FocypapcTBeHHbIN peecTp

I'PJIC BMKII EDK POIT Cepsuc
NleKapCTBEeHHbIX CpeacTs

PerucrpanuonHoe ynocroBepeHue

Homep IT N011337/01 Jara perucrpanuu 30.01.2012

Jara nepeopopmaenus 16.11.2021

Hanvenosanne AepKares HaumenoBanue (I)pe3eﬂnyc Kaou Hoiuaang 'moX
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Bontn
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peuieHust

31.01.2023

Paspewén BBOJ B rpaskaaHCKui

Beccpounbrii
o0oport 10

WM BJaJeNbLa
2 PETUCTPALMOHHOTO T'epmanus
YIOCTOBEPEHUS Crpana
JIEKApCTBEHHOTI'O IIpernapara
3 ToproBoe HaMEHOBaHUE
JIEKapCTBEHHOTO TIperapara

BoJuroBen

MexnyHapoaHoe

HEMaTeHTOBAHHOE
4 | wuau rpynnupoBoYHOE

AT XUMHYIECKOe

I'mapoxcudTHIAKpPaXMAJI

Craausa npouMsBoACTBa

HavMEHOBaHHUE
JlekapcTBeHHAasA
bopma Jo3upoBka
5 @DopMBl BBIITyCKa
pacTBop AJis o
o 6%
uHQY3UH
Ne i/
6 CBefeHHs 0 CTaIusIX n
TIPOU3BOJICTBA

KOHTPOJb Ka4eCTBA)
WucTpyknus o
7 PUMEHCHHIO
JIEKAPCTBEHHOTO Mpenapara

TIpousBonutens (Bce ctaanu, BKIOYas BHITY CKAIOITHIHA

Cpox ronHocTu
YnakoBku

S5 jieT - (rIaKoHBI IIIACTUKOBBIE; 3 ToJia - MELIKH
rutacTukoBeie "@pudiexc" rpaf. (He 3aMOpaXUBAaTh)
e 250 M1 - xoHTeHHepH (15 mT.) - KOPOOKK KapTOHHBIE - IS CTAIMOHAPOB
e 250 mn - xoHTeHHEepH (20 1mT.) - KOPOOKK KapTOHHBIE - TSI CTAIIMOHAPOB
e 250 mi1 - koHTelHepHI (30 IIT.) - KOPOOKH KAPTOHHBIE - TSI CTAI[HOHAPOB
¢ 500 M1 - KoHTeHHEepHI (15 1IT.) - KOPOOKH KAPTOHHBIE - TSI CTAI[HOHAPOB
¢ 500 M - koHTelHepHI (20 IIT.) - KOPOOKH KAPTOHHBIE - TSI CTAI[HOHAPOB
e 500 mx - koHTeHHEepHI (30 1IT.) - KOPOOKK KApTOHHBIE - IS CTAIIMOHAPOB
e 500 mx - ¢aaxons! (10 mT.) - KOPOOKU KAPTOHHBIE - JUTS CTALHOHAPOB

e 500 M - ¢aaxons! (20 1mT.) - KOPOOKU KAPTOHHBIC - JUTS CTALUOHAPOB

Mpoussoautenn

'M6X Germany

IToka3aTs HHCTPYKIHN

YeaoBus XxpaHeHust

Appec npoussoauTens

®dpesennyc Kadbu Hovunann  Freseniusstrasse 1, 61169 Friedberg,

B 3alllMIIEHHOM OT CBE€TAa MECTEC, IIPHU TEMIICPATYPEC HE BLIIIC 25

CrpaHa

I'epmanus
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8 HopmarusHast Ne n/m Homep HJI Ton Ne uzm
JIOKyMEHTAaLHs 1 ITNO011337/01-161121 2021 Bomosen
9 (DapMaKO—TepaHeBTI/I'{eCKaS{ dapmMako-TepanesTuyeckas rpynna
rpymmna TUTa3MO3aMEeTIaoIIee CPEICTBO
10 AHaToMO-TepaneBTHIeCKas Kon ATX ATX
XAMICCKast BO5SAA07 T'unpokcusTHIKpaxMa
KIaccu(uKanys
MesxayHapoaHoe
HENMAaTCHTOBAHHOEC UJIN C v (I)apMaKOH.
rpyNnupoBoOYHOE HIH Topr. HauMm. IpoussoauTean Anpec poK COBH crarbst /
XHMHYeCcKoe roHocTH XpaneHust Homep HJI
HaHMeHOBAHHUE
I'mnpoxcuyTHIKpaxMan Tunpoxemymiipaxman dpesernyc Kadu is-f(;g:)alﬁ?litzrasse & 3 roma THePivII/Ine aTrype He PC 001359-
7P P 130/0.4 Aserpus TMGX =0 < n BHme% 0 igaﬂ 280316
11 PapmanesTHYECKas K+C Munepanc  Karlstrasse 80, D-
cyberasuus Harpus xjopun sH1 Arpukyatype 47495 Rheinberg, ~
I'M6X Germany
Hadsundvej 17,
Harpus xnopun Janck Cant A/C 9550 Mariager, ~
Denmark
Camusen ABCThs Steinkogelstrasse 30,
Harpus xnopun PHA 4802 Ebensee, ~
AT .
Austria

12

Hanuuue nexapctBeHHoro npenapara B nepeune JXHBJIIT

HaumeHoBaHue

BxoauT B mepeyeHs
HapK. CPEeICTB,
NICUX. BEILIECTB U UX
MPEeKypPCcopoB

Hda

Hannuue B JICKApCTBECHHOM ITpenapaTe HAPKOTUICCKUX CPCACTB, IICUXOTPOIHBIX BEIIECTB U UX MTPEKYPCOPOB, MOAJICKAIIUX KOHTPOJIIO B

Oco0ble OTMETKH

Poccuiickoii @enepanyy B COOTBETCTBUY € 3aKOHOAATeNbCTBOM Pocculickoit denepanuu, MexxayHapoJHbIMU JoroBopamu Poccuiickoit

®denepanuy, B TOM uuciie ENMHON KOHBEHIIMEH 0 HApKOTHUECKUX cpeacTBax 1961 rona u KoneeHuuen o ncuxorponHsix Beniecrsax 1971

roma
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