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NEPKABHA CJIVIKBA VKPATHHU 3 JIKAPCHKUX 3ACOKBIB
TA KOHTPOJIO 3A HAPKOTHKAMM
(Hepaikciayxoa)

npocnexr [Tepemory,120-A, m. Kuie, 03115, Ten/pac: (044) 422-55-77, esmail: dls@dls.gov.ua,
hitp://www.dls.gov.ua Kon €IPTIOY 40517815

No Ha Mo Bin

HepxaBHa peryisTopHa cayx062a Yrpainu

Ilepxaea cryx0a VYipalsy 3 JiKapcekux 3acofiB Ta KOHTPONIO 3a
HAPKOTHKAMU HAIpaBiic HA TIOTOMKEHHS NOONPAlbOBAHUE IPOEKT Hakasy
MinicTepcTsa oxopoHK 3mopoB’s Ykpalni «IIpo BHECEHHA amin 0o Illpasun
36epiragHs Ta NMPOBEAEHHT KOHTPOMIO AKOCTI JIKAPCHKHUX 3aco0IB ¥ JIKYBaIbHO-
mpodimaKTHYHEK 3aKIaNax» 13 ypaxyBaHHAM 3ayBHXKCHb, HANAHUX HepxaBHOIO
peryisroproto ciyx6oio Yipalan (Pimemss Ne 506 sin 15.11,2017 mpo BiaMOBY
B [IOFOMKEHH] MPOSKTY PETYIATOPHOIO aKTa). '

TlonaTku: Ha D apK.

Tonosa H.A Tynse

Top6ata T.I., (044) 422-55-76

M2 fepxaitcnyxGa
Ne709-1.1/4.0/17-18 Bin 26.01.2018
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MIHICTEPCTBO OXOPOHH 3/[0POB’S1 YKPATHN

 HAKA3

* Kuts — ' Ne

[Ipo BHeceHHS 3MiH 10 IIpaBHJI 30epiranHs
" Ta MPOBEIEHHS KOHTPOIIO AKOCT] MKAPCHKHX
3acobiB ¥ meBaJILHo-npo@maKTHqHHx
3AKITANAK.

Bimuosigso mo craredt 13, 14, 15 3axowy Ykpaim «IIpo mixapcski
3acobm», nyuxry 8 Ilonoxenrs mpo MinicTepcTBO 0XOpOHU 3,nop013’5x Yxpaluuy,
saTREpIUKeRoro mocranorow Kabinery Mimictpie Ykpaiuu sim 25 Gepesss
2015 poxy Ne 267, TTonoxerss npo Jlepxkasry cmyx0Gy Yrpaltu 3 TiKapehKix
3ac06iB Ta KOHTPOIIO 34 HAPKOTHKAME, 3aTBEPIKEHOro HocTanoBow Kabinery
Mimicrpis Vxpaimm Big 12 cepmua 2015 poxy Ne 647, T4 3 METOI
YIOCKOHATEHHS TEePKaBHOr0 KOHTPOMO 3a AKICTIO MiKapehKkux 3ac06iB

1. Brecrn aming o Tlpasu 36epirasus Ta NpOBEIEHH KOHTPOIIO AKOCTI
- mixapepkux 3acofiB y IiKyBaNbHO-ITPOMINAKTHHHUX 34KIaNAX, 32TBEePIMKEHMX
naxasom MigicTepeTBa OXOpPOHM 370pOB’sa YKpaimu Bix 16 rpyaus 2003 poky
Ne 584, zapeecTpoBaHNM B MiHicTepc‘TBi rocTanii Yipaisu 3 Oepesrs 2004 poxy
34 No 275/8874, suxaaBiny X B HOBIH pemakiii, 1Mo XoAacThCA. |

2. VnpaBmHH}.o q)apmaneBTHqu missHOCTi TA AKOCTI (hapMaleBTHYHOT
TIPORYKLIT B YCTAHOBAEHOMY TOPSAAKY 3a0e3IeYnTH IOJaHH 1IHOI'0 HAKAa3y Ha
,uepxcaBHy peecham}o 1o Miricrepersa roctuuil Ykpaiau.
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3. KOHTpOJNE 33 BHKOHAHESM [BOTO HAKA3Y IOKIACTH HA 3aCTYIHHKE
Mirictpa Iimxa P.P. '

4. Tlett raxas Habrpae YMEEOCTI 3 A Horo odiniixoro omyOnikysarss.

B

B.o.Minierpa - ' Y. CYHPYH
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SATBEP/IXEHO ‘ o
Haxaz Minictepersa OXOpOHH 3T0pOB’S
Yxpaiau e
_16.12.2003 Ne 584

(y penaxnil maxasy MinicrepcTsa 0Xoposy
30pOB’S YKpalau | '

Ne )

- pasuna
30epiranns T2 HPOBEAEHHA KOHTPONIC AKOCTI JIiKapCHKAX 3ac06iB y

JIKyBAALRO-IPOQIIAKRTHINAX 3AKIAIAX
1. 3araneui noromenns

1, Ilpasuna 30epiramHs Ta IPOBENEHEA KOHTPOJIO SKOCTI JTIKapChKuX 3300018
y mixysaneHo-IpodinaxTmarux 3axmanax (ail - IIpasuma) pospobneni sinmosimwo
Zo 3axody Vipaimm «IIpo nixapcrki 3aco6m» 3 METOH DOCHISHEHS HESPXABHOTO
KOHTPOJIO 34 SIKICTIO JMIKapohKHK 3aco6iB Ta YIOCKOHATEHHS MexaHizMy peanizamii
FepxapEOl momituke y mift cdepl, Bmmorw mmx Ilpasmn DOINUPIOIOTECA HA BOi
nixyBameHO-npodinakTaTal 3axmamy (nam - JII3), Hesamexmo Bixm ix dopm
BIACHOCT] T4 T IIops Ky BarHs, :

2. Bxinmmil kxomtpoms skoeri mikapeekmx sacoGis y JII3 smificmroernes
YUOBHOBAKCHMMH  0CO0aME+" (TOMOBHEMM/CTAPIIAMA MECECTRAMY,  MeITHIMA
CecTpaM¥E; IpOBizopamur 260 (hapManeBraMy JIKSPHSIHEX ANTeK), NPUIHATSHUMI
HaxasoM kepisruka JITI3 sinmosinansruvy 38 sxicTs mixapeskux 3acobis. BinoMocti
Ipo yroBHOB&XKeHy ocoly (i npissrme, xomnTaxTHuM Temedom Ta hopmy 3B'I3Ky
. M(renedon, daxe, enexrporma IIOINTA) CITiX MOBIXOMWTH IPOTATOM XECATRIEHHOrO
CIPOKY miCNA IPH3HAYEHES VIOBHOBAXKEHOL 0co0H  TepHTIOplaEHOMY Opragy
HepxcixeryxGu (nani - Teprrropiansri opramms) 3a micmem posTamysanss JII3,

3. Jepxapmail xoBTPONE sxocti mikaperkux 3acobis B JIT3 3aiHcEioersos
Hepxasroro cmyx00r0 Vipaiuu 3 nikapcesxux 3acobis Ta KOHTPOJIIO 33 HAPKOTHKAMM
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(mani - Jlepxorixcnyx0Oa) Ta if TepmTOpiaNsHAME OpraHaMu WX dac, mepemipok
cy6'eKTiB'rocno,uaprbBaHHx He3alexHO Bif IX opragisaniffno-npasoBol Gopmu T4
GopMH BIACHOCTI MIA NEpeRiPKY NOXEPKAHHA HAMH BHMOT 3aKOHONABCTBA INOTO
3a0e3TeTeH T AKOCTL JiXapcBKiX 3ac00is.

4, JII3 MOXYT5 38KyLOBYBaTH i o,uepxcyBaTH miKapceKi 3ac06H  TINBKH
B cyﬁ'emza TOCHIONAPIOBANEH, AKi MAIOTH NILEHs{I0 Ha IPOBAIKEHHS TOCIONapChKO]
mismsEocTi 3 BEpOOHMITBA mfcapcwnx 3acobiB, onrosoi Ta pozmpi6uol Toprisii
JikapeeKHMH  3acobaME, iMmmopry - nikapcekux  3acobiB  (kpiM  axkTHBHEX
:bapmauesmqnmc inrpenienTis), a Takox NpPUIGaBATH HapKOTH"—IHl 3acobu,
'ncnxo*rpom-n petIOBHHH Ta IPEKypCOpH y cyﬁ’elcrm TOCTIOAAPIOBAHHS, chx MaroTh
ninensiio - Ha - 3nicCHEHHA TocHomapchkol JimmEHOCTI 3 KYNBTUBYBAHES POCIHE,
BriroveHux o Tabmuni I Tlepeniky HapxoTuwHMX 3aC06iB, NICUXOTPOIHUX PEHOBHH |
Tipekypcopis, 3aTBepmxeroro Kabimerom . Mimicrpis  Vipainm, p03p06JIEHH}I
BHPOGHUITEE, BHIOTOBJICHHS, 3Gep1raHHsI, nepeBeseHHH, npunbanus, peanizamiy
(Bimmyck), BBeseHHs Ha Tepuropilo Vipaium, BuBeseHms 3 Tepuropil Vkpaiu,
- BUKODHCTAHHSA, 3HMINEHHA HAPKOTHYHUX 3ac00iB, ICHXOTPONHMX PEYOBMH i
IPEeKyPCopiB, BRIOIEHIX 10 3a3HaYeHOr0 Hepemxcy
. HoxymenTn, mo III,IITBepJIX{YIOTB (axT xynisni, cymposinmi ,uoxymemn 110
NiNTBEPIKYIOTE  SKICTE JIlKapGBKOI‘O 3ac00y, MOZAIOTECS JO HOTOBOPY IIpO
nocravasss (s IIOCTa‘IaJIBHPII{IB pezmen'rm) i 36epirarorecs v JII3 IPOTATOM
| IUSTH POKIB. : .

5. 38.601301—1516’1‘]5051 MEQHTHE  BUKOPHCTAHHS (sacTocyBaHHs) HesKicHMX,
hansCcu(ikoBaHNX NiKAPCEKUX 38C001B; NIKAPCHKAX 3ac06iB, 06T Axux 3a60poHeHo B
Vkpaini, JIIKapGLKI{X 3ac00iB, He3apeecTpoRanux B Yipaini; Jikapeskux 3acobis Ges
ceprrdixara sxocti cepii mikapeskoro 3acoby; JIIKap(:BK;PIX 3aco6is 6e3 BHCHOBKY
Ipo . AKICTH BBE3eHMK JiKapeekux 3acobiB (mia mixapeskux 3aco6is iHozemuoOro
BUPOGHMIITEA); MeXUYHMX iMymoGiomorinmmx npenaparis (mami - MIBI’I) Hes
BHCHOBKY IO Bixnosimuicte MIBII BEMoOram TEPKABHHX | Ml}KHapOJIHI/Ix
CTAHAAPTIB; MIKapCBKUX 3acobis, TepMid HpHIaTHOCTI AKUX MUHYB; Ges iHCTpYRIIT
JUIA MEIHMHHOTO 34CTOCYBARHA JIIKapCBI{Ol"O 3aco6y.

2. Bnmom o npumxmem, .J1I[3 npusnaqeﬂnx nis 30epiranss gikapebrnx
3acobiB

1. Excnnya'ranm oﬁna,uHaHHﬂ Ta upmMmimens JIII3, [IPU3HAYEHHX JUIS
30epiranss JIKAPCHKIX ;acoﬁlB MaloTh 3ale3nmeTyBaTH 36epe>1ceHHz X skocti
NPOTATOM YOBOIO TeleHy npunargoceri. Kimexiers rwromy i mpmmimens s
30epiraHns BU3HauaeThes KinbkicTio mikapeskux 3acobis, sxi B Hux 30epirarThcd, 3
ypaxyBaHHIM IX TOKCI’IKOJIOI‘IIIHPIX, (hapmakonorigHEx Ipyn Ta disuxo-xiMigHux
BIACTHBOCTEH. :

2. Ilpumimenss - aus 36epiragas TIKApCRKHX 328c0BiB 3rimHo 2 mirowmmu
BHMOTAMHY 380€3MeTyI0THCA OXOPOHHUMY T4 IPOTHIIOKEKHIMHA 38C06aMIL.

3. Hpumimerns aos 36epiranns nikapeskux 3acobis MaroTs 3abe3neqyBaTy
BAXHCT JIIKapGBKHX 3aco6iB Bix mmy T4 CTOPORHIX 3araxis.
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4.V npemimesssx, Qi 3Gepiradms - JKapchKmx 3aco6iR,  moBwHE
HinTpEMYBATHCS TeMIeparypa 1 BONOIICTs HOBITPA, ski BiANOBIAAIOTE BUMOram
IBCTpYKII] 7 MEQHYHOTO 3ACTOCYBAHHS JIKAPCHKOro. 3ac00y. s coocTepesxeH s
38 IUME IlapaMerpamMyl npuMilieHns, ge 30epiraloTees mixkapeski 3acofu, MawoTh
6yt 3a0esmeqeni TepMomMerpaMu i rirpomerpamu. Xonomunsee OONAXHAMHS AN
36epirasHs HKapeEKAX 38c06iB IOBMHEO GYTH OCHAIEHO TepMoMETpaMu. Orprmani
HaHi MEIEHHO 3AHOCATE ¥ XYpHAN abo KapTKy oOniky TeMmepatypu Ta Bimmocmol
BojorocTi, 3ammCH PO  TEMIEpaTypy 1 BIMHOCHY  BOJNOTICTE PETYAAPHO
TIepeBipMOTHCA YIIOBHOBAKEHOI 0COBOK. HeoGxinuo sabesnennTy crpasHicTs yeix
3ac06iB BAMIpIOBAEHOT TeXHIKK 1 IPOBOJUTH TX perynapHy MeTpOJIOriuHy NOBIpPKY.

5. IlpmmimerHs mus 30epiraHEs MaoTh Oyt obmamHami BHTSDKHOIO
BEHTHIALIEIO, Y Pazi, KOXY Ie HEMOXKIIHBO - KEATHPKAME, (hpaMyramy.

6. IlpuMimerss pus 36epiraHHs MawoTh 6yTe 3abesmederi Heo6XimHOIO
KIMpKicTIO  cTemaxis, mad, XONOZMIBHEKIB, MiImOHIB, IiOTOBApHMKIB, 3
FOTPHMAHHAM HEeOOXINHMX YMOB OCBiTNeHHS Tomo. 3aGopomserscs 36epiraTu
nixapcski 3acobu Ha TIiIosi. ‘ | -

- 7. Npumimenns JII3, me 36Gepirarorses nikapcbki 3acofW, NpEGHPAOTH
BOHOTHM CII0COOOM He piflle OJHOTO pasy Ha IEHb i3 BHKOPUCTAHEAM IO3BOJIEHEX
10 3aCTOCYBAHHA MUIOUMX T4 AesiHdexuiinux 3acobis,

3. 3aransui BUMOrK 10 opragizanil s6epiranns JiKapesKux 3ac00in y
npamimenasx JII3, npusaagennx xis 36epiranus JiKapebKux 3acobin

1. Jlikapceki 3acobu crmix 36epirati okpemo 3a (GapMaxoTOriTHIMHA IpyIamMy
BaNIeKHO Bix crocoly X BBemenHs, 3 ypaxysaHusaMm (izuxo-xiMitaux BracTHBOCTEH
JLKApCHKIX 3ac00iB, BiIMOBINHO 10 BuMor incTpykuil mpo 3aCTOCYBAHESA JiKAPCHKIX
3acobiB. |

2. Hapxoruuni 3acobu, TIICHXOTPOIIH] PEYOBHHM Ta IPeKypcopH 36epiraioTs B
JII3 BinoBiAHO O BHMOr JII0MMX HODMATHBHUX 8KTiB, Ki peryimorTs X ofir B
VYxpalui. .
3. Jlixapcski sacobm cnin postamoByBaTH Ha cTenaxax, y wadax abo
XONONUNBHUKAX, 4 34 HeoOXigwocri - ma mnimmomax, IiATOBApHHKAX; OTpYitHi
Jikapeski 3acobu 30epiraloTs y MeTanesii madi miy samxom. Jixapeski 3acobu, gxi
3aKYNOBYIOTECA 3a OromxeTHi komrrs, 36epiraty ma oxpemiit nonuni/madi, 3
BIATOBITHUM MapKyBaHH;M. |

4. Jlixapewxi 3acofm omHOro HaliMeHyBamHS Ta oogu mpu  30epiramai

- POSTAIOBYIOTE 3 YPAXYBAHHAM 3aHIIKOBOTO TEPMIHy NPUNATHOCTI TAKKM THHOM,

mo6 3a6e3nednTH [epIIoYeprope BHKOPHCTABES JIKAPCHKHX 3aCO0IB 3 MEHIIHM
TEPMIHOM IIPHIATHOCTI. ' ‘

5. 'V mnponeci 306epiramms meoOxigHo mocTiiino OPOBOOMTH CYIiNBHUN
BI3yanbHUH KOHTPONL CTAHY TApH, 30BHIIELOIO BHITIANY JIKapehKuX 3aco6ie Ta
KOHTPOIIS 328 TOTPUMAHHSIM YMOB 36epiranus Tikapchkux 3aco6is;

i
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6 Hpn nomxco,mceﬂm TAPY Herafxo ycynaro*m ;[e(bexm IMepexnananns,

- lepeIUBAHT B inmy Tapy, posdacysanss abo pPO3BKYBAHEA NIKAPCHKEX 3ac0BiE,

samina Tx eTrkeTok B JI[I3 3a00pOHAETRCS.
7. V pasi 3minn 30BHINHBOTO BUILANY JiKapchkux 3acobiB Ta/abo y pasi
BHHUKHEHHS . CYMHIBY INOHO HKOCTI NiKapchKUX 3acobiR, yHOBHOBaxeHa ocoba

Binbupae spaskd CYMHIBEEX Jixapcekmx 3aco0iB T4  mHanpasige Ix 1o

TEPUTOPIdNEHOTO Oprafy’ ,I[epmniiccnyxciin 3a micueMm posramyeanmEs JII3 mios
IpOBEIECHHS naGopaTopHHx ,I[OCJIIIDKSHB AKOCTI mxapcsmx 3acoBir pasoMm i3
CYUPOBIRHME AOKYMEHTAMH. : :

8. Ha wac npone;[eHHsL TAXUX JOCHIIOKEHRD, ,uo OCTATOYHOI'0 BHPINICHHS
nuTeHHA Ipo ix saxicrs, cepii cymHIBHEX nikapcehkEx 3acoGin nepedyBaoTs B

. crelianbHO BixBemeHilt, WiTKO BUsHAYeRmil, TPOMapKOBAHIM KapaHTHHHIE 30Hi

(mpumiterni), oxpemo ‘Bix immmol UpOAYKUil, 3 MO3HAICHHAM «KapaHTHH» i3
383HAYEHHAM IIPHIUH BUIY9EHHS 3 obiry Ta naTa nepemimexHs, numncy
YIIOBHOBaXEHOI 0CO0H.

9. I[o MEIUTHOTO 38CTOCYBAHHA Taki Jikapebki 3acobu Moxyrs 6yTn
moBepHeH! TINbKE micis OTPUMAHHS  [IO3UTHBHOTO BHCHOBKY INOZO JX #xoCTi
Bix Hepxorixeyx6u wu i Tepuropiasenoro opramy, kpiM Iikapchkux 3acobis,
TEPMiH DPUIATHOCTI AKHX MHHYB. YNOBHOBaXeHa oco0a, OicHs OTpHMARHS
IO3UTUBHOIO BHCHOBKY INOKO AKOCTI IToBepTae miKapchki 3acob: o BUKOPHUCTAHHES
nicns NIPOBEIICHHs IOBTOPHOTO BI3yaJEHOTO I(OHTpOJIIO IIposenerHs noBTOPHOY
OLHKH SKOCT] 0POPMIAETHCA THCEMORO.

10. Ilpm oTpumaryi HEraTHBHOIO BHCHOBKy BiZ ILepxchcJIymfin g 11
TepHTopmeHoro opramy Jixapcekmit 3aci6 sHmIyerscs 3rizHo 3 IIpaBunamu
yTUNi3anii Ta 3HUmeHss mKachm 3acobiB, 3aTBEPIKEHUX HakazoM Minicrepersa
OXOPOHH 3LOPOB'S VKpau{H -Big 24.04.2015 poxy Ne 242 T4 sapeecTpoBammx y
MigictepeTsi ocTruil Yxpainm 18.05.2015 poky 3a Ne 550/26995.,

11. Vei mixapesxi saco6u MamThb 36ep1ra’r1»1c;1 B YOaKkoBUi BHPOOHWKA
BIITOBIAHO N0 BHMOT, 3a3HAYEHHX B lHCprKIJ;II JUIL MEIOMYHOTO 3aCTOCYBAHHS
JixapceKoro 3acofy.

12. He FOILyCKAETCA cymicHe 30epiranus JIlKapGBKHX 3acofiB i3 peakTHBaMHU,
GiomorivaruM MaTepianoM, TOMo B OZHOMY XONOUILHUKY,

4, HOmeox oprauizanii 3ﬁépiraHHﬂ Jixapeskux 3acobis y sigginennsx JII3

1. JIlKapCBKl SaCOGMHﬁ IX IOZANBIIOTO MEIHYHOTO 3AGTOCYBAHHA OTPHMYE
roJIOBHa/CTapma MenuyHa cectpa Bigminmemma JII3 B ynosHOBaxeHo! ocobw,
BiAIOBIAGIBHO] 32 AKicTh JiKapchKuX 3acobiB, IO MpU3HaYeHA HAKA3ZOM KepiBHHKA
JII13, 34 Bigmosigao OtbopMJIeHHMH JOKYMEHTAMU.

2. 30epiramma nixapchkux 3acobis y Bimminemmsx JII3 (Mamimymardiewit
kabiHeT, MeHYHHH TOCT TOIMO) MPOBOMUTECS 3 YPAXYBAHHAM CIIOCOBY BRENECHHS TA 3
DOTPHMANHAM BAMOT IHCTPYKIIT s MEMIYHOTO 3aCTOCYBaHHS JIKaPCHKOro 3acoby.

3. Hapkoruari 3aco0H, ICHXOTPOIH] PEYOBHHY Ta NpeKypeopy 36epiraroTses
BIANIOBIAHO O BUMOT AiF0YHX HOPMATHBHMX aKTIB, K peryiroioTs iX ofir B Vipaiui.

| E@Ap,y p. |




4. 3abOpOHAETHCS  BUIOTOBIGHHS,, posqyacyaaﬂﬁz, 3aMiHa _ €THKeTOK,
nepema,anHx mixapcrkux 3acobiB.
B 5. 3a meobximrOCTI ,nonchaeTbcﬂ MOPYIERHS  YHAaKOBKY BHpOGHHKa
Me T THIM nepconanom JII3 3 060B'93KOBOI0 BKA3iBKOIO HA. HOBocTBopeHm
yitaxoBIi HAIBH, Cepii, JO3YBaHHI, 'repm:ay IPHAATHOCTI, BUPOGHHKA mxcapcr::cor*o
3acofy, yMOB 30epiraHas Ta BIACHOIo NiAmicy ocoby, sfka CTBOPHIIA yNIAKOBKY. "
6. Ilepesipxa DOTpUMAHHS yMOB 30epiramns Jixapcekux 3acobis T8,
ZIOHEPKAHEA BEMOT 33KOHO/ABCTEA MO0 AKOCTI IIKapCHKEX 3ac00iB y Bimpinermax
IPOBOIAHTECS ynomomsameﬂoro ocoboro JIII3 e MeHme O,II;HOFO pasy Ha MiCALp, PO

1o POBIATE 3aNHUC ¥ BiAIOBLIIHOMY XypHAI],

5. Ilposenennsn BXiqHOro KOHTPOIIO fikoeTi JikapenKkux 3acobis B JIII3

1. Bxigmmit xomtpons sxocri nikapcekmx 3aco6is y JIII3 sniifcroe
YIIOBHOBaXeHa 0c00a, pr3HaYeHa HakasoM Kepisauxa JITI3,

2. 'onoBHuMH 000B'S3KaMH YIIOBHOBa&XEHOT ocobun JIII3 €:

1) IlpoBeneHHs BiSyaIBHOTO KOHTPOIIO OASPMAHMK JTIKapChKUX 3acob6in, sxui
- BRAIOYAE TIEPEBIpKy: '

- CTaHY TapH;

TpyIIoBof, HepBUHHOT, BTOpHHHOl (3a 1i HagBHOCT) yHIAKOBKY;

MApKyBAHE;

HAsBHOCTI IHCTPYKUIT IS MeIUYHOrO 38CTOCYBAHHA TIKAPCBKOIo 3aco6y,

30BHIIIHEOr0 BMIMIATY, ¥ TOMY dHcnl Iinicaocti, omHopimHocTi, HASBHOCTI
NOMIKOKEeHE JKAPCEKIX 3ac06iB;

TepMiRy mpunaTHOCT] JiKapehKux 3acobis.

I'Ipn noTpebi, SKMIC BHHEKIA Nimo3pa IMOLO IKOCTi, JiKapceki 3acobm
nepeBipMoTECS 3 PO3KPHTTSAM YHAKOBOX CTOCOBHO pOBMIpIB dopmu, KOMBOpY,
OXHEOPIAHOCT], KINEKOCT] OIUHUIE B yna;sconm HasgBHOCT] 3a6py1:HeHL

2) V pasi smEuKHeHHS cymHIBY mozo sxocri nikapeskmx 3acofi mpu
BUKOHAHH] BISyaJI.BHOFO 'KOHTPOIIO  YNIOBHOBa)KeHa. 0cofa Bmﬁnpae 3pasKu
CYMHIBHUMX JIKApChKUX 3acobiB Ta HampaBimse X y TepuropianeHmit opram
IEHTPANBHOIO OPraHy BHKOHABYOL BNANM, IO peaisye JepixaBHY NOJITHKY V cdepi
KOHTPOMO AKoCTi Ta GesNexu Nixapchikux 3acobiB, Js NpoBeneHHS NabopaTopHHX
TOCNiIDKEHb AKOCTI JiKaperxux 3aco6is. Ha =@ac nposemerna Taxmx NOCTIIKEHE 1O
OCTATOTHOT'O BHpimeH'Hx TIETABRSA TPO x sxicTs cepii' CYMHIBHUX JKApCHKEX 3ac00iB
nepeOysaroTe B croerdapssio Bixsenmenid, wiTKo - Bnanaqer;m, NPOMAPKORAHIH
KapaHTHHHIE 30ml (mprmimenni), oxpemo Bix imwol npoayxnii, 3 mozHATEHHAM
«KapauTury i3 3a3HaueHEAM OPHYKNHE BRITYIeHHS 3 o6iry Ta 1aTy nepeMimeHns.

3) IlpoBeaeHHs BXIHOIO KOHTPOIIO, 3AiMCHIOETHCS He Mi3HIIE HACTYIHOTO
TIEA 3 IATY OTPHMAHHEA JIKapCEKuX 3acobiB y Micti npuiimMarss npogyxuit,

4) 3a00pOHAETLCS 34CTOCYBAHHS OXepKannx nixapcbkux zacofis y JII3 no
OJEPXAHHS THCHEMOBOIO BYCHOBKY YIIORHOBZMEHOI ocobwm, wo 3niicHoe BXIimAMi
KOHTPOJIb AKOCTI Jikapeskux 3acobis y JII3.
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5) ,I!;o O(bopMJIeHH}I IIHGBMOBOI‘O BHGHOBKy BXI,ILHOI“O KOHTpo.mq,, mrcapcsm
3&(:061»1 Heo6xixuo posminrysaty Ta 36epiraTd B yMOBaX, BUSHAYEHUX BHpOGHHKOM B
mcrpymn I7is MenwdHOTO - 3ACTOCYBAHHA JIKapChKOTo 3aco6y, B CreniansHo
- BimBezeHil, yiTko BH3HAYEHIH, NMpomapkoBaHiit KapaHTHMHHIA 30HI (anMImeHm),
OKpEMO Bix irmol mpoxyKil, 3 MO3HAYCHHAM «KapaHTHH»

3, YmopaopaxeHa ocoba JIII3 an IpoBeNeHE] BXIIHOro KOHTPOMO AKOCTI
nixapeekux 3dcobiB TOBKHEA: .

nepeBipsTH BIAIOBIZHICTE O,D;ep}KaHHX m:capcr;mx 3aco0iB  CynpoBiNHEM
JOKYMEHTAM IIOZO KUIBKOCTI, HOZYBaHH, HOMepIB cepilf, TepMminiB mpumaTHoCT,
peecTpaniiinoro crarycy, HalfiMeHyBaHHA, Nixapchkol (OpMH, HA3BHU BHpOGHmca
Koxpga cepis nixapcskoro. 3aco0y IIOBHHHA CYIPOBOIMKYBATHCA — KONISMH
ceprutixara skocti cepil mikapceroro sacofy, WO BHOAETHCH BUpPOOHHMKOM (myst
iMroproBaBmx Jikapeekux sacobiB - iMmoprepoM (BupobHuxoM afo ocoboro, mio
IpecTaBie BUpoOruKa Nikapchkux 3aco0iB Ha TepuTopil YKpaluu)), BUCHOBKY IIpo
AKiCTE BBE3€HOro B YKpaiHy IiKapchKOro 3a006y (mm nixapcekux - 3acobis
iHO3EMHOTO BHpPOOHWITTEA) TA BHCHOBKY IIPO pignosiguicts MIBIT erMmoram
nepxaBEEMX 1 JepxaBHEX i Ml}KHapOJIHHX CTaHmapTis (WM  MeTHYHHX
iMyroGionoriuaux mpeaparis), 3aBIpeHMMH [EHATKOIO OCTAHHBOTO IIOCTAYANLHIAKA
(3a 11 HasBHOCTI).

o@opmm BUCHOBOK BXI,II;I-IOI‘O KOHTPOIID AKOCTI JIKapChKuX 3acobin
IUTIXOM: - BIAMITKEA Ha Hama;:mn. «Bximau# KOHTPONE NPOBENEHO, PE3YJLTAT
IO3HTHBHEH/ HeraTHBHIH, JO3BONEHO/HE JTO3BOJIEHO 0o BUKOPHCTAHHA
(sacTocypanms), miamuc, IT. I. B, yrosHOBa)eHoT 0cobu, AaTa NPOBEREHHS BXINHOTO
KOHTPOJKO»,

1) 3pilicHIOBaTH BESHHS PEECTPY IIlKapCBKHX 3aco0iB, Axi Hagifuom no JIII3
(nomatox 1) 3 MOMIMBICTIO BiflcTeXeHHT posno;zuny Ta BAKOPUCTAHHSA JIKAPCEHKUX
3acobir'y Bigainerssx JII13.

2)  3xiftcrrosaTH MOHiTOpHHI‘ IIpHUITHCIB/ pOBHOpH,I[H(eHB/pIIIIeHB
,[[ep}zcmmy}KGH Ta I TeprTOpianbHUWX opraniB. B pasi HaseHocTi 3a3padeHHx B
nprmmc/ posmopskerHi/pimenai NiKapcEKUX 3acoBiB BHOCHTE 3alMC Y SKypHAN
BefeEHA oMKy posmopsmxeHs/pimens/mpunmeis Bin Hepxnikenyx6u Ta i
TEPUTOPIATBHIX OPragis (LOAATOK 2) B IEKTPOHHOMY Ta/a00 IanepoBOMY BUIVIAMI 3
MOXUTMBICTIO TepMiHOBOTO (GOpMyBaHEA peecTpiB pPyXy JKapceKMX 3acobiE Ha
BUKOHAHHSA 3amuTiB Jepxnikcnyx6u Ta T Tepuropiansuux opragis.

3) IlepenipaTr HassHicTs B JIII3 Ta BHAyuaTH dikapceski 3acobu, ofir sxux
3a00POHEH0 B Vlcpai'Hi' Spamscudixopani mixaperki 3acoOm; sikapeeki sacobu,
He3apeecTpoBani B YKpaisi Ta TEpMIH IPUAATHOCT] AKMX MHHYB.

4) HanasaTu TepHToplanLHomy opragy ,ZIBp)KJIlKCJ‘I)I)KSH indopmaniro npo
BUABJIEHI  HeAKicHI  Jjixkapchki  3acobu y  Tepmin,  BusHavemmdl y
' mpUIMci/posnopaKeHHi/pimenni; nikapeski 3ac00H, CTOCOBHO SKHX BHHHKIA
imo3pa Mmoo sKocti; danmscrdikoBati Ta HesapeecTpoBaHi JIKapeeki 3acobw, i
nedexta 9 HeBimmosimEocTi. [Ipu BussnenHi 3paskiB Takux Jixapehkux 3acobiB
BIKHBATH 38XOMIB W00 BUIYYEHHR 1X 3 obiry murrxom momimmeHHS B creniansuo
_BiBeneHy, 4iTKO BHSHAYEHY, NPOMAPKOBAHY KAPAHTHHHY 30HY (OpHMIIEHHN),




_ oxpemo Bim {rmof npog:yr.cun 3 nosnaquHaM «KapaHTHH» i3 3a3HaquHgM npmnﬁ
BHITYeRES 3 00iry Ta JaTH IepeMimesms. :

: 5) Bxwmatd 3axoniB, WO 3asHaveni B pIINEHENX LEHTPAITEHOTO opray
BMKOHABYOI BJIafH, II0 peanisye ,uepmaBHy nomiTHKy y chepl KOHTpOIO SKOcTi Ta
Gesmexy JiKapchkux 3ac00iB, MOAO AKOCTI JIKAPCHKUX 3ac00iB, :

. 6) 3mikcEioBaTA MOHITOpHHI‘ ¥yMOB 30epiranHs JIlKap(:LKHX 3dc061B BiAIOBI HO
10 BAMOI' IHCTPYKIIT AN MEeIHIHOTO 3aCTOCYBAHHA nixapeskoro 3acofy.

- 7) 3pificmoparty opramizauifido-TexmiumEi 3axogm mogo. 3abesmedeHHs
HAHECEHHS CIEIiATEHOrO TO3HAYEHHA HA YIIAKOBKY JIKApCHKHX 3ac0biB, y TOMY
gyeni MemuuHEX iMyHoOioNOriMHMX NIpenapaTiB, IO 38KYIIOBYIOTHCH 33 PAXyHOK
GromxerHux. kowris, CrerjagpHe NO3HANEHHA € IITAMIIOM HYEPBOHOTO KONBOPY 3
mamucom «bromxeTHA 3aKyniBJm» a0 CTHKEpPOM 3 HAIMCOM 9EPBOHOIO KONLODY
«BIOKeTHA  38KYIIBIT», AKi HAHOCATBCA HA 3O0BHIMHIO (BTOPHHHY) YHAKOBKY
JKApCBKMX 3200618, ¥ TOMY WHCH MeIMIHIX lMyH0610HOP1qHHX npenapaTIB, 1o
3AKYIIOBYIOTECS 33 PaxyHOK OromxeTHMX KomrTiB. ¥V pasi simcyreoeri eropmmmof
YIIaKOBKH 33 MOXJTMBOCTI IUITAMI 260 CTHUKEP HAHOCUTHCHA Ha NEPBHHHY YIAKOBKY.

4. OTpuManns JIKAapchbKUX 3aco0iB, AKi BUMAraroTh FIOTPHMARHS «XONOZOBOIO -
NERIGOraY, HeoOXixHo ohopMISTH aKTOM IPHAMAHHI-IEPENaBAHET 13 3a3HAUCHHIM
yMOB 30epirans i 98¢ TPAHCIIOPTYBaHHS.

5. 36epiranHs, TpaHCIOPTYBaHHs, IpHitManus Ta o6nix MIBII sxificHioeTscs y
Bi,I[IIOBl,[t'HOCTI o  Ilopagxy 3alesmedenHs  HANEKHUX yMOB 36epiranss,
TPAaHCIIOPTYBAHHS, NpuifMaHHK Ta OONIKY BAKIMH, AHATOKCHHIB Ta AaNeprexy
TyﬁepKyJILOSHoro B VYxpaini 3arBepmkeHoro maxasom MimicTeperBa oxopomn
3HOpOB s Yxpaiew Bin 16.09.2011 poxy Ne 595, sapeecTpoBaHMM B MIHICTepCTBI
rocTuril Yxpaiau 10 xostas 2011 poky 3a No 1166/199045.,

6. IIpr mO3MTHBHOMY Pe3yNETaTi BXIZHOTO KOHTPOMIO YIOBHOBaXEHa 0C06a
Aa€ MUCEMOBIH BACHOBOK LICJO MOMJ/IMBOCTI BUKOPHUCTAHHS (3aCTOCYBaHHS) cepiif(i)
niKapesKrX 3aco0iB Ta Iepenae oxepxani mixapceii 3aco0H UL 3aCTOCYBAHHA Y
Bininenns JII3 abo Ha 30epiranms.

- 7. Ilpy HeraTuBHOMY pe3yJbTaTi BXINHOIO KOHTPOIIO YIOBHOBAXEHA 0C0062
CKIIaZia€ aKT po BusBNeHi Aeexry, sKuit € macTaBoo I NOBEpHEHHS TiKapCEKIX
3acobiB IOCTATANBHHKY. Koniz akra pasom i3 xomisMmu mHaxnamwoil, ceprudixara
AKOCT cepil JIIKapGBKOI‘O 32000y, N0 BHOAETECA BUPOOHMKOM (I iMIOpTORaHMX
Tixapeekux 3acobis - iMmoprepoM (BHpOGHEKOM aGo 0coB0I0, IO NIPENCTABISE
BrpofHuKa NikapchKuX 3acobiB Ha Tepuropil Vxpaium)), BHCHOBKY mnpo sxicTs
BBE3EHOr0 B YKpalHy migapcskoro zacofy (uif nikapcekux 3acobir imozemuoro
BHDOGHHMIITBA), BHCHOBKY Npo Bismosimmiers MIBIl BHMOraM [epKaBHHX |
HepXKaBHEX 1 ~MDKHApORHEX CTAHAApPTIB (mm MeTHIHIX ilvryHOGionorquHx
NpenapaTis) y NEeCATHASHHWH CTPOK (sxxmo iHme me nepenbaueHo pilreHHIM

\ Hepsxnixcmyx6u) nop;aerbcﬂ I TepuTopiansHoro oprary Mepirixcayx6m.

HOp.ynp.
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6. JlepxapHuil KOATPONE SKOCTI JiKApeLKHX 3ac06iB ¥ JIT3,
1. JHepxaBHui KOHTPOJE = SKOCTI IIKapehk#X 3acobiB  smilcmioeTses

Jepxnixciry:x00r0 Ta if TepuTOpianbHIME OprafaMy BiANOBIAHO 10 3aKOHIB YKpaluu
«IIpo ocuoBHi 3acajy HepXKaBHOTO HarisiAy (KOHTpomo) y cepi rocmomapcskol

. migmerocti», «[Ipo ikapceski 3aco6My Ta IHIMKK HOPMATHBHO-IIPABOBHX AKTiB.

2. Hepxasri iscnekropy 3AiHCHIOIOTH IUIAHOBI Ta mosamuaHoBi imcmexuiimi

'nf:pén_ipm JII3 mopgo HJONEpXKAHHS HUMH - BUMOI - 33KOHOIABCTBA 3 [IHTAHE

3abe3egeH T AKOCT] JNikapchkux 3acobiB. PesymeraTn nepeBipok oGoOpMIISIOTECS
AKTOM JIEPEBIPKH BCTAHOBIIEHOT'O 3pa3Ka. ‘

3. Binbip 3paskis Jjixapcekux 3acolis Iy smificHenns Ix naGopaTopmoro
aEanizy saificaroerscs srigmo 3 IlopsakoM BinGopy 3paskis nikaperkux 3acobiB mis
nabopaTopHOro aHANi3y Wi dac 3MIHCHEHHS NEPKaBHOIO KOHTPOJIO SKOCTI TaKHX
3aco0iB,  3aTBepKeHHM  mocTaHoRo  Kabimery . Mimictpis  Vkpaiuu
Bix 03.02.2010 poxy Ne 260, ta odopmmoerscsa akToM BInGOpy 3paskip MiXapehKHX
3acobiB A 1aGOpaTOpHOTO aHamizy iX AKOCTi 33 BCTAHOBIEHOX (OPMOIO
(zomaTok 3).

,"- 4. JlabopaTopHe mochimxkeHHs sxocTi nikaperKux 3acobis 3pificHIOETECH
NiANOPAAKOBAHUME TEpHTOpidnbHuM opragam J[lepxurikcnyx6u  naGoparopismu
T8/860 YIOBHOBaXKeHEMHU JaGopaTopiaMu Ha mifcTasl HanpasueRs epxiikciryxGu

.-a800 Ii TepuTOpiaNbEMX Opranis, au Ha mizctasi seeprens JIII3 no Hepxmikciry: 6w,

Ta/abo 1 TepuTopiansHMX OpraHis, 38 BUSHAYCHMMH Hepacnixenyxboro Ta/abo i
TEPUTOPIATEHIME OPraHaAME IOKA3HMKAMH,

5.V pa3l HamxoKeHHA Bifl TepUTOpiaNbHMX opraHis JdepxtixciyxGu
TEPMIHOBHMX HOBIOMIEHB NP0 HEBIANOBIZHICTS sKOCTI JiKapchKUX 3acobiB
Hepxcnixenyx6a Bxusac 3axonis 3rizro 3 ITopsmkom BCTAHOBIEHHS 3a6OpOHK
(rummacoBol 3a60OpOHH) Ta NOHOBIEHHS o6iry nikapcskux 3aco6is Ha TeprTopil
YxpaiH, 3aTBepIDKEHHM HakazoM MiHicTepcTBa OXOpPOHH 3I0POB'A Vxpaieu Bix
22.11.2011 poxy Ne 809, sapeecrposammm y Minictepersi roctunii Vipainu
30.01.2012 poxy 3a Ne 126/20439. :

Y pasi BeTaHoBNeHHA THMHacoBol 3aGoponu (3abopomum) oGiry JiKAPCEKOTO
sacoby JII3 moswumi y CTpOK, BUSHAYEHHY Y PO3MOPSIKEHH! PO BOTAHOBIEHHN
TUM4acoBol 3abopomy (3a00poHH) OOIry, BXUTH 3aXONIB IIOHO BHKOHAHES

- BCTAHOBJICHHX TaKHM PO3IIOPAIKECHHEAM BHMOT.

Hagansuak Yopasiinua
dhapmanesTyaHol HigasHocTi T2 |
gKoceTl hapManeBTHYIHOT HPOXY KUl T. JIsexorch KU

Kp.ynp.
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Ananis peryisiTopHOro BIJIMBY
npoexTy Hakasy MinicTepeTea 0XOpoHM 310POB° s Y Kpainu
«IIpo Brecenns 3min go IIpasuu 30epiranHs T2 NPOBEACHHT KOHTPONIO AKOCTi
nixapesKkux 3acob6iB y AlKyBaJbHO-IPOPINAKTHIHAX 3aKAANAX

1. Buzuayenus npobiemu

OcropEEMY 3aBmaHHsME JlepxasHol ciybu YkpalHu 3 nikapcekux 3acobis
Ta KOHTpoOmO 3a Hapkotuxamu (mami — HepxutikemyxGa) € peanisauis mepicaBHOL
noMiTHKE ¥ chepax KOHTPONHO SKOCTi Ta Gesnexd JikapchbKux 3acofiB, MeAWHMHUX
BipobiB Ta 0firy HapKOTHYHUKX 3ac00iB, ICHXOTPONHHUX PEYOBMH i TIPEKypCOpis,
IpoTHAIl X HesakoHHOMY O6iry, 30KpeMa, B IIKYBAIbHO-IPOPIIAKTHYHUX 3aKNafax
(nani — JIII3) 3 murads 3a0esNedeHHs AKOCTi JiKapchkux 3acobiB y mpoueci ix
36epiranus, TpaHCIOPTYBaHHA Ta peajlisauii,

3 MeTON NOCUIIEHHS AEPKABHOTO KOHTPOJIIO 3a SKICTIO JIIKapchKHX 3acobiB Ta
YIOCKOHATeHHs MexaHi3My peaisauil jepskaBHOI TOMITUKY y Wil cdepi, BIAIOBIAHO
1o 3axony Vkpalau «IIpo mikapcski 3acoGu» Bymm pospobieni Ilpasuna 36epiranns
TA TPOBEHEHHS KOHTPONIO SKOCTI  JIKGpCBKMX 3acobiB  y  JiKyBankHO-
npodiNaKTHYHKK 3aKiIanax, 3aTeeplxeri HakazoM MIiHicTepcTBA OXOPOHM 300POR’S
Yxpainu Bim 16 rpynus 2003 poxy Ne 584, axwmii 3apeeccTpoBaHo B MiHicTepeTsi
rocTumil Ykpaiau 3 6epesna 2004 poxy za Ne 275/8874, (mani — [IpaBuna).

Bumory wux IIpaBun momwmproioTees Ha Bel JIII3, nezanexxHo Bim Tx dopm
BJIACHOCTI T& NiANOPSIIKYBaHHA.

Tak, Dep:kaBHUH KOHTPOJE AKOcTI Jikapchkux 3acobis B JIII3 smificHIoeThed
HepsxnixenyxuGoto Ta 1T TepuTOpiabHUMK OpraHaMH.

IIpaBuia BCTAHOBMIOOTE BUMOrW o npuMimens JHI3, mpusHaueHuxK Mg
36epiranua Jikapcekux 3acobip; 3araneHl IpaBmaa 1o opradizauil z6epiranus
fiKapchKkux 3aco6iB y npuMimerHax JII13, mpusHadeHuX Ui 30epirasus MiKapchKux
3aco0iB; mopsuoK opraxisanil 3GepiranHs nikapcekux 3acodiB y Bigminenmax JII13:
BHMOT'HM JO TIPOBEAEHHS BXINHOTO KOHTPOJIO AKOCTI JiKapchKHx 3acobiB B JIII3 Ta
popmMu >xypHany obIiKy Ta peecTpallil IOBIIOMIEHE, PO3NOPIMIKEHb Ta MPUIUCIB
Big Heprnikeay»x6u T4 TEpUTODIaNbHHUX OpPraHis, OepKaBHHUE KOHTPOAB SIKOCTI
nikapcerux 3acobis y JIII3.

Y3aransHeHl AaHi WoKo IHCIEeKUIHHUK NepeBipoK SKOCTi JiKapehbKux 3acoGin B
TiKyBanbpHO-NpodhiNakTHYHUX 3aknazax npoTiroM 2014 — 2016 pokis HaBedeHO B
Tabuii:

3ajiicoeno | Hanano apunucis npo 3a6opony | Ipuiinaro Hapaxosano
nepeBipox JixapebKux 3acolis NOCTAHOB wrpadpis, rpH.
2161 387 281 77656

AHaniz Marepianie IHcHeKUiMEMX nepeBipok #AKOCTI Jikapcekux 3acobis,
3MiACHEHUME TepUTOpiansHuMu opranamu Heprotikeny Oy npotarom 2014 — 2016
POKiB B NiKyBalBHO-IPOGQINAKTUYHNX 3aKilalax, CBIIMHUTE PO HAABHICTE HACTYMHO!
CTPYKTYPH IOPYIIeHE, HareAeHol B TabmuI:




Buau nopyuess

Beworo
BHAIBJIEHO
nopyueHs

Besoro CUJI, y SKMX BHSABNEHO ITOPYILEHHS

Heprasha
placHicTE

KomyHansua
BJACHICTH

[IpuBaTHa
BIACHICTE

6e3 ceprudikara AKOCT], BHAAHOTO
BHPOBRUKOM

46

14

18

5

B HAKNaOHUX Ha NOCTAYAHHA
iMyHOBioNOriMHMX NPENAPATIB Y
nixysanbio- NpodinakTHURI 3aKIALH
pakoHy He 3a3HauaeTbeA X RikapohKa
dhopma, N03yBaHH, Ha3ea BHPODHKKA Ta
Homep cepif

3

sincyTHA "kapaHTHHHA 30RHA" AAA
3Gepiranta JI3, wo nignaraioTs
THMUACOBOMY BHIYUEHHIO 3 06iry

20

13

BincyTHi, afo He MaIOTh ACPHABHOIO
NIOBipOYHOTO TABPA TEPMOMETPY T
rirpOMeTpH, He BefeThed XKypHal

722

70

125

BinCcyTHIA Hakas 1po NPHIHAYEHHA
ynosHosaerol ocofu Ta/abo nHCEMOBHE
BHCHOBOK 3a PE3y/IbTATAMU BXIAHOIO

679

58

202

BiACYTHiCTE niveH3ia Ha BUPOGHULITEO
JixapceKHX 3acoBiB B YMOBAX ANTEKH

IOIYCKAECTHCA BHIPABIEHRA TA
GaraTopasoBe BUKOPHCTAHHA
HOBOCTBOPEHOT BTOPHHHOT YIAKOBKH
{ynaKkopka MiCTHTL HAMHC AEKiNBKOX cepiit,
Hazpa BUPOOHHKE BICYTHA, 2 HA eTHKETHI
KpiM BKazasol 3a3HaueHi i inwi cepil)

162

i7

78

33

3 TEPMIHOM MPHIATHOCTI, IO 3aKiRUHBCA

3aGopoHeH] 10 MENMHHOTO 3aCTOCYBaHHA
JI3

57

12

22

33CTOCYBaHHA AiKAPCLKMX 3aC00iB 3
TEPMIHOM NPUAATHOCTI, 11O MUHBYB

188

36

28

23

3aCTOCYBaHHA Jikapchkux 3acobis,
3a00pOHEHHX IPHITHCAMM
Hepruixincnexuit

78

43

38CTOCYBAHHA He3apeeCTPOBAHHX
nixapcekHx 3acobip

62

12

35

JI3 3 TepMiH NpHAATHOCTI, 1110 MAHYB

Ha HOBO CTBOD.YM. BificyTHa iHdopMania

HAXNanHEi - BUMOTH He MiCTATE iHdopMarit
npo BHpoGHHUKa i cepito nixapeskoro
3acoby

18

HaknajHi He MicTATH BlmOoMocCT npo Hasey
BupoGHMKa i cepilo mikapewkoro zacofy

21

10

He BeNETbCA xypHan obniky Ta
BHKOPUCTAHHS iMyHOOi0R0r M AKX

94

39

HE BEHNETHCA XKYPHAN 06niky Ta peecTpauil
HPHILCIB | NOBIOOMAEHE
- Hepswmikincnexiuii

308

31

76

133

HE BEAETBCA NMpeAMeTHO-KinbkicHuH obnik
nikapcekux 3acobis

20

11

He HalaeThes indopMatia TepuTopiansHil
iHCneKUIT Npo BUABNEH] HeAKicK nikaperki
3acobH

HeeiamosigHicTs BuMoram AHJT

35

18

HENOCTAaTHA KiMbKicTh MaTeplanbHux mady,
cTenaxie, MiATOBAPHEKIB, BINCYTHICTE, 60
HEOOCTATHA KiNbKICTh XOAONMIBHUKIB

110

58

HEOOTPUMAHHA HANEKHUX YMOB

657

73

343

17




3Gepiranus

HeHajexHe BUKOH. YO BX.KOHTPOIO 2 1
10 1 5 2

HeHaNeKHE BYKOHAHHA YIIOBHOBEKEHOIO
0¢0f010 CBOTX 060B'M2KiR

HEHAEKHII KOHTPONb 33 TEMIEP, 1 1 1

BOJIOTiCTIO

Henpos, YO nepesipok NOTpHM.yMm.36epir. 1 1

y BinAinenHax

NopyLIeHH] BUMOT 32K0OHONABCTBRA LIOAO 2 ! 1

keanibixauii (paxipuis

nopyIIeRHs YNaKkosky BupofHIKa Ta 299 43 138 61

HEAOTPHUMAHRA BHMOI WOAO MapKyBaHHA

NOpyLIEHHS YHiakoBKH BHPOOGHKKE T4 1 1
HCLAOTPYMaHHA BHMOr LE0A0 MADKYBAHH H
HOBOCTBOpEHO! YIIAKOBKH

npy BigcyTHoCTI minensil (konii nitensi) I 1

Np¥ HeDOTPHMAHHI HOPMATHEHUX YMOB 3 2 1
3Gepiranss nikapcbkux 3acobin

npuMinteHHA s 36epirakia JiKapceKux 142 14 102 9

3ac0o6iB NoTpebYIOTE PEMOHTY

peanizalis Ta MEAHYHE 3aCTOCYBAHHA 55 17 21 15
nixapcekux 3acois Ge3 cepthdikaTy
KoCTI BHPOOHKKA

10 He BianopigaoTs BuMoraM AR za 2 1 I
noKazHHUKAMH, AKi BU3HAUeH] Bi3yansHO ~
i1,

"mapkysanHs", "ynakoeka", "30BHILIHIA
BUraaN" TOWO

Tax, nmpotsarom 2014 - 2016 poxis BcraHoBneHo 3818 nmopymeHs y 1290
NiKyBANEHO-IPOQIITAKTHYHIX 3aKITanaX.

Omxe, BIICOTOK JIKYBANHHO-NPOMINAKTHIHMK 34KIAMNIB, B SKUX BUABIEHO
MOpPYLISHHS BHMOI 3aKOHOJABCTBA LIOAO SAKOCTI JiKapchKMx 3acofis, ckiagac
6nuzsKo 60 %.

HapomuMo CTAaTHCTHKY HApaxyBaHB T4 CTATHEHE WTpadis 3a MOpYLISHHS
BHMOI 34KOHOZABCTBA IIOJO AKOCTI NiKapehkux 3acobip  y  JiKyBanpHo-
npodinakTHYHKMX 3aKiIanax npotarom 2014 — 2016 pokis B pozpisi crarelt Konexcy
VYkpalau npo anMiHICTPaTHBHI IPaBONOPYIIESHHS!

Crarra Odopmnero Buneceno nocranos npo Hpaxoeano mrrpadis
K¥YnAll IPOTOKONIB CTArHeHHA mrpaty Ha cymy (rpi)

167 13 13 4862,00

168-1 205 193 50184,00

168-1, 188-10 8

170 1 1 357,00

188-10 67 75 22814.,00

45-1 1 1 85,00

Beworo 295 283 78302,00

Bopmnouac, cTaHOM Ha CLOrOAHIIUHIA IDEHB, HAABHA HEY3TOIKEHICTH BHMOT

3aKOHOJABCTRA T4 HERINNOBIAHICTE NPABOBHUX HOPM,
Hepxnixemyxbi

mo He jJaec

3MOTH

Ta I TepuTOpialbHMM OpraHaM IIOBHOLIHHO 3OificHOBATU
IEPKABHUM KOHTPOIE SKOCTI NIKapChKUX 3aco0is.

Bpaxopyroun 3HaYHY KUTBKICTH NOPYIIEHE BUMOT 3aKOHOJABCTEE 10O SIKOCTI
JMIKApchKUAX 3acobiB B NiKyBalbHO-NpodifakTHYHKUX 3akialax, HasBHIicTE 60%




NpABOIOPYIUHAKIE, 3BaNa0UN Ha Ge3mocepenHili BINIMB AXOCTI Ta edeKTUBHOCTI
nixapchoro 3acofy Ha 370POB’A Ta MUTTHA NABLIEHTA, 3 METOI YIOCKOHAIECHHS Ta
npusenerHs [lpaBun y BiOmoBigmicTe DO 3aKOHOZABCTBA YKpaiHM, 30Kpema, IO
saxoHiB Yipainu «[Ipo mixapcbki 3acobm», «OCHOBM 3aKOHONABCTBA YXpalHH HpO
OXOPOHY 3H0pOB's», MiHicTepCTBOM OXOPOHM 3A0POB’ YKpaiHu po3pobIeHo NPoeKT
Haxasy MigicTepcTsa OXOpoHHM 310poB’s Ykpainu «Ilpo BrecenHs 3miH o [Ipasui
36epiraHHsa Ta NPOBEINEHHS KOHTPOIIO SKOCTI JiKapchkux 3acobiB y JiKyBajbHO-
npodinakTraHyx 3axnanaxy» (aani — IIpoexT Hakasy).

[puitasTra uporo IIpoexTy Haxkazsy CIPHATHME BUPIIISHHIO PSTY IIMTAHE:

- 3abe3rIeueHHs HaNexHuX yMoB 30epiraHs Jikapchkux 3acobiE B
AiKyBaNbHO-IIPOPINaKTHIHUX 3aKIa8aX;

- HENOMYIIEHHs 3aCTOCYBaHHA B JIIKYBaJbHO-IPOQINakTHIHUX 3aKianax
HedkicHMX Jikapcekux 3aco0iB, a4 TakoK NiKapChKkUME 3acobaMu, TepMiH
IPHOATHOCTI AKHX MUHYE;

- YIOOCKOHAIEHHS KOHTPOJIO 3a JOTPUMAHHAM YMOB 30epiraHHA
NiKapchKkuxX 3aco0iB B IIKyBaNBHO-TIPOPINAKTHYHUX 3aKIAA8X;

- 3MEHIIEHHS KINBKOCTI NOpyLUeHs YMOB 30epirants Jikapchbkux 3acobin
y mpoueci Ix 30epiranys B JiKyBaIBHO-IPOQIIaKTHIHMX 3aKIaaax;

- 3a0es3NeyeHHs nauieHTiB AKiCHMMM Ta OE3MeYHUMH JIKAPCBKUMM

3acobaMu.
OcuosHi rpynu (Miarpynu), Ha AKi COpasiste BIUIHR [IpoeKT Hakazy:
I'pynu (nigrpynu) Tax | Hi
[ poMansiHK +
Hepxapa +

Cy6’ekTH TroOCIONapIOBaHHS, 30KpeMa, JiKyBaNbHO-NpodinakTyysi | -+
3aKIaIH

y TOMY HHCIi ¢y6’€KTH MaJIoro MiAIpHEMHUITEE™ +

JL, Iind pepxaBHOro peryioBaHHs

Meroro maporo IIpoexTy Hakasy € yNOCKOHANEHHS Ta NpUBeAcHHA [lpaBui
30epiraHHs Ta NPOBEHNEHHA KOHTPONIO AKOCTi Jixapchkux 3acobiB y nixyBampHO-
npodinakTHYHUX 3aKIafax, 3aTBEpPKEHMX HakasoMm MinicTepersa  oxopoHH
3popoB’s Ykpaimw Bin 16 rpyams 2003 poxy Ne 584, sxuil 3apeectpomano B
Minicrepersi octuiil Ykpainu 3 Oepezns 2004 poky 3a Ne 275/8874; mo BuMOT
3aKoHiB Yipainn «OcHOBM 3aKOHONABCTBA YKpPalHU PO OXOPOHY 3HOPOB'S», «IIpo
nixapeski 3aco0my»; nocranos Kabinery Minictpis Vipaiuu Bin 12 ceprivs 2015 poky
Ne 647 «Ilpo sareepmxenss [lonoxkenns npo [epxasHy cnyx6y Yxpainu 3
TiKapCehKUX 3aco0iB Ta KOHTPOIIO 38 HAPKOTUKAMM», Bin 3 mororo 2010 poxy Ne 260
«lleski NHTAHHA HAEPXABHOTO KOHTPONIO SKOCTI JIKApChKHX 3acobiB»; Haxazin
MinicrepcTa OXOpoBK 300poB’s Ykpaluu Bix 24 xeitas 2015 poxy Ne 242 «Ilpo
saTeepkeHHs [lpasun yTunisauii Ta SHUIIEHHS JIiKAPCBKHMX 3acobiBy, SKui
3apeecTpoBaHo B Minicrepersi roctuuil VYxpaism 18 rpasus 2015 poky
3a Ne 550/26995; mig 16 aumas 2012 poxy Ne 534 «IIpo 3ampoBamKeHHS
CNELiaNbHOTO IIO3HAYEHHA JIKapchKuxX 3acofis, y TOMY HHCII MEAMYHUX
iMyHOOIONOTIMHKX IpenapaTiB, IO 3aKyNOBYIOTECS 34 PAaXyHOK OOMKETHUX
KOINTiB»,  sKuM  3apeecTpopaHo B Minicrepetei  roctumii  Vxpaihu



30 nunus 2012 poxy 3a No 1286/21598. .

Ipuitaarrs nporo IIpoekTy Hakazy CHPUATHME BHPIIESHHIO PIAY NHUTAHb!

- 3afesnedeH s HANeXHWx yMOB 20epiraHHs JiKapchKux 3acobiB B
NMKYBATEHO-IIPO(PINAKTHIHIX 3aKIa1aX;

- HeJOMYIIEHHS 3aCTOCYBAHHA B NiKyBaJIBHO-NPOPINakTHUHKX 3aKIazax
HesSKiCHMX JiKapchkuxX 3aco0iB, a TakoX JIKapChKMMH 3acofaMu, TepMiH
NPUTATHOCTI AKUX MHHYB;

- YOOCKOHANEHHA KOHTPOMIO 34 [OTPUMAHHAM YMOB  30epiraHHs
niKapebKux 3ac0o0is B NIKyBaJIBHO-IIPOMITaKTHIHMX 3aKIa0ax;

- 3MEHIIEHHS KINBKOCTI MOPYIIeHE YMOB 30epiranus nikapchKux 3acobin
y npoleci 1x 36epiranns B JiKyBajibHO-IPOQINaKTHYHKX 3aKNaaax;

- za0e3neueHHs NaUIEHTIR AKICHUMH Ta Oe3NeysuMU  NiKapChKUMHU
zacobaMu.

III. Buzaavensna T2 ouiHKa afbLTEPHATHBHNX cnocoliB pocarvenns uixe
1) BusHaueHHs aNnbTepHATHBHEX CIIOcobiB

Bug ansTepHaTnen Onuc anLTepHATHBH
ArnpTepHaTHsa | saTeepmxenys [Ipoekry nakasy
ANBTEpHATUEE 2 BHECEHHS 3MiH J0 ICHYIOUWHX HOPMATHBHHX AKTIB
ANbTepHATHBA 3 RATHUIIATH CHTYalo 0e3 3MiH

2) Ouinka BuOpasuX aJbTepHATHRHUX CII0CO0IB JOCATHEHHS winei

Bug Buropu BurpaTtu
aJbTEePHATHBH

AnsrepHarvBa 1 [ YoockoHaneHHs Ta axTyanmizauis Ilpasun | BigeyTwi.
30epiraHEs Ta I[POBEUEHHA KOHTPOJIIO
AKOCTI JNiKapchKUX 3aco0iB y JiKyBalbHO-
npoQiIaKTHYENX 3aK1alax, TpUBeIsHHS X
Y BIONOBIAHICTE [0  3aKOHONGBCTRA
Yxpainu. Peanizanis nepxapHol IONITHKH Y
cepl YHOpaBIiHHA AKICTIO JIKAPCHKHX
3aco0iB.  [apadHTyBanHs  3abe3medeHHs

NAaui€HTIB SKICHUMU NKAPCBKUMMU
3acobamu.  3MEHINEHHS  BUTpaT  Ha
JNiKyBAHHI NALI€HTIB BHACTINOK 3MEHIIEHHS
PU3UKY 3aCTOCYBAHHS HESKICHUX

JikapebKuX 3acobiB.

AneTepHaTHBa 2 | BaeceHns 3Mmin mo 3axony Vkpainu «[lpo | Buecenns
nikapebki 3acobmy», Hakasy MimicTepeTsa | BinnosigHux  3MiH
OXOPOHH 3H0pOBR’A YKpalhu Bin 29 BepecHs | mepenbauac

2014 poxy Ne 677 «IIpo 3arTBepivKeHHS | BHecemHs 3mid B
Ilopsaky KOHTPOMIO SAKOCTI JIKAPCBKUX | OeKiNbKa

3aco6iB mig =ac onToBol Ta po3mpiGHOT | HOPMATHBHHX aKTiB
TOPriBii», 3apeecTpoBaHOro B MiHicTepcTsi | Ta NOOATKIB 1O HUX.
rocTrallll Ykpaieu 26 nuctonana 2014 poxy | BignosigHo HassHi




3a No 1515/26292. JONATKOBI BUTPATH
Y YaCOBOMY BHpasi.
AnbrepHaTuBa 3 | Bigcyrni. He mnpmssele N0 AOCATHEHHI BigcyTsi.

IOCTABJIEHHX LineH.

3) Ouinka BruBy Ha chepy inTepecis rpoMalsH:

Bun Buronu ButpaTu
aNbTePHATHEH

AnprepHatuBa | | 3afesneuenss nanientiB sxicuumu Ta Gesnewnumu | BincytHi
mikapceKkuME  3acobamu; 3a0esledeHHs HAJIeXHUX
yMOB 36GepiraHus nixapchkux 3acobiB B JKyBalbHO-

PO iIIaKTHIHIX 3aKIalax; HEeIOITyLIeHH
3aCTOCYBaHHs B JIIKyBajabHO-NpOQinakTHUHHX
3aKNamax — JIIKapChKUMH zacobamu, TEPMiH

IPUOATHOCT] AKUX MUHYE;

SMEHINCHHs. BUTpaT Ha JIKyRaHHS BHACHiNOK
3MEHUISHHS  PHSHMKY  3aCTOCYBaHHE  HESKICHHX
JiKapchKHX 3ac00iB.

AnprepHaTuBa 2 | 3afesneueHHs NauieHTiB gkicHMMH Ta Oesneunumu | BimcyTsi.
nikapchkuMu  3acobaMu; 3a0e3NedeHHS HAleXHHX
yMOB 30epirasHs NikapcrKux 3acobiB B JiKyBampHO-

npoinaKTHIHIX 3aKNAaX; HEHOILY LUEHHS
38CTOCYBAHHS B JIKYBalbHO-NIPOQIMaKTUIHMX
3aKiIanax  JiKapchKUMU zacobamu, TepMiH

NPUNATHOCT] AKMX MUHYB;
3MeHIIeHH BUTPAT Ha JiKyBaHHS.
Onuak, Tpreagimui TepMid BOPOBaIKEHHS.

AnpTepHaTusa 3 | BigcyTHi BiacyTHi

4) Ouinka BITUBY Ha cdepy iHTepeciB cy0’eKTIB rOCTIONAPIOBAHHS:

[Toxassux Benuxi | Cepenui Mani Mikpo Pazom
KinexicTs cy6’exTiB
rOCIIOAAPIOBARAL, IO 16861 4181 X X 21042
nignanaloTs  nim o airo
[perynoBanH,
OLUHULE *

[TuToMa para Ipymond y
3arajpHil xinexocti, | 80,13% 19,87% X X 100%
BiZCOTKIB

*Ipumimra: Hagedena y yvomy APB xinokicmoe cy6’cxmis 2ocnodapioganns odepoicana, 3

MEWOI0 NPpOBederHs YMOGHUX POIPAXYHKIE, 3a danumu eidomocmeit Jliyensitnozo peecmpy 3
meQuunol nparxmuicy cmanom Ha 01.01,.2017 woodo kinexocmi niyeziamis.

Bup Buroan Burparu
aJbLTEPHATHEH

AnvrepHaTtuea | | 3a0esneueHHs HaneXHUX YMOB 30epiranHg nikapcekux | BiacyTHi
3a¢00iB B JiKYBaNBRHO-MPOMITAKTHYHMK  3aKianax;




HEHOMYLLIEHHS 38CTOCYBaHHA B nixyBansHo-
npodiaKTHYHEK 3aKIagaxX HESKICHHK MiKapeeKux 3acobis,
a TAKOX JiKapChKuMy 3ac00aMy, TEPMIH MPUIATHOCTI AKAX
MUHYB; YOOCKOHANEHH KOHTPOJIO 38 HOTPHMAHHAM YMOB
sOepiranns  Jnikapesxux  3acofis B JiKyBanpHO-
npodinaxTiuHiK  3aWIafax;  3MEHIICHHA  KifbKOCTI
IOpyYIIeHs YMOB 30epiranHsg NikapchKUX 3acobiB y Npoleci
Tx 30epirapng B AIKyBadbHO-IPOMUIAKTHUHMK 3aKIa0aX;
safesneyenss HaUi€eHTIB  SkicHUMH Ta  Oe3ledHUMU
nixapcekumu 3acobaMu. SMEHIUEHHS BUTpaT Ha yTHUILI3aLito
HEAKICHHX Ta IPOTEpMIHOBaHMX JiKapchKkux 3acobiB.
3MeHIeHHs cyMy WTpadis. UiTke po3MeKyBaHHS OPALKY
B3aeMOIl 3 KOHTPOMIOIOUMMH OpraHaMM, YCYHEHHA
HEeTOYHOCTEH T4 TOOBIMHOTO TNYMauyeHHs  YMHHOTO
3aKOHOJABCTRA.

AnrsTepHaTuBa 2 | 3a0e3neueHdd HaleXHHX yMOB 36epirannHa nikapceskux | Bizcyrtwi
3acofie B JIKYBANBHO-IPOQINAKTUHHUKX  3aKiIa/8X;
HEJOMIYIIECHHS 3aCTOCYBAHHS B TiKyBanbHO-
IpOPINaKTHYHKX 3aKIalaX HeAKiCHHX JiKapchKUX 3acobiB,
a TAKOXK JIKAPCEKHMHE 3ac00aMu, TEpMIH NPHOATHOCTI SKUX
MUHYB; YIOCKOHANEHHS KOHTPOJIO 33 NOTPHMAHHAM YMOB
30epiramms  Jnikapcekux — 3acobiB B JIKyBajBHO-
NpoQiNakTHYHNK — 3aKnajax;  3MEHIIEHHS  KiIbKOCTI
NopyuIers yMoB 30epiranna nikapcexux 3aco0iB y nponeci
ix 30epiragHd B JiKyBaNbHO-NPOMITAKTHUHUX 3AKIANAX,
3a0e3NeYeHHA NALIEHTIR  SKICHEMH Ta OGe3NeUHHMH
JKAPCEKUMH 3aco0aMu. SMEHUICHHSA BUTPAT Ha YTHII3aLio
HEAKICHMX Ta TIPOTePMIHOBAHEX JKAPCHKMX 3acobiB.
3MeHWeHH s cymu wTpadis. Onmak, TpuBanimmit Tepmin
BIIPOBaIIKEHHS.

AnstepHatusa 3 | BigcyThi BincyTHi

Hist ITpoexty Haxasy BCTZHOBIIOE BUMOTH A0 mpuMitiens JIII3, npusHazeHux
Ans 3bepiraHHs Hikapcbkux 3acobis; saranpHi Npasuma 1o opraHisauii 36epiranhs
nmikapeskux 3acobis y mpumimensax JIII3, npusnadsenux ay1s 36epiranus nikapeskux
3ac0o6iB; MOPAKOK opraxiszamii 30epiraHHs nikapchbkux 3acobis y Bipminenmax JIII3;
BHMOTH 1O NpOBEHEHHA BXITHOTO KOHTPONO AKOCTI jikapchkux 3acobis B JI[I3 Ta
hopmu xypuany obnixy Ta pecerpanii nosizomnens i npunucis Bia depictixeayx6u
Té TEPUTOPIANIBHUK OPTaHiB; AEPKABHHH KOHTPONE SIKOCTI JIKAapChKUX 3acobiB y
JITI3.

Bracnigox mii IlpoexkTy Hakasy BETpaTd cy0’eKTiB TIOCIIONApIOBAHHS He
nepeadagaroThCs.




IV. Bubip
AOCSIrHEeHHA uinei

HAROII LI

ONTHUMANBHOrQ

ANBTEPHATHRHOIO

PeliTuHI

(mocarseHHs MineH
ya¢ BHPIMIEHHSA
npoGyemn)

pPe3yALTATHBHOCTI

in

Ban pesynsTaruBHOCTI
(32 9OTHpUOANBLHOIO
CHCTEMOK0 ONIHKH)

KomenTapi mopo
NPHEBOCHHS
pignmoBipHoOro 6ana

axTyanizaris
[Ipapun 36epiramss
Té IPOBENSHHA
KOHTPOIIIO SKOCTI
nikapcEKux 3aco0iB
Y JiKyBaIbHO-

PO hITAKTHHHIIX
3aKIa1ax,
TIPHBEOEHHS 1X ¥
BIANOBIAHICTE OO
3aKOHOIABCTBA
Vxpaian. Peanizauis
AepKapHol
NONITHKH ¥ chepi
YIIPaBIIHHS SKICTIO
nikapceKux 3acobis.
TapauTyBanss
3a6e3neYeHHS
TAUieHTIB AKICHUMHA
NiKAPCHKMMHU
3acobamu.
3MEHIUEHHS BUTPAT
Ha JIIKYBaHI
aniesTiB
BHACIIIOK
3MEHIIEeHHS PUSKKY
3aCTOCYBaHHS
HEeAKICHIX
NixapceKuX 3aco6is.

AnpTepraTHBa 1 4
ANBTEPHATHEE 2 3
ANBTePHATHEA 3 0
PefiTuHr Buroau (miocymox) Burparu O6rpyHTYBaHHS
pPe3yNLTATHBHOCT (migeymox) BiANOBIAHOIO
i micns
aNbTepPHATHBH
y peHTHRIY
AuspTepHaTuBa 1 YnockoHaneHsusa ta | BincytHi 3alpoBaIKEHHS

AnrTepHaTHBH |
HalKpalyM QHHOM
CIIPUSITHME
JOOCATHEHHIO
BCTAHOBJIEHMX
uinei

crocoQy




ANBTEpPHATHBE 2

BHeceHHs 3MiH 10
3axoHy YKpalHu
«IIpo mixapcbki

Brecenss
BiATIOBI IHUX
IMIH

3anpoRamKeHHA
ANbTEpHATUBU 2
ined i3 3HAYHOIO

3ac0o0my, HAKA3y nepenbayae 3aTPUMKOIO B Haci
MigicTepcTia BHECEHHS yepes HeoOXIOHICTE
OXOPOHY 3H0POB’S | 3MIH B NOONPALIIOBAHHS Ta
Vxpaian JeKIbKa BHECEHHS 3MiH B
Biz 29 sepecus 2014 | HOPMATUBHUX | JEKINBKa
poxy Ne 677 «Ilpo | aktis T2 HOPMATHBHUX aKTiB
3aTBEPIKEHHA L0JaTKiB 10 | Ta AOJATKIB [O HUX,
Topsnxy KOHTPOMIO | HUX, i € HegOUINBHNUM.
axocti nikapeskux | BiznosiaHo
zacobiB mig 9ac HASBHI
OTITOBOI TA IONaTKOBI
po3apidHol BUTPATH ¥
TOPTiBINI», JaCOBOMY
3apPEECTPOBAHOrO B | BUpasi.
MisicTepcTsi
rocTUlil Yxpainu 26
nuctornana 2014
poKy
3a No 1515/26292.
AJbTepHaTHRA 3 Bimcyrai. He BincyTri 3anpoBamKeHHS
IIPU3BENE O ANbLTepHATHBRHY 3
NOCATHEHHS MKOIHUM YMHOM He
ITOCTABJICHUX LiJel. TO3BOJIUTE
3a0e3neyuTH
JNOCSATHEeHHS
BCTAHOBIEHUX
Linew.
PejiTuar AprymesTu Ouinka pusuky 30BHIiLUHIX
WON0 Nepeparu obpanol YHHHKHKIB Ha Dio
ANbTEPHATHEBH/ T PHIUHH 3ANPONOHOBAHOIO
BiIMOBH BiX aNbLTEPHATHBH PeryJjsiTOpHOro aKTa
AnsTepHATHRE | 4 X
AJpTepHaTHRa 2 3 X
AnpTEpHATHBA 3 0 X

V. Mexanizmu Ta 3axond, faki 3alesneuaTs po3B’s3aHHA BHIHavEHOT
npoGaemu

3a3Ha4eHa b JOCATAETECS MIITXOM 3aTBepKeHHs [IpoekTy Hakasy, a caMe:
YOOCKOHANEHHA Ta akTyanizaunis I[lpasun 30epiraHHs Ta NpPOBEACHHS KOHTPOJIO
SAKOCTI JIKapchKUX 3acobiB ¥ NIKYBaIEHO-IPOPINakTUYHUXK 3aKIanax, IpUBeIeHHS X
Y BiOIOBIOHICTE IO 38KOHOAABCTBa YKPaiHM, B 4acTHHI BUMOr mo mpumimens JII13,
NpU3HavYeHKX A5 30epiranHs mikapchbkux 3acodiB; 3aralbHUXK NPAaBUII A0 opraHisanii



36epiranHs rikapebkux 3acobie y mpumimentsx JIII3, npusnauenux ans 30epiraHHs
mikapebkux 3acofiB; MOpAIKy opradisauil 36epiradma Jikapcekux 3acobis y
pigminenmsx JITI3; BUMOr 0 IPOBEZEHHS BXiNHOTO KOHTPONIC SIKOCTI JIKapChLKHX
sacobir B JIII3 ta opM KypHATY 00NiKY Ta peecTpallii NOBIAOMIIEHE, IPUIIMCIE Ta
posmopsmKens Bin Hepxrikciayx0n Ta TEPUTOpPIaNbHUX OPraHiB; OEPIKABHOTO
KOHTPOJIIO AKOCTI Jlixapehkux 3acobis y JIII3.

3axony, Axi HeoOXimHO 3LIMCHUTH LERTPaNbHOMY OpraHy BHKOHABYOI BIaix
IUTS pO3B’3aHHA IPoOIeMH:

1) B yCcTaHOBIGHOMY IOPSAKY [OJATH PEryNATOPHHH axkT Ha OepXXaBHY
peecrpanio 1o Minictepersa rocTriil Yipainy;

2) 3abesmeuuTs iH(MOPMYBaHHS T'POMAICBKOCTI NpPO BCTAHOBAEHI HUM
IIONOMEHHS IIIAXOM HOro ONpUMITIOAHEHHs B Mepexi [HTepHeT Ha odiuifinomy Bed-
caiiTi MinicTepcTBa OXOPOHH 3MOPOR’A YKpaiHy,

3axomu, Akl HeoOxixHo 3MificHUTH ¢y’ eXTaM rOCIOLaPIOBAHHS:

1) osHafiomuTHCH 3 mpaBmiaMu 30epirafHs Ta IPOBENEHHS KOHTPOMIO SKOCTI
nixkapcekux 3acobiB y MiKyBanbHO-MPOGIIAKTHYHEX 3aKTa18X;

2) NpoBEeCTH HABYAHHA IIEPCOHANY CTOCOBHO MOXUJIMBMX 3MiH y TpaBuiax
30epiraHHs Ta NPOBELEHHS KOHTPONIO SAKOCTI JIKApCHKUX 3acobiB y JiKYBaJbHO-
IpO(ITaKTHHHIX 3aKIaaxX;

3) 3a6e3NeYUTH BUXOHAHHA IIpanui 30epiraHHA Ta NPOBENEHHS KOHTPOIO
AKOCTI NiKapebkux 3ac001B Y NIKYBAJIEHO-NIPOdINAKTHYHIX 3aK/1a12aX.,

VI. Ounisxa BHKOHAHHA BHMOr PerYASATOPHOI0 AKTA  32JEMHO
BiJl pecypeiB, AKMMH PO3NOPAAMKAIOTLEA OPraHM BHIOHABYOT BIANH Y OpraHM
MICLEBOro caMOBpaAyBaHH#, Oi3mdHi Ta ropuanuHi ocobu, snki nopunHi
NPOBAMKYBATH 200 BUKOHYBATH Ui BUMOIH

BuTpaTn Ha BMKOH@HHA BUMOI PErylfTOPHOIO aKTa s OPradik BHKOHABHOL
BIIa[H Y OPraHiB MiCIIEBOI0 CAMOBPANYBaHHS He nependadero.

ButpaTH Ha BUKOHAHHS BHUMOI pPETYNATOPHOTO akTa mis Gisuunux Ta
IOPUOMYHMX ©OCi0, fAKI ITIOBMHEI IpOBamXyBaTH a00 BUKOHYBATH I BUMOIH,
BPaxOBaHi MiJ 9ac OTPHMAaHHA NileH3i] Ha NPOBAIKEHHS IOCIOAAPCHKOT AISABHOCT] 3
MeIXU4HOI NIPakTHKH BIANOBINHO Ao nyHKTY 20 Oprauizanifaux sumor JlinessifHux
YMOB [TPOBa/DKEHHA [OCIOAAPCHKOT MIANBHOCT] 3 MEAHUHOT IPAKTUKH, 3aTBEPIKEHUX
nocranoporo Kabimery MimicTpis Vkpainu Bim 2 Oepesns 2016 poxy Ne 285,
30KpeMa, MIOAC BiANOBIAHOCTI IPHMIIEHs BCTAHOBIEHUM CAHITADHUM HOPMAM.
BinnosigHo, BUTpaTH Ha OJHOIO CyG'€KTa rocrofaproBaHHI BEJUKOro i cepelHboro
NiANPHEMHMITEA, AKI BHHHKAIOTE BHACHIZOK il PEryisTOPHOrO AaKTa 3riJHO
Homatky 2 mo Meronuky NpOBENEHHSA AaHANI3Y BIUIMBY PEryJsITOPHOTO aKTa,
3aTBep LKeHo] HocTanoBoro Kabinery MinicTpis Vipainu sig 11.03.2004 Ne 308, ne
PO3PAXORYBAIMC.

bromxeTHi BUTPATH Ha aIMIHICTPYBaHHS peryaloBaHHS ¢yG’eKTIB BEAMKOro i
CEPENHBOr0 MiANPHEMCTRA NN TePUTOpianbHOro oprady Jepxuikicyx 6y HaBeleHo
B Tabmuui (srigso Homatky 3 1m0 MeTomMKM INpOBEeHHS aHalisy BIUIUBY
PEryJisSTOPHOIO aKTa, 3arTeBepixenol mocTa”opor Kabirery MinicTpis VYkpainu
Bix 11.03.2004 Me 308):



Mpouenaypa perysuoBapns cy6'extie | Ilaanosi | Bapricrs Ouinka Quinka BurpaTn

BEJIMKOIO i fepedHROro | BUTPATH | uagy rinproceTi | KiAbrocTi Ha agmini-
mignpHeMEELTBA  (po3paxyHor  Ha | wacy Ha | cnispobiTHmi npoLenyp cyd'exTin, CTpYBaHHS
OAHOrO THIOBOID eyB'exTa | npoueny | a opra’y | 3a pik, Wo | WO perysiaoea-
TOCTICAAPIOBALIHA) py aepscaBHol npHnanalo | nignaganTs | HEa* (3a
BJIANH Th Ha | nin aito | pix),
BigpnosigHOY OBHOTO npouenypst | rpHeeHb
wareropil cyd'exra perysiosa-
{sapoGirua HHA
rnaara)
1. O6nik cyf'ekTa rocnofaploBaHHa, Wo 24 44,32 rpH. l 21042 22381954,56
nepebyeac y cdepl peryIoBaHHA poboui
['ONHHH

2. TMoToumuii KOHTpoAER 32 cyf'exToM | - - - - -
rocnofapioBanusa, mo nepebysac v
ctepi peryniopanus, y ToMy utcni: /920
poboul e0dunu (Ona  YNOSHOBANCEHOT

ocobu CI)

KaMepanbHi - - - - -

BHT3HI 24 44,32 rpH. 1 21042 22381954,56
poboui
TOMHHH

3. [liorotoska, sareepmxeHHs Ta | | poBoua | 44,32 rpH. 1 21042 032581,44

OnpalioBaHds OfHOrO OKPEMOre akTa | roddhHHia
Npo NOPYLWEHH N BHMOT PeryJiiQBaHHs

4, Peanizanin ogHoro oxpemore pimenra | I poSoua | 44,32 rpH. 3 21042 2797744,32
1H0A0 NOPYLIEHHA BIMOT PErY/IOBaHHS | TOAHHA

5. OckapieHHI OHOIO OKPEMOro | - - - - -
pilleHHsa cy0'eXTaMIU I'OCIIONAPIORAHMS

6. Tliproroska 3siTHOCTI 2a | | poboua | 44,32 rpH. 12 21042 11190977,28
pesyNbTATAMH Pery/IFOBaHHS TOAMHA

7. Inmi apminicTpaTvBri TpouemypH | - - - - -
(yTOMHHTH):

Pa3oM 3a pik 59685212,16

CymMapHo 3a n'aTh pokis 298426060,8

VII. O0rpysTyBaHs 32aNPpONOHOBAKOr0 CTPOKY Ail pery/IsiTOpHOro aKTa

ITponoHyeThCs BCTAHOBUTH HEODOMEKeHUH CTpoK Iil peryasTopHOro akTa, 1o
CIIBBINHOCUTHCS 3 UMK HOro IIpHHHATTS.

3MIHM 0O PEryJSTOPHOIO aKTa BHOCATHCA B pasi MOTpebu Ta ¥ pasi BHECEHHS
3MIH [0 YUHHOTO 3aKOHOIaBCTBA.

Tepmiz HaOpaHHS UYHHHOCTI PEryJSTOPHMM aKTOM — BiAIoBiAHO 1o
3aKOHONABCTBA 3 JHA Horo oQimifHOro OnpuiIlonHeH S,

VIIL. BninayenHs NOKA3ZHUKIB pe3yabTaTueHocTi Ail peryJaTopuaoro aKra

ITporuosHi 3Ha49eHHA IIOKARHUKIB PE3yNIBTATUBHOCT] PEryaSATOPHOTO aKTa:

-~ 3MEHIIEHHZ KUIBKOCTI IOpyHIeHb BHMOI 38KOHONABCTBA IIOAO SKOCTI
NiKapchKUX 3acobiB B NIKyBaNEHO-NPO(ITaKTHIHIX 3aKIaIaX;

- 3MEHIUEHHS KINBKOCTI HegkicHWX nikapchkmx 3acofis Ta Bignosigmao
3MEHIIEHHS KITBKOCT] PO3MOpSmKEeHb Ipo 3abopony obiry nikapeskoro 3acofy;

-~ TIOCWJIEHHsS [EPXABHOTO KOHTPONIO 38 BHKOH&HHAM  JIIKYBalbHO-
NpoQINaKTHYHYMKA  3aKiafaMy, HesalexHo BiX ¢OpM  BIacHOCTI, BHMOT



38KOHOIABCTEE M0N0 3abe3rmedenns skocTi jJikapehkux 3acobip;

- xinekiets cyB’ekTie rocmopapropaHHs Ta/abo QizMUHEX 0¢i6, MIKyBanbHO-
npodinaXTHYHUX 38XIaMLiB, HA AKHX NOMIMPIOBATMMETHCS i aKTd, He obMexeHo,
Tlis peryaaTOPHOIO aKTA IOLIMPIOBATHMETECA Ha BCi JIIKYBaNbHO-NPOGiNaKTHHI
38 KIIAIH, HE3ANEXHO Bia TX GopM BIECHOCTI Ta NiINOPAIKYBAHHS;

- 3HMGKEHHS BiIcoTKa JiKyBaNbHO-Tpo(iakTUHHNX 3aKNaIiB, B IKHX BHABICHO
TIOpYILEHHs. BEMOT 3aKOHOIABCTBE IOA0 AKOCTI MKapChKUX 3aC00iB;

- posMip HAOXOMKEHb HO AEP:KAaBHOTO Ta MicUeBHX GIODKETIB i mepiKaBHUX
ninpoBux GOHIIB, OB SM3aHEX 3 HI€l0 aKTa. Y 3BS3KY 31 3HIKEHHAM KiUIBKOCTI
IOPYIIEHD BUMOT 3aKOHONABCTBA MO0 SKOCTI JiKapchKMX 3acobiB y JiKyBanbHO-
npoginaxTHYHNK 3axnanax, Oyne smeHmyBaTHcsz 3arajbHa CyMa HapaxXyBaHb Ta
CTATHEHE mTpa(bm

- po3Mip KOIITIB i Hac, WO BUTPaYaTHUMYThCH CyD €XTAMHU I'OCIOAAPIOBAHHS
Ta/a60 ¢izuuHUM ocobaMu, OB A3aHMMK 3 BHKOHAHHAM BHUMOr axTa. BuTpaTH Ha
BHKOHAHHS BUMOI' DPEryNSTOPHOTO aKTa ANA (i3WMHHMX Ta IOPHAMYHMX ocif, fAki
TIOBUHHI ITPOBaMLKYBaTH 400 BUKOHYBATH Il BUMOTH, BpaxoBadi i wac oTpuMaHHs
minensil Ha NPOBAIKEHHS I'OCINOJAPCHKO] MISIBHOCTI 3 MEOUWHOI [IPaKTHKM
BignoBinEo mo myHkTy 20 Opragizauifinux sumor JlineH3HHUX YMOB OpoBaIKeHHS
rOCTIOAAPCEKO] AIAABHOCTI 3 MeOUUHO! NPAKTHKH, 3aTBEPKEHHX NOCTAHOBOIO
Katinery MinicTpie Ykpaiuu Bim 2 Oepesns 2016 poxy Ne 285, 3okpema, mono
BiMTOBIMHOCTI IIPUMIIICHE BCTAHOBJICHUM CAHITAPHUM HOPMAaM.

Pirers noindopMmoBarocTi cy0'eKTiB rocrofapioBasHs Ta/abo (GisuuHux ocib,
JMiKYBaJbHO-IIPOMIIAKTHIHNX 3aKN4TIB 3 OCHOBHHMX ITONIOKEHL aKTa BHCOKHUH,
OCKINIBKM TIOBIAOMIIEHHS NP0 ONPHIIOAHEHHS, caM [IpoexT Hakasy Ta aHania
PEeryNATOPHOrC BINIMBY pO3MilUeHO Ha cakitax MiHicTepcTa OXOpoHM 3H0POB'S
Yxpainn (www.moz.gov.ua) ta Hepxiikenyxon (www.dls.pov.ua). OkpiM 1moro,
TCHIA NPHMHATTA 1[OTO HOPMATHBHO-IIPABOBOIO JOKYMeHTa #oro Oyme odiuikino
OIyONiKOBAHO 3rifHO 3 BUMOramMu Ykazy Ilpesumexra Yipaium «IIpo nopsmox
obinifHOrO OIPUNIONHEHHS HOPMATHBHO-IIPABOBUX AaKTIBE Ta HabpaHHd HUMHK
YYHHOCTI.

IX. BuzHauenHs 3aXo04iB, 34 NONOMOIow SKHX 30iHCHIOBATHMETbLCH
BigcTeNEHHA Pe3yNABLTATABHOCTI Ail peryaaTopHoro akra

3axonu WOAO BIACTENKEHHS Pe3yNbTaTHBHOCTI MMPOEKTY Hakazy $a3yioThCs Ha
MeTomuui BIACTEXNKEHHS pPe3yNbTATHBHOCTI PEryisSTOPHOrO aKTa, 3aTBepKeHiit
noctanosoo Kabinery Minictpis Ykpaluu Bix 11 Oepesus 2004 poxy Ne 308 «IIpo
3aTBEPIIKEHHS  METONMK NPOBGASHHSA  aHalily BIUIMBY T4  BiACTEXEHHS
PE3YJNETATABHOCTI PEryJITOPHOIO AKTAY.

BincTexeHHA pe3yNbTaTHBHOCTI peryisaTOpHOre akTy Oyne 3aificHioBaTHCA IO
MOKa3HMKaX PEe3yJbTATHBHOCTI LBOTO peryasTopHoro akra MO3 Yipaiuu.

Merog BiocTexeRHS pe3yIbTaTHBHOCTI — CTATHCTHYHUM,

Bun npamux, 32 JONOMOTOIC AKHX 3HIHCHIOBATHMETECH BIICTENEHHS
PEIYABTATHRHOCTI, — CTATHCTHYHMIH.

bazoe BimcTexkeHHA Oyne IpoBemeHe Michs  HaOpaHHS  YMHHOCTI
perynsropHoro akra. CTpoK BHKOHAHHS 3aXOLiB 3 06430BOT0 BIACTEXKEHHS —
11 micauis.



ITorTopHE Ta HepiofuyHe BIACTENKSHHA fyne MpoBeAEHO BiATOBIAHO dYepes

1 pix 11 micanis 3 gus gabpansi YMHHOCT] Pery/IaTOPHOIO aKTa T4 Yepe3 KOXKHI TpH
POKM 3 JHs 38KIHUEHHS 3aX0/IB 3 HOBTOPHOIO BIICTENEHHS Pe3yETATHBHOCTI,

Ilns BifICTEIKSHHS BHKOPHCTOBYBATHMYTECA PE3yNETATH nepeBipox ¢y6'exTiB
FOCIIOAPIOBAHHS . T4  HepeBipox  HiIBHOCTI TepuTOpiaNbHUX  OpraHiB
Hepxnixemyx6u 3 Goxy HeprmixcimyxOu, NPOBEHEHH SKUX nepenfayeHo B
TOPARKY, BOTAHOBICHOMY IMHHKM 38KOHONABCTBOM Y KpaiHH,

CrerdansHe 3ayIeHHs HAYKOBHX YCTAHOB HE IepenbayacThed.

B.o. MinieTpa 0X0poHM 340p0B's YKpaiHH /{7/),1 / Y. CYIIPYH

« » 201 p.
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Lo HOHCHIOBAJ[BHA JATIACKA

e npoem*y namazy ‘Minicrepersa 0X0poHH 3XOPOB’H Ympaum
«Hpo piecenns 3min 1o Mpapui 36epiraiia T4 NPOBEJCRHS KONTPOIIO
ﬂmoc'rl iKaperKux zacobie y mxysanwo—npoxﬂ:mamuqnnx 3aKaafax»

1. OﬁrpyHTyBaHHﬂ Heoﬁxmnom NpHAKATTA aKTA
.OCHOBHMMM 3ABIAHHAMM ,[[ep}lcaBHm cnyx0u  Vipaimw 3 JIIKapGLKHX

3a0061B Ta KOH’I‘pOJ’IIO 38 HAPKOTHKAMU € 3XIMCHEHHS NEpXaBHOrO KOHTPOIIO, B
- ToMy 4mcni, i 32 poﬁo*roro cy6’exTiB I‘OCl‘IO,D;apIOBaHHﬂ, 30Kpema, JIIKyBaJIBHO-
IpOGLTaX THIHX 3aKIaIie (;:a.m JITI3) gesanexHo Bif GopM BIACHOCTI, 3 THTAHE

3a6e3MeYeHHT  AKOCTI JIIKapGBKI/IX 3acoBiB y mpomeci ix  3Cepiramms,
TPaHCIOPTYBaHHS Ta pealizamii.

HeBperyis0BagicTh HOPMATRBHOIO 3aKOHOZABCTBA He J@€  3MOTH
Iepsxnixemyx6i Ta T TeprropiansiuM opragaM e(eKTHBHO Ta B IOBHOMY ofcasi
‘3mificHIOBATY JEPKABHIM KORTPONE SKOCTI JIiKapGBKHX 3acobiB.

TpoekT maxasy MinicTepeTsa 0XOpOHM 3[0POB’S VKpaum «[Ipo BEeCeHHS
smig zo Ilpaswn 36epiraHes T2 IPOBEICHHS KOHTPONO AKOCT] MKapehKuX 3acobin
y MKyBaIbHO-IpODOINakTHIHIK 3aKNaax» (Halli — IPoeKT Hakasy) po3pobieHuit 3
erolo yaockonanenss Ilpasun 36epiragas Ta NPOBENEHHS KOHTPOIIO SKOCTi

" JlikapchkuX 3ac06iB y NIKyBaNbHO-IPODINAKTHIHEX 3aKNafaX, 3aTBEPIKSHHX
raxaszoM Miricrepersa oxopoHu 3n0pos’s Yipaisu Bix 16 rpyaus 2003 poxy Ne

584, sapeecTpoBasym B MinmicTepers] rocTuuii Vipaiam 3 Gepesns 2004 poky za
No 27578874 (mani — lpasuna), T2 npuBefeHHS X y BiAmOBiAHicTS HO BUMOT
3akoHiB Ykpaiau «OCHOBH 3aKOHONABCTBA YKpalHH IIpo OXOPOHY 3HOpOR ',
«IIpo mixapesxi 3acobmy»; moctasos Kabinery Mimictpis Vipalau sin 12 cepms
2015 poxy Ne 647 «Ilpo sarBepmxenns Flojoxenrs npo Hepxasuy ciyxGy
Yipaiem 3 nikapcekux 3aco0iB T& KOHTPOIIO 32 HAPKOTHKAMY», BiX 3 OTOrO
2010 poxy No 260 «Jesxi muTaHHS AEPKaBHOTO KOHTPOMIO AKOCTI NIKAPCBKUX
zacobiB»; Haxasis MimicrepcTBa OXOpOHM 3XOpOR’s VYkpalud Bim 24 ksiTHA
2015 poky Ne 242 «[Ipo sarBepmxenns IIpaBuanm yrmnizawil T4 SHHINEHHS
mixapeekuX 3aco0ie», Bim 16 numma 2012 poxy No 534 «[lpo 3ampoBajuKeHHs
CITeiaTbEOTO 11‘03‘1{21%1{}12 JIKapCBKUX 3aco0iB, y TOMY YHCH MENMIHMK
iMyHoGionoriunpx npenaparis, IDO 3aKYNOBYIOTECA 33 PaxyHOK OIOMKETHHX
KOILTIEN.

2. Mera i maxH 1 jocaraenns
MeT0r0 TpHHHATTA ,npoéKT'y Haxasy € BIOCKOHANCHHA IpaBun 30epiranss ta

‘ ApoBeneHHs XOHTpoIo AKOCT Nixapehrux 3acobiB y NiKyBaNBHO- npocleIaKTHqHHx

3arJrgnax.

3. IIpaBogi dcieKkTH
IlpasoBinHocHAR B pavi# ctbepl BiHOCHH PpEryMIONTECA HACTYIHHMHU

| HOPMATHBHO-IIPABOBHMI AKTAMH:

Korerurynis Yxpainm;
Kopexe Yxpaiau npo a,u;MmlchaTH:am HpaBOIIOPyIIIEHH}I,
‘3akoH Vipalan «lIpo mixapceski sacobm»;



»

n‘ocTaHOBa‘KaGiHeTy MigicTpis Vkpairu Big 25 6epesns 2015 ppxy Ne 267

«IIpo sarsepmienns IToI0XKeHHS PO MIHICTepGTBO OXOpOHH 30POB'S YKpaiam»,
" mocrasosa Kabinery Minictpis Vipaisu Bin 12 cepnas 2015 poKy Ne 647
«Ilpo sarBepmxerts I10TOKHEA IPO ,[Lepx{aBHy cayx0y VkpalHK 3 JIKapChKHX

3acoG1B T8 KOHTPOIIO 38 HAPKOTHKAMI;

.mocraroBa Kabinery Minicrpis chpanm Bizt 3 moToro 2010 poxy Ne 260
«Jleskl IATAHES DEePKABHOTO KOHTPOJIO SKOCT] JIlKapCI:KHX 3acobiBy;

raxas MinicTepersa oXopoHu 3x0pos’s Ykpainu Bix 16 Bepecus 2011 poxy
Ne 595 «IIpo mOpsioK NpoBeNeHHs NpoinaxTHHHEX InemieHs B Yipaini Ta
KOHTpONs - skocTi ¥  ofiry Memwunux iMyHoGlonoriunux Impemapatis»,
sapeecTpoBanmit B MinicTepeTsi IOGTHIIII Vxpaimm 10 xosTas 2011 poky
3a Ne 1159/19897.

Haxaz MimicrepcTsa 0XOpoHH 370poB’s YKpaimu Bin 24 xeitaa 2015 poky
Ne 242 «IIpo sarBepmxerHs IIpaBmn yTHnizauii' T4 3EMUICHHS JNIKAPCBKHX
3ac06iBy, 38PEECTPOBAHMIL B Minicrepctsi roctunii ¥xpaisu 18 tpasrs 2015 poky

‘33 No 550/26995;

Haxaz Mimicrepersa OXOPOHH s,uopOB i YKpmHH Bix 16 mamns 2012 poky

. Ne 534 «IIpo 38IIPOBAPKEHHS CleNiaNbHOr0 NO3HAYERH s JIKapehkux 3aco6is, v

TOMY HHCHI MESIMIHAX myHoGlonorquHx penaparis, 110 3aKYTIOBYIOTECA 34
PaxyHOK GI0DKeTHRX Komrrisy, 3apeecrposanuii B MinicTepersi 1oCTHL] Yipaing
30 marirs 2012 poxy.3a Ne-1286/21598. |

" Peajisanis monoers TMPOSKTY HAKA3Y" micis Horo anHHxTrﬂ He norpebye
BHECEHHS 3MiH 1o iHnmx Haxazie MiricTepcTBa oXoponu 350poB’s Yipalinu.

4, Dinancopo-eRoOHOMITHe 0OIPYHTYBaHHA |
‘Peanisanis mpoekTy Hakxasy He HoTpe0ye NONATKOBHX MAaTepialbHUX Ta
iHIIIX BETPAT 3 Hepxaguoro Oromxery VKpamH Ta MicIeBux GromKeTis.

5. Tlosmnis 3a1HTepecoBanux opragis

IIpoexT Haxasy MiJUIArae TOrOMUKEHHIO 3 JlepaBHOIO peryisTOpHOX
ciyx6or0 Yxpafeu T4 ,J_'I;epmaBHom CILy #0050 VKpmHH 3 nixapceKix 3acobis Ta
KOHTPOMEO 38 HAPKOTHAKAME,; m,zmsxrae ZepxaBHi peecTpauii B Mimicrepersi
rocTanil Ykpaluu.

6. Perionafbuii acnexT
IIpoexT Hakazy ge CTOCYETECA po3BHTKy a,IIMlHIC‘I’paTI/IBHO-TepHTOpIaJ'[I:HPIX
-~

. OJIHHMAI.

6', 3amobiranus THcKpHMIHALIY

¥V npoexri Hakasy BIACYTHI IIOJOXKEHHS, AKi MICTATE O3HAKY JUCKPUMIHALIT.
7. 3anobirapus Kopyuit

Y upoexri makasy BimcyTmi mpasmma 1 npouexypd, Sxi MOXyTh MicTHTH

* PUSHKH BYMHSHES KOPYINiHHAX DpaBoiopyiiens. IpoMancskol aTHKOpyIUifHoT

eXCIIepTH3H He noTpebye.



8. I‘pomancmce oﬁronope}mﬂ : ' -
. IIpoerr HaKasy " n:o'rpefiye npoae,ueHHx KoncynLTan1H '3 FPOMaJICHKICTIO.
HpoeKT Hakasy po3MimeHo Ha opiuiimmx BeO-caitrax MimicTepcTsa 0XOpOHH
3g0poB’s Vkpaimu Ta [lepxasroi cmyxbm Vkpainu 3 nikapcekux sacobis Ta
' KOHTPOJIJO 38 HAPKOTRKAMY JUIA TIPOBEAEHS IPOMA/ICEKOI0 OOFOBOPEHHS,

‘ 81' Posrnsn Haykosum KOMiTeTOM Hauionanrsnol pagy Yipalan 3
' ATAHDL PO3BHTKY HAYKH i Texuonorm
HpoeKT akta He cTocye:TLcﬂ chepu HaykoBoi T4 HayKOBO-’I'eXHl"-IHOI

,H,IH.JIBI-IOG‘I‘I

9, Tozmuis comiannuux nDapTHepin

TIpoeKT HAKa3y He CTOCYEThCA COLiABHO-TPYAOROI chepH, ToMy He moTpedye
MOTO/KEHHS 3 YNOBHOBAWEHWMH IDEACTARHMKAME Bl  BCEYKpaTHCRKMX
npodeminok, ix 06’enHAEL TA Bceyfcpamcmcnmx 06’ eqHaEsIMI  oprauizanii

po60To;u;a:BmB.

10. Oninka peryJjisiTOpHOro BIJIHBY

BupopamkeHHs IPOEKTY HAKaly MHO3BOIUTE BIOCKOHANUTH IIOPAINOK
30epirasis Ta UPOBENCHHS KOHTPOMIO AKOCT Jikapehkux 3acobie y nikyeaabHO-
npodLIaKTIIEMX 3aKIa]aX, JOCAITH IApUTeTy iHTepecis Ta 3a0e3nmevuuTs
BHKOHHHES JEPIKABOIO BIIACHUX COIiaTbHUX QYHKIIIH B cdepl OXOPOHH 3A0POB’ 1.

~

Ciepu BIVIHBY Barogu Burpartu
Iarepecu nepxasd |1, Peamsamﬂ ,uep;KaBHm TOMTHKH ¥ cthepi Bincyrsi
YIPaBIiHHEs SKICTIO TiKapChiuX 3ac00bis:

2. TaparTysagsd 3a0esrnedenss naniesTis
SKICHIMHY JIiKapCBKHMPI zacobamu.

13- Hpusenenns y BI,E[HOBUIHIGTB IO IHITUX XTiB
|38KOHOMABCTBRA.

4, SMeHIIEeHAs BUTPaT Ha JiKyBaHHS IalieHTiB
BHACYIIOK 3MEHINEHHS PH3HKY 3aCTOCYBAHHS
|HesKicHEX JiKapChKHX 3acobiE.

Iarepecu cyG'extis  |JiTke po3sMexyBaHHA IOPAAKY BaaeMoil 3 BincyTsi
rOCTIOAAPIOBAHEA  |KOHTPOJIIOIOTHMHE opraHaMJéI, YCYHEHHS

' |meTomHOCTE TA MOMBIHOTO TIYMAHCHES
THHHOTO BAKOHOIABCTBA.

|Irrepecu rpoMansy |3d6e3nedeHES SKICHEMY T DE3METHIMH BigcyTHi
TiKapChKHMH 3ac0o0aMu.

[IpoexT HaKA3y BiANOBiAAE IPHHIHIAM AEPXKABHOT PErYIATOPHOL IIOTITHKY.

10, Bnyue peanizanii ama-_ﬁa PHHOK npaui.
Peanizanis NpoekTy Hakaly He BIUIMBAE Ha PHHOK Ipai.



11 IIporpo3 pesyanrTATiB >

IIpwHHITTA IPOEKTY HAKA3Y CIPUATAME BEDIMICHHIO pay ITHTEHE:

- 3a0e3IeUeHHT HalexXHIK YyMOB 30epiramms jikapesxux 3acoliB B
NiKyBaIEHO-IIPODITEKTHIHAX 3AKIANAX; _

- He[IONYIIPHE  3aCTOCYBAHHA B, JIiKyBaJIBHO-IIPO(biJIaKTHT—IHHX
3aKIa7aX HesKiCHRX JIKAapchKHX 3ac0GiB, & TAKOX JIXapchKuX ‘3acobis, TepmiH
NPEIATHOCTL AXAK MEHYB;
‘ - TOCHIIEHHSI KOHTPOIO 34 nomnmaﬁm yMOB 30epiraHrEs MKapcEKUX
3acopis B mmanmo-npocbmarcmqmax 3aKnamax;

- SMEHIIEHHS Xirekocri mopymmeHEs yMoB 30epiraHHd Jmcapcr:mx
sacobin y mponeci 1x 36epiraxss B TiKyBarsHO-IpodQimaxTIEmX 3aKIa/1aX;

- safesmedenns nanieHTis sxkicHAMH Ta Oe3medHHMM JIKAPCEKUMH
3acoBaMH. .

JacTynaux MiHiéTpa 0XOpPOHH 3X0POB’S YKpatey

« » 201 p.



HOBIZOMUJIEBHSA
:  [PO ONPHIONHEHHH
npoexTy Haxasy MinicTepersa 0XOpoHK 3xopoR’s Yxpalau
«IIpo srecenns 3vin 5o IIpapun 36epiranus T2 NUPOBEJEHHA KOHTPOIIO
- AKOCTi mxapcbm{x 3acolbin y JIIRYBaJIbHO-ﬂpOd)lJIaKI‘H'-lHKX 3aKaagax»

&

HpoeKT Ha.rcasy MlchTechBa OXOpOHH anopoa b pramn «Ipo BHEeCEHHA

- smir xo IIpasny 36epirapHs 18 IPOBEJSHHA KOHTPOIIO axocti mikaperKrux 3aco0iB

y JmcyBaJILHo-npoq:inaKTHanx zaxnanaxy (nani — npoeKT Hakazy) pospobneHui 3

'MerToio ymockoHawemHs IIpapun 36epiraHns Ta IPOBEJEHHN KOHTPOIO AKOCTI

miKapehKux. 3aco0iB Y menanmompo@mazcm%nx 38KNafaX, 34TBePIOKSHIX
HakaszoM MigicTepcTBa OXOPOHH 3,I[0p0B s YKpauHH Big 16 rpymus 2003 pokxy
Ne 584, zapeecTposamuM B Minicrepersi roctuuil Vipainu 3 Gepesns 2004 poky
3a No 275/8874 (mani — Ylpapuna), Ta HpuBeleHHs IX y BiONOBimHicTs 10
3aKOHOAABCTRE Y KpaiHu.

I'Ipoelc'r HaKasy Ta IOBIIOMIIEHHS PO ONPHIIOAHEHHS POSKTY poammex«xo
na caitti MiRicTepeTRa OXOpOHE 3)10130}3 1. Yxpalag (Www.moz,20ov.ua) Ta Ha cafiTi
Jepxasuol cyxbu Yxpainn 3 nikapehkux 3aco6iB Ta KOHTPOO 34 HAPKOTUKAMHE

' (WWW dls ooV, ua)

BayBameHHx gt nponoalmu OPOCKMO HafCHiaTh 0 26.02.2018 poxy xo:

s MigicTepcTBa OXOPOHM 3710poB's Yipaisn: 3a aPECcOr0 — M. Kuis, 01601,
BysL. ['pymiescekoro 7, e-mail: moz(@moz,. gov.ua;

- Hepxasrol cmyx0Om YkpalHd 3 nikapcekux 3acobiB T4 KOHTPONIO 34
HAPKOTHKAME: 34 8JPECOI — M. Kuis, 03115, mpocrr. Tlepemoru, 120-A, e-mail;
dls@dls.gov.ua; BukoHapents I'opoBa Jlommmma Muxonaipaa (KOHTAKTHmI
tenedomn: (044) 422-55-76; e-mail: gorova@dls.gov.ua);

~ HepxaBHOT perywiropﬂo‘f ey x6u Vxpalau: 3a agpecoro — M, Kuis, 01011,
By Apcenansna, 9/11, e-mail: inform@dkrp.gov.ua.




