CEPTHOUKAT KAUECTBA

Haumenoeanue rogapa:
Cnasmexc®, TabaeTkH, IOKPLITBIE NICHOYHOM 060a04K0k 30 Mr

HmnopTep: [IPO.MEJ. IMpara a.o, Yewckas PecnyBnuxa

Homep annenznn: DE_BY_05_MIA_2020_0025/55.2-2678.2-5-
93-4

Cepus topapa Ne.: 81084

Yiakopka: 30 ratn

Jdara nponssojicrea: 03.2021

Cpok rogHocT: 05.2026

JlaGopaTopubtii ananus Ne.: 030000042812

Hdata: 06.2021

MHH: Trospium chloride

Haszsanue dapm. cyberanmmnn:

Tpociing xnopun

Mpousroamresns gapm. cyGeranuun

Siegfried St. Vulbas SAS, France

B2WX

Y%

TTokazarean Hopmpbi PesysanTatn anannsa
Onncanne Kpyrnbie, soskosbinykneie TaGnetky, | CooTBETCTBYET
NOKPLITLIE [ICHOUHOR 0G0JI0UKOH
nout Genoro ueeta, ¢ raybokoii
PHUCKOH ¢ OJIHOR CTOPOHEL,
Homnnuuoers Bpemsa yaepkuBaHisa OCHOBHOMO MHKa CootsercrayeT
BOXX 113 XPOMATOrPaMMe HCTILITYEMOTO
pacTeOpa NOMKHO COOTBETCTROBATE
BPEMEHH YAESPIHBAHUA OCHOBHOIO
[HKA HA XPOMATOrPAMME CTAH/IAPTHOTO
pacTeopa
ORnOpPOAHOCTH MACCHI 259,6 Mr = 5 % (246,6 — 272,6 mr) 2583 Mr
18/20 Tabn. ~ ne 6onee+ 5% CooreercreyeT
2/20 Taba. — ne Gonee £ 10 % Coorsercrsyer
Pacnmagaemocte He Goaee 10 mun _ 6 mMuH 8 cex.
PoxcTeennbIe npumecn Gensunopan kuenora - He Gonee 0,3 % | 0,0 %

eOHMHUYHAR HeMAeHTHdHUHPOBALiHAs
npumecs - ve Gonee 0,2 % 0,0 %

CYMMAa HeHAEHTHOHUHMPOBAHIBIX
npumeceit - He Gonee 0,5 % 0,0%

CyMMa Beex npumeceii - ne Gonee 0,8 0,0 %
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ARZNEIMITTEL

HMokasarennu Hopmut Pe3yanTaTel ananusa
Mapkupoeka Ha 6nucmepe Ha pycckoM asbike CootseTcrayer
YKa3bIBAIOT: Ha 6aucmepe ua
- TOProBOe Ha3BaHHE Npenapara ¢ PYCCKOM fA3BIKE:
OpeaynpenTe/IbHOH MAPKHPOBKOH | - TOProBo¢e Ha3Banue
®, npenapara ¢
= MEIKAYHAPOIHOE Mpeaynpe/iTenbHOM’
HENAaTeHTOBAHHOC HAHMEHOBaHKe, | MAPKHPOBKOH ®,
- IO3HPOBKY, - MEKIYHaApOIHOE
- IEKAPCTBEHHYIO Gopmy, HETTaTeHTOBAHNOE
- KONUYECTBO TabaeTox, HaRMeEHOBaH e,
- HOMep CepHH, - IO3UPORKa,
- CPOK FOJIHOCTH, - IEKapCTBEHHAS
- JIOFOTHI BAAJICNLLA popma,
PErHCTPALIHOHHOIO Y/I0CTOBEpEHHS | - KOJHYECTBO
(Ha aHITHITCKOM A3bIKE), tabnerok,
Ha kapmonnoii nauke Ha pycckoMm - HOMep CepuH,
A3BIKE YKA3LIBAIOT: - CPOK I'OJIHOCTH,
- TOpI'oBOE HARBAHKME IIpenapara ¢ - AOTOTHI
HpeAyIpeiMTensHOH MapKHPOBKO# | BAaacabla
®, perHcTpalHoHHOTO
- MEXKIYHapoIHOe yJlocToBepeHus (Ha
HCMATCHTOBAHHOE HAaMMEHOBaHHe, | AHIVIMACKOM A3LIKE).
- J103HPOBKY, Ha kapmonnon
- HAUMEHOBAHHC JCHCTBYIOIIETO Hayke Ha PYCCKOM
BELIECTBA ¥ Cro coaepiKaHue B | SASBIKE!
Tabnerke, - TOProBOE Ha3BaHHE
- IEKapCTBEHHYO hopmy, npernapara ¢
- KonuuecTBo Tabnerox, npejynpeinTensHoif
- TIEPEYCHD BCTIOMOTaTE/IbHBIX MapKHpoBKok ®,
BEU(ECTB, - M&X/IYHapOHOE
- NPeYNpeAHTENLHEIC HaAMHCH; HEMATCHTOBAaHHOE
«He npuMeHsTs 110 HCTCYEHUH HaHMCHOBAHHUC,
CpPOKa roaHocTH!», « XpaHuTh B - I03UPOBKa,
HENOCTYITHOM MUS AeTeit Mecre!», - HAHMEHOBaHue
- cnocob npumenenus: « s JeHCTRYIOMEro
HIpHEMa BHYTPB! ), BCLIECTBA H €0
- YCJIOBHS OTIIyCKa, conepskanue B 1
- YC/IOBUS XPAHEHMA, rabnerke,
- HOMEP PerucTparOHHOr0 - JleKapcTBeHHas
YJ0CTOBEpeHHS, dbopma,
- HAHMEHOBaHHE U aapec - KOJIHYECTBO
npoussoamnTens (ybnupyiotca na | Tabnerok,
AHTTTHACKOM A3BIKE),
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ARZNEIMITTEL

- «"onen zo: »/
Hononuurensuo
YKa3Ha uudopmanns
MU MOHHTOPHHTA
JABHJKEHHA
7€KapCTBEHHOTO
npenapara ot
[IPOU3BOJIMTES IO
KOHEYHOTrOo
norpebuTes.

Ha sropuunyio
YNAKOBKY HAHECEHBI
KOJbI THROrpaduu.
XpaHenue Ilpu Temneparype He Bhime 25 °C Coorsercrayer
Cpok roanocru 5 ner 5 ner (mo  05.2026 )

PesyavTaT naopartoproro anaamsa: coriacuo cnenudUKauun

Hacmoauum s nodmeepncoaio, umo npusedennan gsiuite undghopmayna asanemen
P0Ccmo6epHol U mounoll. Ima Cepun npodyKuuu npouseedena (6xrovan YHAKOGKY
(mapkupoeky) u KOHMPOny Kauecmea) Ha suluieyKa3annoli Hpou3sodCmeennoi HAOMaOKe
(nrouadkax) & noanom coomeememenu ¢ mpebosanuamu lpaeun nadrexncawei
npouseodcmeeHHoN npakmuKy u mMpedosanuAMU KOHRIMPOAA Kavecnea ACKAPCIBEHHBIX
Cpeocme, a MAaAKNCe 6 COOMEEMCMEUN CO creyupurauamu, codepicauiumuc ¢
PECUCHIPAUUOHKOM DOChe CMPAHLI-UMIOPMEPQ. 3antcy 1o RPOU3EOOCINGY, YRAKOGKE It
ARATUTY RPOGEPLHBL, 1t YCIMAHOEACHO UX COOMECIMCINGIE mpeboearuam Ilpasun nadrencameri
NPOUIGOOCMBEHHONT NPAKMUKH,

Ananus euinonnen no Il NO16196/02-270 720 Ham, 1,

Bamberg, 2021-06-29
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