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* HecoBepUeHHOJNIETHUN - (o 18 semw)
e MaJIoOJIeTHUA - (mo 14 mnerw)

I'paxngaHCKMUM KoIekc Poccumckom ®emeparnmm (I'K P®) 30
HOos6ps 1994 roma N 51-93

PebeHOK - no 18 Jjew

CeMmemrHuM kOOekc Poccumickom demepaumm ot 29.12.1995 N
223-03


http://www.mila-design.com/?p=2128

«[IlpyBeT OT mokTOoOpa MeHrejsie [lenyTaTsl
npengnaralnT IPOBOAUTE OIBTH Ha JeTAX-CHUpOTax»

«JJeTkn Ba TabjleTkmu

. . .CIIMCOK «cobauex I[laBloBa» ocTaeTcs
OTKPEITHIM...>»

Hopag razera 17.01.2008

< epes nroso/lonYy BE
nag yerosou P,

«[leTu - KaK NOAONLITHBIE KPOSTUKU?»

\ ) «..Heyxenu u g Poccum npuwno epems
73 OTCTAUBATb MPABO AeTell He
NOABEPraTbCa MeAULMHCKUM
3KCNEPUMEHTAM? ..»

www.ruleoflaw.ru 20.01.2008

«PoCCHMMCKMX Majbilie) NepPeBOOAT B OTPSN IIONOIIBITHBIX
KPOJIMKOB >

«TBIleHTD» 02.07 2007



http://www.novayagazeta.spb.ru/
http://r.mail.ru/cln3232/www.tvc.ru

«MoxeT JIM ydacTHe B KIJIIMHMNYECKOM MCCIIenoOBaHMUMU

IIOMOYE BalleMy pebeHKy?»

https://nebolet.com/mednews/mozhet—li—uchastie—v—

klinicheskom-issledovanii-pomoch-vashemu-rebenku.html,
17.05.2017
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HasHauvenme “off label” (e mo
MHCTPYKLMM) B NeguaTpUYeCcKoOMn
IpaKTHUKe

° HekoOHTpoONMpyeMoOe KJIMHUYECKOEe MCIIRITaHue
C y4YacTMueM COLMAJILHO YSI3BMMOM I'PYIIIEH
NanmMeHTOB

* HenporanosmumpyemMoe u3SMeHeHUe
sbbexkTHBHOCTM

* YBenmnueHue pmucka paseuTtus HIIP



MODRIC
Manipulation of Drugs Reguired b Children

These guidelines were developed as independent
research commissioned by the National Institute for
Health Research, Research for Patient Benefit (RfPB)
Programme (Grant Reference Number PB- PG-0807-13260).
The views expressed are those of the authors and not
necessarily those of the NHS, the NIHR or the
Department of Health.

https://alderhey.nhs.uk/application/files/5014/99
35/2778/MODRIC-GUIDELINES. pdf



PUTAHCKHUU HALHIUOHAJIbBHBINA ®OPM VJISIP
UL NETEX

Thyroid hormones

Thyroid hormones are used in hypothyroidism (juvenile myxoedema), so in
diffuse non-toxic goitre, congenital or neonatal hypothyroidism, and Hashimoto's
thyroiditis (lymphadenoid goitre). Neonatal hypothyroidism requires prompt treat-
ment for normal development.
Levothyroxine sodium (thyroxine sodium) is the treatment of choice for]
therapy.

Doses for congenital hypothyroidism and juvenile myxoedem
according to clinical response, growth assessmen
thyroxine and thyroid-stimulating hormo
Liothyronine sodium has a similar action to levothyroxine but is more rapidly
metabolised and has a more rapid effect; 20—25 micrograms is approximately equiva-
lent to 100 micrograms of levothyroxine. Its effects develop after a few hours and
disappear within 24 to 48 hours of discontinuing treatment. It may be used in severe
hypothyroid states when a rapid response is desired.

Liothyronine by intravenous injection is the treatment of choice in Aypothyroid coma.
Adjunctive therapy includes intravenous fluids, hydrocortisone, and treatment of

infection; assisted ventilation is often required.

‘ LEVOTHYROXINE SODIUM

(Thyroxine sodium)
Cautions panhypopituitarism or predisposition to
adrenal insufficiency (initiate corticosteroid therapy
before starting levothyroxine), cardiovascular dis-
orders (pre-therapy ECG may be valuable), long-
standing hypothyroidism, diabetes insipidus, dia-
etes mellitus (dose of antidiabetic drugs including
1 in may need to be increased); interactions:
Appendix 1 (thyroid hormones)
Pregnancy dose adjustment may be necessary,
monitor maternal serum thyrotrophin
Breast-feeding minimal amount present in breast
milk; unlikely to affect tests for neonatal hypo-
thyroidism

Contra-indications thyrotoxicosis

Side-effects usually at excessive dosage (see Initial
Dosage above) include anginal pain, arrhythmias,
palpitation, skeletal muscle cramps, tachycardia,
diarrhoea, vomiting, tremors, restlessness, excit-
ability, insomnia, headache, flushing, sweating,
fever, heat intolerance, excessive loss of weight and
muscular weakness

Indication and dose

Hypothyroidism (in cardiac disease .
50% and increase more s

® By mouth
Meonate defAally 10 micrograms/kg once daily,
adjusted in steps of 5 micrograms/kg e
or as necessary; usual dose 25-3

ears initially 5—10micrograms/kg
once daily adjusted in steps of 25 micrograms daily
every 2—4 weeks until metabolism normalised

Child 12-18 years initially 50—-100 micrograms once
daily adjusted in steps of 50 micrograms daily every
3—4 weeks until metabolism normalised; usual dose
100-200 micrograms daily

Levothyroxine (Non-proprietary) (Pev
Tablets, levothyroxine sodium 25 micrograms, net
price 28-tab pack = 85p; 50 micrograms, 28-tab pac
= 57p; 100 micrograms, 28-tab pack = 86p
Brands include Eltroxin®
Liquid preparations available from specialist importing companies

MExtemporaneous formulations available see Exte
poraneous Preparations, p. 8
Note Bioavailability may vary in extermporaneous
preparations



Peryauposanne «Off label» naznavennii B JITY

[Ipn Ha3HAYCHUM MAITUCHTAM K HHIMBUIYAJIBHOMY IPUMEHCHHIO 110 )KH3HESHHBIM
MIOKa3aHUSIM JICKapCTBECHHBIX IIPEIapaToB 110 IMOKa3aHUIM, HE YIIOMSHYTHIM B
uHCTpyKInu 1o npuMmeHeHuto (0ff-label-use) (¢ mapymennem nokazanwmii, mytn
BBEJICHMS, JIOBMPOBKH, BO3PACTHBIX OIPAHUYCHHUH U TIp.) MPH OTCYTCTBUH
pa3peleHHoH aJbTePHATHBBI 0(POPMISATH CAeAyIONIHe TOKYMEHTHI.

IIpoToKo0J KOHCHJIMYMA Bpaveii 110 HA3HAYCHHIO IIperapara 1o 1moka3aHusM, He
YIOMSHYTBIM B HHCTpYKIuu 1o mpuMmeHeHuto (0ff-label-use) B 2-x ax3zemmusipax,
OIHMH U3 KOTOPBIX BBIJIA€TCA HA PYKH 3aKOHHOMY NPeACTABUTEII0 MANMEeHTa,
APYroii BKJIeHBaeTCsl B METHIIMHCKYI0 KAPTY MalHeHTa.

NudopmMupoBanHoe 100pOBOJIbHOE COTJIACHE 3AKOHHOTO MPeACTABUTEJIS
narueHTa B Bo3pacte 70 18 JieT Ha mpuMeHEHHE B CXeMe JICUCHHS JICKapCTBEHHOTO
nperapara o Mmoka3aHusM, He YIIOMSHYTBIM B HHCTPYKITUH 10 npuMeHeHuto (Off-
label-use) B 2-x 3x3emMmJisipax, OfUH U3 KOTOPBIX BIAeTCS HA PYKH 3aKOHHOMY
NMpeACTABUTENIO MAIMEHTA, IPYroii BKJIEMBAeTCA B METHIMHCKYH KapTy
nmanuenTa.

3akiaroyenue sBpayeoOHou komuccuu OI'bY «P/IKb» 0 Ha3HaueHNU JTEKapCTBEHHOTO
nperapara o Mmoka3aHusiM, He YIIOMSHYTBIM B HHCTPYKITUH 10 npuMeHeHuto (Off-
label-use) B 2-x axk3eMmIsipax, 0JJMH U3 KOTOPBIX BbIAETCS HA PYKH 3aKOHHOMY
NpeACTABUTEIO MAIMEHTA, IPYroii apXuBHpyeTCcs ceKpeTapeM KOMHCCHH.
Pemnrenne BpaueOHOM KOMUCCUU BHOCUTCSI B MEIMIIMHCKYIO KapTy MalleHTa U B
KypHAJL.
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9TUYHOE M BaKOHHOe
[IpMMeHeHMe JieKapCTBa

[IpyuMeHeHMe MBYYEeHHOI'O IpenapaTa C
OOKaBaHHOMN 3bbeKTHMBHOCTEBIO U
6e30I1acCHOCTRO:

10 pPaBpelleHHEM [NOKAaBaHWUSIM;

e Yy mauMeHTa COOTBETCTBYHIErO BO3pacTa
(paspemenHoe mOJysi NPMMEHEHUSI B NeOuaTPpuM) ;

e B pPeKOMeHayeMoM (palBpeleHHOM nose) ;

° B pPeKOMeHayeMOoM (paBspelleHHOM y IneTen)
JIeKapCTBeHHOM Qopme



[IpyuMHEl HEJOCTATOYHOI'O KOJIMYeCcTEBa
KIMHNYECKUX MCCIeIOBaHUN B
nenmuaTpmun

 He6ONMBIION «IIPUPOCT>» PBIHKA IIOCJe
perncrpauun JIC (J1ekapCTBEeHHOM
bopmMel) musT meTen

e HeraTmMBHOE OTHOUIEeHMe obumecTBa K
nenMaTpmudYeckyMM MCCIIenOBaHUSIM
(coxpausieTcst) , TPyLOHOCTE Habopa
[1AlIMMeHTOB

« BoJylee xecTkue TpeboBaHUS
OTHOCHUTEJNIBEHO MEeTOLOJIOTMM M STUKMU

e Bricokasi CTOMMOCTE M IOJINTEJIEHOCTL
nenMaTpmMYeCcKmMX MCCIIenoOBaHUN



KmanueckMe mncciJenoBaHUSA
C y4YacTueM JeTeun

v [IPOBOOSITCSI IO SBaBepeHuN
AHAJIOTUMYHEIX MCIEITAHUNM HA
sbbekTBHOCTE M 6€30IIaCHOCTE Y
BBPOCJHEIX (Ba pemKMM MCKJIIIOYeHMEM
cyrybo nemmaTpmMdYecCKMX IIpernapaToB)
B III daBe KIMHMNMYUECKUX
NCCJIeIOBaHUN




dapMaKOKMHETUYECKAE g

uccnenoBanust B nemuaTpuyu (|

v ®apMaKOKMHETUYECKMNE MCCJIeNOBaHMUS
HOBBIX WMNJINN B OCHPOM5BeJleHHBIX

JIeKAapCTE (IOXeHepMKORB) Ha
BOOPOBHX HOeTsAX He NPOBOIOSATCS

v ®apMaKOKMHETHMYECKME MCCIIeNOBaHMUSs
HOBBIX WMJIM MCCJIeLOBaHMUS
CPaBHUTEJILHOMN QapMaKOKMHETHUKN
IKeEHEPMKOB IIPOBOISATCS y LeTeu,
ecnm mMewnlmeecss 3abojieBaHME
CHIYXUT IIOKAaBaHMEM K IIPMMEeHEeHMIO
DAHHOI'O JIEKAPCTBEHHOI'O CpencTBa



HPMBHaKM SQTNYEeCKMN IIpMeMJiIieMOoI'o IIeIMnaTpnd4ecKoIo
ncciengoBaHnsA

* WHccienmorBraHue PamoMOHAJIBHO CIIJIAaHMPOBAHO C y4YeTOM
MMMHVMNB AL ,u;ncrcomcbop'ra I MHBASMBHEIX IIpouenyp

e OxmpmaeMasi IoJyib3a OT MCCIenOBaHUS [IpeBrnIaeT
HO'I'eHL'LMaJIbHBIﬁ PHUCK, a HO'I'eHL'LMaJIbHBIﬁ PUCK #ABJIsIETCSHA
MVHVIMAJIbHBIM

* HccrnepoBaTenp obllamaeT JOCTATOYHOM MHOOpMaumen o
BOBMOXHBIX HEOJIaI'ONPUSATHEIX [MOCJIEACTBUSIX
MCCIenOBaHUA

e YuacTHMKaM (cy6breexTaM) u/UIM UX BaKOHHBIM
IpencTaBMUTENsIM NpPpenoCTaBJIeHa BCS MHbopMmalms,
HeobxommMasi OJisI I[IOJIYUEHMSI MX OCOBHAHHOIO U
DOOPOBOJILHOI'O COIVIACHUS



3aKOHHbIEe INpencCTaBUTEIN N
HEeCOBEPIEeHHOJIETHNX :

 Poourenn
° YCRIHOBUTEJIN
e OnexyHr (meTem pmo 14 Jjew)

e [loneunTrTenn (meTem oTr 14 mo 18
JjleT)



NupopMmMpoOBaHHOE cCcoIJjilacue

v [IncbMeHHOe CcoIvlacMue Ha ydYacTHe B
KJIMHNYECKOM MCCJIeHOBaHUM HaloT
ponuTenn pebeHKa




AOKW

Accouwnaums OpraHnsaumnnno
Knunuveckum UccnenosaHnam

06 accoupaLin
HopmMaTtvBHaa baza
AHanMTyeckve Marepyarsibl
[poeKThbl

PexoMeHaaL AOKA
Bonpoc-oTBeT

[NauymeHTam o KA

HoBocTt

[NapTHEpbI

KoHTaKTbl

Accoumaums opraH13aLnii No KIMHWYeCKUM uccnegoBaHusM (AOKN) -
HeKOMMep4YyecKas opraHM3alini, Oﬁ'benHHSIIDI.I.IaFI oprnanvyecKux nuy, y4actHUKoB pOOCHﬁCKOFI
PblHKa KNIMHHU4YECKHUX HOCHGAOBaHI‘Iﬁ.

PekomeHaauum AOKM no cocraB/ieHUIO
«UndopMmaLiMOHHOro UCTKa NayueHTa»

wabnoH «MHdbopMaLMOHHOro NUCTKa NauueHTa» (OCHOBHOI) @

template «Patient Information Sheet» (general) @

wabnoH «MHbOPMaLMOHHOIO NUCTKa ANA poauTeneil HeCoBepLIEeHHONETHEro NauueHTa» @

template «Patient Information Sheet for Parents of Minor Patients» @

wabnoH «HMHdbopMaLMoHHOro NMCTKa NauueHTa Ans NoApocTKos B BospacTe oT 14 ao 18 net» @

template «Patient Information Sheet for Adolescents in the Age of from 14 till 18 Years» @

wabnoH «MHbopMaUMOHHOro NCTKa NauveHTa ANA AeTeil B Bo3pacTe oT 10 Jo 14 net» @

template «Patient Information Sheet for Children in the Age of from 10 till 14 Years» @

http://acto-russia.org



PapMaKOKMHETHKA

Jicnonlb30BaTE YyBCTBUTEJILHBIE MEeTOIH,
YTOOH YMEHBUMTE OOBEeM KpPOBM IJIs
MUCCJIeJOBaHUS

BpaTe o6paiisl KpOBM T papMaKOKMHETUKM
BO BpEeMsI PYTHMHHBIX aHAaJM30B

Hcnone30BaThkE KaTeTeps (BMECTO IIOBTOPHBIX
BEHENYHKIMN) dYTOOB yMEeHBUMTE CTpPecc,
MCIOJNILBOBATE MECTHYI aHeCTeS3u Ipu
KaTeTepmu3aumnumn

/icnone30BaThE TEXHUKY MMHMMMBUPOBAHUS
KoJIMuecTBa npob6 orT kaxmoro naumeHTa (no
2-4 TOUKM ONSA «IOONYJISLIMOHHOM AUC»,
nonynsauMoHHass apMakKokmMHeTHMKA C
MCIIOJILBOBaHMeM Hambolyiee mMHOOpMaTMBHEIX
TOYEeK, OCHOBAaHHAsl Ha MAHHBIX OT BBPOCJEHX

Il VMeHTOB
AUMEeHTOB) ICH Topic E 11

Clinical Investigation of Medicinal Products in
the Paediatric Population



[IpakTMyeckue pexoMeHJauuu I10
MMHMMUSBaAUUM PUCKa IOUCKoOMbopTa IONsA
YYaCTHUKOR NenmuaTpmudYecCKux
MCCIegoBaHUN

Guide to Paediatric
Drug Development and
Clinical Research

Editor:

KARGER




BOBMOXHEIE MNEePCIHeKTUBE

- BBemeumne obsizaTenpHOM permcTpaumnm
nerckom dopmrr JIC npm permcrpaumum
npenapaTa Ha TeppuTopum P®, ecim TakoBast
Ve mMeeTcst B crpaHax EC um/mnm CIIA (6es
DOIIOJIHNTEJILHEIX MCCJIeNOBaHMM, Haxe ecimu
POCCHMMCKME LIeHTPH He MNPMHMMAJIM ydYacTusl B
MKH)

e Beemenme ocHOB GCP B kauecTBe
obsi3aTeNnbHOM YacTM obpasBoBaHMS B
MeOULIMHCKNX YHUMBEpPCHUTEeTaX M KoJIIeIoXax.

 [IoBrIIEHME BHAYMMOCTM JIOKAJIBHBIX KOMUTETOB
IIO 3THUKeEe

e KOHTpONE MHMLMATMBHBEX (akageMmMuecKmux, a
Takxke IIR)KM c yyacTmeM meTen



