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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJII3Y

aibe (v
Argrgruiie
' Product name: Nispazm Forte | | Country of manufacturing Germany
- Halimenysanns npoaykuii: Hicniasm dopre? Jepkapa-Bupobuuk Himewwnna
Importing country: Ukraine
) Jepxasa-imnoprep: Yipaina
Article-code/Kox apruxy:y: ‘ Ident-No / laentudirkauifinuii novep:
Vi00449 121832301 o
- Strength / activity "1 tablet contains 80 mg drotaverin HCI
Cusa JiifakTHBHICTS | 1 TaGnerka MicThTh: 80 Mr ;xporaaepnm rupmﬂopum’
Dosage Form ' ' | Film-coated tablet 80 mg k - T
Jlivapcebka hopma i Tamen\u BKPUTI ILHBKOBOK 060:10HK0I0 1o §0 mr
| Package size and type 10 tablets in bhster, 2 blister in carton box
Posmip Ta Thn makysanna | no 10 TaGnetok y Gaicrepi: no 2 Onicrepu y KapTOHHIN yrakosui
Number of Registration Certificate UA/15658/01/01
Homep peectpauiiinoro nocsiauenns o N UA/15658/01/01 o .
| Batch number: / Homep cepii: 210401 | Batch size (pes.): / Poswip cepif (wr.) 45350 o
‘Manufacturing date: [lata supoGunursa: . Expiry date:/ [lata 3akinueHHs TepMiHy NpuIaTHOCTI:
| 0472021 1 04/2026
' Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,
Sachsen-Anhalt, 06796, Germany
HaliMenypanns  Ta  micuesnaxomkenss ainbHuui 3 supoBumurea:  mibe  I'm6X Apunaiimitrens.
Mronxenepuitpacce 15, Bpena. Cakcouig-Anxanst, 06796. Hiveyunna

. Number of manufacturing authorisation. No. DE_ST_01_MIA_2021_0005

- Homep niuensii ainsunui 3 supobnuursa. Ne DE_ ST 01 _MIA_ 2021 0005

. Certificate GMP. No. DE_ST_01_GMP_2021 0013 i
Cepm(jnkar BianosiaHocTi | GMP Ne DE_ST 01_GMP 2021 0013 ‘ |

Tests Method Speciﬁcauon Result
Moraznuk i Metoxu koHTpono ~ Hony cmm ME)H - Pesynprar
Appearanec visual test round, yellow, biconvex, coated, complics
Onie BI3YILHO double sided break mark Bianoeizac

kpy Al koBTi apoonysn 1abaerkn,
BKPHTI 000 10HKOI0. 3 PO3NOATLHO0
PHCKOHD 3 060X CTOPiH

Tablet diameter vernier caliper 8.8 mm 92 mm 9,1 mm/ MM
Hiamerp rabrerkn BUMIPIOBAHHA 8.8 My - 9.2 mm
IWTAHFRHUHPKY J1eM
Tablet thickness vernier caliper 3.7 mm —~ 4.2 mm 4.0 mm/ MM
TopwnmHa rabnersy BUMIPIOBAHAS 3.7 s — 4.2 mm
LUTAHTEHHWPK) J1eM
Hardness Ph.Eur. 2.9.8 {6~ 130 N 117 N/ H
Criftgicrs a0 Ph.Eur. 2.9.8 40 %.»,\30 H
pazaapmoBalig ﬁ’v;' o

| Prepared and checked by: Liudmyla Maistrenkg/. |

signature .~ N "‘\ »\ |

rrev’gqi by: Fnedrich Koppe o I
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Average mass

Cepeand maca
Disintegration
Posnazanus

Loss on drying

Bipara npi BUCY WY BaHR
Friability

CrapadicTh

Uniformity of mass

OnuopizHicTs MacH

Identity
[aerrndiranis
Drotaverin HCl
HpotaBepHHy
riapoxaopuay

fron oxide

Janiza OKCHA
Quinolin yellow
Kinoninosnit sostiii

Related substances

componens of drotaverin

HCl

Cynposiani zoMimkn
KOMTOHEHTH APOTABEPHAY
riapoxaopiay

weighing
3By BaHHA
Ph.Eur. 2.9.1
Ph.Eur, 2.9.1
Ph.Eur. 2.2.32
Ph.Eur, 2.2.32
Ph.Eur. 2.9.7
Ph.Eur. 2.9.7
Ph.Eur, 29.5

Ph.Eur. 2.9.5

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

colour reaction
KObOPOBA PEAKLIA
TLC

TCX

Ph.Eur. 2.2.29.. HPLC

Ph.Eur. 2.2.29. BEPX

L AN OTIHHUMHHX HEBLTOMIN

< h
©

248 mgx5%
248 mr+ 5%

< 15 min in H:0
< 15 xB y BOi
<6 %

< 6%

<1 %

< 1%

Master CoA sheet VI00449

Not more than 2 tablets deviate from
average mass by more than 7,5 %.
non deviates by more than 1§ %

He Ginpwe 2 TabaeTOK 3 BIAXWIEHHAM
Bia cepeaHboi Mach Ha Oiabine. HiK

7.5 04 JOIHOrO Biaxunenus Ha Gizbure.

Hik 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

Yac yTpHAYBAHHA OCHOBHIX NiKiB Ha
xpomaTorpavas BunpoByBanbHoro Ta
CTAHIAPTHOTD POIYHHIB NOBHRHI

cnisnazaTy

Maxkcimvansha fopkiHa YO-xuust

OCHOBHHX THKIB HE XpOMATOTpaMay

BUNPOGYBATLHOTO T2 CTAHIAPTHOTD
po3uHHIB NOBIHHI CRIBNAIATH

Positive reaction
[TosuTusHa peakiis

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

standard spot

Beanuuxa Rf ra xosip 0CHOBHOT IIsSMH

BHIPL0)Y BAALHOIO 3PAIKA NUBHHRI
BIANOBIIATH TAKHM CTAHAAPTHOIO

3pa3Ka

R2

R2

single unknown impurity
oAHHIHOY HeBinowMol
AOMitIRH

Perparin (Impurity RRT
1.67 RF 2.3)

nepnapuy {nomiwika RRT
1.07 RF 2.3)

Perparaldin (Impurity
RRT 1.60 RF 2.3)
Mepnapanans {a0Mituka
RRT 1.60 RF 2.3)

sum of unknown impurities

+ perparin + perparaldin

JOMiL0K + nepnapin

/4, NehRAPANIITH

<05 %
<0.5%
<02 %

£02%
<02 %

£02%

<02 %

“£02%

<190 %
< 1.0%

249 mg/ mr

7 min 14s
Txpldc
4 %

30

0 %

0%
complies

pianopinae

complies

pianosinae

complies
Bianosizae
complies

BiffOBITaE

0,18 %
0.18 %
< 0,068 %
< 0.05 %

<0058 %
<(.05%

< 0,05 %
<0.05 %

< 0.05 %
<0.05%

|
|
|
|

Prepared and checked by: Liudmyla Maistrenko

signature ; o

| Apprgved ’Q&X‘Friedrlch Koppe _

&




Page 1 of2 Hiibner Master CoA sheet VI00248
v/ CERTIFICATE OF ANALYSIS
hUbﬂEf ' CEPTH®IKAT AHAJII3Y

oral use

Product name Gel for Gastro-intestinal System for

HalimenyBauns npojyxuii: Tems  juis MUTYHKOBO-
KHIIKOBOT CHCTEMH JULSl OPATTBHOTO 3aCTOCYBAHHS

| Country of manufacturing Germariy

Hepxaa-supo6uuk: Himequnua

Importing country: Ukraine
Hepxasa-imMmoprep: Yipaina

Article-code/Kox aptukysy:

Ident-No / Inentudikauiiinuii HoMeEp:

V100248 20639291
Form of release Gel
Dopma Burycky Ienp

Package size and type 30 sticks a 15 m]
Posmip Ta tun nakysanss | 30 cawe mo 15 M1l

Number of Certificate of Conformity Ne PR.823-19 since 04.09.2020 until 31.03.2024
Homep Ceprrdixara sinnosignocri: Ne PR.823-1 9 Bix 04.09.2020 p. 1o 31.03.2024 p.

Batch number: / Homep cepii: 200731

Batch size (pes.): / Posmip cepii (wr.): 10064

Manufacturing date: Jlata BHPOGHHITRA: Expiry date:/ [lara 3axinuenns CTPOKY MPHIAATHOCTI:
07/2020 01/2023 '

Ehrenkirchen, Germany

Inocurrpacce 11-17, 79238 Epenkipxen, Himewuuna

Name and location manufacturing site: Anton Hiibner GmbH & Co.KG, Schlofistrafie 11-17, 79238

HalimMenysanns ta Micuesnaxomkens HiNBHULI 3 BUPOGHUITBA; AHTOH Xiobnep I'm6X & Ko. KT, Himeyunua,

Tests Method Specification Result

Mokasnuk Merox Cremmdixauii Pesynbrar

Appearance visual inspection white, homogeneous gel complies

Onue BisyansHo Ginmit,onHopiaHMI rens BIJITOBI1ae

Odour - Organoleptic test odourless complies

3anax Opraonentuunnm meronom  6es 3anaxy BiftTOBI ae

Taste Organoleptic test neutral, slightly bitter taste, moderately complies
adstringent

Cwmak Oprasonentuunum Meroaom HelTpanbHuif, ripkypatiii cMar, NOMIipHO  Bimnosizae
BUPaKEHHH

Viscosity " Ph.Eur.2.2.10 15,0 — 100,0 dPas 36,5 dPas

B’azkicte €D 2.2.10 15,0 ~100,0 nlTa‘c 36,5 nlla-c

pH Ph.Eur. 2.2.3 5,0-8,0 6,8

pH vLeM 0.3 5,0-8,0 6,8

Assay

KinskicHe Busnavenus

Silicon dioxide AV 2253 3,15-3,85¢/100 ml 3,43 g /100 ml

Hiokeun kpemuiio AV 2253

Sy

—f‘3,85 r/ 100 mn 3,43 /100 mn

£ A
Approved by: Dr. Christine Ehjert 5

iz

u’:iﬂ,’s \/
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signature,
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We confirm,

that this batch of product has been fabricated/manufac
the above mentioned site in full com
with the release specifications includ

pliance with the requirements of the local Re

ed in the Marketing Authorization of the im porting 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

legal requirements.
Mu nixrBepKyemo,

WO Us mapris Apomykuii Syma BHUTOTOBJIEHA, BIIIHOYAIOYH
BULIE3TalaHi} AinbHWL 3 TOBHIM HOTPHMAHHAM BUMOT MicIieBO
BHITYCKY BKIIOUEHNMHM 110 Peectpauiiinoro nocsiguenns KkpaiHu

Page 2 of 2 Hiibner Master CoA sheet VI00248
Sodium chloride AV 3.3.2.2 <2,0¢gM 0,9 g/l
Harpiro xsopup, AV 3322 <2,0 r/n 0,9 r/n
Microbiological quality
MikpoGiosoriuna uicrora
Total aerobic microbial Ph. Eur, 2.6.12 SI0CFUindg complies
count AV 4.4.1

BAYV A232y
3arankHa KinskicTs €M 2.6,12 <I0KYORd4r BijlNIoBizac
aepobHuX Mikpoopradismis AV 4.4.1 :
: BAV A232y
Package
Vnakoska
Batch-description AV 1.6.1 the batch-description of the complies
Onue cepif package is complied with the
batch-documentation :
OINHC cepii Ha YHAKOBLL BixIORIAae Rimnosinace
HBOKYMEeHTaLi Ha cepiio
Description of shelf life AV 1.6.1 description of shelf life is complied complies
Onwuc repminy 36epiranus with the batch-documentation
onue tepminy 36epiranus signosinac BiZOBigac
BOKyMeHTauil Ha cepito
Fill quantity FertigPackV 30 sticks 30 sticks
Kinskicts npenapary 30 cawe 30 caue
B yraxkosuj
Comments not applicable
Komenrapi HE 32CTOCOBYEThCS

tured, including packaging and quality control at
gulatory Authority, and

KOHTPOJIL YNaKOBKH Ta KOHTPOJL SKOCTi Ha
T'0 PEeryiATHBHOrO oprawy Ta 3i crieundixarisvu
-iMrioprepa i HagaHUMH 3aMOBHUKOM. Kontpons

34 IPOLIECOM YNAKOBKY BiNTIOBiae BUMOTraM.
3BiTH 3 06pobku, yrakowku i axanisis naptii 6ynm nepernsuyTi i BusHawi TakMUMH, 110 BiANOBIAAIOTH
3dKOHOIaBYUM BUMOI'aM.

0%.0%2. 202 —

Date/Name + Sign Quality Control (Dr. C. Ehlert)
Hara/ive's + ninme Yiosnosaskena oco6a 1 sikoeri (Ji-p C. Enepr)

,/,'f(d
End of Mastér-Shee
s
/’/O */ e 6
l//’:u:x-/,

[{°of
11

Prepared and checked by: Liudmyla Maistrenko

il

signature -~

&
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v/ CERTIFICATE OF ANALYSIS
hiibner CEPTH®IKAT AHAJIIZY

Product name Ge! for Gastro-intestinal System for | Country of manufacturing Germany
oral use Hepxapa-Brpo6Huk: HiMeuuuna
HaﬁMeHyPaHHSI npoaykuii: I'ens gns IJIYHKOBO- Tmporting country: Ukraine
KHIIKOBO1 CHCTEMI A4 OpaIIBHOI'O 3aCTOC}’BaHH£ Hep)xaga.iMnopTep; pra'fHa
Article-code/Kox apruzyay: Ident-No / Inentudixauiiinuii HoMep:
V100248 19495405

Form of release - Gel

®opMa BHMYyCKY | Tenp

Package size and type | 30 sticks a 15 ml
Poamip ta tun naxysanus | 30 camre no 15 ma

Batch number: / Howiep cepii: 191130 Batch size (pes.): / Po3mip cepii (1ur.): 2248
Manufacturing date: [lara BUPOGHHUUTBA: Expiry date:/ [lata 3akinuenns crpoky NPYAATHOCTI:
11/2019 05/2022

Name and location manufacturing site: Anton Hiibner GmbH & Co.KG, Schlofistrafie 11-17, 79238

Ehrenkirchen, Germany
Haiimenysanns ta vicieanaxopxeHns AiABHKLI 3 BUPOGHMLTBA: AHTOH Xiobnep I'm6X & Ko. KT, Himeuuuna,

Wlnocwtpacee 11-17, 79238 Epenxipxen, Hiveuunna

Tests Viethod Specification Result
IToxaszuuk Merox Creundikanii Pesysnbrar
Appearance visual inspection white, homogeneous gel complies
Onuc Bi3yasibHO Ginmit,onHOpi AHuMiT rens BiNNoBinae
Odour Organoleptic test odourless complies
3anax Oprasonentuusum MeTogoM  6ea 3anaxy BiInoBinae
Taste Organoleptic test neutral, slightly bitter taste, moderately complies

adstringent Binnosinae
Cmak OprasonenTHanum MeTonOM HeHTpanbLHui, ripkysathii cMax, NOMipHO

BHpaKeHui
Viscosity ?h.Eur, 2,2.10 15,0 - 100,0 dPas 38,4 dPas /
B’askicTe E®22.10 15,0 -100,0 nlla-¢ alla-c
pH 2h.Eur. 2,23 5,0 -8,0 6,3
pH &3 223 5,0-8,0
Assay
KinskicHe BusHayenus
Silicon dioxide AV 2253 3,15-3,85g/100 ml 3,58¢g
Hiokeua kpemuis AV 2253 3,15-3,85r/100 ¢ /100 ml/

r/100r

Sodium chloride AV 3.3.2.2 <2,0g/ L,1g/l/r/n
Harpito xnopun AV 3322 _— :

7

Prepared and checked by: Liudmy/z Maistrenko ONAN: §v\e’d'~fbv:'0‘f_r.. Christine Ehlert .
B —— o e

signature
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Master CoA sheet VID0449

CERTIFICATE OF ANALYSIS

mite N CEPTH®IKAT AHAJII3Y
mibe GmbH
Azneimitte!
Product name: Nispazm Forte Country of m%nufﬂi?ﬁng Germany
' Haii i Hic S Aepaxasa-upobik Himewunna
- HalimenyBauus npoaykuii: Hicriasm Dopre Enportiag cvuntest Ukrate
| . lepmasa-iMnoprep: Vxpaina
Article-code/Kon apruxysry: - Ident-No / Lnenvudixauiiinuii HOMED:
L Vi00449 N - 21945041
Strength / activity - 1 tablet contains 80 mg drotaverin HCI ‘
Cuna mii/akTuesicTs - I rabnerxa micturs: 80 mr APOTaBEPHHY TIAPOXTIOPHITY
Dosage Form | Film-coated tablet 80 mg
Jlixapceka dopma - TabneTky, BKpMTI mxilfxosoro qﬁonoun;orq 1o 80 mr
' Package size and type 10 tablets in blister, 2 blister in carton box
Po3mip 1a tun nakysamss  no 10 tabnerox y 6nic’repi; o 2 6nicmpn B xgpmmﬂﬂypamn/u’i” B
- Number of Registration Certificate UA/15638/01/01 from 17.01.2017
 Homep pecerpaujiinoro nocsinvenss . N UA/L5658/01/01 Bin 17.01.2017
~ Batch number: / Homep cepii: 211010 - , Batch size (pes.): / Poamip cepii (mr.) 44790 »
Manufacturing date: Jlata supoGruirrea: " Expiry date:/ Jlara 3axinuerna TEPMIHY NPHIATHOCTI:
| 10/2021

1072026

Name and location manufactaring site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Drehna, |

Sachsen-Anhalt, 06796, Germany i
| Hativenysanma Ta MICLEIHAXOMKEHHA  ALmbHML 3 Bupolmmursa:  mibe ['mGX ApimaiiMiTrens,
, Mionxenepurrpacee 15, Bpena, Cakconis-Anxansr, 06796, Himeyyuna |

Number of manufacturin
- Homep niversii ainsmung 3

g autherisation. No. DE_ST_01_MIA_2021_0005

eupoGHiurea. Ne DE_ST_01_MIA 2021 0005

Certificate GMP, No. DE_ST_01_GMP_202 1_0013

. Ceprudixar aianosiznocti

Tests
Moxasmik

Appearance
One

Tablet diameter
Hiamerp rabnerxu

Tablet thickness
Tosiumna TabneTios

Hardness
Crifikicrs no
Pasnasiiosanus

: Prepared and ché_ckéd_ by: Liudmyla Maistrenko

signature

GMP Y DE ST 01 GMP 2021 0013

Method Specification Result
Mevoan xonTpomo Aonycrami mexi Pesyavrar
visual test round, yellow, biconvex, costed, complies
BIZYaNbLHO double sided break mark Biznosinae

KpYrai osTi asoonyxni Tabneriy,
BKPHTI obononkoio, 3 POSIONLALHOK
pHEROIO 3 66ox cropin

vernier caliper 8,8 mm - 9,2 mm 9,1 mm
BHMIPIOBAHHS 8.8 MM - 92 My 9.1 MM
{UITAKTCHIMPKyY neM

vernier caliper 3, 7mm - 4,2 mm 4,0 mm
BHMIDIOBARHS 3,7MM - 42 mm 4,0 mm
UITAHTeHIMPKY nem

Ph.Eur. 2.9.8 122N
Ph.Eur. 298 122H
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Disintegration Ph.Eur, 2.9.1 < 15 min in H20 [Zminlds
Posnananns Ph.Eur. 291 <15 xBy Boni 12x8 ld¢
Average mass weighing 28 mg =S % 248 mg
Cepensn maca 3BAKYBAHHA 248 mr+5% 248 mr
Loss on drying Ph.Eur, 2.2.32 <6% 4 %
Brpara npu sucyaysauni Ph.Eur, 2.2.32 L6% 4%
Friability Ph.Eur. 2.9.7 1% 0%
CTAPEHICTb Ph.Eur, 2.9.7 =% Q%
Uniformity of mass Ph.Eur. 2.9.5 Not more than 2 tablets deviate from  complies

average mass by more than 7,5 %,
non devisies by more than 15 %
Onuopinnicrs mMacy Ph.Eur. 295 He Ginviwe 2 Tabnerok 3 siaxunenmam  signosinae
Bil CEPenHBOl MacH Ha Binbiue, Hix
1,5 %, wonwnoro siaxunesns ua Ginvive,

Bix 15 %
Identity
Inerrradixauin
Drotaverin HCI Ph.Eur. 2.2.29, HPLC The sample principal peak has the complies
Hporasepuny Ph.Eur. 2.2.29, BEPX same retention time 25 the standard
riapoxnopuay principal peak
The UV lambda max of the sample
principal peak correspends to the UV
tambda max of the standard principal
peak
Yac yTpuMysanus OCHOBHIX NiKiB Ha  BianoBizac
XPOMATOrpaMax BURROSYBRALHOIO T4
CTAHMAPTHOIC POIMHHIB NOBKUHHI
cnisBnanary
Makcumansha noswuna Y&-xsui
OCHOBHMX TiKiB Ha XPOMaTOrpamax
BUNpolyBANBHOrO Ta CTAHIAPTHOTO
PO3uuHiB NOBHHHI CRiBNAzaTH
Iren oxide colour reaction Positive reaction complies
3aniza oxcug KONbOpOBa peakiiis Tosuruewa peakuis sinnopinac
Quinolin yellow TLC The sample principal spot has the complies
Xiuom vosait worTii TCX same Ri-value and colour as the
standard spot
Besmunna Rf ta xosip ocHosHo! nasm Bianosigae
BUIIPOGY BANLHOFO 3PB3KA NIOBKHHI
BLANOBIAGTH TaKUM CTERARPTHOrO
3paika
Related substances ) Ph.Eur, 2.2.29, HPLC Rz <05% 0,12%
componens of drotaverin R2 L05% 012%
HC1 o _ single unknown impurity <0,2% RRT 0,78: 0,058%
Cynposiani nomimxs Ph Eur 2220 BEPX OAHNIYHOT HEBiOMDT 202% RRTO0,78: 0,05%
KOMNOHEHTH APOTaBEPHHY JOMILIKH
FLIpOXOpHIY Perparin (Impurity RRT < 02% <005%
1.07 RF 2.3) S02% <0,05%
nepnapus {(nomiwxa RRT
LO7RF 2.3)
Perparaldin {(Impurity €02% <0,05%
RRT 1.60 RF 2.3) <02% <005%

Tlepnapannuk (nomimka

RRT 1.60 RF 2.3)

sum of unknown impurities < 10% 9,05%
FpRecgarin + perparaldin SL0% 005%

. Prepared and checked by: Liudmyla Maistrenko

. signature
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total impurities <SL,5% 0,17%
38ranbHA CyMa AOMImIOK S1L5% 0,17%
Assay
Kinwxicue susnavenns
Drotaverin HCH Ph.Eur, 2.2.29, HPLC 76 84 mg/tabl 81 mg/tabl
Hporasepuuy Ph.Eur. 2.2.29, BEPX 76 - 84 mrfrabn 81 mr/fraba
rinpoxsiopusy
Dissolution Ph.Eur, 2.9.3 not iess than 80 % (Q) nominal 91 %
quantity drotaverin HCl by 15 min
Posunsienns Ph.Eur. 293 He mentue 80 % (Q) wominanbhol 9%
KiALKOCT! IpOT8Be sy rinpoxaopuay
uepes 15 xm
MICROBIAL PURITY® Ph. Eur. 5.1.4, 2.6.12, 2.6.13 total number of agrobiemicroorganism
MixpoSicnoriuua nucrora* PhEur. 514,26.1226.13 {TAMC): no more than 103 CFU / g <250 CFU/g
total number of yeast and mold fungi
(TYMC): no more than 10* CFU /g <10 CFU/g
Escherichia coli: absence in § g abs./1 g
38PAnbHA KUIbKICTL aepobung
Mikpooprauiamis {TAMC): we Ginbme <250 KYO/r
10° KYO/r
JaranbHa KLAbKICTb APIKANKOBIX T4
nnecnesux rpubis (TYMC): we Gimaue < 10 KYQ/r
10°KYO/r
. Escherichia coli: siacyTaicrs y 1 r Bigc/lr
Package
Vnaxoska
Batch-description PV-0-001 the batch-deseription of the batch bulk no. /
Onuc cepii package is complied with the Hedacosana cepis:
batch-documentation 211010
Onuc cepii va ynakosui sianosigae
DOKYMeHTauii Ha cepiro
Description of shelf life PV-Q-001 description of shelf life is complied complies
Onuc Tepminy 36epiranns with the batch-decumentation BiANOBinae
Onuc Tepminy 36epiranns vinnosinae
DOKyMeHTauil v cepiio
Fill quantity FertigPackV 20 tablets complies
Kissxicte npenapary 20 TabneTkox Binnosigae
B YNAaxobui
Comments not applicable
Komewrapi HE 3aCTOCOBYETLTH

* The tests are carried out at the begil;hing and at the end of the shelf life.
* BUNpo6y sanna tponoasTees na FOYATKY Ta B KIHL TCPMity NPHAATHOGTI,

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

Hum 5 3aceimyio, wo nasenena pume iHopMmaLiis € AOCTOBIPHOI T2 TouHOL, Liro cepito npoayxuii 6yno
BHpPOONeHo (BrBOYAIOUH NaKy BAHHA/MAPKYBAHHA) 14 NPOBEACHO KOHTPOAS 1i 4KOCTI Ha BUIUE3a3IHAYEHI A /i b HiL y
MOBHIA Bi AMOBIAHOCTI 3 BHMMOTaMK GMP, BCTAHOBACHUMM MiCUCEHM PCryIATODHAM OPraHOM, a TAKOK BiANOBI RO
DO cneurdikaiii, mo MicTIThes Y PeECTPALBEHE AR paiHU-iMnopTepa Ha npenapar s JOCTIKY BAHOTO
nikapeskora sacoby. Ilpotokou BHPO R aHamI3iB (Y10 NePerisiHyTo T2 BCTAHOBICHO

BiAnosianicrs GMP o
AvstsAled by: Friedrich Képj/
Q

| Prepared and checked by: Liudmyla Maistre

| signature
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WM

Date/Name + Sign Quality control (F. Koy 0" )
Hara/iv’s + miImHC NPCACTABENKA BIAAINY KOHTPOMO AKOCT]
{® Konne)

End of Master Sheet

| Prepared and checked by: Liudmyla Maistrenk:

| signature o



JTEPKABHA CJIYKBA 3 JTIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJACTI

npocnekT Banepis Jlo6anoscrxoro, 51, M. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo AKICTHL BBE3EHOr0 B YKpainy jJikapcbKkoro 3acofy

21.06.2023 | Ne 28355/23/10

HICIIA3M ®OPTE®

(HaiiMeHyBaHHS JIIKAPCLKOTO 32cOBY 3TiIHO 3 PEECTPALLIWHAM TIOCBITIECHHAM)
TabeTKH, BKPUTI IIiBKOBOI0 06010HK010, 10 80 Mr, o 10 Taéaerok y 6icTepi; mo 2
GuicTepu B KapTOHHIMN KopoOmi
(hopMa BUMYCKY, O3YBaHHA, BUJl MAKYBaHHSA JiKapchkoro 3acody)

Homep peecrpaniitnoro noceigaenns UA/15658/01/01 crpox aii peecrpanifinoro nocsimuenna 01.01.2099
Cepis nikapchkoro 3acoby Ne 230310 Kinbxicrs BBesenoro nikapcwkoro sacoby 47520

Bupobuux Mmib6e 'M6X Apumaiimitrens, HiMmeuunna
(naliMeHYBaHHA BUPOOHHUKA JIiKapchKoro 3acoly, KpaiHa OXOKEHHA)

Bsezeno B Vkpainy Tosapucteo 3 o6Mmexenolo BianosinaabnicTio "MIBE YKPATHA",
inent. kon: 38705049
(waiimenysanus Ta ko 3a EJIPTIOV ropuanunoi ocobu abo npiseuime, iM's, 110 6aTsKoRi diznumol
ocobH - mignpHeMud, ii Micue NPoKMBaHHA Ta peecTpauilinuii HoMep 061iKOBOT KapTKH TUIATHHKA
noAarTKiB abo cepis Ta HOMep NacropTa)

TMporokon sisyansroro konrpoio six 21.06.2023 Ne 1826/2.

3a pesyneTaTaMM HEpXaBHOTO KOHTPONIO BCTAHOBJEHO, IO IKAPCHKHH 3aci6 BBeseHO B Vxpainy 3
AOTPUMAHHAM Bumor 3aK0HOTABCTBA MOAO 3a0e3MEYeHHS SKOCTI MKapCHKHX 3aC06iB.

Ipuua HAJ]AMAP
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7 CERTIFICATE OF ANALYSIS
v CEPTUDIKAT AHAJII3Y
b

Country of manufacturing Germany

Product name: Nispazm Forte
HeprraBa-gipoduuk Hineuuria

Haiivenysanna npoayxuii: Hicnasy ®opre®

Importing country: Ukraine
Heprasa-iMnoprep: Yipaiva

Ident-No / Inenrudpirauifinmit nosep:
23085581

Article-code/Kon aptukysy:
V100667

1 tablet contains 80 mg drotaverin HCI
I TaGnetxka micTts: 80 Mr ApoTaBepHHy riIpoXa0pHILy

Strength / activity
Cuna ait/akTHBHICTD

Film-coated tablet 80 mg
TabNeTKH, BKPUTI MIIBKOBOIO 060/10HKOI0, 110 80 M

Dosage Form
Jlikapcbka opma

10 tablets in blister, 2 blister in carton box
no 10 Tabaerok y 6aictepi: no 2 Gnictepu B kapromuiii Kopodui

Package size and type
Posmip Ta Tun naxysaxma

UA/15658/01/01
No UA/15658/01/01

Number of Registration Certificate
Howmep peectpauifinoro nocsiaveHHs

Batch number: / Homep cepii: 230310 Batch size (pes.): / Posmip cepii (wt.) 47520

Manufacturing date: [lata BupoBuiursa: Expiry date:/ [lata 3akiHueHHs TepMiHy NpHIaTHOCTI:
03/2023 03/2028

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

HaitveryBars Ta Mice3HANOL/KEHHS AiMbHALL 3 BHPOGHHLTBA: MiGe TMOX ApuHaiimitrens, MioHxeHepiitpacce
15, Bpena, Cakconisi-AHxansT, 06796, HivMeuuuna ‘

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Homep niuensii ainbunui 3 BupoGunursa. Ne DE_ST 0 I_MIA_2023 00035

Certificate GMP. No. DE_ST_01_GMP_2023_0012

Ceprudirar pianopigocti GMP Ne DE ST 01 GMP 2023 0012

Tests Method Specification Result
[Mokasuk Metonn KoHTpomo Jomyetnmi meki Pesyabtar
Appearance visual test round, yellow, biconvex, coated, complies
Onie Bi3yasbHo double sided break mark Binnogizae

KpYTai KOBTi 1BOOMY Kl TabAeTKIl,
BKPHTI 060710k

Tablet diameter vernier caliper 9,1 mm

Hiamerp Tadaerku BIMIPIOBaHHsI 9,1 Myt
WTAHTEHLLHPKY JIeM

Tablet thickness vernier caliper 4,0 mm

TosuurHa TabneTkn BIIMIpIOBAHHS 4,0 mym
LITAaHTe HLITPRY JIeM

Hardness Ph.Eur. 2,9.8 122N

Crifikicts 10 Ph.Eur. 2.9.8 122 H

pa3zaaBioBaHHs

Prepared and checked by: Liudmyla Maistrenko Approved by: Alice Kellner

signature =ik signature W(W
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Average mass

Cepents Maca

Loss on drying

Brpara npi Bucy tyBadni
Friability

CrupaHicTs

Uniformity of mass

OuanopianicTs Maci

Identity
[nenrndirauis
Drotaverin HCI
HpoTtasepiny
rizpoxaopuay

Iron oxide

3aniza okciHa
Quinolin yellow
XiHONHOBUIT KOBTHIT

Related substances
componens of drotaverin
HCl

CynpoBinHi IOMiLIKH
KOMIOHEHTH APOTABEPHHY
rizxpoxmaopiiLy

weighing
3BAKYBAHHSA
Ph.Enr.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. 2.9.5

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

colour reaction

KOJIBOPOBA peakLiis

TLC
TCX

Ph.Eur. 2.2.29, HPLC

Ph.Eur. 2.2.29. BEPX

Master CoA sheet VIO0667

248 mg=5%

248 Mr£ 5%

<6 %

<6 %

<1 %

<19%

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

He GinbLue 2 1adaeTok 3 BiAXIUIEHHAM
Bia cepenHbol Mach Ha Ginbuie, Hik
7.5 %, KOAHOTO BIANIUIEHHA HA Oinblue,
HiK 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

Yac yTpiMyBaHHS OCHOBHIX MiKiB Ha
XpomaTtorpanmax BHMpOGYBalIbHOIO Ta
CTAHAAPTHOTO PO3YITHIB MOBHHHI
crniBnazary

MakcumanbHa noBkiHa Y d-xsiui
OCHOBHHX MiKiB Ha Xpomarorpamax
BHNPOOYBATBHOIO Ta CTAHIAPTHOIO
PO34MHiB NOBHHHI cRiBNazartH

Positive reaction

[To3uTHBHA peaxuis

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

Beanuiua Rf ta konip ocHoBHOT niamn
BINPOGYBATLHOTO 3pa3ka NOBHHHI
BIZMOBIAATH TAKHM CTAHAAPTHOTO

3paska
R2 <05 %
R2 <0.5%
single unknown impurity <02 %
ONHHIUHOT HeBinoMOT <02 %
JOMILLKI

Perparin (Impurity RRT  <0,2 %
1.07 RF 2.3) <0.2%
nepnaphs (aomiwka RRT

1.07 RF 2.3)

Perparaldin (Impurity <0,2 %
RRT 1.60 RF 2.3) <02%

[lepnapanans (roMitixa
1.60 RF 2.3)
[ unknown impurities <1,0 %

J ’fyaul? in + perparaldin < 1.0%
. Hroy\ a:@ HIUHIN HEBIOMHX
© nonjwax - neprapit
AIH
urities <1L,5%

249 mg
249 mr
4%
4%

0 %

0%
complies

Bianosizae

complies

Bianopizac

complies
Biarnosinae
complies

BiAMNOBiNA€E

0,10 %

0,10 %

VU (RRT 0,80)
0,06%

VU (RRT 0.80)
0,06%

< 0,05 %
<0.05 %

<0,05 %
<0,05 %

0,06 %
0.06 %

0,16 %

&

O
Prepared and checked by: Liudmyla Maistrenko \\97
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3arajibHa cyMa A0Millok <1,5%  0.16%
Assay
KinbkicHe Bi3HaueHHS
Drotaverin HCI Ph.Eur. 2.2.29, HPLC 76 — 84 mg/tabl 83 mg/tabl
JporasepiHy Ph.Eur. 2.2.29, BEPX 76 — 84 mr/Tadn 83 Mmr/rada
rinpoxnopiLty
Dissolution Ph.Eur. 2.9.3 not less than 80 % (Q) nominal - 101 %
quantity drotaverin HCl by 15 min
Po3uyHeHHA Ph.Eur. 2.9.3 He menuwe 80 % (Q) HoMiHabHOT 101 %
KiNbKOCTI ApOTaBEPHHY riApOXIOpIHY
vepes 15 xB
MICROBIAL PURITY* Ph. Eur. 5.1.4,2.6.12, 2. 6 13 total number of aerobicmicroorganism complies
MikpoGionoriuua wicrora* Ph.Eur. 5.1.4,2.6.12.2.6.1 (TAMC): no more than 10°CFU / g
total number of yeast and mold fungi
(TYMC): no more than 10 CFU / g
Escherichia coli: absencein 1 g
3arasbHa KiIbKiCTh aepoOHIX Bianopinae
Mmikpoopratismis (TAMC): He Ginbue ’
105 KYO/r
3arabHa KilbKicTh APIKIKOBIIX Ta
mecHesux rpudis (TYMC): He Ginbure
10*KYO/r
Escherichia coli: giacytHictoy 1 1
Package
Vnakoska
Batch-description PV-Q-001 the batch-description of the batch bulk no.
Oniie cepif package is complied with the 230310
batch-documentation Hedacoana cepis:
Oniic cepil Ha yrakoBUi BiAnoBinae 230310
HOKyMeHTauil Ha cepito
Description of shelf life PV-Q-001 description of shelf life is complied complies
Oniic Tepariny 30epiranus with the batch-documentation BimnoBinae
Oniic Tepminy 30epiranus Biarnosizae
JOKYMeHTaLii Ha cepito
Fill quantity FertigPackV 20 tablets complies
Kinekictb npenapary 20 TadneTKoK BiAMOBigAE
B yrakostu
Comments not applicable
Komenrapi HE 3ACTOCOBYETHCS

* The tests are carried out at the beginning and at the end of the shelf life.
* BinpoGy BaHHA MPOBOASTLCA HA NOYATKY TA B KiHUI TepAity NPHIATIOCTI,

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

ipHoio Ta Tounoro. Lo cepiio npoxnykuii 6ysio
SQHTPOJIB 11 IKOCTI Ha BHLE3a3HaAUeHIH ALTbHULI Y

LI1n g 3acBiauylo. Lo HaBeaeHa BHule itdopMaLis € 10¢
Bupoomno (m\:uoq"uoqu naky BaHH}I/\IapI\V Bamm)

10 cueuu(bn\al.nu. 1O MiCTATBCS ptECTpﬂU.IH A 4
JiKapepkoro 3acody. [poTokoaH BHPOOHHLT Ky Ryl a aHaNwBm\Dyso neperisHyTo Ta BCTAHOBIEHO

Prepared and checked by: Liudmyla Maistrenko \\‘,h m

signature B
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