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ARZNEIMITTEL

CEPTUPHUKAT KAYECTBA

Haumenosanue ToBapa:

Crnasmexc®, TaGaeTKH, NOKPBIThIE MIeH0HOl 000104K0f 15 Mr

Hmnoprep: [MPO.MEJL. Ipara a.0, Yewckasn Pecnybnuka

Homep auuensmun: DE‘._UBYWOS‘_MIAWZZOZOMOOZ5/55.2-2678.2-5—
93-4

Cepust Topapa Ne.: 81079

Ynaxkoepka: 30 Tabn

JlaTa npoN3BOACTRA! 04.2021

CpoK rojiHocTn: 04.2026

JlabopaTopublii ananns No.: 030000042779

Harta: 06.2021

MHH: Trospium chloride

Hazsanue dpapm. cyOCTARIHEAS

Tpocnusa XJI0pHa

TIponssoanTeas gapm. cybcTaHHN

Siegfried St. Vulbas SAS, France

IMoxasarenn Hopmbi PesyabTathl
AHATH3A
Ounucanne Kpyrisle, ABOAKOBLIITYKAbIE TaONETKH, Coorsercrayer
NOKPBIThIE TUIEHOUHON 060N0UKOH
fowtH Besoro usera, ¢ riuybokoH
pHcKoit ¢ ONHOH CTOPOHEBI U
MapkupoBkoii «0» ¢ ApYroii CTOPOHBL.
TlognnuuocTs Bpems yaepicHBaHHA OCHOBHOTO N1KA CooTseTcTRYET
BOWX Ha XPOMATOrpaMme HCNbITYCMOro
pacTeOpa A0MKHO COOTRETCTBOBATH
BPEMEHH YACPIKUBAHHSA OCHOBHOIO NUKA
Ha XpOMaTorpamMe CTaHAapTHOro
pacTsopa
Cpeanssi Macca H OXHOPOIHOCTD 259.6 Mr = 5 % (246,6 — 272,6 mr) 260,1 Mr
no Macce 18/20 tabn. - ne Goneex 5 % COOTBETCTBYET
2/20 tabn. — e Gonee = 10 % COOTBETCTBYET
PacnagaeMocTh He Gosiee 5 Mun 3 mut 42 ceK.
TTocToponnme NpRMecH Gensunonpas kuciora - He Gonee 0,3 % 0.0 %
BOXKX
€[MHMYHAA HEHIeHTHMUMPOBAHHAA
npumecs - He Honee 0,0 %
cyMMa HeuaeHTHpULHpoBanHbIX
npumecedi - He Gonee 0,5 % 0,0%
cymMa Beex npumeced - ne Gonee 0,8 % 0,0 %
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Dr. Pfleger

ARZNEIMITTEL

IMoxkaszarean Hopmubi Pesyawtars
ananuza

Mupobuosornyeckas unerora

- oftee WHCII0 a3poBHBIX He Gonee |0° KOE/r < 10 KOE/r

MHKPOOPraHH3IMOB

- obuitee uneno aposiokeit u rpuGos | ue Gonee 102 KOE/r < [0 KOE/r

- Escherichia colig 1 r OTCYTCTBY{T OTCYTCTBYET

Konnueernennoe onpejxenenie 14,25 - 15J75 mr 14,61 mr

B3XX

Ynakoeka Ilo 10 TabfieTok B 6aucTepe u3 CootrercTayeT
[BX/amojtunneBo# hobra. Ilo 10 rabnerok u
[To 3 Guuclepa nmecte ¢ GamcTepe U3
HHCTPYKUHEH 1O PHMEHEHH IO [IBX/amomMuunesoii
MOMeLuao] B KAPTOHHYIO NMauKy ¢ (omeru.
nepdopaueit Mmecta BCKPBITHSA H Ilo 3 6nucrepa
AOMONHMTYNLHLIMY KIamanaMy 18 | BMecTe ¢
KOHTPONA epBOTO BCKPLITHS, HHCTPYKUHEH 110

NPUMEHEHHKO B
KapTOHHOH Navke ¢
nepdopauueii mecta
BCKPBITHA H
JOMONHHTENLHEIMH
KI1allaHamu as
KOHTPOJIA NEPROTO
BCKPBITHS.
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r. Pfleger

ARZNEIMITTEL

- TOpProBoOe Ha3Ballie Nperapara ¢
npejynpenTesHON MapKHPOBKOH
®,

- MEJKIYHapoaHOE
HEeMaTCHTOBAHHOC HAaHMCHOBAHHE,
- JO3HPOBKY,

- IeKapCTBEHHYK (opMy,

- KQJIMYECTBO TabieTok,

- HOMEP CEpHH,

- CPOK I'OJIHOCTH,

- JIOTOTHII BIajelbLa
PeruCTPalHOHHOTO Y0CTOBEPEHHS
(Ha aHIIHACKOM A3bIKE),

Ha xapmonnoil nauke Ha pycckoM
SI3BIKE YKa3bIBAIOT:

- TOProBoe Ha3BaHHUC Mpenapara ¢
npeaynpeanTensHOoi MapKHPOBKOH
®a

- MeXULY HApOIHOE
HenareHTOBAHHOE HAHMEHOBAHKE,
- IO3HPOBKY,

- HAEMCHOBAHHE JNeHCTBYIOILETO
BEIICCTBA U €ro COACPKAHMC B 1
tabieTke,

- JIEKAPCTBEHHYI0 GopMYy,

- KonuyecTro TableToK,

- epeveHb BCIIOMOTaTe/lbHBIX
BEILECTB,

L7 npexzynpcnmrenbﬁmc HaOMmuCcH:
«He mpuMeHATE MO0 HCTEHEHHH
cpoka rogHoct!», «XpaHutsb B
HE/IOCTYTIHOM [UIs fieTeit mecte!y,
- criocob npumenenus: «Jlna
npueMa BHYTph!»,

- YCIIOBHS OTITYCKa,

- YCIIOBHS XpaHEeHns,

- HOMEp PEerucTPalMOHHOIO
yAOCTOBEPEHHS,

- HAaUMCHOBAaHHE U aIpec
npouzBoauTens (AyOanpyloTes Ha
AHTTTHACKOM A3BIKE),

Tokasarean Hopmubi PeayabTarbl AHAIN3A
MapkupoBKa Ha 6aucmepe Ha PyCCKOM A3BIKE CoOTBETCTBYET
yKa3LIBAIOT: Ha brucmepe Ha

PYCCKOM H3bIKE!
- TOProBOe Ha3BpaHue
npenapara ¢
IpeaynpeuTenbHOH
MapkHpoBKoi ®,

- MEWJIYHApOIHOe
HEMaTeHTORAHHOE
HaUMCHOBaHHeE,

- IO3HUPOBKA,

- JIeKapCTBCHHAA
dopma,

- KOJIMHECTBO
TabJIeTOK,

- HOMEp CEpHH,

- CpOK TOAHOCTH,

- JIOTOTHI
Blajielibla
pPerucTpalioHHoro
yaocToBepesna (Ha
AHTAHACKOM S3bIKE).
Ha kapmonnoi
nayxe Ha PyCCKOM
A3BIKE:

- TOproBOe Ha3BaHue
npenapara ¢
ApeaynpeanTeNnbHOM
MapKupoBKOH ®),

- MEXIYHApPOJHOE
HENATCHTOBAHHOE
HaHMEHOBAHHE,

- I03MPOBKA,

- HAUMEHOBaHHe
JeHCTBYIOLICTO
BELIECTBA H ero
cojlepanue B 1
TabneTxe,

- IeKapCTBEHHAs
hopmMa,

- KOJTHYECTBO
TablieToK,
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ARZNEIMITTEL

- «JlepKafrenb peruCTpalHOHHOrO - ICPeYeHs
YAOCTOBCCHHA:» (HAIIHCh BCIIOMOTaTekHEIX
Aybaupyerres Ha BEILECTB,

Ha aHTJIHHCKOM A3BIKE), -

HanMEHOHBAHHE BIANCIbLA NpeayNpeRHTENLHEIC
PCTHCTPAHOKHOTO YAOCTOBepeH s, | HaamucH: «He

- TOTOTHII| BIA/IE/bIA NPHMEHATE 110
PETHCTPallHOHHOTO YJIOCTOBEPEHHA | UCTEYEHHH CPOKa
(Ha anrmifickoM a3bIKE), rogHocTH! »,

- INTPHX-KO/I; «XpaHuTE B

- hapmaxdn(zi); HEJIOCTYITHOM U1
- «Cepus:p; nereit mecreln,

- «Costen jo: »/ - cnocof
Jononuunznsno MoxkeT npHMEeHeHU: «Ins
YKa3bIBaTHCA HH(OPMAaLHS 1718 NpHEMa BHYTPL!»,
MOHHTOPHHTIA JIBHKCHUS - YCJIOBHS OTIYCKA,
JleKapCTBe|IHOro Npenapara oT - YCIOBHS XpaHEeHHs,
TTPOU3BOIYTENS 10 KOHEUHOrO - HOMep
norpeburens. PETHCTPALHOHHOTO
Ha sropuyyio ynakosky mMoryT YZAOCTOBEPEHHS,
OBITh HAHEPSHEI KOIBI TUIIOTPahHH, | - HAHMEHOBAHUE H
MECTOMOIKEHHE KOTOPLIX MOXKET | aapec

MEHSTHCA. NPOH3BOJHTE IS

(y6aupylores na
@HTJIHACKOM A3bIKE),
- «lepxarenp
PErHCTPAaUHOHHOTO
YZOCTOBEPCHHA: »
(Hannuce
JNyOunupyerca Ha
Ha aHIHACKOM
SI3BIKE),
HAaMMEHOBAHHE
Blage/IbLA
PETHCTPALHOHHOIO
YAOCTOBEPEHHS,

- IOTOTHI
BITadenbla
PErHCTPaLHOHHOTO
y/OCTOBEepeHHd (Ha
AHIJIHHCKOM si3bike),
- WITPHX-KOL;

- hapmakon(er);

- «Cepus:»;
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- «"onex no: »/
JIOTIONHHTEIBHO
yKasHa HHOpMaLHs
711 MOHHTOPHHTA
NBUKCHHSA
JIEKAPCTBEHHOTO
fipenapara ot
PON3BOUTENA 10
KOHEUHOTO
notpebHTENs.

Ha BTOpHYHYIO
YIIaKOBKY HaHCCEHbI
Kozb1 THHOrpaduu.
Xpaneune [1pu TeMTepaType He Bblile 25 °L CooTBeTcTByET
Cpox rojiHocTH 5 net 5 et (no 04.2026 )

PezyanTaT 1abopaTopHOre aHATHIA: cornacHo creuudrKany

Hacmosuum s nOOMEepHCOaio, Hmo npusedeHHAA ullie UHopMaui seraemcs
docmogepHoll 1 MoYHO, ma cepua npodyKuuu npoussedena (6KuoHan YRAKOEKY
(MapruposKy) 1 KOHMPOJIb Kagecmea) Ha GbIUEYKASANH O npou3E00CHGEHHON naouiaoxe
(nAowadKax) é NOHOM CoOHGemcmant ¢ mpebosanuamu IIpasun nadaexcawent
HPOU3EOOCHIEEHH O IPAKHTHKN mpeosanuAMU KORMPONR Kaecmea ACKAPCHIGCHHDBIX
cpedcme, 4 MaKdice 8 coomeemcment co CReUUPURAnUAM, COOePIUCAULUMHUCA 8
peUcmpanoHom docve cmpansl-imnopmepa. 3anucu no nPou3IcodCcHEy, yRaKosKe U
ananu3y npoeepenul, i yCmanoe1eHo ux coomeememeue mpebosanuam Ipasu padnexcauien
npou3e0dcmeeHHol RPAKMUKH.

Ananus evinoaner no I NO161 96/02-270720 Ham. 1.

Bamberg, 2021-06-29 ( /
4 e
F ¢ <o,
M. - JF S
Dr. Pfleger Arzneimittel GmbH Ioanuce
réa:s Habermann OteercrieenHoe JInuo
alified Person . -
Dr-Robert-Mleger Stralle 12 Ilp. Mdserep ApIHAHMHTTETb I'm6X
96052 Bormberg Hans Habermann
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