FocypapcTBeHHbIN peecTp

I'PJIC BMKII EDK POII Cepsuc CripaBka
JIeKapCTBEHHbIX CpeacTB
PerucrtpanuonHoe ynoctoBepeHue
Jara
Howmep JITII-Ne(000423)-(PI'-RU) Jara perucrpanuu 16.11.2021 pemenust
Paspemé 0, A3KAAHCKHUIT "
Jara nepeopopmaenust (22.03.2023 PEIICH BBOX B rPAFAANCKIH Beccpounbrii
o0oport 10
HaunmenoBanue nepxxarens Hamverosanne AO "KPKA, 1.1., HoBo Mecto"
WM BJIaJIeNbIIa
2 perucTpaloHHOTO CJioBeHust
YIOCTOBEPEHUS Crpana
JIEKapCTBEHHOTO TIpernapara
ToproBoe HauMEHOBAaHHE
3| oP Kenaor® 40
JIEKapCTBEHHOTO IMperapara
MexnyHapoaHoe
HEMaTeHTOBaHHOE
TpuamMuMHOIOH
4 | wuau rpynnupoBoYHOE
WA XUMHAYIECKOE
HaUMCHOBAHHE
CpoK rogHocTH YciaoBus XpaHeHUs
JlekapcTBenHasi popma Jo3upoBka P P
YnakoBku
5 DopMBI BBITyCKa 3 roga IIpu Temneparype 8-25 rpaa.(He 3aMOpaKUBATh)
CyCIIeH3US 151 UHBEKIHA 40 Mr/mn
o 1 M - ammynsl (5 mT.) - Madky KapToHHBIE - [1o penenTy
Ne n/
. Craaus npouM3BoACTBa MpousBoaurtennb Appec npousBoauTens
1 YnakoBuuK/GpacoBIIMK (BTOPUYHAS/TPETHIHAS AO "KPKA, n.1., Hoso Smarjeska cesta 6, 8501 Novo mesto,
yIaKOBKa) mecto" Slovenia
CBezieHus 0 CTagusIX AO "KPKA, n.1., Hoso Smarjeska cesta 6, 8501 Novo mesto,
6 2 |VmakoBmHK/(hacoOBIIUK (B MIEPBUYHYIO YIIAKOBKY) " .
TIPOU3BOJICTBA MECTO Slovenia
. AO "KPKA, n.1., HoBo Smarjeska cesta 6, 8501 Novo mesto
3 [IpousBomutens (roToBoii JID) " » A4 e ’ ’
MECTO Slovenia
. AO "KPKA, n.1., Hoso Smarjeska cesta 6, 8501 Novo mesto,
4 Blmyckaroluii KOHTPOJIb KauecTBa " .
MECTO Slovenia

WucTpyknus o
7 NPUMEHEHUIO INoka3aTe MHCTPYKIIMU
JIEKAPCTBEHHOTO Mpernapara
g Hopmarushnas Ne n/m Homep H/I
JIOKYMEHTaLUs 1 JITI-Ne(000423)-(PT'-RU)-220323

Bontn

22.03.2023

CrpaHa

CrnoBeHus

CrnoBeHus

CrnoBeHus

CiioBeHUs

Tonx Ne uzm HaumeHoBaHue

2023 Kenamor® 40
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9 CDapMaKO-Tepal‘IeBTI/I‘IeCKaS[ ®dapmako-TepanesTMyeckas rpynna

rpymmna KOPTHKOCTEPOUIBI CHCTEMHOTO JIEHCTBHS; TITFOKOKOPTUKOUIBI
10 AHaToMo-TepaneBTHYeCKas Koa ATX ATX
XUMHYECKAs
HO02ABO08 TpuamMuuHOIOH
Kkiaccuukanms
MexayHaponHoe
HeNmaTeHTOBAHHO€ UJIN
Topr. Cpok
IpyNIHMPOBOYHOE UJIH IlponsBoaurtenn Anpec
anuM. TOAHOCTH
11 ®dapmarieBTHYECKas XHMHYECKOE
Cy6CTaHHI/Iﬂ HaAauMEHOBaHHE
. Parque Tecnologico de
Kypus Creiin Oc- qu &
TpuaMuHOIOH .10 Boecillo, Parcela 105, 47151, ~

Boecillo, Valladolid, Spain

Hanuune nexapcrBenHoro npenapara B nepeune JXHBJIIITT

12 OcobBble OTMETKH

Yoo dapmakon. BxoauT B nepevyeHb HapK.
JIOBUS
crathsi / Homep = cpencTs, HcHX. BeleCTB M
XpaHeHUst
HI HX IIPEKypCcopoB
Her

Hanwmaue B 1ekapCTBEHHOM TperiapaTe HAPKOTUICCKUX CPEACTB, TICHXOTPOITHBIX BEIIECTB M UX MPEKYPCOPOB, MOICKAITUX KOHTPOITIO B
Poccuiickoii @enepaiiuu B COOTBETCTBUY C 3aKOHO/IATeNIbeTBOM Poccuniickoit denepaninn, MexXIyHapOoIHbIMH 1oroBopaMu Poccuiickoit

Oenepanuy, B ToM uncie EquHol koHBeHIHEH 0 HapkoTHuueckux cpeactBax 1961 roga u KoneHmueit o ncuxorponHeix Bemecrsax 1971

roza
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