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KH3HEHHO HEOOXOAMMBIX M BaKHEHIINX
Ha 3o L JIEKApCTBEHHBIX TIPENapaTroB

O nanpapaeHun HHGoOpMaLUH

®enepanbHas aHTUMOHOINOJNIBHASA CITy’k0a B CBSI3M ¢ BHeCEHHBIMH DeepabHbIM
3akoHOM oT 12.07.2024 Ne 176-®3 wusmeHeHusmu B HasoroBeiii komekce Poccuiickoii
Ddenepauny B YaCTH NPUMEHEHHUs YNPOIIEHHON CHCTEMBI HAJIOrOOOJI0KEHUsS U B LENAX
Ha/IJIS)KAIIEro 3aroJIHEHUs DJIEKTPOHHBIX IIa0JOHOB (enepasbHON ToCyaapCTBEHHOI
nHpopmMaumoHHOH cuctembl «EnuHas HMHGOPMALMOHHO-aHAJIUTHUYECKass CHCTeMa
«DeaepallbHpli  OpraH peryJupoBaHUs - pEerHOHAJIbHBIE OpraHbl peryJIUpOBaHUs -
CyOBbEKTBI peryJMpoBaHUs», MpeIHAa3HAYEHHBIX /Uil pacueTa IpelaebHBIX pa3MepOB
OITOBBIX M PO3HUYHBIX HAA0AaBOK K (PAKTHMUECKHM OTIIyCKHBIM LIEHaM, YCTaHOBJIEHHBIM
NPOU3BOJAUTEIIAMU Ha JICKAPCTBEHHbIE IIpEnaparbl, BKIIOYEHHBbIE B IepeYeHb XXU3HEHHO
HEOOXOAUMBIX M BaXXHEHIIUX JIeKapCTBEHHBIX IIpernaparoB (Jajee COOTBETCTBEHHO —
Koneke, YCH, lla6non, J)XHuBJIIT), coobmaer.

B memsix QopmupoBaHus —eAMHOOOPa3HOM MPaBONPUMEHHUTENBHOM IPAKTUKU
@®AC Poccun naHbel pasbsicHeHust oT 28.12.2024 Ne TH/122353/24 (onybnuxosaner na
opuyuanvrnom catime PAC Poccuu 6 pasdene «Hanpasnenus desmensiocmuy — « Tapugroe
peaynuposanuey — «Jlekapcmeennvie cpedcmeéay — «Pazvsacnenus»’) 1o Bompocam
M3MEHEHUs TOAXOA0B K (POPMHUPOBAHHIO OMNTOBEIX H PO3HHYHBIX OTIYCKHBIX LEH Ha
KHuBJIIT opréﬂmaum“d, Haxogsmuxcs Ha YCH:

1) 0CBOGOXKIEHHBIX B COOTBETCTBUH ¢ ab3amamu 3-5 myHkra 1 cratbu 145 Kopekca
OT UCTIONIHEHMS 06sA3aHHOCTel Hanoromnarenbiuka HIIC (mepBasi KaTeropusi);

2) npuMeHsoIuX obieycranosieHnsle crapki HJIC (BTopas KaTeropusi);

3) NIpUMEHSAIOMX B COOTBETCTBUH C IyHKToM 8 crareu 164 Kozgekca
«cneumaneHblie ctaBku» HIIC (TpeThsi kaTeropust).

YUUTEIBAs, YTO BBIIEYIIOMSHYTBIE H3MEHEHHUS BCTYNUIU B cuity ¢ 1 sHBaps 2025
rozga, no MHeHur0O PAC Poccuu, 115 NOIMy4YeHUs] KOPPEKTHBIX PacyeToB B COOTBETCTBUH
¢ TpeOOBaHMAMM 3aKOHOJATEJILCTBA U ¢ yuyeToM pasbsicHeHuit ®AC Poccuu ot 28.12.2024
Ne TH/122353/24 npu 3anonHenun ¢ 2026 roma B Illabnone ganHbeIx (Jmct I12) 06
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obbemax JKHuBJIII, peanu3oBaHHBIX B OTYETHOM [IEPUOAE  PETYIMPOBAHMUS
Y [IJJAaHUPYEMBIX K peau3alyy B IJIJAHOBOM NEPUOJIE PeryIHPOBaHHA:

- MepBasi KATeropusl opraHu3alui, Haxogsmuxcs Ha YCH, yka3siBaeT B cTonOnax
«O» u «P» gannbie o ctommoctd JXHuBJIII B ueHax npuobpeTeHust (gaxmuueckue
3ampamul Ha npuobpemenue JKHuBJIII ¢ H/C, ecau on 6Goin npedvssner) u B LEHAX
peanuszauuu (omnycknas yewa na JKHuBJIII), B cronbue «R» — B ¢akraueckux
OTIYCKHBIX L€Hax npoussoauresns 6e3 yuera HIC;

- BTOpasl KaTeropusi opraHusanuii, Haxonamuxcss Ha YCH, ykaspIBaeT B cToa01ax
«O», «P», «R» npannele o ctoumoctd JXHuBJIII B menax mnpuoGpeTeHus, peanuzanuu,
(akTHYeCKUX OTIyCKHBIX LEeHax npousBoautens Ge3 ydyera HIC (m. e. ananozuuno
opzaHus’aL;sz% HAaxo0AWuMcs Ha 0bweli cucmeme HaN02000N0HCEHUS),

- TPeTbsl KaTeropusi opraHusauui, Haxomdmuxcs Ha YCH, yka3eiBaeT B crTosfle
«O» naHHBIE 0 croumoctd XXHuBJIII B nenax npuoGpereHus (gaxmuueckue 3ampamoi
Ha npuobpemenue JXHuBJII ¢ HIC, ecnu on 6bin npedvaenen), B cronbue «P» — B LeHax
peanu3alnuu (bmnycxHa;z yena na KHuBJIII 6e3 yyema HJ/IC), B ctonbue «R» — B
(dakTUYeCKUX ,(:)THyCKHBIX LeHax rnpoussoautens 6e3 yuera HIC.

BrienznoxenHyo uHGOpMalLH0 HEOOXOAUMO IOBECTH [0 CBEJECHHA OpraHM3aluit
ONTOBOH  TOPrOBJIM  JICKAPCTBEHHBIMH  CPEACTBAMHU,  ANTEYHBIX  OpraHH3aLHiA,
VH[MBUIYQIbHBIX TpeANpUHUMaTeNell, MMEIOIHX JIMIEH3MI0 Ha (hapMalleBTHUECKYIO
JEATENBHOCTD, MEIUIMHCKIX OPraHM3alui, HMEIOLIMX JINLEH3HI0 Ha (bapMalLeBTHYECKYIO
ACATENIbHOCT, M HX O0O0COONEHHBIX MOApa3feieHUull, PpacIONOKEHHBEIX B CEIbCKUX
HaCeJICHHBIX IYHKTaX, B KOTOPHIX OTCYTCTBYIOT allTeYHble OPraHU3alMH, OCYILIECTBIISIOHIX
peanusauuio >KHI/IBJ'IH Ha TeppuTopuH cydbekra Poccuiickoit @egepaiiny.
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