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['ny6okoyBaxaeMble KOJUIEr !

[Ipurnamaem Bac NpUHATH yYyacTHUE B OTKPHITOM, HabGII01aTEIEHOM, IPOCHEKTHBHOM,
HEPaHJAOMU3UPOBAHHOM HcclenoBaHun «OMBIT MPUMEHEHHS JIEKAPCTBEHHBIX NpENapaToB
«off-label» Bpauamu TepaneBTU9eCKHX criennanbHOCTENY, oprannzoBaHHOM OI'BY « HMUIL]
TIIM» MunznpaBa Poccuu, Poccuiickum o6miecTBoM mpodUIakKTUKU HEUH(PEKIIMOHHBIX
3aboneBanmit 1 HauyroHanpHBIM 00ILIECTBOM JOKA3aTENbHON MEAULIMHBI.

[ens uccnenoBaHus - OIIEHUTh YACTOTy Ha3HayeHWs ImpenapatoB odd-miiidn B
IpaKTHKE Bpaueil TEPANeBTUYECKUX CIEIMANTBIIOCTEN MPU OKa3allii MeTUIUIICKOM MOMOLIN
B3pPOCJIOMY HACEJIEHUIO U HHPOPMUPOBAHHOCTH PECITOHACHTOB 0 puckax off-label.

OnTumanbHBIM CUUTAETCS IPUMEHEHHUE JIEKApPCTBEHHBIX MPENapaToB MO MOKAa3aHUsAM,
yYKa3aHHBIM B KpaTKOW XapaKTEpHUCTHKE JEKapCTBEHHOTO Mperapara WIH WHCTPYKIMH IO
IPUMECHEHUIO Tpenapara, T.e. IpUMEHeHHe «on-label». OgHako HUMEOTCS KIMHUYECKHE
CUTyalluW, KOTJa MHOJAXOJAbl K JIEUEHHI0, IPQPEKTUBHOCTh KOTOPHIX JIOKa3aHa B XOJIE
BBIMIOJTHEHUS KPYTHBIX PaJHOMU3UPOBAHHBIX KIMHUUECKUX HCCIICIOBAHU, OTCYTCTBYIOT, a
BBIHYKJICHHOE B TaKHX CydasX MPUMEHEHUE ONPEAEICHHOrO JEKApCTBEHHOTO Ipenapara
MOXET OBbITH OPUIHMATIBHO HE 000pEHO K MPUMEHEHUIO UMEHHO MY JaHHOM 3a00JI€BaHUH,
T.c. mpuMeHeHue craHoBuTcs «off-label». Hcnonp3oBanue «off-label» — mpumenenue
JEKapCTBEHHOTO CpeACTBa (MEIUIIMHCKOTO W3JEus, BMEIIATENbCTBA) B CUTyalMu, KOTJa
TaKOH MPOTYKT HAMEPEHHO MCIMOJIb3YETCA ¢ MEAULIMHCKUMM UENISIMH, HO HE COOTBETCTBYET

00OpEHHO# perynsipHbIMH opraHamMu MHGOPMAIMM O HEM, B T.4. MHCTPYKIUU MO €ro



npumenennio. Cunraercs, 4ro npenapat npuMensiercs «off-label» B ciiyyae ncnons3osanus
npu Oojiee TKENBIX CTaAusX 3a0oieBaHUS WIM APYroM 3a00JIEBaHHMH, y IALHEHTOB
HECOOTBETCTBYIOIIErO I10J1a ¥ BO3pACTa, HE TEM CHOCOOOM MM HE B TeX 1103aX, KOTOphIE
OBLIN 0JOOPEHB! PEryISTOPHBIMU OpraHaAMH.

Jns y4acTus B MCCIIEJOBAaHUH CIIEAYET OTBETHTHh HA BOMPOCHI OH-JIAitH OMPOCHHKA,

pasMeLIEHHOro Ha cTpaHulie: hitps://org.gnicpm.ru/off-label He mozaHee 25 aBrycra 2020 r.

BYIIGM IMpU3HATECJIbHBI, €CJIN I/IH(bOpMaI_II/IH O BBIICOINMHUCAaHHOM HCCJICAOBAHHUH 6yIICT
JOBCICHA N0 BCEX Bpaqel‘/'l MCIUIIMHCKUX opraHmauHﬁ BBCPECHHOI'O BaM Cy6’B€KTa.

IIpunoxenue B 1 3x3. Ha 4 cTp.

Hupexrtop O.M. JIpankuna




\’\‘-"

NAKTH,
OEQ\I* fot;f. ,r‘
& P
- Z
* = »
: e ad HayuonansHoe

%, " &  POMHWU3 o6uecrso

a -
@ <
i AOKazaTenvHou papmaroTepanmm

OtkpbiToe, HabnoaaTensHoe, NPOCNEKTUBHO., HEPAHOOMM3UPOBaHHOE UCCIea0BaHMe
ONbIT NIPUMEHEHWUA NEKAPCTBEHHbIX NPEMAPATOB «OFF-LABEL»
BPAYAMU TEPAMEBTUYECKUX CNELMANBHOCTEN
(nns oTBETA Ha BOMPOCHI HEOOX0AMMO NPONTL No cebinke: https:/lorg.gnicpm.ru/off-label)

1.1. Cy6nbekT Poccuitckoit ®enepauun (o6nactb, kpa, pecnydnuka, aBTOHOMHbIA OKPYTr)

1.2. MecTo Baweit pabotb!:

O AMBYNaTopHO (B YCTIOBUSIX, HE MPEAyCMATPUBAIOLAX KPYITIOCYTOMHOTO MEAMUMHCKOTO HaBniodeHuns u
nieYeHus), B TOM YMCne Ha [JOMY NPV BbI30BE MEAMULMHCKOrO paBOoTHIKa;

O B [HEBHOM CTaLMoHape (B YCMOBMSX, MPe/lyCMaTpUBAIOLMX MeMUUMHCKOe HabMiofeHve W eveHue B
[HEBHOE BPEMS,, HO He TPEBYIOLLMX KPYTTOCYTOMHOIO MEAMLMHCKOrO HaBMIAGHMS W NEYeHIs);

O CTaLyoHapHo (B YCroBMsX, 0BECTIEUMBAIOLLIX KPYITIOCYTOYHOE MEANLMHCKOE HABMIOAEHNE U NEYeHue).

0 Opyroe (Ykasarb: )

1.3. CneynanbHOCTb, NO KOTOpoN Bil paboTaeTe

WcnonbsoBaHue «off-label» — npumeHeHne nexapcTBEHHOMO CPEACTBA (MELAVLMHCKOMO M3OENUs, BMeLLaTeNsCTBa)
B CUTyauuW, KOrAa Takoi NPOAYKT HAMEPEHHO MCNONb3YETCA C MEAMLMHCKUMU LiensMW, HO He COOTBETCTBYET
0L,00pEHHOI perynsipHbIMM OpraHamut IHOPMaLMV O HEM, B T.4. UHCTPYKLMW MO €ro NPUMEHEHMIO.

Cyumaemcs, ymo npenapam npumensiemcs «off-label» e cryvae ucnone3osaHust npu bonee maxensix cmadusx
3abonesaHus unu dpyeom 3abonesaHuu, y nayueHmos HeCOOMeemcmeywe20 Noa U 8o3pacma, He Mmem cnocobom
unu He 8 mex 0o3ax, komopsie bbinu 0006peHb! pe2ynamopHbIMU Op2aHamu.

2. Kak yacTo Bbl HasHavaeTe nekapcTBeHHble cpeactea «off-label» (no nokasaHuam, He yTBepXKAEHHbLIM
MHCTPYKLMEN neKkapcTBEHHOro cpeacTaa)?

OueHb yacTo

YacTo

WHorpa

Pepko

Hukorpa

OgooOon



S
-Jo» ea10Tado 0JOHHBELOdeNALr OJOHHET
VWEG BUHOhBHEEH BHWNMAU KeHERL | '{'e

PAYEL L]
-Jjo» ed.10tedo 0JoHHaaL19dBNALr 0JOHHET
MWeg BUHOhBHERH BHURNAL BBHEBL! | “{'¢

-areeenf) aolkdf O

ea1o7add 0JoHHog10deNaU

ewandu qLooHauaLKLIoTod | O
ea1oado oJoHHagLodeyaLr (snHaTaas
qLAu) suHeHanwmMdL goaou) O
ed197add 0loHHag10deaLr esoff O
ea.10ado oJoHHag1odeNaL

ewandu 9.100HLedy O

ea10fadd 0JoHHagLodeNsL
OiMHaHanmdu AWoNoHUTIMITOW

) BuHeeeNouoanLod| | O

ed107ado 01oHHagaLodeNsL oiHaHBWNAL

AWONOHUTINTOW Y BUHEERNO| | O
(-d7 n aiqumxou ‘sigHHaWadag)
go.LHauneu euuAdl sBegooQ O

¢,(0NALI0N08H WLW HUTO

qLedgiqa) Ad1oado AWOHHagLodeNaLs
N MANAdLOHM MoHaLenhingo
0LBa08191881009 8H auHeouUTadu
ameg AdLawedeu Awoxey oy ‘¢’

-aLeeenf) aoAd O

ea10ado 0JOHHagLodeyaLr

ewaundu qLo0HauaLMKLIOTOdL | O
ea107ado oloHHagLodeYeLS (BUHETogE
q1Au) BMHBHBWMAL god0LY) 0O
edg197add 0J0HHag10deNaLr eeof] O
ea.10radd 0JOHHadgLodeaLr

ewaudu 9100HLedy O

ea.10add 0JoHHagLodeyaU

ciMHaHaWKAL AWoNOHUNUITOW

) BuHegesouoanLod| | O

ea.Loado 0JoHHaaL0deNsL OiMHBHaWMAL

AWONOHUTIMITOW ) BUHEERNO| | 0|
(*d? n aiaumxou ‘aigHHaWadag)
goLHauheu euuAdl 8BQOOQ O

¢,(0NaLrONO8H UL HUto

q1edgiqg) AaLoirado AwoHHaaLodeNaL
N MMAdLOHM noHarenningo
OLrea0dL9188.1009 9H auHedMUTadu
ameg AdLawedeu Awodey of | €'

:ed1oTado oloHHagode 8L
dUHegeeH 90801d0OL 9LBERNA “Z'€

‘ea19ad) oloHHeaL1odeNal
SMHEBERH 80901d0L qLBERNA ‘Z'€

:(ea109maa olemoihaLonet |
anHesaeeH) HHIA 9LBERNL LS

'(eaLoaimag olamoikaLovat
SMHeaE.H) HHIN LBERNA 'L'C *

¢ «|eqe|
-Jj0» ea1oadd 0JOHHBELOdeNaL OIOHHeT
VIWeg BUHOhBHERH BHURhMAL KEHEEL! | '§'¢

-qLeeenk) solkd O

ea.1orado 0JoHHegLodeNaLr

ewandu 9100HauBLMKLIoTod| | O
ea.1oTadd 0JoHHagaLodeNsL (BuHaTaas
q1hu) suHaHawmdu goooL?)) O
edLoTado oJoHHaaLodeNaL ecoff O

Ba.107add 0JoHHaELodeNSL |

ewandu 9100HLed)) O

ea10t'ado 0JoHHagLodeNaL
OMHaHanMdU AWONOHUTIMITOW

) BUHeERNoUOanLOd| | O

ed197ado 0JOHHB810deNaL OiMHBHaWMAL
AWONOHUITUTIOW X BUHEERNOL | O
(dt? v a1aumxou ‘aigHHaWadag)
g01Hauheu euuAdl KBQOOQ O

¢,(0¥aLrONO8H WL HUTo

qredgiag) Aa1orado AwoHHagLodeNaL
X mnnAdLoHM oHarennugo
OLreg0a101981009 8H amHeouUTradu
ameg AdLewedeu Awoxey of] €'¢

‘ed10l7ado oJoHHoaLdENSL
anHeaseH aogoldoL qLeEBNA "¢’

:(ea1osmea oltemoikaLonal
AUHEEEEH) HHIN TLBEBYNA '€

ﬁ |
$41oge] |
-Jjo» edaLoTadd oJoHHaELOdeYaLr OIOHHET i
UIWeg BUHBhBHERH BHURUAL BBHERL | "¢’

-areeedf) aolkd O

ea.10rado 0J0HHagLIdeNaLr

ewandu q.LooHauaLMKLUoTod| | O
ea10Tad? 0JoHHa8LodeYALr (KMHaTaad
q1Au) BUHaHBWMAL goI0UY) O
ea1o7ado o1oHHaaLodeN8L BEO[T O
ea10r'ado 0JoHHagLddeaL

ewandu qL00HLed)] O

ed107ado 0JoHHBgLIdeNaL
OMHaHaWudL AWoNoHUhntTan

) BuHeERNOoLoanLod| | O

ed.1oado oloHHagaLodeNaLr oiHaHaWKdU
AwoxoHuhmiam » suHeERNO| | O
(*dt n aiaumxou ‘aiqHHaWadaQ)
gotHaveu euukdl Bego20D O

¢,(0%aL0N98H WL HUTO

aredgiaa) Aa1orado AwoHHagLOdeNaLr
X MMYAdLOHM MoHaLrenndo
OLreg08.0198.1002 8H auHesuuUTadu
ameg AdLewedeu Awoyey o] '§'¢

‘ed10ado oloHHagLodeYaL
auHeaeeH 90801doL 91BERNL Z'C

:(eaLo8maa olamoihaLonaly
AUHEEERH) HHIN 9LEERNL *|'§

(a1otfads xi9HHaaLIdENALr ONILIONIBH ULIM OHDO aLecexk) ¢ «jaqe|-Jo» andod 8 uUeheHseH 19g ea1oladd siqHHagLIdeNaL auie) °¢ |




-JJ0» Ba10Tadd 0JOHHa8LIdENAL OJOHHET
VWEQ BUHOREBHEBH BHURWAL BEHEEL | “{'E

-|j0» ed1oWadd oloHHaaL0dexsL 0JOHHeT
WIWBQ BUHBhEHERH BHWUKNAL BEHEEU | '

K
:qLeeedk) s0lAdf O

ea107ado 0JoHHaa10deNaL

ewandu 91o0HauBLMKLoTod| | O
ea10ado 0JoHHagLodeyaLr (BMHaTaga
qLAu) suHeHanwmdy gooou?) O
ed1oadd oloHHag10dexsLr ecoff O
ea1oado 0JoHHagLodeNaL

ewamndu qLo0HLedY O

ea10rado oJoHHaaLodeNsU
OMHBHanMdu AwoNoHUTMITaW

¥ BuHEERNOUOaMLOd| | O

ea107ado 0loHHaaLodeNsL oiHaHaWKudL
ANONOHUTTUTSIN 3 BUHBERMNO| | O
(:dt v siqumkoL ‘al9HHEWadSQ)
goLHanneu euuAds sBBQO2O O
¢,(0NaUONOBH UL HUTO

qredgiag) AgLofado AwoHHagLodeNaLr
 UATIALOHW KoHSLreUTIMEO
OLBa09191881009 8H aUHeMLTadU
ameg Adiawedeu Awoxey o[ | ‘€'

:aLeeeNf) a0lAd7 O

ea1oradd oJoHHagLodeyaLr

ewaundu 9L00HaLaLKLIoTod| | O
ea10ado oloHHagLodeYaL (BMHaTaad
qLAu) BUHaHaWKdU goooL) O
ed10ad?d 0JoHHag1deNaL ecolf O
ea107add 0J0HHaaLodeNaLr

ewaudu q1o0HLedy ad

ea107'add 0J0HHagLodeNaLr

OMHaHaWKAL AWONOHUITa

3 BuHeERNOouoauLod| | |

ed1o7add 0loHHagLodeNaL OiMHaHBWMAL
AwoxoHunITaw y BuHeseNo| O
(-d7 n aiqumxou ‘a1aHHaWadaQ)
goLHavneu euuAdl BBQOOO O
¢,(0¥arONOBH ML HUTO

aredgiaa) AaLorado AwoHHaaLodesau

N MMTINADLOHW oHaLrernndgo
OLBE08101881009 8H auHeoMUTadu
ameg AdLewedeu Awoyes o] '¢'¢

‘ed10i7ado oJoHHagLodeNeLr
aMHegEeH 8080.doL 9LBERNL 7'

‘ed107add oloHHadL1odeNaU
SMHeBERH 90801d0OL qLEERNA Z'€

:(eaLosmas olsemoiAaLonat
AVMHEEERH) HHIA 9LBERNL '|°¢

:(eaLosimag olefmoikaLonsty
SUHEEEBH) HHIN ALEERNL 'L'€

-Jjo» ea1oadd 0JoHHagLadeNaL OJoHHeT
VWeg BUHShEHEBH BHUAMAL BBHEEBL | '§'¢

:aleeenk) solAd O

ea10ado 0J0HHaELIdeNBLf

ewamndu qLo0HaLBLMKLIOTOd | | O
ed.1o7ado oloHHOaLOdRNAL (KMHEToaE
q1Au) suHaHaWMdU gooou) O
eaLoadd oloHHagLodeNsL eeoff O
ea10add 0J0HHaaLodeNaL

ewaundu 9100HLedY O

ea.10’add 0JoHHegLodexaL
OIMHaHaWMAL ANONOHUTIMIT B

) BUHegexoLoauLod| | |

ea1o7add 0JoHHaELodeNSL GIMHBHaWNAU
AWoNOHMNIMITOW % BUHEERNO| | O
(-dE n s1aLvkou ‘aiaHHaWadaQ)
go1Havheu euuAdl KEQOIQ O
¢,(ONALIOND8H ML HUiTo

qredgiqs) Aa1oado AwoHHaaLodesaLr

Y UATNADLOHM noHaLreungo
OLrBE0819199.1009 8H auHeomuTadu
ameg AdLewedeu Awoxex of] '¢'¢

ACL
-JJ0» Ba10Tadd 0J0HHAELodeNaLr OJOHHET
NWBg BMHAhEHERH BHWUhAL BeHSEL | ¢

-areeedf) aolAd O

ea10add 0J0HHgLodeNaL

ewaundu 9190HquaLMKLIoTod| |

ea10add 0JoHHagLOdeNSL!

(suHaTagg aLAu) BUHSHaWMAL goJoLD)
ea10ado oJoHHeaLodeNaL eeof]
edLoado

0JoHHaaL10dexaL ewaundu qLO0HLEd)
ea10t'add 0JoHHIgLodeYaLr OiMHEHaWMdU
AwosoHnhniTow  suHeeeNouoanLod| |
ed10fado 0loHHsaLodeNaL oiHaHaWMdL
AWOMNOHUTIITON X BMHEBERNO| |

(-dt n s1qLmKOL ‘al9HHaNadaQ)
go1Haveu euuAdl BBQOOQ

¢,(0NaLIONDBH UL HUTTO

qiedgiqa) AaLorads AwoHHagLodeNaL

X MMMIAd LOHM noHaLrennineo
OLreg08.0188.1009 8H avHeouuTadu
ameg AdLawedeu Awosey o] ‘¢'¢

‘ea10ado oJoHHagLodeysL
aVHeageH 90801d0L 9LBERNA Z'C

‘ed10tado 0JoHHaaLodRYAL!
aMHeaeeH 90801doL 91BERNL 7'

:(eaLoamesa olamoikaLonet
aUHeaE.H) HHIN GLEERNL “|'E

:(earosmaa otemoifaLonett
OMHEaEBH) HHIN 9LEERNL L€




AL

AR

AL




4. Mo Bawemy MHeHWI0, B KaKoi cTeneHn ncnonb3oBaHue «off-label» BnuseT Ha KOPPEKTHOCTL
neyexmna?

O 3HauuTenbHO

O HesHauuTesnbHO

O B manoi ctenenu

O He Bnuset

5. CornacHo Bawemy onbITy, Kakue pUck1 CBsi3aHbl C UCMONbL30BaHNEM fIEKapCTBEHHbIX CPEeACTB
«off-label»?

O Pa3sutie HexenaTenbHbIX NOBOYHbLIX peakLmui

O HeaddeKTMBHOCTL MM HEQOCTaTOMHAS S EKTUBHOCTD JIEKAPCTBEHHOTO CPEACTBa

O [Opyroe (Ykasatb:

6. CyuTaeTte nu Bbl 4OCTaTONHLIMK CBOM 3HAHMA 00 KCNONbL30OBaHWUK NeKapPCTBEHHLIX CpeacTB
«off-label»n?

O [fa

O Her

7. UHTepecHo nn Bam GyaeT nonyunTb AONONHUTENLHYIO MH(OPMaLMA O PUCKAX K Nonb3e
UCNONbL30BaHMA nekapcTBeHHbIXx cpeacts «off-label» B knMHKMYeckon npakTuke?

O [a

O Hert



