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ITTEL

ARZINE

CEPTUDPHKAT KAYECTBA

Haumcnosanne TOBapa:

Cnazmerce®, Tabaeriu, noKpLIThIe NAeH0UHO0I 0GoN0uKO0l 15 M

ITPO.ME]L Ilpara a.o, Yemcxas Péény&mxa

Hmuoprep:

Homep inuensnn: DE__BY_WOS'_MIAM2020W0025/55.2—2678.2—5—
934

Cepus tosapa Ne.: 81875

VYnaxkoBka: 30 rabn

Jdara npouzeoscraa: 11.2021

Cpoxk roanocrn: ‘ 11.2026

JabGoparopusiii anaans No.: 030000043559

Jara: 12,2021

MHH: Trospium chloride

Hazsanue gapm. cyberanuni:

Tpociina xnopus

Ipoussoautens dpapm. cyberannmn Siegfried St. Vulbas SAS, France
Tlokasarenn Hopmut Pesyabrarn
anaanza
Onucanne Kpyrisie, 1BOAKOBBIMYK/IbIE TAGNCTKH, | COOTBETCTBYET
MOKPLIThIE M1EHOHHOH 0Bonoukoi,
Genoro wam noytH Genoro LeeTa, ¢
PHCKOH
Ha nsnome a1po 1 naenounas oSoouxa
Benoro unu noutu 6enoro 1eeTa
Hopnauunocts Bpema yaepKHBaHHA OCHORHOTO NMHKa COOTBETCTBYET
Tpocnua xuiopua Ha XpOMAaTOrpaAMME HCIBITYEMOro
BOIX PACcTBOpPA JOMAKHO COOTBETCTBOBATE
BPEMEHH YASKHBAHHA OCHOBHOIO MTHKA
Ha XPOMATOIPaAMME CTAHAAPTHOIO
PACTEOpa TPOCTIHA XJI0OpHIa
TuTaHa AHoKeH JIOMmKHO NOABMTECH OPaHKEBO-KPaCHOE | He NpoBoAMAM
OKpaluHBaHHe
Cpegusisi Macea i 0AHOPOAHOCTE | 2596 Mr 5 % (246,6 —272,6 mr) 259.4 mr
no macce 18/20 a6, — ne Gonee= 5 % COOTBETCTBYET
2/20 rabn. — ne Gonee £ 10 % COOTBETCTBYET
Pacnanaemocrts He Gosnee 10 mun 3 Muu 5 cex.
IlocTopounue npumccn Benzunonan kucnoTa - ve Gonee 0.3 % <0,1%
BIXKX _
EAMHHYHAS HEMIEHTHHIIMPOBAHHAS
npuMecs - te Gonee 0,0 %
CYMMa HeMIEHTH(PHLMPOBAHHBIX
ripumecedt - He Gonee 0,5 % 0.0%
CcyMMa Beex npumeceii - ne Gonee 0,8 % | 0,0 %
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[

MupoGHoaornueckas 4Hcrora

YKa3BIBAKOT: T(

npenapara ¢ It
MapKHPOBKOH

- obiee 4ucao a3pobHEIX ue Gonee 10° HOE/T < 10 KOE/r
MHKPOOPIRHHIMOB
- oButee uucno aposcked ¥ rpubor | He Gonee 107 KOE/r < 10 KOE/r
- Escherichiacolis 1 1 OTCYTCTBYET OTCYTCTEYET
KoamecTBeHuoe onpeaeaenne 14,25 - 15,75 nir 14,76 mr
BKX _
Ynakoeka [lo 10 Tabnetok, NOKPLITLIX MICHOUHOR | COOTBETCTRYCT

cBonoukoit B Gnucrep U3

[1BX/amomuuiizsoit doNbri.

o 3 GaHeTepd BMECTe C HHCTPYKUKCH

no NpUMEHEHHKD NnoMeLawT B

KapTOHHYIO MlaHKy ¢ nepdopaunei

MeCcTa BCKph!T}ﬂS! M ACTNIONHHUTENbHBIMH

KNIaNaHaMH JUTH KOHTPONS HEePBOIO

BCKPRITHA
MapkHpoBKa Ha 6rucmepe:|na pycckoM g3bike COOTBETCTBYET

proBoe Ha3BaHHE
DENYNPEAUTETBHOH
®, MHH, nosuporky,

nexapeTBeHHy|o hopMy, KOIHUECTEO

TabneTok, HOM

COKpallEHHOe
MpOH3BOANTE
A3BIKE).

cp CCPHH, «TOACcH O0»,
lazBaHne HUPMbL-
7 (Ha aHrNMiACKOM

Ha xapmonnoii nauxe: Ha pycckoM
A3BIKE YKA3BIERIOT: TOPrOBOS HAa3BaHHE

npernapara ¢ i
MapKHpOBKOH

Ha3BaHHe aKTH

COACPIKAHNE B

NMEPE1eHb BCN(

JICKAPCTBEHHY
TabneTox, npe
HAAMHCH: CNOY
npHema BHyTp
HCTEHEHHH CP
«XPaHHTb B Hy
MmecTe!», yeno
XpaHeHHA,; HON
YAOCTOREPEHH
anpec (pupMbl-
{(nyGnupyroTcs)
norotun Gups
HOMED CEepPHH,
«ropeH go»n(ay
2HITHHACKOM A

ey npeaHTeIbHOH

®, MHH, moaupoexy,
BHOI'O BELIECTBA H €10
ofHO# Tabnetke,
MOTaTe/1bHbIX BELUECTE,
0 (opMY, KOTHYECTBO
1yTIPEIHTENBHbIE

ob npuMenenus: « s
b!», «He npiuMEHATE MO
bKa FOAHOCTH!»,
sROCTYTIHOM And AeTeH
KA OTIYCKA, YC/A0BHA
1ep PErHCTPALMOHHOTO -
; MOMHOE HA2BAHHE W
HPOM3BOAKTEI

Ha AHTTTHACKOM A3BIKE),
bI-TIPOM3BOAKTENS,
ATy W3rOTOBICHHMA,
‘GAUpYOTCA Ha

1biKe ), LITPHX-KOA.
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Dr. Pfleger

ARZNEIMITTEL

HOH{JH HHTEIBHO YKA3LIBAIOT:
«DRCKTIOIMBHEIN IHCTPHEBIOTOP:»,
Ha3BAHHE QUPMLI-3KCKNOIHBHOIO
AMCTPHOBIOTOPA, NOFOTHIT (PHPMBI-
IKCIUIIOZHBHOrO AMCTpHOBIOTOpa (Ha
AHIIHIACKOM f3LTKE).

Xpanenne B cyxom, 3aluiiueHOM OT CBETA MecTe, | COOTBETCTBYET
npH TeMnepatype 15-25 °C
Cpox ronnocri 5 ner COOTBEICTBYET

Pesyavbrar naGoparopuoro anamsa: comacio cneun(puKaLmuy

Hacmoawiun a nodmaepscoaio, umo npusedennan svine unropmanin sennemecs docmoeepHoi i
mOUHON, Ima cepun npodykiut npowseedena (6K104aR YRAKOGKY (mapruposxy) u Koumpons
ROMecmea) na oleyKaianno i npousgodcmeenioii L1omadxke (MACUIAOKAX) 6 HOANOM COOMBENICHIGUN
¢ mpebosanunmu Ipasun nadiescaniei npoussodCmeenon npakmury u mpedOsaHUAME KOHmpoan
Kauecmeda ACKANCHIGEHIBIX CpﬂﬁCﬂl&, a MARMNCE 8 COQMEERICHIBNI CO cney Hq'}l'llx‘ﬂ HiAMU,
COOCPIHCAUUMUCA 6 PL2UCIPAKRONIOM dOChE CRIPANBI-UMHOPMEDQ. 3anucu no npoiseoocmsy,
VYRAKOEKE Il ananuzy RPAcepeiHbl, ’ YCHIAHOEACHO HX COORIGERICINEIE mpeﬁoaanmz Hpamm
HAORENCAIEN NPOU3ICOICIEENNON NPAKMUKH,

Ananus evinosnen no I NO16196/02-280111 Hin. 1-2.

Bamberg, 2021-12-23 i
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IMoanuek M*::,5 _
ir. Claudia Freitag
OreetcTrerHoe JIHL0 2F, Glaudia Frefing
Hp. nerep Apunaivurrens 'm6X

Crpannua 3na 3
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