r. Pfleger

ARZNEIMITTEL

CEPTUDHKAT KAYECTBA

CERTIFICATE OF QUALITY

Hanmenosaane Tosspa/ Product uame:

Cnasmexe®, rabaeTin, nokppiThie naenounoii obosouxoit 30 mr

Spasmex® 30 mg film-coated tablets

HMmnoprep/Importer: TIPO.ME/I. ITpara a.0, Yemckag PecryOnuka

Howmep nunensnn/ License number: DE_BY_05_MIA_2022_0023/55.2-2678.2-3-
120-5

Cepus ToBaps Ne./ Product batch no.: 82786

VYnaxosra/ Packaging: 30 tabn

Jlatra nponasonctea/ Date of manufacture: 01.2022

Cpox roanocrn/ Shelf life: 01,2027

JiaBoparopnstii anamus Ne/ Laboratory analysis | 030000043860

no.:

Harga/ Date: 02.2022

MHEHH/ INN: _ Trospium chloride

Hazpanue dapm. cvderanuun/ API name: Tpocnug xI0pHI

Ifpon3soanTeanb dapm. cyferanumy/ API Siegfried St. Vulbas SAS, France

manufacturer:

Hokazarenu Hopwist PeayabTarsl
AHAIH

Onuncanne Kpyrasie, aposkossiyicibie TabaeTky, | COOTBETCTRYET

MOKPBITHIE MIEHOYHOH ofonoukoi

nowrk Benoro ugera, ¢ raybokol

pHekol ¢ 0aAHOH CTOPOHEI.
Hoanaanocts Bpesa yaepicHBanua OCHOBHOTO MHKa COOTBETCTRYET
B3XKX HA XPOMATOrpaMME HCITBITYEMOIO

PacTEOpa AOMKHO COOTBETCTBOBATL

BPCMCHH YACDHKHBAHHA OCHOBHOTO MHMKE

Ha XPOMATOrPaMMe CTAHDAPTHOIO

pacTsopa e
OnnopogRoCcTL MACCH! 259,6 mr £ 5 % (246,6 — 272,6 mr) | 2583 mr

18/20 1a6n. — ne Gonee = 5 % COOTEETCTBYET
A 2720 1abn. ~ ne Gonee = 10 % COOTRETCTRYCT
PacnpaneMoCTh He Goneg 10 mun 4 Mun 45 cex.

Talz #4020 951GONS - 0
Fas +62 (20985 6043 - 29
infaghdi-plleger.de
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Dr. Pfleger

PoacTsennsie npuyecy Gensunopas KHeAOTa - He Sontee 0,3 % - | 0,0 %
BIXX
EAMHNYHAA HEHAeHTHOHUHPOBAHHAS
npumecs - He Gonee 0,2 % 0,0%
CYMMA HeuAeHTHWIHMpORaHHRIX
npmeceit - ne Gonee 0,5 % 0,0%
cymma peex npHMeceii - He Gonee 0,8% | 0.0 %
MupoGunoaornyeckas sucrora
- obuiee umeno aspobubix ue Gonee 10° KOER < 10 KOE/r
MHKDOOPraHHIMOB
- ofwee 4ucno apoxoked H rpubos | He Gonee 10? KOE/ < 10 KOE/r
- Escherichiacolig | r OTEYTCTBYCT OTCYTCTBYRT
Koauyecernennoe onpenenenne 28.5-31,5mr 29,43 mr
BIOKX
Ynaxorka ITo 10 Tabaerox B SaucTepe uz COOTBETCTBYST
IIBX/anomunuesoit $onsra. Mo 10 Tabaerox s
ITo 3 6nucrepa BMecTe ¢ uHCTpyKuMeln | GancTepe Hs
10 NPHMEHEHHIO NOMELAICT B [IBX/emonmusnresoit
K2PTOHHYIO Rauky ¢ nepdopaimeit donsr,
MECTa BCKPLITHA H ZonoankTenkibiMi | Ilo 3 Gaucrepa
KNanaHaM 41A KOHTPOAS REPBOro BMECTE C©
BCKPRITHA, VHCTRYRuMed no
OPHMEHEHHIO B
KAPTOHHOM nayke
nepdopauned MeoTa
BCKPBITHE H
JOTOTHHTSILHbIMM
K1anauamMu aaa
KOHTDONA HEpPBOro
BCKDLITHS,
Mapgiposra Ha Enucmepe va pycexos aseike Coorgerersyer
YK&3bIBAIOT: Ha truemepe na
- TOProBOE HARBAHKE [IPSMIAPETa & PYCCKOM RILIKE;
NpeayNpeAUTeIBHOH Mapruposkoil ®, | - TOprosoe Haspanue
= MEXAYHAPOIHOE HENMATEHTOBEHHOC npenapara ¢
HAMMEHOREIKE, HpeAYNPERHTEIBHOM
~ JO3HPOBKY, Mapxuposko B,
- NERAPCTEEHHYIO QOopMY, - MEARAYHAPOAHOS
- konHyecTrO Tabnerox, HEMATEHTOBAHHOS
= HOMEpP CEpPHH, HAHMEHOBaHHE,
= CPOK MofHOCTH, - DO3HpPOBKA,
| = IQrOTHN BAASEIBLA - JIEK2PCTBEHHAR
| PErHCTPALAOHHOIO YAOCTOREpeHua (Ha | dopma,
aHrHHCKOM A3LIKE), ~ KOAMYECTRO
Ha rapmonnoii nauxe Ha pyccxom Tabnerox,

A3LIKE VKAZRIBAIOT:

- HOMED cepun,

Yel-+45{0} 0546083 -0
Fou, «4S (Q) 951 6043 - 29
info@dr-pfeger.de

www tientlare e

Dr. Fhiager Arzrainiitel GmbH
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- TOPTOROC HEIBAHKE NpENapaTa ¢
npepynpeaxTeIviol MapkHposkol ®,
- MEKIVHSPOAHOS HENETEHTOBAHHOE
HaWMeHOoBaHuE,

* RO3UPOBKY,

- HAKMEHORAHHE BERCTBYIOLErO
BELUECTRE Y er0 COACpHaKHe & 1
tabnerke,

- AEKAPCTBEHIYIO opmy,

- KOmHuecTeo TalaeTox,

- nepeuee BONOMOTGTeNbHBIX BEIECTs,
- pRnynpeaHTensHNe Hagnucn: «He
NIPHMEHATS 110 HCTEHEHHH CPOKS
roanoeTu!y, « XpaHHTE B HEAOCTYNHOM
nns perel mecrely,

- cnocol npumetenua: «Ilng npueva
BHYTpB!»,

- YCHOBKS OTHYCKA,

- YCNOBMS XpaHEHHS,

- HOMEP PErucTPalHOHHONO
YROCTOREPEHUR,

- HAMMEHOBAHHE H agpec
npouzeoauTens {AybnnpyoTes Ha
SHIIMIECKOM S3BIKE),

» «JICpKaTENE PErHCTPALHOHHOID
yRocTOBepenua: » (HALNKCEH
AyGnupverca Ha

HA AHMIHICKOM S3bIKE), HAWMEHOBAHHE
Blajebla )
PErHCTPALMOHEONO YHOCTOBCPCHHA,

- IOTOTHN BAAOENbLE
PETHCTPALHOHHOIO YHOCTOBEPCHHS (Ha
aurnuiickomM A3kIKe),

= INTPHX-KOJ;

- hapmaxon(bl);

- «Cephain;

- «lonen ao: ».

JIOTIOAHHTEABHO MOMET YKAZLIBATHCH
uHGOpPMaLHA AN MOHHTOPHHI
ABHAEHHS NCKAPCTREHHOIO NPENapara
OT FPOMIBOAHTENA 40 KONEHHOTO
notpeburens,

Ha BTopusHy R ynaxkosky sMoryt Ouits
HaHeCeHs! KOAbL THROTPadHY,

MECTOMONOMEHHE KOTOPLIX MOXKET YAOCTOBEDEHMA,

MEHFTBCH. - HAMMEHOBALME H
aapee
NPOW3BOOHTENR

« CPOK MOZHOCTH,
- OTOTHN BAAZELLA
PEPHCTRAUMOHHOTD
VAOCTOBEPEHMA (HA |
anrnubickoM Aspike).
Ha rapmonnoii
noKe B PYCCKOM
RILIRE:

- TOProBOS HA3BAHHE
npenapara ¢ ’
npeaynpetuTeNsRoHi
Mapkuposkoil ®,

- MEORIYHAPOLHOS
HENATeHTOBEHHOE
HAMMECHOBAHHE,

- AO3UPOBKS,

- HEHMEHOBAHNIE
HeHCTRYICIEro
BELISCTRE ¥ €10
conepxxaHHe B |
TabneTke,

- AGKAPCTBeHHAN
dopwma,

- KONUYECTBO
Tabnerox,

- NEpEyeHb
BCNOMOTSTENBHEIX
BELIECTR,

Mpely npPeaHTEALHbIC
Hanmuen: «He
MPHMEHATS 110
HCTEHCHHH Cpoka
roarocTly,
«XpauuTs B
HEJOCTYMHOM ANA
nereit mecte!n,

= criocob
npusveHenna: «fns
npHeMa BHYTpE!»,

- YCNIOBYHA OTAYCKA,

- YCTIOBHS XPBHEHUS,
- HoMep
PErHCTPALHOHHOrD

Pr, Fiieper Arzneimittel GmbH
Dr.-Robert-Pleger-Streds 12
6052 Bambery

Tem: <6F (D) P51 6043 ~ C
s +4% (D) 951 GJ4S - 28

info@dr-pliggerde

vwvrar afincornde

HyzoVer@nshonk Bambuerg CerschiftgfOhegr,
BaN: DEZE 7202 QU70 QOC2 Sra3 43
BIC: MYVEDEMMUT
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(aybnupyorea ue
AHTNHECKOM H3bIKE),
- «llepxaTens
PErHCTPRUHOHHOTO
YAOCTOBEPCHHA:Y
{Hannucs
AyGnupyeres Ha

Ha aHrnuickoM
£3bIKE),
HAHMEHOBAHHE
BIAZEALLA
PETHCTPALMORKCTO
YAOCTOBEPEHMS,

- ROTOTHN BNANCTBLE
PETHCTPaUBORHOIO
yaocTonepeHus (Ha
HEFAMACKOM A3BIKE),
- WTPHX-KOA;

- hapmakos(st);

« «Cepuam,;

- «Tozen oo: ».
Jononsurensno
yrazua undopmaums
2N MOHMTOPHHIa
ABHIKEHHSA
NeKAPCTEEHHOMND
npenapara or
TIPOU3BOAHTENS 20
KOHEYHOTC
noTpeduTEan.

Ha Bropuunyio
YOaKOBKY HAHECEHES
koZbl THROTpaduy.
Xpaueaue [pu TeMnepatType ue patwe 25 °C COOTBETCTEYET
Cpox roasocTH 1S ner 5 net (10 01,2027)

Copanxnus 42 8

Dr Plioger Arzndemitte! {mp2d Tel: <43 {0)PS16043 -0 HepaVereinsbark Bamberyg Cezehifrafubrer Verwaltungimatsvorsitzandsr
©=. Robeet - Bllages Strafle 72 For: rug (G PGt 6045 - 27 "BAN: DEBS 7I0 1 0070 Q002 S663 62 Dr. Gipmter Susrbach Heiner Schmide '
S4CE2 Bomberg infabdr.pficgerde BIC; HYVEDSM b Bl il Arviagericht Barmberg
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Tests Specifications Analysig resulls
Appearance Off white, round, biconvex film-coated | Conforms
tablets, deep score line on one 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) 2583 mg
18/20 tabl -~ NMT + 5% Conforms
2/20 tabl - NMT£ 10% Conforms
Disintegration NMT 10 min 4mind5s
Related substances benzilic acid - NMT 0.3 % 0,0 %
HPLC
individual unspecified impurity — NMT
0.2% 0,0%
total unspecified impuritics - NMT
05% 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 |l g absent Absent
Assay 285-315mg 29,43 mg
HPLC
Paclaging 10 tablets in a PVC/aluminium foil Conforms
blister, 10 tabletsina
3 blisters with the package leafletina | PVC/atuminium foil
carton with a perforation of the opening | blister.
site and additional valves to ensure 3 blisters with the
tamper evidence, package leafletina
carton with a
perforation of the
opening site and
additional valves to
ensure tamper
- evidence,
Labeling i The blister should contain the Conforms

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,

| mark sign ®,

The blister contains
the following
information in
Russian:

- trade name of the
product with the trade

Dr. Sfloger Areneimittn’ Gmbh Tel: +49 {0} 9516043 -2
Dr-Rezert-Pliegec-Strabe 12
34053 Boimberg infeldd pliegesde

ok i nflongs o

Fox «69(0) 951 6633 - 29

HypoVerensbork Bamberg Ceztnditsiihnern
{BAN: DEZS TID2 0070 Q002 5ub5 42
S0 HYVEREMMET

1L DEIRY INORSY

Rl vim

Or Clmter Aomboch

Crpaunua Suz 8

Yerwolbungsrotsvorsitzerden
Reirer Sehmidt

Amtsgericht Bambarg
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- shelf life,

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

The earton should contain the
following information in Russian:

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

- internationsl 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
childreni™,

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

- marketing status,

- storage conditions,

- marketing suthorisation 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 specificd additionally.

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

| the name of the
| marketing
| authorisation holder,

- international non-
proprietary name,

- strength,

- dosage form,

- amount of tablets,

- batch number,

- shelf life,

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

The carion contains
the following
information in
Russian:

- trade name of the
product with the trade
mark sign @&,

- international non-
proprictary 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),

Crpaxnua bws B
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I - logo of the
? marketing
; authorisation holder |
(in English),
- barcode,
| - pharmacode(s},
5 | - “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
Shelflife 5 years 5 years (up to
01,2027)

 —

PesyabTar 1200paTOPHOro SHAN3A: COMIACHO CRCIMOMKaLMI
Laboratory test result: according to specification

Hacmoauyun 2 nodmeepsicoae, umao npusedenian §olle unipopyayns ReAAeMcs docmosepnoi i
MONHO. Dina cepur npodyKutl npoisedena (BRTIONAR YRAKOEKY (MAPKUPOEKY) U KOUMPORs
Kauecmsa) Ha ebIlEYKa3ARHOT NPOU3IEOICHIGENHOT RIOI{AOKE (NAOAORAX) ¢ NOANOM Coomeemcmany
¢ mpebosansuanu lipasun uadnecarueil NPOUICOACMEENIION RPAKNIIKY U MPEBOSANUIANE KORMPONA
Kauecmoa SeKapemeenuix cpedcme, a mardice 6 COOMEEMCHBNN Co Cneyudukayiam,
COOCPICAIIUMICA 8 PEZUCHIPANIOHIOM OOCHE CHIPANBI-UAROPIICPQ, 3anuct 1o npouseodcmay,
YNAROGKE U ANANUIY RPOSEPEHbI, & YCIIAHOEARNO UX coomeemcmeite mpedocanusm {Ipagiut
Hadnexcaell npoU3LOICHIGENTION NPAKINLIKIL

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 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 thie Good Manufacturing Practices reguirements.
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Anaauz estnonnen no I1 NO16196/02-270720 Ham, 1.
The analysis was carried out in accordance with IT N016196/02-270720 Rev. 1.

, o
Bamberg, 2022-04-06
S
Hp. Iinerep Apusaiivarrrens T'm6X /
Dr. Pfieger Arzneimittel GmbH
Dr. Claudia Freitag
Crpauxua Buz 8
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