P Dr. Pfleger

ARZNEIMITTEL

CEPTU®UKAT KAYECTBA

CERTIFICATE OF QUALITY

HaumenoBanue ToBapa/ Product name:

Cnasmexc®, Ta01eTKH, DOKPbITHIE JIeHOYHOH 000/10uK0i 15 Mr

Spasmex® 15 mg film-coated tablets

HWmnoprep/ Importer: ITPO.ME/I. Ilpara a.o, Yenickas Pecry6iinka

Homep nnuen3un/ License number: DE BY 05 _MIA_2025_0044/55.2-2678.2-5-
184-25

Cepus ToBapa Ne./ Product batch no.: 900570825

YnakoBka/ Packaging: 30 Tabn

Hara npoun3soacrTBa/ Date of manufacture: 21.08.2025

Cpox roguoctu/ Shelf life: 08.2030

JlaGopaTopHblii anamu3 Ne./ Laboratory analysis
no.:

30000050724; 30000051455

HMara/ Date:

01.2026

MHH/ INN:

Trospium chloride

HasBauue dpapm. cy6crannuu/ API name:

Tpocnus XJIOpUA

IIpousBogurens papm. cyoctanuun/ API
manufacturer:

Siegfried St. Vulbas SAS, France

Cepus papm. cy6cranuun / API batch no: 87476
Hoxa3aTenn Hopmsi PesyabTaThl
aHaIn3a
Onuncanne Kpyriisie, JBOSKOBBIITYKJIble TaOIETKH, COOTBETCTBYET
MOKPHITEIE MIIEHOYHOH 000/10UKOM
noutH 6es10ro 1BeTa, ¢ ri1y6oKOH
PUCKOH C OHOM CTOPOHEI U
MapkUpoBKO# «0» ¢ Ipyrod CTOpPOHEI.
HopnuHHOCTH Bpems ynepxuBaHus OCHOBHOIO IIMKa COOTBETCTBYET
BOXX Ha XpOMaTorpaMMe HUCIBITyEeMOro
pacTBopa JODKHO COOTBETCTBOBATh
BPEMEHH yIepXKHBaHHUs OCHOBHOI'O ITMKa
Ha XpoMaTorpamMMe CTaHJApTHOIO
pacTBOpa '
OaHOPOAHOCTH MaCChI 259,6 Mr + 5 % (246,6 —272,6 mr) 259,5 mr
18/20 Tabn. — He Gonee £ 5 % COOTBETCTBYET
2/20 tabn. — ue 6onee £ 10 % COOTBETCTBYET
PacnagaeMocTb He 6onee 5 muH 3 MuH 54 cek.
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PacrBopeHnue
BOXX

He menee 80 % (Q) Tpocnus xiopuga
OT HOMHUHAJIBHOTO COZIEpXKaHUs 4epe3
10 MuH

HE IMMPOBEPEHO

PoacrBeHHbIEe IpHMeECH Oen3uiioBas KucioTa - He 6oitee 0,3 % 0,0 %
B3XX
eIMHUYHAs HEUIeHTUDULIMPOBaHHAS
npumeck - He 6onee 0,2 % 0,0 %
CyMMa HeUIeHTU(HHLIMPOBAHHBIX
npumeceit - He 6onee 0,5 % 0,0 %
cyMMa Bcex mpumeceit - He 6omee 0,8 0,0 %
%
Mupobuonornyeckasi YMcTOTa
- ob1ee 4MciI0 adpOOHBIX e Gonee 10° KOE/r <100 KOE/r
MHKPOOPraHH3MOB
- o61ee 4uCIO Apoxokeit U rpubos | He 6osee 102 KOE/r <100 KOE/r
- EscherichiacoliB I r OTCYTCTBYET OTCYTCTBYET
KoanuecTBeHHOE ONpeaesieHHe 14,25 - 15,75 mr 14,69 mr
BOXX
YnakoBka ITo 10 Tabnerok B Gnuctepe U3 CootBeTcTBYET
[1BX/antoMiUHUEBOH HONBTH. ITo 10 Tabnetox B
ITo 3 Gnucrepa BMecTe ¢ MHCTPYKUMeH | Onuctepe U3
110 IPUMEHEHHUIO [IOMEIAIoT B T1BX/anromMutueBo
KapTOHHYIO Ma4Ky ¢ nepdopauueit ¢doneru.
MecTa BCKpPBITHSA U JonoHuTensHeiMUA | Ilo 3 Gnucrepa BMecTe
KJIanaHaMH 7151 KOHTPOJIS TIEpBOro C HHCTPYKLHEH 1o
BCKPBITHAL. MIPUMEHEHHIO B
KapTOHHOM nayke C
nepdopauuei Mmecta
BCKPBITHSA U
JOTOJTHUTETbHBIMU
KJiarnaHamu Jyist
KOHTPOJIS IIEPBOTO
BCKPBITHS.
MapknpoBka Ha 6nucmepe Ha pycCKOM S3bIKe CooTBeTcTBYET

YKa3bIBaIOT:
- TOProBO€ Ha3BaHHUe Ipenapara ¢
npexynpeauTenbHONH MapKUpoBKoH ®,
- MEX/IyHapOJHOE HEMaTeHTOBAaHHOE

HaMMEHOBaHHE, npexypeuTebHOM

- IO3UPOBKY, MapKUpPOBKOH ®,

- IeKapCTBEHHYIO hopMy, - MEXIyHapoIHOe

- KOJIMYECTBO TabJIeTOK, HEMaTeHTOBaHHOE

- HOMep CepuH, HaUMEHOBaHHE,

- CpPOK F'O/IHOCTH, - JO3UPOBKA,
- IeKapCTBEHHAS
dopma,

Ha 6aucmepe na
PYCCKOM SI3bIKe:

- TOProBOE Ha3BaHUE
npemnapara c
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- JIOTOTHII BIIaJeNbLA
PErHCTPAllMOHHOrO YAOCTOBEpEHHUS (Ha
AHIJIHICKOM SI3BIKE).

Ha xapmonnoil nauxe Ha pyccKOM
A3BIKE YKa3bIBAIOT:

- TOProBOE Ha3BaHME MpernapaTa ¢
npenynpeauTeIbHOM MapKUpoBKoi ®,
- ME&XKIYHApOJHOE HeMaTeHTOBaHHOE
HaUMEHOBaHHE,

- IO3UPOBKY,

- HAMMEHOBaHHe JeHCTBYIOLIEro
BEILIEeCTBA U €ro coAepkaHue B 1
TabJeTKe,

- JIeKapCTBEHHYIO Gopmy,

- KOJIMYECTBO TaOJETOK,

- IepeYeHb BCIIOMOTraTe/IbHbIX
BELLECTB,

- npenymnpeauTensHble Haanuck: «He
NPUMEHATH [0 UCTEYESHUH CpoKa
roaHOCTH!», « XpaHUTh B HEAOCTYTIHOM
IJia neteid mecte!y,

- crnocob npuMeHeHus: « s npuema
BHYTpB!»,

- YCJIOBHSA OTITyCKa,

- YCJIOBUSI XpaHEHMUS,

- HOMEp perucTpaliioOHHOrO
YAOCTOBEPEHHUH,

- HAUMEHOBaHHE U aJipec
npousBoauTens (Xy6nupyroTes Ha
AHTJIUACKOM fA3BIKE),

- «Jlepxateip perucTpalOHHOIO
YIOCTOBEpeHHs:» (HaAMUCh
nybnupyercst Ha

Ha aHIIMHACKOM S3bIKE), HAUMEHOBaHHE
BJIaJieJIbIIA

PEerucTpalOHHOrO yJOCTOBEPEHHS,

- JIOTOTHII BIIaJE/bLa
PEruCTPalMOHHOrO YAOCTOBEpeHHs (Ha
AHIJTMICKOM SI3BIKE),

- LITPUX-KOJ;

- apmakon(sr);

- «Cepus:»;

- «Togen no: »/

JIOTIOTHUTENIBHO MOXKET YKa3bIBaThCA
uHbopMalMs 111 MOHUTOPHHTa
JBIDKEHUS JIEKAaPCTBEHHOIO Ipenapara
OT MPOU3BOIUTENS JO KOHEYHOrO
oTpebuTeIs.

- KOJIMYECTBO
TabJIETOK,

- HOMep cepHH,

- CPOK FOJJHOCTH,

- JIOTOTHII BJIafebLa
PErucTpaliiOHHOTO
yIocToBepeHus (Ha
AHTJIMIACKOM SI3BIKE).
Ha xapmonnoti nauxe
Ha PYCCKOM A3BIKE:

- TOProBO€ Ha3BaHHE
npenapara ¢
npeaynpeauTenbHON
MapKHUpOBKOH ®,

- MEeXAYHapOaHOe
HETaTeHTOBAaHHOE
HaUMEHOBaHHE,

- JO3UPOBKa,

- HAUMEHOBaHUe
JeMCTBYIOLIErO
BEILLECTBA U €ro
coaeprkaHue B 1
Tabnerke,

- JIEKAPCTBEHHAS
¢dopma,

- KOJIYECTBO
TabJIeTOK,

- epeyeHb
BCTIOMOTATENbHBIX
BELIECTB,

- peIyTpeIUTeTIbHbIE
Hagnucu: «He
MIPUMEHAT 110
HUCTEUEHHH CpOKa
FOOHOCTH!»,
«XpaHUTBH B
HEAOCTYITHOM TS
Jetel Mecte!y,

- cocob
nipuMeHeHus: « s
npueMa BHyTpb!»,

- YCIIOBHSA OTITyCKa,

- YCJIOBHS! XpaHEeHMS,
- HOMep
pEerucTpaLoHHOro
YIOCTOBEPEHHH,

- HAUMEHOBaHUE U
ajipec MPOU3BOAUTEIS
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Ha BropuuHyt0 yNakoBKy MOTYT OBITh
HaHeCeHbI KOJIbl TUIorpadu,
MECTOIMOJIOKEHHE KOTOPBIX MOXKET
MEHSAThCH.

(nybnupyroTcs Ha
AHTJIUHCKOM SI3BIKE),
- «Jlepxatens
PEerUCTPALOHHOTIO
YIOCTOBEPEHHUS:»
(Hagnmuch
IyOonupyercs Ha

Ha aHIJIMHACKOM
S3BIKE),
HalMEHOBAaHHUE
BJIaJeNblIA
PErucTPaOHHOIO
YIOCTOBEpEHH,

- JIOTOTHII BNIaJeNbLa
PerucTpalMOHHOrO
yaocToBepeHus (Ha
aHTJIMICKOM f3bIKE),
- LUTPUX-KOJ;

- (apmakon(er);

- «Cepus:»;

- «Topmen mo: »/
JIONOJIHUTENBHO
yKa3Ha HH(popmaLus
JUTsL MOHUTOPHUHIa
JIBHXKEHHUS
JIEKapCTBEHHOT' O
mpernapara oT
NPOMU3BOAUTEIS 10
KOHEUHOT0
noTpeouTels.

Ha Bropuunyro
YIaKOBKY HaHECEHBI
KOJIbl TUTIOrpadHu.

Xpanenue [Ipu Temnepatype He Boie 25 °C

COOTBETCTBYCT

Cpok roaHoCcTH 5 ner

S net (mo 08.2030)
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Tests Specifications Analysis results
Appearance Off white, round, biconvex film-coated | Conforms
tablets, deep score line on one side and
the stamp “0” on the other 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) 259.5 mg
18/20 tabl - NMT = 5 % Conforms
2/20 tabl - NMT = 10 % Conforms
Disintegration NMT S min 3 min 54 sec
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
02 % 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 <100 CFU/g
- total yeasts and molds count NMT 10% CFU/g <100 CFU/g
- Escherichiacoliin 1 g absent Absent
Assay 14.25 - 15.75 mg 14.69 mg
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
tamper evidence.

3 blisters with the
package leaflet in a
carton with a
perforation of the
opening site and
additional valves to
ensure tamper
evidence.
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Labeling

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,

- 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.

| proprietary name,
- strength,

Conforms

The blister contains
the following
information in
Russian:

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

- international non-

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

- storage conditions,

- marketing
authorisation number,
- name and address of
the manufacturer
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Secondary packaging may be marked - “Marketing

with printer codes, the location of authorisation holder:”
which may vary. (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 5 years

(up to 08.2030)

PesynbTaT 1a60paTOPHOro aHAIH3A: COIIACHO CIeLH(pUKALUH

Laboratory test result: according to specification

Hacmoauwum a noomeepicoaio, umo npusedeHHan vluie UHPOPMAYUA A61AeMCA 00CHOEEPHOU U
mounoil. Ima cepua npoOyKyuu npoussedena (6KI0NAA yRaKoeKy (MApKUpoeKy) u KOHmpos
Kauecmea) Ha 6blUEYKA3AHHOU RPOU3BOOCMEEHHOU NoU{adKe (N101A0KAX) 6 ROTHOM COOMEEMCMEUU
¢ mpebosanuamu Ilpagun nadnexcawieti npou3e00CMEEHHOU RPAKMUKY U MPEOOSAHUAMU KOHMPONA
Kauecmea 1eKapCcmeeHHbIX CPeOCme, @ MAKMHCe 8 COOMBEMCMEULL CO CREUUPDUKAUUAMU,
COOEPIHCAUUMUCA 8 PEZUCPAUUOHHOM 00CbEe CHPAHBI-UMNOPMEPA. 3anUCU NO HPOU3EOOCMEY),
YRAKO6Ke U AHATIU3Y NPOGEPEHbL, U YCMAHOBIEHO Ux coomeemcmeue mpebosanuam Ilpasun
Haonexycawieil npOU3600CMEEHHOU 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 2
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
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the importing country. Production, packaging and analysis records have been reviewed and found to
comply with the Good Manufacturing Practices requirements.

Ananus evinonunen no JII-Ne(007599)-(PI-RU).
The analysis was carried out in accordance with LP-No(007599)-RG-RU.

Bamberg, 2026-01-08 — e /

Hogﬁncs/ Signature
OtsercteenHoe Jluo / Responsible person
Hp. ldnerep Apunaimurrens [M6X /
Dr. Pfleger Arzneimittel GmbH
Dr. Stefanie K6nig-Thieme
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