POCCHUIMCKASL ®EIEPAIIMS
O®EJEPAJBHBIN 3AKOH

O BHecennn u3Menennii B ®exepaibubliii 3akoH «O TpancnopTHOi#
Oe3onacHOCTH» U OTAEJIbHbIE 3aKOHOAATEIbHBIe aKThI Poccniickoii
®eepanuu no Bonpocam obecneueHnsl TPAHCIIOPTHOH 6e30MacHOCTH

Tpunsit locynapcrsennoit lymoit 23 urona 2019 roga

Ono6pen CoBeroM Bemepalinu 26 woass 2019 rogma


https://meganorm.ru/Index2/2/4294848/4294848539.htm
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Crarbs 2

IMysxt 3 gactu 6 cratsu 31 MenepamsHoro 3axoHa or 8 Hoabpa 2007
rozma Ne 257-03 «O6 aBTOMOOMIIBHBIX ZIOPOTax M O JOPOXKHOM AEATEIBHOCTH B
Poccuiickoit ®Defiepatiud ¥ O BHECEHHMM M3MEHEHHII B  OTHACHbHBIE
3aKOHOMATEeNbHEBIE aKThI Poccuiickoi Oenepanum» (Cobpanne
3akoHoHarenbcTBa Poccuiickoii ®epepamum, 2007, Ne 46, ct. 5553; 2008,
Ne 30, cr. 3616; 2014, Ne 6, ct. 566; 2015, Ne 29, cr. 4374; Ne 48, ct. 6723;
2016, Ne 1, ct. 74; Ne 27, ct. 4190) U310KHUTH B CIeAyIOMeH pelaKIiuh:

«3) HauM4Me YBENOMIIEHHS O IpueMe macmopra obecne4eHus

TpaHCIOPTHOH 6e30I1aCHOCTH TPAHCIIOPTHOI'O CPEACTRA. Y.
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Cratbs 4

1. Hacrosmuli ®enepanbubiii 3aKOH BCTyAeT B CHIYy CO JHA €ro
opHIMANEHOro OIyOIMKOBaHMs, 328 MCKIIOYECHHEM TIONOXeHUH, IS KOTOPBIX
HACTOsIIeH CTaThel yCTaHOBIIEH WHOM CPOK BCTYIUIEHHS UX B CHILY.

2. TTonrryHKTEL «6», «B» M «1» TyHKTa 1, MyHKTH 2 - 6, MOAIYHKT «0»
nyekTa 11 crateu 1 u crates 2 HacTosmero denepalbHOTO 3aKOHa BCTYIIAIOT B
CHIy IO MCTEYCHMH CTa BOCBMUAECATH JHeH mocme IHA OQUIMAILHOTO
omy6nuKoBaHHS HacTosmero PenepaabHOro 3aKOHa.

3. TpeGoBaamss 1o obecmeyeHHIO TPAHCHOPTHOH  Ge30HacHOCTH,
YCTaHOBIECHHEIE B COOTBETCTBHH ¢ YacThio 1 ctathu 8 denepalbHOrO 3aKOHa OT
9 derpans 2007 roma Ne 16-®3 «O TpancnopTHOH G€30HaCHOCTH» HO JHS
BCTYIIEHHs B CHJIy Hactosmero denepalsHOro 3aKOHA, IIPUMEHSIOTCS 10 IHS
BCTYIUIEHHss B CHiy TpeGoBaHWii 10 0OECHeYeHHI0 TPaHCIOPTHOM
6e30macHOCTH, IPeNyCMOTpeHHEIX cratheil 8 DemepansbHOro 3akoHa OT
9 despans 2007 roga Ne 16-03 «O TpaucnopTHO# GezonacHocTr» (B peaKiuy

HacTosllero PeepanbHOro 3aK0HA), C YUETOM KATEeropuii, peayCMOTPEHHBIX
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3aKkoHOHarensCcTBOM Poccuiickoii ®Penepaunn B obxactd  obecreueHHs
TPaHCHOPTHOH 6e301acHOCTH.

4. Mepsl, comepxalpecs B YTBepXKAEHHBIX IUIaHaX o0ecriedeHus
TPaHCIOPTHOH 6e30macHOCTH OOBEKTOB TPAaHCIOPTHOH UHQPACTPYKTYDHI, HE
MOJUICKALIMX KAaTeTOPHPOBAHHIO, HMJIM TPAHCIOPTHBIX CPEACTB, PEalM3yIOTCS
CyOBEKTaMH TPaHCIOPTHOH HMHQPACTPYKTypHl HO MONYYEeHHS YBEHOMIIEHHS O
npHeMe KOMIICTEHTHEIM OpraHoM B 0ONacTH o0ecleueHHs TPaHCIOPTHOH
6e30IIacHOCTH  YTBEPXKAEHHOTO TAacIopTa OO0eCledYeHUs TPaHCIIOPTHOM
6e30MacHOCTH COOTBETCTBYIOIIMX OObeKkTa TPaHCIOPTHOM HHPPACTPYKTYpHI
WM TPaHCHOPTHOTO CPEe/CTBAa, NPEeNyCMOTPEHHBIX crathell 9 MdenepaisHOTo
3axoHa oT 9 diepais 2007 roga Ne 16-®3 «O tpaHCcHOpTHOI# 6e30nacHoCTHY (B

peaaknuu HacTOAIIero ‘DeI[epaJ'ILHOFO SaKOHa).

Py

KAHLENAPUA = &

dfpesunieHT

B.Ilytun

Mockea, Kpemin
2 aBrycra 2019 roga
Ne 270-D3


https://meganorm.ru/mega_doc/norm/gosudarstvennaya-farmakopeya/0/fs_2_1_0422_farmakopeynaya_statya_imatiniba_mezilat_imatinib.html

