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Descriptilrr r.sr,a r,. .lrtoq ol .hediul disirilettents ulkl untileptics

Samplc ID: 516.1,2018 Samplingdaie:6.7:018
Rep Nor 95 Sarnple delileredi l:.7.:018
SampLe name:J]\CLORi' Testingdare:3.10. 2:1.10.2018

Sampied: by client Delilered amount. 250 tabs

Sampling pointi Romdezimed Production SrI-. Sxcclc. Braso\. Ronlania Batch No: 25

CLjentr Romdezimed Production SrL. Sector 5. Bucurcstl, Romania Page: 2

Sublect oftesrinE:
Dctcn mtion of -vcobactericidal and nrbercukrcidal acti!ity ofthe producr

Identificatun of lhc sarnplq
\,ne o ,efr',J,.r J \Cl OR'
R,r.h n,,nrhir: 25

I)are ofmanufacturc: 20-06 2018

Expry datei 20-06-2021
\'lanufacxn €ri Romdezjmed Production SrL. Str. Sg. N{aj. \'llsile Topliceanu Nr. I 6,

Sechr 5, Bucuresd, Romania

lncoming datc: 12.7.2018
Storage condilions: slaled b-v fie ,nanufaclN.r
Actlve compounds and concenlmtions:
Diclloroisocranumte sodium salt dih-vdrate 78 9'o (CAS 51580-86-0. CE 220-76;-i)

l-{!9!!llt9!!!1!a Testing of disinfecting eflicienc} of ch€nrical disinfectirg and
antiseptic rgents b! suspension method
SOP lvl-19-00 1E\ 1.+3,+8:200i)

P.riod ofanalr-sisr l.l0 1.1.10.2018

Tcn lemperature: 20'C , 1 'C
Tcst method: mcmbrare tihration meihod
Filtratior dilucnt: rinsing liquid
Product dilucnt: hard \alcr
Appexrance ofthc producl: \Lhile lab
Tes! concenrrarionr I 1ab,2 l. 1 tab,l I (l tab = 3.629.1 g)

Conlact time: 30 min and 60 nin
Inl.rtering subslances: 0.3 g,l USA (.lcan condllions)
Tcsr organisnN: It'-col)dck-iu d\nm ATCC 15169

Mlcobd(teriun teia? ATCII L 5l-i5
hcubation conditions: 3r 'C + 1 'C. l1 days

L. Pr.paration oftest suspension
L Pr.paration ofprcduct test solulions
3. Quantndfic suspenslon tesr
,{. Incubdtion and caLcularion
j I \f..,. " , d'rd .n.ernr< . o.ol e.r.

\oie:
X{}robactericidal acti\ity the capabilil-v ofx product to produce a reduction in thc lurnber of liable c€lls of
tt)Lahaaernm tume and M),cobn.teriuh dtil\ lnder deilned co.ditions b-var lcasl a'1Lg reduclLon (Lrrl.
lub.rculocidal acli\it-v - the capabililv ofa producl to produce a reduclion in thc number of viable cells ol
M!-.abdcn t, terrde tnder defined condrdons by al lcasl a,1 19 reduction 1L0r)
R = N0, N" or lg R = lg N0 19 N. Ihe reduction in riabilily

Thc standard:
El'i t,13,r8:1005 Chcmical dislnttctanrs a.d xntiscprics Quanlrmrive suspcnsion lesl for the elsluation of
nr-cobactericidal activry of chcnicaL disinfeclan$ fie medical area including nlslrunent disinfeclants - Tcst

mcrhod and requlrernen$ (phasc 2. slep 1) Januan 2005

.t-



Descrip!@! Iss/i,g r,. er,cd.r afche n.dl dhnfacta ts a d antiseptns

Sample TD: 5164,2018 SanPling dale: 6.7.2018

Rep No: 95 Samplc dclj\cred: 12.7.2018

Samplc name:JACI-OR@ Tcslingdatcr 3.l0. 2'1.10.2018

Samplcd: b-v c1ieff Dclircrcd amoum: 250 ubs
Sanplingpoint: Romdezi,ned Productun SrL. Sacele, Braso!. Rorna.ia Batch \o:25
Clicnt: Romdezimed Produclion SrL. Scolor 5. Bucxresli, Romania Page: 3

The Numbcr ofCFU in the rested producli <l0r CFUIg

i. Tesring lhe el}jc^cy of chcmjcaL disinfectant JACL0FE on M)'(.abddeiun rrnrn ATCC I5769

Tab No. LL Verification of 20 'C. clean conditions
vrlldation of $rpenJion (r\,,) \:andalion ol selectd

exp.nni.nlal.ondnio.s rAl
M.mbranc fillration conlrot

56 72

i1 7_1 82 6l

x l\e!

Tab No. 1.2 Test suspensi

2. Testing the efficacy of chemical disinfectant JACLOR@ on Mycobacterina tetae AT CC l5'7 55

Tab No.2.2 Tesr suspensi

ACLOR@

Ro

Note: V": value is the number of ctu per ml, o = average V"l a V", (1. + 2. duplicaie V. values), N = rhe number
ofcfir/ml ofthe tesl suspension, N0 = the number ofcf ./ml ofthe test suspension at the begifling ofthe contact
time (tilne,,0"), N,: the number of surviving bacteia per nrl h lhe test miaiule ar the end ofthe contact time and

befgre the membra,ae filtration, N" = the number of cfird of the test suspension fm vaiidarion, N,0= the number
ofcfi.L4d ofthe test suspension in the mixtue A,B,C at the beginning ofthe contact time (time ,,0"), A,B,C = the

mrmber of surviving bacieria per ml in control tests (A experimental conditions control, B membrane filtration
validation, C method validaiion), R = N0 / N" or lg R = lg No - 19 N the reduction in viabiliiy

\ 'I ei suspeDion l\r(nme 0)
lgNr le Nrl! = ls 8..18

26

Tab No. 1.3 Testins the efficacy ofclemical disinfectant JACLOR! on dIi&n ATCC 15769
le N,=

Lg (o" x l0) (lg N! = lg 8.,18)

> 5.33
<3.15 >s,33

Tab No. 2.1 Verification of l0 "C. clean condilions
valrddnrn ol susf cnsl.n {N,.) vrlidlrion .r scLe(ed

expe mnalcoDd''j(NiA)
MembEne ElFation conltul

5l lll

ili€s l"o Iro

N le$ $rpe.sio. N.(rime l]l
lg \, = lg N,l0 = L-c 8.19l0i

2l
x lYes l.o

Tab No. 2.3 TestinE ihc efficacv ofchemical disinfectant JACL0R@ on /.rl.de AICC 157
lc N":

ls {@, r 10)

lgR
0s N!=ls 8.29)

> 5.11
t0' <3.15 >5.11



Dcscripliqt rlrrnA d?e .1,La.] d &eni.al dis"ll!.la ts antl o,liseptits

Sanplc ID: 5164,2018 SanDling date: 6.7.2018
R.p \or 95 Sanple delivered: 12.7.2018
Sample namerJACLOR" Tcsljng date: 3.10. 24.10.1018
Sampled: b_v clienl Dcli\ered amounr: 250 labs
SampLing point: Romdezirned Producdon SrL. Sacel.. Blasor, Ronania Balch No: 25
Clicn1: Romdezined Production SrL. Sector 5. Bucuresd, Romanir Pagc:.1

3. Evaluaiion ofm-vcobactcricidal and lubcrculocidaL acrivil,v oflhe produc! JACt-OR@

Tab No 3.1 The eilcac-v ofchemical disinfectant J-{CLoRa on rest strain mycobacl€ricidal and tubcrculocldal

l,Iote: \',: \,aiue is the nunrber ofcfu per ml. o = a\cLage Vir a V,: (t. :. duplicaie \r. values). N = thc nun$.r
ol clunnl olthe test suspension, Ni = the number ofcln,ml ofthe tesl suspension at rhe beginning ofthc coniacr

rime (rlme,,0"), N" = the nunrber of sunivnrg baclcfla per ml in the lest mix re at the end ofthc conlact time and

bclbre lhe membmne fiLlralion. \" - rhe numbcr olctu,mL ofthe test suspension for valid{tion. N,o= the number
of cluml ol the test sxspension in the nixure A,B.C at the beginning ofthe contact linre (limc .,0 ). -{,B.C : the

numbcr ofsurli\ingbacieriaperni incontrol tests (A cipcdm.ntal conditions controL,ll nrembmnc llllmtion
valid{doD, C ncthod lalidalion), R: Nr I Ni or Ig R = lg \i lg N. thc reduciion in liabilil}

Prep.,r.! o): I' L I \. lv- r o J. l"b l(ctnr. -

\lvcobactefcdrludtuberctrliiddili.llvitvof lh.pLodnclLL\ 111,181005)

l'a

lgR

,Vrrrra.r./irr rrlrrl AICC Iii6! 2l 30

,Yr.,!,. rs,ix,, r.rr..\lCC 15755 20

,t:h.,lr.r.,rnm rrn,,,  T(l(l I -i169 20 60
,L,.raa.ril, r.r,rc ATCC 15r55 20

\
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Dcscriplilq r.rrD.q ,rd .rcdtr, of(h.ni(ol di:inl.iafi\ dnd d ti\e?tic\

Samplc ID: S164,2018
Rep No: 95

Sample name:JACLORT
Sampled: by clienl
Sampling poinl: Romdezimc.l Production SrL. SaccLe. Braso\', Rornania
t ll.ntr Romdezimed Produclion SrL. Seclor 5. Bucurcstl. Ro ania

Sampling date: 6.7.2018
Sample delivered: I 2.7.2018
-lesring 

dater 3.10. 2:1.10.2018

I)elivered amount: 250 tab,
Balch \o:25
Page:5

I crp4Elilq
Resuhs oftcsts arc in Tabs.
Accordmg ro EN 1.13.18:2005 the tesred product JACLORT, barch No: 25, ln the concentration I mb,2 l. diluted in
hard 

'!drcr. 
and in fie conract lime l0 min and in thc concenradon I tab,3 I, dlluted in hard $ater. and in the

conmcL lime 60 min under clean conditions al lcmperarure :0"C+ l'( bv the ,nembrane fihr{tion method
decreased thc number of yiable cells of n/!.ol,a./erium arnLn] AICC 15169 and M,-col).tcrctnn rd,1re ATCC
15755 by ar least a.1 1g reduclion.

Conclusionl
Thc prcduct JACLORa is capable ofreducing thc number ol \labLc nr-cobactcial cclls ol th. rcl.lam organisms
undcr dclined conditions !o the declared valu€s, and conscqucnrlr-. nray bc callcd nlcobaclcrlcidal and

30.10.2018. Hodonnr ?*
Ing. Barbora

(.1)l)
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