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BCTYIN

3acib s wikipw «FARMOL-CID», Bupo6uuirsa «lioke-Dapmony,
Monnosa, € rorosum 10 JACTOCYBaHHA AHTHCENTHKOM Y BHIJIAA] CBITITO-
GnakuTHOT pignum i3 crneundivHUM 3anaxom.

Bunyckaerses y duakonax no 1000 M.

B sikoeti aitounx ta nomomixkminx PEYHOBHH 3aCi® MiCTHTS:

- €THI0BOTO cnupty 73 %:

- a.uximumemnﬁemmminy 0,1 -0,2 %,

INpenapar € rotosum no 3ACTOCYBAHHS | POIBEJIEHHIO He MiTasrac.

3acib ans wkipu “FARMOL-CID», npusHauenuii 11s AHTHCENTHKH pyK
MEIAHYHOIrO nepcoHany no0 i micng NMPOBEACHHA pisHUX Mawinyasuiii (nis
ririeHiunol Ta Xipypriusnoi aesiHderxuii pyxi Ta ans nesinpexuii oneparuiiinoro
1noJiA WKipH nauienTa. 3rinno TV ¥20.2-32456433-003:2013 ua Ae3uHbeKuiiHui
3aCi6«FARMOL-CID», ririeniuna AHTHCENTHKA PYK BK/IIOYAE B ceBe HaHeceHHs 3
Ma 3acoby y nonoui ta 00po6Ky pyk He MeHbIe, Hi 30 cexyua.

Merta poBoru:  Buskavennus e(peKTHBHOCTI Xipypriusol o6pobku pyK

3aco00M A5 WKipH «FARMOL-CID» 3 My 1pH eKcnosmuii 60 cexywa.

1. MATEPIAJIU TA CEPEJIOBHULLIA
. Pinke xaniege MWJIO;
60,0 % I-nponason:
Tect-kynbrypa E. coli (ram K1 2);
Piake skuBunsne cepenoruuie CKB:
Pinke xuBunsue cepenosuie CKB 3 HeHTpanizaTopom:

I'yere susunasne cepenosuiue CKA:

NSYoA e -

Komnnexkchuii HeHTpanizatop: TRin-80 - 5%, etnTud - 0,5%, Tiocyasgar

Hatpito - 0,7%, rictuaun- 0,5%, canoni- 3 %;

8. 3aci6 ans wkipu «FARMOL-CID».
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2. METOJIX JOCJIJIKEHHS

B pofoti Oynu BHKOPHCTaHI TNONOKEHHA HACTYMHHX €BPONEHCHKHX

5

CTaH/IapTiB:

— EN 12353:2006 Chemical disinfectants and antiseptics. Preservation of
microbial strains used for the determination of bactericidal and fungicidal activity.
— Brussels: European Committee for Standardization [1];

— EN 13727 KinbkicHHii cycneH3iHHME TecT N8 BH3HAYEHHS
DakTepHUMAHOT AKTHBHOCTI XiMI4HHX Je3iH(eKTaHTIB Ta aHTHCENTHKIB, IO
BHKOPUCTOBYIOTBCS B Xapuosilf, npomucinosiii, nobyrosii Ta yctaHoBuii cdepi
[2];

- JICTY EN 12791: 2019 (EN 12791:2016+A1:2017, IDT). 3acobu xiMmiusi
nesindikyBaibHi Ta anTHcenTukH. Xipypriuni nesindikysaibHi 3acobu ans pyk.
Meton BunpoOyBaHHs Ta BAMOrH (eTan 2, kpok 2) [3];

- BS EN 12791:2016+A1:2017Chemical disinfectants and antiseptics.
Surgical hand disinfection. Test method and requirements (phase 2, step 2) [4].

BuinauedHs  cneumdivnHoi  akTHBHOCTI  3acody Yy KUIBKICHOMY
cycrneHsiHHOMY TecTi, mepeaye HOro TMOJanblIOMY BHBYEHHO B YMOBax,
HabAMKEeHHX 10 I'I]JH.KTH‘{;IDI'D 3aCTOCYBaHHA.

[IpuHUMN KiNBKICHOTO CYCREH3IHHOro MeTooy TMOJNAraB y ToMy, IO
aocnigHui posunH abo HepospeaeHud 3acid nopasanu g0 cymimni  pobouoi
cycneHsii Mikpoopradiamis Ha oBpaunii yac excnosuuii. Ilo 3akiHueHH] ekcrmo3nuil
MOPLIIO CyMillli nepeHoCHIH B HeWTpatizatop i 4epe3 5 XB poOHIHM BHCIBH Ha
Bi/IMOBI/IHE TBEPE KHUBHILHE CEPEIOBUIILE,

[MapanensHo 3 gociizamu ctaBuin 00OB A3KOBI KOHTPOII, AKi BigoOpaikain
MpaBMIbHICTE MeTojonorii 1 3anobirand OoTpHMaHHIO XUOHOMOZHTHBHMX abo
XHOHOHEraTMBHHX pe3ybTaTiB. BUKOPHCTOBYBATH TaKi KOHTPOI:

— KOHTpPONb KinbkocTi Mikpoopranismis (KYO/em') y pobouiii Tect-
cycnensii (N); o

—  KOHTPOib EeKCNEepUMEHTaNBHMX YMOB (A), '-éTéBH:iH “TUTBKHM 1A
HaibLIBIIOT eKCITO3MILIT, AKY BHKOPHCTOBYBAIIH Y OCIIAl; \MLIET

~ KOHTPOJb BiACYTHOCTI TOKCHYHOCTI HeliTpanizatopa (B);



— KOHTpONb e:tteu'rnaﬁocﬁ HefiTpanizaiii (C).

KinskicTh Mixponprani:mia y pobouiit recT-cycreHsii (N) KOHTpOJOBAIH
ISXOM BHCiBY Ha TBEPAC JKUBHIBHE CEpeIoBHILE 3 JecATHKpaTHHX po3baslierb
10°%i 107

[lpn npopeeHH jpmMx  BKasaHHX KOHTPOIIiB BHKOpHCTOBYBA/H
saniauiiny cyenensio (NV) 3 aAiCTOM MiKpOOPraHizMiB gin (3,0 - 10°) 20 (1,6~
10 KYO/eMm’, mo KOHTPOIOBAIN guciom 3 po3baBieHHA, OTPHMAHOTO TaKHM
qusoM, 11106 KinbKICTh Mil{pODpI‘aH'l?.MiE s 1 cM' craHOBHIA gia 30 70 160 KYO
(Nvg). B monanbiioMy orpuMany  BemHHHHY Nv, BHKOpHCTOBYBamH JUI%
nopiBHAHHA 3 xontponamu A, B i C 3 MeTOI repeBIpKH MeToa00r 1l

KonTtpoibs A MpOBOIHIH HACTYITHHM HHHOM: cymiut 1 oM’ inTephepyoUol
pevoBHHH Ta | oM’ panifauiiHol cycnensit BUTPHAMYBaIH MpOTATOM 2 xB, MOTIM
nonasany 8 oM BOJM TA 4epe3 TepMiH, 110 BianoBsiaaB vaKcHMaTbHii eKCIO3LIIT Y
pocniai, pooHIH giCiB Ha BiAMOB/HE TBEPAC JiBHJIBHE CEpeIOBHILE.

KoHTpoib TOKCHYHOCTI weifiTpanizaropad (B) mpoBoAMIH meped MO4ATKOM
pochiKkenns i OAHOYACHO 3 HHM 3 MeTOI0 NepeBipKH piacyTHOCTI HEeraTHBHOTO
BILJIMBY {HrpeaienTiB HeiTpani3yoHol piiuHu  Ha KMTTEAIAABHICTD
MiKpOOpIaHi3MiB. Jlns uboro Ao R cn’ oBpaHOro iHAKTHBATOPA aoaaBanH leMm
sanifauiiHoi cycnensil (Nv) i yepe3 3 XB KOHTAKTY MOPUi0 cymimi BrciBani Ha
KMBHJIbHI CEpPENOBHLIA.

Koutpoib eﬂpewmnuocﬁ peifTpanizatlii (C) TaKoX criepury MpOBOAMIH
nepe/l no4aTkoM fpocniKEeHH, noTtimM 000B’A3KOBO 0JIHOMACHO 3 KOWKHOIO cepieio
nocniay. Le#t KOHTPOTE € ayKe BaXIHBHM, OCKIIbKH BIH € [IOKa3HUKOM pastiganii
MeToay 1 mokasye HH pinbynacs HefiTpanizatis. Kourpons C mpOBOIAIH 3
JOCTIAHMM 3paskoM ¥ HaiBHLLi KoHLIEHTpaUT. Cymim JOCHIAHOTO  3PasKy
nepeHocHIH B pefiTpani3yloiy piauHy 1 Hicas S-XBHJIMHHOI p3acMoJil aofaBaiH
sastitalifiny cycreHsiio MiKpOOprasismMy (Nv). Bucis 3piiicHIOBANH HEPE3 30 xs.

_ g . IMicas ipKyGauil nigpaxosyBaiu KinpKicTb KONOHIH, qki BHpociH H
f} . /WBHML | pp3HAYANH peayKUio.

i= [ _O6mix HpOBOAMAH 3 HALIOK, qa SKMX KIIBKICTB KonOHil BiANOBIAAT

| - I,. r |_!|_--j'_l';".!_..l__ L
ﬂoaﬁon_emﬁﬁ MejkaM uis MiapaxyRky = gin 14 no 330 KOJIOHIEYTBOPIOIOYH

-



omuuuie (KYO). SAxuo xinekicts KYO Ha oawiii awui 6yna Ginswe 330, To
pe3ynbTar 3anucyBaid AK «>330», axmo meHme 14 — 1o «< 14». Hiwkua mexa
(14) obymoBneHa THM, IO MM MeHILA KiABKICTS KOJIOHIi, miapaxosana B npoobi (1
cM’), ThM Ginbma BapiaGenbHicTh, i, OTKe, MOAATBIIMI MiPAXYHOK MOXe
npuBecTH A0 XHOHMX pe3yaprariB. HIKHA Meka BIAHOCHTHCA TINBKH A0 NMpodH.
Buia mexa BioOpaxae BIUIMB 3JTMBHOMO POCTY KOJOHIH, MPHIHIYEHHA POCTY
yepe3 BHYEpNaHHA KHUBUILHHUX pedosuH. Lle BiaHOCHTBCS TinbKH A0 0OaiKy Ha
OJHIH vauIi, a He 10 mpoou.

Pospaxyrku nposoaunu 3a popmynamu, sHananumu B EN [2].

Konuentpauioo MikpoopraHismis y BHXiaHi# TecT-cycnensii N, 3HaueHHS
AKOT OTPHMYBA/IH 3a pe3y/ibTaTaMi JBOX MOCHII0OBHUX PO3BE/IEHb, PO3PAXOBYBAIH
3a hopMyII0I0:

c

N= =
m, + 0.1 nE}Tr.'.'

Jle ¢ — cyma KonoHii, nigpaxoBaHuX Ha BCiX 4Yalukax 3 IBOX MOCHiA0BHHX
posseaeHs, KYO; "
n; — 00'emM mpob#u, 110 OyI0 BHCIAHO 3 MEHILOrO PO30aBAEHHH, CM

n, - o6'em npobu, 1o 0y10 BUCIAHO 3 OlIbIIOro po3bannenus, em’;

107" daxtop pozbasieHHs, WO BiANOBIIae MEHIIOMY po30aBieHHI0.

Pospaxytok Na 3zificHiOBanH 3a (opMynoo:

Na= c‘l{} !ﬂe

(ny +0 HE}Iﬂ_z

C — cyMa KOJNOHii, MipaxoBaHuxX Ha BCIX 9alikax 3 ABOX MOCIiIOBHHX

possenens, KYO,

. 3
n, — 00'eM npolH, 1o OyJ10 BHCISHO 3 MEHILIOIO PO3BEJIEHHA, CM™,
n, — 06'eM npobu, 1o Oy10 BUCISHO 3 BiablLOro po3BeleHHs, eM;
107 — hakTrop posbasneHHs, L0 BIANOBiAa€ MEHILIOMY PO3BEICHHIO.

Skuio B HalbinbwOMy po3BeiseHHi 3HauyeHus Na cranosuwio «> 6600», B

AKOCTI 3arabHOro pesynbraty Na obupanu quine HalimMeHwe po3BeaeHHs., SKiilo B

HaiimMeHIIoMy po3BeieHHi 3Hauennst Na cranoBuno «< 140», B SKOCTI 3arabHOrO

icnsBis

pesyasTary Na Opanu nuiue Haiibinblie po3seleHHs.



MakCHMYM 2 nocninosuux PO3BeneHHs,
Bpaxosysanu YMOBY, wo ang Pe3y/IbTaTiB, niapaxosanmx HIIAX0M

BH3HAYEHHS 3HAYHMUX CePeIHIX 3HaYeHB NBOX NOCHIA0BHUX pPO3Beens (N T1a Na),

Orpumani 3navenns N, Na nepesogumn s ACCATKOBI A0rapupmu (lg) i
BH3Ha%anu norapudm penyxuir.

B KiTbKicHOMY cycnensiiiHomy Tecri PO3paxoByBati 3Hauenny lg N,

PO3Be€aeHHA npH nonasanmyi 3acoby Ta iHTeppepyroyoi PE4OBHEM) 33 HacTynHONO
thopmyoso:
lg Ng=1g N-1.
Penykuilo (R) s KUIBKiCHOMY CycnensiiiHomy Ttecri PO3paxosyvBaIH sk
Pi3HHILO 3HaYenE lg Ny 1a IgNa.
Konrporni a nepesipka MeToay
Obunik pesynsratip PO3NOYHHANH 3 nepesipky KOHTPOMiB Ha sianosinmicTs

KPHTepisM, BUKNaaeHHm HHIM e,

N Gya10 ik 1,510~ 5 - 10° KYO/ers (8.17 <lg N <8,70)
Mo eymonin 15+ 10" 5. 10" KYO/er® (7,17 < 1g N <7,70)
Nvo  Gyno mixk 30 i 160 KYO/en® (3.0-10'i 1,6 - 10%

Ny Oy0 mix 3,0 - 1071 1,6 - 10' KYO/ens®
A,B,.C  nopisriosano ago Oyno Ginbiue Hix 0,5 - Nv,
Kontpoms snaymmux Cepe/IHIX 3HaYeHp: Koediuient e menme 5 i ye Oinbie 15,

BBaXanH, o TECT-KyNbTYpa  HeXHTTE3maTHa 13 AGHHX  YMOB  gocainy,
“ "Hesianosignicrs SHAYCHHSA KOHTPOMIO B Heobxignum Mexam obaiky cBigynmo npo
T€, WO obGpanuii HeliTpanizatop  nocuts TOKCHYHMH 118 ga”oro BHIY

-Mi%pranhmy i He Mowe BHKOpHCTOBYBaTHCS vy pocnini. Axumo 3navenns

e
.
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koutpomo C He Bknanocs y BinoMi Mexki o67iKy, ue CBiAYHTE Npo Te, WIO
BHKOPHCTAHA HEHTpaNi3yloua piJIMHa He IHAKTHBYE AHTHMIKPOOHY il0 AOC/iAHOrO

£

3paska, | He MOMe BHKOPHCTOBYBATHCSH J[UIS MOJAJIBINHX AOCHIIAKEHb B SKOCTI
HeliTpanizaropy.

[Tpu BusBneHH] Oy Ab-AKUX BHILEBKA3aHHX BIAXWIIEHE Bijl 3a3HAUYEHUX KPHTEpIiB
OUIHKM Ppe3ynbTaTH JOCHiAYy He BpaxoByBaIWM | MOJ&Ibili pO3PAXYHKH He
3nificHioBany. B TakoMy pasi 10Ci MOBTOPIOBATIH.

B nocnini BHKopHCTOBYBaNIM HATHBHHUH Npenapar.

Beaxann, mo 3aci6 Bonozie cneungivHol aKTUBHICTIO B 3aJaHUX YMOBAx y
KiTbKICHOMY CYCHEeH3IHHOMY TecTi npu cepeiniii peaykuii He menwe 5 lg ans
DakTepii.

Meron nochinxens epeKTHBHOCTI XipYPrivHol AHTHCENTHKH PYK

Texnika MHTTS pyK BHKOHYETHCH 3a CTAHIAAPTHHM MeTOJ0M (3rifHo
CTAaHAApTy) 3 BUKODUCTAHHAM BOJH, AHTHCENTHKM PYK — 3@ TAKHM Ke
CTaHJAPTHUM MeTOJoM, ane 0e3 BHMKOPHCTAHHS BOIH ILIAXOM BTHPaHHS
AHTHCENTHKA Y CYXi PYKH.

3acobn ans  XipypridHoi o0poOKM pyK OUIHIOIOTH 3a KpHTEpieM:

»
auTUMikpoOHa 1ig 3pa3y nicas o0pobku pyk.
[Mpunuun metroay

Jlns  BujganeHHs 3 pyk 3aOpyaHeHHs Ta TPaH3UTOPHOI MikpodaopH
NPOBOJIMTLCSA MONEPEIHE MPOCTe MHTTA pyK 0e3 3acTocyBaHHs Oy/Ib-AKHX MHIOUHX
3aco0iB 3 AHTHMIKPODHOK AKTHBHICTIO, 11O [03BONSE YHHUKHYTH MOMMIKOBHX
pe3ynbTaTIB DOCIILY. |

[Tpu nocnimxenni 3acoby BIAOHpalOTLCH Taki npobu 3 pyk:

— Biapa3zy nicis nonepeiaHsOro MHTTA pykK (nepea o6pobkoio 3acobom);

— Bijpa3sy rnicis ob6pobku 3acobom (MHTTEBA JTist ),

Murresa nisn (MJ1) xapaxktepmsyerbcs daxktopoM peaykuii, sxuii €
BIJIHOWIEHHAM JIBOX 3Ha4eHb (10 Ta micas obpobku), ouiHeHNX Ha OAHil pyil, 3

aKoi BiniOpana npoba nicas 0dpodku. e

.,

Jns  KoMreHcyBaHHS  30BHILIHIX  BIUIMBIB ujaax"fbpn - peaykuii I

TOPIiBHIOIOTECA  iHAMBIAYaTbHO 3 Bianosimmmmu  dakropamu pepykuii EIT
| _\XAHUENAPIAT. 2]

9
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xipypriutoi o6pobku pyk, MPOBEEHHX MapaieibHO Ha THX CAMHX J0OPOBOILLAX.
Jlna nochmimkeHHs OAHOro 3acoby BHKOPHCTOBYETHCH MEPEXPECHHH METO.
[Mimnocaiaamux ocib AOBLTEHO PO3ALAIOTE HA ABi TPYIH OHAKOBOI YHCENBHOCTL. ¥
nepuiiii cepii gociia NPoBOAMTHECA 3 rPyNol0 | 3 BHKOPHCTAHHAM ETaJOHOTO
npenapary (EIT) 06po6ku pyk (60,0 % 1-nponanon) i rpynoio 2 3 BHKOPHCTAHHAM
pocnigsoro npenapary (JIT) o6pobku pyk i3 mocaiukysanum 3acobom. [Ticas
NpHHAAMHI | THXXHA, MPOTATOM SKOrO BiHOBMIOETHCS HOpPMaibHa Mikpodnopa
LIKIPH, JI0C/Ii/ MOBTOPIOIOTH BIKeE 31 3MIHEHHMH PONSIMH (Apyra cepis).

Ilpoueaypa nposeaeHns A0CTiTKEHHS

Lleii mocnin nposoauTses Ha 20 310poBHX 0coGax-100pOBOILUSX BIKOM He
menme 18 pokis, ki MalOTh 310poBY WIKipY pyk 6e3 nopizis abo noapasHeHs, 3
KOPOTKMMHM i YMCTHMH HIirTsMH. 3a | THXKOEHB 0 MOYETKY 3JOCTLIY BOHH He
MOBHHHI 3aCTOCOBYBATH PEYOBHHH 3 AHTHMIKPODHOIO JI€H0 (HanpHXIal, MeauyHI

muna abo Kpemu ans pyk).

a) Tonepenne MuTTs pyk. Pyku nomuti 1 x8 10.0 M3 xasiesoro muna. ITicas
MOJOCKAHHA PYK i1 NPOTOYHOK BDﬂDﬂpﬂEiE{H(}Iﬂ BOJAOI0 PETEALHO BHCYUIHTH IX
nanepoBMMH PYIITHHKAMH. '

6) Bu3HaueHHA KiNbKOCTI MIKpOOpraHi3miB Ha pykax nepea o0pobkoio
3acoboM.

Biapa3y nicis BUCHXaHHS NOTEPTH NPOTATOM | XB Kis4Mxasit natbilis 06 AHO
yaurku Tletpi, ska micruts 10,0 e’ TCH Ge3s mefitpanizatopa, s OUiHKH
BUBLIBHEHHS MikpodiopH wKipH nepes 06pobkoio pyk. BuxopucToByBaTH OKpeMi
yamky [letpi ans KOKHOT pyKH.

Jlns BM3HAYEHHA KIIBKOCTI MIKpOOpPraHi3MiB B oTpuMasiil npodi NPHIoTyBaTH
po6assents npobu 107 i 107° 3 sukopucrannsm TCB. 3 xo&HOro posbasieHns
3acisti mo 0,1 cM” Ha nosepxsi yamkyu 3 TCA. Buxoasuu 3 aocsiny naboparopii
Moke OyTH HeobXianum BukoHaTH noaatrkoso nocis 0.1 oM 3 Hepo3baBneHoi

_npobu. Tpomikok Mixk BiaGopom npobu Ta NociBoM Ha CepeaoBHIla HE NOBHHEH

nepesuitysary 30 xs.

10




Binpasy nicna BinGopy npob manbui HeodXisHO notepTH oMH 06 0JHOTO 10
pucuxanus sanuumkis TCBh. [Ilicns upsoro 3 omHielo rpynow nob6poBObIIB
nposoautbes EIT 06pobku, 3 ﬁpyrnm rpynoio — JII'1 o6pobku pyk.

B) Etanionna npoueaypa xipypriusoi o6po6kn pyk

Buectn 3,0 em’ 60,0 % |-mponaxona y cyxi A0MOHI, SKi YTBOPIOIOTH HallLy,
nepuioi rpynu J1o6poBokiie | 0OpoGHTH PYKH Y BIAMOBIAHOCTI 31 CTAHAAPTHOKO
npoueaypor 00podKH pyK, NMpd uboMy Tpeba 3abe3neyuTH MOBHE MOKPHUTTA pPyK
eTAIOHHHM 3acobom.

[Ticns Maifke NOBHOrO BTHPaHHA MOBTOPUTH NPOLEAYPY 3 HACTYTTHAMH 3,0 M’ 60,0
| % 1-nponaxony. Hac npoueaypu EIl cknanae 3 xB. Beck neit yac pyxu nosuxHi 6yi
3onoxeni 60,0 % 1-nponaxHonoMm.

r) Jdocninna npoueaypa xipypriusoi odpobku pyk 3acobom
Mutresa 1is jociijiHoro 3aco0y nicias o6pobku BU3HAYAETHCA HA OHIH pyii.
Pyku MHIOTH 3riHO 3i cTaHAapTHOIO npoueaypoio mutta pyk Kicri pyk,
3an’scTa Ta nepeAnaivyys MUIOTH BKa3aHHM YHHOM 10 3aKiHYeHHS BCTAHOBICHOIO
nepioay vacy - 1 xs.
n) BuanageHns Mnmﬂu';' aii (MJ1)

[Ticns 0Bpobku i BHCHXAHHS 3aCTOCOBYIOTH MPOLELYPY Binbopy npobu Ha

T onHiit pyui, 115 nocisy BukoprcroBysanu o6'emu 1,0 cm’i 0,1 cM’ HeposbasneHol
Y npodbu Ta 0,l em’ 310" posbaenenns. B TCh nosunen sxoauTH HeiiTpanizatop
" npH BHKOHaHHi nocisis sk npu I, Tak i ETL
i O6aik pe3yJbTaTiB TA NiAPAXYHOK,

lg pexyxuii M/l Bu3Hauanu s KoKHOT nianocaigHoi ocobu 3 pizHuLi Mik

TH 3HaveHHAMH |g 1o oOpobku i micas obpobku Ha oaHiH i Tiit camiil pyui.

1HA [Torim cepeani apudmerwuni 3HaveHHs BCIX okpeMuX lg peaykuii
opii niapaxysatH okpemo mis MJl sk ans eranonuoi npouemypu EIN, Tak i nna
eHol npoleaypH 3 3acobom JIIL

pHeH Skuio nani 3a70BOABHAKOTE BCI BHMOTH Banlilauii _MeToAy, 3HA4EHHS

peayvxuil obox npoueayp /Il 1 EIl mMoxkHa nopisHATH OAHH 3 OAHHM Zns OKpeMoi
eessu MuTTEBOT AiT (MJD). = [ \



Banigauis nocuigy
PesynbTaT A0CHIAY MOXYTb OyTH BHKOPHCTAHI JUisl NOJANLIIOT OUIHKH,
AKIIO BOHM BIAMOBIZAOTH HACTYITHUM KPHTEpiAM, B IHUIOMY BHMAZKy aocain
Tpeba NOBTOPHTH.

BUMOTH /10 IPHITHATHOCT] pe3y bTaTiB H0CHiy:

— MaloTh OYTH Y HASBHOCTI pe3ybTaTH nprHaiiMui Bia 18 106poBONIBLIB;

— cepenni 3Hauenns g nepen o6pobdkoio (Ig N) s odox npouenyp EIN ta [II1
MaloTh 6YTH npuHaiMHi 3,5.

Ouinka JUI1
Slkimo SKiCTh JaHMX BHABHIACH NPHHHATHOI, TO BOHH MOKYTh OyTH
BHKOPHCTaHi JU1s OLiHKH eeKTHBHOCTI 3aco0y, B yMOBax n0Caiay, 3acTOCOBYIOMH
TaKuil KpUTEpPiil MPUIATHOCTI:

— nas Gyab-sKoro 3acody cepeans lg-penykuis, otpumana a1 MJ1 He noBHHHA
GyTH 3HAYHO MEHIIe, HiJK PejlyKLilis, OTPHMAHA 3 CTANOHHHM 1-nponaxonom (60,0
% 06.); 3acib, skuil Bianopinae Wi BAMO3], BBAKACTHCA MIAXOAALIHM LIS
Xipypri4Hoi 06pobkH pykK; y

_ SIKIIO Cepenne 3HaderHs 1g-peayKuii s 3acoy MeHie PeayKILii, OTpHMaHol
3 etanonnum 1-nponanonom (60,0 % 06.), TO 1 pi3HULA MaE OyTH nepesipeHa Ha
CTATHCTHYHY JOCTOBIPHICTb; CTATHCTHYHE MIATBEPKCHHA UHX pe3sybTaTiB
(pi3HHLA € AOCTOBIPHOK) CBIMUTH TPO HENpPUIATHICTS 3acoBy Aaa XipypriuHol
06pobkH pyK;

TNepesipka 3HaYHMOCTI
Jlns nepesipk# cepennboro 3Hadens lg R oasoro 3acody, JIIT npotn EI,
3aCTOCOBYETBCH N0cia Bikokcoua 31 cnapeHUMH MapKOBAHHMH PAAAMH.
Buacniiok Toro, o Lei J0cTia B ONHCAHOMY sacTocyBaHHi Mae Olnbuie
MiATBEP/DKEHHSA, TO PiBEHb JOCTOBIPHOCTI BCTAHOBMOETHCH AK P = 0,1 s OLIHKH
MJl nocniaHoi npoueaypu. Lleit nociaia NpoBOAMTHCS OAHOCTOPOHHEO. 3a

JIONOMOTOIO  ICHYIOUHMX JaHMX e(eKTHBHICTh OMHCAHOI MpoLeLypH aocniay

_~—BeTaHoBNIeHa ans BusBaeHHs pisHuui npubansno 0,6 Ig Mi% ABOMa@ CepeaHiMH

- ImaNEHERMH Ig R nipu Biporizunocti 95,0 %.




3. PE3VJIbTATH JOCII/DKEHB

3.1 Tin6ip HeiiTpanizywouol piauHu

[lepuio4eproBoio 3aaa4ero rnepej MpoOBeJSeHHAM J0CHTIKEHHS 3 BU3HAYEHHA
as#THMIKpoOHOT aKTHBHOCTI NpeacTaBneHux 3paskis Oyao minibpatn anexksaTHH
HETOKCHYHMI Y BIHOLIEHH] MIKPOOPraHi3MiB IHAKTHBATOp, AKHH HeHTpasi3yBas
O# 3TMILKOBY 1110 3ac0o0iB, 3 METOIO OTPHMaHHS 00 €KTHBHHX JaHMX.

Buxomsun 3  gmocsigy  nabopatopii, Yy  HaMX  JOCHUDKEHHSX
BHKOPHCTOBYBaIH KommiekcHuil HeHTtpanizatop (KH) 3 nactynuum cknanom: 50
r/am’ nosicopbara 80, 10 r/am’ L-rictummna, 10 r/am’ nenutasa Ha docdatHoMy
Oytepi. Jlns BU3HAYEHHS MPUAATHOIO IHAKTHBATOPY Oy/I0 NMpOBEeieHO Baligaliio
metony posbasineHHs-HeHTpanizamii 3  HeHTpamizaTopoM 3a Takol ke
npoueaypoio, sk i ana xoutpomo C. [MapanensHo nocniuKyBaiu TOKCHYHICTh
HelfTpanizaTopy y BIAHOIIEHH] IOCTIIHUX TECT-IITaMiB 3a TAKOIO 7 NMPOLEeAypoI0,
K 1 18 KOHTpomo B, ane BHKOPHUCTOBYBAIM €KCTIO3MUILIO HE 5 XB, SK 3a3HAYEHO B
cranaaprti, a 30 cek, ToMY IO NMpH nocTaHoBll KoHTpoaw C ekcrnosuuis Tect-
KyJIbTYPH B HelTpanisaTtopi nicas JoJaBaHHA MaKCHMAIbHOI KOHLEHTpauil
JIOCTIIIHOTO 3pa3Ky cTaHoBHTH came 30 cek.

OTpuMaHi pesyisTaTH 3 BHIHAMEHHS TOKCHYHOCTI HelTpanisaTopy
(xoHTpons B) Ta inakTHByrouoi 3zatHocti (koHTpons C) BiaHOcHO 3acoly mns
0bpobku pyk «FARMOL-CID» naaani B tabn. 1.

Ak suano 3 Tabn. 1, KH BusBuca edexTHBHHM HeHTpantizaTopoM
3ANMILIKOBOI [1ii AKTHBHHX PEHOBHH, fKI BXOAATH [0 CKiaay 3acoby, a Takox

HETOKCHYHHM BiJHOCHO TecT-mitamiB baxtepii E.coli mpo mo cBiauMTh KiALKICTE

KYO y nocniai, sxa Bknagaetses y aonyctumi Mexi (0,5 - Nvy).

Tabnuus 1 - Bu3HayeHHS TOKCHYHOCTI HejfTpanizaTtopy Ta iioro eeKTHBHOCTI,

(KYO/em?)
Tect-ram KonTpoas B Koutpors C |  Koutpoms
KyabTYpH*
E coli K 12 NCTC 10538 72 71 73

Npwmitka: * - Ak KOHTPOAE KyALTYPH BIKOPHCTOBYBANH BANLIBLIANY CycneHIi0 Mikpoopraniamy (Nvj ).
Buxonsun 3 oTpUMaHMX pe3yiasTariB Oysj0 BHpilleHo, o s MORAIBIINX

JIOCTiKEeHb ONTHMATEHIM € KOMILIEKCHHIA HeHTpatizatop,/CKiaz AKOrQ BKazaHo
BHIIIE. [ —

! [wakn IENHE
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3.2 BuBueHHS aHTHUMikpoGHOI aKTHBHOCT] AesiHekuiinoro 3acoby
«FARMOL-CID» y cycnensiiinomy metoni

Kinexicuuit cycnensiiiunii meron BHKOPHCTOBYBAM [UIS BCTAHOBJIEHHS
BHXiaHOT GakTeprumanoi aii nocaiguoro 3pa3Ky B eKCMEPHMEHTAIBHHX YMOBax. 3
METOIO CTBOPEHHS MPAKTHYHHX YMOB y 0C/ii BHKOPHCTOBYBATH IHTEppepytouy
pe4doBHHY Yy KoHueHTpauii 0,03 %.

Ax Oyno BkazaHo y posaini 2.2, TeopeTHuHO aHTHCENTHYHMI 3aci6 BOJIOJIi€
Creun(piyHOIO aKTHBHICTIO B 3a/laHHX yMOBaX y KUIBKICHOMY cycrnieH3iiiHoMy TecTi
NMpy cepe/tHiii penykiii He Menie 5 1g ans Gakrepiii.

Ycepenueni pesynsrati gocaimkeHns aHTHMIKpoOHOT akTHBHOCTI 3acoby s
06pobxu pyk «FARMOL-CID» naseneni y Tabm. 2,




DOy Tabauns 2 PelyanTaTh TECTy (kiapkicHuii cycnensiiinmil faxrepHunAHA)
EN 13727
Haspa 3aco6y: 3acib s 0OpobkH pyK «FARMOL-CID»
M3t Bupobnurk: Jiokc-DapMoi, Monjosa
Kinbkicts qamox: 2 fom’
E 3 HeiiTpanizatop: KOMILIEKCHHI HefiTpaisaTop
Po3uuHHAK, BHKOPHCTAHMHA JUTA po3uMHiB 3aco0Y: HE BHKOPHCTOBYBATH
"y Jopiimmiil BAITAL POITHHIB jacofy: HENpo3opHi reib CHHBOTO KONLOPY 13 HEIHAUHIM
creH(iuHUM Janaxom
Temneparypa s gocaiai: (20,0 £ 1,0) °C
lie [nTepdepyiona peoBHHa: 0.03 % bCA
Tect-mikpoopranim: E coli K 12 NCTC 10538
Tl Temneparypa inky6auii : (36,0 % 1.0)°C 24 - 48 ron
Barnisauis i KOHTPO
Barizamiina | KoHTpOIh YMOB KouTponb Banigauis meromy (C)
15 cycnensin (Nvo) excnepuMenty (A) TOKCHMHOCTI KounenTtpauis
weiiTpasisaropa abo 3acoBy: Hepo3BecHH
dinwrpauii (B) 3pasoK
Vel [33+35 —ﬁﬂi Vel B + 38| =69 | Vel | 32 +35 | 5=67 |Vcl | 28+31|x=59
V2 Ve2 | Ve2 Ve2 |
30< ¥ Nvo< 160 T A205-7 Nvo ¥ B20,5-3 Nvo ¥ Cz205-3 Nvo
rax  [lui | Rrax [ Jwi Brax [ 1w Bdrac  [ui
: Jlocain
Tect- ' N | Vel | Ve2 | ¥ wm =259,09- 10" ; 1gN=841
“ cycnensis No=N/10; 1gNg =741
(N): 10° | 258 7,17 <1g N €7,70
B rax  [wi
- 107 | 27 |
Konuentpauis | Eranu TTiapaxysok | Vel | Ve2 Na lg Na lgR Tepmin
3aco0y (%) | po30as- | Ha HAlIKAX =(xaboX wm (1gNp = | KouTaxTy
FERES -10) 741) | (cex)
% 10" 1+1 <14
Hepossencradl ™14 0+0 | <14 40 | <215 | >526 | 30
PRI 10° 0+0 | <14
i i0° [ 0+0 <14
cpossezenmi 0T [ 040 | <14 40 | <215 | >526 | 60
i [ | 0+0 | <14 ]
.o . _h_“‘n
r'/ e




2-2 FESYJIBTATH TOCIIDKEHD EQEKTUBHOCT] XIPYPI'TYHO]
AHTHCEINTHUKH PYK 3ACOBOM

«FARMDLCID».
Metoau HOCTILKEHHS 3rigHo:

Metoa BHIIpOOYBaHHs Ta BuMoOry (eTan 2, kpok 2).

BS EN 12791:2016+A1:2017 Chemical disinfectants

and  antiseptics,
Surgical hand disinfection. Test method and requirements ( phase 2

. Step 2).
Hocnimkenns edeKkTHBHOCT] Xipypriunoi 06podku

nocainHoi npouenypu 1 xB 3acoBom «FARMOL.-
20 Bononrepis (20 TeCT-0¢i6),

PY¥K, npH ekcrioszmyii

CID», nposoauay i3 3aNyYeHHIM

Otpumani PE3YJILTaTH n0caimkenns éttlekruanucﬁ Xipypriyxoi 00pobky
PYK npu excnosuuii | xp 3acobom «FARMOL-CID», NpeacTasaeni 8 Tabn. 3 — 7.
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Tabanus 3 — EdextuBHicTs XipypriuHoi aHTHCENTHKH PYyK eTAIOHHMM 3aco6oM

MpH MATTEBI AT

Tecr-ocobn Kinskicts KVO na vanmu
Nen/t | Pyka IMepen obpobkoro | [licas 06pobxn
npasa abo 107 10° 10" 107 10"
i 0.1mn 0, 1m0 1.0Mn 0.1mn 0,1mn
| 2 3 4 3 6 7
! J 172 18 178 8 4
Il 16 0 112 11 0
2 J1 >330 176 >330 71 6
I1 >330 226 >330 167 I8
3 J1 >330 154 >330 33 3
11 >33() 272 >330 68 3
-+ J1 >330 204 >330 39 5
Il >330) e >330 36 3
5 JI >330 76 >330 53 3
I1 >330 81 >330 36 0
6 Jl 58 ) >330 51 B
IT 33 3 164 19 3
7 3| 166 18 320 65 12
I1 162 15 192 39 -+
3 J1 233 31 201 29 2
I1 191 28 129 14 3
9 Jl >330 271 >330) 56 17
I1 325 47 >330 41 19
10 Bl 311 49 276 32 6
I >330 183 318 24 4
11 J1 256 29 119 16 3
I 167 23 155 16 2
12 J1 329 52 121 16 1
I1 >330 113 185 32 5
13 Jl >330 228 164 20 3
I1 296 34 32 3 0
14 JI 0o 54 278 74 14
I1 >330 48 191 38 5
15 JI 125 17 147 18 2
I 230 37 177 26 3
16 I 17 15 127 17 2
11 154 30 188 2] 4
17 JI >330) 199 >330 217 39
11 >330 205 >330 321 61
18 J 59 8 71 14 2
I1 176 19 86 15 13
19 J1 232 29 190 15 2
Il 287 25 83 6 ¥
20 Jl >330 136 236 W v i
I1 >330) 178 >33() 65 /=8
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Tabnuus 4 — EdextusHicTs XipypriqHol aHTHCENITHKH PYK
3acobom «FARMOL-CIDy» npu MuTTEBI#H aii

Tect-ocobu Kiiskicrs KYO na wamuni
Nen/n Pyka Ilepea oGpobkoso [licns o6pobxu
e 0 07 107 107 107 10"
0. 1mn 0, 1m0 1.0man 0. 1ma 0, 1m0
| 2 3 4 5 4] 7
1 JI >330 92 >330 k8 6
I1 >330 96 272 19 2
2 )| >330 228 76 8 1]
It >330 08 29 2 0
3 Jl >330 15 200 19 2
Il >330) 302 61 7 ]
4 JI >330 129 58 4 0
I1 >330 47 D | 0
5 JI >330) 52 330 35 3
11 >330 57 96 11 2
6 Jl 312 38 18 2 0
Il >330 267 152 12 2
7 JI >330 329 6 | 0
Il >330 122 12 2 0
B JI >33 59 79 ] |
Il >330 64 a5 2 0
0 JI >330 312 98 16 2
Il >330 251 150 I8 2
10 JI >330 110 36 3 | 0
I1 >330) 126 280 21 | 3
11 J1 >330 73 114 9 |
[ >330 118 19 2 1]
12 J >330 218 ] 0 0
I1 >330 164 55 4 0
13 JI 163 21 124 14 0
I1 269 41 219 42 8
14 JI >330 106 16 2 0
I >330 94 241 26 3
15 JI 240 47 76 9 |
I 256 18 25 3 0
16 JI >330 116 14 2 1]
I >330 68 88 9 |
17 J >330 262 196 14 2
Il 318 35 136 12 2
18 J1 >330 38 05 9 0
I1 >330 94 67 8 1
19 I 284 113 >330 199 36
I »>330 136 236 4] 7
20— >330 317 78 8 1
i 11 >330 223 17 2 0




Ta6auus 5 — Ilopisusuns ede
eTATOHHMM MPOAYKTOM Ta NOCTIIHAM 38C

KTHBHOCTI XipypriuHoi aHTHCENTHKH pPYK
o6om «FARMOL-CID» npu MMTTEBI

ain
Tect- EtanonHa npuuenyp:} oBpobKH pYK Tpoueaypa 0OpoOK# pYK JOCTILTHHM |
ocoba (MuTTEBA J1is) sacobom
(MHTTEBa JLiR)
Tlo obpodku?  Tlicas oGpoOKH lgR | Jlo obpoGkn* | ITicas obpobkn | IgR
lg CTANOHHIM g aacoboM*1g
npoxykToM*lg
1 3,72 2,15 1,57 497 2,68 2,29
2 4,30 2,54 1,76 5,18 1,67 3,51
3 4,31 2,78 1,53 5,25 2,06 3,19 |
4 4,03 2,58 1.45 4,89 1,36 3,53
5 3,90 2,64 1,26 4,74 1,76 2,98
6 3,65 2,47 1,18 5.01 1,72 3,29
7 4,22 2,43 1,79 5,31 0,93 4,38
8 4,34 2,22 2,12 4,79 1,64 3,15
9 448 2,78 1,70 5,45 2,1 3,35
10 4,38 247 1,91 5,07 2,0 3,07 |
11 4,33 2,14 2.19 4,96 1,67 3,29
12 4,30 2,20 2,10 S22 1,32 3,95
(= 13 4.92 1,86 3,06 4,39 2,23 2,16
14 4,10 2,42 2,10 4.5 1,79 2tk
15 4,25 2,23 2,02 441 1,64 201
16 4,07 2,20 1,87 4,95 1,54 3.41
17 4,31 346 0,85 4,96 2,23 2,73
18 398 2,70 0,82 4,77 1,9 2,87
19 441 2,09 2,32 4,26 2,81 1,45
20 4,19 243 1,76 5.42 1,56 3,86
X 4,15 2,49 1,68 4,96 1,78 3,18
N | 20 20 20 20 20 20
TpuwiTka: *Cepeni IMaHEHHA 3 npasoi T2 NiBol pyKH
s
/ .
_-"!': | r’fﬂ_ H\‘\ \
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ITPH MUTTERBIH aif

Tecr-oco6a IgR otpumanii 3 Piswaus | Psa pisuus |
eTANoHHOT 00pobku pyk aorapudimin Oe3 3naka 3i 3HAKOM
| npoueaypu 3acobom
1 1,57 2,29 -0,72 2 =
2 1,76 3,51 -1,75 13 -13 #
3 1,53 3.19 -1,66 11 -11
4 1,45 3,53 -2,08 17 -17 |
5 1,26 2,98 -1,72 12 -12 |
B 6 1,18 3,29 -2,11 19 -19 |
7 1,79 4,38 -2,59 20 -20
B 8 2,12 3,15 -1,03 6 l -6 4
9 1,70 3,35 -1,65 10 -10
10 1,91 3,07 -1,16 8 -8
11 2,19 3,29 -1.10 7 -7
12 2,10 3,95 -1,85 14 -14
13 3,06 2,16 0,90 5 +5 |
14 2,10 2,71 -0.64 I ]
15 202 | 277 -0,75 3 -3
16 1,87 341 | -154 9 -9 |
= 0,85 273 | 188 15 -15 7
18 082 | 287 | 205 16 -16
19 232 | 145 | 087 4 +]
20 .76 | 38 | 210 ] 18 -18
Cyma panis (+): 6,0:, Cyma psizis (-): 204,0

[Mopisxiooun MEHBLIY Cymy psiais (6 ) 3 Tabmuurnmu 3HAYEHHAMH 3 Tabnuui
Binkokcona nus n=20 MpH piBHi 3HAYMMOCTI p=0,0] (=37) abo p=0.1 (=69)
baunmo, o nifipaxopane 3HAYEHHS MeHlle TabnuuHoro, a oTxe PI3HHLS €
JOCTOBIPHOIO.
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Tabmmm 7 - Onimxa «FARMOL-CID» (nopisnsinus cepeanix 3uaueHs 1g

peIyKUii, OTPHMAHHX U8 JOCHIIHOTO Npenapary Ta eTanoHHOro npenaparty (EIT)

-

Ouinena ais Cepenne 3uauenns lg peayxuii JIuFmaipHicm
- PI3HHMLII
«FARMOL.- ET1
Murresa ais ClDs H.a. (p>0,1)
3,09 L7

Apumirka: H.n, - ve joctosipua

3rizno Bumor BS EN 12791:2016+A1:2017 Chemical disinfectants and

antiseptics. Surgical hand disinfection. Test method and requirements (phase 2,

step 2) 3aci6 «FARMOL-CID» minxoauts ans xipypriunoi ob6pobku pyk

HAaCTYMHHM 4YHHOM: BTHPaTH B pyku 3,0 oM, CKUIBKH BHMAraeTscs uis

NIATPHMAHHA PYK BOJIOTHMH NpoTsrom 1 xa,

B pesynbrati BU3HaYeHHs ePEKTHBHOCTI XipypriuHOl aHTHCENTHKH PyK npy

BTHPaHHI MPOTATOM | XBHIHHHM BCTaHOBIEHO, MIO 3He3apakyloya Jis 3acoby

«FARMOL-CID» npu MmutTesilf 2ii sianosinac kputepisM edexTuBHOCTI st

3aco6iB, MpU3HAYEHNUX 118 Xipypriuuol aesindexuii pyx.
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3AKJTIOYEHHA

BakTepuinaHa aig 3acoby nokasana Ha myseiiHomy Tect-wrami E. coli K 12
NCTC 10538 y kinbKicHOMY cycreH3ifiHOMY MeTofli, AKHii BUKOPHCTOBYBAIN 1A
BCTAHOBJIEHHS @KTHBHOCTI JOCHIAHOr0 3pas’ky B eKCMepHMEHTAILHHMX YMOBax,
Beranosneno, mo aesindexuiiinmnit 3acid6 «FARMOL-CID» nposiBiss BHCOKY
faKTepHUNIHY aKTHBHICTE Y HATUBHOMY CTaHi 33 YMOBH eKcrno3uuii He mene 30
cex (morapudm peayxkuii E. coli cranosus >5,26 1g).

3a oOTpMMaHMMH pe3y/IbTATaMH BH3HA4YeHHS e(dEeKTHBHOCTI Xipypriuxol
06pobkn pyk BeraHosneHo, mo 3aci6 «FARMOL-CID» niaxoauTs 3riaHo BHMOT
BS EN 12791:2016+A1:2017 «Chemical disinfectants and antiseptics. Surgical hand
disinfection, Test method and requirements (phase 2, step 2». [lns xipypriuHol
0bpobku pyk 3acobom HeoOxijHO BTHpaTH #loro B pyks B 06 emi 3,0 em’ MPOTArOM

1 xB.
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TNepexik aitepatypH

123532006 Chemical disinfectants and antiseptics. Preservation of
-ﬂd strains used for the determination of bactericidal and fungicidal
activity. — Brussels: European Committee for Standardization, 2006. - 27 p.
EN 13727:2003 Chemical disinfectants and antiseptics. Quantitative
suspension test for the evaluation of bactericidal activity for instruments
used in medical area. Test method and requirements. — Brussels: European
Committee for Standardization, 2006. — 36 p.

JICTY EN 12791: 2019 (EN 12791:2016+A1:2017, IDT). 3acobu Ximiuui

aesindixysanbhi Ta anTHcenTikn. Xipyprivni gesindikysansHi 3acobn wis pyx.

Merton BunpobysanHs Ta BUMOr# (eTan 2, Kpok 2).

BS EN 12791:2016+A1:2017Chemical disinfectants and antiseptics. Surgical

hand disinfection. Test method and requirements (phase 2, step 2).
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