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{ Product name: Nispazm Forte

Strength / activity

Crna aii/axruswicry
_—

{ Dosage Form

!

|

|

a’

|

I

Name and location nan

Master CoA sheet UI00§67

CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJNI3Y

AR

mibe Gmbh
Arzneimitle!

Country of manufacturing Germany
epxasa-supobnux Hiveyyuna

Importing country: Ukraine

Hepwaga-immoprep: Yipainz

Ident-No / InenTudikauiinui HOMED:

24102561

1 tablet contains 80 mg drotaverin HCJ

I tadnerka mictute 80 wr APOTEBEPHHY rizpoXI0piIy

HattscenyBanms npoxyiuit: Hicnasag Dopre®

Article-code/Kon apTh K}’H},’.‘m_p
VIN0667

Film-coated tablet 80 mg
Jikapceka opna TaBAETKH, BKDHT] (L1iBKOBOI0 obosnonko, 110 80 ar
10 tablets in blister, 2 blister in carton box
Posstip ta Tin nakysanmns o 10 radaerox v Onicrepi; no 2 Gnictepyt & kapronyi Kopobij
Number of Registration Certificate UA/15658/01/01
Howmep peecrpauiiinore HOCBIxe iy Ne UA/15658/01/01
Batch number: / Howmep cepii: 240417 Batch size (pes.): / Posmip cepii (wmr.) 47060

Expiry date:/ Jlara 3aKiHIeHus TEPMIHY MpUDATHOCT]:

04/2029 .
« A - _ﬁ_‘.*——————‘___%‘__‘&m-——m
facturing site: mibe CGmbH Arzneimittel, Muenchener Strasse 153, Brehna, Sachsen-

Package size and type

Manuf’acluring date: Tata 8upoGiniirea:
0472024

Anhalt, 06796, Gcrmany

" Haftsenysaring ra MicUesHaxXO ke Hus ANBHLLT 5 BRpOSHUGTEA: mibe I'nigX APUHARMITTC Th, Mmuxeﬂepm?pacce
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Tablet dimensions:

Posipy radaetin:

Diameter vernier caliper
Hiasterp BEMIDIOBAHHS

i_Prepared and checkad by: Liudmyla Maistrenko

!

Appearance visual test
Onie Bi3yaALHO

Thickness vernier caliper 37 mm - 42 mm
ToBLwiHa BUMIPIOBAHKS 370042 vy

signatu e = = B

R Bpena, Carccouiﬂ«AHxaﬂm, 06796, Hiveyunpa

Homep aiuemnii AlABHHI 3 BHpOBHHLTES. No DEEST_G]_MIA_EOZE:_HOO&
Certificate GMP. No. DE_hST_OI_GMP_ZOZS_ODD
DE ST 01 _GMP 2023 0012

!

| Number of manufactaring authorisation. No, DE ST 01_MIA 2023 0003 g
|

|

Cepridirar BIANOBIgHOCTE GMP Ne

HUTRAT S HUUPKy Ten

UI'Tanren LHPpKRYITeM

Approved by: Phuang Lan/L
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Pox Gudl B30 Gp Ly Xy
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Resistance to crushing
Critikicrs g0
PazAaRAIORAHHA

Average mass

Cepeaus maca

Loss on drying

Btpara npu sacyurysanui
Friability

CrrpaHicTs

Uniformity of mass

Oanopianicts macy

Identity
[aenridirauis
Drotaverin HCI
Hporasepury
FApoXIOpiTy

Iron oxide

3iLiza okchy
Quinoelin yelow
Xisominesni swopri

Related substances
componens of drotaverin
HC!

Cynpoainni zomiuky
ROMOGHSHTN ApoTaBepIsny
ClApoxAopiILy

Ph.Eur. 2.9.3
Ph.Euzr. 2.9.8

weighing
3BAXYBAHMA
Ph.Eur. 2,2.32
Ph.Eur, 2.2.32
Ph.Eur, 2.9.7
Ph.Eur.2.9.7
Ph.Eur. 2,9.5

Ph.Eur.2,9.3

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

colour reaction

KONROPOBa peakilin

TLC
TCX

Ph.Eur. 2.2.29, HpPLC

Master CoA sheet VI00667

40 - 130N
40— 130 H

248 mg =59,

248 Mr=52%

<6 %

<6 %

<1 %

=109

Not more than 2 tablets deviate from
average mass by more than 7,5 %,
non deviates by more than 15 %

He Gintwe 2 tadrerox 3 BLAXILICHHAM
Bill CepeHbOl Mack Ha Simpure. nin
7.3 %, sweanoro siaxnaenns pa Biapme,
Hix 15 %

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

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

Hac yrpustysanng ocnosuux nikis 1
Xpomarorpamax sHnpodyeansroro Ta
CTARNAPTHOrO PO3UIHIB MTOBHHE]
cnisMagarTi

Makcnmansta gorskima V<-xauni
OCHOBRIIX NiKIB Ha XpoMaTorpamax
BHTIpoGysateHOrg Ta CTAHIAPTHOrG
PO3HKIB NOBUNA] CiiBnamaTH

Positive reaction

Nosutieia peaxiiy

The sample principal spot has the
same Ri-value and colour as the
standard spot

Bemgunna Rf a KONp OcHOBEOT DTN
BETIPOSYBAT6HOr0 3pazka NMOBHH
BIAMOBIIATH TaKkiinM CTAHMAAPTHOMO

3paska
R2 L0.5%
R2 <{0.50;

single unknown im
OHHHUYHOT Hepiag
OOMIWKH

Perparin (1

107 RF 2.
nepnapuy 4

CYMA ORAMHHUHUX Heninoy

117N
117 H

248 mg

248 mr
3 %%
3%

0%
0%

complies

Binnosinae

coniplies

BIANOEIHae

complies
BLATIOBIAAC
complics

BiiMosinae

0,12 %

0.12 9%

{ Prepared and checked by: Liudmyla Maistrenko

Approved by: Phuong Lan Le
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sighatiire (\




{HFrepareci and checked by: tLiudmyla Malstrenke Approved by: Phueng Lan Le
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zonitok + neprapuu
+ nepriapanaau

total impurities SL3% 0,20%
3AraNbHa CYMa goMIilLoK =1.5% 0,209
Assay
KimpkicHe pianaucnms '
Drotaverin HCI Ph.Eur. 2.2.29, HPLC 76 — 84 mg/tabl 83 mg:/ta’bl
HpoTtasepuny Ph.Eur. 2.2.29, BEPX 76 — 84 mr/Tadn 82 mritadn
riapoxnopuay .
Disielutisn Ph.Eur. 2,9.3 not less than 80 % (QY) nominal 101 %
quantity drotaverin HCl by IS min
PozynHenns Ph.Eur. 2.9.3 He aente 30 % (Q) wominanbuol 101 %
KINbKOCTI pOTaBEpUHY NApOXAODRHIY
"epes 15 xa
MICROBIAL PURITY* Ph. Eur, 5.1.4, 2.6, 2,2.6.13  total number ofaerobicmicroorganism complics
Miipodiororinia unerara* Ph.Eur 5.1.4,2.6.12.2.6.13 {TAMC): no more than 103CFU/g

total number of yeast and mold fungi

{TYMC): no more than 192 CFU/g

Escherichia coli: absence in | g

3ArafibHa KiABKICTh aepOSHMX Bilnosigae
MIKpoOprakiaMis (TAMC): ue Oinbme

103 KvO/ir

3ArAIEHA KITLRICTH AP K AKORNY Ta

naecHesiN rpudie (TYMC): He Ginbue

102KV Oir

Escherichia colit pisevririers v | ¢

Package

¥naxoska
Batch—dcscription PV-QK-000] the batch-description of the bateh bulk no.
Omnie cepit Package is complied with (he 240417
batch-documentation Hedacesana cepin;
Onuc cepit na ynaxesy rinnosinae 240417

AOKYMeHTaUil wa cepiio

Description of shelf life PV-QK-0001 description of shelf life is complied complies
Onne repatiny 30epiradns with the batch-documentation Blanosigae
Orte Tepniny 30epiraims Bianonigac
DORYMeHTaUil Ha cepirg

Fill quantity FertigPack v 20 tablets omplies
Kiapxiers npenapary 20 tabnetkog i
B yTIaKoeni

Comments not applicable

Kosmenrapi HE 3acTOCOBYCTBCH

* The tests are carried out at the beginning and at the end of the shelf [
¥ Bunpofynanus ROHOATELR HA IOYATKY T2 ki xiHu] TepMiny UpuiaTROCT],

I hereby certify that the above information is authentic a
manufactured, including packaging/labelling and quality™ed
compliance with the GMP requirements of the local Regulatyg v,
Marketing Authorisation of the importing country for Invegfoak
processing, packaging and analysis records were reviewed 1d fou

L | Signature
- ‘_HM*;MW
L
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Llnv g zaceinuvio, wo nasenena BHILE iH(bopMauis ¢ AOCTOBIPHOTO Ta ToYHO. [0 cepiir npaaykuil 6yno
BipcOnenc {sraovanym ﬂaK}’BaHHH/MapKVBal[E—[H) T4 NPOBEACHO KOHTROME 1T AKOCTI Ha BHUICIA3HAYSH] b TinshpL ¥y
NOBHIH Bianosianocti 3 sumoramu GMP, seranosnesmmu MiCIIEBHM PETYSITOPHHM OPraHoM, a TAKOK RIADOBIAHG
Ao Cﬂﬂmi(bihauln 1O MICTATHCS v peem’paumnom} J0CkE Kpalsi- !MnopTepa HeL TIpenapart A 4OCH LAY BAHOID
WIhdprKOFO 3aCOOV HpOTOKDmi BHpOOHHUTRA, NakysanHa Ta ananizie Syno (CPEITAHYTO Ta BCTAOBNCHD

BismosiadicTs GMP

10, JuLi 20z

—_—
Date/Name + Sign Qualified Person (P. L. Loy
Matw/hves + minmie v GeRlosaRCHA ocola 3 akocT (I, 1.Ji

------------------------------- L:nd of Master Sheet T

Prepared and checked by Liudmyla Malstrenko
| signature . ':f‘;:”'/-—' ﬂﬂﬂﬂﬂ




