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IIpaBuia
BHPOOHMUTBA, BUTOTOBJICHHS HAPKOTUYHMX 32C00IiB Ta IICUXOTPONHUX PEYOBUH

I. 3arajabHi MoJ10KeHHSA

1. IIi IlpaBunma BCTAHOBIIOIOTH BHUMOTH JO OpraHizaimii BHUPOOHMIITBA,
BUT'OTOBJICHHS HAPKOTHYHHUX 3aCO01B Ta IICUXOTPOITHUX PEUOBHH.

2. Ii IlpaBuma € o0OOB’SI3KOBUMU Ta TIOIIUPIOIOTHCS Ha CyO’€KTIB
rocro/iaproBanHsi y cdepi BHUPOOHUIITBA, BUTOTOBJICHHS HApPKOTUYHUX 3ac00iB
Ta IICUXOTPOIHMUX PEUOBHH (Haii - Cy0’ €KTH rOCIOJaPIOBAHHS).

3. Ii IlpaBuna po3poOsieHi Ha BUKOHaHHS cTaTTi 17 3akoHy Ykpainu
«IIpo HapkOTHYHI 3aCO0U, ICUXOTPOIHI PEYOBUHU 1 IPEKypcopm» (Hani — 3aKoH).

4. YV mux I[lpaBunmax TepMiH «HAMIBIOPOIYKT» BXHUBAETHCA y TaKOMY
3HAYCHHI: TMPOAYKT OKPEMHX TEXHOJIOTIYHHMX (a3, sSIKWii Ma€e MPOUTHU 1€ OJHY abo
KUIbKa TEXHOJIOTIYHUX (Pa3 00poOKu, MepI HiXK CTaTH TOTOBOIO MPOAYKITIETO.

[HUT TepmiHU, BXXHBAIOTHCS y 3HAYCHHSIX, HAaBEJEHUX y 3aKOHAX YKpaiHu
«IIpo HapkOTHYHI 3acO0U, TICUXOTPOIHI PEUOBUHU 1 TIpeKypcopu», «IIpo mikapcrki
3aco0m».

5. Jepxmikciyx06a 3I1MCHIOE KOHTPOJb 3a JOTPUMaHHIM Cy0’€KTaMu
rocriogaproBanss uux [Ipasuir.

6. BinmoBigadpHICTh 3a JOTPUMAHHS CyO’€KTaMHM TOCIOJAPIOBAHHS ITUX
[IpaBuit HECYTh TX KEPIBHUKHU.



7. JlisapHICT 3 BUPOOHUIITBA, BUIOTOBJCHHS HAPKOTUYHUX 3ac00iB
Ta IMICUXOTPOIHUX peuoBHH BKiIroueHUx 10 Taomuis II 1 III Ilepeniky HapKOTHIHUX
3ac00iB, TICMXOTPOIHUX PEYOBUH 1 MPEKYypCOPiB, 3aTBEPIKEHOIO MOCTaHOBOIO
Kab6inety MinictpiB Ykpainu Big 06 tpaas 2000 poky Ne 770 (mam — Ilepenik),
3MIMCHIOETBCS Cy0’€KTaMHM TOCTOJApIOBaHHS 3a HAsABHOCTI B HHUX JIIEH3Il
Ha 3I1JCHEHHS TaKUX BUIIB JISUIHOCTI.

Jlinenszito Ha  3IIHCHEHHS  TOCIOAAPCHKOI  MISJIBHOCTI, IOB’A3aHOI
3 BUPOOHUIITBOM, BUTOTOBJICHHSIM HapKOTHYHUX 3aCO0IB Ta MCUXOTPONMHUX PEUYOBHH
Bunae Jlepxiikemyxkoa.

8. BupoOHMIITBO, BHUTOTOBJIECHHS, 30epiraHHs HAPKOTUYHUX 3aco0iB
Ta TICUXOTPOIHUX PEYOBUH, BKiIIOUeHUX 10 Tabmuib 11 1 I Tepeniky, 3a1icHIOETBCS
B MEXax KBOT, Bu3HaueHnx Kabinerom MiHicTpiB YKpaiHu.

9. BupoOHHUIITBO, BHUTOTOBJICHHS, 30€piraHHS HAPKOTUYHUX 3ac001B
Ta MICUXOTPOIHUX PEUYOBHH 3JIHCHIOETHCS BIANOBIIHO JI0 PEECTPALIHHOTO JOChE
Ha JIIKapChKUii  3acid, HaJuekHOi BUPOOHWYOI  MPAKTUKH, TapMOHI30BAaHOI
13 3akoHOMaBcTBOM €Bponeiicekoro Coro3zy, Jlep:kaBHoi (¢apmakonei YkpaiHu,
3arBepkeHoi MO3  Ta/ab0 1HIIMX HOPMATUBHO-TEXHIYHMX JIOKYMEHTIB, SIKi
BCTAQHOBJIIOIOTh BHUMOTH JIO0 JIKapChKOTo 3aco0y, WOT0 yMakOBKH, YMOB 1 CTPOKIB
30epiraHHsl Ta METOJIB KOHTPOJIIO SIKOCTI JIIKAPCHKUX 3aCO0IB 3 ypaxXyBaHHSIM BUMOT,
Bu3HaueHux MO3 ta nux [Ipasu.

10. 36epiranas Ta BUPOOHUIITBO HAPKOTUYHHUX 3aCO0IB Ta TMCHUXOTPOITHUX
PEYOBHH 3IMCHIOIOTHCS B MPUMIMIEHHSAX, 10 BIAMOBIAAIOTH TEeXHOJOTTYHUM
BuMoram  JIiEeH31WHUX ~ YMOB  MPOBAKEHHS  TOCHOJAPCHKOI  AISUTBHOCTI
3 KyJIbTUBYBAHHS POCJIMH, BKIIOYEHUX 70 TaOnuili | mepeniky HapKOTUYHUX 3ac00iB
Ta TICUXOTPOITHUX PEUYOBHUH 1 MpeKypcopiB, 3arBepxeHoro Kabinetom MiHicTpiB
VYkpainu, po3poOJieHHs, BUPOOHHIITBA, BUTOTOBJICHHS, 30€piraHHS, IMEPECBE3CHHS,
npuadaHHs, peamizaiii (BiAMYCKY), BBE3CHHS Ha TEPUTOPIIO YKpaiHU, BHUBE3EHHS
3 Teputopli  YKpaiHU, BUKOPUCTAHHs, 3HUILECHHS  HAPKOTUYHUX  3acoOiB,
IICUXOTPOIHUX PEYOBHH 1 MPEKYpCOpPiB, BKIOYEHUX JO 3a3HAYEHOrO MEPEeIiKy,
3aTBepKeHuX nocranoBoto Kabinery MinictpiB Ykpainu Big 06 xBitHs 2016 poky
Ne 282 «/ledxl muTaHHA JLEH3YBaHHS TOCMOAAPCHKOI AISUIBHOCTI 3 KYJbTUBYBAaHHS
POCIIMH, BKJIFOYCHHX 0 Tabmuii I mepesiky HapKOTHYHUX 3ac00iB, MCUXOTPOITHUX
peYOBMH 1 TIpeKypcopiB, 3aTBepmkeHoro Kabinerom MinicTpiB  Ykpainw,
pO3p0o0IICHHS, BUPOOHMIITBA, BUTOTOBJICHHS, 30€piraHHs, MEpeBE3CHHs, MPUI0aHHS,
peamizanii (BiAIMyCKy), BBE3E€HHS Ha TEPUTOPIIO YKpaiHU, BUBE3EHHS 3 TEPUTOPIi
VYkpainu, BUKOPUCTAHHS, 3HUIIIEHHS HAPKOTUYHHUX 3aC001B, ICUXOTPOITHUX PEUOBUH
1 IPEKypCOPiB, BKIIOUCHUX JI0 3a3HAYCHOTO meperiky» (nani — JlinensiitHi yMoBH).

11. Cy6’ekTamu rocmofaproBaHHs MOBHHHI OyTH pO3poOJeHI MUCHMOBI
OpoUeAypH UIOJ0 BUPOOHHUIITBA, MOPSAKY OOJIKYy MNpH NpUMaHHI, BIAMYCKY,
30epiranHi, OXOpOHH, Ja0OPAaTOPHOTO KOHTPOJIO SKOCTi, TPAHCIIOPTYBAHHS, B TOMY
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YUCIi AJI1 KOKHOTO KOHKPETHOTO TPAHCIOPTHOTO 3aco0y, KUl BUKOPUCTOBYETHCS
JUTS TPAHCTIOPTYBAaHHS HAPKOTUYHUX 3aCO0IB Ta TICHXOTPOITHUX PEYOBHH.

[TucekMOBI  TIpolleAYpH  3aTBEP/KYIOTBCS ~ KEpIBHUKOM  Cy0’€kTa
rocroJlaploBaHHsl 200  0CO00I0  YIIOBHOB@)XEHOIO  KEPIBHUKOM  Cy0O’€KTa
rOCTIOIapIOBaHHS (J1aJll - YIIOBHOBAXKEHOIO 0CO0010).

12. MarepiaibHO BIATIOBITAIBHI 0COOM Ta 0coOW, sIKi 3a IMOCAJOBUMHU
00OB’sI3KaMH OTPUMAIOTH JOCTYI A0 NPUMIIICHb 3 BUPOOHHUIITBA, BUTOTOBIICHHSI,
30epiraHHs, J1a0OPAaTOPHOTO KOHTPOIIO SKOCTI, TPAHCHOPTHUX 3acO0IB B SKHUX
3MIIACHIOETBCS TPAHCIIOPTYBAHHSI HAPKOTHYHHX 3aCO0IB Ta IMCUXOTPOIHHUX PEUOBHH
BHU3HAUAIOTHCA KEPIBHUKOM Cy0’€KTa TOCHOJAproBaHHS a00 YIOBHOBaXEHOIO
0c000}0.

13. V pa3i oTpumanHs, BIJIYCKYy Ta TEPEBE3€HHI HAPKOTUYHUX 3acC001B
Ta TICUXOTPOITHUX PEYOBUH BIAMOBIIANBHI 0COOM 3a iX 30epiranHs 3000B’s3aHi
NEPEeBIPUTH TMIJICTaBy I BIAMYCKYy (TpuifoMy) Ta BIJANOBIIHICTh AKTHUBHUX
dapmaneBTHYHUX 1HrpeaieHTiB (nam — A®DI), mo npuiitMaroThCs 4M BiAITYCKAIOThCS,
CYNPOBITHUMU JTIOKYMEHTaMH, TaKUMH SIK TPaHCHOPTHI HaKJIaJHi, cepTUdIKaTH
AKOCT1 NPOAYKIli, HOMEpa cepli, HoMepa MicIsl, OpyTTO-, HETTO-MAacH KOKHOTO MICIIs
(mam — CynpoBiJIHI JIOKYMEHTH), NpaBWIBHICTh MapKyBaHHS Ta IaKyBaHHS
Ta MOCTABUTH MIAMKC Y KOIIi CyIPOBIAHOTO JOKYMEHTY.

14. TlpuiiMaHHs, BIAMMYCK HAPKOTUYHHUX 3aCO01B Ta MCUXOTPOIHUX PEYOBUH
Ha CKJaJl 3AIMCHIOIOTBCS KOMICIEIO, TIPU3HAYCHOK KEPIBHUKOM CyO’€KTa
rocrojaproBaHHs a00 YIMOBHOBAXKEHOIO 0CO000I0, B TMPUCYTHOCTI TMPECTaBHUKA
oxopoHu. TpaHCHOpTyBaHHS 1O TEPUTOPii  MIAMPUEMCTBA  3IIHCHIOIOTHCS
MaTepiabHO-BIIMOBIIATFHOK 0COO0I0 B IPUCYTHOCTI MIPEICTABHUKA OXOPOHHU.

[IpucyTHICTh CTOPOHHIX 0CI0 Ha BUPOOHUYIM AUTbHHUIN (IIEXY) Y CKIIAJICBKUX
NPUMIIICHHSIX, BUPOOHUYHMX MPUMIIIEHHSAX, MPUMINICHHSIX Jiaboparopii cy0’ekTa
rOCIOJapIOBaHHs, Ji€ BiJIOYBAa€ThCS BUPOOHUIITBO, BHUTOTOBJICHHS, 30epiraHHs,
KOHTPOJb  SIKOCTI ~ HApKOTHYHMX  3ac00IB  Ta  TICUXOTPOIHHUX  PEYOBHH,
HE JIOMyCKA€EThCA.

I1. Iopsiaok NMpuiiMaHHA HAPKOTUYHMX 32C00iB Ta ICUXOTPOIHUX
PEYOBHH HA CKJIAJll Cy0’€KTA roCrnogaproBaHHs

1. IlpuilmMaHHS HapKOTHMYHUX 3acO0IB Ta TCHUXOTPOIHUX PEYOBUH
cy0’eKTaMM TOCTIOJAPIOBAHHS 31HCHIOETHCS KOMICIEIO 3 MPUMaHHS HAPKOTHYHHUX
3ac00IB Ta MCUXOTPOMHUX PEUOBUH (Jayli — KOMICIs), CKJIaa SIKOT 3aTBEPIKYETHCS
KEpIBHUKOM CYy0’€KTa roCloAapIOBaHHS a00 YIMOBHOBAXXEHOIO 0CO000, HE Mi3HIlIe
100U 3 MOMEHTY HaJIXOKCHHSI HAPKOTUYHUX 3aC001B Ta MCUXOTPOITHUX PEUOBHUH.

2. Kowmicisa 3 npuiitMaHHSI HAPKOTUYHHUX 3aCO0IB Ta MCUXOTPOMHUX PEUOBUH
y KUIBKOCTI HE MEHIIE TpbhOX OCI0 TepeBipsie HasBHICTb Ta MPABUIIBHICTD
opopMIIeHHS  CYNpOBIAHUX  JTOKYMEHTIB:  TOBapHO-TPAHCHOPTHOI  HAKJIaTHOI
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(abo BaHTaXXHOI MHUTHOI JeKJaparlii), cepTudikaTiB SKOCTI MPOAYKIIii, HOMepa cepii,
HOMEpa MicIisl, OpyTTO-, HETTO-MaCH KOKHOTO MICIIS.

BignoBigHicTh (HakTUYHOT KIIBKOCTI MICIh JaHUM TOBApOCYIIPOBIIHUX
JOKYMEHTIB, IIIJIICHICTh TIEPBUHHOI  YIIAKOBKHM, TPAaBUJIBHICTh MapKyBaHHS
3aCBIIUYIOTHCS IMIANMKCAaMU YJIeHIB KoMmicli B KOHTPOJIbHIM KapTi, 3a (HopMOIO
HaBeieHO10 y nojatky 1 go uux IIpasun.

BincyTHiCTh CynpoOBIAHMX JOKYMEHTIB UM JACSIKUX 3 HUX HE 3YyNHUHSIE
npuiiMaHHA NPOAYKLii. Y IIbOMY pa3i KOMICis CKJIafae akT npo (akTUIHYy HASIBHICTD
MPOAYKIIi1, Y IKOMY 3a3Ha4alOThCs BIICYTHI IOKyMEHTH.

BinnmoBigHicTh (pakTHUHOT MacH HApPKOTUYHUX 3aCO0IB Ta MCHUXOTPOMHHUX
PEUYOBUH KOMICisI BCTAHOBJIIOE IUISIXOM IMEpPEeBaKyBaHHS KOXKHOT OJJUHUII MTEPBUHHOI
CIOKMBYOi YMAKOBKM Ha Barax 3arajbHOr0 MPU3HAYEHHS 3 KJIAaCOM TOYHOCTI
HE HU)KYE YETBEPTOTO.

BiaxuneHHst Baru B Mexax JIOIyCTUMOI MOTPIITHOCTI HE BPaXOBYETHCSI.

[lepeBaxkxyBaHHsI 3[IHCHIOETHCS B KapaHTUHHOMY MPHUMIIIEHHI, B YMOBAax,
AK1 3a0e3meuytoTh BTpatu Baru He oubiie 0,05%.

3. VY pasi BcTaHOBJIEHHSI HECTayl IMiJi Yac MPUUMaHHS HAPKOTUYHUX 3acO0iB
Ta TMCHUXOTPONHUX PEYOBHH, MOPYIICHHS LIJTICHOCTI IMaKyBaHHS, HEBIANOBIIHICTb
KUIBKOCTI MiCIlb, 3a3HaY€HUX Yy CYNPOBIJHOMY JOKYMEHTI, TO NpUWMAHHSI
HApPKOTUYHUX 3aco0iB Ta TCHUXOTPOIHUX PEUYOBUMH NpUINUHAEThCA. [IpoTsrom
24 romuH Ha TOWTOBY anpecy (abo eNeKTpOHHY TIOMITY) TMOCTadajbHUKA
HaIpaBJIsSEThCS MUCbMOBE (200  €JIEeKTpPOHHE) TOBIJOMIIEHHS TMPO  BUKIMK
MpEeACTaBHUKA JUIsl y4acTl B NpHMaHHI NPOAYKIi Ta CKJIaJAaHHS JBOCTOPOHHBOTO
MPUMMAIBHO-3/1aBaJIbHOTO aKTa.

Y  pa3si  BIACYTHOCTI  MpEACTaBHHMKA  MOCTadajbHUKA  CHUPOBHUHH
Ta HEOJEP)KaHHS B1JI HHOT'O BIAMOBIAI MPOTATOM 24 TOAWHU TICIA OJCP)KaHHS
MOBIJJOMJICHHS,  MIANPUEMCTBO  MPOJIOBXKYE MNPUWMaHHS 13  3aMpOIICHHAM
npeacTaBHUKa ToproBo-nmpoMHCIOBOT MalIaTH.

4. Ha xoXHY MapTii0 HAPKOTHYHUX 3aCO0IB Ta TCUXOTPOIHUX PEYOBHH
3aMOBHIOETHCSA KOHTPOJIbHA KapTa, 3rigHO 3 goaaTtkoM 1 mo uwmx IlpaBui, y sxii
3a3HAYalOTh JIaTy HAJAXOKCHHS, KpaiHy Ta MICTO BIiJNPAaBJICHHS, HOMEP TOBAapHO-
TPaHCHOPTHOT HAKJIaJHO1, HAWMEHYBaHHS BaHTaXy, OpyTTO-Macy, HETTO-Macy.

A®I, mo HagiWOUIM HA CKJIAJ, 3aBIAYIOUYMM CKJIAJOM  3alOBHIOE
npuOyTKoBUit opaep. CynpoBiiHI JOKYMEHTH, KOHTPOJIbHA KapTa Ta MPUOYTKOBUIA
opJiep TepeaaroThCs y BT OyXTraaTepCchKoro 00Ky cy0’€KTa rocro1aproBaHHs.

[Iponykiisi, mo HagidnuUia, ONPUOYTKOBYETHCS MaTEplalbHUM CKJIAIOM
cy0’€KTa TOCIOapIOBaHHS.

5. Binbip mpobu abo 3pas3ka ajisi MpOBEJACHHS J1a0OpaTOPHOTO KOHTPOJIO
SKOCT1 3IIHCHIOE TIAPO3AUT 3 KOHTPOJIO SKOCTI Cy0’€KTa TOCIOJapIOBAHHS
BIJIMOBITHO 70 BUMOT METOIB KOHTpOJItO siKOCTi (mam - MKS) Ta 3atBepmkeHnx
MMCbMOBHX TIPOLIETYP.



[Tpo6u abGo 3pa3ku, 110 HATINAILIN 10 JabopaTopii Ha Ta0OpaTOPHUN aHAMTI3,
PEECTPYIOTh Y KypHalll (KHHU31) peecTpallii aHami3iB, 3allOBHIOETHCS 3BEJCHA KapTa
3rigHo 3 AojatkoMm 4 mo nwmx I[IpaBun. Pesynbpratu mpoBeneHHX aHai3iB 3aHOCATH
B aHATITUYHUHA JUCTOK, 3TiAHO 3 gofaTkoM 2 mo nux [IpaBum, Ta KypHan (KHHTA)
peecTpallli aHam31B 3rigHo 3 JoaaTkoM 3 o 1ux [IpaBui.

JlabopaTopis 1s 3maiCHEHHST KOHTpomro sikocTi ADI, ski € BXimHUMH
pEUYOBHMHAMU I HAMIBOPOAYKTIB Ta TOTOBHUX JIIKAPCHKUX 3ac001B, Ta I KOHTPOIIIO
SKOCTI HAMiBIOPOAYKTIB Ta TOTOBHX JIIKAPCHKUX 3acO0iB MOBHMHHA OYyTH aTecTOBaHA
BinoBiAHO a0 [lopsnky mpoBeAeHHs raixy3eBoi aTecTallii 1adopaTtopiil 3 KOHTPOIIO
AKOCTI Ta O€3MeKH JIKapChbKUX 3ac0o0iB, 3aTBEPIKEHOr0 Haka3oM MiHicTepcTBa
oxopoHH 310poB’s Ykpainu Bin 14 ciuns 2004 poky Ne 10, 3apeecTpoBaHOrO
B MinictepctBi toctuiii  Ykpainu 30 ciuas 2004 poxy 3a Ne 130/8729
(mami — Iopsgok).

VY pasi BiIcyTHOCTI y CyO’€KTa TrOCHOJapIOBaHHS BIJIACHOI Jiabopartopii
a00 OKpeMOoro BHUIIPOOYBaJILHOTO OOJIAJIHAHHS UM 3aC00iB BUMIPIOBAJIBHOI TEXHIKH
JUTst 3a0€3IeUeHHs aHaII3y SIKOCTI 32 BCiMa MOKa3HUKaMU, Niepe10auyeHUMU METOIaMU
KOHTPOJIO SIKOCTI, KOHTPOJIb SIKOCTI MOXE 3A1MCHIOBATUCS 3a JIOTOBOPOM
3 1abopaTopi€r0, aTeCTOBAHOIO BiAMOBIIHO 10 [Topsiaxy.

I11. ITopsinok opranizauii 30epiranus

1. HapkoTuuHi 3aco0U, ICUXOTPOIIHI pEYOBUHU 30€pIiratoThCs:

1) Ha cknamax y CKJIAJICHKUX MPUMIIICHHSIX, Ha BUPOOHUYIN MITbHHUII (1IEX)
y BUPOOHMYMX MPUMILIEHHSAX CYy0’€KTa TOCMOAAPIOBAHHS CHELalbHO OOJaJIHAHHUX
B1AMOB1AHO /10 BUMoOT IyHKTIB 80, 81 JIireH31iMHUX YMOB;

2) B HAyKOBO-IOCTIJHUX YCTaHOBaX Ta NPUMIIICHHAX Jaboparopii
3 KOHTPOJIIO SIKOCT1 BIJIMOBITHO BUMOT MyHKTIB 82, 83 JlilleH31iHUX YMOB.

2. HapkoTuuHi 3ac00U, IICUXOTPOITHI PEYOBUHU 30€pITraloThCsl y CKIAACHKUX
OPUMINICHHSX B YIMAKOBI[l BHPOOHMKA YW B 3aKpUTI Ta OIUIOMOOBaHIN Tapi
13 3a3HAYEHHSIM iX HallMEHyBaHHS.

3. HapkoTuuni 3aco0M, TCHUXOTPOMHI PEYOBHUHHU, BIANYIIEHI CKJIaJA0M
cy0’eKkTa rocrojaproBaHHs JJis BUPOOHUIITBA, BUTOTOBJICHHS JIIKAPCHKUX 3aco0iB,
30epiraloThcsl Ha BUPOOHMUIN MIIBHUIN B TPUMIIMICHHSIX O0OJIaHaHUX cehdamu
ab0 MeTtaneBUMH madaMu, MIPUKPIIIICHUMU A0 MIJIOTH (CTIHH).

['otoBa mpoaykKilis, 1110 3HAXOAUTHCS HA aHaJI31 y CITy»k01 KOHTPOJIIO SIKOCTI,
30epira€TbCsi 'y  KapaHTHHHOMY TPHUMIMICHHI  BIAMOBIAHOTO  BUPOOHHUIITBA
13 3a3HaYEHHSAM 11 HaWMEHYBaHHS, cepii, KIJTbKOCTI, JaTH, MIAMUCY BiIMOBIAAIBHOI
ocobu. ['oToBa nponykiis Ta/abo A®I no dacyBanHs 30epiraeTbes y 3aKpuTiid Tapi,
0 OTUIOMOOBY€ETHCS, 13 3a3HAYEHHSM 1i HallMEHyBaHHs, cepii, KUIBKOCTI, JaTH,
MIMUCY BIMOBIAAIBHOI OCOOU.

BiniOpani mist anamizy Ta/abo qociimkeHHs mpodu adbo 3pa3Ku HAPKOTUIHHUX
3ac001B, MICUXOTPOIHUX PEYOBHH Ta HAMIBIPOAYKTIB X BUPOOHHUIITBA 30€piratoThcs
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B MPUMIIIEHHAX JlabopaTopii oOiagHaHuXx ceiidamu abo MeraneBUMHU Iadamu,
MPUKPITUICHUMHU J0 IMJIOTH (CTIHH).

VY pasi BiACyTHOCTI BiacHOi Jiabopartopii, BimiOpaHi Jyisi aHaiizy Ta/abo
JTOCITIDKEHHST MpoOu abo 3pa3Ku HApPKOTHYHUX 3acO0IB, MCUXOTPOITHUX PEUYOBUH
Ta HaMMBIIPOAYKTIB 11X BHPOOHHUIITBA THUMYAcOBO 30€piraloThCs B CHEIIAIbHO
oOJamTOBaHMX  CKIAJCBKMX  NPHUMIMICHHSIX  JIIEH31aTa Ta  CaMOCTIMHO
TPAHCIIOPTYIOThCS ~ JIIIEH31aTOM  J0  JlabopaTopii  sika  3iHCHIOE  poOOTH
32 KOHTPAKTOM.

3abopoHseTbest 30epiraté mpoOw ado 3pa3KW BHINE3a3HAYECHUX PEYOBHH
3 IHIIUMU TPYIaMU JTIKapChbKUX 3aC001B.

4. Ilpumimennsi, MertaneBi madu Ta ceilhpu, y SKUX 30epiraroTbes
HApPKOTHYHI 3acO0U, TICUXOTPOIHI PEYOBHMHU Ta HAMIBIPOIYKTHU iX BUPOOHHUIITBA,
micasi 3aKiHYeHHST pPoOOTHM TIOBHMHHI 3aKpUBAaTHUCA Ha 3aMOK, OIE€YaTyBaTHUCS
abo miuomMOyBaTucs y  NOPUCYTHOCTI  NPEJICTaBHUKA OXOPOHHM  MarepiajabHO
BIJIMOBIIATTBHOIO 0CO000I0, Y SIKOT 30epiratoThesi Kirodi Ta miomMoip (medarka). Kiroui
B OIUIOMOOBAaHMX TI€Hajax 37al0Th HAa  KOHTPOJbHO-TPOMYCKHUUA  IyHKT
nignpuemctBa. [lmomOip (medarka) TMOCTIHHO 30epiraeTbCs y MarepiaibHO
BiANOBIAanbHOT ocoOu. IlpuiimMaHHd Ta 37aBaHHS MPUMINICHHS T1J OXOPOHY
PEECTPYIOTHCS B )KypHaIIl (KHU31) 3TiAHO 3 J0AaTKOM S 110 1ux [IpaBui.

V. Opranizauisi 00/1iky HApKOTHYHUX 32C00IB Ta NCUXOTPONHUX PEYOBHUH

1. Bci HapkoTMyHI 3aco0M Ta TICUXOTPOIHI PEYOBUHU Y Mpoleci
BUPOOHUIITBA, BUTOTOBJICHHSI, MM IJISITAIOTh 00JIIKY HE3aJIEKHO BIJT JIIKAPCHKO1T (hOPMH.

2. Yca oOmikoBa JMOKyMeHTallsl (HaKjiIaaHI, BUMOTH, PaxXyHKH Ta IHIIE)
Ha HAPKOTHYHI 3acO00M Ta TICHXOTPOITHI PEUYOBMHU BUIHUCYETHCS OKPEMO Bij
o0mikoBoi mokymenTanii Ha inm A®I Ta mikapceki 3ac00H, a KiIBKICTh 3a3HAYAETHCS
nporrcoM. KoxkHuii BUJ HAPKOTUYHOTO 3acO0y, TICUXOTPOIMHOI PEUOBUHU 3aJICKHO
BiJl HalMEHYBaHHsI, I03YBaHHsI, JIIKApChbKO1 hopmu Tiyisirae okpemomy o0iky. Bei
JOKYMEHTH 3 ONpUOYTKYBaHHSA Ta BHMJATKY 30€pIraroTbCsl MPOTATOM I'SITH POKIB
y BIJMOBIAIBHUX OCI0 B YMOBaX, 10 TAPAHTYIOTh 30€PEKEHHS I11€1 JOKyMEHTAIII1.

3. Cy0’€eKT TocmojiaproBaHHsI TTOBUHEH BECTH OOJIIK HApPKOTHUYHHMX 3acC00iB
Ta ICUXOTPOMHUX PEYOBUH, sIKI IEpeOyBalOTh Ha HAJIEKHUX oMy ab0 OpeHIOBaHUX
HUM 00’€KTax, 3A1MCHIOIOUM PEECTPALIII0 BCIX Orepanii 3 HAPKOTUYHUMH 3ac00aMH,
MICUXOTPOITHUMHU  PEYOBHHAMHM Yy CHCIIIbHUX OKypHaJlax (KHUTaxX) OOJIKY
3a opmamu BuzHaueHUMHU MO3.

OOnik BemeTbCs TAaKUM YWHOM, 100 HIOJHS MOXKHa OYJO BCTAaHOBUTH
HasBHY KUIbKICTh HAPKOTUYHHUX 3aCO0IB Ta TICUXOTPOITHUX PEUOBUH y MEPEPAXyHKY
Ha 100% BMICTY A11040i PEUOBUHH.

4. Xypuanu (kauru) 061Ky MOBUHHI OyTH POHYMEPOBaHi, MPOIIHYPOBaHi,
CKpIIUICH] MAMUCOM KEpiBHHMKA Cy0’ €KTa rocrojaproBaHHs (YIIOBHOBaKEHOI 0COON).



Benenns sxypHanmiB (KHUT) OOJIIKY TIOKJIQJa€ThCcsl Ha BIANOBIAAIBHUX OCIO,
BH3HAUCHNX HAaKa30oM KepiBHUKA Cy0’€KTa TOCMoaapioBaHHS (yIIOBHOBaXCHOIO
0co00010).

5. HapkotuuHi 3aco0u, TICHXOTPOIIHI PEYOBHUHHU, SAKI OACPKYIOTh
IIpU MPOBEJIEHH1 HAYKOBO-IOCHITHUX POOIT, HAIIBIPOIYKTH HEBU3HAYCHOTO CKJIANy,
10 MICTATh HAPKOTHYHI 3aCO0M, TICUXOTPOIIHI PEYOBHHHU, Ha SK1 BIACYTHI OQiLiNHI
METOJIM aHaji3y, Yd HAMIBIPOIAYKTH, Maca SKUX HE MEPEBUIIYE 5 T, PEECTPYIOThH
y TabopaTOpHOMY KypHaJi (KHU31) OOJMIKY.

Hapkxotuuni 3acobu, NCHUXOTPOIHI PEYOBHMHHU, BUTpAu€HI HA HAYKOBO-
JOCTIHI POOOTH, BHACHTIJIOK SKHUX OJEpXaHl HaMmiBOPOAYKTH, SIKI HE MiJJIsraioTh
nepepoOIli, CHUCYIOThCS 32 AaKTOM KOMICI€I0 y CKJIajl: 3acTyNHUKa JUPEKTOpa
3 peKUMYy Ta MpPEICTaBHUKA OXOPOHM YU MOCAJA0BOI 0COOM, Ha SAKY IOKJIAJEHO
111 000B’SI3KM, BIJIMOBIJIAJILHOTO 3a OO0MIK Ta 30epiraHHs HAPKOTUYHHUX 3aco0iB
Ta TICUXOTPOITHUX PEUOBUH y HAYKOBO-AOCHIIHIN J1aboparopii Ta Ge3mocepeaHbOoro
BUKOHABIIS. 3HUINECHHS 3a3HAUYCHUX MPOJYKTIB BIOYBAETHCS IUIIXOM 3MIITyBaHHS
iX 3 XpOMOBOIO CYMIIIIIIIIO.

OpepkaHi BHACIIIOK HAYKOBO-JOCHITHUX PpOOIT HApPKOTHYHI 3aco0u,
MICUXOTPOIHI PEYOBMHU HEOOXIJHI JJIsI MOAAIBINOI POOOTH, ONPUOYTKOBYIOTHCS
y jabopaTopHOoMy >KypHaii (KHH31) OOJIKY 13 3a3HAYEHHSM, 3 SKOTO aHalli3y BOHU
OJIeprKaHi.

KinbkicTh HAPKOTUYHHX 3aCO0IB Ta MCUXOTPOITHUX PEYOBUH, SIKI BUTPAYCHI
Ha  TPOBEACHHS  aHami3y, pPEECTPYETbCS B OONIKOBIM  JOKyMEHTaIil
Ta MIATBEPKYETHCA MIAMUCAMU OCOOM, BIJAMOBIIANIBHOI 3a 00Ir Ta 30epiraHHs
BIJIMTOBITHOT pEYOBUHU Ta (paxiBIis, III0 BUKOHYBAB aHAaIi3.

V. IlopsiioK BiiyCKYy HAPKOTHYHHUX 32C00iB Ta NCUXOTPONMHUX PEYOBUH
y Burasigi A®I

1. Bianmyck HapKOTHYHMX 3aCO01B Ta MCUXOTPOMHUX PEUOBUH 31 CKJIAy 0
BUPOOHUYOT AUTHHUIN (1IEXY), PEECTPYETHCS y KypHali (kHu31) 00Ky, 3a GOpMOI0
HaBeJCHOI0 y A0AaTKy 5 10 moctaHoBu Kabinety MinicTpiB Ykpainu Bijg 03 uepBHs
2009 poky Ne 589 «IIpo 3arBepmxenHs Ilopsaky mnpoBaKeHHS MisSILHOCTI,
NOB’si3aHOI 3 O0IFTOM  HApKOTMYHUX 3ac00IB  Ta TCHXOTPOIHUX PEYOBHH
1 IPEeKypcopiB, Ta KOHTPOJIIO 3a iX 00IrOM» Ha BUMOTY — 3aMOBJIEHHS a00 3a JIMITHO-
3a01pHOIO KapTOIO 32 (popMaMu, BU3HAUEHUMH KEPIBHUKOM IiAMPUEMCTBA TOIIIO.

Bumora — 3aMOBIIEHHSI peeCTpPyeEThCsl y KypHal - peectpi. Kormist peectpy
MepeaacThCsl B BIAUT OyXraaTepCchbKoro OOJIKY MJisi KOHTPOJIIO 33 HAJXOKCHHSIM
JIOKYMEHTIB 31 CKJIaJy.

Bumora — 3aMOBIECHHS MIATBEPIKYEThCS TMIAMKCAMH  MaTepiaibHO-
BIJIMOBIATFHOI OCOOM CKJIaAy Ta BIAMOBIAAIBHOIO OCOOOI0 BHPOOHHWYOI UTHHHMII
KEpIBHUKOM TIANpHEMCTBA ab0 TMOCaJ0BOI0 0CO000I0, HHUM MPU3HAYCHOIO
Ta TOJIOBHUM OYXTalTEpPOM.

JlimiTHO-3a0ipHAa KapTa BIOKPUBAETHCS IIOMICSAIS Ta MIANUCYETHCA
MOCaJI0BOI0 0CO00I0, Ha SKYy TIOKJaJeHl OOOB'SI3KM II0JI0 OXOpPOHU CYyO’€KTa



rocrnoiaproBants. OJIUH TPUMIPHUK 3HAXOAUTHCS Ha BUPOOHUYIN AUIHHUIN, THITUH -
Ha ckiadl. BupoOHWYa MUTBHUIA, TIPOTATOM MICSIT OTPUMYE HAPKOTUYHI 3acOo0W,
IICUXOTPOITHI PEYOBHHM B MEKaX YCTAaHOBJICHOTO JIiMiTy. Bumada Ta oTpuMaHHS
31 CKJIaJly HApKOTHYHHUX 3ac00iB Ta MCHXOTPOITHUX PEYOBHH IIATBEPKYETHCS
HiAMMcaMyd B JIIMITHO-3a01pHIA  KapTi 3aBIAYIOYOro CKJIQJOM, HadaJlbHUKA
BUPOOHHMYO1 AUTHHMIN, KOMIpHMKA CKJIaqy Ta BiATOBITAIBHOI 0COOM BHPOOHHYOT
TIIBHHALL.

2. HapkotuuHi 3aco0u, ICUXOTPOIHI PEYOBUHU BIAMYCKAIOTHCS B YIAKOBIII
BUPOOHUKA/TIOCTaua bHUKa ab0 B pa3li MOTpeOW 3Ba)KyBaHHA (BiIMIPIOBAHHS) —
B Tapi, CIEMiaJbHO BHIUICHIA I KOXHOTO BHAY HAPKOTHYHOTO 3aco0y,
NICUXOTPOIHOI PEYOBMHM 13 3a3HadyeHHsAM Horo(ii) HailMeHyBaHHS, KUIBKOCTI
pEYOBHHM, HOMEpa cepii, JaTh, MOIANUCY BIANOBIIANBHOI ocobu. [lins pobGoTu
3 HAPKOTUYHUMU 3aC00aMHU, NMCUXOTPOITHUMHU PEYOBMHAMHU BHUJIUISIOTHCS CICIaIbHI
BUMIpIOBaJIbHI 3aco0M, Tapa 13 3a3HA4YeHHSAM 11 Baru, JONOMDKHI 3aco0u, IO
BUKOPUCTOBYIOTHCS JUIsI 3BayKyBaHHS (B1IMIPIOBaHHS).

3BakKyBaHHSI ~ HAPKOTUYHUX  3acO0IB Ta  IMCHUXOTPOMHUX  PEYOBHUH
3IMCHIOETHCS 3T1HO 3 MyHKTOM 2 po3aury 11 nux [Ipasui.

3. BiamosinaneHa oco0a BUPOOHMYOI IUIBHULI TPAHCIOPTYE BIAIMYIIEHI
CKJIQJOM HApKOTUYHI 3aco0M, TICUXOTPOINHI pPEYOBMHUM B LEX Yy CYIPOBOII
MpeACTaBHUKA OXOpOHU. BignosiganbHa oco0a BUPOOHUYOI AIIBHULI B MPUCYTHOCTI
MpPEJCTABHUKA OXOPOHU Ta CIIBPOOITHUKA CIYKOM KOHTPOJIIO SIKOCTI MPOBOJUTH
pO3MaKyBaHHS Tapu Ta MeEpeBips€ BIANOBIAHICTh JaHUX creuudikaiii (GakTHYHUM
MOKa3HUKaM MPOIYKITii, 10 Haaiima (HoMep mapTii, cepii), HoMep yInakoBKH, Maca
KOXHO1 YIaKOBKH, IIUTICHICTh TapH Ta MJIOMO MiAMPUEMCTBA.

Hani crenudikamii Ta aHATITHYHOTO JIMCTKA JIabopatopii MiAMPUEMCTBA,
10 HAJIWIIUIM 31 CKJIaay OJIHOYACHO 3 HAPKOTUYHUMH 3ac00aMU Ta TICUXOTPOITHUMH
pPCUOBMHAMHU BIIMOBiaIbHA OCO0a II€Xy 3aHOCHTh 10 KYpPHalIy (KHHUTH) OOJIKY
y BUPOOHUYIH AUTBHMUII 3T1IHO 3 JoaaTkoM 6 g0 nux [Ipasu.

VY >KypHalli BUJIaul HAPKOTUYHUX 3ac00iB, 0(hOPMIICHOTO 3TiTHO 3 JTOAATKOM
7 no uux IlpaBun peecTpyroTh KUIBKICTh MICIIb Ta 3arajbHy Macy oJiep>KaHoi mapTii
(cepii). 3ammc  MATBEPIKYETbCS  MIANKACAMM  NPEACTAaBHUKA  OXOPOHHU
Ta BIAMOBIAAILHOT 0COOM BUPOOHUYOT J1TBHUIII.

4. Biamyck HapKOTMYHMX 3ac00IB Ta  ICHXOTPOIHUX  PEYOBHUH
JUISl BUTOTOBJICHHSI  JIIKAPCHKUX  3aCO0IB  3IIMCHIOETHCS IMIOJHA Y  KUIBKOCTI,
10 HE TIEPEBUIIY€E HOTO JOOOBOT MOTPEOH.

5. HapkoTtuuni 3aco0u, TICUXOTPOITHI PEYOBHHHM, MO0 HATIANUIA 31 CKJIAdy,
30epiratoTbcs y BUPOOHUYUX JUIBHHIX BIAMOBIIHO 10 BuMor posaiury III mux
[TpaBun. [Ipu nepenadi 3MiHM HAYAJILHUKHU 3MIH TIEPEBIPSIOTH BiAMOBITHICTH 3aITUCIB
y KypHani (KHH31) OOJNIKY B BUPOOHMYMX AUIBHUIAX MIANPUEMCTBA (HAKTUIHUM
3aITATITKAM.



V1. Oprani3aniss BUpoOOHMITBA

1. VYei mpouecu 3 00iry HapKOTHYHUX 3acO0IB Ta IICHXOTPOITHUX
pPEUYOBHMH BEAYThCA Y CHEI[IAIbHUX 130JIbOBAaHUX TMPUMIIICHHIX, OOJaJHAHUX
OXOPOHHO-TIOKEKHOIO CUTHAITI3AIIIHOIO CHCTEMOIO.

2. BupoOnwwi pgimpHHUII (mexu), poOodi Micld Ta NPHUMIIICHHS,
7€ 3MIACHIOIOTRCS  omeparlii 3 HApKOTUYHUMH 3aco0aMH Ta TICUXOTPOITHHMH
PEYOBHHAMH € PEKUMHUMU.

3. IlocamoBa ocoba, Ha Ky MOKIanEHI OOOB’SI3KH 3 PEKHUMY Ta OXOPOHU
pO3po0IIsie TUCHMOBY TPOLEAYPY MPO TOPSIOK OpraHizarii MPOIMYCKHOTO PEKAMY
Ta JOIJISIAY ~ TEepPCOHAly,  sSKa  3aTBEP/UKYIOTBCA  KCPIBHUKOM  CYyO’€KTa
rocrojiaproBaHHs (YIOBHOBaXEHOIO 0C00010).

Bxix mpariBHUKIB, CIYyKOOBIIIB Ta 1H)KEHEPHO-TEXHIYHUX IpalliBHUKIB
y PeKUMHI TPHUMIIICHHS JO03BOJISIETBCSA TIIBKH 3a CICHiaJbHUMH TICPEIyCTKAMMU
a00 3a eJCKTPOHHUMHM MEPENyCTKaMH 3 0OMEKXEHUM JTOCTYTIOM.

4. PexxuMHE TNPUMIIICHHS BUPOOHHUITBA 1 BUKOPUCTAHHS HApPKOTUYHHUX
3ac00IB Ta MCHXOTPOIHUX PEUYOBUH YCTAaTKOBYETHCS KOHTPOJIBHO-IIPOITYCKHUM
IIyHKTOM Ta OKPEMHMH rapaepo0amMu Jjig YOJOBIKIB Ta KIHOK JUIsl iX IOBHOIO
MepeoIATaHHS.

BXin mnpauiBHUKIB 3A1MCHIOETBCS 4Y€pe3 KOHTPOJIBHO-NPOMYCKHI MYHKTH
3 IOBHUM MEPEOSATaHHIM NEPCOHANY, IO 3aTy4YE€HUN 10 BUPOOHUIITBA HAPKOTUYHUX
3ac001B Ta MCUXOTPOMHUX PEYOBHH.

5. Y nmepemycTKax TpalliBHUKIB, fKI 3aJIy4eHl JO BUPOOHUIITBA
Ta BUKOPUCTAHHS Y BUPOOHUIITBI HAPKOTUYHUX 3aCO0IB Ta MCUXOTPOMHUX PEUOBHH,
3a3HAYAEThC MUPP PEOKUMHUX MIAPO3AUIB, BXiI y Kl  JO3BOJISIETHCS.
3a HEOOX1THOCTI BUAAIOTHCA TEPEIYCTKH BIIMOBIAHOTO Koibopy. IlepemycTku
MOBUHHI TIOCTIMHO 30epiratucs Ha KOHTPOJBHO-TPOMYCKHOMY MYHKTI PEKUMHOTO
npuMilieHHss abo B MICIfX, W10 BHU3HAUYEHI, SIK PEXUMHI NPUMIIICHHS
JUISI BADOOHUITBA Ta BHUKOPHUCTAHHS y BHPOOHMIITBI HApKOTHYHUX 3acoOiB
Ta TICUXOTPOITHUX PEYOBHH.

JlommyckaeTbesi oprasizaiis JOCTYyIy MPaliBHUKIB MiAMPUEMCTBA B PEKUMHI
npuMinieHHss abo B MicCIls, [0 BHU3HAYEHI HAa PEXUMHOMY MIiANPUEMCTBI
JUISI BAPOOHUIITBA Ta BUKOPUCTAHHSA HAPKOTHMYHUX 3acO0IB Ta MCHUXOTPOIMHUX
PEYOBHH 32 EJIEKTPOHHOIO CUCTEMOIO 3 aBTOMAaTUYHUM OOMEKEHHSIM JIOCTYITY.

VYci ocobu, mo HE € POOITHUKAMU TMIANPUEMCTBA, TPH BIiJBIIYBaHHI
PEXKUMHUX 00’€KTIB PEECTPYIOTHCS B KypHail 00JIKY BiIBiAyBaHb, 10 3HAXOIUTHCS
Ha KOHTPOJIbHO-TIPOITYCKHOMY MTYHKTI.

6. 3aKpUTTS Ta BIIKPUTTA PEKUMHHUX MPHUMIIICHb BiJOYBAa€ThCS BIAMOBIIHO
10 nyHkTy 4 po3ainy III nux IIpaBui.
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7. BuHocC 13 peXXMMHUX NPUMIIIEHb IHCTPYMEHTIB, MPUCTPOIB, MaTEePialliB,
III0 BUKOPUCTOBYBAJIMCS IMiJ Yac aBapiiHUX poOIT, 3IMCHIOETHCS 3a Pa30BOIO
MEePENyCTKO0, MIAMUCAHOK KEPIBHUKOM IMAPO3JALTY, MICIS X OTJIAIY Ta MEPEeBIPKU
Ha KOHTPOJBHO-TIPOITYCKHOMY ITyHKTI.

8. YciM mpalliBHUKaM PEXUMHHX MPHUMIIIEHb, a TaKOX IHIIUM 0c0o0aM,
SKUM Yy BCTaHOBJICHOMY TOPSAKY HATa€TbCcs TOCTYN Y 3a3HAu€Hl MPUMIILICHHS,
3a00POHSAETHCS BHOCUTH 3 COO0I0 OY/Ib-5K1 OCOOUCTI pedi.

9. IlpuminieHHsT KOXHOI BUPOOHWUYOI IUTHHUIN YH CAMOCTIMHOI JUTHHHMII
(BimmineHHs1), e 3IIHCHIOIOTHCS BUPOOHHUIITBO 1 BUKOPUCTAHHS Yy BUPOOHUIITBI
HApKOTUYHUX 3ac00iB  Ta IICUXOTPOITHUX PEYOBHH 130JIFOETHCA BIJ  1HIIUX
BUPOOHUYHUX JIUIBHUILG JIiIIeH31aTa.

10. BuBe3eHHs 1 BHHECEHHS 3 PEKUMHHUX MPUMINIEHb YCTaTKyBaHHS,
MarepiaiB, OYIIBEIbHUX BIIXOMIB, CMITTS TOIIO JOIMYCKAIOTHCSA TIUIBKH ITICIIS
PETENBHOTO iX OTJIALY MPEACTABHUKOM OXOPOHH, 3a HASIBHOCTI MHCHMOBOTO J03BOJTY
HaYaJIbHUKA MIAPO3JITY YM YIOBHOBaXKeHOT ocobu. Ilpu 1mpomy Marepiaim,
110 BUHOCATHCS, COPTYIOTHCS, @ BY3JM MEXaHI3MIB PO30UpaIOThCs. YCE CMITTS,
OyIiBedIbHI BIIXOJIM, HEMpHUAATHA Tapa Ta IHINI MaTeplalyd HiJSIraloTh yTHII3amil
3r1JIHO 3 THCTPYKIIIELO JTiIEH31aTa.

Yactuau oOsagHaHHS Ta anapartypH, siKi BUWLUIM 3 JIaJy, BY3JIM Ta JeTall
MalllMH 1 MEXaHI3MiB, 1HII MPEAMETH, 10 SIKUX B MPOIEC] pOOOTHU MOTJIH MOTPATUTH
HapKOTUYHI 3ac00M, MCHUXOTPOINHI PEYOBUHHU OOPOOJSIIOTECA HAa MiCIl 3 METOIO
3HUINECHHS PEIITH HAPKOTUYHUX 3acO0IB Ta TCHUXOTPOMHUX PEYOBUH Ta TICI
PETENBHOTO OISy TIPEICTABHUKOM OXOPOHU Ta HAYAJIbHUKOM IIAPO3/ITY YU 0COOH,
HUM YIIOBHOBKEHOI, HAMTPABJISAIOTHCS 32 MPU3HAYCHHSIM.

11. JlemoHTaxk oOnamHaHHS, IO BHUKOPHUCTOBYETHCS TP IEpepoOIl
HApPKOTHUYHUX 3aCO0IB Ta TCUXOTPONMHUX PEUOBUH MPOBOJUTHCS 33 MHUCHMOBUM
JI03BOJIOM ~ KEpIBHHUKA Cy0’€KTa TOCHOAApIOBaHHSA (YIMOBHOBAXXEHOI 0CO00I0)
CreliaibHOK ~ OpuraZior0 y  MPUCYTHOCTI  BIJANOBIAQJIBHOTO  MpalliBHUKA
Ta MpEeJCTaBHUKA OXOPOHHU. Y ce 00JlaJHaHHSI Ta JIIBHUII, 1110 MPUJISATA0Th 10 HHOTO,
NOBUHHI OYTH PETENBHO NEPEBIPEHI.

VII. Opranizanisi TeXH0JIOTiYHOT 0 TIpOLECY

1. Opranizaiis 0OpoBeIEHHS TEXHOJIOTIYHOTO TMPOIECY BHUPOOHUIITBA,
BUTOTOBJICHHS HAPKOTHYHHUX 3aCO0IB Ta MCUXOTPOMHUX PEYOBHH Ta BUKOPUCTAHHS
iX 1Jis BUPOOHUIITBA, BUTOTOBJICHHS JIIKAPCHKUX 3aCO0IB MPOBOJMTHCS BiJIMOBITHO
710 MUCHbMOBUX  TIPOIEAYp,  3aTBEP/PKEHUX  Cy0’€KTOM  TOCIOJapIOBAHHS
a00 yMOBHOBA)XCHOIO KEPIBHUKOM CY0’€KTa TOCIOAApIOBaHHS 0C00010, BPaXOBYHOUH
BUMOTH HOPMATHBHO-TEXHIYHOI JOKyMeHTarlii Ta mux [IpaBui.
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2. Jlo pobotu 3 BHUPOOHUIITBA, BUTOTOBJICHHS HAPKOTHUYHHUX 3ac00iB
Ta TICUXOTPOIHUX PEUOBUH JOMYCKAIOTHCA OCOOU, 110 MAIOTh BIAMOBIIHO /10 HakKaszy
KepiBHHKa CyO’€KTa  TocHojapioBaHHs  (YIIOBHOBa)X€HOI  OCOOHM)  JOCTYM
0e3Iocepe/IHbO 10 HAPKOTUYHHUX 3aC00IB Ta MCHUXOTPOIHUX PEUOBHUH, SIKI MOBUHHI
MaTH JOBIJKK BIJMOBIJHOTO JAEP>KaBHOIO a00 KOMYHAJIBHOTO 3aKJagy OXOPOHH
3II0POB’S TIPO BIJICYTHICTh TCHXIYHUX PO3JadiB, IMOB’S3aHUX 13 3JIOBKUBAHHIM
QJIKOTOJFHUMHU ~ HAMOSIMH, HAPKOTHYHMMHU  3ac00aMU  YH  MCUXOTPOITHUMU
pEUYOBMHAMH, a TaKOX MPO BIICYTHICTH Cepel 3a3HAYCHUX MPAIiBHUKIB O0CiO,
BU3HAHMX HENPUIATHUMH JO BHUKOHAaHHS OKPEMHX BHIIB JisIIBHOCTI (pOOiT,
npodeciii, cay)0m), OB’ sI3aHUX 3 00ITOM HAPKOTHIHUX 3aco0iB Ta MICUXOTPOITHUX
peYOBHH 1 TpeKypcopiB, Ta poBinky MBC mpo BiACYTHICTE Yy TpaIliBHUKIB,
Kl 3a CBOIMH CIYXKOOBUMH OOOB’SI3KaMU OTPUMAIOTh (UM MAalOTh) JOCTYI
0e3mocepeIHbO 10 HAPKOTUYHUX 3aC001B, ICUXOTPOIHUX PEUOBUH 1 IPEKYPCOPIB, HE
3HATOI YW HE IMOTAIEHOT B YCTAHOBIEHOMY TOPSAJIKY CYIMMOCTI 3a BUYMHEHHS
CEpEeNHBbOI TAKKOCTI, TAKKOIO Ta OCOOJMBO TSXKKOIO 3JI0YMHY a0o0 3a 3JI0YMH,
MOB’SI3aHUM 13 HE3aKOHHUM O0IrOM HApKOTHUYHHUX 3aC001B, MCUXOTPOMHUX PEUOBUH
1 IpEeKypcopiB, y TOMY 4YHCII BYMHEHMX 3a MeEXaMu VYKpaiHm Ta 00i3HaH1
3 HACTAHHSIM BINOBIAATBHOCTI Yy pa3i MOpyIIeHHs] BUMOT 1ux [IpaBut.

BianoBinaneHuid 3a BUPOOHUUTBO 1 BUKOPUCTAHHA Yy BUPOOHHUIITBI
HapKOTUYHHX 3aCO0IB Ta MCUXOTPONHUX PEUOBUH OCOOMCTO KOHTPOJIIOE TPOBEICHHS
BCIX TEXHOJOIIYHMX oOIepauiid Ta BCl HEOOXIJHI B MpPOUECI BUPOOHULTBA
MepeMIIIeHHS] HamiBIPOAYKTIB 1 MarepiaiiB, L0 KOHTAKTYIOTh 3 HApPKOTUYHUMH
3aco0aMu, ICUXOTPOITHUMH PEYOBUHAMMU.

3. Opranizaiisi TPOBEACHHS TEXHOJOTIYHOTO TPOIECY BUPOOHUIITBA,
BUTOTOBJICHHS HAPKOTHUYHHUX 3aCO0IB Ta MCUXOTPONMHUX PEYOBHH 1 BUKOPUCTAHHS
iX s BUPOOHUIITBA, BUTOTOBJIEHHS  JIKAPChKUX  3acO0IB  3/IHCHIOETHCS
y BIAMOBIAHOCTI /10 BHUMOT HOPMATHUBHO-TEXHIYHOI JOKYMEHTAIlli, MHUCHhMOBUX
IpoIeayp 1 MOBUHEH BIJIOBIIATH TAKUM BUMOTaM:

1) yci TexHOJIOTIYHI omepallli BUKOHYIOTBCA 3a y4acTi a0o mij HarisjaoMm
KOMICIi;

2) 00JIIK HAPKOTHUYHHUX 3aC00iB Ta MCUXOTPOIHUX PEYOBUH HA BCIX CTadisX
BEJIEThCSl Y OOJIIKOBUX JIOKYMEHTaX 3a IMiJNMUCOM HE MEHII HIXK TPbhOX 0Ci0, 3TiJTHO
3 nponmatrkamu: 8,9,10,11 a6o B 0OJiKOBUX JOKyMEHTax 3a (POpMOI0, 3aTBEPIKEHOIO
HAKa30M MO0 MiJIPUEMCTBY;

3) xypHanu (kHH31) OOJIKY MOBMHHI BiAOOpakaTH 1H(POpMAILil0, 32 KOO
B Oy/JIb-SIKMl Yac MO>KHa BCTAHOBUTH PYyX HAPKOTHUYHHUX 3aCO0IB Ta ICHXOTPOITHUX
PEYOBHH Ta BUKOHABIIS;

4)  TexHIYHI, TEXHOJOTIYHI Ta OpraHizamiiiHi 3axXogud  ITOBHHHI
YHEMOJKIIMBITIOBATH JJOCTYI HAa OKpEMi IUTbHUII BUPOOHUIITBA OCi0, SIK1 HE MMOB’sA3aH1
3 IISUTHHICTIO BUPOOHUYOT TITHHHMIII.

4. BianmoBigaJbHICTh 32 JOAEpXKaHHS MOPSAKY BiOOpy mpob ado 3paskis,
30epiranHs, 00Ky, pyXy mpoO abo 3pa3KiB HAPKOTHYHUX 3aCO0IB Ta MCUXOTPOITHUX
pPCUOBMH Ta HAIIBIPOAYKTIB X BHPOOHUIITBA, BHUIOTOBJICHHS TOKJIAIA€ThHCS
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Ha MPU3HAYEHOTO HAaKa30M KepiBHUKA CyO’€KTa TOCHOJaproBaHHS (YIOBHOBaXXEHOI
oco0n).

5. [Ipobu abo 3pa3ku roToBOI MPOAYKINIT MPU3HAYEHI JIJIT KOHTPOJIIO SIKOCTI,
apxiBHI 3pa3ku abo0 3pa3Ku, 3aKJaJieHI Ha TpuBaje 30epiraHHs y pas3i BIICYTHOCTI
CHUCTEM  BIJICOCIIOCTEPEKEHHs,  CHIBPOOITHHK  BiOMpae y  MPHUCYTHOCTI
BiJIMOBIAAILHOTO MpAalliBHUKA Ta IMpeACTaBHUKA OoXopoHH. Bigbip mpol abo 3pa3kiB
HAIIBIIPOIYKTIB MPOBOAATH B IPUCYTHOCTI BiJIMOBIAAIEHOTO MPAIliBHUKA.

[Ipo6u BUAalOTBCA 32 OKPEMHUM JIOKyMEHTOM (BHMOTa-3aMOBJICHH,
HAKJIa/IHA, aKT IpUHMaHHs — Nepeadi TOIIO), 3aTBEPAKEHUM Ha MiAIPUEMCTBI (aui
— JOKyMeHT). JIokyMeHT 1jisi ofepkaHHS MPOOM TOTOBOI MPOIYKIli, KpiM TOTO,
HIAMHACYIOTHCS BIJAMOBITAIBPHUM 3a OOJIIK HAapKOTHMYHHUX 3ac00iB Ta ICUXOTPOIHUX
pedoBuH. JlonmyckaeTbess 0POPMIIEHHS €AMHOTO JOKYMEHTY Y KIHII MICSIS.

6. BimiOpani npoOM TOTOBOI MNPOAYKINT IJIOMOYIOTh Ta PEECTPYIOTH
y JKypHaJli BiAOopy mpo0 13 3a3HAYCHHSIM HaMEHYBaHHS JIIKApCbKUX 3aC001B HOMEpa
cepii, KUTbKOCTI a00 Macu npoOu. 3amuc y >KypHail MiATBEPIKYEThCS MIANUACAMU
ocobu, 110 Biaiopana mpoly Ta ocodu, 1o oAeprKaia ii A aHamizy.

[IpoOu TakoX peecTpyrOTh Yy >KypHajl BUIA4l HAPKOTUYHUX 3aco0iB
Ta TICUXOTPOITHUX PEUOBHH. 3aMHC MiATBEPIKYETHCSA MiAMHUCOM TOTO, XTO OJEPKaB
poOy IS aHaTi3Yy.

7. 1lpu mepenaul mpoOM BIANOBIAAIBHUIA 32 OOJIK HAPKOTHYHHMX 3aC001B
Ta MCUXOTPOIMHUX PEUOBHH CIY>KOU KOHTPOJIIO SIKOCTI PEECTpye MpoOy y >KypHal
(kHM31) 00MiKy. 3amuc MIATBEPDKYETHCA MIAMKCAMHU BIAMOBIIAIBLHOTO 3a OOJIK
HAPKOTMYHMUX 3ac00IB Ta TICUXOTPOIHUX PEYOBMH Ta  BIAMOBIIATHHOTO
CHiBpOOITHHKA, IO BiAIOpaB mpoOy Juisi TpoBeneHHs aHamizy. KilbkicTe mpob
JUTSL aHAJTI3y Ta Pe3yJIbTaTH aHaJ31B 3aMHUCYIOTh Y pOOOUMii KypHaI.

3anuc MiATBEPKYETHCS MIAMUCOM BiJIMOBIIATBLHOTO CIIBPOOITHHUKA, SKHIM
IIPOBOJIMB aHAaJIi3.

8. TloBepHeHHs y 1ex mNpoO TOTOBOI MPOMYKIi Ta HAMIBIPOAYKTIB,
10 3TMIIMINCH MICJI aHaJ31B JOKYMEHTYIOTb.

ApxiBHI Ta/ab0 KOHTPOJIbHI 3pa3KH Ta 3pa3KH, 3aKIajeHl JJIg MOJAIbIIOTO
BHUBUYEHHSI CTaOUTBHOCTI JIKapChKOIro 3aco0y, MICIs 3aKIHYEHHS CTPOKY iX 30epiranHs
MOBEPTAIOTHCSA Y BIJIMOBIAHI IIEXW 200 CKIAACHKI IPUMIIIEHHS.

9. KinpkicTh HapKOTHYHMX 3acO00IB Ta TICUXOTPOIIHUX PEYOBHH,
10 HeoOX1/1Ha I MPOBeIeHHS 1a00paTOPHOTO aHalli3y y BIAMOBITHOCTI 3 BAMOTaMH
HOPMATHBHO-TEXHIYHOI ~Ta  TEXHOJOTIYHOI  JOKYMEHTAIlii, 3aTBEPKY€EThCS
KEepIBHUKOM Cy0’€KTa roCToaproBaHHs (YIIOBHOBAKEHOIO 0CO00I0).

[IpoOu nyst poBeACHHS aHANI3y BiIOMPAIOTH 3TIIHO 3 HOPMaMu BiTOOPY
po0 MPOAYKIIIT Ta HAMIBIPOAYKTIB, TTepea0aueHUuMHU 3aco0aMu aHaITi3y BIIMOBITHUX
crareir [epxaBnoi @apmakomnei Ykpainu, 3aTBEPIKEHIUX METO/IB KOHTPOJIO SIKOCTI
BIJIMOBIHOTO PEECTPALIHHOTO JO0Che M iHIIor MKSI.
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[ToBTOpEHHS aHAIi3y OKpEMHUX BUIPOOYBaHb MPOBOAUTHCS TUTHKH 3 I03BOITY
BIJIMOB1AQIBHOT 0OCOOH CTY>KOU KOHTPOJIIO SIKOCTI.

Jlns BUBYEHHS CTaOUIBHOCTI JIIKAPCBKUX 3ac00iB MPOTATOM TEPMIHY
IPUAATHOCTI BIIOMPAIOTh 3pa3ku cepii y KUIBKOCTI, mepeadadeHiil 3aKOHOJaBCTBOM.
KoHTponp 3a BHKOHaHHSAM pOOIT TIOKIANAETbCS HA HAYaJbHUKA ITIPO3MALTY,
1110 BUKOHYE AaH1 JOCIIKCHHS.

YMmoBH 30epiranHa npod HApKOTUYHUX 3aCO0IB Ta TICUXOTPOITHUX PEYOBHH,
JIKapChKUX 3aco0iB, HAMIBIPOAYKTIB Ta iX BHUPOOHHUIITBO MOBHMHHI BIAMOBITATH
BUMOTaM po3aury 3 mux [Ipaswu.

10. V xypHani (xkHU31) 3ma4l Ha ckjiaa rotoBoi mpoaykiii (APl ta/abo
TOTOBUX JIIKAPCHKUX 3aC00IB) PEECTPYIOTHCS HAMMEHYBAHHS MPOAYKIi, KIJIbKICTh
MICIIb, KUIBKICTh Yy cepii, HOMEp cepli, HOMEp aHAJIITUYHOTO MaclopTa Ta HOMEP
BHMOTH - 3aMOBJICHHS Ha 3/1aHy TIPOYKIIIIO.

VY KkypHami BHJadl HApKOTHYHUX 3acO0IB 3TIJIHO 3 JOJATKOM 7 J0 IHX
[IpaBun peectpyroTbcsi HaliMeHyBaHHS roTtoBoi mpoaykiii (ADI Ta/abo roToBuX
JKApChbKUX 3aco0iB) KUIBKICTh MICIIb, HOMEp cepii. 3amuc y >KypHami
HATBEPKYETHCS MIAMUCAMU TOTO, XTO 3/1a€ MPOJIYKIIIIO, Ta MPEACTaBHUKA OXOPOHH.

11. 3pavy Ha ckJiaJ HAPKOTUYHUX 3aCO01B Ta MCUXOTPONHUX pedoBUH (ADI)
3M1MCHIOE BIANOBIJAJIBHA 0c00a 1€eXy B CYNpPOBOAI IMPEACTABHUKA OXOPOHH
MaTepiayibHO-BIAMOBIATBHIM  0CO01  CKJIaay 3a BUMOIOK - 3aMOBJICHHSIM
JUTSI HAPKOTUYHUX 3aC00IB Ta TICUXOTPOITHUX PEYOBHH 3T1THO 3 T0AATKOM 12 1m0 1ux
[IpaBun. BuMora - 3aMOBJIEHHS BUITUCYIOTHCSl HAYAJIIBHUKOM 1I€XY (ILJIbHULIL) Y TPHOX
OPUMIPHUKAX Ta MIAMUCYIOTBCS BIANOBIJAIBHOI OCO00I0 11€Xy, TOJIOBHUM
OyxranTepoM, KEpIBHUKOM CyO’€KTa TOCTHOJapiOBaHHS a00 YIOBHOBAXXEHOIO HUM
0c00010, BIAMOBIJAIBHOI 0c00010 ckiamy. llepmuit TpUMIPHUK TepeaacThCs
Oyxranrepii, APYruid - 3aJMIIAETHCS HA CKJIAJl, TPETId - TOBEPTAETHCS Y IIEX.
Kopinenp BUMOTH-3aMOBJICHHSI 3alUIIAIOThCA Yy 1exy. Jlo, BUMOTrH-3aMOBIIEHHS,
10 30epiracTbCsl Ha CKJIAJl, JOMAEThCS AHATITUYHHN JIMCTOK CIIY)KOM KOHTPOJIIO
SKOCT1 Ha 3/1aHy CEePito MPOIYKIIii, 0€3 IKOTO MPUIOM MPOIYKIIii 3a00POHSIETHCS.

12. 3nava Ha ckJa] JIKapChKUX 3ac00iB, IO MICTATh HAPKOTHUYHI 3aCO0HU
1 ICUXOTPOIIHI PEYOBUHH, Y (OpMI aMmITysl Ta TaOJIETOK MPOBOAMUTHCS Y MPUCYTHOCTI
KOMICIi y CKJaji: HayajdbHUKA AUTBHUILI (MaicTpa), 3aBIyIOUOTO CKJIQJIOM TOTOBOI
MPOJYKIIIi Ta MpeIcTaBHUKA OXOpOHU. Ha nepenany npoyKiiiro KOMicCisl CKIIaJa€e akT
3riiHo 3 nojatkom 13 o nux [IpaBui Ta opopMIiTtoe BUMOTY-3aMOBJICHHSI.

13. Tlpu mpwuitmMaHH1 TPOAYKIi MaTepialbHO-BIAMOBIMaTbHA 0cO0a CKIIATy
B IIPUCYTHOCTI TPEJICTABHUKA OXOPOHHU MPOBOJUTH PETENbHY MEPeBIpKYy (HaKTUIHOI
KUIBKOCT1 MICITh, MacH (KIJTBKOCTI aMITyJI, YIAaKOBOK) MPOMYKIIii Ta iX BiAMOBIIHICT
CYNPOBITHUM JTOKYMEHTaM, a TaKOX MEPEeBIPKY IUIICHOCTI YHNAaKOBKH Ta BIAMITKA
CIy>)kOM KOHTpoOJt0 SKOCTl. BimomocTi mpo mnpuiloM HApKOTUYHHX 3aco0iB
Ta MICUXOTPOIIHUX PEUYOBUH PEECTPYEThCS y KypHam (KHU31) OOMIKY 3TiJHO
nyHKTy 1 po3mimy V Ha cKiIagax MiINPHEMCTBA Ta B KypHaJIl HAIXOIKCHHS
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HApKOTUYHUX 3ac001B 3rijgHOo 3 qoaaTkoM 14 no uux IlpaBun. [lani (Maca npoaykiiii,
KUIBKICTh MICIIb, JaTa) MiATBEPUKYIOTHCS MIAMHCOM BIIMOBIIAIBHOI OCOOM IIEXy
Ta CKJIaay, IPEJICTaBHUKA OXOPOHHU, IPUCYTHHOTO MTPH MPUHMaHHI MPOAYKIIii.

14. 3HATTS B3aJIMIIKIB HE3aBEPIICHOTO BUPOOHMIITBA  3IHCHIOETHCS
IIOMICSIYHO (OCTAaHHBOTO YHUCIIa Micsis abo 1 9uciia HaCTYITHOTO MICSIIs) KOMICi€ro
y CKJafi, 3aTBEPKCHOMY HaKa3oM MiANpueMcTBa. JlaHi 3HATTA 3aJIUIIKIB
HE3aBEpIICHOr0 BHUPOOHUIITBA KOMICiA (ikcye y KypHami (KHU31) Lexy. 3amuc
MiATBEPIKYETHCS TMTHUCAMHU WICHIB KOMICI].

15. Topsaaok 3HATTS 3aJUIIKIB HE3aBEPUICHOTO BUPOOHUIITBA KOHKPETHUX
HApKOTUYHHUX 3aCO0IB Ta TCHUXOTPOMHUX PEYOBUH YCTAHOBIIOETHCS IMHUCHMOBOIO
IpOLEypOI0,  3aTBEP/PKEHHUMH  KEPIBHUKOM  Cy0’€KTa  TOCIOJapOBaHHS
(YrmoBHOBa)K€HOIO0 0c00010). B mrucrMoBIi# mporienypi MOBUHHI OyTH BKa3aH1 MOPSIIOK
OOJIIKYy 3aJIMIIKIB HE3aBEPIIEHOTO BUPOOHMIITBA, 3aCOO0M aHai3y Ta iX TOYHICTD,
METOJIMKH BIIOOPY MP0O, OAUHUII BUMIPY MPOAYKTIB HE3aBEPIICHOTO BUPOOHHUIITBA.

16. Ha mingcraBl MaHUX 3HATTS 3aJUINKIB CKJIAJAa€TbCsl BUPOOHHYO-
TEXHIYHUM 3BIT Ta I1HBEHTapu3alliHWi omuc Tux camux BuAiB AdI
B HE3aBEPILICHOMY BUPOOHUIITBI.

17. HapkotuuHi 3aco0HM, TCHXOTPOIHI PEUYOBMHU BHU3HAHI CIIYkOOM0
KOHTPOJIIO  AKOCTI  mianpuemMctBa abo [epxiikciyx000 He NPUAATHUMHU
710 BUKOPUCTAHHS a00 MOJaNbIIOl MEepepoOKHy, MIJISATAI0Th 3HUILECHHIO Y MOPSAKY,
BCTAHOBJIEHOMY 3aKOHOJIaBCTBOM.

18. HeBukopucraHi BigXoad BHUPOOHHIITBA Ta JOMOMIXKHI MaTepiaiH,
10 BUKOPUCTOBYBAJIMCST TIEPE/l BIIIYYCHHSIM, OOCTEKYIOTHCS MPU KOHTPOJI 3 OOKY
BIIMOBIAQIBHOT OCOOM II€Xy Ta TMpEICTaBHHKA OXOPOHHM Ha MPUCYTHICTh
HApPKOTHUYHUX 3aCO01B Ta ICUXOTPOIHUX PEUOBHUH.

19. 3a BimcyTHOCTI B mpoOi HAPKOTHUYHUX 3acO0IB Ta TICUXOTPOITHUX
pPEYOBMH UM TMPU IX BMICTI HE BHUIIE HOPMH, BCTAHOBJIEHOI 1HCTPYKLIEO,
sIKa JI€ 11010 IAaHOTO BUPOOHUIITBA, HE BUKOPUCTAH1 BIIXOAW 3HUILYIOTH BIJIMOBIAHO
no IlpaBun ytumizaiii Ta 3HUIICHHS JIKapChKUX 3ac001B, 3aTBEPIKEHUX HAKa30M
MinictepcTBa OXOpOHM 310poB’st Ykpainu Big 24 kBiTHS 2015 poxy No 242,
3apeecTpoBaHuX B MinicTepcTBi roctuiii  Ykpainu 18 TpaBHs 2015 poky
3a Ne 550/26995.

20. JlomomixHI Ta TMaKyBajbHI Marepiajid, II0 BHUKOPUCTOBYBAJIHCS
Ta Ha0yJM HEMPHUIATHOTO CTaHy, (QIUIBTPYBAJIbHI MaTepiayid, Tepea BUIYYEHHSIM
3 IeXy OYMILIAIOTh ab0 MPOMHUBAIOTH BOZOI0, a00 MEepyTh y MNpajbHUX MalluHaX
3 TOJIAaHHSM JIY>KHOTO PO3UYHUHY.

[licass mpoMuBaHHA, NOMOMDKHI Ta MaKyBaJibHI MaTepianu MepearoThCs
JUTSI 3HUTIICHHS B CIIEIiaTi30BaHl OpraHi3allii, 3riJJH0 YUHHOTO 3aKOHOIaBCTBA.
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21. Y BUpPOOHUIITBI JIIKAPCHKUX 3aCO0IB HEBUKOPHMCTaH1 BiAXOaW (mamip,
CKJIOO1M, BiIXOAMW TUTIBKH, (OJBI'M) BHIYYalOTh JBa pa3d y 3MIHY IpPH KOHTPOJI
300Ky MaiicTpa JUIBHUII Ta mOpeiacTaBHUKa oxopoHu. Ckiobit  (micns
BIICMOKTYBaHHS pPO34YMHY i3 3a0pakoBaHMX aMmIlyl Ta TMOBEPHEHHS HOTO B IIEX)
BUJIYYarOTh, 3a3[ajerigp MPOMUBAIOYM B KaceTaX CTPYMOM IPOTOYHOI BOJIH
Ha TpoTs31 5 - 10 XBUIHH.

22. HapxoTtuyHi 3aco0M Ta TICUXOTPOIHI pEYOBHUHHU, SKI HaOYIH
HEMIPUAATHOTO CTaHy 1 HE MOXYTh OyTH BHUKOPHUCTaHI 3a CBOIM TPSIMHUM
MPU3HAYCHHAM  Ta nepepoOIeHi Hi):[HpI/IGMCTBaMI/I-BI/IpO6HI/IKaMI/I M1 JIATal0Th
3HUIIEHHIO 3TiHO BUMOT [lopsaky mpoBamKeHHS AisUIBHOCTI, TOB'sI3aHOI 3 00irom
HApKOTUYHUX 3aC00iB, IMCUXOTPOMHUX PEYOBHH 1 MPEKYypCOpPiB, Ta KOHTPOIIO
3a ix o0irom, 3aTBep/pkeHoro mnoctaHoBolo KabGinery MinicTpiB Ykpainu
Big 03 yepBHs 2009 poky Ne 589 (mani — [Topsimox Ne 589)

3HUINEHHS HApKOTHMYHUX 3ac00IB Ta TCHXOTPOMHUX PEUOBUH (KpIM
BIIXO/IB, 1[0 YTBOPHWIIUCS Yy MpOlieci BUPOOHHUIITBA BIAMOBIIHO JO TEXHOJOTTYHHX
IHCTPYKIII Ta I1HCTPYKLIM 3 MaKyBaHHS) MPOBOJIUTHCA IICIS OJIEPKAHHS JIHCTA
Jepxmikemy:>kOu 3 BH3HAYEHHSM METOJAY 3HHUINEHHS Yy TMPUCYTHOCTI KOMICii
1 B 000B’SI3KOBOMY TOPAIKY 0(hOpMITIOETHCS akTOM BiamoBiaHO 10 [Topsinky Ne 589.

VIII. Hopsaok po6oTH 3 HAPKOTUYHUMHU 32C00aMHU, ICUXOTPONTHUMH
peYyoBHMHAMMU B JiadopaTopii Ta/ado miapo3aiii cyd’eKkTa rocnogapoBaHHs, AKi
BeAYTh JOC/JITHUIbKI po00TH

1. Ha pi3HuX eTanmax BUPOOHUIITBA, BUTOTOBJIEHHS B TOMY YHCII IiJT 4ac
30epiraHHs Moxe OyTH 3aiiicHeHuil BinOip mpod abo 3paskiB ADI, rortopoi
POYKIlli, HAMBIPOAYKTIB BUPOOHUIITBA, BUTOTOBJICHHS, SIKI MICTSITh HapKOTHYHI
3aco0u Ta MICUXOTPOITHI PEYOBHHH JIJIs TAOOPATOPHOTO aHAMI3y JIJIsi KOHTPOJIIO SKOCTI
Ta/ab0 MOCTITHUIIBKAX POOIT B TOMY YHWCI1 BHUBYEHHS CTaOUTBHOCTI JIKapChKOTO
3aco0y Ta/abo0 msis 30epiraHHs y SKOCTI KOHTPOJIBHUX Ta/a00 apXiBHUX 3pa3KiB.

[IpoOu abo 3pa3ku MOXKyTb OyTHM BIZIOpaHi Ha CKIaAl y CKJIAJICBKUX
MpUMILIEHHAX a00 HAa BUPOOHUYIN AUTbHUII (LI€XY) Y BUPOOHUYUX MPUMILIEHHSX.

2. BiamoBiianbHICTh 3a A0JepKaHHs BiOopy pod abo 3pa3kiB, 30epiraHHs,
NEepeMIIIeHHS Ta MepeBe3eHHs BIAI0OpaHuX MpoO abo 3pa3KiB MOKIAAAETHCS HAKA30M
KepiBHUKA Cy0’€KTa TOCHOJAaprOBaHHS Ha KepiBHUKa JlabopaTtopii B skik Oyze
IPOBOJUTUCH JIA0OPATOPHUM aHaMI3 I KOHTPOIIO sKOCTI abo mabopaTopii
9 TAPO3/LTY, IKUI BeAe TOCHTITHUIIBKI POOOTH.

3. V pas3i npoBelneHHs J1a0OPATOPHOTO aHami3y JUIsi KOHTPOJO SIKOCTI
32 KOHTPAKTOM  BIJMOBIAAIBHICTh 33 JOACPKAaHHA TOPSAAKY BigOopy mpob
a0o0 3paskiB, OOJIKy, PyXy, 30epiranHs, MEPEeMIIICHHsS Ta MEPEBE3CHHs BiIOpaHUX
npo0 abo 3pa3KiB MOKJIANA€ThCS HaKa30M KEpiBHHMKA Cy0’€KTa TOCIOAapIOBAHHS
cy0’ekTa Ha MOCaZOBY 0cO0y (YIMOBHOBaXeHY 0C00Yy) 10 000B’SI3KIB SIKOT HAJIEKUTH
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IpOBEJAEHHS poOIT 1moA0 BiAOOpy TMpod abo 3pa3kiB Ta IEepPEeBE3EHHS
iX 710 KOHTPAKTHOI JJabopaTopii.

4, KinpKiCTh HapKOTUYHHUX 3ac00iB  Ta TICHXOTPOIIHUX PEYOBHH,
110 HEOOX1HA ISl POBEJICHHS JIa0OpPaTOPHOIO aHalli3zy abo JOCHITHUIIBKUX POOIT
BHU3HAUAETHCSI CYO €KTOM TOCIOAAPIOBAHHA Yy  BIJIMOBIAHOCTI 3 BHMOTaMH
HOPMAaTUBHO-TEXHIYHOT Ta  TEXHOJOTIYHOI  JOKYMEHTallli, 3aTBEepIKyeThCs
KEpPIBHUKOM Cy0’€KTa rocrofapioBaHHs a00 YIOBHOBa)KEHOIO 0CO00I0.

5. Bigbip 3pa3kiB abo mpoO 3Ai1MCHIOETHCSA TPALIBHUKOM CKJIaay, y pasi
BiOOpY Ha ckiaani, abo MpaiBHUKOM BUPOOHMYOI MUIBHMIN, y pa3l BiaOOpYy
Ha BUPOOHUYIH JUIBHUII (11eXYy), 00 MpaIliBHUKOM JabopaTopii YU miapo3auTy, sSIKui
BeJie JIOCHIHUIIBKI POOOTH y TMPUCYTHOCTI BIANOBIIAIBLHOTO MpalliBHUKA
Ta IpeJiCTaBHUKA 0XOpoHU. [lepemilienHs, nepeBe3eHHst mpod abo 3pa3KiB 0 MicCIs
30epiraHHst a0o MicIs MPOBEACHHS Ja0OPATOPHOTO aHAJI3y YU JOCIITHUIBKUX POOIT
3IIMCHIOETHCS y IPUCYTHOCTI MPEACTAaBHUKA OXOPOHH.

6. [Ipobu a6o 3pasku ADI, HamiBNpoAYKTIB BUPOOHMUIITBA, BUTOTOBJICHHS
BIIOMpAlOTh y TapyBajbHy CKISIHKY 3 MPUTEPTOO MPOOKOK YH KPHILKOIO,
I10 3arBUHYYETHCS.

7. OpepxxaHHs 3pa3KiB 3 BUPOOHMYOI IUIbHULI (LEXy) 4M 31 CKiIamy
JUISL TPOBEACHHS JTOCTIAHUIBKUX POOIT Ta MOBEPHEHHS HEBUKOPUCTAHUX 3JIMIIKIB
Ha BHUPOOHMYY JUIBHUIIO (LI€X) YM CKJaJ MPOBOAATHCA 3a JOKYMEHTaMH,
3aTBEPPKCHUMHM Ha IMANPHEMCTBI, MIANHCAHUMH 0CO0aMH, BiANOBITaIbHUMH
3a 00JIIK HAPKOTUYHUX 3ac001B, TCUXOTPOIHUX PEYOBUMH. Bumora - 3amoOBIICHHS
a00 HakyagHa 0OPMITIOETBCS Y 3 PUMIPHUKAX Ta MEPENA0ThCs MO 1 MPUMIPHUKY
70 BIIUTY OyXTanTepchKoro oOJiKy cy0’€KkTa rocmojaproBaHHs Ta A0 BUPOOHUYOI
TinpHUI (11eXy) M ckinany. TpeTiid mpuMipHUK BUMOTH - 3aMOBJICHHS a00 HaKJIaTHOT
3QJIMIIAETBCS B JIabopaTopii 4M MiAPO3Iiial Cy0’€KTa TOCHOJApIOBAHHS, SIKE BENE
111 JJOCJTHUITbKI pOOOTH.

Bcei  BimiOpani mpoOu  peecTpyroTbes B KypHall (KHHMTa) OOJIKY
B Jjaboparopii 3riiHo 3 nogaTtkom 15 o uux [Ipasut.

VY pasi 6araTopa3oBoro oAep:KaHHs MPOTATOM MICSIIS OJJHOTO i TOTO CaMOT0
00’€KTa JOCIHIJKEHHSI, 110 MICTUTh HEBEJIMKY KUIbKICTh HApKOTUYHUX 3ac00iB
Ta TICUXOTPOITHMX PEYOBHH JOIMYCKAETHCS OPOPMIICHHS €IWHOT BHMOTH —
3aMOBJICHHSI a00 HaKJIaJHOI y KIHII1 KOKHOT'O MICSIIS.

VY mepmmmx 4Ymciiax KOXKHOTO MICSIlS JIabopaTopis 4u Mmiapo3fdin cy0’exta
TOCIIOJAPIOBAHHSA, SIKMA BeAe€ JOCHIAHUIBKI pPoOOTH Tomae 10  BIIIUTY
Oyxraiarepchbkoro OOJiKy 3BIT 3a MOMEPEAHIM Micslb Micis NpUOYTKY Ta BHIATKY
HApKOTUYHUX 3aCO0IB Ta TCHUXOTPONMHHUX PEUYOBUH 1 MPEKYpPCOPIB HA TPOBEICHHS
JOCIITHUIIBKIX POOIT. 3BIT CKIAMA€ThCS HA MiJICTaBl JAaHUX KypHATIB (KHHUT) OOJIKY
B jabopatopili 4u miaApo3aiiai Cy0’€KTa TOCMOMAPIOBAHHS, SKE BeIE JOCIITHHUIBKI
poOotu 3rigHo 3 JonatkoM 15 no uux IlpaBui.
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8. PesynpTatu nochikeHb aHAMI3YIOThCS B JIabopaTopii 4u B IMiAPO3JLIL,
SKUW BeJe MOCTIAHHUIIbKI poOOTH Ta TepeacThcs Ha aHalli3 3a aKTOM Iepenadi
a00 HakiagHOM. /{0 o/lep kaHHS PE3yNbTATIB aHAII3Y 3AIMIIOK PEUYOBUHU TPAIliBHUK
nmabopartopli 4u miApO3AUTY, AKUNW Beae JOCTIIHHUIBKI poOOTH 37a€ Ha 30epiraHHs
y 3aKkpitieHuid  cedid  BIAMOBIZaIRHOMY 3a  OOJIK  HApKOTMYHMX  3aco0iB
Ta TMICUXOTPOTTHUX PEYOBHH.

9. HapkoTuyHi 3aco0H, MICUXOTPOITHI PEUOBUHU BHKOPUCTAHI Y TPOBEIACHHI
HAayKOBUX JIOCHIPKEHb, BHACITIJOK SIKUX OTPUMaHl PEUYOBMHU, IO HE IMJISATAIOTh
nepepoOIli, CHOUCYIOTBCA 3a aKTOM KOMICI€I0 y CKJIaji: TMpeACTaBHHKA CyO’€KTa
OXOpPOHHOI AISUTBHOCTI, BIAMOBIAAIBHOT 0coOU 3a 00K Ta 30epiraHHs HAPKOTHYHUX
3ac00iB Ta TCUXOTPOIHUX PEUOBMH Yy JjabopaTopii YW MiAPO3IUT, SKUN Beje
JOCIITHUIIbKI pOOOTH, MPEACTAaBHUKA CITYKOM KOHTPOJIIO SIKOCTI Ta O€31M0CePeTHHOrO
BUKOHABIIS. 3HUIICHHS 3a3HAYEHHX MPOAYKTIB BiIOYBAETHCSA OYAb-SIKUM METOJIOM,
0 YHEMOXJIMBIIIOE iX TMOAANbIIMK OOIr BIAMOBIAHO 10 TocTaHoBH KabOiHeTy
MinictpiB Ykpainu Bin 3 uepBHs 2009 poky Ne 589 «IlIpo 3arBepmxenus Ilopsaky
IIPOBAKEHHS JISTTLHOCTI, MOB'sI3aHOT 3 001roM HAPKOTHUYHUX 3aC001B, ICUXOTPOITHUX
PEYOBHH 1 MPEKYPCOPIB, Ta KOHTPOJIIO 3a X 00IroM».

10. [Jocmimai poOOTH 3 HAPKOTHYHHMH 3aco0aMH Ta ICHXOTPOTTHUMH
PEUOBHMHAMH TPOBOAATHCS y CHELIAIBHUX MPUMIIICHHIX, 00JaJHAHUX BIJIMOBITHO
10 BuMor, BukianeHux y myHKTI 3 Pozmimy III mux IlpaBun. Ha wac pemonTy
MPUMILIEHHS! Ta NPOBEICHHS 1HBEHTapu3alli poO0oTa 3 HAPKOTUYHUMHU 3aco0amu,
MICUXOTPOTHUMHU PEUOBMHAMU NMpPUNUHAEThCSA. HapkoThuHi 3aco0M Ta NMCUXOTPOIHI
peYOBHUHM 30epiraroThes y madax/ceridax.

11. Vci kinbKiCHI JaHi, oJepkKaHl B MPOIECl TOCITIKEHHS, Ta PE3yIbTaTH
aHaI3y 3amucyloTh y Ja0OpaTOpHOMY >KypHam (KHHU31) IS peecTpaiii pooit
3 HAPKOTUYHUMHU 3ac00aMU, TICHUXOTPONMHUMHU PEYOBHHAMHU MPOHYMEPOBAHOMY,
CKpIIIJICHOMY TI€YaTKOK (32 HAasABHICTIO) Ta MIAMUCOM KEpIBHHKA CYO €KTYy
rocrojaproBaHHs (YIOBHOBaXkeHOT ocoOu). OOJiK HamiBIPOAYKTIB HEBU3HAYEHOTO
CKJIaZly BeyTh BIAMOBIIHO 10 MYHKTY 5 po3auty IV nux Ipasun.

12. Cy0’exTu rocnofaproBaHHA, K MNPOBOASATh POOOTH 3 HAPKOTUYHUMU
3aco0aMu, TCUXOTPONHUMHU PEUYOBMHAMHU (32 YMOBU OJHOYACHOTO HIOMICSYHOIO
30epiraHHsl MpenapariB HAPKOTUYHHUX 3aCO0IB Ta MCUXOTPONMHUX PEYOBHUH, B SKUX
3arajbHa KUIBKICTb JIIF040i peYOBUHU He nepesuiye 10 rpamiB) MaroTh 3a0€3M€UUTH
HasIBHICTh IPUMIILEHB, SIK1 BIMOBIAAIOTh BUMOTaM MyHKTY 83 JIileH31MHUX YMOB.

13. TIlpobu abo 3pa3ku TOTOBOI MPOAYKIii Ta HAMBOPOAYKTIB,
110 3TUIIJINCH MICH JabopaTOPHOTO aHalli3y, apXiBHI Ta/a00 KOHTPOJIbHI 3pa3Ku
Ta 3pa3Kkd, 3aKJIaJeHl [JI1 BUBYCHHS CTAOUTHHOCTI, MICHS 3aKiHYCHHS CTPOKY
ix 30epiraHHsl TMOBEPTAIOTh N0 MIAPO3AUTY y SKOMY BOHM Oynau BiniOpaHi
710 BUpOOHMYOI AUTHHUII (11eXy) ab0 CKIamy.
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CnucaHHs HApKOTHUYHHUX 3aC001B Ta MCUXOTPONMHUX PEYOBUH, BUKOPUCTAHUX
HAa TPOBEICHHS JOCHPKEHb Ta 3HUIICHHS MPOJYKTIB peakIiiii, MTPOBOIATHCA
710 BUMOT, BU3HaU€HUX MyHKTOM / po3ainy VIII nux Ilpasu.

14. TTicna 3akiHYeHHS POOIT MpAIiBHUK CKJIaJIa€ 3BIT 3 TAOJIUIICIO, B IKOMY
3a3HAYaIOThCA:

BHUXIJIHA KIJIBKICTh 00’ €KTa JIOCHTIKEHHS,

KUTBKICTB TIPOJIYKTY, OJIEP>KAaHOTO BHACIIIOK JOCIIHKCHHS;

KUTBKICTh MPOJYKTY, BUKOPUCTAHOTO Ha aHaJi3;

KUTBKICTh MPOIYKTY, 3JaHOTO Ha 30epiraHHs y ceiid.
3BIT TOMAETBCS 3aCTYNMHHWKY JUPEKTOpa 3 HAYKOBOi pobOTH  cy0’ekTa
rOCTIO/IapIOBaHHS.

I'enepanbuui nupexrop Jupexropary
¢papmaneBTHYHOrO 320€3MeYCHHA Onexcanagp KOMAPIJIA



