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ARZNEIMITTEL

P

CEPTUDPUKAT KAYECTBA

CERTIFICATE OF QUALITY

HanmenoBanue ToBapa/ Product name:

Cnazmexc®, TabJieTKH, IOKPHIThIE NJIEHOYHOMH 000/104K0# 15 Mr

Spasmex® 15 mg film-coated tablets

‘Amnoprep/ Importer:

ITPO.ME/I. Ilpara a.o, Yemickas PecriyGinka

Homep nnuensnn/ License number:

DE_BY_05_MIA_2025_0044/55.2-2678.2-5-
184-25

Cepus ToBapa Ne./ Product batch no.: 896770725
Ynaxoska/ Packaging: 30 Tabn
Jara npousBoactsa/ Date of manufacture: 07.2025
Cpok roguoctn/ Shelf life: 07.2030

JlaGopaTopubiii ananu3 Ne./ Laboratory analysis
no.:

30000050505; 30000050681

Jara/ Date:

09.2025

MHH/ INN:

Trospium chloride

HasBanne ¢apm. cyocranunn/ API name:

Tpocnus xyiopun

IIpousBoaurenn papm. cyocranuun/ API
manufacturer:

Siegfried St. Vulbas SAS, France
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Dr.-Robert-Pfleger-StraBe 12
96052 Bamberg

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

HypoVereinsbank Bamberg

IBAN: DE36 7702 0070 0002 5443 42
BIC: HYVEDEMMA411

UID-Nr. DE132269557

Cepus ¢papm. cyocranuuu / API batch no: 87476
Iloka3aTtesin Hopmsi Pe3yabTaTsl
‘ aHaJIH32
Onucanue Kpyribie, 1BOSKOBBIMYKJIbIe TAOJIETKH, | COOTBETCTBYET
MOKPBITBIE TUIEHOYHOU 000104KO#H
nouty Gesoro LBeTa, ¢ riiy6okoi
PHUCKOM C OJHO#M CTOPOHBI U
MapKUpOBKOH «0» C Apyroi CTOPOHBL.
IMoaTMHHOCTH Bpems ynepkuBaHUs OCHOBHOTO MMUKa COOTBETCTBYET
B3XX Ha XpoMaTorpamMme HCIBITYEMOro
pacTBOpa JODKHO COOTBETCTBOBAThH
BpPEMEHH yIePKHBAHUS OCHOBHOTO MUKa
Ha XpOMaTOrpaMMe CTaHAAapTHOrO
pacTBopa
OaHopoaHOCTH MacChl 259,6 mr £ 5 % (246,6 — 272,6 mr) 260,4 mr
18/20 Tabn. — He Gonee + 5 % COOTBETCTBYET
2/20 1abn. — He bostee = 10 % COOTBETCTBYET
PacnapgaemocTth He 6onee 5 muH 4 muH 14 cek.
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YKa3bIBaOT:

- TOProBO€ Ha3sBaHUE Npernapara ¢

npeaynpeauTeIbHOH MapKUpoBKkor ®,

PacrBopenne He menee 80 % (Q) Tpocnus xjiopuza 100 %
BOXX OT HOMHUHAJIBHOTO COZIEP)KaHHs uepes
10 MuH
PoncTBenHble mpuMecH OeH3uoBas Kuciora - He 6osee 0,3 % 0,0 %
B3OXX
eAMHUYHAs HeMJEHTH()ULIMPOBAaHHAS .
npumech - He 6omee 0,2 % 0,0 %
CyMMa HEeMIEHTH(HULIMPOBAHHBIX
npumeceii - He 6onee 0,5 % 0,0 %
CyMMa Bcex npumeceit - He 6onee 0,8 0,0 %
%
MupoGHosoruieckas 4YucToTa
- obuiee 4McyI0 a3poOHBIX He Gonee 10° KOE/r <100 KOE/r
MHKPOOPraHU3MOB
- obuiee uKcno Apoxokeit U rpubos | He Gonee 102 KOE/r <100 KOE/r
- EscherichiacoliB 1 r OTCYTCTBYET OTCYTCTBYET
KonnuecrBenHnoe onpeaenenne 14,25 - 15,75 mr 14,66 mr
BOXX
YnakoBka ITo 10 Tabnetok B 6nucrepe U3 CooTBeTcTBYET
IIBX/anoMuH1EBOM (OBIH. ITo 10 Tabnerok B
ITo 3 GnucTepa BMeCTe ¢ MHCTPYKLMEH | OmucTepe u3
IT0 MPUMEHEHHIO TIOMEILAIOT B [1BX/antoMuHUeBOM
KapTOHHYIO Mayky ¢ nepdopauuei ¢domneru.
MecTa BCKpBITUS U AononHuTenbHeiMUA | [lo 3 Gnuctepa BMecTe
KJIariaHaMU [U1s KOHTPOJIS IEpPBOTO C MHCTpYKLUHe# Mo
BCKPBITHSL. MPHMEHEHHUIO B
KapTOHHOM Mavke ¢
nepdopauueit Mmecta
BCKPBITHSA U
JOMOJIHUTENbHBIMHU
K/1araHaMu Jyist
KOHTpOJIS IEPBOTO
BCKPBITHS.
MapkupoBKa Ha 6nucmepe Ha pyccKoM A3BIKE CootsetcTByeT

Ha 6nucmepe na
PYCCKOM SA3bIKeE:
- TOProBO€ Ha3BaHHE

- MEXIYHapOAHOE HENATCHTOBAHHOC npenapara ¢
HaMMEHOBAHHUE, [peaynpeauTenbHON
- I03UPOBKY, MapKHpOBKo# ®,
- IeKapCTBEHHYIO (hopMmy, - MEXyHapOaHOE
- KOJIMYECTBO TaOJIETOK, HENaTeHTOBAHHOE
- HOMCp CEepHH, HanMCHOBaHHE,
- CpPOK FOJIHOCTH, - IO3UPOBKa,
- JICKApCTBCHHAs
Gopma,
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- JIOrOTHII BJIa/IeNbIIA
PErUCTPaLMOHHOIO yIOCTOBEpEeHHUA (Ha
AHTJIUHACKOM S3BIKE).

Ha xapmonnoil nauxe Ha pycckoM
A3bIKE YKa3bIBAIOT:

- TOProBO€ Ha3BaHUE Ipernapara c
npeynpenuTeNbHON MapKUpPOBKOH ®,
- MeXAyHapOJHOE HeMaTeHTOBaHHOE
HaWMEHOBaHHUe,

- IO3UPOBKY,

- HAUMEHOBaHHUEe JEHCTBYIOIIEro
BEILECTBA U €ro coepianue B 1
Tabnerke,

- JIeKapCTBEHHYIO hopmy,

- KOJIMYECTBO TabJIETOK,

- IepeYeHb BCIIOMOTaTeIbHBIX
BELLECTB, _

- penynpeauTenpHble Hagnucu: «He
HNPUMEHSTH 110 UCTEUYEHUH CPOKa
rogHocTH!», «XpaHUTh B HEAOCTYITHOM
IS AeTel Mecte!y,

- cnioco6 npumenenus: « g nprema
BHYTpPb!»,

- YCIIOBHS OTITYCKa,

- YCIIOBHS XpaHEHHUH,

- HOMEp PEerucTpaLMOHHOro
yIOCTOBEpEHUS,

- HAUMEHOBAHHE U aJipec
npousBoAuTeNs (IyOnupyroTcs Ha
AHTTTUICKOM S3BIKE),

- «Jlep>kaTenb perucTpalHOHHOTO
yAOCTOBEpEeHHUS:» (HaJIIHCh
ny6nupyercs Ha

Ha aHIJIMICKOM SI3bIKE), HAUMEHOBAHHUE
BJIafieNbLa

PErHUCTPALMOHHOIO YAOCTOBEPEHHUS,

- JIOTOTHII BJIajesbLa
pEerHCTPaLMOHHOrO YAOCTOBEpeHUs (Ha
AHTJIMICKOM SI3BIKE), -
- WITPUX-KOZ;

- thapmaxoz(bl);

- «Cepus:»;

- «T'opmen no: »/

JIOMOTHUTEIBHO MOXKET YKa3bIBaThCs
HHOpMALKS 11 MOHUTOPUHTa
JIBHOKEHHS JIEKApCTBEHHOTO Mperapara
OT MPOU3BOAMTENS A0 KOHEUHOI'O

IOTpeOUTENS.

- KOJIMYECTBO

" TabJIeToK,

- HOMep cepuu,

- CPOK FOJTHOCTH,

- JIOTOTHII BIaAesbla
PETUCTPALIMOHHOTO
YJIOCTOBEpEHHUS (Ha
AHTJIMACKOM A3BIKE).
Ha xapmonnoii nauke
Ha PYCCKOM SI3bIKE:

- TOProBOE Ha3BaHME
npenapara c
[IpeayIpeaUTEbHO
MapKUpOBKO# ®,

- MEeXAYHapOgHOe
HEMaTEeHTOBaHHOE
HaHUMEHOBaHUe,

- JO3UPOBKa,

- HAUMEHOBaHUE
JIEMCTBYIOLLErO
BEIIECTBA U €ro
coxepxanue B 1
TabneTKe,

- IeKapCTBEHHAs
dopma,

- KOJTM4ECTBO
TabJIETOK,

- IepevYeHb
BCIIOMOTraTeNbHbIX
BELIECTB,

- IpeAyIpeauTenbHbIC
Hagmucuy: «He
NPUMEHSATH IO
HCTEUEHHUH CpoKa
TFOJTHOCTH!»,
«XpaHHUTB B
HEAOCTYTIHOM JJIs1
JeTeu MecTe!y,

- croco®
npumeHeHus: «J{ns
rpyema BHYTpb!»,

- YCIIOBHS OTITyCKa,

- YCIIOBHUS XpaHEeHMUs,
- HOMep
pEerucTpalioHHOTO
YAOCTOBEpEHHH,

- HAUMEHOBaHUE U
afpec NPOU3BOAUTENS
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Ha BTOpHUHYIO ynakoBKY MOTYT ObITh
HaHeCeHbI KOJbl TUIOrpadHy,
MECTOIOJIOKEHHE KOTOPBIX MOXKET
MEHSTBCS.

(nyOmupyroTcs Ha
aHCTUHACKOM SI3BIKE),
- «lepxarens
perucTpalroHHOrO
yIIOCTOBEPEHHS: »
(HaanuCch
nybnupyercs Ha

Ha aHIJIMHACKOM
A3BIKE),
HalMEHOBaHHE
BJIafiebLIa
PErUCTPALUOHHOTO
yIOCTOBEPEHHUS,

- JIOTOTHII BiaJeNbiia
perucTpatioHHOrO
yaoctoBepeHus (Ha
aHTJTHICKOM S3BIKE),
- LUTPUX-KOJ;

- apmakon(si);

- «Cepus:»;

- «onen mo: »/
JIOMIOJTHUTENIEHO
yKa3Ha uHpopMaLus
JU1SL MOHHUTOpPUHTa
JBIKEHHS
JIEKapCTBEHHOTO
nperapara ot
NPOU3BOAUTENA 10
KOHEYHOTO
notpedurens.

Ha BTopHuHy1o
YIaKOBKY HaHECEHbI
KOJBI THITOrpadHH.

XpaneHue

ITpu Temnepatype He Boile 25 °C

COOTBETCTBYECT

Cpok rogHocTH

5 ner

5 net (mo 07.2030)
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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) 260,4 mg

18/20 tabl —-NMT = 5 % Conforms
2/20 tabl - NMT £ 10 % Conforms

Disintegration NMT 5 min | 4 min 14 sec
Dissolution NLT 80% (Q) after 10 min 100 %
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
- Escherichiacoliinl g absent Absent
Assay 14.25-15.75 mg 14,66 mg
HPLC '
Packaging 10 tablets in a PVC/aluminium foil Conforms
blister. 10 tablets in a
3 blisters with the package leafletina | 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.

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!”,
- 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 - “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 S years

(up to 07.2030)

Pe3yabTaT 1aG0paTOPHOro aHAAH3A: COMVIACHO CrelU(pHUKALUH

Laboratory test result: according to specification

Hacmoawum a noomeepiicoaio, umo npueedeHHas evluie UHGOPMAUUA AGNAEMCA OOCHOBEPHOU U
mouHol. Ima cepus npooyKyuu npou3eedeHa (6K1I04AA ynaKoeKy (MApKuposKy) u KOHmMpOb
Kauecmea) Ha 6blUIEYKA3AHHOU NPOU3B00CMEEHHOI NIOU{AOKE (R10U{AOKAX) 8 NOJIHOM COOMEEemCmeuU
¢ mpebosanuamu Ilpasun Haonexcawieii npou3600CMEEHHOIL NPAKMUKU U MPEDOSAHUAMU KOHMPONA
Kauecmea 1eKapCMeeHHbIX CPEOCma, A MaKice 6 COOMEEMCcmeul Co CReyupurkanuamu,
COO0ePIHCAUUMUCA 8 PeZUCHPAYUOHHOM 00Cbe CHIDAHbI-UMNOPMEPA. 3anucu no nPoU3e00cmey,
YRAKoGKe U GHANU3Y NPOGEPEeHbl, U YCIMAHO6IEHO UX coomeemcmeue mpebosatiuam Ilpasun
Haonexycauieii npoU3600CMEEHHOU RPAKMUKU.

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 estnonuen no JII-Ne(007599)-(PI'-RU).

The analysis was carried out in accordance with LP-No(007599)-RG-RU.

Bamberg, 11, SEP. 2025

Dr. Pfleger Arzneimittel GmbH Tel.: +49 (0) 9516043 - 0

Dr.-Robert-Pfleger-StraBe 12 Fax: +49 (0) 9516043 - 29 IBAN: DE36 7702 0070 0002 5443 42
96052 Bamberg info@dr-pfleger.de BIC: HYVEDEMM411
www.dr-pfleger.de UID-Nr. DE132269557

OTBeTCTBEHHOE

Hp. ldpnerep Apunaiimurrens ['mM6X /
~Dr. Pfleger Arzneimittel GmbH

HypoVereinsbank Bamberg

onnuce/ Signature
o /Responsible person-.

Dr. Stefanie Konig-Thieme
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