YxkpaiHcbKHil HAYKOBO-IPAKTHYHUH LEHTP eHI0OKPHHHOI Xipyprii, TpaHCIIAHTALil eHAOKPUHHUX
oprasiB i TkaHuH MiHicTepcTBa OXOPOHHM 310POB’Sl YKpaiHu
E€APIIOY 22863747

ByJ. KiioBebkuii y3Bi3, 13-A, m. Kuis,01021, Ykpaina

OBIPYHTYBAHHS
TEXHIYHHX Ta SIKICHUX XapaKTEPUCTUK 3aKyIiBII, PO3Mipy OI0JKETHOTO MPU3HAYCHHS, OYIKyBaHOT
BapTOCTI MpeIMeTa 3aKyIIiBIIi:

Kox AK 021:2015 24450000-3 Arpoximiuna npoaykuis (e3indexuiiini 3acoon)

(onpunioonioemovcsi Ha euxonanns nocmanosu KMY Ne 710 eio 11.10.2016 «Ilpo egpexmushe
BUKOPUCMAHHS 0EPIAHCABHUX KOWMIB» (3i 3MiHaMU))

HaiimenyBaHHs1, Micle3HAaXO/:KeHHsI Ta iAeHTHdikaniiHuii koA 3amMoOBHHUKAa B €amHOMy
JA€P:KABHOMY PpeecTpi OPUAMYHUX 0Ci0, (i3MYHNX 0ci0 — mniAnpUeMIiB Ta TPOMAACHKHX
¢opmyBaHb, HOr0o KaTeropis:

Jlep>kaBHa ycTaHOBa: YKpalHCHKHI HAyKOBO-TIPAKTHYHUH IEHTP €HJAOKPUHHOI Xipyprii, TpaHCIUTaHTaIi{
EHJOKPUHHUX OpraHiB i TKaHUH MiHicTepCTBa OXOPOHU 37I0pOB’sl YKpaiHu,

MicniesnaxoxeHss: By, KiioBebkwii y3Bi3, 13-A, M. Kuis, 01021, Ykpaina

€IPIIOY 22863747,

KaTeropis 3aMoBHHKA: 3TiAHO 1.3 4.4 cT.2 3akony «lIpo myOmiuHi 3aKymmiBiTi»

Ha3Ba npeaMera 3akymiBJi i3 3a3Ha4eHHSIM KoAy 3a €IMHUM 3aKyNiBeJIbHMM CJIOBHHKOM (y pasi
MOy HA JIOTH TaKi BiIOMOCTI NMOBHMHHI 3a3HAYATHCH CTOCOBHO KOHOIO JIOTa) Ta HAa3BHM
BiAMOBiIHUX KiaacupikaTopiB npeaMera 3aKkymiBJi i 4YacTHH IpeaMera 3akymiBiai (10TiB) (3a
HasaBHocTi): Ko JIK 021:2015 24450000-3 ArpoximiuHa npoaykuis (Je3indexiiiini 3acodn).

Buja ta inenTudikarop npoueaypu 3akymiJi: Bigkputi Topru 3 oco01mMBOCTIMU
UA-2024-10-15-012169-a

OuikyBaHa BapTicTb Ta OOIPYHTYBaHHSI OYIKYBaHOI BapTOCTi mpeaMeTa 3aKyMiBJIi:
253°000.00 rpu 3 I1/IB. Po3paxyHOK ouiKyBaHOI BAPTOCTi TOBAPIB i MOCITYT BUPAXOBYETHCS HA MiICTaBI
BUJUICHUX OIO/PKETHUX AacUrHyBaHb, 3 YpaxyBaHHSM OpPIEHTOBHHUX NOTped s 3ale3neueHHs
¢yHkuioHyBaHHs LleHTpy B HIOMy Ta JEKUJIBKOX MPOMO3MIINA MOTEHLIHHUX MOCTa4albHUKIB 00
TOBapIB/MOCIYT, K1 BIIMOBIAAI0Th TEXHIYHUM Ta IKICHUM XapaKTepUCTUKaM IIpeIMeTa 3aKymiBil, abo Ha
OCHOBI IHIIMX BIJKPUTUX JKepen iHgopmalii, abo JOroBOpy MHHYJIOIO MEpioAy 3 ypaxyBaHHSIM
PO3paxyHKY MOKJIMBUX KOJMBaHb Ha PUHKY ToBapy/mociyru. Ha mifcraBi aHamizy puHKY, OTpUMaHHUX
KOMEpIIITHUX MPOIMO3MULIA MOTEHIIMHUX IMOCTa4aJbHUKIB Ta BIAKPUTHUX JKepen iHdopmarii Oyio
c(hopMOBaHO OYIKyBaHY BapTICTh MPEAMETA 3aKYITIBIII.

Po3mip 6roxkeTHoro npusnavyennsi: 253°000.00 rpw. 3 TT/IB.

Bignosinno no n. 14 OcobnuBocteil 37ificHeHHsT MyOJIIYHUX 3aKyIiBeNb TOBapiB, poOIT 1 MOCIyr A
3aMOBHUKIB, nepeadayeHnx 3akoHoM Ykpainu “Ilpo myOmiuHi 3akymiBii”, Ha mepioJ Ail MPaBOBOTO
pPEeKUMY BOEHHOTO cTaHy B YKpaiHi Ta mpotsiroMm 90 AHiB 3 AHS MOro MpUMMHEHHS ab0 CKAacyBaHHA,
3atBepakeHux [locranoBoro KMV Bix 12.10.2022 p. Ne 1178 ta crarti 4 3akoHY IJIaHyBaHHS 3aKyIiBelb
3IHCHIOETHCS Ha Ti/ICTaBl HasiBHOI MOTpeOu abo y pasi I1aHoBOi MOTPeOr HACTYITHOTO POKY. 3araHOBaH1
3aKYITBJI BKIFOYAIOTHCS 10 PIYHOTO TUTAHY 3aKYIiBeb. 3aKyIIBIIS 3M1IMCHIOETHCS BiJIIMTOBITHO /10 PIYHOTO
many Ha 2024 pik.

OOrpyHTYBaHHSI TEXHIYHHUX Ta SIKICHUX XapaKTepPUCTHK NpeaMeTa 3aKymiBJIi.



BignosinHo 1o moTped 3aMOBHUKA HEOOXITHMX A Oe3mnepeOiiiHoro (yHkiionyBanHs LleHTpy Ta 3
ypaxyBaHHSIM BUMOT HOPMAaTHBHUX JTIOKYMEHTIB Yy cdepi CTaHaapTH3aIlii, 30KpemMa 3 ypaxyBaHHSIM BUMOT
[ToctanoB KMY Bix 02.10.2013 Ne 753 «IIpo 3arBepmkeHHs TeXHIUHOTO peraaMeHTy 010 MEIUYHUX
BUp0OiBY», BT 02.10.2013 No754 «IIpo 3aTtBepmxeHHsT TEeXHIYHOTO perjaMeHTy 1010 MEAMYHUX BUPOOIB
JUTSI TIATHOCTUKY 1NVitroy.

SlkicHi Ta TeXHIYHI XapaKTEPUCTUKU MpeIMeTa 3aKyIIiBIli BU3HAYCHI Ha M1JICTaBl HASIBHOT MTOTPEOH TIFOUMX
B YKpaiHi CTaHIapTiB, HOPMATHBHUX aKTiB, 3 YPaxyBaHHSAM TEXHOJIOTIYHHX MPOIECIB Ta TEXHIUYHOI
CYMICHOCTI 3 Ha\BHMM YCTaTKYBaHHSM, 1110 BU3HAYAE BUJ TOBAPY/TIOCITYTH, SIKUH MiJIATAE 3aKYIiBI1 IS
3a0e3neyeHHs] HopMaibHOro (yHKIIOHYBaHHS LleHTpy Ta 3a0e3neueHHs] KOHKYPEHTHOIO CepeloBHIIA
JUISL yYACHHUKIB 3aKyITiBEb.

KinbkicTh — 3rifHO MeIMKO-TEeXHIYHUX BUMOT.
Tepwmin mocrauanHs — 3 AaTH yKIagaHHs qorosopy mo 20.12.2024.,
SIKicHI Ta TEXHIYHI XapaKTEPUCTHKH 3asBJICHOI KIJIbKOCTI TOBapy BHU3HAYCHI 3 ypaXyBaHHIM peabHUX
noTped yCTaHOBH Ta ONTUMAJIBLHOTO CIIBBITHOIICHHS LIHU Ta SKOCTi. TeXHI4HI Ta SKICHI XapaKTePUCTUKU
mpeaMeTa 3aKyIiBI BU3HAYCHO 3 YPaxXyBaHHSIM JIIFOUMX HOPMATHBHO-TIPABOBUM aKTaM, SIKUM ITOBUHEH
BIJIMOBIAATH BIAMOBITHUI BUJ ToBapy. BpaxoByroun 3a3HaueHe, 3aMOBHHK MPHUIHSIB PIIIEHHS CTOCOBHO
3aCTOCYBAaHHS TaKHX TEXHIYHHX Ta SKICHUX XapaKTePUCTHK MPEIMETA 3aKyITiBIIi:

MEJUKO-TEXHIYHI BUMOI'

HaiimenyBaHHs
Onun- .
Ne TOBapy XapaKTepuCTHKHU . Kine-
3/m (abo . KiCTh
. BUMIipy
eKBiBaJIEHT)

1. 3acib 1. He3indekniitauii 3acid 3 MUMHIMHU Ta OYUCHUMU LIT 4

ne3iHGeKiitHn | BIACTUBOCTAMH Y BUTJISII MMOPOIIKY, TP PO3YHMHEHHI SIKOTO

"Cekycent YTBOPIOETHCS PO3YUH HAIOITOBOT KUCIIOTH.

AxTuB", 6KT 2. 3aci0 moBUHEH MICTUTHU B CKJIAJli: MIEPOKCUTIIPAT

abo exBiBaJIeHT | KapOoHaTy HaTpito (He MeHie 44,55%),
(HK 024:2023 - | terpaauerunerunesaiami (He mexue 25,0%).

47631 3acib 3. B sixocTi Air0u0i peuoBUHHU 3ac00y OBUHHA OyTH
ne31H(IKyBallbH | HAJOLTOBA KUCIIOTA 110 YTBOPIOETHCS MPU IPUTOTYBaHHI1
Uit uist po6OYOro po3uuHy y BOJI.

MEIUYHUX 4. B poOo4omMy po34nHI MAaKCUMAJIbHOI pEKOMEHI0BAHOT
BUPOOIB) KOHIIEHTpaIliii 32 3aco6oM (2 %) MOBHUHHO MICTUTHCH HE

men1re 2000 ppm HaI0ITOBOT KUCIOTH.

5. B cknazi 3aco0y He TOBHHHI MiCTUTHUCH allbJIETi/IH,
ryaniginan, YAC ta aMmiHu.

6. PoGoui po3unHu 3aco0y He TOBHUHHI (iKCyBaTH O17IKOBI Ta
1HII1 OpraHiyHi 1 HeopraHiyHi 3a0pyIHEHHS, €PEKTUBHO
BUJAJISITH HEOPTaHiyHI Ta OpraHiyHi 3a0pyaHEHHS,
BKJIIOUAIOYH OLTKOBI, )KMPOBI, 3aJIMIIKK KPOBI 13 30BHIIIHIX
MOBEPXOHb Ta BHYTPIIIHIX KaHaJIiB MEIUYHUX BUPOOIB,
TOMOT'€HI13yBaTl MOKPOTHHHS Ta 1HI O10J0T14H1 BUILJICHHS.
7. 3aci0 MOBUHEH MaTH BiJIMiHHI OYMCHI BIACTUBOCTI, HE
MOBHHEH CIIPHYMHSITH HAIMTIAHHS HA TIOBEPXHSIX Ta TOBHHEH
MaTH MOBHY CYMICHICTb 3 MaTepiajlaMH BCiX MOBEPXOHb
BHPOOIB BUTOTOBJIEHHX 3: BCIX TUIIIB METAJIB Ta CTali;
NOJIIMEpHUX MartepialiB, Takux sk: nomieruieH (PE),
noniBiHUTXJI0pUa (PVC), momiamin (PA), miekcuriac
(momimerunmetakpuinatr PMMA), noninpomninex (PP),
noikapoonar (PC), momicripen (PS), akpun-HiTpiOyTtamieH-
ctupeH (tutactuk ABS) Ta iHmIi; enacromepiB, TaKUX SK
eTUJICH-TIpONiIeH-TieH-KaydyK (EPDM) ta iHmmx BuiB
KayuyKy, Bci Tunu rymu (BkmoyHo NR, FPM/FKM) ta




CWJIIKOHY; BCIX THIIIB CKJIa, KaXJIf0, JepeBa, aKPHIOBUX
MarepianiB, Bcix TUMIB GapO Ta ¢papOoBaHM1 MOBEPXOHBD,
KepaMiYyHHUX MOKPHUTTIB.

8. 3aci0 MOBMHEH BUSBIIATHA HACTYITHI MIKpOOi10JIOT14HI
BJIACTHBOCTI: OAKTEPUIIUIHI BIACTUBOCTI (IIPOTECTOBAHI
3rigHo 3 €Bponelicbkux crannaptiB EN 13727, EN 14561,
MOBHUI CIIEKTP) 1O BigHOMIEHHIO 10 Staphylococcus aureus,
Pseudomonas aeruginosa, Escherichia coli, Enterococcus
hirae, Proteus mirabilis, a Takox 30yTHUKIB
BHYTPIIIHBOJIIKAPHIHUX 1HPEKINH, MYTbTUPE3UCTEHTHUX
rocoiTanpHUX WTamiB crapinokoky (MRSA), Escherichia
coli, Enterobacter cloacae, Streptococus, Klebsiella
pneumonia, Proteus vulgaris, A.Baumanii, Helicobacter
pilory, 30yHHKIB HEOE3MEYHMX Ta OCOOIMBO HEOE3MEUHUX
iH(eKUii (TakuX K 30y THUKU TU3EHTepii, CaTbMOHEIHO03Y,
naparudy, uepeBHOro Tudy XoJIepH, YyMHU Ta 1HIIUX) a
TaKOX 1HIINX IPaMIIO3UTUBHUX Ta TPAMHETATHBHUX
OaxTepiit 3rigHo crannaptiB EN 13727, EN 14561;
GyHTiIUIHI Ta TPOTUTPHUOKOBI BIACTUBOCTI (TIPOTECTOBAHI
3rigHo 3 €Bponelicbkux crannaptiB EN 13624, EN 14562,
MOBHHUH CTIeKTp) 1o BimHomeHnHto A0 Candida albicans,
Aspergillus niger, Aspergillus brasiliensis, Trichophyton
mentagrophytes Ta inmux 3rigHo crangaptie EN 13624, EN
14562; BipymiuuIHi BIaCTUBOCTI (POTECTOBAH1 3TiIHO 3
€Bponeiiceknx crangaptiB EN 14476, crannapris EN
14476, EN 17111 noBHuU# criekTp) 1O BiJHOMICHHIO JI0:
000JIOHKOBHUX BipyciB (TecT-Bipycu 3rinHo EN 14476 —
BaklMHIsABIpYC, BVDV), Takux sik Bipycu repreca,
¢naBiBipycu (Taxi sik Bipyc renatuty C, Bipyc 3ika Ta iH.),
TOraBipycH (Takli sIK BIpyC KpacHYXH), pETpoBipycH (Taki sIK
Bipyc iIMyHOEIIIUTY JTIOJUHH ), OPTOMIKOBIPYCH (TaKi K
Bipycu rpuny A, B, C), pinoBupycu (Taki sik Bipycu
Map6ypra, E6ona), mapamikcoBipycH (Taki sk BipycH
naparpumny 1-4, Bipyc eHeMIYHOT0 TapoOTUTY, BIpYC KOpY,
pecmipaTopHO-cUHIITIanbHUH Bipyc RSV) Ta inmmi 3 ganoi
rpynu; renagHaBipycH (Taki sk Bipyc renatuty B),
NOKCIBipycH (Taki K BaKIMHIs BIpyC), KOPOHABIPYCH Ta
1HIII1 3 JaHOT TpymH; 6€30007I0HKOBUX BipYCIB (TECT-BIpyCcH
srizno EN 17111 — nopoipyc (MNV), pota-, aneHo-,
noJoBipyc, noiiomasipyc (SV40), Takux sk aileHOBIpYyCH,
poTaBipycH, arnoBaBipycH (BipycH MamiJIomMH,
M0JIIOMaBIPYCH Ta 1H.), KaJIIIKUBIpycH (HOPOBIPYCH, TaKi SIK
Bipyc HopBouk), mikopHaBipycu (€HTEpOBIpyCH, BKIIOUYHO 3
TaKUMH sK Bipyc renatuty A, Bipycu Koxcaki, ECHO-Bipyc
MOJIIOBIpYCH, pUHOBIPYCH Ta iH.), MapBOBIpYyCH (TaKi K
30yIHUK 1HQEKIIHHOT epiTeMH) Ta 1HIII 3 JaHOI FPYIIH;
MiKOOaKTepULIMIHI BIACTUBOCTI (IIPOTECTOBAHI 3T'1THO
€pponeiicbkux ctanaaptiB EN 14348 ta EN 14563) o
BigHOMIEHHI0O Mycobacterium avium 3riIHO TaHUX
CTaHJAPTIB; TyOCPKYJIOLMIHI BIACTHBOCTI (MPOTECTOBaH1
srigHo €Bponelicekux crannaptis EN 14348 ta EN 14563)
0 BiHOIICHHIO Mycobacterium terrae, 3rigHO JaHUX
CTaHJAPTIB; CIIOPOIMIHI BIACTUBOCTI (IIPOTECTOBAHI 3T1IHO
€pomnericbkoro cragaapty EN 17126) no BiTHOIICHHIO




Bacillus cereus, Bacillus subtilis, Clostridium difficile Ta
IHINKX 3T1HO JaHUX CTaHIIAPTIB.

9. Po6oui po3unHu 3ac00y B KOHIIEHTpaIisx 10 2% He
MOBUHHI BUSBJISATH LIKIPHO-TIOIPA3HIOIOUUX Ta
CEHCUOUTI3YIOUHX BIACTHBOCTEH MPH OJTHO- Ta
Oararopa3zoBOMY HaHECEHHI Ha IIKipy.

10. Tepmin npUAATHOCTI Ta AKTUBHOCTI YUCTUX POOOUHX
PO34MHIB 3aCO0y MOBUHEH CKJIaaTH HE MeHIIe 24 TOUH 3
MOMEHTY NpuroTyBanHs. [loBUHHA OyTH MOKJIMBICTh
6araTopa3zoBOro BUKOPUCTAHHS pOOOYHX PO3UUHIB.

11. HasBHicTh OakTepuiuanoi aii 3rigHo ctangaptis EN
13727, EN 14561, 3 MiHIMaQJIbHOIO €KCITO3HLIIE€I0 HE OlIbIIe
HIX 5 XB.

12. HasiBHICTH TpOTHUBIpYCHOT il 3rigHOo cTanmaptiB EN
14476, EN 17111 no BigHOIIEHHIO 10 000JIOHKOBUX Ta
0€3000JI0HKOBHUX BipyCiB 3 MiHIMAJIILHOIO €KCIIO3UIIIEI0 HE
oimbmie Hixk 10 XB.

13. HasiBHICTBh TYOEpKYIOUAHOT, MIKOOAKTEPUIIUAHOI Jil
srigao cragaaptiB EN 14348, EN 14563 3 MiHiManbHOIO
EKCIIO3ULIIEr He Olnbire Hik 15 XB.

14. HasiBHICTB criopotiiaHOi Aii 3rijgHo crangapty EN 17126
3 MiHIMaJIbHOIO €KCIO3HIII€I0 He Olnbie HiX 15 XB.

15. ¥V 3aco0y noBuHHA OyTH MOKITUBICTH TIPOBEICHHS
nporieciB Ae3iH(eKIii, mepeacTepuiIizaiiHoro OUYNIIEHHS
Ta MepeCTePUITI3aifHOTO OUUIIEHHS TOETHAHOTO 3
ne3iHdekIiero (pydHuM 1 MeXaHi30BaHUM CIIOCOOOM B
YCTAHOBKAX yJIbTPa3BYKOBOI'O OYMILEHHS) BCIX MEAUYHHUX
BUPOOIB OJTHOPA30BOTO 1 6araropazoBOro MpU3HAYCHHS
(BKJIFOUAIOYH KOPCTKI 1 THYUK] €HJAOCKOIH Ta IHCTPYMEHTH
JI0 HUX).

16. IIpu mpoBeaeHH1 Ae3iH(eKLii cyMillleHoT 3
nepeacTepuiIizaliiHiM OYHUIIEHHSIM PO3YMHAaMU 3ac00y
NOBMHHA OyTH HassBHA MiHIMaJIbHA €KCIIO3UIIIE0 HE OlIbIle
HIX 10 XB 110 pexXxuMaM pekrMaMH, 1110 3a0e31e4y0Th
3HUIIEHHS O0akTepiid, TprbiB Ta BipyciB.

17.Y 3aco0y noBuHHA OyTH MOKJIMBICTh XIMIUHOT
CTepmli3alii THYYKHX 1 dKOPCTKHX €HJOCKOIIB Ta
IHCTPYMEHTIB /10 HUX, @ TAKOX 1HIIHUX TEPMOJAOUIbHUX
MEIWYHUX BUPOOIB Ta MEAUYHHUX BUPOOIB 1 IHCTPYMEHTIB B
YPreHTHUX CUTYAIlisIX Ta y BUTIAJKAX KOJIU MPOBEICHHS
cTepui3alii IHITMMH METOIaMU HE MOJKIIHBE.

18. MoxJuBiCTh yTUITI3allii BIANPAIIbOBAHUX POOOUHX
pPO3uuHIB 0€3 J0AATKOBOTO PO3BEACHHS Ta CIIEIiaIbHOT
MIATOTOBKY JIJIS YTHITI3aI (01aTKOBOTO PO3BEICHHS,
J0JJaBaHHS JOMOMDKHHUX PEYOBUH, TOIIO).

19. 3aci6 noBuHeH OyTH po3dacoBaHUl y MOJIIMEPHI
€MKOCTI (BiJipax) Mo 6,0 KT 3 YKOMILIEKTOBAHOO JI03YIOUOIO
yamkoro (1 mr).

20. l'apanTiiiHuit TEpMiH IPUIATHOCTI 3aC00y TOBUHEH
CKJIa/IaTH HE MEHIIE 2 POKIB 3 AaTU BUTOTOBJICHHS.

21. 3aci6 noBuHeH OyTu BHeceHuil 10 [lep>kaBHOTO peecTpy
ne3iHdeKiiHuX 3aco0iB.




3aci0 miIst MUTTA
PYK Ta Tija
"Manicodt", 6 1
a00 eKBiBAJIEHT
(HK 024:2023 -
41550
JesindikyBanbH
1 3aco0u i
pyK)

1. 3aci6 y BUrIIAail pilMHA AJIS TIFIEHIYHOTO Ta XipyprivHOTO
MUTTS PYK Ta TiJa.

2. o ckiiagy 3aco0y MOBHUHHI BXOJUTH: BOJA, HATPIIO
naypercynbdart, aMoHito cynabdar, maypun riaoko3un, [TED -
7 ThinepuiI KOKoat, KoKkoamijonpui 0eraiH, tayper-2,
MPOMUICHTIIKOMb, [IET-55 mpormiieHiriaikois oJear,
JMMOHHA KHUCJIOTa, HATPil0 OEH30aT, HATPIIO IUTPAT,
BIJITYIIIKA, 1110 OJTHOYACHO 3a0e31edye JOCKOHAII MUYl
BJIACTUBOCTI, 3HIKEHHSI KUTBKOCTI TPAH3UTOPHOT
MiIKpoO(hI0pH HA TOBEPXHI MIKIPH Ta M SAKY 0.

3. 3aci He MOBUHEH MICTHTH B cKiafi pocdaris Ta MaTu
3IaTHICTH J10 0610JI0T1YHOTO po3naaaHHsa He MeHIIe 80 o
srigHo ICTY 2161: 2010 ta ACTY 7282: 2012 (HasBHICTH
MIITBEPHKCHHS BiJl BIIMOBITHOT aKPEUTOBAHOT YCTAHOBH 3
MUTaHb CepTUQIKAI] Ta OLIHKU BiAMOBIAHOCTI).

4. 3aci0 NOBUHEH BOJIOIITH MUIOUYOIO 3JAaTHICTIO 3T1THO
COY MIIII 71.100-210:2007 ve menmie 70 o (HasiBHICTH
MiATBEPIKEHHSI B/l BIAMOBIAHOI aKPEAUTOBAHOI YCTAHOBH 3
MUTaHb CepTUQIKAI] Ta OLIHKU BiAMOBIAHOCTI).

5. 3aci0 noBUHEH OyTH TOTOBHUM JI0 3aCTOCYBAHHSI, SIBIISITU
c00010 TYCTY, MPO30PY PIANHY (3 MOKIMBUM JOAATKOBUM
3a0apBIIEHHSM CKJIaJIOBUMU 3aC00Y) 3 IETKUM MPUEMHUM
3armaxom ta pH B mexax 4,8 - 5,2.

6. [Toka3zHuk B’A3KOCTi 3ac00y MOBUHEH OyTH HE OibIie
2000 mITac mns 3a0e3ne4eHHsT HOPMAJIBLHOTO JTO3yBaHHS 32
JIOTTIOMOTOI0 JI03YIOUUX MPUCTPOIB, BCTAHOBIICHHUX Y
MEANYHOMY 3aKIIai.

7. B cknani 3aco0y He MOBUHHI JOJJATKOBO MICTUTHUCH
OapBHMKH Ta 1HII1 KOMIIOHEHTH, 1110 MOXYTb OyTH
MOTEHIIIHHUMHU aJIepTeHAMH.

8. 3acib MOBMHEH MaTH MOXKIIUBICTh JO3yBaHHS 3a
JIOTIOMOT 010 JIO3YFOUUX MPHUCTPOIB, BCTAHOBIICHHUX Y
MEAMYHOMY 3aKIIai.

9. I'apanTiitHUi TEpMIH NPUAATHOCTI 3aCO0Y NOBUHEH
CKJIQIaTH HE MEHIIIe 2,5 POKiB 3 JaTH BUTOTOBIEHHS.

10. dacyBaHHs — KaHicTpa 6.

KaHICTp
a
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3aci0 11 MATTS
PYK Ta Tina
Masnicodr,

500 mn

a00 eKBiBAJICHT
(HK 024:2023 -
41550
Je3indikyBanbH
1 3aco0m s
pyK)

1. 3aci0 y BUIIIs1A1 PIAMHM YIS TIT1IEHIYHOTO Ta X1pypriuHOro
MUTTS PYK Ta TijIa.

2. Jlo cknamy 3aco0y MOBHHHI BXOJIUTH: BOJIA, HATPIIO
Jaypercyibdar, aMoHito cynbdar, maypun rirokosua, I1EI -
7 THinepuI KOKoaTt, KOKoaMiIonpwuit OetaiH, Tayper-2,
npornineHraikons, [IET-55 nponineniriikons onear,
JMMOHHA KHUCJIO0Ta, HATPil0 O€H30aT, HATPIlO IUTpAT,
BIJITYIIIKA, 110 OJTHOYACHO 3a0e3Ieuye JOCKOHAI MUIOY1
BJIACTUBOCTI, 3HMKEHHS KUIBKOCT1 TPaH3UTOPHOT
MiKpoO(]JIopy Ha MOBEPXHI HIKIPH Ta M’ SIKY JI110.

3. 3aci® He MOBUHEH MICTHTH B cKJafi pocdari Ta MaTu
3IaTHICTH J10 0610J0T1YHOTO po3nagaHHs He MeHIne 80 o1
srigHo JICTY 2161: 2010 ta ACTY 7282: 2012 (HasBHICTH
MIITBEPHKCHHS BiJl BIIMOBITHOT aKPEUTOBAHOT YCTAHOBH 3
MUTaHb CepTUQIKAI] Ta OLIHKU BiAMOBIAHOCTI).

4. 3aci0 HOBMHEH BOJIOIITA MUIOUYOO 34ATHICTIO 3T1HO
COY MIIIT 71.100-210:2007 uve menmie 70 ox (HasSBHICTh

IJIAIIKa

10




MiATBEPKSHHSI B1/I BIAMOBIAHOT aKPEAUTOBAHOI YCTAHOBH 3
MATaHb cepTU(IKaIlli Ta OIIHKYA BIAMOBITHOCTI).

5. 3aci6 nmoBuHEH OyTH TOTOBUM JI0 3aCTOCYBAHHSI, SBIISTH
co0010 TYCTY, MPO30pYy PIAUHY (3 MOKIUBUM J10AaTKOBUM
3a0apBJICHHSAM CKJIAJIOBUMH 3aC00Y) 3 IETKUM IPUEMHUM
3amaxoM Ta pH B mexax 4,8 - 5,2.

6. IToka3HuK B’S3KOCTI 3ac00y MOBUHEH OyTH He Oijblie
2000 mllac nis 3abe3nedeHHs HOPMAILHOTO JJO3yBaHHS 32
JIOTIOMOTOFO JIO3YIOUHX MPHUCTPOIB, BCTAHOBJIICHUX Y
MEAUYHOMY 3aKJIai.

7. B cknazi 3aco0y He IOBHHHI JI0JIATKOBO MICTHTHCH
OapBHUKH Ta 1HIIT KOMIIOHEHTH, 1110 MOXXYTh OyTH
MOTCHIIMHUMU aJIepTeHAMHU.

8. 3aci0 MOBMHEH MAaTH MOXJIMBICTh JJO3YBaHHS 32
JIOTIOMOTOF0 JIO3YIOUHX MIPUCTPOIB, BCTAHOBJICHUX Y
MEAMYHOMY 3aKJIai.

9. apanTiitHuii TEpMiH IPUIATHOCTI 3ac00y MOBUHEH
CKJIQJIaTH HE MEHIIE 2,5 POKiB 3 JaTH BUTOTOBJICHHS.

10. dacyBanHs — paakonu nmo 500 ma

3acio
ne3iHdexiitamin
"Tauain I[po",
611

a00 eKBiBaJIEHT
(HK 024:2023 -
47631 3acid
ne31H(]iKyBalbH
Uu U1
MeIUYHIX
BUPOOIB)

1. desindekuiiinuii 3acid 3 MUHHUMU BIACTUBOCTSIMH Y
BUTJISIIL P1AKOTO KOHLEHTPATY JUIsl IPOBEJCHHS TOTOYHOT,
3aKJIFOYHOT Ie31H(EKINT Ta reHepalbHUX MPUOHPaHb.

2. 3acib MOBMHEH MICTHUTH B SKOCTI Hitoyoi peyoBuHU — N,N-
o0ic-(3-aminonpornin) moaenmiamin (He menie 8,0%),
OeH3asikoHii xyopu (He meHie 7,5%), peHokcieranon (He
mentre 10,0%).

3. B cknani 3aco0y HE MOBUHHI MICTUTHCH CITUPTH
(mpomaHo1, 130MPOIaHo, €TaHOI), allbAETiU, TyaHiINHH,
MEPEKUCHI Ta XJIOPBMICHI CITOJIYKH, KUCJIOTH Ta BIUTYIIKH.
4. MoXnuBICTh BUKOPUCTAHHS 3ac00y M1 ne3iHdeKii Ta
OJTHOYACHOTO MUTTSL.

5. PoGoui po3unHu 3aco0y He OBUHHI 3aIMIIaTH HA
MOBEPXHSX HATBOTY Ta 3IHIIKY, CIPUIHHATH HAJTHITAHHS
Ha MMOBEPXHSX MPU BUKOPUCTAHHI B PEKOMEH0BAaHOMY
Jllara3oHi KOHIIEHTPAIIiH, TOBUHHI MaTH XOPOIIIl OYUCHI,
MUI0Y1, 1€3070pYI0Ui, EMYJIbIyI0Ul BIaCTUBOCTI, HE IOBUHHI
¢ikcyBaTu OLIKOBI Ta 1HILI OpraHivyHI 1 HEOPTraHIYH1
3a0pyIHEHHS.

6. 3aci0 NOBHHEH MaTH XOPOIIIl OYHCHI BIACTUBOCTI, HE
MOBMHEH CIIPUYUHSATH HAJIMIIAHHS Ha MIOBEPXHSX Ta OBUHEH
MaTH MOBHY CYMICHICTh 3 MaTepiajaMH BCiX TOBEPXOHb
BUPOOIB BUTOTOBJIEHHUX 3: BCIX THIIIB METaJIB Ta CTai;
NOJIIMEpHUX MartepialiB, Takux sk: nomieruieH (PE),
nomniBiHUXsI0pua (PVC), momamin (PA), ninekcuriac
(momimerunmetakpuinatr PMMA), noninpomninex (PP),
nosiikap6oHnar (PC), nomicripen (PS), akpui-HiTpiOyTaieH-
ctupeH (rutactuk ABS) Ta iH1Ii; enmacTromepiB, TakUX SIK
eTHJIeH-TIponuieH-AieH-kayuyk (EPDM) Ta iHmmx BuaiB
KayuyyKy, Bci Tunu rymu (BkimouHo NR, FPM/FKM) ta
CHJIIKOHY; BCIX THIIIB CKJIa, KaxJIto, IepeBa, aKPHIOBUX
Mmarepiaiis, Bcix TumiB (ap0 Ta papOoBaHu TOBEPXOHB,
KepaMiYHUX TTOKPHUTTIB.

7. 3aci® MOBMHEH BUSBIIATH HACTYIHI MIKpOOi0I0T1uHI
BJIACTUBOCTI: OAKTEPUIIH/IHI BIIACTUBOCTI (ITPOTECTOBAaHI
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3rigHo 3 €Bponeiickkux crannaptis EN 13727, EN 16615,
MOBHUH CIIEKTP) MO BiHOMIEHHIO 10 Staphylococcus aureus,
Pseudomonas aeruginosa, Escherichia coli, Enterococcus
hirae, Proteus mirabilis, a Takox 30yIHHKIB
BHYTPIIIHBOJIKAPHAHUX 1H(EKLIH, MyTbTHPE3UCTCHTHUX
rocmitanbHuX mTamiB cradinokoky (MRSA), Escherichia
coli, Enterobacter cloacae, Streptococus, Klebsiella
pneumonia, Proteus vulgaris, A.Baumanii, Helicobacter
pilory, 30yaHUKIB HEOE3MEUHNX Ta OCOOIMBO HEOE3MEUHUX
1H]eKii (Takux K 30yTHUKH TU3EHTEPIi, CAIbMOHEIHO3Y,
naparudy, uepeBHOro TU(Y XOJIEpH, YyMHU Ta 1HIINX) a
TaKO’ 1HIINX IPaMIIO3UTUBHUX Ta IPAaMHETaTUBHUX
6akrepiii 3rigao crangaptis EN 13727, EN 16615;
GYHTIOUIHI Ta MPOTUTPUOKOBI BIIACTUBOCTI (ITPOTECTOBAaHI
3rigHo 3 €Bponeiickkux crannaptie EN 13624, EN 16615,
MOBHUH CITeKTp) 1o BigHOomeHHo 10 Candida albicans,
Aspergillus niger, Aspergillus brasiliensis, Trichophyton
mentagrophytes Ta inmux 3rigHo crangaptis EN 13624, EN
16615; BipyninuaHi BIACTUBOCTI (TIPOTECTOBAHI 3TiTHO 3
€Bporneiicbkoro ctanaapty EN 14476 ta pekomenaniit
Iactutyty PoGepra Koxa RKI 01/2004, moBHHMIi CIEKTp) 11O
BiJTHOILICHHIO J10: 000JIOHKOBUX BIpYCiB (TE€CT-BIpYyCH 3TiTHO
EN 14476 ta pexomennaiii [nctutyty Pobepra Koxa RKI
01/2004 — BakruHisBipyc, BVDV), Takux sik Bipycu
repreca, (uasiBipycH (Taki sik Bipyc renaruty C, Bipyc 3ika
Ta iH.), TOraBipycH (TaKi sIK Bipyc KpaCHyXH), peTpOBIpyCH
(Taki K Bipyc IMyHOAE(IIUTY JHOAUHHU ), OPTOMIKOBIPYCH
(taki six Bipycu rpuny A, B, C), ¢inoBupycu (Taki sik Bipycu
Map6ypra, E6ona), mapamikcoBipycH (Taki sk BipycH
naparpumny 1-4, Bipyc eHJeMIYHOTr0 TapoTUTY, BIpYC KOpY,
pecmipaTopHO-cUHIITIanbHUH Bipyc RSV) ta inmi 3 ganoi
rpynu; renagHaBipycH (Taki sk Bipyc renatuty B),
HOKCIBipycH (Taki SIK BaKIMHIs BipyC), KOPOHABIPYCH Ta
1HIII 3 JaHOT TpymH; 6€30007I0HKOBUX BipYCIB (TECT-BIpyCcH
srizHo EN 14476 ta pexomennaniit [ncruryry Pobepra
Koxa RKI 01/2004 — moposipyc (MNV), pora-, afeHo-,
nojiosipyc, nomniomasipyc (SV40), Takux sk aieHOBIpYCH,
poTaBipycH, NanoBaBipycH (BIpycH ManijIoMH,
MOJIIOMaBIPYCH Ta iH.), KaJiUBIpycH (HOPOBIPYCH, TakKi SIK
Bipyc HopBouik), nmikopHaBipycH (€HTEpOBIpYCH, BKIIIOUHO 3
TaKUMU sIK Bipyc renatury A, Bipycu Kokcaki, ECHO-Bipyc
MOJIIOBIPYCH, PUHOBIPYCH Ta 1H.), TAPBOBIPYCH (TaKi SIK
30yIHUK 1H(EKIIHHOT epiTeMHn) Ta 1HIII 3 JaHOI TPYIH;
MIKOOAKTEepHUIIUIH] BIACTUBOCTI (MMPOTECTOBAHI 3T1/IHO 3
€Bponeiicbkoro crangapty EN 14348) no BiAHOIIEHHIO
Mycobacterium avium 3riiHO JaHOTO CTaHJAPTY;
TyOEpKYJIOIH/IHI BIaCTUBOCTI (IIPOTECTOBAHI 3T1HO 3
€pomnericekoro cranaapty EN 14348) o BigHOIICHHIO
Mycobacterium terrae, 3riIHO JaHOTO CTaHIAPTY.

8. PoOoui po3unHu 3aco0y B KOHIIEHTpaIisax 10 4% He
MOBHMHHI BUSIBJISITU IIKIPHO-TIOPA3HIOIOUUX Ta
CEHCHOLTI3YIOUNX BIACTUBOCTEH MPH OHO- Ta
0araTopa3oBOMY HaHECEHHI Ha LIKIpY.




9. TepmiH IPUAATHOCTI Ta AKTUBHOCTI YHCTHX POOOUNX
PO34MHIB 3acO0y MOBHHEH CKJIaJaTH HEe MeHIe 14 110 3
MOMEHTY NpuroTyBanHs. [loBUHHA OyTH MOKJIMBICTh
6araTopa3zoBOro BUKOPUCTAHHS pOOOYHX PO3UUHIB.

10. 3aci6 moBUHEH MaTH HOPMY BUTpAT, He OibIe 10
MJI/M2 1711 00pOOKY TTOBEPXOHbB, IO MiITAI0THCS
3HE3apaKEHHIO MTPH BUKOPUCTAHHI B IKOCTI PO3YHHY JUIS
MOTEepeHHOr0 3aMOUYBaHHS O€3BOPCOBUX CEPBETOK
CHCTEMHU 3aKpHUTOro TNy (Hampukiaa tuny "[Huuain Baiinc
®nexcllex").

11. HasBHicTh OakTepuiuanoi aii 3rigHo ctangaptis EN
13727, EN 16615, npoturpu6koBoi Ta GyHTiuaHol mii
srigHo ctanaapTiB EN 13624, EN 16615 3 MiHiMaIbHOO
EKCITO3UIIIEI0 He OLIbIIe HIK 5 XB Ta €KCIIO3UIIIEI0 B
MiHIMaNbHI KOHIIeHTpamii He Oinbme Hix 60 XB.

12. HasBHicTh npoTuBipycHoi Aii 3rizno EN 14476 ta
pexomenpaniit [ncturyry Po6epra Koxa RKI 01/2004 o
BiJTHOILIEHHIO 710 000JIOHKOBUX BIPYCiB 3 MiHIMaIbHOIO
eKCIO3HUIIIEI0 HE O1NbIIe HiXK 15 XB Ta eKCIO3UIIIEI0 B
MiHIMaJIBHIN KOHIIEHTparlii He Oubie HiX 60 XB.

13. HasiBHicTh npoTuBipycHoi nis 3rigHo EN 14476 ta
pexomennanii lncruryry Podepra Koxa RKI 01/2004 no
BiJTHOIIICHHIO JI0 HACTYITHUX 0€3000JI0HKOBHX BIpYCiB:
pPOTaBipyCH — 3 EKCIO3UIIEI0 HE OLIbIIe 5 XB;
MOJIIOMABIPYCH — 3 €KCITO3HINI€I0 HEe Oinbiie 15 XB;
aJICHOBIPYCH — 3 €KCITIO3HIIIEr0 He Outbie 60 XB;
HOPOBIPYCH — 3 eKcro3uilieto He Oinbiie 30 xB

14. HasiBHICTH TyOEpKYJIOLMIHOT, MIKOOAKTEPUIIUIHOT i1
srigHo ctanaapTy EN 14348 3 MiHIManbHOIO €KCTIO3HIIIEI0
He OuTbIe HiXK 60 XB Ta €KCIO3UINEI0 B MIHIMAJIbHIHN
KOHIeHTpallii He OinbIire Hix 120 XB.

15. Y 3aco0y moBMHHA OyTH MOXJIMBICTH MMPOBEACHHS
npoleciB Ae3iH(eKIil, mepeICcTepUIizaliifHOro OYUIIeHHS
Ta NepeCTepUII3aliiHOT0 OUHUILIEHHS TOE€JHAHOTO 3
ne3iH@eKiero (py4HUM 1 MEXaH130BaHUM CIIOCOOOM B
YCTaHOBKAX yJIbTPA3BYKOBOTO OUHUIIEHHS) BCIX METUIHUX
BUPOOIB 0OIHOPA30BOro 1 6araTopazoBOro NpU3HAYECHHS
(BKJIFOYAIOUH KOPCTKI 1 THYYK] €HIOCKOMNH Ta IHCTPYMEHTH
JI0 HUX).

16. Ilpu npoBeneHH]1 ne31H(eKi CyMIIEHOT 3
nepeACcTepUIi3allitHIM OYMILIEHHSIM PO3YUHAMU 3aC00Y
MOBHWHHA OyTH HassBHA MiHIMaJIbHA €KCIIO3UIIIEI0 HE OLIbIIEe
HIK 5 XB 10 peXXUMaM peXMMaMHu, 110 3a0e3MeuyioTh
3HUILEHHS OakTepii, rpubiB Ta BIPYCIB.

17. Y 3aco0y noBuHHa OyTH nependaueHa MOKIMBICTh
BUKOPHUCTAHHS JUIsl 1e31H(EKIiT 3’ eMHUX YaCTUH HAPKO3HO-
JUXaTBHOI araparypu.

18. Y 3aco0y moBuHHA OyTH MepeadadeHa MOKIUBICTh
BUKOPUCTAHHS JJIs 1e31H(peK1ii O1UTU3HU.

19. ¥V 3aco0y nmoBruHHA OyTH MepeadaueHa MOKIUBICTh
BUKOPUCTAHHS JJIS 1 JUIst O0POTHOMU 3 TUTICHSBOIO.

20. [ToBuHHA OyTH IepeOaYeHa MOMKITUBICTh TPOBEACHHS
ne3iH(eKIii TOBEpXOHb B MPUCYTHOCTI JIIOACH Ta 3
MO>KJIMBICTIO HE BUJIAJISITH 3AJIMIITKA POOOYMX PO3UYHHIB




3aco0y miciisg He0OXiJHOTO Yacy eKCHo3uLii y pa3i 00poOku
MOBEPXOHb METOJIOM IPOTUPAHHSI.

21. 3aci0 noBHHEH MaTH MOXKJIMBICTh BUKOPUCTAHHS 3
METOI0 TIPOBEJCHHS MUTTS Ta Je3iH(]EKIlii MOBEpXOHb B
cucTeMax MOIMepeIHHOr0 3aMOYYBaHHS METOJIOM
MIPOTHPAHHS 3 HOPMOIO BUTpaT He Outbie 15-20 Mi1/KB.M.
JUIs1 0OpOOKH MOBEPXOHb, IO MiAJAI0ThCS 3HE3aPAKEHHIO.
22. 3acib moBHHEH MaTH HOPMY BUTpAT, He OiabIe 10
MII/M2 11 0OPOOKH MIOBEPXOHB, 11O MiAIAI0THCS
3HE3apaKEHHIO ITPY BUKOPUCTAHHI B IKOCTI PO3YHHY TSI
MOTIEPEIHOT0 3aMOYyBaHHS 0€3BOPCOBUX CEPBETOK CUCTEMHU
3aKpuTOro THMy (Hanpukiaa tumy "[Huuaia Baiinc
®dnekcllex").

23. 3aci6 moBuHEH OyTH po3dacoBaHUH y MOTIMEPHI
KaHicTpu 1o 6,0 .

3acio
ne3iHdexiitamiz
"IHOUIIH
JlikBix", 5n

a00 eKBiBaJIEHT
(HK 024:2023 -
47631 3acid
ne3iHQiKyBaIbH
UH ISt
MeIUYHIX
BHPOOIB)

1. l'oToBwMiA 10 BUKOPUCTAHHS 3aci0 IS IIBUIKOT
ne3indexmii.

2. 3aci0 MOBUHEH MICTUTH B SIKOCTI JIIF0Y01 pEYOBUHU — 2-
npomanoi (He menie 35,0%); 1-nponanosn (He MeHIe
25,0%).

3. B ckiazi 3aco0y He TOBHHHI MICTUTHCH MTEPEKiCHI
CIONTyKH, aMiHH, anbaeria, YAC, ryanignHu, XJIOPBMIiCHI
CHOJYKH, KUCIIOTH.

4. MOXIUBICTh BUKOPUCTAHHS 3aC00Y IS IIBUIKOT
ne3indexmii.

5. 3aci® He MOBUHEH 3aJIMIIATH Ha MOBEPXHIX HAJIBOTY Ta
3aJIUIIKY, HE TIOBUHEH (iKCyBaTH OLIKOBI Ta 1HILI OpraHiuHI
1 HeopraHiuHi 3a0py/JHEHHS.

6. 3aci0 He MOBHUHEH CHPUYUHATH HAJUIIaHHS Ha TOBEPXHSX
Ta MOBMHEH MaTH XOPOIIY CYMICHICTb 3 MaTrepiajlaMH BCiX
MOBEPXOHb BUPOOIB BUTOTOBJICHUX 31 CTIMKUX JI0 i1 CHUPTIB
MartepialiiB: BCIX TUIIB METaJIB Ta CTali; MOJIMEPHUX
MaTepiaiiB, Takux gk: nonierusied (PE), moniBiHuIXI0pHA
(PVC), nomiamin (PA), noninpomninex (PP),
nomokcimeruseH (POM), noniyperan (PUR), akpui-
HiTpiOyTanieH-cTupeH (maactuk ABS) ta iHmi;
€JIaCTOMEpIB, TAKUX SIK €THJICH-TIPONUIEH-I1€H-KaydyK
(EPDM) Ta iHIIMX BUAIB Kay4yKy, BCl TUIIM TYMHU (BKJIFOUHO
NR, FPM/FKM) Ta cuiikoHy; BCiX THITIB CKJIa, KaXJIio,
JiepeBa, akpWJIOBUX MartepiaiiB, BCix THMiB (apd Ta
¢dapOoBaHMil MOBEPXOHB (CTIMKHUX A0 Al CIUPTIB),
KepaMiYHHUX MOKPHTTIB.

7. 3aci® MOBMHEH BUSBIIATH HACTYITHI MIKpOOi10IOT1YH1
BJIACTUBOCTI: OaKTEPULIUIHI BIACTUBOCTI (IPOTECTOBaH1
3rigHo 3 €Bponeiicbkux crannaptis EN 13727, EN 16615,
MOBHUI CIIEKTp) 1O BigHOLIEHHIO 10 Staphylococcus aureus,
Pseudomonas aeruginosa, Escherichia coli, Enterococcus
hirae, Proteus mirabilis, a Takox 30y/1HUKIB
BHYTPIIIHBOJIKAPHAHUX 1H(EKLIH, MyTbTHPE3UCTEHTHUX
rocmiTanpHUX mTamiB cradinokoky (MRSA), Escherichia
coli, Enterobacter cloacae, Streptococus, Klebsiella
pneumonia, Proteus vulgaris, A.Baumanii, Helicobacter
pilory, 30yaHUKIB HEOEe3MEUHUX Ta 0COOIMBO HEOEIMEUHUX
1H(eKii (TakuX K 30yTHUKHU JU3EHTEPIi, CATbMOHEIHO3Y,
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napaTudy, 4epeBHOro TU(Y XOJIEePH, YyMH Ta 1HIIUX) a
TaKO’ 1HIINX MPAMIIO3UTUBHUX Ta IPaMHETaTUBHUX
6akrepiii 3rigao crangaptis EN 13727, EN 16615;
GyHTIIUIHI Ta TPOTUTPUOKOBI BIIACTUBOCTI (ITPOTECTOBaHI
3rigHo 3 €Bponeiickkoro crangapty EN 13624, EN 16615
MMOBHUH CIIeKTp) 1o BigHomeHHo 10 Candida albicans,
Aspergillus niger, Aspergillus brasiliensis, Trichophyton
mentagrophytes ta inmux 3rigHo crangaptiB EN 13624, EN
16615; BipymiuuHi BIaCTUBOCTI (IIPOTECTOBAHI 3T1IHO 3
€ponericekoro cranaapty EN 14476 ta pekoMmennaiiit
Iactutyty PobGepra Koxa RKI 01/2004, moBHuMii CIEKTp) 11O
BIIHOIIEHHIO J10: 000JIOHKOBHX BIpYCiB (TECT-BIPYCH 3T1AHO
EN 14476 ta pexomennaiii [nctutyty Pobepra Koxa RKI
01/2004 — BakuuHisBipyc, BVDV), Takux sk Bipycu
repreca, (uasiBipycH (Taki sik Bipyc renaruty C, Bipyc 3ika
Ta iH.), TOraBipycH (TaKi sk Bipyc KpacCHYXH), pETPOBIpyCH
(Taki sk Bipyc iMyHOOE(IUTY JIOAMHHN ), OPTOMIKOBIPYCH
(taki six Bipycu rpuny A, B, C), pinoBupycu (Taki sik Bipycu
Map6ypra, Ebona), mapamikcoBipycHu (Taki sk BipycH
naparpuny 1-4, Bipyc eHJeMIYHOTr0 IapoTUTY, Bipyc Kopy,
pecmipaTopHO-cHHIITIaTRHUH Bipyc RSV) ta inmi 3 ganoi
rpynu; renajHaBipycu (Taki sk Bipyc renatuty B),
MOKCiBipycH (Taki sIK BaKIHHIS BipyC), KOPOHABIPYCH Ta
1HII1 3 1aHO1 rpymnu; 6€3000JI0HKOBUX BipyCiB (TECT-BipycH
srigHo EN 14476 ta pekomenaamiii [acturyry Pobepra
Koxa RKI 01/2004 — moposipyc (MNV), pora-, aieHo-,
noJiosipyc, nomniomasipyc (SV40), Takux sk aieHOBIpyCH,
poTaBipycH, anoBaBipycH (BIpycH ManijIoMu,
MOJIIOMaBIPYCH Ta 1H.), KaJiUBIpycH (HOPOBIPYCH, TaKi 5K
Bipyc HopBoik), nmikopHaBipycH (EHTEpOBIpYCH, BKIIIOUHO 3
TaKUMU sIK Bipyc renatury A, Bipycu Kokcaki, ECHO-Bipyc
M0JIIOBIPYCH, PUHOBIPYCH Ta 1H.), TAPBOBIPYCH (TaKi SIK
30yIHMK 1H(EKIIIHOT epiTeMH) Ta 1HINI 3 JaHOI TPYIH;
MIKOOAKTEpUILIUIHI BIACTUBOCTI (MIPOTECTOBAHI 3T1JIHO 3
€Bponeiicbkux crangaptiB EN 14348, EN 16615) no
BiIHOIIEHHIO Mycobacterium avium 3riJHO TaHOTO
CTaHAapTy; TyOepKYyIOLH/IHI BIACTUBOCTI (IIPOTECTOBaH1
3rigHo 3 €Bpornericbkux crannaptiB EN 14348, EN 16615)
1o BiJHOIIEHHIO Mycobacterium terrae, 3riZiHO JaHOTO
CTaHIAPTY.

8. HasiBHicTh OakTepuuuaHOi a1l 3riHOo cTanaapTiB EN
13727, EN 16615 Ta npoturpuOKoBOi [Iii 3T1IHO CTaH/IapTIB
EN 13624, EN 16615 mpoTsirom He 0OibIne HiX 1 XB.

9. HasBHicTs dyHTiMaHOI aii 3rimHo ctanaaptie EN 13624
ta EN 16615 (moBHMIA CHIEKTp 1O BIJHOIIEHHIO 10
TUTicHSBUX IpubiB poay Aspergillus) mpoTsrom He Guibiie
HiX | XB.

10. HasiBHicTh npoTuBipycHOi Ais 3rigHo EN 14476 ta
pexomenaaniit Incturyry Pobepra Koxa RKI 01/2004 no
BITHOIIEHHIO IO 00OJIOHKOBHX BIpYCIB MIPOTATOM HE O1JIbIIIe
Hixk 30 cek.

11. HasBHIiCTh ipOTHBipYCcHOT mist 3rigHo EN 14476 Ta
pexomenaaiiit Incturyry Pobepra Koxa RKI 01/2004 no




BiJTHOIIIEHHIO 710 000JIOHKOBUX Ta 6€3000JI0HKOBUX BipyCiB
MPOTSTOM He OubIne HiXK 1 XB.

12. HasiBHICTh TYOCPKYIOLUIHOT, MIKOOAKTEPULIUIHOL Jil
srigHo ctanaaptiB EN 14348 ta EN 16615 npotsirom He
OinpIe HiXK 1 XB.

13. MOXIIMBICTh BUKOPUCTAHHS 31 CHICIIAIbHUMHU
JIO3YFOUMMU TIPUCTPOSIMH Y BUTJISII PO3MIITIOBAYA.

14. 3aci6 moBUHEH MaTH HOPMY BHUTpAT, He Oibie 25-30
MII/M2 111 0OpOOKH MOBEPXOHH METOIAMHU 3POIICHHS Ta
MPOTUPAHHS, IO MiAIa0ThCS 3HE3aPaKEHHIO.

15. 3aci6 moBuHEH MaTH HOPMY BUTpAT, He OibIe 10
MJI/M2 1711 0OpOOKH TTOBEPXOHb, IO IMiITAI0ThCS
3HE3apaKEHHIO ITPH BUKOPUCTAHHI B IKOCTI PO3YHHY JUIS
MOTepebOro 3aMOYyBaHHS O€3BOPCOBUX CEPBETOK CHCTEMU
3aKpuTOro THIy (Hanpukian tumy "lHnuain Baiince
dnekcllex").

16. 3aci6 moBuHeH OyTH po3dacoBaHUil KaHICTPH 110 5 II.
17. TapaHTiliHU{ TepMiH TPUIATHOCTI 3aC00Y MOBUHEH
CKJIQIATH HE MEHIIE 4 POKIB 3 JaTH BUTOTOBJICHHSIL.

3acio
ne3iHdexiitamin
"CKIHMaH
Codrt", 500 M
a00 eKBiBaJIEHT
(HK 024:2023 -
41550
Je3indikyBanbH
13aco0u s
pyK)

1. F'oToBwmii 10 3acTocyBaHHs 3acid It XipypridHoi Ta
ririeHigHoi ne3iH(eKIil mKipu pyK.

2. MOXNHBICTh aHTUCENITUYHOT OOPOOKH IIKIPH IMallieHTa
(16’ €KIIHOTO TOJIs), IIBUAKOT 1e31H(EKITiT HEBEIMKUX 32
IUIOICIO TIOBEPXOHB B YPIEHTHUX CUTYAIIisIX Ta IIBUIKOT
ne3iH(eKIii pyKaBHUIOK, [0 OJIITHEHI Ha PYKU NIEPCOHAIY B
YPreHTHHUX CUTYAIlisiX.

3. 3aci0 NOBHHEH MICTUTH B SIKOCTI JIIFOUYUX PEUOBUH: 2-
nponanon (ae Menie 60,0%); 6enzankoHiit xaopua (He
menie 0,15%); yaneunnenosa kuciota (He mexie 0,1%).
4. 3acib MOBUHEH MICTHTHU B SIKOCTI 3aXHCHOTO KOMIIOHEHTY
JUTSL TIKIPU — TITIEPUH, JUTS TOAATKOBO1 3BOJIOXKYIOUOT i1,
CHPUSHHS KUBJICHHIO IIKIpH NPH YaCTOMY BUKOPUCTAHHI.
3aci0 NOBUHEH MPOSIBIATH aHTUIEPCHIPaHTHY JII0 Ta
3MEHIIYBaTH KUIbKICTh BOJOTH IiJ] pyKaBUYKaMH.

5. 3aci0 NOBUHEH BUSBIIATH HACTYIHI MIKpOO10JIOT1YH1
BJIACTUBOCTI: OaKTEPULIUHI BIACTUBOCTI (IIPOTECTOBAHI
3rigHo 3 €Bponericbkux crannaptie EN 1500, EN 12791,
EN 13727) no BinnomeHnHto 10 Staphylococcus aureus,
Pseudomonas aeruginosa, Escherichia coli, Enterococcus
hirae, Proteus mirabilis, a Takox 30yTHUKIB
BHYTPILTHBOJIKAPHIHUX 1H(EKI1H, MyTbTHPE3UCTEHTHUX
rocoiTanpHuX TamiB crapinokoky (MRSA), Escherichia
coli, Enterobacter cloacae, Streptococus, Klebsiella
pneumonia, Proteus vulgaris, A.Baumanii, Helicobacter
pilory, 30yAHUKIB HEOE3MEUHUX Ta 0COOIMBO HEOEIMEUHUX
1H(peKiN (Takux sIK 30y THUKU JU3EHTEPIi, CATbMOHENbO3Y,
napaTudy, 4epeBHOro TU(Y XOJIEepH, YyMH Ta 1HIIUX) a
TaKOX 1HIINX TPaMIIO3UTUBHUX Ta TPAaMHETATHBHUAX
Oaktepiii 3rigHo ctanaaptie EN 1500, EN 12791, EN
13727; pynrinuaHi Ta TPOTUTPUOKOB] BIACTUBOCTI
(mpoTectoBaHi 3rigHo 3 €Bponeiicbkoro crangapty EN
13624, noBuuii criektp) no BigHOmeHHIo 10 Candida
albicans, Aspergillus niger, Aspergillus brasiliensis,
Trichophyton mentagrophytes ta iHmux 3rigHo craHmgapty

IJIAIIKa
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EN 13624; BipymniiuiHi BIacCTHBOCTI 11O BiIHOIIEHHIO J10:
000JIOHKOBHUX BIPYCIB (T€CT-BIpyCH — BaKIMHISABIPYC,
BVDV), Takux sik Bipycu repreca, ¢paBiBipycu (Taki sk
Bipyc remaruty C, Bipyc 3ika Ta iH.), ToraBipycu (Taki siK
BIpYC KpacHYXH), peTpoBipycH (Taki K Bipyc
IMyHOIE(PIITUTY JIFOIUHK ), OPTOMIKOBIPYCH (TaKi K BIpycH
rpumny A, B, C), dinoBupycu (taki sik Bipycu MapOypra,
EbGona), mapamikcoBipycu (Taki sk Bipycu naparpuny 1-4,
BIpYC €HIEMIUYHOTO MAPOTUTY, BIpYC KOPY, peCipaTOpHO-
cuHniTianbaui Bipyc RSV) ta iHmi 3 ganoi rpymnu;
remnajHaBipycu (Taki sk Bipyc renatury B), mokciBipycu
(Taki sSIK BaKIMHISA BipycC), KOPOHABIPYCH Ta 1HIII 3 JTaHOT
rpynu; 6€3000JI0HKOBHUX BipyCiB (TECT-BipyCH — HOPOBIPYC
(MNYV), pota-, aneHOBIpYCH) TaKHX K aJCHOBIPYCH,
poTaBipycH, marmoBaBipycH (BipycH MamiJoMH,
MOJIIOMaBIPYCH Ta iH.), KaliluBipycHu (HOPOBIPYCH, TaKi SIK
Bipyc HopBouk), mikopHaBipycu (€HTEpOBIpyCH, BKIIOYHO 3
TaKUMU sIK Bipyc renatury A, Bipycu Kokcaki, ECHO-Bipyc
MOJIIOBIpYCH, pUHOBIPYCH Ta iH.), TAPBOBIpYyCH (TakKi K
30yIHUK 1HPEKIIHHOT epiTeMH) Ta 1HIII 3 TaHOT TPYIIH.
MiKOOaKTEepHIIUIAHI BIACTUBOCTI (TIPOTECTOBAHI 3T1THO 3
€spomneiicbkoro ctanaapty EN 14348) no BigHOIIEHHO
Mycobacterium avium 3riIHO JaHOTO CTaHAAPTY;
TyOepKyIOIH/IHI BIACTHUBOCTI (IPOTECTOBaH1 3TiAHO 3
€Bporeiicbkoro ctanaapty EN 14348) no BiHOIICHHO
Mycobacterium terrae, 3riIHO TaHOTO CTaHAAPTY.

6. MOXIHBICTh MPOBEACHHS Tiri€HIYHOI Ae31H(eKIiT mKipu
pyk 3rinHo crangapty EN 1500 ne Oinbiie Hixk 3a 30 cek.

7. MOXIUBICTb MPOBEACHHS XIpypriyHoi Ae3iHdekuii mKipu
pyk 3rinHo crangapty EN 12791 e 6uibie Hixk 3a 90 cek.
8. HasBHicTh OakTepuiuaHoi aii 3rigHo cranaapty EN
13727, byHTimuaHOI Ta MPOTUTPUOKOBOT i1 3T1AHO
cranaapty EN 13624 npotsrom He 6iib1e Hix 30 cek.

9. HasBHICTh IPOTUBIPYCHOT 111 11O BIIHOIIEHHIO J10
000JIOHKOBHUX BipycCiB MpOTAroM He Ounbiie Hixk 30 cek.

10. HasiBHICTH TyOEpKYJIOLUIHOT, MIKOOAKTEPUITUIHOT /111
srigHo cranaapty EN 14348 npotarom He Ginbiie Hixk 60
CeK.

11. 3aci0 moBHHEH MaTH MPOJOHTOBAaHY AaHTUMIKPOOHY 1110
IpOTAroM 3-X ToAuH (y T.4. A MEAUYHUMHU PYKaBHUKaMH).
12. 1is1 3aco0y nmoBuHHa 30epiraTucs B NPUCYTHOCTI Oijka,
CUPOBATKH, KPOBI.

13. 3aci6 noBuHeH Oyt po3dacoBanuii y piaakonn 500 mi.
14. TapaHTiiHUN TepMIH IPUIATHOCTI 3aC00Y MOBUHEH
CKJIaJIaTH HE MEHIIE 4 POKIB 3 1aTH BUTOTOBJICHHSL.

15. 3aci6 noBuHeH OyTH BHeceHUi 10 JlepxkaBHOTO peecTpy
ne3iHdexitanx 3aco0iB.

3acio
ne3iHdexiitamii
"Cxiaman Codt
[Iporext", 51
a00 eKBiBAJIEHT
(HK 024:2023 -
41550

1. l'otoBwmii 10 3acTocyBaHHs 3aci0 JJIs XipyprivyHOi Ta
ririeHivHoi ne31H(eKIil mKipu pyK.

2. MOXNHBICTh aHTUCENITUYHOT OOPOOKH IIKIPH IMaIli€HTa
(omepamiifHOro Ta iH’ €KLIHHOTO MOJiB), BUIKOT

ne3iH( ek HEBETMKHX 32 OIS0 TTOBEPXOHb B YPIEeHTHUX
CUTYyaIlisX Ta IIBUAKOL Ne31H(EKIil pyKaBUYOK, 110
OJISITHEHI Ha PYKU TIEPCOHAITY B YPIreHTHUX CUTYAITIfX.

KaHICTP
a
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Je3indikyBanabH
1 3aco0u i
pyx)

3. 3aci® moBMHEH MICTUTH B SKOCTI J1i0Y0i PEYOBUHU:
etano (He meHie 89,0%)

4. 3aci0 MOBMHEH MICTHTH B SIKOCTI 3aXMCHUX KOMIIOHEHTIB
JUIS TKIpW — BiTamid E, ruinepuH, maHTeHO 171
JOJJATKOBOTO 3aXUCTY IIKIPH Ta 3BOJIOKYIOUO] i, CIPUSHHS
JKUBIICHHIO IIKIPH Ta MiATPUMaHHS il pereHepaTuBHUX
IPOIIECIB MTPHU YaCTOMY Ta YK€ 4YaCTOMY BUKOPHCTaHHI.
3aci0 MOBWHEH MPOSBIIATA aHTUTIEPCITIPAHTHY [0 Ta
3MEHIIYBaTH KUIbKICTh BOJOTH MiJ] pyKaBUYKAMH.

5. 3aci0 MOBWHEH BUSBJIATH HACTYITHI MIKpOOi10JIOT14HI
BJIACTHBOCTI: OAKTEPUIIUIHI BIACTUBOCTI (IIPOTECTOBAHI
3rigHo 3 €Bponericbkux crannaptie EN 1500, EN 12791,
EN 13727) no BimHomeHnHto 10 Staphylococcus aureus,
Pseudomonas aeruginosa, Escherichia coli, Enterococcus
hirae, Proteus mirabilis, a Takox 30yTHUKIB
BHYTPIIIHBOJIKAPHIHUX 1H(EKI1H, MyIbTUPE3UCTEHTHUX
rocritansHuX mTamiB cradpinokoky (MRSA), Escherichia
coli, Enterobacter cloacae, Streptococus, Klebsiella
pneumonia, Proteus vulgaris, A.Baumanii, Helicobacter
pilory, 30yaHHKIB HEOE3MEUHUX Ta OCOOIMBO HEOE3MEUHUX
iH(eKUi (TakuX K 30y THUKU TU3EHTEpii, CaTbMOHENIHO3Y,
naparudy, uepeBHOro Tudy XoJIepH, YyMHU Ta 1HIIUX) a
TaKO 1HIINX IPaMIIO3UTUBHUX Ta TPAMHETATHBHUX
OaxTepiii 3riqHo cranpaptie EN 1500, EN 12791, EN
13727; yHrinuaHi Ta IPOTUTPUOKOBI BIACTUBOCTI
(mpoTectoBaHi 3rigHO 3 €Bponeiicbkoro crangapty EN
13624, noBHuii criekTp) no BiaHowmeHHo 10 Candida
albicans, Aspergillus niger, Aspergillus brasiliensis,
Trichophyton mentagrophytes Ta iHIIUX 3riAHO CTaHAAPTY
EN 13624; BipyminuaHi BIacTUBOCTI (TIPOTECTOBaHI 3T1THO 3
€Bponeiicbkoro crangapty EN 14476, noBHuit criekTp) no
B1JIHOIIEHHIO J10: 000JIOHKOBHX BIPYCIB (TECT-BIPYCH 3T1IHO
EN 14476 — BakuuHnisBipyc, BVDV), Takux sik Bipycu
reprieca, (uasiBipycH (Taki sk Bipyc remnatuty C, Bipyc 3ika
Ta iH.), TOraBipycH (Taki siK Bipyc KpaCHyXH), peTpOBIpyCH
(Taki sIK BIpyC IMyHOAEPIUTY JIFOAUHU), OPTOMIKOBIpYCH
(taki sik Bipycu rpumny A, B, C), dpinoBupycu (Taki sk Bipycu
MapOypra, E6ona), napamikcoBipycH (Takxli ik BIpycH
naparpuny 1-4, Bipyc eHJeMiYHOT0 TapoTUTY, Bipyc KOpy,
pecnipaTopHO-cuHLITIaTbHUH Bipyc RSV) ta 1H111 3 ganoi
Ipyny; renajaHaBipycu (Taki K Bipyc renatuty B),
MOKCIBIpYycH (Taki sIK BaKIMHIsI BIpyC), KOPOHABIPYCH Ta
1HII1 3 1aHOo1 rpynu; 6€3000I0HKOBUX BipyCiB (TECT-BipyCH
srigHo EN 14476 — moposipyc (MNV), pota-, aneHo-,
noJioBipyc, nomiomasipyc (SV40), Takux K aieHOBIpyCH,
poTaBipycH, anoBaBipycH (BipycH ManijoMu,
MOJIIOMaBIPYCH Ta iH.), KaJiUBipycH (HOPOBIPYCH, TakKi K
Bipyc HopBoik), mikopHaBipycH (€HTEpOBIpYyCH, BKIIIOUHO 3
TaKUMU sIK Bipyc renatury A, Bipycu Kokcaki, ECHO-Bipyc
MOJTIOBIPYCH, PUHOBIPYCH Ta 1H.), MTAPBOBIPYCH (TaK1 K
30yIHMK 1H(EKIiiHOT epiTeMn) Ta 1HIII 3 JaHOI IPyIIH.
MIKOOAKTEPHIIM/IHI BIACTUBOCTI (IMPOTECTOBAHI 3TiAHO 3
€Bponeiicbkoro crangapty EN 14348) no BigHOIIEHHIO
Mycobacterium avium 3riHO JaHOTO CTaHIAPTY;




TyOEpKYIJIOIH/IH BIACTUBOCTI (IIPOTECTOBAHI 3TiHO 3
€pomnericekoro cranaapty EN 14348) mo BimHOIIECHHIO
Mycobacterium terrae, 3riIHO TaHOTO CTaHAAPTY.

6. MOXJIMBICTh TTPOBEICHHS TIri€HIYHOT 1e31H(EKIT KIpH
pyk 3rigHo cranaapty EN 1500 ne 6inbie Hix 32 20 cek.

7. MOXJIMBICTH TTPOBEACHHS XiIpypridHoi ne3iHdeKIii mkipu
pyk 3rigHo cranaapty EN 12791 ne 6inbie Hixk 3a 90 cek.
8. HasiBHICTB OakTepuiuaHoi aii 3rigHo ctanaapty EN
13727 Ta npoturpubkoBoi Aii 3riqHo crangapty EN 13624
MPOTSTOM He OubIne HiXK 15 cek.

9. HasBaicTs npoTuBipycHoi aii 3riqao EN 14476 no
BIIHOIIIEHHIO 710 00OJIOHKOBHX BipYCiB IIPOTATOM HE OiIbIIe
HiX 15 cek.

10. HasiBHICTBH TyOEpKYJIOLUIHOT, MIKOOAKTEPUITUIHOT /11l
srigHo EN 14348 npotsrom He Oinbiie Hixk 20 cek.

11. 3aci6 moBUHEH MaTH MPOJIOHTOBaHYy aHTUMIKPOOHY JIit0
npoTsiroM 3-x rouH (y T.4. IMiJ MEAUYHUMH PYKaBUUKAMH).
12. Jlis 3aco0y noBuHHA 30epiratucs B IpUCYTHOCTI O1Ka,
CHPOBATKH, KPOBI.

13. 3aci6 noBuHeH OyTH po3dacoBaHHil y KaHICTPH 1O 5 1
14. lapanTiiiHU# TEpMiH IPUIATHOCTI 3ac00y MOBHHEH
CKJIaJIaTH HE MEHIIE 4 POKIB 3 IaTH BUTOTOBIICHHS.

15. 3aci6 moBuHeH OyTH BHECeHHI 110 Jlep:kaBHOTO peecTpy
ne3iHeKiiauX 3aco0iB.

3acib mis
JOTIISTY 32
HIKIPOIO PYK 1
tina "Cinonma",
500 mn

a00 eKBiBAJIEHT
(HK 024:2023 -
41550
Je3indikyBanbH
13aco0m s
pyK)

1. JIochitoH-eMyIbCist [UTst JOTIISAY 32 IIKIPOIO PYK.

2. 3aci6 MoBUHEH OYTH y BUIVIA MACISIHO-BOJHOI €MYyJIbCii
TUITY M/B.

3. Jlo cknany 3aco0y MOBUHHI BXOJUTH BOJIA, PIAKHIMA
napadis, MPOMIJIEHIIIIKOJIb, CTEApUHOBA KUCIIOTA,
NaTbMITHHOBA KHUCJIOTA, O1H BiCK, TpUETaHOJAMIH,
KapOomep, BIITyIIKA, MTIPOKTOHY OJIaMiH, JUTsl 3a0€3MeueHHs
3BOJIOKYIOUMX BJIACTMUBOCTEH, )KUBJICHHS Ta B1IHOBJICHHS
HIKIpH (B1THOBJIEHHS BOAHO-JIIIIIHOTO OanaHcy).

4. 3aci6 He NOBMHEH MICTUTH B CKJa/i edipHi oJii Ta 1HII
JOJJATKOBI TPOAYKTH POCITHHHOTO MTOXOJIKESHHS JIJIs
BUKJIIOUEHHS MOXJIMBOI HEMEPEHOCUMOCTI Ta / abo
MO>KJIMBOT MiIBUIIIEHOI YyTIUBOCTI JI0 TAHUX KOMITIOHEHTIB
NEepCOHANy 3aKjiaay P NOCTIHHOMY BUKOPHUCTaHHI.

5. 3aci0 noBUHEH OyTH TOTOBHUM JI0 3aCTOCYBAHHSI, ABJISATH
c00010 TTOMIPHO TYCTY €MYJIbCiI0 01700 KOTBOPY 3 JIETKUM
npueMHUM 3araxoM Ta pH B mexax 7,0 - 7,5.

6. IToka3HuK B’S3KOCTI 3ac00y MOBUHEH OyTH He OijbIe
25000 mITac st 3a6e3neueHHss HOpMAJILHOTO J03yBaHHS 32
JIOTIOMOT OO JIO3YFOUUX MPHUCTPOIB, BCTAHOBIICHHUX Y
MEINYHOMY 3aKJai.

7. 3acib6 moBUHEH OYTH MPHUIATHUM JIJISl IIIOJICHHOTO JAOTJISITY
3a pyKaMH Ta TUIOM, JUJIs TOTJIATY 32 IIKIPOIO MiCHs
TIri€HIYHOI Ta X1pypriuHoi Ae3iHeKuii pyK; mIX0JuTH JUIs
BCIX THIMIB IIKIPH.

8. 3aci0 MOBMHEH MaTH MOJIMBICTh TO3YBaHHS 32
JIOTIOMOT' 010 JI03YIOUUX MPUCTPOIB, BCTAHOBICHHX Y
METUIHOMY 3aKJIai.

9. 'apanTiitHuii TepMiH NPUIATHOCTI 3ac00y MOBUHEH
CKJIaJIaTH HE MEHIIIE 2,5 POKIB 3 JJaTH BUTOTOBJICHHS.

IJIAIIKa




10. ®acyBanns — ¢uiakonu mo 500 mi.

3acib
ne3iHGeKIinHni
"Menikapin",
300 Tabur.

a00 €KBIBAJICHT
(HK 024:2023 -
47631 3acid
ne3iHGIKyBaJIbH
uH 118
MeIUYHHX
BUPOOIB)

1. de3indekmiitanii 3acid Ha OCHOBI AKTUBHOTO XJIOPY Y
BUIJIAJII TaOJIETOK Baroo 2,72 r, 1o 400pe pO3UHUHSAIOTHCS Y
BOJIi Ha mpoTs3i 30 cek.

2. 3aci0 mOBMHEH MICTUTH — JAUXJIOpi30IiaHypaT HaTpito (He
meHtre 99,61%), ankinmomnirmikonbs-edip (0,39%).

3. B sikocTi Ait04u0i pedyoBUHU 3ac00y MMOBUHEH OyTH
AKTUBHUU XJIOP IO YTBOPIOETHCS MPU PO3UYMHEHHI 32aC00Y Y
BOJI.

4. Tlpu po3unHeHHI OHI€T TaOJIETKH Y BOJIi TOBHHHO
BUJUTSTHCS HE MeHIle 1,5 r akTUBHOTO XJIOpY.

5. MOXIMBICTh BUKOPUCTaHHSA 3ac00y At ne3indekmii ta
OJIHOYAaCHOTO MUTTHA.

6. PoGoui po3unHu 3aco0y HE TOBUHHI 3aJIMIIATH HA
MOBEPXHAX HATBOTY Ta 3aJHILIKY, CIPUYNHITH HATUIIAHHS
Ha MMOBEPXHSIX MPU BUKOPHCTAHHI B PEKOMEHI0BAHOMY
Jliara30H1 KOHIICHTPAIIiH, TOBUHHI MaTH XOPOIIIi OYHCHI,
MU0, 1€30/I0PYyI0Ui, eMYJIbI'YIOUl BIACTUBOCTI, HE TOBUHHI
¢bikcyBaTu OLTKOBI Ta 1HILI OpraHivHi 1 HEOPTraHiuH1
3a0pyIHEHHSI.

7. 3aci0 NOBHHEH MaTH XOPOIIll OYHCHI BIACTUBOCTI, HE
MOBHHEH CIIPHYUHSITH HAIMTIAHHS HA TIOBEPXHSIX Ta TOBUHEH
MaTH MOBHY CYMICHICTh 3 MaTepiajaMH BCiX MOBEPXOHb
BHpPOOIB BUTOTOBJIEHUX 3: BCIX TUIIIB METAJIB Ta CTali;
NOJIIMEpHUX MaTtepialiB, Takux sk: nomieruieH (PE),
noniBiHuXJI0pua (PVC), momawmin (PA), noninporniieH
(PP), monikap6onar (PC), momicripen (PS), akpu-
HITp1OyTanieH-cTupeH (mnacTuk ABS) Ta i1
eJIaCTOMEPIB, TAKHX SIK €TUJICH-IIPOMICH-II€H-KaydyK
(EPDM) Ta iH1IMX BUJIB Kay4yKY, BCl TUIIH T'YMHU (BKJIFOYHO
NR, FPM/FKM) Ta cuikoHy; BCiX THIIIB CKJIa, KaXJIto,
JIepeBa, aKpUIIOBUX MaTepialiiB, BCIX TUIIB Gap0 Ta
(dapOoBaHuil MOBEPXOHB, KEPAaMIUHUX OKPHUTTIB.

8. 3aci0 MOBUHEH BUABIISATU HACTYIHI MiKpOO10JIOT1YH1
BJIACTUBOCTI: OaKTEPUIIUIHI BIACTUBOCTI (IIPOTECTOBAHI
3rifHo 3 €Bponeiicbkoro crangapty EN 1276, noBuumii
CIIEKTp) IO BIAHOMIEHHIO 110 Staphylococcus aureus,
Pseudomonas aeruginosa, Escherichia coli, Enterococcus
hirae, Proteus mirabilis, a Takox 30yTHUKIB
BHYTPIITHBOJIKAPHAHUX 1H(PEKI1H, MyJIbTUPE3UCTEHTHUX
rocoiTanpHUX TamiB crapinokoky (MRSA), Escherichia
coli, Enterobacter cloacae, Streptococus, Klebsiella
pneumonia, Proteus vulgaris, A.Baumanii, Helicobacter
pilory, 30yHUKIB HEOE3MEUHUX Ta 0COOJIMBO HEOE3MEeUHUX
iH}eKii (Takux K 30y THUKH TU3EHTEpil, CalbMOHEIhO3Y,
napatudy, uepeBHOro Tudy XoJepH, YyMHu Ta 1HIIUX) a
TaKOX 1HIIUX TPAMIIO3UTUBHUX Ta TPAMHETaTUBHHUX
OaxTepiit 3rigHo crannapty EN 1276; ¢yHrinuaHi Ta
IPOTUTPUOKOBI BIACTUBOCTI (IIPOTECTOBAHI 3Ti/IHO 3
€pomnericekoro cragaapty EN 1650, moBHuU# criektp) mo
BimHomeHHo 10 Candida albicans, Aspergillus niger,
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Aspergillus brasiliensis, Trichophyton mentagrophytes Ta
iHmuX 3rigHo cranaapty EN 1650; BipymiiiuaHi BIaCTUBOCTI
(mpotecToBaHi 3rifiHO 3 €Bpornelickkoro ctanaapty EN
14476 Ta pexomenpariiii [ncruryry Pobepra Koxa RKI
01/2004, moBHMIA CHIEKTP) MO BiTHOLICHHIO JIO:
000J710HKOBUX BIpYciB (TecT-Bipycu 3riqHo EN 14476 ta
pexomenaauiit [ncturyry Po6epra Koxa RKI 01/2004 —
BakiuHigBIpyc, BVDV), Takux sik Bipycu repreca,
¢naBiBipycu (Taxi sik Bipyc renatury C, Bipyc 3ika Ta iH.),
TOTaBipycH (Taki sK BipyC KpaCHYXH), peTpOBIpycH (Taki sK
Bipyc iIMyHOIE(IIUTY JTIOIUHH ), OPTOMIKOBIPYCH (TaKi K
Bipycu rpuny A, B, C), dinoBupycu (Taki K BipycH
Map6ypra, E6ona), mapamikcoBipycHu (Taki sk Bipycu
naparpuiy 1-4, Bipyc eHJIeMIYHOTO TTaPOTHUTY, BipyC KOPY,
pecmipaTopHO-cHHIITIaTRHUH Bipyc RSV) ta inmi 3 ganoi
rpynu; renajHaBipycu (Taki sk Bipyc renaTuty B),
MOKCiBipycH (Taki sSIK BaKIHHIs BipyC), KOPOHABIPYCH Ta
1HII1 3 1aHO1 rpymnu; 6€3000JI0HKOBUX BipycCiB (TECT-BipycH
srigHo EN 14476 ta pekomenaamiii [acturyry Pobepra
Koxa RKI 01/2004 — moposipyc (MNV), pora-, ageHo-,
noJioBipyc, momomasipyc (SV40), Takux sk aieHOBIpyCH,
poTaBipycH, nanoBaBipycH (BipycH ManijoMu,
MOJIIOMaBIPYCH Ta iH.), KaJiuBipycH (HOPOBIpYCH, TaKi 5K
Bipyc HopBoik), mikopHaBipycH (€HTEpOBipyCH, BKIIIOUHO 3
TaKUMH sIK Bipyc renatuty A, Bipycu Kokcaki, ECHO-Bipyc
MOJIIOBIpYCH, pUHOBIPYCH Ta iH.), TAPBOBIpYyCH (TaKi 5K
30yIHMK 1H(EKIIHHOT epiTeMHn) Ta 1HINI 3 JaHOI TPYIH;
MIKOOAKTEpHUIIH/IHI BIACTUBOCTI MO BiTHOIIEHHIO
Mycobacterium avium; TyOepKyJIOLUIHI BIACTUBOCTI MO
BiHOIIEHHIO Mycobacterium terrae.

9. Po6oui po3unHu 3aco0y He MOBUHHI YHHUTH MIiCIIEBO-
MOJIPa3HIOI0YO0] Ta CEHCUOUTI3YI0UO] 11T Ha WIKIPY NpU
BUKOpHUCTaHHI y KoHIeHTpauii 0,015% - 0,3% (3a akTuBHUM
XJIOPOM) METOJIOM MPOTUPAHHS Ta HE MATH MOIPA3HIOI0YO0T
Ji1 Ha cIM30B1 00OJIOHKU O4Yel MPpU BUKOPUCTAHHI pO3UHHIB
3aco0y B koHIIeHTparii 10 0,1% (32 aKTUBHUM XJIOPOM).

10. HasiBHicTh OakTepuuaHoi Aii 3rigHo crangapty EN
1276, pyHrinuaHoi Ta mpoTUrpuOKOBOT i 3T1THO
crangapty EN 1650 npu minimanbHii kontenTpauii 0,015%
(32 aKTUBHUM XJIOPOM) IIpU ekcro3ullii He Oibiie 30 xB.
11. HasiBHicTh npoTuBipycHoi aii 3rinno EN 14476 ta
pexomennauiit [ncruryry PoGepra Koxa RKI 01/2004 no
BiJTHOIIEHHIO /10 000JIOHKOBHX BIpYCIB 3 MiHIMAJIbHOIO
eKCIIo3uIIicro He Olnbire Hixk 30 XB.

12. HasiBHICTB TyOEpKYIOLUAHOI, MIKOOAKTEPULIUAHOT Jii
npu Je31H(eKIi TOBEpXOHb METOJOM IIPOTUPAHHS 3a
peKUMOM TyOepKyb03y npu KoHuenTpaisx 0,015% ta
0,06% (3a akTUBHUM XJIOPOM) Ta 4acoM ekcrno3utii 60 ta 15
XBUJIMH BiJIMOBIAHO..

13. TepmiH mpHUIaTHOCTI Ta AKTUBHOCTI YUCTUX POOOINX
PO34MHIB 3acO0y TOBUHEH CKJIAaTH HE MeHIIIe 7 11i0 3
MOMEHTY NpurotyBanHs. [IoBUHHA OyTH MOKIMBICTH
0araTopazoBOro BUKOPUCTaHHS POOOUYMX PO3UMHIB




14. [loBunaHa OyTH nepeadayeHa MOXKIUBICTD TPOBEACHHS
ne3iHdeKIii moBepXoHb IpH KoHIeHTparisx 10 0,1% (3a
AKTUBHHUM XJIOPOM Y IPUCYTHOCTI XBOPHX METOJIOM
MIPOTUPAHHS )

15. 3aci6 moBuHeH OyTH po3(hacoBaHMil B INTACTHKOBI OaHKH
o 300 Taba.

16. I'apanTiiiHuii TEpMiH IPUIATHOCTI 3aC00y TOBUHEH
CKJIaJIaTH HE MEHIIIE 2 POKIB 3 IaTH BUTOTOBIICHHSI.

17. 3aci6 moBuHeH OyTH BHEeCeHHI 110 Jlep:kaBHOTO peecTpy
ne3iHdeKiiHuX 3aco0iB.
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