rocypapcTBeHHbIIi peecTp
NEeKapCTBEHHbIX CPEACTB

I'PJIC BMKII ESK POIT Cepsuc CripaBka Boiitn

PervcrpanyoHHOe y/0CTOBepeHHe =

Homep JICP-008507/10 Jlara perucrpamuu 20.08.2010 Aata 40 11,2022
pelieHus
1
[Mara nepeodopmienusn 08.11.2022 Paspewén BBOA B rpaxanCiuit BeccpouHsbIit
oGopor 0
OO01eCTBO C OrPAaHHYEHHOH 0TBETCTBEHHOCTHIO "Jleue0HO-{HarHOCTUYECKUH [eHTP
HaumeHoBaHuWe fepiKaTerst "
HaumeHnoBanne MexayHapoaHoro ViHcrutyTa buosiornueckux cucrem Cepresi Bepesuna" (OO0
WY BJafienblia " "
JIII MUABC")

2 PerucTpaLioHHOro

Poccusa

YAOCTOBepeHus

JIEKApCTBEHHOT'O TIperapara Crpana

ToproBoe HanMeHOBaHHe
3 dToppe3okcurnokosa, 18F
JIeKapCTBEHHOTO Iperapara
MexxzayHapogHoe
HeraTeHTOBaHHOe
4 | wm rpynnupoBouHoe
WK XMMHU4YeCKoe

®nyae3okcuriokosa [18F]

HauMeHOBaHHe
Cpox Yci0BusI XpaHeHUs:
JlekapcTBenHas opma = /losupoBka = [OAHOCTH P
YnakoBKu
124 B COOTBETCTBHM C OCHOBHBIMHI CaHUTapHBIMU TIpaBH/IaMuy obecrieueHus paJiMalliOHHON
5 @OpMBbI BBIMTyCKa 6e3omnacHocty (OCIIOPB-99/2010) 1 Hopmamu paguanioHHoi 6esomnacHoctr (HPB-99/2009)
pacTBop AJIst 40-2500

600-50000 MBxk - h1akoHbI - KOMIIEKT yT1aKOBOUHBII TPAHCIOPTHBIN /1S pa/IM0aKTUBHBIX BeIl|eCTB -
JUISL CTIeL{aTM31POBaHHBIX YUPeXK/eHUH
e 600-50000 MBK - (hy1akoHBI - KOHTeHHEPBbI CBUHLIOBBIE - JI7IsI CIIELIA/T3UPOBAHHBIX YUPEXK/IeHUH

BHYTPUBEHHOTO BBefleHns: MBK/min

Ne
H/:I Cragusa npoussoacTBa Mpoussogutens Appec npoussoauTens CrpaHa
O6111eCTBO C OrpaHHUEHHON OTBETCTBEHHOCTHIO "JleueGHO-
TIpousBozpuTens (Bce craguy, o
- JIMarHOCTUUeCKUi LeHTp MexxayHapozHoro MHcTuTyTa 197373, r. CaHkT-IleTepOypr, yii.
1 |BKJIIOUAs BBITYCKAIOLN " " Poccus
CBefieHust 0 CTaAUsAX Buonornueckux cucrem Ceprest bepesuna” (OO0 "JIAL] I'nyxapckag, a. 16, K. 2, ut. A
6 KOHTPOJIb KayecTBa) "
TIPOM3BOACTBA MUBC")
OO11eCTBO C OrpaHUUEHHOM OTBETCTBEHHOCTHIO "JleuebHO-
IpousBogputens (Bee craguy, n pat 630008, HoBocubupckas 06s1., T.0. T.
. JIMarHOCTHUeCKul 1ieHTp MesxiyHapogHoro MHcTuTyTa
2 BK/IIOYasi BBIMYCKAOLUH Y " HoBocubupck, r. HoBocnbupck, yi. Poccus
Bbuonornyeckux cucrem Ceprest bepesuna" (OO0 "JIJLL
KOHTPOJIb KaueCTBa) " Bopuca Boratkosa, 31. 109
MUBC")
WHcTpyKLms mo
7 MPUMEHeHHIO IoKa3aTh MHCTPYKLMM
JleKapCTBEHHOr'0 Iperapara
8 HopmaruBHas Ne o/t Homep HJY Top Ne u3zm HauMmeHoBaHue
JIOKyMeHTaLusl 1 JICP-008507/10-081122 2022 droppe3okcurokosa, 18F
9 ®dapmako-TeparneBTHYeCKast ®apmako-TepanesTMyeckas rpynna
rpynmna pagvodapmarieBTHIeCKoe JUarHoCTU4YecKoe CpefiCTBO
10 AmnaTtoMo-TeparneBTHYeCKast Ko ATX ATX
XUMHYeCKast
V09IX04 Dryne3okcurmoko3a [ 18F]
KaccudrKanus
11 ®dapmarjeBTHUECKas
cybcTaHys
Hanuyue nekapcTBeHHOro rnpenapara B rnepeuse JKHBJITT Het
Hanuuue B 1eKapCTBEHHOM IIperiapare HapKOTUUeCKUX CPeZCTB, IICUXOTPOIIHBIX BelleCTB U UX IPeKypCOPOB, MOJ/IeXKallX KOHTPOJIIO B
12 Ocobele oTMeTKH Poccwuiickoit eepaliiv B COOTBETCTBUHM C 3aKOHOAATE/ILCTBOM Poccuiickol Deziepalyu, MexIyHapOAHBIMH JOrOBOpamMu Poccuiickoi

®epepanuy, B ToM unciie EquHON KOHBeHIMeH 0 HapkoTUdecKux cpezictBax 1961 roga v KoHBeHLHel 0 CUXOTPOIHBIX BerjecTBax 1971
roga
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