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Iepenix
BiZTOMoOCTEI, 10 MICTATH CJIY:K00BY iH(popMaLit0
y JepxkaBHii ciyx0i YKpaiHM 3 JiKapCbKHUX 32C00iB Ta KOHTPOJIIO
3a HAPKOTHKAMH

1. BayTtpiBimomya ciy:kO00Ba KOPECHOHACHINSA, JOMOBIAHI 3aIllMCKH,
peKOMeH/allli, SKII0O BOHM TOB’S3aHI 3 PO3POOKOI0 HAIpsIMy JISIBHOCTI
Hepxmikcny:xOu  abo  3A1MCHEHHS  KOHTPOJBHMX, HArfsSAOBHX  (DyHKIIN
JlepkiiKkciy>)kOl, TpouecoM MPUUHATTA PIMIEHb 1 NEPEeayloTh TyOJiyHOMY
O0OrOBOpPEHHIO Ta/a00 MPUUHSTTIO PIllICHb.

2. Jlucth, NMOBIAKHM, BUCHOBKM Ta IHIII JOKYMEHTH (y TOMY 4YHCHI
BHYTPIB1IOMY1), SIKI MICTATh BIJIOMOCTI, 1[0 HE CTAHOBJIATH ISP KaBHOI TAEMHHUIIL,
ajie PO3TOJIOLIECHHS KX MOXE 3aBIaTH 1CTOTHOI IIKOJIW 1HTEpECcaM HalllOHAJbHOI
Oe3MeKH, TEePUTOpiabHIA IUIICHOCTI a00 TPOMAICBKOMY MOPSAKY, 3J0POB’IO
HACEJICHHsI, pemyTalii Ta MpaBaM IHIIMX OCI0, MPU3BECTH JO PO3TOJIOIICHHS
KoH(DieHIiiHOoT 1HpopMallli, CIPUSATH 3aBOPYIICHHSIM ab0 BUYMHEHHIO 3JI0YHHIB,
TOILO.

3. BimoMocTi mono cy0’eKTiB rocmojaproBaHHS Ta JOKYMEHTH, IO
HaJIAnuM 10 Jlepximikciry:x0u 11 OTpUMaHHS

JUEeH311 Ha BUPOOHUITBO JIIKAPCHKUX 3ac001B, IMIOPT TaKUX 3aco0iB (KpiM
aKTUBHUX (DAapMalleBTUUHUX I1HTPEIIEHTIB), ONTOBY Ta pPO3JpIOHY TOPTIBIIO
JKapChKUMU 3ac00aMu;

JineH3li Ha MPOBAKEHHS TOCMOJAPCHKOI MISUIBHOCTI 3 KYyJbTUBYBAHHS
pociuH, BKiroueHux 10 Tabnui I [epeniky HapKoTUYHUX 3aC001B, ICUXOTPOITHUX
PEYOBHMH 1 MPEKYypCOpIB, Ta 3 PO3POOJICHHS, BUPOOHUIITBA, BHUTOTOBJICHHS,
30epiranHs, TEpPeBE3CHHs, NpuaOaHHs, peamizamii (BIAMYCKY), BBE3CHHS Ha
TEPUTOPIIO YKpaiHu, BHUBE3EHHA 3 TepUTOpil VYKpaiHW, BHUKOPUCTAHHA Ta
3HMILEHHS HApKOTUYHUX 3aco0iB, TCHUXOTPOMHUX PEUYOBHH 1 MPEKypCOpiB,
BKJIIOUEHHX 10 3a3HaueHoro llepeniky (nmani — MisUTBHICTH 3 00ITY HapKOTHUYHUX
3ac001B, ICUXOTPOTTHUX PEYOBHH 1 MPEKYPCOPIB);

CBIJIOIITBA TMPO JCPXKABHY PEECTPAII0 MEIUYHOI TEXHIKM 1 BUPOOIB
MEAMYHOTO MPU3HAYCHHS,;

BHCHOBKY IIIOJIO MiITBEPHPKEHHS BUPOOHUIITBA JIIKAPCHKUX 3aC001B BUMOTaM
GMP, uwn/abo ceptudikaTy BIAMOBIIHOCTI BUPOOHMIITBA JIKAPCHKUX 3ac00iB



BuMoraMm GMP, ceptudikaty mikapcbkoro 3acody aisi MIKHAPOIHOI TOPTiBii Ta
HiATBEP/HKEHD ISl aKTUBHUX (hapMalleBTUYHUX 1HTPEIIEHTIB, 0 €KCIIOPTYIOTHCS
no €pponeiicbkoro Coro3y, Uil JIKapCbKUX 3aco01B, NPU3HAYECHUX JUIS
CTIOKMBAHHS JIIOINHOIO;

J03BOJIy Ha TpaBO BBE3EHHS (BHBE3CHHSA) Ta Ha MPaBO TPAH3HUTY UeEpes3
TEPUTOPiI0 YKpaiHM HAPKOTHUYHUX 3ac00iB, TCHXOTPONHHUX PEYOBHH 1
IPEKYPCOpIB.

4, BimoMocTi momo cy0’€KTiB TOCHOMApIOBaHHS, IO HAXOMSTH IS
BHeceHHs i1H(DopMmaiii 10 «KypHany o06miky iH@opmarlii, 1o HAAXOAUTH 0
Jepxmikenyk0u BiJl OpraHiB 3 OIIHKH BIJIMOBIAHOCTI Ta 0¢i0, BIAMOBIIATBHUX 32
BBEJICHHS MCIWYHUX BHPOOIB, MEAMYHUX BHPOOIB JUIs JIarHOCTHKH N VItro,
AKTUBHUX MEIUYHUX BUPOOIB, K1 IMIUIAHTYIOTb, B 001T».

5. BizomocTi moao cy0’€KTiB TOCOAAPIOBAaHHS, OTPUMAHI

5.1. B pe3ynbTaTi 3IMCHEHHS I€PKaBHOTO KOHTPOJIIO 3a TOTPUMAHHSIM:

BUMOT 3aKOHOJIaBCTBA IIOA0 3a0€3MEUYEHHS SKOCTI Ta OE3MEKHU JIKAPChKUX
3ac00iB 1 MEJAMYHUX BUPOOIB HA BCIX eTamax oO0iry, y TOMY YHCIl MpaBUI
3MIMCHEHHS] HAJIKHUX MPAKTUK (BUPOOHUYOI, AUCTPUO IOTOPCHKOI, 30epiraHHs,
anTeyHo);

JTUEH31MHUX YMOB MPOBA/KEHHS TOCMOAAPCHKOT JISJIBHOCTI 3 BUPOOHUIITBA
JIKApChKUX 3ac001B, ONTOBOI Ta PO3APIOHOT TOPTIBII JIKAPCHKHUMH 3acO0aMH,
IMITOPTY JIIKAPCHKUX 3aC001B (KpIM aKTUBHUX (PApMaLIEBTUYHHUX THTPEIEHTIB);

Bumor GMP/GDP (aktu Ta 104aTKH 10 HUX, 3BITH TOIIIO);

TIEH3IMHUX yMOB TPOBAHKEHHS TOCHOJAPChKOI MISUTBHOCTI 3 00iry
HApPKOTHUYHHX 3aC001B, ICUXOTPOITHUX PEUYOBHH 1 MMPEKYPCOPIB;

5.2. 3a pe3yibTaTaMu JEp:KaBHOTO PUHKOBOTO HATJSALy IMOJA0 Oe3neKu
MEJIMYHUX BUPOOIB.

6. BimomocTi, fKI OTpuMaHl Mpu 3AIMCHEHI Traiay3eBOi arecTaiii
nabopaTopii 13 3J1HCHEHHSI KOHTPOJIO SIKOCTI JIIKAPChKUX 3aCO01B.

1. BimoMocTi 110,10 po3riisy MarepiaiiB OTpUMaHUX y X0l 3MIMCHEHHS
3ax0/iB, BU3HAYEHHX Yy TyHKTax S5, 6 1poro Ilepemiky, Ta BiZIOMOCTI OO
(daxiBIliB, K1 iX 311MCHIOBAIH.

8. [Hdopmariisi, MO CTOCYEThCA BU3HAYEHHS MO3MIII YKpaiHU 1010
JOLIBHOCTI YKJIaJaHHS OKPEMHUX MIXHAPOJHHUX JIOTOBOPIB y cdepax KOHTPOJIIO
SAKOCT1 Ta O€3MeKH JIKapChKUX 3aC001B, MEAMYHUX BUPOOIB, 00Iry HAPKOTUIHUX



00iry, a TakoX y cdepax JIeH3yBaHHS TOCMOAAPCHKOI TisUTBHOCTI 3 BUPOOHUIITBA
JIKapChKUX  3aco0iB, IMIIOPTY  JKapChKMX  3aco0iB  (KpIM  aKTHBHHX
(dhapMalleBTUYHUX IHTPEIIEHTIB), OMTOBOI Ta PO3APIOHOT TOPTIBJII JIKAPCHKUMHU
3aco0amu, 00Iry HAPKOTHYHUX 3aC001B, ICUXOTPOITHUX PEUOBHH 1 IPEKYPCOPIB.

9. BimomocTi 1100 BUKOHAaHHS MDKHApOJHHUX JOTOBOPIB YKpaiHU y
chepax KOHTPOJIO SIKOCTI Ta OE3MEeKH JIKApChKUX 3ac00iB, MEAUYHHUX BHUPOOIB,
00ITy HapKOTHYHUX 3aC001B, MCUXOTPOMHUX PEYOBHH 1 MPEKYpPCOPIB Ta MPOTUIIT
iX He3akOHHOMY O00iry, a TakoX Yy cdepax IJIEH3YBaHHS TOCIOAaPChKOi
JISJIBHOCTI 3 BHUPOOHUIITBA JIIKAPCHKUX 3ac001B, IMIIOPTY JIIKAPChKUX 3aco0iB
(KpiM aKTUBHHX (papMalleBTUYHUX 1HTPEJIIEHTIB), OMTOBOI Ta pO3ApiOHOI TOPTIBIII
JIKapChbKUMU 3aco0amu, o0iry HapKOTHMYHUX 3aC001B, MCUXOTPOMHUX PEYOBHUH 1
IIPEKYPCOPIB.

10. BigomocTi mpo poboTy 3 iHpOpMaITiEI0 B KOMIT IOTEPHUX MEPEKaAX:

PO TOPSJIOK BUTOTOBJIGHHS, OOJIIK Ta 30epiraHHs MapoJjiB, KIIOYIB Ta
171eHTU(DIKATOPIB, IKI BUKOPUCTOBYIOTHCS;

PO CTPYKTYPY, CKJIaJIOBI YACTUHH, TEXHIYH1 XapaKTEPUCTUKH;

PO pe3yJIbTaTH MEPEBIPOK aBTOMATHU30BaHO1 1H(POpMAIIHHOI cucTeMu abo i
€JIEMEHTIB CTOCOBHO HAsIBHOCTI Yypa3lMBUX MICIb Ta pE3ylbTaTiB YCYHEHHS
BUSIBJICHUX HEJOJIIKIB.

11. BimomocTi, oTpuMaHi B TIPOLIECI CIYKOOBUX PO3CIiTyBaHb 3 MHUTAHb
MPOTUIIT KOPYTIIIii, 10 MOMEHTY IPUIHSATTS PIIICHb.

12.  BimomMocTi oTpuMaHI ITiJ1 Yac CIMBIIpalll 3 OpraHaMHu JIepKaBHOI BIIaJIH,
MPAaBOOXOPOHHMMM  OpraHaMH, HOPUAUYHUMU Ta  (QIBUYHUMU  0coOamu,
npaiiBHUKamMu Jlepaimikciyk0u, SKII0 BOHU CTOCYIOThCA MPOTHII KOpYMIli Ta
MOXXYTh 3aBJAaTH IIKOJY IHTEpecaM TpPeTiX ocid, opraHaM AOCYAOBOrO CIiICTBa,

cyny.

13. BigoMmocTi, 0 MICTITh CIy)00BY 1H(pOpPMAIIII0 OpraHiB JEpPKaBHOT
BJIAJM, MICIIEBOTO CaMOBPSITyBaHHSI, M AMPUEMCTB, YCTAHOB 1 OpraHi3allii.

14. BimoMocTi Opo 3axX0AM IIO00 3aXUCTY CIykO00BO1 1HGOpMaIIi i yac
NpUIAOMY 1HO3EMHUX JeJieralii, Tpyn Ta OKPEMUX 1HO3EMIIIB.
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15. BimoMocTi oprani3aiiiHoro XapakTepy moa0 MoOutizariitHoi poboTu
0e3 3a3HaueHHs 1HGOpMaIlli PO AUCIOKAIII0, XapaKTEPUCTUKU 3aMaCHUX ITYHKTIB
YIOpaBIiHHSA, a TaKOX BIJOMOCTI 3a OKPEMHUMH ITOKa3HUKAMH TIPO TOPSIOK
(dbiHaHCYBaHHS 3aXOJIB 3 MOOLTI3AINHOI MIATOTOBKH, PO3TOJIOMICHHS SKUX MOXE
3aBJIaTH ICTOTHOI IIKOAM IHTEpecaM OOOPOHU Jep>KaBH, OXOPOHH TPOMAIICHKOTO
MOPSAIKY, HAIlIOHAJIbHINA Oe3melli.

16. BimomocTti mpo BTpaTy MaTrepialbHHUX HOCIIB i1HpOpMAIli, SKUM
HagaHo Tpud «/as ciy:k00BOr0 KOPUCTYBAHHS», Ta MPO (aKTH PO3TOJIOMICHHS
CITy’»K00BOi 1HpOpMaIIii.

['onoBa moOCTIHHO A1F0Y01 KOMICIT

3 MUTaHb POOOTH 13 CITYKOOBOIO
1H(OpMaIli€r0 — TOJIOBHUM CHIEIialicT
3 MUTaHb 3aM00IiraHHs Ta

BUSIBJIICHHS KOPYIIIIi M.I. CaBuenko
CXBAJIEHO CXBAJIEHO
[TpoTokon 3acianHs IIpoTokon 3acigaHHs IMOCTIHHO
EK [depoxiikcimyxou JI0Y01 KOMICIi 3 MHUTaHb pPoOOTH 13
CITYy’)KOOBOIO iHopMarriero
Jepxitikciryxou
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