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CEPTU®UKAT KAYECTBA
CERTIFICATE OF QUALITY

HaunmenoBanue ToBapa/ Product name:

Cnasmekc®, Ta01eTKH, 5 Mr

Spasmex® 5 mg tablets

HNmnoprep/ Importer:

I[TPO.ME/. Ilpara a.o, Yenickas
Pecmybnuka

Homep nunensnu/ License number:

DE_BY_05_MIA_2026 0014/55.2-

2678.2-5-196-19

Cepus ToBapa Ne./ Product batch no.: 907380226
YnakoBka/ Packaging: 30 Tabn
Jara npoussoactsa / Date of manufacture: 02.2026
Cpok roanoctu/ Shelf life: 02.2031

JlaGopaTopHsiii anaan3 Ne./ Laboratory analysis no.:

30000051951; 30000052201

HMata/ Date:

04.2026

MHH/ INN:

Trospium chloride

Hassaune ¢papm. cy6crannuu/ API name:

Tpocnus xa0pun

manufacturer:

IIpousBomutens papm. cydctanmuu/ API

Siegfried St. Vulbas SAS, France

Cepus papm. cyocraniun / API batch no:

87477

Iloka3aresn Hopmbi PesyabTaTsl anaansa
Onucanue Kpyrnsie, nBosikoBsimykibie TabneTky, | CooTBETCTBYET
noutu Oenoro LBeTa
oannHHOCTH Bpewms ynepsxuBanust ocHOBHOro muka | CooTBeTCTBYeT

B3XX Ha XpOMaTorpaMMe UCIBITyeMOro
pacTBopa JOJDKHO COOTBETCTBOBATh
BPEMEHH yIep)KUBAHUSA OCHOBHOTO
MUKa Ha XpOMaTOrpaMMe CTaHAapTHOrO
pacTBopa
Cpeausist Macca u ogHopogHocTs | 250,0 Mr+ 5 % (237,5 — 262,5 mr) 249,1mr
mo mMacce 18/20 tabn. — He Gonee = 5 % CoOTBETCTBYET
2/20 tabn. — He 6onee = 10 % CoOTBETCTBYET
Pacnagaemocth He Gonee 5 muH 1 muH 48 cek.
PacrBopenne He menee 80 % (Q) Tpocnus xjopuaa | He IPOBEPEHO
BOXX OT HOMHMHAJIBHOI'O COACP)KaHHUs uepes

10 MuH

PoncrBeHHBbIE NpHMeECH
BOXX

OeH3unoBas KMCIIoTa - He 6osee 0,3 %

eIMHUYHAS HeMACHTU(HULIUPOBAHHAS
npumecsk - He 6oree 0,2 %

CyMMa HEeUAeHTU(UIMPOBAHHBIX

npumeceit - He 6oiee 0,5 %

<0,1%

<0,1 %

<0,1 %
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' YKa3bIBaKOT:

- TOProBOE Ha3BaHHUE Iperapara ¢
NpeAynpeauTeIbHON MapKUPOBKOHR

cyMMa Bcex mpumeceii - He 6oree 0,8 <0,1%
%
OaHopoaHOCTE A03UPOBAHUS Kputepuit npuemnemoctu AV — He 1,8
ooJtee 15,0
Mupobunonornyeckasi YHCTOTA
- o01ee Yuciio adpoOHBIX ue 6onee 10° KOE/r <100 KOE/r
MHKPOOPTaHH3MOB
- o0IIee YMCIIO IPOAOKEH U e 6oree 10 KOE/r <100 KOE/r
rpudoB
- EscherichiacoliB I 1 OTCYTCTBYET CotcyTcTBYET
Koaun4vecTBenHoe 4,75 - 5,25 mr 5,03 mr
onpeaeieHue
BOXX _
Ynakoska ITo 10 TabneTox MmoMemaT B CoOTBETCTBYET
6mucrep w3 [IBX/amoMuaneBoit ITo 10 Tabnerok B
domnsru. omucrepe U3
ITo 3 6mucTepa BMecTe € IMBX/amoMuHuEBOM
HHCTPYKIHEH 10 MPUMEHEHUIO Gonbru.
MIOMEINAIOT B KAPTOHHYIO ITAYKy C ITo 3 6muctepa
nepdopanmeil MecTa BCKpBITUS U BMECTE C
JOIOJHATENBHBIMY KJIAlaHAMY AJIs | HHCTPYKIHUEH Mo
KOHTPOJIS IEPBOTO BCKPBITHA. IIPYMEHEHHIO B
KapTOHHOM IayKe C
nepdopanueit mecra
BCKPBITHS U
JOTIOTHUTETHHBIMH
KJIanlaHaMH st
KOHTPOJIS IEPBOTO
BCKPBITHSL.
MapxkupoBka Ha 61ucmepe Ha pyCCKOM S3BIKE CooTBeTCTBYET

Ha 6nucmepe Ha
PYCCKOM SI3BIKE:
- TOProBO€ Ha3BaHHUE

®, npenapara c

- MEXIYHApOOHOE IPEAYNPEAATENBHON

HEIMAaTEHTOBAaHHOE HAMMEHOBAHUE, MapKUpPOBKOH ®,

- 1O3UPOBKY, - MEXIyHapOJIHOE

- IeKapCTBEHHYIO hopmy, HENATEHTOBAHHOE

- KOIMYECTBO TabJETOK, HauMEHOBaHUE,

- HOMEp cepui, - IO3UPOBKa,

- CPOK T'OJHOCTH, - JIEKapCTBEHHAs
dopma,
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- JIOTOTHI BJIaJ€JbLa
PETUCTPAIIMOHHOIO YIAOCTOBEPEHUS
(Ha aHTJIUHACKOM SI3BIKE).

Ha kxapmonnoi nayke Ha pyCcCKOM
A3BIKE YKa3bIBAIOT:

- TOProBO€ Ha3BaHHUE IIpenapara ¢
peayIpeAUTEIbHON MapKUPOBKOU
®,

- MEXIYHAPOIHOE
HEMaTEeHTOBAaHHOE HAaMEHOBAHHUE,

- TO3UPOBKY,

- HAUMEHOBAHHUE JEHCTBYIOIIETO
BEILECTBA U €T0 COACpKaHuUE B 1
TabJIeTKE,

- IEKapCTBEHHYIO QopMy,

- KOJIMYECTBO TaOJIETOK,

.= IIEPECUCHb BCIIOMOI'aTEJIbHBIX

BEIIECTB,

- IpeayNIpeqUTEIbHBIE HalTUCH:
«He mpuMeHATh 10 NCTEUECHUH
cpoka rogHocTH!», « XpaHUTh B
HEIOCTYIIHOM IS JeTed MecTe!y,
- crioco6 nmpuMeHeHus: « s
npuemMa BHYTpb!»,

- YCIIOBHS OTITYCKa,

- YCIIOBMS XpaHEHHUS,

- HOMEP PETUCTPAIHOHHOTO
yIOCTOBEPEHHUS,

- HAUMEHOBaHUE U aJipec
MIPOU3BOIUTENS (XyOMUPYIOTCS Ha
QHTTTUHCKOM SI3BIKE),

- «Jlepxarenb perucTpaioOHHOIO
yAOCTOBEpEHU:» (HAAKChH
nyonmupyercs Ha

Ha aHTJIMHCKOM SI3BIKE),
HAaMMEHOBAHUE BIIaJIeTbIA
PETUCTPAIMOHHOTO YI0CTOBEPEHHUS,
- JIOTOTHII BJIaJeJbIa
PETUCTPALIMOHHOTO yIOCTOBEPEHHUS
(Ha aHITIUHCKOM SI3BIKE),

- IITPUX-KOJI;

- (hapmakoz(er);

- «Cepus:»;

- «['omen go: »

- KOJIMYECTBO
TabIIeTOK,

- HOMEp CEepHH,

- CPOK TOJHOCTH,

- JIOTOTHII
BIIAJIEIIbIA
PETUCTPALIOHHOTO
yaocToBepeHus (Ha
AHTJIUACKOM SI3BIKE).
Ha xapmonnoti
nauyke Ha pyCCKOM
SI3BIKE:

- TOPrOBOE Ha3BaHKE
npenapara ¢
peaynpeIuTeNbHON
MapKHUpPOBKOH ®,

- MEXTyHapOIHOE
HENAaTEeHTOBaHHOE
HaUMEHOBaHHUE,

- IO3UPOBKA,

- HAUMEHOBaHHUE
JIEVCTBYIOIIETO
BEIECTBA U €0
cozxepkanue B 1
TabeTKe,

- JIeKapCTBEHHAS
¢dopma,

- KOJIMYECTBO
TabJIETOK,

- IEpeYCHb
BCIIOMOTaTEJIbHBIX
BEIECTB,
[pefyTpeaUTeIbHbIE
Hanmucu: «He
MIPUMEHSTH I10
HCTEUEHUN CpoKa
TOHOCTH!»,
«XpaHUTH B
HEJIOCTYITHOM JIJIS
JeTel mecte!»,

- c11oco6
TIpUMEHEHus: « s
IIpHeEMa BHYTPb!»,
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JIOIIOJIHUTEIEHO MOXKET
yKa3pIBaThCS MHpOpMAaLUs Ais
MOHHTOPHHIA JBIKEHUS
JIeKapCTBEHHOT'O Tpernapara oT
[IPOM3BOIUTENS IO KOHEYHOT'O
noTpeduTens.

Ha BTOpHUHYIO yIaKOBKY MOTYT
OBITH HAaHECEHBI KOIbI THIOTpaduy,
MECTOIIOJIO)KEHHE KOTOPBIX MOXKET
MEHSTHCS.

- YCJIOBHS OTIIyCKa,
- YCIIOBHSA XpaHEHHUS,
- HOMED
PETUCTPALHOHHOTO
yIOCTOBEPEHMUS,

- HaMEHOBaHUE U
aapec
TIPOU3BOAUTENSA
(my6nupyroTes Ha
AHTTTUHACKOM SI3BIKE),
- «Jlepxartenb
PETUCTPALIOHHOT O
YIAOCTOBEPEHUS: »
(Hapmuce '
nyOmupyeTcs Ha

HA QHTJIMACKOM
SI3BIKE),
HaMMEHOBaHUE
BJIaIeNblIa
PErucTpaOHHOTO
yIOCTOBEPEHHS,

- IOTOTHUI
BJIaJIeIIbIIA
PETUCTPALIIOHHOIO
yI0CTOBEpeHus (Ha
AHTTIMICKOM SI3BIKE),
- IOTPUX-KOJI;

- hapmako/(bl);

- «Cepus:»;

- «['omen mo: »
JIOTIOTHUTENBHO |
yKa3Ha HHpOpMaIus
JUISE MOHUTOPHHTA
JIBYDKEHUSI
JIeKapCTBEHHOT'O
mpemnapara ot
MIPOU3BOAUTEINS 10
KOHEYHOI'0
noTpedurens.

Ha BTopununy:o
yIaKOBKY HAHECEHBI
KOJIbI TUIIOrpaduu.

XpaneHue

[Tpu Temneparype He Boie 25 °C

CooTBETCTBYET

Cpox rogHocTH

5 ner

S net (mo 02.2031)

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

HypoVereinsbank Bamberg Geschaftsfihrer:

Dr.-Robert-Pfleger-Strafie 12 * Fax: +49 (0) 9516043 - 29 IBAN: DE36 7702 0070 0002 5443 42 Joss Hertle

96052 Bamberg info@dr-pfleger.de
www.dr-pfleger.de

BIC: HYVEDEMMA4T1 Ralf Will
UID-Nr. DE132269557

Crpanuua 4 1z 8

Verwaltungsratsvorsitzender:
Josef Ahmann

Amtsgericht Bamberg

HRB 115



Iz

ARZNEIMITTEL

Dr. Pfleger

-

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) 249,1mg
mass 18/20 tabl - NMT £ 5 % Conforms
2/20 tabl - NMT £ 10 % Conforms
Disintegration NMT 5 min 1 min48 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 % <0.1%
HPLC
individual unspecified impurity —- NMT
0.2% <0.1 %
total unspecified impurities —- NMT
0.5 % <0.1%
total impurities - NMT 0.8 % <0.1%
Uniformity of dosage units Acceptance value (AV) —NMT 15.0 1.8
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 475 -5.25mg 5.03mg
HPLC
Packaging 10 tablets in a PVC/aluminium foil | Conforms

blister.

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

10 tablets in a
PVC/aluminium foil
blister.

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

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),

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.

- 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 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
02.2031)
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Pe3yabTaT 1a60paTOPHOro aHAAM3a: COTNIACHO crenuduKanuu

Laboratory test result: according to specification

Hacmoauwyum a noomeepcoaro, 4mo npusedeHHaa vlide UHPopmayus A6nAemca
00CM0GEPHOU U MOYHOU. Ima cepua nPOOYyKYUU npou3eedena (6K104aa ynakoeKy
(MapKupoeKy) u KOHmMpoNb Kavecmea) Ha blUIeYKAZAHHOI NPOU3EOOCHEEHHOU NIIOWA0Ke
(n1owaokax) é nonnom coomeemcmeuu c mpebosanuamu Ilpasun naonexcawiei
npOU3800CMEEHHOI NPAKMUKU U MPeOO0BAHUAMU KOHMPONIA KA4ecmea 1eKapcmeeHHbIX
cpeocme, a maKice 6 COOMBEMCMEUU CO CREUUPUKAUUAMU, COOCPHCAULUMUCA 6
PpecucmpayuoHHOM 00Cbe CIPAHbI-UMNOpmepa. 3anucu no npou3eo0cmey, ynakosxe u
AHAIU3Y NPOGEPEHDL, U YCMAHOBNEHO UX coomeemcmeue mpebosanuam Ilpasun naonexcawei
npouU3600CMEeHHOU 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 JII1-Ne(008018)-(PI'-RU).
The analysis was carried out in accordance with LP-No(008018)-RG-RU.

.......... Aoz

cofehhssocconsnvioenenie
_ Tommues/ Si gnature
OrtsetcrBenHoe JIumo/ Responsible person
Hp. Ildaerep ApinaiiMurrens ['M6X
/ Dr. Pfleger Arzneimittel GmbH
Christian Specht
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