3ATBEP/I’KEHO

Haxka3 MinictepcTBa 0XOpOHU
310pOB’sl YKpaiHu

06 numnns 2022 poky Ne 1169

HOPAAOK
NepeBipKH BIANOBIAHOCTI MaTepiaJIbHO-TEXHIYHOI 0a3M, KBaJIi(PikOBaHOI 0
MEePCOHAJLY, 2 TAKOK YMOB LI0A0 KOHTPOJIIO 32 AKICTIO JIKAPCHKHUX 32C00IB, 1110
BUPOOJIATUMYTBHCH Ta/a00 BBOSUTHMYThCH HA TEPUTOPII0 YKPAIHU nepex
BU/IA4€I0 JileH3il Ha IPOBAIKEHH IOCIHOAAPCHKOI AIILHOCTI 3 BUPOOHUIITBA
JIKapChKHX 32€00iB, ONITOBOIL, PO3APi0OHOI TOPIiBJIi JiKapCHbKMMH 3ac00aMHu,
IMIopTy JIiKapchbKHX 32c00IB (KpIiM aKTUBHHUX (papMaleBTUYHUX iHTPeIi€HTIB)

1. 3arajbHi MoJ10KeHHSA

1. le#t Ilopsimox pospobisienuii BigmoBigHO mo crared 10, 17, 19 3akony
VYkpainu «lIpo mikapcbki 3acobu», myHKTY 10 dacThHM Tepiroi ctarti 7 3aKoHy
Vkpainn «[Ipo mineH3yBaHHA BHUAIB TOCHOJAPCHKOT JISIIBHOCTI», NyHKTY 10
JlineH31iHUX yMOB TMPOBA/KEHHS TOCHOJAPCHKOI MISUIBHOCTI 3 BHPOOHHUIITBA
JKApChKUX 3ac00iB, OMNTOBOI Ta pO3JPIOHOI TOPTiBIl JIKAPCBKUMH 3aco0amu,
IMIIOPTY JTIKAPCHhKUX 3ac00iB (KpIM AaKTUBHUX (DApMalleBTUUHUX 1HTPEIIEHTIB),
3aTBep/KeHUX MnoctaHoBor Kabinery MinictpiB Ykpainun Big 30 nucronaga
2016 poxy Ne 929.

2. Leti [Topsimok € 060B’I3KOBUM J1J1si BUKOHAHHS Cy0’€KTaMU rOCTIOIapIOBaHHS,
K1 MalOTh HaMIp OTPUMATH JIIIEH31I0 Ha 3JIMCHEHHS TOCIOAAPCHKOI MisUTBHOCTI 3
BUPOOHUIITBA JIKAPCHKUX 3ac00iB, OMTOBOi, pPO37piOHOI TOPTIBII JIIKAPCHKUMHU
3aco0amu, IMIIOPTY JKApChbKUX 3aco0iB  (KpiM aKTHUBHUX (apMareBTUIHUX
1HTpeieHTIB), Jlep:kaBHOO CITy>k0010 YKpaiHU 3 JIKapChKUX 3aC00IB Ta KOHTPOJIIO 32
HApKOTUKAaMU Ta ii TEPUTOPiaIbHUMU OpraHaMHu.

3. Y upomy Ilopsaky TepMiHM BXKUBAIOTHCS Y TAKMX 3HAYCHHSX:

akKT — o(OopMJICHUI Yy BCTAaHOBJIICHOMY 3aKOHOJABCTBOM TMOPSAKY IOKYMEHT,
SIKUM CKIAJAEThCS MOCaI0BUMHU ocobamu Jlepskitikcy»k0u Ta/abo ii TepuTopiaabHOro
opraHy 3a pe3yJbTaTaMU MEpPEeBIPKU BIAMOBIIHOCTI MaTepialibHO-TEXHIYHOI 0a3w,
KBaTi(hiKOBAHOTO MEPCOHANY, a TAKOXK YMOB 1010 KOHTPOJIIO 3a SIKICTIO JIIKAPCHKUX
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3ac001B, 110 BUPOOSATUMYTHCSI Ta/ab0 BBO3UTUMYTHCA HAa TEPUTOPII0 YKpaiHu mepen
BUJAUCI0 JIIIEH311 Ha MPOBAKEHHS TOCIOAAPCHKOI MISIBHOCTI 3 BHPOOHMIITBA
JKapChKUX 3ac001B, OMTOBOI, pO3ApiOHOT TOPTiBII JIIKAPCHKUMH 3aC00aMH, IMIIOPTY
JKapChKUX 3ac001B (KpiM aKTUBHUX (hapMalleBTUUHUX 1HTPEIIEHTIB);

BIIMOBa Cy0’€KTa TOCIOJApIOBaHHS Yy TPOBEJCHHI MEPEBIPKU — BUMHEHHS
nepenkos 300Ky Ccy0’€ekTa TOCHOJApIOBaHHSA B JOCTYIMi IOCaAOBUX  OCIO
Hepximikenyx0u Ta/abo ii TepuTOpiaIbHOTO OpraHy Ha HOTo TEepUTOpit0 Ta/abo 110
OyIiBeb, CIOPY, MPUMIIIEHb Cy0’€KTa TrOCIOAapIOBaHHS, SKI BUKOPUCTOBYHOTHCS
JUISL TIPOBAJIXKEHHS TOCIOJAPCHKOI MISIIBHOCTI 3 BHPOOHUIITBA JIIKAPCHKUX 3aCO01B,
ONTOBOI, PO3APIOHOT TOPIiBII JIKAPCHKUMHU 3ac00aMU, IMIIOPTY JIKapChKUX 3ac001B
(kpiM akTUBHUX (HapMalleBTUYHUX IHTPEIIEHTIB), HE MPHU3HAYCHHSI CYO’ €KTOM
rOCIIO/IapIOBaHHSI YIMOBHOBA)XEHOI HHUM OCOOHM, sIKa Ma€ MpPaBO MPEACTaBISTH
cy0’eKkTa TrocCHoJaplOBaHHS I Yac MPOBEIEHHS IEpPEBIPKH Yy pasil BIICYTHOCTI
KEepIBHMKAa Cy0’€KTa TrocrnoJaproBaHHs (IOpUIWYHOI ocobu) abo cyO’ekTa
roCroIaptoBaHHs — (P13UYHOI 0COOU - MIAMPUEMIISI, BIIMOBA B HaJaHHI JOKYMEHTIB,
1H(popManii moA0 NpeaMeTa NepeBipKU Ha BUMOTY MOCaJ0BUX OCl0 JlepKinKciyxou
Ta/abo ii TEpUTOPIATLHOTO OpraHy;

3asiBa Cy0’€KTa TOCHOJApIOBaHHA — 3asBa MpPO OTPUMAHHS JIIEH31i Ha
OpPOBAPKCHHSA/PO3MIMPEHHST  TOCHOAApChKOi  JALSUIBHOCTI 3~ BHUpPOOHHUITBA
(BUTOTOBJIEHHS) JTIKAPChKHUX 3aC00IB B YMOBAaX allTeKH, ONTOBOI, pO3APiOHOT TOPTIBIII

JTKapChKUMU 3acobamu, 3asiBa po OTpUMAaHHS JeH3ii Ha
POBAHKEHHS/PO3IIMPEHHS TOCIIOAAPCHKOI JISJIBHOCTI 3 BUPOOHHUIITBA JIIKAPCHKUX
3aco0iB (MpOMUCIIOBOTO), 3asBa po OTPUMAaHHS JTeH311 Ha

IPOBAKEHHS/PO3UITUPEHHS TOCIOIAPCHKOI MISITBHOCTI 3 IMITIOPTY JIIKAPCHKHUX 3aC001B
(kpiM  akTUBHMX (hapMalEBTUYHUX IHTPEAIEHTIB, oOQopmieHl 3a ¢dopMamu,
BCTaHOBJIEHUMU JIilIEH31MHUMH yMOBaMH MPOBAHKEHHS TOCIOIaPChKOI AISIBHOCTI 3
BUPOOHHUIITBA JIIKAPCHKUX 3ac001B, ONTOBOI Ta PO3ApIOHOI TOPTIBIIL JIIKAPCHKUMU
3aco0aMu, IMIIOPTY JIKApCbKUX 3aco0iB  (KpIM aKTUBHUX (apMalueBTUYHUX
IHTPEIIEHTIB), 3aTBep/UKEHMMHU TnocTtaHoBolo Kabinery MinictpiB  Ykpainu
Bix 30 muctomana 2016 poky Ne 929).

[HIT1 TepmiHU BXKHUBAIOTHCS y 3HA4YE€HHI, HaBelIeHOMY B 3akoHi Ykpainu «IIpo
Jmikapcbki 3acoOm», 3akoHi Ykpainu «[Ipo mineH3yBaHHS BHJIIB TOCIOJAPCHKOT
nisTpHOCTI» Ta JIIEH31MHNX yMOBax MPOBAHKEHHS TOCIOAAPCHKOT TISIBHOCTI 3
BUPOOHHUIITBA JTIKAPCHKUX 3aCcO01B, OMTOBOI Ta PO3APIOHOI TOPTIBII JIIKAPCHKUMU
3aco0amMu, IMIIOPTY JIKApChbKUX 3aco0iB  (KpiM aKTUBHUX (apMaleBTUIHUX
IHTPEIEHTIB), 3aTBEPKCHUX IMocTaHOBOIO Kabinery MinicTpiB VYkpainu Bij
30 nmucronana 2016 poxy Ne 929.

4. BiinoBiAHICT, MaTepiadbHO-TEXHIYHOI 0a3u, kBamidikaiii MepcoHaty, a
TAKOX YMOB IIOAO KOHTPOJIO SIKOCTI JIIKAPChKUX 3ac001B, 110 BUPOOISITHUMYTHCH,
BCTAaHOBJICHUM BHUMOTaM Ta 3asBJICHUM Yy TOJAHUX 3asIBHUKOM JOKYMEHTaX ISl
OJICp>KaHHS JIIIEH31T Ha MPOBAKEHHS TOCHOJAPCHKOI ISNIBHOCTI 3 BUPOOHHUIITBA
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JTKApChbKUX  3aco0iB  (MPOMHUCIOBOTO)  XapaKTEPUCTHKAM  BCTAHOBIIIOETHCS
Jepxmikcmyk0010 Ha TiICTaBI:

3asiBU Cy0’€KTa TOCTOJAPIOBAHHS, TOJAHUX JO HEl TOKYMEHTIB MO0 KOXHOTO
MICIISI TIPOBAKEHHS TOCTIOAAPCHKOT AISITBHOCTI 3 BUPOOHUIITBA JIKAPCHKUX 3ac00iB
(TpOMHCIIOBOTO);

aKTa MEePeBIPKHU BIAMOBITHOCTI MaTepiaIbHO-TEXHIYHOI 0a3u, KBaai(hiKOBaHOTO
NEepCcoHATy, a TaKoX YMOB IIOJAO KOHTPOJIIO SIKOCTI JIKapChKUX 3aco0iB, IO
BUPOOJIATUMYTHCS, BCTAaHOBJICHUM BHMOTaM [UIsl TPOBAPKEHHS TOCIIOAAPCHKOI
JISITBHOCTI 3 BUPOOHUIITBA JIIKAPCHKUX 3aC001B (IPOMUCIOBOTO) (10/1aTOK 1).

5. BiamoBigHICT, MaTepiaibHO-TEXHIYHOI 0a3u, KBamidikaili mnepcoHaly, a
TAKOX YMOB IIOAO KOHTPOJIO SIKOCTI JIIKAPCHKUX 3acO01B, 11O BUPOOISATHUMYTHCS,
BCTAaHOBJICHUM BHUMOTAaM Ta 3asBIICHUM Yy TOJAaHHUX 3asBHUKOM JTOKYMEHTax [IJIs
OJICp>KaHHS JIIIEH31T Ha MPOBAKEHHS TOCMHOJAPChKOI AISTILHOCTI 3 BUPOOHHUIITBA
JKapChKUX 3aco0IB B YMOBAaX alTEKH, ONTOBOI, pO3ApiOHOI TOPTiBIl JIKAPCHKUMHU
3aco0aMu BIAMNOBIAHICT MaTeplalbHO-TEXHIYHOI 0a3u, KBami(ikalii NepcoHaly
BCTAHOBJICHUM BHMOTaM Ta 3asBJICHUM Yy TIOJaHUX 3adBHUKOM JTOKyMEHTaX
XapaKTEepPUCTUKAM BCTAHOBIIOEThCA [lep kiikciry>k0010 Ha MiJICTaBI:

3asBU Cy0’€KTa rocroJaproBaHHs, TOJAHUX JO HEl IOKYMEHTIB II0/I0 KOXKHOTO
MICIIS TPOBAIPKEHHS TOCIIOIAPCHKOI ISITLHOCTI 3 BUPOOHUIITBA JIIKAPCHKUX 3aC001B B
yMOBax aInTeku, OMTOBOI, pO3piOHOI TOPTiBIl JIKAPCHKUMH,

aKTa MEepeBIPKU BIJIMOBITHOCTI MaTepiaibHO-TEXHIYHOT 0a3u, KBalIi(hiKOBAaHOTO
NepCoHaNy, HEOOXIMHWX 11  TPOBAPKEHHA  TOCMOJAApPChKOi  MISUTBHOCTI
(momatku 2 — 4).

6. BinmoBimHiCTh MaTepiaIbHO-TEXHIUHOI 0a3u, kBamidikamii mepcoHamy, a
TAKOX YMOB ILOAO KOHTPOJIO SIKOCTI JIIKAPCHKUX 3ac001B, 110 BUPOOISATUMYTHCH,
BCTAHOBJIEHUM BUMOraM Ta 3asBJICHUM Y MOJAHUX 3asiBHUKOM JOKYMEHTaX s
oJlepKaHHS JIUEH31T Ha MPOBAHKEHHS TOCMOJAPChKOI ISJIBHOCTI 3  IMIOPTY
JKapChKUX 3ac001B (KpIM aKTUBHUX (papMalleBTUYHUX IHTPEIIEHTIB) BIAMOBIAHICTD
MaTeplabHO-TEXHIYHOI 0a3u, KBami(ikailli MmepcoHaly, a TaKOoX YMOB OO
KOHTPOJIIO 3a SIKICTIO JIKapChKUX 3aco0iB, 10 OYIyTh BBO3UTHCS HA TEPHUTOPIIO
VYkpaiHu, BCTAaHOBJIEHMM BHMOTaM Ta XapaKTEPUCTHKaM 3asiBICHUM Yy TMOJaHUX
3assBHUKOM JIOKYMEHTaX BCTAHOBIIOETHCS Jleprkiikcay 0010 Ha miACTaBi:

3asBM Cy0’ €KTa rOCIOJapIOBaHHs, JOJaHUX A0 HEl JOKYMEHTIB 1100 KOXKHOTO
MICIISI TPOBAKEHHS TOCMOIAPCHKOI AISUTBHOCTI 3 IMIOPTY JIIKAPCHKHUX 3ac001B (KpiM
aKTUBHUX (PapMalleBTUYHHUX 1HTPEJIIEHTIB);

aKTa MEePEeBIPKU BIAMOBITHOCTI MaTepiaibHO-TEXHIYHO1 0a3u, KBaIi(hiKOBaHOTO
NepcoHaly, a TaKoX YMOB II10JI0 KOHTPOJIIO SIKOCTI JIIKapChKUX 3ac001B, 110 OyAYTh
BBO3HUTHCS, BCTAHOBJICHUM BHUMOTaM JJisi IPOBAXKEHHS TOCMOAAPCHKOL JISIIBHOCTI 3
IMIIOPTY  JIIKAPCHKUX 3ac00iB (KpiM AaKTUBHUX (papMalEeBTUYHUX IHIPEIIEHTIB)
(momartok 5).
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7.1ligcraBot0 111 TPOBEACHHS TEPEBIPKU  BIAMOBIIHOCTI MaTepiaibHO-
TeXHIYHO1 0a3u, kBamidikaiii mepcoHanty, a TAKOXXK YMOB II010 KOHTPOJIIO 32 SIKICTIO
JIKapChKUX 3ac00iB, M0 BUPOOIATUMYTHCS Ta/ab0 BBO3HUTUMYTHCS Ha TEPHUTOPIIO
VYkpainu, HeOOXITHUX ISl POBAKEHHS TOCHOJAPCHKOI MISIBHOCTI 3 BUPOOHUIITBA
JIKapChKUX 3aco0iB, OMTOBOI Ta pO3JpiOHOT TOPTiBIl JIKaApChKUMHU 3acobamu,
IMIIOPTY JIKapChKUX 3ac001B (KpiM aKTUBHUX (papMalleBTUYHMX iHIpeaieHTiB) (manmi —
nepeBipka), € 3asBa cy0’€KTa rocrnogaproBaHHS.

8. IlepeBipka 3a1MCHIOETHCS MOCAAOBUMHU ocobaMu JlepkimikcayxOu Ta/ado ii
TEPUTOPIATLHOTO OPTaHy.

II. IIpoBeaeHHs nepeBipKU

1. Jlna 3a1iicHenHs nepeBipku [epsxitikeiyx0a ta/ado i TepuTopiaabHUi Opran
BHUJIa€ HAKa3 Ha MIACTaBl SKOr0 O(OPMIIOETHCA IOCBIIYEHHS HA IPOBEICHHA
nepeBipKH, 3a GOpMOI0, BU3HAYEHOIO B 10JaTKy 6 10 11poro [lopsaxy.

2. [1ocBiqUeHHST pEECTPYIOTHCS B KypHaIl OOJIKY MOCBIIYEHb HA MPOBEICHHS
NEPEeBIPKU, CTOPIHKK SKOTO TOBMHHI OyTH MPOHYMEpOBaHI, MPOIIHYPOBaHI 1
CKpIIJICH] TIEYaTKOIO.

3. [lepen mouaTkoM MPOBEACHHS MEPEBIPKU MOCATOBI 0co0u Jlepkimikciyxou
Ta/abo ii TepUTOPIAIbHOTO OpraHy 3000B’si3aHI TPEN SBUTH KEPIBHUKY CyO’€KTa
rocrojaproBaHHs a00 yMOBHOBaXEHIM HUM 0cC00l TMOCBIIYEHHS Ha MPOBEICHHS
MEPEBIPKU Ta CIY>KOOBE MOCBIIUEHHS, 110 3aCBIIUYE MMOCATOBY 0CO0Y, siKa 3/11MCHIOE
MepeBIpKyY, 1 HAJATU Cy0’ €KTY TOCHOIAPIOBAHHS KOO MOCBIUEHHS Ha MPOBEICHHS
MEPEBIPKHU.

4. TlocagoBi ocobu [epximikciayx0u Ta/abo i TEpUTOPIATILHOTO OpraHy, sKi
MPOBOSATH MEPEBIPKY, MAIOTh MPABO:

JTOCTYITy Ha TEPHUTOPIIO Cy0’€KTa TOCIOMAPIOBAHHS, Y HOr0 BUPOOHWYI Ta 1HIII
OPUMIIICHHS, SKI OyJIyTh BHKOPHUCTOBYBATHUCS JJIsi MPOBAHKEHHS TOCIOAAPCHKOI
TUSTBHOCTI 3 BUPOOHMIITBA JIIKAPCHKUX 3ac00iB, ONTOBOI, PO3APIOHOI TOPTIBII
JTKapCbKUMHU ~ 3ac00amMH, IMIIOPTY  JIIKAPCBKUX  3ac00iB  (KpiM  aKTUBHHX
dapmaneBTHYHUX  IHTPEMIEHTIB) 1  OOCTEXEHHS 1 3’ACyBaHHS THTaHb,
Oe3rmocepeIHbO OB’ I3aHUX 3 IIEPEBIPKOIO;

03HAaHOMITIOBATUCA 3 IOKYMEHTAMU, HEOOX1THUMU ISl IPOBEIACHHS NIEPEBIPKU;

OTPUMYBATH KOIIi HEOOXIJTHUX JIOKYMEHTIB, Oe3MocepeiHbO MOB’SA3aHUX 3
NEePEBIPKOIO;

0JIep>KyBaTH BiJl Cy0’€KTa rOCIOJAPIOBAHHS MTUCHhMOBI MOSCHEHHS 3 TUTaHb, 110
BUHUKAIOTH I1]] 4acC MEePEBIPKH;

(ikcyBaTH mpolec 31MCHEHHS TEPEeBIpKU 3aco0aMu ay/110- Ta BIACOTEXHIKH, HE
NEPEIIKOKAIOYH 3/IIHCHEHHIO TAKOTO 3aX01y.



5. [TocamoBi ocobu Jlepxkiikcmy0u Ta/abo i TepuTOpiaJbHOrO OpraHy, sKi
MPOBOSATH MEPEBIPKY, 3000B’A3aHi:

KEepyBaTHCh y CBOIl pOoOOTI 3aKOHOIaBCTBOM Y KpaiHW;

00’€KTUBHO BiJlOOpakaTH CTaH CIpaB IIOJI0 BIJAMOBIIHOCTI MaTepiaabHO-
TEeXHIYHO1 0a3u, kBami(ikallii mepcoHay, a TakoX YMOB 11010 KOHTPOJIIO 3a SIKICTIO
JIKapChKUX 3aco0iB, M0 BUPOOSITUMYThCA Ta/ab0 BO3UTUMYTHCS Ha TEPUTOPIIO
VYkpainu, BCTAHOBJICHUM BUMOTaM Ta 3asBJICHUM Y MMOJAHUX 3assBHUKOM JOKYMEHTaX
JUISL OTPUMAaHHS JIIIEeH3I.

6. Cy0’€exT rocroaproBaHHs IiJ] 4ac 3A1MCHEHHS IEPEBIPKU Ma€ MIPaBO:

BUMAaraTu BiJl MOCafoBUX oci0 Jlepxiikciyx0u Ta/abo i TepUTOpIaIbHOTO
Oprasy, siki IpOBOJSTH MEPEBIPKY, AOJEPKAHHSI BUMOT 3aKOHO/IaBCTBA Y KpaiHH,

MEpEeBIPATH HAsBHICTh y TnocagoBux ocid Jlepxmikenyxx6u Ta/abo il
TEPUTOPIATBHOIO OpraHy, siKl MPOBOJAATH MEPEBIPKY, CIY>KOOBOrO0 MOCBIAYEHHS 1
0JIep>KyBaTH KOMil OCBIAYEHHS HA MPOBEACHHS NEPEBIPKU;

OyTH MPUCYTHIM MiJ Yac 3[1HCHEHHS MTEPEBIPKH;

BUMaraTd HEpO3roJIONIeHHs 1H(opMalli, Mo € KOMEpLIHHOI TaEMHUIIEIO
cy0’€eKTa rocrnofaproBaHHs;

OJIEp’KyBaTH OJMH MPUMIPHUK aKTa MEPEBIPKU Ta 03HAHOMIIIOBATUCS 3 HUM;

Ha/JaBaTU B MUCHMOBIN (QOpMi CBOI MOSICHEHHS, 3ayBaKeHHsI a00 3amepeyeHHs
710 aKTa NEPEBIPKH;

HE JIOMyCKaTH MocafoBux ocid Jlepximikciayx0u Ta/abo ii TepuTopialibHOTO
OpraHy [J0 TpOBEJCHHSA NEPEBIPKH, SKIIO BOHMW HE TMpPea’sSBUIM JIOKYMEHTH,
nepeadayeHi myHkToM 3 po3ainy Il uporo [Hopsaky.

7. Cy0’ekT rocmojaploBaHHs IiJ Yac NPOBEIECHHS MEPEeBIPKU 3000B’s3aHMI
3a0€3NeUHTH:

MPUCYTHICTh KEpIBHUKA Cy0’€KTa TOCMOAApIOBaHHS ab0 YIMOBHOBAKEHOI HUM
ocobu;

JOCTYIl Ha TEPUTOPit0 3700yBaya JileH31l y BUpOOHUYI Ta 1HINI TPUMIIICHHS,
SIK1 BUKOPHUCTOBYIOTBCS JIJIsI MPOBAKCHHS TOCTIOIAPCHKOT TISITBHOCTI 3 BUPOOHHUIITBA
JKapChKUX 3ac001B, OMTOBOI, PO3APIOHOT TOPTIBI JIKAPCHKUMHU 3ac00aMu, IMIIOPTY
TKApChbKUX 3aco0iB  (KpiM aKTUBHUX (apMaleBTUYHUX 1HTPEHIEHTIB), IS
o0cTe)eHHs 1 3’ ICYyBaHHS MUTaHb, 0€3MOCEPEIHBO MOB’ I3aHUX 3 TIEPEBIPKOIO;

HaJaHHS Ha OOIPYHTOBAaHY BHMOTY IOcanoBux oci0 [lepxiikciayxou Tta/abo ii
TEPUTOPIATBLHOTO OPraHy JOKYMEHTIB, HEOOX1THUX JIJISl IPOBEICHHS IEPEBIPKH.

8. [lepesipui miJIsATatOTh MaTepiaibHO-TEXHIYHA 0a3a, KBaji(ikalis nepcoHay,
a TakoX YMOBM WIOJI0 KOHTPOJK 3a SKICTIO JIKAPChKUX 3aco0iB, WIO
BUPOOIATUMYTHCS, BCTAHOBIICHUM BHUMOTaM Ta 3asBIICHUM, Y TMOJAaHUX 3asBHUKOM
JOKYMEHTaX JUTsl OfICpKaHHSI JIIEH311, XapaKTepUCTUKAM.
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9. IlocagoBumu ocobamu Jlepitikcayk0u Ta/abo ii TepUTOPiaTbHOTO OpraHy
miJ vac 3IIACHEHHS TMepeBipKU Cy0’€KTa TOCHOJapIOBaHHs], SKUM Mae Hamip
MPOBA/KYBATH TOCTONAPCHKY MISUTHHICTP 3 BHPOOHHIITBA JIIKAPCHKHX 3aco0iB
(MpOMHCIIOBOTO) TEPEBIPAETHCS  BIAMOBIAHICTE  MaTepialbHO-TEXHIYHOI  0a3w,
KkBai(ikalii IepcoHary, yMOB IIOJ0 KOHTPOJIIO 3a SIKICTIO JIIKAPChKHUX 3ac00i1B, 110
BUPOOJISTUMYThCS, BCTAHOBJICHUM BUMOT'aM, a CaMe:

HasIBHICTH HOPMaTHUBHO-TEXHIYHOI JTOKYMEHTAIll1, JTOKyMEHTAIlli 31
CTaHJapTHU3aIlli JIIKAPChKUX 3ac00iB Ta JOKYMEHTAIlli CUCTEMH yIpPaBJIIHHS SIKICTIO,
Ta OKPEMHUX METOJUK (CTaHAAPTHUX OINEpaliiHUX MPOLEIYp TOIIO);

HasBHICTh IOKYMEHTIB, 5Kl M1ITBEP/KYIOTh MPABO BIACHOCTI a00 KOPUCTYBaHHS
IPUMIIICHHSM, 1110 3aiiMa€ Cy0’ €KT rOCIOIapIOBaHHS;

BIIMOBIJIHICTH ~ YMOB ~ BUPOOHMITBA  BHMOTaM  HOPMaTHUBHO-TEXHIYHOI
JIOKYMEHTAIIli;

HasBHICTh MPHUMILIEHb, BIAMNOBIIHICTh IX pO3TAIlyBaHHS, BUKOPUCTaHHS,
OoOJIallITyBaHHS NPUMINIEHb 3T1HO 3 TMOCHIJOBHICTIO BHUKOHAHHS  OIeparlii
TE€XHOJIOTIYHOTO MPOIIECY;

HasIBHICTH Ta BIJMOBIIHICTh HEOOX1THOTO BUPOOHUYOTO 00 JHAHHS, TEXHIYHUX
3aco0iB (CUCTEM OTpUMaHHs (MIATOTOBKHK) Ta PO3MOJILIY MOBITPS, BOJHU, Mapu, a30Ty
TOINO), YCTaTKyBaHHS (iHBEHTapro), 3aco0IB BUMIPIOBaHHS ISl 3a0€3MEeUCHHS
HAJIE)KHOTO IPOBEJIEHHS TEXHOJOTIYHOrO IIPOLECy Ta MpOoLeayp OUYMUICHHS Ta
ne3iHeKIi;

CTBOPEHHSI HEOOXITHUX TMIIPO3AUNIB Ta YMOB JJig 3a0€3MEUCHHS BUMOT
3aKOHOJABCTBA IIOJI0 SKOCTI JIIKAPCHKUX 3aC001B;

HasBHICTP  HEOOXITHOI  KUIBKOCTI  KBami(IKOBAaHOTO  TMEPCOHANy,  IIO
MIATBEPAKEHO JOKYMEHTaMH MpO CHEllalibHy OCBITY Ta MiJABUIICHHS KBai(ikarii
MpAaIiBHUKIB, y TOMY YHCII1 YIIOBHOBAXKEHOI 0COOU;

HAasBHICTh JIOKYMEHTIB, IO MIATBEPIKYIOTh MPaBOBIIHOCHHM MPAIIBHUKIB 13
Cy0’€KTOM TOCMOJApIOBaHHS (HAKa3W MpO MPU3HAYEHHS, TPYIAOBl JOTrOBOPH,
IMTaTHUH PO3KJIaa, TPYAOBI KHIKKH, TTOBIJOMJICHHS PO TPUHHATTS MpalliBHUKAa Ha
poOoty, 3arBepaxkeHe mnocraHoBoro KaOinery MinictpiB Ykpainu Big 17 uepBHS
2015 poky Ne 413 (B pemakmii mocranoBu Kabinery MinicTpiB Ykpainu Bin
28 rpynns 2021 poky Ne 1392) Tomo).

10. ITocamoBumu ocobamu Jlepximikcayk0u Ta/abo 1 TEpUTOPIATHbHOTO OpPraHy
M Yac 3I1ACHEHHS TepeBIpKH Cy0’€KTa TOCIOJApIOBaHHSA, SKHM Mae Hamip
MPOBA/KYBATH TOCTOJAAPCHKY MISUTHHICT 3 BHUPOOHMIITBA JIIKAPCHKUX 3aCO0IB B
yMOBax anTeKu, ONTOBOI, pO3ApIOHOT TOPTIBII JIIKAPCHKUMH 3aC00aAMU TIEPEBIPSIETHCS
BIIMOBIAHICTh MAaTEpIAIbHO-TEXHIYHOI 0a3u Ta KBaldi(hiKOBAHOTO IEPCOHATY
BCTAHOBJICHUM BUMOTaM, a CaMe:

HAsBHICTh TMPUMINICHhL Ta OOJagHAHHSA, HEOOXIAHUX MJIA MPOBAKEHHS
rOCTOIAPChKOT JISUTBHOCTI 3 BUPOOHMIITBA JIIKAPCHKUX 3aCO0IB B yMOBaX arTeKH,
OMTOBOI, PO3IPIOHOT TOPTIBIII JIKAPCHKUMU 3ac00aMu;
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HAsIBHICTh JOKYMEHTIB, SIKI MATBEPKYIOTh ITPABO BIACHOCTI a00 KOPUCTYBaHHS
MPUMIIIICHHSAMHA, SIKI BUKOPUCTOBYIOTHCS IS TPOBADKEHHS TOCIOAAPCHKOL
TISUTBHOCTI 3 BUPOOHUIITBA JIIKAPCHKUX 3aco0iB B yMOBax amTeKd, OITOBOI,
PpO3apiOHOT TOPTiBIi JIIKAPCHKUMH 3aCO0aMU;

TEeXHIYHUH MacTopT MPUMIIICHHS,

HasBHICTh BEHTUJIALINT, sIKa 3a0e31edye MOBITPSIHO-TEIJIOBUIN OanaHC MPUMIIIICHb
(1 OoMTOBOI TOPTIBII JIIKAPCHBKUMU 3ac00aMM), BUMIPIOBAJIbHUX MPHIIAJIIB, 3aCO01B
Ta 1HILIOTO O0JIaTHAHHSA, 1110 BUKOPUCTOBYETHCS JIJIsl 3a0€3MeUEHHSI BU3BHAYEHUX YMOB
30epiraHHs JIIKapChbKUX 3ac001B;

3a0€3MeUCeHO CTBOPEHHS HEOOXIHMX YMOB ISl BUIBHOTO JOCTYIy 0cCi0 3
1HBAJIITHICTIO Ta 1HIIMX MajJOMOOUIBHUX TPYIl HACEJIEHHS J0 MPUMIIIECHb BiIMOBIAHO
10 JEpKaBHUX OyIIBEIbHUX HOPM, MPaBWJ 1 CTAHAAPTIB, LIO JOKYMEHTAJIbHO
MIITBEPKEHO (haxiBIEM 3 MUTAHb TEXHIYHOTO OOCTEKEHHS Oy/iBeNib Ta CHOPYI,
AKUN Mae KBanikauiiiHuii cepTudikar;

HasBHICTh JOKYMEHTallli CHCTEMH YIPaBIIHHSA SKICTIO, 30KpeMa WI0JI0
BU3HAYEHHSI OOOB’SI3KIB YMNOBHOBA)KEHOI OCOOM Ta CTaHAAPTHUX ONEPALIMHUX
npoueayp, SKi ONUCYIOTh OCHOBHI MpOIECH MAISTIBHOCTI 3 ONTOBOI TOPTIBIL
JTKapChbKUMU 3ac00amu;

HasIBHICTh KBaJi(hiKOBAHOTO IMEPCOHAIY, IO MIATBEPXKEHO JOKYMEHTAMH IPO
creriajbHy OCBITY Ta IIJBUIIEHHS KBanmiikaiii MTpamiBHUKIB, y TOMY YHCII
YIOBHOBaKEHOI 0COOM;

HAsIBHICTh JIOKYMEHTIB, 110 MIATBEP/KYIOTh MPABOBIAHOCUHU MPAIIBHUKIB 13
Cy0’€KTOM TOCMOJApIOBaHHsS (HAKa3W TMpPO TMPHU3HAYEHHS, TPYJOBl JOTOBOPH,
IMITATHAN PO3KIIAJ, TPYJAOBl KHWKKH, TTOBIIOMJICHHS MPO MPUMHSTTS MpalliBHUKA HA
poOoty, 3arBepakeHe mnoctaHoBoro KaOinery MinictpiB Ykpainu Big 17 yepBHS
2015 poky Ne 413 (B penakimii nmoctanoBu KabGinery MinicTpiB YkpaiHu BiJ
28 rpyans 2021 poxy Ne 1392) tomio).

11. ITocagoBuMu ocobamu Jlepxutikcayx0u Ta/ado ii TEpUTOPIAIbBHOTO OpraHy
M Yac 3J1MCHEHHS NepeBIpKU Cy0’€KTa TOCIOJApIOBaHHA, SKHM Mae Hamip
IPOBA/KYBATH TOCHOJAPCHKY MISUIBHICTH 3 IMIIOPTY JIKapChKUX 3ac00iB (KpiM
aKTUBHUX  (papManeBTUYHMX  IHTPENIEHTIB)  MEPEBIPSAETHCA  BIAMOBIIHICTH
MarepiaabHO-TeXHIYHOi 0a3m, KBamiikailii mepcoHamy, a TaKOX YMOB OO
KOHTPOJIIO 32 SIKICTIO JIIKAPCHhKUX 3ac00iB, 10 OyAyTh BBO3UTHUCS Ha TEPUTOPIIO
VYkpainu, BCTAHOBJIEHUM BUMOTaM, a CaMe:

HAasIBHICTh JIOKYMEHTIB, SIK1 MIATBEPIKYIOTh MPABO BIACHOCTI 400 KOPUCTYBaHHS
MPUMIILICHHSIM;

HasBHICTh MPUMIIIEHb, BIAMOBIJHICTh iX PO3TallyBaHHS, 3aCTOCYBaHHS,
oOJanmTyBaHHS;

HAsIBHICTh Ta BIAIOBIJHICTE HEOOXIJTHOTrO oOJIagHAHHS, TEXHIYHHUX 3aco0iB,
yCTaTKyBaHHs (1HBEHTapr0), 3acO0IB BUMIPIOBaHHS MJid 3a0e3MeUYeHHs BU3HAYCHUX
YMOB 30€piranHs Ta TPaHCIOPTYBaHHS JIKAPChKUX 3aCO0I1B;
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HAsBHICTh Ta BIANOBIAHICTb PO3TAIlyBaHHS BEHTWIALIMHOTO YCTAaTKyBaHHS,
OCBITJIIOBJIbHUX TPUJIAAIB Ta IHIIMX CHCTEM OOCIyrOBYBaHHS, 1HXEHEpPHO-
TEXHIYHUX 3ac00iB aJisi 3abe3meueHHs HEeOOXIAHMX YMOB 30epiraHHsl JIKapChbKUX
3ac00iB;

CTBOPEHHS YMOB II0JI0 KOHTPOJIFO SIKOCTI JIKApChKMX 3acoOiB, IO
BBO3UTHUMYTHCS;

HAsIBHICTh JOKYMEHTAIlli CUCTEMHU YMPABIIHHS SKICTIO, 30KpeMa CTaHJapTHUX
onepalifHuX MPOLEAyp LI0J0 MPOBAKEHHS ISJIBHOCTI, MOB’SI3aHOI 3 1IMIOPTOM
JKapChKUX 3ac001B (KpIM aKTUBHUX (hapMalleBTUYHUX 1HTPEIAIEHTIB);

HasBHICTh  HEOOXIHOI  KUIBKOCTI  KBamMiiKOBAHOTO  TMEPCOHANy, IO
MIITBEP/DKEHO JOKYMEHTAMH IIPO CIeliajbHy OCBITY Ta MiABUINCHHS KBamidikariii
MpAaliBHUKIB, y TOMY YHCJI1 YIIOBHOBAXXKEHOI 0COOU;

HAasBHICTh JTOKYMEHTIB, IO HIATBEPIKYIOTH NPABOBIAHOCHHM MpPAI[IBHUKIB 13
Cy0’€KTOM TOCHOJApIOBaHHS (HakKa3u NPO MPHU3HAYCHHS, TPYJIOBI JOTOBOPH,
IITATHAW PO3KIAJ, TPYIOBlI KHIKKU, MOBIAOMIICHHS MPO MPUHHATTS MpalliBHUKA HA
poOoTy, 3arBepakeHe mnoctaHoBoro KaOinery MinictpiB Ykpainu Big 17 yepBHS
2015 poky Ne 413 Tomno);

HasIBHICTb 3aTBEP/XKEHUX Cy0’ €KTOM rocrofapioBaHHs HaBUaJIbHUX IPOrpaMm.

II1. OdopmiieHHsI pe3y/IbTATIB NepeBipKu

1. 3a pesynbraramMu TEPEBIPKU CKIATAETHCS BIAMOBIAHMM akT 3a (OpPMOIO,
BU3HAYCHOIO y jojaTkax 1 — 5 mo mporo Ilopsaxy.

2. AKT CKJIaIa€eThCsl y IBOX MpHUMIpHUKAaX. B ocTaHHIN JIeHb MepeBipKu 1Ba
MPUMIPHUKHA aKTa MIANHCYIOThCS MOCaAOBUMHM ocobamu JlepxiikcmyxOu Ta/ado ii
TEPUTOPIATBLHOTO OPraHOM, IO MNPOBOAWIA TEPEBIPKY, Ta KEPIBHUKOM CYyO’€KTa
rOCTOIapIOBaHHs 200 YIIOBHOBAXKEHOO HUM 0CO0010.

3. KepiBHuk cy0’ekTa rocrnonapioBanHs (IOpUIUNIHOI 0COOM) a00 YIOBHOBa)KEHA
HUM 0c00a 0COOUCTO 3aCBITUYE, 110 O3HAHOMIICHHI(A) 3 aKTOM 1 OTpuMaB(Jia) OJIUH
NPUMIPHHK, CTABUTH CBIM MIJIMKC Ta AaTy Ha 000X MPUMIPHUKAX aKTa MEPEBIPKH.

®dizuuHa ocoba — MiAIpUEMEI> a00 YIOBHOBaKEHA HUM 0c00a 3acCBiTUye, IO
03HAHOMJICHH 3 aKTOM TEPEBIPKHU 1 OTPUMAaB OAWH MPUMIPHUK, CTABUTH CBIN ITiAMHC
Ta AaTy Ha 000X MPUMIPHUKAX aKTa MEPEBIPKH.

OouH  TpUMIPHUK aKTa TEPEBIPKM  HAMAEThCS  KEPIBHUKY  Cy0’€KTa
rocroIaproBaHHs (FOpUAUYHOT 0CcOOM) ab0 YMOBHOBaXKEHINM HUM 0cC001, (i3UUHIN
0co01 — MIANPUEMIIIO, a00 YHMOBHOBAXKEHINM HUM 0CO001, JPYyTUil 3aIUIIAETHCS B
Jepxiikciy:xoi.

4.V pa3l BIIMOBU Cy0’€KTa roCIoIaproBaHHs MiANKCATH aKT MEPEBIPKU 0COOH,
10 MPOBOAMIIM MEPEBIPKY, pOOJISATH BIAMOBIAHUMN 3aMKMC B aKTI PO T€, 10 KEPIBHUK
cy0’ekTa rocrogaproBaHHs (FOPUIUIHOI 0cOOM), a00 YIOBHOBa)KEHA HUM 0c00a, abo
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cy0’ekT rocrogaproBanHs ((pizuuHa ocoda — miaAnmprueMerb), ab0 YIOBHOBAaXEHA HAM
ocoba 3 aKTOM 03HAHOMJIIEHHH 1 BT MIMHUCY BIIMOBHUBCSI.

KepiBHuk cy6’ekTa rocnogaproBaHHs (I0puAn4YHOiI ocoOu), ab0 yIMOBHOBa)Ke€Ha
HUM oco0a, abo cy0’ekT rocmomapioBanfs ((izumyHa ocoba — miampuemerip), ado
yIIOBHOBa)XCHA HUM 0c00a MalTh MPaBO JaTH MHUCHMOBI TMOSICHEHHS Ta BHUKJIACTU
3ayBaXCHHS IIMOJ0 3MICTy akKTa Ta MpOBEACHHsA TmepeBipku. Lli mokymeHTH €
HEBiJ]’€EMHOIO YaCTHHOIO aKTa.

5.V pa3i, gkimo cy0’eKT TocCIlojapioBaHHsS HE 3a0e3leUruB IPUCYTHICTD
KepiBHHKA Cy0’€KTa rocrojaproBaHHs ab0 yIOBHOBa)XeHOI HUM ocoOu, abo 3a
aJ[pecoro, BKa3aHOK Yy 3asBl, anTeYHUHN 3aKjaj (CTPYKTYPHUM MiAPO3/1JT) BIICYTHIH,
0oco0u, 0 MPOBOJIWIM MEPEBIPKY, POOJATH BIAMOBIAHUN 3amMUC B aKkTl. Y IbOMY
BUIIAJIKy BBAXXAETHCS, LI0 CYO’€KT TOCHOJAPIOBAHHS HE IMIJATBEPAUB HASBHICTb
MaTepiaJibHO-TeXHIYHOI 0a3u, KBamiikaiii mNepcoHaldy, a TaKoX YMOB IIOJ0
KOHTPOJIIO 3a SKICTIO JIKapChKUX 3ac001B, L0 BHUPOOIATHMYThCA abo OyAyTh
BBO3UTHUCS Ha TEPUTOPIIO YKpaiHU, HEOOXIAHUX Ui MPOBAIKEHHS TOCIOAPCHKOI
TUSJIBHOCTI 3 BUPOOHUIITBA JIIKAPCHKUX 3ac00iB, OMTOBOI Ta PO3APIOHOT TOPTiBIIi
JTKApCbKUMHU  3ac00amMH, IMIIOPTY  JIKApChKUX  3ac00iB  (KpiM  aKTUBHUX
dbapmaneBTUYHUX IHTPEAIEHTIB).

6.Y pas3i, Km0 TNepeBipKka  MPOBOJAWIACH  MOCATOBUMU  OcoOaMu
TEPUTOPIATBLHOTO Oprany JlepkiikciykOu, akT HampaBIsaeTbea 10 JlepKIiKciayxou,
SIK OpraHy JIIeH3yBaHHS JJIs MPUUHSATTS PIIICHHS BiIMOBIIHO 10 3aKOHOIaBCTBA.

B. 0. renepasbHoro nupexkropa JIlupexropary
¢bapmaneBTHYHOIO 3a0e3MeYEHHS Isan 3A/IBOPHUX



