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IIpuka3s MunucrepcrBa 3apaBsooxpanenns Poccurickoin @egeparnu ot 10 anpensa 2025 r. N 180u

'O0 yTBep)KAeHUHU MOPAJKA CO3JaHHs U [[eATe/TbHOCTH BPauyeOHOW KOMHCCHU MeANIHHCKOW
opragusanun’

Eﬂ TAPAHT:

CMm. cpasHumesnbHblli aHaauz ITopsioka co30aHus u OesimeabHOCMU 8pauedHOl Komuccuu
MeduyuHckol opeanu3ayuu 2012 u 2025 2e.
B cooTtBeTcTBHU C myHKTOM 4 yactu 2 ctaTh 14 PepepanbHOro 3akoHa ot 21 HosiOpst 2011 T.
N 323-®3 "O6 ocHOBax OXpaHbI 3/|0POBbsi TpakaaH B Poccuiickoit depepauun’” v moamyHKToM 5.2.16

nyHkTa 5 [lonoxenus o MuHHUCTepcTBe 37paBooxpaHeHUsi Poccuiickoit Pesepaliuu, yTBEP)KAEHHOTO
nocraHoBieHueMm IIpaButensctBa Poccutickor @epepariyu ot 19 utonst 2012 r. N 608, npukasbiBato:

1. YTBepauTh TmpWIaraeMblii MOPSJOK CO3JAHUS W JeSATebHOCTU BpaueOHOW KOMUCCHH
MeJMLIMHCKOW OpraHu3aLiuiy.

2. IIpusHath yTpaTUBLIUMU CUITY:

npyvka3 MuHKCTepCTBa 3/lpaBOOXpaHeHMsI U COLMaabHOro pa3BuTtus Poccurickon ®@epnepanuu oT 5
Masi 2012r. N 5020 "OO6 yTBepKAeHUM TOpsiKa CO3ZJAHWSI W [IesiTeJIbHOCTH BpaueOHON KOMUCCHM
MeJMLIMHCKOW opraHu3anyy” (3aperucTpyvpoBaH MuHucTepcTBOM rOcTULMK Poccurickon Pepepanyu 9
ntoHs1 2012 r., peructpauoHHbi N 24516);

npuka3 MuHucTepcTBa 37paBooxpaHeHust Poccuiickoit @epeparmu ot 2 aekabpst 2013 r. N 8861
"O BHeceHMM W3MeHeHHM B TTopsiOK CO3maHUS U JesSTebHOCTH BpaueOHOW KOMHMCCUU MeAULMHCKON
OpraHu3alyy, YTBep)K[eHHbI MpUKa30M MMHHUCTepPCTBa 3[paBOOXpPaHEHUs] M COLMA/IbHOTO pPa3BUTHUSA
Poccutickoit ®epeparuu ot 5 mas 2012r. N502H, u B [lopsijoK Ha3HaueHWs W BbIMTMCHIBAHUS
JIeKapCTBeHHBIX MpernaparoB, yTBep)KJEeHHbINM NMpuKa3oM MuHUCTepCTBa 37paBOOXpaHeHus1 Poccuiickon
deneparu ot 20 mekabps 2012 r. N 1175H" (3apeructprpoBaH MHHHUCTEPCTBOM FOCTHIIUN PoccuiicKoi
depepauun 23 nekabpst 2013 r., peructpauyonHbiii N 30714).

3. Hacrosiuii iprka3 BctymnaeT B cuiy ¢ 1 ceHtsiopst 2025 r. u metictByeT 10 1 cenTsiopst 2031 1.

MwuHuCTp M.A. Mypa1ixko

3apervctpupoBaHo B MuHtocTe Poccum 15 mas 2025 1.
Peructpanmonnsii N 82196

YTBEPJXX/JEH npukasom MunucrepcrBa 3paBooxpanenusi Poccuiickonn @epeparum ot 10
anpess 2025 r. N 180n

ITopsagoK co3xaHMA U JeATeTbHOCTH Bpaue0HOH KOMUCCHH MeJUI[HHCKON OpraHu3anuu

1. BpaueOHast KOMHCCHSI MeIULIMHCKON OpraHy3anyu (fasee - BpaueOHasi KOMUCCHS) CO3/IaeTCs B
Me/IMLMHCKOW OpraHu3aliiy B L{eJisIX COBEepIIIeHCTBOBAHMSI OpraHu3al[ui OKa3aHUsi MeJULIMHCKOU MOMOILIY,
TIPUHSATHUS DellleHnid B Haubosiee CJIOKHBIX W KOHGIMKTHBIX C/Iydasx IO BOIPOCaM TPOQUIaKTHKH,
JVarHOCTUKY, JIeYeHUs] U MeAULMHCKOM peabuMTaliy, Orpeie/ieHHsl TPYAOCIIOCOOHOCTH TpakAaH U
nipodecCUOHaTFHOMN TIPUTOAHOCTA HEKOTOPBIX KaTeropuii paboTHHUKOB, OCYI[eCTB/IEHHSI OL[eHKH KaueCTBa,
000CHOBaHHOCTH U 3(P(PEeKTUBHOCTH JIeueOHO-AMarHOCTUUECKUX MEPOMPHUSTHH, B TOM UMC/Ie Ha3HaueHus
JIeKapCTBeHHBIX TIPerapaToB [jisd MeJWLIMHCKOTO TIpUMeHeHHusi (fasiee - JieKapCTBEHHbIE TIperaparhbi),
obecrieueHrs1 Ha3HaueHUs1 U KOPPEKLIUY JieueHus! B 1ie/isiX yuyeTa JaHHbIX MalMeHTOB IpU obecrieueHUH
JIeKapCTBeHHBIMM ~ TIperiapaTamMH, TpaHCIUIaHTalUWu (Tlepecajiki) OpraHoB W TKaHeld 4YesOBeKa,
MeIUIMHCKON peabu/IMTaI[|H1, @ TaK)Ke TIPUHSITHS PEIeHNsT 110 MHBIM MeAUIIMHCKUM BOTIPOCaMm .

2. B cBoeli fesiTesibHOCTH BpauebHasi KOMHCCUsI PYKOBOACTBYeTcs: KoHctuTyimedt Poccuiickoi
®epepaiuy, ¢epepasbHBIMU  3aKOHaMHM, YKa3aMd U pacrniopsbkeHusimu  [Ipesugenta Poccutbickoit
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depepaluy, TOCTAaHOBJEHUSIMM U pacriopsbkeHusiMu  [lpaButensctBa Poccuiickoin  Pefepanuu,
HOPMAaTUBHBIMU TIPAaBOBBIMU aKTaMu (e/lepajibHbIX OpPraHOB HCIOJHUTE/NBHOM B/AaCTH, BK/IHOUast
Hactosiui [TopsiZioK, 3aKOHAaMM ¥ UHBIMM HOPMAaTHBHBIMHU TIPABOBbIMU aKTaMH CyObeKTOB Poccuiickoit
depepaliv, a TakKXKe MyHULIUMNATbHBIMUA NTPABOBbIMU aKTaMHU.

3. BpauebOHasi KOMHCCHSI CO3/1a€TCsi Ha OCHOBAHUM TIPMKa3a DPYKOBOJAUTENIS MeJULIMHCKON
OpraHu3aLui.

4. Tlo pemieHWIO PYKOBOAWTE/S] MeAWLMHCKOM OpraHu3alid B COCTaBe BpaueOHOW KOMHCCHUH
MOT'yT (hOPMHPOBATHLCS TIOAKOMUCCUY BpauebHOW KOMHUCCHH.

5. Tlonoxxenue o BpaueOHOW  KOMHMCCHU  (TTOAKOMHCCHM  BpaueOHOW  KOMMCCHH),
peryiaMeHTUpYyIOlllee 1ieyid, 3ajaud W (GyHKOUA BpaueOHONW KOMUCCHHM (TIOAKOMHCCHM BpaueOHOM
KOMHCCHM), TIOPSIZIOK PabOThI, yueTa M TPe/ICTaB/eHHs] OTYETHOCTU T10 UTOTaM /IesiTeJTbHOCTH, U COCTaB
BpaueOHOM KOMHCCHM  (TTOAKOMHCCUM  BpaueOHOM KOMMCCHH) YTBEPXKJAIOTCS — PYKOBOJAWTENIEM
Me/IMLMHCKOW OpraHu3aLiiu.

6. BpaueOHast Komuccusi (TI0JKOMUCCHUS BpaueOHOM KOMHUCCHHM) COCTOWUT W3 TpeficeiaTesis, OHOr0
WM JIByX 3aMecTuTesiell rpejicesiaTesis U WHBIX YI€HOB KOMMCCHU. MUHMMaabHOE KOJTMYEeCTBO UJIEHOB
BpaueOHOM KoMHCCHUU (TTOJKOMHCCHM BpaueOHOW KOMMCCHH) COCTaB/sseT 3 4ejioBeKa C Y4YeTOM
nipeZice/iaTesIsi U 3aMeCTUTe s Tipefce/iaTelis.

7. IlpencenatesieM BpaueOHOM KOMHCCHU Ha3HAYaeTCsl PYKOBOUTeTb MeAULIMHCKOW OpraHu3ariuu
WIN 3aMeCTHUTe/lb PYKOBOJAWTE/S] MeAWLMHCKOM OpraHu3alud, B /JO/DKHOCTHbIE 0053aHHOCTH KOTOPOTO
BXO/IUT pellleHre BOTIPOCOB, OTHECEHHBIX K KOMITeTeHLIUY BpaueOHOM KOMUCCHU.

8. IlpencenaTenieM MOAKOMHUCCHHU BpaueOHOM KOMUCCHM Ha3HAYAeTCs] PYKOBOJUTENb MeIULIMHCKON
OpraHu3aliy, WIA 3aMeCTUTe/lb pPYKOBOAWUTENS MeJULMHCKOM OpraHu3alu, WM PYKOBOAUTEb
CTPYKTYPHOTO TIOZpa3/iefieHusi MeJULIMHCKOW OpraHu3alii, B [JO/DKHOCTHBIE OOSI3aHHOCTH KOTOPOTO
BXO/IUT pellieHre BOTIPOCOB, OTHECEHHBIX K KOMITeTeHLIUY TIOAKOMHCCUH BpaueOHON KOMHUCCHH.

9. B cocraB BpaueOHOM KOMHCCHUU W TIOJKOMHUCCUM BpaueOHOW KOMHMCCHUM MOTYT BK/THOUATHCS
DPYKOBOJUTEM CTPYKTYPHBIX MOZpa3jeneHnii MeJULMHCKOM OpraHU3aliiy, Bpauu M3 4nc/ia MeAULIMHCKUX
pPabOTHUKOB MeAWIIMHCKOW OpraHW3al[uH, B KOTOPOM CO3/1aeTcsi BpaueOHasi KOMHUCCHS, a TaKKe Bpauud U3
YKcIa MeAULMHCKUX PAOOTHUKOB MHBIX MEAULIMHCKUX OpTraHU3al[|i.

10. OpranuzauyoHHOe obecrieueHye IeTETBHOCTH BpayeOHOM KOMHMCCHUM  (TIOAKOMHCCUM
BpaueOHOM KOMMCCHH) OCYILECTBJ/ISIETCS MEAWULUHCKUM DPAOOTHUKOM WIA WHBIM PabOTHUKOM
MeJULIMHCKOW OpraHu3alvy (Jjasee - CeKpeTapb BpaueOHOW KOMHCCHMHU (TIOAKOMHCCHH BpaueOHOMN
KOMUCCHM).

11. Cekperapp BpaueOHON KOMHCCUM (TIOAKOMMCCHM BpauyeOHOM KOMMCCHM) OCYIIeCTB/ISIET
cnenyroiye GyHKLUK:

1) cocTaB/eHHe TMIaHOB-TPAUMKOB 3ace/aHUil BpaueOHONW KOMHUCCHU (TIOJJKOMMCCHH BpaueOHOM
KOMUCCUH);

2) TIOATOTOBKA MaTepuasioB /s 3ace/jaHusi BpaueOHOW KOMHMCCHM (TTOJKOMHCCUM BpaueOHON
KOMUCCUHN);

3) yBeZioM/ieHHe UjIeHOB BpaueOHON KOMUCCHM (TIOJKOMUCCHHM BpaueOHON KOMHCCHM) O aTe W
BpEMeHH ITPOBe/IeHusT 3ace/laHusl BpaueOHOM KoMHUCCHH (TIOKOMHCCHH BpaueOHOM KOMHCCHH);

4) odopmrieHHe TIPOTOKOJIOB BpauebHOM KoMuccuu (TI0JKOMUCCUM BpauebHOM KOMUCCUN);

5) BHeceHWe pellleHUs BpaueOHOH KomHccud (TIOAKOMHMCCHM BpaueOHOW KOMHCCHHM) B
Me/IMLUHCKYIO JIOKYMEHTaL1Io Mal{ieHTa;

6) BeeHUe >KypHaia BpaueOHOW KOMUCCHU (TIOJKOMUCCUM BpaueOHOM KOMHMCCHHM) Ha OyMa)KHOM
HocuTesie U (W1n) B (hopMe 371eKTPOHHOIO JOKYMeHTa, B KOTOPOM YKa3bIBalOTCs JlaTa, BpeMsl MPOBe/|eHUs
Y QUKCUPYIOTCSI TIPUHSITHIE pellieHusi BpaueOHOM KoMUCcHU (TIOAKOMUCCHY BpaueOHOM KOMHUCCHN);

7) opraHu3alisi XpaHeHUsl MaTepUasioB JesTeJbHOCTH BpaueOHOW KOMUCCHU (TIOAKOMHCCHH
BpaueOHOM KOMHCCHH).

12. 3acemanusi BpauebHOM KOMHUCCHH (TIOAKOMHMCCUM BpaueOHON KOMMCCHM) TPOBOJSTCS He pexe
OJJHOTO pasa B MecCsil] Ha OCHOBaHWU TMJIaHOB-TPAa(MKOB, YTBEP)KJAeMbIX PYKOBOJUTENEM MeAULIMHCKOW
OpraHu3aLUu.
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13. Tlo perieHuto mpezcenarens BpaueOHOW KoMuccuu (TIOAKOMHUCCHM BpaueOHOW KOMMCCHH),
COT/IaCOBaHHOMY C PYKOBOJWTEeNeM MeJULIMHCKON opraHu3aluu (yroJHOMOUEHHBIM 3aMeCcTUTe/leM
PYKOBOJUTEST MEAULUHCKOW OpraHW3aliid), MOTYT TMPOBOJUTHCS BHEIUIAHOBbIE 3ace/laHUs BpaueOHOM
KOMHCCHH (TTOIKOMHUCCHY BpaueOHON KOMUCCHH).

14. 3acemaHue BpaueOHOW KOMHUCCHU (TIOJIKOMHUCCUM BpaueOHONW KOMMCCHHM) CUMTAeTCs
TIPaBOMOYHBIM TIPH HAJMUKUK KBOPyMa, KOTODBIM COCTaBJIsieT He MeHee JBYX TpeTell cocTaBa BpaueOHOM
KOMMCCHH (TTOJKOMHCCHY BpaueOHOM KOMUCCHH).

Permenrie BpauebHOM KOMUCCHH (TTOJKOMUCCHY BpaueOHOM KOMUCCHHN) CUATAETCS TIPUHATHIM, eCJTH
ero TMOAJEepXKal0o He MeHee [BYX TpeTel ujieHOB BpaueOHONW KOMMCCHHU (TTOJKOMHCCHU BpaueOHOM
KOMMCCHH), TPUCYTCTBYIOIMX Ha 3acelaHWX BpaueOHON KomuccHd (TIOJKOMUCCUM BpaueOHOM
KOMMCCHH).

15. Pemenve BpaueOHONW KOMHCCHM (TIOJKOMHCCHMHM BpaueOHOM KOMHCCHH) O(OPMIISeTCS
MIPOTOKOJIOM Ha OyMa)KHOM HOCHTeJe, TIOJMChIBAEMOM TPUCYTCTBOBABIIMMH Ha 3aceZlaHUU UeHaMH
BpaueOHOM KOMHUCCUM (TTOAKOMHUCCUM BpaueOHOW KOMHCCHM), WK (HopMUpyeTcs: B hopMe 371eKTPOHHOTO
JIOKYMeHTa, MOANMUCAHHOTO YCUIeHHBIMU KBAaTU(UI[MPOBAHHBIMUA 3/1€KTPOHHBIMU TIOJAMUCSAMYU YKa3aHHBIX
JIWLI, B CPOK, He TPEBBIIAIHI Tpex pabounx JHe Co JHS TIPOBe/leHus 3ace/jaHus BpaueOHOW KOMUCCHU
(moiKoMHUCCHUY BpaueOHOM KOMHCCHH), KOTOPBIM COZIEP)KUT CIeYIOIHe CBeZeHNS:

1) maTa mpoBezieHUs 3acejaHUs BpaueOHON KOMUCCHHU (TIOJKOMHUCCHH BpauebHON KOMUCCHN);

2) COMCOK  ueHOB  BpaueOHOW  KOMHMCCHU  (TTOAKOMHUCCHM — BpaueOHOM  KOMHCCHH),
NIPUCYTCTBOBABIIMX Ha 3aceZlaHUy BpaueOHOM KOMUCCHH (TTOJKOMUCCHY BpaueOHON KOMUCCHUH);

3) mepeueHb OOCY)KJABIIMXCS Ha 3acelaHUM BpaueOHOM KoMuccHU (TIOAKOMHCCHM BpaueOHOM
KOMUCCHUM) BOTIPOCOB;

4) perieHre BpaueOHOM KOMUCCUM (TIOJJKOMUCCUM BpaueOHOM KOMUCCHU) M €T0 000CHOBaHUE;

5) cBemeHusi 00 WHAWBUAYaJbHOW HENEePeHOCHUMOCTH B3aMMO3aMeHsieMbIX JieKapCTBEHHbBIX
nipernapartoB (MpU TIPUHATHM BpaueOHONW KoMucCcHel (TOJKOMHMCCHEH BpaueOHOW KOMUCCHM) pelleHus,
yKa3aHHOro B moAnyHkTe 8 nyHkTta 20 HacTosero [Topsiaka.

16. BhInrcka U3 MpOTOKOJ1a BpaueOHOM KOMUCCHU (TTOJKOMUCCHU BpaueOHOM KOMUCCHU) BbIIaeTCsI
TalieHTy U (WIK) ero 3aKOHHOMY TIpe/ICTaBUTe0 MO0 MHOMY /ULy, YKa3aHHOMY Tal[ieHTOM UM ero
3aKOHHBIM TIpeJiCTaBUTe/IeM B TNHMCbMEHHOM COTJIaCMM Ha paj3rjailleHue CBeJeHUi, COCTaBJ/ISIOUX
BpaueOHyO TaliHy, WM WHPOPMUPOBAHHOM [JOOPOBOJILHOM COTJIACMM Ha MeAWI[MHCKOe BMeIaTebCTBO
(manmee - WHOe JIMIIO), TIO 3arpoCy, HAMPaBJIeHHOMY B TOM YKCJIe B 37IeKTPOHHOU (popme, Ha OyMaKHOM
HocuTesie U (WK) B (hopMe 37IeKTPOHHOTO IOKyMeHTa B CPOK, He TIPeBbIMAIOIINIA TpexX pabouux JHel co
[IHSI TIOCTYTI/IEHUS] B MeIMLIMHCKYIO OpraHM3aL{{i0 YKa3aHHOTO 3arpoca.

17. TIpoTokosibl BpaueOHOM KOMUCCHH (TTOAKOMHCCUY BpaueOHOM KOMHCCHN) TIO//IEXKAT XPaHEeHUTO
B TeUeHUe JIeCSITU JieT.

18. TIpencemarenb BpaueOHOM KOMUCCHU eXKeKBapTalbHO, a TaKKe M0 UTOraM Tojia Tpe/iCTaBIIsieT
PYKOBOJUTE/TFO MEAMLIMHCKOW OpPraHU3alii MMCbMEHHBIH OTUeT O ZeATeIbHOCTH BpaueOHON KOMUCCUU U
MOIKOMHCCHI BpaueOHON KOMUCCHH.

19. KoHTpo/nb 3a /1eATe/IbHOCTbI0 BpaueOHOM KOMHUCCHU U TIOJKOMMCCHU BpaueOHON KOMHMCCHU
OCYILIeCTBJISIET PyKOBOJWUTEb MEJULIMHCKOW OpraHu3aluu.

20. BpaueOHast KOMUCCHSI MOXKET OCYIL[ECTBISTh CIeyIoLe (QyHKIHH:

1) npuHATHe pellleHMH 0 BOMPOCaM COBEPIIEHCTBOBAHMS OpPraHM3alliyd OKa3aHWsi MeJULIMHCKON
TIOMOLL{M HaCceJIeHHI0 Ha OCHOBE BHeJPeHUs CUCTeMbl MeHe/)KMeHTa KauecTBa;

2) TIpUHSITUe pelIeHWd MO0 BOIMpOcaM Ofpefie/ieHusl MOAXO0J0B K BHEJDEHUID B MeIWLMHCKOMN
OpraHu3allui TeXHOJIOTHH, HarpaB/ieHHbIX Ha pallMOHa/IbHOe WCIMO/b30BaHUe BPEMEHU IallieHTa |
MeIMLUHCKOT0 paboTHUKa, 0becrieueHst KOM(MOPTHOCTH yCJIOBUM TIPeA0CTaB/IEHHUS] MEAULIMHCKUX YCIIYT;

3) TpuUHSATHEe pellieHui Mo BompocamM NPOGUIAKTUKH, AUArHOCTUKU, JIeUueHUs, MeJUL[UHCKOMN
peabWIMTaLIK, B TOM YHC/Ie CaHAaTOPHO-KYDOPTHOTO JieUeHHs, TIPOBeZIeHHs MeJULIMHCKUX SKCTepTH3,
MeJWLIMHCKUX OCMOTPOB W MeAMLIMHCKUX OCBU/IeTe/IbCTBOBAHUM, Orpe/esieHuss MnpodeccruoHambHON
TIPUTOAHOCTA HEKOTOPBIX KaTeropwii pabOTHUKOB W CBsi3u 3abosieBaHuWs C mipodeccueil B Cydasix,
yCTaHOBJIEHHBbIX 3aKOHO/IaTeJbCTBOM Poccuiickoir Pezepariyy, B Haubosiee CIOXKHBIX U KOHQIUKTHBIX
CJlyuasix, TpeOyHOIIUX KOMUCCHOHHOTO PaCCMOTPEeHWUS;
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4) ormipefieieHHe TPYAOCTOCOOHOCTH TpaXkJaH B CAyyasiX, YCTaHOBJIEHHBIX 3aKOHO/ATe/LCTBOM
Poccutickoit @efepaiuuy;
5) MpojjieHHe JIMCTKOB HETPY/0CIIOCOOHOCTH B CJ/lydyasiX, YCTAHOBJEHHBIX 3aKOHO/IaTeJhCTBOM

Poccutickoit @egepaiuuy;

6) TpUHSATHE pelleHus1 O HarpaB/JeHUM TMalyeHTa Ha MeJUKO-COLMaJbHYH0 SKCIepTU3y B
COOTBETCTBUHM C 3aKOHO/ATe/bCTBOM Poccuiickoit ®epepariyu;

7) OIleHKa KauecTBa, OOOCHOBAaHHOCTH ¥  3((HEKTUBHOCTH JieueOHO-AUarHOCTHUECKUX
MepOTIpUSATUI, B TOM UHMC/Ie Ha3HAUeHHs JIeKapCTBeHHbIX TPeraparos;

8) npuHsTHe pelleHMs O Ha3HAUeHUM U NIPUMEeHEeHUH JIeKapCTBEHHBIX MperiapaToB, MeJULIMHCKUX
U3ZleNuid M CrieliMaJu3upOBaHHbIX MPOJYKTOB JieueOHOrO MUTAaHMS, He BXOJSMIIMX B COOTBETCTBYIOLIUN
CTaHJAPT MeJULIMHCKOW TIOMOLM WA He TIPeJyCMOTPEHHBIX COOTBETCTBYIHOIeH KIMHUYEeCKON

peKoMeHfial[iei, JIM00 10 TOProBbIM HAMMEHOBAHMSM TPU HaIWYMU MEAWIUHCKUX TTOKa3aHWH
(MHIVBUYaTbHOU HETIePeHOCUMOCTH, 110 )KU3HEHHbIM TTOKa3aHUsIM);

9) BBIHECEHHe 3aK/IIOueHHWss 0 HeoOXOAWMOCTH He3aMeJIUTebHOro obecrieyeHusi KOHKPETHOTO
TPaXJaHWHA C TSDKEIbIM >KA3HEYTPOXKAIOIIMM U XPOHUYECKMM 3a00/ieBaHMEM, B TOM UKC/Ie PeAKUM
(opdanHbIM) 3ab0/1€BaHKEM, KOTOPBIN TOMyYas TIOAEP)KKY B paMKax JesiTelbHOCTH DoH/a TIo/1epP>KKU
JeTell C TsOKeMbIMUA JKU3HEYTPOJKAIOIMMU M XPOHUUECKMMH 3ab0/ieBaHUSMU, B TOM UHC/ie PeJKUMU
(opdanubIME) 3ab60neBanusiME, "Kpyr nobpa" (ganee - ®oHA) 40 JoCTKeHUs1 UM 18-y1eTHero Bo3pacta u
obecrieueHre OKa3aHHsI MOAJEP)KKHA KOTOPOMY ocyiiiecTB/sieTcsi @OHZIOM B TeUeHHE OJHOTO Tofia Mocjie
JOCTIKeHus: UM 18-71eTHero Bo3pacTa, /MO0 TPYIN Takux rpaxkzaaH (gasee - feTH C opdaHHBIMU
3a00/1eBaHMsIMH) JIEKAPCTBEHHBIM TIperapaToM U3 pe3epBa JIeKapCTBEHHBIX MperapaToB, BK/IIOUEHHBIX B
TIepevyHy [i/Isi 3aKyTOK, B Le/IsIX He3aMeJTUTeTbHOT0 obecrieueHusi Heorpe/ie/IeHHOW TPYNIbl JeTeld C
opdaHHbIMU 3a00/IEBaHUSIMUY;

10) npuHsiTHE pellieHHst 0 HeOOXOAUMOCTH Ha3HAUeHUs JIeKapCTBEHHBIX MTPerapaToB, He BXOASIINX
B IepeueHb >XU3HEHHO HEOOXOAWMBbIX W Ba)KHEMINWX JIEKAPDCTBEHHBIX TMpernaparoB (TPU OKa3aHUH
Me/IMI[UHCKOM TIOMOIIM B paMKaxX OpPOrDaMMbI T'OCY/IapCTBEHHBIX TapaHTHM OeCrlaTHOTO OKa3aHUs
rpakJjaHaM MeJULMHCKOW TTOMOLLIN);

11) B ciayuvae MpUHSTUSL pellleHHMss O Ha3HAYeHUWM He 3aperucTpupoBaHHOro B Poccuiickoit
denepaliuu 1eKapCTBEHHOTO TIperapaTa, ornpe/iesieHre TIopsiZika ero MprMeHeHHs1 Ha OCHOBe UK C YUeTOM
WHCTPYKLIMK TI0 TIPUMEHeHHI0 (J03MPOBKH, Crioco0a BBeeHUS W TIPUMEHEeHUs], peXXUMa [J03UpPOBaHUS,
NIPO/IOJDKUTENIbHOCTA JieueHWss U 00OCHOBaHMs Ha3HAUEHWsS JIEKAPCTBEHHOTO TIperapara), BKJIHOYast
HabJroieHye 3a Mal[eHToM, TIPUMEHSIFOIIMM TaKOH Mperiapar;

12) mpuHsATHe DpellleHUs] O Ha3HAUeHUM He3aperucTpUpoBaHHbIX B Poccuiickoii ®enepariyu
MeULIMHCKUX U3/ie/Ui TIPH Ha/TMUUK MeJULIMHCKUX ToKa3aH!H (T10 )KU3HEeHHBIM TOKa3aHUsIM);

13) mpuHATHE pellleHHs1 0 HampaBeHUU coobiieHuit B PesepanbHyto cny>x0y 1Mo Hazizopy cdepe
3[I]paBOOXpaHeHUst B LIe/ISIX OCYIeCTB/IeHWsT MOHUTOPUHTa 0e30TacCHOCTU JIeKapCTBEHHBIX TPeraparoB O
BBISIB/IEHHBIX ~C/yyasiX IMOOOYHBIX [IEMCTBUH, He VKa3aHHbIX B MHCTPYKI[MM TIO TPUMEHEHHIO
JIEKapCTBEHHOT'O TIperapaTa, Cepbe3HbIX He)KenaTe/bHbIX peaklUid W HemnpeJBHeHHbIX HeXKelaTelbHbIX
peaki[uii Mpu MpUMeHeHUM JIeKapCTBeHHbBIX TperapaToB, B TOM UHCJ/e TIOCTY>KUBIIMX OCHOBaHWEM JJisi
Ha3HauyeHUs JIeKapCTBEHHbIX MPerapaToB B COOTBETCTBUU C MOJANYHKTOM 8 HACTOSIIIIero MyHKTa;

14) mpuHsITHe pellieHUs TI0O BOMIPOCaM Ha3HaueHUs ¥ KOPPEeKLIUW JieueHus: B 1[e/iIX yueTa JJaHHBIX
MareHToB Tpu obecrieueHUM JieKapCTBEHHBIMM TIperiapaTaMd B COOTBETCTBMM C 3aKOHO/AaTeIbCTBOM

Poccutickoit ®efepanyy;

15) mpuHsSTHe pellleHHsI O Ha3HAUEHWM JIeKapCTBEHHBbIX TIperapaToB B C/Iydasix U B TIOPS/KE,
KOTOpble YCTaHOBJ/IEHbI HOPMAaTUBHBIMU TIPaBOBBIMU akTamu Poccuiickoii Pepepaijuu U CyOBEKTOB
Poccutickoii defepalyy, yCTaHaBIMBAIIMMH TOPSAOK Ha3HAueHUWsI W BBIMUCHIBAHUS JIEKaPCTBEHHBIX
riperapaToB, BK/IlOUasi HapKOTUUeCKWe JieKapCTBeHHbIe TiperapaThl U TICUXOTPOIHbIE JieKapCTBEHHbIE
mperapaTtbl, a TAaK)Ke JIeKapCTBEHHBIX TIperapaToB, o0ecriedeHHe KOTOPBIMU OCYIIECTB/ISIETCS B
COOTBETCTBUM CO CTaHAApTaMU MeAMLIMHCKOW TOMOIIM TI0 pelienTaM Bpaua (¢esb/iiepa) Npyd OKa3aHWUU
roCyJapCTBEHHOM COIMAaIbHOM IMOMOIIU B BUle Habopa ColaibHBIX YCIIYT;

16) mpuHSTHE pelleHus O Ha3HAueHWH OTAeTbHOMY TallMeHTy OWOMeIUITMHCKOTO K/IETOUHOTO
NPO/IyKTa, TIpeJHAa3HAUeHHOrO /i1 MCIIOJIHEHWS WHIWBUAYaJbHOTO MEJUIIMHCKOTO Ha3HaueHWst
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OMOMEeUITMHCKOTO KJIeTOUHOT'O TIPOZYKTa, CIIel[Ha/ibHO TIPOW3BEJEHHOTO /IS OT/AEIbHOTO TalkeHTa
HETIOCPe/ICTBEHHO B MeJUI[MHCKOM OpraHHW3al[id, B KOTOPOW IIPUMEHsIeTCs AAHHbINA OHOMeIUI[UHCKUN
K/JIeTOUHBIM TIPOAYKT (Zasiee - WHAWBUAYaJbHBIH OMOMEIMIIMHCKUN K/I€TOUHBINA TPOAYKT), U KOTOPOU
TIPeJIOCTaB/IeHO pa3pellieHre Ha TIPOM3BOJCTBO W TPUMeHeHWe WH/MBHAYalbHOrO OHOMeIULIMHCKOTO
KJIETOUHOTO TIPO/IyKTa;

17) mpuHsATHe pellleHUss O TPUMEHEeHUH OWOTEeXHOJOTMYEeCcKOro JIeKapCTBEHHOIO TIperiapaTa,
Tipe/[Ha3HaueHHOr0 /IJIsi PUMeHeHUs] B COOTBETCTBUM C UH/AWBU/ya/IbHBIM MeJUIIMHCKUM Ha3HaueHUueM U
CHelMaJbHO W3TOTOBJIEHHOTO /i1l KOHKPETHOrO TaljMeHTa HeroCpeJCTBEHHO B MeAULIMHCKOW
OpraHu3alvu, B KOTOPOUW MPUMEHSIETCSI TaKOW OMOTEXHOIOTMUeCKUH JIeKapCTBEHHBIH Tperapar, UMeIoI Ui
B CBOEM COCTaBe COeJUHEHUs, CHHTe3WpOBaHHble IO pe3y/jbTaTaM TeHeTUUeCKUX UCC/IeZl0BaHUN
MaTepuasa, IIOJlyUeHHOTO OT TalMeHTa, AJi1 KOTOPOTO W3rOTOB/JIEH TaKOW OMOTEXHOIOTMUECKUM
JleKapCTBeHHBIM TIperapaT (Jjasee - WHAWBUAYaIbHbI OMOTEXHO/IOTHYeCKHN JIeKapCTBeHHBIM Mperapar),
TIPU HAJIMUUU Y YKa3aHHOW MeJIUI[MHCKOM OpraHM3alliy pa3pellieHusi Ha TIpUMeHeHre WHAWBUAYalbHOTO
OMOTEeXHOIOrMYeCcKOro JIeKapCTBEHHOTO TIperapara;

18) mnpoBeseHwe oTOOpa MAlMEHTOB B COOTBETCTBMM C TODSAKOM OpraHW3aliyd OKa3aHWUs
BBICOKOTEXHOJIOTUUHOM ~ MEJMLIMHCKOW TOMOIIM C TpPUMEHeHWeM e/IMHOM  roCy/apCTBEeHHOU
MH(POPMALMOHHOM CUCTeMBI B Cpepe 34paBOOXPaHeHus %;

19) BBiZIaua 3aK/IIOUEHHS] O HY>K[JAaeMOCTU BeTepaHa B obecrieueHWM TIpoTe3aMu (Kpome 3yOHBIX
NPOTe30B), TPOTE3HO-OPTOMEAUYECKUMUA W3/e/IUSIMU B COOTBETCTBUM C [IpaBuiamMu obecrieueHust
WHBA/IUZIOB TeXHUUYECKUMU CpeACTBaMH peabWIMTallid W OTJe/IbHBbIX KaTeropui rpakiaH W3 4YKc/a
BeTEpaHOB TipoTe3aMyd  (KpoMme 3yOHBIX TIPOTE30B), TPOTE3HO-OPTOMNENUUECKUMH  W3[e/IHIMHU,
yTBepKJeHHbIMU NocTaHoBsieHreM [1paBurenscTBa Poccuiickoi ®efepauyu ot 7 anpens 2008 r. N 240;

20) ocyiiiecTBIeHHe MeIUI[MHCKOTO OCBU/ETE/ThCTBOBAHMS IMO/I03PEBAEMBIX WM OOBHHSIEMBIX B
COBepILLIeHUH TIPeCTYTUIEHUM, B OTHOILIEHUM KOTOPbIX u30paHa Mepa TipeceueHusi B BU/le 3aK/TFOUeHUs TI0/
CTpa)ky, Ha TIpeJMeT Ha/JMuUusl Y HUX TSDKeIoro 3abo0sieBaHUs], BK/IFOUEHHOTO B IIEPEUEHBb TSDHKEIbIX
3aboneBaHWl, TPENSTCTBYIOIIMX CO/IEP)KAHWIO TIOZ, CTPa)kel T0Z03peBaeMbIX WM OOBUHSIEMBIX B
COBepIIIeHUU TIPeCTYIIeHUM, YTBep)KAeHHbIM nocrtaHoBneHueM [IpaBurensctBa Poccuiickoit ®epepaiiyu
oT 14 siuBapst 2011 r. N 3;

21) mpoBezieHre 00sI3aTeTbHOTO MICUXUATPUUECKOTO OCBU/IETE/TbCTBOBAHMS;

22) BbIJaua CIpaBKM 00 OTCYTCTBMM MeAWLUHCKUX TIPOTHUBOMOKA3aHUM [ paboThl C
WCTI0/Tb30BaHNEeM CBe/IeHUM, COCTaB/ISIFOIINX TOCY/JapCTBEeHHYIO TaltHy;

23) BblHeCeHWe MeAMLIMHCKOrO 3aK/I0UeHMsi O TOM, UYTO TPU U3BbSTUM OPraHOB U TKaHeW s
TpaHCIUIaHTaL[UH (Tlepecajikv) Y )KMBOT'O JOHOPA ero 3/I0pPOBbI0 He OyZieT MPUUMHEH 3HAUUTE/TbHBIN BpeJ;

24) B3auMo/ielicTBHE B paboTe 110 BOIPOCAM, OTHOCSIIIIMMCS K KOMITeTeHI[UY BpaueOHOW KOMUCCHUH,
C TeppuTopuanbHbIMU (hOHAAMHK 00s13aTeTbHOT0 MeJUIIMHCKOr0 CcTpaxoBaHUs, POHIOM MEHCUOHHOTO U
colMa/sibHOTO CcTpaxoBaHus Poccuiickoit Pefepaijuy, TeppuUTOpHanbHBIMM oOpraHamMu PejepasbHON
CTy>kOBbI TI0 Haz3opy B cdepe 3apaBooxpaHeHus: U DeepanbHON C/Ty>KObI TI0 HAZ30py B cdepe 3aIlyTh
npaB ToTpeOuTesiel U OGsaromonyursi 4eoBeKa, ¢efepasbHbIMU YUPEKIEHUsMH MeJUKO-COLMaTbHOM
9KCIePTU3bl, CO CTPAXOBBIMU MeIULIMHCKUMU OpTaHU3al[UsiIMU, UHBIMU OpraHaMUu U OpraHu3alyisMu;

25) vHble (YHKLUU, NpeyCMOTPeHHble (efepanibHbIMU 3aKOHAMHM, HODMAaTHBHBIMU MPaBOBBIMU
aktamu IIpe3uzenra Poccuiickoii ®epnepaiiuu, IlpaBurensctBa Poccuiickoit @esnepaiiuy, (enepanbHbIX
OpPraHOB HWCIIOJHUTE/IbHOM BJIaCTM W OPraHOB TOCYAApCTBEHHOW BiacTh CyOBekToB Poccuiickoit
depepaLu.

21. Tlo pelleHH0 DPYKOBOAWTENST MeAWLMHCKOW OpraHW3alud BpayeOHasi KOMHCCHUSI MOXKeT
OCYIIIeCTBJISITh C/ieAyroiye GyHKIUU:

1) paspaboTka v BHeJpeHHe MepOIIPUSATHI, HAlpaB/ieHHBIX Ha TOBBIIIEHHEe KayecTBa jeuebHO-
JUAarHOCTUUECKOW paboThl, B TOM 4UHC/e MpeAyNpexJeHre W YCTpaHEeHWe HapyIIeHWH B Mpoljecce
JMArHOCTUKH U JieueHUsl TIallMeHTOB, CHIDKeHHe TIoKa3areseld 3ab60/ieBaeMOCTH, CMEPTHOCTH, OOTbHUYHOM
JIeTa/IbHOCTU Y UHBAIUTHOCTH;

2) ompefeneHve TIOAXOJOB W BO3MOKHOCTA TIPUMEHEHHUsI B MeJULMHCKOW OpraHu3aluu
COBPEMEHHBIX METOZOB MPOMUIAKTUKH, TUATHOCTUKH, JIEUEHUsT U MEJUIIMHCKON peadM/IUTAlLU C YUeTOM
MeXX/1yHapOJHON MeIULIMHCKON MPaKTUKWY;
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3) oOleHKAa TIpOBefleHUsT MeAWIMHCKUMU paOOTHUKAMU KOHCY/JbTalMid C TIpUMeHeHWeM
TesleMe/JMLIMHCKUX TeXHOJIOTUH, aHa/n3 CBOeBPeMEeHHOCTH 1 KauecTBa UX IPOBeJeHNUsT;

4) ananu3 3ab0/IeBaeMOCTH, B TOM UHC/ie MaTepeili U HOBOPOXKJEHHBIX, BHYTPHUOOJTBHUYHBIMU
vHbeKIUsAMH, pa3paboTka U peaiu3aldss MeponpusTuid 1o  TpoduiakTHKe 3a00/1eBa@MOCTH
BHYTPHUOO/IbHUYHBIMUA UHDEKIUSIMY;

5) opraHu3alys U MpOBe/ieHre BHYTPEHHEro KOHTPOJS KauecTBa M 6e30MacHOCTH MeJMLMHCKOM
JesiTe/TIbHOCTH;

6) opraHM3alIOHHO-METO/MYecKasi TIOJlep)KKa yueTa He)KelaTedbHbIX COOBITUH  TIpU
OCYIIIeCTB/IEHUM MeJULIMHCKOW [JesTelbHOCTH MeAWL[MHCKOW opraHu3arnueli (pakToB v 0OCTOSTE/NBCTB,
CO3J,al0IIMX Yrpo3y NPUYMHEHUs] WM TOBJIEKIIMX MPUYMHEeHWe Bpejia >XU3HU U 3[J0POBbI0 IPaKAaH U
(M) MeAWIIMHCKMX PaDOTHUKOB, a TakKe TMPUBEANIMX K y/JIMHEHHIO CPOKOB OKa3aHWs MeJULIMHCKON
TIOMOIIIN);

7) pa3paboTKa OpraHM3alMOHHO-METOJMYeCKMX MaTepuasioB Ti0 paboTe MeaULIMHCKOMN
OpraHv3aLy U [JoBeZleHHe UX /10 CBe/leHUs] MeIUIIMHCKUX pabOTHUKOB;

8) opranu3arust UHPOPMaIMOHHO-00pa30BaTe/TbHBIX MEPOTIPUSTHUMN /IJIs1 MeAULIUHCKUX PAOOTHUKOB
10 BeZleHHI0 (hOpM CTaTUCTUYECKOro y4yeTa U OTUETHOCTHU B C(pepe 3/jpaBOOXPaHeHUS;

9) uHble QyHKLMH, He POTHUBOpeUallie 3aKoHoAaTenbCTBy Poccuiickoit @esepaiyu.

22. BpaueOHast KOMUCCHSI MeIUIIMHCKOW OpraHu3aL{uy, No/iBeJOMCTBEHHOI (eiepalbHOMY OpraHy
WCTIOJTHUTE/IHON BJIaCTH, M BpaueOHasi KOMUCCUsI KpaeBoW (pecryO/IMKaHCKOM, 00/1acTHOM, OKPYKHOM)
OONMBHULIBI, SIBJISIIOIIENCS BeAyilell MHOronpoduIbHON MeAWLIMHCKOW OpraHu3aliell Ha TeppUTOPUU
cyowekTa Poccuiickoit dezpepariu, 1ojBeJOMCTBEHHON MCIIOJTHUTEILHOMY OpraHy cyobekta Poccubickoi
@enepanuu B cepe 0xXpaHbl 340pOBbsl, TOMUMO OCYILIeCTB/IeHUS (PYHKLMI, yKa3aHHbIX B yHKTax 20 1 21
Hacrosilero [lopsiika, MpUHMMaeT pellleHWe O Ha3HayeHWH He 3apervcTpyMpoBaHHbIX B Poccuiickoit
defepaluM 1eKapCTBEHHBIX perapaToB B C/Iyvasix:

1) orcyrcTBUs 3apeructpupoBaHHbIX B Poccuiickoit defepaljuM aHajOroB JieKapCTBEHHbIX
TIperaparos;

2) otcyTcTBUs 3QdeKTa OT MPOBOAUMOI Teparuu W MpPOrpecCUpyolieM yXYALIeHUd COCTOSHUS
3[10pOBbsI NALIVEHTa;

3) OTCYTCTBUSI ajbTepHATHMBHBLIX (HeMeJWKaMeHTO3HbIX) MEeTOJOB TMpO(MUIaKTUKU, JIeUeHUs U
Me/JULIMHCKOW peabuiuTanuy;

4) Hanmuusi UHAVMBUYaJbHOW HerepeHOCHMOCTH 3aperucTpupoBaHHbIX B Poccuiickoit Pepepariyin
aHaJI0roB JIeKapCTBEeHHBIX IpernapaToB.

! Yacrp 2 crathu 48 ®enepanbHoro 3akoHa ot 21 HoaOpsa 2011 r. N 323-®3 "O6 ocHOBax 0XpaHbl 340POBbsi TPaXKAaH B
Poccutickoit eneparmn’.

2 Yacrs 8 cratbu 34 degepansHoro 3akoHa ot 21 Hosa6ps 2011 r. N 323-@3 "O6 ocHOBax 0XpaHbl 370POBbA IPaXK/IAH B
Poccuiickoit ®epeparun’.
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