ARZNEIMITTEL

CEPTHOHKAT KAYECTBA

CERTIFICATE OF QUALITY

Hanmenosanne roeapa/ Prodact name:

Cnasmesc®, rafacrrn, nokpsiteie naenogncii odanoaxoli 15 mr

Spasmex® 18 mg film-coated tablets

Hmnonrep/ Importer: ITPO.ME/L Ilpara a.0, © emckan Pectyfinuka
Homep anuensun/ License number; DE_BY_05_MIA_2022 0048/55.2-2678.2-5-
120-14
Cepna Toapa Mo/ Product batch no.: 84050
Ynaxopka/ Packaging: _ 30 rabn
Aara apouspoacrpa/ Date of mavufacture: 08.2022
_Cpox roanocts/ Shelf life: 08.2027
Jaboparopustit anaans No./ Laboratory analysis | 030000044953
no,:
Hata/ Date: 102022
MHH/ INN: Trospium chloride

Hazsaune paprm, evberanunn/ API name:

Tpocnus XIoput

Iponssoanrens dapm. cyberanmun/ APL
manufacturer:

Siegfried St. Vulbas SAS

» France g

| Ioxasatenn I Hopsus PeayanraTte!
‘ | auanIn
Onunecanne . Kpyraste, aposkosemyicibie Tabnerxi, | cooTmeTeTnyer
| NOKPLITHIC NAeneuHoH ofonourol
- moury Senoro usera, ¢ rayboxol
pHEKOR ¢ ool CTOPOHS |
_ mapruposxoit «b» ¢ apyroll croposs:,
- DopxunsocTs Bpews yiepyupanss OCHOBHOIO TTHKA COOTRETCTRYET
| BOXX HA XPUMATOIPAMME HEHBITYEMOro
! PACTEODE JOMKHO COOTBETCTBOBATL
BPEMEHH YACPHHEAUAT OCHOBIIONC TIHKE
| HA XPOMaTOrpasMyve CTaHJaprTHoro
| pacTeOpa
OaHopoaARDCTE MACCHE  259,6 Mr= § % (246,6 —~272,6 Mr) 2586 ur
18/20 rafn, — ne Goneex 5 % COOTEETCTRYET
2720 Tabn, - ye Sostee + 10 % | OOTRETCTBYET
_PacnagacmocTs He Gosee 5 mun 3 muH 42 cox,
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Poacreeminie npumecn | Gensunosas kucnora - e Gonee 03 % | 0.0 %
| BBXX E %
| GOMMHYHAA HEeHOeHTHpHUMpOBEHHAR |
- TiprMecs - ve Sonee 0,2 % 0.0 %
| CYMMa HERIEHTHOMUHPOBEHREX
npumecell - ue Sosee 0,5 % 0.0%
CysMa Beex npuseced - se Gonee 0,8 | 0,0 %
%
Mupofuoyoraueckan unerora
- ofuee uneno 2apobubix ne Gonee 10° KOE/r < {0 KOE/r
MHKPOODraHHIMoR ;
- ofutee uneno sposxoxedt M rpubos | ue onee 10? KOE/ < 10 KOE/r
- Escherichiacolis I r | oTcyTerayer | OTCYTCTBYET
Koanuecraennoe efipefenenne  |4,25- 1575 mr D 14,82 ur
BIKX ‘
Yuakonka Ilo 10 Ta6nerox s Gancrepe ua Coorsercrayer
NBX/amomunneroit doasry. ITo 10 TebneTox 8
TTo 3 6ancrepa amecte ¢ ucTpyxumek Gaucrepe ns
N0 NRHMMEHEHHIO NTOMEITAIT B [BX/amomuenuesoii
RAPTOHHYIO Nayxy ¢ nepdopauseit Gonpri,
MECTA BCKPRITHE W fononsuTensusivg | Tlo 3 Gancrepa amecre
KAananaMy 108 KOHTPOR NEepROro ¢ HHCTPYRUHeH o
BORPBITHIL . NpuMeHesuo 8
KBPTOHHOR nauke ¢
nepdopaunedi mecta
BOKPRITHA W
| ROMONHATENbHEIMM
XARMAHAMM Ans
HOMTRORR nepsoro
e e T S o ACKPBITHA, ]
Mapriuposia | Ha Gaucmepe na pyeekom sasixe Coorsercrayer
| YHAIBIBRIOT Ha Grucmepe va
-~ TOProBoe He3BatMe Npellapara ¢ | PYCCKOM Ravike:
| NpemynpesxTentHOi MapkupoBKoit &, - Topronos Hanzanue
- MCAAYHAPOAHOC HENATEHTOBAMHOS | Npenapara ¢
HEZHMEHOBAHES, | NPERYTIPEAMTENLHON
~ LO3NPOBKY, MAPKHPOBKOR &,
- AERAPCTBEHHYIO dopmy, - MEOKOYHAPOAHOES
- KOAHUeCTRO TeneTox, HENATSHTORAHNOE
- HOMED cepun, HAMMEHOBZHKE,
- CPOK NOJHOCTH, - AOIpORKE,
.~ IOTOTHN BAZEALYS - AeKAPCTEEHHAR
| PETHCTPRIHOEHOTO Y0CTORSpEHHA (Ha hopua,
SHITIHHACKOM H3biKE), - KOHYECTRO
Ha xapmionnoii nauxe va pyccxom 1 TalNeTOR,

R3IBIKE YKAILIBA0OT:

|~ HOMED cepuu,
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- TOProBOS HA3BAHKE Npenapara ¢
npeavupeanTentHo MapkHposkoi ®,
- MEXKAYHAPONHOE HENATEHTOBAHKOE
HEHMCHOBSHUE,

- AO3HPUBKY,

- HEMMEHOBAHKE AeHCTBYIOMHETO
BeliecTd U ero conepxanne B 1
Tadnerke,

- AeKApCTBEHHYIO GopMY,

- konuMecTs0 TabaeToK,

- IEpEYEHE BCTIOMOTATAIbHBIX
BCLIECTE,

- nipenynpeanTensible HannueH: «He
NIPHMEHATD 10 HCTEHEHHHM CPOKa
roaneeTh!Y, «Xpanurh B HEAOCTYIIHOM
Ans geveid mecteln,

- eriocol npumexenns: «JIia npuema
BHYTPB!»,

- YCIOBHA OTITYCKA,

- YCHOBHA XpaneHus,

- HOMESP PErHCTPAUHOHHOTO
VAOUTOBEPSHIA,

- HAMMEHOBAHNE H 31IpeC
npor3soanTean (aySaupyioics Ha
anrarAcKoM A3bIKE),

- ¢J[lepigaTens PerucTPRLHCHHEOID
YACCTOBEPEHMA (HARNUCE
DyGnupyerca Ha

HA AHCMHACKONM A3BIKE), HANMEHOBAHUE
BNaaekIa

| DErMCTPAUKOKHOID YACCTOBEPERH,
| = IOTOTHN RABACABILA
| PErMCTPALMOHHCTO yA0CTOREpeHN S (Ha

AHTABRACKOM A3MIKE),

- ITPHX-KOT;

~ hapnakoa(bi);

- @Cepuam:

- «onew 20z »f

.HOHQHHPHMEHD MOKET YHEILIBATHCR
HHOOPMATHSA 178 MOHUTOPHHI2

| ABMIEHMA NEKAPCTBEHUOrD NpEnapara

OF NMPOH3BOAMTENR 10 KOHCHHOTO
norpeburens.

Ha BTOpHSIHYIO YNAKOBKY MOTYT DRITh
HalieceHb! KOOb THIIOTPadRY,
MECTOTIOIOMEHHE KOTOPBIX MOMKET

| MEHATECH.

| BEIEeCTs,

| pHEMa BHYTPBIY,

aapec NpoOHIBOINTENR
- (yBanpYIOTeR Ha

- CPOK FOAHOCTH,

« ROTOTHI BREASNELA
YETHCTPALIMOHHOIO
/AOCTOREpeHMS (Ha
IHITHECKOM A3BIKE),
Ha xapmonioii nawse
13 PYCCKONM R3bIKE:

- TOProBOE Ha3BaHHe
1penapaTac
1peayNpenuTEALHOR
uapkuposkoit B,

« MESKTYHEPOTHOE
HeNATENTOBAHHOE
HaUMCHOBEHHE,

- BO3HPOBKA,

- HAHMCHOBSHHC
1eficTeyIOIErD
3EIUECTRA H EF0
wonepraure 8 1
rafinerxe,

» IekapeTBeHHasR
SopMa,

- KOAWYECTE0
raBnevok,

- NEPCUCHD
SCNOMOraTeNbHbIX

- [PelYIIDeARTEALHDIS
wagnuen; «He
MpUMeHATD 110
HCTEMEHUH CPORE
FOHHOCTH!»,
«Xpanurs 8
HCAOCTYIHOM 38
aeTei mectely,

- enocod
npusenenns: «flns

- YCNOBUS OTITYCKE,
« YCIIORHS Xpanens,
- HOMEp
PETHCTPALHOHHOTO
YAOCTOBEPEHNT,

- HAWMCHOBRHHEC H

AHTIMHACKOM A3BIKE),
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- «Jlepmarens
| perucTpaumMoHHOre

YACCTOBEPCHRA:
{maznuce
ayGaupyeres ya
Ha aurnnbckoM
23BIKE},
HEHMCHOBAHKe
BAIAEALIA

| PErHCTPALMOHKOrO

YHOCTOBEpEHMS,
- NOTOTHS aRazneislia
PErHCTRAUMOHHOMD
yaoeronepenus (ua
AHTIHACKOM A36IKe),

|~ IUTPHR-%OA:

- Gapmakoa(u);

=~ «Cepuay;

- «loxen go: »/
Heononswressno
¥KasHa urdopmauus
ATA MOMUTOpMHTA
JRECHUS
nempc’mas—:ﬂoro

| npenaparta or
| MPCH3BCAMTERE 0O
| KOHeyHOTO

neTpeburens,

- Ha sropuunyio

YIRAKOBKY HAHECe !

Koaw THmorpaduy,

Cpok ro, HOCTH
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trade mark sign ®,  informetion in
: - international non-proprietary name, | Russian:
|« strength, - trade name of the
g ' - dosage form, product with the trade
! |~ amount of tablets, mark sign ®,

information in Russian!
- trade name of the product with the

| the following

Tests Specifications Amnalysis 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 retertion time of the main pesk 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 i
Uniformity of mass 259.6 mg £ 5 % (246.6 - 272.6 mg) 258.6 mg
| 18/20 tabl - NMT 35 % Conforms
 2/20tabl -NMTx10% Zonforms
Disintegration NMT 5 min 3 min 42 sec
Related substances benzilic acid -NMT 0.3 % 3.0 %
HPLC
individual unspecified impurity - NMT
0.2% 2.0%
{otal unspecified impurities - NMT
0.5% 0.0 %
total impurities - NMT 0.8 % 0.0 %
- Microbiological quality
- total aercbic microbial count NMT 10° CFU/g < 10 CFU/g
- total yeasts and molds count  NMT 102 CFLi/g < 10 CFU/g
- Escherichia coliin 1 8 absent Absent
Assay 1425+ 1575 mg 14,82 mg
HPLC i
Packaging 10 tablets in & PVC/aluminium foil . Conforms
blister. 10 fablets ina
3 blisters with the package leafletin a PVC/aluminium foil
carton with a perforation of the opening | blister.
| site and edditional veives 10 ensure 3 blisters with the
tamper evidence. package leaflet in &
carten with a
perforation of the !
opening site and |
additional vaives o
ensure tamper
T ! evidence,
Labeling | The blister should contain the following | Conforms

The blister contains
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e

' - batch number,

- ~logo of the marketing authorisation
. holder (in English).

- - name and content of the active

- - marketing status,

- storage conditions,

' - marketing authorisation number,

-~ name and address of the manufacturer
| (duplicate in English),

T
i

i

- shelf fife,

The carton should contain the
following information in Russiam:

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

- internationa! non-proprietary name,
- strength,

ingredient per 1 tablet,
- dosage form,

- amount of tablets,

- list of excipients,

- warnings: “Do nof use afer the expiry
date!™, “Keep out of the reach of
children]®,

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

| product with the trade

- “Marketing authorisation holder:™ (the |
inseription is duplicated in English), the |
name of the '
marketing authorisation holder,
« logo of the

i

| marketing authorisation holder {in

- Euglish),

- barcode,

- phannacode(s),

- “Batch:”,

- “Expiry date:™/

Information for the drug product
movement tracking from the

- manufacturer to the final consumer may

' Be specified additionally,

- Secendary packaging may be marked

with printer codes, the location of
which may vary.

- authorisation holder,

- use afler the expiry

. - 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

mark sign ®,

- irternationa! non-
proprietary name,

- strength,

- name and content of
the active ingredient
per | tablet,

- dosage form,

- amount of tablets, |
- list of excipients, g
- warnings: “Do not

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 hoider®
(the inscription is
duplicated in English),
the name of the
marketing
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' - logo of the
t1arketing '
¢ uthorisation holder
{in English),

- barcode,

- pharmacode(s),

- “Batch:”,

- “Expiry date:"/

I yformation for the
drug product
nwovement tracking

£ om the manufacturer
1o the final consumer

¢ it specified

a iditionally,
S:condary packeging
it marked with printer
cydes.

_Storage At temperature not exceeding 25 °C Conforms

| Sheiflife 5 years 5 vears
{1p to 08.2027)

PesyneraT naGopatopnoro anaansa: CoracHo crieusbHkamm

Laboratory test result: according to specification

Hacmonujien R n00meepicono, umo Bpusedennan sptue HROPMARIR RRAREIICA SOCMOeEPHOiT 1t
OO Ima cepun npodykuin npouseedena (ernonan YNAROOKY (MAPRNUPOGKY) ' KORMPOID
K@HECMOq) It esItieyRazantiod npouseodcmeeitnoli nAoadke (NI0HEOKX) & NOSHOM COOMIBEICIBNL
¢ mpebosanuns Ipacua nadaeacanteil npouseodeneennod npaxmusut 1 mpedos munsu ROTMpoin
KAWECINGA AERAPCRICENsIX cpeﬂc;:m, 2 FHKCE @ COOMBEMICINGHH CO cuer{mjmxmy AMIU,
CONCPICAUIMUCA § PLZUCIPAUNONNOI $O0CHE CopaNbI-umnopnept, 3antucy no np nuzecdemep,
JHOROGRE 1 (HAJAUIY HPOGEPLND, I YCMGHOCAEHO X COOMBEMCINGNE MPeioeanitnn 1pagun
HAORENCAELN HPOUSEOOCHIBERID ] NPAKNIIIL

1 hereby certify that the above information is true and accurate. Tlis batel of prode cis is manufactured
(including packaging (labelingj and quality control) af the above manufacturing sit=(s) in full
compliance with the Good Manufacturing Practice requirements and rhe requirenients of quality control
of drug products, as well as in accordance with the specifications contained in the r. igistration dossier of
the importing couniry. Production, packaging and analysis records have been revieised and Sound to
comply with the Good Manufacturing Practices requirements.
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Ananus ssinonwen no II NOI6196/02-270720 Hase, 1.
The analysis was carried out in accordance with IT NO16196/02-270720 Rev. 1.
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[oamics/ Signawtﬁfﬁ'”‘"wwb
Oreercraennioe Muto  / Responsible person
Ap. Iinerep Apusaitunrrens TuGX /
Dr. Pfleger Arzneimitte] GmbH
Dr. Claudia Freitag
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O, Bfiegar Arzncimitic! Gmb = Troeag (8512063 0 Hypenpinghior Hoambeg Casctalisfuheer veraaltengsrotivarsitzande:
Dr.-Rabert-Flisyer-Strade 12 Fom =670 95" 604% - 29 {B8AN: JEIS6 7722 CO70 OL G2 Sutcl 42 Tr S Avphioghy Bgiowr Sohemide
052 Bunbesy *nle@dnalege.de BT HYVEDEMM 6T Az iy Arvisgs-icis Hamowrg

ey - plivg e de ND-Nr TE1ZI26T557 R



