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YTBEPXJIEHBI
nocTtaHoByeHUeM [IpaBuTenbCcTRa
Kypckol obnactu

0T Ne

N3MEHEHWAA,
KOTOpbIe BHOCATCH B NOCTAHOBJIeHHE AJIMHHHCTPALHH
Kypckoii od6nactu ot 21.12.2022 Ne1530-na

1. B mpeambyne cnoBa «mocranoBienueM IlpaButenscTBa Poccritckoi
Denepanun ot 25 okTadpa 2023 r. Ne 1782 «OG6 yrBepkaeHun 0oOIIMX
TpeOOBAHMH K HOPMATHBHBIM IIPABOBBIM aKTaM, MYHHUIMIIAILHLIM IIPABOBBIM
aKTaM, PEryIupyroLrM IpefoCcTaBIeHue U3 OrKeToB CyObeKTOB Poccuiickoi
Dejepalyn, MECTHBIX OFOPKETOB CYOCHIHM, B TOM 4HCJIE I'PAHTOB B (opMme
CyOCHIUH, FOPHIMYECKUM JHIaM, WHAWBHAY&IbHBIM NPEANPUHUMATEIIM, a
TaKKe (GU3MYCCKUM JIMLAM — IIPOM3BOJAUTENAM TOBAPOB, PaboT, yCayr H
MpoBe/ieHre 0TOOPOB ModydaTenel YKa3aHHbBIX CYOCHIUM, B TOM YHCIIE TPAHTOB
B (opme cyOCHIui» 3aMCHHTBH CJIOBAMH «IOCTAHOBJIEHWEM IIpaBUTE/ILCTRA
IpaButenscTBa Poccuiickoit @enepanuu ot 25 oktabps 2023 r. Ne 1782 «O6
YTBEPKIACHUH 00mux TpeOOBaHMH K HOPMATHBHBIM IIPABOBLIM  aKTaM,
MYHUIMIIANIBHBIM ~ [IPABOBBIM ~ AKTaM, PErYJIUPYIOLUM TMPEIOCTaBICHHE H3
OromxeToB cyOBekTOB Poccuiickoit denepaninu, MECTHBIX OIOLKETOB CYOCHINH,
B TOM uHCi€ TIpaHTOB B ¢dopMe CyOCHIWH, IOPHIANYECKHM JIMLAM,
WUHJIMBAYAJIbHBIM [IPEATIPUHUMATENAM, (QU3UYECKUM JHIAM W [IPOBEICHHUE
0TOOpOB MONyYaTendel yKa3aHHBIX CYOCHAMH, B TOM YHC/E IPaHTOB B (Hopme
cybcuauiny.

2. B llopsanke mnpemnocTaBlieHHs CYOCHOUH W3 O0JACTHOrO OrOMKeTa
Opranu3alMsM Ha BO3MEIIEHHE 3aTpaT, CBA3AHHBIX C OKA3aHHEM YCIYTH IO
[OJIYYCHHIO, XPAaHEHMIO, YYETy M OTILyCKY JIEKapCTBEHHBIX MpErnaparoB Hu
U3[CIHH  MEIMUMHCKOTO Ha3HAUYEHUs, CIEUUaU3UPOBAHHBIX [POIYKTOB
neyebHOro  MWTAHHA, a TaKKEe MEIUUMHCKHX — HUMMYHOOMOJIOTHYECKHX
IPEnapaToB, MPUOOPETEHHE KOTOPBIX OCYINCCTBIAETCS 33 CYET OFOKETHBIX
CPEACTB, YTBEPXKIEHHOM YKA3aHHBIM ITOCTAHOBICHUEM:

1) noanmysKT 2.1 ZONOIHUTL ab3a1eM CICAYIOMIErO COMEPKAHUS:

«B ' IemIX HacTOAIIEro ITOCTAHOBJICHHS I10J] BO3MEIUECHHEM 3aTPaT
[IOHMMAETCA BO3MeELIEHUE (HAKTUYECKH MPOM3BEICHHBIX PACXOM0B IO JAHHBLIM
OyXraaTepcKoro ydera M OTYETHOCTH [0 HOMEHKIATYPHBIM TPYIIIaM,
MOATBCPIKACHHBIX PErHCTPaMU  OyXTalTepCKOTO ydYeTa, IPUHUMAEMbBIM I
pacuera 3aTpart, CBSA3aHHBIX C OKA3aHMEM YCIYTH 110 IOJYYCHHI0, XpaHCHHUIO,
YUYETY W OTIIYCKY JIEKAPCTBEHHBIX IIPENapaToB M M3ACHHN MEIULIMHCKOro
HA3HAYCHMS, CICHHAIM3UPOBAHHbBIX MPOAYKTOB JIEUEOHOTO MHTAHHUS, 4 TaKkKe
MEIUIMHCKAX HMMMYHOOHMOJIIOTMYECKHX TMPEIAapaToB B  COOTBETCTBHH C
YTBEPKICHHOH YYETHOH NONIUTUKON OpraHU3aluu. Pacxoapl MPU3HAIOTCS B TOM
OTYETHOM IICPHUOAE, B KOTOPOM OHM HMEJH MECTO, HE3aBHCHMO OT BPCMCHH
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(baKTH4ECKOH BBIIATHI NEHEKHBIX CPENCTB M MHOI (OpMBI OCYyIIECTBIEHUS
(HOmyIIEHHE  BPEMEHHOW  OIpeeNeHHOCTH (GaKTOB  XO3HCTBEHHOM
AEATENBHOCTH).);

2) B TIOAIyHKTE 2.2:

a) HOAMYHKT «M» JOTOJHHTE a03aIleM CIEAYIOEro COZEpIKaHHUS:

«KOHKpETHOE KOJMYECTBO ITyHKTOB OTITYCKA JIEKAPCTBEHHbIX [Ipenaparos,
M3NENMH  MEAULMHCKOTO HA3HAYCHHS M CHENHaIH3UPOBAHHbIX IIPOLYKTOB
NedeOHOr0 MHUTAHUS ONpENeNAeTcs COTNALICHHEM HCXOmS U3 IIPUHITHITOB
MaKCHMAaJbHOW IPUOIMKEHHOCTH K MEIMIMHCKUM OpPraHH3alMsaM U (nim)
HaXOXICHHUA HCTIOCPENCTBEHHO B MEJMLUMHCKOW OpraHU3audy, a Tak Xe B
JKAJIOM  MUKPOPa#iOHE ¢ MaKCHMalIbHOH 3aCTpOHKOH ¢ menbio yaoGcTBa M
TPAHCHOPTHOH JOCTYITHOCTH IS HACEJIEHUS.»;

0) HOAIYHKT «H» JOHOIHATH a03aleM CIIEAYIOLIEro COAEPKaHHUS:

«B  pamKax = BefleHMA DA3NCILHOTO  ydeTa  3aTpar Y4aCTHHUKOM
OCYIICCTBIACTCS AHAIMTHYECKHH Y4YeT pPacXoJOB IO CTAaThiM 3aTpaT u
HOMCHKJIQTYPHBIM IDYIITaM B PErUCTPax yd4eTa B COOTBETCTBHU C YUYETHOH
TIONIUTHKOH; OTHECEHHE (AKTHYECKHX 3aTpaT Ha HCHonHeHHe COrvaeHus,
CIDYNIHPOBAHHEIX B PETUCTPAX AHAIMTHYECKOTO Y4e€Ta B COOTBETCTBHH C
YUeTHON MONIMTHKOH; BKIIOYEHHE HAKTAJHBIX PACXOHOB B CEBECTOMMOCT
HPOIIOPUMOHANBHO 0a3e pacHpefeNeHus IO BHIOPAHHOMY IOKA3ATEN0 B
COOTBETCTBHH C YYETHOH MOJUTHUKON.»;

3) IYHKT 2.5 IOTIONHHUTE ab3aleM CIIe/[YIOILero COJIEPIKAHHS:

«Ilpy 5TOM, K BO3MEIICHHIO I[PUHMMAIOTCS 3aTPaThl TONBKO MO TeM
ITYHKTaM OTITyCKa, B KOTOPBIX B OTYETHOM NEPHOAE (PAKTHIECKH OCYILECTBIISUIICS
OTITyCK JICKApCTBCHHBIX MPENapaToB, H3ACIUH MEIUIMHCKOIO Ha3HAUSHWS,
CTICLHAJIN3UPOBAHHBIX IIPOMYKTOB JIEUeOHOTO [TUTAHHUS.»;

4) nyHKT 2.12 JONONHUTH HOBBIM a03alleM TPHHAALATHIM CIIEAYIONIETO
COIEPKAHUS:

«KOHKDETHBIM TMepedeHb IIYHKTOB OTIYCKA C yKA3aHHEM HX anpeca
HaXOXACHUA, OCYLICCTBILAIOMMX OOeCreuenye JIbIOTHBIX KaTEropuil TpaskaaH
JICKapCTBCHHBIMH TIpEHIapaTaMyi W H3JEIUAMH MEIUIMHCKOTO Ha3HAYCHWUS,
CIICHHATM3UPOBAHHBIMH TIPOAYKTaAMH JeYeOHOIO IIUTAHUA,

5) B moamynkre 2 nyHkra 2.16:

a) absaw 1epBbli JONONHUTE CIOBAMU «, TIOJTBEDKACHHbIE perucTpamu
OyXraiTepcKoro ydeTa 3a OTYETHBIH IIEpPHOI» (000POTHO-CaJTbIOBLIE
BEIOMOCTH, KapTOUKH c4eTa), OPOPMIIEHHBIMH B COOTBETCTBUH C TPeGOBAHMSIMHU
craten 10 DenmepanbHOro 3akoHa oT 6 aekabpst 2011 roma Ne 402-®d3 «O
OyXTaJTepCKOM YHETEN.»);

6) ab3arl BTOpOH H3NIOXKHUTE B CIEAYIOMICH PENAKIIHM:

«MuHnCTEpPCTBO B TeueHue Tpex pabouux mHeid co maHs [IPEAOCTaBICHHUS
AOKYMCHTOB, YKa3aHHBIX B HACTOSILUEM IIYyHKTE, OCYILIECTBISET IIPOBEPKY
COOTBETCTBUA ~ pacyera  pasMepa  CcyOcHauu (IpunoXKeHne Ne 4)
HPCAOCTABICHHBIM ~ NOKYMEHTaM,  MOATBEPXKAAMOLIMM  HHOOPMALHMIO O
MOHECCHHBIX  (DaKTWYECKUX 3aTpaTaX [0 OKA3aHMI0 YCIYTH, M HECeT
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OTBETCTBEHHOCTh 32 0OOCHOBAHHOCTbH INIPUHSTHS K BO3MEICHHUIO PACXONOB Ha
LeJIY, yKa3aHHbIe B IyHKTe 2.1 Hacrosmero [Topsaka.»;

6) npunoxkenme Ne 2 m mpunoxenne No 3 x ykasannomy ITopsixy
U3JI0XKHTD B CIIEAYIOMIEH PeIaKIlHH;

«IIpunoxenue No 2

k [lopsiky npemgocTaBieHus CyOCHINN
13 001aCTHOTO OIOJKETA OpPTaHU3aLUAM
Ha BO3MELIEHHUE 3aTPAaT, CBI3aHHBIX

C OKa3aHWEM YCIIYTH I10 TOJTYYCHHIO,
XPAHEHHUIO, YUETY U OTITYCKY
JIEKapCTBEHHBIX MTPEnapaToB U
U3/1CITUU MEINIIMHCKOTO HAa3HAYEH S,
CIELMAIU3UPOBAHHBIX IIPOAYKTOB
JIeYeOHOr0 MUTAaHUs, a TAKXKE
MEIHULIMHCKUX UMMYHOOHOIOTHYECKUX
[IpenaparoB, IPHOOPETEHHE KOTOPHIX
OCYMIECTBJIIETCS 3a CYET

OFOIKETHBIX CPEJCTB

Koanuecrso
anTe4YHbIX MYHKTOB, HEOOXOAHMBIX I 00ecIle4eHUs JIbIOTHBIX KATeropuii
rpasxkaaH Ha teppuropuu Kypckoi obracTn

Ne HaumenoBanue MaxkcHMaIbHOE KOJIUYECTBO
/T MyHKTOB OTIyCKa
JIEKApPCTBCHHBIX B TOM YHCJIE
NpenapaToB HapKOTHYECKUX
CPEACTB H
ICUXOTPOTIHbIX
BENIECTB
I 2 3 4
1 Ir. Kypck 17 4

Teppuropus paitonos Kypckoit o6nacru

| benosckuii* | |
2 | bosbmeconnarckuii* | |
3 | I'mymkoBckuit* 1 l

4 |I'opiieueHckui 1 1




S | AMuTpHUEBCKUT
r. JKese3Horopcek,

6 | XKeneszHOropckui paioH

7 | 30TOTYyXHHCKUH

8 |Kactopenckuii

9 | KoHbllueBckun

10 |Kopenepckuit*

11 |r. KypuatoB unu Kypuarosckui
panoH

12 |r. JIeros unu JIbroBCkui paioH

13 | MaHTypOBCKHHI

14 | MenseHckui

15 |r. O60sHb nin OOOSTHCKUN paloH

16 |OkT6pbCKUiA

17 | IlonbIpOBCKUH

18 |IIpucTeHckuit

19 |r. Peuibck min Poutbckuit pafion™

20 | CoeTckuit

21 |ConHueBcKU#

22 |r. Cymxa wm  CymKaHCKUH
pation™

23 | Tumcku#

24 |r. @arex mim PaTexCKUN panoH

25 | XOMyTOBCKHM™

26 |YepeMHCHHOBCKUH

27 r. Ilurper wmu  lurposckun

panoH
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*Oriryck JEKapCTBEHHBIX MPENapaToB B aNTEYHBIX MYHKTaX OyAeT OCYLIECTBIATHCA [10CHE
BO300HOBIICHHS UX LEATENBHOCTH.

[Tpunoxxenue No 3

K [lopsanky npegocraBnenus cydcuaun
13 001aCTHOTO OrOJKETA OPTaHU3aLUAM
Ha BO3MEIICHUE 3aTPaT, CBA3aHHEIX

C OKa3aHHMEM YCIIyTH 110 TTOJIYICHHIO,
XPaHEHHUIO, YUETy U OTITYCKY
JIEKapCTBEHHBIX NIpenapaToB U
M3JIEJTHH MENUIMHCKOTO Ha3HAYEHHS,
CICUHAIU3UPOBAHHBIX TPOAYKTOB
J1e4eOHOTO ITUTAHHUS, 4 TAKXKE
MEIULUHHCKAX UMMYHOOHOJIOTHYECKHX
IIpenaparTos, IPUOOPETEHNE KOTOPBIX
OCYIIECTBJISIETCS 3a CUCT

OXOJIKETHBIX CPEHCTB

TpeboBanus
K IOJTy4aTel10 CyOCHAMHU U3 00JIaCTHOrO OI0JKeTa
Ha BO3MeIlleHHE 3aTPAT, CBA3AHHBIX ¢ OKa3aHHeM
YCJIYTH 110 IOTy4CHHI0, XPAHEHHT0, YYETY H OTIIYCKY JIEKaPTCBEHHBIX
MpenaparoB M H31eJTHH MeTHIMHCKOr0 Ha3HAYCHHSI, CIIENUATH3NPOBAHHbIX
NPOAYKTOB JIe4e0HOr0 NUTAHNS, 2 TAKIKE MeJULMHCKHX
MMMYHOOHOJTOrHYeCKUX NMPenapaTos, Npuodperenne KOTOPbIX
OCYIIEeCTBJISIETCSE 32 CUET OHJKeTHBIX CPEJICTB

1. TpeGoBanus k kauecTBY u 6€30MACHOCTH 0Ka3bIBAEMOIi yeJIyra

1.1 Yemyra oxaseiBaeTcs B COOTBETCTBHH C;

DenepasbHbIM  3aKOHOM 0T 12 ampens 2010 roma Ne 61-03 «O6
OOpallleHNH JIeKAPCTBEHHEIX CPELCTBY,

nprkasoM MuHHCTEpCTBa 3apaBoOXpaHeHHsT Poccuiickoit Demepaunu
or 29 ampens 20251, Ne259m «OG yreepwmenmu [lpaBwn Hajutexaiieit
anNTe4YHON IMPAKTHKM JIEKAPCTBEHHBIX MPENAapaToB UL  MEIMIMHCKOTO
IPUMEHEHHUSY;

npukasoM MuHuCTepeTBa 3apaBoOXpaHeHus Poccuiickolt Denepanmn
or29 anpens 2025r1. Ne 260n  «OG  yTBEpKICHHH NpaBWI XpaHeHus
JICKapCTBEHHBIX CPEACTB JJI MEAULMHCKOTO ITPUMEHEHNN;

NpYKasoM MHUHHUCTEPCTBA 3ApaBoOXpaHeHHs Poccuiickoit Denepaunn
oT 7 mapra 2025 r.Ne 1001 «O6 yreepxaenuu ITpasu OTITYCKa JIEKAPCTBEHHBIX
[IpeiapaToB A MEIULHUHCKOIO TPUMEHEHHA AaNTeYHBIMM OpraHM3alusIMH,
UHIMBUAYATbHBIMH  TIPCJUIPUHUMATEIAMH,  HMCIOIUMMH  JIMLEH3UI0  HAa
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OCYIIECTBICHHE bapmalleBTHIECKOH JEesTEeIbHOCTH, MEIUITHHCKIMU
OpTraHU3alIusIMH, UMEIOIITUMHA JULEH3UIO Ha OCYILLIECTBICHHUE
(papManeBTHUECKON NESATENBHOCTH, U MX ODOCOOJCHHBIMH I10JIpa3ieIeHUAMY,
PaCHOIOKEHHBIMA B CEILCKUX HACEIEHHBIX NMYHKTAX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble opraHumsauuy, IlpaBun oOTmycka HApKOTHYECKHUX CPEACTB M|
NCHXOTPOIHBIX BEIIECTB, 3aPETHCTPUPOBAHHBIX B KAdyeCTBE JIEKAPCTBEHHBIX
IpenapaToB I MEIULUHCKOr0 MPUMEHEHUS, JIEKAPCTBEHHBIX MPENapaToB it
MEIHUIMHCKOIO TPUMEHEHHS, COJepXKallluX HapKOTHYECKHe CpelcTBa U
[ICUXOTPONHBIE BellecTBa, llopsinka oTmycka rpaxkaaHaM — alTeYHbIMH
OpraHu3alysMyd HMMYHOOHOJIOTMUECKHX JIEKAPCTBEHHBIX MpenapaToB [t
HMMYHONPODUTIAKTHKHY;

npuKkasoM MunKcTepcTBa 3apaBooxpaHeHus Poccuiickoit dDenepaunu
oT 24 nHoa0ps 2021 r. Ne 1094n «O6 ytBepxkaeHum Ilopsaka Ha3HAYCHHS
JIEKapCTBEHHBIX [IpenapaTos, pOopM peLenTypHBIX OJaHKOB Ha JICKAPCTBCHHBIC
npernapatel, llopanka opopmieHus ykazaHHbIX OJaHKOB, X ydeTa U XpaHCHUS,
GopM ONaHKOB pEUENTOB, COJACPKAIIUX Ha3HAYCHHWE HAPKOTHYCCKHUX CPECTB
WM TICHXOTPOIIHBIX BeecTB, [lopsika MX H3rOTOBMAEHUS, pacHpelC/ICHUS,
perucTpanuy, ydera M XpaHeHus, a Takxke [IpaBun odopmieHus OJaHKOB
PELENTOB, B TOM YMCJIE B POPME JIEKTPOHHBIX TOKYMEHTOBY;

npukasoM MunHucTepcTBa 3apaBooXpaHeHus Poccuiickoit denepanuu
oT I ceHTsA0pa 2023 1. No 4591 «OO0 yTBEp)KACHUHM TEPCUHS JICKAPCTBEHHBIX
CPEACTB U1  MEAMUMHCKOTO [PUMEHEHMs, MOJJICKAIIUX  [IPEAMETHO-
KOJINYECTBEHHOMY YUETY»;

IpuKasoM MHUHHCTEPCTBA TPyla U COLMAIBHOW 3amuThl Poccuiickoit
Denepauuy, MunuctepceTBa 3apaBooxpaHeHus Poccuiickor  Denepanuu
oT 21 gexabps 2020 r. Ne 929u/1345H «OO6 yrBepxkaenun [lopsaka
IpEeOoCTaBICHU HAOOpa COLMAIBHBIX YCIYT OTACIBHBIM  KaTCTOPUSIM
rpaKJan;

pewennem Coeta EBpasuiicKoi S5KOHOMUYECKOW KOMUCCHH OT 3 HOSODS
2016 r. No 80 «OO6 ytBepxaenuu [IpaBui Hamiexamied TUCTPUOBIOTOPCKOM
MPakTUKH B paMKax EBpasuiCcKOro 3KOHOMHUECKOIO COH03ay;

npukasom MuHHCTEpCTBA 31paBooxpaHeHus Poccuiickont dDenepaunu
orT 13 HosA0psa 1996 r. Ne 377 «O6 yTrBepkaeHuu MHCTPYKLINUU O OpTraHUu3aluu
XpaHEHMS B AaNTEYHBIX VYUPESKACHHUAX Pa3IMUHBIX TPYIT JEKapCTBEHHBIX
CPEACTB U U3AENIUA MEIIULIMHCKOTO HA3HAUCHHS;

noctaHoBnenueM [pasurensctBa Poccuiickon @enepatuu o1 14 nexkadbps
2018 1. Ne 1556 «O6 yrBepxkueHuu IloJokeHUS O CHCTEME MOHHTOPHHIA
JIBMDKEHHSI JIEKAPCTBEHHBIX IIPENapaToB s MEAUIIMHCKOTO IIPUMECHEHUY,

[IOCTAHOBJICHUEM [JIaBHOTO TOCYJapCTBEHHOTO CaHUTApPHOTO Bpadya
Poccuiickoit @eneparnuu ot 28.01.2021 No 4 «OO6 yTBep>KIeHUM CaHUTAPHBIX
npasuil u HopMm CanlluH 3.3686-21 «CaHUTapHO-3TTHAEMHUOIOTHYECKNE
TpeOOBaHMA N0 NPOPHUIAKTUKE HHDEKITMOHHBIX 00Jie3HEN;

HOPMATHBHO-IIPABOBBIMM ~ aKTaMu  MUHHCTEPCTBA  3APaBOOXPAHEHUS
Kypckoi obmactu no Bonpocam JIbIOTHOTO JIEKAPCTBEHHOIO 00SCIICUCHHUSI.

1.2 Tlomywarens cybcuIMW TpPWHWMAET JIEKapCTBEHHBIC Npenaparhl,



M3JIRIMA  MEMUMHCKOIO — HA3HAYCHWS, CHEHHAIM3HPOBAHHBIE  HPOJYKTHI
J1e4e0HOr0 MUTAHHKS, a TAKKE MEAHLMHCKHE MMMYHOGHOIOTHYECKHE npernaparsl
Ji1st O0ECIIEUEHHS UX COXPAHHOCTH CO JHA TPHEMKH, B TOM YHCJIE OT:

1) Munucrepctsa mubo nuia (OpraHu3alvu), YIIOJIHOMOYEHHOTO
(YIOJIHOMOUYEHHO#) MUHHCTEPCTBOM;

2) TOCTaBIIMKOB, ONpPEAETEHHBIX [0 PE3yJIbTaTaM [POBENCHHBIX
MHHHCTEPCTBOM 3aKYTIOK JI€KAPCTBEHHBIX MPENAPaTOB, H3ACTHI MEIUIMHCKOTO
Ha3HAYCHMS, CIEUHUAIN3UPOBAHHBIX MPOAYKTOB JIeYCOHOrO IMUTAHUA, & TaKXKE
MEIHMIHHCKUX HMMYHOOHOJIOrHUECKUX MTPENapaTos.

1.3 Tlpumemxa 1eKapCTBEHHBIX IPENAPATOB, H3ACIHH MeIUITUHCKOTO
Ha3Ha4YCHHMs, CHCHHUATU3UPOBAHHEIX IPOAYKTOB JIEUeOHOIO MUTAHUA, a TAKXKE
MEJULIMHCKNX ~HMMMYHOOHOJIOTMYECKHX IIPEIapaToB  OCYIIECTBIIIETCS IO
KOHYECTBY M Ka4deCTBY B COOTBETCTBUU C TPEOOBAHHAMH ITOCTAHOBIICHHUS
IIpasurenscrea Poccuitckoit @enepanun ot 14 gexabps 2018 r. Ne 1556 «O6
yTBepxKACHUU [10N0KEHNS 0 CHCTeME MOHUTOPHHTA IBHYKEHHUS NTEKAPCTBEHHBIX
pernapaToB AJid MEAUIIMHCKOTO IPUMEHEHUSD.

Homywatens cyOcuaum HODKEH ObITH 3apETHCTPHPOBAH B CHCTEME
MOHHUTODHHIA JBW)KCHHS JIEKAPCTBEHHBIX IMIpernaparoB i MEAULHUHCKOTO
npumerenus (nanee — GIUC MJUJIIT), umeTh HeHCTBYOMIH HACHTU(DHUKATOD
MECTa JACATEJIbHOCTH B COOTBETCTBUM C JIMLEH3UCH HA OCYILIECTBIICHHE
(hapmaneBTHYECKON AeITETLHOCTH,

Ilpiemka  JEKapCTBEHHBIX  MNPEMAapaToB, M3LENHH  MEIUIMHCKOTO
Ha3Ha4CHHs, CHENHUATU3UPOBAHHLIX IIPOAYKTOB JEUYEOHOTO IMUTAHHA, 4 TAKKe
MEIMLUMHCKMX ~ MMMYHOOMOJIOTHYECKUX  IPENApaToB  OCYLIECTBISETCS  C
00s3aTe/IbHBIM BHECCHHEM YCTAHOBOUHBIX JAHHBIX 110 rOCYZaPCTBCHHBIM
KOHTPAKTaM B ITPOTpaMMHBIH IIPOAYKT «Edapma 2-JIsrota WEB».

ConpoBosuTeNbHBIE TOKYMEHTHI Ha IEKApCTBEHHbBIE MPENapaThbl, H3ICIHs
MCIMUMHCKOrO HA3HAYCHUsI, CIELMATU3UPOBAHHBIE MPOAYKTOB Je4eOHOro
HTaHusd, @ TaKkKE MCOUNMHCKME MMMYHOOHOJIOTHYECKHE — IIpenaparhl
NPUHUMAIOTCS OJTHOBPEMEHHO C TOBAPOM.

B cocrase conmpoBOAMTEIBHBIX JOKYMEHTOB HAa TOBAp JOJDKHBI OBITh, B
TOM 4HCIIC: TOBapHas HakmagHas M cueT-QaxkTypa (WK YHHBEPCAIBHBIN
NCPEJATOYHBIA JOKYMEHT), CYET, akT IpHeMa-Tiepeaaud ToBapa, KOIHH
PCTUCTPALIMOHHBIX YOOCTOBEPEHUH, KOMUM CePTUDHKATOB WM AEKIapalys
COOTBETCTBH (B OTHOWICHMM TOBapa, BBEAECHHOIO B TPAX/JAHCKHH 0GOPOT 10
29.11.2019); xonus paspeleHus Ha BBOJ B rPaXIaHCKUH 060poT (B OTHOLICHNUH
TOBapa, BBEACHHOTO B IpaxAaHckuii 06opot ¢ 29.11.2019), a takxke npoToxosn
COTJIaCOBAHMA LECH Ha KU3HECHHO HCOOXOMMMBIE M BaXKHEHINHE JIEKAPCTBEHHBIE
npenaparsl.

KoMrnekT 10KkyMeHTOB IPHHUMACTCS B TPEX IK3EMILIAPAX.

BryTpuTapnas npuemka ToBapa OCYIUECTBISETCS MOTydaTeIeM CyOCH Iuu
B COOTBCTCTBMM C HHCTPYKUHMSAMH O TIOPAAKE [PHUEMKHU [POAYKLIMU
[IPOU3BOJACTBEHHO-TEXHUYECKOTO  HA3HAYEHWs U TOBAapOB  HAPOAHOIO
OTPeOIEHNS 10 KOTHYECTBY | 110 KAYECTRY.

O cny4asx BBIABNEHHA HECOOTBETCTBMA TOBapa IO KOJHYECTBY M
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Ka4eCTBY, 10 CKPBITBIM JedeKkraM Ioiydareib CYOCHAMH YBEJOMIISAET
Munucrepctso B TeueHue 10 pabounx aHe# co aHA 0OHAPYIKEHHS.

llpereHsun 1O KOJAMYECTBY M Ka4yeCTBY ToBapa (338 HCKIIIOYEHUEM
CKPBITBIX JE(QEKTOB M3TOTOBHTENA) MOTYT OBITH 3asBIEHLl MOJNy4YaTeleM
cyObcuaun He nosguee 10 paGoumx [He# ¢ Oathl nepejayyd ToBapa 10 aKTy
[IPUEMKH-TIEPEIaYH.

IIpeTensuu no CKphITEIM AedeKkTaM MOTYT OBITh 3asBJICHBI MTOJy4aTeIeM
cyOcuIum B TE4EHHE BCETO CPOKA rOTHOCTH TOBApA.

Prck caywalinoi rubenn U CIy4aiHOTO MOBPEKICHHS TOBApa MEPEXOUT
K TI0JTy4aTelro CyOCHIMH B MOMEHT ITIepelaydl ToBapa [0 TOBAPHON HaKJIagHON
(aKTy IIPUEMKH-TIEPCIAUHN ).

YIakoBKa U MapKHUpPOBKa TOBapa JOJKHBI COOTBETCTBOBATH TPEOOBAHUAM
AEHCTBYIOINX HOPMAaTUBHBIX akTOB Poccuiicko#t deaeparuy B COOTBETCTBHH C
Tpebosannamu Pepepanproro 3akoHa ot 12 ampeis 2010 roga Ne 61-D3 «O6
OOpallleHUH JIEKAPCTBEHHBIX CPEIACTBY.

[Tosryyarens cyOcuauu obecrnednBaeT TPAHCIOPTHYIO YIIAKOBKY TOBapa,
CIIOCOOHYK  00ECIeYnTh COXPaHHOCTh TOBapa IMIPH TPAHCIIOPTHPOBKE U
NOTPY309HO-PA3TPY30UHLIX paboTax U OPENOTBPATHTH WX IOBPEKIACHHE HIIH
[IOpYy BO BPEMS JOCTaBKH.

TpancnoprHas ymakoBKa ToBapa JO/DKHA ITOJHOCTLIO 00ECIIeYHBaTh
YCJIOBHS TPAHCTIOPTUPOBKH, NPEIBbABIAEMbIE K TaHHOMY BUAY TOBapa.

Bes ymakoBka [OmKHA COOTBETCTBOBATH TPEOOBAHHMSM JEHCTBYIONIUX
HOpMAaTUBHLIX aKTOB Pocculickoit deaepanu.

1.4, XpaHeHHE JICKApCTBEHHBIX [IPENAPaTOB, H3AEIHH MEIHULHMHCKOIO
Ha3HAYCHHs, CMELUHAJIM3UPOBAHHBIX IMPOAYKTOB JIeueOHOIrO MUTAHWs, a TaKkKe
MEIUIMHCKHX ~HMMMYHOOMOJIOTMYECKUX IIperapaToB OCYUIECTBIAETCS B
COOTBETCTBUU C TPEOOBAHUSIMH:

npukasza MuHHCTEpCTBa 3apaBooxpaHenus Poccuiickoit Depepannu
or 29 anpenss 2025r. Ne 2590 «O6 yrBepknennu IlpaBumi Hagiexaiuei
anTCYHOW IPAKTHKH JIEKAPCTBEHHBIX IIPCIIapaToB s  MEIUIIMHCKOTO
IPUMEHEHUY,

pukasa MunHCTEpcTBa 31paBooxpaHenus Poccuiickon Degepauuu oT
29 anpenst 20251, Ne 260 «O6 yTBep)KIEHMM IPaBMJ  XpaHEHHA
JICKapCTBEHHBIX CPEACTB JUIsl MEAUIIHHCKOI'O MPUMEHCHHSI;

npukasa MuHuCTEpCTBA 3ApaBoOXpaHenus Poccuiickoit denepanmn
ot 21 anpens 2020 r. Ne 352 «O06 ytBepxaeHun o0liei hapMakoneiHol cTaTby
M BHCCCHMM HU3MCHCHHA B mpujokenue Nel k mpukazy MunHucrepcTBa
3apaBooxpanenus Poccuiickont Gepeparyu ot 31 oxtsbps 2018 r. Ne 749 «O6
YTBEPXK/ICHHH 00IMX (GapMakoNeHHbIX crated ¥ (GapMakoNeHHbIX cTaTed H
NPU3HAHUHM YTPATUBUIMMU CHIIy HEKOTOPBIX IPHUKa30B MMUH3IpaBMeaIpoma
Poccun, Munsapasconpassutust Poccun 1 Munsapasa Poccuny;

nprukaza MwuHucTepcTBa 3apaBooXpaHeHus Poccuiickoit  Denepauuu
oT 13 HostOps 1996 r. Ne 377 «O6 yTBEpKICHUN UHCTPYKLKM 1O OPraHU3aLUHU
XpaHEHUS B AaNTCYHBIX YUPEXKACHHUIX PAa3IHUHBIX TPYIIN JICKAPCTBEHHbBIX
CPCACTB Y U3CIIUA MEIUIIMHCKOIO0 HAa3HAYEHUAY;



MOCTAHOBIEHUA I7aBHOro rocynapcTBEHHOTO CaHUTApHOro  Bpada
Poccuitickoni @enepaunu ot 28.01.2021 Ne 4 «OO0 yTBepXKIEHUU CaHUTAPHBIX
npasun u HopMm CanlluH 3.3686-21 «CaHuTapHO-3MHIEMHOTIOTHYECKHE
TpeOOBaHUA 110 NPOPUIAKTHKE MHGEKITMOHHBIX O0Ie3HEH».

B mepuoa xpaHeHHUs JIEKapCTBEHHBIX IIPENapaToB MoJydyaTelb cyOCHInu
obecIieuMBaeT KOHTPOJIb 33 CBOEBPEMEHHOH peanu3alued JIeKapCTBEHHBIX
CPEICTB ¢ OIPaHUYEHHBIM CPOKOM T'OJHOCTH, & TaKKE€ YCTAHABIMBAET IOPAAOK
BEJEHMs YyeTa JIEKapCTBEHHBIX CPEJACTB C OTPAaHUYEHHBIM CPOKOM T'OJTHOCTH H
OIOBEIIECHHUs MEAMUMHCKUX OpraHHU3allMid O JIEKapCTBEHHBIX IIperaparax ¢
OTpaHUYEHHBIM CPOKOM T'OJAHOCTH HE IMO3/Hee 6 MECAleB OO MCTEUEHUS CpOKa
FOJAHOCTH.

2. TpeGoBaHHe K OpraHu3anuu OTIYCKA JIEKAPCTBEHHBIX PENapaToB,
U3/1eJIUH MEeTUIIMHCKOT0 HA3HAYEHUS, CTIeMANU3HPOBAHHBIX IPOJYKTOB
JiedeOHOro MUTAHMSI, OT/eJIbHbIM KATErOpUsIM IpaskIaH
U3 aNTeYHOH OPpraHu3anuu

2.1 Ormyck JNeKapCTBEHHBIX IPENapaToB, M3AEIMH MEIUIIMHCKOIO
HA3HAYEHUS,  CHEUUAJIM3UPOBAHHBIX  IPOAYKTOB  JIeYEOHOrO  ITHTaHu,
OTJEJABHBIM KaTerOpWsiM TpakaaH Mo peuentam Bpada (¢enpaiiepa),
BBITIMCAHHBIM 110 YCTAHOBJIEHHOW (opMe, OCYIUECTBISETCA B  CPOKH,
YCTaHOBIIEHHBIC JCHCTBYIOIIMM 3aKOHOAATEJbCTBOM W JIMLEH3UOHHBIMU
TpeOOBaHUIMH.

2.2. JIng opranuzauuu OTTpy3KHM U OTHYCKa JEKAPCTBEHHBIX IIPENaparTos,
U3NEIUH  MEIUIMHCKOTO HAa3HA4YCeHHS, CICUMATU3UPOBAHHBIX MPOLYKTOB
ne4eOHOro muTaHus MUHMCTEPCTBO — OOECIIeYMBAET CBOEBPEMEHHOE H
Ka4eCTBEHHOE IPEJOCTABJIEHHE OCHOBHBIX UM  JOIOJHHUTENBHBIX  3aABOK
MEIULUHCKUX OpPTaHU3alMi, IEPCOHUPULIHMPOBAHHOIO PErucTpa MalukueHToB, Ha
KOTOPBIX 3a8BJIEHBl  JIOPOT'OCTOSIIIHE JIEKapCTBEHHBIE nperaparsl,
JIEKapCTBEHHBIE NPENapaThl 101 KOHKPETHBIMUA TOPTOBBIMU HAUMEHOBAHUSAMY, a
TAaKXKE CHCUUAJIM3UPOBAHHBIE NPOAYKTHI JI€YEOHOI0 IIMTaHUS M PacXOIHBIC
MATCPHANIbl K MHCYJIMHOBOH INOMIIE B 3JIEKTPOHHOM BHJE M Ha (PUIHYECKUX
HOCUTENAX, MH(OpMauuo 00 o0beMe 3aKYIOK JIEKAPCTBEHHBIX IIPENapaTos,
U3JICIMH  MEOULMHCKOTO HA3HA4YEHWs, CHCHUAIM3UPOBAHHBIX IPOLYKTOB
J1e4e0HOro NMUTaHU B IIpejieraxX BhIICJEHHBIX CPEACTB Ha JaHHbBIC LEJIH.

2.3. Jna olecrniedeHust OTIYCKa JIEKAPCTBEHHBIX IIPENapaToB, HU3AEJINH
MEIMLMHCKOIO Ha3Ha4YeHUsl, CIELHaJIU3UPOBAHHBIX MPOAYKTOB JIEYEOHOIO
nUTaHud MUHHCTEPCTBO MPEAOCTABISET HAOCTYH K MOAYIK «JIprorHoe
JIEKapCTBEHHOE  O0ECIICYeHHE»  perdoHalbHOro  (parmenra  EpaunOoH
roCy1apCTBEHHOM HH(MOPMAUMOHHON CHUCTEMBl B cdepe 3ApaBOOXPAHEHUA
(nanee — moayab JIJIO) K MCTIONB30BAHUIO TIPH OCYIIECTBIICHUH YCIYTH.

B cmywae  mempegocTaBieHHs — MHHHCTEPCTBOM  BO3MOXKHOCTH
ucenons3oBanus Moxnyns JIJIO WM HEBO3MOXKHOCTH €70 HCIIOIB30BaHMA
obecniedyuBaercs repeaada HHGopManuu o0 yeiIyre, B TOM YHCIHE:

JAHHBIX O pELENTax, 10 KOTOPBIM OCYLIECTBJICH OTIIYCK JIEKAPCTBEHHBIX
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MpernapaToB W W3ACIHH MEIHIUHCKOrO HAa3HAYeHHWSA OTHENLHBIM KaTerOPUsIM
rpaKJ1aH;

JAHHBIX O pELENTax, MOCTABICHHBIX Ha OTCPOUEHHOE OOCIY)KMBAaHUE B
TYHKTax OTITYCKa JICKAaPCTBEHHBIX IIPENapaToB U MEAUUMHCKUX U3/ICITHH;

JAHHBIX O PEIEeNTax, 110 KOTOPBIM OCYLIECTBIIEH OTIYCK JICKAPCTBEHHBIX
[pENapaToB HW3JCIHiA MEIUIIMHCKOTO Ha3HAuYeHWs, B Cllydae OOHapyKeHUs
OLIXOKHU OTITYCKE;

CBENCHHH © perenTax, IO KOTOPbIM HE OCYIUECTBICH OTITYCK
JICKAPCTBEHHBIX MPENapaToB M3JACIUA MEAUIMHCKOIO Ha3HAYCHHS, B CBA3H C
oOHapyKeHHeM OIIHOOK OPOPMIICHUS PELIENTA,

JAHHBIX 00 oOcCTaTkax JEKapCTBEHHBIX IIPEraparoB M MEIUIHHCKHX
M3JICTIUAX B ITYHKTaX UX OTIIYCKa;

CBEJIEHNH M3 CYILECTBYIOMIMX Y [OJy4daress cyocuany MHQOPMAMOHHBIX
cructeM B Moaysb JIJIO B COrIacOBaHHOM CTOPOHAMH JIOHNOJHHUTENBHO (hopmaTe
JAHHBIX, WCIIONB3Ys Web-MeTO/bl HHTerpalyd HHOOPMALMOHHBIX CHCTEM
nonyuarens cyocunuu ¢ momysiem JIJIO, B cooTBeTcTBMM C TpeOOBaHUAMU
DenepansHoro saxona ot 27 wronst 2006 roga Ne 152-03 «O mepcoHalbHbIX
JAHHBIX.

2.4. Jlng opraHM3alMy OTIIyCKa JIEKAPCTBEHHBIX I[IPENapaToB, H3JETHH
MEIHLIMHCKOrO HA3HAYCHUS, CHELHaIU3UPOBAHHBIX IPOLYKTOB J1€4e0HOr0
IMUTaHHA B COOTBETCTBMH C TpeOOBAaHWUSMH MOCTaHOBIEHUA IlIpaBuTenbCcTBa
Poccuiickoit depeparn ot 14 aexabpst 2018 r. Ne 1556 «O0 yTBepxKaCHUH
[TonoKeHust 0 CHCTEME MOHUTOPHUHIA JBWXKCHHUSA JIEKADCTBEHHBIX IpEraparoB
JJI. MEJMIUHCKOrO NIPUMEHEHUS AIITCUYHbIE ITYHKTBI II0Jy4aTes CyOCHINH
NOJDKHBI  ObITh  3apeructpupoBanel B cucteme OI'MC ML,  wumets
JIEACTBYIOIIMH MIEHTH(OUKATOP MeCTa AeATeJbHOCTH. 18 BBIBOJA M3 000pOTa
JIEKAPCTBEHHBIX MPENapaToB, OTIIYCKAEMBIX IO PELENTy O€CIUIaTHO, alTeUHbIC
ITYHKTBI ITOJIy4aTelis CyOCHInu 060pYIyIOTCS PETUCTPATOPAMH BBIOLITHS.

[Ipy oTIycKe MO peuenTy ¢ 4aCTHMYHOM OIIaTOM KOHTPOJIbHO-KaccoBas
TEXHHUKA B alTEKaxX JOJKHA ObITH HACTPOEHA M rOTOBA K 0OMEHY CBEIEHHUSIMHU C
OI'UC MIUJITL.

[Ipu oTmycke JEKapCTBEHHBLIX MpErapaTtoB 00ECIeUMBAETCS KOHTPOJIb
CPOKOB TOJHOCTH JICKAPCTBEHHBIX IIPENapaToB, H3ACIHUH MEAWIHMHCKOTO
Ha3HAYEHUS, CIICIUATN3UPOBAHHBIX MMPOJIYKTOB J1€YEOHOTO MUTAHHUS.

2.5. B caywyae oTCyTCTBHSA JICKapCTBEHHOI'O IIperapara, yKa3aHHOIO B
peLenTe U OTIIyCKaeMoro GecruiaTHo, 0(OPMIICHHOTO Ha pEelENTypHOM OJlaHKe
Ha OyMa)XHOM HOCHTEJC, PELENT BO3BPALLACTCS JIMIlY, YKa3aHHOMY B pCLENTE
WM €0 3aKOHHOMY IIPEICTABMTENIO C OTMETKON Ha 00paTHOM cropoHe «Petent
MPUHAT Ha OOCIYXHBaHHE» C YKa3aHWEM [aThl ITOCTAHOBKM pCIETITa Ha
00Ciy’)KMBaHUE U HOMEPA 3alIMCH B XKypHAJIE yueTa PELeITOB, HaXOIAUMXCs Ha
00CITyKMBaHUH.

C 1eNpio OTIyCKa JICKAPCTBEHHBIX IPENapaToOB, H3ACIHH MEIUUHHCKOTO
HAa3HAYCHHWS M  CICHHMANU3MPOBAHHBIX IMPOJYKTOB JIe4eOHOrO  MHUTAHHA
JTbIOTHBIM ~ KaTETOPUsIM IpakJaH B CPOKH, YCTAHOBJIEHHbIE IPUKA30M
Munznpasa Poccum ot 07.03.2025 Ne 100H, B TOM 4HClIe IO peLENTaM,



IPUHSITHIM Ha o0cy)KUBaHue, 00eCIeUnBaAETCS CBOEBPEMEHHOE
[ICPEPACIIPE/ICICHAE  JICKAPCTBEHHBIX  [PENapaToB  MEXIy  alnTeYHBIMH
OpPraHM3alUAMH U OTIPY3Ka CO CKJIA/a.

WHdopmupoBaHNe TbrOTHEIX KaTErOpHil TPakIaH O HAJIHYMHU B alTEIHOH
CeTH JICKAPCTBEHHBIX IIPENApaTOB OCYIIECTBISAETCA, B TOM YHCIIE, MyTeM
OpraHU3alMH PaboThl «TrOpAYeH NHHUM» 110 JIOTHOMY JIEKAPCTBEHHOMY
00eCIICUEHHU]IO.

3. TpeGoBaHus K BbIJa4e MeAHIUHCKUX HMMYHOGHOJIOMHYeCKAX
npenaparon

Brinaga MEIHITMHCKUX HMMYHOOHOIOTHYSCKHX [Ipenaparon
MCIIMIIMHCKMM  OPTaHM3alMsIM  OCYLIECTBIIIETCS  COMIACHO  pasHapsKe
MUHHCTEPCTBA U JOBEPEHHOCTSIM MEAUIIMHCKUX OPTaHH3ALIHH.

4. TpeGoBaHus K Y4eTy H OTYETHOCTH

MUHUCTEPCTBO U MONTyYaTelb CYOCHANE OCYILECTBIAIOT B3AUMOIEHCTBHE
B HCIPCPLIBHOM DEXHME MEXIY Y4YacTHUKAMH OOeCTeYeHHs TOBApOM
(monryyarens CcyOcuauM, METULMHCKHE OPraHM3aliy, anTeuHble OpraHU3alli,
MunucrepcTBo).

[lomy4arens cybcunnu 00s3aH 00ECTICHUTD:

(pOpPMHPOBaHKE CYETOB 3a OTIYIIEHHBIH TOBApP M BBIXOIHBIE OTYETHBIE
(bOPMBI B COOTBETCTBHH C [EHCTBYIOIUM 3aKOHOAATEICTBOM U BK/IIOUATD:

OpraHu3alKUI0 BEACHHs Pa3le/IbHOr0 TOBAPHOI'O y4yeTa ToBapa B paspese
UCTOYHHKOB (DHHAHCUPOBAHUS;

OpraHM3alMI0 M I[IPEACTABICHWE OTYETAa [0 MOHHUTOPUHTY I10CTABOK
TOBapa,  OTYETHOCTb B  CPOKH,  YCTaHOBJCHHbIC  MHHHUCTEDPCTBOM
3npaBooxpanenus Kypckoi obmacrty,

coop u 00paboTky MHPOPMALMH O IBHXKEHHH, OCTATKAX M CPOKax
rOJHOCTH TOBapa,

(POPMHUPOBAHKE CBOJIHBIX PEECTPOB OTIYILIEHHBIX PCLENTOB OT/EIbHBIM
KaTEropusiM rpaxkjag;

OpraHM3alyio B alTeKax ydeTa W XPAHEHHUs OPUTWHAIIOB PELENTOB, I10
KOTOPBIM OTIYILICHBI JICKAPCTBEHHBIE IIpPENapaThl, H3AEIUS MEIULIUHCKOTO
Ha3HaYCHHUA, CTICHUATH3UPOBAHHbIE IIPOAYKTH! JICYEOHOIO MTUTAHUA OTHEIbLHBIM
KaTeropusM IrpakJiaH;

NpeAoCTaBjicHHe 110 Tpebosanuto MunHucTepeTBa HMHOOPMALMH U
OTHETHOCTH II0 TEKYIIEMY MCIONHEHHUIO YCIIYT, HEOOXO/[MMBIX i1 KOHTPOJA, B
TOM YHCJIE:

O HaJIM4WH, ABHKCHHWM M OCTAaTKAaX TOBapa Ha CKJIaJAe W/WIIM B allTEUHbIX
OpraHu3alMsX (110 KaXKJ0H anTeKe B OTHEIBHOCTH, CBOJ 110 BCEM alTeKaM);

O JBHXXCHHH JICKapCTBEHHBIX IIPENApaToB, H3JENUH MEIUIIMHCKOIO
Ha3HA4YCHUA, CHEIUAM3MPOBAHHBIX MPOAYKTOB JIeYEOHOr0 MHUTAHUS IO
CJICAYIOIIMM  NaHHBIM: MOCTABIIWK, IPOM3BOAMTENL, HAUMEHOBAHHE TOBApA,
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CCpHs, CPOK I'ONHOCTH, aTa MOCTABKH, HAMMEHOBAHME AlITCUYHOM OpraHu3aluy,
Aata  OTTPYSKM B aNTCYHYI OPraHM3alHMIO, JaTa OTIYCKA W3 aNTedHON
OPraHM3aliiy,  NEPHOJ  XPaHEHMSA, MEXKAYHAPONHBIE  HENATCHTOBALHDIE
HanMCHOBAHMS  JIEKADCTBEHHBIX  IPENApaTOB, [O3MPOBKA JICKapCTBEHHBIX
[IpCIIapaToB,  (OpMa  BEITYCKA JIEKAPCTBEHHBIX npenapatoB,  GhacoBKa
ICKAPCTBCHHBIX  NIPEMApAaTOB, HAMMEHOBAaHHE  H3CMHH  METMLHHCKOrO
HASHAYCHNA, XapaKTCPUCTHKU H3/EIUH MeTHLIHHCKOTO HA3HAYCHHS,

0 MOHUTOPHHTE ITIOCTaBOK 151 OTIIyCKa MENULIMHCKHIX
MMMYHOOHOIOTHYECKHX [IPENAPATOB;

O CPOKaX TOAHOCTH TOBapa IO HOMEHKIATYPE, KOJIHYECTBY CyMMeE Ha
CKJIaJe W/WIM B aNTeYHBIX IYHKTAX B JIFOOOH MOMEHT BPEMEHHM Ha TEKYILIYIO
AaTy, a TakxKe 3a JF000H MeproL BDEMEHH.

3. B mpunoxennu Ne 4:

CHOCKY «*™» W3JI0XUTB B CIeAYIOIIEHl peaakiuy:

«** B cooTBeTCTBMH ¢ (DaKTHUECKHMH pacxogamMu IO JaHHBIM
OyXranTepcKoro ydueTa M OTYETHOCTH 110 HOMEHKJIATYPHBIM ~ IPyIIflaMm,
TIOATBEPXKACHHBIE PETHCTPAMU  OYXTalTepCKOro y4yeTa, INPUHUMAEMbBIM JUIA
pacdera 3aTpaT, CBA3AHHEIX C OKA3aHHEM YCIYTH MO MOJYYCHHUIO, XPaHEHHIO,
YHeTy W OTIYCKY JIEKapCTBEHHBIX IIPENapartoB M H3IEIHH MeIUIHHCKOTO
HA3HAYCHAA, CICHHATM3UPOBAHHBIX NIPOJYKTOB JIEUEGHOIO [MUTAHMS, 4 TAKKE
MCIIMIMHCKUX  UMMYHOOHMOJIOTHYECKHX — MPENapaToB B  COOTBETCTBHH
YTBEPKICHHOU  YYETHOW  [OJUTHKOL OpraHu3aluy, MOATBEPKICHHBIMU
perucrpamu OyXraaTepckoro yuera 3a OTYETHDIH nepuos (000pOTHO-CAIBIOBEIC
BEAOMOCTH, BEIOMOCTH, KapPTOUKH CYETa), 0DOPMICHHBLIMH B COOTBETCTBUM C
TpeOOBaHUAMU cTaTBU 10 DenepanbHOro 3aK0HA OT 6 nexabps 2011 roga Ne
402-D3 «O Byxrantepckom yderey.».



IHOACHUTEJIBHAA 3AITUCKA
K npoekTy nocranopjenus Ilpasurenscrsa Kypckoit o61acrn

«O BHeCEHUM U3MEHEHHUI B MOCTAHOBJIcHHEe AqMHHHcTpanuu Kypekon
obsactu ot 21.10.2022 Ne 1530-nia»

ITpoekT mocranosneHus IlpaButensctBa Kypckoil obnactu «O BHECEHUH
U3MeHeHHH B mocTanopieHue Apmunuctpanuu Kypckoi obmactu ot 21.10.2022
Ne 1530-ma» momroToBlieH B IEIIX BHECEeHMs H3MeHeHuH B Ilopsaox
pejoCcTaBlIeHUsT cyOcuanu U3 00JacTHOro OMoJKeTa OpraHu3anusM —Ha
BO3MEIIIEHNE 3aTpaT, CBA3AHHBIX C OKA3aHUEM YCIIYTH II0 MOIYYEHHUIO, XPAHCHHIO,
y4eTy W OTIIYCKY JIEKAPCTBEHHBIX IIPEIapaToB M U3ACIMM MEIUIUHCKOro
HA3HAYCHHUs, CITCIMATH3UPOBAHHBIX MPOJAYKTOB JIe4eOHOTO IHTaHMsA, a TaKXKe
MEJULMHCKUX HMMYHOOHOJOTHYECKUX MPENapaToB, I[PUOOPETEHHE KOTOPHIX
OCYIIECTBIIIETCS 332 CUET OIOIPKETHBIX CPEACTB, YTBEPKIAECHHLIM IOCTAHOBICHHEM
Anmvunvicrparmn Kypekoit obnactut ot 21.10.2022 Ne 1530-na (nanee — Ilopaaoxk).

B coorBercTBHH ¢ mopydenuem ['yOepuatopa Kypckol obmactu
AE. Xunurreina ot 25.08.2025 Ne  I13-34  peBHU3HOHHOM  KOMHCCHEH
AO «Kypckas dapmainusy ITpOBEAEHA BHeEOYEpenHas KaMepalbHas IpOBEpKa
buHaHcoBO-X03sMcTBeHHON neaTtenbHocTH AO «Kypckas dapmanusay 3a NEpHOA
¢ 01.01.2023 o 01.10.2025.

ITo pesyabraTam IIPOBEPKU YCMATPUBAIOTCS IIPHU3HAKM HAPYLICHUH yCIOBHH
¥ IOPSKA MPEIOCTaBieHUs CcyOCHauu, ycTaHoBiaeHHOW I[lopsjaxkom, B dacTu
npenocrtaBieHuss OOIECTBOM HENOCTOBEPHBIX CBEIEHHH B LEIAX BO3MCIICHHUS
3aTpaT 3a CUeT CyOCHIUHM BMECTO JOKYMEHTOB, MOATBEPKIAIOIIMX (aKTHUECKH
MPOU3BEACHHBIC 3aTpaThl, CBS3aHHLIE C OKAa3aHUEM YCIyr IO IOJYICHHUIO,
XPaHEHMIO, YUETY U OTITYCKY JISKAPCTBEHHBIX IIPENapaToB (B TOM 4YHCJIE CBEAECHNH
O HayHCICHHONW ¥ BBIIUIAYCHHOM 3apaboTHOM IulaTe paboTHHMKAM, YIUIATe
cTpaxoBelx B3HOcOB ® HJDJI), mnoBnexkimnx HEOOOCHOBAHHOE MOIYYCHHUE
CyOCUIUH.

B mensx KOHKpeTH3aluu NOHATHA (PaKTHUECKUX 3aTPaT UCXO U3 KOTOPHIX
ocyiecTBiseTcest BosMmermenue pacxonoB AO «Kypckas dapmanus», a Tak ke
KOJIMYECTBA  alTEYHBIX  ITYHKTOB, HEOOXOAMMBIX Ui  CBOCBPEMEHHOTO
obecrieueHus JBIOTHBIX KATETOPUU TIpakIaH JIEKApCTBEHHBIMH IIperiapaTamMu U
U3JIENTUAMA  MEIUIIMHCKOTO HA3HAUEHWs, CICLUAIU3MPOBAHHLIMU IMPOAYKTaMH
1eueOHOr0 MUTAHUS, 4 TaKKe MEIUIUHCKUMH HMMYHOOMOJIOTHYECKUMHU
mperapaTaMy MOJITOTOBRJIEH IPOEKT HOPMATHBHO-IIPABOBOIO aKTa.

YrouHenue TpeOOBaHUN K BEACHHUIO Pa3fesIbHOrO ydera 3aTpar, & UMEHHO
0043aHHOCTH  BEAEHMA  pasfeibHoro  yuera  (OyXranTepckoro — W/unu
YIIPABJICHYCCKOI'O) TIO3BOJISIT YETKO OIPEAESHUTh IIPAMBIE 3aTpaThl, KOTOPHIE
HETIOCPEAICTBEHHO CBsA3aHBI ¢ McmonHeHneM CornameHus (B TOM YHCIIE PAacXO[bl
Ha OIUIATY TPYyJAa) U HaKJIaAHbIE PACXOABI, KOTOPBIE ONIPEACISIOTCS COTJIACHO
BBIOpaHHOMY Oasucy.

AHAJOrMYHBIA MEXaHW3M INPUMEHSeTCA INPH BENEHHH Yyuera 3aTpar,
[IPOU3BEICHHBIX  yUaCTHUKAMH KAa3HAYEHCKOIO  CONPOBOXKICHHA B ILEJAX



JOCTIDKEHHST PpE3yJIbTATOB, YCTAHOBJIEHHBIX IIPH IIPENOCTABICHUH LEIEBBIX
cpencts (IIpukas Muaduna Poccun ot 10.12.2021 Ne210m).

[IpoekToM MpeayCMATPUBACTCA BO3MOXKHOCTB yCTaHOBUTH CoriameHreM
KOHKPETHBIH IIEPEUeHb aIpecoB IIyHKTOB OTIIYCKa, pPacHOJIOKCHHBIX Ha
tepputopun Kypckoit obmactu u ropoja Kypcka, a Takke BBOAUTCS COTNIACOBAHHE
pexuMa ux paboThl B LENAX OTIYCKA JIBIOTHBIX JICKAPCTBEHHBIX MIPENapaToB Ha
Tepputopun ropoga Kypcka um Kypckod oGmacTd, 4TO IMO3BOJMT YCTAHOBHTH
HOPMUPOBAHHYIO UHCJIEHHOCTb B NpeJelax HOpM TpyAa COTPYIHHKOB,
HEOOXOOUMBIX JUIsi HEMOCPEACTBEHHOIO OTIIYCKa JIEKAapCTBEHHBIX IIPENapartos,
pa3AeNnTb TPYAOBYIO (DYHKIIHIO IIPOBH30POB, (PapMaIleBTOB, 3aBEAYIOIUX H HHOIO
ITlepcoHana ¥ Mo3BOTUT AU(GGEPEHIHPOBATE BO3MEIIAEMbIE PACXO/IbI M3 OroaKeTa
B 9aCTH OIUIATHI TPY/IA, & TAKXKE 00ECIIEYUTh pasfelbHbIi y4eT 3aTpaT.

Takxe ITPOEKTOM MPENYCMOTPeHa OpraHU3alus paboThl «TOpsiueH JTMHHUNY
110 JILIOTHOMY JICKAPCTBEHHOMY O0ECIIEUEHHIO IPaK/IaH

IIpenaraemMble N3MEHEHHUS HAIIPABIECHbI HA ONTHMH3ALHUIO IOTHCTHYECKUX H
(DMHAHCOBBIX TIPOIECCOB, MOBBIMIEHHE KAYECTBA U TOCTYIHOCTH JEKapCTBEHHOIO
obecrieyeHus JIbFOTHBIX KATErOPHUM TPAXKIAH, a TAaKkKe Ha YCHJICHHE KOHTPOJIA 34
[IENE€BLIM HCII0Ih30BaHHEM OIOJKETHBIX CPEJICTB.

[IpuHATHE [AaHHOrO [PaBOBOrO axra OyJeT HWMETh TIOJOXUTEIbHBIE
COLMANBHO-3KOHOMHUYECKHAE M OOIECTBEHHO-3HAYMMBIE ITOCIICACTBHUS, ITOCKOJIBKY
OyjieT crnocoGCTBOBATh MOBBIINIEHHIO 3((EKTUBHOCTH HCIOIB30BAHUA CPEACTB
00J1acTHOTO OrOKETA.

B coorBerctBun ¢ nyuktom 3 IlpaBunm pacKpeITHS HCIOJTHUTEIBHBIMU
opranamMu Kypcko#t obnactu HHGOPMALUU O MOATOTOBKE MPOSKTOB HOPMATHBHBIX
IIPaBOBBIX aKTOB M Pe3ylibTaTax MX OOLIECTBEHHOIO 0OCYXIECHUS, YTBEPKICHHBIX
rocraHoBnenreM Anmunucrpannu Kypckoit obsactu ot 05.08.2013 Ne 493-ma,
MPOEKT pasMelled JuIs OOUIECTBEHHOrO  OOCYXKIEHHS B TIOCYJAPCTBEHHOM
HHPOPMaIMOHHOHM cucteMe «MHTepHET-IOpTal MpaBoBoi HHopManru Kypckon
o6J1acTHy B HHOOPMAIIMOHHO-TEISKOMMYHHKALIMOHHON ceTn «HTepHeTY.

JIaHHBIA [POEKT HE COAEPKUT HOPM DPETYJIHMPOBAHHS, 3aTParnBarolIcro
BOITPOCHI MHBECTUIIHOHHOHN ¥ IIPEIIPUHUMATENBLCKOHN ACSITCIBHOCTH.

5 :
MuHHCTp y C.U. Epmornosa



DOHUHAHCOBO-3KOHOMHYECKOEe 000CHOBAHHUE
K IIPOCKTY NOCTAHOBJICHHUA HpaBI’ITeJ'II)CTBa KprKOﬁ 00J1acTH

«0 BHEeCEHUH U3MEHCHUM B MOCTaHOBJeHUEe AnmuHHcTpanuu Kypekon
obsactu ot 21.10.2022 Ne 1530-n1a»

[IpoexT nocranosnenusi [IpaBurensctBa Kypckon obmactu «O BHECEHHH
U3MEHEHHH B rocTaHoBlieHne AamuHucTpanuu Kypckoi obnactu ot 21.10.2022
Ne 1530-ma» TOATOTOBIEH B LEMIX BHECEHHMA u3MeHenunn B Ilopsaok
NpefoCTaBleHus CyOCHAuM U3  OOJACTHOTO OMOJKETa OpraHu3alusM Ha
BO3MEIIICHUE 3aTpaT, CBA3aHHBIX C OKa3aHHWEM YCIIYTH IO MOIYYCHHIO, XPaHEHHIO,
yu4eTy ¥ OTIIYCKy JI€KapCTBEHHBIX IIPEraparoB M W3AEIUMH MEIHIIMHCKOTO
Ha3HAYEHMsI, CIIELHATN3UPOBAHHBIX TIPOAYKTOB JIeUeOHOTO IHUTaHus, a TaKXKe
MEAMIMHCKHX MMMYHOOHOJOTHYECKUX [IpernapaToB, NPHOOPETEHHE KOTOPBIX
OCYIIECTBIISIETCS 38 CUST OFO/UKETHBIX CPEJCTB, YIBEPKICHHBIM MOCTAHOBICHHCM
Anmuuaucrpanyn Kypekoi obmacte ot 21.10.2022 Ne 1530-na (nanee — Ilopanok).

B coorBercTBuM ¢ mopyderuem [yOepHatopa Kypckoii obnactu
AE. Xunmrena ot 25.08.2025 Ne 1I13-34  peBHU3HOHHOW  KOMHCCHEH
AO «Kypckas dapmanus» TpoBeleHa BHeEOodepenHas KamepallbHas IIpOBEpKa
buHaHCOBO-X03sMcTBeHHON nesTenbHocTH AO «Kypckas dapmanus» 3a Iepuon
¢ 01.01.2023 o 01.10.2025.

ITo pesyibpraTam MPOBEPKH yCMAaTPUBAIOTCS TPU3HAKH HapyILEHUH YCIOBUH
W TOpsIKa IPEAOCTaBACHUS CYOCHIMH, yCTaHOBJIEHHOW Ilopsukom, B YacTH
npenocrasieruss OOMECTBOM HEJOCTOBEPHBIX CBEICHHHM B UENSAX BO3MEILEHHUS
3aTpaT 3a CueT CyOCHIMM BMECTO JOKYMEHTOB, MOATBEPKAAOMMX (aKTHIECCKH
MPOU3BEJICHHbIE 3aTPaThl, CBSI3aHHBIC C OKA3aHUEM YCIYyr 10 IOJYy4YEHHIO,
XpaHEHHUIO, YUETY U OTITYCKY JIEKAPCTBEHHBIX [IpENapaToB (B TOM YHCJIE CBEACHHH
O HAUMCIGHHOH U BBLIINIAYCHHOH 3apaboTHON 1uiaTe pabdOTHHUKAM, YILIATe
CTpaxoBbiX B3HOCOB u HJIDJI), mnoBmexkiinx HEOOOCHOBAHHOE IIOJYYCHHC
cybcuaum.

B mensx xoHKpeTH3auu MoHATUS GaKTHUECKUX 3aTpaT MCXOASA U3 KOTOPBIX
ocyiecTsaseTcss BosMenieHne pacxogoB AO «Kypckas dapmanusa», a Tak ke
KOIWYECTBA  QNTEUHBIX  IYHKTOB, HEOOXOIMMBIX IUI1  CBOEBPEMEHHOTO
oOecriedeHus JILTOTHBIX KaTEerOpHi TIpakAaH JIEKAPCTBEHHBbIMK IIpenapaTaMu U
M3ICIMSIMH  MEIMIIMHCKOTO Ha3HAYEeHHs, CHEHHAIU3UPOBAHHBIMU IIPOAYKTAMH
7e4eOHOr0  THUTAHWA, & TaKkkKe MEIULHHCKHMH HMMYHOOHOJOTHYECKHMH
npemnapaTaMy MOATOTOBJICH TPOEKT HOPMATHBHO-IIPABOBOr0 aKTa.

YTournenne TpeOOBaHUN K BEACHHUIO PAa3fENIbHOrO ydeTra 3aTpart, & HMEHHO
O0S3aHHOCTH  BEJEHMS  pasjenpHoro  yuera  (OyXranTepckoro — W/WIH
YIIPABJIEHYECKOTO) TMO3BOJSAT YETKO ONPENCHUTb MpSAMBIC 3aTpaThl, KOTOPHIC
HETIOCPEJICTBEHHO CBsI3aHbl ¢ HcnogHeHueM Cormamenus (B TOM 4MCIIE PACXOJbI
Ha OIUIaTy TPy/Aa) W HAKJIaJHBIE pPacXObl, KOTOPBIE ONPECHENISOTCS COTIACHO
BBIOpaHHOMY Oa3HuCy.

AHAJOTHYHBIA MEXaHW3M TIPUMEHSETCS IIpU BEIECHHWM Yy4yeTa 3arpar,
MIPOM3BEACHHBIX y4aCTHUKaMH Ka3HA4EeHCKOIO  CONpPOBOXKICHHS B LEJIX



JOCTUKEHHS. pE3yJbTaTOB, YCTAHOBJIEHHBIX NPH IIPENOCTABICHUM LEIEBBIX
cpencts (IIpukas Munguna Poccun ot 10.12.2021 Ne210wm).

IIpoeKTOM TIpEeayCMAaTPUBAETCS BO3MOXKHOCTh YCTaHOBHTh CoOTTalieHneM
KOHKDETHBIM I1epeueHb aJpecoB ITyHKTOB OTIyCKa, pPAacIOJIOXKEHHBIX Ha
tepputoprn Kypckoit obmactu u ropona Kypcka, a Takike BBOAUTCS COTTIACOBAHUE
pexuMa uX paboThl B IIEIX OTIYCKA JILIOTHBIX JEKAPCTBEHHBIX IIpenapaToB Ha
tepputopun ropogaa Kypcka um Kypckod o0nacTd, 4TO TMO3BOJUT YCTaHOBHTh
HODMHPOBAHHYE0 UYHCIEHHOCTb B Ipelellax HOpPM TpyZAa COTPYAHHKOB,
HEOOXOMUMBIX IS HEMOCPEJICTBEHHOIO OTIIyCKa JIEKaPCTBCHHBIX IIPENapaTos,
Pa3NENUTh TPY/IO0BYEO GYHKIHIO IPOBU30POB, PapMalleBTOB, 3aBEAYIOLMX H HHOTO
riepcoHaa ¥ Mo3BOJHT AU hepeHINPOBaTL BO3MEIIAEMbIE PACXO/IBl U3 OromKeTa
B 4aCTH OILIATHI TPYJA, a TAKXKe 00eCIIeUnTh Pas3iebHbIH yUeT 3aTpar.

Taxke IPOEKTOM IIPEAYCMOTPEHa OpPraHU3alus padoThl «TOpsiYer JTHHHUN
I10 JIbTOTHOMY JIEKApPCTBEHHOMY 0O€CIIEHEHHUIO IpakIaH

[IpensiaraemMplc U3MEHCHHUS HAIIPABIICHBI Ha ONTUMHM3ALHIO JIOTHCTHIECKHX U
(UHAHCOBBIX IIPOIECCOB, MOBBILICHNE KAaueCTBa M JOCTYITHOCTH JEKapCTBEHHOIO
obecrieuenus JLIOTHRIX KAaTETOPUH I'pak[aH, a TakKe Ha yCHICHHWE KOHTPOJA 32
L(EJICBBLIM UCIIOJIL30BAHUEM OFOKETHBIX CPEACTB.

IIpyHATHE [JAHHOrO HOPMATHBHOTO aKTa HE MOTpeOdyeT BBIICICHUA
JOTIOTHHTEIBHBIX CPEICTB U3 00IaCTHOrO OIOKETA.

Cpencrea Ha BO3MEIIGHHE 3aTpaT, CBSA3AaHHBIX C OKa3aHWEM YCIYTH MO
TMONy4EeHHIO, XPAHEHHUIO, YIETY U OTMYCKY JIEKAPCTBEHHBIX NTPENApaToOB ¥ W3/CIHH
MEIMIIMHCKOTO HA3HAUEHHd, CIEIUAIU3HPOBAHHBIX  IPOJYKTOB  1e4eOHOro
OUTAHWUS, a Talkke MEIUIMHCKUX HMMYHOOMOJIOTHUECKUX  IIPETapaTos,
nmpuobpeTerne KOTOPBIX OCYINECTBIIAETCA 3a CYET OIOJUKETHBIX  CPEACTB,
npenycMoTpensl 3akoHoM Kypckoit obmactu ot 12.12.2025 Ne 84-3KO «O6
obactHOM Gromkere Ha 2026 rof ¥ Ha IaHoBLIH neproa 2027 u 2028 ronosy.

/ /
Munucrp ‘ C.1. Epmoiosa



