MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

or 21 masg 2021 r. Ne 769

MOCKBA

00 yrBep:knennu IlpaBui odecrieyeHust OKa3aHUA MeIUIMHCKOMN
nomouu (mpu HeodxoaumMocTH 3a npeaenamu Poccuiickoit @enepanun)
KOHKPETHOMY Pe0eHKY C TSKeJIbIM KM3HEYTPOKAIIINM WIH XPOHUYECKHUM
3a0o/ieBaHHEM, B TOM YHCJIe peaKuM (opdaHHbIM) 3200/1eBaHnEM,
Jn00 rpynmnamM TaKux jaerei

IIpaBurenscTBO Poccuiickon Oenepaiun 1O CTAaHOBJA A€ T !

1. VrBepautrh  mpunaraembie  [IpaBmia  oOecniedeHHs  OKa3aHUS
MEIUIIMHCKOW ToMomu (IIpyH HEOOXOJMMOCTH 3a TpeaenamMu Poccuiickoit
denepaliii) KOHKPETHOMY pPEOCHKY C TSDKENBIM SKHU3HEYTPOXKAIOIIUM MU
XPOHUYECKUM 3a00JI€BaHUEM, B TOM YHUCIE peakuM (opdaHHbIM) 3a00JIEBaHUEM,
a100 TpymnnaM Takux JETEH.

2. Hacrositiee mMOCTaHOBJIGHHE PACHPOCTPAHSIETCS HA MPABOOTHOIICHUS,
Bo3HHKIIHE C 3 deBpans 2021 r.

[Ipencenarens [IpaBurenscrBa
Poccuitickon Oenepaunu M.Muiryctua



YTBEPXIEHbI

nocraHoBjeHueM [IpaBurtenbcTBa
Poccuiickon denepanunu
or 21 masg 2021 r. Ne 769

IIPABUJIA

o0ecnevyeHns OKA3aHUA MeIMINHCKON MOMOIIM (IPU HEOOXOAUMOCTH
3a npeaegamu Poccuiickoit @eepannu) KOHKPETHOMY Pe0OCHKY € THKEJIbIM
JKM3HEYTPOKAIOIIUM WJIM XPOHMYECKHUM 3200/1eBAaHNEM, B TOM YHCJIe
peaxkuMm (oppaHHbIM) 3200/1€eBaHUEM, JTM00 IPYNIIaM TAKHMX JeTeil

1. Hactosimue IlpaBuia ycTaHaBiIMBAIOT MOPSIOK 00ECIIEUeHUs] OKa3aHUS
MEIUIMHCKOW ToMomu (TIpH HEOOXOIMMOCTH 3a Tmpeaenamu Poccuiickoit
denepaiiii) KOHKPETHOMY pPEOEHKY C TSDKENBIM SKHU3HEYTPOXKAIOMIUM U
XPOHUYECKUM 3a00JI€BaHUEM, B TOM YHUCIE peakuM (opdaHHbIM) 3a00JIEBaHUEM,
ar00 TpymaM Takux JeTeil B COOTBETCTBUM ¢ YKazoM [Ipesunenrta Poccuiickoit
®deneparuu ot 5 saBaps 2021 1. Ne 16 "O co3nanun ®oHga MOAIEPKKH JICTCH
C TSDKEIBIMHU KU3HEYTPOXKAIOIIUMHU U XPOHHUUYECKUMHU 3a00JCBAHUSIMH, B TOM
yucie peakumu (opdanabiMu) 3a0oseBanusmu, Kpyr noopa" (nanee - ®oun).

2. Hacrosime IlpaBuiia pacnpocTpaHsitoTcss Ha JeTed B BO3pacTe
1o 18 net, sBasromuxcs rpaxaanamMu Poccuiickoit deaepanui.

3.B memsx peanuzanuu JOMOJHUTEIHLHOTO MEXaHW3Ma OpraHu3aIliu
" (bMHAHCOBOTO oOecrieueHrs  OKa3aHUS  MEIUIMHCKOW  ITOMOIIH
(mpum  HeoOXomuMocTH 3a Tpeaenamu  Poccuiickoit ®denmepanum) ACTIM
C TSDKEIIBIMU JKU3HEYTPOKAIOIIUMY UM XPOHUYECKUMHU 3a00JICBAaHUSIMU, B TOM
yucie penkumu (opdaHHbIMHU) 3a0oneBaHUsAMHE (manee - AeTh ¢ ophaHHBIMHU
3a00JICBaHUSAMH), O0ECICUYEeHUsI TaKUX JCeTel JIEKapCTBECHHBIMH IpernapaTaMu
U MEOUUMHCKUMH U3JCIUSIMU, B TOM YHCJIE HE 3apEeruCTPUPOBAHHBIMU
B Poccuiickoit @enepanuu (1agee  COOTBETCTBEHHO - JICKApPCTBEHHBIE
npenapaTtbl, MEAUUWHCKUAE HW3JEIHsS), a TaKKe TEXHHUYECKUMH CpPEACTBAMHU
peabwimMTanuy, He BXOISIIMME B (eepalIbHbI TTePEUYeHbh pPeadnINTAIIMOHHBIX
MEpONPUSITUH, TEXHUYECKUX CpEeICTB  peadwimmTanmuu U YCIYT,
MIPEIOCTABIIIEMBIX WHBAUIY (Z1ajiee - TEXHUYECKHE CPEICTBA peabmInTaInn),
sKCcHepTHBIN coBeT DOHIA YTBEPKIAET MEPEUCHD TAKEIBIX )KU3HEYTPOKAIOIINX



U XpOHUYECKHX 3a00JICBaHMM, B TOM 4Hucie peakux (opdaHHBIX) 3a001eBaHMIMA
(manee - mepeveHb 3a00JIEBaHUI), U NEpEUCHb KATETOPUH JIeTe ¢ yKa3aHHBIMU
3a00sieBaHUsIMU (Jlajiee - TIepeueHb KaTeropuil JeTei), A KOTOPBIX MOKAa3aHo
Ha3HAUCHUE  JICKAPCTBEHHBIX  NpenaparoB,  MEAMIMHCKUX  M3JCIHN
U TEXHUUYECKHUX CPEACTB peaOuIuTaIIH.

4. Ilepeuenp 3aboneBaHuil  GOPMHUpPYETCS € YYETOM  CJEAYIOIIUX
KPUTEPUEB:

3a0o1eBaHME HWMEET pacnpocTpaHeHHOCcTh He Oonee 10 ciydaeB
Ha 100 TbIC. HaceneHus U (UITU) SIBJISIETCS XPOHUYECKUM C TSKEJIBIM TEUCHHUEM,
NPUBOASIIUM O€3 MAaTOTeHETUYECKOro JICYECHUS! K BBIPAKEHHBIM HapYIICHUSM
KU3HEHHBIX (QYHKIUN WITH JIETAIbHOMY UCXO/Y B JI€TCKOM BO3pacCTe;

JUIsl JedeHusi 3a00JieBaHUsl JIOMOJIHUTEIHLHO K OObeMaM MEAUITMHCKON
MOMOIIM, OKa3bIBA€MOM TIpakJaHaM B paMKaX MpOrpaMMbl TOCYJIapCTBEHHBIX
rapantuii  OECIUIaTHOTO OKa3aHUs TpaXkJaHaM MEIUIMHCKOW  TOMOIIIH,
HEOOXOJMMO  JIOMOJIHUTENThbHOE  (DMHAHCOBOE  OOECTeueHHe  OKa3aHUA
MEJUIIMHCKOW TOMOIIM JIeTAM C oOpdaHHbBIMU 3a00JE€BaHUSAMH, BKIIOYAs
oOecrieueHne JIEKAPCTBEHHBIMU TpernapataMd ¥ MEIULIMHCKUMU H3ACIUSIMH,
a TaKKe TEXHUYECKUMH CPEJICTBAMU PEabIIUTAIINN;

JUISE  JIedeHus 3a00JieBaHMsI HMEIOTCS JIGKAPCTBEHHBIE IpenapaThl
[IATOTEHETUYECKOTO  JECWCTBHS,  3aperUCTpUpOBaHHble B Poccuiickon
deneparuu, u (wam) B ctpanax EBporeiickoro corosa, u (vir) B CoeTMHEHHBIX
[[Itarax AmMepuKd, WJIA UMEIOTCS MEIUIMHCKUE W3JENHs, NMpeaHa3HauYeHHBIC
JUISL  KOPPEKIMKM WKW JICYCHHUS  JKU3HEYIpOXKAoIuX  3a00JeBaHUM,
3apeructpupoBanHble B Poccuiickoit ®enepanuu, W (WiK) B CTpaHax
EBpomneiickoro coro3a, u (unu) B Coenunennsix llltarax Amepuku, a Taxxke
TEXHUYECKUE CPEJICTBA PEaOIIUTAIINH;

TUTSE JIeueHus1 3a00J1eBaHUSI UMEETCS METOJI JICUEHHUS C HAYYHO JOKA3aHHOU
3¢ (HEKTUBHOCTHIO.

[Tepedyennr 3a0oJsieBaHMI TMOJICKUT TMEPECMOTPY HE PEXKE OJHOTO pasa
B 2 roja.

5. [lepeuens kateropuil aereid (OPMHUPYETCS C YUETOM CIEAYIOLIUX
KPUTEPUEB:

a) HAJTMYME OCOOCHHOCTEH TedeHHMs 3a00JeBaHMSA, IPH KOTOPHIX Oe€3
NPUMEHEHUsI  JICKAPCTBEHHBIX  TPEMapaTroB,  MEAWIIMHCKUAX  HM3JCIHMA
U TEXHUYECKUX CPEJICTB PEaOMIHMTAIIMK MOKET HACTYNUTh HEOIarompHsITHBINA
UCXOT;

0) oTCyTCTBHE OCOOCHHOCTEH 3a00JI€BaHUS UM COCTOSTHUS, IPU KOTOPBIX
M0 TEXHWYECKUM W WHBIM NMPUINHAM HEBO3MOXKHO MTPUMEHEHHUE JICKapCTBEHHBIX



[penaparoB, MEAUIIMHCKUX W3JIETUH U TEXHUUYECKUX CPEJCTB peaduIUTAINH,
MpeIHAa3HAYCHHBIX I JICUeHHs] 3a00JIeBaHMM, BKJIIOYEHHBIX B IMEPEUYCHD
3a00J1eBaHUM.

6. OGecnieyeHne okazaHusi MEAUIIMHCKON MOMOIIU KOHKPETHOMY PEOCHKY
c ophaHHBIM 3a00JIEBAHUEM OCYUIECTBIISIETCS B COOTBETCTBUU C HACTOSIIUMHU
[IpaBunamu B ciiydae HEOOXOJIMMOCTH HCIIOJIb30BaHUsS JJIsl JieueHUs] peOeHKa
c opdaHHBIM 3a00JIeBaHMEM, BKIIOYEHHBIM B IMEpedyeHb 3a00JIeBaHUN, HOBBIX
CIIOXKHBIX W (WIM) YHUKAJIbHBIX METOJOB JICUCHHUS, a TaKXKE PEeCypCOEMKHX
METOJ/IOB JICUEHUS C HAYyYHO JI0Ka3aHHOU 3((EKTUBHOCTHIO, B TOM 4YHUCIE
C TNPUMEHEHHEM KJIETOYHBIX TEXHOJOTUM, POOOTU3UPOBAHHON TEXHUKH,
WHOOPMAITMOHHBIX ~ TEXHOJIOTMH M METOJIOB  T'€HHOM  HMHXKEHEPUH,
pa3pabOTaHHBIX HA OCHOBE JOCTIXKCHMM MEIUIIMHCKOM HAayKM M CMEXKHBIX
oTpacieil HaykKu W TEXHUKH, KOTOpble HE BKJIIOYEHBI B TIEPEUCHb BHJIOB
BBICOKOTEXHOJIOTUYHOW MEIUIIMHCKONW TOMOIIH, COJAEPX Al B TOM 4YHUCIE
METOJIbI JICUCHHUSI u HUCTOYHUKHU (brHaHCOBOTO obOecrieueHus
BBICOKOTEXHOJIOTUYHOM MEIUIIMHCKON TMOMOIIHM, COJIEpPKAIUICS B MPOrpaMMe
roCyapCTBEHHBIX TapaHTUl OECIUIATHOTO OKa3aHWs IpakJaHaM MEIUIIMHCKOM
MOMOIIIH (J1aJiee - CIIOKHBINA BUJT METUITUHCKON TTOMOIIIHN).

JlononHuTenbHOE (PMHAHCOBOE OOECIICYEHUE MEPOIPHUSTUH, CBS3AHHBIX
C OKa3aHHEM MEIUIIMHCKOW TMOMOIIM KOHKPETHOMY peOeHKYy ¢ opdaHHBIM
3a00JIeBaHUEM, OCYIIECTBISIETCS 3a CYET MpefoctaBiseMbix  DoHIy
u3 ¢eneparbHOro OrpKkeTa TpaHToB B GopMme CcyOcHIIUMd, a TakKe HHBIX
VMCTOYHHMKOB, IPEAYCMOTPEHHBIX 3aKOHOAATENBCTBOM Poccuiickon Penepanu.

ObecnieueHne OKa3aHUS MEIUIIMHCKOW TOMOIIM KOHKPETHOMY PEOCHKY
¢ op(haHHBIM 32007€BaHUEM OCYIIECTBIISIETCS IO PEIICHUIO YKCIIEPTHOTO COBETA
@doHJa MPU HAIMYUUA KOMHMH BBIMMCHOTO SIUKPHU3a U3 MEIUIIMHCKOW KapThl
CTaI[AOHAPHOTO  OOJBHOTO, BBIJIAHHOTO  MEIUIIMHCKOW  OpraHW3alluei,
MOJIBEIOMCTBEHHOU (heliepaibHOMY OpraHy HCIIOJIHUTEIBHON BIAcTH (Iajiee -
denepanbHas MEIUIIMHCKAsT OpraHU3aIlusi), B KOTOPYIO PEOCHOK ¢ op(aHHBIM
3a0oneBaHMeM ObUT HaMpaBlIe€H B YCTAHOBJICHHOM 3aKOHOAATEIIbCTBOM
Poccuiickonn @enepanuu TOPSIAKE, C YKa3aHHUEM CBEACHHM O COCTOSIHUU
3I0pOBbsI (OCHOBHOM M COITYyTCTBYIOIIWN JMArHO3bl, aHAMHE3 3a00JIeBaHMSI,
pe3yNbTaThl  MPOBEJAEHHBIX  OOCIENOBaHW UM  TPOBEACHHOE JICUCHUE)
U PEKOMEHJAlUi O HEOoOXOAMMOCTH TPUMEHEHHS I JIeYeHHS peOeHKa
¢ ophaHHBIM 3200JICBAHUEM CIIOKHOTO BHa MEIUIIMHCKOW TTOMOIIIH.

7. ObecnieyeHre OKa3aHUS MEIUUMHCKOW TIOMOIIM 33 MpEAeIaMHu
Poccutickoit deneparum pebeHKy ¢ ophaHHbIM 3a007€BaHUEM OCYIIECTBISICTCS
Py OTCYTCTBUU BO3MOXKHOCTH OKa3aHUA €My HEOOXOAMMOW MEIUIIMHCKOU
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oMol Ha Tepputopun Poccuiickoit deneparuu (B COOTBETCTBUU C KOIUEH
BBIITUCHOTO JNUKpPU3a M3 MEIUIMHCKOW KapThl CTallMOHAPHOrO OO0JBHOTO,
BbIJIAaHHOTO (periepanbHOM METUIIMHCKOW OpraHu3aluei, B KOTOPYI PeOEHOK
c oppanHsiM  3a0o0jieBaHMEM ~ OBLI ~ HaMpaBiIe€H B  YCTAaHOBJICHHOM
3aKOHOJATENLCTBOM Poccuiickoi denepannu Mopsiake, ¢ YKa3aHUEM CBEICHUHN
O COCTOSIHUM 37I0pOBbsI (OCHOBHOM M COIYTCTBYIOIIMI JMArHO3bl, aHaMHE3
3a00yieBaHus, pe3yibTaThl MPOBEIEHHBIX OOCIEAOBAHUN U MPOBEIACHHOE
JICYCHHUE) ¥ PEKOMEHIAIUMI O HEOOXOAMMOCTH AMArHOCTHKH W (WJTH) JICUCHMSI
3a npenenamu tepputopun Poccuiickoit denepannu, BbIIAaHHBIX HA OCHOBAaHUU
3aKJII0YCHUS BpaueOHOM KoMUCCHU (eiepalibHOM MEAUIIMHCKOW OpTaHNU3aIliH).

@duHaHcOBOoe oOecreueHne MEpONpPHUSITHH, CBSI3aHHBIX C OKa3aHUEM
MEIMIMHCKONW MOMOIIM 3a mnpenenaMu Poccuiickont denepannii KOHKPETHOMY
pebeHky ¢ opdaHHBIM 3a00JICBaHUEM, OCYIIECTBISIETCS 3a CYET CPEJCTB,
yKa3aHHBIX B ab3ame BTOPOM MyHKTa 6 HacTtosmux [IpaBui, KoTopbie
IIPEIHA3HAYAOTCS JJIS:

OIUIaThl B HMHOCTPAHHOW BAJIFOTE YCIyI MHOCTPAHHBIX OpraHu3aluu,
CBSI3aHHBIX C JICUEHHEM KOHKPETHOIr0 pebeHKa ¢ op(aHHbIM 3a001€BaHUEM;

Bbiar B Bammore Poccuiickor ®enepaumm rpaxnanam Poccuiickoin
denepanyy, HalpapsieMbIM Ha JICUEHUE 3a IpeaesiaMu Tepputopun Poccuiickon
denepalinu, ¥ COMPOBOKIAIOIIUM UX JIUIAM (3aKOHHBIM TIPEJCTABUTENSAM U (WIIN)
NPU HATMYUHA METUIIMHCKUX TTOKa3aHU METUIIMHCKUM pAOOTHHUKAM):

CYTOYHBIX B pa3Mepe, YCTAHOBJICHHOM JUisi paOOTHHKOB (hemepabHbIX
rOCyapCTBEHHBIX OPraHoOB, TOCYJapCTBEHHBIX BHEOIOKETHBIX (HOHIOB
Poccuiickoit deneparnuu u enepanbHbIX TOCYJAPCTBEHHBIX YUPESXKICHUN TIPH
CITy’KEOHBIX KOMaHIUPOBKAX Ha TEPPUTOPUH HHOCTPAHHBIX TOCYAApCTB;

CPEACTB Uil OIUIAThl PACXOAOB II0 HANUMY JKWUJIOIO TMOMELICHUS -
B pa3Mepe, YCTaHOBJIEHHOM HOPMATHBHBIMM ITPABOBBIMU akTamu Poccuiickon
denepaniii 0 BO3MEIICHWU PACXOJOB, CBS3AaHHBIX CO  CIIY)KCOHBIMU
KOMaHJIMPOBKaMHU Ha TEPPUTOPUM HMHOCTPAHHBIX TOCYJApPCTB PabOTHUKOB
denepalbHBIX TOCYAApPCTBEHHBIX OPTaHOB, TOCYMAPCTBEHHBIX BHEOIOIKETHBIX
donnoB Poccuiickoit @enmepanun  u  (enepanbHBIX  TOCYJAPCTBEHHBIX
YUPEKICHUM;

CPEIICTB /IS OIJIAThI PAcXO0JIOB HA MPOE3J K MECTY JICYCHHUS U OOpaTHO,
HO HE 00JIee CTOUMOCTH MPOE3/Ia;

BO3AYIIHBIM TPAHCIIOPTOM - B CaJOHE OSKOHOMHMYECKOrO Kjacca.
[Ipy wCnoNb30BaHMM BO3AYIIHOTO TPAHCIOPTA JUISL MPOE3[a TpaxJaHHHA
Poccuiickoit ®dexnepaniii 1 CONPOBOXKJIAIOUIEr0o €ro Jjuia (Mpud YCIOBUH,
YTO COIMPOBOXJECHNWE OOYCIOBJICHO MEIUIIMHCKUMHU IIOKAa3aHUSMU) K MECTY



JICYCHHS] YKa3aHHOTO TpaKJaHWHA 3a MpeaesiaMd TeppuTopuu Poccuiickoit
®enepann ¥ (WiM) OOpPaTHO MEPEBO30YHBIE JOKYMEHTHI O(POPMIISIOTCS
(mpuobpeTaroTcsi) TOJBKO HAa PEHChl POCCUMCKUX aBHAKOMIAHUN WU
aBUAKOMITAHUM JIPYTUX TOCYAApCTB - 4iIeHOB EBpa3uiickoro sKOHOMHUYECKOTO
COI03a, 3a MCKIIOUYEHHEM CIIy4aeB, €CJIM YyKa3aHHbIE€ aBUAKOMIIAHUHM HE
OCYUIIECTBJISIIOT TMACCA)KUPCKUE TMEPEeBO3KM K MECTy JIeUeHHs] JHOO eciu
opopmieHue (mMpuoOpeTeHne) MNEepeBO30YHBIX JOKYMEHTOB Ha PEUCHl 3THX
aBUAKOMITAHUI HEBO3MOXHO BBUJY MX OTCYTCTBHUSI Ha JIEHb BBLJIETAa K MECTY
nedeHus u (1) oOpaTHo;

KEJIE3HOIOPOKHBIM TPAHCIIOPTOM - B KYIIEHHOM BaroHe CKOpPOTo Moe3/a;

BOJHBIM TPAHCIIOPTOM - B KatoTe V I'PYIIIBI MOPCKOTO CY/THA PETYIISPHBIX
TPAHCHIOPTHBIX JTUHUM U JIMHUM ¢ KOMILJIEKCHBIM OOCTY>KHBAHHEM I1aCCa>KUPOB,
B Katore Il kaTeropum peyHOTro Cy/IHAa BCEX JMHUN COOOIICHHS, B KaloTe
I xkaTeropuu cy/iHa MapoOMHOMN MEPENPABBI;

aBTOMOOUIILHBIM TPAHCIIOPTOM - B aBTOTPAHCIIOPTHOM CPEICTBE OOIIETO
MOJIb30BaHUs (KPOME TAKCH).

Bes ucxomsimas w Bxomsmass mnepernrcka doHga ¢ MHOCTpaHHOM
OopraHu3anuei, cdera ¢ Jpyrue (QPUHAHCOBBIE JOKYMEHTHI MOJJIEKAT
00s3aTEIbHOMY TIEPEBOAY C PYCCKOTO S3bIKa Ha HWHOCTPAHHBIN  SI3BIK
U C HMHOCTPAHHOTO  S3bIKA HAa  PYCCKUH  $I3BIK  COOTBETCTBEHHO,
YTO OCYILIECTBIIAETCA OpraHu3aluei, ¢ KOTOporn POHIOM 3aKIIFOYEH KOHTPAKT
B TMOpSJKE, YCTAaHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoii ®deneparuu,
3a CYET CPEJICTB, YKAa3aHHBIX B a03alle BTOPOM MyHKTa 6 HacTosimux [IpaBui.

8. O0ecrieueHue oKa3aHUs MEIUITMHCKON MTOMOIIM KOHKPETHOMY pPEeOEHKY
c opdaHHBIM 3a00JICBAHHEM B 4YacTH OOECIICUCHHUS JICKApCTBEHHBIMU
npenaparaMi M = MEIUIMHCKUMHU M3JENHSAMH, a TaKkKe TEXHUYECKUMH
CpeIICTBaMH peadmUTaIm OCYIIIECTBIISIETCS B COOTBETCTBUU
C  yTBEpPKJaeMbIMH  TOMEYHUTEILCKUM  coBeToM  @DoOHIa  mepedHeMm
JIEKapCTBEHHBIX TPENapaToB, 3aKylaeMblX MUHUCTEPCTBOM 3PaBOOXPAHCHHUS
Poccniickon ~ denepaumu  WMaM MOJABEAOMCTBEHHBIM €My  KAa3€HHBIM
yapexaeHuem st Hyxa DoHpa, M mepedHeM JIEKapCTBEHHBIX MPEMapaTos,
MEJUITMHCKUX W3JCNNNA, TEXHUYECKUX CPEJCTB pPEadWINTAINK, 3aKyMaeMbIX
@®oHIOM NI OKa3aHWS MEIUIIMHCKOW TIOMOIIM JIETSIM € TSDKEJIBIMH
KUZHEYTPOKAIOIMMU ¥ XPOHUIECKUMHU 3a00JICBAaHUSIMHU, B TOM YHCJIC PEIKIMHU
(opdhanHBIME) 3200JIEBAHUSIMHU (J1aJIee - IEPEYHU JIJIST 3aKYTIOK).

9.1lpu dopmupoBaHMU MepeUHEW A 3aKYMOK HKCIEPTHBIM COBETOM
@DoHJ1a yUYUTHIBAIOTCS CIICIYIONINE KPUTEPUH:

a) JIJIsl IEKaPCTBEHHBIX MPENapaToB:



OTCYTCTBYET BO3MOXHOCTh O€CIJIATHOTO OOECIEeYEHUsl JIEKAPCTBEHHBIM
npenapaToM Uiu 00ecTeueHus JIEKapCTBEHHBIM MPENapaToM CO CKUJIKOM, B TOM
YHUCJIE B CIIy4ae, €CIIM JIEKAPCTBEHHBIN MPENapaT He BKIKOYEH B YTBEPKICHHBIM
[IpaButenbctBOM  Poccuiickonn  dDepepan  NEpeUeHb  JIEKAPCTBEHHBIX
penaparoB, MpeaHa3HAYCHHBIX JJI1 00ecrieueHHs JIUll, OOJbHBIX reMopuInei,
MYKOBHUCLHUI030M, rUnoQu3apHbIM HaHU3MOM, 00JIE3HBIO I'omre,
3JI0KAYECTBEHHBIMU  HOBOOOpPA30BaHUSIMU  JIUM(POUIHOH,  KPOBETBOPHOI
U pOACTBEHHBIX WM TKAaHEH, PACCEIHHBIM CKIIEpPO30M, TI€MOJUTUKO-
YPEMUYECKUM CHUHIPOMOM, KOHOMIECKHUM apTPUTOM C CHCTEMHBIM HayajoMm,
mykononucaxapugoszom I, II wu VI Tumos, armmactudyeckol aHeMueu
HEYTOYHEHHOM, HaclenCcTBeHHbIM nedunuroM (akropos Il (bubpunorena),
VII (mabunsHoro), X (Crroapta-Ilpayspa), nuil mocie TpaHCIUIAaHTAIlMKA OPTaHOB
U (WJI1) TKaHEeH;

JIEKapCTBEHHBI Mpenapar NpeAHa3HauYeH Uil [aTOr€HETUYECKOro
JieueHHs 3a00JIeBaHMsI, BKJIIOUYEHHOTO B TIEpeUeHb 3a00JIeBaHNU;

JIEKapCTBEHHBIN Ipenapar 3apeructpupoBaH B Poccuiickoii denepanuu,
u (mm) B cTtpaHax Espomneiickoro coro3a, u () CoeaumHennbix IllTaTax
AMepuky;

JEKapCTBEHHBI  MpenapaT HWMEET JI0KA3aTelbCTBA  KIMHUYECKOM
b dexTUBHOCTH M 0€30MaCHOCTH €ro MPUMEHEHHUs IMPU JaHHOM 3a00JeBaHUU
(mpuBeNeHbl CCHUIKM Ha KJIMHMYECKHE ucchaeAoBaHus d(PQPeKTuBHOCTU
1 0€30MacHOCTH MPUMEHEHHUS TAHHOTO JICKaPCTBEHHOTO Mperapara);

no pe3yjabTaTaM MOHHUTOpUHTA dA(PGEKTUBHOCTH U  0€30MaCHOCTU
JIEKapCTBEHHOTO Tpernapara OTCYTCTBYeT HMH(pOpPMAIMs O BBISBICHUU JTAHHBIX,
HE COJIEpXALIUXCS B HHCTPYKIMU 10 MEAUIMUHCKOMY IPUMEHEHUIO, WIH
uHdopMaIus, CBUICTEIBCTBYIOIIAS O TMPEBBINICHHH BO3MOXKHOTO PHCKA
MPUMEHEHUS JIEKAPCTBEHHOTO Ipenapara 1o OTHOIICHUIO K 03KHUIa€MOU MOJIb3E;

JIEKapCTBEHHBI TMpenapar, KOTOPBIM MpeaaraeTcss Jsi BKIIOYCHHS
B I[IEpEUYCHb JIEKAPCTBEHHBIX NpenapaToB, 3aKymaeMbIX MUHUCTEPCTBOM
3npaBooxpaneHust Poccuiickon ®dexepauun WM NOABEIOMCTBEHHBIM €My
KAa3eHHBIM yuypexaeHueMm sl Hyxna Ponzaa, 3apeructpupoBaH B Poccuiickoi
denepanuu;

0) U1t METUIIMHCKUX H3JICITHIA:

OTCYTCTBYET BO3MOXHOCTh O€CIUIATHOTO OOECIeUeHUusT MEIUIIUHCKUM
U3JIeTTUEM WU 00€CTICUeHUS] MEUIIMHCKUM H3JEIHEM CO CKUIKOHN, B TOM YHUCIIE
B CJIy4ae, €CJIM MEAUIMHCKOE U3/ENINE HE BKIOUEHO B MEPEUYCHb MEAUIIMHCKUX
U3/IeNIUM, OTHYCKaeMblX MO  pelentaM Ha  MEIUIUHCKUAE  U3JeIus



Opyu  TPeNoCTaBICHUM  Habopa  COLMANBHBIX  YCIYT,  YTBEPXKIACHHBIN
[TpaButenscTBOM Poccuiickoint denepannu;

MEIUIIMHCKOE U3JIeINe MPETHA3HAUYCHO MJIsi KOPPEKIUU WIH JICUCHUS
3a00JiIeBaHus, BKIIFOUEHHOTO B ITEpEUYCHb 3a00JICBAHUI;

0 pe3ysibTaTaM MOHUTOPUHTa O€30MACHOCTH MEAMIIMHCKOTO H3JECIHs
OTCYTCTBYET MH(OpPMAIIHS O BBISIBICHHBIX HEOIArOMPUSITHBIX COOBITHSX HAa BCEX
sTanax oOpalleHusi COOTBETCTBYIOLIETO0 MEIUIIMHCKOTO U3IETUsl HA TEPPUTOPHUH
Poccuiickon denepaunu U TEPPUTOPUSIX APYTUX TOCYAAPCTB;

B) /11 TEXHUYECKUX CPEJICTB peabuInTallUU:

OTCYTCTBYET BO3MOXHOCTh OECIIJIATHOTO OOECMEeYEHUs TEXHUUYECKUM
CPEIICTBOM peabWIMTallMd WM OOECHeYeHUs] TEXHUYECKHUM CpPEJICTBOM
peabWIUTaIMK CO CKUAKOM, B TOM YHCIIE B CIy4yae, €ClIU TEXHUYECKOE CPEJICTBO
peabwiIuTalMi HE BKJIIOYEHO B (peiepalbHBIN MepeyeHb peaOUIUTAIMOHHBIX
MEpONPUATUNA,  TEXHUYECKUX  CpPEICTB  peabwiudraniud U YCIYT,
MPEIOCTABIISIEMbIX WHBAIMIY, U HE SBISICTCS aHAJIOTOM TEXHUYECKUX CPE/ICTB
peadbmMTalu, BKIIOYEHHBIX B YKA3aHHBIN MTEPEUCHbD;

TEXHUYECKUE CpEACTBA peadWIUTallud TpeJHAa3HAYeHbl JJis JIeTel
¢ opanHbIMU 3200JI€BaHUSIMH, BKIIFOUCHHBIMH B TIepeUYeHb 3a00JIeBaHUM.

10. JlekapcTBeHHBIE TpeMmapaThl MOAJICKAT HCKIIOYEHUIO U3 TEepPEUHEH
JUTSI 3aKYTIOK TIPU HAJIMYWW OJTHOTO MJIM HECKOJIBKUX U3 CIEAYIONIUX KPUTEPUEB:

a) BKJIIOYEHHUE B TEPEYHM JIJISI 3aKYMOK aIbTE€PHATUBHBIX JIEKAPCTBEHHBIX
MpenapaTroB MPEUMYIIECTBEHHO OTEYECTBEHHOTO IMPOM3BOACTBA, 00JIadaroInX
JTIOKa3aHHBIMU KIIMHUYECKUMU, u (Wm) KIIMHUKO-3KOHOMUYECKUMU
MpPEUMYIEeCTBAaMH, U (WJIM) OCOOECHHOCTSIMU MEXaHW3Ma ACUCTBUS, W (WJIH)
OombI1Ielt 6€30MacHOCThIO TIPH JICUCHUU 3a00JIEBaHMM, BKIIFOUEHHBIX B IEPEUYCHD
3a00JIeBaHUH, a TaKKe YA00CTBOM MPUMEHEHUS Y JIETEH;

0) mosiBleHWe 1O  pe3yjdbTaTaM  MOHUTOpUHTa  A(H(HEKTUBHOCTH
1 0e30IacHOCTH JICKapCTBEHHOTO TMpernapara CBEISHWH O TOKCHUYHOCTH WIIH
BBICOKOM YacTOTE HEXKeNaTeIbHbIX IMOOOYHBIX SIBICHUH TPU NPUMEHEHUH
JIEKapCTBEHHOTO TIpemapara, a B Cllydae HCIOJIb30BaHUS KOMOWHHUPOBAHHOTO
JIEKapCTBEHHOTO Tpemnapara, - €ciid XoTs Obl JJIT OJJHOTO U3 €r0 KOMIIOHEHTOB
UMEIOTCS YKa3aHHBIE CBEICHUS;

B) IIPEKpaIICHHE MPON3BOJICTBA JIEKAPCTBEHHOTO MIpemnapara;

r) npeActaBieHne B DoHA HAydHO OOOCHOBAaHHOTO MPEIOKEHUS
[JIABHOTO  BHEIITATHOTO CHEIUanncTa MUHUCTEPCTBA  37PaBOOXPAHCHHUS
Poccuiickoii ®enmeparuu 00 HCKIIOYCHHWH JICKAPCTBEHHOTO TMpernapara
13 MEPEYHEN I 3aKYIIOK;

1) UCKJTFOYCHHE 3a00JIeBaHMsI M3 TIEPEUHS 3a00I€BaHUN.



11. MenuuuHCKUE U3JEIUsl, TEXHUYECKHE CpPEJICTBA pPeadMIUTALNU
NoJAJIekKAT  MCKIIOYEHUI0O M3  TEepeyHs  JIEKApCTBEHHBIX  IpEnaparos,
MEIUIMHCKUX U3/CNIMNA, TEXHUYECKUX CPEJICTB pealdMIMTAIMK, 3aKylaeMbIX
@®oHIOM 7 OKa3aHWS MEIUIMHCKOW TIOMOIIM JIETSIM C  TSDKEIbIMU
KUZHEYTPOKAIOIMMU WM XPOHMUYECKUMH 3a00JICBaHUSIMU, B TOM YHUCIE
penkumu (opdaHHBIMHU) 3a00JIeBaHUSIMHU (7ajgee - TMepeyueHb I 3aKyMoK
®doHja), Npy HAJTUYUK OJHOTO WJIM HECKOJIBKHUX U3 CIEAYIOMINX KPUTECPHUEB:

a) BKJIIOYEHHWE B TmepeyeHb Juisl 3akynok @doHjga anbTepHATUBHBIX
MEIUIMHCKUX H3JCNIUNA, TEXHUYECKUX CPEICTB peaduiauTaiuu, 00J1aJaromux
JTIOKa3aHHBIMU KIIMHUYECKUMU, u (Win) KIIMHUKO-3KOHOMUYECKUMU
MPEUMYIEeCTBAMHU, U (WJIH) OCOOCHHOCTSIMU MEXaHW3Ma ACUCTBUS, U (WJIH)
OoJblield OE30MaCHOCTBHIO MPHU HMCIOJIB30BAaHMHM Yy ACTeH, W (WIH) yI00CTBOM
MPUMEHEHUS Y JIETeH;

0) mpeacraBienre B @DOHA HAy4HO OOOCHOBAHHOTO MPEAJIOKCHUS
[JIABHOTO  BHEIITATHOTO cHeluanucra MUHUCTEPCTBA  37pPaBOOXPAHECHHUS
Poccuiickoit  ®eneparun 00  UCKIIOYEHUM  METUIIMHCKOTO  M3JEINHS,
TEXHUYECKOTO CPEJICTBA peabMIUTAIIMK U3 TIEpeUHs IS 3aKynok DoHa;

B) IPEKpAIllEHUEe  TMPOU3BOJCTBA  MEIMUIIMHCKOTO  W3JETUS  WJHU
TEXHUYECKOTO Cpe/CcTBa peabuimurtanuu MO0 ero moctaBok B Poccuiickyro
denepanuio;

') HATMYME CBEACHUM TI0 pe3yibTaTaM MOHHUTOPUHTA O€30MacHOCTH
MEJUIIMHCKOTO W3JIeTUsl O BBISBICHHBIX HEOIArONpHsITHBIX COOBITHSIX MPHU
WCIIOJIb30BAaHUU MEIUITUMHCKUX U3ICITUH;

1) UCKJTFOYSHHE 3a00JIeBaHMs U3 TIEPEUHs 3a00JIEBaHUM.

12. B mensx momydeHus: mHdOpMaIuu, ykazaHHOW B ab3alle IIecToOM
noANyHKTa "a" u ab3ale 4eTBepTOM MOANyHKTa 0" MyHKTa 9 HACTOSIIMX
[IpaBun, ®oun nHampaBnser 3ampoc B DenepanbHyl0 CIyXO0y IO HaI30py
B cdepe 3nmpaBooxpaHeHus. DenepanbHas ciayk0a 1Mo Ham3opy B cdepe
3[paBOOXpaHEHUsS] HANpaBJseT OTBET Ha 3ampoc DoHja B TedeHue 3 paboumx
JTHEH CO JTHS TTOCTYIICHUS 3ampoca.

13. Tlpu dbopmupoBaHUM TIEPEUHEH ISl 3aKYMOK YYWUTHIBAIOTCS IIEHOBAS
MOJINTUKA TIPOU3BOJUTENICH, HAIWYUE JIOKAJIW3AIlMM TPOM3BOJICTBA HA
tepputopun Poccuiickoit deneparu, a Takke ya00CTBO MPUMEHEHHS Y JCTeH
JIEKapCTBEHHBIX TMPENapaToB, MEAUIIMHCKUAX H3JEINN U TEXHUYECKUX CPEJICTB
peaduInTalUu.

14. Ilepeuenp 3ab0eBaHMiA, TIEPEUCHb KATETOPH JAE€TEH U MEPEeUHH IS
3aKymoK (OPMHUPYIOTCS HA OCHOBAHHWM HAmNpaBisieMbix B DOHI MpeIIOKEHUN
TJIABHBIX BHEMITATHBIX  CIEIHUATUCTOB MMHHCTEPCTBA  3PaBOOXPAHCHUS



Poccuiickoit denepanuiy, OpraHoB HCIOJIHUTEILHON BJIACTH CYOBEKTOB
Poccuiickoit ®@enepanuu B chepe OXpaHbl 3I0pOBbs, a TakKe OOIIECTBEHHBIX
OoOBeAMHEHUN 1O 3aluTe NpaB TpaxaaH B cdepe OXpaHbl 3I0POBbS,
0JIarOTBOPUTEIBHBIX OpPraHU3alui, 3aKOHHBIX MpEACTaBUTENeH AeTeil (nanee -

MIPEIOKEHHUS ).
15. [Ipennoxkenusi B TeueHue 3 pabouymx OHEH €O JHS TOCTYIUICHUS
B DOHJI HampaBJIAIOTCS HE MEHee YeM 3 crenuaiucraMm - paboTHHKaM

npo@HIbHBIX (eiepaTbHbIX TOCYAAPCTBEHHBIX 00pa30BaTEIbHBIX OpraHU3aIIHiMA
BBICIIIET0 00pa3oBaHUs (MEIUIIMHCKOTO W (Wiau) ¢dapMaleBTHIECKOro) U (Mjn)
JOTIOJTHUTENBHOTO  MPO(EeCCUOHATBLHOTO  00pa30BaHMsI, OCYIIECTBIISIFOITUX
B KAQ4yeCTBE YCTAaBHOTO BHUJA JACATEIBHOCTH HAYYHO-HCCIEI0BATENBCKYIO
NEeSATEIbHOCTh, JIMOO MEAUIMHCKUX U (Wiau) GapMaleBTUYECKUX HAayYHBIX
OpraHu3aluu, NOJABEJOMCTBEHHBIX ~ MHHHUCTEPCTBY  3JIpAaBOOXPAHEHUS
Poccuiickoit ®@enepanun wir MUHUCTEPCTBY HAYKH U BBICHIETO 0Opa3oBaHUs
Poccuiickoii @epneparuu, BKIIOYas TJABHBIX BHEIITATHBIX CIELHAINCTOB
MunucrepcTBa 3apaBooxpanenus Poccuiickoit denepanuu (nanee - 3KCHEPTHI)
JUTSL TIOATOTOBKY 3akitoueHus. [lepedens sxcnepToB popMupyercs mpaBieHUEM
donna.

[IpennoxkeHus: O BKJIIOUECHHUIO B MEPEYHU I 3aKYIOK JIEKApPCTBEHHBIX
npenaparoB B TeueHue 3 pabouux JHEW co AHS moctyruieHuss B Do
JOTIOJTHUTENIHHO HAIpPaBJISIOTCS B (efiepaIbHOE TOCYJapCTBEHHOE OFOIKETHOE
yupexaeHue "LleHTp dKcmepTU3bl W KOHTPOJS KayecTBa MEAMIIMHCKOM
nomomu" MunuctepcTBa 31paBooxpaHeHus Poccuiickoit denepannu (manee -
[lenTp sKCHEpTH3BI) ISl MPOBEACHUS KOMIUIEKCHOM OIICHKH JIEKAPCTBEHHOTO
npenapara u MoAroTOBKHU 3aKIFOUEHMUS.

16. 3akimodueHue OKCIEepTOB U 3akimtoueHue LleHTpa skcmepTussl
HampaBistoTcs uMu B DOHA B CpOK, HE TpeBbImaronmii 14 pabounx mHEH
CO JIHSI OJIYYEHUS PEJJI0KECHUI.

17. 3akitodeHne SKCIEPTOB JOJDKHO CONEpKaTh aHaIW3 WHGOpMAIHH
00 »rTHomaToreHese 3a0o0jeBaHUs, OCOOEHHOCTSIX TEUYEHHS 3a00J€BaHUS B
JIETCKOM  BO3pacTe, HMEKIIMXCA METOJax IaTOTE€HETUYECKOro JICYEHHs,
BKJIIOYAsl JICKAPCTBEHHBIEC TMperapaThl, MPOTHO3 3a00JeBaHUS U BIUSHHEC
Ha KaueCTBO KU3HU TMAIMEHTOB C TaKUM 3a00JICBAaHUEM, a TAaKXKE OIICHKY
SKOHOMHUYECKUX U COIMAJBHBIX MOCIEICTBUN MPU MATOr€HETUYECKOM JICUEHUH
3a001eBaHUs, BKIIFOUEHHUS JICKAPCTBEHHOTO MperapaTa, MEIUIIMHCKOTO H3ICITHS
B CTaHJAPThl MEIUIMHCKOW MOMOIIH, KIMHUYECKUE PEKOMEHIALNU.

18. 3akmouenne lleHTpa SKCIIEPTH3HI JOIKHO COAEPKATh PEKOMEHIAITNIO
O BO3MOXHOCTH NPUMEHEHHS JIEKapCTBEHHOIO IIpernapara Ha OCHOBAaHHU
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MMEIOIIMXCS JAHHBIX O KIMHUYECKUX HCCIEHOBAHUSX JIEKAPCTBEHHOTO
mpenapara, OTYeTaX IMPOU3BOJMTENECH O pPE3ylbTaTax €ro IMPaKTUYECKOrOo
MIPUMEHEHUS, PE3YIbTAaTaX KIMHUKO-D)KOHOMUYECKOW OLIEHKU MPOU3BOJUTENEH,
pe3yibTaTax MOHMTOpPUHTA 3(P(HEKTUBHOCTH U O€30MaCHOCTH JIEKAPCTBEHHOTO
npernapara.

19. Okcneptubiii  coBer  donpa  paccmaTpuBaeT  MOCTYNHBIIHE
npeyioKeHusT U (GOpMHUPYET TPOEKThl TepeuHs 3a00JieBaHUM, MepedHs
KaTErOpUM AETEU, IEPEUHEN IS 3aKYTIOK.

20. IIpoTokounbl 3aceqanuii s3xkcnepTHOro coBera MoHa 00 yTBEP>KICHUU
nepeuHsi 3a00JieBaHMM M TMEpeyHs KaTeropuil nered u o (HOpPMUPOBAHUU
NepeyHend Il 3aKyIlOK, a TaKKe MPOTOKOJbI 3aCEJaHU MOMEUYUTEIbCKOTO
coBeta PoHma 00 yTBEPKIACHUM MEPEUHEN /IS 3aKYIMOK B TeueHue 3 paboumx
JHEH CO JHA UX TMOANHMCAHHS pa3MeIlaloTcsi B HH(POPMAIMOHHOM pecypce,
COZIEpIKAIllEM CBEIEHUS O J[JETAX C TOKEIBIMA JKU3HECYTPOXKAIIUMU U
XpPOHUYECKUMH 3a00J€BaHUAMH, B TOM 4YHUCJIE peaKkuMHu (OphaHHBIMH)
3a00jIeBaHUSIMU, BKJIOYas WHGOPMAIMIO O 3aKylKe [Uisi TaKuxX JeTei
JIEKapCTBEHHBIX IMPENapaToB M MEIULMHCKUX W3JEIUNd, B TOM YHCIE HE
3aperucTpupoBaHHbix B Poccuiickor @enepanuu, TEXHUYECKUX CPEACTB
peabwivTanuyi, W CBEIEHHUS O pe3yjbTaTax JICUCHUs] TaKuX JeTed (manee -
HH(pOPMAITMOHHBIN pecypc).

[lepeuennr 3aboJyieBaHMii, TIEPEUCHb KATETOpPHM JeTel U TMepeyHu
JUTS 3aKYTIOK B TedeHue 3 pabouux JHEH CcO JHS WX YTBEPKICHUS Pa3MEIIaroTCs
Ha odummanbHOoM caiite @oHga B MHGOPMAIIMOHHO-TEICKOMMYHUKAIIMOHHOM
cetu "MHTepHeT" 1 B MHPOPMAIIMOHHOM pecypce.

21. OGecrieueHre OKa3aHUs MEIUITMHCKON TTOMOIIH (TIpH HEOOXOIUMOCTH
3a npenenamu Poccuiickoit denepaiiny) KOHKPETHOMY peOeHKY ¢ Oop(aHHBIM
3a00sieBaHUEM, 00CCIICUCHHE JICKAPCTBEHHBIMU MpenapaTaMu U MEIUITTHCKUMHU
U3NIETUSIMUA, a  TaKKe  TEXHUYSCKMMHU  CPEICTBAMH  peabuIUTaIuiu
OCYILIECTBIJISIFOTCSI HAa OCHOBAaHHUM 3asiBOK OPTraHOB HCIIOJHUTEIbHOW BJIACTH
cyonsekToB Poccuiickoit deneparuu B chepe oxpaHbl 310pOBbsi, HOPMUPYEMBIX
HAa OCHOBAHWMHM 3asBJICHUN 3aKOHHBIX TMpEJCTaBUTENCH pedeHka ¢ opQaHHBIM
3a0oieBaHMEM, BKIIOUCHHBIM B TIEpeUCHb 3a00JjeBaHWU (Janmee - 3asBKa).
@opma 3asiBKM, NEpPEUYeHb TOKYMEHTOB, MPHJIAraeMbIX K 3asiBKE, U TMOPSAIOK
€€ MpPEICTABICHUS  YTBEPKAAIOTCS MUHUCTEPCTBOM  3PAaBOOXPAHEHUS
Poccuiickoii  @enepanuu. OpraHn  UCHOJHUTENBHOM  BIACTH  CyObeKTa
Poccutickoit deneparuu B chepe 0XpaHbI 310POBBS B TeUeHUE 3 pabouymx JHEH
CO JHS TOJNMUCAHWS 3asBKH HW3BEIIACT 3aKOHHBIX MPEICTABUTENCH peOeHKa
c opdaHHBIM 3200I€BaHUEM O BKIIOUEHUU €TO IOKYMEHTOB B 3asBKy. B cimydae
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ecnu pebeHOK yxe oO0ecreynuBaeTcs JIEKapCTBEHHBIM IIpernapaTroM MWId
MEJUIMHCKUM HU3JIeIHeM, BKIIOUEHHBIMU B MEPEYHU JJI 3aKYIOK, U BO3HHUKIIA
HEOOXOAMMOCTh MPOAOIKEHUSI €ro NPUMEHEHUS B OYEPEAHOM TOAYy WU
€ro 3aMeHbl Ha MHOW JICKAPCTBEHHBIM Mpemnapar WM MEAUIIMHCKOE H3JENne
U3 YKCia BHECEHHBIX B MEPEUHHU IS 3aKYMOK, OPraH MCHOJHUTEIBHONU BJIACTU
cyonsekta Poccuiickoit @enepanun B cepe OXpaHbl 3J0pOBbs MOAAET HOBYIO
3asiBKY, a TakXK€ CBEJCHMS O Iepepachpe/ieIeHUH MO PEIICHUI0 SKCIEPTHOTO
coeta ®doHga oCTaTKOB paHee HA3HAYEHHOTO pEOCHKY ¢ OpQaHHBIM
3a00JIeBaHUEM JIEKAPCTBEHHOTO TMperapaTa WM BbIIAHHOTO MEIUIIMHCKOTO
u3nienust JeTsM ¢ opdaHHBIMH 3a00JI€BaHUSAMH, KOTOPBIE MOJIYYalOT STOT
JICKapCTBEHHBIN NpenapaT Wik MPUMEHSIOT MEAUIIMHCKOE U3/IEIHE.

22. DxcneptHbiii coBer DoHpa a1 OKazaHUS JAETSIM C OpQpaHHBIMU
3a00JIeBaHUSIMA ~ MEIUIIMHCKOW TIOMOIIM M OO€CHeueHUs TaKuxX JeTei
JIEKapCTBEHHBIMU TIpernapaTaMu, METUIIMHCKUMHU HU3JCIUSIMU U TEXHUYECKUMHU
CpellcTBaMH peabWIUTallMK He TMo3/1Hee 14 nHel Mocie MOMy4YeHUs: 3asiBKU
paccMaTpuBaeT JOKYMEHTHI JEeTel, MPUIIOKEHHBIE K 3asBKE, Ha COOTBETCTBHUE
NepeyUHIo 3a00JIeBaHN, EPEUHIO KATETOpUd ACTeH U MEePeyHsIM JJI 3aKyMOK U
OCYIICCTBJISICT OILICHKY HaJlW4Yusi MEIUIMHCKUX T[IOKa3aHUH M OTCYTCTBUSA
MEIUIIMHCKUX  MPOTHBOMOKA3aHUM,  BKJIIOYAas  MPU3HAHWE  MAI[UCHTOB
C XPOHMYECKHUMHU HEU3JICUUMBIMU MPOTPECCUPYIONIUMU 3a00JICBAaHUSIMUA WU
COCTOSIHUSMHM HYXKJAIOMUMHUCS B OKa3aHWW MAJUTMATUBHOM METUITMHCKON
MTOMOIIIH.

23. Ilo pe3ynbratam paccCMOTpPEHHUsI 3asiBKH dKCIEPTHBIM coBeToM DoHaa
BBIHOCHUTCS OJTHO U3 CIICTYIONINX PEIICHUI:

a) 00 YIOBJIETBOPEHUHU 3asiBKM Ha KOHKPETHOTO pebeHKa ¢ opdaHHBIM
3a0o0sieBaHUEM U (WJIM) TPYTIY JETEH Ha OJIUH TOJI;

0) 0 HEOOX0IUMOCTH cOOpa MOMOJHUTEILHON HHPOPMAIIUUA O COCTOSTHUU
3I0pPOBbs peOCHKA, TIPEIJIaraeMOM METO/IE JICYCHHS, B TOM YHUCIIE 32 MpeeIamMu
Poccuiickon @enepanuu, JIEKApCTBEHHOM IIPEIapare, MEAULUHCKOM HU3JIEIINH,
TEXHUYECKOM CPEJICTBE PeabIINTaIINN;

B) 00 OTKa3e B YJOBJICTBOPCHUU 3assBKM Ha KOHKPETHOTO peOCHKa
¢ ophaHHBIM 3a00JIEBaHUEM U (WJIN) TPYTIITY JCTEH.

24. Tlo pe3ynbTaTamMm pacCMOTPEHHS 3asBOK dKCHEPTHBHIM coBeToM DoHaa
COCTABJISIETCSI  TPOTOKOJI,  KOTOPBIA  TOMAMKCHIBACTCS  TpeceaaTesieM
’KCcHepTHOro cosera Ponpa.

B cnydae mpunHsTHS pemieHuss 00 OTKa3e B Yy/IOBIETBOPCHHH 3asBKU
B MPOTOKOJIE YKa3bIBAIOTCA OOOCHOBAHME TAKOTO PELICHUS U PEKOMEHIAINH
0  albTepHATUBHBIM  MeTojgaM JjedeHus. HWHdopmamus 006  oTkaze
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B YJIOBJICTBOPEHHH 3asiBKM, OOOCHOBAHME TAKOIO DPEIICHUS U PEKOMEHAAINU
[0  aNbTEPHATHUBHBIM  METOJAM  JICUCHUS  HANpPaBJSIOTCS  3aKOHHBIM
npeacTaBuTeNsiM pedeHka ¢ opdaHHbIM 3a00J€eBaHMEM B CpOK He Oolee
7 pabouux JHEW CO JHS MPUHATUS PEUICHUS YKCIIEPTHBIM coBeToM DoHa.

O npunATHIX 3KcniepTHBIM coBeToM PDoHpa pemeHusx DOHI W3BEIIAET
OpraHbl UCIIOJHUTEIBLHON BJIACTH CyOBeKTOB Poccuiickoit deaeparuu B chepe
OXpaHbl 3/0pPOBbS, B TOM UHCIE C MCHOJb30BaHUEM HH(GOPMAIIMOHHOTO
pecypca.

25. IIpoTokosbl 3aceianuii SKcepTHOTro coBeta MOHIa O pacCMOTPEHUH
3asBOK HE Mo3/Hee 3 pabouux JHEH CO JHS HMX MOANUCAHUS Pa3MEeNIaloTCs
B HUH(OPMAITMOHHOM pecypce.

CBeneHus O TPUHATBIX HA 3acelaHugX HKcnepTHoro coeta DoHnma
peleHus X pa3MeaTcs Ha oduimansHoM caiite DoHma B MHGOPMAIIMOHHO-
TeJIEKOMMYHUKAIIMOHHOM ceTH "MHTepHeT".




