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Clinical trials in children should be carried out to provide adequate protection whilst
recognising the right to benefit from research. Their vulnerability emphasizes the responsibility
to ensure parental permission and assent of able children, assurance of direct benefit for the child
with the particular condition, minimization of risk, and scientific necessity of the research.
Although there may be ethical concerns about conducting paediatric trials, this has to be
balanced by the ethical concerns about giving medicines to a population in which they have not
been tested. Specific clinical trials in paediatric populations are required due to age-related
differences in the drug handling or drug effects which may lead to different formulation or dose
requirements to achieve efficacy or to avoid adverse effects.

Many countries have adopted regulations or guidelines specific to paediatric research.
The Directive 2001/20/EC and Regulation 536/2014 have laid down specific requirements in the
EU to protect children who take part in clinical trials.

We aimed to investigate regulations that specify the conduct of clinical trials in children in the
Republic of Macedonia.

The Ministry of Health developed the Rulebook for the conduct of clinical trials in 2009.
Its articles 9 and 10 specifically regulate the protection of children in Macedonia. They describe
the enrollment conditions for children in clinical trials, including the provision of parental
permission, child assent and the role of the ethics committee.

National health authorities have adopted regulation to balance the benefits and risks of research
in children in line with the EU regulations.


http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:121:0034:0044:en:PDF
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2014.158.01.0001.01.ENG
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KnunnukuTe ucnutyBama Kaj faena Ttpeda Ja ce CIpoBeayBaar co el Ja ce 06e36enu
COOJIBETHA 3allITUTa U JIa HMMaaT KOPUCT OJl CaMOTO HCTpaxyBame. HuBHaTa paHIMBOCT
HarjacyBa norpeda o pPOJUTENICKa J03BOJIa U COIJIACHOCT OJI CaMUTE Jlella, OCUTypyBambe Ha
JUPEKTHA KOPHUCT 3a JIETETO CO OJIPE/ICHA COCTOj0a, MUHUMU3UPAkhEe Ha PU3UKOT, KAKO U HAydyHA
norpeda oJ] KIMHUYKOTO HUchuTyBame. Cemak OBAE MOXKE Jla MMa M eTHYKa 3arpuKEHOCT 3a
CIPOBEAYBAKETO HA IMEIUjaTPUCKUTE KIMHUYKUTE CTYAHH, KOja MOpa Ja Oujae BO OallaHC CO
€THYKaTa 3arprKEeHOCT 3a J1aBalbeTO Ha JICKOBM Ha JIETCKara IOIylaldja Ha KOW He Ouie
tectupanu. CriennpUUHA KIMHUYKA UCIUTYBamka Kaj IearjaTprCcKaTa MoIyJialnja ¢e moTpeOHn
Mopajy pa3lMKUTE MOBP3aHU CO BO3pacTa BO IMPOjaBYBAmETO Ha €(EKTOT O]l CAMUOT JIEK KOU
MOJKe J]a J0BeAaT 10 moTtpeda o pa3iudyau (HopMyialuy WIM IMPOMEHa BO JO3WTE 3a Ja Ce
MOCTUTHE ePUKACHOCTA, a J]a ce n30erHar HecakaHuTe e(heKTH.

MHory 3eMju WMaar JOHECCHO IpaBWja WIH YINAaTCTBA KOHM C€ CHEIU(PUYHH 3a
MeANjaTpUCKUTe KIMHWUYKU ucnuTyBama. Bo [upexktuBata 2001/20/EC u PerynartuBara
536/2014 ce yrBpnenu cnienuduunu O0apama Bo EVY 3a 3amTura Ha Jeriata KOM y4ecTBYBaaT Off
KIIMHUYKUTE UCIIUTYBambA.

Hammara men e na ce ucmuTa peryjaTuBaTa BO KoOja c€ CHEHUPUIIMPAHU KIMHUIKUATE
UCIIUTYBama Kaj nena Bo Penybnuka Makenonuja.

MUHHUCTEPCTBOTO 3a 3APAaBCTBO MMa M3roTBeHO [IpaBWIIHMK 3a CIpOBEAyBame Ha
knuHuukuTe cryaun Bo 2009. UnenoBute 9 m 10 ja ypemyBaar 3amrTuraTa Ha Jeliata BO
Peny6inka Makenonuja. OBHeE WICHOBU T OIUITYBAAT YCJIOBHUTE 32 BKIIyUyBarm€ Ha JIelaTa BO
KIIMHUYKUTE UCIIMTYBama, 00e30e1yBambe Ha POJUTENCKA JO3BOJIA, COTJIACHOCT HA CAMOTO JETe
Y yJIoraTta Ha €TUYKHOT KOMUTET.

Harnmonanuute 31paBCTBEHM BIAcTH YyCBOWja peryjathuBa 3a Ja ce OajaHcupaaT
NPUAOOMBKUTE W PHU3ULNUTE  OJ] KIMHUYKUTE WCIHUTYBamka Kaj Jiella BO COTJIACHOCT CO
EBpornckara Perynarusa






