SthLhUULUL APLNREUSHPN - SLUUL dUUULULUSNR3S*

Lwybjus N 1
«FUMIP-LUHUY-2022-88» dwdlwgpny hpwybiph

Uypwipp™

hpwytipny
Uwfuwint
ujwd
swihwpwd
th
hwdwpp

qunuiubiph wjwuny
twfuwwnbujwd
dhguitighy
Swdlwghpp' pun
SUU nwuwlwpqdwt
(CPV)

wujwunwip

wuypwupwiht
ugwp, dwlhgp L
wpunwnpnnh
wudwunwdp

wbluthywyuw punpwghpp

s/d

dhusdnph
ghup/<<
npwd

punthwunip
ghup/<< npwd

duwunwywpwpdwu
punhwunip
pwuwyp

hwugku dwdlybinnp

33691166

Punipnyh dhgwijuyp’
prh$hnnpwlyntiphwubph wabkgdwu hwdwp

Uhowyuwjpp twfuwinbiujws E phhnnpwlyinbiphwubph puqdwehy whuwlubph Ynguhdwugdwu b
wwhwwudwu hwdwp:

Pwnwnpnupniup’ uiqbihth wwulntwwnhl hhapnjhquin, fudnphswiht dqyuwsdp, qyntyng, wlnnqu,
ghuwbih, uwwnphnuwh pinphn, dddpwppywiht duqubghnud, wulnpphtwpeent, pwgwiuwepeywjhu
Uwwnphnud, wgquwp:

Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhht, punhwunip
dwdybnp' ujwqugnyup 3 nwph, gnpdwpwlwht hipdnhl hwebpwynpdwdp b gnpdwpwuwhu
whunwwynpnwing (hwdwdwju ISO 18113 gwpph unwunwpunutiph wwhwugh), 0.25 - 0.5 Yq
Yonqwdpttinny: Mwpwwnhp b’ fudpwpwtwyh dwdlwghpp, wpunwnpnn Yuqiwlbpyniejwl
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhnwutihnyejwt dwdybnh
huwnwly upnwiubipp: Laqwsd | in vitro Yhpwndwl dwuht Ugnudp Yuid unyuwywtwgdwt jpugnighs wy|
dhengubin, on." Ywwnwingwht hwdwn, wypwtph hwdwn: fudpwpwtwlu wdpnnontejwdp |huh
dhwinbiuwl (dwdybnh, wpnwnpnnh b hwpbipwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg
fudpwpwwyht ubpywywgynn npwlh hwdwuwnwghnp, gnpdwntwlwl puniewgptiph thnpdwpuunipejwl
wnryniupttin: Upinwnpniejniut niubtw ubpppwsd npwih junwywpdwl hwdwlwpg' npwyht
ubpyuywgynn dhowqguiht hUO unwunwpnbiphtt hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd
IVD):

g
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p. bpluwt, HUwyw, 37
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Uhowwjp dwupkubiph gwpdniuwlyniejniup
npnobint hwdwp' Motility medium

Luwfuwwnbudws E Funbipnpwlnbphwubiph unyuwjwuwgdwt bywwnwyny gwpdniuwyniejwu b
ququnwowgdwu hwwnynipniubiph nunwtwuhpdwt hwdwp: Hnuwgnyu hndngbiu thngh £
Pwnwnpnipniup’ 1000 U] ywwpwuwnh dhowdwypnud.

dpunhh (Yuiqbhth) wubyptunhl dqusp - 10 ¢

Uuwjhtu jndwdqnip - 3 g

Lwwphnuh pinphn - 5

Uqup-3.5-4q

SS£-0.05q:

Owfuup' 21.5 - 22.05 g thngh dhgwiwjp 1000 ) pnpwd opht (TM media, Himedia, Thermo Fisher Scientific
Yuwd hwdpdtip):

Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnieniu dwnwlwpwpdwl wwhhu, punhwunip
dwdlytinnp' ujwqugnyup 4 niwph, gnpdwpwuwiht hipdbwnhly hwpebpwynpdwdp b gnpdwpuwtwihu
whwnwlywdnpnuding (hwdwdwyu ISO 18113 gwpph unwunwpwnutiph wwhwugh), wnwybwgnyup 0.5 Yg
Yonqwdputipny: Mwpwwnhp bb* fudpwpwtwlh dwdlwghpp, wpnwnpnn fuqiwlbpuniyejwl
wuywunwiu nt hwughiu, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhnwutihnyejwu dwdytnh
huwnwly upnuubipp: Laqwsd | in vitro Yhpwndwl dwuht Ugnuip Yud unyuwywuwgdwt pwgnighs wy
dhgngubin, op." Ywwnwingwiht hwdwn, wwpwph hwdwp: fudpwpwtwlu wdpnngniejwdp |hup
dhwwnbiuwy (dwdybnh, wpnwnpnnh U hwpbipwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg
fudpwpwtwyptu ubpywjwgynn npwlyh hwjwuwnwghp, gnpdwntiwlwl puniewgptiph thnpdwplunipjwl
wpryniupbip: Upinwnpniejniut niubtw ubpppwsd npwyh junwywpdwl hwdwlwpg' npwyht
utipyuywgynn dhowqguiht PUO unwunwpuubipht hwdwwwwnwufuwu (ISO 13485, 9001, CE U/ywd
VDY

Ug-

Lwdwdwjuwgnh Yupdw
wuwhhg 45
0.50 wofuwnwupuwht opdw

pupwgpnud:

p. bpluwt, HUwywu, 37




hpwytipny
Uwfuwint
ujwd
swihwpwd
th
hwdwpp

qunuiubiph wjwuny
twfuwwnbujwd
Uhguiighl
dwdluighpp’ putn
FUU nwuwlywpgdwu
(cPV)

wujwunwip

wupwpwjht
ugwp, dwlhgp L
wpuwnpnnh
wujwunwip

wbluthywyuw punpwghpp

s/d

dhusfnph
ghup/<<
npuwd

punthwunip

Ghup/<< npwd

punhwunip
pwuwyp

duwunwywpwpdwu

hwugku

dwdlyinp

33691420

B. cereus-h wétigdwt PEMBA dhowywpn'

pwghinw ghipbinw wgqwph hwdwp
hwybinuing

Lpwlwqdp punugws k Yhg hwybdws 1.1-nwd pipdwéd wwypwupubiphg, npnup twfuwnbudws G B.
cereus-h punpnnuluwt wébgdwu hwdwn:

Quihwpwduh ghtp duwynpynud £ hwdbpdws 1.1-h wypwiptbph pughwinip wpdbph
huwstipugnufuipny: Cwdbws 1.1-p hudwpgaud E quugpt Yh whpwdwtbih dwu: Fudwl

ell WK F

PR hiwtndmd + 1 Swu dwdlbnh fug PR

Yugnygny Jwé ynipwpwitiggnip di h fudpwp
i Ywpwpnudp whwnp £ ppulwiwgdh dhwutwlut: Uwutiwygh llnn-‘hs thwllhmhnhs
Jnipupuibgniph Suuny qught 5 bl uby llumu ) | P

tupwltintiphg nplp dkh dniht wihwd fuwtnipyut (wwhwlgynn funnipinip Bw"w'm
L l.uul.l) qhwpnld hwjnp umjll swihwpwduh pn[np Gupwlbwnbph dwuny depdymd k:
| wypwtiph wzhy-wupwtipugpbipp whinp | ubpluyugybl hwduy fuwt

hl.ul[hu[ul&] 1 nui pbpywé wypwupubph gwulh:

Inwluwqd

1.00

p. bpluwu, Y.Uwywu, 37
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YUnphutipwlwnbiphwubiph wébkgdwu L
hwjinuwpbipdwu <njih dhowdwyph hhdp

<ndngbit pwg-ntnuwyniu thngh k, bwhuwwnbudws Ynphubpwlnbphwubph punpnnuwt wébgdwu
hwdwp:

Pwnwnpnipniup’ 1000 ) ywwnpwuwnh dhowdwypnud.

Ykunwuh hjnwdwdph whuwwnhly dqusép 10 g

Uuwjhtu dquwdp 10 g

Lwwphnuh pphn 5 g

Uquwip 15q:

Muwnpwuwnh dhowywjpp wwhwugnu £ 5% wpjw b Ywihnwh nbniphnh wybjwugnud:
Mhwnwbihniejwl dwdljbnp’ wnuduqu 70% h wnuwjnye)ni dwinwwpwpdwl wywhht, punhwunip
dwdybnp' ujwqugnyup 2 nwph, thwpebipwynpnup’ hbpdbunhly hwlws, wnwybjwgnyup 100
qpwidwung mwpwubkpny:

Owfuup' 40 g thngh dhowyuiyn 1000 d| pnpwd ophu:

Lwdwwwwnwufuwuh npuwyht Ubpyujwgynn dhowqguiht hUO unwunwpuubipht b/ jwd niubuw npwyh
hwjwuwnwghp (wpwnwnpnnh Ynndhg fudpwpwuwlht ubplwjwgynn hwjwunwghp): ludpwpwuwyp
wdpnnonipjwdp |huh dhwnbuwy (dwdytnh, wpnwnpnnh b hwebipwynpdwt wnnwing):

g
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p. bpluwt, YUwywu, 37
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h$ptinhuyh hwpnighsutinh
pnwduniyejwl npngdwt wquph hhdp
(Eltyh phunh hpwlwtwgdw hwdwp)

dptiphwih hwpnighsubiph pntiwduniejwl npndwl wgwph hhdp: Pngbiudwl quugywsd k, npp
wwpniuwlynud £ hnpph nintinh dqywdp, nwdwnph upnp dqywdp, bwwnphnwh pinphn, bwwnphnwh
Yuppnuww, wquwn: Mwnpwuinh dhowdwjph dbg wubiwnhly wybjwgynid £ dhnt Ywd fungnp ingpwiynp
wtwuntuh ghénwy: Mhunwubhnyejwt dwdlybnt wnudwql 70%-h wnlunieniu dwnwlwpwpdwl
wwhht, punhwunip dwdybnp' ujwqugnyup 3 wwph,

qgnpdwpwlwihu hipdwnhy thwebpwdnpdwdp b gnpdwpwuwiht wyhunwywynpnwng (hwdwdwu ISO
18113 gwpph unwlnwpwntiph wwhwugh), wnwybwgnyup' 0.25 Yg Yondwdpny: Mwpunwnhp bu*
fudpwpwwyh dwdljwghpp, wpunwnpnn fuqiwlbpyniejwt wudwuntdu nt hwugbl, wpnwnpnnh
Ynnihg wpunwnpdwt wduwpyh b wyhunwubihnyejwt dwdytinh hunwl ugnwiubpp: Ladwsd kin vitro
Yhpwndwl dwuht tgnudp Yud unyuwlwbwgdwl jpugnighs wyp dhongubin, op.' wwnwinguyht hwdwn,
wwpwuph hwdwp: udpwpwuwlu wdpnnonipjwdp |huh dhwnbuwly (dwdltinh, wpnwnpnnh L
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwlwuwnwghp, gnpdwnlwlwl puniewgpbiph thnpdwplniejwl wpryniuputip: Upnwnpnygynut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwnpg' npuyht ubipywjwgynn dhowqquihtt hUO
unwunwpuubipht hwdwwwwnwutuw (1ISO 13485, 9001, CE W/ywd IVD):

g

0.25

p. bpluwt, HUwywu, 37
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Lpwluwqdp punugws k Yhg hwybdus 1.2-nud pipdué wwpwupubinhg, npnup twiuwwnbudws Gu
Uunignn dhowduwypp bwhuwnbudws b Yuuwpwiwlwu wnyehg diuhuquynytph wugwwndwu b
wébgdwu hwdwp: 5
Quipuipwdth ghtip Buwnnpdnd | hubidws 1.2-h wwpwbptibnh pnhuwtinip wpdtph S
hut s, I: Cwdbidws 1.2-n hwdwndnud E atwht bh wirwdwbb . 2 Cwdwawil Upduwil
Ubbhquinlusht waui' (undhghl e Attt T oo S I I o
{ugnygn WS Jnipwpwiuginip jwpwy YGwnp udpwp! ur g wwhnpg
6 33691420 h| h duiy U nbi ] 1.00
e naomim Suunulguapney wtunp & oo dhustalyuts: U wutastioh onshg Ebulfantihg i S| wouwnutpugh opgu
upyu wybnuin
" " ! Jnipupwitiginiph dwuny quwght guipy subpluyuguby lluuf“. Yuywgy guipljutipnid 3 pupwgpnui:
tupwltintiphg nplp dkh dniht wihwd fuwtinipyut (wwhwgynn funnipyniup, pwtiwlp 5
b wyju) qhwpnld hwjnp umj!l swthwpwduh pn[np hhpwhhmhph dwuny dkpdymd k: o
u jupwpynn wyyputiph wizhy-wuputipugpbipp wyhnp | ubpluyugybl hudwyy fuwt
hubwd 1.2-nud plipyud wypwiipbiph gutiy}
Lpwhwqdp pwnlugws E Yhg hwybigws 1.3-nud pipdwd wypwupubiphg, npnup bwfuwnbujws Gu
utunwdpbpph U Yihuhlwlwu ujnyeh udnipubipnud jpuhthwubph hwpunwgdwu hwdwp: ~
Quithwpwduh ghtp Ghwynpynd £ hwybjws 1.3-h wuypwtpubiph pinhwunip wpdtph i
3
hut 5 I caudbidws 1.3-n hwdwndnd F atwih h whrmdwbb .
dustiugnggnd foduas |50 hastininud | s snugunib whpucbih duw 8 bt 3| comtuduugn upduy
{ugnygn Ywo jnipwpwtginip jwpwy YGwnp judpwp! |
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7 33691420 nuhtihnquyhls utileynhy winguuh Swinwl dp whinp & ppulutiugdh dhuutwluy: Uwutulgh Ynnshg bupulbnbphg nuiluqd 1.00 prd tauhhg
hhdp" hwybnwing ST L . wifuwnwupwiht opduw
ypuipwtigyniph duuny qhught wewguipl subpyupugting, Yund beplwyugdws wnwowplibpnus E N—
bupwlbinbphg nplih dbyh dnuuhts whhund fuustintpyuls (wuhwligdnn funnyeynitp, putialo 2 fpgpne
b wyju) qhumnl.d hwjnp umjll swihwpwduh pn[np hllpluhhlnhph dwuny dhpdl{nuj k: L
a
u jupwpynn wyyputiph Cwizhy-wupuipugpbipp wyhnp | ubpluugybl hudwyy fuwt
hwybws 1.3-md pepjwé wypwupubph gwulyh:
Lpwlwqdp pwnlugws E Yhg hwybigws 1.4-nud pipduds wwypwupubphg, npnup bwhuwnbudws Gu
utunwdpbpph U Yihuhywhwu unyeh udnipubipnud |hunbphwubiphh punpnnuyut webkgdw b wpwg
hwjinuwpbipdwt hwdwp >3
Quithwpwduh ghtip Suudnpdnud £ hudbidus 1.4-h wwpubiptibph pighwtnig wndbph 5
hutipwgnudupng: Cwidws 1.4-p hudwpynud | qught wnwgwplh whpwdwbbih dw: Hudwt 2| contwdubugnh updu
OXFORD hhd bnhwlb PRSI hwtdus sann o f A PR 3 hha 45
8 33691420 waquwnh hQ‘IhU‘“ nphwutinh jugniygny Yuwd ynipwpwitigneg Jupuwy h fudpwp: il gy 100 2 wuwhhg
wbkgdwu hwdwp® hwybnwing ] Yupwpnudp whwnp k ppuluiwgyh dhwutwlwi: Uwutwygh l|nrlli|19 hh’awlﬂimhphg 5 wfuwwnwupwiht opw
mipuspgmh Gusur G wnswpl Splupugbbn, Yud eptuyug suiplupnud 3 nupwgpnu:
bupwlbnbphg nplih dblh dnuuhts whhund fuutinipjuls (wuwhwligdnn funnyeynitp, putialo 5
b wyjn) qhuwmd hwjnp umj!l swihwpwduh pn[np hllplulﬂ:lnhph dwuny dkpdymd k: =1
d jupupynn wuyputiph Cwghy-wuyputipugntipp whinp | ubpluyugybt huduy fuwt
hwybws 1.4-nd pbpjuwé wypwupubph gwyh:
Lpwluwqip punugws E Yhg hwybjwsd 1.5-nud pipdwd wwpwuputiphg, npntp bwfuwntiujws bu
ubunwdpbpph U Yihuhywlwu unyeh udnipubipnud jhunbphwubph punpnnuiwt webgdw b wpwag
hwjinuwpbpdwt hwdwn: >
Quihuwipuidth ghtip Awnpdnud k hubidus 1.5-h wuputpbbph pinhwbinig wpdbph E
hubpugnufupnd; <udbyus 1.5-p hudupdnud k qbushl wnuwgwph wpwdwbbh duo: Hadul 2 | Cwnwdugbugnh updui
PALCAM hhd tinhwt PRSI hwtdus i, f A PR 3 hhq 45
9 33691420 wquwph hgmum nhwubph jugnygny Jupwpwgnp Jupur h fudg it g 100 2 wuwhhg
wétigdwu hwdwp' hwytiinwing i Yupwpnuip wkwp k hpwlwiwgyh dhwutwywi: Uwutwygh qnqdhg bhpwqhmhphg o wluwnwupuwht opdw
Jnipwpwitiginiph dwuny qwght guipy subpluyuguby lI“""'L. Yuywugqus guipljutipnid 3 pupwgpnui:
btpuluntihg nplh delh dnuhts whhud fuwtintgeyurts (uhwbigynn funniesnitip, purtiwlp 5
b wyju) nEypnid hwynp unyt gwhwpwduh pnlnp hhpmqubph dwuny dhpdl{md k: a
U Ywpuwpynn wypwiph Swahy-wypwupwgptipp whnp £ ubpluyugyt hwdwy fuwt

hwybws 1.5-mud pipwé wypwipubph gwlh:




hpwytipny
Uwfuwint
ujwd
swihwpwd
th
hwdwpp

qunuiubiph wjwuny
twfuwwnbujwd
Uhguiighl
dwdluighpp’ putn
FUU nwuwlywpgdwu
(cPV)

wujwunwip

wupwpwjht
ugwp, dwlhgp L
wpuwnpnnh
wujwunwip

wbluthywyuw punpwghpp

s/d

dhusfnph
ghup/<<
npuwd

punthwunip

Ghup/<< npwd

punhwunip
pwuwyp

duwunwywpwpdwu

hwugku

dwdlyinp

10

33691420

ALOA ppndnghit wquwph hhdp
|\huinbphwubiph wékgdwu hwdwp (wgqwnph
hhdp punn Ownwydhwuh-Ugnuwnhh)'
hwytnuiutipny

Lpwluwqip punugws E Yhg hwybjwsd 1.6-nd pipdwd wuwypwpttiphg, npnup bwjuwwnbujws Gu
uttnwdptipph U Yihuhlwlywt unyeh tdnipubipnud hunbphwubiph punpnquywt wébgdwt b wpwg
hwjinuwpbpdwt hwdwp

Quithuspudth ghtp aluudnpdnud & huyduws 1.6-h wuypuiipuliph pinhuting wndbph
hwupwgnuiwpny: <wybpws 1.6-p hwdwpynid £ quwht owpyh wupwdwubih dwu: Yudwy

Jugnygny Jwé ynipwipwitigyniy Ytwnh fud it

jupupnudp g £ hpwlwtiugih dhuwutnulut: U wutiulgh Ynndhg Bupwlbwnkphg

" b b uknl N
h dwuny quuf ....‘..,.7.'1“"’..,31 puply

li'ulaullllﬂ"lilllw"I‘llhl“illh hts wishwd unupjuts (wuhwbigynn funnipynitip Bl"'"wlln
b wyjr) qhummd hwynp umjh swthwpwduh pnlnp hhpmqhmhph dwuny depdymd k:
d jupuwpian wupwiiph Cwzhd-wwpwiipugptpp whnp kubpluyugdb huduy fuwt

hadbidws Endud otbnh awbbh
TR 1.6'““’., L) L = Ll -4 A

5, 1

Inwluwqd

1.00

p. bpluwu, Y.Uwywu, 37

Lwdwdwjuwgnph Yupdwu
wwhhg 45
wluwnwupwiht opdw
pupwgpnud:

11

33121270

SCDLP wpquitwyy' Sphujwnhly unjwjh
\ighinhuny b inghuny wipquiiwy

<bnnuy dhowdwin b bwtuwnbugwsd uwthnwpw-dwiupbwpwiwlw, wyn pynud Ynudbiphly dhongubiph
dwupkwyht pwnupldwt npnadwt hwdwp: Pwnuinpniejniup’ juqbihth hhnpnihquin, Yeunwh
hjnwdwdph whwwnhy dqwdp, uwwnphnwh pinphn, Yuipnwh $nudwn, nbipunpng, [Eghunpt,
wnihunppwwn Yud ngdhu 80: Mhunwubihniejwl dwdlbnt wnudwqu 70%-h wnlwjniye)niu
Jwunwlwpwpdwl wwhhb, punhwun dwdybnp' ujuqugnyup 4 nwph, gnpdwpwlwiht hipdanhly
thwpbpwynpdwdp b gnpdwpwtwiht whnwlwdnpnwing (hwdwdwju 1ISO 18113 gwpph unwunwpuutiph
wwhuwtgh), wnwytwgnyup 0.5 Yg Yondwdpny: Muwpwnwnhp bu* udpwpwtwlh Swdywghpp,
wpuwnpnn fuqdwlbpyniejwt wudwunwiu nt hwugbl, wpunwnpnnh ynndhg wpnwnpdwt wduwpdh b
whwwubhnyejwt dwdlytinnh hunwly upnwubipp: Laws £ in vitro Yhpwndwl dwuht ugnuip Yud
unywlwbwgdwl pugnighs wy| dhengubin, on.' wwnwinguyht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwnbuwly (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnuwiny)
b niubtiw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwwuwnwghp, gnpdwnuwljuu
punipwgnbiph thnpdwptiinyeyw wpryniupubin: Upunwnpniejniut niubuw ubpnpdusd npulh
Ywnwywpdwt hwdwlwnpg' npuyht ubipyuwjwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

g

0.50

p. bpluwt, U wyw, 37
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TCBS wqup

Luwfuwwnbuws  funitipwgh bW LUS-dhpphnuutiph wugwwndwl hwdwp: hpkuhg ubiplwjwgunud £
nbinuwyniu Bpwugny thngh: Mwpnawynd £ 4wt wyniph hhnpnihquin, fudnphsh dqwidp, uwfuwpnqu,
uwwnphnwh ghunpwwn, Bpluph ghnpwwn, tnnt ypbwwpwn, bwnphnwh phnuny$wn, Uwwnphnuh
pinphn, ppndphdniught Yuwnyw, phinuiht juwnyn b wqwp: Mhunwtbhnyejwi dwdybint wnujwqu
70%-h wnywjnypnit dwnwlwpwpdwl wwhht, punhwunp dwdybnp' bjuqugnyup 3 niwph,
qgnpdwpwlwihu hipdwnhy thwebpwdnpdwdp b gnpdwpwuwiht wyhunwywynpnwng (hwdwdwu ISO
18113 gwpph unwlnwpwnutinh wwhwugh), wnwybjwgnyup 0.25 Yq Yonwdpny: Mwpwnwnhp bu*
fudpwpwwyh dwdljwghpp, wpunwnpnn fuqiwlbpyniejwt wudwuntdu nt hwugbl, wpnwnpnnh
Ynnihg wpunwnpdwt wduwpyh b wyhunwubihnyejwt dwdytinh hunwl ugnwiubpp: Ladwsd kin vitro
Yhpwndwl dwuht tgnudp Yud unyuwlwbwgdwl jpugnighs wyp dhongubin, op.' wwnwinguyht hwdwn,
wwpwuph hwdwp: udpwpwuwlu wdpnnonipjwdp |huh dhwnbuwly (dwdltinh, wpnwnpnnh L
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwlwuwnwghp, gnpdwnlwlwl puniewgpbiph thnpdwplniejwl wpryniuputip: Upnwnpnygynut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwnpg' npuyht ubipywjwgynn dhowqquihtt hUO
unwunwpuubipht hwdwwwwnwutuw (1ISO 13485, 9001, CE W/ywd IVD):

g
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p. bpluwt, HUwyw, 37

Lwdwdwjuwgnh Yupdw
wwhhg 45
wigfuwnwiipwiht opduw
pupwgpnud:




hpwytipny

qunuiubiph wjwuny

Uwfuwint twfuwwnbujwd wuypwupwiht dhwgaph dwinwlwpwpdwl
ujwd dhgmhghq wunudp ugwp, dwlhgp L bl pngpuwghnp o ahp/c< punthwunip punhwunip
swihwpwd|  dwdlwghpp' pun wpuwnpnnh ghup/<< npuid pwuwyp
uh | QUU puuwlupgdut witwtnudp rinud
hwdwpp (CPV) hwugtu dwdlyinp
Lpwlwqdp punugws § Yhg hwybdwsd 1.7 -nud pipdwd wwypwupttiphg, npnup twuwwnbuws bu
Legionella pneumophila dwupkh wébkgdwt hwdwp: -
Quipuipwdth ghtip duunnpdnd & hubidws 1.7-h wwpwbptibnh pnhuwtinip wpdtph o
Lbqhnbbuaaph wétigiuls husdurn o i D Sl ot Wb 2| cuntwtupugnh updut
niptipwgywsd wdfuw-npndwh wqwph b Y ST T S Lo SR = =1 whhg 45
13 33691420 P tﬁ; n?ihmpnr[h:lhjg " q’:lmd;‘bp';‘h ol dp wbing & prulutugih dhutuy :LUwuhwl{‘gr E{nqdhg hhpwllhmhp!l?L . Iwluiqd 1.00 : wztum;‘wbg?ujhu ops
e mupuaputgnuph duund s wnwgunl subplughy b Ubplyuigiud wnuisurl E I
tupwltintiphg nplp dkh dniht wihwd fuwtnipyut (wwhwlgynn funnipinip B“"‘“"IE 2
b wyju) qhwpnld hwynp unyt swhwpwduh pn[np hhpwhhmhph dwuny dkpdymd k: 2
u jupwpynn wyyputiph wizhy-wuputipugpbpp wyhnp £ ubpluyugybl hudwyy fuwt ¢
hwybwsé 1.7-nud pipjws wypwupubph guyf
Luwfuwwnbudws £ Yuphg b upuwdetipphg Enterobacter sakazakii dwupkh wugwundwt b
wnwppbipwydwy hwdwp (hwdwdwju SOUS hUO/(3U-22964-2013 wywhuwugutiph): Owfuup 1000 di-h
hwdwn 30.75 gpwd: Pwnunpniejniup' jugbihuh $pdunwinhy hhnpnihquin 7 g, fudnphswiht dqywdp
3 q, uwwnphnuwh pinphn 5 g, bwinphnwh nbiqopupfunjwn 0.6 g, 5-ppnd-4-pinp-3-hunnihy a-D-
quniynyhpwunghn 0,15 g, pjnipbinuyht dwunwlwgnyu 0.002 g, wqup 15 g: Mhunwubhniyejwu 55
dwdybnt wnudwqt 70%-h wnluwjnyenit dwnwlwpwpdwl wwhht, punhwunip dwdybnp =
ujwqugnyup' 4 nwph, gnpdwpwlwiht htipdawnhl thwebpwynpdwdp’ wnwytjwgnyup 0.1 Yg _i:’l Lwdwdwjuwgnph Yupdwu
14 33601163 Enterobacter sakazakii tnwppbipwldw Yondwdpny b gnpdwpwiwiht whunwhwynpnuing (hwdwdédwju 1SO 18113 wpph unwunwpuubph ™ 0.10 ? wwhhg 45
(ESIA) wquwip wwhwgh): Mwpuwnhp bU' fudpwpwwlh Swdlwghpp, wpnwnpnn Yuqiwlbpynyejwt wujwunwu ny o wluwnwupwiht opdw
hwughl, wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh b whunwubihnyejwu dwdltinh hunwy JE pupwgpnud:
ugnudubipp: Lodwd £ in vitro Yhpwndwt dwuht ugnudp ud unyuwlwuwgdwt pwgnighs wy dhongubin, 5
on." wwnwinguiht hwdwp, wypwuph hwdwp: ludpwpwlwlt wdpnnoniejwdp huh thwnbuwl =1
(dwdlybwnh, wpnwnpnnh b thwpebrpwdnpdwt wenwind) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubiplyuwywgynn npwyh hwjwuwnwghp, gnpdwnuwlwl punyewgntiph thnpdwpliunyejw wpryniupubn:
Upwnwnpniegniut niubtw ubpnpdwsd npuwbh Yunwywpdwt hwdwlupg' npubht uiphujwgynn
dhowqquiht hUO unwunwpnubipht hwdwwwwnwufuw (ISO 13485, 9001, CE L/jwd IVD):
Lpwlhwqdp pwnugws E Yhg hwybidws 1.8 -nul pipdwd wwypwupubiphg, npnup bwhuwnbudwd bu
Ywpuwdpbnphg phdhnnpwlnbphwubph punpnnuiut wugwndw nu qunnieubiph hwadwplh hwdwp -
Quihwpwduh ghup duwynpynud £ hwibdws 1.8-h wuypwtiptbiph puinhwnip wpdbph e
A A A 2| cuntudupugnh fadu
BSC - wpnuyhnuww wqwph hhdp' fugnygny s Jnipupatiggnin - Lo o bs wwhhg 45
15 33691420 i Yupwpnuip wkwnp £ hpwlwiwgyh dhwutwut Uwuhwqgh l|nrlli|19 Gupwltwbphg Inwlwqd 1.00 &
hwgtinuiny [ P skl - : wfuwnwlpwiht opduw
mipwputigniph ] Ukt wnugul sUepyuyugb, s Utpluugius wnusuy 5 "
tupwlbinbphg nplh dklh dniuht wihwd fuwtnipyul (wwhwlgynn funnipniup B“ﬂlwhn <
b wyjur) nhumm.d hwynp umjh swthwpwduh pn[np Gupwlybtwnbph dwuny depdymd k: 2
U winwlyupuwpinn wugpuiiph whd-wuputpuapbpp whinp & tpluugds huduuunuwuhut -
hubwd 1.8-nuf pipwé wypwiptbiph guityh:
Lpwlwqdp pwnugws E Yhg hwybigwsd 1.9-nud pipdwd wwpwupubiphg, npnup twfuwnbujwsd Gu
htdn$hubiph twppbpwldwl hwdwp: -
Quithwpwduh ghtip Sbudnpdnud | hubidus 1.9-h wwpubiptibph pughwtni wndbph S
I. :l 1 '. : Jg:n: 1“: :.1 " jnnlpl“;l‘l'ltl:ﬂn:[lt " "' ‘r l:':. :.r' hh r“ 'jwuj q:ll.l‘wh % Cuduidwjiwgnh updul
16 33691420 VU X gnnéntiuipny uljuunulbinh unwlupuwpnup whng E hpulutugdh Shuutuwlut IUl;lul;ungh Ynndhg bupwlbinbphg nwluiqd 1.00 2 ujuihng 45
(nuiljugd it tbint bl ubbnnus ; wigluuinuitipuihti opyu
yrupuapatigniph uny qluughis wnusuipl subluyugbbins, Yud Ubplupugdus wnwsupy E "
bupwlybkwnbphg npuph dEYh dnuhtu wuhwd fuwt 1 ( hwgynn fu [oyniup pl.uhullm =1
b wyjtr) nbwypnud hwynp unyt swhwpwduh pnlnp hhpmqubph dl.uunl{ dhpdl{md k: L
Uwinwlupuipynn wyyputiph <wzhy-wiyputipugnbpp whinp | ubpluyugybt huduy fuwt =

hwybws 1.9-nud pipdwé wypwupubph guwlh:
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33121270

ahnt gh6nly unpdwg

Lwuwwnbiudws E npny wwhwtigynun dwuptubph wébkigdwt hwdwp dwupbwpwbwlwl uunignn
dhowdwjpbiph Yypw npytiu hwybind wybjwgubint 6wuwwwphnd: Mwnpwundws £ sh-nnunputiph
wpyniuhg, hpkiuhg biplujwgunid £ nnht jud pwg gwqutwlwgnyu htinniy” wnwug htdnihgh
upwubiph: Mwwnpwuwnniyp ywpniwwynd £ 0.5 %-hg ng wyb pinpn$npd: Uk updwyp ywpniiwynd £
wnwybjwgnyup 100 d) ghnly:

MNwhwwtdw dwdlybnp Uduqugnyup T wnwph, 2 -8°C-nul: Mhunwlibhnipjwt dwdljinp wntywqt 70%-
h wnywyneinit dwnwywpwpdwt wwhht.<wdwwwnwufuwth npuyht ubplujwgynn dhowqguiht
unwunwpwnubipht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubplujwgynn
hwjwuwnwghp): Snpdwpwuwiht yhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwgh), niubuw fudpwpwtwyh b wypwupwuhpwiht dwdljwgpbp, wpwnwnpnnh Ynndhg
wpnwnpdwt wduwpdh b whunwubihnyejwu dwdytinh hunwl ugnwubipny: ludpwpwuwyp Yph hunwy
Swdlwghp, wdpnnoniejwdp |huh dhwnbuwy (dwdybinh, wpnwnpnnh U hwebpwynpdwt wnnwing) b
niubuw wpnwnpnnh Ynndhg fudpwpwtwypt ubipluwjwgynn npwyh hwjwuwnwghp: Upnwnpnigniut
nibtw ubpnpdwsd npwlh Ywnwjwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwpunubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

ap

200.00
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33141213

<bnnwy Juqtijhu

Luwfuwwnbuws E dwupbwpwtiwlwl wpnpwnnphwind hbnwgninnyejniuubph hpwlwtwgdwt hwdwp:
<bnnwy Jninuiht Yugdnejwdp ninuwyniu pwtuwughl Uynie b Pwpbpwynpnudp wnwybjwgnyup 100 dj-
wung upjwlubipny: Mhunwubihniejwl dwdlinl wnudwql 70%-h wnluynieni dwnwlwpwpdwu
wwhht: Uypwupp |huh gnpdwpwiwiht thwebpwdnpdwdp bW gnpdwpwtwiht yhunwlywynpnuing
(hwdwauyl 1SO 18113 ownph utnwunwpwnttiph wwhwgh): Mwpwwnhp ' fudpwpwtwyh dwdlwghpp,
wpuwnpnn fuqdwlbpyniejwt wudwunwiu nt hwugbl, wpunwnpnnh ynndhg wpnwnpdwt wduwpdh b
whwwubhnyejwt dwdlytinnh hunwly upnwubipp: Laws £ in vitro Yhpwndwl dwuht ugnuip Yud
unywlwbwgdwl pugnighs wy| dhengubin, on.' wwnwinguyht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwnbuwly (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnuwiny)
L niubtw wpwnwnpnnh Ynndhg fudpwpwuwlhtu ubipluywgynn npwlh hwywuwnwghp:

ap

1,000.00

p. bpluwt, HUwyw, 37
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Legionella pneumophila serogroup 1
Ihndhihqugquwd aunwd

Lbghnubjw wuldw$hjwh Ynywnipuwh |hnbhihqun £ bwiuwnbudws utnignn dhewwyph npwlph
unniqdw b npwbiu npulwt unnighs oguiwgnpdtint hwdwp: Mhunwubihniejwt dwdlybnp wnuuqu
70%-h wnywynyejnit dwnwlwpwpdwl wwhhu.uwpbpwynpnudp’ hipdbnply: Cwdwwwnwufuwuh
npwlht ubiplyuywgynn dhowqquiht unwunwpuubpht bW niubuw npwlyh hwjwuwnwghp (wpnwnpnnh
Ynndhg fudpwpwtwyht ubiplwjwgynn hwdwunwghp): Snpdwpwuwiht whunwlwynpnwing (hwdwdwju
I1SO 18113 gwpph unwunwpunubph wwhwueh), niubuw fudpwpwuwyh b wypwupwuhgwiht dwdlwgnptip,
wpunwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubhnyejwt dwdytinh hunwly ugnudubipnd:
hudpwpwuwlyp Yph hunwly dwdwghp b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubipluwywgynn
npwlh hwjwunwghp: Upnwnpniggniut niubuw uipnpwsé npulh junwywpdwt hwdwlwpg' npwyhtu
utipyuywgynn dhowqguiht hUO unwunwpuubipht hwdwwwwnwupuwu (ISO 13485, 9001, CE U/ywd IVD:

upduly
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33691420

Lwiwnbipu nbwgbunubiph hwjwpwdnt
Lbghnubijw wulidw$hjwh
26wwnwppbpwlydwl / unyuwlwuwgdwu
hwdwp

Lbghnubjwutiph unyuwlwuwgdwt hwdwp twuwnbujws Lwnbpu nbwqbunubph hwdwpwdnt
Legionella pneumophila serogroup 1, Legionella pneumophila serogroup 2 - 14, dwipnnt hwdwp whunwdhu
wy| Legionella spp.-ubiph unyuwywuwgdwt hwdwp: Mhunwubihnyejwi dwdljinp wnudwqu 70%-h
wnlwjnipnit dwinwlwpwpdwl wwhhu.hwpbpwynpnup' hbpdbnhly: wdwwywnwufuwih npuyht
ubipyuywgynn dhowqguiht unwunwpuubpht b niubuw npwyh hwwunwghp (wpnwnpnnh Ynndhg
fudpwpwwyht ubplwjwgynn hwywuwnwghp): Inpdwpuwitiwht whnwlwynpnwing (hwdwdawju 1ISO
18113 gwpph unwunwpwnubph wwhwush), niubuw fudpwpwuwyh b wwypwupwthouht dwdljwgnpbn,
wpuwnpnnh Ynnidhg wpnwnpdwt wduwedh b whnwubhngejuu dwdybnh hunwly upnwdubipng:
hudpwpwuwyp Ynh hunwly dwdlwghp b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubplwjwgynn
npwlh hwjwunwghp: Upnwnpnieyniut niubuw uipnpdwsé npuilyh junwywpdwt hwdwlwpg' npwyhu
utipyuywgynn dhowqguhtt hUO unwunwpunubpht hwdwwwwnwufuwt (1ISO 13485, 9001, CE U/ywd IVD:

[nwljwqd

1.00

p. bpluwt, HUwywu, 37
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L-inphwyuinindwiu

Udhuwppent b, phdhwlywt putiwalp' C;H,N20, dniyniywn Yohnp' 204,23: Uyhnwly pynitin ud thnoh:
Lnidtijhnupyniup 33.3 dg' 1 4] 0.5 M wnuppynud: Mhunwlbihniejwt dwdytinp wntjwqu 70%-h
wnlwjnipnit dwinwlwpwpdwl wwhhu.hwpbpwynpnup' hepdbnhly: wdwwywnwufuwth npuyht
ubipyuywgynn dhowqguiht unwunwpuubpht b niubuw npwyh hwwunwghp (wpnwnpnnh Ynndhg
fudpwpwtwyhtu ubplwjwgynn hwywuwnwghp): Inpdwpuwitiwiht whnwlwynpnwding (hwdwdéwju ISO
18113 gwpph unwunwpwnubph wwhwugh), niubuw fudpwpwwyh b wwypwupwuhyuwhtu dwdljwgnpbp,
wpuwnpnnh Ynnihg wpnwnpiwt wduwpeyh b whnwubhnyejuu dwdybnh hunwly upnwdutipny:
hudpwpwuwyp Ynh hunwly dwdlwghp b niubuw wpnwnpnnh Ynndhg fudpwpuwtiwlh ubplwjwgynn
npulh hwywuwnwghp: Upnwnpnipyniut niubuw bbpnpdwsd npuyh unwywpdwt hwdwlwnpg' npulht
utipyuywgynn dhowqguiht hUO unwunwpuutipht hwdwwwwnwufuwu (1ISO 13485, 9001, CE W/ywd IVD

gpwd

0.25

p. bpluwu, Y.Uwywu, 37
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pupwgpnud:
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24300000

Eulynuht hhnpwn

Opqwtwlwt dhwgnugniu k, glhlnghn, uwhwuwy thngh: Lhihwlwl puwliwdlp' CisH;609, dnblnyywn
Yohnp' 340.28: Lnwdtijhniejniup 33.3 dg' 1 J) dbpwuninud: Mhuwubihnipjwt dwdlbnp wnudwqt 70%-h
wnluynipiniu dwnwlwpwpdwl wwhht, hwebpwynpnuip’ hbpdanhl: Cwdwywnwufuwuh npulypt
ubipluywgynn dhowqquijht unwunwpuubpht bW nubuw npwyh hwwuwnwghp (wpnwnpnnh Ynndhg
fudpwpwtwyht ubipyuwywgynn hwjwunwghp): Snpdwpwuwiht whunwlwynpnuing (hwdwdéwju 1ISO
18113 gwpph uwnwunwpnutiph wwhwugh), niubuw fudpwpwtwlyh b wypwupwuhywiht dwljwgnptnp,
wpunwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubhnyejwt dwdltinh hunwly ugnudubipny:
hudpwpwuwlyp Yph hunwly dwdywghp b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubipluwywgynn
npwlh hwjwunwghp: Upnwnpnipniut niubuw uipnpdwsé npwyh junwywpdwt hwdwlwpg' npuyhu

ubiplyuywgynn dhowqquiht hUO unwunwpnutipht hwdwwwwnwufuwu (ISO 13485, 9001, CE L/ywd IVD:

gpud

25.00

p. bpluwt, HUwyw, 37

Lwdwdwjuwgnh Yupdwu
wuwhhg 45
wifuwnwupwiht opduw
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33691420

PYR-pbtuwn - hwjwpwdnt

Mbwwhnwg A unhly' twiuwwnbuws A fudph unpbwunynyybiph (S.pyogenes) L D fudph Lunbpwlynybiph
unyuwlwuwgdwu hwdwp: <hdudws k L-pyrrolidonyl-B-naphthylamide (PYR) Fughdwwnhy hhnpnihgh
hwwnynipjwt Jpw: 1 winuhp wwpniiwynu £ uduquignyup 30 phun-unphuy’ utinddws L-pyrrolidonyl-B-
naphtyylamide (PYR)-ny, 1 upul PYR-ntiwgkuwn (p-dimethyl-aminocinnamaldehyde) L ogunwgnpddwt
nintignyg: Mhunwubijhniejwu dwdytnp wnujuqu 70%-h wnlwjnip)nit dwnwywpwpdwu
wwhhu.thwpbpwynpnup' hepdbnhl: Cwdwwywnwufuwth npulht ubipywjwgynn dhowqquiht
unwunwpunubpht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubpluywgynn
hwjwuwnwghp): Snpdwpwiwiht wyhunwlywdnpnuwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwgh), niubuw fudpwpwuwlh b wypwupwuhpwihtu dwdljwgpbn, wpnwnpnnh Ynndhg
wpunwnpiwt wduwpdh b whunwubihnyejwu dwdltinh hunwly ugnwdubipnd, wdpnnoniejwdp |hup
dhwnbuwy (dwdybinh, wpunwnpnnh b hwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg
fudpwpwtwyht ubiplwywgynn npwlh hwywuwnwghp: Upnwnpnieginiut niubuw ubpnpwsd npulyph
Ywnwywpdwl hwdwluwnpg' npwyht ubplujwgynn dhowqguihtt hUO unwlnwpuntbiph
hwdwwwwnwuluwl (ISO 13485, 9001, CE L/yuwd IVD:

Inwluqd

1.00

p. bpluw, YUwywu, 37
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pupwgpnud:
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Candida ppndngbit wquwph hhdp

Lnpnidngbu dhowduyptip £, npp bwfuwnbudws £ Candida glinh uuybph punpnnulwt wékgdwu ni
unyuwluwbwgdwt hwdwn: <ndngbit ninuwynit thngh £: Pwununpnipyniup' Yaunwuh hjnwdwdph
wbiwnhly dqwdp, uninnuht Epunpulwn, npndwiht Epunpulwn, qyniyng, ppndngb fuwnunipn,
pinpwd$biuhyn), wqwp-wgup:

Mhwnwubhniejwl dwdybnp wnudwqu 70% h wnwynyeinit dwnwlwpwpdwt wwhht, punhwunip
dwdlbnp' Ujwqugnyup 3 mwph, hwpebpwdnpnwip' hipdbwnhy, wnwykwgnyup 100 gpwdwtng
wnuhny:

Lwdwwwwnwufuwuh npwlht ubiplwjwgynn dhowqquiht unwunwpunubipht W niubuw npwyh
hwlwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubplywjwgynn hwywuwnwghp):
Lwdwwwwnwufuwuh npwlht ubiplwjwgynn dhowqquihu hUO unwunwpwnubipht W niubuw npwyh
hwlwuwnwghp (wpunwnpnnh Ynndhg fudpwpwuwypt ubplwjwgynn hwwuwnwghp): fudpwpwuwyp
wdpnngnipjwdp |huh dhwnbuwl ( dwdybnh, wpunwnpnnh b hwpbpwdnpdwt wnnwing):

gpuwd

200.0

p. bpluwt, HUwywu, 37
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Ybtuwpwuwlwu hunhlwwnnp «broTECT-
M2-BUHAP» Y hwdwpdtip'
2ngbigninpawiht dwupkbwqbipddwu nbdhdh
unnigdwi hwdwp

Yhpwnynud | onqligninpawht dwupkwgbipdhgnd dwupbwqbipddwt wprnyniuwybunniejw unnigdwl
hwdwp: hptiuhg ubipluywgunud £ hwwnny wwpynid thwpebpwynpwd wjwunhly Yud wwwlt unyehg
wwwnpwuwnywd thnpdwunpe, |gywd Geobacillus stearothermophilus BKM B-718 phiuwn-uhypnopqwuhquh
uwnpubipny: Lwfuwwnbugwd b htinlyw) obpdwjhu nidhdubiph b wqnbgniejwt dwdwuwlwhwwndwdubiph
unnigdwi hwdwp.

110+2°C - 180 pnwk

120+2°C - 45 pnwh

13242°C - 20 pnwyti

126+3°C - 10 pnwk

12622°C - 30 pnuk

121+3°C - 15 pnwyt

121+3°C - 20 pnwyt

121+3°C - 25 pnut

134+3°C - 3.5 pnwh

134+3°C - 4 pnwk

134+3°C - 5 pnuyts

134+3°C - 7 pnwh

Lwjwpwdnit bwhuwnbudwsd £ udwqugnyup 6 phuph hwdwp: Mhunwubjhnyejwi dwdytinp wnujuqu
70%-h wnluwynieynt dwnwlwpwpdwl wwhht, bduqugnyup 2 nwph, hwebpwynpnuip hbpdbnhy:
Cwdwwwwnwufuwuh npwlht ubplwjwgynn dhowqquiht unnwunwpunubipht W niubuw npwyh
hwywuwnwghp (wpunwnpnnh Ynndhg fudpwpwtwypt ubplwjwgynn hwwuwnwghp): Snpdwpwuwihu
whunwywynpning (hwdwdwju ISO 18113 gwpph unwunwpuutiph wwhwugh), niubuw fudpwpwuwyh b
wwypwupwuhpwiht dwdlwqgnbp, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b wyhunwubhnygjwu
dwdlytiinnh hunwly upnudubipny):

[nwlwqd

5.00

p.bplw, Y Uwywt 37

Lwdwdwjuwgnh Yupdwu
wuwhhg 45
wfuwnwupwih opduw
pupwgpnud:

26

33111500

Yhuuwpwuwlwl hunhwwnnp «broTECT-
B1-BUHAP» fwd hwdwndtip'snpugtinn
wwhwpwuh wluwwnwupwiht ntidhdh
unnigdwits hwdwp

Yhpwnynud | snpwigunn wwhwpuwh wtuwwnwupuwihu nbdhdh wpnyniiwybnnyejwt unniqiwl hwdwp:
hptiuhg ubipluywgunud £ hwwnny wwpynud thwpbpwynpwd wiwunhl Yud wwwlt unyehg
wwnpwunywd thnpdwunpe, |gywd Bacillus licheniformis ounwdh G BKM B-1711[] phuwn-dhypnopguiihquh
uynpubipny: Lwfuwwnbudwd b htnlyw) obpdwjhu nidhdubiph b wqnbgniejwt dwdwtwlwhwndwdutiph
unnigdwi hwdwp.

160 + 2°C, 150 pnuk

160 + 3°C, 150 pnwyt

180 + 3°C, 45 pnwh

180 + 3°C, 60 pnwk

180 + 2°C, 60 pnwyb

200 + 3°C, 30 pnwyt

160 + 2°C, 150 pnwb

Lwijwpwdnit bwhuwnbudwsd £ udwqugnyup 6 phuph hwdwp: Mhunwubhnyejwy dwdytinp wnujuqu
70%-h wnywjnipnit dwnwlwpwpdwl wywhht, bwqugnyup' 2 nwph, hwpbpwynpnuip’ hepdbnhy:
Lwdwwwwnwufuwuh npwlht Ubplwjwgynn dhowqquiht unnwunwpunubipht W niubuw npwyh
hwlwuwnwghp (wpunwnpnnh Ynndhg fudpwpwtuwyht ubplwjwgynn hwwuwnwghp): Snpdwpwuwiht
whunwlwynpnuing (hwdwdwyu ISO 18113 gwpph unwunwpuutiph wwhuwugh), niubuw fudpwpwtwyh b
wwypwupwuhpwiht dwdlwgnbip, wpnwnpnnh Ynndhg wpunwnpdwt wduwpdh bW wyhunwubhnygjwu
dwdlytinnh hunwly upnudubipny):

[nwljwqd

5.00

p.bplw, Y.Uwywu 37

Lwdwdwjuwgnh Yupdw
wwhhg 45
wigfuwnwiipwiht opduw
pupwgpnud:




hpwytipny

qunuiubiph wjwuny

dwdlytinh, wpuwnpnn Bpyph hunwy ugnwdubipny):

Uwfuwint twfuwwnbujwd wuypwupwiht dhwgaph dwinwlwpwpdwl
& dhow upwip, L unhwl unhwu
udu hou ghl{ wujwunwip aultin, duhon nbfuuhyulw punypwghpp 0 ghup/<< purhutinin plnhwlinm
swihwpwd|  dwdlwghpp' pun wpwnwnpnnh d qhup/<< npwd pwwlp
wi
uh | QUU puuwlupgdut witwtnudp w
hwdwpp (CPV) hwugtu dwdlyinp
~
o
Lwhuwwnbudws | dwupbwpwiwlwl jwpnpuwnnphuwgh wafuwwnwupttiph hwdwn, npwdwghdp 12,5 ud: 3
= Lwdwdwjuwgnph Yupdwu
Snipwpwtgnip thwpekie wywpniiwynu £ 100 hwwn (w)) hwebipwynpdwi nbwypnud hwodwplyt| pun g hha 45
27 33140000 Dhpnph pne’ wipwdwghdp 12,5 ud punhwntp hwynny wwhwugynn pwliwlh' 60 thwpbp x 50 pnine) hiiph enine: Nukuw npwyh hwn 3,000.00 I mwnhg u
hwjwuwnwghp (wpwnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwjwunwghn): ludpwpwuwyp .5' ujzruuj:uj pmjhﬂ.onL{uJ
wdpnnonipjwdp |huh dhwnbuwy (dwdytinh, wpunwnpnnh b hwebipwynpdwt wnnwing): = Cpwgpntd:
e}
a
Uhwudwg ogunwgnpddwl dwupbwqbind dwdlwphwy £ wnihunhpbuhg: bplwpniegniup' wnuwuqu 20
ud, Jnipwpwtgnip dwdlwphwlyp wuhwnwlyw hwebipwynpdwdp: Mhunwubhnyejwu dwdlybnp >
wnuuwql 70%-h wnluwynyeini dwnwlwpwpdwy wwhht, hwebpwdnpndp' hepdbnhly: ‘g
Puwpbpwynpnudp b whunwlwynpnuwip gnpdwpwlwiht' hwdwawjt 1SO 18113 swpph unwunwpuutph El Cwidwdwjuuwgnh Yupdwl
Mnhunhpbuwht dwdwehwy' plwugph | =) wuwhhg 45
28 33141000 i Sty e’ dtnbwabng wwhwlgh, wwpwwhp BU° fudpwpuitiwlh U wupwlipuitiguhti Swdljwgntinp, wpunwnpnnh 4nndhg huwin 200.00 & ol
punth Ldniguinduit huduwin® dwpbuqan wpunwnpdwt wduwpdh b whunwubihnyejwt dwdytinh hunwly ugnuiubipp, wpunwnpnn Gpyph L = wafuwinuupwhl onyu
R 3 pupwgpnud:
Yuqdwybpwnipjwt ndjuiubpp: El
5]
a
Uhwudwg oqunwugnpddwl thuyunjw fud wjwunhlt dwipbwqbpé dwdwphwlubp' pywugphg puntyh
udnipuindwt hwdwp, Jnipwpwtgnipp’ wbthwnwlywt gnpdwpwtwht hwebpwynpdwdp b wuhwnwlwl
dwlugdwdp (wpnwnpdwt wiuwpehy, whnwb). dwdybn, wypwiph Swdwghp, nhuwly' dwuptwqgbind &
U wyjt): Pwpbipwynpywsd i 50-wlwt Yud 100-wlwl' wnuhipnud Ywd wnihkphiuwht thwpbrubpnu, i Cunfuduguuigph Gupdul
Uhwujwgq ogunwugnpdiwl dwupkwqbps npnup bu Ypnud BU gnpdwpwwiht whnwhwynpnd: Mhunwubhnyejwt dwdybnp wnudwqu 70%-h g whhg 45
29 33141000 dwdywphwl (wwwnbi) pywugph puntyh wnlwjnipntt dwnwlwpwpdwl wwhh, hwpbpwynpnwip' htipdanhly: <wudwwwnwuuwuh npwyhu hwwn 500.00 <~ " u u 9 B opy
woluwwnwupwihl opduw
udnipwndwu hwdwp utipyuywgynn dhowqguiht unwunwpuubpht b niubuw npwyh hwwunwghp (wpnwnpnnh Ynndhg »g' 2 u . g r
wgpnui:
fudpwpwtwyhtu ubpluywgynn hwwuwnwghnp): Pwpbipwynpnuip, whunwlwynpnwu ne dwlugnuip' 2 puptigp
gnpdwpwiwiht (hwdwdwju 1SO 18113 wpph unwunwpunubph wwhwugh), niubuw fudpwpwuwyh U g
wwpwupwuhpwiht dwdlwqgnbp, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh bW yhunwubhnygjwu
dwdybnh hunwl ugnuiutkipny:
Luwfuwwnbuws £ udnipubiph hwdwpdwt b inbnuihnfudwt hwdwp: Mwnpwundwsd b ywunhly ng
winpuhl, pwthwughl Uniehg, dwywp' 250 - 500 4|, jwjtwpbpwt' dbd Yunnpnyd udnpubiph wbnunpdwu
hwdwp: Fwhwughy £, niuh wuhwnwlwu thwpbpwynpnud b hepdbnhly thwlyynn ynnunwlywynp
Ywthwphs: Pwpbpwdnpnuip gnpdwpwuwiht B jnipupwtgnintl wuhwnwlw thwpbpwdnpdwdp &
=
dwlugdwt h‘:ugwn whhnwdl;zmuwhmrgnq qu; r}wzmnqh'nﬁhmlt;zhmn%piwlg dwdlytiinp um:qluq‘u 70[;%—}1 % Cunwdulugnh Yupdul
30 33140000 Munnunuijuinn Guihuphgnd wiuunhlt l:uhnuwjmmm dwquwnutjnn - lquw ' i}?wfupwhfbnm it h SR —— ”f“““tfj‘ h 500.00 2 juihhg 45
wnwpu 250 - 500 4] nlwjwgynn dhgwqqwyht unwtnuwputbipht U nibuw npwih hwjwuwnwghp (wpunwnpnnh Ynndhg wn - < Wt wlpuhU opdus
fudpwpwtwyhtu ubpluywgynn hwjwuwnwghp): Snpdwpwtwiht whunwlwdnpnwing (hwdwdawu ISO 3 I g
w nwi:
18113 gwpph unwunwpwnubph wwhwush), niubuw fudpwpwuwyh b wwypwupwuhpwiht dwdlwgntp, 2 gupetigp
wpuwnpnnh Ynnidhg wpnwnpdwt wduwedh b wyhnwubhngejuu dwdybnh hunwly upndutipng: ng
5
Ywrenghlubin 1| dwlwih swhdwl huwpwynpnyejwdp, niubuw Upwgdtn (Swypwjht’ dhusl Jtipg), =
thwpbpwynpwsd (huh wnwybjwgnyup 10-wlywu: Mhrnwubihnyejwu dwdltnp wnuduqu 70%-h % Lwdwdwjuwgnh Yupdwt
3 38431700 Ywpenghlubip dhwudwq oginwgnpddwl, wnlwjnip)nit dwinwlwpwpdwl wwhht, thwebpwynpnwip' htipdanhl: Snpdwpwtwhu h 1000.00 =) wwhhg 45
wwn .
dwupbwqbipd 1 d; whunwlywynpnuing (hwdwdwy 1ISO 18113 swipph unwunwpuubiph wwhwugh), niubuw fudpwpwuwyh L ! < wigfuwnwiipwiht opduw
=
wwypwupwuhpwiht dwdlwgntip, wpnwnpnnh Ynndhg wpunwnpdwt wduwpdh bW wyhunwubhnygjwu JE pupwgpnd:
5
a




hpwytipny

qunuiubiph wjwuny

Uwfuwint twfuwwnbujwd wuypwupwiht dhwgaph dwinwlwpwpdwl
ujwd dhgmhghl{ wunudp ugwp, dwlhgp L bl pngpuwghnp o ahp/c< punthwunip punhwunip
swihwpwd|  dwdlwghpp' pun wpuwnpnnh ghup/<< npuid pwuwyp
uh FUU nwuwlywpgdwu wujwunwip rinud
hwdwpp (CPV) hwugtu dwdlyinp
Uhypndwlyninybl pwnwipwiht ujwdwnwlubp bu, ywunpwungwsd wgbinwnwihu gbynynquih hhdph
Ypw: Dwlninhutiph dhohtt mpwidwghdp 0,45 dyd, pnpwd oph wuglwgnuwip P = 0,05 Mna ~
wuwydwliutipnud 22-34 dy/(ud®npnwy), opny ppedwd dkdppwih wnwewlh gwnlh dhupduwy Gupnuwip :’
0,23UMNw: Yhpwnynud £ hinniyubiph $hinpughuwh hwdwnp: Snipwpwgnip winwhp wwpniwynwd £ 350d % Lwdwédwjuwgph Yupduwt
a2 33691735 [Fwnwupubp «4wnhwnp» N 35 dd wnpwdwgdny 200 dEdppwtiwght ufwywnwly: Mhunwubjhnejwt dwdybnp wnudwuqu 70%-h hutn 1,500.00 ? wwhhg 45
wnpwdwgdny wnlunipiniu dwnwlwpwpdwl wwhht, bjuqugnyup' 4 nwph: Pwpbrpwynpnidip hbpdbuhy, = woluwwnwupwiht opuw
gnpdwpwiwiht dwlugdwdp b whunwlwynpdwdp, (hwdwdwt 1ISO 18113 swpph unwunwpunutiph g pupwgpnu:
wwhuwlgh), niubuw fudpwpwuwyh b wypwupwuhwiht dwdlwgnptp, wpunwnpnnh Ynndhg 5
wpunwnpdwt wduwpdh b whunwubihnyejwt dwdltinh hunwly ugnudubipnd: o
Lwwnbipuwjht, dwupkwqtipd, Jhpwpnidwlw, wuwwnndhwlw: Pwpbpwdnpnuip' gnygtinny- ~
wuhwwnwlw, dhoht (M) swthuh: Snipwpwugnip ninuhnud 50 gnyg: Mhunwbihniyejwu dwdlytnp 2
wnuywqt 70%-h wnlwjnieiniu dwnwlwpwpdwt ywhht: <wdwwywnwuafuwih npwyht ubiplujwgynn %l Lwdwdwjuwgnph Yupdwu
33 33141156 Qbnting pdplulul duitituwgtng dhowqquijht unwunwpuubpht b niubuw npwyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwtwyp anyg 500.00 ? wwhhg 45
ubipluwywgynn hwdwuwnwghp): Snpdwpwiwiht wyhnwlywdnpnwing (hwdwawju ISO 18113 gwpph o wluwnwupwiht opdw
unwunwpunubiph wwhweh), niubuw fudpwpwuwyh b wypwupwuhwihtu dwdlwagpkp, wpwnwnpnnh 33 pupwgpnud:
Ynndhg wprwnpdwt wduweyh, wyhinwubihnyejwi dwdytinh wpunwnpnn uqdwybpunyejwu b Bpyph 5
huwnwl upnuiubpny: a
Luwfuwwnbuws E gipgudn gbipdwuinhéwl wwwhnynn uwngwpwubpnud gbipdwjhu ntidhdh
huynnnipjwt hwdwn: QEpdwunhwuwiht thowlwypp' -90°C-hg dhugl +25°C" +1°C swihwpwdwdwdp: &
Ppbiuhg Ubipluywgunud £ wiwuwnhyb &nn, npp nbinunpdws £ wpnuhitughyning upduyh dbg: 'i Cuwdwdugtwgnh Yupduwt
Qbpdwswith gipgwdp sbpdwunhwt Qbpdwswitht nuwpnwhiiugihyning upduyp (Ybpshtu bwfuwnbujws £ uwngupuwup pwgbhu wnwewgnn g wuwhhg 45
34 38411200 wwwhnynn uwngwpwubipnd gbpduwjhu stipdwuwnhwtwiht nwnwunwubpp dbndbne hwdwp) nbnunpdws Bu wjwunhyt Yupdp nwpwh dby, hwwn 1.00 C: woswnwipuht opdus
nbdhdh huynnniejwt hwdwp npp bwfuwnbuws £ gbipdwswihp Juwudwdputbiphg wwounwwubine b wwpniiwynyejwt wpunwhnupp 3 I —
nowlw dhowuwin Yuufubint hwdwp: qutinp £ wwpniuwyh uunhy, tninpuply W ynipuidwn 2
pwnunphsubip: wdwwwwnwutuwih npwyht ubpyuywgynn dhowqguiht unwunwpunubph, nutuw J;l
npwlh hwjwunwghp, wbuuhfuiwu wuduwghp W Gpwgtuhp' bjuqugnyup 1 wwph:
Luwfuwwnbudws E jwpnpuunnphwynid htinniyubiph swithwpwdhuutiph 1- 10 J) dwywjubiph swihdwt hwdwp: ~
Ubfuwuhywlw £: <enniyubiph (wyn pynud pniuwynnp) Ywenghyny pwgtiine nbwpnid thnfuwphtunad £ 2
nbinhub tnwudhypt: Uwppp wywnpwungws k preyunhdwgyni, wdnip wynihdbpwiht uniehg: Uwpph % Lwdwédwjuwgnh Yupdwu
35 38431700 Qbnph suthuwpwdwlhs (nqunnp) unnpht hwndwsdp hwpdwpbigyws £ 1-10 dj-wung wywljw b wjwuwnhly Yupnghyutiph wdpugdwu hutn 10.00 ? wuwhhg 45
hwdwp: Mwhwugynn dwywp Ywenghsh dbe ubippwyynd £ uwpph Ybipht dwunwd wnw wuhy - = wfuwnwupwiht opyw
wwnnunwlh dhongny: Kwdwwwinwufuwuh npwlyht ubplwjwgynn dhowqquiht utnwunwpunubpht W __13 pupwgpnud:
niubuw npwyh hwjwuwnwghp: Mwpunwnhp Bu wpunwnputph dwdljwghpp, wpnwnpnn 5
a

Yuqdwybpunipjwt wujwunwiu ni hwughbt, wypwupwuhoh nbuthwlwu wuduwghpp:




hpwytipny

qunuiubiph wjwuny

Uwfuwint twfuwwnbujwd wuypwupwiht dhwgaph dwinwlwpwpdwl
ujwd dhgmhghl{ wunudp ugwp, dwlhgp L bl pngpuwghnp o ahp/c< punthwunip punhwunip
swihwpwd|  dwdlwghpp' pun wpuwnpnnh ghup/<< npuid pwuwyp
uh | QUU puuwlupgdut witwtnudp rinud
hwdwpp (CPV) hwugtu dwdlyinp
Uwupkwqbind wnihkphibuwiht puthwughy winwypwlubip Gu, npnup ywnwwund Bu udnigp
pwnupynuwihg, thwlynwd bu dnwnulwl ubndwyny ud niuku Zip hipdtnhly thwlwu: Swpnnniejniup' P
ujwqugnyup 100 d): Mwwnpwunywsd bu wdnip wnipkphibiuhg, pwnwueh hwuwnyeniup 63 - 101 dyd: )
2niubt puignighs Yuntip, nph 2unphpy wwwhndnut Bu hipdEnhynyeyniu: Ywyniu kU -100 - 80°C % Lwdwdwjuwgnh Yupdwu
36 33140000 Uwupkwqtind wnipkphibuwhu stipdwuwnpwuwiht wwydwuutipnud: Snupwlutiph Ypw Yw gpunndubiph hwdwp bwfuwnbudws nun: huitn 200.00 ? wuwhhg 45
wnuwpwlubip udnipubip ipgubiine hwdwp_1 Muwhywwudwu dwdytiinp 5 tnwph: Mhunwubihnyejwt dwdytinp wnujuwqu 70%-h wnlwnieniu = wfuwnwupwih opduw
Jwinwlwpwpdwl wwhhb, hwpbpwynpnuwp’ hepdanply: Muwanpuundwt Ynyep hwdwwwunwafuwtnug g pupwgpnud:
t FDA-h wywhwugubipht: 2p wwpniuwlnd LI, YU b whpngbt bynyebip: Upunwnpywsd bu npwyh 5
Ywnwywpdwl hwdwluwpgh Yhpwndwdp' hwjwunwgpyusd hwdwywinwuafuwt 1SO 9001:2000-h o
wwhwugubiph:
Uwupkwqbind wnihtphibuwht puthwughly wnwypwlubip Gu, npnup ywanwwunwd Bu udnipp
pwnwpynwihg, thwlynwd Bu dnwnulwl ubindwyny ud niuku Zip hipdtnhly thwlwu: Swpnnniejniup' P
ujwqugnyup 250 - 500 d): Mwwnpwunywd By wdnip wnihkphibiuhg, pwnwuph hwuwnnyenip 63 - 101 3
dld: 2niubit pugnighs Ywintip, nph 2unphhy wwwhnynut Bu hpdbunhyniejnit: Ywjni Bu 100 - 80°C % Lwdwdwjuwgnh Yupdwu
a7 33140000 Uwupkwqtind wnihkphibuwhu stipdwuwnphwuwiht wwydwuutipnud: Snupwlutiph Ypw Yw gpunndutiph hwdwp bwfuwnbudws nun: hutn 200.00 ? wuwhhg 45
wnuwpwlubip udniubp Jipgubine hwdwp_2 MNuwhywudwu dwdltiinp 5 tnwph: Mhunwubipnyejwi dwdytinp wnujuqu 70%-h wnluwniyejniu 5 wifuwnwupwiht opduw
Jwunwlwpwpdwt wwhhb, hwpbpwynpnuwp’ hepdanply: Mwwnpuundwt Ynyep hwdwwwunwafuwtnug __13 pupwgpnud:
t FDA-h wwhwugubipht: 2p wwpniwlnd LIS, YU L whpngb Wnyebip: Upunwnpywsd Bu npwlyh 5
Ywnwywpdwl hwdwluwpgh Yhpwndwdp' hwjwunwgnyusd hwdwywinwuafuwt 1SO 9001:2000-h &
wwhwugubiph:
Luwfuwwnbudwsd £ NTN hnwgnuiniejwt bwyywwnwlyny Jbpht gusninhubiphg udnipwndwsd punlyutiph
wwhwwudwu nt wnbnuihnfudwt hwdwn: bpkuhg ubipluwywgund £ Ynuubipdunh, Yphnynuubpduunp b &
pnubbipwiht (nwnyph 0.5 U dwdwny fuwnunipn, npp gwsd k2 dj-wung «kwwbunnp$» thnpdwunph ‘i Cunwdulugnh Yupdul
Spwuuwnpunuwght dhowduyn ybphu dbig: Pwpbipwynpnuip’ 50-100-wlwl dhoww)p thwpebpnu: Mhunwubihnyejwl dwdytnp wntwql 70%- g ! h qn45 P
38 33691166 2ugninhutiphg udnipwnyws puniyutiph h wnfwyniejnit dwnwlwpwpdwl wwhht, hwpbpwdnpnuip' hepdanply: <wudwwwnwafuwuh npulpt hwun 400.00 - yuihhg
wwhwwudwu nt ibnuihnfudwt hwdwp ubiplyuywgynn dhowqquiht unwunwpuubpht b nibuw npwyh hwwuwnwghp (wpnwnpnnh Ynndhg .g mzhmﬂ::;izrjlf:;opqm
fudpwpwtwyht ubipyuwywgynn hwjwunwaghp): Snpdwpwuwiht whunwlwynpnwing (hwdwdwju 1ISO 2
18113 gwpph uwnwunwpwnutiph wwhwugh), niubuw fudpwpwuwlyh b wypwupwuhywihtu dwljwgptn, J;l
wpwnwnpnnh Ynndhg wpnwnpdwt wduwpdh b whunwubhnyejwt dwdytinh hunwly ugnudubipnd:
Luwfuwwnbuws £ wpunwlywng hpwdhéwlubpnud puthyws Yruuwpwuwlwt unyeh hwywpdwt hwdwp: &
Ubjwugudjw ogunwgnpddwt hwjwpwdnit wywpniwlnud k. gbipdwlwyni wwjnwwly, npp nhdwunad £ i Cufuduguuigph Gupdut
Upumtuang b6t phds dhlisl +145°C, phuhuwluwt Ubnddnn Unie, funquitiuly, phihwwtu nhiwgYniu dtnungutp, Utnddnn 3 w{uhhoc;n45 P
39 38431700 Wniph huduipduts huuipuidnt pwpahlutip: Mhunwbhnyejw dwdltnp wnudwql 70%-h wnywjnye)nit dwnwlwpwpdwl wwhh, Inwlwqd 5.00 & wpuwtnwlipuhl opdu
thwpbpwynpnuip htipdGnhl: NWbuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg udpwpuwtiwlpt i’ pUpwgpnu:
utipyuywgynn hwjwuwnwghp), dwlugnd hwdwdwy 1SO 18113 Jwpph utnwunwpnubph wwhwugubiph, 2
whwnwubhniejwl dwdljtinh, wpunwnpnn fuqdwlbpynyeywu b Gpyph dwuht hunwly dwyugnuiubn: J“;
~
Sunwnhy 0.2 | swiuwiny Ewugbtnnnd Sunwwnhy' ywnpwungws | opquiwlwt wywynig, pwthwughy b: Lwtuwnbugws £ 0.2 b dwywiny ‘g L; <mdmﬁuu:$hmh<;n25uhpdwh
40 42671120 K rYnyY 50 kwuwtunnp$ dhypnthnpdwunpubiph hwdwnp: Nwbtw npwyh hwdwunwghp (wpunwnpnnh hwn 5.00 2 5
dhypnithnpdwunputiph hwdwp' 50 nkin 53 wigfuwnwiipwiht opduw
Unnuhg fudpwpwtiwlht ubipuwgynn hwywunwghn): a ? pupwgpnu:
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qunuiubiph wjwuny

hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunutiph

Uwfuwint twfuwwnbujwd wuypwupwiht dhwynph duwunwywpwpdwu
S dhowl upwp, b unhwl unhwt
udu hou ghl{ wujwunwip aultin, duhon nbfuuhyulw punypwghpp 0 ghup/<< purhutinin plnhwlinm
swihwpwd|  dwdlwghpp' pun wpuwnpnnh wd ghup/<< npuid pwuwyp
uh | QUU puuwlupgdut witwtnudp w
hwdwpp (CPV) hwugtu dwdlyinp
Lwpnpuwnnp wfuwwnwupubipnd ph-h npngdwt hwdwp, hunhyuwwnpwiht pnpb gipwtip Bu, niuhytpuwg:
Npngdwt huwpwynpnipjwl uwhdwittipp' Uuqugnyup' 3-10 (Yud 0-14): Pwpbpwdnpdwsd
wjjwuwnhyb updulutipny, jnipwpwugnip upduyp wywpniwwynd £ wnwybjugnyup 200 penpeb &
hunhywwnnp: Mhunwlwynpnwip hunwy, pawbpbl Yud wugtpbu |Gqdny’ wwpuownhp b hwpdtip é Cufuduguuigph Yupdut
R wbifuthywlwu punypwgpny: Mhunwubihnyejwt dwdytinp wnujuqu 70%-h wnlwnieniu 3
pH-h npnadwt hunhlwnnpuyht enphyutin . = wuwhhg 45
41 33141211 — Juwunwwpwpdwu wwhht (punhwunp ywhwywudwt dwdybnp' udwqugnyup 2 wiwph), hwwn 2,000.00 & wguwtnwlipuhb opdus
nt -
nusiL thwpbpwynpnup' hepdnhly: Cwdwwwnwufuwth npulyht ubipywjwgynn dhowqquht 3 2 u . d r
wgpnu:
unwunwpuutipht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwwyh ubpywjwgynn, =1 guptigp
e
a

wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhywiht dwdljwgnbp, wpuwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubihnyejwt dwdytinh hunwl upnwdubpny:




Cwbws N 1.1

«G<UMAR-CUYUY-2022-88» dwdlwagnny hpwytiph

2/h Uypwiph wudwinuip Skluuhlwlwl punipwgnptp 2/d Lwbwlp |  Shup

Mnihdhpuht whpnwwn nbnunigwihu dwupwuny ppndphdninwwnywnny wgwnph hpdp'

Pwnwnpnieniup 100 b dhowduwypnid (hwdwdwyu FOUS N hUO 21871-2010 unwunwpnh wwhwugubph)' Yaunwup
hjnujwdph whwwnhy dqywsdp - 0.1 g, dwuhuwn - 1.0 q, uwwphnudh whpnijwwn - 1.0 g, uwwnphnuh Gpyunbnuuyws
$nudwwn - 0.25 g, uwwphnuwh pinphn - 0.2 g, Ywihnwdh Gpyunntin. $nudwn - 0.025 q, dwqubtighnidh unyduwn,
htwwwhhnpwwn - 0.01 g, ppndphdninuwnyw - 0.01 g, wqwnp - 1.8 q: Dwjuup' 4.39 g dhowdwyp 90 U| pnpwd 9phu:
Mhwnwubhnipjwu dwdybnu wnudwqu 70%-h wnywniginiu Jwnwlwpwpdwu wwhhu, punhwuntp dwdybnp'
ujwquagnyup' 4 nwph, hwpbpwynpnup' htpdiwnhy wwpwubpny' 0.1 Yg Yondwdpubipny, gnpdwpwuwihu hipdawnhy
thwpbpwynpdwdp b gnpdwpwuwht whunwlwynpndny (hwdwdwyu 1SO 18113 wnph unwunwpunubiph wwhwugh): Uag 0.1
Muwpuwnpp Bu' judpwpwuwlyh dwdlwghpp, wpnwnpnn Yuqiwlbpwnipjwu wuywunidu nehwugbu, wpnwnpnnp
Ynnuhg wpnwnpdwu wduwpyh b whnwubjhnigjwu dwdlbnh hunwy upnidubipp: Lagws b in vitro Yhpwndwt dwuht
upnuip Ywd unyuwywuwgdwu pugnighs wy) dhongubip, op.' Yuwwnwingwiht hwdwp, wwpwuph hwdwp: fudpwpwuwlu
wdpnnontpjwdp |huh dhwinbiuwy (dwdlybnh, wpunwnpnnh b thwebpwynpdwt wnnwiny) b niubuw wpwnwnpnnh Ynndhg
fudpwpwuwyht ubipywywgynn npwyh hwywuwmwaghp, gnpéwnuwlwu punipwanbtiph thnpdwpuuntejwu wpryntupubin:
Upwnwnpnipyniut niubuw ubipnpqwsd npwyh Yunwywpdwu hwdwlwpg' npwyhu ubpywjwgynn dhowgguhu hUO
unnwunwpuutipht hwdwwwunwufuwu (1ISO 13485, 9001, CE W/{wd IVD):

B. cereus-h wétigdwu
PEMBA dhowyuwjp

Cwlwphnupywihu hwybinuw £ bwiuwwnbujwsd B. cereus-h punpnnuiywl wibgdwu hwdwp: 1 updwyp uwfuwnbugws &
90-100 d| dhowywyph hwdwp, pwnwnpnipiniup’ Mnjhdhpuhu P - unyduwn, jnipwpwtgnip upywynid 10 000 ED: Lnwdnid
Gu 5 d) dwupbwqbind pnpwd opnid:

Mhwnwubihnyejwu dwdybnu wnudwqu 70%-h wnlwjniyeintu dwnwywpwpdwu wwhhu, punhwuny dwdybnp'
ujwqugnyup' 2 nwph, thwebpwynpndp' hipdGwnhy wwpwubipny, gnpdwpwuwihu htpdGnply hwpebpwynpdwdp b
gnpdwpwuwihu whnwlwynpnuing (hwdwéwju 1SO 18113 swpph unwunwpunubph wwhwueh), Mwpuwnpp Gu'
fudpwpwuwyh dwéwghpp, wpnwnpnn Jugqdwybpwnipjwu wujwunwdu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu upjuy 10.0
wduwpyh b whnwubihnyejwu dwdybnh hunwy upndubpp: Lagws k in vitro Yhpwndwu dwuht upndp Yud
unyuwlywuwgdwu |pugnighs wy dhongubin, op.' Yuwwwngwihu hwdwp, wwpwuph hwdwp: fudpwpwuwlu
wdpnnontpjwdp (huh dhwunbiuwy (dwdybtinnh, wpunwnpnnh b hwpebpwynpdwt wnnwiny) b niubuw wpunwnpnnh Ynnihg
fudpwpwuwyhu ubipywjwgynn npwyh hwjwuwmwaghp, gnpéwnuwlwu punipwagpbiph thnpdwpuunijwu wpryntupubn:
Upwnwnpnipiniuu niubuw ubpppdwsd npwyh Yunwwpdwu hwdwlwnpg' npuyhu ubplujwgynn dhowqquihu hUO
unwunwpwnubpht hwdwwwwnwuluwu (1ISO 13485, 9001, CE U/ywd IVD):

Pwgh|ntu gbiptinwu
waqwnh hwdwp hwybnud
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Uunignn dhowdwjpp twiuwwnbiudws b YEuuwpwuwlwu uniphg deuhuquynybiph wugwundwu b webkgdwu hwdwp: 1000 d)
dhowywypnd htdnghjubiph wéh jupwuhsh 2 g b wquph 10 + 2 gpwd wnlw)nintu:

Muwuwnpwuwnh 80 d hwibigpwd b wwnbgpws Jhowdwjph Ypw wybjugynud £ 20.0 d; 56°C - nud 30 pnwyb puwlyunphqugyws dhnt
oh6nty U 0.5 di (huyndhghup nidnyp' 1000 dyg/d) funnipjwdp (hwywdwupth ypguwlwu pwuwyp' 5 dyg/dy):
Mhuwubhnyejwu dwdlybntu wnuduqu 70%-h wnlwnieinit Jwnwlwpwpdwu wwhhu, punhwunp dwdybnp' uuqugnyup 3
wnwph, gnpéwpwuwhu htipdtwnhy hwetipwynpdwdp b gnpéwpwuwiht whnwywynpnwing (hwdwdawyu 1ISO 18113 swpph

1 Ubuhuquynyuwiht wgwp [unwunwpunubiph wwhwugh), 0.25 - 0.5 Yg Yondwdpny: Mwpwmwnhp Gu* fudpwpwuwyh dwslwaghpp, wpnwnpnn Ug 0.25
Ywqdwybpwnipjwu wudwuntdu nt hwughit, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b yhnwubihnygjwu dwdybinp
huwnwl ugnidubipp: Lodwd k in vitro Yhpwndwu dwupt ugndp Yud unyuwlwuwgdwl jpugnighs wy dhongubip, op.'
Ywunwinquihtu hwdwpn, wwpwuph hwdwn: ludpwpwuwyu wdpnnontpjwdp (huh dhwnbuwl (dwdybnh, wpunwnpnnh
thwpbpwynpdwu wnnwiny) b niubuw wpunwnpnnh Ynnihg fudpwpwuwyhtu ubiplujwgynn npwyh hwjwuwwghp,
gnpdwnuwlwu punipwagnbiph thnpdwpuunigjwu wprynwuputip: Upinwnpnipniut niubuw ulipnpwsé npuyh junwywpdwu
hwdwlwpg' npwyhu ubipywywgynn dhowgguihu hUO unwunwpunubpht hwdwwwwnwuluwu (ISO 13485, 9001, CE L/ywd IVD):

Lwunhuwunud £ hwywdwupbwihu ntin, npp npwtiu hwybinud bwfuwwnbujws £ deuhuquynwihu wguph hwdwp:
Pwpbpwynpnudp upjwlyubpny: Pwunwnpniginiup jnipwpwugnip upguynid

Lhuyndhghup hhnpnpinphn. 300 dg

Mhuwubhnyejwu dwdybnu wnuduqu 70%-h wnlwnieintu Jwnwwpwpdwu wwhhu, punhwuny dwdybnp' uuqugnyup 2
Lhuyndhghup wnwnh, hwpbprwynpnudp' htpdbwnhy gnpdwpwuwiht wyhunwlwynpniwing (hwdwdwyu 1SO 18113 wpph utnwunwpwubph
hhnpnpinphn wwhwugh), niubtw judpwpwuwlyh b wwypwupwuhpwihtu dwdywagntip, wpwnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnigjwu dwdlybnh hunwl upnuubpny: ludpwpwuwyp Yph hunwy dwélwahp, wdpnnonipjwdp huh dhwnbiuwy
(dwdybinh, wpnwnpnnh b hwebpwynpdwt wnniny) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu ubpluwjwgynn npwyh
hwjwuwnwghp: Upnwnpniginiut niubuw ubpnpwsd npwyp yunwjwpdwu hwdwluwpg' npwypt ubipywywgynn dhowqguihu
hUO unwunwpunubpht hwdwwwwnwufuwu (1ISO 13485, 9001, CE L/ywd 1VD)

upyjuy 10
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<nungbit pwg-nbnuwyntu thngh t, bwfuwwnbujws vuunwdetipph U Yihuhywywu uynuyeh udnubpnid htpuhuhwubiph
hwpuwnwgdwu hwdwp:

Pwnwnpnieniup' 10004 wwwnpwuwh dhowdwjpnid.

Mbwwnnu 10 g

L-wuwwpwghuwppent 3 g

Lwuwnphnuih whpnwwn 2.51 g

Syhu 801q
MOPS/TRIS - 5.5 q
3tpuhuhnquiht Owluup' 40.2 g thngh dhowdwyp 1000 d| pnpwd 9phu: ‘
1 ubilnhy wngubwlh Mhuwwubijhnipjwu dwdlybnu wnudjwqu 70%-h wnlwjnienit dwnwlywpwpdwt wwhpu, punhwunip dwdybnp' ujuwquanyup 3 Ug 0.50
hhip wnwph, gnpéwpwuwhu htipdtiwnhy hwetipwynpdwdp b gnpéwpwuwiht whnwywynpnwing (hwdwdawyu 1ISO 18113 owpph

unwunwpwnutiph wwhwueh), wnwytjwgnyup 0.5 Yg Yondwdpny: Mwpuwnpp bu' judpwpwuwyh dwslwghpp, wpwnwnpnn
Ywqdwybpwnipjwu wudwuntdu nt hwughit, wpnwnpnnh Ynndhg wpunwnpdwtu wduweyh b yhnwubihnygjwu dwdytinnh hunwy
upnuiutipp: Loywsd L in vitro Yhpwndwt dwuhu upnudp Yud unyuwlwuwgdwu (pugnighs wy) dhongubip, op.' jwwnwnqwjhu
hwdwp, wwypwuph hwdwn: ludpwpwuwlu wdpnnontejwdp huh dhwinbiuwly (dwdlybnh, wpunwnpnnh b thwebpwynpdwu
wnnuwiny) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhtu ubpyuwjwgynn npwyh hwjwuwnwghp, gnpdwnuwlwu punypwagnptiph
thnpawpuuntpjwu wpyniupubip: Upunwnpnugyniuu niubuw ubipnpdwd npuyh Yunwywpdwu hwdwlwnpg' npuwyhu ubpluywgynn
dhowqguihu hUO unwunwpwutipht hwdwwwwnwufuwu (ISO 13485, 9001, CE U/jwd IVD):

Lwybinwiu hptiuhg ubipyuwjwgunud £ hwdwutin thnph quugywd:

Pwnuwnpnigyniup' Sphyinquiu (hpquuwt) 2 dg: 1 upjuyp uwfuwwnmbudws | 1000 U] dhowdwjph hwdwp:

Mhuwubhnyejwu dwdybnu wnuduwqu 70%-h wnlwniyeintu Jwnwwpwpdwu wwhhu, punhwuny dwdybnp' uuquignyup 2
wnwph, gnpéwpwuwjhu htipdtinhy hwpetipwynpdwdp b gnpéwpwuwiht wyhnwywynpnwing (hwdwdawyu 1ISO 18113 swpph
unwunwpwnutiph wwhwugh): Mwpunwnhp 6U' udpwpwuwyh dwdywghpp, wpunwnpnn ugqdwybpwnyewu wudwunuiu n
hwugbu, wpunwnpnnh Ynnihg wpnwnpiwt wduwpdh b whnwubjhnipjuu dwdybnh hunwy ugnidubipp: Laws b in vitro

8tipuhuhnqujht Yppwndwt dwuhu upnuip Yud unyuwlwuwgdw (pugnighs wy) dhongubip, op.' juwnwingwhtu hwdwp, wwpwuph hwdwp:
2 ubiEyuhy wpquiuwyh  |[Fudpwpwtwly wdpnnoniejwdp |huh dhwinbuwly (Gwdybwh, wpnwnpnnp b thwpbpwynpdwt wnnuny) b niubuw wpunwnpnnh upduly 10.00
hwytnw Ynndhg fudpwpwuwyhu ubpyuwjwgynn npwyh hwywuwnwghp, gnpdwnuwlywu puniypwagntph hnpdwpuunyejwu wpryniupubip:

Upwnwnpnipjniut niubuw ubpnpqwéd npwh Yunwdwpdwu hwdwlwnpg' npuwyhu ubplwjwgynn dhowgquihu hUO
utnwunwpuutipht hwdwwwunwufuwu (1ISO 13485, 9001, CE W/ywd IVD):
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<ndngbu dnig nbinhu thnoh £, bwuwwbudws £ jhunbiphwubiph punpnnuyjut wékgdwu b wpwg
hwjnuwpbpdwu hwdwp: Pwunuwnpnieniup” Mbwwnnu, npndwiht Epuinpwyun, oujw, Uwwphnuwh pinphn,
gyntyng, Lhphnuwh pinphn, plwpe-wdnuhnwih ghunpwwn, Euyniht, $uni-Yupdhp, Ugup-wqup: Mwunpwunh
wagwnpp ywhwuonwd £ hwybinudh wybjugnud:

OXFORD wquinh hidp Mhuwubhnpiwu dwdybnu wnudwqu 70% h wnlwnieintt dwnwlywpwpdwu wywhht, punhwunip dwdybunp’

1 lhuintiphwubph ya 0.1
wébigiwl hwdwn ujwqugnyup 3, hwpbipwynpnuip htipdtwhy, wnwybjwgnyup 100 gpwd-wung winthny:
Cwidwwwwnwufuwuh npwyhu ubpyujwgynn dhowgguiht unwunwpuubpht W niubuw npwyh hwyjwuwnwghp
(wpnwnpnnh Ynndhg fudpwpwtwyht upywywgdnn hwyjwunwghp):
Lwidwwwwwufuwuh npwyhu ubpyuywgynn dhowqgguiht hUO unmwunwpwnubphu W niubuw npwlyh
hwywuwmwghp (wpnwnpnnh Ynnihg fudpwpwuwyhtu ubpyuywgynn hwyjwuwmwaghn):
Lwybiind thunbiphwubph wébkgdwu Opudpnpn wqwph hwdwp: UkGYwhy hwybinw £, npp wwpniuwynid £
Cwbnid gtidwqanihu, ghlyinhtipuwdhn/ghyinhtpuhnhu, Ynhunhu-unybwn, wyphpuwdhu, $nudndhght: Pnpbudwu
’ (hunbphwubiph quugqwsé t: Mhunwubijhniygjut dwdlybint wnujwqu 70%- h wnyuwjnipnit dwnwwpwpdwu wwhht, updul 5
wétgdwu OXFORD thwpbpwYnpnwip htpdtnhly: <wdwwwwwufuwuh npwyht ubplwywgynn dhowqggquhu hUO
wquph hwdwp unwunwnwnubphtu b niubuw npwyh hwjwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyhu ubplywjwgynn

hwywuwnwghp):
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<nuingbit pwg yupnwgnyu thngh b, bwfuwwnmbudws £ fhunbiphwutiph punpnnujwy wébgdwu b wpwg hwjnuwpbpdwu
hwdwp: Pwnwnpnipjniup' whwwnu, oujw, uwwphnwh pinphn, (hehnwh pinphn, Gplwe-wdnuhnuwh ghnpww, n-dwuhw,
Euynihu, Ugqup-wqup: Mwwnpwuinh wgquwpp ywhwugnud £ hwybinuh wybjwugnid:

Mhwwubihniejwu dwdlybnp wnudwqu 70% h wnluwnieginiu dwunwlwpwpdwu wwhhu, punhwunip dwdybnp'
ujwqugnyup 3 wwph, hwpebpwynpnidp' htipdtwnhy, 100 gpwd-wung winuhny:

Cwdwwwunwufuwuh npwyhtu ubpywjwgynn dhowqgquiht unwunwpuutipht bniwbuw npwyh hwjwuwnwaghp
(wpwnwnpnnh Ynndhg fudpwpwtwyht uipyuwywgynn hwjwuwnwghp):

PALCAM wquwph hhdp
1 [huintiphwubph
wbbgdwu hwdwp

Ug 0.1

Lwybinud jhuntiphwubph wébkigdwu Mwywd wqwph hwdwp: UG GYnhyY hwybinud £, npp wwpniuwynud £ gedunwghnhd,
wynph$wyhtu hhnpnpinphn, wnihdhpuht P unybwin: Pnpbudwu quugyws b: Mhunwubihnipjwu dwdlbnt wnujwqu 70%-
h wnywjnipintt dwunwwpwpdwu wywhht, hwebpwynpnwdp htpdtnhl: <wudwwwwnwufuwuh npuwyhu ubiplujwgynn upywy 5
dhowqguihtu hUO unwunwpwnubphtu W niubuw npwyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyhu
ubpywywgynn hwywuwwghn):

Lwybinud
lhuwntiphwtiph
wébkgdwu PALCAM
waqwnph hwdwp
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<nungbit pwg dwpduwgnyu thnoh £, twuwwnbudws E jhuntphwubtiph punpnquwu wébkgdwu b wpwg hwjnuwpbpdwu
hwdwp: Pwnwnpnipiniup' wbwwnu, npndwihu Epunpwlu, bwwnphnwdh whpnjwn, gygnyng, dwqutighnuip

ALOA ppnidngtit wqwph |glhgbipndnubwin, dwgutighnidh unybwn, uwwnphnuwh pinphn, |hphnwh pinphn, ppndngbit untpunpuin, Ugwp-wagun:
hhdp [huwmbphwutiph Mwwnpwuwnh wqwpp wwhwugnwd £ hwybinwih wybjugnid:

1 wébgdwu hwdwnp Mhwnwubhnipjwu dwdybnp wnudwqu 70% h wnlwjnieniu dwinwlwpwpdwy wwhhu, puthwunip dwdytinp' Uag 0.1
(wguwnh hhdp putn ujwqugnyup 3 nwph, hwebpwynpnuip' hipdtwnpy, 100 gpwdwung winuhny:

Ownwdhwuh-Ugnuwnph)  [Cwdwwywwnwufuwuh npwyhtu ubipyuwjwgynn dhowqquiht utnwunwpunubpht bniwwbuw npwyh hwjwuwnwghp
(wpuwnpnnh Ynndhg fudpwpwuwlyht ubiplwjwgynn hwdwunwghp):

Cwybijnwd 1 Utiltywnhy hwybnud £, npp wwpniwwynud £ gbdinwghnhd, wnjhdhpuht-unybwn, uwhnhpuwpent, wddnintinhghu:
) lhuintiphwubph $Pnotudwu quugywsd b: Mhunwubhnyejwu dwdytnp wnujwqu 70%- h wnwyniginit dwnwlwpwpdwu wwhh, upyuly 5
wétigdwu ALOA wqwph  |thwpbpwynpnulp' htpdbwnhly: wdwwywwnwufuwuh npuwyhu ubplwjwgynn dhowqguihu hUO unwunwpwnutiphu b
hwdwp niubuw npwyh hwywuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyhu ubiplujwgynn hwyjwuwnwghp):
Lwybinwd 2 Utijyunhy hwybiinud £, npp wwpniuwynud £ L - $nubwnhnhihunghin: Mhunwubjhnigjuu dwdytivnp wnuwqu 70%- h
3 lhuwnbiphwubiph wnlwynipinit Jwnwlwpwpdwu wwhht, thwpebpwynpnidp' htpdbnhy: Cwdwwwwnwutfuwuh npwyhu ubpluyugynn upduly 5

wétigdwu ALOA wquwph [dhowqgquwihtu hUO unwunwpuubpht b niubuw npuyh hwjwuwmwghp (wpunwnpnnh Ynndhg fudpwpwuwyhu
hwdwp ubipyuywgynn hwjwuwnwghp):
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Uhowyuwjpp bwfuwwnbuyws £ Legionella pneumophila dwupkbh wébgdwt hwdwp: Ul thngbudwt quiugyws |, wwinpwuwnh yhtwynd ub-dnfupwgny wqup
E: Punwnpnieiniup' npndwiht dqywdp, wlunhyugpwsd wdnifu, wguwn (hwdwdawu 1SO 11731:1998 «Water Quality - detection and enumeration of Legionella»
unwlnwpnh):

Uhowywjpp wwhwugntd  punpnnulwl b wéh hwybinwutn:

Muwwnpwuwnh dhowyuwnh dbg wubiywnhy wybwgynid £ dhnt fwd fungnp Gnopwynp wuwuniuh ghény: MhinwuGhnigjut dwdltnt wnuwqu 70%-h

Legionell hil
eglonefia pneumophiia wnfuwjnipintt dwnwlwpwpdwt wwhht, punhwunp dwdytinp bduqugnyup 3 mwnh, gnpdwpwlwjhu hbpdbnpy hwpbrpwdnpdwdp W gnpdwpwuwihu

! dwhgﬁgwwqﬁidwh whwnwywynpnuing (hwdwéw)u 1SO 18113 swnpph unwunwpnubiph wwhwugh), wnwybjwgnyup 0.5 Yg Yondwsdpny: Mupnwnhp bu* judpwpwtwyh o 050
Swdlwaghpp, wpunwnpnn uwgdwlbpwyniejwt wujwundu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwt wduweyh b yhnwubhnipjwt dwdytnh hunwy
uonwdubipp: Loqwd | in vitro Yhpwndwt Jwuhtl Uonidp ud unyuwlwuwgdwy (pugnighs wy dheongutip, on.' juwnwngw)ht hwdwp, wupwuph hwdwnp:
Fudpwpwuwlu wdpnnonejwdp |huh dJhwnbuwly (dwdybnh, wpnwnpnnh W hwebpwynpdwl wnnwny) W nibuw wpnwnpnnh Ynndhg fudpwpwuwyht
ubpyuwjwgynn npwlh hwywuwnwghp, gnpdwnuwlwt punypwgntinh thnpdwplniejwl wpnyniupttip: Upnwnpniggniut niubuw uGpnpdwsé npwyh
Ywnwywpdwu hwdwlwpg' npwyhtu ubipluwjwgynn dhowqguih hUO unwunwpwubpht hwdwwwwnwufuwu (1ISO 13485, 9001, CE L/jwd IVD):
Lwybinwip bwhuwwnbudwsd E Gghnubwutiph punpnnuywu wéh hwdwp: Updwlubpnyg, 1 updulyp bwiuwnbudwd £ 100 3 dhowdwiph hwdwp:

Cunfeymud pinpanulut’ Pwnwnpnipjniup’ glhghts - 0.3 g, Juwuyndhghtt hhnpnpinphn - 0,1 dg, wynihdhpupt B unybwin - 8000 UU, ghynhtipuhdhn - 40 dg,: Mhnwbjhniejwt
[EqhnUtwbEnh dwidlyinu wnuduqu 70%-h wnlu)nieinit dwnwlywpwpdwt wwhht, punhwinp dwdybnp’ bququgnyup 2 wiwph, hwpbrwynpnudp gnpdwpwuwihu

2 whbigiwl wfuw- hGpdbunhy thwebpwynpdwdp b gnpdwpwtwiht whnwywdnpnwing (hwdwdwjt ISO 18113 gwpph utnwunwnwunubph wwhwgeh), niubtw fudpwpwtwyh b upqul 10.00

wwpwlpwuhowihtu dwdywgpbin, wpunwnpnnh Ynndhg wpnmwnpdwt wduwpdh W whuwubipnigywi dwdlybnh hunwl bpnwubpny: fudpwpwuwyp Yph
r}r‘nd:‘ii‘Ewu;]qWﬂh hunwy dwolwghnp, wdpnnoniejwdp |huh dhwinbuwy (dwdlbinh, wpnwnpnnh b hwpbpwynpdwt wnnwnd) b niibbw wpnwnpnnh Ynndhg

fudpwpwuwyht ubpywjwgynn npwyh hwyjwuwnwghp: Upniwnpniegniut niubuw ubipnpgwéd npuyh unwdwpdwt hwdwlwpg' npwyht ubiplujwgynn
dhowqqujht hUO unwunwpuutiph hwdwuwwwnwuluwu (ISO 13485, 9001, CE W/wd IVD):

<wybnuip twhuwnbudwd b Gghnubijwutiph wébgdwu utunignn dhowywph hwdwn' npubiu wéh gnpdnt: Pwpbipwdnpyws  updwlyubpnd, 1 upduyp
twhuwwnbuyws £ 100 b dhowdwiph hwdwp: Punwnpnieiniup’ a-Ynngynunwpwpeeyh Yuihnidwlwy wn 0,1 g, wgtinwdhn-wihuwkpwu-
unudnuwerywiht (ACES)-pnidtn (pH-6,9) /w hnwh hhnpopuhn 1.0 g, tiplweh (1) whpndnu$pwn 0,025 q: Mhuwibhnieuu dwdltint wnuuqu 70%-h
wnlwynipint dwnwywpwpdwt wwhhu, punhwunp dwdlybnp' ujuqugnyup 2 nwph, hwebpwynpndp gnpdwpwuwiht htpdnhly hwpbpwynpdwdp b
gnpdwpwuwiht yhwnwlwynpnwng (hwdwédw)u 1ISO 18113 swpph unwunwpwntbph wwhwgh), niuGtw fudpwpwtwyh b wuypwupwuhowiht dwdlwagntp, unpuy 10.00
wpwwnpnnh Ynndhg wpnwnpdwu wduwpyh b yhnwlbipnuyejwt dwdytinh hunwly tpnwubipny: ludpwpwuwyp Yph hunwy dwdywghp, wdpnnonipjwdp
lhtuh dhwnbuwy (dwdltinh, wpunwnpnnh W hwpbpwynpdwt wnnwng) b nitbuw wpunwnpnnh Ynndhg udpwpwuwyht teplwjwgynn npwyh
hwywuwnwghp: Upnwnpnipniut niubuw ubpnpdwsd npulh Yunwywpdwu hwdwlwpg' npuyht ubiplujwgynn dhowqquiht hUO uinwunwpunlubiphu
hwdwwwwnwuluwt (ISO 13485, 9001, CE W/{wd IVD:

Lwybntd wéh' wnwlg L
ghuwnbihup
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«G<UMAP-CUYUY-2022-88» dwdlwagnny hpwytiph

2/h | Uypwuph wijuunuip Sluthywlwl punipwigptip 2/ Pwuwlp |  Shup

Uhowdwypp twfuwwnbujws £ jwpuwdpbtnphg phdhnnpwlynbphwubph punpnnulywi wugwwndwu nt qunnipubinh hwaqwnyh
hwdwp (hwdwdwju F0US 29981-2013, 33924-2016 unwunwpwnubph b UNRY 4.2.999-00-h wwhwugubiph): Pwnwnpnieniup’
Ywgbihuh $ipdbunwnhy hhnpnihquin' 10 g

Fudnphswht dqudp’ 1 g

Ywipnwh nhhhnpn$nudwn’ 3 g

GpyYwihnwwywu nhhhnpn$nudwn' 4,8 g

Udnupnuwh unybwwn' 3 g

Uwqubghndh uny$wunh hbwuwhpnpwn' 0.2 g

L-ghuwtihu hhnpnpinphn dnunhpnpwwn' 0,5 g

Lwwphnuwh ypnwhnuwwn' 15 g

Sujwywnopgnuwfuwphn' 10 g

Ugqwp'15 g Uag 0.10
Ouwluup' 62.02 g thngh 1000 d| pnpwd ophu: Pwpbpwynpnudp wnwytjwgnyup 0.1 Yg Yondwdpny: Uhowwipp wywhwugnid
E uwl hwybnid:

Mhuwubhniejwu dwdlybnu wnuduqu 70%-h wnlwnieintt Jwwnwlwpwpdwu wwhhu, punhwunip dwdybnp' uuqugnyup’
4 nwph, gnpdwpwuwjhtu htpdtwnpy hwebpwynpdwdp b gnpéwpwuwiht whunwywynpnudny (hwdwdwju ISO 18113 pwnph
unwunwpwnutiph wwhwugh): Mwpunwnhp BU' ludpwpwuwyh dwdywghpp, wpunwnpnn ugqdwybpwniyewu wudwunidu nt
hwughtiu, wpwnwnpnnh Ynndhg wpunwnpdwt wduweyh b whunwubijhnigjwu dwdlytinnh hunwy upnudutipp: Lagws k in vitro
Yhpwndwu dwuhu upnuip Yud unyuwlwuwgdw pwgnighs wy) dhongubip, op.' jwwnwinqwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwu wdpnnontpjwdp (huh dhwwnbiuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnwiny) b niubuw
wpuwnpnnh Ynndhg fudpwpwuwyhu ubpluwywgynn npwyh hwwuwnwghp, gnpdwnuwlwu punipwagnbiph thnpdwplunipjwu
wpryntupubp: Upnwnpniejniut niubuw ubpnpqwé npwh Yunwdwpdwu hwdwlywpg' npwyhu ubipyuwjwgynn Jhowqggquihu
hUO unwunwpwnubpht hwdwwwwnwufuwu (ISO 13485, 9001, CE W/ywd 1VD):

BSC- ywpnwhnuwwn
wqwnh hhdp

Cunpnnuywu hwybinu £ bwiwnbujws Yuplwdpbppnd phbhnnpwlyntphwubph qunnipubph hwadwpyh dhongny
punpnnuywu wugwwndwu hwdwn: UGY upqulyp wywpniwwynid £ wnudwqu 25 dg dniyhpnghu hwwphnwnpy b
uwfuwwnbugws £ 500 d) dhowduwjph hwdwn: Mhunwubihnigjwu dwdlbntu wnujwqu 70%-h wnlwnigintu dwnwywpwpdwu
wwhhu, punhwunip dwdlybnp' ujwqugnyup' 2 mwph, gnpdwpwuwihu hbpdbnhy thwebpwynpdwdp b gnpdwpwuwhu
whuwlwynpnidny (hwdwdwju 1SO 18113 2wnph unnwunwpwnutiph wwhwugh), niubuw judpwpwuwyh b wwypwupwuhowihu
swolwanptip, wpwnwnpnnh Ynndhg wpunwnpdwu wduwpyh b whwnwubihnygjwu dwdybnh hunwy upnidubpny:
hudpwpwuwyp Yph hunwl dwdlwghp, wdpnnonipjwdp (hup dhwnbuwl (dwdybinh, wpnwnpnnh b hwpebtipwynpdwu
wnnwiny) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhtu ubpluwjwgynn npwyh hwjwunnwghp: Upnwnpniginiu niubuw
ubpnpwd npwyh Ywnwywpdwu hwdwlwpg' npwypt ubipywjwgynn dhowqguyhu hUO unwunwpwnubphu
hwidwwwwwufuw (ISO 13485, 9001, CE L/ywd IVD):

Cwybmd’ BSC

2 wpnuhnuwwn wqwph
hwdwp

upjwy 10.00
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2/h Uypwiph wudwinuip Skluuhlwlwl punipwgnptp 2/d Lwuwlp [  9pup

Ogunwagnnpéynud Gu htidndhjubph wwppbpwydwu hwdwn:

Snipwpwuygnip ujwywnwyp twfuwnmbuws £ 1 pliunh hwdwp:

Pwpbpwynpndp' |huh htpdtwnhy, gnpdwpwuwhu, )nipwpwugnip hwpebpwynpdwu Jtiy wnwybkjwgnyup 25
ufuyjwnul: Mwpunwnhp £ jntpupwugnip hwebpwynpdwt ypw judpwpwuwyh dwdlwaghpp, wwpwupwuzh wujwunidp,
. Uywywnwlubp V dwdlybtiinutiph huwnwy upnuwubpp W wyu: uljwiwnuly 50.00
gnpdnuny Mhwwubihnipjwu dwdlbnp wnujwqu 70%-h wnwnieiniu dJwinwlwpwpdwu wywhhtu, punhwunip dwdybnp
ujwqugnyup' 2 niwph, hwebpwynpnuip' htpdbnpy:

Cwdwwwunwufuwuh npwyhtu ubpywjwgynn dhowgquihtu hUO utnwunwpuubpht b niubuw npwyh hwjwuwnwghp
(wpwwnpnnh Ynndhg fudpwpwuwyhu ubpluywgynn hwjwuwnwghp): fudpwpwuwlp wdpnnonipjwdp |huh dhwinbiuwy
(dwdytinh, wpnwnpnnh b hwebpwynpdwu wnnwiny):

Ogquwagnnpéynud Gu htdndhjubph wwppbpwydwu hwdwp:

Snipwpwuygnip ujwywnwyp vwuwnbuws £ 1 pliunh hwdwp:

Pwpbpwynpnuip' (huh htpdbwhy, gnpdwpwuwihu, jnippwpwugnip hwebpwynpdwu dty wnwybjugnyup 25
ufuyjwnwul: Mwpuwnhp b jnipupwuygnip hwebipwynpdwt ypw fudpwpwuwyh dwélwaghpp, wwpwupwuzh wujwuntdp,
Uywywnwlubp X dwdlybtinutiph huwnwy upnuwubpp W wyu:

2 ujwywnwy 50.00
gnpdnuny Mhwwubijhnipjwu dwdlbnp wnujwqu 70%-h wnwnieiniu dJwnwlwpwpdwu wywhhtu, punhwunip dwdybnp
ujwqugnyup' 4 tnwph, hwebpwynpnudp' htpdtunhy:

Cwdwwwunwufuwuh npwyhu ubpywjwgynn dhowgquihtu hUO unwunwpuubpht b niubuw npwyh hwywuwnwghp
(wpwwnpnnh Ynndhg fudpwpwuwyhu ubpluwywgynn hwjwuwnwghp): fudpwpwuwlp wdpnnontpjwdp |huh dhwinbiuwy
(dwdytinh, wpnwnpnnh b hwebpwynpdwu wnnwiny):




