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MIHICTEPCTBO OXOPOHH 3/I0POB’SI YKPATHU

HAKA3

Kuis No

Ilpo sareepmxennsa 3min mo Ilopsiaxy npoBexeHHS KIiHiMHEX BHIIPOOYBaHL
JIKapchbKHX 3ac00iB Ta eKcHepTH3W MarTepiadiB KIiHIYHHX BHIIPOOYBaHbL Ta
ITopsiky npoBenenHst JOKIiHIYHOT0 BUBYEHHAS JiKAPCHKUX 32C006iB Ta eKCHepTU3Nn
MaTepiajiB JOKJIiHIYHOT0 BUBYEHH JiKApCHKHX 32C06iB

»

BinmosinHo o crareit 4,6,7 3axony Ykpainu «IIpo mikapceki 3aco6m», Yromm npo
acoIianiro Mk YKpaiHoxo, 3 OfHiel CTOpOHH, Ta EBPOIEHCEKIM COI030M, €BponefichkiM
CIIBTOBAPHUCTBOM 3 aTOMHOI eHeprii i iXHiMH JepiKaBaMH-WICHAMH, 3 iHIIOY CTOpPOHH,
parudixosanoi 3akonom Yxpainu Bix 16 Bepecus 2014 poxy Ne 1678-VII, IIyHKTY 8
Honmoxenus mnpo MimicTepcTBO OXOpOHH 3XOPOB’S  VKpaiHW, 3aTBEpIKEHOTO
nocranoBoro Kabinery Minictpis Vipaian Bix 25 Gepesnsa 2015 poxy Ne 267 (B penakuii
nocranoBy KabGinery Minictpis Vipaimu Bin 24 ciums 2020 poxy Ne 90),

HAKA3YIO: | e

1. 3atBepauT 3MmiEm mo Ilopsamky NpoBeXeHHS KIIHIYHHX BHUIIPOOYBAaHb
TMKAapCBKUX 3aCO0IB Ta eKCIEPTH3H MaTepialliB KIiHITHUX BUIPOGYBaHS, 3aTBEP/KEHOTO
Haka3oM MiHicTepcTBa oxdponn 310poB’s Ykpainm Bix 23 Bepecus 2009 pokxy Ne 690;
3apeecTpoBanoro B Minictepersi roctunii Vipaimu 29 xoBtHZ 2009 poxy 134
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Ne 1010/17026 (y pemaxuii maxasy MinicTepcTBa 0OXOpOHH 3HOpOB’S YKpainm
Bif 12 yummsg 2012 poxy Ne 523) Ta IMopsamky TIPOBEAEHHS NOKIIHIYHOTO BUBYECHHS
JMKApCBKUX 3aCO0IB Ta E€KCIIEpPTH3H MaTepiaiB TOKTIHIYHOTO BHBYEHHS TMKapChKIA
3aCO0IB, 3aTBEPIKEHOTO HakasoM MiHicTepcTBa OXOpOHH 310pOB’S VYxpainu Big 14
rpynust 2009 poky Ne 944, 3apeectposaroro B MinicTepersi ocTumii Ykpainu 19 ciupsa
2010 poxky 3a Ne 53/17348, mo nogaroTses.

2. ®apmanesTaHOMY JupekTopary (IBaHy 3aaBopHEX) B YCTaHOBICHOMY IOPSAKY
3a0€3IICUMTH MOJIAHHA IILOT0 HAKA3y Ha JIEPKAaBHY PEECTPALLiIo 10 MisicTepcTBa HOCTHIT
Ykpainm.

3. KoHTpOoNIb 32 BHKOHAHHAM I[bOTO HaKasy MOKJIACTH Ha IEPIIOro 3aCTYIHYKA
Minictpa Onexcannpa Komapiny. Pl

£

4. Lett nHaxas Habupae YMHHOCTI Yepe3 6 MiCAIiB iy NpUIHHEH S a6o CKaCYBaHHH
BOEHHOTO CTaHy.
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3ATBEPJDKEHO

Haxas MinicrepcTsa

OXOPOHHU 37I0pOB’s YKpaiHu
No

3MIHHA
no Ilopsinky nposeaenHs KIiHi9HEX BANPOGYBaHb JIKapCchKHX 32¢00iB Ta
eKCIIePTH3H MaTepiajiB KIiHIYHHX BHOPOOyBaHDb Ta Hopsaky nposenenns
JOKJIiHIYHOr0 BHBYEHHS JIIKapChbKAX 3ac06iB Ta eKCIEePTH3H MaTepiaJis
AOKJIIHIYHOI0 BHBYEHHS JIiKAPCHKUX 32C00iB

1. V Ilopsinky mpoBeneHHs KIiHITHEX BUNPOOYBaHb JIKapCHKUX 3ac00iB Ta
CKCIEPTUSH MaTepialiB KIiHIYHUX BHIPOOYBAHB, 3aTBEPIKEHOTO HAKA30M
MinicTepcTBa OXOpOHH 370poB’s Vipaiuu Big 23 Bepecus 2009 poxy Ne 690,
3apeecTpoBaHoro B MimictepeTsi foctunii Yipaiam 29 skosras 2009 POKy 3a
Ne 1010/17026 (y pemaxuii makasy MinicrepcTBa 0X0opoHE 300pOB’s Vkpaian
Bix 12 mumas 2012 poxy Ne 523):

1) posin V IOMOBHUTY HOBMM ITYHKTOM TAKOTO 3MICTY:

«5.6. Jlo TmowaTtKy mNpOBENEHHS KIIHIYHOIO BUNpoOyBaHHS y Micwi
IpOBeNEeHHs BUIPOoOyBanus LleHTp, 3a GaxanuaM ¢hisuaroi aGo IOPUANYHOI 0co0u
(3aKyIa;my OXOpOHH 3[0pOB'S (JiKyBanbHO-IPOdiNaKTHYHOTO 3akiazy), 3asBHEKA
KIIHI9HOTO BHIIPOOYBaHHS, KOHTPAKTHOI JOCTITHUIBKOI Oprasizarii, CIIOHCOPA
TOINO) (nam — 3aMOBHHUK), HPOBOIUTEH OIIHKY BIiNIIOBIHOCTI BHMoOram,
BH3HAYEHUM IMM DPO3MITIOM, IO MICI NpOBEIEHHS JOCIIDKEHHST Ta/abo 1o
naboparopii, AKi IIaHyeThCs 3aTy9aTy 0 IPOBeAEHHS KIiHITHOTO BUIIPOOYBaHHS
(mami — orinka BIATIOBiTHOCTI).

JJIs. IpOBe/leHHA ONIHKY BiANOBIMHOCT] 3aMOBHHUK Hajae 10 Hentpy 3asBy 32
(hopMOrO, HaBEHEHOW y MOAATKY 3 10 IIBOTO Iopsaxy. Jlo 3agBu popmaeThest
inpopmanis npo JII3 Ta MIIB, sxi IUIAHYETHCS 3allydaTH U1 TIPOBENEHHS
JOCITi/PKeHHS, 33 (OPMOI0, HABEIEHOIO y TONATKY & 10 IIBOTO [Topsnky.

Mix IleHTpoM Ta 3aMOBHHKOM, 3 JOTPHMAHHSM BHMOT LUBUIFHOTO
3aKOHONABCTBA, YKJIANA€ThCs JOTOBIP PO MIPOBEICHHS OI[iHKH BiAMOBI MHOCTL.
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3a pesynbTaTaMy OLHKH BiATIOBIIHOCTI, Lentpom Bumaetscst Bucrnosox mpo
BiAOBIIHICTE/HEBIATIOBI THICTE  BUMOTaM J0 MiCUS MpOBENEHHS OCTIIKEHHS
Ta/abo 1o maboparopii.;

2) IOTIOBHHUTHU ITops ok HOBUM JOAATKOM 3, IO IOMAETLCH.
¥V 3B’S3KY 3 MM o#aTku 3 - 16 BBaXkaTH BIJITOBINHO AoJaTKaMu 4 — 17;

3) y rexcti Ilopsimky mocwnaHHS Ha momaTkd 3 - 16 3aMiHmTH BIIIOBiAHO
IOCWJIAHHAMM Ha nomatku 4 - 17.

2. Y IlopsiiKy mpoBeneHHs JOKIiHIYHOIO BHBUCHHS JTiKapChKUX 3acobiB Ta
eKCIIEPTH3M  MaTepiaiB  NOKMiHIYHOrO  BMBYEHHS  IJHKAPCHKHAX 3ac00iB,
3aTBEPIDPKEHOr0 HakazoM MiHicTepcTBa 0XOpOHH 310poB’s Vipainu Bin 14 TpyaHs
2009 poxy Ne 944, 3apeectpoBaroro B MimicTepceTsi rocTrmil Vkpainu 19 ciuns
2010 poky 3a Ne 53/17348:

1) mynxr 4 posniny V nonoBHUTH HOBUME a63aaMyl TAKOTO 3MiCTy:

«[lo movaTKy mpoBeNeHHS AOKITIHIYHOTO BHBYEHHS, 33 GAXKaHHSIM (izmanol
ab0 IOpuAMIHOI 0cOGH (3aMOBHHMKA, HOCIIIHAIBKOL YCTaHOBH TomIO), JleprkaBuuit
CKCIEPTHHH HeHTp MiHicTepcTBa OXOpOHH 310poB’s Vkpainu (mami - LlenTp),
IPOBOJMTE OLUHKY BilIOBIJHOCTI HOCIHITHMIEKOI ycTaHOBM BuMoram HanesxHol
nabopaTopHOI NpakTHKH (Jaili — oriHKa BIANOBINHOCTI) Ha mHifcTasi 3adBu mpo
IPOBENEHHS OLUHKH  BiAMOBiMHOCTI JOCIIAHAIBKO]  ycTaHOBH  (Timpossiny
JOCTiMHMIBKO!  yCTaHOBH) BHMoraM  HaexHof 71ab0paTOPHOI  NPAKTHKY,
HAaBEIEHOI B TOAATKY 6 IO IBOrO Iopsnxy. [o 3adBU HOMAETHCS indopwmariis mpo
TOCILTHALBKY YCTAaHOBY 3a ()OPMOIO, HABEAEHOIO B nonarky 7 no mporo Iopsaxy.

ITepenik acmekTiB MIUILHOCTI TOCTIAHHUIBKOL YCTaHOBH, INO IiISraiThb
nepeBipLi (ane He 06MeXyIOTECS HUMH) TIiJT 9ac OLIHKH BiIOBiMHOCT HaBeJCHUH
y Aomatky 8 no mporo Iopsiky.

Mix Ilentpom Ta ¢isudHOO 860 IOpHIEYHOW 0c060M0, 3 JOTPUMaHHIM
BHMOT IIHBIJIEHOTO 3aKOHO/[ABCTBA, YKIIALA€ThCA JOTOBIP PO IIPOBEACHHS OIIHKI
BIAIOBIHOCTI.

3a pesynbraTamu ONiHKH BignosinHocti LleHTpoM BHmaeThcS BHCHOBOK IIpo
BiJINIOBITHICTR/HEeBIANOBI qHicTE BMoram Hanesxnoi 1a00PaTOPHOI IPAKTUKH.»;

2) MOTIOBHUTH Iopsinok nomatkamu 6 - 8, 10 T0XAIOTHCA.

B.o. renepansnoro xupexropa

®apmManeBTHYHOrO TUPEKTOPATY Isgn 3AIBOPHHUX
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IMOSICHIOBAJIBHA 3ATIMCKA

10 NPOEKTy Haka3y MiHicTepcTBa 0XopoHH 310poB’ s YKpainu
«IIpo 3aTtBepmxenns 3min no Mopsaky npoBeaeHHs KITiHIYHHX BHNIPO0OYBaHb
JiKapChKUX 3ac06iB Ta ekcnepTH3H MaTepianiB KIiHIYHIX BHIIPOOYBaHb Ta
Hopsinky nposenenns NoKIiHIYHOrO BUBYEHHS JIiKAPCHKUX 32C00iB Ta
€KCHEePTH3HM MaTepiaJliB JOKIIHIYHOr0 BUBYEHHS JiKAPCHKHX 3aC0GiBy

1. Meta

Hpoekr Hakazy MinicTepcTBa 0x0ponu 300poB’s YKpaitu «IIpo 3aTBepmKeHHs
3umin no Ilopsanxy npoBeneHHS KIIHIYHMX BHIPOGYBAaHD JIKapchKHUX 3ac0o0iB Ta
eKCTIEPTU3M ~ MaTepialiB KIiHIYHMX BHIpPOOYBaHb Ta IlOpAAKYy IpPOBELEHHS
JOKITIHITHOTO BUBYEHHS JTIKapCHKHX 3aCO0IB Ta eKCTIEPTH3M MaTepiaiis TOKIHIYHOTo
BHBYCHHS JIIKapCHKHX 3aC00iB» (Ialli — IPOEKT HAaKazy) po3pOBICHO 3 METO HATAHHS
MOJIIMBOCTI 3alliKaBIeHUM ocobaM (3asBHHKAM, 3aMOBHHUKaM, JOCIIIHULLKAM
YCTaHOBAM, CIIOHCOPaM, JiKYBaIbHO-IPODINTAKTHIHAM 3aKIaaM, TOCIiIHIKAM) 38
O2)KaHHAM TIPOBECTH OI[HKY MOCIHIAHMIEKOT YCTAHOBH INOIO 3a0e3ledeHHs
MOTPUMAaHHs BUMOT HaltesxHol s1a6opaTopHOi MpakTHKH Ta MPOBECTH OIHKY MicIs
MPOBENGHHS IOCIIDKEHHS Ta/abo naGoparopii, mo mIaHyeThCs 3aly4aTd -0
POBENIEHHs KIIIHIYHOrO BUNPOOYBAHHS HA BIAIOBIAHICTE HOPMATHBHHM BEMOTaM,
[0 € 3aIlOPYKOK0 OTPUMAHHs OiNBII SKICHUX, TOYHUX T4 MOBHUX NAHWX I 4ac
NPOBENCHHS JOKIHIYHUX JOCTi/UKeHh Ta KIHIYHMX BHIPOGYBaHb TKapChKUX
3ac00iB.

2. OGrpynTyBanHsl HeoOXiAHOCTI NPHITHATTS aKTa
4

IIpuiHATTS IPOEKTY HaKa3y MO3BOTHUTE 0c00aM, Ki 3a6e3MeUyIOTh IPOBESHCHHS
JOKJIHIYHOrO JOCHIKEHHsT Ta KIiHIYHOrO BHIPOGYBaHHS JIKapChKOTO 3aco0y,
OTpPHUMAT¥ AOCTOBIpHI JaHi I 9ac IpOBENeHHS OKIIHIYHOrO MOCTIKeHHS Ta
KJIIHIYHOTO BHIPOGYBaHH.

Hanexxta jabopaTopHa MpakTHKa — CHCTEMa SKOCTi CTOCOBHO Opraizarii
NpoIeCy Ta yMOB IUIAHYBAaHHS, TPOBEICHHS, MOHITOPHHTY, peecTpalil maHUX,
HaJ[aHHA pe3ynsTariB Ta 30epiraHHA MaTepialiiB MOKIIHIYHHX OCIIDKEHb OO
Oe3reKH JKapCchKOTo 3aco0y Uis 340pOB's JIEOIMHY Ta JOBKLIIL. BoHa IBIIsE COGOI0
CYKYIHICTb IIPaBHII 3 IUTAHYBAHHS, BAKOHAHHSI, KOHTPOJIO, OIiHKH i TOKYMEHTYBAHHS
nabopaTOpHUX HOCIiKEHb, SKi € YACTHHOI NOKIIHIYHOTO BHBYEHHS 1 KITIHIYHIX
BUNPOOyBaHb NiKapchKUX 3aco0iB i sKi 3a0e3MedyioTh SKiCTh, TOUHICTS i IIOBHOTY
OTpUMAaHMX HaHUX. _ .

JloxmiHiYHe NOCIi/DKEHHS O3HAYA€ eKCIIEPHMEHT abo PSji eKCIIepPHMEHTIB, y
AKUX 3pasoK JHKapChKOro 3aco0y BHBYAETBCS B J1a0OpaTOPHHX yMOBAax Jyis
OTPHMAaHHS JaHUX MO0 MOT0 BJIACTHBOCTEN Ta/abGo Oe3meunocti. Y Horo Ipo1eci
IPOBOIATECA XiMivHi, ¢isudni, Giosoriuni, Mmixpobiororiui, (hapmakosoriyHi,
TOKCHKOJIOTIYHI Ta iHIN eKCIepHMEHTANbHI HayKOBi JOCHIKEHHS 3 METOIO
BU3HAYEHHI Clieluivanoi Aii Ta Ge3IeKu ITikapChKoro 3acoby.




Kuiniure BunpoGysannsa (KTiHigHe JOCTIKEHHS) JIKAPCHKOTO 3306y — 6y/ib-
AKe JOCHI/UKEHHs 3a y4vacTio JIOAWHH SIK JOCIIIPKYBaHOTO, ITIPHM3HAYCHE Ui
BHSBICHHA a00 MiATBEP/UKCHHS KIiHIYHMX, (apMaKoONOTidHHX Ta/afo iHIIMX
dapMakoarHaMiYHIX e(eKTiB ofHOro abo IEeKiTBKOX TOCIIKYBaHUX JIKapChKHX
3ac001B, Ta/ab0 BUABIEHHS MOGIYHUX peakiiil Ha OUH aG0 MeKiTbKA JOCIi Ky BaHIX
JiKapchKuX 3ac06iB, Ta/abo [ BUBYEHHS BCMOKTYBAHHS, posnomny, MeTabomi3my
Ta BUBEJICHHS OHOTO a00 KiIbKOX JIKapChKHX 3aC001B 3 METOIO IIiATBEPIKEHHS HOT'o
(ix) 6e3nmeunocTi Ta/ab0 ePEeKTUBHOCTI.

Pesynbratd JOKNIHIYHOTO JOCTIKEHHS Ta KIIHIYHOTO BHUIPOGYBaHHSI
JIKapChKOTO  3aco0y BiflirpaloTh BAXINBY pOJb y MONATBIIOMY [POBEXCHHI
eKCIIEPTH3H ‘MaTepialiB peecTpallilfHOro 10Cke Ha JIKapChKi 3acO0U BIAIOBIMHO JI0
[opsinky npoBeNeHHs eKCIePTH3N MaTepiaiiB Ha JIKapchKi 3aCO0M, 1[0 MOAAIOTHCS
Ha JIepXKaBHY PeECTpaliio (MepepeecTpalliio), a TaKoXK eKCIepTU3y MaTepialliB Ipo
BHCCCHHS 3MiH JO peecTpalifiHux MarepiaiiB IpoTsrom gii peecTpamiliHOFO
TIOCBITUEHHS, SaTBep,Z[>KeHOFO Hakaszom MO3 Big 26.08.2005 Ne 426, 3apeectposaro
B MiricTepcTBi roCTHUIIIT YKpanm 19 BEpeCH 2005 p. 3a Ne 1069/11349.

PesynpraTé  [OKIIIHIYHOTO HOCHIMKEHHA Ta KIiHIYHOTO BI/IHpO6YBaHH5I
JIKApChKOTO 3ac00y MAlOTh IDYHTYBATHCS Ha SKiCHHX, TOUHHX T4 [OBHHX JAHHX,
OTPUMAHUX IIi){ Yac iX IPOBeIeHHs, 10, 30KPEMa, JOCATAETHCS 3aBISKU JOTPUMAHHIO
BuMor Hanexnoi maGopaTopHOI HpakTHKXA Ta HOPMATHBHHX BHMOT IOAO MIcCIlL
NPOBEICHHs JOCTIDKEHAA Ta/abo naGoparopil, [0 IUIaHyeThcs 3alydaTdH Jo
IPOBEIEHHS KIIHIYHOTO BUIIPOOYBAHHL. .

JUtst IpoBeieH s TOKIIHIYHAX TOCHIIKEHb JIKapChKHUX 3aC00iB, TOCIITHULBKI
YCTaHOBH (T11APO3 AT JOCHTiTHAIEKO] YCTaHOBH) IIOBMHHI Bi/IIOBI1aTH HOPMATHBHO-
IIPaBOBUM BIMOT'aM II[OJI0 IIPOBEAEHHS JOKITIHIYHUX JTOCTI/DKEHE JIIKAPCHKIX 3aco61:B
B YKpaiHi.

Owinky BiANOBIAHOCTI JOCTITHUIBKOI YCTAHOBH (mimpozniny J:(OCJIiLLHHuLKo'f
YCTaHOBH), i€ IIaHyEThCS IPOBEICHHS JOKIIIHIYHUX JOCIiKEeHb JTiKapchKUX 3aC001B
BuMoram HaexxHoi 1abopaTopHOi IPaKTUKK JOLMOMOXKE CIIOHCOPY, SKUM iHimifoe
NPOBEACHHS MOKNIHIYHUX JOCHi/KeHb sKHAWIMBHIIIE OOpartd JOCIiAHMIBKY
ycraHoBy (IIZPO3OLN JOCTIAHMIIBKOI YCTAHOBHM) JUIS SKICHOTO HPOBEJCHHS
JOKJTiHIYHOTO BUBYCHHS JIIKAPCHKUX 3aC001B.

Jl71st 3aimydenns 10 pOBeJeHHs KIIHIYHOrO BUNPOOYBaHHA MicId MIPOBECHHS
BUIIPOOyBaHHs Ta/abo naGopaTopii MOBWHHI BiANOBiIaTH HOPMAaTHBHO- TPaBOBHM
BHUMOT'aM B c(hepi IpOBeIeHHs KIIHIYHUX BUIIPOGYBaHb. e

Bubip nocrmiguuka / JITI3 / micis nposeneHHs BunpoGyBanHs / taGoparopi, ski
IUIAHYIOTBCA 3aJIydaTd IO IPOBEIEHHS KIIiHIYHOTO BHNPOOYBaHHS € 00O0B’SI3KOM
CIIOHCOPa KJIHIYHOrO BHIPOOYBaHHA. SIK CIOHCOPM / 3adBHUKM KITIHI9HEX
BUIIPOOYBaHb, TaK i JOCHIAHUKY 3aIliKaBJIeHi B IKICHIH MiATOTOBIIl Ta IPAIBH/IICHH]
BiIOOpy MiCIld TIPOBEACHHS MOCIIMKeHHs Ta/abo jaboparopii, 1O IJIaHyeThCs
3aJIydaTy [0 IIPOBEAEHHS KIiHIYHOTO BUIPOOYBaHHI.

Kpim Toro, cming 3asHaumtd, Io crarrero 1 Jupektusu 2004/10/€C
€ppornelicekoro napiamenty ta Pamm (€sponeiicskoi CrimbHoTu/CIiBapyKHOCTI)
Big 11 mororo 2004 poky moxo rapMoHi3aLii 3aKOHIB, IPABXI T4 aMiHiCTPaTUBHIX
TIOJIOXKEHb, SKi CTOCYIOThCS BHKOPHCTaHHS IIPUHIMMINB HaJeXHOI ITaGoparopHOi
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MIPAKTUKK Ta NIEPEBIPKY iX 32CTOCYBaHHS IIPH BUIPOGYBaHHi XiMIYHHX PEYOBHH (masi
— Hupexrusa 2004/10/€C) mepenbadero, IO epKABH-YICHH BKUBAIOTD ycix
3aX0MiB, HEOOXIOHUX Iyis 3a0e3leYeHHs TOro, o0 nabopaTopii, sKi IPOBOAITH
BHIIPOOYBaHHS XiMiuHOI Npopykuii, Bizmosimwo mo0 JlUpeKTHBH 67/548/€EC,
AOTPUMYBAIMCA NPUHLMMIB HaNexHoi nabopaTopHoi mnpaktuka (GLP), sk 1e
nepenbaveno y Jongarky I no uiei Jupexturu. Bignosingo no crarri 2 Jupextusu
2004/10/€C, mpum nomanHi pesynbrarie naGopaTopii, 3a3HadeHi B CTaTT 1,
3aCBIIYYIOTh, 1[0 BUIIPOOYBaHHs GyiH IpOBENeH! BiANOBIAHO 1O npuHuumis GLP,
3a3HAUCHUX y Iif crarti. {ma mporo, srigHo crarti 3 Jlupextusu 2004/10/€C
ACPXKaBU-WICHH [OBUHHI IPUWHATH 3aX0my, HeoOXimmi mms HiATBEP/UKEHHS
BifmoBigHocTi npuHnmmmaM GLP. 1li 3axomy NOBMHHI BKIIOYaTH, 30Kpema,
IHCIIEKTYBaHHS i IIepeBipKH JOCTiIKEHb y BianoBigHOCTI 3 pexomerganisavmu OECH
y Wi ramysi, .
OpHuM i3 BEZIB IepeBIpKU AOCTIKEHh Y BigmoBigHOCTI 3 PEeKOMEHTaIiIMHU
OECD € n100poBineHE NPOBEACHHS OIIHKH BiIOBIIHOCTI MOCITiIHUITEKOT YCTaHORH
BuMoram Hanexxnoi naGoparopHol mpakTuxu. 1
Bianosinso o crarti 2 Jupextusu 2004/9/€C €spomneiicskoro Ilapnamenty ta
Pamqu €C Big 11 motoro 2004 poxy momo IHCIIEKTYBaHHA Ta MiATBEpIKEHHT
HAJIEXKHOT 1ab0paTOpHOI PAKTHKH, 3aCTOCOBYIOUH NPOUEAYPY, BUKIAICHY Y CTATT
3, OepKaBH-4JIeHH IIOBWHHI IepeBipATH Bimmosimmicts no GLP Oyab-sKi ol
1abopaTopii y Mexax iX TepuTOpil, IO IPETEHAYIOTh Ha IPOBEIEHHS IOCIIiKEHE
XIMIYHHUX IIPOAYKTIB 3rigHO 3 GLP.
OnHuM i3 MOMIMBHMX IIEPEAYMOB IS iHCHEKTYBaHHS Ta HiATBEPIKEHHS
HAJIXKHO] 1ad0PaTOPHOT IIPaKTHKH € TOOPOBLIbHE MPOBEICHHS OLIHKHU Bi OB THOCT]
JOCTIZHUIBKOT yCTaHOBH BuMoraM Hamesxrol nabopaToOpHOI MPAKTUKH.
Bixnosinno no crarti 6 Hupextusu 2001/83/€C €BpomeichKkoro [Tapnamenty
Ta Pagn €C, xomen nixkapcekuit 3aci6 He Moxke GYTH BBeIeHUN B 06ir JepKaBH-
WIeHa, AKIIO NO3BiM Ha NPOAax He OyB BHNAHMH KOMIETEHTHHM OPraHOM Liéi
A€pXaBU-WieHa BIANOBIMHO mo wiel JupexTuBM ab0 103Bim He OyB HagaHui
BiIIOBinHO 10 Perimamenty (€C) Ne 726/2004, mos’si3asoro 3 PernaMeHToM (€C) e
1901/2006 Esponeticexoro Iapnmamenty Ta Pamu Big 12 rpyass 2006 poky mpo
JUKapchbKi 3aco0M U IeNaTpUYHOTO BHKOPHCTAHHS Ta PermaMeHToM (€C)
Ne 1394/2007. 3
Onniero 3 yMOB BUadi [03BOIY € IiATBEPIKEHHS TOTO, IO JIKapChKUH 3aci6i-
edeKTHBHUMY, Oesmevnmii Ta skicHuM. JIOCATHEHHS IUX YMOB Mae GyTH, 30KpemMa
MiATBEPKEHO JaHUMH, OTPHMAHUME B JOKIIHIYHHX MOCIIDKEHHSX Ta KJTIHITHIX
BUNIPOOYBAHHSX, 5Ki HOBUHHI GyTH TOYHHUMM Ta HOCTOBipHMMH. OIHUM i3 IILIAXIB
AOCSATHEHHS LBOrO € NOTpuMaHHs BuMor HanexHol naGoparopHoi HpaKkTHKH Ta
BIANIOBIZHICTS HOPMATHBHHM BHMOTAM MIiCIs IIPOBEACHHS JOCHIIKeHHS Ta/abo
nabopatopii, 1o INaHy€eTHCS 3aIyYaTh 0 IPOBEACHHS KIIHIUHOro BUIIPOOYBaHH.
BinnosinHo 1o crarTi 6 3akony Vkpainu «IIpo nikapchbki 3aco0m», NOKIiHIUHE
BUBYCHHS JIKAPChKUX 3aco0iB mepenbavae ximiumi, ¢isuami, 6iomoriusi,
MikpoGionoriuni, Gapmakooriugi, TOKCHKOIOrYH] Ta iHmi HAYKOBI JOCIIiKEHHS- 3
METOI0 BUBYCHHS iX crenudiynol akTuBHOCTI Ta Oesneunocti. [Topsaox mpoBeaeH s
JOKILHIYHOTO BUBYEHHS JTiKapChKUX 3aC0O01B, BAMOTH 10 YMOB MPOBEIEHHS OKpEeMHUX
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JOCIIJKEHb, & TaKOX IOPANOK MPOBEICHHS €KCIIEPTU3 MaTepiallis JOKJIHIYHOTO
BUBYEHHS JIIKapCHKKX 3aC00iB BCTAHOBIIOKOTHCS [IEHTPATHHIM OPraHOM BHKOHABYGL
BJIa/TH, 110 3a0e31euye GopMyBaHHS JeprKaBHOL MOMITHKE Y cdepi OXOPOHU 370POB'Y,
3 YPpaxyBaHHIM HOPM, III0 3aCTOCOBYIOTECS Y MDKHAPOIHIN MpaKTHILI.

Ilopsnok TmpoBejeHHS JOKIiHIYHOTO BHBYCHHS JIKapChKUX 3aco0iB €
3aIOPYKOIO NOCATHEHHS KPAaIyX Pe3ylabTaTiB MUX HOCTikeHb. Tak, Hakazom MO3
BiA 14 rpynas 2009 poky Ne 944, sapeecTpoBanuii B Minicrepersi roctunii Ykpainu
19 ciuns 2010 poxy 3a Ne 53/17348 3aTBepmxeHo [Topsmox TmpoBeneHHS
JIOKJIIHIYHOTO BUBYEHHS KapCHKUX 3aC001B Ta EKCIIepTH3N MaTepianiB JOKIIHIYHOTO
BUBYEHHS JIIKAPCHKUX 3aC001B.

OnmeuM i3 acmekTiB  JOCATHEHHA — Kpalqux Pe3ynabTaTiB  AOKITIHIYHOTO
JOCIiUKeH s (BUBYEHHS) JIIKapChKOro 3acoby € JOOpOBiNEHEe TPOBEICHHS OIIHKH
BIIIOBIAHOCTI  JOCIiAHUITBEKOT ycranosn BuMoram Hanexnoi maGopatoproi
IIPaKTHKH, IO € CKIaJOBOIO MOPAAKY IPOBEICHHS NOKTIHIYHOTO IOCIIKEHHS
(BUBUEHHS) JliKapchkoro 3acoby. ToMy, MOXKHA BBa)KATH, [0 3aKOHOZIaBYA ITiJ[CTaBa
3aIpOBaKEHHS OOPOBLITBHOTO NPOBEIEHHS OLiHKH BiAMOBIAHOCTI JOCIIHAIBKOT
yCTaHoBM BUMoram Hanexwnol nabopaTopHoi MpakTHKH BiIOBigac BEMOTaM CTaTTi 6
3axony Vkpainu «IIpo Jikapchki 3aco6m.

Binmosinso o crarri 7 3akony Vkpaimu «IIpo JIKapchKi 3aco0uy», KIiHIuHI
BUIPOOYBAHHS JKapChKUX 3aCO0iB MPOBONATHCS 3 METOK BCTAHOBIEHHS a6o
IMIATBEPXKEHHS e(DeKTUBHOCTI Ta HEIIKiIHBOCTI JiKapcekoro 3aco0y. Ilopsmok
NPOBEACHHA €KCHEPTH3H MaTepialiB KIiHIYHHX BUIOPOOYBaHb BCTAHOBIIOETHCH
ICHTPaJIbHUM OpraHOM BHKOHABYOI BIany, mo 3abe3nedye GopMyBaHHS ACpKABHOT
NOJITUKHY y chepi OXOPOHH 3/10POB's. 4

Hakazom MO3 Bix 23 Bepecus 2009 poxy Ne 690, 3apEECTPOBAHU B
MinictepcTsi roctunii Yxpainu 29 sxostas 2009 poxy 3a Ne 1010/17026 3atsepaKero
Hopsinox mpoBeneHHs KIiHIYHUX BHNPOGYBAHD JIKapChKUX 3ac00iB Ta eKCHepTH3H
MaTepialliB KITiHIYHEX BUIIPOOYBaHb.

3arpoBa/KeHHS. MOPSAKY IPOBENCHHS KIIHIUHHX BUIIPOOYBaHE JIKAPCHKUX
3ac0O0IB € 3aIOpyKOI0 JOCSTHEHHS KPaIuX Pe3y/IbTaTiB KIiHiTHOTO BHIIPOOYBaHHSI.
BpaxoBytoun Te, 1o 06pOBiNEHE MPOBENEHHS OIIHKA BiAMOBiTHOCT HOPMAaTHUBHHAM
BUMOTaM MiCLi IPOBENEHHS JOCIi[KeHHs Ta/abo naGoparopii, mo NJIaHY€ThCS
3ayqaTH N0 TPOBEAEHHS KJIIHIYHOIO BHUIPOOYBAaHHS € OIHWM i3 aCHeKTiB
AOCATHCHHS KPAIMX Pe3yNIbTATiB KIIIHIYHOrO BUNPOOYBAHHS, TOMY MOYXHA BBaXkKatd,
10 AOOpOBiINBHA OIHKAa BIATIOBiMa€ BUMOraM CTaTTi 7 3axony Ykpainu «IIpo
JIKapChKi 3ac00m». 3

3. OcHOBRHI N0/103KEHHSI NPOEKTY aKTa

IIpoexTOM Haka3y MPOMOHYETHCS 3aTBEPANTH TaKi 3MIiHM:

Y llopsinky mnpoBeneHHS KIiHIYHAX BHIPOGYBaHL JIKAPCHKHUX 3acobiB Ta
CKCIICPTUSH  MaTepialiB KIHIYHEX BUIPOOYBaHb, 3aTBEPIKCHOTO HAKA30M
MiHicTepcTBa OXOpOHH 370poB’st Ykpaimm Bim 23 BepecHs 2009 poky Ne 690,
3apeecTpoBaHoro B Mimictepersi foctumii Vkpainm 29 sxostHs 2009 POKy 3a




Ne '1010/17026 (y penmaxuil mHaxasy MimicTepcrea OXOPOHU 3I0pOB’s YKpaiHu
Bix 12 mamms 2012 poky Ne 523): ;.

1) po3min V IomoBHHTH HOBEM IYHKTOM TaKOro 3MicTy:

«35.6. [lo movyaTKy mpoBeneHHs KIiHIYHOrO BUMPOGYBaHHS y MicIi HpOBe,Z[eHHSI
BANIPoOyBaHHs, LleHTp, 3a GaxaHHsM ¢isuunoi a6o ropumuaHOi Oco6m (3aKJIa;[y
OXOPOHH 3JI0POB'S (JIiKyBaJIBHO- npoq)maKTHquro 3ama)1y) 3asBHUKA KIiHITHOIO
BHNIPOOYBAHHSI, KOHTPAKTHOI JOCIIIHHIIBKO] OpraHisarii, criorcopa Touo) (majmi —
3aMOBHFK), TIPOBOAUTH OLIHKY BIJAMOBIZHOCTI BHMOTaM, BHUKIAICHHUM B EOMY
Iopsanky, 1o MicIs MPOBEAEHHS OCIILKEHHS Ta/a6o 10 na6opaTop11 K1 IUTaHY€ThC
3ajIy4aTH 0 MPOBEACHHS KIIHIYHOrO BI/IIIpO6yBaHH51 (maumi — oriHKa BiAMIOBiHOCT).

Jist IpoBeleHHsT OLHKH BiIIOBIIHOCT] 3aMOBHHK HANa€ 10 Llentpy 3asBy 3a
(opMOIO, HaBEACHOI Y NOAATKy 3 HO ILIBOTO Iopsanxy. [Jlo 3asBe momaeThes
inpopmaris mpo JIII3 ta MIIB, sxi ImaHyeThes samy€ard muis IIPOBEECHHS
ROCIIDKEHHS, 32 (POPMOIO, HABEIEHOKO y JOATKY 8 IO IIHOr0 IMopsixy. g

Mk IleHTpoM Ta 3aMOBHHKOM, 3 JOTPHUMA&HHSAM BHMOT LIMBLUIBHOFO
3aKOHOJIaBCTBA, YKIIAIAECTLCS noromp PO IIPOBEICHHS OLIHKHK Bi/IIIOBIIHOCTI. «

3a pesynbTaTamMm OLIHKH BinmosimHocti, IeHTpoM BumaeThes BHCHOBOK IIpo
BI /OB IHICT/HEBIIIOBIMHICTS BUMOTaM [0 MiCI[ IIPOBEIEHHS TOCTiDKEHHS Ta/a60
10 1abopatopii, BUKIIafeHUM ¥ 1boMy [TopsaKy.»;

Y Tlopsiaky mpoBesieHHS MOKIIHIYHOrO BHBYEHHS JIKapCHKHX 3aco0iB Ta
eKCIEPTH3U MaTepialiB JOKIIHIYHOTO BUBYEHEHS JIIKAPCHKUX 3aCO6IB, 3aTBE/IKEHORO
Haka3zoM MiHicTepcTBa OXOPOHU 370poB’st Ykpainu Big 14 TPy AHs 2009 poxy Ne 944,
3apeecTpoBaHoro B MinicTepersi foctuiii Yikpaimu 19 ciuas 2010 POKy 3a
Ne 53/17348: :

1) myHKT 4 po3niny V IONMOBHATH HOBUMY aG3aI[aMHi TAKOTO 3MICTY: :

«Jlo moYaTKy MPOBENEHHs NOKIIHITHOrO BHBYECHHS, 38 GaKaHHAM (i3HUHOL a60
IOPUANYHOI 0cOo0W (3aMOBHHKA, JOCIIAHWIEKOI yCTAHOBH ToIIO), [ep:xaBHul
EKCIIEPTHUH IIEHTP MiHiCTepCTBa OXOPOHH 370poB’s Ykpainu (mami - Llentp),
NPOBOJUTE OLIHKY BiAMOBINHOCTI MOCTIAHMIBKOI YCTAaHOBM BUMoOram HanexHol
nabopaTopHOi NMpaKTHKK (Haii — OmiHKa BiAMOBIZHOCTI) Ha mizcTasi 3asBH Ipo
IPOBEAECHHA OLIHKM  BiOMOBIAHOCTI  IOCIIMHUIBKOL YCTaHOBU  (MiIpO3Iimy
AOCIITHALBKOL yeTaHOBH) BEMoraMm HaitexHoi n1a6opaTopHol paKTHKH, HaBeeHOT ‘B
monatky 6 mo usoro Ilopsnxy. Jlo 3aiBu monaerses imopmariis mpo I[OCJIIJIHI/ILIBKy
YCTaHOBY 3a (OPMOIO, HABEIEHOIO B JIOTATKY 7 no nporo [Nopsinky.

Ilepenik acmekTiB AiIBHOCTI ITOCHITHHUIBKO! yCTAHOBH, IO HIZ[J'I}H‘aIOTB
nepeBipili (ayie He OOMEXYIOTECS HAMM) TIiJl 9ac OI[iHKH BiIOBLAHOCTI HaBemeHuUil. y
nomarky 8 no nporo [lopsaky. '

Mix LlentpoM Ta QisudHOI0 860 IOPUIUIHO 0COBOI0, 3 TOTPHMAHHIM BAMOT
LEBUIGHOTO 3aKOHOJABCTBA, YKIANAEThCS JIOTOBIp TIPO IIPOBELCHHS OLIHKH
BiAIIOBiTHOCTI. :

3a pesynbraTamy OLiHKM BimmosimocTi LleHTpoM BumaeThcs BHCHOBOK mpo
BI/IOBIIHICTh/HEBi INOBiAHiCTs BUMoraM Hanexnoi n1a6opaTopHOl MPaKTHKLY




4. IlpaBoBi acnexkrn

Y nmaniii cdepi cycHinbHUX BiIHOCHH IiFOTH Taki HOPMATHBHO-NIPaBOBI aKTH:
Konctutynis Ykpaiuu;

3axoH Vkpainu «OcHOBH 3aKOHOZABCTBA Y KpaiHH Ipo OXOPOHY 3H0POB's»; -
3axon Ykpainu «IIpo sikapceki 3aco6m».

5. ®inaHnCcoOBO-eKOHOMIuHE 00T PYHTYBAHHS

Peayrizanis mpoekTy Hakasy He moTpebye IOIATKOBOTO ¢iHaHCyBaHHS i3
ZiepKaBHOTO ab0 MiclieBAX OIOKETIB. :

6. Ilo3unis 3aiHTepecoBanux cropin

Ilpoexr Hakasy mnoTpeGye TpoBeleHHs MyONiYHMX KOHCYIBTAlii. 3a
pe3yJbTaTaMy IyOII9HIX KOHCYIIbTaIH 3 30.06.2022 o 30.07.2022 Gy Bpaxosari
nporosuuii  €Bporelicekoi bisHec Acomiamii  Ta Jep:KkaBHOrO MiANIPHEMCTBA
«/lepxaBuuii excrieprHuit ientp MO3 Vipainmy.

IlpoexT Hakasy He CTOCYeThCs IMTaHb (DYHKI[IOHYBaHHS MiCIIEBOTO
CaMOBPsJlyBaHHS, IpaB Ta IHTEPECiB TEPHTOPIallbBHAX IpoMaj, MICLEBOro Ta
PETIOHAIBHOTO PO3BUTKY, COIIaBHO-TPYROBOI cdepm, mpaB oci6 3 iHBamimHiCTIO,
(yHKUiOHYBaHHS i 32CTOCYBaHHS YKPaTHCEKOT MOBH 5K [IEPIKaBHOI, TOMY He HoTpebye
TIOTOMDKEHHA 3 YIIOBHOB&)XEHUMH IIPEJICTABHUKAMU BCEYKPAiHCBKHX acoriaiiif
OpraHiB  MICLEBOr0  CaMOBDSAyBAaHHS, BIANOBIZHMX OpraHiB  MiCIEBOTO
CaMOBPSZyBaHHs, YIIOBHOBa)XXCHUX NPEICTABHMKIB BCEYKPaiHCHKHMX IMPOQCIILIOK, X
06’e/iHanb Ta BCEYKpaiHCBKHX 00’€lHAHb OpraHisamili po6OTOXABLIB, YpsnoBum
YIOBHOB&XEHMM 3 IIpaB ocCi6 3 IHBANJHICTIO BCEYKPAiHCBKMX TIPOMaICHKIX
oprasi3aniit oci0 3 iHBaiIHICTIO, IX CIIiNOK, YIIOBHOBAKEHOrO i3 3aXUCTY JepKaBHOI
MOBH.

IIpoext Hakasy moTpebye moromxenss 3 [epaBHOIO PETYIATOPHOIO CIYHKOOI0
Ykpainu, YrnosHoBaxeHuM BepxosHol Paxu Vkpainu 3 npas nronuamy, JepxxaBHOrO
ciyx0ot0 YKpaiHW 3 THTaHB O€3MEYHOCTI XapyoBMX IIPOAYKTIB Ta 3aXUCTy
CIIOXKMBAYiB, AHTUMOHOIIOJNBHUM KOMiTeToM Ykpainu, HaumiomamsHoo akameMiero
MeIUYHUX HayK YKpaiHu. e

IIpoexr Hakasy notpelye 37iliCHEHHs AepxkaBHOI peecTparii B MimicTepcrsi
IOCTHLIT YKpaiHy. s

7. Oninka BinmoBigHoOCTI ~

IlonoxeHHs IPOEKTy HaKa3y HE CTOCYIOTHCS: 3000B’s3aHb YKpainu y cdepi
€BPONEHCHKOI IHTerpanii; Ipas Ta cBoGOM, rapaHTOBaHUX KOHBEHIIEIO IPO 3aXHCT
TpaB JIIOJUHH i OCHOBOIIONIOXKHUX CBOGO. Y MPOEKTI HaKa3y BiACYTHi MONOXKEHHS,
10 BINTMBAIOTH Ha 3a0e3IIeYeHHs PiBHUX IIPaB Ta MOXIIMBOCTEH XKiHOK i HONOBIKiB;
MICTSITh PU3SHKM BYHHEHHS KOPYNIIHHMX [PAaBONOPYLIEHh Ta MNPABONOPYIICHS,
TIOB’SI3aHUX 3 KOPYIIIII€I0; CTBOPIOIOTH MMiICTABM I AUCKPHMIiHALLT. »




IIpoexT Hakasy He moTpebye HPOBeAeHHs HH(PPOBOI EKCIIEPTUIU TA OTPUMAHHS
BHCHOBKY MinicTepcTBa uH(prBOl TpauchopManii VkpaiHm npo mpoBeneHHs
[upPOBOI EKCIEPTH3H Yy 3B’S3KY 3 THM, IO IIPOEKT aKTa HE CTOCYETHCS MHTAHb
iHpopMaTH3aNii, eTeKTPOHHOTO ypsoyBaHHS, (OPMyBAaHHA Ta BHKOPHCTAHHS
HAIIOHATBHUX €JIEKTPOHHUX iH(QOpPMaNifHUX pecypciB, PO3BHTKY iH(BOpMAIiHHOTO
CYCILIBCTBA, ENEKTPOHHOI AeMOKPATil, HalaHHS a/MiHiCTPATHBHEX ITOCIYT. :

I'pomajzceka aHTHIAWMCKpMMIiHAIlifHA Ta TIpPOMaIChKa TI'eHAEpPHO-TIPaBOBA
eKCIIEPTU3H He MPOBOINIAC,

8. IIporuos pesyanaTlB

3akpiruieHi B HpoeKTl HAKa3y IT0JIOKEHHS JOIIOMOXYTh 3alliKaBJIeHUM oco6aM
IPOBECTH OIIHKY Ha BINOBIAHICTH NOCTiMHMUEKO! ycTaHOBM BHMoraM Hanexwof
nabopatopHOT MPaKTHKHU Ta OI[iHKY BiANOBITHOCTI HOPMATUBHMM BMMOIaM MiCI{d
NPOBEACHHS JOCIIDKEHHs Ta/abo saGopaTopil, M0 MNAHyeThCs 3amydaTdH o
NIPOBEICHHS KIIHIYHOTO BUIIPOOYBaHHS. }

Pearizailis MpoeKTy Hakasy CHPHATAME CTBOPEHHIO YMOB sl ONTHMi3aiil
CHiBMpani Cy0’€KTiB TOCIOJAPIOBaHHI 3 OpraHaMH JEpPXKABHOTO KOHTPOIIO ‘SKOCTI
JMKapchKUX 3aco0iB 3 OJHOYACHHM 3a0€3NIeYeHHAM 3iHCHEHHS JIEPKABOIO
KOHTPOITFOFOYHX Ta COIiaIbHUX QYHKIIH y cdepi 0XOpOHH 340pOB’.

Peamizailis IpoekTy Hakasy HE MaTHME BIUIMBY HA PO3BHTOK peI‘lOHlB
Mi/[BAIICHHS 1M 3HHKEHHSA CIPOMOXKHOCTI TepHTOpiabHUX TPOMaJl; PHHOK IIpall,
piBeHb 3aHHATOCTI HACETEHHS; eKOJIOTII0 Ta HABKOJIHIIHE MPUPOIHE CEpeiIOBMIIE,
00Csr IPUPOIHUX PeCypciB, piBeHb 3abpyIHEHHS aTMOC(EPHOTO ITOBITPS, BOMY,
3eMeJlb, 30KpeMa 3a0pyIHEHHs YTBOPEHIMH BiIX0JaMH, 1IN CYCIIiTBHI BiqHOCHHM:

Bruius Ha iHTepecH 3aiHTepecoBaHUX CTOPIH: :

3aiHTepecoBaHa CTOPOHA

Bnnus peanizariii akta Ha
3aiHTEPECOBaHY CTOPOHY

IlosicHeHHS OYiKyBaHOTO :
BILIMBY

3aMOBHUKH IOKIJIIHIYHOT'O
BHUBYCHHS

Hamacte MOXITHBICTE 3a
GaxkaHHSM 3aIliKaBIeHO]
0co0H IIPOBECTH OIIHKY
JOCIiTHUIBKO! YCTAHOBH
(migposmimy
TOCIITHUIBKOT yCTaHOBH )
Ha BiMOBIAHICTE

IMpumBuanmTH Binbdip
JOCHiIHUIBKOT YCTAaHOBH
(mimposminy :
JOCII MHUIILKOT
yCTaHOBHU )/

Posmmputu komno Bubopy:
HOBUMH ,Z[OCJ'II,D;HI/II_[BKI/IMI/I

s

BuMoraMm Hanexnol yCTaHOBaMH

nabopaTopHOl npakTuky | (Tigposaizamu
JTOCITI THATIBKOT
YCTaHOBH).

Hocmiquuiibki ycTaHOBH

HanmacTe MOXIHUBICTE 3a
Oa’XkaHHAM 3alliKaBIECHO]
0cobu MPOBECTH OIIHKY
IOCTiTHULIBKOT yCTaHOBU
(migpo3 iy

JOCTIi THAIIHKOI YCTAHOBH)

MOXIHBICTD HOTYUUTHCS

JIO TIPOBEIEHHS ;
JOKJIIHIYHOIO
TOCITiIKEHHS. '




Ha BiIIIOBIIHICTb
BuMoraMm Hanexuol
1ab0paTOPHOI MPaKTUKH

3aliKaBUTH 3aMOBHHAKA
JOKJIIHIYHOrO BUBYEHHS -
oOpatu came iX.
ITigrotyBatucs 6ibin
SIKICHO JIO BEMOT
Haunexxnoi maGopatoprof
MPAKTHKH.

3asABHUKHA KITIHIYHIX

Hagacte mMoxnuBicTs 3a

IprmsramuTy Bigbip

0COOH IIPOBECTH OIIHKY
MICIIS TPOBEACHHS
JOCTIKeHHs Ta / abo
raboparopii, mo
0aKaroTh 3aIYUUTHCS 10
IIPOBEJICHHS KIIHIYHOTO
BUIPOOyBaHHS.

[/

BUIIPOOYBaHb OaXaHHAM 3aliKaBIEHOI | MiCIld IPOBEeHH
0cO0H MPOBECTH OMIHKY | HOCIHiIKeHHS Ta / a0
MicIs IIPOBeICHHA | 1abopartopii.
nociimxenHs Ta / abo | [TigTeepmury ix
naboparopii, IO BOHY | MOXJIMBICTE 3ATy4eHHS
IUIAHYIOTh 3allydaTH [0 | IO IPOBEIEHHS
IIPOBEJEHH]  KIIHI{YHOTO | KIiHIYHOTO
BUIIPOOYBaHHS. BUNIPOOYBaHHS /
BiAIOBIJHICTE .
HOPMAaTUBHO-ITPABOBUM
BHMOTaM.
Posmuputu xomo BuGopy
HOBHMH MiCLISIMHA :
MIPOBEICHHS
JOCTIIJDKeHHS Ta / abo
aabopaTopisMu.
Bigmosinansai Hapacts MoxuBIcTs 32 | MOXIIUBICTE HOTydUTHCS
TOCIII THHAKHA Oa)xaHHAM 3allikaBJIeHol | 10 IPOBEICHHS

KJIHI9HUX BUIIPOOYBAHE.
3alliKaBUTH CIIOHCOPA
KJIiHIYHOTO
BUNIPOOYBaHHS 00paTH
caMme IX.

IlinrotyBaTucs 6iabII
SKICHO JIO TIPOBEICHHS
KILHIYHUX BUIPOOYBAHb.

MinicTp 0X0poHH 310poB’s1 YKpainu

« »

2022 p.

Bixrop JISIIKO




3ASIBA

Honarox 3

1o Ilopsaky mpoBeeHHs KTiHIYHIX
BUIIPOOYBaHb JiKapChKUX 3ac00iB Ta
EKCIIEPTU3M MaTepialliB KIIiHIYHHX
BUNIPOOYBAHb

(myskt 5.6 posminy V)

PO NpPOBeJIeHHs OLIHKH BiANOBIIHOCTI HOPMATHBHUM BHMOraM MicIis
NpOBeNeHHs J0oc/TiAKeHHs Ta / a00 J1aGopaTopii, 0 IIaHYEThCS 3ay4aTH 10
NPOBeleHHs KJIIHIYHOT0 BUNPOOYBaHHS

Ilpoury mpoBecTH OIIHKH BiAMOBITHOCTI

BUMOTaM, BUKIIQACHHUM Y HOpSII[Ky

IPOBEJICHHS KIIHIYHUX BUIPOOyBaHb JIKapCHKUX 3ac00iB Ta EKCIIEPTH3H MaTepialis
KJIIHIYHAX BHIPOOYBaHb JO MiCLI IIPOBEASHHS OCIIDKEHHS Ta/abo 1o jaboparopii

(Ha3Ba yCTaHOBH,

Tiapo3 AL,

BiJIOMYa HAIEXKHICTD, a/ipeca, TeacdoH)

HatimenyBanns ¢iznuHoi ab0 IopuadHoi ocobu
(3asBHUK KIIIHIYHOTO BUIIPOOYBaHHS,

3aKJIal OXOPOHU 3[[0POB’sI
(mikyBanpHO-TIPODINaKTUIHUH 3aKIa),
KOHTpaKTHa JOCIiTHULIbKA OpraHi3ailis,
CIIOHCOP TOIIO)

et

(mipmuc) Bracue im’ s, TIPI3BUIIE

Hara




Honarox 7

10 Hopsaky HPOBEICHHS
TOKJIIHI9HOTO BUBYEHHS JIKAPCHKAX
3ac00iB Ta eKcHepTH3H Marepiaiis
JOKJIIHIYHOTO BUBYEHHS JIIKAPCHKUX
3aco6iB

(myHKT 4 posminy V)

Taopmauist npo KoCaITHINBLKY yCTAHOBY

1. HasBa, wMmicue3sHaxo/KeHHs, TenedOH Ta = BiomMua MHiANOPSAKOBAHICTH
pocmimuauipKoi yeranod. Ilpissmme, iM’st, mo 6aTbkoBi (32 HASBHOCTI)
KepiBHUKA JOCHiTHULBKO! YCTAHOBH, Tee()OH, eJeKTPOHHA [OINTa.

1.1. Haspa, wmicuesHaxomxeHHS Ta TeleOH MiAPO3ATY IOCTiHUIBKOT
ycranoBu. IlpisBuine, im’s, mo G6GaTekoBi (3a HasfBHOCTI) KepiBHMKA
IiAPO3LTY OCTi THUIEKO! YCTaHOBH, Tee(OH, eNeKTPOHHA HOLITA.

2. OcHOBHI HayKOBO-TOCHiTHI HAMPsIMA POOOTH MiApO3IiTy:

3. Kanposge 3a6e3neueHHS:

3araJibHa KUTBKIiCTh CHIBPOOITHHKIB:
HAYKOBHUX CHiBPOOITHHKIB:
JIOKTOPiB HayK
KaHOWJATIB HAYK
6e3 cTymeHs
acITipaHTiB
nabopaHTiB




2 Ilponor:xenns nonatka 7

. Kinpxicts my6mixanii, miArotosnennx criBpoGiTHrKaME I IPO3/iTy 33 OCTaHH]

3 POKH 3 OCHOBHHX HaIPAMKIB NOKIIIHIYHOTO BHBYCHHS JiKapChKUX 3aC001B:

MoHorpadii
crareit
TE€3 IOIOBIIEH

. HassricTs BiBapiro: O Tak; [ mi

3abe3neueHHs GioNOriYHUMU TecT-cucTeMaMy. Brasaru BHJY TECT-CHCTEM, *

*0606’a3x06a Hasenicms doxymenmis, 1o niomeepoocyioms sxicme i cmar
300po86 ’a 6ionoziunux mecm-cucmem

Iepenix QpapmMakonOrivyHuX rpyI TKapehKux 3aco6iB, SKi MOKYTH BUBYATHCE y
JOCIIIHAIBKIM yeTaHOBI (imposmini)

. HepeJnK MCTOI[IB ,I[OCJIII{)KGHB IO MOXYTh BHKOPHUCTOBYBATHUCH l'IlI[ IIEIC

IIPOBCACHHS ,T_[OKJIIHIT—IHOI‘O BHBYCHHA

8.1.

Hepernik cTaHmapTHEX OmepaiifHUX TPOIENYp CTOCOBHO MOKTIHIYHMX
TOKCHKOJIOTTYHMX  JIOCHi/UKeHb,  (apMakoioril  6e3HevHoCT Ta
TOKCUKOKIHETHKH J




9. Haspricts arecranil Ta/abo ceprudixanii maGoparopii (kuM atecrosana Ta/a6o
cepTidikoBana, 1ata, Ne), 0 BEKOHyBaTHMe JaGOPaTOPHI HOCTIKEHHS T

3

qac MpOBEACHHA JOKITiHIYHOTO BHBYEHHS

IIponosxenns goaarka 7

10. 3abe3neueHHs yCTaTKyBaHHAM:

HasBHicTh mirounx npunanis Merposnoriunuii
(Ha3Ba, KpalHa, MapKa, piK BUITYCKY): KOHTpOJb (arta
OCTaHHBOT
IepeBipKH)

11. Jlani mpo mpoBemeHHs ITiPO3MiIOM [OKIIHIYHOTO BHBYEHHS JIlKapCBKI/IX

3ac00iB 3a ocTaHHi 3 poKu:

1) mikapceki 3ac00u BITYM3HAHOTO BUPOOHHIITBA

Ha3ssa mixapcbkoro Tepminu mpoBeneHHs Bucnosox Komicif 3
3ac00y/IpOTOKOITY JOKJIIHIYHOTO BHBUEHHS GioeTHkH
JOCIIJIPKSHHS

2) nikapceKi 3aco0M 1HO3eMHOr0 BEpOGHHUIITBA

HazBa nikapcekoro
3ac00y/IIpOTOKOITY
JIOCJTi JDKEHHST

Tepminu mpoBeneHHs
JIOKJIIHIYHOrO BUBYCHHS

BucroBox Kowmicii 3
oloeTuku

12. BimoMocTi Ipo BUPOGHHYI IpUMIIIEHHS
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13. HasiBHICTB Ta KiNTbKiCTh HAyKOBOTO 1 IOIIOMiKHOTO IIEPCOHAILY, I ATOTOBNEHOTO
O TPOBENCHHA MOKIIHIYHOTO TOCHiMKeHHS (yKasaTw Miclle Ta xary

IIPOXOJKEHHS IiITOTOBKH, HASBHICTH TOKYMEHTABHOTO MiNTBEPIKEHHS —
ceprudikary)

14. Trmui BioMOoCTi IIpo JisbHICTS ZOCHITHANBKOT YCTAaHOBH (migposminy)

15. Hasricts Kowmicii 3 6ioetnxu (nata cteopents, Ne Hakasy)

16. Jlani mpo cremianmicTiB-NOCHITHMKIE NOCTIMHUIBKOT yCTAHOBH (mimpospiny)
(momarm mpodeciiitai aBroGiorpadii).

IMTinnvic xepiBHUKA YCTaHOBU

ITignuc KepiBHUKA MTiAPO3IiTy

Mara




Jonarok 8

1o Hopsaaxy nposenenns
JOKIIIHIYHOTO BHBYEHHS
JiKapChKUX 3ac001B Ta
CKCIIEPTH3H Matepiallip
JIOKJIIHIYHOIO BUBUYEHHS
TiKapChKUX 3ac00iB
(myHKT 4 pozginy V)

Ilepesik acnexTiB JiSIBHOCTI A0CAIIHUNLKOT YCTAHOBH, 0 MiAIAral0ThH
nepesipui (aae He 0GMeKYIOTHCA HEMH) I Yac OWIHKH BinmoBixHocTi
pocmigHuNbKol yecranosu Bumoram Hanemnof naGoparopuoi NPAKTHKH

11in yac mpoBefeHHA OLIHKK JOCTiHHIEKO! YCTAHOBH, IO IIPOBOAUTH(JIH )
JOKIIHIYHE BUBYCHH JTiKapChKHUX 3aC00iB, TIepeBipI MiIAraroTs:

1) OpraHi3allis MOCIiJHUITEKO! YCTAHOBH Ta IPAlliBHHKIB (mepeBipsieThCA
CTPYKTYpa KeDIiBHHLTBA Ta HAYKOBHX MiAPO3AUNB, imeHTudikamiiimi Ta
KBayi¢ikaniini nani xepiBHEKa(iB) mOKIiHiYHOTO(MX) JOCIIKEeHHSI(HbB), KEpiBHHKA
ciyx0u 3abe3NedenHs AKOCTI Ta IHIMX CIiBPOGITHUKIB, HASBHICTD CTaHAAPTHUX
onepalifHuX MpoIeyp; HasBHICTE MIOCAI0BHX IHCTPYKLIiH Ta 06MiKOBHX JOKYMEHTIB
CTOCOBHO HaBYaHHs IIPAIliBHUKIB);

2) IIporpamMa 3a0e3neueHHs SIKOCTI JOKJIIHIYHUX JIOCIII[KEHE
(mepeBipAeThca CHCTEMa, METOAM KOHTPOIIO SIKOCTI IIPOBEACHHS JOKITIHiYHMX
focTipkens; kBanidikanis xepiBHEKa clyk6u Ta CriBpoGITHHKIE; IIJJaHyBaHHS Ta
IIPOBE/ICHHS IIEPEBIPOK; MPONETYPa IePEeBIPKH 3aKIFOYHOTO 3BITY; il Ciyk0u y pasi
BUABJICHHS TIOPYIIEHB; Y4acTb CIy:kOu y mepioamuHili mepesipii, BumpasieHHi Ta
OHOBJICHH| CTAHIAPTHYX OIIePaIifHIXK POIEAYP); 1y

3) CTaHNAapTHI  onepanliffmi mpomexypu  (IIepeBipsSeTHCS — HASBHICTE
CTaHJIAPTHUX OIepalifiHUX NpOoLeAyp A BCIX BAXKIHUBUX ETAIliB JOKJIIHIYHOTO
JOCIIIKEHHS Ta MOXJIMBICTH JOCTYIy 0 HUX, HAasBHICTE IPOLEAYPH IX Iepersmy
T4 OHOBJICHHS; 3aTBEPDKCHHS Ta JaTyBaHHS IOIOBHEHh Ta 3MiH, HASBHICTEH
«icTopuaHUX (haitinisy);

4) NPUMILIEHHS JOCIiTHUAIBKOI yCTaHOBH (NepeBipAeThCs BiAMOBIIHICTE
BUMOraM IPOBEICHHsS  JNOKIIHIYHOTO JOCHI/DKEHHS; HAsBHICTH JIOJATKOBAX
CIy)KOOBUX TpPHUMIIEHh Ta MPOLENYp, WO IpH HEoBXiaHoCT, MOXYTb OyTH
3aCTOCOBaHi JUIs1 6OpOTHOHU 3 iHGBEKIisAME); :

T3

5) YTPUMAaHHS, PO3MILIEHHS Ta JOTJIAA 3a GiONOTIYHHUMHU TeCT-CHCTEMAaMHU
(mepeBipsieTbCs  BiANMOBINHICTE 3aC00iB  YTPUMAHHS TECT-CHCTEM: JNOTPUMAaHHS
38XO/IB TIPOBENEHHS KapaHTHHY Ta I30JAILii TBapuH; 3aGe3eYeHHS HATEKHOTO
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KOHTPOJIFO 3a 1X 3{0pOB’AM; HasBHICTb BIAMOBIAHOrO OONAXHAHHS, IO HllITpI/IMye
TeBHi YMOBH CEPENOBHING; JOTPHMAHHS HAIEKHHX yMOB YTPHMAHHS GiOMOTiTHMX
TECT-CHCTEM; HASBHICTD NPUMIIIEHb Ta yCTAaTKYBAaHHS JUIA BAITYYEHHS Ta YTHTi3aLii
BIIXO/iB TECT-CHUCTEM; HASBHICTh 3amacy KOPMIB 1 MiACTHIKH JUIS TBApUH Ta
NPUMIIIEHb A7 TX po3MileHHs Ta 36epiranms);

6) amapaTypa, MaTepiaiy, PeakTHBH i 3pasku (mepeBipseThes YTPHMAHHS
anapaTypu B HalleXXHOMY poOOYOMy CTaHi; OOTIK poGOTH BHMIPIOBATBHOTQ
YCTaTKyBaHHs, HOro OOCIyrOByBaHHs, IEPEBIPOK, KamibpyBaHHS Ta Baigarii
(BKJIIOYAIOUM KOMII'IOTEPH30BaHi CHCTEMH); MAPKYBAHHS Ta 30epiraHHs MmaTepianip
Ta XIMIYHUX PEaKTUBIB);

7)  TecT-CHCTEMH:

diswuni Ta XiMiuHi cHCTeMM (IIepeBIpSETBCS POSMIMIEHHS, KOHCTPYKIS Ta
NOTYXKHICTH ~ yCTaTKyBaHHS, IM0  BHKOPHCTOBYETBCS  JUIS OJICpKaHHA
(ismaHIx/XIMIYHEX [aHuX; HLTiCHICTE (isuaHIK/XiMIuHIX TECT-CUCTEM );

. Glozoriuni TecT-cHcTEMH (HepeBlpﬂeTBCﬂ(IOTBCH) MapKyBaHHs TECT-CHCTEM Tg
MICIb IX yTPHMAaHHSA; POSMEXYBaHHS Di3HMX JIOKTIHIYHEX HOCIIiIKEHb, (e
IPOBOAATHCS OHOYACHO; BiJNIOBIHICTS YMOB CEpENOBHING BUMOTaM, BU3HAYCHAMY
CTAHHAPTHUMH  OLEpalliiHUMM  TpONeNypaMH; 3alkCH  IIOAO0  OTPHMAHHS,
TIOBO/KCHHSI, PO3MIIICHHA, YTPHMAHHSA, NOIIAAY T4 OLIHKHM CTaHy TECT-CHCTEM:
3alUCH OO0 OOCTEXNEHD, KapaHTHHY, 3aXBOPIOBAHOCTI, CMEPTHOCTI, XapaxTepy
3MiH, J[iaTHOCTMKH, JNiKyBaHHS Ta iHIIMX AHAJIOTIYHHX ACIEKTiB CTOCOBHO TEeCT-
CHUCTeM; YMOBH JIJIs HATIEKHOI YTHIII3aLil TeCT-CHCTEM); S

8) TeCT-3pasku Ta pedepeHC-3pasku  (MEpeBIPSIOTECA(ETHCA)  3aIUCH
CTOCOBHO OTpPHMaHHs, 00poOKH, BinbGopy 3paskiB, BUKOpPHCTAHHS Ta 30epiraHHs;
MapKyBaHHs KOHTCHHEpIiB JId ix 36epiraHns; 36epexeHHs KOHIEHTpaIil, HHCTOTH i 1
cTabIIBHOCTI 3pa3KiB); '

9) apXiByBaHHS OKYMEHTIB IOKJIIHIYHOTO JOCITiIKEHHS y Mici #oro
IIPOBEICHHST (IEPEBIPAEThCA HAABHICTH BiMmOBimansHOi ocobu 3a apxis; HaJIe)KHE
o0MamTyBaHHS apX1By Anst 30epiraHHs MaTepialiB  JOKMIHIYHHMX JOCIiKSHB;
JOTPHMaHHS 3aX0/iB KOH(iNeHIiHHOCTI TP KOPUCTYBaHH] apXiBHEME MaTepianaMuj
HasIBHICTH OOJiKY B3ATTA/TIOBEPHEHHS apXiBHUX MaTepialliB Ta JOTPUMAHHS TEPMIHIB
ix 30epiranHs). L

I
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Honarok 6

bi(e Ilopsanky IIPOBEICHHS
HOKJIIHIYHOTO BHUBYCHHS JIKAPCHKAX
3ac0o0iB Ta eKcHepTH3d MaTepiamis
JOKJTIHIYHOTO BHUBYEHHS JIIKAPCHKUX
3aco0iB i
(myHKT 4 po3zminy V)

3ASIBA
PO NpPoBeAeHHs OMIHKH BiANOBITHOCTI T0CHiAHNIBLKOT yeTanoBH (MiXpo3xiny
AOCTAHMUBKOY ycTaHOBM) BuMoram Hasesknol 1aGopaTophol MPAKTUKH

Ipomry mpoBecT# OLiHKY BimmosigHocTi BuMoram HamexHof nabopaTopHOl
IIPAKTHKY TOCTITHUIBKOT YCTaHOBH

(Ha3Ba yCTaHORH,

Hipo3i,

BiZIOMYa HaJIeXKHICTh, afpeca, Teedon)

HaiimenyBanus ¢izmaHol a60 ropuaudHoi ocobu
(3aMOBHHK JIOKIiHIYHOIO BUBYEHHS
(CIIOHCOP), TOCIITHULBKA YCTaHOBA TOIIO)

(mipgnuc) Brnacue im’s1, I[TPI3BUILIE

Hata




AHAJII3 PEI'YJISITOPHOI'O BILINBY |
0 NpO€EKTY Haka3y MinicTepcTBa oxopoHH 310poB’st Ykpainu «IIpo
3aTBep/kenHs 3min no Ilopsaaky npoenenHs KJIiHIYHEX BANPOOYBAaHb
JiKapcbKUX 3aC00iB Ta eKCHEPTH3H MaTepiatiB KAiHIYHAX BUNPOGYBaHb TA
Hopsinky npoBeAeHHst AOKIIHIYHOro BUBYEHHST JTIKAPCHKHUX 32c00iB Ta
eKCNEePTH3N MaTepiaiB JOKTIHIYHOTO BUBYEHHS JHKAPCLKHX 3ac00iB»

I. BusnauenHns npoGJiemMu

IIpoexT Hakazy MiHicTepcTBa OXOpOHH 310poB’s Ykpainu «IIpo 3aTBEPIIKEHHs
3min mo Ilopsmxy mpoBeeHHS KIiHIYHUX BHIPOGYBAaHb NiKAPCHKHX 3aco0iB Ta
eKCTIePTH3H MaTepianiB  KIiHIYHHX BHIpoOyBaHe Ta Ilopsaky TPOBETICHHS
JOKJIIHITHOIO BUBYEHHS JIiIKApCHKHX 3aC061B Ta eKCIepTU3H MaTepianis JOKIIHIYHOrO
BUBYCHHS JIlKapCLKI/IX 3aco0iB» (Zjaii — IPOEKT aKTa) po3pobIIEHo 3 METOI0 HaJaHHS
MOJKIIBOCTI 3alliKaBJIeHHUM oco0aM 3abe3lmeunTH JOTpHMAaHHA BuMor HamexHol
MabopaTopHOi IPAaKTHKK IIIAXOM MPOBENEHHS OIIHKM Ha  BiAMOBiIHICTH
JOCHITHAIEKO] ycTaHOBH BUMoraM Hamexxnoi ma6opaTopHOi IPakTHKH Ta OLUHKH
BIIOBIZTHOCTI HOPMATHWBHUAM BHMOTaM MicCI IPOBEEHHS IOCIimKeHHs Ta/abo
1abopaTopil, M0 TUIaHy€THCS 3aTy9aTH X0 IPOBEACHHS KIIHIYHOTO BUIIPOOYBAHH, IO
€ 3amopyKOI0 OTPMMAaHHA OLIBII SKICHUX, TOYHMX Ta IOBHUX MAaHUX IiJ ac
IPOBE/IEHHS MOKILHITHOIO JOCIIiIKEHHS Ta KIHIYHOTO BUIPOOYBaHHS. )

Hanexna naGopaTopHa MHpakTHKa - CHCTeMa SKOCTI CTOCOBHO Oprasizamil
IIPOLECY Ta YMOB IUIaHYBaHHS, IIPOBEIECHHS, MOHiTopHHry, peecTpaiii JaHwX;
Ha/TaHHSA pGSyHBTaTlB Ta 30epiraHHs MaTepianiB MOKIiHIYHUX JOCIIIKEHb IOHO
Gesmexwu JTiKapchKOTro 3aco0y Jis 370POB's JIIOAUHHA Ta JOBKiLIL. BoHa sBise COBOIG
CYKYIHICTE TIPABHI 3 IIIAHYBAHHS, BUKOHAHHS, KOHTPOJIIO, OLIHKH 1 IOKyMEHTyBaHHS
Ta60paTOPHUX AOCHTIIKEHb, SKI € YaCTHHOI MOKTiHIYHOTO BUBYEHHS | KIIHIYHHX
BUNPOOYBaHb JiKapChKHX 3ac00iB i sKi 3a6e3ledyroTh SKiCTh, TOYHICTE i HOBHOTY
OTPUMAaHHX JaHHUX. :

JlokmiHIUHe TOCIiHKEHHS 03HAYAE eKcnepHMeHT abo psan CKCHepI/IMeHTlB y AKX
3pa3’oK JIKapChKOIo 3aco0y BHBYAETHECS B JIA0OPATOPHHX yMOBAaX IS OTPUMAHHS
AaHUX IOJ0 HOro BIACTUBOCTEH Ta/abo OesmednocTi. Y #oro mporeci mpoBOAATECS
XiMi4Hi, ¢i3uuHi, Giomorivwi, MiKpo6ionorqui (hapMaKoJIoTiuHi, TOKCHKOIOTIUHI T3
iHTI GKCHepI/IMeHTaJIBHl HAyKOBI JIOCIIKEHHS 3 METOI0 BU3HAYEHHS crienudidHoi aif
Ta 0€3MeKH JIiIKapChKOTOo 3aco0y. oy

Kuniniune BunpoOyBaHHs (KITiHIYHE HOCTIIKEHHS) JKApChKOro 3acoby — Oy b=
AKE MOCHI/DKEHHS 33 YYacTIO JIOAWHM SK JOCTI/DKYBAHOTO, IIPHU3HAYEHe I
BUABIIEHHA a00 MiATBEPIDKEHHS KIHIYHUX, (GapMakojJoriuaux Ta/abo iHImX
(apMakonuHaMidHEX e(eKTiB OJHOTO ab0 HEKIIBKOX NOCIIIKYBaHHX JiKAPCHKUX
3aco0iB, Ta/ab0 BUABICHHS NTOOGIYHMK peakuifl Ha oauH abo JeKUIbKa JOCIiKyBaHIX
JIiKapChKUX 3ac00iB, Ta/abo 1711 BUBYEHHS BCMOKTYBaHHS, PO3MOALLY, MeTaboIi3My Ta
BUBEJICHHS OJHOr0 abo0 KiNBKOX JIIKapChKMX 3aco0iB 3 METOM0 MiATBEPIKEHHS Horg
(ix) 6esneunocti Ta/abo eheKTUBHOCTI. ¢ 3

PesynpTaTy JOKIIHIYHMX NOCIIPKEHb Ta KIIHIYHAX BUNPOOYBaHb JIiKapChKOTA
3ac00y BiAIrpaloTh BXIIUBY POINb Y HOJANIIOMY IIPOBEIEHH] eKCIIEPTU3N MaTepiain
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peecTpamifiHoro J0Che Ha JIIKapCBKI 3acobu BinnosinHO mo IMopsajky mpoBeneHHs
SKCIICPTH3M MaTeP1aliB Ha JIIKapChKi 3acO0H, 10 TOIAI0TECS Ha JepKaBHY peECTpaulm
(nepepeempauuo) a TaKOX eKCIIePTU3H MaTeplamB PO BHECCHHS 3MiH [0
peecTpamifiHuX  MarepiamiB  mpoTsrom Aii  peectparuiiteoro IIOCB1TUCHHS;
3aTBepIKeHOTO HakasoM MO3 Vkpainu Bix 26.08.2005 Ne 426, 3apeecTpoBaHo: B
MisnicrepeTsi rocTumii YKpa1HH 19 Bepecus 2005 p. 3a Ne 1069/11349. :

Pesynbratt JOKIIHIMHUX JOCHIMKEHb Ta KIHIYHEX BHIPOGYBaHb JIKapChKOTO
3ac00y MarOTh IPYHTYBATHCS HA SKICHUX, TOYHHX Ta [IOBHUX NAHHX, OTPUMAHUX TTiJ
9ac IPOBENCHHS JOKIIHIYHUX JOCTiIKeHb Ta KIIHIYHUX BUIPoGYBaHsb, 1110, 30KpeMa,
AOCATAETBCS 3aBASKM NOTPHMaHHIO BHMOr HamexHoi maGopaTopHoi mpakTwkw 13
Hanesxxnol xniniunol mpakTuky. R

JIis 3amyueHHs . 1o MPOBeeHHs OKIIHIYHOTO BUBYEHHS JTIKAPCHKAX 3aCOGIH
JOCIIHALBKAX YCTaHOB (IiAPO3AINB JOCIITHUIBKOI YCTAHOBH), OCTAHHI ITOBHEM
BiZIOBimaTu HOpPMATHBHO-TIPABOBMM BHMOTaM B c(epi MpoBeieHHs I[OKJIIHI‘{HI/IX‘:
TOCITiJIKEHb HlKapCBKI/IX 3aco0iB B YkpaiHi.

Ouitka BiAMOBIAHOCTI JOCTIIHHUIBKO! YCTAHOBH (mimpo3niny mocmigHANBKOT
ycrarnosu) pumoraM Hanexwol maGoparoprol mpaxtuxu, ne IIJIaHY€THCS POBEHAESHHS
TOKITIHIYHAX JOCII/DKEHb JIIKAPCHKAX 3ac06iB, JIOMOMONKE CIIOHCOpY, IO iHiIiroe
IPOBEACHHS JOKIIHIYHMX JIOCHIIKeHb, sKHaWImBUmIIE o6paTy JOCII THUITBKY,
YCTaHOBY (WIAPO3MIT JOCHIIHWIBKOT YCTAHOBH) ISl  SKICHOTO HpOBeI[eHHSI
TOKJIIHIYHOTO BUBYUECHHSI JTIKAPCHKUX 3aC00iB.

Jnst sajtydeHHs 1o IPOBEICHHS KIIHIYHOr0 BHIIPOGYBAHHS MicIa HpOBe,I[eHH}I
BANPOOYBaHHs Ta/abo Jraboparopii, ocTaHmi NOBHHHI BimmoBiTaTH HOpMaTI/IBHO-i
PaBOBHM BHUMOTaM B c()epi MPOBEICHHs KIiHIYHUX BUIIPOGYBAHS. '

Bubip nociigawka / JITI3 / micws nposesieHHs BUIpoGyBarHs / naboparopii, 511<y
[UIaHYeThCA 3allyqaTH [0 TPOBEJCHHA KIIHITHOTO BUIPOGYBAaHHA € 0GOB’SI3KOM
CIIOHCOpa KITIHIYHOI'O BI/IHpO6yBaHHﬂ Sx CIIOHCOPH / 3asBHMKH KJIiHIYHZX
BUNIPOOYBaHb, TAK 1 JOCIITHUKH 3alliKaBiIeHi B AKiCHIM MiAroToBIl Ta TPUALIBUAIIEHH]
BinOOpy MicIl TIpOBeHEHHS MOCTiIKEHHS Ta/abo nabopatopii, 10 IUTaHyeThCA
3aJIy9aT JI0 MPOBEAEHH KIIIHIYHOTO BUITPOOYBaHHS. P

/st BperyioBaHHS NUTAHHS MO0 HaJaHHS MOMKIMBOCTI CHOHCOPY, SaﬂBHI/IKy
(3aMOBHUKY) / TOCII IHUKaM / IOCIT THAM YCTAHOBAM, 38 IX BIACHEM GaXaHHIM Ta He
OOMEXyYIOUNCh B OCHOBHIM AiSNBHOCTI, 3BEPHYTHCA /10 JepxaBHOTO eKcnepTHoro
nentpy MO3 Vkpainu mpoBecTd Taky ONIHKY, BHHHKIA HEOOXiIHICTH HpI/II/IHSITTH
IIPOEKTY aKTy.

OcHoBHI rpynu (TiATPYIH), Ha SKi IpoGeMa CIIPABIISIE BILIHB:

I'pynu (migrpymm) Tak Hi ‘

I'poMasssam + e g
HepxaBa + ‘
Cy6’exTn + -
TOCIIOapIOBaHHS 74
Cy6’extu MaJjIoro +
OIAIPUEMHHUIITBA
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Hapasi, npoGnema, fKy HpONOHYyeThCS BPEryIIOBATH 3 OPUAAHATTSIM aKTa, He
MOXXe OyTH pO3B’S3aHa 32 IOTOMOIOI0 PHHKOBHX MEXaHi3MiB, OCKIIBKH BifcyTHi
PUHKOBI IHCTpyMeHTH, fKi 37aTHI 3aGe3meumTn JOTPUMAHHS BHMOT Hanesxnof,
1abopaTOPHOT MPAKTHUKH. : d
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IL. Iixi pepsxaBHOrO perymoBanus

3aBsIKM IPUAHATTIO IPOEKTY aKTa GyIyTh JOCATHYTI TaKi 1imi:

Oyne Bpery/TioBaHO MHUTaHHS MO0 MOYIIMBOCTI, 33 GaXKaHHIM ¢izuaHOl abo-
IOPUIYHOI 0COOH (3aMOBHMKA OKIIHIYHOTO BHBYEHHS (crioncopa), KociHAUBKOT-
YCTaHOBH TOIIO), MPOBENECHHS OLIHKMA Ha BiANOBiAHIiCTDH JOCILIHUAIBKOT yCTaHOBlfl;f
BuMoraM HanexxHoi 1abopaTopHoi HpakTHKM Ta, 33 GaKaHHIM disuanoi aboy
FOPUAMYHOI 0co0H (3asBHUKA KIIHITHOrO BUIPO6YBaHHS, 3aKJI1ay OXOPOHHM 3JI0POB’S |
(ikyBanbHO-NpodinaKkTHIHOrO 3aKNany), KOHTPaKTHOI JOCIIHHUIBKOI opraizamnii;
CLIOHCOPA TOIIO), IPOBE/IEHHS OIIHKH BIAIIOBITHOCTI HOPMATHBHEM BEMOTaM MicHs
NIPOBEJCHHS AOCIIIDKEHHS Ta/abo nabopaTopil, mo mIaHyeThCs 3almydaTd 10
NPOBE/ICHHS KIIHIYHOTO BUTPOOYBAHHS; ‘

NOKPAaINeHHS AKOCTI IIATOTOBKH MaTepiaiiB peecTpamifHOro noche Ha |
JNiKapChKUH 3aci0, 30KpeMa 3a0e3meueHHs SKICHUX, TOYHMX Ta MOBHHX LlaHI/IX
pe3ynbTaTiB JOKIIHIYHMX JOCHIIKEHb Ta KJIIHIYHUX BHIPOOYBaHb JiKapCHKOFO !
3aco0y.

I
A

i
3ot
5.

II1. Busnavenns ta oninka a1bTEePHATHBHUX CIIOCO0IB NOCATHEHHN miJjield ©

i

1. Bu3HaveHHS aNbTEpPHATHBHUX CIIOCOOIB

Ilim gac minrotroBkwu IIPOEKTY aKTa OyJOo OmpanboBaHO JBa aNbTePHATHBHI
CTI0COOH NOCSATHEHHSI BUINE3a3HAYCHUX ILIei:

Bun anprepraTism O anpTepHaTUBY
[IpuAHATTS TPOEKTY aKTa Jlo3BonnTh 3abe3meunTa MO}KJII/IBic;TIQ;
[TPOBEJIEHHS OL[IHKY Ha BiAIIOBITHICTE J:[ocJIi):[HI/HJ;BIgoIj
ycranoBn — Bumoram  Hanexsoi  maGoparopHoi|
[PAaKTUKH T4 OLIHKH BiJIOBiTHOCTI HOPMAaTHUBHHAM
BUMOTaM MiCll IPOBEIEHHsS OCIiMKEHHS Ta/abo
naboparopii, IO  mIAHYeThCA  3amydaTH 10
[POBEJCHHS KIIHIYHOTO BUNPOOYBaHHS, W0 €
BaIlOPYKOI0 OTPHMAaHHs OiNbIl SKICHHUX, TOYHHX Ta
[IOBHUX [aHWX IIiJI Yac IPOBEIEHHS JOKIIIHI9HOTO
IOCTIJDKEHHS Ta KIIHIYHOTO BHIIPOGYBaHHSL. -

3anunieHHs iCHYO40! Ha 3auikaBneHi ocobu He 3MOKYTH MiATBEPAUTH,
JlAHUI MOMEHT CHTyamii 6e3  BabesledeHHs  JOTPHMAHHS  BHMOT Hanexnof
BMiH 11ab0paTOPHOI MPAKTHKH IUIAXOM MPOBEICHHS OL[iHKY

Ha BiJIOBIHICT HOCIITHUIIBKOL YCTaHOBH BUMOTAM
Hayexnoi mabopaTopHoi MHpakTHKM Ta ONIHKH

t

S
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BANIPOOYBAHb.

BIAIIOBIAHOCTI HOPMATHBHEM  BHMOTaM Mlcuﬂ;
[IPOBEIEHHs NOCIiKEeHHs Ta/abo JIa6opaTop11 mq
[UIHYETBCS 3allyqaTH [0 NPOBENEHHS KiiHIYHOTY
BI/IHpOGYBaHHSI MO YCKIIaJHUTh OTPUMAHHS 61JII>HI
MKICHMX, TOYHHX Ta IIOBHHX JaHWX IIi[ qag
[IPOBENCHHS NOKIIHIYHUX IOCIHIIKEHb Ta KITiHIYHIX|

2. Oninka BUOpaHUX aJbTEepHATUBHUX CIIOCOGIB HOCATHEHHS et

OmiHKa BIITUBY

Ha cdepy iHTepeciB JepxaBn

AR
i - .

[IPOEKTY aKTa

YKpaiHM sKiCHUMH, Oe3IeYHUMH Ta
eQeKTHBHIMY JIKapCHKUMH 3aC00aMU;
2) 30UIBIIEHHST  HAAXOIKEHD
o Hep>xaBHOTO Oro0KeTy BiJ
(bapMaLEeBTUYHIX KOMIIaHiH y 3B’A3Ky 3
X y4acTIO y HpOBEAEHHI NOKIIHIUYHUX
MOCITIKEHb Ta KIIHIYHUX BUIPOOYBAHb
TTiKapChKUX 3aC00iB;

3) CTBOPEHHS epeayMoB
[IPOBEZICHH, 3a OakaHHIM (izmunHoi a60
FOPUANIHOT ocobu (3asBHHKA

(3aMOBHMKA), JIOCIiTHAIEKOI YCTAHOBH,
TOINO), OIHKY Ha BIANOBiIHICTE
NMOCIIAHUIIBKOI  YCTAHOBM  BUMOTraM
Hanexnoi nabopaTopHoi HMpakTUKH Ta
[IPOBEICHHA  OLIIHKY  BiAIMOBiZHOCTI
HOPMAaTHUBHUM BUMOTaM Micis
MIPOBENCHHS  OOCHIIKEHHsS  Ta/abo
maboparopii, Mo INIaHYEThCA 3aIydaTH
(e IIPOBENICHHS KI1HIYHOTO
BUIIPOOYBaHHSA, IO € 3alOPYKOIO
OTPUMAaHHS OLIBII JKiCHHUX, TOYHUX Ta
[IOBHMX [aHUX IiJ] Yac TPOBEIEHH:
MOKJIIHIYHOTO IOCIIIIKEHHS Ta
KITIHIYHOTO BUIIPOOYBaHHS JiKapCHKHX
3ac00iB, MO  rapaHTyBaTUMe Yy
O0MaIbIIOMY iX O€3HeuYHIiCTh i BHCOKY
TepaneBTHYHY €(QEeKTUBHICTh 3a YMOB
KJIIHI9YHOTO 3aCTOCYBaHH.

BiJICYTHI.

Bun Buromn Burtparnu ;
aJbTePHATUBU ' )
IlpuiiaarTs 1) 3a0e3Ne9eHHs  DHUHKY Ipsimi BUTpaTH..

i e by

I

JanuineHHs
iCHYFOUOI Ha JaHuif
MOMEHT CHUTYyaIlii

BiacyTHi

BigcyTHi




0e3 3MiH

OuiHKa BIUTHBY

Ha cdepy iHTepeciB rpoMaiiH

Bupg
aJbTepHATUBH

Buromu

Butpatu

ITputinsarrs
IIPOEKTY aKTa

1) 3a0e3rneueHHs PUHKY
YKpaiHu sKicCHUMHM, Oe3IeUYHUMH Ta
e(EeKTUBHUMHE JNIKapCHKAMH 3acobaMy,
10 € 3allOpPYKOI0 MOTPUMAHHS IIpaB
rPOMAaJISH Ha OXOPOHY 30POB’S;

2) CTBOPEHHS IepeayMOB
[IPOBEIEHH, 32 OaxkaHHsIM (GizruHoi abo
FOPUIUIHOT ocobm (3asiBHMKA
(3aMOBHHKa), IOCIIHUIBEKOI yYCTAHOBH,
TOINO), OWIHKY Ha  BiANOBIHICTH
MOCIIAHUNBKOI  YCTAHOBH  BHMOTAaM
Hanexnol nabGopaTopHO! HpPaKkTHKH Ta
[IPOBEJIEHHS  OWIHKY  BiAmMOBIAHOCTI
HOPMaTHBHUM BUMOTaM MiCITs
[IDOBEIEHHS  JOCTi/PDKEHHA  Ta/abo
mabopaTopii, IO INIAHYETHCS 3alydaTd
10 IIPOBEICHHS KJIIHIYHOTO
BUIIPOOYBaHHSA, IO €  3al0pYKOIo
OTPHMAaHHS OLIBIN SKICHUX, TOYHHX T4
[OBHMX JaHWUX TMIiJ{ Yac MPOBENCHHS
ITOKJTIHIYHOTO TOCIIIKEHHAS Ta
KJTIHIYHOTO BUIIPOOYBaHHS, 1[0 JO3BOJIIE
rpomMajigHaM, sKi OepyTb yd4acTh |y
[IPOBEJEHHI KIIHIYHUX BUIPOOYBaHE,
MaTH BIIEBHEHICTh y 30epeKeHH I CTany 1xX
3IIOPOB’sl Ta BIACYTHOCTI 3arposd Iix
PKHUTTIO.

BincyTHi

3anuIieHHs
iCHYIO4YO1 Ha JaHui
MOMEHT CHUTYaLil
6e3 3miH

BincyTui

BincyTHi

Ouinka BMBY Ha cdepy iHTepeciB cy0’eKTiB TOCIOAaPIOBAaHHS

IToxazauk

Benuki Cepenni Mai

Mikpo

Pazom




Kinpkicts
Cy0’€eKTiB

ITiIadai0Th i Jif0
PETYIIIOBaHHS,
OJHUHHUILD

TOCIIOAaPIOBAHHA, IO

30

85

115 &,

3aranbHil KiIbKOCTI,
BIJICOTKIB

[ InToma Bara rpyimu y

26%

74%

100%

- 3

i

*IIpumimxa: Haeedena y yvomy APB xinexicme cyb’exmie 2ocnodaprosanis.|
00epoIcana 3 Memoro NpoeeOeHH s YMOBHUX PO3PAXYHKIE 3a OaHUMU 8I00MOCIeT w000 |
Kinekocmi sayixasnenux ocib y npoeedenni OOKNiHIuHUX DOCHIONCeHb Ma KATHIYHUX

sunpobysams Aikapcokux 3acobis.

MOXJIUBOCTI ITPOBENEHHS
OIIHKY HAa BiAIOBimHICTE
JOCIITHALIEKO]  YCTAHOBH
BHUMOTaM Hanexwoi
abopaTOpPHOi  MPaKTHKH
Ta OLIHKY BiAMOBimHOCTI
HOPMATUBHUM  BHMOTaM
MicLs IIPOBEICHHS
JIOCHIJUKEHHS Ta/ab0
naboparopii, 111(0)
ITAHY€ETHCSA 3alydaTh J0
IIPOBEJEHHS KJIIHIIHOIO
BUIIPOOYBaHHS,

2) IIOKpAIICHHS
IIEPEIyMOB  OTPUMAHHS
ORI IKICHUX, TOYHUX Ta
IIOBHUX JIaHHMX IIifi d4ac
[IPOBECHHS JOKIIIHIYHUX
JIOCIIDKEHD Ta KIIHIYHHAX
BUIIPOOYBaHb JiKAPCHKUX

3ac00iB, IO € 3aII0PYKOI0

Bun Buronu Butparu
AIbTEPHATHBH
IpuHBATTS IpOEKTY DapmaneBTHIHAM 3a OaxaHHSIM, IpsaMi
aKTa KOMITAHISIM: BUTpATH, TIOB’ 43aHi 301
1) J0 II0YaTKy | NPOBENECHHS  OIHKH  Hal. .
JOCITiZIKEeHb HaJaHHS | BIATOBINHICTH JOCHIAHHIEKOT: .

ycTaHoBY BuMoraM HaexHol - |;
nabopaTopHO! NpakTWKH Ta- |

OLIHKY BiaIoBigHOCTI
HOPMAaTUBHHM BHAMOT'aM MiCIIs
IIPOBEAEHHS  JTOCHIKEHHS
Ta/abo  mabopatopii, IO
IUIAHYETBCA  3ay4yard  Jio
[TPOBEACHHS KJIiHIYHOIO
BUNIPOOYBaHHS.
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HEJIONMYyIEHHS O0OCTaBHUH,
IIOB’SI3aHMX 3 BiIMOBOIO y

JepKaBHIH peectparii

JIKapCchKHX 3aC06iB

3anuIeHHs
icHyI04OI Ha maHMil
MOMEHT CUTYaIlil
0e3 3Min

Bincyrui

PapmaleBTHIYHIM

KOMOAHISIM:

1y

2)

SauImmUTECS
HEBPETYJILOBaHe TIMTaHHSI
11010 MOXKITUBOCTI

IIPOBCOCHHS, 3a 6a)KaHHSIM

dizmunoi  abo IOPUATAYHO]
ocodu (3asIBHHKA
(3aMOBHUKA), JTOCIIIHUILKOT
yCTaHoBH TOIIO), OLIHKY Ha
BIANOBIgHICTE

JOCHITHULEKOT YCTAHOBH

BHMOTaM Hanexuot
1abOpaTOpHOT MPaKTHKH Ta
TPOBEICHHS OLIIHKHU

BIAIIOBIAHOCTI HOPMATHBHHM
BUMOTaM MicCIs HpOBelIeHHH
JOCHIIKEHHS Ta/a6o

nabopatopii, mo mwianyerses |,
3aly4aTH [0 IPOBEJICHHSA |

KIIiHIYHOT'O BHUIIPOGYBAHHS.

HassHicTs PHU3HKY |;
HIOTIPIIEHHS AKOCTI
IMATOTOBKHU MaTepiajis |

peeCTpauiﬁHoro JOChE Ha
JTiKapChKHil 3aci0, mo Moxke

HCTATHBHO  BIUIMHYTH HA |
OTPUMAHHS  TO3UTHBHOIO |
BHCHOBKY, fK  HAaCiimok |
MMOBIDHICT  BinMoBH  y |
IepKaBHil peectparii |

JiKapeeKOTo 3ac00y.

N P

IV. Bub6ip Haii6iaem onTHMaNbHOTO AJIbTEPHATHBHOIO CIOCO0Y TOCATHEHHSI

3a pe3yibTaTaMu OIIPAIIOBAHHS AJIbTCPHATUBHUX CIOCOOIB NOCATHEHHS umeH'{'
AEPXKABHOTO PETyNIOBaHHA 3JiHCHEHO BHOIp ONTUMATHLHOTO aNbTepPHATUBHOF O]
CIOCO0Y 3 ypaxyBaHHSIM CHCTeMH GATbHOT OIIHKY CTYTICHS OCSTHEHHS BU3HAYCHHX
LineH. BapricTs Gaib BU3HAYAECTECA 32 YOTHPHOANBHOIO CHCTEMOKO OIHKH CTyHeHH"

nijiei

HLOCATHCHHS BUSHAUEHUX I_IIJIGI/I He:

N

i
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4 - Uini IpEIHATTS PETyIsSTOPHOro aKTa, sKi MOXYTb OyTH NOCATHYTi IIOBHOKO:
Miporo (1pobnema Ginbie icHyBaTH He Oyme); t i

3 - iy OpHHHATTS PEryIaTOpHOro aKTa, sKi MOXYTb OyTH TOCATHYTI maibie;:
IIOBHOIO MipO0 (yCi BaXkIIMBI acIieKTH Ipo6iieMu icayBatH He OyyTE); .

2 - il IPUHHATTS PEryNATOPHOrO aKTa, fKi MOXYTb OYTH JOCSTHYTi YaCTKOBO},
(mpobemMa 3HaYHO 3MEHINHTBHCS, MesKi BaXKTHBL Ta KPUTHYHI aCIIeKTH NPOGIeMI::
3aUIIATECS HEBUPIICHUMH ); i

1 - wimi OpuMHATISA perynsaropHOro axra, ski He MOXYTb OYTH HOCATHYT]"
(mpobitema IpooBKyeE icHyBaTH). '

PedTHHI pe3ynsTaTUBHOCTI | Ban pesynpTaTuBHOCTI(3a  [KoMeHnTapi momo f
(mocsATHeHHS WineH iy gac MOTHPUOATBHOIO CHCTEMOIO [IPHCBOEHHS BIANOBINHOTO: |
BUPILICHHATIPOGIEMH) OLIIHKH) Oaxy R

IpuiHATTS IPOEKTY 4 Ipuitastrs 1

aKTa ' IIPOEKTY aKTa JO3BONUTH |
3abe3meqnT ClE
MOKJINBICTE
IIPOBEICHHS, 3a
OaxanHsIM ¢isugHol abo
FOPUINYHOL ocobu: |i. -
(3asBHUKA (3aMOBHHKA),¥ |
JOCHITHUITBKOT ~
YCTaHOBH, TOILD),* -
OLIHKY Ha BiATIOBimHICTR |' :
JOCII THUALIEKOL
YCTaHOBHU BHUMOTaM
Hasexnoi nma6oparoproi
[IPaKTHKH Ta
IIPOBEIEHHS OL[IHKH
BiJIIOBigHOCTI
HOPMAaTHBHHM BHMOram: |
MicIs IIPOBE/ICHHS
JIOCIIKEHHS Ta/abo- |
naboparopii, o !

IJIAHYETBCS 3aTy4aTh 10
NPOBENEHHS KIIIHIYHOIO
BUNIPOOYBaHHS, IO €
3all0pYKOI0  OTPHUMAHHS
ORI SKICHUX, TOYHUX
Ta MMOBHMX JaHUX IIiJ Yac: |-
IPOBEIEHHS IUXE |
JOCIiKEHD




0e3 3MiH

3aNuIIeH s iCHy0490] 1
Ha JaHUI MOMEHT CHUTYaIiil

3anuiIeHas

cutyauii  Ges 3MiH
IpU3BEAE JO TOro, MI0
3aliKaBlieHi oco0u He'
3MOXYTh 3aMOBHTH
IIPOBE/ICHHS OLIHKH Ha
BiIIOBIAHICTE
JIOCITITHUIILKOT
YCTaHOBH BHEMOI'aM
Haurexxsoi nabopatoprol
NpakTUKH T4 OLIHKH
BIIOBIAHOCTI
HOPMAaTHBHHM BHMOTaM |-
MiCIIs TPOBEJCHHS |
JIOCHIKEHHS Ta/abo
naboparopii, 1110
IUIAHYETHCS 3aTydaTy o
HMPOBEACHHS KJIIHIYHOTO
BUNPOOYBaHHS, a BiATak
HasBHUM IIOTEHIINHUI
pU3uK He3abe3medyeHHs
SKICHHX, TOYHHUX Ta
MOBHUX HaHUX I 4ac
TIPOBEIEHHS X’
JOCIIIKEHb

Peiitunr
PE3yIbTaTUBHOCTI

Buromu (mizcymox)

Burpatn
(T1i/ICyMOK)

OOrpyHTryBaHHsa
BIJITIOBIHOTO MicII4
AIIbTEPHATUBHU Y
PEUTUHTY |

[IpuitasaTrs
[IPOEKTY aKTa

IIpuHHATTS TPOEKTY
aKTa JIO3BOJIHUTE
BaIlIKaBICHUM ocobam
3a0e3neynT

TOTPUMAHHS BHMOT
Hanexnoi mabGoparoprol
MPAKTUKA MUITXOM
[I[POBEACHHS OLIHKA Ha
B1AIIOBIAHICTE

NOCIIAHUIBKOI YCTaHOBM
BAMOT'aM Hanexmol
MabopaTopHOi MPAKTHKH
Ta OIIHKH BiNIOBIIHOCTI

Butpatu Jlnst

BUPIIICHHS
poGiieMu
HaWO1LIbII
BUIIPABAAHOIO Ta
JOLILTIEHOIO €
MPUUHATTS '
[IPOEKTY aKTa,
alKe BOHA
[IPU3BEIC pile}
MMOBHOTO
BUDIIICHHS
npobiieM,
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3a0€3MeUnTH TOTPUMAHHS BUMOL
Hauexnol nabopaTopHOT TpakTHKM;

[IOKPAIUTH SAKICTh IiATOTOBKH
MaTepialiB  PeecTPariifHOro JOChE
JUIST ZepKaBHOL peecTparii
JIKapChKUX 3ac00iB;

YCYHYTH  TIEPEAYMOBH  IIOJ0
BIICYTHOCTI  IIpaBOBMX  IiJCTaB
IIPOBEEHHS, 3a OaXaHHAM  (i3uUIHOT
abo ropunuaHoi ocobu (3asBHUKA
(3aMOBHUKA), JOCIIi THHUIIBKOT
YCTAQHOBH, TOINO), OI[HKA Ha
BIIITOBIMHICTE JOCHILIHULIIEKOT
ycraHoBM — BumoraM  Hanexxnol
nabopatopHOl IPaKTHKA Ta
NIPOBEJIEHHS OINIHKM BIAIOBIIHOCTI

HOPMATUBHUM  BHMOTaM BHU3HAYCHUX
MiCIIST IIPOBEICHHS pO3IiioM I
OCITi KEeHHS Ta/abo AHaJtizy
imraboparopii, 110 PEryIsSTOPHOTO
[UTAHYETHCSA 3aIy4aTH [0 BILIHBY
[IPOBEACHHS KJIIHIYHOI'O
BUNIPOOYBaHHS, IO €
3alIOPYKOI0  OTPHMAaHHS
O1IBIN AKICHUX, TOYHHUX Ta
[MOBHHUX JaHWUX IIiJ Yac
[IPOBEICHHS X
ITOCIII IDKEHD
Sanumenus Buronu BincyrHi IIpoGmema 3anumenHs
iCHyI09O1 Ha aHui Oyne iCHyI0901 Ha
MOMEHT CUTYaIlil [IPONOBXYBAaTH [TaHWH  MOMEHT
0e3 3min icHyBaTH. cuTyarii 6e3 3MiH
He CIPUSATHME
BUPIILICHHIO
NpoOJIeMH, TOMY
BHUOIp JTaHOT
QIETEPHATHBH HE €
TOIITTEHUM.
Pe#ttunr AprymenTn mozo nepeparn o6pasoi | OmiHKa pH3HEKY
QIIETEPHATUBY / IPUYHHH BiMOBH 30BHIIIHIX YNHHUKIB Ha
BiJl aTbTepHATHBHI 10 3aITPONIOHOBAHOIO
PEryaaTOpHOTo aKTa
IIpuiiHaTTs [ IpuAHATTS OPOEKTY aKTy Puzuxu He
IIPOEKTY aKTa TO3BOJUTD: nepen0avaroThC.
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HOpPMAaTMBHUM  BUMOTAaM  MiCIs
IIPOBEACHHS JOCHIMXKEHHS Ta/abo
naboparopii, 110 IIAHY €ThCS
3aJTy4aTy 4O MPOBEACHHS KIIIHIYHOTO
BUNIPOOYBaHHS.

3aInIIeHHS
iCHyr0UOl Ha
JaHWUHA MOMEHT
cutyarii 6e3
3MIiH

ITpuarHOO [T BiAMOBY Bif JamHoi
aJIbTEPHATUBU € Te, I10:

1)  icHyBaTHMe BifCyTHICTE yMOB
IIPOBE/ICHHS, 33 OaxaHHAM (i3ugHO]
abo ropuaraHOi 0co6u (3asBHUKA
(3aMOBHUKA), TOCII JHULIEKOT
YCTaHOBH, TOIIO), OI[iHKA HA
BIAMTOBIAHICTS JOCIiTHUIBKOL
yCcTaHOBH BUMoram Hanesxrol
NabopaTOPHOI MPAKTHUKH Ta
IIPOBEICHHS, OI[IHKM BiAmOBI fHOCTI
HOPMATUBHUAM BHMOI'aM MiCIIs
MIPOBEACHHS JOCILIKEHHS Ta/abo
nabopatopii, 1o MmIaHyeThCs
3aJIy4aTy J0 IPOBEeACHHS KIIHIYHOTO
BUIIPOOYBaHHS,

2) PH3UK HU3BKOT'O PiBHSI

I ITOTOBKa MaTepiais
peecTpanifHOro JoCkhe 1Jis
JePKaBHOI peecTpallii IiKapChKUX
3aco0iB;

3)  icHyBaTHMe PU3HUK
He3a0e3IIeUeHHS OTPUMAHHS
SIKICHUX, TOUHUX Ta IOBHUX JJAHUX
IIiJ] 9ac IPOBEIEHHS JOKIIiHIIHOTO
JOCTIJDKEHHS Ta KIIIHITHOTO
BUIPOOYBAaHHS, 10 HETATHBHO MOXKE
BIUIMHYTH Ha JOTPUMAHHS [IPaB
I'POMAJISIH Ha OXOPOHY 3JI0pOB’ 4.

i npuinaTTs
PETYIATOPHOro aKTa He
OyIyTb HOCSTHYTI
(mpobnema
IIPOOBXXYBaTHMe
icHyBaTH).

V. Mexani3mu Ta 3axoau, fKi 3a6e3ne4atsh Po3B’A3aHHS BU3HAYEHOT npoodjiemu

Jns  BupilneHss 3asHaueHOl mpobiemMu  po3pobiIeHo MPOEKT aKTa, ;IKHMi
HaJTa€ThCs MOMIIMBICTH TPOBEACHHS, 32 Oa)KaHHIM ¢izuanOl abo ropuauYHOI 0COOH:

(3aMOBHUKA NOKIIHIYHOTO BUBYEHHS (CIIOHCODA), JOCIITHUIEKOT YCTaHOBH TOIIO),

OI.IIHKI/I Ha Bl,lIHOBllIHICTB I[OC.TII,Z[HI/IIIBKOI ycTaHoBd BuMoram Hamexuot na60paTopH01~

IIPAaKTUKK Ta NPOBEICHH, 38 OaxaHHsM (isninol abo ropuandHoi 0cobu (3asIBHHKaf
(JIIKYBaJIBHO-w

KIIHIYHOTO  BHNPOGYBAHHS,  3aKIady  OXOPOHH
IPOQUIaKTUYHOTO 3aKIafy), KOHTPAKTHO! IOCTiIHUIIBKOL opraizaiii, croHcopa:

3I0pOB’st
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TOIO), OIIHKM BIiAITOBiTHOCTI HOPMAaTHBHUM BHMOIaM MiCIl POBEICHHS.
HOCHIJDKeHH Ta/abo na6opaTop11 IO IIJIAHYEThCS 3aIy4aTH [0 npOBeJ:[eHH;I;
KJIHIYHOTO BUIPOGYBaHHA y MicIi IPOBEIEHHS BHIPOGYBAHES. :

IIpoexr akTa nepeaGadae BHECSHHS 3MiH 10 TAKUX HOPMATHBHO- IIPAaBOBUX aKTiB:

IlopsiAKy TpoBemeHHA MOKNIHIYHOTO BHUBYEHHA JKAPCBKUX 3aC06iB  Ta.
CKCIIEPTU3H MaTePiajliB JOKIiHIYHOrO BUBYCHHS JIlKapCBKI/IX 3ac0061B, 3aTBEPHKEHOTO:
Haka3oM MiHiCTepcTBa OXOPOHH 3710p0oB’st Vkpainu Bix 14 rpymus 2009 poKy Ne 944,
3apeecTpoBanoro B MinicTepersi rfoctunii Ykpainum 19 ciuas 2010 pPOKy 3a No
53/17348;

Iopsnky mposesieHHs KIiHIYHMX BHIPOOYBaHb JiKapChKHX 3acoGiB  Ta
EKCIIEPTU3U MaTepiajiB  KIiHIYHUX BI/Il‘IpO6YBaHB 3aTBEPIDKEHOTO  HAKa30M
MinicrepcTBa 0XOpOHH 370poB’st YKpaimm Bim 23 Bepecms 2009 poky Ne 690,
3apeecTpoBaHoro B MimicTepersi rocturii Vkpainu 29 sxotaHs 2009 poky 3a
Ne 1010/17026 (y pemaxuii Haxasy MinictepcTBa OXOpOHH 300POB’S pralHI/I;
Bix 12 nunag 2012 poky Ne 523). ;

IpuiiHATTS NPOEKTA aKTa MaTHMe MO3WTHBHUH BIUINB, OCKUIBKH 3&663H6‘H/ITI:
AIOTpYMaHHA BUMOT HanexHoi 1aGopaTopHO! HPakTHKH Ta OTPUMAHHSA SIKICHHX,
TOYHUX Ta MOBHMX JAHMX IIiJ Yac MPOBEACHHS JOKIIHIYHAX TOCITiIKEHD Ta KIIHIYHIX
BUNPOOYBaHb JIIKapChKUX 3ac00iB, 10 JO3BOIUTD 3aLliKABICHAM 0c00aM MOKPALUATH
SAKICTh ILATOTOBKM MaTepialiB peecTpalifiHOro HOChE M JepKaBHOL peectpariii
NKapChKUX 3ac00iB.

VI. Ouinka BUKOHAHHS BHMOT PEryJIsiTOPHOTO AKTA 3aJIe3KHO Bil pecypceis, -
SIKAMH PO3NOPAIKAIOTHCH OPraHd BUKOHABYOY BJAaJAH 9YH  OPraHu MicHeBOro .
CamMoBpsilyBaHHs, Gisu4Hi Ta opuaAnHi 0co6H, IKi NOBHHHI NpoBaLKYBATH aﬁoi
BHKOHYBATH i BUMOT'H

BuKOHAHHS BUMOT PEryJIATOPHOTO aKTa 3IHCHIOBATIMETECS B MEXaX iCHYIOUHX
KOMITOPHCHUX BUTPAT Ha YTPUMAHHS BIAOBIIHAX OpraHiB Aep>KaBHOI BIAIH.

Butpaty Ha BUKOHAHHS BEMOT PETYISTOPHOIO aKTa 3 60Ky OpraHiB BHKOHABYOL
BTajii 200 OpraHiB MiCIIEBOTO CaMOBPSAYBaHHs BiCYTH. :

Peayizallis peryJiITOpHOTO akTa He MOTpeOyBaTHMe NONATKOBHX 6Ioz[>i<eTHfix3
BUTpAT 1 PeCYpCiB Ha aIMiHICTPYBaHHS IepXKaBHUMHU OPTaHAMH Ta HOTpelye BUTPAT
Cy6’€KTiB rocrofaproBaHHs, OB’ I3aHAX 3 BUKOHAHHAM BUMOT PEryIISTOPHOTO aKTa.

IlpuiiHaTTs akTta He IpH3Belle DO HEOUiKyBaHWX PE3YILTATIB i He HOTpe6yev
AOJATKOBUX BUTPAT 3 NepxkaBHOro OromxeTy. MoxiBa mkoaa y pasi odikyBaHHX
HACMIIJKIB Aii aKTa He IMPOTHO3YETHCS.

IlepenbauaroTbess mpsAMi BUTPAaTH Cy6’€KTiB TOCHOAAPIOBAHHA, IIOB’S3aHi 3
IPOBEIEHHM, 3a IX 0aKaHHSIM, OIIHKA Ha BiAMOBINHICTH TOCIITHHUIEKOI YCTaHOBH
BumoraMm Hanexnsol 1abopaTopHOi IpaKTHKX Ta OLIHKY BiJIIIOBITHOCTI HOPMAaTHUBHHUM
BUMOTaM MiCId TIPOBEJEHHS IOCIiUKeHHs Ta/abo mabopatopii, mo TLTAHY €TBS.
3alydaTd [0 NPOBEJICHHA KIIIHIYHOTO BUIPOOYBaHHS, & TOMY DPO3PaXyHOK BI/ITpaTL
3rigeo 3 Jonatkom 2 MeToauky MPOBEICHHS aHalli3y BIUIUBY PeTYISTOPHOIO aK;ra
po3pobneHuii.
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Butpatu y opranis BHKOHaBYOI BlIa/ i He IepenbadaroTses, a TOMY PO3PaxyHOK
BUTPAT 3rifHo 3 Joxatkom 3 MeTOIHKH [POBe/IeHHs aHAIII3Y BINTUBY PETYIATOPHOrO
aKTa He po3pobIisBcs.

VIIL. O6rpyHTyBanus 3anponoHOBaHOI0 CTPOKY il PeryJIfTOPHOro aKTa

HpOHOHyeTBCSI BCTAHOBUTHU HEOOMEXKEeHUH CTpPOK ,Z[ll PEryJIATOPHOTO aKTa, 110
CHIBBIIIHOCI/ITBCﬂ 3 HlJIfIMI/I Horo HpI/II/IHS{TTH 3Minu A0 PErYJIATOPHOIO aKTa BHOCATECSA
B pa31 IIOTpe6I/I Tay pa31 BHECCHHS 3MiH A0 YMHHOTI'O 3aKOHOJZaBCTBA. TeleH Ha6paHH51
YUHHOCTI PEryJLITOPHUM aKTOM — 3 THS, HaCTYIIHOI'O 3a nHEeM HOTO OHY6JI1KyBaHH}I~

VIIL BusHaueHHsi HoKa3HAKIB pe3yJIbTaTHBHOCTI Ail peryasiTopHoro akra &

1. Posmip HamxomKeHb [0 IEpXKAaBHOIO Ta MICIEBOTO OIOMKETIB 1
JEePIKaBHOTO LUIBOBUX (OHMIIB, IOB’SI3aHUX i3 MI€0 aKTa — peanizaiig axra He.
nepenbavae JOAAaTKOBUX Ha,Z(XOI[)KeHB T& BTPaT JO JEP>KaBHOI'O Ta MiCIeBUX
OXOIKETIB.

2. KinpkicTs cy6’eKTiB, Ha SIKMX IIOMIMPIOETHCA Tist akta — 115.

3. PiBens moingopmosanocti cy6’ektiB rocrogapiosanns ta (a60) (izrmunnux
0Ci6 i3 OCHOBHMMH ITOIOXKEHHSIMHY IIPOEKTY PETY/IATOPHOrO aKTa — BUCOKHI, OCKLIIBKH
BiH Oyze omy6rmikoBanuii Ha odirilinoMy Bebeaiiti MO3. *

Jlist  BU3HAYEHHS pe3yNbTATHBHOCTI PEryISTOPHOTO aKTa IPONOHYETHCS
BCTAHOBUTH TaKi CTATHCTHYHI IIOKA3HUKH:

KUIbKICTh TOJAHWX 3asiB [P0 MPOBEJEHHS OIIHKM HAa BiANOBLTHICTD
JOCIIIHALBKOI ycTaHOBY BuMoram HasexHoi 1a6opaTopHOT MpaKTHKH, :

KiIBKICTh HOJAHMX 3asB PO NPOBEICHHS OIIHKHU BiAIIOBiIHOCTI HOPMAaTHBHUM
BUMOTaM MICISl IIPOBEJIEHHs JOCTiDKeHHs Ta/aGo nabopaTopil, INO IIaHyeThCS
3ajly4aTy [0 NPOBEACHHS KIIHIYHOrO BI/IHpO6}/BaHHSI'

KiIBKICTE BHCHOBKIB IO BIAIOBIAHICTE / HeBigmoBinHicTs BUMoram Hajexuol
HaﬁopaTopHm IIPaKTUKH; ¥ 1

KINBKICTh BHCHOBKIB  IIPO BIILHOBIZ[HICTL/HCBIJIHOBII[HICTL HAITIOHATLHAM
CTaHAapTaM IIOJ0 INPOBEICHHA KIIHIYHMX BHNPOOGYBaHb, IapPMOHI30BAHUM - 3
3akoHoaBcTBOM CC.

IX. BuznaueHHs 3aX0/iB, 32 JOIOMOI0I0 AIKHX 3MiHCHIOBATHMETbCS
BiICTEIKEHHS Pe3yJIbTATHBHOCTI /il peryIsiTopHoro axkra

3ax0M WOAO BIiNCTEXEHHS PE3yIBTATUBHOCTI IIPOEKTY aKTy Oa3yFOThCSA Ha
Metonuui BiACTEXEHHS pPe3yNbTATHBHOCTI PEryISITOPHOTO aKTa, 3aTBEPIUKEHIH
noctaHoBoro  Kabimery Minictpis Vkpaimm Bix 11.03.2004 Ne 308 «IIpo
3aTBEPIXKCHHS ~ METOAMK IPOBEACHHA aHANI3y BIUIMBY Ta  BiJCTEXKCHHS
Pe3yNBTaTUBHOCTI PETYISITOPHOTO aKTay. :

basoBe BifCTeXEHHA pPe3yNBTATHBHOCTI IIPOEKTYy AaKTa 3AiHCHIOETHCS [0
HAaOpaHHS YMHHOCTI 3MiH, IO IepenGadaroThes MPOEKTOM aKTa, ILIAXOM aHaTi3y
CTATUCTUYHUX JAHUX.
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Pe3ybTaTHBHICTE 3MiH, IO BHOCATBCS, BUBYATUMETECS [POTIIOM POKY 3 I[aTI/I
HabpaHHA YAHHOCT] aKTOM LUITXOM MIOBTOPHOTO BiZCTEKEHHS, \

3a pesynbpTaTaMy TAaKOTO BiICTEXeHHS Gy/e MpoBefeHHit IIOPIBHSUTEHUM aHai3
TNIOKa3HKKIB Pe3yJbTATUBHOCTI IPOEKTY aKTa A0 HaGpaHHA HAM YHHHOCTI 1 micis
HaOpaHHS YHHHOCTI.

lepionu1re BincTexeHHs 3AIHCHIOBATMETECS pa3 Ha TPU POKH, MOYNHAIOYH 3
JHs BUKOHAHHS 3aXO/iB 3 TIOBTOPHOTO BIZICTEXKEHHS PEe3yNIBTATUBHOCTI MPOEKTY aKTa,

Metoz IpoBeieHHS BiJICTEKEHHS Pe3yIBTATHBHOCTI — CTATUCTHYHMIL.

BincTexeHHs pe3yIbTaTHBHOCTI [POEKTY AKTY Oyne MpOBOJHUTUCE II.UDIXOM
TIOPIBHANBHOTO aHANi3y AAHUX INOJO KiTbKOCTI BHUCHOBKIB mpo BIATIOBIAHICTE /
HEBIIIIOBIIHICTE BMoraM HaltexxHoi 1a6opaTopHOl MpaKkTHUKH, KUTBEKICTH BHCHOBKIB
PO BiAIOBINHICTE/HEBINIOBINHICTS HALOHANEHUM CTAHAAPTAM MO0 npOBeJ::eHHﬂ
KIIHIYHAX BUNIPOOYBaHb, FApMOHI30BaHUM 3 3aKOHOAABCTBOM €C. ' :

LlineoBi rpynm, siki 6yayTs 3anydaTHCh A0 NPOBEAEHHS AOCIiKeHHsS, - MO3
Yxpaiuu, lepxapauii excreprruit nentp MO3 Vkpainu, 3asBHUKY, [OCTIIHIKA.,

MinicTp oxoponu
310poB’s1 YKpainu ixTop JISIINKO .

« » 2022 p.




Honartox mo’

AHaJi3y PeryIsTOPHOTO BILIUBY

BUTPATH

H2 O/IHOTO Cy0’€KTa rocIoaapIoBaHHs BEJIMKOTO i CEPeXHBOro
MANPHEMHANTBA, AKi BUHHKAITH BHACTIXOK /Iii PeryJIATopHOro akra

(MaTepiamm, KaHIEISIPCHKi

TOBAapH TOIIIO)

3a paxyHOK BIIPOBaKEHHS 3MiH
Cy0’€KT TOCIIOAAPIOBAHHS MOXKE
HABIAKH CKOHOMHTH dYac Ha
i ATOTOBKY i3 3aIIy4eHHS

Hopsn- Butparu 3a nepumit pix 3an’aTh
KOBHH POKIB
HOMEp
1. Burpatn na npunbanus ocuosanx| He He
<I)0HlIiB,. o0TagHaHHS Ta nependavacThCs nepeadavaeThes
IpHNAJiB, CEPBICHE
o0cIryroByBaHHH,
HABYAHHS/ T IBUIIICHHS
KBalridikanii nepcouaiy,
TOITIO
2. Homatkm Ta 300opum (3MiHa | He 3MiHIOE po3MipiB HE 3MIHIOE
po3mipy NozaTKiB/360piB, | momarkis, 36opis Ta po3Mipis
BUHUKHEHHS  HEOOXINHOCTI Y | 0GoB’S3KOBHX MaTexiB HOJATKIB,
cIUIaTi MOJaTKiB/360piB) 360piB Ta
000B’I3KOBHX
IIJIaTeXiB
3. Burparwm, moB’s3aHi i3 BeAeHHSM | He BCTAHOBIIIOE JTOJATKOBHX HE BCTaHOBJIIOE -
06IiKy, TiArOTOBKOIO T2 dbopm sBiTHOCTI JONATKOBAX
MOJaHHAM 3BITHOCTI ISpKaBHIM dbopm 3BiTHOCTI
opranam
4, Butparu, now’s13ani 3 BUTPATH BiJICYTHI, OCKIIBKH BHTpaTH
aJMiHICTpYBaHHSM 3aXO0JIiB TPOEKT He Ma€ HACIiIKOM BigcyTHi,
AEPIKABHOTO HATIIAMY (KOHTPOIIO) IIPOBEJIEHHS NOAATKOBHX OCKIJIBKH
(mepeBipok, mrpadrmx CaBKIH, | 3ax0nip KOHTPOITIO IIPOEKT HE Mae
BHKOHAHHSI PiIIeHb/TIPHUIUCIB, HAGIT KoM
TOImO) IIPOBECHHS
JIOIaTKOBUX
3aX0/iB
KOHTPOITIO
5. Butpaty Ha OTpUMaHHS ITpuGnu3Hi BUTpaTH HA He
aAMiHICTPATUBHHX IOCIYT OTPHUMAaHHS IIOCIYTH CKIafaloTh | IependadacThes,
(mosBoiB, MiNeR3iH, 90000,00 rpusens’. Butparn IO TIpoTIeypa
ceprudixaris, aTecTaris, PO3paxoBaHi 3 ypaxyBaHHIM HaJIaHHS MOCIYTH
ITOTOZUKCHD, BUCHOBKIB, BUTpAT HA OIIATY Hpami MOXe 6yTH
TIPOBCIICHH , 3aliTHUX TIPAIliBHUKIB OJTHOPa30BOIO.
He3aIeKHUX/000B’ I3KOBUX
eKCIIEPTH3, cepTudikarii, Jlepxasnoro eKCHePTHOFO
arecTarii Tomo) Ta inmmx nocmyr | LCHIPY MO3 Yxpainm.
(TpoBeIeHHS HAYKOBHX, IHIIHX
eKCIIEPTH3, CTPaxyBaHHSI, TOIIO)
6. Burpatu Ha 000pOTHI aKTHBH be3 nomatkoBmx BUTpAT. be3 monarkoBux !

BUTpAT




naboparopil / Micus mpoBeneHHS
HNOCTI/UKEHHS [0 IIPOBEICHHS
KJIiHIYHOTO BHIIPOGYBAHHS

7. Butpatu, moB’s3aui i3 HaliMmoMm He nepen6aueno He niepenbaueno
JIOJTATKOBOT0 IEPCOHANY, [PHBEHb
8. Inme (yTounuTH), rpUBEHE [Tepenbagarorses Butpatu Ha | HepenbagaeTnes,
O3HalOMIICHHSI 3 HOPMATHBHO- mo
[IPABOBUM aKTOM, ITIO 33 O3HaHOMJIEHHS 3
OI[IHOYHUMH KOHCYJIBTAIlIIMH HOPMAaTHBHO-
cTaHOBUTDH 10 XBHIIMH poGOYOro | MpaBOBMM aKTOM
Yacy Ta Ha CTBOPCHHS Ta Oyne
HANpPaBICHHS TOKYMEHTIB Ta BinOyBarucs y
OTpHMaHHS BUCHOBKY — 3 HEPIIOMY POIIi.
rogunu 30 xBUIHH Po6OYOro
yacy. 3 ypaxXyBaHHSIM
MiHIMaITBHOT 3apoGiTHOT IIaTH
(3rimHo 3akoHy Ykpainu «IIpo :
Z[epxcaBHHﬁ Oro/KeT YKpainu
Ha 2021 pix»?, 1 romuna = 36,11
I'PHBEHD) BUTPATH CTAHOBIIATE:
132,41 rpuseus.
9. PA3OM (cyma psnkis: 1 + 2+ 3 +| 90132,41 rpusens
4+5+6+7+8)
10. KinpkicTb cy6’exriB Cy0’€eKTH CepeIHbLOrOo
TOCIIOTaPIOBAHHSA BEJIHKOT0 i TIPHEMHHUIITBA
Ta CEPETHBOTO — 85 cy6®’eKxTH BEIIMKOTO
I ANPHEMHHNIITBA, Ha AKHX HiATPHEMHUIITBA
Oyne momupeHo - 30
DEryJItOBaHHSI, OOUHHUIE Beroro: 115
11. Cymapsi BuTpati cy0’eKTin 10365227,15 rpusens’ He nepenbaueno

TOCIIOAPIOBAHHS BEJIKOTO T4
CEpenHbOro MiIIPUEMHUIITBA, Ha
BHKOHAHHSI PETYIIOBAHHS
(BapTicTh perymoBanus) (PAIOK 9
X panok 10)

B danomy eunadxy pospaxosani eumpamuy, sxi MOJNCYMb NOHECHU, 30 GNACHUM OAMICAHHAM He
00MedNCYIoUU OCHOBHOT OIANLHOCT, CYO 'EKMU 20CHO0ADIOEAHNS 610 NPUIHAMMA Ipoexmy naxazy
MO3 Vkpaiuu.

2

3aron

Yxpainu  «llpo

Leporcasnuii

Oro0siIcem

https://zakon.rada. gov.ua/laws/show/1082-20#Text

Yxpainu  na

2021  pix»

B danomy pospaxyuxy nasedeno sumpamu. ycix cy6’exmie 20CcnoOaplosans, xo4a 6i0cymui
niocmaeu eeasicamy, wo yci 6y0yme KOPUCHYSAmucs 0anoio NOCIY2010, 3604CAIOYY HA il He'
0608 ’a3xo6uii xapaxmep.

Po3paxyHok BiIimoBiAHuX BUTPAT HA 0HOrO Y0’ €KTA TOCIOAAPHBAHHS

Bun Butpar

V mepmmii pik

Ilepionmuni (3a
PiK)

Butparu 3a n’aTh
POKiB




Butpatu Ha npunGanns Bes nomarkosux | bes nomarkosux | bes momarkosux
OCHOBHHX (QOHIIB, 00magHaAHHA BUTpaT BUTpaT BUTpAT
Ta NPHIIAAIB, CEPBiCHE
00CIyroByBaHHS, HABYAHHS 9K
IiABHUIICHHS KBaJti(ikarii
IEPCOHAILY TOIIO
Bun sutpar Butparu Ha ciaty mogatkis Burpatu 3a
Ta 300piB (3MiHEHHX a60 IT’SITh POKIB

HOBOBBEJICHHUX) (3a piK)

ITogatku Ta 360pw (3MiHa

HE 3MIHIOE PO3MipiB IIOJATKiIB,

PO3Mipy OJATKiB/300piB,
BHHHKHEHHS HEOOXIHOCTI y
CIIIaTi HOKaTKiB/360piB)

IJIaTEXKIB

360piB Ta 000B’A3KOBUX

He nependaveHi

Bun Butpar Burparu na Benienns | Butpatu Ha Pasom 3a pik | Butparu 3a -
00miKy, IATOTOBKY | OIIATY I’ ST POKiB
Ta HOJIaHHS mTpadhHEX -
3BITHOCTI (32 piK) CaHKIIIH (32 piK)

Butpaty, oB’s13aHi i3 | He BCTaHOBIIIOE HE BUMAarae HE He

BEIECHHSIM 00Ky, ZOIaTKOBUX HIPOBEJICHHS nepenbadeHi | nependaveni

HiATOTOBKOIO Ta thopm AOHATKOBHAX "

TIOTAHHSIM 3BITHOCTI 3BITHOCTI 3axoa1B

JePKaBHUM OpraHaM KOHTPOJIO

(BuTpaTH gacy

IEPCOHAITY)

Bun Butpar Burparu Ha Butparu ma omtaty | Pasom 3a pix| Burparu 3a
anMiHICTpyBaHHS | mTpaHUX CAHKIiH I’ SITH POKiB
3axXO7IiB Ta YCYHEHHS
IEPKaBHOTO BUSBIICHUX
HarJsry HOPYIIEHS (32 PiK)

(xoHTpOITIO) (32
pix) .

Butparu, nos’s3ani 3 HE BUMarae He nependaveni HE HE 7

aIMiHICTPYBaHHSIM 3aXOJIiB | IPOBEICHHS nependadeHi| nepenbadeni

JEPIKaBHOTO HATJISITY JOJaTKOBHX

(xoHTpOIIO) (TIEPEBipOK, 38X0/[iB KOHTPOJIIO

mTpadHAX CaHKIlii,

BUKOHAHHS PilICHE/

IIPUIKCIB TOIIO)




Bun Butpar Butpatu Ha BHTpEL“TPI Paszom 3a pik | Butpartu 3&;?

IPOXOKEHHS besmocepen (craprosmit) | w’ste |

BilmoBinHuX nporenyp | HbO Ha pokin |

(BUTpATH Yacy, AOSBOJIH, :

BHTpATH Ha JHIEH3IL, ]

ceptudikar u, .

€KCIIEPTU3H, TOIIO) . ~,

CTpaxoBi :

nojicu (3a pik - ,

CTapTOBHi) |

1

Burparu Ha oTpuMaHHs | 1 ¢y6’ekToM 1 cy6’exty 90126,39 JlonaTkosi |

aiMiHiCTPaTHBHAX TOCIONAapIOBalHA OyNe | TOCIIOJapIOBaHH | PUBEHD BHTPATH HE

HOCIIYT (Z03BOJIIB, BUTPAYECHO Yac Ha S IS ’ n,epez[6aqer;;

Juensi#, cepradixaris, CTBOPEHHS Ta OTpPHMAaHHSI Hi 5

aTCCTATIB, IOTOJOKCHD, | yarmapnenns TOCIyTH :

BHCHOBKIB, IPOBEICHHS . '

» IPOBCA JIOKYMEHTIB Ta (BucHoBoK) ;

HE3AICIKHUX / ) ;

, oTpuMaHHs BHCcHOBKyY. | HeoGximmHo Gyxe i

000B’13KOBHX EKCITCPTH3, 3 5

ceprHbiKamii, atecTanii 8 MPHOM3BIMY BHUTPATUTH

. !

TOINO) Ta iHmKX mocayr | HAPaXyHKaMH Oyne 90000,00 |
(TpoBesieHHs HayKoBHX, | BATPadeHO 3 ropuuu 30 | rpEBEHD

IHIX eKCIIepTH3,
CTpaxyBaHHS TOIIO)

XBHJIMH poO0YOro gacy,
IO i3 PO3paxyHKy
MiHiManBHOT 3apoGiTHOL
miaty Ha 2021 pik (1
roguHa = 36,11
IPUBEHE) CTAHOBUTH
126,39 rpuBenn

Bup Butpar

3a pik (cTapToBwii)

Ilepionnyni (3a
HACTYITHHH PiK)

Butpatu 3a ’a1h
pokiB

Butparu Ha 06opoTHi
aKTHBH (MaTepiai,
KaHIEJIIPChKi ToORapH
TOIIO)

JlomaTkoBi BUTpaTH HE
nependayeHi

JlonaTkoBi BUTpaTH He

niepenbaveHi

Jonatkoei Butpatu
He nependadeHi

Bup Butpar

Butpaty Ha omnaTy mparti J0JaTKOBO
Ha¥MaHOro MEPCOHANTY (3a Pik)

Butparu 3a i’ 16
POKiB

=

Butparu, nos’s3aHi i3
HalMOM JIOJATKOBOTO
IIEpCOHALY

He nepenbaueni, He motpebye
JOJAaTKOBOTO IIEPCOHAITY

He nepenbaueni, ue
notpedye ZONATKOBOTO
NIEpCOHAY

Ipumimka: Hasedeniy yoomy po3oini sumpamu cy6’exmis 20cnodapioéanns 3a neputuii ma 3

HACMYNHUX POKIE € YMOBHUMU PO3PAXYHKAML,

i
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MPOMINICTEPCTBO | BOCHHARCTAN | TPOMATSHAM | MEMWSHHMTPALIBHMKAM | OCBITA | TPECLEHTP KOHTAKTH |

rPOMA/ICBKE Obr0BOPEHHA

T «  Moex wakasy M03 Yipaikn Tipo 2areepmeta ui po Mlopagry ~ TOAIEe
TPOBB/IEHHS KNiHIYHHX BHTD6YBAHb NikapCh X 2acoia 1a v 6o
TOTOBH REPKABHHI BKCTIETIaM MaTepianis KKK BHNpoByBaHb Ta Mlopanky

CAHITAPH TIKAP YKPATAH . . !
IPOBRLIEHHA AOKNTHIYHOT BUBYEHHA NIKAPCLKMX 33C00IB Ta
"
KEPIBHHK POEIT 3 IKBIZAL L
HACTITKIB HARSBMYAHOT 217pyHa 2022 © 9%
T CHTYALIE (COVID-19)
[poexT Hakasy MO3
b TPOMACHKE OGTOBOPEHHA Sl o Mopsny
APB
TPOMALCbKA PAIAMD v
0 [Nonarok 1o APB
TPOMATICbKA EKCTEPTHA [logaroxk 3 fo Mopazky
[onarok 6 o Mopaky
JIOKYMEHTH 3 THTAHb
e 7 ;
EXOHOMIKH TA OIHAHCIB Ronarok7 Ao Nopsaxy
[onarok 8 o Mopaky
HALIOHATIGHA PALA 3 THTAHb TloBiAoMIeH<A 1p0 OnpUTOAeHER
TIPOTHENI TYBEPKYLOSY TA ~
B\ﬂ/CHI[l Mp BHANLHA TabMMLS
[oAcHI0BaNLHA 3anucka
LOKYMEHTH

)

TPOMA/ICHKE OBTOBOPERHA

[APXiB) NOBIAOMNERHS OHNaiiH NIATpHNKA
Bac sirag HaLjoranHiit
Npo ONPUAOAHEHHA A00NPaLILOBAHOTO NPOEKTY Hakaay MO Ykpaiki «[Tpo KOHTAKT-UGHTD MO3. VIOWHTs, 07
CTPATETIYHA EKOROTIHHA 3aTBepKeHHs MiH A0 NopARKy NPOBEReHHS KNHivHAX BANPOGyBaHS AikapCHKIX %ﬂi‘;xﬁ:{;f’ 0 MOHENO Bl

OUIHKA 3aco6ia Ta excnepTus Mateplanis KnlkisHux sunpoBysasb Ta Mopsky

A T4 Y

Mostly cloudy




