ITOPIBHAJIBHA TABJIMIA
1o npoexkty nocranosu Kadinery MinicTpiB Ykpainu ««IIpo BHecenHs 3miH 10 nocranoB Kadinery MinicTpiB Ykpainu
Bia 23 TpaBHsa 2012 p. Ne 458 Ta Big 13 TpaBus 2013 p. Ne 333»

3MICT ITOJIOJKEHHS aKTa 3aKOHOAaBCTBa

3MICT BiATIOBITHOTO MOJIOKEHHS IIPOCKTY aKTa

IlocranoBa Kadinery MinicTpiB Ykpainu Bix 23 TpaBus 2012 p. Ne 458 «IIpo 00csiru Ta nopsiiok BBe3eHHSI TPOMA/ISTHAMH
HA MUTHY TEPUTOPiI0 YKPaiHH JiKAPCHKHUX 32C00IB TA CIIEHIAJIbHOI0 IUTAYO0TI0 XapuYyBaHHD)

1. Ycranosutn, 11o:

1) rpomMaasiHu MOXYTh BBO3UTHM Ha MHUTHY TEPUTOPIIO YKpaiHU
JIKAapChKI 3ac00H, K1 MEPEMIIIYIOThCA B PyUHIA TOKIaXi Ta/abo
B CYIpPOBOJKYBaHOMY a00 HECYIPOBOI)KyBaHOMY Oaraxi

IrpomMajisiHiHA, B TAKHUX oOcsTax:

y KUIBKOCTI, 10 HE MIEPEBUIILY€E 3a3HAYEHY B HasBHOMY B 0COOU
pelenTi Ha TaKUi JTiKapCchKUii 3aci0, BUTAaHOMY Ha 1M’ 111€1 0co0un
Ta 3aCBIIUEHOMY IE€YATKOIO JKapsi Ta/abo 3akiagy OXOPOHHU
310pOB’S;

1. YcranoButu, mio:

1) rpomMaasiHu MOXKYTh BBO3UTHM Ha MHUTHY TEPUTOPIIO YKpaiHU
JKAPCHKI 3ac00H, K1 MEPEMILLYIOThCA B PYyUHIA OKIaXi Ta/abo
B CYIpPOBOJKyBaHOMY a00 HECYIpPOBO)KyBaHOMY Oaraxi
rpOMaJiTHUHA, B TAKUX 00Csrax:

y KUJIBKOCTI, III0 HE NEPEBUIIYE 3a3HAYEHY B HassBHOMY B 0coOU
peuenti a00 indopmauiiinii 1oBiali Ha Takuil TiKapCchKUii 3aci0,
BHJIAHOMY Ha iM’s I1i€i ocoOM Ta 3acBiAYCHOMY MiAMMCOM Ta
NCYaTKO0 JIKaps Ta/abo 3akiaay OXOpPOHH 310poB’s (3a
HASIBHOCTI);

2) rpomazasHu (0aThku abo ocobu, sKi iX 3aMIHIOIOTH, Ta/abo
YHNOBHOBa)KEHA HUMHU 0C00a, 1HIII YJICHH CIM 1 Ta pOJInudl) MOXKYTh
BBO3UTH HAa MUTHY TEPHUTOPII0 YKpaiHU MPOAYKTH CIEIIaTbHOTO
JTUTSYOTO XapuyBaHHSA, SIK1 HE BUPOOJISIOTHCS (HE Peali3yrOThCS B
VYkpaini) nas aiTed, XBOpUX Ha (EHUIKETOHYpilO abo iHIIe

2) rpomazasHu (0aTbku abo ocobu, sKi iX 3aMIHIOIOTH, Ta/abo
YIOBHOBa)K€HA HUMHU 0C00a, 1HIII YJIEHH CIM 1 Ta pOJIndi) MOXKYTh
BBO3UTH Ha MUTHY TEPHUTOPIIO0 YKpaiHU MPOAYKTH CIEIIabHOTO
JTUTSYOTO XapuyBaHHS, K1 HE BUPOOJISIOTHCS (HE peati3yloThCs B
VYkpaiHi) s giTed, XBOpUX Ha (eHuIKeToHypito abo 1HIIe




3aXBOPIOBAaHHS, IO NOTpeOye CHCIIaJbHOIO XapdyBaHHS, SKi
MEPEMITITYIOTHCS B PYUHIN MOKJIaX1 Ta/abo B CyIIPOBOHKYBAaHOMY
a00 HeCyIpoOBOMKYBaHOMY Oaraki TpOMajsSHHHA, B TaKHUX
obcsrax:

y KUIBKOCTI, [0 HE MEPEBUIILY€E 3a3HAUYCHY B HasIBHOMY B 0COOU
peuenti Ha MNOPOAYKT (MPOAYKTH) CHEIIaIbHOTO AUTIYOIO
XapuyBaHHS, BUJAHOMY Ha 1M’ JUTHHU Ta 3aCBITYCHOMY
MeYaTKOoIo JIiKaps Ta/abo 3akiagy OXOPOHH 3JI0pPOB’S, 32 YMOBHU
npe BJICHHS IOKYMEHTIB, 1110 3aCBIAYYIOTh POJAMHHI 3B’SI3KH 3
XBOPOIO JAUTHHOIO, a00 IHIIOTO JOKYMEHTA, SIKHM MiITBEPIKYE
IIOBHOBa)XEHHSI 0COOM Ha Takl Mii.

3aXBOPIOBAaHHS, IO NHOTpeOye CICIIaJbHOIO0 XapdyBaHHS, SKi
MEPEMIITYIOTHCS B PYUYHIN MOKJIAX1 Ta/ab0 B CyIIPOBOKYBAaHOMY
a00 HeCyIpoOBOMKYBaHOMY Oaraki TpOMaJssHHMHA, B TaKHX
oOcsrax:

y KUIBKOCTI, [0 HE MEPEBUIILYE 3a3HAUCHY B HASIBHOMY B 0COOHM
peuenti Ha NOPOAYKT (IPOAYKTH) CHEUIATBHOTO JUTAYOTO
XapuyBaHHS, BHJIaHOMY Ha 1M’ JUTHHU Ta 3aCBIAYCHOMY
MeYaTKOI0 JIKaps Ta/abo 3akiagy OXOpPOHH 370poB’s (3a
HASIBHOCTI), 32 yMOBHU TIpPEH SBJIICHHS JIOKYMEHTIB, IIIO
3aCBIUYIOTh POJUHHI 3B’S3KU 3 XBOPOIO JUTHUHOIO, a00 1HIIIOTO
JIOKYMEHTA, SIKUWA MIATBEPKY€ TMOBHOBXEHHS OCOOM Ha TaKi
i
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6. Ilig yac mpuiiMaHHA TpenapariB HAPKOTUYHHUX 3acO0iB,
NICUXOTPONHUX PEYOBHMH 1 MPEKYpCOpiB BIANOBIAATbHA 0co0a
3000B’s13aHa JOTPUMYBATHUCA BUMOT, ycTaHoBIeHuX MO3.

VY pasi koiu mig 4ac mpUiiMaHHS TpenapaTiB HApKOTHYHUX
3aco0iB, TICMXOTPOIHUX PEYOBHH 1 MPEKypCOpIB Yy 3aKiaji
OXOPOHHU 3JI0POB’Sl BCTAHOBIIOIOTHCA (PaKTH, 30KpeMa HecTadl
TaKUX TpenapaTiB, TMOPYIIEHHS IX I[UIICHOCTI YITAaKOBKH,
HEBIJIMOBITHOCTI KUIBKOCTI MICIlb, 3a3HAYEHHUX Y CYIPOBIAHOMY
JIOKYMEHT1, YTBOpPEHA KEPIBHUKOM 3aKJIaay OXOPOHHU 3JI0POB’S

6. Ilig yac mnpuiiMaHHA npenapariB HAPKOTUYHHUX 3aCO0iB,
MICUXOTPONHUX PEYOBUH 1 MPEKYpCOpiB BIANOBIAATIBHA 0cola
3000B’si3aHa JOTPUMYyBATuCAd BHUMOT, YycTaHoBieHux MO3.

VYV pasi konu mija 4yac TPUAMaHHS MpenapariB HAPKOTHIHHX
3ac00iB, TCHXOTPOMHUX PEUYOBHH 1 TPEKYypCOpIB Y 3aKiaii
OXOpPOHU 3JI0POB’S BCTAHOBIIOIOTHCSA (DaKTH, 30KpeMa HecTadl
TaKMX TpernapaTiB, TMOPYIIEHHS IX IIUTICHOCTI YIaKOBKH,
HEBIJIMOBITHOCTI KUTBKOCTI MiCIlb, 3a3HAYEHHUX Y CYIPOBIIHOMY
JIOKYMEHTI, YTBOPEHA KEPIBHMKOM 3aKJIaJly OXOPOHH 3/I0POB’s




KOMIicCisl o(popMJIsi€ BIATIOBIMHUNA aKT Y TPhOX MPUMIPHUKAX, SKi
3aCBIAYYIOTHCS TMIAMUCAMHU 1 WICHIB, IO CKPIUTIOIOTHCS
MEYaTKOIO 3aKJIagy OXOpPOHH 370poB’s. OIWH NMPUMIPHUK aKTa
3JIUIIAETHCS Y BIAMOBINATBLHOT OCOOW, IPYTUH HAICHUIAETHCS
MOCTaYaIbHUKY (TPOIABITIO) PAa30M 3 TPUOYTKOBUM JTOKYMEHTOM,
TPETIiH - IepeTacThCs B OyXraiaTepiro 3aKJIaay OXOPOHH 3I0POB .
AKT ckIagaeTbes 3a (OpMOro 3TiTHO 3 TOaTKOM 1.

KoMicisi oopMIIsiEe BIAMOBIIHUN aKT Y TPhOX MPHUMIPHUKAX, SKI
3aCBINYYIOTHCS MIAMUCAMU 1 UJIEHIB, MI0 CKPIIUTIOIOTHCS
MIEYAaTKOI0 3aKJIay OXOPOHHU 370poB’s (3a HasiBHOCTI). OauH
NPUMIPHUK aKTa 3aJUIIAE€THCSA y BIAMOBITAIBHOT 0COOH, APYTrUid
HAJICUJIA€ThCSl  TMOCTaYalbHUKY  (MPOAABIIO)  pa3oM 3
npuOyTKOBUM JJOKYMEHTOM, TPETIil - EPEIA€ThCS B OyXTalnTepito
3aKJIa/ly OXOPOHH 3/10pOB’ . AKT CKJIaJaeThes 3a GOPMOIO 3TiAHO
3 10JIaTKOM 1.

7. OO0k mpenapariB HAPKOTUYHUX 3aCO001B, MCUXOTPOITHUX
PEYOBHH 1 MPEKYPCOPIB BEACTHCS 3aKJIaJaMid OXOPOHU 3/10POB’S:

y BUIIUICHHSX 1 KaOiHeTaxX JIKYyBaJIbHO-MPOMUIAKTUYHUX
3aKJIaiB y KypHai 3a opmoto, Bu3HaueHoro MO3;

Ha IOCTax BIIIIJIEHD JIKYBaIbHO-TIPO(IIaKTUUHUX 3aKJIaJiB
y JKypHaui 3a ¢popMmoro, BusHaueHoro MO3;

y (dapMmaneBTHUHUX (anTeYHHMX) 3aKiIajax y >KypHall 3a
dbopmoto, Bu3HaueHow MO3;

y JIKYBaJIbHO-NPO(PUIAKTUYHUX 3aKJIafax JJjsi BUKOHAHHS
NpU3HA4YeHb JIIKaps B CTalllOHApHUX YyMOBaxX 3a (opMolo,
BHU3Ha4YeHOo0 MO3.

CTopiHKM KypHaly, B SKOMY OOJIIKOBYIOTHCSA IMpenapaTu
HApPKOTHUYHHUX 3aCc001B, TICUXOTPOMTHUX PEYOBUH 1 TPEKYpPCOPIB,
POHYMEPOBYIOThCS, TMPOIIHYPOBYIOTBCS 1  3aCBIIUYIOTHCS
HIJIUCOM KEPIBHUKA Ta CKPIIUIIOIOTHCS TEYATKOI 3aKiamy
OXOpOHHU 370pOB’sl. BHECEeHHsI BUIIpaBiI€Hb Ta HEJOCTOBIPHUX
BIJIOMOCTEH 10 >KypHajliB 3a00pOHSETHCS. Y pasi BUSBICHHS
TEXHIYHUX T[IOMUJIOK BOHHM BHIIPABISAIOTHCS. BumnpapieHHs
3aBIPAIOTHCS MIAMMCOM KEPIBHUKA 3aKJIady OXOPOHHU 310POB’Sl.

7. OO0k mpenapariB HAPKOTUYHUX 3aCO01B, MCUXOTPOITHUX
PEYOBHH 1 MPEKYPCOPIB BEACTHCS 3aKJIaJJaMU OXOPOHU 3]I0POB’A:

y BUIIUICHHSX 1 KaOiHeTax JKYyBaJIbHO-MPOMUIAKTUYHUX
3aKJajiB y xKypHaui 3a opmoro, Bu3HaueHoro MO3;

Ha I0CTax BIIIJICHb JIKYBaJIbHO-TIPO(IIaKTUYHUX 3aKJIaJiB
y )KypHaui 3a ¢popmoto, Bu3HaueHoro MO3;

y (dapMarieBTHUHUX (anTe4YHHWX) 3aKiajax y >KypHall 3a
dbopmoto, Bu3HaueHow MO3;

y JIKYBaJIbHO-NPO(PUIAKTUUHUX 3aKJIalax JJisi BUKOHAHHS
NpU3HA4YeHb JIIKaps B CTalllOHApHUX YMoOBax 3a (HopMolo,
BHU3Ha4YeHO0 MO3.

CTopiHKM >KypHalTy, B SKOMY OOJIIKOBYIOThCSI TperapaTu
HApPKOTUYHHUX 3aCc001B, TMCUXOTPOMTHUX PEYOBUH 1 MPEKYpPCOPIB,
MPOHYMEPOBYIOThCS, MPOIIHYPOBYIOTBCS 1  3aCBIIUYIOTHCS
MIJIUCOM KEPIBHUKA Ta CKPIIUTIOIOTHCS TEYATKOK 3aKjaay
OXOPOHU 37I0pOB’si (3a HasIBHOCTI). BHECeHHs BHIIpaBiieHb Ta
HEJIOCTOBIPHUX BIJOMOCTEH 710 KypHAIIB 3a00pOHSAEThCS. Y pasi
BUSBIICHHS TEXHIYHUX TIOMHUJIOK BOHH  BHUIIPABISIOTHCS.
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BumnpaBienHs 3aBipsAlOTbCS MIAMMCOM — KEepiBHHUKA
OXOPOHH 37I0POB’ .

3aKnany

11. ¥V pa3i komu mpenapatd HAPKOTUYHUX 3aco0iB,
TICUXOTPOITHUX PEYOBHUH 1 MPEKYPCOPIB 3a OyAb-IKUX YMOB OyIn
MOIIKO/KEH1 B 3aKJIaJ[l OXOPOHH 3/I0OPOB’ s 1 CTAIH HEMPUIATHUMU
JUIST BUKOPHCTAHHS, KOMICI€I0, 3a3HAYECHOIO0 Y MYyHKTI 6 IbOTO
[Topsinky, opopMIISIETECS aKT Y TPhOX MPUMipHUKAX 3a (HOpMOro
3TiJIHO 3 TOJATKOM 2, KWW 3aCBIAYYETHCS MIJANMUCAMU YJICHIB
KOMICIi, 10 CKpIIUTIOIOTBCS TIEYAaTKOK 3aKJIajly OXOpPOHHU
3nopoB’s. Ilepmmii mpuMIpHUK aKTa 3aJIUIIAETBCS Y 3aKiIajl
OXOPOHHU 37I0POB’S, APYIHMl HAACWIAETHCS TEPUTOPIATBHOMY
OpraHOB1 BHYTPIIIHIX CIPaB, TPETiH - JlepaImiKkcayKoi.

11.V pas3i koau npernapaTi HAPKOTHYHUX 3aC001B, IICHXOTPOITHUX
PEYOBHH 1 IIPEKYPCOPIB 3a OyAb-IKUX YMOB OYJIH ITOIIKOKEHI B
3aKjIaal  OXOPOHH 3JI0POB’S 1 CTaIM HENPUAATHUMH IS
BUKOPDHCTAHHSA, KOMICi€l0, 3a3HAYEHOI Yy MyHKTI 6 I[bOTO
[Topsinky, opOopMIISIETECS aKT Y TPhOX MPUMIpHUKAX 3a (HOpPMOIO
3TITHO 3 JOJIATKOM 2, KM 3aCBIAYYETHCS MIAMUCAMU YJICHIB
KOMICIi, 1110 CKPITUTIOIOTHCS MEYATKOI0 3aKJIa/ly OXOPOHHU 37I0POB’ S
(3a masiBHoOcTi). Ilepmmii NpUMIPHUK aKTa 3aJIMIIAETHCS Y
3aKiaal  OXOpOHM  3J0pOB’S,  JAPYrHMM  HaJACHIAETHCA
TEPUTOPIaJIbHOMY OpraHoBl BHYTpIIIHIX CHOpaB, TPETId -
Jlepximikcayxo0i.

MiHicTp 0XOPOHH 310POB’A YKpaiHu

2023 p.

Bikrop JIALIKO
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