IITaHoBHI 3aABHUKH!

Hep>xaBHuii ekcrieptHUi 1leHTp MO3, iHpopMye Bac mpo Te, 110 y raseri
«Ypsapoeun Kyp'ep» Big 30.10.2015 (http://zakon(.rada.gov.ua/laws/show/z1210-
15) omy6sikoBaHo Haka3 MO3 Bix 23.07.2015 Ne 460, sSKUM 3aTBepKeHO
«[TopsimoK MpoBeJieHHS1 EeKCIepTH3W peecTpaLliiHMX MarepiaaiB Ha JIiKapChbKi
3aco0u, 1110 MOAATHCS Ha Jep)kKaBHY peecTpaliito (repepeecTpaliito), a TaKOX
eKCepTU3d MarTepialiB TIPO BHECEeHHs 3MiH [0 PeecTpaljiiHUX MarepiasiB
TIPOTSTOM [Iii peecTpaLiiiHOro nocBigueHHs» ( gani - [Topsaok).

CyvacHi migxoau Ao 3#AilicHEeHHSI OI[iHKM 0e3MeKu JIiKapChbKOTo 3aco0y
BU3HAUW/IN, 1110 OCHOBHUM KPHUTEpi€M 3HAXO/KeHHS JIiKapChKOro 3aco0y Ha
(hapmal|eBTUUHOMY PUHKY € MO3UTUBHE CITiBBiAHOIIIEHHSI KOPUCTh/PU3KK.

Y «Ilopsaaky 3filicHeHHs Harisgay 3a IOOIUHMMM peakilisiMH JTiKapChbKHUX
3acobiB, Z03BOJIEHUX /10 MeJWYHOTO 3aCTOCYBaHHS» 1[0 3aTBEP/KeHUN HaKa3oM
MO3 Big 27.12.2006 Ne 898 (i3 3miHamu), (mani - Haka3 MO3 Ykpainu Bif
27.12.2006 Ne 898 (i3 3miHamm), HajlaHe TIyMaueHHSsI MOHSTh:

«CITiBBIJHOIIIEHHS KOPUCTH/ PU3KK — CIIBBIJHOLIEHHSA KIJILKICHOI Ta SIKICHOI
OLIiHKY BUsIBJIeHUX (hakTOpiB Hebe3rneyHrx BIaCTUBOCTEH JIiKapchbKoro 3acoby mpu
Jioro MelMYHOMY 3aCTOCYBaHHi, SIKi MOTipIIyIOTh Mepebir 3axBOprOBaHHS abo €
MIPUUMHOI0 PO3BUTKY HOBMX IIKiJJMBUX  BIUIMBIB  JIiIKApCHKOTO 3acoby Ha
Oprasi3M Ta SIKiCThb JKUTTS Talli€EHTa, /10 TIO3UTUBHOTO BILIMBY JIiKapCHKOTO 3ac00y
Ha CepPHO3HICTh Ta TSHKKICTh Tepebiry 3aXBOprOBaHHS.

KopuCTh - CYKYMNHICTh CTYTIEeHiB TMTO3UTUBHOTO BIIMBY JTIKAPCHKOTO 3aco0y Ha
3MEHIIIEHHS  TsDKKOCTI  mepebiry abo 3HIDKEHHS BHUPa)XEHOCTi  CHMIITOMIB
3aXBOPIOBAHHS Ta IHTEHCHMBHOCTI TIO3UTUBHOI (PapMakKo/oriuHoi peakijii Ha
BBe/IeHHS JTikapChKOTo 3aco0y Ta ii TprBaioCTi.

PUsvWk - CyKymHICTb [AaHUX 13 MiATBepI)KeHUM IIPUUYMHHO-HAC/IIJKOBUM
3B'A3KOM TMPO PO3BUTOK TMOOIUHMX peakijiii sikapcekoro 3acoly, 30kpeMa
BHACJIiZIOK TPOsIBY HeOe3rmeuHuX BaCTUBOCTeH JTiKapCchbKOro 3acoby i Hebe3meuHmx
dakTopiB y KOropTi, sika 3aCTOCOBYyBasa JTiKapChbKWHN 3acib, Ta mpo Heba)kaHWM
BIL/IUB JIiKAPCHKOT0 3aC00y Ha HaBKOJIUIITHE CepeJOBUILIE.».

[TopsimkoM BH3HAUeHO $Ki JOKYMEHTH 3 MUTaHb (hapMakKOHarJsily 3asBHUK
TIOBUHEH I10/laBaTy [PU MPOBeieHHi MpoLeayp:

® peecTpariii — /7151 OL[iHKK Oe3IeKu JIiKapCchbKoro 3aco0y — iHdopmariiito 1mo/o
(hapMakoHarsisay, Bkatouatrouu [1nan ynpaeninusa pusukamu (ITYP). ITYP €
00OB’SI3KOBUM [IjIi HaJaHHS uepe3 2 pOKH BiJi JaTd BBeJeHHS B if0
[Topsaaxy. 1o HacTaHHS BKa3aHHOI0 CTPOKY I1YP HazjaeThCs 3a HAABHOCTI.

® mepepeecTpaLii — /s OLIIHKK Oe3MeKu JIiKapchbKOro 3acoby — iHgopmaiiito
I[0/I0 pe3y/IbTaTiB 3/iICHEeHHS MiC/sIpeeCTPALiiHOIO HarJjsily, BKIHOUYatoun
J10/1aTOK /10 KiaiHiuHoro orysgay ([KO). [TopsiakoM TiepebaueHo ABOPiUHUMN
repexifiHUM TiepioZl, TIPOTArOM SKOr0 TpW IlepepeecTpalii, y pasi
BigcyTHOCcTi JIKO, 3asiBHMK MOBWHEH MOJABAaTU PEryJ/sIPHO OHOB/IFOBAaHWUU
3BiT 3 Ge3rneku (PO3B).

BignoBigHo o BuMor nyHKTy 9.4 Ta gomaTtky 4 (Hakasy MO3 Ykpainu Bif
27.12.2006 Ne 898 (i3 3miHamm)), y PO3b 3asBHUMK MOBHMHEH HaAaTU 3BIT TPO



aHa/li3  CIIBBiAHOIIEHHS  KODUCTH/PU3UK  (HA[AETbCS  pe3loMe  aHasli3y
CTIiBBi{HOIIIEHHSI KOPUCTL/PU3UK ab0 aHasizy Ge3meku B pa3i IIpOBeJieHHS TaKOTO
aHani3y) ( http://zakon2.rada.gov.ua/laws/show/z0073-07).

Cnig 3a3HaumTH, mo y Oiumemocti PO3B  BigcyTHS 3a3HaueHa BWIIe
iHdopmaris. HenaganHsa 3asBHUMKOM Takol iHpopMmauii y PO3b yHemoxnuB/roe
TPOBEJIeHHsT ~ eKCIepTHOI  OLIIHKW  CHIiBBIJHOLLIEHHSI  KOPWUCTB/PU3UK /IS
BCTAHOBJIEHHS TOTO, IO KOPHUCTb BifJi 3acTOCyBaHHS JIiKapChKOTO 3acoby
TiepeBa)ka€ HaZl pU3UKOM.

[TpocuMo 3BepHYTH yBary Ha sIKicThb iHboOpMallii, 1110 Hala€EThCS 3aIBHUKOM Y
PO3b.

HazfaemMo mocuiaHHs I10/J0 MeTO/I0/IOTT Ta 06TPYHTYBaHHS, 1[0 MOXKYTb OyTH
BUKOPDUCTAHI  3asiBHUKOM /IS  OL{HKM  CIIIBBiJHOLIEHHS  KOPUCTL/PU3UK:
(http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/
document_listing/document_listing 000314.jsp) Ta Benefit-Risk Balance for
Marketed Drugs: Evaluating Safety Signals
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