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CERTIFICATE OF ANALYSIS
_- . CEPTHOIKAT AHAJAIZY
mibesGmbH.
Arzoeimtel.
Product name: Niﬁpm Forte . o ?mﬁ%‘:’ﬂf ;?ﬂfﬂgﬂﬁﬂgﬁmgﬂf - *
Haitvenysarsa it Hicnass®™ dopre SEREBR-BUPODHHUE TiMe 1A ,
B TIPOAYKLL op lmpaﬁmg conntry: Ukraine .
e o o Hepmaa-tmnomp Vipaisa |
Article-code/Kon apraryny: " Ydent-No / Inesrrudivanifinuii HORMED, |
L Vi0449 20610841 00
" Strength / activity "1 tablet contains 30 mg drotaverin HCI :
 Cuna piVfaxremuicts « }rabnerra MicTaTs: 89 M ﬁpﬁraaep;m}f rmgauopagy |
Dusage Form i!‘:lm-cnated tablet 80 mg
_Jlikapenka Gopua , TabpeTin, BRpHTI MIBKOBOIO 00OIOHKOIO 10 80 Mr o
" Package size and type " 10 tablets in blister, 2 blister in carton box o
 Poswip yatun makyeanna | no 10 TaGnevox y Gaicrept: no 2 GiricTepy y KapTOHHI ynaxosii 1:
" Number of Reg:stratxan Cemﬁcaie UA/5658/01/01 :
. Homep peecrpantilisoro nocpinuenus _ NeUA/IS6S8/0LI01
Batch namber: / Homep cepit: 200201 " Bateh size {pes.): { Poswmip cepii (u:r} 36030
Manafactuﬁng date: Jara BUPGOHINTEA: . Expiry date:/ Jlara zaxinuenus TepMiny APUAATHOCTE -
[ 022020 | 02/2025 i

" Namie and !mtmn mannfaﬁtnnng site: mibe GmbH Ame:m:tte!, Muenzhener Strasse 1:3, Bm&na_{f
Sachsen-Anhalt, 06796, Germany | | "
Halimenynanss  Ta  micuesmaxomxeuns nincumni 3 supoBmmursa;  Mife ImBX Apisalivitrens, ¢
Miouxeneptutpacee 15, Bpena, Caxconis-AuxansT, 06796, Himeusma Rt
Number of manufacturing authorisation. No. DE_ST " 01_MIA_2018 00032 018 0019
Howmep nitiensis Ainsiwg 3 supoSuuursa. Ne DE_ST_01_MIA 2018 0003
Certificate GMFP, No. DE_ST 01_GMP 2018 &m

_Ceprudikar sizmosiasoeri GMP Nﬂ DE ST 01_GMP 2018 0019

. . — L cme -

Tests Method " Specification

Tloxasuux Meroan sonTpomo __ Honycrnsi; mza
Appearance visual test round, yeliow, biconvex, coated,
Onie BIIYRALHO double sided break mark

kpyrhi swosTi ABconyxai Tabneriiy {5,
BEpIT] 000R0KKOI, 3 PO3ROAINLY fiic ~

prckow0 3 0box cropin

“Tablet diamster vernier caliper 88 mm-9%2 mm

Hiamerp rabnerks BitdipORaHAA BB —~22 vy

o TBHrEHLINpKy HieN

Tablet thickness vernler caliper 37mm-4,2 mm

“Toptsina TAGneTRY BUMIPIOBARNE 3.7 MM — 4.2 Mm
WTARFEHLUIPRYAEN R

Harduess Ph.Fur.2.9.8 40-136 N

Cridixiers qo Ph.Eur,2.9.8 401304
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Average piass
Cepepndg masa
Disiniegration
Poznagating
Loss on drying

Brpavanpu BUCYINYEARAL

Friability
Crapanicre
Hniformity af mass

OnvopinHicTs MacH

tdentity
Incamndixanis
Drotaverin HCL
SpoTascprRY
rinpoxnopHny.

tronoxde_
3anian OKCRA

Ouinolin yellow
Kiuonigonsil sonrail

Related substances

componens of drotaverin

‘Cynposizsi noyEaR

JAn, ¥

KOMTOHSHTH FpTans e

‘weighing
3pEIKYBaiH
Ph.Ear. 2.0
Ph.ﬁlﬂ'. 281 .
Ph.Eur.2.2.32
?l'l‘Eﬂr- 2.2;32
PrEur.29.7
fPh.‘E_'l!i‘;' 287

PhEur. 2935

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

colour reaction
KONLOPOBA PeaKrLin
TLC
TCX

Ph.Eur. 2.2.29, HPLC

Master Cof sheet ViD0ad0

248 mp 5%

248urx5%

<i5minin ;0

<iSxaypoai

<6%

<6Y%

<i%

st% )
Nat more than 2 tablets deviate from
average mass by wore than 7,5 %,
nen deviates by more than 15%

He Sinte 2 7a60TOR 3 BiOXRASHHAM
sig cepennsol Macy v Dinbwe, HiK
7.5 %, :onHoro BiaxwieHws Ha Ginbue,
Him 15 %

The samiple principal peak has the'
same retention time as the standard
priacipal peak
The UV lambda max of the sample
principal peaak corresponds to the UV
fambda max of the standard principal
peak
Hac yTpUAYBAHHA OCHOBRUX TKIE Ha
xpomarorpamax pinpobysansHore Ta.
CTERARPTHOTO POIMIHIB ORHHE]
coisnaaTH )
Maxenvansaa opRiis Vo-xauni
GCHORHUN, HIKIE HA XPOMATOIPAMAN
BUMEpOGYRAALHOIG T CTAHAAPTHOID
posuuKiB ROBAHHI cRiBnonwTH
‘Pasitive reaction
TIo3UTHBRE PEAKILE
‘The sample principal Spot has the
same Rf-value and celour as the
standard spot
Bemmnng RE 1A KOnip OCHOBHOT taaMi
sHnpoGyRARLHOTO $pasKa NoBHHH
aiznoRipETH TARNM CTABAAPTHOND
3paska L
R2 <05 %
single unkpown impurity <S02%
ORRHNYHOT HABIROMOT <5,2%
HONRDKH
Perparin (Impurity RRT
187 RF 2.3y
‘nepnapun (soMiwka RRT
1.07 RF 2.3}
Perparaldin {Jmpurity
RRT .60 RF 2.3)
Flepnapaniuy (hoMilika
RRT 1,60 RF 2.3) o o
sum of unknown impirities 1,0 %
+ perparin + perparaidin
CyMA OIIHMMBIN HEBIIOMIK
ACMIMON + REPUAPIE
-+ [IepRapaiAy

202%
202%

<02%

248 mg/ mr

14 min 65
32551303

4%

0%

complies
‘gigmosinac

complies
$ian0BiRERE.

complies
gianiosigac
complies

8,26 %

RRT&, s 8,12 %
RRT 0,88: 0,05 %

= 0,08 %

<0,05%
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Page3ofa ” Master CoA sheat VIOD429

total impurities: =1,5% 043%
“zaranbid CyMa ReMINIoK <l8%
Assay
Kinsiione mssites o
Dretaverin HCI PR.EuY. 2.2.29, HPLC 76 - 84 mgltabi 7% mgitabl
Nporasepuny Ph.Eur, 22.29, BEPX 76 - 84 mr/rabn seriTebn
riipoxnopiny o
Dissolution Ph.Eur. 2.8.3 uot less than 36 %6 {Q) nominal 48 %
| guantity drotaverin HCI by 15 min
PosuunenHs PREur 2353 He wenwme 30 % (Q) nominansuol
RUILROCT] ApoTasspiny riapoxmopuay
o wepes 15 xe N
MICROBIAL PURITY* Ph.Eur. 5.1.4,26.12,2.6.13  tolal number of aerobicmicroorganism ™
MikpoGioaoriuga sucrora® Ph.EDRS5.1.4,26.1226.13  {TAMC): no more than I0°CFU / g <258 CFU/z
total number of yenst and mold fungi  KYOrIr
(TYMC): no more than Y* CFU /g <18 CFU/s
Escherichia coliz absencein I p K¥Ormr
SAranbHe Kinsricrs aepofaux absJl g
mikpoopratiavia (TAMC): e Ginsaze sigc/] v
WKYOr
‘3aransHg sNLRICTE ApIARAHOBUN T8
nnecHesHy rpubie {TYMC): ne Ginsie:
10°KYOIr
... Escherichia colit BiACATHICTE L 1 7

b

Package

Yraxosra.

Bateh-description PV-Q001 the batch-description of the ‘hatch butk no. -

Onue cepif ‘package is complied with the ‘Hedacosana cepin:
batch-documeéntation. 200261 |
Onic cepii ua ymarosull slagorinac

L o  ROKYMEHTaniy Ka cepito ) |

Deseription of shelf life | PY.Q-00t deseription of shelf life is complied camplics

Oniitc TepMiny 36epiranns ‘with the batch-decumentation ‘gignoBinae
Onsic Tepasity 3bepirarus sinnosioae

» o A0KyMeHTaT Hil cepio:

Filt guantity FertigPacky 20 tablets complies

Kinsxicrs npenapaty 20 ra@reTROK BignoBinge

B ynakonLli -

Comments not applicable:

Komenrapi HE J8CTOCOBYETHCS
¥ The tests are earrled out at the beginning and at the end of the shelf life.
* Bunpobynaitia npOBORRTEESS Ha NONSTRY 18 B kingi Yepuis: nprassoci

We confirm,

that this batch of product has beon fabricated/manulactared, including packaging and quality control at the
‘above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority, and
‘with the release specifications included in the Marketing Authorization of the importing country and given by
‘the customer. The contral of the packaging process meets the requirements.

‘The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP. |
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My mnmegwemm

i 133 cepin npenapaty Byna BiroToBREHE I NpoHUINE Hamponb YOKOBKH T4 KOHTPONE AKOCT] HE BEIE3rafIgHoMy
nmﬁpaemm: 3 noBHUM AoTpIManiaM samor HBIY, npea’sunenix micnesisn PEryRATOPHENMH OPIaHaMH BNaz,
Crenudikanii BUnycKy npenapaty arkniouehi 40 Pee*cmazzzanom NIOCRIANSHEA KPATEH-IMNTOPTEA T Haom
samosiuKon, KOouTposis 3a NPOUECOM YRAROBKY BIRAIOBINAE BUNOTAN.

3eire 3 ohpobi, yraxosk | aganizie cepit  Syns riepernsuyrl | BUIHANT TAKAMY, 110 BIANOBIRAIOTE NPRBLANEN

HBIL.
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