/  IIPOTOKOJI
[{O/10 IPHIHSITTSI PILIEHHS] YIIOBHOBAXKEHOIO OCOBOIO

«Adr»_ O 202],‘ p. : N KO c. CtaHM1LiBKa

Kepyrounch BumoraMu cratri 11 3akoHy Vipainn «[Ipo myGuniui 3aKyniBii» (maui -
3akoH), [10JIOKEHHAM PO YIIOBHOBakeHy 0co0y, IO 3aTBEPUKCHE pillIeHHSM KOMYHaJIbHUM
H-KOMEpIifHMM TianpueMcTBoM <« KUTOMHMpCHKA ofnacHa [AuTsAYa KIiHIYHA JIiKapHs»
Yuromupcekoi oGmacHoi paju Binx 14 09.2021 Ne50, Haxazom «IIpo mNpH3HAUEHHS
YI'OBHOB@XEHOI O0COOH, BifNOBifAIbHOT 33 opraHizaiilo Ta MPOBEJACHHA MpPOUEAYPH
sakymisi» Big 30.12.2021 Nel06,

3aMOBHMK Ma€ MpaBO 3 BJIacHOl iHiliaTuBu abo 'y pa3i YCyHEHHs IOpYyLICHb
3aKOHOJABCTBA Y cdepi My6IiuHIX 3aKyIiBeNb, BUKIaICHNX Yy BUCHOBKY OpraHy ACpiKaBHOTO
(hiHAHCOBOTO KOHTPOJIO Bi/IOBIAHO 110 crarri 8 mporo 3akoHy, a0 3a pesyibTaTaMu
3BepHEHb, a00 Ha TiJCTaBi pILICHHA OpraHy OCKapiKEHH: BHECTH 3MIiHH JI0 TEHJEpHOI
ACKYMeHTali. Y pasi BHECEHHs 3MiH IO TEHJEPHOI JOKYMEHTaLii CTPOK I MOJAHHA
TeHIEPHUX MPOTIO3MLLiH MPOJOBKYETbCA 3aMOBHUKOM B €IEKTPOHHI}M CHCTeMi 3aKymiBelb
TaKUM YHHOM, 106G 3 MOMEHTY BHECEHHs 3MiH [0 TEHIEPHOI JOKyMEHTallil 10 3aKiHYCHHA
Ki‘AI[eBOTO CTPOKY TIOJIaHHs TEHAEPHHX NPOMO3ULIIH 3TMIIATIOCH HE MCHIIE HOTHPROX JIHIB.

3M1HH 110 BHOCATHCA 3aMOBHHMKOM N0 TeHﬂ,CpHOI JIOI{YMeHTaU.Il pO3MlLI_lV}OTbCF[ Ta
Bi IOﬁpa)Ka}OTbCﬂ B eﬂeK'I‘pOHHlH cucTemi BaKy'HlBCJ'lB Yy BUIVIAAI HOBOIL penal{un TCHJIepHOl
ac KYMBHTaLIll J0JaTKOBO 10 [104YaTKOBO1 pe,ual(uu TGHIICpHOl I.lOK}’MeHTaU.ll 3aMOBHHK pasoMm
i3 3MiHaMH 10 TﬁHIleHOl L[OKyMCHTaLlll B OKpEMOMY ﬂOKyMeHTl ONPUJIOIHIOE nepenm 3MiH,
1) BHOCATHCA.

BHUPIIIHNJIA:

1. BHECTH 3MiHM 10 TSHAEPHOI TOKYMEHTallii Ta BUKJIACTH OCTAHHIO B HOBil penaxiii 3
Y[ aXyBaHHSIM BHECCHUX 3MiH (OJAETHCA), A TAKOK 3aTBEPIAMTH nepenik 3MiH, 10 BHOCATHCS
JIC JOKyMEHTALlii, y BUIVISi OKPEMOro I0KyMEHTY (nomaeTbeR).

2. 3aGe3neuynTH ONpPHIIOAHEHHS JOKyMEHTauil B HOBIll peakuii 3 ypaxyBaHHIM
BFECCHHX 3MiH 4epe3 aBTOPU30BAHHUIl €JEKTPOHHHH Maii[aHYMK B EJIEKTPOHHIH cHcTeMi
3aKyIiBelb, @ TaK CaMO TEPEiKy 3MiH, BHOCATBCA 0 JOKYMEHTALLil, y BUIIIALI OKPEMOro
FCKYMEHTY y TIOPSIIKY, nependayeHo smu 10 Ta 24 3akoHy

Y n1oBHOBAaKeHa o0coda Tersina ITHATEHKO



3ATBEPIKEHO
0J1 Vi0BHOBAKEHOI ocobm

A oy
TeraHa ITHATEHKO

[Tepesnik 3MiH

J10 TEHEEPHOT [OKYMEHTaILii IOJ10 npoBe/IeHHs NPOLC/YPH BiIKpIFTUX TOpriB
Ha 3aKymiBJIIO Nlesundexuiiini sacobnm (JIK 021:2015: 24455000-8 - Jle3undexuiiini

3a:00H), 3aTBEPIUKCHY pillIEHHAM V110BHOBaXKEHOT 0COOH 16.03.2024 poKy mpoTOKOJ Ned9.

¥

3micT M0J0KeHb 'reug:_lepno'l’ gouzmen*ragi’i, 3amepgmeuo‘i pileHHAM YnoBHOBAKEHOT ocoOH

Ned9, 10 AKHX BHOCATHLCHA IMIHH

16.03.2024 poKy NPOTOKO] o1

JOJATOK 2
Texuiuni, AKicHi T2 KiNbKICHI BHMOTH 10 NpeaMeTy 3akynisai

ﬂe:mmpexuiﬁm' 3acobu

[penmer sakynisni: JK 021 :2015: 24450000-3 Aépaxi.uiuua npodyKuiA,
(24455000-8 Jesundexuiiini 3acobu)

1. 3anMmKOBHA TEPMiH npunarxocti Tosapy Ha MOMEHT TMOCTAaBKH CKJIAIa€ HE MEHLIC 80% 3arabHOro TEPMiHy FOro MpUAATHOCTI.
33a3HAYEHOro Ha yNaKoBLLi. .

2. Tosap MOBMHEH nepenasarucs 3aMOBHHKY B ynakoBui MiINPHEMCTEA BHpoOHHKa, sika HE popunHa Gyt aeopMOBaHOIO abo
TIOIKOKEHOIO.

3. HasBHicTb incTpykuii Ha BMKOpHCTaHHS Mpenapary YKpaiHCBKOIO MOBOIO aGo MeTOAMHHI BKA3iBKH 1I0AO 3aCTOCYBAHHA
nesinexuifHnX 3ac00iB.

4 Texuiuni, AKICHi XapaKTepPUCTUKH npeamMeTa 3akymiBi MOBUHHI nepenbayaTH HeoOXiaHicTh 3acTOCYBAHHA 3axX0iB i3 3aXHCTY
onkinns.(yyacHHK MOBHHEH HANATH rapaHTidHii JICT).

5. Yuachuk y cKmai TenaepHol npono3uuii Haae KOMilO JOKYMEHTiB, AKi € HHHHUMH Ha Jary KiHLIEBOrO nojaHHs TEHACPHHX
nponosuuii - ceprudikar AKOCTI, JOKYMEHT 110 CBIIUMTH NPO ACPKABHY peectpauiio 3aco6ip B Y Kpaini.

6. JloctaBka TOBapy, 3aBaHTAKYBATbHI poanaurancyaanbui pobotH 3iCHIOIOTBCS  TPAHCTOpTOM nocraualbHuka 3a PpaxyHoK
nowTa4yanbHUKa .

7.CTpOK NOCTABKH TOBAPY: OKpEMHMH napTisMK, NPOTATOM POKY Ta MPOTATOM 3(TpbOX) AHIB 3 AATH OTpWMAHH$ 3aMOB/ICHHS.

V pasi, aKujo Jani MeouKo-mexHiuHi 6uMo2u micmsamb NOCWIGHHA HA KOHKpemHy mapky, ipmy, namerm, koucmpykyiio abo mun
mosapy, mo 66aX*CacmuC, U0 eOUKO-MEXHIUNI GUMOZU MICMAMb eupas «abo exeiGanenm.

00. sum.

N /n HaiimeHy8anHA Xapaxkmepucmuka
¢acysanin

noennanns  JACis T2 oNiPeKCAMETHIICHTYaHUIHHY

-

3acid ne3indikyiouni, 1.3aci0 Ha OCHOBI
1000 M1 daKoH rigpoxaopHay-

60 eKBiBAJICHT 2. Jlitoui pevoBHHH, Mac. %o: Mxinnumemnﬁcmunamouiﬁ XMOpHI - HE
Ginbue 12,0, nofirexcameTHeHryaHiiuH riIpoXJI0pHiL HE MEHILE 2,0.

3. V cknali MawTh OytH tl]yuxuimlanbui no6Gasku, inriéitop Kopo3ii,
HasBHICTb (epMEHTIB 260 eH3MMHOTO KOMILIEKCY: aminaza, nporeasa i
ninasa.

4. B 3acoli He [OBHHHI MICTHTHCB a/bJeriay, riiocais, KHCIOTH, nepeKuc
ponHIO, (eHokcinporano, tomo. Mae GaKTepULIAIHI pnactuBocTi , Y
BiHOWEHHI  rpaM [IOIUTHBHMUX 1 Tpam HeraTuBHux  OakTepifi .
pKMikoOakTepii TyGepkynbosy(M. Terrae,)  30yannkis _ocobHBO-
nebesneunux  indexuii- llyMa,xoncpa;rynspcmin, knebeienn, nerioHent,
Bipy LA piacTHBOCTI (BKIL. napeHTepaibHi BipycHi renaruTH (B, C).
ipyc remaruty A, CHIJL (BUI), repmecy, {noﬂiomicni'r)nonio-, KOpOHa-,
Bipycd rpHmy, BipyC «ITAlUMHOrO TPHITY> A(H5N1), Bipyc «CBUHAYOTO
rpUITy» A(HINI), dynriumnani pracTHBOCTI (BKIL. 30y AHHKIB KaHAWAO031B,
ncpua’romimsin} Ta rticHaBi rpuby, CopOLMIHI BAACTHBOCTI.

5. Tlpu3Ha4CHHA:

- MoTouHa, 3aKn04Ha ne3indexiia noBepXOoHb;

- Jlesindexuis, cymiuiena 3 OCTepHI3ALIHHMM OHHILCHHAM BMII, rHy4KuX
Ta KOPCTKHX eHjocKoNie Ta iHCTpYMEHTIB 10 HHX pY4HHM T2 MEXaHIHHHM
cnocodoM;

- JIBP rHyu4kHMX T2 HKOPCTKHX eHzocKomip  Ta iHCTpYMEHTIB 110 HHX.
Crepunizailis BMII, exnockonis T2 iHCTPYMEHTIB J10 HHX. )

6. Tepmin npl.marmocri pobounx pO3UMHIB - HE MCHLLE 21 no6u 32 yMOBH iX
3GepiraHHs y 3aKpUTHX EMHOCTAX.




N
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7. Tepmin [IpUAATHOCTI — 5 pdxia 3 J1aTH BUpPOOHHLITBA.

8. HaspHicTb peecTpauifiHux JOKYMEHTIB: KOMii iHCTPYKL#, BMCHOBOK
JICEE, Butar 3 I€pkaBHOr0 peectpy abo JI0BIAKY 3 HAJAHHAM HOMEpY Td
JaTH peecTpaulil, xomito ceprudikaris ado HacnopTiB AKOCT, rapaHTiiii
nvctH  BupoGHuka a0  NpencTaBHUKA, aki MiATBEpIKYIOTH  SKICTh
nesindikyrouoro sacoby. Jlns MiATBEPUKEHHA BiUMOBIZAHOCTI BUMOTaM

' HaJiaTH MOPiBHANBHY

TaGMILO 3 MOCHIAHHAM Ha MYHKT a6o po3nia B IscTpyKuii 3anpornoHoBaHoro
sacofy. 3acib  MOBMHCH OyTH BUTOTOBJNEHMA  Ha BUPOGHULITBI
cepTH(hikOBaHOMY sriano cranaapry 1SO9001 (ACTY 1SO 9001), 1SO14001
(ACTY 1SO 14001), 18022000 (ACTY 180 22000)(HasBHiCTb KONl
ceprHikary BUpOGHHKA).

3aci ne3indikyiouni,
1000 mn pnakoH
abo eKkBiBaICHT

1.3aci6 Ha OCHOBI NOEAHAHHS TPETHHHHX aminis
(noneuunﬁicnponinempnamiu (1 ,3-nponanziamin)) abo 1,3-
Hponau,uiauiH,N-(3-aMiHonponin)-N-noneuun) e Ginbme 20% Tta YACis(
AIKLLIMMETHIOEH3UIAMOHIA  X0PHAL abo N,N- numcmn-N-anxin(Cﬁ-ls}-
Gen3onMeTaHaMiHil X0puil) HE MEHIIE 10%.

2. Slnse coGow 0AHOPiAHY MPO30PY piauny, sika 100pe POZUMHAETLCH ¥
poai. Mae aHTHMiKpOOHY AKTMBHICTb: OAKTCPULIMAHY, ¥ BiZIHOLLIEHHI
rpammo3uTHBHHX i rpam HEraTMBHHX Gaxrepii, pij.MikoGakTepii
TyOepKyibo3Y, 30y AHHKIB BHYTPilUHBOTKAPHAHKX indexuii, MRSA,
knebcienn,  NIETIOHENH, knocTpuaii, — CaTbMOHE/H; pipycip  (BKIL
TNapenTepanbHi pipycui renaruty (B, C), sipyc rematuty A, BLJI, repnecy,
[10/1i0-, KOPOHa-, BipyCH TPHILY, BipyC «IITALIMHOIO rPHMY» A(H5N1), sipyc
«cpunsuoro rpumy» A(HIND), dyuriwany (BRI 36y AHHKIB KaHAHL03iB,
AepMaToMiko3iB) Ta [ticHABI FPHOH, CIIOPOLAIHI BACTUBOCTI.

3. [pH3HAYEHHA:

- TlposeneHHA [IOTO4HOI, 3aKITIOYHOT, npodinakTHHOT nesindexuii Ta
reHepaibHUX NPHOHPAHE. i

- JesiudpeKuis, CyMillCHHA npouecis aesingexuii i nocTepuiizauiitoro
OUMIIEHHA | CTepHAisauis ycix BHaiIB BupoGiB MEAMHHOTO NPH3HANCHHA (BKL
JKOPCTKi, THYUKi €HIOCKONH T2 iHCTPYMEHTH J10 HHX).

4, Tepmin NpHAATHOCTI POGOUHX posuunis 3acoby — He MEHLIC 16 ni6 3a
yMOBH 30€piraHHa y Tapi 3i WiLHO 3AKPHTOIO KPHLLIKOIO.

5. Y 3aco0i He MOBHHHO MICTHTHCh XJI0pY, KMCIOT, depmenTis, GapBHHKIB Ta
apoMaTH3aTopiB.

6. TapaHTiHMIA TEPMiH 36epiraHHs ( NPUAATHOCT) - HE MCHLIC 36 micsLiB 3
JaTh BApOOHHLTBA.

7. HasphicTs peecTpauifinux JOKYMEHTIB:  KOTIiT jHCTpYyKUiil, BMCHOBOK

~ JICEE, BMTAr 3 ACp#aBHOTO peectpy abo 7I0BiAKY 3 HALAHHAM HOMCpY Ta

naTH peecTpaui, xonito ceprudikaris abo nacnopTis AKOCTI, rapaHTiitni
aucti  BupoOnuka  abo NpeACTaBHHKA, AKi  MIATBEPKYIOTh AKICTh
ne3indikyoUoro

sacoby. AnA  NIATBEP/AKEHHA BignoBIAHOCTI  BUMOram HapaTtu
nopieHAneHy Tabnuuio 3 NOCUNAHHAM Ha NyHKT abo po3ain B [HCTpYyKUil

3anponoHOBaHOro 3acoby
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100

Jacib nesingikyrouui,
1000 mu 1akoH
a60 eKBiBAJIEHT

13aci6 Ha  OCHOBi  MEPOKCMIY BOAHIO B MEXaX 16-20%;
anxi:mume’rﬂnﬁemunamouim XJIOpH HE MEHILE 3,75%.

2. 3aci6 Mae GakTepHUMIHI BIACTHBOCTI 1IOA0 TPAMHEraTWBHWX T2
rpaMro3UTHBHHUX Gaxrepi  (BKIIOHAIOUH 36yannkiB  TYOCPKYIbO3Y,
BHYTPIilIHBOIKAPHAHHKX, ‘0co0nMBO-HEDE3MEUHHX iHdeKuik-1yma,xonepa;
MRSA, CHHBOTHIHHY Nanutky, Helicobacter pylory, Ps. aeruginosa;
BipynoLani BIACTUBOCTI (B T.4. 30YIHHMKIB renatutis A, B, C, CHIJL (BLD),
Kokcaki, poTa-, KOpOHa-, paKlMHif-, AACHOBIpYC, TPHIY, A(H5N1)
«ITAIIHHAH FPHIY, A(HIN1) «cBunsunii FpUID, yuriumani (B 30y AHHKIB
KaHIMI03iB, 1EPMATOMIKO3iB, Aspergillus niger, CNOpoLMIHi BIACTHBOCTI.

3. [pu3Ha4eHHA:

- [OTOYHA, 3aKNo4Ha Ta npoginakruyna nesindextis

- ne3indexiis Ta MHTTA NOBEPXOHb, TBEPAHX meOnis, obnaaHanHs, anaparis
Ta yCTaTKyBaHHA )

- s aedindexuii, CyMilleHHA npoLecis nesingexuii Ta pocTepunisalifnoro
OuMlICHHS BUPOGIB MEAUYHOTO npusHaueHHs (y TOMY YHCMi KOPCTKUX Ta
FHy4KHX SHIO0CKOMIB Ta MEAMUYHUX IHCTPYMEHTIB /10 HHX, CTOMATOJIOTI4HHX
{HCTPYMEHTIB);

- ans Aesindexuii KyBesis;

- [IBP ruy4Kkux i KOPCTKHX eH0cKONiB, cTepunizauii BMI1.

4, Jlesindexuis nOBEPXOHbL 3 Merol0 mnpodinakTHkH Ta GopoTebn 3
uticksaBoio. HasBHICTh OKPEMHX peKUMIB.

5. Tepmin NpUIaTHOCTI poGounX PO3UMHIB NPH kiMuaTHiil TemmepaTypi He
meniue 15 1i6 B 3aKpUTHX EMHOCTAX.

6. TepMin NPHAATHOCT 3aC00Y HE MEHIIE 2 pokiB.

7. HasiBHicTb peecTpaLifiHuX JOKYMeHTiB: KOMii IHCTPYKLIH. BHCHOBOK
JICEE, Butar 3 JIepKABHOTO PEECTPY aGo JOBLAKY 3 HalaHHAM HOMCpY Ta
nat peectpauii, xonito ceprudikaris abo nacnopTis SKOCTI, rapaHTiiHi
nuerv BupoOHMKa  abo NpeACTaBHHKE, AKi  MATBEPLKYIOTE AKICTh

wT

100




nesindikytouoro 3acoly. Jlng niaTBepKEHHA BIANOBIAHOCTI  BUMOram
HalaTH MOpiBHAMbHY TaOIMIIO 3 MOCHIAHHAM Ha MYyHKT abo po3ain B
IscTpyKuii 3anponoHoBaHoro 3acofy. 3acié noBUHEH OyTH BUrOTOBJICHHHA Ha
BMPOGHMUTBI CcepTH(IKOBAHOMY 3rillHO CTaHIApTy 1809001 (ACTY ISO
9001), 1SO14001 (ACTY ISO

14001), 1S022000 (ACTY 1SO 22000 (HasiBHiCTb Konii cepTudpikaty
BUPOGHUKA)..

3aci6 nesindikyrounii y
purnsni cepserok (300 wr

B OaHui) abo ekBiBaneHT

1. Cepserku npocodeHi Ae3iH(EKUifiHUM PO3UHHOM (nito4i  pevOBHHM:
CrnuptH B Mexax 75+5% (cymiu nponizioonoro Ta i30MponinoBoro cnupris
a60 i30mponinosui 4u errnouii cnupth) Ta YACH He MeHle 0,09%.

2. Mac aHTUMiKpOGHY aKTHBHICTb Y BLAHOWICHHI TPAMIO3HTHBHHX i
rpamHeraTMBHHX GakTepiii (BkiL., MikoGakTepii TyGepkynboy M. avium, M.
Terrae), MRSA , (Escherichia coli), (Ps. Aeruginosa), 30y1HHKIB
BHYTPILUHBIIKAPHAHHX iH(EKLIH, CANBLMOHENH, audrepii, Klebsiella spp.
Helicobacter pylori, Acinetobacter baumannii, cTpenToKokH; BipyciB (BKJL.
napenTepansHi BipycHi renatuth (B, C), Bipyc renatuty A, BIJI, repnecy,
nonioma-,E6o1a,pora-, SARS, Hopo-, kopoHa-, aneHo-, Bakuutis ECHO,
Kokcaki, BipycH rpumy (BKI BipyC «NTalIMHOrO rpHIy» A(H5NI), Bipyc
«cuHsdoro  rpumy»  A(HINI); Aspergillus  niger  KaHIHIO3H,
JIepMaToOMiKO3H.

3. [pu3nayeHHs:

- ririeniuna aesindexuis pyk

- nesiudekuis  HEBEJIWKMX 3@ TMUOLICIO  MOBEPXOHBL MPHMiLlEHb,
ManorabapuTHMX — NpeaMeTiB,  By3JdiB  MEAWYHOrO obnaaHaHHs  Ta
ycTarKyBaHHs, BHpOGIB  MEIHYHOTO  MPU3HAYCHHA, CTOMATOJIOTIHHHX
iHcTpyMenTiB (mporesis, TypGin), BupoGiB 3 albriHaTiB T2 CHIIIKOHY,
JaTUHMKIB 10 anapariB yJ1LTPasByKOBOro

oGCTeKEHHs, TYMOBHX TPHCOCOK [0 elekTpokapaiorpadis Ta IHLWIHX
anaparis, MeJMUHHX PYKaBHYOK ’

4. 3aci6 Bo/I0/1i€ NPONOHTOBAHOIO MPOTATOM 3-X TOANH.

5. Tepmin npuaarHocti 3acoby - 3 poKw 3 1aTH BUTOTOBNCHHSI.

6. HaspHicTh peecTpauifinux NOKYMEHTiB: Komii iHCTPYKLLi, BMCHOBOK
JICEE, BuTAr 3 IepkaBHOro peectpy abo JIOBIIKY 3 HAalaHHAM HOMEpy Ta
Jath peectpauii, komilo cepTudikaris aGo MacnopTiB AKOCTi, rapaHtiiiui
aMerd  BMpoOHMKa ab0  NpeACTaBHMKA, AKi  MIATBEPKYIOTb  SIKICTh
nesindikytouoro 3aco0y. [lng miATBEpIKEHHS BIANOBIJIHOCTI BHMOTaM
HAJaTH NOPiBHANBHY

TaGMILIO 3 NOCHIAHHAM Ha MyHKT abo po3ain B lueTpykuil 3anponoHoBaHoro
3acoby. 3aci6 mouHeH OyTH  BHrOTOBACHMH — Ha BUPOOHHUTBI
ceprdikosaHoMy 3riaHo crannapty I1SO/ ICTY 1SO 9001, ISO/ ICTY 1SO
14001, 1SO/ JICTY 1SO 22000 (1asBHicTh komii cepTudikaty BUpOGHHKA).

200

3aci6  nesiHdexuiiinui,

1000 wmn  dakoH
N03YI04HM TPHUIEPOM
ab0 eKBiBAJIEHT

3

1.FotoBMit 10 3acTocyBanHs 3aci6 Ha OCHOBI cyMmiwi erunosoro Ta
nporninosoro cnuptie He Gimbwe 51%, NMIELUHLIMMETHIAMOHIYM XJIOPHA
260 aMOHiH, AMAeLMIIMMETH X1opua- He meuue 0,025, inribitop KOpO3ii.

2. 3aci6 Mae aHTMMikpoGHi (GaxkTepulMaHi) BNAaCTMBOCTI  LIOJO
rpaMHeraTHBHHX Ta TPammo3MTHBHUX Gakrepiit (Bkmodaloun 30yAHUKIB
TyGepkymbo3y, M. terrae,) MRSA, eHTCPOKOK, CHHBOTHIHY NAIHYKY,
npoteii, Helicobacter pylory, emepuxii, Klebsiclla pneumoniae, Pr. mirabilis,
Ps. aeruginosa, BaHKOMHLIHH-PE3HCTCHTHHH EHTECPOKOK (VRE); sipycie (B
1.4, 36yauukis renatutis A, B, C, D, BUI-ingekuii, repnec-, pota-, koposa-,
BaKUMHisi-, aneHoBipycHi indekuii, auxomanka EGona, 30yanukis pizHMX
BuiiB rpuny, sokpema: A(H5NI) «nramrHuil rpun», A(HINT) «cBUHAYMI
rpuny»), GyHrinwaHi (BKJ. KaHAWA03HM, NEpMaTOMIKO3H, MaicHaABI rpubn, (¥
T.4. aCMEPTruJIbO3H).

3. 3aci6 epeKTUBHHIT NPOTH rPYN MiKPOOPraHizMiB y Hionaiskax (pyfuyc ta
Buaanse OGioJOriYHi TUIBKH) Ta BOJMOMIE NPOJOHIOBAHOID Y yaci
AHTHMIKPOGHOIO i€t0 MPOTAroM 3-X

FOJIHH.

4. 3aci6 36epirac yci ‘BractuBocTi Ta 3abesnedye BUCOKOS(EKTHBHY
aHTHMikpoGHY A0 Y MPUCYTHOCTI 3a0pyAHEHb OPraHi4HOTO MOXOKEHHS.

5. 3aci6 He BMABNSEC MYTATEHHMX, KAHLUEPOTEHHHX, TEPATOreHHUX Ta
FOHAIOTPOMHKUX BIACTHBOCTEM.

6. IIpu3HayeHHA

- ans wBMakol Ae3iH(eKiii HEBEAMKMX 33 TIOWe 00’ €KTiB, BHpoOiB
MEIMYHOrO MpH3HAYeHHs GaraTopasoBOro BHKOPHMCTaHHA MpH NPOBEAEHHI
noTo4Hoi, mnpodinakTHyHoi Ta 3akmouHoi  Ae3iH(ekuii, reHepanbHHX
npubupanb

- nesindyexuil Ta 0HOYACHOTO OUHILECHHS HEBETUKHX 32 po3mipamu 06’ €xTiB,
BHPOGIB MEIMYHOIO NPUIHAYCHHS, TIOBEPXOHbL MEIHYHOTO obnanHanHa Ta
YCTaTKyBaHHS.

7. YV 3acobi He [MOBMHHO  MIiCTHTHCh aMminiB,  i30nponaHony,
deHokcieTanoy, epeKUCy  BOIHIO, KMCIOTH,  XIOPIEKCHIHH, Oyab-aki
JOMilKH UM QyHKLIOHANbLHI 100aBKH N8 JOTJIALY 38 LIKipOIO

8. 3aciG 36epiraioTs B MakyBaHHi BMPOOHMKA 3a TEMINEpATypH HE BHIIE
+35°C.
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9. Tepmin 30epiranns (TepMiH TPUIATHOCT) — HE MeHIUe HiX 3 pOKM 3 1aTH
BHIOTOBJICHHS.
10. HasBHiCTh peecTpaLifiHHX JIOKYMEHTiB: KOrii iHCTPYKLiH, BHCHOBOK
JICEE, BuUTSAr 3 AEPKaBHOTO PEECTPY a0 JOBLOKY 3 HalaHHSIM HOMEpY Ta
JaTH peecTpali, Komiio ceprudikatis abo nacnopTis SKOCTi, rapauTiiui
_ IMCTH BupoOHMKa a00 MpencTaBHUKA, AKi  MIATBEPIKYIOTH  AKICTH
nesindikyrouoro 3acoby. [l NiATBEPIKEHHS BIANOBIAHOCTi
BUMOraM HAJATH MOPIBHA/NbHY Ta0HLIO 3 NOCHJIAHHAM Ha TTYHKT a6o po3nin
B IHCTpYKLIl 3anponoHoBaHOro 3acoBy. 3aci6 nosuueH Oyt BMIOTOB/ICHHH
Ha BUPOGHHMLTBI CepTH(IKOBAHOMY ariguo craaapry 1S09001 (ACTY ISO
9001), 1SO14001 (ACTY ISO 14001), 1S022000 (ACTY ISO 22000
- (HasBHiCcTh KOl cepTHikary BHPOOHHKA).

3MicT noJioNKeHb TeHAePHOT nokyMeHTaii B HOBIH peaakuii

NOJATOK 2

TexHiuHi, AKicHi Ta KiIbKiCHI BUMOTH 10 NPEAMETY 3akynisJai

- Jesunexyiini 3acobu

INpeamer sakynisai: K 021:2015: 24450000-3 Azpoximiuna npooyKuis,
(24455000-8 Jesundpexuiiini 3acobu)

1. 3anHIIKOBHIA TEPMiH npuaarHocti ToBapy Ha MOMCHT nocraBku cknanae He menie 80% 3aranbHoOTO TepMiny Horo MPUAATHOCTI,

3a3HA4YEHOTrO Ha YIaKoBL.

2. Tosap NMOBMHEH MEPEAABATHCA 3aMOBHHKY B YMAKOBLI MiANPHEMCTBA BUpOOHMKA, AKA HE TMOBUHHA GyTH aedopMOBaHOIO abo

MOIIKOIAKEHO.

3. HasBHicTs IHCTPYKUil HA BMKODHCTaHHA Mpenapary yKpaiHCBKOK MOBOIO 260 METOAMUHI BKA3IBKH LIOAO 3aCTOCYBAHHA

nesindexuiiinmx 3acobis.

4 Texuiyui, AKICHI XapakTEPHCTHKH MNpeIMETa sakynieni noBMHHI nepeabauath HeOGXLAHICTh 3aCTOCYBAHHS 3aXOB i3 3aXHCTY

onKinns.(y4acHHK NMOBHHEH HAATH rapaHTifHui 14cT).

5. YyacHuK y CKiaxi TeHIEpHOT nporo3uiii Hazae KOMil0 JOKYMEHTIB, fIKi € YMHHMMH Ha JaTy KiHLEBOro MoJaHHs TEHIEPHUX

nponosuuiii - ceprudikar AKOCTi, JOKYMEHT IO CBIAYHTE PO ACPHABHY peecTpatiiio 3aco6iB B Vkpaiui.

6. JlocraBka TOBapy, 3aBAHTAXKYBATBHI po3BaHTaXyBalbHi POGOTH 3MiHCHIOIOTECS  TPAHCTIOPTOM  MOCTauaIbHHKA 33 paxyHoK

nocTayanbHHKa .
7.C'TpoK MOCTABKH TOBApY: OKPEMHMH napTisMH, NPOTArOM POKY Ta MPOTAroM 3(TpBOX) JIHIB 3 1aTH OTPHUMaHHA 3aMOB/IEHHA.

V pasi, akuyo 0aHi MeOuUKO-mexHiuHi 6UMOZU Micmamb NOCURAHHA HA KOHKpemHY MapKy, ¢hipmy, namenm, koncmpykyilo abo mun

mosapy, mo 66axacmsCa, o MeOUKO-MEXHINHI GUMO2U MICMAMb 6UPA3 «abo exgigareHmy.

ninasa.
4. B 3aco6i He MOBHHHI MiCTHTHCH ablerian, riiocaib, KMCJIOTH, NEPEKHE
BOAHIO, (heHOKCImponaHo, TOLIO. Mae GakrepuUWAHi BIACTHBOCTI , ¥

BUIHOWEHHI T[paM  MO3MTHBHMX i  rpaM HeraTHBHMX ~ OakTepiid
pKiLMikoGakTepii  TyGepkynbo3y(M. Terrae,) 30yaAHMKiB  0COG/HMBO-
neGesneynux  iHGeKuii- 4yMa,X0JIepa, Ty IApeMis, kiaebeienu, nerioHen,
BipyniumaHi BIACTHBOCTI (BKJI. NapeHTepanbHi gipycni remarutu (B, C),
Bipyc rematuty A, CHIJ1 (BUI), repmecy, (nosniomienir)nonio-, KOpoHa-,
Bipycu rpumy, Bipyc «NTalIHHOTO rpumy» A(H5N1), BipyC «CBHHS4OrO
rpuny» A(HIND), dyuriunani pnacTHBOCTi (BKA. 30YAHMKIB KaHan103iB,
JIepMaToMiKo3iB) Ta naicuasi rpHOH, CMOPOUNIHI BIACTHBOCTI.

5. [pu3HaYEHHA:

- [MoTouHa, 3aK10uHa Ae3iH(eKLis MOBEPXOHE;

- Jlesindexuis, cymilieHa 3 J0CTepHIi3auiHHKM OHHILCHHAM BMII, ruy4kux
Ta WOPCTKHX @HIOCKOIIB Ta iHCTPYMEHTIB 110 HHX PYUHHM Ta MEXaHiuHHM
criocoboM;

- JIBP rHyYKHMX Ta JMOPCTKHX €HI0CKOMIB Ta {HCTPYMEHTIB 10 HHX.
Crepunizauis BMIT, eHI0CKOTIB TA IHCTPYMEHTIB 10 HUX.

’7\!? /n Haiimenysanna Xapaxkmepucmuka 00. eum. | Kinokicmb
¢hacysanna
1. 3acib nesindikyiounii, | 1.3aci6 Ha ocrosi moeananns YACis Ta MoJirekcamMeTHaeHryaHianHy wr 100 e
1000 mn pnaxoH riapoxnopuay.
a60 eKBiBaNEHT 2. Jlitoui pedoBuHH, Mac., %o ankinauMeTunGeH3unaMonili Xnopua - He
Ginbe 12,0, [o/ireKCaMETHIEHTYaHIIMH FiIPOXI0PHIL HE MEHILE 2,0.
3. YV cknagi Maioth OyTH (yHKuionanshi 106aBKH, iuriditop Kopo3ii,
HasBHicTh (pepMeHTiB 260 EHIMUMHOTO KOMILICKCY: aminasa, mporea’a i




6. TepMmiH npuaaTHOCTI poboUMX po3uuHiB - He MeHme 21 106H 32 yMOBH ix
36epiraHHs y 3aKpUTHX EMHOCTAX.

7. TepMiH MPUAATHOCTI — 5 POKiB 3 1aTH BUPOOHMLTBA.

8. HasBHiCTb pEECTPAUifiHUX JOKYMEHTIB: Komii iHCTPYKLIH, BHCHOBOK
JICEE, BMTAr 3 JepikaBHOTO peecTpy abo JIOBiIKY 3 HAlaHHAM HOMEpY Ta

_natH peectpauii, komilo ceprudikaris abo nAcnopTiB AKOCTI, rapantiiini

nuctH  BHpoOHMKa ab0  MpeACTaBHHKA, AKi MiATBEpAKYIOTH  AKICTh
nesindikyiovoro 3acoly. Jlns MNiATBEPIKEHHA BianosigHocTi  BUMOram
HAJaTH MOPiBHAILHY

TaBIMLLO 3 MOCHIAHHAM Ha TIYHKT abo po3jin B [HCTpYKLIT 3aMPONOHOBAHOTO
sacoBy. 3aci6 nosuHeH  OyTH BUFOTOBJIEHMIl  HA  BMPOOHWLTBI
cepTH(IKOBAHOMY 3TiIHO CTAHAAPTY 1S09001 (ACTY ISO 9001), ISO14001
(ACTY 1SO 14001), 1S022000 (ACTY ISO 22000)(nasBHicTb  Komii
ceprudikary BUpOGHHKa).

3acib ne3indixyouni,
1000 M drakoH
ab0 eKBiBaIEHT

1.3aci6 Ha OCHOBI Mo€AHAHHS TPETHHHUX aMminiB
(noaeumnGicnpornineHTpHamin (1,3-nponanaiamin)) abo 1,3-
l'IponarmiaMiH,N-(3-aMiHonponin)-N-noneuun) ne Ginbwe 20% Ta YACis(
ankisMMeTHaGeH3unamonii xnopua abo N,N- anmerun-N-ankin(C6-18)-
GensonmeTanamiHil xnopun) ve Menue 10%.

2. Slpnse coGoK0 OAHOPIAHY MpPO3OpPY pilMHY, SKa a00pe po3YMHAETBCS Y
Bogi. Mae aHTHMIKpOOHY aKTHBHICTB: GaKTEpHUMIHY, Y BIJHOLLEHHI
rPaMIO3ATHBHMX i T[paMm  HEraTMBHUX GakTepili, BKiI.MiKoGakTepil
TyGepkynbosy, 36yIHUKIB BHYTPIUIHBONIKAPHAHMX  iH(eKuil, MRSA,
Knebcienu,  Jerionend,  KIOCTpuAil,  Ca/lbMOHENH; BipyciB  (BKIL.
IMapenTepanbHi BipycHi renaruti (B, C), sipyc renaruty A, BUI, repnecy,
[10/1i0-, KOPOHa-, BiPYCH TPHIY, BipyC «NTAUIMHONO FPHIIY» A(H5NT), Bipyc
«cpunsgoro rpuny» A(HINT), dynriunany (BKn. 3GYANMKIB KaHIN103iB,
AepPMaTOMiK03iB) Ta nicHsABI rpUGH, CIOPOLMIHI BAACTHBOCTI.

3. TlpusHayeHHA:

- TlpoBefeHHs MOTOUHOI, 3aKIIOUHOL, npodinakruuroi aesindexuii Ta
reHepalbHUX NpUOHpaHb.

- Jlesingexuis, CyMillleHHs NpoLECiB nesindexuii i pocrepunizauiiinoro
OYHMLIEHHA i cTepui3alia ycix BuaiB BUPOGIB MEANYHOTO MPU3HAUCHHSA (BRI
#OPCTKi, FHY4Ki €HJIOCKOINH Ta iHCTPYMEHTH J10 HHX).

4, TepMin npuaarHocTi poGo4HX posumnuis 3acoby — He menwe 16 nid 3a
yMoBH 36epiranHs y Tapi 3i UliIbHO 3aKPHTOIO KPHLUKOIO.

5.V 3ac00i He NOBHHHO MICTHTHCh XJIOPY, KHCIOT, epMeHTiB, GapBHUKIB Ta
apoMaTH3aTopiB.

6. Dapauriiinuit TepMin 36epiraHus ( NPHAATHOCTI) - He MeHwe 36 Micauis 3
JaTH BUpOOHHMLTBA.

7. HaspHicTh peEECTpaUifiHUX [1OKYMEHTIB: komii iHCTpyKLii, BHCHOBOK
JICEE, BMTSAr 3 AEpXaBHOrO pEecTpy a0 J0BIJIKY 3 HalaHHSM HOMEpY Ta
jath peecrpauii, komilo cepTHikariB abo acnopTiB AKOCTi, rapaHTiiHi
nuctu  BupoOHMka abo npeacTaBHMKA, AKi  MATBEPIKYIOTh  SKIiCTh
nesindikyouoro

sacoby. [OnA NiATBEPAXEHHA BiANOBIAHOCTI  BMMOram HaaaTu
NOpiBHANbHY TaBNULIO 3 NOCUNAHHAM Ha NYHKT abo po3ain B IHCTPyKUii

3anponoHoBaHoro 3acoby
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3acib ne3indikyouni,
1000 mn daiakon
abo ekBiBajieHT

1.3aci6 Ha OCHOBI  MEpoKcHay  BOJHIKO B MEXax 16-20%;
K IMMETHAGEH3HIAMOHIK0 XJI0pH He MeHLe 3,75%.

2. 3aci6 Mac OAaKTEpULMAHI BJACTMBOCTI W00 TIPaMHEraTMBHHUX T4
rpamro3uTHBHHX Gaktepi  (BKMIO4AKOYH 30yAHMKIB  TyOepKyJIbO3y,
BHYTPilLIHBOIKAPHAHHX, ocobnuBo-Hebeaneunnx  iHdekuil-uyma,xonepa;
MRSA, CcHHBOTHIfiHY MUKy, Helicobacter pylory, Ps. aeruginosa;
Bipy/oumaHi BiacTHBOCTI (B T.4. 30yanukis renatutis A, B, C, CHII (BLJ),
Kokcaki, poTa-, KOpOHa-, BaKUHHid-, anenosipyc, rpumy, A(H5NI)
arrrawnnuii rpum», A(HINT) «cBrustunit rpun», (ynriunani (Bka. 36yAHAKIB
kaHIMa03iB, AepMaToMiko3is, Aspergillus niger, CMIOpOLMAH] BNaCTUBOCTI.

3. [IpHU3HAYEHHA:

- OTOYHA, 3aKMK0YHa Ta NpodinakTH4Ha nesindexuis

- J1e3iH()eKLls Ta MUTTSA MOBEPXOHb, TBEPAUX MeGniB, oOnanHaHHs, anaparis
Ta yCTaTKyBaHHA

- 118 AesineKLi, cyMileHHs npoLiecis fAesingekuii Ta KocTepuizaLiAHoro
OuMIIEHHS BMPOGIB MEAMYHOrO Mpu3HaucHHa (y TOMy YHCai JKOPCTKHMX Ta
PHYYKHMX CHJIOCKOIIB T& MEAHUYHUX {HCTPYMEHTIB J10 HHX, CTOMATONOTIHHNX
iHCTPYMEHTIB);

- s nesindexuii KyBesis;

- JIBP rHy4KHX i JKOPCTKHX engockonis, crepunizautii BMIL

4, Jlesiudexuis MNOBEPXOHb 3 METOIO npodinaktuku Ta Gopotebu 3
iicHsBoio. HasBHICTb OKPEMUX PEKHMIB.

5. Tepmin mpuaatHocTi poGOUKX PO3YMHIB [IPH KiMHATHIH TeMreparypi He
MmeHuie 15 1i0 B 3aKpPUTHX EMHOCTAX.

6. Tepmin npuaarsocti 3acofy He MEHLIE 2 pokis.

7. HasiBHiCTb pPeECTPALAHMX [OKYMEHTIB: Konii iNCTpYKuUi#, BHCHOBOK
JICEE, BMTAT 3 JEPKaBHOIO PEECTpY abo A0BiAKY 3 HAlAHHAM HOMEpY Ta
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AaTH peectpauii, Konilo ceprudikaris abo nacnopTis AKOCTI, rapautiiini
nMerh  BMpoOHMKa abo  MpeAcTaBHMKA, AKI  MiATBEPKYIOTH  AKICTH
nesindikyrouoro 3acoly. Jlns minTBepLKEHHA BiANOBIAHOCTI BHUMOraM
HAZaTH NOpiBHANBHY TaGMMIIO 3 MOCHIAHHAM HA MyHKT abo posain B
IHCTpyKUii 3anponoHoBaHoro 3acoGy. 3aci6 noBHHeH GYTH BUTOTOBJEHHH HA
BUpOGHULTBI CcepTH(iKOBaHOMY arigHo crawmapry 1S09001 (JACTY ISO
9001), 1SO14001 (ACTY ISO

14001), 1S022000 (ACTY ISO 22000 (HaseHicTe Konii cepTudikaTty
BUpOBHKKA)..

=

3aci6 ae3iHgikyr0uni

Burnani cepperok (300 wr

B GaHlli) abo ekBiBaneHT

y

1. Cepeerku npocoueHi ae3in(exuifHuM po3uuHOM (ailovi  pevOBHHM:
Crnnpri B Mexax 75+5% (Cymiw nponinosonoro a i30MpONizOBOro CIUPTIB
a60 -i3onponinosuit uu ernniosuii cnupti) Ta HACH He Menie 0,09%.

2. Mae aHTHMiKpoGHY aKTUBHICTh Y BIIHOLUEHHI [PAMIIO3UTHBHUX i
rpamueraTHBHMX Gakrepiii (BK., MikoOakTepii TyGepkyILo3y M. avium, M.
Terrac), MRSA , (Escherichia coli), (Ps. Aeruginosa), 30y1HHKIB
BHYTPIILHBIIKApHAHUX iHQEKUIA, CalbMOHEIH, nudrrepii, Klebsiella spp.
Helicobacter pylori, Acinetobacter baumannii, cTpenTOKOKH; BIpYCiB (BKII.
napextepaibhi Bipychi renaturu (B, ©), sipyc renatuty A, B, repnecy,
nonioma-,E6ona,pora-, SARS, Hopo-, kopoHa-, all€HO-, pakuunis ECHO,
Kokcaki, Bipycu rpumy (BKJI Bipyc «NTAlIMHOTO TpHIy» A(H5NI1), Bipyc
«cunsuoro  rpuny»  A(HIN1);  Aspergillus  niger  kauauaosu,
JlepMaToMiKO3H.

3. [pu3HayeHHA:

- ririeniuna aesindexuis pyk

- nesindekuis  HEBENMKMX 33 MUIOWICKO  TIOBEPXOHE MPHMiLLIEHb,
MaioraGapuTHHX  MPEAMETIB,  BY31iB  MEAHYHOIrO obnaaHaHHs  Ta
ycTaTkyBaHHs, BUPOOIB  MEAHYHOrO  MPH3HAHYCHHA, CTOMATOJIOr4HHX
incTpymenTiB (npoTesis, TypGiH), BupoGiB 3 aLriHaTis Ta CHIKOHY,
JIaTUHMKIB 10 aNapaTiB y/l1LTPasByKOBOro

0GCTEKEHHS, TYMOBHX TpHCOCOK 10 enektpokapaiorpadis Ta iHIIHX
anaparis, MEIHYHUX PYKaBHYOK

4. 3aci6 BO/IOJIiE NPONOHTOBAHOIO MPOTATOM 3-X FOAWH.

5. Tepmin npuaarHocti 3aco0y - 3 pokH 3 1aTH BHTOTOBJICHHS.

6. HasBHicTh peecTpauifiHMX AOKYMEHTIB: KoMii iHCTPYKUil, BHCHOBOK
JICEE, BuTAr 3 JepkasHoro peectpy abo JOBiIKYy 3 HajaHHAM HOMEpY Ta
nath peectpauii, kKonilo cepTubikaris aGo MacrnopTiB AKOCTi, rapaHTiiiHi
nucrh  BupoGHMka ab0  NpeACTaBHMKA, AKi  MiATBEPAKYIOTH  AKICTb
nesindikytouoro 3aco0y. [lis miATBEpIKEHHA BIAMOBIAHOCTI BHMOTAM
HaIaTH MOPiBHANBHY

TaGMILIO 3 MOCHIAHHAM Ha MyHKT aGo po3ain B lucTpykuil 3anponoHoBaHoro
3acoby. 3aci6 mnosuHeH OyTM  BMrOTOBJICHWH  Ha BUPOOHHLTBI
ceprudikosasoMy 3riaso cranapry ISO/ JICTY ISO 9001, ISO/ ACTY 1SO
14001, 1SO/ ICTY ISO 22000 (HasBHicTb KoNii cepTHikaty BUPOOHHKA).
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3aci6  aesindexuiiinmuii,

1000 ma  dnaxon
J103YH0YHM TPHIE€POM
a0 exBiBaJIGHT

3

1.CoToBRA 10 3acTOCYyBaHHs 3aci6 Ha OCHOBi CyMmilli erujioBoro Ta
nponinosoro crnupti He Giabuie 51%, AMAELMIIMMETHIAMOHIYM XJI0pHI
a60 aMOHiM, IHISUHLTUMETHIT XJIOPHA- HE MEHLIE 0,025, inriGitTop Kopo3ii.

2. 3aci6 Mae adTMMikpoOHi  (DakTepuUMIHI) BJACTHBOCTI  L10J10
rpaMHEraTHBHUX Ta Ipamio3UTHBHHX Gakrepiii  (BKIIOYAKOYH  30YIHUKIB
TyGepkynbosy, M. terrae,) MRSA, eHTEpOKOK, CHHBOTHIHY Naln4Ky.
nporeii, Helicobacter pylory, ewepnxii, Klebsiella pneumoniae, Pr. mirabilis,
Ps. aeruginosa, BAHKOMMLHH-DEIUCTEHTHHI CHTEPOKOK (VRE): Bipycis (B
T.4. 36yauukis renatutis A, B, C, D, BUI-indekuii, repnec-, poTa-, KOpoHa-,
BaKIMHif-, azeHoBipycHi indekuii, nuxomanka EGona, 30yAHHKIB PI3HHX
puais rpuny, 3okpema: A(HSN1) «nrauriuuit rpum, A(HIN1) «cBHHAUMA
rpun»), QyHTiLHAHI (BKJ. KaHIHI03H, JepMaToMiKo3H, uticHasi rpubn, (y
T.4. ACMNEPrHIIBO3H).

3. 3aci6 edekTUBHHIA NpoTH rpyn MikpoopraHi3mis y Gionniskax (pyinye Ta
BHaansc Oiosoriudi nAiBKM) Ta BOJOAIC MPONOHIOBAHOIO Y vaci
GHTHMIKPOGHOIO €10 MPOTAroM 3-x

FOJIHH. =

4. 3aci6 36epirac yci BiactuBocti Ta 3abesneuye BHCOKOC)EKTHBHY
aHTHMiKpOGHY JLi10 Y PHCYTHOCTI 3a0pyaHEHb OpraHivHOro MNOXOUKEHHS.

5. 3aci6 He BHSBISE MYTArEHHWX, KaHLUEPOreHHHX, TEPATOrCHHHX Ta
FOHAAOTPOIHHX BIACTHBOCTEH.

6. [pu3HaueHHs

- ans wBkakol AesiHdexuil HeBENMKHX 3a TMUIONICIO o6’ekTiB, BUpOOIB
MEIMYHOrO MpU3HAYeHHs GaraTopasoBOro BHKOPHCTaHHA [pH NpOBEIEHHI
noto4Hoi, npodinakTHYHOT Ta 3aKMOYHOT nesindekuii, reHepaibHUX
npubuparb

- nesindexuii Ta OHOYACHOr0 OYHLICHHA HEBE/IHKHX 32 posmipamu 06’ €xTiB,
BUPOGIB MEAMYHOTO MPU3HAYEHHS, MOBEPXOHL MEAMYHOTO obnanHaHHA Ta
YCTATKYBAHHS.

7 YV 3acobi He TOBMHHO  MICTHTMChL  aMminiB,  i3onponaxony,
()eHOKCIETaHOMY,[IEPEKHCY  BOAHIO,  KHCJIOTH,  XJIOPICKCHIHH, Oyab-siki
noMitKky uu QyHKUIOHANBHI 106aBKM 18 Jorasay 3a LIKipo1o
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8. 3aci6 s6epiraroTh B NakyBaHHi BHPOOHHKA 3a TEMIEPATYpH HE BMILE
+35°C.

9. Tepmin 36epiranHs (TEpPMiH NPUAATHOCTI) — HE MEHILE HiX 3 POKH 3 JaTH
BUIOTOBJICHHA,

10. HasBuicTe peecTpauifiHMX AOKYMEHTiB: KOMii iHCTPYKLUiH, BHCHOBOK

JICEE, Butar 3 nepxkabHoro peectpy abo A0BIAKY 3 HAIaHHSM HOMEpY Ta

aati peectpauii, komilo ceprudikaris aGo nacnopTip AKOCTI, rapanTiiiHi
nuctH  BupoOHMKa abo MpeACTABHMKA, SKi  NiATBEPIKYIOTH  AKICTH
nesindikyouoro 3acoby. s niaTBepakeHHs BiAMOBiAHOCTI

BHMOraM HaJaaTH NOpPiBHALHY TabIMLLO 3 MOCHNAHHAM Ha MyHKT abo po3in
B IHcTpykuii 3anponoHoBaHoro 3acoby. 3aci® noBHHeH OyTH BUrOTOBIEHHH
Ha BUPOGHKUTBI ceprudikoBaHomy 3rinHo cranaapty 1SO9001 (ICTY 1SO
9001), 1SO14001 (ACTY ISO 14001), 15022000 (ACTY I1SO 22000
(HasBHICTH KOMil cepTH]ikaTy BHpoOHHKa).

3acib nesindixkyoun,
Kanictpa 5000 mn aGo
€KBiBAIEHT

1. 3aci6 Ha OCHOBI NEPOKCHAY BOIHIO — He MeHwe 35,0%

2. Bunyckaerbes y BHIIIAI Ge36apBHOT Mpo30poi pitMHH

3. Mae akTHBHICTb 110 BIZHOWEHHIO 20 30yAHHKIB iH(ekuil

GakrepiansHoi erionorii (Bkmoualouu TyGepkynbos), indexuiii sipycHof
erionorii (BK/I.MapeHTepaibHi BipycHi renatuTH), dyHriuwani (kanauaosu)
BJIACTHBOCTI, MUiCHABUX pUGiB Aspergillus

4.Tlpu3HayeHHs:

- s nesindexuii 6inusnu;

- nesindexuii BMII, nosepxoHs

- npodinaxTHyHoi Ae3iHdekuil B 3aK1anax 0XOPOHH 310POB’S.

5. MosnuBicTs npurotysanus 3% ta 6% pobo4oro po3uuHy.

Po3paxyHKH NpUroTyBatHs poGoYHX po34HHiB ( MOBUHHI OyTH B iHCTPYKLIT)
6. 3aci6 36epiraloTe y Tapi BupoGHHKa 3a TeMrepatyph He e +35°C.

7. Tapautiiinuii Tepmin 30epiranns 3aco0y — He MeHwe 2 POKiB 3 JaTH
BHIOTOBJICHHA.

HasBHicTh peecTpauiiiHuX JoKyMeHTiB: konii iHcTpykuii, sucHosok JICEE,
BUTAT 3 JIp’KaBHOro peecTpy abo NOBIAKY 3 HAnaHHAM HOMEpY Ta JaTH
peectpadii, konilo ceprudikarip abo nacnopTie AKOCTI, rapaHTiiHI JUCTH
BHpoGHHKa abo npeacTaBHUKA, SKi MIATBEPIKYIOTh

aKicTh aesindikyiodoro 3acoby. Jlns niaTBepaKeHHs BIANOBIAHOCTI BUMOram
HalaTH NOpiBHANBHY TaOJMLIO 3 MOCHNAHHAM Ha myHktT abo posfin B
IncTpykuii 3anponoHosaHoro 3aco0y .3aci6 nosuueH GyTH BUTOTOB/ICHHHA Ha
BHpOGHUUTBI cepTHdikoBanomy 3riaso cranmapty [SO9001 (ACTY 1SO
9001), 1SO14001 (ACTY ISO 14001), 18022000 (ACTY ISO 22000)
(HasiBHicTH Komii cepTudikaTy BupoOHHKa).
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