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Dbpdiunwinhy whwwnnu

Uwupbwpwiwlwt bywwnwyubph hwdwp | (hwdwwwwnwupuwtu SOUS 13805-76-h wwhwugubiph):
Pnpkiudwu wdnp$ quitigywd £, uyhwnwlyhg dhusk pug nbnuwyniu Bpwtgh:

Mhwnwtbhnipjwl dwdlybnp wnudwqu 70%-h wnlwjnie)niu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' Ujwqugnyup 2 nwph, thwpbpwynpnup’ gnpdwpwwiht hpdbnhy hwpbpwynpdwdp' 1-5
Yg Yanqwsdputipny: dnpdwpwiwiht whunwlwynpnuing (hwdwdédwju 1SO 18113 wpph unwunwpunubph
wwhwtgh): Mwpuwnhp U fudpwpwlwlh Swdlwghpp, wpnwnpnn Yuqiwlbpyniyejwt wujwunwu ne
hwughl, wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh b whnwubijhnyejwt dwdytinh hunwy
ugnudubipp: Lodwd £ in vitro Yhpwndwt dwuht ugnudp Yud unyuwlwuwgdwt pugnighs wy dhongubin,
on." wwnwnguiht hwdwp, wypwuph hwdwp: ludpwpwlwlt wdpnnoniejwdp huh thwnbuwl
(dwdlybwnh, wpnwnpnnh b thwpebrpwdnpdwt wenwnd) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubiplyuwywgynn npwlyh hwjwuwnwghp, gnpdwnuwlwl punyewgntiph thnpdwpliunyejwl wpryniupubn:
Upwnwnpnipgniut niubtw ubipnpdwsd npuwyh Yunwywpdwt hwdwlupg' npuyht uiphujwgynn
dhowqquiht hUO unwunwpunubipht hwdwwwwnwufuw (ISO 13485, 9001, CE L/jwd IVD):

g

50.00

p. bpluwy, YUwywu, 37

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:

33691163

SS wqup

Ufutnnpnohs pitnnpnnuiwts utinignn dhowuyp £ bwfuwwnbudws shgbjwubph b uwdnubwutiph
hwjinuwpbpdwb/wugwundwt hwdwp YEuuwpwuwlwu unyeh udnipubipnud: hpbuhg ubiplywjwgunad £
dwp hwwnhlwynp, pwg nbnuwyniu gnyup jnwwqgquni thngh:

Pwnwnpnipniup’ whwwhy Yeunwuwlw hjnwudwsdp, duwjht Epunpwlyn, jwlnnqu, (Gnwiht wntiph
fuwnunipn, bwwnpphnuwh ghnpwwn, bwnphnwh phnunyduwn, iplweh ghupwn, wnwdwunwuws,
signp Yupdhp, wqup-wqun: Swiuup' wnwybwgnyup 63 g thngh dhowduyp 1000 d| pnpwd opnud:
Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnieniu dwnwlwpwpdwl wwhhu, punhwunip
dwdlytinp' ujwqugnyup’ 4 nwph, gnpdwpwuwiht hipdbwnhly hwebpwynpdwdp b gnpdwpwtiwhu
whwnwlwynpnwing (hwdwdwju 1ISO 18113 owpph utnwunwpwnutiph wwhwugh): Mwpuwnhp Gu*
fudpwpwtwlyh dwdlwghpp, wpunwnpnn Yuqdwlbpynyejwt wujwundu nihwughbt, wpnwnpnnh
Yynndhg wpnwnpdwt wduwpyh b whunwubihnyejwu dwdybnh hunwl upnuiubpp: Laqwsd k in vitro
Yhpwndwl Jwuht tgnuip ud unyuwlwbwgdwt jpugnighs wyp dhongubin, op." Ywwnwinguiht hwdwp,
wypwuph hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwnbuwly (dwdybnh, wpnwnpnnh b
thwpbipwdnpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn npuyh
hwjwuwnwghp, gnpdwnuwlwu punyewgnpbph thnpdwpluniejwl wpryniuputip: Upunwnpniegnut niubuw
ubpnpdwd npwyh unwywpdwt hwdwlwnpg' npwyht ubplujwgynn dhowqguihtt hUO
unwunwpuutipht hwdwwwwnwutuwu (ISO 13485, 9001, CE UW/ywd IVD):
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p. bpluw, YUwywu, 37

MNuiydwuwgnph/<wdwdwu
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:

33691875

wqup

Luhing-|hghu-ntiqopuptunjwunught’ XLD

Thabjwutiph W uwpdnubwubph wugwwndw (utunwdptipph U YEuuwpwuwlywl Unyeh Udnipubiphg)
wunnpnhs-punpnnulwl uunignn dhowduiyn £ wnwowpyywsd 1SO 6579:2002-h Ynnuihg:
Mhwnwubhniejwl dwdybint wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybwnp' ujwqugnyup' 4 tnwph, gnpdwpwwiht hipdtinhy thwebpwynpdwdp b gnpdwpwuwhu
whuwnwlwynpniding (hwdwdwju 1SO 18113 owpph utnwunwpwubiph wwhwgh): Mwpuwnhp bu'
fudpwpwwyh dwdljwghpp, wpunwnpnn fuqiwlybpyniejwl wudwuntdu nt hwugbl, wpnwnpnnh
Ynnihg wpunwnpdwt wduwpyh b wyhunwubihnyejwt dwdytinh hunwl ugnwiubipp: Ladwsd k in vitro
Yhpwndwl dwuht tgnudp Yud unyuwlwbwgdwl jpugnighs wyp dhongubin, op.' wwnwinguyht hwdwn,
wwpwuph hwdwp: udpwpwuwlu wdpnnonipjwdp |huh dhwnbuwy (dwdltinh, wpnwnpnnh L
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwlwuwnwghp, gnpdwntwlwl puniewgpbiph thnpdwplniejwl wpryniuputip: Upnwnpnygynut ndubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubiplujwgynn dhowqquihtt hUO
unwunwpuubpht hwdwwwwnwutuw (1ISO 13485, 9001,CE L/{wd IVD):
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p. bpluwt, HUwywu, 37
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Eunn wqup

Unhpwjht fudph gpuwdpwguuwlwt dwupkubph wugwndw b nwppbpwldw utunignn dhowydwyp:
Pnobudwl, hwdwubn quiugwsd' pny| Jupnwgnyt bpwgh:

Pwnwnpnieyniup 1000d] Wwwnpwuwnh dhowyuypnud.

Ybunwuh hjnwywdph whwwhly hjnwwsdp - 10 q

Lwlwnqu - 10 g

Ywihnwih hhnpndnubwn 2.5 g (Ywd 3.5 )

Lwwphnwh unybhwn - 3.3 g (2.5 q)

<hduwht $nipupi 0.3 q - 0.6 g

Uqup-wqup Yud wqup 12.5 q (15 q)

Muwnpwuwnnudp' 36 - 41.5 ¢ thngh 1000.0 U} pnpwd 9pht (HiMedia, Oxoid, Becton Dickinson
hwdwpdtip): Unwuduwhwuwnnily wwydwt £ $nipuptih b wquph Ybpnugyw) pwuwlubpp, npnup punpngnud
tU nfju dhowwyph wnwuduwhwinynipniuubipp:

Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhht, punhwunip
dwdybnp' ujwqugnyup’ 4 nwph, gnpdwpwwiht hbpdunhly hwebpwynpdwdp b gnpdwpwuwhu
whwnwwynpnuwing (hwdwdwyt 1SO 18113 owpph unwlnwpwnttbiph wwhwgh): Mwpwnwnhp '
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqdwlbpynyejwt wudwundu nt hwughbl, wpunwnpnnh
Ynnihg wpunwnpdwt wduwpyh b wyhunwubihnyejwt dwdytinh hunwl ugnwdubipp: Ladwd kin vitro
Yhpwndwl dwuht tpnwip fud unyuwluliwgdwt pugnighs wy| dhengutin, op.' Yuwnwingwiht hwdwn,
wwpwuph hwdwp: udpwpwuwlu wdpnngniejwdp |huh dhwnbuwy (dwdltinh, wpunwnpnnph L
thwpbpwynpdwt wnnwinyg) b niubuw wpwnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwywuwnwghp, gnpdwnlwlwl puniewgpbiph thnpdwplniejwl wpryniupltip: Upnwnpnygyniut ndubuw
ubpnpdwsd npwyh Yunwywpdwt hwdwlwpg' npubht ubpluwgynn dhewqgquiht hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

g
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p. bpluwt, HUwyw, 37

MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
wfuwnwupwih opduw
pupwgpnud:

33121270

UbjGuhwnwiht wpquuwy Ywd LE$unup
dhowijuin® Ygywsd pnpnnwiluwt

hwytnuing

Lwpuinwgdwl dhowyuyp' utunwdpbpphg, ophg U jebuwpwlwywl Unyeh udnubtiphg uwdnubjwubph
wtgwwndwt hwdwp: Uhgwywypp hwdwutin, pug ninuwydniu thngh £: Uhgwdwyph jnipwpwtgnip 1000 -
n wwhuwugnwt £ 4 gpwd bwnphnuwh ubjtupnh wybjugnid (puin $0US 31659-2012/hU0 6579:2002-h
wwhwlgubiph), npp Ygqwd & |hunwt dhowyuwyph jnipwpwgnip hwpbpwynpdwip' hwiwwwwnwufuwl
Yonqwdpny:

Mhwnwubhniejwl dwdlybnt wnudwqu 70%-h wnlwjnyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybwnp' ujwqugnyup' 4 tnwph, gnpdwpwwiht hbpdtnhy hwebpwynpdwdp b gnpdwpwuwhu
whwnwlwynpnuwing (hwdwdwyt 1SO 18113 gwpph unwlnwpwntiph wwhwugh): Mwpwwnhp bu*
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqdwlbpynyejwl wudwunidu nt hwughbl, wpnwnpnnh
Ynnihg wpunwnpdwt wduwpyh b wyhunwubihnyejwt dwdytinh hunwl ugnwiubipp: Ladwsd k in vitro
Yhpwndwl dwuht gnudp Yud unyuwlwbwgdwl jpugnighs wyp dhongubin, op.' wwnwinguyht hwdwn,
wwpwuph hwdwp: udpwpwuwlu wdpnngnipjwdp |huh dhwnbuwly (dwdltinh, wpunwnpnnph L
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwlwuwnwghp, gnpdwnlwlwl puniewgpbiph thnpdwplniejwl wpryniuputip: Upnwnpnygynut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwnpg' npuyht ubipywjwgynn dhowqquihtt hUO
unwunwpuubpht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD):
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Nwuuynuynpun-Hwuhihwnhuh dhowuyp’

dnnhphluguus

Uhowyuwypp bwfuwnbudws £ utuinwdptinphg U wpnwpht dhowduyph wy opjiunutinhg uwdnutjwutiph
hwpunwgdw b ubtlnhy wugwundwu hwdwp, dnnh$hlugyws £: Uhowduwjpp hwdwubn, Yuunw-
Yuwwg gnyuh thngh b, wwpunwnhp wywpniwwynud £ ugbhuh hhnpnihquin: Unwybiugnyu dwiuup 1000
d| dhowdwypht Yuqdnud £ 30,0 q (SOUS 31659-2012):

Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnie)niu dwnwlwpwpdwl wwhhu, punhwunip
dwdlytinp' ujwqugnyup’ 4 mwph, gnpdwpwuwiht hipdbwnhly hwebpwynpdwdp b gnpdwpwtiwhu
whuwlwynpnuing (hwdwdwju 1SO 18113 gwpph unwlnwpnutph wwhwugh): Mwpwwnhp By’
fudpwpwtwlyh dwdlwghpp, wpunwnpnn Juqdwbpyniyejwi wujwundu nihwugbt, wpnwnpnnh
Yynndhg wpnwnpdwt wduwpyh b whunwubihnyejwu dwdybnh hunwl upnuiubipp: Laqws L in vitro
Yhpwndwl Jwuht tgnudp Yud unyuwlwbwgdwl jpugnighs wyp dhongubin, op.' wwnwinguiht hwdwn,
wypwuph hwdwp: udpwpwtuwlu wdpnnoniejwdp |huh dhwnbuwly (dwdlybinh, wpnwnpnnh b
thwpbipwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn npwlyh
hwjwuwnwghp, gnpdwnuwlwu punyewgnpbiph thnpdwptuniejwl wpnyniuputin: Upunwnpnienut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht uiphujwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (ISO 13485, 9001, CE W/ywd IVD):

g
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p. bpluwu, Y.Uwywu, 37

Muiydwuwgnph/<wdwdwju
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33691163

Yhudnun-uny$huin wqup (Wilson Blair)

Luwfuwnbiujws E Salmonella typhi b wy uwdnutijwutipp ophg, utunwdptipphg, Ynunwentiphg,
Yihuhywlwt wnwpptip unetinhg ubitijunhy wugwndwt U bwtwlwl nwppbpwldwt hwdwp:
52.3- q thnghtu (dwfuup 1000.0 d| pnpwd gpht) wwipniuwynwd | Yeunwuh hjnwdwdph wbwwnhly Ghnd -
10.0 g

duwhu Epunnpwlywn - 5.0 g

qyuniyng - 5.0 g

uwwnphnth hhnpn$nubuwn - 4.0 g

tpyweh uny$uwn - 0.3 g

yhudnun-uny$hwn (hunhlwwnnp) - 8.0

winwdwun, uuwg - 0,025

wqup-wquwp - 20,00

(Conda, HiMedia, Sigma-Aldrich fwd hwdwnpdtip): Mhuinwubhniejwl dwdybnl wnudwqu 70%-h
wnlwjnipnit dwnwlwpwpdwl wwhht, punhwunip dwdybnp' bjwqugnyup' 4 tnwph,
qgnpdwpwlwihu hipdwnhy thwebpwdnpdwdp b gnpdwpwuwiht wyhunwywynpnwng (hwdwdwu ISO
18113 pwpph unwunwpwnutiph wwhwugh): Mwpwwnhp bu* udpwpwtwyh Swdywghpp, wpnwnpnn
Yuqdwybpwynipjwt wujwunwiu ne hwughbt, wpnwnpnnh Ynndhg wpnwnpdwt wduweyh W
whwwubhnyejwt dwdljtinnh hunwly upnwubipp: Lows £ in vitro Yhpwndwl dwuht Upnwip Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, on.' Yuwnwingwiht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwwnbuwly (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnwing)
b niubtiw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwwuwnwghp, gnpdwnuwljut
punipwgnbiph thnpdwptiinyejwts wipmyniuputin: Upunwnpniejniut niubbw ubpnpdusd npulh
Ywnwywpdwt hwdwlwnpg' npuyht ubipyuwjwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):
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p. bpluwt, HUwyw, 37

MNuydwuwgnh/Swdwdwu
wqnh Yupdwl wuwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:




hpwytipny

qunuiubiph wjwuny

Uwfuwint twfuwwnbujwd wuypwupwiht dhwgaph dwinwlwpwpdwl
ujwd dhgmhghl{ wunudp ugwp, dwlhgp L bl pngpuwghnp o ahp/c< punthwunip punhwunip
swihwpwd|  dwdlwghpp' pun wpuwnpnnh d ghup/<< npuid pwuwyp
uh | QUU puuwlupgdut witwtnudp s
hwdwpp (CPV) hwugtu dwdlyinp

<hywnku Funtiphly wqwpp dbnd punpnnuiju b nwpptipuyhs dhowdwyp £ utunwdptipphg,
uwthnwpwlwl bpwuwynipjwl opjtynutinhg b Yhuhhulw udnpubinhg wnhpwjht wiunwdhu
dwupkubiph hwynuwpbpdwu hwdwp 1ISO 21567-hu hwdwwwwnwufuwy: Pnpbudwy hwdwubin quugyusd
k: Pwnwnpnuejniup’
Mbwwnnu - 12 g
LEnwppywhu wntp - 9 q
“nndwjhu bpunpwlywn - 3 g
Lwlywnqui - 12 g -
Uwihghti -2 g ‘:
Uwifuwnqu -12 g S Muiydwuwgnph/<wdwdwju
Luanphnuh pinphn -5 g 3 wgnh Gupdul wuwhhg 30

8 33691163 <bywnnku wqup Lwwphnuwh phnunyduwn - 5 g Ve 2.50 (_4: wphuwnwipuwyh opyuw
Eplweh wdnuhnwiwjht ghwpwn - 1,5 g .5 S —
Uqup-15g 2
(enL $nipupti - 0,1q J:l
Ppndphdn| juwnywn- 0,065 g Ybpguwlwu pH 7.5 + 0.2' 25°C - nud:
Yhpwnnwip' 76 g thnoh dhowdwn' 1) pnpwd opht, wywnywywgnud sh wwhwgnd:
Mhunwubihnyejwt dwdlybnp' wnuduwqu 70%-h wnluwynipiniu dwnwlwpwpdwt wwhhb, punhwunip
dwdlbnp' Ujwqugnyup' 4 tnwph, thwpebpwynpnwp' htipdtnhly wwpwutpng' 0.5 Yg Yondwdpubipny,
gnpdwpwuwiht whunwlwynpnuwing:
Lwdwwwwnwufuwuh npuwyht Ubpyujwgynn dhowqguiht hUO unwunwpuubipht b/ jwd niubuw npwyh
hwjwuwnwghp (wpwnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwjwunwghp): ludpwpwuwyp
wdpnnonipjwdp |huh dhwwnbuwy (dwdytinh, wpnwnpnnh b hwebpwynpdwl wnnwing):
Pngtiudwu quiuqyusd - punhwunip gnigdw utnignn dhowywyp:
Pwnuwnpniejniup' 1000 ) wwwnpwuwnh dhowduypnud.
Mbwwnhy YEunwuwlwu hjnwudwsdp - 10 g >
Uuwjhtu kpunpwlyn - 5 g 3
Lwuwphnuwh pinphn - 5 ¢ % MNuydwuwgnh/Swdwdwu

9 33691163 Uuw-yhbwwunnuwiht wgup Yud utnignn Uqup-wqun 15 g ™ 20.00 ? wqnh Yupdwl wuwhhg 30

wiqup 1% whuwwnnuny, Mhwnwubhniyejwl dwdybnp wnudwqu 70% h wnuwynyejnit dwnwlwpwpdwt wwhht, punhwunip 5 wigfuwnwiipwiht opduw

dwdybnp' ujwqugnyup 4 tnwph, thwpebpwynpnwip' 0.5 Yg - wung htipdawnhly winwhbpny: 3 pupwgpnud:
Buwfuup' 35 g thngh dhowywn 1000 U} pnpwd ophu: 5
Lwdwwwwnwufuwuh npwlht ubplwjwgynn dhowqquiht hUO unwunwpwntbpht U / ud niubuw a

npwlh hwjwuwnwghp (wpunwnpnnh Ynndhg fudpwpwtiwyht ubiplujwgynn hwywunwghn):
hudpwpwuwyp wdpnnoniejwdp |hup dhwnbuwly (Gwdltinh, wpnwnpnnh b hwpebpwynpdwl wnnwing):




hpwytipny

qunuiubiph wjwuny

Uwfuwint twfuwwnbujwd wuypwupwiht dhwgaph dwinwlwpwpdwl
ujwd dhgmhghl{ wunudp ugwp, dwlhgp L bl pngpuwghnp o ahp/c< punthwunip punhwunip
swihwpwd|  dwdlwghpp' pun wpuwnpnnh d ghup/<< npuid pwuwyp
uh | QUU puuwlupgdut witwtnudp s
hwdwpp (CPV) hwugtu dwdlyinp

Yhuhywlwu b ng Yihuhyuwlywt udniubiphg unwbhjwlynytiph wébkgdwu biElunhy-ubtlunhy dhowdwyn:
Pwnwnpnygyniup’ 1000 U] ywwnpwuwnh wguwpnud.
Ywqgbhuh hhnpnihquin - 10 g
Uuwjhtu jndwdgnip - 1 q
D-dwuuhwn - 10 g
Lwwphnuh paphn - 75
dbun| Yupdhp - 0.025 q -
Uqunp-15¢q Red
Buwfuup' 111.0 - 111.02 g thngh' 1000 4| dhowywypht (Liofilchem, HiMedia, Thermo Fisher Scientific, Becton i‘ Muygdutiugnh/Cududugl
Dickinson GmbH L wy| hwdwpdtip): Mhunwubihniejwt dwdltint wnudwqu 70%-h wnlwjnieniu g mq:lh th::m wuhhg 3JO

10 33691163 Uwuhwn - wnwjhtu wquwp dwunwlwpwpdwl wwhht, punhwunip dwdybnp’ ujuqugnyup’ 4 nwph, Ve 70.00 (_4: wphuwnwipuwyh opyuw
gnpdwpwuwihu hbpdbnhly thwebpwdnpdwdp b gnpdwpwuwiht whunwlwynpnwing (hwdwédwju 1SO .5 UowapnLl:
18113 gwpph unwlnwnuutiph wwhwgh): Mwpwwnhp bu* udpwpwlwyh dwdlwghpp, wpwnwnpnn 2 Cupwgp
Yuqdwybpwniejwt wudwunwdu nt hwughbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b J:l
whwwubhnyejwt dwdlybnh hunwl Upnwiubpp: Ladws | in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, op.' Yuwnwingwiht hwdwn, wwpwph hwdwp:
hudpwpwtwlu wdpnnoniejwdp |huh dhwinbuwy (dwdltinh, wpnwnpnnh U hwpbpwynpdwt wnnuing)
b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn npuyh hwjwunwghp, gnpdwnuwlyw
punipwgpbiph thnpdwpliunyejw wpnyniupbn: Upnwnpnie)niut niubuw ubipnpdwsd npuyh
Ywnwywpdwt hwdwlwpg' npuyht ubipywjwgynn dhowqquihti hUO utnwunwpuubphu
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):
<ndngbt pwg-ntnuwyniu thngh £, bwuwwnbuwd fudnpwutybiph b pnppnuwutiyiph punpnnuyw
wlbigdwu hwdwp:
Pwnuwnpniejniup' 1000 ) wwwnpwuwnh dhowduwypnud.
Ywqbhuh hhnpnjhqun 5
Ybunwuh hjinwudwdph whwwnhly dqudp 5 q
Qyniynqui 40 q
Lnpwddtiuhyn 0,05 g -
Uqup-wqun 15 g REN
Buwluup' 65.05 g thngh dhowdwp 1000 | pnpwd ophu: i Muydwugph/<ududut
(Liofilchem, Biolife Italiana, Himedia Yuwd hwdwpdtip): Mhunwubijhnyejwi dwdytint wnujuqu 70%-h g wqph Yupuuwl wuwhhg 30

1 33691163 Uwpnipn wqwp pinpwd$bupyning wnfuwynipniu dwunwlwpwpdwl wywhhb, punhwunp dwdytnp’ bjwqugnylp’ 4 wwph, gnpdwpwlwjh Yg. 5.00 & wpluwnulpuht opyu
hbpdtinhly thwpbrwynpdwdp wnwybwgnyup 0.5 Ygq Yondwdputipny U gnpdwpwwht .g pUpwgpn:
whwnwlwynpnuwing (hwdwdwyt 1SO 18113 gwpph unwlnwpwntiph wwhwugh): Mwpwwnhp bu* 2
fudpwpwwyh dwdljwghpp, wpunwnpnn fuqiwlbpyniejwt wudwuntdu nt hwugbl, wpnwnpnnh J“;

Ynnihg wpunwnpdwt wduwpyh b wyhunwubihnyejwt dwdytinh hunwl ugnwiubpp: Ladwsd kin vitro
Yhpwndwl dwuht tgnudp Yud unyuwlwbwgdwl jpugnighs wyp dhongubin, op.' wwnwinguyht hwdwn,
wwpwuph hwdwp: udpwpwuwlu wdpnnonipjwdp |huh dhwnbuwly (dwdltinh, wpnwnpnnh L
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwlwuwnwghp, gnpdwnlwlwl puniewgpbiph thnpdwplniejwl wpryniuputip: Upnwnpnygynut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwnpg' npuyht ubipywjwgynn dhowqquihtt hUO
unwunwpuubpht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD):
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Punipnyh dhgwijuyp’
ph$pnnpwlyntiphwubph wabkgdwu hwdwp

Uhowyuwjpp twfuwwnbiujws £ phhnnpwlyinbiphwubph puqdwehy whuwlubph Ynguhjwugdwu b
wwhwwudwu hwdwp:

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

Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' ujwqugnyup 3 nwph, gnpdwpwlwht hipdnhl hwebpwynpdwdp b gnpdwpwuwhu
whunwwynpnwing (hwdwdéwju ISO 18113 pwpph unwunwpuutiph wwhwugh), 0.25 - 0.5 Yq
Yonqwdpttinny: Mwpwwnhp b fudpwpwtwyh dwdlwghpp, wpunwnpnn juqiwlbpyniejwt
wuwunwiu nt hwughu, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhnwutihnyejwu dwdytnh
huwnwly upnwiubipp: Laqwsd | in vitro Yhpwndwl dwuht Ugnudp Yuid unyuwywtwgdwt pugnighs wy
dhongubin, on." Ywwnwingwht hwdwn, wypwtph hwdwp: fudpwpwtwlu wdpnnonipjwdp |huh
dhwinbiuwly (dwdytnh, wpnwnpnnh b hwpbipwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg
fudpwpwwyht ubpywywgynn npwlh hwdwuwnwghnp, gnpdwntwlwl puniewgptiph thnpdwpuunipejwl
wnryniupttin: Upinwnpniejniut niubtw ubpppwsd npwih junwywpdwl hwdwlwpg' npwyht
ubpyuywgynn dhowqguiht hUO unwunwpnbiphtt hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd
IVD):

g
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MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
wfuwnwupwih opduw
pupwgpnud:

33121270

Vuw-wbwwnnuwiht wpgqutwy

Cunhwunip gnigdwt thngbudwt utunignn dhowduyp £ ng wwhwugynuin dwupbubiph wébkgdwu hwdwp:
Pwnwnpnipniup’ 1000 ) ywwpwuwnh dhowdwypnud.

whbwwnnu - 10 g

Uuwjhtu Epunnpulun - 10 g

Lwwphnuh pinphn - 5

Owfuup' 25 g thngh dhowwjp 1000 U} pnpwd gpht:

(Sisco Research Laboratories, HiMedia, Merck Yuud hwdwpdbp): Mhunwubjhniejwt dwdlybint wnudwqu
70%-h wnywynyejnit dwnwlwpwpdwl wwhht, punhwunip dwdybnp' bjwqugnyup’ 4 tnwph,
gnpdwpwuwiht hipdbnhly hwpbpwdnpdwdp b gnpdwpwuwiht yhnwlwynpnwing (hwdwédwju 1SO
18113 gwpph unwlnwpuutiph wwhwgh): Mwpwwnhp bu* udpwpwlwyh dwdlwghpp, wpwnwnpnn
Yuqdwybpyniejwt wudwunwdu nt hwughbl, wpnwnpnnp Ynndhg wpnwnpdwt wduwpdh b
whwnwubhnyejwt dwdlybnh hunwl Upnwiubpp: Ladws | in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwluwuwgdwl |pwgnighs wy) dhongutin, on.' Yuwnwingwiht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwinbuwy (dwdlbinh, wpnwnpnnh b hwpbpwynpdwt wnnuwing)
b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn npuyh hwjwunwghp, gnpdwnuwlyw
punipwagptiph thnpdwpliunyejw wpryniupubn: Upnwnpnie)niut niubuw ubpnpdwd npuyh
Ywnwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO utnwunwpunubphu
hwiwwwwnwuluwl (ISO 13485, 9001, CE L/ywd IVD):

g

1.50

MNuiydwuwgnph/<wdwdwu
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:

33691880

fhng hlnjwht dhgwiuyp

<nungbu nbnuwynit thnoh £, bwhuwinbudwsd b pdolulwt bpwtiwlnyejw hpbiph b Yruuwpwtwluwu
unieh udnigh dwupbwqbipddwu npwlyp unnigbing huswbiu bwle wkpnp b wuwkpnp Jwupbubiph wékgdwu
hwdwip:

1000 d| ywwnpwuwnh dhowdwipnid wquph wywpniuwynigyniup 0.75 g b 0.001 g nbquigniphuh
wnluwjnipniu:

Mhwnwubhniejwl dwdybint wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdlbnp' Ujwqugnyup 4 tnwph, gnpdwpwwiht htpdbnhy thwpbpwynpdwdp' wnwybwgnyup 0.5 Yg
Yonqudpny b gnpdwpwwiht whnwlwdnpnuwing (hwdwdwju 1ISO 18113 gwpph unwunwpwutiph
wwhuwtgh): Mwpwwnhp bu* fudpwpwiwyh Swdwghpp, wpnwnpnn juqdwytipynipywt wudwunwu
nt hwught, wpwnwnpnnh Ynndhg wpnwnpdwt wduwpeyh b whnwubhnyejwt dwdybnh hunwly
ugnuiutipp: Lodwsd L in vitro Yhpwndwt dwuht ugndp Yud unyuwlwuwgdwt pugnighs wy dhengubin,
on." wwnwinguiht hwdwn, wwpwuph hwdwp: ludpwpwwlt wdpnnonipjwdp huh Jhwnbuwl
(dwdybtwnh, wpnwnpnnh b thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhu
utipyuywgynn npwlh hwwuwnwghp, gnpdwnuwlw punyewgnpbph thnpdwpliuniejwl wpryniupubin:
Upwnwnpnipgniut niubbw ubpnpdwsd npuyh Yunwywpdwt hwdwlupg' npuyht ubiphujwgynn
dhowqguihtt hUO unwunwpunubipht hwdwwwwnwupuwt (1ISO 13485, 9001, CE W/ywd IVD):
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wqnh Yupdwl wuwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:
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Uwy-Ynulyt wpquitwly
ppndlyntigninwnipunipny

Unwownlyynud k npwybiu tnwppbipwydwt dhowyuwip funbipnpulyubiphwutiph ubilunpy wugwndwu
hwdwp: Pwg nbnuwynis hwdwutin thngh quiigywsd £:

1000 d| ywwpwuwnh dhgwywpnid ppndyptiqninuynipyyniph 0.01 g wwpniwlniejwdp pnpwd ophu:
Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhht, punhwunip
dwdltinp’ uwqugnyup 4 tnwph, gnpdwpwtwht hipdbunhy hwebpwynpiwdp' wnwybwgnyup 0.5 Yg
Yanqwdpny b gnpdwpwwiht whnwlwdnpnuing (hwdwdwju 1ISO 18113 gwpph unwunwpuutiph
wwhuwtgh): Mwpwwnhp bu* fudpwpwliwlyh Swdlwghpp, wpnwnpnn juqiwltipynipyut wugwunwu
nt hwugb, wpnwnpnnh Ynndhg wpnwnpdwt wduweyh b whnwubhnyejwu dwdybnh hunwy
ugnuiutipp: Lagwsd L in vitro Yhpwndwt dwuht upnwdp Yud unyuwlwwgdwt pugnighs wy dhengubip,
on." jwnwinguiyht hwdwp, wwpwtph hwidwp: ludpwpwtiwlt wdpnnoniejwdp |huh dhwnbuwl
(dwdybtwnh, wpwnwnpnnh U thwpbipwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht
ubipyuywgynn npwyh hwjwuwnwghp, gnpdwntwlwu punewgnpbiph thnpdwpliuniejwl wpryniupubn:
Upuwnpniejnii ntubuw ubpnpdwsd npwyh ywunwywpdwt hwdwluwpg' npuyht ubplujwgynn
dhowqguwihtu hUO unwtnwpuubpht hwdwuwwwnwufuwt (ISO 13485, 9001, CE W/ywd IVD):

g
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MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
wfuwnwupwih opduw
pupwgpnud:

33691166

Uhowwjp dwupkubiph gwpdniuwlyniejniup
npnobint hwdwp' Motility medium

Luwfuwwnbudws E Funbipnpwlnbphwubiph unyuwjwuwgdwt bywwnwyny gwpdniuwyniejwu b
ququnwowgdwu hwwnynipjniuibiph nunuwuwuppdwt hwdwp: Hnuwgnyu hndngbit thnph
Pwnwnpnipniup’ 1000 ) ywwnpwuwnh dhowdwypnud.

bbb (Yuqbhth) wubyptunhl dausp - 10 ¢

Uuwjhtu jndwdgnip - 3 g

Lwwphnuh pinphn - 5

Uqup-3.5-4q

SS£-0.05q:

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

Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnieniu dwnwlwpwpdwl wwhhu, punhwunip
dwdlytinnp' ujwqugnyup 4 niwph, gnpdwpwuwiht hipdbwnhly hwpebpwynpdwdp b gnpdwpuwtwihu
whwnwlywdnpnuing (hwdwdwyu ISO 18113 gwpph unwunwpwnutiph wwhwugh), wnwybwgnyup 0.5 Yg
Yonqwdputipny: Mwpwwnhp ' fudpwpwtwlh dwdlwghpp, wpnwnpnn fuqiwlbpuniyejwl
wldwunwu ni hwugbu, wpunwnpnnh Ynnidhg wpnwnpdwt wduwpyh b yhnwubhnyejwt dwdybnh
huwnwl upnuiubipp: Laqwd L in vitro Yhpwndwl dwuht Upnwip Yud Unyuwlwuwgdwt jpugnighs wy)
dhongubin, op." Ywwnwnguiht hwdwp, wypwlph hwdwp: fudpwpwwlt wdpnneniejwdp hup
dhwnbiuwy (dwdytinh, wpunwnpnnh b hwpebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg
fudpwpwtwyht ubiplwywgynn npwlh hwjwuwnwghp, gnpdwnuwlwu punyewqgnpbph thnpdwpuuniejwl
wpryniupubin: Upinwnpniejniut niubuw ubpnpdwsd npulh Ywnwdwpdwt hwdwlwpg' npwlht
ubiplyuywgynn dhowqquiht hUO unwunwpnutipht hwdwwwwnwufuwt (ISO 13485, 9001, CE L/{wd
VDY

Ug-

0.50

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wuwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:

33691166

Gngwpwpuwht dhgwijuwyp

Lwhuwwnbudws k pun Yeuuwphdhwywu hwinyniejniutubph (uwfuwpngh, gyniyngh, jwlnngh pujpuynud
L 6ddpwepwduh wnwewgnul) gpwidpwguwuwlwl Funbipnpwluntiphwutiph
wnwppbipwldwi/unyuwlwuwgdwu hwdwp: Uhgwydwpp dhquigynip sh wwpniuwynwd: Uguph
upnitulinuegnitin 1 hinp wunpuunh Showduy
Scientific, HiMedia, Oxoid fud hwiwpdbp):
Mhwnwubhniejwl dwdybint wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunp

¢ tuwqugnyip 12.0 gpwd (Thermo Fisher

dwdybwnp' Ujwqugnyup 4 tnwph, gnpdwpwwiht htpdbnhy thwebpwynpdwdp b gnpdwpwuwht
whwnwlwynpnuwing (hwdwawyt 1SO 18113 pwpph unwlnwpuntiph wwhwugh): Mwpwwnhp bu*
fudpwpwwyh dwdljwghpp, wpunwnpnn fuqiwlybpyniejwl wudwuntdu nt hwugbl, wpnwnpnnh
Ynnihg wpunwnpdwt wduwpyh b wyhunwubihnyejwt dwdytinh hunwl ugnwiubipp: Ladwsd k in vitro
Yhpwndwl dwuht tgnudp Yud unyuwlwbwgdwl jpugnighs wyp dhongubin, op.' wwnwinguyht hwdwn,
wwpwuph hwdwp: udpwpwuwlu wdpnnonipjwdp |huh dhwnbuwy (dwdltinh, wpnwnpnnh L
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwlwuwnwghp, gnpdwntwlwl puniewgpbiph thnpdwplniejwl wpryniuputip: Upnwnpnygynut ndubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubiplujwgynn dhowqquihtt hUO
unwunwpuubipht hwdwwwwnwutuw (1ISO 13485, 9001, CE W/ywd IVD):
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Ywihnuwh wnbniphinh 3,5%-wung |-p

Yuwihnwih wnbnphnh 3,5% mdnyp' updulubpny, Jnipwpwgnipnid wntduwqu 10 d): Mhunwbihniyejwl
dwdltnt wnuywqu 70%-h wnlwjnipinit dwnwlwpwpdwl wwhhu, punhwung dwdybnp'
udwqugnyup’ 2 nwph, gnpdwpwwiht hipdbwnhly hwpebpwynpdwdp b gnpdwpuwtiwihu
whwwlwynpnwing (hwidwdwju 1SO 18113 swpph unwlnwnuutinh wwhwgh): Mwpwwnhp Gu*
fudpwpwtwlyh dwdlwghpp, wpunwnpnn Juqdwbpyniyejwi wujwundu nihwugbt, wpnwnpnnh
Yynndhg wpnwnpdwt wduwpyh b whunwubihnyejwu dwdybnh hunwl upnuiubipp: Laqws L in vitro
Yhpwndwl Jwuht tgnudp Yud unyuwlwbwgdwl jpugnighs wyp dhongubin, op.' wwnwinguiht hwdwn,
wypwuph hwdwp: udpwpwtuwlu wdpnnoniejwdp |huh dhwnbuwly (dwdlybinh, wpnwnpnnh b
thwpbipwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn npwlyh
hwjwuwnwghp, gnpdwnuwlwu punyewgnpbiph thnpdwptuniejwl wpnyniuputin: Upunwnpnienut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht uipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (ISO 13485, 9001, CE W/ywd IVD):

upduly

10.00

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:

33691420

B. cereus-h wiigdwt PEMBA dhowywyn’
pwghinw gtipkinw wquph hwdwp
hwytnuing

Lpwlwqdp pwnyugws E Yhg hwydbigwsd 1.2-nd plipdué wwypwuptbiphg, npnup twhiwwnbudwd Gu B.
cereus-h puunpnnuljwt wékgdwt hwdwn:

Quihwpwduh ghtp duwynpynud £ hwdbdws 1.2-h wypwtpbph pughwunip wpdbph

huwt s J: Curdbywd 1.2-p hwwpdnus | qlught Uh wipwdwtbih dwu: Sudwt

nuq nny 1414 ell 2WPHK P

hiSutnd o & + 1 sty duShEmb b, PR

Yugnygny Ywsé jnpupwiginip b Ywh fudpwp it
i Ywpwpnudp whwnp £ ppuwiwgydh dhuutwlu: Uwutiwlgh Ynndhg bupwltntphg
Jpuipwtigniph duuny quut o ko, Guad bl s P

tupwlkinbiphg nplh dklh dynuuht wihwdwy fuwtinypyut (wwhwlgynn funnipyniup, pwtiwlp
b wyju) nEypmd hwynp unyt gwhwpwduh pnpnp bupwlbnbph dwuny depdynud k:
Vwwnwlwpupynn wuyputiph Cwizhy-wypwpwgpbipp whnp kubpluywgdbt hwduwwy fuwt

hwybws 1.2-nud ppjwé wypwupubph gwuyh:

[nwljwqd

1.00

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wifuwnwupwiht opduw
pupwgpnud:
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Anunigwjhu U wnhdhpuptwihu (MYP)
wquph hhdp

Luwfuwwnbuws £ utuinwdptinpnud Bacillus cereus dwupkh b wifunwdht unwbhjwynltiph wugwindwu b
nwppbipwldwl hwdwn: Swiuup 1000 di-h hwdwn 46.03 gpuid: Punwnpnipgniup’ Yeunwuh hinwudwdph
wbwnhly dqywdp 10 g, duwght dqudp 1 ¢, Hdwthun 10 ¢, bwwnphnwh pinphn 10 q, $bung Yuipdhp
0.025 q, wqwp 15 g (hwdwdawju SOUS 10444.8-88/2013-h wwhwugubiph): Mhunwubihniejwl dwdlbnu
wnuywqt 70%-h wnluwjnieynit dwnwlwpwpdwl wwhht, punhwung dwdybnp' uwqugnyup’ 3 tnwph,
gnpdwpwtiwht hpdbnhy thwpbrwynpdwdp' wnwybwgnyup 0.5 Yg Yondwdpny b gnpdwpwwht
whwnwlwynpnuwing (hwdwdwyt 1SO 18113 gwpph unwlnwpwntiph wwhwugh): Mwpwwnhp bu*
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqdwlbpynyejwl wudwunidu nt hwughbl, wpnwnpnnh
Ynnihg wpunwnpdwt wduwpyh b wyhunwubihnyejwt dwdytinh hunwl ugnwiubipp: Ladwsd k in vitro
Yhpwndwl dwuht gnudp Yud unyuwlwbwgdwl jpugnighs wyp dhongubin, op.' wwnwinguyht hwdwn,
wwpwuph hwdwp: udpwpwuwlu wdpnngnipjwdp |huh dhwnbuwly (dwdltinh, wpunwnpnnph L
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwlwuwnwghp, gnpdwnlwlwl puniewgpbiph thnpdwplniejwl wpryniuputip: Upnwnpnygynut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwnpg' npuyht ubipywjwgynn dhowqquihtt hUO
unwunwpuubpht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD):
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Lbnw-kuynyhtuwht wquwph hhdp'
Uwwnphnwih wghn

Lutuwwinbugws E Eunbpnynybiph hwdwp' npubiu tiwppbpwlhs dhowuyp: <ndngtit ninuwyniu thngh k:
Pwnuwnpniejniup' Yugbhth hhnpnihquin, Yeunwuh hinudwsdph whwwnhl tthnwy, fudnpuutywhtu
Indwdqyudp, Oxgall, uwwnphnuwh pinphn, kuynyht, plweh wdnuhnut ghunpwwn, twnphnuwh wgpn,
wqup:

Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnie)niu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' Ujwqugnyup' 4 tnwph, gnpdwpwtiwght hipdtnhy hwpbrwynpdwdp' wnwybjwgnyup 0.5
Ug Yanqwdpny b gnpdwpwtwiht whunwlwynpnuing (hwdwdawju 1ISO 18113 gwpph unwunwpuubph
wwhwugh): Mupmwnhp bu* udpwpwtwlh dwdywghpp, wpunwnpnn juqiwlbipynipjwt wudwunuu
nt hwugbu, wpunwnpnnh Ynnidhg wpunwnpdwt wduwpyh b yhnwibhngesjwu dwdlybnh hunwly
ugnudubipp: Lodwd £ in vitro Yhpwndwt dwuht ugnudp Yud unyuwlwuwgdwt pugnighs wy dhongubin,
on." wwnwinguiht hwdwn, wypwuph hwdwp: ludpwpwlwlt wdpnnonipjwdp huh thwnbuwl
(dwdlybtnh, wpnwnpnnh b thwpbrpwdnpdwt wenwnd) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubiplyuwywgynn npwlyh hwjwuwnwghp, gnpdwnuwlwl punyewgntiph thnpdwpliunyejwl wpnyniupubn:
Upwnwnpnipgniut niubtw ubpnpdwsd npuwyh Yunwywpdwt hwdwlupg' npuyht uiphujwgynn
dhowqquiht hUO unwunwpunubipht hwdwwwwnwufuw (ISO 13485, 9001, CE L/jwd IVD):

g

0.50

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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Ujwubig-Pwipuinh wquiph hhdp

Luwfuwwnbuws E dedppwtwiht $hinpdwu dbpnnny tunbpnynytiph hwawpydwu b tnwppbpuydwt
hwdwp: Pwnwnpnyeniup' Sphujiing - 20.0, ppndwijht dqqudp 5.0, gyniynqui - 2.0, Ywihnwh
hhnpn$nubwin - 4.0, uwwnphnwh wghn 0.4, TTX - 0.1, Uqwp 10 - 15 q (hwdwdwju hUO 7899-2:2000-h):
Owluup' 41.4 - 46.5 g thnph 1000 d| pnpwd 9phu:

(Thermo Scientific, HiMedia, Merck, Sigma-Aldrich Ywd hwdwpdtip): Mhunwubihniejwu dwdybnu
wnuywqt 70%-h wnlwnieynit dwnwlwpwpdwl wwhht, punhwunip dwdybnp' Uwqugnyup' 4 tnwph,
gnpdwnpuwtiwiht hipdtnhy thwebpwynpdwdp' wnwybjwgnyup 0.5 Yg Yondwdpny U gnpdwpwitiwht
whwnwlwynpnuwing (hwdwdwyt 1SO 18113 gwpph unwlnwpuntiph wwhwugh): Mwpwwnhp bu*
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqdwlbpynyejwt wudwundu nt hwughbl, wpunwnpnnh
Ynnihg wpunwnpdwt wduwpyh b wyhunwubihnyejwt dwdytinh hunwl ugnwiubipp: Ladwsd k in vitro
Yhpwndwl dwuht gnudp Yud unyuwlwbwgdwl jpugnighs wyp dhongubin, op.' wwnwinguyht hwdwn,
wwpwuph hwdwp: udpwpwuwlu wdpnngnipjwdp |huh dhwnbuwly (dwdltinh, wpunwnpnnph L
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwlwuwnwghp, gnpdwntwlwl puniewgpbiph thnpdwplniejwl wpryniuputip: Upnwnpnyginut ndubuw
ubpnpywd npuyh Yunwywpdwt hwdwlwnpg' npuyht ubipywjwgynn dhowqquihs hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

g

1.00

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wifuwnwupwiht opduw
pupwgpnud:
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YUnphubipwlunbiphwubiph wébgdwu L
hwyinuwpbpdwu <nyh dhowduwyph hhdp

<ndnght pwg-nnuwyniu thngh £, bwiuwnbudwd Ynphubipwlnbphwubiph punpnnujwt wébgdwu
hwdwip:

Pwnuwnpniejniup' 1000 ) wwwnpwuwnh dhowduwypnud.

Ybunwuh hjnwuwdph whwwhl dqusdp 10 g

Uuwjhtu dqwdp 10 ¢

Luwunphnuh pnphn 5 q

Uqun 15g:

Muwnpwuwnh dhowdwipp wwhwugnu £ 5% wpjwu b Yuihnwh wbniphnh wybjwugnud:
Mhwnwubihniyejwl dwdljnp’ wnudwqu 70% h wnluwinyen dwinwywpwpdwl wwhhl, punhwunip
dwdytnp’ ujwqugnyup 2 twph, thwpebpwynpnuip’ hepdbunhly hwlyws, wnwtwgnyup 100
qpuwidwtng mwpwubpny:

Bwluup' 40 g thnoh dhowydwyp 1000 ) pnpwd opht:

Lwdwwwwnwufuwuh npwlht Ubplwjwgynn dhowqquiht hUO unwunwpunubipht W/ jwd niubuw npuyh
hwlwuwnwghp (wpunwnpnnh Ynndhg fudpwpwuwypt ubplwjwgynn hwwuwnwghp): fudpwpwuwlyp
wdpnngnipjwdp |huh dhwwnbuwl (dwdytnh, wpnwnpnnh b hwpbpwynpdwl wnnwing):

ba

MNuydwuwgnh/Swdwdwiu

wqnh Yupdwl wuwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:




hpwytipnd [ qunuiubiph wywuny
Uwfuwint twfuwwnbujwd wuypwupwiht dhwgaph dwinwlwpwpdwl
& dhow upwip, L unhwl unhwu
udu houlughl witwtinudp quitp, duiihzn wnbfubihwywt ptnyewghpp o ghup/ce | DUt ) panhwlnig
swihwpwd|  dwdlwghpp' pun wpuwnpnnh wd ghup/<< npuid pwuwyp
uh | QUU puuwlupgdut witwtnudp w
hwdwpp (CPV) hwugtu dwdlyinp
$ptiphwjh hwpnighsubiph pnitwduniejwl npnadwl wgwph hhdp: ngtiuidwu quugywsd k, npp
wwpniuwlynid £ hnpph nintinh dqywdp, nwywph upnp dqywdp, bwwphnwh pinphn, bwwnphnwh
Yuppnuww, wquwp: Mwnpwuinh dhowywjph dbg wubiwnhly wybjwgynid £ dhnt Ywd fungnp ingpwynp
wuwuntuh ghéniy: Mhunwubhnyejwt dwdlybnt wnudwql 70%-h wnluwnieniu dwnwlwpwpdwl
wwhht, punhwunip dwdybnp' ujwqugnyup 3 wnwph,
gnpdwpwtwihu htipdwnhy thwebpwdnpdwdp b gnpdwpwuwiht whunwywynpnwng (hwdwéwu ISO
Mujdw Cwdwdwju
$ptiphwjh hwpnighsutiph 18113 gwipph unwlnwpuutiph wwhwgh), wnwytiwgnyup' 0.25 4g Yondwdpny: Mupnmwnhp bu® qu hu:’uwgﬂ[;/ u huf: U;lo
w wl ww
24 33691163 pnwdunyejwl npndwt wquph hhdp fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqdwlbpyniejwl wudwundu nt hwughbl, wpunwnpnnh Uag 0.25 qpfu P u u:]u i
woluwwnwupwiht opuw
(ElEyh ptunh hpwlwuwgdwl hwdwp) Ynndhg wpunwnpdwu wduweyh b wyhunwubipnyejwt dwdytinh hunwl ugnudubipp: Lagwd k in vitro 2 u . d r
wgpnu:
Yhpwndwl dwuht tpnwip fud unyuwlulwgdwt pugnighs wy| dhengutip, op.' Yuwnwinguwiht hwdwp, guptigp
wwpwuph hwdwp: udpwpwuwlu wdpnneniejwdp |huh dhwnbuwy (dwdltinh, wpnwnpnnp b
thwpbpwynpdwt wnnwinyg) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwywuwnwghp, gnpdwnliwlwl puniewgpbiph thnpdwplniejwl wpryniupttip: Upnwnpnyginiut niubuw
ubpnpdwsd npwh wnwywpdwt hwdwluwpg' npwyht ubplujwgynn dhowqguihtt hUO
unwunwpuubipht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD):
Lpwluwqdp pwunugws E Yhg hwybjwsd 1.4-nud pipdud wypwuputiphg, npnup twfuwnbujws tu
Uunignn dhowquwypp bwhuwnbudws b YEuuwpwiuwlwu unyehg deuhuquynytiph wugwwndwu b
wibigdwu hwdwp:
Quihupuduh ghup Suunpoud & huoyud 1.4-h wuypuplbnh puphutniy wpdtph
hut 5 I Cwdbidws 1.4-p hwdwndnu E guwiht nwdwtbik . Muwdwl Cudwdwi
Uthuqulnush wawp' (iulndhght A A uubgnh/Cudutuy
jugnygny {wd ynipwpwitiggnip Yuipwr jn fudg wqph Yupduwl wwhhg 30
25 33691420 hhnpnpinphnh hwywdwupbwjhtu ntinh Inwlwqd 1.00
funwlupwpnudp wnp E ppuluiwgdh dhwutwluy: Uwubwlgh Ynndhg h"P"ﬂIh'ﬂhPhg wofuwnwipwht opyw
upjuyubph hwybnuing
nuputigniph dwuny quiwght puinly subipljuijwguby 'I“""L.E yugyws wnwgwplubpnud Dupwgpntu:
l7"lrm'l|l="'l=r'|=9 nplh d&yh dyniupt wihwd fuwt u (ywhwbgynn junnipniup, pwtwlp
b wyju) qlil.qpnld hwjwp unyt swhwpwduh pnlnp hhpwhhmhph dwuny dkpdymd k:
u jupwpynn wypwtiph Cwzhy-wupwbipugplpp whnp | ubpluyugybl hudwy fuwt
hwybws 1.4-nd pipjwé wuypwupubph guwulh:
Lpwlhwqdp pwnlugws E Yhg hwybigwsd 1.9-nud pipdwd wwpwupubiphg, npnup twfuwnbujws Gu
Yudwhnpwlnbphwubiph ubEynhy wugwndwu wquph hwdwp:
Quithwpwidth ghtip Sbunjnpinud £ hunldws 1.9-h wypwtipibph pinhuwbing wpdtph
hut swnnd: Cudbidws 1.9-n hwdwndnd F atwiht bh whewdwtkb .
‘ pugnuduwpng: Cudbus 1.9-p hudwpdnid £ quught wnwswplh wipwdwbbih duu: Yudut upstigp iy
Ywdujhinpwlntp Yud Mpbunnt wqup Fwdwiwlwgnygny uwhdwbdws jnipwpwtiggnip g Yupwpdwt dwdlnh judpwpwtiwlf h Yupdwl wwhhg 30
w wu ww
26 33691420 Ywdwhnpwlnbip Ywd Mpbunnt wquiph i Yupwpnuip wkwp k hpulwiwgyh dhwutwywi: Uwutwygh l|nr[li|19 Gupwltwbphg Inwluqd 1.00 u?pruwm‘iuu wu}!\uog:{w
hunudng it dusun GRughls wnssuiply SUElupwgUEIe, Yt bl s wnugupkUepnid A "
e wtthun, Frut, hutiggnn f s pwgpnu:
bupwljnkphg nplap Sk dynut Pyt (surhuitg e —" Gt
b wyju) nbwypnid hwynp unyt swhwpwduh pnlnp hupmhhmhph dwuny dhpdl{md k:
Uwinwlupupynn wyyputiph <wzhy-wyputipugnbpp whup | ubpluyugybl huduy fuwt
hwybws 1.9-md pbpjwé wypwupubph gwyh:
Lpwluwqdp punugws § Yhg hwybdws 1.3-nud pipdwd wwpwuputiphg, npnup bwfuwnbujwsd
Yuduhnpwlnbphwubph ubjtynhy wugwndwt wpgqwuwyh hwdwp::
Quihwpuduh ghtip uunnpdnud & huibygwd 1.3-h wuypupubph punhuwtn wpdbph
hut ..(...L_.t.‘~... bh wirwdwbkl .
puignuduwpng: <ubidus 1.3-p hudwpdnd £ quught wnwgwplh wipwdwbbh duu: Hdub upfstiaigply by
Ywduyhpnpwlnbn Gud Npbunnt s rdwtil sgny uwhdutus wanin L st durdbhbah had P
" jwg WO Jnipupwitginiy jwpwy yhwp juipwp wgnh Yupdwl wuwhhg 30
27 33691420 wpquuwy’ Ywdwhnpwlnbp ud | Quuy up yhwp k hpwlwuwgyh dshwutwywi: Uwutwlgh Ynndhg hhpwhhmhphg Inwlwqd 1.00
S wluwwnwupwiht opdw
MNptunnt winquitiwyh hutnuwing Jntpupwitiginiph dwuny quwght puinly subipluijwguby lIu""L. Yuiywgdws wnwguplubpnud u J
w nwi:
bupwltnbinhg nplh Gk dnuubt whhuw huustinuyuuls (wwhutigtnn funniynit, puitulip cieor
b wyju) qhqpnld hwynp umjll swthwpwduh pn[np Gupwlbtnbkph dwuny dkpdymud k:
u jupwpynn wypwtiph wzhy-wupwbipugplipp yhnp | ubpluyugybl hudwy fuwt

hardbndwd Endws P
{1ws 1.3-nud plipy jpuwitiptibipf ]




hardbndwd Endwd PIIR
{1 ws 1.7-nud plipd jpuitiptibipf if

hpwytipnd [ qunuiubiph wywuny
Uwfuwint twfuwwnbujwd wuypwupwiht dhwynph duwunwywpwpdwu
& dhow upwip, L unhwl unhwu
udu houlughl witwtinudp quitp, duiihzn wnbfubihwywt ptnyewghpp o ghup/ce | DUt ) panhwlnig
swihwpwd|  dwdlwghpp' pun wpuwnpnnh d ghup/<< npuid pwuwyp
w
uh | QUU puuwlupgdut witwtnudp w
hwdwpp (CPV) hwugtu dwdlyinp
Lpwluwqdp punugws E Yhg hwybdws 1.1-nwd pipdwd wwypwupubiphg, npnup bwhuiwnbudws Gu
ultnwdptipph U Yihuhlwlywu wnyeh udnubipnd jEpuhuhwubph hwpunwgdw hwdwn:
Quihwpuduh ghtip Suwnnpinud £ hubdud 1.1-h wepwbpbibnh punhulni wndtph
hut . I Cardbidws 1.1-n hwdwndned F atwrhi bh wirwdwbb .
A A Muutiuigph/Cuwdudugy
{ugnygn WS Jnipwpwiuginip jwpwy YGwnp udpwp! ur
3bpuhu U ubiti u updwl wwhhg 30
28 33691420 nubbpnqubl ubflnh wngubuilih funuly i wtunp & g dhuubulyut: Uwibaligh ynndhg bupwlntnhy pwljuiqd 1.00 waph Yupuuli wshhg
hhdp" hwybnwing . . wfuwnwupwih opduw
mipusputgniph dusand qUughl wnugwnl sUeplupgUEIn, Yud Vepluugiud wnguplutpnd —
bupwltntiphg nplth dklh dynuht wihwd fuwtnipjwt (wwhwugynn funnienip Bw"w'm )
b wyju) qhwpnld hwjnp umj!l swihwpwduh pn[np hhpwhhmhph dwuny depdymd k:
u jupupynn wypwiph Cwzhy-wwpwipugptipp whinp k ubpluyugybu huduy fuwt
hwybws 1.1-nud pEpdwé wypwupubph guuyh:
Lpwluwqip punugws E Yhg hwybjwsd 1.5-nud pipdwd wwypwuputiphg, npnup twuwnbiujws bu
ulunwdptipph U Yihuhlwlywt unyeh udnubipnud hunbphwubiph hwpunwgdwt hwdwp:
Quihwpuiduh ghup sludnpynud & hunjlydws 1.5-h wopwbiptph punhuwtniy wndtph
huwt ..c...‘_...‘... bh wirwdwub .
Sudwbwlugnygny uwhiwt o vl ghushh wnwguiplb whpuduhtl lswu( q.h.dwh Nuiydwtiwgnhy/<wdwbiugl
d gn WS Jnipupwiginip quipwr {Gnp fuug
Lhuwnbphwubph hwpunwgdwt $Spbjgbip wqph Yupdwl wwhhg 30
29 33691420 i L dp hpwluwt |h dhwutiwlui d .
wpqwlwlh hhip® hwytnuiubpny o h u'h:lnpt P, .LU‘"‘,'I"‘T,“."‘I' E‘nqﬁhg.hhquhmhpri 5 i 100 wafuwnwipwht opyw
wun! $ w
pupwitg) | quiny suGplujwglt)! PYuyugy! Quiplutr U 5
upwlfntphg nplh Gl dynuuht wihw oyt (upuhuwtigunn funnuenitp, puituln PR
b wyju) th.qgmd hwjnp umjh swihwpwduh pnlnp Eupwlbwnbph dwuny depdymd k:
u jupuwpynn wypwiph Cwzhy-wupwiipuigptipp whup E ubpluyugybu hudwy fuwt
husbygud 1.5-nuf plipdud wupuwbipbibnh guiulh:
Lpwlwqdp pwnugws E Yhg hwybigws 1.6-nud pipdwd wwpwupubiphg, npnup twfuwnbujws Gu
utunwdpbpph U Yihuhywhwu unyeh udnipubipnud |hunbphwubiphh punpnnuyut webkgdw b wpwg
hwjinuwpbipdwt hwdwp
Quithwpwidth ghtip Shunjnpinud & hunjdws 1.6-h wypwtipibph pighuwbnig wpdtph
hwupwgnidwpny: Cwybpjwé 1.6-p hwdwpynud £ quwght gwplh wupwdwubih dwu: Gudwl Muwjdwtwgnph/<wdwdwju
OXFORD hhd tinhwlb PRSI hwtdus PR f A PR updwl wwhhg 30
20 33601420 wquinh hhup jhutntiphuiltinh juignygni| qud ynipwipwitigynyy upur h fudpupwtiub g 100 wgph Jupduwit ujwhhg
wébigdwu hwdwp' hwybnuing ] Yupwpnudp whwnp k ppuluiwgyh dhwutwlwi: Uwutwygh qnqdhg hh’awqhmhphg woluwwnwupwihl opdu
jnipuipwitigniph duuny quwght puinl subipluijwguby lluuf‘L. Yuiyugy] puipyubipnid Dupwgpnui:
bupwltwntiphg nplth dklh dyniuht wihwd fuwtnipyw (wwhwugynn funnipjniup, putwyp
b wyjn) qhuwmd hwjnp umj!l swihwpwduh pn[np hllplulﬂ:lnhph dwuny depdymd k:
u jupupynn wypwiph Cwzhy-wwpwipugntipp whup k ubpl {6 hwdwy fuwt
hwybws 1.6-nud pipwé wypwupubph gwulh:
Lpwluwqdp punugws E Yhg hwybdus 1.7-nd pipdué wwpwupubinhg, npnup twiuwwnbudws Gu
ulunwdpbipph U Yhuhlwlywu wnyeh udnubpnud hunbphwubiph punpnquwt wébgdwt b wpwg
hwyinuwpbpdwu hwdwn:
Quihwpuduh ghtip Suunnpnud £ hubgud 1.7-h wiypwbpbbph punhwtng wpdbph
hwupwgnudwpny: Cwybpjws 1.7-p hwdwpynud | quught pwpyh wupwdwubih dwu: Sudwt MNuydwtwgph/<wdwdwu
PALCAM hhd bnhwt s rdwtil hwidws PR L St e L P Uptwl wwhhg 30
31 33691420 wawnh hp‘”‘“m nhuitbiph Jugnygny Jwd ynipwpwiigney Jupur Ytwnh fudpwp puluiqd L00 wgph Yupdwt wwhhg
wbkigdwu hwdwn® hwybinwing fi Jupwpnudp wkwnp E ppuluwiwgyh dhwutwlwi: Uwutwlgh Ynndhg hhpwqhmhphg wfuwnwupwiht opyw
jntpupwitiggniph dwuny quwght guiny subipluyuigily ll“""L. '. yugyws wnwgwplubpnud pupwgpnui:
bupwltntiphg nplth dEYh dyniupl wuhwd fuwt U (yuhwtgynn funnipyniup, putiwyp
b wyju) qhtqpnui hwjnp unljll swihwpwduh pn[np hhpwhlﬂnhph dwuny depdymd k:
u jupwpynn wypwiph Swzhy-wupwiipuigptipp whup E ubpluyugytu huduy fuwt
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ALOA ppnuingbi wgqwph hhdp
lhuntiphwubph wébkigdwu hwdwp (wquwph
hhdp pun Onwyhwuh-Ugnuwinhp)'
hwytnwiutipny

Lpwluwqdp punugws k Yhg hwybdws 1.8-nud pipdwd wiwypwupubiphg, npnup bwhuiwnbudwsd Gu
ultnwdpbipph U Yihuhywlywu wnyeh udnubpnud hunbphwubiph punpnquwt wébgdwu b wpwg
hwjinuwpbipdwt hwdwp

Quihwpwduh ghup duwynpynud £ hwbdws 1.8-h wuypwtipbiph punhwnip wpdbph

huwt g |: Cwybws 1.8-p hwdwpynd | quwyht Yh wt dwublh dwu: Fudw

g I 1 I ell WK F

hwtndmd 1 sty duShEmb b, PR

Yugnygny Jwé ynipwpwitiggnip di YEwnh fudpwpwitiwy
i Ywpwpnudp whwnp £ ppuwiwgydh dhuutwlu: Uwutiwlgh Yandhg bupwltntphg
Jnipupuibgniph Suuny qught ownly subpluiuiglbnt, Yud tbpl s P

tupwltintiphg nplih dklh dynuuht wihwdwy fuwtinipyut (wwhwgynn funnipyniup, pwtiwlp
b wyju) nEypmd hwynp unyt gwhwpwduh pnpnp bupwlbnbph Jwuny depdynud k:
Vwinwlupupynn wyputiph <wzhy-wuputipugpbipp whnp | ubpluyugybl hwduwy fuwt

hardbndwd Endws PR
{tipws 1.8-nud plipy ypwplbiph guitilyf

[nwljwqd

1.00

MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
wfuwnwupwih opduw
pupwgpnud:
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SCDLP wpquitwyy' Sphujwnhly unjwjh
\ighinhuny b inghuny wipquiiwy

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

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

Lpwlwqdp punugws k Yhg hwybdus 1.15 -nud pipdwd wwypwuputiphg, npnup  twfuwnbuws bu
Legionella pneumophila dwupkh wébkgdwt hwdwp:
Quithwpuidth ghtip Shundnpunud k hurtiws 1.15-h wuypwbipbph pighwbng wpdbph

pugnuiwpny: Cwybpws 1.15-p hwdwpynud £ quwght ownlh wupwdwubijh dwu: Fudwt
P Bt o ! P P

Yuignygny Jws ynupupuignin Ytnh fudpwpuitiulf
Yupwpnudp whnp £ hpulubwgydh dhwutiwlui: Uwutwlgh Ynndhg bupwltntphg
jnipuipwitiginiph duiuny quwght guinly subipluiywgubnt, Yud tbpYupugyws wnwguiplubpnud
tupwltintiphg nplih dklh dynuuht wihwdwy fuwtinipyut (wwhwgynn funnipyniup, pwtiwlp
b wyju) nEypmd hwynp unyt gwhwpwduh pnpnp bupwlbnbph Jwuny depdynud k:

U winwlupupdnn wyputiph <usgf-weputpuigpbpn wbinp & bbplwpugybt huduywnwufuwt
hwybdwé 1.15-nud pbipdus upubiph gy}

4 PEPY Jl RUGPY dl
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pupwgpnud:
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Enterobacter sakazakii tnwppbipwldw
(ESIA) wquwip

Luwfuwwnbudws £ Yuphg b upuwdetipphg Enterobacter sakazakii dwupkh wugwundwt b
wnwppbipwydwy hwdwp (hwdwdwju SOUS hUO/(3U-22964-2013 wwhwugutiph): Owfuup 1000 di-h
hwdwn 30.75 gpwd: Pwnunpniejniup' jugbihuh $pdunwinhy hhnpnihquin 7 g, fudnphswiht dqywdp
3 q, uwwnphnuwh pinphn 5 g, bwinphnwh nbiqopupfunjwn 0.6 g, 5-ppnd-4-pinp-3-hunnihy a-D-
quniynyhpwunghn 0,15 g, pjnipbinuyht dwunwlwgnyu 0.002 g, wqup 15 g: Mhunwubhniyejwu
dwdybnt wnudwqt 70%-h wnluwjnyenit dwnwlwpwpdwl wwhht, punhwunip dwdybnp
ujwqugnyup' 4 nwph, gnpdwpwlwiht htipdawnhl thwebpwynpdwdp’ wnwytjwgnyup 0.1 Yg
Yondwdpny b gnpdwpwiwiht whunwhwynpnuing (hwdwdédwju 1SO 18113 wpph unwunwpuubph
wwhwgh): Mwpuwnhp bU' fudpwpwwlh Swdlwghpp, wpnwnpnn Yuqiwlbpynyejwt wujwunwu ny
hwughl, wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh b whunwubihnyejwu dwdltinh hunwy
ugnudubipp: Lodwd £ in vitro Yhpwndwt dwuht ugnudp ud unyuwlwuwgdwt pwgnighs wy dhongubin,
on." wwnwnguiht hwdwp, wypwuph hwdwp: ludpwpwlwlt wdpnnoniejwdp huh thwnbuwl
(dwdlybwnh, wpnwnpnnh b thwpebrpwdnpdwt wenwnd) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubiplyuwywgynn npwyh hwjwuwnwghp, gnpdwnuwlwl punyewgntiph thnpdwpliunyejw wpryniupubn:
Upwnwnpniegniut niubtw ubpnpdwsd npuyh Yunwywpdwt hwdwlupg' npuyht uiphujwgynn
dhowqquiht hUO unwunwpnubipht hwdwwwwnwufuw (ISO 13485, 9001, CE L/jwd IVD):
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<huh dhgwyuwyp pwlnngny

<nunght, Jupnugnyu thnpbudwt quitugyuws £, bwuwnbudwd Eunbpnpulntiphwubph Ynndhg jwlnngp
$tpdbunwgubine hwnynyeywu nunwitwuhpdwt hwdwn (<huh gniuwdnp 2wpp): Mwpniuwynud |
hunhluwwnnp BP (opwinyd uwnywn U nngnjweent) Yud ppndypbgninynipunip hunhluwwnnp: Ugwph
wwpniuwynipegniup' 0.4 g' 1000 ) dhgwuwyphu:

Mhwnwubhniejwl dwdlybnt wnudwqu 70%-h wnlwjnyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybnp' Ujwqugnyup' 2 twph, gnpdwpwtwihu hepdanhly hwpbpwynpdwdp' wnwybjwgnyup 0.25
Yg Yanqwsdpny b gnpdwpuwiiwiht whnwlwynpnwing (hwdwdwju ISO 18113 gwpph unwunwpuutiph
wwhwlgh): Mwpuwnhp BU' fudpwpwwlh Swdlwghpp, wpnwnpnn Yuqdwlbpynyejwt wudwunwu ny
hwught, wpunwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubhnyewt dwdlinh hunwy
ugnuiutipp: Lodwsd L in vitro Yhpwndwt dwupht ugnwdp Yud unyuwlwuwgdwt pugnighs wy dhengubin,
on." wwnwinguiht hwdwn, wypwuph hwdwp: ludpwpwlwlt wdpnnonipjwdp huh thwnbuwl
(dwdybwnh, wpnwnpnnh U thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhu
utipyuywgynn npwlh hwwuwnwghp, gnpdwnuwlw punyewgpbiph thnpdwpliuniejwl wpryniupubin:
Upwnwnpnipgniut niubbw ubpnpdwsd npuyh Yunwywpdwt hwdwlupg' npuyht ubiphujwgynn
dhowqguwihtu hUO unwunwpuubipht hwdwwwwnwufuwt (ISO 13485, 9001, CE W/ywd IVD):
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<huh dhgwyuwyp gyniyngny

<ndnght, Jupnwgnyu thnpbudwt qutgywsd £, bwfuwnbudwd Eunbipnpuyntiphwutinh Ynndhg
qyntyngp $bpdbuinwgubint hwnlniyejwt nwuniuwuhpdwt hwdwp (Khuh gniuwynp gwpp):
Muwpniuwynd £ hunhuwnnp BP (opwinyd Yuwnywn b nngnjwierent) Ywd ppndypligninynipuynip
hunhywwnnp: Uquph wwpniuwynipyniup' 0.4 ¢' 1000 ) dhowywypht:

Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhht, punhwunip
dwdltinp’ uwqugnylp’ 2 tiwph, gnpdwpwlwiht hipdtnhy hwpbpwynpdwdp' wnwytiwgnyup 0.25
Yg Yanqwdpny b gnpdwpuwiiwiht whnwlwynpnwing (hwdwdawju ISO 18113 gwpph unwunwpuubiph
wwhuwtgh): Mwpwwnhp BU' udpwpwtwyh dwdywghpp, wpnwnpnn fuqiwlbpynyeywl wudwunau nu
hwugkl, wpunwnpnnh Ynndhg wpnwnpdwt wduwpedh b wyhunwubhnyejwt dwdlinh hunwy
ugnuiutipp: Lagwsd L in vitro Yhpwndwt dwuht upnwdp Yud unyuwlwwgdwt pugnighs wy dhengubip,
on." jwnwinguiyht hwdwp, wwpwtph hwidwp: ludpwpwtiwlt wdpnnoniejwdp |huh dhwnbuwl
(dwdybtwnh, wpwnwnpnnh U thwpbipwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht
ubipyuywgynn npwyh hwjwuwnwghp, gnpdwntwlwu punewgnpbiph thnpdwpliuniejwl wpryniupubn:
Upuwnpniejnii ntubuw ubpnpdwsd npwyh ywnwywpdwt hwdwluwpg' npwyht ubplujwgynn
dhowqguwihtu hUO unwtnwpuubpht hwdwuwwwnwufuwt (ISO 13485, 9001, CE W/ywd IVD):
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<huh dhowywyp dwuhwnny

<ndnghl, Jupnugnyu thnobudwt quugywsd k, bwfuwwnbudwd Eunbipnpuynbiphwutiph Ynndhg dwuhunp
$tpdbunwgubnt hwnynyeywu nwunwitwuhpdwt hwdwp (<hup gnuwdnp 2wpp): Mwpniuwynud
hunhluwwnnp BP (opwinyd uwnywn U nngnjweent) wd ppndypbgninynipunip hunhluwwnnp: Ugwph
wwpntuwynipyniup' 0.4q 1000 ) dhowduwypht:

Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjnyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybnp' Ujwqugnyup 2 wnwph, gnpdwpuwtwiht hepdanhly hwpbrwynpdwdp bW gnpdwpwliwjht
whunwlwynpnwing (hwdwdwju ISO 18113 wpph unwunwpuutiph wwhwugh), wnwybwgnyup 0.25 Yq
Yondwdpny: Mwpwnwnhp bU' fudpwpwliwlh dwdljwghpp, wpnwnpnn fuqdwlbpyniyeywt wudwunwu nu
hwught, wpunwnpnnh Ynndhg wpnwnpdwt wduwpedh b wyhunwubhnyewu dwdlyinh hunwy
ugnuiubipp: Lodwsd L in vitro Yhpwndwt dwupht ugnwdp Yud unyuwlwuwgdwl pugnighs wy dhengubin,
on." wwnwnguiht hwdwp, wwpwuph hwdwp: ludpwpwlwlt wdpnnonypjwdp (huh dhwnbuwl
(dwdybtwnh, wpwnwnpnnh U thwebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht
ubipyuywgynn npwlh hwjwuwnwghp, gnpdwnuwlwu punyewgnpbiph thnpdwpliuniejwl wpryniupubin:
Upwnwnpnipgntut niubbw ubpnpdwsd npuyh Yunwywpdwt hwdwluwnpg' npuyht uiphujwgynn
dhowqguwihtu hUO unwunwputbpht hwdwwwwnwufuwt (ISO 13485, 9001, CE W/ywd IVD):
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Lwwnphnuwh piaphn

Lhihwywl dhwgnipejnit £ bwiuwwnbudwsd dwupbwpwiwlw wpnpuwwnnphwih wofuwnwuputiph
hwdwp: Unwppyh twnphnwdwlywt wnu k, méynud £ gpnad: Kwdwwwnwufuwuh npuyht ubiplujwgynn
dhowiqquiht unwunwpwnutpht b/ Ywd niubuw npwlh hwjwunwghp Yud hwdwwwnwufuwuh $OUS-
hs:fudpupuitlip wdpnngnipiwdp (huh dhwibuwy (dwdbah, wpnwnpnnh & hupbpudapdat

PEI ANT
Sny) Pt PO Ei 1 1) hik ht, P
| I U PuRLY AN (ot bl | il it | I I

|, 1-5 Yq Yznwdpubipny:
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hdbipuhnu jnin

Luwfuwwnbuws E dwupwnhnwlyh hdbpupnt opjiyinhyny wptuwnbint hwdwp: Ukidwgunud |
fungnpugdwt huwpwynpniejniup, sunphhy hp pldwt gnighsh n = 1,515: dwpbpwynpnuip'
upjuwlubpny’ wnwybpwgnyup 100-whwu 0): Mhnwubijhniejwt dwdytnp wnuduqu 70%-h wnlwjnye)ntu
dwunwlywpwpdwt wwhh: Pwpbipwdnpndp hipdbnhly, gnpdwpwuwiht dwyudwdp b
whunwywynpdwdp, (hwdwdwju 1ISO 18113 gwpph unwunwpuutiph wwhwugh), niubtuw fudpwpwtwyh b
wwypwupwuhpwiht dwdlwqgnbip, wpnwnpnnh Ynndhg wpunwnpdwt wduwpdh bW wyhunwubhnygjwu
dwdlytinnh hunwly ugnuiubipny:
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BSC - ypnwhnuwwn wqwph hhdp'
hwytnuing

Lpwluwqip punugws k Yhg hwybjwsd 1.14 -nud pipdwd wuwpwupttiphg, npnup twfuwwnbudwsd tu
Ywpuwdptinphg ph$hnnpwlntiphwutiph pinpnnuut wugwndwl nt qunniputiph hwadwpyh hwdwp
Quithuipwdth ghup aluudnpdnud & hudws 1.14-h wupuiptibph pnhuwtniy wndbph

hut, 5 |: Cwnbpwd 1.14-p hwdwpgned £ quught 4h wopwdwibh dwu: Fodwy

puq nny I | QUIPHT P

bt hifwtidwd + 1 sty kb b, PR

Yugnygny Jwé ynipwipwitigyniy Ytwh fudpwp it
jupwpnuip whnp b hpuwiwgyh dhuutwlwi: Uwutulgh Ynndhg bupwltnbphg

" W s - tknl s N
Jntpuipwitigniph dwuny qliwgf puiny subipluywgtibipnt, Gud tbipluyugys pupluby

bupwlbinbnhg nplh delh dinuht wihwdwy fuwtnipyut (wwhwgynn funnipyniup, pwtwyp
b wyju) nEypnd hwynp unyt gwihwpwduh pnpnp upwybnbkph dwuny depdynud k:
Vwwnwlwpupynn wuputiph Cwizhy-wypwipwgpbpp whnp kubpluywgdbt hwdwwy fuwt

hwybws 1.14-md pipwé wuypwupubph gwulh:
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Buwqwph gnp wuqiw

Luwfuwwnbudws b wjwqdwynwgnywghwih nbwlghwinud unw$hjwynytinh ubpnbuwluwhu
unyuwlwiwgdwu hwdwp: Mwnpwunniyp uinwgyws E dwquph wpyniuhg' 5%-wung innbinuiywjws
Yhupnuwperyuwiht bwnphnwh htin fuwnubing: Uyhunwly, uyhunwwdwpnugnyu jud nbnuwdni
Swynunybt quugwsd k: Mwhwywudwu dwdlbinp' 2 nwph' wpnwnpdwi opduhg, wwhwwunwip'
Inyuhg wwpunuwwuyws, 2-8°C wwjdwutbpnd: Mhunwubihniejwl dwdlybint wnudwqu 70%-h
wnlwjnipnit dwinwlwpwpdwl wwhht, gnpdwpwwiht hipdtunhy thwebpwynpdwdp' jnipwpwgnip
upqulp’ ujuqugnyup 1 dj, hn$hhqugywsd duny U gnpdwpwwiht whunwywynpnwing (hwdwdwju 1ISO
18113 gwpph uwnwunwpnutiph wywhwueh), niubuw fudpwpwuwyh b wypwupwuhwiht dwdlwgnptp,
wpwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubhnyejwt dwdytinh hunwly ugnudubipny:
hudpwpwuwlyp Yph hunwl dwdlwghp, wdpnnoniejwdp (huh dhwnbuwl (dwdlybnh, wpunwnpnnh b
thwpbipwynpdwt wanwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwlyht ubpywjwgynn npwlyh
hwywuwnwghp: Upnwnpniegniut niubuw ubpnpdwsd npulyh yunwdwpdwu hwdwlwng' npulypt
ubiplyuywgynn dhowqquiht hUO unwunwpnubpht hwdwwwwnwufuwl (ISO 13485, 9001, CE L/{wd
IVD):

upduy
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Pnibbipwhu |nwdnype

Dbnubwin-wnuiht pnibtipwihts ;nwnype £, ph = 5,5 + 0,2 gniguiihony: bptiuhg ubipyuywgunud £
dwupbwqbind $nupwn-pnibtipuht nwdnye, npp wwpniwwynw £ dbhunbnuljujusd $nudnpwepeywhu
Yuihnud, tpyunbnuluidwsd $nubnpuippdwiht twwnphnu, bwwnphnwh pinphn b dwpnip onip
wuhpwdtipn dwywiny: Lndnud/pwjpuynud £ untpuinpuntitiph npnawlh puwiwlnueni’ hunhywwnnph
ubpluyniejwdp’ wnwewgubiny gniuwynp [nwdnypubn: Yhpwndnid b uwthnwpwlw W hupywlwt
dJwupbwpwunipjwl dbg: Lnidnypp thwebpwynpyws £ updulubpnd’ jnipupwtgninp wnuduwq 10-wljwl
U dwywiutipny: Mhnwubijhnyejwt dwdytint wnujuqu 70%-h wnluwynyejniu duwnwwpwpdwt wwhhu,
punhwnip dwdybnp' bjuqugnyup 2 nwph, gnpdwpwwiht hipdbnhl hwebpwynpdwdp b
gnpdwpwlwht whnwluwdnpnuwing (hwdwdw)ju 1SO 18113 gwpph unwunwpunutiph wwhwgh), niubuw
fudpwpwwyh b wwypwupwuhywht dwdljwgnpbp, wpunwnpnnh Ynndhg wpunwnpdwt wduwpyh b
whwnwubhniejwl dwdlyinnh hunwly upnwiubipny: fudpwpwuwlp Yph hunwly dwdlwghp,
wdpnngnipjwdp |huh dhwnbuwl (dwdytinh, wpnwnpnnh b hwpebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubpyuywgynn npwyh hwwunwghp: Upunwnpniejniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwnpg' npuyht ubipywjwgynn dhowqquihtt hUO
unwunwpuubpht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD):
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UhP-tiph hwywpwdnt N 2

Lwjwpwdnt N 2-p bwpuwwnbudws | Eunbipnpwlyunbiphwutiph dhegtinuiht b whuwlwjht wwwppbpwlydwt
hwdwp: <wdwpwdnit wwpniwwynd £ hwdwwywnwufuwt ungebipny ubipddywd ujwywnwyubip, npnug
dhongny hpwlwuwgynud U 13 inbuwlh pliun (hunghw, |hght, bwwnphnuwh dwintwwn, optpwnht,
unpphw, twwnphnuih ghnpuwin, pEnnw-qujwlnnghnwqu, hunn|, opupnwqu, dddpwenpwdhl, niptiwqu,
$tupjwwuhuntqudhuwqu, Sngbu-Npnulwnibph nbwlyghw): <wdwpwdniu wwywhnynud £ wnujwqu 50
htivnwgnunipjwt hpwywtwgnid: Mwhywudwl dwdltinp 2 nwph, 2-25°C gbipdwjht nbdhdh
wwjdwuubpnud:

Mhwnwubhniejwl dwdybant wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhht, gnpdwpwlwhu
htpdbtinhly thwpbpwynpdwdp b gnpdwpwiuwiht whnwlwynpnuing (hwdwawju 1SO 18113 gwnph
unwunwnuutiph wwhwugh), niubuw fudpwpwuwyh b wypwupwuhwht dwdlwgptip, wpwnwnpnnh
Ynndhg wpunwnpdwu wduwpyh b wyhunwutihnyejwt dwdytinh hunwl ugnuiubpny: udpwpwtwyp Ynh
huwnwly dwdljwghp, wdpnnoniejwdp (huh dhwnbiuwly (dwdybnh, wpnwnpnnh b hwpbipwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipyujwgynn npwlyh hwjwunwghp:
Upuwnpniejnii ntubuw ubpnpdwsd npwyh ywunwywpdwt hwdwluwpg' npuyht ubplujwgynn
dhowqguwihtu hUO unwtnwpuubpht hwdwuwwwnwufuwt (ISO 13485, 9001, CE W/ywd IVD):

[nwlwqd

24.00

MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
wfuwnwupwih opduw
pupwgpnud:
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24300000

Lhuhwlwt dwpnip gyniyng

2np uwhwwly hngbudwu hwdwubin quugywsd, ogunwgnpdynud | utunignn dhowyuwjpbiph wwwnpwundwu
hwdwp: Mhunwubhnyejwt dwdlyint wnudwqu 70%-h wnluynyeinit dwnwlwpwpdwl wwhhl,
thwrebpwynpnuip' wnwybjwgnyup 2-wlwi g, htipdinhy wwpwitipnd' hunwl whnwlwynpdwdp,
wwpwupwuhoh b fudpwpwuwlubph wwpunwnhp ugndutipny:

Cwdwwwwnwufuwuh npwlht ubplwjwgynn dhowqquiht unnwunwpunubipht W niubuw npwyh
hwlwuwnwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubplywjwgynn hwywuwnwghp): gnpdwpuwitiught
whunwlywynpnuwing (hwdwdwju ISO 18113 wpph unwunwpuutiph wwhwugh), niubuw fudpwpwuwyh W
wwypwupwuhpwiht dwdlwqgnbp, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b wyhunwubhnygjwu
dwdlytinnh hunwly upnwiutipny: fudpwpwuwlp Yph hunwly dwdlwghp, wdpnnoniejwdp (huh dhwnbuwly
(dwdybtwnh, wpwnwnpnnh U thwebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht
ubipyuywgynn npwlh hwwuwnwghp: Upnwnpnieniut niubuw ubpnpdwsd npulyh Yunwdwpdwu
hwdwlwng' npwyht ubpluywgynn dhowqguiht hUO unwtinwipunubpht hwdwwwunwutuw (ISO
13485, 9001, CE L/jwud IVD):

g

75.00

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wifuwnwupwiht opduw
pupwgpnud:
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V U X gnpdnuutipny uywyqwnwlubiph
Inwlwqd

Lpwlwqdp pwnugws E Yhg hwybigws 1.13-nwd pipdué wwypwuptbiphg, npnup twhuwwnbudwd Gu
htdn$hubiph twppbpwldwi hwdwp:

Quihwpwduh ghup duwynpynud £ hwdbdws 1.13-h wypwiiptbph pughwinip wpdtiph

huwt 5 J: Cwrdywd 1.13-p hwiwpdnus | qlught Uh wipwdwubih dwu: Sudwt

nug nny 1414 ell 2WPHK P

(R 1 st kb b, PRRE

Yugnygny Ywsé jnipupwiginip b jtwnh fudpwp it
i Ywpwpnudp whwnp £ hpuwiwgydh dhwutwlui: Uwutiulgh Ynndhg bupwltntphg
Jipupuibiguph duuny qught ouipl stubipl ko, Yuad bl s P

I pYujgaay pHjwugy uupyubr

tupwybinbnhg nplh dklh dnuht wihwdwy fuwtnipyul (wwhwlgynn funnipyniup, pwtwyp
b wyju) nEypnd hwynp unyt gwhwpwduh pnpnp Bupwlbnbph dwuny depdynud k:

1% b, P

u jupwipynn wwyputiph Cwizhy-wyputipugpbipp whnp | ubpluyugyl | I
hwybws 1.13-nud pipdwé wypwupubph gwulh:

[nwljwqd

MNuydwuwgnh/Swdwdwu
wqnh Yupdwl wuwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:




hpwytipny
Uwfuwint
ujwd
swihwpwd
th
hwdwpp

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

wujwunwip

wupwpwjht
ugwp, dwlhgp L
wpuwnpnnh
wujwunwip

wbluthywyuw punpwghpp

s/d

dhusfnph
ghup/<<
npuwd

punthwunip
Ghup/<< npwd

punhwunip
pwuwyp

duwunwywpwpdwu

hwugku

dwdlyinp

48

33121270

Uywyqwnwlutip jGnhny

Uywyqwnwlutip jtnhny, ogunwgnpdynid bu wubdwynybph wwppbpulydwt hwdwp, jnipupwugnign
ulwywnwyp bwiuwwnbugws £ 1 phunh hwdwp: Pwpbpwynpndp’ hup hbpduhy, gnpdwpwwht,
nipupwtginip hwpbipwynpdwu dbe wnwybjwgnyup 100 ufwywnwl: Mwpunwnhp £ hwpbpwynpdwu
Ypw fudpwpwtwyh dwdljwghpp, wwypwupgh wudwunwp, dwdytinubiph hunwl ugnidubipp W wyju:
Mhunwbihnyejwt dwdybnp wnuduqu 70%-h wnlwynieinis dwnwlwpwpdw wwhhb, tjuqugnyup' 2
wwph, thwpebpwnpnwp' hipdinhy wwpwitipng' hunwy wyhnwwynpdwdp, wwpwlpwuhoh W
fudpwpwtwlubiph wwpuwnhp ugnuiubpny:

Cwdwwwwnwufuwuh npwlht ubplwjwgynn dhowqquiht unwunwpunubipht W niubuw npwyh
hwywuwnwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn hwyjwuwnwghp): Snpdwpwtwihtu
whwnwywynpning (hwdwdéwju ISO 18113 gwpph unwunwpuutiph wwhwugh), niubuw fudpwpwuwyh b
wwpwupwuhpwiht dwdlwqgpbip, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b wyhunwubhnyejwu
dwdlytinnh hunwly upnwiutipny: fudpwpwuwlp Yph hunwl dwdlwghp, wdpnnoniejwdp (huh dhwnbuwy
(dwdybtwnh, wpwnwnpnnh U thwpbipwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht
ubipyuywgynn npwlh hwjwuwnwghp: Upnwnpnieniut niubuw ubpnpdwsd npulyh Yunwywpdwu
hwdwywng' npwyht ubipluywgynn dhowqquihtt hUO unwunwpunutiphtt hwdwwwinwufuw (1ISO
13485, 9001, CE L/jwud IVD):

hwwn

100.00

MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
wfuwnwupwih opduw
pupwgpnud:
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UYwdwnwlubp owunnfuhuny

UYwdwnwlubp owunnfuhuny, ogunwgnpdynid bu wubdwynybiph nmwppbpwlydwt hwdwp: Snipwpwgnip
ujwdwnwlp twuwwnbudwsd £ 1 phunh hwdwp:

Pwpbrwynpndp’ |huh htpdawnhy, gnpdwpwwh, Jnppwpwtgnip thwpbrwynpdwl dby
wnwybjugnyup 50 uywywnwl: Mhunwubhnyejwt dwdlybinp wntudwqu 70%-h wnluwjnigniu
Jwinwlwpwpdwl wwhht, Ujwqugnyup' 2 tnwph, thwpbpwynpnwp’ htpdbuhy nwpwubpng' hunwy
whnwywdnpdwdp, wypwupwuhgh b fudpwpwuwlyubph wwpuwnhp ugnwiubipny:

Lwdwwwwnwuhuwuh npuyht ubphuywgynn dhowqgwiht unwunwpunubpht W ndibuw npuyp
hwjwuwnwghp (wpwnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwjwuwnwghp): Snpdwpwtw)hu
whnwywdnpnding (hwdwdwyu ISO 18113 gwipph unwunwpwnubiph wwhwugh), niubuw fudpwpwuwlyh b
wypwupwuhwiht dwdljwgpbip, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubihniyejwu
dwdybinh hunwl ugnwiubipny: ludpwpwuwyp Ynh hunwy dwdljwghp, wdpnneniejwdp |huh dhwnbuwy
(dwdlybwnh, wpnwnpnnh b thwpebrpwdnpdwu wenwind) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubiplyuywgynn npwyh hwjwuwnwghp: Upnwnpnieniut niubuw ubipnpdwd npuyh unwduwpdwu
hwdwlwpg' npwlht ubipluwjwgynn dhowqguiht hUO unwunwpwnutiphtt hwdwwwwnwufuwt (1ISO
13485, 9001, CE b/juu IVD):

100.00

Muiydwuwgnph/<wdwdwu
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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Uywydwnwlutip opuhnwquiny

UYwdwnwlubp opuhnwquiny, ogunwgnpdynid Bu dwupkubph tnwppbpwldw hwdwn:

Snipwpwtgnip ujudwnwyp bwuwnbuws k1 phunh hwdwn:

Pwpbrwynpnidp’ |huh htpdbwnhy, gnpdwpwwh, Jnppwpwgnip thwpbrwynpdwl dby
wnwybjugnyup 50 uywywnuwl: Mhunwbhnyejwl dwdlybinp wnudwqu 70%-h wnluwjniyeniu
dwinwlwpwpdwt wwhht, Wwqugnyup' 2 twph, thwpbpwynpnuip’ hbpdbunhly nwpwtbpny' hunwly
whwnwlwynpdwdp, wwypwupwuhoh b fudpwpwuwlyubph wywpwnwnhp upnwdubipny:
Lwdwwwwnwufuwuh npwlht ubiplwjwgynn dhowqquiht unwunwpunubipht W niubuw npwyh
hwywuwnwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn hwjwuwnwghp): Snpdwpwtwihtu
whwnwlwynpnwing (hwdwdéwju ISO 18113 gwpph unwunwpuutiph wwhwugh), niubuw fudpwpwuwyh b
wwypwupwuhpwiht dwdlwqgpbip, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b wyhunwubhnyejwu
dwdlytinnh hunwly upnwiutipny: fudpwpwuwlp Yph hunwl dwdlwghp, wdpnnoniejwdp (huh dhwnbuwy
(dwdybtwnh, wpwnwnpnnh U thwpbipwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubiplyuywgynn npwyh hwjwuwnwghp: Upnwnpnieniut niubuw ubipnpdwd npuyh unwdupdwu
hwdwlwng' npwlht ubpluywgynn dhowqquihtt hUO unwunwpnutipht hwdwwwnwufuw (1ISO
13485, 9001, CE /juu IVD):

3,000.00

MNuydwuwgph/<wdwdwu
wqph Yupdwu wwhhg 30
wfuwnwupwiht opyw
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Udfuwgntipny wwppbipwyhy
ulwywnwlubiph puwluqd

Lpwlwqdp punugws E Yhg hwybdws 1.12-nwd pindwd wuwpwpttiphg, npnup ogunwgnpdynid Gu
dhypnopquithquutinh nwpptipwydwt hwdwnp' pun ypghtuiphu wéfuwenptipp $tpdbunwgutint W/ywd
wdhtwppenubpp pwjpwjtint hwnyniejw:

Quihwpwduh ghtp duwnpdnud £ hwdbdws 1.12-h wyputipbph pughwinip wpdbph

hwt i |: Qwybws 1.12-p hwdwpynud | quwght Yh wupwdwubih dwu: Fudwt

g I 1414

hwtndnd franin 1 sty duShEmb b, PR

Yugnygny Jwd ynpwpwitiggny Ytnh fudpupwtiwlf
fwnwlwpwpnudp whnp E hpulwtwgdh dhuwutiwlub: Uwutwlgh Ynndhg bupwltntphg
Jnipwpwitiginiph dwuny quwght guipy subipluyugubnt, Yud ubpyuywgyws wnwgwplubpnud
Gupwybnbphg npith dkyh dniuht wuhwdwy fuwtinipjwts (ywhwgynn funnipyniup, pwtwyp
b wyju) nEypmd hwynp unyt gwhwpwduh pnpnp bupwlbnbph Jwuny depdynud k:

u Yupuwpynn wypwiiph Qwzhy-wupwiipuigptipp whup E ubpluyugdtu hudwy fuwt

hwybws 1.12-nud pipjué wypwupubph guulh:

[nwljwqd

1.00

MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
wfuwnwupwih opduw
pupwgpnud:
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hnt ghéinly unpdw

Lwhuwwnbudwsd E npn wwhwgynun dwuptubiph wébkigdwu hwdwp dwupbwpwuwlwl uunignn
dhowdwjpbiph Yypw npytiu hwybind wybjwgubine 6wuwwwphny: Mwnpwundwsd £ dh-nnunputiph
wnyntuhg, hpkuhg ubplwjwgunud £ ntinht jwd pwg swquiwlugnyu hbnnwy wnwug htidnjhgh
ugwutiph: Mwwnpwuwnniyp ywpniwwlynd £ 0.5 %-hg ng wyb) pinpn$npd: Uk updwyp wywpniiwynd £
wnwybjugnyup 100 ) ghtiniy:

MNuwhwwtdwl dwdybnp Uwqugnyup 1 wnwph, 2 -8°C-nul: Mhuwubhnyejwl dwdlbnp wnudwaqt 70%-
h wnywjniejnit dwinwywpwpdwt wwhhu. wdwwywnwufuwth npwyht ubipluywgynn dhowqguih
unwunwpuutipht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpwnubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhpwiht dwdljwgnbp, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b whunwubhnyejwt dwdytinh hunwl ugnwubpng: udpwpwwyp Yph hunwy
Swdlwghp, wdpnnenipjwdp |huh dhwwnbuwy (dwdltinh, wpnwnpnnh b thwebpwynpdwl wnnwinyg) b
niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipyuywgynn npwiyh hwjwunwghp: Upnwnpniejniut
niubuw ubpnpdwsd npwlh Ywnwdwpdwu hwdwlwnpg' npulyht ubipywjwgynn dhowqquiht hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

ap

200.00

Muiydwuwgnph/<wdwdw)u
wqph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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2np 2hqbiinquijht wnunppgywd
whunnpnghs shéiny wgynunhbughush
nbwlyghwh hwdwp I-VI L S.sonnei

BSwquwnh Yud nguwph wpjwu hhybphdniuhqugyws, |hndhihqugywsd ghtniy: Lndngbl, thnobudwu
quugywsd £, wwpniiwynud £ hwywdwpdhuutip ohgbijw $iiputiiph 1-V1 U S.sonnei ujuiundwdp:
MNwhwwtdw dwdytnp Uuqugnyup 3 tnwph, 4 -10°C: Mhunwubihniyejwl dwdlbint wnudwqu 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuubpht fwd niubuw npwlh hwwunwghp (wpnwnpnnh Ynndhg fudpwpuwtiwlht
ubipyuywgynn hwjwuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwdwju 1SO 18113 wpph
unwunwnpuutiph wwhwugh), niubuw fudpwpwuwlyh b wwypwupwuhwiht dwdlwgnptip, wpwnwnpnnh
Ynnihg wpunwnpdwt wduwpyh bW wyhunwubihnyejwt dwdytinh hunwl ugnwiubpnyd: udpwpwtwyp Ynh
hunwly dwdljwghp, wdpnnoniejwdp (huh dhwnbuwl (dwdybnh, wpnwnpnnh b hwpbipwdnpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwwunwghp:
Upwnwnpnipgniut niubbw ubpnpdwsd npuyh Yunwywpdwt hwdwlupg' npuyht ubiphujwgynn
dhowqguiht hUO unwunwpunubipht hwdwwwwnwutuwt (1ISO 13485, 9001, CE W/ywd IVD):

upduy

20.00

MNuydwuwgnh/Swdwdwu
wqnh Yupdwl wuwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:
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2np 2hqbiinquijht wnunppgywd
wfuinnpnghs 2héinly wgynunhuwghwh
nbwlyghwyh hwdwp $ibputtiph -V

BSwquwnh Yud nguwph wpjwu hhybphdniuhqugyws, |hndhihqugywsd ghtniy; <ndngbl, thnobkudwu
quugywsd £, wwpniuwynud £ hwlywdwpdhuutip ohgbiw $itiputibph -V ufundwdp: Mwhywudwu
dwdlbnt wnudwqu 3 nwph, 4 -10°C-nwi: Mhnwubihniejwt dwdybnt wnudwqt 70%-h wnlwynipejniu
duwunwwpwpdwt wwhht: <wdwwwnwufuwih npubht ubpyuywgynn dhowqquhts unwunwpunubphu
b niubtiw npwyh hwdwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubipluywgynn hwdwuwnwghn):
Snpdwpuwiiwht whinwlwynpnwing (hwdwdwju 1ISO 18113 gwpph unwlunwpunutiph wwhwugh), niubuw
fudpwpwwyh b wwypwupwuhpwiht dwdlwgptip, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W
whwnwubhniyejwt dwdlinnh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp,
wdpnngnipjwdp |huh dhwnbuwl (dwdytinh, wpnwnpnnh b hwpebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubipyuywgynn npwyh hwjwunwghp: Upinwnpniegniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubiplujwgynn dhowqquihtt hUO
unwunwpuubpht hwdwwwwnwutuw (1ISO 13485, 9001, CE W/ywd IVD)

upduty

10.00

MNuydwuwgnh/Swdwdw
wqnh Yupdwl wuwhhg 30
wigfuwnwiipwiht opduw
pupwgpnd:
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2np 2hgliinquijh wnunppgywd
wiuwnnpnghs ohéintly wqynunhwghwh
ntiwlyghwjh hwdwp S. sonnei

BSwquwnh Yud nguwph wpjwt hhybphdniuhqugqws, |hndhihqugywsd ghtniy; <ndngbu, thnobkudwu
quugywsd £, wwpniiwynwd £ hwywdwpdhuutp ohgbjw gnuubh ufundwdp:

MNwhwwtdw dwdlnt wntgwqu 5 wwph, 4 - 10°C-nui: Mhunwubihnejwt dwidltnp wnuwqt 70%-h
wnluwynip)nit dwnwlwpwpdwl wwhht: <wdwwwnwufuwth npuyht ubplujwgynn dhowqgquiht
unwunwpwnubipht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubplujwgynn
hwjwuwnwghp): Snpdwpwuwiht yhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwlgh), niubuw fudpwpwuwyh b wypwupwuhwiht dwdlwgnptp, wpunwnpnnh Ynndhg
wpnwnpdwt wduwpdh b whunwubihnyejwu dwdytinh hunwl ugnwubipny: ludpwpwuwyp Yph hunwy
Swdlwghp, wdpnnoniejwdp |huh dhwnbuwy (dwdybinh, wpnwnpnnh U hwebpwynpdwt wnnwing) b
niubuw wpnwnpnnh Ynndhg fudpwpwtwypt ubipluwjwgynn npwyh hwjwuwnwghp: Upnwnpnigniut
niubtw ubpnpdwsd npwlh Ywnwdwpdwu hwdwywnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuatfuwu (ISO 13485, 9001, CE W/ywd IVD)

upduly

10.00

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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2np 2hgliinquijh wnunppgywsd
wfuwnnpnzhs ohtinly biliputitip nhuy |

Bwqwnh Ywd nguwph wpywt hhwbphdniwhqugywsd, |hn$hihquigwsd ohéiny; <ndngkt, thnpbudwu
quugywd k, wwpniwwynd E hwlwdwpdhuubp ohgbjw $putitiph | wnhwh ufwndwdp:

MNwhwwtdw dwdljnt wntgwqu 5 nwph, 4 - 10°C-nui: Mhunwubihniejwt dwidlytnt wnuwqt 70%-h
wnluynip)nit dwnwlwpwpdwt wwhht: <wdwwwnwufuwth npuyht ubplujwgynn dhowqguiht
unwunwpunubpht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubplujwgynn
hwjwuwnwghp): Snpdwpwiwiht wyhunwlywdnpnuwing (hwdwdwju ISO 18113 gwpph unwunwpwnutph
wwhuwlgh), niubuw fudpwpwuwyh b wypwupwuhgwiht dwdlwgnptp, wpunwnpnnh Ynndhg
wpnwnpiwt wduwpdh b whunwubihnyejwu dwdybinh hunwly ugnwiubipny: ludpwpwuwyp Yph hunwy
Swdljwghp, wdpnneoniejwdp |huh dhwnbuwly (dwdlbinh, wpnwnpnnh U hwebpwynpdwt wnnwing) b
niubuw wpnwnpnnh Ynndhg fudpwpwtwypts ubipluwjwgynn npwlyh hwjwuwnwghp: Upnwnpniginiut
niubtw ubpnpdwsd npwyh Ywnwdwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwwnwuafuwu (ISO 13485, 9001, CE W/ywd IVD)

upduly

10.00

Muiydwuwgnph/<wdwdwu
wqph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:

57

33121270

2np 2hqbiinquijht wnunppgywd
wlunnpnghs ohéniy Hiliputibin huy 1I

BSwquwnh Yud ngfuwph wpjwu hhybphdniuhqugyws, |hndhihqugywsd ghtniy; Lndngbl, thnobudwu
quugywsd £, wwpniiwynud £ hwywdwpdhuutp ohgbijw $iputitiph 11 mhwh uywndwdp:

MNuwhwwtdwl dwdytinp bdwqugnyup 5 twph, 4 - 10°C-nwi: Mhuwtbihngejwt dwdybnt wnudwqu
70%-h wnluwynyeyni dwinwlwpwpdwt ywhht: Cwdwwywnwafuwih npuwyht ubipluywgynn
dhowqquiht unwunwpuubphu b ndubuw npuyh hwjwunwghp (wpnwnpnnh Ynndhg udpwpwtiwlp
ubipyuywgynn hwjwuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwdwju 1SO 18113 wpph
unwunwpuutiph wwhwugh), niubuw fudpwpwuwlh b wwpwupwuhowihtu dwdljwgpbp, wpunwnpnnh
Ynnihg wpunwnpdwt wduwpyh bW wyhunwubihnyejwt dwdytinh hunwl ugnwiubpnyd: udpwpwtwyp Ynh
hunwly dwdljwghp, wdpnnoniejwdp (huh dhwnbuwl (dwdybnh, wpnwnpnnh b hwpbpwdnpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwwunwghp:
Upwnwnpnipgniut niubbw ubpnpdwsd npuyh Yunwywpdwt hwdwlupg' npuyht ubiphujwgynn
dhowqguht hUO unwunwpunubipht hwdwwwwnwufuwu (1ISO 13485, 9001, CE L/ywd IVD)

upduy

10.00

MNuydwuwgnh/Swdwdwu
wqnh Yupdwl wuwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:
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33121270

2nn ghgliinquijh wnunppgywd
wfuwnnpnghy ohénily $iliputitip inhy 11

BSwquwph Yud ngfuwph wpjwu hhwbphdniuhqugyws, |hn$hihqugyws ghtniy; Lndngbt, thnpkudwu
quugywsd £, wwpniuwynwd £ hwywdwpdhtubip ohgbjw $iaputitiph Il nhyh uywndwdp:

MNwhwwtdw dwdlytnp Uuwqugnyup 5 twph, 4 - 10°C-nwi: Mhunwbihniejwl dwdlbnp wnudwqu
70%-h wnluwynieiniu dwnwlwpwpdwt wywhht: <wdwwywnwufuwth npuwyhtu ubiplujwgynn
dhowqquiht unwunwpuubpht b niubuw npwyh hwjwuwnwghp (wpnwnpnnp Ynndhg fudpwpwtwyp
ubipyuywgynn hwyjwuwnwghp): Snpdwpwuwihtu whnwlwynpnwing (hwdwdwju 1SO 18113 wpph
unwunwpuutiph wwhwugh), niubuw fudpwpwuwyh b wwpwupwuhywiht dwdljwgpbp, wpunwnpnnh
Ynndhg wpunwnpdwu wduwpyh b wyhunwutihnyejwt dwdytinh hunwl ugnuiubpny: udpwpwtwyp Ynh
huwnwly dwdlwghp, wdpnnoniejwdp (huh dhwinbuwly (dwdybnh, wpnwnpnnh b thwpbipwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipyujwgynn npwlyh hwjwunwghp:
Upuwnpniejnitit ntubuw ubpnpdwsd npwyh yunwywpdwt hwdwluwpg' npuyht ubplujwgynn
dhowqguwyhtu hUO unwunwpunubpht hwdwwwwnwufuwt (ISO 13485, 9001, CE L/ywd IVD)

upduly

10.00

MNuydwuwgph/<wdwdwu
wqph Yupdwu wwhhg 30
wfuwwnwupwiht opyuw
pUpwgpnud:
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33121270

2np 2hgliinquijh wnunppgywd
wfuwnnpnghs ohinty biputibin wnhuy Vi

BSwquwnh Yud nguwph wpjwt hhybphdniuhqugqws, |hndhihqugywsd ghtniy; <ndngbu, thnobkudwu
quugywd k, wwpniwwynd £ hwlwdwpdhuubp ohgbiw $iiputiph VI nhwh ufwndwdp:
MNuwhywtdwl dwdytinp bwqugnyup 5 twph, 4 - 10°C-nwi: Mhrwtbihnyejwt dwdybnt wnudwqu
70%-h wnlwynieinit dwnwywpwpdwt wwhht: Cwdwwywinwufuwth npuyht ubpyujwgynn
dhowqquijht unwunwpuubpht b niubuw npwyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwtwyp
ubiplyuwywgynn hwdwuwnwghn): Snpdwpwuwiht whnwlywdnpnwing (hwdwawju ISO 18113 gwpph
unwunwpunubiph wwhweh), niubuw fudpwpwuwyh b wwypwupwuhowiht dwdlwgnpkp, wpunwnpnnh
Ynndhg wprnwnpdwt wduwpyh b whunwubihniejwu dwdybnh hunwl upnuiubipny: fudpwpwuwlyp Yph
hunwl dwdlwghp, wdpnnonyejwdp (huh dhwnbuwl (dwdlybnh, wpunwnpnnh b hwebipwynpdwu
wnnuwing) b nubuw wpwnwnpnnh Ynndhg fudpwpwtwyht ubpyujwgynn npwyh hwjwuwnwghn:
Upwnwnpnipgniut niubtw ubipnpdwsd npuwyh Yunwywpdwt hwdwluwpg' npuyht ubiphujwgynn
dhowqquiht hUO unwunwpunubipht hwdwwwwnwufuw (ISO 13485, 9001, CE L/jwd IVD)

upduly

10.00

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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33121270

2np 2hqbiinquijht wnunppgywd
wluwnnpnghs 2héiniy $liputitin 6 fudpuwhl

BSwquwnh Yud nguwph wpjwu hhwbphdniuhqugyws, |hndhihqugywsd ghtniy; <ndngbl, thnobudwu
quugywsd £, wwpniiwynwd £ hwywdwpdhuutip ohgbijw $iputibiph fudp. 6-h uluwndwdp:

Mwhwwudwt dwdltinp Uwqugnyup 5 twnph, 4 - 10°C-nwi: Mhnwbijhniejwl dwdlbnt wnudwqu
70%-h wnluynyeyni dwnwlwpwpdwt wywhht: Cwdwwywnwafuwih npuwyhtu ubipluywgynn
dhowqquiht unwunwpunutiphtu b ndubuw npuyh hwjwunwghp (wpnwnpnnp Ynndhg fudpwpwtiwlyp
ubipyuywgynn hwjwuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwdwju 1SO 18113 wpph
unwunwnuutiph wwhwugh), niubuw fudpwpwuwlh b wypwupwuhowihtu dwdljwgnbp, wpunwnpnnh
Ynndhg wpunwnpdwt wduwpyh bW wyhunwubihnyejwt dwdytnh hunwl ugnwiubpnyd: udpwpwuwyp Ynh
hunwly dwdljwghp, wdpnnoniejwdp (huh dhwinbuwly (dwdybnh, wpnwnpnnh bW hwpbipwdnpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwjwunwghp:
Upwnwnpnipgntut niubbw ubpnpdwsd npuyh Yunwywpdwt hwdwluwnpg' npuyht uiphujwgynn
dhowqguwhtu hUO unwunwpunubpht hwdwwwwnwufuwt (ISO 13485, 9001, CE W/ywd IVD)

upduy

5.00

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wifuwnwupwiht opduw
pupwgpnud:
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33121270

2np ghgliinquijh wnunppgywd
wluinnpnhs 2héniy Hitiputibtin 7, 8 fudpwyh

BSwqwnh Ywd nguwph wpywt hhwbphdniwhqugywsd, |hn$hihquigwsd ohéiny: <ndngku, thnpbudwu
quugqwd b, wwpniwwynd £ hwwdwpdhuubp ohgbw $liputbinh fudp. 7, 8-h ujwndwdp:
MNuwhywtdwl dwdlytinp bwqugnyup 5 twph, 4 - 10°C-nwi: Mhrwubjhniejwt dwdlylbnt wnudwqu
70%-h wnYuwyniejniu dwnwlwpwpdwt wywhht: <wdwwywnwufuwth npuwyhtu ubiplujwgynn
dhowqquijht unwunwpuubpht b niubuw npwyh hwjwuwnwghp (wpnwnpnnp Ynndhg fudpwpwtwyp
ubiplyuywgynn hwdwuwnwghp): Snpdwpwtiwiht whunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpunubiph wwhweh), niubtw fudpwpwuwyh b wwypwupwuhawiht dwdywgnpkp, wpunwnpnnh
Ynndhg wpnwnpdwt wduwpyh b whnwubihniejwt dwdybnh hunwl ugnuiubipny: fudpwpwuwlyp Yph
huwnwly dwdlwghp, wdpnnonipjwdp [huh dhwnbiuwly (dwdybnh, wpnwnpnnh U hwpbipwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipyujwgynn npwyh hwjwuwnwghp:
Upuwnpniejnitit niubuw ubpnpdwsd npwyh yunwywpdwt hwdwluwnpg' npuyht ubplujwgynn
dhowqquiht hUO unwunwpunubtipht hwdwwwwnwupuwu (ISO 13485, 9001, CE L/ywd IVD)

upduly

15.00

MNuiydwuwgnph/<wdwdwu
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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33121270

2np 2hgliinquijh wnunppgywd
wfuwnnpnzhs ohtinly biliputitin 3, 4 fudpwjh

BSwquwnh Yud nguwph wpjwt hhybphdniuhqugqws, |hndhihqugywsd ghtniy; <ndngbu, thnobkudwu
quugyws b, wwpniwwynd £ hwlwdwpdhuubp ohgbiw $iiputibph fudp. 3,4-h uwndwdp:
MNuwhwwtdwl dwdlytinp uguquignyup 5 nwph, 4 - 10°C-nwi: Mhrnwtbihniejwl dwdlytint wnudwqu
70%-h wnlwynieinit dwnwywpwpdwt wwhht: Cwdwwywinwufuwth npuyht ubpyujwgynn
dhowqquijht unwunwpuubpht b niubuw npwyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwtwyp
ubiplyuwywgynn hwdwuwnwghn): Snpdwpwuwiht whnwlywdnpnwing (hwdwawju ISO 18113 gwpph
unwunwpunubiph wwhweh), niubuw fudpwpwuwyh b wwypwupwuhowiht dwdlwgnpkp, wpunwnpnnh
Ynndhg wprnwnpdwt wduwpyh b whunwubihniejwu dwdybnh hunwl upnuiubipny: fudpwpwuwlyp Yph
hunwl dwdlwghp, wdpnnonyejwdp (huh dhwnbuwl (dwdlybnh, wpunwnpnnh b hwebipwynpdwu
wnnuwing) b nubuw wpwnwnpnnh Ynndhg fudpwpwtwyht ubpyujwgynn npwyh hwjwuwnwghn:
Upwnwnpnipgniut niubtw ubipnpdwsd npuwyh Yunwywpdwt hwdwluwpg' npuyht ubiphujwgynn
dhowqquiht hUO unwunwpunubipht hwdwwwwnwufuw (ISO 13485, 9001, CE L/jwd IVD)

upduly

5.00

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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33121270

2np uwdnubinquijht wnunppgywd
whunnpnzhs ahéiny waynunhbughuh
nbwlyghwjh hwdwp ABCDE

BSwquwnh Yud ngfuwph wpjwu hdniihqugywsd wnunppgywd ohéinly, (hndhihquigdwsd: Mwpniuwlnid
hwlwdwpdhuutip ABCDE fudpbiph wuwnhgbutbph ufuundwdp:

Nuwhwwtdwl dwdytinp bdwqugnyup 3 twph, 4 - 10°C: Mhuwubhnyejwl dwdlbnt wnudwqu 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutipht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpwnubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhpwiht dwdljwgnbp, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b whunwubhnyejwt dwdytinh hunwl ugnwubpng: udpwpwwyp Yph hunwy
Swdlwghp, wdpnnenipjwdp |huh dhwwnbuwy (dwdltinh, wpnwnpnnh b thwebpwynpdwl wnnwinyg) b
niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipyuywgynn npwiyh hwjwunwghp: Upnwnpniejniut
niubitw uipnpywsd npwyh Yunwywpdwt hwdwlwpg' npuyht ubplwjwgynn dhewqgwiht hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1SO 13485, 9001, CE L/ywd IVD:

upduy

30.00

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wifuwnwupwiht opduw
pupwgpnud:
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33121270

2 uwdnubinquiht wnunppgywd
wluwnnpnghs ohintly wqnunhwghwh
ntiwlyghwh hwdwp hwqywgjnun fudph

Bwgwnph Ywd ngfuwph wpwt hdniwhqugywd wnunppgywd ohéndy, hnghhqugywsd: Mwpniuwynwd
hwlwdwpdhuubp hwqugnun fudph uwdnubiwubph - wuwnhgqbuubph ywwndwdp:

MNwhwwtdwt dwdljtnp Uwqugnyup 3 tnwph, 4 - 10°C: Mhnwubihnyejwt dwdlytnt wntudwqt 70%-h
wnluwjniginiu dwnwlwpwpdwt wwhht: Kwdwwywnwufuwuh npuyht ubipluwjwgynn dhowqquihu
unwunwpunubpht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubpluywgynn
hwjwuwnwghp): Snpdwpwiwiht wyhunwlywdnpnuwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwgh), niubuw fudpwpwuwlh b wypwupwuhpwihtu dwdljwgpbn, wpnwnpnnh Ynndhg
wpunwnpdwt wduwpdh b whunwubihnyejwu dwdybinh hunwl ugnwiubipny: ludpwpwuwyp Yph hunwy
Swdlwghp, wdpnnenipjwdp |huh dhwwnbuwy (dwidltinh, wpnwnpnnh b thwpbpwynpdwl wnnwiny) b
niubtw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipyujwgynn npwiyh hwjwunwghp: Upnwnpnie)niut
niubtw upnpyws npulh Yunwywpdwt hwdwlwnpg' npulbht ubplwjwgynn dhewqguihtt hUO
unwunwpuutipht hwdwwwwnwutuwu (ISO 13485, 9001, CE W/ywd IVD

upduly

10.00

MNuiydwuwgnph/<wdwdwu
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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33121270

2 uwdnubinquiht wnunppgywd
wiuwnnpnghs ohéintly wqynunhwghwh
ntwlyghwjh hwdwp 01

BSwquwnh Yud nguwph wpjwt hdnihqugywsd wnunppgqwd ghény, |hn$hhqugywsd: Mwpniuwynud
hwlwdwpdhtutp 01 fudph wuwnhgbuwht Yndwtipuh tfundwdp:

MNwhwwtdw dwdltnp Uwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejw dwdlybnl wntudwqt 70%-h
wnluwynip)nit dwnwlwpwpdwl wwhht: <wdwwwnwufuwth npuyht ubplujwgynn dhowqgquiht
unwunwpwnubipht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubplujwgynn
hwjwuwnwghp): Snpdwpwuwiht yhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwgh), niubuw fudpwpwtwyh b wypwupwuhpwiht dwdljwgpbp, wpwnwnpnnh Ynndhg
wpnwnpdwt wduwpdh b whunwubihnyejwu dwdytinh hunwl ugnwubipny: ludpwpwuwyp Yph hunwy
Swdlwghp, wdpnnoniejwdp |huh dhwnbuwy (dwdybinh, wpnwnpnnh U hwebpwynpdwt wnnwing) b
niubuw wpnwnpnnh Ynndhg fudpwpwtwypt ubipluwjwgynn npwyh hwjwuwnwghp: Upnwnpnigniut
niubtw ubpnpdwsd npwlh Ywnwdwpdwu hwdwywnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpnubipht hwdwwwunwuafuwu (ISO 13485, 9001, CE W/ywd IVD

upduly

5.00

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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33121270

2np uwdnubinquijht wnunppgywd
whunnpnzhs ahéiny waynunhbughuh
nbwlyghwh hwdwp 02

BSwquwph Yud nguwph wpjw hdniuhqugywsd wnunppgqwd ghéndy, |hn$hihqugywsd: Mwpniuwlynud £
hwlwdwpdhuubp 02 fudph wuwnhgbuwht Yndwtipuh bjuwndwdp:

MNwhwwtdwt dwdltinp Uwqugnyup 5 tnwph, 4 - 10°C: Mhnwutihnyejwt dwdlytint wntdwqt 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutipht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpwnubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhpwiht dwdljwgnbp, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b whunwubhnyejwt dwdytinh hunwl ugnwubpng: udpwpwwyp Yph hunwy
Swdlwghp, wdpnnenipjwdp |huh dhwwnbuwy (dwdltinh, wpnwnpnnh b thwebpwynpdwl wnnwinyg) b
niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipyuywgynn npwiyh hwjwunwghp: Upnwnpniejniut
niubitw uipnpywsd npwyh Yunwywpdwt hwdwlwpg' npuyht ubplwjwgynn dhewqgwiht hUO
unwunwnpwnubiph hwdwywwnwupuw (1ISO 13485, 9001, CE W/fwd IVD

upduy

5.00

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wifuwnwupwiht opduw
pupwgpnud:

67

33121270

2 uwdnubinquiht wnunppgywd
wfuwnnpnghs 2hintly wqnunhwghwh
ntwlyghwjh hwdwp 06

Bwqwnh Ywd ngfuwph wpwt hdnihqugdwd wnunppgwsd ohéndy, hnyhhqugywsd: Mwpniuwynud £
hwlwdwpdhuutip 06 fudph wuwnhgbuwiht Yndwtipuh fwndwdp:

MNwhwwtdwt dwdltnp Uwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejwt dwdlybnt wntudwqt 70%-h
wnluwjniginiu dwnwlwpwpdwt wwhht: Kwdwwywnwufuwuh npuyht ubipluwjwgynn dhowqquihu
unwunwpunubpht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubpluywgynn
hwjwuwnwghp): Snpdwpwiwiht wyhunwlywdnpnuwing (hwdwdwju ISO 18113 gwpph unwunwpwnutph
wwhuwgh), niubuw fudpwpwuwyh b wypwupwuhpwihtu dwdljwgpbp, wpnwnpnnh Ynndhg
wpunwnpdwt wduwpdh b whunwubihnyejwu dwdybinh hunwl ugnwiubipny: ludpwpwuwyp Yph hunwy
Swdlwghp, wdpnnenipjwdp |huh dhwwnbuwy (dwidltinh, wpnwnpnnh b thwpbpwynpdwl wnnwiny) b
niubtw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipyujwgynn npwiyh hwjwunwghp: Upnwnpnie)niut
niubtw upnpyws npulh Yunwywpdwt hwdwlwnpg' npulbht ubplwjwgynn dhewqguihtt hUO
unwunwpuutipht hwdwwwwnwutuwu (ISO 13485, 9001, CE W/ywd IVD

upduly

5.00

MNuiydwuwgnph/<wdwdwu
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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33121270

2np uwdnubinquiht wnunppgywd
whunnpnghs sh6ny wgynunhbughuh
nbwlyghwih hwdwp 07

BSwquwnh Yud nguwph wpjwt hiniuhqugywsd wnunppgqwd ghéndy, |hn$hhqugywsd: Mwpniuwlynud
hwlwdwnpdhuubp 07 fudph wuwnhgbuwht Yndwtipuh tfundwdp:

MNwhwwtdw dwdltnp Uuwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejwt dwdlytinl wntudwqt 70%-h
wnluwnipini dwnwlwpwpdwl wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutpht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyh ubpyuwjwgynn,
hwlwuwnwghp): Snpdwpwuwiht whnwlwdnpnwing (hwdwawju 1SO 18113 gwpph unwunwpunutiph
wwhwgh), niubtw fudpwpwiwyh b wwypwupwuhowht dwdljwgnbp, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubhnyejwi dwdltinh hunwl upnwiubpnd: ludpwpwuwyp Yph hunwly
Swdlwghp, wdpnnonipjwdp |huh dhwinbuwl (dwdltinh, wpnwnpnnh b hwpbpwynpdwt wnnwng)
nibtiw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubpyuywgynn npwyh hwwunwghp: Upnwnpniegniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwu hwdwywnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpuubpht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD
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2 uwpdinubiinquiht wnunppgywd
wiuwnnpnghs ohéintly wqynunhwghwh
ntiwlyghwjh hwdwp 09

BSwquwnh Yud nguwph wpjwt hdnihqugywsd wnunppgqwd ghény, |hn$hhqugywsd: Mwpniuwynud
hwlwdwnpdhuubp 09 fudph wuwnhgbuwhu Ynduybpuh yundwdp:

MNwhwwtdw dwdltnp Uwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejw dwdlybnl wntudwqt 70%-h
wnluwynip)nit dwnwlwpwpdwl wwhht: <wdwwwnwufuwth npuyht ubplujwgynn dhowqgquiht
unwunwpwnubipht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubplujwgynn
hwjwuwnwghp): Snpdwpwuwiht yhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwgh), niubuw fudpwpwtwyh b wypwupwuhpwiht dwdljwgpbp, wpwnwnpnnh Ynndhg
wpnwnpdwt wduwpdh b whunwubihnyejwu dwdytinh hunwl ugnwubipny: ludpwpwuwyp Yph hunwy
Swdlwghp, wdpnnoniejwdp |huh dhwnbuwy (dwdybinh, wpnwnpnnh U hwebpwynpdwt wnnwing) b
niubuw wpnwnpnnh Ynndhg fudpwpwtwypt ubipluwjwgynn npwyh hwjwuwnwghp: Upnwnpnigniut
niubtw ubpnpdwsd npwlh Ywnwdwpdwu hwdwywnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpnubipht hwdwwwunwuafuwu (ISO 13485, 9001, CE W/ywd IVD

upduly
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Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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2 uwpdnubinquiht wnunppgywd
wfuwnnpnzhs ohintly wqynunhwghwh
ntwlyghwjh hwdwp Hgm

Bwgwnh Ywd ngfuwph wpwt hdnihqugywsd wnunppgwsd ohtndy, hnyhihqugywsd: Mwpniuwynud £
hwlwdwpdhuutip Hgm dnpwlwiht wuwnhgbuh Uwwndwdp:

MNwhwwtdw dwdljnp bduwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejw dwdlybnt wntudwqt 70%-h
wnluynip)nit dwnwlwpwpdwl wwhht: <wdwwwnwufuwth npuyht ubplujwgynn dhowqguiht
unwunwpunubpht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyhu ubplujwgynn
hwjwuwnwghp): Snpdwpwiwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutph
wwhuwgh), niubuw fudpwpwuwlyh b wypwupwuhpwihtu dwdljwgpbn, wpnwnpnnh Ynndhg
wpunwnpiwt wduwpdh b whunwubihnyejwu dwdybinh hunwl ugnwiubipny: ludpwpwuwlyp Yph hunwy
Swdljwghp, wdpnneoniejwdp |huh dhwnbuwly (dwdltinh, wpnwnpnnh U hwebpwynpdwt wnnwing) b
niubuw wpnwnpnnh Ynndhg fudpwpwtwypts ubipluwjwgynn npwlyh hwjwuwnwghp: Upnwnpniginiut
nibtw ubpnpdwsd npwlh Ywnwjwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwpunubpht hwdwwwunwuafuwu (ISO 13485, 9001, CE L/fwd IVD

upduly
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Muiydwuwgnph/<wdwdw)u
wqph Yupdwl wwhhg 30
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pupwgpnud:
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2 uwdnubinquiht wnunppgywd
wfuwnnpnghs 2hintly wqnunhwghwh
ntiwlyghwh hwdwp Hg

Bwqwnh Ywd ngfuwph wpwt hdnihqugdwd wnunppgwsd ohéndy, hnyhhqugywsd: Mwpniuwynud £
hwlywdwpdhuubip Hg dunpwlwjht wuwnhqbuh byuwndwdp:

MNwhwwtdw dwdljtnp Uwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejwt dwdlytnt wntudwqt 70%-h
wnluwiniginiu dwnwlwpwpdwt wwhht: Kwdwwywnwufuwuh npuyht ubipluwjwgynn dhowqquihu
unwunwpunubpht b nibuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtuwyht ubphuywgynn
hwjwuwnwghp): Snpdwpwiwiht wyhunwlywdnpnuwing (hwdwdwju ISO 18113 gwpph unwunwpwnutph
wwhuwgh), niubuw fudpwpwuwyh b wypwupwuhpwihtu dwdljwgpbp, wpnwnpnnh Ynndhg
wpunwnpdwt wduwpdh b whunwubihnyejwu dwdybinh hunwl ugnwiubipny: ludpwpwuwyp Yph hunwy
dwdlwghp, wdpnnoniejwdp |huh dhwnbuwy (dwdltinh, wpnwnpnnh U hwpbpwynpdwt wnnwing) b
niubuw wpnwnpnnh Ynndhg fudpwpwtwypts ubiplwjwgynn npwlyh hwjwuwnwghp: Upnwnpniginiut
niubtw upnpyws npulh Yunwywpdwt hwdwlwnpg' npulbht ubplwjwgynn dhewqguihtt hUO
unwunwpuutipht hwdwwwwnwutuwu (ISO 13485, 9001, CE W/ywd IVD
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33121270

2np uwdnubiinquiht wnunppgywd
wluinnpnhs 2héniy wqynunhwghwgh
ntwlyghwh hwdwp Hm

BSwquwph Ywd ngfuwph wpjwu hdniuhqugywsd wnunppgqwd ghény, |hn$hihqugywsd: Mwpniuwynud £
hwlywdwpdhtuubp Hm dinpwluwiht wunhgbuh tyundwdp:

MNwhwwtdwt dwdltnp Uuwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejwt dwdlytnt wntudwqt 70%-h
wnluwiniginiu dwnwlwpwpdwt wwhht: Cwdwwywnwufuwuh npuyht ubipluwjwgynn dhowqquiht
unwunwpuutpht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwtiwyhu ubpywjwgynn
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpwnutiph
wwhwgh), niubtw fudpwpwtwyh b wwpwupwuhywiht dwdlwgnpbp, wpunwnpnnh Ynndhg
wpunwnpdwu wduwpyh U whunwubhnpjwt dwdytinh hunwy ugnudubpny: udpwpwtwyp Yph hunwy
Swdljwghp, wdpnnoniejwdp |huh dhwnbuwy (dwdltinh, wpunwnpnnh b hwebpwynpdwt wnnwing) b
niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubpyujwgynn npwiyh hwjwunwghp: Upnwnpniejniut
nibtw upnpyws npulh Yunwywpdwt hwdwlwnpg' npubht ubplwjwgynn dhewqgwiht hUO
unwunwpuutipht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD
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Legionella Antigen Urinary wpwg pbuwn

L.pneumophila-h hwlwduh npnadwu

hwdwp

Legionella Antigen Urinary ptiunnp wpwgq dtpnn £ pnpwpnpph wiunwuhgutip niutignn hhjwunutiph
dbignud Lpl-h hwwduh hwyinuwpbpdwt hwdwp (npuwluluw): NHhwgbunubph hwjwpwdéniu
wwpniuwynud k.

1) fFhuwn-Yuubiinubip, npntip wwpniwwnwd Bu Uhnpnglignynquihtl puwnwpltiph ypw' Legionella
pneumophila serogroup 1-h ujwwdwdp glipqquynitwgywsd Gwgquph hwwdwpdhuubpny ubipddtgywd
2tipuplutp,

2) Nhwqbuwn A-uhnpwnh wghn b SUhL-20 wwpniuwynn ghnpwn-$nubwnwih pnidliph hhdpny,

3) Yhpwfudnidny dnntip wwghbuwnh dhgh tdnipwndwy hwdwp,

4) Huwlwu unnighy Yhpwpudnid, npp wwpniuwlynd £ yhpwpudnidh ypw snpugpwd gipduwght
wwwlywnhyuwgnud wugwd Legionella pneumophila,

5) Legionella pneumophila swwpniuwynn pugwuwlwu unnighs: Snipwpwtgnip phiun wiuwnbudwd k1
npnadwt hwdwp: YEpwnwutih 1 hwdwpwdnth (20-22 phuwn) htinn 2 unnighs phunh npwdwnpnuip:
Mhwnwtbihnipjut dwdlinp' bjwquignyup 12 wdhu: Mhnwtbihnipjwt dwdlbinp wnudwqu 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutipht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpwnubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhpwiht dwdljwgnbp, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b whunwubhnyejwt dwdytinh hunwl ugnwubpng: udpwpwwyp Yph hunwy
Sdwdlywghp, b niubuw wpwnwnpnnh Ynndhg fudpwpwtwlhts ubiplujwgynn npulh hwywunwghp:
Upuwnpniejnii ntubuw ubpnpdwsd npwyh ywnwywpdwt hwdwluwpg' npwyht ubplujwgynn
dhowqguwihtu hUO unwtnwputbipht hwdwuwwwnwutuwl (ISO 13485, 9001, CE U/ywd IVD:

[nwlwqd
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MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
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pupwgpnud:
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Pnuinuyhtwjht wfuwnnpnghs ohnljukiph

Inwlwqd A, B, E, C, F mhwh

Lpwluwqdp punugws £ Yhg hwybjwsd 1.11-nud pipdwé wwpwuputiphg, npnup twfuwnbujws tu
Yhbuwpwlwlw Wniph Ywd utunwdpbpph Udnpnud pnnnyninnpupth’ - YEuuwpwbwlwt thnpsh
dhongny stiqnpugdwu ntwlghwynud hwjnuwptpdwu hwdwp:

Quihwpwduh ghtp duwyapyeud £ hwdbpdws 1.11-h wypwtiptph pughwtnip wpdbph

huwt ] |: Cwybws 1.11-p hwdwpynud | quwght Yh wupwdwubih dwu: Fudwt

puq I ell Al | P

hwtnlud + 1 sty dushEmb b, PUR

Yugnygny Jwé ynipwpwitiggnip Ui Yupuwy jtwnh fudpwp
jupwpnuip whnp £ hpulwiwgyh dhuutwyut Uwuhwughunmihghhrawllh-nhnhg

. ht b uknl ok uknl lus YI—
pupwtigniph dwuny quuf guiny subipluy .llll"’..,... upluby

h‘lPWllhmhnhg nplh d&yh dyniupt wihwd fuwt u (ywhwbgynn junnipniup, pwtwlp
b wyju) qhummd hwjwp unyt swhwpwduh pn[np hhpwhhmbph dwuny dkpdymd k:
U

5 1

uph Cwizhy-wyypwpwigpbipp wnp | ubiplujugyb hwdwy fuwt

hwybws 1.11-nud pipjwé wypwupubph guwulh:

jtpuipynn wyr

Inwluqd
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wqgph Yupdwl wwhhg 30
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Eatinhtuhng wnihyuwibun whunnpnahy
ohéniyutiph puijuqy’ punyugwsd OKA,
OKB, OKC, OKD L OKE snp phéniyutiphg

Lpwluwqdp punugws £ Yhg hwybjwd 1.10-nud pipdwd 5 wudwunwing snp ohéinljubinhg, npnup
hptiughg utipywjwgunid bu |hn$hhqugywsd hdntt ghényubip' unwgywsd Gwquph Yud ngtuwph
Eobippfupwubph hwdwwwunwufuwu fudptiph Ynpuynwynywp wunhgtuutipny hhytiphdniwhqugdwd
wpyniuhg:

Quihwpwduh ghup duwynpynud £ hwdbdws 1.10-h wwpwipubiph punhwiing wpdbiph

huwt i |: Qwybws 1.10-p hwdwpynud | quwght Yh wupwdwubh dwu: Sudwl

nuq I ! I QUIPHT P

hwidmd i 1 1 sty duShEmb b, PR

Yuignygny Jud ynepupuitgynyg Ynh fudpuputwl}
jupwpnudp wnp E ppulutiugdh dhwutulut, dwutuygh Ynndhg tupwltntiphg
jnipuipwitiginiph Juiuny quuwght guinly subipluiywgubnt, Yud tbpYupugyws wnwguiplubpnul
tupwybinbiphg npuh deyh dniuht wihwd fuwtnipyw (wwhwigynn funnipyniip, pwtiwyp
b wyju) qhtqpnu] quujhu wnwgwplm pnpnp hhpwhlﬂnhph dwuny depdymd k:

U jwpwpynn wypwiph Kwahy-wwypwipwgpbpp wwnp k ubpluyugy . I
hwybwé 1.10-nud phpl{wé wumlullphhph gwtlh:

5 1
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Spwuuwnpunuwiht hwdwlwpg Yeph Rltiph

dhgwiwypny

Luwfuwwnbudws E Yihuhwlwu tnyeh' Ynwuph dnpwndwt, wbnwihnfudwt W
wwhwwudwu hwdwp: Snipwpwtgnip thwpebie wwpniiwynid £ dwupbwagbind Yaph-Pibp
dhowiyuypny wnihuwnhpnjught tinpdwitnge L uwuwnhy dnnny nuuihwpheny dhpwitudnis
puntyp Ytipgubiint hwdwn: Uhowduypp wpunwpht quudwdp wnwug wnbuwubih
thnthnfuntegniuubiph’ Swpbn Yuid wynwewlubp, snpwgdwt hbnpbp, wéh wnlwinuegniu b
wy|u:

Mwhwwudwu dwdlbinp' 18-30 widhu' hwdwdwju wpnwnpnnh Ynndhg wpdwd
hwydwuwnwgnh, 2-25°C obipduht nbdhdh wwydwuubpnud: Mhunwbihnyeywy dwdyanu
wnujwqu 70%-h wnlwynipynt Jwinwlwpuwpdwt wwhht: Uwpwupp (huh gnpdwpuwiwghu
thwpebpwynpdwdp b gnpdwpwtiwht whnwlwdnpndng (hwdwédwju 1ISO 18113 swipph
unwunwpuubph wwhwugh): Mwpwwnhp Bb' fudpwpwtwyh dwdlwghpp, wpnwnpnn
Juqdwybipwniejwu wujwunudu ne hwugbt, wpunwnpnnh Ynndhg wpnwnpdwt wduwpdh W
whwwubihngywu dwdytinh hunwy uonudubipp: Ladwsd | in vitro Yhpwndwu dwuht ugnudp
Ywd unyuwlwuwgdwu |pugnighs wy dhengubin, op.’ Yunwinguyht hwdwp, wwnpuwuph
hwdwp: ludpwpwtwlu wdpnnontpjwdp thuh dhwnbuwy (dwdlbinh, wpuwnpnnh
thwpebpwynpdwt wnnwnd) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlhu ubipluywgynn
npwyh hwjwuwnwghp, gnpdwnuwlywu punipwgnbiph thnpdwpluntpywu wpryniupubip,
huswbu twl Yuyniunupjwu quwhwndwu wpyniupubp’ hwdwéwiu PUO 23640-h
wwhuwiugubinh: Upnwnpnuggniut niubtw ubipnpywd npwih Yunwdwpdwy hwdwyuwpg

nnialbiht Whnluanomilnn Thaacouht BHIO vinotmnnentibnhs hoaebaaenoedhaat (1SS0 142K

5,000.00

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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Spwuuwynpunwght hwdwlwpg Uinjnuwpunh

Uhguijuypny

Vuwhuwwnbudwd § ywhwugynwn dwupbutin, dwuuwynpuwwbiu Haemophilus influenzae,
Neisseria gonorrhoeae, Streptococcus pneumonie wupntuwlnn Y huhlwlwu Uynyeh
udniwndwu, wbnwiinfudwi b wwhwwudwu hwdwp: Snipupwtgnip hwebp hp dbe
wwpniawynid § Uujnuwpunp dhowduwypny wnjhunhpniught hnpdwung W wywunhyt
thuwyinhyny nt Ywihwphsnd Jhpwtudnid punyp ybpgubiine hwdwn: Uhowdwypp wipuwphu
quudwdp wnwtg wbuwubih hnthnfuniegniatubph’ Gupbin ud wnwewlubn, snpwgdwt
htiwpbip, wéh wnbuynugyniu W wyju:

Muwhwwudwu dwdlbinp' 18-30 wihu' hwdwdwju wpnwnpnnh Ynndhg npdws
hwyjwuwnwgnh, 2-25°C otipdught nbdhdh wwydwutbpnud: Mhunwbihngeywy dwdybanu
wnujwqu 70%-h wnlwynupgnit Jwnwlwpupdwt wwhht: Uwpwupp (huh gnpdwpuwiuwghu
hwpbpwynpdwdp b gnpdwpwtiwht whnwlwdnpnwdng (hwdwédwiu 1ISO 18113 swipph
unwiunwnutbph wwhwtgh): Mwpwwnhp G® fudpwpwtwlh Swdywghpp, wpnwnpnn
Yuqdwybipwniejwu wujwunudu ne hwugbt, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b
whwwubihneywt dwdytinh hunwy upnudubipp: Lodwd | in vitro Yhpwndwu dwuht upnudp
Ywd unywlwuwgdwu |pwgnighs wy dhengubin, op.’ Yunwinguiht hwdwp, wwnpuwiuph
hwdwp: ludpwpwtwlu wdpnnontpjwdp thuh dhwnbuwl (dwdlbinh, wpunwnpnnh
thuwpbpwynpdwt wnnwnd) b niubuw wpnwnpnnh Ynndhg fudpwpwtwlhu ubipluywgynn
npwyh hwjwuwnwghp, gnpdwnuwlwu punipwgpbiph thnpdwptunteywu wpryniupubip,
huswbu twl Yuyniunipjwu quwhwndwy wpryniupubp’ hwdwéwiu hUO 23640-h
wwhuwugubiph: Upnwnpniggniut niubuw ubipnpwsd npwih Yunwdwpdwy hwdwlwpg

hwwn
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Spwuuwnpunwiht hwdwlywpg Udhbu
dhgwiwypny

Luwfuwunbudwé | ywhwugynn onwljwg b wonwlywg dwupbubp wwpniiwlynn
Ythuhlwlwu unieh udnwndwt, wbnwihnfudwu b wwhywudwu hwdwp: Snipwpwtgnip
thwpebip hp dbe wwpniuwynid | wlwmhdugywsd wénifund Udhtiu dhowiduypny
wnihuwnhpniwht dinpdwunge b wiwuwnhl tuwginhynyg ne uthwphsny dhpwfudmd puniyp
Jpgubint hwdwn: Uhgwidwipp wpunwpht quudwdp wnwug nbuwbih inginfunuggniuubpp’
Gupbip Yud wynwowlubp, snpwgdwt htinptin, wéh wrluynuggniu W wyiu: Mwhwwtdwt
dwdytiinp' 18-30 wdhu' hwdwdwyu wpwnwnpnnh Ynndhg npdwd hwdwuwnwgnh, 2-25°C
obipduwyhu ntidhdh wuwydwuubipnud: Mhunwubihnygwy dwdlybint wnudwqu 70%-h
wnlwyntpyntt Jwinwlwpwpdwt wywhht: Uypwupp (huh gnpdwpwuwiht thwpebpwdnpdwdp
U gnpéwpwuwiht whunwlwynpnuing (hwdwdwju 1SO 18113 swpph unwunwnuutiph
wwhwtgh): Muwpwnwnhp G fudpwpwtwyh Swdljwghpp, wpnwnpnn uqdwlbpwniejwu
wujwunwdu nt hwugbit, wpunwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubhnewu
dwdlybiinh hunwl ugnidubipp: Laywd | in vitro Yhpwndwt dwuht ugnudp Yud
unytwlwuwgdwt pugnighs wy dhengulip, on.' Yuunwinguyht hwdwn, wwpwuph hwdwp:
Fudpwpwuwlu wdpnnonigwdp |huh dhwwnbiuwl (dwdytinh, wpnwnpnnh b
thwpebpwynpdwt wnnwnd) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlhu ubipluywgynn
npwyh hwjwuwnwghp, gnpdwnuwlywu punipwgnbiph thnpdwpluntpywu wpryniupubip,
huswbu twl Yuyniunupjwu quwhwndwu wpyniupubp’ hwdwéwiu PUO 23640-h
wwhuwiugubinh: Upnwnpnuggniut niubtw ubipnpywd npwih Yunwdwpdwy hwdwyuwpg

e by Yl e S I I Ve WUV SRR 30 B S SR SO SN ...y (1IN 1D A0E

200.00

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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«GwqMuwytin»-ubip Epuhyuunnpubiph
hwdwp (dhypnwikpndh) wuwydwuubp
untindtint hwdwp)

Ququqbubipwnnpwiht thwpebip, npnud wnlw phdhwlw Unyep (Uwwnphnuih hhnpnuny$wn fud
whpnquin)) wwwhnynud £ Epupywnnpnud (2,5 1) preywduh Ywunwiu ne dhypnwkpn$hy dhowdwiph
unbtindnuip (Jnpwpwitgnip wuhwnwlwu thwpebep): UWuhwnwlwt thwebpubpp hubt hwebpwdnpwd
1 punhwunip thwpbpnd’ wnwybjwgnyup 10-wlwl hwwn: Mhnwubihniyejwl dwdytinu wnudwqu 70%-h
wnluynipinit dwnwlwpwpdwl wwhht: Uypwupp (hup gnpdwpwuwiht hwpbpwdnpdwdp W
gnpdwpwlwht whnwlwynpnuwing (hwdwdwju 1SO 18113 gwnpph unnwunwnpunubiph wwhwugh):
MNuwpuwnhp bU' fudpwpwuwyh dwdlwaghpp, wpnwnpnn jugqdwlybpwnipjwt wudwunwu ne hwught,
wpuwnpnnh Ynnidhg wpnwnpdwt wduwpedh b wyhnwbihnyejwi dwdlytinh hunwl upnwdubpp: LaJud
E in vitro Yhpwndwl dwuht Upnwip Ywd Unyuwywwgdwt pugnighs wy| dhengubin, op.' juwnmwinguijht
hwdwp, wypwuph hwdwp: dpwpwuwlu wdpnnoniejwdp (huh dhwnbuwl (dwdybnh, wpunwnpnnh b
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwjwuwnwghp: Upnwnpniegniut niubuw ubpppdwsd npuyh yunwdwpdw hwdwywng' npulypt
ubpyuywgynn dhowqguiht hUO unwunwpwnbiphtt hwdwwwwnwufuwl (1ISO 13485, 9001, CE W/ywd
IVD):

hwwn

10.00

MNuwydwuwgph/wdwéwu
wqnh Yupdwl wuwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:
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«FwqMuwybw»-ubip Epuhluwnnputiph
hwdwp (wuwkpnp wywydwuubp unbindtint
hwdwp)

SGuquagblbpwwnnpuiht thwpetie, npnd wnw phdhwlw Ujnyep (Uwwphnwh hhnpnuny$buwin Yud
whpnquin)) wwwhnynud £ Epupyuninpnud (2,5 |) preywduh Yluwunwit nt wtwkpnp dhowywjph unbindnuip
(nipwpwugnip wuhwwnwlw thwpebipp): Uuhwnwlwu thwebpubipp |hubu thwpbpwynpyusd 1
punhwnip thwpbpnw wnwtiwgnyup 10-whwt hwwn: Mhnwubihnyejul dwdlbnt wnudwqu 70%-h
wnluwiniginiu dwnwlwpwpdwt wywhht: Uypwupp (hup gnpdwpwtwiht hwebipwynpdwdp W
gnpdwpwiwht whnwlwynpnuing (hwdwawju ISO 18113 gwpph unwunwpunubiph wwhwugh):
Muwpuwnhp B fudpwpwtwyh dwdlwghpp, wpunwnpnn juqiwlybpyniejwt wudwiunwu nt hwugb,
wpuwnpnnh Ynnidhg wpnwnpdwt wduwpdh b wyhnwbhnyejwt dwdlybinh hunwl upndubpp: LyJus
L in vitro Yhpwndwt dwuht Ugnwip Ywd unyuwywwgdwt pugnighs wy; dhengubin, op.' juwnwingujht
hwdwp, wypwuph hwdwnp: udpwpwuwlyu wdpnnoniejwdp (huh dhwnbuwl (dwdlybnh, wpnwnpnnh L
thwpbipwdnpdwt wnnwinyg) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn npwyh
hwywuwnwghp: Upnwnpniejniut niubuw ubpnpdwsd npulh Yunwdwpdwt hwdwlwng' npulpt
ubipyuywgynn dhowqguiht hUO unwunwpnbphts hwdwwwnwufuwl (1ISO 13485, 9001, CE L/ywd
IVD):

10.00

MNuydwuwgph/<wdwdwu
wqph Yupdwu wwhhg 30
wfuwnwupwiht opyw
pupwgpnud:
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Linpndnpd

Opquuwlwu phdhwlwt dhwgnigniu £, CHCl; $npdnyuiny, wugnyt, punpng hnuny: Uujwunud Gu twl
tinpinpdbpwl, dbphitupinphn Ywd fujwnnt 20: Uwupbwpwuwlwt jwpnpuwwnphugnud Yhpwngnud £
opnud Ynih$wgh hwyinuwpbipdwt phunh hpwlwtwgdwt hwdwp:

Mhwnwubhniejwl dwdlybnp wnudwqu 70%-h wnluynyeynit dwnwlwpwpdwl wwhhl,
thwpbpwynpnup' hapdbwnhly, wnwbjwgnyup 0.5 |Fwlng wwpwtipny:

Cwdwwwwnwufuwuh npwlht ubiplwjwgynn dhowqquiht unwunwpunubipht fud hwdwwwwnwufuwuh
QOUS-hu L / Ywd niubuw npwlh hwjwunwghp (wpunwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn
hwywuwnwghp):

hudpwpwuwyp wdpnnonyejwdp |hup dhwwnbuwy (Gwdltinh, wpnwnpnnh b hwpebpwynpdwl wnnwiny):

lhwp

5.00

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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<bnnwy Jugbijhu

Luwfuwwnbudws b dwupbwpwtuwlwl jwpnpwnnphwynud hbnwgnunnyesniutubiph hpwlwuwgdwu hwdwp:
Lbnniy Jninuight Yuqdnuyejwdp nbnuwdniu pwthwughl Unie k: Pwpbpwynpnudp wnwybjwugnyup 100 df-
wung upjwyutipny: Mhunwubihniejwt dwdlybint wnujwql 70%-h wnluwnipniu dwnwlwpwpdwu
wwhhu: Uypwupp |huh gnpdwpwuwiht hwebpwynpdwdp bW gnpdwpwuwiht whunwywdnpnuing
(hwdwawyu 1SO 18113 swpph unwunwpwubiph wwhwush): Mwpuwnhp bU' fudpwpwuwyh Swdljwghpp,
wpnwnpnn juqdwlybpyniejwt wudwunwdu ne hwughbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b
whwwubhnyejwt dwdlybnh hunwl Upnwiubpp: Ladws | in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, op.' Yuwnwingwiht hwdwn, wwpwph hwdwp:
hudpwpwtwlu wdpnnoniejwdp |huh dhwinbuwy (dwdltinh, wpnwnpnnh U hwpbpwynpdwt wnnuing)
b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpujwgynn npuyh hwjwunwghn:

ap

1,000.00

Muiydwuwgnph/<wdwdwu
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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MIC phtiun Yuwd E - phuwn dwwwybu
Nhhghihting

Mbuhghihuny MIC phuwn’ Ujwqugnyt huhhphghwjh Ynugbunpwghwl npngnn hwywphnunhlywjht
unphytip: SYjw) hwywdwupbwihtu ypbwwpwnp wwpnwwynn wynihdbpwiht dwwywybuh ubin gipn
(0,5x 6,0 ud), nph Ypw wnlw b Upw funniejwup hwdwwwwnwufuwunn bawgdtn (Uwqugnyuhg dhush
wnwybjwgnyup 0.016 - 256 pg/mL) hwywdwupbwihtu qqujntunyeyniup npngtint hwdwp: 1 pulwuqdp
wwpniuwynu £ wnujuqu 30 phuwn:

Mhwnwubhnejwl dwdlybnp wnudwqu 70%-h wnluynyeyni dwnwlwpwpdwl wwhht,
thwpbpwynpnup' hepdiwhly: <wdwwwwnwufuwth npuyht Uipywjwgynn dhowqquiht
unwunwpuubpht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpuwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unnwunwpwnubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhywiht dwdljwgnbp, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubhnygjwt dwdytinh hunwl ugnwubpnd: ludpwpwuwyp Yph hunwly
Swdlwghp, wdpnnonipjwdp |huh dhwnbuwy (dwdljtinh, wpnwnpnnh b thwebpwynpdwl wnnwing) b
nibuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubpluywgynn npwyh hwjwunwghp: Upunwnpniejniut
niubuw ubpnpdwsd npwlh Ywnwdwpdwu hwdwlwnpg' npulyht ubipywjwgynn dhowqquiht hUO
unwunwnpwnubiph hwdwywwnwupuw (1ISO 13485, 9001, CE W/fwd IVD

hwwn

30.00

MNuydwuwgnh/Swdwdwu
wqnh Yupdwl wuwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:
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MIC ptiun Yuwd E - phun dwwwybu
Opuwghihuny.

Opuwghihtuny MIC phuwn' ujuqugnyu huhhphghwjh Ynugbunpwghwt npngnn hwljwphninhwhu
unphwtip: SYjw) hwywdwupbwiht ypbwwpwnp wwpnwwynn ynihdbpuwht dwwwybuh ubin gipn
(0,5x 6,0 ud), nph Ypw wnlw b Upw funniejwup hwdwwwwnwutuwunn Uawgdtn (UWwqugnyuhg dhusl
wnwybjugnyup 0.016 - 256 pg/mL) hwywdwupbwihtu qqwjntunyegniup npngtint hwdwp: 1 puluqdp
wwpniuwynu £ wnujuqu 30 phuwn:

Mhwnwubhnejul dwdlybnp wnudwqu 70%-h wnluynyeyniu dwnwlwpwpdwl wwhht,
thwpbpwynpnup' hapdtwhly: <wdwwwwnwufuwth npuyht Ubipywjwgynn dhowqquiht
unwunwpuubpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwwyh ubpywjwgynn
hwlwuwnwghp): Snpdwpwuwiht whnwlwdnpnwing (hwdwawju 1SO 18113 gwpph unwunwpunutiph
wwhwgh), niubtw fudpwpwiwyh b wwypwupwuhywht dwdljwgnbp, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubhnyejwi dwdltinh hunwl upnwiubpnd: ludpwpwuwyp Yph hunwly
Swdlwghp, wdpnnonipjwdp |huh dhwinbuwl (dwdltinh, wpnwnpnnh b hwpbpwynpdwt wnnwng)
nibtiw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubpyuywgynn npwyh hwwunwghp: Upnwnpniegniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwu hwdwywnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpuubpht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD

hwn

30.00
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pupwgpnud:




hpwytipny
Uwfuwint
ujwd
swihwpwd
th
hwdwpp

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

wujwunwip

wupwpwjht
ugwp, dwlhgp L
wpuwnpnnh
wujwunwip

wbluthywyuw punpwghpp

s/d

dhusfnph
ghup/<<
npuwd

punthwunip
Ghup/<< npwd

punhwunip
pwuwyp

duwunwywpwpdwu

hwugku

dwdlyinp

85

33121270

MIC phiun Yuwd E - phuwn dwwwybu

Udujhghiptin

Udwhghihtuny MIC phuwn’ ujwqugnyt huhpphghwh Ynugbuunpughwt npngnn hwlwphninhluwht
unphytip: SYjw) hwywdwupbwihtu ypbwwpwnp wwpnwwynn wnihdbpwiht dwwwybuh ubin gtipn
(0,5x 6,0 ud), nph Ypw wnlw b Upw funniejwup hwdwwwwnwufuwunn tawgdtp (UWwqugnyuhg dhush
wnwybjugnyup 0.016 - 256 pug/mL) hwywdwupbwihu qqujniunyegniup npngtint hwdwp: 1 pulwuqup
wwpniuwynd £ wnujuqu 30 phuwn:

Mhwnwubhniejwl dwdlybnp wnudwqu 70%-h wnluynyeynit dwnwlwpwpdwl wwhhl,
thwpbpwynpnup' hepdnhly: Cwdwwwnwufuwth npulyht ubipywjwgynn dhowqquht
unwunwpuutipht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwwyh ubpywjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunutiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhywiht dwdljwgnbp, wpuwnpnnh Ynndhg
wpunwnpdwt wduwpdh U yhunwubhnejwt dwdytinh hunwy ugnwdubpny: udpwpwuwyp Yph hunwy
Swdlwghp, wdpnneniejwdp |huh dhwwnbuwy (dwidltinh, wpnwnpnnh b thwpbpwynpdwl wnnwiny) b
niubuw wpwnwnpnnh Ynndhg fudpwpwuwyht ubipyujwgynn npwyh hwjwunwghp: Upnwnpniejniut
niubitw uipnpywsd npuyh Yunwywpdwt hwdwlwpg' npubht ubplwjwgynn dhewqgwiht hUO
unwunwnpunubiph hwdwywwnwupuw (ISO 13485, 9001, CE L/fuwd IVD

hwwn

30.00

MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
wfuwnwupwih opduw
pupwgpnud:
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MIC phiun Yuwd E - phun dwwwybu

Jwuyndhghuny

Ywtyndhghtny MIC phun’ Ujwqugnyu huhhphghuwih Ynugbunpughw npngnn hwlwphnnhlught
unphytip: SYjw) hwywdwupbwihtu ypbwwpwnp wwpnwwynn wynihdbpwiht dwwywybuh ubin gipn
(0,5x 6,0 ud), nph Ypw wnlw b Upw funniejwup hwdwwwwnwufuwunn bawgdtn (Uwqugnyuhg dhush
wnwybjugnyup 0.016 - 256 pg/mL) hwywdwupbwihtu qqujntunyegniup npngtint hwdwp: 1 pulwuqdp
wwpniuwynud £ wnujuqu 30 phuwn:

Mhwnwubhniejwl dwdlybnp wnudwqu 70%-h wnluynyeynit dwwnwlwpwpdwl wwhhl,
thwpbpwynpnup' hapdnhly: Cwdwwwwnwufuwth npulyht Ubipywjwgynn dhowqquiht
unwunwpuutipht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpwnubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhywiht dwdljwgnbp, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubhnygjwt dwdytinh hunwl ugnwubpnd: ludpwpwuwyp Yph hunwly
Swdlwghp, wdpnnonipjwdp |huh dhwnbuwy (dwdljtinh, wpnwnpnnh b thwebpwynpdwl wnnwing) b
nibuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubpluywgynn npwyh hwjwunwghp: Upunwnpniejniut
niubuw ubpnpdwsd npwlh Ywnwdwpdwu hwdwlwnpg' npulyht ubipywjwgynn dhowqquiht hUO
unwunwnpwnubiph hwdwywwnwupuw (1ISO 13485, 9001, CE W/fwd IVD

hwn

30.00

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wifuwnwupwiht opduw
pupwgpnud:
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Unjhuwnhuny

Unihuwnhuny MIC' ujwqugnyu huhhphghwih Ynugbunpwghwt npngnn hwywphninhywiht unphwbn:
Syjw| hwhwdwupbwiht ypbwwpwnp wwpniiwynn wnihdbpwiht dwwywdbuh ubin otpn (0,5x 6,0 ud),
nph Ypw wnlw GU upw funnipjuup hwdwwywunwuafuwunn bpwgdtip (Wjwqugnyuhg dhush
wnwybjwgnyup 0.016-256 pg/mL) hwlwdwupbwjht qqwjniunys niup npngkiine hwdwn: 1 hwdwpp
wwpniuwynid £ wnwybjugnyup 30 phuwn:

Mhwnwubhnipjwl dwdlybnp wntudwqu 70%-h wnluwjniyeniu dwnwlwpwpdwl
wwhhu.thwpbpwynpnuwp' hepdtnhl:  wdwwywwnwufuwth npulht ubipywjwgynn dhowqquiht
unwunwpuutpht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwtiwyhu ubpywjwgynn
hwywuwnwghp): gnpdwpwiwihu whnwlwynpnuing (hwdwéwju 1SO 18113 wpph unwunwpwnubph
wwhwgh), niubtw fudpwpwtwyh U wwypwupwuhgwiht dwdlwgptip, wpwnwnpnnh Ynndhg
wpunwnpdwt wduwpeyh U whuwubihnpjwt dwdytinh hunwy ugnudubpny: udpwpwtwyp Yph hunwy
Swdlwghp, wdpnnenipjwdp |huh dhwwnbuwy (dwidltinh, wpnwnpnnh b thwpbpwynpdwl wnnwiny) b
niubtw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipyujwgynn npwiyh hwjwunwghp: Upnwnpnie)niut
niubtw upnpyws npulh Yunwywpdwt hwdwlwnpg' npulbht ubplwjwgynn dhewqguihtt hUO
unwunwpuutipht hwdwwwwnwutuwu (ISO 13485, 9001, CE W/ywd IVD

30.00
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St$uphwpuntny

8tpunphwpuntiny MIC phun’ Udwqugnyu huhhphghuwh Ynugbunpughw npngnn hwlwphnnhlught
unphytip: SYjw) hwywdwupbwihtu ypbwwpwnp wwpnwwynn wnihdbpwiht dwwwybuh ubin gtipn
(0,5x 6,0 ud), nph Ypw wnlw b Upw funniejwup hwdwwwwnwufuwunn tawgdtp (UWwqugnyuhg dhush
wnwybjugnyup 0.016 - 256 pug/mL) hwywdwupbwihu qqujniunyegniup npngtint hwdwp: 1 pulwuqup
wwpniuwynd £ wnujuqu 30 phuwn:

Mhwnwubhniejwl dwdlybnp wnudwqu 70%-h wnluynyeynit dwnwlwpwpdwl wwhhl,
thwpbpwynpnup' hepdnhly: Cwdwwwnwufuwth npulyht ubipywjwgynn dhowqquht
unwunwpuutipht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwwyh ubpywjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunutiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhywiht dwdljwgnbp, wpuwnpnnh Ynndhg
wpunwnpdwt wduwpdh U yhunwubhnejwt dwdytinh hunwy ugnwdubpny: udpwpwuwyp Yph hunwy
Swdlwghp, wdpnneniejwdp |huh dhwwnbuwy (dwidltinh, wpnwnpnnh b thwpbpwynpdwl wnnwiny) b
niubuw wpwnwnpnnh Ynndhg fudpwpwuwyht ubipyujwgynn npwyh hwjwunwghp: Upnwnpniejniut
niubitw uipnpywsd npuyh Yunwywpdwt hwdwlwpg' npubht ubplwjwgynn dhewqgwiht hUO
unwunwnpunubiph hwdwywwnwupuw (ISO 13485, 9001, CE L/fuwd IVD
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8t$nuinwpuhdny

8hbnunwpuhdny MIC phiun’ ujwquignyu huhhphghuih Ynugbunpughw npnonn hwlwphnnhlught
unphytip: SYjw) hwywdwupbwihtu ypbwwpwnp wwpnwwynn wynihdbpwiht dwwywybuh ubin gipn
(0,5x 6,0 ud), nph Ypw wnlw b Upw funniejwup hwdwwwwnwufuwunn bawgdtn (Uwqugnyuhg dhush
wnwybjugnyup 0.016 - 256 pg/mL) hwywdwupbwihtu qqujntunyegniup npngtint hwdwp: 1 pulwuqdp
wwpniuwynud £ wnujuqu 30 phuwn:

Mhwnwubhniejwl dwdlybnp wnudwqu 70%-h wnluynyeynit dwwnwlwpwpdwl wwhhl,
thwpbpwynpnup' hapdnhly: Cwdwwwwnwufuwth npulyht Ubipywjwgynn dhowqquiht
unwunwpuutipht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpwnubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhywiht dwdljwgnbp, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubhnygjwt dwdytinh hunwl ugnwubpnd: ludpwpwuwyp Yph hunwly
Swdlwghp, wdpnnonipjwdp |huh dhwnbuwy (dwdljtinh, wpnwnpnnh b thwebpwynpdwl wnnwing) b
nibuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubpluywgynn npwyh hwjwunwghp: Upunwnpniejniut
niubuw ubpnpdwsd npwlh Ywnwdwpdwu hwdwlwnpg' npulyht ubipywjwgynn dhowqquiht hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1SO 13485, 9001, CE L/ywd IVD:

hwn

30.00

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wifuwnwupwiht opduw
pupwgpnud:
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Legionella pneumophila serogroup 1
Ihn$hihqugqws punwd

Lbghnubjw wuldwbhjwh Ynyunipugh hnbhihquin £ bwfuwnbudws uunignn dhowduwyph npwyp
unnigduwi b npybiu npwlwt unnighs ogunwgnpdtiint hwdwp: Mhunwubhnejwl dwdlybnp wnudwqu
70%-h wnywjnypnit dwnwlwpwpdwl wwhhu.hwpbpwynpnudp' hbpdbnhy: wdwwywnwufuwuh
npwlht ubpyuywgynn dhowqguiht unwunwpuubpht b ndbuw npulh hwyjwunwghp (wpnwnpnnh
Ynnuhg fudpwpwuwyht ubplwjwgynn hwywuwnwghp): Inpdwpuwitiwht whnwlwynpnwding (hwdwdwu
1SO 18113 ywpph unwunwpnubph wwhwush), niubuw fudpwpwuwyh b wypwupwuhgwiht dwdljwgnpbn,
wpuwnpnnh Ynnidhg wpnwnpdwt wduwedh b wyhnwubhnejuu dwdybnh hunwly upnwdubipng:
hudpwpwuwyp Ynh hunwly dwdljwghp b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubplwjwgynn
npwlh hwjwunwghp: Upnwnpnieniut niubuw uipnpdwsd npwyh junwywpdwt hwdwlwpg' npwyhu
utipyuywgynn dhowqguhtt hUO unwunwpuubipht hwdwwwwnwufuwu (ISO 13485, 9001, CE U/ywd IVD:

upduy

MNuydwuwgnh/Swdwdwu
wqnh Yupdwl wuwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:
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Lwwntipu nbwgbnubiph hwyjwpwdnt
Lbghnutijw wulidw$hiwih
26wnwppbipwldwt / unyuwlwuwgdwl
hwdwp

Lbghnubjwubph unyuwlwiwgdwt hwdwp twiwnbujws Lwntipu nbwgbUnutiph hwjwpwdnt
Legionella pneumophila serogroup 1, Legionella pneumophila serogroup 2 - 14, dwpnnt hwdwp whunwdhu
wy| Legionella spp.-ubiph unyuwlwuwgdwu hwdwp: Mhunwibihnyejwt dwdlinp wnujwqu 70%-h
wnlwjnipnit dwinwlwpwpdwl wwhhu.hwpbpwynpnup' hepdbnhly: wdwwywnwufuwth npuyht
ubipyuywgynn dhowqguiht unwunwpuubpht b niubuw npwyh hwwunwghp (wpnwnpnnh Ynndhg
fudpwpwtwyhtu ubplwjwgynn hwywuwnwghp): Inpdwpuwitiwiht whnwlwynpnwding (hwdwdéwju ISO
18113 gwpph unwunwpwnubph wwhwugh), niubuw fudpwpwwyh b wwypwupwuhyuwhtu dwdljwgnpbp,
wpuwnpnnh Ynnihg wpnwnpdwt widuwpeyh b whnwubhnyejwu dwdybnh hunwly upndutipny:
hudpwpwuwyp Ynh hunwly dwdlwghp b niubuw wpnwnpnnh Ynndhg fudpwpuwtiwlh ubplwjwgynn
npulh hwywuwnwghp: Upnwnpnipyniut niubuw bbpnpdwsd npuyh unwywpdwt hwdwlwnpg' npulht
utipyuywgynn dhowqguiht hUO unwunwpunubipht hwdwwwwnwupuwu (ISO 13485, 9001, CE U/ywd IVD:

[nwlwqd

1.00

MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
wfuwnwupwih opduw
pupwgpnud:
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L-tnphwyuinindwi

Udhtuwppent &, phdhwlwl puwtwdlp' C;H,N20, dnjiyniywp Yohnp' 204,23: Uwhunwl pynitin ud tingh:
Lnidtijhnupyniup 33.3 dg' 1 4] 0.5 M wnuppynut: Mhunwlbihniejwt dwdytinp wntjwqu 70%-h
wnlwjnipnit dwinwlwpwpdwl wwhhu.hwpbpwynpnup' hepdbnhly: wdwwywnwufuwth npuyht
utipyuywgynn dhowqguiht unwunwpuubpht b niubuw npwyh hwwunwghp (wpnwnpnnh Ynndhg
fudpwpwtwyht ubplwjwgynn hwywuwnwghp): Inpdwpuwitiwht whnwlwynpnwding (hwdwdawju ISO
18113 pwpph unwunwpwnubph wywhwush), niubuw fudpwpwuwyh b wwypwupwuhyuhtu dwdljwgnpbn,
wpuwnpnnh Ynnidhg wpnwnpdwt wduwedh b whnwubhnyejutu dwdybnh hunwly upnwdutipny:
hudpwpwuwyp Ynh hunwly dwdljwghp b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubplwjwgynn
npwyh hwywuwnwghp: Upnwnpnipniut niubuw bbpnpdws npuyh Yunwdwpdwt hwdwlwnpg' npulht
utipyuywgynn dhowqguiht hUO unwunwpuutipht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD

gpwd

0.25

Muiydwuwgnph/<wdwdw)u
wqph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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Eulynuht hhnpwn

Opqwtwlwt Shwgnugynu k, glhnghn, uwhwuwy thngh: Lhihwlwl puwliwdlp' CisH;09 dnblnyywn
Yohnp' 340.28: Lndtjhnipjniup 33.3 dg' 1 d) dbpwlnnul: Mhuwutihniejwt dwdlynp wntdwqt 70%-h
wnlwjnipnit dwnwlwpwpdwt wwhh, thwpebpwynpnuip' hipdanhly: <wudwwwnwufuwuh npwyht
ubiplyuywgynn dhowqquiht unwunwpuubpht b nbuw npwlh hwwuwnwghp (wpnwnpnnh Ynndhg
fudpwpwtwyht ubipyuwywgynn hwjwunwaghp): Snpdwpwuwiht whunwlwynpnwing (hwdwdwju 1ISO
18113 gwpph uwnwunwpnutiph wwhwugh), niubtw fudpwpwuwlyh b wypwupwuhywiht dwljwgptn,
wpunwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubhnyejwt dwdytinh hunwly ugnudubipny:
hudpwpwuwlyp Yph hunwly dwdywghp b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwywgynn
npwlh hwjwunwghp: Upnwnpniggniut niubuw uipnpwsé npulh junwywpdwt hwdwlwpg' npwyhtu
ubiplyuywgynn dhowqquiht hUO unwunwpnutipht hwdwwwwnwufuwt (ISO 13485, 9001, CE L/jwd IVD:

gpwd

25.00

MNuydwuwgnh/Swdwdwu
wqnh Yupdwl wuwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:
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PYR-phuwn - hwjwpwdnt

Mbwwnhnwq A unhly’ bwfuwnbiudwsd A fudph unpbiynnynlytinh (S.pyogenes) U D fudph Eunbipwynytiph
unyuwlwuwgdwu hwdwp: <hdudws k L-pyrrolidonyl-B-naphthylamide (PYR) Fughdwwnhly hhnpnihgh
hwwnlnipjwt Ypw: 1 nnuhp wwpniwwynwt £ ujuquignytp 30 phun-unphy' utindddws L-pyrrolidonyl-B-
naphtyylamide (PYR)-ny, 1 upjuwlj PYR-ntiwqbuwn (p-dimethyl-aminocinnamaldehyde) U oqunwgnpddwt
nintignyg: Mhunwubijhniejwu dwdytnp wnujuqu 70%-h wnlwjnip)nit dwnwywpwpdwu
wwhhu.thwpbpwynpnuwp' hepdtnhl: Cwdwwywwnwufuwth npulht ubipywjwgynn dhowqquiht
unwunwpuutpht b niubuw npwlyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwtiwyhu ubpywjwgynn
hwjwuwnwghp): Snpdwpwiwiht wyhnwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutph
wwhwgh), niubtw fudpwpwtwyh b wwpwupwuhywiht dwdlwgnpbp, wpunwnpnnh Ynndhg
wpunwnpiwt wduwpdh b whunwubihnyejwu dwdlbnh hunwly ugnwdubipnd, wdpnnoniejwdp |hup
dhwunbiuwl (dwdybnh, wpnwnpnnh U hwpbipwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg
fudpwpwtwyhtu ubpywjwgynn npwlh hwywuwnwghp: Upunwnpniejniut niubuw ubipnpdwd npuyh
Ywnwywpdwl hwdwluwpg' npwyht ubplujwgynn dhowqguihtt PUO unwunwpwntbpht
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/yuwd IVD:

Inwlwqd

1.00

MNuydwuwgph/<wdwdwu
wqph Yupdwu wwhhg 30
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Cwlwdwupkbwht ufwywnwlubp
phiughiulupghihuny 1 UU

Curlywdwtipkuhts uuiunwlibn pbtghiubbhghihting 1 UU

SYjw| hwlwdwupkh (nwnyeny ubipddyws pneb uywywnwlubp hwywdwupbwihtu qqujniunieniup
npngbnt hwdwip: 1 updwyp Yud pwppephep wwpniuwynu | ujwqugnyup 50 ufwywnwly,
wwwnpwunywd b wwuwnpyt syninpynn tniehg: Mwhwwudwu dwdytinp ujuquignyup 2 wiwph, 2 - 8
°C -nwi: Mhunwtbihnipjwt dwdljint wnuduqu 70%-h wnluynienit Jwnwlwpwpdwt wwhht:
Uwpwupp |huh gnpdwpwiuwht thwebpwdnpdwdp U gnpdwpwuwiht wyhunwlywynpnwing (hwdwédwu
1SO 18113 gwipph utnwunwpuubiph wwhwugh): Mwpwwnhp bu* fudpwpwlwlh Swdlwghpp, wpnwnpnn
Yuqdwybpuniejwt wujwunwiu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduweyh W
whwwubhnyejwt dwdljtinnh hunwy upnwubipp: Laws k in vitro Yhpwndwl dwuht Ugnwdp Yud
unyuwlwuwgdwl pugnighs wy dhengbin, on.' wnwinguyht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwnbuwy (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnuwiny)
b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwwuwnwghp, gnpdwnuwluu
punipwgnbiph thnpdwptiineyw wpnyniupubin: Upunwnpniejniut niubtw ubpnpdwsd npuyh
Ywnwywpdwl hwdwluwnpg' npwyht ubplujwgynn dhowqguihtt hUO unwunwpwnutipht
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

hwwn

450.0

p. bpluwy, “YUwyw, 37

MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
wfuwnwupwih opduw
pupwgpnud:
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Cwlwdwupbwiht ufwywnwlubp
wbidnghihuny 30 dyq

Curlywdwtipkuhts uuidunwlisn whdnghihting 30 dyq

SYjw hwlwdwupkh (nwdnyeny ubipddyws pneb ujwywnwlubp hwywdwupbwihtu gqujniuniyeniup
npngbnt hwdwip: 1 updwyp Yud pwppephep wwpniuwynu | ujwqugnyup 50 ufwywnwl,
wwnpwundwd b wwuwnhlt syninpynn Ynehg: Mwhwwudwu dwdytinp ujuquignyup 2 wwph, 2 - 8
°C -nwi: Mhwnwtbihnipjwt dwdljbnt wnuduqu 70%-h wnluynienit Jwinwlwpwpdwt wwhht:
Uwpwupp |huh gnpdwpwiuwht thwebpwdnpdwdp b gnpdwpwuwiht yhunwlywynpnuwing (hwdwdwiu
1SO 18113 gwipph utnwunwpuutiph wwhweh): Mwpwwnhp bu' fudpwpwtwlh dwdlwghpp, wpunwnpnn
Yuqdwybpuniejwt wujwunwiu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpeyh W
whwwubhnyejwt dwdljtinnh hunwly upnwubipp: Lows £ in vitro Yhpwndwl dwuht Upnwip Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, on.' Yuwnwingwiht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwwnbuwly (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnwing)
b niubtiw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwjwuwnwghp, gnpdwnuwljut
punipwgnbiph thnpdwptiinyeyw wpryniupubin: Upunwnpniejniut niubuw ubpnpdusd npulh
Ywnwywpdwt hwdwlwnpg' npuyht ubipyuwjwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

hwn

50.0

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:
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Lwlwdwupkbwht ufwywnwlubp
fupunwyphuwnh-nuwibnuphutnhunyg 15 dyq

Cuhudwtipbwyht uuduinwlubip lohtnwyphuwn hb-nw$nyphunhting 15 dyq

Syjw| hwhwdwupth jndnyeny Ubnpddywsd pneb ujwlwnwlubp hwlwdwupbwiht qquniunyeniup
npnatiint hwdwp: T updwyp Ywd pwppephop wwpniuwynd £ ujuqugnyup 50 ujudwnuwly,
wwnpwunywd b wwuwnhyt syninpynn yniehg: Mwhwwudwu dwdytnp ujuquignyup 2 wiwph, 2 - 8
°C -nui: Mhunwbihnipjwt dwdljint wnudwqu 70%-h wnluynienit Jwinwlwpwpdwt wwhht:
Uwpwpp |huh gnpdwpwiwht thwpbpwdnpdwdp b gnpdwpwuwiht wyhunwlywynpnwing (hwdwédwiu

1SO 18113 gwipph utnwunwnuubiph wwhwugh): Mwpwwnhp b’ fudpwpwtwlh dwdlwghpp, wpunwnpnn
Yuqdwybpunipjwt wujwunwiu ni hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduweyh W
whwwubhnyejwt dwdljtinnh hunwy upnwdubipp: Laws k in vitro Yhpwndwl dwuht ugnudp Yud
unywlwuwgdwl pugnighs wy| dhengubin, on.' Ywnwinguyht hwdwp, wwpwph hwdwp:
hudpwpwtwlu wdpnngniejwdp |huh dhwnbuwy (dwdltinh, wpnwnpnnh b hwpbpwynpdwt wnnuwiny)
b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubiplujwgynn npwlyh hwwuwnwghp, gnpdwnuwluwu
punipwgpbiph thnpdwptiineyw wpnyniupubin: Upunwnpnie)niut niukuw ubpnpusd npuyh
Ywnwywpdwt hwdwlwpg' npuwyht ubipyujwgynn dhowqquihti hUO utnwunwpunubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

50.0

MNuydwuwgph/<wdwdwu
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wfuwnwupwiht opyw
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Lwlwdwupk uwywnwyutip
uhwpnpunihuny 50 dyg

Cuwhudwtipbuyht uudunwyubip shnpnpunihting 50 dyq
SYjw| hwlwdwupkh (nwnyeny ubipddyws pneb uywywnwlubp hwywdwupbwihtu qqujniunieniup
npngbnt hwdwip: 1 updwyp Ywd pwppephep wwpniuwynu | ujwqugnyup 50 ufwywnwl,
wwwnpwunywd b wwuwnpyt syninpynn tniehg: Mwhwwudwu dwdytinp ujuquignyup 2 wiwph, 2 - 8
°C -nwi: Mhunwtbihnipjwt dwdljint wnuduqu 70%-h wnluynienit Jwnwlwpwpdwt wwhht:
Uwpwupp |huh gnpdwpwiuwht thwebpwdnpdwdp U gnpdwpwuwiht wyhunwlywynpnwing (hwdwédwu
1SO 18113 gwipph utnwunwpuutiph wwhwgh): Mwpwwnhp bu' fudpwpwtwlh dwdlwghpp, wpunwnpnn
Yuqdwybpuniejwt wujwunwiu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduweyh W
whwwubhnyejwt dwdljtinnh hunwy upnwubipp: Laws k in vitro Yhpwndwl dwuht Ugnwdp Yud
unyuwlwuwgdwl pugnighs wy dhengbin, on.' wnwinguyht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwnbuwy (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnuwiny)
b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhu ubipluywgynn npwlh hwwuwnwghp, gnpdwnuwlwu
punipwgnbiph thnpdwptiineyw wpnyniupubin: Upunwnpniejniut niubtw ubpnpdwsd npuyh
Ywnwywpdwl hwdwluwnpg' npwyht ubplujwgynn dhowqguihtt hUO unwunwpwnutipht
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

hwwn

750.0

MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
wfuwnwupwih opduw
pupwgpnud:
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Cwlwdwupbwiht ufwywnwlubp
wphdbwnnuphd-uny$wdbnopuwgniny
1.25/23.75 dyq

Cwlwdwipkwht ujuy Yubp wphdbnnyphd-uny$pwibmopuwqgniny 1.25/23.75 dyq
SYjw hwlwdwupkh (nwdnyeny ubipddyws pneb ujwywnwlubp hwywdwupbwihtu gqujniuniyeniup
npngbnt hwdwip: 1 updwyp Yud pwppephep wwpniuwynu | ujwqugnyup 50 ufwywnwl,
wwnpwundwd b wwuwnhlt syninpynn Ynehg: Mwhwwudwu dwdytinp ujuquignyup 2 wwph, 2 - 8
°C -nwi: Mhwnwtbihnipjwt dwdljbnt wnuduqu 70%-h wnluynienit Jwinwlwpwpdwt wwhht:
Uwpwupp |huh gnpdwpwiuwht thwebpwdnpdwdp b gnpdwpwuwiht yhunwlywynpnuwing (hwdwdwiu
1SO 18113 gwipph utnwunwpuutiph wwhweh): Mwpwwnhp bu' fudpwpwtwlh dwdlwghpp, wpunwnpnn
Yuqdwybpuniejwt wujwunwiu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpeyh W
whwwubhnyejwt dwdljtinnh hunwly upnwubipp: Lows £ in vitro Yhpwndwl dwuht Upnwip Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, on.' Yuwnwingwiht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwwnbuwly (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnwing)
b niubtiw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwjwuwnwghp, gnpdwnuwljut
punipwgnbiph thnpdwptiinyeyw wpryniupubin: Upunwnpniejniut niubuw ubpnpdusd npulh
Ywnwywpdwt hwdwlwnpg' npuyht ubipyuwjwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

hwn
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MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wifuwnwupwiht opduw
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Cwlwdwupbwht ufwdwnwlubp
pwghwpwghuny 0.04 UU

Cwlwdwupkwiht ujujuwnrwlubp pughnpwughtng 0.04 UV

SYjw hwlwdwupkh (nwnyeny ubipddyws pneb uywywnwlubp hwywdwupbwihtu qqujniunieniup
npngbnt hwdwip: 1 updwyp Yud pwppephep wwpniuwynu | ujwqugnyup 50 ufwdwnwl,
wwnpwundwd b wwuwnhlt syninpynn Ynyehg: Mwhwwudw dwdybnp ujuquignyup 2 wiwph, 2 - 8
°C -nui: Mhrwbihnyejwt dwdybnt wnuduqt 70%-h wnuwynipjnit Jwnwlwpwpdwt wwhhb:
Uwpwupp |huh gnpdwpwuwht thwebpwdnpdwdp bW gnpdwpwuwiht yhunwlywynpnuwing (hwdwdwi
1SO 18113 swpph unwunwpwnubiph wwhwush): Mwpwmwnhp b fudpupwuwyh Swdlwghpp, wpnwnpnn
Yuqdwybpwynipjwt wudwunwiu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W
whwwubhnyejwu dwdlytinnh hunwly upnwubipp: Lows k in vitro Yhpwndwl dwuht upnwip Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, on.' Yuwnwingwiht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwnbuwl (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnwing)
b niubtiw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwwuwnwghp, gnpdwnuwljut
punipwgnbiph thnpdwptiinyejw wipnyniupubin: Upunwnpniejniut niubuw ubpnpdud npulh
Ywnwywpdwt hwdwlwnpg' npuyht ubipywjwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (1SO 13485, 9001, CE L/ywd IVD):
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Lwlywdwupbwht uwywnwyubp

Shlunghihtiny 750l

Cwljwdwupbwht uywwnwlubp Shiwnghihuny 75d4q .

SYjw| hwlwdwupkh jnwnypny utindddws pneb ujuwldwnwlubp hwlwdwupbwht qquniunygindup
npnatiint hwdwp: T updwyp Ywd pwppephop wwpniuwynd £ ujuqugnyup 50 ujudwnuwly,
wwwnpwunywsd b wwunhlb syninpgnn unyehg: Mwhwywudwt dwdytinp uiduqugnyup 2 vwph, 2 - 8
°C -nul: Mhunwbihniejwt dwiljint wnuduqu 70%-h wnlunyejniu Jwnwlwpwpdwt wwhht:
Uwpwupp [huh gnpdwpwuwiht thwebpwynpdwdp b gnpdwpwuwht wyhnwlwynpnwing (hwdwdawju

1SO 18113 gwnph unwunwpwubiph wwhwugh): Mwpwwnhp bU' fudpwpwlwlyh dwdljwghpp, wpnwnpnn,
Yuqdwybpwniejwt wudwunwdu nt hwughbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b
whwnwubhnyejwt dwdlbnh hunwl Upnuwdubpp: Ladws | in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, on.' Yuwnwinguiht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwinbiuwy (dwdlbinh, wpnwnpnnh U hwpbpwynpdwt wnnuing)
b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn npuyh hwjwunwghp, gnpdwnuwlywu
punipwgpbiph thnpdwpliunyejw wpnyniupbin: Upnwnpnie)niut niubuw ubipnpdwd npuyh
Ywnwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO utnwunwpuubphu
hwdwwwwnwuluwl (ISO 13485, 9001, CE L/ywd IVD):

200.0

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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Cwlwdwupbwiht ufwywnwlubp
Shyuwinghht-Yluyniwwppyny 75-10 dyq

Lukn Shl

Culywdwtipkuhts uuidwnwybbp Shiupghthb-Yyunyubuppnd 75-10 dyg.
SYjw hwlwdwupkh (nwdnyeny ubipddyws pneb ujwywnwlubp hwywdwupbwihtu gqujniuniyeniup
npngbnt hwdwip: 1 updwyp Yud pwppephep wwpniuwynu | ujwqugnyup 50 ufwywnwl,
wwnpwundwd b wwuwnhlt syninpynn Ynehg: Mwhwwudwu dwdytinp ujuquignyup 2 wwph, 2 - 8
°C -nwi: Mhwnwtbihnipjwt dwdljbnt wnuduqu 70%-h wnluynienit Jwinwlwpwpdwt wwhht:
Uwpwupp |huh gnpdwpwiuwht thwebpwdnpdwdp b gnpdwpwuwiht yhunwlywynpnuwing (hwdwdwiu
1SO 18113 gwipph utnwunwpuutiph wwhweh): Mwpwwnhp bu' fudpwpwtwlh dwdlwghpp, wpunwnpnn
Yuqdwybpuniejwt wujwunwiu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpeyh W
whwwubhnyejwt dwdlytinnh hunwly upnwubipp: Laws £ in vitro Yhpwndwl dwuht ugnuip Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, on.' Yuwnwingwiht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwwnbuwly (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnwing)
b niubtiw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwjwuwnwghp, gnpdwnuwljut
punipwgnbiph thnpdwptiinyeyw wpryniupubin: Upunwnpniejniut niubuw ubpnpdusd npulh
Ywnwywpdwt hwdwlwnpg' npuyht ubipyuwjwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

hwn

50.0

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wifuwnwupwiht opduw
pupwgpnud:
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Cwlwdwupbwht ufwdwnwlubp

Stphntspnnpd 30 dliq

Cwlwdwupkwht uyudunwlubp 8$hnbpnyniny 30 dyq

SYjw hwlwdwupkh (nwnyeny ubipddyws pneb uywywnwlubp hwywdwupbwihtu qqujniunieniup
npngbnt hwdwip: 1 updwyp Yud pwppephep wwpniuwynu | ujwqugnyup 50 ufwdwnwl,
wwnpwundwd b wwunhlt syninpynn Ynehg: Mwhwwudwu dwdytnp ujuquignyup 2 wiwph, 2 - 8
°C -nui: Mhrwbihnyejwt dwdybnt wnuduqt 70%-h wnuwynipjnit Jwnwlwpwpdwt wwhhb:
Uwpwupp |huh gnpdwpwuwht thwebpwdnpdwdp bW gnpdwpwuwiht yhunwlywynpnuwing (hwdwdwi
1SO 18113 swpph unwunwpwnubiph wwhwush): Mwpwmwnhp b fudpupwuwyh Swdlwghpp, wpnwnpnn
Yuqdwybpwynipjwt wudwunwiu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W
whwwubhnyejwu dwdlytinnh hunwly upnwubipp: Lows k in vitro Yhpwndwl dwuht upnwip Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, on.' Yuwnwingwiht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwnbuwl (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnwing)
b niubtiw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwwuwnwghp, gnpdwnuwljut
punipwgnbiph thnpdwptiinyejwts wipmyniuputin: Upunwnpniejniut niubbw ubpnpdusd npulh
Ywnwywpdwt hwdwlwnpg' npuyht ubipywjwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (1SO 13485, 9001, CE L/ywd IVD):

hwn
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Lwlywdwupbwht uwywnwyubp
Stpunwghnhd-wyhwpwlunwdny 10-4 dyq

Lwlwdwupkwht ufuy Yubp 8E$nwqhnhd-wyhwpwlnwdng 10-4 dyq.
Syjw| hwhwdwupth jndnyeny ubipddywsd pnet ujwlwnwlubp hwlwdwupbwiht qquniunyeniup
npnatiint hwdwp: T updwyp Ywd pwppephop wwpniuwynd £ ujuqugnyup 50 ujudwnuwly,
wwwnpwunywsd b wwunhlb syninpgnn unyehg: Mwhwywudwt dwdytinp uiduqugnyup 2 vwph, 2 - 8
°C -nul: Mhunwbihniejwt dwiljint wnuduqu 70%-h wnlunyejniu Jwnwlwpwpdwt wwhht:
Uwpwupp [huh gnpdwpwuwiht thwebpwynpdwdp b gnpdwpwuwht wyhnwlwynpnwing (hwdwdawju

1SO 18113 gwipph unwunwpunubiph wwhwgh): Mwpwwnhp B’ fudpwpwtwlh dwdljwghpp, wpunwnpnn
Yuqdwybpwniejwt wudwunwdu nt hwughbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b
whwnwubhnyejwt dwdlbnh hunwl Upnuwdubpp: Ladws | in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, on.' Yuwnwinguiht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwinbiuwy (dwdlbinh, wpnwnpnnh U hwpbpwynpdwt wnnuing)
b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn npuyh hwjwunwghp, gnpdwnuwlywu
punipwgpbiph thnpdwpliunyejw wpnyniupbin: Upnwnpnie)niut niubuw ubipnpdwd npuyh
Ywnwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO utnwunwpuubphu
hwdwwwwnwuluwl (ISO 13485, 9001, CE L/ywd IVD):

100.0

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:
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Cwlwdwupbwiht ufwywnwlubp
8t$unnnquit-inwgnpwlnwdng 30-10 dyg

Culywdwtipkuyhts uluidwnwybbp St$nnnquib-nuqnpulmuwdng 30-10 dq.
SYjw hwlwdwupkh (nwdnyeny ubipddyws pneb ujwywnwlubp hwywdwupbwihtu gqujniuniyeniup
npngbnt hwdwip: 1 updwyp Yud pwppephep wwpniuwynu | ujwqugnyup 50 ufwywnwl,
wwnpwundwd b wwuwnhlt syninpynn Ynehg: Mwhwwudwu dwdytinp ujuquignyup 2 wwph, 2 - 8
°C -nwi: Mhwnwtbihnipjwt dwdljbnt wnuduqu 70%-h wnluynienit Jwinwlwpwpdwt wwhht:
Uwpwupp |huh gnpdwpwiuwht thwebpwdnpdwdp b gnpdwpwuwiht yhunwlywynpnuwing (hwdwdwiu
1SO 18113 gwipph utnwunwpuutiph wwhweh): Mwpwwnhp bu' fudpwpwtwlh dwdlwghpp, wpunwnpnn
Yuqdwybpuniejwt wujwunwiu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpeyh W
whwwubhnyejwt dwdljtinnh hunwly upnwubipp: Lows £ in vitro Yhpwndwl dwuht Upnwip Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, on.' Yuwnwingwiht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwwnbuwly (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnwing)
b niubtiw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwjwuwnwghp, gnpdwnuwljut
punipwgnbiph thnpdwptiinyeyw wpryniupubin: Upunwnpniejniut niubuw ubpnpdusd npulh
Ywnwywpdwt hwdwlwnpg' npuyht ubipyuwjwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

hwn
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MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:
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Lwlwdwupkbwht ufwywnwlubp
hihwbubd-nbtpwlunwdng 10-25 dyq

Cwlwdwupkwyht ufuy Yubp hdpybubd-nbGpuy iny 10-25 dyq.

Syjw| hwywdwupth jndnyeny Ubnpddywsd pneb ujwlwnwlubp hwlwdwupbwiht qquniunyeniup
npngbnt hwdwp: 1 updwyp Ywd pwppephep wwpniiwynuw k£ ujwqugnyup 50 ufwywnwly,
wwnpwunywd b wwuwnhyt syninpynn yniehg: Mwhwwudwu dwdytnp ujuquignyup 2 wiwph, 2 - 8
°C -nui: Mhunwbihnipjwt dwdljint wnudwqu 70%-h wnluynienit Jwinwlwpwpdwt wwhht:
Uwpwpp |huh gnpdwpwiwht thwpbpwdnpdwdp b gnpdwpwuwiht wyhunwlywynpnwing (hwdwédwiu

1SO 18113 gwipph utnwunwnuubiph wwhwugh): Mwpwwnhp b’ fudpwpwtwlh dwdlwghpp, wpunwnpnn
Yuqdwybpunipjwt wujwunwiu ni hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduweyh W
whwwubhnyejwt dwdljtinnh hunwy upnwdubipp: Laws k in vitro Yhpwndwl dwuht ugnudp Yud
unywlwuwgdwl pugnighs wy| dhengubin, on.' Ywnwinguyht hwdwp, wwpwph hwdwp:
hudpwpwtwlu wdpnngniejwdp |huh dhwnbuwy (dwdltinh, wpnwnpnnh b hwpbpwynpdwt wnnuwiny)
b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn npuyh hwjwunwghp, gnpdwnuwlyw
punipwgpbiph thnpdwptiineyw wpnyniupubin: Upunwnpnie)niut niukuw ubpnpusd npuyh
Ywnwywpdwt hwdwlwpg' npuwyht ubipyujwgynn dhowqquihti hUO utnwunwpunubphu
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

100.0

MNuydwuwgph/<wdwdwu
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Cwlwdwupkbwht ufwywnwlubp
Ubipnwbutid-Jwpnppwlunwdny 20-10 dyg

EtkiSal 1
d HWRENPRWY

Cwbwdwi

Ewyht uluy
prur juy!

Yubip Uk fny 20-10 dygq.

SYjw| hwlwdwupkh (nwnyeny ubipddyws pneb uywywnwlubp hwywdwupbwihtu qqujniunieniup
npngbnt hwdwip: 1 updwyp Ywd pwppephep wwpniuwynu | ujwqugnyup 50 ufwywnwl,
wwwnpwunywd b wwuwnpyt syninpynn tniehg: Mwhwwudwu dwdytinp ujuquignyup 2 wiwph, 2 - 8
°C -nwi: Mhunwtbihnipjwt dwdljint wnuduqu 70%-h wnluynienit Jwnwlwpwpdwt wwhht:
Uwpwupp |huh gnpdwpwiuwht thwebpwdnpdwdp U gnpdwpwuwiht wyhunwlywynpnwing (hwdwédwu
1SO 18113 gwipph unwunwpuutiph wwhwugh): Mwpwwnhp b4’ fudpwpwtwlh dwdlwghpp, wpunwnpnn
Yuqdwybpuniejwt wujwunwiu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduweyh W
whwwubhnyejwt dwdljtinnh hunwy upnwubipp: Laws k in vitro Yhpwndwl dwuht Ugnwdp Yud
unyuwlwuwgdwl pugnighs wy dhengbin, on.' wnwinguyht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwnbuwy (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnuwiny)
b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhu ubipluywgynn npwlh hwwuwnwghp, gnpdwnuwlwu
punipwgnbiph thnpdwptiineyw wpnyniupubin: Upunwnpniejniut niubtw ubpnpdwsd npuyh
Ywnwywpdwl hwdwluwnpg' npwyht ubplujwgynn dhowqguihtt hUO unwunwpwnutipht
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

hwwn

100.0

MNuwdwuwgph/Cwdwéwu
wqnh Yupdwt wwhhg 30
wfuwnwupwih opduw
pupwgpnud:
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Cwlwdwupbwiht ufwywnwlubp

Epuauightyting 20 dlyg

Qwlwdwupkwiht uywqunwlubp Epwydwghyhung 20 dyq.

SYjw hwlwdwupkh (nwdnyeny ubipddyws pneb ujwywnwlubp hwywdwupbwihtu gqujniuniyeniup
npngbnt hwdwip: 1 updwyp Yud pwppephep wwpniuwynu | ujwqugnyup 50 ufwywnwl,
wwnpwundwd b wwuwnhlt syninpynn Ynehg: Mwhwwudwu dwdytinp ujuquignyup 2 wwph, 2 - 8
°C -nwi: Mhwnwtbihnipjwt dwdljbnt wnuduqu 70%-h wnluynienit Jwinwlwpwpdwt wwhht:
Uwpwupp |huh gnpdwpwiuwht thwebpwdnpdwdp b gnpdwpwuwiht yhunwlywynpnuwing (hwdwdwiu
1SO 18113 gwipph utnwunwpuutiph wwhweh): Mwpwwnhp bu' fudpwpwtwlh dwdlwghpp, wpunwnpnn
Yuqdwybpuniejwt wujwunwiu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpeyh W
whwwubhnyejwt dwdljtinnh hunwly upnwubipp: Lows £ in vitro Yhpwndwl dwuht Upnwip Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, on.' Yuwnwingwiht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwwnbuwly (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnwing)
b niubtiw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwjwuwnwghp, gnpdwnuwljut
punipwgnbiph thnpdwptiinyeyw wpryniupubin: Upunwnpniejniut niubuw ubpnpdusd npulh
Ywnwywpdwt hwdwlwnpg' npuyht ubipyuwjwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

hwn
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MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
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Cwlwdwupbwht ufwdwnwlubp

LE$wdnihuny 5 dyg

Qwlwdwupkwiht uywqunwlubp Lepwdnihuny 5 dyq.

SYjw hwlwdwupkh (nwnyeny ubipddyws pneb uywywnwlubp hwywdwupbwihtu qqujniunieniup
npngbnt hwdwip: 1 updwyp Yud pwppephep wwpniuwynu | ujwqugnyup 50 ufwdwnwl,
wwnpwundwd b wwuwnhlt syninpynn Ynyehg: Mwhwwudw dwdybnp ujuquignyup 2 wiwph, 2 - 8
°C -nui: Mhrwbihnyejwt dwdybnt wnuduqt 70%-h wnuwynipjnit Jwnwlwpwpdwt wwhhb:
Uwpwupp |huh gnpdwpwuwht thwebpwdnpdwdp bW gnpdwpwuwiht yhunwlywynpnuwing (hwdwdwi
1SO 18113 swpph unwunwpwnubiph wwhwush): Mwpwmwnhp b fudpupwuwyh Swdlwghpp, wpnwnpnn
Yuqdwybpwynipjwt wudwunwiu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W
whwwubhnyejwu dwdlytinnh hunwly upnwubipp: Lows k in vitro Yhpwndwl dwuht upnwip Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutin, on.' Yuwnwingwiht hwdwn, wwpwph hwdwp:
hudpwpwuwlu wdpnnoniejwdp |huh dhwnbuwl (dwdltinh, wpnwnpnnh b hwpebpwynpdwt wnnwing)
b niubtiw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwwuwnwghp, gnpdwnuwljut
punipwgnbiph thnpdwptiinyejw wipnyniupubin: Upunwnpniejniut niubuw ubpnpdud npulh
Ywnwywpdwt hwdwlwnpg' npuyht ubipywjwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (1SO 13485, 9001, CE L/ywd IVD):

hwn
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Ubipnwbubd + MBL huhhphwnnp Eehibu
nhwdht mbinpwpwgwiuwppyny Yud
nhwhynjhuwppyny hwdwlygjws

ulwydwnwlutp

Ubpnyhkubd + MBL huhpphwinp Ephibu nhwidht mbnpwpuguiwppyny ubpssjus pnpb
hwiwlgyws ujuwyjwnwlubp

Lwhuwwnbudwsd | hwlwdwupbwiht Yunwinyejw defuwuhqdubipp npngtint hwdwp: 1 upduyp Yud
puwppephop wwpniuwynwd £ uduqugnyup 50 ujwywnuwly, ywwnpwunyws £ uywunhlyb synupydnn
yniphg: Mwhwwudw dwidlytivnp ujuqugnyup 2 twph, 2 - 8 °C -nui: Mhrwutihniejwt dwdlytinl
wnuyuwqu 70%-h wnluwynyeynit dwinwlwpwpdwl wywhht: Uypwupp (huh gnpdwpwwiht
thwpbpwynpdwdp b gnpdwpwiwht whnwlwdnpnuing (hwdwdwju 1ISO 18113 gwpph unwunwpuutiph
wwhuwtgh): Mwpmwnhp bu* fudpwpwliwlh Swdlwghpp, wpnwnpnn juqiwlbipynipjwt wuywunwu
nt hwugb, wpnwnpnnh Ynndhg wpnwnpdwt wduweyh b whnwubhnyejwu dwdybnh hunwy
ugnuiutipp: Lagwsd L in vitro Yhpwndwt dwuht upnwdp Yud unyuwlwwgdwt pugnighs wy dhengubip,
on." jwnwinguiyht hwdwp, wwpwtph hwidwp: ludpwpwtiwlt wdpnnoniejwdp |huh dhwnbuwl
(dwdybtwnh, wpwnwnpnnh U thwpbipwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht
ubipyuywgynn npwyh hwjwuwnwghp, gnpdwntwlwu punewgnpbiph thnpdwpliuniejwl wpryniupubn:
Upuwnpniejnii ntubuw ubpnpdwsd npwyh ywnwywpdwt hwdwluwpg' npwyht ubplujwgynn
dhowqguwihtu hUO unwtnwpuubpht hwdwuwwwnwufuwt (ISO 13485, 9001, CE W/ywd IVD):

250.0

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:

11

33121270

Ubipnwiutd + KPC huhhphwnnp
$buhipnpwppYny Yud
wdhun$buhpnpweryny hwdwlygywd

ulwywnwlubip

Thiind ik Lunl Ltk

Ubpnuyblid + KPC huhhphinnn $Ethipapuppdng ud pipnpuppyny uludwnuwlby
Luwfuwwnbuws E hwhwdwupbwihu Yuyniunyejwt dbfuwtuhquiutipp npngtiine hwdwp: 1 updulyp Yud
puwppephop wwpniuwynwd £ uduqugnyup 50 ujwywnuwly, ywwnpwungws E uwunhlyb syninpydnn
yniphg: Mwhwwudw dwdlytivnp ujwqugnyup 2 twph, 2 - 8 °C -nui: Mhrwttijhniejw dwdltinl
wnuyuwql 70%-h wnluynyeynit dwnwlwpwpdwl wywhht: Uypwupp (huh gnpdwpwuwiht
thwpbpwynpdwdp b gnpdwpwtwiht whnwlwdnpnwing (hwdwdwju 1ISO 18113 gwpph unwunwpuutiph
wwhuwtgh): Mwpmwnhp ku* fudpwpwliwyh Swdwghpp, wpnwnpnn juqdwytipynipywt wuywunwu
nt hwught, wpwnwnpnnh Ynndhg wpnwnpdwt wduweyh b whnwubhnyejwt dwdybnh hunwly
ugnuiubipp: Lodwsd L in vitro Yhpwndwt dwupht ugnwdp Yud unyuwlwuwgdwl pugnighs wy dhengubin,
on." wwnwnguiht hwdwp, wwpwuph hwdwp: ludpwpwlwlt wdpnnonypjwdp (huh dhwnbuwl
(dwdybtwnh, wpwnwnpnnh U thwebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht
ubipyuywgynn npwlh hwjwuwnwghp, gnpdwnuwlwu punyewgnpbiph thnpdwpliuniejwl wpryniupubin:
Upwnwnpnipgntut niubbw ubpnpdwsd npuyh Yunwywpdwt hwdwluwnpg' npuyht uiphujwgynn
dhowqguwjhtu hUO unwunwpuubpht hwdwwwwnwufuwt (ISO 13485, 9001, CE W/ywd IVD):

hwn

250.0

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wigfuwnwiipwiht opduw
pupwgpnud:

112

33121270

Utipnwiutid + AmpC huhhphuninp
Ylopuwghht hwdwlygywd ufuywnwyubip

Utpnybkubkd + AmpC huhpphwninph [nwénypny ubipssjws pnpb hwdwlgyws ujuyjwnwlyubp
Luwfuwwnbudwsd £ hwlwdwupbwiht Yuyniunyejwu defuwuhqiubpp npngbine hwdwp: 1 updup Yud
pwpephop wwnpnuwyn £ ujuqugnyup 50 ujwywnwy, wywnpwunywsd b yiwunhyt syninpynn
yniphg: Mwhywidw dwidlyinp uuqugnyup 2 tnwph, 2 - 8 °C -nui: Mhrwutijhniejw dwdltnl
wnuyuwqu 70%-h wnluwnyejnit dwnwlwpwpdwt wwhht: Uypwupp (huh gnpdwpwuwihu

thwpbpwynpdwdp b gnpdwpwiwht whnwywnpnding (hwdwdawju 1ISO 18113 gwpph unwunwpuutiph
wwhuwtgh): Mwpmwnhp bu* fudpwpwliwlh Swdlwghpp, wpnwnpnn juqiwlbpynipjut wuywunuu
nt hwugh, wpwnwnpnnh Ynndhg wpnwnpdwt wduweyh b whnwubhnyejwu dwdybnh hunwy
ugnuiutipp: Legwsd L in vitro Yhpwndwt dwuht ugndp Yud unyuwlwwgdwt pugnighs wy dhengubip,
on." jwnwinquiht hwdwp, wwpwtph hwidwp: ludpwpwtiwlt wdpnnoniejwdp |huh dhwnbuwl
(dwdybtwnh, wpwnwnpnnh U thwpbipwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubiplyuwywgynn npwyh hwjwuwnwghp, gnpdwnuwlw punyewgptiph thnpdwpliunyejw wpryniupubn:
Upunwnpniejnitt niubuw ubpnpdwsd npwyh yunwywpdwt hwdwluwnpg' npuyht ubplujwgynn
dhowqquiht hUO unwunwpnubipht hwdwwwwnwufuw (ISO 13485, 9001, CE L/jwd IVD):

250.0

MNuydwuwgph/<wdwdwu
wqph Yupdwu wwhhg 30
wfuwnwupwiht opyw
pupwgpnud:




hpwytipny
Uwfuwint
ujwd
swihwpwd
th
hwdwpp

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

wujwunwip

wupwpwjht
ugwp, dwlhgp L
wpuwnpnnh
wujwunwip

wbluthywyuw punpwghpp

s/d

dhusfnph
ghup/<<
npuwd

punthwunip
Ghup/<< npwd

punhwunip
pwuwyp

duwunwywpwpdwu

hwugku

dwdlyinp

13

33121270

Ubipnwtubd + MBL L KPC huhhphwnnp
nhwhynjhuwppyny W
wdhun$buhpnpwepyny hwdwlygwsd

ulwydwnwlutp

Ubpnybubd + nhyhlynjhtwppyny ubpssjws pnpb ujujunwlubp

Luwfuwwnbudws £ hwlwdwupbwiht Yuynnyejw defuwuhqiubpp npngbine hwdwp: 1 upduyp Yud
pwpephop wwnpniwynut £ uduqugnyup 50 ufwydwnwl, ywnpwundws | yiwunhlyb synnpydnn
wniphg: NMwhwwiudwl dwdlbnp ujwqugnyup 2 twph, 2 - 8 °C -nul: Mhwnwbihniejwt dwdltnu
wnujuqu 70%-h wnyuwjniejnit dwinwlwpwpdwt wwhht: Uypwupp |huh gnpdwpuwtwht
thwpbipwynpdwdp b gnpdwpwtwiht whunwhwynpnuwing (hwdwédwju 1SO 18113 wpph unwunwpunubph
wwhwugh): Mupmwnhp bu* udpwpwtwlh dwdywghpp, wpunwnpnn juqiwlbipynipjwt wudwunuu
nt hwugbu, wpunwnpnnh Ynnidhg wpunwnpdwt wduwpyh b yhnwibhngesjwu dwdlybnh hunwly
ugnudubipp: Lodwd £ in vitro Yhpwndwt dwuht ugnudp Yud unyuwlwuwgdwt pugnighs wy dhongubin,
on." wwnwinguiht hwdwn, wypwuph hwdwp: ludpwpwlwlt wdpnnonipjwdp huh thwnbuwl
(dwdlybtnh, wpnwnpnnh b thwpbrpwdnpdwt wenwnd) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubiplyuwywgynn npwlyh hwjwuwnwghp, gnpdwnuwlwl punyewgntiph thnpdwpliunyejwl wpnyniupubn:
Upwnwnpnipgniut niubtw ubipnpdwsd npuwyh Yunwywpdwt hwdwluwpg' npuyht ubiphujwgynn
dhowqquiht hUO unwunwpnubipht hwdwwwwnwufuw (ISO 13485, 9001, CE L/jwd IVD):

250.0

Muiydwuwgnph/<wdwdwju
wqgph Yupdwl wwhhg 30
wluwnwupwiht opdw
pupwgpnud:

114

33121270

8t$uphwpunt 30 + Yiuynywuwpepent 10
hwdwlygywsd uywdwnwlutp

Stpuphuwpunts 30 g + Yunywbwper
hwiwlgyws ujuyjwnwlubp
Luwfuwwnbuws E hwhwdwupbwihu Yuyniunyejwt dbfuwtuhquiutipp npngtiine hwdwp: 1 updulyp Yud
puwppephop wwpniuwynwd £ uduqugnyup 50 ujwywnuwly, ywwnpwungws E uwunhlyb syninpydnn
yniphg: Mwhwwudw dwdlytivnp ujwqugnyup 2 twph, 2 - 8 °C -nui: Mhrwttijhniejw dwdltinl
wnuyuwql 70%-h wnluynyeynit dwnwlwpwpdwl wywhht: Uypwupp (huh gnpdwpwuwiht
thwpbpwynpdwdp b gnpdwpwtwiht whnwlwdnpnwing (hwdwdwju 1ISO 18113 gwpph unwunwpuutiph
wwhuwtgh): Mwpmwnhp ku* fudpwpwliwyh Swdwghpp, wpnwnpnn juqdwytipynipywt wuywunwu
nt hwugh, wpunwnpnnh Ynndhg wpnwnpdwt wduweyh b whnwubhnyejwt dwdybnh hunwly
ugnuiubipp: Lodwsd L in vitro Yhpwndwt dwupht ugnwdp Yud unyuwlwuwgdwl pugnighs wy dhengubin,
on." wwnwnguiht hwdwp, wwpwuph hwdwp: ludpwpwlwlt wdpnnonypjwdp (huh dhwnbuwl
(dwdybtwnh, wpwnwnpnnh U thwebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht
ubipyuywgynn npwlh hwjwuwnwghp, gnpdwnuwlwu punyewgnpbiph thnpdwpliuniejwl wpryniupubin:
Upwnwnpnipgntut niubbw ubpnpdwsd npuyh Yunwywpdwt hwdwluwnpg' npuyht uiphujwgynn
dhowqguwjhtu hUO unwunwpuubpht hwdwwwwnwufuwt (ISO 13485, 9001, CE W/ywd IVD):

10dYyq huhhphuinph (niénypny tbipssqws ppt

hwn

250.0

MNuwydwuwgph/Cwdwéwu
wqnh Yupdwl wwhhg 30
wifuwnwupwiht opduw
pupwgpnud:




Cwwsd N 1.1

«G<CUMAP-CUYUY-2022-53» Swdljwagpny hpwytiph

2/h | Uypwuph wujwunuip Sluthywlwl punipuigptip 2/d | Pwuwyp | Shup

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

Pwnwnpnieniup' 10004 wwwnpwuwh dhowdwjpnid.

Mbwwnnu 10 g

L-wuwwpwghuwppent 3 g

Lwuwnphnuih whpnwwn 2.51 g

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

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

Lwybinwiu hptiuhg ubipyuwjwgunud £ hwdwutin thnph quugywd:

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

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

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

Upwnwnpnipjniut niubuw ubpnpqwéd npwh Yunwdwpdwu hwdwlwnpg' npuwyhu ubplwjwgynn dhowgquihu hUO
utnwunwpuutipht hwdwwwunwufuwu (1ISO 13485, 9001, CE W/ywd IVD):




Cwlud N 1.2

«G<UMAR-CUYUY-2022-53» Swdljwgnny hpwybiph

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

Mnihdhpuht whpnwwn nbnunigwihu dwupwuny ppndphdninwwnywnny wgwnph hpdp'

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

B. cereus-h wétigdwu
PEMBA dhowyuwjp

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

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

Pwgh|ntu gbiptinwu
waqwnh hwdwp hwybnud




Cwbws N 1.3

«G<UMAR-CUYUY-2022-53» Swdljwgnny hpwybiph

2/h | Uypwuph wijuunuip Shjuthlwlwl punipwigptip 2/ | Pwuwyp | Shup

<nudngbit pwg-ntinugnyu thngh t, bwfuwwbudws £ udwhinpwynbphwubtiph punpnquywu hwpunwgdwu  hwdwp:
Pwnwnpniniup’'

Ybunwuwlwu hjnujwéph wbwwhy tthny 10 g

Luwnphnuih pinphn. 5 q

Uuwyhu Epuinpwln 10 g

Owluup' 12.5 g thnoh dhowdwyn 475 J| pnpwd 9phu (Oxoid, HiMedia, Trafalgar Scientific Ltd Sigma-Aldrich fwd hwdwnpdtip):
Uhowdwypp wwhwugnud £ uwl 25 4} hghuh Gupwplyqwd dhnt wpyntu b 1 upjwly hwdwwwwnwufuwu hwybjnd:
Mhuwubhniyejwu dwdybnu wnuduwqu 70%-h wnlwjniyeintu dwnwwpwpdwu wwhhu, punhwuny dwdybnp' uuwqugnyup
4 wmwph, gnpdwpwuwihu htpdbnhy thwetpwynpdwdp b gnpsdwpwuwht whnwlwynpnwing (hwdwédwju ISO 18113 pwnph Uag 0.5
unwunwnwnutiph wwhwugh), wnwybjwgnyup 0.5 Yg Yondwdpny: Mwpwwnpp U fudpwpwuwlyh dwdywaghpp, wpunwnpnn
Ywqdwybpwnipjwu wujwuntdu nt hwughit, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b yhnwubihnygjwu dwdybinp
huwnwl ugnidubipp: Lodws k in vitro Yhpwndwu dwupt uzndp Yud unyuwlwuwgdwl jpugnighs wy dhongubip, op.'
Ywunwinquihtu hwdwpn, wwpwuph hwdwn: ludpwpwuwyu wdpnnonipjwdp (huh dhwnbuwl (dwdybnh, wpunwnpnnh
thwpbpwynpdwu wnnwiny) b niubuw wpunwnpnnh Ynnihg fudpwpwuwyhtu ubiplujwgynn npwyh hwjwuwwghp,
gnpdwnuwlwu punipwagnbiph thnpdwpuunigjwu wpryniuputip: Upinwnpnipniut niubuw ulipnpwsé npulh junwywpdwu
hwdwlwpg' npwyhu ubipywywgynn dhowqgguwihu PUO unwunwpuubpht hwdwwwwnwufuwu (ISO 13485, 9001, CE W/jwd
IVD):

Ywdwhnpwyuintip Yud
MpLuwnnu wpqwuwl

$noh quugyws b uwfuwnbuws Yudwhipnpwynbpphwubph hwpunwgdwu wpquwuwyh hwdwp: Pwebpwynpnuip
upjwyubipny: Pwnwnpnieniup’

Mnihdhpuhu B 2500 ME

Mthdwduhghu 5 dq

Sphdbinnwphd jwlwnwwn 5 dg

Uddnwntiphghu P 5 dg

Ywdwhinpwywbp Ywd  [owfuup' 1 upduy 500 d) dhowywjph hwdwp:

2 Mpbunnu wpqwuwlh | Nhnwubihnyeywu dwdlbnu wnujwqu 70%-h wnlwnieiniu Jwnwlwpwpdwu wywhhu, punhwunip dwdybnp' uJuwqugnyup|  upquy 10.0
hwybnd 2 wnwph, hwpbpwynpnudp' gnpdwpwuwihu htipdtnpy hwpebpwynpdwdp b gnpdwpwuwihu whunwlwynpning
(hwdwdwju 1SO 18113 wnph utnwunwpwutiph wwhwugh), niubuw judpwpwuwyh b wwypwupwuhowihtu dwdlwagnbn,
wpwwnpnnh Ynndhg wpnwnpdwu wduwpyh b whwnwubihnipjwu dwdlbnp hunwy upnidubpny: ludpwpwuwyp Yph
huinwy dwdywghp, wdpnnonigjwdp |hup dhwwnbuwy (dwdytinh, wpnwnpnnh b hwpebpwynpdwu wnnuwing) b niubuw
wnwwnpnnh Ynndhg fudpwpwuwyhu ubpyuwjwgynn npwyh hwywuwnwghp: Upnwnpnigyniut niubuw ubpnpgwsé npwyh
Ywnwjwpdwu hwdwlwpg'

npwlht ubipyuwjwgynn dhowqquiht hUO unwunwpwnubpht hwdwwwwnwufuwu (ISO 13485, 9001, CE W/ywd IVD




Cwbws N 1.4

«G<UMAR-CUYUY-2022-53» Swdljwgnny hpwybiph

2/h | Uypwuph wijuunuip Shjuthlwlwl punipwigptip 2/ | Pwuwyp | Shup

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

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

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

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

Lhuyndhghup hhnpnpinphn. 300 dg

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

upyjuy 10
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«G<UMAR-CUYUY-2022-53» Swdljwgnny hpwybiph

2/h | Uypwuph wujwunuip Sluthywlwl punipuigptip 2/ | Pwuwyp | Shup

<ndngbit pwg-ntnuwyntu thnoh £, bwfuwwnbiujwsd utunwdpbpph W Yhuhywywu unieh udnubpnid fhunbphwubiph
wnwotwihu U Gpypnpnwiht hwpunwgnuiubiph hwdwp: Mwhwugnid £ hwunnty hwybGinwdutip:

Pwnwnpnieniup' 1000 U] ywwnpwuwnh dhowdwypntd.

Mbwwnu 5 g

Ywgbihuph tipdtunwnpy hhnpnihquun 5 g

“nndwjhu Epunnpwlynn 5 g

Uuwjht Epunpwlwn 5 g

Luwnphnudh pinphn 20

Lwwphnuwh hhnpnbnubwn 12 g

Ywihnwih nhhhnpndnudwn 1,35 g

Lhuwnbphwubipp Euynypu 1 g
1 hwpuwnwgdwu dptygtip |Lhphnwh pinphn 3 q ug 0.1
wngwuwy Owluup' 54,92 g thnoh dhowdwyp 1000 d| pnpwd 9phu: Mhwwubihnigjwu dwdlybnu wnudwqu 70%-h wnlwjnigintu

dwwnwwpwpdwu wwhhu, punhwunip dwdybwnp' uuqugnyup' 4 wwph,

gnpdwpwuwihu htpdbnhy thwebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnuwing (hwdwédwju 1ISO 18113 2wpph
unwunwnwnutiph wwhwugh), 0.1 Yg Yondwdpny: Mwpwwnpp o' fudpwpwuwlyh dwdlwghpp, wpnwnpnn
Ywqdwybpwnipjwu wujwuntdu nt hwugbu, wpnwnpnnh Ynnihg wpunwnpdwt wduwpyh b yhunwubhnyejwu dwdytinp
huwnwy ugnidubipp: Lpdwd k in vitro Yhpwndw dwuht ugndp Yud unyuwlwuwgdwu jpwgnighs wy dhongubip, on.'
Ywwnwinguwihtu hwdwp, wwpwuph hwdwp: ludpwpwuwlyu wdpnnoniejwdp |huh dhwnbuwy (dwdlybnh, wpunwnpnnh b
thwpbpwynpdwu wnnuwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhu ubipyuwjwgynn npwyh hwywuinwghn,
ghpdwnuwlwu puntpwagpbiph thnpdwpuuntpjwu wpryntupubin: Upunwnpnyeyniut niubuw ubpnpwé npwyh Yunwywpdwu
hwdwlwpg' npwyhu ubpywywgynn dhowqggquihu hUO unwunwpuubpht hwdwwwwnwuluwu (ISO 13485, 9001, CE L/jwd
IVD):

Lwybnwd £ jhunbphwubph punpnquywu hwpunwgdwu b wugwwndwu hwdwn, npp npwbiu |pwgnighs pwnwnphy
wybjugynud £ Lhunbphwubph hwpunwgdwu Spbygbip wpguuwyh ypw' wnwotwihu Ywd Gpypnpnwiht hwpunwgdwu
Uwwwnwyny:

Pwnwnpnygyniup’

Uyphdrwdht hhnpnpinphn 12,5 q

Lwihnhpuwppent 10,0 g upywy 5.0
Mhwnwubijhnipjwu dwdltinu wnujwqt 70% h wnwjnipniu dwwnwlwpwpdwu ywhhu, punhwunip dwdybnp ujuqugnyup
2 nwph, hwebpwynpnuip gnpdwpwuw)hu:

Owluup' 1 upquwy 1000 dj wnweouwihu b T upduy 500 J Gpypnpnwihu hwpuwnwgdwu wpgwuwyubiph hwdwp:
Cwldwwwunwufuwuh npwyhu ubpluwjwgynn dhowqgquwiht unwunwpuutipht b niubuw judpwpwuwhht ubpywjwgynn npwyh
hwywuwnwghp:

bnbiygbip punpnnuywu
hwytijnud




2/h Uwpwuph wujwunudp Sthuupyuwlwu punipwgpbp /4 Lwuwlyp Ghup
Lwybnud £ jhunbphwubph punpnnuywiu wugwwndwu hwdwp, npp npwbu |pwgnighs pwnwnphs wybjwgynud £
Lhuinbphwubph hwpunwgdwu Spbygbp wpquuwyh ypw' wnwouwihu Ywd tpypnpnwihu hwpunwgdwu uwwwnwyny:
Pwnwnpnygniup’
Udnuhnuw-Epjweh ghnpwn 250 dg
3 bptyqbn hwgbin Mhwnwubijhnipjwu dwdltint wnudwaqt 70% h wnfwjnipnit dwnwlwpwpdwu ywhhu, punhwunip dwdlybnp uququgnyup upduly 50

2 wwph, hwebpwynpnuip gnpdwnpwuwjhu:

Owfuup' 2 updwl bwiuwwnbudnud £ 1000 J) wnwetwhu b 1 updwy' 500 di Gpypnpnwiht hwpunwgdwu wpgwuwlubph
hwdwnp:

Cwldwwwunwufuwuh npwyhu ubpluwjwgynn dhowqggquwiht unwunwpuutipht b niubuw judpwpwuwyhtu ubipywjwgynn npwyh
hwywuwnwaghp:
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2/h Uypwiph wudwinuip Skluuhlwlwl punipwgnptp 2/d Lwbwlp |  Shup

<ndngbu dnig nbinhu thnoh £, bwuwwbudws £ jhunbiphwubiph punpnnuyjut wékgdwu b wpwg
hwjnuwpbpdwu hwdwp: Pwunwnpnieniup” Mbwwnnt, npndwiht Epunpwwn, oujw, Uwwphnuwh pinphn,
gyniyng, Lhphnuwh pinphn, plwp-wdnuhnwh ghinpwwn, Euyniht, $uni-Yupdhp, Ugqup-wqup: Mwunpwunh
wagwnpp ywhwuonwd £ hwybinudh wybjugnud:

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

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

hwywuwnwghp):
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2/h Uypwiph wudwinuip Skluuhlwlwl punipwgnptp 2/d Lwbwlp |  Shup

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

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

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

PALCAM wquwph hhdp
1 [huintiphwubph
wbbgdwu hwdwp

Ug 0.1

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

Lwybinud
lhuwntiphwtiph
wébkgdwu PALCAM
waqwnph hwdwp
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2/h Uypwiph wudwinuip Skluuhlwlwl punipwgnptp 2/d Lwbwlp |  Shup

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

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

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

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

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

wétigdwu ALOA wquwph [dhowqgquwihtu hUO unwunwpuubpht b niubuw npuyh hwjwuwmwghp (wpunwnpnnh Ynndhg fudpwpwuwyhu
hwdwp ubipyuywgynn hwjwuwnwghp):
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2/h Uypwiph wudwinuip Skluuhlwlwl punipwgnptp 2/d Lwbwlp |  Shup

<nungbit pwg-nbnugnyu thnoh £, twuwwnbujws b udwhinpwlnbphwubph punpnnulywy wékgdwu hwdwn:
Pwnwnpnipniup'

Ybunwuwlwu hjnujwéph whwwnhy tthny 10 q.

Lunnphnudh pinphn 5 q

Uuwjhu Epunpwlywn 10 g

Ugqwp-wquwp 12 g

Owfuup' 18.5 ¢ thnoh dhowdwyp 475 U) pnpwd ophu: (Oxoid, HiMedia, Trafalgar Scientific Ltd Sigma-Aldrich Ywd
hwdwpdtip): Uhowdwipp wwhwugnud £ uwl 25 d) |hghup Gupwpyywd dhnt wpyntt b 1 upjwly hwdwwywnwufuwu
hwybnu: Mhunwubjhnipjwu dwdytnp wnujwqu 70% h wnlwnieinit dJwwnwwpwpdwu wwhhu, punhwunp dwdybunp
ujwqugnyup 4 tnwph, gnpéwpwuwjhu htpdtinhy hwebpwynpdwdp b gnpéwpwuwihtu whunwywynpnudny (hwdwdwju yg. 0.50
ISO 18113 swpph utnwunwpuubtiph wwhwugh), 0.5 Yg Yondwdpny: Mwpwwnpp Gu* fudpwpwuwlyh dwélwaghpp,
wpuwnpnn juqdwybpwyniyejwu wujwunwdu nt hwugbu, wpunwnpnnh Ynndhg wpnwnpdwu wduwpyh b
whwwubjhnipjwu dwdlbnh hunwl upnwubipp: Lagws Ein vitro Yhpwndwy dwuht ugnwdp Ywd unyuwlwuwgdwu
(nwgnighs wy) Jhongubip, op.' Ywwnwnqwihtu hwdwp, wwypwuph hwdwp: fludpwpwuwlu wdpnnontpjwdp (huh dhwinbuwl
(dwdybwnh, wpunwnpnnh U thwpebpwynpdwu wnnwiny) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpyuwjwgynn
npwyh hwywuwnwghp, gnpéwnuwlwu punipwagntiph thnpdwpuuniejwu wpryniupubip: Upwnwnpnieiniuu niubuw
ubpnpqwsd npwyh Yuwnwjwpdwu hwdwywpg' npwyhu ubipywywgynn dhowqgquihu hUO unwunwpuubphu
hwidwwwwnwuluwu (ISO 13485, 9001, CE L/jwd IVD):

Ywdwhinpwyunbp wd
MpGuwnnu wqwnp

$noh quugyws £ uwuwnbugws yudwhinpwlynbphwubph ubibynhy wugwwndwu wqwph hwdwp: Pwpbpwynpnidp
upjwyutipny: Pwnwnpnipniup’

Mnjhdhpuhu B 2500 ME

Mthpwdwhght 5 dq

Sphdbwnnwphd (wywnwnn 5 dg

Uddnwntiphghu P 5 dg

Owfuup' 1 updwy 500 dj dhowdwyph hwdwp:

Ywdwhppwlubp Yud | Mhunwubhngeywu dwdlybinp wnujwqu 70%-h wnluwynipiniu dwnwlwpwpdwt wwhht, ujwqugnyup' 2 nwph,

2 Mpbuwnnu wagwnh gnpdwpwuwihu htpdbinhy hwpebpwynpdwdp b gnpdwpwuwiht yhnwlwynpnuwing (hwdwédwyu 1ISO 18113 pwpph upquy 10.00
hwybnd unwunwpwubiph wwhwugh): Mwpunwnpp GU' judpwpwuwyh dwdlwghpp, wpnwnpnn Yugqdwlbpwnipjwu wudwunidu
nt hwugtitu, wpwnwnpnnh Ynndhg wpunwnpdwtu wduweyh bW whunwubjhnigjwu dwdlybinph hunwy upndutipp: LaJws | in
vitro Yppwndwu dwuht upnuip Ywd unyuwlwuwgdwu pugnighs wy dhongubip, op.' Ywwnwnqwiht hwdwp, wwpwuph
hwdwp: vdpwpwuwlu wdpnnoniejwdp |huh dhwnbuwl (dwdytnh, wpunwnpnnh b hwebpwynpdwu wnniing) b
niubuw wpwnwnpnnh Ynndhg fudpwpwuwyhtu ubipyujwgynn npwyh hwywuwnwghnp, gnpéwnuwlwu punypwgpbph
thnpdwplunipywu wpryniupubip: Upnwnpnyginiut niubuw ubpnpdwsd npwyh junwdwpdwu hwdwluwpg' npwyhu
ubipyuwywgynn dhowqgquihu hUO unmwunwpwnubphtu hwdwwywwwufuwu (ISO 13485, 9001, CE W/ywd I1VD):
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2/h | Uwypwph wudwnuip Shjuuhywlwt punipwgpkp 2/4 Pwuwyp [ pup

Eobiphfuhng wynjhywi|Glin wiunnpnhs OKA snp ohtnlyp hpliighg Liplujwgtinud £ jhndhihqugyws hdnu ghénly’ unwgywd Swquiph Ywd nguwph Eotphfuhwutph
hwidwwwwnwuluw fudptiph Ynpwynwyniywp wunmhgbuutipny hhybiphdnwhqugywsd wnyniuhg: Shényp hhgpnuynwhy, wdnp$ uyhwnwly Ywd nbinuw-Jyupnwagnyt
quuagyws £: Mwpniiwynud £ Eoiphfuhwubiph dwytipbuwiht (K) W undwwnply (O) wunhghtibnh uwwndwdp uwybghbhy waynunhuhuubp, npnup
hwidwwwwnwutuwu dwuptubiph hwwdwupkubiph hbn hnfuwgnbiing wnwewgunut Gu ytpshuubiphu wgyniinhtwghw: Lwfuwnbudws b wnwplwjwwu wywynt
Eotiphfuhng wnihywibun [Ypw wgynunhtwghwih nbwyghwih hpwlwuwgdwt hwdwp: Mwhwwudwt dwdybinp 3 wwph, 2-10°C gbipdwjhu nbdhdh wwjdwuubpnid: Mhnwubjhniejwt

1 wfunnpnghs OKA snp - [dwdytiinp wnugwqu 70%-h wnlwjnuyeynit dwinwlwpwpdwt ywhht: Cwdwwwnwufuwih npubht ubipluwgynn dhowqgowjht unwunwpnubpht W niibuw upjuly 20.00
ohtniyutip npwyh hwywuwnwghp (wpnwnpnnh Ynndhg fudpwpwtwyht ubiplujugynn hwdwunwghn): gnpdwpwuwjht whnwywynpnwing (hwdwéwju 1ISO 18113 jwpph
unwunwpwnubiph ywhwiseh), niubuw fudpwpwiwyh b wwypwupwuhowihu dwdlwagnbn, wpmwnpnnh Ynndhg wpnwnpdwi wduwryh b yhunwbihniewu
dwdytitnh hunwy ugnwdutipny: ludpwpwtuwyp Yph hunwy dwslywahp, wdpnnonipjwdp |huh dhwinbuwl (dwdytinh, wpunwnpnnh b thwpebirpwynpdwi wenidnd)
L niubtw wpwnwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn npwyh hwyjwuwnwghp: Upniwnpniegnit niubuw ubpnpgws npwyh unwdwpdwt hwdwywpg'
npwyhu ubpywjwgynn dhowgquihtt hUO unwunwnpunubipht hwdwwwwnwufuwt (ISO 13485, 9001, CE W/jwd IVD:

E2tinhfuhng wynihywiun wiunnpnghs OKB snp 2htinlyubinp hpliughg Uipluywgunud £ hndhihqugywsd huni shénly’ unwgyuws Swqwnh Yud nguwph
Eotiphfuhwubiph hwdwwwwnwufuw fudpbph Ynpwnynywnp wunhgbtibpng hhwbphdniwhqugywd wpjniuhg: Shényp hhgpnuynwhly, wdnp$ uwhunwy Yud
nbnuw-qupnwagnyu quugywd b: Mwpniwwynd & bobippfuhwubph dwytipbuwht (K) W undwnpy (0) wuwnhgtiuubph uywwndwdp uybighdhy wqynunhupuutp,
npnup hwdwwwwnwufuwy dwupkubph hwlwdwupkubph hbwn hnfuwgnbing wnwowgunwd Gu Ytpohuubiphu wgyninhtwghw: Lwfuwnbudws £ wnwplywjwlwu
Eotiphfuhng wnihywibun wwwynt ypw wqynunhuwghwih nbwlghwih hpwlwiwgdwu hwdwp: Mwhwwiudwu dwdytinp 3 wwph, 2-10°C gtipdwjhu nbidhdh wywjdwuubpnud:

2 wfuwnnpnohy OKB snp | Mhuinwbjhnipjut dwdybnp wnuwqu 70%-h wnlwnipinit dwinwwpwpdwt wywhpt: wdwywnwufuwuh npwyht Uaplujwgynn dhowqquight upyuiy 10.00
sh6ntyutip unwunwpunubpht W nwbuw npwyh hwywuwmwaghp (wpnwnpnnh Ynndhg fudpwpwtwlht bpyujwgynn hwyjwuwnwghp): gnpdwpwuwiht whuwlwynpnuing
(hwdwdwju ISO 18113 gwpph unwunwpnutbiph wwhwugh), niubuw fudpwpwtwyh L wypwupwuhpwht dwdlwagnptn, wpwnwnpnnh Ynndhg wpnwnpdwu
wduwpeyh b yhnwubhnipjwu dwdybnh hunwy upnwdubipny: ludpwpwuwyp Ynh hunwy dwdljwghp, wdpnnonigjwdp |htuh dhwnbuwly (dwdltinh, wpunwnpnnh
U thwebpwynpdwl wnnwny) b niubtw wpwwnpnnh Ynndhg fudpwpwuwyht ubipyujwgynn npwlh hwywuinwghp: Upiwnpnipnut nilubuw ubipnppdws npwlh
Ywnwywpdwu hwdwluwng' npwyhu ubplwjwgynn dhowgqguihu hUO unwunwpwnutipht hwdwwwwnwufuwu (1ISO 13485, 9001, CE L/ywd IVD:

Eabiphfuhng wynjhywi|Blin wiunnpnhy OKC gnp ghénijbinp hplighg bplujwgtinud £ jhndhihqugywé hdnu ghéinly’ unwgywd Swquph Ywd nguwph
Eotiphfuhwubiph hwdwwwwwufuw fudpbph Ynpwnuyniywn wunhgbiuubpny hhwbphdniwuhqugywd wpnuhg: Shényp hhgpnuynwhly, wdnp$ uwhunwy Yud
nbnuw-qupnwanyt quugquwd b Mwpnwynd § Eobiphfuhwubph dwybipuwght (K) W undwnhy (O) wuwnhgbtitbph uywndwdp uwybtighdhy wgynunhuhuubp,
npnup hwdwwwwnwufuwy dwupkubph hwlwdwupbubiph hbn hnfuwgnbing wnwowgunwd Gu Ytpghuubphu wgyniinhtwghw: Lwfuwwnbuywsd £ wnwplwjwluwu
Eotiphtuhng wnihywibun {wwwynt ypw wgynunhtwghwih nbwlghwih ppwlwiwgdwt hwdwp: Mwhywudwu dwdytinp 3 wwph, 2-10°C gbipdwjhu nbdhdh wywjdwuubpnud:

3 wfunnpnohy OKC snp [ Mhwwubiihnipjwt dwdytnp wnudwuql 70%-h wnlwjniyeiniu dwunwlwpwpdwt wywhht: Cwdwwwnwufuwih npuyht ubpyujwgynn dhowqgquiht unpjuly 10.00
sh6niyutip unwunwpwnubipht W nwbtw npwyh hwywuwnwghp (wpnwnpnnh Ynndhg fudpwpwtwlht ubipujwgynn hwjwuwnwghp): gnpdwpwbwiht whunwluwynpnuing
(hwdwdawyu 1SO 18113 swpph unmwunwpwubph wwhwugh), niubtw fudpwpwlwyh b wwypwipwuhowihu dwdywagptn, wpwnwnpnnh Ynndhg wpnwnpdwu
wduwpedh b whnwubjhnygjwu dwdybnh hunwy upnwdubipny: ludpwpwtwyp Ynh hunwly dwdlwghp, wdpnnonigjudp |huh dhwinbuwly (dwdlbinh, wpunwnpnnh
U thwebpwynpdwl wnnwing) U niubuw wpwnwnpnnh Ynndhg fudpwpwuwyht ubipyujwgynn npwlp hwywuwnwghp: Upiwnpnieiniu niubuw ubipnpdwé npwyp
Yuwnwywpdwu hwdwluwpg' npwyhu ubplwjwgynn dhowqguiht hUO unwunwpwubpht hwiwwwwnwufuwt (1ISO 13485, 9001, CE U/ywd IVD:




/h

Uwnwuph wujwunwip

Skjuuhywlwt punipwgpbkp

U4

Lwuwlyp

Ghup

E2tiphfuhng wnihyw)buwn
wfunnpnphy OKD ¢np
oh6ntyutip

Eatinhfuhng wynjhywitiun wiuinnpnghy OKD snp ghénljubinp hpbiughg ubinujwgtinud £ (hn$hihquigyws hdniu ghéinly’ unwgyws Swquwnh Ywd nsfuwph
Eobiphfuhwubiph hwdwwwwnwufuwl fudptiph Ynpynwlnywp wunhgbuubpny hhwbphdniuhquigwéd wpgniahg: Shanyp hhgpnuynwhy, wdnp$ uwhunwly ud
nbnuw-qupnwagnyu quugquwd b: Mwpniwynd § bobiphfuhwubph dwybipbuwht (K) W undwnpy (O) wuwnhgbtiutbiph uywwndwdp uwybighdhy wgynunhupuutp,
npnup hwdwwwunwufuwt dwupbubph hwlwdwupkutiph htn hnfuwgnbinigg wnweowgunwd Gu Ytpshtutbiphu wgpnunhtwghw: Lwfuwwnbujwsd § wnwplujwlywu
wuwwlnt ypw wgynunptwghwih nbwyghwih hpwlwuwgdwu hwdwp: Mwhwwudwt dwdybnp 3 wwph, 2-10°C gbipdwjht nbidhdh wwjdwuubpnud:
Mhwnwubhnipjwl dwdybnp wnudwqt 70%-h wnlwjnienu dwnwlwpwpdwt wwhhu.wdwwwnwufuwih npuyht ubiplyujwgynn dhowqquiht
unwunwpunubpht U nwbuw npwyh hwywuwmwghp (wpnwnpnnh Ynndhg fudpwpwtwlht ubipyujwgynn hwjwuwnwghp): gnpdwpwuwiht whuwluwynpnudng
(hwdwdwju ISO 18113 pwpph unwunwpnutiph wwhwugh), niubuw fudpwpwtwyh U wypwupwuhywiht dwdwanptn, wpwnwnpnnh Ynndhg wpnwnpdwu
wduwpyh b whnwubjhnipjwu dwdybnh hunwy upnwdubipny: ludpwpwuwyp Ynh hunwly dwdljwghp, wdpnnontgjwdp |htuh dhwnbuwly (dwdltinh, wpunwnpnnh
U thwebpwynpdwl wnnuwiny) b niubtw wpwnwnpnnh Ynndhg fudpwpwuwyht ubipyujwgynn npwyh hwywuinwghp: Upiwnpnieinu nilubuw ubipnppdusé npwyh
Ywnwywpdwu hwdwlwng' npwyhu ubplwjwgynn dhowgqguiht hUO unwunwpwnutpht hwiwwwwnwufuwu (1ISO 13485, 9001, CE L/ywd IVD:

unduly

10.00

E2tiphtuhng wnihywbuwn
wfuwnnpnghs OKE ¢np
ohtntyutip

E2tinhfuhng wynhyw|bun wiunnpnghs OKE snp ohtinyubipp hpbughg tbiplwjwgunud £ jhndhihquigdwd hunt ohéinly’ unwgyws Swquph Yud nguwph
Eotiphfuhwubiph hwdwwwwnwufuw fudpbph Ynpwnynywnp wunhgbtibpng hhwbphdniwhqugywd wpjniuhg: Shényp hhgpnuynwhly, wdnp$ uwhunwy Yud
nbnuw-qupnwagnyu quugywd b: Mwpniwwynd & bobippfuhwubph dwytipbuwht (K) W undwnpy (0) wuwnhgtiuubph uywwndwdp uybighdhy wqynunhupuutp,
npnup hwdwwwwnwufuwy dwupkubph hwlwdwupkubph hbwn hnfuwgnbing wnwowgunwd Gu Ytpohuubiphu wgyninhtwghw: Lwfuwnbudws £ wnwplywjwlwu
wuwwlnt ypw wgynunhuwghwih nbwlghwih hpwlwuwgdwu hwdwp: Mwhywudwu dwdytinnp 3 wwph, 2-10°C gtipdwjhu ntidhdh wwjdwuubpnd:
Mhwnwubhnipjwl dwdlybnp wnudwqt 70%-h wnfuwjnienit dwnwlwpwpdwt wwhht: <wiwwywnwufuwih npuyht bGplujwgynn dhowqquiht
unwunwpunubpht U nwbuw npwyh hwywuwmwaghp (wpnwnpnnh Ynndhg fudpwpwtwlht bpyujwgynn hwjwuwnwghp): gnpdwpwbwiht whuwluwynpnuing
(hwdwdwju ISO 18113 gwpph unwunwpnutiph wwhwugh), niubuw fudpwpwtwyh L wypwupwuhpwiht dwdlwanptn, wpwnwnpnnh Ynndhg wpnwnpdw
wduwpyh b whnwubihnipjwu dwdybnh hunwy upnwdubipny: ludpwpwuwyp Ynh hunwly dwdljwghp, wdpnnonigjudp |htuh dhwnbuwly (dwdltinh, wpunwnpnnh
U thwebpwynpdwl wnnwny) b niubtw wpwwnpnnh Ynndhg fudpwpwiuwyht ubipyujwgynn npwyh hwywuinwghp: Upiwnpnienut niubuw ubipnppdws npwlh
Ywnwywpdwu hwdwluwng' npwyhu ubplwjwgynn dhowgqguihu hUO unwunwpwnutipht hwdwwwwnwufuwu (1ISO 13485, 9001, CE L/ywd IVD:

unduly

10.00
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«GCUMAR-CUYUY-2022-53» Swdljwgpny hpwybiph

2/h Uwypwuph wujwunidp Skjuuhywlwi punipwqntp 2/d Lwtwlyp Qhup

Luwfuwwbudwsd £ A inhwyh pniniynuinnpuhth skignpwgdwu ntwyghwih hwdwp: bpkuhg ubpywjwguntd £ pninnthtuwiht dnunnnpuhuubipny b
hwdwwwunwufuwu wnhwh wnpuhuny hdntuhquigywsd dhnt 2héiny, |hndhihqugywsd b |gywsd updwlubinh dkig: Snipwpwtsinip upgwlyp
wuwpniuwynud £ udwqugnyup 1 d) 2htnly: Mhunwubihnegjwi dwdybnp wnuwqu 70%-h wnlwjniginit dwnwywpwpdwi
wwhhu.Cwdwwwunwufuwuh npuwyht ubpyuwjwgynn dhowqgquiht utnwunwpuubpht b niubuw npwyh hwywuwnwaghp (wpwwnpnnh
Ynndhg fudpwpwuwyhtu ubipywjwgynn hwywuwnwaghp): gnpdwpwuwiht whwnwlwdnpnwing (hwdwdwju 1ISO 18113 pwpph unwunwnpuutiph
wwhuwueh), niubtw fudpwpwtuwyh U wwpwupwuhwiht dwdlwantp, wpunwnpnnh Ynnihg wpunwnpdwt wduwpdh W whnwubihniyegjwu
dwdybwnh hunwy upnwdubipny: fudpwpwuwyp Ynh hunwy dwdywghp, wdpnnontejwdp |huh dhwnbuwy (dwdytinh, wpnwnpnnh b
thwebrwynpdwu wnnuwny) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhtu ubipyuwjwgynn npwyh hwwunwaghp: Upinwnpnigjniut

niubuw ubpnpqws npwyh Yunwywpdwu hwdwlwnpg' npwyhu ubpywywgynn dhowqguwihu hUO unwunwpwnubpht hwdwwwwnwufuwu
(1SO 13485, 9001, CE U/ywdu IVD:

Pnuinnyhtuwhu
1 wfuinnpnohs ohénty A
nhujh

upquy 20.00

Luwfuwwbujwsd £ B tnhwyh pninnyninnpuhtup skignpugdwt nbwlghwih hwdwp: hpbuhg ubpyuwjwgund £ pninnyhuwiht dnunnnpupuubpny
U hwdwwwwnwufuwu wnhwh nnpuhuny hdntuhqugywé dhne 2hénwy, hndhihqugywd b gywd updwlubinh dbg: Snipwpwgnip updwlyp
wwpniuwynid £ udwqugnyup 1 dp 2hény Mwhwwudwu gbpdwumnpéwup 2-8°C, dwdytinp' 5 tnwph: Mhuwubjhnigjw dwdybnp
PNyl A wnujwqu 70%-h wnywjnigintt dwnwlwpwpdwu ywhht. wdwwywwnwufuwtuh npwyht ubipyujwgynn dhowqguiht unwunwnpwnubphu W
2 whutnnnnohs ohGnil B niubuw npwyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyhts ubplujwgynn hwywuwnwaghp): gnpdwpwuwiht whunwywynpnuing
nhugh (hwdwdwyu 1SO 18113 2wnph unwunwnpwnubph wwhwsh), niubuw fudpwpwuwyh b wwypwupwuhowihu dwdlwagntn, wpunwnpnnh
Ynnuhg wpunwnpdwt wduwpyh b yhnwubjhnyegjwu dwdlybnh hunwy upnwdubpny: ludpwpwuwyp Yph hunnwy dwslwaghp,
wdpnnontpjwdp thuh dhwnbuwy (dwdybinh, wpnwnpnnh b thwetpwynpdwi wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhu
ubpywjwgynn npwyh hwjwuwnwghp: Upunwnpnieiniut niubuw ubpnpdwsd npuyp Yunwlwpdwu hwdwlwpg' npwyhu ubpyuywgynn
dhowqggqwihtu hUO unwunwpunubpht hwdwwwwnwufuw (1ISO 13485, 9001, CE W/ywd IVD

upjuy 20.00

Lwpuwwnbuws £ E nhwyh pninnininnpuhtp signpuwgdwt nbwlghwh hwdwp: hptiuhg ubplwjwgunid £ pninnihtuwht dnuninnpuptututipny b
hwdwwwunwufuwu nhwh wnpuphuny hdntuhquigqwsd dhnt 2héinty, |hndhihqugywsd b |gywsd updwlubinh dkig: Snipwpwtginip upywlyp
wwpniwynid £ udwqugnyup 1 dp 2héntly: Mwhwwudwu gbpdwuwnhéwup 2-8°C, dwdltiwp' 5 wwph: Mhunwubihnyewu dwdytinp
wnujwqu 70%-h wnyuwjniginit dwwnwlwpwpdwu ywhht. wdwwywwnwufuwtuh npwyht ubipyujwgynn dhowqguiht unwunwpunubphu W
niubuw npwyh hwjwuwnwaghp (wpunwnpnnh Ynndhg fudpwpwuwyhtu ubpluywgynn hwywuwnwghn): gnpdwpwtwjhtu wyhnwwynpnwing
(hwdwdwyu 1SO 18113 2wnph unwunwpwnubph wwhwsh), niubuw fudpwpwuwyh b wwypwupwuhowihu dwdlwantn, wpunwnpnnh
Ynnuhg wpunwnpdwu wduwpyh b yhnwubjhnyegjwu dwdlybunh hunwy upnwdubpny: ludpwpwuwyp Yph hunnwy dwslwahp,
wdpnnontpjwdp thuh dhwnbuwy (dwdybnh, wpnwnpnnh b thwetpwynpdwt wnnwind) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhu
ubpywjwgynn npwyh hwywuwnwghp: Upunwnpnieiniut niubuw ubpnpdwsd npuyh Yunwywpdwu hwdwlwpg' npwyhu ubpyujwgynn
dhowqggqwihtu hUO unwunwpunubpht hwdwwwwnwufuwl (1ISO 13485, 9001, CE W/ywd IVD:

Pnwniyhtuwhu
3 wfuwinnpnohs oh6inly E
whujh

upquwy 20.00




/h

Uwpwuph wujwunwip

Skjuuhjwlwu punypwaqpbtp

/4

Lwuwlyp

Shup

Pnunniyhuwhu
wfuwnnpnahy 2htnly C
nhuih

Luwfuwwbudwsd £ C inhwh pnnnyninpuhuh shgnpugdwt nbwlyghwih hwdwp: hpbuhg ubipywjwgunad £ pnnnyhtwiht dnununnpuhtutinny,
U hwdwwwwnwufuwu nhwh nnpuhuny hdntuhqugywé dhne 2hénwy, (hndhihqugywd b gywd updwlubiph dbg: Snipwpwugnip updwyp
wwpniuwynwd £ ugwqugnyup 1 dp 2hénty Mwhwywudwi gipdwunhéwup 2-8°C, dwdlybinp' 5 mwph: Mhnwubjhniejwu dwdytnp
wnujwqu 70%-h wnyuwjnigintu dwwnwlwpwpdwt ywhht. wdwwywwnwufuwuh npwyht ubipyujwgynn dhowqguiht unwunwpunubphu b
niubuw npwyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyhts ubphwjwgynn hwywuwinwaghp): gnpdwpwiuwiht whnwywynpnuwinyg,
(hwdwdwyu 1SO 18113 wnph unwunwpuubph wwhweh), niubuw fudpwpwuwyh b wwypwupwuhowihu dwdlwagnpbp, wpunwnpnnh
Yynndhg wprnwnpdwt wduwpdh b whnwubjhnyejwu dwdytinh hunwy ugnwiubipny: ludpwpwuwlyp Ynh hunwy dwdlwahp,
wdpnnontpjwdp thuh dhwnbuwy (dwdybnh, wpnwnpnnh b thwebpwynpdwi wnnwind) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhu
ubpyuwywgynn npwyh hwdwuwnwghp: Upunwnpnieiniut niubuw ubpnpdwsd npwyh yunwdwpdwu hwdwlwpg' npwyhu ubpyuywgynn
dhowqgqwihtu hUO unwunwpunubpht hwdwwwwnwufuw (1ISO 13485, 9001, CE W/ywd IVD:

upyuwly

10.00

Pnunnyhtuwhu
wfuwnnpnohs ohtinly F
wnhwh

Luwfuwwbujws £ F wnhwh pninnyninnpuhtp skignpwgdwt nbwlghwih hwdwn: hptuhg ubipluwjwgunid £ pninnyhtuwiht dnunwnnpuhuubipny b
hwdwwwunwufuwtu nhwh wnpupuny hdntuhqugywd dhnt 2héiny, |hndhihqugywsd b |gywsd updwlubinh dbg: Snipwpwgnip upgwlyp
wwnniuwynwd £ ugwqugnyup 1 dp 2héntly: Mwhwwudw sbpdwunpwup 2-8°C, dwdltnp' 5 wwph: Mhuwubihnigjwu dwdybnp
wnudwqu 70%-h wnywnieinit dwinwlwpwpdwt wywhht. wdwwwwnwufuwuh npwyht ubipyuwjwgynn dhowqgwiht utnwunwnpunubphtu W
niubuw npwyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyhts ubphwjwgynn hwywuwinwaghp): gnpdwpwtuwiht whnwywynpnuwing,
(hwdwdwyu 1SO 18113 wnph unwunwpwuubph wwhwgh), niubuw fudpwpwuwyh b wwypwupwuhowihu dwdlwagnbp, wpunwnpnnh
Yynndhg wprnwnpdwiu wduwpdh b whnwubjhnyejwu dwdytinh hunwy ugnwiubipny: ludpwpwuwlyp Ynph hunwy dwdlwahp,
wdpnnontpjwdp thuh dhwnbuwy (dwdybnh, wpnwnpnnh b hwebpwynpdwt wnnwind) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhu
ubpyuwywgynn npwyh hwywuwnwghp: Upunwnpneiniut niubuw ubpnpdwsd npwyh yunwdwpdwu hwdwlwpg' npwyhu ubpyuywgynn
dhowqgqwiht hUO unwunwpuubipht hwdwwwunwuluwl (ISO 13485, 9001, CE W/lywd IVD:

unyul

10.00




Cwybpjwsd N 1.12

«FUMAR-LUHUY-2022-53» dwdlywanny hpwybiph

2/h Uwpwiph wujwunuip Shkhuthywlwt punipwqgptp /4 Lwuwlp | 9pup

Uywywnwubp dwypngny, npnup ogunwgnpdynud tu dhypnopguuhquiutiph wwppbpwldwu hwdwn' pun ybpghtubiphu wdtuwepbinp $tpdbunwgubin
hwwnynipju:

Uywywnwlubpp bwhiwwnbujwd bu hwiwywwnwufuwt wyhun wgwpwiht hunhfuwnpny dhgwywiph Yypw ((gqws pwubph dbg) inbnwnpdwt hwdwp' dwupth
wékgdw hbtin gniquhtn:

Uywywnwlyubpp hwpbpwynpwd 6u wnwybwgnyup 25 uywywnwy 1 upduynid:

Uywywnwlutp Mhwnwubhnipjwl dwdlybnt wnujwqu 70%-h wnfwjnipjnit Jwnwuwpwpdwt ywhht: Uwpwupp (hup gnpdwpwbwiht hwebpudnpdwdp U gnpdwpwlwihu
dJw|engny whwwwynpnwing (hwdwdwyu 1ISO 18113 swpph unwunwpwnutiph wwhwueh): Mwpwwnhp Gu' fudpwpwuwyh dwdwahpp, wpnwnpnn Yuqiwybpwniejwu
wuywuntdu nt hwugh, wpinwnpnnh Ynndhg wpunwnpdwl wduwpyh b whinwubhnyegjut dwdybnh hunwy ugndubipp: Laqwd | in vitro Yhpwndwu dwuht
uonudp Ywd unyuwlwuwgdwy (pugnighs wy dhongutip, op.' Yuwwnwngwht hwdwp, wuwpwuph hwdwp: fludpwpwwlt wdpnnontpjwdp |huh dhwnbuwy
(dwdybwnh, wpnwnpnnh U hwpbpwynpdwt wnnwny) b niubbw wpnwnpnnh Ynndhg fudpwpwtwyht ubpyujwgdnn npulh hwjwunwghp, gnpdwntwwu
punipwgpbiph thnpdwptnueywu wpryniuptitip: Upinnwnpnuyggniut niubiuw ubipnpgwé npwbh jwnwywpdwy hwdwlupg' npuwyht ubiplujwgynn dhowqguihu
hUO unwunwpwunutiphtt hwdwwwwwufuwl (1ISO 13485-2017, 9001-2015, CE W/ywd IVD):

ujwydwnwy 75.00

Uywywnwlutp pupingny, npnup oquiwgnpdynid B dhypnopguiuhquiutiph wwppbpwydwy hwdwn' pun apehuubphu wstuwenbipp $bpdbunwgubint
hwwnynipjw:

Uywywnwlubpp bwhiwwnbujwd bu hwiwywwnwufuwt whun wguwpwiht hunhfuwnnpny dhgwywph Ypw ((gyws pwubph dbg) inbnunpdwtu hwdwp' dwupth
wéhgdw hbiwn gqniquhtn:

Uywywnwlyubpp hwpbpwynpwsd 6u wnwybwgnyup 25 uywywnwy 1 upduynid:

Mhwnwubhnipjwl dwdlybnt wnujwqu 70%-h wnfwjnipni Jwnwuwpwpdwt ywhht: Uwpwupp (huh gnpdwpwbwiht hwebpudnpdwdp U gnpdwpwlwiht
whwnwwynpnwing (hwdwdwju 1ISO 18113 swpph unwunwpwnutiph wwhweh): Mwpwwnhp Gu' fudpwpwuwyh dwdwaghpp, wpnwnpnn uqiwybpwynipjwu
wuywuntdu nt hwughbt, wpunwnpnnh Ynndhg wpnwnpdwl wduwpdyh b whnwubihnygjut dwdybnh hunwy upndubipp: Ladwd | in vitro Yhpwndwu dwuht
uonudp Ywd unyuwlwuwgdwu (pugnighs wy dhongutip, op.' Yuwwnwingwh hwdwp, wuwpwuph hwdwp: ludpwpwwlu wdpnnoniejwdp |huh dhwnbuwy
(dwdybwnh, wpnwnpnnh U hwpbpwynpdwt wnnwny) W niubbw wpnwnpnnh Ynndhg fudpwpwtwyht ubpyujwgynn npuwlh hwjwunwghp, gnpdwntwwu
punipwgnbiph thnpdwptinueywu wpnyniuptitin: Upinnwnpnuyggniut niubitw ubipnpwé npwbh jwnwywpdwy hwdwupg' npwyht ubiplwjwgynn dhowqguiht
hUO unwunwpwnubphtt hwdwwwwwufuwl (1ISO 13485-2017, 9001-2015, CE W/ywd IVD):

2 Uywywnwlubip puhingny ujwydwnwy 75.00

Uywywnwlubip rwdungny, npnup ogunwgnpdynud Bu dhypnopgquithquubph wwppbpwydwu hwdwp' pun epohtubphu wétuwenptinp $bpdbunwgubnt
hwwnynipjwu:

Uywywnwlubpp bwhiwwnbujwd bU hwiwwywwnwufuwt yhtun wgwpwiht hunhluwnnpny dhowywiph Yypw ((gyws pwubph dbg) imbnwnpdwt hwdwp' dwupkh
wébgdwu hbwn gniquhtin:

Uywywnwlubpp hwpbrpwynpuwd bu wnwybjwgnyup 25 ujwywnwy 1 upduynid:

Ujwywnwyutip Mhwnwubihnipjwi dwdlybnt wnujwqu 70%-h wnfuwnieint Jwnwupwpdwy ywhht: Uwpwupp (huph gnpdwpwtwiht hwebpwdnpdwdp W gnpdwpwlwihu
nwdungny whwnwwynpnwing (hwdwdwyu 1ISO 18113 swpph unwunwpuubiph wwhweh): Mwpwwnhp Gu' fudpwpwuwyh dwdwahpp, wpnwnpnn uqiwybpwniejwu
wuywunidu nt hwughit, wpunwnpnnh Ynndhg wpunmwnpdwl wduwpyh b whnwubihnygjuw dwdybnh hunwy upndutipp: Lagwd b in vitro Yhpwndw dwuhu
Uonudp Yud unyuwlwuwgdwl (pugnighs wy dhongutip, op.' Yuwwnwngw)ht hwdwp, wupwuph hwdwp: fludpwpwtwlu wdpnnontpjwdp |huh dhwnbuwy
(dwdybnh, wpnwnpnnh b hwpbpwynpdwt wnnwng) W ntubuw wpmwnpnnh Ynndhg fudpwpwuwyht ubipyujwgynn npuwlh hwywunwghp, gnpdwnuwwu
punipwgnbiph thnpdwptiunieiwl wpnyntuputin: Upnwnpniggniut nibuw ubpnpywsd npwyh junwdwpdwy hwdwlwpg' npulyht ubipluywgynn dhowqgquhu
hUO unwunwpwunutiphtt hwdwwwwwufuwl (1ISO 13485-2017, 9001-2015, CE W/ywd IVD):

ujuywnwy 75.00




/h

Uwpwuph wujwunudp

Shfuthyuwlwu punipwqgpbp

U4

Lwuwlyp

Ghup

Ujwywnwlyubip dwungny

Uywywnwlubp dwungny, npnup ogunwgnpdynud Gu dhypnopguiithquubiph mwppbpwldwl hwdwp' pun Jpohuubiphu wstuwentipp bpdbunwgutint
hwwnynieju:

Uywywnwlubpp bwhiwwnbujwd bU hwiwwywwnwufuwt wyhun wgwpwiht hunhluwnpny dhgwywiph Yypw (jgyws pwubph dbg) imbnwnpdwt hwdwp' dwupkh
wébkgdwu hbin gniquihtin:

Ujwywnwlyubipp hwpbpwynpwd bu wnwybjwgnyup 25 ujwywnwy 1 upduynid:

Mhwnwubhnipjwl dwdlybnt wnujwqu 70%-h wnfwjnipjnit Jwnwuwpwpdwt ywhht: Uwpwupp (hup gnpdwpwbwiht hwebpudnpdwdp U gnpdwpwlwihu
whwwwynpnwing (hwdwdwyu 1ISO 18113 swpph unwunwpwnutiph wwhwueh): Mwpwwnhp Gu' fudpwpwuwyh dwdwahpp, wpnwnpnn Yuqiwybpwniejwu
wuywuntdu nt hwugh, wpinwnpnnh Ynndhg wpunwnpdwl wduwpyh b whinwubhnyegjut dwdybnh hunwy ugndubipp: Laqwd | in vitro Yhpwndwu dwuht
uonudp Ywd unyuwlwuwgdwy (pugnighs wy dhongutip, op.' Yuwwnwngwht hwdwp, wuwpwuph hwdwp: fludpwpwwlt wdpnnontpjwdp |huh dhwnbuwy
(dwdybnh, wpnwnpnnh U hwpbpwynpdwt wnnwny) b nwubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubipyujwgdnn npulh hwjwunwghp, gnpdwntwwu
punipwgptiph thnpdwplunueywi wpryniuptitip: Upinwnpnuyggniut niubitw ubipnpgwé npwyh ywnwywpdwy hwdwlwpg' npwyht ubiplwjwgynn dhowqguihu
hUO unwunwpwunubiphtt hwdwwwwwufuwl (1ISO 13485-2017, 9001-2015, CE W/ywd IVD):

ujuywnwy

75.00

Ujwywnwyutip
dwuhwnny

Uywywnwubp dwuhwnny, npnup ogunwgnpdynud bu dhlpnopgquuhquubiph wwppbpwlydwy hwdwp' pun apshuibphu wstuwenbipp $bpdbunwgubint
hwwnynipjw:

Uywywnwlubpp bwhiwwnbujwd bu hwiwywwnwufuwt whun wguwpwiht hunhfuwnnpny dhgwywph Ypw ((gyws pwubph dbg) inbnunpdwtu hwdwp' dwupth
wéhgdw hbiwn gqniquhtn:

Uywywnwlyubpp hwpbpwynpwsd 6u wnwybwgnyup 25 uywywnwy 1 upduynid:

Mhwnwubhnipjwi dwdlybnt wnujwqu 70%-h wnfwjnipni Jwnwupwpdwt ywhht: Uwpwupp (huh gnpdwpwbwiht hwebpudnpdwdp U gnpdwpwlwiht
whwnwwynpnwing (hwdwdwju 1ISO 18113 swpph unwunwpwnutiph wwhwueh): Mwpwwnhp GU' fudpwpwuwyh dwdwaghpp, wpnwnpnn uqiwybpwynipjwu
wuywuntdu nt hwughb, wpunwnpnnh Ynndhg wpunwnpdwl wduwpdyh b whnwubhnygjut dwdybnh hunwy upndubipp: Ladwd | in vitro Yhpwndw dwuht
uonudp Ywd unyuwlwuwgdwu (pugnighs wy dhongutip, op.' Yuwwnwngw)ht hwdwp, wuwpwuph hwdwp: ludpwpwwlu wdpnnoniejwdp |huh dhwnbuwy
(dwdybwnh, wpnwnpnnh U hwpbpwynpdwt wnnwny) b niubbw wpnwnpnnh Ynndhg fudpwpwtwyht ubpyujwgdnn npulh hwjwunwghp, gnpdwntwwu
punipwgpbiph thnpdwptnueywu wpryniuptitip: Upinnwnpnuyggniut niubiuw ubipnpgwé npwbh jwnwywpdwy hwdwlupg' npuwyht ubiplujwgynn dhowqguihu
hUO unwunwpwnubphtt hwdwwwwwufuwl (1ISO 13485-2017, 9001-2015, CE W/ywd IVD):

ujwydwnwy

75.00

Ujwywnwyutip
uwfuwpnquny

Uywywnwubp uwpuwpnquyny, npnup oguwgnpdynud Gu dhypnopguuhqdutph wwppbpwldwu hwdwp' pun ybpghtiutiphu wdtuwopbnp $apdbunwgubine
hwwnynipjw:

Uywywnwlubpp bwhiwwnbujwd bu hwiwywwnwufuwu whun wguwpwiht hunhfuwnnpny dhgwywph Ypw ((gqws pwubph dbg) inbnunpdwt hwdwp' dwupth
wékigdw hbiwn gqniquhtn:

Ujwywnwlubpp hwpbpwynpwd Bu wnwybwagnyup 25 uywywnwy 1 upduynid:

Mhwnwubhnipjwl dwdlybnt wnujwqu 70%-h wnfwjnipni Jwnwuwpwpdwt ywhht: Uwpwupp (huh gnpdwpwbwiht hwebpudnpdwdp U gnpdwpwlwiht
whwnwwynpnwing (hwdwdwju 1ISO 18113 swpph unwunwpwnutiph wwhweh): Mwpwwnhp Gu' fudpwpwuwyh dwdwaghpp, wpnwnpnn uqiwybpwynipjwu
wuywuntdu nt hwught, wpunwnpnnh Ynndhg wpunwnpdwl wduwpdh b whnwubihnyegjuw dwdybnh hunwy ugpndubipp: Lagwd | in vitro Yhpwndw dwuht
uonudp Ywd unyuwlwuwgdwu pugnighs wy dhongutip, op.' Yuwwnwingwjht hwdwp, wuwpwuph hwdwp: ludpwpwwlu wdpnnonipjwdp |huh dhwnbuwy
(dwudybnh, wpnwnpnnh U hwpbpwynpdwt wnnwny) W niubbw wpnwnpnnh Ynndhg fudpwpwtwyht ubipyujwgynn npwyh hwjwunwghp, gnpdwntwwu
punipwgnpbiph thnpdwptiinuejwu wpnyniuptitip: Upinnwnpnuyggniut niubiuw ubipnpgwé npwyh jwnwywpdwy hwdwlwpg' npwyht ubiplwjwgynn dhowqguiht
hUO unwunwpwunutiphtt hwdwwwwwuluwl (1ISO 13485-2017, 9001-2015, CE W/ywd IVD):

ujuywnwy

75.00




/h

Uwpwuph wujwunudp

Shfuthyuwlwu punipwqgpbp

U4

Lwuwlyp

Ghup

Uywywnwyutip
auntynquiyny

Uywywnwlubp quniynquyny, npnup oguwgnpdynid G dhypnopgwhqdubiph wwppbpwldwu hwdwp' pun ybpshtutiphu wdtuweptipp $pdbuunwgutine
hwwnynieju:

Uywywnwlubpp bwhiwwnbujwd b hwiwwywwnwufuwt whun wgwpwiht hunhluwnpny dhowywph Yypw (igyws pwubph dbg) tmbnwnpdwt hwdwp' dwupkh
wébkgdwu hbin gniquihtin:

Uywywnwlyubpp hwpbrpwynpwd bu wnwybijwgnyup 25 ujwywnwy 1 upduynid:

Mhwnwubhnipjwl dwdlybnt wnujwqu 70%-h wnfwjnipjnit Jwnwuwpwpdwt ywhht: Uwpwupp (hup gnpdwpwbwiht hwebpudnpdwdp U gnpdwpwlwihu
whwwwynpnwing (hwdwdwyu 1ISO 18113 swpph unwunwpwnutiph wwhwueh): Mwpwwnhp Gu' fudpwpwuwyh dwdwahpp, wpnwnpnn Yuqiwybpwniejwu
wuywuntdu nt hwugh, wpinwnpnnh Ynndhg wpunwnpdwl wduwpyh b whinwubhnyegjut dwdybnh hunwy ugndubipp: Laqwd | in vitro Yhpwndwu dwuht
uonudp Ywd unyuwlwuwgdwy (pugnighs wy dhongutip, op.' Yuwwnwngwht hwdwp, wuwpwuph hwdwp: fludpwpwwlt wdpnnontpjwdp |huh dhwnbuwy
(dwdybnh, wpnwnpnnh U hwpbpwynpdwt wnnwny) b nwubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubipyujwgdnn npulh hwjwunwghp, gnpdwntwwu
punipwgptiph thnpdwplunueywi wpryniuptitip: Upinwnpnuyggniut niubitw ubipnpgwé npwyh ywnwywpdwy hwdwlwpg' npwyht ubiplwjwgynn dhowqguihu
hUO unwunwpwunubiphtt hwdwwwwwufuwl (1ISO 13485-2017, 9001-2015, CE W/ywd IVD):

ujwydwnwy

75.00

Ujwywnwyutip
lwlwngny

Uywywnwlubp jwynngny, npnup oqunwgnpdynid bu dhlypnopguuhquubiph wwppbpwlydwt hwdwp' pun apehuubphu wstuwenbipp $bipdbunwgubint
hwwnynipjw:

Uywywnwlubpp bwhiwwnbujwd bu hwiwywwnwufuwt whun wguwpwiht hunhfuwnnpny dhgwywph Ypw ((gyws pwubph dbg) inbnunpdwtu hwdwp' dwupth
wéhgdw hbiwn gqniquhtn:

Uywywnwlyubpp hwpbpwynpwsd 6u wnwybwgnyup 25 uywywnwy 1 upduynid:

Mhwnwubhnipjwi dwdlybnt wnujwqu 70%-h wnfwjnipni Jwnwupwpdwt ywhht: Uwpwupp (huh gnpdwpwbwiht hwebpudnpdwdp U gnpdwpwlwiht
whwnwwynpnwing (hwdwdwju 1ISO 18113 swpph unwunwpwnutiph wwhwueh): Mwpwwnhp GU' fudpwpwuwyh dwdwaghpp, wpnwnpnn uqiwybpwynipjwu
wuywuntdu nt hwughb, wpunwnpnnh Ynndhg wpunwnpdwl wduwpdyh b whnwubhnygjut dwdybnh hunwy upndubipp: Ladwd | in vitro Yhpwndw dwuht
uonudp Ywd unyuwlwuwgdwu (pugnighs wy dhongutip, op.' Yuwwnwngw)ht hwdwp, wuwpwuph hwdwp: ludpwpwwlu wdpnnoniejwdp |huh dhwnbuwy
(dwdybwnh, wpnwnpnnh U hwpbpwynpdwt wnnwny) b niubbw wpnwnpnnh Ynndhg fudpwpwtwyht ubpyujwgdnn npulh hwjwunwghp, gnpdwntwwu
punipwgnbiph thnpdwptinueywu wpnyniuptitin: Upinnwnpnuyggniut niubitw ubipnpwé npwbh jwnwywpdwy hwdwupg' npwyht ubiplwjwgynn dhowqguiht
hUO unwunwpwnubphtt hwdwwwwwufuwl (1ISO 13485-2017, 9001-2015, CE W/ywd IVD):

ujuywnwy

75.00




Cwytuwsd N 1.13

«G<UMAP-CUYUY-2022-53» dSwdlwagpny hpwytiph

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

Ogunwagnnpéynud Gu htidndhjubph wwppbpwydwu hwdwn:

Snipwpwuygnip ujwywnwyp twfuwnmbuws £ 1 pliunh hwdwp:

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

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

Ogquwagnnpéynud Gu htdndhjubph wwppbpwydwu hwdwp:

Snipwpwuygnip ujwywnwyp vwuwnbuws £ 1 pliunh hwdwp:

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

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

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




Cwytuwd N 1.14

«G<UMAP-CUYUY-2022-53» Swdljwagpny hpwytiph

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

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

Fudnphswht dqudp’ 1 g

Ywipnwh nhhhnpn$nudwn’ 3 g

GpyYwihnwwywu nhhhnpn$nudwn' 4,8 g

Udnupnuwh unybwwn' 3 g

Uwqubghndh uny$wunh hbwuwhpnpwn' 0.2 g

L-ghuwtihu hhnpnpinphn dnunhpnpwwn' 0,5 g

Lwwphnuwh ypnwhnuwwn' 15 g

Sujwywnopgnuwfuwphn' 10 g

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

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

BSC- ywpnwhnuwwn
wqwnh hhdp

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

Cwybmd’ BSC

2 wpnuhnuwwn wqwph
hwdwp

upjwy 10.00




Cwytws N 1.15

«FUMAR-LUYHUY-2022-53» dwdywanny hpwybiph

2/h Uwpwiph wujwunuip Shkhuthywlwl punipwqgpbp /4 Lwuwlp | 9pup

Uhowyuwjpp bwfuwwnbuyws £ Legionella pneumophila dwupkbh wébgdwt hwdwp: Ul thngbudwt quiugyws |, wwinpwuwnh yhtwynd ub-dnfupwgny wqup
E: Punwnpnieiniup' npndwiht dqywdp, wlunhyugpwsd wdnifu, wguwn (hwdwdawu 1SO 11731:1998 «Water Quality - detection and enumeration of Legionella»
unwlnwpnh):

Uhowywjpp wwhwugntd  punpnnulwl b wéh hwybinwutn:

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

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

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

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

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

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

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

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

Lwybntd wéh' wnwlg L
ghuwnbihup




