r. Pfleger

ARZNEIMITTEL

CEPTHO®HKAT KAYECTBA

CERTIFICATE OF QUALITY

Hanmenosaune rosapa/ Product name:

Coaavence®, ralaerkn, nokpsiTeie naenoanoi ofoaouxodt 15 ur

Spasmex® 15 mg film-~coated tablets

Vimnonrep/ Importer:

[TPOME]L I'lpara a.o, Hewscran Pecinyfnuka

Homep annensun/ License number:

DE_BY_05_MIA_2022_0048/55,2-2678.2-5-
"120-14

| Cepna Tosapa Ne./ Praduct batch no.: 24050
Ynaropka/ Packaging: 30 Tabn
dara aponssogcrna/ Date of manufacture: 08.2022
Cpor roanocts/ Shelf life: 08.2027
JaBopavopustii anaans N/ Laboratory analysis | 030000044953
no.:
Jata/ Date: | 10.2022
MHH/ INN: Trospium chleride

Hazsaune gapm, cyvberanunn/ API name:

Tpocnus xnopujL

Mpouspoanreas dapm. cyberannnn/ API
manufacturer:

Siegfried 8t. Vulbas SAS, France

Iorasarenn ? Hop>1es PezyasTaTh! |
AUQIA
Onucanne | Kpyrnste, aBoskoBstnykasie Tabnerky, | COOTBETCTDYET
| NoKpLITHE NAenouHoM ofionouxoh
nouty Senoro usera, ¢ rayGoxol
prexol ¢ onBei CTOPOHR H
! Mapxupoexod «0» ¢ 2DYrol CTOPOHLL
- Honaunnocts Bpess yAep:uBAHHS CCHOBHORO KA | COOTBETCTBYET
- B3XKX HA XPOMATOIPAMME HCHBITYEMOTO
pacTECpE SODKHO CROTBCTCTRCBATDL
BpEMEHH VACPHMBAINASA OCHOBIIOIO TIHKA
| HA XPOMaTOrpaMme CTaHAapTHOTO
_pacTROPR )
OanopoaHOCTE MACCH 259,86 Mk 5 % (246,6 —272,6 M) 2586 mr
| 18720 1abn. — ue Bornee £ 5 % COOTRETSTBYET
| 2/20 Tabn, — pe Gosee + 10 % | COOTRETCTBYST

_PacnazacmocTs

| He Gostee 5 munt

- 3 mun 42 cex.

Tutc 4% {0 U5 L0880
Fax: ~55 {2} 951 00043 - 29
infe@drrflegords
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Poacrsennsie npumecn Senzunopan kucaoTa - ne Gonee 03% 0,0%
B3KX
| CAuumuHas HempeHTHOHUBpOBaHHAR |
| nipEMees - He Gonee 0,2 % 0.0%
! CymMa HeupenTHOUIMpoRaHHEY
! tipumecedt - ve Gonee 0,5 % 0,0 %
€ysMa Beex NpusteceH - e Gonee 0,8 0.0 %
%
Mupobuosoraveckan uncrora !
- ofee uueno sapobisbix te Gonee 10° KOE/ < 10 KOE/r
| MHEPOOPraHWIMoB !
| - ofitiee wueno aposciedt 1 rpuBos | se Gozee 102 KOE/r < 10 KOE/r
_- Escherichiacolia | r | OTCyTeTRYRT _OTCYTCTRYET !
Koanuecraennoce onpeaeesne 14,25 - 13,75 mur [ 14,82 My
BIXX
Yuaxonra Tlo 10 Ta6netok g Gancrepe ma Cootsercrayer
NIBX/amcmunuenoit hoabri, To 10 Tabnerox 8
ITo 3 6ancrepn pvecte ¢ nucTpykunel | GaMerepe us
N0 NPHMEHEHMIO NOMEINAIOT B HBX/amomunuenoii
! | KAPTOHHYIO N2YKy ¢ nepdopatueit donera,
: | MECTa BCKPBITHA M AONONHUTERBHLIME | Tlo 3 OancTepa aMecTe
i | K1ananamu 73 «ontpons neproro | ¢ uuCTpYKUKEH no
| | BCKpPBITUS, | NPHUMEHENHIO B
| KADTOHHOM naukec |
~ - nepdopaunesi mecta |
| BCKPMTHA ¢
| RONOAHUTENLHEIMH
xAanaHaMu ana
KOHTPOO# nepnoro
Rt Y Wo— b ’ Egﬂbm’ﬂ;_“ ..... ——
Mapruposra Ha Baucmepe na pyeckom s3bixe Coorsercrayer

| YKAIBIBLIOT:
| - TOProBog HalBatKe Npenapara ¢

| npenynpeastensuoii MapKMPORKOIE B,
- MCAAYHADOANOC HCRATEHTORBAH loe
HABUMERDBAKNE,

~ AG3NPOBKY,

- IEKAPCTBEHHYIO hopMy,

- KOAHYECTRO TadneTox,

- HOMED cepuH,

* CPOK MOSTHOCTH,

- NOrOTHN BRaJe LA

- PeTHCTPRUMOHHOTO YAOCTORCpEHNA (Ha
AHTAMECKOM a3b1Ke),

Ha xapmonuoti nauxe ¥a pycexom
AILIKE YKA3BIBRIOT:

Ha Grucmepe na

| PYCCKOM #3biKe:

- TOPFOBOE HalBaHHe
| npenapara ¢

NpeRynpeanTennHon

MAPKHPOBKOH &,

- MeXAyHapoaHee
HEMATEHTORAHHOE
HAUMEHOBAHME,

« O3UPORKE,
- ABKEDCTREHHAR

dopma,
| = KOIMYECTRO
| Tabnerox,
- HOMED cepuu,

Dr. #*lager Arzne mistel Gmald
DroZalsert-Pfhegun-Ser e 17
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- HAMMEROBAHKE AeﬁﬁTBy}QK_uGl‘o
| BelliecTBa K ero copepxanue 8 1

| ABMKEHMA NEKAPCTEEHIOrD Npenapara

~ TOProBo® HAZBAHHE Npenapara ¢
npeavapesATensHOlN MapxHposkoi 8,
~ MEXIYHAPOZHOE HENATEHTORAHHOE
HAaHMCHOBAHHE,

- AO3HPOBKY,

TaBneTke,

- fleraperaeHuyio hopmy,

- konuuecTso TabaeTok,

- IepeteHs BCHOMOTATNbHBIR
BELIECTS,

- fipenynpenurensibie nannucH: «He
NIpHMEHSTE N0 HCTEHEHHH CPOKE
roanocTi!n, «Xpanurh B HELOCTYIHOM
Ans neted mecreln,

- enocof npumMenenns: «ia npuema
BHYTDB!Y,

- YCJIOBHA OTTIYCKA,

- YCNIOBHE Xpasens,

- HOMEP PETHCTPAUMOHHOTO
VAOCTOBEPEHHA,

- HAUMEHOBAHEE ¥ apec
nponasoauresn (aybaupylores va
aHrIHHCKDM f3bIKE),

- «Jleprxarens perEcTDAUECHHONO
yaccToBepennay (Haanucs
nyBnupyercd Ha

HA AHPAHECKOM A3LIKE), HAUMEHOBAHHKE
BASACNEE

PErHCTPAUHOKHOTD YACCTOBEPEHHE,

- NOTOTHIT RASACARIA
PEFKCTPALMOHHOTO yAocTOREpEHKA (Ha

- BEIECTBA H €FO

| BEIeCTs, ]
| - NPeRYIPEaNTENLHDIE |

aHTARACKOM A3MIRE),

~ WITPHX-KOH;

- apnmaron(b);

- ¢Cepuam;

- «[onen ao: »f

}],onanumanaﬁo MOOKET YKA3biBaThCH
UHOOPMALHSA 175 MCHHTOPRHTE

OT NPOHIBORMTENS 10 KOHEUHOTD
norpeburens.

Ha BTOpHUHYIO YIAKOBKY MOTYT DRITS
HalieceHb KOak! THirorpaduy,
MECTOTIONOMENHE KOTOPHIX MOKET
MeUnTECH,

| (myGanpytoTea Ha
| aMranicKoM A3BIKE),

- CPOK MOAHOCTH,
- NOFOTHI BlAASNbLA
PErHCTPALHOHHOIC
yaocTopepesus (Ha
AHTTHPECKOM A3BIRE).
Fa rapmontioii navre
HA PYCCKOM A3BIKE:

~ TOPTOBOE Ha3BAHKE
fpenapaTa ¢
npeAyNpeAUTENBHOH
mapxuposxoit ®,

- MENTYHRPOAHOL
HenaTenTonatiHoe
HaHMCHORZHKE,

- HO3HPOBKA,

- HEHMEHOBSHHE
AEHCTBYIOWETD

comepmanne B 1
Tabnetke,

- ICKAPCTBEHHAR
Hopma,

- KOAHYECTRO
tabBnetok,

- TICPCUCHB
BCMIOMOIETENBHBIX

nagnucw, «He
HpUMEHATD 110
HCTEMEHUU CPORE
FOUHOCTH! D,
aXpanuTs B
HCOGCTYIHOM 218
netei mectely,

- cnocof
npuseHenus: «fina
UpUCMA BHYTPBIY,

- YCIIOBHA OTIIYCKE,
- YCJIOBHSA XpaHeuns,
- HOMEP
PETHCTPALHOHHOTO
YAOCTOBEPEHHE,

- HAYMEHOBARKE W
aapec NpoM3BOIUTENS
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- «Jepxarens

| perucTpaumonnoro

YACCTOBEPCHUA

{waanuce

| RyGaupyercs Ha

Ha anrnubickom

A3BIKE),

HaHMeHORaH e

BRagensna

PETHCTPALMOHHEOIO

| : YOOCTOBEpEHMS,

~ TOTOTHN BRanebla

PETHCTPaUMORHOTD

YIOCTOBepeH s (Ha

ZHINIMACKOM F3bIKE),

- IITPHKE-KON;

- hapmaroa(s);

= «Cepus:y;

- «Foaen go: »/

Henoasureasmo

yrasna midopmauns

i b3S MDHHTGPHH?E

JRHCHEA

| NEeKaPCTBEHHOTG
T | npenapaTta ot

| | MpoMaBOaUTERR N0

{ KOHCHHOTO

uerpeburens.

Ha sropuunyio

ynamsxy HAHBECEHLI

% Koam THroTpagny,

_Xpanecune | flpu TEMNEpATYPE He Bhune 25 °C _| cooTReTeTAVEY

L Cpox roznocrs _ _5 et 5 ser (10 08.2027)

st bt
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Dr. Pfleger

ARZNEIMITTEL

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) 258.6 mg
18/20 tabl — NMT % 5 % Conforms
2/20 tabl -NMTx 10 % Conforms
Disintegration NMT £ min 3 min 42 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

information in Russian:

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

- international non-proprietary name,

| = strength,
' - dosage form,
.= amount of tablets,

- total yeasts and molds count NMT 10? CFLi/g <10 CFU/g
- Escherichia coliin 1 g absent Absent o
- Assay 1425« 15.75 mg | 14.82 mg
 HPLC | _
Packaging 10 tablets in & PV C/aluminium foil Conforms
blister. 10 tablets ina
3 blisters with the package leafletina | PVC/aluminium foil
carton with a perforation of the opening | blister.
' site and additional veives to ensure 3 blisters with the
tamper gvidence. package leafietin a
- carton with a 5
- perforation of the |
opening site and |
additional valvesto |
ensure tamper l
o | evidence.
Labeling The blister should contain the following

- The biister contains
the following

Conforms : !

information in

Russian:

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

S Pregoe Mrenenittel G bt
e -Rehrt FllegeStegte 53
SOCES Bamberg

Tes A9 {0395 6003 - ¢
Fow L5 (039516043 - 29

iefe g Aagerata

wwertis oflegerde
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Jr. Pfleger

L ger Aszasieyzeal Geak M Tel «43 (0) 651 6AL2
Dr-Rozen-Plleger-Stepls 12
3052 Bermizag nfe@s-pHeger.de

viww dr-nfieawr de

For: +49 (0} 951 6C43 ~ 39

| - 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,

| = strenpth,

.~ 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

chiidren!®,

- method of edministration: “For oral

administration!”,

- marketing status,

. - storage conditions,

[ o 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.
- Secendary packaging may be marked
- with printer codes, the location of
which may vary.

| The carton contains

. - amount of tablets,

- international non-

| proprietary name,

- strength,

- dosage form,

- amount of tablets,

- batch number,

- shelf life,

- logo of the marketing
authorisation holder
{in English),

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 table,

- dosage form,

- list of excipients, ,

- warnings: “Donot |

use afler the expiry

date!”, “Keep out of |

the reach of childrent®, |

- methed 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

authorisation holder,

a vpaversatbank Exmbreg

BIC: HYVEDEVMYT: Telf v

LED %y DEISZL955Y

Casel eftsfubees
'BAN. DE2$ 7702 D070 0302 S443 432 3 Ginter Auertzzh

Copammia 6z B
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ARZNEIMITTEL

- logo of the
marketing
authorisation holder

- (in Engiish),

- barche,

- pharmacode(s),

- “Bateh:”,

- “Expiry date:"/
Information for the
drug product
tovement tracking
from the manufacturer
to the final consumer
| is specified

- additionally,
Secondary packaging
is marked with printer
godes.

Storage At temperature not exceeding 25 °C Conforms

Shelflife 5 vears 5 vears

{up to 08.2027)

Peayawrar naGoparoproro anaansa: cornacHo CTICUM(RKAIMH

Laboratory test result; according to specification

Hacmoaun a ROGIMELPNCOAI0, YO BPUBEOEHNAA Gutttie tHopatanun Reanenicn oocmoeepnoi
meston, Ima cepun npodyiuun npourcedena (srrovan JNOROGKY (MAPpRUPOSKY) U Konmpons
KAYeCHea) ita esrieyrazaniiol upouzeodemeennoi HACIIAOKE (MAOIMAORAX) 6 HOANOM COOMBLIMCIEIN
¢ mpetoequunsu Tpaeua nadnescanedi APOHIGOOCHICENNON NPAKINUKY ¥ MPesOsan M Koimpoin
RAUECHIGa ACKAPCINGENNbIX COEOCING, G IMAKIICE 8 COOMBEMCINGIHE 0 CHENIDURG ML,
COOCPICAUINMUCI 6 PL2UCIPANHONNOIN QoCse empansi-usnopimepa. Janucu 1o aponseadenay,
YHAROGKE # GHARIIY NPOBEPENTI, I YOIMAHOGTEH0 UX COONIBERICIIGNE mpeboeanunry Ipagin
HAOAENCAUEN HPOUICOACIBCHIN T NPAKMIIIL

1 hereby certify that the above information is true asd accurate. This batch of products is manufactured
(including packaging (labeling) and quatity conirol) at the above manufacturing sitefs) in fuil
compliance with the Gaod 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 couniry. Production, packaging and analysis records have been reviewed and fonnd to
comply with the Good Manufacturing Practices requirements.

Copatuza 7ua 8

By, Shwepet Brzneiniste! Gmbit Tah: + L0951 6065 ~ @ HypoWersinssash HBamberg Cesmsblafuboern Vel Ta s 3 eransie it so ey
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Ananuz estnonsen no IT NOI6196/02-270720 Ham. 1.

The analysis was carried out in accordance with IT N016]196/02-270720 Rev, 1

D, Rfiegar Arznrimitze! Gmb=
Dr.Aabert-Flieger-Strade 12
GUE D Brnbecy

T +49 (0) 5514983 O
Fop: «i% {05 957 604% - 29

Tnfe @ allegende

dowee O -pllegeede

-

BT HYVEDEMS LT

- i ~w%%
i . e

[loamucs/ Signaturé™——— -
Oraercrsennoe Tuuo  / Responsible person
Hp. Idnerep Apusaiivurrens MuGX /
Dr. Pfleger Arzneimitic] GmbH
Dr. Claudia Freitag

Copabnua B #3 8

Hypg¥ergingbior’ Huminy Cassaltsfuhrer Vervaltungstativarsiczonde:
IBAN: QEI8 T702 CO70 OCL2 GukF 62 ¢ Cinne Apwhioagh Ragien; s Semidt
Az v Arisge-ichs Homawig
(BRI

WID-Nr TET32267557



