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O BHeceHMH M3MEHEeHHit
B Ilopsinok npeacraBiieHns 3asiBKH Ha o0ecrieueHue JeKapCTBEHHLIMHU
npenaparaMmi, MeIHUMHCKUMH H3JeJTHAMHU, TEXHHYECKHUMH CPeICTBAMHU
peadHIMTAIMH, HA OKa3aHHe MeJHIMHCKOWH NOMONIH (IPH HEOOXOAMMOCTH
3a npenenamu Poccuiickoi @egepanun) KOHKPETHOMY PeOeHKY € TSKeJIbIM
KH3HEYIPOKAIOIIMM MM XPOHHYECKHM 3200J1eBaHHEM, B TOM YHCJIEe PeAKHM

(opdannbim) 3a00/1eBaHneM, YTBEePKIA€HHbI MPUKa3oM MuHHCTEPCTBA
3apaBooxpaHenns Poccuiickoii ®@egepanun ot 7 nexadps 2023 r. Ne 6651

B coorBerctBuuM ¢ myHkTtoM 21 [lpaBun oOecnedyeHHs OKa3aHHS MEIULMHCKOM
noMoiy (npu HeoOXoAMMOCTU 3a mpenenaMu Poccuiickoit ®enepaliiu) KOHKPETHOMY
PEOEHKY C TSKENBIM )KH3HEYTPOXKAIOIIUM WIH XPOHHUECKUM 3a001C€BAHUEM, B TOM YHCJIE
peakuM (opdaHHbIM) 3a0oseBaHHeM, JTHOO TpyIIaM TaKHUX JeTed, YTBEPIKICHHBIX
noctaHoBieHueM IlpaBurenscrBa Poccuiickoit @enepanuu ot 21 mas 2021 r. Ne 769,
NpHUKa3blBalo:

1. Brectu wusmenenuss B Ilopanmox mnpexncraBieHusi 3asiBKU Ha OOECTiCUEHHE
JIEKapCTBEHHBIMU NpenapaTaMi, MEAULMHCKUMU U3JETUIMHU, TEXHUUECKUMU CPEeICTBAMU
peabminTanuy, Ha OKa3aHHEe MEIUIIMHCKON IMOMOIIH (IIPH HEOOXOTUMOCTH 3a MpeIeiaMu
Poccuiickoit ®Penepalii) KOHKPETHOMY peOEHKY C THKENBIM KH3HEYIPOXaOIIUM
WIM XpPOHUYECKMM 3a00/ieBaHMEM, B TOM 4HCIe peakuM (opdaHHBIM) 3a00ieBaHHEM,
YTBEPXKICHHBIN TIpHKa3oM MuHucrtepcrBa 3apaBooxpaHeHuss Poccuiickoit ®enepanuu
ot 7 nexabps 2023 r. Ne 6651 (3apeructpupoBaH MUHHCTEPCTBOM HOCTHIMH PoccHiCKOM
®denepauuu 25 nexabps 2023 1., perucTpaidoHHbIH Ne 76625).

2. Hacrosmuil npuka3 BCTymaeT B CHJIY II0 HCTEYCHUM JCCATH JHEH

nocjae IHsA €ro O(pHUHUAIBLHOrO ONMyOIHMKOBaHMS, 3a MCKJIIOUYEHHEM ab3aia 4eTBEPTOro
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TOJIYHKTa «I» IIyHKTa 7 M3MEHEHHH COINAaCHO NPHJIOXKEHHUIO K HACTOSIIEMY IIpHKas3y,

KOTOpBIHN BCTymaeT B cuity ¢ 1 utons 2025 r.

Munuctp M.A. Mypamiko



IIpunoxxenue
K npukasy MUHHCTEPCTBA 31paBOOXPaHEHUS
Poccuiickoit @enepauuu

oT« 24 » W@/A//mﬁ/ 20251. Ne /75 4

U3menenns, kotopbie BHOCATcA B [lopaaok npeacraB/ieHus 3asiBKH
Ha obecneveHne JIeKapCTBEHHBIMH NPenapaTaMu, MeAH HHCKHMH
H3JeJIHAMH, TEXHHYECKHMH CpeACTBAMH peaOH/IHTAllHH, HA OKAa3aHHe
MeAMUMHCKOH NoMoLH (IpH Heo6X0AMMOCTH 3a npeaeaamu Poceuiickoii
Pegepanii) KOHKPETHOMY PeGeHKY € TSXKeJIbIM 5KH3HEYIPOXKAIOIIKM
HJIH XpPOHHYECKHM 3a00/IeBaHHEM, B TOM YHcJe peAKuM (opphaHHBIM)
3a00/ieBaHHEM, yTBEPK/IEHHbIH NPHKa3oM MHHHCTEPCTBA 31PaBOOXpaHeHH S
Poccuiickoii @eaepanuu ot 7 nexaéps 2023 r. Ne 665u

1. B nyHkTe 2:

a) ClIoBa «B TeYeHHe 7 KaJeHIApHBIX IHEH» 3aMEHHUTH CIIOBAMH «HE MO3J[HEE
7-ro KaJleHIapHOTO IHA»;

6) mocite cnos «EnuHbIi IOpTaT rocy JapcTBEHHBIX U MyHULMIANBHBIX YCTYT
(byHKUHIA)» NOTOIHUTE CIIOBAMH «, & B CJly4ae BBIHECEHHS BpadeGHON KOMUCCHER
MEIULUMHCKON  OpraHuzauun  Jinbo KOHCHJIIMYMOM  Bpadeil  denepaibHOi
MEIUIUHCKON OpraHM3aliy 3aKII0YEeHHUS O HEOOXOAUMOCTH He3aMeIUTENLHOIO
obecnieueHus [eTel ¢ ophaHHEIMK 3a60/1eBaHUAMH JIEKAPCTBEHHBIM TIPENapaToM 13
pe3epBa JIGKApCTBEHHBIX MPENApaTOB — He MOo3JHee 2-ro paboyero gHSI cO AHS
TIOJIyY€HUS  3as]BJICHUS] 3aKOHHOTO TPEACTaBUTeNss pebeHka ¢  ophaHHBIM
3aboneBanMeM U600 3asBieHNs peGeHKa ¢ opdhaHHBIM 3a00IeBaAHUEM.

2. B nynkre 4:

a) B ab3alle IIEPBOM CIIOBO «HIIM» 3aMEHHTH CJIOBOM «, THOON;

0) ab3an TpeTHil H3I0KHUTH B CIEAYIOLIEH peJaKLnn:

«3asBKa, HaNpaBlieHHass C HCIONb30BAaHHEM HH(OPMALHOHHOIO pecypca
b0 1O 3AUIMIIEHHOMY KaHaly CBA3H, AOMKHA OBITH MOAMMCAHA YCUJIEHHOU
KBaIU(QULMPOBAHHOH DJIEKTPOHHOH TNOANMCHI0 PYKOBOXMTENS HIAM  HHOIO
YIOJIHOMOYEHHOIO JIMLa UCIOJHUTENILHOrO oOpraHa cyObexkta Poccuiickoii
OQenepauet B chepe  oxpaHsl  3710poBbf, (enepambHON  MeIUIMHCKOI
opraHusanuu’ »;

B) JOTIOJIHUTE CHOCKOH | Crieyrouiero conepkanus:

«' Yactp 4 crarbu 5 ®enepanbHOro 3akoHa ot 6 anpeinig 2011 . Ne 63-®3
«O6 371eKTPOHHOM [IOATIUCH).

3. AG3aw nepBbIi MyHKTa 5 U30XKHUTH B ClleIyIOIIeH peakii:

«5. K 3asBKe NpUKIABIBAIOTCA JOKYMEHTHI IO IepedHI0  COIIacHo
npunoxendio Ne 2k Hactosmemy Ilopsnky, c60p KOTOpBIX OcCyliecTBIseTCS




HCIIOJIHUTENBHBIM OpraHom cybwekta Poccuiickoit @enepanuu B cdepe oxpaHbl
300pOBbs, QellepalbHOH MEIUIMHCKOW OpraHu3alueil. YKa3aHHble IOKYMEHTHI
IPEICTABISIOTCS UCIOIHUTENBHBIM OpraHoM cyObekTa Poccuiickoit Denepauun
B cepe oxpaHbl 370pOBbs, (elepalbHON MEAULHHCKOM opranusanueii B ®oH
B BUJE KONMH (TIpH INpEACTaBIEHUH 3asBKH Ha OyMaXHOM HocHTeje) Iubo
3NIEKTPOHHBEIX  00pa3oB  JIOKyMEHTOB, CO3JaHHBIX C [OMOLIBIO  CPEICTB
CKaHUPOBaHUsl (IIPU NPeICTABICHIH 3asBKHU C UCITOJIb30BaHHEM MH(OPMALMOHHOTO
pecypca Uiy 10 3allMIIEHHOMY KaHaJly CBSI3H).».

4. ITyHKT 6 U3110XKUTH B CIIEAYIOLIEH peaaKiiu:

«6. He mo3gnee 5-ro pabodero qHs mocie QHs NOCTYIUIEHUs 3as1BKH B QOHL,
a B Clydyae TOCTYIJIEHHsS 3asdBKM Ha obecreueHue pebeHKa ¢ opdaHHBIM
3a00o/ieBaHMEM ~ JIEKAPCTBEHHBIM  MpPEMNapaToM, BKIIOYEHHBIM B pe3epB
JICKapCTBEHHBIX MpenapaToB, — He Mmo3AHee 1-ro pabouero AHA 4O JHS Hepeaayu
Ha pacCcMOTpeHHe OJKCIepTHbIM coBeToM @DonHga @DOHAOM OCYIIECTBISETCS
IIPOBEpPKa HATMYMS TIOJTHOIO KOMILJIEKTA JOKYMEHTOB COMIACHO NMPHIIOKEHHIO Ne 2
K HacrosieMy Ilopsnky, a Takxe COOTBETCTBUS HMH(popMauuu, comepkamieics
B 3a5BKe, IIPUJIaraeéMbIM K Heil JOKyMeHTaMm..

5. B nyHkre 7:

a) B ab3alie MepBOM CJIOBa «B TeueHue 1 pabouero JHA» 3aMEHUTH CIOBAMH
«B IIpeJielax CPOKOB, YCTAHOBJIEHHBIX ITyHKTOM 6 Hactosutero [Topsaka,»;

0) B ab3ale BTOPOM CIIOBa «B TeueHUe 7 paboumx JHeH» 3aMeHUTD CI0BaMu
«He mo3qHee 5-ro paboyero IHA», MOCIE CIOB «IIOC/TE BO3BPAILEHUS 3aiBKU
@oHIOM» IONONHMUTB CIOBAMH «, & B Cllydae BO3BpalleHHs DOHIOM 3asABKU
Ha oOecrnieyenne pebenka ¢ opdaHHBIM 3a60J€BaHHEM JIEKAPCTBEHHBIM
OpenapaToM, BKIIOYEHHBIM B pe3epB JIEKAPCTBEHHBIX MPENapaToB, B LENIX
He3aMeUIUTENBHOro 00ecieyeH s Heonpe IeIeHHOM ITPYIIbl JeTeil ¢ ophaHHBIMU
3a00/IeBaHUAMY, — He TMO3JHee 2-ro paGodyero AHs MOCIE BO3BPAILCHUS 3asBKHU
DoHIOM».

6. B npunoxenuu Ne 1:

a) paszien 4 U3NOKUTD B CIEAYIOIEH pelaKIUH:

«4. Uadopmanus o IeKapcTBEHHOM IIpenapaTe
(3amosiHseTcss B Cciydae, eCOM 3asBKa NPEACTaBIsSeTCS Ha obecleyeHue
JIEKapCTBEHHBIM IIpEnapaToM)

4.1 MexnyHapoaHoe
HEMAaTeHTOBaHHOE HAUMEHOBaHHE
4.2 JlexapcTtBeHHas popma

4.3 Jo3uposka
4.4 Enununna nsmepenus




4.5 Kox o anatomo-TepaneBTruecKo-
XUMMYECKOU KIacCUpHUKaIMU

4.6 HavmeHoBanne 1o  aHaToOMo-
TepaneBTUIECKO-XUMHUYECKON
Kjaccuduxanuu

4.7 CBeneuus o Ha3zHa4Y€HHOM
JIeKapCTBEHHOM npemnapare
(ciocob BBeieHHs W IPUMEHEHMS,
peXUM JI03UPOBaHMS,
IIPOJOJDKUTEIIBHOCTD JICUCHHS)

4.8 IloTpeObHOCTD Ha IUTAHUPYEMYIO
IIPOJIOJDKUTEITEHOCTD
obecneueHus
(B eAMHHUIIAX U3MEPEHHS)

4.9 IloTpebHOCTL B JieKapCTBEHHOM
npenapare M3 pacyeTta  Ha
TUTaHUPYEMYIO
MPOAOIKUTEITBLHOCTD
obecnieyeHust (B yrakoBKax)

4.10 Cxema pacueTa MOTPeOHOCTH B
JIEKapCTBEHHOM IIpernapare

JlonoHUTEbHbIE CBEACHUS O PeOEHKE

4.11 [Poct (c™m)

4.12 |Bec (kr)

4.13 |TInomasaps moBepxHOCTH Tena (M?)

»;
0) B pasgene 5 Tabauiuy JONOJHMTHL NYHKTaMH 5.5 u 5.6 CIEAYIOLIEro
COLEpKaHUA:

«

5.5 | Enunvna n3Mepenus

5.6 | Cxema pacuera notpeGHOCTH
MEJMIMHCKOTO HU3JIENHS

»;
B) pazjien 10 U310XHUTH B clieAyIOIEl peqakImu:

«

Kareropuss nereii ¢  opdannsimu | [loaTeepixaeHue COOTBETCTBUS
3a00/ICBaHUSMH, KOTOPBIM IIOKa3aHO | KATETOPUM JeTel, KOTOPBIM MOKA3aHO
Ha3HayeHUe JIEKapCTBEHHBIX | Ha3HaYeHue JIEKapCTBEHHBIX




IpenaparToB, MeJUIUHCKAX H3JeNHil U | [IpenapaToB, MEAUIMHCKUAX H3IEIHHA U
TEXHUYECKHUX CPEICTB peabMIINTalu | TEXHHYECKUX CPEJICTB peabrInTaluu

».

7. B ipusnioxxerun Ne 2:

a) IMyHKT 2 U3JI0XKHTD B CIEAYIOIIEN pelaKLIH:

«2. BplnMcka M3 MEAMLIMHCKOM IOKyMEHTalMH pebeHKa C TSDKEJIbIM
)KU3HEYTPOXKAIOIIUM HJIM XPOHUYECKHM 3a00NeBaHHEM, B TOM YHCJIE PEAKHM
(opdannbiM) 3a60MeBaHMeM, TGO IPAXKIAHAHA C TKENBIM XKH3HEYTPOXKAIOLAM
MM XPOHHMYECKMM 3a00jieBaHMEM, B TOM 4HHCIe peakuM (opdaHHBIM)
3ab0oneBaHHEM, KOTODBIH MONydYald MOAJEPKKY B paMKax esTensHoctd Pouia
NOAACPKKH JIeTell C TOKENbIMH JKM3HEYTPOXKAOIIAMH M XPOHHYECKUMH
3a00/IeBaHUSMH, B TOM YHCIE peikuMu (opdanHbMH) 3a6onmeBanusmu, «Kpyr
nobpa» (nanee — @oHx) 10 KocTHKeHHUS UM 18-eTHETO BO3pacta U obeceueHne
OKa3aHHs MOALCPXKKH KOTOpOMY ocyliecTisiercss POoHI0M B Te4eHHE OTHOTO roja
TOCJIe TOCTIKEHU UM 18-J1eTHero Bo3pacTa (J1anee — peGeHOK), BbIIaHHas He paHee
€M 33 OJIMH MECALl A0 JIHs MPEeACTaB/IEHUs 3a4BKH, comepxaluasi MH(OpPMAaLHIO,
IIOATBEPKJAIOUIYIO, YTO:

pe6GeHOK OTHOCHTCS K KaTeTOPHHU ATl COTMacHo NMepeyHio, YTBEPKIAEMOMY
3KCNEPTHBIM coBeTOM POHIAa B COOTBETCTBHU C MyHKTOM 3 [IpaBui oGecrieuenus
OKa3aHusd MEULUHCKOM MOMOIIH (ITPH HEOOXOAUMOCTH 3a npeaenamu Poccuiickoit
Oeniepauil)  KOHKPETHOMY  pebeHKy ¢  TOKeNbIM  KH3HEYIPOKAIOLIUM
HIA  XpPOHMYECKMM 3a0O0JI€BaHMEM, B TOM 4HCIe peAKAM (OpdaHHbBIM)
3abo/ieBaHyeM, OO IpylNnaMm Takkx eTell, YTBEP)KIEHHBIX MOCTAHOBICHHEM
IIpaButensctBa Poccuiickoii ®enepanuu ot 21 mas 2021 . Ne 769 (manee —
IlpaBuna),

3a00JieBaHKe BKITIOYEHO B [epedeHb 3aboNeBaHuii, YTBEpKIacMbIii
SKCIEPTHRIM coBeTOM POHJa B COOTBETCTBUH ¢ myHKTOM 3 [Ipasu,

MEIULHUHCKOE U3JIeNIUe, TEXHHUYECKOE CPEICTBO PeabMIIMTAL[MH BKIFOYEHD]
B I€pEYEHb JICKAPCTBEHHBIX MMPENapaToB, MEAWLUHCKUX H3AEIHH, TEXHHUUYECKHX
CPEICTB peabWiuTalyuy, 3aKynaembix QOHIOM B COOTBETCTBHH C IIYHKTOM 8
IIpaBun (B ciy4ae, ecnu 3asBKa Hpe]CTaBIseTcs Ha obecledeHre MeqUIHHCKIM
H3JIe]TUEM, TEXHHYECKUM CPEICTBOM peabuIIUTaluy),

JIEKapCTBEHHBIH ~ IIpelapar BKIIOYEH B IIepeYeHb  NeKAPCTBEHHBIX
IIpenaparoB, 3aKynaeMblx MUHHMCTEPCTBOM  37paBooxpaHeHHs Poccuiickoil
Qeniepalil WK TOABEIOMCTBEHHBIM €My Ka3€HHBIM YUPEXKICHHEM IS HYX]T
DoHIa, WIKM B IEPEYEHD JIGKAPCTBEHHBIX IIPEHapaToB, MeIULHHCKIAX U3,



TEXHUYECKUX CPEJICTB peadMiIuTaluy, 3akynaeMbix DOHIOM B COOTBETCTBUH
¢ nyHkToM 8 [lpaBun.y;

0) B myHkTe 3 cioBa «(hefepanbHON MEAUIMHCKON OPraHu3allily» 3aMEHHTD
CJIOBaMHU «MEIUIIMHCKON OpPraHu3aliH, 10{BeJOMCTBEHHOMH (eiepaibHOMY Oprany
UCIIOJIHUTENbHOM BIACTH B cepe OXpaHsbl 3710POBbI»;

B) IyHKT 4 IOCJI€ CJIOB «3aKOHHOTO MPEACTABHUTENS» IOMOJHUTH CIOBOM
«pebeHkay;

I') JOIOTHUTH ITYHKTaMH 5-7 CIEeQyIOLIEro COnepKaHus:

«5.Konust macnopra MIM  CBHAETENBCTBA O POXASHHUM pebGeHKa
(MeMUMHCKOE CBUJIETENBCTBO O POXACHUH AJIsi HOBOPOXKAEHHEIX ).

6. Komust nacriopra 3aKOHHOTO IpeJCTaBUTES, TOKYMEHTHI,
NOATBEPXK/AAIOME  MOJHOMOYMS  3aKOHHOTO  IIpeACTaBUTENs  pebeHka
(npu HanMYUwM).

7. Pe3ynbTaTel MCCEJOBaHUH, HOATBEPKAAIONINE COOTBETCTBHE pebeHKa
KaTeropuu Jeteil ¢ opdaHHBIMM 3a00JEBaHHSIMH, IJIs KOTOPBIX ITOKA3aHO
Ha3HaYeHHUE JIEKAPCTBEHHBIX NPENapaToB, METUIMHCKUX U3AEIHI U TeXHUYECKHX
CpPelCTB peabHIIMTAlMK, COINIACHO MEPEeYHI0, YTBEPXAAEMOMY OSKCIEPTHBIM
coBetoM @QoHzA B cOOTBETCTBUU ¢ ImyHKTOM 3 [lpaBmi (B ciydae, ecnu 3asBKa
TMPEeJCTaBIsACTC HA OOeCIeuYeHHe JIeKapCTBEHHBIM MPENapaToM, MeIHLIHHCKAM
U3/1eieM, TEXHUIECKHM CPEJICTBOM peabuIUTaLln).».



