MMPABUTEJBCTBO KYPCKOM OBJIACTH

I[TIOCTAHOBJIEHHUE

ot 03.04.2026 Ne 238-nm1
r. Kypck

O BHeCeHHH H3MEHEeHHH B NOCTaHOBJIeHHe ATMHHHCTPALHH
Kypckoii o61actu ot 21.12.2022 Ne 1530-na

ITpaButensctBo Kypckoii obnactu [IOCTAHOBIJISET:

1. YTBepauTe  mpunaraeMele  H3MEHEHHS,  KOTOpble  BHOCSTCH
B niocTaHoBleHUe AnmunHuctpanuu Kypcekoit o6nactu ot 21.12.2022 Ne 1530-na
«O6 ytBepxaenuu Ilopsgka mnpenocTaBineHUs cyOCHAMHM U3 061acTHOrO
OlopkeTa OpraHM3allMsIM Ha BO3MEILEHME 3aTpar, CBS3aHHBIX C OKa3aHHWEM
YCIYTrM 1O TONy4YeHHIO, XpaHeHHIO, Y4YeTy M OTIYCKY JIeKapCTBEHHBIX
IpenapaToB M M3AeNHi MEIUIMHCKOTO Ha3HaYeHWs, CIelHaIH3NpOBaHHBIX
IPOIYKTOB JieueOHOTO MUTAHUA, a TalOKe MeAUIIMHCKHX UMMYHOOHOIOTHYECKUX
IpenapaToB, NPHOOpeTeHHe KOTOPHIX OCYIIECTBIAETCA 3a CuYeT OFOMKETHBIX
cpeactB» (B pemakuuu nocraHoBieHud IIpaBurensctBa Kypckoi obiacte ot
22.05.2023 Ne 567-mm, ot 10.07.2023 Ne 760-nm, ot 28.12.2024 Ne 1228-m1m, oT
28.02.2025 Ne 157-nm, ot 05.05.2025 Ne 331-nm).

2.TlocTtaHOBlIEHME BCTYHaeT B CHWJIy CO JHA €ro OQHUIHAILHOIO
OITyOJHKOBAaHHSA M pacIpOCTpaHseTcs Ha IpaBOOTHOLUCHHs, BO3HHKIIIHE

c 1 anpens 2026 roxa.

Kypcko#t obnactu — CONPOBOXAEHMs
IIpencenarens IIpaBuTennCcTBa npagoBbix

Kypckoii obnactu A.E. Uenuk




VYTBEPX/IEHDI
noctaHoBleHHeM [IpaBuTenbcTBa
Kypckoii obnactn
or _03.04.2026 Ne 238-mn

H3MEHEHMUSI,
KOTOpble BHOCATCS B NOCTAHOBJIEHHEe AIMHHHCTPALIHH
Kypckoii o6actn ot 21.12.2022 Ne 1530-na

1. B mpeamOysie cnoBa «mnocraHoBieHueM [lpaButenncrBa Poccuiickoi
denepaunn ot 25 okrtabps 2023 r. Ne 1782 «OO6 yTBepkAeHHUH OOLIMX
TpeOOBaHMI K HOPMATHBHLIM MPAaBOBbIM aKTaM, MYHHLMIIAJIbHBIM INPaBOBbLIM
aKTaM, PeryJdpylolliuM MpeaocTaBieHue U3 010keToB cyorekToB Poccuiickon
denepauun, MECTHbIX OHOKETOB CYOCHIHi, B TOM yucie IpaHTOB B (dopme
cyOcHIMH, IOPUAUMYECKUM JIMLAM, HHAMBUAYAJIbHBIM NPEANPUHUMATEIAM, a
Takxke (GU3MYECKMM JIMLaM — TPOM3BOAMUTENSAM TOBapoB, paboOT, YCIyr H
npoBeaeHne 0TOOPOB Mojlydaresed yKkazaHHbIX CyOCHAMH, B TOM YHUCIIE€ TPAHTOB
B ¢dopme cyOCHAMHY» 3aMEHUTb CJIOBAMHM «IOCTAHOBJIEHUEM [IpaBUTenbCTBA
[IpaButenncrBa Poccuiickoit @eaepauun ot 25 oktsadps 2023 r. Ne 1782 «O06
YTBEP)KJIEHUH o0O0umX TpeOOBaHMH K HOPMATHBHBIM [IPAaBOBbIM  aKTaM,
MYHUIIMNAJbHBIM TPAaBOBbIM aKTaM, pETYIUPYIOLIUM [PEIOCTaBICHHE M3
Or01KeToB cyobekToB Poccuiickol deaepaninn, MeCTHbIX 0I0DKETOB CyOCH AN,
B TOM uucjie TpaHTOB B ¢opMme CyOCHMAUN, IOPHIAMYECKHUM JIMLAM,
WHAWUBUYaIbHBIM MpPEANpPUHUMATENAM, (U3UUECKUM JIMUAM MU TpOBEJACHHE
oTOOpOB MoJyvarejel yKasaHHbIX CyOCHAHH, B TOM 4Mcje PaHTOB B (opme
cyOcHaniny.

2. B Tlopsaake npeioctaBiaeHUs CcyOCHOMH W3 001acTHOro OrOIKETa
OpraHu3alUMsM Ha BO3MELLEHHE 3aTpaT, CBA3aHHBIX C OKAa3aHMEM YCIYTH 10
MOJyYEHHUIO, XPAHEHHUIO, YYETY M OTIYCKY JIeKapCTBEHHbIX IIPENapaTtoB H
U31E/IMA  MEIULUMHCKOTO HA3HA4YEeHHs, CHEUAATM3UPOBAHHBIX NPOLYKTOB
7e4eOHOro MNHUTAHHUA, a TakkKe MEJUUHUHCKMX HMMYHOOHOJIOrMYECKUX
npenaparoB, NPHOOPETEHHE KOTOPBIX OCYILECTBISETCS 3a CYET OHOIKETHBIX
CPE/ACTB, YTBEPXKIEHHOM YKa3aHHBIM [TIOCTAHOBJICHUEM:

1) nyHKT 1.4 U3J10KHUTH B CJAECAYIOLIEH PENAKIIHU:

«1.4. Cenenus o cyOCHAMH, B TOM YHCJIE NMPEIYCMOTPEHHON 3aKOHOM O
orompxere Kypckod 00yacTH (38KOHOM O BHECEHUM HM3MEHEHHH B 3aKOH O
oromxere Kypckoil obnacTv) pazMeLlaloTcsi Ha eIHHOM MopTajie OrIKETHOH
cucreMbl Poccuiickoit denepaunu B HHGOPMALIMOHHO-TEJIEKOMMYHHKaLUMOHHOH
ceth «MHTEpHET» B mNOpsAAKe, YCTAHOBICHHOM MHHUCTEPCTBOM (PHHAHCOB
Poccuiickoit ®denepauuu, B TeueHue 10 pabounx AHEH CO AHSA, CIEAYIOLIErO 3a
JHEM JI0B€eHHs OIOAKETHbIX aCCUTHOBAHWH Ha MpPeAOCTaBICHUE CYOCUANNA 10
MuHucrepcTsa.»;

2) nyHkT 2.1 nocne a63aua nepBoro AOMOJHUTL ad3auaMu CJIEAYIOLIErO

COEPKAHUS:
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«[Tog Bo3MelleHHWEM 3aTpaT TOHHMMAETCs BO3MELIEHHE (aKTHUECKH
npou3BeaeHHbIX pacxoaoB 6e3 yyera HJIC no naHHbIM OyXxraaTepckoro yyera u
OTUETHOCTH TI0 HOMEHKJATYpPHBIM TIpyMmnaM, MOATBEPKACHHBIM pErucTpamu
OyXraJITepcKOro yuera, NPUHHMAEMbIM UL pacyeTa 3aTpaT, CBA3aHHBbIX C
OKa3aHHWEeM YyCJAyrd [0 [OJYYEHHIO, XPaHEHHI, YYE€Ty H  OTIIYCKY
JEKApCTBEHHbIX MpENapaToB M  HM3OCIMH  MEIUUUHCKOrO  HasHa4YeHMH,
CIIELHUAJIM3UPOBAHHBIX MPOAYKTOB J1e4eOHOro MUTAHUA, a TAKXKE MEAULUHCKHX
UMMYHOOHOJIOTHYECKUX MPENapaToB B COOTBETCTBHUHU C YTBEPKIACHHOH YUETHOH

MONMTUKON Tmojydareias cybocuauu (Aanee — VYdeTHas [MOJMTHKA) [0
HamnpaBJICHUsIM 3aTpaT, yKa3aHHBIM B MNpujaoxkeHHuH Ne | k HacrodleMy
[Topsnky.

Pacxonpl mpu3HAIOTCS B TOM OTYETHOM MNEPHOAE, B KOTOPOM OHHU WUMEJIH
MECTO, HE3aBUCHMO OT BPEMEHH (PAKTHUYECKOH BbIMJIATHl AECHEXHbIX CPEACTB H
MHOH (OPMbI OCYUIECTBICHUS PACXOI0B.»;

3) B noAnMyHKTe 2 NyHKTa 2.2:

a) MOAIYHKT «J1» U3JIOKHUTD B CIEAYIOLIEH PEAAKLIUN:

«J1) y noayuarenst cyOCHIMM UMEETCs allTeYHblH CKIal, COOTBETCTBYIOLIHUH
[IpaBunam xpaHeHUs JeKapCTBEHHBIX CPEACTB A1 MEAULIMHCKOrO IIPUMEHEHHH,
YTBEPX/IEHHbIM NpHUKa3oM MHUHHCTEpCTBa 3ApaBoOXpaHeHus Poccuiickon
®denepaunu ot 29 anpens 2025 r. Ne 260H;»;

0) MOAMYHKT «M» JIOMOJHUThL a03aleM CIEAYIOLETO COAEPIKAHUA:

«KoHKpeTHOE KOJIMYECTBO MYHKTOB OTIYCKA JEKAPCTBEHHBIX [PENaparos,
U3J1eNMH  MEIMLHMHCKOTO HA3HA4YE€HHUs, CIIELHAIM3HPOBAHHBIX ITPOAYKTOB
neyeOHOro MUTAHHUS ONPEIE/IAETCs COrNTalliEHUEM O MPEeROCTaBAEHUH CyOCHINH,
MUCXOAS W3 TMPUHLUHMIOB MaKCUMaJbHOM NPUOIMKEHHOCTH K MEIULUHCKUM
opraHu3auusM M (HJIM) HaxOXKJIEHHUS HENOCPEACTBEHHO B MEIULMHCKOH
OpraHu3alMH, a TAKKE B JKUJIOM MHUKPOPAHOHE ¢ MaKCHMMalbHOM 3aCTPOHMKOH ¢
UENbI0 YA00CTBA U TPAHCIOPTHOM JOCTYITHOCTH /1J11 HACEJICHHS,»;

B) NOANMYHKT «H» AOTOJHUTB a03alaMHU CJICAYIOLLEr0 CONEPkKaHHUS:

«B paMkax BeaeHMs pa3[eibHOTO Y4e€Ta 3aTpaT noJjiyyarejieM CyOCHIHH
OCYLIECTBJISAETCSA:

AaHAJIMTUYECKUH YYET pacXOJOB MO CTaThsM 3aTpaT U HOMEHKJATYPHBIM
Ipyniam B perucTpax yyeTa B COOTBETCTBHH C YUYETHOH NOJIUTUKOM;

OTHeceHHWEe (AKTUUECKHX 3aTpaT Ha MCIMOJHEHHE COTJIALIEHHS O
peloCTaBIeHUN CyOCHIAMH, CTPYINUPOBAHHBIX B PErUCTpax aHaJIUTHUECKOI'O
y4€Ta B COOTBETCTBUH C Y UETHOW MOJIUTHKOM;

BKJIFOYEHUE HAKJIAJHbIX PAacXoJ0B B Ce€0ECTOMMOCTb MPONOPLUHUOHAIBHO
0ase pacnpenc/ieHUs MO0 BbIOPAHHOMY T10Ka3aTe/Il0 B COOTBETCTBHUU C YUETHOMH
MOJUTHKON,»;

4) nyHKT 2.5 10NOAHUTD a03aueM CIeLyHOILEro CoAep/KaHus:

«IIpu 3TOM K BO3MELLIEHHIO NPUHUMAIOTCA (PaKTHUYECKHE 3aTpaThl TOJIBKO
[0 T€M MYHKTaM OTIIYCKa, B KOTOPbIX B OTYETHOM MEPHUOJE OCYLIECTBISLICH
OTNYCK JIEKapCTBEHHBIX [PENapaToB, H3ACIUA MEIHUMHCKOTO Ha3HAYCHMS,
CIIELIMANIM3UPOBAHHBIX MPOAYKTOB JIEHEOHOIO MUTaHUs, a TaKkKe MEIULMHCKHX
UMMYHOOHOJIOTHYECKUX TTPENnapaToB.»,
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S)mynkr 2.12 nocne ab3auna ABEHaALATOro JOMOJHUTH ab3alem
CJIEYIOLLETrO COACPHKAHU:

«KOHKPETHbI TEepeyeHb IYHKTOB OTIIYCKa C YKa3aHMEM WX ajpeca
HaXO0XJEHHUs, OCYLIECTBISAIOIIUX OOECIEYEeHHE JIbIOTHBIX KaTEeropMi IpaKiaH
JIEKapCTBEHHBIMH TIpernaparaMd M H3ACJIUSIMH MEIULMHCKOIO Ha3HauYeHUs,
CMEUMaTU3UPOBAaHHBIMHU MPOAYKTaMHU JIEHEOHOTO MUTAHHUS;»;

6) ab3au TpeTHi NyHKTa 2.16 IONOJHUTD CJIOBAMH «, MOATBEPKAECHHBIE
peructpamMu OyXrajTepcKOro ydera 3a OTYETHBIH Mepro (000pOTHO-CalbA0BbIE
BEJIOMOCTH, KapTOUYKH C4eTa), 0QOPMIIEHHBIMH B COOTBETCTBUU C TPEOOBaHUIMHU
cratbm 10 denepansHoro 3akoHa ot 6 gaekabps 2011 roma Ne 402-03 «O
OyXTrajaTepCKOM y4eTe»;

7) npuinoxenus Ne 2, 3 k ykazaHHOMy [lopsiaky M3J0XKHTh B CleayIOLIEN
pelaKLuu:

«Ilpunoxenue Ne 2
k [Topsiaky npeagocrassieHus cyOcHanu
13 00J1aCTHOro OIOHKETA OpPraHU3aLUAM
Ha BO3MELLUECHHE 3aTPaT, CBI3aHHbIX
C OKa3aHUEM YCIIYTH [0 NOJTYUYEHHUIO,
XPaHEHHIO, YUETY U OTIYCKY
JIEKapCTBEHHBIX MPENAapaToB U
H3/1E€IUH MEIULIMHCKOrO Ha3HAYECHHU,
CIMEeLHaTIU3UPOBAHHbBIX MPOIYKTOB
Je4yeOHOro NMTaHMs, a Takxe
MEIULMHCKUX UMMYHOOWOIOTHYECKUX
npenaparoB, NPUOOPETEHHE KOTOPIX
OCYILECTBJIAETCA 3a CUET
OIOKETHBIX CPEACTB
(B penakuuu IloctaHoBsieHus
[IpaButenbctBa Kypckoii o6nactu

oT _03.04.2026 Ne 238-nm)

Koanuecrso
anTeYHbIX NYHKTOB, He00X0AUMBIX 1A 00ecnieyeHHsl JIbIMOTHbIX KaTeropui
rpaxxaaH Ha tepputopud Kypckoii o0j1actu

No HaumMeHoBanue MakcumanbHOe KOJIHUYECTBO
n/n IIYHKTOB OTIIyCKa
JIEKApCTBEHHBIX B TOM YHCJIE
[penaparos HaApKOTHYECKUX
CPEACTB H
[ICUXOTPONHBIX
BEILIECTB




1 2 3
1 |r. Kypck 17
Teppuropus pationoB Kypcko# o6s1actu
1 |benoBckuit* 1
2 |bonblecongaTckuii® |
3 I'mymkoBckuit™ 1
4 |TopweueHckuit ]
S5 |dmutpueBckuii 1
r. 2Kene3Horopck, 4
6 | KenesHoropckui pailoH
7 | 3010TYXHUHCKU ]
& |KacropeHckui 1
9 | KonblleBCKUH 1
10 | KopeneBcknit* 1
11 |r. KypuaTos uau KypuaTtoBckuii 2
paiion
12 |r. JIbroB unu JIbrosckuit paiion ]
13 |MaHTypoBCKUi 1
14 |MeaseHckui 1
15 |r. O0osaHb nnu OO0sSHCKUIA palioH ]
16 |OxTa0pbckuit 1
17 | I1oHBIpOBCKHIA 1
18 |Ilpucrenckuit 1
19 |r. Poinbck wiu Pouibckuit paiton™ 1
20 |Cosetckuit 1
21 | ConHueBckuid ]
22 |r. Cymxa win CyDKaHCKUH 1

paiion*




23 | Tumckui ] 1

24 |r. darex unu PaTexCKUi paioH 1 1

25 | XOMYyTOBCKUM™* 1 1

26 |YepeMHCHHOBCKUH 1 1

27 |r. WMurpet unu Lurposckuit 1 1
parioH

*OTHyCK JICKApCTBEHHLIX [IpelapaToB B aNTCHHLIX ITYHKTax 6yneT OCYLIECTBJIATHCA MOCJIC

BO300HOBACHUS UX ACATEIbHOCTH.

[MTpunoxenue Ne 3

Kk [lopsaky npenocraBiaeHus cyOcuanu
13 00651aCTHOTO O10/1)KEeTa OpraHu3alusaM
Ha BO3MEILEHHE 3aTPaT, CBSI3aHHbIX

C OKa3aHHEM YCJIYTH 10 MOJIYYEHHIO,
XPaHEHUIO, YYETYy U OTITYCKY
NIEKApCTBEHHBIX NPENapaToB H
U3JEJIMH MEAULIMHCKOTO HA3HAUEHHA,
CHeLMaTM3UPOBAHHBIX NPOAYKTOB
7e4yeOHOro MUTaHUs, a TAKXKe
MEIHLMHCKHX UMMYHOOHOJIOTHYECKUX
npenaparoB, NpUOOPETEHHE KOTOPBIX
OCYILIECTBJISETCS 3a CUET

OIODKETHBIX CPEIACTB

(B penakuuu [locTaHoB/IeHMA

[TpaBuTenbctBa Kypckoit obnactu
or 03.04.2026 Ne 238-mn)

TpeboBanus
K 10J1y4aTes10 cyocuanu u3 00J1acTHOro 0roKeTa
Ha BO3MelleHHe 3aTPaT, CBA3AHHbIX ¢ OKa3aHHEM

YCJIYTH M0 TOJYy4eHHI0, XPAHEHHI0, Y4eTy M OTIYCKY JIeKapPCTBEHHbIX
NpenaparoB v M3eJHi MeIHIIHHCKOr0 Ha3HAYeHH s, CTIeHAJIH3UPOBAHHBIX

NPOAYKTOB J1e4eOHOro NUTAHUS, a TAK/Ke MeAHLIHHCKHX
MMMYHOOHOJIOTHYECKHX NPeNnapaToB, NPHOOpeTeHHe KOTOPbIX
OCYIIEeCTBJIACTCA 34 CHET OI0AKETHBIX CPE/ICTB

1. TpeOoBaHHus K KauecTBY H 0€30IIACHOCTH OKa3bIBaeMOM yCayru

1.1. Ycnyra oka3piBaeTcst B COOTBETCTBHH C:
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deaepanbHbiM  3akoHOM OT 12 ampens 2010 roma Ne 61-d3 «O06
oOpalIeHUH JIEKAPCTBEHHBIX CPEACTBY;

npukazoM MuHHcTEepcTBa 3apaBooxpaHeHus Poccuiickon denepauuu
ot 29 ampens 2025r. Ne259n «O6 yrBepxxaeHun IlpaBun Hamiexawen
anTEYHOH TPAKTUKM JIEKAPCTBEHHBIX [IPENnapaTroB [Jfd  MEIMLHHCKOIo
[IPUMEHEHUS»,;

npuka3zoM MuHHCTepCcTBa 3apaBooxpaHeHus Poccuiickoi ®Penepaunu
or29 anpens 2025r1.Ne260n «OO0 yTBEepXOEHUM TNPAaBUJ  XPaHEHHs
JIEKapCTBEHHBIX CPEICTB JJI MEAULIMHCKOTO IPUMEHEHUS»;

npukazoM MuHuUCTEpCTBa 3ApaBooxpaHeHus Poccuiickon denepauunu
or 7mapra 2025 r. Ne 100 «O6 yrBepxkaenun IlpaBun ornycka
JIEKapCTBEHHBIX IIpErapaToB [UIsl MEIHWLMHCKOTO IPUMEHEHHUs alTeYHbIMH
OpraHu3alMsMH, HHAUWBHUAYAJNbHbBIMH  IPEANPUHUMATEIAMH, HMEIOLIMMHU
JMUEH3HKO  HA  OCyllecTBIeHHE  (apMaUEBTHUYECKOH  AEATENbHOCTH,
MEAMLMHCKMUMHA OpraHU3alUsIMHA, MMEIOLIMMH JIMUECH3UI HA OCYLIECTBJIEHHUE
(hapMaLIEBTHYECKON AEATENBHOCTH, U UX 000COOJEHHBIMH NMOAPA3AEIEHUAMM,
PacloJIOKEHHbIMH B CENbCKUX HACENEHHBIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT
anTe4yHele opraHvsauuy, IlpaBun oTHnycka HapKOTHYECKHX CpPEACTB H
MICUXOTPOMHBIX BEIIECTB, 3aPETMCTPUPOBAHHBIX B KAadeCTBE JIEKAPCTBEHHBIX
MpenaparoB A MEAULMHCKOrO MPUMEHEHHS, JIEKAPCTBEHHBIX IpENnapaToB 1A
MEJWLMHCKOTO [PUMEHEHHUsS, COAEPXKAIIUX HAPKOTUYECKHE CpEICTBA H
TICUXOTPOIHbIE  BewlecTBa, llopsaka oTmycka rpaxaaHaMm — anTeuyHbIMH
OpraHU3alHsAMH HMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX TMPENapaTtoB sl
UMMYHOINPOPHUIAKTHKU;

nprka3oM MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoit ®denepaunn
oT 24 noa6pa 2021 r. Ne 1094n «O6 yrBepxaenuu [lopsaka HazHaueHHs
JIEKapCTBEHHbIX IpenaparoB, GopM peLenTypHbIX 0JIAHKOB Ha JIEKAPCTBEHHBIE
npenapartsl, [Topsaka opopmiieHHs yKazaHHBIX OJaHKOB, MX Y4€Ta U XpaHEHHS,
(¢bopM OJaHKOB pPELENTOB, COAEPXKALIMX HazHayeHHEe HAPKOTHUECKHX CPEACTB
WIH INCUXOTPONHBIX BELIECTB, [lopsaka HX HM3roTOBJEHUs, paclpelecsieHus,
perucTpaumy, ydera M XpaHeHus, a Takke [lpaBun odopmieHus OJ1aHKOB
pEeLEenToB, B TOM YHCJIE B GOPME JIEKTPOHHBIX JOKYMEHTOBY;

npukasoM MuuucrepcrBa 3apaBooxpaHeHds Poccuiickoi ®enepaunu
or | centa0pa 2023 r. Ne 459H «OO0 yTBepkAE€HHM NEPEYHS JIEKAPCTBEHHBIX
CPEACTB i1 MEIMUMHCKOIO MPHUMEHEHHs, MOJJeXalUX [PEeAMETHO-
KOJIMYECTBEHHOMY YUETY»;

IIpMKa3oM MHUHHCTEpPCTBAa TpyJda M coUMalibHOM 3amuThi Poccuiickoil
Ddenepaunn, MuHucrepcrBa 3apaBooxpaHeHuss Poccuiickoit  denepauuu
oT 21 gexabps 2020 r. Ne 929u/1345n «O6 yrBepxkaeuuun Ilopsnka
NpeaoCTaBIeHUs Habopa COLMAIbHBIX YCIYr OTACAbHBIM  KaTEropHsaM
rpaxzaan»;

pewieHuem Coseta EBpa3uiicKON IKOHOMHYECKOH KOMHCCHH OT 3 HOAODs
2016 r. Ne 80 «O6 yrBepxkaeHuu [lpaBun Hapnexauied AUCTpUOBIOTOPCKOI
MPaKTUKH B paMKax EBpa3suiiCKOro JKOHOMHYECKOIO COH3ay;

npuka3oM MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit denepauuu
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oT 13 Hos0ps 1996 r. Ne 377 «O0 yrBepxkaeHUH MHCTpYKLMHK O OpraHU3aLuH
XpaHEHHS B AaNTEUHBIX YUPEXKICHHUAX PpA3JIMYHbIX TPYNI JEKapCTBEHHbIX
CPEACTB U U3AEIUH MEAULIMHCKOTO HA3HAYEHHUAN;

nocraHosiaeHueM [IpaButensctBa Poccuiickoit deaepauun ot 14 nexabps
2018 r. Ne 1556 «O06 ytBepxneHun IlonmoxkeHus O cCUCTEME MOHHMTOpPHHIA
JBHKEHHA JIEKapCTBEHHBIX [IPENapaToB 4151 MEAULIMHCKOTO IPHUMEHEHUNY;

MOCTaHOBJIEHHEM [J1laBHOrO TroCyJapCTBEHHONO CaHUTApHOIO Bpaua
Poccuiickoit ®enepauun ot 28.01.2021 Ne 4 «OO yTBepkIAE€HHH CaHUTAPHBIX
npaBun ¥ HopM CanlluH 3.3686-21 «CaHHUTapHO-3MUAEMHOIOTHYECKHE
TpeOOBaHus MO NpOPHUIAKTHKE HH(EKLIMOHHBIX 00JIE3HEN;

HOPMATUBHBIMU [PaBOBbIMM aKTaMH MUHHUCTEPCTBA 34pPaBOOXPAHEHHS
Kypcko#i obnactu (manee — MHUHHCTEPCTBO) MO BOINPOCAM  JIbIOTHOIO
JIEKApCTBEHHOI0 00ECIIEYEHHUS.

1.2. Tlomyuaren» cyOcMAMM TPHHHMAET JIEKApCTBEHHbIE MpEnaparhl,
M3enus  MEIMLUMHCKOTO HAa3HAa4YeHHWs, CIELUHAIU3HPOBAHHBIE  MPOLYKTHI
Je4eOHOro MUTaHus, a TaKXkKe MEAULIMHCKHE UMMYHOOHOJIOTHYECKHE Mpenaparhl
JU1s1 00€CIeYEeHUsI UX COXPAHHOCTH CO AHS NPUEMKH, B TOM YHUCIIE OT:

1) MunucrepcrBa snubo snMua (OopraHu3alMH), YNOJHOMOYEHHOIO
(YNOJIHOMOYEHHOH ) MUHHCTEPCTBOM;

2) T[NOCTaBILUMKOB, ONpPEEJEHHbIX [0 pe3yJbTaTaM MpPOBEACHHBIX
MHUHHCTEPCTBOM 3aKYIOK JIEKAPCTBEHHBIX MTPENAPATOB, U3ACIUH MEAULIMHCKOTO
HA3HAYEHUS, CMEUMATU3UPOBAHHBIX MPOAYKTOB JEYEOHOrO MUTAHUS, & TAKKE
MEIMLMHCKUX UMMYHOOHOJIOTHYECKHUX NPENaparos.

1.3. IlpueMKka nekapCTBEHHBIX [pENapaToB, H3ACIUA MEIAULHHCKOIO
HA3HAYEHUS, CMEUMAIN3MPOBAHHBIX TMPOAYKTOB JIeYEOHOrO0 TMUTaHUs, a TaKXke
MEIMLUMHCKUX HUMMYHOOMOJIOTMYECKMX INpenapaTtoB OCYUIECTBJAETCS IO
KOJIMYECTBY M KAyeCTBY B COOTBETCTBHH C TpPEOOBaHUSIMHU MOCTAHOBJICHUA
[IpaButenbctBa Poccuiickoit deaepaunn ot 14 aexabps 2018 r. No 1556 «O6
yTBep)KAeHHH [10N0KEHNs O CHCTEME MOHUTOPHHIA ABHXKEHHUS JIEKApPCTBEHHbIX
NpenaparoB A MEAULIMHCKOTO IPUMEHEHHU Y.

[onyuyatens cyOcuanu nopkeH ObIThb 3aperucTpUPOBAaH B CHUCTEME
MOHUTOPHHIAa [BH)KEHMs JIEKAPCTBEHHBbIX MPENAapaToB I MEIULMHCKOTO
npumeHenus (panee — O®I'UC MJII), umeTs AeHCTBYOWMH HACHTHPHUKATOP
MECTa JEATENbHOCTH B COOTBETCTBUM C JIMLIEH3MEH Ha OCYLIECTBJICHHE
(apMaLeBTUUECKON EATENBHOCTH.

[lppeMka  JeKapCTBEHHBIX  MpenapaTroB, H3ACJMH  MEAULUHHCKOTO
Ha3Ha4YeHUs, CHEUMAJIM3UPOBAHHBIX MPOAYKTOB JE€YEOHOr0 MUTAHUSA, a TaKXKe
MEIAMLMHCKHX HMMMYHOOMOJIOTUYECKUX  MpEenapaToB  OCYILECTBISETCH C
00s3aTe/IbHbIM BHECEHHWEM YCTAaHOBOYHBIX JaHHBIX [0 TOCYAapCTBEHHBIM
KOHTpPAKTaM B IporpaMMHbiil poaykT «Edapma 2-JIbrora WEB».

ConpoBOAHTENBHbIE JOKYMEHTBI Ha JIEKAPCTBEHHBIE MTPEnaparsl, H3Ae/usl
MEAMLHMHCKOrO Ha3HA4YeHHs, CHNEUHAIM3UPOBAHHbIE MPOAYKTblI J1IeueOHOro
MUTaHHA, a TaKkKe MEIUUUMHCKHE HMMMYHOOHOJIOTHYECKHE IIpernapaThl
MPUHUMAKOTCS OJTHOBPEMEHHO C TOBapOM.

B cocTtaBe cOnpoBOAUTENBHBIX JOKYMEHTOB Ha TOBAp JOJOKHbI OBIThb, B
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TOM 4YMcle: TOBapHas HakiagHas M cueT-QakTypa (WJIH YHHBEPCAIbHBIN
MepeaTOuHbId  JOKYMEHT), C4YeT, aKT I[pHeMa-lnepelaud ToBapa, KOMHH
PETUCTPALIMOHHBIX YIOCTOBEPEHUH, KONMH CEPTH(PHUKATOB HIIM JCKJapaLus
COOTBETCTBHA (B OTHOLIEHHH TOBapa, BBEJAEHHOTO B I'PaKJIaHCKHH 00OPOT 10
29.11.2019); xomnus pa3pelieHus Ha BBOJL B IPaXAaHCKUH 000pOT (B OTHOLICHHH
TOBApa, BBEAECHHOrO B rpaxaanckuii obopot ¢ 29.11.2019), a Takke npoTokon
COIVIACOBAHUSA LIEH Ha KH3HEHHO HEOOXOAHMMbIE U BAKHEHMINE JIEKAPCTBEHHBIC
npenaparsl.

KOMIIJIEKT JOKYMEHTOB IPUHUMAETCS B TPEX DK3EMILIAPAX.

BuyTpuTapHas npueMKa ToBapa OCyLIeCTBIIAETCA MoTyyaTesieM CyOcHIuu
B COOTBETCTBMM ¢ HHCTPYKIMSMH O TIOpsAAKE IMPHEMKH MPOIYyKLHH
MPOU3BOACTBEHHO-TEXHUYECKOTO  HA3HAYEHUst W TOBAapOB  HApPOJHOTIO
notpeOJIeHHs 10 KOJIHUYECTBY M 110 KAYECTBY.

O cnyyasx BbISBICHHS HECOOTBETCTBUS TOBapa M0 KOJHYECTBY H
KauecTBY, [0 CKPBITBIM JedeKkTam I[ojydaTelb CyOCHUAMH  YBEAOMJIACT
MunucTepcTBo B TedeHue 10 pabouux aHel co qHA oOHapyKeHHs.

[IpeTeH3uH MO KOJMYECTBY M KadeCcTBY ToBapa (3a HCKIHOYCHHEM
CKPBITBIX HE(PEKTOB H3rOTOBUTENS) MOIYT OBITb 3asdBJICHBl [OJyYaTe/ieM
cyocuaun He no3gHee 10 paGoumx OHEH ¢ nmarThl Nepeadyd ToBapa I0 aKTy
[IPUEMKH-TIIEPEIAYH.

[TpeTeH3Hu Mo CKPBITHIM AeheKTaM MOTYT OBbITh 3asBJIEHbI MOJIy4aTe/IeM
CcyOCHIIMU B TEYEHHE BCETO CPOKA MOJHOCTH TOBApa.

Purck cnydyaliHOH rubesiy U Ciiy4alHOro MOBPEXK/AECHHUS TOBAapa NEPEXOAUT
K rosiyyaTesto CyOCHAMHM B MOMEHT MepeAadl ToBapa Mo TOBApPHOH HaKIagHOH
(aKTy NpUeMKH-NEpeayn).

YnakoBka U MapKHpOBKa TOBapa JOJDKHBI COOTBETCTBOBATL TPEOOBAHUAM
JIEHCTBYIOUIMX HOPMAaTUBHBIX akTOB Poccuiickon denepauyv B COOTBETCTBHH €
TpeGoBanusMu PegepanbHoro 3akoHa oT 12 ampens 2010 roga Ne 61-d3 «O6
00palleHUH JIEKAPCTBEHHBIX CPEACTB.

[NonywaTtens cyOcuauu olOecriedrBaeT TPAHCIOPTHYKO YIIAKOBKY TOBapa,
CrOCOOHYI 00ecneYuTh COXPAHHOCTb TOBapa NpPH TPAHCIIOPTHPOBKE H
NOrpY304HO-pa3rpy304HbIX paboTax M NPEAOTBPATHUTb UX MOBPEKAECHHE HIIH
[10p4y BO BpEMs JOCTABKH.

TpaHcriopTHas yrnakoBka ToBapa [JOJDKHA MOJHOCTbIO 0O€ECreunBaTh
YCJIOBUS TPAHCIIOPTHPOBKH, IPEABSBIIEMBIE K JAHHOMY BHAY TOBapa.

Besi ymakoBka J0KHA COOTBETCTBOBAaThH TPeOOBAHMAM JAEHCTBYHOLIMX
HOpMaTUBHBIX akTOB Poccuiickon denepanumu.

1.4. XpaHeHHe JIeKapCTBEHHBIX IIpPENaparoB, H3AEJHH MEIULMHCKOIO
Ha3HAYeHUs, CICUUATTM3UPOBAHHBIX MPOAYKTOB JI€4eOHOrO MUTAHMSA, & TaKKe
MEIMUMHCKHX HMMYHOOHOJIOTHMYECKUX [IpEnaparoB OCYLLECTBJISIETCS. B
COOTBETCTBUM € TPEOOBAHUAMH:

npukasa MuHucTepcTBa 3ApaBooxpaHeHus Poccuiickon denepaunu
oT 29 anpens 2025r. Ne 2590 «OO6 yrBepxkaeHuun [lpaBun Haanexawmen
anTEYHOM [MPAKTUKK JIEKAPCTBEHHBIX IIPENapaTroB Jjs  MEIHULIMHCKOIO
NPUMEHEHUA»,
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nprkasza MuHHCTepCcTBa 34paBooxpaHeHus Poccuiickoit denepaunu ot
29 anpenss 2025r. Ne 260 «OO yTBEpXKIACHHH TIPABHJI  XPaHCHHUS
JIEKapCTBEHHBIX CPEACTB JUJIsi MEAULIMHCKOTO IPUMEHEHHU AN,

npukasa MuHHCTEpcTBa 3ApaBooxpaHeHus Poccuiickort denepanuu
ot 21 anpens 2020 r. Ne 352 «O6 yTBep:kaeHHH 00LIEH hapMaKONeHHOR CTaTby
M BHECEHHWH H3MeHeHWs B npuioxeHHe Nel k npukasy MuHucrepcTBa
3apaBooxpaneHus Poccuiickoit @enepaunn ot 31 okta6ps 2018 r. Ne 749 «O6
YTBEPXKAEHHH 00X (apMakomeHHpIX cTaTell W (apMaKOIEHHBIX CTATEH H
[PU3HAHUM YTPATUBLIMMH CHIy HEKOTOpBIX INPHKa30B MHUH3ApaBMeanpoma
Poccuu, Munsapascornpassutus Poccnn 1 Munsapasa Poccnny,

npukasza MuHucTepcTBa 31apaBooxpaHeHus Poccuiickon Penepauuu
ot 13 HoaOps 1996 1. Ne 377 «O0 yTBEp:KAE€HUH HHCTPYKLMH IO OpraHH3alUH
XpaHEHUS B aNTEYHBIX YUPEKACHUAX Ppa3IHYHbIX TIPYNN JIEKAPCTBEHHBIX
CPEICTB M M31€JMH MEAULIMHCKOTO HA3HAYEHHU A,

MOCTAHOBJICHUsT [NaBHOro rocylapCTBEHHOIO CaHUTApHOro  Bpaya
Poccuiickoit ®enepaunun ot 28.01.2021 Ne 4 «OO0 yTBEepKAEHHUH CAHUTAPHbBIX
npaBun W HopM CanlluH 3.3686-21 «CaHuTapHO-3NIHAEMHOJOTHYECKHE
TpeOOBaHus MO MPodUIaKTHKE HHPEKLIMOHHBIX O0JIE3HENN.

B nepuoa XxpaHeHHs JIEKaPCTBEHHBIX MPENapaToB MoJydarenb CyOocHanu
oOecreynBaeT KOHTPOJb 328 CBOEBPEMEHHOM peajau3alMeH JIEKapCTBEHHBIX
CPEJICTB C OrPaHUYCHHBIM CPOKOM TOJIHOCTH, @ TAaKXKE€ YCTAHABJIUBACT MOPAIAOK
BEJICHHUS yUeTa JEKAPCTBEHHBIX CPEACTB C OTPAHUYECHHBIM CPOKOM T'OJHOCTH H
OTOBEIICHUs MEAMLMHCKUX OpraHuM3alMi O JIEKapCTBEHHBIX I[Ipernaparax ¢
OrpaHUYEHHBIM CPOKOM T'OJHOCTH HE IO31HEe 6 MECALEB A0 UCTEYEHHUs! CPOKa
FOJHOCTH.

2. TpeOGoBaHHe K OPraHM3aLMH OTHYCKA JeKapPCTBEHHbIX MPENaparos,
U3/1e 1M MeJUIIMHCKOI0 Ha3HAYEeHH, CIeIHAIH3HPOBAHHBIX MPOAYKTOB
JieueOHOro NUTAHUs, OTACIbHBIM KATEerOPHAM IpakiaH
M3 aNTeYHOH OPraHM3alHuu

2.1. Ortnyck JIeKapCTBEHHBIX IIPENapaToB, H3AENUH MEIULIMHCKOTO
Ha3HAUYEHHs,  CHELHAIM3UPOBAHHBIX  MPOAYKTOB  JI€4eOHOro  NHTaHud,
OTAENbHBIM KATEropusM T[paXAaH Mo peuentaMm Bpava (denpawepa),
BbIIIMCAHHBIM 110 YCTAQHOBJEHHOH (opMe, OCYLIECTBIIETCA B CPOKH,
YCTAHOBJICHHbIE  ACHCTBYIOLUIMM 3aKOHOJATEJILCTBOM M JIMIEH3MOHHBIMH
TpeOOBaHUAMM.

[Monyuatens cybcuanu opraHu3yeT OTIYCK JIEKAPCTBEHHBIX MPENApaTos,
U3eUH  MEOULMHCKOTO HAa3HAYeHWs, CIELUUAIM3UPOBAHHBIX IMPOAYKTOB
71e4e0HOr0 NHUTAHMS OTAC/IBHBIM KaTEropusAM TIpaXxJaH IO pelenTtaMm Bpaya
(penpauiepa) yepes COOCTBEHHYIO allTEYHYIO CETh U (MJIM) 4epe3 CTPYKTYpPHBIE
oApa3aeaeHus MEIHLIMHCKHX OpraHu3aluH, NOJBEJOMCTBEHHbIX
MMHHUCTEPCTBY (ANTEYHBIE MYHKTHI).

[Tonyyatenp cyOcuauu nepenacT JEKApCTBEHHBIE IpenapaThl, W3E/Ms
MEIMUMHCKOTO HAa3HAY€HWs, CHNELUUATU3HPOBAHHbIE MPOAYKThl J1Ie4eOHOTO
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[IMTAHUS. B CTPYKTYpHble TMOJpa3ieieHHs MEIHUMHCKUX OpraHu3alui,
MOJABEAOMCTBEHHBIX MHUHHUCTEPCTBY (ANTEUHble IYHKTBI) 110 [EPEYHIO,
YTBEPKJICHHOMY MHHHCTEPCTBOM, B 00bEMaxX, HE MPEBLIIAIOLINX 3asBJICHHbIX
MEIUIIMHCKUMH OpPraHM3allMsiMH, B paMKaX OCHOBHOW H JOINOJHHUTEIbHOH
3asBKH, ¢ yUeTOM (DaKTHUYECKOro OTIYCKa JIEKApCTBEHHBIX MPENapaToB, U3AEIHNH
MEIMIIMHCKOrO Ha3HAYeHHs, CIELHATH3UPOBAHHBIX MPOAYKTOB J1€4€0HOr0o
NUTAHHS.

2.2. /Ins opraHu3alvy OTTPY3KH U OTIYCKA JIEKAPCTBEHHBIX MPENapaTos,
W31eMM  MEAMLMHCKONO Ha3Hauy€HHUs, CIEUHAIM3UMPOBAHHBIX MPOLYKTOB
neyeOHOro nuraHuss MHUHUCTEPCTBO ODOecrneunBaeT CBOEBPEMEHHOE H
KQUECTBEHHOE IPEJOCTABICHHE OCHOBHBIX M  JOIOJHHMTEIbHbIX 3a1BOK
MEIHLMHCKUX OpraHu3aluii, NepCOHUPUUMPOBAHHOIO PErUCTPa MALMEHTOB, Ha
KOTOPBIX 3aBJIEHbl  JOPOrOCTOSIIME  JIEKAPCTBEHHBIC npenaparsl,
JIEKApCTBEHHbIE MPENapaThl 0] KOHKPETHBIMU TOPrOBBIMU HAUMEHOBAHHAMH, a
TaKXKe CHEUUAIU3UPOBAaHHbIE MPOAYKThl JEYEOHOrOo IMHTAHHUA W PACXOIHBIE
MaTepualibl K MHCYJIHMHOBOH NOMIIE B 3JIEKTPOHHOM BHJAE M Ha (PU3HMYECKHUX
HOCHUTENAX, MH(popMalHI0 00 00beMe 3aKyNoOK JEKApCTBEHHBIX MPENapaTos,
M3AEMMH  MEAMLMHCKOIO Ha3HauYeHUs, CMNEeLMaTU3UPOBAHHBIX IPOAYKTOB
J1e4eOHOro NUTaHUA B Ipe/eiax BblAEAEHHbIX CPEACTB Ha JaHHBIE LICIIH.

2.3. Jlna obecnedeHHs OTIyCKa JIEKAPCTBEHHbIX IpENapaToB, M3ACIIMH
MEAMIIMHCKOTO Ha3HA4eHMsl, CIEUHaTIU3UPOBAHHbIX MPOAYKTOB JIEYEOHOTO
MUTAaHUS MHUHUCTEPCTBO MNPEAOCTABIAAET JAOCTYNn K MoAyar «JIbrotHoe
JIEKapCTBEHHOE  ofecneveHue»  peruoHanbHoro  (parmenta  EauHoi
roCyJ1apCTBEHHOH HH(QOPMAaUMOHHON CHUCTEMBI B c(epe 3ApaBOOXpaHEHHs
(nanee — moayJie JIJIO) kK HCTIONIB30BAHHIO NPH OCYLIECTBICHUH YCITYTH.

B  cnywae  HempenocTtaBieHHs — MMHHMCTEPCTBOM  BO3MOXHOCTH
ucnonb3oBauus moayns JIJIO uam MHON HEBO3MOXHOCTH HCMOJb30BaHHA
moayia JIJIO obecneunBaetcs nepenaya uHGopMauuu ob ycayre, B TOM 4UCIIE:

JAHHBIX O pELENTax. 10 KOTOPbIM OCYLIECTBJIEH OTIYCK JIEKAPCTBEHHbIX
NPEenaparoB ¥ M3JAEIHA MEIULMHCKOIO HA3HAYEHHs OTAC/IbHbIM KAaTEropHsim
rpaxKaaH;

JAHHBIX O pELENTax, OCTAaBICHHbIX Ha OTCPOYEHHOE 00C/y)KUBAaHHE B
MYHKTax OTIIyCKa JIEKAPCTBEHHBIX NPENapaToB U MEAULUMHCKUX U31EIUM;

JAHHBIX O peLeNTax, 0 KOTOPbIM OCYLIECTBJIEH OTIIYCK JIEKAPCTBEHHbIX
npenapaTtoB M3ACAMH MEIMLMHCKOrO Ha3HA4YeHUs, B ciydyae OOHapyKeHHUs
OLUMOKH OTIYCKA;

CBEJICHHH O pelenrax, M0 KOTOPbIM HE OCYILUECTBJIEH OTMYCK
JIEKapCTBEHHBIX MPENapaToB HM3ACIHH MEIMLMHCKOIO Ha3HAaY€HHWs, B CBSI3H C
oOHapyxeHHeM olHO0K 0pOpMIIEHHS PELIENTA;

JaHHbIX 00 OCTaTkax JIEKapCTBEHHBIX [IPEMAapaTOB M MEAMLMHCKUX
M31eIUsX B MYHKTax UX OTIYCKa,;

CBEIEHHUH U3 CYLIECTBYIOLMUX y NOJIydaTess cyocu1nu HHGOpMalMOHHBIX
cuctem B Moayib JIJIO B cormacoBaHHOM CTOPOHaMH JOTOJIHUTENBHO opMaTe
JNAHHBIX, HCMOJb3yd web-MeTonbl HHTerpauMM HWHPOPMALMOHHBIX CHCTEM
noay4atens cydocuaun ¢ moayieMm JIJIO, B cooTBETCTBHM C TpeOOBaHHSMH
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denepanbHoro 3akoHa ot 27 uions 2006 roga Ne 152-D3 «O nepcoHalbHBIX
JAHHBIX».

2.4. Jlns opraHu3aluy OTIYCKA JIEKAPCTBEHHbIX IMPENApaToB, H3JEJIHH
MEJULIMHCKOTO Ha3Ha4YeHMs, CIEIHATU3MPOBAaHHBIX MPOAYKTOB JIe4eOHOro
MUTaHUS B COOTBETCTBUHM ¢ TpeOoBaHMAMH nocTaHoBieHUs [IpaBuTenncTBa
Poccuiickoit @enepaunu ot 14 gexadbps 2018 r. Ne 1556 «O0 yTBEp)IAEHHH
[TonoxxeHust 0 cUCTEME MOHMTOPUHIA ABHKCHHUS JIEKAPCTBEHHBIX IpENaparoB
VIS MEIAMUHHCKOTO TMPUMEHEHHs» alTe4yHble MYHKTbl JOJDKHBI  OBITh
3apeructpupoBanbl B cucteme OI'UC ML, wumers AeHCTBYROILMH
UICHTH(HUKATOp MecTa AeITeNbHOCTH. /[ BBIBOAA U3 000pOTa JIEKAPCTBEHHBIX
NpernapaTtoB, OTHYCKAEMbIX MO peLenty OecCIUIaTHO, aIlTe4YHble IYHKTHI
000pyAYIOTCS PETHCTPATOPaMH BbIOBITHS.

[Tpu ornycke mo peuenTty ¢ 4aCTHYHOM OILJIATOM KOHTPOJIBHO-KAccoBas
TEeXHUKA B anTEYHbIX MYHKTaX OOKHA ObITh HACTPOEHA U roToBa kK OOMEHY
ceenenusmu ¢ I'MC MJIILL

[Tpy oTnycke J€eKapCTBEHHBIX MPENApaToB OOECMEYUBAETCA KOHTPOJIb
CPOKOB TOJHOCTH JIEKAPCTBEHHBIX IMPENapaToB, H3AEAUH MEAMLIMHCKOTO
Ha3HAYEHHs, CTIELUAIM3UPOBAHHBIX POAYKTOB JIEYEOHOIO MUTAHUS.

2.5. B cayyae OTCYTCTBHS JIEKAPCTBEHHOIO IMpernapara, yKa3aHHOIO B
pelente ¥ oTnyckaemMoro 0ecnjaaTHo, O(pOPMIIEHHOIO Ha peuenTypHoM OsaHke
Ha OyMa)XxHOM HOCHTEJIEe, peUenT BO3BpAllaeTCs JIMLY, YKa3aHHOMY B pELEITE,
WJIM €ro 3aKOHHOMY IPEJCTaBUTENIO C OTMETKOH Ha 00paTHOM cTopoHe «Peuent
MPUHAT Ha OOCIy)XHBaHHE» C YyKa3aHUEM [aTbhl [IOCTAHOBKM peLENnTa Ha
o0cy:)KMBaHHE U HOMEPA 3aMUCH B XKypHAJIE YYETa PELENTOB, HAXOAALLMXCS Ha
00CIJ1yKHBaHHUH.

C uenplo OTHYyCKa JEKapCTBEHHBIX MPENapaToB, U3AEIUH MEAULIMHCKOIO
Ha3HAYEHU MW CHELUUAIM3UPOBAHHBIX MPOAYKTOB JIEYEOHOrO0  MHUTAaHUA
NMbTOTHBIM ~ KaTETOPUSIM TpaXKJaH B CPOKHM, YCTAHOBJICHHblE€ IPHKA3OM
MunucrtepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepauuu ot 7 mapra 2025 T.
Ne 100H, B TOM uHMclae [0 peuenTtam, MOPHHATBIM Ha OOCIyKHMBaHHE,
obOecneyuBaeTcss  CBOEBPEMEHHOE  [Epepacnpe/ieieHHe  JIEKapCTBEHHBIX
penapaTtoB, M3A€IMH MEAHMLMHCKOIO Ha3HAa4YeHMs M CIIEUHATU3HPOBAHHBIX
NPOAYKTOB JIeUeOHOro MUTAHMUS MEXAY alTEeUHbIMH OPraHU3aLMsIMH U OTrpy3Ka
CO cKJaja.

HNupopmupoBaHue JbroTHBIX KaTEropui rpaxiad O HAJIMUMK B aNTEYHOH
CETH JIEKAPCTBEHHBIX IIPENapaTOB OCYLIECTBISAETCS, B TOM 4HCIIE, MyTEM
OopraHu3alMd paboTbl «ropsAYed JHUHUK» [0 JILFTOTHOMY JIEKAPCTBEHHOMY
o0ecnevyeHuIo.

3. TpeGoBanus K Bbiaave MeJUUHHCKHX HMMYHOOUHOI0THYECKHX
npenaparos

Beinaua METHMLUHHCKUX UMMYHOOHOJIOTHYECKUX npernaparoB
MEJMLIMHCKMM  OpraHMu3alMsM  OCYHIECTBISAETCS  COMIACHO  pa3HapsIKe
MuHucTepCTBa U 1OBEPEHHOCTAM MEAULUMHCKHX OPraHU3aLU.




4. TpeGoBaHMs K Y4€Ty H OTHETHOCTH

MHUHHCTEPCTBO H I0Jy4YaTellb CyOCHANH OCYIIECTBIIAIOT B3aHMOAEHCTBHE
B HEMNPEPHIBHOM pPEXHME MEXIAY YYaCTHHKaMHM OOECNE4YeHHs TOBAapOM
(rmoJyvaTenb CyOCHIWH, MEAWIIMHCKHE OPraHM3allMM, anTeyHble OpraHHM3aluHu,
MUHUCTEPCTBO).

[TonyuaTens cybcnanu 00s3aH 00€CIICUUTD:

(hOpMHpPOBAHME CYETOB 3a OTMYLUEHHBIA TOBAap M BBIXOIHBLIE OTYETHbLIC
($hOpMBI B COOTBETCTBUH C AEHCTBYIOIIHUM 3aKOHOJATEIbCTBOM M BKJIIOYATh!

OpraHM3aLMI0 BEACHUS pa3leiIbHOIO TOBAPHOIO y4ye€Ta TOBapa B pa3pese
MUCTOYHHKOB (PMHAHCHUPOBAHUS;

OpraHM3alli0 W TPEACTABJICHHE OTYeTa M0 MOHHMTOPHUHIY IOCTaBOK
TOBapa, OTYETHOCTb B CPOKH,  YCTaHOBJEHHble  MHHHCTEPCTBOM
3apaBooxpaHeHus Kypcko# obiacty;

cobop u 00paboTky HHpOpMAUMH O [BHKEHHMH, OCTATKaX H CpOKax
FOJHOCTH TOBAapa,;

(OpMHUpPOBaHHE CBOJHBIX PEECTPOB OTHYLIEHHBIX PELENTOB OTAENIBbHbIM
KaTEropusM IrpaxkaaH;

OpraHM3aLMIO B allTeKaxX y4yeTa U XPAHEHHs OPHIMHAIOB PELENTOB, MO
KOTOPBIM OTHYLICHbl JIEKAPCTBEHHBIE NpENapaTel, H3JAEAHd MEAMLIMHCKOro
HAa3HA4Y€HHUs, CIIELHAIU3UPOBAHHbIC TIPOAYKThI JIEYEOHOIO MUTAHUA OTIENBHbBIM
KaTEropHsiM rpakaaH;

peAocTaBieHHe no TpeboBaHUO MuHuctepcTBa HHPOpMaUUH H
OTYETHOCTH MO TEKYILEMY HUCIOJHEHHIO YCIYT, HEOOXOAMMbIX ISl KOHTPOJIS, B
TOM YHUCJIE:

O HaJM4MH, ABHKEHHH H OCTATKaxX TOBApa Ha CKJaAe W/WIM B allTEYHBIX
OpraHu3alUMsX (IO KaKJI0M anTeKe B OTAENbHOCTH, CBO/ [0 BCEM alTEKaM);

O J[BHXXEHUM JIEKAPCTBEHHBIX MPENApPaTOB, H3ACIUH MEIAMLHMHCKOIrO
HA3HA4YCHUs, CMNELUUATU3UPOBAHHBIX IPOAYKTOB JIEYEOHOr0o [MHUTaHUSA 110
CIEAYIOIUMM [aHHbIM: MOCTaBLIUK, MPOHU3BOAMTENb, HAaHMEHOBaHHE TOBapa,
cepHs, CPOK MOJHOCTH, JaTa NOCTaBKH, HAMMEHOBaHHE aNTeYyHOH opraHu3auuH,
JaTa OTIPY3KH B aNTE€YHYKH OpraHu3alyio, JaTa OTIyCKa U3 alTe4yHOH
OpraHU3allMM, TNEPHOA  XPAHEHHUSA, MEXKAYHApOJIHblE  HEMAaTEHTOBAHHbIE
HAMMEHOBAHHUS JICKADCTBEHHBIX IPENapaToB, [A03MPOBKA JIEKAPCTBEHHBIX
npenapatos, (opMa BbIIyCKa JIEKAPCTBEHHbIX MpenapartoB, (¢acoBKa
JEKapCTBEHHbIX  [IPENapaToB, HAUMEHOBAaHHE  H3IEIMH  MEIULUHCKOTO
HA3HAYEHHUs, XapaKTepHUCTHKH U3AeTHUi MEAUIIMHCKOTO Ha3HaYeHHS,

0 MOHHUTOPHHIE TIOCTaBOK n OTIyCKa MEIHULIHHCKHX
MMMYHOOHONOIHYECKUX TPENapaTos;

O CpPOKax rOAHOCTH TOBapa [0 HOMEHKJATYpe, KOJHUYECTBY U CyMME Ha
CKJIale WHIM B anTEeYHbIX MYHKTax B JIOOOH MOMEHT BPEMEHH Ha TEKYILYIO
JaTy, a TaKxKe 3a TI000H Nepruo] BPEMEHU.»;

8) B npunoxeHnn Ne 4 k ykazanHomy [lopsaky cHOCKy «**» U3JI0XKHUTb B
CHeAYIOLIEH pelaKUHu:
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«** B cOOTBETCTBUM C (PAKTHUYECKUMH NPOU3BEACHHBIMH pacxolaMH IO
JJaHHBIM OYXTaJTepCKOro ydyeTa U OTYETHOCTH MO HOMEHK/IATYpPHBIM IpyIIam,
MOATBEPKAECHHBIM PErUCTpaMH OYyXrajJTepckoro yuera, NPHHMMAeMbIM [UIA
pacdeTa 3aTpaT, CBA3aHHBIX C OKa3aHUEM YCJYTH MO NOJYYEHHIO, XPAHEHUIO,
yYeTy W OTIYCKY JIEKapCTBEHHBbIX TNpPENaparoB MW H3AEJAHHN MEAULHUHCKOrO
Ha3HaY€HHsl, CMELHATU3UPOBAHHBIX MPOAYKTOB JIEUEOHOTO MUTAHHUA, a TaKke
MEAMLMHCKHX HMMYHOOHOJIOTMYECKHX [pPENnapaToB B COOTBETCTBHH C
YTBEPKACHHON YYETHOW TMOJMTUKOM OpraHu3aluu, MOATBEPKIACHHBIMU
perucrpaMu OyXrajJTepcKkoro y4yera 3a OTYETHBIN nepuosa (0600pOTHO-CalbJA0BbIE
BEJOMOCTH, BE€AOMOCTH, KapTOYKH CYeTa), OPOPMIIEHHBIMH B COOTBETCTBUH C
TpeOoBanusmMu ctatbu 10 PenepansHoro 3akona ot 6 aexkabps 2011 rona Ne
402-P3 «O OyXrajiTepcKOM y4eTe».




