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ot 8 anpens 2026 r. Ne 382

MOCKBA

006 yrBep:xnenun [lpaBui yyacTusi MeIMUMHCKUX OPraHU3alMid,
HAXOIAIIMXCS B BeleHUM (peepajibHbIX OPraHOB
HCIOJHUTEJIbHOU BJIACTH U APYTrux (eaepajbHbIX rOCyI1apCTBEHHBIX
OPraHoOB, B MPEJOCTABJIECHNH MHOTOIETHBIM CEMbAM MepPbI COIIHATbHOI
MO//IEPKKH MO 0eCIUIaTHOMY 00ecle4eHHI0 JIeTeil B Bo3pacre
10 6 JieT JileKapCTBEHHBIMHU MPenapaTaMu 1JIs MeIMIHHCKOT 0
NMPUMEHEeHUs M0 PenenTaM Ha JeKapPCTBeHHbIe Mpenaparbl

B coorBerctBum ¢ nyHkrom 4 VYka3za IlIpesunenta Poccuiickoii
@enepaunn ot 23 gHBaps  2024r. Ne63 "O wmepax couuangbHOMR
noasepkku MHorofeTHelx cemel" IlpaButensctBo Poccuiickoin ®eneparuun
NOCTAHOBJAECT:

Yr1Bepauth npuiiaraemele [IpaBuna ydyactuss MEAUUMHCKUX OpPraHU3ALINM,
HaXOJSIIUXCS B BEACHUU (pelepalbHBIX OPIraHOB MHCIIOJIHUTEIBHON BIIACTH
U Jpyrux (QenepanbHBIX TOCYAApCTBEHHBIX OPraHoOB, B IIPEIOCTABICHUU
MHOTOJIETHBIM CEMbSIM MEphl COLUAIbHONW MOAJAEPKKH M0 OecIiaTHOMY
o0ecriedyeHn0 JeTel B Bo3pacTe 10 6 JIeT JIEKapCTBEHHBIMM IpenapaTtaMu
JUISL METMIIMHCKOTO TPHUMEHEHMs 10 PELENTaM Ha JIEKapCTBEHHBIE MTPEIapaThl.
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 8 anpens 2026 r. Ne 382

IHPABHUJ A

y4YacTUusl MEAMUMHCKUX OPraHu3aIUiil, HAXOAAIIMXCS B BeJeHUN
(enepajibHBIX OPraHOB HCMOJHUTEIbHON BJIACTH U APYrux ¢eaepaibHbIX
rocyJ1apcTBEHHBIX OPraHOB, B MPeI0CTABJIEHUN MHOTO€THBIM CeMbSIM
Mepbl COMAJIBLHOM MOAAEPKKH M0 OeCIJIaTHOMY 00eCIeYeHUIo aeTe
B Bo3pacTte 10 6 JieT JleKapCTBeHHbIMH NpenapaTaMu Il MeIMIMHCKOT0
NpUMeHEeHUs 10 pelenTaM Ha JieKapCcTBeHHbIE MpenapaThl

1. Hacrosime IlpaBuia ompenensitoT MOPSIIOK U YCIOBUS Y4YacTHS
METUIIMHCKUX OpraHU3alMi, HAXOJAIIUXCS B BeACHUHU (elepaIbHbIX OPraHOB
WCIIOJIHUTENIbHON BIIACTU U JIpYTUX (eaepallbHbIX TOCYJAapCTBEHHBIX OpPTraHOB
(mamee - MEIUIMHCKUE OpraHU3alliM), B TMPEIOCTABICHUU MHOTOJCTHBIM
CEMBSM MEpPBI COIMAIBHONW MOAJIEPKKU MO OECIUIATHOMY OOECIEUYEHHIO AeTeil
B Bo3pacTe N0 O JIeT JIEKapCTBEHHBIMH IMpemaparamu JUisli MEIULIMHCKOTO

MIPUMCHCHUS I10 peuienitam Ha JIEKapCTBEHHBIE nperaparbl
(maee COOTBETCTBEHHO - JICKAPCTBEHHBIC IIpemapaThl, Mepa COIHAIBHOM
MTO/ICPIKKH ).

2. YCIOBUSIMHA y4YacTUS MEAULMHCKON OpPraHU3alMU B IPEIOCTABICHUU
MEpHbI COLMATBHON MOAIEPKKH SIBIISIOTCSA:

a) OCYIIECTBIICHUE  MEAUIIMHCKOM  OpraHu3anued  MeAUIIMHCKON
JesTeNbHOCTH Ha  Tepputopun  cyoOwekra  Poccuiickoit ~ ®eneparnum,
3a CUET CPEACTB OIOKETa KOTOPOTO OCYIIECTBISIETCS MPEIOCTABICHUE MEPbI
COIIMATIbHOM MOANEPIKKU;

0) HaJM4KMe y MEAUIIMHCKON OpraHu3aIiy JUICH3UA Ha OCYIIECTBICHUE
MEIUIIMHCKONW  JIEATETbHOCTH, TMpeIycMaTpUBAIONIECH BBITIOJIHEHHE PA0OT
(oka3aHue yciyr) 1o NeAuaTpuu;

B) HAJIMYUE JETell B Bo3pacte 10 6 JeT W3 MHOTOJETHBIX CEMEH,
B OTHOIICHHH KOTOphIX ObUla BhIOpaHA MEOUIIMHCKAs  OpraHU3aIus
JUISlL OKa3aHWsl TEPBUYHOM MEIMKO-CAHUTAPHOM TOMOIIM JAETSAM YKa3aHHOMN
KaTeropuu, IpOKUBAIOIIUM Ha TeppuTopuun cyonrekta Poccuiickoit deneparum,



3a CYET CpeACTB OOJKETa KOTOPOTO OCYIIECTBIICTCS IMPEIOCTABICHHUE MEPHI
COLIMAJIbLHOM MTOAIEPIKKH;

I') MOAKIOYEHUE MH(}OpMaMOHHOM CUCTEMBI MEIULIUHCKOM
OpraHu3alui K TOCYJapCTBEHHOW WH(POPMAIMOHHON cucTeMe B cdepe
3npaBooxpaHeHus cyobekTa Poccuiickoit deneparuu B 1ENsIX TMPEICTABICHUS B
denepalibHBIM  PEeruCTp TpaxkaaH, MMEIOMIUX NpaBO Ha OOecCIleueHHe
JI€KapCTBEHHBIMU npenapaTramu, MEIUIUHCKUMHU U3JIETUSMHA
U CIHCHMAIM3UPOBAHHBIMU MNPOAYKTaMH JIE4EOHOrO0 MHUTAHUS 34 CYET
OFO/DKETHBIX aCCUTHOBAHWN (eepalbHOTO OFO/KETa U OIOIKETOB CyOBEKTOB
Poccuiickonn denepannn, CBEACHU O HA3HAYCHUU TPakJlaHaM, BKIFOUYCHHBIM
B YKa3aHHbId PErucTp, JEKAapCTBEHHBIX IPENapaToB B COOTBETCTBUU
¢ noamyHkToM 'r" myHkrta 13 IlpaBun Benenmss denepanbHOro permcrpa
rpakJaH, UMEIOIIMX MPaBO Ha OOecCredYeHHE JIEKAPCTBEHHBIMHU IIpernapaTamu,
MEIUUUHCKUMH U3JIETUSAMU U CIIELHAIM3UPOBAHHBIMU MPOJAYKTAMH JIEUEOHOTO
MUTAaHUS 3a CYeT OFODKETHBIX AaCCUTHOBAaHWUW (eaepalibHOTO —OroKeTa
u OwmketoB  cyOsektoB  Poccuiickoit  denepanmu,  yTBEp)KICHHBIX
noctanoBienneM I[lpaBurensctBa Poccuiickoit ®enepanmu ot 12 okTs0ps
2020 1. No 1656 "O6 ytBepxaeunu llpaBun Benenuss denepaabHOTO pPETUCTpa
rpakJaH, UMEIOIIMX MpPaBO Ha OOECIeUYeHHE JIEKAPCTBEHHBIMH IIpernapaTamu,
MEIUUUHCKUMH U3JIETUSAMU U CIIELHAIM3UPOBAHHBIMU MPOJAYKTAMH JIEUEOHOTO
MUTAaHUS 3a CYeT OFODKETHBIX AaCCUTHOBAaHWUW (eaepalibHOTO —OroKeTa
u O010/13keTOB cyOBekToB Poccutickoit dexnepanun’.

3. MemuuuHckass ~ opraHu3anus B TOpPSJKE,  YCTAaHOBJIEHHOM
UCIIOJIHUTENbHBIM OpraHoM cyOwbekta Poccuiickoit ®epepaunn (nanee -
YHIOJTHOMOYEHHBI OpraH) B COOTBETCTBUM C NOAMYyHKTOM "O" myHKTa 6
Vkaza Ilpesunenra Poccuiickoii @enepauun ot 23 suBaps 2024 1. Ne 63
"O Mepax cONMAIBHON MOAIEPHKKH MHOTOJETHBIX CEMEN', TPEACTABIIAET 3asIBKY
Ha TIOCTaBKY B OTHOLIEHWH JAETEH, YKA3aHHBIX B ITOANYHKTE "B" IIyHKTa 2
HacTtosimmx  IIpaBui, — JEKapCTBEHHBIX — MpenaparoB € yKa3aHUEM
Ha MEXIYHApOJHbIE HENAaTEHTOBAHHbIE HAUMEHOBAHUS JIEKAPCTBEHHBIX
[penaparoB, a NpU OTCYTCTBUM TAKUX HAUMEHOBAHMM - HAa XHMHUYECKHE,
IpyNIIMPOBOYHBIE HAUMEHOBAHMS (Jlajiee - 3asBKa Ha MOCTABKY JIEKAPCTBEHHBIX
MpenapaTos).

4. YIIOJTHOMOYEHHBIN OpPraH pacCMATPHUBAET INPEICTABICHHYIO 3asBKY Ha
MOCTaBKy JIGKAPCTBEHHBIX IMpPEeMapaToB Ha TMpeaMeT O0OOCHOBAaHHOCTHU
3agBIICHHBIX OOBEMOB 3aKyNKW JIEKapCTBEHHBIX IMIpemapaToB, HX Habopa
C YKa3aHMEM Ha MEXJIyHapOJHble HEMATCHTOBAHHbIE HAWMEHOBAHMS



JIEKapCTBEHHBIX TMPENapaTroB, a MpU OTCYTCTBUU TAKWX HAUMEHOBAHWM - Ha
XUMHUYECKHUE, TPYNIUPOBOYHBIE HAUMEHOBAHUS.

3asiBKa Ha TIOCTaBKy JIEKAPCTBEHHBIX TMIpemapaTtoB (QopmMupyercs
1o (papMakoIOTHUECKUM TPyTIaM JEKapCTBEHHBIX MPENapaToB.

5.3asdBKa Ha IIOCTaBKy JIEKAPCTBEHHBIX IIPENApPaTOB YYHUTHIBACTCSA
YIOJTHOMOYCHHBIM  OpraHOM B paMKax  (OpPMHUPOBAHHUS  3aKyMKH
COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX IPENapaToB, OCYIIECTBISIEMOM 3a CYET
cpenctB OromkeTa cyonekta Poccniickoit denmeparum.

3asiBKa Ha TIOCTaBKY JIEKAPCTBEHHBIX MpeHapaToB MNPUHUMAETCS
U paccMaTpUBaeTCs B TMOPSAKE, COOTBETCTBYIOIIEM MOPSAKY IpUEMa
U PacCCMOTPEHUS 3asBOK MEIUIIMHCKUX OpraHU3alldid, HaXOASIIUXCS B BEJACHUU
YIOJTHOMOYEHHOTO OpraHa, MO OOeCMeYeHHI0 YKa3aHHBIX OpTaHU3aIHi
Ha3HAYaE€MbIMU UMM JICKAPCTBEHHBIMU IIperapaTaMu.

3asBKa Ha MOCTaBKY JIEKAPCTBEHHBIX MPENApaToB yUYUTHIBAETCA B 00bEME
HE MCHBIIE 3asABJICHHOTO O0OBEMa JIEKaPCTBEHHBIX IPEMapaTOB, BKIIFOUEHHBIX
B IEPEUCHb JKU3HEHHO HEOOXOIMMBIX U BaXKHEUIIMX JIEKAPCTBEHHBIX
MpenapaToB JjIsi MEIUIIMHCKOTO MPUMEHEHUSI, YTBEPKICHHBIM paCTIOPSHKEHUEM
[IpaButennctBa Poccutickoit @eaepammu ot 18 mexabps 2025 r. Ne 3867-p.

[Tocne paccMOTpeHus 3asBKU Ha MOCTABKY JIEKAPCTBEHHBIX MPENApaToB U
MPOBEACHMS 3aKylKH, NPEeIyCMOTPEHHOM ab3aleM MepBbIM HACTOSIIETO
MyHKTa, YMOJHOMOYEHHBI OpraH WIM YIOJHOMOYEHHAs WM OpraHu3aius
MHQOPMUPYIOT MEIUIUHCKYIO OpraHU3alyMi0 O NPHUOOPETEHHBIX KU3HEHHO
HEOOXOJIUMBIX M BaXXHEHIIUX JIEKAPCTBEHHBIX IMpenaparax sl MEIUIIUHCKOTO
MPUMEHEHHUs, a Takke 00 o0bheMax W ITamax IMOCTaBKH B MEIUIITMHCKYTO
OpraHU3allMI0 JKU3HEHHO HEOOXOJMMBIX U BaXKHEHIIUX JIEKAPCTBEHHBIX
MpenapaToB JIsi MEIUIIMHCKOTO PUMEHEHUS.

6. Undopmarnus 0 MOPSAJIKE  MPEAOCTABICHUS  MEIUIMHCKON
OpraHu3alyel Mepbl COLUMAIBbHON MOIIEPKKH JTOBOAUTCS 10O CBEICHHUS JIUL,
MMEIOIINX MPAaBO HA MOJYYEHHE MEPbl COLUMAIBHON MOANEPKKU, MOCPEACTBOM
pa3MerieHuss Takod wHMopManmuu Ha O(HUIMAIBHOM CcaWTe MEAUITUHCKON
OpraHu3aliid B WH(POPMAIIMOHHO-TEIIEKOMMYHUKAIMOHHON cetu "MnHTepHet"
(mpu HaTWMYWMM), HA CHENUATHLHO O0OpPYAOBAHHBIX MH(POPMAIMOHHBIX CTCHJAX,
pa3MeniaeMbIX Ha TEPPUTOPUU MEAUIIMHCKON OpraHu3aliyd B JOCTYIHOM JJis
O3HAKOMJIEHUSI MecTe, a TakkKe HHBIMU JOCTYIHBIMH  CIOco0amu,
MO3BOJISIOIMMHU JJOBECTH TaKyl0 HH()OPMALUIO 10 YKa3aHHBIX JULI.




