!‘0 Dr. Pfleger

ARZNEIMITTEL

CEPTHU®UKAT KAYECTBA
"CERTIFICATE OF QUALITY
HaumenoBanue ToBapa/ Product name:
Cnazmekc®, TabeTku, 5 Mr
Spasmex® 5 mg tablets

HWmnoprep/ Importer: . ITPO.ME/I. Ipara a.o, Yemckas
; Pecny6iinka
Homep nunensuu/ License number: DE BY 05 MIA 2025 0031/55.2-
. 2678.2-5-184-7
Cepus ToBapa Ne./ Product batch no.: 893310325
Ynakoska/ Packaging: 30 Tabn
[larta npousBoactsa / Date of manufacture: 03.2025
Cpok rognoctu/ Shelf life: 03.2030
JlaGopaTopHblii anaim3 Ne./ Laboratory analysis no.: 30000049822 30000049967
Mata/ Date: 06.2025
MHH/ INN: Trospium chloride
HazBanue ¢papm. cy6cranmuun/ API name: Tpocmus xopun
IIponssoaurenn papm. cybcranuun/ API Siegfried St. Vulbas SAS, France
manufacturer:
Cepus papm. cy6cranmuu / API batch no: 86915
Iloka3zaTenn Hopmsi PesysibTaThl aHamsa
Onucanue Kpyrnsle, nBosikoBbimykisie Tabnetk, | COOTBETCTBYeT
, NOYTH OeJIoro LBeTa
MoaauHHOCTHL Bpewms ynepxusanus ocHoBHoro muka | CooTBeTcTBYeT
BOXX Ha XpOMaTOrpaMMe HCIBITyeMOro

pacTBOpa JODKHO COOTBETCTBOBATH
BPEMEHH yACp>KUBaAaHUA OCHOBHOT'O
ITHKa Ha XpoMaTorpaMMme CTaHJApTHOTIO

pacTBopa
Cpennsia macca u ognopognocts | 250,0 mr+ 5 % (237,5 —262,5 mr) 251,2 Mr
mo Macce 18/20 tabn. — He Gonee = 5 % CoorBetcTBYET

2/20 Tabn. — He 6onee = 10 % CootBercTBYET
Pacnmagaemoctn He 6onee 5 mun 1 MuH 45 cek.
PacrBopenne He menee 80 % (Q) tpocrnus xyiopuaa HE TPOBEPEHO
B2XX OT HOMMHAJIBHOTO COAEPMKAHUS Yepes

, 10 MuH

PoacrBenHble npuMecu GeH3HIOBas KUCIOTA - He Goee 0,3 % | 0,0 %
B2XX '

eIMHUYHAs HeUACHTU(DULMPOBAHHAS

npumecsk - He 6onee 0,2 % 0,0 %

CyMMa HeUIeHTUULMPOBAHHBIX

npumeceit - He 6onee 0,5 % 0,0 %
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YKa3bIBakOT:

- TOProBO€ Ha3BaHUeE IIpenapara ¢
NpeayNpeAUTENbHON MAPKUPOBKOH
®,

cyMMa Bcex rnpumeceii - He 6onee 0,8 0,0 %
% v
OnanopoaHOCTb 103HPOBAHHS Kpurepuit npuemnemoctut AV — He 2,9
6ouee 15,0
Mupo6uoornyeckas YHCTOTA
- of1iee 4nciIo a3poOHBIX ue 6onee 10° KOE/r <10 KOE/r
MHKpPOOpPTaHU3MOB
- o01ee YuCIo ApoXOKei u e 6onee 10?> KOE/r <10 KOE/r
rpuboB
- Escherichiacolis 1 r OTCYTCTBYET CotcyTtcTByeT
KoauyecrBensnoe . 4,75 - 5,25 mr 4,97 mr
onpeeeHue
BOXX
Ynakoska ITo 10 TabneToK MOMEIAT B CoOTBeTCTBYET .
onucrep u3 [IBX/amoMunueBoi ITo 10 Tabnerox B
¢donsru. 6mucrepe u3
ITo 3 GimcTepa BMecTE ¢ IIBX/amromunmIEBOM
HHCTPYKIHEHR 10 IIPUMEHEHHUIO ¢onsru.
MOMEIIAIOT B KAPTOHHYIO MAYKy € [To 3 6mmcrepa
nepdopanueit MmecTa BCKPBITHS U BMECTE C
JIOMOJIHUTEIBHBIMY KJIallaHaMU U | HHCTPYKLHEH 110
KOHTPOJIS IEPBOTO BCKPHITHA. TIPUMEHEHHIO B
KapTOHHO# ITavyKke ¢
nepdoparueit Mecta
BCKPBITHS U
JOTIOJTHUTEIbHBIMU
KJIaIlaHaMH JUIst
KOHTPOJIS TEPBOTO
BCKPBITHS.
MapkupoBka Ha 6aucmepe Ha pycCKOM S3bIKE CooteercTByeT

Ha 6aucmepe Ha
PYCCKOM SI3bIKE:

- TOPrOBOE Ha3BaHUE
npemnapara ¢

- MEXXIyHapOHOE IpeayIpeauTeasHOM

HEIATEHTOBaHHOE HAUMEHOBAHMUE, MapKUPOBKOHA ®,

- IO3UPOBKY, - MEXAYHapoaHOE

- IEKapCTBEHHYIO (hopMmy, HEMaTeHTOBaHHOE

- KOJIM9ECTBO TabNETOK, HalMEHOBaHHE,

- HOMEp CepuH, - IO3HPOBKa,

- CPOK I'OJTHOCTH, - JIEKapCTBEHHAs
(opma,
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- IOTOTHII BNaJeNblia
PETUCTPAIMOHHOTO YIOCTOBEPEHHUS
(Ha aHTTUHCKOM SI3BIKE).

Ha xapmonHoti nayke Ha pyccKoM
SI3BIKE YKa3bIBAIOT:

- TOPrOBOE Ha3BaHHeE Ipernapara ¢
IpeAyNpeIUTENEHON MapKUPOBKOH
®,

- MeXIyHapoaHOE
HEMATeHTOBaHHOE HaMMEHOBaHUE,
- IO3UPOBKY,

- HAUMEHOBaHUE JICMCTBYIOIIETO
BEHIECTBA U €ro coAepxaHue B 1
TalJIeTKe,

- IEKapCTBEHHYIO popMmy,

- KOJIMYECTBO Ta0JIETOK,

- IepeYeHb BCIIOMOTaTeIbHBIX
BEIIECTB,

- IpeAynpeIuTebHbIe HAIIHCH:
«He npuMeHATs 0 UCTEUEHUU
cpoxa rogHoctu!y, « XpaHuTh B
HEIOCTYIIHOM JUIsl ieTeit mecte!y,
- crtoco6 nmpuMeHeHus: « s
IIpueMa BHYTpb!»,

- YCIIOBHS OTIIYCKa,

- YCIIOBUS XpaHEHHUS,

- HOMEp PETUCTPAITHOHHOTO
YAOCTOBEPEHUS,

- HAUMEHOBAHHUE U aJIpec
IIPOM3BOAUTENS (IyOIMPYIOTCS Ha
aHTJITHICKOM SI3BIKE),

- «JlepKaTenb PErACTPAITHOHHOTO
YAOCTOBEpEHUS:» (HAAIHUCH
nyOnupyercs Ha

Ha aHTJIMHCKOM S3BIKE),
HauMEHOBAHUE BIajenbla
PETUCTPALIMOHHOTO yAOCTOBEPEHMS,
- JIOTOTHUII BIaJenblia
PETUCTPAIMOHHOTO YAOCTOBEPEHUS
(Ha aHTIUHACKOM SI3BIKE),

- HITPUX-KOJ;

- hapmakon(sl);

- «Cepust: »;

- «['omen go: »

- KOJIMYECTBO
TabJIETOK,

- HOMEp CEepHH,

- CPOK FOJTHOCTH,

- JIOTOTHUII
BIIaJIeTIbIIa
PETUCTPAHOHHOTO
yZAocTOBepeHus (Ha
AHTTIMICKOM SI3BIKE).
Ha xapmonnoii
nayxe Ha PyCCKOM
SI3BIKE:

- TOPrOBOE Ha3BaHHE
npemnapara ¢
NpeayIpeIUTENHHON
MapKUpPOBKOH ®,

- MEeXAyHapOIHOE
HENaTeHTOBaHHOE
HauMEHOBaHUE,

- TO3UPOBKA,

- HAUMEHOBaHHE
JEUCTBYIOILIErO
BEIIECTBA U €TI0
conepxanue B 1
TabJIETKE,

- IeKapCTBEHHAs
bopwma,

- KOJIUYECTBO
TabJIETOK,

- IepeYeHb
BCIIOMOTaTEIBHBIX
BEIIECTB,
IIpeynpeauTeTbHBIE
Haamucu: «He
MIPUMEHSATH 110
UCTEYECHHHU CPOKa
TOTHOCTH !,
«XpaHUTh B
HEJOCTYITHOM JUISt
Jetel MecTe!y,

- c11oco6
IIpUMEHEeRUs: « /s
IIpHEMa BHYTPB! »,
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JIOTIOTHUTENEHO MOXKET - YCIIOBHUS OTITyCKa,
yKa3bIBaThCs UHGOPMAIUS IS - YCIIOBHS XpaHEeHHS,
MOHUTOPHHIA IBUKEHHUS - HOMep
JIEKapCTBEHHOTO Tpenapara ot PETHCTPAIIHOHHOIO
IIPOM3BOTUTENS 10 KOHEYHOT'O yIOCTOBEpEHHUS,
noTpeduTes. - HAUMEHOBaHUE U
Ha BTOpHYHYIO YIaKOBKY MOTYT azapec

OBITH HaHECEHBI KOJIbI TUIIOTpaduM, | IPOM3BOAUTENS
MECTOMNOI0XEHUE KOTOPBIX MOXKET | (XyOnupyroTcs Ha
MEHSTBCAL. aHITIMHACKOM S3BIKE),
- «Jlepxarens
PETUCTPAlHOHHOTO
YIOCTOBEPEHHS )
(Hagmuch
IyOnupyercs Ha

Ha aHTJIUUCKOM
SI3BIKE),
HaNMEHOBaHUE
BJIaJIENbLIA
PETUCTPalMOHHOTO
YIOCTOBEPEHHUS,

- JIOTOTHUI
MEN Y ii¢]
PETHCTPAIMOHHOTO
yIOCTOBEpEHUS (Ha
aHITIMHCKOM SI3BIKE),
- IITPUX-KOI;

- hapmaxo(sl);

- «Cepus:»;

- «I"'omeH mo: »
JlonmonautensHO
yka3Ha uHopmanus
JUIS. MOHUTOPUHTA
JBYDKEHUS
JIEKapCTBEHHOI'0
mpemnapara oT
IIPOU3BOIUTENS 10
KOHEYHOI'0 '
noTpeduTes.

Ha Bropuunyio
YIaKOBKY HaHECEHEI
‘ KOJBI TUIIOrpaduu.
XpaHeHue ITpu Temneparype He Bbime 25 °C CootserctByer
Cpok rogaocTu 5 ner 5 net (mo 03.2030)
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Tests Specifications Analysis results
Appearance Off white, round, biconvex tablets Conforms
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
Average mass and uniformity of | 250.0 mg+ 5 % (237.5 — 262.5 mg) 251.2 mg
mass 18/20 tabl - NMT £ 5 % Conforms
2/20 tabl - NMT + 10 % Conforms
Disintegration NMT 5 min ! 1 min 45 s
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%
Uniformity of dosage units Acceptance value (AV) —NMT 15.0 2.9
Microbiological quality
(on every 10" batch or at least
once a year)
- total aerobic microbial count | NMT 10° CFU/g <10CFU/g
- total yeasts and molds count | NMT 10% CFU/g <10 CFU/g
- Escherichia coliin 1 g absent absent
Assay 4.75-525mg 497 mg
HPLC
Packaging 10 tablets in a PVC/aluminium foil | Conforms ]
blister. 10 tablets in a
3 blisters with the package leaflet in | PVC/aluminium foil
a carton with a perforation of the blister. .
opening site and additional valves to | 3 blisters with the
ensure tamper evidence. package leaflet in a
carton with a
perforation of the
opening site and
additional valves to
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ensure tamper
evidence.

Labeling

| - dosage form,

| - list of excipients,

The blister should contain 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 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,

- amount of tablets,

- 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),

Conforms

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 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!”,
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- barcode,

- pharmacode(s),

- “Batch:”,

- “Expiry date:”

Information for the drug product
movement tracking from the
manufacturer to the final consumer
may be specified additionally.-
Secondary packaging may be
marked with printer codes, the
location of which may vary.

- pharmacode(s),

- 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,

- “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 5 years (up to
03.2030)
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PesynbTaT 1a6opaTopHOro aHanm3a: COrflacHO CrelU(pUKAIUM

Laboratory test result: according to specification

Hacmoawum a noomeepiicoaro, 4mo npueedeHHaA evluie UHMOPMAYUA AGNACMCA
docmoseproil u mounoi. Ima cepus nPoOyKYUYU npou3eedena (6KNI0HaA YRAKOGKY
(MapKupoeKy) u KOHMPOIbL KA4eCmMea) HA GbIUIEYKA3AHHOU NPOU3E00CMEEHHOI NNOWAOKe
(n1owadkax) ¢ nonnom coomeemcmeuu c mpebosanuamu Ilpasun naonexcawieii
NpOU3600CMEEHHOI NPAKMUKU U MPE6OBAHUAMU KOHMPO/IA KAYECMEa JIeKAPCMEEHHbIX
cpedcms, @ maKice 6 COOMEEMCMBUU CO CREUUPUKAUUAMU, COOEPHCAUUMUCA 6
PpezuCmpayuoHHOM 00Cbe CMPAHbI-UMNOPMEPA. 3anucu RO RPOU3600CMEY, YRAKOBKe U
AHANU3Y NPOGEPEHDL, U YCMAHO6/IEHO UX coomeemcmeue mpebosanuam Ilpasun naonexncaweii
npou3600CcmMeeHHON NPAKMUKU.

I hereby certify that the above information is true and accurate. This batch of products is
manufactured (including packaging (labeling) and quality control) at the above manufacturing
site(s) in full compliance with the Good Manufacturing Practice requirements and the
requirements of quality control of drug products, as well as in accordance with the
specifications contained in the registration dossier of the importing country. Production,
packaging and analysis records have been reviewed and found to comply with the Good
Manufacturing Practices requirements.

Ananus evinonnen no JIII-Ne(008018)-(PI-RU).
The analysis was carried out in accordance with LP-No(008018)-RG-RU.

[Topmuce/ Signature
OrserctBenHoe JIuio/ Responsible person
Hp. Ildpnerep Apunaiimurrens I'm6X
/ Dr. Pfleger Arzneimittel GmbH
Christian Schetlich
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