Dr. Pfleger

ARZNEIMITTEL

P

CEPTUDPUKAT KAYECTBA

CERTIFICATE OF QUALITY

HanmenoBanne ToBapa/ Product name:

Cna3zmekc®, Ta01eTKH, MOKPLITbIE

NJICHOYHOH 000J109K0i 30 Mr

Spasmex® 30 mg film-coated tablets

HWmnoprep/Importer:

ITPO.ME/I. Ilpara a.o, Yeuckas Pecny6iuka

Homep nuuenszun/ License number:

DE BY 05 MIA_ 2025 0035/55.2-2678.2-5-
184-18

Cepust ToBapa Ne./ Product batch no.: 893810425
Ynakoska/ Packaging: 30 Taba
Jara npousBoactBa/ Date of manufacture: 04.2025
Cpox roguoctn/ Shelf life: . 104.2030

Jla6opaTopublii anann3 Ne./ Laboratory analysis
no.:

30000050006; 30000050159

-| MaTa/ Date: 07.2025
MHH/ INN: Trospium chloride

HasBanne ¢papm. cyocranunu/ API name:

Tpocnus xyiopun

IIpousBoauTens gpapm. cyocranunn/ API
manufacturer:

Siegfried St. Vulbas SAS, France

Cepus dapm. cyocrannuu / API batch no:

87476

IloxazaTenn

Hopmsi PesynbTaThl

AHAJIH3a

Onucanue
MOKPBITHIE TUICH

PUCKOM C OTHOM

prI‘IILIe, ABOSIKOBBIITYKJIBIE Ta6JIeTKH,

noytu 6enoro uBeTa, ¢ ryooKok

COOTBETCTBYET
04HOM 000JI04KOMU

CTOPOHBI.

HopanmanocTn
BOXX

pacTBopa

-

Bpemst yepKuBaHHs OCHOBHOTO IHKa
Ha XpOMaTorpaMMe UCIIBITYeMOro
pacTBOpa JOJDKHO COOTBETCTBOBATH
BPEMEHH yIepXKUBAHUSA OCHOBHOTO MUKa
Ha XpoMarorpaMMe CTaHIapTHOrO

COOTBETCTBYET

OaHopoaHOCTH MacChl

259,6 Mr£ 5 % (246,6 —272,6 mr)
18/20 Tabn. — He bonee = 5 %
2/20 Tabmn. — He 6onee £ 10 %

257.7 mMr
COOTBETCTBYET
COOTBETCTBYET

Pacnagaemocthb

He 6onee 10 Muu

6 MUH 2 cex.

PactBopenne
B32XX

He menee 80 % (Q) Tpocrus xsiopuaa
OT HOMHMHAJIBHOTO coAepkaHus yepes 10
MHH
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Poacreennbie npumMecH

YKa3bIBaIOT:

- TOProBO€ Ha3BaHHUE MpernapaTa ¢
IpeaynpeaUTeNbHON MapKUpOBKOH ®,
- MeXXIYHapOAHOE HEMaTeHTOBaHHOE
HaUMEHOBaHHE,

- IO3UPOBKY,

- IEKapCTBEHHYIO (opMy,

- KOJIMYECTBO TabJIETOK,

- HOMEDp CepHH,

- CPOK F'OJIHOCTH,

- JIOTOTHII BJ1afiebLia
perucTpaLoHHOrO yA0CTOBEpeHHUs (Ha
aHTJTUHACKOM SI3BIKE).

Ha xapmonnou nauxe Ha pyccKOM
A3bIKE YKa3bIBAKOT:

GeH3uIoBas KucioTa - He 6onee 0,3 % 0.0 %
B32XX
€IMHUYHAs HeUAECHTU(PULIUPOBAHHAS
npumecs - He 6onee 0,2 % 0.0 %
CyMMa HeUJeHTUPULMPOBAHHBIX
npumeceit - ve 6onee 0,5 % 0.0 %
cyMMa Bcex npumeceit - He 6onee 0,8 % | 0.0 %
Mupo6uosioruyeckasi YHCTOTA
- o01iee YKco a3poOHBIX e Gostee 10° KOE/r <10 KOE/r
MHUKPOOPraHU3MOB
- oblLiee Yyrcno Apoxokei u rpubos | He Gosee 102 KOE/r <10 KOE/r
- EscherichiacoliB 1 r OTCYTCTBYET OTCYTCTBYET
KoanuecrBeHHOe onpenesieHne 28,5-31,5mr 29.3 mr
B3OXX
YnakoBka ITo 10 Tabnetok B 6mucTepe u3 COOTBETCTBYET
IIBX/antomunueBoi ¢onbr. Ilo 10 Tabnerok B
ITo 3 GnucTepa BMecTe ¢ MHCTpYKLMeH | Giucrepe u3
1O MPUMEHEHHIO MOMEILAIOT B [IBX/amomMuHueBoi
KapTOHHYIO ayKy ¢ nepdopauuei ¢donbry.
MecTa BCKpBITHA ¥ gononHuTenbHeIMH | [To 3 Gnucrepa
KJ1araHaMHM 715t KOHTPOJIS IIepPBOro BMeCTe C
BCKPBITHS. HUHCTPYKLHEH 110
NPUMEHEHHIO B
KapTOHHOH nayke ¢
nepdopauueit Mecra
BCKPBITHA
JONOJIHUTENbHBIMH
KJ1ariaHaMu JUTst
KOHTPOJISl IEPBOro
BCKPBITHS.
MapxkunpoBka Ha 6nucmepe Ha pycckoM f3bIKe CootBeTcTBYyET

Ha 6nucmepe na
PYCCKOM SI3BIKE:

- TOProBO€ Ha3BaHUe
npemnaparta ¢
npeaynpeIuTebHOM
MapKHpOBKoH ®,

- MEXIYHapOoIHOe
HETaTeHTOBaHHOE
HaUMEHOBaHHe,

- JO3UPOBKa,

- IeKapCTBEHHASA
opma,

- KOJIMYECTBO
TabJIETOK,

- HOMEp CEepHH,

Dr. Pfleger Arzneimittel GmbH
Dr.-Robert-Pfleger-StraBe 12
96052 Bamberg

Tel.: +49 (0) 9516043 - 0
Fax: +49 (0) 9516043 - 29
info@dr-pfleger.de
www.dr-pfleger.de

HypoVereinsbank Bamberg

IBAN: DE36 7702 0070 0002 5443 42
BIC: HYVEDEMM4M

UID-Nr. DE132269557

Ralf Will

Geschaftsfuhrer:

Crpauuua 2 u3 8

Verwaltungsratsvorsitzender:
Josef Ahmann

Amtsgericht Bamberg

HRB 115




Dr. Pfleger

ARZNEIMITTEL

- TOProBOe Ha3BaHUE MperapaTa ¢
npenynpeaIuTebHOH MapKUPOBKOH ®),
- MEXIYHapOJHOE HENATEHTOBAHHOE
HavMeHOBaHue,

- I03UPOBKY,

- HAMEHOBAHHUE JIEHCTBYIOLIErO
BELIECTBA U €ro cofepxaHue B |
TabJeTKe,

- IeKapCTBEHHYIO GhopMY,

- KOJIMYECTBO TalJIeTOK,

- IepeveHb BCIIOMOTaTebHBIX BELIECTB,
- mpegynpeauTeNbHble Haanucu: «He
NPUMEHSTH 110 UCTEYEHUH CPOKa
rogHoCTU!», « XpaHUTb B HEAOCTYITHOM
ans peteit Mecte!», ‘ '
- criocob mpumeHeHus: « s npuema
BHYTpb!»,

- YCTIOBUS OTITyCKa,

- YCJIOBHS XPaHEHMS,

- HOMEp perucTpaliMOHHOrO
YAOCTOBEPEHHA,

- HAUMEHOBAHUE U afpec
npoussoauTens (XyOaupyroTcs Ha
AHTJIMACKOM SI3BIKE),

- «Jlepxarenb perucTpalMOHHOTO
YAOCTOBEpPEHHUS:» (HaAIIUCh
nyOnupyercs Ha

Ha aHTTIHICKOM S3bIKE), HAUMEHOBAHHUE
BlIafeNnbLa

PErUCTPALIHOHHOIO YAOCTOBEPEHUH,

- JIOTOTHUII BJIaAesbIa
PEerucTpaLlMOHHOIO YAOCTOBepEeHUs (Ha
aHITMHACKOM SI3BIKE),

- LUTPUX-KOZ;

- hapmaxon(sl);

- «Cepus:»;

- «'open no: ».

JIOMOTHUTENIEHO MOXKET YKa3bIBaThCA
UH(pOpMALMS 11T MOHUTOPHHTa
JIBIDKEHHS JIEKaPCTBEHHOIO TIpernapara
OT MPOU3BOAUTES 10 KOHEUHOTO
notpeduTens.

- CPOK FOJHOCTH,

- JIOTOTHII BjaAesbLa
PErucTpaLMOHHOrO
yAOCTOBepeHus (Ha
AHTJIMACKOM S3BIKE).
Ha xapmonmnoii
nayxe Ha pyccKoM
S3BIKE:

- TOProBO€ Ha3BaHUe
npenapara c
npeAynpeIuTebHOM
MapKUpOBKOH ®,

- ME&XIYHapoIHOe
HEMaTeHTOBAHHOE
HauMEHOBaHUe,

- IO3MPOBKa,

- HAUMEHOBaHHE
JIENCTBYIOLLEro
BELLECTBA U €ro
coaepxanue B 1
Tabnerke,

- IeKapCTBeHHAs
hopma,

- KOJINYECTBO
TabJIETOK,

- Iepe4veHb
BCIIOMOTaTebHBIX
BELUECTB,
npeaynpeauTeNsHbIe
Haanucu: «He
MIPUMEHSATH I10
HCTEUEHHUH CpOKa
FOHOCTH!»,
«XpaHuTh B
HEZOCTYTIHOM JJIst
Jetei MmecTe!»,

- coco6
ripuMeHeHus: « /s
npuema BHYTpPb!»,

- YCIIOBHSA OTITyCKa,

- YCJIOBUS XpaHEHMUs,

Ha BTOpHYHYIO yNakoBKY MOTYT OBITh - HOMep

HaHeCceHbl KOZbl THITOrpaduwu, PEerucTpaLOHHOrO

MECTOIMOJIONKEHHE KOTOPBIX MOXKET YIOCTOBEPEHHS, -

MEHSTBCS. - HAUMEHOBaHHUE U
azpec
NPOU3BOJMTENS
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(mybnupyrotcs Ha
AHTJIMICKOM S3BIKE),
- «[epxarens
PErucTpallMOHHOTO
YIOCTOBEPEHMS:»
(HagmmUCh
ny6nupyertcs Ha

Ha aHIJIMHCKOM
A3BIKE),
HaUMEHOBaHHe
BJIazieNbLa
perucTpaLHOHHOTO
YIOCTOBEPEHHH,

- JIOFOTHII BNajenbla
PEruCTPalUOHHOTO
yAocToBepeHHs (Ha
AHTJIMIACKOM A3BIKE),
- IUTPUX-KOJ;

- (hapmakon(bl);

- «Cepus:»;

- «'omeH mo: ».
JomnonHuTensHo
yKa3Ha HHpopMaLus
JUI. MOHUTOPUHTa

- ABHOKCHHAA

JeKapCTBEHHOTO
npemnapara ot
MPOU3BOAMTENS IO
KOHEYHOTO
noTpeduTens.

Ha Bropuunyto
YIaKOBKY HaHECEHBI

KOJpI TUIOrpaduu.
XpaHeHue [Tpu Temnepatype He Boile 25 °C COOTBETCTBYET
Cpox rogHocTH 5 et 5 net (10 04.2030)
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-

following information in Russian:

Tests Specifications Analysis results
Appearance Off white, round, biconvex film-coated | Conforms
tablets, deep score line on one side.
Identification The retention time of the main peak in | Conforms
HPLC the chromatogram of the test solution
should correspond to the retention time
of the main peak in the chromatogram
of the reference solution
Uniformity of mass 259.6 mg £ 5 % (246.6 — 272.6 mg) 257.7 mg
18/20 tabl - NMT + 5 % Conforms
2/20 tabl —-NMT £ 10 % Conforms
Disintegration NMT 10 min 6min2s
Dissolution NLT 80% (Q) after 10 min not tested
HPLC
(on every 10" batch or at least
once a year)
Related substances benzilic acid — NMT 0.3 % 0.0 %
HPLC - '
individual unspecified impurity —- NMT
0.2 % 0.0 %
total unspecified impurities - NMT
0.5% 0.0 %
total impurities - NMT 0.8 % 0.0 %
Microbiological quality
(on every 10" batch or at least
once a year)
- total aerobic microbial count NMT 10° CFU/g <10 CFU/g
- total yeasts and molds count NMT 10? CFU/g <10 CFU/g
- Escherichiacoliin 1 g absent absent
Assay 28.5-31.5mg 29.3mg
HPLC ,
Packaging 10 tablets in a PVC/aluminium foil Conforms
blister. 10 tablets in a
3 blisters with the package leaflet in a PVC/aluminium foil
carton with a perforation of the opening | blister.
site and additional valves to ensure 3 blisters with the
tamper evidence. package leaflet in a
carton with a
perforation of the
opening site and
additional valves to
ensure tamper
evidence.
Labeling The blister should contain the Conforms
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- trade name of the product with the
trade mark sign ®,

- international non-proprietary name,

- strength,

- dosage form,

- amount of tablets,

- batch number,

- shelf life,

- logo of the marketing authorisation
holder (in English).

The carton should contain the
following information in Russian:

- trade name of the product with the
trade mark sign ®,

- international non-proprietary name,

- strength,

- name and content of the active
ingredient per 1 tablet,

- dosage form,

- amount of tablets,

- list of excipients,

- warnings: “Do not use after the expiry
date!”, “Keep out of the reach of
children!”,

- method of administration: “For oral
administration!”,

- marketing status,

- storage conditions,

- marketing authorisation number,

- name and address of the manufacturer
(duplicate in English),

- “Marketing authorisation holder:” (the
inscription is duplicated in English), the
name of the

marketing authorisation holder,

-.logo of the

marketing authorisation holder (in
English),

- barcode,

- pharmacode(s),

- “Batch:”,

- “Expiry date:”.

Information for the drug product
movement tracking from the
manufacturer to the final consumer may

‘be specified additionally.

The blister contains
the following
information in
Russian:

- trade name of the
product with the trade
mark sign ®,

- international non-
proprietary name,

- strength,

- dosage form,

- amount of tablets,

- batch number,
-'shelf life,

- logo of the marketing
authorisation holder
(in English).

The carton contains
the following
information in
Russian:

- trade name of the
product with the trade
mark sign ®,

- international non-
proprietary name,

- strength,

- name and content of
the active ingredient
per | tablet,

- dosage form,

- amount of tablets,

- list of excipients,

- warnings: “Do not
use after the expiry
date!”, “Keep out of
the reach of children!”,
- method of
administration: “For
oral administration!”,
- marketing status,

- storage conditions,

- marketing
authorisation number,
- name and address of
the manufacturer
(duplicate in English),
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Secondary packaging may be marked
with printer codes, the location of
which may vary.

- “Marketing
authorisation holder:”
(the inscription is
duplicated in English),
the name of the
marketing
authorisation holder,

- logo of the
marketing
authorisation holder
(in English),

- barcode,

- pharmacode(s),

- “Batch:”,

- “Expiry date:”.
Information for the
drug product
movement tracking
from the manufacturer
to the final consumer
is specified
additionally.
Secondary packaging
is marked with printer
codes.

Storage At temperature not exceeding 25 °C Conforms
Shelf life 5 years S years (up to
04.2030)

Pe3yabTaT 12a60paTOpHOro aHA/IM3A: COITIACHO CreLM(UKALUN

Laboratory test result: according to specification
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Ananus evinonuen no JIII-No(007599)-(PI'-RU).
The analysis was carried out in accordance with LP-No(007599)-RG-RU.

Bamberg, 2025-07-24

Hoanuce/ Signature
PykoBoauTens oTaesa KOHTPO/IS KayecTBa/
Head of Quality Control
; Hp. llpnerep Apunaitmurrens ['M6X / Dr.
Pfleger Arzneimittel GmbH

Crpaunua 8 us 8

Dr. Pfleger Arzneimittel GmbH Tel.: +49 (0) 9516043 - 0 HypoVereinsbank Bamberg Geschaftsfihrer: Verwaltungsratsvorsitzender:
Dr.-Robert-Pfleger-Strafle 12 Fax: +49 (0) 951 6043 - 29 IBAN: DE36 7702 0070 0002 5443 42 Ralf Will Josef Ahmann
96052 Bamberg info@dr-pfleger.de BIC: HYVEDEMMU411 Amtsgericht Bamberg

www.dr-pfleger.de UID-Nr. DE132269557 HRB 115



