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33121270

DbpdEunwnhy whwwnnu

Vwupbwpwiwlwt bywnwlubph hwdwp | (hwdwwwunwufuwu SOUS 13805-76-h wwhwugubiph): enpbudwl
winp$ quugqluws k, uyhwnwlhg dhusk pwg nbnuwdniu bpwugh:

Mhwnwbihniyejwt dwdlbnp wnudwqu 70%-h wnlwnipiniu dwunwlwpwpdwl wwhht, punhwunp dwdybnp
ujwqugnyup 2 wwph, thwpbrwdnpndp’ gnpdwpwwiht htipdtnhy hwpbipwynpdwdp' 1-5 4g Yonwdputipny:
Snpdwpwiwht whinwlwdnpnuwing (hwdwawjt 1SO 18113 swnph unwunwpnitph wwhwugh): Mwpunwnhp Gu*
fudpwpwuwyh dwdljwghpp, wpnwnpnn juqiwlbpynuyewt wudwunwu nehwugb, wpnwnpnnh Ynndhg
wpunuwnpdwy wduwpyh b whunwubhnyejwl dwdlybnh hunwy upnwubpp: Lagwd b in vitro Yhpwndwu dwuht ugnwdp
Ywd unyuwlwuwgdwu jpugnighs wy) dhengubip, op." Yuwnwingqwjht hwdwp, wwypwuph hwdwp: fudpwpwtiwlu
wdpnnonipjwdp [huh dhwnbuwy (dwdlbnh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw wpunwnpnnh
Ynndhg fudpwpwtwlhts ubpluywgynn npwlh hwdwunwghp, gnpdwntwlwl punipwgnbph hnpdwptitniejwl
wpryntupubin: Upunwnpnugniut niubuw ubipnpdwsd npwlh unwywpdwt hwdwlwpg' npubht ubiplujwgynn
dhowqquihtu hUO unwunwpwnttipht hwdwwwwnwutuw (1ISO 13485-2017, 9001-2015, CE W/jwd IVD):
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SS wqun

Utuinnpnghs puunpnnulwl uunignn dhowuyn b bwhiwnbuws shgbjwubph U uwdnubiwitph
hwjinuwpbpdw/wugwindwt hwdwp Yeuuwpwuwlwl Ynyeh tdnpubpnud: Ppbuhg ubplwjwgunid £ dwup
hwwnhlwynp, pwg nbnuwyniu gnyuh nluwqquiniu thngh:

Pwnunpnipniup’ whywnhl Yeunwuwlwu hinugwdp, duwiht Epunpwln, jwynnqu, \Gnwjht wnbiph fuwnunipn,
uwwpphnwh ghnpwwn, bwnphnwh phnuny$uwn, bplweh ghnpwn, wnwdwunuuws, seqnp Yunpdhp, wquip-wqun:
Owfuup' wnwybjugnyup 63 g thngh dhowduwyp 1000 U pnpwd opnud:

Mhunwubhnipjwt dwdlybnt wnuduqu 70%-h wnlunipnit dwnwlwpwpdwl wwhht, punhwung dwdybup
udwqugnyup 4 nwph, gnpdwpwuwiht htipdenhy thwebpwdnpdwdp b gnpdwpwwht whuwlywynpnwing
(hwdwawyu 1SO 18113 wnph utnwnwpunutinh wwhwugh): Mwpuwnhp bu* udpwpwiwyh Swdlwghpp, wpnwnpnn
Yuqiwybpwnipjwi wudwunwiu nt hwughbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b yhunwibhnyejuu
dwdlbinh hunwl Upnwdubipp: Lodwd £ in vitro Yhpwndwt dwuht ugnuip Yud unyuwuiwgdwt jnugnighs wyp
dhongtip, on.' Yuwwnwingwiht hwdwp, wypwuph hwdwn: ludpwpwwlu wdpnnoniejwdp |huh dhwwnbuwl
(dwdlybinh, wpnwnpnnh b hwpbpwynpdwl wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht Ubpuywgynn
npulh hwjwuwnwghp, gnpdwnuwlwt punyewgptiph thnpdwplunyejw wpryniuputip: Upnwnpniginiut niubuw
ubpnpdwd npwyh Yunwdwpdwu hwdwlwpg' npwyht ubiplwywgynn dhowqguihtt hUO unwunwnpuubipht
hwdwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE U/ywd IVD):
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Luhing-|hght-nbqopuhtunjwnwiht’ XLD

wquwp

Chgbjwubph b uwdnubuubph wugwndw (uuunwdpbpph b YEuuwpwlwlwu Unyeh udnubinhg)
wlunnpnghg-pnpnnuluwt utngnn dhowuyn b wnwewnyyws 1SO 6579:2002-h Ynndhg:

Mhwnwubhnipjwt dwdlybint wnuduqu 70%-h wnluynieintt dwnwlwpwpdwl wwhht, punhwung dwdybup
ujwquagnyup' 4 nwph, gnpdwpwwiht htipdanhy hwpbpwynpdwdp b gnpdwpwwht whunwlwynpnwng
(hwdwawyu 1SO 18113 wpph utnwnwpunutinh wwhwtgh): Mwpuwnhp bu® udpwpwiwlh Swdlwghpp, wpwwnpnn
Yuqdwybpynigjwt wudwunwu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b yhunwubhnuyesjwu
dwdybinh hunwy ugndubipp: Lagwd £ in vitro Yhpwndwt dwuht ugndp Yud unyuwlwwgdwt jpugnighs wy)
dhengutin, on." Yuwnwingujht hwdwp, wypwuph hwdwp: ludpwpwiwyu wdpnnonipjwdp |huh Shwnbuwly
(dwdlybiinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fludpwpwuwyht ubpyuywgynn
npwlh hwjwunwghp, gnpdwnuwlwt puniewgnbph thnpdwpltniejwl wpnyniupttin: Upnwnpnieiniut niubuw
ubpnpdwd npwyh Yunwywpdwt hwdwlwng' npwlht ubplujwgynn dhowqguihtu hUO unwunuipunubpht
hwdwwwwnwuluw (ISO 13485-2017, 9001-2015, CE U/Yywd IVD):
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Eunn wquip

Unhpwjht fudph gpuwdpwguuwlwt dwupkbubph wugwndw W nwppbpwlydwt uungnn dhowdw)p: engbudwu,
hwiwubn quuqyus' pny) Jupnwgnyu bpwugh:

Pwnwnpnipniup 1000 d) wwwnpwuwnh dhowduiypnid.

Ybunwuh hjnwdwdph wbuwwnhly hnwdwsdp - 10 g

Lwlunnqu -10 q.

Ywihnwh hhnpndnubwn 2.5 g (Yud 3.5 q)

Lwuwphnwh unybhwn - 3.3g (2.5 q)

<hduwjhtu $npupt 0.3 - 0.6 q

Uquip-wquwp Jud wqup 12.5 ¢ (15 q)

MNwwnpwuwnnip' 36 - 41.5 g thnoh 1000.0 4| pnpwd opht (HiMedia, Oxoid, Becton Dickinson Ywd hwiwndbp):
Unwbdtwhwwnnly wuydwt £ $nipuptih b wquph Jbpntigyw) pwbwljubipp, npntp punpnanud B nndywy Showdwyph
Mhwnwbihniyejwt dwdljbint wntdwqu 70%-h wnlwnipiniu dwunwlwpwpdwl wwhht, punhwunp dwdybnp
ujwqugnyup' 4 nwph, gnpdwpwwiht htipdinhy thwpbpwynpdwdp b gnpdwpwuwht whunwlwynpnwing
(hwdwauwyu 1SO 18113 wnph unwtnwpunutinh wwhwugh): Mwpuwnhp bu* udpwpwiiwlh Swdlwghpp, wpnwnnnn
Yuqudwybpynipjwt wudwunwiu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhniejwu
dwdybnh hunwy ugnidubpp: Lagwd k in vitro Yhpwndwt dwuht ugndp Yud unyuwlywwgdw jpugnighs wy)
dhongutip, on.' Yuwnwingwiht hwdwp, wypwuph hwdwn: ludpwpwtwlu wdpnnoniejwdp |huh dhwwnbuwl
(dwdlybinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg ludpwpwuwyht ubpluwjwgynn
npwlh hwdwunwaghp, gnpdwntwlwt punyewgnbph thnpdwplitniejwl wpryniuptbin: Upnwnpnieiniut niubuw
ubpnpdwd npwyh Yunwjwpdwt hwdwlwnpg' npwlht ubiplwjwgynn dhowqguihtt hUO unwunwnpuubinhu
hwiwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE L/ywd IVD):
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Shigella ginh dwuptubiph punpnnuywu
hwpuwnwgdwu dhowywinph hhdp

Luwfuwwnbudws | utunwdpbpph by Shigella gbinh dwuptubph punpnnulywi hwpunwgdwt hwdwn:
Pwnunpnipniup 10004] ywwnpwuwnh howdwjpnud

Stpdbunwinhy Ywqgbhuh hhnpnihqun - 20,0 g

Lwnphnuwh pinphn - 5,0 q

Enlthnuwphtidwd Snudnpwiepduiht fuihnu - 2,0 q

Ublyhnfuwphudws $nudnpwppduwiht Ywihnd - 2,0 ¢

Qyniynqui - 1,0 g

Syhu80-15q

Muwnpwuwnndp' 31,5 g dhowdwyp 1000 U} pnpwd opht (hwiwdawju FOCT 32010-2013-h): MNwhwgnid
puwpnnulwu hwybnd' unynphnght' 1000 d) dhowduwynpht 0.55 dg pwtwyniejwdp:

Mhunwubhnipjwt dwdlybnt wnuduqu 70%-h wnlunipnit dwnwlwpwpdwl wwhht, punhwung dwdybup
udwqugnyup' 4 twph, gnpdwpwwiht hipdanhy hwpbpwynpdwdp b gnpdwpwuwiht wyhnwlwynpnwing
(hwdwawyu 1SO 18113 wnph utnwnwpunutinh wwhwugh): Mwpuwnhp bu* udpwpwiwlh Swdlwghpp, wpwnwnnnn
Yuqiwybpwnipjwi wudwunwiu nt hwughbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b yhunwibhnyejuu
dwdlbinh hunwl Upnwdubipp: Lodwd £ in vitro Yhpwndwt dwuht ugnuip Yud unyuwuiwgdwt jnugnighs wyp
dhongtip, on.' Yuwwnwingwiht hwdwp, wypwuph hwdwn: ludpwpwwlu wdpnnoniejwdp |huh dhwwnbuwl
(dwdlybinh, wpnwnpnnh b hwpbpwynpdwl wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht Ubpuywgynn
npulh hwjwuwnwghp, gnpdwnuwlwt punyewgptiph thnpdwplunyejw wpryniuputip: Upnwnpniginiut niubuw
ubpnpdwd npwyh Yunwdwpdwu hwdwlwpg' npwyht ubiplwywgynn dhowqguihtt hUO unwunwnpuubipht
hwdwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE U/ywd IVD):
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Utituhwwht wpgquuwl Ywd LE$unup
dhgwduwn’ Ygyws putnpnnwlwl
hwybnwing

Lwpunwgdwt dhowdw)n' ubunwdpbnphg, onhg U YEuuwpwtwlw nyeh Udnpubiphg uwdnubjwubinh wugwwndwu
hwdwp: Uhgwduwpp hwdwubn, pug nbnuwdniu thngh k: Uhgwywyph jnipuwpwtgnip 1000 di-p wwhwgnid £ 4 gpud
uwwphnuwih ublBuhinh wybjugnud (pun SOUS 31659-2012/hU0 6579:2002-h wwhwugubiph), npp Ygyws £ |hunwd
dhowduwynh jnipwpwtignip thwebipwynpdwup' hwdwwywwnwufuwl Yondwdpny:

Mhwnwbihnyejwt dwdljbnt wntdwqu 70%-h wnlwnipiniu dwunwlwpwpdwl wwhht, puhwunp dwdybnp
ujwqugnyup' 4 nwph, gnpdwpwwiht htipdinhy hwpebpwynpdwdp b gnpdwpwuwht whunwlwynpnwng
(hwiwawyu 1SO 18113 gwpph unwtnwpwnutiph wwhwush): Mwpwwnhp bu* fudpwpwtwyh Swdlwghpp, wpunwnpnn
Yuquwybpynipjwt wudwunwiu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnuejwu
dwdybnh hunwy ugnwdubpp: Lagwd b in vitro Yhpwndwt dwuht ugndp Yud unyuwlwbwgdw jpugnighs wy)
dhongutip, on." Yuwwnwingwiht hwdwp, wypwuph hwdwn: ludpwpwwlu wdpnnoniejwdp |huh dhwwnbuwl
(dwdlybinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg ludpwpwuwyht ubpluwjwgynn
npwlh hwdwunwghp, gnpdwntwlwt punyewgnbph thnpdwpliuniejwl wpryniuptbin: Upnwnpnieiniut niubuw
ubpnpdwd npwyh Yunwjwpdwt hwdwlwnpg' npwlht ubplwjwgynn dhowqguihtt hUO unwunwnpuubiphu
hwiwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD):
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Uhowywjnp twfuwwnbudws k ubunwdpbpphg W wpnwpht dhowduwph wy) opjblnubiphg uwdnubiwubph
hwpuwnwgdwu b ubtynhy wugwndw hwdwp, dnnh$hljugyws £: Uhowdwipp hwdwubn, Yuujnw-Ywlws gnyuh
thnoh &, ywpuwnhp wwpniuwynw £ Yugbhtuh hhnpnihquin: Unwybjwgnyu dwiuup 1000 6 dhowdwjpht Yuqdnud &
30,0 g (F0US 31659-2012):

Mhwnwtihnyejwt dwdlbnt wntdwqu 70%-h wnlwnipiniu dwunwlwpwpdwl wwhht, puhwunp dwdybnp
ujwqugnyup' 4 nwph, gnpdwpwwiht htipdinhy hwpbpwynpdwdp b gnpdwpwuwht whunwlwynpnwng
(hwdwawyu 1SO 18113 pwnph unwunwnpwnutiph wwhwgh): Mwpuwnhp b fudpwpwuwyh Swdljwghpp, wpnwnpnn

Lwdwdwjuwgph nidh

33691889 ‘?:}r;h':::{u';r:{t;w”hﬂ“wﬂhuh dhguiduyn Yuquiwybpynipjwt wudwunwiu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnuejwu e 40.00 WQLITU[;ULH'N ;:ijntﬁ;u;:ﬂ;i

dwdybnh hunwy ugnwdubpp: Lagwd k in vitro Yhpwndwt dwuht ugndp Yud unyuwlwwgdw jpugnighs wy) )

dhongutin, on.' Yuwwnwingwiht hwdwp, wypwuph hwdwn: ludpwpwwlu wdpnnoniejwdp |huh dhwnbuwl onbinh ppwigpnud

(dwdlybinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg ludpwpwuwyht ubplujwgynn

npwlh hwdwunwaghp, gnpdwntwlwt punyewgnbph thnpdwplitniejwl wpryniuptbin: Upnwnpnieiniut niubuw

ubpnpdwd npwyh Yunwjwpdwt hwdwlwnpg' npwlht ubiplwjwgynn dhowqguihtt hUO unwunwnpuubinhu

hwiwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE L/ywd IVD):

Luwhuwwnbiujws £ Salmonella typhi U wy| uwdnubjwutipp 9phg, utinwdetinphg, Yanuwenptiphg, Yihuhywlwu wwpptip

uyniptiphg ubiblnhy wugwndwy b twtwlwl twwppbpuldwy hwdwn:

52.3- q thnght (dwfuup 1000.0 4| pnpwd 9pht) wwnpniuwlnud £ Yeunwuh hjinudwdph wbwwhl Ghnd - 10.0 g

duwjht bpunpulwn - 5.0 g

qyniyng - 5.0 g

uwuwphnth hhnpn$nubwn - 4.0 q

Gpywpeh uny$wn - 0.3 q

yhudnun-uny$hin (hunhwwnnp) - 8.0

wnuwdwn Yuuws - 0,025

wquin-wigun - 20,00 Lwdwdwjuwgph nidh

(Conda, HiMedia, Sigma-Aldrich Ywd hwdwpdbp): Mhunwubihnipiw dwdynt wnudwql 70%-h wnlw)nyeniu p bl g Wbt wuihhg
33691163  |dhudnun-unybhin wqup (Wilson Blair) Jwwnwlwpwpdwl wwhh, punhwuny dwdybnp' bjwqugnyup’ 4 nwph, e 5.00 " U i '37 20 0 0

gnpdwpwuwihu hbpdbnhly thwpebpwynpdwdp b gnpdwpwuwiht whunwlwynpnuwing (hwdwéwju 1ISO 18113 gwpph L wguunwpwh

unwunuwpuntbph wwhwtgh): Mwpunwnhp bt udpwpwtiwyh Swdywghpp, wpnwnpnn Yuqiwytpwniejwt ontinh plipwgpnud

wudwunwdu nt hwugbt, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhunwubhnyejwu dwdybnh hunwy

ugnuiubipp: Loqwsd & in vitro Yhpwndwl dwuht bgnwp Yud unyuwlwbwgdwt pugnighs wy) dhengutin, op.'

Yuunwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlyu wdpnnenipjwdp (huh dhwnbuwy (dwdltnh, wpunwnpnnh

U thwpbpwynpiwt wnnwing) W niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubpluywgynn npwlh hwwuwnwghp,

qgnpdwnuwlw punypwgntiph thnpdwplunyejw wprynupubn: Upunwnpnigniut niubuw ubpnpdwsd npulh

Ywnwwpdwt hwdwlwng' npwyht ubplujwgdnn dhowqgquiht hUO unwunwpnubipht hwdwwwunwupuwt (ISO

13485-2017, 9001-2015, CE /Y IVD):

Lblywnbu bunbiphy wqwpp dbnd punpnnuiwi b wwpptipwlhs dhowdwp £ utiinwdpebinphg, uwthnwpwlwu

Upwtwlnipjw opjblinubiphg U Yihuhywlywu udnipubiphg wnhpwiht whunwdht dwupkubph hwjunuwpbpdwu hwdwp

1SO 21567-hu hwiwwwwnwufuwy: $nbudwt hwdwubin quiuqywsd t: Pwnunpnyeniup’

Mbwwnnu - 12q. Lbnwpeyujht wnbp

-9q

Indwjhu bpunpwln - 3q.

Lwlwnqu - 12g

Uuwihghti - 2 q

Uwfuwpnqu -12q.

Lwnphnuih pinphn. - 5q

Lwuwphnwh phnuny$uwn - 5q Cwdwdwjuwgph nidh

Eplwreh wdnupnwwiht ghnpwn -1,5 p.bpluwt, dbg dnubint wwhhg
33601163 | chljunntl wiguin Uzrl:}pra-r}S q " g N s 250 Y Uwpwu 37 | 20 wptuwwnwupwihu

Sent $nipupti - 0,1 q

Ppndphdn) Yuwuwnyw- 0,065q Ytipguwlwt pH 7.5 + 0.2 25°C - nud:
q thngh dhowdwn' 1) pnpwd 9pht, wynnluwydwgnid sh wwhwgnud:
Mhwnwbihniyejwt dwdlbnp' wnudwqu 70%-h wnlw)nieiniu dwnwlwpwpdwl wwhht, punhwuny dwdybnp
ujwqugnyup' 4 nwph, thwebpwynpnwip' hipdbunhly wwpwutipng' 0.5 Yg Yondwdputinny, gnpdwpwiwht
whunwlwynpnwdny:

Cwidwwwwnwufuwuh npuwlht ubpyujwgdnn dhowqguihu hUO unwunwpnubpht U/ Ywd niubuw npwyp
hwdwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwdwunwghn): udpwpwuwlp wdpnnoniejwdp
thup dhwinbuwl (dwdlybnh, wpnwnpnnh b hwpbpwdnpdwt wnnwing):

Yhpwnnuip' 76

optiph pupwgpnd




33691163

Uuw-wbwyunntwiht wqwp Yud utungnn
wqun 1% whwwnnuny

Pngbudwl quugqud-punhwunty gnigdwt utingnn dhowwn:

Pwnwnpnieiniup’ 10004} wwwnpwuwnh dhowywjpnid.

Mbuywnhly Yeunwuwywu hjnwdwsdp -10q

Uuwjht bpunpwlyn-5¢

Lwnphnuih pinphn. 5q

Uquip-wquwn 15g

Mhwnwbihnyejwt dwdlbnp wnudwqu 70% h wnlwnieinit dwnwlwpwpdwt ywhht, punhwunp dwdytinp'
ujwqugnyup' 4 nwph, thwebpwynpnwp' 0.5 Yg-wung htipdtnhy wnuhbpny:

Buwlfuup' 35 g thnoh dhowywip 1000 U} pnpwd ophu:

Cwiwwwwnwufuwuh npuwlyht ubpyujwgdnn dhowqguiht hUO unwunwpwnubpht U/ jwd niubuw npuyh
hwdwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwdwunwghn):fudpwpwtwlp wdpnnonipjuwdp
huh dhwinbuwl (dwdlybnh, wpnwnpnnh b hwebpwdnpdwl wnnuwing):
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Uwuhw-wnwjht wqwn

Yhuhlwlwu b ng Yihuhlulw udnipubiphg unw$hjwynytiph wbigdwu EiEyunhy-ubtlynhy dhowdw)n:
Pwnunpnugniup’ 1000 U] wwwnpwuwnh wgwpnud.

Ywqbhuh hhnpnihquin - 10 g

Uuwjhtu jndwdgnip - 1 g

D-dwuuhwn - 10 g

Lwuphnuwh pinphn - 75

dbtun) Ywpdhp - 0.025 q

Uqup-15q

Bufuup' 111.0 - 111.02 g thnph' 1000 d| dhowdwypht (Liofilchem, HiMedia, Thermo Fisher Scientific, Becton Dickinson
GmbH U wy| hwdwndtip): Mhunwutihniyejwt dwiljnt wnujwqu 70%-h wnluw)nipiniu dwnwlwpwpdwl wwhht,
punhwunin dwdlytivp' uwqugnyup' 4 tiwph,

gnpdwpwuwihu hbpdbnhly thwpebpwynpdwdp b gnpdwpwuwiht whunwlwynpnuwing (hwdwéwju 1ISO 18113 gwpph
unwunuwpuntbph wwhwtgh): Mwpunwnhp bt udpwpwtiwyh Swdywghpp, wpnwnpnn Yuqiwytpwniejwt
wudwunwdu nt hwugbt, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhunwubhnyejwu dwdybnh hunwy
ugnuiubipp: Loqwsd & in vitro Yhpwndwl dwuht bgnwp Yud unyuwlwbwgdwt pugnighs wy) dhengutin, op.'
Yuunwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlyu wdpnnenipjwdp (huh dhwnbuwy (dwdltnh, wpunwnpnnh
U thwpbpwynpiwt wnnwing) W niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubpluywgynn npwlh hwwuwnwghp,
qgnpdwnuwlw punypwgntiph thnpdwplunyejw wprynupubn: Upunwnpnigniut niubuw ubpnpdwsd npulh
Ywnwwpdwt hwdwlwng' npwyht ubplujwgdnn dhowqgquiht hUO unwunwpnubipht hwdwwwunwupuwt (ISO
13485-2017, 9001-2015, CE /Y IVD):

la
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p.bpluwt,
T.Uwywu 37

Lwdwdwjuwgph nidh
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ontinh plpwgpnud
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YU wqun wninthnht Juwnywnny

Lwhiwwnbudws £ utiinwdptinphg wugwinywsd Staphylococcus aureus-h dnun gbipdwlwniu ntiqopuhnhpnundybugh
npngdwt hwdwp (hwdwdwiu FOUS M-52815-2007 wwhwgubiph): Swiuup 1000 di-h hwdwp 26.56 gpwd:
Pwnunpnipniup’ YU 0.3 g, Yuwighnwh pinphn 0.11 g, bwwnphnuwh pinphn. 10 g, wininthnht Yuwnywn 0.093 g, Sphu-|
wdhundbpwl 6.06 q, wqwn 10 g:

Mhunwubhnyeiwl dwdlyint wnuwqt 70%-h wnlwjnienit Jwnwywpwpdwt wwhht, punhwung dwdytnp'
ujwqugnyup' 4 nwph, gnpdwpwwiht htipdnhy hwebpwynpdwdp’ wnwytiwgnyup 0.5 Yq Yondwdpny b
qnpdwpwtiwiht whnwlwdnpnwing (hwdwawjt 1SO 18113 pwnph unwunwpwntbph wwhwtgh): Mwpwnwnhp bu*
fudpwpwuwyh dwdljwghpp, wpnwnpnn Yuqiwlbpynuyewt wudwunwu nehwugb, wpnwnpnnh Ynndhg
wpunuwnpdwt wduwpyh b whunwubhnyejwi dwdlbnh hunwy ugnwdubpp: Lagws b in vitro Yhpwndwy dwuht ugnwdp
Ywd unyuwlwuwgdwu jpugnighs wy) dhengutin, op." Yuwnwingwjht hwdwp, wwypwuph hwdwp: ludpwpwtwlu
wdpnnonipjwdp [huh dhwinbuwy (dwdlbnh, wpnwnpnnh b hwpbpwynpdwt wnnwing) b niubuw wpunwnpnnh
Ynndhg fudpwpwtwlht ubpluywgynn npwlh hwdwunwghp, gnpdwnuwlwt puniewgnbph thnpdwptitinuejwl
wpryntupubin: Upinwnpnugniut niubuw ubipnpdws npwlh unwdwpdw hwdwlwpg' npubht ubipyuywgynn
dhowqquhtu hUO unwunwpwnubipht hwdwwwwnwutuw (1ISO 13485-2017, 9001-2015, CE W/{wd IVD):

Ug
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33121270

Upjntuuwhts wquiph hhdp

Ny punpnnujut, punhwunip oquwgnpddwl utnignn dhowiwyn b, npt wpyniu wbjwgubiinig htnn, oquwgnpdynud £
L ywhwugynun dwupkubph wbgdwu hwdwp: <ndngbt nbnuwyniu thngh b Punuinpniegniup.

Swywph upwnh Gthny 500 g

Sphwywnnqu 10 g

Lwnphnuih pinphn 5 q

Uquip-wqun 15 g

Bwfuup 40 g thngh 1000 4} pnpwd ophu:

(Liofilchem, HiMedia, Thermo Fisher Scientific, Becton Dickinson GmbH L wj| hwdwndtp): Mwwnpwuwnh dhowdwjpp
wwhwugnd £ 5% ntdhpphuwgywd dwupbwgbnd wnniu:

Mhwnwtihnyejwt dwdlbnt wntdwqu 70%-h wnlwnipiniu dwunwlwpwpdwl wwhht, puhwunp dwdybnp
ujwqugnyup' 4 nwph, gnpdwpwwiht htipdinhy hwpbpwynpdwdp b gnpdwpwuwht whunwlwynpnwng
(hwdwauwyu 1SO 18113 wnph unwtnwpunutinh wwhwugh): Mwpuwnhp bu* udpwpwiiwlh Swdlwghpp, wpnwnnnn
Yuqudwybpynipjwt wudwunwiu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhniejwu
dwdybnh hunwy ugnidubpp: Lagwd k in vitro Yhpwndwt dwuht ugndp Yud unyuwlywwgdw jpugnighs wy)
dhongutip, on.' Yuwnwingwiht hwdwp, wypwuph hwdwn: ludpwpwtwlu wdpnnoniejwdp |huh dhwwnbuwl
(dwdlybinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg ludpwpwuwyht ubpluwjwgynn
npwlh hwdwunwaghp, gnpdwntwlwt punyewgnbph thnpdwplitniejwl wpryniuptbin: Upnwnpnieiniut niubuw
ubpnpdwd npwyh Yunwjwpdwt hwdwlwnpg' npwlht ubiplwjwgynn dhowqguihtt hUO unwunwnpuubinhu
hwiwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE L/ywd IVD):

g
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Uwpnipn wgwn pinpud$bupyning

<ndngbl pwg-ntnuwyniu thngh £, bwiwnbuwsd fudnpuutlytiph b pnppnuwutybph punpnuyuwt wébigdwu hwdwp:
Pwnunpnieiniup' 1000 U] ywinpwuwnh dhowywjpnud.

Ywqbhth hhnpnihquin 5 q

Ybunwuh hinwdwdph wbuwwnhly dqyudp 5 g

Syniynqui 40 g

Lnpwddtuhyn 0,05 g

Uquip-wqun 15 ¢

Ouwfuup' 65.05 g thnoh dhowduwyp 1000 U} pnpwd ophu:

(Liofilchem, Biolife Italiana, Himedia Ywd hwdwnpdtip): Mhunwubjhnipjwt dwdlybnt wnuduqu 70%-h wnluynipniu
Jwinwlwpwpdwt wwhht, punhwuny dwdlbnp' bjwqugnyup' 4 tnwph, gnpdwpwtwiht hpdbnhy
thwpbpwynpiwdp wnwybiwgnyup 0.5 Yq Yondwdpubinny b gnpdwpwwiht whuwlywynpnwing (hwdwédwju 1ISO
18113 qwnph unwnwpuutinh wwhwugh): Mwpwwnhp bu* fudpwpwtwyh Swdljwghpp, wpnwnpnn
Yuqdwybpynipjwt wudwunwiu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhniejwu
dwdybnh hunwy ugnudubipp: Lagwd b in vitro Yhpwndwt dwuht ugnudp Yud unyuwlwuwgdw jpugnighs wy)
dhongtip, on.' Yuwwnwingwiht hwdwp, wypwuph hwdwn: ludpwpwwlu wdpnnoniejwdp |huh dhwwnbuwl
(dwdlybinh, wpnwnpnnh b hwpbpwynpdwl wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht Ubpuywgynn
npulh hwjwuwnwghp, gnpdwnuwlwt punyewgptiph thnpdwplunyejw wpryniuputip: Upnwnpniginiut niubuw
ubipnpdwd npwyh Yunwywpdwu hwdwlwpg' npwyht ubiplujwgynn dhewqguihtt hUO unwunwpuubiphu
hwdwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE U/ywd IVD):

lg.
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33691166

Ph$hnnpwlnbphwubph wabgdwu
uunignn dhowwjp

Uquwpp bwhiwwbudws § phhnnpulmbphwubph puqiwehy wbuwlubph Ynynhjugdwt b wywhwywudwy hwdwp:
Pwnunpnipywl dbkg L - ghunbkhtt hhnpnpinphnh 0.3 q b wquph 15 q wuwy I by PeInLl
Mhunwubhnyeiwl dwdlyint wnuwqt 70%-h wnlwjnienit Jwnwywpwpdwt wwhht, punhwung dwdytnp'
ujwqugnyup' 4 nwph, gnpdwpwlwiht htipdnhy hwpbpwynpdwdp’ wnwytiwgnyup 0.5 Yq Yondwdpubipny b
qnpdwpwtiwiht whnwlwdnpnwing (hwdwawjt 1SO 18113 ownph unwunwpwnubph wwhwgh): Mwpwnwnhp bu*
fudpwpwuwyh dwdljwghpp, wpnwnpnn juqiwlbpynuyewt wudwunwu nehwugb, wpnwnpnnh Ynndhg
wpunuwnpdwt wduwpyh b wyhunwubhnyejwi dwdybnh hunwy ugnwdubpp: Lagws b in vitro Yhpwndwt dwuht ugnwdp
Ywd unyuwlwuwgdwu jpugnighs wy) dhengutip, op." Yuwnwinqwjht hwdwp, wwypwuph hwdwp: ludpuwpwtwlu
wdpnnonipjwdp [huh dhwnbuwy (Gwdlbnh, wpunwnpnnh b hwebpwynpdwt wnnwing) U niubuw wpunwnpnnh
Ynndhg fudpwpwtwlht ubpluywgynn npwlh hwdwunwghp, gnpdwnuwlwt puniewgnbph thnpdwptitnuejwl
wpryntupubin: Upinwnpnugniut niubuw ubipnpyws npwlh unwdwpdw hwdwlwpg' npubht ubipluywgynn
dhowqquhtu hUO unwunwpwnubipht hwdwwwwnwutuw (1ISO 13485-2017, 9001-2015, CE W/{wd IVD):

la-
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33691166

Punipnlh dhgudwyp

Uhowywjnp twfuwwnbudws & phdhnnpwlnbphwubph puqdwphy wkuwyubph Ynynhduwgdw b wywhywudwu
hwdwp:

Pwnwnpneniup’ Ywqbhth wwlpbwinhly hhapnihqun, udnphswiht dquwsdp, gyntyng, [wlnnqu, ghunbht,
uwwphnuwih pinphn, 8dpwprywiht dwqubighnud, wulynpphtwpeent, pugwiuwppywiht Uwwnphnd, wqwn:
Mhwnwtihnyejwt dwdlbnt wntdwqu 70%-h wnlwnipiniu dwunwlwpwpdwl wwhht, puhwunp dwdybnp
ujwqugnyup' 3 twph, gnpdwpwuwht hipdawnhl thwpbrwdnpiwdp’ wnwybwgnyup 0.25 - 0.5 Yg Yondwdpubipny
U gnpdwpwiwiht whnwwdnpnwing (hwdwawj 1SO 18113 pwpph unwunwpwntbph wwhwugh): Mwpwwnhp tu*
fudpwpwuwyh dwdljwghpp, wpnwnpnn juqiwlbpynuyejwt wudwunwu nehwugb, wpnwnpnnh Ynndhg
wpunuwnpiwy wduwpyh b whunwubhniyejwl dwdybnh hunwy ugnwdubpp: Lagwd b in vitro Yhpwndwt dwuht ugnwdp
Ywd unyuwlwuwgdwt jpugnighs wy) dhengubip, op." Yuwnwingwjht hwdwp, wwypwuph hwdwp: fudpwpwtiwlu
wdpnnonipjwdp [huh dhwnbuwy (Gwdlbnh, wpunwnpnnh b hwebpwynpdwt wonwing) U niubuw wpunwnpnnh
Ynndhg fudpwpwtwlht ubpluywgynn npwlh hwdwunwghp, gnpdwntwlwt puniewgnbph thnpdwptitnuejwl
wpryntupubin: Upunwnpnugniut niubuw ubipnpdwsd npwlh unwywpdwt hwdwlwpg' npubht ubipuywgynn
dhowqquyhtu hUO unwunwpwntbipht hwdwwwwnwutuw (1ISO 13485-2017, 9001-2015, CE W/{wd IVD):

g
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p.bplw,
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33691166

Epluip-unydhunwht dhowiduyp’
Yinuwnphnhwtibiph (win pyYnwd
wbp$phugbiiuh) hwynuwpbpdwu W
wugwwndwl hwdwp

Uhowywypp bwhiwwnbudws b utunwdpbnphg b Yihuhywlwu bnyebphg Yinunphnhwubph ubblynhy wugwndwu
hwdwp: <ndngbu ninuwyniu thnoh k:

Pwnunpnipniup’

Ywqbhuh hhnpnihquin - 10 g

Lwuwphnwh unybhin - 0,5 q.

Eplwph (1) ghwnpwwn - 0,5 q

Uquwp-wqwp - 15 g

Buwluup' 26 ¢ thnzh dhowduyp 1000 d) pnpwd ophu:

Mhunwbjhnipjwi dwdybnp wntguqu 70%-h wnlwjnipini dwinwlwpwpdwl wwhhu, punhwunp dwdynp'
ujwqugnyup' 4 nwph, thwebpwynpnuip' hipdbunhl:

Cwdwwwwnwufuwth npuwlht ubiplujwgynn dhgwqquiht hUO unwunwpwnubpht W Ywd niubuw npuyh
hwjwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwlwunwghn): udpwpwuwlp wdpnnonipjwdp
thuh dhwinbuwl (dwdlybwh, wpnwnpnnh b hwpbpwynpdwt wnnuwing):

Ug
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33691166

Ujnyjtip-<huenuh dhowyuwyp

Luwhuwwnbudws § dwupbubph hwywdwupbwiht qquijunipjwt npnadw b Neisseria n. Moraxella gbinh dwupkutiph
npn2dwt hwdwphwdwn: <ndngbit pug ninuwynu thngbudw quiiqud k:

Mhunwbjhnipjwi dwdlbnt wntguqu 70%-h wnlwjnipini dwinwlwpwpdwl wwhht, punhwunp dwdybnp'
udwqugnyup 4 nwph, gnpdwpwuwiht hbpdenhy hwebpwdnpdwdp b gnpdwpwuwht whuwlwynpnwing
(hwiwawyt 1SO 18113 gwnph unwtnwpuutiph wwhwtsh) U 0.25-0.5 g Yondwdptbpny: Mwpwnwnhp u*
fudpwpwuwyh dwdljwghpp, wpnwnpnn Yuqiwlbpynuyewt wudwunwu nehwugb, wpnwnpnnh Ynndhg
wpunuwnpdwt wduwpyh b whunwubhnyejwi dwdlbnh hunwy ugnwdubpp: Lagws b in vitro Yhpwndwy dwuht ugnwdp
Ywd unyuwlwuwgdwu jpugnighs wy) dhengutin, op." Yuwnwingwjht hwdwp, wwypwuph hwdwp: ludpwpwtwlu
wdpnnonipjwdp [huh dhwinbuwy (dwdlbnh, wpnwnpnnh b hwpbpwynpdwt wnnwing) b niubuw wpunwnpnnh
Ynndhg fudpwpwtwlht ubpluywgynn npwlh hwdwunwghp, gnpdwnuwlwt puniewgnbph thnpdwptitinuejwl
wpryntupubin: Upinwnpnugniut niubuw ubipnpdws npwlh unwdwpdw hwdwlwpg' npubht ubipyuywgynn
dhowqquihtu hUO unwunwpwnutbipht hwdwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE W/jwd IVD):

la
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33121270

Vuw-wbwyunnuwiht wipquiiwly

Cunhwunip gnigdwt thngbudwt utingnn dhowdwip £ ng wwhwtgynin dwupkubiph wébigdwt hwdwn:
Pwnunpnipeiniup' 1000 U] ywinpwuwnh dhowdwjpnud.

wbwywnu -10 q

Uuwjht fpunpulwn - 10 g

Lwwphnuwh pinphn - 5

Buwluup' 25 g thngh dhowuwyp 1000 U} pnpwd ophu:

(Sisco Research Laboratories, HiMedia, Merck Yud hwdwpdtip): Mhunwubihnigjuwt dwdlybnt wnujuqu 70%-h
wnluynupintt dwnwlwpwpdwl ywhhb, punhwunp dwdytnp' uuqugnyup' 4 twph, gnpdwpwwht hipdbnhly
thwpbpwynpdwdp b gnpdwpwtiwht wyhunwlwdnpnwdng (hwdwdwju 1ISO 18113 Jwpph unwunwpunubph wwhwugh):
Mupwnwnhp bu* udpupwtwyh Swdywghpp, wpnwnpnn juquwlbpynuejwt wigwunwt n hwugkt, wpnwnpnnh
Ynndhg wpnwnpiwu wduwredh b whunwubhnyejwt dwdybnh hunwly upndubpp: Ladws §in vitro Yhpwndw
dwuht upnuip Yud unyuwlwbwgdwt pugnighs wyp Jhongubip, op.' Yuwwnwinquiht hwdwp, wuwpwph hwdwp:
fudpwpwtwlu wdpnnonipjwdp (huh dhwnbuwly (dwdlbnh, wpnwnpnnh U hwpbpwdnpdwt wnnwng) b niubuw
wpuwnpnnh Ynndhg fudpwpwuwyht ubipyujwgynn npuwyh hwjwuwnwghp, gnpdwntwlwt punipwgpbiph
thnpdwptitinupjwt wpryniupttin: Upnwnpniejniut niubtw ubipnpdwsd npuwlh Yunwdwpdwt hwdwlwng' npubht
ubpyuwjwgynn dhowqquihu hUO unwunwpnubpht hwdwwwwwufuwu (1ISO 13485-2017, 9001-2015, CE L/{wd IVD):

la
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33121270

Uwpnipn wpguwy

Upgquwlp bwiuwwnbudws b fudnpwutlybph W pnppnuwutlybph wébgdwu hwdwn, huswbu wle pdolulut
Upwuwlnuejw gnpdhpubph b hdntuninghwlwt wwwnpwuwnnyubph dwupbwqbpddwu npwlh huynnnuejwl hwdwn:
<ninghbt pwg nbnuwyniu thnpbudwu quiugyuws k:

Pwnwnpniejniup’

“Yepunpnqu 20 g

Ybunwuh hjnwdwdph whwwhy hhnpnihquin 5 g

Ywqbhth wwlpbwinhl hhnpnjhquin 5 g

Ywd.

Lwunntly wbuynnu 10 g

Syniynqu 20 g

Buwfuup' 30 g thngh dhowyw)n 1000 U] pnpwd ophu:

Mhunwubhnypiwl dwdytint wnudwqt 70%-h wnlwnienit Jwnwlywpwpdwt wwhht, punhwunin dwdytnp'
ujwqugnyup' 4 nwph, gnpdwpwwiht htipdnhy hwebpwynpdwdp wnwdtiwgnyup 0.5 Yq Yondwdputipny b
gnpdwpwiwhtt whunwlwdnpnuwing (hwdwawjt 1SO 18113 swnph unwunwpnutph ywhwugh): Mwpwnwnhp Gu®
fudpwpwuwyh dwdljwghpp, wpnwnpnn juqiwlbpynuyewt wudwunwu nehwugb, wpnwnpnnh Ynndhg
wpunuwnpdwy wduwpyh b whunwubhnyejwl dwdlybnh hunwy upnwubpp: Lagwd b in vitro Yhpwndwu dwuht ugnwdp
Ywd unyuwlwuwgdwu jpugnighs wy) dhengubip, op." Yuwnwingqwjht hwdwp, wwypwuph hwdwp: fudpwpwtiwlu
wdpnnonipjwdp [huh dhwnbuwy (dwdlbnh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw wpunwnpnnh
Ynndhg fudpwpwtwlht ubpluywgynn npwlh hwdwunwghp, gnpdwntwlwt puniewgnbph thnpdwptitnuejwl
wpryntupubin: Upunwnpnugniut niubuw ubipnpdwsd npwlh unwywpdwt hwdwlwpg' npubht ubipuywgynn
dhowqquyhtu hUO unwunwpwntbipht hwdwwwwnwutuw (1ISO 13485-2017, 9001-2015, CE W/{wd IVD):

la-
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33691888

Uwly-4nult wpgquwly
pnndypbigninuinipunipny

Unwownlyynd £ npybu mwppbipwldwt dhowdwn Funbpnpwlnbphwubph ubiblnhy wugwndwu hwdwn: Pug
nbnuwynit hwdwubin thnoh quiigqywd k:

1000 U] ywwnpwuwnh dhowdwnnud ppndypbgninuynipyniph 0.01 g wwpniwynipjwdp papwd opht:
Mhunwbjhnipjwi dwdlbnt wntguqu 70%-h wnlwjnipini dwinwlwpwpdwl wwhht, punhwunp dwdybnp'
ujwqugnyup' 4 nwph, gnpdwpwlwiht htipdnhy hwebpwynpdwdp' wnwytiwgnyup 0.5 Yq Yondwdpny b
qnpdwpwtiwiht whnwlwdnpnwng (hwdwawjt 1SO 18113 ownph unwunwpwntbph wwhwtgh): Mwpwnwnhp bu*
fudpwpwuwyh dwdljwghpp, wpunwnpnn Yuqiwlbpynuyejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg
wpunuwnpdwt wduwpyh b whunwubhnyejwt dwdlbnh hunwy upnwdubpp: Ladwsd kin vitro Yhpwndw dwuht ugndp
Ywd unyuwlwuwgdwu jpugnighs wy) dhengubip, on." Yuwnwingwjht hwdwp, wwypwuph hwdwp: ludpwpwtwlu
wdpnnonipjwdp [huh dhwinbuwy (dwdybnh, wpnwnpnnh b hwpbpwynpdwt wnnwing) b niubuw wpunwnpnnh
Ynndhg fudpwpwtwlht ubpluywgdnn npwlh hwdwunwghp, gnpdwnuwlwt punipwgnbph thnpdwplitiniejwl
wpryntupubip: Upunwnpnugniut niubuw ubipnpyws npwlh unwdwpdwu hwdwlwpg' npubht ubiplyujwgynn
dhowqquijhts hUO unwunwpuubpht hwdwwwnwuluw (ISO 13485-2017, 9001-2015, CE W/ywd IVD):
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33691888

Pynupbnuyht dwunwywugnyuny b skqnp
LYupdhpny (Gnwiht wpgquuwy (Violet Red
Bile Broth)

Lbnhny, dwunipwlwgnyuny b stignp Ywnpdhpny wpqutwy' bwhiwwnbudwsd utunwdpbnphg, onhg W 2nowlw
dhowdwyph wy) opjlinubiphg Ynih$npd dwupkubph hwynuwpbpdw WYwd hwodupyh hwdwp:
Mhunwubhnyeiwl dwdlyint wnuwqt 70%-h wnlwjnienit Jwnwywpwpdwt wwhht, punhwung dwdytnp'
ujwqugnyup' 4 nwph, gnpdwpwwiht htipdnhy hwebpwynpdwdp’ wnwytiwgnyup 0.5 Yq Yondwdpny b
qnpdwpwtiwiht whnwlwdnpnwing (hwdwawjt 1SO 18113 pwnph unwunwpwntbph wwhwtgh): Mwpwnwnhp bu*
fudpwpwuwyh dwdljwghpp, wpnwnpnn Yuqiwlbpynuyewt wudwunwu nehwugb, wpnwnpnnh Ynndhg
wpunuwnpdwt wduwpyh b whunwubhnyejwi dwdlbnh hunwy ugnwdubpp: Lagws b in vitro Yhpwndwy dwuht ugnwdp
Ywd unyuwlwuwgdwu jpugnighs wy) dhengutin, op." Yuwnwingwjht hwdwp, wwypwuph hwdwp: ludpwpwtwlu
wdpnnonipjwdp [huh dhwinbuwy (dwdlbnh, wpnwnpnnh b hwpbpwynpdwt wnnwing) b niubuw wpunwnpnnh
Ynndhg fudpwpwtwlht ubpluywgynn npwlh hwdwunwghp, gnpdwnuwlwt puniewgnbph thnpdwptitinuejwl
wpryntupubin: Upinwnpnugniut niubuw ubipnpyws npwlh unwdwpdw hwdwlwpg' npubht ubipluywgynn
dhowqquhtu hUO unwunwpwnubipht hwdwwwwnwutuw (1ISO 13485-2017, 9001-2015, CE W/{wd IVD):
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33691166

Uhgwdwyp dwuptutiph

awndniuwyniniup npnokiint hwdwp

Luwtuwwnbudws § Eunbpnpwlnbphwubph unyuwywbwgdwt bywnwyny swupdniuwlnueiut b ququinwowgdwu
hwwnlnueyniuubph nunuwuwuhpdwt hwdwp: Hnuwgnyu hndngbu thngh &

Pwnwnpnieiniup’ 1000 ) ywwnpwuwnh dhowdwjpnud.

dbjwinhuh (Yuqbhth) wwtlpbwnhly dqjwsdp - 10 ¢

duwjhu ndwdgnip - 3 ¢

Lwnphnuih pinphn 5 q

Uqup-35-4q

SSL-0.05g:

Ouwfuup' 21.5 - 22.05 g thngh dhowdwjp 1000 | pnpwd 9phu:

(TM media, |Himedia, Thermo Fisher Scientific ywd hwdpdbip): Mhunwubihnipjwl dwdltint wnudwuqu 70%-h
wnluwynipinit dwnwlwpwpdwt ywhht, punhwunp dwdytinp' uuwqugnyup' 4 twph, gnpdwpwwiht hipdnhy
thwpbpwynpdwdp wnwybiwgnyup 0.5 Yq Yandwdpubpny b gnpdwpwuwiht whuwywynpnwing (hwdwéwju 1ISO
18113 gwnph unwlnwnwntbiph wwhwsh): Mwpunwnhp bu* udpwpwlwlh Swdlwghpp, wpunwnpnn
Yuqudwybpynipjwt wudwunwiu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhniejwu
dwdybnh hunwy ugnidubpp: Lagwd k in vitro Yhpwndwt dwuht ugndp Yud unyuwlywwgdw jpugnighs wy)
dhongutip, on.' Yuwnwingwiht hwdwp, wypwuph hwdwn: ludpwpwtwlu wdpnnoniejwdp |huh dhwwnbuwl
(dwdlybinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg ludpwpwuwyht ubpluwjwgynn
npwlh hwdwunwaghp, gnpdwntwlwt punyewgnbph thnpdwplitniejwl wpryniuptbin: Upnwnpnieiniut niubuw
ubpnpdwd npwyh Yunwjwpdwt hwdwlwnpg' npwlht ubiplwjwgynn dhowqguihtt hUO unwunwnpuubinhu
hwiwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE L/ywd IVD):
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Gngwpwnwjht dhgwwip

Luwfuwwnbudws § pun Yhuuwphdhwlywl hwinlynipniuiubph (uwhuwpngh, gynityngh, jwhnngh puypunid b
SSdpwopwiduh wnwewgnul) gpudpwguuwlw tunbpnpwlnbphwubph nwppbpwldwiu/unyuwlywuwgdwt hwdwn:
Uhswywjnp dhquitynie sh wwpnitwynwd: Uquiph wywpniiwynieyniup 1 hunp wywwnpwuwnh showywypnud*
ujwquignyipn 12.0 gpwd (Thermo Fisher Scientific, HiMedia, Oxoid fud hwdwpdtp):

Mhunwbjhnipjwi dwdlbnt wntguqu 70%-h wnlwjnipini dwinwlwpwpdwl wwhht, punhwunp dwdybnp'
ujwqugnyip’ 4 tnwph,

gnpdwpwuwihu hbpdbnhly thwpebpwynpdwdp b gnpdwpwuwiht whunwlwynpnuwing (hwdwéwju 1ISO 18113 gwpph
unwunwpwnutiph wwhwgh): Mwpunwnhp BU' fudpwpwtwlyh dwdywahpp, wpunwnpnn Yuqiwlbpwnuyejwu
wudwunwdu nt hwugbt, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhunwubhnyejwu dwdybnh hunwy
ugnuiubipp: Loqwsd & in vitro Yhpwndwl dwuht bgnwp Yud unyuwlwbwgdwt pugnighs wy) dhengutin, op.'
Yuunwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlyu wdpnnenipjwdp (huh dhwnbuwy (dwdltnh, wpunwnpnnh
U thwpbpwynpiwt wnnwing) W niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubpluywgynn npwlh hwwuwnwghp,
qgnpdwnuwlw punypwgntiph thnpdwplunyejw wprynupubn: Upunwnpnigniut niubuw ubpnpdwsd npulh
Ywnwlwpdwt hwdwlwpg' npwlht ubiplujwgdnn dhowqgquih hUO unwunwpwnutipht hwiwwwwnwutuwu (ISO
13485-2017, 9001-2015, CE Wywd IVD):
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Ugbunwunwiht mwppbipwlhs wqup

<ndngbu Yutwsw - nbnuwdniu thngh £, Yhpwndnud £ npybiu Eunbipnpwlnbiphwubiph wwppbipulydwt dhowdwyp:
Owfuup 1000 J) dhowduwyphtu 29.18 - 29.2 g:

(Thermo Fisher Scientific, Himedia, Difco b w)) hwdwndtip): Mhunwubjhnigjwu dwdltint wnuduqu 70%-h
wnwjnipinit Jwinwlwpwpdwt wwhht, punhwun dwdlbnp' uwqugnyup' 4 tnwph, gnpdwpwtwjht hbpdbnhly
thwpbpwynpdwdp U gnpdwpwuwiht whnwlwynpnwing (hwdwdwju 1ISO 18113 swpph unwunwpunubph wwhwugh):
Mupwnwnhp bt* udpupwtwyh Swdywghpp, wpnwnpnn Juquwlbpynuewt wigwunwt ne hwugbt, wpnwnpnnh
Ynnidhg wpunwnpdwt wduwpdh bW yhnwubjhniyejwt dwdynh hunwy upnuubipp: Lagws E in vitro Yhpwndwl
Jwuht upnuip Yud unyuwlwuwgdwl jpwgnighs wyp Shengubin, op.' Ywwnwinquiht hwdwp, wwpwuph hwdwn:
fudpwpwuwlu wdpnnonipjwdp |huh dhwnbuwl (dwdltinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubtw
wpuwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn npuwyh hwdwuwnwghp, gnpdwntwlwl punypwgnbiph
thnpdwplitinupjw wpryniupltin: Upnwnpniejniut niubtw ubipnpdwsd npulh Yunwdwpdwt hwdwlwng' npubht
ubpyujwgynn dhowqquihu hUO unwunwpnubpht hwdwwwwwufuwu (1ISO 13485-2017, 9001-2015, CE L/ywd IVD):
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Ywihnwh nbniphunh 3,5%-wung |-

Ywihnwh wbiniphnh 3,5% ndnyp' updwlubpny, jnippwpwtgnipnud wntguqu 10 d;: Mhuwtbihnyejwt dwdlbnt
wnuwqu 70%-h wnluwynipinit dwnwlwpwpdwl wwhht, punhwunp dwdybnp' iuqugnyup' 2 vwph,
gnpdwpwuwiht hbpdbnhly thwpebpwynpdwdp b gnpdwpwuwiht wyhunwlywynpnuwing (hwdwéwju 1ISO 18113 gwpph
unwnupunutinh wwhwugh): Mwpwmwnhp bu* fudpwpwtiwlh Swdlwghpp, wptnwnpnn Yuquiwybpynipjwt
wudwunwdu nt hwugbu, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubhnyejwt dwdybnh hunwy
upnuiutipp: Lpdws £ in vitro Yhpwndwt dwuht tpnuip Ywd unytwywbwgdwt jpugnighs wy dhengutip, op.
Yuunwinquiht hwdwp, wwypwuph hwdwp: udpwpwuwlyu wdpnnoniejwdp |huh dhwwnbuwy (dwdytnh, wpunwnpnnh
U thwpbpwynpdwt wnnwing) U niubuw wpunwnpnnh Ynndhg fudpwpwtwlht ubphuywgynn npulyh hwwuwnwghp,
gnpdwnuwlwl punypwgntiph thnpdwplunyejw wpryniupubin: Upnwnpnigyniut niubuw ubpnpdwsd npuyh
Yunwlwpdwl hwdwlwng' npwyht ubplujwgynn dhowqguihtu hUO unwunwpuntbpht hwdwwwwnwufuw (1SO
13485-2017, 9001-2015, CE W/ywd IVD):
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Bbpuhuhnquiht ubEynhy wpqwuwyh
hhdp' hwytinwing,

Lpwluqup punyugws £ Yhg hwydbgws 1.1-nd pipdwd wwypwuputbiphg, npnup twhiwnbudwsd Gu utunwdptinph U
YihupYwlw Ynyeh udnipubipnd hepuhthwubph hwpunwgdwu hwdwn:

Quithwpwdth ghtip dlwynpynud | hwybjwé 1.1-h wypwiiptiiph punhwtinip wpdtiph hwtipwgnuwpny:
Cwbipdwé 1.1-p hwdwpynud | quwght owplh whpwdwubih dwu: Fudw dwdwbwl ygny uwhdwtiué

PR | < dunshibinh b b S, 1 §p wibnp &

dhwutiwluit: Uwutiuygh Ynndhg upwlbntinhg jnipupwtigniph dwuny quiught puiny subipluywigtby
Yud tbpl Jws Yubpnus bupwytnkphg nplth dbbh dnuht wihwdwy fuwtinyut
(ywhwtgynn funnipynitip, pwwlp b wyjt) nbypnud hwynp unyt swihwpwduh pninp Bupwltnbph Jwuny
dbpdymud k:

164 heud: it hwdbidws 1.1-

Uwinwluipwpynn wupwtiph wzhy-wwpwiipugntipp whnp | ubpluyugy | I

nuf pipdwé wuypwptiiph gwyh:
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B. cereus-h wétkigdwu PEMBA dhowyuw)n'
pwghinw gbipbinw wqwph hwdwnp
hwybnwing

Lpwlwqdp punugws £ 4hg hwdbidws 1.2-nud pipdwd wuypwupubiphg, npnup bwiuwnbudwsd Gu bwhuwnbudws B.
cereus-h punpnnuljwt wébgdwu hwdwp:

hwipwdth ghtp Slwdnpdnud | hwybws 1.2-h wwpwiiptbph pinhwtiniy wipdtiph hwtipwgnuupny
Cunfbipwé 1.2-p hunfuwpgnud E qught Uh wipwdwbbih dwu: Suwl dunfutiwl | swhdwbdws

144! I puipyr P! 1 1 1

t funnuil fwt dwdlytnh fudpwpwtiwlh dwinwupupnudp whup £ hpuy It

1 ht, I <knl P

dhwutiwywt: Uwutiwlgh Ynndhg bupwlbnbnhg jnipwpwiigniph dwuny quuwf uipy subinly l
Yt bl b liubpnut bupwybwknhg nplth dblh Wniuht wihwd ot .

nYywjugyt uipyutr I 1 I T

e

(ywhwtgynn funnipynitip, pwtwlp b wyjt) nbypnud hwynp unyt swihwpwdth popnp Bupwlntph dwuny
dbpdymud k:
u Yupuwpynn wupwtiph Lughy-wupwtipwgptipp whnp | ubiply

nud pindwé PRI ulih:

Papny! r putpy ir

bt hunsuwy fuwts hubws 1.2-

Inwluqd
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Sphwuhly unjwih lGghwinhuny U indhtung
wqunp

Luwfuwwnbudws § uwthnwpw-dwupbwpwiwlywl, win pynd Ynudbphly dhongubiph henwgnnnuejwt hwdwn:
Pwnwnpnieniup’ Ywathth hhnpnihquin, Yaunwth hinwugwdph wbwnhl dqywdp, bwaphnuwh pinphn, (Gghwnht,
wnihunppwwn Ywd wndht 80, wgwp: Mhunwubihnipjwt dwdlybnt wnuuqu 70%-h wnluwnienit dwnwluwpwpdwu
wwhht, punhwunp dwdytinp' uwqugnyup' 4 twph, gnpdwpwuwiht hipdbunhl hwpbrwdnpdwdp'
wnwybwgnyup 0.5 g Yondwdpny U gnpdwpwwiht wyhnwlwynpnwing (hwdwdawju 1SO 18113 swpph
unwnununubinh wwhwugh): Mwpwwnhp bu* fudpwpwtwlh Swdljwghpp, wptnwnpnn Yuqiwlbpynipjwt
wudwunwdu nt hwugb, wpnwnpnnh Ynndhg wprnwnpdwt wduwpyh b wyhunwubhniejwu dwdybnh hunwy
upnuwiutipp: Loqwsd & in vitro Yhpwndwt dwuht tpnwp Yud unyuwlwuwgdwt pugnighs wy) dhongutin, op."
Yuwnwinquiht hwdwp, wypwuph hwdwn: ludpwpwuwlyu wdpnnenupjwdp (huh dhwwnbuwy (Gwdlbnh, wpunwnpnnh
U thwpbpwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtwlht ubpluywgdnn npwlh hwwuwnwghp,
gnpdwnuwlwl punypwantiph thnpdwpliunyejwt wpryniupubn: Upnwnpnugniut niubuw ubpnpdwsd npuyh
Ywnwlwpdwt hwdwlwpg' npwyht uiplujwgynn dhowqguiht hUO unwunwpnubipht hwdwwwnwufuwt (ISO
13485-2017, 9001-2015, CE U/jwd IVD):
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Ujwubig-Pwpunih wquph hhdp

Lwhuwwnbudws b dedppwtwhu $hinpdwi dbpnnny funbpnynytph hwodwpydwi b wmwppbpwldwu hwdwp:
Pwnwnpnieiniup’ Sphywng - 20.0, npndwjht dqwdp 5.0, qyniynqu - 2.0, Yuihnwh hhnpndnu$wn - 4.0,
uwwphnwih wghn 0.4, TTX - 0.1, Ugwp 10 - 15 g (hwdwdwju hUO 7899-2:2000-h): Dwfuup' 41.4 - 46.5 g thnph 1000
d| pnpwd ophu:

(Thermo Scientific, HiMedia, Merck, Sigma-Aldrich wd hwdwpdtip): Mhunwubihnipjwt dwdlybnt wnudwqu 70%-h
wnwjnipinit Jwinwlwpwpdwt wwhht, punhwun dwdlbnp' uwqugnyup' 4 tnwph, gnpdwpwtwjht hbpdbnhly
thwptipwynpdwdp' wnwybjwgnyup 0.5 Yg Yonwdpny U gnpdwpwwiht whinwlwynpnwing (hwdwawiu 1SO 18113
ownph unwnwpuutiph wwhwugh): Mwpwwnhp bu* dpwpwtiwyh Swdwghpp, wpnwnpnn Yuqiwlbpwnyejwt
wudwunwdu nt hwugbu, wpunwnpnnh Ynndhg wpnwnpdwt wduwpydh b wyhnwubhnewu dwdybnh hunwly
upnuiutipp: Lpdwsd £ in vitro Yhpwndwt dwuht tpnwdp Ywd unytwlwbwgdwt jpugnighs wy dhengutip, op.
Yuunwinquiht hwdwp, wwypwuph hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwwnbuwy (dwdytnh, wpunwnpnnh
U thwpbpwynpdwt wnnwing) U niubuw wpunwnpnnh Ynndhg fudpwpwtwlht ubphuywgynn npwlyh hwwuwnwghp,
gnpdwnuwlwl punyewgntiph thnpdwpluniejwt wpryniupubin: Upnwnpniginiut niubuw ubpnpdwsd npuyh
Yunwlwpdwl hwdwlwng' npwyht ubplujwgynn dhowqguihtu PUO unwnwpunubpht hwdwwwwnwufuw (1SO
13485-2017, 9001-2015, CE b/ywd IVD):

Ug

1.50

p.bplwu,
T Uwywu 37

Lwdwdwjuwgnh ndh
dbig dinubint wywhhg
20 wpluwwnwupwihu

optiph pupwgpnd




31

33691163

Hbpbiphwih hupnighsubiph
RnLuwduntpjwu npnadwl wqwph hhdp
(kY phunh hpwlwuwgdw hwdwn)

Yhdpebphwih hwpnighsubph pntuwdunipjwu npnadwl wqwph hhdp: enpbudwu quugyws E, npp wwpniuwynud £
hnpph ninbnh dquudp, nwdwnph upwnh dqyudp, twwphnwh pinphn, bwnphnwh Yuppnuwmn, wqun:

Muwnpwuwnh dhowduwjph dbe wubwywnhy wybjwgynd £ dhnt Ywd fungnp Bnopwdnp wlwuntuh ghéndy:
Mhwnwbihniyejwt dwdlbnt wntdwqu 70%-h wnlwnieiniu dwunwlwpwpdwl wwhht, punhwunp dwdybnp
ujwqugnyup' 3 twph, gnpdwpwuwht hipdanhl thwpbrwdnpdwdp b gnpdwpwuwht whnwlwynpnwing
(hwdwawyu 1SO 18113 pwnph unwnwpunutinh wwhwugh): Mwpuwnhp bu* udpwpwiwyh dwdlwghpp, wpnwnpnn
Yuquiwybpynipjwt wudwunwiu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnuejwu
dwdybnh hunwy ugnwdubpp: Lagwd k in vitro Yhpwndwt dwuht ugndp Yud unyuwlwwgdw jpugnighs wy)
dhongutin, on.' Yuwwnwingwiht hwdwp, wypwuph hwdwn: ludpwpwwlu wdpnnoniejwdp |huh dhwnbuwl
(dwdlybinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg ludpwpwuwyht ubplujwgynn
npwlh hwdwunwaghp, gnpdwnuwlwl punyewgnbph thnpdwpltniejwl wpryniuptbin: Upnwnpnieiniut niubuw
ubpnpdwd npwyh Yunwjwpdwt hwdwlwnpg' npwlht ubiplwjwgynn dhowqguihtt hUO unwunwnpuubinhu
hwdwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE L/ywd IVD):
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Yanuniguijht b wnihdhpuhtwiht (MYP)
waquph hhdp

Luwtuwwnbudws k utunwdpbppnid Bacillus cereus dwupkh b wfunwdhtu unw$hjwlynybph wugwwndwu b
wnwppbipwldwl hwdwp: Bwiuup 1000 J-h hwdwp 46.03 gpwd: Pwnunpnueniup’ Ysunwuh hinwudwdph whbwwnhy
dqqwdp 10 ¢, duwjht dqywdp 1 g, Hdwuhwn 10 g, bwwnphnwh pinphn 10 g, $bung Yupdhp 0.025 g, wqup 15 g
(hwdwawju FOUS 10444.8-88/2013-h wywhwugutiph): Mhunwubihnipjw dwdlbnt wnudwqu 70%-h wnluynieiniu
Jwwnwlwpwpdwl wwhht, punhwuny dwdlbnp' bjwqugnyup' 3 nwph, gnpdwpwlwjht hpdtwnhy
thwptipwynpdwdp' wnwybjwgnyup 0.5 Yg Yondwdpny U gnpdwpwiwiht whinwlwynpnwing (hwdwawu 1SO 18113
ownph unwnwnpunubiph wwhwugh): Mwpwwnhp bu* udpwpwtwyh dwdwghpp, wpnwnpnn Yuqiwlbpwnyejwt
wudwunwdu nt hwugb, wpnwnpnnh Ynndhg wprnwnpdwt wduwpyh b wyhunwubhniejwu dwdybnh hunwy
upnuwiutipp: Loqwsd & in vitro Yhpwndwt dwuht tpnwp Yud unyuwlwuwgdwt pugnighs wy) dhongutin, op."
Yuwnwinquiht hwdwp, wypwuph hwdwn: ludpwpwuwlyu wdpnnenupjwdp (huh dhwwnbuwy (Gwdlbnh, wpunwnpnnh
U thwpbpwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtwlht ubpluywgdnn npwlh hwwuwnwghp,
gnpdwnuwlwl punypwantiph thnpdwpliunyejwt wpryniupubn: Upnwnpnugniut niubuw ubpnpdwsd npuyh
Ywnwlwpdwt hwdwlwng' npwlht uiplujwgdnn dhowqgquiht hUO unwunwpnubpht hwdwwwunwufuw (1ISO
13485-2017, 9001-2015, CE L/ywd IVD):
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Lwniphy tnphuwnnquiht wpquitiwy

Luwhuwwnbudws § Yupend, opnud U wy) utiinwdpbppubpnd unbpnpwlnbphwubph hwpunwgdwt hwdwnp
(hwdwdwju FOUS M-52816-2007 wwhwugutinh): Owiuup 1000 dj-h hwdwp 35.6 gpwd: Pwnunpnieiniup’ tnphywnng
20 g, qwlwing 5 g, bwwnphnuwh pinphn 5 g, Ywihnwh hhnpn$nubwin 2.75 q, Ywihnwh nhhhnpn$nu$wn 2.75 g,
uwwphnuwih jwniphuny$uwn 0.1 g: Mhrnwubihniejwt dwdlbnt wnuduqu 70%-h wnlwjnuyeyniy dwnwlupupdw
wwhht, punhwunp dwdytinp' uwqugnyup' 4 twph, gnpdwpwuwiht hipdbnhl thwpbrwynpdwdp'
wnwybiugnyup 0.5 Yg Yandwdpny U gnpdwpwuwiht wyhnwlwynpnwing (hwdwdawju 1SO 18113 swpph
unwunuwpuntbph wwhwigh): Mwpwnwnhp bt udpwpwtwyh Swdywghpp, wpnwnpnn Yuqdwytpuniyejwt
wudwunidu nt hwugbt, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhunwubhnyewu dwdybnh hunwy
ugnuwiubipp: Loqwsd & in vitro Yhpwndwl dwuht bgnwp Jud unyuwlwbwgdwt pugnighs wy) dhongutin, op.'
Yuwwnwinquihtu hwdwp, wwypwuph hwdwp: ludpwpwuwlu wdpnnenipjwdp (huh dhwwnbuwy (Gwdlbnh, wpunwnpnnh
U thwpbpwynpdwt wnnwing) U niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubpluywgdnn npwlh hwwuwnwghp,
qnpdwnuwlw punypwagntiph thnpdwplunyejw wprynupubn: Upunwnpnigniut niubuw ubpnpdwsd npulh
Yuwnwlwpdwt hwdwlwng' npwyht ubiplujwgdnn dhowqgquiht hUO unwunwpnubpht hwdwwwnwufuwt (1ISO
13485-2017, 9001-2015, CE /Y IVD):
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<huh dhgwywyn wlnngny

<nungbl, Jupnugnyt thnpbudwt quugyws £, bwhiwnbudwd tunbpnpulunbphwutinh Ynndhg jwlungp
$bpdbunwgutiine hwnyniejwu nuniduwuhpdwt hwdwnp (<huh gniuwynp 2wpp): Mwpniiwynud £ hunhuwnnp BP
(opwinyd Yuwnywn U nngnjwppent) Ywd ppndlyptigninynipuni hunhlwwnnp: Ugwph wwpniuwlniegniup' 0.4 ¢* 1000
Ay dhgwiyuyphu:

Mhunwubhnypiwl dwdlytint wnuwqt 70%-h wnlwnipnit Jwnwlywpwpdwt wwhht, punhwunn dwdybnp'
ujuqugnyup' 2 mwph, gnpdwpwuwjht htipdbnhy hwpebpwynpiwdp' wnwybjwgnyup 0.25 g Yonwdpny W
qnpdwpwtiwiht whnwlwdnpnwng (hwdwawjt 1SO 18113 ownph unwunwpunubph wwhwugh): Mwpwnwnhp 6u*
fudpwpwuwyh dwdljwghpp, wpnwnpnn Yuqdwlbpynuyejwt wudwunwu ni hwugbu, wpnwnpnnh Ynndhg
wpunuwnpdwy wduwpyh b wyhunwubhnyejwt dwdybnh hunwy ugnwdubinp: Lagws kin vitro Yhpwndwt dwuht ugndp
Y unyuwlwbwgdwt jpugnighs wy dhongutip, op.' Yunwinquihts hwdwp, wuwpwuph hwdwp: ludpwpwwlu
wdpnnonipjwdp [huh dhwinbuwy (dwdybnh, wpnwnpnnh b hwebpwynpdwt wnnwing) b niubuw wpunwnpnnh
Ynndhg fudpwpwtiwlht ubipluywgdnn npwlh hwdwunwghp, gnpdwntwlwt puniewgnbph thnpdwpliunye)wl
wpryniupttin: Upinwnpnuejniit niubitw ubipnpdws npwlh Yunwwpdwt hwdwlwng' npubht ubpyujwgdnn
dhowqquijhts hUO unwunuwpunutpht hwdwwwinwuluw (ISO 13485-2017, 9001-2015, CE W/ywd IVD):
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33691883

<huh dhgwwin quniingn

<nungbt, Jupnugnyt thnpbudwt quugyws k, bwhiwnbudwsd Eunbpnpulunbphwubph Ynndhg qyniyngp
$bpubunwgubnt hwnyniejwu nunuduwuhpdwt hwdwn (<huh gniiwynp 2wpp): Mwpniiwynwd £ hunhluwnnp BP
(opwinyd Yuwnywn U nngnjwipent) Ywd ppndypbigninuynipuynip hunhwwnnp: Ugwph wwpniuwyniegniup' 0.4 g' 1000
U dhgwijupht:

Mhwnwtihnyejwt dwdlbnt wntdwqu 70%-h wnlwnipiniu dwunwlwpwpdwl wwhht, puhwunp dwdybnp
ujwquagnyup' 2 mwph, gnpdwpwuwiht htpdnhy hwetpwynpdwdp’ wnwybjwgnyup 0.25 Yg Yondwdpny L
qnpdwpwtiwiht whnwlwdnpnwng (hwdwawjt 1SO 18113 ownph unwunwpwnubph wwhwgh): Mwpwnwnhp bu*
fudpwpwuwyh dwdljwghpp, wpnwnpnn juqiwlbpynuyejwt wudwunwu nehwugb, wpnwnpnnh Ynndhg
wpunuwnpiwy wduwpyh b whunwubhniyejwl dwdybnh hunwy ugnwdubpp: Lagwd b in vitro Yhpwndwt dwuht ugnwdp
Ywd unyuwlwuwgdwt jpugnighs wy) dhengubip, op." Yuwnwingwjht hwdwp, wwypwuph hwdwp: fudpwpwtiwlu
wdpnnonipjwdp [huh dhwnbuwy (Gwdlbnh, wpunwnpnnh b hwebpwynpdwt wonwing) U niubuw wpunwnpnnh
Ynndhg fudpwpwtwlht ubpluywgynn npwlh hwdwunwghp, gnpdwntwlwt puniewgnbph thnpdwptitnuejwl
wpryntupubin: Upunwnpnugniut niubuw ubipnpdwsd npwlh unwywpdwt hwdwlwpg' npubht ubipuywgynn
dhowqquyhtu hUO unwunwpwntbipht hwdwwwwnwutuw (1ISO 13485-2017, 9001-2015, CE W/{wd IVD):
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33691883

<huh dhowywjp dwuhwnny

<nunght, Jupnugnyt thnpbudwt quugyws , bwhiwnbudwd tunbpnpulnbphwubph Ynndhg dwuhnp
$pdbunwgutiint hwnynipywu nwunwuwuhpdw hwdwp (<huh gniawynp 2wpp): Mwpniuwynid £ hunhlywnnp BP
(opwinyd Yuwnywn U nngnpwippnt) Ywd ppndypbgninunipynin hunhwwnnp: Uguph wwpniiwyngegniup' 0.4¢.1000 i
dhgwyuwynht:

Mhunwubjhnipjwl dwdlbnt wntuguqu 70%-h wnlwjnipini dwinwlwpwpdwl wwhht, punhwunp dwdybnp'
udwqugnyup 2 nwph, gnpdwpwuwht htipdenhly thwpebpwdnpdwdp b gnpdwpwwiht whunwlwynpnwing
(hwdwawyu 1SO 18113 gwpph unwunwpwnubph wwhwugh), wnwytjwgnyup 0.25 Yg Yonwdpny: Mwpunwnhp Gu'
fudpwpwuwyh dwdljwghpp, wpunwnpnn Yuqiwlbpynuyejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg
wpunuwnpdwt wduwpyh b whunwubhnyejwt dwdlbnh hunwy upnwdubpp: Ladwsd kin vitro Yhpwndw dwuht ugndp
Ywd unyuwlwuwgdwu jpugnighs wy) dhengubip, on." Yuwnwingwjht hwdwp, wwypwuph hwdwp: ludpwpwtwlu
wdpnnonipjwdp [huh dhwinbuwy (dwdybnh, wpnwnpnnh b hwpbpwynpdwt wnnwing) b niubuw wpunwnpnnh
Ynndhg fudpwpwtwlht ubpluywgdnn npwlh hwdwunwghp, gnpdwnuwlwt punipwgnbph thnpdwplitiniejwl
wpryntupubip: Upunwnpnugniut niubuw ubipnpyws npwlh unwdwpdwu hwdwlwpg' npubht ubiplyujwgynn
dhowqquijhts hUO unwunwpunubpht hwdwwwinwutuwu (ISO 13485-2017, 9001-2015, CE W/ywd IVD):
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33121270

Bwguwnh snp wwqdw

Luwhuwwnbudws § uywqiwynwgnywghuh nwyghwinud unw$hjwlynytinh ubpnbuwywiht unyuwlywuwgdwu
hwdwp: Mwnpwunnyp unwgdws § dwquph wpyniuhg' 5%-wung bnnbnuiwyyws Yhnpnuwppywiht wuphnuwh
htin fuwnubiny: Uyhwnwy, uyhnwlwdwpnugnyt Yud nbnuwyniu dSwinnybu quugqws k: Mwhywudwl dwdlytinp'
2 nwph' wpnwnpdwt opdwihg, wwhwwunip' ;nyuhg wwanwwtws, 2-8°C wwydwtubpnud: Mhnwbihnyejwt
dwdlytint wnudwqt 70%-h wnlwjnientt Jwnwlwpwpdwt wwhht, gnpdwpwwiht hipdnhy hwpbpwynpdwdp’
Jnipwpwtgnin updulp' bdwqugnyup 1 dj, (hndhihqugyws duny b gnpdwpwwiht whunwlwynpnwng (hwdwéwju
1SO 18113 pwpph unwunwpunubph ywhwugh), nubuw fudpwpwwlh U wypwupwuhwiht Swdljwgpbn,
wpunwnpnnh Ynnihg wpunwnpiwt wduwpdh b whnwubjhnpjuwu dwdlybnh hunwl ugnuwiubpny: ludpwpwtwlyp Yph
hunwy dwdlywghp, wdpnnonipjwdp (huh dhwinbuwly (Gwdlbnh, wpnwnpnnh b hwebpwynpdwt wanwiny) W
nibuw wpnwnpnnh Ynndhg ludpwpwuwyht ubplwjwgynn npwih hwdwunwghp: Upnwnpnigniut niubuw
ubpnpdwd npwih Yunwdwpdwy hwdwlwnpg' npwlht ubplujwgynn dhowqguihtt hUO unwunwpuubphu
hwdwwwwnwutuwl (1ISO 13485-2017, 9001-2015, CE L/ IVD):
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Pnubbipwht |ndnye

Dnubwwn-wnwihtu prdbipwihts ;ndnype k, ph = 5,5 + 0,2 gnigwuhony: hpkiuhg ubpyuywgunid £ dwupbwgbind $nubuin-|
pndbipwiht (nwnye, npp wwpniuwynud | deynbnuludws $nubnpwppduh Ywihnd, tplubnuluusd
$nudbnpwppywiht twwnphnud, bwwnphnwh pinphn b dwpnip 9nip wuhpwdbipun dwydwinyg: Lndniud/pugpunud £
untpuinpwintbiph npnawlh pwuwlnipiniu’ hunhywwnnph ubiplwjniejwdp’ wnwewgubiny gniuwynp |ndnypRuLN:
Yhpwnynud § uwthunwpwywt b Yyihuhyulwt dwupbwpwinyejwt dbg: Lndnypp thwpbpwynpdws § updulutipny'
Jntpwpwtginipp wnudwqu 10-wlwt J dwywiutpnyg: Mhunwubihniejuwt dwdybnt wnudwqu 70%-h wnlwjngjniu
Jwunwlwpwpdwl wwhh, punhwuny dwdlbnp' tjuqugnyup’ 2 inwph, gnpdwpwtiwiht hepdbnhly
thwpbpwynpdwdp b gnpdwpwtiwht wyhunwlwdnpnwding (hwdwdwju 1ISO 18113 Jwpph unwunwpunubph wwhwugh),
niblw fudpwpwtiwyh b wypwupwuhgwiht dwdljwgptin, wpnwnpnnh Ynndhg wpnwnpdwt wduwedh W
whunwubhniejwu dwdlbnh hunwl upnwiubpny: ludpwpwuwyp Yph hunwly dwdljwghp, wdpnneniejwdp |huh
dhwinbuwy (dwdybnh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtwyht
ubipyuywgynn npwlh hwywuwnwghnp: Upnwnpnipiniut niubuw ubpnpdwsd npwyh junwywpdwt hwdwlwnpg'
npuwlpht ubplujwgynn dhowqquihtt PUO unwunwpntbipht hwdwwwwnwutuwu (ISO 13485-2017, 9001-2015, CE
U/ IVD):
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33691420

Mhpwghuwdhnuquih (PYZ) phuwn

Luwtuwwnbudws § bnphubpwlunbphwubph whunwdht b ng wiunwsdhu guwdubph nwppbpwldwt hwdwp:
Cwlwpwdniu bwhuwwnbudwsd £ ujuqugnyup 28 phunh hwdwp, ywpnuwynd £ 2.5 dg yhpwghuwdhn
wwpniuwlynn hwpbp, PYZ nbwgbunhg (Bpluwpeh uny$wn) b updul: Mhuwubjhniegyuwt dwdybnt wnudwqu 70%-h
wnwjnipinit dwinwlwpwpdwt wwhht, gnpdwpwwiht hbpdbnhly hwpbpwdnpdwdp b gnpdwputwght
whunwlwdnpnuing (hwdwdwju 1ISO 18113 wpph unwunwpunubph wwhwugh), niubuw fudpwpwuwyh b
wuypwupwuhpwiht dwdljwagnbp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnewy dwdybnh hunwy
ugnuiubpny: fudpwpuwtiwlyp Yph hunwly Swdlywghp, wdpnnonipjwdp (huh dhwinbuwy (dwdlbnh, wpnwnpnnh b
thwpbpwynpiwt wnnwind) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubpluywgdnn npwlh hwwunwghp:
Upwwnpnipniut niubuw ubipnpdws npwlh Yunwywpdwu hwdwlwpg' npubht ubipyuwjwgynn dhowqquihu hUO
unwunwpunubipht hwdwwwwnwufuw (ISO 13485-2017, 9001-2015, CE L/ywd IVD):
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33691420

UhP-tiph hwdwpwdnt N2

Cwdwpwdnt N 2-p bwhiwwnbudwsd E Funbpnpulnbphwubph dhegbnuiht b wbuwlwiht wwppbpulidw hwdwn:
Cwlwpwdniu wwpniuwynd b hwdwywunwutuw Ynyebpnyg ubpddwd uuwywnwlubn, npnug dhongny
hpwywuwgynwt Bu 13 nbuwlh phuwn (hunghwn, |hght, bwwnphnwh dwintwwn, optihinht, unpphw, bwwnphnwh
ghunpwn, phnnw-quiwlnnghnwqu, hunn, opuhnuqu, dddpwonpwdhl, ninbwqw, $uhjwwuhunbqudhtwaqu,
Dngbu-Npnulwnibiph nbwlyghw): <wdwpwdnit wwwhndnwd £ wnudwqu 50 hbnwgnuinejwt hpwljwtiwgnid:
MNuwhywudwl dwdlytivnp 2 twph, 2-25°C gbpdwjht ntdhdh wwydwutbipnu:

Mhunwubhniejwt dwdljbnt wnudwqu 70%-h wnlwjnieiniu dwnwlwpwpdwy wwhht, gnpdwpwtwiht hepdbnply
thwpbpwynpdwdp b gnpdwpwtwht wyhunwlwdnpnwing (hwdwdwju 1ISO 18113 wpph unwunwpunubph wwhwugh),
niubbw fudpwpwtwlh b wypwupwuhpwiht dwdljwagnbn, wpnwnpnnh Ynndhg wpnwnpiwt wduwedh W
whunwubhniejwt dwdlbnh hunwl upnwiubpny: ludpwpwuwyp Yph hunwly dwdljwghp, wdpnnontejwdp |huh
dhwinbuwy (dwdlbnh, wpunwnpnnh b hwebpwynpdwt wnnwind) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht
ubipuwywgynn npwlh hwywuwnwghn: Upnwnpnieniut niubuw ubipnpdwsd npwlh Yunwywpdw hwdwluwng
npwlht ubplwjwgynn dhowqquihtt hUO unwtnwpunubpht hwdwwwwnwutuwu (ISO 13485-2017, 9001-2015, CE
U/yuwd IVD):
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24300000

Lhidhwlwu dwpnip gyniyng

2np uyhwnwl thngbudwt hwdwubin quiuguws, oguugnpdynud | utunignn dhowdwinbph wwwpwundwy hwdwn:
Mhunwbhnipjwi dwdybnt wntguqu 70%-h wnlwjnipiniu dwinwlwpwpdwl ywhh, hwpbpwynpnup’
wnwybjwgnyup 2-wlw Yq, htpdbnhly nwwpwutpny' hunwy wyhnwywdnpdwdp, wypwipwuhoh W
fudpwpwuwlubph wwpwnwnhp Ugnwiubpny:

Cwdwwwwnwufuwth npuwlyht ubipywjwgynn dhgwqquiht unwunwpuubpht b niubuw npuyh hwdwunwghp
(wpwnwnpnnh Ynndhg ludpwpwuwyht ubplwjwgynn hwdwunwghn): gnpdwpwuwiht whnwlwynpnwing (hwdwdawiu
1SO 18113 wpph unwunwpunubph ywhwugh), nubuw fudpwpwwlh U wypwupwuhwihtu dSwdljwgpbn,
wpunwnpnnh Ynnihg wpunwnpiwt wduwpdh b whnwubjhnpjuwu dwdlybnh hunwl ugnuwiubpny: ludpwpwtwlyp Yph
hunwy dwdlywghp, wdpnnonipjwdp (huh dhwinbuwly (Gwdlbnh, wpnwnpnnh b hwebpwynpdwt wanwiny) W
nibuw wpnwnpnnh Ynndhg ludpwpwuwyht ubplwjwgynn npwih hwdwunwghp: Upnwnpnigniut niubuw
ubpnpdwd npwih Yunwdwpdwy hwiwlwnpg' npwyht ubplujwgynn dhowqguihtt hUO unwunwpwnutiphu
hwdwwwwnwutuwl (1ISO 13485-2017, 9001-2015, CE L/ IVD):

la

25.00

p.bpluwt,
T.Uwywu 37

Lwdwdwjuwgph nidh
dbig dinubint wwhhg
20 wotuwwnwupuwht

ontinh plpwgpnul

42

33121270

Uywydwnwlubp tnhny

Uwdwnwlubip (tnhny, oqunugnpdynud bu wulidwynbbph nwppbpwldwt hwdwn, jnippupwugnp uudwnwlyp
twfuwwnbudws | 1 phunh hwdwp: Pwpbpwdnpnudp’ |huh hepdbunhl, gnpdwpwuwht, jnipwpwignp
thwpbpwynpdwl dbe wnwybiugnyup 100 ufwdwnwl: Mwpunwnhp £ hwepbpwdnpdwt Jpw fudpwpwtwyh
Swdlwahpp, wypwupoh wudwunwp, dwdlybnubph hunwl upnudubpp b wyu:

Mhunwubhnypjwt dwdlybinp wnuduqu 70%-h wnlunientt dwnwlupwpdwl wywhht, bjwqugnyup' 2 tnwph,
thwpbpwynpnuwp' htipdbnhy wwpwutipnd' hunwy whnwlwynpdwdp, wwypwupwihzh b fudpwpwtwlubph
wuwpuwnhp upnwdubpny:

Cwdwwywwnwufuwth npulht ubpyujwgynn dhowqquiht unwunwpnubpht b niubuw npuyh hwdwuwnwghp
(wpwnwnpnnh Ynndhg ludpwpwuwyht ubiplwjwgynn hwdwunwghn): Snpdwpwtwiht whunwluwdnpnwing (hwdwdwju
1SO 18113 pwpph unwunwpwnubiph ywhwugh), niubuw fudpwpwuwyh b wwypwupwuhpwiht dwdlwagnbn,
wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh b whnwbhnyejuw dwdlytinh hunwl ugnuiubpny: ludpwpwtwlyp Yph
hunwy dwdlywghp, wdpnnoniejwdp (huh dhwinbuwy (dwdlbnh, wpunwnpnnh b hwebpwynpdwt wnnwng) b
nibluw wpnwnpnnh Ynndhg ludpwpwuwyht ubplwjwgynn npwyh hwdwunwghp: Upnwnpnigyniut niubuw
ubpnpdwd npwyh Yunwywpdwt hwdwlwng' npwlht ubplujwgynn dhowqguihtu hUO unwunuipunubpht
hwdwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE U/yuwd IVD):
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33121270

Uywywnwlubp oywnnfuhuny

Uywywnwlubp oywnnfuhtnd, oquwgnpdynid bu wuldwynybph wwppbpwldwt hwdwn: Snipwpwugnip
ulwdwnwyp bwiuwwnbudws k1 phunh hwdwn:

Pwpbpwynpnip’ huh htpdbnhl, gnpdwpwwht, Jnipwpwgnip thwebpwdnpiwt dbe wnwdbjwgnyup 50
uywlwnwl: Mhnwubhnejwt dwdltinp wntdwqu 70%-h wnbw)nieiniu dwunwlwpwpdwl wwhht, bjwqugnyup' 2
wnwph, thwpbrwdnpnp' htipdtnhly nwpwutipnd' hunwl whunwlwynpdwdp, wypwupwuhoh b fudpwpwwlubph
wwpuwnhp uznuiubpny:

Cwidwwwwnwufuwuh npuwlht ubpyujwgynn dhowqguiht unwunwnpunubpht b niubuw npuyh hwdwuwnwghp
(wpwnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn hwdwunwaghp): Snpdwpwtwiht whunwlwdnpnwing (hwdwdwju
1SO 18113 gwpph unwunwpuubph wwhwugh), niubuw fudpwpwtwlh b wypwupwuhpwihtu dwdljwgpbn,
wpuwnpnnh Ynnihg wpunwnpdwt wduwpdh b whnwbhngjwt dwdlybnh hunwl ugnwiubpny: ludpwpwtwlyp Yph
huwnwy dwdlywghp, wdpnnonipjwdp (huh dhwinbuwy (Gwdlbnh, wpnwnpnnh b hwebpwynpdwt wonwing) W
niubbw wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn npwyh hwdwunwghp: Upnwnpnigniut niubuw
ubpnpdwd npwyh Yunwjwpdwt hwdwlwnpg' npwlht ubiplwjwgynn dhowqguihtt hUO unwunwnpuubinhu
hwiwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE L/ywd IVD):
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33121270

Uywywnwlubp opuhnwquiny

Uywywnwlubp opuhnuiquiny, oguuwgnpdynud bu dwupkubph wwppbpwldwy hwdwn:

Snipwpwtginin uywdwnwyp whuwnbudws k1 phunh hwdwp:

Pwpbpwynpnip' huh hipdbnhl, gnpdwpwwht, Jnipwpwgnip thwebpwdnpiwt dbe wnwdbjwgnyup 50
uywdwnwly: Mhnwubihnejwt dwdltinp wntdwqu 70%-h wnlw)nieiniu dwunwlwpwpdwl wwhht, bjwqugnyup' 2
wwph, thwpbrwdnpnp' htipdtnhly nwpwutipnd' hunwl whnwlwynpdwdp, wypwiupwuhoh b fudpwpwwlubph
wwpuwnhp uznuiubpny:

Cwidwwwwnwufuwuh npuwlht ubpyuwjwgdnn dhowqguiht unwunwnpunubpht W niubuw npulh hwdwuwnwghp
(wpwwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn hwdwunwaghn): Snpdwpwtwiht whunwlwdnpnwing (hwdwdwju
1SO 18113 gwpph unwunwpwnubph ywhwush), nubtw fudpwpwuwyh b wwpwupwuhowiht Swdlywanbp,
wpuwnpnnh Ynnihg wpunwnpdwt wduwpdh b yhnwbhnpjwt dwdlybinh hunwy bgnwiubpny: ludpwpwtwlyp Yph
huwnwy dwdlywghp, wdpnnonipjwdp (huh dhwinbuwy (dwdlbnh, wpnwnpnnh b thwpbpwynpdwt wnnwing) W
niubbw wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn npwyh hwdwunwghp: Upnwnpnigniut niubuw
ubpnpdwd npwih Yunwywpdwu hwdwlwpg' npwyht ubipluywgynn dhowqguihtt hUO unwunwnpuubiphu
hwdwwwwnwutuwu (1ISO 13485-2017, 9001-2015, CE L/{uwd IVD):
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33121270

2np 2hqbiinquihts wnunppgywd
wfuinnpnzhs 2htinly waynunhwghwh
ntwlghwjh hwdwn 1-VI U S.sonnei

Bwquph Ywd ngfuwph wpjwt hhybphdniuhqugdws, |hn$hihquigyws ghéniy: <ndngtit, thngbiudw quiigwsd k,
wuwpniuwynd § hwhwdwpdhtubp ghgbjw $iGputbiph 1-VI U S.sonnei ujundwdp: Mwhywudwu dwdlybnp
ujuqugnyup 3 wwph, 4 -10°C: Mhunwubjhnipjwi dwdybnp' wntuduqu 70%-h wnlwjnipiniu Jwnwlwpwpdwl
wwhht: Cwdwwwnwupuwuh npulht ubplujugynn dhowqquiht unwunwpunubpht Ywd niubuw npulh
hwywunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubplywjwgynn hwdwunwghn): Snpdwpwwihu
whunwlwdnpnudng (hwdwdwju 1ISO 18113 wpph unwunwpunubph wywhwugh), nubuw fudpwpwuwyh W
wuyypwupwuhpwiht dwdljwgnbp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b whunwubhnyewu dwdybnh hunwy
ugnuiubpny: fudpwpuwtiwlyp Yph hunwly Swdlywaghp, wdpnnoniejwdp (huh dhwnbuwy (dwdlbnh, wpnwnpnnh b
thwpbpwynpiwl wnnwind) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubpluywgynn npwlh hwwunwghp:
Upwwnpnieyniut niubuw ubpnndwd npuwlh jwnwdwpdwt hwdwlwnpg' npuwyht ubplujwgdnn dhowqgqwihu hUO
unwunuwpunubpht hwdwwwwnwutuw (ISO 13485-2017, 9001-2015, CE L/ywd IVD):
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2nn 2hgbiinquiht wnunppgywd
whunnpnzhs 2hénly waynunhtwghwh
nbwlghwjh hwdwp $ibputibph -V

BSwqwph Ywd nsuwph wpjwu hhybphdniuhqugdws, hn$hihqugywsd ohéndy: <ndngbt, thnpbudwt quiuquud k,
wwpniuwynwt § hwlwdwpdhuubp ohgbjw $itiputitiph 1-V uundwdp: Mwhwywudwt dwdlbnp 3 wwph, 4 - 10°C-nu:
Mhunwubhnpjwi dwdlybnp wnuduqu 70%-h wnluynipnit dwnwlwpwpdwt wywhht: Cwdwywnwutuwih npulyht
ubpywjwgynn dhowqgquiht unwunwpwnubpht b niubuw npwlh hwjwuwnwghp (wpunwnpnnh Ynndhg fudpwpwtiwyhtu
ubpyuwjwgynn hwjwunwghn): Snpdwpwuwht whunwywynpnwing (hwdwdwju 1SO 18113 gwpph unwunwpunubph
wwhwugh), niubtw fudpwpwuwyh b wwpwupwuhowiht dwdywgnbn, wpnwnpnnh Ynndhg wpunwnpdwy wduwpdh
U whurnwubhniyejwu dwdlbnh hunwl upnuiubpnd: udpwpwuwyp Yph hunwly dwdljuwghp, wdpnngniejwdp |huh
dhwinbuwy (dwdlbnh, wpunwnpnnh b hwpbpwynpdwt wnanwind) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht
ubpyuwywgynn npwlh hwywuwnwghp: Upnwnpnieniut niubuw uipnpdwsd npwlh Yunwywpdwu hwdwlwpg
npwlht ubpluwjwgynn dhowqquihtt hUO unwtnwpunubpht hwdwwwwnwutuwu (ISO 13485-2017, 9001-2015, CE
W/ywd IVD):
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33121270

2np 2hglinquiht wnunppgywd
wunnpinghs 2hiny wgynunhliughush
nbwlhghwjh hwdwp S. sonnei

BSwaqwph Ywd nsuwph wpjwi hhybphdniuhqugyws, hn$hihqugyws ohéndy: <ndngbt, thnpbudwt quiuqud k,
wuwpniuwynd £ hwywdwpdhuubp ghgbjw gnuubh bfundwdp:

Muhwwidwl dwdljinp tduwquignytip® 4-5 nwph* 10°C-nwi: Mhinwtbihniejwt dwdlytinp wntdwqu 70%-h
wnwjnipinit dwinwywpwpdwt wwhht: <wdwwywnwuuwuh npulht ubplujwgdnn dhowqguihtu
unwunuwpuubpht b nubuw npwyh hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubpujwgynn
hwdwuwnwghp): Snpdwpwwiht wyhnwlwdnpnwing (hwdwdawg 1ISO 18113 swpph unwunwpuubph wwhwugh),
niubbw fudpwpwtiwlh b wypwupwuhpwiht dwdljwanbn, wpnwnpnnh Ynndhg wpnwnpiwt wduwpedh W
whunwubhniejwt dwdlbnh hunwl upnwiubpny: ludpwpwuwyp Yph hunwly dwdljwghp, wdpnnontejwdp |huh
dhwinbuwy (dwdlbnh, wpnwnpnnh b hwpbpwynpdwt wanwind) b niubuw wpunwnpnnh Ynndhg fudpwpwtwlht
ubpluwywgynn npwlh hwywuwnwghn: Upnwnpnieniut niubuw uipnpdwsd npwlh Yunwdwpdwu hwdwlwng
npwlht ubplwjwgynn dhowqquihtt hUO unwtnwpunubpht hwdwwwwnwutuwu (ISO 13485-2017, 9001-2015, CE
W/yuwd IVD):
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33121270

2nnp 2hglinquiht wnunppgywd
wfunnpnzhs ohtinly $itiputitin 7,8
fudpuwyht

BSwaqwph Ywd nsuwph wpjwl hhybphdniuhqugdws, hn$hihqugyws ohéndy: <ndngbt, thnpbudwt quiuqyud k,
wwpniuwynd £ hwywdwpdhuubp ohgbjw $ibputibph fudp. 7, 8-h Uywndwdp:

MNuwhywudwl dwdlytivnp 5 twph, 4 -10°C-nwi: Mhnwubihniejwt dwdltinp wnudwaqu 70%-h wnlwjnieiniu
Jwunwlwpwpdwt ywhht: Cwdwywnwufuwth npulht bbpluwjwgynn dhowqquiht unwunwpunubpht b nubuw
npuwlh hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn hwdwunwghn): gnpdwputiught
whunwlwdnpnuing (hwdwdwju 1ISO 18113 wnpph unwunwpunubph ywhwugh), niubtw fudpwpwuwyh U
wuypwupwuhpwiht dwdljwgnbp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubihniewy dwdybnh hunwy
ugnuiubpny: fudpwpuwtiwlyp Yph hunwy Swdlywghp, wdpnnonipjwdp (huh dhwnbuwy (dwdlbnh, wpunwnpnnh b
thwpbpwynpiwt wanwind) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubipluywgdnn npwlyh hwdwunwghp:
Upwwnpnipniut niubuw ubipnpdwsd npwlh Yunwdwpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquihu hUO
unwunwpunubpht hwdwwwwnwufuwl (ISO 13485-2017, 9001-2015, CE L/ywd IVD)
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33121270

2nn 2hgbinquiht wnunppgywd
whunnpnzhg 2htiny waynunhtiwghwh
ntwlghwh hwdwn 2hqbjw
nhqbunbphwih 3, 4,5, 6,7

BSwaqwnh Ywd nsuwph wpjwt hhybphdniuhqugyws, hn$hihqugywd ohéndy: <ndngbt, thnpbudwt quiuqud k,
wuwpniuwynd £ hwwdwpdhuubp ghgbjw nhqbunbphwih 3, 4, 5, 6, 7 hwlwdhuubph Uywwndwdp:

Muwhywudwu dwdlbnp 3 nwph, 4 - 10°C-nwi: Mhnwbihniejwt dwdlinp wnudwqu 70%-h wnlwjnieiniu
Jwunwlwpwpdwt ywhht: Cwdwywnwufuwih npulht bbpluwjwgynn dhowqquiht unwunwpuubphu b nubuw
npulh hwdwuwnwaghp (wpnwnpnnh Ynnidhg fudpwpwuwlhtu ubpyujwgynn hwjwuwnwghn): Snpdwpwlwiht
whunwlwdnpnuing (hwdwdwju 1ISO 18113 wpph unwunwpwnubph ywhwugh), niubtw fudpwpwuwyh b
wuypwupwuhawiht dwdljwgntp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubhniejwy dwdybnh hunwy
ugnuiubpny: fudpwpwtiwlyp Yph hunwy dwdywghp, wdpnnonipjwdp (huh dhwnbuwy (dwdlbnh, wpunwnpnnh b
thwpbpwynpiwt wanwind) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubipluywgynn npwlh hwwunwghp:
Upwwnpnipniut niubuw ubipnpdwsd npwlh Yunwywpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquihu hUO
unwunuwpunubpht hwdwwwwnwutuwt (ISO 13485-2017, 9001-2015, CE L/ywd IVD):
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33121270

2nn 2hgbiinquihts wnunppgywd
wunnpnahs 2héinily waqynunhtwghwih
nbwlghwh hwdwn 2hqbw
nhqbunbphwih 8, 9, 10, 11, 12

BSwquwnh Ywd nghuwph wpywu hhybphdniwhqugyws, |hndhihqugdwd ghtniy: <ndngbt, thnpbudwu quiugywsd k,
wwpniwynud £ hwlwdwpdhuubp ohgbw nhqbunbphwh 8, 9, 10, 11, 12 hwlwdhuubph ulwwndwdp:
Muwhywudwu dwdlbnp 3 nwph, 4 -10°C-nwl: Mhuwbihnieiwt dwdltinp wnujuqu 70%-h wnlwniyeniu
dJwunwlwpwpdwy ywhht: wdwwywunwutuwth npuyht ubplujwugynn dhowqguih unwunwpuubpht b niibuw
npulh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubiplwjwugynn hwwuwnwaghn): Snpdwpwuwhu
whwuwluwynpnuing (hwdwdwyu ISO 18113 gwpph unwunwpunubph wwhwugh), niubuw fudpwpwuwyh b
wwypwupwuhwiht dwdywgnbip, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubihnewu dwdltinh hunwl
ugnuiubipny: fudpwpwuwyp Yph hunwl dwdywghp, wdpnnontejwdp |huh dhwnbuwl (dwdlbinh, wpnwnpnnh
thwpbpwynpdwt wnnwing) b ndubuw wpunwnpnnh Ynndhg fudpwpwtiwyht ubipluywgynn npwlyh hwwunwghp:
Upwnwnpniejniut niubuw ubipnndws npwlh Yunwywpdwt hwdwlwpg' npulyht ubpyuywgdnn dhewqquiht hUO
unwunupunubpht hwdwwwwnwutuwt (ISO 13485-2017, 9001-2015, CE W/jwd IVD):
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33121270

2nn 2hgbiinquiht wnunppgywd
whunnpnzhs 2hénly waqynunhtwghwh
nbwlhghwjh hwdwp 2hgbw Pnnh 1-12

BSwqwph Ywd nguwph wpywt hhybphdniuhqugdws, hn$hihqugywd shéndy: <ndngbit, thnpbudw quiuqyud k,
wuwpniuwynd £ hwhwdwpdhuubp ghgbjw Pnynh 1-12 hwlwsdhuubph ufundwdp:

MNuwhwwudwl dwdlytitnp 3 wwph, 4 - 10°C: Mhunwubihnyejwt dwidlinp wnudwqu 70%-h wnlwjnipjniu
Jwunwlwpwpdwt ywhht: Cwdwywnwufuwth npulht bpluwjwgynn dhowqquiht unwunwpunutpht b niubuw
npuwyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn hwjwunwghp): Snpdwpwlwihtu
whunwlwynpnudnyg (hwdwdwju 1ISO 18113 wpph unwunwpunubph wywhwugh), niubuw fudpwpwuwyh W
wuypwupwuhpwiht dwdljwgntp, wpnwnpnnh Ynndhg wpnwnpdwt wduwedh b whunwubihnyewu dwdytinh hunwy
ugnuubipny: fudpwpuwtwlp Yph hunwly dwdywghp, wdpnnoniejwdp (huh dhwinbuwy (dwdlbnh, wpuwnpnnh b
thwpbpwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwyht ubipluywgdnn npwlyh hwwunwghp:
Upwwnpnpyniut niubuw ubipnpdwsd npuh Yunwdwpdwt hwdwlwpg' npwyht ubplujwgynn dhowqgquhtt hUO
unwunupunubpht hwdwwwnwufuw (ISO 13485-2017, 9001-2015, CE U/yuwd IVD:
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33121270

2nn 2hgbiinquiht wnunppgywd
whunnpnzhs ohénly waqynunhtwghwh
nbwlyghwih hwdwp 2hgbw Pnnh 13-15

BSwaqwph Ywd nsuwph wpjwi hhybphdniuhqugyws, hn$hihqugyws ohéndy: <ndngbt, thnpbudwt quiuqud k,
wwpniuwynd £ hwhwdwpdhtubp ghgbjw Pnynh 13-15 hwlwdhuubph Uywndwdp:

MNuwhywidwl dwdlytinnp 3 twph, 4 - 10°C: Mhnwbjhnpjwt dwdltnp wnudwqu 70%-h wnlwnieiniu
dwunwlwpwpdwt ywhht: Cwdwywnwufuwih npulht bepluwjwgynn dhowqquiht unwunwpunubpht b niubuw
npuwlh hwdwunwaghp (wpnwnpnnh Ynndhg fudpwpwuwyhtu ubpyujwgynn hwdwuwnwghn): Snpdwpwwihtu
whunwlwdnpnuing (hwdwdwju 1ISO 18113 wpph unwunwpunubph wwhwugh), niubuw fudpwpwuwyh b
wuypwupwuhpwiht dwdljwagnbp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnewy dwdybnh hunwy
ugnuiubpny: fudpwpuwtiwlyp Yph hunwly Swdlywghp, wdpnnonipjwdp (huh dhwinbuwy (dwdlbnh, wpnwnpnnh b
thwpbpwynpiwt wnnwind) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubpluywgdnn npwlh hwwunwghp:
Upwwnpnipniut niubuw ubipnpdws npwlh Yunwywpdwu hwdwlwpg' npubht ubipyuwjwgynn dhowqquihu hUO
unwunupwnubiphtt hwdwwwwnwufuwu (ISO 13485-2017, 9001-2015, CE L/ywd IVD:
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33121270

2np uwdnubinquiht wnunppgywd
whunnpnohs o6y waynunhughuwh
nbwlghwjh hwdwp hwgqyugynun fudph

BSwaqwnh Ywd nsuwph wpjwu hdntuhqugywd wnunppgwd ohéndy, |hndhihqugywd: Mwpniuwynud
hwlwdwpdhtuubp hwqyugynun fudph uwpdnubiwubph - wuwnhgbuubph Uywndwdp;

MNuwhywudwl dwdytivnp 3 wwph, 4 -10°C :Nhnwbhnpjwt dwdlnp wntdwqu 70%-h wnlw)nieiniu
Jwunwlwpwpdwt ywhhiu.  wdwwwnwufuwuh npuyht ubplujwgynn dhowqguiht unwunwpunubpht b niubuw
npuwlh hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn hwdwunwghn): gnpdwputiught
whunwlwdnpnuing (hwdwdwju 1ISO 18113 wnpph unwunwpunubph ywhwugh), niubtw fudpwpwuwyh U
wuypwupwuhpwiht dwdljwgnbp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubihniewy dwdybnh hunwy
ugnuiubpny: fudpwpuwtiwlyp Yph hunwy Swdlywghp, wdpnnonipjwdp (huh dhwnbuwy (dwdlbnh, wpunwnpnnh b
thwpbpwynpiwt wanwind) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubipluywgdnn npwlyh hwdwunwghp:
Upwwnpnugniut niubuw utipnpdwsd npwlh Yunwywpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquiht hUO
unwunwpunubpht hwdwwwwnwuluw (ISO 13485-2017, 9001-2015, CE W/ywd IVD
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33691420

Ywwnywn hwgh (Bordetella pertussis),
hwpluwnywn hwgh (Bordetella
parapertussis) U ppnufunubiujinhlngh
(Bordetella bronchiseptica) hwipnighsubiph
YUl -u Yihuhlulwu udnipubiphg
hwjnuwpbpdwt hwywpwsdnt

MTMN hwdwpwdnt Yihuhhulwt udngnd (peh b phppdwywuh hbwnhu wywnh (npdwpwnwiphg punty) b dwupbwiht
Ynyunipuynud uwnywun hwgh (Bordetella pertussis), hwpluwuwnywn hwgh (Bordetella parapertussis) W
ppnufunubiywnhlngh (Bordetella bronchiseptica) hwipnighsubiph VL3 hhpphnhqughnt - $ynipbugbunwhu
ntwnblghwih dhongny (nwppbipwy FRT) wugwnbint bW nmwppbpwybine hwdwp «hpului dwdwuwyh» nbdhdnud:
Cwlwpwdnit wnuwnwgywsd k «Rotor-Gene» 3000/6000 wiuyhbhywinnph hwidwp: <wdwpwdnit bwtuwnbuws
wnudwqu 100 ntiwhghwih hwdwp: Mhrnwubijhnejwt dwdytinp' tjuqugnytup 9 wihu: <wudwpwdnih wbinwthnfudwu
otipdwjht ntidhdp 2 - 8°C &, 5 ophg ng wyt: Mhwnwubihniejwt dwdlbnp wnujwqu 70%-h wnlwjnieniu
Jwunwlwpwpdwt ywhht: Cwdwywnwufuwih npulht bbpluwjwgynn dhowqquiht unwunwpuubphu b nubuw
npulh hwdwuwnwaghp (wpnwnpnnh Ynnidhg fudpwpwuwlhtu ubpyujwgynn hwjwuwnwghn): Snpdwpwlwiht
whunwlwdnpnuing (hwdwdwju 1ISO 18113 wpph unwunwpwnubph ywhwugh), niubtw fudpwpwuwyh b
wwypwupwuhwiht dwdywgnbip, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubihnewu dwdltinh hunwl
ugnuiubipny: fudpwpwuwyp Yph hunwly dwdlwghp, b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhu ubplwjwgynn
npwih hwjwuwnwghp: Upnwnpniegniut niubbw ubpnpdwsd npuwyh Yunwdwpdwt hwdwlwpg' npwyht
ubipywjwgynn dhowqquyhts hUO unwunwpunubpht hwdwwwwnwufuw (ISO 13485-2017, 9001-2015, CE W/ywd IVD:
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33691420

Listeria monocytogenes -h FL(d-u
Yihuhywlywu udnipubpnud
hwjinuwpbpdwt U putwlulwu
npngdwt hwywpwdnt R-B14-50-F

METM nbwgbunubiph hwdwpwdnt Yihuhhuwlwt udnipubipnud Listeria monocytogenes -h FL(3-h hwjnuwpbpdwu b
pwuwlwlywu npnpdw hwdwp hhpphnhqughnt-$ininpngbunwhtu nbnblyghwnd(wwpptipwy FRT) <hpwlwu
dwdwlwlh» ntidhdnut: Mhunwubihnipywt dwdybnp' utwqugnyup 9 wihu: Cwdwpwdnth wnbnwthnfudwl ghipdwjhu
ntidhup 2 - 8°C L, 5 ophg ns wyb: <wdwpwdnit wnwunwgyws k «Rotor-Gene» 3000/6000 wiwhbhywwnnph
hwdwp: <wjwpwdnit bwfuwnbudwsd £ 50 nbwlghwjh hwdwp: Mhunwubihnyejut dwdybnp wnudwqu 70%-h
wnwjnipinit dwunwlwpwpdwt wwhht: <wdwwywnwufuwuh npulht ubplujwgynn dhowgguihtu
unwunuwpunubpht b niubuw npwlh hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn
hwjwuwnwghp): Snpdwpwuwiht yhnwlwynpnwng (hwdwdawju 1SO 18113 pwpph unwunwpuutiph wwhwugh),
niblw fudpwpwtiwyh b wypwupwuhgwiht dwdljwgptin, wpnwnpnnh Ynndhg wpnwnpdwt wduwedh W
whunwubhniejwu dwdlbnh hunwl upnwiubpny: ludpwpwuwyp Yph hunwly dwdljwghp, wdpnneniejwdp |huh
dhwinbuwy (dwdybnh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtwyht
ubipyuywgynn npwlh hwywuwnwghnp: Upnwnpnipiniut niubuw ubpnpdwsd npwyh junwywpdwt hwdwlwnpg'
npwlht ubpluwjwgynn dhowqquihtt hUO unwunwpnttipht hwdwwwwnwutuwu (ISO 13485-2017, 9001-2015, CE
U/yuwd IVD:
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33691420

YIS -h wugwwndwl hwdwpwdnt « VLIS
unpp -B»

Nbwgbunubph hwjwpwdnt, twhiwnbudws Yhuhywlywu udnpubphg YuE-h bpunpulghwih hwdwn: <wdwpwdniu
wwpniwynd k.

Lhghuh jnidnyp 15 ' 1 upduly

Ldwgnn jndnyp 1-15 df’ 1 upduily

Lwgnn [ndnye 2 - 50 i’ 1 upguly

Niwhybpuw) unpptiun - 1,25 G’ 1 upduy

TE pnibtip YU(3-h kynighwih hwdwp - 5 0 1 updul:

Cwlwpwdniu bwhuwnbudwsd £ wnudwuqu 50 udnigh hwdwp (Ubpwnyw) unnighgubipp):

Mhwnwubihnyejwt dwdlbnp' bjwqugnytp 12 widhu: <wdwpwdnth nbnwihnfudwt sbpdwiht nidhdp 2 - 8°C L, 5
onhg ng wyb): <wdwpwdnit wnwwnwgyws k «Rotor-Gene» 3000/6000 widwh$hlywinnph hwdwn:
Mhunwubjhniejwl dwdlbnp wnudwqu 70%-h wnlwjnieintt dwnwywpwpdwt wywhht: <wdwwywnwutuwuh npulhu
ubpywjwgynn dhowqguiht unwunwpwnubpht b niubuw npwlh hwywuwnwghp (wpunwnpnnh Ynndhg fudpwpwtiwyhtu
ubpluwjwgynn hwjwunwghn): Snpdwpwuwht whunwywynpnwing (hwdwdwju 1SO 18113 gwpph unwunwnpunubph
wwhwugh), niubtw fudpwpwuwyh b wwypwupwuhowiht Swdywgnbn, wpnwnpnnh Ynnidhg wpunwnpdwt wduwpdh
U yhurwubhniyejwu dwdlbnh hunwl upnuiubpny: udpwpwuwyp Yph hunwly dwdljughp, wdpnnontejwdp |huh
dhwinbuwy (dwdlbnh, wpunwnpnnh b hwebpwynpdwt wnnwind) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht
ubipluwywgynn npwlh hwywuwnwghp: Upnwnpnigniut niubuw uipnpdwsd npwlh Yunwywpdwu hwdwlwng'
npwlht ubpluwjwgynn dhowqquiht hUO unwtnwpunubpht hwdwwwwnwutuwu (ISO 13485-2017, 9001-2015, CE
U/yuwd IVD:
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33691420

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

MM hwdwpwdnt Shigella spp b EIEC YU(3-U utunwdpbpphg hhpphnhqughnt - $ynipbugbunwiht nbnblghwih
dhongny (nwppbpwy FRT) hwjnbwpbpdwt hwdwp <hpulwt dwdwuwlh» nbdhinud: <wdwpwdniu bwiuwwnbudwd:
Cwlwpwdnit wnuwnwgywsd k «Rotor-Gene» 3000/6000 wdwhdhlwinnph hwdwp: <wdwpwdnth inbnwithnfudwu
otipdwjht ntidhdp 2 - 8°C &, 5 ophg ng wyti: <wlwpwdnit wnwwwnwgyws  «Rotor-Gene» 3000/6000
wdwhbhywwnnph hwdwp: <wdwpwdnit bwhuwnbudwsd b ujuwqugnyup 55 nbwlghwih hwdwp' ubipwnjuwy
unnighsubipp: Mhnwubjhniyejwt dwdlbnp wnudwqt 70%-h wnywjnieintu Jwnwlwpwpdwt wwhhu:
Cwidwwwwnwufuwuh npuwlht ubpyujwgdnn dhowqguiht unwunwnpunubpht b niubuw npulh hwdwuwnwghp
(wpwwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn hwdwunwaghn): Snpdwpwtwiht whunwlwdnpnwing (hwdwdwju
1SO 18113 gwpph unwunwpuubph wwhwugh), niubuw fudpwpwtwlh b wypwupwuhpwiht dwdljwgnbn,
wpuwnpnnh Ynnihg wpunwnpdwt wduwpdh b yhnwbhnpjwt dwdlybinh hunwy bgnwiubpny: ludpwpwtwlyp Yph
huwnwy dwdlywghp, wdpnnonipjwdp (huh dhwinbuwy (dwdlbnh, wpnwnpnnh b thwpbpwynpdwt wnnwing) W
niubbw wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn npwyh hwdwunwghp: Upnwnpnigniut niubuw
ubpnpdwd npwih Yunwywpdwu hwdwlwpg' npwyht ubipluywgynn dhowqguihtt hUO unwunwnpuubiphu
hwiwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE L/ywd IVD:
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33691420

YUI/MUIS-h wugwndwl hwjwpwdnt
«MHhpn-wpbiwy» Yud hwdwpdtip

Nbwgbunubph hwdwpwdnt, twhuwnbudwsd Yhuhywlwl udnubiphg Yuld-h Epunpulighwih hwdwp: <wudwpwdniu
Uwhuwwnbudws b wnudwqu 100 udnigh (Ywd 2 x 50) hwdwp (Ubpwnyw) unnighsubinp):

Mhwnwubihnyejwt dwdlbinp' bjwqugnyup 12 wihu: <wjwpwdnit wnwwwnwgyws k «Rotor-Gene» 3000/6000
wiwyhbhywwnnph hwdwp: <wdwpwdnih inbinuthnfudwl gbipdwjhtu ntidhdp 2 - 8 °C L, 5 ophg ng wyby:
Mhunwubhnyeywi dwdlybnp wnuduqu 70%-h wnlwjniepiniu dwnwlwpwpdw ywhht: Cwdwwwnwufuwuh npulht
ubipyujwgynn dhowqquyhts unwunwpuutpht b niubuw npwlh hwdwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyhu
ubipyuwjwgynn hwjwuwnwghp): Snpdwpwiwht yhnwwdnpnuwing (hwdwdwj 1ISO 18113 wpph unwunwpuubiph
wwhwgh), nubuw fudpwpwuwlh b wypwupwuhpwiht dwdwanbn, wpnwnpnnh Ynndhg wpunwnpdwy wduwpdh
U whwwubhnyejut dwdlbnh hunwl upnuiubipny: udpwpwuwyp Yph hunwly dwdljughp, wdpnneniejwdp |huh
dhwinbuwy (dwdybnh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtwyht
ubipyuywgynn npwlh hwywuwnwghnp: Upnwnpnipiniut niubuw ubpnpdwsd npwyh junwywpdwt hwdwlwnpg'
npuwlpht ubplwjwgynn dhowqquihtt hUO unwunwpnubpht hwdwwwunwutuwu (1ISO 13485, CE W/ywd IVD:
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33691420

Legionella Antigen Urinary wpwg phiuwn
L.pneumophila-h hwlwduh npnpdwu
hwdwn

Legionella Antigen Urinary phuwnp wpwg dbenn b pnpwpnpph wiunwuhubip niutignn hhdwunubiph dbqnud Lpi-h
hwwduh hwynuwpbpdwy hwdwp (npululw): Hewgbunubph hwdwpwsdnit wwpniuwynud k.

1) Fuwn-Yuubnubip, npnup Wwpniuwynwt Bu uhnpngbynynquiht pwunwuputinh Ypw' Legionella pneumophila
serogroup 1-h Ujwwndwdp gbipqquiniiwgyws Swquiph hwwdwnpdhtuubpny ubpddbgywsd sbpunhlubn,

2) Nbwgbun A-uhnpwinh wghn b SUHL-20 wwpniuwlnn ghunpun-$nudwinwiht pnibbiph hhdpny,

3) Yhpuwtudndny dnnbip ywghbuwnh dbgh udnwndwy hwdwn,

4) Ywlwu unnighs dhpwiudnid, npp wwpniuwynd £ dhpwiudndh dpw snpugnpwd gbipdwiht wywlumhywgnud
wugwd Legionella pneumophila,

5) Legionella pneumophila sujwpniuwynn pugwuwlwl unnighs: 3nipwpwtgnip phun bwiuwwnbudwsd £ 1 npnadwt
hwdwp: YGpwnwubih k1 hwjwpwénih (22 pkuwn) htn 2 ths pGunh wpwdwnpnulp: Mhuowubihnieju
dwdlytinp’ ujwqugnyup 12 wihu: Mhunwibihnyejwt dwdlytinp wnudwqu 70%-h wnlwjniyeni Jwnwlwpwpdwl
wwhht: <wdwwwwnwufuwiuh npwyht ubplwjwgynn dhowqquiht unwunwpunubpht bW niubuw npuwyh hwdwunwghp
(wpwnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn hwdwunwaghn): Snpdwpwwiht whunwluwdnpnwing (hwdwdwju
1SO 18113 gwpph unwunwpuubph wwhwugh), niubuw fudpwpwtwlh b wypwupwuhpwihtu dwdljwgnbn,
wpuwnpnnh Ynnihg wpunwnpdwt wduwpdh b yhnwbhnpjuwt dwdybnh hunwy bgnwiubpny: ludpwpwtwlyp Yph
huwnwy dwdlwaghp, U niubuw wpnwnpnnh Ynndhg ludpwpwuwyht ubpluywgynn npwyh hwdwunwaghp:
Upwwnpnipniut niubuw ubipnpdwsd npwlh Yunwdwpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquihu hUO
unwunupunubiphtt hwdwwwwnwufuwu (ISO 13485-2017, 9001-2015, CE b/ywd IVD:
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33121270

<ijhynpwntin whinphh hwluduh
npn2dwl wpwg phun (Ynwupnud)

hLU phuwnp bwhuwnbudws t Helicobacter pylori-h wpwq in vitro dbly thnywuh npwlwlwt hwntwpbpdwu hwdwp:
Npngnuwip hhdudws & hdntunppndwunngpuw$hwlwt wuwihgh ulgpniuph ypw: Snipwpwtginip phun wiuwnbudws &
1 npn2dwl hwdwip:

Helicobacter pylori ptuwnh bl hwwpwdniu ubpwnnud k.

1. «Helicobacter pylori» hintunppniwinngpubhwluwt phuwnh skpunbp uyhnwl wiwunhly bphqubph dbg * 5, 10 Yuud
20 hwuwn:

2. Ywpenghl-Ywihwphsny thnpdwtnputin' udnwndwl dnnny, npnup wwpniuwlnud Bu udnph |nddw pribbp' 5, 10
Ywd 20 hwin hwiwwwwnwuluwbwpwn:

3. oqunugnpdnnh Ynnihg thnpdwunpubph whnwlwynpdwy hwdwp unutdynn whunwlubp (Wwpnwnhp sk,
huwpwynpnipjwt nhypnu)' 5, 10 Yud 20 hwwn hwiwwwnwuatuwbwpwn:

4. «Helicobacter pylori» phuwnh oquugnpddwu gnignidubip - 1 hwn:

Fhunwjht dwwywybuubpny bphqubpp hwpbpwynpwsd bu wynwhub thwjwehpbinhg Wwnpwunywsd wuhwunwlywu
Julynindwht thwpbpwynpdwt dke, npp wwpniuwlnud £ silica gel mnwpwljubp: Helicobacter pylori hwjwpwdniu
thwpbpwynpywd b undwpwpeneb winuhh dbe: Sepwnwubih k1 hwdwpwdnth (5, 10 Ywd 20 phuw) hbn
hwdwwwwnwufuwuwpwn 1 Ywd 2 unnighs phunh npwdwnpnuip:

Mhwnwbhnipywy dwiltnp' uy up 24 wihu: Mhunwubihnyejwt dwdlybinp wnuduqu 70%-h wnlwynieniu

o Uywqugnytp

dJwunwlwpwpdwy ywhht: wdwwywunwutuwth npuyht ubplujwugynn dhowqguih unwunwpuubpht b niibuw
npulh hwjwuwnwghp (wpnwnpnnp Ynndhg fudpwpwuwyhtu ubiplwjwgynn hwwunwghn): gnpdwpwuwhu
whwnwlwynpnuing (hwdwdwju 1ISO 18113 gwpph unwunwpunubph wwhwugh), nubuw fudpwpwuwyh W
wwypwupwuhwiht dwdywgnbip, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubihnewu dwdltinh hunwl
ugnuiubipny: fudpwpwuwyp Yph hunwl dwdywghp, wdpnnontejwdp |huh dhwnbuwl (dwdlbinh, wpnwnpnnh
thwpbpwynpdwl wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubpuywgynn npwlh hwdwunwghp:
Upwwnpnipniut niubuw ubipnpdwsd npwlh Yunwywpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquihu hUO
unwunwpunubpht hwdwwwwnwufuwl (ISO 13485-2017, 9001-2015, CE W/ywd IVD:
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«GwqMuwybny-ubip puhyunnpubiph
hwdwp (dhynpnwkpnh wwdwuubp
uwntindtiint hwdwn)

Suqugbubpwwnnpuht thwpebp, npnwd wnlw phdhwlwu Unyep (Uwwphnwh hhnpnuny$wn Yud whpngwiny)
wuwhnynud £ Epuhuninpnud (2,5 |) preywduh Yuunwdu ne dhypnwkpndhy dhgwywyph unbindnudp (jnipwpwgnip
wihwwnwlwl thwpebep): UWuhwnwlwl thwpebpubinp hubu thwpebpwynpyws 1 punhwunip hwpbpnid
wnwybjugnyup 10-wlwu hwwn: Mhuwubhnyejwt dwdybnt wnudwqu 70%-h wnlwjnuyeiniu dwnwlwpwpdwu
wuwhhu: Uypwupp |huh gnpdwpwwiht thwpbpwdnpdwdp b gnpdwpwuwiht wyhunwlwynpnuing (hwdwéw)u 1SO
18113 pwpph unwunwpunutinh wwhwush): Mwpunwnhp b udpwpwuwlh Swdywghpp, wpnwnpnn
Yuqdwybpynigjwt wudwunwu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b yhunwubhnuyesjwu
dwdybinh hunwy ugndubipp: Lagwd £ in vitro Yhpwndwt dwuht ugndp Yud unyuwlwwgdwt jpugnighs wy)
dhengutin, on." Yuwnwingujht hwdwp, wypwuph hwdwp: ludpwpwiwyu wdpnnonipjwdp |huh Shwnbuwly
(dwdlybiinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fludpwpwuwyht ubpyuywgynn
npwlh hwywuwnwghp: Upnwnpnipniut niubuw ubpnpdwsd npwih Ywnwywpdwt hwdwlunpg'

npwlht ubpluwjwgynn dhowqquihtt hUO unwunwpnttipht hwdwwwwnwutuwu (ISO 13485-2017, 9001-2015, CE
U/Yuwd IVD):
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«GuwqMwlbwn»-ubp Epuhyuwnnpubph

Suqugbubpwnnpwiht thwpbe, npnwd wnlw phdhwlwt Unyep (Gwnphnwh hhnpnuny$wn Gud whpnquwing)
wywhnynut £ Epuhlunnpnid (2,5 ) preqwdth Ywunwdu nt wuwkpnp dhowydwjph unbindnwip (nipwpwginip
wuhwwnwlw thwpbipp): Uthwnwlw thwebplbinp |hubt hwpbrwdnpdws 1 punhwunip hwpbenud
wnwybiwgnyup 10-wlwt hwwn: Mhunwubhnyeywt dwdlbnt wnudwqu 70%-h wnlwjnueiniu dwnwlwpwpdw
wwhhu: Uypwupp |huh gnpdwpwwiht thwpbpwdnpdwdp b gnpdwpwuwiht whunwlwydnpnung (hwdwéwju 1SO
18113 owpph unwunwnunubph wwhwush): Mwpunwnhp b fudpwpwtwyh dwdlwghpp, wpnwnpnn,

Lwdwdwjuwgph ndh

62 33121270 | (wbubpng wupdutihn Yuquiwybpwynipjwt wudwunuu no hwughl{, wpunwnpnnh Ynnidhg wpunwnpdwt wduwpdh b whnwubhnyejuu b 10,00 p.bpluw, by dinubint wwhhg
dwdybnh hunwy ugnwdubpp: Lagwd k in vitro Yhpwndwt dwuht ugndp Yud unyuwlwwgdw jpugnighs wy) 4. Uwywt 37 20 wotuwinwlipwht
unbindtijnt huduwn) dhongutin, on.' Yuwwnwingwiht hwdwp, wypwuph hwdwn: ludpwpwwlu wdpnnoniejwdp |huh dhwnbuwl opbiph plipwgpnul
(dwdlybinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg ludpwpwuwyht ubplujwgynn
npwih hwjwuwnwghp: Upnwnpniegniut niubbw ubpnpdwsd npuyh junwdwpdwt hwdwlwng'
npwlht ubpluwjwgynn dhowqquiht hUO unwtnwpunubpht hwdwwwwnwutuwu (ISO 13485-2017, 9001-2015, CE
U/ud IVD):
Lwwnntly dwppnyejwt CO2 - wugnyu, wuhnn quq eny| prywiht hwdny, qugh dwywjwjht twinknup ng Wwlwu put
99%, dwunwlwpwnpynud £ 10 |-ng, wnnuwint pwintiibpny, 80 lgu/ud? updwt wly: Pwintutinp ubiplyws bu ul
qnyuny, "DIOXID DE CARBON" dwlwgpnipjudp: Lwdwdwjuwgph nidh
<< opbunpnipjwdp uwhdwudws, wpnwnpnn juqiwlbpynuyejwt ubpnh$hywnubph, phdhwlwu unyeh .Gpluwl, dbig dinubint wwh
63 | 24100000 |Uduwidtih nhopuhri-guiq fudpwpwuwyh npwyht nt wwhwywudwy wwjdwuubphu yepwpbpnn thwunwenebph ophghuw| nwwppbpwlubph hun 100 r}?Uu?uw'u 37 20 ?uzrummm:‘gmjr;i
wnluwynugniu: opbiph purwgpnud
Luwhuwwnbudws | dwuptwpwuwlwl wpnpuwwnnphugnd hbnwgnuniegniutbph hpwywuwgdwt hwdwp: <Gnniy
Jninuiht uqdniejwdp nnuwyniu pwthwughly bniye b Pwpbpwynpndp wnwdbjwgnyup 100 di-wung updwlubpny:
Mhunwubihnewt dwdlytint wnujwqt 70%-h wnlwneniu dJwnwlwpwpdwu wwhht: Uypwupp (hup
gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whuwywynpnwng (hwdwéwju 1SO 18113 gwpph
unwunwpwnubiph wwhwgh): Mwpunwnhp BU' fudpwpwuwlyh dwdljwghpp, wpnwnpnn Yuqdiwytpwniejw Cwiwdwjuwgph nidh
64 33141213 |<binnuy Juiqlh wudwunwdu nt hwugbt, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhunwubhnyejwu dwdybnh hunwy q 1,000.00 p-bplw, ubig duntibint wwhhg
ugnuiubipp: Loqwsd & in vitro Yhpwndwl dwuht bgnwp Yud unyuwlwbwgdwt pugnighs wy) dhengutin, op.' FUwywu 37 20 waluwinwpwjh
Yuunwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlyu wdpnnenipjwdp (huh dhwnbuwy (dwdltnh, wpunwnpnnh ontinh plpwgpnud
U thwpbpwynpiwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubpluywgynn npwlh hwwuwnwghp:
pwuwdlp' (NH2),CO: Lhihwywu dhwgnieintu | wdtuwpepyh nhwihn: Uyhwnwly pniptinutip ' indtih oph, Epwtnih,
hbnnty wdnuhwyh dbg: hpkuhg Ubpluywgtnud £ wugnyt, wuhnu pinipbinubn: Pwpbpwdnpnidp dhtugl 0.250 - 0.5 Yg
Yondwdpubpny: Uwpwipp (huh gnpdwpwtiwht hwpbpwynpdwdp b gnpdwpwtwiht wyhunwlwdnpnwing (hwdwdwu
1SO 18113 gwpph utnwunwpwnutiph wwhwgh): Mwpuwnhp BU' fudpwpwuwlyh dwdlwghpp, wpnwnpnn Cwdwdwjuugph nidh
Yuquiwybpynipjwt wudwunwu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnuejwu bl dbg bt wuwhh
65 | 24321851 |Uhquityjnip dwdytinh hunwly tpnwiutipp: Logwsd & in vitro Yhpwndwl dwuht upnudp Guid unyuwlubiwgdwt pugnighs wyp ba 2.00 r}p s, 2 g
\ Uwywu 37 20 wotuwwnwupuwht
dhgngubip, op." Yuunwinguiht hwdwp, wypwuph hwdwp: ludpwpwwlu wdpnneniyejwdp |huh dhwnbuwly opbinh plpuwgpnu
(dwdlybinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg ludpwpwuwyht ubpluywgynn
npwlh hwdwunwaghp:
Mtuhghihuny MIC phiun’ udwqugny huhhphghwih Ynugbunpuwghwt npngnn hwwphninhlwht unphwbin: Sujw
hwlwdwupbwjht wpbwwpwnp wwpnuwynn ynihdbpwht dwwwdbuh ubin 2bpn (0,5x 6,0 ud), nph Ypw wnlw Gu
upw funnupjuiup hwdwwwnwutuwunn Upwgdtip (U]wqugnyuhg dhusk wnwdbjwgnyup 0.016 - 256 pg/ml)
hwlwdwupkwihu qquiniunyeyniup npngbint hwdwip: 1 )pwluqdp wwpniiwynd £ wntiduqu 30 phuwn:
Mhwnwbihnyejwt dwdljnp wnudwqu 70%-h wnlwnieiniu dwnwlwpwpdwl wwhht, hwpbrpwynpnwdp’ hbpdbnhly:
Cwidwwwwnwufuwuh npuwlht ubpyujwgdnn dhowqguiht unwunwnpunubpht W niubuw npulh hwdwuwnwghp
(wpwnwnpnnh Ynndhg fudpwpwtwlht ubplwjwgynn hwjwuwnwghp): Snpdwpwtwiht whnwywynpnuing (hwdwéwju Cwidwdwjiwgnh nidh
66 | 33121270 MIC pliutn Yuid E - pliun dwiujwdt 1SO 18113 gwnph unwtnwpunutinh wwhwugh), niubbw fudpwpwtwyh b wwpwipwuhowiht Swdlwantn, hwn 30.00 p.bpluwy, Utig dnuitint wuihhg
Mtuhghihtny wpunwnpnnh Ynndhg wpunwnpiwt wduwpyh b whnwibihnyejwt dwdltinh hunwy upnwdubipny: udpwpwuwlp Yph TUwyuwt 37 {20 waluwnwtpwht

huwnwy dwdlywghp, wdpnnonipjwdp (huh dhwinbuwy (Gwdlbnh, wpnwnpnnh b hwebpwynpdwt wanwiny) W
nibuw wpnwnpnnh Ynndhg udpwpwuwyht ubplwjwgynn npwiyh hwdwunwghp: Upnwnpnigniut niubuw
ubpnpdwd npwih Yunwywpdwy hwdwlwnpg' npwlht ubplwjwgynn dhowqguihtt hUO unwunwpuubiphu
hwdwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD
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MIC pbuwn Ywd E - phun dwwwdbu
Opuwghihuny

Opuwghihtung MIC ptiun' ujwqugnyu huhhphghwih Ynugbunpwghwt npngnn hwlwphninhwiht unphwbin: Syjwy
hwlwdwupbwiht wypbwwpwwnp wwpnuwlynn wnihdbpwht dwwwdbuh ubin 2bpn (0,5x 6,0 ud), nph Ypw wnlw Gu
upw funnupjuitup hwdwwwnwutuwunn Upwgdtp (U]wqugnyuhg dhusk wnwdbjwgnyup 0.016 - 256 pg/ml)
hwlwdwupkwihtu qquiniunyeyniup npngbint hwdwp: 1 jpwluqdp wwpniiwynd £ wntiduqu 30 pbuwn:
Mhwnwubihnyejwt dwdlbnp wnudwqu 70%-h wnlwnieiniu dwnwlwpwpdwl wwhht, hwepbrpwynpnwdp’ hbpdbnhly:
Cwidwwwwnwufuwuh npuwlht ubpyujwgynn dhowqguiht unwunwnpunubpht b niubuw npuyh hwdwuwnwghp
(wpwnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn hwdwunwaghp): Snpdwpwtwiht whunwlwdnpnwing (hwdwdwju
1SO 18113 gwpph unwunwpuubph wwhwugh), niubuw fudpwpwtwlh b wypwupwuhpwihtu dwdljwgpbn,
wpuwnpnnh Ynnihg wpunwnpdwt wduwpdh b whnwbhngjwt dwdlybnh hunwl ugnwiubpny: ludpwpwtwlyp Yph
huwnwy dwdlywghp, wdpnnonipjwdp (huh dhwinbuwy (Gwdlbnh, wpnwnpnnh b hwebpwynpdwt wonwing) W
niubbw wpnwnpnnh Ynndhg udpwpwuwyht ubplwjwgynn npwyh hwdwunwghp: Upnwnpnigniut niubuw
ubpnpdwd npwyh Yunwjwpdwt hwdwlwnpg' npwlht ubiplwjwgynn dhowqguihtt hUO unwunwnpuubinhu
hwdwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD
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MIC pbuwn Ywd E - phun Udwhghihuny,

Udwhghihuny MIC phiuwn' ujwqugnyt huhhphghwih Ynugbunpwghwt npnann hwlwphninhywjht unphwtin: Suyjwg
hwlwdwupbwiht wypbwwpwwnp wwpniuwynn wnihdbpught dwwwdbuh ubin 2bpn (0,5x 6,0 ud), nph Ypw wnlw Gu
upw funnupjuitp hwdwwwnwutuwtnn Upwgdtp (Udwqugnyuhg dhusk wnwdbjwgnyup 0.016 - 256 pg/ml)
hwlwdwupbwiht qquiniunyeyniup npngbint hwdwp: 1 pwluqdp wwpniwynud £ wntiduqu 30 phuwn:
Mhwnwbihnyejwt dwdljbnp wnudwqu 70%-h wnlwnieiniu dwinwlwpwpdwl wwhht, hwebrpwynpnwdp’ hbpdbnhly:
Cwidwwwwnwufuwuh npuwlht ubpyuwjwgdnn dhowqguiht unwunwnpunubpht W niubuw npulh hwdwuwnwghp
(wpwnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn hwdwunwaghn): Snpdwpwwiht whunwluwdnpnwing (hwdwdwju
1SO 18113 gwpph unwunwpwnubph ywhwush), nubtw fudpwpwuwyh b wwpwupwuhowiht Swdlywanbp,
wpuwnpnnh Ynnihg wpunwnpdwt wduwpdh b yhnwbhnpjwt dwdlybinh hunwy bgnwiubpny: ludpwpwtwlyp Yph
huwnwy dwdlywghp, wdpnnonipjwdp (huh dhwinbuwy (dwdlbnh, wpnwnpnnh b thwpbpwynpdwt wnnwing) W
niubbw wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn npwyh hwdwunwghp: Upnwnpnigniut niubuw
ubpnpdwd npwyh Yunwjwpdwt hwdwlwpg' npwlht ubiplwjwgynn dhowqguihtt hUO unwunwpuubiphu
hwiwwwwnwufuwu (ISO 13485-2017, 9001-2015, CE W/ywd IVD
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MIC phuwn Ywd E - phun dwuyndhghuny

Jwuyndhghuny MIC phuwn' ujwquagnyu huhhphghwih Ynugbunpwghwu npngnn hwlwphnnhYwiht unphwbin: SYjw
hwlwdwupbwjht wypbwwpwwp wwpniuwlynn wnihdbpuht dwwwdbuh ubin 2tpin (0,5x 6,0 ud), nph Ypw wnlw Gu
upw funnipjuiup hwdwwwunwutuwunn Upwgdtip (U]wqugnyuhg dhugk wnwdbjwgnyup 0.016 - 256 pg/ml)
hwlwdwupbwihtu qquiniunyeyniup npngtine hwdwip: 1 jpwluqdp wwpniiwynd £ wntduqu 30 phuwn:
Mhunwubhnyeiwl dwdlytinp wnudwaqu 70%-h wnlwjnientu Jwnwlwpwpdwt wwhh, hwebpwdnpnuip' hipdbnhy:
Cwdwwwwnwufuwuh npwlht ubpyujwgynn dhowqguiht unwunwnpnubpht b niubuw npulh hwdwuwnwghp
(wpwnwnpnnh Ynndhg udpwpwuwyht ubplwjwgynn hwdwunwghp): Snpdwpwtwiht whunwluwdnpnwing (hwdwdwju
1SO 18113 ywpph unwunwpuubph ywhwugh), niubuw fudpwpwuwyh b wwpwupwuhywiht Swdlwagnbn,
wpunwnpnnh Ynnihg wpunwnpiwt wduwpdh b whnwubjhnpjuwu dwdlybnh hunwl ugnuwiubpny: ludpwpwtwlyp Yph
hunwy dwdlywghp, wdpnnonipjwdp (huh dhwinbuwly (Gwdlbnh, wpnwnpnnh b hwebpwynpdwt wanwiny) W
nibuw wpnwnpnnh Ynndhg ludpwpwuwyht ubplwjwgynn npwih hwdwunwghp: Upnwnpnigniut niubuw
ubpnpdwd npwih Yunwdwpdwy hwdwlwnpg' npwlht ubplujwgynn dhowqguihtt hUO unwunwpuubphu
hwdwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD

30.00

p.bplwu,
T Uwywu 37

Lwdwdwjuwgnh ndh
dbig dinubint wywhhg
20 wpluwwnwupwihu

optinh pupwgpnu
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33121270

MIC pbuwn Ywd E - phun duwwdtu
YUnihuwnhuny

YUnihunhtung MIC phiun' uuqugnyu huhhphghwih Ynugbunpughwt npngnn hwlwphninhlwiht unphwybin: Syjw
hwlwdwupbwjht ypbywpwwp ywpniuwynn wnihdbpwjht dwwwdbuh ubin 2bpn (0,5x 6,0 ud), nph Ypw wnlw Gu
upw funniejutp hwdwwwunwufuwunn Upwgdtip (U]wqugnyuhg dhugk wnwytjwgnyup 0.016 - 256 pg/ml)
hwlwdwupkwiht qquiniunyeyniup npngtiine hwdwp: 1 )pwluqdp wwpniiwynd £ wntujuqu 30 phun:
Mhunwubihnypiwl dwdlytinp wnudwqu 70%-h wnlwjnuyenit Jwnwlwpwpdwt wwhh, hwebpwdnpnudp' hipdbnhy:
Cwdwwywwnwufuwth npulht ubpyujwgynn dhowqquiht unwunwpnubpht b niubuw npuyh hwdwuwnwghp
(wpwnwnpnnh Ynndhg ludpwpwuwyht ubiplwjwgynn hwdwunwghn): Snpdwpwtwiht whunwluwdnpnwing (hwdwdwju
1SO 18113 pwpph unwunwpwnubiph ywhwugh), niubuw fudpwpwuwyh b wwypwupwuhpwiht dwdlwagnbn,
wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh b whnwbhnyejuw dwdlytinh hunwl ugnuiubpny: ludpwpwtwlyp Yph
hunwy dwdlywghp, wdpnnoniejwdp (huh dhwinbuwy (dwdlbnh, wpunwnpnnh b hwebpwynpdwt wnnwng) b
nibluw wpnwnpnnh Ynndhg ludpwpwuwyht ubplwjwgynn npwyh hwdwunwghp: Upnwnpnigyniut niubuw
ubipnpdwd npwyh Yunwywpdwl hwdwlwng' npwlht ubplujwgynn dhowqguihtu hUO unwunuipunubpht
hwdwuwwnwuluw (ISO 13485-2017, 9001-2015, CE U/Ywd IVD

30.00

p.bplwu,
YUwywu 37

Lwdwdwjuwgph nidh
dbig dinubint wywhhg
20 wotuwwnwupuwhu

optiph pupwgpnd
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33121270

MIC pbuwn Ywd E - phun duwwdtu
8t$unphwpununy

8t$uinphwpuntng MIC phiun' udwqugnyu huhhphghwih Ynugbuwnpwghwt npngnn hwlwphninhlwht unphwtip:
SYjw) hwhwdwupbwiht wpbwwpwwnp wwpniuwynn wnihdbpwiht dwwwdbuh ubin 2bpn (0,5x 6,0 ud), nph Ypw
wnlw bU upw funnpjuup hwdwwwnwutuwunn bpwgdbn (Wjwqugnyuhg dhusk wnwybjugnyup 0.016 - 256 pg/ml)
hwlwdwupkwihtu qquiniunyeyniup npngbint hwdwp: 1 jpwluqdp wwpniiwynd £ wntiduqu 30 pbuwn:
Mhwnwubihnyejwt dwdlbnp wnudwqu 70%-h wnlwnieiniu dwnwlwpwpdwl wwhht, hwepbrpwynpnwdp’ hbpdbnhly:
Cwidwwwwnwufuwuh npuwlht ubpyujwgynn dhowqguiht unwunwnpunubpht b niubuw npuyh hwdwuwnwghp
(wpwnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn hwdwunwaghp): Snpdwpwtwiht whunwlwdnpnwing (hwdwdwju
1SO 18113 gwpph unwunwpuubph wwhwugh), niubuw fudpwpwtwlh b wypwupwuhpwihtu dwdljwgpbn,
wpuwnpnnh Ynnihg wpunwnpdwt wduwpdh b whnwbhngjwt dwdlybnh hunwl ugnwiubpny: ludpwpwtwlyp Yph
huwnwy dwdlywghp, wdpnnonipjwdp (huh dhwinbuwy (Gwdlbnh, wpnwnpnnh b hwebpwynpdwt wonwing) W
niubbw wpnwnpnnh Ynndhg udpwpwuwyht ubplwjwgynn npwyh hwdwunwghp: Upnwnpnigniut niubuw
ubpnpdwd npwyh Yunwjwpdwt hwdwlwnpg' npwlht ubiplwjwgynn dhowqguihtt hUO unwunwnpuubinhu
hwdwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD

30.00

p.bplw,
TUwywu 37

Lwdwdwjuwgph nidh
dbig dinubint wwhhg
20 wotuwwnwupuwh

opbinh pupwgpnud
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33121270

MIC phliun Ywd E - phiun dwwwybu
St$ninwpuhdny

8t$nunwpuhiny MIC phuwn’ ujwqugnyu huhhphghwih Ynugbunpwghwt npnonn hwlwphnnhlywjht unphwtin: Syjwg
hwlwdwupbwiht wypbwwpwwnp wwpniuwynn wnihdbpught dwwwdbuh ubin 2bpn (0,5x 6,0 ud), nph Ypw wnlw Gu
upw funnupjuitp hwdwwwnwutuwtnn Upwgdtp (Udwqugnyuhg dhusk wnwdbjwgnyup 0.016 - 256 pg/ml)
hwlwdwupbwiht qquiniunyeyniup npngbint hwdwp: 1 pwluqdp wwpniwynud £ wntiduqu 30 phuwn:
Mhwnwbihnyejwt dwdljbnp wnudwqu 70%-h wnlwnieiniu dwinwlwpwpdwl wwhht, hwebrpwynpnwdp’ hbpdbnhly:
Cwidwwwwnwufuwuh npuwlht ubpyuwjwgdnn dhowqguiht unwunwnpunubpht W niubuw npulh hwdwuwnwghp
(wpwnwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn hwdwunwaghn): Snpdwpwwiht whunwluwdnpnwing (hwdwdwju
1SO 18113 gwpph unwunwpuubph wwhwugh), niubuw fudpwpwtwlh b wypwupwuhpwiht dwdljwgnbn,
wpuwnpnnh Ynnihg wpunwnpdwt wduwpdh b yhnwbhnpjwt dwdlybinh hunwy bgnwiubpny: ludpwpwtwlyp Yph
huwnwy dwdlywghp, wdpnnonipjwdp (huh dhwinbuwy (dwdlbnh, wpnwnpnnh b thwpbpwynpdwt wnnwing) W
niubbw wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn npwyh hwdwunwghp: Upnwnpnigniut niubuw
ubpnpdwd npwih Yunwywpdwu hwdwlwpg' npwyht ubipluywgynn dhowqguihtt hUO unwunwnpuubiphu
hwiwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE L/ywd IVD:

hwwn

30.00

p.bplwu,
T.Uwywu 37
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20 wotuwwnwupuwht
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33691420

Lhuwnbphwubiph YEuuwphdhwlwu
wnwppbpwldwu phun-hwdwpwdnt

Luwhiwwnbudws § Lhunbphwubph Yeuuwphdhwlwt nwppbpwldwi hwdwp: <wudwpwdnit bwfuwnbugws
uduqugnyup 10 phunh hwdwp: <wdwpwdnit wywpniuwynd § 1 updul (ZYM) B, hwiwwywwnwutuwl pwuwynipjudp
d'API® dhowywjpny Ywiunyp' 2 d-ng upduljutipny, hulnipwghwih hwdwp bwhuwnbudws wunpubn W gpwugnuiwht
rbprhlubp: Mhunwubihniejwl dwdlytinp wnudwqu 70%-h wnlwnipinit dwnwlwpwpdwl wwhhb,
thwpbpwynpnuip' htipdewnhy: Cwdwwwwwufuwuh npwlht ubplwjwgynn dhowqquiht unwunwpunubphu b niubuw
npulh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubiplwjwugynn hwwuwnwaghn): Snpdwpwuwhu
whwuwluwynpnuing (hwdwdwyu ISO 18113 gwpph unwunwpunubph wwhwugh), niubuw fudpwpwuwyh b
wwypwupwuhwiht dwdywgnbip, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubihnewu dwdltinh hunwl
ugnuiubipny: fudpwpwuwyp Yph hunwl dwdywghp, wdpnnontejwdp |huh dhwnbuwl (dwdlbinh, wpnwnpnnh
thwpbpwynpdwl wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubpuywgynn npwlh hwdwunwghp:
Upwwnpnipniut niubuw ubipnpdwsd npwlh Yunwywpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquihu hUO
unwunwpunubpht hwdwwwwnwufuwl (ISO 13485-2017, 9001-2015, CE W/ywd IVD:

Inwlwuqd

1.00

p.bplwu,
T Uwywu 37

Lwdwdwjuwgnh ndh
dbig dinubint wywhhg

20 wpluwwnwupwihu
optinh pupwgpnu
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33121270

Legionella pneumophila serogroup 1
Ihnbhihquigdud snwd

Lbghnutijw wulidw$hjwh Ynywnipugh hndhihquin £ bwuwnbudws uungnn dhowywiph npwlh unnigiwt b
npybu puilut unnighs oguuignpdbint hwdwn: Mhunwubihnyejwt dwdlybnp wnuduqu 70%-h wnluynyeniu
Jwwnwlwpwpdwt wwhht.hwpbpwynpnuip' hipdbnhl: <wdwwwnwuuiwih npulbht ubplujwgynn dhowqquihtu
unwunuwpunubpht b nubuw npwyh hwdwunwaghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubpuwjwgynn
hwdwuwnwghp): Snpdwpwuwiht wyhnwlwdnpnwing (hwdwdawgu 1SO 18113 swpph unwunwpuubph wwhwugh),
niubbw fudpwpwtwlh b wypwupwuhgwiht dwdljwgnbn, wpnwnpnnh Ynndhg wpnwnpdwt wduwedh W
whunwubhniejwt dwdlbnh hunwl upnwiubpny: udpwpwuwlp Yph hunwy dwdlwghp W niubuw wpwnwnpnnh
Ynndhg fudpwpwtwlht ubpluywgynn npwlh hwdwunwghp: Upnwnpnieniut niubuw ubpnpdwd npulyh
Ywnwlwpdwt hwdwlwng' npwyht ubiplujwgynn dhowqgquihtu hUO unwunwpnubipht hwdwwwunwufuwt (ISO
13485-2017, 9001-2015, CE U/ywd IVD:

unquly

1.00

p.bpluw,
T.Uwywu 37

Lwdwdwjuwgph ndh
dbg dinubint wwhhg
20 wotuwwnwupuwht

optiph pupwgpnud




Lwwnbipu nbwgbunubph hwjwpwdnt

Lbghnutjwubph unyuwlwuwgdwt hwdwp bwuwnbudws Lwnbpu nbwgbunubph hwywpwsdnt Legionella
pneumophila serogroup 1, Legionella pneumophila serogroup 2-14, dwpnnt hwdwp whunwdht wy| Legionella spp.-ubiph
unyuwlywuwgdwu hwdwnp: Mhunwubhnyewt dwdlbnp wnuduqu 70%-h wnywjnueniy dwnwlwpupdw
wwhht.thwpbrpwdnpnip' htipdtnhl: <wdwywnwutuwuh npwlht ubplujwgynn dhewqgwiht unwunwpnutpht W
nibbw npwlh hwdwunwghp (wpnwnpnnh Ynndhg ludpwpwuwyht ubplwjwgynn hwdwunwaghn): Snpdwpuwtiught

Lwdwdwjuwgph ndh

75 | 33691420 Lbghnubjw ujulwiwdhpuh whnwlwynpnwing (hwdwéawju 1SO 18113 swnph unwunwpnubiph wwhwush), niubtw udpwpwtwyh b inwluqd 1.00 p.bpluwy, dtig dunuitint wuihhg
26wnwpplipwlidut / Unyuwjuiiugdwl wwpwpwthgwiht Swdlwantin, wpnwnpnnh Ynnihg wpnwnpiwt wduwedh b whnwibihnyejw dwdlinh hunwy TUwyuwt 37 {20 waluwnwtpwht
hwdwp ugpnuiubipny: Fudpwpwtwlp Yph hunwy Swdywghp U niubtw wpnwnpnnh Ynndhg ludpwpwuwyht ubpyuywgdnn ontih pupewigpnud

npwih hwjwuwnwghp: Upnwnpnieiniut niubuw ubpnpdwd npuih junwdwpdwt hwdwlwpg' npwlht

ubpywjwgynn dhowqguihu hUO unwunwpnubpht hwdwwwwwutuwl (1ISO 13485-2017, 9001-2015, CE W/ywd IVD:

Upjwt pwnwnphs, npu oquwgnpdynud | wipjw winluynieinit wywhwugnn utunignn dhowdwjnbph wwwpwundwy

hwdwp: Pwpbrwdnpnuip’ htipdtinhly, 200-250 Jj-wung thwpebiputinny: Mhunwutijhnyejwt dwdlytnp wnudwqu 70%-h Cuilwawgnh nidh
wnluwynipinit dwnwlwpwpdwt ywhht, hwpbipwynpnup hbpdbnhl’ wpnwnpdwt wduwpdh b whunwubhnyewu p.bpluwt, dbig dintibint wuwhhg

76 | 33121270 |kphepnghuwn quiiqywd dwdlytnh hunwl tpnwubipnd: hudpwpwitwlp Yph hunwl Swdlwghp, wdpnnenieiwdp (huh dhwinbuwl (dwdynh, L 3000 T Uwuti 37 | 20 wohiwnwtipuht

wpuwnpnnh U thwpbpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn npwyh oplinh plpwgpnud
hwywuwnwghp:

Opquitwlwt dhwgniejntt £, gihnghn, uwhwnwl thngh: Lhihwlwl pwtwalp' CsHy09 dniilnywn Yohnp' 340.28:

Lnidbihnieyniup 33.3 dg' 1 dj dbpwuninul: Mhnwbjhnipjwl dwdybnp wntguqu 70%-h wnlwjnipniu

Jwunwlwpwpdwl wwhht, thwpbrpwdnpnudp’ hbpdtnhl: wudwywnwufuwuh npulht uiplujwgdnn dhowqgquht

unwunuwpunubpht b niubuw npwlh hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn

hwywuwnwghp): Snpdwpwlwht whunwlwynpnwng (hwdwéwju 1SO 18113 gwpph unwunwpwnutiph wywhwugh), Lwdwdwjuwgph nidh
niubtw fudpwpwuwyh b wypwupwuhowihu dSwdwagpbp, wpwnwnpn nnuihg wpunwnpiwl wduw, [ .Gplw, dbo dinubint wwh|

77| 24300000 | Eulnyhl hhnpun u{hmmul:]-lirajpmh dizqhm;{:umiq lt‘zznujithnnq: qhu‘;imimb&qn Eghq:uum:qhbgmbl:mqhwh niubw ui\ll{:mr}pnr]h Gud 25.00 r}.pU'uTumb 37 ZOizmmmmﬁgmﬁi

Ynndhg fudpwpwtwlht ubpluywgynn npwlh hwdwunwaghp: Upnwnpnipiniut niubuw ubpnpdwd npulh opbiph pupwgpnul
Ywnwwpdwt hwdwlwng' npwyht ubplujwgdnn dhowqgquiht hUO unwunwpnubipht hwdwwwunwupuwt (ISO

13485-2017, 9001-2015, CE U/yuwd IVD:

Mbwwnhnwq A unhly' bwiuwnbudws A fudph unpbwyunynlybph (S.pyogenes) U D fudph Funbpwlynybph

unyuwlwuwgdwu hwdwp: <hdudws E L-pyrrolidonyl-8-naphthylamide (PYR) Lughdwwhy hhnpnihgh hwnyniejut

Ypw: 1 ninuhp wwpniuwynud b ujuqugnyup 30 phun-unphy' ubipddywsd L-pyrrolidonyl-B-naphtyylamide (PYR)-ny, 1

upyuwl PYR-nbwqbtn (p-dimethyl-aminocinnamaldehyde) U oquiwugnpddwl ninbignyg: Mhunwubihnipjut dwdlbnp

wnuyuqu 70%-h wnlujnipiniu dwnwlwpwpdwl ywhhu.hwpbpwdnpnup' htpdanhl: <wdwywnwutuwuh

npwlht ubplwjwgynn dhowqquiht unwunwpunubphu b niubuw npwyh hwdwunwghp (wpnwnpnnh Ynndhg Cuiudwjbwanh nidh
fudpwpwuwyhts ubpyuwywgynn hwywunwghp): Snpdwpwtiwht whnwlwdnpnwing (hwdwdawju 1ISO 18113 wpph p.bplut, b dintbmt wwhhg

78 33691420 [PYR-phiuwn /hujupwdnt unwunuwpunubph wwhwugh), niubuw fudpwpwtwlh b wypwupwuhgwiht dwdljwgpbp, wpunwnpnnh Ynndhg Iwljwuqd 1.00 V.U 37 20 wyuwinwtipwht

wpunwnpdwt wduwpyh b whunwubhnyejwu dwdybnh hunwly upnwubpnd, wdpnnenipjwdp (huh dhwinbuwly opbph pupwgpnud

(dwdlybinh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg ludpwpwuwyht ubpluywgynn

npwih hwdwuwnwghp: Upnwnpnieyniut niubuw ubpppdwd npuwyh junwdwpdwt hwdwlwng' npwlht

ubpywjwgynn dhowqguihu hUO unwunwpnubpht hwdwwwwwutuw (1ISO 13485-2017, 9001-2015, CE L/yuwd IVD:

Lwhwdwupbwiht (wlwnpy bwlb Shynpwlynbphwubiph b hwwnndy Juwuquignp qupwlubph hwpnighsutiph

uywwndwdp), hwlywdhpnwht, hwlwutluwiht wynhynipjudp odndwsd wiunwhwuhs dhong hwpbiph wkupnd, nph

wqnnn Yniep nhpinphgnghwwppdh twwnphnwlwu wnu £: UWnhy pinph wwpniiwyniyggniup jnupuputiging

hwpnud® uwquignyp 28%: Uwhwnwl hwpbp Gu' 2.5 - 5 g pwony: Upuinwhwthsh wafuwwnwtpuht (ndnyeh

wwhywudwl dwdljiinp’ wntjwqu 5 op: Pwpbpwynpnwip wnuhtipnyd' jnippwpwgnipnid 100-hg dhtsl 400 hwp: Lwdwdwjuwgph nidh

Mhunwubihnyejut dwdlybinh wnujuqu 70%-h wnluynieinit dwnwlwpwpdwt wywhh: p.bplw, dbig dinubint wwhh
I 24451140 | Upunwhuiuhs tynysh hutptin ®mphpmﬁnnijldg hhndubmhz, qnnltl’)w?whwjhh‘ humujju ujhmmqqul;dwdp: Nubuw npwyh hwwuwnwghp huin 20,000.00 YUwywu 37 20 ?uzfuwmwtgwlhgh

(wpwnwnpnnh Ynndhg ludpwpwuwyht ubpywjwgynn hwjwunwaghn), waluwwnwupwht punyewgptiph unnignudubiph
hwdwhp wpryniupubn: ludpwpwtwlu wdpnnoniejwdp thuh dhwnbuwl (dwdybnh, wpnwnpnnh U hwpbpwynpdwu
wnnuiny): < UL uwfuwpuwph 10 ubuynbdptiph 2015p. phy 48-U hpwdwuh hwdwdawu Yhg dbpnnulwt ninkignygh
wnlwjnyenil:

optiph pupwgpnd




Eunbpnwiunwsdht (nhwpngtit)
wnhpwjhu gnuyhlutiph (EPEC, ETEC,

MTN nbwgbunubiph hwjwpwdnt Eunbpnwiunwdh (nhwpngb) wnhpwjht gnuyhlubph (EPEC, ETEC, EIEC, EHEC,
EAGEC )YU3-U Yihuhlwlwt U 2ngwlw dhgwywiph udniubinhg hhpphnhquighnt- $yniptiugbnuhy ntntlghuwh
dhongny (nwppbpwy FRT)hwjntuwpbpdwt hwdwp <hpwlwt dwdwuwyh» nbdhdnud: <wdwpwdnit bwfuwnbudws §
55 nbwlghwjh hwdwp, Ubpwnyu| unnghgubipp:

Cwjupwdnit wnwuynwgyws k «Rotor-Gene» 3000/6000 wiwyh$hlwwinnph hwiwp: Mhinwbihnuyejut dwdybnp'
ujuqugnyup 9 wihu: <wdwpwdnih mbnwihnfudwl spdwht ntidhdp 2 go 8 °C &, 5 ophg ns wyb: Mhunwbihnyejw

Lwdwdwjuwgph nidh

80 | 33691420 |EIEC, EHEC, EAGEC) YUM-U Yhbhluwlut dwdybnp wnudwuqu 70%-h wnluwynieiniu dwnwywpwpdwt ywhht.  wdwwwnwuatuwuh npwlyht ubplujwgynn nwluqy 10.00 p.bplw, dbig dinubint wwhhg
U ool Ghowduwinh LdnizUtnhg dhowqquuijhts unwunwpuubpht b niubuw npwyh hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn TUwywu 37 20 wotuwwnwupuwh
huniwpbpdul huduipwdn: hwywuwnwghp): gnpdwpwuwiht whnwywynpnuing (hwdwéwju 1SO 18113 gwpph unwunwpunubiph wwhwgh), opkinh pupwgpnud

niblw fudpwpwtwlh b wypwupwhguht dwdlwgntn, wpuwnpnnh Ynndhg wpnwnpdwt wduwedh b

whunwubhniejwt dwdlbnh hunwl Upnwiubpny: ludpwpwuwlp Yph hunwy dwdljwaghp, W niubuw wpnwnpnnh

Ynndhg fudpwpwtwlht ubpluywgynn npwlh hwdwunwghp: Upnwnpnipniut niubuw ubpnpwd npulh

Ywnwlwpiwl hwdwlwng' npwyht ubplujwgynn dhowqquiht hUO unwtnwpnutipht hwiwwwwnwutuwl (ISO

13485-2017, 9001-2015, CE W/wd IVD

Luwhuwwnbudws § dwpywihu hhdpny Unyebinp opught dhgwdwypnud jndkint hwdwn: <wunhuwunud £ Ynudbinhly

dhongutiph dbg wnlw jnintiph bdnyquinnp: hpbuhg ubpyuwjwgunud £ wynihunppwn, pwg-nbhuhg dhusl dniq uwph

qnyuny dwdnighly, jninuiht ndnype : Pwpbpwynpnuip updulutpny, wnwytiwgnyup' 100 d) updwynu: Lwdwdwjuwgph nidh
a1 33121270 |Syhu-80 “‘Ihmwhhmmmwh‘ dwdlinp wntuwqu 70%-h wnlwynyeinit dwnwlwpwpdw wwhhl, Uwqugnyup' 2 nwph, g 200.00 p.bpluwt, dbig dinubint wwhhg

thwpbpwynpnuip' htipdbwnhy: TUwywu 37 20 wotuwwnwupwh

Cwdwwwwnwufuwuh npulht ubiphujwgynn dhowqguiht unwunwpwubpht b/ Yud niubuw npulh hwdwunwghp opbinh pupwgpnut

(wpunwnpnnh Ynndhg fudpwpwtiwlht ubipywjwgynn hwjwunwghn):

fudpwpwtwlp wdpnnonipjwdp (huh dhwnbuwl (dwdlbnh, wpnwnpnnh b hwpbpwdnpdwt wnnwing):

Lhihwlwt dhwgnieynit b twiwwnbudwsd dwupbwpwlwlw jwpnpwnnphwih wafuwnwupttinh hwdwp: Unwperdh Cududwiuwaph ndh

uwwnphnuwlwt wnu b, inddnud | opnud: wdwwwnwufuwuh npulht ubplujugynn dhowqquih unwunwpunubphtu ol dtig bt wuhhg

82 | 24300000 |Lwwiphnuwh pinphn l:L/ uwf m!:bl’u:u nft:.lur: hu.u{l.uulan.hln uuuLd hw:]wu{:uml:m‘ruwhh c}OUS»hb:‘h iy up "‘ 'Im wfpnqg P r'. thtup Vel 50.00 A Uwyuit 37 20 wphuwnupughl

! | (Gunlltanh, uipinuugpnah  shupbpuidnpdul wanuin), ganéupubught upbpusinndiud oplinh plewgpnu
nihdbpughl nwpuibbnnd, 1-5 g Gndwsphtpnd:
Lhihwlwu $npdnywt Na2S203+«5H20 (pnipbnwhhnpuwn): Uugnyu pynipbinubn Bu, (ndynud Bu opnud: <wiinhuwunud
t nidtin Jbpwlwquhy: Ogunwgnpdynud & pinp wwpniuwlnn dhwgnipgniuubiph seqnpugdwt b utiunwht
dhowdwypbph wwwnpwundwl hwdwp: Mhunwubhniejwl dwdlytinp wnuduqu 70%-h wnlwynieintu Lwdwdwjuwgph ndh
dwwnwlwpwpdwl wwhh, hwpbpwynpnuip’ hipdnhl, wdnp, wnhdbpwht nwdbpnud, |Gjwgnytp 0.5 p.bpluwt, dbg dinubint wwhhg

83 | 24300000 |Lwwnphnwh hhynuny$hun Ygwting Upduidphibpng: A n Uq 2.00 U Uwyuwts 37 | 20 wsfuwnwbpught

Lwdwwywnwufuwuh npuyht ubiplwjwgynn dhowqguiht unwunwpuutipht Yuwd hwdwwywnwufuwuh SOUS-hu W/ opkinh pupwgpnud

Yud niubuw npwlh hwdwuwnwghp (wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn hwdwunwghn):

fudpwpwuwlp wdpnnonipywdp huh dhwinbuwl ( dwdybinh, wpnwnpnnp b hwpbpwynpdwy wnnwdnd):

Luwhuwwnbudws § dwupwnhunwyh hdbpuhnt opjilynhyny watuwwbine hwdwp: Ubdwgunud § fungnpugdw

huwpwynpn)niup, 2unphhy hp pbldwt gnighsh n = 1,515: dwpebipwynpnuip' updulutipny’ wnwybwgnyup 100- Lwdwdwjuwgph ndh
a4 33601167 | hdbubn nin wlwt d;: Nhrnwubihnpjwt dwdltinp wntdwqu 70%-h wnfwjnieinit dwnwlwpwpdwl wwhht, buqugnyup' 4 q 1,500.00 p.bpluwt, dbig dinubint wwhhg

wnuwph: Pwpbpwynpnudp hbpdbunhl, gnpdwpwuwiht dwlugdwdp b whnwlwynpdwdp, (hwdwdwu 1ISO 18113 swnph T.Uwywu 37 20 wotuwwnwupuwht

unwunuwpunubph wwhwugh), niubuw fudpwpwtwlh b wypwupwuhgwiht dwdljwgpbp, wpunwnpnnh Ynndhg opbiph pupwgpnul

wpunuwnpdwt wduwpyh b wyhunwubhnyewu dwdlbnh hunwl ugnwdubpng:

2np uyhwnwl thngbudw hwdwubn quuguws, oguugnpdynud | utunignn dhowdwjnpbph wwwpwundwy hwdwn:

Mhwnwbihniyejwt dwdljnt wnudwqu 70%-h wnlwnieiniu dwinwlwpwpdwt wwhht, hwpbpwynpnup’

wnwybjwgnyup 2-wlwt Yg, htpdtnhly wwpwutpnd' hunwl whunwlwynpdwdp, wypwupwuhoh W

fudpwpwuwlubph wwpnwnhp Upnwiubpny:

Cwidwwwwnwufuwuh npuwlht ubpyujwgdnn dhowqguiht unwunwnpunubpht W niubuw npulh hwdwuwnwghp Lwdwdwjuwgph ndh

(wpwnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwdwunwaghn): gnpdwpwuwiht whnwlwynpnwing (hwdwdawiu p.bpluw, dbg dinubint wwhhg
85 | 24300000 |£hihuliul dwpnin ilinng 1SO 18113 ywpph unwunwpunubph ywhwush), niubuw fudpwpwiwlh U wypwupwuhpwihtu dwdljwgpbn, ba 5.00 Y Uwpwu 37 20 wtuwwnwupwihu

wpuwnpnnh Ynnihg wpunwnpdwt wduwpdh bW whnwbhnpjwu dwdlybnh hunwy ugnwiubpny: ludpwpwtwlyp Yph
huwnwy dwdlywghp, wdpnnoniejwdp (huh dhwinbuwy (Gwdlbnh, wpnwnpnnh b hwebpwynpdwt wanwiny) W
niubuw wpnwnpnnh Ynndhg ludpwpwuwyht ubplwjwgynn npwiyh hwdwunwghp: Upnwnpnigniut niubuw
ubpnpdwd npwih Yunwdwpdwt hwiwlwnpg' npwyht ubplujwgynn dShowqguiht hUO unwunwpwnutiphu
hwidwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD):

optiph pupwgpnud




Bbipuhuhnqubiph hwpnighsubiph

MEN hwdwpwdnt ihuhywlwu b opowlw dhowduwyph udnpubpnud (Ynwup b oph bdnigh Ynugbunpuin)
Jepuhuhnqubph hwpnighsubiph yhpnubun b wdhpnybunm gunwdubph (Yersinia enterocolitica, Yersinia pseudotuberculosis)
YUI3 hhpphnhqughnt- $ynipbugbunwh nbnblghwih dhongny (nwppbipwl FRT) wugwwnbint W nnwppbpulytine
hwdwp «<hpwlywy dwdwuwlyh» nbdhdnud: Cwlwpwdnit wnwuynwgywsd b «Rotor-Gene» 3000/6000
wdwyh$hywwnnph hwdwp: <wdwpwdnih inbinuthnfudw gbipdwjht ntidhdp 2 - 8 °C L, 5 ophg ngy wyb): <wldwpwdniu
wnuwwywnwgyws k «Rotor-Gene» 3000/6000 widwyh$hywwnph hwdwp: <wdwpwdni twhuwwnbudws £ uduqugnyup

Lwdwdwjuwgph ndh

Jhpnybuwn b wyhpnybun gnwdubph 55 ntiwyghwih hwdwn' Ubpwnjw| unnighsutinp: Mhrwbihnyewt dwdlytivp wnudwqt 70%-h wnlwjnuye)niu p bl g Wbt wuhhg
86 33691420 [(Yersinia enterocolitica, Yersinia dwunwlwpwpdwt ywhht: Cwdwywnwufuwih npulht bbpluwjwgynn dhowqquiht unwunwpunubphu bW niubuw Inwlwqd 1.00 A Uuyuil ’37 20 wpuwnupughl
pseudotuberculosis) YL U wugwnbint npuwlh hwdwunwaghp (wpnwnpnnh Ynndhg fudpwpwuwyhtu ubpyujwgynn hwdwuwnwghn): Snpdwpwwihtu
b vwppbpwybnt hwdwpwdnt whunwlwdnpnwding (hwdwdwju 1ISO 18113 wpph unwunwpunubph ywhwugh), niubtw fudpwpwuwyh b ontinh pupigpnud
wuypwupwuhpwiht dwdljwgnbp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubihniewy dwdybnh hunwy
ugnuiubpny: fudpwpuwtiwlyp Yph hunwy Swdlywghp, wdpnnonipjwdp (huh dhwnbuwy (dwdlbnh, wpunwnpnnh b
thwpbpwynpiwt wanwind) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubipluywgdnn npwlyh hwdwunwghp:
Upwwnpnipniut niubuw ubipnpdwsd npwlh Yunwdwpdwt hwdwlwpg' npubht ubipyuwjwgynn dhowqquihu hUO
unwunupunubiphtt hwdwwwwnwufuwu (ISO 13485-2017, 9001-2015, CE b/ywd IVD:
Lpwlwqdp pwnugwsd b Yhg hwybidws 1.3 -nud pipdwd wuypwupubiphg, npnup twhiwnbudws bu Legionella
pneumophila dwupth wébigdwu hwdwp:
hwpwduh ghtp dlwynpynid | hwybjwé 1.3-h wypwiiptiiph pinhwtinig wpdtiph hwtipugnidwpny
Lighnttuititinh wébgduwl hudwp < ‘13““ fuipiinud & qliughl wnwguipbh wipuidwiibih duwu: Stiul bunp £ bl L uhduiius Cwidwdwitignph nidh
87 | 33601420 |PMPENWIYwS widuurnpnduihl wquinh Spustiuut: Uwutiulgh Ynnidhg bupuwlbinbphg jnipupuitigniph duuny gt s ouiply subpluyuight Inuiljuiqu 1.00 p-bpuwit, dtig tnliint wuihhg
b wéh nu punpnnuwt hwybnuiubph Yuuid tbpupuigyus suiplubpnud bupwlbntpt I"F.l—lh e L oo - T.Uwywu 37 20 wotuwwnwupuwht
nulwqd (ywhwtgynn funnyeyniup, éu’:hu’llm L mj[h) qhuwnui huwjunp unyl g l: pwdif pn[lnp ' [ L h dwuny ontinh pupigpnud
dbpdymd k:
Uuwnnuwljupupdnn wgputiph wghi-wiputpugnbnp whnp & bbpluwwgdbl huduwgunuutut hudsdws 1.3-
nud ppgwé wwpwptbph gwljh
Lpwlwqdp pwnlugws £ Yhg hwybidws 1.4 -nud pipdwd wypwupubiphg, npnup twhuwnbudws Bu Ywpuwdpbnphg
ph$hnnpwlnbphwubph punpnnuiuwt wugwwndwl nu qunnipubph hwadwnplyh hwdwnp
hwpwduh ghtp dlwynpynid | hwybjwé 1.4-h wypwiipiiph ptinhwtini wpdtiph hwtipugnudwpny
< -l-.;‘ﬂm n husudned & qlasglts nngupih wtmusduiibih duns: Studadt 'h t nygnd uwhdwtidus Cudusdwwagnh ndh
jnip wn
88 33691420 BSC- ujpnujhntiuiin wiquiph hhdp! dhmut:mq:m Umuhmqgh' nd} Gl I','l :, :'a n it sintph dmum{ i I"I" " ,_ I ',I‘“ —— Inwljuqd 1.00 p-bplutt, dtig duntitin uuihhg
hwybnwing Yt bl o ubpnu bl L": ;I"r'.llh St Gnuht Lo . huut 'I' N - T.Uwywu 37 20 wotuwwnwupuwht
(ywhwtgynn [ummmmhn, gummlm b u.qlh) nbwypnud hwyinp unyts sgwihwpwduh pninp upwlbnbph dwuny ontinh pupigpnud
dhpdt{nul k:
U ! ph Cuwiphul-unypuitipuigntnp whnp | tbpluyugdbl huuuuinuwuhut hudbydws 1.4-
nuf phpl{mb mmpmhgbhph gwtlh:
Lpwlwqd punlugws £ Yhg hwybidws 1.5 -nud pipdwd wwypwupubiphg, npntp twhiwnbujws Bu - htidndhjubiph
nwppbipwlydwu hwdwp:
hwpwduh ghtip Suwynpynud £ hwgbijwd 1.5-h wwputiptitiph pughwtinip wipdbiph hwtipugnuiwpnd;
Cwdbywd 1.5-p hwdwpynud £ quught puiplh wp ““ﬂmu%l‘""" Jwitiwly | uwhdwtjws
t 5 Yupwpiwy dwdlbnh fudpwpwtiwlh Ywpwpnudp whnp k hpulwbwgdf Lwdwdwjuwgph nidh
g9 | 33601420 |Y WX nndntititinnd ulwjwnwlbiph uhmuumqmu Umuumugh unrlahg Lkwnkiphg tgniph dwuny qlwght guiply stibiply by puluqy L00 p-Gpluw, ubig duntibint wwhhg
Inwlwqd Ywd ubpyuywgdws uiplubipnud bupwltnbnf "r'llh dklh dnwht wihwiwy : unyejwt FUwpwu 37 | 20 wptuwnwupwihu
(ywhwtgynn funnyeyniup, pwtwlp b lujl'u) qhumnld hwjwnp unyt swihwpwduh pninp b Lwnbph dwuny optiph pupwgpnud
dbpdymd k:
u Yupuwpynn wupwtiph Cwghy-wupwtipwgptipp whnp k ubiply {6t hwdwy fuwts hwtyws 1.5-
nuf pipdwé wwpwptbph gwiiljh:
Lpwluqdp punyugws £ Yhg hwybgws 1.6-nud pipdwsd wwpwuptbiphg, npnup twhiwnbuws bu YEuuwpwuwlwu
unieh Yud uttinwdpbnph tdnignud pninnynuinpuhtih’ - Ybuwpwbwlwu thnpsh dhengny skgnpuigdwt nbwlyghw)nut
hwjinuwpbpdwt hwdwp:
Quithwpwduh ghtp dlwynpynud | hwybjjwé 1.6-h wypwiptiph pinhwtinip wpdbiph hwtipuignuwpny;
Lwnfty ‘LGE Jwpynud £ quuwght ownlh wupwdwtbih dwu: Yudwt d uwly ygny uwhdwuws Cwdwdwjuwgph nidh
Pnunnyhtuwiht whunnpnghs 2hénljubiph ugnip L piwt dwdljnh judpwpwtiwlh o Ywpwpnuip whnp § hpulut It p.bplwu, dbig dinubint wwhhg
90 | 33691420 | | wqu A B, E, C, F nhuh dhuwutiubut: Uwubiuligh Ynndhg bpwlbunbphg nupupubsninh duund qbuht wnwgwnl subpbupugtby (nwhuiad Leo TUwpwt 37 | 20 wotuwnwtpwiht
Y ubiply Jwé 9 .'.‘ L. 'hh[atul{hu\hphg nplh dkhh dnht wihwd .L unipjwt opkinh pupwgpnud
(ywhwtgynn funnipynitip, pwiwlp b wyjt) nbypnud hwynp unyt swihwpwduh pn[nn YEwnbph dwuny
dbpdymud k:
u Yupwnynn wupwtiph Cwzhy-wwpwipwgntipp whnp £ ubipluwywgyt | 1 fuwts hwtws 1.6-

nuf pipdwé wuypwptiiph gwyh:




Lpwluqup punyugws £ Yhg hwdbwsd 1.7 -nud pipdwsd 40 wudwunidng hwlwdwupkwht nbnkpny pneb
uwywnwlubiphg" hwlwdwupbwjht ntntiph bywndwdp gquiniunieiniup npngbint huidwn:
Quithwpwdth ghtip Slwdnpdnud b hwybws 1.7-h wwpwtiptiph pinhwitiniy wipdtiph hwtipwgnuwpny
Cwbipdws 1.7-p hwdwpynud | quwyhts owplh whpwdwubih dwu: Fudwl dwdwtwl ygny uwhdwtiué
pupwitignip dwnwlupwpdut dudytnh fudpwpwtinbh dwnwhwpwpnudp whnp § ipul At Cuduitulwgnh nidh
33601420 | “Whwdwtinbuyht ubuiunwlittinh dpuwutiuluit: Uwutiuligh Ynndhg bupulntiphg jnipupuitignih dwuny quuwht wewgwipl stbpuyugtty —— 100 p.bpluwi, | dbig dnbibnt wjuihhg
nwluiad {yund Ubpljuyugufuws winwguinlibpnu bupwlbntnhg nplh Wl Gniuht wishusuguinufwbngewt Uyuili 37 20 wiguunutipu
(wwhwtgynn funnipynitp, pwtiwlp L wyjt) nbwpnud hwyinp unyt swihwpwduh pnpnp upwltinbkph dwuny ontih pupewigpnud
dbpdymud k:
Uwnwlwpuipinn wnyputiph Swghi-uwputipugnbnp whing & bbpluyugdbl hudugunuwhist hunpus 1.7-
nuf pipdwé wuypwptiiph gwyh:
Lpwluqup punugws £ Yhg hwybgws 1.8-nud pipdwsd wwpwuptbinhg, npnup ogunwgnpdynud Gu
dhypnopqwuhquutinh nwwppbipwldwl hwdwp' pun pshuutinhu wdtuwentinp $tipdtunwgubine W/wd
wihUwppeniubpp pwjpwjtint hwnynuyejwu:
Quuhwipuidtih ghtip Aluwudnpunus & hubyduws 1.8-h wwputiptibph plghwting wndbph hutipuwgnuiupny
Suntipwd 1.8-p hundwipynud | qliwght puinljh wiipwdwtibh Swu: Yudwl dwiwbwlugnygny uwhdwtws Cwdwéwjuwgph nidh
Con e | sty dunShibinh b PRI 1 §n whi -
33601420 |Utuwentinny inwnpbinwlhs e L b e S tip uj wp by g g L00 p.bpluw, U tintibint wwhhg
ulwdwnwlubph puluqd hwutwlu: Uwutwygh Ynnd Pwy nhg jnipwpwitiginiph dwuny qtiwyf puny sutipuyugut)! FUwpwu 37 20 wotuwwnwupwh
wi ny 1! punyutr Pwy nhg np ynuy | I 1] J wgpnLt
Yyusd tiipl hud Lk bbbk Up dhlyh Gt wihud hawt . ntinh ppwgpn
(ywhwtgynn funnyeyniup, pwwlp b wyjt) nbwypnud hwynp unyt swihwpwduh pnpnp Bupwnbph dwuny
dbpdynud k:
u Yupwpynn wupwtiph Cwizhy-wypwiipwgpbpp whnp £ ubipluywgybl hudwyy fuwts hwybiyuws 1.8-
nud ppdwé wuwpwiptibph gwiljh:
1. Skfubhljuiljul punieuigpbnnul dquigdwd mnnkng Yud npng hunnlubhzUbn wuinmunhp 64 dunwlupunden woputiph hudor
2. Uwntwpwtiughts wwydwbtbp wwhwignn poinp wiuuwtynipbiph dunwlupwpnidp wwywhngb) hwdwy fuwts wwydwtitbpnu® Yhg' gbpduwhts nbdhish wwywhnynusp hu 1 phuwtipny
3. Ppnp dwhiuwbynipbiph hudwp wwpnwnpynud £ gnpéwpuwtiught thwpebewnpnuip’ wihpwdtain papap ndywiibiph dwlizdwdp’ dwilintbp, uipupwtiul, Swéljwghn, widwtnu, punwny du/wjwiny fwtr bnwtiwl/Yhpwndwl hpwhwiqubip L npuyp hwy 1w
Juijibin, htisubu twl fupwpwtiwlhb, dhwpbpwynpdwip tkphuywgynn® wpnwnpnnh Yandhg npdus hu by
4. in vitro wluunnpnzhy nbwqbtntibiph/Swiuuwtynipliph htin whnp | ubipluywgyh wbntuwnynipniu Jupghtubiphu gnpéwntiwlu punipwaptiph dlipwpbipjw) b uybigh$hywghuwyht hudwy fuwts thnp&wpYnudubiph wprynduptby
5. Npuyh pnud W/ hwdwpdbpnipjwl |puignighs quwk § (hwnywybu’ Yt 4-ny tpdws ndswiubiph | Yuynipjwt nwpnid) wywhwugnn Swiuuwtynipliph hwdwp wwhwigynid | dwnwluipupdwt b g renpRbnt pugniwt dholt dwiwtiwl’® dhigl 10

waf upwyhti op ( Jbignytip 14 op*npny wwpwtiptiiph dwipkwqbinénieynitip npnzbint hussuin)® g dtpnnutipny npuwtg quwk ay nbint iy ny, npt whywydwl Yuby Ih wwyduwt h dtg:




Cwbws N 1.1

«G<UMAP-CUYUY-2021-03» dwdlwgnny hpwytinh

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

<nuingbit pwg-nbnuwyniu thngh t, bwfuwwnbudws vuunwdetipph U Yihuhywywu unyeh udnpubpnid hpuhuhwutiph
hwpunwgdwu hwdwp:

Pwnuwnpnipyniup’ 10004 wwwnpwuwnh dhowdwjpnd.

Mbwwnnu 10 q

L-wuwwpwghuwpent 3 g

Lwwnphnudh whpnjwwn 2.51 g

Syhu 801q

MOPS/TRIS-5.5 g

Owfuup' 40.2 g thngh dhowdwyp 1000 d| pnpwd 9phu:

Mhwnwubihniejwu dwdybnu wnujwqu 70%-h wnlwjniyeiniu dwnwywpwpdwu wwhhu, punhwuny dwdybunp'
ujwqugnyup 3 nwnph, gnpdwpwuwiht htpdbnhy thwebpwynpdwdp b gnpdwpwuwht whnwlwdnpnwing (hwdwdwju
ISO 18113 swpph unwunwpwnubph wwhwugh), wnwybwgnyup 0.5 Yg Yondwdpny: Mwpwwnhp kb judpwpwuwlyh
owdlwahpp, wpunwnpnn juqdwbpwynigjwu wujwunidu nt hwugbu, wpwnwnpnnh Ynndhg wpnwnpdwu wduwpyh b
whwwubjhniejwu dwdytinnh hunwy upnwdutipp: Logwd b in vitro Yhpwndwt dwuht upnwdp Yud unyuwlwuwgdwu
(nwgnighs wy dhongubip, op.' Yuwnwingwhu hwdwp, wwypwuph hwdwp: ludpwpwuwlu wdpnnenipjwdp |hup
dhwwnbuwy (dwdybnh, wpnwnpnnh b hwebpwynpdwu wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhtu
ubipyuwywgynn npwyh hwwuwinwghp, gnpdwnuwywu punipwagnbiph thnpdwpluniejwu wpryniuputipn: Upinwnpnipniuu
niubuw ubpnpdws npwyh Yunwlwpdwu hwdwlwnpg' npuyhu ubpyujwgynn dhowgquih hUO unwunwpwnubiphu
hwiwwwwnwufuwu (ISO 13485-2017, 9001-2015, CE L/ywd IVD):

3btpuhuhnqujhu
1 ubillyuinhy wpgwuwyh
hhdp

Uya 0.50

Cwybnuwiu hpbuhg ubipywjwgunid £ hwdwubin thnoh quugywé:

Pwnuwnpnigyniup’ Sphyinquiu (hpgwuwt) 2 dg: 1 upquyp uwuwwntudws § 1000 b dhowyduyph hwdwnp:
Mhunwubihniejwu dwdybnu wnudwqu 70%-h wnlwjniyeyntu dwnwywpwpdwu wwhhu, punhwunip dwdybunp'
ujwqugnuup 2 twph, gnpdwpwuwjhtu htpdtunpy hwebpwynpdwdp b gnpdwpwuwiht yhwnwlywynpnwing (hwdwdwju
ISO 18113 swpph unwunwpwubph wwhwugh): Mwpwwnhp Gu® fudpwpwuwyh dwdlwaghpp, wpnwnpnn
8tipuhuhnquyht Yuqguwybpwnipjwu wujwuntdu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwtu wduweyh bW whunwubjhnigjwu

2 utitywhy wpqwuwyh  [dwdytinh hunwy upnwiubipp: Ladws £ in vitro Yhpwndwt dwuht Ugnwip Yud unyuwlwtwgdwt (pugnighs wyg upyuly 10.00
hwytnwd dhengubip, on.' jwwwinguyhu hwdwp, wwpwuph hwdwp: fudpwpwuwlu wdpnnonyejwdp |hup dhwnbuwy (dwdlybwnh,
wpuwnpnnh b hwpebtpwynpdwt wnnuwiny) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwyhu ubipluwjwgynn npwyh
hwywuwnwghp, gnpdwnuwlwu punypwgnptiph thnpdwpuuniejwu wpryniuputip: Upnwnpnigyniut niubuw ubipnpwd
npwih Yunwlwpdwu hwdwlwpg' npuwyhu ubpluywgynn dhowgquihu hUO unwunwpwnutphu hwdwwwwnwufuwu (1ISO
13485-2017, 9001-2015, CE L/ywd IVD):




Cwlud N 1.2

«G<UMAR-CUYUY-2021-03» dwdlwgnny hpwytinh

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

Mnihdhpuht whpnijwwn nnunigwhu Jwuhwny ppndphdninuwwnywnny wqwnh hhdp'

Pwnunpnigyniup 100 ) dhowyduwypnid (hwdwdwju F0US N hUO 21871-2010 unwunwpwnh wwhwugubph)' Yeunwup
hjntujwdph whwwnhy dqywsdp - 0.1 g, dwuhwn - 1.0 g, bwwphnuwh whpnwwwn - 1.0 g, uwwphnuwh Gpyunbnuywdws
$nudwwn - 0.25 g, uwwnphnudh pinphn - 0.2 q, Ywihnudh Gpyunntin. $nudwin - 0.025 g, dwqubtighniih unyduwn,
htwwwhhnpwwn - 0.01 g, ppndehdninuwnyw - 0.01 g, wqwp - 1.8 g: Dwjuup' 4.39 g dhowyuyp 90 U) pnpwd ophu:
Mhuwubihniejwu dwdybnu wnudwqu 70%-h wnlwjniyeintu dwnwywpwpdwu wwhhu, punhwun dwdybunp'
ujwqugnyup' 4 wwph, thwebpwynpnidp' hbipdawnpy wwpwubpnyg' 0.1 Yg Yondwdpubipny, gnpdwpwuwihu htpdbwnhy
thwpbtipwynpdwdp b gnpdwpwuwiht whunwlwynpnuwing (hwdwdwju 1ISO 18113 pwpph utnwunwpuutiph wwhwugh):
B. cereus-h wébigtwt Muwpunwnpp G udpwpwuwyh dwdlwghpp, wpunwnpnn juqdwlbpyniyejwu wujwundu nt hwughbu, wpnwnpnnh
PEMBA thowiwyp Ynnihg wpunwnpdwu wduwpyh b whwnwubihnigjwu dwdlbunp hunwy upnudubpp: Lagws E in vitro yhpwndwu dwuhu Ug 0.1
upnudp Ywd unyuwlwuwgdwu (pugnighs wy) dhongubip, op.' Ywwnwingwihtu hwdwp, wwypwuph hwdwp: ludpwpwuwlu
wdpnnontpjwdp (huh dhwunbiuwy (dwdybtivnh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw wpunwnpnnh Ynnihg
fudpwpwuwyhtu ubipywjwgynn npwyh hwjwuwnwaghp, gnpéwnuwlwu punipwagptinh thnpdwpuuntjwu wpryntupubn:
Upwunwnpnipiniut niubuw ubpnpdwsd npwyh Yunwywpdwu hwdwlwnpg' npuyhu ubpluyjwgynn dhowggquihu hUO
unwunwpwnubpht hwdwwwwnwuluwu (1ISO 13485-2017, 9001-2015, CE W/{wd IVD):

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
gnpdwpwuwiht whnwlwynpnuing (hwdwéwyu 1SO 18113 swpph unwunwpunubph wwhwueh), Mwpuwnpp Gu'
fudpwpwuwyh dwéwghpp, wpnwnpnn Jugqdwybpwnipjwu wujwunwdu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu
wduwpyh b whnwubihnyejwu dwdybnh hunwy upndubpp: Lagws k in vitro Yhpwndwu dwuht upndp Yud upyuly 10.0
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 hwdwwwunwufuwu (1ISO 13485-2017, 9001-2015, CE L/ywd 1VD):

Pwgh|ntu gbiptinwu
waqwnh hwdwp hwybnud




Lwyblyws N 1.3

«FUMAL-LUYUYH-2021-03» dwdlwagpny hpwybiph

2/h Uwpwuph wudwunuip Skuuhjulwl punipwgpbp /4 Pwuwlp [  Shup

Uhowywypp uwfuwwnbudws k Legionella pneumophila dwupkh wébkgdwu hwdwp: Ul thnpbudwu quugyws E,

wwwnpwuwnh Ypbwynid ubi-dnfupwgny wguwp £ Pwnunpnigyniup’ npndwihu dqywdp, wlunhdwgpwsd wdnifu, wgwn

(hwdwdwyu 1ISO 11731:1998 «Water Quality- detection and enumeration of Legionella» utnwunwnpunh):

Uhowdwypp wwhwugnud £ puinpnnuywu b wéh hwybnwdutip:

Muwwnpwuwnh dhowywyph dbg wubiuyuinhy wybjwgynwd £ dhnt Ywd fungnp Gnopwynp wuwuntuh 2hény:

Mhwnwubhnipjwu dwdybnu wnudwqu 70%-h wnywnieiniu Jwnwlywpwpdwu wywhhu, punhwunip dwdybnp'

ujwquagnyup 3 wnwph,

gnpdwpwuwihu htipdbwnhy thwpebtipwynpdwdp b gnpéwpwuwiht whinwywynpnwing (hwdwdwju 1ISO 18113 swpph

unwunwpwnutiph wwhwugh), wnwytjwgnyup 0.5 Yg Yondwdpny: Mwpuwnpp bu' judpwpwuwyh dwdlwghpp,

wpuwnpnn jugdwybipynipjwu wujwunwu nt hwugbt, wpunwnpnnh Ynndhg wpnwnpdwu wduwpdh b

Legionella pneumophila dwupth  |whwwubhnipjwu dwdytnh hunwy upnwdubipp: Logws k in vitro Yhpwndwt dwuht upnuip ud unyuwlubwgdwu
wétigdwu dhowywyn (nwignighs wy dhongutip, op.' Yuwuwwingwiht hwdwp, wwpwuph hwdwp: fudpwpwtwlu wdpnnonipjwdp |huh

dhwwnbuwl (dwdybnh, wpunwnpnnh b hwpetipwynpdwiu wnnwiny) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwyhu

ubipyuywgynn npwyh hwjwuwnwghp, gnpdwnuwywu punipwagntiph thnpdwpluniejwu wpryntuputip:

Upwnwnpnipjniut niubuw ubpnpqws npwyh Yunwdwpdwu hwdwlwpg'

npwlhu ubipyujwgynn dhowqgquihtt hUO utnwunwpwnubipht hwdwwwwnwufuwu (ISO 13485-2017, 9001-2015, CE

U/Ywd IVD):

Uag 0.50

Lwybinwip bwjuwwbugws t Gghnubjwubph punpnquwu wéh hwdwp: Updwyubpny, 1 updwyp vwuwnbudws
100 d) dhgwuyph hwdwn: Pwnwnpnipniup’ gihghts - 0.3 g, Jwulndhght hhnpnpinphn, - 0,1 dg, wnjhdhpuht £
unydwun - 8000 UU, ghyinhtipuhdhn - 40 dg,: Mhuwubjhnigjwu dwdlytinnu wnujwqu 70%-h wnlwjnip)ntu
dwnwywpwpdwu wwhhu, punhwunip dwdybnp' uuqugnyup 2 nwph, hwebpwdnpnuip' gnpdwpwuwhu
htipdbwnhy hwpebpwynpdwdp b gnpdwpwuwihtu yhnwlwynpnwing (hwdwdwyu 1ISO 18113 pwnpph unwunwpwnubph
wwhuwugh), niubuw fjudpwpwuwyh b wwypwupwuhpwihtu dwdlwagptip, wpunwnpnnh Ynndhg wpnwnpdwu wduwpyh
U whwnwubjhniejwu dwdytivnh hunwy upnwdutipny: ludpwpwuwyp Yph hunnwy dwdywaghp, wdpnnonipjwdp (huh

2| lGghnublwubnh wbgUwl wofuw- {1 nbuwy (dwdlybnh, wpnwnpnih b hwpebpwynpiwy wanwng) U niubbw wnunwnpnah Ynnihg fudpwpwwyht uny 10.00
nnndwyht wawnh hudwp ubipyuywgynn npwyp hwywuwnwghp: Upnwnpniggniuu niubuw ubpnpqwsd npwyh unwjwpdwu hwdwywpg'
npwlhu ubipyujwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-2015, CE
U/Ywd 1VD):

Cwybnd punpnnuiwu’




Cwybind wéh' wnwug L-
ghuwnbihup

Cwybnuip bwfuwwnbudws b |Gghnubjwubph wébkgdwu uunignn dhowywyph hwdwp' npwtiu wéh gnpdnu:
Pwpbpwynpqwsd § updwlyubpnd, 1 upduyp twfuwwnbudws £ 100 b dhowdwiph hwdwp: Pwunwnpnygyniup’ a-
Ytwnngynunwpwppryh Yuhnwlwu wn 0,1 g, wgbnwdhn-wdhtwtpwu-unybnuwppywihu (ACES)-pnibtin (pH-
6,9)/4wihnuwih hhnpopuhn 1.0 q, Gpywph (1) whpndnudpwn 0,025 q: Mhwwubihnipjwu dwdlbnt wnujwqu 70%-h
wnlwynipniu Jwunwlwpwpdwu wwhhu, punhwunip dwdlybnp' uwqugnyup 2 mwph, hwebpwynpnidp
gnpdwpwuwihu htipdbwnhy thwpebipwynpdwdp b gnpéwpwuwiht whinwywynpnwing (hwdwdwyu 1ISO 18113 owpph
utnwunwpwubiph wwhwugh), niubuw fjudpwpwuwyh b wwypwupwuhpwihtu dwdlwagpbn, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpyh b whunwubihnygjwu dwdybnh hunwly upnwutipny: ludpwpwuwyp Yph hunwy dwdlwghn,
wdpnnontpjwdp huh dhwwnbiuwy (dwdytinh, wpnwnpnnh b hwebpwynpdwu wnnwing) b niubuw wpunwnpnnh
Ynnuhg fudpwpwuwyht utipywjwgynn npwyh hwjwuwnwghp: Upnwnpnipniut niubuw ubipnpdwsé npwyh
Yuwnwywpdwl hwdwlwpg' npwyhu ubipywywgynn dhowqguyhu hUO unwunwpunubpht hwdwwwwnwuluwu (ISO
13485-2017, 9001-2015, CE L/ywd IVD:

unpy

10.00




LwybJwd N 1.4

«FUMIAP-LYHUY-2021-03» dwdlwanpny hpwybiph

/h

Uwpwuph
wujwunwip

Skjuuhjwlwu puniypwaqptp

A

Lwuwlyp

Shup

BSC- ypnwhnuwn
wawnh hhdp

Uhswdwjpp twfuwwnbudws E Ywptwdebpphg phdhnnpwlnbphwubph punpnnuywt wugwndw nt qunnieubiph hwadwnyh
hwdwp (hwdwdwju F0US 29981-2013, 33924-2016 unwunwpwutph b UNKY 4.2.999-00-h wwhwugubiph): Pwnwnpneniup’
Lbwqbihuph $bpdtunwnpy hhnpnihqun' 10 g

fudnphswjht dqwép’ 1

Ywihnwh nhhhnpn$nudwn’' 3 g

SpyywihnuWdwlwu nhhhnpndnudwn’ 4,8 q

Udnupnuih uny$wwn' 3 g

Uwqubtighnwip uny$wwnh htiwyunwhpnpuwn' 0.2 g

L-ghuwnbhtu hhnpnpinphn dnunhhnpwwn’ 0,5 g

Lwuwphnwh ypnwhnuww' 15 g

Quwjwlwnohgnuwfuwppn' 10 g

Uguwp'15 g

Owfuup' 62.02 g thngh 1000 dj pnpwd ophu: Pwebrpwynpnidp wnwybwagnyup 0.1 Yg Yondwdpny: Uhswduwipp wwhwugnid £ uwl
hwybnwd:

Mhwnwubihnpjwu dwdlbnt wnudwqu 70%-h wnuwjnieinit dwnwwpwpdwt wwhht, punhwung dwdybnp' uJuqugnyup' 4
wnwph, gnpdwpwtwiht hpdbnhy hwpebpwynpdwdp b gnpdwpwuwiht yhnwywynpnidng (hwdwéwu ISO 18113 swpph
unwunwpwnubph wwhweh): Mwpuwnhp U fudpwpwtwyh dwdywaghpp, wpnwnpnn fugqdwybpwnipjwt wudwunwu nt hwughu,
wpwwnpnnh Ynnidhg wpnwnpdwt wduwpdh b whnwubihnygjwt dwdybnp hunwly ugnwubpp: Lodwd E in vitro Yhpwndwt dwuht
uonudp Yud unyuwlwuwgdwt pwgnighs wy dhongubip, op.' Yuwwingwiht hwdwp, wwpwuph hwdwp: ludpwpwuwyu
wdpnnontpjwdp |huh dhwnbuwl (dwdlbwnh, wpunwnpnnh b hwpbpwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg
fudpwpwuwyht ubiplwjwgdnn npwyh hwywuwnwaghp, gnpdwnuwywt punewagntiph thnpdwptuniejwt wpryntuptbn:
Upuwnpnieyniut niubuw ubpnpdwsd npwyh unwdwpdwy hwdwlwpg' npwlht ubiplwjwgynn dhowaqguiht hUO
unwunwpwuubpht hwdwwwwnwuluwt (ISO 13485-2017, 9001-2015, CE L/ywd IVD):

Ug

0.10

Lwybnut* BSC

wpnwhnuwwn wawnh
hwdwp

Cunpnnuywu hwybin £ twuwnbuws Yupuwdpbppnud phdhnnpwlynbphwubph qunniypubph hwodwpyh dhongny
punpnnuywt wugwwndwt hwdwn: UkY upjwyp wwpniiwynid £ wnudwqt 25 dg dniwghpnght hwwphnnhy b bwuwwnbujws &
500 J| dhowdwjph hwdwp: Mhunwubihniyegjwi dwdlybnt wnudwqu 70%-h wnwynienit dwwnwlwpwpdwu wwhht, punhwunig
dwdlybwnp' ujuqugnyup' 2 nwnph, gnpdwpwuwiht hbpdbunhy hwebpwynpdwdp b gnpdwpwuwiht whnwlywdnpnudng (hwdwdwju
ISO 18113 gwnph unwunwpwnubph wwhwugh), niubuw fudpwpwuwyh b wwypwupwuhowiht dwdljwagpbn, wpwmwnpnnh Ynndhg
wpunwnpdwt wduwpdh b whnwubjhnigjwt dwdytinh hunwly tonwubpny: ludpwpwuwyp Ynh hunwy dwdlwahp,
wdpnnontpjwdp |huh dhwnbuwl (dwdlybnh, wpunwnpnnh b hwpbpwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg
fudpwpwuwyht ubpyuwjwgynn npwyh hwjwuwnwghp: Upnwnpnigniut niubuw ubpnpdwd npulyh Yunwdwpdwy hwdwlywpg'
npwlypht ubplwjwgynn dhowqgquiht hUO unwunwpuubpht hwdwwywwnwuluwu (ISO 13485-2017, 9001-2015, CE L/ywd IVD):

uny.

10.00




Cwybpws N 1.5

«G<UMAR-CU4Y4UY-2021-03» dwdlwagnny hpwybph

/h

Uwpwuph wujwunwdip

SEluupywlwu puniypwgpbp

/4

Lwuwyp

Ghup

Uywywnwlubp V
gnpdnuny

Ogunuwgnnpdynid u htdndhjiubiph nmwppbpwydwu hwdwn:

Snipwpwtgnip ujwldwnwyp bwfuwwnbuywsd £ 1 pbunh hwdwp:

Pwpbpwynpndp’ |hup hipdbwhy, gnpdwpwuwiht, nippupwugnip thwebipwdnpdwu dbe wnwdjugnyup 25 uudwnwl: Nwpunwnhp §
intpwpwugninp thwebipwdnpdwt Ynw fudpwpwtuwyh dwdlwahpp, wwpwupwuzh wudwunwdp, dwdytinubiph hunwy ugnwdubipp b wyju:
Mhwnwubihnuyejwy dwdybnp wnujwqu 70%-h wnwiniginit dwnwywpwpdwt wywhht, punhwunip dwdybnp uduqugnyup’ 2 nwnh,
thwpbprwynpnuwp' htpdbunpy:

Cwdwwwwnwufuwuh npwyht ubpyujwgynn dhowaqguihu hUO unwunwpuubipht W niubuw npwyh hwdwuwnwghp (wpunwnpnnh Ynndhg
fudpwpwuwyhtu ubipywjwgynn hwywuwnwaghn): lvdpwpwuwyp wdpnnontejwdp |huh dhwnbuwl (dwdytinh, wpnwnpnnh W
thwpbpwynpdwu wnnwiny):

ujwywnuwy

50.00

Uywdwnwlubip X
gnpdnuny

Ogunwannpdynwd Gu htdndhjubph nwppbpwydwu hwdwn:

Snipwpwginip ujwywnwlp bwuwnbugws £ 1 plunh hwdwp:

Pwpbpwynpndp' |huh hbpdbunhly, gnpdwpwuwht, jnppupwignip hwebpwynpdwi dby wnwybjugnyup 25 ujudunuy: Nwpunwnhp b
ntpwpwginip thwetipwynpdwi ypw fudpwpwtuwlyh dwdlywaghpp, wwpwupwuzh wujwunwdp, dwdlbunubph hunwly ugnwiubipp W wyju:
Mhwnwubhnigjwu dwdybinp wnudwqu 70%-h wnluwnieiniu dwnwlwpwpdwt wwhhu, punhwuny dwdybnp ujwqugnyup' 4 tnwnh,
thwebpwynpnidp' htpdbwnhy:

Cwlwwwwnwufuwuh npwyht ubipyujwgynn dhowaqguihtu hUO unwunwpwutipht W niubuw npwyh hwdwuwnwghp (wpunwnpnnh Ynndhg
fudpwpwtwyht ubipywjwgynn hwyjwuwnwaghn): udpwpwuwlyp wdpnnontejwdp |hup dhwnbuwl (dwdlybinh, wpnwnpnnh b
thwpbpwynpdwu wnnidny):

ujuywnuwy

50.00




Cwylwd N 1.6

«G<UMAR-CUYUY-2021-03» dwdlwgpny hpwytiph

2/h Uwypwtiph wugwnuip Sbluuhywlw punipwgnbp 2/6 | Swuwlp | Shup

Lwfuwwbujwsd E pninnynuinnpuhup skgnpugdwu ntiwyghwih hwdwn: hpkuhg ubipywjwguntd £
pnuinihuwihtu dnunwnnpuhuubpny b hwdwwwwnwufuwt wnhwh nnpuptuny hdniuhqugywd &hnt ohéinty,
lhnbhihqugywsd U igywsd upjwyutiph dbg: Snipwpwugnip upwyp wwpniwwynid £ uduquagnyup 1 4d;
ohéniy: Mhunwubjhnipjwu dwdytivnp wnujwqu 70%-h wnywjnipintu dwwnwywpwpdwu

wwhhu.  wdwwwwnwufuwuh npwyhu ubpywjwgynn dhowqggquiht unwunwnpuutiphtu b niubuw npwyh
hwyjwuwnwaghp (wpnwnpnnh Ynndhg judpwpwuwyht ubipyuwywgynn hwjwuwnwaghp): gnpdwpwuwhu
whuwlwynpnidny (hwdwdwju 1SO 18113 2wnph unwunwpunutiph wwhwueh), niubuw judpwpwuwyh unpyjwy 20.00
U wwpwupwuhawihu dwdlwgntip, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b whunwubhniygjwu
dwdlytitnh hunwy upnwdubipny: fudpwpwuwyp Yph hunwy dwdywghn, wdpnnontpjwdp |hup
dhwwnbuwl (dwdlbwnh, wpunnwnpnnh b thwpetipwynpdwu wnnwiny) b niubuw wpwnwnpnnh Ynndhg
fudpwpwuwyhtu ubipywywgynn npwyh hwywuwnwaghp: Upinwnpnieiniut niubuw ubipnpwsd npwlyh
Yuwnwywpdwl hwdwlwpg' npwyhu ubipywywgynn dhowqguihu hUO unwunwpunubphu
hwdwwwwwufuwu (ISO 13485-2017, 9001-2015, CE L/ywd IVD:

Pnunnihuwihtu wfuwnnpnohy
2htiniy A inhuyh

Luwluwwnbudws £ pninninninpuhuh segnpugdwu nbwyghwih hwdwp: hptiuhg ubiplujwgunid £
pnnnihuwht dnuninnpuhuubtipny b hwdwwwwwufuwu inhwh wninpuhuny hdntuhqugywsd dhnt 2héinty,
lhndhihqugywsd b |gywsd upjwlubiph dbg: 3nipwpwugnip upjwlyp wwpniuwynwd £ ujuquagnyup 1 dg
ohtniy Mwhwwudwu sbipdwuwnpbwup 2-8°C, dwdltip' 5 tnwph: Mhunwubihniypjwu dwdytnp
wnuyjwqu 70%-h wnywynipinttu dwnwywpwpdwu ywhhu.  wdwwwunwufuwuh npuwyhu ubpluywgynn
dhowqgujhu unwunwnwnubpht b niubuw npwyh hwjwunnwghp (wpwnwnpnnh Ynndhg
Fnwnyhuwhtu wiuwnpnzhs  fudpwpwuwyhu Ubpluwywgynn hwjwuwnwghp): gnpdwpwuwhu whnwlwynpnwing (hwdwdwu 1SO
ohtinly B inhwh 18113 pwpph unwunwpwnubph wwhwugh), niubuw fudpwpwuwyh b wwypwupwuhpwihu dwdywagnbp,
wpuwnpnnh Ynndhg wpunwnpdwt wduwpyh b yhnwubijhnijuu dwdytinh hunwy upnidubipny:
rudpwpwuwyp Yph hunwy dwdlwghp, wdpnnoniejwdp |huh dhwnbuwy (dwdlybunh, wpunwnpnnp
thwpbpwynpdwu wnnwiny) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhu ubipywjwgynn npwyh
hwyjwuwnwghp: Upnwnpniginiut niubuw ubipnpyws npuyh yunwywpdwu hwdwlwpg' npwypu
ubipyuwywgynn dhowqggquwihu hUO unwunwpwnubpht hwdwwwwwufuwu (ISO 13485-2017, 9001-2015,
CE b/ywd IVD

upywl 20.00




Pnunnihuwihtu wfuwnnpnohy
2htniy E inhujh

Lwfuwwnbujwsd E pninnynuinnpuhup skignpugdwu nbwyghwih hwdwnp: bpbuhg ubipywjwguntd
pnunnyhuwiht dnuninnpuhuubipny b hwdwwwwwufuwu wnhwh wnnpuhtuny hdnthqugywsd dhnt 2héinty,
lhndhihqugywsd U igwd upjwyutiph dbe: Snipwpwuginip upjwyp wwpniwwynid £ ujuqugnyup 1 4d;
oh6nty: Mwhwwudwu gbpdwuwmhwup 2-8°C, dwdlybwp' 5 niwph: Mhunwubhniejwu dwdltnp
wnujwqu 70%-h wnlwnipintt dJwunwywpwnpdwu wwhht.  wdwwwunwufuwuh npuyhu ubpluwgynn
dhowqquwjhtu unwunwpwubtiphu b niubuw npwyh hwywuwnwghp (wpwnwnpnnh Ynndhg
fudpwpwuwyht ubipywywgynn hwywunwghn): gnpéwpwuwiht whinwywynpnuwing (hwdwdwju ISO
18113 owpph unnwunwpuutiph wwhwugh), niubuw fudpwpwuwyh b wwypwupwuhpwihtu dwdlywagntn,
wpuwnpnnh Ynndhg wpunwnpdwt wduwpyh b yhnwubihnigjuu dwdytinh hunwy upnwdubipny:
rudpwpwuwyp Yph hunwy dwdljwghp, wdpnnonipjwdp |huh dhwnbuwy (dwdlbunh, wpunwnpnnh
thwpbpwynpdwu wnnuwiny) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhtu ubipywjwgynn npwyh
hwjwuwnwghp: Upnwnpniginiut niubuw ubipnpwsd npuwyp yunwywpdwu hwdwlwpg' npwyhu
ubipyuywgynn dhowqggquwiht hUO unwunwnpwnubpht hwdwwwwnwufuwu (ISO 13485-2017, 9001-2015,
CE u/ywd IVD:

upyuly

20.00

Pnwnyhuwhu wiuwnnpnohy
2htniy C inhujh

Lwfuwwbujwsd E pninnynuinnpuhup skignpugdwu niwyghwih hwdwnp: hpbuhg ubipywjwguntd £
pnuinihuwiht dnununnpuhuubipny W hwdwwwwnwufuwu wnhwh nnpupuny hdniuhqugywd &hnt phéinty,
lhndhihqugywsd U igywd upjwyutiph dbe: Snipwpwuginip upwyp ywpniwwynid £ uduqugnyup 1 4d;
ohtnty Mwhwwudwu sbipdwuwnpbwup 2-8°C, dwdlbtinp' 5 niwph: Mhunwubihniejwu dwdlytinp
wnujwqu 70%-h wnluwjnipniu dwwnwywpwpdwu ywhhtu. wdwwwnwufuwuh npwyhu ubpywjwgynn
dhowqauwjhtu unwunwpuutiphu b niubuw npwyh hwjwuwnwghp (wpwnwnpnnh Ynndhg
fudpwpwuwyhtu ubipyuywgynn hwjwuwnwghp): gnpdwpwuwihu whnwlwynpnwing (hwdwdwyu ISO
18113 pwpph unwunwpwnubph ywhwugh), niubuw fudpwpwuwyh U wwpwupwuhowihu dwolwantp,
wnwwnpnnh Ynndhg wpnwnpdwu wduwpyh b whwnwubihnigjwu dwdlbnp hunwy upnidubpny:
hudpwpwuwyp Yph hunwl dwdlwghp, wdpnnonipjwdp huph dhwnbuwl (dwdybnh, wpnwnpnnh b
thwpbpwynpdwu wnnuwiny) b niubuw wpunwnpnnh Ynnihg fudpwpwuwyhu ubipyuwyjwgynn npwyh
hwjwuwnwghp: Upnwnpniginiut niubuw ubipnpdwd npwyh yunwdwpdwu hwdwluwpg' npwyhu
ubpywjwgynn dhowqgquihtu hUO unwunwpunubpht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-2015,
CE W/{wd IVD:

upyuly

10.00

Pnuniyhuwihtu wiuwnpnohy
2héniy F nhujh

Luwluwwnbudws £ pninninninpuhuh segnpugdwu nbwyghwih hwdwp: hptiuhg ubiplujwgunid £
pnnnihuwht dnuninnpuhuubtipny b hwdwwwwwufuwu inhwh wninpuhuny hdntuhqugywsd dhnt 2héinty,
Ihndhihqugywsé b |gwsd upjwlubiph dbg: 3nipwpwugnip upjwlyp wwpniuwynud £ ujuquagnyup 1 dg
oh6niy: Mwhwwudwu gbpdwuwnhwup 2-8°C, dwdlybwp' 5 nwph: Mhunwubpnypjwu dwdlytnp
wnuyjwqu 70%-h wnfwynipintt dwunwywpwpdwu ywhhu. wdwwwnwufuwuh npuwyhu ubpluywgynn
dhowqguiht unwunwnwnubpht b niubuw npwyh hwjwuwinwghp (wpwnwnpnnh Ynndhg
fudpwpwuwyhtu utipywywgynn hwywuwinwghn): gnpdwpwuwiht yhinwlwynpnuinyg (hwdwdwju ISO
18113 owpph utnwunwpuutiph wwhwueh), niubuw fudpwpwuwyh b wwypwupwuhpwihu dwdlywagntn,
wpuwnpnnh Ynndhg wpunwnpdwt wduwpyh b yhnwubihniejuu dwdytinh hunwy upnidubipny:
rudpwpwuwyp Yph hunwy dwdlwghp, wdpnnoniejwdp |huh dhwnbuwy (dwdlybunh, wpunwnpnnp
thwpbpwynpdwu wnnwiny) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhtu ubipywjwgynn npwyh
hwqwuwnwghp: Upnwnpnieyniut niubuw ubpnpqwd npuyh Yunwywpdwu hwdwlywpg' npwyhu
ubipyuwywgynn dhowqggquwihu hUO unwunwpwnubpht hwdwwwwnwufuwu (ISO 13485-2017, 9001-2015,
CE W/ywd IVD:

upyuly

10.00




Cwybiwsd N 1.7

«FUMAL-LUYUYH-2021-03» dwdlwagpny hpwybiph

2/h

Uy pwuph wujwunudp

Skjuuhjulwu punipuqpbp

/d

Lwuwlyp

Ghup

Cwlywdwupbwjhtu uywywnwlubip
ptughiwtiuhghihuny 1 UU

Syjw hwwdwupkh (ndnypeny utinddws pnebt ujwljwnwlutip hwlwdwupbwhtu ggwniunteniup
npnabint hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwuwnywsd b wwuwnhyt syninpynn unighg: Mwhwwudwu dwdytnp ujuquagnyup 2 twph, 2 -
8°C - nud:

Mhwwubihnipjwu dwdlbnu wnujwqu 70%-h wnlwjnientt dwnwlywpwpdwu wywhhu: Uwpwupp |hup
gnpéwpwuwht thwpbtipwynpdwdp b gnpéwpwuwiht whinwywynpnuwing (hwdwdwyu 1ISO 18113 owpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' fjudpwpwuwlyh dwdlwghpp, wpnwnpnn
Ywqdwybpwynipjwu wujwundu nt hwugbit, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b
whwwubhnipjwu dwdytinh hunwy upnwdubipp: Logwd b in vitro Yhpwndwt dwuht upnwdp Yud
unyuwlwuwgdwu [pugnighs wy) dhongubip, op.' wwnwinguwhtu hwdwp, wwpwuph hwdwp:
fudpwpwuwlu wdpnnonipjwdp (huh dhwnbiuwy (dwdybtinnh, wpunwnpnnh b hwebipwdnpdwu wnnwiny)
U niubuw wpwnwnpnnh Ynndhg fudpwpwuwyht ubipywjwgynn npwyh hwjwuwnwaghp, gnpdwnuwlwu
punipwagptiph thnpdwpuuntpjwu wpryntupubin: Upnwnpnie)niut niubuw ubpnpwsé npwyh
Ywnwywpdwu hwdwlwpg'

npwyhu ubipyuwjwgynn dhowqguihu hUO unmwunwpwnutipht hwdwwwwnwuluwu (ISO 13485-2017, 9001-
2015, CE U/ywd IVD):

ujuywnwy

450.00

Cwlywdwupbwjhtu uywywnwyubip
wdwhghihuny 10 dyg

Syjw hwwdwupkh ndnypeny utipddywéd pnet ujuljwnwlutip hwlwdwupbwihtu ggqwniuntpniup
npnabnt hwdwp: T updwyp Ywd pwprphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwuwnyws b wwuwnhyt syninpynn unighg: Mwhwwudwu dwdytnp ujuqugnyup 2 twph, 2 -
8°C - nud:

Mhwwubihnipjwu dwdlbnu wnujwqu 70%-h wnlwjnieniu dwwnwlywpwpdwu wywhpu: Uwpwupp |hup
gnpéwpwuwihtu thwpbtipwynpdwdp b gnpéwpwuwiht whinwywynpnuwing (hwdwdwyu 1ISO 18113 swpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywqdwybpwynipjwu wujwuntdu nt hwugbiu, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b
whwwubjhniejwu dwdytinh hunwy upnwdubipp: Logwd b in vitro Yhpwndwu dwupt upnwdp Yud
unyuwlwuwgdwu |pugnighs wy dhongubin, op.' juwwwngwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp (huh dhwunbiuwy (dwdytinnh, wpunwnpnnp b hwpbipwdnpdwu wnnwiny)
U niubuw wpwnwnpnnh Ynnihg fudpwpwuwyht ubipywyjwgynn npwyh hwjwuwmwaghp, gnpdwnuwlwu
punipwagptph thnpdwpuuntpjwu wpryntupubin: Upunwnpnye)niut niubuw ubpnpwsé npwyp
Ywnwywpdwu hwdwywpg'

npwyht ubipyuyjwgynn dhowqquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywd IVD):

ujwywnwy

450.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup

Cwlwdwupbwihu uywywnwlubp
wduhghthuny 2 dyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nud:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

200.00

Cwlywdwupbwjhtu uywywnwlubip

wdopuhghiht / Yluyniwuwppyny
20/10 dlg

Syjw hwwdwupkh ndnypeny utinddws pnet ujuwljwnwlutip hwlwdwupbwihtu ggwniunteniup
npnabint hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwuwnyws b wwuwnhyt syninpynn unighg: Mwhwwudwu dwdytnp ujuqugnyup 2 twph, 2 -
8°C - nud:

Mhwwubihnipjwu dwdlbnu wnujwqu 70%-h wnlwjnieniu dwnwlywpwpdwu wywhpu: Uwpwupp |hup
gnpéwpwuwihtu thwpbtipwynpdwdp b gnpéwpwuwiht whinwywynpnuwing (hwdwdwyu 1ISO 18113 swpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywgdwybpwynipjwu wujwunidu nt hwugbiu, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdytinnh hunwy upnwdutipp: Logwd b in vitro Yhpwndwu dwuht upnwdp Yud
unyuwlywuwgdwu |pugnighs wy| dhongubin, op.' juwwngwihu hwdwp, wwpwuph hwdwp:
fudpwpwuwlu wdpnnonipjwdp (huh dhwunbiuwy (dwdybtinnh, wpunwnpnnh b hwpbipwdnpdwu wnnwiny)
U niubuw wpwnwnpnnh Ynnihg fudpwpwuwyht ubipywjwgynn npwyh hwjwuwnwghp, gnpdwnuwlwu
punipwagptph thnpdwptuntpjwu wpryntupubin: Upnwnpnye)niut niubuw ubpnpwé npwyp
Ywnwywpdwu hwdwywpg'

npwyhu ubipywjwgynn dhowqguihu hUO unwunwpwnutipht hwdwwwwwuluwu (ISO 13485-2017, 9001-
2015, CE U/ywd IVD):

ujuywnwy

750.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup

Cwlwdwupbwihu uywywnwlubp
whwbpwghihtu /nwgnpwlyunwdny 30/6
dyg

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

250.00

Cwlwdwupbwihtu uywywnwlubp
opuwghihuny 1 dyg

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipntu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwnwghp, gnpéwnuwlwu
puntpwagpbiph thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

300.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup

Cwlwdwupbwihu uywywnwlubp
gtibopuhwnhuny 30 dyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu 1VD):

ujuywnwy

500.00

Cwlwdwupbwihtu uywywnwlubp
gtidinwghnhdny 10 dyg

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquanyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipntu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwnwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnihg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
puntpwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

950.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup

Cwlwdwupbwihu uywywnwlubp
gtidunphwpununy 30 dyg

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nud:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

750.00

10

Cwlywdwupbwjhtu uywywnwlubip
gtibnipopuhdny 30 dyg

Syjw hwwdwupkh ndnypeny utinddws pnet ujuwljwnwlutip hwlwdwupbwihtu ggwniunteniup
npnabint hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwuwnyws b wwuwnhyt syninpynn unighg: Mwhwwudwu dwdytnp ujuqugnyup 2 twph, 2 -
8°C - nud:

Mhwwubihnipjwu dwdlbnu wnujwqu 70%-h wnlwjnieniu dwwnwlywpwpdwu wywhpu: Uwpwupp |hup
gnpéwpwuwihtu thwpbtipwynpdwdp b gnpéwpwuwiht whinwywynpnuwing (hwdwdwyu 1ISO 18113 swpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywgdwybpwynipjwu wujwunidu nt hwugbiu, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdytinnh hunwy upnwdutipp: Logwd b in vitro Yhpwndwu dwuht upnwdp Yud
unyuwlywuwgdwu |pugnighs wy| dhongubin, op.' juwwngwihu hwdwp, wwpwuph hwdwp:
fudpwpwuwlu wdpnnonipjwdp (huh dhwunbiuwy (dwdybtinnh, wpunwnpnnh b hwpbipwdnpdwu wnnwiny)
U niubuw wpwnwnpnnh Ynnihg fudpwpwuwyht ubipywjwgynn npwyh hwjwuwnwghp, gnpdwnuwlwu
punipwagptph thnpdwptuntpjwu wpryntupubin: Upnwnpnye)niut niubuw ubpnpwé npwyp
Ywnwywpdwu hwdwywpg'

npwyhu ubipywjwgynn dhowqguihu hUO unwunwpwnutipht hwdwwwwwuluwu (ISO 13485-2017, 9001-
2015, CE U/ywd IVD):

ujuywnwy

800.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup

1

Cwlwdwupbwihu uywywnwlubp
gtibnuinwpuhiny 5 dyg

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu 1VD):

ujuywnwy

550.00

12

Cwlwdwupbwihtu uywywnwlubp
gbdwipuhuny 30 dyq

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquanyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipntu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwnwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnihg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
puntpwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujwywnwy

400.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp
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Cwlwdwupbwihu uywywnwlubp
gtiptiyhuny 30 dyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nud:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

200.00

14

Cwlywdwupbwjhtu uywywnwlubip
Epunwwbubdny 10 dyq

Syjw hwwdwupkh ndnypeny utinddws pnet ujuwljwnwlutip hwlwdwupbwihtu ggwniunteniup
npnabint hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwuwnyws b wwuwnhyt syninpynn unighg: Mwhwwudwu dwdytnp ujuqugnyup 2 twph, 2 -
8°C - nud:

Mhwwubihnipjwu dwdlbnu wnujwqu 70%-h wnlwjnieniu dwwnwlywpwpdwu wywhpu: Uwpwupp |hup
gnpéwpwuwihtu thwpbtipwynpdwdp b gnpéwpwuwiht whinwywynpnuwing (hwdwdwyu 1ISO 18113 swpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywgdwybpwynipjwu wujwunidu nt hwugbiu, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdytinnh hunwy upnwdutipp: Logwd b in vitro Yhpwndwu dwuht upnwdp Yud
unyuwlywuwgdwu |pugnighs wy| dhongubin, op.' juwwngwihu hwdwp, wwpwuph hwdwp:
fudpwpwuwlu wdpnnonipjwdp (huh dhwunbiuwy (dwdybtinnh, wpunwnpnnh b hwpbipwdnpdwu wnnwiny)
U niubuw wpwnwnpnnh Ynnihg fudpwpwuwyht ubipywjwgynn npwyh hwjwuwnwghp, gnpdwnuwlwu
punipwagptph thnpdwptuntpjwu wpryntupubin: Upnwnpnye)niut niubuw ubpnpwé npwyp
Ywnwywpdwu hwdwywpg'

npwyhu ubipywjwgynn dhowqguihu hUO unwunwpwnutipht hwdwwwwwuluwu (ISO 13485-2017, 9001-
2015, CE U/ywd IVD):

ujuywnwy

50.00




/h

Uwpwuph wujwunudp
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Cwlwdwupbwihu uywywnwlubp
hdhwtutidny 10 dyg

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

200.00

16

Cwlywdwupbwjhtu uywywnwlubip
dbpnwtubidng 10 dyg

Syjw hwwdwupkh ndnypeny utinddws pnet ujuwljwnwlutip hwlwdwupbwihtu ggwniunteniup
npnabint hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwuwnyws b wwuwnhyt syninpynn unighg: Mwhwwudwu dwdytnp ujuqugnyup 2 twph, 2 -
8°C - nud:

Mhwwubihnipjwu dwdlbnu wnujwqu 70%-h wnlwjnieniu dwwnwlywpwpdwu wywhpu: Uwpwupp |hup
gnpéwpwuwihtu thwpbtipwynpdwdp b gnpéwpwuwiht whinwywynpnuwing (hwdwdwyu 1ISO 18113 swpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywgdwybpwynipjwu wujwunidu nt hwugbiu, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdytinnh hunwy upnwdutipp: Logwd b in vitro Yhpwndwu dwuht upnwdp Yud
unyuwlywuwgdwu |pugnighs wy| dhongubin, op.' juwwngwihu hwdwp, wwpwuph hwdwp:
fudpwpwuwlu wdpnnonipjwdp (huh dhwunbiuwy (dwdybtinnh, wpunwnpnnh b hwpbipwdnpdwu wnnwiny)
U niubuw wpwnwnpnnh Ynnihg fudpwpwuwyht ubipywjwgynn npwyh hwjwuwnwghp, gnpdwnuwlwu
punipwagptph thnpdwptuntpjwu wpryntupubin: Upnwnpnye)niut niubuw ubpnpwé npwyp
Ywnwywpdwu hwdwywpg'

npwyhu ubipywjwgynn dhowqguihu hUO unwunwpwnutipht hwdwwwwwuluwu (ISO 13485-2017, 9001-
2015, CE U/ywd IVD):

ujwywnwy

400.00




/h
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Cwlwdwupbwihu uywywnwlubp
ghwpn$ropuwghuny 5 dyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

1,000.00

18

Cwlwdwupbwihu uywywnwlubp
wtidlopuwghuny 5 dyq

SYjw| hwwdwupth ndnypeny ubinddyws pneti ujwywnwlubp hwywdwupbwihtu qquniunteniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd £ wwuwnhyt syninpynn uniehg: Mwhwywudwu dwdytinnp uuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipntu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwunidu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwnwghp, gnpéwnuwlwu
puntpwagpbiph thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujwywnwy

150.00
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Cwlwdwupbwihu uywywnwlubp
(Yndlopuwghuny 5 uyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

250.00

20

Cwlwdwupbwihtu uywywnwlubp
dopuhpjopuwghtiny 5 dlq

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwunidu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwnwghp, gnpéwnuwlwu
puntpwagpbiph thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

700.00
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Uwpwuph wujwunudp
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Cwlwdwupbwihu uywywnwlubp
unpdjopuwghuny 10 dyg

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

450.00

22

Cwlwdwupbwihtu uywywnwlubp
wudhywghuny 30 dyg

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwunidu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwnwghp, gnpéwnuwlwu
puntpwagpbiph thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

550.00
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Cwlwdwupbwihu uywywnwlubp
gbunwdhghuny 30 dyg

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

450.00

24

Cwlwdwupbwihtu uywywnwlubp
gliitnwdhghuny 10 dyqg

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

ujwqugnyup 2 wiwph, 2 - 8°C - nud:

Mhwwubihnipjwu dwdlbnu wnujwqu 70%-h wnlwjnieniu dwnwlywpwpdwu wywhpu: Uwpwupp |hup
gnpéwpwuwihtu thwpbtipwynpdwdp b gnpéwpwuwiht whinwywynpnuwing (hwdwdwyu 1ISO 18113 swpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywgdwybpwynipjwu wujwunidu nt hwugbiu, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdytinnh hunwy upnwdutipp: Logwd b in vitro Yhpwndwu dwuht upnwdp Yud
unyuwlywuwgdwu |pugnighs wy| dhongubin, op.' juwwngwihu hwdwp, wwpwuph hwdwp:
fudpwpwuwlu wdpnnonipjwdp (huh dhwunbiuwy (dwdybtinnh, wpunwnpnnh b hwebipwdnpdwu wnnwiny)
U niubuw wpwnwnpnnh Ynnihg fudpwpwuwyht ubipywyjwgynn npwyh hwjwuwmwaghp, gnpdwnuwlwu
punipwagptph thnpdwptuntpjwu wpryntupubin: Upnwnpnye)niut niubuw ubpnpwé npwyp
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuwjwgynn dhowqguihu hUO unmwunwpwnutipht hwdwwwwwuluwu (ISO 13485-2017, 9001-
2015, CE U/ywd IVD):

ujwywnwy

400.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup

25

Cwlwdwupbwihu uywywnwlubp
wnppwdhghuny 10 dyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

100.00

26

Cwlwdwupbwihtu uywywnwlubp
nbynwwuhuny 30 dyg

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwunidu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwnwghp, gnpéwnuwlwu
puntpwagpbiph thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

50.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup
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Cwlwdwupbwihu uywywnwlubp
wuyndhghuny 5 dyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

300.00

28

Cwlwdwupbwihtu uywywnwlubp
Enprepndhghuny 15 dyq

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwunidu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwnwghp, gnpéwnuwlwu
puntpwagpbiph thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

550.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup
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Cwlwdwupbwihu uywywnwlubp
Yihunwdhghtny 2 dyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

200.00

30

Cwlwdwupbwihtu uywywnwlubp
ruhunwwyphuwnhu-nwibnwynphuwinpuny 15
dyg

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwunidu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwnwghp, gnpéwnuwlwu
puntpwagpbiph thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

150.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup
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Cwlwdwupbwihu uywywnwlubp
wtnpughlihuny 30 dyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

400.00

32

Cwlwdwupbwihtu uywywnwlubp
Lhutignihnng 10 dyg

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwunidu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwnwghp, gnpéwnuwlwu
puntpwagpbiph thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

100.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup
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Cwlwdwupbwihu uywywnwlubp
pinpwuddbuhlyning 30 dyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

450.00

34

Cwlwdwupbwihtu uywywnwlubp
dnighnupreiny 10 dyg

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwunidu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwnwghp, gnpéwnuwlwu
puntpwagpbiph thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

100.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup
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Lwlywdwupk ujwywnwyubp
uhwnpnbnipwuwnnhuny 100 dyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

500.00

36

Cwlwdwupbwihtu uywywnwlubp
uhwnpnpunihuny 50 dyg

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwunidu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwnwghp, gnpéwnuwlwu
puntpwagpbiph thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

400.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup

37

Cwlwdwupbwihu uywywnwlubp
nhpwdujhghuny 5 dyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

200.00

38

Cwlwdwupbwihtu uywywnwlubp
wnphdtinnwphd-unydbwdbinopuwgniny
1.25/23.75 dyq

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwunidu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwnwghp, gnpéwnuwlwu
puntpwagpbiph thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

650.00




/h

Uwpwuph wujwunudp

Skuupjulywu punipuqgpbp

/4

Lwuwlyp

Ghup

39

Cwlwdwupbwihu uywywnwlubp
unynphnghuny 5 dyq

SYjw| hwhwdwupth ndnypny ubinddyws pnet ujwjwnwlubp hwywdwupbwhu qqunitunteniup
npngbnt hwdwp: T updwyp Ywd pwppphop wwpniuwynud £ ujwquagnyup 50 ujwywnwy,
wwwnpwunywsd E wwunhyb synnpynn uniehg: Mwhwywudwu dwdytinp uuquanyup 2 nwph, 2 -
8°C - nui:

Mhunwubihnyejwu dwdytint wnujwqt 70%-h wnwynipiniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwihtu hwebpwynpdwdp b gnpdwpwuwht yhnwlwynpnwing (hwdwédwju 1ISO 18113 pwpph
unwunwpwnutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdlwghpp, wpwwnpnn
Ywguwybpwnipjwu wujwundu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnuiubpp: Lagws kin vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwjhu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwebpwynpdwu wnnuind)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuwywgynn npwlyh hwywuwwghp, gnpéwnuwlwu
punipwagpbinh thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqgquiht hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

50.00

40

Cwlwdwupbwihtu uywywnwlubp
pwghwnpwghuny 0.04 UU

SYjw| hwwdwupkh ndnypeny ubinddyws pneti ujwjwnwlubp hwywdwupbwihtu qquntunteiniup
npn2tiint hwdwp: T upjwyp Ywd pwppphop wwpniuwynud £ ujuquagnyup 50 ujwywnwly,
wwwnpwunywsd E wwunhyt syninpynn uniehg: Mwhwywudwu dwdytinnp ujuquanyup 2 wwph, 2 -
8°C - nui:

Mhwnwubihnyejwu dwdytint wnujwqu 70%-h wnwynipniu dwnwlywpwpdwu wwhhu: Uwpwupp huh
gnpdwpwuwiht hwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1ISO 18113 2wpph
unwunwpwutiph wwhwugh): Mwpunwnhp GU' judpwpwuwyh dwdljwghpp, wpnwnpnn
Ywqguwybpwnipjwu wujwunidu nt hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu wduwepyh b
whwwubhnipjwu dwdlbnh hunwl upnudubipp: Lagws Lk in vitro Yhpwndwu dwuht ugnuip Yud
unyuwlwuwgdwu [pugnighs wy| dhongubip, op.' juwwwingwihu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnontpjwdp |huh dhwwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuiny)
U niubuw wpwnwnpnnh Ynnidhg fudpwpwuwyht ubipyuywgynn npwlyh hwywuwnwghp, gnpéwnuwlwu
puntpwagpbiph thnpdwpuuntejwu wpryntupubip: Upnwnpnipjniut niubuw ubpnpgwsd npwyh
Ywnwywpdwu hwdwywpg'

npwyhu ubipyuyjwgynn dhowqguihu hUO unwunwpunutipht hwdwwwwnwufuwu (1ISO 13485-2017, 9001-
2015, CE U/ywu IVD):

ujuywnwy

50.00




Cwybywsd N 1.8

«FUMAL-LUYUYH-2021-03» dwdlwagpny hpwybiph

2/h

Uwpwuph wujwunuip

Skjuuhjulwu punipuqpbp

/4

Lwuwlyp

Ghup

Uywywnwyubip
duwengny

Uywywnwlyubp dwypngny, npnup oguwgnpdynud Bu dhypnopgqwiuhqdubph twppbpwydwu hwdwp' pun yepohuubiphu
wdfuwonbipp $pdunmwgubnt hwnynipjw:

Ujwlwnwyubipp bwuwwnbudwsd Gu hwdwwywwnwufuwu wyhun wgupwiht hunhywwnnpny dhowdwjph ypw (gywéd pwubinh dbg)
nbnunpdwu hwdwp' dwupkh wébgdwu hbwn gniquhbin:

Uhwlwnwyutipp thwptipwynpwsd tu wnwybjwagnyup 25 ujwywnwy 1 upjuyned:

Mhuwwubihnipjwu dwdlbnu wnuwqu 70%-h wnlwnienit dwwnwlwpwpdwt wwhhtu: Uwpwupp |huh gnpdwpwuwjhu
thwpbpwynpdwdp b gnpdwpwuwiht whunwlywynpnudng (hwdwdwju 1SO 18113 ownph unnwunwpunutiph wwhwugh): Mwpwnwnhp
GU' fjudpwpwuwyh dwdlwghpp, wpnwnpnn Yuqiwlbpwnipjwu wuywunidu ne hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu
wduwpyh b whunwubjhnipjwu dwdlbnh hunwl upnudubpp: Lagwé Lk in vitro Yhpwndwt dwuht ugnudp Yuwd unyuwlwuwgdwu
(nwgnighs wy) dhongubip, op.' Yuwwnwingwihu hwdwp, wwpwuph hwdwp: fudpwpwuwlyu wdpnnontpjwdp (huh dhwnbuwly
(dwdybwinh, wpunwnpnnh b thwebpwynpdwu wnnwiny) W niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubiplywjwgynn npwyh
hwywuwnwaghp, gnpdwnuwlwu punypwagnptinh thnpdwptunipjwu wpryniuputip: Upwnwnpniginiut niubiuw ubipnpgwd npwyh
Ywnwywpdwu hwdwYwpg' npwyhu ubipyuwywgynn dhowqguihu hUO unwunwpunubpht hwdwwwwnwuluwu (ISO 13485-2017,
9001-2015, CE W/ywd IVD):

ujwywnwy

75.00

Uywywnwyubip
puhingny

UYywywnwyubp pupingny, npnup ogunwgnpdynid Gu dhypnopquiuhquutiph tnwppbpwldwu hwdwp' puwn Ytipghuubphu
wdtuwentipp ptipdtiunwgubint hwwnynipjwu:

Uywywnwyubipp twfuwwnbiujwsd Gu hwdwwwwnwufuwu wyhun wgupwihu hunhywwnnpny dhowdwph ypw ((gwsd pwubiph dbg)
nbnwnpdwu hwdwp' dwupkh wébgdwu hbwn gnigwhtbn:

Uywywnwyubpp hwebpwynpywsd tu wnwybjwgnyup 25 ujwlwnwy 1 upjwynid:

Mhwnwubihnipjwu dwdytint wnujwqu 70%-h wnwyniniu dwnwlwpwpdwu wwhhu: Uwpwupp (huh gnpdwpwuwihu
thwpbpwynpdwdp b gnpdwpwuwiht yhinwlwynpnuwing (hwdwdédwju 1ISO 18113 owpph utnwunwpuubiph wwhwueh): Mwpuwnhp
GU' fjudpwpwuwyh dwdlwaghpp, wpnwnpnn Yuqiwlbpwnipjwu wuywunidu ne hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu
wduwpyh b whnwubiihnyjwu dwdybnh hunwy upnwdubpp: Laqws k in vitro yhpwndwu dwuht upndp Ywd unyuwwuwgdwu
(nwgnighs wy) dhongubip, op.' Yuwwingwihu hwdwp, wwpwuph hwdwp: fudpwpwuwlyu wdpnnontpjwdp (huh dhwinbuwly
(dwdybwinh, wpwnwnpnnh b hwebpwynpdwu wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu ubpluwjwgynn npwyh
hwywuwnwghp, gnpdwnuwywu punipwagntiph thnpdwptuniejwu wpryniuputin: Upinwnpnipinitut niubuw ubkipnpywsé npwyh
Yuwnwywpdwl hwdwlwpg' npwyhu ubipywywgynn dhowqgguihu hUO unwunwpunubpht hwdwwwwnwuluwu (ISO 13485-2017,
9001-2015, CE W/ywd IVD):

ujwywnwy

75.00




/h

Uwpwuph wujwunwdp

Skuuhjulywu punipuqgpbp

/4

Lwuwlyp

Ghup

Uywywnwyubp
nwdungny

Uywywnwlyubp nwdungny, npnup ogunwgnpdynid Bu dhypnopqwiuhquubiph tnwppbpwldwu hwdwp' pun ypghuubiphu
wdtuwentipp tipdtiunwgubint hwwnynipjwu:

Uhwlwnwyubipp bwuwwnbudwsd Gu hwdwwywwnwufuwu wyhun wgupwiht hunhywwnnpny dhowdwiph ypw (gywsd pwubinh dbg)
nbnunpdwu hwdwp' dwupkh wébgdwu hbwn gniquhbn:

Uhwlwnwyutipp thwptipwynpwsd tu wnwybjwagnyup 25 ujwywnwy 1 upjuyned:

Mhuwwubihnipjwu dwdlbnu wnudwqu 70%-h wnlwjnieniu dwwnwlwpwpdwu wwhhtu: Uwpwupp |huh gnpdwpwuwjhu
thwpbpwynpdwdp b gnpéwpwuwiht whunwlywynpnuing (hwdwdwju 1SO 18113 swnph unnwunwpunutiph wwhwugh): Mwpwnwnhp
bU' fjudpwpwuwyh dwdlwghpp, wpnwnpnn Yuqiwlbpwnipjwu wuywunidu ne hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu
wduwpyh b whunwubjhnipjwu dwdlbnh hunwl upnuubpp: Lagwés Ein vitro Yhpwndwt dwuht ugnuip Yuwd unyuwlwuwgdwu
(nwgnighs wy) dhongubip, op.' Yuwwwingwihu hwdwp, wwpwuph hwdwp: fudpwpwuwlyu wdpnnontpjwdp (huh dhwnbuwly
(dwdybwinh, wpunwnpnnh b thwebpwynpdwu wnnwing) W niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubiplywjwgynn npwyh
hwywuwnwaghp, gnpdwnuwlwu punypwagnptinh thnpdwptunipjwu wpryniuputip: Upwnwnpniginiut niubiuw ubipnpgwd npwyh
Ywnwywpdwu hwdwYwpg' npwyhu ubipywywgynn dhowqguihu hUO unwunwpunubpht hwdwwwwnwuluwu (ISO 13485-2017,
9001-2015, CE W/ywd IVD):

ujwywnwy

75.00

Uywywnwlubp
dwungny

Uywywnwlyubip dwungny, npnup oqunwgnpdynid tu dhypnopgquuhqdubiph nnwppbpwldwu hwdwp' pun ytipohuubphu
wdfuwenbipp $ipdGunmwgubnt hwnynipjw:

Ujwlwnwyubipp bwuwwnbujwsd tu hwdwwywwnwufuwu wyhun wgupwiht hunhywwnnpny dhowdwiph ypw (gywé pwubinh dbg)
nbnunpdwu hwdwp' dwupkh wébgdwu hbwn gniguhbin:

Ujwdwnwyutipp thwptipwynpwsd tu wnwybjuagnyup 25 ujwywnwy 1 upguyned:

Mhuwwubihnipjwu dwdlbnu wnudwqu 70%-h wnlwnienit dwwnwlwpwpdwt wywhhtu: Uwpwupp |huh gnpdwpwuwjhu
thwpbpwynpdwdp b gnpdwpwuwiht whunwlywynpniing (hwdwdwju 1SO 18113 swnph unwunwpunutiph wwhwugh): Mwpwnwnhp
GU' fjudpwpwuwyh dwdlwaghpp, wpnwnpnn Yuqiwlbpwnipjwu wuywunidu nehwugbu, wpnwnpnnh Ynndhg wpunwnpdwu
wduwpyh b whunwubjhnipjwu dwdlbnh hunwl upnwdubpp: Lagwé Lk in vitro Yhpwndwt dwuht ugnwdp Ywd unyuwywuwgdwu
(nwgnighs wyp dhongubip, op.' Yuwwwingwihu hwdwp, wwpwuph hwdwp: fudpwpwuwlyu wdpnnontpjwdp (huh dhwnbuwly
(dwdybwinh, wpunwnpnnh U thwebpwynpdwu wnnwing) b niubuw wpunwnpnnh Ynnihg fudpwpwuwyhtu ubiplywjwgynn npwyh
hwywuwnwaghp, gnpdwnuwlwu punypwgnptiph thnpdwptuniejwu wpryniuputip: Upwnwnpniginiut niubiuw ubipnpgwd npwyh
Ywnwywpdwlu hwdwlwpg' npwyhu ubipyuywgynn dhowqguihu hUO unwunwpunubpht hwdwwwwnwuluwu (ISO 13485-2017,
9001-2015, CE W/ywd IVD):

ujwywnwy

75.00




/h

Uwpwuph wujwunwdp

Skuuhjulywu punipuqgpbp

/4

Lwuwlyp

Ghup

Uywywnwyubp
dwuhwny

Uywywnwlyubp dwupwnny, npnup ogunwgnpdynid Bu dhypnopqwiuhquubiph tnwppbpwldwu hwdwp' pun ypghuubiphu
wdtuwentipp tipdtiunwgubint hwwnynipjwu:

Ujwlwnwyubipp bwuwwnbudwsd Gu hwdwwywwnwufuwu wyhun wgupwiht hunhywwnnpny dhowdwjph ypw (gywéd pwubinh dbg)
nbnunpdwu hwdwp' dwupkh wébgdwu hbwn gniquhbn:

Uhwlwnwyutipp thwptipwynpwsd tu wnwybjwagnyup 25 ujwywnwy 1 upjuyned:

Mhuwwubihnipjwu dwdlbnu wnudwqu 70%-h wnlwjnieniu dwwnwlwpwpdwu wwhhtu: Uwpwupp |huh gnpdwpwuwjhu
thwpbpwynpdwdp b gnpéwpwuwiht whunwlywynpnuing (hwdwdwju 1SO 18113 swnph unnwunwpunutiph wwhwugh): Mwpwnwnhp
bU' fjudpwpwuwyh dwdlwghpp, wpnwnpnn Yuqiwlbpwnipjwu wuywunidu ne hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu
wduwpyh b whunwubjhnipjwu dwdlbnh hunwl upnuubpp: Lagwés Ein vitro Yhpwndwt dwuht ugnuip Yuwd unyuwlwuwgdwu
(nwgnighs wy) dhongubip, op.' Yuwwwingwihu hwdwp, wwpwuph hwdwp: fudpwpwuwlyu wdpnnontpjwdp (huh dhwnbuwly
(dwdybwinh, wpunwnpnnh b thwebpwynpdwu wnnwiny) W niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubiplywjwgynn npwyh
hwywuwnwaghp, gnpdwnuwlwu punypwagnptinh thnpdwptunipjwu wpryniuputip: Upwnwnpniginiut niubiuw ubipnpgwd npwyh
Ywnwywpdwu hwdwYwpg' npwyhu ubipyuwywgynn dhowqguihu hUO unwunwpunubpht hwdwwwwnwuluwu (ISO 13485-2017,
9001-2015, CE W/ywd IVD):

ujwywnwy

75.00

Uywywnwlubp
uwfuwnpnquyny

Uywywnwlubp uwhuwpnquyny, npnup oguwgnpdynud Bu dhypnopqwuhqdubiph nwppbpwldwu hwdwp' pun Ybipghuutiphu
wdfuwenbipp $ipdGunmwgubnt hwnynipjw:

Ujwlwnwyubipp bwuwwnbujwsd tu hwdwwywwnwufuwu wyhun wgupwiht hunhywwnnpny dhowdwiph ypw (gywé pwubinh dbg)
nbnunpdwu hwdwp' dwupkh wébgdwu hbwn gniguhbin:

Ujwdwnwyutipp thwptipwynpwsd tu wnwybjuagnyup 25 ujwywnwy 1 upguyned:

Mhuwwubihnipjwu dwdlbnu wnudwqu 70%-h wnlwnienit dwwnwlwpwpdwt wywhhtu: Uwpwupp |huh gnpdwpwuwjhu
thwpbpwynpdwdp b gnpdwpwuwiht whunwlywynpniing (hwdwdwju 1SO 18113 swnph unwunwpunutiph wwhwugh): Mwpwnwnhp
GU' fjudpwpwuwyh dwdlwaghpp, wpnwnpnn Yuqiwlbpwnipjwu wuywunidu nehwugbu, wpnwnpnnh Ynndhg wpunwnpdwu
wduwpyh b whunwubjhnipjwu dwdlbnh hunwl upnwdubpp: Lagwé Lk in vitro Yhpwndwt dwuht ugnwdp Ywd unyuwywuwgdwu
(nwgnighs wyp dhongubip, op.' Yuwwwingwihu hwdwp, wwpwuph hwdwp: fudpwpwuwlyu wdpnnontpjwdp (huh dhwnbuwly
(dwdybwinh, wpunwnpnnh U thwebpwynpdwu wnnwing) b niubuw wpunwnpnnh Ynnihg fudpwpwuwyhtu ubiplywjwgynn npwyh
hwywuwnwghp, gnpdwnuwlwu punypwgnptiph thnpdwpuuniejwu wpryniuputip: Upwnwnpnieiniut niubuw ubipnpgwd npwyh
Ywnwywpdwlu hwdwlwpg' npwyhu ubipyuywgynn dhowqguihu hUO unwunwpunubpht hwdwwwwnwuluwu (ISO 13485-2017,
9001-2015, CE W/ywd IVD):

ujwydwnwy

75.00




/h

Uwpwuph wujwunwdp

Skuuhjulywu punipuqgpbp

/4

Lwuwlyp

Ghup

Uywywnwyubp
qunynquiyny

Uywydwnwyubp qyniynquyny, npnup ogunwgnpdynud tu dhypnopquuhqdubph twppbpwydwu hwdwp' pun ybpghuubiphu
wdfuwentipp ptipdtiunwgubnt hwwnynipjwu:

Uywdwnwyubipp bwuwwbujws tu hwdwwywwnwufuwu wyhun wgwpwiht hunhywwnnpny dhowywiph ypw (gywsd pwubinh dbg)
nbnwnpdwu hwdwp' dwupkh wébgdwu hbwn gniquhbn:

Uywywnwyubipp hwebpwynpywsd Gu wnwybjwgnyup 25 ujwlwnwy 1 upjwyned:

Mhwnwubihnipjwu dwdytint wnujwqu 70%-h wnwyniiniu dwnwlwpwpdwu wwhhtu: Uwpwupp (huh gnpdwpwuwihu
thwpbpwynpdwdp b gnpdwpwuwiht whnwlwynpnuwing (hwdwdwyu 1ISO 18113 owpph unwunwpuutiph wwhwugh): Mwpuwnhp
G fudpwpwuwyh dwdlwghpp, wpnwnpnn jugqdwlbpynieywu wudwundu nu hwughu, wpnwnpnnh Ynndhg wpnwnpdwu
wduwpyh b whnwubiihniypjwu dwdlbnh hunwl upnwdubpp: Lagws £ in vitro yhpwndwu dwuht upndp Ywd unyuwlwuwgdwu
(nwgnighs wy) dhongubin, op.' Yuwnwinguwyhtu hwdwp, wwpwuph hwdwp: udpwpwuwlu wdpnneonipjwdp |huh dhwnbuwy
(dwdybiinh, wpnwnpnnh b hwebpwynpdwt wnnwiny) b niubtw wpunwnpnnh Ynndhg fudpwpwuwyhtu ubpluwjwgynn npwyh
hwjwuwnwghp, gnpdwnuwywu punipwagntiph thnpdwptuniejwu wnpryniuputin: Upinwnpnipintut niubuw ubipnpywsé npwyh
Yuwnwywpdwl hwdwlwpg' npwyphu ubipywywgynn dhowqgguihu hUO unwunwpunubpht hwdwwwwnwuluwu (ISO 13485-2017,
9001-2015, CE U/jwd IVD):

ujwydwnwy

75.00

Uywywnwyubp
lwlywngny

UYywydwnwyubp jwywnngny, npnup oginwgnpdynid Bu dhypnopquiuhquutiph tnnwppbpwldwu hwdwp' pun ytipghuubphu
wdtuwentipp ptipdtiutnwgubiint hwwnynipjwu:

Uywywnwyubipp twfuwwnbujwsd Gu hwdwwwwnwufuwu wyhun wgupwihu hunhywwnnpny dhowdwph ypw ((gwsd pwubiph dbg)
nbnwnpdwu hwdwn' dwupkh wébgdwu hbwn gnigwhtbn:

Uywywnwyubipp hwebpwynpywsd Gu wnwybjwgnyup 25 ujwlwnwy 1 upjwyned:

Mhwnwubihnipjwu dwdytint wnujwqu 70%-h wnwyniiniu dwnwlwpwpdwu wwhhtu: Uwpwupp (huh gnpdwpwuwihu
thwpbpwynpdwdp b gnpdwpwuwiht yhnwlwynpnuwing (hwdwédwju 1ISO 18113 owpph unwunwpuutiph wwhwugh): Mwpuwnhp
tu' fjudpwpwuwyh dwdlwghpp, wpnwnpnn Yuqiwlbpynipjwu wuywunidu ne hwugbu, wpnwnpnnh Ynndhg wpunwnpdwu
wduwpyh b whnwubiihnygjwu dwdlbnh hunwy upnwdubpp: Laqws E in vitro yhpwndwu dwuht upndp Ywd unyuwwuwgdwu
(nwgnighs wy) dhongubip, op.' Yuwwingwihu hwdwp, wwpwuph hwdwp: fudpwpwuwlyu wdpnnontpjwdp (huh dhwinbuwly
(dwdybinh, wpnwnpnnh b hwebpwynpdwi wnnwiny) b niubtw wpunwnpnnh Ynndhg fudpwpwuwyhtu ubpluwjwgynn npwyh
hwjwuwnwghp, gnpdwnuwywu punipwagntiph thnpdwptuniejwu wnpryniuputin: Upinwnpnipintut niubuw ubipnpywé npwlh
Yuwnwywpdwlu hwdwlwpg' npwyphu ubipywywgynn dhowqguwihu hUO unwunwpunubpht hwdwwwwnwuluwu (ISO 13485-2017,
9001-2015, CE W/ywd IVD):

ujwywnwy

75.00




