JepxxaBHi BUIPOOYBaHHS Ta peecTpallis NecTHUMIIB Ta arpoxiMikaris

JlepxaBHi BUIIPOOYBaHHS Ta peecTpallis MECTULUAIB Ta arpoxiMiKaTiB MPOBOJUTHCA 3
METOI0 MiHIMi3alil MIKIJUIMBOTO BIUIUBY MECTHLUAIB 1 arpoXiMiKaTiB Ta JOCATHEHHS BUMOT
IIOA0 BHCOKOi 010JI0T1YHOI €(PEeKTHBHOCTI IIOAO LITHOBOTO BUKOPUCTAHHS, O€3MEYHOCTI LIS
3I0POB’Sl JIIOJIMHU Ta HABKOJMIIHBOTO TPHPOJHOTO CEPEJOBUINA 33 YMOBU JOTPUMAHHS
periaMeHTiB iX 3aCTOCYBaHHS Ta BiATOBIAHOCTI JIEp)KaBHUM CTaHAAPTaM, CaHITAPHUM HOpMam
Ta 1HIIMM HOPMATHBHUM JIOKyMEHTaM.

[IpaBoBi BiTHOCHHM, IOB’SA3aHI 3 JEPKaBHUMH BHUIPOOYBAHHSMH Ta PEECTPALIEIO
NECTULUAIB Ta arpoxXiMikaTiB MIOJ0 OE3MmeKd s 3J0pOB’S JIOAWHU 1 HABKOJHUIIHBOTO
MIPUPOJTHOTO CEPEIOBHINA PETYIIOI0ThCS 3aKkoHOM YkKpainu “TIpo mecturuam i arpoxiMikaTa’ .

JepxaBHi BUNpOOyBaHHA NECTUIMAIB 1 arpoXiMiKaTiB BITUYM3HSHOTO Ta 1HO3EMHOTO
BUPOOHMIITBA (JaJli-IipenapaTiB) MPOBOAATHCS 3 METOIO 010JIOTIYHOT, TOKCHKOJIOTO-TITIEHIYHOI Ta
€KOJIOTIYHOT OLIHKM 1 pO3pOOJECHHS pErjJaMeHTiB iX 3acTOCYBaHHS BIAMOBIIHO N0 IUIAHY
JiepKaBHUX BUIIPOOYBaHb.

I[epxcaBm BI/IHpO6YBaHH$I npenapaTlB MPOBOJATECS B HAYKOBO- JOCITI THUX YCTaHOBaX Ha
MiANPUEMCTBAX 1 B opraH13au1;1x K1 BXOAATB JI0O MEPEXi JIepKaBHUX BUIIPOOYBaHb, BIAMOBIIHO
70 €IMHUX METOJAWYHHMX BKa3iBOK, 3aTBEP/KEHHX MIiHICTEpPCTBOM EHEPreTUKU Ta 3aXHCTy
NOBKiIA Ykpainu (mami - MiHeKkoeHepro), a TOKCHKOJOTO-TIiTi€HiuHI (MeIMKO-010JI0TIvHI)
JOCTI[UKEHHST - 32  3aTBEP/DKCHMMH  METOAMKAMH B yCTAHOBaX,  BHU3HAYCHUX
JlepKIpoACTIOKUBCITY KOO0,

[lopsimoxk  mpoBeneHHS JEpKaBHUX  BHIPOOYBaHb, JAEpP)KAaBHOI  peecTpamii Ta
nepepeecTpartii, BUIaHHS MEePENTiKiB MECTULUIIB 1 arpoXiMIKaTiB, JO3BOJICHUX 10 BUKOPUCTAHHS
B YKpaiHi, 3aTBepkeHuit mocraHoBoto Kabinery MinictpiB Ykpainu  Bix 04.03.1996 Ne 295.

JepxaBHi BUNpOOyBaHHS NpENapaTiB 3 HOBOI [iIOYOI0 PEYOBHHOIO  MPOBOJSTH
MPOTSTOM JIBOX MOBHUX BereTauiiHux mepiofis. I1ix yac mpoBeaeHHs nepKaBHUX BUIPOOYBaHb
npernapariB HayKOBO-JOCIHIAHI yCTAaHOBH, MiANPUEMCTBA 1 OpraHizamii JalTh TOKCHKOJIOTO-
TiTi€HIYHY OI[IHKY MpermapaTy Ta YMOB 3aCTOCYBaHHS, PO3pPOOJISIOTHCS HEOOXiIHI TirieHivHi
HOPMATHBM Ta PErJaMeHTH: IIiJ] Yac IOJbOBUX BHIPOOYBaHb — THUMYACOBi, BHUPOOHUYMX
BUMPOOYBaHb — TOCTiiHI, @ TaKoX PpO3pOOIAIOTh MaKCHUMaJbHO aomycTumi piBHi (MIP) y
KopMax, rpannunHo nomyctumi piBai (I'/IK) abo opientoBHo nomyctumi i (OP) y Bomi
BojoiiMuI pudorocnogapcskoro npusHaueHus, I'JIK y kopmax must 6pkin. [lpu oMy rpyna
€KCIIEePTIB 3 METOJUKH BU3HAYCHHS 3AIMINKOBOI KUTBKOCTI MpenapaTiB Ta METa0OIITIB anpodye
METOJM BU3HAYCHHS 3AIMIIKOBHX KUIBKOCTEH MpenapartiB, iX TOKCUYHUX METAO0ONITIB y IPYHTI,
BOJI, TOBITPi, POCIMHAX, KOpPMax, MPOAYKTaX XapuyBaHHA 1 MOAA€ IX S 3aTBEPKCHHS
MinekoeHepro.

BBe3eHnHss Ha MHTHY TepUTOpil0 YKpaiHm (KpiM  JOCHITHMX  MapTid, MI0
BUKOPUCTOBYIOTBCSI JUIS JEPKaBHUX BHUIIPOOYBaHb Ta HAYKOBUX IOCIHIHKEHB), BUPOOHMIITBO
(kpiM BUPOOHMLTBA JJIsI €KCIIOPTY Ta BI/IpO6HI/II_[TBa JOCHITHUX TapTiH, 110 BUKOPUCTOBYIOTHCS
JUIs Iep’)KaBHUX BUMPOOYBaHb, HAYKOBO-TEXHIUYHUX JOCIHIIPKEHb Ta BHUIPOOYBaHB), TOpI‘lBJISI
3aCTOCYBaHHA Ta PEKJIAMyBaHHS TMECTUIMIIB 1 arpoxiMikaTiB a0 iX Jep)KaBHOi peecTparii
3a00pOHSIETHCS.

JlepxaBHa peecTpallisi MECTUIUAIB 1 arpoxiMiKaTiB BITYU3HSHOTO Ta 1HO3EMHOTO
BUPOOHMLITBA 3/1MCHIOETHCS HA MiACTaBl MO3UTUBHUX PE3yJIbTATIB BUIIPOOYBaHb Ta MaTepialiB
JOCTIDKeHb 1 IMOAO SKUX PO3POOJIEHI pEerJaMeHTH 3acTOCYBaHHS, BKIIIOYAIOYU HEOOXiTHi
MOCTIHI Ta PO3paxyHKOBI TIri€HIYHI HOPMATHBH 1 METOAM KOHTPOJIIO 32 iX JOTPUMAHHSM.



OO0O0B’SI3KOBOI0  YMOBOIO JIEPXKaBHOI pEeCTpallii IMpemnapariB € HasBHICTh BiIMOBIIHOL
JOKyMEHTalii moja0 iX Oe3MeYyHOro 3acTOCyBaHHS, BKIIIOYAIOUM TO3UTHBHUNA BHCHOBOK
JIEp’KABHOT ~CaHITAPHO-EMIAEMIONIOTIYHOT EeKCIEPTU3H, METOJUK BHU3HAUEHHS 3AIHIIKOBUX
KUTPKOCTEH MECTULUAIB 1 arpoXiMiKaTiB y CUTbCHKOTOCIONAPCHKIN MPOIYKIIii, KOPMax, XapuyOBUX
MPOAYKTaX, IPYHTI, BOI, MOBITPI.

PesynbraTi eKcHepTH3M Ta peeCTpaliifHl JOKYMEHTH pO3TJISAAIOTHCS HE3aJISKHUMH
eKCIepTaMH HayKOBO-EKCIEPTHOI pajau, yTBOpeHoi mpu MiHEKOCHEpro, SIKUMH PO3POOIISIOTHCS
MPOMO3HULIT Ta peKOMEHAALlIi PO MOXKIIMBICTh IPOBEACHHS JIEP>KaBHOI peecTpallii nmpemnapary.

[Ipy HasBHOCTI TO3WUTHBHHUX pE3YJIbTATIB EKCIEPTU3 Ta PEKOMEHJAlild HayKOBO-
eKCIepTHOI paau, MiHEKOEHEpro MpuiiMae pilIeHHs PO AEpKaBHY PEECTpAIiio Mpenapary, KUt
3aHOCHUTHCS 10 Jlep)KaBHOTO peecTpy MECTULMAIB 1 arpoXiMiKaTiB, a 3assBHUKOBI BUJAETHCS JIMCT-
MOB1IOMJICHHSI ITPO JIEP’KaBHY PEECTpAIlilo TpenapaTy Ta TapHa €TUKETKa.



