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No Ha No BiJI

Cy0’eKkTam rocrnoaaproBaHHsi, uo
NpoBAAATH AIVIBHICTD 3
MiAKOHTPOJIbHHUMHU PEYOBUHAMH

Hepxasna ciyx0a 3 sikapcbknx 3aco6iB Ta KOHTPOJIIO 338 HAPKOTHKAMH Y
Honrasewkili obnacti (nani — Ciyx6a) HABOAMTH eTary SHUIIEHHS Ipernaparis
HapKOTUYHUX  3ac00iB, INCUXOTPOIHHMX PEUOBHMH | IpEeKypcopiB  (nami —
MIKOHTPOJIBHUX [PENApPATiB) Ta HAJAHHS iHdOpMALLT PO BAKUTI 3aX0/IH.

Bignosimno no  Bumor nymkry 75  Jlinemsiiinux YMOB™  3HUUenHA
NIOKOHMPONbHUX npenapamis 30ilicHIoembea 32i0H0 3 llopsokom npoeadicenns
distbHocmi, noe’a3anoi 3 06izom HAPKOMUYHUX 30C0016, NCUXOMPONHUX PeyosUH
I npeKypcopie, 3ameeposricenum nocmanoeor Kaoinemy Minicmpie Yrpainu ¢io 3
uepens 2009 p. Ne 589 (nani — Iopsijiox).

1. BusHaueHHs MeTOY 3HUIICHHS (nynkr 12 TMopsiaxy).

3eepmaemo  yeacy!!! 3umimenns MIAKOHTPOJILHUX Npenaparis (kpiM_ix
HCBMKOPUCTAHUX DPCIITOK Y BIJKPUTHX AMIyNaX, BiAXOJiB. IO YTBOPHIHCS Y
npolieci BUPOOHHITBA BiAMOBIIHO JI0 TeXHOIOTIYHIX PErJIaMEHTIB, TA MMOBEPHYTHX
BIJI POJIMYIB [TOMEPIMX XBOPHX) 3AiHCHIOETHCS 32 BU3HA4YeHUM [lepxiaikceayxGoro
meToxoM (myHKT 76 Jlinensifinux ymos*).

JUist BU3HAYCHHS MeTO Y 3HUIICHHS MiAKOHTPOJILHUX [PENapaTiB HAPKOTHYHUX
cy0'eKT ro€rnoiapioBaHHs nodae 0o Aepotcnikenyscou™* maxi dokymenmu:

- 3a51BY 32 OPMOIO 3TijIHO 3 101ATKOM 3 J10 [Topsinky (nomaernes);

- KOIIIIO JIiLieH3ii Ha npaBo nmpoBajyKeHHs AISIIBHOCTI, TOB'SI3aHOT 13 3HUIIEHHAM
3ac001B I pe4OBMH, BKJIHOUEHHX 10 Tabaunp 11 1 111 Ta crueky 1 tabamui IV nepeniky
(770-2000-11), sxwo ix suuwenns 30iticHioempes cyb'ekmom  2ocnooapiosans
BNACHUMU CUNAMU;

-3aCBIAYEHY B YCTAHOBJIEHOMY MOPANKY KOIIIO JIOrOBOPY MNP0 3HUIIEHHS
3aC001B i PEYOBHH, BKJIIOYEHHX 10 Tabauim 11 1 111 T4 crueky 1 tabamui IV nepeniky
(770-2000-11), npenaparis, 1o MicTsTh HAPKOTHYHI 3aCO0M, TICHXOTPOIHI PeYOBHHH i
MPEKYpPCOPH B KUIBKOCTI, [0 TepeBHILye IPAHUYHO JI0MyCTUMY, i3 Cy0'ekToM
FOCIIONAPIOBAHHS, KU Mae JILEH3i0 Ha MPaBO NPOBAKEHHS 3a3HAYCHOIO BUJLY
JUSUBHOCT, AKWO IX 3HUWECHHS 30ITICHIOEMbCS. HA 0020BIDHUX YMOBAX,

- KOIIIO  MOBIIOMIICHHS NPO  CTPOK MPOBEJICHHS  3HUILEHHS, HAaJiCAaHOrO
Cy0'€KTOM  rocrogaproBaHHs TEPUTOPIAILHOMY (BIIOKpEeMIICHOMY ) 1 PO3iiJTy
MIDKPEriOHANLHOO  TepHTOPIAILHOrO opraHy HanioHanpHol nomimil 3 mnurans
0OPOTLOU 3 HAPKOBITOUHHHICTIO.

HepasHa criyx6a 3 nikapcbkux 3aco6is Ta KOHTpOnto
M2 33 HapkoTukamm y MonTascbkii obnacri
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2. Jlepxmikenysx6a y ACCATUIICHHUH CTPOK pO3rIsiaae  mojami cy0'ekToM
FOCNIONIapIOBAHHS  IOKYMEHTH Ta B IHCHMOBIi dopmi  nosinomise ioro 1po
MPUHHATE PillICHHS 11100 BU3HAYCHHS METOLY 3HUIIEHHS (TyHKT 13 [Topsiky).

3. 3HUILEHHS M1 IKOHTPOJILHUX MepanapTisB  Moxke 3jilicHIOBaTHC 1BOMA
WAXaMU:  eracHumu  cunamu  cy6'ckma 20CNOOAPIO6ANHS,  aKwo Oanuii  euod
OisibHoCmi 3a3naueno ¢ niyensii abo inwium cyb'exkmom na 00206IPHUX YMOBAX
(myrkt 14 IMopsiaky).

3.1. 3a pesysbratamu 3nuinenmus M1 IKOTPOJIBHUX npenaparis B KiJIbKOCTI, 1110
HMCPCBHILYE IPAHMYHO JIOMYCTUMY, BJACHHMH CHIAMM cy0'exT rocnoaapoBanns
CKJIAZIa€ y TPhOX MPUMIPHUKAX aKT 3a (opmoto 3riaHo 3 momatkom 4 1o Iopsaxy
(nonaetbes), sikuid 3aCBIYYETHCS MIAMHCAMU WieHiR KOMIciT.

[epumit npumipuuk axra SAMILACTBCS y cyb'ekTa rocrnonapioBanus, iHmi
HAJICHIIAIOTBCS TEPUTOPiaibHOMY (BIIOKpemiIeHOMY) MiAPO3/IiTy MiXkperionaabHoro
TEPUTOpPIaNbHOr0  oprany  Harionannho] nomuii - 3 nurans Ooporsbu 3
HApKO3JIOYMHHICTIO Ta TEPUTOPIAILHOMY OpPraHoBi Hepamikenyskowu.

3.2. 'V pasi suummenns M IKOTPOJIbHUX Mpernaparis, B KiIbKOCT, 1110 NePEBUIILy€
'PAHUYHO  IOMYCTUMY, iHIIUM cy0'ekTom Ha NOTOBIPHHX yMoBax cyO'exT
FOCIIOIapIoBaHHS, SIKUH 31iliCHUB 3HUILCHHS, CKIIAZIAE aKT y YOTUPBLOX NPUMipHHUKAX,
AKHH 3aCBIYy€ThCS MiANMCAMK YWieHip KOMICIi.

Hepumii npumipuuk axra 3aMILAEThes y cyO'ekra FOCIIOJIAPIOBAHHS, SIKUM
3MIMCHUB 3HUINEHHS, Apyrui - y cyb'exra FOCIIONIAPIOBAHHS - BJIACHUKA TaKHX
3aC00IB i pevoBHH,  inpmi] HaJICUIAOTLCSA  BIJIOBIIHO TEPUTOPiaAILHOMY
(BizokpemiieHomy) MAPO3TY  MiXkperionaasHoro TEPUTOPIANLHOrO  Oprany
Hauionansroi nomiuii 3 nurans 00pOTLOH 3 HAPKO3IOUMHHICTIO Ta TEPUTOPIAILHOMY
OpranoBi Jlepsknikcyx6u.

4. Hamatu g0 TCPUTOPIANILHOTO — OpraHy Hepaxnikenyx6u (Ciyx6m)
MOBIZIOMJICHHS T1PO 3HHMIICHHSI JIKapehbkoro 3acoby (popma momaersest) 1o sikoro
JOJIaTH:

- AKT [IPO 3HUIICHHS! I IKOHTPOJILHUX npenaparis (1oaatok 4 510 [opsinxy);

- iHdopmauio Tpo ficpefiady  JliKapehbkux 3acobiB, mo me 1 JUISIFar0Th
NOAAJILIIOMY BHKOPUCTAHHIO, JUls yTumisawii aGo SHCIIKOJUKCHHS, Hodacmbcsa ¢
naneposomy ma enekmponnomy surnsy za (opmorio, HaseneHorO y JojaTtky 2
(Popma  naoanns Inghopmayii  npo MKApCoKi  3acobu, wo ne nions2aromo
nooanvuiomy BUKOpUCMAnHtio, nepedani ons SHEUIKOOJICeHHS) 110 Hakazy MO3 Bij
24.04.2015 poky No 242 «llpo 3arBepkenns Ipasun yrunizanii Ta SHULLIEHHS
JNKApCHKUX 3ac00iBy (nomaerscest). Jlana (opma 3anoBHIOETHCS [IPU 3HULICHH] s
GlAcHumu  curamu  cy6'ckma 20CnO0aplosanus, max i npu 3HUWEHH]  [HwUM
cyb'exmom na 00206IPHUX YMOBAX,

o
Havanbuunk /% Haranias AHJIPICHKO
ey
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* Jlinensiitni ymonu MPOBAILKCHIA FOCNOAAPCHKOT AisiL1HOCT] 3 KYJIETHBY BAHHS poc:mn,\m\‘mmlcx|11;1();36113117iw17i:;)?ui;)il;p;;é;;‘l;lmx
3aC006iB, ICHXOTPOITHIX PCUOBHH 1 npekypcopin, sarsepazkenoro KaGinerom Minictpis Vipaitm, pospobuickns, BupoGumiTea, BUTOTOBJICHHSI,
30epiranms, nepesesens, npuabanms, peanizauii (Biznycxky), BBesenns na TCPHTOPIIO Yipaium, Bupesenus 3 Teputopii Yipaium, BHKOPHCTAHHS,
SHUIICHH HAPKOTHYHUX 3aco6ip, HCHXOTPOIHUX PEHOBMH | NPEKYPCOpiB, BRINOYCHHX A0 3A3HAUCHOIO rIepestiKy», 3aTBepKeHi MOCTAHOBOIO

KaGinery Minictpis Yipainn six 06.04.2016 Ne 282 (nani — Jinensiiini YMOBH).
** NeprikenyxGa — nomrona atpeca npocnekr Hepemorn, 120A, u, Kuis, 03115,



