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[Toctanosnenue IIpaBurenscrBa P® ot § anpenst 1999 r. N 393 "O rapantupoBaHHOM 0OecTieueHUN
IpaX1aH KXU3HEHHO HEOOXOIMMBIMH U BaKHEHIIMMU JIEKAPCTBEHHBIMH CPEACTBAMH, @ TAKXKE O
HEKOTOPBIX YCJIOBHUAX JIbFOTHOTO OOECIeueHus Tpax/iaH JIeKapCTBEHHBIMU cpeicTBaMu"

ITocTranosienune IlpaBurenscrea P® ot 8 anpeast 1999 r. N 393
"O rapaHTMPOBAHHOM O0ecle4YeHNH IPAKIAH KU3HEHHO HEO0OXOAMMbIMHU Y BAKHEHIIMMHU
JIEKapPCTBEHHBIMHU CPEJACTBAMM, a TAK/KEe 0 HEKOTOPBIX YCJIOBHUSX JIbIOTHOI0 o0ecrevyeHusi TPaxIaH
JIeKapCTBeHHBIMU cpeAcTBamMu''

Bo ucnonuenune crateu 32 ®enepanbHoro 3akoHa "O JIEKapCTBEHHBIX CpelCTBax', a TakkKe B
HEJSIX YIOPSI0YEHUS TbIOTHOTO 00eCIIeYeHHsI TPaX/IaH JIGKAPCTBEHHBIMU CPEJICTBAMH U PAllMOHATILHOTO
UCIIONIb30BAaHUsl TOCYJapCTBEHHBIX AaCCUTHOBAHHM, HANpaBiseMbIX Ha OTH UeiH, [IpaBUTENBCTBO
Poccuiickoit @enepanuu MocTaHOBIISIET:

1. MunucrepcTBy 31paBooxpanenusi Poccuiickoit denepannu:

a) pa3paboTarh W YTBEPAHWTH IO COTJIACOBAHHWI0O C MHHHCTEPCTBOM JKOHOMHKH Poccuiickoit
Oenepanit 1 MunucrepctBoM ¢uHaHcoB Poccuiickoit ®Denepanu MHUHUMAIbHBIA aCCOPTUMEHT
JICKaPCTBCHHBIX CPEACTB, HEOOXOAMMBIX ISl OKa3aHUS MEIUIIMHCKON TIOMOIIH, HAaJIN4he KOTOPOTO
00s13aTeIbHO JJI alTeUHBIX YUPEXKICHUM, MPEeIyCMOTPEB B HEM B Kau€CTBE COCTABHOM YAacCTH IEPEUYCHBb
YKU3HEHHO HEOOXO/IMMBIX U BRYKHEUIIINX JIEKAPCTBEHHBIX CPEJICTB;

0) OCYIIECTBIIATh C Y4YaCTHEM OpPraHOB HWCIIOJIHUTEIBHOW BIacTH CcyOBekToB Poccuiickoi
@Denepaliii MEphI MO KOHTPOJIIO 32 HATMYMEM B alTEYHBIX YUPEKACHHUSIX MUHUMAIHHOTO aCCOPTUMEHTA
JIEKAPCTBEHHBIX CPEJICTB, HEOOXOAUMBIX ISl OKa3aHUsI MEIUIIMHCKOM TOMOIIIH;

B) pa3paboTaTh U YTBEPIUTH:

MOPSIZIOK BBITUCKH PEIENTOB Ha JIGKAPCTBEHHBIC CPEJCTBA TpaxKaaHaMm, OOpaTHUBIIUMCS 3a
MEAMIIMHCKOW TMOMOIIBI0 B aMOylaTOPHO-TIONHKIMHUYECKOE YUYPEKIACHHE HE3aBUCUMO OT €ro
OpraHU3aIMOHHO-TIPaBOBOM (DOpPMBI, UMEsi B BUIY, YTO HA3HAUYECHHE JICKAPCTBEHHBIX CPEICTB, HOpMa HX
OTIyCKa M BBIMHUCKA PEIENTOB OCYIIECTBISIOTCS JIeYAalllUM BPAauyOM HUCXOJS M3 THKECTH, XapakTepa
3a00JIeBaHUS U CTAH/IAPTOB €0 IUATHOCTUKH U JICYCHHUS;

MOPSIZIOK  OTITYCKA JICKAPCTBEHHBIX CPEJICTB B aNTEUHBIX YUYPEKICHUSX, MPETyCMOTPEB B HEM
MpaBujIa 3aMEHbI JIEKAPCTBEHHOTO CPEJICTBA, HA KOTOPOE BHIMMCAH PELENT, B CIy4ae €ro OTCYTCTBUA.

T'APAHT:

Pemennem BepxoBHoro Cyma P® ot 24 oktsa6ps 2001 r. N I'KIIHM01-1373 myHKT 2 HacTOSIIEro
MMOCTAaHOBJICHUS IPU3HAH HE IPOTUBOPEYAIIUM JEHCTBYIOIIEMY 3aKOHOJATENbCTBY

2. JIbrOTHBIM KaTE€ropusiM IpakJlaH, UMEIOIINX IPaBO IpHU aMOyJIaTOPHOM JIEYEHUH Ha OecriaTHOE
oOecreyeHne JIEKApCTBEHHBIMU CpeACTBaMU MM Ha S50-IPOLEHTHYIO CKHUIKY B HX OIUIATe, PELEeNThl
BBIMHICHIBAIOTCS:

TAPAHT:

Pemennem BepxoBHoro Cyna P® ot 26 nosops 2003 r. N I'KITHN03-655 (B penakuuu OmnpeneneHus
Kaccanmonnoit komneruun Bepxosaoro Cyna PO ot 15 suBaps 2004 r. N KAC03-638) a63ar 2 myHkTa 2
HACTOSIIEr0 MOCTAaHOBJICHUS B YaCTH, MPEMATCTBYIONIEH BBIMHCHIBATh PELENTHI JIbIOTHBIM KaTEropUsiM
rpaxkJiaH, UMEIOIIMX MPaBo MPH aMOYJIaTOPHOM JICYeHUH Ha OecIulaTHOe o0ecTedeHre JIeKapCTBEHHbBIMU
cpeactBamMu  wiaM Ha  S50-IpOLEHTHYO  CKMAKY B HX  OIUIaTe,  JieHalleMy  Bpady
amMOyJIaTOPHO-MOJUKIMHUYECKOTO YUPEXKJEHUS YacTHOM CHUCTEMBbl 3paBOOXPAHEHMS] IO MECTy
IIOCTOSIHHOTO NPOXHMBAaHMWS AITHX TIpaKJaH WIM IO MECTy HUX NPUKPEIUICHMs A1 MEIULIUHCKOTO
oOciTy’kKMBaHUs MPU3HAH HeAelcTByomMM. Pelienne BCTYnuio B 3akoHHY0 cuity ¢ 15 suBaps 2004 r.
(undopmarnus onyoaukosana B "Poccuiickoif razere" ot 28 anpens 2004 r. N 89)
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Ha JIEKapCTBEHHBIE CPEJCTBA, BXOASAIINE B MUHUMAJIbHBIN aCCOPTUMEHT JIEKAPCTBEHHBIX CPEICTB,
HEOOXOIMMBIX JJIsl OKa3aHUsI MEAULIMHCKON MTOMOIIH, - €IMHOIMYHO JICYAIIUM BPauoOM roCyIapCTBEHHOTO
WIM MYHHUIHUNAIGHOTO aMOyJlaTOPHO-MOIUKIMHUYECKOTO  YUPEXKACHHUS 10 MECTYy MOCTOSHHOTO
NPOXKUBAHUS 3TUX TPAXIaH WM [0 MECTY MX MPUKPEIUICHHs JUII MEAMLMHCKOTO OOCTyXHBaHUA (1anee
UMEHYETCS - MOJMKIMHUYECKOE YUPEKICHUE);

Ha JIEKQpCTBEHHBIE CpPEJICTBA, HE BXOJALIME B MHUHHMMAJIbHBIA AaCCOPTUMEHT, a TakXKe Ha
HapKOTUYECKHUE, IICUXOTPOIHBIEC, CUIIBHOAEHCTBYIOIUE CPEACTBA, CIIELUAIbHBIC JICKAPCTBEHHBIE CPEICTBA
(MpOTUBOOMYXOJEBbIE, MPOTUBOTYOEPKYJIE3HbIE, MPOTUBOAMAOETHUECKUE, HUMMYHOJACTPECCAHTHI) -
JeYallyM BpayoM Ha OCHOBAaHMM pPEUICHUS KIMHUKO-DKCIIEPTHOM KOMHUCCHH IOJMKIMHUYECKOTO
YUPEXKIAECHUSA, WIA COOTBETCTBYIOIIMMH CIEHHUAIMCTAMU MOJUKIMHUYECKOTO YUPEXKACHUS, UM BpadyaMu
COOTBETCTBYIOILINX CIECIHUATU3UPOBAHHBIX JIEYEOHO-TPOPHUIAKTHUECKUX YUPEKICHUH (AUCIIaHCEPOB).

B oTaenpHBIX ciay4asx, CBSI3aHHBIX C HEOOXOJUMOCTBIO MPEAOCTABICHHSI CPOUHON MEAUIIMHCKON
IIOMOIIIHA, HA3HAYEHUE JIEKAPCTBEHHBIX CPEJICTB U BBIIMCKA PELENTOB BO3MOKHBI €IMHOIMYHO JICHAIUM
BpauoM 0e3 MpeaBapUTEIHLHOTO COTJIACOBAaHUS C KIMHUKO-IKCIIEPTHOW KOMHCCHUEH MOIHKIMHUYECKOTO
YUPEKICHUS.

3. MunucTepcTBy TpyAa U couuanbHoro passutusi Poccuiickoit ®enepanuu, MuHucrepcrBy
3npaBooxpanenusi Poccuiickoit ®denepauuu, MunucrepctBy ¢uHaHcoB Poccuiickoit ®enepanuu u
MunucrepcrBy 3xkoHOMUKHM Poccuniickoit denepanuu ¢ y4yaCTHEM OpPraHOB MCIOJHUTEIBHOM BIIACTH
cyonekToB Poccuiickoit @enepaiiii MoAroTOBUTH B 3-MECSYHBIN CPOK MPEIJIOKEHUS 10 PAIlMOHATILHOMY
UCIIOJIb30BAaHUIO aCCUTHOBAHUM M3 OIOJDKETOB BCEX YPOBHEH, HAaIPaBJIIEMbIX Ha BO3MEIIEHHUE PACXOOB
[0 OIUIaTe JIEKapCTBEHHBIX CPEJICTB, MPEAOCTABISIEMBbIX B COOTBETCTBUM C 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanuu IbroTHBIM KaTErOpUsIM T'PaKIaH.

4. MunucrepctBy 3apaBooxpaHeHus Poccuiickoii @exnepauuu ¢ ydactueM MUHUCTEpCTBA
roctuiun  Poccuiickoit ®enepanuy BHECTH B 2-MECSUYHBIM CpPOK MPEMJIOKEHUS O IPUBEACHUU B
COOTBETCTBUE C HACTOAIIMM IIOCTAHOBJIEHHUEM HOPMATHUBHBIX NPaBOBBIX akToB [IpaBuTenbcTBa
Poccuiickoit @enepanuu.

[Ipencenarens [IpaBurenscTBa E. IIpumakos
Poccuiickoit ®enepanun
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