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npu Jep:xaBHiii ciry:k0i Y kpainu 3

JIKapChKHUX 32c00iB Ta KOHTPOJIIO 32

HAPKOTHKAMM

KOTJISAP T.M.

00 HAJaHHA mNpomo3uuid g0 mpoekty 1p-T. bepecteiicbkuit, 120a, m. Kui, 03115,
nocranosu Kabinery MinicTpiB Ykpainn «IIpo

3aTBepaKeHHs JlineH3iiiHUX yMOB MPoOBaIKeHHsI kot.tet. m@gmail.com
roCIoAapCchbKoOi  AiSlILHOCTI 3  BHPOOHHMUTBA

JikapcbKHX 3aco0iB, ONTOBOI Ta Ppo3apidHOI

TOpriBjai JikapcbkuMH 3acobamu, iMmopry

JiKapChKHX 3ac00iB (kpim AKTHBHHUX

(apMmaneBTHYHUX iHIPeTi€HTIB)»

MIanoBua Tersano MukoJiaiBHo!

I'pomanceka opranizamis «Acormiamis ¢apmaneBTiB Ykpainnm» (nami — ADY, Acomiaris),
npeAcTaBieHa y Paali rpomaachkoro KOHTpoJto npu HarioHanbHINA cayk0i 310poB’s YKpaiHu,
I'pomancekiit paxi npu [epxkaBHiii ciyx01 YkpaiHu 3 JIKapChbKHUX 3acO0IB Ta KOHTPOJIO 3a
HapKOTUKaMu Ta EKcrepTHo-amensmidHii pajl 3 MHTaHb JIleH3yBaHHSA Tipu JlepkaBHii
perynsTopHid cimyx0i Ykpainu, 3acBiquye Bam cBoro moBary Ta 3BEpTaEThCS Yy 3B’S3KYy 3
IPOMAJICLKUM  OOTOBOpPEHHSM TMpOoeKkTy mnocTaHoBu KabGinery MinictpiB  VYkpainum «IIpo
3arBep/uKeHHs JIileH3iHHMX yMOB TPOBADKCHHS TOCIOIAPCHKOI JiSUTBHOCTI 3 BHPOOHHIITBA
JIIKapChKUX 3ac00iB, ONTOBOI Ta pO3APiIOHOT TOPTiBIIl JIKAPCHKUMH 3aCO00aMH, IMIIOPTY JIIKAPChKUX
3aco0iB (KpiM aKTUBHHMX (hapMalleBTHUYHHMX IHTPENieHTIB)» (manmi — IIpoexT), ONpHiIIOIHEHOTO
Hepxikenyx0oto 24 ceprias 2026 poky.

Acormianiss  TIATPUMYE  HEOOXIAHICTH ~ OHOBIEHHS  JIIEH3IMHOTO  PEryimrOBaHHS
(dapManeBTUUHOI  JISUIBHOCTI, TPUBENEHHS TII3aKOHHUX HOPMATHBHO-TNIPABOBUX aKTIB Y
BIJIOBIIHICTB JIO 3aKOHOJABCTBA YKpaiHH Ta MOJAIBIIOT0 BIPOBAKEHHS €BPOMEHCHKHX IIAXO/IIB
70 3a0e3MeUeHHs] SKOCTI JIIKApChKHUX 3aco0iB, HAJCKHOI anTeYHOi MPAKTHKWA ¥ IMiJBUIICHHS
CTaHJIapTiB apMaleBTUYHOI JOTIOMOTH.

Pazom 13 Tum HOBI JlinieH3iiiHi yMOBH ()aKTUUHO BU3HAYATUMYTh MOJIENb (YHKIIOHYBaHHS
anTeuyHOT0 CEKTOPY Ha HACTYIIHI pOKHU, a TOMY 3aIIPOIIOHOBAHI BAMOTH MalOTh OLIIHIOBATHCS HE JIHIIIE
3 TIOTJISI Ty OCUJICHHSI AEPKaBHOTO KOHTPOJTIO, aJie i 3 ypaXyBaHHSIM iX MPOMOPLIHHOCTI, MPAaKTUIHOT
BUKOHYBAHOCT1, IPaBOBOT BU3HAYEHOCTI Ta MOKJIMBOTO BIUIMBY Ha JJOCTYIHICTH JIKAPCHKUX 3aC001B
JUISL HACEIICHHSI.

3a pesynpraTamu ompamoBaHHs [IpoekTy Acomianlis BCTAaHOBMJIA HU3KY IOJIOKEHbB, fKi
nepeadavaroTh CyTTEBI 3MIHU KaIpOBHX, OpraHizallitHuX, MaTepiajJbHO-TEXHIYHUX, IHPOpMALIITHIX
Ta IOKyMEHTAJIbHUX BUMOT JI0 CY0 €KTIB pO3piOHOT TOPTIBIIi JIKApPCHKUMU 3aCO0aMH.
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30kpema, HAeThCs MPO MPUB’SI3KY KUTBKOCTI (hapMaleBTUYHUX MPALIBHUKIB J0 KUTBKOCTI
oOnalHaHUX MICIb BIAMYCKY JIIKApPCHKUX 3aC00IB, HOBI BHMOTH IO IUIOIN[I OKPEMHUX AalTEYHHX
3aKa/iB, OOOB’SI3KOBE BHUKOPHCTAaHHS aBTOMATH30BAaHUX CHUCTEM KOHTPOJIO TEMIIEpaTypH Ta
BOJIOTOCTI, PO3MIMPEHHS BUMOT JI0 CHUCTEMHM SKOCTi, TEXHIYHOI JOKYMEHTAllil Ha NpPUMIIICHHS,
EJIEKTPOHHUX cHCTeM 1 mpodeciiiHoi kBamidikamii mepcoHaly, a TaKoX CKOPOYEHHS CTpOKIB
BUKOHAHHS OKPEMHUX aIMIHICTPATUBHHUX 00OB’SI3KiB.

Oxpemi mosoxxeHHst IIpoekTy chopMyiabOBaHI TaKMM UYWHOM, IO MOXYTh JIOIYCKAaTH
HEOJTHO3HAYHE TIyMadeHHS I Yac 3IIHCHEHHs JIIEeH3IMHOTO KOHTPONIO. BiACyTHICTH WiTKHMX
KpPUTEPiB 3aCTOCYBaHHS OKPEMHX BHMOT CTBOPIOE€ PHU3UK PI3HOI MPAKTHKH iX TIyMadeHHS
JiIeH31aTaMH Ta MOCAJOBHUMHU O0CcOOaMH KOHTPOJIOIUYOTO OpraHy, IO HE BiANOBiZa€ MPUHIMIIAM
MIPaBOBOi BU3HAYEHOCTI i Iiepe10auyBaHOCT] peryIrOBaHHS.

KoxHa 13 3anpOornoHOBaHUX BUMOT OKPEMO MO’KE€ MAaTH OOIPYHTOBaHY PETYIATOPHY METY.
[Ipore iX ogHOuYacHEe BHNPOBAIKEHHS O€3 HAJIEKHOI OI[IHKM CYKYITHOI'O BIUIMBY, JOCTaTHbOTI'O
MEPEeX1AHOr0 NEPIoAY Ta BPaxXyBaHHS OCOOIMBOCTEN PI3HUX MICIh MPOBAKEHHS IISUIBHOCTI MOXKE
MIPU3BECTU JI0 ICTOTHOTO 30UIbILIEHHS ONEpaIifHUX 1 KamiTalbHUX BUTPAT allTEUYHUX 3aKJIaliB Ta
CTBOPUTH PU3HUKHU MPUMTUHEHHS NISIbHOCTI YaCTUHU ICHYIOUHUX aIlTeK.

Oco0a1BO TOCTPUMH TakKi HACHIIKM MOXYTh OyTH IJIi MajuX amnTeK, alnTeK Yy CUIbCHKIH
MICIIEBOCTI Ta HEBEJIMKUX HACENIEHUX MYHKTAX, alTEYHUX 3aKJI/IIB y 3aKIaaX OXOPOHH 3I0POB s, a
TaKOX anTeK, SKI MpalioloTh Ha MNPUPPOHTOBUX, JACOKYIIOBAHUX Ta IHIIUX TEPUTOPIIX 13
MIIBUIIEHUMH 0€3MEKOBUMH PU3HKAMHU.

Ha nepexonanns A®Y, B ocHOBY HOBHX JIileH31THUX yMOB Ma€e OyTH MOKJIAJICHO PU3HK-
OPIEHTOBAHMM Ta MPOTIOPINIHHUHN TIIX1I.

OO6csr 1 XapakTep peryJsITOpHUX BUMOT MalOTh OyTH CITIBMIPHUMU 3 PEAIbHUMH PU3UKAMU
JUTSI STKOCTI JIIKAPChKUX 3ac001B Ta Oe3nexu mnaiienTa. Kimro4yoBUMU KpUTEPISIMH MAIOTh 3aJIUIIATHCS
HaJIeKHI YMOBHU 30€piraHHs JKapChKHX 3ac00iB, 3a0€3MEUeHHs iX SKOCT1 Ta MPOCTEKYBAHOCTI,
KBaTiikaris nmepcoHany, 0€3MeUHICTh BIIITYCKY, TOTPUMaHHS CaHITAPHUX BUMOT, 3aXUCT IaIli€EHTa
Ta MOXIJIUBICTB 3JIIICHEHHS €()EKTUBHOTO JIEPIKABHOTO KOHTPOJIIO.

HaromicTe BHMOrM 10 IUIOINI, IOBEPXOBOCTI, KOH}Iryparlii NpUMIIIEHb, KUIbKOCTI
o0JagHAaHUX MICIIb  BIAMYCKY a00 KOHKPETHOTO BHJYy TEXHIYHOTO OOJIafHAHHS MAaloTh
BCTAHOBJIFOBATHUCS JIUIIIE B Tid Mipi, B SKiii BOHU 00’ €EKTUBHO HEOOXITHI JJIs 3a0€3MeUSHHS IKOCTI Ta
0€3MeYHOCTI JTIKapChKUX 3aC00IB 1 3aXHUCTY MAIlIEHTIB.

OxpeMoro BpaxyBaHHs MOTPeOYIOTh YMOBH (YHKILIOHYBaHHs aNTEUHUX 3aKjIaliB I yac
BOEHHOT'O CTaHy.

AnTeuHi 3akiaay MPOJIOBXKYIOTh MPAIIOBATH B YMOBAX MOCTIMHMX MOBITPSHUX TPHUBOI Ta
oOCTpUIiB, BIJKIIOYEHb EJIEKTPOCHEPTii 1 3B’SI3KYy, IMOIIKOJDKEHHS CKIAAChKOI Ta TPaHCHIOPTHOI
IHQpacTpyKTypH, NepeMillieHHs] HaCeJIEHHs Ta ICTOTHOTO KaJIpOBOTO Ae(iluTYy.

3a Takux 00CTaBUH BBA)XKA€EMO MPUHIIMIIOBO BKJIMBUM 30€pErTH CIelialbHI MEXaHI3MH, SIKi
JIO3BOJIAIOTH ANTEYHUM 3akjazaM 3a0e3ledyBaTh HACENCeHHS JIKapChbKUMHU 3aco0aMu T 4ac
BOEHHOTO CTaHy, Y TOMY YHUCII MIOJ0 MOIHUBOCTI MPOJOBKEHHS TiSNTBHOCTI anTeYHUX 3aKIadiB,
YaCTKOBO MOMIKOKEHUX YHACTIIOK OOMOBUX M.

CaMm (akT mNOMKOKEHHS NPUMIMICHHS a00 THUMYacoBOi HEBIAMOBIAHOCTI OKpEeMUM
IUTAaHYBaJbHUM YM MaTepiaJbHO-TEXHIYHUM BHMOTaM HE MOBUHEH aBTOMATHYHO MPHU3BOJUTH O



NPUIIMHEHHS pOOOTH aNTEeYyHOTro 3aKiaay, SKIIO HOro (GakTUYHMKA CTaH J03BOJIsAE OE3MEeYHO
3MIICHIOBATH AISJIBHICTD, 3a0€3MeUylOThCS HaJe)KHI YMOBH 30€piraHHs JIKapChKUX 3aco0iB, ix
AKICTh Ta Oe3MeUHUH BIAMYCK MallieHTaM.

Oco6mmBO  BaXJIMBO MEpeAdauuTH  MOXJIMBICTH  PO3BUTKY  3aXMINEHOI  anTeyHOi
iHppacTpykTypu. HopMaTHBHI BUMOTH HE MOBHHHI TEPEIIKOPKATH CTBOPEHHIO allTeK Ta alTeUHUX
MYHKTIB y MI3eMHUX 1 3aXHUIIEHUX MPUMIMIEHHSX, JIKAPHIHUX YKPUTTAX, MiI3EeMHUX MEIUIHUX
KOMIUIEKCaX Ta IHIMMX OE3MEeYHHX MPOCTOpPax 3a YMOBU 3a0€3MECUCHHS HAJIEKHOTO 30epiraHHs i
BIJIITYCKY JIIKAPCHKHX 3aC001B, CAHITAPHUX BUMOT, BEHTUJIAII1, TOKEKHOT O31EeKH, IUIAXIB eBaKyarlii
Ta MOKIIMBOCTI 3JIIHCHEHHSI IEP>)KaBHOTO HATIISATY (KOHTPOJIIO).

B ymoBax TpuBarouoi 30poitHOi arpecii 6e3neka namieHTa Ta papMaleBTUYHOrO MpaliBHUKa
Mae OyTH MPIOPUTETHOIO IOPIBHIHO 3 POPMATLHUMU BUMOTaMHU 1100 TTIOBEPXOBOCTI, PIBHSI MIIJIOTH
a0o0 TpaauLiifHOT KOH(Iryparllii anTe4YHOro NPUMIIIEHHS.

He MeHm BaxIMBUM € KaApOBC IMUTAHHS.

dapMalleBTUYHUI CEKTOp, MepeayciM y NpUPPOHTOBUX Ta CUIBCBKUX TIpoMajax, yxKe
CHOTOJIH1 ITPAITIOE B YMOBaX HecTaul KBajli(h)iKOBaHUX MPAIlIBHUKIB. 3alpOBaPKEHHS HOBUX KaJpPOBUX
00MEXXEeHbB, KOPCTKOI MPHUB’SI3KK KUTBKOCTI MPAIIBHUKIB IO KUTBKOCT1 00JIaJHAHUX MICIIb BIIITYCKY
Ta 3BY)KEHHS OpraHi3aliiHOi THYYKOCTI JIIIEH31aTiB MOYKE€ MaTH HACIIIKOM HE TIOKPAIIEHHS SKOCTI
(hapMaleBTUUHOT JOTIOMOTH, @ CKOPOUEHHS KUTHKOCT1 (PAKTUYHO (PYHKIIIOHYIOUHX alTekK.

Kanposi BuMoTH MOBHHHI TapaHTyBaTH MPOGECIHHICTD 1 0€3NEYHICTh AiSUTHHOCTI alTEYHOTO
3aKiaay, IpoTe OJHOYACHO BPaxoByBaTH (DaKTUUHHUM KaAPOBHUM MOTEHITIAT raly3i.

Takox BBa)XKaeEMO 3a HEOOXITHE YITKO PO3MEKYBaTH TMOPYIIEHHS, sKI Oe3mocepeaHbo
CTBOPIOIOTh PU3HMKHU IS SIKOCTI Ta O€3MeKH JiKapChKUX 3aco0iB, 1 aaMIHICTpaTUBHI YU TEXHIYHI
000B’s13KH, BUKOHAHHS SIKUX 3aJICKUTh BiJ 11 TpeTix 0ocio.

JlineH3iar He MOBWMHEH 3a3HABAaTH HETATUBHHUX JIIEH3IMHUX HACIIIKIB y BHUITAJIKaX, KOJHU
BIJIMOBIIHA ISl FOPUAMYHO Ta (aKTHYHO HE mepedyBae Imin Horo Oe3mocepeariM KoHTpoJieM. HoBi
JlineH3iifHI yMOBH MAarOTh JO3BOJIATH OJHO3HAYHO BHU3HAYWTH CyO’ €KTa, BIAMOBIAAIBHOTO 3a
BHKOHAHHS KO)KHOT'O KOHKPETHOTO 00OB’SI3KY.

AHAIOTIYHOTO MiAX0AY MOTPeOYIOTh PIHAHCOBI Ta 1HIIT BUMOTH, 010 IKUX 3aKOHO/IaBCTBOM
y>K€ BCTAHOBJIEHO CaMOCTIHHI MEXaH13MH KOHTPOJIIO Ta BIAMOBIAAIbHOCTI. BKIIIOUeHHS TakMX BUMOT
1o JlieH3iifHX yMOB HE IOBUHHO CTBOPIOBATH HEOOIPYHTOBAHOTO IyOIIOBAaHHS BiAMOBIIATBHOCTI,
SKIIIO BIAMOBIJHE MOPYILIEHHS O€3M0CePEHBO HE OB’ sI3aHE 3 AKICTIO, O€3MEUHICTIO a00 3aKOHHICTIO
00iry JiKkapcbKuX 3aco0iB.

Oxpemoi yBaru nmotpeOye mepexi 10 HOBOTO PeryiOBaHHS.

Bumoru, BUKOHAaHHS SKHX Tepeadadae 3aKyImmiBII0 HOBOTO OOJaJHaHHs, MepeoOiaaaHaHHs
anTeYHUX NPUMILIECHb, BHECEHHS iH(opMallii 10 JAep)KaBHUX EJIEKTPOHHUX CHUCTEM, MepedyaoBy
CUCTeMH SIKOCTi, MOJIEPHI3aIlil0 MPOTrpamMHOro 3a0e3MedyeHHs], BeO-calfTiB a00 3AIHCHEHHS IHIIHUX
3HAYHMX OpraHi3alifHux 1 (JIHAHCOBUX 3aX0/IIB, HE MTOBHUHHI OJJHOMOMEHTHO NMOLIMPIOBATHCS Ha BCl
Ji0Yi MicIst MPOBAKEHHS AISTLHOCTI 0€3 JOCTaTHHOTO MEPEXiTHOTO CTPOKY.

Jl7ig iCHYIOUMX anTeYHHX 3aKIaiB JOILUIBHO MepeadaunuT OKpeMU MepexiHuii nepion, a
HOBI BUMOTH JI0 HEPYXOMOCTI Ta TJIaHYBaHHS MPUMIIIEHh — 3aCTOCOBYBATH HAcaMIiepesa 0 MiCIb
MIPOBAKEHHSI TISUTBHOCTI, BIIKPUTHUX MICIIsI HAOpaHHS YHHHOCTI HOBUMU JIiNeH31HHUMU yMOBaMH,



a00 10 00’€KTiB, y SKHUX MPOBOJUTHCS ICTOTHA PEKOHCTPYKINS YW 3MIHIOETHCS (YHKLIOHATIbHE
MpPU3HAYCHHS.

JleranbHi mpomo3uiii Acomiamii 10 OKpeMux NojioxeHb [Ipoekty Ta iXx oOrpyHTyBaHHS
JO0AAI0THCS 10 LIbOTO 3BEPHEHHSL.

YpaxoByrouu poib ['pomajncekoi paad SK MOCTIMHO JI0YOTO KOJIETIAJIBHOTO BHOOPHOTO
KOHCYJIbTATHBHO-Z0PAUOro oprany npu Jlep KIIikciry:k0i Ta BaKIMBICTh 3ailydeHHsS mpodeciiHoi
IPOMAJICHKOCTI O (hOpMYyBaHHS pillleHb, SKi Oe3MOCepeHbO BIUTMBATUMYTh Ha (DYHKIIOHYBaHHS
(hapMaIreBTHYHOTO CEKTOPY Ta IOCTYIHICTH JIIKAPCHKHUX 3aCO01B ISl HACEICHHSI, TpocuMo Bac:

1. [HimiroBaTH po3riisy MPOekTy HOBUX JIieH3IHHMX yMOB Ta mpomnosuiiiii Acoriamii Ha
HaiiOmmk4oMy 3aciganni ['poMazckkoi paau mpu JepxkaBHili cimyx01 YKpaiHu 3 JKapcbKHX 3aco0iB Ta
KOHTPOJIO 32 HAPKOTHKAMHU.

2. [TigTpumMaTi HEOOXIAHICTH JTOONPAIIOBAHHS MOJOKEHb [IPOEKTY, SIKI MOXYTh CTBOPIOBATU
HENPOIOPIIiHE KaIpoBe, MaTepialbHO-TeXHIUHE, (piHaHCOBE a00 aJMIHICTPATHBHE HABAHTAKEHHS Ha alITCYH1
3aKiau 0e3 BIAMOBITHOIO MiJIBUILEHHS PIBHS SKOCTI Ta O€3MEKH JIIKapChbKUX 3aCO0IB.

3. [ligTpumaTy 3ampOBaKEHHS PU3UK-OPIEHTOBAHOIO Ta MPOMOPLIKHOTO MIAXOAY 0
BHM3HAYEHHS BUMOT III0JI0 TPUMIIIIEHb, MaTepialbHO-TEXHIYHOI 0a3u, KaApOBOro 3a0e3eUeHHs Ta opraHizarii
JISUTBHOCTI allTeYHUX 3aKIaIiB.

4. [MinTpumaTy HeoOXiqHICTH 30epeKeHHs Ha Tepio Jii BOEHHOTO CTaHy THYYKHX MEXaHi3MiB
(YHKIIIOHYBaHHS aliTeYHOTO CEKTOPY, 30KpeMa MOXKIIMBOCTI MPOJIOBKEHHS JISUTHHOCT1 alTeYHHUX 3aKNIAiB,
YaCTKOBO IOIIKO/PKEHUX YHACIIIOK OOMOBUX Jiif, 32 YMOBHU 3a0€3M€UCHHS KPUTUYHUX BHUMOT IIIOJI0 SIKOCTI,
Oesrieku, 30epiraHHs Ta BifITyCKY JIIKapChKUX 3aCO0iB.

5. [ligTpuMaTH MOXKIMBICTH CTBOPEHHS Ta (YHKI[IOHYBAHHS aNTeK 1 anTeYHHUX IYHKTIB Y
MI3eMHUX MEIUYHIX KOMILIEKCAX, 3aXUINEHUX MPUMIIICHHSIX 3aKIIaiB OXOpPOHHU 3J0pOB’s, HA ITiM3EMHHIX
piBHSAX OyIiBENb 1 CIIOPYI, Y TOMY YHCII 00’€KTaX METPOMONITEHY, MiABAIbHUX MPUMIIIEHHIX, MiA3EMHUX
rmepexomax Ta IHIIAX 3aXUIICHHX O00’€KTax, 3a yYMOBU JOTPHMAaHHS BHUMOT IIOMO SIKOCTi, Oe3meKd Ta
HaJIOKHOTO 30epiraHHs JIIKapChbKUX 3aco0iB.

6. IlinTpuMaTi HEOOXiMHICTh YCTAHOBJICHHS JOCTAaTHBROTO IIEPEXITHOTO TIEpionay s
TIPUBEICHHS ASUTBHOCTI TIFOUMX JIIEH31aTIB ¥ BIAMOBIAHICTD 10 HOBUX BUMOT.
1. 3a pe3ynbTaTaMu po3TJiIsiay TUTaHHS peKOMeHTyBaTh Jlep KiTikcmyk01 BpaxyBaTy MPOIO3HIIii

mpodeciitHoi TpoMaACHKOCTI Mix 9ac GopMyBaHHS OCTaTO4HOI mO3MIii oo [IpoekTy Ta mopymmTy nepen
MiHicTepCTBOM OXOPOHHM 3A0POB’S YKpaiHW MATAHHS MOJI0 BiAIOBITHOTO JOOMPAIOBAHHS HOT'0 TTOJI0KCHb.

8. PosrnssHyTH MOXIIMBICTH HampaBieHHS MO3uilii ['pomancekoi paam Ta MIATPUMAHUAX
mpomno3uiii 10 MiHicTepcTBa OXOPOHM 3A0pPOB’S YKpalHM UIs iX BpaxyBaHHS Iiff 4Yac ITOAAJBIIOTO
onpauroBaHHs [Ipoekry.

9. VY cTtucni TepMiHU HAAATH BiIMOBIAb IOA0 BpaxyBaHHs a00 BIAXUICHHS MPOIMO3UILIA
10 Ha eJICKTPOHHY anpecy: pharmukraine.ua@gmail.com, a Takox Ha nomToBy ajapecy: 01015, m.
Kwuis, By;1. Akagemika boromossus, 0ya. 7/14, npumin. 182, k. 83.

Jomarok:

IIpoexT nmocranoBu Kabinery MinictpiB Ykpainu «IIpo 3atBepmxenHs JlineH3iMHUX yMOB
MIPOBAKEHHSI TOCTI0IaPChKOT AISIIbHOCTI 3 BUPOOHHIITBA JIIKAPCHKUX 3aC001B, ONTOBO1 Ta po3ApiOHOT
TOPriBIIi JIKAPCHKUMHU 3ac00aMHM, IMIOPTY JIIKAPCHKUX 3ac00iB (KpIM aKTHUBHHUX (hapMaleBTHUHHX
IHrpelieHTIB) Ha 4 apk.

IIpono3unii 1o mnpoekty JlineH31MHUX YMOB MPOBAPKEHHS TOCHOJAPCHKOI JISUIBHOCTI 3
BHUPOOHMIITBA JIKAPChKUX 3aCO0IB, ONTOBOI Ta po3ApiOHOT TOPTiBIIi JiKapCHKUMU 3ac00aMu, IMIIOPTY
JKapChKUX 3ac001B (KpiM aKTUBHUX (hapMalleBTHUHUX IHTPEIEHTIB), HA 15 apk.

I'osoBa Opranizamii

I'onosa Ilpasainusa Opranizanii Amnacracigs PHKYK
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HHPOEKT

KABIHET MIHICTPIB YKPAIHU

IHOCTAHOBA

BIJI 2026 p. Ne

Kuis

IIpo 3aTBepakenHs JlineH3iHHMX YMOB NPOBAXKEHHS rOCINOAAPCHKOL
AiSVIBHOCTI 3 BUPOOHUITBA JiKAPCHKHUX 32¢c00iB, ONITOBOI Ta PO3APiOHOI
TOPTiBJIi JIKAPCHKUMH 32¢00aMH, iMIIOPTY JiKapcbKUX 3ac00iB (Kpim
aKTUBHUX (papManeBTUYHUX IHTPeI€HTIB)

Bianogiguo no nmynkty 10 yacTuHM niepInoi ctarTti 7, ab3aily mepioro 4acTUHU
apyroi crarri 9 3akoHy VYkpainu «IIpo ineH3yBaHHS BHUIIB TOCHOJIAPCHKOI
nistmeHOCT» KabineT MiHicTpiB YKpaiHH M 0 ¢ Ta H 0 B JI A1 €:

1. 3atBepautu JlineH3iitH1 yMOBH TIPOBAIKEHHS TOCIIOIAPCHKOT AISTLHOCTI 3
BUPOOHMIITBA JIIKAPCHKUX 3aC001B, OMTOBOI Ta pO3APiOHOI TOPriBIi JIIKAPCHKUMH
3aco0amMu, IMIIOPTY JIKApCBKUX 3ac00iB (KpiM akTUBHUX (HapMarieBTUYHUX
IHTPETIEHTIB), 10 TOJAIOTHCS.

2. Bu3HaTu TakuMHU, 10 BTPATWIN YMHHICTH, TocTaHOBU KaGinety MiHicTpiB
VYKpaidu 3rigHo 3 MepeTikoM, 1o J01a€ThCs.

3. YcranoBurty, 1110.

1) CTpOK, MPOTATOM SIKOTO Cy0’ EKTH TOCIIOIaPIOBAHHS, SIKi OTPUMAIIH JTIIIEH31F0
Ha TPOBAKCHHS T'OCIOIAPCHKOI MISUIBHOCTI 3 BUPOOHUIITBA JIKAPCHKUX 3aC001B,
ONTOBOI Ta PO3APIOHOI TOPTiBIl JIKAPCHKUMHU 3ac00aMH, IMIOPTY JIKAPCHKUX
3ac0o0iB (KpiM aKTUBHHUX (papMarleBTUYHUX IHTPEIEHTIB) A0 HAOpaHHS YUHHOCTI
III€0 TTOCTAHOBOO, 3000B’S3aHI MPUBECTH CBOIO JISVIBHICTH y BIAMOBIAHICTH 13
JlineH31iHUMH yMOBaMH, 3aTBEP/UKCHUMH III€I0 TIOCTAHOBOIO, CTAaHOBUTH JBa
MiCSIIi 3 THI HaOpaHHS YMHHOCTI IIEI0 TIOCTAHOBOIO;

2) Ha 1epio il BOEHHOTO CTaHy:

3a0€3MeUeHHs] TOTPUMaHHs BUMOI 3aKOHOJIaBCTBA MpPO JIILIEH3YBAaHHS BU/IIB
rocrHoJIapChKo1 AISUIBHOCTI M1l Yac BBE3EHHSI HA TEPUTOPIIO YKpaiHu, 30epiraHHs,
KOHTPOJIKO SIKOCTi, BHJayl JO3BOJIy Ha BHUIIYCK (pealli3aliiro) cepii J1KapChbKUX
3aco01B, 5Kl 3aKYMOBYIOThCS 0CO00I0, YIIOBHOBA)KEHOIO Ha 3/[1MCHEHHS 3aKyI1BEIb
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y cdepl OXOpPOHM 3IOPOB’s, 3MIMCHIOETHCS MUISAXOM 3alydeHHS CYyO’ €KTIB
roCIoAaprOBaHHs, sIK1 MAIOTh JIILIEH3110 Ha MPOBAIXKEHHSI TOCIOAAPCHKOT AISIIBHOCTI
3 IMIIOPTY J1KapCHhKUX 3aCO01B;

3a0€e3Me4eHHs] TOTPUMAHHS BUMOT 3aKOHOJABCTBA MpPO JIIEH3YBAHHS BUAIB
rocrnoAapchbkoi MISJIBHOCTI M1 4Yac 30epiraHHs, TPaHCIOPTYBAHHS JIIKAPCHKUX
3aco0iB, 10 3aKYMOBYIOTHCSI 0CO00I0, YIIOBHOBa)KEHOIO Ha 3/IHCHEHHS 3aKYITiBEIh
y cdepl OXOpOHH 3[I0POB’sl, 3aKOHOJABCTBA PO KOHTPOJb SKOCTI JIIKAPCHKUX
3ac00iB MiJ Yac ONTOBOi TOPriBJl 3A1MCHIOETHCS ILISAXOM 3aJy4€HHS CYO’ €KTIB
rOCTIOJIapIOBaHHS, SIK1 MAIOTh JIIIIEH3110 HA IPOBAKEHHS TOCIIOAAPCHKOI AISTBHOCTI
3 ONTOBOI TOPTiBIIl JIKAPCHKUMH 3aC00aMH;

cy0’€KTHM TroCmoJaproBaHHs, SKI MarOTh JIIEH31I0 Ha MPOBAIHKCHHS
roCTOIapChKOT JISTIHOCTI 3 BUPOOHMIITBA (BUTOTOBJICHHS) JIIKAPCHKUX 3aCO0IB B
yMOBax amnTeku Ta/abo po3ApiOHOT TOPriBil JIKAPCBKUMH 3ac00aMH, MOXYTb
3M1MCHIOBATH MIPOJIAXK JIIKAPChKUX 3aCO01B IHIIUM CYO’€KTaM rOCIofaproBaHHs, K1
MarTh JIIEH3110 Ha MPOBAIHKEHHS TOCTHOJIAPCHKOI MiISUIBHOCTI 3 BUPOOHUIITBA
(BUTOTOBJIEHHS) JTIKAPCHKUX 3aCO0IB B yMOBaxX anTeku Ta/abo po3apiOHOI TOPriBii
JTIKapChKUMH 3ac00aMH, 3 TIPABOM iX MOJAJBIIOTO MPOJAAXKY;

cy0’€KTHM TOCHOJApIOBaHHS, SKI MalTh JIIEH31T Ha MPOBaHKEHHS
rocToIapChkoi JISIBHOCTI 3 BHUPOOHHUIITBA JIIKAPCHKUX 3ac00iB, BUPOOHHUIITBA
(BUTOTOBJICHHS) JIIKAPCHKUX 3aco0iB B yMOBax amTeKH, OMTOBOI, PO3ApIOHOT
TOPTiBJI1 JIKAPCHKUMH 3ac00aMH, IMIOPTY JIIKAPCHKUX 3ac001B (KpiM aKTHUBHUX
¢dbapMaleBTUYHUX 1HTPETIEHTIB), 32 YMOBH JIOTPUMAHHS BU3HAUYCHHX BUPOOHUKOM
yMOB 30€piraHHsi MOXKYTb 31MCHIOBATH:

TPAHCIIOPTYBAHHS JIIKAPCHKUX 3aC00IB TPAHCIIOPTHUMH 3ac00aMH 3arajlbHOTO
KOPUCTYBaHHS, 30KpeMa THMH, SKHMH 311HCHIOETHCS TIEPEBE3CHHS MTACAKUPIB, TA Y
NOITOBUX a00 OarakHUX BiANPABICHHSX;

30epiraHHs JIilleH31aTaMH JIIKApChKUX 3aCO0IB y CKJIAJACBKHX MPUMIIICHHSX,
BIIOMOCTI TIPO SIK1 BIJICYTHI y JIIEH31MHOMY PEECTPl 3 BUPOOHUIITBA JIIKAPCHKUX
3aco0iB, OMNTOBOI Ta pO3APIOHOT TOPTiBII JIKAPCHKUMH 3aco0aMu, IMIOPTY
JKapChKUX 3ac001B (KpIM aKTHBHUX (PapMarleBTUYHUX IHTPEIIEHTIB);

Ha TEPUTOPIAX, SAKI BKIOUEHI MIHPO3BUTKY 10 TiApo3niny 2 posainy I i
po3miny Il mepeniky TepuTopidd, Ha SIKUX BeayThcsa (Bemucsi) OoioBi mii abo
TUMYAcOBO OKymnoBaHuX Pociiickkoro Deneparriero, 3aTBEPKEHOTO0 MIHPO3BUTKY,
BIJIITYCK PEIENTYPHUX JIKAPCHKUX 3aC00IB (KpiM JIKAPCHKUX 3aC001B, 110 MICTSThH
HApPKOTHYHI 3aCO0M, MMCUXOTPOIHI PEYOBUHH, KOMOIHOBAHHX JIIKAPCHKUX 3aCO0iB,
0 MICTATh HAPKOTHYHI 3acO0HM, TICUXOTPOIHI PEYOBUHU YH MPEKYpPCOpH B
KUTBKOCTi, MO HE TMEPEBHINYE iX TPAaHUYHO JOMYCTUMY HOPMY, OTPYHHHX Ta
CUJIBHOJIIIOUHMX JIIKAPCHKHUX 3aC001B), K1 3T1THO 3 JUCTKOM-BKJIQJIKOIO MiIJIATAIOTh
BIJIMMYCKY 3a PELENTOM 32 KOIITH MallleHTa Ta/abo HIIKNX JIKepes, He 3a00pOHEHUX
3aKOHOM, KpIM OOJI)KETHUX KOIITIB, MOX€E 3IMCHIOBATHUCS O€3 pelernTa Jikaps 3a
YMOBHU HaJaHHS Malll€eHTaM MpaliBHUKAMH alTeK Ta iX CTPYKTYPHUX MHIAPO3ALUTIB
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M Yac BIAMYCKY TaKUX JIIKAPCHKUX 3aCO0IB PO3’SICHEHHS 1010 HEOOXITHOCTI iX
3aCTOCYBaHHS 3T1/IHO 13 3a3HAYEHUM JINCTKOM-BKJIQIKOIO;

cy0’€KTHM TrocmojaproBaHHs, sKI MarOTh JIIEH31I0 Ha MPOBAIHKEHHS
roCToIapChKo1 AISTILHOCTI 3 BUPOOHUIITBA (BUTOTOBJICHHS) JIIKAPChKUX 3aC001B B
yMOBaXxX amnTeKH, MOXYTb 3IIMCHIOBATH KOHTPOJb SIKOCTI JIIKAPCHKUX 3aco0iB,
BUTOTOBJIEHUX B YMOBaX anTeKu, B Ja00OpaTopisix, aTECTOBAHUX B TMOPAIKY,
BcTaHOBJIeHOMY MO3, 3a KOHTpPakTOM, 3a YMOBHM HEIOCTAaTHOCTI Yy TaKHUX
JIIIEH31aTIB MaTeplaJIbHO-TEXHIYHOI 0a3u Ta TEXHIYHUX 3ac001B, HEOOXITHUX IS
KOHTPOJIIO SIKOCTI JIIKapChKHUX 3aCO01B;

cy0’€KTHM TrocCmojaproBaHHs, SKI MarOTh JIIEH31I0 Ha MPOBAKEHHS
rocrnoAapchbkoi AISUIBHOCTI 3 BUPOOHHUIITBA JIIKAPCHKUX 3aC001B, ONTOBOI TOPTiBI1
JIKapChbKUMHU 3aco0amMu Ta/abo IMIOPTY JIIKapChbKUX 3ac00iB (KpIM aKTUBHUX
(apmaleBTUYHUX I1HTPEAIEHTIB), MOXYTh BIJIIIYCKATH JIIKapchKki 3acobu (3a
BUHSTKOM JIIKAPCHKUX 3ac00iB, 00Ir SKUX BIAMOBIIHO 10 3aKOHY 31MCHIOETHCS 3a
HAsBHOCT1 JIIIEH31] Ha TMPOBAKEHHS T'OCHOJAPCHKOT MisUIBHOCTI 3 00Iry
HAapKOTUYHUX 3aco0iB, TICUXOTPOMHUX PEYOBHH 1 TMPEKypcopiB, a TaKOoxXK
CWIBHOJIIOUNX, OTPYWHHUX, PaJI0OaKTUBHHUX JIKAPCHKUX 3ac00iB, MEpemik SKUX
Bu3HadyeHO MO3) BiiCBKOBUM aAMIHICTpallisiM, miApo3auiam 30poitHux Cu,
OpraHizaiisiM Ta YCTaHOBaM, IO 3aJIy4arOTh IO CBO€EI MiSUTBHOCTI BOJIOHTEPIB Ta
HAJa0Th TYMaHITapHY JI0IIOMOTY;

cy0’€KTHM TroCHoJaproBaHHS, SKI MarOTh JIIEH31I0 Ha MPOBAHKCHHS
roCToJIapChKol  MISVIBHOCTI 3 BHUPOOHUIITBA JIIKAPCHKUX 3aco0iB, y pasi
HEMOXIIMBOCTI 3[IHCHEHHS BUPOOHHWYMX OIEpaiii 3 BTOPUHHOTO ITaKyBaHHS 3
NPUYWH, TIOB’SI3aHUX 3 BBEJECHHSIM BOEHHOTO CTaHy (30KpeMa uepe3 BiJICYTHICTH
3aIaciB MaKyBaJbHUX MaTepiamiB (BTOPMHHHUX YIIAKOBOK Ta/ab0 JHMCTKIB-BKIIA0K),
MOKYTh 3/IIHCHIOBATH BUITYCK Ta peali3alliro cepii JiKapchKUX 3ac001B Yy IEPBUHHIN
YMaKOBIIi 13 3aCTOCYBaHHSAM I'PYIIOBUX KOPOOIB y CYNMPOBO/II BIAMOBIAHOT KITBKOCTI
JUCTKIB-BKJIAJO0K (aJie HE MEHIIe OHIET);

3) Bumora myHkty 308 JlieH31MHUX yMOB NPOBA/KEHHS T'OCIIOJAPCHKOT
TISUTBHOCT1 3 BUPOOHMIITBA JIIKAPCHKUX 3aCO0IB, OMTOBOI Ta po3ApiOHOI TOPTiBII
JTKapChKUMHU  3ac00aMu, IMIIOPTY JIIKApChKUX 3aco0iB  (KpiM  aKTHBHUX
bapmareBTHIHIX IHTPEIEHTIB), 3aTBEPIKEHUX II€10 MIOCTAHOBOIO
(mami — JlineH3iiiH1 YMOBH), 111010 HASBHOCTI cepTU(diKaTa IIpo ImpaBo MpaIroBaTH 3a
npoduiem podotu «Papmarist (po3apiOHa peainizalis JIIKAPCbKUX 3acO0IB)» NS
oci0, sIKI MalOTh OCBITY 3a CHEIIalIbHICTIO «MeACeCTPUHCTBO» Ta JOMYILIEHI A0
poOOTH B anTeYHUX 3aKjIaJax BiIMOBIIHO a0 JIilEeH31HHUX YMOB, 3aCTOCOBYETHCS 3
1 smunas 2027 poky;

4) mnonoxenHs JlineH31IWHUX YMOB 3aCTOCOBYIOTBCS JIO IMIIOPTEPiB
TOCTIIKYyBaHUX JIIKApChKKUX 3ac001B 3 1 ciunsa 2028 poky;

5) MoNOXKeHHs MyHKTIB 27, 28 JlileH31MHUX YMOB BIANOBIAHO B YacCTHHAX
JOTPUMAHHS HOPM HaJICKHOI alTeYyHOI MPAKTUKHU Ta 000B’SI3Ky MaTH 3aTBEPIKEHI1
OpraHi3aliiHO-TIPaBOBl JOKYMEHTH, SIKI PO3pOOJEHI 3 ypaxXyBaHHSIM BHUMOT
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HaJEXHOI anTe4YHOi MPaKTHUKH, 3aCTOCOBYIOTHCS IO JIILEH31aTIB, Kl MPOBAIATH
roCHoJIapChKy AISIIBHICTD 3 PO3JIPIOHOT TOPriBil JIIKAPCHKUMU 3aco0aMu 3 1 cluHs
2028 poky.

6) monoxeHHs NyHKTIB 173, 202 JlineH31MHUX YMOB 3aCTOCOBYIOTHCSA 10
JUEH31aTiB, [KI MNPOBaJATh TOCMOAAPCHKY MAISUIBHICTH 3 PO3JApIOHOI TOPriBil
JIKapChbKUMU 3aco0aMu, HE paHille, HiX 4Yepe3 IIICTh MICSLIB MICHS CKacyBaHHS
(TMpUNMHEHHS ) BOEHHOTO CTaHy;

3. g moctanoBa HaOupae YMHHOCTI 3 JIHA BBEACHHS B A110 3aKOHY YKpaiHu
Binm 28 mumHs 2022 p. Ne 2469 «Ilpo mikapchki 3acoOu», KpiM TyHKTY 148
Jlinen3iifHUX yMOB, kUi Habupae yMHHOCTI 3 1 ciunsa 2028 poky.

IIpem'ep-minicTp Ykpainu C. KOPEIIbKUM


https://zakon.rada.gov.ua/laws/show/2469-20

Honarok

MPOIIO3UIIIT

10 npoexkty nocranosu Kadinery MinicTpiB Ykpainu
«IIpo 3aTBepa:keHHs JlieH3iHHUX YMOB NPOBAIKEHHS rOCNOAAPCHKOI AiAJILHOCTI 3 BAPOOHUITBA JiKAPCHLKHUX 32C00iB, ONITOBOI Ta PO3APiOH o1
TOPriBJi JikapcbKMMH 3ac00aMHu, iMIIOPTY JIIKapCcbKUX 3ac00iB (KpiM akTUBHUX apManeBTHYHHMX iIHIPei€HTIB)»

Hopma IIpoekTy, 10 AKOI NPONOHYIOTHCS 3MiHU

IIpono3unisi Ta 00IPYHTYBAHHS

IMynkr 9. «9. [lo 3asB1 npo OTpUMaHHs JiLEH311 Ha IPOBaJKEHHS
YaCTUHHU BUY TOCNIOAAPCHKOT NISUIBHOCTI 3 PO3Ap10HOT TOPriBII
JIIKapChbKUMU 3ac00aMHU, KpIM IOKYMEHTIB, IiepeidaueHux crarrero 11
3akony Ykpaiau «IIpo siineH3yBaHHs BUAIB TOCIOAAPCHKOT
TISUTBHOCT1», TOJAOTHCS: 1) BIIOMOCTI TPO HASIBHICTh MaTeplaJIbHO-
TEXHIYHOT 0a3u Ta KBalipiKaliiHUN piBEHb MPALIBHUKIB, HEOOXITHUX
JUTSL IPOBAJKEHHS TOCTIONAPChKOT AISUTBHOCTI 3 BUTOTOBJICHHS
(BUpOOHMIITBA) JTIKAPCHKUX 3aC00IB B YMOBaX anTeKu 3a (GOpMOIo
3T1IHO 3 10AaTKOM 4 10 1ux JlineH3iiHuX yMOB (Y pa3i mpoBaKEHHS
TOCIOIAPCHKOT AISUTBHOCTI 3 BUTOTOBJICHHS (BUPOOHUIITBA)
JKapChKUX 3aC001B B yMOBaX arTekH); 2) BiIOMOCTI PO HASBHICTH
MaTepiaTbHO-TeXHIYHOT 0a3u Ta KBai(hiKOBAHOTO TIEPCOHAITY,
HEOOXITHUX JIJIs1 TPOBAPKEHHS TOCIOAAPCHKOT MISITLHOCTI 3
po31piOHOT TOPTiBIIi TIKAPCHKUMH 3aco0amu 3a (opmMoro 3riHO 3
noaatkoMm 5 1o nux JlineH3idHux yMoB (y pa3i mpoBaKEHHS
po31piOHOT TOPTiBIIi TIKAPCHKUMH 3ac00aMu, 110 BiITyCKAIOTHCS 0e3
pelenTa, yepe3 anTeYHUl MyHKT, PO3MIILIEHUN y TPUMILIEHH1
aBTO3aIPABHOI CTAHIII{ — I0AATKOBO BIJOMOCTI PO TAKHUl anTeyHH
MYHKT 32 ()OPMOIO 3TiHO 3 AoAaTKOM 26 A0 1ux JlineH3iifHux yMoB);
3) BiIOMOCTI PO BIACYTHICTH 3A1MCHEHHS KOHTPOJIO 32 AISIBHICTIO
cy0’€eKTa rocrojaproBaHHsl y 3HAU€HH1, HAaBEJACHOMY y CcTaTTi 1
3akony Ykpainu «IIpo 3axucT eKOHOMIYHOT KOHKYpEHLi» Ta/abo
TOProBEJILHUX BIIHOCHH 3 PE3HUICHTAaMH JIEPKaB, IO 3/IICHIOIOTh
30poiiHy arpecito mpotu YKpaiHu, y 3Ha4eHH1, HaBeJIEHOMY Y CTatTi |
3akony Ykpainu «IIpo o6opony Ykpainu», 3a ¢opMor0 3riiHO 3
nonatkoM 24 no nux JlineH31iHux ymMoB; 4) onuc JOKYMEHTIB, 10

IIpononyerscst BUIyYnTH miAnyHKTH 1 Ta 2 myHkry 9. [Ipoekr
0J/IHOYACHO nepeadavyae MpOBEIEHHS OPraHOM JIIIEH3YBaHHS NEepEeBIpKU
BIJIMOBITHOCTI MaTePiaJIbHO-TEXHIYHOI 0a3u Ta KBajIih)ikOBAaHOTO MIEPCOHATY
3a KO>)KHUM MICIIEM TTPOBA/KEHHSI IISTTHOCTI. 32 TAKUX YMOB JI0JIATKOBE
3arMoBHEHHS 3/100yBaueM JileH311 BIJOMOCTEH Mpo Ti caMi 00CTaBUHU
CTBOPIOE MOJIBIMHUIN aMIHICTPaTUBHUI MPOIIEC: CIIOYATKY MEPEBIPKY
MPAaBHWJIbHOCTI 3alIOBHEHHS BIZJOMOCTEH, a MOTIM (DaKTHUUHY MEPEBIPKY
BIJIMOBITHOTO MICIIA ISTBHOCTI. SIKIIO BIAMOBIIHICTH MaTEPiaibHO-
TEXHIYHOI 0a3¥ BCTAHOBJIIOETHCS OE3MMOCEPETHBO MiJ] Yac MepeTineH31MHOT
HEPEBIPKH, OKPEME EKIapyBaHHS TUX CAaMUX JAHUX Y BIIOMOCTSIX €
HaaMipHUM. KOpoTKuii onuc XapakTepruCTHK MOXHA Tiepen0aunT y hopmi
3asBH.




JOJTAIOTHCS 10 3asBH, Y IBOX MpHUMIpHUKaX (y pa3i MogaHHs
JOKYMEHTIB IIITXOM OCOOMCTOTO 3BepHEHHS), 32 (HOPMOIO 3TigHO 3
nogatkoM 8 1o nux JlineH31iHuX yMOBY.

IynkT 13. «13. Y pa3i 3MiHM JaHUX, K1 3a3HAYCH] B 3asBi Ta
BIZJOMOCTSIX, IO JOAABAJIHCA JI0 3asBU PO OTPHUMAHHS JIIIeH311 Ha
MIPOBAKEHHS TOCIIOAAPCHKOI TISUTBHOCTI 3 pO3piOHOT TOPTIBIIi
JKapChKUMU 3ac00aMHu, 30KpeMa 010 MICIIs TPOBAKCHHS
T'OCIIOIAPCHKOT NISTTBHOCTI, JIIIEH31aT HEBIIKIIATHO ajie HE Mi3HIIe
JECATH KaJICHAAPHUX THIB, TIOJA€ 10 OpraHy JileH3yBaHHS
MOBIAOMJIEHHS NP0 3MIHY JaHUX, 3a (OPMOIO 3TiIHO 3 10AaTKOM 12
1o uux JlieH3iiHuX yMOB Ta JOKYMEHTH, BU3HAUEH1 y IYHKT1 9 1ux
JlineH31fHIX YMOB, 32 OITUCOM 3T1IHO 3 TOJAATKOM & JI0 ITHX
JIiieH31iiHIX yMOBY.

IIpononyernbcst 301IBIIMTH CTPOK NMOBIIOMJICHHSA PO 3MiHU Ta
BCTAHOBUTH HOT0 y po0o4ux AHsX a00 30epertd YNHHUN MicTYHUI
CTPOK. BcTaHOBIIGHHS ecATH KaleHIapHHUX JTHIB ICTOTHO CKOPOUYE CTPOK
BUKOHAHHS a/IMIHICTPATHBHOTO 000B 513Ky Ta HE BpPaXxOBY€e BUXIIHI JHI,
HEOOXIHICTh OTPHUMAHHS TOKYMEHTIB Bil TpeTix 0cid i MacmTad AisITbHOCTI
anTeYHUX MepexX. TakoX MPONOHYETHCS NepeadadynuTH MOJaHHS BUKIIOUYHO
TUX JTOKYMEHTIB, IKMX 0€3M0CepeIHbO CTOCYEThCS BiANOBiHA 3MiHa. Hopmy
HEOOXI1/IHO Y3TrOJIUTH 31 CHeliaIbHUMH MOJIOKEHHSIMU 3aKOHOABCTBA IPO
JIIEH3YBaHHS, 1110 3aCTOCOBYIOTHCS Y MEP10]] BOEHHOTO CTaHY.

Mynkr 21. «21. Buaaya nineH3ii Ha IpOBaKEHHS IOCIIOIapChKOT
JISUTBHOCTI 3 ONITOBOT Ta PO3/Ipi0OHOT TOPTiBII1 JIIKAPCHKUMH 3ac00aMu
(MoBHICTIO 200 YaCTKOBO) 3IMCHIOETHCS OPraHOM JIIEH3YBaHHS
MIPOTATOM CTPOKY, 10 He nepeBuinye 30 KaleHTapHUX THIB 3 JTHS
OTPUMAaHHS OPTaHOM JIEP’KaBHOTO KOHTPOJIIO 3asiBH ITPO BUAATY
ninen3ii. JIinen3is Ha BUpOOHUIITBO JIIKAPCHKUX 3ac001B Ta/abo
IMITOPT JIIKapchkuX 3ac00iB (kpiMm ADI) BUAa€THCS OpraHoM
JILIEH3YBaHHs Y CTPOK, 1110 He nepeBullye 90 kaleHaapHUX JHIB 3 AHA
OTPUMAHHS OPraHOM JIEP’KaBHOI'O KOHTPOJIIO 3asiBU NP0 BUAAUY
JIIEH311».

IIpononyeTnbcs 11 ONITOBOI TA PO3APIOHOI TOPriBJIi BCTAHOBUTH CTPOK
He Oisib1e JecsiTH po6oumx AHIB. 30UThIICHHS CTPOKY 10 30 KaJIeHIapHUX
JHIB CYTTEBO MOJOBXKYE NEPIO BIAKPUTTS allTEUHOTO 3aKJIady, IPOTIroM
AKOTO Cy0’€KT y)Ke Hece BUTpaTH Ha OpEH/Iy, IEpCoHal, 00JaJHaHHSI Ta
yTpUMaHHS IPUMILIEHHS, ajle He MOXKe 3/1IHCHIOBATH JisUTbHICTh. Lle Takox
HEraTUBHO BIUIMBAaTUME Ha ONEPATHBHICTb BIAKPUTTS alTEK Yy HACETICHUX
MYHKTaX 13 HEJOCTATHIM PIBHEM JOCTYITHOCTI JIIKAPCHKUX 3aC001B.

MyukT 28, minnyukTu 2, 7, 9 Ta 11. «2) MaTu 3aTBepHKEH1
OpraHi3aiiifHO-TIPaBOB1 IOKYMEHTH, SIKi pO3p00JIeH] 3 ypaxXyBaHHIM
BHMOT YUHHOTO 3aKOHOJABCTBa YKpaiHu Ta HaJIe)KHOI BUPOOHUYOT
MPaKTUKH, Ta/a00 HaJIEKHOT MPAKTUKHU AUCTPUOYIIii, Ta/ab0 HaNeKHOT
anTeyHOl MPAKTUKU 3 YITKUM BU3HAUEHHSM MIIMOPSIKOBAHOCTI,
HE3aJIEXKHOCTI, 000B’SI3KIB Ta HOBHOBAYKEHD, 4 TAKOK
B1JIMOB1IaJIbHOCTI 32 HE BUKOHAHHS a00 HEHAJIS)KHE 1X BUKOHAHHS; . ..
7) MaTu 3aTBEP/KEHY Ta HAJIC)KHUM YUHOM JJOKYMEHTOBAaHY
(dapMalleBTUUHY CUCTEMY SIKOCTI, 110 BKJIIOYA€ HAIEKHI MPAKTUKH Ta
YIIPaBIIiHHS PU3UKAMU 3 SKOCTI; ... 9) 3a0e3MmeunTi TOTpUMaHHs
CTaHJIAPTIB CUCTEMH SKOCTI, 1[0 BU3HAYAE BIAMOBIIANBHICTb,
MPOLIEYPH 1 CITOCOOM YIPaBIIIHHS PU3UKAMH, TTOB’ I3aHUMHU 3

IIpononyeTbest He BUIYYATH caM NPUHIMN PYHKIiIOHYBAHHSA
¢dapmaneBTUYHOI CHCTEMU SIKOCTI, ajle KOHKPETU3yBaTH i
audepeHIiloBATH BUMOTH JIJIsl Po3/ipioHOro cekropy. HeooxinHo
nepea0avynuTH MOXKIIUBICTh (DYHKITIOHYBAHHS €JMHOT IIEHTPAII30BaHOT
CHCTEMHU SIKOCTI allTeYHOT MEPEKi 3 JIOKATbHUM BUKOHAHHSIM BU3HAYCHHUX
IpOLEAYp Y KOKHOMY MICII AiSUTBHOCTI; BA3HAYUTH MIHIMAIbHHM Mepetik
000B’SI3KOBHX MPOIIEAYp came s po3apiOHOT TOPTiBIi.




TSUTBHICTIO Y cepi TOPTiBIIi JTIKapChKUMU 3acobamu; ... 11)
3a0e3reuyBaT MOCTiiHE BHYTPILUIHE HABYAHHS TIEPCOHAITY

(IHCTpPYKILii, MOJIOKEHHS, CTAaHIAPTHI ONepaIliiiHi MPOIeypH TOIIO)».

Mynxkr 28, mignyskr 12. «12) 3xificHIOBaTH JiSUTBHICTD 328 MICIIEM
(MicIsIMH) TTPOBAPKEHHS TOCIIOIAPCHKOT MISUTBHOCT, sIKE (SIKi)
3a3HavyeHe (3a3HayueHi) y 3asiBi PO OTPUMAHHS JIIeH311 Ta y
BIJIOMOCTSIX, IO JIOJIABAJIKCS JI0 Hel, sike (K1) BHECEHO (BHECEHI) 110
JIIEH31IHHOTO PEECTPYY.

IIponoHyeThCsl BUKJIACTH Y peAaKii: «3iiiCHIOBATH AISUIbHICTH 32 MiCLIEM
(MiCISIMH) TTPOBA/KEHHSI TOCHOJAPCHKOT TISITBHOCTI, sIKe (SIKi) 3a3Ha4YeHe
(3a3HaveHi) y 3asiBi PO OTPUMAHHSI JIIEH31i Ta sKe (SIKi1) BHECEHO (BHECCHI)
JI0 JIIEH3IHHOTO peecTpy». BUIydeHHs 3ragku po BIIOMOCTI Y3TOKYETHCS
3 MPOMO3HIIIEIO OO0 BIIMOBH BiJ] iX 000B’S3KOBOTO MMOIaHHS 32 MYHKTOM 9.

MynxkT 28, mianyHkr 21. «21) criadyBaT mOpivHI BHECKH HA
peastizailiro 3aX0/1B AepKaBHOTO Harsy (KOHTPOIO) y cdepi
JIKapChKUX 3ac001B, SIK1 3apaX0OBYIOTHCS 0 JOXO/IB CHEL1abHOTO
¢donny JlepxaBHoro OrokeTy YKpaiHu Ha crieliadbHUN paxyHOK, Y
MOPSAKY Ta y po3mipax, BctaHoBIeHuX KabineTom MiHicTpiB
Ykpainm».

IIpononyerbcsi BUIIY4YHTH el 000B’ 130K i3 nepeJiiky 0e3mocepeaHix
Jlinensilinnx ymoB. diHaHcoBe 3000B’s13aHHS 31 CIUIATH IIOPIYHOTO BHECKY,
NOPSAJIOK HOro BU3HAUEHHS Ta BIINOBIIAJIBHICTh 32 OPYLIEHHS TAKOTO
000B’3Ky MaIOTh PETyJITIOBATUCS CIEIIaIbHUMHU HOPMaMH 3aKOHOIaBCTBA.
Hecnara BHeCKy He MOBHHHA aBTOMAaTUYHO NIEPETBOPIOBATUCS HA
nopymieHHs JIeH31HHUX YMOB 13 MOKJIMBUMH HACIIIIKAMH I CaMOi
JIIIeH31i, K10 BOHA HE TIOB’S3aHa 3 AKICTIO0, OC3MEUHICTIO UM 3aKOHHICTIO
001ry JiKapChKUX 3aC00IB.

IMynkr 148. «148. Po3npiOHa TOpriBis JiKapcbKUMHU 3ac00aMU
3MIIACHIOETHCS 3 JI0JIEp>KaHHSAM BUMOT HAJIEKHOI allTeYHOT MPAKTUKH,
1o 3aTBEPIKYIOThCa MO3y.

IIponoHny€eThCst TOMOBHUTH PO3/IiJ MOJIOKEHHSIMH 11010 OpraHi3aii
(¢papmaneBTHYHOI 1oIOMOrH Ta (hapManeBTHYHUX MOCaAYT. [IpoekT mae
BpPaxoBYBAaTH, 10 32 HOBOIO 3aKOHOJaBYOI0 MOJAEIUTIO iSIbHICTh allT€YHOTO
3aKJIaly HEe 3BOJIUTHCS BUKIIOYHO JI0 po3/piOHOT Toprisii. JlomimeHO
BH3HAYUTH 0a30B1 OpraHi3amiiHi yMOBH I TPOQECitHOTO KOHCYIbTYBaHHS
nalrieHTa, BiAMOBIAATHFHOTO CaMOJIIKYBaHHS, 3aCTOCYBaHHS IMTPOTOKOJIIB
¢dapmarieBTa Ta HajaHHA (hapMaleBTUUHUX [IOCIIYT, HE TyOII0I0YH pU
IbOMY KJIIHIYHI ¥ MpodeciiiHi MPOTOKOJIH, a TakoX HacTaHOBY GPP y
camux JIileH31HHUX yMOBaXx.

HyukT 151. «151. Jlinen3iat 3000B's13aHU TPOTATOM CTPOKY il
JreH3ii 30epirat y Miciii IpoBaPKEHHS AISNTBHOCTI, SIKOTO 1€
CTOCYEThCA, JOKYMEHTH a00 KOTIii TOKYMEHTIB (B €IeKTPOHHIH abo
namnepoBiit ¢popmi), SKi: TOJABATUCS 0 OPTraHy JileH3yBaHHS
BIIMOBIAHO A0 BUMoOr 3akoHy Ykpainu "[Ipo nineH3yBaHHs BUAIB
rOCIOAaPCHKOT MISIILHOCTI" ; MIITBEPAKYIOTH TOCTOBIPHICTD IaHUX,

10 3a3Havaiucs 3400yBadyeM JieH31l y TOKyMEeHTax, siKi M0JaBaIHCs
JI0 OpraHy JIilleH3yBaHHA BIIMOBIAHO 0 BUMOT 3akoHy Ykpainu "IIpo

JIEH3YBaHHs BUJIIB TOCIOAAPCHKOT AisNIBHOCTI", B TOMY YHCII:
MIATBEP/UKYIOTh PABO BJIACHOCTI a00 KOPUCTYBAHHSI MPUMIIIEHHSM,

IIpononyerbest 3aMiHUTH 000B’A3KOBUIT TEXHIYHMHA MACTIOPT HA IJIAH-
cxeMy NpuMillleHHsl, CKJIAJIeHYy Ta 3aTBep/IKeny JineHnsiarom. (s
BCTAHOBJICHHSI (PAaKTUYHOT BIAMOBIIHOCTI IPUMIIIIEHHS BUMOTaM
JlitieH3iiiHUX yMOB IOCTaTHBO IOKYMEHTA, KWW BiqoOpakae oy,
IUIaHYBaHHS Ta QyHKIIOHAJIBHE MPU3HAYCHHS IPUMIIICHb. BUTOTOBIICHHS Ta
aKTyaslizallis TeXHIYHUX MacloPTIB BUMArae A0AaTKOBUX (hIHAHCOBHX
BUTPAT, a y BUIAJIKY OPEHIOBAHUX MTPUMIIIIEHb YaCTO 3aJICKUTh Bil
BJIaCHUKA 00’€KTa Ta IHIIUX TPETIX OCio.




10 3aiiMae anrteka abo 1l CTPYKTYPHUN TiPO3LT; TeXHIYHUT
NACHOPT NPUMillleHHS, 1110 3aiiMa€ anTeKka a0o il CTPYKTYpHUH
nigpo3ain, ogpopmiieHni BiINOBIAHO 10 BUMOT 3aKOHOJABCTBA, T
BHeceHMH 10 €1MHOI 1epKaBHOI eJIEKTPOHHOI cucTteMu y cepi
OyIiBHMUTBA; TEXHIYHI MACTIOPTH BUMIPIOBAILHUX MPUIIAJIIB Ta
amaparis, 110 € B HAsIBHOCTI; TOKYMEHTH PO BiIMOBIIHICT
KBaJTi(iKaI[IifHIM BUMOTaM 3aBiIyl0OUOT0 alTEYHUM 3aKJIaJJ0M
(BinnmoBinanbHOT 0cOOM), MPALIIBHUKIB, SIKi 3A1IHCHIOIOTH
BUTOTOBJICHHS (BUPOOHUIITBO) Ta/ab0 BIIITYCK JTiKapChKUX 3ac00iB;
MITATHUN PO3KJIAJ allTEUYHOTO 3aKjIaly Ta TPYIOB1 KHUKKH (Y pasi
BIJICYTHOCTI TPYJOBOT KHMKKH — BIJOMOCTI NP0 TPYJOBY AISUIBHICT 3
PEeECTPY 3acTpaxoBaHUX OCIO 3aBIMYIOUOTO allTEUHUM 3aKIaJ0M
(cTpykTypHHM mipo3aiiom) (BianosiganbHoi 0coOM)); JOKYMEHTH,
10 MATBEP/HKYIOTH TPABOBITHOCHHY MPAIIBHUKIB 13 JTIIIEH31aTOM
(HaKka3u mpo NpU3HAYEHHS, 3BUIbHEHHS, BIIITYCTKU, TPYAOB1
JIOTOBOPH, KOHTPAKTH, Tabei 001Ky po6ouoro yacy, rpadiku BUXoay
Ha poOOTY (3MIHHOCTI) TOILIO)».

IMynkr 152. «152. JlinensiaT 3a KOXKHUM MICIEM IIPOBAKEHHS
TISUTBHOCTI 3 PO3Api0OHOT TOPriBIIi JIIKAPCHKUMH 3aC00aMH pO3MIIITYE B
JTOCTYITHOMY JIJIsl CIIO’KMBava MiCIi: KOITito Jiinen3ii (y pasi
OTpHUMAaHHS JIiIIeH311 B narepoBii opmi) abo 1HbopMaIrito mpo
pIIIEHHST Oprany JileH3yBaHHs PO BUAAYY JIIEH311/BHECEHHS MiCIIS
MPOBAPKEHHS 0 JIIEH31HHOTO0 peecTpy; iHdopmaniro npo
NpPaniBHUKIB, SIKi MPANIOIOTH B alITEYHOMY 3aKJIa/i, i3
3a3HAYEeHHAM NPi3BUINA, BJACHOI0 iMeHI, 10 0aTHKOBI (32
HasIBHOCTI), MOCA/IH, 2 TAKOK NP0 HASIBHICTH Y IMX NPALIBHUKIB
BiJIMOBiIHOI OCBITH, 3 ypaxXyBaHHSIM 0C00JIMBOCTE, BUZHAYEHHX
uumu JlineH3iliHUMHU yMOBaMHU; MiCIIe3HAaXOHKEHHS (MicIIe
MPOKMBAHHS — JIJIs JTileH31aTta Pi3uIHOT 0COOM MiAMPUEMIIS) 1 HOMED
TenedoHy JileH31aTa, SKOMy HaJleXKaTh anTeka Ta ii CTPyKTYpHi
MIAPO3IUIN; MICHIE3HAXOKEHHS 1 HOMep TenedoHy Oprany, 1o
3a0e3reyye 3aXKCT MPaB CIOXKUBAYIB; MICIIE3HAXOXKEHHS 1 HOMEp
TenedoHy oprany JilleH3yBaHHs Ta HOTO TEPUTOPIAILHOTO OpPraHy;
Tepestik JOJaTKOBUX MOCIYT, SIKi HAAAIOTHCS alTEYHUM 3aKIaZIOM.

IIponoHyeTrbest BUIIYYUTH 000B’I30K HIOAO0 MYOJIYHOT0 PO3MilllEeHHS
indopmaunii npo Bcix npaniBHUKIB anTe4yHoro 3akJjany. [IpaniBHuKH
MOXYTh 3MIHIOBaTH Tpadiku, TAMYACOBO 3aMIIllyBaTH KOJIET Ta
MEePEMINTYBATHC MDK aTEYHHUMU 3aKJIaJJaMy, OCOOJIMBO B YMOBaX BOEHHOTO
crany. [locriiiHa aktyamnizaiis iH(GOPMAIIITHOTO CTEHa CTBOPIOBATUME
aZIMIHICTPaTUBHE HaBaHTAXXCHHS Ta PU3UK (OPMATBHUX MOPYIIeHB. JIJis
inenTudikaIii mpariBHUKa, SKUH 0€3MocepeHbO 3AIMCHIOE BIITYCK,
JIOCTaTHIM € 3aCTOCYBaHHSI IEPCOHAIBHOT 1IeHTU(IKAIIIMHOT KapTKH.
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IynxkT 153. «153. JlinensiaT moBUHEH 3a0€3MEUYUTH MOXKIIUBICTD
MEPEBIPKH PyXy JTIKAPCHKUX 3aCO0IB, B TOMY YHCII THX, SKI
BIJIITYCKAIOTHCS 32 €JICKTPOHHUMHU PEIeNTaMH, Ta HAJaBaTH B X0
MIPOBEJICHHS 3aXO0/IiB IeP’KaBHOTO HArISA Ty (KOHTPOJIIO) a00 Ha
BUKOHAHHS 3aIIUTIB OpraHy JepKaBHOTO KOHTPOJIIO Ta HOTro
TEPUTOPIATFHUX OPTaHiB BIAMOBIAHY iHPOPMALIIIO».

IIponoHy€eThCst KOHKPETH3YBATH 00cAT BUMOTH. [1i MOXIMBICTIO
MEPEeBIPKH PYXY JIKAPCHKUX 3aC00IB TOBUHHA PO3YMITHCS MPOCTESIKYBAHICTh
Ta O0JIIK y Mekax iH(popMaIlii, BEICHHS SKO1 MPsIMO IiepeadaueHo
3aKOHOAABCTBOM. HopMa He NOBMHHA TIIyMa4UTHUCS K aBTOMaTUYHUI
000B’S30K CTBOPEHHS OKPEMOI CUCTEMH TOTaJIBHOT MOOTepaIIiHOT
IPOCTEKYBAHOCTI KOJKHOI yITaKOBKH, pe3€pBYBaHHSI, BHYyTPIITHHOTO
NepeMillleHHs Ta IHIIUX OTIePaIlii, SIKIIO0 TAKOTO 000B’SI3KY MPSIMO HE
BCTaHOBJICHO 3aKOHO/IaBCTBOM.

11 MyukT 154. «154. disnpHICTS 3 BUTOTOBICHHS (BUPOOHUIITBA) IIponoHyeTbCsi KOHKPETHU3YBAaTH Me:Ki Takoro BuroropjaeHus B 303.
JIIKapChKUX 3ac001B B yMOBAaX aNTeKU 3A1MCHIOEThCA 3a Heo0xiaH0 mpsiMO BU3HAYUTH, 10 BIANOBIIHA HOPMa CTOCYETHCS OTepalliii,
IHAMBIAYaJIbHUM pELENTOM JiKaps (MaricTpajlbHUM MIPOMUCOM) 200 K1 311 CHIOIOTHCS 0€3M0cepeIHbO B MPOIIEC] AIarHOCTUKU a00 JIIKYBaHHS
Ha BuMory 303 (y Tomy 9ucii 3a opilIMHATEHUMU TTPOTIHCAMH ) KOHKPETHOTO TaIfieHTa, Ta He Hagae 303 mpaBa 3/1iICHIOBATH CepiliHe
BIINOBIAHO 70 IpaBuJl, BcTaHoBIeHNX MO3, 3 ypaxyBaHHSIM BUMOT BUT'OTOBJIEHHSI, BUTOTOBJICHHS IIPO 3aIlac, peaiizaiito abo mocTayaHHs
3aKOHOJIaBCTBA. BUroTOB/IeHHSI (BUPOOHMUTBO) JIKAPCHKUX BHUTOTOBJICHHX JIIKAPCHKUX 3aCO0IB TPETIM 0cO0aM 103a PEKUMOM
3aco0iB Moske 3ailicHIoBaTHCs B 303 mix yac giarnocTukm a6o BUPOOHUYOT anTeKH.

JIKyBaHHS 32 3aTBePAKEHOI0 NPOLEeIyPOI0 — 32 HASABHOCTI
JileH3il 3 MeIMYHOI NIPAKTUKI.

12 IMynkr 168. «168. Ilepenik BHYTpIIHbOANTEYHUX 3aTOTOBOK, IIpononyerbcst 36eperTu NOroskeHHs BUKJIIOYHO Y HEOOXiTHOMY 115
KOHLIEHTPATIB, HamiB(haOpuKaTiB, a TAKOX JIIKaPCbKUX 3aCcO0iB, KOHTPOJIIO SIKOCTi 00Cs13i Ta He MEePEeTBOPIOBATH HOT0 HA 0IATKOBUIH
BHUTOTOBJICHHUX ITPO 3amac, 3aTBEPKYETHCS JIIEH31aTOM, 110 iX JM03BiIbHUH MeXaHi3M. [[OIITbHO YITKO BUSHAYMTH ITJICTABH JIJIS BIIMOBHU Y
BHUTOTOBJISIE (BHPOOIIsic). [lepenik BHYTPITHROANITEYHUX 3aTOTOBOK MOTO/KEHH1 Ta MPaBOB1 HACIIIKH MPOIMYCKY BCTAHOBJICHOTO 15-7A€HHOTO
Pa3oM 3 TEXHOJIOTTYHUMH IHCTPYKIISIMU MOJTAETHCS HA MOTOIXKEHHS CTPOKY OpPTaHOM JIeP>KaBHOTO KOHTPOJIIO.

JI0 TEPUTOPIaJILHOTO OpPraHy OpraHy JAepKaBHOTO KOHTPOJIIO, IKUH y
pasi BIAMOBIIHOCT1 BUMOTaM 3aKOHO/IaBCTBA JI0 BUTOTOBJICHHS
(BUpOOHHUIITBA) JTIKAPCHKKUX 3aCO0IB B yMOBaX anTEKH, IMOTOKY€E HOTO
poTsAroM 15 pobodnx THIBY.
13 IMynkr 169. «169. Jlinensiat, sKuit TPOBaIUTh FOCTIOJAPCHKY IIponoHny€eThbCcsi KOMIJIEKCHO J00NPAIIOBATH MYHKT 169: 1) BumyunTn

JSUTBHICTB 3 po3Api0HOT TOPTiBIIL TIKAPCHKUMU 3aco0aMu: 3a0e3redye
HAsIBHICTh yCiX HEOOXITHUX MPHUMIILIEHb, 30H, YCTATKyBaHHSA Ta
o0JyaTHaHHS JUTsl HAJIGKHOTO 30epiraHHs Ta TOPTiBJIl JIKAPCHKUMH
3acobamu; 3abe3neuye s KOKHOTO BUPOOHUYOTO MPUMIILIEHHS 2060
30HH PEECTPALLIO Ta 3/11HCHEHHS KOHTPOJIIO 32 TEMIIEPATYypOIO i
BIJTHOCHOIO BOJIOTICTIO MOBITPS, CIIPaBHICTh yCiX 3ac001B
BHUMIPIOBAJILHOT TEXHIKH 1 TPOBOAUTS IX MEPIOJUUHY MOBIPKY 200
KaiOpyBaHHs; 3a0e3Me4uye HAABHICTh BillIOBIIHOTO NMepcoHaly, y

creliaibHi BUHATKH JUTsl anTeyHuX NyHKTiB Ha A3C y BUMaIkax, KOJIU JJs
HUX HEMae 00’ €KTUBHOIO PU3UK-OPIEHTOBAHOTO OOIPYHTYBAHHS; 2) 11010
MPOTOKOJIIB (hapmarieBTa BCTAHOBUTH 00OB’A30K JlilleH31aTa 3a0e3neuyBaTi
iX TOTpUMaHHA PH BIAMYCKY HE3aJ€KHO BiJl MOJIEI1 allTeYHOTO MYHKTY; 3)
3QJTMIINTH 3 JIIeH31aTOM BiIMOBIIATBHICTH 32 (JAaKTUYHY AOCTYIHICTh
MPUMILIEHHS, alle He MOKIaaTH Ha HhOTO BIAMOBIAaIbHICTh 32 HEBHECCHHS
ceptudikoBanuM ¢axisuem 3BiTy 10 €JJECCB; 4) yHidikyBaTn npaBuia
PO3YMHOTO MPUCTOCYBAHHS JJIsl alTEUHUX 3aKJIaJIIB 32 OJHAKOBHX




TOMY YMCJi 3aBilyBa4ya anTe4HOro 3aKJjaay, BUMOIH /10 OCBiTH,
kBajigikanii Ta craxy podoTH SKMX BCTAHOBJIeHO NyHKTOM 308
uux JlineH3iliHux ymoB, KpiM BUNIA/IKIB, nepea0adyeHNX UMM
JlineH3iiHUMHU yMOBaMH /Ul alITEeYHUX MYHKTIB, PO3MIllICHUX Y
NPUMillleHHSIX aBTO3allPABHUX CTaHWLil. Y pa3i TuMuyacoBoi
BiJICYyTHOCTI 3aBiyBaya anTe4Horo 3akJjajay (Ha 4yac BimycTKH,
JIIKAPHSIHOT'O TOI0) Ma€ OyTH NPU3HAYEHA 0002, IKa BUKOHYE il
Horo 000B’I3KH, 3 YKCJa 0¢i0, sIKi BiAmoBigaTh BUMOram a0
oCBiTH, KBaJi(ikauii Ta cTa:xKy po00TH, 110 BCTAHOBJIEHO
nyHkToM 308 nux JlinensiiiHux ymoB; 3a0e3ne4ye 10TPUMAaHHS
(apmaneBTHYHMMH NPalliBHUKAMM NIPOTOKOJIiB (papManeBTa,
3aTBepa:keHMX MiHicTepcTBOM 0XOPOHH 3/10POB’sl, Mij Yac
BilyCKY JIiKapchKHUX 32c00iB Yy BUNIA/KAX, NepeA0adyeHUuX TAKMMH
NMPOTOKOJIAMH; CTBOPIOE HEOOXIIHi YMOBH ISl BIJIbHOI'0O 10CTYILY
0Ci0 3 iHBAJIIIHICTIO TA IHIIMX MAJIOMOOITBHUX IPYIl HACEJIEHHS
A0 NPUMIleHb alITEeYHUX 3aKJIAAiB Ta 30H 00CJIyrOBYBAHHS
BiJIMOBIIHO 10 KepKaBHUX OyaiBeJIbHUX HOPM, PaBU.JI |
CTAHAAPTIB, 10 JOKYMEHTAJIbHO MIATBEPIKYETHCA (paxiBuem 3
NUTAHb TEXHIYHOI0 00CTeKeHHs OyAiBesb Ta CIOPYHA, AKUI Ma€
kBadidgikaniiauii ceprudikar. 3BiT NPo 00CTEKEHHS, AKUM
HajgaeTbes axiBuem 3 MUTAHb TEXHIYHOI0 00CTEeKeHHs OyaiBesb
Ta CIOPYA, Ma€ OyTH HUM BHeCeHO 10 €IUHOI 1epKaBHOI
€JIEKTPOHHOI cucteMu y cepi OyaiBHUUTBA; y pa3i KoJIu
NPUMIlIEHHS ABTO3aNPABHUX CTAHWIN, Y AIKHX PO3MIIYIOTHCS
anTe4Hi NYHKTH 1JIs 31iiiCHeHHs po3ApiOHOI TOpriBJIi
JiKapcbKUMM 3ac00amMu, 110 BiNyCKalOThCs 0e3 penenra,
HEMOSKJIMBO MOBHICTIO MPUCTOCYBATH JJIs1 MOTPed 0Cid 3
IHBAJTITHICTIO TA iHIIMX MAJOMOOILHUX IPYyNl HACEJICHHS, TaKi
NPUMIlIEHHA NiAJISAralTh PO3yMHOMY NPHCTOCYBAHHIO 3
YPaxXyBaHHSAM NPHHIUIIB YHIBEPCAJIbHOI0 IU3aHHY 32
MOTO’KEHHSIM 3 TPOMAJICLKMMHU 00’ €ITHAHHSIMH 0Ci0 3
iHBasiAHICTIO BiAnoBiAHO 10 3akony Ykpainu “IIpo ocHoBH
couiaJIbHOI 3aXUIIEHOCTI 0ci0 3 iIHBaJiAHiCTIO B YKpaiHi”; ...
30epira€ mpoTsiroM He MeHIIE II’SITH POKIB IOKYMEHTH, 1110
3aCBiAYYI0Th KYIIBJIIO, i3 3a3HAYECHHAM 1aTH, Ha3BH, (popMu

(bakTHYHMX 0OCTaBHH, HE CTBOPIOIOYHM CIELIATBHOI IEpPEeBard JIUIIE IS
A3C; 5) 3aMiHUTH IT’ITUPIYHUE CTPOK 30epiraHHs 3aKyMiBeIbHUX
JOKYMEHTIB Ha TP POKH; 6) YCYHYTH HEOTHO3HAYHICTh KOHCTPYKIIi1
«BinnosinanbsHa ocoba / 3aBiyBau anTeku»; 7) OKPEeMOo MEPEBIPUTH MTPABOBI
MiJICTaBH BUHSATKIB II0JI0 JOTOBOPY PO peiMOypcarriro.




BHIIYCKY, KUIBKOCTI, cepil Ta TepMiHy NPUIATHOCTI 01epPKaHOI0
JiKapcbKoro 3aco0y, BUpoOHMKA, iHopManii mpo
NMOCTAYaIbHMKA TA PEKBIi3HUTIB HOro JiileH3ii; npu3Hayae
BinnosiganbHy oco0y / 3aBigyBaua antekH, BUMOTH /10 OCBIiTH,
kBajidikanii Ta craxy podoTHu sikoi BcraHOBJIeHO MyHKTOM 308
uux JlineH3iiiHuX yMoOB; yKiiagae qOroBip mpo peiMOypcartito
BiAmoBigHO 10 lopsinky ykitaaeHHs, 3MiHU Ta IPUIHHEHHS JI0TOBOPY
po peimOypcariro 3a GopMoI0, 110 3aTBEPAKEHA IIOCTAHOBOIO
Kabinery MinictpiB Ykpainu Bix 27 mortoro 2019 p. Ne 136 “/lesiki
MUATaHHS MO0 JOTOBOPIB Mpo peimOypcariito”. it uboro aé3any He
NOLIUPIOETHCS HA aNITEYHi MYHKTH, po3MillleHi Yy NpUMillleHHAX
aBTO3alPABHUX CTAHLIl, Yepe3 siKi 3/ilicHIOETHCA po3apiOHa
TOPriBJIf JiKapChbKHUMH 3ac00aMH, 110 BiANyCKalOThCs 0e3
penenTa; 10TPUMYETHCS MOPSAAKY KOHTPOJIIO SIKOCT1 JTIKAPChKUX
3ac00iB M1 Yac ONTOBOI Ta pO3ApiIOHOT TOPTriBIIi, 3aTBEPAKEHOTO
MO3».

14 yukt 170. «170. [dns antex, siki BATOTOBJISIIOTH (BUPOOJISIOTH) IIpononyerbest AudepeHiroBaTH 00CAT 000B’SI3KOBOI0 1OCTYITY /10
JIKapchbKi 3ac00U, 000B'I3KOBUM € HasBHICTH JleprkaBHOI (hapmakomnei | MiskHapoaHuX papMakoneii 3ajieskHo Bil GaKTHIHO 3/1iliCHIOBAHOTO
VYkpainu, a Tako 3a0e3MeUeHHsI TOCTYIy A0 €BPONEUCHKOT BU/Iy BUTOTOBJIeHHsI. 30KpeMa, PO3IIMPEHHN MEPETIK MIKHAPOIHUX
(dhapmakoriei, ynHHUX O(PiiHNX (hapMakormeit AepKaB — YWICHIB dbapmakorield € 0OrpyHTOBaHUM JJI BUTOTOBJICHHS JIIKAPCHKUX 3aCO01B, AJIs
E€sporneticekoro Cotro3y, Benukoi bpuranii, 'omeonaTuyHoro SKUX BUIMOBIIHI JDKEpela HOPMAaTUBHO HEOOX1AHI, 30KpeMa TOMEOaTUIHUX
dapmakorneero Criomyuenux Lltarie AMepukmy. JikapchkuXx 3aco0iB. O00B 30K 3a0e3medyBaTh JOCTYI 0 BCHOTO TEPEITIKY

dbapmakoriell He3aJIeKHO BiJ] aCOPTUMEHTY Ta TEXHOJIOT1H KOHKPETHO1
anTeKu NoTpedye 101aTKOBOTO OOIPYHTYBaHHS.

15 IMynkr 171. «171. {ns 3a6e3neuenHs JisIbHOCTI 3 po3apiOHOT IIponoHy€eThCcst BUKJIACTH BUMOTH 10 TPUMIllleHb 32 PU3HK-

TOPTiBJIi an'TeKa MTOBUHHA PO3MIIIYBATHUCS Y BUBEICHOMY 13
KUTIOBOTO (hOHTY OKpEeMOMY OYIUHKY a00 BOYJJIOBAaHOMY
(mpubynoBaHOMY) 1301b0BAHOMY MPHUMIIIIEHH] Ha MEPIIOMY MTOBEPCi 3
OKPEMHUM CaMOCTIHHUM BHXOJIOM Ha30BHI 13 TOPTiBEIBHOI 311, KPiM
BHUIIQJIKIB, NTepe0aYCHUX UM ITYHKTOM. J[03BOJISIETBCS PO3MIIIICHHS
anTeK JHIIe Ha 00’ €KTaX HEPYXOMOI'O MaifHa, pevoBi IpaBa Ha sKi
MUISITal0Th ACPXKaBHIA peecTparlii BiAMOBIIHO J0 3aKOHOIaBCTBA.
J103BOJISI€THCS BIAIITYBAaHHS 3arajlbHOrO BX1IHOTO TamOypa B
Oy/AMHKax rpoMaJICbKOTo MpU3HAYeHHs (KpiM IIK1I, 3aKiIa/liB
JOIIKUTLHOT OCBITH Ta Mif'13/[iB )KUTIOBUX OYIMHKIB) 32 YMOBH

Opi€HTOBAHHUM NMPUHIUNOM. KITIOUOBUMH KpUTEPISIMH MAIOTh OyTH
HaJIC)KHI YMOBH 30€piraHHs, JOCTATHICTh IO /IS (PaKTUYHUX TIPOIIECB,
0e3neuHiCT 00CTYroBYBaHHS, CaHITApHUI pexXuM, TOCTYIHICTh, €BaKyallis
Ta MOKJIMBICTD JICP)KAaBHOI'O KOHTPOJIIO, a HE (hopMalIbHA MOBEPXOBICTb,
piBEHb MiAJIOTH Y KOHCTPYKI[is TamMOypa. OHOYACHO HEOOXITHO MPSMO
nepeadaunuTH MOXKITUBICTD PO3MIIICHHS alTeK Y 3aXHUIIEHHX, IM3EMHHIX Ta
HAMIBIIA3EMHUX MPUMIIIEHHAX 1 CIOPYAaX [UBUILHOTO 3aXUCTY 32 YMOBH
3a0e3I1eUueHHs BiMOBIIHNX BUMOT O€3IIEKH Ta SIKOCTI, a TAKOXK MOKJIMBICTh
00naImTyBaHHs 3aXUIIEHOTO MPUMIIIEHHS 0e3MO0CePEHbO B MEXaxX Jit0U0i
anTeKu. 30KpeMa, BUKJIACTH MYHKT y TakKil pelaKiii:




3a0e3neueHHs! BUIBHOTO JOCTYITY /IO alTeKu Ta JOTPUMaHHS B TaMOypi
CaHITapHO-TIr€HIYHUX BUMOT, YCTAaHOBJIEHUX s anTek. [loma
3araJlbHOTO BXITHOTO TamMOypa He BKIIOYA€ETHCS O MIHIMAJIBHOI Ta
3arajbHOI IUIOIII aNTeKU. SIKIo anTeka 3aiiMae 130J1bOBaHE
KUTbKaoBepXxoBe (B TOMY YMCII MiJBaJbHE, HAIIBIIBATbHE Y1
[IOKOJIbHE) MPUMILICHHS 1 Ma€ KUTbKa 3aJ1 JJIs1 00CIyrOBYBaHHS
HACEJICHHS, OJTHA 13 TAKMX 3aJ1 PO3TAIOBYETHCS HA MEPIIOMY MOBEPCi
3 000B'SI3KOBOO OPTraHI3aIliEI0 OJJHOTO pOOOYOT0 MICUS JUIs BIITYCKY
JKapChbKUX 3ac00iB. J[03BOISETHCS PO3MIMICHHST OKPEMOT 3aJTH JITsI
00CIyroByBaHHS HacEJIEHHS HE TUIbKU Ha MEepUIOMY MTOBEPCI, SAKILO
pIBEHB HOTO MiJUIOTH HE HUK4Y€E/BUIIE JIAHYBAJILHOTO PIBHS 3€MIII
outpiie HiK Ha 0,5 metpa. JlonyckaeTbes poO3MIIIEHHS allTEKU y
130J1bOBAHOMY IIPUMILIIEHH] Ha MEPIIOMY ITOBEpCi Oe3 yaalTyBaHHS
OKPEMOTI'0 CaMOCTIIfHOTO BUXO/y Ha30BH1 Y IPUMILIEHHSIX CAHATOPHO-
KYpPOPTHHX 3aKJIaJiB, TOTEIIB, aepONOPTIB, BOK3AIIB.

171. Jlna 3abe3nedeHHs IiSIBHOCTI 3 pPO3ApiOHOI TOPriBii amreka
MOBHHHA!

PO3MIIIYBATHCS Y BUBEICHOMY 13 KHUTIOBOTO (QOHIY OKpeMoMy OyIUHKY abo
BOynoBaHOMY (TIpUOYZIOBAaHOMY) 130JbOBAaHOMY MPUMIIIEHHI HA IMEPLIIOMY
MOBEPC1 3 OKPEMUM CaMOCTITHUM BUXOJOM HA30BHI 13 TOProOBEJIBLHOIO 3ally,
KpIM BUIAJKIB, Iepe0aueHUX UM H1ITYHKTOM.

Ha mnepion BOEHHOro cTaHy AONMYCKA€THCS PO3MIIIEHHSl anTeK Ta iX
CTPYKTYPHHX HiAPO3AijliB — aNITeYHUX IMYHKTIB — y MiI3eMHNUX MeIHIHHUX
KOMILIeKcaxX (3aKjagax OXOpPOHHM 310pPOB’sl)), HAa MiJ3eMHHX PiBHAX
OyaiBeib MeTpPONMOJIiTeHy, Y MiABAJbLHUX NPUMILLlCHHAX, Y HiA3eMHHX
nepexoAax, a TaK0X y IHIIMX 3aXMINEHMX MiI3eMHHX 00’€kTax, 0e3
yJIAIITYBaHHSI OKPEMOIro caMOCTiifHOro BUX0AY Oe3nocepeIHb0 HA30BHi,
3a YMOBHM 3a0e3neyeHHsl 0e3lMe4YHOro ta 0e3nepemKoAHOro J0CTymny 10
anTe4yHoro 3aKJaay 4epe3 MNPHUMIillleHHS 3arajbHOr0 KOPHCTYBAaHHS
BiAMOBITHOT0 00’€KTAa 3 JOTPUMAHHAM YCTAHOBJIEHUX 3AKOHOJAABCTBOM
BUMOI' IIOJAO0 [JOCTYNHOCTI /I o0cCi0 3 IHBaJiAHICTIO Ta iHIIKX
MAJIOMOOUIBHMX TPyl HACEJECHHSl, a TAKO0K 3a0e3leYeHHs HAJIeKHHX
YMOB 30epiranHs Ta J0TPUMAHHS MPaBHJI BIANYCKY JIKapCbKHUX 32C00iB.

BaamryBaHHs Micub AJsi MUTTS PYK, BOMPAJIbHI TAKMX allTeYHHUX
3aKJ1aJiB Moxke OyTH 3a0e31e4eHe 103a MesKaMH allTeYHOr0 3aKJIaay.
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IyukT 172. «172. 3aranpHa MiHIMaJIbHA TUTOIIA ANTEK, SKi
3MIHCHIOIOTh PO3IPiOHY TOPTIBIIIO JIKAPCHKUMU 3ac00aMu,
CTaHOBUTH: JUIS AllTEK, PO3TAIIOBAHUX Y MiCTaX, — HE MEHIIe HiK 50
KB. METpiB (TUIOIIAa TOPTiBEJIbHOT 3aJI1 — HE MEHIIIE HiK 18 KB.
METpiB); IS allTeK, pO3TalloBaHuX y cenumax 1a 'y 303 nep:kaBHOi
Ta KOMYHaJIbHOT ()OPMH BIIACHOCTI y MICTaX Ta CEJIUIIAX, — HE MEHIIIE
HiK 30 KB. MeTpiB (TUIOIA TOPTIBEJIBHOI 3aJIM — HE MeHIIIe HDK 11 KB.
METpIB); JUI alTeK, pO3TalIOBaHUX Y CeJli, — He MeHIe HiK 18 KB.
MeTpiB (i3 BUAUIEHHSAM 30HM TOPTrOBEJIbHOT 3211 HE MEHIIE HIX 6 KB.
METpIB Ta 30HU JUIst 30epiraHHs JIKapchbKUX 3aco0iB 1 cIy)00BO-
MoOyTOBOT 30HM); IS allTeK, SIK1 3/1IHCHIOIOTh BUTOTOBICHHS

IIpononyerbesi: 1) BUTYYUTH CI0BA «IE€P:KaBHOI Ta KOMYHAJIbHOT hopMu
BJIACHOCT1», BCTAHOBUBIIM OJHAKOBY MIHIMaJIbHY TUIOIIY JUIs antek y 303
HE3aJIeKHO Bl GOpMU BIIACHOCTI; 2) y MEPCHEKTUBI MEPENTH B )KOPCTKHUX
MiHIMJIbHHUX TUIOII IO PU3UK-OPIEHTOBAHOI OI[IHKU JIOCTATHOCTI
MPUMILIEHHS 3aJIeKHO BiJl aCOPTUMEHTY, 3araciB, 00JaHaHHs, TIEPCOHATY
Ta (aKTUYHHX IpoleciB. BcTanoBneHHs As anteku y npuBatHomy 303
MiHIMyMY 50 KB. M, a JIJIs1 aHAJIOTIYHOT anTeKH y AepKaBHOMY Ud
komyHanbHOMY 303 — 30 KB. M HE Ma€ 00’ €KTUBHOT'O 3B’SI3KY 3 SIKICTIO UM
0e3MeYHICTIO JTIKapChKUX 3aC00IB.




(BUPOOHMIITBO) JIIKAPCHKUX 3aC00iB, CKIIa/ MPUMIIIICHD allTEKU
BKJIOYAE BC1 MPUMIIIICHHSI, SIKI HEOOXIH1 711 TIPOBAKCHHS
TISITBHOCTI 3 pO3piOHOT TOPriBIIL JIIKAPCHKUMH 3aCc00aMu Ta
MPUMIIIEHHS JJIs1 BATOTOBJICHHS JIIKAPCHKHX 3ac00iB, CKIAJ 1 IJIoma
SKMX BU3HAYAIOTHCS MPaBUJIAMH BUTOTOBIICHHS (BUPOOHUIITBA)
JKapChKUX 3ac00IB B yMOBAaX anTeku, 3aTBeppkeHnMu MO3y.

Kpim Toro, i antek y mig3MHUX IPUMIIIEHHIX BCTAHOBUTH BUMOTH JI0
MIHIMAJIBHOI TUTOIIII 32 aHAJIOTIEI0 3 CUTBCHKUMU alTeKaMu. 30KpeMa,
BUKJIACTHU y TaKii penaKiii:

172. 3aranpHa MiHIMaJdbHa TUIOIIA aNTeK, SKi 3AIHCHIOIOTH PO3APIOHY
TOPTIBIIIO JIIKAPCHKUMHU 3aC00aMU, CTAHOBUTD:

A8 anTeK, PO3TAINOBAHUX Y Yy MHiA3eMHHX MeAWYHHUX KOMILIEKCcax
(3ak/1azax OXOpPOHHM 3/0pOB’S), Ha MiA3eMHUX PpiBHAX OyaiBeb
MeTPOMNOJIiTeHy, y MiIBAJbLHUX NPUMIillleHHAX, Y MiI3eMHUX Nepexoaax, a
TAKOK y iHIIMX 3aXHIEHUX MiA3eMHUX 00’€KTaxX - He MeHlIe Hixk 18 KB.
MeTpiB, i3 BUAiIeHHAM 30HH TOProBeJbLHOIO 3aJ1y He MeHIle HikK 6 KB.
MeTpiB Ta 30HM JJs1 30epiraHHsi JikapcbKMX 3aco0iB i ciay:k00BO-
1o0yTOBOI 30HH.

17 IMynkr 173. «173. 3ana ;uis 06c1yroByBaHHs HaceleHHs, BUpoOHUYl | Bumora 111010 JOKyMEHTOBAaHOTO KOHTPOJIIO YMOB 30€piraHHs €
Ta CIIy’>k00BO-MIOOYTOB1 MPUMIIIEHHS allTeKU 00JIaAHYIOTHCS 0OIpyHTOBAHOIO, O/IHAK MPOMOHYETHCH He 3aKPIIIIOBATH BUKJIIOYHO
MpuJajaMy OMAJICHHs, K1 BINOB1Ial0Th HOPMaM MOKEXKHO1 Oe3MeKr. | OAMH BM/I TeXHIYHOro pimeHHs . JliieH3iaT MOBUHEH MaTH MOXKJIUBICTh
3ama 1t 0O6CcyroByBaHHS HAaceJICHHS, BUPOOHWYI TPUMIIIICHHS BHUKOPUCTOBYBATH OYJIb-IKYy CUCTEMY, sIKa 3a0€31euye TOCTOBIPHUM,
MOBUHHI OyTH YKOMIUIEKTOBaHI MpuiiagaMu (CHCTEMaMH) Oe3repepBHUN Ta JOCTYITHUH I MIEPEBIPKA KOHTPOJIb YCTAHOBIECHUX
ABTOMAaTUYHOTO BUMIPIOBAHHS CTaHy PIBHS TEMIIEPATYPH 1 BOJIOTOCTI | mapaMeTpiB. /[ mepexoay Ha aBTOMaTU30BaH1 CUCTEMH HEOOX1THO
(maramorepaMmu) 3 MOXJIMBICTIO TIepeaadi Ta 30epexeHHs iHopMaliii. | BCTAaHOBUTH JAOCTATHIN MEPEXiTHUM MEepio1, OCKUTLKH OJTHOYaCHE
BupoOuuyi mpuMimeHHs TaKoX 00IaIHYIOThCS YCTaTKYBaHHSIM IS MePEOCHAIIICHHSI BCIX allTeK MOTpeOyBaTHMe 3HAYHUX KalliTaJIbHUX BUTpAT.
MOCTINHOTO 3a0e3MeUYeHHS HAIE)KHOTO 30epiranHs JIiKapChbKUX 3ac00iB
(mradm, crenaxi, X0JI0AUILHUKH, CEH(HU TOIIO)».

18 IMynkr 175. «175. PoGoui micust mpaiBHUKIB i1 Yac BIIMYCKY IIponoHny€eThbecst BUWJIYYHTH HOPMY a00 3aMiHMTH il 3arajibHUM
JKapChbKUX 3ac001B 00JaIHYIOTHCS MPUCTPOSIMHU IS 3aXUCTY 000B’A3KOM 3a0e31e4yBaTH HAJIEKHI 3aX01H iH(PeKUIITHOr0 KOHTPO.JII0
MPaIiBHUKIB BiJI MPSAMOT KpareabHO1 iHGEKIi». BiZAMOBiHO 10 (PaKTHYHHMX emigeMidYHNX pU3UKiB. OO0B’I3KOBE MOCTIHHE

007aIHaHHA KOXKHOTO MICIIS BIAMTYCKY KOHKPETHUM (PI3UUHUM MPUCTPOEM
HE BPaXxOBY€ MOKJIMBOCTI BUKOPUCTAHHS IHIIUX €(EKTUBHUX CIIOCO0IB
3aXUCTY.

19 IMynkr 177. «177. [Ins antek, po3MillleHUX Yy ceaX, HassBHICTb 177. Jas anrek, po3MillleHUX Y ceJiax, Y MiI3eMHUX MeIMYHUX

XOJIOJUIIbHUKA B KIMHATI IEpCOHATy He € 000B'SI3KOBOIO.

KOMILJIEKCaX (3aKJIaJax 0XOPOHHM 310POB’°H), HA MiA3EMHHUX PiBHAX
OyaiBeIb METPONOJIITEHY, Y MIABAJTbHUX NPUMIILLICHHSIX, Y MiA3eMHHUX
nepexoax, a TAK0X y IHIIMX 3aXHIIEHUX MiA3eMHUX 00’ €KTAX,
HASIBHICTh X0JIOAWJILHUKA B KIMHATI IIEPCOHAJIY He € 000B’A3KOBOIO.
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IynxT 178. «178. JlineHsiaT MOBUHEH MaTH alTEUKy 32 KOXKHUM
MICIIEM MTPOBAKEHHS JISUTBHOCTI (JTiKapChKi Ta 1HII 3aCO0H, Mepesik
SKHMX 3aTBEPKYETHCS JIIEH31aTOM) Ul HalaHHS JJOMEIMYHO1
nornomoru. JlineHnsiarom 3iliCHIOETHCS TIEPIOTMYHUI KOHTPOJIb
TEPMiHIB IPUIATHOCTI JIIKAPCHKUX 3aCO0IB Ta MEMYHUX BUPOOIB,
HAsBHUX B aIlTeyli».

HasiBHicTH anTeykH NMPONOHY€EThes 30eperTu. OHAK TOLUUIBHO HE
BCTaHOBJIFOBATH OKPEMOT )KOPCTKO opMalti3oBaHoil hopMu
JOKYMEHTYBaHHS KOHTPOJIIO il BMICTY; HOPSAAOK TAaKOTO KOHTPOIIO MOXKE
BH3HAYATUCS BHYTPIIIHBOIO MPOLIEAYPOIO JIIIeH31aTa.

21 MynxkT 183. «183. Anreka Ta ii anTe4Hi MyHKTH YTBOPIOIOTHCS IIpononyerbest yCyHYTH cneniajibHi TEPUTOPiaIbHI Ta IPUMillIeHHEeBi
BHKJIFOUHO B MeKax oaHiel o0macti, KuiBchbkoi oOmacti (BKIIOYHO 3 M. | mepeBaru anteyHux myHkTiB Ha A3C. Skmo anreunuii myakr y 303
KueBom), KpiM anTeYHUX MMYHKTIB, PO3MIIICHUX Y MPUMIIICHHIX MoyKe OyTH CTPYKTYPHHUM IAPO3ALIOM aNTEeKH JIUIIE B MEXKaX OJJHi€T
aBTO3aIPABHUX CTAHIINA. ANTEUHI MyHKTH, PO3MIILEHI Y obmnacri, iHmMHA pexum st A3C notpedye 00’ €KTUBHOTO OOTPYHTYBAHHS.
MPUMILEHHSAX aBTO3alPaBHUX CTaHIIM, MOXKYTh YTBOPIOBATUCS SIK AHaJOTIYHO BUMOTH JI0 BIIOKPEMJICHHSI IPUMIIIEHHS MatOTh BU3HAYATUCS
CTPYKTYpPHI MiAPO3UTH alTEeKH JIlIEH31aTa He3aJIekKHO BiJ pHU3HMKaMH, a HE BUOM KoMepLiitHOro 06’exra. O1HOYaCHO MPOTIOHYETHCS
aJIMIHICTPaTUBHO-TEPUTOPIATBLHOTO PO3TAIlyBaHHS TaKOi allTEKH Ta IPsIMO JJO3BOJIUTH CTBOPEHHSI allTEYHUX MYHKTIB Y CKJIa/ll MIA3EMHUX
BIJIOBIIHUX aBTO3AapPaBHUX CTaHIII 32 yMOBHU 3a0€3ME€UEeHHS JIKapeHb, 3aXUIIEHUX MEIMYHUX KOMIUIEKCIB Ta JIIKapHIHUX YKPUTTIB 3a
JIIEH31aTOM €JJUHOI CUCTEMH SIKOCTI, MPOCTEKYBAHOCTI PYXY YMOBH 3a0e3MeueHHs] BUMOT SIKOCTI, Oe3MeKH Ta AepKaBHOTO KOHTPOJIIO.
JIKapChbKUX 3ac001B, KOHTPOJIIO YMOB iX 30epiraHHs Ta Jly1s yoro BUKJIACTH 3a3HAYEHUH IMyHKT y TaKiid peJaKiii:
¢dbyHK1IIOHYBaHHS BignmoBigaibHOT 0c00H, BIIMOBIIHO 0 IIUX
JlineH31HNX YMOB. ANITEYH1 MyHKTH PO3MIIIYIOTHCS Y 183. AnTexka Ta il anTeuHi MyHKTH, MOOUTBHI anTeYH1 MyHKTH YTBOPIOIOTHCS
BIIOKpEMJICHUX MPUMIIIEHHSX 3 BUAUICHHIM a00 0e3 BUAUICHHS 3aJI1 | B Mexkax ofHiel oomacti, KuiBcpkoi o0macti (BkitouHO 3 M. KueBom).
JUTsi 0OCTTyrOBYBaHHS HAaceJIeHHS B KamiTabHUX Oyanakax 303. ANTeYHi NYHKTH PO3MIlIIYIOThCS Y BiJoOKpeMJIeHUX NPUMillIleHHSAX 3
AnTeuHi MyHKTH, PO3MIILEH] Y IPUMIIIEHHSIX aBTO3alpaBHUX BU/iJIeHHAM 200 0e3 BUIIJIEHHS 3aJ1y 1JIs1 00CJIYrOBYBAHHA HACEJIEHHSI Y
CTaHIIIi, pO3MILLYIOThCS Y CHeliaibHO BU3HAYEHIH 30H1 60 KaniTaJbHUX OYIUHKAX 3aKJI/AiB 0XOPOHH 310POB’sl, a TAKOXK B iHIINX
BITOKpEeMJICHIH YaCTUHI MPUMIIICHHS aBTO3alpaBHOT CTaHIIIi. Micusix, BUsHaYeHuX nyHKToM 171 mux JlineH3iiHux ymoB.
BuninenHs okpemoi 3ayiu A1 00CIyroByBaHHs HAaCEJIEHHS I TaKMX
aNTEeYHUX ITYHKTIB HE BUMAraeThCs».

22 IMynkr 184. «184. Iliomia anTeyHOro MyHKTY HE MOKe OyTH MEHILe IIpononyerbest yHipikyBaTH MiaXix s BCIX aNTEeYHUX MYHKTIB. K10

HiK 10 KB. METpIB, KPIM aNTEUHUX MYHKTIB, PO3MIILICHUX Y
MPUMIIICHHAX aBTO3aIpaBHUX CTaHIii. [11011a anTe4Horo myHKTy,
PO3MIILIEHOTO y MPUMIILIIEHH] aBTO3aIPaBHOT CTaHIIi{, BU3HAYAETHCS
JIIEH31aTOM 3 YpaxXyBaHHIM HEOOXiTHOCT1 3a0e3eueHHs HalleKHIX
YMOB 30epiranHs JiKapChbKHX 3ac001B, BIIOKPEMIICHHS JTIKapChKUX
3ac00iB B IHIIUX TOBApiB, JOTPUMaHHS YMOB 30epiraHHs,
BU3HAUYEHUX BUPOOHUKOM, Ta MOKIIUBOCTI 3/1IHCHEHHS AEPKABHOTO
KOHTPOJIIO.

JUTSL anTeYHOro MyHKTY Ha A3C TOCTaTHICTB TUIOIII MOXKE BU3HAYATHCS 32
G yHKIIOHATPHUMH Ta PU3UK-OPIEHTOBAHUMH KPUTEPIIMH, aHATOTTYHUN
MiAX1] Ma€ 3aCTOCOBYBATHUCS 10 anTeuHuX MyHKTIB y 303 Ta iHIIKUX
J03BOJICHUX MicIsX. CriemiaibHUN BUHATOK BUKIIIOYHO 32 03HAKOIO
postamryBanHst Ha A3C CTBOPIO€E HEPIBHI PETYIATOPHI YMOBH.




23 IMynkr 192. «192. Anteku Ta iX CTPYKTYpHI TIAPO3UTA TOBUHHI IIpononyerncesi: 1) BUTYyIUTH CI0BA «alie HE MEHIIIE OJTHOTO MpaIliBHUKA Ha

MaTH JOCTAaTHIHN IITAT MPaLiBHUKIB, SKi MAIOTh BiANOBITHY 3abe3neueHHs (PyHKIIOHYBaHHS OOIAIITOBAHOTO B allTEYHOMY 3aKJIafi
(bapMareBTHUHY OCBITY, ajieé He MEHIIIEe OJJHOTO MpaIliBHUKA Ha KO>KHOTO MICIISI JUTS BIITYCKY JIIKapChKUX 3ac00iB», 001aqHaHe Miclie MOXKe
3abe3neueHHs (PYHKI[IOHYBaHHS 00JIAaIITOBAHOTO B alITEYHOMY OyTH pe3epBHUM, a KUIbKICTh EPCOHATY TOBUHHA BU3HAYATUCS (PaKTUIHUM
3aKJ1a/1i KOSKHOTO MICIISI [T BiITYCKY JIIKapChKHUX 3acO0iB. HaBaHTAXCHHSAM; 2) BIIIyYUTH CIHEIATbHAN KaAPOBHHA BUHATOK IS
[IpaniBHUKH, SIKi 3AIHCHIOIOTH BIAMYCK JIIKAPCHKHUX 3aC00iB, MOBUHHI | anTe4HUX MyHKTIB HA A3C a00 BCTAaHOBUTHU €IMHI KpUTEPii BUHATKIB 3a
MaTH KapTKH, K1 3aKPITUTIOIOTHCS Ha 01531, Ha SIKMX BKa3aHi X (bakTHYHIM KaJpOBUM JIe(DIUTOM/TEPUTOPIAIEHUMH YMOBaMU; 3)
nocajy iMmeHa Ta npizBumia. Lltar anTek Ta iX CTpYKTypHUX imeHTUdIiKaIiifHi KapTKH MPaIiBHUKIB 3aJUIINTH; 4) 0OMexeHHs 12
MiAPO3ALTIB Mae OyTH YKOMIUIEKTOBAHHMIA BIAIIOBITHO 10 IITATHOTO TOJIMHAMH J0AAaTKOBO y3TOJUTH 13 3aKOHOJIABCTBOM IIPO IPAIIO Ta HE
posmnucy 3 foTpuMaHHsaM MyHKTY 308 1ux JlineH31iHuX yMOB. CTBOPIOBATH TMOJIBIHHOT JIIIIEH31HHOT BIIMOBITATHHOCTI 32 TTOPYIIICHHS
Tpusanicts poOOTH NpaLIBHUKIB, K1 311HCHIOIOTH BIAITYCK pexuMy poboyoro yacy.
JIIKapChbKUX 3ac001B, HE MOXKe€ MEPEBUILYBAaTH 12 TOAMH MPOTATOM
onHiel 1o6n. BUMOTH IBOTO MyHKTY I0JI0 YKOMIUIEKTYBaHHS
anTeyHOro MYHKTY (papManeBTUYHUMHU MpaliBHUKaMU Ta HasIBHOCTI
HE MEHIIIe OJIHOTO (papMalleBTUYHOIO MpalliBHUKA Ha KOXKHE MicLie
JUTSI BIATMTYCKY JIIKAPCHKUX 3aCO01B HE 3aCTOCOBYIOTHCS /IO alITEUHUX
MYHKTIB, PO3MILIEHUX y MPUMIIIEHHSIX aBTO3alPaBHUX CTaHIH, 3a
YMOBH 1110 Yepe3 TaKl alTe4H1 MyHKTH 31HCHIOETHCS po3piOHa
TOPTIBIIA JIKAPCHKUMU 3aC00aMH, 110 BIAITYCKAIOTHCS 0€3 perenTa,
MpaIiBHUKaMU JIIeH31aTa, SKi MPOUIIIIN BHYTPIITHE HABYAHHS
BIIMTOBITHO 710 MyHKTY 196 nux JIIeH31HHUX YMOBY.

24 IMynkr 195. «195. B anteunux 3akiangax, siki po3MillieHi B IIponoHyeTbesi BUJIYYUTH 200 CYTTEBO NMEPErJIsiHyTH HOPMY MicJast

npuMitieHHsx 303 aepkaBHOI Ta/abo0 KOMyHaIbHOI (hopMu
BJIACHOCTI, I0MYCKA€THCS TOPTIBIIS BUKIIOUHO: JIIKAPCHKUMHU
3aco0aMu, sIK1 BKJITI0UYeH1 10 HarlioHalbHOTO KaTaiory IIiH,
po3paxoBaHa rpaHUYHA BIAIMYCKHA (pO3/IpiOHA) IiHA IKUX HE
MEPEBUIILYE TPH HAHOUTBIII €EKOHOMIYHO BUT1IHI (HaWHIDKY1) IIHU 32
OJIMHUITIO JTIKApChKOTO 3ac00y cepet IIKapChKUX 3ac001B, HAABHUX Y
HarmionansHOoMy KaTano3i 1iH 13 aHAJTOTIYHUMHU CKIIAJ0M 1
J03yBaHHSM JIIOYMX PEYOBUH Ta (POPMOIO BUITYCKY; JTIKAPCHKUMU
3acobami, Ha SIKi He TIOLIUPIOEThCS IEKIapyBaHHs TPAaHUYHUX
ONTOBO-BIIMYCKHUX IIiH, BIAMOBIIHO 10 MyHKTY 6 [lopsaky
JeKJIapyBaHHsI LiH Ha JIIKapchKi 3aco0u B HarlionanbHOMY KaTanosi
11iH, 3aTBEepXKeHOro noctanoBoto Kabinery MinicTpiB Ykpainu Bin 4
kBiTHs 2025 p. Ne 439 “Jlesiki nuTaHHS IEPAKABHOTO PETYINIOBAHHS IiH

oKkpeMoi 3BipkH i3 3akoHoM Ykpainu «IIpo Jikapcbki 3aco0n» Ta
3aKOHOJABCTBOM Yy c(epi 1epkaBHOT0 peryaroBaHHs HiH. JlineH3iitH1
YMOBH MarOTh HacamIiepe]l BU3HAUYaTH BUMOTH JI0 O€3IIEYHOCTI Ta
oprasizaiii JieH30BaHO1 AsUIbHOCTI. BCcTaHOBICHHS Yepe3 HUX
CHEIaTBHOTO aCOPTUMEHTHOTO OOMEXKEHHS JIJIS allTeK y JICP’KaBHUX Ta
koMyHaibHUX 303 M0Oke 0OMEXUTH JIOCTYII MAalli€HTIB A0 HEOOX1IHOT
TOProBOi Ha3BH, JO3YBaHHS a00 JTKapChKOi (OPMH.




Ha JIIKapChKi 3aCO00U”’; eKCTEMIIOPATBHIMH JIKAPCHKUMU 3aC00aMu;
TOBapaMH, SIKi MalOTh MPAaBO MPUAOABATH Ta MPOJABATH aANTEYHI
3aKJIa/IM Ta iX CTPYKTYPHI MIAPO3ALIH, 3TIAHO 3 TIEPEiKOM,
BU3HaueHUM MO3».

25

MynkT 196. «196. Po3apiOHa TOpPriBis JiKApCHKUMU 3aCO00aMH, 1110
BIJIITYCKAIOThCs 0€3 penenTa, y NpUMIIIEHHSIX aBTO3aPaBHUX CTAHIIIH
3MIICHIOETHCS] BUKIIIOUHO Yepe3 arnTevHi MyHKTH, PO3MIIIeH] y
MPUMIIIEHHSIX aBTO3AMPABHUX CTaHIIH, K CTPYKTYPHI MiPO3IUTH
anTeKH JileH3iaTa, BITOMOCTI PO sIKi BHECEHO JI0 JIIIEH3IITHOTO
peectpy. Uepes anTeuHi MyHKTH, PO3MIILLEH] Y TPUMIIIEHHIX
aBTO3aIPABHUX CTAHIII{, JO3BOJISETHCS PO3APIOHA TOPTIBISL
BHUKJIFOUHO TOTOBHUMH JIIKAPCHKUMHU 3ac00aMHu, 110 BIITYCKAIOThCs 0€3
perenTa, 3a yMOBU JOTPUMAaHHs YMOB 30€pIraHHs JIKapChbKUX
3aco0iB, BU3HaYEHUX BUPOOHUKOM, Ta 3a0€3MEUCHHS MPOIECy
OTpUMAaHHS JIIKAPCHKUX 3aC001B, MPOBEIEHHS BXITHOTO KOHTPOJIIO
BiamosinansHo0 0c06010. HasiBHICTE OKpeMoi BinmosigansHOT 0co0n
abo OKpeMoi Mmocaju 3aBijyBaya aTeYHOrO IMyHKTY B KOKHOMY
anTeuYHOMY IYHKTI1, pO3MIILIEHOMY Y MIPUMIIIIEHH1 aBTO3apaBHOL
cTaHIlii, He BUMaraetbcs. Opranizailis poOOTH TaKUX aNTEYHUX
MYHKTIB 3a0€3IeUy€eThCsl 3aBilyBaueM arTekH JleH3iaTa Ta
BiamoinaneHO0 0c00010 BiAMOBIIHO /10 MyHKTY 308 11ux
JlinensiitHuX ymMmoB. Po3/piOHa TOPTiBIISI TOTOBUMH JTIKAPCHKUMH
3aco0aMu, 110 BIMTYCKAIOThCS O€3 perenTa, yepe3 BeHAMHTOBI
aBTOMATH y MPUMIIIEHHSAX aBTO3apPAaBHUX CTAHIIN JOMYCKAEThCA
BHUKIIIOUHO B MEKax alTeYHOT0 MYHKTY, PO3MIIIEHOr0 y MPUMIIIEHH1
aBTO3aIPaBHOI CTaHIIIi, 32 YMOBH 00JIaJJHAHHS TAKUX aBTOMATIB
peecTpaTopamMu po3paxyHKOBHX oIlepalliii Ta/abo mporpaMHUMHU
peecTpaTopamMu po3paxyHKOBUX OMepalliil BIAMOBIIHO 10
3aKOHOJIABCTBA, IOTPUMAHHS YMOB 30epiraHHs JIIKapChKUX 3ac00iB,
BHU3HAUYEHUX BUPOOHUKOM, a TAKOXK 3a0e3MeueHHs] OTPUMAaHHS
JIIKapChKUX 3ac001B, MPOBEICHHS BXiTHOTO KOHTPOJIIO Ta
3aBaHTAXKEHHS JIIKAPCHKUX 3aCO00IB 10 TAKUX aBTOMATIB
BinnosigansHot0 0co60t0. [lo BifmycKy J1iKapchKoro 3acoy, o
BIJIITYCKAa€ThCs 6€3 pelernTa, B aTeUHOMY MTYHKT, PO3MIILIEHOMY Y
MPUMIIIEHH] aBTO3aIIPAaBHOT CTaHIlii, CIIOXHUBaUy 3a0€31eUy€eThCs

IIpononyerncs 30epertu caMmy Mojesib alITEYHOr0 MYHKTY SIK
CTPYKTYPHOI0 MiAPO3/iJ1y JilleH30BAHOI alITEKHU, ajie YCYHYTH
creniajJbHi HeOOIPYHTOBaHI KaJpoBi Ta opraHizauniiini mocjaadjaeHHs.
HeoOxigHo 3a0e3neunTn peaabHe BiANOBiAaIbHE KEPIBHUIITBO ALSUTBHICTIO
KO>KHOTO ITyHKTY 200 0OIpYHTOBAHOI TEPUTOPIaTbHOI TPYIH IYHKTIB Ta HE
JomyckaTy (OpPMaIbHOTO YIPABIIHHSI HEOOMEKEHOI KUIBKICTIO
reorpadigyHo BiIaeHux 00’ €KTIB OHIEI0 0c00010. JlucTaHIiitHa
KOHCYJbTaIllsl (papMalleBTUYHOTO MpalliBHUKA TOBUHHA OyTH peaabHO
JOCTYIIHOIO CIIO’KMBauy Ta 3a0e3MeuyBaTucs B 000B’I3KOBOMY MOPSAKY HpU
BIJITYCKY JIIKAPCHKUX 3ac00IB 0cobamu 6e3 hapMarieBTUIHO1 OCBITH.




MOJKJIMBICTh OTPUMAHHS TUCTAHIIHOT KOHCYAbTAIIIT
(hapManeBTHYHOTO MpaIliBHUKA JIIIEH31aTay.

26 MyukT 197. «197. 3niiicHeHHs eNeKTPOHHOT po3ApiOHOT TOpriBii IIpononyeTbest 4iTKO BU3HAYUTH NMOHSTTS pe3epBYBaHHS Ta
JKapChKUMU 3aco0aMu nepeadadae npuitom, KOMIUIEKTYBaHHS, BiIMe:KyBaTH H0ro BiJ eJ1eKTPOHHOI0 3aMOBJIeHHs. Pe3epByBanHs He
30epiraHHs Ta JOCTAaBKY 3aMOBJICHb Ha JIIKapChKi 3aC00H, a TaKOXK MOBHHHO BKJIIOYATH OIUIATY JIIKAPCHKOTO 3ac00y, 0(OPMIICHHS TIOCTABKH,
BIJIITYCK JIIKAPCHKUX 3aCO0IB KIHIIEBOMY CIOKMBady. He BBakaeTbcs | yKIaJIEHHS JOTOBOPY KYHIBII-IIPOJaXKy UM 1HIII Omepartii, 3a IKHX CTOPOHHS
€JIEKTPOHHOIO PO3JIPIOHOIO TOPTIBICI0 OOMIH IH(POPMAIIIEID MK iHpopmaiiiHa mnardgopma (HaKTHIHO CTAE KAHAIOM €JIEKTPOHHOT
JIEeH31aTOM, KM TIPOBAIUTh TOCHIOJAPCHKY AiSUTBHICTD 3 po3ApiOHOI | po3apiOHOT TOPTiBIIL.

TOPriBIIi JIIKAPCHKUMH 3ac00aMH, Ta KIHIIEBUMH CIIOKHBAadYaMH 32
JI0TIOMOT 010 1H(POPMAI[IITHO-KOMYHIKAI[IHHUX CUCTEM, 30KpeMa 11100
HasiBHOCTI JIIKAPCHKUX 3aCO001B B allTEYHOMY 3aKJIa/Il, IXHbOTO CKJIaJy,
I[IH Ha HUX, pEe3EpBYBaHHsI JIIKAPCHKOTO 3aCO0Y».

27 IMynkr 202. «202. Beb6-caiiT nineH3iata, 110 Ma€e MpaBo Ha IIpononyernbcst mepeadaunTH J0CTATHIN NepexiiHui nepioa AJst
3/1IHCHEHHS eJIEKTPOHHOI pO3/IpiOHOT TOPTIBI1 JIIKAPCHKUMHU NpuBeJeHHS iCHYIOUNX BeO-caiTiB Ta MOOIILHUX iHTepdeiiciB y
3aco0aMu, TIOBUHEH OyTH JOCTYITHUM JIJISl KOPUCTYBAYiB 3 BinmoBigHicTHL 10 HOBOro cranaapry. [lepexin va JICTY EN 301549:2022
MOPYIICHHSMH 30Dy, CIIyXY, OIMIOPHO-PYXOBOTO anapary, MOBJICHHS Ta | MOXe MOTpeOyBaTH KOMILIEKCHOTO TEXHIYHOTO ayJHUTY Ta JOOPAIIOBAHHS
IHTENIEKTYaJIbHOTO PO3BUTKY, @ TAKOX 3 PI3HUMHU KOMOIHAIIIMU MPOrPaMHOTO 3a0€3MeUYEHHS.
nopymieHs BianoBigao a0 JCTY EN 301549:2022 (EN 301 549
V3/2/1 (2021-03), SDT «Iudopmariitai TexHosorii. Bumoru oo
nocTynHOCTI TpoaykTiB Ta mocayr IKT» (mami — JICTY EN
301549:2022)».

28 IMynkr 203. «203. Be6-caiiT nileH3iara, SKUi Mae MpaBo Ha IIponoHyeTbest YiTKO nMepeadaYuTH MOKIUBICTH BUKOPHUCTAHHS BeO-
3MICHEHHS CJIEKTPOHHOI PO3ApiOHOT TOPTIBIII JTIKAPCHKUMH caiiTy iHIIoro JiineHsiaTra Ha JIOrOBipHHUX YMOBAX, 13 BU3HAYCHHIM
3aco0aMu, MOKE BUKOPUCTOBYBATHCS 1HIIIMM JIILICH31aTOM JIS BIJIMOBIIAJILHOCTI KOYKHOTO JIiIleH31aTa, iIeHTudiKaiii mpoaasIis, po3noaiTy
oprasizailii eIeKTpOHHO1 po3ApiOHOT TOPTIBIII JTIKAPCHKUMH 3aco0aMu. | (GYHKIIIH 111010 TPHUHMaHHS Ta BUKOHAHHS 3aMOBJICHHS 1 3a0€3MeUeHHs
JlomycKa€eThCsl BAKOPUCTAHHS JIIIEH31aTOM IHITHUX BE0-CalTIB MIPOCTEKYBAHOCTI OTIepallii.

BHUKJIIOYHO 3 METOIO PO3MIIICHHSI aKTyaJIbHOIT iH(opMariii mpo
HAsBHICTH Ta I[IHY JIIKAPCHKOTO 3ac00y B KOHKPETHOMY allTEYHOMY
3aKJjIa/i 3 TineprocuIaHHsIM Oe3ocepeIHbO Ha BeO-CalT JileH31ara, 3
SIKOTO 3JIIHCHIOETHCS CIICKTPOHHA PO3piOHA TOPTIBIIS JIKAPCHKUMHU
3acobamu Ta iHopMallis mpo skuii HasiBHA y [leperniky cy0’ekTiB
rOCIOIapIOBaHHs, 1110 MalOTh MPaBO Ha 3/11MCHEHHS €JIEKTPOHHOT
po3/piOHOT TOPTiBIl JIKAPCHKUMHU 3aC00aMM».
29 ITynkr 308, y yacTHHiI KapOBHX BUMOT 10 aNITeYHHUX 3aKJjaaaiB Ha | [Ipononyerbes 30eperru KaapoBi mocaadJeHHs 1S CLI, CeJIMII T

TEPUTOPIAX i3 KaAPOBUM JAe(illMTOM TAa aNTeYHUX NYHKTIB Ha

TepPUTOPiii aKkTUBHUX 00IOBMX Jili, OCKUIbKH BOHU 0O€3M0CEPEHBO




A3C. «Bukounanusa 000B’s13kiB BigmosigaasHOT 0COOHM B allTEKax, II0
pO3TaIoBaHi y ceii abo CeNuIIi Ta Ha TePUTOPIAX aKTUBHUX OOMOBHX
i, BUBHAYCHUX y IEPENTIKy TepUTOPIid, Ha SIKMX BEAYThCS (BETUCH)
6010Bi Aii a00 TMMUYacoBo okynoBaHux Pociiicekoro Dexaeparriero,
3aTBepPKEHOMY MIHPO3BUTKY, MOKE TTOKJIAIATHCS HA 0Ci0, sIKi
MAaIOTh OCBITY HE HI)KUYE OCBITHBO-TIPOQeciiiHOTO CTyneHs (axoBOTo
MOJIOIIOTO OakanaBpa 3a creniarbHIcTIo “Dapmartiss’ 31
crieriasnizaiiero (OCBITHBOKO MPOTPaMOI0) 3a AuruioMoM “Dapmarris”,
0e3 BUMOT 0 CTaxy poOoTH, a00 HE HIXKYE OCBITHBO-TTPO(ECIHHOTO
cTyneHs (axoBOro MOJIOAIOro 0akaizaBpa 3a CreLiaJIbHICTIO
“MenacecTpuHCTBO” 31 crIeIliani3alie€ro (OCBITHHOIO MPOTPAMOI0) 3a
muriomoM “JlikyBanbpHa cripaBa”, “CecTpuHChKa cripaBa’” abo
“Axyiepcbka cipasa’ Ta cepTu(dikat Mmpo Mpaso MpalroBaTH 3a
npodurem pobotu “Dapmarrist (po3apiOHa peanizallis JIKapChKUX
3aco0iB)”, 6€3 BUMOT JI0 CTaXy poOOTH; 5) BiAmoBinadpHa ocoba
Cy0’€KTa rOCIIOTapIOBaHHS, IKUH MPOBATUTH TOCTIOAPCHKY
TISUTBHICTB 3 pO3/IPIOHOT TOPTIBII JIIKAPCHKUMU 3aCO0aMHU B allTEYHUX
MYHKTaX, PO3MILIEHUX y MPUMIIIEHHSAX aBTO3alPaBHUX CTAHIIH,
MMOBUHHA MATH OCBITY HE HI)KUE OCBITHBO-TIPOQECIITHOTO CTYIEHS
(haxoBOTO MOJIOAIIOTO OakajaBpa 3a cremiaabHICcTIo “DapMmarris’ 31
crierianizaiiero (OCBITHROIO TPOTPaMor0) 3a auruiomom “Dapmarrist”,
0€3 BUMOT JI0 CTaxy poOOTH. ¥ TAKOro cy6’€KTa rocrnogaproBaHHs
Mae€ OyTH He MeHIIle OJIHI€l BiAMOBiIaIbHOI 0CO0HU, He3aJ1eKHO BiJ
KIiJILKOCTi aNITeYHUX MYHKTIiB, PO3MilllEeHUX Y MPUMIlLIeHHAX
aBTO3aNPABHUX CTaHIIiH, TA iX aAMiHICTPATUBHO-
TePUTOPiaJIbLHOT0 PO3TANTYBAHHSIY.

OB ’s13aH1 3 KaAPOBUM Je(PILUTOM 1 TOCTYIHICTIO JIIKAPCHKUX 3aCO0IB.
Pa3zom 3 MM POMOHYETHCS BUIIYYUTH OCTAHHE PEUYEHHS MIAIMYHKTY 5 11010
MO>KJIMBOCTI MaTH 0/IHY BinmoBiganeHy 0co0y HE3aleXHO BiJl KUIBKOCTI Ta
TEPUTOPIAILHOTO PO3TaIlyBaHHs anTeyHux myHKTiB Ha A3C. Take
nocia0IeHHs TPYHTYEThCA HE Ha KaJpOBOMY Ie(ilUTi UM BiAIaIEHOCTI, a
BUKITFOUYHO HA TUITI KOMEPIIITHOTO 00’ €KTa Ta CTBOPIOE HEPIBHI YMOBH
HOPIBHSHO 3 IHITMMH allTeYHUMH ITyHKTAMH.

30 IyukT 308, y yacTuHi BiIHOBJIEHHS PO eciiiHOl AislIbHOCTI. IIpononyerbest y3roauT HOPMY 3 YHHHMMHU Hakazamu M O3 moxo
[IpoekT nependayvae 3aCTOCyBaHHS BUMOT 1100 BiTHOBJICHHS BiiHOBJIEHHSI pogeciiiHol iAILHOCTI Ta He cTBOpIOBaTH B JlineH3iiHux
npodeciitHoT ASUTBHOCTI (PapMaleBTUYHKUX MTPAI[IBHUKIB MTICIIS YMOBaX OKpeMoi napaJejbHoi npoueaypu. Tpupidauii CTpok yxe
nepepBu B poOOTI 3a BIAMOBITHOIO CIICHIATBHICTIO TIOHA TPH POKH. BUKOPHCTOBYETHCS Y YUHHOMY MPOeCiitHOMY peryiaroBaHHl, TOMY caMa Io

co01 Hioro HasiBHICTB y [Ipo€ekTi He mOTpedye MexaHIYHOT 3aMIHU Ha 11’ ATh
POKIB; HEOOXi/IHA caMe HOPMATHUBHA Y3TODKEHICTh MPOLEAYp 1 BUMOT.
31 Y IIpo€xTi BiACYTHSI OKpeMa HOPMa, AHAJIOTIYHA YMHHOMY IIpononyerncst 30eperTu Ta MOJACPHIZyBAaTH BiANIOBITHHI MeXaHI3M.

crneniaTbHOMY MeXaHi3My LI0/I0 ANTEYHHUX 3aKJIA/IB,
NMOMIKO/’KEHUX YHACJTIT0K 00il0BUX Jiil.

[TomikomKeHW anTeUHUH 3aKjia] HIOBUHEH MaTH MOKJIMBICTh THMYACOBO
IMPOAOBKUTH ,Z[iSIJ'ILHiCTL, SAKIIO 3a pE3yJibTaTaMU OI_IiHKI/I Horo CKCHJ'IyaTaI_IiH




€ 0e3mevHo0 Ta 3a0€3MeYyI0ThCSI KPUTHYHI BAMOTH HIOJI0 SKOCTI,
30epiraHHs i BIAMYCKY JIIKAPCHKUX 3aC00IB, 13 HAJAHHSIM CTPOKY JJIs
BiTHOBJICHHS MaTePiaIbHO-TEXHIYHOT 0a3u. YacTKOBE MOMIKOKESHHS
NPUMIIIEHHS HE TOBUHHO aBTOMATHYHO O3HAYATH 3aKPUTTS alTeKH,
0COOJMBO Ha MPHU(PPOHTOBUX TEPUTOPISAX.

32 ¥ IIpoekTi BiacyTHs 0KpeMa HopMa 1010 3a0e3Ne4YeHHs IIpononyerbcs nepeadavyuT PU3UK-OPi€EHTOBAHNH 000B’A30K 11010
0e3mepepBHOCTI TiSUILHOCTI aNITEYHOTr0 3aKJIaay MijJ Yac TPUBAJIUX | IUIaHY Oe3NepepBHOCTI KPpUTHYHMX NPoIeciB, HacaMIepe ] s alTEeUHUX
Bi/IK/II0YeHDb eJIeKTPoeHeprii, 3B’ 3Ky, NOBITPAHUX TPUBOT, 3aKJIa/IiB HA TEPUTOPISAX 13 MIIBUIEHUMH O€3MIEKOBUMHU pru3uKaMu. [Lman
00cTpiTiB Ta iIHIIKUX KPU30BUX 00OCTABMH. MO’K€ BU3HAYATH MOPSI0K 3a0€3IMEUCHHSI X0JIOI0BOTO JIAHITIOTa, PE3EPBHOTO

YKUBJICHHS] KPUTUYHOTO 00J1a/IHaHHS, 30epeXeHHs JaHUX, alIbTePHATUBHOTO
3B’SI3KY, [l IepCcOHAITy ITiJ 4ac 3arpo3u Ta BIAHOBIEHHS pOOOTH.
KonkpeTHe TexHIYHE PIllIEHHS] Ma€ BU3HAYATHCSA JIIIEH31aTOM 3aJI€KHO Bif
PU3HUKY KOHKPETHOTO MICIS AISTIHOCTI.

33 ¥ IpoexrTi He ineHTH(]iKOBAHO MPAMOI HOPMH, AHAJIOTIYHOT IIponoHyeTbCcsl mepeBipUTH MOBHOTY HOPMATHBHOI'O PEryJIIOBaHHS Ta,
YHMHHIA BUMO3i PO BIAMYCK JIKapCHKOro 3aco0y 0e3 po3KpUTTH SIKIIIO BiiNOBiIHA BUMOra NMPsSIMO He BCTAHOBJIeHA 3AaKOHOM 4H iHIIMM
BTOPMHHOI YIIAKOBKH, SIKIIIO HA Hel HaHeceHi 3aco0u 0e3neKu. aKkToM, BixTBopuTH ii y Jlinensilinux ymoBax. BincytHicTs npsiMoi HOpMuU

CTBOPIOE HEMOTPIOHY NMPABOBY HEBU3HAYECHICTH IIOJI0 TIOBOHKEHHS 3
YIIaKOBKOIO 13 3ac00aMu O€3MEeKH.
34 Iepexinni mosoxenns Ipoekry / mocranoBu. [IpoexT ofHOYaCHO IIponoHy€eThbCsl BCTAHOBUTH A0CTATHIN Ta 1 epeHiiioBaHn i

nepeadayae 3arpoBaHKEHHS HOBUX BUMOT 11010 MaTepiajibHO-
TEXHIYHOT 0a3H, CUCTEMH SKOCTI, aBTOMAaTH30BAHOT'O KOHTPOJIIO YMOB
30epiraHHs, TEXHIYHOT JOKYMEHTAIli1l, €JICKTPOHHHUX CHCTEM, BEO-
CalTIiB, KaJIpOBO1 OpraHi3allii Ta MPUMIIICHb aNTEYHUX 3aKIa/IIB.

nepexiaHuii nepioa s Airo4ux Jinensiaris. Bumoru, mo norpedyoTh
3HAYHMX KaIliTaJbHUX BUTpAT, epeoOIaTHaHHs, MOJACpHI3allii
1HdOpMaIIHUX CUCTEM a00 OTpUMaHHS JOKYMEHTIB Bij] TPETiX oci0, He
MOBHMHHI OJJHOYACHO 3aCTOCOBYBATHCS JIO BCIX JIFOYUX aNTEK 13 THS
HaOpaHHs OCTaHOBOKO YMHHOCTI. 11[0/10 MPUHIIMIIOBO HOBMX BUMOT JI0
IUTAHYBAHHS Ta HEPYXOMOCTI JIOIUTBHO PO3MIISIHYTH 1X 3aCTOCYBAHHS
HacaMIiepe;] 10 HOBUX MICIlb IPOBA/KEHHS TISTIbHOCTI @00 00’ €KTIB TS
ICTOTHOT pEKOHCTPYKITIi.
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