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HacTtosmuii ®enepaibHblli 3aKOH yCTaHABIMBAET IPaBOBbIe OCHOBbI TOCYNapCTBEHHO MOTUTUKU B
o6acTyt UMMYHOTTPOMMIAKTUKY MH(DEKIMOHHBIX 60JI€3HEN, OCYIECTBIISIEMO B IIeJISIX OXPaHbI 3[I0POBbS U
obecrieueHNsI CAHUTAPHO-3MUAEMIUOIOTMUECKOTO Garornosyunst HaceneHus: Poccuiickoit @emepaiinin.

Inasa I. OBLUME MONOXEHWUA

Cratbs 1. OcHOBHbIe NOHATUS

B mesnsix HacTOsIIIEro CDe/:Lepaanoro 3aKOHa UCIIOJb3YIOTCS C/IeayIolie OCHOBHbIE ITOHATHMSA:

MMMYHOTIPObMIaKTHKA MHGEKIMOHHbIX O0/Ie3Helt (nanee - UMMyHONIPOWIakTHUKA) - CUCTEMA
MepOIPUSITUI, OCYIIECTBISIEMbIX B I[eJISIX MTPeNYyIpPeskaAeHs, OTPAaHUUEHUS] PACIIPOCTPAHEHNS U
TUKBUIALMY VHQEKIMOHHBIX 60/ie3Hel TyTeM MpoBeAeHus TPOoOUIaKTUIeCKUX TPUBUBOK;

MpodWIaKTUYECKIe IIPUBUBKY - BBeIeHMEe B OPTaHM3M UeJI0OBeKa MMMYHOOMOIOTMYECKUX JIeKAPCTBEHHbBIX
MpernapaToB AJIsI UMMYHOIIPO(MMIAKTUKM B LIeJISIX CO3IaHMs CIIeln(uuecKoil HeBOCIIPUMMYMBOCTH K
MHOEKIMOHHBIM 00JIe3HSIM,;

I/IMMYHO6I/IOI[OI‘I/IH€CKI/I€ JIeKapCTBEHHbIEe ITperiapaTshl OJisd I/IMMYHOHpO(l)I/II[aKTI/IKI/I - BAKIIMHbI, aHATOKCUHDI,
I/IMMYHOI‘J'IO6YJII/IHI>I M 11poume JieKapCTBeHHbIe CpeacCTBa, IIpeJHa3HaueHHbIe OJId CO30aHMsI
CHQHI/I(I)I/I‘-IECKOV[ HEBOCIIPUMMUMBOCTHU K I/IH(I)GKIJ,I/IOHHBIM 60H€3HHM;

HalMOHAJ/IbHBIN KajleHaapb MPoGuIakTUUeCKMUX TPUBUBOK - HOPMaTUBHbIN MPaBOBOJi KT,
yCTaHaB/IMBAIOIIMI CPOKM U TIOPSIIOK ITPOBeAeHMS TpaskgaHaM Mpo@mIakKTUIecKuX MPUBUBOK;

IMOCTBaKIIMHAJIbHbI€ OC/IOKHEHM S, BbI3BAHHbIE l'IpO(bI/I.TIaKTI/I‘leCKI/IMI/I INpUBMBKaMM, BKIIIOUEHHbIMMU B
HaI_II/IOHaHbeIﬁ KaJIeHOapb HpO(l)I/IIIaKTI/I‘-IeCKI/IX IIPMBUBOK U KaJIeHOAaPb l'IpO(bI/IJIaKTI/ILIECKI/IX ITPUBUBOK I10
SIINAEMMNYECKNM IIOKa3aHNAM (L[anee - IOCTBaKIMHAJIbHbIE OC)'IO)KHGHI/IH), - TsSDKeJIbIe U (I/IJ'II/I) CTOVIKUE
HapylmeHus COCTOAHMA 300POBbA BCI€ACTBUE HpO(i)I/IJIaKTI/I‘-IECK]/IX IMPUBUBOK;

cepTuduUKaT NTpoOUIaKTUIECKUX TPUBUBOK - TOKYMEHT, B KOTOPOM PETUCTPUPYIOTCS TPOdUIaKTUUECKME
TIPUBUBKU IPaKIaHMHA;

KaJleHAapb MpohWIaKTUIeCKUX MIPMUBUBOK M0 SNMUAEMUYECKMM MOKa3aHUSIM - HOPMaTUBHbBII TPaBOBOM
aKT, yCTaHaBIUBAIOIINI CPOKM U MOPSIOK MPOBeNeHUsI TpaskIaHaM MpodUIaKTUUeCKUX MPUBUBOK IO
AMUAEMUYECKMM MOKA3aHUSIM.

Cratbs 2. 3akoHopatenbcTBo Poccuiickoit Depepauuu B 061aCTM UMMYHONPO(UNAKTUKH

1. 3akoHOmaTenbCTBO Poccuiickoit demepaniuy B 061aCT MUMMYHOITPOMWIAKTUKYA COCTOUT M3 HACTOSIIETO
denmepaabHOTO 3aKOHA, APYTUX deaepaabHbIX 3aKOHOB U IIPUHMMAEMbIX B COOTBETCTBUM C HUMU MHBIX
HOPMAaTUBHBIX MPABOBbIX aKTOB Poccuiickoit Pepepaiiym, a TakKKe 3aKOHOB ¥ MHBIX HOPMATUBHBIX



MIPaBOBBIX aKTOB CyObEKTOB Poccuiickoit demepanyn.

2. Eciiu MexxmyHapogHbIM JOoroBopoM Poccuiickoit demepaiy yCTaHOBIEHBI MHbIE ITPpaBujIa, YeM
MpeyCMOTpPeHHbIe HacTOS MM PegepaabHbIM 3aKOHOM, IPUMEHSIOTCS ITPaByjIa MeKIYHAPOIHOTO
IIOrOBOpA.

3. PelreHMs1 MEXXTOCYIapCTBEHHBIX OPTaHOB, IPUHSITbIE HA OCHOBAHMUM TOJIOKEHU I MeXXIYHapOIHbIX
IoroBopoB Poccniickoit @emepauiny B UX UCTOJIKOBaHUM, NTpOTUBOpevalieM KoHcturynmmu Poceniickoin
depnepanum, He TToAJIexkaT UCoAHeHUIO B Poccuiickoit @epeparyn. Takoe MpoTHMBOpeUe MOXKeT ObITh
YCTaHOBJIEHO B MOPsIKe, ONpefeneHHOM (dellepabHbIM KOHCTUTYL[MOHHBIM 3aKOHOM.

Crambs 3. Cdepa peiicteus Hactosiwero MepepanbHOro 3aKoHa

1. NeiicTBue HacTosero derepajbHOr0 3aKOHA PACIPOCTPAHSIETCS HA IPaKIAH U I0PUAMYECKUX JIULI.

2. IHocTpaHHbIe TpakaHe 1 iniia 6e3 rpakgaHCTBa, MOCTOSTHHO WJIM BpeMeHHO MTPOKMBAIOIMe Ha
Tepputopun Poccuiickoii @enepaiiyn, Moab3yOTCS TpaBaMy U HECYT 00S13aHHOCTH, KOTOPbIe YCTaHOB/I€HbI
HacTosAW UM DefepalbHbIM 3aKOHOM.

lnasa Il. FOCYAAPCTBEHHAS NONUTUKA B OBJIACTU UMMYHOIPO®UNAKTUKI. NPABA U OBA3AHHOCTU
FPAXIAH NPU OCYILECTBJIEHUA UMMYHOMPODUNAKTUKK

Cratbs 4. locypapcTBeHHas nonuTMKA B 061aCTH MMMYHONPOGUNAKTUKM

1. TocymapcTBeHHas MOMUTUKA B 0671aCTY UMMYHOITPOGUIAKTYKY HalpaBjieHa Ha IpeaypexaeHne,
OTrpaHMYeHMe pacrpoCTPaHeHUsI U JIMKBUAAIMIO MH(PEKIIMOHHBIX 60JIe3HeiA.

2. B obacTyt *MMYHOTIPOGMIAKTUKM FOCYIapCTBO rapaHTUPYeT:
OOCTYITHOCTb JJIs TpaskaH Mpo@uaakTUUeCKuX MPUBUBOK;

6ecriaTHOe ITpoBeieHMe MPOGUIAKTUIECKUX TPUBUBOK, BKIIFOU€HHBIX B HAIIMOHAIbHBIN KaJeHIaphb
npodMIaKTUUeCKUX TPUBUBOK U KajleHAaph MPOQUIaKTUUECKUX TPUBMUBOK I10 3TMUIeMUUYECKUM
MOKAa3aHMSIM, B OpraHM3aIMsIX TOCYyJapCTBEHHON ¥ MYHUIIMIIAIbHO CUCTEM 3paBOOXpaHEHMS;

COLIMAbHYIO OAAEPXKKY TpaskAaH Mpy BOSHMKHOBEHMM MOCTBAKI[MHATbHbBIX OCJIOKHEHMI;
pa3paboTKy U peanu3anyio dhemepaabHbIX LieJIeBbIX IIPOrPAMM ¥ PErMOHAIbHBIX IIPOrPaMM,;

MCIIOJIb30BaHME OJI OCYIIeCTBJIE€HNUA I/IMMYHOHpO(bI/IJ'IaKTMKI/I B(bd)eKTI/IBHbIX I/IMMYHO6I/IOJIOI‘I/IUIGCKI/IX
JIEKapCTBEHHBLIX IMPEIIapaToB;

rOCYyIapCTBEHHbI KOHTPOJIb KauecTBa, 3(PheKTUBHOCTU U 6€301aCHOCTY UMMYHOOMOIOTUYECKUX
JleKapCTBEHHBIX MpernapaToB Ijisi UMMYHOITPOOWIaKTUKMY;

MO/ IeP>KKY HAyUHbIX MCC/IeOBaHU B 006J1aCTH pa3paboTKM HOBBIX MMMYHOOMOIOTUYECKMUX
JeKapCTBEHHBIX MpernapaToB Ijisi UMMYHOITPOOWIAKTUKMY;

obecrieyeHye COBpeEMEHHOTO YPOBHS MMPOMU3BOACTBAa MMMYHOOMOOTMUECKMX JIEKAPCTBEHHBIX MTPerapaToB
IJ1S1 UMMYHOTIPOOWIaKTUKMY;

rOCyIapCTBEHHYIO MOALEPKKY OTeUeCTBeHHBIX MTPOM3BOAMTENell MMMYHOOMOIOTMYECKUX JIeKapCTBEHHbIX
rpernaparos 151 UMMYHOIIPOMUIAKTUKHA;

BKJ/IIOUeHMe B (heiepasibHble TOCYAAPCTBEHHbIE 0O6pa3oBaTeIbHbIe CTAHIAPThI IOATOTOBKY MeIUIIMHCKUX
paboOTHMKOB BOITPOCOB MMMYHOTIPODMITAKTUKHA;



COBEPIIEHCTBOBAHME CYCTEMbI CTATUCTUYECKOTO HAOJIOIeHNS ;
obecrieueHue eIMHON roCyIapCTBEHHOM MH(POPMALIIOHHO IO TUKMA;
pa3BUTME MEXIYHAPOAHOTO COTPYIHNYECTBA.

3. Peanu3aiiyio rocyjapCTBeHHO MOMUTUKY B 0071aCTU UMMYHOTIPOOMIAKTUKM 00ecTieunBaoT
[TpaBuTenbcTBO Poccuiickoit demepaliyiy 1 OpraHbl UCIIOJIHUTEIBHOI BIacT CyobeKTOB Poccuiickoit
®denepalyu.

Cratbs 5. MpaBa u 0693aHHOCTH rpaXAaH NPU OCYLLECTBNEHUN UMMYHONPO(UNAKTUKHU

1. TpaskgaHe Mpu OCYIeCTBIEHNY UMMYHOIIPOMIAKTUKY MMEIOT ITPaBo Ha:

MOJTyYeH)e OT MeIUIIMHCKUX PAOOTHMUKOB ITOJIHOM ¥ 00beKTUBHO MHPOpMAaLMM 0 HEOOXOIVMMOCTU
MpoduIakTUYe CKUX IPUBUBOK, MOCIEICTBUSIX OTKA3a OT HUX, BO3MOXKHBIX ITOCTBAKLIMTHATbHBIX
OCJIOKHEHUSIX;

BBIOOP MeAUILIMHCKOI OpraHuM3aluy Uiu MHAMBUIYAJIbHOTO MPeAIIPUHMMATE/ISI, OCYIIeCTB/ISIOIEero
MeIUIIMHCKYIO 1esITeIbHOCTD;

6ecriaTHbIe TPOGMIAKTIYECKYE TTPUBUBKM, BKITIOUEHHbBIE B HALIMOHAIbHBIN KaJIeHAaPh
npodmIaKTUIe CKUX TPUBUBOK U KajleHAapb MPoQUIaKTUUeCKUX TPUBMUBOK I10 3TMUIeMUUYECKUM
MOKAa3aHMSIM, B MEIUIIMHCKMUX OPraHM3aIMsIX TOCYyJapCTBEHHOM CUCTEMBI 3IPaBOOXPAHEHUS U
MYHUIIUITAIbHOM CUCTEMbBI 34 PaBOOXpaHEHMS;

MeJIMUIIMHCKUIT OCMOTP U MPU He0OXOAMMOCTY MeAUIIMHCKOe 06caef0oBaHKe repe/l MpoduIakTUIeCKUMU
MIPUBUBKAMMU, ITOyYeHN e MeIUIMHCKOI IOMOILY B MeJUIIMHCKUX OpraHU3alMsIX P BOSHUKHOBEHUHU
MOCTBAKI[MHAIbHBIX OCJIOKHEHM B paMKax IMPOrPaMMbl TOCYyJapCTBEHHBIX rapaHTUII 6eCTIaTHOTO
OKa3aHMs rpaxJaHaM MeIUIMHCKOV TOMOLIN;

ab3ar1r yrpatui cuiy. - @emepanbHblil 3aKoH ot 22.08.2004 N 122-03;
COLMAIbHYIO ITOIeP>KKY IPY BO3SHMKHOBEHUY ITOCTBAKLMHAIbHBIX OC/IOKHEHWIA;
0TKa3 OT MPOGMIaKTUUECKUX TPUBUBOK.

2. OtcyTcTBUe TPOGMUIAKTUUECKMUX ITPUBUBOK BJIeUET:

3ampeT [JIsl TPaskIaH Ha Bble3/l B CTPaHbl, MpeObIBaHMEe B KOTOPHIX B COOTBETCTBUM C MEXKIYHAPOAHBIMU
MeIMKO-CaHUTAPHBIMU ITpaBWwIaMu 1060 MeXIyHapooHbIMU JoroBopaMu Poccuiickoii @enepatinm
TpebyeT KOHKPEeTHbIX TPOPUIAKTUUECKUX ITPUBUBOK;

BpeMEHHbII 0TKa3 B IIpyeMe TpakiaH B 00pa3oBaTe/ibHble OPTaHU3aLUM U 0300 POBUTE/IbHbIE YUPEKIEHUS
B CJTyyae BO3HMKHOBEHMSI MaCCOBBIX MH(EKIMOHHBIX 3a001eBaHNi UM ITPU YTPO3€ BO3HMKHOBEHMS
SMUIEMMUIA;

OTKa3 B IpueMe rpaxkaaH Ha paboThl MM OTCTpaHEeHMe TPaskAaH OT paboT, BbITTOJHEHE KOTOPBIX CBI3aHO
C BBICOKMM PUCKOM 3a00JieBaHNSI MHGEKIMOHHBIMY 60JI€3HIMN.

[TepeueHb pabOT, BHITIOJHEHVE KOTOPBIX CBSI3aHO C BLICOKMM PUCKOM 3a60s1eBaHMsT MHDEKIIMOHHBIMU
60s1e3HSIMM U TpebyeT 00s13aTeIbHOTO ITPOBeIeHMS MPOPUIAKTUUECKUX TPUBMUBOK, YCTAHABIMBAETCS
yrosHoMoueHHbIM [TpaBuTenbcTBOM Poccuiickoit @enepaniy egepasbHbIM OPTaHOM UCITOTHUTENbHOM
BJIACTMU.

3. IIpu ocy1iecTBAeHUM UMMYHOITPOGMIAKTUKY IPasKIaHe 00SI3aHbI:
BBITIOTHSIT TIPeMMCaHUSI MeAUIIMHCKUX PAOOTHMUKOB;

B MCbMEHHOI (opMe MOATBEPKAATh OTKAa3 OT MPObMIaKTUUECKMUX ITPUBUBOK.



Inasa Ill. ®PUHAHCOBOE OBECMEYEHWUE UMMYHONPODUNAKTUKK

Cratbs 6. ®uHaHCOBOE 06ecneyeHne UMMYHONPODUNAKTUKM

1. duHaHCcOBOE 0becreyeHue MPOTUBOIMNUAEMUYECKUX MEPOTIPUSITUI, OCYILECTBIISIEMbIX B II€JISIX
npenymnpexaeHus, OrpaHUUEeHUS PacIPOCTPaHeHUS U IMKBUIAL MK MHGEKIMOHHbBIX 00J/ie3Hel, a TakKe
npoBefieHKe NMpoduUIaKTUIECKMX MPUBUBOK, BKJIIOUeHHbBIX B HallMOHambHbIl KaneHgapb
npoduIakTUUeCKUX MPUBUBOK, SIBJISIETCSI pAaCXOAHBIM 00s13aTebcTBOM Poccuiickoit ®eneparin.

2. OpraHbl ToCyIapCTBEHHOJ BIacTU Cy0ObeKTOB Poccuiickoit @emepanyy yCTaHABIMBAIOT PacXOgHbIe
obsi3aTesbCcTBa Cy0beKTOB Poccuiickoit @enepatiyy 1o peanusanuy Mep B LieJIIX ITpeayrpexaeHus,
OTpaHUYEHMS PACIIPOCTPAHEHMSI U TUKBUAAIIMY MHPEKIIMOHHBIX 60/Ie3He Ha TEPPUTOPUM CYO'bEKTA
Poccuiickoit @enepaiiuu B mpeesiax CBOUX IMTOJTHOMOUMIA.

3. YTpatun cuiy. - ®egepanbHbiit 3akoH OoT 25.11.2013 N 317-D3.

Cratbs 7. Y1patuna cuny. - MepepanbHbiii 3akoH ot 22.08.2004 N 122-03.
nasa IV. OPTAHM3ALMOHHBIE OCHOBbI AEATE/IbHOCTU B OBJIACTU UMMYHONPO®UIAKTUKH

Crarbs 8. Opral-msau,uouuble OCHOBbI i€ ATENbHOCTU B 061aCTH MMMYHOI1p0¢WIaKTMKM

1. OcymiecTBIeHE UMMYHOTTPOGMUIAKTUKM 0OecTieunBaloT dhelepasibHblii OpraH UCIIOJHUTEIbHOI BJIaCTH,
OCYIIeCTBISION M GYHKIMM 10 BBIPAOOTKE U peanu3any rocy1apCTBeHHOM MOJIUTUKM U HOPMATUBHO-
IIPaBOBOMY PeryMpoBaHMIO B chepe 3apaBooxpaHeHus1, pemepaabHblii OpraH UCIIOJHUTEIbHOI BJIACTH,
YIIOJTHOMOYEHHBIH OCYIIECTBISITh CAHUTAPHO-3TIUAEMMOIOTUUECKIIT HAI30D, OPTaHbl MCIIOJTHUTEIbHOI
BJacTU Cy6beKTOB Poccuiickoit Deneparinu B cepe 31paBoOXpaHeHMS.

2. OcyiecTBiaeHne UMMYyHOTIpobuaakTuku B BoopykeHHbix Cuiax Poccuiickoit @enepaiiyn, Apyrux
BOJfCKax, BOMHCKMX (DOPMMPOBAHUSX 4 OPraHax, B KOTOPBIX 3aKOHOJATenbCTBOM Poccuiickoit @enepauym
MpeaycMOTpeHa BOeHHas! Cy>k0a win pupaBHeHHAs K Helt ciyxk6a, 06ecreynBal0T BOGHHO-MeJUIIHCKYe
OpraHu3aluuy UaM MeIULMHCKN/Ee OpraHu3aluy COOTBETCTBYIOII X delepaibHbIX OPTaHOB
UCIIOJTHUTEIbHOM BJIACTU.

Cratbsl 9. HaunoHanbHbIli KaneHaapb NPoduIaKTUMECKUX NPUBUBOK

1. HaroHanbHbIl KayleHgapb Mpo@WIaKTUIeCKUX MIPMBUBOK BKIIOUAET B cebs MpoduaakTuyecKme
MIPUBMBKY MMPOTUB renatuta B, nudrepun, KOKIIOIIA, KOPYU, KPACHYXH, TTOJIVMOMUETNTA, CTOJIOHSKA,
TybepKyJiesa, SNUAeMUUEeCKOro MapoTuTa, reMoguibHOM MHMEKIMM, THEBMOKOKKOBOM MHMEKIIUYN U
rpuma.

2. HaniMoHasibHbIM KajieHAapb TpoduiaKTUUecKuX MPUBUBOK, CPOKY MPOBeAeHMs MPOoduIakTMIecKux
MIPUMBUBOK U KaTeropuy rpaskAaH, nojjexanmx 0osi3aTebHOM BaKIMHALIMY, YTBePXIa0TCs derepabHbIM
OpraHOM MCIIOJTHUTEJIbHO BJIACTH, OCYIIEeCTBISIONMM QYHKIMYM IO BbIpAabOTKe U peann3alnun
roCyJapCTBEHHO MOJUTUKY M HOPMATUBHO-TIPaBOBOMY PeryIMpoBaHuIo B cdepe 34paBoOXpaHeHMSI.

Cratbs 10. Mpodunaktuyeckue npuBMBKM NO INMAEMUYECKMM NOKA3aHUAM

1. ITlpodunakTryeckue TPMUBUBKHU 10 SMTUAEMUUECKUM ITOKa3aHUSIM MIPOBOASITCS IpakaaHaM IMpu yrpose
BO3HMKHOBEHMST MHPEKIIMOHHBIX 00JIe3Hel, ITepeueHb KOTOPBIX YCTaHABAMBAeT dhelepasbHbIii OpTraH
VICIIOJTHUTETbHOJ BJIACTH, OCYIIECTBISIONMI QYHKIMM 110 BIpabOTKe U peann3aliuy rocygapcTBeHHO
MOJIUTUKY ¥ HOPMaTUBHO-IIPAaBOBOMY PeryIMPOBaHMIO B cepe 3IpaBOOXpPaHEHMSI.

2. PellieHNs o IIpoBeaeHUN HpOCbI/IJIaKTI/IUIeCKI/IX IIPMBUBOK II0 3IIMAEMNYECKNM ITIOKa3aHUAM IIPUHVUMAIOT



[JIaBHBIM rOCYAapCTBEHHBIN CAaHUTAPHbIN Bpau Poccuiickoit @epepatinm, riaBHble rOCyAapCTBEHHbIE
caHUTapHbIe Bpauu CyobekToB Poccuiickoit @emepaiinmn.

3. Kayengapp mpodmIaKTMYECKMUX ITPUBUBOK 10 SMUAEMUYECKUM ITOKa3aHMSIM, CPOKM ITPOBEIeHUS
NMpoGMIaKTUYE CKUX IIPUBUBOK M KaTeropuu IrpaskaaH, Mojjieskainyx 06s3aTeIbHOI BaKI[MHALIVN,
YTBEPXKIA0TCs helepaibHbIM OPTaHOM MCITOJIHUTETbHO BJIaCTH, OCYIIECTBIISIOMMUM (PYHKIMA 110
BBIPAabOTKe U peannsaluy rocy1apCcTBEHHO MOIUTUKM U HOPMATUBHO-TIPABOBOMY PETYJIMPOBAHUIO B
cdepe 31paBOOXpaHEHMSI.

Cratbs 11. Tpe6oBanus Kk npoBeAeHHI0 NPOGUNAKTUHECKUX NPUBUBOK

1. HpO(bI/IJ'IaKTI/I"IECKI/Ie IMPUBUBKU IMMPOBOIATCA I'Pa’KAdHAM B MEAMIMHCKUX OPraHN3aluiaX IIPpU HAJIMYUN Y
TaKMNX OpI‘aHI/I3aLU/II71 JIMLIEH3UI Ha MEIUIMHCKYIO OesTeJIbHOCTb.

2. TIpodunakTudecke MPUBUBKY ITPOBOASATCS TIPU HAIMYUY MHOOPMUPOBAHHOTO JO6GPOBOJILHOTO
coriacust Ha MeIUIIMHCKOe BMeIllaTeIbCTBO I'paskJaHHa, OAHOTO M3 POOMTeIel MO0 MHOTO 3aKOHHOTO
MIpeACTaBUTEJISI HeCOBEPIIIEHHOIETHETO B BO3pacTe 0 15 jieT uim 6071bHOTO HapKOMaHue
HECOBEPIIIEHHOJIETHETO B BO3pacTe 10 16 jieT, 3aKOHHOTO IPeACTaBUTEIS JINIA, TPU3HAHHOTO
HeJleeCroco6HbIM B TIOPSIIKE, YCTAaHOBJIEHHOM 3aKOHOAATEIbCTBOM Poccuiickoit @emepaiiin.

3. IIpounakTuyeckme MPMUBMUBKY IIPOBOASITCS TPaKaaHaM, He MMEIOUMM MeIUIIMHCKUX
ITPOTUBOMNOKA3aHUIA.

[TepedyeHb MeAULIMHCKUX MTPOTUBOIIOKA3aHMI K TTPOBeIe HMIO MPOPMIaKTUUeCKUX TPUBUBOK YTBEPXKIAEeTCS
(denepasbHbBIM OPTaHOM MCIIOTHUTEIBHOM BAACTH, OCYIIECTBASIOMMUM QYHKIMY TI0 BIpAaOOTKe U
peanu3aiyu rocy1apCTBeHHOM MOJUTUKM M HOPMATUBHO-IIPAaBOBOMY PeTyJIMPOBaHMIO B cepe
31paBOOXpaHEHUSI.

4. TIpoduaakTIecKme IPUBUBKY MMPOBOISITCS B COOTBETCTBUM C TPEOOBAHUSIMIM CAaHUTAPHBIX ITPAaBUII U B
MOpsiiKe, YCTAHOBJIEHHOM (efepaqbHbIM OpPraHOM MCIIOJTHUTEIbHO BJIACTH, OCYIIECTBISIONMUM GYHKIVA
I10 BBIPAOOTKE M pean3anyy rocyapCTBEHHO! MOJUTUKY M HOPMATUBHO-IIPaBOBOMY PEryIMPOBAHMIO B
cdhepe 31paBOOXpaHEHMSI.

Cratbs 12. Tpe6oBaHusi K MIMMYHOOHMONOrMUECKMM NEKAPCTBEHHBIM Npenapartam Ans UMMYHONPOPUNAKTUKM

1. I *MMYHOITPOGMIaKTUKY MUCII0/Ib3YIOTCSI 3apeTUCTPUPOBAHHbIE B COOTBETCTBUM C
3aKOHOJaTeIbCTBOM Poccuiickoit demepaliyy oTeuecTBeHHbIE U 3apyOeskHbIe MMMYHOOMOJIOTMYeCKIe
JleKapCTBeHHbIe TIpelaparhl.

2. IMMyHOOMO/IOTYeCKMe JieKapCTBEeHHbIe perapaTshl 4151 UMMYHOTTPOUIaKTUKY MO 1eXXaT BBOIY B
rpaskAaHCKMIT 000POT B MOPSIIKe, YCTAHOBJIEHHOM 3aKOHOAATeIbCTBOM Poccuiickoit ®enepatiny 06
obpallleH1M JieKapCTBEeHHBIX CPeJCTB.

3. OTIycK rpaskjjaHaM MMMYHOOMOJIOTMYeCKIX JIEKaPCTBEHHBIX IIperapaToB AJIsI MMMYHOIIPO(QUIaKTUKA
MIPOVM3BOAUTCS TIO PEIENTY Ha JIEKapCTBEHHBIN MpernapaT alTeYHbIMM OpPraHMU3alyusIMy B IIOPSIIIKE,
YCTaHOBJIEHHOM (be/iepaibHbIM OPraHOM MCITOJTHUTEIbHON BJACTH, OCYIIECTBISIOMUM QYHKIIUY 110
BBIPAOOTKe U peanusaiuy rocy1apCcTBEHHO IMOJIUTUKM ¥ HOPMATUBHO-IIPAaBOBOMY PETYJIMPOBAHUIO B
chepe 31paBOOXpaHEHMS.

Cratbs 13. XpaHeHue v TpaHCNOPTMPOBKA MMMYHOGMONOrMYECKMX NIEKAPCTBEHHBIX NPenapaToB AN
MMMYHONPOGUNAKTUKM

1. XpaHeHue U TPAaHCTIOPTUPOBKA UMMYHOOMOIOTUYECKMX JIEKAPCTBEHHBIX ITPerapaToB Ais
MMMYHOIIPOGUIAKTUKY OCYIIECTBIISIIOTCSI B COOTBETCTBUM C TPeOOBAHMSIMY CAHUTAPHBIX MTPABUJL.

2. KoHTpOoJIb 32 XpaHEeHMEM U TPAHCIIOPTUPOBKO MMMYHOOMOJIOTMYECKMX JIEKAPCTBEHHBIX IIPeIrapaToB
IUISI UMMYHOTIPOMWIAKTUKM 00€eCIIeUuMBaIOT OPTaHbl, OCYIIECTBIsSIoNe ¢eepasbHbIil TOCYIapCTBEHHbBIN



CaHI/[TapHO-SHM,[LEMMOHOFI/I‘IGCKVIVI Haa30p.

Cratba 14. OueHka cobnopeHus 06s3arenbHbiX Tpe6oBaHuii B 061acTM UMMYHONPOGUAAKTUKN MHGEKLMOHHDIX
GonesHeii

O1uieHka cobmomeHnst 06s13aTeIbHbIX TpeO0BaHMI B 06/1aCTY UMMYHOTTPOGUIAKTUKMA MHDEKIMOHHbIX
60Jie3HeIT OCYIIEeCTBISIETCS B paMKax deepaybHOr0 roCyAapCTBEHHOTO CAHUTAPHO- 3N eMUOIOTUECKOTO
KOHTpOJIS (Haz3opa) u dhenepasbHOrO rOCyAapCTBEHHOTO KOHTPOJIs (Haz3opa) B chepe obpalleHus
JIeKapCTBEHHBIX CPEJCTB.

Cratbs 15. 06ecneueHne MUMMYHO6MONOTMUECKMMM JIEKAPCTBEHHBIMM NPenapaTamMm A1 UIMMYHONPOGUNAKTUKM

O6ecrieueHrie MeOUIMHCKMUX OPraHM3alIMii TOCYIapCTBEHHOM CUCTeMbI 30 paBOOXpaHeHMs U
MYHULIUITATBHOM CHUCTEMbI 30paBOOXpaHEHNS MMMYHOOMOJIOTMYECKMMMY JIEKAPCTBEHHBIMM TTperapaTamu
TSI UMMYHOIIPO(MIAKTUKY B ILIeJISIX IPOBeIeHNs MPOPMIaKTUUeCKMUX TPUBUBOK, BKIIOUEHHBIX B
HAIlMOHAJIbHBINM KajeHaapb MPOGUIaKTUUEeCKMUX TPUBUBOK U KaJleHIaph MPOOUIaKTUIECKUX ITPUBUBOK I10
SMUAEMUYECKMM ITOKAa3aHMUSIM, OCYIIECTB/ISIETCS COOTBETCTBEHHO (DefgepasbHbIMM OpraHaMm
VCIIOJTHUTEIBHO BJIACTU M OPTaHAMM MCITOJTHUTEIbHO BIacTu cyobeKToB Poccuiickoit demepaiium B
cepe 31paBoOXpaHEHMSI.

Cratba 16. UcknioueHa. - @epepanbHbii 3akoH ot 10.01.2003 N 15-@3.

Cratba 17. TocypapcTBeHHOE CTaTUCTUYECKOE HabnoaeHue B 061aCTH MMMYHONPODUNAKTUKY

1. CBE,H,EHI/IH 0 HpO(bI/IJ'IaKTI/I‘{eCKI/IX MMPpUBUBKaAX, IOCTBAKIMHAJIbHBIX OC/IOJKHEHMU X, CJTy4YadaX OTKa3a OT
HpO(lJI/IJ'IaKTI/I‘:[eCK]/IX IIPUBUBOK ITOOJIEXXAT roCyadapCTBEHHOMY CTaTUCTUMUYECKOMY YUETY.

2. CBenieHMs1 0 TPOGUIAKTUUECKUX ITPUBUBKAX, TOCTBAKIIMHAIbHBIX OCTIOKHEHMSIX, C/Tydasx OTKasa OT
npoduIaKTUIeCKUX TPUBUBOK MOAJIEeKAT PErUCTPaluyM B MEIUILIMHCKUX JOKYMEeHTaxX U cepTudukarax
npoduIakTUIeCKUX TPUBUBOK.

[Topsimok perucTpanyu Mpo@mIakTuyeCKUX MPUBMUBOK, MTOCTBAKLIMHAIbHBIX OCIOKHEHM 1, 0hOpMIeHUS
0TKa3a OT MpopUIaKTUIECKUX ITPUBUBOK, a TaK)Ke (OPMbI MEAUIIMHCKMUX TOKYMEHTOB U cepTudmkaTa
podMIaKTUYECKUX TTPMUBUBOK YCTAHABINBAIOTCS (helepaJbHbIM OPraHOM MCITOJTHUTEIbHO BIACTH,
OCYILeCTBSIOM UM QYHKIMM 110 BIPaOOTKe U peann3aiuy rocyAapCcTBeHHOM MOIUTUKMA ¥ HOPMATUBHO-
MIPaBOBOMY pPeryaMpoBaHMIO B chepe 3ApaBOOXpaHeHMsI.

lnasa V. COLMANIbHAS NOALEPXKKA FPAXAAH NPU BO3SHUKHOBEHWW MOCTBAKLIMHANIbHBIX OC/IOXXHEHUIA

Cratba 18. MpaBo rpaxpaaH Ha COLMANbHYIO NOAAEPIKKY NPU BO3HUKHOBEHWM NOCTBAKLMHANbHBIX OCNOXHEHUIA

1. IIpy BO3HMKHOBEHMM ITOCTBAKIIMHAIbHBIX OCJIOXKHEHMII TpakAaHe MMEeIOT ITPaBo Ha IOyYeHue
roCyJapCTBEHHBIX eMHOBPEMEHHbIX II0COOMI, e5KeMeCSUHbIX JeHeKHbIX KOMITeHCaIIMii, T0CO6MIA 10
BPEMEHHOJ HeTPYIOCIIOCOOHOCTM.

HNudopmainsi o mpegoCcTaBAeHMUY COLMATIbHONM MOAEPXKKM rpakjaHaM IIpy BOSHUKHOBEHUM
MOCTBaKIMHAIbHBIX OCJIOKHEHUT pa3MelnaeTcs: B EnMHOI rocyapcTBeHHOM MH(POPMalMOHHOI CUCTeEMe
couMabHOTO ObecrieueHmst. PasmeneHne u mosydeHue ykasaHHoi nabopmauyy B Equnoii
rocygapcTBeHHO MHOPMalMOHHO CHCTeMe COMaTbHOTO 0becIieueHus OCYIeCTBISIOTCS B
cooTBeTCcTBUM C PenepaibHbIM 3aKOHOM OT 17 mionst 1999 ropa N 178-®3 "O rocygapCTBEeHHO
COLIMaIbHOM IOMOIIN".

2. ®uHaHCOBOE obecIieueHe BITIAThI TOCYIaPCTBEHHBIX eMHOBPEMEHHBIX ITOCOOMI U eXkeMeCSIUHbIX
JeHEeKHbIX KOMITEHCALMi1 IBJIIeTCS PACXOAHBIM 00s13aTe/IbcTBOM Poccuiickoit @epeparium.



Poccuiickas @enepaliys nepeaeT opraHam rocygapCcTBeHHOI BiacTu cyobekToB Poccuiickoit ®enepannm
TIOJTHOMOYMS 10 peanu3anyy pas rpakAaH Ha COLMAIbHYIO ITOANEPXKKY I10 BBIIJIATe FOCYIapCTBEeHHBIX
eIMHOBPEeMEeHHbIX ITOCOOMIT U eskeMeCSITUHBIX e HESKHbIX KOMITeH CalMii Py BO3HUKHOBEHUN
IOCTBAKLVMHAIbHBIX OCIOKHEHUIA.

Cpe[ncTBa Ha peanu3aliyio IepegaBaeMbIX ITOTHOMOYMIA 110 TTPeIOCTaBIeHIUI0 YKa3aHHbIX Mep COLIMaTbHOM
MOAAEPSKKM ITpeIyCMaTpPUBAIOTCS B heepasbHOM OIO[KeTe B BUie CYOBEHIINIA.

O6BeM cpe[icTB, MpeayCMOTPEeHHbIN 610/1KeTy cyobekTa Poccuitckoit ®emepatinm, onpenenseTcs: UCXOAs U3
Yyciia I, UMeIMX IIPaBo Ha YKa3aHHbIE MePbl COLMAIbHON MOALEPKKHU, & TAKXKe U3 pa3MepPOB
rOCyIapCTBEHHbBIX eITHOBPEMEHHBIX IT0COOMI U eXXeMeCSYHBIX TeHEKHbIX KOMITeH AN, yCTaHOBIEHHbBIX
cratbsiMu 19 u 20 HacTosero @eiepayibHOTO 3aKOHA.

CyOBeHLIMM 3aUMCISIIOTCSI B YCTAHOBJIEHHOM JI/IS1 MICITOJTHEeHUs pegepaabHOro 010/KeTa MopsaKe Ha cueTa
610mkeTOB Cy0bEeKTOB Poccuiickoit ®epepalinm.

[TopsimoK pacxoIOBaHMS M yYeTa CPeCTB Ha MpeioCTaB/lIeHe CyOBeHIIMI YCTaHABIMBAETCS
[TpaButenbcTBOM Poccuiickoi ®denepanu.

OpraHbl TOCYAApCTBEHHOII BIacTy cyobeKTOB Poccuiickoit ®emepanyy exkeKBapTalbHO MPeICTAB/ISIOT B
denepanbHbIi OpraH UCIIOJTHUTEIBHON BIACTH, OCYIIECTBIISIIONINIA BRIPAOOTKY e AMHO TOCyIapCcTBEHHOM
(buHaHCOBO, KPEAUTHOI, JeHEKHOI IMOJUTUKM, OTUYET O PACXOL0BaHUM IIPEIOCTABIEHHBIX CYOBEHIIVI C
yKa3aHueMm 4uciia N, MMeIMX IIpaBo Ha YKa3aHHbIe Mepbl COLMAIbHON MOALEPKKU, KATErOpuUit
rojyJaTeJieii, a Takke ¢ ykasaHueM o6beMa IpoM3BeJeHHbIX paCXOI0B. B ciyyae HeoOXOAMMOCTY
TIOTIOJIHUTE/IbHbIE OTUETHBIE TaHHbIE IPEACTABSIOTCS B OPSAKe, orpeaenseMoM [IpaBUTeIbCTBOM
Poccuiickoin ®@enepanmn.

CpencTBa Ha peanu3aluio yKa3aHHbIX IOTHOMOYMIT HOCSIT 1ieJIeBOi XapaKTep U He MOTYT ObITh
MCTIOTb30BaHbI HA JpyTHe IIeJN.

B ciyyae 1cnosib30BaHMs CPeICTB He 10 1ieJIeBOMY Ha3HAaUeHUIO YIIOJITHOMOUEHHbI dheepanbHbIii OpraH
MCIIOJTHUTEIbHOJ BJIACTY BIIpaBe OCYIIeCTBUTh B3bICKaHME YKa3aHHBIX CPEICTB B MOPSIAKe, YCTAHOBIEHHOM
3aKOHOJaTeabCcTBOM Poccuiickoit ®emepanymn.

KoHTpo/1b 32 pacxo/i0BaHMEM CPEJICTB OCYIIECTBIsIETCS (pemepasbHBIM OPTaHOM MCIIOTHUTEIbHO BIACTH,
OCyIecTBsIomMUM GYHKIMM 10 KOHTPOJIIO ¥ HaJi30py B GMHAHCOBO-00/I3KeTHO cepe, dhemepasbHbIM
OpPraHOM MCITOJIHUTEJIbHO BJIACTH, OCYIECTB/ISIOMMUM GYHKIMM 10 KOHTPOJIIO ¥ HAaa30py B cdepe Tpyna u
COLIMa/IbHOMN 3alUMThl HaceaeHus, CueTHOI nanaToi Poccuiickoin ®emepanun.

OpraHbl TOCYAapCTBEHHOI BIacTy cyobeKTOB Poccuiickoit demepaiyiy BripaBe HafesITh 3aKOHAMU
cyobekToB Poccuiickoit @emepaluy opraibl MECTHOTO CaMOYITpaBIeHMsI TIOCeIeH M, MYHUITUTIATbHBIX
paiioHOB, MYHUIIMITATbHBIX OKPYTOB, TOPOJICKMX OKPYTOB ITOJITHOMOUMSIMHA T10 ITPeA0CTaBIEHMIO0 Mep
COIMAIbHOM MOAAePKKM, YKa3aHHBIX B HACTOSIIIIEM ITyHKTE.

Cratbs 19. FocynapcTBeHHble eAMHOBpPEMEHHbIE NOCO6US

1. [Ipy BO3HMKHOBEHMM MTOCTBAKIMHAIIbHOTO OCJIOXKHEHMS TPasKIaHUH MMeeT IpaBo Ha IMoJIydeHue
rOCyJapCTBEHHOTO eIMHOBpPeMEHHOro nocobus B pasmepe 10 000 pyo6iieii.

[TepedyeHb NTOCTBAKIUMHAIBHBIX OCIOXHEHM, JAOIIVX [IPABO IPakgaHaM Ha I10JIy4yeHMe ToCyAapCTBeHHBIX
eMHOBpPeMeHHBIX MI0COOMIL, yTBepKIaeTcs yroaHoMoueHHbIM [IpaBuTenbcTBoM Poccuiickoii Denmepaniin
(benepanbHbBIM OPraHOM MCIIOJHUTEIbHOI BIACTH.

2. B cityuae cmepTy rpakiaHMHa, HACTYMMBIIEH BC/IeICTBME ITOCTBAKI[MHAIBHOTO OCIOXKHEHMSI, IPpaBO Ha
TIOJTyY€eH e TOCYIapCTBEHHOTO eAMHOBPEMEHHOTO ITocobmst B pasmepe 30 000 pybieit MMEIOT UJIeHbI €eT0
CeMbI.



Cratbs 20. ExxeMecauHble feHeXHble KOMNeHCcaLumu

1. l'paskmaHuH, MPU3HAHHBI MHBAIMIOM BCJIeACTBME ITOCTBAKIMHAIBHOTO OCIOKHEHMS], MUMeeT IPaBo Ha
TOJTyueHMe esxxeMeCsTUHO TeHeXXHOoM KommeHcaluu B pasmepe 1 000 py6Jieii.

2. Pa3mep exxeMecsTYHOI TeHesKHOV KOMIIeHCAI[UY MOJIEXXUT MHIeKCallMy OAVH Pa3 B ToA ¢ 1 sHBaps
(bMHAHCOBOTO roJja MCXO/ISI U3 YCTAHOBJIEHHOTO (helepaTbHbIM 3aKOHOM O (helepaibHOM OI0/IKETE Ha
COOTBETCTBYIOIIVI (DMHAHCOBBI IO, ¥ IJIAHOBbIN TIEPUOJ, IPOTHO3MPYEMOTO YPOBHS MHQIISIINNA.

Cratbs 21. Mocobue no BpeMeHHO HETPYAOCNOCOOHOCTH B Cy4ae YX0Aa 3a 60/1bHbIM pebeHKoM B Bo3pacte Ao 18 net
npu ero 60ne3HM, CBA3aHHOM C NOCTBAKLMHANLHBIM OUI0KHEHNEM

OnuH U3 poauTesei (MHOM 3aKOHHbBIN MTPeACTaBUTEeNb) WIM MHOM WIeH CeMbM MMeeT ITPaBo Ha IMoTyYeHne
1oco6usI TI0 BpeMeHHOJ HeTPYA0CIIOCOOHOCTH B CJTydae yXoza 3a 60JIbHbIM pebeHKOM B Bo3pacTe A0 18 yer
IIpyu ero 60J1e3HY, CBSI3AHHOJ C IMMOCTBAKI[MHATbHBIM OCJIOKHEHVMEM, 38 BECh IIEPUO]I JIeUeHNs B
aMOY/TaTOPHBIX YCIOBUSIX MM COBMECTHOTO MPeObIBaHMS C pe6EHKOM B MeIUILIMHCKOM OpraHm3aluy mpu
OKa3aHUM eMy MeAUIIMHCKO ITOMOIIY B CTal[MOHAPHBIX YCIOBUSIX B pa3Mepe, yCTaHOBIEHHOM
(dbenepasbHbBIM 3aKOHOM.

nasa V1. 3AK/IFOYMTE/IbHBIE NOJIOXEHKUA

Cratba 22. OTBETCTBEHHOCTb 32 HapyLweHHe HacToswero MepepanbHOro 3aKoHa

Hapymenne HacTosero ®demepasbHOro 3aKOHa BjiedeT OTBETCTBEHHOCTb B COOTBETCTBUM C
3aKOHOZaTeabCTBOM Poccuiickoit ®egepaniyn.

Cratba 23. Bcrynnenue B cuny Hactosiwero @epepanbHoro 3akoHa

1. Hactosimimii @emepasibHbIi 3aKOH BCTYIIA€T B CUITY CO THS €ro O(UIMAJIbHOrO OIy6IMKOBAHMSI.

2. Ilpesunenty Poccuiickoit @epepanuu u [lpaBurtensctBy Poccuiickoit @enepanu IpuBECTU CBOU
HOpPMAaTUBHbIE ITPABOBbIE aKThl B COOTBETCTBME C HACTOSAIIMUM DPefepaibHbIM 3aKOHOM B TPeXMeCSUYHBIN
CPOK CO IHS ero BCTYIUIEHUS B CUITY.

[Ipe3npeHT
Poccuiickoit ®enepanyin
B.EJIBIIVIH

Mocksa, Kpemib
17 centsibps 1998 ropa
N 157-®3



