YcoBepIeHCTBOBAHLI NIPABUJIA
¢dopMUpPOBaAHUA NIEPEYHA S KU3HEHHO
HEeO00X0UMbIX  BAJKHEHIIIHX JIEKAPCTB

[ToctanoBnennem IlpaButensctBa Poccuiickont @enepanun ot 25.07.2024
roga Ne 1009 BHecenbl wu3MmMeHeHus B IlpaBuna ¢opmupoBaHUs MEpeUHEH
JIEKApPCTBEHHBIX IPENApaToB I MEAULUMHCKOTO NMPUMEHEHUS U MHHUMAJIbHOTO
aCCOPTMMEHTA JIEKAPCTBEHHBIX IpEnaparoB, HEOOXOJIMMBIX I OKa3aHMs
MEIULUHCKON TTOMOIIIH.

Teneps B nepeuHe OyayT yKa3blBaTh:

— CII0CO0 WM MyTh BBEJICHUS Mpernapara;

— OCHOBHOM WJIH JIOTIOJIHUTENbHBIN 3JIEMEHT JIEKAPCTBEHHBIX (OPM, B T.4.
THUI BBICBOOOXKICHUSI IEHCTBYIOIIETO BELeCTBa (IIPH HAJTUYUN).

YTOUHWIN OJIMH U3 KpUTEPHEB (POPMHUPOBAHUS MEPEUHS: MpernapaT J0JIKEeH
o0nanath JOKa3aHHBIMA KJIIMHUYECKUMHU (KIIMHUKO-3KOHOMHUYECKUMHM )
MPEUMYILECTBAMHM, OCOOCHHOCTSIMH MEXaHuW3Ma JIeWCTBHS WIA  OoJbLIeH
0€30MacHOCThIO IO CPABHEHUIO C IPYTUMU JIEKaPCTBAMHU.

M3meHnnm npaBujia  KOMIUIEKCHOM  OLEHKM — Ipemnapara, KOTOPBIN
MpeajiaraloT BKIIOYUTh B MEpeyeHb (MEepedyHH). 3asiBUTENb CMOXKET I0paldoTaTh
UCCIICIOBAHUE, KOTOPOE MPEACTABUI B MPEMJIOKEHUU, €CIM €r0 NPU3HAIOT
HEHAJ[JIEKALUM.

N3Menenus Betymwiu B cuity ¢ 6 aBrycra 2024 rona.

HanomuumMm, uto B cooTBeTcTBUU ¢ DeepaibHbIM 3aKOHOM «O0 oOpaieHnu
JIEKapCTBEHHBIX  CPEICTB»  alTE€YHble  OpPraHW3alud,  WHIWBHyaJIbHBIC
IpeIpUHUMATEIN, UMEIOIUE JIMIEH3UI0 Ha (apMalleBTUUYECKYIO AESITEIbHOCTD,
o0s3aHbl  obecmeunBaTh  yTBepkAeHHBIM  [IpaBuTenscTtBOoM  Poccwuiickoit
@enepatin 1 (GOPMUPYEMBI B YCTAaHOBJICHHOM WM IOPSJIKE MUHUMAIbHBIN
ACCOPTUMEHT JIEKaPCTBEHHBIX  MPENapaTroB, HEOOXOAMMBIX [  OKa3aHHS
MEIUIMHCKON ITOMOIIH.
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