I'VBEPHATOP YYKOTCKOI'O ABTOHOMHOI'O OKPYTA
HOCTAHOBJJEHMUE

oT 7 anpensa 2023 roga Ne 74 r. AHaabIpb

O BHecenun wusMeHeHud B IlocTraHOBIICHHE
I'y6epHaTropa UykoTCKOTO aBTOHOMHOTO OKpyTa
ot 25 suBapsa 2017 rona Ne 4

B IEIIX YTOUHCHUA OTACIIBHBIX TTOJIOKESHUMN HOPMATHUBHOTO IIPABOBOT'O aKTa
qYKOTCKOFO ABTOHOMHOTO OKpYyTa,

IHHOCTAHOBJIAIO:

1. Buectrn B Iloctanosinenme ['yOepHaropa UyKOTCKOTO aBTOHOMHOIO
okpyra ot 25 siuBapsi 2017 rona Ne 4 «O06 yrBepkacHuu llopsiaka opraHuzanuu
obOccricucHUs HACCJICHUSA JICKAPCTBCHHBIMM TIpemapaTaMyd [l MEIULIMHCKOTO
IIPUMCHEHHS, MEIULMHCKUMH H3ICIMAMM, a TaKXKEe CIEeHHATU3UPOBAHHBIMU
OpPOAYKTaMHU JIEYEOHOTO TIMTaHWS I JEeTEeW-WHBAJIWIOB, 3aKYIUIEHHBIMH TIO
TOCYIapCTBEHHBIM KOHTPAKTAMY CJIEAYIOINE N3MEHEHHS:

1) B mnynkre 2 cinoBa «lloanecusrii E.B.» 3ameHuth clioBaMu
«Jlpo3znoBa E.A.»;

2) TOPWIOKCHHUE W3I0XKHTh B PEAAKUHAH, COIJIACHO NPHIOKCHHUI K
HACTOSIIEMY ITOCTAHOBJICHUIO.

2. KoHTpoab 33 UCIOJIHEHUEM HACTOSIIETO MOCTAHOBJIEHUS BO3JIOKUTH HA
JlemaprameHt 3ApaBOOXPAHEHUS YykoTckoro ABTOHOMHOI'O OKpyra
(Ipoznosa E.A.).

BpeMeHHO ucnonHs oMK 0043aHHOCTH B.I'. Ky3Henosn




[Tpunoxenue
K [locranosnenuro ['ybepnaropa
UyKOTCKOro aBTOHOMHOI'O OKpyra
ot 7 anpenst 2023 roga Ne 74

«ITpunoxenue
k [TocTanosnenuro ['yGepHaTopa
UyKkOTCKOTO aBTOHOMHOTO OKpyTa
oT 25 suBapst 2017 roga Ne 4

MOPSANOK
opramm3anumn o0ecreYeHus HACEJICHUSA JEKAPCTBCHHLIMMU IIpeIapaTaMu /Ui
MCIAHUIOHUHCKOIO HpI/IMeHeHI/Iﬂ, MEANIHNHCKUMHA H3ACINAMH, 4 TAKIKE
CHeIII/IaJII/I3I/Ip0BaHHI)IMI/I HpOI[yKTaMI/I ﬂeqeﬁnoro INUTAHUA
OJIA IleTEﬁ-I/IHBaJIHHOB, 3aKYILUICHHBIMH 110 I'OCYAAPCTBCHHBIM KOHTPaAKTaM

1. O0mIme moJI0KeHu s

1.1. HeunctBue Hactosmero Ilopsiaka pacnpocTpaHsercs Ha TIpak[IaH,
MIPUPABHCHHBIX  3aKOHOAATEIbCTBOM  Poccuiickon  @enepanu B 4acTH
IIpeAOCTaBJICHUSI MEp COLMAIbHON TTOAAEPKKHU K TpakaaHaM, YKa3aHHBIM B CTaThe
6.1 ®enepanpHOTO 3aK0HA OT 17 Mronst 1999 roma Ne 178-03 «O rocynapcTBeHHOM
COIMANBHOM TIOMOIIMY», BKJIIOUCHHBIX B (DenepasibHbId PETUCTP JHI, UMCEIOIINX
MIpaBO Ha MOJYYCHUE TOCYJAPCTBEHHOW COLIMAIBHOM MOMOIIM M HE OTKAa3aBIIMXCS
OT IOJIYYEHHS COLMAIIBHOMN YCIIYTH, NPEIYyCMOTPEHHOM ITyHKTOM | "actu 1 crarbu
6.2 @enepanpHoro 3akoHa oT 17 uronst 1999 roga Ne 178-D3 «O rocyaapcTBEHHOM
COIMAIBFHOM TOMOILINY (J1aliee - TpaKIaHe).

Hacrosmumii  [lopsimok ompedensieT yClIOBHUS JIBITOTHOTO OOecTieueHHs
rpaxiaH Tmpu  aMmMOyJIaTOPHOM JICUCHHM HCOOXOAMMBIMU  JICKAPCTBCHHBIMU
npenapartaMy, W3ACIUSIMH MEIULMHCKOTO HA3HAYCHUA, CIECIUATU3HPOBAHHBIMU
NPOAYKTaMU JICUCOHOrO TMUTAHUSA ISl JCTCH-MHBANIMUIIOB, 3aKyIUICHHBIMU IO
roCy/1IapCTBCHHBIM KOHTPaKTaM 3a CUCT CPEICTB OKPYXKHOTO OIO/DKETa W CPEACTB
dbenepansHOTO OFOIKETa, TPEAOCTABICHHBIX B (opMe CyOBEHIHMM OI0IXKeTaM
cyOBekToB Poccuiickoit depepanivu Ha OKa3aHUE OTJCIBHBIM KaTCTOPUSAM TPaxkaaH
TrOCYJapCTBCHHOM COIUAIBHOM TOMOIIM N0 OOCCICUCHUIO JICKAPCTBCHHBIMU
npenaparamu, W3CIIASIMU MEIIULIMHCKOTO Ha3HA4YCHUS, a TaKXKe
CHCIUATU3UPOBAHHBIMU TIPOAYKTAMH JICUCOHOTO MUTAHUSL JUIsSl ACTCH-UHBAIUIOB, U
B (¢opMe UHBIX MEXOIMIKETHBIX TpPaHCPEPTOB, IMepeaaBaeMbIX OlOHKeTaM
cyobekToB Poccuiickoit deaepaliny Ha OCYHIECTBICHUE OTACIbHBIX MOTHOMOYNI B
00J1aCTH IEKaAPCTBEHHOTO 00ECIICUCHUS.

1.2. becnnarHoe oOecneueHue  HEOOXOJUMBIMU  JIEKAPCTBEHHBIMU
npenapartaMy, W3ACIASIMU MEIULMHCKOTO HA3HAYCHUWSA, CICHUATU3HPOBAHHBIMU
OPOAYKTaMU JICUCOHOrO TMUTAHUSA IS JCTCH-MHBAIMUIIOB, 3aKyIUICHHBIMU IO
rOCYJJapCTBEHHBIM KOHTPAKTaM, IMPEJOCTABIACTCS TIPAKIaHAM, COCTOSIIMM Ha
PETUCTPAlMOHHOM Y4Y€T€ MO MECTy >KUTEIbCTBA HA TEPPUTOPHUH YyKOTCKOro



aBTOHOMHOI'O OKpYra, a TaKkKe IpakJaHaMm MO MECTy BPEMEHHOIO IpeObIBaHUA B
UyKOTCKOM aBTOHOMHOM OKpYI€ M OTHOCAIUUMCA K OTJEIbHBIM KAaTErOpUsIM
TpakJlaH, HMEIOIIUX TIPaBO Ha TOCYAapCTBEHHYIO COLUAIBHYIO TOMOIIb B
coOTBETCTBMU ¢ DenmepanbHbIM 3aKOHOM OT 17 wmtonst 1999 roma Ne 178-@3 «O
TOCYJIJapCTBECHHOM COLIMAIBHOW MTOMOIITNY.

JIbroTHOE oObOCcmeUCHUE TpakaaH HCOOXOAMMBIMU  JICKAPCTBCHHBIMU
npenapartaMy, W3ACIUSIMU MEIWLMHCKOTO HA3HAUYCHWA, CICHUATU3UPOBAHHBIMU
OPOAYKTaMHU JI€YEOHOTO THUTAHUS I JIeTeH-WHBAJIUIOB IO MECTY BPEMEHHOIO
npeObsiBaHusd B UYYyKOTCKOM aBTOHOMHOM OKpYT€ OCYIIECTBISIETCS B TOpPSAJIKE,
ycTtaHOBIEHHOM IIpukasom MuHHcTepcTBA Tpyna UM COLMAIBHOM  3aIUTHI
Poccurickon ~ ®@epeparun, MwuHucTEpcTBa  3apaBooxXpaHeHMs — Poccuiickon
®dcpneparuu ot 21 aexabps 2020 roga Ne 9291/13451 «O6 yrBepxkacHun Ilopsaka
NpeIoCTaBICHUS HAOOpa COUUATBHBIX YCIYT OTACIbHBIM KaTCTOPHUSM TPaXKIaH».

1.3. JlekapcTBeHHBIE TMIperapaThbl, 3aKyIUIEHHBIE 10 TOCYJIapCTBEHHBIM
KOHTpaKTaM, OTITyCKAIOTCA OECIIaTHO TIPH JIEYEHWHU B aMOYJATOPHBIX YCIIOBUSIX
rpakJaH, B COOTBETCTBUM C llepeyHeM >KU3HCHHO HCOOXOIMMBIX M BaKHCHUILINX
JEKAPCTBEHHBIX TIPENapaToB IS MEAWIMHCKOTO TPUMCHEHUS, YTBEPKICHHBIM
Pacnopsixenuem Ilpasutenscta Poccuiickoit @enepammu ot 12 oxtabpst 2019 rona
Neo 2406-p (nanee - [lepedeHb IEKapCTBEHHBIX PENAPATOB).

1.4. N3pgenuss MEOIWUIMHCKOTO HAa3HAYEHUS NpH amMOyJIaTOPHOM JIEUCHHH
TpaKJaH OTITYCKalOTCs OCCIUIaTHO B COOTBETCTBUM C llepeuHeM MeAMIIMHCKUX
U3JICNINNA, OTIYCKAaEMBIX IO pEUENTaM Ha MEIMIMHCKUE U3JCTUsA TpH
NPCIOCTaBICHUM Habopa COLMAIBHBIX YCIYr, YTBEPXKIACHHBIM PacmopspkeHHeM
[TpaButennctBa Poccuiickoit @enepauuun ot 31 aeckabpst 2018 roma Ne 3053-p
(manee - IlepeueHb MEAUMUMHCKUX W3AETUN, OTIYCKAaE€MbIX IO peUenTaM Ha
MCIUIIMHCKHUC U3MICTHUS TPH MPEOCTABICHUN Ha00pa COLTMAIBHBIX YCITYT).

1.5. Cnenuanv3upoBaHHBIC NPOIYKTHI JICUCOHOTO MHUTAHUS OTITYCKAIOTCS
OecruiaTHO  Juisl  JACTCH-MHBAIWIOB, B COOTBETCTBUHM ¢ Ilepeunem
CHCIUATM3UPOBAHHBIX MPOAYKTOB JICUCOHOTO MUTaHWA AJ JACTCH-WHBAIIUJOB Ha
2023 rom, yTBepxkAcHHbIM PacnopsikeHuem  IIpaButenbctBa  Poccuiickoit
®enepaumn ot 5 gexadbps 2022 roma Ne 3731-p (manee - llepeuenb
CHCITHAIM3UPOBAHHBIX MIPOAYKTOB JICUYCOHOTO TUTAHUS JJI JCTCH-UHBATHIOB).

1.6. ACCOPTUMEHT JIEKapCTBCHHBIX MPEMAPATOB, H3ACTUNA MEIUIIUHCKOTO
HA3HAYCHUS U CICHHAIU3UPOBAHHBIX MPOIYKTOB JICHCOHOTO MUTAHMS MJisi JACTCH-
WHBAJINJIOB, BXOIAIIMX B IlepedeHb IIEKapCTBEHHBIX IMpemnaparoB, llepedcHb
MEIULUHUHCKUX U3JEIHM, OTIYCKAEMbIX 10 pELEeNTaM Ha MEIULUHHCKUE U3CIUS MPH
NpenoCcTaBiIeHUM Habopa colUualbHbIX ycuyr, llepeueHp cnelHanIn3HUpOBaHHBIX
MPOAYKTOB JI€4eOHOro MUTaHus Ui AeTeH-uHBAIUIOB (nanee - Ilepeuynu), Mmoxxet
U3MEHSTHCSl B COOTBETCTBUM C U3MEHEHUSIMU, BHOCUMbIMHU B yKa3aHHble [lepeunu.



2. [Topsigok M yCA0BHS MPEAOCTABJICHUS IPAKIAHAM HE00X0INMBbIX
JIEKAPCTBEHHBIX MpenaparoB AJs1 MeIUIUHCKOT0 IPUMeHEeHN s, MeAUIHMHCKHX
U3/1eJINi, a TAKXKe CMelHaATU3MPOBAHHBIX MPOAYKTOB JIeUeOHOTr0 MUTAHUSA JIJIsI

JAeTel-MHBAJU/I0B, 3aKYNJIEHHBIX M0 rocy1apcTBeHHbIM KOHTPAKTAM

2.1. 3a mnpenocTaBIICHUCM HEOOXOIMMBIX JICKAPCTBCHHBIX MPCIApaToB,
U3JICIUI MEIUIMHCKOTO Ha3HAUCHUS, CTICLHIUATU3UPOBAHHBIX MPOAYKTOB JICUCOHOTO
NMATaHUS Uil JETEeH-WHBAIMWIOB TpaxiaaHe oOpamlaroTcs B MEIUIMHCKHE
OpraHu3al, OKa3bIBAOMINE TEPBUYHYIO MEAUKO-CAHUTAPHYIO TTOMOIIT.

B perucrpatype MEAULMHCKON OpraHU3aluy, OKa3bIBAIOLICH MEPBUYHYIO
MEJIMKO-CAHUTAPHYIO TOMOINIb, HAa TPa)KJaHWHA 3aBOAMTCS MeEIHIMHCKAs KapTa
amOynatopHoro OosibHoro win Mcrtopus pa3BuTus peOCHKA € MapKUPOBKOH
auTepout «JI» 1 ykazaHuEeM CTPaxoBOro HOMEPA HHAUBUAYAIBHOTO JIMLIEBOTO CUETA.

2.2. Ilpu oOpalieHUH B COOTBETCTBYIOIIYI0 MEIWLMHCKYIO OPraHH3alHio
IpaXJIaHWH TIPEIBSIBIISAET IO CBOEMY BBIOOPY TOJIMC 00S3aTEIBHOTO MEIUITUHCKOTO
CTpaxOBaHUsl HA MaTCPUATILHOM HOCUTEIC (32 UCKIIOUCHUEM 3aCTPAXOBAHHBIX JIUII,
yKkazaHHbIX B yactu 1.1 ctateu 10 @enepanbHoro 3akona ot 29 Hosops 2010 roga
Ne 326-®3 «O6 o0s3aTeIbHOM MEAMIIMHCKOM CTpaxoBaHuu B Poccuiickoit
Ddenepauun») UM JOKYMEHT, YIOCTOBEPAIOMIMM JIMYHOCTH (7151 JCTCH B BO3pacte
10 14 net - cBUAETENBCTBO O POXKACHUHN), TOKYMEHT, MOATBEPKIAIOIINKN MpaBo Ha
MOJIy4CHUC HaOOpa COIUATBHBIX YCIYT, CHPaBKYy, BBIJAHHYIO TCPPUTOPUATHHBIM
ornenenuem llencnonnoro ponma Poccuiickoit deaepariuu.

B Menununackoit kapte amOysatopHoro 0onbpHOTr0 Ui Mctopun pa3ButHs
pcOcHKa OTMEUacTCs CpPOK, B TEUCHHUC KOTOPOIrO TpaKAaHUH HMMCECT IMPaBO Ha
IIPEIOCTABIIEHUE TOCYJAPCTBEHHON COLMAIIBHON OMOIIH.

2.3. Ilpu obOpatieHnH TpakJIaHWHA B MCIUIIMHCKYIO OPTaHU3aIlfIo JICHaIHi
Bpad (deapamep, akyuepka B ciiydac BO3JIOKCHUS HA HUX MOJTHOMOYHH JIeHAIIero
Bpaya, B COOTBeTCTBUM ¢ I[IpukazomM MuHHCTEpPCTBA 3ApaBOOXPAHCHHS H
coanbHOro passutusa Poccuiickoit @enepaunu ot 23 mapra 2012 roma Ne 252H
«O0  yrtBepxkacHuu llopsnka Bo3mokeHuss Ha — Qenpauiepa,  aKkyHiepKy
PYKOBOJUTENEM MEIHWLMHCKOW OpraHu3aldd [pPH OPraHu3alld  OKa3aHWs
MIEPBUYHON MEAMKO-CAHUTAPHOM TMOMOIIM W CKOpPOH MEAULUHCKOW NOMOIIH
OTJACIABHBIX (YHKIIMH JICHAIICTO Bpaya TIO HCMOCPCACTBCHHOMY OKAa3aHUIO
MCIUIIMTHCKON MOMOIIIM MAllUCHTY B MEPUO HAOIIOACHUS 324 HUM U €ro JICUCHUS, B
TOM YUCJE MO Ha3HAYEHUIO M MPHUMEHEHUIO JICKAPCTBECHHBIX MPENapaToB, BKIOYAs
HAapKOTUYECKUE JICKAPCTBEHHBIE Mpenaparbl M ICUXOTPOIHBIE JIEKAPCTBEHHBIC
Ipenaparb») 0o pe3ybTaTaM OCMOTpA MallMeHTa BbIIUCHIBAET, B COOTBETCTBUU CO
CTaHJApTaMM MEIUIMHCKONM IIOMOILIM, PELEnT Ha JIEKapCTBEHHbBIEC IIPEraparthl,
U3JIEIUS MEJUIIMHCKOTO Ha3HAUYCHMS U CIELUANU3UPOBAHHbIE TPOYKThI JIEHeOHOrO
MATaHHUS [JIs JIeTeU-WHBAJIUIOB, B COOTBETCTBHM C l[Ipukazom MwuHuCTEpCTBA
3npaBooxpaHenus: Poccuiickoit @enepanuu ot 24 HosOps 2021 roga Ne 1094u «O6
yrBepikaeHnn llopsnka Ha3HauyeHHWs JIEKAPCTBEHHBIX  MpenapartoB, (opm
peuenTypHbIXx OJAHKOB Ha JeKapcTBeHHble mnpemnapatbl, llopsnka odopmieHus
yKa3aHHBbIX OJIAHKOB, UX y4eTa U XpaHeHus, popM 0JaHKOB PELENTOB, COAECPKAIIUX
Ha3HaYeHUE HAPKOTHYECKUX CPEICTB WJIM TCUXOTPONMHBIX BemiecTs, llopsaka ux



V3rOTOBJICHUS, PACIPEICIICHUS, PETUCTPALIUM, YUETa U XpaHeHus, a Takxe [IpaBun
odopmiieHHS OJIAHKOB PELIETITOB, B TOM YHCII€ B (POPME 3IIEKTPOHHBIX JOKYMEHTOBY,
10 MEXIYHAapOJAHOMY HEMAaTeHTOBAHHOMY HAaWMEHOBAHUIO, a MPH €r0 OTCYTCTBUU -
IPYIIUPOBOYHOMY HIIH XUMUYECKOMY HAMEHOBaHHIO.

B cityyae oTCyTCTBUSI MEXKIYHAPOJIHOTO HEMATEHTOBAHHOTO HAMMCHOBAHMS
Y TPYNIMPOBOYHOrO WM XMMHUYECKOTO HAUMEHOBAHMSA JIEKAPCTBEHHOTO Mpenapara
JICKapCTBCHHBIN MpenapaT HA3HAYACTCA MCIULIUHCKUM pabOTHUKOM MO TOPTOBOMY
HauMeHOBaHWt0. [IpM HamWMuMd MEOWIIMHCKUX TOKa3aHWi (MHIOWBHIyalbHas
HEIIEpEHOCUMOCTh, TI0 W3HEHHBIM T[IOKa3aHWSAM) 110 PEHICHUI0 BpadeOHOU
KOMHCCUM  MECIHMIMHCKOW  OpPraHW3alliM  OCYIIECTBIISIETCS ~ HA3HAYCHHE W
odopMIICHHEC Ha3HAYCHUS JICKAPCTBCHHBIX MPEHapaToB, HE BXOASIIUX B CTAHIAPTHI
MEIIUIIMHCKON TTOMOIIH, pa3paboTaHHBIC B COOTBETCTBUU ¢ MyHKTOM 14 ctathu 37
denepanbHOoro 3akoHa oT 21 Hoa0ps 2011 roma Ne 323-d3 «O0 ocHOBax OXpaHbI
3I0pOBBs TpaxkaaH B Poccuiickoil denepanum», WIM HE NPELyCMOTPEHHBIX
COOTBETCTBYIOLIEH  KIMHMYECKONW  pekoMeHpamued, Jubo TO0  TOProBEIM
HAaUMCHOBaHUsAM. PermicHHe BpaucOHOM KOMHUCCHH MCIUIIMHCKOW OpraHu3aIiu
¢uKcUpyeTcs B MCIMIIMHCKOM JOKYMCHTAIIMH TAIUCHTA M B KypHAJIC BpaucOHOM
KOMHCCHH.

2.4. MeauuuHcKasi OpraHu3aius NpeoCTaBISACT rpakIaHlHy HH(POpMAIUIO
00 anTeyHBIX OpraHU3aIUAX, YYACTBYIOIIUX B pPEATH3alMH TOCYIAPCTBEHHOU
COIMABHOM TIOMOIIM ¢ OCYILICCTBISIIOIIMX JBIOTHBIM OTIYCK TpaxiaaHaM
JEKAPCTBEHHBIX  MNPENaparoB,  U3ACIUM  MEAMIMHCKOTO  HA3HAYCHUS U
CHCIUANM3UPOBAHHBIX MPOJAYKTOB JCUCOHOTO MUTAHWA HJs JCTCH-MHBAJINAOB,
BBIITMCAHHBIX B COOTBETCTBUM C llepeunsmu.

2.5. /Ing OpUKPEIUICHHs K aNTeYHOM OpraHu3alMd 10 MECTY YKHUTEIbCTBA
JUTsI TIOCTOSIHHOTO 00CCIICUCHUS HCOOXOIUMBIMU JICKAPCTBCHHBIMHU CPEJICTBAMH H
U3JICTUSMU  MCAMIIMHCKOTO HA3HAYCHUS TpaXIaHWH (B CIOydac COTJIacHsl)
COOCTBEHHOPYYHO 3aMOJHACT COTNIACHE O MPUKPCIUICHUH K allTCUHOM OpraHu3aluu
M0 MECTY JKUTCIbCTBA MO (POpME, YCTAHOBICHHON B MPUIIOKCHUM K HACTOSIICMY
[Mopsanky (nanee - Cornacuc).

Cornacue xpaHutcs B MenuIMHCKON KapTe amOyi1aTopHOro OONbHOrO WK
HcTtopuu pazBuths peOCHKA.

Komus Cornacus HampaBisieTcsi B anTCUYHYIO OPTraHHU3alluio, BBEIOPAHHYIO
IPAKIAHUHOM JUIsI TTIOCTOSHHOTO OOCCIICUCHUS HCOOXOIUMBIMU JICKAPCTBCHHBIMU
CPEACTBAMH U W3ACIHIMU MEIULIMHCKOIO Ha3HAYCHUS 110 MECTY KUTEIBCTBA.

2.6. MenuuuHckue paOOTHUKH, YIOJHOMOUYEHHble [lemapramenToMm
3npaBooxpaHeHus: UyKOoTCKOro aBTOHOMHOTO okpyra (manee - JlemapraMeHT)
BBIMIMCHIBAIOT PELENTHI JJIsl JIbTOTHOIO OOEeCMeYeHUs TPaxaaH, PYKOBOACTBYOTCS
COOTBETCTBYIOIUMU [lepeunsmu.

2.7. Ha3HaueHre M BBIMHCBHIBAaHUE JICKAPCTBEHHBIX MPENapaTroB, H3AEIHI
MEIUIUHCKOIO HA3HAYEHUS U CHEUUATU3UPOBAHHBIX MPOAYKTOB JIEHEOHOTrO
OUTaHWST  JJI  JIeTeW-UHBAIMAOB W OQOPMIICHHE  JIbIOTHBIX  PEIENTOB
OCYILIECTBIISIETCS MEAMIMHCKUM paOOTHUKOM B COOTBeTCTBUM C [Ipukazom
MunucrepcrBa 3apaBooxpanenus Poccuiickoit ®enepanuu ot 24 HosOps 2021 roga
Ne 10941 «O06 ytBepx)nenuu [lopsnka Ha3HaUeHUs JTEKapCTBEHHBIX IIpenaparos,



dbopM peuenTypHbIX OJAaHKOB Ha JIeKapCTBEHHble mpemaparbl, Ilopsaka
oopMIIeHHS yKa3aHHBIX OJIAHKOB, UX y4€Ta U XpaHeHus, GopM OJIaHKOB PELICTITOB,
coAepKalux Ha3HAUYCHHE HapKOTHYECKUX CPEIACTB WM MCUXOTPOIHBIX BEIIECTB,
[Topsimka WX W3TOTOBJICHUS, paclpeaesICHUs, PETUCTpAIliM, yueTa W XpaHCHUs, a
takke I[IpaBun odopmiicHHs ONaHKOB pELENTOB, B TOM HHCIC B (dopme
AICKTPOHHBIX JJOKYMCHTOB.

2.8. He nomyckaeTtcss BbINUCHIBAHUC JIBITOTHBIX PCIICOTOB BpayaMu
CTAallMOHAPOB, a TakKXke MEIUIIMHCKUMU paOOTHUKAMHU, YIOJTHOMOYEHHBIMU
BBINMMCHIBATH JIBTOTHBIE PEIENTHI, B MEPHOJ HAXOXJACHUS TpakJaH Ha
CTallMOHAPHOM JICUCHHH.

2.9. Ha omgHOM IBroTHOM pELENTE pa3pelIacTcs BBIIUCHIBATE OJHO
HaVMCHOBAHHUE JIEKAPCTBEHHOTO TIpenapara JJisl OTITyCKa Ha JIbIOTHBIX YCIOBUSIX.

2.10. Oroyck JEKapCTBEHHBIX MPENApPATOB W M3ACIUNA MEIULHUHCKOTO
Ha3HAUCHUS, 3aKYIJIEHHBIX 1O TOCYHapCTBEHHBIM KOHTPAKTaM, OCYIISCTBISETCS
TOJBLKO Uepe3 alTeuHble OpraHu3alluM, T[epeueHb KOTOPBIX  YTBEPKICH
JlemapTaMeHTOM, M TOJBKO MO peIeNTaM MEIUIIMHCKUX PaOOTHHUKOB, BHECECHHBIX
JenaptaMeHTOM B Peructp Bpadedl M MCEOUIIMHCKUX PaOOTHHUKOB CO CPCIHUM
oOpa3oBaHUEM W HMMCIOIIUX MPaBO BBITIUCKH JBIOTHBIX perenToB B UyKoTCKOM
aBTOHOMHOM  OKpyre, B  cOoOTBeTCcTBMM ¢  Ilpukazom  MuHHCTEpCTBa
3napaBooxpanenusi Poccuiickoii ®eneparnu ot 24 HosOps 2021 roma Ne 1093n
«O6 yrBepxkacHuu IlpaBuy  OTmycka JIGKQPCTBEHHBIX — TIpemapaToB  JUIA
MCJIMITMHCKOTO TPUMCHCHHS alTCUHBIMM OpraHU3alUsIMU, HWHIUBUIYaTbHBIMHU
MPCANIPUHUMATECIISIMU, HUMCIOIIUMU JULICH3UIO Ha OCYILICCTBICHUE
(hapMaleBTUYCCKONU NEATCIbHOCTA, MCIUIIMHCKMUMH OpTraHU3aIUsIMH, UMCIOITUMHU
JUIECH3UI0O Ha OCYyIIeCTBICHHE (HApMalleBTUUECKOM JEATENbHOCTH, W  HUX
000COONCHHBIMU ~ TOApPA3ACICHUAME  (aMOylnaTopusiMu,  QCIBAMICPCKUMUA U
(GhenBaIIEPCKO-aKyIIICPCKUMH  IYHKTaMU, TCHTpaMu  (OTHOCIACHUAMH)  OOIICH
BpaucOHOM (CEMECITHOM) MPaKTHUKH), PACTIONOXCHHBIMU B CEIBCKUX TOCCICHHUSX, B
KOTOpPBIX OTCYTCTBYIOT amNTCYHBIC OpraHu3alvu, a Takke IIpaBui oTmycka
HApKOTHYCCKUX CPCACTB U TMCUXOTPOIHBIX BCIICCTB, 3aPCTUCTPUPOBAHHBIX B
KaueCTBE JIEKAPCTBEHHBIX IMpenapaTroB I  MEJULUMHCKOrO  IPUMEHEHUS,
JICKAPCTBCHHBIX TMpPENaparoB JUIi MCAUIMHCKOTO TPHUMCHCHHMS, COJCPKaIIUX
HapKOTUYECKUE CPEJCTBA W TICUXOTPONHBIE BemiecTBa B ToM uucie Ilopsaka
OTIyCKa aNTCUYHBIMU OPTaHU3AIUIMH HMMYHOOHOJOTHYCCKUX JICKAPCTBCHHBIX
IpEnapaToBy.

B ciayyadx UIEHTpanyM30BaHHON 3aKYNKH JIEKAPCTBEHHBIX IMPEMapaToB H
U3ACIUH MEIUIMHCKOIO Ha3HauYeHUA /lemapTaMeHTOM 3a CUET CPEACTB OKPYKHOIO
Oo/uKeTa B paMKax peanu3aluu Meponpustuil ['ocynapcTBEeHHOM MpOrpaMMbl
«PazButne 3apaBoOXpaHeHrss UyKOTCKOro aBTOHOMHOTO OKPYIa», YTBEPKIAEHHOM
[ToctanoBnennem [IpaButenscTBa UyKOTCKOTO aBTOHOMHOTO OKpyra oT 30 mapra
2016 roma Ne 151, u neHTpanyM30BaHHOW MOCTABKW JIEKAPCTBEHHBIX MPENapaToB
MuHncTepctBOM 3apaBooxpaHeHus Poccuiickon @deaepanuu, 3aKyNUIEHHBIX IO
3asBKe UyKOTCKOrO aBTOHOMHOTO OKpyTa, HMX OTIIYCK OCYUIECTBIISIETCS Yepe3
MEJIULMHCKYE OpraHu3aluu.



2.11. B cnydae BpPEMEHHOIO OTCYTCTBHUA B aNTE€YHOW OpraHU3alUH
YKa3aHHOI'O B PELENTEe JIEKapCTBEHHOIO Mpenapara, MEAULIUHCKOTO W3ACIH WU
CHEHATM3UPOBAHHOTO NPOAYKTa JIEUeOHOrO0 TMHUTAHUS I JeTeH-WHBAINUIOB
pelenT TIPUHHMMAETCS Ha OTCPOUYEHHOE OOCIyXKWBaHHE C JaThl OOpamieHus
MalKMCHTA B alITCUHYIO OPTaHU3ALUI0 B CPOKH, YCTAHOBJICHHBIC MPABUIIAMHU OTITyCKa
JEKAPCTBEHHBIX MPENAPATOB JJIs1 MEIULIMHCKOTO TPUMEHCHHSL.

2.12. Otnyck JEKapCTBEHHBIX NPENApaToB OCYIIECTBIACTCS B TEUYCHHUE
YKa3aHHOTO B peELENTe CpoKa €ro ACHCTBUA MpHU OOpalleHWH JIhIa K CyOBeKTy
PO3HUYHON TOPTOBJIH.

2.13. JIonmoJIHUTEIBHOE JICKAPCTBCHHOE OOCCIICUCHHUE TPaXkIaH, KOTOPBIM IO
cineruduke 3a00JicBaHUM HEOOXOMUMO O00CCTICUUTh KOHTPOJIHUPYCMBIM MpHUEM
JICKapCTBCHHBIX TMpenapaToB ((GTU3MATpHSA, TICUXUATPUS W HHBIC CIydau),
OCYIICCTBJISICTCS. B JCUCOHO-MPOMUIAKTUYCCKUX  yupexkacHusIX. B pamkax
3aKJTIOUYEHHOTO C aIlTEeKOW TOMOJHHMTEIBHOTO COTJAIIeHUS YIOJTHOMOYEHHBIH
CHELHAITACT JeYeOHO-MPOPUITIAKTIIECKOTO YUPEXKICHHUS TOIydaeT HEOOXOIHUMbIe
JEKApCTBEHHBIE NpenapaTbl M3 alTeUYHOW OpraHu3allik TIO0 JOBEPEHHOCTH Ha
rpymy OOJBHBIX MO MPEABIBICHUIO PCIICTITOB.

2.14. Jna oOecricucHUs MHBAJIUAOB BOMHBI M JIPYTUX TPYII HACCJICHUS B
COOTBCTCTBUU ¢ DenepalbHbiM 3akOHOM OT 12 sHBaps 1995 roma Ne 5-@3
«O BeTepaHax» B aNTEYHOM OpraHU3AIMU CO3JAETCI PE3EPB JIEKAPCTBEHHBIX
CPCIICTB U U3JICTUI MCAUIIMHCKOTO HazHaucHus (nanee - Peseps).

PesepB co3gaeTcss B anTEUHBIX OPraHU3ALMAX, OCYIICCTBIISIOIINX
OccIUIaTHBIM  OTMYCK  TpakJaHaM  JICKAPCTBCHHBIX  MPCHapaTroB,  M3IACIHM
MEIMLMHCKOTO Ha3HAYEHUS, BEIMUCAHHBIX B COOTBETCTBUM C llepeunsamu.

HoMeHknaTypa ¥ KOJHMYECTBO JEKAPCTBEHHBIX CPEACTB H  HM3ACIHHI
MEIMUMHCKOTO Ha3HAYCHUs, BXOIAIIMX B Pe3eps, ompenensercs ¢ yd4éToM BHIA
3a00JICBaHUH, TIPUKPCIUICHHBIX K MCIUIIMHCKOM OpraHU3allMM U anTeKe YKa3aHHBIX
IPYII HAaCCJICHHUS, W PACX0Aa HCOOXOAMMBIX IJii UX JICUCHUS JICKAPCTBCHHBIX
CPEACTB U U3JICTUNA MEIUIIMHCKOTO HA3HAYEHHUS 3a IPEABLAYILHMI IO/,

Pe3epB  dopmupyercs anTedHOM OpraHu3aiueii caMOCTOSITCIBHO, 0
COIIACOBAHMIO C MEIUIIMHCKUMU PAOOTHUKAMU METULIMHCKOW OpTraHU3allHuH.

Hns  QopmupoBanuss PeszepBa MEIUIIMHCKAs OpraHU3aIusl CKETOIHO
NPEAOCTABIISIET alITCUHOW OpraHU3aIlui PEECTp JIEKApPCTBEHHBIX CPEACTB M U3JCIHUN
MCIUIMHCKOIO HAa3HAYCHUS, MO TpylnaM 3a00JICBaHUIl, B KOTOPOM YyKa3bIBacTCs
OPVICHTUPOBOYHAS MECAYHAsA MOTPEOHOCTH B JICKAPCTBCHHBIX CPEIICTBAX U U3JICITHIX
MEIUIMHCKOIO HA3HAYEHUS B 3aBUCUMOCTH OT KOJIMYECTBA OOJBHBIX (IO KaXKIOMY
BUTy 3a00JI€BaHUS).

B peectp BHOCATCS KOPPEKTHBHI IO Mepe oOHOBIeHM: Ilepedneii, a Taxxke
U3MEHEHHS] KOHKPETHBIX Ha3HaY€HUI OO0JIbHBIM YKAa3aHHBIX KATETOPU.

2.15. B ciay4yasix Ha3HauY€HMUS 110 PEMIEHUIO KIIMHUKO-3KCIIEPTHBIX KOMUCCHI
JEKAPCTBEHHBIX IPENaparoB, HE BXOAAWUX B llepedHH, OHU OTMYCKAKOTCA W3
COOCTBEHHBIX 3aI1aCOB aNTEUHON OpraHU3al1u.



3. OGecneyeHne rpaxkKaaH, BbIe3;KaoUux 3a npeaeabl YykoTckoro
ABTOHOMHOI'0 OKPYTa, JIeKAPCTBEHHbIMHU NMpenapaTaMu, H31eJusIMU
MeIUIMHCKOT0 HA3HAYEHU S, CTIENUATU3MPOBAHHBIMY MPOAYKTAMH JIe4eOHOT 0
NUTAHUSA JJIS 1eTel-UHBAJNI0B, 3AKYIVIEHHBIMH MO0 roCy/IapCTBEHHBIM
KOHTPAKTAM

3.1. B cnywasx, koraa Kypc JEKApCTBEHHOM TepanuM MpU JICUCHUU
HEKOTOPBIX XPOHWYECKHX 3a00JeBaHWM, WMEIOIUX 3aTSKHOW Xapakrep (Amader,
OpoHXMaJbHas acTMa M Ip.), COBHAAAET C MEPUOIOM IMpeObIBaHMS TpakIaHWHA (B
OUCPECIHOM OTITYCKE, HA CCCCUU U JIPYTUC YBAKUTCIBHBIC IPUUHMHBI) 3a MPEACIaMU
YyKOTCKOTO aBTOHOMHOT'O OKpYyTa, MCAMIIMHCKUM pPaOOTHHUKOM BBIMHCHIBAIOTCS
JBTOTHBIC PELENTHl Ha JEKAPCTBEHHBIC NpenapaThbl, H3ICHUS MEIUIIUHCKOTO
HA3HAYCHUS M CICLUUATU3UPOBAHHBIC MPOIYKTHI JCUCOHOrO MUTAHMS ISl JCTCH-
VHBAJINIOB, 3aKYIUICHHBIE MO TOCYIAapCTBEHHBIM KOHTpaKTaM, Ha BECh TEPHOJ
peOBIBaHUs OOJIBHOTO 3a MpefeaMu OKpyTa, HO He 0oJiee 4eM Ha TPHU MecsIla.

3.2. B caydasx Bble3a TpakJaHUHA HA MOCTOSHHOE MECTO XKHUTEIbCTBA B
npyroii cyOwbekT Poccuiickoit ®epepanuu, JcHalmluM BpavuoM BBIMHCHIBAIOTCS
JBIOTHBIC PELENThl HAa JEKAPCTBCHHBIC NpenapaTbl, H3ACHUS MEIUIUHCKOTO
HA3HAYCHUS M CICLUUATU3UPOBAHHBIC MPOIYKTHI JCUCOHOTO MUTAHMS ISl JCTCH-
WHBAJINIOB, 3aKYIUIEHHBIE TI0 TOCYHapCTBEHHBIM KOHTPAKTaM, Ha KypcC IJI€UEHHUS
CpPOKOM He 60Jiee OJJTHOTO MecsIIa.

3.3. B cuywasx, korma Kypc JIEKapCTBEHHOHW TEpalnuu TIPH JICHEHUH
3a0oneBanuil 1o mporpamme «14 BBICOKO3aTPaTHBIX HO30JOTHI» (reModumus,
MYKOBUCLIM/JI03, TuUnodusapHbli HaHWU3M, O00j1e3Hb [ole, 370KaYCCTBCHHBIC
HOBOOOpPa30BaHUsl JUM(POUAHON, KPOBETBOPHOM M POJCTBEHHBIX WM TKaHEM,
PACCEsIHHBIN CKIIEPO3, TEMOJIUTHKO-YPEMHUYECKHUM CUHIPOM, FOHOIIECKUN apTPUT C
CHCTEMHBIM HadaJioMm, Mmykonosmcaxapuno3 [, II m VI Tumnos, armactuueckas
aHeMUsl HCYTOUHCHHAsI, HacleACTBeHHbIN neduumt ¢pakropa II (pubpunorena), VII
(madbunbHoro), X (Crroapra - [Ipayspa), TpaHCIIaHTAIUsl OPraHOB U (KJIM) TKAHCH)
COBMAJAaCT C NCpUOAOM TipeObiBaHHUA OonbHOrO 3a mnpeaenamMu  YyKoTCKOro
ABTOHOMHOI'O OKpyra (odepedHOl OTHYyCK, CECCUsi M JPYrue YBa)KUTEIbHbIC
MPUYUHEI), MCIUIMHCKHN pabOTHUK MOJDKCH BBIMUCATH JBIOTHBIC PELCITHI HA
JICKapCTBCHHBIC MpenapaThl HA Bech NEpHOJ] TpeObIBaHUs OOJILHOTO 3a MpeacaaMu
OKpyTa.

IIpn sToM OombHOM AomkeH ObITh BKIOUCH B DemepanbHbiil Peructp
00JbHBIX YYyKOTCKOrO0 aBTOHOMHOI'O OKPYra Mo COOTBETCTBYIOLIEMY 3a00JI€BaHUIO,
U Ha 3TOro 00JbHOro UyKOTCKUM aBTOHOMHBIM OKPYI'OM JIOJIKHBI ObITh MOJIY4YEHBI
JEKAPCTBEHHbIE IPENaparbl, LEHTPAIU30BAHHO 3aKyllaeMmble MUHHUCTEPCTBOM
3gpaBooxpanenus Poccuiickont dengepanuuy, B COOTBETCTBHM € 3asiBKOU YyKOTCKOTO
aBTOHOMHOTO OKpYyTa.

3.4. I'paxxnanam, OOJIbHBIM F€MO(PUINEH, MYKOBUCIIMI030M, THIO(QU3APHBIM
HaHU3MOM,  Oone3Hbto  ['omie,  310Ka4YeCTBEHHbIMH  HOBOOOPA30BaHUAMHU
auM(pOUIHON, KPOBETBOPHON M POJCTBEHHBIX UM TKaHEH, PaCCeSIHHBIM CKIEPO30M,
TFEMOJINTUKO-YPEMHUYECKUM CUHAPOMOM, IOHOIIECKHM apTPHUTOM C CHCTEMHBIM
HavayioM, mykonosmcaxapugo3oMm [, Il m VI TumoB, arracTHUecKoul aHeMuen



HEYTOUYHEHHOM, HACIEeACTBEHHbIM neduuutoM ¢akropoB II (bubpunorena), VII
(maduneHoro), X (Crrwoapta - Ilpayspa), nuil mocie TpaHCIUIAHTallMM OPraHOB U
(wM) TKaHeW, B cilydasx WX BbIe3/la Ha MOCTOSHHOE MECTO XKUTEILCTBA B IPYTro
cyobekT Poccuiickoii depepaiuu, JieUalliM BpadoM BBINMHCHIBAIOTCS JBIOTHBIC
pELENTHl Ha JIEKAPCTBEHHBIE Ipenaparsl. [Ipr 3TOM KOJUYECTBO JEKapCTBEHHOTO
mpernaparta Ha Kypc JICUCHHS OMpECsAcTCs BpadoMm, HO HE Oosiee KOJIMYECTBA
JCKAPCTBEHHOTO TMpEnapara, LEHTPAJIU30BAHHO 3aKyIUICHHOrO MWHHCTEPCTBOM
3apaBooxpaneHus Poccuiickoit denepaiv B COOTBETCTBUH € 3asBKOM YyKOTCKOrO
aBTOHOMHOTO OKpYTa JIJIsl 3TOTO OOJIBHOTO M UMEIOLIET0Cs B HATUIHNH.

3.5. B ciy4asx, NepeUUCICHHBIX B MyHKTaxX 3.1-3.4 HacToOsIIEero pasziena,
Bpa4yoM B MCAMIIMHCKOM HOKYMCHTallMd OOJILHOTO B 00S3aTCILHOM MOPSIKC
JIeIacTCd 3aluch C YKAa3aHHWCM JUarHosa, 000CHOBAHHOCTH MPOJOTKUTCILHOCTH
Kypca JICUCHHSI, HAMMCHOBAHUS HA3HAYCHHBIX €My MCIUKAaMCHTOB, UX JO3UPOBOK H
KOJTMYECTBA (MOTYT OBITh IPHJIOKEHBI KOIMHM OWJIETOB, OCHOBAHUSA MJIs BhIE3[a Ha
ITOCTOSTHHOE MECTO >KUTENBCTBA U JPYTOE).

3.6. MeaunuHckuii paboTHUK 00S3aH MPEAOCTABUTH TPAXKITAHHUHY BBITIUCKY
u3 aMOyJaTOpHOM KapThl M HMHBIC MCOUIMHCKUEC JOKYMEHTBI O CPOKC
WCIIONB30BAHUS CBOETO IMpaBa B UyKOTCKOM aBTOHOMHOM OKpyIr€ B 4YacTH
oOccricucHUs HCOOXOAMMBIMHM  JICKAPCTBCHHBIMM — NpemapaTtaMi, H3ACIUAMU
MEIVLUUHCKOTO Ha3HAYeHUS M CHEUATU3UPOBAHHBIMHM MPOAYKTAMU JIe4eOHOIrO
MUTAHUS 71 ICTCH-UHBAIUAOB, JJI1 pCalu3allid CBOMX TIPaB B WHOM CyOBCKTC
Poccuiickont depepaunm, ecid Tako€ TMNPaBO YCTAHOBIEHO HOPMATUBHBIMHU
MPaBOBBIMM aKTaMH MHOTO cyObekTa Poccuiickoit deneparum.

3.7. OOecnecucHrue  TpaxaaH  HCOOXOJUMBIMH  JICKAPCTBCHHBIMU
nmpenaparaMy, W3JACIUsAMH MEAULMHCKOTO HAa3HAYCHHS M CIEIUATU3HPOBAHHBIMU
MPOAYKTAMHU JICUCOHOTO THWTaHUs i1 JACTCH-UHBAIHUIIOB B HMHBIX CYOBEKTaX
Poccuiickot @enepaliii  OCYILIECCTBISIETCS B TIOPAJAKE W HaA  YCIOBMSAX,
YCTaHOBJICHHBIX MHUHHUCTEPCTBOM 3ApaBooxpaHeHus Poccuiickor dexepaunu u
HOPMAaTHBHBIMHU MPABOBBIMH akTaMu cyObekTa Poccutickoit deaepanuu.

3.8. B aMOynaTopHO - MOJMKIMHUYCCKUX YUPCHKACHHUIX HA BUHOM MECTC
JOJIKHA UMEThCA MH(OpMAIUS O MOPSAKE JIHIOTHOTO JICKAPCTBEHHOTO O0ECIICUEHUS
IpaK/JIaH.

4. JIbrornoe JEKApPCTBEHHOC o0ecreueHue IrpakaaH B OTAAJICHHBIX
HAaCCJICHHBIX IIYHKTaX

4.1. JIproTHOE JEKAPCTBEHHOE OOECIEUCHHE TpakJaH, MPOKUBAIOIIUX B
OTJAJICHHBIX HACENeHHBIX NyHKTax YyKOTCKOro aBTOHOMHOTO OKpyra, He
MUMEIOIINX aNTEYHBIX OPTaHMU3AINN, OCYIIECTBISIETCS Yepes:

(enpamepcKo-aKymepckue MyHKTH;

MEIUIUHCKHUE TYHKTBI;

amOynaTopuu;

Y4aCTKOBBIE OOJILHUIIBL.

4.2. Ilpy MIaHOBBIX M BHEIUTAHOBBIX BBIE3/IAX B OT/AAJICHHBIC HACEJIECHHBIE
MyHKTH YyKOTCKOTO aBTOHOMHOTO OKpYTa Bpauu 00s13aHbI HMETh OJJAHKH JILIOTHBIX



PELENTOB W BBINKMCHIBATH JILFOTHBIC PELCHThl HAa HEOOXOAMMBIC JICKAPCTBCHHbBIC
penaparbl, U34S/ MEIUIMHCKOIO Ha3HAYCHHUS, CIICLIMATH3UPOBAHHBIC IIPOAYKThI
Je4eOHOTO THTaHUA I JeTeH-WHBAJINUAOB B COOTBETCTBHH C BBISABIICHHOMN
TIATOJIOTHEH B paMKaX CTaHAapTa JeUeHHus U B IIpeeiaX CBOeH KOMIICTEHITHIH.

43. Jlna  1mOoCTaBKM  JIBIOTHBIX  JICKAPCTBCHHBIX  IPCHApaToOB
HEIOCPEJCTBCHHO OOJTBHOMY MOTYT HCIIOJB30BAThCS MOYTOBAS CBSA3h, COIMAIBHBIC
pabOTHUKH U IPYTHUE CIIOCOOBI.

5. llopsanok v 00bEéMBbI PUHAHCOBOTO O0eCTIeYEHHU TPAKIAH HEOOXOAUMbIMU
JICKAPCTBECHHBIMH MPeNnaparaMu, U31eJJUsIMI MEIUIIUHCKOT0 HA3HAYCHUS,
CNEHUATU3HPOBAHHBIMY MPOAYKTAMMU JIe4€OHOT0 MUTAHUS
JJIS1 AeTe-UHBAJIU/I0B

5.1. Tlopsmoxk u o0OBEMBI (PUHAHCOBOTO oOOecHedeHUs TpaxaaH
HEOOXOIUMBIMI  JIEKAPCTBEHHBIMU — TIperapaTamMy, W3ISTUSIMH  MEIUIIMHCKOTO
HA3HAYCHUS, CIICIIUATM3UPOBAHHBIMU TIPOTYKTAMU JICUCOHOTO TTUTAHUS I JCTCH-
WHBAIUOB OMPEACIAIOTCS PeacpaTbHBIM 3aKOHOIATCIHCTBOM.

5.2. ®uHaHCOBOC OOCCICUCHUC OKAa3aHMS AaNTCUYHbIMU OpraHU3alUsIMU
yCIIYT N0 MPUEMKE, XPAHCHHIO, YUETY, OTUYCTHOCTH U OTITYCKY MO pelenTaM Bpayci
JEKapCTBEHHBIX  TpenaparoB,  W3AETHH  MEOUIIMHCKOTO  Ha3Ha4YeHUs |
CHCIIHAIM3UPOBAHHBIX MPOJIYKTOB JICUCOHOTO MUTAHWSA HJis JCTCH-UHBAIUAOB,
3aKyTUICHHBIX JlemapTaMEeHTOM, OCYHICCTBIISICTCS 32 CUET MCKOIOIKCTHBIX
TpaHc(epToB/CyOBeHIIMN U3 (enepaabHOTO OIOJKETa, MPECIYCMOTPCHHBIX IS
oOcCIicucHUsl TpakJaH, HUMCIOIIMX TMPaBO Ha TMOJYUYCHUC TOCYJApPCTBCHHOM
COLIMAJIBHOM MOMOILY, JEKAPCTBEHHBIMU MpenapaTaMu, U3AEIUsIMUA MEIUIUHCKOTO
HA3HAYCHUSA W CIHCHUATM3MPOBAHHBIMH TNPOJAYKTAMH JICUCOHOTO THUTAHUS IS
JICTCU-UHBAJINIOB.

Pa3mep BO3HarpaxacHusl anTCUHOM OpraHU3allud 3a OKa3aHUE YCIyr IO
NPUCMKE, XPaHCHUIO, YYETY, OTUCTHOCTM M OTIIYCKYy MO peucnTaM BpadcH
JCKApCTBCHHBIX  MpEnaparoB,  U3ACTUNA  MCOUIUHCKOTO  Ha3HAYCHUS U
CHELMANTU3UPOBAHHBIX MPOJYKTOB JE€UeOHOr0 MUTAaHWUA MM JeTeH-MHBAJIUAOB,
3aKyTUICHHBIX J[emapTaMeHTOM, COCTAaBISICT 16 MPOIICHTOB OT CYMMBI OTITYIICHHBIX
JCKapCTBCHHBIX  MpEHaparoB,  W3ACTUA  MCOUIMHCKOTO  Ha3HA4YCHUS |
CHCIUATM3UPOBAHHBIX MPOAYKTOB JICUCOHOrO MUTAHUS JJI JCTCH-MHBAIUIOB.

6. OnpeaesieHue NOTPeOHOCTH B JICKAPCTBEHHBIX IIpenaparax

6.1. IlorpeOHOCTH, TpakJaH B JEKAPCTBEHHBIX IIpemapaTrax, H3ACIHUIX
MEIUIUHCKOIO HA3HAYCHHUS, CIICIIMAIM3NPOBAHHBIX IIPOIYKTaX JIEUeOHOI0 MUTAHUS
I AETEU-WHBAJWUIIOB  OMNPENENSETCS MEIUIMHCKUMH  OpPTaHWU3alusMHU, C
MPUBJICUCHUEM ANTEYHBIX OPTraHU3ALNHI, OCYIIECTBIIOMINX UX OTITYCK.



7. llopsanok u ¢GopMbI KOHTPOJIA 32 o0ecliedYeHHeM JIEKAPCTBEHHBIMHU
npenaparamMmm, U31eJUAMU MeJUINHCKOI0 HA3HAYEHH I,
CNICNUATIM3HPOBAHHBIMHY NMPOAYKTAMMU JIe4€OHOT0 NUTAHUS
JJISL 1eTe-HHBAJIN/I0B, 3aKYIVIEHHBIMH 110 TOCYAAPCTBEHHBIM KOHTPAKTAM

7.1. Texyuuit KOHTPOJIb 32 0OCCIICUCHUEM JICKAPCTBCHHBIMHU TIpeHapaTaMH,
UBJICTUSIMU  MCAMLIMHCKOTO HAa3HAYCHUS, CICHHUATU3UPOBAHHBIMU TPOAYKTAMHU
JedeOHOTO MUTAHUS IS JTeTeH-MHBAIUAO0B, 3aKYIJIEHHBIMHU 10 TOCYIapCTBEHHBIM
KOHTpaKTaM, MPUHATHEM PEIICHUN MTOKHOCTHBIMHU JIUIAMH, YYACTBYIOIIMMH B
mporpaMme  JIBFOTHOTO  JIGKAPCTBCHHOTO  OOCCICUCHHS,  OCYIICCTBIISICTCS
JlemaptameHTOM.

Texymuif KOHTPOJIb OCYIICCTBIACTCS IMYTEM MPOBCACHUS TPOBEPOK
TCKyIICH JCATCIBHOCTH, COOIIOJACHUS WU WCHOJHCHUS JOJDKHOCTHBIMM JIMIIAMU
TIOJTOXKEHUN HacTosamiero [lopska.

7.2.  KOHTpOJAL TIOJIHOTBI ¥ KauecTBAa WCIONHEHHS oOecreueHus
JCKapCTBCHHBIMU  TIpemapaTaMH, M3JACIUSIMH  MCIUIIMHCKOTO  Ha3HAYCHUS,
CHCIIHAIM3UPOBAHHBIMU TIPOAYKTAMH JICUCOHOTO MWUTaHUs AJIs CTCH-UHBAIUIOB,
3aKyTUIICHHBIMU no rOCyAapCTBCHHBIM KOHTpaKTaM, OCYIICCTBIISCTCS
JOJDKHOCTHBIMU JInuaMu  JlemaptameHta B (opMe NPOBEPOK, BBISBICHUSA U
yCTpaHeHus HapylieHui Hacrtosmero llopsaka aumamu, B OTHOIIEHHUH KOTOPBIX
MIPOBOJUTCS TMPOBCPKA, U HOCUT TUIAHOBBIA (OCYILICCTBISCTCS HA OCHOBAHUU
KBapTAIbHBIX, I[OJYTOJIOBBIX, TOJOBBIX IJIAHOB PabOThl,  YTBCPIKAACMBIX
HavyaJbHUKOM JlemapTaMeHTa) M BHCIUIAHOBBIM (MO0 KOHKPETHBIM OOpAIllCHUSIM
rpakJaaH, ux oObCIUHCHUI M OpraHu3aIuil) XxapakTep.

Jis TmpoBeleHHA IUIAHOBBIX M BHEIUIAHOBBIX IPOBEPOK MPHUKA30M
Henapramenta (GOpMHUpPYETCST KOMHCCHS, B COCTaB KOTOPOM BKIIIOUAIOTCS
JOJKHOCTHBIC JIMIIA U CTICHIUATUCTHI JlenapTaMeHTa.

IIpu npoBepke paccMaTpUBAIOTCS BCE BOMPOCHI, CBA3aHHBIC C 0OCCIICUCHUEM
JCKApCTBCHHBIMU  MpemapaTtaMM, H3JACIUSIMH  MCIUIMHCKOTO  Ha3HAYCHMUS,
CHCIUATM3UPOBAHHBIMU TPOAYKTAMH JICUCOHOTO MUTAHUA AJI JICTCH-UHBAIUIOB,
3aKYIUIEHHBIMU IO TOCYIapCTBEHHBIM KOHTpaKTaM (KOMIUJIEKCHBIE IPOBEPKH), UITU
OTJICIBHBIC BOMIPOCHI (TCMATUUYCCKUE TPOBEPKH).

IIpoBepka Takke MPOBOAUTCS MO KOHKPCTHBIM OOpAlICHUSIM TpakIaH, UX
OOBCAMHCHUI U OpraHu3anuil.

Pe3ynbTaThl npoBepku oQOpMIISIOTCA B BUJC aKTa, B KOTOPOM OTMCUAOTCS
BbISIBJIEHHBIE HEJTOCTATKU U YKA3bIBAIOTCS MPEIOKEHUS M0 UX YCTPAHEHHUIO.

AKT cocTaBiisieTcs B JABYX JK3EMIULIpPaX U MOAMHUCHIBAETCS BCEMHU YICHAMHU
KOMUCCHH.

I1naHoBbIE MPOBEPKHU HNPOBOAATCS HE PEXKE OJJHOTO pas3a B TPU roja.

B ciydae mpoBedeHUS BHEIJIAHOBOW TMPOBEPKHM TI0 KOHKPETHOMY
oOpaiuenuto, B TeueHue 30 gHel co AHS peructpauuu odpaieHus B Jlenapramente
oOpaTUBIIEMYCS  HampaBiseTcss HHpopMalus O  pe3yibTaTax  IPOBEPKH,
IIPOBEICHHOM 10 OOpaIICHUIO.



B Cjiydac BbIIBJICHWA HAPYLICHHA IIpaB BaﬂBHTCHGﬁ, 10 pce3ylibTarTaM
IIPOBCACHHLIX IIPOBCPOK BHHOBHBIC JIMIA IIPHUBJICKAKOTCA K OTBCTCTBCHHOCTH B
COOTBCTCTBUHU C 3aKOHOJATCIIHCTBOM Poccuiickoi CDeI[epaI_II/II/I.



[Ipunoxenue
K llopsaxy opranuzanuu oO6ecreYeHnsT HaceICHMs
JIEKapCTBEHHBIMMU IIpElIapaTaMy ISl MEAULIMHCKOIO
HPUMEHEHUS, MEIULTHCKUMU U3CIHIMH,
a TAaK)K€ CEUANU3UPOBAHHBIMA ITPOAYKTAMHU
7e4deOHOTO TUTAHMSA AJTs A€TeH HHBAITMOB,
3aKyIIJIEHHBIMU IT0 TOCYAAPCTBEHHBIM KOHTPAaKTaM

COI'’TACHE
0 IPHKPCILICHHH K AITEYHOH OPraHN3aluH 110 MECTY 'KUTEIbCTBA

(pamvmmus, ums, 0THECTRO)
cepus No
(BUJ TOKYMEHTA, YJIOCTOREPSIONIETO TNYHOCTE)
BBIJIAH ,
(BBIJIAH, KOTJA ¥ KEM)

IPOKUBAIOIINNA(as) TIO afpecy:

HACTOSIIUM JIaI0 CBOC COTJIACUC Ha ITPUKPCIIIICHUC K arTcYHOM opranmsanvu

(HaI/IMeHOBaHI/Ie anTeuHOU Opl"aHI/I3aL[I/II/I)
pacHonoXeHHOU Mo agpecy: YyKOTCKUI aBTOHOMHBIN OKPYT

Cornmacue  gaercd MHOH  JIsL  MOOCTOSIHHOrO  oOecrieueHuss  HEOOXOIUMBIMU
JICKAPCTBEHHBIMU CPEJICTBAMU, U3JICITUSIMU MEJIUIIMHCKOTO HA3HAUCHUS, CICIUATU3UPOBAHHBIMU
[POYKTaMU JICUCOHOTO MMATAHUS JUIsL ISTCH-NHBAINI0B

(Hy>KHOE MTOJIYEPKHYTH)
JaHHOe coriracue AEHCTBYET ¢ MOMEHTA €ro IMOANKUCAHHUS MHOW JI0 OT3bIBA €r0 MOWUM
IUCHbMCHHBIM 3aSBICHUCM.

(pamunms, umsi, OTYECTBO, TOANHKCH JINLA, JABIICIO COIVIACHE, AaTa NOJaun 3asiBICHUS ).



