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Lwdwnnn Uywpwgpnipniup (nbfuthlulwl puniewaghn)

Mujdwuwgnny bwfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)

Ywihnwh nbniphunh 3,5%-wung |-

Ywihnuh wbniphnh 3,5% (ndnye' updwljubipnd, jngnwpwtignipnud winiduiqu 10 0 Mhunwubijhnieiwt dwdlbint wntdwqu 70%-h
wnluwynipynit dwnwlwpwpdwl wwhht, punthwunp dwdybunp’ Wwqugnyup' 2 twph, gnpdwpwbwiht hipdanhy hwpbpwynpdwdp
U gnpdwipwiwhts whunwlwdnpnwing (hwdwawjt 1SO 18113 swpph unwunwpnttiph ywhwtgh): Mwpwwnhp Bu* fudpwpwtiwlh
Sdwdlywahpp, wpnwnpnn Yuqdwybpyniewl wudwundu ne hwughbt, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh W
whunwubhniejwu dwdybnh hunwly upndubpp: Ladws E in vitro Yhpwndwt dwuht upnwdp Yud unyuwlwiwgdwt pugnighs w)p
dhongutip, on." Yuwwnwinguiht hwdwp, wwypwuph hwdwn: udpwpwuwlu wdpnnonieiwdp |huh dhwnbuwl (Gwdlytinh, wpnwnpanh W
thwpbpwynpdwl wnnwind) U niubuw wpnwnpnnh Ynndhg ludpwpwuwypt ubpluwjwgynn npwyh hwdwunwghp, gnpdwntwlut
puntpwgnbiph thnpdwpluniejuts wpryntuputin: Upnwnpnieiniut niubuw ubpnpdwd npuyh junwdwpdwt hwdwlwpg' npwyhu
ubpyuwywgynn dhowgguiht hUO unwunwpuubinht hwdwwwwwufuwl (1ISO 13485-2017, 9001-2015, CE L/ywd IVD):

B. cereus-h wébgdwu PEMBA dhowdwjn

Mnihdhpuht whpnjwn Rtnungwiht Jwuhwnnyg ppndphdninluwnyunng wquph hhdp' Pwnwnpnieiniup 100 ) dhowdwjpnud
(hwdwdwju FOUS M hUO 21871-2010 unwunwpinh wwhwugubiph)' Yeunwuh hjnuwdph wbwwnhly dqudp - 0.1, dwupwn - 1.0 g,
Uwwnphnuwh whpnwwn - 1.0 g, bwwnphnwh Bphunbnuiuidws $nudwn - 0.25 g, bwwnphnwh pinphn - 0.2 ¢, Juihnwh bplnbn.
$nupwin - 0.025 g, Jwqutighnuih uny$wn, hiywnwhhnpwin - 0.01 g, ppndphdninjwwnyw - 0.01 g, wqup - 1.8 g: Swfuup' 4.39 g
dhgwijuwn 90 d| pnpwd gnht:

Mhwnwtihniejwt dwdltint wnudwqu 70%-h wnlwnieinit dwnwlwpwpdwl wwhht, punhwuny dwdlbnp' bwqugnyup' 4 tnwnph,
thwpbipwynpnuip' htipdbnhly wwpwubpnd' wnwybjwgnyup 0.1 Yg Yondwdpubipny, gnpdwpwwiht hipdbunhl thwpbrwdnpdwdp b
qnpdwpwiwht whinwlwynpnuwing (hwdwawjt 1SO 18113 swnph unwnunuutinh wwhwtgh): Mwpwnwnhp ku* fudpwpwtwlh
Swdlywahpp, wpnwnpnn Yuqiwybpyniewt wudwundiu nt hwugbt, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh W
whunwubhnieywl dwdlbnh hunwl upnwubpp: Ladws § in vitro Yhpwndwt dwuht upnup Yud unyuwlwiwgdwt pugnighs wyp
dhongutin, on." Yuwwwinquiht hwdwp, wwpwph hwdwn: dpwpwuwlu wdpnnonieiwdp |huh dhwnbuwl (Gwdlytinh, wpnwnpnnh b
thwpbpwdnpdwl wnnwind) W niubuw wpnwnpnnh Ynndhg ludpwpwuwypt ubpluwjwgynn npwyh hwdwunwghp, gnpdwntwlut
punipwagnbiph thnpdwpluniejwt wpryntupttin: Upnwnpnieiniut niubbw ubpnpdwsd npuwih junwdwpdwt hwdwlwpg' npwlht
ubpyuywgynn dhowqguiht hUO unwunwpuubpht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-2015, CE L/ywd IVD):

Lwybnd pwghinu gbiptinw wquph
hwdwn

LwlwphninhYwiht hwdtinu £ bwhuwnbudws B. cereus-h punpnnuwt wétigdwt hwdwn: 1 upduyp bwhuwnbudws E 90-100 0y
dhowduwjph hwdwn, pwnunpnieiniup’ wynihdhpuht P -uny$wwn, jnipwpwiginip updwynud 10 000 ED: Lndnud bu 5 ) dwupbwqbind
rnpwS opnud:

Mhuwubhniejwl dwdlint wnudwqu 70%-h wnluwynteinit dwnwywpwpdwy wwhht, punhwuny dwdybnp' uwqugnyup' 2 twph,
thwpbpwynpnuwp' htipdawhy wwpwubpnd, gnpdwpwuwiht htipdewnhy thwebpwdnpdwdp b gnpdwpwuwht whuwywynpnwing
(hwdwauwyu 1SO 18113 wnph unwlnwpuntbinh wwhwush): Mwpuwnhp bu* udpwpwliwlh dwdlwghpp, wpunwnpnn
Yuqdwbpynieywu wudwunwiu nu hwughbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubhngggut dwdybnh hunwly
uonuiutipp: Lowd L in vitro Yhpwndwt dwuht tpnwp Yud unyuwlwtwgdwt pugnighs wy) dhongubip, op.' Yuwnwingwiht hwdwp,
wwynwuph hwdwn: udpwpwtwlyu wdpnnonipjwdp |huh dhwnbuwly (dwdybnh, wpnwnpnnh b hwebpwynpdwt wanwing) W niubuw
wpnwnnnnh Ynndhg fudpwpwiwyhu ubiplwjwgynn npwyh hwdwuwnwaghp, gnpdwnuwlwi punipwgpbiph thnpdwptiunigjut
wpryniuputin: Upnwnpnygniut niubuw ubipnpdwsd npwlyh Yunwywpdwt hwdwluwng' npubht ubipyuwjwgynn dhowqquihu hUO
unwunwpunubpht hwdwwwnwutuwt (ISO 13485-2017, 9001-2015, CE b/Gwd IVD):

Ppntpnh dhouiun

Uhowywjnpp twfuwwnbudwsd b phdhnnpwlinbphwubph pwqdwehy wkuwlubph Ynynhdugdw b ywhywudwu hwdwn:
Pwnwnpnieiniup’ uqbhuh wwulnbwnhl hhnpnihquin, fudnphswjht dqwdp, qyntyng, (winnqu, ghutnbht, uwinphnuh pinphn,
Sddpwppwht dwqubghnd, wulhnpphwpent, pwgwiuwppdwiht bwwnphnw, wqwn:

Mhwnwtihnyejwt dwdltint wnudwqu 70%-h wnlwnieiniu dwnwlwpwpdwl wwhht, punhwuny dwdybnp' buqugnyup' 3 wwph,
gnpdwpwlwiht hpdnhy hwetpwynpdwdp’ wnwdbjwgnyup 0.25 - 0.5 Yq Yondwdpubtipnd b gnpdwpwtiwiht whnwlwdnpnwing
(hwdwéwyu 1SO 18113 pwpph unwunwpnutiph wwhwsh): Mwpwwnhp bu* fudpwpwtwyh Swdlwghpp, wpnwnpnn
Yuqdwlbpyniejwt wudwunwu nt hwugb, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b whunwubhnyegwy dwdybnh hunwly
ugnuiutipp: Lpwd L in vitro Yhpwndwt dwuht tgnwp Yud unyuwlwuwgdwt pugnighs wy) dhengutip, op." Yuwnwingwjht hwdwp,
wupwph hwdwn: fudpwpwtwlu wdpnnontpjwdp (huh dhwnbuwly (dwdlbnh, wpnwnpnnh b hwpbpwdnpdwt wnnwng) b niubuw
wpunwnpnnh Ynndhg fudpwpwuwyht ubiplujwgdnn npwlh hwywuwnwghp, gnpdwnuwlwl punypwgnpbph thnpdwptiunyejut
wpryniuputin: Upnwnpnuygniut niubw ubipnpdws npwlh Yunwywpdwu hwdwlwng' npubht ubipyuwjwgynn dhowqquihu hUO
unwunwpunubpht hwdwwwnwutuw (1ISO 13485-2017, 9001-2015, CE W/ywd IVD):




fhngihyniwht dhowjwyn

<ndngbu nnuwyniu thngh b, bwhuwnbudws b pdohulut tpwbwynyejwt hpbiph b Yruuwpwuwlw tnysh udnigh dwupbwgbpddwu
npwlp unnighint, huswbu twb wkpnp b wuwkpnp dwupbubph wébgdwy hwdwn:

1000 d| wwwnpwuwnh dhowdwjpnud wgwph wwpniwynyeyniup 0.75 g b 0.001 g nbiquigniphtuh wnywnyentu:

Mhwnwtihnejwt dwdltint wnudwqu 70%-h wnfwnieinit dwnwlwpwpdwt wwhht, punhwuny dwdlbnp' bwqugnyup' 4 tnwph,
gnpdwpwlwiht htpdnhy hwetpwynpdwdp' wnwybjwgnyup 0.5 g Yondwdpny b gnpdwpwwht whinwlwynpnwing (hwdwédwju
1SO 18113 qwnph unwunwnunutinh wwhwugsh): Mwpwwnhp Bu* udpwpwiwyh dwdwghpp, wpnwnpnn Yuqiwlbpwnyejwt
wudwuntdu ni hwugbu, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b whnwubhnpjuwt dwdlybinh hunwy bgnwdubpp: Laqws kin
vitro Yhpwndw dwuht upnidp Yud unyuwlwbwgdw ipwgnighs wyp Shengubip, on.' Yuwwnwinquiht hwdwp, wwpwuph hwdwn:
hudpwpwuwlu wdpnngontpjwdp |huh dhwnbuwl (dwdlybnh, wpnwnpnnh b hwpbpwdnpdwt wenwind) b niubuw wpnwnpnnh
Ynnuhg fudpwpwwyht ubpluywgynn npwlyh hwdwunwaghp, gnpdwntwlw punyepwgnbiph thnpdwpltnipjwl wpryntupubn:
Upwnwnpnipniut niubiw ubipnpdwsd npwlh Yunwdwpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquiht hUO unwunwpwnutiphu
hwdwwwwnwuluwl (ISO 13485-2017, 9001-2015, CE W/ywd IVD):

<ndngbu nbnuwyniu thngh b, twhuwnbugws £ pdohulut bpwtwynuesywt hpbiph U Yeuuwpwuwlwl Ynysh udnigh dwupbwgbpddwu
npwlp unngbine, htuswbu bwl wkpnp b wuwkpnp dwupbubph wébgdwu hwdwn:

1000 u| wywwnpwuwnh dhowdwinnut wgwph wwpniiwynyeyniup 0.75 ¢ U 0.001 g nbiquigniphth wnfwjnyentu:

Mhunwubihnipjwl dwdlint wnudwqu 70%-h wnlwjnieinit Jwnwlwpwpdwt wwhht, punhwun dwdybnp' ujwqugnyup’ 4
wnwnh, gnpdwpwwiht hpdbnhly thwebpwynpdwdp’ wnwybjwgnyup 0.5 Yg Yondwdpny b gnpdwpwwiht whunwlwynpnwing,
(hwdwadwyu 1SO 18113 wpph unwunwpunubph wwhwush): Unlw b fudpwpwtwlyh dwdlwghpp, wpnwnpnn juqdwlybpwnipjwu
wudwunwiu nt hwughb, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnyewy dwdybnh hunwly upnwubpp: Ladwsd kin
vitro Yhpwndw Jwuht upnuip Yud unyuwlwbwgdw jpwgnighs wyp dhengubin, on.' wwnwinquht hwdwp, wwpwuph hwdwn:
hudpwpwuwlu wdpnnonipjwdp dhwnbuwy § (dwdlbnh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niuh wpnwnpnnh Ynndhg
fudpwpwuwyht Ubpluywgynn npwlyh hwdwunwaghp, gnpdwntwlw punepwgnbph thnpdwpltniejwl wpryniupubn:
Upwnwnpnugyniut niuh ubipnpdwd npwyh junwdwpdwt hwdwlwnpg' npwlht ubipluywgynn dhowqgquihtt hUO unwunwnpuubiphu
hwiwwwwnwutuwt (ISO 13485-2017, 9001-2015, CE L/ywd IVD):

Hbpbiphwih hupnighsubiph
Rnuwduntpjwl npnadwl wqwnph hhdp
(EiEYh phunh hpwlwuwgdw hwdwn)

Hpbphwih hwpnighsubph pntuwduntpjwu npnadwl wgwph hhdp: Pngbudwu quugywsd , npp wwpniuwlnwd £ hnpeh ninbinh
dquwdp, nwduwph upnh dqyudp, twwphnwh pinphn, bwwnphnwh Guppnuwn, wqwn:

Muwwnpwuwnh dhowdwiph dbe wubwwnhy wybwgynid § dhne Ywd fungnp ngpwdnp wuwuntuh ghéndy: Mhunwubihniejwt dwdlbnu
wnudwqu 70%-h wnywnipintt dwinwlwpwpdwl wwhht, punhwun dwdybnp' uiJuqugnyup' 3 tnwph, gnpdwpwwiht hbpdbnhly
thwptrwynpdwdp b gnpdwpwiwiht whnwlywynpnwing (hwdwéawjt 1SO 18113 wnph unwtnwpunutiph wwhwugh): Mwpwwnhp ku*
fudpwpwuwyh dwdlwahpp, wpnwnpnn Yuqiwlbpynueywt wudwundu ne hwugbt, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W
whunwubhnieywl dwdlbnh hunwl upnwubpp: Ladws § in vitro Yhpwndwt dwuht upnwp Yud unyuwlwbwgdwt pugnighs wyp
dhongutip, on." Yuwwnwinguiht hwdwp, wwpwiph hwdwn: dpwpwuwlu wdpnnoniejwdp |huh dhwnbuwl (Gwdlytinh, wpnwnpnnh b
thwpbpwdnpdwl wnnwind) W niubuw wpnwnpnnh Ynndhg ludpwpwuwypt ubpluwjwgynn npwyh hwdwunwghp, gnpdwntwluu
punipwagnbiph thnpdwpluniejwt wpryntupttin: Upnwnpnieiniut niubbw ubpnpdwsd npuwih junwdwpdwt hwdwlwpg' npwlht
ubpyuywgynn dhowqguiht hUO unwunwpuubpht hwdwwwwwufuwu (1ISO 13485-2017, 9001-2015, CE L/ywd IVD):

Enterobacter sakazakii tnwppbpwldwt
(ESIA) wquip

Luwfuwwnbudws b Yuphg U Yuptwdpbinphg Enterobacter sakazakii dwupbh wugwundwt b wwppbpwldwy hwdwp (hwdwdwiy SOUS
hUO/f3U-22964-2013 wwhwugutiph): Swluup 1000 d-h hwdwp 30.75 gpwd: Pwununpnieiniup’ Yugbihuh $pdbunwnhy hhnpnihquin
7 ¢, tudnphswihtu dqudp 3 q, bwwnphnuwh pinphn 5 g, bwnphnwh nbgopuhtunjwwn 0.6 g, 5-ppnd-4-pinp-3-hunnih| a-D-
quntynyhpwnghn. 0,15 g, pinipbinuiht dwunipwlwgnyu 0.002 g, wquip 15 g: Mhnwubhnipjwt dwdytint wnudwqu 70%-h
wnluwynipynit dwnwlwpwpdwt wwhht, puhwunp dwdybunp’ iwqugnyup' 4 tnwph, gnpdwpwwihu hipdbnhl hwebrwdnpdwdp'
wnwybwgnyup 0.1 Yg Yandwdpny b gnpdwpwuwih whunwlwynpnuing (hwdwdwju 1ISO 18113 gwipph unwunwnpwnubph wwhuwtgh):
Muwpuuwnhp bu* fudpwpwtwlh dwdljwghpp, wpunwnpnn YuquiwlbEpynieiwt wujwinwu ne hwugb, wpnwnpnnh Ynndhg
wpunuwnpiwy wduwpyh U whnwbhnpjut dwdlybnh hunwy bgnwiubpp: Laqwd kin vitro Yhpwndwl dwuht tgnwip Yud
unyuwywwgdwl pwgnighs wyp dhengutin, on.' Yuwnwingwiht hwdwp, wypwuph hwdwn: udpwpwtwlu wdpnnontpjudp |huh
dhwwnbuwy (dwdybwnh, wpunwnpnnh b hwpbpwynpdwt wanwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubplujugynn
npwlh hwjwuwnwghp, gnpdwntwlwu punipwgnbiph hnpdwplunuejwt wpnyniupttin: Upnwnpnieiniut niubuw ubpnpwd npulyh
Ywnwywpiwy hwudwlwpg' npulht ubpluywgynn dhowqquihu hUO unwunwpntbpht hwdwwwinwuluwt (ISO 13485-2017, 9001-
2015, CE W/Ywd IVD):

YUl wqup nnnthnht Yuwnyuny

Luwfuwwnbudws b uuunwdptinphg wugwndwsd Staphylococcus aureus-h dnwn gbipdwluwniu nbgopuhnhpnuniybugh npngdwu hwdwnp
(hwdwdwju FOUS M-52815-2007 wwhwugutiph): Dwiuup 1000 Jj-h hwdwp 26.56 gpwd: Pwnwnpniegniup’ YLl 0.3 g, Yughnwh
pinphn 0.11 ¢, uwwnphnuwh pinphn 10 g, wininthnhtu Yuwnywn 0.093 g, Sphu-wdhundbpwu 6.06 ¢, wqun 10 g:

Mhuwbihniejwl dwdltnt wnudwqu 70%-h wnlwjnieini dwnwywpwpdwt wwhht, punhwuny dwdlybnp' uwqugnyup' 4 tnwph,
gnpdwpwlwiht htpdbnhy hwpetipwynpdwdp' wnwdbjwgnyup 0.5 g Yondwdpny W gnpdwpwtwiht whnwlwynpnwing (hwdwéwju
1SO 18113 qwnph unwnwnuutinh wwhwush): Mwpwwnhp bu* udpwpwiwlh Swdlwghpp, wpnwnpnn Yuqiwlbpwnyejwt
wudwunwdu nt hwugbu, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whnwubihngwu dwdltinh hunwl Upnwiubpp: Lodws £ in
vitro Yhpwndw dwuht upnidp Yud unyuwlwbwgdw inwgnighs wyp Shongubip, op.' Yuwwnwinquiht hwdwp, wwpwuph hwdwn:
hudpwpwuwlu wdpnngnipjwdp |huh dhwwnbuwl (dwdlytinh, wpnwnpnnh b hwpbpwynpdwt wnndnd) U niubuw wpnwnpnnh
Ynndhg fudpwpwwyht ubpluywgynn npwlyh hwdwunwghp, gnpdwnuwlw punyewgnbinh thnpdwpltniejwl wpryniupubn:
Upwnwnpnipjniut niubtw ubipnpdwsd npwlh Yunwwpdwt hwdwlwpg' npubht ubpyuwjwgynn dhowqquihtt hUO unwnwpunutipht
hwdwwwwnwuluwt (ISO 13485-2017, 9001-2015, CE b/ywd IVD):




Uhypnopquuhqdubph pun Spwdh nwpbpwyhs ubpldwu hwdwp ubplutynyebiph hwdwpwdnt, npp wwpniiwynud k.

Pjnipbnwiht dwunwlwgnyuh ndnype - 250 0

Snnwjhu nwnye Ywd Ljngn| - 250 d)

Sniuwgnynn (ndnype - 250 i

Uw$pwuht Ywd $nipupt - 250

’T]thwuhmmraJwU dwdlybint wnuduqu 70%-h wnuwjnlrajmu dwmwuwnwndwu wwhhu, punhwunp dwdybnp' uwqugnyup' 3 twnh,

ht hipdbnhYy thwpebpwynpdwdp b g Guiy iny (hwdwdwju ISO 18113 gwipph unwunwnpwnubph

I Y hwptpwyny I I I fuynr

UhYpnopquuhquubiph pun Spwdh nwpbpwlhs ubpldwu hwdwp ubpluiynyebiph hwdwpwdnt, npp wwpniuwlnud k.
Pjnipbnwiht dwuniwlwgnyuh ndnype - 250 i

Snnwjht ndnype Ywd Ljngng - 250 4;

Sntuwgnynn (ndnype - 250 Uy x 2

Uw$pwuht - 250 i

Mhunwubihnipjwl dwdlnu wnudwqu 70%-h wnlwjnieinit Jwnwlwpwpdwt wwhht, punhwun dwdybnp' bjuqugnyup' 3
wnwph, gnpdwpwlwihtu hbpdbnhly hwpbpwynpdwdp b gnpdwpwuwht whunwlwdnpnwing (hwdwdwju 1SO 18113 gwpph

9 Snwidny ubinlyduit binltinh wwhwhgh 'ﬁwpmwl}hn ku* fudpwpwwyh éwéquhnn, wpunwnpnn juqiwybpwynipjwt wudwunwu ne hwugbl, wpuwnpnnh unwunwpwnutiph wwhwgh): Mwpuwnhp BU' fudpwpwwyh dwdlwaghpp, wpnwnpnn juqdwlbpwnieywt wudwundu ne hwugtt,
huwupwdni™ Ynnihg wpnwnpdwu wduwpdh b whunwubhnyewy dwdybnh hunwl upnwiubpp: Ladws ki vitro Yhpwndwt dwuht ugnwp Yud wpwnwnpnnh Ynnidhg wpunwnpdwt wduwpyh b whuwbhnyejwl dwdybnh hunwy ugnwdubpp: Lagwsd b in vitro Yhpwndwy dwuhu

unyuwywwgdwl pwgnighs wyp Jhongutin, on.' Yuwwnwingwiht hwdwn, wwypwuph hwdwn: udpwpwbwlu wdpnnontpjwdp |huh Uonuip Ywd unywlwuwgdwt jpugnighs wy) dhengutin, op." Yuwnwingwiht hwdwp, wwypwuph hwdwp: fudpwpwtwlu
dhwwnbuwy (Gwdybwh, wpnwnpnnh b hwebpwynpdwt wanwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtwlht ubplujwgdnn wdpnnonipjwdp (huh dhwinbuwl (dwdlbnh, wpnwnpnnh b hwpbpwynpdwt wanwng) b nubuw wpnwnpnnh Ynndhg
npwlh hwdwunwghp, gnpdwntwlw punyewgnbinh thnpdwplunipjwl wpryntupubn: Upnwnpnipniut niubuw ubpnpwd npwlh fudpwpwuwyht Ubpluywgynn npwlh hwdwunwaghp, gnpdwntwlw punepwgnbph thnpdwpltniejwl wpryniupubn:
Ywnwlwpdwt hwdwlwng' npwlht ubplujwgynn dhowqgwihtt PUO unwunwpnutipht hwdwwwuinwufuwt (ISO 13485-2017, 9001-  |Upwnwnpnupniut niubw uipnpdwsd npwlh Yunwywpdwu hwdwlwng' npubht ubipyujwgynn dhowqquiht hUO unwunwpwnutiphu
2015, CE W/ywd IVD): hwdwywwnwutuwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD):
Lwhwwnbujws k Unphubipwlynbiphwubiph wunwsdht U ng wuinwdht gnwdubph tnwppbpuldwt hwdwp: <wdwpwdniu
Uwhiwwnbudwsd b uduqugnyup 28 phunh hwdwnp, ywpniwwynd £ 2.5 dg whpwghtuwdhn wwpniuwynn hwpbp, PYZ nbwgbunhg
(GpYwreh unybwn) b updwly: Mhnwtbhnipiwt dwdlytint wnugwqu 70%-h wnlwjnyejnit dwnwlwpwpdwt wwhht, gnpdwpwlwht
hbpdbinhly hwpbpwynpdwdp b gnpdwpwtwiht yhnwlwdnpnwng (hwdwdw 1ISO 18113 Jwpph unwunwpunutiph ywhwugh), niutuw

10 | Mhpwqhtwshnwquih (PYZ) ptuwn fudpwpwtwyh b wwypwupwuhowiht dwdlwgntn, wpnwnpnnh Ynndhg wpunwnpdwt wduwpdh b wyhnwubihnygjwt dwdybnh hunwly

ugnuiubipny: fudpwpwuwlyp Ynh hunwl dwdlwghp, wdpnnonipjudp |huh dhwnbuwy (Gwdybnh, wpnwnpnnh b hwpbpwynpdwu
wnnwiny) U niubuw wpunwnpnnh Ynndhg fudpwpwtwyht ubpluywgdnn npwlh hwdwunwghp: Upnwnpnipgniut niubuw ubpnpud
npulh Ywnwywpdwl hwdwlwnpg' npwlht ubplujwgynn dhowqgquiht hUO unwunwpunubpht hwdwwwwnwutuwl (1SO 13485-2017,
9001-2015, CE W/ywd IVD):

1

Uhwdwnwlubip owunntuhuny

Uhwdwnwlubip owunnfuhuny, ogunwgnpdynid bu wulidwynybiph wwppbpwldwt hwdwp: Snipwpwugnip uuldwnwlyp bwuwnbudwsd
k1 pbuwnh hwdwp:

Pwpbpwynpnidp' |huh htpdawnhly, gnpdwpwwht, Jnipwpwignip hwpbpwynpdwl dbe wnwybiwgnyup 50 ufudwnwl:
Mhwnwtihniejwt dwdltinp wnudwqu 70%-h wnfwniegnit dwnwlwpwpdwt wwhht, bwqugnyup' 2 niwph, hwebpwynpnwp'
hpdbunhly wwpwubipnd” hunwly wyhnwlwynpdwdp, wwpwupwuhgh b fudpwpwtwlubiph ywpunwnhp ugnwiubipny:
Lwidwwwwnwufuwih npwyht ubplwjwgynn dhowqquiht unwunwpunubpht bW niubuw npuwyh hwywuwnwghp (wpunwnpnnh Ynndhg
fudpwpwtwyht ubpywjwgynn hwdwunwaghn): Snpdwpwwht whnwlwdnpnwing (hwdwdwj 1ISO 18113 wpph unwunwpunubph
wwhuwtgh), niubtw fudpwpwuwlh b wwypwupwuhowiht dwdywgnbn, wpnwnpnnh Ynndhg wpunwnpiwt wduwpyh
whunwubhnieywt dwdlbnh hunwly upnwiubpny: fudpwpwtwlp Yph hunwy Swdlwaghp, wdpnnontejwdp (huh dhwnbuwly (dwdlbnh,
wpuwnpnnh U thwpbpwynpdwt wnnwinyg) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npulh hwwuwnwghp:
Upwnwnpnipniut niubiw ubipnpdwsd npwlh Yunwdwpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquiht hUO unwunwpwnutiphu
hwdwwwwnwuluw (ISO 13485-2017, 9001-2015, CE L/ywd IVD):

Ywuwnywn hwgh (Bordetella pertussis),
hwplwwnywn hwgh(Bordetella
parapertussis) U ppnufunubiujinhlngh
(Bordetella bronchiseptica) huwipnighsubiph
YUl -u Yhuhlulwu udnipubiphg
hwjintuwpbpdwl hwdwpwdnt

MTN hwywpwdnt Yhuhhulwl udnynd (peh U phepdwywuh hbnhtu wywnh npdwpwnwuphg punty) W dwupbwht Ynyungpuwgnud
Yuwnyw hwgh (Bordetella pertussis), hwpljuwwnywn hwgh (Bordetella parapertussis) W ppnufunutiyyunhyngh (Bordetella bronchiseptica)
hwpnighsutiph YU hhpphnhquighnt - $ynipbugbunwhu nbunblghwh dhongny (nwpptipwy FRT) wugwwnbint bW nwppbpwlytine
hwdwp «hpwlut dwdwuwlh» nbdhdnd: <wdwpwdnit wnwwunwgywsd k «Rotor-Gene» 3000/6000 wdwh$hlywwnnph hwdwn:
Lwywpwdnit bwiuwwnbugws £ wnudwqu 100 ntwyghwih hwdwp: Mhnwubihniyejwt dwdljbnp' bjwqugnytp 9 widhu: <wlwpwdnih
wbnwthnfudwt obpdwiht ntidhdp 2 - 8°C I, 5 ophg ns wyb;: Mhnwubihniyejwt dwdljinp wnudwqu 70%-h wnlw)nipiniu
duwwnwlwpwpdwu wywhht: Cwdwwywnwufuwuh npulht Uepuywgynn dhowqquihtt unwunwpuubpht b niubuw npulyh
hwdwuwnwghp (wpunwnpnnh Ynndhg fudpwpwtwypt ubiplwjwgynn hwywunwghp): Snpdwpwuwiht yhnwlwdnpnwing (hwdwédw)u
1SO 18113 gwipph unwunwnpnubiph wwhwugh), niubuw fudpwpwuwlh b wypwupwuhowiht dwdljwgntn, wpunwnpnnh Ynndhg
wpunuwnpdwt wduweyh U whnwbhnyejut dwdlytinh hunwy ugndubpny: ludpwpwtwlyp Yph hunwl dwdlwghp, b niubuw
wpuwnpnnh Ynndhg fudpwpwuwyht ubiphujwgynn npwlh hwywunwghp: Upnwnpnieiniut niubuw ubpnpdwsd npwlyh junwdwpdw
hwdwlwng' npwlht ubiplwjwgynn showqguiht hUO unwunwpwnubpht hwdwwwwnwufuwt (1SO 13485-2017, 9001-2015, CE L/Gwd
IVD:




13

YUIS -h wugwndwl hwdwpwdnt
«YU(3 unpp -B»

Nbwgbunubph hwjwpwdnt, bwhuwnbudwsd Yhuhhwlwu udnpubphg Yul3-h bpunpwlyghwih hwdwn: <wdwpwdnit ywpniuwlnud k.
Lhghuh (ndnype 15 i’ 1 upduly

Lywgnn jndnyp 1-15 df' 1 upduly

Lywgnn |ndnyp 2 - 50 di' 1 upduly

Nuwhdbpuw) unppbun - 1,25 ' 1 upduly

TE pnibbip YU@-h bynighwih hwdwn - 5 d' 1 upduly:

Cwlwpwdniu bwhuwwnbudwd b wnudwqu 50 udniph hwdwn (Ubpwnjw) unnighsubinp):

Mhwnwtihnyejwt dwdltinp' bjuqugnyup 12 widhu: <wwpwsdnth nbnuithnfudwt sbpdwiht nidhdp 2 - 8°C L, 5 ophg ng wyby:
Cwlwpwdnit wnwuyinwgywd b «Rotor-Gene» 3000/6000 wdwhphlwinnph hwdwp: Mhunwubjhnypjuwt dwdlybnp wnuduqu 70%-h
wnlwynieyntt dwnwywpwpdwt wwhht: <wdwwywnwutuwuh npulht ubplujwgynn dhowqguiht unwunwpunubpht b niubuw
npwlh hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn hwdwuwnwghn): Snpdwpwuwiht whnwywynpnwing
(hwdwdwju 1SO 18113 gwipph unwunwnpwnubph wwhwgh), niubuw fudpwpwuwlh b wwypwupwuhgwiht dwdlwgnbn, wpnwnpnnh
Ynnuhg wpnwnpdwu wduwpdh b whunwubhnyewu dwdyenh hunwl uynuiubpnd: ludpwpwuwyp Yph hunwly dwdljwghn,
wdpnnonurjwdp |huh dhwwnbuwy (Gwdlbnh, wpnwnpnnh b hwpbpwynpdwt wenwind) W niubuw wpunwnpnnh Ynndhg
fudpwpwwlht ubplujwgynn npwlh hwdwuwnwghp: Upnwnpnieniut niubiuw ubipppdws npwih Yunwywpdwt hwdwlwnpg' npwlht
ubpuywgynn dhowqguiht hUO unwunwpunubpht hwdwwwwnwufuw (1ISO 13485-2017, 9001-2015, CE W/ywd IVD:

Shigella spp. b EIEC YUf3-u
utiinwdptinph Udniphg hwjnuwpbpdwu
hwluwpwdnt

MM hwywpwdnt Shigella spp U EIEC FLI3-u utunwdpbpphg hhpphnhqughnt - $ynipbugbunwhu nbnbyghuwh dhengny (nwppbipwy
FRT) hwjntwptipdwt hwdwp «hpulwi dwdwuwyh» nidhdnud: <wywpwdnit bwiwnbudws: <wdwpwdnit wnwwnwgyws t «Rotor-
Gene» 3000/6000 wdwh$hywwnph hwdwn: wdwpwdnth nbnuthntudwt gpdwjhu nbdhdp 2 - 8°C k, 5 ophg ng wybi: <wlwpwdniu
wnwwwnwgyws k£ «Rotor-Gene» 3000/6000 wiwihbhlwwnnph hwdwp: <wjwpwdnit bwfuwnbudwsd b ujuqugnyup 55 nkwlyghwih
hwdwn' Uspwnyw unnighsubipp: Mhunwtbihnyeut dwdlnp wnbwqu 70%-h wnbuynipint dwinwlwpwpdwl wwhht:
Cwdwwwunwufuwuh npwlht ubiplujugynn dhowqquiht unwunwpnubpht b ndibuw npulh hwjwunwghp (wpnwnpnnh Ynndhg
fudpwpwuwyht ubpywjwgynn hwdwunwaghn): Snpdwpwtwht whunwlwdnpnwing (hwdwduwgu 1ISO 18113 Jwpph unwunwnpunubph
wwhuwtgh), niubuw fudpwpwuwlh b wwypwupwuhowiht dwdlwgntp, wpnwnpnnh Ynndhg wpunwnpiwt wduwpyh W
whunwubhnieywu dwdlnh hunwly upnwubpnyd: fudpwpwuwlp Yph hunwly Swdlwghp, wdpnnontpjwdp (huh dhwnbuwl (dwdlybnh,
wpunwnpnnh b hwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtwlyht ubplujwugynn npulh hwwuwnwghp:
Upwnwnpnigniut niubuw ubipnpdwd npwlh Yunwdwpdwt hwdwlwpg' npuyht ubipyuwjwgynn dhowqquiht hUO unwunwpunutipht
hwdwwwwnwutuwy (ISO 13485-2017, 9001-2015, CE U/jwd IVD:

Legionella Antigen Urinary wpwg pbiuwn
L.pneumophila-h hwlwduh npnadwu
hwdwn

Legionella Antigen Urinary phbuwnp wpwg dbenn b pnpupnpph wiunwthgubp niuignn hhdwunubiph dqnud Lpl-h hwlwduh
hwjintwpbpdwt hwdwp (npwlwlw): MEwgbunubph hwdwpwdniu ywpniuwlynd £
1) fFbuwn-Juutiinubin, npntp wwpntuwynid Bu uhunpngbiynynquiht pwnwupttinh Ypw' Legionella pneumophila serogroup 1-h
ulwwndwdp gbpgquniuwgywsd dwquph hwlwdwpdhuubpny ubpddtigdws skipnhlubn,
2) Nbwgbun A-uhnpwinh wghn bW SUhL-20 wwpniiwynn ghunpwn-$nubwnwihu pnibiph hhdpnd,
3) dhpwtudnidny dnnbip ywghbuwh dbgh udnigundwl hwdwp,
4) tpwlwt unnighy Yppwhudnd, npp wwpniuwynid £ Jhpwtudnidh ypw snpugpwd sbipdwiht wywynhyjugnud wugws Legionella
pneumophila,
5) Legionella pneumophila swwpniuwlynn pugwuwluwt unnighy: 3nipwpwtgnn phum Uwhiwwnbudwd £ 1 npngdwt hwdwp:
Qtpwnuwubih k1 hwjwpwénih (22 phuwn) htn 2 ths phuwnh npwdwnpnuip: Mhunwubhnipwl dwdlbnp' Udwqugnyup 12
quIhu "‘Ihmmhhmmmmh dwdlybinp wnuduqu 70%-h wnlwynipiniu dwmwuwnwndwb wwhhu: Cwdwwywwnwufuwuh npwyht
ubplyuwjwgynn dhowqguiht unwunwpuubpht b niubuw npwlh hwwuwnwghp (wpnwnpnnh Ynndhg udpwpwuwlyht ubpluywgynn
hwjwunwghn): Snpdwpwuwiht whnwlwynpnwng (hwdwéwl 1ISO 18113 gwpph unwunwpunubph wwhwugh), niubuw fudpwpwuwlh
b wwypwupwuhpwiht dwdljwgnpbp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhnwubhnigjuu dwdybnh hunwy upnidubpny:
hudpwpwuwlp Yph hunwly dwdljwaghp, W niubuw wpnwnpnnh Ynndhg udpwpwwlht ubpluywgynn npwlyh hwdwunwghp:
Upwnwnpnigniut niubw ubipnpdwsd npwlh Yunwdwpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquiht hUO unwunwpwnutiphu
hwdwwwwnwutuwl (ISO 13485-2017, 9001-2015, CE b/{wd IVD:

16

Clostridium difficile GDH + Toxin A + Toxi| 5,
B wpwgq hwjnuwpbpdwu
huntunppndwinngpwbhly phun

Fhunp twhiwwnbudwsd £ Yihuhlulwu udnignud (Ynwupnw) Clostridium difficile GDH + Toxin A + Toxin B-h wpwgq hwjnuwpbpdwu
hwdwn: 8nipwpwugnip phun bwuwwnbudwsd b 1 npnadwt hwdwp: YEpwnwbih b1 hwdwpwdnth (22 phuwn) htn 2 unnighs phunh
wpwdwnpnuip: Clostridium difficile GDH + Toxin A + Toxi B wpwa hwjnuwpbpdwu hLU phuwnh bl hwwpwdniu ubpwnnud k.
1.Clostridium difficile GDH + Toxin A + Toxi B huntunppndwunngpubhwlwt phunh sbpunbp  uwyhunwly wwunhy phqubiph dbe

2. Ynuwiph udniwndwl thnpdwne' (Nhsny

3. phuwnh oqunwgnpddw gnignuiubn - 1 hwn:

(Fhunuhtu dwwwdbuubpny Bphqubpp hwpbpwynpdwsd Bu wynwhub hwywehrbnhg Wwnpwunyws wuhwnwywy Julyninwwihu
thwpbpwynpdwu dhg, npp wwpniwynd £ silica gel mnypwlubn: <wdwpwdnit thwpbpwdnpdws b undupwpenel ninuhh dbe:

p' tjuqugnytp 18 wihu: Mhnwbihnyejwt dwdlbnp wntdwqt 70%-h wnywynuejntt dwnwlwpwpdwt
wwhhu <wdwu|wmwuruumh npwlht ubpywjwgynn dhowqquiht unwunwpunubpht W niubuw npwyh hwdwunwghp (wpnwnpnnh
Ynnuhg fudpwpwuwyht ubpluywgynn hwwunwaghn): Snpdwpwtiwiht whunwlwdnpnwing (hwdwdwju 1ISO 18113 wnpph
unwunwpuubph wywhwush), niubbw fudpwpwtwyh b wypwupwuhpwiht dwdljwgpbp, wpnwnpnnh Ynndhg wpnwnpdwu wduwpdh
b whurwubhnieywu dwdlbnh hunwl upnuwiubpnd: ludpwpwuwlp Yph hunwly Swdljughp, wdpnnentpjwdp |huh dhwnbuwly
(dwdlybnh, wpnwnpnnh b hwpbpwynpdwt wnnwing) b nubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn npwiyh
hwywuwnwghp: Upnwnpnigyniut niubuw ubipnpdwsd npulh junwdwpdwt hwdwlwpg' npulht uipluwjwgdnn dhowqquihu hUO
unwlnwpnubiphtt hwdwwwnwufuw (1ISO 13485-2017, 9001-2015, CE b/ywd IVD:

mt P +onslik

Fhunp bwhiwnbudwsd £ Yihuhlulwu udnignud (Ynwpnw) Clostridium difficile GDH + Toxin A + Toxin B-h wpwgq hwjintuwpbpdwu
hwdwn: Snipwpwugnip phun whuwwnbudws £ 1 npnadwt hwdwp: Clostridium difficile GDH + Toxin A + Toxi B wipwq hwjuntuwpbpdwt
hLU phuwnh dbl hwdwpwdniu Ubpwnnud k.

1.Clostridium difficile GDH + Toxin A + Toxi B huntunppndwunngpuw$hwlwt phunh sbpnbp  uyhunwy wwunhly bphqubph dbe

2. Ynwph udnwndwl thnpdwunp' ndhsny,

3. phuwnh ogunwgnpddw gnignidubp - 1 hwwn:

Fhunwhtu dwwwybuubpny Bphqubpp hwpbpwynpdwsd bu wynwhub hwjwehpbinhg Wwnpwunyws wuhwnwywu Julninwwihu
thwpbpwynpdwu de, npp wwpniuwynad £ silica gel mnypwlubp: <wdwpwdnit thwpbrpwdnpdws  unjwpweneb winwhh dbg:

Mt yp 18 wihu: Mhunwubhnyejwt dwdlbnp wnudwqu 70%-h wnlwjnuyentu
dwmwuwnwndwb quhhu Cwdwwwwnwufuwuh npulht ubplujwgdnn dhowqguiht unwunwnpuubpht W niubuw npuyh
hwdwuwnwghp (wpnwnpnnh Ynndhg udpwpwuwyht ueplujwgynn hwwunwghp): Snpdwpwtwiht yhunwlwdnpnwing (hwdwdwu
1SO 18113 swnph unwunwpuubph wwhwush), nubuw fudpwpwuwlh b wwpwupwuhywiht Swdlwgnbn, wpnwnpnnh Ynndhg
wpunwnpdwt wduwppdh b whunwubhnyegwy dwdybnh hunwly upnwiubpnd: ludpwpwuwlp Yph hunwy Swdlwghp, wdpnnontpjuwdp
thuh dhwwnbuwy (Gwdybwnh, wpnwnpnnh b hwpbpwynpiwl wenwind) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht
ubipyuywgynn npwhh hwywunwghp: Upnwnpnuegniut niubuw ubpnpdwsd npubh junwdwpdwt hwdwlwnpg' npulht ubplujwgdynn
dhowqquyhtt hUO utnwunwpuutinht hwdwwwwnwutuw (1ISO 13485-2017, 9001-2015, CE W/§wd IVD:

Sl

P ik




Spwuuwynpunwiht hwdwlwnpg Yeph
Piiph dhowwjpny*

Lwhwwnbuwsd k Yhuhhulwt Wnyeh' Ynwiph udnpwndwt, wbnuinudwt b ywhywudwy hwdwn: 3nipwpwugnin thwpbph
wwpniwwynd £ dwupbwabind Ybph-Plap dhowdwjpnd wnihunhpniwiht thnpdwunge b wjwuwnhly dnnny nt Yuihwphsnd dhpwiudnid
puntyp Ybpgubiint hwdwp: Uhgwywjpp wpnwpht quudwdp wnwtg wnbuwubih thnthnfunyepniuubiph’ wpbip Yud wynwewyubp,
snpuigdwt hiinpbp, wéh wnlwynueiniu b wyju:

MNuhwwywdwl gkipdwunhéwup dhugl 28°C:

MNuwhywudwl dwdytinp' 18-30 wihu' hwdwdwiu wpnwnpnnh Ynndhg npdwsd hwywuwnwagph, 2-25°C gipdwjhu ntidhdh
wuwjdwuubpnud: Mhunwubihnieywi dwdlbnt wnudwql 70%-h wnfwjnieiniu dwnwlwpwpdwy wwhht: Uypwupp |huh
gnpdwpwwiht thwpbpwynpdwdp W gnpdwpwuwiht whnwlwdnpnwing (hwdwdwju 1SO 18113 gwpph unwunwpunubph wwhwugh):
Mupwnwnhp BU' fudpwpwtwyh dwdlwghpp, wpnwnpnn Yuqiwytipyniejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg
wpunuwnpiwt wduwpyh U whnwbhnyejwl dwdlybnh hunwy bgnwiubpp: Lawsd k in vitro Yhpwndwy dwuht tgnwdp Yud
unyuwywwgdwl pwgnighs wyp Jhongutin, on.' Yuwwnwingwiht hwdwp, wwypwuph hwdwn: udpwpwbwlw wdpnnonipjwdp |huh
dhwwnbuwy (Gwdybwh, wpunwnpnnh b hwebpwynpdwt wanwind) b niubuw wpunwnpnnh Ynndhg fudpwpwtwlht ubpluywgdnn
npwlh hwdwunwghp, gnpdwntwlw punyewgnbinh thnpdwplunipjwl wpryntupubn, huswbu bwb Yuniunipjwl quwhwndwu
wpryniupubin' hwdwawju hUO 23640-2015-h wwhwugubiph: Upnwnpnipiniut niubitw ubipnpdwd npwyh junwdwpdwt hwdwlwpg'
npwlht ubpywjwgynn dhowqquiht hUO unwunwpwnubpht hwdwwwwnwutuwu (1ISO 13485-2017, 9001-2015, CE L/ywd IVD):

Lwhuwwnbudwsd k Yhuhhulwt Wnyeh' Ynwiph bdnpwndwt, wbnuihnfudwt b ywhywudwu hwdwn: 3nipwpwgnip thwpbeh
wuwpniuwynwd £ dwupbwqbind Yeph-Piap dhowduwypnd wnihunhpnjwiht thnpdwunpe b wjwuwhly dnnny nt Yuthwphsnd yhpuwtudnid
puntyp Ytipgubint hwdwp: Uhgwywjpp wpnwpht quudwdp wnwtg nbuwbih tinthnfunuyegniuutiph’ dwptip Yud wynwewlutip,
snpwgdwt hbunpbp, wéh wnlwnuegniu b wyu:

MNuwhwywdwt ghipdwunhéwup dhugl 28°C:

MNuwhywudwl dwdytnp' 18-30 widhu' hwdwdwit wpnwnpnnh Ynndhg npwsd hwjwuwnwgnh, 2-25°C gkipdwjhu ntidhdh
wuwydwuubpnu: Mhunwubihniejwt dwdlbnt wntduqu 70%-h wnlwjniyeniu dwnwlwpwpdwu wwhht: Uwpwpp huh
gnpdwpwuwiht thwpbpwynpdwdp W gnpdwpwuwiht wyhnwlwdnpnwing (hwdwdwju 1SO 18113 swpph unwunwpunubph wwhwugh):
Unfw £ fudpwpwuwlh dwdlywaghpp, wpnwnpnn Yuqiwlybpyniewl wudwunwdu ne hwugbl, wpnwnpnnh Ynndhg wpunwnpdw
wduwpyh b whunwubhnyeywu dwdybnh hunwl uznwubpp: Ladws § in vitro Yhpwndw dwuht upnwp fud unyuwlwbwgdw
Inwgnighs wy Jhongutip, on.' Yuwnwingwiht hwdwp, wwpwiph hwdwn: udpwpwtwl wdpnnontpjwdp Jhwnbuwl b (dwdltinh,
wpunwnpnnh b thwpbpwdnpdwt wnnwing) b niuh wpnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn npuwyh hwdwuwnwghn,
gnpdwnUwlwl punypwgntinh thnpdwptitnuejwt wpryniupubin: Upnwnpnuygniut niuh ubpnpdwsd npuwyh junwdwpdwt hwdwlwpg'
npwlht Ubplyuywgynn dhowqquihtt hUO unwunwpunubpht hwdwwwwnwutuwt (ISO 13485-2017, 9001-2015, CE L/ywd IVD):

Spwuuwynpunwht hwdwluwpg

Luwfuwwinbudws b wywhwugynin dwuptubp, dwutwynpwwbu Haemophilus influenzae, Neisseria gonorrhoeae, Streptococcus pneumonie
wwpniuwynn YihuhYulwu Ynyeh udnipwndwl, wbnwhnfudwt b wywhwywudwy hwdwp: 3nipwpwugnip thwpbe hp dbe wwpniiwlnud
t Uinjnuwpuinh dhowduiypny wnihunhpnjwiht thnpdwunpe b wwuwnhyt thwynhyny ne Yuthwphsny dhpwtudnid puniyp ybpgubint hwdwn:
Uhowywjnp wpunwpht quudwdp wnwg nbuwbtih tinthnfunieiniutbph’ Swpbip Yud ynuewlubp, snpwgdwl hbnptn, wéh
wnlwynueyniu b wyu:

MNuwhwwwidwl ghpdwunhéwp dhusl 28°C:

MNwhywidwu dwdltinp' 18-30 wihu' hwdwdawju wpnwnpnnh Ynndhg tnpdwsd hwdwuwnwgnh, 2-25°C gbpdwjht nidhuh
wwjdwubpnd: Mhunwutihnyejwt dwdlibnt wnujwqu 70%-h wnyuwnipinit dwunwlwpwpdwl wwhht: Uwypwupp |huh
gnpdwpwuwiht thwpbpwynpdwdp W gnpdwpwuwiht whnwlwydnpnwing (hwdwdwju 1SO 18113 gwpph unwunwpunubph wwhwugh):

Lwhuwwnbudwsd b Yihuhhulwl unyeh' Ynwph udnwndwt, wbnuwihnfudwt b ywhywbdwy hwdwn: 8nipwpwtgnip thwretieh
wuwpniuwynd £ dwupbwqbind Yeph-REp dhowduwypny wnihunhpnjwiht thnpdwunpe b wiwuwhly dnnny nt juthwphsnd dhputudnid
puntyp Ytpgubint hwdwn: Uhgwywjnp wpnwpht quitdwdp wnwig nbuwtih thnthnfunuyejnitubinh’ wpbin Yud wynwowlubn,
snpwgdwl htinpbn, wéh wnlwjneniu b wyju:

MNuwhwwwidw ghpdwunhéwup dhugl 28°C:

MNuwhwwldwl dwdltinp' 18-30 wihu' hwdwdwju wpnwnpnnh Ynndhg tnpdwsd hwywuwnwgnh, 2-25°C gbpdwiht nkdhdh
wwjdwuubpnud: Mhuwubihnyegyu dwdybnt wnujwql 70%-h wnluwnyeiniu dwnwlwpwpdwl wwhht: Uwypwipp (hup
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhnwlwynpnwing (hwdwdwju 1SO 18113 swpph unwunwpunubph wwhwugh):
UnYw & fudpwpwuwlh dwdlwaghpp, wpnwnpnn fuqiwlbpyniewi wudwundu ne hwugbl, wpnwnpnnh Ynndhg wpunwnpdwu

18 Unjnuwptnh Shouwuipny Mupwnwnhp U fudpwpwtwyh dwdlwghpp, wpnwnpnn fuqiwytipyniejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg wduwpyh b whunwubhnyeywu dwdytnh hunwl upnwdubpp: Ladws § in vitro Yhpwndw dwuht upnwp fud unyuwlutiwugdwt
wpunuwnpiwy wduwpyh U whnwbhnpjut dwdlybnh hunwy bgnwiubpp: Laqwd kin vitro Yhpwndwl dwuht tgnwip Yud Inwgnighs wy Jhengutip, on." Yuwnwinguiht hwdwp, wypwuph hwdwp: udpwpwtwl wdpnnontpjwdp dhwnbuwl b (dwdytinh,
unyuwywwgdwl pwgnighs wyp dhengutin, on.' Yuwnwingwiht hwdwp, wypwuph hwdwn: udpwpwtwlu wdpnnontpjudp |huh wpunwnpnnh b thwpbpwdnpdwt wnnwing) b niuh wpnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn npwlyh hwdwunwghn,
dhwnbuwy (Gwdybwnh, wpunwnpnnh b hwpbpwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubplujugdnn gnpdwnuwlwl punpwgntinh thnpdwptitnuejwl wpryniuputin: Upnwnpnugniut niuh ubpnpdwsd npuwyh junwdwpdwt hwdwlwpg'
npwlh hwwunwghp, gnpdwntwlwu punipwgnbiph thnpdwplunipjwt wpnyniupubip, huswbu bwb Yuyniunyeywt quwhwndwu npwlht Ubpluywgynn dhowqquihts hUO unwunwpunubpht hwdwwwnwutuwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD):
wpryntupubin' hwdwdwyu hUO 23640-2015-h wwhwgubiph: Upnwnpnieiniut niubitw ubipnpdwd npwyh Yunwdwpdwl hwdwlwnpg'
npwlht ubpywjwgynn dhowqquiht hUO unwunwpnubpht hwdwwwnwutuwu (1ISO 13485-2017, 9001-2015, CE L/ywd IVD):

Luwfuwwnbudws b wywhwugynin onwljug b wuonwljwg dwuptubn wwpniiwynn Yihuhywlwu Wnyeh tdnpwndwl, mbnuinfudwu b | Lwiwnbudws b ywhwuglnn onwljwg b wionuwilywg dwupkbubp wwpniiwynn Yihuhhulwt unyeh tdnpundwl, wbnuidinfudwu b
wwhwwudwy hwdwn: Snipwpwuginp thwpbie hp dbe wwpnwynu b wlnhdwgdwsd wdnibuny Udhtu dhgwdwipnd wnihunppniught - [wywhwwudw hwdwp: Snipwpwugnip thwpbe hp dbg wwpniuwlynd § wlnhjugyws wdnifuny Udhtu dhowdwipny wnihunhpnjwhtu
thnpdwunp b wwuwnhly thwynhynyg ne Yuthwphsny hputudnd puniyp ybpgubint hwdwn: thnpdwunp U wwuwnhy thwynhyny ne Yuthwphsny Jhpwiudnid puntyp bpgubint hwdwn:

Uhgwiwjpp wpunwpht quudwdp wnwtg nbuwbih dintinfuniegniutibph’ dwpbip Yud wnwewlubp, snpugdwt hinpbp, wéh UhgwiJwjpp wpunwpht quudwdp wnwtg nbuwbih dinthnfunipgniutibph’ Gwpbip Yud wynwewlubp, snpugdwt htnpbn, wéh
wnluwjnipinit U wyju: wnluwynigniu b wyju:

MNuwhwwwidwl gbpdwunhwp dhugl 28°C: MNuwhwywidw gbpdwunhéwup dhugl 28°C:

Muwhywudwl dwdytinp' 18-30 wihu' hwdwdwiu wpnwnpnnh Ynndhg wpdwsd hwywuwnwanh, 2-25°C ghipdwjhu ntidhdh MNuwhwwludwl dwdlytnp' 18-30 wihu' hwdwdwju wpnwnpnnh Ynndhg npdwd hwywunwgph, 2-25°C gbpdwjht nkdhih
wwjdwubpnd: Mhunwubihnyejwt dwdlbnt wnudwqu 70%-h wnywnipinit dwunwlwpwpdwl wwhht: Uwypwupp |huh wwjdwuubpnud: Mhuwubihnyegyu dwdybnt wnuduqu 70%-h wnlunyeiniu dwnwlwpwpdwy ywhht: Uwypwipp (hup

19 Spwbuwnpuuwght hwidwluing Udhbu | gnnswpwtiwght thwpbpwynpdwdp U gnpdupwtiught whinwyuwdnpnwing (hwdwaw 1SO 18113 wnph unwtnupuibph ywhwtgh): — [qnpdwpwbwht hwpbpwdnpdwdp U grpdwpwbwht whnwwynpnung (hwdwawi 1SO 18113 sunph unwtnwpnbbinh wwhwtgh):

dhgwijuypny Mupwnwnhp U fudpwpwtwyh dwdljwghpp, wpnwnpnn Yuqiwytipyniejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg Mupwnwnhp BU' fudpwpwtwyh dwdlwghpp, wprnwnpnn fuqiwybipyniyejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg
wpnwnpdwt wduwpeyh b wyhnwutihngewt dwdybnh hunwy upnwdubipp: Lodws k in vitro Yhpwndwt dwuht ugnwp ud wpunwnpdwt wduwpyh b whuwubjhnyegyuu dwdybnh hunwly upnidubipp: Lagws E in vitro Yhpwndwl dwuht upnudp Yud
unyuwywwgdwl pwgnighs wyp Jhongutin, on.' Yuwnwingwiht hwdwn, wwypwuph hwdwn: udpwpwtwlu wdpnnontpjwdp |huh unyuwlwuwgdwl pwgnighs wyp Jhengubip, on." Yuwnwinquiht hwdwp, wwpwuph hwdwn: ludpwpwuwlt wdpnnoniejwdp thuh
dhwwnbuwy (dwdybnh, wpnwnpnnh b hwpbpwynpdwt wnnding) b niubuw wpnwnpnnh Ynndhg fudpwpwuwlht ubplujugynn dhwinbuwl (dwdlytnh, wpnwnpnnh b hwebpwdnpdwt wnnwdng) U niubuw wpnwnpnnh Ynndhg fudpwpwwlyht ubphujwgynn
npwlh hwjwunwghp, gnpdwntwlwu punipwgnbiph thnpdwplntpjwt wpnyniupubip, huswbu wb Yuyniunyejwt quwhwndwu npwyh hwjwuwnwghp, gnpdwnuwlw punyewgpbiph thnpdwpltnuejwl wpnyniupttin, hugwbu bwl Yuyniunyejwt quuwhwndwu
wpryniupubin' hwdwawju hUO 23640-2015-h wwhwugubiph: Upnwnpnipjniut niubiiw ubipnpdws npwih junwdwpdwt hwdwlupg'  |wpryniupubip' hwdwéwju hUO 23640-2015-h wwhwgubiph: Upnwnpnieyniut niubuw ubpnpdwsd npuyh junwdwpdwt hwdwlwpg'
npwlht ubpywjwgynn dhowqquihu hUO unwunwpwnubpht hwdwwwwnwutuwu (1ISO 13485-2017, 9001-2015, CE L/ywd IVD): npwlht Ubpluywgynn dhowqquihts hUO unwunwpunubpht hwdwwwnwutuwt (ISO 13485-2017, 9001-2015, CE U/ywd IVD):
SGuqugbubpwwnnpwiht thwebe, npnwd wnljw phdhwlw Ynyep (Uwwnphnwh hhnpnuny$wn Yud whpngwing wwwhnynu
Epuhlwwnnpnud (2,5 ) prdwduh Yuunwiu nt dhypnwipn$hy dhowduyph unbndnidp (nipwpwiginn wuhwnwlwt hwebep):
Uthwuinwlw thwpebiputinp |hubu hwebpwdnpyws 1 punhwunip thwebpnd” wnwytjwgnyup 10-wlwt hwn: Mhnwubhnyejwu
dwdlybint wnuduqu 70%-h wnlwnipinit dwnwlwpwpdwl wwhht: Uypwupp (huh gnpdwpwwiht thwebpwynpdwdp W

«GwqMuwlbuny-ubip bpuhlunnpttinh qnpdwpwlwiht whunwlwynpnwing (hwdwdwju 1SO 18113 swnpph unwunwpwnutiph wwhwgh): Mwpuwnhp BU' fudpwpwtwlyh

20 | hudwn (Ghypnutpndhy wwdwitn Swdlywahpp, wpnwnpnn Yuqiwybpyniejwl wudwundu ne hwugbt, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh W

unbindtiint hwdwin)

whunwubhnieywu dwdlbnh hunwl upnwiubpp: Ladws E in vitro Yhpwndwt dwuht upnwp Yud unyuwlwbwgdwt pugnighs wyp
dhongutip, on." Yuwwnwinquiht hwdwp, wwpwuph hwdwn: dpwpwuwlu wdpnnoniejwdp |huh dhwnbuwl (Gwdlytinh, wpnwnpanh b
thwpbpwynpdwl wnnwind) W niubuw wpnwnpnnh Ynndhg udpwpwuwlht ubpluywgynn npwlh hwdwunwghp: Upnwnpnieniut
niubtw ubipnpywsd npwyh Yunwywpdwu hwdwlwng'

npwlht ubpywjwgynn dhowqquihu hUO unwunwpwnubpht hwdwwwnwutuwu (1ISO 13485-2017, 9001-2015, CE L/Gwd IVD):




21

«GwqMuwlbny»-ubip Epuhyunnpubiph
hwdwp (wuwbpnp wwydwuubp
uwntindtiint hwdwp)

Suqugbubpwwnnpwiht thwpebe, npnwd wnljw phdhwlw Ynyep (Uwwnphnwh hhnpnuny$wn Yud whpngwing wwwhnynud
Epuhlywwnnpnud (2,5 ) prywduh Yluunwiu nt wuwtpnp dhowdwiph unbndnidp (nippwpwgnin wuhwunwlw thwpebep): Wuhwnwlwu
thwpbiputinp |hubu thwebpwynpywsd 1 punhwuntp thwebpnd’ wnwybjwgnyup 10-wlwt hwwn: Mhnwitihnejwt dwdltint wnudwqu
70%-h wnywjnieyniu dwnwlwpwpdwt wwhht: Uwypwupp |huh gnpdwpwuwiht hwpbpwdnpdwdp b gnpdwpwwht
whwnwlwynpning (hwdwdawju 1SO 18113 swnph unwunwpunubph wwhwugh): Mwpwnwnhp G fudpwpwtwyh dwdlwghpp,
wpunwnpnn juqiwbpwnipjwt wudwunwu ne hwugbl, wpunwnpnnh Ynndhg wpnwnpdwt wduwpedh b yhnwubihnyejwt dwdybnh
huwnwl ugnuiutinp: Loadwd b in vitro Yhpwndwt dwuht ugnwdp jud unyuwlwtwgdwt pugnighs wy) dhengutin, op.' Yuwnwingwjhtu
hwdwp, wwypwiph hwdwn: ludpwpwtwlu wdpnnenuejwdp (huh dhwinbuwly (dwdlbnh, wpunwnpnnh b hwebpwynpdwt wnnwng) W
nbw wpnwnpnnh Ynndhg fudpwpwuwyhtu ubpywjwgynn npwlh hwywuwnwghp: Upnwnpniggniut niubuw ubpnpdwsd npwlh
Ywnwlwpdwt hwiwlwupg'

npwlht ubpywjwgynn dhowqquihu PUO unwunwpwnubpht hwdwwwwnwutuwu (1ISO 13485-2017, 9001-2015, CE L/Gwd IVD):

22

Ustuwduh nhopuhn-quq

Lwunnily dwppnigjwt CO2 - wugnyu, wuhnn quq pny| pRYwiht hwdny, qugh dwywjwiht winynup ng wwlwu pwu 99%,
dwinwlupwpynd £ 10 |-ng, ynnwwnt pwntutipny, 80 Ygu/ud® updwl nwly: Pwintiibipp ubinydwd bu ul gnyund, "DIOXID DE
CARBON" dwlwgpnipjudp:

<& opbunpnipjwdp uwhdwiudws, wpnwnpnn juqdwybpyniejwu ubpnph$hlwnutiph, phdhwlwu Ynyeh udpwpwlwyh npwyht n
wwhuwwidwy wuwydwuubpht epwpbpnn hwunwenpbiph ophghtw) tnwppbpuwlubph wnlwniend:

23

<bnniy Jugbhu

Luwfuwwnbudws b dwuptwpwuwlwl jwpnpwnnphugnud hbnwgnuneniutbph hpwlwtwgdwt hwdwp: <ennwy jninwiht Yuqunyejudp
nbnuwyniu pwthwughy ynie b Pwpbpwynpnuip wnwybjwgnyup 100 di-wung updwlubpny: Mhuwubihniyeyut dwdlbnt wntdwql
70%-h wnywjnipyniu dwnwlwpwpdwt ywhht: Uwypwupp |huh gnpdwpwuwiht hwpbpwdnpdwdp b gnpdwpwiwht
whwnwlwydnpning (hwdwdawju 1SO 18113 swnph unwunwpunubph wwhwush): Mwpwnwnhp G fudpwpwtwyh dwdlwghpp,
wpunwnpnn juqiwybpwynipjwt wudwunwu ne hwugbl, wpunwnpnnh Ynndhg wpnwnpdwt wduwpedh b yhnwubihnyejwt dwdybnh
huwnw tgnuiutinp: Lodwd b in vitro Yhpwndwt dwuht gnwp Yud unyuwwtwgdwt pugnighs wy) dhengutin, op.' Yuwnwingwjhtu
hwdwp, wwypwuph hwdwn: udpwpwwlu wdpnneniejwdp (huh dhwinbuwly (dwdlbnh, wpunwnpnnh b hwebpwynpdwt wnnwng) W
niubtw wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn npwyh hwjwuwnwghn:

24

Uhquiynie

pwlwalp' (NH2),CO: Rhihwlwu dhwgnueniu b wdtuwpepyh nhwdhn: Uwyhwnwl pnipinutip ' indtih oph, bpwunih, htinny
wdnuhwyh dbg: hpkiuhg Ubpuywgunid £ wugnyl, wuhnun pinipbinubn: Pwpbpwynpnuip dhugl 0.250 - 0.5 Yg Yondwdpubtipny:
Uwpwupp |huh gnpdwpwuwiht thwebpwdnpdwdp b gnpdwpwuwiht wyhnwlwynpnuing (hwdwdwju 1SO 18113 swpph
unwnwpunubiph wwhwugh): Mwpuwnhp BU fudpwpwuwyh dwdljwghpp, wpnwnpnn Yuqiwytipyniejwt wudwunwu n hwugbu,
wpuwnpnnh Ynndhg wpnwnpdwl wduwpdh b yhnwubihnigjwt dwdybnh hunwl upnidubipp: Lodws £ in vitro Yhpwndwl dwuht
uonuwip Ywd unyuwlwuwgdwl jpugnighs wy) dhengutin, op." Yuwwnwingwjht hwdwn, wwypwuph hwdwp: fudpwpwtwlu wdpnnenipjwdp
lhuh dhwwnbuwl (dwdlybnh, wpnwnpnnh b thwebpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn
npwlh hwwuwnwghn:

25

MIC phliun Ywd E - phiun dwwwybu
Mbuhghihuny**

Mbuhghihuny MIC pbuwn' udwqugnyu huhhphghwih Ynugbunpwghw npngnn hwwphninhluwjht unphwbn: SYw) hwwdwupbwht
wpbywpwnp wwpniwwynn wnihdbpught dwwywydbuh ubin 2tpn (0,5x 6,0 ud), nph Jpw wnlw Bu Upw funnyejwup
hwdwwwwnwufuwunn tywgdtip (UWwqugnyuhg dhugl wnwdbugnyup 0.016 - 256 pg/mL) hwhwdwupbwihtu qquyniunteiniup npnotiint
hwdwp: T pulwqdp ywpniwwynid £ wntdwuqu 60 phuwn:

Mhuwbhniejwl dwdltnp wnudwqu 70%-h wnluwjnieiniu dwnwywpwpdwy wwhht, thwpbpwdnpnwdp' hepdbnhy:
Cwdwwwwnwufuwuh npwyht ubiplujwgdnn dhowqquiht unmwunwpuubipht b nubuw npwlh hwdwunwghp (wpunwnpnnh Ynndhg
fudpwpwuwyptu ubplwjwgynn hwywuwnwghn): Snpdwpwuwht yhnwwdnpnwing (hwdwdwju 1ISO 18113 swpph utnwunwpunubph
wwhwugh), niubuw fudpwpwuwyh b wypwupwuhowihu dwdljwgntn, wpunwnpnnh Ynndhg wpunwnpdwl wduwpedh W
whwnwubhnyeywu dwdltinh hunwl upnwiubpny: ludpwpwuwyp Yph hunwy dwdljwghp, wdpnnonipjwdp (huh dhwnbuwly (dwdlybnh,
wpunwnnnnh b hwpbpwdnpdwt wnnwind) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyhu ubpluwjwgynn npwyh hwdwuwnwghp:
Upwnwnpnipniut niubiw ubipnpdwsd npwlh Yunwdwpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquiht hUO unwunwpwnutiphu
hwdwwwuinwuluw (ISO 13485-2017, 9001-2015, CE W/ywd IVD

26

MIC pbuwn Ywd E - phun dwwwdbu
Opuwghihung**

Opuwghihtuny MIC pbun' ujwquignyu huhhphghwih YnugbUnpwghwt npnann hwlwphnuhlwht unphwbp: Syjw) hwlwdwuptwhu
wpbwwpwunp wwpniwlnn wnihdbpwiht dwwwdbuh ubin 2bpn (0,5x 6,0 ud), nph Ypw wnlw Bu Upw funniejwup
hwdwwwwinwufuwunn bpwgdbn (Uwqugnyuhg dhtusl wnwybwgnyup 0.016 - 256 pg/mL) hwlwdwupbuyht gquyniunieniup npnabint
hwdwp: 1 pwlwqdp ywpniswynd § wnuduqu 60 phuwn:

Mhwnwtijhnyejwt dwdltinp wnudwqu 70%-h wnfwjnieiniu dwnwlwpwpdwl wwhht, thwpbrwdnpndp' hbpdbnhly:
Cwdwwwinwufuwih npwyht ubplwjwgynn dhowqgquiht unwunwpunubpht W niubuw npuwyh hwywuwnwghp (wpunwnpnnh Ynndhg
fudpwpwuwyht ubpywjwgynn hwdwunwaghn): Snpdwpwtwht whnwluwdnpnwing (hwdwdwju 1ISO 18113 wpph unwunwpunubph
wwhuwtgh), niubtw fudpwpwuwlyh b wwypwupwuhowiht dwdlwgnbn, wpnwnpnnh Ynndhg wpunwnpiwy wduwpyh W
whunwubhnieywu dwdlbnh hunwly uznwubpnyd: fudpwpwuwlp Yph hunwy Swdlwghp, wdpnnoniejwdp (huh dhwnbuwl (dwdlbnh,
wpuwnpnnh U hwpbpwynpdwt wnnwing) b nubuw wpnwnpnnh Ynndhg fudpwpwtwlyht ubplujwgynn npulh hwdwuwnwghp:
Upwnwnpnipniut niubiw ubipnpdwsd npwlh Yunwywpdwt hwdwlwpg' npulht ubipyuwjwgynn dhowqquiht hUO unwunwpwnutiphu
hwdwwwwnwuluwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD
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MIC pbuwn Ywd E - phun
Udujhghihuny*

Udwhghthuny MIC ptiun' ujwqugnyu huhhphghwh Ynugbunpwghwt npngnn hwlwphninhwiht unphwbin: SYjw) hwlwdwupbwjht
wpbwwpwunp wwpniuwynn wnhdbpwiht dwwwdbuh ubin 2bpn (0,5x 6,0 ud), nph Ypw wnlw Bu Upw funniejwup
hwdwwwwnwufuwunn bpwgdbin (Uwqugnyuhg dhtusl wnwybwgnyup 0.016 - 256 pg/mL) hwlwdwupbwiht qquyniuniegniup npnobint
hwdwp: 1 pulwqip ywpnwynd § wnuduqu 60 phuwn:

Mhwnwbihnyejwt dwdltinp wnudwqu 70%-h wnfwjnieynit dwnwlwpwpdwl wwhht, thwepbrwdnpndp' hbpdbnhly:
Cwdwwwwinwufuwih npwyht ubplwjwgynn dhowqquiht unwunwpunubpht W ndubuw npuwyh hwywuwnwghp (wpunwnpnnh Ynndhg
fudpwpwuwyht ubpywjwgynn hwdwunwahn): Snpdwpwtwht whunwlwdnpnwing (hwdwdwju 1ISO 18113 wpph unwunwnpunubph
wwhuwtgh), niubtw fudpwpwuwlh b wwypwupwuhowiht dwdywgnbn, wpnwnpnnh Ynnidhg wpunwnpiwy wduwpyh W
whunwubhnieywi dwdlbnh hunwly uznwiubpnyd: fudpwpwuwlp Yph hunwy Swdlwghp, wdpnnoniejwdp (huh dhwnbuwly (dwdlbnh,
wpunwnpnnh U hwpbpwynpdwt wnnwing) b nubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubplujwgynn npulh hwwuwnwghp:
Upwnwnpnipniut niubiw ubipnpdwsd npwlh Yunwdwpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquiht hUO unwunwpwnutiphu
hwdwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD
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MIC pbuwn Ywd E - phun
Jwuyndhghuny**

Ywuyndhghuny MIC phuwn' ujwquignyu huhhphghwh Ynugbunpwghwl npnznn hwlwphninhlwiht unphwtip: SYjw) hwlwdwupbwhu
ypbwwpuwunp wwpnwynn wnihdbpuht dwwwdbuh ubin 2tpn (0,5x 6,0 ud), nph Ypw wnlw Bu Upw funniejwup
hwdwuwwnwufuwunn tpwgdtip (Uwqugnyuhg dhtugl wnwybjwgnyup 0.016 - 256 pg/mL) hwlwdwupbuyht gquyniunteniup npnkiint
hwdwpn: 1 pwlwqdp ywpniuwynd § wnuuqu 60 phun:

Mhunwubhnipiwl dwdlytnp wnudwqu 70%-h wnlwjnyeniu dwnwlwpwpdwl wwhht, hwpbpwynpridp’ hapdbnhy:
Cwdwywunwufuwuh npwlht ubiplujugynn dhowqquiht unwunwpnubipht b niibuw npwlh hwyjwunwghp (wpnwnpnnh Ynndhg
fudpwpwtwyht ubpywjwgynn hwdwunwaghn): Snpdwpwtwht whnwluwdnpnwing (hwdwduwgu 1ISO 18113 wpph unwunwnunubph
wwhuwtgh), niubuw fudpwpwuwlyh b wwypwupwuhawiht dwdlwgntp, wpnwnpnnh Ynndhg wpunwnpdwt wduwpdh
whunwubhnieywu dwdltnh hunwly upnwubpnyd: fudpwpwuwlp Yph hunwy dwdlwghp, wdpnnontejwdp (huh dhwnbuwly (dwdlbnh,
wpuwnpnnh b thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtwlht ubplujwugynn npulh hwdwuwnwghp:
Upwnwnpnipjniut niubtw ubipnpdwsd npwlh Yunwlwpdwt hwdwlwpg' npubht ubpyuwjwgynn dhowqquihtt hUO unwnwpunutipht
hwdwwwwnwutuwl (ISO 13485-2017, 9001-2015, CE U/fwd IVD
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MIC phliun Ywd E - phun dwwwybu
Ynihuwnhuny

Unihuwnhuny MIC phuwn’ uduwqugnyt huhhphghwih Ynugbuunpwghwt npngnn hwlwphninhuiht unphuwbin: Syjw) hwlwdwupbwiht
wpbwwpwnp wwpniuwlynn wnihdbpuiht dwwwdbuh ubin 2bpn (0,5x 6,0 ud), nph Ypw wnlw Bu Upw funniejwup
hwdwwwwnwufuwunn Lpwgdtip (Uwqugnyuhg dhtusl wnwybjwgnyup 0.016 - 256 pg/mL) hwlwdwupbwiht qquyniunieniup npnobint
hwdwp: 1 pwlwqip ywpniuwynd § wnuuqu 60 phuwn:

Mhuwbihniejwl dwdlbnp wnudwqu 70%-h wnlwynieiniu dwnwywpwpdwt wwhhb, thwpbpwdnpndp' hepdbnhl:
Lwidwwwwnwufuwih npwyht ubplwjwgynn dhowqquiht unwunwpunubpht bW niubuw npuwyh hwywuwnwghp (wpunwnpnnh Ynndhg
fudpwpwtwyht ubpywjwgynn hwdwunwaghn): Snpdwpwwht whnwlwdnpnwing (hwdwdwj 1ISO 18113 wpph unwunwpunubph
wwhuwtgh), niubtw fudpwpwuwlh b wwypwupwuhowiht dwdywgnbn, wpnwnpnnh Ynndhg wpunwnpiwt wduwpyh
whunwubhnieywt dwdlbnh hunwly upnwiubpny: fudpwpwtwlp Yph hunwy Swdlwaghp, wdpnnontejwdp (huh dhwnbuwly (dwdlbnh,
wpuwnpnnh U thwpbpwynpdwt wnnwinyg) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npulh hwwuwnwghp:
Upwnwnpnipniut niubiw ubipnpdwsd npwlh Yunwdwpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquiht hUO unwunwpwnutiphu
hwdwwwuinwuluw (ISO 13485-2017, 9001-2015, CE W/ywd IVD
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MIC pbuwn Ywd E - phun dwwwidbu
8b$unphwpuntny**

8k$unphwpununy MIC phun’ ujuqugnyt huhhphghwih Ynugbunpughwu npngnn hwlwphninhlwiht unphwbip: Syjwg
hwlwdwupbwiht ypbwwpwnp ywpniuwlnn wnihdbpwht dwwwytuh utin 2tpn (0,5x 6,0 ud), nph ypw wnlw Bu upw funnyejuup
hwdwwwnwufuwunn bpwgdtn (Uwqugnyuhg dhush wnwybjugnyup 0.016 - 256 pg/mL) hwhwdwupbwiht qquiniunygniup npnobint
hwdwp: 1 puwlwqdp wwpniawynd b wnugwqt 60 pbun:

Mhunwubhnipiwl dwdlybnp wntdwqu 70%-h wnlwjnyeinis dwnwlwpwpdwl wwhht, hwpbpwynpridp’ hepdbnhy:
Lwdwwwinwufuwih npwyht ubplwjwgynn dhowqquiht unwunwpunubpht W niubuw npuyh hwywuwnwghp (wpunwnpnnh Ynndhg
fudpwpwwlyht uEphujwgynn hwywuwnwghp): Snpdwpwtwiht whnwlwynpnwing (hwdwdéwyu 1ISO 18113 pwpph unwunwpunubph
wwhwugh), niubuw fudpwpwtwyh b wwypwupwuhywiht dwdljwgnptp, wpnwnpnnh Ynndhg wpnwnpiwt wduwpyh W
whwwubhniejw dwdybinh hunwl uznwdubpny: udpwpwuwlyp Yph hunwl dwdlwghp, wdpnnontpjudp |huh dhwnbuwl (dwdybnh,
wpwnwnpnnh b hwpebpwynpdwt wnnwdng) b niubuw wpnwnpnnh Ynndhg fudpwpwuwlyht ubplujwgynn npwlh hwdwuwnwghp:
Upwnwnpnigniut niubw ubipnpdwsd npwlh Yunwdwpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquiht hUO unwunwpwnutiphu
hwdwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD
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MIC ptuwn Ywd E - phun duwwdtu
8tdninwpuhdng**

8k$ninwpuhing MIC phun’ uduwqugny huhhphghwih Ynugbunpughwt npngnn hwlwphninhlwiht unphwtip: Sujuw)
hwlwdwupbwiht wypbwwpwwnp wwpniuwynn ynihdbpwiht dwwwybuh ubin 2tpn (0,5x 6,0 ud), nph pw wnlw Bu upw funnejuup
hwdwuywwnwufuwunn tpwgdtip (Uwqugnyuhg dhtugl wnwybjugnyup 0.016 - 256 pg/mL) hwlwdwupbuyht gquyniunieniup npnokiint
hwdwp: 1 pwlwqdp ywpniuwynd £ wnuuqu 60 phun:

Mhwnwutihnejwl dwdlybnp wnuduqu 70%-h wnfwjnipgnit dwnwlwpwpdwl wwhht, hwpbpwynpndp’ hbpdbnhly:
Lwdwywwnwufuwih npwyht ubipywjwgynn dhowqquiht unwunwpnubpht b niubuw npuwyh hwdwuwnwghp (wpunwnpnnh Ynndhg
fudpwpwtwyht ubpywjwgynn hwywuwnwghn): Snpdwpwtiwght whnwluwdnpnwdng (hwdwdwju ISO 18113 wpph unwunwnunubph
wwhuwugh), niubuw fudpwpwuwyh b wwypwupwuhowiht dwdlwgntp, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh
whwnwubhnyeywu dwdltinh hunwl uynwiubpny: ludpwpwuwyp Yph hunwy dwdljwghp, wdpnnonipjwdp (huh dhwnbuwly (dwdlybwnh,
wpuwnpnnh b thwpebpwynpdwt wnnwng) U niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplujwugynn npulh hwdwuwnwghp:
Upwnwnpnipjntut niubitw ubipnpdwsd npwlh Yunwwpdwt hwdwlwpg' npubht ubpyujwgynn dhowqquihtt hUO unwnwpunubipht
hwdwwwwnwuluwt (ISO 13485-2017, 9001-2015, CE b/ywd IVD:
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Legionella pneumophila serogroup 1

Lbghnubjw wuldw$hjwih Ynymnipugh |hn$hihquin £ uwhuwnbugws uungnn dhowdwiph npwlh unnigiwi b npwybu npuiljut
uwnnighs oguwgnnpdbint hwdwn: Mhunwubihniyejwt dwdlbnp wnudwqu 70%-h wnlwjnyeniy dwnwlwpuwpdwu
wwhhu.thwpebpwdnpnuip' hipdtnhy: <wdwywnwufuwuh npwyht bbplujwgynn dhewqgwiht unwunwpwnitipht W nubbw npwyh
hwlwunwaghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn hwdwunwghp): Snpdwpwwiht whunwlwdnpnwing (hwdwdwju
1SO 18113 swnph unwunwpuubph wwhwush), nubuw udpwpwwlh b wwypwupwuhpwiht dwdljwgnpbn, wpnwnpnnh Ynndhg

thn$hihquigdus anwd wpunuwnpiwt wduwpyh b whnwbhnyejwl dwdlybnh hunwy ugnwiubpny: fudpwpwtwlyp Yph hunwl Swdwghp b niubuw
wpuwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npwlh hwwunwghp: Upnwnpnueiniut niubuw ubpnpdwsd npwlyh junwdwpdw
hwdwlwpg' npwyht ubipluwjwgynn dhowqgquiht hUO unwunwnpunubipht hwdwwwwnwutuwu (1ISO 13485-2017, 9001-2015, CE W/{wd
IVD:
(Fhunp twhiwwnbuwsd b hhdwunh phuugph punpnud U fudph unpbiyunwynybiph wnlwniejw / pugwlwiniejuwt wpwg npngdwt Fhunp twhiwnbudwsd b hhdwunh pluugph punpnd U fudph unpbyunwynytiph wnlwnipjwt / pugwlwiniejuwt wpwg npndwt
hwdwp: Uu hhduwd b U fudph unpbyunwynybph hwlwduh hwjnuwpbpdwy pw: @Gunt hpbuhg ubipluywgunud £ wpwg, in vitro hwdwn: Wu hhdudws b U fudph unpbywnwynybiph hwywduh hwjnuwpbpdw Jpw: unt hpbuhg ubpyujwgunud | wpwg, in vitro
huntuwppndwinngnw$hly hbnwgnnnyeyniu: Uygpniupp Yuywunid £ uhunpngbynynquiht punwupubph ypw U fudph unpbywnwynlybph [hdntuwppndwinngpubhy hbnwgnuniegniu: Uygqpniupp Yuywunwd | uhnpngbpnynquiht punwuputph dpw U fudph
hwlwduh tywndwdp gbipqquiniuugywsd dhwt dnunyintuw) hwywdwpdhuubph hbn hwlywduh hnfuwgnbgnieiwu hhdw ypw U fudph [unpbuyunwynytiph hwlwduh ufundwdp gepgguniuwgdwsd dywu dnunyntuw) hwlwdwpdhuutph hiun hwlwduh thnfuwgnbignuejut
unpbynwynybph npwlwywu hwyntwpbpnudp: FEunbpp wuhwunwlywy hwebpwynpdwdp Bu, punhwun hwebpwynpdwu dby hhdwu Jpw U fudph unpbywnwlnybph npwlulwi huwynuwpbpnudp: @Gunbpp wuhwnwywl hwpebpwdnpdwdp Bu, punhwunp
ubpwnbiny bwl npwlywu b pugwuwlw unnighy: 1 phunp bwiuwnbudws £ 1 hGnwgnunieywt hwdwn: unwihtu dwwwdtuubpny |thwpbpwynpdwu dbe ubpwntiny twlb npwlwt U pugwuwlwu unnghs: 1 phunp bwuwwnbudws 1 hGunwgnunnyejut hwdwp:
tiphqubipp thwebpwynpdwsd Gu wynwihub hwywphpebinhg wwnpwunwd wuhwnwlwy Julninudwiht hwebpwdnpdwu dby, npp Fhunwhtu dwwwybuutipny Bphqubipp hwpbipwdnpwsd Bu wynwhub hwjwehpbinhg Wwnpwunyws wuhwnwywl Julninwwihu
«A» fudph unpbyunwnlytiph wwpniuwlnid £ silica gel nnwpwlubn: <wdwpwdnit hwpbpwynpyuws b undupwenel nnuph dbg: Mhnwubihnuyejwt dwdybnp' thwpbpwynpdwu dbe, npp wwnpniuwlnwd £ silica gel winwpuljubip: <wldwpwdniu thwebpwynpdws b undwpweneb winuhh dby:

33 hwjnlwpbpdwl wpwg phun ujuqugnyp 12 wdhu: Mhunwbihnipiwi dwdybnp wntduqu 70%-h wnlwjnipini dwnwwpwpdwl ywhht: <wdwywnwutuwih [ Nhnwubhngejwl dwdybnp' buqugnyup 12 wdhu: Mhuwubihnyejwt dwdlytinp wnudwqu 70%-h wnbwjnyeyni dwnwlwpwpdwl
npwlht ubphujwgynn dhowqgquiht unwunwpunutipht b niubuw npwyh hwwunwghp (wpnwnpnnh Ynndhg fudpwpwtwyht wwhhu: Cwdwwwnwufuwuh npwlht ubiplwywgynn dhowqquihtt unwunupuubipht W niubuw npwyh hwdwunwghp (wpnwnpnnh
ubpyuwjwgynn hwjwuwnwghp) b gnpdwpwwht whunwlwynpnwing (hwdwdwj ISO 18113 gwpph unwunwnwnubph wwhuwtgh), Ynndhg fudpwpuwtiwyht ubpluywgdnn hwjwuwnwghp) b gnpdwpwuwiht whuwywynpnwing (hwdwéwju 1SO 18113 gwpph
nbbw fudpwpwwlh b wwypwupwuhpwiht dwdljwgnpbp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwbhnyejwt dwdlybnh [unwunwpuubph wwhwugh), niubuw fudpwpwuwlyh b wwypwupwihgwiht dwdlwgnbn, wpnwnpnnh Ynndhg wpnwnpdwu
huwnwl upnudubipny: ludpwpwuwyp Ynph hunwly dwdlwghp, b nibuw wpnwnpnnh Ynndhg fudpwpwuwyht ubplywjwgynn npwih wduwpyh b whunwubhnyejwu dwdytnh hunwly uynwubpny: fudpwpwuwlp Yph hunwy dwdlywghp, U niubuw wpunwnpnnh
hwywuwnwghp: Upnwnpnugyniut niubuw ubpnpdwsd npulh junwywpdwt hwdwlwpg' npulht uiplujwgydnn dhwqquihu hUO Ynndhg fudpwpuwtiwlht ubiphuyugdnn npwlh hwdwunwghp: Upnwnpnieiniut niubuw ubpnpdwsd npwlh Yunwywpdw
unwunwpunubpht hwdwwwnwutuwu (ISO 13485-2017, 9001-2015, CE W/ywd IVD: hwdwlwng' npwlyhtu ubplujwgynn dhewqguihtt hUO unwunwpuubpht hwdwwwwwutuw (1ISO 13485-2017, 9001-2015, CE W/ywd

IVD:
Upjwt pwnwnphs, npu oquiwgnpdynid b wpjwl wnluynienit ywhwugnn utunignn dhowywnbph wwnpwundwl hwdwn:
Pupbpwynpndp’ htipdtnhly, 200-230 dj-wung thwpebputipny: Mhunwubhnyejwl dwdlbnp wntdwqu 70%-h wnlwnipiniu

34 |Ephppnghuun quitqyuws Jwunwlwpwpdwt ywhht, hwpbpwdnpnuwp hbpdenhly' wpnwnpdwt wduwpdh b wyhnwubihnyejwt dwdybinh hunwl ugnwiubpny:
hudpwpwuwyp Yph hunwl dwdywghp, wdpnnoniejwdp |huh dhwnbuwl (dwdytinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) W
niubtw wpnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn npwyh hwywuwnwghn:

U huwhg 4 tuhg ubj unud Sdwl hwd hwuhs' 3 d hwptp'
Culjuwtinbught (wlnhy bul dhlnpuwluntphutiph W hwnnly duwtiquidnn dupwlubph hwpnighsubnh luindudg), funuwhuilhy dhongp hntiuhg Ulpluiuignud £ oquiugnpduts hutduin wuinpwunh whunwhuwithy' 3 gpuid pugnd hupbn’ piph

punpng hnunny: Uhengp wy (nidynud £ opnud: <wlwdwupbught (whnhy bwl dhypnpwlnbphwubiph b hwunnily yunwuqudnp
hwlwdhpniwht, hwlwutuiht wynhynpjwdp odndwsd wiunwhwuhs dhong hwpbph wkupny, nph wqnnn Ynyep

hpinnhanghuiwppuh bunphnuwlul wa £ Unhd pinh wwinuwlnieiniin jnnupwtignin hupne' udwquangup 28%: Ul Jupuwlubiph hwpnighgubiph uwndwdp), hwlwdhpnwwht, hwlwutlwiht whnhdnyeuwdp odndwdwiunwhwhs dhong hwptiph
hainn | : . i wnbupnd, npwybu wgnnn Unye Bnwpinphgnghwunipnuwiht pent b Bplpinphgnghwunipnuwht preyh twwnphnwwlwy wn
hwpbip BU' 2.5 - 5 g pwyny: Ufunwhwthgh wof 1pwjht (nnyph ywhwywudwl dwdlbnp' wnujuqu 5 op: Pwpbipwynpnidp
. (nhpinphqnghwunipnuwiht pryYh twwnphnwwlwt wn): Uynhy pinpp Yuqdnd £ 48-53%: 3 g pwony hwpp opnud jndtihu wugwnnud

wnuhbipny’ jnipwpwitiginipnud 100-hg dhtgle 400 hwp: Mhunwubihnyejwt dwdlybnh wnudwqu 70%-h wnlwyniginiu dwnwywpwpdwl |

£ 1.5 gpwd: Ugtuwwnwupwiht indnyph whunwubjhnyewu dwdltinp 5 op b Pwpbpwdnpnuip innuhbpny' jnipupwugnipnd 300 hwp:

35 |Ufunwhwuhg yniph hwpbp** wuwhhu:
| Mhunwubihnipjwl dwdlinh wnuduqu 70%-h wnlunipnit dwnwlwpwpdwl wywhht:
Suwpbpwynpndp hbpdbnhy, gnpdwpwuwht’ hunwly whunwywdnpdwdp: Nbuw npulyh hwdwunwghp (wpnwnpnnh Ynndhg ® \ .
wpbpwynpnudp htipdbnhy, gnpdwpwuwiht’ hunwy wyhunwlwdnpdwdp: Nwh npuwlh hwdwunwghp (wpnwnpnnh Ynndhg

fudpwpwtwyptu ubpluwjwgynn hwjwunwghn), wotuwnwupwiht punewagnpbiph unngndutiph hwdwhp wpryniupubp: ludpwpwuwlu

fudpwpwuwyht ubplujwgynn hwdwumwghp): ludpwpwtwlyu wdpnnonipjwdp dhwinbuwy £ (dwdybnh, wpnwnpnnh b
wdpnnontpjwdp |huh dhwinbuwl (dwdlytinh, wpnwnpnnh b hwpbpwdnpdwi wnnwing): << UL uwiuwpwph 10 ubywnbdptiph 2015p.

thwpbpwynpdwl wnnwing): <K UL uwhuwpwph 10 ubywbdptiph 2015p. phy 48-U hpwdwuh hwdwdwju Yhg dbpnnulwu
rhy 48-U hpwdwuh hwdwdwju Yhg dpnnuilwt nintignygh wnlwjniejniu:

ninbignygh wnlwjnipniu:

L buwd il J u h uub , , U L ooy il
Luwtuwwnbudws & pun Yuuwphdhwlwl hwinlynipniuubph (uwhuwpngh, gyniyngh, (wlynngh pwypuynud b $ddpwopwduh wnwgwgnid) wiuuntudwd £ puin Yebuwphuhulu hunlngeiniitinh (ustuupnah, qunuingh, whnnah pujpwn: puignuwLh

wnwgwgnuwl) gpuwdpwgwuwlwl funbpnpwlunbiphwubph tnwppbpuldwt/unyuwlwuwgdwt hwdwp: Uhgwywjpp dhquiynie sh
gpwipwgwuwlwu Eunbpnpwlnbphwubph wwppbpuwldwu/unyuwlwuwgdwu hwdwp: Uhowdwinp dhquinie sh ywpniuwlynud: Wunud: Uguiph il wn h dhui s un 12.0 5 (Th Fisher Scientifi
Uquiph wwpnitwlnuegnttip 1 (hup wuwnpwunh dhowdwypnid® tjwquignyup 12.0 gpud (Thermo Fisher Scientific, HiMedia, Oxoid | MM uwnid: Uguinh wupniuwlnyiniuin 1 hinp wwinpuiunh dhguidugpnud” iuquignytip 12.0 gpud (Thermo Fisher Scientific,
Y hunswndbp): HiMedia, Oxoid Ywd hwdwndbp):

) m ub U dwdljbint wnujwqu 70%- U d Jwl wwhht, punhwunip dwdybnp' u jup' 4
Mhwnwtihniyejwt dwdltint wnudwqu 70%-h wnfwnieiniu dwnwlwpwpdwl wwhht, punhwuny dwdlbnp' wqugnyup' 4 tnwnph, mr:;‘: thnipjwit dwidlnts wintijug h wnbuynyenit dunuluinundwt wwhht, pghuiting dwdyng” Uwqwanylp
gnpdwpwuwht hbpdbunhy thwebpwdnpdwdp b gnpdwpwuwht whuwywynpnwing (hwdwédwju 1SO 18113 pwipph unwunwpunubph !

O uwjhu hbpdt b dwdp U gnpdt Uwjht uny (hwdwdwju 1SO 18113 U uby

36 |Gnpwpwpuwjht dhgwyuyp** wwhwtgh): Mwpwwnhp BU' fudpwpwtwyh dwdlwghpp, wpnwnpnn Yuqiwybipynyejwt wudwunwu nehwugbt, wpunwnpnnh annduinuuh nutunhly thuipbipuiinndudp U gnpdwpubiuhl whinwludnpnuind (huwdudw; 2uinph unuitinunintlnh

Ynnuhg wpnwnpdwu wduwpdh b whunwubihnyewy dwdlybnh hunwl uznwubpp: Ladws k in vitro Yhpwndwt dwuht uznwp Yud
unyuwywwgdwl pwgnighs wyp Jhongutin, on.' Yuwnwingwiht hwdwn, wwpwuph hwdwn: udpwpwuwlu wdpnnontpjwdp |huh
dhwwnbuwy (Gwdybwh, wpunwnpnnh b hwpbpwynpdwt wanwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtwlht ubplujwgdnn
npwlh hwdwunwghp, gnpdwntwlw punyewgnbinh thnpdwplunipjwl wpryntupubn: Upnwnpnipniut niubuw ubpnpdwd npwlyh
Ywnwlwpdwl hwiwlwupg'

npwlht ubpywjwgynn dhowqquiht hUO unwunwpunubpht hwdwwwwnwutuw (ISO 13485-2017, 9001-2015, CE U/ywd IVD):

wwhwugh): Unluw b udpwpwwlh dwdlwghpp, wpunwnpnn juquwlspyniejwt wudwunwu ne hwugb, wpnwnpnnh Ynndhg
wpunwnpdwt wduwppdh b whunwubhnyegwy dwdybnh hunwly upnwubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwuwgdwl pwgnighs wyp dhengubin, on." Yuwwnwinquiht hwdwp, wwpwuph hwdwn: udpwpwbwlu wdpnnontejudp
dhwwinbuwy  (dwdlybnh, wpnwnpnnh b hwpbpwdnpdwl wnenwind) W niuh wpnwnpnnh Ynndhg ludpwpwuwlyht ubpluywgynn
npwlh hwwunwghp, gnpdwnuwlwt punipwgnbph thnpdwptiinuejwl wpryniupubip: Upnwnpnueiniul nih ubpnpdwd npwlyp
Yuwnwywpiwt hwdwlwpg' npuwlht uipyujwgdnn dhowqquiht hUO unwunwpwnutiphtt hwidwwwwnwufuwt (ISO 13485-2017, 9001-
2015, CE Wywd IVD):
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Eunbpnwiunwsdht (nhwpngtit)
wnhpwjhu gnuyhlutiph (EPEC, ETEC,
EIEC, EHEC, EAGEC) YL(3-u
Uihbhbwlu U ongwliw dhouuwynh
udnipubiphg hwjnuwpbpdwu
hwyuwpuwdnt

MTN nbwgbunubph hwjwpwdnt Eunbpnwiunwdht (nhwpngbiu) wnhpujht gnuyhlubiph (EPEC, ETEC, EIEC, EHEC, EAGEC )YU(3-u
Ythuhlulwu b 2pgwljw dhowwiph tdniptiinhg hhpphnhquighnt- $yniptugbiitnwht ntnblghwih dhengny (nwpptinwy
FRT)hwyinuwpbpdwl hwdwp «<hpuwlwt dwdwuwlh» nbdhinud: <wldwpwdnit bwhuwwnbuwsd £ 55 nbwlghwih hwdwp, ubpwnyw
uwnnighsubipp:

Lwywpwdnit wnwwwnwgdws t «Rotor-Gene» 3000/6000 wiwh$hywinnph hwdwp: Mhuwubihnieywt dwdybnp' uuqugnyup 9
wihu: <wjwpwdnth whnwithnfudwt obipdwiht ntidhdp 2 go 8 °C L, 5 ophg ns wyb;: Mhnwubihniejwt dwdltinp wnudwqu 70%-h
wnluwynipeyntt dwnwywpwpdwt wwhht.  wdwwwnwuatuwuh npwlht ubpluywgynn dhowqquiht unwunwpuubpht b nubuw npwyh
hwlwuwnwaghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwdwunwahn): gnpdwpwuwiht wyhnwlwydnpnwing (hwdwdawiu
1SO 18113 gwnph unwunwpuubph wwhwugh), nubtw fudpwpwwlh U wypwupwuhgwiht dwdlwgpbp, wpunwnpnnh Ynndhg
wpunuwnpiwt wduwpyh b whnwbhnyejwl dwdlybnh hunwy ugnwubpny: fudpwpwtwlyp Ynh hunwl Swdywghp, U niubuw
wpuwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npwlh hwwunwghp: Upnwnpnueiniut niubuw ubpnpdwsd npwlyh junwdwpdw
hwdwlwpg' npwyht ubipluywgynn dhowqquiht hUO unwlunwpunubpht hwdwwwwwutuwl (1SO 13485-2017, 9001-2015, CE W/ywd
IVD

MEMN nbwqbunutiph hwywpwdnt Eunbipnwiunwsdht (nhwpngbt) wnhpwjhtu gnuyhlubiph (EPEC, ETEC, EIEC, EHEC, EAGEC) YUfa-u
UihtuhYwluw b 2pgwlur dhowuwyph Ldniputiphg hhpphnhqughnt- $yninbugbnwht ntnklghwih dhengny (nwppbinwy FRT)
hwjnuwpbpdwy hwdwp <hpwlwt dwdwuwlh» nbdhdnd: Cwwpwdnit bwiuwwnbudwsd £ 55 nbwlghwih hwdwp, Ubpwnyw
unnighsubipp:

Lwywpwdnit wnwwynwgdws k «Rotor-Gene» 3000/6000 wiwyhdhwinnph hwdwp: Mhunwubihniejwt dwdljnp' 9 wdhu:
Lwywpwdnth nbnwthnfudwt gbipdwjht ntidhdp 2 - 8 °C £, 5 ophg ng wyb: Mhuwubihnieiwl dwdytinp wnudwqu 70%-h
wnlwjnueiniu dwnwlwpwpdwt ywhht: <wdwywnwufuwund £ npubht ubplwjwgynn dhowqquiht unwunwpunubphu W niuh
npwlh hwjwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwdwunwghn): Snpdwpwtiwht whunwlwdnpnwing
(hwdwadwju 1SO 18113 wpph unwunwpwnubph wwhwugh), niuh fudpwpwuwyh b wwypwupwuhpwiht Swdljwgnpbp, wpnwnpnnh
Ynndhg wpnwnpdwt wduwpedh b wyhnwubhnyejwt dwdybnh hunwl upnwiubpnd: udpwpwuwyp Ypnud b hunwly dwdljuwghp, W
nwh wpnwnpnnh Ynndhg udpwpwuwyht ubpluwjwgynn npwyh hwdwunwghp: Upunwnpnuygpniut niuh ubipnpdwsd npubh
Yuwnwywpiwt hwdwlwng' npuwlht uipyujwgdnn dhowqquiht hUO unwunwpwnutiphtt hwiwwwwnwufuwt (ISO 13485-2017, 9001-
2015. CE W/lwd IVD
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Uhgwdwjp dwuptutiph
awnpdniuwynigniup npnkiint hwdwnp

Luwfuwwnbudws k funbpnpwlnbphwubph unyuwlwuwgdwt bywunwynd swpdniuwlynipiwi b ququnwowgdwl hwnlyniyejniuubph
nwnuitwuhpdwt hwdwnp: Hnuwgnyu hndngbu dingh £:

Pwnunpnipjniup’ 1000 ) ywwnpwuwnh dhowywjpnud.

dHiwinhth (Yuiqbhth) wwblpbunhl dqdwsp - 10

duwjht (ndwdgnip - 3 ¢

Lwuphnuwh pinphn S q

Uqup-35-4q

SSL-0.05g:

Vuwluup' 21.5 - 22.05 g thngh dhowiduyp 1000 U} enpwd ophu:

(TM media, |Himedia, Thermo Fisher Scientific Ywd hwdpdtip): Mhnwubihniejwu dwdltnt wnujwqu 70%-h wnluwjnipyniu
Jwwnwlwpwpdwt wwhh, punhwun dwdlbnp' bjuqugnyup’ 4 wwph, gnpdwpwwiht hpdbnhy hwebpwynpdwdp
wnwybwgnyup 0.5 Yq Yandwdpubinny b gnpdwpwuwht whnwlywynpnuing (hwdwéwju 1SO 18113 gwpph unwunwpunubph
wwhwtigh): Mwpwnwnhp kU udpwpwtiwyh Swdlwghpp, wpwnwnpnn Yuqdwlbpwnyejwt wudwundu ne hwugbt, wpunwnpnnh
Ynnuhg wpnwnpdwt wduwpdh b whunwubihnyewy dwdlbnh hunwl upnwdubpp: Ladws b in vitro Yhpwndwt dwuht bgnwdp Yud
unyuwywwgdwl pwgnighs wyp dhengutin, on.' Yuwnwingwiht hwdwp, wypwuph hwdwn: udpwpwtwlu wdpnnontpjudp |huh
dhwnbuwy (Gwdybwnh, wpunwnpnnh b hwpbpwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubplujugdnn
npwlh hwdwunwghp, gnpdwntwlwy punypwgnbinh thnpdwplunipjwl wpryntupubip: Upnwnpnipiniut niubuw ubpnpdwd npulh
Ywnwlwpdwt hwdwlwpg' npwyht ubplujwgynn dhowqgwihtt hUO unwunwpnubipht hwdwwwnwupuwt (ISO 13485-2017, 9001-
2015, CE Wlwd IVD):
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hdbpupnu jnin

Luwfuwwnbudws b dwupwnhunwyh hdpuhnt opjtyunhyny watuwwnbine hwdwnp: Ubdwgunud | fungnpugdwt huwpwydnpnig)niup,
ounphhy hp pbldwu gnighsh n = 1,515: Pwpbpwdnpnidp’ updulutipny' wnwytjwgnyup 100-wlw Jd;: Mhnwbhnyejwt dwdlytinp
wnuduqu 70%-h wnluynipinit dwnwlwpwpdwt wwhht, bjuqugnyup' 4 nwph: Pwpbpwynpndp hbpdbunhl, gnpdwpwuwihu
Jwlupdwdp b whrnwluwdnpdwdp, (hwdwdwju 1SO 18113 gwpph unwunwnnubph wwhwgh), niubuw fudpwpwuwyh W
wwynwupwuhawiht dwdlwagnbip, wpnwnpnnh Ynndhg wpnwnpdwy wduwpdh b wyhnwubhnyewu dwdltinh hunwl upnwdubpng:

Luwuwwnbudwsd b dwupwnhunwyh hdepuhnt opjtynhyny wtuwwnbint hwdwn: Ubdwgunud b fungnpugdwt huwpwydnpniggniup,
sunphhy hp pbldwu gnighsh n = 1,515: dwpbpwdnpnuip' updwlutipny’ wnwybjwgnyup 100-wlw 0): Mhunwubhnyewu dwdytinp
wnudwqu 70%-h wnluwnipinit dwinwlwpwpdwl wwhhb, bwqugnyup' 4 tnwph: Pwpbpwdnpndp hipdbnhy, gnpdwpwuwhu
dJwlugdwdp b yhrnwlwynpdwdp, (hwdwdwju 1ISO 18113 owpph unwunwnpwnubph wwhwugh), niubuw fudpwpwuwyh b
wuypwupwuhwiht dwdljwgptip, wpunwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnygjwi dwdytinh hunwy upnwdubipny:
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3bpuhuhnquiht ubtlnhy wpquuwyh
hhdp' hwdbinuing,

Lpwlwqdp punugws £ Yhg hwybiijws 1.1-nwd pipdwd wypwupubiphg, npnup bwfuwnbudwsd Bu utunwdebpph U Yihuhhulwt Unysh
udnubipnud hipuhuhwubph hwpunwgdwy hwdwn:

hwpwdth ghtp &lwynpynud £ hubijws 1.1-h wwypwtiptph pnt p wpdtiph hwtipwgnudwpny: Cwybijws 1.1-p
hwdwpynud £ qiwght uiplh wiipwdwtibih duu: Fudwt dwiwtiwl | uwhdwtifws jnipupuitiynip Jwnwlupwpdwt
Fwdljinh fudpupwtiulh dwnwhwpwpnudp wnp | hpwlwiugydh dhwutwlut, dwutiulgh Ynndhg Eupwltntn
pupwtigniph dwuny quiwght puiny subipluywgtibin, Yud tbpljuywgywsé wnwguplipnud Bupwltntphg nplih de4h
djniuht wtthwd fuwt it hwtgynn funnipyniup, pwtiwlp L wyib) nbuypnid quwht wewewplyp pninp

I H I Pywl (uyf
bupwlbwbph dwuny depdymad k:
U | |

uph Cughy-wwpwiipwgnbinp whup £ ubipluywgy ! I

jwr & 1.1-nud phipyuwé

nunn wwyy
s0.L

Lpwlhwqdp punugws £ Yhg hwdbidws 1.2-nud pipdwd wupwupubinhg, npnup oquwgnpdynid bu YEuuwpwuwlw ujniehg
dbkupuquynybiph wugwwndwt b wibgdwu hwdwn:

Quihwpwduh ghtip dhwynpynud £ hwybws 1.2-h wwypwiptibiph punt p wpdbiph hwtipwgnuwpny: Qwyb|ws 1.2-p
Ubuhuqunyuhts wqwn® (huyndhght Swipynud £ qliught owplh whpwdwhibih Ywu: Fudwl dwiwiwlugnygny uwhdwifws jnpwpwtignip Yupwpdwt  |Lnwbwaup punbugus b Uhg hudtdws 1.2-nu pendws wwpwlpltinhg, npntp oguugnndynud b Yebuwpwbwlwl bnuehg
41 |hhnpnpinphnh huludutptught nnh fybnh fudpwpwtiwlh & Lwpwpnuip whwnp E hpuwly Ih dt " fwutiwlgh Ynnihg bupwlbnkp} dbuhuquiynybph wugwwndwu b wbkgdwu hwdwp:
updubnh hudsng puwpuitigniph duwuny qliught wily sl b, Yuid tbply Jws suinlubipnus Bupwlkntiphg nplh dklh Quithwpwduh ghup duwydnpynud § hwybws 1.2-h wypwupubph punhwun wpdbph hwupwgnuwwpny: <wdbidws 1.2-p hwdwpynud
inuhts whhwdwyuwnwuuwtingejut (yuwhwtgynn tup, puitiulip L wyit) nbwpnid guht wnwswnlp prinp b qlught wnwuiplh witipudwiutih du:
bupwlbnbph dwuny depdynud k:
u Yupwnynn wupwitiph Suphy-wupuiipwgpbipp whunp £ ubipluywgybt hudwyy fuwits hwgbuws 1.2-nud pipdwé
Seobibal cenballe
Lpwhwqdp punugws £ Yhg hwybidws 1.3 -nud pipdud wuwypwupubinhg, npnup bwfuwnbudws Bu Yudwhinpwlhnbphwutiph
punpnnulwu webkgdwu hwdwp:
Quihwpwduh ghtip dlwnpynud £ hwybijws 1.3-h wwpwiptbiph punk n wpdbiph hwpwgnuwpny: wybws 1.3-p
Guiduhnpwlintn Ywd Npbuant hwdwpynud £ quwght ownyh wupwdwubih dwu: Gudwt dwdwtwy | uwhdwuws jnipwpwiignip o Yupwpdwt Lpwhwqdp punugws £ Yhg hwybidws 1.3 -nud pipdud wwypwupubinhg, npnup bwuwnbudws Gu Yudyhinpulnbphwutiph
42 |wquin' Yuduhinpultn Yud bwidljbinh udpwpwtwlh o Jwpwpnuip whnp E hpwlwiwgdh shwutwlwy, Swutwlgh Ynnidhg bupwlbinkphg punpnnuljwl wibkigdwu hwdwp:
nwpwtgniph wuny quwght ouinly subiply gubiny, Yud tbpluwywgws ownlubpnul Gupwlkinbphg nplth dkyh Quithwpwduh ghup duwynpynud £ hwybidws 1.3-h wwypwupubiph punhwunip wpdbph hwupwgnwpny: <wdbdwsd 1.3-p hwdwpdnd

Mpbuwnnu wgquph hwybnuing

l Il I PJ PynLup, pwiwlp L wyjb) nlujpnud quwhts wnwewplp pinp
bupwlbwnbph dwuny depdymud k:
u L uph wizhy: it

ntipp wtnp & bplupuigd jusnuul [ 1.3-nu plipduid

0.1

b quujht wnwownpyh wupwdwubih dwu:
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Ywdwhnpwlnbp Gud Mpbunnu
wpqwwl' Ywdwhinpwlnbp Yud
Mpbuwnnt wpgquuwyh hwdbinwing

Lpwlwqip pwunugws £ Yhg hwybws 1.4-nud ptipdwsd wuypwupubphg, npnup twiuwnbugws Bu Yudwyhinpwlnbphwubph
punpnnulywt hwpunwgdw hwdwn:
Quithwpwdh ghtip dlusdnpynus | husdbyws 1.4-h S L e b nwpdhgh . < | Cunfbipdusd 1.4-p

r RUtnp puny pug nny: 144!

huswpgnud | qught oy} Luhptudtuhh[hlhuu Gudwt ¢ | heitnd s PR | 5

cll d Hgny Jniptupwatiginir jwpwr
4 Sk b, PR Lutwadh Shwutiwbwt Swutiul Tha kb LEinknt

jnh fudpuip: Yuipwpnudp whnp & hpuly { 1gh Ynndhg by
lnllllupwuﬂnlllh |Iu.|um[ sht I iknl ‘Lt l{wd‘L. I Yubpnud upwl L':annhh dblh

I Wiy satny nywy 1! uiny

PR f hutiotnn by

Rywl (y 9Unn funnupynitip, pwtiwlp b wyjt) nbupnud qthhh wnwewnlp pninp
hhpwlqhmhph dLuum{ |Ih[|dt[nul k:
u ph Swzhy-wupwtipwgptipp whwnp £ ubiplwywgyb k 1l fuwts hwytws 1.4-nud plipdws

{wpwipynn wwyr
el Sl.b

Lpwluqup pwunugws £ Yhg hwdtws 1.4-nud pipdwsd wuypwupubiphg, npnup twhiwnbuws Gu Yudwhnpulnbphwutiph
punpnnulwt hwpunwgdwu hwdwp:

Quithwpwduh ghup duwydnpynud § hwybws 1.4-h wypwupubph punhwunp wpdbph hwupwgnuwpny: <wdbdws 1.4-p hwdwpynud
b quwjhu wnwewnpyh wupwdwubh dwu:
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V b X gnpdnutbpny ujwywnwlubph
nwluqu

Lpwlhuqd pwnlugws £ Yhg hwdbidws 1.5 -nud pipdwd wwpwupubiphg, npntp twhiwnbujwd Bu - htdndhjiubph twppbpulidwu
hwdwp:

Quuthwipwdth ghtp &luwynpynud £ huftiyws 1.5-h wuypwtiptiinh ptnhwtnip wpdbph hutipwgnudwpny: Cwdbiyws 1.5-p

hunfwngnud E qught owinlh whpwdwbbih duwiu: Hdwt dunfutily | uwhdwtifwd ypwpwtignin § [R———
fudytinh fudpupwtilh duinwluipwpnudp winp § hpulwtiugdh dhwutiwlui, dwutiubgh Ynndhg upewltntphg
nuipuitigniph duiuny quiught puinl subiplyuywgitys ll""‘“.'. yugywé wnwgupubpnud bupwltintinhg nplth dklh

fjntupt wuhwds fuwtnipywt (wwhwgynn fu I p, pwiwlp b wyb) nbypmd quwghts wnwewplyp pninp

hhpmhhmhph liulum[ dbpdymud k:

u juipwpynn wuypwtiph Cwzhy-wuwpuitipwgnbinp wnp § ubpluywgyl huidwwy fuwts hubuwé 1.5-nud plipgws

bl st
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Pnunnyhuwiht whunnpnghs 2hénilyutiph
Inwluqu A, B, E, C, F inhwh

Lpwlwqip punugws £ Yhg hwybgws 1.6-nud pipdwd wwpwupttiphg, npnup twhiwwnbuws bu Yetuwpwbwlwt unysh Yud
utiinwdptinph udnnul pnnnynnnpuhth’ YEbuwpwbwlwl thnpdh dhongny skgnpugdwt nbwlghwinud hwjntwpbpdwt hwdwn:

hwpwduh ghup dlwynpynid | hwybijwé 1.6-h wwpwtiptiiph punhwunip wipdph hwtipwgnuiwpny: Cwybiyws 1.6-p
huwdwngnus £ quught ownlih whipwduitbh Swu: Yt dwdwbwlwgnygny uwhdwlyus ynipwpbsL dutnwlwpwpdul
dytanh fudipwpwiiwlh dwinwhwpwpnudp whnp £ hpwjwiwgdh dhuwutiulu, dwutiulgh Ynndhg bupwltntp}
Jnipuipwitigniph dwuny quwght uip subinljuwywguby llwd“.'. yugqwé wnwgwplubipnud bupwlk L..L,nr-hhdhllh
dniuht wthwd fuwtinypywits (wwhwtgynn funniyy ewhwhnhwuh)uhwunufqhmhhwnwﬁwnhnpnlnr-
hhpwhhmhph dwunl{ lﬂi[ldl[nul E:
u jupupynn wuputiph Cughy-wwypwipwgptipp whnp | ubipluywgybt hudww fuwts hwybws 1.6-nud pipdwé

wypwiptiiph gutiyh:

Lpwlwqdp pwunugws £ Yhg hwybgws 1.6-nud pipdwd wwpwupttiphg, npnup twhiwwnbudws bu Yetuwpwuwlw unyesh Yud
utiinwdptinph udnnd pnunnynuinpuhtuh’ - YEuuwpwwlwu thnpah dhengny stignpugdwt nbwlghwynud hwjntuwpbipdwt hwdwp:
Quithwpwduh ghup duwynpynud § hwdbws 1.6-h wwypwupubph punhwuny wpdbph hwupwgnuwpny: <wybyws 1.6-p hwdwpynud
b quwjhtu wnwewnpyh wupwdwubh dwu:

Lpwlhwqup punugws £ Yhg hwdbidws 1.7-nud ppdwd 5 wudwunwing snp 2héntyubiphg, npnup hpkughg ubiplujwgund Bu
1hn$hihqugqwd hdniu ghényubn' unwgywd dwquph Ywd ngtuwnh bobiphfuhwutiph hwdwwwunwupuwy fudpbiph Ynpynwynywnp
wtwnhgbuubpny hhybphdniuhqugywd wnyniihg:

Lpwlwqip punlugws & Yhg hwdbidws 1.7-nd pipdwd 5 wudwunwing snp 2héntubiphg, npnup hpbughg ubplwjwgund Bu
thn$hihqugyws huntu hénjutin’ unwgywsd dwquiph Ywd nsfuwph bobiphtupwutinh hwdwwwnwufuwt fudpbiph Ynpwynwlnywnp
wuwnhgbuubpny hhybphdniuhquigdwsd wnntuhg:

Eobinhtuhng wnihyuwibn whunnpnghs hwpwdtuh ghtp bwynpdnud k hwybdwé 1.7-h wypwuptbph pinhwt nmpdhgh' upwq pny: Swybpjws 1.7-p Quithwpwduh ghup duwynpynud £ hwdtwd 1.7-h wwypwupubph punhwunip wpdtiph hwupwgnuwpny: <wybyws 1.7-p hwdwpynd
16 oh6inuutinh puljwaqy punlugws OKA, nduipdr Lli. his winuiguinlf p , 1k Jmu:l‘huilm!i futiulugn ‘. uthifutiju nuipuignin dunnulupuy b quwjhu wnwewnlyh wupwdwubih dwu:
OKB, OKC, OKD L OKE snp fnh fudpuipwitiub jupwpnidp whnp  hpuly Ih dt ! 1gh Ynnuhg Bupwltwnbpt
Jhéndutinhg usputgniph Susund qlausht wnussuwinly subpluyuigtbins, Yud bpluyugiuwd wnusupluban.d bupulntnhg npbh Sk
e e I pIwt (ywhwigynn h Rynttup, pwwlp b wyt) nhiuypnud quwght umuxgu.lnlm pninp
hhpml‘hmhph limunl[ dhpdl[nui k:
u jupwinynn wupwitiph Cwizhy-wupwtipwgpbipp whnp £ tbipluywgybt hwdwy fuwit hudbuws 1.7-nud pipdwé
PRI PN
Lpwhwqdp punyugws £ Yhg hwybiigws 1.8-nd pipdwsd wwpwupubiphg, npnup ogunwgnpdynud Bu dhypnopquiuhqdutiph Lpwhwqdp punyugws £ Yhg hwybiigws 1.8-nud pbipdwsd wwypwupubiphg, npnup oguiwgnpdynud Gu dhypnopquithqdutiph
nwppbpwldwy hwdwp' pun Ybpghtuubphu wduweptipp $apdbunwgubint W/ywy wdhtwpeniubpp pwjpw)bint hwnyniypjwt: wwppbpwldwy hwdwp' pun Ypghuubphu wéfuwgentinp $bpdbunwgubine W/hwd wdhtwpeniubnp pwjpuytint hwunlnyejw:
hwpwduh qhup dbwynpynd £ hwybdwé 1.8-h wwypwuptbiph punhwtngg wpdhph upwgmdwpny: <wybws 1.8-p Quithwpwduh ghup duwdnpynud b hwdtws 1.8-h wwypwupubiph punhwuny wpdtiph hwupwgnuiwpny: <wdbws 1.8-p hwdwnpynud
hwdwpys 'I; yuwyht owplh wupwdwubh dwu: Fudwy dwdwuwlugnygny uwhdwudws ynipwpuwgnip @ Yuwpwpdwt b quuiht wnwwnpyh wupwdwubih dwu:
i e et Gt ol s st s S
abudunulubnh bl uspuigninh duund, gt wnusunly subpbupugbin, Yud Veplugugiud blipultunbinhg nplih dblh
dniupt wuk fuwtinupywits (wwhwtigynn funniyy emmulmhmuh)uhummdqhmhh wnwwnlm pnpnp
hh[aluhhmhph dwunt[ dbpdymud k:
u jupwnynn wupwtiph Cwizhy-wwpwpwgnbpp whup £ ubpluywgybt huduyy fuwt hudbwd 1.8-nud plipws

wypwiptibiph gutiyh:

48

Lwhwdwupbwiht ufwdwnwlubph
Inwluqd

Lpwluwquip punlugws & Yhg hwdbdws 1.9 -nd pipdws 40 wudwunwing hwlwdwupbwjht ntntpnyg pnpb ulwdwnwlutphg'
hwlwdwupbwihu nbnbph Uywwndwdp qquiniunyeniup npngbint hwdwn:

Quthwpwduh ghtip dlwynpynud £ hwybwé 1.9-h wypwuptibiph punhwtnip wpdtiph hwtipwgnuiwpny: <wybdws 1.9-p
".:'I:.‘,:‘ ouinlh whipwdwibibh dwu: Hudut dwdubwlugnygny uwhswtidus npwpwtignip §
Fwdlnh fudpwpwtwlh o Ywpwpnuip whwnp E hpwl Ih d} Y, dwutwlgh Ynnihg bupwlbinkphg

nwpwiginiph dwuny qwht puin subiply by llmﬂ‘“ Jwé pwnlubpnud Gupwltinkiphg nplh dkyh
dniupt wuk I Rjwls (wwhwtgynn fuwnniy ewhwhnhwuh) nbuwpnul quwhts wnwewplp pninp
hhpml‘hmhph dmunl{ dhndu[nui k:
u jupwpynn wupwph <wzhy-wypwipwgpbipp wwnp £ ubipl [kt b | fuwt hwybwé 1.9-nud plipdws

Seobelol S0l
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Leghnubjwubiph wébigdwu hwdwp
pnbbpwgywd wdtuw-npndwiht wqwph
b wéh nu punpnnuwt hwybnuiubph
Inwluqd

Lpwlwqip pwunugws £ Yhg hwybws 1.10 -nid pipdwd wwypwuptbiphg, npnup twhiwnbudws Gu Legionella pneumophila dwupkh
wbguwu hwdwn:

Quihwpwduh ghtip dlwynpynud £ hwybijwé 1.10-h wwpwiptiiph pighwt "wndbeh upwgnudwpny: <wybws 1.10-p
hwdwpynud £ qiwght pwplh wupwdwtibih dwu: Yudwt d ugnygny uwhdwtiwé jnipupwtignip dwinwhwpwpduwt
pundlin fudpwpwtwbh Swinwlwpwpndp whnp £ hpwlwtugdh dhuwutwlwt, Swutwlgh Ynndhg kupwltwtnt
lmnwewhumnh dwuny quuwyht uiply subiply ‘L. llwl‘“. ‘. yugywé wnwowplubipnud Eupwlk L.:annhh ublh

U wlk I Pjwl (ywhwigynn funnieynitp, pwtwlp b wyjt) nbupnud gwht wnwewplp pninp
hhpwlqhmhph dLuum{ |Ih[|dt[nul k:
u jupuwnynn wupwtiph <ughy-wupwipwgpbipp whwnp £ ubipy |6t hwdwy fuwt hwybws 1.10-nud plipdwé

50

BSC- wpnuhnuwwn wgwph hhdp'
hwybnwing

Lpwhwqdp punlugws £ Yhg hwdtidws 1.11 -nud pipdwd wuwpwupubiphg, npnup bwfuwnbudws Bu Ywptwdpbpphg
phfphqnpmhmhphmhhph punpnnuljut wugwndw nu ququrahbph hwaqwplyh hwdwp
hwpwduh ghtp alwnpynud | hunbwé 1.11-h wwpwiptibph ptnhut .mrﬂﬂfeh' t fwipny: Cwnpwé 1.11-p

huidwpynus | gliuwght Uh wipwdwtbyh Swu: Huful dwiwtil PSS o 5 | P

I puipyp wlp J 1 1! pupwtizynty jwpwr

5, PRI 1 Listiuadh Shinutmbmt Smutmbah nnitha LEmEnt

fudpwp i jupwpnuip whwnp £ hpul | 1gh Ynndhg tupwly l
ph Guny qlught ubynt, Y ubpl s ljubpnus Bupuwltntphg nnhhdhllh

2l uiny sutny nYwjugyt Quipyutr I

9Unn funnipyniup, pwtiwlp U wyjt) nkypnud quwht wnwewplp pninp

I
o

I Rywt (wuwk

hhpmhhmhph liulum[ dbpdymud k:
u juipwpynn wuypwtiph Cwzhy-wwpuitipwgnbinp wnp § ubpluywgybl huidww fuwts husfbuwé 1.11-nud pipdué

Sombelonl s.0.L




Zufbpdus_2

Uwhruthwpuyghi < hmbp;ﬁl‘}[:%m“l” Cig;}&%‘r}l;q}i «Suplgnius UNC
z/h Uynuwiph wijunudp Nl Lubiuly
Uhwynph Anudup wnwlg Uuz-u wnwig Uuz-u wnuttg UU2 UuU.z-u
Qhu uuz ubkpunyuy uuz ubkpunyuy ubpunyuy
1 |Ywjhnulh whkniphwnh 3,5%-wtng |-p upyuly 10.00 2,200.00 22,000.00
2 |B. cereus-h wmgkguw PEMBA dhowuyp lq 0.10 0.00
3 [zZuyknud pughniu giptiniu wquph hwdwp upyuly 10.00 0.00
4 |Rpunipnyh dhpwuyp Lq 0.50 0.00
5 [hnqihynjuyht vhowduyn lg 4.00 33,000.00 132,000.00 120,000.00 | 144,000.00
6 Yhdpliphuyh hwpnghsutph potbwsunipjut npnodwt wquiph hhdp (Eikyh uq 0.5 0.00
ptunh hpujwbwgdwi hwdwn)
Enterobacter sakazakii mwpphpuljuwi (ESIA) mqup lq 0.10 0.00
TUE wqup ninnithnht Juwnynnyg lq 0.50 0.00
Qpuidny ukpldwt tkpltph hwjupwéni™ puuqd 40.00 27,600.00 1,104,000.00 765,000.00 | 918,000.00
10 |Mhpwghtwdhnuquyh (PYZ) phuwn nuuqd 1.00 240,000.00
11 |Ujujwnwljubp ouwjinnpihting hwwn 50.00 0.00
Yuunywn hwgh (Bordetella pertussis), hwipljuuyniyn hugh(Bordetella
12 |parapertussis) b ppnifunutyjinhlngh (Bordetella bronchiseptica) huipnighsttiph [puljuqd 12.00 211,000.00 2,532,000.00
UE —u Y huhwhwh tdniptinhg hunnbwpbpdwi hwdwpwsdne
13 |FuE -h wmbswwindwl hwjwpwdnt «FLE unpp -B» nuluqu 1.00 30,000.00 30,000.00
14 [Shigella spp. & EIEC YU-1 uiinudpbpph tdniphg huynbwpkpdwi hwjupusnt nuuqd 1.00 198,000.00 198,000.00
15 Legionella Antigen Urinary wipwq phuwn L.pneumophila-h huljwsth npnodwt hun 22.00 0.00
hwdwp
16 Clostridium difficile GDH + Toxin A + Toxi B wipwuq hwjnbwpkpudw hun 20.00 6.000.00 120,000.00 100,000.00 | 120,000.00
huniunppndwinngpubhly phun
17 |Spwtuynpuughtt hwdwljupg Ykph Fikph dhowduypny*™ hwn 10,000.00 500.00 5,000,000.00
18  [Spwluwynpuuyhtt hwdwlwupg Unnuupunh dhpwquypnyg hwn 600.00 350.00 210,000.00
19  [Spwhuwynpunuyht hwdwljwupg Udhbku dvhowjuypny hwn 400.00 347.50 139,000.00
2 «QuqMuljnr-ukp kpuhjuinnpubph hwdwp (dhpnwkpndh) wuydwhikp hun 10.00 0.00 0.00
unbndbinm hudwn)
21 «QuqMuljnr-ukp Epuhjuinnpbph hwdwp (whwkpnp yuydwbbp unbnstne hun 10.00 0.00 0.00
hwdwn)
22 |Uspuwsth nhopuhn-quq hwwn 1.00 0.00 0.00
23 |zbnniyy Jugbiht Uy 1,000.00 0.00 0.00
24 |Uhqulynip Uq 2.00 1,000.00 2,000.00
25 |MIC phuwn jud E - phun duywyk Mkuhghihtung* huwn 30.00 2,500.00 75,000.00
26 |MIC phuwn ud E - phun dwyuyki Opuwghihing™ hwun 30.00 2,500.00 75,000.00
27 [MIC ptiun jwd E - piunn Udwyhghihting* hwn 30.00 2,500.00 75,000.00
28 |MIC phuwn fud E - phunn Twulyndhghuny*™ hwwn 30.00 2,500.00 75,000.00
29 |MIC ptuwn jud E - phuwn dwywytt YUnjhunhung hwn 30.00 2,500.00 75,000.00
30 [MIC ptuwn jud E - phuwn duwyutu 8kpunphwpunting™ huwn 30.00 2,500.00 75,000.00
31 |MIC ptuwn jud E - phuwn duyuykt 8kdnunwpupuny™ hwn 30.00 2,500.00 75,000.00
32 |Legionella pneumophila serogroup 1 {hndhihqugus sinwd upquly 1.00 0.00 0.00




«bhmhpdhr} C}pm_ul» «EU‘}I" Cbr} r}f‘
L h h « dh » ’Tl
wuwhwyugh gae OLUSBLU» UMC dwpukgniu» UNC
z/h Uyjpuiph widuunulp N Lutiwuly
Uhwynph Anufup wnwlg Uu.z-u wnwig Uuz-u g UUZ Uuz-u
Qhi uuz ubipunyuy uuz ubipunyuy ukpunyuy

33 [«A» judph uinplyunulnlph hwynbwpkpdwut wpugq phun hwwn 80.00 1,500.00 120,000.00 73,333.33 88,000.00
34 |Ephppnghnwun qutgus Uy 3,500.00 100.00 350,000.00
35 |Upiwnwhwihy iyniph hwpbp™ huwn 20,000.00 40.00 800,000.00 180,000.00 | 180,000.00
36 |Bnowpwpuyhtt Uhgwuyp* lg 40.00 34,750.00 1,390,000.00 2,650,000.00 | 3,180,000.00

Eunbpnwpinwshi (nhwpngk) wnhpught gnuwhljukph (EPEC, ETEC, EIEC,
37 |EHEC, EAgEC) Yu@-U Y huhjulwb b ppowlw dhpwuyph tinipttinhg Inwluqd 17.00 279,000.00 4,743,000.00

hunntwpbndwi hwdwpwdny
38 |Uhowuyp dwptutiph owupdnibimynipiniipn npnotijnt hwdwp q. 1.50 0.00 0.00
39 |bdtpuhnb jnin Uy 1,500 15.00 22,500.00
40  |8kpuhuhnquiht ubkjkynhy wpquwlh hhdp huknudng nuluqd 1.00
41 |Utthtquiniuyhti mgup (huynihght hhgpnpinphnh hujwdwptught ginh - 1.00 122,000.00 122.000.00

upduliiinh hwdtnudnyg
9 Yudyhinpulubtp jud Mphunnt wqup Ywdwyhinpuynbp jud Mphunnt - 1.00 110,000.00 110,000.00

wqunh hwyknudng
43 Yuduyhinpulutp jud Mphunnt wpqubwl Ywdwyhinpuynbp jud Mphunnt - 1.00 92.000.00 92,000.00

wngquwiiulih hwdnudng
44 [V uX gqopéntttpny] ujudurwlubph jpujuqd nuljuqu 1.00 32,000.00 32,000.00
45 | Pnunnihtughtt whinnpnohs oh&nijutiph jpujugu A, B, E, C, F nhyh pujuqu 1.00 142,350.00 142,350.00
46 |F2tphiuhng wnihjublin whinnpnohy shdntitiph jpuuqd punjjugud OKA, purljuqu 1.00 498,000.00 498,000.00

OKB, OKC, OKD i OKE snn sh&nijutinhg
47  |Ushuwoptpny nnwpplpuljhy ujujunwljubph jpuljuqu npujuqu 1.00 99,900.00 99,900.00
48  |Zuljumuwiptwght ujudunwlikph jpuljuqd Inuljuqd 1.00 320,000.00 320,000.00
49 Lighnubkjuutph wdkgdwt hwdwp pnibtipugdus wshiw-npndwjhtt mquph b [purljuqu 1.00 190,000.00 190,000.00

wdh n phnpnpulwt hwdbnudubnh jpuljugd
50 [BSC- ypnujhntiuin wquph hhup hwkjnudng puljuqu 1.00 0.00 0.00
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«Unughnu-Eutpgnuuy»

«@US 2EU» UNC

«Utnhuwp» UNC

(OISR
z/h Uynuwiph wijunudp Nl Lubiuly
wnwbg UUZ YUz wnwig UUZ Uuzu wnwbg UUZ Uuzu
ubpunyuy ubpunyuy ubpunyuy
1 |Ywjhnulh whkniphwnh 3,5%-wtng |-p upqul 10.00
2 |B. cereus-h wmgkguw PEMBA dhowuyp lq 0.10
3 |Zuknud pughiniu ghiptiniu wquph hudwp upyuly 10.00
4 |Rpunipnyh dhpwuyp lq 0.50
5 |@hnqihynjught dhowuyp lg 4.00 110,000.00 | 132,000.00
6 Thptphuwyh hwpnighsubph potbwsinipyub npnodwb wquph hhdp (BjEYh g 0.25
phunh hpujubugdwt hwdwp)
Enterobacter sakazakii mwpphpuljuwi (ESIA) mqup lq 0.10
TUE wqup ninnithnht Juwnynnyg lq 0.50
Qpudny ubpljdwi tkplhkph hwjupwudn ™ nuluqd 40.00 1,100,000.00 | 1,320,000.00 | 1,158,333.33 | 1,390,000.00
10 |Mhpwghtwdhnuquyh (PYZ) phuwn puljuqd 1.00
11 |Ujujunuljutp oyyinnjuhting hwuwn 50.00
Yuunywn hwgh (Bordetella pertussis), hwipljuuyniyn hugh(Bordetella
12 [parapertussis) i ppnujunubyyinhynqh (Bordetella bronchiseptica) hwpnighstph puyuqd 12.00 2,400,000.00 | 2,880,000.00
TLE —u huhhwbhwl iudniptknhg hunntwpbndwt hwdwpwdny
13 |FuE -h wmbswwindwl hwjwpwdnt «FLE unpp -B» nuljugd 1.00
14 [Shigella spp. & EIEC YU-1 uiinudpbpph tdniphg huynbwpkpdwi hwjupusnt nuuqd 1.00 166,000.00 | 199,200.00
15 Legionella Antigen Urinary wipwq phuwn L.pneumophila-h huljwsth npnodwt hun 22.00
hwdwp
16 Clostridium difficile GDH + Toxin A + Toxi B wipwuq hwjnbwpkpudw hun 20.00
huniunppndwinngpubhly phun
17 |Spwtuynpuughtt hwdwljupg Ykph Fikph dhowduypny*™ hwn 10,000.00 4,166,666.67 | 5,000,000.00
18  [Spwluwynpuuyhtt hwdwlwupg Unnuupunh dhpwquypnyg hwn 600.00 175,000.00 | 210,000.00
19  [Spwhuwynpunuyht hwdwljwupg Udhbku dvhowjuypny hwn 400.00 115,833.33 | 139,000.00
2 «QuqNuljtwny-ukp tpuhuwnnpubph hwdwp (dhypnwkpndhp yuydwikp hun 10.00
unbndbinm hudwn)
21 «QuqMuljnr-ukp Epuhjuinnpbph hwdwp (whwkpnp yuydwbbp unbnstne hun 10.00
hwdwn)
22 |Uspuwsth nhopuhn-quq hwwn 1.00
23 |Zhnml Juqbhu Uy 1,000.00
24 |Uhquiynip lq 2.00
25 |MIC ptuwn jud E - phuwn dwywytu Nkuhghihuny* hwn 30.00
26 |MIC phuwn ud E - phun dwyuyki Opuwghihing™ huwn 30.00
27 [MIC ptiun jwd E - piunn Udwyhghihting* hwn 30.00
28 |MIC phuwn fud E - phunn Twulyndhghuny*™ hwwn 30.00
29 |MIC ptuwn jud E - phuwn dwywytt YUnjhunhung huwn 30.00
30 [MIC ptuwn jud E - phuwn duwyutu 8kpunphwpunting™ huwn 30.00
31 |MIC ptuwn jud E - phuwn duyuykt 8kdnunwpupuny™ huwn 30.00
32 |Legionella pneumophila serogroup 1 {hndhihqugus sinwd upquly 1.00




«Unughnt-Eukpgnuwy»

«@US ZEU» UL

«Uknhuwp» UNC

ORL
z/h Uyjpuiph widuunulp N Lutiwuly
wnwlg UUZ Uuz- wnwbg UUZ UuZ-t wnwlg UUZ UuZ-t
ubipunyuy ubipunyuy ubipunyuy
33 [«A» judph uinplyunulnlph hwynbwpkpdwut wpugq phun hwwn 80.00
34 |Ephppnghunup qubgus Uy 3,500.00
35 |Upiwnwhwihy iyniph hwpbp™ huwn 20,000.00
36 |Enpwpwpuyhtt vhowuyp*™ lg 40.00 1,156,666.67 | 1,388,000.00 | 1,541,666.67 | 1,850,000.00
Eunbpnwpinwshi (nhwpngk) wnhpught gnuwhljukph (EPEC, ETEC, EIEC,
37 |EHEC, EAgEC) YUt Yjhuhjuljub b ppgwljur vhouuyph iniplikphg Inulwuqd 17.00 3,893,000.00 | 4,671,600.00
hunntwpbndwi hwdwpwdny
38 |Uhowuyp dwptutiph owupdnibimynipiniipn npnotijnt hwdwp q. 1.50
39 |Pdkpuhnt join Uy 1,500 18,750.00 22,500.00
40  |8kpuhuhnquiht ubkjkynhy wpquwlh hhdp huknudng nuluqd 1.00
41 |Utthtquiniuyhti mgup (huynihght hhgpnpinphnh hujwdwptught ginh - 1.00 101,666.67 | 122.000.00
upduliiinh hwdtnudnyg
4 Yudyhinpulubtp jud Mphunnt wqup Ywdwyhinpuynbp jud Mphunnt - 1.00 91,666.67 110,000.00
wqunh hwyknudng
43 Yuduyhinpulutp jud Mphunnt wpqubwl Ywdwyhinpuynbp jud Mphunnt - 1.00 76.666.67 92.000.00
wngquwiiulih hwdnudng
44 [V uX gqopéntttpny] ujudurwlubph jpujuqd nuljuqu 1.00
45 [Pnuinihtiught wunnpnohs oh&nijubph jpujugd A, B, E, C, F wihyh pujuqu 1.00 118,625.00 | 142,350.00
46 |E2tnhjuhng wnihguwykinn whinnpnohy oh&nbubph jpujuqd punfugus OKA, - 1.00 415,000.00 | 498,000.00
OKB, OKC, OKD i OKE snn sh&nijutinhg
47 |Ushuwgntpny wnuppkpulhy ujujurwlutph jpuljuqd nuyuqd 1.00 83,250.00 99,900.00
48  [Zwluuwuptuyht ujudunwljubph jpuljuqd nuluqd 1.00
49 Lighnubkjuutph wdkgdwt hwdwp pnibtipugdus wshiw-npndwjhtt mquph b [purljuqu 1.00 681,000.00 | 817.200.00
wdh n phnpnpulwt hwdbnudubnh jpuljugd
50 [BSC- ypnujhntiuin wquph hhup hwkjnudng puljuqu 1.00




