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1.Bctyn



KrtiniuHi BUNIpoOyBaHHS TiKapChKUX 3ac00iB — Ije HaJ3BMUYAHO BayK/TUBUM
eTanm iX po3pobOKu, 1[0 TIO/sSIra€ B TIPOBeZeHHI HAayKOBO-ZOC/IiAHOI poboTu 3
BU3HAUeHHs Oe3meku Ta e(eKTUBHOCTI JIiIKapChKOro 3aco0y, TepIl HiXK Hioro Oyze
3aCTOCOBAHO B INMPOKiK MeAuuHiit mpaktuili. Ha po3pobky cydacHOTO
OpHTiHaJLHOTO Mperapary ¢ipMa-po3pobHuK BuTpavae Bif 10 10 15 pokiB poboTu
i 6isbiie 1 minbsipzaa gonapis CHIA.

Y4acTh y Takiii BaXKIMBil Ta BeJTbMH BiJIOBiabHil poOOTi, K Mi>KHapoAHi
GaraTolleHTpOBi K/IiHiUHI BUIIPOOYBaHHSI TO3UTUBHO TIO3HAYAETHCS Ha iMimki
KpaiHH, MiATBepAKye i BUCOKMK HayKOBUM piBeHb. HaTOMIiCTh, KOXKHA 3 [lep>KaB-
YYaCHUKIB TaKUX MDKHApOAHUX [OC/II[KeHb OTPUMYE, KpPIM MOpa/JbHUX, 3HAUHI
MarepianbHi 3UcKM. Tak, 3a gaHnmu €Bporenicbkol bizHec Acouiarii B YKpainy 3a
PaxXyHOK KJIiHIYHHUX BUIPOOYyBaHb IIOPiYHO iHBecTyeThCs Oinbiie 1 Minbsipaa
rpuBeHb. B 1110 CyMy BK/IIOUA€ETHCA OIIaTa BapTOCTI CaMHUX JOC/iKeHb, BapTiCTh
6e3KOIITOBHO HaZIJAHUX MeJWKaMeHTiB, CyNPOBiJHMX MaTepiaiB, TOIIIO.

HesBakatouu Ha Te, 1[0 JUTSYA TOMYJIALISA NPeACTaB/sge 3HaYHY YaCTUHY
BCHOTO HaceyieHHs, Oi/lblricTh miKapcbkux 3aco6iB  (JI3) po3pobnstoThes i
LOCTKYFOTBCS BUKJ/IFOYHO [I/151 3aCTOCYBAHHS Y JOPOC/IUX.

BBaxaetbcd, mo Big 50% po 75% Bcix JI3 (B 3a/eXHOCTI Bij ramysi
MEeJIMUHOTO 3aCTOCYBaHHS), $IKi BUKODHUCTOBYIOTHCS B TMefiaTpii, MpPOXOAWIA
KiaiHiuAi BunpoOyBaHHs (KB) TinbKy i3 3a/ydyeHHsSM JOpOC/IOi  MOITYJIAL.

OpHak, JUTUHY He MOXKHa pO3IJ/ISAZATH SK 3MeHIIeHYy KOIIil0 J0poC/ol
moauHu. it MarThb psif (i3iosiorivHuX Ta TICUMXOJIOTiUHMX 0COBIMBOCTEH,
MOB'A3aHUX 3 POCTOM 1 PO3BUTKOM OpraHiamMy, $Ki BH3HAuarOTb XapakTep
dapmakokiHeTHKH i apmakoguHamiku JI3. KpiMm Toro, oco6/MBiCTIO JUTSYOTO
OpraHi3aMy € HeoJlHOUYaCHe [103piBaHHS Pi3HUX (pepMEeHTAaTHBHUX i pelLleNTOPHUX
cucTteM, Ha fIKi BumMBawTh JI3. Y fgiTed paHHBOTO BiKy MOJKYTb BWHHKATH
0cob/MBi peakIlii Ha JIiKapChKi peUOBMHM, sIK KilTbKiCHi, TaK i sKicHi. E(ekTHUBHICTH
OfHUX 1 TUX e JI3 y fiTed MOKe BUSIBUTUCS PI3HOKO B 3a/IeXKHOCTI Bif BIKY
JATUHYU Ta METOZIB JIIKyBaHHS.

Bigomuii pspn 3axBOpHOBaHb, $IKi He MarwTh aHajoOriB y [OPOC/IHX,
HafpuK/Ia[, XBOPOOM TiepuHaTasbHOrO TmepioAy. [eski 3 HUX IMIBUAKO
TPOrPeCcyrOTh i MOXYTh TMPU3BOAUTU [0 HE3BOPOTHUX 3MiH B OPraHi3Mi [JUTHHU.

BigMIHHOCTI MK JUTAYOKO Ta JOPOCJ/IOK) TIOMYJIAL{I€0, a TAKOXK MK JITbMU
pi3HMX BIKOBUX TpyIl [03BOJISIIOTH TOBOPUTU TIPO HeOOXigHICTH TpoBefeHHsS
K/IiHiUHUX BUMpPOOyBaHb JI3 B mepmiaTpii, OCKinbKU icHye pu3vK Hee(eKTHBHOCTI
JI3 nipu iX MeAMYHOMY 3aCTOCYBaHHi y JiTeu.

3a orjinkamu BOO3, B 2007p. B cBiTi momepJio npubsm3Ho 10 000 000 giteii y
Billi 10 5 POKiB, OisbIIIe TIOJIOBUHU 3 SIKMX — BHAC/TiIOK XBOPOO, AKi MO)kHa 0y/10 O
BWIIKYBaTH 3a JOIOMOTOI0 JTKapChKUX 3acobiB Oe3rmeuHux Jjs JiTed  ase
BiZICYTHIX Ha DUHKY, 1[0 Oy/iu © BUrOTOB/IeHi 3 BpaxyBaHHSM BiKy, (i3MuHOrO
CTaHy Ta Baru AuTWHU. HaliBuiili iHcTaHIii cdepr 0XOpOHU 3[0pOB’Si B YChOMY
cBiTi, B Tomy umchi, BOO3, FDA, EMA, CTUMY/IOIOTh CBITOBUX BUPOOHUKIB



JMiKiB 0 po3po0OKH, KIIiHIUHKUX BUIIPOOyBaHb Ta, B TIOZA/BIIOMY, peeCcTpariil
niKapchKUX 3aco0iB Ayis AiTell Ha 3aKOHO/IaBUOMY DiBHi.

Tomy, B yCbOMY CBITi, 1 B YKpaiHi B TOMY 4MCJIi, TOCTPO CTOITh TATAHHS
Heo0OXiHOCTiI Po3p0o0OKM HOBMX Ta [JOK/IAJHOTO BUBUEHHS BXKe iCHYIOUHX Ha PUHKY
MKApCbKMX 3aco0iB 11 BUKOPUCTAHHA 1IX B Ie[iaTPUUHIM  ITPAKTHII.

[y mostiniiiieHHst pobotu 3 ripoBefieHHsT KB B 0671acTi negiaTpii 12 rpyaHs
2006 €C o6yna mpuitHaTa IToctanoBa (EC) Ne 1901/2006 EBpormenchKoro
napsiamMeHTy i Pagm «IIpo mikapchki 3aco0W fjisi 3acTOCyBaHHS B mefiarpii i
ponoHioe [TocranoBa (EEC) Ne 1768/92, NupektuBy 2001 / 20/EC, JupekTuBy
2001/83/EC Ta IToctanosa (E€C) Ne 726/2004.
MeTa [aHOTO [JOKYMEHTY - TIOJIeTIUTH PO3POOKY i MiABUILUTH JOCTYITHICTh
JI3 [O/i1 BUKOPUCTAHHS B TMeJiaTpUYHIA MOMyJsiLii, a TaKO)K [AJis TOJIMILIEeHHS
iHpopMmaliii mpo 3actocyBaHHa JI3 y giTeld Ppi3HMX BiKOBUX KaTeropik.
[Tigkpecnroroun  akTya/dbHiCTh 1iei  mpobsemu, BOO3  Bu3Haumia
HeoOXiHiCTL CTBOpPeHHsS Oe3reuHuX, eeKTUBHUX i AocTymHUX JI3 ais fgiTeit B
AKOCTi TIpiOpUTeTYy, MpO 1[0 CBiAunTL pe3omoriisi BcecBiTHROI Acambiiei 0XOpoHH
3nopoB'ts WHA.60.20, npuiinsta 23 tpaBHsi 2007 poky «Kparii /iky giast giten».
He3Bakatouu Ha JKUTTEBY HeOOXiAHICTH IITMPOKOTO TIPOBeJEHHS KJTiHIUHMX
JOC/IiKeHb K HOBUX, TakK 1 reHepuuHux JI3, Hi iHTepecu HayKu, Hi iHTepecu
(apMaLeBTUUHOI KOMIIaHii, Hi iHTepecu KJIiHIUHOI (papMakosorii B LiJIOMy He
MOBUHHI OyTH BHUIL|e TIpaB Ta iHTepeciB AUTUHHU.
B YkpaiHi cTBopeHa HOpMaTMBHO - MpaBoBa 06a3a [ijisi rpoBefieHHs1 KB i3
3a/Iy4eHHAM K OpPOC/IOl MOmyJIaLii, Tak 1 autavol. Lle, Hacamnepef;:
- 3akoH Ykpainu «IIpo snikapceki 3acobu», 1996, ct. 7 u 8 3i 3miHamu
BHeCeHMMU 3aKOHOM YKpaiHu «IIpo BHeCceHHs 3MiH [0 JedKUX 3aKOHOJABUUX
aKTiB YKpaiHd I[0/I0 KIiHIYHMX BHUMNPOOYBaHb JKAapChKUX 3acobiB»
(3atBepmkennn 12.05.2011 p. 3a Ne 3323-VI);
- «OCHOBM 3aKOHOZABCTBa YKpaiHM IPO OXOPOHY 3[0pOB's», i3 3MiHaMu 1
JIOTIOBHEHHSMU, BHECEeHMMM 3aKOHaMU YKpainu Bif 3 yiroToro 1993 p. Ne 2978-
XII, Big 25 motoro 1994 p. Ne 4039a-XII, BBC, Big 23 BepecHsi 1994 p. No
183/94- Hn, BBC, Big 13 »xoBTHA 1994 p. Ne 200/94- H/, Big 14 mrotoro 1997
Ne 70/97-BC, Hekpetom Kabinetry MiuictpiB Ykpainu Big 31 rpyans 1992 p.
No23-92.
- «ITopsAloK TpOBe/leHHsI K/IiHiUHKUX BUMPOOYyBaHb JIiKapCbKUX 3aco0iB Ta
eKCrepTy3u MaTepiasiB KiiHiuHMx BunpoOyBaHb (fani-Ilopsigok) Ta Turose
1oJIoKeHHd 1po KoMmicito 3 mnuTaHb eTHUKW», 3aTBepiykeHi Hakazom MO3
Ykpainu Big 23.09.2009 p. 3a Ne 690 (3apeecTpoBaHul B MiHiCTepCTBI FOCTULIT
Ykpainu 29.10.2009 3a Ne 1810/17026) i3 3miHamu, BHeceHuMu Hakazom MO3
Ykpainu Ne523 Big 12.07.2012p.;
- HacranoBa 3 xkimiHiuHuMx gociaimkens CT-H MO3Y 42-7.0:2008.
Jlikapceki 3aco6u. HanmexkHa KiTiHiuHA MpakTHKa, 3aTBep/ykeHa HakazoM MO3
Ykpainu Ne 95 Big 16.02.2009 p.



- «ITopsimok BBe3eHHs Ha TEepUTOPit0 YKpaiHU He3apeeCTPOBAHUX
mKapcbKuX 3acobiB, CTaHAAPTHUX 3pa3KiB Ta peareHTiB», 3aTBeppKeHHH
Haka3oM MO3 VYkpainn Ne 237 Big 26.04.2011, sikui 3apeecTpOBaHWM B
Minicrepctsi roctunii Ykpainu 11.08.2011 3a Ne 965/19703), Toro.

BuieBkasaHi HOPMAaTUBHO-TIPABOBi aKTH, Ha BUKOHAaHHS
3arajbHOZIEpP)KaBHOI  MporpamMyd  afanTalfii  3aKOHOJABCTBAa  YKpaiHUM  [I0
3aKOHOZaBCcTBa €Bporericbkoro Coro3y (3aTBepikeHa 3aKOHOM YKpaiHu Bifg 18
Oepesnsi 2004 poky Ne 1629-1V), rapmoHi3oBaHi i3 3aKOHO/]JaBCTBOM
€Bporelicbkkoro CrniBToBapucTBa y cdepi npoBefieHHs] K/IiHiUHUX BUIIPOOYBaHb
niKapchKux 3acobiB, a came i3:

* ['esbCiHCBKOW Jek/apaljielo BcecBiTHboi meauuHoi acomjianii (2008 p.);
* Note for guidance on Clinical Investigation of Medicinal Products in the Pediatric
Population (CPMP / ICH/2711/99) (E 11);

* Directive 2001/20/EC of the European Parliament and of the Council of 4
April 2001 on the approximation of the laws, regulations and administrative
provisions of the Member States relating to the implementation of good clinical
practice in the conduct of clinical trails on medical products for human use.

* TToctranoBoro (€C) Ne 1901/2006 €Bponencbkoro napyiaMmenTy i Pagu Big 12
rpygHsi 2006 poky «IIpo mikapceki 3acobu fAns 3acTocyBaHHS B Tefiarpii i
ponoBHioe [TocranoBa (EEC) Ne 1768/92, NupektuBy 2001/20/€C, [dupekTuBu
2001/83/EC i IToctanoBa (€C) Ne 726/2004.

B  3aKOHOJaBUO-HODMAaTHMBHUX JOKYMEHTaxX YKpaiHM BHU3HAueHi Ti
0Ccob6/IMBOCTI, fIKi MalOThb OyTW BpaxoBaHi TpU TJlaHyBaHHI Ta mpoBefeHHi KB
JiKapChbKUX 3aco0iB i3 3a/TyueHHsM [IiTet.

Y 8 cratti 3akoHy YKpainu «IIpo mikapchbKi 3acobu» 3a3HaueHo:

«Krminiuni BurpobyBaHHS TiKapCchKUX 3aco0iB 3a yyacCTIO Ma/OIiTHROI abo
HETIOBHOJ/IITHBOI 0COOM MOXXYTb TIPOBOJHWTHCS JIMIIE y pa3i, SKIO BiJMOBigHHI
JKapChbKUK 3acib MpH3HauUeHui /s MKyBaHHSA JUTAYHNX 3aXBOPIOBAaHb ab0 SIKIIO
METOI0 K/IHIUHMX BUMpPOOyBaHb € OMNTUMI3allisi [J03yBaHHS YU DPEXUMY
3aCTOCYBaHHS JIIKapChKOTo 3aco0y BiAMOBiAHO A1 MasIoJiTHIX a0 HEITOBHOJTITHIX
ocib.

Kniniuni BunpoOyBaHHsI iKapCbKUX 3aco0iB 3a yuacTHO MasofiTHbOI abo
HETIOBHO/IITHROI 0CO0M, METO SKHX € OITHMIi3allisi J03yBaHHS UYd PEXUMY
3aCTOCYBaHHSl JliKapChbKOro 3acol0y /s Takux 0cib, TpOBOASTbCS —MiC/s
3aBepIlieHHs KIiHIYHMX BUTIPOOyBaHb BiJTOBiHMX MiKapChKUX 3acobiB 3a y4acTio
TIOBHOJIITHIX /Ii€3/IaTHUX OCiO0.

KiniuHi BUMIpoOyBaHHS /TiKapChKUX 3aco0iB 3a y4acTiO MaJIO/IiTHbOI 0COOH
MO>KYTh TIDOBOAMUTUCS Yy TIOPSIAKY, Tiepej0aueHOMY 3aKOHOM, 3a HAasBHOCTI
MMCBMOBOI 3ro/ix i OATBKIB Ta 3a YMOBM Ha/laHHS MaJO/iTHiN 0co0i BiArmoBigHOI
indopwmariii B mocTynHiit ay1a Hel dhopMmi, a 32 y4acTIO HETIOBHO/ITHBOI 0COOM - ¥
pasi HasBHOCTI ii MMCBMOBOI 3rO/iK Ta MMCBMOBOI 3r0/M 1i OATHKIB.

Y pa3i mpoBefieHHS K/IiHiUHMX BUIPOOYBaHb 3a Y4acTIO MaJIOJITHIX Ta
HETOBHOJIITHIX 0ci6 BizAnoBizHa iHbopMallisi HarpaB/SETLCS 0 OPTaHiB OMiKU Ta



MK/JIyBaHHS 3a MiCI[eM T[IOCTiHOTO TPOXKMBAHHSA TaKUX O0OCi0 y TIOpAJKY,
BCTAaHOBJ/ICHOMY L|€HTpa/JbHUM OpPraHOM BMKOHABUOi Bja[u y Traay3l OXOpPOHU
370pOB's. 3abOPOHSIETHCST TPOBe/IeHHs K/AIHIYHUX BUMNPOOYyBaHb JliKapChKUX
3ac00iB 3a yuacTI0O MaJIOiTHROI ab0 HEIOBHOJIITHBOI 0COOM, sIKa I030aBjeHa
6aTbKiBCHKOTO MiK/TyBaHHS, YCUHOB/IEHOI IUTHHU ab0 AUTHHU-CUPOTI».

B VYkpaiHni npoBenenHss KB persnamenTyetrbcsi [lopsigkoM, SIKUKA UiTKO
OTMCYE B TOMY YUC i ocobmmBocTi poBesieHHs1 KB i3 3anmydeHHsM piteit:

«Kniniuni BumpoOyBaHHS 3a ydacTi0 MasofiTHIX (#0 14 pokiB) Ta
HETOBHOJIITHIX (Bif 14 mo 18 pokiB) AiTel MpOBOASTHCSA Y pasi:

a) OTpMMaHHs MMCbMOBOI iH(opMoBaHoOi 3rou 060X 6aTHKiB;

0) HagaHHSI JOCTYITHOI /11 PO3YMiHHSI MasIOiTHBOIO Ta HEMOBHOJ/IITHBHOIO
JUTUHOIO TIMCbMOBOI Ta yCHOI iHdopMmallii mpo K/iHiuHe AOC/TifKeHHs. KII0
MaJIOJIiITHIM CIIPOMO’KHHWM, BiH YCHO [la€ CBOIO 3ro/ly Ha y4yaCThb Yy K/IiHIYHOMY
JOCJIiIKeHHI.

HermoBHOMITHIM MatjieHT 0c0OMCTO MiUCYE Ta JaTye iHhOpPMOBaHy 3roay.

BignoBiganbHui  AOCTIAHUK/AOCAIAHUK, BiAMNOBIJa/IbHUKA 3a OTPUMAaHHS
indbopMoBaHOi 3rofu, ypaxoBye siBHe Oa)kaHHS MaJIO/TiTHbOI Ta HETIOBHOITHHOI
JUTUHUA B3STH y4acTb, ab0 BiIMOBUTHCS Bifi yuacTi B K/IiHIYHOMY [AOC/Ti/KeHHi,
abo BUIATH 3 HHOTO B OyIb-sIKHUHA Uac;

B) BiZICYTHOCTi BHUKOpUCTaHHs Oy/b-SIKMX 3a0X0ueHb abo CTUMYyiB, KpiM
KOMIIeHcal[ii y pa3i 3aBjaHHA IUKOAU 3[0POB'I0 i, yYaC KIIIHIYHOTO
BUIPOOYBaHHS;

I') MasioJIiTHI Ta HEMOBHOMITHI [AiTU ofiepXXaTh Ge3mocepe/iHI0O KOPUCTh Bif
y4uacTi y KJaiHiuHOMY BUIIPOOYBaHHi, SIKII[O:

K/TiHiuHe BUITPOOyBaHHS HeoOXifiHe /s MiATBeppKeHHS JaHUX, OTPUMaHUX
TiJ] Yac iHIIMX KIiHIYHWX BUMNPOOYBaHb, SIKi TIPOBOJW/IMCE Ha JAOPOCIUX, abo ass
TiATBePKeHHS JaHUX, OTPUMaHUX 3a JOTIOMOT O IHIIMX METO/IB AOC/IiI)KEeHHS;

K/TiHiuHe BUMIPOOYBAHHS CTOCYETLCS 3aXBOPIOBAHb, BiJl SKHUX CTPaKIaOTh
MaJIOJIiTHI Ta HEMTOBHOJIITHI JiTH;

K/TiHiuYHe BUTIPOOYBaHHSI Ma€ TakKi 0COBIMBOCTI, 1[0 MOT0 MOXKHA TIPOBOIUTH
TIJIbKM 3@ y4acCTIO0 MaJIOJIITHIX Ta HEMTOBHOJIITHIX JiTeH;

I) TUIaHyBaHHSI K/TiHIUHUX BUIPOOYBaHb 3[iiCHEHO TaKWM UWHOM, III0
MiHimMi3oBaHi 06inb, AuckoMdopT, cTpax i pusMK. I[lopir pu3MWKy i CTYyIiHb
nruckoMdopTy, 6010 UiTKO BU3HAUYAIOThCS i TIOCTINHO BifICTEXXYIOTHCS;

[Hdopmatiisi Mpo 3asyueHHsl [0 K/AiHIUHUX BUIMPOOyBaHb MAasIOJITHIX Ta
HEeTIOBHOJTITHIX JiTeli B JOBinbHIN ¢dopmi, ame 3 000B’SI3KOBUM 3a3HaueHHSM
npi3BMIIla, iMeHi Ta 10 0aThKOBi, BiKYy AWTHHH, TIPi3BHIN, iMeH Ta IO 0aTbKOBi
OaTbKiB, Miclle TIPOKMBAHHS JWUTHHH, HAssBHOCTiI iHOPMOBAHOI 3rofid, KOPOTKe
BUKJ/Ia/IeHHs CyTi KIiHIiYHOro BUMPOOYBaHHS Ta 3 000B’SI3KOBOIO ITO3HAUKOIO, 1[0
iHdopmaliisi, sika HafaeThCs, € KoHbigeHLiliHO. s iHpopMallis HanpaBASIETbCS
BiINOBiJa/IbBHUM [ OC/IIJHUKOM/IOC/TIJHUKOM [I0 OpraHiB OITiKMU Ta IIK/IyBaHHSA 3a
MiCI[eM TIOCTiHOTO TPO’KMBaHHS JUTHHHU TIPOTSATOM 00U 3 JaTH OTpHUMaHHS
iHdbopMoOBaHOi 3ro/ii Ha yYacTh y KJIiHIYHOMY BUIIPOOYBaHHi.



3a00pOHSIETHLCS MPOBEIeHHS K/TiIHIUHUX BUMTPOOYBaHb JTiKapChKUX 3aco0iB 3a
y4acTIO MasoJIiTHLOI ab0 HEMIOBHOJIITHLOI IMTHHM, sIKa 11030aB/ieHa 6aTbKiBCHKOTO
MiK/TyBaHHS, YCUHOBJIEHOT JUTUHU ab0 JUTUHU-CHUPOTH.

[HTepecM MaJIOJIITHIX Ta HEIMOBHOJMITHIX [iTeld TepeBaXkalOTb Haj
IHTepecaMu HayKH i CYCITL/IbCTBa».

2. IlnanyBaHHA KJ/IIHIYHOr0 BUMPOOYBaHHA 3a y4acTHO JiTel

Yci KB, A0 fKMX TIIaHYEThCS 3a/lydaTd fiTeid, TOBUHHI OyTH peTesbHO
0OIPYHTOBAHi.

Po3poOKa TIPOTOKOJy KIIiHiYHOTO BUMNPOOYBaHHSI JiKapcbKoro 3aco0y B
nefiiaTpii BUMarae THyYKOTrO IMiX0/y 3 ypaXyBaHHsSM 0COOMBOCTel /iTel pi3HUX
BikoBuMX Kareropii. [Ipm manyBanHi KB 3a yuyacTio JiiTeli TOBUHHI
BUKOPHCTOBYBATHCSI Cy4yacHi 3HaHHS B 00/1acTi negiaTpuuHoi apmakosorii. lyxe
BOKIMBO BU3HAUWTH, JiTH SKOTO BiKy OyAyTb 3anydyaTHCS [Jid BUBYAHHS
JiKapcbKoro 3acoby Ha MEBHOMY eTalli JOC/TiIyKeHHS:

e 751 OTPMMaHHSI JOCTOBipHOI iHQopMallil Mpo BJACTUBOCTI JIiKapChKOTO
3aco0y, 11oro eeKTUBHOCTI i Oe3MeKr 3aCTOCYBaHHS y [IiTel;

* JI7Is1 IPO/IOBKeHHST BUBUEHHSI JiKapChKOT0 3ac00y uM JlikapchbKoi (popmu Ha
[iTAX IHIIWX BIKOBUX KaTeropii, B OCHOBHOMY Ha [JiTSX MOJIOJLIOrO BiKY, TOLLIO.

HaBezeHnii HKuUe pO3MOALT AWUTSYOrO KOHTHHTEHTY 3a BiKOM HauOi/bI
YacTO BUKOPUCTOBYETHCS B KITiHIUHIM TIPAKTULIi i sIBJIsiE COO0I0 OCHOBY [I71s1 BUOODPY
KpI/ITegﬁB BK/TFOUeHHs naljieHTiB y KB BiAMOBiAHO [0 BIKY AUTHHU.

HepnoHo1ieHi HOBOHAapPOKeH1 JiTH;
IoHollieHi HOBOHapo pKeHi Aitu (Big 0 g0 27 AHIB);
HewmogisiTa (Big 28 AHIB f0 23 MicsLiB);
> Hitu (Big 2 no 11 pokiB);
[Tigmitku (Big 12 go 18 pokiB).
Lli BikoBi mepiogu HeoOXifHO BpaxOByBaTH, OCKi/JIbLKU (papMakoTepariisi y
aiteli Mae OyTy Oe3reuHoro /IS iX 3/[0pOB’sl.

[TnanyBaHHS Ta TMPOBEeAEHHS KIHIUHUX JOC/iKeHb JTiKapChKUX 3aco0iB y
HEJIOHOLLIEHUX HOBOHAPO/PKEHUX [iTed € CKJaJHUM TIpoLecoM. TpyaHOLLi
BUHUKAIOTh Yepe3 0COOMMBOCTI TaTodi3iosorii HeZOHOIIIeHHX HOBOHAPOPKEHMX
[iTeld Ta MOJKIMBOI MapafoKCaabHOI peakljii Ha MpoBefeHe JiKyBaHHA. [lpu
JocipkenHi JI3 ay1si HeIJOHOIIEeHWX HOBOHAPO/PKEHMX iTel MOBHHHI 0COOIMBO
peTebHO AOTPUMYBATHCS eTWYHI HOpMU. B xozi BUIpoOyBaHHS HeoOXimHO
OpraHi3yBaTy TIOCTiliHE CITOCTepeXKeHHs 3a TalfieHTaMu 3 00Ky HeOHaToJoriB i
dapmakoJioriB, Oyib-siKe BiZIXHIeHHs B 1epebiry 3axBOpIOBaHHS, sIKe BUXOIWUThH 3a
paMK{ BCTaHOBJIEHOTO TMPOTOKOJIOM KB, TOBUHHO peTelbHO BUBUATUCA |
CYTIPOBO/)KYBaTUCS MOSICHEHHSIM €KCIepTa.

Karteropisi HefoHOIIIeHWX HOBOHAPO/)KEHUX [iTeld He € OJHOPi/JHOI0
rpynoro mnauieHTiB. HoBOHapoKeHn, HapO)KeHUM Ha 25-My THJKHI BariTHOCTI,
Ma€e 3HayHO MeHIy Bary (Hampukiaag, 500 1), AyKe BiApi3HAETbCS Bif



HapokeHoro Ha 30-my TwKHI 1,5 Kr 3a CTyreHeM 3piJIoCTi OCHOBHUX CUCTEM
kuTTe3abe3meueHHs1. Tako)X He0OXiJHO BpaxOBYBaTH BiIMiHHOCTiI HeJZOHOIIIEHUX
JliTeM, BiJi JOHOLLIEHUX, SIKI HADOJAW/IMCS 3 MajIOkK Barok0 Ta YHOBiJIbHEHUM POCTOM.
[Tpu mmanyBandi KB JI3 ayig HeqOHOIIIEHUX HOBOHAPO/KEHUX [iTell HeoOXigHO
BpaxOByBaTH HacTymHi martodisiosoriudi ocobsuBocTi iX opradismy, a came:
HEJIOPO3BUHEHICTh  HUPKOBUX 1 TIEUiHKOBUX  MEXaHi3MiB  JIeTOKCHUKaALIil;
Ti/IBULL[eHa TIPOHUKHICTh reMaTtoeHLedaaiyHoro 6ap'epy;
XapaKTepHi Jjisi HeJIOHOIIeHUX [iTeld MaTOJ/IOTiUHi CTaHW (HaNpUK/IaZ: CUHADPOM
He/IOCTaTHOCTi [UXalbHOI CUCTeMH, OCOOJIMBOCTI TMPOXiAHOCTI apTepianbHUX
LUIAXiB, HEKPOTU3YIOUWW EeHTepOKOJIiT, IHTPaBEHTPUKYJSPHUKA KpPOBOBW/IUB);
IIBUJKANA PO3BUTOK i MiH/IMBICTh TIPOLIECIB, IO TPHU3BOJAATH 10 HEOOXigHOCTI
3aCTOCYBaHHA Pi3HUX pPeXUMiB Jl03yBaHHS JIIKApCbKUX 3aco0iB;
TiIBULLIeHe BCMOKTYBaHHS Pi3HUX JIIKAPCbKUX yepe3s LIKIpy.

He3Bakaroun Ha Te, II0 /IOHOIIEHI HOBOHAPO/KEHi MAiTh € OiIbIl
cchopMOBaHUMH, Hi’K HeZIOHOIIIeHi HOBOHApPO/pKeHi fiiTH, 6baraTo ¢isiosoriunmx Ta
(hapMaKoIOTiUHMX 0COO/IMBOCTEM, 3raJlaHUX BUIIe, 3aCTOCOBHI i TI0 BiJHOIIIEHHIO
70 HUX. [1o3yBaHHS JIiIKapChKUX 3aC00iB MOXKYTh iCTOTHO Bi/Ipi3HATHCS Bif| THX, SIKi
3aCTOCOBYIOTBCS Y AiTeM CTapLIoro BiKy. Lle MoB'S3aHO SIK 3 MEHIIIO Baroro, Tak i
3 BIIMIHHOCTAMU Yy KUIBKOCTI piIMHU 1 JKUPIiB B OpraHismi JUTUHMU.
I'ematoeHiiedasniuAnii Oap'ep y [IOHOIIIEHOI [AWTHHUA BCe I[eé He IIOBHICTIO
DPO3BUHEHMH, Y 3B'I3Ky 3 UHUM JIKApCbKi 3aco0M Ta €eHJOreHHi peyoBUHU
(Hanpuknaz, Oinmipy6iH) MoxyTh mnoTparisiTi Ao LHHC i craTu mnpUuMHORO
IHTOKCHKaLl. HUpKOBI Ta IeuiHKOBI MeXaHI3MU BHUBeJEHHs, TaKOX (K 1 ¥y
HEeJIOHOITIeHUX, ITle HeJIOPO3BUHEHi i IBUAKO 3MIiHIOIOTHCS; MOXKe 3HaJ00UTHCS
pery/itoBaHHS [03yBaHHS JIiKADCHKUX 3acO0iB MPOTATrOM TEpIIOro TVXKHS >KUTTS.
BrcoKa CXUBHICTb [0 TOKCHYHOTO BIUVIMBY JIIKAPCBKUX 3aCO0iB y TAI[i€HTIB ITi€l
TPyNH, a TaKOXX HeJOCTaTHE, YaCTKOBe BHUBEJEHHs, MO)Ke OyTH TPUUKHOIO
TIOTipIIeHHS CTaHy JUTUHMU.

Bik Big 28 gHIB g0 23 MICALIB € MepiogoM TMPUCKOPEHOr0 3pPOCTaHHS,
dopmyBanHs LIHC, po3BuTKy iMyHHOI cuctemu. [lo KiHIf LIbOTO Mepiofy CTa€e
Oi/TBIN TIPUMHSATHUM TIepopa/ibHe 3aCTOCYBaHHS JTiKapchbKuX 3acobiB. HupkoBuii i
MeYiHKOBOI IIISIX{M BUBEJAEHHS JIKApChKUX 3acobiB TMPOAOBXKYIOTh IIIBUIKO
pO3BHUBATHCS. 10 APYroro poKy >KUTTS BUBEAEHHS Oi/IbIIIOCTI TiKapChbKUX 3acobiB
B MI/KI' Bard MOJKe oCsAraTH 00csiry Aopoc/iol jitoguHu. [Ipoljec cTaHOB/eHHS i
dbopMyBaHHS OpraHiB i cucTeM y HeMOBAST 0OaraTo B UOMY 3a/ieXKUTh Bif
crierfidivyHUX MIIXiB PO3BUTKY AUTHUHH Ta iHAWBiAyaIbHUX 0COO/MBOCTEM.

Y piteii Big 2 1o 11 pokiB Gi/bIIiCT BUBIIHUX HIISAXiB JIiKAPCHKUX 3ac00iB
(aupKoBi Ta meuiHKOBi) chopMOBaHi, a BUBeJEHHSI JOCSTAE TIPH I[bOMY 00csTy
JIOpOC/IOi I UHA. BifMiHHOCTI y BHUBe/IeHHI JTiKapChKHUX 3ac00iB 3asiexkaThb Bij
3pinocTi cenmdiuHux MeTabOIYHUX BUBiJHUX IIUISXIB.

PesynbTat KiiHiYHMX BumnpoOyBaHb JI3, oTpumaHi B mepiof; cTtaTteBOro
[l03piBaHHs, MOXYThb Ay’Ke BiJIpi3HATHCS y AiTed pi3HOi crari. CTaTreBa 3pinicTh
paHillle HacTa€ y [JiBUYaTOK, CTaTeBi 03HAKU MOXKYTb IIPOSIBUTUCS Y HUX 3 9 POKIB.



3MiHM, fKi BigOyBalOTbCS B OpraHi3mi mMiAyliTKa, BIUIMBAIOTh Ha AKTHUBHICTh
eH3UMIB, 1110 6epyTh yuacTh B yTwuiizaiii JI3. Y 3B'S3Ky 3 [IUM [03yBaHHS JeSKUX
nMiKapchKUX 3acobiB Ha 1 Kr mMacH Tifla MoOKe 3HAUHO 3MEHIIUTHCS. Y [esTKUX
BUITAIKaX, 11100 OI[iHUTH BIUIMB JIiIKApCHKOr0 3aC00y Ha Iepedir 3aXBOpIOBaHHS y
iy TKiB, HeoOXigHO TopiBHATU AaHi KB y matiieHTiB fo i micis repiofgy craTeBoi
3pi/IOCTI.

Y mifgmiTkoBui niepio (Big 12 1o 18 pokiB) /likapchbKi 3ac00M MOXKYTh JisiTU
K aHTaroHICTU [0 CTaTeBUX TOPMOHIB 1 TepeLiKoKaTh HOPMaJlbHOMY DPO3BUTKY
opraHiamy mizytiTka. Ile HeoOXiJHO BpaxOByBaTW B TaKUX [JOCJi/PKEHHSX, $K
BUBUEHHSI TECTiB Ha HasIBHICTh BariTHOCTi, KOHTpalenTuBiB. Llei1 BiK - 1je mepiof
aKTUBHOT'O POCTY i TPUBAKOUYOro HEMPOKOTHITUBHOIO PO3BUTKY. JliKapChKi 3acobu
Ta PpIi3HI 3aXBOPIOBAaHHA MOXYThb MaTW 3HAYHWM BIUIMB Ha HACTaHHS CTaTeBOl
3pi/JIOCTI 1 TIO03HAUaTHCSd Ha KIHLEBOMY 3pOCTaHHI OpraHi3My, Haripyk/aaz, 3a
[IOTIOMOT' 00 BIUIMBY Ha 30HMA POCTY oOpraHisMy. ['OopmMoOHa/bHI 3MiHU B Mepioj
CTaTeBOro A03pIBaHHSA 3/aTHI TPU3BOAUTU [0 PO3BUTKY 1 3arOCTPEHHS ICHYIHOUMX
3aXBOpPIOBaHb (HAINpHUK/IA[, iHCY/TiHOHe3a/lIe)KHUN [iabeT, BUIMAJKU CYJ0M, 3MiHa
YacTOTH i TPUBAJIOCTi HarafiB mirpeHi abo actmu), 1[0 HeOOXiTHO BpaXxOByBaTH
1pu 11aHyBaHHi KB.

Oxkpemoto mipobsiemoro Tipy TipoBeZieHHI KB y miamiTKiB € iX MoykiuBa
BiAMOBa BiJ JIIKyBaHH{, SKIIO B XOZJl JIKYBaHHA Yy HUX BHUHUKAKOTh SKICh
npo06sieMy UM 1o6iuHi siBuIia. Harpukiaz, 3aCTOCyBaHHSI CTEPOIiB MOXKe UMHUTH
HeraTUBHUM BIIMB Ha CTaH LIKipH Ta ii MpUJaTKiB.

Y KB nikapcbkux 3aco6iB y MiliTKiB Ha/I3BUYaltHO BaXKITUBHUM peTeIbHUM
MOHITOPUHT Bi3WTIB [I0 JIiKaps-A0C/IiJHAKA B PaMKax BUIPOOYyBaHHS, KPiM TOTO,
HeoOXi/IHO BpPaxOBYBaTH MO’K/IMBICTh HEKOHTPOJHLOBAHOT'O B)KMBAHHS alKOTOJIIO,
HIKOTHMHY, HAQDKOTUYHUX PeUOBUH.

[TigmiTKiB CTapmoro BiKy MOKHa BK/touatu y KB, 1m0 cruiaHoBaHi mjist
JIOPOC/IMX TMAI[i€HTIB, SKII[0 BOHMU JOCSAT/IM PiBHS (hDi3MUHOrO Ta KOTHITMBHOI'O
PO3BUTKY Jopocivx. HeoOXifHO BpaxoByBaTu [iesiKi iHAWBiAya/ibHI 0COOIMBOCTI,
K1 MOXXYTb TIPOSIBJISTUCS B T1epioJ CTaTeBOl 3pPiIOCTi.

IcHye psif TIaTOJIOTIUHKX CTaHIB, SKi 3yCTPivatOThCA Y [iTeld B IEBHOMY BIlLl,
HaTPUKJIaJl, XBOPOOW HOBOHAPO/PKEHUX (MYKOBicIle[03), JUTSYi (OPMH apTpHTY,
xBopoba KaBacaki, 6isipyOiHemisi HOBOHapO/PKeHUX, TOII[O.

7151 6iMb1IOCTI XPOHIYHUX 3aXBOPIOBAHb, SIKi 3yCTPiUalOThCS SIK Y JOPOC/IHX,
TakK i y JliTeld, UMC/I0 XBOPUX 3HAUHO Oisbllle B gopociiit momysiii. Harpukiag,
IUTsAdi  (opMU apTpUTy 3YyCTpiualrOThCA [JOCUTh PiJIKO, 1[0 CTBOPHOE TMeBHi
TPYJHOLL /i1 OTPUMAaHHSI CTaTUCTUYHO [JOCTOBIDHMX [aHUX TMPO e(eKTUBHICTh
nikyBaHHs. ®apMaKoKiHeTHWKa 0aratboxX JIiKapChbKUX 3acobiB 3MiHIOETBCS B
3a/IeXKHOCTI BiJ] BiKy mMaifieHTiB ¥ iX 1mobiuHi edekTr MOXKyTb OyTH pi3HMMH Yy
Jopociux i giteit. Hampuknag, ¢eHobapbiTan BusBisf€ cefaTUBHUN edeKT Y
JOPOCJIUX, TIPU LIbOMY Y [IiTel BiH MOKe BUK/TMKATH 30Y/PKEeHHSI.

OpHi€ro 3 MpUUYMH HeoOXiHOCTI TI/IaHyBaHHS Ta TipoBeZieHHsT KB B riegiaTpii
€ rotpeba po3pobKU 3pyuHUX [71s AiTeld fikapchbKux ¢opM. [JiTh MOXKYTb TOTaHO



TIeEPEeHOCUTU [IesIKi JIIKH TOMY, II0 BOHM HENPHEMHI Ha CMakK abo iX Ba)kKKO
MPOKOBTHYTU. IHransatopy, $Ki 3aCTOCOBYHOTBCSA [ JIKYBaHHS acTMH, SK
TIPaBUJIO, PO3POOJISUCS [I/1s1 IOPOC/INX i UaCTO He TIPUMHSATHI /IS AiTel.

Cepep MpUUMH, 110 BU3HAYAIOTh HEOOXiJHICTb MUIAaHYBAaHHS i MPOBeJEHHS
KB JI3 3a yuyacTio fiTeH, € € LUK psii CePHUO3HUX ab0 3arpo3/UBUX AJIS KUTTS
OUTWHU XBOPOO, [ JIiKyBaHHS SIKMX JOC/Ti[PKyBaHUM JIiKapChbKUM TperapaT
MOTeHI[iHO BaxmBud. Ll curyauis mnepenbauae HeBigKIagHe 1 paHHE
iHiL[iFOBaHHS TIPOBEIeHH MeAiaTpUUHUX JocaigKeHb. Hanpukinag, KB JI3 y BLJI-
iHbiKoBaHMX HOBOHAPO/PKEHUX, TIPH a/IeHOMiOCapKOMi, HelpobacToMi Ta iHIIMX
(dhopMax MyXxJIMH HEMOBJISIT, SIKi He ZJ0’KMBAKOTh 0 CTapLIOro BiKy.

KB nikapcekux 3acobiB B meziaTpii mMpoBOASTBCS W B THUX BUIAJKaX, KOJH
METOI0 iX € OTPUMaHHS JJaHUX TMPO HaliKpallle A03yBaHHS JIiKapChbKOTo 3aco0y Asst
JIIKyBaHHS [JliTel.

CyuacHi 3HaHHSI TIpO HOBi JIiKapCbKi 3acobu /st JIIKyBaHHSI JTUTSUNX
XBOpOO BMMararTh BITPOBA/PKeHHS HOBHUX METOZIB JTiKyBaHHSI B TeAiaTpii, ToMy
rpoBesieHHss KB B 1IbOMy BHMMAAKy TakKOX € AOL[iIbHUM. OCOOMMBICTb TaKHX
JOCTiIKeHb - Y4acTh Y HUX TUX TPYII MaLli€HTIB, AJisl SKUX BOHU PO3POOISIOThCS.

Cnim 3a3HaumTH, 1[0 GaraTo XBOpOO Aopoc/ivx OepyTh CBili TMOYATOK Yy
AuTssyoMy Bili. ToMy BUBUeHHSI 3aXBOPIOBAaHb [iTel Pi3HUMX BIKOBUX KaTeropiu
MOXYTb BHW3HAuaTH CTpaTerit0 MNpPO(QUIAKTUKMA 3HAYHOI KIJIBKOCTI XPOHIYHMUX
3aXBOPIOBaHb, IJ0 MAa€ BeJIMKe 3HAUeHHS [Jis 3[0POB'A CYCII/IbCTBA B LIIJIOMY.

3. Ilini i 3aBanna KB nikapcbkux 3aco6iB B mepiaTpii

[1pu kiHiYHIK oLjiHL JI3 KOXKeH eTarn Moro BUBYEHHS Ma€ CBOI B/IaCHI L{iIi
i 3aBaHHS, 3TiIHO 3 AKUMHU PO3pO0/IAE€ThCS Ar3aniH KB.

3a3Buual rojioBHOO MeTO0 KB € BH3HaueHHs TepaneBTUYHOTO BILIMBY
JIIKapCBhKOTO TIperiapaTy [Jisi KOKHOI BIKOBOI IPYIIX TTALIIEHTIB TIOPiBHAHO 3 KypCOM
NiKyBaHHSI Y KOHTPOJIbHIN IPYTIi, a TaKO>K BUBUEHHSI MOX/TUBUX MOOIUYHUX edeKTiB
JOC/ipKyBaHoro J13.

HeobximHicte mpoBesenHs KB JI3 g1 BUKOpPUCTaHHA B TefiaTpii He
BUK/IMKae cyMHiBiB. Lle moB'sizaHo 3 TuM, II0 y JiTeil pi3HOro BiKy, mnepe6ir
3aXBOPIOBaHHS iCTOTHO BiZIPi3HSIETHCS B 3a/I€)KHOCTI BiJi CTyIeHs MOP(O/IOriyHOi i
(i3i0/I0TiUHOI 3pisIOCTi CUCTEM i OpraHiB.

[Mporpama BuBYeHHs JI3 B mexiaTpii po3pobJsSETHCS 3 ypaxyBaHHSIM
HACTYITHUX L{iJIeH Ta 3aBJaHb:

- po3pobka JI3 asis JIiKyBaHHS CUMITTOMIB i CUHAPOMIB, 1[0 3yCTPiuar0ThCs
TepeBaykHO y JiTeu;

- HeoOXigHICTb PO3POOKHU 3pYyUHMX IS [iTel JiKapChKuX (HopMm;

- - po3pobka JI3 aAns miKyBaHHS cepio3HMX abo 3arpo3/UBUX /ST >KUATTS
XBOpO0, 1110 MOTPeOyIOTh JTiKyBaHHS;

- OTpPUMaHHS [aHUX TPO HaMKpallle A03yBaHHS JiKapChKOTO 3acoby mais
JIIKyBaHHS JliTel;
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- BIIPOBA/)KeHHSI HOBUX METO/IB JIIKyBaHHS B MeJiaTpii;
- - BUpoOsieHHs cTparerii mpodinakTHKXA XBOPOO AOPOCHX.

[Tigxim g0 mpoBeneHHsT BUIPOOyBaHb JIiKApCHKUX 3acobiB B memiarpii
nossirae B Tomy, 10 crodyatky KB 3#iMCHIOIOTBCS Ha TBapyHAax, MOTIM Ha
JOPOC/INX, [ITAX CTapLIOro BIKY i TUIBKM MOTIM Ha JiTaX mosioAworo Biky; KB
niKapchKOro 3aco0y y AiTeld TIOBUHHI IepeiyBaTH BUTIPOOYBaHHS HOTO Y AOPOCIUX
(3a BMHATKOM 3axXBOpIOBaHb, 10 3yCTPivarOThCs Jwuile y fgiter). OTpruMmaHi
pe3y/ibTaTh y AOPOCJIMX | IX peTeslbHUM aHaji3 - € OCHOBOK /ISl MJIaHyBaHHS
Jochimkenb y pmited. Ilpy 1bOoMy 3aBXAW CJiJ, BpaxOBYBaTH CK/IaJHICTb
dhapMakoKiHeTHKH, hapMaKOJMHaMIKH i 103yBaHHsI JIikapCbKUX 3acobiB y AiTel.

[Tporpama po3poOKu JliKapcbKOro 3aco0y B TiefiaTpii He ITOBUHHA
BigK/IaZaT JOC/I[)KEHHs, 110 TPOBOAATbCS HAa [OPOC/IUX, 1 TepelIKOoKaTu
JOCTYITHOCTI HOBUX JI3 A1 JOpOC/IUX.

[eski mperiapaTd TIOBMHHI BUBYAaTUCA TI€PeBa)KHO Ha  JUTIYOMY
KOHTHUHT€HTI Ha paHHiX eTamax po3po0OKW mperapaTy, Tak sK pe3ynbratu KB,
OTpUMaHi y A0POCINX, MOXYTb OyTH HeAOCTaTHbO iH(MOpMaTHBHMMH. Po3pobOKa
niKapchKUX 3acobiB fijist JTiKyBaHHS 3aXBOPIOBAaHb, XapaKTePHUX TibKHU ISl JiTel,
BUMarae 3aiyudeHHs fitei Ha I ¢a3i KB 6e3 momnepegHporo orpyuManHs iHopmariii
10 CTapLIMX BIKOBUX rpynax. HarmpukiaZ, y AOpOC/IMX He iCHY€ aHa/IoriuHUX
CTaHiB, 10 XapakTepu3yloTh cTaH BIJI-iHdikoBaHUX HOBOHApPOKeHUX abo
6imipybiHemito HoBOHapomkeHuX. [Ipu azeHoMiocapkoMi, HelipoOsacTomi Ta
iHIIMX (popMax TyXJIMH, HEMOBJIATA He 0KUBalOTh [0 CTApIIOrO BiKy. Y TaKHX
BUMAaZKax ofAHouacHi KB i3 3amyueHHsIM CTapIIvX i MOIOAIIMX BiKOBUX TPYII AiTel
MO>KYThb OyTH BUMpaBJaHUMMU.

HocuimKeHHs HOBUX METO/IB JIIKyBaHHS B TeZiaTpil MIOBMHHI TIPOBOAUTUCS
TITBKM Ha TUX TpyMax TMalli€HTiB, [AAsS SKUX BOHM PO3POOJISIOTHCA.
TepMiHOBOIO i HEraMHOTO MOYATKY IMeAiaTPUYHUX J0C/IiI)KeHb BUMarae iCHyBaHHS
BOKKHMX i CMepTelbHHUX XBOPOO, TIPH SIKWX JTIKapChKi ITperiapaTty Ipe/CTaB/IsiOTh
Be/IMUe3Hy 3HauMMicTh. 3a3Buyaii KB iHili0l0TE Ha Oifblll TIi3HIX CTamifax
kiaiHiuHoi po3pobku JI3 (II b abo IIT ¢a3u) abo, y BUMaAKy iCHyBaHHSI 3arpo3u
Oe3rmekw, HaBiTh MiC/A TMOCTMapPKeTHMHIOBOTO MJOC/Ti)KeHHSI Ha JIOPOC/IHUX.
Pe3ynbTatu mefiaTpUUHUX [OC/I[)KeHb € YaCTUHOK JaHUX, sKi [JOJArTbCS [0
PeeCTpaLiiHOro OChe. SKIO Taki AaHi BiJICyTHi, TO BiACyTHICTb 1ji€i iHpopmariii
TIOBUHHO OYTH ieTa/IbHO apryMeHTOBaHO.

KomrmaHig-CrioHCOp MOBMHHA MaTH UiTKWW TuiaH TipoBefieHHs KB JI3 B
nefiiaTpii Ta oOrpyHTOBaHO BUOpaTH CTalito, Ha SIKiki MOBWMHHA OyTH po3rouara
K/liHiuHa po3po0OKa mperapaTy. Po3po6ka 6aratbo0X HOBUX JI3 TIPUMMUHSETHCS TTif
yac abo micna I i II cragifi mocmimkeHb, TTPOBeIEHUX Ha JOPOCIHX, Y 3B'SI3KY 3
HeZIOCTaTHhOIO edeKTHBHICTIO abo HasBHICTIO Cepho3HUX TOOIUYHMX peakilii.
Otxe, myxe paHHd iHiuialis npoBeseHHs KB Ha miTAX MoOke MiffaTv iX TaKOro
poAy BIUIMBY TMperapary, sSKdAW He Tiepegbavae  HIisKOI  KOPHCTI.
[lpy mnaHyBaHHI mpoBefeHHs BumnpoOyBaHb JI3 i3 3amyueHHsSM fitel, B
indbopmoBaHili 3rozii MOBMHHI OyTH 3a3HaueHi JaHi Mpo Te, IO BiZlOMO IIO/0
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WMOBIPHOCTI Ta CTYIIEHIO KOPMUCTI Ta PU3UKY, SIKIi MOXKe MPUHECTH HOBHUU METO[
JIIKyBaHHS, a TaKOX iH(oOpMallito I[00 3a/JydyeHHsl AiTel y BiJIOBiAHOCTI [0
BUMOT BHlLle3a3HaueHoro [lopsgky.

Y Tou e uyac, Ha TPOTHBary MOXJIUBOMY PWU3UKY ICHy€ pe3yJbTarT,
KOPHCHUM $IK [jiss Or0 yYaCHUKIB, Tak i A/ iHINMX fiTel, SKUM B MallOyTHbOMY
JIOTIOMO>XXYTh OTPMMaHi J1aHi mpo JocaimKyBanuu J13.

BKJ/TtOUeHHS TALli€EHTIB TTIOBUHHO 3a0e3MeunTH piBHOMipHe Mpe/CcTaBIeHHs iX
B Me)Kax ZiaHoi BikoBOI rpynu. CTpatrikariis B 3a/Ie)KHOCTI BiJj BIKy B Meax L€l
KaTeropii yacTo € 3aliBoo, ajie MO)Ke iCHyBaTH HeOOXi/[HiCTb pPO3/i/TUTH Talli€HTIB
Ha OCHOBi (hapMaKOKiHETMUHUX Iiiiel i / abo 1fijieli 1Mo [JOCATHEHHIO TeBHOI
e(heKTHUBHOCTI.

[Tpu BuOOpi MeToxiB 0OCTe)KeHHS i iHIMX HeOOXiAHWX BHUMipIOBaHb CJTi[|
BifijlaBaTH TlepeBary HeiHBa3WMBHUM MeTOZaM, HeoOXiZHO 0OMe)KyBaTh UaCTOTY
JOCJTi/[KeHb KPOBi y ZiTeld i 3araibHy KiflbKiCTh iHBa3UBHUX METOZiB 00CTeKeHHS.

OOcsr 3pa3kiB KpoBi NMoBHHeH OyTH MiHiMa/lbHUM, 1100 He BUK/IHUKATU Y
JATUHW PO3BUTKY aHeMii (Hanpukaaza, y AuTuHM Macoro 600 r Bcboro 50 mn
KDOBI).

[MTporjeaypa 3ab0py KpOBi Kpaiije TTePeHOCUTHCS HeMOB/ATaMUd abo AiTbMHU
CTapILOro BiKy, SIKUM MO>KHA MOSICHUTH 11 HeoOXifHiCTh, a /s [iTell MOJIO/IIOTO
BiKy BOHa Hal0i/bIll TpaBMaTHUHa, TOMY HeoOxifHO mepeabaunTy MiHiMaTbHUIA
00’eM KpoBi 1151 mocmimkedb (He Ginbin 3% OLIK 3a 4 TwkHS Ta He OubIn 1%
OLK oanopazoo (OLIK = 80-90 ms/kr; 3% OLIK = 2,4 mn/1Kr).

30i/bITIeHHsT YKC/Ia MaHIMy/IsILil, SKi TIaHyIThCS MPoBOAUTHU mif yac KB y
aiTell, 0C00/MBO HOBOHAPO/PKEHUX, TMiABHUINYE MWMOBIPHICTh iHGbEKIiIMHNX
yCKJIa[JHEHb.

it 1NpoXoAsATb TIeBHI eTand TICUXOMOTOPHOTO  PO3BUTKY, KOJIU
TiICU/TFOETHCSI HETaTUBHUM BIIMB Ha OpPraHi3M AUTWHU JI3, 1110 MiCTATh PEUOBHHH,
AKi TIo3HauarThCs Ha AisimbHOCTi LTHC. Y mipoTokosii 060B'A3KOBO MOBUHHI OyTH
BpPaXxOBaHi MOMEHTH, 1[0 BUK/IHOUAIOTh Oy[b-sIKMM BIUIMB JIiKADCHKUX 3aco0iB Ha
PO3BUTOK OpraHi3sMy AUTHHHU.

dakTopamMH, SIKi MOXKYTb BPaxOBYBaTHMChb NPU BH3HAUEHHI e(eKTy, L0
YUHUTHCS JIiIKapCHKUM 3ac000M Ha ZiiTeli, € picT ckesieTa, Habip Baru, yCHilHiCTh y
Ko, Tomo. OTpumaTty 3HaHHS mpo Aito JI3 y KB i3 3anydyenHsm gitent - ne
HaliBa)K/uBillla MeTa OyAb-IKOTO AOC/i/pKeHHs B mefiaTpii. OfHak, 11e HeoOXigHO
pobutu 6e3 MIKOAU 3/I0POB't0 [iiTel, sKi 6epyTh y4acTb y TaKuX BUMPOOYBaHHSIX.

4. ETUYHI NTUTaHHA B NMeJiaTPUYHUX AOC/TiHKeHHAX

iTH BiTHOCATBCS 0 0COOMBO ypa3IUBUX I'PYII, SIKi MOXKYTh 3a/Ty4aTHCS JI0
KB. Tomy, ocobsiBe miciie y KB mefiiaTppyHux JIiKapchKUX 3ac00iB BiIBOAUTHCS
JOTPUMAaHHIO eTUYHUX HOpPM. UjieHu KOMicCii 3 IWTaHb €THMKU I[IPU JIIKYBa/bHO-
npoiNakTHYHOMY 3aK/aji, /e TIaHyeTbCs TipoBefieHHs KB TOBWMHHI BOMOZITH
JocTaTHIM 00’€MOM 3HaHb B Tajy3i refiarpii.
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HatiBakmuBiiMu  1jinssMu pobotu kKomicii 3 muradb etwkud (EK) mpu
po3rsizi mpotokosy KB mikapcbkux 3aco0iB 3a yuacTio fiiTel €:

* OI[iHKa HayKoBOi i K/iHiYHOI OOIPYHTOBAHOCTI [OCJIiKEHHS Ta
Ba)K/TMBOCTI epej0auyBaHUX Pe3y/IbTaTiB,;

* 3aXHCT 3/]0POB's i MpaB [IiTek TPy MPOBeIeHHI 10C/Ii/I)KEeHb.

OpyH 3 meplrx MOMEHTIB, Ha SIKMM MMOBUHHI 3BepTaTty yBary ekcrneptu EK|
CTOCYETBCS iHILIFOBaHHS K/IIHIUHOI'O JOC/Ii)KeHHsI Ha AiTAX. Lle MOX/IMBO /uiie B
TOMY BHUIIAZIKy, KO/ HeoOXiJHi aHi HEMOXK/IMBO OTPUMATH Ha Talfi€eHTaX iHIIMX
BIKOBUX IpyIl. oC/mipKeHHs HOBUX MeTO/IB Tepartil [IOBUHHI IIPOBOSUTUCS TLIBKU
Ha TUX TpyMNax TAallieHTiB, [AAs8 SKUX 1i MeTOJu  PO3POOJSIFOTHCS.
[Tpu oMy 0co6siviBa yBara MpUiIsETbCS OL[iHL]i pHU3UK / KOPUCTb.

IcHye [fekiJibKa KaTeropid JOC/HipkKeHb i3 3a/ydyeHHsIM JiTed, 110
BiZIpI3HAKOTBCS CITiBBIJHOLLIEHHSM PiBHSI PU3UKY Ta KOPUCTI.

1. JocnimKeHHs 3 pU3UKOM He OisbIlie HiXK MiHiMa/TbHUM.

2. [ocnimxkeHHs 3 Oinbill HXXK MiHiMaJbHUM PHU3UKOM, ajie 3 MepCrieKTHBOI0
TIPSIMOi  KOPHUCTi Jjisi BUTIpOOyBaHOTO. [OC/i/pKeHHs, 1[0 BiHOCATHCSA [0 Iii€l
KaTeropii, CXBa/IfO0TbCS B TAKMX BUMAJKaX:

* pU3UK BUIIPABOBYETHCS OUIKyBaHOI KOPUCTIO s Cy0'eKTa;

* CHIiBBIJHOIIEHHSI PU3UK / KODUCTh, IIJOHAWUMEHIEe, € HaCTUIbKU XK

CTIPUSIT/IUBUM, SIK i TIpU OYb-IKOMY iHIIIOMY MO>K/TMBOMY TiAXOI].

3. HocmimkeHHst 3 Oifbll HiXK MiHIMaZbHAM PHU3UKOM, 0e3 MepCreKTUBU
TIPSAMOI KOPUCTI JIsi JOC/i)KyBaHUX, CIPSIMOBAaHe Ha y3arajbHEHHSl 3HaHb PO
JlaHol raTosiorii. [Joc/iiKeHHs, 1[0 BIJHOCATbCA [0 L€l KaTeropii, CXBat0ThCS B
TaKUX BUMAJKaXx:

* PU3UK JIMIlIe 3JleTKa TepeBUIllye€ MiHiMalbHUN PU3UK, TOOTO pU3UK, STKUM

LIJIKOM MOJKHA TIOPIBHATH 3 TUM peaslbHUM YU OUiKYBaHUM PU3SUKOM, 3 IKUM

MAaL[il€EHTU CTUKAIOTHCS TIPU 3BMUYAMHOMY JIiKyBaHHI (HallpyK/aZ, 3BepHEHHI

[0 CTOMAToJIora);

» KB, mBuziie 3a Bce, AaCTb MOK/IUBICTb y3arajibHeHHS i TOT/IHO/IeHHS

3HaHb B 00/acTi JOC/Ti/PKyBaHOI MaTOJIOTii, 1[0 MaTHMe Be/MKe 3HaueHHS

JUTsI iHITTX TIAI[i€HTIB B MalOyTHHOMY.

Y KB 3a yuacTio fiTed, NpW BiICYTHOCTI iCTOTHUX MPOTUIOKAa3aHb,
HeoOXiJHO HaMaraTucsi 37iliCHIOBaTHM Habip TMalieHTiB 3 ypaxXyBaHHSM
JeMorpadiuHOl KapTUHU CYyCIHiTbCTBA.

Habip maijienTiB mpu npoBeseHHi KB mMoBUHEH TPYHTYBaTHCS Ha Bi/bHiM
3rofi marieHta i / abo HWoro OartbKiB. «OCHOBM 3aKOHO/]aBCTBA YKpaiHU ITIPO
OXOpPOHY 370pOB'S’» BH3HAUalOThb MpaBa MAaL[i€eHTIB MNpPU 3AiMCHEHHI MeJUUYHUX
BTpyYaHb, TaKUM UHWHOM: «3rofila 00'eéKTMBHO iH(OPMOBAHOrO [i€3aTHOTO
raijieHTa HeoOXigHa JIg 3aCTOCYBAaHHS METO/IiB [iarHOCTHKH, MPO(MiTaKTHKUA Ta
JikyBaHHs» (CT. 43, po3gin V).

HemoBHOMITHI yUyaCHUKY K/TiIHIYHOTO AOCTiIyKeHHS 3a/eXaTh 6araTo B YoMy
BiJj CBOiX OaTbKiB. baTbkM HeCyThb BiANOBiZa/IbHICTb 3a TIPUAHATTS PillleHHSI TIPO
yuacTh y BUNpoOyBaHHi. [TMCbMOBY 3rofly Ha y4yacTb AuTHHU y KB, siKi He mocsariu
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18-piuHoro BiKy, MiAMMCYIOTL OaTbKW. IM HajaeTbcs /I O3HANMOM/ICHHS
indbopMmallis TIpo BUMPOOyBaHHA Ta (opma 3roAd Ha ydYacTb [AWTUHUA B
BUTIPOOYBaHHI.

3rigHo 3 Aif0OUMMM HOPMATHUBHHMM BUMOTAMM, TAlliEHTA TTOBUHHI OpaTh
y4acTb y TPUWHSATTI PillleHHs Yy BIiJMOBIZHOCTI 3i CBOIM DO3BUTKOM i HaJaBaTH
CBOIO 3r0Zly 3aBXK/H, KOJIU Lje MOXK/IUBO.

[Mpuniun iHdopMoBaHoi 3roau, sikuii 3aknafenudd B GCP, mnepepgbauae
n00OpOBiIbHY 3rofly 0aTHKIB AWTUHU Ta CaMOi AWTHHHU Ha y4acTb y KB Ha ocHOBi
iHbopmyBaHHSI TIpo Bci acrekTd BuUMNpoOyBaHHs. ['efbCiHChKA Jeksiapallis
BcecBiTHbOI MeauuHOi acouiaii, 1964 -2008 pp. roBoputs, 110 «3roAy AUTHUHU
MOTPiOHO OTpHUMAaTH Ha J0JATOK /0 03BOMY ii OaThKiB».

[Ipu mpoBegeHHi KB, Tak camo fIK i1 B XOJi MeAWUYHOIrO JIIKyBaHHS,
OCHOBOIIOJIOKHUM MPUHLIUIIOM € MaKCHMMa/JlbHO MOXK/IMBe 3a/ly4yeHHs Ta aKTUBHA
y4acTb AWUTUHU B TIpoueci MpuuHATTS pimeHHs. [Hdopmaiisi npo KB moBuHHa
Oyt TiepefaHa [iTAM MOBOIO, [JOCTYMHOMY [/ iXHBOTO pO3yMiHHS 3
ypaxyBaHHSM BIKY.

HitTn, siki mocsirmi  14-piuHoro BiKy, mopsis, 3 OaTbKamu, BJIaCHOPYY
MiAMUCYIOTS i IaTyroTh iHPopMoOBaHy 3rojy. Lle o3Hauae, 110, X04a /IiTU He MalOTh
IODUMYHOI MOXXJIMBOCTI JaTh IH(QOpPMOBaHy 3rofly, [AWTAHA Ma€ I[IpaBO
TIOTO/I)KYBAaTUCS UM He TIOro/pKyBaTHcst bpatu ydyactb y KB, abo BifMOBUTHCS Bif
yuacTi B HboMy B Oy/1b-sikuii MOMeHT (11.3, p.IV Tlopsgky).

BkitoueHHsi yuacHukiB KB Mae mpoBogutich 06e3 HernpaBOMipHOTO
CTIOHYKaHHSI ZI0 1IbOro 0aThKiB UM caMUX yuyaCHUKiB. KomrieHcallii MOKIMBUX
BUTpAT Tiepe0auaroTbCs MpoToko/ioM KB i moBuHHI OyTH 37ilicHeHi B KOHTEKCTi
camoro JoC/i/pKeHHs. ByAb-aKuil BU KOMIIeHcallil TOBUHeH OyTH PO3T/ISIHYTHH Ta
cxBanenur EK.

Y nmnpoijeci oTpuMaHHs iH(OpPMOBaHOI 3roAy HEMOBHO/ITHLOIO TIalliEHTa
TIOBUHHI OyTU MPUCYTHIMU 6AaTbKH, 3 AKUMH 0OTOBOPIOIOTh:

- Bigomocti mipo KB, fgocTymnHi i PO3YMIiHHS — [JUTUHU;

PO3MOBiZIb PO Te, YOro BiH MO)Ke UeKaTH BiJ [AiarHOCTUYHOTO abo

JIIKyBaJIbHOTO BTPYUYaHHS;

- KIiHIYHA OI[iHKa PpO3yMiHHSA CUTYyallii AWUTHHOKW 1 ¢akTopiB, IO

BIUIMBAIOTh Ha MOTO BiATOBiAL (B TOMY uMCIi, UM He Oy/10 HalaHO TUCKY ISt

OTPUMaHHS 3roJM Ha T[POBeJleHHsl [JialHOCTMUHOrO abo JIiKyBalbHOTO

BTPYYaHHS);

- - IIPOXaHH{ [0 Malli€eHTa BUCJIOBUTH MOT0 TOTOBHICTh MPUKWHATH YMOBHU

BUTTPOOYBaHHS.

OTprMaHHS 3rOAu JUTHHU SIB/isi€ COO0I0 aKTHBHE CIT/IKYBaHHS, TPU SIKOMY
CTOPOHM [IIATbCSA iHoOpMaLli€ro Ta ii OL[iHKOI i MPUIMAarOTh CIHiJibHe pillleHHS.
Mox/iuBi cuTyallil, KOJIX TMAali€HT HarloJIeriiBO BiIMOBJ/ISIETbCS BiJl BTPY4YaHHS.
Haituacriie e 6yBae y pa3i KiHiUHOTO 00OcTe)KeHHs. JIiKap MOBHHEH TIOBayKaTH
OakaHHsI Tal[ieHTa TIPUMMHUTA ab0 THUMYaCcOBO BiMOBUTHCS Bifj ydacTi y
BUTpoOyBaHHi, 1106 0OMipKyBaTH cCBO€ pilieHHsi abo BropaTUCs 3i CBOIMHU
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noboroBaHHsIMUA. THCK 1 TpuUMyc [0 [iarHOCTMKHM Ta JIiKyBaHHS €
HEeINpPUILy CTUMUMHU.

KB, 10 MpOBOAATBCS 3a y4acTIO AiTeH, ki € (isuuHo abo pPo3yMOBO
HEeTIOBHOL[iIHHUMH, TIOBUHHI OyTH oOMeskeHi. IlnaHyBaHHSI TakuMX BUMPOOYBaHb
MO>Ke OyTH 00YMOB/IEHO TOCTPOIO MeJUYHOI0 HeoOXifHicTio. BoHM MOBUHHI OyTH
HAyKOBO i K/TiHIYUHO OOIPYHTOBAHMMH i IMPOBOJUTHCS 3a CYBOPHUMH TOKa3aHHSIMU
Ta Yy BiANOBiAHOCTI 0 HOPMAaTHBHO-TIPAaBOBUX BUMOr. TakuM BHUIPOOYBaHHSM
excrieptd EK nipuinsroTh 0COO/IUBY yBary.

SIkumu 6 BaXK/TMBUMU He TIPe/[CTaB/ISUIACS Pe3yAbTaTU AOCTiHKEHHS K /IS
OKpeMUX TMIATrPYIl Y TOIYJIALil, TaK 1 AJ1s1 BCbOr'0 JIFOACTBA B LjI/IoMY, yyacHUKU KB
MOJKYTb IMOCTPaKJaTH B pe3yJbTaTl iX BK/IFOUEHHs B AOC/I)KeHHs, TOMY, iHTepecu
TrarjieHTa 3aBXy M[peBa/lOI0Th HaJ, iHTepecaMU HayKu, PO L0 TOBOPUTHCS B
cratTi 4 (i) Jupektusu 2001/20/EC.

Bci 3ycunns maroTh OyTH MpUKIIA/eHi A0 TOro, 00 YHUKHYTH i 3MEHIITUTH
MOXX/TUBUAW PU3UK JJ1S1 AUTHHHU.

o riouatky BurpoOyBaHHS [JOCTIAHAK TIOBUHEH OyTH TIOBHICTIO
nipoiHdopMoBaHui TIPO BCi icHyrOUi 1o6iuHi edeKTH AOCTiAKyBaHOTO JIIKAPCHKOTO
3aco0y. I1pu ianyBanHs KB B mefiaTpii HeoOXigHO peTesibHO MpoaHasi3yBaTH BCi
JOKJTiHIUHI faHi i faHi 3 KmiHiYHOT 6e3MmeKu J0oC/TiPKYBaHUX METOIB /1iarHOCTHUKY i
JIIKYBaHH{ Ha MpPUK/aJl JOPOC/IUX MAaL[i€HTIB.

Iy Toro, 106 3BeCTH /10 MiHIMyMy pU3UK B Tiefiarpuunux KB, mociigHuk
TMOBMHHI MaTW BIAMNOBIAHY TIATOTOBKY Ta [JOCBi[ TPOBeJeHHS KI/IHIYHUX
JocaipkeHb B negiatpii. KB moBuHHI MPOBOAUTHCA B MeAiaTPUYHUX KJIIHIKAX, 1[0
repe/j0auar0Th HasIBHICTh MeJMYHOTO TIepPCOHATy, KOMIIETEHTHOTO B MeJUUYHUX Ta
TICUXOCOLiaTbHUX MUTaHHSX MPU JIIKYBaHHI JiTeu.

3HWKEHHSI pU3WKY PO3BUTKY HEraTMBHUX eMOL[id y [iTeM, 10 NPUMMAarOTh
yuyactb y KB [ocdraerbCs LUIAXOM MiHiMi3alii pU3KKY. Y [OCIIIIKEHHSX
mo/1ibHOT0 poAy TIOBMHHA OpaTH y4yacTb paifioHasbHO MiHiMa/ibHa KibKiCTb 0Ci0.
Y KB noBuHHa OyTu 3aruiaHoBaHa MiHiMasnbHa KifbKiCTh TipoLieAyp. IlepeBaykHO
C/li/i BUKOPUCTOBYBAaTU BUCOKOiH(OpPMaTHBHI HeiHBa3UBHI MeTO/Y [1iarHOCTUKHU.
3MEeHIIUTH [AUCKOM(OPT y [iTel, BUK/IWKAaHUW TMpOLeJypaMH, [I03BOJISIE
KBasihikoBaHa poOoTa [OCBiUEHOTO TIepCOHA/Ny, BUKOPHCTAHHS MiCIleBOI
aHecTe3il TPy BBeJIeHHI BHYTPIIIHbOBEHHOTO KaTeTepa, BUKOPUCTAHHS TTOCTIMHUX
KaTeTepiB, 3aMiCTh perysipHMX BeHOMYHKIIiM, pallioHa/JbHa MiHiMi3allis KiTbKOCTi
IHBa3WBHUX TIPOLIEAYP.

KB i3 3a/iyueHHSIM [IiTeH MOXKe PO3IJ/IsiJaTUCS K €TUYHO TIPUUHSATHE, SIKILO:
1. HeoOxigHi pgani He MOXKyTb OyTM OTpHMMaHi Ha [JJOPOCIMX IIalliEHTaXx;
2. BurpoOyBaHHS palliOHa/JIbHO CIUIaHOBAaHO 3 ypaxyBaHHsSM MiHimi3aljil
OUCKOM(OPTY Ta iHBa3WBHUX TIPOLIENIyD;

3. [HocmimKeHHd CIpSAMOBaHO Ha OTPUMAaHHSl Ba)K/IMBUX  pe3yJ/IbTarTiB,
CTIpSMOBAaHUX Ha BJOCKOHA/IEHHSI [iarHOCTUKMA Ta JKyBaHHS abo CIpUSIOTH
y3arajJlbHeHHKO 1 cucreMartusalii [aHMX [pO  [AUTAYL  3aXBOPHOBAHHS;
4. OocnimkeHHs: 6a3yeTbCs Ha OCHOBi pe3y/bTaTiB JOC/Ti/PKeHb Ha JlabopaTOPHUX
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TBapHHaX i JOpPOCIMX TallieHTax, MorIubaeHoMy 3HaHHI icTopii mpobiemMu TakuM
YMHOM, II[0 OUiKyBaHi pe3y/bTaTd JMIIe TiATBEPASTh MOro OOIPYHTOBAHICTH;
5. OuikyBaHa KOpHWCTb BiJl [AOC/IPKEHHS TepeBUILyE TOTeHLINHUNA pHU3MK, a
MOTEHI[IMHUN PU3WK € MiHiMaJlbHUM, Yd He OifbIMM, HiK NpU BUKOHAHHI
3BUYAUHUX JIIKyBaJbHUX 1 [iarHOCTUUHUX TIpOLeAyp TMpW [aHii MaToJIorii;
6. [ocmigHUK BOJIOZi€ JOCTAaTHROIO iHopMaIlli€lo TMpo repenbdadyBaHiCTh Oy/Ib-
AKX MO>K/TUBUX HeCTIPUAT/IUBUX HaCJIiIKIB JOCJTiIPKeHHS;
7. HocnimKyBaHWM i IX 3aKOHHHUM IIpe/icTaBHHKaM (OaTbkaMm) HajaHa BCS
iHdbopMaiiis, HeoOXifHa A1 OTPUMaHHS IX YCBiZlOM/IeHOI i 0OPOBiIbHOT 3ro/Iu.

Kniniune  BumpoOyBaHHs TOBMHHO TPOBOJUTHCH  BiJTIOBIAHO 110
3aTBep)KeHOr0 MPOTOKOJIY: TIJIbKA OpraHi3oBaHe HaJle)KHUM UYWHOM, 3
JOTPUMAaHHSIM eTUYHUX HOPM, CIIPSIMOBAHMX Ha 3aXUCT KOXKHOI AUTHHHU, sika Oepe
y4acTh y BUMIPOOYBaHHI.

[ep>xaBHUM ekcriepTHUM 1jeHTp MO3 YKpaiHM TIPOBOJUTH €KCIepTU3Y
MarepianiB KB i3 3anydeHHsIM AiTer WIO40 MOJK/IMBOCTI iX mpoBefeHHs. Tak, 3a
octaHHi 5 pokiB 0ysi0 HajjaHO 127 MO3UTHBHUX BUCHOBKIB 1110710 TipoBefieHHss KB
i3 3amyuyenHsMm fiteit. 3 Hux 122 KB — 11e mibxHapoHi 6ararorienTpoi KB (gami -
MBILIKB) Ta 5 KB — nikapcbkux 3aco6iB BiTun3HsHUX BUPOOHUKIB (y 2008 p. — 20
MBILIKB Ta 2 KB BiTun3HsaHux BUpoOHUKiB; y 2009 p. - 19 MBIIKB; y 2010 p. —
23 MBIIKB Tta 1 KB BiTun3nusHux BupobHukis; 2011 p. — 24 MBLIKB Ta 1 KB
BiTUM3HsIHMX BUpPOOHUMKiB; y 2012 - 36 MBLKB Ta 1 KB BiTUuM3HSIHUX
BUPOOHUKIB). 95% 3 HUX MpoBoAATLCA sK II1 Ta IV da3u BUnpobyBaHHS.

OO6sacTi MegULIMHY, y SKUX HaldacTime mpoBoAsThcsi KB i3 3amyueHHSIM
JiTe — 1le OHKOJIOTisl, TCuXiaTpis, HEeBPOJIOTisi, reMaTOJIOrisi, MYyJbMOHOJIOTIS,
eH/IOKpUHOJIOTis1, iHdeKiliHi XBopoOH, TOIIIO.

[TpoBenenHs KB i3 3anydyeHHsM [JiTel pi3HOI BiKOBOI KaTeropii A03BOJIUTh
3a0e3meuntdd  iX edeKTUBHUMU Ta O0e3MeuHrMH  JIiKapChbKMMH 3acobamMu y
BiTOBiAHMX JliKapCchKUX (Qopmax, 1o Oyzae crpusTiMe y/J0CKOHa/EHHIO
paLliOHa/IbHOI Tepartil JUTAUYUX 3aXBOPIOBaHb.

JomnoBigb [I-pa Arvec Ceiit PaiiMmoH1, kepiBHHKa KomiTeTy nefgiaTpuuHux
npenapariB Ta npemnapariB-cupit €BponelicbKoi MejuuHoi AreHIjii B paMKax
YeTBepTOi HAaYyKOBO-NIPAKTHUHOI KOH(epeHIiii 3 MDKHAPOAHOK y4acTIO
«KtiHiuHi BUIIpoOyBaHHs JIIKAPCHKUX 3ac00iB B YKpaiHi»
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICI N E SSmEiSEs

KniHivyHi BUNnpoo6yBaHHA NiKapCbKUx
3aco6iB, NpuU3Ha4YeHux ans
BUKOPUCTaHHA B nepgiaTpii

KonekTuBHa BignoBiganbHicTb

WWW.ema.europa.eu

[Jonosigay: A-p Ardec CeiiHT PaiimoHp, -
KepiBHuK KomiTeTy neaiatpuuHux npenapartis Ta npenapatis-cupitT €sponeiicbkoi MegnuHoi AreHuii (EMA) An agency of the European Union

EUROPEAN MEDICINES AGENCY

© EMA 2012

CnoBa noasaku

Oco6nuea nogska O-py Mantepy Errepy, AHHi-Codoi
leHpi-tOg | Panbhy Meponbay, a Takox rpyni, wo
KOHTPOJIOE AOC/IOKEHHSA B rasysi negiarpii,
€BpPONENCcLKOro areHTCTBa 3 /liKapCbknux npenaparis

[aHi HagaHi BiAAiIOM 3 OUiHKM npenapartiB Ans
BMKOPUCTaHHA B neiaTpii YnpasniHHA CLUA 3
KOHTPOJI0 AKOCTI NPOAO0BOIbYMX TOBAPIB i NiKapCbKMUX
npenaparis (4-p AasH Mepdi, kuH Temek)
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[MnaH

€sponelicbkuin Coto3 i €Bponelicbke areHTCTBO 3
nikapcbknx npenapatis (EMA)

IHigiaTnBn €C B ranysi negjatpii
IHigiaTnen CLUA

KniHiyHi BUNpoOyBaHHSA 3a yyacTio AiTeil: eTU4Hi Ta
HayKOBiI acnekTu

EUROPEAN MEDICINES AGENCY

© EMA 2012

€BponNencbknii cor3

27 xpaiH-yneHiB 06'egHanu iHiuiatnem (He B ycix
rasly3six, BKIKOYaKUM ONnoAaTKyBaHHS)

“BinbHe nepecyBaHHA rpoMagsaH, obir kanitanis i
TOoBapiB (3a BMHATKOM MiKapCbknx 3acobis).”

Ha nigcrasi femokpaTuyHuX 3acaf, i couiasibHOl
cnpasen/IMBOCTI

“€C 30608'93yembcsi niompumysamu mup, 6e3neky, cmabinbHuli po38UMOK Ha 3emsi,
€0Hicmb | B3aemoriosazy ceped Hapoodis, Bi/lbHy ma rnpo3opy mopais/io, 6opombby 3
6idHicMI00 ma 3axucm npas /t00UHU, 30Kpema, npas OUMUHU, a MakoX CyBopoO
dompumysamucsi ma bpamu y4acmb y CMBOPEHHI MiXKHapOOHO20 3aKkoHodascmsa ma

4 cnidysamu npuHyunam, sukiadeHum y Cmamymi OOH.”
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LLlo siBnsie co6oto EMA?

AreHuia €C, BignosigasibHa 3a HayKOBY OLHKY
NiKapCbKkMx 3acob6iB, Npu3HayeHux O/19 3aCTOCyBaHHS
B JIIOAMHN Ta TBAapWH Ha Teputopii €C:
- 3axoawu, Wo nepeayoTb peecTpauii (nigTprmka po3po6ok,
cneljanbHi npenapaTu)

- Bwupgaua peecTpauiliHix CBiAOLTB (CxBasieHb) 3 ypaxyBaHHAM
6e3neyHocTi Ta ePeKTUBHOCTI

- IHcnekuyii (GCP, GMP, GLP, GVP)
- HapgaHHA KoHCyNbTaUil Ha HauiOHaIbHOMY Ta €BPOMNECLKOMY PiBHI
- ®dapMakosoriyHuin Harnsag

EUROPEAN MEDICINES AGENCY.

© EMA 2012

KoopanHyBaHHs EMA po60Ty HauioHaIbHUX
areHTCcTB

- HaykoBi KoHcynbTauii

- HapaHHs npenapaTtam /151 3aCTOCYBaHHS B JIOAMHU cTaTyCy
“opchaHHnx” (ana pigkicHUX 3axBoproBaHb)

- CknaflaHHs nnaHiB NpoBefeHHS AoCAiMKeHb Y ranysi negiatpii
- MignprvemcTBa mMasnioro Ta cepegHboro 6isHecy

- HaykoBwuii cynpoBig i AocnimkeHHs (6iocTaTUCTUKA, TOKCUKOSOTIS,
iHHOBaUiiiHi NpoekTw...)

- Bwupgaua peecTpauiliHux cBigoyTB (cxBasieHb)
- CniBnpausi 3 BOO3 (ctatta 58)

- IHcnekuit

- HapaHHA KoHcynbTauii

- ®dapmakosoriyHmin Harnsag

19
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Ak npautoe EMA?

e OCHOBHVMM HanpsAMKOM Hawloi poboTn € oxopoHa
rPOMaACbKOro 340poB's (Ta 3aXUCT TBApWH).

* My TakoX MOBWHHI NiATPUMYBaTU iHHOBALiHI NPOEKTK
Ta €BPONENCbKY NPOMUCOBICTb.

) HaykoBi komiTeT EMA HapaloTh “HayKoBi
BMCHOBKM”. PilleHHA npuiMaloTbcs €BPONENCbKO
Kowmicieto (3a BMHATKOM pilleHb y ranysi negiaTpii).

600 npauiBHukiB i 6romKeT Npnban3Ho 210 mnH €
(80% nopatkoBUX HaAXOMKEHb, peLuTa
nepenbayaeTbcsa 6roaKeTom EC).
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BiamiHHOCTI B 060B'AA3Kax (4acTKOBO 306irat0TbCs)

KpaiHu-unexu

g —

- KniHiuHi BUNnpoGyBaHHA

-Haykosi koHcynbTaujl

-CKnagaHHA nnaHiB gocnifpkeHb y negiatpii
-HapgaHHs npenapatam ctatycy “opdaHHux”
-CxBanieHHA iHHOBAaLiliHUX npenapartis
-0O60B'sA3KOBe CXBaJ/IEHHA Gionpenaparti.,
npenapartiB ANA NliKyBaHHA OHKOJIOTiIUHUX
3axBOpPIOBaHb, HelipoereHepaTMBHUX XBOpPOG,
pia6ety, BI/1, BipycHUX, ayTOiMyHHUX
3axBoploBaHb, “opthaHHuX” npenapartiB
-CxBasIeHHs1 MepefoBux MeToAiB Tepanii

- DapmakonoriyHnin Harnsag,

- Haykosi koHcynbTaui

- CxBasieHHs npenaparis, WO He
nignsratoTb 060B'A3KOBOMY CxBasieHHI0 EMA
(Ha npakTnui TiNbKn reHepukm)

- ®apmakonoriyHuii Harnag,

-Po3miweHHs 6a3 aaHux, LWo cTocyoTbes €C

- BiglwkogyBaHHA BATPAT, NOB'A3aHUX 3
LiHOYTBOPEHHSM

3opy EMA

EUROPEAN MEDICINES AGENCY

© EMA 2012

YKNTTEBMIA UMK NiKapCbKOro npenapaTy 3 TOUKK

KniHiyHi Haykosi
BUMPOOYBaHHSA pO3p06KM

VAR
/ AN

! LliHoyTBOpEHHS

bkna,anHﬂ Haykosi HapaHHA ] dapmHarnag ‘
nnaHis KOHCY/IbT. || Mpenaparam
OOCNigxXeHb y crarycy
negiatpii “opdaHHnx”

Mepepnosi metToam
Tepanii

10
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O6r'pyHTYBaHHA HEOOXiAHOCTI NPOBeAEeHHSA
[OCNIopKEHDb NIKapCbKMUX 3ac06iB oS Oitein

11

@)
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[lokazoBa megununHa

BrBueHHs (ouiHka) nikapcbkux 3acobiB Ans fitei nepenbdavae
NpoBeAEHHS KNiHIYHUX BUMPOOYBaHb 3a iX y4acTH.

| Ik nokasye npaktuka, aitn - ue HE “maneHbki gopocni”.

Bu moxeTe ckaszatu abo noyyTtu Take: “IpoBefieHHSA AOCNIAXKEHb Y
ranysi negiaTpii Hemoxnuee, 6aTbkn He JaloTb 3rogy..."

“BunpobysaHHs1 BuMazaromb 6a2amo Kowmis i Nosi/ibHO
npocysaromscs...”

“Kinibkicmb dimeli He € docmamHboto (ManeHbkuli po3mip subipku)...”

“[imu He NoBUHHI BUCMYnamu 8 PO/ MOAOCAIOHUX KPOJIUKIB. Mu He
MoXxeMo 3acmocosysamu rnaaye6o 8 dimed.”

12
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[oaaTtkoBi 0CO6/IMBOCTI PO3POBOK NiKAPCbKNX
3ac00iB A/19 3acTOCyBaHHSA B nepgiartpii

HeobxigHicTb y
- CTBOPEHHI peuenTypu Ta Nikapcbkux opm, Lo BiAnosigawTb Biky

BM3HAYEHHI 003, NpuAaTHUX O/ BUKOPUCTaHHA B negiaTpii

NigTBEPIXKEHHI NMOKA3HWNKIB Pe3y/IbTaTUBHOCTI
- NigTBEPKEHHI NOKa3HUKIB 6e3neyvHocCTi

- HasBHOCTI Ha/1IeXHUX MiCLb MPOBEAEHHS KNiHIYHUX BUNPOBGYBaHb,
MOX/IMBOCTI BUKOPUCTAHHA Crelja/ibHUX MeToAiB AOCNIMKEHD i
aHanisy, a TakoX y HasiBHOCTi kBasicthikoBaHOro nepcoHasy

- Y BCbOMY BULLECKA3aHOMY € YacTKa npaBgu, npote

13
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doakTnyHo,

NPOBEeAEHHS KNIHIYHUX BUNPOOYBaHb 3a y4acTio fiTei HeobxigHe,
OCKiNbKN:

- MW NOBWHHI NpU3HayaTn NikyBaHHA Ha NiACTaBi HAsIBHUX OaHUX

- MPU3HAYeHHs HefoCiMKEHNX NiKapCbKMX 3ac06iB cynepeunTb
€TUYHUM NMPUHLMNAaM

- [AiTn - ue He “ManeHbki gopocni” (ocobnmeocTi duisionorii,
mMeTab0s1i3My, poCcTy Ta pO3BUTKY)

- 0031 A1 3aCTOCYBaHHA B AiTE MOXYTb 6YTU BULUMMU, HXKUMMK abo
aHasnoriyHMMK, Ta e HEMOX/IMBO nepeadaynTu

- MOKa3HWKM GEe3MeYHOCTI B AiTEN Bigpi3HATLCS Bif, NOKA3HKKIB
6€e3neyHoCTi B AOPOCANX

- OiTAM HeobXxigHi cneuyianbHi nikapcbki hopmu

23
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[MoTpi6bHI BUNpOOYBaHHSA 3a yyacTio AiTen

3 HaUIEXHO OLLiHKOK CriBBIAHOLEHHS PU3MKY Ta KOPUCTI

3i cneuianbHUMK 3axofamu 6e3neku, noB'a3aHMMK i3 BPasnuBICTIO Ljiel
rpynu nauieHTis

3 aKTUBHUM KOHTPOJIEM 38 AO0TPYMAaHHAM eTUYHUX HOPM

6e3 BUKOPUCTaHHS fiTeli sik pecypcy (He A03BONATLCA AOCNIMKEHHS 3a
yyacTio 300poBuX aiTeli- 406poBonbLiB!)

3319 OTPVMMAHHS SKICHUX pe3ysibTaTiB, WO MalTb BaXK/IMBE 3HAYEHHS

ONS NiKyBaHHA giten
15

@)

EUROPEAN MEDICINES AGENCY

(Nature Reviews, June 2007) © EMA 2012

Yomy HeobXigHO CTUMy/toBaTy NpoBeAEHHS
po3po6oK y ranysi negiatpii?

a Original MDA pre-1998
8

1

o 0% = lyear - Median = 7.2 years
s 1
T 4] post-NDA 1
5 approwval [l
1
L= 1
i —

-5 Q 5 10 15 20

Time interval (years)

b Original NDA post-1998
124
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Figure 1] Impact of legislation on the timeliness of supplemental paediatric NDA
16 submissions. Distributions of ariginal New Drug Application (NDA)-to-supplemental NDA time

i
-5 Q
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IHiLjaTMBa CLUA (KopoTkO)

17

()
YnpasniHHA CLUA 3 KOHTPO/IO AKOCTI  ©F
NPOAO0BOJIbYMX TOBAPIB | NIKAPCHKNX

npenapatiB (FDA)

MeTa 3MiH Yy MapKyBaHHi npenapartiB A/19 BUKOPUCTaHHA B negiatpii 3
1994 p.

3anpoBapKeHHs 3MiH 3rigHO 3 AKToMm “IMpo mMoAaepHizauito”,
npuinatum FDA y 1997 p.

CniBnpaua 3 AMeprKaHCbKOK akagemieto negiatpii

3akoHn 3 5-piyHoto fieto

BPCA, PekomeHpauii 3 gocnigkeHb y negiatpii, PREA, FDAAA
FDASIA (2012 p.): 6e3cTpokoBuii 3aKoH

18
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MoAaBiiHa cuctema
[Jo6posinsHa: BPCA

- bBasyetbcs Ha nMcbMoBOMY 3anuTi, npuiimaeTbc FDA Ha nigcTasi
noTpeo, NoB'sA3aHMX 3 OXOPOHOK rPOMaACLKOro 340poB's, Ta
BM3HAYEHMX TEPMIHIB

- HapgaHHS1 BUHATKOBOrO npasa NpoAaxy TEPMIHOM Ha 6 MmicsuiB
Oo6oB'azkoBa: PREA

- He nepepb6avae HaflaHHA BUHATKOBOIrO npasa npojaxy, po3pooku
06MeXYoTbCA AOC/IMKEHHAMY 3a NOKa3aHHAMW, BCTAHOB/IEHUMU AN1A
O0pOoC/nX, 3 ypaxyBaHHAM BU3HAYEHUX TEPMIHIB

19
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Oco6/1iMBOCTI po3p0o6OoK B rasy3i nediatpii B
CLLA BignosigHo go noctaHosu FDAAA

OpraHi3auisi KNiHIYHUX BUNPOOYBaHb:

* LleHTpasiizoBaHa BHYTPILLHA OLjiHKa 3anuTiB i BiAMOB Bif,
BMKOHaHHA 3060B'A3aHb 3 inctonaga 2007 p. (Kowmicisa 3
OLiHKM neaiaTpuUyHMX AOCAIAKEHDb)

Mpo3opicTb AaHuX:

e [ly6nikauia “HeraTMBHUX” pe3ynbTaTiB Ta iX BKAOYEHHA 00
JINCTKIB- BKNaAULLIB

* O60B'A3KOBE HafaHHA 3BITIB NP0 6E3MNEYHICTb, WO CTOCYHTbLCA
negiaTpuyHNX AOCNimKeHb, A0 KOHCynbTaLiliHOT KOMiCiT
NPOTArOM MEepLUIOro PoKy 3 MOMEHTY BHECEHHSI 3MiH [0
MapKyBaHHsA npenapaTis 419 BUKOPUCTaHHA B negjaTpii

AKT FDASIA (2012 p.) Hapa3i BNpoBafgXyeTbCA.
0

2
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€Bponencbka iHiliatiea

€anHa cuctema
3akoH, npuinHATMIA B €C HanpukiHui 2006 p.

MoctaHoBa (EC) Ne1901/2006 €Bponeiicbkoro
MapnameHTy Ta Pagn €sponu “INpo nikapcbki 3acobu
AN 3acTocyBaHHA B negiatpii”

= “lNepgiaTpmMyHa” nocrtaHoBa

21
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Llini MocTtaHoBwM

MokpalleHHs cTaHy 3[0p0oB'a aitel

* 36i/IbLUEHHS KiJTbKOCTI BUCOKOSIKICHUX, MPUAHATHUX 3 €TUYHOT TOUKM
30py HayKOBUX AOC/ifKEHb JliKapCbknX 3acobiB anasa Aitei

* 30i/IbLUEHHS KiJIbKOCTI CXBaJIEHUX NiKAPCbKMX 3acobiB a1 gitei
* MoWVpeHHs iHdpopMmauii Npo nikapcbki 3acobm

JOoCArHeHHs BrLLEe3a3HavYeHoro

* 0e3 NpoBeAeHHS HeAoLiIbHUX AOC/IMKEHb 3a y4acTH AiTei

* 0e3 3aTpMMKK peecTpaLii ikapcbknx 3acob6iB A5t 4OPOCIMX

22
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3acobun, nepepnbayeHi NMNocTtaHOBO

* EKcnepTHa negiatpuyHa komicis npy EMA
* [naHn gocnigpkeHs y negiatpii / BiAMOBW Bif, BUKOHAHHSA
30608B'A3aHb
* 3000B'A3aHHA Ta 3a0X0YEHHSA
*Y BUNagKy HOBUX NiKapCbkMx 3acobiB, a TakoX 3apeecTpoBaHuX i
3anaTeHToBaHWX npenapariB - MOLAOBXEHHS TepMiHy il naTeHTy
Ha 6 micsuiB
*Y BUNagKy 3 opdaHHMK npenapaTamu -
+2 poKM BUHATKOBOrO Nnpasa Nnpoaaxy

Y BUNAAKy npenaparis, WO He nigasaratoTe nateHTyBaHHo - 10-
PiYHUI TEPMIH 3aXUCTY AaHuX

* |HWi 3axoamn (Npo30picTb, CTBOPEHHS Mepex, nybnikauis gaHux,
OTPUMaHNX Y MUHYNUX OOCNiMKeHHAX, diHaHcyBaHHA €C y BUNaaky
,; MpenapariB, WO He NianarawTb NaTeHTYBaHHIO)

EUROPEAN MEDICINES AGENCY

© EMA 2012

LLlo siBNsie cob6oto nnaH AOCAIMKEHHS B
neaiaTpii?

3rigHo 3 [NocTaHOBOK

“MnaH gocnigpkeHHa B negiatpii” - ue nporpama
HayKOBMX po3p0ob60oK, MeTa sKOi 3abe3nevyntiu
OTPMMaHHA HEeOoOXiAHUX AaHUX, WO BM3HA4YalTb
nokasaHHsl, 3a SKUMU MOXe OYyTU CXBasSIEHUA TOWN Yun
IHLIWIA NiKapcbKnii 3aci6 ANnsa NikyBaHHA LOiTe i
nianiTKiB.

24
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[MnaHn gocnimkeHb y negiatpii

(nAan)

[JaHi 1woao edekTMBHOCTI, 6e3neYHOoCTi Ta SKoCTi (peuenTtypa, sikapcbka popma),
TepmiHn (amB. HactaHoBy |CH, po3gin E11)

Ha npakTtuui 06roBopeHHs1 MOX/IMBOCTI BUKOPUCTaHHS B NegiaTpil Ta He3a40B0/IeHOT

noTpebu y BUPILLEHHI NUTaAHHA LWOAO PO3PO6KM MIKAPCbKOT HOPMU L7181 KOXKHOT

BIKOBOT rpynu, Big, HapomxeHHs fo 18 pokis.

JlikapcbKa
cdopma

MutaHHA
oe3neku

EUROPEAN MEDICINES AGENCY
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BiaxuneHHsa Big MAMN/nepeHeceHHs
TepPMIiHIB

e BigmoBa W040 rpynu npenaparis, nokasaHb abo
KOHKPETHOro NikapcbKoro 3acoby

- Kosu icHye iMOBIpHICMb HeeghekmusHocmi abo
Hebe3rneyHocmi npenapamy

- Kosu 3axsBoptosaHHsi He 3ycmpidaembscsi 8 oimel
- Kosnu npenapam He rnpuHocums 3Hadyuwjor
mepanesmu4Hol Kopucmi
* [lepeHeceHHs TepMiHiB noyaTkKy i (ab0) 3aBepLUEHHS

AOCTiMKEHb 33419 YHUKHEHHSI 3aTPMMOK peecTpallii

npenapary Ansa nikyBaHHSA A0OPOC/AMX abo 3 NPUYMH,
noB'A3aHKnX i3 6e3neKoto

. Ha 3anuTt 3asaBHMKa abo Komicii
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CLUA (BPCA) % CLIA (PREA)

-

O60B'A3KOBO

© EMA
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B3aemogisi areHTCTB

Po3pobku Heo60B'Aa3koBO 0O608B'A3KOBO
(Heo60B's13KOBO 47151 Npenaparis,
L0 He Mig/IAraoTb NaTeHTYBaHH0)
IHCTpyMeEHT MucbmoBwMin 3anuT - Mnan gocnigxeHHs B negjatpii
Biamosa He 3acTocoByeTbCA 3 nigcTaBm 3 nigcTasm
TepMiHn 3asepwerHs 11-111 3asepwerHs 11-111 3asepwerHs |-11 ¢hasu
pasu asu
3a0X04eHHs 6 micsyis - MaTeHT Ha 6 micsyiB
BUHSATKOBOTO npasa
npoAaxy
Nikapcbki 3aco6u Tak Tak
(po3gin 505) (3 BUHSITKOBUM Yci
npaBoMm) (oKpim reHepukiB)
BionpenapaTu Hi Yci
(BinbLUiCcTb)
OpdpaHHi Bkntouarotbes He BknoyvaroTbea Bkntovarotbcsa
npenaparu
PiweHHs FDA FDA EMA - MepiatpnyHa Komicis
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MiXXHapoaHi PO3P0O6KM

AkTuBHa cniBnpausi 3 FDA Ha nocTiliHili oCHOBI

OO6MiH npauiBHMKaMM, B3aEMOAIS 32 OCHOBHUMMU
HanpsiMkamu

LLlomicsiuHi TenekoHdepeHLii, B pamKkax sikux
o6rosoptotoTbes MANM, NMCbMOBI 3anNUTK i1 iHLWI
nuTaHHA; AnoHia Ta KaHaga npvegHanucb Ao
TeNeKoHMepPEHLUIn y poni cnocTepiravis

Cnisnpaugs 3 iHW1MKX perioHamu/kKpaiHamu, Hanpuknag,
CiHranypom, ABcCTpanieto

Cnisnpaysa 3 BOO3 (mepexa KOHTPO/IHKYNX areHTCTB 3
NiKapCbKMX 3aco6iB A1 3aCTOCyBaHHA B neaiaTpir)

29
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ETu4yHi acnektn po3pobokK MikapCbKnx 3acobis
0N 3aCTOCyBaHHA B neajartpii

30
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[MUTaHHA eTUYHOro XapakTepy

PaHiwe Aitm He gonyckanucb A0 y4vacTi B HayKOBUX

TakMM YMHOM, OOCAIAKEHHS 3a y4yacTHo AiTel He

31

[OCNIMKEHHAX, OCKINIbKWM BOHW Hanexartb [0 Bpas3/nBol
rPynn HaceneHHsA Ta He 34aTHi (3 IopUAMYHOT TOYKKU 30pY)
HagaTtu iHbopmoBaHy 3roay.

npoBoausMch. [aHi Woa0 BUKOPUCTAHHSA NiKapCbKnX
3aco6iB 6a3yBa/MCb Ha 3f0ragkax Ta eMnipuyHomMy AOCBIg,.

A EUROPEAN MEDICINES AGENCY.

[Mpu3HayYeHHA HefoCNIoKEeHUX NIKapCbKrX
3acob6iB AiTaAM HegonycTumMe 3 eTUYHOI
TOUKWN 30pY

32

KOXHy AWTUHY 3apax0Byl0Tb 40 HEKOHTPOJ/IbOBAHOIO
[OCNIOKEHHS.

Pe3ynbTatv He NPUHOCATbL KOPUCTI IHLLMM LiTAM.

BiacyTHsA nonepeaHs rinotesa, Ta pe3y/ibTaTu HEOCTATOYHI
(oTpumaHi BMNagKoBO, UM y 3B'AA3KY 3 JliKyBaHHAM?)
MoTeHUiHI NMTaHHA 6e3nekn (HagmipHa go3a) abo
HeHaJaHHS LWaHcy nauieHTy (HegocTaTHS Ao03a)

BunpoGyBaHHs, WO He Ma€e HaAyKOBOro nigrpyHTa, He
MOXKe GYTU NPUIAHATHUM 3 €TUYHOI ToUYKU 30py (TOGTO
LAaTu BMUEpPrHY BiANOBiAb HA HOBEe 3anUTaHHSA).

32
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CLUA: 3axucT pitei

Kogekc pegepanbHux npasun, Tom 21,
yactuHa 50 “3axuct nognHn” (peq. Big kBiTHA 2011

p.)

Migpo3ain D: Jopatkosi 3axoan 6e3neku no
BIQHOLLUEHHIO A0 AiTel, AKi 6epyTb y4acTb Y KNiHIYHMX
AOCNIIKEHHAX:

- EkcnepTHi pagy npu MeaMyHMX 3aknagax

- Pusuk, “MiHiManbHuiA pusnk”, “He3HavHe
NiABULLEHHSA PU3KKY BIAHOCHO MIHIM&J/IbHOIO 3
NPAMOIO MEPCNEeKTUBOK OTPUMAHHS KOPUCTI”

= 3rofa AUTUHU Ta [0POC/INX

EUROPEAN MEDICINES AGENCY

© EMA 2012

ETnyHa Ta npasoBa 6a3a Ana npoBeneHHs
BUNpoOyBaHb Yy KpaiHax €sponu

* €AVHI eTUYHI HOPMU Ha MDKHapPOAHOMY PiBHI

* OCHOBHI NpYHUMNN (He3anexHIiCTb AOCiAKyBaHOro,
[06po6yT, cnpaBeaMBMIA Po3noAin énar Touwo),
BMKMaAeHi B XenbCiHKCbKIN Jeknapauji Ta iHLWunX
[OKYMeHTax

* [upektnBa €C WOAO0 KNiHIYHMX BUMNPOBYBaHb i
noB'sAi3aHi 3 Heto aokymeHTn (HactaHoBa GCP)

* PekomeHpaLil eTUYHOro xapaxkrepy ANnsA KAiHIYHUX
BMNPOOYBaHb 3a y4yacTio fiTei i nigniTkis
(pekomeHpauii 3 eTukun, NpuiiHATI B EC)

s« HactaHoBa ICH (E11, E6)
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3akoHogaBcTBO €C, WO perynwe
NpoBeAEeHHA KMiHIYHMX BUMNPOOYBaHb 3a
y4acTHO HENOBHONITHIX/ AiTen
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Yci nikapcbki npenapaty (He3anexHo Bif Toro,
3apEECTPOBAHI BOHU YK Hi)

Yci iHTepBeHLUiliHi BUNpoGyBaHHSA
BignoBigHICTb NpuHUMNAM HaNeXHOT KNIHIYHOT NpakTUKK
OcHOBHa MeTa: 3axXMCT y4YaCHUKIB HAYKOBUX OOCNILKEHb

lMosHe sriposadeHHs1 1 mpasHs 2004 p.
lepeansso mpusae

35
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OueBUaAHWI 3aXMCT

* 3aKoHOOAaBCTBOM nepeabdayeHo cnewjiasnbHi
nonepemkyBasibHi 3axXo4uM Ha BUNAAoK, SKWO ocoba He
3[aTHa cCamoCTIilHO HagaTu 3rogy Ha yvacTtb y
[OCNIMKEHHI 3 OPUANYHOT TOUKKN 30pY.

MpoTe, BogHouac

e 3akoH BuM3Hae HEOBXIQHICTb yaockoHaneHHs MeToniB
nikyBaHHS ans aiteli (“..Bpasnuea rpyna nauieHTis, W0
BiApi3HAOTLCS Bif A0POCNUX, NIKAPCbKi 3ac0bu, siki MaloTb
KNiHIYHY LiHHICTb, MakCUMaslbHO MOX/IMBWIA 3aXUCT...")
LLAXOM NPOBEAEHHSA KMIHIYHUX BUNPOOYyBaHb.

36
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YMOBM 3aXUCTy HEMOBHOAITHIX (1)

1. 3rofa 3akoHHOro npencraBHUKa
2. IHbopmauisa, o BignoBigae PiBHIO PO3YMIHHA

3. O60B'A3k0BE B3IMMSs 0 yBa2u SBHOMO
GakaHHS BiMOBUTHUCh Bif y4acTi

4. BifCYTHICTb 3a0X04eHb 3 METO 3a/TyYeHHs [0
y4acTi

5. besnocepedHst KOpUCTb A8 TPyNn

37
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YMOBU 3aXMUCTy HENOBHONITHIX (2)

6. [oTpumaHHsa pekomeHpaauin EMA

MiHimi3auis 60110 Ta pU3NKy: BU3HAYEHHSA Ta
CrNoCTepeXXeHHs

8. KOMMNETEHTHICTb eTUYHOI KOMICIT B MUTaHHSAX
negiarpii

IHmepecu nayieHma nepesaxaroms Hao
IHmepecamu Hayku ma cycni/iscmasa.
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“PekomeHpauii eTU4HOro xapakrepy...”

MpakTU4HI pekomeHaauil 3 eTUKA, NPUUHATI B KpaiHax
€sponun

ONSA KAIHIYHUX BMNPOBYBaHb 3a yyacTio giTel i nignitkis
(IHTepBeHLUiliHI KniHiuRI gocnimkeHHs) 3 2008 p.

ftp://ftp.cordis.europa.eu/pub/fp7/docs/ethical-
considerations-paediatrics_en.pdf

Lleli fOoKyMeHT 6yB HEOOXigHWMIA y 3B'A3KY 3 TUM, L0
“MepjaTpnyHa” noctaHoBa Masia Ha MeTi 36i/1bLUNTY
KiNIbKICTb BUNPOOYBaHb i 3a6e3nevnT 3axXucT Aiten, sKi

6epyTb y4yacTb Yy HayKOBUX AOCNIIKEHHAX NiKAPCbKMX
3acobiB.
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OTpuMaHHs 3roayM OAUTUHN Ta 6aTbKiB / 3aKOHHUX
npeAcTaBHUKIB

3roAa HEMOBHOJITHLOIO - MiATBEPAKEHHS OTPUMAaHHS iHhopMaLii
OTpUMaHHS 3roay HEMOBHOITHLOrO OHOYACHO 3i 3rof0H A0POC/INX
MoBara A0 pi3HUX AYMOK

3roga HenoBHOMITHLOrO, K i 4OPOCAOro, - Ue 6e3nepepBHUIi Npouec,
SKUA HE 0OMEXYETbCS i OTPMMaHHSAM Ha nouyartky.

MourHatoum 3 3 poKiB, Y ANTUHMN 3'ABASETLCS 34ATHICTb NOrO4KYBaTUCh.
IHchbopMmaLis HagaeTbCsA y Byab-AKOMY BUMNAAKY, i Wopa3y NoBMHHA
OLHIOBaTNCb 3[ATHICTb AUTUHM JaTw 3rogy.

Cepiio3Hi 1 0gHO3HAYHI 3anepeyeHHs 3 60Ky AMTUHU cnig noBaxaTu!
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3BefleHHs A0 MiHIMyMy BigyyTTa 607110,
MPUrHIYEHHA Ta cTpaxy

MepcoHan i maTepianbHa 6a3a, NpuaaTHi ANsS gornsagy 3a LitTbMu
MonepeaxeHHs, abo AKWO Lie HEMOX/IMBO, MiHIMi3auis cTpaxy

MakcuMaUibHi 3ycunnsa ans nonepemkeHHs disuyHoro Ta eMoLjiiiHoro
6010 Ta ePeKTUBHE YCYHEHHS LMX BIAYYTTIB Y pasi HEMOX/IMBOCTI
X YHUKHEHHA

YHUKHEHHA BiLOKPEMIEHHA ANTUHW Bif 6aTbkiB

MonepefHEe po3'ACHEHHS NPUUYNH BHECEHHS BY/b-AKUX 3MiH A0
nopaaky NpoBefieHHs npoueaypu

PearyBaHHs Ha 03Haku NPUrHiYeHHs 4v 600 Nif Yac npouesypu:
NPU3YNUHEHHS, HaJaHHA Po3'ACHeHb, cnpoba 3acnokoiTy,

HaAaHHA MOXMBOCTI BigYyTK, LLO BCE Nif, KOHTPOAEM, PO3I/sAg,
MOX/IMBOCTI BiAMIHUTY NPOBEAEHHSA

41
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Pu3uk i ouiHka pusnky (1)

MoTeHUjitHi “mkepena puanky”: AocnigkyBaHWii NikapcbkWii 3aci6, BiACYTHICTb
HeobXxifHOT NikapcbKoi hopMu, KOHTPO/bHWI NpenapaT, BigCcTpouka
3aCTOCyBaHHA aKTMBHOMO Npenapary, B/lacHe 3axBOPHBaHHA, y4acTb Y HM3L
[OCTiAXeHb AesKnX 0Cib

3arasioMm HeoOXigHi: KOMITET 3 OLiHKM AaHMX WOA0 6e3neyYyHoCTi, npoueaypa
NPUNWHEHHSA AOCNIAKEHHS

Pv3uk BKOYaE: iHBA3MBHICTb, BTPYYaHHS, BUCOKWI CTYMiHb i CEPO3HICTb
NOTEHLiHOT LWKoAKW, 0BOPOTHICTb HEraTUBHWUX NPOSBIB | MOXJ/IMBICTb
3anobiraHHs

Pr3nk Moxe po3noginNsaTuch Ha KaTeropii 3aeXxHo Big cTyneHs abo Matu
NOCTIiliHWIA XapakTep.

Kateropii: MiHIMa/IbHUIA pU3NK; HE3HAYHE MiABULLEHHS PU3MKY BiAHOCHO
MiHIMa/IbHOrO; GifibLUE HK HE3HAYHE MiABULLEHHS PU3MKY BiAHOCHO

MiHiMasibHOro
42
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OuiHka pn3sunky (2)

CKNafHicTb Ha npakTuli (BYMarae rpoMaacbkoro 06roBopeHHs)

CTyneHi pu3unKky B negiaTpii, OCKifibkM NOPSLOK NMPOBeLEeHHS OLiHKA
BIAPI3HAETLCA Big, AOPOC/INX

BusHaueHHs Ta knacudikauis npoueayp (iHBasMBHICTb)
Y3TTS 10 yBarv MOX/IMBOCTi NOBTOPHOTO PU3NKY

NONEPEMXEHHA a6o miHiMi3auis nepeg no4yaTKOM i MPOTArom
pocnipkerHs, CNOCTEPEXXEHHSA nig yac oro npoBegeHHs

BiocymHicmb OUIHKU 1pu3s00ums 00 HedoCmamHb020
PO3YMiHHS1!

3aujikaB/ieHIiCTb Yy BK/HOUYEHHI NpeACcTaBHUKIB NaLieHTIB 40
s MeTogonorii BUNnpobysaHb

EUROPEAN MEDICINES AGENCY
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Jopatok 4: MNpuknagnm CTyneHiB pu3nky

BigcyTHICTb pusnKy abo MiHiMa/lbHUI He3HauHe MigBULLEHHS PU3UKY

pU3nK BiAHOCHO MiHiMa/sIbHOro

KniHiuHe o6CTexeHHs Y3aTTA KPOBIi 3 apTepii

OLujiHKa AKOCTI XNTTA YcTaHOBKa Ta BUKOPUCTaHHS
McMXoNOoriYHe TeCTyBaHHS* HasoracTpasibHoro 3oHay
BeHenyHKujs* BrMiptoBaHHS TpaHCKyTaHHOro TUCKY

KUCHIO a60 JBOOKNCY BYT/IELIO

EnekTpocpizionorivnHi gocnigkeHHs
(cTumynAuis)

Y3ATTA KpPOBI 3 N'ATU*
3abip ceui 3a 4ONOMOroL0

ceyonpuiimaya* ) ) )

®YHKLOHaUTbHI TECTU 3 METOIO OL|iHKM
y3ﬂTT;.!.*3pa3Ka TKaHHN B pamkax 36iNbLLUEHHS lereHeBux 06'eMis (y giTeit
Tepant FPYAHOTO BiKY)
EnekTpoeHLechanorpama

MepudhepunyHi BEHO3HI kaTteTepn

OuiHka hyHKUiT nereHb (BUMiptoBaHHS Fonogysauus (= 1 npuitomy ixi)

NiKOBOT LUBMAKOCTI BUAUXY,

JBUAVIXYBAHOTO OKUCY 30Ty, KT-06CTexeHHA* I-_Ini BU elﬁng puUsuKy
cnipomeTpis) Tgusaﬁo i
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Mnaue6o

Mnauebo Mae 3aCcTOCOBYBATUCH SIK Y AOPOC/NX, Tak i B AiTENA Y HAYKOBUX LiSIAX
(npuHUMN “equipoise”) . MoxnnBe BUKOpUCTaHHA nnauebo Ha AoAaToK A0
CcTaHZapTHOI Tepanii.

MayjieHTn, ki OTPMMYHOTb Nnauebo, 3axuLLeHi Bif, CEPMO3HNX NOGIYHMX
edexTis!

3i 36i/1bWeEHHAIM Ki/lbkocmi 0aHUX Ha KOpUCcmb eqheKmuBHO20 /liKyBaHHS
06MeXyombCsi emuyHi nidcmasu 07151 BUKOpUCMaHHS naayebo (npunuHsie
dismu npuHyun “equipoise” ).

LLlo cTocyeTbCca NPOTOKONIB AOCAILKEHHS, ICHYE HEOOXIQHICTL 3BECTN A0
MiHiMyMYy BMKOPUCTaHHS nnaue6o Ta nepeabadnt MoXIMUBICTb
3acToCcyBaHHS npenapariB eKCTPeHol Tepanii i 4ONOMKHUX npoueayp.

Heo6xigHicTb B iH(hOpMYyBaHHI y4acHUKIB gocnimkeHb
HapaHHA npefcTaBHMKaM NaujieHTiB iHhopmaLii Npo KNiHiYHi BUNpo6yBaHHSA

45
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3aranbHi gaHi 3 6e3neyHocTi niauebo, oTpMMaHi
B 10 BnnpobyBaHHAX 3a yyacTio AiTei | NigniTkie
3 riNepTeH3ieln

BigCcyTHICTb CEpiiO3HNX HEraTUBHUX  YMOBU
npossis (HM)
A6contoTHa KinbkicTb HIM y 685

e 2-4 TWXKHi 3aCTOCYBaHHsI

nauieHTiB B rpyni nnaueéo / 1022 * BIK 6-17 pokiB
nauieHTiB B rpyni NikapcbKoro « BinCYTHICTH TPUBANOTO
npenapary CrocTepeXeHHs
* fineprensia 3/1 BiCYTHICTb TSDKKOI rinepTeHsii abo
e KapfionoriyHi nposisun 8/16 cepiio3HOi XBOPOBU HUPOK
* TOMOBHWIA 6inb 113/179 MoAabLui aHani3mn
* CMHKOMK 15/31

e GaratoBapiaHTHi aHasi3n 3 METO

e nposBu 3 60Ky LLIKT 54 /90 ouiHKku HIM y giTeit MonoALworo Biky

16 © EMA 2012 Smith PB et al. Hypertension 2008, 51: 829
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“lMoBTOpPHI aHani3n He NPoBOAUTUMYTbLCS..."
— lMpo3opicTb iHhopMmau,ii i 6asn gaHux

. Basa paHnx EUDRACT 3 goctynom Ao iHgpopMauii woao
KpaiH-4yneHis, EMA Ta €Bponeiicbkoi Komicii

. KoHpiAeHLiHICTb IHWNX AaHKX

HAPA3I rapaHToBaHO BiflbHWUIA 4OCTyn Ao iHdopmaldii, noB'sa3aHoi 3
npoToKoNaMy AoC/iMpKeHb, a 3rogoM Oyse HaaaHo AoCTyn [0
oTpuMaHux pesynbTtaTiB y peectpi EU-CTR
(https://www.clinicaltrialsregister.eu/).

. [nsa o6pobku iHaMBIAyaibHUX 3BITIB 3 6€3NeYHOCTI Ta 3BITiB
SUSAR w040 3apeecTpoBaHnX MiKapCbKMxX 3acobiB i
npenapariB, L0 3aCTOCOBYHTLCS B K/IHIUHUX BUNPOOYBaHHSIX,
BukopuctoByeTbcs Mepexa EUDRAVIGILANCE. BigkpuTi
3BiTU Ny6nikylOTbLCA Ha Be6-cTopiHLi EMA.

47
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[MpakTUYHI acnekTu K/iHIYHMX BUNPOOYyBaHb Y
negiatpii

* [luTaHHA, NOB'A3aHi 3 N1aHamu 4oCiLpKeHb Y negiatpil

* PesynbTat npuiiHATTA B €C “lNegiaTpmMyHOi” NOCTaHOBY
yepes 5 pokis

48
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Poboye HaBaHTaXeHHs MepiaTpnUyHOI KOMICIHT

2008 | 2009 | 2010 | 2011 | 2012 | 3aranom

3asBku 271 273 326 187 138 | 1195
(nokasaHHs) | (395) | (395) [ (403) | (220) | (165)|(1578)

BucHosku 133 | 202 | 260 | 155 | 100 | 850

wogo MnAan

/ BigMOBY
3MiHu 8 51 107 | 155 | 126 447
49 ©EMA BepecCeHb 2012 p.

(@)
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AKICTb: OCHOBHI NPUHUMMIN
* XimiyHi Ta 6ionoriyHi npenaparu:
e Cnoci6 BMKOPUCTaHHSA, NpuAaaTHUIA A8 Aiten i nignitkis

- peuenTypa Ta flikapcbka hopMa, Lo BiAMNoBIAae
BIKY/pO3BUTKY Ta Maci Tisia

* HasABHi 403yBaHHSA

* pO3Mip TabnieTok, KOHUeHTpauis / 06'em
* CMak -> cMakoBa npuBab/MBICTb

* 3PYYHICTb 3aCTOCYBaHHS

* TOKCUYHICTb eKCUMNIEHTIB Yy AiTein? (Hanp., eTaHon /
_ NapabeHw / KoHuepBaHTW / htanati / 6apBHUKK)

& | EUROPEAN Ar\Eé]CINES AGENCY
. . © EMA 2012
Jlikapcbki hopMn, AKMM Ha[AETLCA nepeBara
HEAOHO | AOHOLW amn ot ot 12-18
LLEHI EHI rPYAHOIO TA OOLWKIb LUKINbHOT
HEMOBNAT | HEMOBN | SICENIbHOIO HOro BIKY O BIKY
A ATA BIKY

KPAM/I ? ? ? ?
(nuTaHHA TouHOCTI)
PIAKA NIKAPCbKA ++ ++ +++++ +++++ +++ ++
®OPMA
NIKAPCBKA + ++ ++ ++++ ++++ +++++
®OPMA, LLO

CKNABAETBCA 3
BE/INKOI KITbKOCTI
YACTOK

TABNETKN - - + +++ ++++ |+t

XKYBAJIBHI - - + +++ +++++ | H+H+++
TABJ/IETKN

TAB/IETKY, WO - + ++++ ++++ +++++ | +++++
PO3UYUHSIIOTLCA B
POTOBINA
MOPOXHUHI
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PeuenTypa Ta nikapcbki doopmn gna giten i
nignitkie, nepenodayveHi Mar

PesynbtaTtu po3rnagy nepwmx rAart.

- MepgiaTpnyHa Komicia BuMarae binbLie HOBUX hOPM, HiXK
NPOMNOHYTbL thapMaLeBTUUHI KOMMaHIT:

- lNepeBara Tabn1eToOK /19 PO3CMOKTYBaHHs Ta TabneTok
MaJsIEHbKOIo pPO3Mipy Haf, pigKMMu nikapcbknmmn popmamu

- HosBi (HWXui) fo3yBaHHA 418 MONOALMX BIKOBUX Fpyn

- 3MiHa KOHUeHTpauji iH'eKUiHNX hOpM Y 3B'AI3KY 3 MUTAHHAMMN,
NnoB'A3aHMMN 3 NMePEHOCHICTIO abo 06'emom (25 mn Ans
HEeOHOLLEHNX HEMOB/IAT!)

- Baxnusi nuTaHHs, NoB'sA3aHi 3 6e3neKol eKkcuunieHTiB (Bigoma
iHdhopmaLisa Woao A0pOCanX, ane BiACYTHI AaHi Woao aiten,
>3 0C06/IMBO HOBOHAPOMKEHWX)

EUROPEAN MEDICINES AGENCY
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LOKNiHIYHI gocnimpkeHHa, onucaHi y MNAr

= HeoOXigHICTb Y NpOBeAEeHHI 404aTKOBUX

* O3Haku 6e3nekn B AOPOCNX TBAPUH
e BignosigHICTb BiKy Ta BUAY

* MexaHi3m gji

* Bna? os3a?

= 000B'A3KOBI YMOBW A1 NPOBEAEHHA KNIHIUHNX
BMNpPobyBaHb 3a yyacTio gitei (ICH)

54

AOCIMKEHb TOKCUYHOCTI Ha HOBEHINTIbHUX TBapuUHax:
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[ocniiKeHHA Ha IBEHINIbHUX TBapuHaXx, onucaHi
y ngn

* Mepwwuin nepernsag y nuctonagi 2008 p. — TpaBHi
2010 p.
3-nomix 97 MAM: 14% Bumaranu BHECEHHA 3MiH [0
naaHy 3anponoHoBaHMX AoCNifXeHb (HOBI
[OCNIMKEHHSA, 3MiHa BUAYy i T.4.)
* bepe3eHb 2011 p. — rpygeHs 2011 p.
JlocnigpkKeHHs Ha I0BEHI/IbHUX TBapuHax oynu
3anponoHoBaHi B 19%, ane sumaranuce y 25% MAari.
= NepeBaxXHO Yyepe3 HeObXiAHICTb 3a/Tly4eHHs A0

[OCNifXeHb HOBOHAPOKEHUX AiTeN i AiTel rpyAHOro BiKy.

55
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3arasnibHi papmMakosorivyHi BNacTuMBOCTI Ta
MexaHi3m aii, onucadi y MNAari

e BigomocTi npo mexaHi3m fii nikapcbkoro 3acoby
e Bnnme 3axBoproBaHHS

» HepocTaTtHA KiJIbKiCTb A0CNiAKEeHb Ha MOoAeNnsax
ANTAYMX 3aXBOPHOBaHb Y TBAPUH

—> 3MiHa MileHi, noB'A3aHa 3 goi3ioI0rYHMM BIKOM |
PO3BUTKOM

56
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KniHiYHI gocnigpkeHHsA: NoKasHUKU epekTUBHOCTI,
onucani y MNari

* Kputepii:
» PeneBaHTHI Ta nigTBEPAKEHI NOKA3HNKN
pe3y/ibTaTUBHOCTI
* MpocnekTnBHI nopiBHANLHI gaHi (RCT)
* 3acTocyBaHHS npenapary MopiBHAHHSA B 4iTein?

» 3Ha4YeHHA MeToAy eKkcTpanonAuii Ass 3anobiraHHA
HeaoUiNIbHUM BUNPOGYBaHHSM:
» EcbekTnBHICTb: Tak, 3a NeBHMUX 06CTaBUH,
* MeTop, ekCTpanonsuii He 3aCTOCOBYETLCA WOA0 AaHUX
npo 6e3neYHICTb

¥ 3 HayKOBOIO TiNOoTe30t0 Ta CTaTUCTUYHUM NiATBEPKEHHAM
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NoriyHo npunycTutn (,qi B
NOpPiBHSAIHHI 3 AOpOCINMN)

“HI” HA OBUABA noAiGHuii nepe6ir 3axBoploBaHHA?  «TAK” HA OBUABA

nopioHa peakuisi Ha BTPy4YaHHA? |

MpoBepeHHa ®K gocnimxeHb NoriyHo NpMNycTUTK NOAIGHY
[ocnimkeHHA 6e3nekn/ePeKTUBHOCTI 3anexHicTb Bignosiai Big,
KOHLUeHTpauii B gitei i gopocnnx?

HI HI TAK
Uu icHye D[] noKa3HUK, 3a AKUM MpoBeaeHHa PK gocnimxeHb ans
MOXHa nporHo3yBaTM e(bEKTI/IBHiCTb? AOCArHeHHA NOKa3HWKIB, I'IOAIGHVIX File
NMOKa3HUKIB AOPOCMNX
TAK MpoBegeHHsA AocnimxeHb 6e3nekn

MpoBegeHHa ®K/PA gocnipxeHb AN BUSHAYEHHA 3a/1€)XKHOCTI
BiANOBIAi Bif KOHUEHTpaLii 3 MeToo ouiHKM D[] NoKa3HUKIB

MpoBepaeHHa PK gocnimkeHb ANA [OCATHEHHSA LiNbOBUX
KOHLEHTpaL,ili 3 ypaxyBaHHSM 3a/1€XXHOCTi BiANOBIAi Big KOHLUEeHTpauii

MpoBeaeHHs pocnimpkeHb 6e3nekn
59 ©EMA2012
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Mpo6nemn nnaHyBaHHSA KNiHIYHUX BUNPOOYBaHb

OuiHKa MOXNMBOCTI NPOBEAEHHSA KMiHIYHOro BUNPOOGYBaHHS:

“BopoTbba” 3a piAKiCHMX NauieHTiB negiaTpuyHnX
BigAineHb (rinepTeHsis, aiabeT, OHKOMOriYHi
3aXBOPHOBAHHS)

* Cynepeunusi HayKoBi NpioputeTn negiatpuyHmx BigdineHb
* HepocTaTHe hiHaHCYBaHHS

* OTpUMaHHA BUXIAHUX AaHUX Y HEEBPONENCHLKOro ANTSAYOro
HaceneHHA: reHeTU4YHi Ta MeTabonivHi BiAMIHHOCTI

60
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KniHivHI gocnimpkeHHA: aganTtMBHa METOA0/10rid

e Benuka KifibKiCTb 3anuTiB Ha NPOBELEHHA HayKOBUX
KOHCY/IbTaL,il

e Huska ysromxkeHux MNAMN 3 BUKOpUCTaHHAM aganTuUBHOT
MeToA0Noril

» 3MiHa NOKa3HWKIB Pe3yNbTaTUBHOCTI (MPaKTUYHO 3aBXAu
“Hi")

* 3MiHa po3mipy Bubipkn (3a3Buyaii “Tak”, AKLLO0 NOYaTKOBI
CYMHIBM NOB's13aHi, Hanpuknag, 3 TepaneBTUUYHNM
edpekTom)

 3MiHa KiNbKOCTI gocnimkyBaHnx Ao3 (3a3suyain “Tak”) 3a
YMOBW AOCTaTHbOI CTATUCTMUYHOT NOTY)XXHOCTI AN NPUIAHATTSA
pilleHb WoA0 pewTn nonynsauii

61
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MnTaHHSA, NOB'A3aHI 3 NOKa3HMKaMM
pe3ynbtatuBHoCT, Yy MO

» CepueBo-CyauHHa cuctema: AiactoniyHuii, a He
CUCTONIYHMI apTepiaibHUIA TUCK NPU TiNepTeHsii? —
BigcyTHICTb NOKa3HMKa, W0 BKa3ye Ha cepueBy
HefOoCTaTHICTb?

[Lia6eT: rnikoremorno6iH uu rinorsikiemia?

M'asoBa ancTtpodia [oLweHa: BUXMBaHICTb Y/ M'A30Ba
cnna? — HeMoX/mBICTb NPOBEAEHHS OLHKN XOAIHHS B AiTei
rPYAHOrO BiKY

JlereHeBa rinepTeHsis B HOBOHAPOKEHWNX: CYAMHHUIA onip
4yn ynibTpacoHorpaduisa?

Mykosicungo3s: Oerii1?

YAC [0 [OCATHEHHS MokasHuKa (MoX/IMBa peecTpau,is

o e

6 .
NOKa3HUKa ‘—IGEGS 10 BOKIB:
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Oxepeno: G. Pons © EMA2012

[ [
Ayxe cunbHuii
o
..., XXeToHun
|

BisyasibHa aHasi0roBsa LuKasia

- BigcytHicte  §
L 6onio i

LWKAIN OUIHKN BOJTIO FPS-R

63 l l l l l

MeTogonorisa negiatpuyHmx sunpobysaHb y MAMM
(6epeseHb 2011 p. — rpyaeHb 2011 p.)

MeTop, 3anponoHoBaHa % HeoGxigHa %
KiNbKicTb KiNnbKicTb
70 34 +9 15 79

MopagiliHo cnine
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Cnine 86 42 +22 36 101
Mnaue6o- 55 27 +10 16 65

KOHTPO/1IbOBaHe

lMopiBHANbHE 3 38 18 +11 18 50
rpynoto

aKTUBHOIoO

KOHTPO/II0

3 rpynamu 3 1 +2 1 5
aKTUBHOIO |

nnaue6o-

KOHTPO/110




EUROPEAN MEDICINES AGENCY.

© EMA 2012

KNiHIYHI QOCNiMKEHHS 3 METOH OLLIHKK 6e3nekn

* KopoTko- Ta gosrotpmsasia (>20 pokis?)
6e3neyHicTb
* BnnB Ha pO3BUTOK OpPraHiB y KOXHilA BIKOBIi rpyni

* HeobxigHMin po3mip 6a3n gaHux 3 6e3neYHOCTI?

» PeecTpaujis pe3ynbTtaTiB y naaHi ynpas/iHHS
PU3MKOM NiCAA OTPUMaHHSA CXBasIeHHS 3a
HaABHOCTI CYMHIBIB
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Pe3ynbtatn npunHATTA “MNegiaTpuyHoi”
noctaHoBu yepe3 5 pokie: PAKTU

*[lyGnikauia 3BiTy
(http://ec.europa.eu/health/documents/new en.htm)

* HaykoBi JOC/iopKeHHA NikapCbknx 3acobiB ans
Aitein

* HasiBHICTb NikapCbKkMx 3acobiB Ana aiten

* HasaBHICTb iHGbopMaLiii Npo fikapcbki 3acobu ans
aiten

66

49



EUROPEAN MEDICINES AGENCY.

© EMA 2012

Pe3ynbtatn npunHATTA “MNepgiaTpuyHoi”
noctaHoBu yepes 5 pokis: AOC/IOXXEHHA

* CTBOpPEHHA MepeXx, L0 BKNHYalTb HayKOBI AOC/IIKEHHSA B
ranysi negiatpii: €Bponeiicbka Mepexa A0C/iaKeHb B
negiatpii npu EMA (Enpr-EMA), BKNHOYEHHA [0 AKOT
BifOYBaETLCA 3a YMOBM BUCOKOTO PiBHS NPOBEAEHHS
AOCNimKeHb, NPOMECIAHOIoO A0CBiAY, a TaKoX 3a/1y4eHHs
MauieHTIB | TXHIX POAVH.

* 18 mepex, AKi BignosigatoTb yCiM BUMOram siKOCTi

e we 20 Ha Wwnaxy A0 BUKOHaHHA BUMOT...

* LLlopiyHi 3ycTpiyi 3a yyacTio npeacrtaBHukiB EMA, mepex i
hapmaveBTUYHOT rasly3i (BUPOOHUKIB NikapCbkMx 3acobiB
., 8N BUKOPUCTaHHSA B neaiatpii)

EUROPEAN MEDICINES AGENCY.
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Pe3ynbtatn npunHATTA “MNegiaTpuyHoi”
noctaHoBu yepe3 5 pokis: AOC/IO>KEHHHA

BigomocTi npo BunpobyBaHHA BHOCATLCA A0
3ara/ibHOeBpoONencbKoi 6a3un gaHnx (060B'A3koBa
peecTpavis ycix iHTepBeHUiiHUX BUNPOGyBaHb 3a
yyacTio NI0AMHN 3 NPUHANMHI OAHIED KMiHIYHO 6a3010
Ha TepuTopil €C i 6yab-AKnX negiaTpPUUHNX
AocnimkeHb, BkaodeHnx go Mar). Mpu ybomy
rapaHTyeTbCA BiSIbHUIA AOCTYN A0 iHdopMmaLil,
NnoB'A3aHol 3 NPOTOKO/IaMU A0CiIAXEHb, AaHUX LLLOA0
MOTOYHUX POBIT | OTPUMAHKX pe3ynbTaris.

Hepnonikn: HeMOX/IMBICTb rapaHTyBaTy abCONOTHY
¢ [QOCTOBIPHICTb AaHUX!
1
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PesynbTatv NpuiHATTA “MNeaiaTpuuHoi’™ =~
noctaHosu yepe3 5 pokis: AOCIIO>XEHHA B

NEQIATPII

-ww . w

N nea. gocnimkeHb 379 360
Ny nan 1 0 1 4 12 22 70
% pocnigpkeHb y - - - 1% 3% 6% 19%

MAr/3aransHa K-
CTb [OCNIMKEHD

3arasibHa K-CTb 3327 3951 4730 4506 4411 4019 3622
pocnigpkeHs B €C

% nep,. 7,6% 8% 7,4% 7,6% 9,1% 9,4% 9,9%
pocnimkeHs/

3arasiom

PesynbTatv NpuiHATTA “TegiaTpudHoi™ ==+
noctaHoBu yepes 5 pokis: AOC/IAXXEHHA B

NEAIATPII

N aocnimpkysaHux m 2007 | 2008 mm 2011

HepgoHoLueHi 2290
HemoBsiTa

HoBoHapomkeHi 0 0 0 64 42 1051
Litn rpygHoro Ta 330 0 15 54 184 2465
SICE/IbHOrO BiKY

it 1910 150 1178 940 1248 9345
MianiTkn 136 85 1129 1543 1600 8369
N docrnidxeHs € 254 285 305 332 321 272

@ N 3a BUHIMKOM BUNPOGYBaHSH i3 3aCMOCYBaHHSIM BaKYUH Ma iMyHO/IO2IYHUX

70 docioxkeHs
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PesynbTaTi NPUAHATTA “TeiaTpuuHoi’™ = =
noctaHosu yepes 5 pokis: AOC/IIAXXEHHA B
MELIATPII

N npunuHeHux 2007 | 2008
pocnimpkeHb

Byfb- SiKi 15 18 27 18

NPUYUHA

Akicte 413 0 0 0 0 0 0 0
HepocTtaTHs 0 1 1 0 3 3 2 0
e(QeKTUBHICTb

Heposnoyari 0 5 3 6 9 4 6 0
[OOCNIIKEHHS

Be3neuHicTb 1 0 1 2 1 2 0 0
IHWwe 2 10 15 17 24 13 12 1
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YuacTb y BUNpPoOyBaHHAX npenaparis a/s
NiKyBaHHA OHKOJIOTYHNX 3aXBOPKOBaHb y AITeN i
nignitkis (Hanp., y HimeuuuHi)

___CniBigHOWeHHA NalliEHTIB AUTAYOrO

Ta NiANITKOBOrO BiKy 3aranibHa K-CTb 3apeecTpoBaHuX
100 iCHTI inni
90,5 91,6 92 nauyleHTIB ,qVITH'-IO.rO Ta NiANITKOBOro
04— BiKYy
46— — — — 4
8 ’ 35000 KapuyHoma
701667 _ Pak cTateBux KniTuH
30000 A Pa6gomiocapkoma

Capxkoma FOTHra Ta ocTeocapkoma

60— — @ — —  — Pak neyinkv
25000 - Hedpobnactoma

50 T— — — — — — PeTuHo6nacToma

Helipo6nactoma
a0 1— | ] | | 20000

Myxnuua LLHC
30 1— _ 1 15000 -

Nimchoma
20— —— —— —— ~—— —] 10000 -
A Bl B 5000 |

0 Neiiko3
o
1980 - 1985- 1990- 1995- 1999 —
1984 1989 1994 1999 2003 1980 -
2003

Himeubkuii EeGCTE [AUTAYNX OHKOSTOTIHHNX 3aXBOEIOBaHb, 2004 E
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Pe3ynbTaty NpuiHATTS “MNegiaTpuyHor”
noctaHosu yepes 5 pokis: HAABHICTb
JNNIKAPCbKMX 3ACOBIB

e [MepLui peecTpadiiiHi cBigoUTBa Ha Nikapcbki 3acobu
(HOBI niKapcCbKi pevyoBnHN) 3a negiaTpUHHNMU
NoKasaHHAMM

* HoBI neaiaTpu4yHi NokasaHHA 3apeecTPoBaHMX
npenaparis

* HOBI nikapcbki opmMK 3apeecTpoBaHnX npenapartis

73
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Jikapcbki 3acobu ong aitein 3a
LeHTpanizoBaHow npoueaypowo EMA: MUHYE

~10
neaiaTpuUHNX MepjaTpuyHi
nokasaHb Ha piK

NMNOKa3aHHA

BiacyTHicTb
iHTepecy ans
MoTeHu,jlHi
nefiatpuydHi
noKasaHHs

289 nikapcbknx pevoBuH, Ao ciyHa 2006 p.
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| Pe3bTaTI/I npuiAHATTA I'Ie,u,lanquoV’ o EAz0z
noctaHosu yepe3 5 pokis: HAABHICTb
NIKAPCbKMX 3ACOEIB

N ueHTpanizoBaHux/ 2007 | 2008 2011 | 3aranom
3arasibHa K-cTb PC
N 3aranbHoHau.

Hosi PC 3 10/39 6/25 7/41 2/17 6/30 31/152
negiaTpuyHUMu

nokasaHHsIMM

HoBi nepjatpuuHi 7/17 6/28 8/31 3/21 15/31 39/128
nokKasaHHs 5 4 11 7 6 82
MegiaTpnyHi nikapcbki 3/21 1/15 2/28 2/23 7/21 15/109
chopmm 1 1 2 3 2 26

Big 30 no 50% HOBMX NokKasaHb i NiKapCbKnx qoopM €
6esnocepeHiM pe3ynbTaTtoM BUKOHAHHA BUMOT
“MNepjiaTpMyHOI” NOCTAHOBM.

EUROPEAN MEDICINES AGENCY

© EMA 2012

PesynbTat NpuitHATTa “MegiaTpnyHoi” nocTtaHOBU
yepe3 5 pokis: HAABHICTb IHOOPMALLI

» O60B'AA3KOBE NpeAcTaB/IEHHSA AaHUX, OTPUMAHUX Y
negiaTpUUYHMX [OCAIAKEHHAX

IHbopMmaLif, 3ibpaHa B pamkax

- MUHYNUX NefiaTpuyHnX gocnifxeHb (MpoBeneHnx 4o
2007 p.)

- Ta HOBMX NnepgjiatpuyHuX OOCNISKEHb YNPOAOBX 6 MicALIB 3
MOMEHTY X 3aBepLueHHs (nicna 2007 p.)

- 18000 paHiwle cknageHux 3BiTiB CTOCOBHO negiatpuyHmnx
JocnigpkeHb Ha Beb-cTopiHui EMA (17506 3anucis)

- MoToyYHa peecTpauis gaHuX WOoA0 HOBMX BUMPOOYBaHb

.(EudraCT)
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Pe3bTaTI/I NPUAHATTA * I'Ie,u,lanqum o
noctaHoBu yepe3 5 pokis: HAABHICTb
IHOOPMALLII

| PeecTpauis 2008- N npenapartiB | 3miHn B iHchopmawit
BoCNiMKEeHHA 2011 npo npenapar
55 61 12

MuHyni focnimpkeHHs

EMA

MwuHyni gocnigKeHHs 994 89* 53
3arasibHoHau,. (yci) (~18000) 2175

HoBi gocnigxeHHs 55 68 15
EMA

HoBi gocnigxeHHs 124 ? 7
3arasibHoHay,.

*Tinbkn 3aBepLueHa oLiHKa
[aHi ctocoBHO noHag 2000 nikapcbKknx 3acobiB, SKi BUBYAINCL Y
negiatpuyHnX AOCNIMKEHHAX, HIKONN He HaJaBasIUCb [0

77

€BPONENCHKNX N03BifIbHNUX iIHCTaHLLNA.

EUROPEAN MEDIUNB AGENCY

PestaTvl npuiHATTA I‘Iep,lanqum
NocTaHOBW Yepe3 5 POoKIB: IHCDOPMALI,IFl MNPO
MPEMAPAT

3MiHM B pe3ynbTarTi 2007 | 2008 2010 3arasiom
posrnsagy

3acTocyBaHHsi (EMA)

3acTocyBaHHs 15 12 14 8 26 75
(3arasibHoHalLl. )

Pesynbtatu gocnigpkeHb 11 12 11 23 20 77
(EMA)

Besneunictb (EMA) 8 11 20 - 28 -
IHWa iHdhopmauis* 7 13 17 36 50 127
[ocnigXeHHs 3 Her. - 0 1 2 2 5
pesynbratamu

78 * Bktovatoum BifOMOCTi MPO BiAMOBU Ta NEPEHECEHHS TEPMIHIB
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BUCHOBKW

* JlokaszoBa MeguuuHa BUMarae npoBefeHHsA AOCNILKEHb
Ha AiTsX, 3a yyacTio fiTe.

* Ha Hac noknagaeTbCcsa cnijfibHa BiANOBIAa/IbHICTL 3a
NpoBefeHHA nefiaTpUdHUX AOCNILKEHb 3 AOTPUMAHHAM
eTUYHNX MPUHUMNIB, a TakoX MOpasibHUn 060B'A30K
pO3BMBaTN HayKy.

* BUCOKOSKICHI HayKOBI JOCNIIKEHHA 3 AOTPUMAHHAM
€TUYHUX NPUHUMMIB - Le 06r'pyHTOBaHi 3 HAayKOBOT TOYKM
30py AOCNIMKEHHS, pe3ysibTaTu AKMX MaloTb Besimke
3HaYeHHA O/15 NiKyBaHHA OiTeN.

* [loBara A0 €TUYHUX NPUHLMNIB | HAJIEXHWNIA 3aXUCT AiTel

EUROPEAN MEDICINES AGENCY

© EMA 2012

BUCHOBKW

* OOMiH iHhopMaLEl0 A03BOSISIE YHUKHYTY
NPOBeAEHHA HefOoUiTbHUX OOCNIAKEHD.

* IcHye HeOoOXiAHICTb Y CTUMY/IHOBAHHI
nefiaTpuUYHNX OOCNIAXKEHb, OCKI/IbKA Le
NPUHOCUTL pe3ynbTaTu:

e [MpoBOoAUTLCA GiNbLUE SAKICHUX HAYKOBUX
OOCNiMpKEeHb, 3'ABNAETLCA GiNbLUe iKapCbKMX
3aco6iB 3 HeobXigHOoO iHGhopMaLliEto,
BIAMNOBIAHUMM NiKapCbKnMn hopmamun Ta
peuenTypoto.

* 3aansa aiteil No BCbOMY CBITi...
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MocunaHHa / ooaaTkoBi crnanam
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\J
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KpaiHn-uneHn €C

ABcTpifa, benbris, bonrapia, Benvkobputanis, [peuis,
[aHis, EcToHig, IpnaHgis, Itanisa, Icnadia, Kinp,
Narteifa, Nlutea, /ltokcembypr, ManbTta, HigepnaHan,
HimeuunHa, Monbwa, MNoptyrania, PymyHis,
CnoauunHa, CnoseHid, YropwuHa, PiHNAHAIA,
®paHuin, Yexia, LWeeuis

KpaiHn €EE3-EABT: Hopserisi, IcnaHgis, JliXTeHWTenH
KpaiHa, o rotyetbca Ao Bctyny: Xopsartiay 2013 p.

KaHgnpatun: TypeuyunHa, KonuwHs KOrocnascbka Pecnybnika MakeaoHis,
YopHoropis, Icnangis
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MepiaTpuyHa KoMmicis

27 uneHis (3 noyeprosmm 000 04g
ro/10ByBaHHsM) ° /:\/l\/I\/I\MA\ /=\o
y T.4. 5 npefcraBHukiB PeecTpauiitHot 684%@\ /\ L 0
komitety (CHMP) / \ /.>|:h©
3 npauiBHUKK éD\ B
OXOPOHM 3[0pOB'S iy ( > /BN
A 0
3 npeacTaBHUKK Mo ot
naujieHTta /D\/B\& /o /8\/D\
9] o ©
2 YneHu, Wo /D\/D\mﬁ\/ﬂ\m\
npeacrasnAwTs, Hopeerito Ta

IcnamHjo O6paHHsA 1 ronosu
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*HeoHartonoriss, AMTAYi cepueBo- © EMA 2012
CYOVHHI XBOpO6W, iMyHO/OTIS, R —

TPaHCNAaHTOOrif, pecnipaTopHi " (T I — glg
XxBopo6wu, BIT, BakuuHauis, "

dp&pmaxemm—da&pmaxemﬂewm—l.

remartosiorisi, OHKOJIOris, =
E€HI0KpUHO/Ioria Ta AiabeT, nigniTKosi =
XBOpPO6U, hapmMakonoriyHnii Harnsg,
iHDEKLiHI 3aXBOPHOBaHHS, l I
racTpoeHTeposioria Ta AieToNoris, "
3arasibHa negiatpis, eTUYHi acnekTu,
MeTo40/10risA =
* Nlikapcbki chopmun (goaaTtkoBa rpyna
ekcnepTiB) -|-
* [lOKNiHi4YHi TOKCUKONOTiYHi

JocnimxkeHHs (Jopartkosa rpyna

ekcnepTiB)

* |HWi nikapi (gns gopocnmx)

1 ]
iy g B=-

E

|
— -

|
|
|
¢
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CTpykTypa 3aaBu Ha peectpauito MAMN
(TexHiyHa yacTuHa)

e Po3zgin A: HopMaTMBHO-NpaBoBa YacTuHa i3 3a3HaYeHHsIM 3aXBOPIOBAHHS /
MoKa3aHHs!

e Po3gin B: LinboBi 3axBoptoBaHHA / NoKa3aHHA Ta NoTpeotu
e 3aranbHa thapmakosioris

* KniHiYHa 06I'pyHTOBAHICTb 3a BikOBUMU rpynamu / nigrpynamu (i3
3a3HayYeHHAM 4acToTH)

* T[lepesaru npenapary Haf iCHylOUUMU asibTepHaTMBAMMN

* Posgin C: 3anuT Ha TUM4YacoBe ckacyBaHHS YMOB

* Posgin D: Ornag HasaBHUX AaHUX | nnaH po3po6ok

e SkicTb

e JIOKMiHiYHI gocnimpKeHHs

e KniHiyHi gocnigpkeHHs (+ cxemaTuyHuiA nniaH ynpas/iHHA PU3UKOM)
& Posgin E: TepmiHmn, 3anuT Ha nepeHeceHHs TEpMiHiB
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CyTTeBa TepaneBTu4yHa kopuctb - €C (1/2)

(a) O6r'pyHTOBaHE OUiKyBaHHSI 6€3Me4HOCTi Ta eqeKTUBHOCTI 3apEECTPOBaHOro a6o
HOBOro npenapary Ans NikyBaHHA AiTeil 3a BiICYTHOCTI Ha PUHKY NiKAPCbKOro
3acoby, CxBaneHOro A7 3acTOCyBaHHA B nefiaTpii;

(b) OuikyBaHHs GinbLUOI edeKTUBHOCTI Npenapary 3a neAiaTpUUHUMK NoKasaHHSIMMU B
NOPIBHSHHI 3 HAsBHMMMW NpenapaTtaMu CTaH4apTHOI Tepanii Npu NikyBaHHI,
AiarHocTyBaHHi abo npodinakTuLi Toro Yy iHWOro 3axXBOPIOBAHHS;

(c) OuikyBaHHA BMLLMX NOKa3HKKIB 6€3NeYHOCTi 3 ypaxyBaHHAM MOGIUHMX peakuiil Ta
NOTEHLiHUX NMOMWMOK Y BUKOPUCTaHHI NpenapaTty 3a nejjaTpuyH1MmU nokasaHHSAMM
B NOPIBHSAHHI 3 HAssBHMMMW NpenapartaMu cTaH4apTHOT Tepanii npu NikyBaHHI,
OiarHOCTyBaHHi abo nMpodiNakTuLi TOro YM iHWOro 3axXBOPIOBAHHS;

(d) YnockoHaneHHsi cxemu nikyBaHHsi ab60 cnocoby 3acTocyBaHHA (KiNbKicTb
3acTocyBaHb Ha [j06y, nepopabHWil NPUAOM B NOPIBHAHHI 3 BHYTPILLHLOBEHHUM
YBEAEHHAM, MEHLUA TPMBaIICTb NiKyBaHHA), WO BeAe A0 NiABULLEHHS NMOKa3HMKIB
6e3neyHocCTi, eddeKTUBHOCTI Ta Bi4nNoBIAHOCTI BUMOram;
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CyTTeBa TepaneBTUYHa Kopuctb - €C (2/2)

(e) HasBHicTb HOBOI NPUIHATHOI 3 KNiHIYHOT TOYKM 30pYy NiKapcbkol hopmMu,
LLIO BiAMOBIAAE BIKY;

(f) HasiBHICTb HOBUX 3HAYYLUMX 3 KMiHIYHOT TOUKM 30pY MEAMYHUX AaHUX,
LLIO 403BOJISIOTL BMKOPMCTOBYBATKW Nikapcbkuii 3aci6 y negiatpii 3
NiABALLLEHHAM NOKa3HWKIB edpeKTUBHOCTI abo 6e3neYHOoCTi flikapcbKoro
3aco0y npu 3aCTOCYBaHHI 3a nefiaTpUyYHNMK NOoKa3aHHAMU;

(g) IHWWIA mexaHi3M fji 3 NOTEHUINHOW NepeBarol Npu 3acToCyBaHHi B
negjaTpii 3 ypaxyBaHHAM NOKa3HUKIB €PEKTMBHOCTI Ta 6e3neYvHocTi;

(h) IcHytoui meTogmM Tepanii He 3a10BOMLHAOTL NOTPEOU, Ta iCHYE
HeOoOXiAHICTb Y po3p06bLi anlbTepHATUBHUX METOAIB 3 GiNnbLu
CNPUAT/IMBUM CMiBBIZHOLIEHHSIM KOPUCTi Ta PU3UKY;

(i) OuikyBaHe NoKpalleHHS AKOCTi XUTTA AUTUHW.
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3MicT pekomeHpaauii eTuuHoro xapakrepy (1/3)

ETWYHI NpUHLMNM Ta OCHOBHI MpaBsa
HOprAnYHUIA KOHTEKCT, BU3HAYEHHS Ta raocapii
Mpouec oTpMMaHHA iHOPMOBaHOT 3roau y AOPOCAWX i AiTeii*

Cknag KoMicii 3 nuTaHb €TUKKM, sika KOHTPOJIIOE MPOBEAEHHS NeaiaTpUUHNX
AocnigpkeHb

MeTogos1orist KMiHiYHMX BUNpobyBaHb y negiaTpii
3BefleHHs A0 MiHIMYMY Big4uyTTa 60/10, NMPUrHIYEHHS Ta cTpaxy*
YnpaB/iHHA PU3NKOM i KOHTPO/b pU3NKy*

KopuCTb | NOKa3HUKN KOPUCTI
89
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3MiCT pekoMeHaaLiii eTu4Horo xapakrepy (2/3)

AHanisn 3 ypaxyBaHHsM BiKy/ Macy Tina, 3abip 3paskiB KpOBi

JocnipkeHHs 3a yyacTio 340p0BUX fiTeld, BakuuHauis

Mnaue6o*

[nTavi nikapcebki hopMmn NS BUKOPUCTAHHA B NeAiaTPUYHUX JOCTiIXEHHAX
3axucT 0cobMCTMX JaHnX

HepouinbHi NOBTOPHI BUNPOGyBaHHA

Mo6iyHi peakuii Ta 3BITHICTb

MoTvBaLisl B MOPIBHAHHI 3 KOMMNEHcauie, nepenbdavyeHol aasa gitein
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3MicT pekomeHpauii eTuuHoro xapakrepy (3/3)

CT1paxyBaHHs

Bunpo6yBaHHs 3a yyacTio giTeli 3a mexavu €C

HepoTpumaHHs eTu4HnX npuHumnis i sumor GCP

[opaTok 1: Bignosigi KpaiH-4/eHIB HA NUTAHHA aHKeTn

HopaTok 2: lMepenik nuTaHb NS AOCAiMKEHb 3a y4yacTio AiTeld i nignitkis
HopaTok 3: IHdopmauis ans iHpopmoBaHoi 3roam

Jopatok 4: MNpuknagn CTyNeHiB pU3nKy

MocunaHHsa 3a posginamu
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AAP: AmepukaHcbka akagemis negiatpii

BPCA: 3akoH CLUA “INpo skicHi chapMaueBTMYHi 3acobu ans giteid”

CHMP: Kowmicisi 3 nikapcbkux npenapatis Aa1s 3acTocyBaHHA B NtoguHu (E€C)
EMA: €sponelicbke areHTCTBO 3 JlikapCbkux npenaparis (paHiwe EMEA)
EUDRACT: €Bponeiicbka 6a3a gaHux LWoao KiHiYHMX BUNPOGYBaHb

EUDRAVIGILANCE: 6a3a gaHux woao nobivyHmx peakuiid (nig yac kniHiyHMX BUNpo6yBaHb i B
nicnsipeecTpaduiiinuii nepiog)

FDAAA: noctaHoBsu FDA wopo BHeceHHs nonpasok 2008 p.
FDAMA: Akt “Mpo mopepHizauit”, npuiitHatuii FDA y 1997 p.
FDASIA: Akt “lpo 6e3neky Ta iHHoBaLii”, npuitHaTuiA FDA 'y 2012 p.

GCP: HanexHa KniHiYHa npakTuku
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ICH: MixHapoaHa koHdepeHLis 3 rapmoHisauii (EC, CLUA, AnoHis)
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MA(A) = PC: peecTpaujiiHe cBigouTBo (3anBa), BuaaHe (nogaHa) B €C
MS: kpaiHu-unenu

NDA: 3asBa Ha peecTpauito HoBoro npenapary (CLUA)

NRA: gepxaBHUWiA opraH OXOpPOHW 30PO0B'SA

PeRC: Kowmicis 3 ouiHkn negjatpnuHmx gocnimkeHs (CLUA)

PD = ®/[: capmakognHamika

PIP = NAMN: nnaH pgocnigxeHHs B negiatpii (EC)

PK = ®K: chapmakokiHeTuka

PREA: 3akoH “lNpo 060B'A3KOBICTb NeAiaTpuyHMX AOCNigKeHb"”
R&D: HaykoBO-BMPOGHWUUIA

SA: HaykoBa KOHCynbTaLjs

WR: nucbmoBwuii 3anut (CLLA)
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[MocunaHHSA

ETWuHi acnekTu gocnifmxeHb y negjarpii:
FDA: http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?C
FRPart=50&showFR=1&subpartNode=21:1.0.1.1.19.4

EMA:
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/g

eneral_content 000302.jsp&murl=menus/special_topics/special_topics.jsp&mid

=WC0b01ac058002d4ea

KaHapa: Best Practices for Research involving children and Adolescents - Genetic,
Pharmaceutical, Longitudinal and Palliative Care Research. Julie SAMUEL, Lee
BLACK, Denicse AVARD, Bartha Maria KNOPPERS. 2009
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Be6-cTopiHka EMA: WWW.EMA.EUROPA.EU (po3gin “Nikapcbki 3acobu ans gitein”)

Basa AaHux KOMMLWHIX aocnimkeHb (cTatTs 45):

http://art45-paediatric-studies.ema.europa.eu/clinicaltrials/search.php

Basza gaHux KNiHIYHUX SOCigKEHb:

https://www.clinicaltrialsregister.eu/
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