JIOBITKA

1{0/10 BiIMOBITHOCTI 3000B's13aHHAM Y KpaiHu y cdepi eBponenchbKol iHTerpamii Ta
npasy €sponeiicbkoro Coro3y (acquis €C) npoekry Haka3y MiHicTepcTBa 0XOPOHHU
3n0poB’s Ykpainu «IIpo 3aTBeprxkenns 3min n10 Ilopsaaky npoBegeHHsI KIIHIYHUX
BHUIIPOOYBaHb JIKAPCHKHUX 3aC00IB Ta eKCIEePTU3H MATePiasiiB KIIHIYHUX
BUIIPOOYBaHb)

[IpoekT HaKa3y po3pobaeHO MiHICTEpPCTBOM OXOPOHHU 3I0POB’ sl Y KpaiHu.

1. HasteskHicTh NPOEKTY aKTAa 10 c(hep, NPABOBIIHOCMHM B IKHX PeryJI0l0ThCs
npasom €sponeiicbkoro Corosy (acquis €C)

3a mpeAMeTOM MPABOBOTO PErYJIIOBAHHA JaHUM MPOEKT HaKa3zy HAJICKHUTH A0 chep
NPaBOBIHOCHHHU B SIKUX PETYJIOIOTHCS IpaBoM €Bponeiicbkoro Coro3y (acquis €C), a
came Pernament (€C) Ne 536/2014 €Bponeiicbkoro [lapnamenty ta Paau Big 16 KBITHA
2014 poky mnpo KIIHIYHI BUOPOOYBaHHS JIKAPCHKUX 3acO0IB /I BHKOPHUCTAHHS
monuHow Ta npo ckacyBanHsa dupexktusu 2001/20/€C; Pernament (€C) Ne 1394/2007
E€porneiicekoro [Tapnamenty Ta Panu Bia 13 muctomana 2007 poky npo JiikapchKi 3aco0u
nepeoBoi Teparii Ta BHeceHHs 3MiH A0 JupexktuBu 2001/83/€C Ta Pernamenty (€C)
Ne 726/2004; upextuBa €Bpomneiickkoro Ilapmamenty 1 Pagm 2001/83/€C Big 6
muctomana 2001 poky mpo Kogekc CmiBroBapucTBa IIOAO JIKAPCHKUX 3ac001B
MPU3HAYEHUX JIJIS1 3aCTOCYBaHHS JIFOAUHOIO.

2. 3000B’13aHHA YKpainu y cdepi eBponeiicbKoi iHTerpamii (y Tomy 4ucii
Mi’KHAPO/IHO-TIPABOBI)

MixHapoIHO-IpaBOB1 3000B’A3aHHsI YKpaiHu y cdepl €BpONerchKoi 1HTEerparii
[0/I0 TIpeMETa MPABOBOTO PETYIIOBaHHS MPOEKTY Hakaszy (Yroaa mpo acoliaiiio Mix
VYkpainoto, 3 oxaHiei cTopoHH, Ta €Bponelcbkkum Corwo3oMm, E€BponencbKUM
CriBTOBapHCTBOM 3 aTOMHOI €HEprii 1 iXHIMU JepKaBaMU-WICHAMH, 3 1HILOI CTOPOHH,
1HII MDKHApOAH1 JOTOBOPU YKpaiHu y cdepi eBpONeiCchKOi IHTerpallii) BIACYTHI.

3. IIporpamMHui 1oKymMeHTH y c(epi eBponeicbKoI iHTerpamii

[IpoekT Haka3zy HaJeXUTh 3a MPEIMETOM TIPABOBOTO PETYJIOBAHHA [0
pioOpUTETHOT Chepr «OXOPOHA 370POB’ S Ta KUTTSI JIFOJICH, TBAPUH 1 POCIHHY, aIanTaIlii
3aKOHOJIaBCTBa YKpaiHM 10 3aKOoHOJaBcTBa €Bporeichbkoro Coro3y, BHU3HAUYCHUX
ab3arom aBaHaIIsATUM po3auty V 3akoHy Ykpainu «lIpo 3aramsHoAepkaBHY mporpamy
ajanTarlii 3aKOHOJaBCTBA Y KpaiHu 710 3aKOHOAaBCTBa €Bporneiicbkkoro Coro3y».



4. I1opiBHAJILHO-TIPABOBM I aHAJII3
Hopsnk | IlomoxxeHHS MPOEKTY Bianosimmi monoxenus mkepen | Omiaka | Bigmosimui | Biamosin
oBUit aKTa npaBa €Bporneiicbkoro Corozy BIIMOBI | MOJIOKEHHS | Hi
HOMED (acquis €C) JHOCTI | JKepen MOJI0KEH
mpaBy | MDKHApOIH | HS
€Bporie | O-TIPaBOBHX | JDKEPEI
WCHKOTO | 3000B’s13aH | MIXKHApO,]
Coro3y | » Ykpainu | HoO-
(acquis | y cdepi MIPaBOBUX
€C) €BPOTEICHK | 3000B’513a
o1 Hb
iHTerpamii | Ykpainu
y cdepi
€BpOIIEIC
BKOI1
IHTerparii
1 cy0’€eKT Pernmament (€C) Ne 536/2014 Bignosi | Yromampo | He
JOCITIIKSHHS €ppornetickkoro [lapnamenty Ta Jae acoliallito | BPeryJno
(mawieHT, 3I0POBHIL Pamu B@z['16 .KBiTHSI 2014 poky MIiX ) BaHO
0GpOBOIELD) - | 1O KITIHIYHI BMHpOGyBaHHﬂ pral‘Hf)IO,
ocoba, ska  Gepe JIKapChKUX 3aC0O01B I 3 OJIHIET
.. BHUKOPHCTAHHSI JTFOJJMHOIO Ta PO CTOpOHH,
y4acTh y KJIIHIYHOMY
. cKacyBaHHsI [IUpEKTHBH Ta
BunpodysanHi  abo | 5001/0/eC Enporeiich
[pUUMae . Heodghiyitinuii nepexiao KUM
AOCHKYBaHNU Cmamms 3 Busnauennus Corosom,
JIKapCHKUM 3aci0, | (14) «CroHcop» o3Hauae 0cooy, €Bporelich
a00 BKJIIOYAETHCS JIO | KOMIIAHII0, YCTaHOBY qu KUM
TpyIU KOHTPOIIIO; opraHizamiro, ska Oepe Ha cebe CIiBTOBapHU
CIIOHCOp KJIiHIYHOTO | BIAIOBIIANBHICTE 3a iHiLiFOBAHHS, CTBOM 3
BI/IHpO6yBaHH}I _ yl_-lpaBJ]lHHﬂ Ta BCTaH.OFfJ'IeHHSI aTOMH..(.)l.
FOPHIYIHA 260 | diHaHCYyBaHHS KIIIHIYHOTO eneprii i
(bismuna ocoba, sxa BI/IHpOGYBaf{HH; TXHIMH
Hece (17) «Cy0'ext» O3Havae 'oc06y, JepKaBaMu
. . . sKa Oepe yd4acTb y KIIHIYHOMY -4JIEHAMHU,
BIANOBIAATIBHICTE 32 BHUIIPOOYBaHHI K  OJAEPKyBad 3 iHI01
THILTFOBAHHS Ta | nocmimkyBaHOro  JKAapchKOTO CTOPOHH
OpraHisatito 3ac00y abo sIK KOHTPOJIb;
KJIIIHIYHOTO
BUIIPOOYBaHHS
JIKapChbKOTO 3aco0y
Ta/abo (hiHaHCYBaHHS
TaKoTO
BUIIPOOYBaHHS
2 Vei kaiHiuH] | JupekTuBa 2001/20/€C | Bignosi | Yrogmampo | He
BHIIPOOYBaHHS €porneiicekoro IlapmameHnty Ta | mae acolialio | BPeryJno
PO3IIOYHHAIOTHCS Pagu Bin 4 kBitHs 2001 poky npo MiX ) BaHO
micis PUAHSTTS Hg6nn>1ceHHs[ _ 3QKOHIB, YKpal.Hf)IO,
piHIeHHfl HOBB, H1}13.aK-OHHI/IX aKT1B Ta 3 OAHI1€1
aIMIHICTPaTUBHHUX TMIOJIO’KEHb CTOpPOHH,
OTPUMAaHHS .
JepKaB-WICHIB, IO CTOCYHOTHCS Ta




MPOTOKOIY(iB)
KOMicii(i{) 3 mnuTaHb
eruku nipu JIII3, ne
Oe3rnocepelHbO  Mae
MIPOBOAUTHCS
KIIIHIYHE
BUIIPOOYBaHHS LI0JI0
MOTO/DKEHHST  I[bOTO

KJIIHIYHOTO
BUNIPOOYBaHHS, IO €
IT1ICTaBOIO TUTS
[I0YaTKy 1oro
MIPOBEICHHS, Ta
YKJIQJICHHS JIOTOBOPY
CTpaxyBaHHS
BIJIIIOBIAAJIBHOCTI

CIIOHCOPA KIIIHIYHOTO
BUNIPOOYBaHHS TIEpe]T
TpeTiMu ocobamu Ha
BUTIAJIOK 3aIOIisTHHS
MIKOJM  JKUTTIO Ta
3I0pOB’I0  CyO’€KTIB
JOCITI JKSHHS
(marieHTiB, 3I0POBUX
JTOOpPOBOJIBINB)  MiJ
gyac iX ywacti y
KIIIHIYHOMY
BUIIPOOYBaHHI y
HOPSIZIKY,
nepeadaueHoOMy
3aKOHOJIAaBCTBOM.

BIIPOBAI>KEHHS HaJIeXKHOI
KITiHIYHO{ MIPaKTUKU npu
MIPOBEACHHI KITIHIYHUX

BHITPOOYBaHb JIKAPCHKUX 3aC00iB
JUTS. BAKOPUCTAHHS JIFOTHHOIO
Heodghiyitinuii nepexiao

Cmamms 3

3axucm  cyb'ekmie  KAIHIYHUX
8UNpoOYBaAHb

1. s JupekTuBa 3aCTOCOBY€ETHCA
0e3 mKoAM Uil HaliOHAIBHUX
MOJIOKEHb 00 3aXHCTY
YYaCHHUKIB KITIHITHAX
BUNPOOYBaHb, AKIO BOHU € OLIbII
MMOBHUMH, HIK IIOJIOKEHHS ITi€l
HdupexktnBu, 1  BiANOBIAAIOTH
mpoLeaypaM 1 4acoBHM paMKam,
3a3HaueHUM y Hii. [lepxaBu-
YJICHU ITOBHHHI, SIKIIIO BOHH I[bOTO
me He 3po0Wid,  yXBaJIUTH
JICTaNIbHI ITPaBUIIa JTSI 3aXHUCTY Bif
3JI0B)KMBaHb OCI0, sSKi He 3JaTHi
JIaTH CBOIO iH(OPMOBaHY 3rOfy.
2. Kniniune BUMpoOyBaHHS MOXKe
OpPOBOJUTHCH JHIIE y  pasi,
30Kpema:

(a) mepembadyBaHI pU3HKH Ta
HE3pY4HOCTI OynM 3BaXeHi 3

OYiKYBaHOIO KOPHCTIO JUTSt
OKpPEMOro y4JacHHKa
BUTIPOOYBaHHS Ta THIINX
TemnepimHix i MaiOyTHIX
HALll€HTIB. Kitiniune

BUTIPOOYBaHHS MOXe OyTu
po3nouaro, juiie ko Komitet 3
eTUKH  Ta/abo  KOMIIETEHTHHU
oprai mpuiijic 0 BUCHOBKY, IO
OUiKyBaHa TepareBTU4YHA KOPUCTh
i KOpUCTH  JUIS  3/0pOB’A
HACENICHHS BHUIPABJIOBYIOTh
PU3UKH, 1 BOHO MOXe OyTH
MPOJIOBKEHE JIMIE 33 YMOBH
MOCTiHOTO MOHITOPHHTY
JOTPUMAHHS I[i€] BUMOTH;

(b) cy0’ext BuUnpoOyBaHHS abo,
SAKII0O o0coba He MOXe JAaTh
iHpOpMOBaHy 3rofy, ii 3aKOHHHH
MPEICTAaBHUK MaB MOXKJIMBICTb ITiJ
yac MoOmepeaHnpoi  Oecimm 3
JIOCHITHUKOM a00 4JIEHOM CJI1a401
IpyNY 3pO3yMITH IiJli, pU3UKHU Ta
HE3PY4HOCTI po CYJIOBHi1

€Bporeiich
KHM
Coro30M,
€Bporeiich
KHM
CHiBTOBapu
CTBOM 3
aTOMHOI
eHeprii i
IXHIMH
Jep>KaBaMu
-4JICHAMH,
3 iHII01
CTOPOHU
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po3risl  Ta  YyMOBH  HOTO
MpoOBENCHHS, a TakoX OyB
oiH()OPMOBAHHH PO HOTO TIPABO
BIIMOBUTHCA  BiI  CyIOBOTO
po3rany B OyIb-sIKHiA Hac;

(c) mpaBa cy0’ekTa Ha (i3UUHy Ta
MICUXI9HY LUTICHICTb, Ha
HEI0TOPKaHHICTh MPHUBATHOTO
KHUTTS Ta Ha 3aXHUCT JaHHUX, fKi
HOTO CTOCYIOTBCS, BIATIOBIAHO [0
JupexTuBu 95/46/€C
rapaHTyIOThCS;

(d) cy0’ext BuUmpoOyBaHHsS abo,
SKIIO 0coba HE MOXe aTh
iH(hopMOBaHy 3rojy, ii 3aKOHHHI
OpeacCTaBHUK JaB CBOIO ITUCbMOBY
3romy micma TOro, SK OyB
moiH(pOpPMOBaHUN PO XapakTep,
3HA4YCHHAI, HaCJIiILKI/I Ta PU3BUKHU
KIIIHIYHOTO BUMPOOYBaHHS;, SKIIO
ocoba HE MOXKE THCaTH, yCHa
3rojja B MPUCYTHOCTI MpUHAHMHI
OJTHOTO CBijIka Moke OyTH HaJlaHa
y BHHATKOBUX BHIIAJKax, K L€

nepenoadeHo HaI[lOHAJIbHUM
3aKOHOJ/IaBCTBOM;

(e) cyO'ext mMoxe 0e3 Oymb-sKOi
KOO BHUUTH 3  KIIHIYHOTO

BUTNpoOyBaHHSI B OyAb-SKWH Hac,
BIJIKJTMKABIITK CBOIO iHPOpPMOBaHy
3roay;

(f) mepenbdaveno crpaxyBaHHs a00
BiJIIIKOJYBaHHS JJISI TTOKPHTTSI
BIAIMOBINAJIBHOCT] OCIIAHAKA Ta
CIIOHCODA.

7.1.8.  Ceptudikar
cepii
JTOCITIJIPKYBAHOTO
JIKapCchKOro 3aco0y,
110 Oyne
BUKOPUCTaHUN  JUIS
KJIIHIYHOTO
BUIIPOOYBaHHS.
Ceprudikar cepii
(ceptudikar anamisy,
cepTudikaT  SKOCTI)
JIOCITIJIKYBaHOTO
JKapChbKOTO 3ac00y -
JIOKYMEHT, 110
BUIAETHCS
BUPOOHUKOM i

Pernmament (€C) Ne 536/2014
E€spomnericekoro IlapramenTy Ta
Pamu Bix 16 xBiTHs 2014 poxy
PO KIJIiHIYHI BUPOOYBaHHS
JKapChKUX 3aCO01B JUIs
BUKOPHUCTAHHS JIOAWHOIO Ta PO
ckacyBaHHs [{MpeKTHBU
2001/20/€C

Heodghiyitinuii nepexiao
HONATOK 1

HOCKHE JIJIA [IOYATKOBOI' O
34CTOCYBAHHA

F. JOKYMEHTALIA IIOAO
BIZIMTOBIJTHOCTI HAJIEXHOI
BUPOBHMYOI MMPAKTUKU
(GMP) JJ1A
JOCIIIIXKYBAHOI'O
JIKAPCBKOI'O IMTPOAVKTY

Binmosi
nae

Yroaa npo
acoriariro
MIXK
YkpaiHoto,
3 OfIHi€T
CTOPOHH,
Ta
€Bporeiich
KHM
Corozom,
€Bporeich
KHM
CHiBTOBapu
CTBOM 3
aTOMHOI
eHeprii i
IXHIMH
JIepyKaBaMu

He
BPETYJIbO
BaHO




CYTIPOBOJIKYE KOXKHY
Cepilo  JIKapChbKOTo
3aco0y 3  METoro
HiATBEPIKEHHS HOTO
SIKOCTI (3a
cnennikamiero).
[Tpu MIPOBEICHHI
KIITHIYHUX
IOCIIIKEHD 3 OLIHKHU
010€KBIBaJICHTHOCTI
ab0  TepaneBTHYHOI
€KBIBaJICHTHOCTI, - y
BUITQJIKy  3aKyHiBJIi
CIIOHCOPOM
KIIIHIYHOTO
BUIIPOOYBaHHS  Ha
TepuTopii KpaiH
€BpOIEHCHKOT0
Corosy
JOCTIIKyBaHOTO
JIKapChKOTro 3acoy,
10
BUKOPUCTOBYETHCS Y
SIKOCT1 TIOPIBHSHHS, -
3asIBHUK 3aMiCTh
ceptudikary  cepii
(ceptudikar anamizy,
ceptudikaT  SKOCTI)
MOXe HaJlaTH
cepTudikaT
BIJIMOB1THOCTI
BUPOOHHUIITBA
3aKyIJIeHOi y KpaiHi
€BponencHKOro
Corozy cepii
JIOCIT1JIKYBaHOTO
JIKapChbKOTO 3aco0y
MPUHIIATIAM
HAJIEKHOT
BUPOOHUYOT
MPAKTUKH, BHUIAHOTO
YIOBHOBAYKEHOIO
0co00I0 3 SIKOCTI
(BUpOOHHKA).

ko i Jac
KJIIHIYHOTO
BUIMIPOOYBaHHS Oyze
BUKOPHCTaHA  1HINIA
cepis

31. CrocoBHO AOKyMEHTaIllii, 10
CTOCY€ETBhCS BIZIMIOBITHOCTI
BumoraMm GMP, 3acTocoByeThCs
HACTYTIHE.

32. Xomuoi poxkymeHrarlii He
oTpiOHO TTOJaBaTH, SIKITIO
JIOCTDKYBaHMIA JTIKApChKHUN 3aci0
JI03BOJICHO Ta HE MOAN(DIKOBaHO,
HE3JIC)KHO BiJ TOTO, BHPOOIIECHO
BoHO B Co1031 4H Hi.

33. SIko JIOCTI DKy BaHU I
JiKapchKUH 3aci0 He J03BOJICHO Ta
HE Mae€ J03BOJY Ha MPOAaX BiA
TPETHOI KpaiHW, sIKA € CTOPOHOIO
MixHaponHoi  KoHpepeHIii 3
rapMOHi3aIlil TEXHIYHUX BIMOT JI0
peecTpariii  JiKapcbKUX 3aco0iB
JUIE  BUKOPUCTaHHS  JIIOAMHOIO
(ICH), i He BupOOIIETBCS B
Coro3i, HEOOX1IHO MoJaTu
HACTYIHY JOKYMEHTAIIIO:
(a)korist TOBIPEHOCTI, 3a3HAYCHOI
y crarrti 61; 1

(6) ceprudikaris kBanxidikoBaHOIO
ocoboro B Coro3i mpo Te, WO
BHPOOHUIITBO BIIIIOBIIA€
pumoraM GMP, monaiiMene
exBiBaneutHo GMP B Corosi,
SIKIIO Hemae CriemiaIbHUX
JIOMOBIICHOCTEH,  Tepen0aYeHnX
yroJlaMu Tpo B3a€EMHE BH3HAHHS
Mix COr030M 1 TPETIMU KpaiHaAMH.

-yJICHAMH,
3 IHIIOT
CTOPOHHU




JTOCITIJIPKYBAHOTO
JIKapChKOTro 3acoy,
KA BBO3UTHCA B
YkpaiHy, TO 3asBHUK
KIIIHIYHOTO
BUIIPOOYBaHHSA
HOBUHEH B CTPOK JI0
10 kaneHapHUX JHIB

micasl  3aBEpIICHHS
MHUTHOTO

o opMIICHHS
JOCTIKYBaHOTO
JIKapChKOTO 3aco0y
Hagatu B LleHTtp
ceprudikar  gaHOI
cepii  paszom i3
CYIIPOBITHIM
JIUCTOM.

7.4. Joxkymentu | Permament (€C) Ne 536/2014 Bimmosi | Yromanpo | He
(MaTepianm) €ppornetickkoro [lapnamenTy Ta Jae acoliallito | BPeryJno
KITIHIYHOTO Pamu Bix 16 xBitHA 2014 poxy MIiX BaHO
BUIIPOGYBAHHS npo KIiHivHi Bnnpo6yBaHH;1 YKpa'l:Hf)Io,
i IATAIOTE JIKapCHhKUX 3aCO01B ISt 3 ofHi€eT

. . | BAKOPUCTaHHS JIFOAWHOIO Ta IPO CTOpPOHH,
excneprusl B LleHTpi
. ckacyBaHHA J{upeKTHBU Ta

3 0BOB'I3KOBIM | 500 1/20/€C Esponeiics
BpaxyBaHHIM Heodghiyitinuii nepexiao KHM
CTUIHHUX Ta | Cmammsa 3 Coro3om,
MOPaJIbHO-TIPABOBUX | 3. [IpoTsirom 10 nHIB micns €Bponeiick
aCIeKTIB KIIIHIYHOTO | MOJaHHs JOChE 3asiBKH J€pKaBa- KUM
BUIIPOOYBAHHSI IMICJIsI | WIEH, IO 3BITY€, MATBEPIKYE CIIIBTOBapu
iX HAIXOMKEHHS 0 | 3a9BKY, BPAXOBYIOUH MipPKyBaHHS, CTBOM 3
LleHTpy B MOBHOMY | BUCIIOBICHI iHIIMMHU ATOMHOT
00Cs31 BiAOBITHO o | 3AWKABICHUMH JIepiKaBaMi- eneprii i
nyakry 7.1 1bOro YJICHAMH, 1 TOBIJIOMJISIE CIIOHCOpA IXHIMH

. gepe3 noprain €C mpo HacTynHe: JieprkaBaMu
po3aiy. Crpox . 2

(2) un miananae KIiHIYHE -YJICHAMH,

TIpOBCICHHA BUIPOOYBaHHS, HA SIKE MOAAHO 3 1HIIOT
N S 3asBKY, MiJ] Ji0 IIbOTO CTOPOHH
LlenTpom - He OibIre PeramMenty;
30 KaJICHIAPHUX | (6) uu MOBHE JOCHE 3asBKH
JIHIB. BixmoBigHo o Jonatky 1.

Excnieptuza ITpoTsirom 1’sATH JHIB MicCIIs
JIOKyMEHTIB OTPUMaHHS KOMEHTapiB abo
(MatepiaiiB) 3aIIOBHEHOTO JI0ChE 3AABKH
T T JieprKkaBa-wieH, IO 3BITYE,

RHTPOGYBAHHS MOBIZIOMJISIE CIIOHCOPA TIPO T€, YK

JIKapChKOro 3acoly
BKJIIOYA€ eTanu
IONEPEIHbOL Ta

3asiBKa BIJTIOBIJ]a€ BUMOTaM,
BHKIJIQJICHUM Yy ITyHKTaX (a) i (b)
nepioro ad3aity naparpada. 3.
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creniaiai3zoBaHol
eKCIIepPTH3.
[Tonepenust
eKcIepTH3a
MarepiaiiB
KIIIHIYHOTO
BUITPOOYBaHHS
JIKapChKOTO  3aco0y
MOYMHAETHCS 3 JaTH
oTrpuMaHHs LleHTpom

JIOKYMEHTIB
(MaTepiaiiB)
KJIIHIYHOT'O
BHUITPOOYBaHHS
JIKapChKOTO  3aco0y
icas CILIaTH
paxyHKy  BapTOCTi

eKCIIEpTHUX poOIT B
MTOBHOMY 00CSI3i.

Crpok
MIPOBEIICHHS
MONEPETHBOT
EKCIIePTH3HU
IlenTpom - He OUIBII
HDK 5 KalleHJapHUX
JTHIB.

ITig Jac
MONEPEIHBOL
ekcieptusu  Llentp
MOX€  OJHOPA30BO
HaJaTH 3asIBHUKY
3ayBa)KCHHS B
NUCBMOBIN  opmi
10710

KOMIUIEKTHOCTI  Ta
MOBHOTH 3aIllOBHEHHS
MOJIaHUX JTOKYMEHTIB
(MarepialiB)
KJIIHIYHOTO
BUIIPOOYBaHHS.
[Ticnst  oTpumaHHS
BIAMOBIAl Ha
3ayBaKeHHs, y pasi
HEBIAMOBIAHOCTI
HAQJaHOI 3asBH TIPO
IPOBEICHHS
KJIIHIYHOTO
BUIIPOOYBaHHS
JIKapChbKOTO 3aco0y

4. Jlep>kaBa-ujieH, 0 3BITYE,
nozae uepe3 nopran €C
OCTaTOYHY YacTHHY | 3BiTY 1po
OIIIHKY, BKJIFOYAI09H HOTO
BHCHOBOK, CIOHCOPY Ta iHIINM
3alliKaBJICHUM JIepKaBaM-uIeHaM
poTsIroM 45 AHIB 3 JaTH
MiATBEPIKCHHSI.

5. 175t KIiHIYHUX BUIIPOOYBaHb, B
SIKUX Oepe ydJacTb OinbIne Hix
OJIHa JiepyKaBa-WiICH, IPOIIEC
OLIIHKHU BKJIIOYA€E TpH (azu:

() eTam MOYATKOBOI OIIHKH, 1[0
BUKOHYETHCS JICPrKaBOIO-WICHOM,
110 3BITYE, MPOTATOM 26 ITHIB 3
JIATH i ITBEPDKCHHS;

(6) cxoopnuHOBaHa (haza
HIepeTIIsiy, SIKa BUKOHYETHCS
mpoTsiroM 12 mHIB micnus
3aBepIIeHHS MTOYaTKOBOI (hazn
OIIIHKH 32 YYaCTIO BCIX
3alliKaBJICHUX JEPKaB-uWICHIB;

(¢) eran koHCOMIAAT, 1110
BUKOHYETHCS ICPrKAaBOIO-WICHOM,
110 3BITYE, MPOTATOM CEMH JIHIB
TICJIs 3aBEPIICHHS eTaIy
CKOOPJIMHOBAHOTO TIEPETIISY.




Ta/ad0  KOMIUIEKTY

JIOKYMEHTIB
(matepialiB)
BHMOTaM LOT'O
[Topsiaky, Lentp
MPOTATOM JIBOX
KaJICHIApHUX  JHIB
MTOB1IOMIISIE
3asBHHUKA po
HEMOJKJIUBICTh
MOJAJIBIIIOTO
HATPaBIICHHS Ha
CrieliagizoBaHy

ekcreptusdy.  SKmo
LlenTp HE MOBITOMHUB
3asBHUKA Yy CTPOK,
nependoadeHud IS
MIPOBEICHHS
MONEPEAHBOT
eKCIIePTU3H, TO 3asBa
Ta KOMILJIEKT
JIOKYMEHTIB
(MaTepiaiiB)
KJIIHIYHOTO
BUTIIPOOYBaHHS
BBAJKAETHCS IMOBHHUM
3T1JTHO BHUMOT
ITopsnxy.

Yac, mnoTpiOHU
JUIS  BIAOOBIOI Ha

3ayBa)KCHHS, HE
BXOIUTb JI0 CTPOKY
MPOBEICHHS
MIOIEePEIHBOL
€KCIIEPTHU3H.

SIkio  3asBHUK
IPOTATOM 20
KaJeHJAapHUX [HIB 3
HACTYITHOTO ITHS
iciIst aTH

OTPUMaHHS  TaKOTO
MOB1AOMJICHHS HE
HaJac BIAMNOBIAI Ha
3ayBaXEHHS  IIOJIO
KOMIUIEKTHOCTI 200
HE Ha/Ia€ JOKYMEHTIB
(MarepiaiiB) 10
Lentpy abo nwmcra 3
0OTpYHTYBaHHSIMH




CTPOKiB, HEOOX1THHUX
IS ix
JOOMpallOBaHHS,
JIOKYMEHTHU
(matepiann)
KIIIHIYHOTO
BUITPOOYBaHHS
3HIMAIOTHCS 3
pO3TsiAy, Mpo IO
MUCBMOBO
MOB1AOMIISIETHCS
3asBHUK Ta [[OBB.

CroemianizoBaHa
eKcIepTHu3a
marepiaiiB
KIIIHIYHOTO
BUTIIPOOYBaHHS
pPO3MOYUHAETBCA Y
pasi MTO3UTUBHUX
pe3yibTaTiB
IOIEepEHBOL
eKCIIePTU3U 3a
HasIBHOCTI ycix
JIOKYMEHTIB,
nepenoadeHux
nignyakramua 7.1.3 -
7.1.21 nynkty 7.1
BOTO  PO3AUly 3
000B'3KOBUM
BpaxyBaHHSIM
€TUIHHUX Ta
MOpaTbHO-TIPABOBUX
aCreKTIB KIIHIYHOTO
BUIIPOOYBaHHS.
Ctpok mnpoBeneHHS
Creliani3oBaHoi
EKCIIePTH3H
LlenTpom - He OLIBII
HIX 23 KaleHAapHUuX
TTHIB.

v pasi
BUHUKHECHHS
HaJI3BUYaMHOT
curyamii 'y  cdepi
OXOPOHHM  3J0pPOB'd,
0 Ma€ MDKHApOJHE
3HaYeHHs  (mojiro,
sKa CTaHOBUTH
PHU3HKH JUISI 3JIOPOB'S
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TPOMa/ISTH IHIIUX
JIEpIKaB, 4yepes
MDKHapOJIHE

HOLINPEHHST XBOPOOH
Ta/ab0  HOTEHIIINHO
BHMAarae
CKOOPAMHOBAHUX
MIKHAPOHIX
3aXOMiB y BIJINOBIJIb)
eKcIepTH3a
JIOKYMEHTIB
(MaTepiaiiB)
KJITIHIYHUX
BHUIIPOOYBaHb
JKapChKUX 3ac00iB,
a TaKOXX BaKIMH abo

IHIIHAX MEIUYHUX
IMyHOO10JIOTTYHHX
npemnapariB I ¢
JTIKYBaHHS Ta
cnennivyHoi
podiTaKTUKH
iH(DeKImiTHIX Ta
HelH(EeKIIHHIX
3aXBOPIOBAHb,
3I1HCHIOETHCS
LlenTpom y CTpOK HE
OinbIie 5
KaJICHJApHUX  JHIB
(monepenHs

ekcneprtusa LlenTpom
- 1 kanennmapHuit
JIeHb; CITeIiali3oBaHa
excneprusa Llentpom
- 4 xaneHJIapHHUX
JTH1).

Crpox
IIPOBECHHS
eKCIIepTH3U
marepiaiis
KJIIHIYHOTO
BUIIPOOYBaHHS 13
3aCTOCYBaHHSAM
JIOCITIJIKYBaHOTO
JIKapChbKOTO 3aco0y
nepeaoBoi  Tepamii
CTaHOBUTH 79
KaJICHJapHUX JIHIB.
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Ctpok
MIPOBEJICHHS
MONEPETHBOT
eKCIIePTH3HU
IlenTpom - He OUIBII
HiX 15 kaneHmapHUX
ITHIB.

Crpok
IPOBEJCHHS
CHeIiaTi30BaHoOl
eKCIIePTU3U
LlenTpoMm - He OLTBII
HDK 64 KajeHIapHHUX
JTHIB.

LenTp MOXKE
MPOJIOBKUTU TIEPi0J
excriepTusy 1e Ha 50
KaJeHJapHUX  JIHIB
VIS KIIHIYHUX
BHUIIPOOYBaHb i3
3aCTOCYBAHHSIM
JOCTII)KyBaHOTO
JTIKapChKOTO  3aco0y
NepeoBoi 3 METOI0

KOHCYJIbTaIli i 3
(daxiBIsIMHU, PO IO
MTOB1IOMITSIETHCS
3asIBHUK.
2.2. Ientp | Permament (€C) Ne 536/2014 Bignosi | Yromampo | He
TIPOBOJIUTE €ppornetickkoro [lapiamenTy Ta Jlae acoliailio | BPeryJno
eKCIIEPTH3Y Pamgu B%):l.16 -KBiTHSI 2014 poky MDK ) BaHO
(HoTIepe/IHIo Ta | PO KiHiuHi BI/IHPOG}/BaHHﬂ YKpal'Hf)IO,
cremianizosany) JIKapCHhKUX 3aCO01B ISt 3 OJHIET
. | BUKOPUCTAHHS JIFOJIUHOIO Ta TIPO CTOPOHH,

Hajanix JIOKyMCHTIB cKacyBaHHsI JIUpEKTHBH Ta
(MaTepialie) 3 METOIO | 500 1)70/€C Emponeiics
CRIIalaHH3 Heodgiyitinuii nepexnao KHM
0OIPYHTOBAHOTO Cmamms 17 Coro3oM,
BucHoBky WOAO | Banioayis 3as6Ku HA HAOAHHSA €Bporneich
MOJKJIMBOCTI 0036011y Ha cymmegy KHM
[IPOBEICHHS Moougixayiro acnexmy, CIiBTOBapHU
KJIIHIYHOTO oxonnenozo uwacmunoro 1 36imy CTBOM 3
BUMPOOYBaHHS npo OYIHKY ' aTOMH.O'I:
BiITOBITHO 10 1. lepxaBa-4JieH, 110 3BITY€E, IS ?H@PF]T]
BHECEHUX TMOMPABOK HaJ[AHHA  JI03BOJly HA CYTTEBY IXHIMH

. . | momudikamito €  JepXKaBoOIo- Jlep>KkaBamMu
210. . Mateplams YJIeHOM, IO  3BiTye,  JUId -yJICHAMH,
KIIHIYHOTO II04aTKOBOL npoueaypu 3 iHIIo1
BUIIPOOYBAHHS. aBTopu3allii. CTOpPOHU
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Mix IlenTpom Ta
3asIBHUKOM
YKJIaJJa€ThCS JOTOBIp
npo IPOBEIICHHS
eKCIIEpTHUX  PoOIT
1010 CyTTEBOI
nonpaBku.  Ormati
MiJUIATaE eKCIepTU3a
3MiH, BUKJAJICHUX Yy

MOTpaBKax 10
MarepiaiiB
KIIIHIYHOTO
BUIMIPOOYBaHHS, IO
CYNPOBOIKYIOTh
3a5By MPO CYTTEBY
IIOITPABKY. Crpok
MIPOBEIICHHS
eKCIIePTU3U
LlenTpom - He OinbIe
25 KaJICHAapPHUX
JIHIB.

ITonepenus
eKcrepTu3a
MarepiaixiB CyTTEBOI
MIOTIPaBKH

MOYMHAETHCS 3 JaTH
oTpuMaHHs LleHTpom
MOBHOTO KOMIUIEKTY
JIOKYMEHTIB
(MarepialiB)
CyTTEBOI  IOIPaBKU
Ta TICHS  CIJIaTH
paxyHKy  BapTOCTi
eKCHEepTHUX pOOIT B
MOBHOMY 00CSs31.
Crpok

IPOBEJCHHS
MIOIEPEIHBOL
eKCIIepTH3U
LenTpom - He OinbIe
4 xaneHJapHUX JTHIB.

ITix yac
MONEPETHBOT
ekcrieptusu  Llentp
MOX€E  OJZHOPAa30BO
HaJaTu 3asIBHUKY
3ayBayKECHHS B
OUCBMOBIN  (opmi

moa0

BinmosinHi JIeP’KaBU-WICHH
MOXXYTh TIOBIIOMHTH JepXKaBi-
YIeHy, IO 3BITye, Mpo Oyab-sKi
MipKyBaHHS, OB’ sI3aHi 3
BaJIiZIalli€l0 3asBKA Ha CYTTEBY
MoOIU}iKaIil0 MPOTITOM I SITH
TTHIB ITiCTISl TIOAAHHS TOCHE 3asBKH.
2. TlpoTsrom IiecTd IHIB TiCIS
MOJIaHHA JOChE 3asBKH JeprKaBa-
YIEH, MO0 3BITY€, MIATBEPIKYE
3asBKY, BPaXOBYIOUH MipKyBaHHSI,
BHCJIOBIICHI THIIUMUA
3alliKaBJICHUMH Jep>KaBaMu-
YJICHaMH, 1 TTOBIJOMIISIE CIIOHCOpa
yepes nopran €C npo Te, 4u:

(a) cyTreBa 3MiHAa CTOCYETHCS
aCIeKTy, OXOIJICHOTO YaCTHHO [
3BITY TIPO OIIIHKY; 1

(0) nmocke 3asgBKM  3allOBHEHE
BinmoBigHo no Jomatky II.

3. Sxmo pepxaBa-uieH, IO
3BiTy€, HE TOBIZOMHIA CHOHCOPA
MPOTATOM TIEpioay, 3a3HAYCHOTO B
YacTHHI 2, CyTTE€Ba 3MiHA, Ha SIKY
MOJJaHO  3asiBKY,  BBaXKa€ThCs
TaKO, IO CTOCYETHCS AaCIEKTY,
OXOIUIEHOTO YacTHHOIO | 3BiTy mpo
OIIiHKY, 1 JOChE  3asgBKHU
BBaXXa€TbCA TaKUM, 10 MMOBHUIA.
4. TlpoTsiroMm WATH JHIB TiCHS

OTPUMaHHS  KOMEHTapiB  abo
3allOBHEHOT'O  JIOChE  3asBKH
JeprkaBa-4ujicH, 110 3BITYE,

MIOBIIOMIISIE CITIOHCOpA TIPO T, UM
3as{BKa  BIJAIOBIZac  BUMOTIaM,
BUKJaeHNM y myHKTax (a) i (b)
naparpada 2.

Cmamms 18

3. JlepxaBa-ujieH, siKa 3BITYE,
mogae  depes  moptan  €C
OCTaTOYHUH 3BIT TPO OIlHKY,
BKJIIOYAIOYM  MOr0  BHUCHOBOK,
CIIOHCOPY Ta THIITM
3aIliKaBJICHUM JieprKaBaM-4ieHaM
mporsiroM 38 OHIB 3 gaTH
I ATBEPHKCHHS.

Jnst mineit wiel cratTi Ta ctatei 19
1 23 gaToro 3BITHOCTI € [1aTa, KON
3aKIIOYHUN 3BIT TIPO  OIIHKY
[IO/IA€ThCS CIIOHCOPY Ta IHIITUM
3aIliKaBJICHUM JIepKaBaM-1ICHaM.
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KOMIUIEKTHOCT1
NOJAaHUX MaTepiaiiB
CYTT€BOI MOIMPABKH.
[licns  oTpuMaHHA
BIJIIIOBIJIEN Ha
3ayBaXCHHS y
MTOBHOMY o0cs3i1
Llentp POTATOM
OJIHOTO
KaJICHIapHOTO
[IOB1IOMIIIE
3asIBHUKA po
nepeaady MarepiaiiB
Ha  CHeIiajgi3oBaHy
ekcneptusy.  SAkio
LleHTp HE MOBIAOMUB
3a5BHUKA Yy CTPOK,

IHS

nepenOaueHud s
MIPOBEICHHS
MONEPETHBOT
EKCIIePTH3H, TO 3asBa
Ta KOMILIEKT
marepiaiiB CyTTEBOI
MTOTIPABKH
BBAXKAETHCS ITOBHUM
3T1IHO BHUMOT
ITopsaxy.

Yac, noTpiOHMI
UL BIOOOBIAI HaA
3ayBaKCHHS, HE
BXOJIUTh JIO CTPOKY
MPOBEJICHHS
MIOIIEepEAHBOL
eKCIIepPTU3H.

SIkmo  3asBHUK
IIPOTATOM 15
KaJICHJAapHUX [THIB 3
HACTYITHOTO IHS
TiCIIs aTu
OTpUMaHHSI  TaKOTO
[MOB1JOMIIEHHS HE
Hajac BIAMNOBIAI Ha
3ayBOKEHHS MO0
KOMIIIEKTHOCTI
Ta/ab0 He  Hajac
KOMILIEKT
JIOKYMEHTIB
(MarepiaiiB) hi(s)

IlenTpy abo nucra 3

4. JIns KTHIYHAX BUNIPOOYBaHb, B
SKUX Oepe ywacTh Oisblie HiX
OJlHA  JIepXKaBa-4iieH, IMpoIec
OIIIHKK CYTTE€BOI  Momudikarii
BKJIFOUAE TpH (asu:

(a) eranm MOYATKOBOI OIIHKH, IO
BUKOHYETBCS JICPYKaBOIO-UJICHOM,
mo 3BiTye, mporsaroM 19 nHIB 3
JIATH TTiITBEPDKCHHS;

(6) CKOOpJIWHOBaHA dbaza
Meperisiay, sKa  BHUKOHYEThCS
mpoTsiroMm 12 pgHiIB  michs
3aBEpLICHHS T0YaTKOBOI  (asu
OIHKK 32  yYacTio BCIX
3aIliKaBJICHUX JIEPKaB-WICHIB; 1
(c) eram xoHcomimarii, 110
BUKOHYETBCS JICPYKaBOIO-UJICHOM,
o 3BiTy€, MPOTATOM CEMH JIHIB
micIs 3aBepIICHHS eTary
CKOOPJITHOBAHOTO MEPETIIsTY.

6. Mix maToro Basijarii Ta JaToro

3BITHOCTI JIUIIE JIeprkaBa-uicH,
oo 3BiTye, MOXKE 3aluTyBaTH
IONMATKOBY  iH(opmamito  Bix
croHcOpa, Oepydud 10 yBard
MipKyBaHHS, 3a3HaveHi B
naparpadi 4.

3 METO0 OTPUMAaHHS Ta MEePETIIITY
1i€i momatkoBoi iH(opMallii Bix
CIIOHCOpA BIJTIOBITHO IO TPETHOTO
Ta YeTBEpTOro ad3alliB JeprKaBa-
4JIeH, 110 3BITYE, MOXE
MIPOJIOBXKUTH TIEPIOJ, 3a3HAUCHUI
y mepriomy ab3ari maparpada 3,
MakcuMyM Ha 31 1ieHb.

Croncop MTOBUHEH HaJaTu
3aIUTyBaHy JTIOJTATKOBY
iH(OpMaIlil0 TPOTIATOM TEpiofy,
BCTaHOBJIEHOTO JIePKABOIO-
YJIeHOM, IO 3BITy€, SKUH He
TTOBUHEH TepeBuIyBatu 12 1HIB 3
MOMEHTY OTPUMAaHHS 3aIUTYy.
OTpumaBmm JIOJIaTKOBY
iH(opMartito, BIJITOBITHI
JIEp)KaBU-WICHU TOBUHHI CITUTEHO
MEPETJISIHY TH OY/Ib-SIKY JI0AaTKOBY
iHpopMalLilo, HaJaHy CIIOHCOPOM
Pa3oM i3 OpHUTiHAJIBHOIO 3asBKOIO,
1 IOIIUTHCS OyIb-TKUMH
MIPKYBaHHSIMH, IO CTOCYIOTHCS
3asiBKM. Y3rOJDKEHa IepeBipKa
IMOBHHHA oytu BMKOHAaHa
MPOTSIrOM MakKcUMyM 12 nHIB 3
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0OTpyHTYBaHHSIMH
CTPOKiB, HEOOXITHUX
I ix
JOOMPAIFOBAHHS,
MaTrepiaiy CyTT€EBOI
MOTPaBKH
3HIMAIOThCS 3
pO3TIsiAYy, MpPO IO
MMCbMOBO
MTOBIIOMIISIETHCS
3asBHUK Ta [IOBB.
IIpu  wasBHOCTI

MIOBHOTO KOMIUICKTY
MarepiaigiB CyTTEBOI

[IOIIPaBKHU
PO3IOYUHAETHCS
creriaaizoBaHa
eKCcIepTH3a B
Henrpi. Crpok
IIPOBEJICHHS
creriaaizoBaHol
eKCIIePTH3HU

LlenTpoMm - He OLTBII
HDK 20 KajmeHgapHUX
JTHIB.

v pasi
BUHUKHCHHS
HaJ3BHUYANHOI
cutyauii 'y cdepi
OXOpOHHM  370pOB'S,
10 Ma€ MDKHapOJHE
3HaueHHs  (MoAiro,
sKa CTaHOBUTH
PHU3UKH TS 3I0POB'S
rpOMaIsiH IHIIAX
JIEpIKaB, yepes
MDKHapOJHE
MOIIMPEHHSI XBOPOOH
Ta/abo0  TOTEHUINHHO
BHUMarae
CKOOPAMHOBAHUX
MDKHAPOTHHUX
3ax0JlIB Y BIJIMOBI/b)
eKcIepTH3a
JIOKYMEHTIB
(MarepiaiiB)
CyTTEBOI  IIOIIPaBKU
KIIIHIYHOTO
BUIIPOOYBaHHS

MOMEHTY OTPHUMAaHHS J10JaTKOBOI
iHpopmarii, a nojajibia
KOHCOJIJamisi MOBHHHA  OyTH
BUKOHAHA TIPOTATOM MAaKCHUMyM
CeMH [HIB TMiCIs 3aKiHYCHHS
CKOOp/AMHOBAHOL MEPEeBiPKH.
3aBepuIyrodu 3BIT TMPO OIHKY,
JeprKaBa-uieH, o 3BITYE,
MOBUHHA  HAJICKHAM  YHHOM
BpaxoBYBaTH MipKyBaHHS 1HIINX
3aIliKaBJICHUX JIEP’KaB-wICHIB 1

3alMcyBaTH, K  ycl  Taki
MipKyBaHHs OyJIH BpaxoBaHi.
SIKmo  cHmoHCOp  HE  HajJae

J0JaTKOBOI 1H(OopMalii mpoTsIrom
Mepiojy, BU3HAUCHOTO IePIKaBOO-
YIIEHOM, IO 3BITY€, BIATIOBITHO IO
TPETHOTO ab3arry, 3asBKa
BBaYKA€TBHCS TAKOIO, 1[0 BTpaTUiIa
YUHHICTD y BCIX 3alliKaBICHUX
JeprKkaBax-4IeHax.

3anmuT Ha JI0AaTKOBY iH(OpMaIlito
Ta  JgomaTkoBy  iH(popmariro
noAaroTh yepes nopran €C.
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JIKapChKUX 3aco0iB,
a TaKoXX BakIMH a0o
IHIINX MEIUYHUX

IMyHOO10JTOTIYHIX
npenaparis TUTST
JIKyBaHHS Ta
crienudiaaol
npodiIakTUKu
1H(eKIiHHX Ta
HEIHPEKIIHHUX
3aXBOPIOBAHbD,
3MIIHCHIOETHCS
[lenTpOoM y CTpOK HE
Olnble 5
KaJCHJapHUX  JHIB
(momepeHs

ekcneprtusa Llentpom
- 1 xanenmapuwuit
IIEHb; CIIeIiajli3oBaHa
excrieptusa Llentpom
- 4 KaneHIapHHUX
JHi).

Crpox
MIPOBEJCHHS
EKCIIEPTU3U CYTTEBOI
MTOTIPABKH i3
3aCTOCYBaHHSIM
JOCTIIKYBaHOTO
JIKapChbKOTO 3aco0y
nepeaoBoi  Teparii
CTAaHOBUTH HE OUIBII
HIX 68 KaneHaapHUX
JTHIB.

Crpok
MIPOBEICHHS
MONEPEIHBOL
eKCTePTU3U
LlenTpom - He OLIBII
HIX 11 kanengapHux
TTHIB.

Crpok
MIPOBEICHHS
crerniaigi3zoBaHol
eKCIepTU3n
IlenTpom - He OUIBII
HiX 57 KaneHaapHUX
ITHIB.

Lentp MOXKE
MPOJIOBXKUTU TIep1oJ]
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eKkcrepTusu 1ie Ha 50
KaJleHJIapHUX  JIHIB

IUIA KIIIHIYHUX
BUNIPOOYBaHb i3
3aCTOCYBaHHSIM
JOCTIKYBaHOTO

JIKapChKOTO 3aco0y
IIEpENOBOl 3 METOIO

KOHCYJIbTAIlI ! 3
daxiBsgMHU, TPO IO
ITOB1IOMIISIETLCS
3asBHUK.

5. OuikyBaHi pe3yabTaTn
[IpuitHATTS TPOEKTY Haka3zy 3a0e3NeuuTh MPUBEJACHHS Yy BIAMOBIAHICTH 10
MDKHAPOIHUX BUMOT II0JI0 OpraHi3ailii IpOBeICHHS KITHIYHUX BUITPOOYBAHb JIIKAPCHKUX
3aco01B nepeioBoi Teparii B YKpaii,.

6. Y3arajibHeHNid BUCHOBOK
[IpoexT Haka3zy HE CyNepeYuTh OCHOBHHMM IIOJOKEHHSIM 3aKOHOJIaBCTBA
Cporneiicekoro Coro3sy.

MinicTp oxopoHu
310pOB’sl YKpaiHu Bikrop JIAALLIKO

2024 p.




