ARZNEIMITTEL

P Dr. Pfleger

CEPTU®UKAT KAYECTBA

CERTIFICATE OF QUALITY

HaumenoBanue ToBapa/ Product name:

Cnasmekc®, Ta0/1eTKH, IOKPbIThIE MJIEHOYHOIH 000104KO0i 15 Mr

Spasmex® 15 mg film-coated tablets

HUmnoprep/ Importer: ITPO.MEJI. INpara a.o, Yeuckas Pecry6uka

Homep nnuensun/ License number: DE BY 05 MIA 2025 _0044/55.2-2678.2-5-
184-25

Cepusi ToBapa Ne./ Product batch no.: 896760725

Ynakoska/ Packaging: 30 Tabn

Hdarta npousBoactea/ Date of manufacture: 07.2025

Cpox rogaoctu/ Shelf life: 07.2030

JlaGoparopusiii anaau3s Ne./ Laboratory analysis
no.:

30000050471; 30000050680

HJata/ Date:

09.2025

MHH/ INN:

Trospium chloride

Ha3Banne dapm. cydocranuun/ API name:

Tpocnus xyopua

IIpousBoautens papm. cyocranunun/ API
manufacturer:

Siegfried St. Vulbas SAS, France

Cepus papm. cyocranuun / API batch no: 87476
IMoka3zarenn Hopmbi PesyabTarhl
aHaJau3a
Onucanue Kpyrisle, T1BOSKOBBIMYKJIbIE TAOJETKH, | COOTBETCTBYET
TMOKPBITBIE TUIEHOUHOM 060JI04KOM
noytu Oenoro LBeTa, ¢ rIyooKon
PHUCKOM C OOHOM CTOPOHBI U
MapKUpOBKO# «0» ¢ Apyroi CTOPOHEL.
HopuHHOCTH ' Bpems ynep>kuBaHUS OCHOBHOI'O MUKA COOTBETCTBYET
B2XX Ha XpoMaTOrpaMMe UCIBbITYEMOro '
pacTBOpa JOKHO COOTBETCTBOBATh
BpPEMEHH yIepAKHBAHUS OCHOBHOIO MUKa
Ha XpOMaTorpaMMe CTaHAapPTHOTO
pacTBopa :
OaHOPOAHOCTH MACChl 259,6 mr £+ 5 % (246,6 — 272,6 mr) 260,1 mr
18/20 tabn. — He Gonee = 5 % COOTBETCTBYET
2/20 Tabn. — He 6oyiee = 10 % COOTBETCTBYET
PacnagaemocTb He 6onee 5 MuH 4 muH 32 cek.
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PacTBopeHue He menee 80 % (Q) Tpocnus xstopuaa HE MPOBEPEHO
B3XX OT HOMHUHAJIBHOTO COZIEpP)KaHUs Yepes
10 MuH
PoacTBennble mpuMecH OeH3uioBas KuciioTa - He 6onee 0,3 % | 0,0 %
BOXX
eIMHHYHAs HEMJECHTUPHLIMPOBAHHAS
npumecs - He 6onee 0,2 % 0,0 %
CyMMa HEUIeHTH)UIMPOBAHHBIX
npumeceii - He 6onee 0,5 % 0,0 %
cyMMa Bcex npumeceii - He Gonee 0,8 0,0 %
%
Mupo6uonoruyeckasi YACTOTA
- ob11ee 4UcI0 adpOOHBIX e Gosee 10° KOE/r <100 KOE/r
MHUKpPOOPraHU3MOB
- obwee ymcio apoxokeit u rpubos | He Gonee 10 KOE/r <100 KOE/r
- EscherichiacoliB 1 r OTCYTCTBYET OTCYTCTBYET
KoauuecTBenHOe onmpeeieHHe 14,25 - 15,75 mr 14,64 mr
BOXX
YnakoBka Mo 10 Tabnerok B GnucTepe U3 CooTBeTcTBYET
[IBX/amoMuH1eBO# GHONBIH. ITo 10 Tabnerok B
[To 3 6nucTepa BMecTe ¢ MHCTpYKUHEH | Gnucrepe U3
MO MPUMEHEHHIO NTOMELIAOT B [1BX/anroMuHueBoH
KapTOHHYIO Ma4Ky ¢ nepopauueit ¢donbru.
MecTa BCKpPBITUA U gonoyHuTenbHeiMA | [To 3 Gnuctepa BMecTe
KJ1araHaMu I KOHTPOJISA IEPBOro C MHCTPYKLUHEH Mo
BCKPBITHS. MPUMEHEHHIO B
KapTOHHOM Mavke ¢
nep¢opauueit Mmecta
BCKPBITUA U
JOTOJIHUTENIHBIMU
KJIanaHaMu JUis
KOHTPOJISL IEPBOTO
BCKPBITHS.
MapknpoBka Ha 6nucmepe Ha pyCCKOM SI3BIKE CooTBeTcTBYET

YKa3pIBaIOT:

- TOProBO€ Ha3BaHHUE Ipenapara ¢
npenynpeIuTenbHONR MapKUpoBKol ®,
- MeXXIYHapOAHOE HEMATeHTOBAHHOE

HaUMEHOBaHHE, npeaynpeauTeabHOM

- I03UPOBKY, MapKUpOBKOH ®,

- JIeKapCTBEHHY10 popmy, - MEX/IyHapoJHOe

- KOJIMYECTBO TabJeToK, HEMaTeHTOBaHHOE

- HOMEp CEpHH, HaUMEHOBaHUe,

- CPOK F'OJIHOCTH, - 103UpOBKa,
- JIEKapCTBEHHas
dopma,

Ha 6aucmepe Ha
PYCCKOM SI3BIKE:

- TOProBO€ Ha3BaHHE
npemnapara c
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- JIOrOTHII BJIafieNbLa
PerucTpaloOHHOrO yI0CTOBEpeHHs (Ha
aHIJIMHACKOM SI3BIKE).

Ha xapmonnoii nauxe Ha pycCKOM
A3BIKE YKa3bIBAIOT:

- TOProBoe Ha3BaHHUe Npenapara ¢
MpeayTpeIuTeIbHON MapKUpoBKOH ®,
- MEXIYHapOIHOE HEMAaTEeHTOBaHHOE
HauMEeHOBaHHE,

- JO3HPOBKY,

- HAUMEHOBaHHUE JEHCTBYIOLIEro
BELLECTBA U €ro cojepianue B 1
TabseTke,

- JIeKapCTBEHHYIO GopMmY,

- KOJIUYECTBO TabJIETOK,

- epeyeHb BCIIOMOraTeNbHBIX
BEILEeCTB,

- IpeaynpeauTeNbHble Haanucu: «He
NPUMEHATH 110 UCTEUSHUH CPOKa
TOQHOCTU!», « XpaHUTh B HEAOCTYITHOM
IS geTei mecte!»,

- cnoco6 npumMeHeHus: « g npuema
BHYTpPb!»,

- YCJIOBHS OTITyCKa,

- YCIIOBUS XPaHEHMUS,

- HOMEpP PErucTpPaLMOHHOIO
YAOCTOBEPEHHUS,

- HAUMEHOBaHUE U aJipec
nipou3BoguTeNns (IyOnupyroTcs Ha
aHTTIMACKOM S3bIKE),

- «Jlepxarenp perucTpaMoOHHOTO
YAOCTOBEpEHUS:» (HaAMHCh
nybnupyercs Ha

' Ha aHTIMHACKOM S3bIKE), HAMMEHOBaHHE

BJIaJe/TbLIA

PErHCTPALHOHHOTO YAOCTOBEPEeHUS,

- JIOTOTHII BJIaJIeIblia
PErHCTPaLMOHHOTO YAOCTOBEpEHHUS (Ha
AHTJIUHCKOM SI3BIKE),

- LITPUX-KOJ; ‘

- hapmakon(si);

- «Cepus:»;

- «["'ogeH mo: »/

JIOTOJIHUATEIEHO MOXKET YKa3bIBATHCS
uHpopMaLHs 1711 MOHUTOPHHIA
JBIDKEHUS JIEKapCTBEHHOrO Npenapara
OT IPOU3BOAMTEIS 10 KOHEUHOTO

noTpeduTels.

- KOJIMYECTBO
TabEeTOoK,

- HOMEp CepuH,

- CPOK FOJTHOCTH,

- JIOTOTHUII BJaAe/bLa
PErMCTPalMOHHOrO
yIAOCTOBepeHHMs (Ha
AHTJIUHACKOM SI3BIKE).
Ha xapmonnoii nayxe
Ha PYCCKOM fI3bIKe:

- TOProBO€ Ha3BaHHE
npernapara ¢
npeaynpeauTeNbHOM
MapKHpOBKOH ®,

- MeXAYHapOaAHOE
HEMAaTeHTOBAHHOE
HaHMEHOBaHHUE,

- I0O3UPOBKa,

- HAUMEHOBaHHE
JIEUCTBYIOLIErO
BEUIECTBA U €ro \
coaepxanue B 1
TabJIETKE,

- IeKapCTBEHHAs
¢dopma,

- KOJIMYECTBO
TabJIeToK,

- epedeHb
BCIIOMOTaTENIbHBIX
BEIIIECTB,

- IpeaynpeaUTebHEIE
Hagnuck: «He
MIPUMEHSATH 10
HCTEYEHUH CPOKa
TOJIHOCTH! »,
«XpaHuTh B
HEJIOCTYITHOM /IS
JeTeil mecte!y,

- crocob
npuMeHeHust: «Jns
rpyemMa BHYTpb!»,

- YCIIOBHS OTIycKa,

- YCIIOBUS XpaHEeHH,
- HOMep
pPErUCTPalMOHHOTO
YAOCTOBEPEHHUS,

- HAMMEHOBaHHE U
aJipec MPOU3BOJUTEIIS
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Ha BTOpUYHYIO YMakoBKy MOTYT ObITh
HaHECEeHbI KOJbl THUIorpaduH,
MECTOTIOIOKEHHUE KOTOPBIX MOXKET
MEHATBCH.

(my6nupyroTcs Ha
AHIJIMICKOM SI3BIKE),
- «Jlepxartens
PerucTpallioHHOTO
YIOCTOBEPEHUS:»
(Hagnuch
nyOnupyercs Ha

Ha aHTTTUHACKOM
A3BIKE),
HaUMEHOBaHHE
BJIafesIbLa
PEerucTPaLHOHHOrO
yIOCTOBEPEHHUH,

- JIOTOTHII BJ1ajelblia
PErUCTPaLIOHHOTO
yZAOCTOBEpeHMUs (Ha
AHIJIMACKOM SI3BIKE),
- WITPUX-KOJ;

- apmakoa(sl);

- «Cepus:»;

- «oxeH mo: »/
JIOmOJIHUTEIBHO
yKa3Ha HHpopMaLus
JUTSL MOHUTOPHHTA
JBYDKEHHS
JICKapCTBEHHOI O
npemnapara ot
MPOM3BOIMTEIIA 10
KOHEYHOTO
MOTpeduTeNs.

Ha BTopuuHyio
YIaKOBKY HAHECEHBI
KOJBI TUNorpaduu.

XpaHnenue

ITpu TeMneparype He Bbite 25 °C

COOTBETCTBYET

CpoK rogHocTH

5 ner

5 net (m0 07.2030)
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blister.

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

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) 260,1 mg
18/20 tabl - NMT £ 5 % Conforms
2/20 tabl - NMT + 10 % Conforms
Disintegration NMT S min 4 min 32 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
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 <100 CFU/g
- total yeasts and molds count NMT 10% CFU/g <100 CFU/g
- Escherichia coliinl g absent Absent
Assay 14.25 - 15.75 mg 14,64 mg
HPLC
Packaging 10 tablets in a PVC/aluminium foil Conforms

10 tablets in a
PVC/aluminium foil
blister. A

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

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 | 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),

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

Tel.: +49 (0) 9516043 - 0
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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 07.2030)

Pe3yabTaT 1aGopaTopHOro aHaam3a: CoOrjacHo cneuudukanuu

Laboratory test result: according to specification

Hacmoauqum a nodomeepiicoaio, Ymo npugeoeHHAn 6bluie UHPOPMAUUA ANACHCA OOCMOBEPHOIL U
MOYHOIL. Ima cepus nPoOYKYUU NPOU3BEOeHA (6KNI0YAA YNAKOBKY (MAPKUPOBKY) U KOHMPO/Ib
Kauecmea) Ha 6blUleyKA3AHHO NPOU3BOOCHIGEHHOU NI0WAOKe (N10U{A0KAX) 6 NOJIHOM COOMBEMCmeuu
c mpebosanuamu Ilpasun Haonescauieit npou3600CMEEHHON NPAKMUKU U MPEOOCAHUAMU KOHMPONA
Kauecmea J1eKapCmeeHHbIX CPeOCma, A MaKice 6 COOMEenmcmeuu co cheyuuxkayuamu,
COOEPHCAMUMUCA 8 PEZUCMPAUUOHHOM 00Cbe CHIPAHbI-UMROpmepa. 3anucu no npou3eoocmey,
YRAKo6Ke U AHANU3Y NPOGEPEHbI, U YCMAHOBIEHO UX coomeemcmeue mpebosanuam Ilpagun
Haonexcaweli npou3800CMBEEHHOU 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
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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 evinonnen no JII-Ne(007599)-(PI-RU).
The analysis was carried out in accordance with LP-No(007599)-RG-RU.

Barnberg’ 11- SEP. 2025 4 /{ >
{’ /

- <
Homw(i,/ Signature
OrserctBenHoe JIuo / Responsible person
Hp. Idpnerep Apunaiimurrens I'm6X /
Dr. Pfleger Arzneimittel GmbH \
Dr. Stefanie Kénig-Thieme
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