ARZNEIMITTEL

CEPTUO®UKAT KAYECTBA

CERTIFICATE OF QUALITY

Haumenosanue ropapa/ Product name:

Cnasmere®, Tabaerkn, noKpeIThie NJACHOMHOI oboaomKkoii 15 mr

Spasmex® 15 mg film-coated tablets

Hmnoprep/ Importer:

MPO.ME/. Ilpara a.o, Yeweckan PecnyBanxa

Hosrep anuensun/ License number:

DE_BY_05_MIA_ 2022 0023/55.2-2678.2-5-
120-5

Cepus rosapa Ne./ Product batch no.: 82899
VYnakoska/ Packaging: 30 taba

JMarta nponzeoacrsa/ Date of manufacture: 03.2022

Cpok rogunocru/ Shelf life: 03.2027
Jlaboparopuwiii anaans Ne./ Laboratory analysis | 030000044163
no.:

Hara/ Date: 04.2022

MHH/ INN: Trospium chloride

Hassaune gapm. eyGeranunn/ API name:

Tpocnus xnopua

IMpouzeoantens gapm. cyberannun/ API
manufacturer:

Siegfried St. Vulbas SAS, France

Hoxrasarenn Hopmn Pesyavrari
anajania
Onucanie Kpyrntie, ABOAKOBBIMyKble TAGACTKH, | COOTRETCTBYET
NOKPEITEIE NAeHOYHOH ofonoukoi
nouTH Senoro UseTa, ¢ rnyfokoi
PUCKOH ¢ OAHOH CTOPOHBI U
MapkHposkoi «0» ¢ Apyroii cToponbt.
MoaaunnocTe Bpems yaepuBaiis 0CHOBHOrO MUKa COOTBETCTBYET
BIWX Ha XpOMaTOrpaMMe HEMBITYEMOro
pacTeopa AONAKHO COOTBETCTEOBATD
BPEMCHH YACPIKHBAHKA OCHOBHOIO NHKa
Ha XPOMATOrpaMMe CTaHAaPTHOrO
pactsopa '
OanopoanocTs Maccet 259,6 mrx 5 % (246.6 - 2726 mr) 2576 mr
18/20 Tabn. — ne Gonee = 5 % COOTRCTCTRYET
2/20 tabn. — He Gonee + 10 % COOTBETCTBYET
PacnagaemMocTh He Gonee 5 Mun 3 MHH 36 cek.
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PogcTBCHHBIC NPHMECH Genznnorag Kuenorta - He Gonee 0,3 % | 0,0 %
B3XX
CAMHHYHAS HenAeHTH]HIMpOBaHHES
npuMeck - ve Oonee 0,2 % 0,0 %
CYMMa HEUNEHTHHMIHMPOBAHHEIX
npumeceii - He Bonee 0,5 % 0,0 %
cymwma Beex npuMeceii - He Gonee 0.8 0,0%
%
MupobuoioruuecKan MHCTOTA
- oftiee YHCNOo a3poBHbIX e Gonee 10° KOE/r < 10 KOE/r
MHKPOOPraHH3MOB
- ofiee uneno nposcaeh 1 rpubos | He Gonee 10° KOE/r < 10 KOE/r
- Escherichiacolis 1 r OTCYTCTBYET OTCYTCTBYET
KoanuccTeenHoe onpefeenie 14,25 - 15,75 mMr 15,21 mr
B3XX
VYnaxoexa Ilo 10 Tabnetok e BaucTepe Uz CooteeTcTRyeT
ITBX/antoMitnesoit Pponbru, Mo 10 rabnetok B
TTo 3 6auctepa BMecTe ¢ MHCTPYKUMER | GancTepe W3
110 NPUMEHEHHIO MOMELLAIoT B [MBX/anomutnesoi
KEPTOHHYIO Nauky ¢ nepdopatiye honBrH.
MeCTa BCKPBITHA H aononaurenchsiMy | [lo 3 Gnucrepa smecte
KnanasaMmy Jns KOHTPONS Nepeoro C MHCTpyRUMEH MO
BCKPEITHA. NPHMEHEHHIO B
: K&PTOHHO# nauke ¢
nepdopauueit mecTa
BCKPHITHSA H
JONOTHUTENbHBIMH
KJananaMu s
KOHTPOIA NEPBOrO
BCKPBITHS.
Mapkupoeka Ha 6rucmepe va pycckoMm A3bIKe CooTBeTcTBYET

YKA3hIBAIOT:

- TOProBOE Ha3BaHHE NMpenapara ¢
NpeaynpeanTe/IbHOR MapKUpoBKkol ®,
- MEWIYHAPOJHOE HENATEHTORAHHOE
HAMMEHOBANHE,

- NTO3HPOBKY,

- ICKAPCTBEHHYIO ébopmy,

- KOAMYECTRO TabaeTaK,

- HOMEP CepHH,

- CPOK I'OJHOCTH,

- TOTOTHN BAJACHBLA
PErHCTPaLMCHHOTO YAOCTOBEPeHns (Ha
AHPTIHHCKOM A3BIKE).

Ha kapmonnoii nauke Ha pycckoM
A3BIKE YKA3LIBAIOT:

Ha Brucmepe na
PYCCKOM A3BIKE!

- TOProBoOe HasBatue
npenaparac
[peaynpeanTebHolA
mapkHposkod &,

-~ MENIYHAPOIHOES
HEMATEHTORAHHOR
HaHMEHOBAHHE,

- LOIHPOBKA,

- IEKApCTREHHAS
dopma,

= KOJIHWYECTBO
Tabnerok,

- HOMCp CEpHH,

D, Pfleger &czneimittel GmbH Tol: +49{0) 9516043 - 0
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- TOPTOBOE HA3BAHME Mpenapara ¢
npenynpeaUTensHOM MapKuposkoii @,
» MEKJIVHAPOAHOE HEMIETCHTOBAHHOL
HaHWMEHOBAHHE,

- O3HPOBKY,

- HaMMEHOBaHMe JAeHCTRYIONIEr0
BELIECTBA ¥ €ro cogepiaHue B |
TabneTke,

- NeKapCTBEHHYIO hopMmy,

- KOJIHYECTHO TabNeTok,

- nepeyeHb BCIOMOTaTeNbHEIX
BEUIECTB,

- TIpeAlynpeAHTENbHBIE HAAMHCH: «He
[PHMEHATh N0 HCTEHEHHH CPOKa
rogHocTH!», «XpaHHTs B HOIOCTYTHOM
ns neteii mecTe!y,

- enocof npumeneHus: «Jng npHema
BHYTPB!»,

= YCIOBUR OTIIYCKA,

- YCJIOBHA XPAHEHNH,

- HOMEp perHcTpatHOHHOTD
YAOCTOREpPEHMS,

~ HAMMEHOBAHKE U aznpec
NPOH3BOANTENA (yDIHpYIOTCH Ha
AHINMHCKOM A3BIKE),

- «JlepyaTens perucTpauHoHHOro
yaDcTOREpeHHs:» (HAANNCE
nyGaupyerca Ha

HA aHCTHICKOM A3bIKE), HAMMEHORAHHKE
BIaeNELA

PETHCTPALMOHHOTO YAOCTOREPCHHS,

- IOroTHI BlajeaLua
PErMCTPalOHHOTO YI0CTORCPEHHA (Ha
AHTTHHCKOM A3BIKE),

- HITPHX-KOJT,

- hapmaro(si);

- «Cepusin;

- «Conex no: »/ _
JononHuTebHO MOJKET YKA3bIBATLCA
HH(OpMALIUA 1S MOHHTOPHHTE
[BMKEHHA EKapCTBEHHOrO TIpenapara
OT NMPOUIBOIHTENH 10 KOHCUHOrO
norpeGurens.

Ha gropHuHyIo ynakopky MOryT Gbith
HAHECEHB! KOkl THIOTpaduH,
MECTOMONOMEHHE KOTOPBIX MOXKET
MCHATBCA.

- CPOK FOIIHOCTH,

- TOTOTHII BAAAENkIA
PEFUCTPALHOHHOIO
YAOCTORCpeHHA (Ha
AHIJIMHACKOM A3BIKE).
Ha xapmonnait naure
Ha ]JyCCKDM A3BLIKE!

- TOPI'OBOE HA3BAHHE
npenapara ¢
npesynpeauTensHoH
MapKupoBkoi ®,

- MEN(AYHAPOAHOE
HCMATEHTOBAHHOE
HAMMEHOBAHHE,

- NO3HPOBKE,

- HAMMEHOBAHHE
AeHCTBYIOWErO
BELLECTRA H ero
cogepanue B 1
TabneTxke,

- IeKapcTBeHHaA
dopma,

- KOJIMYECTBO
TalNeToK,

- NepeHeHs
BCTIOMOTaTe/IbHBIX
BEILECTE,

- nipeayrpesntelsiible
Hagnucu: «He
NPUMEHATD 110
HCTCHEHHH CpoKa
roaHOCTH!»,
«XpaHHTh B
HEAOCTYMHOM ANA
nereit mecrely,

- criocob
npumenenns: «ns
npHeMa BHYTPE!Y,

- yCIOBHA OTMYCKA,

= YCIOBHA XPAHCHHMH,
- HOMep
PErHCTPALHOHHOTO
YIIOCTOREPEHHS,

- HAMMEHOBAHHE H
afnpec NpoH3BONTENA
(ay6nupytoTes Ha
AHCTHHCKOM A3bIKE),

Dr. Plieger Arznrimittel GmbH
Dr.-Robert-Plleger-Strale 12
95051 Bamberg

Tel: +42{Q) 9516042 - O

Fax: =49 {0) 951 4043 - 29

infoi@dr-pflegur.de
wevwws de-plleger.de

HypoVersinsbank Bamberg Ceschiltstihrer
IBAN: DE3ZS 7702 0070 0002 5443 42
BIC: HYVEDEMMEY

UD-Mr. DEV32269557

Ralf Will

DOr. Ginter Avorbach

Crpaumua 313 8

Verwallungsratsvorsitzénder:
Reiner Schmidt

Amtsgericht Bornberg

HRB 115



r. Pfleger

ARZNEIMITTEL

- «llepmarens
PErHCTPALHOHHOIO
YAOCTOBEPEHMI:Y
{Haarmes
AyGnupyercs Ha

HA BHITTHHACKOM
A3bIKE),
HAMMEHOBaHKHE
prajenpud
PETHCTPALIHOHHOTO
YIOCTOBEPCHHA,

- IOTOTHN BRafeniiia
PerHCTPaLHOHHOTO
YIOCTOREpEHrs (Ha
AHTNHICKOM A3BIKE),
- WTPHX-KOJ,

- thapmaron(er);

- «Cepusiy;

- «onen no: »/
Hononuurensno
yKaszHa HHjpopMatius
IR MOHHTOpUHTE
JABHKEHHA
NEKapCTBEHHOTO
npenapara or
NPOH3IBOAHTENA 10
KOHEYHOI'O
noTpebuTens.

Ha sropuunyio
YNaKOBKY HAHECEHERI
KOObl THNOrpaHu.

Xpaunenne

[Tpu Temneparype se Brime 25 °C

COOTBETCTBYET

Cpok roanocTtu

5 ner

5 ner (10 03.2027)

Dr, Plieger Argnsimitte] CmbH
Di - Robart Pilages. Stenie 12
20052 Bemberg

Tel: +49 (D) 951 6043 -0
Fex; +4i9 (0) 951 6043 - 29
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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) 257.6 mg

18720 tabl - NMT =+ 5 % Conforms

2/20 tabl - NMT =+ 10 % Conforms
Disintegration NMT 5 min 3 min 36 sec
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
- total aerobic microbial count

NMT 10° CFU/g

<10 CFU/g

- total yeasts and molds count NMT 10> CFU/g < 10 CFU/g
- Escherichiacoliin | g absent Absent
Assay 14.25-15.75mg 1521 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 3 blisters with the
tamper evidence. package leaflet in a
carton with a
perforation of the
opening site and
additional valves to
ensure tamper
B _ evidence,
Labeling The blister should contain the following | Conforms

information in Russian:

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

- international non-proprietary name,
- strength,

- dosage form,

- amount of tablets,

The blister contains
the following
information in
Russian:

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

Dr. Plleger Arzneimittel Gmb Tol: +49 (0) 951 6043 - D
Dr.-Robert-Pfleger-Strafie 12
96052 Bamberg info@dr-pflegerde

wvew dr-pflleges di

Fox: +49 (D) 951 60435 ~ 29

HypoVereinsbank Bambarg

IBAN: DE3% 7702 0070 0002 5443 42
BIC: HYVEDEMMAT

VDN, DEVER26955Y
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- 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.

Secondary packaging may be marked
with printer codes, the location of
which may vary.

- 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
produet 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,

Dr, Pllgger Argnuimittel Gmb
Br.-Robert- Plleger Stealle 12
Q6052 Bamberg

Crpaxuna 6u3 B
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Fux +4% (0) 951 60045 - 29 IBAN; DESe 7702 0070 Q002 5643 42 D1, Guinter Auprbach Rainer Schmidt
infegpdr-pfieger.de BIC: HYVEDEMMGLT Ralf will Amtsgericht Bamboerg
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- 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 § years
(up to 03.2027 )

Pesynerar naGoparopuoro anaansa: cornacro creuudukanuu

Laboratory test result: according to specification

Hacmosujun 2 nodmeepicoaro, unio npusedennasn suiie uHpopsaun Aenemen docmoeepon u
mounoil. Ima cepun npodykyuu nponzeedena (eruovan YRAKOGKY (MAPRUPOSKY) 1t KOHMPOAL
Kauecmea) na 6vIieyKaIanioll npou3codCHeenitoil n1onudxe (HAOHIAOKAX) 8 HOANOAM COOMBEIICHIG I
¢ mpebosarnussu Hpaeun nadaexcamen npouseodcmeennoii NPAKMUKE @ MPebosanuamit KOHMpPOna
Rauecmea 1eKAPCMGENHIX CPLACING, @ MAKNCE 6 COOMEEMCMGIN CO CRENUPDUKALIAMY,
COOEPICAULUMUCH @ PEZUCMPALUONIION OOCHE CHIpaHLI-uMnopmepa. 3anuck no npouzcodcmay,
YHAKOGKE It GHARUZY RPORCPCHBI, U YCHANOGACHO UX coomeememeiie mpebosarunam Hpasun
nadaercamell npouieodcmaenion PRI,

1 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 futl
compliance witl 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 Sfound to
comply with the Good Manufacturing Practices requirements.

Crpannua 7 us 8
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Ananrus ewinomen no Il NOI6196/02-270720 Han. 1.
The analysis was carried out in accordance with IT N016196/02-270720 Rev. 1.

s e

e e ~ e

05 MAL 2000 = S e

Tlonnuce/ Signature
Oteercreenoe Jlumo  / Responsible person
Ip. [nerep Apunaitmurrens I'M6X /
Dr. Pfleger Arzneimittel GmbH
Dr. Claudia Freitag

Crpanuua 8uns 8
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