IMPABUTEJIBCTBO POCCHUVMCKON ®EJIEPALIMA

ITOCTAHOBJIEHUE
ot 27 anpensa 2024 r. Ne 554

MOCKBA

O BHeceHMH M3MeHeHHUI B nocranosaenne [lpaBurenscrBa
Poccuiickoii @exepaunu ot 21 mas 2021 r. Ne 769

ITpaButenbcTBO Poccutickon denepaiui MmO CTAHOBJA S € T ¢

1. YTBepauTh mpuiiaraeMble U3MEHEHHMs, KOTOpble BHOcATCS B IlpaBuiia
obecricueHUsT OKa3aHUs MEAUIIMHCKOM momomu (MpU  HEOOXOJIUMOCTH
3a mpexaenamu Poccuiickoit denepaniuv) KOHKPETHOMY PEOEHKY C TSKEIbIM
KUZHEYTPOXKAIOIUM WU XPOHUYECKUM 3a00JIeBaHHEM, B TOM YHUCIE PEIKUM
(opdanneiM) 3aboneBaHueM, JUOO TpyINaM TaKUX JeTel, YTBEP)KICHHBIC
nocrtaHoBieHneM lIpaButensctBa Poccuiickoit @enepamuu ot 21 mag 2021 r.
No 769 "OO6 ytBepxknenuu IlpaBun oOecrieueHUss OKazaHUS METUIMHCKON
nmoMomu (mpu HeobXxomuMocTu 3a Tmpenenamu Poccuiickoit depepariun)
KOHKPETHOMY pEO0EHKY C TSKENbIM KU3HEYIPOKAIOUIUM WIM XPOHUYECKUM
3a0o0jeBaHEeM, B TOM uyucie peakuM (opdaHHBIM) 3abojieBaHUeM, JHOO
rpynmam takux nerei" (Cobpanue 3akoHonaTenbcTBa Poccuiickoit denepariumy,
2021, Ne 22, ct. 3835; 2023, Ne 1, cT. 251).

2. Hacrosimiee mocTaHoOBJIECHHUE BCTyMaeT B cuity ¢ 1 mast 2024 r.

AOKYMEHT TOAMWCAH
SNEKTPOHHOWM NOANUCHIO
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 27 anpeinst 2024 r. Ne 554

N3MEHEHMUA,

KoTopblie BHOcATCA B [IpaBuiia o0ecnieueHus oka3aHUus MeIMIMHCKON
nomMouu (mpu Heo0X0AMMOCTH 32 npeaesaamMu Poccuiickoin @enepanun)
KOHKPETHOMY PeOeHKY C TAKeIbIM KU3HEYTPOKAIIINM WIH XPOHUYECKUM
3a00J/1eBaHHEM, B TOM 4YHCJ€e peakuM (oppaHHBIM) 3a00/1eBaHNEM,
JIH0O0 rpynmnamM Takmx jaerei

1. B mynkre 3 cioBa "B ToM ymcie peakux (opdanHHbIX) 3aboieBaHui,"
3aMEHHUTH clIoOBaMU "B TOM uucie penkux (opdaHHbIX) 3aboneBaHuil (Haiee -
nepedeHb 3aboseBanmin),".

2. [lynkr 14 nonosHuTh ab3aiieM CIEAYIOIIETr0 COCP KAHMS:

"l[Ipemnoxenuss 1Mo OOECIEUEHUI0 OKa3aHUsS MEIUIMHCKON TOMOIIU
neTsiMm ¢ opdaHHbIMH 3a00JICBaHUSIMU C HCIIOJIb30BAHUEM CJIOKHOTO BHIA
MEIUITMHCKON MOMOIIU JIOJDKHBI COJIepkKaTh MPEASIOKEHHS TT0 (POPMUPOBAHUIO
nepeuHs 3a0oyieBaHWil (B ciydyae OTCYTCTBUSI 3a00JieBaHMsI B IEpPEUHE
3a00JieBaHUM) U OMMCAHKUE TAKOTO BUIa MEIUIIMHCKOM MTOMOIIIH.".

3. AG3ai1 BTOpoii myHKTa 15 U3710KUTh B CACAYIOIIEH peaaKiiuu:

"[IpennokeHus: Mo BKJIIOYEHHUIO B MEPEYHH JJIs 3aKYIIOK JIEKAPCTBEHHBIX
pernaparoB, MEIUIMHCKUX HU3JIETUNH U TEXHUYECKHX CPEJCTB peaduIIuTaIuH,
a TaKXKe MPEeUIOKEHUs MO OOCCHEUYCHHIO OKa3aHWsl MEIUIMHCKOW IOMOIIH
neTsiMm ¢ opdaHHbIMH 3a00JICBaHUSIMU C HCIIOJIb30BAHUEM CJIOKHOTO BHIA
MEIUIIMHCKON TOMOIIM B Te4YeHHe 3 pabouux JHEW cO JHS MOCTYIUICHHS
B QOH/I JIOTOJIHUTENBHO HAMpaBisloTca B (enepanbHOE ToCyJapCTBEHHOE
OromkerHoe yupexzaeHue "LleHTp oSKcmepTH3bl M KOHTPOJIS  KadecTBa
MEIMIIMHCKOM momomu" MuHHCTEepCTBa 3/paBooXpaHeHus Poccuiickoit
Oenepanuu  (nanee - LleHTp sKcmepTH3bl) AJIs MPOBEACHHUS KOMILIEKCHOM
OLICHKH U MOJITOTOBKH 3aKJIFOYEHUS. "

4. ITyHKT 18 U30KUTH B CICIYIOMIEH PEIaKIIUN:

"18. 3aknroueHue IlenTpa AKCIIEPTHU3BI JOJKHO COZEPKaTh
pPEKOMEHAAMM O BO3MOYKHOCTH IIPUMEHEHMUSI JIEKApCTBEHHOTO IIperapara,



MEIUIMHCKOIO  H3AENUd W  TEXHUYECKOTO  CpeACTBa  peaduiIuTaluu
WIM OKa3aHWs CJIOKHOTO BHJAA MEAMIMHCKONM TMOMOIIM HAa OCHOBaHUH
UMEIOIINUXCA  JaHHBIX O  KIMHUYECKMX  HCCIENOBAaHMSX,  OTUETax
MPOU3BOAMTENIEH O pe3yJibTaTax IPAKTHUYECKOrO0 MPUMEHEHUs, pe3yJibTaTrax
KJIMHUKO-3KOHOMUYECKON OLEHKH MPOU3BOAMTENEH, pe3yabTaTaX MOHUTOPUHTA
3¢ (HEeKTUBHOCTH B 0€30MaCHOCTH, a TAaK)Ke 3aKIIOYEHNE B OTHOIIIEHUH CJIOKHOTO
BHJIa MEIULIMHCKON OMOIIY O COOTBETCTBUU MOJIOKEHUSAM, IPETYCMOTPEHHBIM
ab3ariem mepBbIM IMyHKTa 6 HacTosmux [IpaBun.".

5. B aG3aue nepBom nyHkra 21:

a) cmoBa 'MepedeHb TSDKENBIX IKU3HEYIPOXKAIOIMUX U  XPOHUYECKHX
3a0oneBaHui, B TOM 4YHCIEe peakux (opdaHHBIX) 3a0o0JieBaHMU" 3aMEHUTH
cJIoBaMH 'TiepedeHb 3a00eBaHUN";

0) cioBa "He mo3nHee 7 KaJEHIApPHBIX JHEH CO IHA MOJYYEHHUsI TaKOTo
3as1BJICHUA" UCKIFOUUTb.

6. Iyt 21! U310XUTH B CIICAYIONIEH pelaKIHH:

"21!. DkcnieptHeiii  coBeT ~ DoOHAAa  BOpaBe  MPHHATH  PEIICHHE
o ¢opmupoBanuu B cyOnrekTax Poccutickoit @eneparnuy 100 B MEIUIIMHCKUAX
OpraHM3alysIX, MOABEIOMCTBEHHBIX (DerepaqbHbIM OpraHaM HCIOJHUTEIBHON
BJIACTU B c(epe OXpaHbl 370pPOBBS, pPE3EpBa JIEKAPCTBEHHBIX MPEMAPATOB,
BKJIIFOYEHHBIX B TMEPEYHU i1 3aKylOK, B MEIAX HEe3aMeIJIUTEIbHOTO
oOecrieueHnsT HEOPEACIICHHON TPYIIBI JAeTe ¢ op(aHHBIMU 3a00JCBaHUSIMHU
(manee - pe3epB JIEKAPCTBEHHBIX IPENAPATOB) B COOTBETCTBUM C HACTOSIIMMH
IIpaBunamu.

VkazaHHOE pElIeHHEe MPUHUMAETCS Ha OCHOBAaHUU IOCTYHHUBILIETO
OT UCTIOTHUTEIIEHOTO oOpraHa cyOnekta Poccuiickoit ®enmeparuu B cdepe
OXpaHbl  3/I0pOBbsl,  MEIMWLUMHCKOM  OpraHu3alu, I[OABEIOMCTBEHHOMN
benepanbHOMY OpraHy HCIOJTHUTEIHHOW BIAcTU B c(epe OXpaHbI 30POBB,
3ampoca O (OpMUPOBAHMM pe3epBa JIEKAPCTBEHHBIX IpernapaToB (paiee -
3a1poc), COTrJIaCOBAaHHOTO IJIaBHBIM BHEILITAaTHBIM CHEUATUCTOM
MunuctepcTBa 3apaBooxpaHenus Poccuiickoit denepannu no 3ab0sieBaHUSIM,
BKJIFOUEHHBIM SKCIIEPTHHIM coBeToM @DoHIa B TMepeueHb 3a0o0JieBaHUN
U B IIEPEYEHb KaTETOPHUN JIETEM.

3ampoc JTOKEH coAepKaTh o00oCHOBaHUE HEOO0XO0IMMOCTH
HE3aMEUIUTEIHHOTO  OOeCredYeHus  HEONpeAeNeHHOW  Tpymmbl  JeTe
c ophaHHBIMH 3a00NIEBaHUSMHU JICKAPCTBEHHBIM MPEMapaToM C YYETOM
MPOTHO3UPYEMOM 3a00JIEBa€MOCTH TaKUX JE€TeW, CBeJeHUS 00 OpraHu3aiuu,
ABJISIFOIIEICS TOJIydaTesieM JIEKapCTBEHHOIO IperapaTa, O MECTE€ MOCTaBKU
JEKapCTBEHHOTO Tpermapara W MPOTHO3HPYEMBIH 00BEM  MOTPeOHOCTH



B JIGKQpCTBEHHOM Tipemapare B cyowbekte Poccuiickoii  deneparum,
MEAWIIMHCKOW OpraHW3allid, TOJABEIOMCTBEHHOW (QelepalbHOMY OpraHy
WCTIOTHUTENbHOM BIACTH B cepe OXpaHBI 3I0POBBS, B OTHOLICHHUH KOTOPOTO
(bopMupyeTcst pe3epB JEKapCTBEHHBIX MPEMapaToB.

Pemenne o ¢opmupoBaHun pe3epBa JEKAPCTBEHHBIX IPENapaToB
opopmiiieTcss MPOTOKOIOM, KOTOPBIM  TOMMUCHIBACTCA  MpeaceAaTereM
skcnepTHoro cosera Gonpa.".

7. JIomoTHUTE MyHKTOM 212 CIIeyONIEero coaepiKanus:

"212. 3asiBka  (pOpMHUpPYETCS]  UCIONHUTEIbHBIM OPraHOM  CYyOBEKTa
Poccuiickoit ®enepaunut B cpepe OXpaHbl  3I0POBbS, MEIUIIMHCKOU
OpraHu3alnei, MOJBEIOMCTBEHHON (heaepalbHOMy OpraHy HCHOJHUTEIbHON
BJIaCTU B cdepe OoXpaHbl 3/10pOBbS, HE NO3JHEE 7-TO KaJeHAAPHOIO JHS
CO JHS MOJYYEHUs 3a8BJICHHS 3aKOHHOTO MPEACTaBUTENS peOeHKa ¢ OppaHHBIM
3a0o0yieBaHMEM, BKJIIOUYEHHBIM B TiepedeHb 3a0oyieBaHMi, TUOO 3asBICHUS
pebenka ¢ opdaHHbIM 3a00IeBaHIEM, TOCTUTIIETO Bo3pacTa 18 neT, ykazaHHOTO
B nyHKTe 21 HacTosmux [IpaBui, a B ciryyae BeIHECEHUS! BpauyeOHOW KOMHUCCHEN
MEIUITMHCKOW OpraHu3anud JHOO KOHCHWINYMOM Bpaued QemepanbHOi
MEIUIIMHCKON OpraHHU3alHH 3aKITIOYCHHUS 0 HEO0OXOAMMOCTH
HE3aMeUTUTEIHHOT0 00ecTieueHUs] TaKuX JAeTed ¢ op(aHHBIMHU 3a00JI€BaHUAMU
JEKapCTBEHHBIM IIPENapaToM W3 pe3epBa JIEKAPCTBEHHBIX INpEnapaToB -
HE No3Hee 2-ro paboyero AHS CO JHS MOJIyYEHHUs] YKa3aHHOTO 3asBICHUS. "

8. IlyHKT 22 M3JI0KUTH B CIEAYIOIIEN pETaKIINN:

"22. OkcneptHbi coBeT DoHma mus okazaHUSA OCTSIM C OphaHHBIMH
3a00JIeBaHUSAMH MEIWIMHCKON TOMOIIM U OO0ECrHeueHusi TaKuxX JeTel
JIEKapCTBEHHBIMU TpenapaTamM, MEIULUUHCKUMU U3JEIUSIMU U TEXHUYECKUMU
CpeICTBaMHU peadMINTAIMU PAacCMaTPUBAET JOKYMEHTHI JETeH, MPUIOKCHHBIC
K 3asBKE, HA COOTBETCTBUE MEPEUHIO 3a00JI€BaHUM, IEPEUHIO KaTEropuil JeTeit
U TEPEYHSM JUIA 3aKYNOK M OCYIIECTBISIET OLEHKY HaJWu4us MEIULIHHCKHAX
MMOKA3aHUM W OTCYTCTBHS MEIHWIMHCKUX NPOTHBONOKA3aHWUM, BKIIIOYAs
IIPU3HAHUE NAIHUEHTOB C XPOHMYECKHMH HEU3JIECYUMBIMU ITPOTPECCHPYIOMMMU
3a00JIeBaHUSMHU WM COCTOSHUSAMH, HYKTAIOIIUMICS B OKa3aHUH MaJUTHATUBHON
MEIUIMHCKOW MMOMOIIH, HE MOo3Hee 14-r0 KaJleHAapHOro AHS MOCJE MTOTYyYEeHUS
3as1BKH, a JOKYMEHTBI, TPUIJIOKEHHBIE K 3asBKE Ha 00ecreyeHue JIEeKapCTBEHHBIM
IIpenapaToM, BKIOYEHHBIM B PE3€pB JICKAPCTBEHHBIX IPEINAapaToB, - B TCUCHUE
3 pabouux IHEW Moce MOJIyYeHUs TAKOW 3asiBKHU.

Obecnieuenne pebeHka ¢ opdaHHBIM 3a00JICBaHUEM JICKAPCTBEHHBIM
IpernapaToM W3 pe3epBa JIEKAPCTBEHHBIX IIPENApaToOB  OCYLIECTBIIAECTCS
HE3aMEJIMTEIbHO  TIOCJI€  YIOBIETBOPEHHUs  3aiBKM Ha  o0ecrieueHue



JEKapCTBEHHBIM IpENapaToM, BKIIOYEHHBIM B PE3€pPB  JIEKAPCTBEHHBIX
IIpEenapaToB, SKCIEPTHBIM coBeToM Ponpa.".

9. Ilyukt 24! U3710XKUTh B CICAYIOICH PEIAKIIUH:

"24!. O HmpUHATHIX YKCIEPTHBIM coBeTOM DOH/A PEHICHUSIX, B TOM YHCIIC
0 HeOOXOAUMOCTH  JTOpaOOTKM  JOKYMEHTOB  JeTed ¢ opdaHHBIMHU
3a00JIeBaHUsAMU, TPWIOKECHHBIX K 3asBKe, DOHA W3BEIIACT HCIIOJIHUTEIHHBIC
opransl cyobekToB Poccuiickoit ®enepanuum B cdepe OXpaHbl 3I0POBbS
¥ MEIULIMHCKHE OpTaHU3allM, TOABEAOMCTBEHHBIE (eAepatbHbIM OpTraHaM
UCIIOJIHUTENIbHOM BJIACTU B cdepe OXpaHbl 30pOBbsi, B TOM YHCIE
C UCTIOJb30BaHUEM MH(OPMAIIMOHHOTO pecypca, He mo3aHee 3-ro pabouero JHs
CO JHS TPUHATHS COOTBETCTBYIOLIEIO pELIEHUsA, a B CIydae HaJIudus
B IIPOTOKOJIE 3KCHEPTHOrO coBeTa PoHAA pelieHns 00 yI0BIETBOPEHUH 3asBKU
Ha o0ecreyeHue JIEKApCTBEHHBIM MPENapaToM, BKIIOYEHHbIM B pPE3EpB
JIEKapCTBEHHBIX NpPENapaTroB, UJIM O HEOOXOJUMOCTH HOPAOOTKH JOKYMEHTOB
peberka ¢ opdaHHBIM 3a00JIEBaHWEM, NPHWIOKCHHBIX K TaKOW 3asBKe, -
HE MMO3JHEE OJTHOTO paboyvero AHs €O JHS MPUHIATHS COOTBETCTBYIOLETO PELICHHUS.

HcnomautenbHble opranbl cyobekToB Poccmiickoit deneparuu B cdepe
OXpaHbl  3JI0pPOBbsl,  MEIUUMHCKHE  OpraHu3alud, IOABEJOMCTBEHHBIE
benepanbHBIM OpraHaM HCIIOTHUTEIHHONW BIACTH B cepe OXpaHbl 30POBB,
00s13aHBI TPEACTABUTH JOpPaOOTaHHbIE JOKYMEHTHI JAeTeld C op(aHHBIMU
3a00JIeBaHUsMH, TIPHIOKEHHBIE K 3asBKe, B TeUeHHe 7 pabouymx THEH mocie
MOJIYYEHHUS] COOTBETCTBYIOIIETO yBenomieHuss DoHIa, a B Cilyyae HPUHATHS
JKcIepTHBIM  coBeToM DoHjga pemeHus 00  yIOBIETBOPEHHHM  3asiBKU
Ha o0ecreyeHue JIEKApCTBEHHBIM MPENapaToM, BKIIOYEHHbIM B pPE3EpB
JIEKapCTBEHHBIX NpPENapaTroB, UJIM O HEOOXOJUMOCTH HOPAOOTKH JOKYMEHTOB
peberka ¢ opdaHHBIM 3a00JIEBaHWEM, NPHWIOKCHHBIX K TaKOW 3asBKe, -
HE To3gHee 2-ro paboyero JHSA TOCJIE TMOJYYEHUS COOTBETCTBYIOIIETO
yBenomienns @onpa.".




