AEPKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA
Y JHINTPOIIETPOBCBKIN OBJACTI

Huinpo, nn.Cobopna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €APIIOY 37070665

BUCHOBOK
npo AKICTE BBE3CHOro B YKpaiHy JiKkapcbKoro 3acody
19.08.2024 Ne 41768/24/0411
MITPEH

(HaliMeHyBaHHA Jikapchkoro 3acofy 3TiAHO 3 peecTpallifHEM NOCBiTYeHHAM)
TabaeTkn 1o 2 mr; mo 28 Tabaerok y Gaicrepi; mo 1 6icrepy y kapronniii kopooui

(thopma BUMYCKY, 103yBaHH#, BHI TAKYBAHHs NiKapCEKOTo 3aco6y)

Homep peectpanitivoro noceimuenns UA/17523/01/01 crpox aif peectpauiiisoro nocsiguenus 01.01.2099

Cepis nikapcexoro 3acoby Ne LF32363B Kinbkictb BBe3€HOTO MTiKapehkoro 3acoby 2476
Bupobuuk JJABOPATOPIOC JIEOH ®APMA C.A., Icnianis
(naiiMeHyBauHa BHPOGHHKA TiKapChkoro 3acofy, kpalHa NOXOMKEHHS)
Beesero B Vkpainy ToBapucrso 3 o6MexeHoI0 BianoBizaanuicTo "BaJIM", izenr. koa:
31816235

(naiiMeHysanna Ta koa 3a €JPTIOY wpuanunoi ocoby abo Npizeuue, iM'a, 0 6aTLKoB
Qizuunol ocobu - nianpuemi, il Micue NpokUBanns Ta peecTpanibinmi HoMep ofnikorol
KAPTKH IL1aTHHKA MOAATKIB 260 cepis Ta HOMEp [acnopra)

MpoTokon BisyansHoroe kontpomo sin 16.08.2024 Ne 07-01/2084/50.

3a pesyNbTATAMH JEPKABHOTO KOHTPONKO BCTAHOBNEHO, IO JiKapchkMH 3aci6 BBeseHo B VkpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA L0A0 3a0e3MeYeHHA AKOCTI MiKapChKHX 3ac05iB.

B. 0. HauanbHHKa JlepkaBHOL CIIyXOH 3
NiKapChKHX 3acO0IB Ta KOHTPOIIIO 3a
HapKoTHKaMH y JIHinponeTpoBCEKii
obnacti

Mapist BPE3ILIBKA

(ininianu Ta npissuing)

Hixkiriuera Oxcana +38(066)345-41-71



BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®DIKAT SAKOCTI CEPIi JIKAPCBKOI'O 3ACORY

Name of product/Hazsa nponyxry

(strength, dosage form, package size and
type/ nmosypaHHS, nmikapceka GopMa,

Mitren, tablets, 2 mg, 28 tablets in a blister; 1
blister in a carton with labeling in Ukrainian

Mirpes, Tabnerrs o 2 Mr, no 28 Tabnerox y

PO3Mip 1 THII yIaKOBKH) bricTepi; o 1 GmicTepy y kapToHHI# Kopobni 3
MapKYBaHHAM YKPAiHCHKOK MOBOK)

Active substanes/ riroua pegorrHa Each tablet contains: dienogest 2 mg/ 1 Tabnerka
MICTHTD JI€HOIeCTY 2 MT

Manufacturing country/ xpaira-sapobmuk | Spain/Icnanis

MA number/ Homep PII Ne, UA/17523/01/01

Batch number and size/ Homep Ta posmip | LF32363B

= 20511 packs / ymaxkosox

Date of manufacture / Jlata BupoSuumrsa | 08.2023

Expiry Date/ Ctpox npagaTsocti 08.2026

Name, address and license number of
manufacturing site/ Hasea, agpeca i
HOMep JHnersil BupoCHmyol mimmrmmi

LABORATORIOS LEON FARMA S.A.
Poligono Industrial Navatejera, C/ La Vallina
s/n, Villaquilambre-Leon, Spain/
JIJABOPATOPIOC JIEOH ®APMA C.A.
Tomnirono Iipycrpians Haparexepa , ym. Jla
Bamrina 6/a, BinsaxinamGpe-Jleon, Icnagis

| Manufacturing license Ne1136 /

JHa BapoCraaTBe Nel136

Batch number:LF32363B




KiJbKieTh opramianux
PO3YEHHAKIB (eTan0T*)

Appearance/ Onac Round, plain and white tablets | Confirm/
/Kpyrmi miocki TaGmerkm Gimoro | Bigmoeinae
KOJBOPY
Dienogest identification
nenradicanisa
AiCHOTECTY
UPLC / BEPX- gac Matches retention time of reference
YTPHMMAHHS standard/ Binnosinac Y | o
_ JAPMHERHS CTALIRPTEORO. Spadky Binmorinae
UV /Y ®-ciextp Matches UV spectrum of reference | '
IOTTIHHAHHS standard /Biamosizac V®-comexipy Confirm)
CTaHAAPTHOT'O 3pasKy B lzm oBizge
Average weight 70.0 mg+10 % / 70,0 Mr+10% 70,6 mg /mMr
/Cepenns Maca
Dienogest assay / 95.0-105.0% 98,7 %
KinnkicHe Ba3navenng
HicHOTecTY
Dienogest content 10 tablets:/ TabneTox: AV<15,0 AV=44
uniformity/Oxmopiamicrs | 30 tablets:/ Tabnerox: AV<15,0 | Confirm/
A030BAHAX OAMHHEI(bL Range: /Mlianason: 0,75M-1,25M | Binnosinae
Dienogest dissolution Q=80 Avr: 96 % /Cepenniit 96 %
[Porannenna 30 minutes / 30xsrnur None: <93 % / He saapaeno
< 93 % / Complies S1 /
Bignorinae S1
Residual solvent
(Ethanol) 3anmmxosa < 5000 ppm 532 ppm

Dienogest related
substances, %/ Cymyrni
aoMimKH

Impurity 5410RCO1/
Jomimka 5410RCO1

Tmpurity 5410RC02/
Jlomimxa 5410RCO2

Unknown Individual
impurities / Hesimomi
OKpeMi JOMINIKH

<0.20%

Total impurities / Cyma
JOMIIIOK

<1.0%

<0.10 %

Batch number:LF32363B




Microbial control/
Mixpob6ionoriana
qHCTOTA

Total aerobic microbial
count (TAMC) /3aramsHa

KUIBKICTE aepobumx _
MikpoopramisMie (TAMC): <10* CFU/g / <10° KYO/r Not conducted/ He
Total yeast and mould HpOBOIMBCS

count /3arajbHa KiTBKICTR
rpebis  Ta  ApIKIKIB
(TYMC): <10* CFU/g/ <10* KYO/r

Escherichia coli Absence in 1g /Bigeyrni s I 1

The batch meets the requirements of QCM for MA Ne UA/17523/01/01 / Cepix simmopinae
BamMoram MK no PII Ne UA/17523/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Ynaxoska,
MApKYBaHHs Ta TEPMIH IPHAATHOCT BiIOBiKaroTs BIMoTaM MICH.

STORAGE: Do not store at temperature above 25°C. Store in the original package. Keep out of
reach of children! / 3Gepirarn B opurinansaill ynaxorni mpsu Temmeparypi He Brme 25°C,
30epiraTd y HeNOCTYIIHOMY IUIL iTel Micmi! _ _

I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packing/ labeling and quality control at the above mentioned site in
full compliance with the EU GMP requirements assigned by the local health authority and also in
accordance with specification of registration documentation affirmed in Ukraine for
investigational medicinal product. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP. / ITem 1 minTBepHKYIO, IO HABEEHA BAIME
indopmanis € goctosipHoro Ta TowHOW. 1t cepix mpoayKmii Gyma BATOTOBIEH:, BKIOYAIOIH
OAKyBaHHA, MAPKYBaHHA Ta NPOBCACHHA KOHTPOIIO ii AKOCTI Ha 3a3HAYeH # BupoOHM il qinsmni
Y nOBHi# BiAMOBiAROCTI 3 BEMoraM GMP, BCTAHOBIEHMMH MiCICBAM Pery/ISTOPHIM OPrasoM, a
TEKOK BiNOBLAHO A0 cneHikaIii, Mo MICTATECA B PeeCTPamiHOMY JOCHE, 3ATREPIDKCHOMY B
VKpaiHi 18 DoChiKyBaHOTO nixapeskoro sacofy. IIpoTokomd BHpOGHHITRA, HAKYBAHHS Ta
OpOBEicHAd arani3is 6ynm nepeeipeni, BCTAHOBICHO BiMoRiXHICTS BuMoraM GMP.

Issued by/Braano:
Qualified Person/YmorHoRaREHA 0COD
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Date/ Mara: 28.09.202

Batch number:LF32363B
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Master CoA sheet VIODEGT

CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJII3Y

milpe
ST

{ Product name: Nispazm Forte
s Haitsenvsanng npoayxuii: Hicnasy Qopre’

Country of manuftacturing Germany
Hepwasa-supodime Flivewuia

Importing country: Ukraine
Heprapa-ivnoprep: Yipaina

Article~code/Ko, caprisany:

L VI00667
|

Ident-No / Laerrmidicatitinmit nosvep:
23147121

Strength / activity

CHaa AaRTHEHICT

L tablet contains 86 mg deotaverin HCY
I radnetka ssicrirrn: $0.mr APOTABEPHHY TLAPON. QDL

Dosage Form

likapesra Gopata

Film-coated tablet 80 mg

TadaeTiL BEPTI (1AiBROBOI0 0G0T0Nk0I0. na 80 Mr

Package size and type

Potmip ra i naryanna

L0 tablets in blister, 2 blister in carton box

o 10 radaerok v GicTeph: no 2 Saicrepn B xaptonHiil KOpOGLUI

Number ol Registration Certificate
Honiep pecerpaudiinore nocginuens

UA/IS638/01/01
Ne UA/TS658/01/01

_Bateh number: / Hoxep cepiiz 230314

Batch size (pes.): / Posvip cepii (wr.) 47037

: M:mut‘aclurilsg date: Jata supodinurea:
i 03°2023

Expiry date:/ Java soxivueHHs Tepyiny npiaatiocTi:

-03/2028

Name and location manufacturing site: mibe GmbIl Arzneimittel, Mucnchener Strasse 15, Brehna, Sachsen-

Anhalt, 06796, Germany

il = . T S o= I AT i o
i HalseHyvBARH T MiCLIe 3 X 055 Hif st ANRLHAWES BUPOOHUITRA: A0 00N Apuifisirrrern, M
:

F L5 bpesa, Cakeontn-Anxanpt. 06796, Hiveuusing

 Number of manufacturing authorisatioi.. No. DE_ST_01_MIA_2023 6005
- Hostep-siinensii aiasniui 1 snpo&itiurea, N DE_ST_O1_MIA_2023 0005

! Certificate GMP. No. DE_ST_01_GMT_2023 0012

Ceptndirar sianosianocti GMP Noe DE. ST 01 GMP 2023 0012

i8] |.\'enemepuccc

Method
MeTom xolTpoao

Tests

Result
PeyvieTar

Speeitication
Aoiyerusi mekt

visyal test
B3y QLG

Appearance
Onne

veriicer ealiper
BUMIPIGBANIIS
WITEHTEHLNPRY TR
vernier caliyer
BINIPIBAHIS
WITANTE  LHPRYTCM
Ph.Eur. 2.9.8.
Ph.Eur. 2.9.8

Tablet diameter
Hiasierp adnerril

Tablet thickness
Topinna TadaeTin

Hardness
CTilkicTh A0
PAIANBNOBANH

round, vellow, biconvey, couted,
doublesided break mark

KDY T31 SKOBTL A800NY KT TAGNETRI, | med?
BEPHTE OG0IGHKOIO, 3 POtae il
PHCKOKY 3 000X CTopiA
B.8 mm—92 mm

88 vum—-9.2wn

complies
BIAMOBIEC

3,7 non 4.2 miin
370 = 2 s

A= 130 N
40 - 130 H

Approved hy: Friedrich Koppe

| Prepared and checked by: Liudmyla Maistrenko

- signoture e

signature
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Average nrass

Cepents dwa

lL.oss on drying

BT[3I7a 28 BICY LY BaTLE-
Friability

CTnpanicin

Lniformity of miiss

Qaioplinicrs vaen

Tdentiny
-1:1c11'1'11:p‘i|\‘nui'$|
Drotaverin HCI
HAporaseptny
FLIPOSA0PHAY

fron oxide

T QRS
Quinolin ycllow
NIRQATHGENT KOBTIH

Related substances

componens of drotaverin

HCH

CympoBianl IoMiKn
KOMEIGHEHTH PO TARe Py
TEAPONAOPILY

weighing
IBAKY BANAR
Ph.Lur. 2.2.37
Ph.Bur, 2.2.32
Phi.Eur, 2.9.7
Ph.Eur, 2.9.7
Ph.Fur. 2.9.8

Ph.Eur.

295

PHEWR 2,229, HPLC
Ph.Eur.-2.2.29, BEPX

colour reaviion
KOTLOPOBA PUaKLifA

TLC

TON

Ph.Fur, 2:3,29. HPLC

Pl Eor: 2220, BEPN

Master CoA sheet VIG0667

218 myg £ 5%
248 Mg 3¢
S O W
< 6.%
Y
] 0

L1

A FAN

Not more than 2 mblets deviate from
average mass by more thuw 7.3 Ve,
qnon-deviates by more than 15 %

He diiblue 2 TaS1eTaR 3 BLAN IS HHsIA

B cepeansol Mach na Ginstie. Hiw
7,570, OIHOTO BIANILICHNS HA01ALIS,

nik 13 %

The sample principal peak his The
same retention tinre s the standavd
principal peak

The UV dambda max of the sample
principal peak corresponds io the Uv
Erhda max of the stundard prineipal
peak

Qate yTPIMY BT OSTORKTIS BiKis Ha
KPOVATOIPIMAN BHNPODY BUILLIOTS T0
CTANLTPTHORO: POl NOBIIEI
CHIBNALATH

MakeiaLibia aosannd ¥Ydexpiuai
OCHOBHEN KB 12 SPOMUTOrpavan
BHAPOGN BATBHOTY 1l ¢ TAHAAPTHOMD
PUISHNIE HOBIHIE CNIBMALATH

Pasitive renction

[To3HTIRRD PeagiLis

The sample principal spot hias the
same Rf-value and colour as the
standard spot

Beanuisa RY ta 50 ocHoBHOT 11T
BUAPAGYBLIEHOID IPAIKY TIOBITHI
RIANOGEARTIL TARD M CTAHAAPTHORO

KIDAEIN]

R2 < 0,5 %
R2 = (.3%
singleunknowimpurity 0.2 %
OAHHIUHET BeBiiuaol =02 %

JONHLR

Perparin{Im puri't_\' RRT <
1.07 RF 2.3) 2%
mepnapitd (aosiwsd RRY

L.O7 RF2.3)

>erparaldin (Tmpurity <02 %
RRT Lol RF 2:.3) 2029
Fleprapaianis (oMW

RRT i.60 RF 2.3)

suptof unknown < 1,0 %%
impurities + perparin + < 1.0 %

perparaidin

CV ML QUUTHIM RSN HEREIOAIR
AOMIWIOK - NEprapit

= IEPRAPITTH

Approved by: Friedrich Koppe

249 mg
REDRENTY
[

o

n

o o

0 %

n

02

conpiies

S1ATOBIAE

complies

BIIFICGHRITC

complics

BiANOeiange

complies

BiuIOBIAAE

0, 10%

0.10%
VU (RRT 0,80

0,06%

VU RRT 08
0.06%0

< (1,05 %o

< (030

= U\US Y

< {03 %

0.06 %
0.06 %

l signoture

ﬁ/

[ D—




Page 3 of 4 Master CoA sheet VIGOEET

total impurities <1,5%  0,16%
FATATLHD CVAIA N0MILOK S 15% 016°%
Assay
Kinbicidne ssniadenms’
Drotayerin HCL Ph:Eur. 2229, 11PLC 76— 84 myitubl 83 img/abl
Jlpotanepuy Ph.Eur 2,220, BEPX 76 — 8 arTaoa 83 mrTada
FEPONISPILY
Dissolution Ph.Cur. 293 not less than 80 %6 () neminal 103 %4
quurntity drotaverin HC by 15 min
oy s PhlZwr. 2:03 e sieguie 88 Yo (Q ) rosMinansnor 03 %,
KiABKOCTE APOTARePHNY 1TAPONIOPIAY
o uepes 15ag
ANCROBIAL PURITY * Ph. Eur. 5,1.3, 2,612, 2,613 total number of aerobicmicroorganism  ¢oniplies
Aivpodivaorianaierera® PhZur, 5.14.26.12.26.13  (TAMC): no more than 10°CFU / ¢
total number of yebst and mold fungi
(TYMC): nomorethan 0P CFU/ ¢
Escherichia coliz absenceind g
3ArANLIA KEIBRICTE 0epoCHIN BlANORiIac
sikpoopradizsgis ( TAMC): He Gikiiic
10° KYQO'r
Faranbhia KidskicTs Aphradasiix ta
naceHeriy rprdis (TY MO ) ne Siawrie
107 KYOr
e Escherichia colir pineyTHicTL v i K e
Package

N ROk

Batehedescription PV-Q-001 the batch=description of the bacch balk ne.

Orie-cepit package is conrplied with-the 230314
Batch-documentation Hedracosana cepis:
Onne ¢epil Ha voaxesui slanosinae 230514

CEORY ATCHTALIT HA cePlIo

Dreseriplion ol shelf Tife PV-Q-001 deseription of shelf life s comiplicd ‘coinplies.

Onnerepyiniy 30epiranHs’ with the batehi-documentation BiznoBiang
Oniie Tepainy 30epirans sianosizac
HORVRICHTALT B ceplio

Fillquantity FertigPackV 20 ablets complies
NHKICTL penipaTy 20 TadneTRON. sianouiaae
B\ MAKORELG

Comments not.applicable

Kasielrapi 1fe 3ACTOCONYCTLEH

* The tests ave earried out at the beginning and atihe end of the shelf life,
T EHSOM BITBCRIPORO, BT LT 1LY TOMETRY 13 B K iepying ppiiiioecti.

I hereby certify that the above information is authentic and accurate, This batreli of product his been
manulactured, including packaging/labelling and quality controbat the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications inthe
Marketing Authorisation of the importing country for Investigational Medicinal Produets. The bateh
processing, packaging and analyvsis records were reviewed and found to be in complinnee with GMP

Approved by: Friedrich Koppe ]

signature i |
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Lo g sacoizus 10, o HaBetena sie fsupopMaLis ¢ 1oeTosipuoe 1a Tounalo. Lo cepio npoiykuil 630
BHPOOISHO {BRIIOUAIGHIT TIAKY BAHHA/AAPKY BAHHA} T4 NPOBEACLO KOHTPOL T AKOCTL HA BHle3nsHA e il AUBHITL
MOBHI 811N0BIAN0CT 3 BUMorastt GMP. BETANOBACHIHAN AICUEBIM PEFYIATORIGN OPraHOM. 8 TAKOK BlT0BLID
A0 cnetmiRaItiil: Uo NICTATBEH ¥ PeECTPAIITHOMY 10C5¢ KPATHI-INTIOPTEpa Ha NPEnapaT 118 0T IRy BIHOTo
ARapeLRoro 3ce0y. TIPoToReII 8HPOSIIETRA, AARYBALHA To 311E11318 5310 BEPCrANHY TO T4 BCTAHOBICHO
BianosiHicTs GMP

12 50, 03

Dute Name = Sten Quality control (I, Koppdy
Anriensa - nianne npeie Sumnsie sty s paan skeer i
(b Konne)

------------- I End of Master Sheet oo s e e e

’ Pregared and chécked by: Liudmym Maistrenko

i signature - B signature //%
fﬂ/
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