAKY BAHHA MaPK) BAHHA) 12 NPOBEICHO KOHTPOb 1T SKOCTI HA BHLILE3A3HAYEHIT 1LIbHILI
MOBHIA BLINOBLMOCTI 3 BMoravit GMP. BCTaHOBIGHHAI MICUCBHM PEry I9TOPHIM OPIAHOM, 8 TAKOK BIINOBIAHO
A0 crieunginauiii. o MiCIAILes ) pecCTPaliiinesy J0cht KpaiHH-iMIopTepa Ha npenapat 118 1003115KN BAHOTO
JIKApeLROTO 3a¢0o0) . TIpOTOKO I BUPOGHHLITBA. UAKY BAHIIA Ta A1A113i8 5170 NEPETIAHN TV Ta BCTAHOBACHO
Bianosiakic s GMP

17, Alb. 2071 O

Date Name = Sign Qualified Person (P 1 1oy \_/
Java 78 ¢ e Y noRHOBAARCHD veofd 3 skoctitEl A1 iy

e eaea e End of Master Sheet e

Preparec and checked by: Liudmyla Maistrenko
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