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L. 3ATAJILHI NOTOAKEHHA

1. Jepskasxe OiANPHEMCTERO « IEPAHABHHN EKCIEPTHHA [IEHTP
MIHICTEPCTBA OXOPOHH 3JIOPOB'SL VKPATHM» (nani — Llentp) — aepianse
KoMeplifine yHiTapHe nianpuemcTBo, YynosHoBmkena MiHiCTEpCTBOM  OXOPOHI
aiopos’s Vipainu crnenianizosasa excnepraa oprasisamis y cdiepl aowaiHidmoro
BHBUEHHS, KIIHIYHEX BHOpoOYBaHE Ta jepaasHol peectpauii mikapeekux 3acobis (&
TOMY HHCAI MeIH4HHX iMyHoGIiONOriYHHMX npenapartie) B Memax, WO BHIHAYCH]
sakoHamu  Ykpainw «llpo nikapceri zacoBu» 1a «flpo 3axser HaceneHHR Bid
inexuiiinnx xsopob», Aka TAKoXK € [ONOBHOW opradizadicio ¥ ciepi saificuenns
drapmakonarisay, NpPoBEIeHHR eKcnepTHO! ouiHkH Mactep-(aiiny Ha nmasmy Ha
nikapchkii 3acib 3 wkposi/maasmu, wo sHpofnennit B Vipaimi, craHaapTHialil
MEIHYHO! [JOMOMOTH T4 MCEAWYMHOrO, B TOMY 4HCHI  dapMaueBTHMHOO,
O0CAYrOBYBAHHA, BEIGHAIOYH  po3po0KY  BIANOBIZHMX — MEIHKO-TEXHOTOTIMHIX
NOKYMEHTIB Ta MPOEKTIB HOPMATHRHNX AKTIE, 110 3aCHOBAHA Ha JepKaBHIA BARCHOCTI
Ta HAdeKNTs 10 cdepn ynpawtinaa MinicTepeTea oxopoHn 3nopos’s Yrpaiun (mani
MO3 Yrpainn) 1 € NIBITHOR HoMy.

2. VnosHoBameHwM opranom ynpasninus Lignrpy ¢ MO3 Vipaiun.

3. lleatp crBOpeHo asxomM peopradizanii  JepwaBHOro nmiAnpHeEMCTsa
«/lepaasnnii dapMakoioriviuil nedTp» MidicTepeTa OXOpoHH 330poR’s YKpaint 14
Jepxannoro nianpuemerea «Llentp iMyHobionorigamx npenapatin IriiHO 3 HAKAOM
Minictepersa oxopons 3nopos’s Yrpainu sia 07 mosrua 2010 poky Ne 188-0 1a € 1x
NPABOHACTYITHHEOM 3TiIHO 3aKoHOIARCTRa Y KpaiHin.

4, Haiimenypanna Llentpy:

MoBHe  waiimenvsanns:  Jlepwasse  nianpuemcteo  «JEPHABHHH
EKCTIEPTHHMH LIEHTP MIHICTEPCTBA OXOPOHH 37I0POB™# YKPATHH».

Cropouene  wafivenysanns: JIEPIKCABHMHA  EKCITEPTHWA  LIEHTP
MO3 YKPATHH.

[oBHe iHOZeMHOIO MOBOWO {aurmificskoro mosow): THE STATE EXPERT
CENTER OF THE MINISTRY OF HEALTH OF UKRAINE.

Cropouere iHozeMHOW0 Moo (anraificskoio Mosow): THE STATE EXPERT
CENTER OF MOH OF UKRAINE.,

5. Micuesnaxomrenns Lentpy:
03057, Ykpaina, M. Kuis, syn. Axrona Lenika, 14.

6. ¥ ceoiil gisnerocTi Llentp kepyerses KoHCTHTYLIEK Ta 3aKOHAMH Y Kpaiii,
axtamu [Tpesunenta Yipainy, Kabinery Minictpis Yrpainn, Hakazamu MO3 Yipaisn,




SOPMATHRHO-TIPABOBHMH AKTAMH, AKi BHABIOTECH MiHICTEPCTBAMH. IHINHMH OpraHaMil
EMROHABYOT BIATH, a TaKo® UM CTatyToMm.

Il. META, TIPEJIMET TIAIBHOCTI TA 3ABJAHHA LUEHTPY

1. llentp yreopeno 3 meTow 3abesnedenus skocti Gesnexy 1a eeKTHBHOCTI
dapmakoTepamii i npodiIAKTHEH 3aXBOPIOBAHE HACETEHHA LLTAXOM!

pagasus MO3 Vipaisw B YCTAHOBIGHOMY MOPAJKY pPeKOMEHAALIN T4
EMOTHAOBANHX BHCHOBKIE NP0 MOXKIHBICTL IepkaBHOl peecTpauil (mepepeecTpaull)
nikapehkux 3acobie Ta BHECEHHS 3MiH 0 peecTpauiliHMX MaTepianis Ha JiKapChKi
3acofi, BHCHOBKIB 34 pesynsTaTamu 3aiiicHenol LiesTpom ekcnepTHOl OLIHKH MaHCTep-
thaiimy Ha nmasMy Ha JiKapchKHI 3acib, 110 BHPOGICHHH B Ypaini;

METOOAOMMHOTO 3abe3neueHts CTBOPEHHA JIKapChKHX 3acobis, BRMOYa M X
NOKTIHIYHE BHEYEHHA T4 KNTHIMHI BHNPODYBAHHS,

10ifiCHEHHS MiCASPEECTPALTHONG HArAALY 34 JMIKAPCEKHMH 3aco0amMu, ¥ TOMY
qHCIL hapMakonoriuHOro HarmamLy,

3MIACHEHHA aVIHTY cHeTeM (PapMAKOHATIATY 3AABHHKIB;

pagapea MO3  VYipainw 8 ycTaHOBISHOMY MOPANKY OpPONoaHIid  7a
pexoMenanifi wogo nosHol abo THMHacoRoT 3a00pOHH 3ACTOCYBAHHS IHKAPCHKOTO
zaco0y MARXOM MPHITHHEHHA 1ii peccTpauilHOrD NOCBITMeHHA;

CTHOPCHHA T4 PO3BHTKY CHCTeMH cTaHmapTwiauii y ranysi ofiry mikapebii
30co0iB, METHMHOT JOMOMOrH, HAJaHHA MEIHYHHX TOCHYT TA MEAHYHOTO, B TOMY YHC
dapMalesTHIHOTO 0OCIY rOBY BRHHS;

CTBOpEHHA T4 POIBHTKY CHCTeMH pauionanksol dapmaxorepanii (y Tomy umcs
CTBOPEHHS Ta BNPOBALKCHHA (DOPMYAAPHO] CHCTEMH), YIOCKOHANSHHS MexaHiamin
peiMOypeaiii Ta HiHOYTBOPeHHA Ha NiKapeeKi 3acobu;

CTROPEHHA TA POIBHTKY CHCTEMH NOBeneHHA inopmauil mpo nikapeeki 3acotn
10 cyB exTip hapMauesTHHHONO PHHKY,

CAPHAHHA NMPIOPHTETHHM PO3PODKAM, BIPOBAIKEHHIO T4 BHKOPHCTAHHIO HORHX
nikapehkix 3acobis Ta TexHonorii JikysaHHs,

NPOBAGKEHHS NOCNIOAAPCHEO] TIATEHOCTI 3 MEIHYHOI TPAKTHEH,

OLIHKA MeTHYHHX TeXHONori;

CIPHAHHA POBHTKY CHCTEMH OXOPOHH 310POE’S.

2. Ocuopnnmn sapiaauaM Lentpy €

1} 3abesneucHds edekTHBHOCT], HEINEKH TA AKOCTI AIKAPCHKHX 32CODIB LILIAXOM
nposenenns seebiunol Ta of'eXTHBHOI eKCNEpTHIM peecTpauifiHix  Marepiaiis,
excniepTHol ominkm mafictep-haiiny Ha nnasMy Ha fNikapeekuii 3acif 3 kpoBI/MNAIMEK.
o BHpobnennit 8 Yipaidi, BiInoBinHo 10 BHMOT HALIOHANEHHX T4 MIMHAPOIHIY
CTAHAAPTIB 3 METOW 3axucTy punky YKpaiH Bin HenoOposxicHol mpomyxiii.
MATOTOBKA MPOEKTIB BiANOBIAHWX HOPMATHBHO-TIPABOBHX AaKTiB, NOJaHHs 1% He
pOSrisj T 3ATBEPIDKEHHS YNOBHOBAMEHMM [epiKaBHWUM OpraHam Yy [NOpaiKy,
nepenbaieHOMY JEKOHOAABCTBOM.




2) 3InifcHeHNN eKCNepTH3M  Marepianis  moA0  po3pobKH, BHUTOTOBICHHH
(BMpODHHLTBEA), NOKNIHIYHOIO BHBYEHHA Ta KNHIYHHX BHOPOOYBAHE NIKApCLENN
3acobin, 8 TAKO® KOHTpOUIO X axoeti abo qoaaTkoBHx BUTIPOOYBaHS,

3) Hanauust B YCTAHORNEHOMY NOPAIKY KOHCYIBTAWid, pexkomennaniil
BHCHOBKIB 11010 PEYOBHH, AKI € HEBLT €MHHMH WAacTHHAMM MEIWYHMX BHpoOIR T2 =
pasl OKPEMOro BHKOPHCTAHHA MOKYTE POITMAIATHCA AK AiKapehki 3acolu | aia axux 1o
OPraHiIM € JONOMIKHOI NOPIBHAHO 3 1iCH MeInIHHX BHPOBIB.

4) 3nificHenHd 3axofie i3 sanyuwenns naboparopiii | ycraHoB (y ToMy 4Yuc
JKNAAIB  OXOPOHH 370POB'A) HE3aNeHHO Bl iX opradizauifiHo-npasoBux opu.
mianopsakysanss Ta GopMm BracHocTi fo JdisasHocti Llentpy wono gokdidivsomo
BHBUEHHA T4 KAIHIYHMX BHNpoOyBaHb, KOHTpOMO AkocTi, samigami (BHMpodyeass)
METOIB KOHTPOJIO AKOCTI NiKapehkHX 3acobiB, a Tako® ix BHpobHHLTEA,

5) 3nilicHeHHs ayaMTy JOKAIHIYHOTO BHBYEHHN Ta  KIIHIMHOTO @y
KATHIYHUX BHNPO0YRAHL TIKAPChEHX 3ac00iR.

6) 3nificHenHs koopauHALIT PoGOTH NOKANBHHX KoMiciit 3 NWTaHs eTHkH, sxi
NPALIOIOTE MPH TIKY BATEHO-NpodiNaK THYUHNX JaKTanax,

7) 3pificHenns excrepTHIM Matepianis Ha N0, JONOMIKHI PEqYOBHHH 4
BUPOOHHUTBA MiKapckkux 3acobis | HazanHA pexoMeHaauiii MO3 Yxpainw mozo
MOMIIHBOCTI IX BHKOPHCTAHHA, Jepiasnol peectpauil (nepepeectpauil) ta BHecenns
IMiH 10 peccTpallifiHuX MaTepiatis npoTarom Aii peecTpaniiiHoro NocEi AYeHHs.

8) Tlpunbanus, BHKOpPHCTaHHSA, 30epITaHHS Ta IHHIICHHN HAPKOTHUHMX 3acofis,
NCHXOTPOMHHX PEY0BHH Ta NpeKypeopis, HeobXiaHMX nna 3nifickenHa nepenbauernx
IHM CTEIT}'TUM Ta IAKOHOIIABCTBOM 3aB/1aHb TA MOBHOBAMKEHD.

9) 3nificnenna micngpeecTpauifiHOro Harnsgy 3a 3apeecTpoBaHMMH B Yipaini
nikapceKHMH 3acofamMi Ta Hazanus nponosuuiii MO3 Vepaiuw mono nosnol ado
THM4acoeol 3abopoHH (3YNHHEHHA) iX 3acTocyBaHHs (06iry), a takow saificHenms
MicARpeccTpaniiinoro MoHITOpHATY (Ge3nexn Ta edeKTHBHOCT] 3aCTOCYBAHES).

10) 3nificHenna ayanTy cHeTeM (hapMaKOHArALY 3aABHHKIB,

11) 3pnifichenns  dapmakonorivdoro  warnagy —30opy,  cHcTemaTH3aunii,
EKCMIEPTHO! OUIHKH, Y3araisHeHH Ta KOHTpoato indopmalii npo nobiyni peaxuii/ail ta
BIICYTHICTE SeKTHBHOCTI AIKAPCHKHX 3ac00IB B YMOBAX 1X MEIHUHOID 3ACTOCYBANHH
MeTOW HanaHHs pexosesnauii MO3 VYepaiuu npo npuilHatra Bignosigaux piniess
OO 3APEECTPOBAHMX JIKAPCHKHX 3aco0iB, 30KpPeMA BHECEHHS VTOMHEHB, JOTIOBHEHL
abo aMid o indopMauii npo nikapcekuii 3acif, nposesenns aochimwens 3 Gelneny
niKaperKUX 3acobiB ToWO.

12} 3mificHenAs NiIrOTOBKH, pospobkn Ta noaanss o MO3 Vepainn aa
JATHEPDKEHHA [POEKTIB HOPMATHBHUX AKTIB Y BIOANOBIZHOCTI 00 BHMOT HMHHHOIO
JAKOHO/ABCTEA T2 BHMOT MIKHAPOIHOI MPAKTMKH, I0KPEMAa BIANOBIAHHMX OpraHis




Eeponelicekoro Cowoay, mogo BenpobyBans TiKAPChKHX 3acoGiB,  BRIOYEIOUH
varepiadu IOKAIHINHOIO BHBYEHHS | KNIHIYHWX BHNpoOYBaHL, MOPAIKY EKCHEPTILIN
UHX MaTepiadiB, a TAKOW peecTpailifnux marepianis, (o MOAAOTECA IR AepaasHol
peecTpalli (nepepeecTpallii) Ta BHECEHHS 3MIH 10 peecTpalifiHuy MaTepianin npoTaToM
nii peectpanifinoro nocsinyenns, dapsakonefinux crateil afo Marepianis Metojin
KOHTPONK SKOCTI  Jikapchkux  sacobie, nicaspeectpauifinoro Harnsay, cHeTen
1aflesriedenHs HaceleHHS NiKapCLKMMM 3acobamu Ta paitionansHoi fapMaxoTepanii,
I0KPEMa 3 MHTAHB (hapMAKOEKOHOMiKH, peiMOypeallii Ta UiHOYTROPEHHA Ha MiKapchki
3aco0H, cranaapriaauii v ranyi ofiry jgikapesknx 3acobiB, HAZAHHA MeIMHSHHX T2
(apMaleBTHYHHX [OCHYT TONIO, IHIIHX CTAHZAPTIB TA BHMOL, 0 HANSWATE 10
komieTentii MO3 Ypaian ta pospobka sxux aeneryerses Lentpy.

13) Hanauua pexomeHaauii, pos'scHeHs, NpOBEIeHHA CeMIHapiB Ta I1HIIMX
MPOCEITHHUBKAX 3aX0IB MIOAO0 MNOPANKY SKCHEPTHIH PeccTpalliiiHux Marepiaiis,
NpoBEdeHHA JOKAIHIYHOTO BHBYEHHS | KJIIHIYHAX BHIPOOYBAHE, (JapMAKOHACTAIY,
CTAHZAPTHIAUIT ¥ ramysi obiry Nikapehkux 3acobin, MennuHol JOMOMOrW, HAajaHHs
MeH4YHHX T2 (APMALCETHYHHX TOCHYr, BIPOBAKEHHA CHCTEMH paUioH&ILHO]
thapmakorepanii, 8 ToMy uHeni opmynspHOT CHCTeMM, i3 3anyueHHAM, TP
HEOOXUIHOCTI, [AN18 BHEIANAIBKOI T2 KOHCYILTATHBHO! poBOTH BITMHIHAHHX ado
IHOIEMHHX Chenianicrie.

14) Excrneprusa wemndHHX TexHonorii mopo knidiunol edexTuBnocTi.
eKOHOMIMHOT JouinkHoCTi, opramizauifiEmex npobrem Ta npofnes Gewnexn 10w
TPOMAJIAH Y 38 A3KY 3 IX 38CTOCY BAHHSM.

15) Pospobnenss T1a Wanamns Ha sateepiwenns MO3 Vikpainu nepesixin
TiKAPCLEHX 3acobis, AKi BiANyckalThea be3 penentis nikapis, Ta Mepenikis NiKAPCHKLN
3acofis, 3a00pOHEHNX 10 PeKIaMyBaHHS, AKI BIIMYCKAIOTLCA 623 peuenTa.

16} 3aBesneyenra 3nificHenns dyukiii aamidicTpaTopa peecTpy, BHIHAMEHHY
[opsiakom senenns [epmasnoro peectpy Nikapeskux 3acobis Yipaluu, sateepiokeniny
HakasoM MinictrepcTea oxoponu 3fopos’s Yepainu sin 08 tpasna 2014 poxy No 314,
sapeectposanuM B Minicrepersi soctumil Vepaiew 11 munma 2014 poxy s
Ne TT9/25576.

17)  3abesneuenns snificHenHs GyHKUIR aaminicTpaTopa peecTpy, BHIHAYCHIX
[lonowennam npo peectp pedepentHHx wiH (UiH BIAWKONYBAHHA) HA Npenapati
IHCYMiHY, 3aTBepIKeHHM Hakalom MinicTepcTea oxopows 3mopoB’s  Yepaiun
B 13 kBithn 2016 poxy Ne 359, sapeectposannm B Minictepersi toctuuii Yipainn
10 rpasua 2016 poky 3a Ne 699/28829,

18) 3abesneuenns snificnenna gyHKIIN anMinicTpaTopa peecTpy, BU3HAYE
Hosowennam npo peectp nadienTin, mo noTpebyioTh iHcyaioTepanii, 3aTBepmKCHI
HakaoM Midicrepcrsa oxoponn 3fopor’s Yipainu sig 23 rpyans 2015 poky No 890,
lapeecTpoBaHUM B MinictepeTsi rocTHuiT Yipainn 16 cians 2016 poxy 3a Ne T4/28204.




19} Creopenns naboparopiil, nocniguux Ga3, GaHKiB [JaHHX, peecTpin Tollo,
HeOOXITHHX 118 BHKOHAHHA 3ARAAHE, nepeabadeniny UM CTaTyToM.

20) 3pificHeHHA MaTepianbHO-TEXHIMHOTO  3afeanmeveHis  MAIBHOCTI
HentpansHoro dopMyaspaoro koMitery Minictepersa oXxopoHH 3opos’s Ykpaii.

21) 3miicHenns  maTepianbHo-TexHIuHOTO  3abelmeveHHA  JUANBHOCT
EKCIIEPTHOrD KOMiTeTy 3 Biabopy Ta BHKOPHCTAHHA OCHOBHHX NiKapchkHX 3acobis.

22) BusueHns n0CBiIY iHOIEMHMX KPaiH 3 NHTAHL eKCHEpPTH3H MaTepianis 1o
peccTpallil Aikapcekux 3acobis, YYacTe B OPraizauil Ta NPoEENEHH] MIBHAPOIHIK
CHMITO31YMiB, KoHbepeHuiil, ceMinapin Tolo,

23) DBwuknajaubka JisNBHICTE 3 HABYANBHHX AHCUMIIM, WO nop’s3asi i3
cihepoto obiry nikapcekux 3acobis, pauiosansnol dapmakotepanii, menmammx To
thapManeBTHYHHX Nocayr,

24) HanaWka ApyKapCEKHX. KOMITIOTEPHMX, TPARHCOOPTHHX, iHGopMauiiinx,
KOHCYIBTATHEHHX NOCIYT, MOCAYE 3 Meperntaly TEeKCTIE Ha IHO3EMHI MOBH IOPHIHYHIIM
Ta (hiangHAM 0cobaM.

25) Buaashu4a NAABHICTL, THPAKYBAHHA, BHNYCK Ta peanisauis (npogaz)
pisHOMAHITHOT noKyMeHTalil. mnonirpadiusa misnesicTs, opramizauis  BAMYCK:
METOIHHHHX MOCIDHHKIB, ¥ TOMY HHCAI HA eNEKTPOHHHX HOCIAX, COPAMOBAHMX M
NpoinaKTHEY 3aXBOpIOBAHL, NPOMAraHly 3[0poBOTO cnocoly MHTTH Ta (Hile,
KOHCYNBTATHBHI [OCHYIH 3 HajaHu#M pexoMeHalil B ycwill, apykosaniii afo &
eNeKTpoHHLH hopMi TomIO.

26) Haykoeo-npaKkTH4YHA, METOAOJIOTIYHA, OpraHizauifina Ta koopouuHaiiiing
OIANBHICTE W00 po3poikH, BHNPOBANKEHHA Ta BHKOPHCTAHHA NiKAPCHKMX 3acobis,
TeXHONOTiH NikyBanHs i3 3acTOoCyBaHHSM MaTepianis (MpoaykTiB) MHOICEKOTO ato
TBAPHHHOTO MOXOIKEHHS, [IKYBAHHA MOHOKNOHANRHHMM, XIMEPHHMH AHTHTIIAMIL.
TOMUIO.

27) TlpoeeneHHs JochifokeHs Y Tany3i oDIry mikapekkHx sacofis, poapoGin
APOEKTIR  METONOMOTIHHHX,  TeXHONOrIMHMX,  IHCTPYKTHBHO-DErNaMEHTYRMIX
MaTepianis (ZOKYMEHTIB) Ta pexoMeHIanii 3 X BHKOpHCTAHHA,

28) BuBueHHs | y3aranbHeHHS JOCATHEHB CHITOBOT HAYEHM B XiMiko-
(apmauesTiuniii ramysi, Qapmakonorii | TokCHKONOrT TAa 3 NMTAHL BHBMEHHA
BAACTHBOCTER  MiKAapcekMX  3acobis.  TexHOJOMIH.  OHEPWAHHA,  CTBOPENHH
inropmaniiinnx Sankis, pospobka Hoeix iHdopManifinux TexHoNoriH TA EXCMEPTHIY
CHCTEM.

29) TIlpoBenedHs pisHHX (JOPM HABYAHB 3 THTAH, L0 HANEKATH 10 METH,
npenMery Ta 3apaaHb LieHTpy.




30) TIlposeneHns AocAiHeHs, HAAHHA peKoMeHnaliil Ta saificHenHs 3axoais
Y ramy3i poiBuTEY Ta QYHKUIOHYBAHHA CHCTEMH OXOpPOHH 370poB’s Yrepainu,
3MiACHEHHS BIAMOBIIHOTO MATEPIANLHO-TEXHIYHOIO 3abe3neyeHHA TAKHX 3aX0/11B.

31) MeroamuHa | KOHCYJIBTATHBHA [HAALMICTE 3 [OHTaHe po3pofi,
BHIOTOBJICHHS (BHPOOHMUTEA), JOKNIHIMHOTO BHEMEHHA Ta KJIIHIYHMX BHNpoOvEaH:
NiKApceKHX 3acobiB, 4 TAKOX KOHTPOMO iX SKocTi abo A0JaTKOBMX BHNpoDyBAIL,
(hapmakoHariaay, eKcnepTHIN MATepianis Ta peecTpalifaux npoueayp.

32) O6cnyrosyBanHa aaMinicTpatHpuux Oyvaupkis MO3 Ykpaian, sokpeva
po3TamoBaHuX No ByauLi [ pymescskoro, 7 y micti Knesi Ha Aorosipiux sacagax.

33) Ilpopamwesns rocnofapeskol AIANBHOCTI 3 MEIHYHOT MPaKTHEH.

34) Heurp wmowe 3afiMaTMcs  [HIUOK  JNIANBHICTIO  BiAnoBioHo 10
FAKOHOIABCTRA.

3. lentp npoBaauTs TOCHOAAPCHEY MIAABHICTL 1% NOCATHEHHA EKOHOMIMHHX |
COLIATRHHX Pe3yILTATIA T4 BHKOHAHHS 3aBIaHk, BUIHAYCHHX MM CTaTyTom.

4. Hpeametom aisnknocT LlenTpy e:

1)  TlposeieHHs B YCTAHORJIGHOMY MOPAAKY €KCHEPTHIM peecTpauiiinmx
MaTepianis, KOHTPOMO AKOCTI JiKapchkux 3acobiB Moo BHIHAYEHHN Ta 3abeinedcHis
ix ederrnarocTi, Ge3Nekn Ta AKOCTI, eXcNepTHO! OUIHKN MaiicTep-dhaiiny Ha miasmy Ha
niKapebKHi 3acib 3 kposi/maimu, wo enpobnennit 8 Yipaini, nia gac:

po3polKH, CTROPEHHS NIKAPCREUX 3aco0in;

JOKMIHIYHOTO BHBUSHHH, B TOMY 4YMCHl NpOBEACHHA ayaAnTy IOKIIHIMHOTO
BHBYEHHSA,

KNHIYHHX  BunpobyBaHs, B TOMY MG KAIHIMHOTO ayauTy KoiHigHEX
BHNIPODYBaHE,

AepPABHOI peecTpalii (nepepecctpauii) Aikapeskux 3acobis Ta BHECEHHSA 3MIH 10
peccTpALiHHHX MaTepianis NpoTAroM il peecTpaifiHoro NockIYeHH ;

A0AATKOBHX JOCTIDKEHE i Mac Aepaasnol peccTpautii (nepepeectpanii) Tomo.

2)  Hapamna MO3 Yepainu pekoMeHaalii ta BMOTHBOBAHHX BHCHOBKIR TIpO
MOAJIHBICTE JepanHoi peectpauil (nepepeectpauii) Jnikapcekux sacobis, sk
NojaiOTHCA A48 OepikasHOl peccTpauil (nepepeccTpaiil) TA BHECEHHM 3IMIH 10
peecTpauiiingx MaTepianis OPoTATOM Ail peecTpauifiHoro MOCBLIYEHHA Tollo, Ta ix
METHYHOrD 3ACTOCY8aHHR B Y Kpaini.

3)  3pilicHenns micnapeccTpauiiinoro HarnAny — 300py Ta ananisy indopmanii
HoA0 edexkTHBHOTO Ta O0esNeyHoro 3acTOCYBAHHA MIKAPCRKHX 3a8cOBIR  LIAXOM
BHKOPHCTAHHA IHCTPYMEHTIE (JOpMYNSpHOT cucTemH Ta GApMEKOHATARLY, 3 METol
HajaHus MO3 Vipaiun nponozuuidl npo npuiHATTS ynpasliHCBKHX pilleHs WGI0




pallioHATEHONO BHKOPHUCTAHHA Nikapehkux zacobis, nopaaky agificHeHHs 1Lo1o
HATMEOY Ta HajaHus pexomesjanid MO3 Vepainn woao nossol abo thMuaconod
3abopoHn 3acTocyBaHHA (0Giry) nikapchkux zacoBin, NoOHOBNeHHS TX oBiry, a rakow
nicnApeccTpauiifHOro MOHITOPHHTY.

4)  Po3pobka, BOpOBATMEHHA TA BIOCKOHANCHHE JOKYMEHTAUl woio
CTanfapTHIalil ¥ ranysi obiry aikapceknx 3acofiB, MenHYHOI JOMOMOIH, HAaIaHH#
MEIMYHHX T3 (JAPMALERTHYHHX nocayr, B TOMY 4HCIi MEIHYHOro 7Ta
(hapMaleBTHYHOTO O0CTY MOBYBaHHA,

3) Pospobxa poxymeHTauil Ta 3gificHEHHS 3aXOMiB WIONO CTBOPEHHN T
BIPOBAKEHHA cHcTeM 3aDe3nedeHHA HAacelneHHS iKapchkHMM  3acobamp 1o
patioHankHOl, eexTHBHOl | aoctynHol QapmakoTepanii, 3okpema Yy ramyi
hapMakoekoHoMikH, peiMGypeauil, WHOYTROPEHHA Ha TiKAPCEKI 3ac00H, ¥ TOMY 9HCT
CTBOPEHHA TA BIPOBALKEHHS (HOPMYIAPHOT CHCTEMM, 3THCHEHHA MOHITOPHHIY 1111 Ha
MKApPChK] 3ac00M.

6)  Busuenns, aHaniz cBITOBOTO JOCBIAY, po3polKa, MAIOTOBKA T8 NOARHHA
a0 MO3 Yepainy npoexkTis HOPMATHBHHX AOKYMEHTIE, METOIHYHHX PEKOMEHIaniil 3
MHTAHL CTBOPEHHA, BHPOOHHLTEA, NOKIIHIMHOrO BHEYEHHA, KNiHIMHHX BHNpobyEaHE:,
InepiaBHOl peectpanil (nepepeectpawii) Ta BHeCEHHA 3MIH 10 peecTpauiiiHix
Marepianip npoTAroM il peectpauiifHoro nocsiA4Yen s, nicagpeccTpauiiinoro Harnaly
Ta CKCHCPTHIN BUINOBIAHMX MaTtepianis Ha nikapceki 3acobu, cuetem sabeaneuenis
HACETEHHA NIKAPCEKHMH 3acobamu Ta pationansHoT dapsakotepanii, cradaapTHzaunii
ramyai obiry nikapchkux 3acofiB, HANAHHA MeHUYHHX Ta (apMALEBTHYHHX TIOCTYT 3
METOI0 X YAOCKOHANEHHA Ta NPHBEIEHHN A0 HOPM, NPHHBATHX Y MIKHAPOAHIH
PaKTHLL.

7)  llposagwesHs rocnoaapesrol ASABHOCT 3 MEIHYHOT PAKTHEH.
8)  CnpHAanHs PO3BHTKY CHCTEMH OXOPOHH 30pOs’a.

3. ¥oi BHOH NIANRHOCTI, 9Ki 3TIHO 13 3aKOHOIABCTEBOM MOTPE0YIOTh CHeIlaibHIiX
no3BoNis 4K AiueH3ii, snificHiownTeca LleHtpoM nume micas X oTpHMaHHA.

6. LlenTp saificiioe o6pobky nepcoHanbHHX TaHHX JUIH KOHEPETHHX | 3aKOHHNX
uiied 3 metow 3zabesnedeHus peanizauil TPYAOBMX RIIHOCHH, AIMIHICTPATHBHO-
MPaBOBMX, BIIHOCHH V¥ cfepl yOpaBniHHA NepcoHanoM, BiaHocHH ¥y cdep
Oyxranrepeskoro ofutiky, y cdiepi nosaTROBHX BIIHOCHH, BUIHOCHH v cdepi oxopoui
IOPOB’H, BUIHAYEHHX 33 3r0/l0K cyD eKTa NepcOHATEHMX JaHHX, af0 y BHIATKAX Ta B
MOPAIKY BCTAHOBIEHHX 3akoHoAascTBOM. |lepconaneui gani obpobnsoTees v topwi,
wo ponyckac inenmadixauiro diznasol ocobM, kol BOHH CTOCYIOTLCH, ¥ CTPOK, He
Gineimil Hix e HeoBXinHo BiANOBIINO N0 TX 3AKOHHOTO NPHIHAYEHHS,




M1 MPABOBHH CTATYC LHIEHTPY

1. LlesTp € opuanunoo ocoboto. Llentp nabysae npas ta 06op’ #3Kis FopHIHTHOT
0co0i 3 IaTH BEMIOYEHHA fforo 10 €IMHOrO AEPKARHOTO PEECTPY WPHINYHNX OCin,
thianaHHx 0cil — NiANPHEMIIB Ta IPOMAICKKIX (OPMYBAHE.

2, llentp 3pilicHioe cBOIO DIANBHICT BIANOBLIHO 00 3AKOHONARCTEA TA LBOTO
CraryTy.

3. 3minn mo Craryty Llentpy BHocathes 3a piwmennsm MO3 Vepainn 13
MUUIAra0Ts AepikasHiil peceTpauii B nopsiKy, nepenfadeHoMy 33KOHOIABCTEOM.

4. Llentp He mowe GyTH 3aCHOBHHKOM IHILOT IOPHIRYHOT 0cofH.

5. Lentp mae camoctidnmii Gasade, notoynuil, samoTHHI Ta inmn PAXYHKH B
YCTAHOBAX DaHKi®, newarky 3i CBOIM HaliMEHYBaHHAM, a TAKOK MOWE MaTH TOBApHIIl
THAK, AKHH PEECTPYCTRES BIOMOBLAHG 10 3AKOHOIABCTEL,

6. [lns snificHens ninnpuemunLbkoT disnbHocti Lientp sanyuae | BHKOpHCTORY ¢
MaTepianbHO-TeXHIuHI, (hiHAHCOBI, TPYAOBI Ta i BHIH pecypeiB, BHKOPHCTAHHA REN
He 3a00pOHEHD JAKOHOIABCTBOM,

7. lleHTp Hece BIANOBIZANBHICTE 33 CBOIMH 30008 S3aHHAMH YCIM HANEWHIM
HOMY Ha npasi rocnoflapeskoro BigaHus MafinoM 3riaHo i3 3aKoHOIABCTBOM,

. ,Eepm:ana Ta MO3 Yipainn we wecyTs BlanosigansHocT 38 30008 S3aHHAMH
I_IEHTp}' KpiM BHOAjKin, nependadennx [‘ocnosapcekum kogekcom Ykpainu 14
IHITHMH 3aK0oHaMH YKpalan,

9. Henrp w©e mHece BiANOBijAnLHOCTI 34 30608 S3aHHSMH OepiaBpH Ta
MO3 Vikpaian.

10. Hentp mac npapo yknanatn yroaw, Habyeati MaliHOBHX Ta HemafiHOBI:
Npar, HECTH BIANOBLAANEHICTE, OYTH NosHBadeM, BiONOBifaueM i TpeThow ocoBol 4
CYJax BiANOBIOHO A0 3aKOHOIABCTBA.

IV. MAHHO HEHTPY

1. Maiino Lentpy € Nep#apHOK BIACHICTIO | 3aKPINMIOETLCH 38 HUM Ha Npasi
FOCTIONAPCEKOro BiAAHEA. LleHTp Bonodie, KOpHCTYETECH | POINOPAIKAETHCH MaHHoM,
o sakpinsene 3a nam MO3 Vipaitu, 3 o6MekeHHAM paBoModHOCT] pPOSNOpsIKeN s
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HOA0 OKpeMHX BHIIB Maiua 3a sronoo MO3 Vkpainn y sunagxax, nepeabavueHix
JAKOHOJABCTEOM Ta MM CTaTyToM.

2. Maitno Llentpy ctanoBnaTe BupoGHu«4 | HesupobHnyi 3acobu, a Taxow (1w
HIHHOCTI, BAPTICTE SKHX BijoOpaxacThen y caMocTiiinomy Gananci Llentpy.

3. [Twepenanu thopmysanns maitva Llenmpy €

Aepwasye Maiivo, nepegade Lentpy MO3 Yipaiuu;

AOXOMH, OJep#aHi  Biad  peanmizauil NPOOYKLIT, TOCHVE, IHIIAX  BHILE
rocnofapcekol giansnocti Llenrpy;

NOXOIH Bijl HIHHHX NAnepis;

KpenuT Bankis T IHIIMX KpeauTopis;

KAMITANEH] BEIaienns | qoTauli 3 GioqxeTin;

Mmafno, npuabase B iHwmx cy®'exTiB  rocnogapioBaHHs, opradizauii T
FPOMAARH ¥ BCTAHOBIEHOMY 3AKOHOJABCTBOM NOPAIKY;

Besonnatni abo GaaroniiiHi BHECKH, NOMEPTBYBAHHA Opragizaniil, nignpHeMcTs |
rpoOMasH;

i aepena, He 3abopoHeHi 3aK0HO1aBCTBOM.

4. llpaso rocmonapcekoro BiaanHs mainom, 3axpinnennm 3a  Llentpos.
HAIAETHCA 3 AATH NITHCAHHS aKTa TpHiiMaHHA-TIepenasi,

5. ¥ pasi nepenaui Llenrpy jio cepn ynpasninss iHworo oprafy yipaniinm
Hentp sbepirac npaso rocnofapckKoOro BiianHa Ha sakpinnese 3a HuM maiino. Lleatp s
YCTAHOB/IEHOMY 3aKOHOIABCTBOM Nopaaky sabesneuve oopMIeHHS Ta JepKaBHY
peecTpaLiic pedoBdx npas Ha of’eKTH, nmpaBa Ha AKI MAARGAOTE Jepwanniil
peecTparii,

6. Kowrpons 3a edexTHBHICTIO BHKOpHCTAHHA, 30epewenHaM Ta obmikom
sakpinnenoro 3a lestpom maitia 3nificiroe MO3 Vipaian.

7. Uentp ne mae npasa Ge3onaaTHO NepelapaTi HalekHe HoMy MaiiHO THIDHM
HPHAHYHEM Ta QiznuHuM ocobam, KpiM BHNAIKIB, NepeabadeHix 3JaKOHOM.

8. Bimuvwenna Llentpom MaiiHoBux 00 €KTIB, 110 HANEKATH 00 OCHOBHIY
dorais, 3NACHIOETECS BHKTIONHO HA KOHKYPEHTHWX 3acCAgaX 33 MOTOMKEHHAM
MO?3 Vipaiun B nopaigy, BCTAHOBIEHOMY 3aKOHOIABCTEOM.

Bingymenns HepyxoMoro MaiiHa 3fificHIOETBCE 38 YMOBH  JI0JATKOBOO
NOTOIAEHHS B YCTAHOBICHOMY nopaaky 3 Dongom nepirasHoro Maitna Yrpaitu,







