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B CERTIFICATE OF ANALYSIS
CEPTU®DIKAT AHAJII3Y
mibe Cirpk

Ayt

7

- Country of manufacturing: Germany
1 Hdeprcasa-srpoSHik: Histeuuiia

Product name: Diemono

HatisenyBanta npoayxuii: dieviono? ‘ :
: Importing country: Ukraine

| Hepwaa-isinoprep: Yepaina

{ . * -
* Kdent-No / Lzenrndikawifinsdt noaep:

! l—«]t—o—-

Artk[e-cudc!f(on apTHEVAN: VIOD753

[ [ film-coated tablet contains 2 mg of Dienogest
- | TadaeTka sicTirme 2-ur AIEHOMECTY

Strength / activity
Crna Aii/aRTUBHICTE

Dosage Form film-coated tablet, 2 mg

Mikapcsra opaa TAGNSTRH, BRPHTI MAIBROBOKY OG0IIOHKOIO, 2 AIF

| 28 tablets in blister, 1 blister box

i - R . . - .
- 00 28 TabaeTok v Gateiepi: no 1 GaicTepy v Havu

Package size and type
PO3MID Ta THIT HaKy BaAHHA

[ Number of Registration Certificate UA/182806/01/01

Hoxep peecTpauiliHoro roeeiueHHs

No LEAS18286/01/01

Batch number: / Honmep cepii: 23100

Batch size (pes.): / Po3nip cepit (w.): 23480

Manufacturing date: Jara supoSiiuraa:

Lxpiry date:/ Jlata saxkinuenis Tepyidy ApKIATHOCTI:

1072023 102027

Name and location manufacturing site: mibe GmbH Arzneimittel. Muenchener Strasse [3, Brehna,
- Suchsen-Anhalt, 06796, Germany

- HalineHyBanHa T8 MICUS3HANCUKEHHE 1abLHIN 3 BHpOOHHITR: sitde T MOX AplialisiTrens.
Miouxenepurrpacce 15, bpena, CaxcoHin-AuxanuT, 06796, Hintenyn i

Number of manufacturing authorisation. No.DE_ST 01 _MIA 2023 0005

Homep niueusif ainHunui TBEpodHLLTEA, Ne. DE_ST 01 _NIA_ 2023 0005

| Certificate GMP. No. DE_ST_01_GMP_2023_0012
1 Ceprrdirar GMP' N DE ST 01 GMP 2023 (012

Methods
MeTuan KoOHTpOT

Tests
Hallsedyaanig noxaznika

Result
PesvauTar

Specilications
Henveria siewi vieroli

Appearance
Omite

visual inspection
BITY TbIO

fernicr caliper

. BN IpoBaHHA
A HETaHICRLLIHPKS ek

# vernier caliper

BIMIPIOBAHHS

WTAHTE B LIPRY ey
weighing

wn % S
¢

Average mass

Round, white lilm-coated tablets
without coating delects: embossment
m |

Kpyrai 6ixi radaeth. srpiri |
nniaﬁormlonﬁhﬂﬁH|<m{:1.15-e'3_' AT

com plies
81AN0BIIaE

QUK
39 - 6.3 mm

BV - 6.5 au

24=30mm .
24 = 3.0\

Prepared and checked by': Livdmyla Maistrenko
-

7

-~

o p———— -~

- s L e ___.-__.._::'-w_—_h- -
signoture .~ m,f
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CepeaHa saca
Disintegration
Poinaaanng

Loss on dryving
Brpata s Maci npty

3]

JICY LY BAMHi

Dissolution
Dicnogest
Pozutinentn
HicHarecr

Identity
Pienogest.
[aewrhikauin
JleHoreey

Assay

Dienogest

KinpxicHe BI3HAYEHHR
HicHorecT

Uniformity of dosage units
OIHePIANICTL RO30BAIIHN
QANHHUb

Related substances
Dienogest

CVAPOBILIHL I0MILIKH
HieHorect

Single unknown impurity
‘OanuiHa HeBlIoMa
ACAILLKA

Total impurities.

Cyama aoMilox

Microbial Quality*®

Mikpobioaorisia metora*

IBAWRYBRHHA
Ph. Eur. 2.9.1
’h. Eur. 2.9
Ph.Eur. 2.2.32
Ph.Cur..2.2,32

Ph.Eur. 2,93
paddic, water, 73 Fpiit
Ph.Eur 2.8.3

BPILTa 3 300ATTH0. BOA.,
75 00 B

Ph.Cur. 2.2.29, HPLC
Ph.Eur. 2.2.29. BEPX

Ph.Eui 2.2.29, HPLC
Ph.Eur. 2.2.29. BEPN

Pl Fur. 2.2.29. HPL.C
Ph.Eur. 2.2.29,. BEPX

Ph.Eur. 2.2:29. HPLC
Ph.Eur. 2.2.29, BEPX

Ph. Eur. 2:6.12, 2.6.13
Ph, Eur. 26,12, 2.6.15

E3vur=2wr

NMT 15 minin H.0O-

ne Oiabwe 13 xBiin '}ﬂ'ﬂtj’-:ﬁ:
NMT 6 %

e GLbe & %o

NLT 80% (Q) within 1S min

ne sere 80 95 (Q) npoTaros
[3 NBIUTHH

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

The UY lambda max of the sample
principal peak corresponds to-the UV
lamibda. max of tlie standard prineipal
peak.

OcHoBIHIT MK BNOPOSLBAALHOMD
POIHIHY Mae TAKHT Ke- Mac VIPHNIAHHS,
WO L OCHOBHUE MK POt IIHY
MUPIBHAHNSA.

Fnasernn Y aana0a sake, oCHoBNIor
NEKY BHAPOON BAILIHHD PO
RIAROBIAAC 3HAUeHO YD navd s
MAKC, OCHOBHOIO TIRY PHY3YHEN
NOPIBHAHHSA,

G5 =~ 105%

1,90 2,10 mg/film-conted tabler

Y35 103"

F.O0-- 2 10 nrrabaeTiy

according to Ph.Eur. 2.9.40.
piInesiaHo a0 PhiEur, 2,940

NMT 0.3%
He oiaswe 0.3%%

NMT 11,6%
He Gible 069
Ph.Eur. .14, category: non-aqueous

preparations for oral ase

Ph.Eur. §.1.4. «Hepoaui mirapesyi 3acodu
7R OPATLHONO 3ACTOCVBRHHAY

Package
Ynakosra

‘Batch-description
Onue eepii

Description-of shelf life
‘Onne Tepamidy. 30epiram s

-

package-is com f@ 3
‘batch-doctum entaof

Onnc cepil va vnargng ;i

JORVVEHTA U Ma ¢ e G:-F,,, S - 1'5) kY
description of shelf life i )il(l't?ay &g’npjﬁl' '
with the batch-documentatiuns £ & ugetenc

D5 e o miyift,
BOKYREHTHEOoN:

T e,

coniplies
BLANOBIIAC

2,02 mglfilm=
coafed tablet
2,02 mriTadae TRy

complies.
BLINOBILAC

<0.08%
< .05%
< (0,05 %
< 0,059,

Complies

BIANOBIAZE

—y

e

. I‘__,,-J\.ﬂ-""" LR -n""':;‘-__"_},-_,,,.'l'*"'.' r .
 signature T BT . signature.
- P
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Onnc epyim 30epiraria BiANOBINaC
JORVNIRHTAWIT Ha Ceplio

Fill quantity FertiePackV 28.(28x1) filnr coated tablets. complics
KiabricTs npetiapaTy 28 (23x1) TabneTox, BRPUTHX BLANCBIAAE
B-YTI4KOBLUI AJIBKOBOKY 0OOAOHKO)

Comments ot applicable

'i{ome}rrapi HE. 3ACTOCOBVCTHE A

' not ruutmeh {:ﬂrned gut; determined on each Sth batch but at Ic-u«".: Onee oo year
FRHPPOGYBAHHA Per PO Be LTHHCHIOIE] 311 HIQIOT) RUIPAGL s 35 copil wonsiivieine 0.1 pad v pik

Fhereby certify that the above information is duthentic and accurate. This bateh of product ias been
manufactured, including packaging/labicHing 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 lnvestigational Medicinal Products. The batch

.+ processing, packaging and analysis records were reviewed and found 10 be in compliance with GMP

LM K 3aCBIAUYIO. WO HABEIEHA BHILE THOPIIALIA € J0CTOBIPHOK. T TOURORY. | (1) cophio- mpoaykuii Gyno”
Bupmone}:o (BRAOHAIONH NAKYBAHHA/NAPKVBAHHA) Ta NPOBEAEHT KONTPOIL 1T SIKOCTI HA BIULE1aIHAYEHIT AABHNLT v
noBuil BianosianocTia suvorasnt GMP. BeTaHOBIE MR ICLIERI M PEryIATOPRIAL. OPTAHOM, A TAKOW BILNOBIAHO
10 crieungIKauifi, Wo MicTsThes \ pwcmamnnomx AOCLE KPATHIT- mrmp‘repd Ha nmpenapart 178 10¢7 134KV BaHOro
_.,1|hﬁ|n.bm|£} 3aco0y. [TpOTORCTH BHPOOHHUTEA. BAKYBAHHS Ta aHATIHE OV IePLI BIHATO Ta BCTAHOBACHO
BIANOBLAHICTL GMP

071 FEB. 2024

Dute/Name + Sign Quatilied Person {I}(
Jata/ist A ~ ninmic Ynosnosuwe s oc0on 3 groceliid. Konnel

A S A L A E”d UF [‘ﬁ [Hter Sht‘-e{ e i e i o e . i e i o

signature e | signature

.‘._,..-'-'

formire




