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MIHICTEPCTBO OXOPOHMU 310POB’SI YKPATHU

ByI. M. I'pymeBcokoro, 7, M. Kuis, 01601, ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, kog €JIPIIOY 00012925

Big Ne Ha Ne BII

Jlep:kaBHa peryJsiropHa caIy:x0a
Ykpainu

1Ipo nozooowcenns npoekmy nakasy

MiHICTEpCTBO OXOPOHU 3J10pOB’sl YKpaiHU HaJACHUJIA€ HA MOTOJKEHHS MPOEKT
Haka3zy MiHicTepcTBa 0X0opoHH 310poB’sa Ykpainu «IIpo BHecenHs 3miH 10 [lopsnaky
3a0€3MeUeHHS HAJIE)KHUX YMOB 30€piranHs, TPaHCIOPTYBaHHs, IPUIAMaHHS Ta 00JIIKY
BaKI[MH, aHATOKCHHIB Ta ajepreHy TyOepKyJbO3HOro B YKpaiH1» (Jajll — MPOEKT
Haka3y) Ta MaTepiaiu 10 HbOro, Ta MPOCHUTh MOTOJIUTH HOT0 Yy TPUACHHUN TEPMIH.

YnoBHOBaxkeHUMH TipefcTaBHUKamMu € 3aika Onekcanap: (050) 717-78-68,
Hecrtop mutpo: (067) 150-42-66.

Honmarku:

1. IlpoekT Haka3y Ha 2 apk. B | nmpum.

2. ITosicHrOBanbHA 3anMcKa J0 MPOEKTY Hakazy Ha 4 apk. B 1 mpum.

3. Hosiaka ACQUIS na 1 apk. B 1 mpum.

4. Anani3 perynsatopHoro BBy Ha 10 apk. B 1 mpum.

5. JlomaTku 10 aHali3y peryJasiTOpHOrO BILUTMBY Ha 6 apk. B 1 mpum.

6. [ToBimOMIIEHHS PO ONPUIIOJHEHHS Ha | apk. B 1 mpuM., 3HIMOK €KpaHa.

3acrynauk MiHicTpa — roJI0BHUI
JAep:KaBHUI CaHiTaApHM JiKkap YKpaiHu Irop KY3IH
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MIHICTEPCTBO OXOPOHM 3JI0POB’Sl YKPAIHU

HAKA3

Kuis No

[Ipo suecennn 3min 1o IMopnjaky 3a0e3neuennust HAJEKIHX YMOB 30¢piranns,
TPAHCIOPTYBAHHS, IPUAMAHHS Ta 001Ky BAKIHH, AHATOKCHHIB TA AJICpreny
TYOCpPKY.JIb03HOI0 B YKpaini

Biiiosiano o crareit 6, 11, 12, 13 3akony Yxpaiau «[1po 3axuct vaceienng sij
IHperiiinnx xeopoby, nynkry 8 INonoxenns npo MinicTepeTBo 0XOpoHH 310poB s
Ykpaiun, saTBepikenoro nocranosoio Kabinery Minictpis Vipainu sig 25 Gepesns
2015 pexy Ne 267 (y penaxitii nocranoed Kabinery Miunicrpis Yipaiuu sij 24 cigus
2020 poxy Ne 90),

HAKA3YIO:

1. Buecrn sminu 1o [lopsyiky 3abesieuenHs HaleKHMX yMOB  30epiramHs.
TPAHCTIOPTYBAHHSA, NPHAMAHHA Ta 00niKy BAKUMH, AHATOKCHHIB T4 alepreHy
TyOepKynL03HOro B YKpaini, 3arBepiikenoro HakasoMm MinicTepersa oxoponu
30poB’si Ykpaiuau sijt 16 sepecns 2011 poky Ne 595, sapeectposanoro 8 Minicrepersi
octHii Yipainn 10 sostus 2011 poky 3a Ne 1159/19897, sukiasuin #oro v Hosiil
peHaKiii, o A0HaeThes,



2. JlenapramenTy rpomazchkkoro 3j10pos’s (Onekcito Jlanunenky) sabesneyntu:

1) mojanHs 1BOIO HAKasy B YCTAHOBJICHOMY 3aKONHOJIABCTBOM HOPSJIKY Na
JiepikaBHy peecrpartito o Minicrepersa octuiii Ykpainy;

2) OHpHIIOAHEHHS [LOTO HaKka3y Ha odiiitHomMy Beb-caitti Minictepersa 0XopoH#
310poB’st YKpainu, micid 3ziicuenns Horo Jepxkasunol peectpauii B Minictepersi
OCTHLIT Y KpalHHu.

3. KoHTpoub 32 BUKOHAHHSAM IBOIO HAKA3y [OKJACTH HA 3acTynuuka Minicrpa
OXOPOHH 3JI0POB’st YKpaiHu — I'OJIOBHOIO JCPHABHOIO CAHITAPHOIO Jikaps Yipaiu
Iropa Kyzina.

4. Lleil naka3s nabupae uMHHOCTI uepe3 6 MicsAUiB 3 JjHS Horo odiuiiinoro
OnyOIKyBaHHs.

o Miunicrp Q}A\/ Bikrop JISILLKO
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HOBIJOMJIEHHSA
MPo ONPUIIOTHEHHS

npoekrty Haka3y MiHicTepcTBa 0X0poHu 310poB’st Ykpainu «IIpo BHeceHHs 3MiH
no Ilopsaky 3a0e3nevyeHHs] HAJIEKHUX YMOB 30epiraHHsi, TPAaHCIOPTYBAHHS,
NPUIiMaHHSA Ta 00J1iKy BAKIIMH, AHATOKCUHIB Ta ajiepreHy Ty0epKYJbO3HOI0 B
YkpaiHi.

[TpoexT Haka3zy MiHicTepcTBa OXOPOHHU 370POB sI YKpaiHU PO BHECEHHS 3MiH
10 TOpSAKY 3a0e3leueHHs HaJeKHUX YMOB 30€piraHHs, TpPaHCIOPTYBaHHS,
puiMaHHS Ta 00J1IKY BaKIIMH, aHATOKCHHIB Ta aJIepreHy TyOepKyJIb03HOTO B YKpaiHi,
3arBepkeHoro Hakazom MO3 Vkpainu Bin 16 BepecHs 2011 poky Ne 595 «IIpo
HOPSAAOK MPOBEIEHHS MPOPUIAKTUUHUX LIETUIEHb B YKpaiHI Ta KOHTPOJb SIKOCTI ¥
00iry MeIu4YHuX IMyHOOIOJOTTYHUX TperapaTiBy, 3apeecTpoBaHOTO B MiHICTEpPCTBI
roctuiii Ykpainu 10 >xoBTHs 2011 poky 3a Ne 1159/19897 (manmi — mpoekT akTa)
PO3pO0IIEHO 3 METOIO 3a0€3MEYSHHS €I11IEMIYHOTO OJIaronoyyus HaceaeHHs Y KpaiHu
Ta MONEpPEeIKEHHS 1HQEKLI, KepoBaHUX 3acobaMu crnenu@piyHoi MNpPOQiIaKTUKH
IIJIIXOM BJOCKOHAJIEHHSI HAaJEKHUX YMOB 30€piraHHs, TpaHCIIOPTYBaHHs, IPUMMaHHS
Ta 00JIIKY MEIMYHUX IMyHOO10J0T1yHUX NpenapatiB (aani — MIBIT), o notpedyroTh
0COOJIMBUX TEMIIEPATYPHUX YMOB.

BignoBigHo no nyHkty 1 wactuHu moctoi ctarTi 21 3akony Ykpainu «IIpo
CUCTEMY TPOMAJICHKOTO 3/I0POB’s» HA TEPHUTOPIAX, HA SIKUX BCTAHOBJICHO KapaHTHH,
MICIIEBUM OpraHaM BHKOHABYOi BJIQJJM Ta OpraHaM MICIIEBOTO CaMOBPSITyBaHHS
HaJIa€ThCs MPABO 3alydyaTd MiANPUEMCTBA, YCTAHOBU Ta OpraHi3allli HEe3aJIeKHO BiJ
¢bopMHu BIIACHOCTI 10 BHUKOHAHHS 3aXOJIB 3 JOKaji3amii 1 JiKBigamii emigemMii 4uu
cnanaxy 1H(EKIiiHHOi XBOpoOU B MOPsAKY, BCcTaHOBIeHOMY KaGinetom MiHicTpiB
Ykpainu.

OckiJIbKM, Ha JaHWl 4ac 3a3HA4YCHU TOPSIOK MOTpeOye BIOCKOHAJIEHHS,
MOCTaJIa HEOOXIIHICTh Y IOTO OHOBJIEHHI Ta 3aTBEP/IKEHHI.

[IpoexT Hakazy 3 JoJaTKaMHM OINPUJIIOJHEHI [UIIXOM PO3MIIIEHHS Ha
odimiiHoMy BeO-caiiTi MiHiCTepCcTBa OXOPOHH 370POB'Ss YKpaiHu WWW.moz.gov.ua.

3ayBaKeHHsSI Ta MPOMO3UIII MpuiiMaloThes JlemapTraMeHTOM TIpOMaJIChKOTO
3nopoB’ss MO3 Ykpainu npotsrom 30 qHIB 3 AHS OMPUITIOHEHHS Y THCHBMOBOMY a00
eleKkTpoHHOMYy BuDsiAl Ha anpecy: 01601, m. KwuiB, Byn. I'pymescbkoro, 7
(moz@moz.gov.ua).
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3ATBEPJIDKEHO
Hakas Minicrepcrea oxopoHu
3J10poB’a Y kpainn
16 Bepecns 2011 poky No 595
(y penakii nakasy Minicrepersa
0X0poH#U 3OpoB’st YKpaiuu

No )

Hopsijiox
3a0e3MeYeHHs HAJEKHHX YMOB 30epiraHns, TPaHCHIOPTYBAHHS, NPHIiMAHHS
Ta 00JiKY BAKIMH, AHATOKCHHIB Ta ajepreny tybepky.iLo3noro B Ykpaiui

1. 3arajasni moJjomenns

1. it Tlopsiok BCTAHORIIOC YMOBH JIOTPUMANIS XOJIOJIOBOTO JIAHINOTA 111J[ 4ac
36cpiranns, TpanciopTyBan s, puHMans ta 06Ky MeHYImX IMyHODIOIIOTTUHKX
NPENapaTis, 1o HoTpedyIoTh AOTPUMANHA 0COOIMBUX TCMIICPATYPHUX YMOB (j1as -
MIBIT).

He# IMopsytok nommprocthest na sei MIBIL ski norpebyiors 3abesneuctins
AOTPHMAHHS YMOB XO0JIO/JI0BOTO JIAHIIONA, 1110 BBO3ATHCs a0 Bupobisiorsest B Ykpaiii
Cy0’eKTaMn rocriojlaploBanHs HE3aACKHO BiJL I OPAIKYBAHNS Ta thopm BiacHoCTI.

2. Y npomy lopsajky TepMinm BKHBAIOTLCS Y TAKOMY 31AYCITITI;

IHJIMKATOP 3aMOPOKYBaHNs — 3aCi0 KOHTPOIIIO, 1110 3aCTOCOBYCTHCSH JUIs KOHTPOIIIO
3a TCMICPATYPHUM PEKUMOM Il 4ac Tpancrnoprysamns 1 36cpiranms MIBII,
YYTIIMBHX /10 3aMOPOKYBAHHS.

MPUCTPIH JIMCTANIIAIIONo TeMIepaTypioro monitopunry (nam — JITM) npuian
Jutst BUMIDIOBAHISL [IOKA3HMKIR TCMIICPATYPH, KMl BC3lcpeprio FUYHTYC JlaHl Ta
nepezac 1x sacobamu nQopMarliiio-KOMYHIKALIHITNX CHCTCM.

peecTpaTrop TCMICPATYPH CIHCKTPOHHMA — IPHIIAJL JUIs BUMIDIOBAHHS IOKA3HUKIB
TEMIICpaTypH, sKkui Oesnepepriio 3unrye jani Ta 36cpirac ix B nam'sti i3 3axanoro
HEePLOAMIHICTIO.

CTanjiapraa oucpaiiiina npoieaypa — yuigikosaumii JIOKYMCHT, 1110 BH3NAYac
HOCIIAOBHICTD A1, AKI 110TPIOHO BUKOHATH LI BUKOHAHI 3aBLAHHS 260 Lpouecy.
Ileii jokymenT 4iTko ONMCYe KPOKHM, BUMOIM, TIDABHIIA Ta CTanjapr, Akl Cii
JOTPHMYBATHUCS 111][ Y€ BUKOHAHHS OICparliii.

TCPMOKOHTCHIECP a00 TCPMOCYMKa CHICIaNi30BaHT — CMITICTH 3 TCPMOIZ0ISITHITOr0
Marepialy, sKa TEPMETHYHO  3aKPUBACTHCH  KPHIIKOIO, [IPH3HAYEHa  JuId
Tpatctuoprysanis ta 30epiramigs MIBIT,
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(riakonnmii Tepmoinmkarop (Hai — OTI) — exuumii iHMKaTOp TEMIICPATYPHOTO
pexumMy, IKUii posMimenuii na nepsunnomy naxyearmi MIBIT ta cynposojukyc MIBI
HPOTATOM yChOIO X0J10/10BOrO JiaHiora., MTI BUKOPUCTOBYETBCS Ul KOHTPOIIO
TCMIICPATYPHHX YMOB, 00 nonepesurn sacrocysanus MIBII, sxi sasnanu srmsy
TCMIICPATYPH, BULIOT BLJL BUHAYCHOT IHCTPYKIICIO JUISE MC/IMYIIONO 3aCTOCY BAHHSL.

XoJjo08uH Janitor (yam — CXJI) — Gesnepepsio (yukIionyoda cucrema, 1o
3abesricyye HANCHKIMH TCMICPATYPHUH PCIKAM Ta HOro NMOCTIMNMHA MOIITOPHIT ITij
gac 30epiranns i tpancuoprysanms MIBIT iz sBupobnuKka J10 cliokHBaya.

XOJO/MIbIE obNajianis cueijaiizoBane — Creriamnsonani Xouo/o8l KiMuaTH
(kamepu), MOpo3HIbHI KamepH, dapmaiesTuuni Ta/abo J1abopaTopHi XOJOMIEHUKH
Ta MOPO3HILHUKH, ¥ TOMY 4ucii (papmanesTuani Ta/abo naboparopui komGinosani
XOJIO/IMIILHHKI 3 MOPO3HITEHHME CCKIUAMH, TEPMOCYMKH Ta TCPMOKOHTCHICPH, 10
BUIIOBIAIOTH  CTamjapTaM, SKi rapantylors najiitnicrts Ta npuaTHicTs juis
CKCIulyaTaiii Ha  BCiX  cranmax  Tpamcuoprysamns ra  sOcpiranms  MIBII,
npexsamidikosani BOO3 aGo pamigoBani BIaciuMu 4 3a1yHCIIHME CIICIHATICTAMHA.

[l repminu B upoMy ITopsijiky BXKHBAIOTECS ¥ 3HAYCHHAX, HABC/CHUX Y 3aKOHAX
Yipainm «lIpo saxwer wacenenns Bin indexuiimmx xsopo6y», «[Ipo cucremy
rpoOMaJIChKOro 3)1opos’s», «llpo sikapepki 3aco0u» Ta INMIMX AKTAX 3aKONOJABCTRA
Ykpainu.

3. Yei MIBIT nopmumi 36epiratues 1a TPaHCHOPTYBATHCS 3 JIOTPUMaHHAM
TEMIICPATYPHOTO PCKUMY, YMOBH SKOT'O BU3HAYAIOTHCH BUPOOHUKOM B {1ICTPYKILL /s
MCJMYHOTO 3aCTOCY BAIIIS.

I1. Cyb’ex1H «X01010B01'0 Jauiora» ra ix pismi
p

L. Cy®’ckrn cucremu xonojoBoro mamiora (nami — CXJI) CKIaaiorses 3 Takux
PIBHIR:

I — Bupobunk MIBIT;

II — manjonansii cknagu onroporo sdepiranns MIBII - orpumysaai MIBI sij
BUPOOHMKIB, 110CTAYAILHUKIB;

[IT — perionansni (o6macui) ckiajm onroporo 36epirarmis MIBII. Jonyckaernes
CTBOPCHHS CKJIaJ(iB CyOpeIioHaNLHOTO (PaifoHHoIo) piBms.

IV — piscnn najaung imocnyr 3 pakianaiii — 3aknajm 0Xopoiu 0pos’s Ta ix
CTPYKTYPHI IiIPO3/{LINA, NHC3ANCHKHO Bii (GOPMM miIacHoCTi, arrrewini sakiajm, sKi
3411 B rporiect iMyHonpodinakTuky.
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2. OcnoruuMH CRIIAJIOBHMH KOMIIOHCHTAMH X0JI0I0BOI'0O JIaHIIOra €;

1) cnemianbio uiarorosnennit ucpeonan, mo saGesneuyc o0cnyrosyBans
XOJIOJIWIILIIOrO Ta IHUIONO JIOMOMUKIOrO o6lajuianis, CHCTCM Ta HPHCTPOIB
MOCTIHHOTO TEMIEPATYPHOTO MOHITOpUHIY Juisi 36epiranus Ta TPAHCTIOPTYBAHHSA
MIBII na Beix piBHAX XOJIOOBOTO JAIIOTA;

2) xonopmiibhe oONaJHAHHS TA IHIIC JONOMIKIIC obJiajiHaHNsd, CHUCTCMHM Ta
MPHCTPOT  TIOCTIHIOIO TEMIIEPATYPIIOr0 MOIITOpUIITY, TpancnopTi 3acobu, 1o
3a0C311eUyI0Th HAJICKHI YMOBH Jutst 36epirans 1a Tpaucioprysanns MIBII;

3) Bestepepsimil KOUTPONE 33 HOTPUMAIIIAM YMOB XOJIO/[0BOTO JIANIIOrA 114 BCIX
iioro cranax.

3. Ha Beix piBngx XoJo;I0BOTO Jamora 0008’ A3K0R0 POBOMTECS peecrpariis
yMog 30epiranns MIBIT. Peecrpaitisn 11poBOUTLECS IICHMOBO B KypHaJiax peectparii
TEMIICPATYPHOTO PCKUMY XOJIO[HIbIOro obaanananns jns MIBIT o momcnty
3dLIPOBA/KCHAMA CUCKIPOHHOT cuctemu o0uiky MIBIL, 3rijio 3 dopmoio, nasejenoro
y sonarky 2 j1o usoro Hopsky (Jrani — sxypuan peccrpaitii).

[Toxasuukn / 3BiTH peecTpyouux UpHiIaLiB TEMUEPATYPHOIO MOHITOPHHIY Y
BUTIISALL TeMIiepaTypimx rpadikis i tabanin, a takox gani OTI nosuii 30epiraTuch
JUIS TTOJIBIIOr0 (POPMYBAHHA 3BITHOCTI.

4. YV xoxnomy saxnami -1V pisnie CXJ1 nakazom KepiBHMKa noruit GyTw
UPHSHAMCHUIA/HI CIIBPOOITHUK/U, BiWOBI )BT 32 30epiranns, TPAHCIIOPTYBAHHS,
npuimanist Ta 06aik MIBII Bitnogimo j1o saiimanoi mocam.

ITL. Texnivune 3abe3meqenus JUin JOTPHMALI X0JM0/I0BOI0 JANIION

L. X001081 KiMiIaTH (KaMCpH) BHKOPHUCTOBYIOTCS J1Jisi s0cpirams ra nakysars
MIBIIL.

2. MOpO3HIILIIL KaMCPH BUKOPHCTOBYIOTH Juts MIBIT, 30cpiranis AKUX 3rijHo 3
IHCTPYKUICIO JUISE MCAWYHOTO 3aCTOCYBAHHS [IOBHHIIO BLIOYBATHCA B 3aMOPOIKECHOMY
CTami, a TAKOJK JUTA 3aMOPOXKYBAHIS Ta 36CPIraiis X0I0/0eICMeIITiE,

3. Jlnst 3aMOpOXKYBaHIis XOJI0I0ENEMEHTIB MOKYTh BHKOPHUCTOBYBATHCSH 1100YTORI
MOPO3HITBHI KaMCpPH.

4. Jun 36epivanus MIBIl  BukopucroByiots  creiianizoBame XOJOIMIIBHE
obnajanis. Bukopucranng noGyToBMX XOJIO/MILIHKIE  / MOPO3HIILIHKIB JUIS
sbepiranns MIBIT we nonyckaerses.

5. TepmoKonTCHICPH Ta TCPMOCYMKH TIOBMHHI 3a6C31ICUyRATH TCMIICpaTypHUH
pekum 30epirannsi a rpancuoprysanus MIBIT six +2 jio +8 °C YUPOMOBK HC MCHLIC
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24 rojuH 1pH MOCTIHAIN TEMIIEPaTyPl HABKOJIHIIHBLOIO cepejioBumia J10 +43°C 1a He
menuie 10 rojiui npu nocTiinii TeMnepaTypi HABKOTHIIIBONO CEPEIOBUINA HE HHIKUC

-30°C.

BuyTpiins nosepxusi TepmokonTeifiicpa abo TepMocymMku mac 6y MOKpHUTA
MATEPIANIOM, 1O JO3BOJISEC IPOBOJANTH AC3iNCKIIIO0.

Minimaibauit  wac  3jaTnocti  TepMokoHteiinepa  abo  TepMOCyMKH 30epiraTy
Temneparypy Bt +2 o +8°C Busnavaiors 3rizmo 3 incrpykiicio BupoGuuka a6o
BAJIJIALIEI0, 1IPOBEJICHOIO CePTURIKOBAINM CHCILHANICTOM.

6. Ilpucrpol kourpomo remmneparypu s6epiraius Ta rpancroprysaiis MIBI:

EJICKTPOHHMI HpHCTPIil sucTaniiiiinoro temucparypuoro monitopuiry (JTM) is
MOMIIMBICTIO croBintens 3acobamu inopmartiino-komMymikaniiimx cuerem 1po
nopyuienisa ymon sbepiraris MIBIT zabestieuye korrrpous Temieparypnoro PEKAMY
na [-111 pisusx CXJI npwu 36¢piramm MIBI.

Y pasi BHXO/TY 13 naity ATM 1a/abo sigcyrnocti 38’a3ky B indopmaniiino-
KOMYIIKaIIHIH CHCTCMI, B SIKOCTI pesepBioro abo THMYaCOBOIO 3ACTOCYBAHHS NPH
sGepirauni  MIBIT  j103B0Ist€THCS  BUKOPUCTORYBATH Peecrparop remueparypu
CJICKTPOHHMH, OCHANICIINIA JIMCIIICCM 3 IIJIMKAIICIO TCMIICPATYPH.

HpH Tpaucuoprysanni MIBIl moniTopuir jporpumanis TEMIEPATYPHUX YMOB MOKE
saiicmioBarnes 3 Bukopucramsim  J{TM  Ta/abo Peectparopa  temunepartypu
CICKTPOHHOT .

ATM ra pecerparopu temueparypu ciektponsi nosunii Gy cepruikoBanl Ta
Hompcm BIMOBI/NO Jio 3akoiy Vipaimm «lIpo MeTposnoriio Ta MeTponoriviy
JUsbHICTEY  Ta TEXHIYHOrO PErIIAMCHTY 3aKOHOMARYO DPCrYIILOBAHMX 3acOGiR

BHMIDIOBAIIBITOT TEXHiKH, 3aTBCp pREHOro noctanosoio Kabinery Minicrpis Vipaitm
Bijt 13 ciuns 2016 p. Ne 94,

IV. Bumoru j10 rexuivunoro 3adesueuenns 3depiranust MIBII sijnosinio 1o
PIBHIE «X0,1010BOT0 JIANIIOIa»

I. 30epiranna MIBIT wa | pisni CXJI mac Bijuiosigarm BuMoOraM HaiCKHOI
BupoBIm4oi npakruku (Good Manufacturing Practice).

2. OcuoBHi BUMOTH /10 Texniunoro sabesneuenns 11 pisns CXJI:

1) i s6epirams MIBIT BHKOPUCTORYIOTE BHKIIOUIO cuciiaizonani X0J10/108B1
KIMHATH  (Kamepu), MOpO3WIbHi Kkamepu, Qapmanestuyni Tta/abo naboparopui

XOJIOJIMIBHAKH, Y TOMY uncii (apmanertuaii Tta/abo nabopatopni komGinosai
XOJIOMMIILHHKY 3 MOPO3HIBLITAMH CCKIIIAMM.
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Xousomuibte 00JaHAHNS 1IOBUHHO MaTW 110j1Biline pe3CpBYBAHHA XOJIO/MILHOT
MOTYKHOCTI (Y pasi BHXOJY 3 JaJly OIOr0 3 KOMIIPCCOPHO-KOM/ICHCATOPHHMX
arperaris, MM Mac NOBHICTIO 3a0C31CHYBATH TCMUICPATYPHMIA PEXUM) UL
s0epiramns MIBII pisnoro remneparypuoro mianasony: + 2°C ...+ 8°C, -20°C, -70°C
(+/- 10°C);

2) yuxiionysanns ceprudioBanoro ta nosipenoro JITM B pexumi pealibiioro
qacy;

3) 3abesncuenns Gesnepediinoro cuCKTPOLOCTAYANNS XOUOAMILHOIO 06/ HAHTS
(pescpsii  reHepatopH  CHCKTPUYIIONO CTPYMY, NUUEAN IO XOJOMHIBLHONO
00NaiHaH s, 3 ABTOMATHIHUM TICPEMUKAHHAM B Pa3i BijCyTHOCTI HATPYIH B MCPCKI
abo mnasBHICTL JuKepena OGe3nepebiiinoro uBICHIIS, CHPOMOXKIHOIO 3a0e311CYnTH
podOTY X010/IMILHOTO 00JQ/UIAHHS YIPOJIORK HE Mce 12 rojumn):

4) HAABHICTL OXOPONMNHMX cHCTeM abo 1iNOA0GOROT OXOPOIM, 110 3abesreuye
s0cpesxentst MIBIT;

5) HasgBHICTh CHCTEM MOIKCKIIOT CHITIAIZAIT T4 HOKCKOraciis:

6) HAABHICTL ClICLANI30BAHNX TCPMOKOHTCHICDIB | XOIOLOCHEMEHTIB, A TAKOK
PCECTPATOPIB TCMITCPATYPH CIACKTPOHIHX /Ut 3abe3ieuctis Tpatcrioprysatiis MIBI
i3 JIOTPUMAHHAM BUMOT TEMIICPATYPHOLO PEKIMY;

7) HEABHICTh TPANCIIOPTY, OCHALICHOTO pedprKeparopiimMy YCTANOBKAMH JUIS
Tpancroprysants MIBI1 wa 111 pisens CXJ1 i3 10TpUMaHHAM BHMOT TEMIICPATYPHOTO
pemKUMY;

8) masBHiCThL CKNALY, NPHIATIIONO JUIA NpUiMAanis Ta sOepiranis  JIonoMiKIMx
MaTepialiB JUIs 1IPOBC/ICHHA BAKIMHAIT Ta POIUMHHMKIB (SKIIO TeMIIepaTypa
30Cpiraiiiis po3unIMKa BiIPIsIACTLCS BiJL TCMICpaTypH sbepiranms MIBIT):

9) HasBHICTE NPOTPAMH NEPIOMUHOrO (He pime Hik pas na piK) waruanis
CHIBPODITHUKIB MO0  BUKOpUCTANNS OOJAAHAHHA  XOJOMOBOI0 JIaHIIOrA 14
BHKOHAHHSA ONCpalliiHuX HPOIC/LYP;

10) nassuicts pospobienux Ta 3aTBEPIPKCIMX KCpiBIHKOM cy6 ckra 11 pistst CXJ1
CTAH/IapTHUX  OlCPAIfNUX  HPONE/AYP OO  OTpUManHs,  30epiranms,
Tpancnoprysanns MIBLI, ekcrutyaraiii npuminienns ix s6epiramnmns, o0cyroByBaris
XOJIO/MIILHOIO 00JIaj{HAHHS,

3. OcioBHI BUMOI'H 10 Texniunoro 3abesncycris 111 piens CXJ1:

1) st 36epiranna MIBIT BukopucToByioTh BUKIOUHO ClICIiANiZ0BaN XO0JIOJIORBI
KIMHATH  (Kamepu), MOpPO3WIILI  KaMmepH, hapmanertuani  ta/abo naGoparopui
XOJNO/IMILHUKM, Y TOMy umcii dapmancsruani ta/abo Jraboparopii KomGinonari
XOJNOMUITLIMKH 3 MOPO3HILIMUMH CCKITISIMH.



XoJl010Bl  KIMHATH TIOBMHHI Matd 1OJBifiHE pE3CPBYBANHA  XOJIOMMILHOI
NOTYXKHOCT1 (y pasi BUXOQY 3 Jagy OAHOrO 3 KOMITPECOPIO-KOH/ICHCATOPHHX
arperaris, MO Mae 1OBHICTIO 3ae3lucuyBaTM TCMIICPATYPHMI PeKMUM) JUIs
36epiramms MIBII pisioro remneparypnoro juanasony: + 2°C ...+ 8°C, -20°C, -70°C
(+/- 10°C);

2) dynxnionysanns ceprudicoranoro ta uosiperoro JITM B pexumi peaiboro
qacy;

3) salesucucnust Gesuepediiinoro cickrponoctadanis (pescpsui reneparopu
CHEKTPHHNIOTO CTPYMY, LU E/IHANT JI0 XOJI0/MILIIOro 00aa/ianis, 3 aRroMaTHYIIUM
NCPEMUKAHHAM B pasi BIAICYTHOCTI Hampyrd B Mmepexi abo nasmsuicts jukepena
Oe3nepehifioro KUBJICHHA, CHPOMOKIOIO 3a0C3UCUUTH POBOTY XOJOAMIBIONO
o0najiHanHs POTATOM He Menie 12 roun);

4) nasBHICTL OXOPOHHHMX cHcTeM abo iOOGOROT OXOPOIH, 1110 3abe3neuyioTh
s0epexenns MIBII;

5) HAABHICTH CHCTEM TT0WKEIKIION CHIHAITI3aIlii Ta TIOMKEIKOTACTITIS

6) HasBHICTL ClENAII30BAHKX TCPMOKOHTCHIICPIB | XOUOLOCHCMEITIB, 4 TAKOK
PCECTPATOPIB TCMIICPATYPH CACKTPONTINX Jutst 3abe3tcucis Tpaicriopryranis MIBI]
13 JIOTPUMAHHAM BUMOI' TEMIIEPATYPHOTO peKUMY;

7) masmsuicTs Tparmcnopry juis rpancnoprysanns MIBIT i3 JIOTPUMAHTIAM BUMOT
TEMIICPATYPHOI'O PEXKUMY;

8) HasBHICTL CKNajly, HPHAATHOIO JUIst NPHitoMy Ta 30cpiranns  JIOTOMIKITMX
MATeplaNiB I [POBE/CHIIS BaKIMUALIT Ta POSUMIIIMKIB (AKIO Temmeparypa
30epiranHs pO3YMHHUKA BIIPISHACTHCA Bijl TeMuiepaTypn 36epiramms MIBIT):;

9) HasgBUIiCTL NPOrpamMu HCPiouMuNoOro (He pimme Wik paz na PIK) HaBualiis
CHIBPOOITHUKIB  1I0/I0  BUKOPHCTAHHA OOJA/IIANIS  XOJNOJIOBOrO  jamuora  Ta
BHKOHAHHS ONCPaliiHuX nponeiyp:

10) HasiBHICTB PO3pOBIICHNX TA 32aTBCP;PIKCHMX KEPiBHUKOM cy6’ckra Il pisus CXJ1
CTAapTIUX  ONCPAIliHIINX  LPOHSAYp  HIOJO  OTPUMANII, 3bepiraris,
Tpancnoprysanst MIBII, exciutyaranii ipuminienns ix s6epiranis, obciyroByBats
XOJIOHIILHOIO 00IaAHariis;

11) y pasi creopenns cxiajiis cyOperionansaoro (paionmoro) PIBHS, BOHY LOBHHHI
BIOBL/[@TH BUMOram Jio indpacrpykrypw I11 (obnacnoro) pisns CXJ1.

4. OcHOBHI BUMOTH J10 TexHiuoro sabesicucnis [V pisus CXJI.

1) s s6epiranus MIBIT BukopucroByoTh cricnianisosari XOJIOIMIThIUKH,
XOJIOMHIBHI  /  MOpO3MmIBLHI  KamepH, dapmauestuuni  Ta/abo naboparopui
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XOJIOMIBHUKA, Y TOMY “Mcil apmanesTuunl ta/abo naboparopni xombinosani
XOJIO/IMIILHUKY 3 MOPO3UITBIHUMY CCKITIIMU;

2) HasBHICTL PECCTPATOPIB TCMICPATYPH  CIHCKTPOHHMX JUIS MOHITOPHIITY
TeMIepaTypuux ymos 36epiranus MIBIT;

3) sabesncucnua Gesmepebiifiioro enexrponoctavania  (pescprii IeHepaTopu
CIICKTPHYHOTO CTPYMY, LI CUAHAHI JIO XOJO(MIILHOTO 00J1a/{HANHA, 3 ABTOMATHIHHUM
HEPEMUKANTIAM Y pasl BUICYTHOCTI LANpyru B MCpeki abo HAsBHICTHL JpKeperia
OesepedIiHOro JKUBICHHS, CHPOMOKHOIO 3abestcuuty poboTy  XOJNOMMIBLHOTO
obnajinans nporsrom ne meime 12 rojun);

4) HasBHICTH OKPCMOTO HPUMIIICHIS 3 KOHTPOJICM JIOCTYILY (pcKOMCH/IOBAHO 3
HAABIICTIO OXOPOHNOI cHeTeMu abo 0Xoporm), o 3abesncuye 30cpexcnns MIBII;

5) HasiBHICTH 3ac00IB 110KEKOTACIHHA;

6) HasBHICTH CHCIHANI30BANNX TCPMOKOHTCHNEPIB | XOJIOMOCICMCITIB, 4 TAKOK
CIICKTPOHHMX PECCTPATOPIB TeMilepaTypy Juis sabesiieuenns rpancuoprysans MIBIT
13 JIOTPUMAIIIAM BUMOI" TCMIIEPATYPIOTO PCKUMY;

7) nasBHICTh CKIAMy (IIPUMINIEHHS), UPHAATHOIO JUIs 30epiranns  JIOHOMINKHUX
Marepianis Juis IPOBCACHNA NPOPUIAKTHIINX NICIUICHb, TAa POIUMINIMKIE (AKIIO
TeMueparTypa 30epirauis PO3UMHIMKA BiJPI3NACTLCH B Temicpartypu 36epiranms
MIBII):;

8) masBHICTL LPOIPAMM LCPiOAMYIIOrO (I Piimc Hik pas ua PIK) naBygars
criBpoOITHHKIB 111010 BukopucTanns obnaynanms CXJI ta sBukonas onepaniHux
Ipoleyp.

5. lpu 36epiranni MIBIT cy6’ckram CXJI ncobximno J0TpHUMyBaTHCh Takux
3aranbHUX OPaBHIL:

1) MIBIT Ta posunnuuku g0 nux 36cpiraiorees npwu TCMICpaTypi, BKazauiii B
IHCTPYKIIAX ISl MC/IMUIIONO 3aCTOCYBAITII,

2) MIBII, wyrimsi j10 cBitiia, Cliiz 3aXMIaT! Bijl HPOMCHIB COHAYHOIO Ta MITY4101ro0
CBITNA, JUIA 9oro ix 36cpirators Ges poctymy csitna y Bropuimiii YIIaKoBIL J10
MOMCHTY OC3110CCPC/IHBEOTO BAKOPHCTAHHSL,

3) MIBIT npu 36epiraitii nosummi Gy 1 po3miteni TakuM YHIOM, 1106 /10 KOKIOT
YIAKOBKH OYB JOCTY1I OXOJIOIIKEIOI0 1HOBITPH;

4) MIBIT nipu 36epiranui norunmi 6y posmimeni takum uMnoM, 1od npenapar,
SAKHH MAe MEHIIHH TCPMIH IPHATHOCT], BUKOPHCTORYBABCS y HEpPIY yepry.
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6. XonojuibHe 0Gna/HAHHS, UPUIHAYCHE JUIS 30epiranns MIBII, norummo
BHKOPHCTOBYBATHCS TUIbKM 33 npusnavcinsm. Cymicne 36cpiranis MIBIT 3 innmavs
JKAPCHKUMM 3aC00aMH HE JIONYCKAETHCS.

7. Mna cy®’cxrie 11 pirns CXJI saraneimii kopucnmii 06°cM X0I0MIBHOTO
obajanis nosuicH 3abesneuysar nancsxkie s6epiranms MIBL na 9 micanis, s
3akiia)iis [V piBHs X0JI0/(0BOIO JAHIIOra 3araibHAH KOPHCHHIH 06’ CM X0/ MIIBHOIO
obmajmanns mosuucn sabesnedysarn wanekne soepiranns MIBIT pa 2 micsui.
Pospaxynox 06’emy 30cpiranisn 1pOBOJATE 32 HOKA3HMKAMM  CIIBBLIHOMICHHS
reomerpii Bropunnoi yiakosksr MIBIT (06’em ynakopku B Ky0.cM) J10 3arainioro
KOpHEHOro 06’ emy xonouisnoro obuamnanis. Kourpos sa Haseuicrio neodxijmoro
00’ eMy XOJIO/IMIILHOTO O0JIA/HANHS TIOKIIA/IAETLCS HA KCPIBHUKA 3aKjany.

8. Moposuibui kamepu, hapmanenruani ta/abo 1a6opaTopHi XONOMILHUKH |
MOPO3HILIMKH, Y TOMYy umcil (apmancsruuii ta/abo nabopatopni komGinosani
XONOAMILHUKK 3 MOPOSHILIMMH  CCKIIMM  nOBHHIT  OYTH  posTalioBaHi vy
BULIOBLUIOCTI JI0 IHCTPYKIUIT BUpoBIHKa.

9. Ha Beix piBmsAX X0J1010BOT'0 Jramiiora kepisnukom cy6’cicra CXJT 060R’ 53K0B0
3aCTOCOBYETRCA CTAHJIApPTHA Olicpalllifiia mnpoleaypa 1la BHIAJMOK BHIHKHCIIS
ABAPIHMUX CHTYALLH, IO 3aIPOKYIOTH 1OPYIICHHSIM TCMIICPATYPHOI'O PCKUMY.

10. Jlotpumanns nanexnoro pexumy 36epiramms  MIBII KOHTPOJIIOIOTE
criBpobitHuku cy6’'ekTiB, AKi 3uilcio0Ts WO GYHKINIO 3riHo 3 10CANOBHMY
IHCTPYKIIAMH, 34TBCP/IKCIMMH KepiBuukom cy6’exra CXJI.

V. Bumorn j1o rexniunoro sadesneqenis rpancnoprysanns MIBIT

I. Tpaucnoprysamms MIBIT gonyckaerses y cnenianizosannx TCPMOKOIITCHHCPAX
abo  TepMOCYMKAX  pasoM 3 PCCCTPATOPAMH  TCMICPATYPH  CliCK [PONTIMMH.,
Tpancnioprysarins seymkux napriii MIBII 6e3 sukopucraniis TCPMOKOHTEHIEpis abo
TCPMOCYMOK  JIOIYCKAETHCH  TPAICIIOPTOM,  OCHALICHUM  pedpikepaTopiuMm
YCTAHOBKAMM 3 PCECTPATOPAMH TEMIIEPATYPH CICKTPOHHUMM B TEMIICPATYPHOMY
PEKUMI, BCTATOBIICTIOMY BUPOBIHMKOM.

2. Tepmoxonreiinepn abo TepMOCYMKH, 8Ki (IpHU3NAUCH Ui Tpancuoprysanis
MIBII, nosuuni Gyru Ges nopymwicuns wimicwocti, y HAJICIKIOMY  CaHiTapHO-
TCXIIYHOMY CTarI.

3aganraxenus MIBIT y repmokorrreitnepn a6o TCPMOCYMKH 3/UHCHIOCTBLCH B
X0JIO/IOBIH KiMiati (kamepi). ¥V BHKIIOUIHMX BHNAIKAX JOIYCKACTHCH 3ABAITTANKCIIIS
MpH KIMHATHIH TCMIICPATYPI IPOTSTOM HIEpPioLy, 110 He IICPCBHUIILYC 2 XBUIIHIL.
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3. XoJI0/10€IeMEHTH 3ABYACHO 3aMOPOKYIOTH Y MOPO3HILHIi kamepl. llepen
3ABAUTAKCUIAM Y  TCPMOKOHTCHHCPH — a00  TCPMOCYMKHM  XOJIOJIOCICMCHTH
KOH/IMIIIOKOTh.

4. Jlns sanobiranms npamomy konrakty MIBIT 3 X0m010e/eMeHTAMI MK HEMH
POSMIILYETLCA TEPMOI30ITIOI0UMH MaTepian (NoBiTpsNi nakery, KapTOIl, MHOIMIACT
TOLLO).

5. 3ainamy [-111 pisnis CXJI nosunni Mati ocraruio, BiUIOBIIO /10 KUTLKOCTI
MIBII,  kuibkicrs Tepmokouteiinicpis  abo  TCpMOCYMOK, XOJIOLOCIICMCHTIB,
PEECTPATOPIB TEMIICPATYPH CHCKTPOUNMX, JUI 3a0C3MCucnsg  HalCHKITHX YMOBa
Tpancnoprysanis MIBIT.

6. Ha Il pisni CXJI npusnagena kepisuukom cy6’exra CXJ1 izmnosinamsia ocoba
HOBMHHA MATH y3roukeni 3 cy6 cxramu 111 pisits CXJI rpadiku nocrauanns MIBIT ta
KOHTPOINOBATH TepMituM tipuaaTiocti MIBI L

7. Tlpn susnavenni ocobimsocredt tpancuoprysanns MIBIT  neobxijuo
KCPYBATHCA BUMOIAMM THCTPYKIUH JUIS MC/IMUHOTO 3aCTOCYBAIIIA.

V1. ¥Ymorn npuiimanus-nepeasanns MIBI]

L. Orpumysaa MIBIT tousen Gyru noingopMoBanuM HE MEHII HiX 33 JBi 1061
upo npubdyrrs MIBI1 o nyukry npusnauenns. Indopmaiis mac mictury jami po
nanmenysanis MIBIL, gopmy suirycky, ix kijskicts, cepiio, jary HPHOY T I,

2. Y micii upubyrrs MIBIL 1osunii 6yrn crropeni ymorn juis ix 36epiranis
BUINIOBIANO JIO BUMOI XOJOJ0BOIO JAHIIOra T4 UICTPYKIIN JUlsl  MC/IMYIIOTO
3aCTOCYBAHHS.

3. Ipu orpumaii MIBIT iicraiiuo posMitmyiors y xonoaisnomy obamani,
NCPCBIPAIOYM  NOKASHUKH  BUMIPIOBANBHMX  3ac00iB (JITM / Peccrparopis
TCMIICPATYPH CICKTPOIIMX), HIO cyupoBoukysasn MIBIT ta ®OTI. IToxasiuku
BUMIpIOBaNbHUX 3ac00iB, Mo cynposojokysamm MIBIT ta crarye ®TI OTPHMAHMUX
MIBIT 060R’43K0BO 3a311a4acTLCH B aKTax upHHMarmg-1epeasaris MIBI.

4. llpu npuitmanni abo nepeiasanni MIBIT Ta PO3YMHIKKA (32 HAABHOCTI)
CTOPOIAMH  O(hOPMITIOETLCS  AKT  NIPHiiManIsA-cpe/1anaris IMyHobionorigiux
peuaparis 3a (OPMOI0 HABCACHOIO B JIOMATKY | JIO LBOIO Hopsuiky. Jlani
BMMIPIOBAJILIMX 3ac0biB, mo cynpopojukyramm MIBI] HPH  TPAHCIIOPTYBANI T4
craryc ®TI, orpumannx MIBII, 0008’ 43K0B0O 3a31a4AI0THCH B aKTax HpHUMaHHS-
nepenasanns MIBIT.

3. Y pasi nopyuwicuns pexumy 30cpiranis abo Tpancioprysanns, aGo y pasi
BUHHKIICHIIA CYMIIBIB  CTOCOBIO #KOCTI, [ICHA CKIAMaNs aKTa [pUiAMANIs-
nepenasanns MIBIT no1pioHo nomictutu B oxkpemy KApanTHHHY 30HY XOJUOMILHOIO
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obirajianns 1a HoinGOPMYBATH 1IPO OPYINCHHS BHIAI 32 pisiiem cy6’exr CXJI,
BUINOBLAHO J1o nynkty 8 posjiny 11 [lpasun s6epiranns Ta [POBEJICHIA KOHTPOIIO
AKOCT] JIIKAPCHKUX 3aC00IB y JKYBANLHO-IPO(IIAKTHIHNX 3aK1a1ax, 3ATBCPIIKCHUX
HaKa30M Minicrepersa OXOPOHH 3/I0pOB st Ykpainu Bij1
16 rpyuns 2023 poxy Ne 584 (y pepaxuii naxasy Minicrepersa oXopolu 310poB’s
Ykpainu iz 03 ksitnsa 2018 poky Ne 610), sapecctpoBanoro s MinicTepcTBi l0CTHI
Ykpainu 03 6epesns 2004 poxy 3a Ne 275/8874.

VII. Mpaeuiaa obaiky MIBII

1. Ha Beix pisuax CXJI nosusicn 6yru 3a6esicucunii tosnuit o6k OTPUMAI KX
MIBII, pos«unmuKis 1a JONOMIKIMX MATEPiaIiB JUISl POBC/ICHIA BAKIMIATLII,

2. BigomocTi m10710 koxnoro MIBII ta posumnimka (3a HAABHOCTI) HOBUHHI Oy TH
Bricceni 10 xypuany odmiky MIBIT, i Mators micturn nacryni jiani:

Adra OTPUMaHHA, uepeiayl / BUKopucranus / nosepueHus / repepostouiiy /
YTHITI3a11i1;

MDKHApOUTY HetatenroBany nassy MIBIT / posuniiimka 3a HaABHOCTI;

Toproenbity nassy MIbII;

HaiiMenyBanis Bupodunka MIBIT;

(hopmy Buirycxy MIBII;

Jnosyeanus MIBIT:

nomep cepii MIBII ta pozunnmuka (3a nassiocri);

repmin npuiarnocti MIBIT ta posunnimka (3a nassuocti);

KUIBKICTE OTpumManux j103 MIBI ta kinskicrs posunimia (3a HASABIIOCTI);

KiIbKICTh Iepeanux 103 MIBII ta kinskicTs PO3YMHHMKA (32 HAABHOCTI);

KUIBKICTh BUKOPHCTAHHX 3a KajlCHJIapHuii micsits 103 MIBIT ta kijibkicts
PO3YMIHKKA (3@ HAIBHOCTI);

HPI3BUIILE, 1M’ Ta 110 6ATHKOBI BIINIOBLIANLIOT 33 061K ocobu, 1o 3ukcuma
3anuc, T mijinmc.

VIIL Konrpous 32 10TpumManisiM yMoB X0J10{0BOT0 JIAHIIOra

I. Kontposis 3a jiotpuManigam yMoB XOUO/0BOIO JANILIONa IPOBOJIUTHCA 34
nokasanusmu OTL JITM Ta peecrparopis temueparypu CHCKTPOHHHUX.

2. Ha 1TV pieni CXJI, npusnayucua kepisnukom cy6’ckra CXJI BI/INOBIj[a/iLHA
0coba 30008’s3a11a 1BIYI Ha JICHb, BIJUOYAIONH BUXI/UL T4 CBATKOBI Ui, BHOCHTH
3ATIHCH J10 Kypiiaiy 00JIiKy.

3. Enexrponmi upucrpoi  mouitopuinry ICMIICPATYPH  MAlOTh I'CHEPYBATH
CHCKTPOHHI 3BITH. 3BITH MOBHHHI MIOTHKICBO reHepyBaTHCh Ta 30cpiratuce y
CHCKTpOUNiA 1 nancpogiii  dopmi (v po3/IpyKORANioMY  BUTNSAL) 13 HIAIIHCOM
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BiNOBinanbHOT 0cobu. Kpim toro, mae Gyu 3pobnena pesepsra KoOIis TaKux 3BiTis y
XMapHOMY CXOBHILI.

4. JITM nosutHi MaTH aBTOPU3OBAHMIA JLOCTYIT KOPUCTYBAYIB JIO JIAHHX.

5. Ilicnst BCTAHOBICHHA CIEKTPOHHOIO NPUCTPOI0 MOHITOPHHIY BH3HAYEHA
KepIBHMKOM YNOBHOBaXeHa o0coba 3000B’#3aHa NEpecBiIMMUTHCE Y i1 c/HAHI]
NPUCTPOIO JI0  iH(opManiiino-koMmyrikauifinol cucremu (y sunagky JIIM) abo
sabesnednTn nanatysanns (y Bunajiky Peecrpatopa TeMICpaTypn cieKTponnoro).
Ilpu upoMy HacToTa 3aITMCy TEMIIEPATYPH B €JIEKTPOHHOTO peccTparopa TeMIepaTypH
[OBHHHA Oy TH:

2 XBWIMHH — Juis dapmanestuynoro abo nabopatopHoro Xonoguibnuka /
MOPO3HIIbHUKA,

5 XBUIIMH — JuIs XOJIOJIOBOT / MOPO3MIILHOT KiMHATY (Kamepn ).

6. Kepisuuk cyG’ekra na kokmomy pisai CXJ1 sijnosinac 3a cupasuicrs
oD/ At MPH3HAYCHOTO JUIS JIOTPUMAHS TEMIIEPATYPHOTO PEKUMY.

7. llpu BunmkHenni apapifHux Ta Haa3BUYalnUX CHTYyalill Ha Beix pisusix CXJI
HEOOXitNo CIOBICTHTH y Oyab-skuil jocrynnuil criocib repuropianbuuii nentp
KOHTpOIIIO Ta npodinakruku xopod MO3 VYkpaiuu abo llenrtp rpomancskoro
3p0pos’s MO3 Ykpainu y 3-rogunimii cTpox.

8. MIBII nosunui 6y v nominieni B 301y kapanTuny B pasi:

TOPYIICHHS TEMIIEPATYPHUX YMOB TPAHCIIOPTYBAHHS;

HOPYIICHHA TEMIIEPATYPHUX YMOB 30epirans;

MOPYUIEHHS LUIICHOCTI NEPBUHHOT YIIAKOBKH;

Mt Gisuunmx siacrusocreid MIBI sianosiio o incrpykuii juis Mejmuioro
3aCTOCYBAHHS;

oTpuMaHis 3aboponu na sukopucranus MIBIT six Jlepxikenyxou;

3aKiHYCHHS TepMiny npuigartocti MIBIT.

9. Yrunisanis MIBII suificnioerses Bianosijmo o sakonoascrsa Ykpaiiu y chepi
[IOBO/UKEHHS 3 BIIXOaMH Ta NPaBKII YTUII3ALIT Ta 3HUIICHHS JiKapeskux 3aco0is.

HAwnpexrop Jlenapramenty

IPOMAICLKOTO 310POB’s Ouaexceiin JAHUJIEHKO




[NOSICHIOBAJILHA 3AIIMCKA

a0 npockTy naxkasy Minicrepersa oxopoun 3aopos’s Ykpainn «Ilpo suecenns
3min Jj10 [Topsiaky 3a6ezneuenns naexnux yMoB 36epiranusi, TpancnopTysanisi,
npMiiManus Ta 00JIKY BAKIMH, AHATOKCHNIB Ta ajepreny Ty0epKyILOINOro B
Y kpaini

1. Mera

IIpoext Hakasy MinicrepcTBa 0XOPOHH 310p0oB 8 YKpaluu 1po BHECCHHS 3MiH 10
NOPsUIKY 3a0e3neyeHns HaICKHUX YMOB 30epiraius, TpancinopryBsaniis, IpuiimMaris
Ta O0O0JIKY BakiMH, aHATOKCHMHIB Ta amepreny TybGepkysasosnoro B Ykpaini,
saTBep/pKeHoro Hakasom MO3 Ykpainu Bin 16 sepecust 2011 poky Ne 595 «llpo
MOPSJIOK MPOBEICHHS TPOMIIAKTHYHUX LIeTIeHs B Ykpaini Ta koHTposis sKocTi i
0biry meauunux iMmynobionoriqHux peraparipy, sapeectposanoro 8 Midictepersi
octhuii Ykpainu 10 sxosrns 2011 poxy 3a Ne 1159/19897 (nani — npoexr akra)
po3pobiieno 3 MeToro 3abesnedenns enijemivnoro Guarononyyus nacenenus Y kpaiiin
Ta nonepe/pkeHHs 1H(eKid, keposaHux 3acobamu cneuHpiunol npodirakTHKH
HUISXOM B/IOCKOHAJICHHS HANEKHUX YMOB 30epiranns, TpancropTyBaHHs, IIPUiiMan s
Ta 001Ky MeMYHUX iMyHODioNOriuIKX npenaparis (nani — MIBIT), mo norpebyiors
OCOOIMBUX TCMIICPATYPHUX YMOB (J1alll — XOJI0/10BHIH J1aHiior),

2. O0rpyHTyBanus HeoOXiiHOCTI NPHANATTS AKTA

[TpoekT akra pospobiero MinictepeTBOM 0Xoponu 3/0poBs’s YKpaiHu BIIOB 1O
10 3akony Yipainu «lIpo 3axucr naceneuns ij indexiiinmx xsopoby».

Ockiibky  iMyHONpPOMINaKTHKY BH3HAHO HANOLILIN JUCBMM Ta CKOHOMIMIO
edexruBHuM 3acobom Gopornbu 3 indekuiinuMu XBopobamMu y CBITI, 110 J03BOIC
NIOPIYHO ~ PATYBATH MUILHOHM  JIIOJICBKUX JKMTTIB, IHCTPYMEHTOM NpoTHLii
BHHUKHEHHIO CllajlaXiB Ta erijiemMii.

Binosinno o 3akony Ykpaiuu "llpo nmikapeeki 3acobu” (3 3minamu Ta
JAOHOBHEHHAMH), 3 METOIO [IOCHJICHHS JIeP/KABHOIO KOHTPOJIO 3a SKICTIO JIKAPCHLKUX
3aco0iB Ta YJIOCKOHANCHHS MeXaHi3My peaiizauii jepxasHol nonitukm y uiii cdepi.
nakasom MinictepcTsa oxopoin 3j10pog’s «lIpo sarsepokenns |Ipasun 36epiraniis
Ta IPOBEICHHS KOHTPOJIIO AKOCTI JIIKapChbKUX 3aco01B y JIKY BaIBLHO-IPOMINaKTHHITHX
sakimazax»  Big  16.12.2003  Ne 584, zapeccrpoBanum B Minicrepersi
foctuuii Yipainu 03 Gepesus 2004 poky 3a Ne 275/8874, sarsepmxeno [lpaswia
30Cpiranis Ta NpoBeJeHH! KOHTPOIMO SKOCTI JIKAPCHLKUX 3acoBiB y JKyBalibiio-
HPOQIIAKTMMHUX  3aKiiaiaX, SIKUMK  11epeifadaiorTnes, 30Kpema, BHMOM  JI0
XOUIOAMIBLHOIO 06ajianus Ta opraisailis 30epiraiHs TiKapCLKUX 3ac0o0iB, 10 SKUX
nasiexars MIBIL.

Taxox, MinicrepeTsom oxoponu 3jt0pos’s Ykpaiuu Gyio satepikeno Iopsjiox
3JHCHENHS  KOHTPOJIKO 33  BLUIOBUHICTIO  iMynoGionorivnmx  npeuaparis, o
3ACTOCOBYKTRCS B MEAMYHIA NPakTHil, BHMOIAM JICPAABHUX 1 MIKHAPOILHUX
CTAHJapTIB, 3aTBep/xenuil nakasoM Minictepersa oxopoHu 3j0pos’s Yxpaiun sij
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01.10.2014 Ne 698, sapeccrposanuii y Minictepersi toctuuil Yipainm 29 kosriis
2014 poxy 3a Ne 1356/26133.

3ajuis 3a0e3reuenns HaJCIKHOTO, ONTHMAILHOIO TEeMIIEPATYPHOTO pEeKUMy Ta
HOro MoCTiHHOro MOHITOPUHITY ITiZ Yac 30epirans i TpancIopTyBaHHs: HA BCIX CTanax
nepemimienss MIBIT Bij nianpuemcTea-BUpPOOHUKA IO ClIOKHBAYA, HCOOXiLHE
HEYXMIIbHE JOTPUMAHHS YMOB X0JIOJIOBOI'O JIAHIIOIA.

3. OcuoBui MOJIOKEHHA HPOCKTY AKTA

[[poexkT aKra mNpOMOHYE YAOCKOHAINTH MEXAHIIM JIOTPUMANIS  HAICKHMX,
ONTHMAIBHHX ymOB 30epiranus | rpaucioprysauns MIBII ¢ neo@ximmono Ta
000B’I3KOBOIO YMOBOIO 36epeneHHs MOKA3HUKIB sKocTi (ehekTuBHOCTI Ta 6e3ncKH).
BU3HAYCHUX Yy CepTHIKaTi AKOCTI, AKMH HATAECTBCS MIANPUEMCTBOM-BUPOOHHKOM.

4. Ilpagogi acnexTn
Y 1l chepi paBoBOIo pery noBaiis J0TH TaKi HOPMATHBHO — 1PABOBI AKTH:

Koneruryuis Vxpainn, _

3akon Vkpainn «(JCHOBM 3aKOHOAABCTBA YKpainu PO OXOPOHY 3/10poB "y,

3akon Yxpainu «llpo saxuct naceneuns Bij indexuifnux xsopoo»,

3akon Ykpainu «IIpo cucremy rpoMajicbKoro 3j0pos’ sy,

nocranosa Kabinery Minicrpis Ykpaiun Bif 12 cepuns 2015 poky Ne 647 «llpo
sarsepoxennd [onoxenus npo lepxasry ciyx0y Ykpainu 3 jikapchkux 3acobis ra
KOHTPOJIK) 3@ HAPKOTHUKAMMY.

5. @inancoBo-ckonomiune o0IpynTYBANIS

IpuiissiTrs npoekty akra He notpedye J0UATKOBHX (DIHAHCOBMX BHTpAT 3
JIepiKaBHUX TAa MictesBux Ol0/pKeTiB. 3axoiu 11040 3abe3leueHns HAICHKIHX YMOB
30epiranns, TPancnopTyBaHHA, OpWiManis Ta o0uiKy BaKiMH, anarokcunis Ta
aliepreny TyOCpKyJIbO3HOIO 3LACHIOINTLCS Y MEKaX BHIATKIE Gro/pkeTiol nporpami
3a KIIKBK 2301040 «I"pomajcnke 310poR's T4 3ax0/i1 60poThOM 3 eriemiami.

6. Iosunin sainrepecoBanux eropin

[lpoext akta wne crocyerbcs — (MTalb  (QYHKILOHYBaHIS — MICHEBOIO
CAMOBPS/IyBaHHS, 1IpaB Ta IHTEPECiB TCPUTOPIANBHUX IPOMal, MICICBOIO T
perioHaNnbHOrO  PO3BMTKY, TIpaB oci6 3  imBanijmictio, dynkuiowysaung i
3aCTOCYBaHHS YKPATHCLKOI MOBHM SIK JICPIKABHOI, TOMY He norpebye norojukeiing 3
YHOBHOBaKEHUMH IIPCICTABHUKAMH BCEYKpATNCLKMX acollaliif opranis Micienoro
CaMOBPSIYBAHHA UM BUIHOBIIHMX — OpramiB  MICHEBOIO  CAMOBPsjLyBaiis,
Ynosrnopaxennum Ilpesunenta Ykpainu 3 upas mojneil 3 insamignicrio, Ypa108um
YIIOBHOBKEHUM 3 [IPAB OCIO 3 IHBANIIHICTIO T BCCYKPATHCHLKUMM TPOMAJICHKUMM
opranisailisMu ocib 2 imBamiamicTio, X cuiikamu, YIIOBHOBAKCHMM 13 3aXHCTY



JICPKABHOI MOBH, MPOBEJICHHs IM(PPOBOT exclieprusu Minictepersom HuQppoBoi
Tpanchopmauii Ykpainu,

[lpockr wnakasy He crocyerhess cepu HAyKoOBOT T4 HAYKOBO-TEXHIMHO!
JISIBHOCTI.

Ipoexr Hakasy norpebye noroukerins 3 JlepkaBHoIO PEryJisiTOPHOIO CilyKB0I0
Ykpaiun, 3 Hauionansuowo cinyxboio 3gopos’s Yipainu, [epxkasnoio ciyx6oio
YKpaian 3 nikapchkux 3aco6iB Ta KOHTPOMIO 3a HAPKOTHKAMM, 3 YIIOBHOBAKCHUM
Bepxosmoi Paan Yipaiin 3 npas JUOAHIH, CHILHUM UPEJCTABIAILKUM OPralom
CTOPOHH POOOTONABLIB Ta NPOYCIIOK HA HALIOHAILHOMY PiBIi.

lipoekr naxasy nmorpebye smiiicnenns nepxasnoi peectpaiii B Minicrepersi
roeTHUl! Yipainu.

7. Ouinka BUINOBIIHOCTI

Ilpoexr akra He MICTHTB HOJOXKEHb, 1110 CTOCYIOTHCH 30008 13anL Ykpainm y
chept eBponcicekoi inrerpamii, npas Ta ¢Boboj, rapastoBannx Konseniicio rpo
3AXMCT [IpaB JIOJHHH | OCHOBOMOJIOKHHX CBOOOJ, BILIMBAIOTE HA 3a0e3ncuciis
PIBUMX 1PaB Ta MOMIHBOCTEH JKIHOK | JOJIOBIKIB, HE MICTATH DH3MKHA BUHICHHSI
KOPYHIIAHAX [PABOIOPYIIEHEL Ta IIPABOTIOPYLICHL, ITOB S3aHHX 3 KOPYUILHCIO. 1e
CTBOPIOIOTE 1UICTAB JUIsl JHCKPUMIHALIT.

AHTHKODYITIIHHA, rpoMajachKa aHTUKOPYIILIHIIA, rpomMajichka
AHTUIUCKPUMIHALIMHA Ta IPOMaJChka TCHICPHO-NIPABOBA  CKCIIEPTHIM  HEe
[IPOBOHIIHCE.

8. Hporunos pezyasraris

Peazizauiss npoexry akra He MaTMME HEraTUBHOIO BIUIMBY Ha PHIIKOBC
cepejoBunie, 3a0e3nedeHns 3axXucTy 11pas 1a iHTepecis ¢yl eKTiB rocnojlapiosains,
FPOMaiAN | JICPXKaBH; POIBHTOK PEriOHIB, MIJIBAIICHHS Y 3HMKEHHS CHPOMOKHOCT
TCPHTOPIATLHHAX I'POMAJL; PUHOK TIPalll, PIBCHb 3aMHATOCT] HACCICHHS, [POMAJICHKC
3/10POB’S, CKONOMI0 Ta HABKOIMIINE TIPHPO/AHE CEPeAoBHINE, OBCSI PHPOIIMX
pecypeis, piseHb 3abpyaHeHHs atMOCHEPHOro TORITPS, BOJM, 3eMeilb, 30KpeMa
3a0pYIHCHHA YTBOPSHUMHM BIIXO/IaMHK, 1HIII CYCTIIIBHI BiTHOCHHH.

| [piiiHsTT POEKTY aKTa CLPHATUME YJIOCKOHAICHHIO MEXaHi3My NpHilMaiis,
s0epiranua 1a posnoginy no 303 meauunux imynoGionoriunux rnpenapariz 3
ypaxysaHHsaM BuszHavenns llenTpis kourTpomo Tta npodinakruku xsopob MO3
Vxpaiun siinoRiaisHuME 3a srajani same Gyl Ta HoBHOBaXKeHHs. Brnke ba
IHTEPECH 3aiHTepecoBanux CTopiu:

Biinus Ha inTepecy 3aiHTEepecoBaHKUX CTOpiH:
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. Brums peanizaiii axra |
3ainTepecoBana . ! a
CTODOHA Ha 3algrepeconalry i [—IUHCHEHIIH OYIKYBAHOI'O pC?}*’Ji!‘:THT}’
__.___p___ - _CropoHy |

[puiinarra Iopsiaky 103BOIKTE
MaTHMe ITO3HTHBHUA 3a0€311eHUTH HAJISHKHUM cTan 3/10pos's
I"'pomansanu BILINB HACCHCHHS HLIEXOM CBOEYACHOIO T4
HAJICXKHOIO JIOCTYITY I'POMaIAN J10
[1OCIIYT" 3 BAKHMHOUPOQINAKTHKH,
[puiinarrs Hopajiky g03801HTE
3a0e3neduTy 11/BUIICHIY

ra_.- S, B it S

MATHUME [TO3UTHBIHHA

Jepxana —— CLIPOMOZKHOCTI JIepIKaBH 1H10J10
MOKpALLCHHS ClHJICMI4IION0
o Oiarononyuus nacesnenys.
Miunicrp oxopoun 310poB’s ¥YKkpaiuu Bixrop JHUWKO

<« » 2024 p-




JAOBIIKA
o/10 BiAnosinmocti 30608 's3anunmv Yipainu y cdepi esponciichkoi inrerpanii
Ta npapy €eponencrroro Corosy (acquis €C) npoexry naxasy Minicrepersa
OX0pOHHU 310poB’st Ykpainu «IIpo Buecenust 3min 1o MMopsiiky 3adesneucnus

HAJICKHNX YMOB 30epiranns, TPAHCIOPTYBAHHS, NPHAMANNA Ta 00JIKY BaKIMII,
AHATOKCHHIB Ta aJICPreny TY0CPKYJILO3HOI0o B YKpaini»

[IpoexT nakasy pospobicno MinictepcTBoM 0X0poHM 310poB st YKpaitiu.

. HajesxmicTs  npoexTy akra /10 cdep, NPaBoBiAHOCHIH B  SIKHX
perynwwThes npasom €sponeiicbkoro Coosy (acquis €C)

[lpoexT HaKasy 3a NpejMCTOM 1IPABOBOIO PETYIHOBAHHS HE HAJICKUTH 10 chep,
[PAaBOBIIHOCHHM B AKUX PETyIOIOTLECA pasom €sporiciicbkoro Cotosy (acquis CC).

2. 3oGos'si3anun Ykpainu y cdepi eponeiicskoi inrerpauii (v Tomy umelii
MIZKHAPOMHO-TIPABORBI)

[IpoekT nakazy He cTocyerhes MIKHAPOIHO-TIPABOBUX 30008'a3anb Yipaiun y
cepl eBporeiicbkol inTerpartii.

3. llporpamui goxymentn y cdepi esponciichkoi inrerpamii

[IpockT HaKasy HE CTOCYEThCs IIPOTPAMHHX JIOKYMEHTIB v cepl ¢BpOIeHchKo]
irerpauti [pesunenra Ypainn ta/abo KaGinery Minictpis Vipainu.

4. lopisusibHO-paBoBUil ananis

3 ypaxysanusm myHkTiB 1, 2 Ta 3 JIOBifKH, MOPiBHAILHO-TIPABOBMI anais
BIJICYTHIH.

5. OuikyBaui pe3yibTaTH

[Ipockrom axta nependauactbes BHectn 3minn o llopaaky 3abestcuctis
HAJICKHUX YMOB 30epiranHs, TPaHCHIOPTYBAHHS, UpMiiManis Ta 06Ky Bakitmm,
AHATOKCHHIB Ta alicpreny TyOepKysibo3noro B Ykpaiui, sarseppkenoro nakazom MO3
Ykpainn Bin 16 Bepecus 2011 poky Ne 595 «[Ipo nopsaaok 1poBeicHHs
NMPOQUIAKTHYHKX [ICIUIeHs B YKpaiHi Ta KOHTPONL SIKOCTI #l 00iry MeIMumHux
IMyHODIONOITYHUX NperapaTie», 3apeecTpoBanoro B Minicrepersi octuiii Vkpainm
10 scosTHs 2011 poky 3a Ne 1159/19897

6. ¥YiaralsHenuil BUCHOBOK

[lpockT mnakaszy 1e CynepeudTh OCHOBHHM [OJAOKCHIAM  3aKOHOMABCTRA
€rponeiicskoro Corosy.

MiuicTp oxoponn 3j1opos’s Ykpainn Bikrop JIAUHIKO
«_ » 2024 p.




AHAJII3 PEI'YJISTOPHOI'O BILIUBY
A0 npoekty  makasy Minicreperea oxoponm  3jopos’s  Ykpainm
«lIpo BHecenns 3min jto Mopsiaky 3a0e3nevennsi HAIEKHUX YMORB 3bepiranmsi,
TPAHCHOPTYBAHHS, NPHHMaNHA Ta 00JIIKY BAKIIMI, AaHATOKCHHIB Ta ajepreny
TYOCPKY/IL03HOI0 B YKpaiui»

I. Buznauenus npobaemu

[IpoekT nakasy Miuicrepersa 0XOpoL# 3/10poB s YKpallid 1Ipo BHECCHHA 3MiH
JI0 TOpAJKY 3a0e3neyeHHs HANeKHUX YMOB 30€piraHHs, TPAHCHOPTYBAHHS,
MpuiMaHHs Ta 00MIKY BaKLMH, aHATOKCHHIB Ta asepreHy TyOepKy/lbO3HOro B
Ykpaiui, sarBepakenoro Hakazom MO3 Vkpainu sin 16 sepecna 2011 poky
No 595 «llpo nopsmok npoBesenHs npoQinakTHYHMX wlerieHs B YKpaini Ta
KOHTPOJIb AKOCT1 # 001y MEIMYHUX IMYHOOIONOMYHUX TTpenapaTtiey po3pobiieHo 3
MeTolo 3abesreyeHHs enijemiunoro Onaronmonyuusi wHacenewHs Ykpaluu Ta
nonepe/keHHs iH(pexuin, xeporanux 3acobamu creuu(GiuHol npoditakTHKH
WASXOM  BAOCKOHAICHHA HANCKHMX YMOB 30epiraHHs, TPaHCNOPTYBaHHA,
npuiManHs Ta 00Ky imynobionoriunux npenapatis (aani — [BIT), wo norpebyiors
OCODJIMBHX TEMIIEPATYPHHX YMOB (a1 — XOJIOJ0BHIT TAHILIOT).

BinnosiiHo 1o 3akony VYkpainum "[lpo mikapeski 3acoGu" (31 3miHamu Ta
AOTIOBHCHHAMH), 3 METOK [OCHIEHHS JACPKABHOIO KOHTPOIIO 34 SKICTIO
JIKapChbKUX 3ac001B Ta YAOCKOHANICHHS MEXaHI3My peanizanii AepKaBHoT oM THKN
y uii cdepi, nakasom MinicTepersa oxoponn 3a0poe’s «Ilpo sarsepimenus
[Tpasun 30epiranHs Ta NPOBEACHHS KOHTPOJIO SIKOCTI NiKapchkux 3acoGis v
NKyBanbHO-IIpo(LIAaKTHYHUX 3aKiagax» Bij 16.12.2003 Ne 584, sapeecrpopanum &
Minicreperl roctuuii Yxpainum 03 Gepesus 2004 poky 3a Ne 275/8874.
sarepkeHo [lpasuna 36epiranna Ta nMpoBeACHHS KOHTPOIIO SIKOCTI JIIKAPCLKMX
3aco01B Yy JIKYBanbHO-NPO(MINaKTHYHUX 3aKNafax, AKUMH nepenbadaoTses,
30KpeMa, BHMOIM [0 XOJNOAWILHOTO oOjajiHaHHa Ta opraHizaiin s0epiraHiis
NIKapChKUX 3ac001B, /10 AKuX Hanexats MIBIT.

Takoxk, MinicrepcTBoM oXopoHM 3710poB’ss Ykpainn Oyn0 3arTBep/UKCHO
Mopsijtok 3aiiicHen s KOHTPOIO 3a BIIMOBIAHICTIO IMYHOGIONONYHIX Npenapariz,
110 3aCTOCOBYIOTHCA B MEJAMYHIN TPAKTHL, BUMOTAaM ACPKABHUX 1 MIKHAPOIHHX
CTaHAAPTIR, 3aTREPKEHUI HaKazoM MiHICTepCTBA OXOPOHM 3A0pOB’s YKpaiuu Bij
01.10.2014 Ne 698, sapeectpoBannii y Minictepctsi roctuuii Yrpainn 29 xKoBTHS
2014 poxy 3a Ne 1356/26133.

IMyronpodiakTuky Busnano HanbuIbil AICBHM T2 CKOHOMIMHO chCKTHBHUM
3acobom Gopornbu 3 indekuiiinuMu XBopoGaMH y CBITI, 110 JIO3BOIAC 1OPIUIIO
PATYBATH MUILHOHM IIFOJICBKMX MKHITIB Ta I'OJIOBHUM I1HCTPYMEHTOM IIPOTHIT
BHHUKHCHHIO CITA/ax1B Ta CIICMIH.

HUepes  pylinysanna  in@pacTpykTypd  OXOpPOHM  3J10pOB’S,  CHpPHYMAEHI
nosHoMaciTadlolo 30poinolo arpecicio pociiicsxol dejiepanii nporu Ykpaiiu, ia
THMYACOBO OKYIIOBAHMX TEPUTOPIAX BLIOYBACTLCS IOTIPIICHHS — caniTapio-



[ITICHIYHOTO CTaHY HACCHCHMX NOYHKTIB, 00'ckTiB kuTTe3abC3IICUCHIST  Ta
YCKJIQJIHCHHS ClijeMivitol i emizooruunoi curyailii. Creopiocrses CCPC/IOBHIIIC,
CUPHATIHBC JULA nowmpenns nebesiednnx indekuiitnnx xsopob.

X0J10/10BHI JIAHIIION — 1IC IHCTPYMEHT 3aBes3neuenns sKoCTi Ta C(hCKTHBHOCTI
IBII mia wac ix 30epiranna i TpaHcropryBanus. Heyxwibhe JIOTPUMAHHS YMOB
XOJ0/I0BOIQ JIAIIIora rnojusrac y 3a0de3lcHcHil HaJICKIIONO, ONTUMANILICIO
Temreparypuoro pexumy I ta 6asycrses na ioro nocridiomy MoHiTopuiry ta
BCIX €Tanax HepeMillenis TakHX [PernapaTiB Bijl NiUIpucMcTBa-BUPOOIMKA J10
ClrioxKHBaya.

KitoyoBoro 3anopyxoio oprauizaiiii, KOHTPOIIO Ta HEYXMILHOTO JIOTPUMAH A
YMOB  X0JIQJIOBOI'O  JIAHIUOIA € CTBOPCHHUA  ONTHMAIBLIIONO  HOPMATHRIIOND
peryinoBanns mici chepu.

Ocuosui rpynu (miarpynu), Ha gki mpodliema Clpasisc BIJHE:

['pynu (miarpynu) Tax Hi
I"poma,isini t i
l,[lcp}fcaua ;o B

I1. Lisi nepskaBnoro peryiosanns
[{1sMK Iep/KaBHOTO PETYIIOBAHHS €:

1) HAABHICTH e(PeKTHBHOIO HOPMATHBHOTO PEryoBanis 1ici cdepu;

2) sabesneqcHiis naneKHoro ta Ocsnucuanoro Tpancuoprysanis [BUL
3a000iranHs BUIIAIKAM MOIUKOHKCHHS ab0 3MIHM TX AKOCTT 11/ Yac NCPEBEICHI 14
30epiraHHs;

3) 36epesxenns skocti IBIT npoTsirom BCLOro JaHiiora mocrauanns, sii
BUPOOHHKA [0 KINIEBOrO NPH3HAYCHHS UULIXOM JIOTPUMAHHA CTAHIaPTiB
XOJI0/IOBOrO JIAHIIOTA HA YCIX Cranax;

4) HUIBUIICHIA OPUXHIIBHOCTI MC/MUYHHX UPALIBIHKIB Ta HACCICIHS 10
BAKIMHALT;

5) 32110001 TH CKOHOMIYHUM BTpaTam depes ncysanus 1617;

6) 3aXHCTHTH  HaAcCJICHHA B 1H(MCKIIHHMX XBOpoO, SKI MOKHE

HOHEPEHUTH HUIAXOM BaKUMHALIT Ta ClpHaHus 1yGiiYHoMy 310pos'1o.



I, Buznauenus ra ouinka ansTepuaTuBHUX cliocobiB
AOCHTNCHNS WiacH

1. Buznauenns aisrepHaTHBHN

i1 Hac miaroToBKH MPOEKTY

X crocodis

Hakasy OyJi0 OIpaLbOBAHO JIBA AILTCPHATHBII

CrocoOu JOCATHCHHS BHIIIC3a311a4CIIUX ILJIe:

Bu;1 ansrepuarusu

Ortuc ajbTepHATHRH

AsbTepHaTisa |

30epeskenns curvaillii, ika iICHyC Ha
e Yac.

IHopmarugno-npasose peryiosanms
BANHIIAETECA HEJIOCTATHIM Ta HEe eeKTHRHMM,
Oy/ie NpoJIOBKYBATH ICHYBATH PH3UK BIpaTi
sxocti IBIT Ta, sik nacaijor, naginns jloBipu
MCJIMKIB Ta JIOJICH JI0 BakiuHaiii pasom i3
3arpo3010 BUHUKHENHS CIAMAXIB Ta HOLMpeH s
inekuiinux Xgopob. YV Bunajiky 3anuiciis
CUTYyaIlli, 0 CcKianacsi, 0c3 3MIH. 1ocrasicHi
Wi JICPXKABHOIO  PCIVIIOBAHHA HC Oy/yTh
PLOCSIHY 11 1 BHuIlc3asHadcia upobiema e dyjie
BHPILLICHA,

Anvrepuatiga 2

[puiingrrs  upoekty [lopsixy,
TOOTO  CTBOpPCHHS  CEKTHBHOIO
HOPMATHBHOI'O PEry/IOBaHHA Ii€]

chepu.

byue 3abesneueno wanckie Tta  Gestednc
rpancriopryBanns IbI1, 30cpekeno X sxicrs,
MOICPCIBKCHL  CKOHOMIMHI  BTpatn  ucpes
[ICYBAHHA [MX [peHaparis, JIBUILICHO JIOBIpY

MEJIMKIB  Ta HacCHeHHs JI0  BakIMHauil,
rapaiToBano  0Jaronoiyyity  CrjicMiviny
curyartio,  lpuitnsres  upockiy  nakasy

sabesneunTn JIOCATHEH S BUNIE3N&/1aiuX 111UICH

JIEPXKABHOIO PEryJioBaiis noBHo0 Mipoio.

2. Ouinka BUOGpanMX allbTePHATHEHMX CIIOCOOIB JIOCATHCHIA LIS

Oninka BiumBy Ha chepy IHTCPECIB jepKaBn

Bua Buroam Burparu
/16 TCPHATURH
Aubreprarusa | [Burojuu sijcyrui. biojpkeril  Brparn  ucpes
ncysanus  IbIl,  3arposa
BHHUKHCHHA CIalaxiB Ta
MOMWMpeHAs  IHQCeKIn
XBOpOO.




AJlbTeprarnsa 2

3abcsucucno Hauckine ra ocsucuncfl Ipuiinsrrs HPOEKTY
rpancuoprysanus IbI1, 36cpekeno ixjuaxasy HC Ho1pedye
AKICTH,  [OTEPE/KEHO  OIOKCTHIJIOIATKOBUX  BHIpAT i3
BTpaTH  4yepes  neyBaums  uuxlepikasnoro OrojHeTy
npenaparis,  NIBMIICHO  10BIpY|Y kpaiiiu.

MCIMKIB T4 HACCIICHITSA /10 BAKIIMUIALLT,

rapainToBano daarononyymy,

CHIEMIYILY CHTYAIiIO.

Ouinka BrummBy Ha cdepy iHTCpECiB rpoma/ i

Bu
AJIbTePHATHBH

Buromnu

Burparu

AJibTepHaTiBa |

Buroum BijicyTHi.

[Tpami BuTparm nos’ssani

13 PH3HKOM  OTPHMATH
HCSIKICH it IGIT. 110,
CYIPOBOIKYCTHCS

BLACYTHICTIO 3aXHCTY Bij
indekiitinol xpopobu  ado
HOGIMIUMH peaKitisMi, i)

HACIIJI0K neobxiuictio
OTPUMAHHI MCJIHYHOI]
ITOITOMOT' M OLILLIONIO

KIJILKICTIO HACCHICHS.
Henpsimi BUipaTH
moB’sM3aml 3 BIPATOI0
yOniunux  KouIrie  gepes
ricysanus 1bIT.

AnsTepHaTusa 2

I'apanroeane orpumania BakiiHaiii
mKicHHME - 1a Gesmeunumu  IBIIL
BIICYTHI BTpar myOHiuHMX KOIITIR
uepes ncysanus IBI1.

3anyueHHs Ji0JlaTKOBUX PECYPCiB 10
BIPOBAJPKCHIA 3aX0/1B 3 JIoKai3ari]
Ta JIKBIANI] eniicMiil Ta Criaaxie
indekuiiinnx  xBopod  crupusTHME
3OCPCKEHHIO 3)I0POB’S HACEICHHS T4
ckonoMmil  uacy 1 Kouwrris  Ha
CTPAMANHS MCAMYIIOT JIOHOMOIH, IO
CHPUEHHEHO HACHIIKAMM Crijemiii ta

Burpatu sijicyi.

Cria/axis iHQeKiifHIX XBOPOD.




IV. Bubip naiidiibin onTuMabnoro aibiepuaTHBHOTO CHOCOBY A0CSI eI st
iIeH

3a pesyawTaTaMM OHPALUoBaAIIs ANLTCPHATHBHNUX CrIOCOBIR JoCsrHenns el
JIEPIKABHOIO Pery/itoBaHus 3jiiicueno BuOIp ONTHMANLIOIO WIKTCPHATHRIOIO
Cnocody 3 ypaxyBaHHAM CHCTCMHM Oainiol  OMIMKM  CTYIICHS JIOCATIHCHI
BH3HAYCHHX LUJICH.

BapticTs Ganip BU3HaYacTHCA 32 YOTHPUOATBIOIO CHCTEMOIO OI{LKH CTYIICHS
JOCATHEHIA BU3HAYCHUX I1LICH, Jie:

4 - Ll OpHANATTA PErYIATOPHOrO aKTd, AKI MOKYTh OYTH JA0CAITIYT HOBHOIO
Mipolo (ripobnema Ginbe icuysarty ne 6yae);

3 - Il OpuHHATTA PErynaTOpPHOTO aKkTa, ki MOKYTh GyTH JOCAIHyTi
MaibKe 110BHOIO Mipo1o (yci Baxmusi acriektu npoGiaemu icnysary ne 6y/ryrh);

2 - 1111l OpUHHATTA PEryasTOPHOro akTa, ki MOXKYTh Oy TH 10CArHY T 4aCTKOBO
(mpobacMa 3HAYMHO 3MCHIIMTHCA, JICAKI BaXINBI TA KPUTHYHI acnckTu npobiemu
3IMIIATHECA HCBHPINICHAMH);

I - nu npuitHATTS PeryisaTOpHOTO aKTa, AKi HC MOXKYTh OyTH JIOCSIHYT
(11poduemMa HpoJIoBKye icHyBaru).

Peitrunr bain pesynsrarusHoCTi Komenrapi nioo npuesocns
pesynbTaTuBHOCT | (33 HOTHPUBAIEHOIO BLTOBLIHOIO Basia
(Rocsruenns WickH|! CcUCTCMOIO OLIHKH)

ini:x JAaC BUPIILEHNS
npodacm)
LAJ'lth:puamBa 1 1 Taka ansTCpHATUBRA 1C CHPUS THME
MOCATHEHHIO  IeH  J1epmkasiioro
PErVIIIOBUANITIA. 3AMHIAIOTHCH
npobiemi  3azuaueni y Pozjum |
Anaiisy.
AnsTepHaruna 2 B Hpwhnarrs  npockry  Hakasy
Ra0e3NCUMTL PeAIZAIIG JAOCAIICIIs
BH3HAQYCHUX  HINCH  JICPIKABHOIO
PCryJOBaHHA ITOBHOIO MIPOIO.
O6rpynrysanis
Peitanr BIAIOBLIHOIO
pesynstatiroc | Buroam (nigcymox) | Burpartu (nijgcymok) Micis
Ti C AIILTCPHATHBY ¥
peiTuIry




AlbTepHartusa 2 | s pepikasu: Mdoast jepskapu: | Taka
[puiiusirrs  upoekry Hojarkosux surpar ITepTTIRE €
HAKA3Y cripusrame| HE MPOTHOSYETLCS. HalOibLII
yIOCKOHACHHIO OTITHMRJLHOIO,
MEXaHi3My Tipuiimaiiis, WL
aOepiranis T2 3a0C31CHHTD
posnoginy o 303 peaisamnio
ME U HIX 3a§e3rs§quHﬁ
IMyHOGI0TOTITHIX CIIICMIYHOTO
perapaTis. Onarononyyus
3abesneuctio  najucKie BN
Ta Besneutie Yipaitn Ta
rpancrioptyranis 1B, HOTTCPCRCHRA
30CPEKEHO 1X  SKICTD, iHipexiiii,
MOTICPE/IKEII0 KCpoBaHuXx
G10/BKCTHI BTpaTH YCpes 3acodamu )
rcyBanHs LMX cnewipiunol
Hpenapatie, iMBHINCHO NPOPITAKTHKY
J0BIpY  MeUMKIB 12 FAILEREIM
HACCITCHIA 10 BILOCKOHAJICHHS
BAKLIHALLIT, HAICIKKHIX  YMOB
FAPAHTOBAHO 30epi anus,
Grarononyuny TPAHCTIOPTYBAHHA,
CITIZIEMIYITY CHTYALIO, EIER.
' 00Ky
[Last rpovaisin: Jas rpomas: IMYHOOI0I0I Y HHX
[apanrosaiic Bisncyrii. apenaparis, U0
OTPUMAHHS BaKIHHALLI]] NoTpedyIOThH
SKICHMMH Ta| 0coOnuENX
Oe3MeYHUMH IbI1, TEMISPATYPHUX
BiJICYTHI BIpATH YMOE.
1yGnigHUX KOIITIBR
yepes neysanus IbI1.
30epeskenis 3/10poB’s
HACCIICHHA T& CKOHOMIT
yacy I KOUITIB fa
OTPUMAaHHS MCAHYHOT
ITOTIOMOT'H, 1110
CHPHYHHCHO
HACIIIKAMH CITijICMIi
Ta CilayIaxiB
indexinux Xxsopob.

Asibrepuarusa | s gepuapn: iin  jepwkasu: Jlaina




Buicyrni

JLiis rpomajisin:
Byieyrni.

s cy0'exerin
rOCIIO/LAPIOBAHNS:
BijcyTni

DIOJIKCTHI BTpaTH
ycpes ucysauus [bIT,
221IP03a  BHHUKITCHHSI

criajiaxis Ta
ONMTUPCHIS
IHQEKIITHHX XBOpoO.
HEE rpoMasin:
[psimi BUTPATH
OB 513411 13 PUBHKOM
OTPUMATH HEAKICHUI
IbI1, 110
CYIPOBO/PKYCTHCS
BIICYTHICTIO 3aXMCTY
BiJ1 mdexiiinod
XBOpOOH abo
NOOIMHUMH
PCAKIISIMH, SIK
HAC)HJ10K
HCOOX1JIHICTIO

OTPUMANHST MCIHYHOT]
JIOTIOMOrH  DUILLIOIO
HiJleiC']'IO HACCICHILA.
Henpsmi BHTPATH
OB s3aHi 3 BTPATOIO
Myom4giMx  KOIUTIB
yepes ncysanis [bI1.

AlIb TCPHATHRA HE
sabesieuye
HOTPEOM v

DO3R 3N
npodicMu 14
J1OCSATHCHTHS
BCTaIIOBIICITMX
IICH,

Peliruur

APrymMEeHTH I{OJIO [T€pPEBary 00panol
ANLTEPHATUBU/IPHYHINA BIIIMOBH Eijj
AINLTCPHATHBH

J0RHI

Quinka pusigy

IHIX SHHIAKLS Ha

JUIO 3ANOTOHOKATION
PCryisSTOpHOro akia

AJibTepnaTuga 1|

e CHPHATHMC

[Iepesaru Biacy i, Taka ansreprarusa
JOCHTHCHHIO
icpakaBHoro pervitopating. Jamunaiorses|l bl
1npodieMu 3asHaucHl y posiini | Analizy.

nciBTPal

ra

Pusziikk

BHMHHEHCHELN

OHJLKCTI
H 4CPC3 LICYRAHNS

Farpoia
Claaxip
HOUIHPCHTS

iHdekiifnnx XxBopoo.

AjbTepHaTrnBa 2

lepepara J1aHoT ATLTCPHATHBE HIOJISNIAC B
TOMY, [0 [PUHHATTS [IPOEKTY HaKazy
[MOBHOIO MIPOIO BHPLIYE LipodiCcMy,

Pusuxn sijicyi.




Taka ansrepuatusa ¢ HaOUIBII
OUTHMAJIBHOIO, OCKUILKH Ovite
3abelneueHo  HanckHe Ta  Gesrneune
rpancrioprysanus 1B, 36epeaxeno  ix
SIKICTB, MONCPC/UKC!HT CKOHOMIMHI BTPaTH
4epes  TCyBaliis  (MX  [IPCIapaTis,
ITJIBULICHO A0BIPY MC/IMKIB Ta IACCICIHA
ne BaKITMIIATL], IApaHTOBAIO
QrArOnONyYHY eNijieMIMHY CHTYaILio.

V. Mexanissyu Ta 3axoiau, ski abe3neyars posn’s3anus BU3HauCHOT
' npodiaemu

[IpoexToM nakazy po3poficHo nopsjiok, skuid Oyjic nOmpIosaTics 1a
CyO'€KTIB FOCNOAAPIOBAHHS HE3AICHKHO BIJ HIAOPSAKYBaHHsA Ta GopM BIACHOCTI.

Huwm sauposapkyeTbes HOTHPHPIBHEBA CHCTCMA XOJIOJOBOIO J1aiIliond, (o’
AKOT BXOJUTE BUpoOHuKK IBTT, nanionansui ckiuagu oirrosoro séepiranns IBIT.
o0lacHl cKJIajii ONTOBOIC 36L‘.pil‘&l!iliﬂ, CKIIA/IM ¥ 3aKi4/lax OXOporil 3)10;}{}1}.‘5{1
KaOIHCTH WEIICHE NIKYBaIbHO NPOQUIAKTHYHHX 3aKIa/IB, HC3AICKIO BT HopMH
BJIACHOCTI, #KI 3aJisH1 B POLEC] BAKIUHONPODUIAKTUKH (IYHKTH LICILICHD,
ronorosi OynunkK, amGysaropii, alrrexu).

Ha BeiX piBHAX XOJIOJOBOTO NAHINOrA [POCKTOM HAKA3ZY BH3AYACTLCA
o0oB a3KoBa peecTpailis B kypuanax oGuiky orTpumanus, ymon sdcpiranis |
nojaibiioro mepeminieuns IBIl, npusnayeins BUTTOBUINMX CHCHIAJICTIB 3 411K
BHU3HAYCHMMH [10CAJIOBMMH  O0DOB’A3KAMH, BHKOPHUCTAIIHS [PEKBAII(BIKOBAIIOrO
BOO3 obnanpnanus, BU3HAYAIOTECS BUMOIH J10 30CpiraHHs Ta TPAHCHOPTYBaHIs
IBII, nopajiok KOHTPOIIIO 34 AOTPHMAHHSM YMOB XOJGAOBOIO JIAHILIOTA, IIpaBHil
ipuitmanis Ta obutiky 1bIL

OCHOBHHMH CKITQIORMMH XOJIOJIOBOTO JIAHILIOTE € HAABHICTH: CHEINalsio
MiArOTOBJIEHOTO NepcoHany, mo 3abesnedyc 0OCHYroByBAHHS XONOAMILHOTO 14
IHIDOTO  RONOMIKHOIO ofnajuanus, CHCTEM Ta HPUCTPOIB  TOCTiHHOro
TEMITEPATYPHOrO MOHITOPHHLY [Uist 30epirauiis, TPaHCIIOPTYBAHHS T2 HOCTAYAHI
IBIT na Beix piBHAX XONOOBOIO JAHILONIE: XOJOMHIBHOI0 00/a/HaHs Ta HIoro
AOHOMDKHOTO ODIIa/(HAHHA, CHCTEM Ta NPHCTPOIB MOCTIHOIO TeMOCPaTyDHOID
MOHITOPMHI'Y, TPAHCIHOPTHUX 3aco0ie, MO 3a6e31icuyIoTh HANCKHI YMOBH LIS
s0cpiranus Ta rpancuoprysanis IBIT; nposejcnns ra sabesncucnns noctiifinoro
MOHITOPUHICBOIO KOWTPOIO (BKINOYUO 3 JACPKABUAMH BHXIAHMMM Td CBATKOBHMM
AHAMHM) 32 JIOTPHMAHHSM HCOOXIZHOIO TCMIICPATYPHOI0 PEHUMY Ha BCIX iforo
cTamnax.



JloTpumanns 1HX opramizaiiHux Ta HOPMATHBHMX CKIAJI0BHUX «X0I010BOIO
JlaHIgoray 3abC3IC TS HANSKHIN T3 OLTHMalBHII TeMueparypruii peaum 1511,
[um Gyjie rorpumano nanexue ta Oesueyne tpancriopryeauns IBT1, s6epexeno ix
AKICTb.  UONCPCILKEH] CKOHOMIMHI  BTPATH HCPC3 [ICYBalNs MX lipenapatis,
[MIBUIICHO 0BIPY MCIAMKIB Ta HACCHCH S |0 BAKIMIalll, 3MilncHo Grarononyyiny
eriJieMIYHy CHTYALIIIO.

Vi. Ouinka BHonanis BUMOT Pery.sITOPHONe aKTa 3aJeKI0 Bij pecypein,

SKHMY DOSNOPHLRAIOTLCH OPraiid BUKONABYOT BJIA/1M YH OPrafs MiCHCBOI O

caMoBpaysanug, Gpizuamni Ta 1opuanyani ocodu, AKI MOBMINE BPOBA/LKYBATH
400 BUKOUYBATH Ili BUMOTH

Peasnizanig peryisaTopHoro aktd e norpefysaruMe oiarcoBux Gi0/mreTinx
BHIPAT | PECYPCIB HA @/IMIHICTPYBAIHA PCTYNIOBAHHS OPIAHAMH BUKONARYOT BIIA M
91 OPraHaMy MICIHEBOTO CaMOBPS (YBAHHA,

Vil O0rpyntyBanns 3anpononoBanoro Crpoky /i peryjisgropioro akia

Tepmin Ail HOPMATHBHO-IIPABOROI'O AKTE HE OOMEMNEHMIL V i,

3Mina TepMiHy i aKTa MOMKIIHBA B pasi 3MIHH NNPABOBHX aKTIR, HA BUMOIAX
AKHX. Da3YETLCS [IPOEKT.

Haxas nabupac guuHocti uepez 6 MicsauiB 3 ans ioro odiuiitnoro
onyoIiKyBanis.

VIl Busnauenns noKasuuKis pe3syiapTaruBHOCTI il peryaarepnoro ara
PesvirbTaruBHICTE aKTa MOMHA OIIIIMTH 34 TAKMMH TOKA3ZHHKAMM;

- 30epexenns edexrMBHOCTI npenapaTie: safesnedyenHs  IPABKILHONO
30Cpiranig Ta TPAHCIIOPTYBAHHS IMYHOGIONONUIIMX npenaparis BUEIOBLLIIO /10
BCTAHOBACHUX CTAH/JAPTIB AOTIOMOIKE MIATPUMYBATH TXHIO eeKTHBHICTh Ta
JIOBFOTPURANICTD, IO B CBOIO uepry 3adesncunth cheKTHBHICTH iMyrisaniinmx
MpOrpam 1 3aXUCT HACCHCHHS BI/l 3aXBOPIORAHE:

- SMEHUICHIS  BTpar (pHEHK ncysauHss abo  BTpaTH  CYEKTHBHOCTI)
IMyHOOI0IOrIMIMX NpCHapaTiB iiijl 4ac TXHBOIO TPAHCHOPTYBAHHS Ta 3ﬁcprrfurrm
U0 CHOPHATHMC CKOHOMIT pecypein 1 3a0C31CunTL HANCHKNMHA 3aXnCT 3i0poB's
PPOMAISH;

- HIABHIICHHA JOCTYHHOCT] IMyHoOionorivmmx upcuapa'rig Y BCIX periomax
KpaiHW, B TOMY 4HCIL H Y BULIAICHHX Ta BAKKOIOCTYITIHX MICIX, 10 ChpAsTHMS
POSHIMPCHHIO NOKPATTS IMYHIZALTAHUX [IPOIPaM;

- DLABAINCHHS ,JIOBIpH IPOMAJICKKOCTI JI0 IMyHi3auiifiiax nporpam ra
MCIHUHKEX 3aKIJIIB, 10 B CBOIO YCPI'V CHPHATHME TIUIBHIICHIIO BAKIMHAIHNONO
MOKPUTTS TA 3aXHUCTY IPOMAJICLKCI'D 3/I0POB'A B LUIOMY.
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IX. Buznauenns 3axojis, 32 J(OHOMOIo #IKHX  HHIHCHIOBATHMCTLCH
BIICTERCHHS Pe3YHLTATHBIOCT Al PeryIsiTopioro akra

Ba30BC BIACTEKEHHA PE3YIIbTATUBHOCTI PCryISITOPHOTO akTa Gyie 3iicHeHo
nicns HaOpaHHS YMHHOCTI MM aKTOM, 4JIC HE MIZHIINE [HI, 3 SKOrO NOYMHACTLCS
[IPOBC/CHHA TOBTOPHOTO BIJICTEKEHIA PC3YNLTATHBHOCTI 1LOI0 AKTA.

ifosropie  BIACTCKCHIA PESYILTATUBIOCTI  pery/stopuoro  akra Ovie
JIPOBE/IEII0 Hepes PiK 3 JAHA 1Habpamisa HAM YHHIOCTI, Ale He MI3HIC ABOX POKIB 3
JiHA HEOPaHRg YAHHOCTI 1M aKTOM.

[Tepiojmasing BIJICTEKEHHSA 11IaHYCTRCS 3IHCHIOBATH pas 1Ha KOk Tpu pok,
MOUMHAIOYH 3 JHA  3aKIHYEHHH  3aXOMIB 3 HOBTOPHOIO  BLCTEHKCHNS
PE3YILTATUBHOCTI 1ILOTO AKTA.

st 1IpOBC/ICHHS  BUICTEXCHHS  PE3VJALTATURHOCT] PErYISTOPHOIO  akTa
OYAyTL BUKOPUCTOBYBATHCEL HOKA3HHKY, HABC/(CHI Y IONCPCANBOMY PO31iii.

BiacTexkenus — pesyibTaTMBHOCTI il PervASTOpHOIO  akrta  Gyje
3UHCHIOBATHEA 32 LOIIOMOTOK0 CTATUCTHYHOTO MCTOJLY.

Bijcrexenns pesylIbTaTHBHOCTI PerylsitopHoro akra 6yie siiicHioBaTHes
MinicTepeTBOM OXOPOHU 31(0poR st Vipainm,

Miwicyp oxopony 3iopoB’s Y Kkpainn ixTop JSHILIKO

i P 2024 P-



Honatok 1
JI0 Anaimsy peryJisTopHoro BIUIMBY

TECT
mMajoro nijinpuemuunTea (M-Tecr)

I. Koncynpranii 3 npeacTaBHUKaMM MiKpo- Ta MaJIOro NigIPUEMHHIITBA 11010
OLIHKH BIUIMBY PEryJiiOBaHH:

Koncynbranii 1010 BUIHAYCHHA BILUIMBY 3aIPOIIOHOBAHOIO PEIy/IOBAHHS 1A
cy0’€KTIB MAJIOrO HJIIPUEMHHIITBA TA BUZHAYCHHS JICTAILHOIO HEPEIIKY 1IPOLE/LYD.
BHKOHAHHS AKMX HCOOXIHO JUIS 3ATHCHCHHS PErYIIOBAHHS, IPOBC/ICHO PO3POBHUKOM
y nepiof1 3 «01» 6epesust 2024 poky 110 «15» 6epesns 2024 poky.

Mopsiakosuit|  Buj xoncynsramii (myGiiyui KubKicTh OcHoBHi
HOMEP KOHCYJIBTAIIT psMi (Kpyritl V4ACHHKIB pPC3YNbTATH
CTOJIM, Hapa/u, poDOYIl 3ycTpiyl | KOHCYILTAIM, | KOHCYILTAIIH
TOLIO), IHNTCPHET-KOHCYJILTALIIT ocib (ormce)

npsmi (intepuer-Gopymu,
cotlansii Mepexi Toll10), 3aIuTH
(J10 TUIPHCMITIB, EKCIIEPTIB,
HAYKOBIIIB TOO)

| Tenedonni Ta OIJIaMH 20 Perymosans
KOHCyJibTamii i3 cyb’exramu ClLpHiiMaeTbes.
MaJIoOTo MIIIPHEMHMIITBA.

2. Bumiposanns BOAMBY perynosanns  na  cyb’cxkrie | magioro
NIANPHEMHHIITBA

KUILKICTB Cy0 €KTiB Manoro (Mikpo) HiAIPUEMHHIITBA, HA AKUX [OIIHMPIOCTHECS
peryirosans: 2666;

nuroMa Bara cy®’eKTiB Malloro MNUIPUEMHHUIITBA Y 3araibiii  KilbKOCT
cy0 €KTIB roCno/IaploBaHHs, Ha SKMX Npobiema crpasisc srms — 13 %.

3. Pospaxynox Burpar cy®’cKTa MAJOro miNPpUCMHHIITBA HA BUKOHAHNS
BHMOI PErv/iioBais,

Y pospaxynky saprocti | rojauuau podOTH BHKOPHUCTAHO Bapricrs | rojaunm
poboru, sika Bianosiao Ao 3akony Yxpaitm «llpo epxasnuii Giomker Yipainn ia
2024 pix», 3 1 ciuns 2024 poky ctaHoBHTb — 42,6 TpUBCIID.

Joxepeno orpumanns indopmartii: htips://zakon.rada.gov.ua/laws/show/3460-
20# Text.

Jbxepesio orpumanns indopMailil 1po KiNLKICTL JINCH3IATIE 3 ME/INUHOT
npakTHkn — jadi  Jepxasuol ciyxOu  crateruxku  Yipainu, 0a3u  J@nmx
Minictepersa oxopoun 370poB’st Yikpainu ta Hauionainioi ciaymbu 30por’s
Ykpainmn.




llepBunna popmaltis 1Mpo BUMOrM PEryJioBaHHs Moxke OyTu oTpuMana 3a
pe3yNnbTaTaMM MOLIYKY MPOEKTY Haka3y MiHICTepcTBa OXOPOHH 370poB’s Ykpaiuu
«npoekTy Hakasy MinicrepcTea oxoponu 3710pos's Ykpaitu «IIpo 3atsepjpkeriis 3min
no Kanewnaps npodimaktuannx mcruiens 8 Yipaini» na odimiiinomy seGeaitri

Minicrepersa oxoponu 310pos’s Ykpainu (moz.gov.ua).

brojukeTHI BUTPATH HA aAMINICTPYBAHHS PCryJIIOBaHHA cy06’ cKTIB MaJI010
MINPUCMHAIITBA

Pospaxynox O1ojukeTHHX BHTpar Ha auMIHICTpyBaHiis PCIY.IOBAHNS LIS
BI/ITIOBINOIO OPrany JIepiKaBHOI Blali 44 Oprany MiCLCBOI'O CaMOBPLYBaiI, 1110
3a1yUCHHMH JI0 MPOLIECY peryaioBanus HE 31HCHIOBABCS, OCKIILKH JIOJIATKOBUX BHIPAT
He nepebadaeTnes.

[Tpouenypa
PeryJoBa
cy0'exTiB MaIOro
L PHEMHEAITTBA
(pospaxynok

1@ OJINOTo THITOBOTO
eyl ckra
FOCHOAPIORATIH
MAJIOTO

I PHCMITHITTBA -
3a 1OTpedH OKpeMo
s eyB ek TiB MAnoro
Ta MiKpo-
NLIPHCMITUITEA )

Inanosi
BHIPATH ¥aCy
Ha LPOLCLYPY

Bapricrs yacy
cnispobiTiHKa
oprasy
JIepKaBHO1
Jtaju
BLIOBLHOT
Kareropii
(3apobitia
[aTa)

Orinka
KLILKOCTI
HpoueLyp
34 piK, 110

TIPHITAAIO T
1Ha ojHoro
cy0 ' ckra

Oitinga
KUILKOCTI
oy eiTiB, 10
HNUTaaI0Ts 131
JUIO POyt
perV:IOBanig

Burparn
Ha ajMinicrpysa
i
peryiosaiis®
(3a piK), rpHRCIH

1. Q6K cyh'ercra
rOCHONAPIOBANIA, IO
nepebyrac y chepi
peryiuoBaHis

2. Torounmil KOHTPO!Ih
3a cyd cxTeM
FOCLICAAPIOBALIH, 11O
nepedysac 4 cihepl
peryoBanu, Y ToMy
G

KaAMCpaibii

BHI3

3 Ilinroroska,
3ATBCPIDKCHUA Ta
OIPAIOBAIIN QHOr0
OKPCMOID aKTa

PO HOPYIICHHS BUMOL
peryIHOBAIIL

4. Peanisartia ojtnoro
OKPEMOro pilicHHA
HIOJIO TIOPYIICHHS
BHAMOT PErYIHOBAHHS

S.Uckapacenus ojinoro
OKPCMOFO pinrens
eyl erkramu
1OCHONAPIOBAHHA




6. lTyroroska
SBITHOCTI

34 pesylibTaramMmu
pery.nonanns

7. Tuni
aAMITICTPATHEIN
HpOLE/IypPH
(yrounuri):

Pazom 3a pik

Cymapno 3a 11’815
POKIB

*Bapricte BMTpaT, TOB'S3aHMX 3 QUMIHICTPYBAHHSAM [IPOLCCY PCrYJHOBAHHS
JICPKABHUMH OPI'aHaMH, BU3HAUACTELCS LHUJBIXOM MHOMKCHHS QaKTHYHHMX BHTPAT Yacy
epcoHaly Ha 3apoOITHY 1u1aTy cleliaiicTa BiAnoBiinoi kpaiidikaili 12 Ha KUIbKICTb
cy0’eKTiB, MO IMANANANOTL IMIA A0 HPOUCAYPH PEryJHOBAHIA, T2 Ha KUILKICTH
POLEJLYp 32 PIK.

Jcpikasne peryimosanis e nepejidadac yrBopeHus HOBOIO JICPKaBHOIO oprany (abo
HOBOIO CTPYKTYPHOTO HIIPO3JIUTY AIF0H0r0 Opraty).

4. Po3paxyHok cymMapHuxX BHTPAT CcYG’€KTIB MaJoro minpueMHMITBA., HI0
BUIHKAIOTH A BUKOHAINS BHMOI PeryJTioBaiiis

No epitmiii pik
3 Mokasue pervinoRaniy FauTn e, poris
(CTapToRNii)
I Ouinka «npamux» prTpar cyb’cktis Maioro 0,00 0.00
HUITPHCMHHIETBA 12 BHEOHANTIA PEryJlHOBanus
2 Onipxa saprocTi aJIMIHICTPATHBHIX LPOICILYD 2271432 0.00%(cyG okr
Jutst cyO CKTIR MAIOTO MNPHCMANIETRE 1HOJI0 HOBHICH BHKOIYRATH
BHKOHAHHS PCIYIIOBANNSA TA 3BITYBANTH BIMOUT PETYIORALTTS
JIMING B LCpIIH pik)
3 Cymapui  BHTPATH MAJIOI0  1IUIPHCMIHITIEL 2271432 000 cyd" crl noBHHeH
Ha BUKOHAHHS 321U1aHOBAHOIO PeryIIOBals BHKOUYBATH BUMOIil
peryInoBaLig JIHIIC
B lCpLLHil pik)
4 brojerui BUTPAT WA aMINICTPYBOHHS
peryiosaliHs cy@'cKriB MAJIOI0
HPHCMHHITTBE
5 Cymapni BHTPATH HA BUKOHANHS 2271432
IAMIAHOBALOND PEUYIIOBAHIS -

Obpaxylku BUTPAT 3a [1'STh POKIB HE MMPOBONHINCE, OCKUILKH JIiT, 1108 a3a1ii i3
3a1IPOBAJUKCHHSA PErymoBaiig 3 00Ky cy0’e€KTiB roCio/lapioBaliiis 1a oprafy BIaigy ¢
OAHOPA3OBHMH 1 3IACHSTECA Y IEPLIMHA PIK 3aIIPOBAJIKCIHHS PEryIIOBAHHS,

5. Pozpobaenns KOpuryouux (oM’ siRIyRa 1LY ) 3aX0/1i8 /U151 MAJIOT0
NANPHEMIMITTEA 100 32NPONOHOBAHOIO PEry/IIOBATINS

He nepexbauaerses po3pobieHna KOPHIYIOUUX (1OM AKITYBAILIHX ) 3aX0/11E.




Jonarox |
20 Topajky 3a0C3MCUCHHA HANCKHHX YMOB
s0epiranus, TPaHCHOPTYBAHHA, NPHITMAHHS
Ta 001Ky BAKIUMH, AHATOKCHHIB T4 aNCPreHy
TyOepKyabosHoro B Ykpaiui.
(nynxr 4 posiny 1V)

Dopma

WARTY npHHMaHTs-lICpeiaBanig MeNYHHX IMyHoOi00rTHHuX Hpenaparis”

Toprosesisia nassa MCIMIIOEO IMYHOOIONOITYHOL O IpeapaTy

Howmep cepii
Tepmin npujarnocti o
Haiimenysanna ta micuesiaxoipkenis supodinKa

HaiimenyBanis Ta MICHE3HAX 0JBKEHHS HOCTAYaIbIMKA

Haiimenynanug ta MicIe3HaX 0jOKCHHS TCPCRIZHHKA
Kumxicrs ToBapy 2a jlokymernramu (y j103ax)

Kisekicrs rosapy, orpumana daxruuno (y j1o3ax)
IlimicHicTh yIIakoBKH (nopynieHa/enopyieHa)

(SIK110 BHSIBICHO MOPYNICHHS YITAKOBKH, YKA3ATH KUILKICTh IOPYIICHUX YIAKOBOK)
KisibKicTs peccrpyiounx upuiaiis
Cepiiini HOMCPH PeCcCTPYIOUAX NPHITA/IIB

Minimansna sadikcosana TemiicpaTypa il 4ac rpancnoprysanns, °C
Maxcnmaisha saikcosana TeMIeparypa it qac tpancrnoprysais, °C

(RKazaTH At OTPHMANT 3 PLECTPYIOUMX UPHIAALIB)

Crair uakonuoro Tepmoinukaropa (DT

Buenosok o .
Iara/uac cinajanusg axra

Ipencrapuur oucpysaqa I1.1.B., nocana

[IpeicrapHug nocravaisHKa/epesisnuka LLLE., nocaja

Hizmmen/neaarkn cropin:




5

Jonarox 2
2o Tlopsuiky 3ade3neuers HAICKHUX YMOB
36epiraHHa, TPAHCTIOPTYBANHA, NPHAMAHHS
Ta 00NIKY RAKUHH,. AHATOKCHHIB Ta AJCPIenHy
TYOEPKYIBOIHOIO B YV Epaini.

(ryHkr 3 nosainy 11)

PECCTPRINT TEMICPATYPHOIO PEKHUMY XOJUOAIEHOIO oftaiuans s iynobionoriammx perapa s

(1assa 3aKaay OXOpoLH LOpoBs'a )

Mapra

luseirrapanit Ne

HAlypran

Hovare ™ E ey BN

Jaghpeps™_ % @) p

Nop Jara Yue Lloxasing ILLE. 1a nocana ocobm, | Himnme  ocodn,
3 | LIPOBCHCHHS HpoBCACHIif TCMUCPAIYPH B | 9K2 HPOBOJIHIA BHMID 2K NpoBOULE
{ | sumipy BIIMIpY rpanyecax “C BuMip i
il | remneparypu TCEMUCPATYPH _!

-~ =)




Hojaror 3
a0 Hopsiky 3aDe3MeHCHIS HATCKHUX YMOB
sGepiranis, TPAHCHOPTYBANHA, NPHITMalii
Ta 001Ky BaKIIHH, AHATOKCHHIE Ta ajlepreny
TyBepryibosnoro B Yipaiki.

(nmynkr 2 postiny VI)

Kypuan

obniky MeAHYUNX iMyioGionorivuux npenapatis

(Ha3Ba 3aKIa/Ly OXOPOHH 310pOs’H )

Toprosesbha Ha3sBa MEAHYHONO IMYHOBIONOUIMHOIO UPEnApaTy / POTUHHIINKA (38 HANBIIOLT])

Haiimerveanus gupobiika
MopMa BUNYCRY
Jlozymaniis

Howmep cepii npenapary ta po3dnHHHKaE (38 HAgBROCTI)

M| - v i e

Jara orpumaria / nepenadi [ BUHKOPHCTAHHA / HOBCPICHI / HEPCPO3NO LY / VIHIE3aIIT MEIHEI0I0
imyrtoGiouorianoro npenapary (HoTpibue HigkpecinTn)

[ Al e - ZU__ p;

Not Kinegicrs Kinexicrs Kinskicts KinsxicTs L linue sijoshaisiol
3 | OTPHMANINX (103 | OYpHMANMX J103 | BHKOpHCTAHNK BHKOPHCTAIIX 0coou

¢ | npenapary POIHHIIINKS JI0%  apenapary | 103 posunninka

1 38 MICHIb) (38 MicsHIL)



Stamp


MIHICTEPCTBO OXOPOHMU 310POB’SI YKPATHU

ByI. M. I'pymeBcokoro, 7, M. Kuis, 01601, ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, kog €JIPIIOY 00012925

Big Ne Ha Ne BII

Jlep:kaBHa peryJsiropHa caIy:x0a
Ykpainu

o€

1Ipo nozooowcenns npoekmy nakasy

S

o —

Z

= MiHICTEpCTBO OXOPOHU 3J10pOB’sl YKpaiHU HaJACHUJIA€ HA MOTOJKEHHS MPOEKT
= Haka3zy MiHicTepcTBa 0X0opoHH 310poB’sa Ykpainu «IIpo BHecenHs 3miH 10 [lopsnaky
o 3a0€3MeUeHHS HAJIE)KHUX YMOB 30€piranHs, TPaHCIOPTYBaHHs, IPUIAMaHHS Ta 00JIIKY

BaKI[MH, aHATOKCHHIB Ta ajepreHy TyOepKyJbO3HOro B YKpaiH1» (Jajll — MPOEKT
Haka3y) Ta MaTepiajiv 10 HbOTO, Ta MPOCHUThH MOTOAUTH HOTO Y TPUACHHHUMA TEPMiH.
= YnoBHOBaxkeHUMH TipefcTaBHUKamMu € 3aika Onekcanap: (050) 717-78-68,
Hecrtop mutpo: (067) 150-42-66.

O e—

000

Honmarku:

1. IlpoekT Haka3y Ha 2 apk. B | nmpum.

2. ITosicHrOBanbHA 3anMcKa J0 MPOEKTY Hakazy Ha 4 apk. B 1 mpum.

3. Hosiaka ACQUIS na 1 apk. B 1 mpum.

4. Anani3 perynsatopHoro BBy Ha 10 apk. B 1 mpum.

5. JlomaTku 10 aHali3y peryJasiTOpHOrO BILUTMBY Ha 6 apk. B 1 mpum.

6. [ToBimOMIIEHHS PO ONPUIIOJHEHHS Ha | apk. B 1 mpuM., 3HIMOK €KpaHa.

3acrynauk MiHicTpa — roJI0BHUI
JAep:KaBHUI CaHiTaApHM JiKkap YKpaiHu Irop KY3IH

MEHICTERCTED DHDDCHY 180008 R YipaiF

ACYE| "LIOK TIPO® 3" 26-04/18843/2-24 Bip 06.05.2024

S .-F ‘ ‘“ “‘ H‘l “““ “H H H “ “I“" ““‘

g 28-04/18843/2-24 sin 06.05.2024
: Mignwcarisa KEM Kyais Irop Bonoamsmponny
JFAADZRASSEECO0I04 0000007 5303200AAC4BS00
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