Dr. Pfleger

ARZNEIMITTEL

CEPTHO®HKAT KAHYECTBA
HauveHoBamHe TOBApA:

Cnazsexc®, Tabnerrs, 5 Mr

Hmnoprep: [1PO MEJ. MNMpara a.o, Yewcxan Pecnybnuxa
Homep asuernum: DE_BY_05_MIA_2020_0025/55.2-2678.2-5-
93.4

Cepus ToBapa Ne.: 80970

Ynaxoexa: 30 7abn

Jlara npon3eoacTea: 04.2021

CpoK roaHoCTH: 04.2026

JaBoparepuniil ananns No.: 030000042729

Jara: 06.2021

MHH: _ Trospium chloride

Haspanne gapm. cyfeTanimn: Tpocnua xopus
[powzsonurenn Gapm. cyGcTaHIMRA Siegfried St. Vulbas SAS, France

okazareny Hopmst Pesvabrares anaiusa
Onncanne Kpyraue, asosxossinyknsie rabnerky, | Coorpercrayer
- nourH fenoro LpeTa

ToannuuocTh Bpems yuepiHbanng ocHoshoro nuxa | CoOTBETCTRYET
BOXX Ha XPOMATOrPAMME BCNLITYEMOrD

PACcTBOPA AOMKHO COOTBETCTBOBATE

BP%M%HH y,ncp)mazum OCHOBHOIO

NHKA HA XPOMATOIPAMME CTAHAADTHOIO

i pacTsopa

Cpeanas macea i oanopognocrs | 250,0 mr £ 5 % (237,5 - 262,5 mr) 2518 wr
o Macce 18/20 Tafin. — ue Gonee £ 5% CooreeTcTBYET

2/20 Tabn. — e Sonee = 10 % CoOTBEICTRYCY
PacnanaeMocrs He Gonee 5 mun 1 muH 12 cex.
Pozcraennnie npumec Senaunopas kucnota- He Sonee 0,3 % 1 0.0%
B2AXX

CAWHHYHAR HSHASP{TH{?HRHQOBHHHM

npumeck - He Gonee 0,2 % 0,0%

CyMMa HeMACHTHDHUMPOBAHHELX

npumecei - He Gonee 0,5 % 0,0%

cyMma Beex ripumeced - ne Gosee 0,8 0,0%

%
OauopoAROCT J0IHPOBAHUR Kpurepuit npremnemocty AV ~ He Lot

Sanee 15,0
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Dr. Pfleger

ARZNEIMITTEL

KOHTpOAA

[EPBONO BCKPBITHA.

Hormsavenn Hopmut PesyarTaTst angamsa
| Mupofnonormieckan MneToTa

- ofitee wHCI0 83pobHbIX xe Gonee|10° KOET < 10 KOE/r

MHKPOOPranHIMOB

- obuee yreno Apodcke 1 ue Gonec[10° KOE/r < 10 KOE/r

rpubos

- Escherichiacolis I r OTCYTCTR] €T CorcyTeTayer

Koanvecraennoe 4,75 - 5,25 Mr 4,99 wr

onpeaeneHme

BIXKX

Vaiakonka ITo 10 TafseTox moMewaioT B CootsercreyeT
Bmactep 3 [TBX/amomusrenoit ITo 10 Tabnerok kB
donery. Gaucrepe 3
Io 3 6mzgTepa BmecTe ¢ [BX/amomuanesoit
HHCTPYKIHeH O NPHMEHEHHIO doaern,
nOMEWA]T B KapToHHyio nauxy ¢ | [To 3 Gaucrepa
nepopaijiuelf MecTa BCKpRITHE B BMECTE C©
JONOAHMTEALHEIMY KAAnanaMy Ing | HECTPYKUHEH no

HpUMEHEHHIO B
KapTOHHOH fladke ¢
nepdopauuec Mecra |
BCKDbITHA H
AONOAHHTENEHEIMH
KnamnaHaMy M
KOHTPOJIA NEPROro
BCKPBITHA.
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Dr. Pfleger

- TOPrOROE Ha3BaHue NPeNapars ¢
NPy NPeAHTEIEHOMH MApPKHPOBKOH
®,

- MEKAYHBPOJHOE
HeNATeHTOBBRHHOE HaUMECHOBAHHE,
- I03BPOBKY,

- JIEKAPCTBEHHYIO (GOPMY,

- KOAHUECTRO TabneToxK,

- HOMEp CEpHH,

- CPOK NOZHOCTH,

- IOVOTHN BI&ASTHUA
PerueTPRIHOHHOIO Y AOCTOBEPEHHA
(18 aHIMHECKOM H3BIKE).

Ha xapmonwoii nauxe Ha pycckoM
A3BIKE YKA3BIBAIOT!

- TOProBOE HA3BAHKE NPENapaTa ¢
npeaynpeanTensHol MapKHpOBKO#
®,

- MEXCIYHApPOAHOE
HEMaTeHTOBAHHOE H2HMMEHOBAHHE,
- DO3HPORKY,

- HRMMEHOBAHHEE ASHCTEYIOWETD
BCLIECTRA W €r0 cOAepiKanue B 1
Tabnerxe,

- neKapeTBEHHY 0 fopMy,

- KOnW4ecTBO TabNETOK,

- fiepeens BCIOMOTATeABHLIX
BEINECTR,

- Ipey NpeAMTEbHBIC HaanuCH:
«He npuMeHsTh 110 HCTEUSHHH
cpoKa ronHocTH!», «XpaHuTh B
HeCCTYITHOM ANA AeTel MecTe!n,
- enocob npuMeserns: «Jlas
npHemMa BHYTPB!»,

- YCROBHA OTNYCKA,

- YCTIOBHS XPaHEHHUA,

- HOMED PErUCTPaUlOHEOrO
YAOCTOBCPECHHA,

- HAUMEHOBaHHKE H Alpec
mpoussoauTens (DySnupyoTed Ha
aHrIUECKOM A3LIKE],

ARZNEIMITTEL
HoxazaTean Hoapmet Peavabrars! QRANNIA
MaprupoBKa Ha Brucmepe Ha pyCCKOM A3bIKE CootsercrayeTt
YKa361BaI0T: Ha 6rucmepe Ha

PYCCKOM A3BIKE:

- TOPrOBOE HA3BRHUC
npenapara ¢
npexynpeauTeNsHol
mapkuposkoi ®,

- MEXAYHAPOIHOE
HENATeHTORANEOS
HAMMEHOBAHHE,

- HO3MPOBKA,

- IEKAPCTBEHHAR
topma,

- KONKYECTEO
TadneTok,

- HOMEp CepHH,

- CPOK FMOJHOCTH,

- IOTOTHN
BIIAZCTBLA
pernCTPauHOHHOTO
YHOCTOBEPEHHA (Ha
aHrNUHCKOM SIBIKE).
Ha xapmonnoii
nayKe Ha pyccKkoM
A3BIKE:

- TOProBOe HA3RAHME
npenapara c
npeaynpesHTensHOH
mapkuposkoii ®,

- MEXAYHAPOIHOE
HENAaTeHTORAHHOE
HaHMEHOBAHNE,

- RO3HPOBKA,

- HaHMEHOBAHHE
JeACTBYIOLIETO
BeLLecTRa H €T0
cogepkarve 8 |
TabneTxe,

- NEK&PCTBEHHAS
dopna,

- KOHYECTRO
Tabnerok,
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Dr. Pfleger

ARZNEIMITTEL

- «lepiatens perHcTpallHOHHOO - IEPCYCHb
yIocTOBepeHMA:» (HAANKCE BCIIOMOTETEABHBIX
Aybmupyercs Ha BELLECTB,
Ha aHTIHHCKOM f3bIKe), -
| HAHMEeHOHaHue BrajeTeua IpexynpeanTeIbHEIE
PErHCTPAIIMOHHOIO YAOCTOBEpEeHHY, | HagmAcH: «He
- IOTOTHTI| BNafeds1a NPHMEHSATD N0
PErHCTPaUMOHHOrO YIOCTOREPEHHA | MCTEHYEHHH CpOKa
(Ha aHraHjicKOM f3BIKE), FOfHOCTH!»,
- LITPHX-KOM; «XpaHnTb B
- hapmakda(sl); HCIOCTYNHOM ANf
- «Cepua:h; Aetchi Mecte!y,
- «l'omen jo: » - enocob
JlONOAHNTENRHO MOXKET npuMenenua: «ns
yxaspiBaThcs HRdopMamia and OpHeMa BHYTPs!»,
MOHHTOPHHIA ZBHKECHKA - YCI0BHA OTIIYCKA,
NEKAPCTECHHOrO Mpenapara o1 - YC/IOBUA XPAHEHHA,
MPOH3BOINTENS A0 KOHEYHOTro - HOMEp
noTpebuTgns. PeTHCTPAUHOHHOTO
Ha BTOpHYHYIO YIAKOBKY MOCYT YAOCTOBEPEHMA,
OBITH HAHGCEHB! KOOI THNOTpadHH, | - HAHMCHOBAHHE U
MECTOMOI(KeHHE KOTOPBIX MOXET | aapec
MEHATLCS. [IPOH3BOZHTENR
(ay6aupyloTes Ha
AHIAHACKOM H3BIKE),
- «depxarens
PETHCTPAUHOHHOTO
§ YHAOCTOBECPSHHA »
3 (Haanuch
AyGnupyerea Ha
Ha aHCNHECROM
A3BIKE),
HAHMEHOBaHHe
R ER (i Sit]
PErHCTPANKOHHOTO
YA0CTOBEPEHHA,
- IOTOTHIT
BIggenpua
PETHCTPaUKOHHOIO
YAOCTOBEPSHHA {Ha
AHrNHHECKOM A3bIKE),
- TPHX-KOA;
- hapmakon(s);
- «Cepua.»;

Crpauxua dus S
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Dr. Pfleger

ARZNEIMITTEL

- «l'ones no: »
HononexreneEo
yKazHa MHbOpMalHa
A8 MOHUTOPHHTA
ABMNEHHS
NEeKapCTBEHHOTO
npenapara oT
NPOH3BOIKTENS JI0
KOHCYHOro
notpeburens.

Ha eTopuyHyio
YNaKOBKY HAHECeHB!

- KOZBI THIO paduu.
Xpauenne Tlpu Temueparype He semme 25 °C Coorsercrayer
Cpox roguocTi 5 ner - | 5ner(no 04.2026 )

PeayibraT 1aBopaTopHOro aHann3g; CONIAacCHo cneluGuKalHg

Hacmonuium 2 nodmeepricdaio, 4mo RpUEEdeHHAR 6v1uie UHPOPMAHUR ASNRENICR
COCmOBEPHON ¥ MORHOE Dma cepis npoodyKyuu NPOUIEEOeHa (ERAIOHAR YRAKOEKY
(MapRUPOEKY) U KOHIMPOAS KAECHIET) HA LIRIEYKGIGRHON RPOU3EOOCINEEH O NIOIGOKE
(naomadxax) ¢ nonnosm coomeememsuu ¢ mpefoeanuamu fpasun nadaencauies
HPOUIEOOCTISEHHOH NPAKMUKY U MPEGGSAHUAMU KOHMPOAA KAYECMEA AEKAPCINECHHEIX
CPEGCNe, 4 MIAKICE @ COOMEEMCMEILE CO CREUNMDUKALYUAMY, COOEPICAR{UMICA €
PEHCHIPAUNOHROM GOCHE CIMPAHBI-UMBOPMEPA. 3ANUCH 1O NPOUICOOCINEY, YNAKOEKE U
aHARUIY NPOBEPEHB, U PCIMAHOENEHO UX coomeememene mpeGosanunm [lpasun nadnescauteit
HPOUISOICTNGEHH O NPAKIMUKIL

Awxanuz evrnonnen no Il NGI16196/01-140720 Ham. 1.

Bamberg, 2021-06-16 K{__.‘ Z Prr N i

L T )
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Ortsercraenuoe Jluno i
Ap. ldnerep Apusnaiinurrens Mu6X

Hans Habermann

Crpsuuus Sus 3
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