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Dbpdiunwinhy whwwnnu

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

Mhwnwubhnipjwl dwdlybnp wnudwqu 70%-h wnlwjnie)niu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' Ujwqugnyp 2 tnwph, thwpbpwynpnudp’ gnpdwpwwiht htpdwhy' 1-5 Yg Yondwdpubipny:
Snpdwpwtwihu whinwlwynpnuwing (hwdwéwju 1SO 18113 wpph unwunwpunbph wwhwgh): Mwpuwnhp
bU' fudpwpwtwyh dwdlwghpp, wpunwnpnn Yugqdwlbpwniejwt wudwunwu nt hwugbl, wpnwnpnnh
Ynndhg wpnwnpdwt wduwpyh b whunwubihnyejwu dwdybnh hunwl upnuiubpp: Laqws Lk in vitro
Yhpwndwl Jwuht tgnudp Yud unyuwlwbwgdwt jpugnighs wyp dhongubin, op.' wwnwinguiht hwdwn,
wypwuph hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwnbuwly (dwdybinh, wpnwnpnnh b
thwpbipwdnpdwt wanwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn npwlyh
hwjwuwnwghp, gnpdwnuwlwu punyewgnpbph thnpdwpluniejwl wpryniupubip: Upunwnpniegniut niubuw
ubpnpywd npwyh Ywnwywpdwt hwdwlwpg' npuyht ubiplujwgynn dhowqquihti hUO unwunwpunubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

g

150.00

p. bpluw, YUwywu, 37

33691163

SS wqup

Ufutnnpnohs pinnpnnuiwts utinignn dhowuwyp £ bwfuwwnbudws shgbjwubph b uwdnubjwutiph
hwjinuwpbpdwt/wugwndw hwdwp YEuuwpwuwyw Wnyeh udnubipnud: bpkuhg ubiplwywgund £ dwup
hwinhlwynp, pwg nbnuwyniu gnyuh nwwqgquiniu thngh:

Pwnwnpnipniup’ whwwhy Yeunwuwlw hjnwdwsdp, duwjht Epunpwlyn, jwlnnqu, (Gnwiht wntiph
fuwnunipn, bwwnpphnuwh ghnpwwn, bwnphnwh phnunyduwn, iplweh ghupwn, wnwdwunwuws, skqnp
Yuwpdhp, wgwp-wqwn: Swiuup’ wnwybjwgnyup 63 g thngh dhowdwjn 1000 d) pnpwd gpnud:
Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnieniu dwnwlwpwpdwl wwhhu, punhwunip
dwdlytinp' ujwqugnyup’ 4 mwph, gnpdwpwuwiht hipdbwnhly hwebpwynpdwdp b gnpdwpwtiwhu
whwnwwynpnwing (hwdwdwju 1SO 18113 owpph utnwunwpwnutiph wwhwugh): Mwpuwnhp Gu'
fudpwpwuwlyh dwdlwaghpp, wpunwnpnn juqiwlbpyniyejwi wudwunwiu nhwugbt, wpnwnpnnh Ynndhg
wpunwnpiwt wduwpdh b whunwubihnyejwt dwdybnh hunwl upnuubipp: Ladws E in vitro Yhpwndwu
Jwuht ugnuwip ud unyuwlwtwgdwl jpugnighs wy) dhongutip, on.' funwingwiht hwdwp, wwpwuph
hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwnbuwy (dwdltinh, wpunwnpnnh b hwpbpwynpdwu
wnnuwing) b nubuw wpunwnpnnh Ynndhg fudpwpwtuwyht ubplujwgynn npwyh hwdwuwnwghp,
gnpdwnuwlwu punypwgpbiph thnpdwplunyejwt wpnyniupubn: Upnwnpnye)niut niubuw ubipnpdwd npuyh
Ywnwywpdwt hwdwlwpg' npuyht utipyujwgynn dhowqgquihtt hUO unwunwpuubpht hwdwwwunwufuwl
(IS0 13485, 9001, CE L/ywd IVD):

g

10.00

p. bpluw, YUwywu, 37

33691875

Luhing-|hghu-ntiqopuptunjwunught’ XLD
waun

Thabjwutiph W uwpdnubwubph wugwndw (utunwdptipph U YEuuwpwuwlywl Unyeh Udnipubiphg)
wunnpnhs-punpnnulwl uunignn dhowduiyn k' wnweowpyywsd 1SO 6579:2002-h Ynnuihg:
Mhwnwubjhniejwl dwdybint wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybwnp' ujwqugnyup' 4 tnwph, gnpdwpwwiht hipdtinhy thwebpwynpdwdp b gnpdwpwuwhu
whunwlwynpnuing (hwdwdwju 1SO 18113 owpph unwunwpwubiph wwhwgh): Mwpuwnhp bu'
fudpwpwwyh dwdljwghpp, wpunwnpnn fugqdwybpyniejwt wudwunidt nt hwugbl, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubihnigjwi dwdlybinh hunwl upnwubpp: Laqws kin vitro Yhpwndwu
dJwuht ugnudp ud unyuwlwtiwgdwt jpugnighs wy) dhongutip, on.' Yunwingwiht hwdwn, wwpwuph
hwdwp: udpwpwtiwlu wdpnngniejwdp |huh dhwnbuwly (dwdlbnh, wpnwnpnnh b hwpbipwynpdwu
wnnuing) b niubtw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipluywgynn npwlyh hwwunwghp,
gnpdwnuwlwu punipwgnbinh thnpdwplniejwl wipnyniupttin: Upnwnpniginiut niubuw ubpnpdwsd npulyh
Ywnwywpdwt hwdwlwpg' npuyht utipyujwgynn dhowqguihtt hUO unwtnwpuubpht hwdwuwwunwufuwl
(ISO 13485, 9001,CE L/l IVD):

ba

100.00

p. bpluwt, HUwywu, 37




hpwytipny

qunuiubiph wjwuny

Uwfuwint twfuwwnbujwd wuypwupwiht o
ujwd dhgmhghl{ wunudp ugwp, dwlhgp L bl pngpuwghnp o dhwynph ghtp/<< punthwunip punhwunip
swihwpwd|  dwdlwghpp' pun wpuwnpnnh npuwd ghup/<< npuid pwuwyp
uh FUU nwuwlywpgdwu wujwunwip
hwdwpp (CPV) hwugtiu

Unhpwjht fudph gpuwdpwguuwlwt dwupkubph wugwndw b nwppbipwldw utunignn dhowydwyp:
Pngbudwl, hwdwubn quiugwsd' pny| Jupnwgnyt bpwugh:
Pwnwnpnieyniup 1000d] wwwnpwuwnh dhowyupnud.
Ybunwuh hjnwywdph whwwhl 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 ) pnpwd 9pht (HiMedia, Oxoid, Becton Dickinson Ywd hwdwndtip): 3
Unwuduwhwwnnly wuwydwl £ $nipuptp b wguwph Japnugw) pwuwlubpp, npntp punpngnad Bu wngju E

4 33691163 Eunn wqup dhgwywjph wnwuduwhwwnynipniuubpp: (V%6 70.00 &
Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunip ’5
dwdybnp' ujwqugnyup’ 4 nwph, gnpdwpwwiht hbpdtunhl hwebpwynpdwdp b gnpdwpwuwhu 2
whwnwwynpnuwing (hwdwdwyt 1SO 18113 owpph unwlnwpwnutbiph wwhwgh): Mwpwnwnhp ' ®
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqiwlbpyniejwt wudwundt nt hwughbl, wpunwnpnnh Ynndhg &
wpunwnpdwt wduwpdh b yhunwubihngjwt dwdybinh hunwl upnwubpp: Laws kin vitro Yhpwndwl
dwuht tgnwip Yud unyuwlwuwgdwt pugnighs wyp dhengutin, op.' Yuwnwingwiht hwdwn, wwpwph
hwdwp: udpwpwtwlu wdpnnoniejwdp |huh dhwinbuwly (dwdltnh, wpnwnpnnh b hwpbipwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwjwunwghp,
gnpdwnuwlwu punypwgnptinh thnpdwpltniejwl wpnyniuputin: Upnwnpniyejniut niubuw ubpnpwsd npulyh
Ywnwywpdwt hwdwlwnpg' npuyht ubipyujwgynn dhowqguihtt: hUO unwunwpunubipht hwdwwwnwufuwl
(IS0 13485, 9001, CE b/ywd IVD):
Luwfuwwnbudws £ utuinwdpbipph dby wiunwsdhu tunbipnpwlunbphwubiph ng puunpnquywu
Uwfuwhwpunwgdwu hwdwp:
Pwnwnpnuejniup 1000 ) ywwnpwuinh dhowdwypnud.
Mbwwnu' 10.0 g S
Lwuwphnwh pinphn' 5.0 g ,g
Gplthnfuwphuws $nupnpwprywiht twwnphnw x 12 opwiht’ 9.0 g g
Utiythnfuwphtugwsd $nubpnpwppywiht Ywihnw' 1.5 g: =)

5 24951480 Pnibbipwgyws whwunnuwgenip "'IuEILTpurTuL::LdLé‘ 25%5 qq)h‘f:;uﬁijn J1II)O(L{) dllhranpmé ;‘hhi (Ve 2.00 C:
Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnieniu dwnwlwpwpdwl wwhhu, punhwunip E
dwdlytinp' udwqugnyup 4 nwph, hwpbpwynpnuip' hbpdenhy wwpwubpnyg wnwybugnyup 0.5 Yg 5
Yondwdpubipny, gnpdwpwwiht whunwlywynpnuwing: =1

Lwdwwwwnwufuwuh npuwyht Ubpujwgynn dhowqgwiht unwunwpunubpht bW hUO 9001 /Ywd niubuw
npwyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwlyhtu ubiplujwgynn hwyjwuwnwghp): udpwpwtwyp
wdpnngnipjwdp |huh dhwwnbuwl (dwdytnh, wpnwnpnnh b hwpbpwynpdwl wnnuwing):
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Ujnybp-Ywnibdwuh
inbnpwphnuwwnwht dhowdwjn

Lwhuwwnbudws k uwpdnubjwubiph hwpunwgdwi/Ynunwldwt b wugwindwt hwdwn: <ndngbt, hwdwubin
pwg Yptidwgnyu thnoh b Punwnpniegniup' juqgbhtuh hhnpnihquin 7.0 (8,6 q), unjuih wyniph wwwwjhtwjht
tthnly' 2.3 g, bwwphnuwh pinphn 2.3 q (4,3 g), Ywighnwh Yuppnuwn' 25.0 g (38.7 g), bwwnphnuh
prhnnuny$wwn' 40.7 g (47.8 q), snp inh' 4.75 q: Owfuup' 82.0-89.42 ¢ 1 jhup dhowuyph hwidwp:
Udwnnywywgdw tupwluw sk: Ogunwgnpdtiing wnwy twhiwwywwunpwunywsd dhowdwpht hwlwubfudwu
wuwydwuubpnud wybjwgunud Gu 19 4 jnnh nwdnype (20.0 g jnn. L 25.0 g Ywihnuwh jnnhn 100 d) dwupkwqtind
rnpwd gph dbg) L 9.5 U 0,1% wnwdwun Ywuwsh (ndnype: Mhunwubhnipjwl dwdlybnt wntdwqu 70%-h
wnlunipyniu dwnwlwpwpdwl wwhht, punhwun dwdybinp' buqugnyup 4 nwph, gnpdwpwtwihu
htipdtwnhy thwebpwynpdwdp b gnpdwpwuwiht whnwlywynpnwing (hwdwdwju ISO 18113 gwpph
unwunwpuntbph wwhwugh), 0.5 Yg Yonywdpny: Mwpmwnhp b’ fudpwpwwyh dwdywghpp, wpnwnpnn
Yuqdwybpwniejwt wudwunwdu nt hwughbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b
whwnwubhnyejwt dwdlybnh hunwl Upnudubpp: Lagws | in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutip, on.' Yuwnwinguiht hwdwn, wwpwuph hwdwp: ludpwpwtwlu
wdpnnonipjwdp |huh dhwnbuwy (dwdytinh, wpunwnpnnh b hwebipwynpdwt wnnwing) b niubuw
wpuwnpnnh Ynndhg fudpwpwtwlyht ubipluwywgynn npwlh hwjwuwnwghp, gnpdwntwlwu punyewqgnpbph
thnpadwpitniejwl wpnyniupttin: Upnwnpnieniut niubtw ubipnpdwsd npuwyh junwdwpdwt hwdwlupg'
npwlht ubiplyuywgynn dhowqquiht hUO unwunwpnubipht hwdwwwwnwufuwt (ISO 13485, 9001, CE b/{wd
IVD):

g

1.00

p. bpluwy, YUwywu, 37
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Ub|tuhunwjhtu wpquuwy Yuwd LE$unup
Uhowijuin® Ygywd plnpnnwilui
hwybnuing

Lwpunwgdwl dhowduwyp® utinwdpbinphg, ophg U Yhuuwpwuwlywl unyeh udniubiphg uwdnubwutph
wlgwndwl hwdwn: Uhowduwypp hwdwubin, pwg nbnuwyniu thnph k: Uhowidwyph jnipwpwtgnip 1000 dj-p
wwhwugnut | 4 gpwd uwwnphnuwh ubibuhnh wybjugnud (pun GOUS 31659-2012/hUO 6579:2002-h
wwhwlgubiph), npp Ygqwd & |hunwd dhowywyph jnipwpwgnip hwpbrwynpdwip' hwiwwwwnwufuwl
Yondwdpny:

Mhwnwubhnipjwl dwdybant wnudwqu 70%-h wnlwjnieniu dwnwlwpwpdwl wwhhu, punhwunip
dwdlytinp' ujwqugnyup’ 4 mwph, gnpdwpwuwiht hipdbwnhly hwebpwynpdwdp b gnpdwpwtiwhu
whunwwynpnuwing (hwdwdwju 1SO 18113 gwpph unwlnwpunubiph wwhwugh): Mwpwwnhp bu*
fudpwpwuwlyh dwdlwaghpp, wpunwnpnn juqiwlbpyniyejwi wudwunwiu nhwugbt, wpnwnpnnh Ynndhg
wpunwnpiwt wduwpdh b whunwubihnyejwt dwdybnh hunwly ugnuiubipp: Lagws E in vitro Yhpwndwu
Jwuht ugnuwip ud unyuwlwtwgdwl jpugnighs wy) dhongutip, on.' funwingwiht hwdwp, wwpwuph
hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwnbuwy (dwdltinh, wpunwnpnnh b hwpbpwynpdwu
wnnuwing) b nubuw wpunwnpnnh Ynndhg fudpwpwtuwyht ubplujwgynn npwyh hwdwuwnwghp,
gnpdwnuwlwu punypwgpbiph thnpdwplunyejwt wpnyniupubn: Upnwnpnye)niut niubuw ubipnpdwd npuyh
Ywnwywpdwt hwdwlwpg' npuyht utipyujwgynn dhowqgquihtt hUO unwunwpuubpht hwdwwwunwufuwl
(IS0 13485, 9001, CE L/ywd IVD):

g

50.00

p. bpluw, YUwywu, 37
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Nwwwnwnpu-dwuhhwnhuh
dhgwywyp® dnnhbhlwgywd

Uhowyuwypp bwfuwinbuws £ utinwdptinphg U wpnwpht dhowduyph wy opjinutinhg uwdnutjwutiph
hwpunwgdwu b ubElunhy wugwndwu hwdwp, dnnh$hugyws E: Uhgwdwipp hwdwubin, fuwunw-Yuwtwy
qgnyuh thngh &, wwpunwnhp wwpniwynud £ Yugbhtuh hhnpnihquin: Unwibjwgnyt dwifuup 1000 g
dhowdwjpht Yuqdnui £ 30,0 g (A0US 31659-2012):

Mhwnwubjhniejwl dwdybint wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybwnp' ujwqugnyup' 4 tnwph, gnpdwpwwiht hipdtinhy thwebpwynpdwdp b gnpdwpwuwhu
whwwlwynpnuing (hwdwdwju 1SO 18113 owpph unwunwpwnubiph wwhwugh): Mwpwmwnhp &'
fudpwpwwyh dwdljwghpp, wpunwnpnn fugqdwybpyniejwt wudwundt nt hwugbl, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubihnigjwi dwdlybinh hunwl upnwubpp: Laqws kin vitro Yhpwndwu
Jwuht ugnudp ud unyuwluwtiwgdwt jpugnighs wy) dhongutip, on.' Yunwingwiht hwdwn, wwpwph
hwdwp: udpwpwtiwlu wdpnngniejwdp |huh dhwnbuwly (dwdlbnh, wpnwnpnnh b hwpbipwynpdwu
wnnuing) b niubtw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipluywgynn npwlyh hwwunwghp,
gnpdwnuwlwu punipwgnbinh thnpdwplniejwl wipnyniupttin: Upnwnpniginiut niubuw ubpnpdwsd npulyh
Ywnwywpdwt hwdwlwpg' npuyht utipyujwgynn dhowqguihtt hUO unwtnwpuubpht hwdwuwwunwufuwl
(ISO 13485, 9001, CE /ywd IVD):

ba

75.00

p. bpluwt, HUwywu, 37
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Yhudnun-uny$hin wqup (Wilson Blair)

Luwfuwwnbiudws | Salmonella typhi b wy| uwdnubijwubipp 9phg, utunwdpbipphg, Yanunwenbphg, Yihuhlulwu
wwpptip Unyebiphg ubiilnhy wugwndw b bwiutwlwl wwppbipwldwl hwdwn:

52.3- g thnpht (dwuup 1000.0 d| pnpwd opht) wwpnitwynud £ Yeunwuh hjnwdwdph wbuwwnhy Gind - 10.0
q

duwjhtu bpunpwlywn - 5.0 g

quniynq - 5.0 g

Uwwnphnth hhnpn$nudwin - 4.0 g

tipyuwreh unydwwnn - 0.3 g

yhudnun-unydhun (hunhlwwnnp) - 8.0

wnwdwun Yuuwsy - 0,025

wgwn-wguwn - 20,00

(Conda, HiMedia, Sigma-Aldrich Ywd hwdwpdtip): Mhunwubihnipjwt dwdltnt wnugwqu 70%-h wnlwjnip)niu
duwunwlwpwpdwt wwhht, punhwunip dwdybnp’ uuqugnyup’ 4 twph,

gnpdwpwwihu hpdbnhly thwebpwdnpdwdp b gnpdwpwuwiht yhunwlwynpnwing (hwdwédw)u 1SO 18113
ownph unwnwpwnubph wwhwugh): Mwpwnwnhp Bu* fudpwpwtwyh dwdlwghpp, wpnwnpnn
Yuqdwybpwniejwt wudwunwdu nt hwughbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b
whwnwubhnyejwt dwdlybnh hunwl Upnwiubpp: Ladws | in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwbwgdwl |pwgnighs wy) dhongutip, on.' Yuwnwinguiht hwdwn, wwpwph hwdwp: ludpwpwtwlu
wdpnnonipjwdp |huh dhwnbuwy (dwdytinh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw
wpuwnpnnh Ynndhg fudpwpwtwlyht ubipluwywgynn npwlh hwjwuwnwghp, gnpdwntwlwu punyewqgnpbph
thnpdwpitnipejwl wpnyniupttin: Upnwnpnipniut niubtw ubipnpdwsd npuwyh junwdwpdwt hwdwlupg'
npwlht ubiplyuywgynn dhowqquiht hUO unwunwpnubipht hwdwwwwnwufuwt (ISO 13485, 9001, CE b/{wd
IVD):

g

10.00

p. bpluwt, YUwywu, 37
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33691163

<bywnnbu wqup

<hhwnnku Funbiphy wqwpp dbnd puinpnnuiju b nwpptipuyhs dhowwyp £ utunwdptipphg,
uwthnwpwlwl Upwuwyniejwl opjinutinhg L Yihuhhulw udnipubinhg wnhpwjht wiunwdhu dwuptubiph
hwyintwpbpdwt hwdwp 1ISO 21567-hu hwidwwwwnwufuw: $npbudwl hwdwubin quiuqyusd k:
Pwnuwnpniejniup’

Mbwywnnt - 12 g LEnwppyuwjhu
wntip-9q

Ipndwjht Epuinpuln - 3 g

Lwlunqu - 12 q

Uwihght -2 q

Uwfuwpnqu -12 q

Luwuwnphnuh pinphn - 5 q

Lwuwphnuwih phnuny$wn - 5 q

Eplwpeh wdnuhndwht ghunpwn - 1,5 q

Uqunp-15¢q

(@ent $nipupti - 0,1 q

Ppndphdn| juwnyw- 0,065 g Ybpguwlwu pH 7.5 + 0.2' 25°C - nud:

Yhpwnnwip' 76 g thnoh dhowdwn' 1) pnpwd opht, wywnyuwydwgnud sh wwhwgnd:

Mhwnwubihniyejwl dwdljbnp’ wnuduqu 70%-h wnlunienit Jwnwlwpwpdwt wwhht, punhwlnip
dwdybnp' Ujwqugnyup' 4 tnwph, thwpebpwynpnwip' htipdbnhly wwpwutpnd' 0.5 Yg Yondwdpubpny,
qgnpdwpwiwht whnwlwynpnwing:

Cwdwwwwnwufuwuh npwlht Ubplwjwgynn dhowqquiht hUO unwunwpunubpht W/ fwd niubuw npuyh
hwlwuwnwghp (wpunwnpnnh Ynndhg fudpwpwuwypt ubplwjwgynn hwwuwnwghp): fudpwpwuwlyp

wdpnngnipjwdp |huh dhwwnbuwl (dwdytnh, wpnwnpnnh b hwpebpwynpdwl wnnwing):

ba

1.50

p. bpluwt, HUwywu, 37




hpwytipny

qunuiubiph wjwuny

Uwfuwint twfuwwnbujwd wuypwupwiht o
ujwd dhgmhghl{ wunudp ugwp, dwlhgp L bl pngpuwghnp o dhwynph ghtp/<< punthwunip punhwunip
swihwpwd|  dwdlwghpp' pun wpuwnpnnh npuwd ghup/<< npuid pwuwyp
uh FUU nwuwlywpgdwu wujwunwip
hwdwpp (CPV) hwugtiu

Pngtiudwt quiuqyusd - punhwunip gnigdw uunignn dhowyduyp:
Pwnwnpnipniup’ 1000 ) ywwnpwuwnh dhowdwypnud.
Mbwwnhy YEunwuwlywu hinwdwdp - 10 g 55
Uuwjhtu Epunpwlyun - 5 q =
Lwwphnuh pinphn - 5 %

1 33691163 Uuw-whwwnnuwht wqwn Ywd utunignn Uqup-wqup 15 q ™ 50.00 ?

wqwn 1% wbwwnnuny Mhwnwtbhnipjwl dwdybnp wnudwqu 70% h wnwnyejnit dwwnwlwpwpdwl wwhht, punhwunip o

dwdlytinp' ujwqugnyup 4 nwph, thwebpwynpnwp' 0.5 Yg - wung hepdbnhly winuwhtipny: __‘3
Owfuup' 35 ¢ thnoh dhowduyp 1000 d| pnpwd ophu: 5
Lwdwwwwnwufuwth npuwyht ubpyuywgynn dhowqgwiht hUO unwunwputbpht b/ jud niubuw npwyh o
hwjwuwnwghp (wpwnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwjwunwghp): ludpwpwuwyp
wdpnnonipjwdp |huh dhwnbuwy (dwdytinh, wpunwnpnnh b hwebipwynpdwt wnnwing):
Yhupywlwu b ng Yihuhyuwlhwt dnipubiphg unwbhiwynytiph wébkgdwu bitlunhy-ubtlunhy dhowwn:
Pwnuwnpniejniup' 1000 ) wwwnpwuinh wgupnu.
Ywqbhuh hhnpnihqun - 10 g
Uuwjhu nidwdgnip - 1 g
D-dwuupwn - 10 g
Luwuwnphnuh pnphn - 75 ¢
Stun Yuwpdhp - 0.025 q >
Uqunp-15¢q 3
Bwfuup' 111.0 - 111.02 g thnph' 1000 4| dhowywphu (Liofilchem, HiMedia, Thermo Fisher Scientific, Becton %

12 33691163 Uuwithun-winught wqup Dickinson GmbH U wy| hwdwnpdtip): "nhmumhmm['ajwb dwdquh' wnuwqu 70%-h wnluwynyeiniu ™ 100.00 ?
dwunwlwpwpdwu wwhhu, punhwunip dwdybnp’ uduqugnyup' 4 tnwph, gnpdwpwwht hepdbnhly 5
thwpbpwynpdwdp b gnpdwpwiwht whnwlwdnpnuwing (hwdwdawju 1ISO 18113 gwpph unwunwpuutiph 3
wwhuwtgh): Mwpwwnhp bu* fudpwpwliwlh Swdwghpp, wpnwnpnn Yuqiwltipynipgut wudwtnwu no 5
hwugbt, wpunwnpnnh Ynndhg wpnwnpdwt wduwedh b wyhunwubihnyejwu dwdlyinh hunwly upnwubpp: o

Uoywsd £ in vitro Yhpwndwl dwuhb tpnwip jud unyuwluwbwgdw jpugnighs wy) dhongutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlu wdpnngniejwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b thwpebpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwiwyh ubplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwsd npwlyh Ywnwdwpdwu hwdwlwnpg' npulyht ubipywjwgynn dhowqquihs hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):
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33691163

Uwpnipn wquwp pinpwd$buhlyning

<ndnght pwg-nnuwynit thnoh k, bwuwnbudwsd fudnpuutlybiph W pnppnuwutilbph puunpnnuiwt watigdw
hwdwip:

Pwnwnpnipniup’ 1000 ) ywwnpwuwnh dhowdwypnud.

Ywqthuh hhnpnihqun 5 q

Ykunwuh hinwdwdph whuwwhly dqyudp 5 q

Syniynqu 40 g

Lnpwddtiuhyn; 0,05 q

Uqup-wqup 15 q

Owfuup' 65.05 g thngh dhowyuiyn 1000 U} pnpwd ophu:

(Liofilchem, Biolife Italiana, Himedia Ywd hwdwpdtip): Mhunwubijhnyejwt dwdltint wnujwqu 70%-h
wnluinipinit dwnwluwpwpdwt wwhht, punhwun dwdybnp’ ujuquignyup' 4 nwph, gnpdwpuitiwghu
htipdtinhy thwebpwynpdwdp wnwybwgnyup 0.5 Yq Yondudpubipny b gnpdwpwiwiht whunwlywynpnuwing
(hwiwawju 1SO 18113 swpph unwlnwnuutinh wwhwgh): Mwpwmwnhp ' udpwpwlwyh dwdywghpp,
wpwnpnn juqdwlbpyniejwt wudwunadu ne hwughbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b
whwnwubhnyejwt dwdlybnh hunwl Upnwiubpp: Ladws | in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwbwgdwl |pwgnighs wy) dhongutip, on.' Yuwnwinguiht hwdwn, wwpwph hwdwp: ludpwpwtwlu
wdpnnonipjwdp |huh dhwnbuwy (dwdytinh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw
wpunwnpnnh Ynndhg fudpwpwtwlyht ubipluwjwgynn npwlh hwjwuwnwghp, gnpdwntwlwu punyewqgnpbph
thnpadwpitniejwl wpnyniupttin: Upnwnpnieniut niubtw ubipnpdwsd npuwyh junwdwpdwt hwdwlupg'
npwlht ubiplyuywgynn dhowqquiht hUO unwunwpnubipht hwdwwwwnwufuwt (ISO 13485, 9001, CE b/{wd
IVD):

Uq.

12.00

p. bpluw, YUwywu, 37

33691166

Punipnijh dhgwijuyp’

ph$hnnpwlynbiphwubph wékigdwu

hwdwp

Uhowywjpp twfuwwinbujws £ phdhnnpulinbphwubiph pwqiwehy wbuwlutiph Ynynhjugdwt b
wwhwwudwt hwdwn:

Pununpnupjniup’ Yuqbhth wwulptwnhl hhapnihquin, fudnphswiht dqyuwdp, qyniyng, (wlnnqu,
ghuwnbht, bwwnphnwih pinphn, §ddpwpplywiht dwqubghnd, wulnpphiwpepent, pugwiuwppyw)hu
Uwwnphnud, wqun:

Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnieniu dwnwlwpwpdwl wwhhu, punhwunip
dwdlytinp' udwqugnyup 3 wwph, gnpdwpwuwht hepdbnhy hwebpwynpdwdp b gnpdwpwwhu
whwnwlywdnpnding (hwdwdwyu 1ISO 18113 gwipph unwunwpwnubiph wwhwugh), 0.25 - 0.5 Yq Yondwdpubipny:
Mwpnwnhp b4’ udpwpwtwlh dwdywghpp, wpnwnpnn Yuqiwlbpwnyejwt wudwtnwt nehwugbt,
wpwnwnpnnh Ynndhg wpnwnpdwt wduwedh b wyhunwubhnyejwu dwdytinh hunwly ugndubipp: Lodwd | in
vitro Yhpwndwt dwuht Ugnwip Ywd unyuwlwlwgdwl pugnighs wy) dhengubin, op." jwwnwinguiht hwdwp,
wypwuph hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwnbuwly (dwdybnh, wpnwnpnnh b
thwpbipwdnpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn npwyh
hwjwuwnwghp, gnpdwnuwlwu punyewgnpbph thnpdwpluniejwl wpryniuputip: Upunwnpnieinut niubuw
ubpnpywsd npwlh Yunwywpdwt hwdwlwpg' npuwyht ubipyujwgynn dhowqquihti hUO utnwunwpunubphu
hwdwwwwnwufuwl (ISO 13485, 9001, CE /ywd IVD):

g

0.50

p. bpluw, YUwywu, 37
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33121270

Vuw-whwwnnuwiht wpgqutwy

Cunthwunip gnigdw thngbudwt utinignn dhowdwp k ng ywhwgynin dwupbubiph wébkgdw hwdwp:
Pwnwnpnipniup’ 1000 ) ywwnpwuwnh dhowdwypnud.

whbwwnnu - 10 g

Uuwjhtu Epunnpwlun - 10 g

Lwwphnuh pinphn - 5

Owfuup' 25 q thngh dhowdwjp 1000 U} pnpwd gpht:

(Sisco Research Laboratories, HiMedia, Merck Ywd hwdwndtip): Mhunwutijhnyejwt dwdytint wnujuqu 70%-h
wnluinipinit dwnwluwpwpdwt wwhht, punhwun dwdybnp’ ujuquignyup' 4 nwph, gnpdwpuitiwghu
htipdtwnhy thwebpwynpdwdp b gnpdwpwuwiht whnwlywynpnwing (hwdwdwju ISO 18113 gwpph
unwlnwnuubiph wwhwugh): Mwpwmwnhp bu* udpwpwliwlh dwdlwghpp, wpnwnpnn Yuqiwlbpynipjwl
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpunwnpnnh b thwebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubipywjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinyejw wpryniuptbin: Upnwnpnigniut
nibtw ubpnpdwsd npwlh Ywnwdwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

g

7.00

p. bpluwu, Y.Uwywu, 37

33121270

Uwpnipn wpquiwy

Upquuwyp bwfuwwnbiujws £ fudnpuutlybiph W pnppnuwuttiph wébgdwt hwdwp, huswbu twle pdohuiljut
Ugwwynyejwu gnpdhpubiph W hdntininghwlywt wwwpwuwnnubiph dwupbwgbipddwu npwlh huynnniejuu
hwdwp: <ndngbt pwg nnuwyniu thngbudwu quiuqywd k:

Pwnwnpnipniup'

“puinpnqu 20 g

Ybunwuh hjnwudwdph whwwhy hhnpnihquin 5 g

Ywqbhuh wwuyptuwwhy hhnpnihquin 5 q

Ywd.

Lwiwnniyy whbiwwnnu 10 g

Syniynqu 20 g

Buwfuup' 30 g thngh dhowyuwyp 1000 d) pnpwd gphu:

Mhwnwubhnejwl dwdybint wnudwuqu 70%-h wnlwjnyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybwnp' ujwqugnyup 4 tnwph, gnpdwpwwiht hapdbnhy thwpbpwynpdwdp wnwydbwgnyup 0.5 Yg
Yanqwdputipny b gnpdwpwtiwht whunwywynpning (hwdwdwju 1ISO 18113 wpph unwunwpunutiph
wwhuwtgh): Mwpwwnhp bu* fudpwpwliwlh Swdwghpp, wpnwnpnn Yuqiwltipynipgut wudwtnwu no
hwugbt, wpunwnpnnh Ynndhg wpnwnpdwt wduwedh b wyhunwubihnyejwu dwdlyinh hunwly upnwubpp:
Uoywsd £ in vitro Yhpwndwl dwuhb tpnwip jud unyuwluwbwgdw jpugnighs wy) dhongutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwnp: ludpwpwuwlu wdpnngnipjwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b hwebpwdnpdwt wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwsd npulyh Ywnwdwpdwu hwdwlwnpg' npuyht ubipywjwgynn dhowqquiht hUO
unwunwpuubpht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD):

Ug-

8.00

p. bpluwt, HUwyw, 37
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fhngihynjwht dhgwiuyp

<nungbu nbnuwynit thnoh £, twuwnbudwd b pdolulut bpwtwynejwt hpbiph b jeluwpwuwlw ujnieh
udnigh dwupbwqbipddwt npuyp unnigbin, hugwbu bwb wkpnp b wuwkpnp dwupkubiph wébkgdwt hwdwp:
1000 d| ywwpwuwnh dhowywpnd wiquph wywpniuwynygyniup 0.75 g U 0.001 g nbquiqniphth winuwynipniu:
Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunip
dwdltinp’ uwqugnylp 4 tnwph, gnpdwpwtwht hipdbunhy hwebpwynpiwdp' wnwybwgnyup 0.5 Yg
Yonqwdpny b gnpdwpwiwiht whnwhwynpnuing (hwdwdéwju 1ISO 18113 gwpph unwunwpuutiph wwhuwgh):
Mwpnwnhp bu* fudpwpwliwlh Swdlwghpp, wpnwnpnn juqiwybipynipjwt wuywtnw ne hwugbt,
wpuwnpnnh Ynnihg wpnwnpdwt wduweyh b wyhnwubhnyejwu dwdybnh hunwly upndubipp: Logws | in
vitro Yhpwndwt dwuht Upnuip Yud unywlwbiwgdwt jpwgnighs wy) dhengutip, op.' juwnwinqujht hwiwp,
wwpwuph hwdwp: udpwpwuwlu wdpnneniejwdp |huh dhwwnbuwy (dwdltinh, wpnwnpnnph L
thwpbpwynpdwt wnnwinyg) b niubuw wpwnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwywuwnwghp, gnpdwnlwlwt puniewgpbiph thnpdwplniejwl wpryniupttip: Upnwnpnyginiut niubuw
ubipnpdwsd npwh Ywnwywpdwl hwdwluwpg' npwyht ubplujwgynn dhowqguihtt PUO utnwunwpwnubipht
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

g

4.00

p. bpluwy, “YUwyw, 37
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33691888

Uwy-Ynulyl wpquitwly
ppndlyntgninwnipunipny

Unwownlyynud k npuytiu tnwippbipwldwt dhowwip Funbipnpuluntiphwutiph ubynhy wugwindwt hwdwp:
Pwg nbnuwyni hwdwutin thngh quiigyusd k:

1000 d| ywwpwuwnh dhowdwpnid ppndyptigninuynipuyniph 0.01 g wwpniwlniejwdp pnpwd ophu:
Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunip
dwdltinp’ Uwqugnylp 4 tnwph, gnpdwpwtwht hipdbunhy hwebipwynpiwdp' wnwybwgnyup 0.5 Yg
Yonqwdpny b gnpdwpwwiht whnwlwynpnwing (hwdwdwju 1ISO 18113 gwpph unwunwpuutiph wwhuwgh):
Mwpnwnhp bt fudpwpwliwlyh Swdlwghpp, wpnwnpnn juqiwytipynipywt wudwunw ne hwugb,
wpuwnpnnh Ynnihg wpnwnpdwt wduweyh b whnwubhnyejwu dwdybnh hunwly ugndubipp: Lodws | in
vitro Yhpwndwt dwuhl Upnwip Ywd unyuwlwlwgdwt pugnighs wy) dhengubin, op.' juwnwinguiht hwdwp,
wwpwuph hwdwp: udpwpwuwlu wdpnngnipjwdp |huh dhwnbuwly (dwdltinh, wpunwnpnnph L
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplwjwgynn npulh
hwlwuwnwghp, gnpdwntwlwl puniewgpbiph thnpdwplniejwl wpryniuputip: Upnwnpnyginiut ndubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npulyht uipywjwgynn dhowqquihtt hUO unwunwpuubphu
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

g

10.00

p. bpluwt, HUwyw, 37

33691166

Uhgwyuyp dwuptubiph

gwnpdntuwlnipyniup npnotint hwidwp'

Motility medium

Luwfuwwnbuws E Eunbpnpulnbiphwubph unyuwlwuwgdwt bywwnwlny gwpdniuwynipjuu b
ququnwowgdwt hwunlnieniuutiph nunwitwuhpdw hwdwp: Hnuwgnyu hndngbu tngh £:
Pwnuwnpniejniup' 1000 U] wwwnpwuwnh dhowduwypnud.

Junhth (4uqbhth) wiblpbuinhl dadudp - 10 ¢

Uuwjhu nidwdqnip - 3 ¢

Lwunphnuh pinphn - 5 q

Uqup-3.5-4q

SSL-0.05q:

Buwfuup' 21.5 - 22.05 g thngh dhowduyp 1000 d| pnpwé 9phtu (TM media, Himedia, Thermo Fisher Scientific
Yuwd hwdpdtip):

Mhwnwubjhniejwl dwdybint wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybwnp' Ujwqugnyup 4 tnwph, gnpdwpwwiht hpdbnhy thwebpwynpdwdp b gnpdwpwuwht
whunwlwynpning (hwdwdwyu ISO 18113 gwpph unwunwpuutiph wwhwugh), wnwybjwgnyup 0.5 Yg
Yonqwsdputinny: Mwpwwnhp bu* fudpwpwtwyh dwdlwghpp, wpunwnpnn juqiwlbpyniejwt wudwlnuu nu
hwugbt, wpunwnpnnh Ynndhg wpnwnpdwt wduwedh b whnwubhnejwt dwdybnh hunwly ugndutipp:
Uoywsd £ in vitro Yhpwndwl dwuht upnwip jud unyuwluwbwgdw jpugnighs wy) dhongutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwnp: udpupwuwlyu wdpnngnipjwdp |huh dhwnbuwl (Gwdytinh,
wpuwnpnnh b hwpbpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwuwyp ubpwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejwt wpnyniupubin: Upunwnpnie)niut
niubtw ubpnpdwsd npwlh Ywnwdwpdwu hwdwywnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpuubipht hwdwwwwnwutuw (1ISO 13485, 9001, CE W/ywd IVD):

lg.

1.00

p. bpluwt, HUwywu, 37
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33691163

Mnipwnipwiht wquwph hhdp

wdtuwgptiph jnipugduwiu

hwnynigyniutiipp npngtint hwdwp

Oqunuwgnpdynud | npwbiu Eunbipnpulunbiphwutiph W wy dwupkubiph Ynndhg wéuweptipp $tipdtunwgutine
hwnynipjwt nwniwuwuhpdwt dhowdwyp: <ndngbt ninuwlwuwswyniu thnpbudwt quiugyuws k:
Pwnwnpnipjniup.

Lwwnniy whwwnt -10 q

Uuwjhtu Epunpwlun -1 g

Lwwphnuh pinphn - 5

Ppndyptignjwiht wnipwnip - 0,02 g

Uquwp-wqup -15 g

Owfuup' 31.02 g thngh dhowyuyn 1000 U} pnpwd 9phu:

Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnie)niu dwnwlwpwpdwl wwhhu, punhwunip
dwdlytinp' ujwqugnyup 4 nwph, gnpdwpwuwiht hbipdbnhly hwebpwynpdwdp b gnpdwpuwtwihu
whwnwlywdnpnuing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph wwhwugh), wnwybjwgnyup 0.5 Yq
Yondwsdpubipny: Mwpmwnhp bu* fudpwpwtwlh dwdywghpp, wpunwnpnn juqiwlbipynipjwt wudwunwl n
hwughl, wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh b wyhnwubjhnyejwt dwdlytinh hunwy ugnwiubpp:
Loqws L in vitro Yhpwndwt dwuht ugnidp Yud unyuwlwbwgdwu jpugnighs wyp dhengubin, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybnh,
wpunwnpnnh b thwebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwu puniewgnptiph tinpdwpltinuejw wpryniuptbin: Upnwnpnigniut
nibtw ubpnpdwsd npwlh Ywnwdwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

g

0.50

p. bpluw, YUwywu, 37
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33691166

Gngwpwipuwht dhgwijuwyp

Luwfuwwnbujws £ pun Yruuwphdhwlwl hwnlyniygyniibiph (uwfuwpngh, qyniyngh, jwlungh pugpwnid b
Sddpwopwduh wnwwgnud) gpwidpwgwuwlywl Funbipnpulunbiphwutiph nwppbpwldwi/unyuwlwuwgdwu
hwdwp: Uhgwyuwypp dhquiynie sh wwpniuwlnid: Uguph wwpniswlnipyniup 1 jhup uwnpwunh
fhowyuwypnud® twqugnytp 12.0 gpud (Thermo Fisher Scientific, HiMedia, Oxoid fud hwiwpdbp):
Mhwnwubhnejwl dwdybint wnudwuqu 70%-h wnlwjnyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybnp' ujwqugnyup 4 tnwph, gnpdwpwwiht hpdbnhy thwebpwynpdwdp b gnpdwpwuwht
whwnwlwynpnuwing (hwdwdwyt 1SO 18113 gwpph unwlnwpuntiph wwhwugh): Mwpwwnhp bu*
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqdwlbpyniejwt wudwunwdt nt hwughbl, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubihnigjwt dwdybinh hunwl upnwubpp: Laws Ein vitro Yhpwndwl
dJwuht ugnudp Yud unyuwlwtiwgdwl jpugnighs wy) dhongutip, on.' fuwnwinguiht hwdwn, wwpwuph
hwdwp: udpwpwtwlu wdpnnoniejwdp |huh dhwinbuwly (dwdlbnh, wpnwnpnnh b hwpbpwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipluywgynn npwlh hwwunwghp,
qgnpdwnuwlwu punypwgnptinh thnpdwplniejwt wipnyniuputin: Upnwnpniejniut niubuw ubpnpdwsd npulyph
Ywnwywpdwt hwdwlwnpg' npuyht ubipyujwgynn dhowqguihtt hUO unwunwpuubpht hwdwuwwunwuafuwl
(SO 13485, 9001, CE l/ywd IVD):

ba

40.00
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Ywihnuwh wbniphnh 3,5%-wung |-

Yuwihnuwh wbinphnh 3,5% mdnyp' upduilubipny, Jnipwpwgnipnid wntduwqu 10 d): Mhnwbihnuyejwl
dwdltint wnuywqu 70%-h wnlwjnipinit dwnwlwpwpdwl wwhh, punhwunip dwdlybnp’ ujuqugnyup' 2
wwph, gnpdwpwuwiht htipdwhly hwebpwynpdwdp b gnpdwpwtwht whunwywynpnuwing (hwdwdwu ISO
18113 pwpph unwunwpwnutiph wwhwugh): Mwpwwnhp bu* udpwpwtwyh Swdywghpp, wpwnwnpnn
Yuqdwybpwnipjwt wudwunwdu ne hwughb, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W
whwwubhnyejwt dwdlyinnh hunwly upnwubipp: Lows k in vitro Yhpwndwl dwuht upnwip Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutip, on.' Yuwnwingwiht hwdwn, wwypwph hwdwp: ludpwpwtwlu
wdpnngnipjwdp |huh dhwnbuwl (dwdytinh, wpnwnpnnh b hwebpwynpdwt wnnwing) b ndibuw
wpunwnpnnh Ynnihg fudpwpwuwyht ubipyuywgynn npwlyh hwwunwghp, gnpdwnuwlwt punyewgnpbph
thnpdwpunipjwl wpnyniupttin: Upnwnpnigniut niubtw ubpnpdwsd npuyh junwdwpdwt hwdwlupg'
npwyht ubpyuywgynn dhowqgughtt hUO unwunwpunubpht hwdwwwwnwufuw (ISO 13485, 9001, CE L/jwd
IVD):

upduy

10.00
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B. cereus-h wikigdwt PEMBA dhowjwyn’
pwghinw gtipkinw wquph hwdwp
hwytnuing

Lpwluwqdp punugws k Yhg hwybdws 1.1-nwd pipdwéd wwypwupubiphg, npnup bwiuwwnbudwsd Bu B. cereus-
h punpnnulywt webkigdwt hwdwp:
Quithwpuidth ghtip Sbunjnpdnud £ hudws 1.1-h wputiptibph pinhuwting wpdtph hubipugnuiupny
Qwybyws 1.1-p hwdwpynud £ quwght gwpyh wupwdwubh dwu: Fudwy dwdwuwlwgnygny
uwhdwudws jnipwpwgnip @ Yupwpdwy dwdybnp fudpwpwtwlh & Yupwpnuip whwnp £
ppwlwtwgdh dhuutwlu: Uwutulgh Ynndhg bupwlnbphg ymupwpwbsnph duund quuwght

ouinl subpluughbint, Yund Ubplwyuglws wnwgwplbbpnus bupwytnbphg nplth dk4h dnwht
1 | pjwt (wywhwtgynn fjunnipyniup, pwtwyp b wyj) nbypnid hwynp uny
swihwpwduh pninp Gupwbnbph dwuny depdynud k:
U winwlupupdnn wyputiph <ugf-weputpuigpbpn wbinp & ubplwpugybt huduywnwufuwt

hwybws 1.1-nud pEpdwé wypwupubph guyh:

[nwljwqd

1.00

p. bpluwy, “YUwyw, 37
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Anunigwjhu U wnhdhpuptwihu (MYP)
wquph hhdp

Lwhuwwnbiujwsd | utunwdpbippnud Bacillus cereus dwupkh b wiunwsdhtu unw$hjwynybiph wugwndw b
wnwppbipwldwl hwiwp: Swiuup 1000 dj-h hwdwp 46.03 gpud: Punwnpnugyniup' Yeunwuh hinwdwdph
wbiwnhly dqwdp 10 g, duwiht dqudp 1 ¢, Hdwuhwn 10 ¢, bwwnphnwh pinphn 10 g, $bung Yuwipdhp 0.025 q,
wqup 15 g (hwdwéwju FOUS 10444.8-88/2013-h wwhwugltinh): Mhunwubijhnipjwl dwdlytinu wnujwuqu
70%-h wnywjnyentt dwinwlwpwpdwl wwhh, punhwunip dwdybnp' bwqugnyup' 3 wnwph,
gnpdwnpuwtiwiht hipdtnhy thwebpwdnpdwdp' wnwybjwgnyup 0.5 Yg Yondwdpny U gnpdwpwitiwht
whwnwlwynpnuwing (hwdwdwy 1SO 18113 gwpph unwlnwpuntiph wwhwugh): Mwpwwnhp bu*
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqiwlbpyniejwt wudwundt nt hwughbl, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubihngjwt dwdybinh hunwl upnwubpp: Laws kin vitro Yhpwndwl
dwuht tgnwip Yud unyuwlwuwgdwt pugnighs wyp dhengutin, op.' Yuwnwingwiht hwdwn, wwpwph
hwdwp: udpwpwtwlu wdpnnoniejwdp |huh dhwinbuwly (dwdltnh, wpnwnpnnh b hwpbipwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwjwunwghp,
gnpdwnuwlwu punypwgnptinh thnpdwpltniejwl wpnyniuputin: Upnwnpniyejniut niubuw ubpnpwsd npulyh
Ywnwywpdwt hwdwlwnpg' npuyht ubipyujwgynn dhowqguihtt hUO unwunwpunubpht hwdwwwinwufuwl
(SO 13485, 9001, CE l/ywd IVD):

g

0.50
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Mnjhdhpuhtwjht hwybnd' Pughinw
gltiptinw wqwph hwdwp

Lwlwphnunhywjht hwytnd B bwfuwnbugws B. cereus-h punpnnuijwt wébgdwt wqwpht wybjugdwu
hwdwp: T upduyp bwhiwnbudws £ 90-100 0 dhowywiph hwdwp, punwnpnygyniup’ Mnjhdhpuht P-
unybwn, jnipwpuwitignip upduilynud 10 000 ED: Lnidnud bu 5 J) dwupbwqbind pnpwé gpnud:
Mhwnwubhnejwl dwdybint wnudwuqu 70%-h wnlwjnyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybnp ujwqugnyup' 2 tnwph, thwebpwynpnwip’ hbpdtunhly wwpwubpnyd, gnpdwpwuwihu hepdenhly W
gnpdwpwiwht whnwlwdnpnuwing (hwdwawju 1SO 18113 gwpph unwunwpwnubiph wwhwgh): Mwpunwnhp
bU' fudpwpwuwyh dwdlwahpp, wpnwnpnn juqdwlbpyniejwt wudwunwu ne hwugb, wpnwnpnnh
Ynnihg wpunwnpdwt wduwpyh b wyhunwubihnyejwt dwdytinh hunwl ugnwdubpp: Ladwsd k in vitro
Yhpwndwl dwuht ugnudp 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 thnpdwpluniejwl wpryniuputip: Upnwnpnyginut ndubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht uipyujwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (1SO 13485, 9001, CE L/ywd IVD):

upduy

10.00

p. bpluwt, HUwywu, 37
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Lbnw-kuynyhtwht wqwph hhdp'

uwwnphnuih wghnny

Luwluwwnbudws  Bunbipnynybph hwdwp' npubu viwpptipuyhs dhowydwp: <ndngbu ntinuwyniu thnoh k:
Pwnuwnpniejniup' Yugbhth hhnpnihquin, Yeunwuh hinudwsdph whuwwnhl tthnwy, fudnpuutwht
Indwdqyudp, Oxgall, uwwnphnuwh pinphn, kuynuyht, plweh wdnupnud ghunpwwn, bwnphnwh wghn, wqwp:
Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnie)niu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' Ujwqugnyup' 4 tnwph, gnpdwpwtiwiht hipdbnhy hwpbrwynpdwdp' wnwybjwgnyup 0.5 Yg

Mupwnwnhp bb* fudpwpwliwlh dwdywghpp, wpnwnpnn Yuqiwlbpynipjwl wujwunw nehwugbl,
wpnwnpnnh Ynndhg wpnwnpdwt wduwedh b whunwubihnyejwt dwdytinh hunwly ugndubipp: Lodwsd | in
vitro Yhpwndwt dwuht Upnwip Ywd unyuwlwwgdwl pugnighs wy) dhengubip, op.' juwwwnguiht hwdwp,
wypwuph hwdwp: udpwpwtwlu wdpnnoniejwdp |huh dhwnbuwly (dwdlybinh, wpnwnpnnh b
thwpbipwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn npwlyh
hwjwuwnwghp, gnpdwnuwlwu punyewgnpbiph thnpdwptuniejwl wpnyniuputin: Upunwnpnigniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO unwunwpunubphu
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

Yondwdpny b gnpdwnwiwiht whinwhwynpnuing (hwdwdédwju 1SO 18113 wpph unwunwpubph wwhwugh):

g

1.00
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Ujwubig-Pwpunh wquiph hhdp

Luwfuwwnbudws E dbdppwuwiht $hpinpdw dbpnnny Eunbpnynytph hwadwpldwt bW nmwppbpulydw
hwdwp: Pwununpniejniup' Sphywning - 20.0, npndwjht dqwép 5.0, gyniynqui - 2.0, Yuihnuwh
hhnpn$nudwin - 4.0, uwwnphnuwh wghn 0.4, TTX - 0.1, Ugwp 10 - 15 q (hwdwdwju hUO 7899-2:2000-h):
Owfuup' 41.4 - 46.5 ¢ thnph 1000 U} pnpwd ophu:

(Thermo Scientific, HiMedia, Merck, Sigma-Aldrich wd hwdwpdtip): Mhunwubihniejwl dwdltint wnujwqu
70%-h wnywynyejnit dwinwlwpwpdwl wwhht, punhwunip dwdybnp' ujwqugnyup’ 4 tnwph,
gnpdwpwwht htpdtnhy thwpbrwynpdwdp' wnwybjwgnyup 0.5 Yg Yondwdpny b gnpdwpwwht
whwwlwynpnwinyg (hwiwawju 1SO 18113 swpph unwlnwnuutiph wwhwgh): Mwpwwnhp bu*
fudpwpwtwlyh dwdlwaghpp, wpunwnpnn juqdwlbpyniyejwi wudwunwiu nhwugbt, wpnwnpnnh Ynndhg
wpunwnpiwt wduwpdh b whunwubihnyejwt dwdybnh hunwly ugnuiubipp: Lagws E in vitro Yhpwndwu
Jwuht ugnuwip ud unyuwlwtwgdwl jpugnighs wy) dhongutip, on.' funwingwiht hwdwp, wwpwuph
hwdwp: udpwpwtwlu wdpnnoniejwdp |huh dhwnbuwl (dwdytinh, wpunwnpnnh b hwpbpwynpdwl
wnnuwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtuwyht ubplujwgynn npwyh hwjwuwnwghp,
gnpdwnuwlwu punypwgpbiph thnpdwplunyejwt wpnyniupubn: Upnwnpnie)niut niubuw ubipnpdwd npuyh
Ywnwywpdwt hwdwlupg' npuwyht uipyujwgynn dhowqguihtt hUO unwunwpuubpht hwdwwwunwufuwl
(IS0 13485, 9001, CE L/ywd IVD):

g

2.00

p. bpluw, YUwywu, 37
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Unphutipwyubiphwubiph wébgdwu W
hwjinuwpbpdwu <njjh dhowywyph hhdp

<ndngbt pwg-nbnuwyniu thngh k, bwhuwwnbudws Ynphubpwlnbphwubph punpnnuywt wébgdwu hwdwp:
Pwnuwnpniejniup’ 1000 U] wwwnpwuwnh dhowduypnud.

Ybunwuh hjnwuywdph whwwhy dqusép 10 g

Uuwjhtu dqyuwdp 10 ¢

Luwwnphnuh pinphn. 5 ¢

Uquwip 15q:

Muwwnpuwuwnh dhowywjpp wwhwugnud £ 5% wpjwt b Yuihnwh nbniphnh wybjwugnud:

Mhwnwbihnipjwt dwdljbnp’ wnuduqu 70% h wnuwine)ni dwnwwpwpdwt wywhht, punhwunip
dwdybnp' Ujwqugnyup 2 tnwph, thwpebipwynpnuip’ htpdtwhly hwldws, wnwybjwgnyup 100 gpudwing
wnwpwubpny:

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

Cwdwwwwnwufuwuh npwlht ubpywjwgynn dhowqquiht hUO unwunwpwntbipht U/ wd niubuw npuyh
hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwlht ubpluwjwgynn hwjwunwghp): ludpwpwuwyp
wdpnngnipjwdp |huh dhwwnbuwl (dwdytnh, wpnwnpnnh b hwpbpwynpdwl wnnwing):

ba

0.10

p. bpluwt, YUwywu, 37
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Utithuguynluyht wquwn' |huyndhght
hhnipnpinphnh hwluidwtptuht ntinh
upjuwlubph hwybnuing

Lpwluwqdp punugws E Yhg hwybdws 1.2-nwd pipdué wwypwupubiphg, npnup twhuwnbudwsd Gu Uunignn
dhowdwjpp twhuiwwnbudwsd £ YEbuwpwuwlwu unyehg dbuhuquiynybnh wugwundwu b wakigdwl hwdwp:
Quihwpwduh ghup duwynpynud £ hwdbdws 1.2-h wwypwtptbph punhwinip wpdtph hutipugnuduwpny:

Cuybjus I.Z-E fwpynud | quwht upwdwublh dwu: Fudwt dwudwuwlwgnygny

1 ! el 2Wr
1 Sits b b bk s 1

uwhdwywé ynipuipwtigynip o Jupwy jtnh fudpupwtiwyj jupwpnidp whnp £
hpwlwuwgyh dhwutwlwt: Uwutwlgh Ynndhg bupwlbntiphg jnipwpwitigniph dwuny quuyht
guipl subipluywuguby l|lull ubpluywgyws Yubpnud hhpwhhmhphg nplh dGYh dynwpt

uipy

I RJwl (Wwhwugynn funnipyniup, pwtiwlp b wyib) nbwpnud hwynp unyl
2uu|1lupludl||1 pnlnp hhpwaﬂnhph dwuny dhp&t[nuil;
jupwpynn wuyputiph wizhy-wuputipugpbipp wyhnp | ubpluyugykl hudwyy fuwt

Fadbdus Endwé sotknh awbbh
{1 ws 1.2-nud plipd; ypwtipibiph guitil}

Inwluwqd

1.00
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Gwdwhppwlwnbip Ywd Mpbunnt wqup'

Ywdyhnpwlnbp Yud Mpbunnt
wawnh hwybnuing

Lpwlwqdp pwnlugws E Yhg hwydbigws 1.3-nud pipdwd wwypwupubiphg, npnup wfuwnbujws Gu
Yudwhnpwlnbphwubiph ubEynhy wugwndwt wquph hwdwp:
Quipuipwdth ghtip Suwdnpdnid & hundbidus 1.3-h wiypwpbnh punhwnip wndbph hutipugnudupn

Cwybpws 1.3-p hwdwpynud | quwght Quuy ',: 1 fwublh dwu: Fudwt dwdwiwlwgnygny

! P

1 P hkmh b, twlh o 1

uuhdutidwd jnupupuwlisni dunuwlupuy jbin fudpup pupuwpnuip winp &

I Tt 1h «} PO

hpwhwtiwgdh df juit Uwuhwllghllmll‘hghhpwllhmhnhgjmnwewhumnhdwumlqhwlhh
guinl stbpuywgbys hwd“. '. jugdus ubpnud Bupwlbinbiphg nplh d&4h dnuaht

uipy

RJwl (Wwhwgynn funnipyniup, putiwlp b wyib) nbwypnud hwynp unyl
iuuhwpwdllh pnlnp hhpwqhmhph dwuny I.Ilin&t[m.dl;

1KY b, I

1 wypwiph Cwzhy-wypwpwgpbipp whwnp k ubpluyugy i I

hlul[hu[wb] 3 nui pEpdwé wypwupubph gwyh:

Inwluqd

1.00
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Ywduhnpwlnbp Yud Mpbunnt
wpquuwy' Ywdyhnpwlubp ud
Mpbunnt wpquuwyh hwybinwing

Lpwlwqdp pwnlugws E Yhg hwydbigws 1.4-nud pipdwd wwypwupubphg, npnup twhuwnbujws
Yudwhnpwlnbphwubph ubGyunhy wugwndwt wpgwuwlh hwdwp::
Quithwpwduh ghtip Sbudnpdnud | hubyus 1.4-h wupwbiptibph pghwtne wpdbph hutipuignidupm;

Cwybws 1.4-p hwdwpymd  quwght owplyh wupwd "I: dwu: Fudwt dwdwiwlwgnygny

ell

1 ot . 1

uuhdutidwd jnupupuwlignig dunuwlupuy Jbinh fudpuwputiulh dunwlupupnudp ybnp &

I Lt 1h i} P

hpwywtwgyh df jwu: Uwutiwlgh Ynnihg tupwltinbiphg jnipwpwiigniph dwuny quwyht
uipl subipluyuguby hwd“. '. Juglus Yubpnud bupwltinbiphg nplh dkYh dynwht

Quipyubr

Rywl (w 9unn fuwnipyniup, pwuwlp b wyi) nbypnid hwynp uny
iulll‘lulplud!ll‘l pnlnp hhpwqhmhph dwuny dhpd’t[m.d k:

U jwpwpynn wuypwiph Lwahy-wypwpwgpbpp whup kubpl 1 i I

hwybws 1.4-md pipjwé wypwupubph gwulh:

[nwljwqd

1.00
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Stipuhupnqujht ubilnhy wpquuwyh
hhdp" hwbnuing

Lpwluwqdp punugws E Yhg hwybdws 1.5-nud pipdwd wwypwuptiiphg, npnup bwfuwnbiujws bu
ultnwdptipph U Yihuhlwlywu wnyeh udniubipnd jEpuhupwubph hwpunwgdw hwdwn:

Quihwpwduh ghtp duwdnpyeud £ hwdbpdws 1.5-h wypwiptbiph puhwiing wpdbiph hwtpugnuiwpny:

& 1.5-p hwdwpynud £ quwyht ownlh wupwdwubih dwu: Fudwt dwdwbwlugnygny

p

sty dwshEmb b, b s 1

uwhdwuydws jnipwpwggnip @ Yur jwpwpnuip wyhwp |
hpwywiwgyh shwutwlwi: Uwutwlygh l|nq|ihg hhpwqhmhphg jmpwgwugmph dwuny quuht

guipy subipluyuguty liwt‘“ Yuywgyws guplubipnud Bupwltinbiphg nplh dEYh dynuhts
Pjwt (ywhwugynn funnipjnitup, pwtwyp b wyjt) nbypnid hwjnp uny
2u1l|1wpwdl||1 pnlnp hhpwqhmhnh dwuny depdynud k:
u jupwpynn wupwiiph Swzhy-wypwipwgpbpp whnp £ ubpluywgyby hudwy fuwt
hwybwé 1.5-n1d & upubip} ulyf

194! PanY! i RUGpY dl

Inwlyuqd

1.00

p. bpluwt, YUwyw, 37
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Lhuwnbiphwubph hwpuinwgdwu $Spbijgbip

wpqwwyh hhdp' hwybnuiubpny

Lpwluwqip punugws E Yhg hwybjwsd 1.6-nd pipdwd wwypwupttiphg, npnup bwjuwwnbujwsd Gu
utunwdptipph U Yihuhlwlywt unyeh udniubipnud hunbphwubiph hwpunwgdwt hwdwp:

Dunk Jt1h

hwipwdth ghtip slwdnpunud £ hudbidws 1.6-h wupwbiptbph pighwbing wpdbph hubipugnudug
Qo 1.6- hurupunid £ qugbls whugwplh wbpuwdubbgh duu: Hudut dudubulugnygny
uwhdwtws jnipwpwiigynip § Yupwpiwt dwdlbnh judpwpwtwyh § Ywpwpnuip whwp £

I Lt Ih ot PR

hpuy gyh u} jwt: Uwutwlgh Ynnidhg bupwlbnbphg jnipupwigniph dwuny quughu
puiny subipljuywgibyng, Yuid uby '. jugquws wnwgwpliubpnud Bupwltinkphg nplth dljh dynwht
uhwd fluwunipjwt (ywhwugynn funnipjniup, pwtwyp b wyju) nbypnid hwjnp unyu
2w|hwpwdbh pnlnp hhpwl{hmhph dwuny dhpdl[nul' E:
u jupwpynn wyputiph Cwzhy-wuputipugpbpp whnp | ubiply {bu hwdwiy fuwt

hadbidws Endud otbnh awbbh
TR 1.6'““’., L) L = o A

Inwluwqd

1.00

p. bpluwu, Y.Uwywu, 37
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OXFORD wquwph hhdp |huntiphwutiph
wébgiwu hwiwp' hwytinwing

Lpwlwqdp punugws k Yhg hwybjwd 1.7-nud pipduéd wwpwupubinhg, npnup twfuwwnbudwd Gu
uttnwdptipph U Yihuhlwlywt wnyeh udnipubipnud hunbiphwutiphh punpnnulywt webgdwu b wpwg
hwjinuwpbpdwu hwdwp

Quuhuspuiduh ghtip aluwdnpdnud & hubywd 1.7-h wepubpbbph puphutniy wdbph hutpugniduy
Qwybiy L17|1 fwpynud | guught gwplh wupwdwubh dwu: Q'udl.u'udl.utiw!uuhwgmjgnl[
uwhdwuydws jnipwpwginip & Yur Jwu dwdlbwnh fud ‘uwlh o Yupwpnidp whwp k

I Lt Ih ot PR

hpwhwtwgdh df juti: Uwutiwlygh llnndhg h!'rawllhmhnhgjmnwewuumnh dwuny quuyht
ouipy subipl ubiy liwd“.'. ) J: ubipnud Bupwlbinbiphg nplh dkyh dniaht

2upy

trhan hit u (wut

R 9ynn funnipyniup, pwtwlp b wyju) nEypnid hwynp unyu
éwawpwdhh pnlnp hupmlﬂimhph dwuny dtpdymd k:
u jupwpynn wypwtiph Cwzhy-wuipubipugpbpp whnp | ubpluyugybl hudwy fuwt

hardbidws Endwd sntbnh awbbh:
Ll 1'7-"““rll Ll A L4 hll

Inwljwqd
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PALCAM wquwph hhdp |hunbiphwutiph
wébigdwu hwdwn' hwybnwing

Lpwlwqdp punugws £ Yhg hwybjwd 1.8-nud pipdwd wiwypwupubiphg, npnup bwhuiwwnbudws Gu
ulunwdpbipph U Yihuhlwlywt unyeh udnubpnud hunbphwubiph punpnqujwt wébgdwl b wpwg
hwjntwpbpdwt hwdwp:

Quihupuduh Ghup sluudnpdnud & hugydws 1.8-h wupuipbibph pnhuwtniy wndbph hubipugnduy

<wl[l=[t[u|618|3 fwpynud | guught gwplh wupwdwubh dwu: Qlldwhdwliw!lwhwgmjgnl[
uwhdwuywé jnipwpwgynip & Jwi dwdlbwnh fud ‘uwlh o Yupwpnudp whwnp k
hpwywiwgyh shwutwlwi Uluuluul|gh l|nrlllhg hupwhhmhphgjmpwgwugmph dwuny quught

gl sbpluugubins, Yund Wapljuyugud wnguplutpnud Eupulsunbphg nnh dklh dnuuhl
uhwd fuwt U (ywhwugynn funnipyniup, pwtwyp b wyju) nbypnid hwjnp uny
2uu||u.|pwdh|| pnlnp hupmlﬂimhph dwuny dtpdymud k:
U wnnuwlupuipinn wuipuitiph Swhy-wuputipugptpg whinp & bbpluyugdbt hudwsunwufuwt
hwybjjwé 1.8-nud & upubip} ulh:

194! PEnY! Jl RUGRN gwayr

[nwljwqd
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ALOA ppnungb wquwph hhdp
(huinbphwubiph wébkgdwu hwdwp
(wquwph hhdp puin Ownwidhwup-
Ugnuwnhh)" hwybnuiubpny

Lpwluwqdp punugws E Yhg hwybdws 1.9-nud pipdwd wuwypwupttiphg, npnup twjuwnbujws Gu
ulunwdpbipph U Yhuhlwlywu wnyeh udnubpnud hunbphwubiph punpnquwt wébgdwt b wpwg
hwyinuwpbpdwu hwdwp

Quithwpuidth ghtip Shundnpinud & hutiws 1.9-h wwypwtipibph pighwtineg wpdtph hubipwgnudur
Cwrgbpws 1.9-p hwdwpynud | quuwght owplh wupwdwubjh dwu: Qmituudwdlullwaugmjgm{
uwhdwuydws jnipwpwggnip @ Yur fwu dwdlbwp fug uwlh o Yupwpnuip whwnp £
hpwjwiwgyh dhwutwluw: Uwutwlygh l|nqlihg hhpwhhmhphgjmpwawhgmph dwuny quwghu

puipy subipluyuguby liw““' jugywd wnwgwplubipnud kupwlbnbiphg nplh dkyh dnwht
uhwd fluwtnipywt (ywhwgynn funnipiniup, pwtwlp b wyjt) nbypnid huwynp uny
2u|l|1u|pludl||1 pnlnp hhpwqhmhph dwuny depdynmud k:
U ph Swighy:

jupwpynn Jl

1 [T A— it

ipwtipwgpbipp whup k ubplujwgyl | I
hwybws 1.9-md pipus wquwbghhph gwtlh:

1

Inwlyuqd
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Ppndphdninuuwnywu hunhluwwnnp

hpbiuhg ubipluywgunud £ ubipywuynye, npp Yhpwnynid £ dwupbwpwtwlwl wpnpwnphwubpnud uinignn
dhowjuwjptiph wwwnpwuwndw dbg' npwtiu predw-hhduwihu hunhywwnnp, hugh piypnd wugnuwwht
dhowlw)pp tnwwnwuynud | pH 5.8-hg (ntinht) dptgk pH 7.6 (Yuwnyw): Ywpnugnyu-dwunipwlwgnyu unipp

Nubtw wpuwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn npwyh hwjwuwnwghp: Pwpbpwynpnuip
qnpdwnpuwitiwiht’ dwdltinutiph hunwy upnuwiubipny:

pinipbinwiht thngh £, phdpwlw pwtwdalp C27H28Br205S: Pwptipwdnpdws k10 - 25 g-wung upjulubpny:

200.00

p. bpluwy, “YUwyw, 37
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SHhgtipht pdlwiljuit
(UhypnyEuuwpwtwljui)

Opgwtwlwt dhwgnpjnt k, Enwwinnd uwhpuntbph wdbtwwwng ubpyuwjwgnighsp' C3H5(0H)3 pwiiwaliny:
Uy dwdnighly pwithwighly htinndy | pwngn hwidnd: Ny pniuwdnp, h tiwppbipnueniu, opptiwy, widbtwwwng
tpyhhnpwihtu uyhpnubph, wugnyt, wuhnw, dwdnighy htinnwy £: Shgliphuh ogunwgnpddw ninpunp
pwquwqut £ ubinh wpryniiwpbipnigntt, Stuwfunnh wppyniuwpbipnieniy, EiGunpnuwht Sfuwfunw,
pdolwlwt wpnyniuwptipniejniu, Jwgnn dhongutinh L Yynudbinhuwh wpuwnpniejniu, gyninwinuntiunyeni,
wbipuwnhy, pneh U Ywadh wpnyniiwpbipnie)nit, wiwundwuuw, ubpybph W jwph wphyniuwpbpngeniu:
Uwupbwpwuniejwu dbg qhgbiphtut wwwhndnuwt £ pwlunbiphwutiph tplupwdwdybn ywhuwwunw wybh
pwpén stipdwuwnhwutbipnut' -20-hg -80 °C dhowlwypnwd: Fhglinhup YEunwuh opguuhquutiph
unipwithnfuwtwlniejw gnpdpupwgh Yuplnp pwnwnphs b Wu ogunwgnpdynud | wuwkpnp
dhypnopgquiuhqutibiph wékigdwt b wwhwwudwl hwdw, bwl' nputu hhdp Ynphubipwlnbphwutiph
hwyinuwpbpdwu dhowdwyph ghgbiphuwht fuwnunipnh ywnpwuwndwt hwdwp: NMwhywudwu dwdytnp
duwunwwpwpdwu dwdwtwl ng wwlwu, pwt 70%: gnpdwpwuwjht hwpebpwynpdwdp b dwludwdp (hUO
18113 ubiphwjh unwunwpuubiph Wwhwugutiphtt hwdwwwnwufuwt): Mwpnwnh BU* fudpwpwtwlyh Ynnp,
wpunwnpnnh wujwunwp b hwughbl, wpunwnpniejwt Bplhpp, wpnwnpnieywu wduwphyp W
whwwubhnyejwu dwdltinp:

ap

1,000.00
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Sphwwnnu

Sphywint' ugbhtup wwuyptiwwhy hhnpnihquin' bwuwnbudws £ utingnn dhowdwypbiph Yuqdnud npuytu
uunignn ujnietipnh hwpnwwn wnpjnip:

Mhwnwubhnejwl dwdybint wnudwuqu 70%-h wnlwjnyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybwnp' ujwqugnyup' 4 tnwph, gnpdwpwwiht hbpdtnhy hwebpwynpdwdp b gnpdwpwuwhu
whwnwlwynpnuing (hwdwdwju ISO 18113 owpph unwunwpwnubiph wwhwgh): Mwpuwnhp bu'
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqdwlbpyniejwt wudwunwdt nt hwughbl, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubihnigjwt dwdybinh hunwl upnwubpp: Laws Ein vitro Yhpwndwl
dJwuht ugnudp Yud unyuwlwtiwgdwl jpugnighs wy) dhongutip, on.' fuwnwinguiht hwdwn, wwpwuph
hwdwp: udpwpwtwlu wdpnnoniejwdp |huh dhwinbuwly (dwdlbnh, wpnwnpnnh b hwpbpwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipluywgynn npwlh hwwunwghp,
gnpdwnuwlwu punipwgnbinh thnpdwplniejwl wipnyniupttin: Upnwnpniginiut niubuw ubpnpdwsd npulyh
Ywnwywpdwt hwdwlwnpg' npuyht utipyujwgynn dhowqguihtt hUO unwtnwpuubpht hwdwuwwunwufuwl
(SO 13485, 9001, CE l/ywd IVD):
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Uwy-Ynulyh wqup

Swppbipwyhs punpnnuwt utnignn dhowywp | bwfuwnbiujws gpudpwguuwlwt Eunbipnpulutiphwutiph
hwjintwpbpdwt b unyuwlwuwgdwt hwdwp: bplkuhg ubiplujwgunud £ dwup hwnhluwynp, pug nbintwyniu
qgnylh |nwwqquyniu tngh:

Pwnunpnipjniup’ dawnhth wwulypbwwnhly hhnpnihquin, wljung, bwwnphnwh pinphn, whwwnuwhu
fuwnunipn (duwjhtu b Yuqbhuwht), Enweeniutinh wnbip, pnipnuiht dwunpwlwgnyu, skqnp Ywupdhp,
dwupbwpwlwlywl wqup:

Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' ujwqugnyup’ 4 nwph, gnpdwpwwiht hbpdtunhl hwebpwynpdwdp b gnpdwpwuwhu
whwnwwynpnuwing (hwdwdwyt 1SO 18113 owpph unwlnwpwnubiph wwhwgh): Mwpwnwnhp '
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqdwlbpyniejwt wudwunwu nt hwughbl, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh U whunwubihngjwt dwdytinh hunwy upnwdubpp: Laws kin vitro Yhpwndwu
dwuht tgnwip Yud unyuwlwuwgdwt pugnighs wyg dhengutip, op.' funwingwjht hwdwn, wwypuwuph
hwdwp: udpwpwiwlu wdpnnoniejwdp |huh dhwinbuwy (dwdytnh, wpnwnpnnh b hwpbipwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipyujwgynn npwlyh hwjwuwnwghp,
gnpdwnuwlwu punypwgnptinh thnpdwpltniejwl wpnyniuputin: Upnwnpniyejniut niubuw ubpnpwsd npulyh
Ywnwywpdwl hwdwluwnpg' npwyht ubplujwgynn dhowqguihtt hUO unwlnwpnutipht hwdwuwwnwufuwl
(SO 13485, 9001, CE L/ywd IVD):

g
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TSB wpquwy

Ng punpnnuwt uunignn dhowdwp b bwhuwnbujws wwhwugynn b ng yuwhwugynin dhypnopquithqdutiph,
wyjn pyn bwlb wuonwlywgubph L uuytiph hwjnuwpbpdwi/wugwndwt hwdwp YEluwpwuwlwt b ng
YEuuwpwuwlwu unyeh udnipubipnul: hpbuhg ubiplyuwjwgunad | dwup hwnhuynp, pwg nbnuwyniu gnyuh
\nwwqgwyntu thngh:

Pununpnipniup’ niphwjunnt (Yuqbhh wwypbwwnhly hhnpnihqun), unjwh wunhly hhnpnihquin,
quniyng, uwwnphnuwh pinphn, Yuihnwh hhnpnnu$un:

Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnigniu dwnwlwpwpdwl wwhhu, punhwunip
dwdlytinp' udwqugnyup 4 nwph, gnpdwpwuwiht hbipdbwnhly hwebpwynpdwdp b gnpdwpuwtwihu
whwnwwynpnwing (hwdwdwju 1SO 18113 owpph utnwunwpwnutiph wwhwugh): Mwpuwnhp Gu'
fudpwpwtwlyh dwdlwaghpp, wpunwnpnn juqdwlbpyniyejwi wudwunwiu nhwugbt, wpnwnpnnh Ynndhg
wpunwnpiwt wduwpdh b whunwubihnyejwt dwdybnh hunwl upnuubipp: Ladws E in vitro Yhpwndwu
Jwuht ugnuwip ud unyuwlwtwgdwl jpugnighs wy) dhongutip, on.' funwingwiht hwdwp, wwpwuph
hwdwp: udpwpwtwlu wdpnnoniejwdp |huh dhwnbuwl (dwdytinh, wpunwnpnnh b hwpbpwynpdwl
wnnuwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtuwyht ubplujwgynn npwyh hwjwuwnwghp,
gnpdwnuwlwu punypwgpbiph thnpdwplunyejwt wpnyniupubn: Upnwnpnie)niut niubuw ubipnpdwd npuyh
Ywnwywpdwt hwdwlupg' npuwyht uipyujwgynn dhowqguihtt hUO unwunwpuubpht hwdwwwunwufuwl
(IS0 13485, 9001, CE L/ywd IVD):

g
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Luhuh (EMB) wqup

Swppbpwyhs punpnnuwu utngnn dhowywyp £ bwjuwwnbudws Escherichia coli-h  hwyntwpbpduwt W
unyuwlwtwgdwu hwdwn: bpkiuhg Ubiplujwgunud £ dwup hwnhlwynp, pwg ninuwyniu gnyup
|nwwqguiyniu thnph:

Pwnuwnpniejniup’ dewnhth wwuypbwwhy hhnpnihquin, Yuihnwh deynbnuudws $nubwn wqun,
|\wlwng, Enght Y, dbphibu uwnywn:

Mhwnwubjhniejwl dwdybint wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybwnp' ujwqugnyup' 4 tnwph,

gnpdwpwlwihu hipdnhy thwebpwdnpdwdp b gnpdwpwtwht whunwywynpnuwing (hwdwdwju ISO 18113
owinph unwunwpuubph wwhwgh): Mwpunwnhp BU' fudpupwuwyh Swdlwghpp, wpnwnpnn
Yuqdwybpwnipjwt wudwunwdu ne hwughb, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W
whwwubhnyejwu dwdljtinnh hunwly upnwiubipp: Lows k in vitro Yhpwndwl dwuht upnwip Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutip, on.' Yuwnwingwiht hwdwn, wwpwuph hwdwp: ludpwpwtwlu
wdpnngnipjwdp |huh dhwnbuwl (dwdytinh, wpnwnpnnh b hwebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubipyuywgynn npwyh hwwuwnwghp, gnpdwnuwlwt punyewgnpbph
thnpdwpiunipjwl wpnyniupttin: Upnwnpnigniut niubtw ubpnpdwsd npuyh junwdwpdwt hwdwlupg'
npwlht ubpyuywgynn dhowqguihti hUO unwunwpnubpht hwdwwwunwufuw (ISO 13485-2017, 9001-
2015, CE W/ywd IVD):
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Pseudomonas P wqup (Y4hug U wqup)

Swppbipwlyhs punpnnuwu utunignn dhowywp | bwfuwnbiujws whnghwuhuh hwjntwpbipdwt dhongny
Pseudomonas aeruginosa-h hwjntwpbpdwt b unyuwlwuwgdwl hwdwp: hpkuhg Ubiplujwgunud | dwup
hwwnhlwynp, pwg nbnwyniu gnyup nuwqguniu thngh:

Pwnunpnipjniup’ dajwnhtuh wwulypbwnhly hhnpnihquin, dwquhnwh pinphn, Ywihnwh ung$wn, wqup-
wquwp (puwn hUO):

Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' ujwqugnyup 4 tnwph, gnpdwpwwiht hpdbnhl hwpbpwynpdwdp b gnpdwpwwht
whwnwwynpnuwing (hwdwdwy 1SO 18113 gwpph unwlnwpwnutbiph wwhwgh): Mwpunwnhp '
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqdwlbpyniejwt wudwunwu nt hwughbl, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh U whunwubihngjwt dwdytinh hunwy upnwdubpp: Laws kin vitro Yhpwndwu
dwuht tgnwip Yud unyuwlwuwgdwt pugnighs wyg dhengutip, op.' funwingwjht hwdwn, wwypuwuph
hwdwp: udpwpwiwlu wdpnnoniejwdp |huh dhwinbuwy (dwdytnh, wpnwnpnnh b hwpbipwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipyujwgynn npwlyh hwjwuwnwghp,
gnpdwnuwlwu punypwgnptinh thnpdwpltniejwl wpnyniuputin: Upnwnpniyejniut niubuw ubpnpwsd npulyh
Ywnwywpdwt hwdwlwnpg' npuyht ubipyujwgynn dhowqguihtt hUO unwunwpunubpht hwdwwwinwufuwl
(SO 13485, 9001, CE L/ywd IVD):

g
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Stwnphdhnny wquwph hhdp
(Pseudomonas Selectice Agar Base)'
punpnnuluwt hwybnwing

Lpwlwqdp pwnugws E Yhg hwydbigws 1.13-nd pipdué wwypwuptbiphg, npnup twhiwwnbudwd Gu
Pseudomonas aeruginosa-h wugwundwt b unyuwlwuwgdwl hwdwp:
Quipuipwdth ghip Buwdnpdnid & hundbidud 1.13-h wypupbth punhunp wndbph hutipugndupn

Qwybws 1.13-p hwdwpymd £ quwght ownlh wupwdwubjh dwu: Fudwt dwdwuwlugnygny
uwhdwudws jnipwpwgnip @ Jwpur jbnh fudpwpwuwyh o Yupwpnuip whwnp £
hpwluwt Jh dhwutwlwi: Uwutwlgh Ynndhg upwybubphg jnipwpwtgniph dwuny quwghu

ouipl shbpluyugtbint, ud bbpluyugud wnwouplubpnul bupwlnbphg nplth dklh dniuht
' I Pjw (y ugynn fuwnnipyniup, pwuwyp b wyju) nbypnud hwynp unyt
swihwpwduh pninp Gupwlbnbph dwuny depdynid k:
Vwwnwlwpupynn wuyputiph Cwizhy-wypwpwgpbipp whinp k ubpluywgdbt hwduwwy fuwt
hwybws 1.13-nud ppdwé wypwupubph gwulh:

Inwljwqd
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SCDLP wqup

Ng punpnnuwt uunignn dhowdwp £ bwfuwwnbujwsd Ynudbinhly dhongubipnud uwuhunwpwluwu
Upwuwynie)ni niutignn Yeuunwly dwuptubiph wnlwjnuyejw npnpdw, dwlbpbuubph, uwpptiph
uwUhnwpwlwt Buldwt wpyniiwybungejwt npnadwt hwdwp: bptuhg ubiplujwgunwd £ dwup
hwinhlwynp, pwg nbnuwdniu gnyuh nwwqgquyniu thngh:

Pwnwnpnipyniup’ Yuqbihuh hhnpnihqun, Yeunwuwluwu hinwdwdph wbwwhly hhnpnihquin, bwwnphnuih
pinphn, aghuht, SYhu-80 L wquip-wqup:

Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnieniu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' Ujwqugnyup 4 tnwph, gnpdwpwwiht htpdbnhl hwpbpwynpdwdp b gnpdwpwwht
whunwwynpnuwing (hwdwdwjt 1SO 18113 gwpph unwlnwpwntbiph wwhwgh): Mwpunwnhp '
fudpwpwtwyh dwdlwghpp, wpunwnpnn Yuqdwlbpwniejwt wujwunwdu nt hwughbl, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpedh b whunwubihnejwt dwdytinh hunwy upndubpp: Lagws kin vitro Yhpwndwu
dwuht tgnwip Yuid unyuwlwuwgdwt pugnighs wy) dhengubip, op.' Yunwingwjhts hwdwp, wwpuwuph
hwdwp: udpwpwtwlu wdpnnonipjwdp |huh dhwinbuwy (dwdytnh, wpnwnpnnh U hwpbipwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipyujwgynn npwyh hwjwuwnwghp,
gnpdwnuwlwu punpwgpbiph thnpdwplnyejwt wpnyniupubn: Upnwnpniye)niut niubuw ubipnpdwd npuyh
Ywnwywpdwt hwdwlwpg' npuwyht uipfujwgynn dhowqgquihtt hUO unwunwpuubpht hwdwwwunwufuwl
(IS0 13485, 9001, CE L/ywd IVD):
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SCDLP wpgqwuwl' Sphujwnhy unjwih
\tighwnhuny L tndhuny wpquuwy

<bnnuy dhowdwyp ' bwfuwinbuws uwthnwpw-dwiupbwpwuwlwl, win pynid Ynudbiphly dhongubiph
Jwupbwjht pwnuplydwt npnadwt hwdwp: Punwnpnieniup’ Yuqbhtuh hhnpnihquin, Yeunwuh hnwdwsdph
whbwwnhy dqwsdp, twwnphnuh pinphn, Ywihnwh $nudwin, nbipuinpng, |kghinht, ynhunppwn ud ngdhu
80: Mhwnwubijhnyejwl dwdytint wnujuqu 70%-h wnlwynyejnit dwnwlwpwpdwl wwhhu, punhwunip
dwdlytinp' ujwqugnyup 4 nwph, gnpdwpwuwiht hbipdbnhly hwebpwynpdwdp b gnpdwpuwtwihu
whwnwlywdnpnuing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph wwhwugh), wnwybjwgnyup 0.5 Yq
Yondwsdpny: Mwpwmwnhp k' fudpwpwtwlyh dwdlwghpp, wpnwnpnn juquwlbpwniejwt wudwnwu nu
hwughl, wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh b wyhunwubijhnyejwi dwdlytinh hunwy ugnwdubpp:
Loqws L in vitro Yhpwndwl dwuht ugnidp Yud unyuwlwwgdwu jpugnighs wy) dhengubip, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwyjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinuyejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

g

0.50

p. bpluwu, Y.Uwywu, 37
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33691163

TCBS wqup

Luwfuwwnbudws k funiipwih bW LUS-Jhpphnuubiph wugwndwt hwdwn: bpkuhg ubipluwywgund £ nbnuwgniu
tpwugny thnoh: Mwpniiwynud £ 4wt wyniph hhnpnihquin, fudnphsh dqyuidp, uwfuwpnqu, bwwnphnuh
ghwnpwwn, Gpljupeh ghnpwwn, |Ennt ypbwwpwwn, bwnphnwh phnuny$wwn, twwnphnuwh pinphn,
ppndphdnjuiht Yuwnyw, phdnjwiht juwnywun b wguwp: Mhuwubhnyejwt dwdybnt wnudwqu 70%-h
wnfuynipyniu dwnwlwpwpdwl wwhht, punhwunp dwdytinp' uuqugnyup 3 nwph, gnpdwpwuwht
htipdtwnhy thwebpwdnpdwdp b gnpdwpwuwiht whnwlywynpnuwing (hwdwdwju ISO 18113 gwpph
unwlnwnuutiph wwhwgh), wnwytjwgnyup 0.25 Yg Yonwdpny: Mwpmwnhp ko' fudpwpwlwyh
Swdljwghpp, wpnwnpnn Yuqdwlybpyniejwt wudwunwu ne hwugbl, wpnwnpnnh Ynndhg wpunwnpdw
wduwpyh b wyhinwubihnyejwu dwdltinh hunwly ugnwubipp: Lodwd | in vitro Yhpwndwt dwuht ugnudp Yud
unyuwluwtwgdwl |pwgnighs wy) dhongutip, on.' Yuwnwingwiht hwdwp, wwpwuph hwdwp: ludpwpwtwlu
wdpnnonipjwdp |huh dhwnbuwy (dwdytinh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw
wpunwnpnnh Ynndhg fudpwpwtwlyht ubiplwywgynn npwlh hwjwuwnwghp, gnpdwntwlwu punyewagnpbph
thnpadwplitnejwl wpnyniupttin: Upnwnpnipniit niubtiw ubipnpdwsd npuwyh junwdwpdwt hwdwluwpg'
npwlht ubiplyuywgynn dhowqquiht hUO unwunwpnubiphtt hwdwwwwnwufuwt (ISO 13485, 9001, CE b/{wd
IVD):

g

0.25

p. bpluw, YUwywu, 37
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Enterobacter sakazakii tnwppbpwldwu
(ESIA) wqwp

Luwfuwwnbujws £ uphg U Ywpuwdebpphg Enterobacter sakazakii dwupkh wugwundw b vwpptipwldwu
hwdwp (hwdwdwju F0US hUO/3U-22964-2013 wwhwugutiph): Swiuup 1000 dj-h hwdwp 30.75 gpwd:
Pwnuwnpnipjniup' Yugbhtuh $bpdeunwinhy hhnpnihquin 7 ¢, fudnphswiht dqwdp 3 g, bwwnphnwh pinphn 5
¢, bwwnphnuwih nbiqopuptunjwin 0.6 ¢, 5-ppnud-4-pinp-3-hunnihy a-D-gqyniynwhpwunghn 0,15 q, pjniptinwjhu
dwuniwlwgnyu 0.002 g, wquwn 15 ¢: Mhunwubihnyejwt dwdytnt wnuduqu 70%-h wnlwnieniu
Jwunwwpwpdwt wwhhb, punhwunip dwdybnp' uuqugnyup' 4 twph, gnpdwpwwiht hbpdbnhly
thwpbpwynpdwdp' wnwybwgnyup 0.1 Yg Yondwdpny b gnpdwpwtiwght whuwlwynpnuwing (hwdwdawu 1SO
18113 wpph unwunwpwnutiph wwhwbgh): Mwpuwnhp bu' fudpwpwtwyh dwdywaghpp, wpuwnpnn
Yuqdwybpwnipjwt wudwunwdu ne hwughb, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W
whwwubhnyejwt dwdlyinnh hunwly upnwubipp: Lows k in vitro Yhpwndwl dwuht upnwip Yud
unyuwluwbwgdwl |pwgnighs wy) dhongutip, on.' Yuwnwingwiht hwdwn, wwypwph hwdwp: ludpwpwtwlu
wdpnngnipjwdp |huh dhwnbuwl (dwdytinh, wpnwnpnnh b hwebpwynpdwt wnnwing) b ndibuw
wpunwnpnnh Ynnihg fudpwpwuwyht ubipyuywgynn npwlyh hwwunwghp, gnpdwnuwlwt punyewgnpbph
thnpdwpunipjwl wpnyniupttin: Upnwnpnigniut niubtw ubpnpdwsd npuyh junwdwpdwt hwdwlupg'
npwlht ubpyuywgynn dhowqguhtt hUO unwunwpunubpht hwdwwwunwufuw (ISO 13485, 9001, CE L/jwd
IVD):

ba

0.10

p. bpluwt, HUwyw, 37
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<huh dhgwyuwyp jwlyningny

<nunghl, Jupnwgnyu thnpbudwt quiugyws £, bwfuwnbudwd Eunbipnpulntiphwubph Ynndhg jwlnngp
$tipdbunwgubnt hwnynyeywu nwnwitwuhpdwt hwdwp (<huh gniwynp 2wpp): Mwpniuwynud £
hunhluwwnnp BP (opwinyd uwnywn U nngnjweent) wd ppndypbgninynipunip hunhluwwnnp: Ugwph
wwpntuwynipgniup' 0.4 ¢' 1000 ) dhowywypht:

Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunip
dwdltinp’ Uwqugnyup’ 2 twph, gnpdwpwwiht hipdbnhly hwebpwdnpdwdp' wnwybwgnyup 0.25 Yg

Mwpuwnhp U fudpwpwtwyh dwdlwghpp, wpunwnpnn juqiwlbpyniejwt wudwnwu nt hwugb,
wpuwnpnnh Ynnihg wpnwnpdwt wduweyh b wyhnwubhnyejwu dwdybnh hunwly upndubipp: Logws | in
vitro Yhpwndwt dwuht Upnuip Yud unywlwbiwgdwt jpwgnighs wy) dhengutip, op.' juwnwinqujht hwiwp,
wwpwuph hwdwp: udpwpwuwlu wdpnneniejwdp |huh dhwwnbuwy (dwdltinh, wpnwnpnnph L
thwpbpwynpdwt wnnwinyg) b niubuw wpwnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwywuwnwghp, gnpdwnlwlwt puniewgpbiph thnpdwplniejwl wpryniupttip: Upnwnpnyginiut niubuw
ubpnpywd npuyh Yunwywpdwt hwdwlwpg' npuyht ubipyuwjwgynn dhowqquiht hUO unwunwpuubphu
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

Yonqwdpny b gnpdwpwiwiht whnwhwynpnuing (hwdwdéwju 1ISO 18113 gwpph unwunwpuutiph wwhuwgh):

g

1.50

p. bpluwy, “YUwyw, 37
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<huh dhgwywyp qyniyngny

<ndnght, qupnuwgnyu thngbudwu quiugqws k, uwhiwwnbudwd Funbpnpwlntiphwubph Ynndhg gyniyngp
$bpdbunwgubine hwinlyniejwu nunwitwuppdwu hwdwp (<hup gniuwynp gwpp): Mwpniwlynad |
hunhlwwnnp BP (9pwnyd Yuwnyw b nngnjweent) Ywd ppndyptigninynipunip hunhuwwnnp: Uquph
wwpniuwyniegniup' 0.4 g' 1000 ) dhowwyphu:

Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnigniu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' Ujwqugnyup' 2 tnwph, gnpdwpwuwiht hepdenhy hwpbrwynpdwdp' wnwybjwgnyup 0.25 Yg

MNuwpuwnhp bU' fudpwpwtwyh dwdlwghpp, wpnwnpnn Yugqdwlbpyniejwt wudwunwu ne hwugtt,
wpwnwnpnnh Ynndhg wpnwnpdwt wduwedh b wyhunwubhnyejwu dwdytinh hunwly ugnwdubipp: Lodwd | in
vitro Yhpwndwt dwuht Ugnwip Ywd unyuwlwwgdwl pugnighs wy) dhengubip, op." juwwnwinguiht hwdwp,
wypwuph hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwnbuwly (dwdybnh, wpnwnpnnh b
thwpbipwdnpdwt wnnwiny) b niubuw wpunwnpnnh Ynndhg fudpwpwuwlyht ubpyujwgynn npwlyh
hwjwuwnwghp, gnpdwnuwlwu punyewgnpbph thnpdwpluniejwl wpryniuputip: Upunwnpniegnut niubuw
ubpnpywsd npwyh Ywnwywpdwt hwdwlwpg' npuyht ubiplujwgynn dhowqquihti hUO unnwunwpunubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

Yondwdpny b gnpdwpwiwiht whunwhwynpnuing (hwdwdédwju 1SO 18113 wpph unwunwpubph wwhwugh):

g

1.50

p. bpluw, YUwywu, 37
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<huh dhowywyp dwuhwnny

<ndngbt, Jupnugnyu thngbudwt quugqws £, bwuwwnbudwd Eunbpnpulntiphwubnh Ynndhg dwupunp
$tipdbunwgubnt hwnyniejwu nwunwuwuphpdwt hwdwp (<huh gniuwynp gwpp): Mwpniuwynud £
hunhluwwnnp BP (opwinyd uwnywn U nngnjweent) wd ppndypbgninynipuynip hunhlwwnnp: Ugwph
wwpniuwynipjniup' 0.4q 1000 ) dhowuypht:

Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnieniu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' Ujwqugnyup 2 tnwph, gnpdwpuwtwihu hipdbnhl hwebpwynpdwdp b gnpdwpwliwjht
whunwlwynpnwing (hwdwdéwju ISO 18113 wpph unwunwpuubiph wwhwugh), wnwybwgnyup 0.25 Yq
Yonqwdpny: Mwpwnwnhp bU' fudpwpwtiwlh dwdlwghpp, wpunwnpnn juqiwybpyniejwt wudwlnulu no
hwugkt, wpunwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhnwubhnyejwu dwdybnh hunwy ugndubipp:
Lyws L in vitro Yhpwndwl dwuht tgnwip uid unytwlwlwgdwt pugnighs wy| dhengubip, op.'
Yuwwnquiht hwdwp, wwypwuph hwdwp: dpwpwtuwlu wdpnngniejwdp |huh dhwnbuwy (dwdytinh,
wpunwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwyh hwyjwuwnwghp, gnpdwnuwlwt puniepwgptiph inpdwplitinuejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsd npwyh Ywnwjwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwnnubipht hwdwwwnwufuw (1ISO 13485, 9001, CE b/ywd IVD):

ba

0.50

p. bpluwt, YUwywu, 37
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24300000

Lwuwphnuh piphn

Lhihwlywl dhwgnipntt £ bwuiwnbudws dwupbwpwwlwl jwpnpuwnnphwih wofuwnwuptbph hwdwp:
Unwppyh twwnphnidwlywt wnu k, néynud £ gpnul: Kwdwwwwnwufuwuh npwlyht ubplwjwgynn dhowqquihu
unwunwpwnubipht b/ Yud nibtw npwyh hwyjwunwghp Yud hwdwwwnwufuwth $OUS-hu:
tudpwpwtiulp wipnngnipywidp (huh dhwnbuwl (dwdljnh, wpnwgpnnh b hwpbpuynpdwl wnuing),

|
swnwiwiht thwebrewdnndwd R tbnnd Urndwsotbnnd
qn thwpbpwynpdudp, wnihdtpu} puiubipny, 1-5 Yq Yanqudpubipny

g

100.00

p. bpluwu, Y.Uwywu, 37

53

24300000

Lwwnphnwh hhynuny$hun

Lhdhwlywt $npdniyw Na2§203+5H20 (pjnipbnwhhnpuwn): Uugnyu pjnipbinubp Bu, mdynud Bu gpnud:
Lwunhuwunw £ nidin Ypwluwuquhs: Oqunwgnpdynid £ pinp wwpniuwlynn dhwgnipniubiph sbgnpugdwt b
uttunuwihu dhowywjpbiph wwunpwuwndwt hwdwp: Mhnwubhnejwt dwdlbnp wnudwuqu 70%-h
wnlwjnipnit dwnwlwpwpdwl wywhht, thwpbpwynpnuip’ hEpdbnhl, wdnp, ynihdbpuwght

pusdbpnud, wnwdbpugnytip 0.5 Yg-uting Updwspbipmy:
Lwdwwwwinwufuwuh npwlht Ubplwjwgynn dhowqquiht unwunwpunubipht ud hwdwwwwnwufuwuh
QOUS-hu L / Ywd niubw npwlh hwjwuwnwghp (wpunwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn
hwywuwnwghp):
hudpwpwuwyp wdpnnonyejwdp |hup dhwwnbuwy ( dwdybnh, wpnwnpnnh b hwpbpwdnpdwt wnning):

g

2.00

p. bpluwt, HUwyw, 37
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hdbpuhnt jnin

Luwfuwwnbudws £ dwupwnhwnwyh hdbpuhnt opyilyinhyny wptuwnbnt hwdwp: Ukdwgunud | funpnpugdwt
huwnpwynpnieyntup, sunphhy hp pijdw gnighsh n = 1,515: Pwpbipwnpnuwip' updulubpny’ wnwdbjwgnyup
100-wlw d: Mhunwubihnipjwu dwdlbnp wnudwqu 70%-h wnlwjnie)nit dwnwlwpwpdwt wwhhu:
Puwpbpwynpndp htipdbwnhy, gnpdwpwuwiht dwluzdwdp b wyhnwywdnpdwdp, (hwdwdw)u 1SO 18113
wnph unwunwpnutiph wwhwgh), niubuw fudpwpwuwyh b wypwupwuhwiht dwdlwgptp, wpwnwnpnnh
Ynndhg wpnwnpdwt wduwpyh b whnwubhnyejwt dwdybnh hunwl upnwiubpny:

ap

500.00

p. bpluw, YUwywu, 37
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Bwquwph snp wwqiw

Luwfuwwnbudws b yjwqdwynwgnywghwih nbwlghwinud unw$hpwynybph ubpnbuwlughtu
unyuwlwuwgdwt hwdwp: Mwnpwunniyp unwgyws k dwquph wppniuhg' 5%-wung nnbinulw)ws
Yhupnuwperyuwiht bwwnphnwh htin fuwnubing: Uyhunwly, uyhnwwdwpnugnyu jud nbnuwdni
Swynunybt quugwsd b Mwhwywidwu dwdlybinp' 2 nwph’ wpnwnpdwl opduiihg, wywhuwunwip' nyuhg
wuwpnuwwuyws, 2-8°C wwjdwutbpnd: Mhunwubihniejwl dwdlyint wnduqu 70%-h wnlwynipjniu
Jwinwwpwpdwt wwhht, gnpdwpwuwiht hipdawnhl thwebpwynpdwdp' jnyewpwtgn updwlyp’
ujuqugnyup 1 dj, |hn$hihqugywd duny b gnpdwpwtwiht whunwlwynpnuing (hwdwédwju 1SO 18113 wpph
unwunwpunubiph wwhweh), niubuw fudpwpwuwyh b wwypwupwuhawiht dwdywgnpkp, wpunwnpnnh
Ynndhg wpunwnpdwu wduwpyh b whunwubipnyejuwt dwdytinh hunwl ugnuiubpny: udpwpwtwyp Ynh
hunwly dwdlwghp, wdpnnonipjwdp [huh dhwnbiuwly (dwdybnh, wpnwnpnnh b hwpbipwynpdwt wnnwing)
b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubiplujwgynn npwlh hwywuwnwghp: Upnwnpnipniu
niubtw upnpqwsd npulh Yunwywpdwt hwdwlwnpg' npulbht ubplwjwgynn dhowqguiht hUO
unwunwpuutipht hwdwwwwnwutuwu (ISO 13485, 9001, CE LW/ywd IVD):

upduy

150.00

p. bpluwt, HUwyw, 37
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Spwdny ubipydwt ubipytiph hwjwpwdnt

Uhypnopquiuhquubiph puin Spwdh wwpbipwlhs ubpydwt hwdwp ubplyutngetiph hwywpwadnt, npp
wwpniuwynud k.

Pjnipbinuiht dwunwlywgnyuh ndnype - 250 (2 x 125) 4

3nnuwyht |nwnyp Ywd Lynigng - 250 (2 x 125) |

Sniuwgpynn ndnype - 250 (2 x 125) 4|

Uw$pwuht Yud $nipupts - 250 (2 x 125) 4|

Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunip
dudybnp' ujwqugnyup 3 nwph, gnpdwpwlwht hipdnhl hwebpwynpdwdp b gnpdwpwuwhu
whwnwwynpnuwing (hwdwdwyt 1SO 18113 gwpph unwlnwpwntiph wwhwugh): Mwpwwnhp Gu*
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqdwlbpyniejwt wudwunwu nt hwughbl, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh U whunwubihngjwt dwdytinh hunwy upnwdubpp: Laws kin vitro Yhpwndwu
dwuht tgnwip Yud unyuwlwuwgdwt pugnighs wyg dhengutip, op.' funwingwjht hwdwn, wwypuwuph
hwdwp: udpwpwiwlu wdpnnoniejwdp |huh dhwinbuwy (dwdytnh, wpnwnpnnh b hwpbipwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwjwunwghp,
gnpdwnuwlwu punypwgnptinh thnpdwpltniejwl wpnyniuputin: Upnwnpniyejniut niubuw ubpnpwsd npulyh
Ywnwywpdwl hwdwluwnpg' npwyht ubplujwgynn dhowqguihtt hUO unwlnwpnutipht hwdwuwwnwufuwl
(SO 13485, 9001, CE L/ywd IVD):

[nwljwqd

50.00

p. bpluwy, “YUwyw, 37
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Pnibbipwhu |nwdnype

Dbnubwn-wnuiht pnibbipwiht ;nwdnype k£, ph = 5,5 + 0,2 gnigwhony: hpkuhg ubpywjwgunad | dwupbwqtind
$nudwin-pniplipwiht (ndnype, npp wwipniuwynwd £ dbhubnuwdus $nupnpwpereduiht Yuihnd,
tpyunbnuluwsd $nubnpuipplwiht twwnphnw, bwwnphnwh pinphn b dwpnip onp wiuhpwdtion dwdwiny:
Lndnul/pwjpuynud | untpunpuintiiph npnawlh pwwynigni’ hunhyunnph ubpyuyniejuwdp’ wnwgwguting,
gniuwynp (nwnypubp: Yhpwnynid b uwthnwpwlwu b Yihuhjulwt dwupbwpwuniyejwt dbg: Lnidnypep
thwrebipwynpywsd  updultubpny’ jnipwpwtgninp wntdwqu 10-wlw dp Swywiutipny: Mhnwbihnipjwt
dwdytint wnuywqu 70%-h wnlwjnipinit dwnwlwpwpdwl wwhh, punhwunip dwdytinp' uwqugnyup 2
wwph, gnpdwpwuwihu htipdbwhly hwebpwynpdwdp b gnpdwpwwht whunwywynpnuwing (hwdwdwu ISO
18113 gwpph unwunwpwnubph wwhwush), niubtw fudpwpwuwyh b wwypwupwuhouwht dwdljwgnpbn,
wpuwnpnnh Ynnihg wpnwnpdwt wduwedh b wyhunwubhnyejut dwdybnh hunwly upndubipng:
hudpwpwuwyp Ynh hunwly dwdlwghp, wdpnnoniejwdp |huh dhwwnbuwy (Gwdytinh, wpnwnpnnh b
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplwjwgynn npulh
hwjwuwnwghp: Upnwnpniegniut niubuw ubpnpdwsd npuyh yunwdwpdwl hwdwywng' npulypt
ubpyuywgynn dhowqguiht hUO unwunwpwnbipht hwdwwwwnwufuw (ISO 13485, 9001, CE W/ywd IVD):

upduy

100.00

p. bpluwt, HUwyw, 37
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UhP-tiph hwjwpwdnt N 2

Lwijwpwdnt N 2-p bwfuwwnbudws | Eunbipnpuluntiphwutiph dhegtinuiyht b wbuwlwjht tnwppbpwlydwu
hwdwp: <wdwpwdnit wwpniwlnd | hwdwwywnwuafuwy bngebipny ubipddwd ujwdwnwyubip, npnug
dhongny hpwlwuwgynud Gu 13 inbuwlh pliun (hunghuw, |hght, twwnphnuwih dwintwwn, opihinp, unpphu,
uwwnphnwh ghnpwwn, phnnw-qujwlnnghnwqu, hunng, opuhnwqu, 8ddpwenwdht, ninbwqui,
$tupjwwuhuntqudhtwqu, Sngbu-Npnuluniph nbwlyghw): <wdwpwsdnit wwywhnydnut £ wnujwqu 50
hbnwgnunipjwl hpwlwtwgnu: Mwhwwldwt dwdlbnp 2 nwph, 2-25°C gtipdwjht nbdhdh
wwjdwuubpnu:

Mhwnwubhniejwl dwdybint wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhht, gnpdwpwlwhu
hbpdtinhly thwpbrwynpdwdp b gnpdwpwuwiht wyhnwlwdnpnwing (hwdwdwju 1SO 18113 swnph
unwunwpuutiph wwhwugh), niubuw fudpwpwuwlh b wypwupwuhpwiht dwdywgnptip, wpwnwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubhngjwt dwdltinh hunwl ugnwubpnd: ludpwpwuwyp Yph hunwly
Swdlywghp, wdpnnonipjwdp |huh dhwnbuwy (dwdljtinh, wpnwnpnnh b thwebpwynpdiwt wnnwing)
niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipyuywgynn npwyh hwwuwnwghp: Upnwnpniegniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (1SO 13485, 9001, CE L/ywd IVD):

[nwljwqd

34.00

p. bpluwt, HUwywu, 37
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24300000

Lhuhwlwu dwpnip jwlnng

2np uwhwnwly hngbudwu hwdwubin quugywsd, ogunwgnpdynud | utunignn dhowywjpbiph wwwnpwundwu
hwdwp: Mhunwubhnyejwt dwdlybint wnudwqu 70%-h wnluwynyeynit dwnwlwpwpdwl wwhhl,
thwpebpwynpnuip’ wnwybjwgnyup 2-wlywt Yg, hipdnhly wwpwutipng' hunwl whunwywynpdwdp,
wwpwupwuhoh b fudpwpwuwlubph wwpuwnhp ugndutipny:

Lwdwwwwinwufuwuh npwlht Ubplwjwgynn dhowqquiht unwunwpuntbipht b niwbuw npwyh hwdwunwghp
(wpwwnpnnh Ynndhg fudpwpwiwlht uipywjwgynn hwywunwghn):

g

15.00

60

24300000

Lhdhwlwu dwpnip gyniyng

2np uyhunwl thngbudwu hwdwubin quitgywd, ogunwgnpdynud | utinignn dhowdwjpbiph wwwnpwuwndwu
hwdwp: Mhunwubihniejut dwdlybnt wnuuqu 70%-h wnlwnie)nit dwnwlwpwpdwl wwhhl,
thwpbrpwynpnup' wnwybjwgnyup 2-wlwt Yq, htipdtnhy wwpwutipng' hunwl wyhnwywynpdwdp,
wynpwupwuhgh U fudpwpwtwlubiph ywpuwnhp ugnwiubpng:

Lwdwwwwnwufuwuh npuyht ubpujwgynn dhowqguiht unwunwpunubpht b niubuw npwyh hwwuwnwghp
(wpunwnpnnh Ynndhg fudpwpwiwlyht ubipluwjwgynn hwywunwghn):

g

75.00

p. bpluwt, YUwyw, 37 | p. bpluw, HUwywt, 37
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33691420

V U X gnpdnuutipny uywyqwnwlutiph
nwlwqd

Lpwluwqdp pwnugws £ Yhg hwybjwd 1.10-nud pipdwd wwpwuputiphg, npnup bwuwwnbujws tu
htun$hutiph tnwppbpwydwt hwdwn:
Quithwpwduh ghtp Suwynpynud | hwbws 1.10-h upubiph punhwunip wpdbiph hwtipugnuwpny
Qwrybws 1.10-p hwdwpymd | quwght owplh wupwdwubh dwu: Fudwt dwdwuwlwugnygny
uwhdwuydws jnipwpwginip & puy jwp fudpwp: ], Yupwpnudp whwp £
hpwywiwgyh Shwutwlwi: Uwutwlgh Ynndhg bupwlbnbphg jnipupwigniph dwuny quughu
puny subipljuyugubint, Yuid ubpluywgyws wnwgwplubipnud Eupwlbinbphg nplh dkyh dnwht

thwiiwwy fluwunipywt (ywhwugynn funnipiniup, pwtwyp b wyju) nbypnid hwjnp unyu

swihwpwduh pnpnp Gupwybnbph dwuny depdynud k:

" I P b
U jwpwpynn wuypwiph <wahy

sty dwshEmb b, b s

1 1k b, P

ypuiipwigntipp whup k ubpluyugy | I
hwybws 1.10-md pipwé wuypwupubph gwulh:

Inwljwqd

1.00

p. bpluwt, HUwyw, 37
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33121270

Uywyqwnwlutp |Gnhny

Uywydwnwlutip jtnhny, ogunwgnpdynud bu wubidwynybph wwppbpulydwt hwdwp, jnipupwtgnign
ulwywnwlp bwiuwwnbugws ;1 phunh hwdwp: Pwpbpwynpndp’ |huh hbpdbuhy, gnpdwpwlwht,
ntpuipwtginip hwpebpwynpdwu dbg wnwdbjwgnyup 100 ufwywnwl: Mwpunwnhp b hwpbpwdnpdwt Ypw
fudpwpwwyh dwdljwghpp, wwypwupoh wudwunwp, dwdytinubiph hunwy ugndubipp W wyu:
Mhunwbihnyejwt dwdybnp wnuduqt 70%-h wnluwyniejnitu Jwnwlwpwpdwt wwhhb, tjuqugnyup' 2
wnwph, hwpbpwdnpnuip' hepdawnhly wwpwutipnd’ hunwy whunwlwynpdwdp, wypwlpwuhoh W
fudpwpwlwlubiph wwpunwnhp ugnwiubpny:

Lwdwwwwinwufuwuh npwlht Ubplwjwgynn dhowqquiht unnwunwpunubipht b niubuw npwyh hwdwunwghp
(wpuwnpnnh Ynndhg fudpwpwuwyht ubpywjwgdnn hwwunwghp): Inpdwpuwiwht whnwlwynpnuwing
(hwdwdwju 1ISO 18113 gwpph unwunwpunubiph wwhwugh), niubuw fudpwpwtwlh b wwypwupwuhywihu
Swdlywgnptip, wpwnwnpnnh Ynndhg wpnwnpiwt wduwpyh b wyhnwubhnejwt dwdybnh hunwy
ugnuiubipny: Fudpwpwuwlyp Yph hunwly dwdljwghp, wdpnneniejwdp (huh dhwnbuwl (dwdybnh,
wpuwnpnnh b hwebpwdnpdwt wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn
npwlh hwjwunwghp: Upnwnpnieyniut niubuw Uipnpdwsd npulh junwywpdwt hwdwlwpg' npwyhu
utipyuywgynn dhowqguiyhtt hUO unwunwpuubipht hwdwwwwnwufuwu (ISO 13485, 9001, CE W/ywd IVD):

100.00

p. bpluwt, HUwyw, 37
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33121270

Uywywnwlubip owwnnfuhuny

Uywydwnwlutip owwnnfuhtuny, ogunwgnpdynud b wuldwynytiph tnwppbpwldwt hwdwp: Snipwputgnip
ujwywnwyp bwfuwwnbujws £ 1 pliunh hwdwp:

Puwpbpwynpnudp’ (huh htpdtnhy, gnpdwpwlwht, jnipwpwgnip hwpbpwdnpdwl dby wnwybjwgnyup 50
ulwywnwly: Mhunwubihniejwu dwdlbnp wnudwuqu 70%-h wnlwjniyejniu dwnwlwpwpdwl wwhht,
ujwquignyp' 2 mwph, thwebrwnpnwp' hipdinhy wwpwutpnd' hunwl wyhnwlwynpdwdp,
wwpwupwuhoh b fudpwpwuwlubph wwpuwnhp ugndutipny:

Lwdwwwwnwufuwuh npwlht Ubplwjwgynn dhowqquiht unwunwpuntbipht b niwbuw npwyh hwdwunwghp
(wpuwnpnnh Ynndhg fudpwpwuwyht ubpyuwjwgynn hwywuwnwghp): Snpdwpuwtiwiht whnwlwynpniing
(hwdwdawju 1ISO 18113 gwpph unwunwpwunutiph wwhwgh), niubuw fudpwpwtwyh b wwypwupwuhywihu
Swdlwgptip, wpwnwnpnnh Ynndhg wpnwnpdwt wduweyh b whnwubhniejwu dwdybnh hunwy
ugnuiutipny: Fudpwpwuwyp Yph hunwly dwdljwghp, wdpnneniejwdp (huh dhwnbuwl (dwdybnh,
wpuwnpnnh b thwpbpwdnpdwu wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpywjwgynn
npulh hwywuwnwghp: Upnwnpnipniut niubuw bbpnpdwsd npubh unwywpdwt hwdwlwpg' npulyht
utipyuywgynn dhowqguiht hUO unwunwpuubipht hwdwwwwnwufuwu (ISO 13485, 9001, CE U/ywd IVD):

100.00

p. bpluwy, “YUwyw, 37
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33121270

Uywydwnwlutip opuhnwquyny

Uywyqwnwlutip opuhnwquiny, oginugnpdynid bu dwupkubiph tnwwppbpuwldwt hwdwn:

Snipwpwgnin ufwdwnwyp bwhuwnbudws £ 1 phunh hwdwp:

Puwpbpwynpnudp’ (huh htpdbnhy, gnpdwpwlwht, jnipwpwgnip hwpbpwdnpdwt dby wnwybjwgnyup 50
uljwywnwly: Mhunwubihniejwt dwdlbnp wnudwuqu 70%-h wnlwjniyejnit dwnwlwpwpdwlu wwhht,
ujwquignyp' 2 mwnph, thwebrwynpnwp' hipdinhy wwpwitpnd' hunwl wyhnwlwynpdwdp,
wwpwupwuhoh b fudpwpwuwlubph wwpuwnhp ugndutipny:

Lwdwwwwinwufuwuh npwlht Ubplwjwgynn dhowqquiht unwunwpunubipht b nibuw npwyh hwdwunwghp
(wpuwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn hwywunwghp): Snpdwpuwtiwht whnwlwynpnuwing
(hwdwdwju 1ISO 18113 gwpph unwunwpunutiph wwhwgh), niubuw fudpwpwtwlh b wwypwupwuhywihu
Sdwdlywgnptip, wpwnwnpnnh Ynndhg wpnwnpiwt wduwpyh b whnwubhnyejwt dwdybnh hunwy
ugnuiubipny: Fudpwpwuwlyp Yph hunwly dwdljwghp, wdpnneniejwdp (huh dhwnbuwl (dwdlybnh,
wpuwnpnnh b thwpebpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwiwyh ubplwjwgynn
npwlh hwjwunwghp: Upnwnpnieniut niubuw uipnpdwsd npwlh junwywpdwt hwdwlwpg' npwyhu
ubpyuywgynn dhowqguiht hUO unwunwpwnbipht hwdwwwwnwufuw (ISO 13485, 9001, CE W/ywd IVD):

4,000.00

p. bpluwt, HUwyw, 37
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33691420

Udfuwgntipny wwppbinwlhy
ulwywnwlubiph puluqd

Lpwhwqdp pwnugws k Yhg hwybigws 1.11-nud pipdwd wwpwupubiphg, npnup oguwgnpdynud Gu
dhypnopquiuhquutiph tnnwppbpwldwt hwdwp' pun Ypghuubphu wdtuweptipp $hpdbunwgutnt W/ywd
wdhtwppenubpp pwjpwjtint hwnyniejw:
Quuthwpwduh ghtip Sbudnpdnud | hurbyus 1.11-h wiypwpbph pinhuting wpdbph hwtpugnusupny:
Qwybws 1.11-p hwdwpynud £ quwght gwplh wupwdwubih dwu: Fudwl dwdwuwlwgnygny

hiwbws jnipwputignip Yupwplut dundybinh fuspupwtwlh § Yupuwpnup whinp &
hpwlwiuwgyh dhwutwlwy: Uwutwlgh Ynndhg kupwlbnbphg jnipwpwtgniph dwuny quwghu

puipy subipluyuigtibiin, uid tbpluywgyws wnwwplutipnud Eupwybnbphg nplh dkyh dnwht

| f Pl (y ugynn junnipyniup, pwuwlp b wyju) nbwypnid hwynp unyu
swhwpwduh pnpnp Bupwybnbph dwuny depdynud k:
Uwinwlupupynn wyputiph <wzhy-wiyputipugnbpp whip | ubpluyugybt huduy fuwt
hwybwsé 1.11-nd ppdwé wypwupubph gwulh:

[nwljwqd

1.00

p. bpluwt, HUwyw, 37
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hnt ghéinly unpdw)

Lwhuwwnbujwsd k npn wwhwuglynun dwuptubiph wébkigdwu hwdwp dwupbwpwuwlwu utunignn dhowyuwptiph
Ypw npytiu hwybind wytjwgubine 6wuwwwphny: Mwnpwungwsd b dh-nnunpubiph wpjnishg, hpkiuhg
ubpyuywgunud | nbinht fwd pwg swquiiwlugnyl htinny' wnwug htidnihgh bpwubiph: Mwwnpwunniyp
wwpniuwynud £ 0.5 %-hg ng wyb pinpn$npd: Uk updwyp ywpniwwynd £ wnwybjugnyup 100 dj ohéindy:
MNuwhwwtdwl dwdybnp Uwqugnyup 1 wwph, 2 -8°C-nul: Mhuwubhnyejwl dwdlbnp wnudwqt 70%-h
wnluwniginit dwnwlwpwpdwt wywhht.wdwwwwnwupuwuh npulht ubplwjwgynn dhowqquihu
unwunwpuutipht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpywjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhpuwiht dwdljwgnbp, wpunwnpnnh Ynndhg wpunwnpdwu
wduwpeyh b wyhunwubhnyejwl dwdlinh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwl (dwdytinh, wpnwnpnnh b hwpebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubipyuywgynn npwyh hwjwuwnwghp: Upunwnpniejniut niubuw
ubipnpdwsd npwh Ywnwywpdwl hwdwluwpg' npwyht ubplujwgynn dhowqguihtt PUO utnwunwpwnubipht
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

ap

200.00

p. bpluwu, Y.Uwywu, 37
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33121270

2np 2hqbiinquijht wnunppgywd
whunnpnghs shéiny waynunhbughuh
nbwlyghwh hwdwp I-VI L S.sonnei

BSwquwnh Yud ngfuwph wpjwu hhybphdniuhqugyws, |hndhihqugywsd ghtniy: Lndngbl, thnobudwu
quugywsd £, wwpniiwynwd £ hwywdwpdhuutip ohgbjw $iiputitiph 1-VI L S.sonnei ujuwndwdp: Mwhywudwl
dwdltinp Uwqugnyup 3 twph, 4 -10°C: Mhwnwbihniejwt dwdljbint wnudwqu 70%-h wnlwjnientu
duwunwwpwpdwu wwhht: <wdwwwnwufuwth npubht ubpluywgynn dhowqquiht unwunwpuubpht ud
niubuw npwlh hwwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubiplujwgynn hwdwuwnwghp):
Snpdwpuwiiwiht whnwlwynpnwing (hwdwdwju 1SO 18113 swpph unwlunwpunutiph wwhwugh), niubuw
fudpwpwtwyh b wwypwupwuhyuwht dwdljwgnpbp, wpunwnpnnh Ynndhg wpunwnpdwu wduwpyh b
whwwubhnyejwt dwdltinnh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl Swdluwghp, wdpnnoniejwdp
huh dhwnbuwly (dwdltinh, wpnwnpnnh b hwpebipwynpdwl wnnwing) b niubuw wpnwnpnnh Ynndhg
fudpwpwwyptu ubpywywgynn npwlyh hwdwuwnwghp: Upiwnpniejniut niubuw ubipnpdud npuyh
Ywnwywpdwt hwdwlwnpg' npuyht ubipyujwgynn dhowqguihtt hUO unwunwpuubpht hwdwuwwunwuafuwl
(SO 13485, 9001, CE l/ywd IVD):

upduy

30.00

p. bpluwt, HUwyw, 37
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33121270

2np 2hgbiinquht wnunppgyws
wluinnpnhs 2héniy wqynunhwghwgh
nbwlyghwh hwdwp $ibputitiph -V

BSwqwnh Ywd nguwph wpywt hhwbphdniwhqugywsd, |hn$hihquigwsd ohéiniy; <ndngkt, thnpbudwu
quugywd b, wwpniwwynd £ hwlwdwpdhuubp ohgbiw $iEputitiph IV ufundwdp: Mwhywudwt dwdybnu
wntwqt 3 tnwph, 4 -10°C-nul: Mhnwbihniejwt dwdlint wntwqt 70%-h wnlwjnipjniu
Juwnwywpwpdwt ywhht: Cwdwwywnwufuwuh npuyht ubpyuywgynn dhowqguiht unwunwpunubpht
niubuw npwyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpujwgynn hwdwuwnwghp):
Snpdwpuwiiwiht whnwlwynpnwding (hwdwdawju 1ISO 18113 gwpph unwunwpunutiph wwhwugh), niubuw
fudpwpwtwyh b wypwupwuhgwiht dwdlwgptip, wpnwnpnnh Ynndhg wpnwnpdwt wduweyh U
whwwubhnyejwt dwdltinnh hunwy upnwutipny: fudpwpwuwyp Yph hunwl dwdlwghp, wdpnnoniejwdp
huh dhwnbuwy (dwdytinh, wpnwnpnnh b hwpbipwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg
fudpwpwtwyhtu ubpywjwgynn npwlh hwywuwnwghp: Upunwnpniejniut niukuw ubipnpdwsd npuyh
Ywnwywpdwl hwdwluwpg' npwyht ubplujwgdnn dhowqguihti hUO unwlnwpnubpht hwdwwwinwufuwl
(1SO 13485, 9001, CE L/ywd IVD)

upyuy

20.00

p. bpluwt, YUwywu, 37
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33121270

2np 2hqbiinquijht wnunppgywd
wluinnpnhs 2héniy wqynunhlwghuwgh
nbwlyghwh hwdwp S. sonnei

BSwquwph Yud ngfuwph wpjwu hhwbphdniuhqugyws, |hnhihqugyws ghtniy; Lndngbl, thnpkudwu
quugywsd £, wwpniiwynwd £ hwywdwpdhtutip ohgbjw gnuubh ufundwdp:

MNwhwwtdw dwdljtint wnbywqu 5 nwph, 4 - 10°C-nui: Mhuwttijhniejwt dwdlytivp wnuwqt 70%-h
wnluwinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutipht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpywjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhpwiht dwdlwgptip, wpnwnpnnh Ynndhg wpnwnpdwl
wduwpeyh b wyhunwubhnyejwl dwdlinh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwl (dwdytinh, wpnwnpnnh b hwpebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubipyuywgynn npwyh hwjwuwnwghp: Upunwnpniejniut niubuw
ubpnpdwsd npwyh yunwywpdwl hwdwluwpg' npwyht ubplujwgynn dhowqguihtt PUO unwnwpunutbipht
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD)

upduy

20.00

p. bpluwy, “YUwyw, 37
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33121270

2np 2hqbiinquijht wnunppgywd
wluinnpnghs ohéniy Hiliputibin nhuy |

BSwquwnh Yud nguwph wpjwu hhybphdniuhqugyws, |hndhihqugywsd ghtniy; <ndngbl, thnobudwu
quugywsd £, wwpniiwynid £ hwywdwpdhtuubip ohgbjw $iiputitph | whwh bfuwndwdp:

MNwhwwtdwt dwdltint wnbgwqu 5 nwph, 4 - 10°C-nui: Mhuwttihniejwt dwdlytint wnuwqt 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhpwiht dwdlwgptip, wpnwnpnnh Ynndhg wpnwnpdwl
wduwpyh b wyhunwubjhnyejwt dwdlinh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwl (dwdytinh, wpnwnpnnh b hwpebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubpyuywgynn npwyh hwjwunwghp: Upunwnpniejniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npulyht uipywjwgynn dhowqquihtt hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD)

upduy

10.00

p. bpluwt, HUwyw, 37
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33121270

2np 2hqbiinquijht wnunppgywd
wlunnpnghs ohéniy Hiliputibin huy 1I

BSwquwnh Yud ngfuwph wpjwu hhybphdniuhqugyws, |hndhihqugyws ghtniy; Lndngbl, thnobkudwu
quugywsd £, wwpniiwynud £ hwywdwpdhuubp ohgbijw $iputitiph 11 mhyh uywndwdp:

MNuwhuywtdwl dwdytinp udwqugnyup 5 tnwph, 4 - 10°C-nwd: Mhiwubhnyejwl dwdlbnt wnudwqu 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuubpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyhu ubpluwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwdnpnwing (hwdwawju 1SO 18113 gwpph unnwunwpwnubiph
wwhwgh), niubtw fudpwpwlwyh b wwypwupwuhpwiht dwdlwgptip, wpnwnpnnh Ynndhg wpnwnpdwl
wduwpdh b whnwubjhnyejwt dwdltinh hunwl uynwiubpny: fudpwpwuwlp Yph hunwl dSwdlwghp,
wdpnngnipjwdp |huh dhwnbuwl (dwdytinh, wpnwnpnnh b hwebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubpyuywgynn npwyh hwwunwghp: Upunwnpniejniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht uipyujwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD)

upduy

10.00

p. bpluwt, HUwyw, 37
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33121270

2np 2hqbiinquijht wnunppgywd
wfuwnnpnghy 2hénily $iliputitip inhy 11

BSwquwph Yud ngfuwph wpjwu hhwbphdniuhqugyws, |hnhihqugyws ghtniy; Lndngbl, thnpkudwu
quugywsd £, wwpniiwynwd £ hwlywdwpdhtutip ohgbjw $iaputitiph Il nhyh uywndwdp:

Mwhwwudw dwdlytnp Uuqugnyup 5 tnwph, 4 - 10°C-nwi: Mhnwbihniejwt dwdlbnp wnudwqu 70%-h
wnluwinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutipht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpywjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhpwiht dwdlwgptip, wpnwnpnnh Ynndhg wpnwnpdwl
wduwpeyh b wyhunwubhnyejwl dwdlinh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwl (dwdytinh, wpnwnpnnh b hwpebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubipyuywgynn npwyh hwjwuwnwghp: Upunwnpniejniut niubuw
ubpnpdwsd npwyh yunwywpdwl hwdwluwpg' npwyht ubplujwgynn dhowqguihtt PUO unwnwpunutbipht
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD)

upduy

10.00

p. bpluwy, “YUwyw, 37
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33121270

2np 2hqbiinquijht wnunppgywd
wluwnnpnghs 2héiniy $liputitip inhuy Vi

BSwquwnh Yud nguwph wpjwu hhybphdniuhqugyws, |hndhihqugywsd ghtniy; <ndngbl, thnobudwu
quugywsd £, wwpniiwynwd £ hwywdwpdhuutp ohgbijw $iaputiiph VI mhwh ufundwdp:

Mwhwwudw dwdlytinp Uuqugnyup 5 twph, 4 - 10°C-nwi: Mhnwbihniypjwt dwdlbnt wnudwqu 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhpwiht dwdlwgptip, wpnwnpnnh Ynndhg wpnwnpdwl
wduwpyh b wyhunwubjhnyejwt dwdlinh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwl (dwdytinh, wpnwnpnnh b hwpebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyhtu ubpyuywgynn npwyh hwjwunwghp: Upunwnpniejniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npulyht uipywjwgynn dhowqquihtt hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD)

upduy

10.00

p. bpluwt, HUwyw, 37
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33121270

2np 2hqbiinquijht wnunppgywd
wlunnpnghs 2héiniy $iliputitin 6 fudpuwht

BSwquwnh Yud ngfuwph wpjwu hhybphdniuhqugyws, |hndhihqugyws ghtniy; Lndngbl, thnobkudwu
quugywsd £, wwpniiwynud £ hwywdwpdhuutp ohgbijw $iputibph fudp. 6-h bluundwdp:

MNuwhuywtdwl dwdytinp udwqugnyup 5 tnwph, 4 - 10°C-nwd: Mhiwubhnyejwl dwdlbnt wnudwqu 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuubpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyhu ubpluwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwdnpnwing (hwdwawju 1SO 18113 gwpph unnwunwpwnubiph
wwhwgh), niubtw fudpwpwwyh b wwypwupwuhpwiht dwdlwgptip, wpnwnpnnh Ynndhg wpnwnpdwl
wduwpdh b whnwubjhnyejwt dwdltinh hunwl uynwiubpny: fudpwpwuwlp Yph hunwl dSwdlwghp,
wdpnngnipjwdp |huh dhwnbuwl (dwdytinh, wpnwnpnnh b hwebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubpyuywgynn npwyh hwwunwghp: Upunwnpniejniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht uipyujwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD)

upduy

10.00

p. bpluwt, HUwyw, 37
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33121270

2np 2hgliinquijh wnunppgywd
wfuwnnpnghs ohinly $iiputibin 7, 8

fudpwjht

BSwquwnh Yud nguwph wpjwt hhybphdniuhqugqws, |hndhihqugywsd ghtniy: Lndngbl, thnobudwu
quugyws b, wwpniwwwynud £ hwlwdwpdhuubp ohgbw $putbiph fudp. 7, 8-h ujwundwdp:

MNwhwwtdw dwdlytnp Uduwqugnyup 5 tnwph, 4 - 10°C-nwl: Mhunwbihnyejwl dwdlbnt wnudwqu 70%-h
wnluwynip)nit dwnwlwpwpdwl wwhht: <wdwwwnwufuwth npuyht ubplujwgynn dhowqgquiht
unwunwpwnubipht b niubuw npuyh hwjwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubpyujwgynn
hwjwuwnwghp): Snpdwpwuwiht yhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwgh), nubuw fudpwpwtwyh b wwpwupwuhgwiht dwdlwgptp, wpwnwnpnnh Ynndhg wpnwnpdwt
wduwpyh b whinwubijhnyejwu dwdltinh hunwy ugnwubipny: ludpwpwuwyp Yph hunwly dwdlwghp,
wdpnnonipjwdp |huh dhwnbuwy (dwdytinh, wpnwnpnnh b hwebipwynpdwt wnnwing) b niubuw
wpwnpnnh Ynndhg fudpwpwtwlht ubipluwjwgynn npwlh hwjwuwnwghp: Upnwnpniginiut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO unwunwpunubphu
hwdwwwwnwuluwl (1SO 13485, 9001, CE L/ywd IVD)

upduly

15.00

p. bpluwu, Y.Uwywu, 37

76

33121270

2np 2hgliinquijhu wnunppgywd
wluwnnpnghs ghtnly $iiputtin 3, 4

fudpwjht

Bwqwnh Ywd nghuwph wpywt hhwbphdniwhqugywsd, |hn$hihquigwsd ohéiny; <ndngkt, thnpbudwu
quugywd b, wwpniwwynd £ hwwdwpdhuubp ohgbiw $iiputibph fudp. 3,4-h uuwndwdp:

MNwhwwtdw dwdltnp Uguqugnylip 5 tnwph, 4 - 10°C-nwi: Mhunwbjhniejwl dwdlbnt wnudwql 70%-h
wnluynip)nit dwnwlwpwpdwl wwhht: <wdwwwnwufuwth npuyht ubplujwgynn dhowqguiht
unwunwpunubipht b niubuw npulh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubplujwgynn
hwjwuwnwghp): Snpdwpwiwiht yhnwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutph
wwhuwgh), niubuw fudpwpwtwlh b wypwupwuhwiht dwdlwgpbp, wpnwnpnnh Ynndhg wpnwnpdwt
wduwpyh b whinwubjhnyejwu dwdltinh hunwy ugnwubpny: ludpwpwuwyp Yph hunwly dwdlwghp,
wdpnnonipjwdp |huh dhwnbuwy (dwdytinh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw
wpunwnpnnh Ynndhg fudpwpwtwlht ubipluwywgynn npwlh hwjwuwnwghp: Upnwnpniginiut niubuw
ubpnpywsd npwyh Yuwnwywpdwt hwdwlwpg' npuyht ubiplujwgynn dhowqquihti hUO utnwunwpuubphu
hwdwwwwnwuluwl (ISO 13485, 9001, CE b/ywd IVD)

upduly

10.00

p. bpluw, YUwywu, 37

7

33121270

2np uwdnubinquiht wnunppgywd
whunnpnzhs shiny wgynunhbughuh
nbwlyghwh hwdwp ABCDE

BSwquwnh Yud ngfuwph wpjwu hdniihqugywsd wnunppgywd ohéinly, (hn$hihquigdwsd: Mwpniuiwlnid
hwlwdwpdhtutip ABCDE fudpbiph wuwnhgbutbph ufuundwdp:

MNuwhwwtdwl dwdytinp udwqugnyup 3 twph, 4 - 10°C: Mhuwubhnyejwl dwdlbnt wnudwqu 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuubpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyhu ubpluwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwdnpnwing (hwdwawju 1SO 18113 gwpph unnwunwpwnubiph
wwhwgh), niubtw fudpwpwlwyh b wwypwupwuhouwiht dwdljwgnbp, wpnwnpnnh Ynndhg wpunwnpdwu
wduwpdh b whnwubjhnyejwt dwdltinh hunwl uynwiubpny: fudpwpwuwlp Yph hunwl dSwdlwghp,
wdpnngnipjwdp |huh dhwnbuwl (dwdytinh, wpnwnpnnh b hwebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubpyuywgynn npwyh hwwunwghp: Upunwnpniejniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht uipyujwgynn dhowqquihti hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD:

upduy

40.00

p. bpluwt, HUwywu, 37
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33121270

2 uwpdinubiinquiht wnunppgywd
wiuwnnpnghs ohéintly wqynunhwghwh
ntiwlyghwjh hwdwp hwqyugjnun fudph

BSwqwnh Yud nguwph wpjwt hdniuhqugywsd wnunppgywsd ohéiny, (hndhihquigdwsd: Mwpniuiwlnud
hwlwdwpdhuubip hwqugynun fudph uwdnubiwubph - wuwnhqbuubph ywndwdp:

MNwhwwtdw dwdltnp Uwqugnyup 3 tnwph, 4 - 10°C: Mhnwubihnyejw dwdlybnl wntudwqt 70%-h
wnluwynip)nit dwnwlwpwpdwl wwhht: <wdwwwnwufuwth npuyht ubplujwgynn dhowqgquiht
unwunwpwnubipht b niubuw npuyh hwjwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubpyujwgynn
hwjwuwnwghp): Snpdwpwuwiht yhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwlgh), niubuw fudpwpwtwlh b wwypwupwuhgwiht dwdljwgpbip, wpwnwnpnnh Ynndhg wpnwnpdwu
wduwpyh b whinwubijhnyejwu dwdltinh hunwy ugnwubipny: ludpwpwuwyp Yph hunwly dwdlwghp,
wdpnnonipjwdp |huh dhwnbuwy (dwdytinh, wpnwnpnnh b hwebipwynpdwt wnnwing) b niubuw
wpwnpnnh Ynndhg fudpwpwtwlht ubipluwjwgynn npwlh hwjwuwnwghp: Upnwnpniginiut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO unwunwpunubphu
hwdwwwwnwuluwl (1SO 13485, 9001, CE b/ywd IVD

upduly

10.00

p. bpluwu, Y.Uwywu, 37
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33121270

2np uwdnubinquijht wnunppgywd
whunnpnzhs ahéiny waynunhbughuh
nbwlghwjh hwdwp 01

BSwquwph Yud nguwph wpjw hdniuhqugywsd wnunppgqwd ghéndy, |hn$hihqugywsd: Mwpniuwynud £
hwlwdwpdhuubp 01 fudph wuwnhgbUwiht Yndwtipuh bjundwdp:

Nuwhwwtdwl dwdlytinp bwqugnyup 5 twph, 4 - 10°C: Mhuwubhnyejwl dwdlbnt wnudwqu 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunubiph
wwhwgh), niubtw fudpwpwiwyh b wwypwupwuhouwiht dwdljwgnbp, wpunwnpnnh Ynndhg wpunwnpdwu
wduwpyh b wyhunwubjhnyejwt dwdlinh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwl (dwdytinh, wpnwnpnnh b hwpebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubpyuywgynn npwyh hwjwunwghp: Upunwnpniejniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npulyht uipywjwgynn dhowqquihtt hUO unwunwpuubphu
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD

upduy

5.00

p. bpluwt, HUwyw, 37
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33121270

2 uwdnubinquiht wnunppgywd
wluwnnpnghs ohintly wqnunhwghwh
ntiwlyghwjh hwdwp 02

Bwqwnh Ywd nguwph wpywt hdnihqugywsd wnunppgwsd ohtndy, hnyhihqugywsd: Mwpniuwynud £
hwlwdwpdhuutip 02 fudph wuwnhgbUuwihu Yndwbpuh uyundwdp:

MNwhwwtdwt dwdltnp Uuwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejw dwdlybnt wntudwqt 70%-h
wnluwjniginiu dwnwlwpwpdwt wwhht: Kwdwwywnwufuwuh npuyht ubipluwjwgynn dhowqquihu
unwunwpunubipht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyhtu ubpyuywgynn
hwjwuwnwghp): Snpdwpwiwiht wyhnwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwgh), niubuw fudpwpwtwlh b wwpwupwuhwiht dwdljwgpbp, wpwnwnpnnh Ynndhg wpnwnpdwu
wduwpyh b whnwubjhnyejwu dwdltinh hunwy ugnwubpny: ludpwpwuwyp Yph hunwly dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwly (dwdytinh, wpnwnpnnh b hwpbpwynpdwt wnnwing) b niubuw
wpuwnpnnh Ynnihg fudpwpwuwyhtu ubipyujwgynn npwyh hwjwuwnwghp: Upunwnpnie)niut niubuw
ubpnpdwd npwyh unwywpdwt hwdwlwpg' npwyht ubplujwgynn dhowqguihtt PUO unwnwipunutiph
hwdwwwwnwufuwl (ISO 13485, 9001, CE b/ywd IVD

upduly

5.00

p. bpluwt, YUwywu, 37
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33121270

2 uwpdinubiinquiht wnunppgywd
wiuwnnpnghs ohéintly wqynunhwghwh
ntiwlyghwjh hwdwp 03, 10

BSwquwnh Yud nguwph wpjwt hdnihqugywsd wnunppgqwd ghény, |hn$hhqugywsd: Mwpniuwlynud
hwlwdwpdhtutp 03, 10 fudph wuwnhgbUwiht Yndwtpuh bfundwdp:

MNwhwwtdw dwdltnp Uwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejw dwdlybnl wntdwqt 70%-h
wnluwynip)nit dwnwlwpwpdwl wwhht: <wdwwwnwufuwth npuyht ubplujwgynn dhowqgquiht
unwunwpwnubipht b niubuw npuyh hwjwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubpyujwgynn
hwjwuwnwghp): Snpdwpwuwiht yhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwlgh), niubuw fudpwpwtwlh b wwypwupwuhgwiht dwdljwgpbip, wpwnwnpnnh Ynndhg wpnwnpdwu
wduwpyh b whinwubijhnyejwu dwdltinh hunwy ugnwubipny: ludpwpwuwyp Yph hunwly dwdlwghp,
wdpnnonipjwdp |huh dhwnbuwy (dwdytinh, wpnwnpnnh b hwebipwynpdwt wnnwing) b niubuw
wpwnpnnh Ynndhg fudpwpwtwlht ubipluwjwgynn npwlh hwjwuwnwghp: Upnwnpniginiut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO unwunwpunubphu
hwdwwwwnwuluwl (1SO 13485, 9001, CE b/ywd IVD

upduly

5.00

p. bpluwu, Y.Uwywu, 37
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33121270

2np uwdnubinquijht wnunppgywd
whunnpnzhs ahéiny waynunhbughuh
nbwlyghwih hwdwp 04

BSwquwph Yud nguwph wpjw hdniuhqugywsd wnunppgqwd ghéndy, |hn$hihqugywsd: Mwpniuwynud £
hwlwdwpdhuubp 04 fudph wunhgbuwiht Yndytipuh Uywndwdp:

Nuwhwwtdwl dwdlytinp bwqugnyup 5 twph, 4 - 10°C: Mhuwubhnyejwl dwdlbnt wnudwqu 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunubiph
wwhwgh), niubtw fudpwpwiwyh b wwypwupwuhouwiht dwdljwgnbp, wpunwnpnnh Ynndhg wpunwnpdwu
wduwpyh b wyhunwubjhnyejwt dwdlinh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwl (dwdytinh, wpnwnpnnh b hwpebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubpyuywgynn npwyh hwjwunwghp: Upunwnpniejniut niubuw
ubpnpywd npuyh Yunwywpdwt hwdwlwpg' npuyht ubipyuwjwgynn dhowqquiht hUO unwunwpuubphu
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD

upduy

5.00

p. bpluwt, HUwyw, 37

83

33121270

2 uwdnubinquiht wnunppgywd
wfuwnnpnghs 2hintly wqnunhwghwh
ntiwlyghwh hwdwp 05

Bwqwnh Ywd ngfuwph wpwt hdniihqugywd wnunppgwsd ohtndy, hnyhihqugywsd: Mwpniuwynud £
hwlwdwpdhuutp 05 fudph wuwnhgbuwht Ynduytpuh Uundwdp:

MNwhwwtdwt dwdltnp Uwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejwt dwdlybnt wntudwqt 70%-h
wnluwjniginiu dwnwlwpwpdwt wwhht: Kwdwwywnwufuwuh npuyht ubipluwjwgynn dhowqquihu
unwunwpunubipht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyhtu ubpyuywgynn
hwjwuwnwghp): Snpdwpwiwiht yhnwlywdnpnuwing (hwdwdwju ISO 18113 gwpph unwunwpwnutph
wwhuwlgh), niubuw fudpwpwuwlh b wwpwupwuhgwiht dwdljwgpbp, wpnwnpnnh Ynndhg wpnwnpdwu
wduwpyh b whnwubjhnyejwu dwdltinh hunwy ugnwubpny: ludpwpwuwyp Yph hunwly dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwly (dwdytinh, wpnwnpnnh b hwpbpwynpdwt wnnwing) b niubuw
wpuwnpnnh Ynnihg fudpwpwuwyhtu ubipyujwgynn npwyh hwjwuwnwghp: Upunwnpnie)niut niubuw
ubpnpdwd npwyh unwywpdwt hwdwlwpg' npwyht ubplujwgynn dhowqguihtt PUO unwnwipunutiph
hwdwwwwnwufuwl (ISO 13485, 9001, CE b/ywd IVD

upduly

5.00

p. bpluwt, YUwyw, 37




hpwytipny
Uwfuwint
ujwd
swihwpwd
th
hwdwpp

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

wujwunwip

wupwpwjht
ugwp, dwlhgp L
wpuwnpnnh
wujwunwip

wbluthywyuw punpwghpp

s/d

Uhwynph ghup/<<
npuwd

punthwunip
Ghup/<< npwd

punhwunip
pwuwyp

bt

hwugku

84

33121270

2 uwpdinubiinquiht wnunppgywd
wiuwnnpnghs ohéintly wqynunhwghwh
ntiwlyghwjh hwdwp 06

BSwquwnh Yud nguwph wpjwt hdnihqugywsd wnunppgqwd ghény, |hn$hhqugywsd: Mwpniuwlynud
hwlwdwnpdhuubp 06 fudph wuwnhgbuwiht Ynduyipuh yundwdp:

MNwhwwtdw dwdltnp Uwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejw dwdlybnl wntdwqt 70%-h
wnluwynip)nit dwnwlwpwpdwl wwhht: <wdwwwnwufuwth npuyht ubplujwgynn dhowqgquiht
unwunwpwnubipht b niubuw npuyh hwjwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyht ubpyujwgynn
hwjwuwnwghp): Snpdwpwuwiht yhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwlgh), niubuw fudpwpwtwlh b wwypwupwuhgwiht dwdljwgpbip, wpwnwnpnnh Ynndhg wpnwnpdwu
wduwpyh b whinwubijhnyejwu dwdltinh hunwy ugnwubipny: ludpwpwuwyp Yph hunwly dwdlwghp,
wdpnnonipjwdp |huh dhwnbuwy (dwdytinh, wpnwnpnnh b hwebipwynpdwt wnnwing) b niubuw
wpwnpnnh Ynndhg fudpwpwtwlht ubipluwjwgynn npwlh hwjwuwnwghp: Upnwnpniginiut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO unwunwpunubphu
hwdwwwwnwuluwl (1SO 13485, 9001, CE b/ywd IVD

upduly

5.00

p. bpluwu, Y.Uwywu, 37
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33121270

2np uwdnubinquijht wnunppgywd
whunnpnzhs ahéiny waynunhbughuh
nbwlyghwh hwdwp 07

BSwquwph Yud nguwph wpjw hdniuhqugywsd wnunppgqwd ghéndy, |hn$hihqugywsd: Mwpniuwynud £
hwlwdwpdhuubp 07 fudph wuwnhgbuwht Yndwtipuh tjundwdp:

Nuwhwwtdwl dwdlytinp bwqugnyup 5 twph, 4 - 10°C: Mhuwubhnyejwl dwdlbnt wnudwqu 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunubiph
wwhwgh), niubtw fudpwpwiwyh b wwypwupwuhouwiht dwdljwgnbp, wpunwnpnnh Ynndhg wpunwnpdwu
wduwpyh b wyhunwubjhnyejwt dwdlinh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwl (dwdytinh, wpnwnpnnh b hwpebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubpyuywgynn npwyh hwjwunwghp: Upunwnpniejniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npulyht uipywjwgynn dhowqquihtt hUO unwunwpuubphu
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD

upduy

5.00

p. bpluwt, U wyw, 37
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2 uwdnubinquiht wnunppgywd
wfuwnnpnghs 2hintly wqnunhwghwh
ntiwlyghwjh hwdwp 08

Bwqwnh Ywd nguwph wpywt hdnihqugywsd wnunppgwsd ohtndy, hnyhihqugywsd: Mwpniuwynud £
hwlwdwpdhuutip 08 fudph wuwnhqbuwihu Yndwbpuh uywndwdp:

MNwhwwtdwt dwdltnp Uuwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejw dwdlybnt wntudwqt 70%-h
wnluwjniginiu dwnwlwpwpdwt wwhht: Kwdwwywnwufuwuh npuyht ubipluwjwgynn dhowqquihu
unwunwpunubipht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyhtu ubpyuywgynn
hwjwuwnwghp): Snpdwpwiwiht wyhnwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwgh), niubuw fudpwpwtwlh b wwpwupwuhwiht dwdljwgpbp, wpwnwnpnnh Ynndhg wpnwnpdwu
wduwpyh b whnwubjhnyejwu dwdltinh hunwy ugnwubpny: ludpwpwuwyp Yph hunwly dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwly (dwdytinh, wpnwnpnnh b hwpbpwynpdwt wnnwing) b niubuw
wpuwnpnnh Ynnihg fudpwpwuwyhtu ubipyujwgynn npwyh hwjwuwnwghp: Upunwnpnie)niut niubuw
ubpnpdwd npwyh unwywpdwt hwdwlwpg' npwyht ubplujwgynn dhowqguihtt PUO unwnwipunutiph
hwdwwwwnwufuwl (ISO 13485, 9001, CE b/ywd IVD

upduly
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p. bpluwt, YUwywu, 37




hpwytipny
Uwfuwint
ujwd
swihwpwd
th
hwdwpp

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

wujwunwip

wupwpwjht
ugwp, dwlhgp L
wpuwnpnnh
wujwunwip

wbluthywyuw punpwghpp

s/d

Uhwynph ghup/<<
npuwd

punthwunip
Ghup/<< npwd

punhwunip
pwuwyp

bt

hwugku

87

33121270

2np uwdnubiinquijht wnunppgywd
wluinnpnhs 2héniy wqynunhlwghuwgh
nbwlyghwh hwdwp 09

BSwquwph Yud nguwph wpjwu hdniuhqugywsd wnunppgqwd ghéndy, |hn$hhqugywsd: Mwpniuwynud
hwlwdwpdhuubp 09 fudph wuwnhqbuwht Ynduyipuh ujundwdp:

MNwhwwudw dwdltnp Uwqugnyup 5 tnwph, 4 - 10°C: Mhnwutihnyejwt dwdlyint wntdwaqt 70%-h
wnluwinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutipht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwwyp ubpywjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunubiph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhpuwiht dwdljwgnbp, wpunwnpnnh Ynndhg wpunwnpdwu
wduwpeyh b wyhunwubhnyejwl dwdlinh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwl (dwdytinh, wpnwnpnnh b hwpebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubipyuywgynn npwyh hwjwuwnwghp: Upunwnpniejniut niubuw
ubpnpdwsd npwyh yunwywpdwl hwdwluwpg' npwyht ubplujwgynn dhowqguihtt PUO unwnwpunutbipht
hwdwwwwnwufuwl (1ISO 13485, 9001, CE b/ywd IVD

upduy
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2np uwdnubinquijht wnunppgywd
whunnpnzhs ahéiny waynunhbughuh
nbwlyghwh hwdwp 011

BSwquwph Yud nguwph wpjw hdniuhqugywsd wnunppgqwd ghéndy, |hn$hihqugywsd: Mwpniuwynud £
hwlwdwpdhuubp 011 fudph wuwnhqbuwht Ynduytpuh tfundwdp:

MNwhwwtdwt dwdltinp Uwqugnyup 5 tnwph, 4 - 10°C: Mhnwutihnyejwt dwdlytint wntdwaqt 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunubiph
wwhwgh), niubtw fudpwpwiwyh b wwypwupwuhouwiht dwdljwgnbp, wpunwnpnnh Ynndhg wpunwnpdwu
wduwpyh b wyhunwubjhnyejwt dwdlinh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwl (dwdytinh, wpnwnpnnh b hwpebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubpyuywgynn npwyh hwjwunwghp: Upunwnpniejniut niubuw
ubipnpdwsd npwh Ywnwywpdwl hwdwluwpg' npwyht ubplujwgynn dhowqguihtt PUO utnwunwpwnubipht
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD

upduy

5.00

p. bpluwt, HUwyw, 37

89

33121270

2 uwdnubinquiht wnunppgywd
wfuwnnpnghs 2hintly wqnunhwghwh
ntiwlyghwjh hwdwp 012

Bwqwnh Ywd nguwph wpywt hdnihqugywsd wnunppgwsd ohtndy, hnyhihqugywsd: Mwpniuwynud £
hwlwdwpdhuutp 012 fudph wuwnhgqbuwht Yndwbipuh ulwndwdp:

MNwhwwtdwt dwdltnp Uuwqugnyup 5 tnwph, 4 - 10°C: Mhnwubihnyejw dwdlybnt wntudwqt 70%-h
wnluwiniginiu dwnwlwpwpdwt wwhht: Kwdwwywnwufuwuh npuyht ubipluwjwgynn dhowqquihu
unwunwpunubpht b nibuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtuwyht ubpluywgynn
hwjwuwnwghp): Snpdwpwiwiht wyhnwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutiph
wwhuwgh), niubuw fudpwpwtwlh b wwpwupwuhwiht dwdljwgpbp, wpwnwnpnnh Ynndhg wpnwnpdwu
wduwpyh b whnwubjhnyejwu dwdltinh hunwy ugnwubpny: ludpwpwuwyp Yph hunwly dwdlwghp,
wdpnnonipjwdp |huh dhwnbuwy (dwdltinh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw
wpuwnpnnh Ynnihg fudpwpwuwyhtu ubipyujwgynn npwyh hwjwuwnwghp: Upunwnpnie)niut niubuw
ubpnpdwd npwyh unwywpdwt hwdwlwpg' npwyht ubplujwgynn dhowqguihtt PUO unwnwipunutiph
hwdwwwwnwufuwl (ISO 13485, 9001, CE b/ywd IVD

upduly
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p. bpluwt, YUwywu, 37
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2 uwdnubinquiht wnunppgywd
wiuwnnpnghs ohéintly wqynunhwghwh
ntiwlyghwh hwdwp Hb

BSwquwnh Yud nguwph wpjwt hdnihqugywsd wnunppgqwd ghény, |hn$hhqugywsd: Mwpniuwlynud
hwlwdwpdhuutip Hb dunpwlwht wuwnhgbuh Uwndwdp:

MNwhwwtdw dwdltinp 5 wmwph, 4 -10°C: Mhunwubihniejwt dwidlint wntudwqt 70%-h wnlwjnyejniu
dwnwyuwpwpdwt wwhht: Cwdwwywnwufuwuh npuyht ubpyujwgynn dhowqgquiht unwunwpunubphtu b
niubuw npwyh hwjwunwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpujwgynn hwdwuwnwghp):
Snpdwpwtwiht whunwlwynpnuwing (hwdwéwju 1SO 18113 wnpph unwunwpunbph wwhwgh), niubuw
fudpwpwtwyh b wwypwupwuhgwiht dwdywgntn, wpunwnpnnh Ynndhg wpunwnpdwt wduwpyh
whnwubhnyejwt dwdlbinh huinwl Upnwdubpny: ludpwpwtuwlp Ynh hunwly dwdljughp, wdpnnoniejudp
lhuh dhwnbuwly (dwdlytinh, wpnwnpnnp b thwpbpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg
fudpwpwtwlyht ubipyuwywgynn npwlyh hwywuwnwghp: Upnwnpnieginiut niubuw ubpnpdws npulyh
Ywnwywpdwt hwdwlwpg' npuyht uipyujwgynn dhowqguihtt hUO unwtnwpuubpht hwdwwwunwufuwl
(IS0 13485, 9001, CE L/ywd IVD:

upduly

5.00

p. bpluwu, Y.Uwywu, 37
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2np uwdnubiinquuht wnunppgywd
wfuwnnnnghy ghtinly
wgynunhtiwghwyh ntwghuwh
hwdwp Hg

Bwgwnh Ywd nghuwph wpwt hdnihqugywd wnunppgywsd ohtndy, hnyhjhqugywsd: Mwpniuwynud £
hwlywdwpdhuubip Hg dunpwlwjht wuwnhgqbuh byuwndwdp:

MNwhwwtdw dwdljtinp 5 wnwph, 4 -10°C: Mhunwubihniejwt dwidlintu wntdwqt 70%-h wnlwjnyejniu
Juwnwywpwpdwt wwhht: Cwdwwywnwufuwuh npuyht ubpyujwgynn dhowqgquiht unwunwpunubpht b
niubuw npwyh hwjwunwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn hwdwuwnwghp):
Snpdwpwtwiht whunwlwynpnuwing (hwdwédwju 1SO 18113 wnpph unwunwpunubph wwhwugh), niubuw
fudpwpwtwlh b wwypwupwuhgwiht dwdywagntn, wpunwnpnnh Ynndhg wpunwnpdwt wduwpyh
whwnwubhnyejwt dwdlybnh hunwl upnwdubpny: ludpwpwtuwlp Ynh hunwly dwdljwghp, wdpnnoniejudp
lhuh dhwwnbuwly (dwdltinh, wpnwnpnnp b thwpbpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg
fudpwpwtwyht ubipywywgynn npwlyh hwywuwnwghp: Upnwnpniegniut niubuw ubpnpwsd npulyph
Ywnwywpdwt hwdwlwpg' npuwyht utipyujwgynn dhowqguihtt hUO unwtnwpuubpht hwdwwwunwufuwl
(IS0 13485, 9001, CE L/ywd IVD:

upduly

5.00

p. bpluwu, YUwywu, 37
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33691420

Eunbipnwiunwsdht (nhwpngti)
wnhpwjht gnuyhlutiph (EPEC, ETEC,
EIEC, EHEC, EAGEC) FUf3-u
Ythuhyuwlyuw U 2ngwlyw dhowwyph
udnipubiphg hwjnuwpbipdwu
hwywpwdnt

MTN nbwgbunutiph hwjwpwdnt Eunbipnwfunwdht (nhwpngbi) wnhpwht gnuyhlubph (EPEC, ETEC, EIEC,
EHEC, EAGEC) YUf3-u Yihuhywlwt U opowlw dhowdwinh udniputiphg hhpphnhqughnu- $yniptiugbunugh
ntinblghwjh dhongny (nwppbpwy FRT) hwjntuwptipdwt hwdwp <hpwlwt dwdwuwlyh» nbdhdnud:
Lwijwpwdnit bwhuiwnbudws E udwqugnyup 55 ntwlghwh hwdwp, ubipwnjw) unnighsubipp:

Lwijwpwdnit wnwwunwgywd k «Rotor-Gene» 3000/6000 wdyh$hlwinnph hwdwp: Mhunwubijhniyejwu
dwdybnp' ujuqugnyup 9 widhu: Cwjwpwénih mbnwihnfudwi gbpduwyht nkidhdp 2 - 8°Ck, 5 ophg ng
wyb: Mhunwubhnejwi dwdlint wnudwqu 70%-h wnuynieni dwnwlwpwpdwl wwhht:
Lwdwwwwinwufuwuh npwlht Ubplwjwgynn dhowqquiht unnwunwpunubipht b niubuw npwyh hwdwunwghp
(wpuwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn hwjwunwghp): gnpdwpuwtiwiht whnwlwynpnuwing
(hwdwdwju 1ISO 18113 gwpph unwunwpunubiph wwhwugh), niubuw fudpwpwtwlh b wwypwupwuhywihu
Swdlywgnptip, wpwnwnpnnh Ynndhg wpnwnpiwt wduwpyh b wyhnwubhnejwt dwdybnh hunwy
ugnuiubipny: Fudpwpuwtwlyp Ynh hunwly dwdljwghp, b niubtuw wpnwnpnnh Ynndhg fudpwpwtwyh
ubipyuywgynn npwlh hwjwuwnwghp: Upnwnpnieniut niubiw ubpnpdwsd npulyh Yunwdwpdwu
hwdwlwng' npwyht ubpluywgynn dhowqguiht hUO unwunwpunbipht hwdwwwwnwufuwt (1ISO 13485,
9001, CE W/ywd IVD

[nwljwqd

10.00

p. bpluwt, HUwyw, 37




hpwytipny

qunuiubiph wjwuny

Uwfuwint twfuwwnbujwd wuypwupwiht o
ujwd dhgmhghl{ wunudp ugwp, dwlhgp L bl pngpuwghnp o dhwynph ghtp/<< punthwunip punhwunip
swihwpwd|  dwdlwghpp' pun wpuwnpnnh npuwd ghup/<< npuid pwuwyp
uh FUU nwuwlywpgdwu wujwunwip
hwdwpp (CPV) hwugtiu
MTN hwywpwdnt Yihuhhulwu udnignd (peh U phepdwywuh htnht wwwnh npdwpwnwtphg punty) b
dwupbwht Ynynnipuynd uwnyun hwqgh (Bordetella pertussis), hwplwwnywn hwgh (Bordetella parapertussis)
b ppnufunubiyyunhyngh (Bordetella bronchiseptica) hwipnighsutinh VL& hhpphnhqughnt - $yniptiugbunwhu
ntinblghwjh dhongny (nwppbipwy FRT) wugwwnbint b wwppbipwytint hwdwp «hpulut dwdwuwyhy» -
Guwiynyn huigh (Bordetella pertussis), nbdhunul: <wywpwdniu wnwuunwgyws  «Rotor-Gene» 3000/6000 widuyih$hlwwnnph hwdwn:‘ 2
hunuwunytn hugh (Bordetella Lwwpwdnit bwhuwnbudwd £ wnudwqu 100 ntwyghwjh hwdwp: ’nhmwhhmammum dwdytiinp 3
o) L Utunutunhlngh ujwqugnyup 9 wihu: Cwjwpwénth mbnwihnfudwy gbpdujhu nkdhdp 2 - 8°Ck, 5 ophg ny wiyby: :E
93 33691420 r;;z:::::s:r)oncir;:e fica) :‘w e Eua h Mhwnwubhniejwl dwdlybnt wnudwqu 70%-h wnlujnyeniu dwnwlwpwpdwl wywhht: Kwdwwywnwufuwh IPwlwqd 3.00 I
LU LlthhLleUJEUdmZUh:hgg al npwlht ubpyujwgynn dhowqquiht unwunwpuubpht b ndubuw npuyh hwyjwunwghp (wpnwnpnnh -g
hugntiwpbpdwl hudwpudn: Ynnudhg fudpwpwuwyhts ubplwjwgynn hwywuwnwghp): Snpdwpuwitiwiht wyhunwlwynpnwding (hwdwdawju ISO J—;:'
18113 pwpph unwunwpwnubph wwhwugh), niubuw fudpwpwwyh b wwypwupwuhyuwhtu dwdljwgnpbn, 5
wpuwnpnnh Ynnihg wpnwnpdwt wduwpeyh b wyhnwubhnyejwtu dwdybnh hunwly upnwdubipny:
hudpwpwuwyp Ynh hunwly dwdlywghp, b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlht ubiplujwgynn npulh
hwywuwnwghp: Upunwnpniejniit ntubuw ubpnpdws npwlh jwnwywpdwt hwdwluwpg' npuyht
ubpyuywgynn dhowqguiht hUO unwunwpnbipht hwdwwwwnwufuw (1SO 13485, 9001, CE /ywd IVD
MTN nbwgbunubiph hwwpwsdnit bwhuwwnbudws E Shgbjwubiph (Shigella spp.), Uwdnutijwubiph (Salmonella
spp.), Ywdwhnpwlunbphwubiph (Campylobacter spp.) YUl Yihuhlwlwu b gpowlw dhowywjph udnipubinhg
hhpphnhqughnt - $ynipbugbunwht nbnblghwih dhongny (tnwppbpwy FRT) hwjnuwpbpdwl hwdwp
«ppwlwt dwdwuwlh» nhdhdinu: Cwdwpwdnit bwhuwnmbudws | wnudwqu 55 nbwlyghwih hwdwp,
MM hwdwpwdnt Thgbjwubiph Ubipwnjuw unnighsubinp: 5
(Shigella spp.), Uwydnutjwubiph Lwqwpwdnit wnuwuwyinwgyws k «Rotor-Gene» 3000/6000 wiwyh$hywinnph hwdwp: Mhuwubjhniejwu =)
(Salmonella spp.), dwdlbwnp' ujwqugnyup 9 wihu: Cwwpwsnih wknwihnfudwi ghpdwjht nkidhdp 2 - 8°CE, 5 ophg ny %'
Luwdwhnpwlywnbinhwubiph wybp: Mhunwubjhniejwt dwdlybnt wntudwqt 70%-h wnlwynenit dwnwwpwpdwt wwhh: =}
94 33691420 Inwluwqd 2.00 <~
(Campylobacter spp.), Tule Lwdwwwwnwufuwuh npuyht Ubpujwgynn dhowqguiht unwunwpunubpht b niubuw npwyh hwywuwnwghp o
Yihuhyuywt U opowljw dhowuyph (wpwnwnpnnh Ynnudhg fudpwpwiwlyht ubphujwgynn hwywunwghn): gnpdwpwiwht whunwlwynpnwing 3
udnubiphg hwjntwpbipdwt (hwdwdawju 1ISO 18113 gwpph unwunwpwnubiph wwhwugh), niubuw fudpwpwuwyh bW wwypwupwuhwihu 5
huwidwn dwdljwgpbip, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhunwubihnyejwt dwdybnh hunwy =1

ugnudubipny: Fudpwpwuwyp Yph hunwly dwdljwghp, b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubiplyuywgynn npwyh hwjwuwnwghp: Upnwnpnieniut niubuw ubipnpdwd npuyh unwduwpdwu
hwdwlwpg' npwyht ubipluywgynn dhowqguiht hUO unwunwpwnbipht hwdwwwwnwufuwt (1ISO 13485,
9001, CE b/ywd IVD:




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

Uhwynph ghup/<<
npuwd

punthwunip
Ghup/<< npwd

punhwunip
pwuwyp

bt

hwugku

95

33691420

Legionella Antigen Urinary wpwg pbuwn
L.pneumophila-h hwlwduh npnadwu
hwdwp

Legionella Antigen Urinary ptiunnp wpwgq dtipenn £ pnpwpnpph wiunwuhgubip niutignn hhjwunutiph deqnid
Lp1-h hwlwduh hwjintwpbpdwt hwdwp (npulwlwu): NHawgbunubph hwjwpwdniu wwpniwynud .

1) fFhun-Yuubiinubip, npntup wwpniwwnwd Bu Uhnpngtignynquihtl puwnwpltiph ypw' Legionella
pneumophila serogroup 1-h ujwwndwdp glipqquynitwgywsd Gwquph hwwdwpdhuubpny ubipddtgywd
2tipuplutp,

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

3) Yhpwfudnidny dnntip wwghbuwnh dhgh tdnipwndwy hwdwp,

4) Huwlwu unnighy Yhpwudnid, npp wwpniuwlynd £ yhpwpudnidh ypw snpugpwd gipduwghtu
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 pbunh npwdwnpnuip:
Mhwnwubihnipjwt dwdljinp’ bjwquignyup 12 wdhu: Mhnwtbhniejwt dwdlbinp wnudwqu 70%-h
wnluinipiniu dwnwlwpwpdwt wwhht: Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwywuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwawju 1SO 18113 gwpph unwunwpunubiph
wwhwgh), niubtw fudpwpwiwyh b wwypwupwuhouwiht dwdljwgnbp, wpunwnpnnh Ynndhg wpunwnpdwu
wduwpeyh b wyhunwubjhnyejwl dwdltinh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp, L
niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipyuywgynn npwlyh hwjwuwnwghnp: Upinwnpnieniut niubuw
ubipnpdwsd npwh Ywnwywpdwl hwdwluwpg' npwyht ubplujwgynn dhowqguihtt PUO utnwunwpwnubipht
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD:

[nwljwqd

1.00

p. bpluwt, HUwyw, 37
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33691420

«A» fudph unpbiywnwynlytiph
hwjinuwpbpdwt wpwg phun

Fhuwnp bwhuwwnbuwd £ hhywunh plwugph puntpnud U fudph unpbiyuwynytiph
wnluinipjwi/pugwlwinipjwt wpwqg npnadwt hwdwn: Wu hhdugwsd £ U fudph unpbiuyuwynlybiph hwhwduh
hwynuwpbpdwt Jpw: Fhunt hpbuhg ubplwjwgunid £ wpwg, in vitro hdntiwppndwunngpw$hly
hbwnwgninnigniu: Uygpniupp Yuywund £ uhinpngbpninquiht punwupubinh ypw U fudph unpbiyuwynytiph
hwlwduh uwwndwdp gipqquniuwgywsd dywu dnunlyinuw) hwwdwpdhuubph hbn hwlwduh
thnfuwgntigniejwt hhdwu Ypw U fudph unpbiuywnwlynybph npuwlwlwy hwjnuwpbpnup: (Fbunbpp
wuhwwnwlwt thwpbpwynpdwdp Bu, punhwung thwebpwynpdwi by ubipwnting twl npuywu W
pwgwuwlwl unnighs: 1 phunp bwuwnbudws £ 1 hGunwgnnnyejwt hwdwn: (@Gunwiht dwuwywybuubipny
tphqubipp hwpebpwynpdwsd bu wynwihub hwjwehptinhg ywnpwunywsd wuhwnwlwt Julninuwwhu
thwpbpwynpdwl dbg, npp wwpniiwlnud  silica gel minwpwlubip: wwpwdniu thwpbpwynpyus
unjupwpnpel tinuhh dbg 1 winuhp Wwpntuwynw £ ujuqugnytp 20 phuwn: Mhuwutihnyejwt dwdlytinp'
ujwqugnyup 12 wdhu: Mhunwubjhnejwt dwdyant wnujwql 70%-h wnuwynyejni dwnwlwpwpdwu
wwhht: Cwdwwywwnwufuwih npwyht ubipluywgynn dhowqguiht unwunwpuubpht b ndubuw npwlyh
hwlwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyp ubpyuwjwgynn hwywuwnwghp) W gnpdwpwuwhu
whunwlwynpnuing (hwdwdwyu 1ISO 18113 gwipph unwunwpnubiph wwhwugh), niubuw fudpwpwuwyh L
wwypwupwuhpwiht dwdlwgnbip, wpnwnpnnh Ynndhg wpunwnpdwt wduwpdh bW wyhunwubhnygjwu
dwdlytinnh hunwly upnwiutipny: fudpwpwuwlp Yph hunwl dwdlwghp, W niubbw wpunwnpnnh Ynndhg
fudpwpwuwyhu ubpywywgynn npwlyh hwdwuwnwghp: Upuwnpniejniut niubuw ubipnpdusd npuyh
Ywnwywpdwt hwdwlwnpg' npuyht utipyujwgynn dhowqguihtt hUO unwtnwpuubpht hwdwuwwunwufuwl
(1SO 13485, 9001, CE U/jwd IVD

[nwljwqd

1.00

p. bpluwt, HUwyw, 37
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33121270

Clostridium difficile GDH + Toxin A + Toxi
B wpwqg hwjnuwpbpdwu
hdniunppndwnngpw$hy pbun

(Fhuwnp bwuwwnbudws £ Yhuhyuywt udnignud (Ynwupnu) Clostridium difficile GDH + Toxin A + Toxin B-h
wpwg hwjnuwpbpdwt hwdwp: Snipwpwugnip phun twuwwnbudwsd £ 1 npngdwt hwdwp: <wlwpwdniu
Uwhuwwnbudws £ wnudwqu 20 phunh hwdwp, gbpwnuwbih k1 hwdwpwdnth (20 - 22 phuwn) hbn 2 unnighy
phuwnh ipwdwnpnuip: Clostridium difficile GDH + Toxin A + Toxi B wpwg hwjinuwpbpdwu hLU phunp dky
hwjwpwdnit ubipwnnud k.

1.Clostridium difficile GDH + Toxin A + Toxi B huniunppndwinngpuwbhwlw phuwnh gbpnbp uyhunwly
wwuwnhy tphqubiph dtg

2. Ynuwitph tdnywndwt thnpdwunp' |Ndhgny

3. phiunh ogunwgnpddwu gnignudubip - 1 hwwn:

(Fhunwht dwwwytuubipny tiphqubipp thwpebpwynpyws Gu wynuihub hwjwehpetinhg Wwunpwunywsd
wihwwnwlwt Juyninuwwiht thwebpwynpdwu dby, npp wwpniuwynud £ silica gel tnnuypwljutip:
Lwywpwdni thwpbpwynpyws L unupwenpet winwhh dby: Mf ubjhnipyut dwdljnp' tjuqugnyp
12 wihu: Mhunwubhnipjut dwdybint wntudwqu 70%-h wnlwjnienit dwnwlwpwpdwt wwhhu:
Lwdwwwwnwufuwuh npuyht Ubpyujwgynn dhowqguiht unwunwpunubpht bW niubuw npwyh hwjwuwnwghp
(wpwnwnpnnh Ynndhg fudpwpwtwlht ubiplwjwgynn hwjwunwghp): Snpdwpwuwiht whnwlwynpnuing
(hwdwdawju ISO 18113 gwpph unwunwpwnubiph wwhwugh), niubuw fudpwpwuwyh b wwpwupwuhwihu
Swdljwgnbip, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhunwubihnyejwu dwdybinh hunwy
ugnuubipny: ludpwpwuwyp Yph hunwy dwdlwghp, wdpnnoniejwdp |huh dhwinbuwl (dwdlbtnh,
wpunwnpnnh b thwebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubipywjwgynn
npwlh hwjwuwnwghp: Upnwnpnipniut niubuw uipnpdwsé npulh junwywpdwt hwdwlwpg' npwyhu
ubiplyuywgynn dhowqquiht hUO unwunwpnutipht hwdwwwwnwufuwu (ISO 13485, 9001, CE L/ywd IVD:

Inwluwqd

1.00

p. bpluw, YUwywu, 37
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Ctaplnpuilintn whinphh hulwidth
npn2dwl wpwg phun (Ynwupnud)

hRU phunp Uwiuwwnbudwd t Helicobacter pylori-h wpwg in vitro 4l thnywiuh npulwlwt hwjnuwpbpdwu
hwdwp: Npngnuwip hhdudwsd £ hdnuinppndwinngpu$hwlwl wuwhgh ulqpniuph Ypw: Snipwpwgnip pliun
Uwfuwwnbudws £ 1 npnodwt hwdwp: Lpwlwqup bwiuwnbudws E wntdwql 20 npnadwt hwdwp (Yud
hwdwndtip' 5 x 4, 10 x 2): Helicobacter pylori phuwnh dbl hwjwpwéniu Ubpwnnud k.

1. «Helicobacter pylori» hdntunppndwinngpwbhwlw pliunh sbipnbp uwhunwly wwunmhl Gphqubiph dbg;

2. Ywpnghy-Yuthwphsny thnpdwunputn' bdnywndwt dnnny, npntup wwpniuwynwd Bu bdngh Nddwl
prudlin;

3. oqunwgnpdnnh Ynndhg thnpdwunpubiph wyhnwlwynpdwu hwdwp unuudynn whnwlubp (wwpuownhp gk,
huwpwynpniejwt ntiwypnu);

4. «Helicobacter pylori» phuwnh oqunwgnpddwl gnignuiubin:

Fhunwht dwwwybuutipny Biphqutinp thwpebpwynpywsd bu wynwhub hwywphrbinhg Wwnpwunyws
wuhwwnwlwt Juyninuwwiht hwpebpwynpdw dbg, npp wwpniuwynud £ silica gel nnuypuwiljutip: Helicobacter
pylori hwjwpwdniu thwpbtipwdnpdws k undwpwenpb iinuhh dbe: Stpwnwbih £ 1 hwdwpwsdnth htin
hwiwywwnwufuwtwpwp 1 Ywd 2 unnighs phunh npwdwnpnwip: Mhunwubhnyejwt dwidybnp'
ujwqugnyup 12 wdhu: Mhunwubhnyejwl dwdybnp wnudwqu 70%-h wnluyniejnitu dwnwlwpwpdw
wwhht: Cwdwwywnwufuwih npwyht ubipluywgynn dhowqguiht unwunwpuubpht b ndibuw npwlyh
hwlwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwwuwnwghp): gnpdwpuitiught
whunwlwynpnuing (hwdwdwyu 1ISO 18113 gwipph unwunwpnubiph wwhwugh), niubuw fudpwpwuwyh L
wwypwupwuhpwiht dwdlwgnbip, wpnwnpnnh Ynndhg wpunwnpdwt wduwpdh bW wyhunwubhnygjwu
dwdlytinnh hunwly upnwubipny: fudpwpwuwlp Yph hunwl dwdlwghp, wdpnnoniejwdp (huh dhwnbuwly
(dwdybtwnh, wpnwnpnnh U thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht
ubipyuywgynn npwlh hwwuwnwghp: Upnwnpnieiniut niubuw ubpnpdwsd npulyh Yunwdwpdwu
hwdwlwpg' npwyht ubpluywgynn dhowqguyht hUO unwunwipuubpht hwdwwwwnwutuw (ISO 13485,
9001, CE b/ywd IVD:

[nwljwqd

5.00

p. bpluwt, HUwyw, 37
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Spwuuwnpunuwiht hwdwlwpg Ykph
Planh dhgwiujpny

33691166

Spwuuwynpunwht hwdwluwpg
Uunynuupunh dhowidwypny

Lwhuwwnbudws  Yihuhywlwt bynyeh' Ynwuph tdnpwndwl, wbnuinudwt b ywhwywudwt hwdwp:
Snipwpwtgnin thwpebe wwpniiwlynw § dwuptwqtind bbph-Pitp dhowdupny wnihunhpniwiht thnpdwunp
b wywuwnhly dnnny nt uhwphsny yhpwfudnid puntyp Jbipgubiine hwdwp: Uhowidwypp wpunwpht quudwdp
wnwug wkuwubih thnthnfunieyniiibiph' dwptip Yud wynwewlubip, snpwgdwu hbnptip, wéh wnlwnieniu W
wyju:

Nuwhywtdwl dwdytinp' 18-30 wihu' hwdwdwju wpnwnpnnh Ynndhg npdwé hwwuwnwgnh, 2-25°C
obipdwyhu ntidhdh wwjdwuubpnud: Mhunwubihniejwt dwdybnt wnujuqu 70%-h wnlw)nie)niu
dJwnwywpwpdwy wwhht: Uypwupp |huh gnpdwpwuwiht hwpebpwynpdwdp b gnpdwpwuwhu
whuwlwynpnuing (hwdwdwju 1SO 18113 gwpph unwlnwpnubiph wwhwugh): Mwpwwnhp By’
fudpwpwtwlyh dwdlwaghpp, wpunwnpnn juqdwlbpyniyejwi wudwunwiu nihwugbt, wpnwnpnnh Ynndhg
wpunwnpiwt wduwpdh b whunwubihnyejwt dwdybnh hunwly ugnuiubipp: Lagws k in vitro Yhpwndwu
Jwuht ugnudp ud unyuwlwbiwgdwt jpugnighs wy) dhongutip, on.' funwingwiht hwdwn, wwpwuph
hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwinbiuwly (dwdybinh, wpunwnpnnh b hwpbipwynpdwu
wnnuwing) b nubuw wpunwnpnnh Ynndhg fudpwpwtwyht ubpyuwjwgynn npwyh hwjwuwnwghn,
gnpdwnuwlwu puniyewgnbiph thnpdwplunyejwl wpryniupubin, huswbiu bwl uyniunyejwt quwhwndwtu
wpryniuptbin' hwdwdwju bUO 23640-h wwhwugutiph: Upnwnpnipnitt niutiiw ubipnpdwsd npulh
Ywnwywpdwt hwdwlwpg' npuyht utipyujwgynn dhowqguihtt hUO unwtnwpuubpht hwdwwwunwufuwl
(IS0 13485, 9001, CE /ywd IVD):

15,000.00

p. bpluwu, Y.Uwywu, 37

Luwhuwwnbudwsd § ywhwugynwn dwupbutin, dwuuwynpwwtiu Haemophilus influenzae, Neisseria
gonorrhoeae, Streptococcus pneumonie wwpniuwlnn Yihuhlulwt tynieh udnpwndwl,
nbnwihnfudwt b wwhwwudwt hwdwn: Snipupwgnip hwebe hp db wwpniiwynd £
Uuiynuupuinh dhpwiduynny wnihuwnhpnjught tinpdwitng L wiwunhyt tugnhyng ne fuahwiphsng
Jhpwiudnd puntyp ybpgubine hwdwp: Uhgwduwyipp wipunwpht quudwdp wnwug nbuwtbih
thnthnfuniegniuubiph’ Swpbin Yuid wynwewlubp, snpwgdwt hbnpbn, wéh weljuwynuegniu b wyu:
Muwhwwudwu dwdlbiunp' 18-30 wihu' hwdwdwju wpnwnpnnh Ynndhg wpdwd hwdwunwgnh, 24
25°C gbipdwyhu ntidhdh wwydwuubpnid: Mhunwubihnyggwt dwdlbnt wnujwqu 70%-h
wnYuynipgntt Juwnwwpwnpdwt wwhhtu: Uwpwupp |huh gnpdwpwtwht hwebpwdnpdwdp b
gnpdwpwuwihtu whunwlwynpnudng (hwdwédwju SO 18113 swnph unwunwpuubinh wwhwush):
Muwpwuwnhp bb* fudpwpwwyh dwslwghpp, wpnwnpnn jugiwlipuynyeywt wugwundu no
hwugbt, wpunwnpnnh Ynndhg wpnwnpdwi wduwpyh b wyhnwubhnyggut dwdybnh hunwy
ugnudubipp: Lodwid | in vitro Yhpwndwt dwuht ugnudp Yud unyuwlwuwgdwt (pugnighs wyg
dhongutip, on.' Juwwinguiht hwdwn, wwpwuph hwdwp: fludpwpwbtwl wdpnnentewdp (huh
dhwunbuwy (dwdybinh, wpunwnpnnh b hwpbpwdnpdwt wenwdng) W niubuw wpnwnpnnh
Ynnuhg judpwpwiwyhu ubiplujwgynn npwlh hwywuwnwghn, gnpdwnuwlwu puntewagnptph
thnpdwpUunupjwlu wpryniupubp, huswbu twlb Yuyniungeywu quwhwndwy wpryniupubp'
hwdwdwyu hUO 23640-h wwhwusubiph: Upunwnpnigniut niubuw ubpnpws npuyph
Ywnwywpdwu hwdwlwpg' npulht ubipluywgynn dhowgguyht hUO unwiunwipunubphu
hwdwwwwnwutuwl (1SO 13485, 9001, CE W/wd IVD):

300.00

p. bpluwt, HUwyw, 37




hpwytipny
Uwfuwint
ujwd
swihwpwd
th
hwdwpp

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

wujwunwip

wyypwpuwyh
ugwp, dwlhgp L
wpuwnpnnh
wujwunwip

wbluthywyuw punpwghpp

s/d

Uhwynph ghup/<<
npuwd

punthwunip
Ghup/<< npwd

punhwunip
pwuwyp

bt

hwugku

101

33691166

Spwuuwnpunwiht hwdwlywpg Udhbu
dhgwiwypny

102

33121270

«GwqMuwytin»-ubip Epuhyuunnpubiph
hwdwp (dhypnwikpndh) wuwydwuubp
untindtint hwdwp)

103

33121270

«FwqMuwybw»-ubip Epuhluwnnputiph
hwdwp (wuwkpnp wwjdwuubp
uwnbindtint hwdwip)

Luwfuwunbudws | ywhwugynn onwljwug b wuonwlywg dwupkubp wwpniswynn Yihuhywlwu
uynieh udnpwndwt, whnwidinfudwu b ywhwwudwt hwdwp: Snipwpwtgnip hwpebie hp dby
wwpniawynid § wlynhdugywd wénibuny Udhtiu dhowduwipny wnthuwnhpniwiht thnpdwnge L
wwuwnhy thuynhyng nt uathwiphgny dhpuifudmd puniyp dtingutyne hwdwin: Uhgwijuypp
wnwnwpht quudwdp wnwtg wbuwubih hntnfunyegniutbph’ Gwpbip Yud wnwowlub,
snpwgdwt hbunpbp, wéh wnljwynuegnu b wyt: Mwhwywtdw dwdybnp' 18-30 wdhu' hwdwéwiu
wpwuwnpnnh Ynndhg nipdwd hwdwuwnwgnph, 2-25°C obpduht nbidhdh wwydwuubpnud:
Mhwnwubihnipjwl dwdlybnt wnudwqu 70%-h wnluynyeinitu dJwnwyuwpwpdwt wwhhu:
Uwpwupp (huh gnpdwpwuwiht thwpbpwdnpdwdp W gnpdwpwtwht whnwlwdnpnidng
(hwdwdwyu 1SO 18113 swipph unwunwpwubiph wywhwugh): Mwpwwnhp U fudpwpwuwlyh
Swidlywaghpp, wpunwnpnn uqdwytipynigywu wudwuntdu ne hwugbt, wpunwnpnnh Ynndhg
wpwwnpdwi wduwpdh b wyhunwubjhnpywt dwdytinh hunwy ugnidubpp: Lodws kin vitro
Yhpwndwu dwuht Uonwip Yud unyuwlwuwgdwt pugnighs wy dhongubip, op.' Yuwnwinguihu
hwdwp, wwypwuph hwdwn: udpwpwuwlu wdpnnoniwdp |huh dhwwnbuwl (dwdytinh,
wpwwnpnnh b hwebpwdnpdwt wenwng) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht
ubipluywgynn npwlh hwjwuwnwghp, gnpdwnuwywu punipwgnbiph thnpdwpluniejwu
wpryntupubn, huswbu bwl uniungeywt quwhwndwy wpryniuptbn' hwdwawyu hUO 23640-h
wwhuwugubinh: Upuwnpniggniut niubtw ubipnpywd npwlh Yunwdwpdwy hwdwwpg' npuyht
ubipluywgynn dhowgguyhtt hUO unwiunwipunubpht hwdwwwwnwutuwi (1ISO 13485, 9001, CE

[ IR 1V AW

200.00

p. bpluwu, Y.Uwywu, 37

Ququgbubipwwnnpwiht thwpebip, npnud wnlw phdhwlw Unyep (Uwwnphnuih hhnpnuny$wn fud
whpnquin)) wwwhnynud £ Epuplwnnpnud (2,5 1) preywduh Ywunwiu ne dhypnwkpn$hy dhowdwiph
unbtindnuip (Jnpwpwitgnip wuhwnwlywt thwpebep): Uuhwnwlwl thwebpubpp hubu hwpbpwynpdws 1
punhwunip hwpbend' wnwybjwgnyup 10-wlwl hwwn: Mhunwubihnyejwl dwdlytint wnujwqu 70%-h
wnluynipiniu dwnwlwpwpdwl wwhht: Uypwupp (hup gnpdwpwuwiht hwpbpwdnpdwdp W
gnpdwpwiwht whnwlwdnpnuwing (hwdwawju 1SO 18113 gwpph unwunwpwnubiph wwhwgh): Mwpunwnhp
bU' fudpwpwtiwyh dwdlwghpp, wpnwnpnn fugqdwybpwniejwl wudwunwu nthwugbl, wpnwnpnnh
Ynnihg wpunwnpdwt wduwpyh b wyhunwubihnyejwt dwdytinh hunwl ugnwdubpp: Ladwsd k in vitro
Yhpwndwl dwuht ugnudp Yud unyuwlwbwgdwl jpugnighs wyp dhongubip, op.' wwnwinguyht hwdwn,
wwpwuph hwdwp: udpwpwuwlu wdpnngnipjwdp |huh dhwnbuwly (dwdltinh, wpunwnpnnph L
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplwjwgynn npulh
hwjwuwnwghp: Upnwnpniegniut niubuw ubpnpdwsd npuyh yunwdwpdwl hwdwywng' npulypt
ubpyuwywgynn dhowqguiht hUO unwunwpunbpht hwiwwwwnwufuw (ISO 13485, 9001, CE W/ywd IVD):

10.00

p. bpluwt, HUwyw, 37

Guquagblbpwwnnpuiht thwpetie, npnd wnw phdhwlw Ujnyep (Wwwphnwh hhnpnuny$buwin Yud
whpngwinp) wwwhnynud | Epupuinnpnud (2,5 |) preywdth Yuunwiu nt wuwkpnp dhowdwyph uinbndnuip
(Intpwipwiiginin wuhwwnwlywt thwebipp): Uwhwunwlwu thwebputipp |hubt hwebpwdnpdwsd 1 punhwungn
thwpebpnd® wnwybjugnytp 10-wlwl hwwn: Mhunwbhnpjwl dwdytint wnuwql 70%-h wnwnye)niu
dJuwnwywpwpdwu wwhht: Uypwupp |huh gnpdwpwuwiht hwpebpwynpdwdp bW gnpdwpwtwht
whwnwlwynpnwing (hwdwdwju 1ISO 18113 owpph utnwunwpwnubiph wwhwugh): Mwpuwnhp Gu'
fudpwpwuwlyh dwdlwghpp, wpunwnpnn juqiwlbpyniejwi wudwunwiu nhwugbt, wpnwnpnnh Ynndhg
wpunwnpdwt wduwpedh b whunwubihnejwt dwdytinh hunwy upndubpp: Lagws kin vitro Yhpwndwu
Jwuht ugnuwip ud unyuwlwtwgdw jpugnighs wy) dhongutip, on.' juwnwingwiht hwdwp, wwpwuph
hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwnbuwy (dwdltinh, wpunwnpnnh b hwpbpwynpdwl
wnnuwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtuwyht ubplujwgynn npwyh hwdwunwghp:
Upwnwnpniegniut niubtw ubpnpdwsd npuyh Yunwywpdwt hwdwlupg' npuyht uiplujwgynn dhowqgquiht
hUO uwnwunwpuubiphtt hwdwwwwnwufuw (ISO 13485, 9001, CE L/jwd IVD):

10.00

p. bpluwt, YUwywu, 37
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Mbthghiptin

Opquuwlwu phdhwlwt dhwgngniu £, CHCl; $npdnyuiny, wugnyt, punpng hnuny: Uujwunid Bu twl
tinpinpdbpwl, dbphitupinphn Ywd fujwnnt 20: UwupbwpwUwywl jwpnpuwnnphugnud Yhpwngnud £ opnud
Ynh$wgh hwypinuwpbpdwt phunh hpwlwuwgdwt hwdwp:

Mhunwbihnyejwt dwdybnp wnudwqt 70%-h wnluynieiniu dwnwlwpwpdwt wwhht, hwpbpwynpnudp’
hbpdtinhly, wnwytjwgnyup 0.5 |-wlng nwpwubpny:

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

hudpwpwuwyp wdpnnoniejwdp |huh dhwwnbuwy (Gwdltinh, wpnwnpnnh b hwpebpwynpdwl wnnwiny):

lhwp

3.00

p. bpluwu, Y.Uwywu, 37

Luwfuwwnbudws b dwupbwpwtuwlwl jwpnpwnnphwynud hbnwgnunnyesniuubiph hpwlwuwgdwt hwdwp:
Lbnniy Jninuight Yuqdnuyejwdp nbnuwdniu pwthwughl Unie k: Pwpbpwynpnudp wnwybjwugnyup 100 d-
wung upjwyubipny: Mhunwtbihniejwt dwdlybint wnujwqu 70%-h wnlwjnyeniu dwnwlwpwpdwl wwhh:
Uwpwupp [huh gnpdwpwuwiht thwebpwynpdwdp b gnpdwpwuwiht whunwywdnpnwing (hwdwdwju SO
18113 wpph unnwunwpwnutiph wwhwugh): Mwpuwnhp bu' fudpwpwtwyh dwdywghpp, wpnwnpnn
Yuqdwybpwniejwt wudwunwdu nt hwughbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b
whwnwubhnyejwt dwdlybnh hunwl Upnwiubpp: Ladws | in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwbwgdwl |pwgnighs wy) dhongutip, on.' Yuwnwinguiht hwdwn, wwpwph hwdwp: ludpwpwtwlu
wdpnnonipjwdp |huh dhwnbuwy (dwdytinh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw
wpuwnpnnh Ynndhg fudpwpwitwlht Ubpyuwjwgynn npwlh hwywunwghp:

ap

1,000.00

p. bpluw, YUwywu, 37

pwtwalip' (NH2),CO: Lhihwlwl dhwgnipjntu | wdtuwppyh nhwihn: Uyhwnwy pnipbinubp BU' ndth oph,
trrwunih, hbnniy wdnuhwlyh dbg: hpkuhg ubiplwjwgunud | wugnyl, wuhnn pjniptinutip: Pwpebipwynpnuip
dhugl 0.250 - 0.5 g Ypnwdpubipny: Uwpwupp |htuh gnpdwpwiwiht thwpbpwdnpdwdp b gnpdwpwtwihu
whwnwlwynpnwing (hwdwdwju 1SO 18113 owpph utnwunwpwnutiph wwhwgh): Mwpuwnhp Gu'
fudpwpwtwlyh dwdlwaghpp, wpunwnpnn juqdwlbpyniyejwi wudwunwiu nhwugbt, wpnwnpnnh Ynndhg
wpunwnpiwt wduwpdh b whunwubihnyejwt dwdybnh hunwly ugnuiubipp: Lagws E in vitro Yhpwndwu
Jwuht ugnuwip ud unyuwlwtwgdwl jpugnighs wy) dhongutip, on.' funwingwiht hwdwp, wwpwuph
hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwnbuwy (dwdltinh, wpunwnpnnh b hwpbpwynpdwu
wnnuwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtuwyht ubplujwgynn npwyh hwjwuwnwghp:

ba

2.00

p. bpluwt, HUwyw, 37

Mtuhghihuny MIC phun’ ujwqugnyu huhhphghwih Ynugbunpwghwt npngnn hwwphninhwiht unphwbn:
Syjw| hwhwdwupbwiht wypbwwpwunp wwpniwwynn wnihdbpwiht dwwwdbuh ubin 2pan (0,5x 6,0 ud), nph
Ypw wnlw Gu upw funniejwup hwdwwwwnwufuwunn upwgdtip (UWwqugnyuhg dhush wnwybpwugnyup 0.016
- 256 pg/mL) hwlwdwupkbwjhu qqwjniunyegniup npngbiine hwdwp: 1 pwlwqdp wwpniswynd £ wnuduqu 30
phiuwn:

Mhunwubhnyejwt dwdybnp wntidwqt 70%-h wnluyniejniu dwnwlwpwpdwt wwhht, wpbpwynpnudp’
htpdbinply: Kwdwwywnwufuwuh npwyhtu ubiplujwgynn dhowqgquiht unwunwpuubiphu W niubbuw npwyp
hwywuwnwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn hwyjwuwnwghp): Snpdwpwtwihtu
whwnwywynpnwing (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 wpunwnpnnh Ynndhg fudpwpwuwyhu
ubipyuywgynn npwlyh hwjwuwnwghp: Upnwnpnieniut niubuw ubpnpdwsd npulyh Yunwywpdwu
hwdwlwpg' npwlht ubpluywgynn dhowqguiht hUO unnwunwpwnbiphtt hwdwwwwnwufuwt (1SO 13485,
9001, CE b/ywd IVD

60.00

p. bpluwt, YUwyw, 37
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MIC ptiun Yuwd E - phun dwwwybu
Jwuyndhghuny

Opuwghihuny MIC ptiun’ ujuquqgnyu huhhphghwjh Ynugbunpwghwt npngnn hwlwphnnhuiht unphwtip:
SYjw| hwlwdwupkwiht wypbwywpwnp ywpnitwynn wnihdbpwht dwwwytuh utin 2bpwn (0,5x 6,0 ud), nph
Ypw wnlw U upw funniejutp hwdwwywnwufuwunn bpwgdtip (Wjwqugnyuhg dhugh wnwybwgnyup 0.016
- 256 pg/mL) hwlwdwupkwiht qquyniunyeniup npntiine hwdwp: 1 pulwqdp ywpniwwynd £ wnujuqu 30
phiuwn:

Mhunwbihnyejwt dwdybnp wnudwqt 70%-h wnluynieiniu dwnwlwpwpdwt wwhht, hwpbpwynpnudp’
htpdtinply: Kwdwwywnwufuwuh npuyhtu ubiplujwgynn dhowqgquiht unwunwpuubipht W niubuw npwyh
hwywuwnwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn hwjwuwnwghp): Snpdwpwtwihtu
whwnwywynpning (hwdwdéwju ISO 18113 gwpph unwunwpuutiph wwhwugh), niubuw fudpwpwuwyh b
wwypwupwuhpwiht dwdlwqgnbip, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhunwubhnyejwu
dwdlytinnh hunwly upnwiubipny: fudpwpwuwlp Yph hunwl dwdlwghp, wdpnnoniejwdp (huh dhwnbuwly
(dwdybtwnh, wpwnwnpnnh U thwpbipwynpdwt wnnuwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht
ubipyuywgynn npwlh hwjwuwnwghp: Upnwnpnieniut niubuw ubpnpdwsd npulyh Yunwywpdwu
hwdwywng' npwlht ubipluywgynn dhowqquyhtt hUO unwunwpuutiphts hwdwwwunwufuw (1ISO 13485,
9001, CE W/ywd IVD

60.00

p. bpluwy, “YUwyw, 37

Udwhghihtuny MIC phuwn’ uwqugnyt huhhphghwh Ynugbunpwghwl npngnn hwywphninhywjht unphwtip:
SYjw hwlwdwupbwiht wypbwywpwnp wwpniiwlynn wnihdbpwht dwwwytuh utin 2tpwn (0,5x 6,0 ud), nph
Ypw wnlw BU upw funnyejuitp hwdwwywnwufuwunn bpwqgdtip (Ujwqugnyuhg dhugh wnwybwgnyup 0.016
- 256 pg/mL) hwlwdwupkwiht qquyniunyeniup npntiine hwdwp: 1 pulwqdp ywpnwynd £ wnujuqu 30
phiuwn:

Mhunwubihnyejwt dwdybnp wnudwqt 70%-h wnluyniejniu dwnwlwpwpdwt wwhht, hwpbpwynpnudp'
htpdbinply: Cwdwwywnwufuwuh npulht ubipluywgynn dhowqguiht unwunwpuubiphu W niubuw npwyh
hwlwuwnwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn hwjwunwghp): Snpdwpwwihtu
whunwywynpnwing (hwdwdwju ISO 18113 gwpph unwunwpuutiph wwhuwugh), niubuw fudpwpwuwyh b
wwypwupwuhpwiht dwdlwqgnbp, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhunwubhnygjwu
dwdlytinnh hunwly upnwiubipny: 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 unwunwpwnbipht hwiwwwwnwufuwl (1ISO 13485,
9001, CE W/ywd IVD

60.00

p. bpluwt, HUwyw, 37

Ywyndhghtng MIC phiun’ ujwqugnyu huhhphghuwih Ynugbunpughw npngnn hwlwphnnhlught
unphwbip: SYjw) hwhwdwupbwiht ypbwwpwnp ywpniuwynn ynihdbpwght dwwwybuh ukin gtipn (0,5x 6,0
ud), nph Ypw wnluw GU upw funnieywup hwdwwwnwufuwunn bpwgdtip (Uwqugnyuhg dhtgl
wnwybjugnyup 0.016 - 256 pg/mL) hwywdwupbwihtu qqujntunyeyniup npngtint hwdwp: 1 pulwuqdp
wwpniuwynud £ wnuuqu 30 phuwn:

Mhunwubhnyejwt dwdybnp wnudwqt 70%-h wnluyniejniu dwnwlwpwpdwt wwhht, thwpbpwynpnudp'
hbpdtinhly: Cwdwwywnwufuwuh npulht ubipluywgynn dhowqguiht unwunwpuutiphu W niubuw npwlyph
hwlwuwnwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpyuywgynn hwjwunwghp): Snpdwpwwhtu
whunwwynpnuing (hwdwdwyu ISO 18113 gwpph unwunwpuutiph wwhuwugh), niubuw fudpwpwtwlyh b
wwypwupwuhpwiht dwdlwgnbip, wpnwnpnnh Ynndhg wpunwnpdwt wduwpdh bW wyhunwubhnygjwu
dwdlytinnh hunwly upnwubipny: fudpwpwuwlp Yph hunwl dwdlwghp, wdpnnoniejwdp (huh dhwnbuwly
(dwdybtwnh, wpnwnpnnh U thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht
ubipyuywgynn npwlh hwjwuwnwghp: Upnwnpnieniut niubiw ubpnpdwsd npulyh Yunwdwpdwu
hwdwlwng' npwyht ubpluywgynn dhowqguiht hUO unwunwpunbipht hwdwwwwnwufuwt (1ISO 13485,
9001, CE W/ywd IVD

60.00

p. bpluwt, HUwywu, 37
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MIC phtiun Yuwd E - phun dwwwybu
St$nuinwpuhdny

Unjhunhting MIC' ujwqugnyt huhhphghwih Ynugbuwnpwghwt npngnn hwwphnnhlwjht unphwbin: Syjwg
hwlwdwupbwiht wypbwywpwnp wwpniiwynn wnihdbipwht dwwwdtup utin g2bpin (0,5x 6,0 ud), nph Ypw
wnlw U Upw funnipjwup hwdwwwnwutuwunn Upwgdbp (Uwqugnyuhg dhtugl wnwybjwgnyup 0.016-256
pg/mL) hwlwdwupkwihu qqujniunyeniup npngbiine hwdwip: 1 hwjwpp ywpniiwynud £ wnwybjwugnyup 30
phiuwn:

Mhunwubihnyejwt dwdlbnp wnudwqu 70%-h wnluwynipnit dwnwlwpwpdwt wwhhb.hwpebpwynpnup'
htpdbnhl:. <wdwwwnwutuwuh npwlyht ubplujwgynn dhowqquhti unwunwpunutipht b niubuw npuyh
hwjwuwnwghp (wpwnwnpnnh Ynndhg fudpwpwuwyht ubiplwjwgynn hwjwuwnwghp): gnpdwpwuwhu
whnwlwdnpnding (hwdwdwyu ISO 18113 gwpph unwunwpwnutiph wwhwugh), niubuw fudpwpwuwyh L
wynwupwuhwiht dwdljwgpbip, wpwnwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubihnyesjwu
dwdytinh hunwl ugnwiubipny: ludpwpwuwlp Ynh hunwly dwdlwghp, wdpnneniejwdp |huh dhwnbuwy
(dwdlybtnh, wpnwnpnnh b thwpbrpwdnpdwt wenwnd) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubiplywywgynn npwyh hwyjwuwnwghp: Upnwnpnieniut niubuw ubipnpdwd npuyh unwduwpdwu
hwdwlwpg' npwyht ubipluywgynn dhowqguiht hUO unwunwpwnbiphtt hwdwwwwnwufuwt (1ISO 13485,
9001, CE b/ywd IVD

60.00

p. bpluwu, Y.Uwywu, 37

St$uphwpununy MIC phuwn' ujwqugnyu huhhphghwih Ynugbunpuwghw npngnn hwwphninhlught
unphwbip: SYw| hwywdwupbwihtu ypbwywpwnp ywpniwwynn wnihdbpwiht dwwywybuh ukin okpn (0,5x 6,0
ud), nph Jpw wnlw U upw funnyejwup hwdwwwnwufuwunn upwqgdtip (ujwqugnyuhg dhugl
wnwybjwgnyup 0.016 - 256 pg/mL) hwhwdwupbwihtu gquyniunigniup npngtint hwdwp: 1 puwluqdp
wwpniuwynd £ wnuduqu 30 phuwn:

Mhunwubihnyejwt dwdybnp wndwqu 70%-h wnluyniejnit dwnwlwpwpdwt wwhht, webpwynpnudp’
htipdtnhl: <wdwwwnwutuwuh npwlyht ubplujwgynn dhowqquht unwunwpunutipht b niubuw npuyh
hwjwuwnwghp (wpwnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwjwuwnwghp): Snpdwpwtw)hu
whnwlywdnpnuding (hwdwdwyu ISO 18113 gwipph unwunwpwnubiph wwhwugh), niubuw fudpwpwuwlyh b
wypwupwuhwiht dwdljwgptip, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubihnyejwu
dwdybinh hunwl ugnwiubipny: ludpwpwuwyp Ynh hunwly dwdljwghp, wdpnneniejwdp |huh dhwnbuwy
(dwdlybwnh, wpnwnpnnh b thwpebrpwdnpdwu wenwind) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubiplyuywgynn npwyh hwjwuwnwghp: Upnwnpnieniut niubuw ubipnpdwd npuyh unwduwpdwu
hwdwlwpg' npwyht ubipluywgynn dhowqguiht hUO unwunwpwnbipht hwdwwwwnwufuwt (1ISO 13485,
9001, CE b/ywd IVD

60.00

p. bpluw, YUwywu, 37

St$nunwpuhdny MIC phun’ udwqugnyt huhhphghwih Ynugbunpwghwi npnonn hwlwphnunhlwjhu
unphwbip: SYw hwywdwupbwihtu ypbwywpwnp ywpniwwynn wnihdbpwiht dwwywybuh ukin obpn (0,5x 6,0
ud), nph Jpw wnlw U upw funniejwup hwdwwwnwufuwinn upwgdtip (ujwqugnyuhg dhugl
wnwybjwgnyup 0.016 - 256 pg/mL) hwhwdwupbwihtu qquyniunieniup npngtint hwdwp: 1 puwluqdp
wwpniuwynd £ wnujuqu 30 phuwn:

Mhunwubhnyejwt dwdybnp wntidwqt 70%-h wnluyniejniu dwnwlwpwpdwt wwhht, wpbpwynpnudp’
htpdbinply: Kwdwwywnwufuwuh npwyhtu ubiplujwgynn dhowqgquiht unwunwpuubiphu W niubbuw npwyp
hwywuwnwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn hwyjwuwnwghp): Snpdwpwtwihtu
whwnwywynpnwing (hwdwdéwju ISO 18113 gwpph unwunwpuutiph wwhwugh), niubuw fudpwpwuwyh b
wwpwupwuhpwiht dwdlwqgpbip, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b wyhunwubhnyejwu
dwdytinh hunwy ugnwiubipny: ludpwpwuwlp Ynh hunwy dwdljwghp, wdpnneniejwdp |huh dhwwnbuwy
(dwdybtwnh, wpwnwnpnnh U thwpbipwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubipyuywgynn npwlyh hwjwuwnwghp: Upnwnpnieniut niubuw ubpnpdwsd npulyh Yunwywpdwu
hwdwlwpg' npwlht ubpluywgynn dhowqguiht hUO unnwunwpwnbiphtt hwdwwwwnwufuwt (1SO 13485,
9001, CE b/ywd IVD:

60.00

p. bpluwt, YUwyw, 37
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Mbuhghihu G 1 UU

Lwlywdwupbwhtu uuwywnwyubp

Upjw pwnuinphs, npt ogunwgnpdynud £ wipjut wnlwjniejnit wwhwgnn uunignn dhowyuyptiph
wwnpwundwy hwdwp: Pwpbpwynpnuip' htipdbwnhy, 200-250 di-wung thwebrutipny: Mhunwubjhniyejwu
dwdltinp wnuywqu 70%-h wnlywjnipinit dwnwlwpwpdwl wwhht, thwebpwynpnuip hepdbnpy'
wpnwnpdwt wduwpdh b whunwubihnyejwu dwdytinh hunwl upnwdubipny: ludpwpwuwyp Yph hunwy
Swdlwghp, wdpnnoniejwdp |huh dhwnbuwy (dwdlbinh, wpnwnpnnh U hwebpwynpdwt wnnwing) b
niubuw wpwnwnpnnh Ynndhg fudpwpwtwyht ubipyuywgynn npuyh hwjwunwghnp:

ap

3,000.00

p. bpluwu, Y.Uwywu, 37

Mbwwnhnwg A unhly' twiuwwnbudws A fudph unpbwunynyybiph (S.pyogenes) L D fudph Lunbpwlynybiph
unyuwlwuwgdwt hwdwn: <hdugws | L-pyrrolidonyl-B-naphthylamide (PYR) Fughdwwnhl hhnpnihgh
hwwnynipjwt pw: 1 winuhp wwpniwynw | uduquignyup 30 phun-unphuy’ utinddws L-pyrrolidonyl-B-
naphtyylamide (PYR)-ny, 1 upjul PYR-ntiwgkwn (p-dimethyl-aminocinnamaldehyde) b ogunwgnpddwt
nintignyg: Mhunwubijhniyejwu dwdytinp wnujuqu 70%-h wnlwjnip)nit dwunwywpwpdwu
wwhht.thwpbpwynpnuip' htipdanhl: Cwdwywnwutuwuh npuyht beplywjwgdnn dhowqquhu
unwunwpunubpht b niubuw npuyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwtwyhu ubplujwgynn
hwjwuwnwghp): Snpdwpwiwiht yhnwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutph
wwhuwgh), niubuw fudpwpwtwlh b wwpwupwuhwiht dwdljwgpbp, wpnwnpnnh Ynndhg wpnwnpdwu
wduwpyh b whnwubjhniejwu dwdytinh hunwy ugnwiubpny, wdpnnoniejwdp |huh dhwnbuwy (dwdybnh,
wpunwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwjwuwnwghp: Upnwnpnipniut niubuw uipnpdwsé npulh junwywpdwt hwdwlwpg' npwyhu
ubiplyuywgynn dhowqquiht hUO unwunwpnutipht hwdwwwwnwufuwu (ISO 13485, 9001, CE L/ywd IVD:

Inwluqd

1.00

p. bpluw, YUwywu, 37

Cwywdwupkwyhtu uywyunwlubp MNbuhghpu G 1 LU

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gqquniunysiniup npnkiny
hwdwp: T updulp Ywd pwppphep wwpniuwynid £ uduqugnyup 50 ujuwdwnwy, ywnpwundws
wwuwhyb syninpynn Unyehg: Mwhwwudwl dwdlytinp bwqugnyup 2 wwph, 2 - 8 °C -nu:
Mhwnwubhnipjwl dwdybnt wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwt wywhht: Uwypwupp (hup
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpwuntbph wwhwugh): Mwpmwnhp Gu* fudpwpwuwlh dwdlwghpp, wpnwnpnn juqdwybpwnipjwt
wujwunwiu nu hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduweyh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logws £ in vitro Yhpwndwt dwuht ugnwdp Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinguiht hwdwp, wwypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwly (dwdlybnh,
wpunwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubipywjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt puniepwgnptiph inpdwpltinuejw wpryniuptbin: Upnwnpnigniut
niubtw upnpqwsd npulh Yunwywpdwt hwdwlwnpg' npulbht ubplwjwgynn dhowqguiht hUO
unwunwpunubpht hwdwwwwnwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

450.0

p. bpluw, YUwywu, 37




hpwytipny
Uwfuwint
ujwd
swihwpwd
th
hwdwpp

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

17

33121270

Lwlywdwupbwht uwywnwyubp
wnbidnghhuny 30 dyg

118

33121270

Cwlwdwupbwiht ufwywnwlubp
fuhunuyphuwnht-nui$nuphunhunyg 15
dlyq.

119

33121270

Lwlwdwupkbwht ufwywnwlubp
uhwpnpunihuny 30 dyg

T juy! JUsr iy

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunieniup npngkiiny
hwdwp: T upduyp Yud pwppphep wwpniuwynid £ udwqugnyup 50 ujuwdwnwy, ywwnpwundws
wwuwhlb syninpynn Unyehg: Mwhywudwl dwdytivnp bwqugnyup 2 vwph, 2 - 8 °C -nui:
Mhunwutihniejwu dwdlbnt wnujuqu 70%-h wnfuwniejnit dwunwlwpwpdwt wwhhtu: Uwypwupp (huh
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpntbph wwhwugh): Mwpmwnhp bb' udpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwyjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinuyejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

Culjud kuwht uljuy Yubp nbinghihtny 30 dlq

250.0

p. bpluwu, Y.Uwywu, 37

Culywdwtipkuhts uuidunwliep bhtnugphunhb-qu$nyphunhing 15 dg

SYjw hwlwdwupkh (nwnyeny ubipnddyws pnebl uywdwnwlutip hwywdwupbwht qquiniunie)niup npngtint
hwdwp: T upduyp Yud pwppephop wwpniuwynwd £ udwqugnyup 50 uwdwnwl, ywnpwungws
wwuwnhYti syninpynn Wynyehg: Mwhwwdwl dwdlytivnp bwqugnyup 2 twwph, 2 - 8 °C -nud:
Mhwnwubhnejwl dwdlybint wnudwqu 70%-h wnluwjnyejnit dwnwlwpwpdwl wywhht: Uwypwupp (hup
gnpdwpwlwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlwynpnuwing (hwdwdwju ISO 18113 Jwpph
unwunwpwntbiph wwhwgh): Mwpmwnpp ko' udpwpwtiwlh Swdwaghpp, wpnwnpnn Yuqdwlbpwnipjwl
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhnwubhngejwt dwdytnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwluwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlu wdpnngniejwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b thwpebpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwiwyh ubplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwsd npwlyh Ywnwdwpdwu hwdwlwnpg' npulyht ubipywjwgynn dhowqquihs hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

250.0

p. bpluwt, HUwyw, 37

Culpudwbpkughts uudunwlitbp thnpnpunihting 30 dyq

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gqquniunysiniup npnkiny
hwdwp: T updulp Ywd pwppphep wwpniuwynid £ uduqugnyup 50 ujuwdwnwy, ywnpwundws
wwuwnhlyt syninpynn tynyehg: Mwhywdwl dwdlytinp uwqugnyup 2 twph, 2 - 8 °C -nud:
Mhwnwubhnipjwl dwdlybint wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwl wywhht: Uypwupp (hup
gnpdwpwiwiht thwpbpwynpdwdp b gnpdwpwtwiht wyhunwlwynpnuing (hwdwdwju 1SO 18113 Jwpph
unwunwpwntbph wwhwugh): Mwpmwnhp bo' fudpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wuywunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b wyhnwubihngejwu dwdytnh hunwy
ugnuiubipp: Logwsd k in vitro Yhpwndwt Jwuhl Ugnwip Yud unywlwbwgdwt pugnighs wy dhengubip, op.'
Yuwwnquiht hwdwp, wwypwuph hwdwp: dpwpwtuwlu wdpnngniejwdp |huh dhwnbuwy (dwdytinh,
wpuwnpnnh b hwpbpwdnpdwu wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwyh ubplujwgynn
npwyh hwjwuwnwghp, gnpdwnuwlw punyewgpbph thnpdwptitiniejw wpnyniupubip: Upunwnpnip)niut
niubtw ubpnpyws npulh Yunwywpdwt hwdwlwnpg' npulht ubplwjwgynn dhewqguih hUO
unwunwpnubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

750.0

p. bpluwt, YUwyw, 37
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bt

hwugku

120

33121270

Lwlywdwupbwht uwywnwyubp
wnphdbnnwphd-uny$wdbimopuwgniny
1.25/23.75 dyq

121

33121270

Lwlwdwupbwhtu uuwywnwyubp
pwghwpwghuny 0.04 UU

122

33121270

Lwlwdwupkbwht ufwywnwlubp
hdhybutidng 10 dyg

Lwlwdwupkwiht ufuy Yubp wphdtnnyphd-uny$wibmopuwqninyg 1.25/23.75 dlyq

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunieniup npngkiiny
hwdwp: T upduyp Yud pwppphep wwpniuwynid £ udwqugnyup 50 ujuwdwnwy, ywwnpwundws
wwuwhlb syninpynn Unyehg: Mwhywudwl dwdytivnp bwqugnyup 2 vwph, 2 - 8 °C -nui:
Mhunwutihniejwu dwdlbnt wnujuqu 70%-h wnfuwniejnit dwunwlwpwpdwt wwhhtu: Uwypwupp (huh
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpntbph wwhwugh): Mwpmwnhp bb' udpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwyjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinuyejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

1,000.0

p. bpluwu, Y.Uwywu, 37

Cwywdwupkwihtu ujuwjunwlubp pughnpwughuny 0.04 UU

Syjw| hwywdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunyeiniup npngkint
hwdwp: T updulp Ywd pwppephep wwpniuwynid £ uduqugnyup 50 ujwdwnwly, ywnpwundws b
wwuwhyl syninpynn Unyehg: Mwhwywudwl dwdlytinp bwqugnyup 2 vwph, 2 - 8 °C -nud:
Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwt wywhht: Uwypwupp (hup
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpwntbph wwhwugh): Mwpmwnhp bu' fudpwpwtiwlh Swdlwaghpp, wptnwnpnn Yuqdwlbpwniejwl
wujwunwiu ni hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduweyh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logws £ in vitro Yhpwndwt dwuht ugnwdp Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinguiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwly (dwdlybnh,
wpunwnpnnh b thwpbpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt puniepwgnptiph tinpdwpltinuejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsd npwlh Ywnwjwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwpunubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluw, YUwywu, 37

Cwlwdwupkwyht ufuy Yubp bdhybkubdng 10 dyq.

Syjw| hwywdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquniunyeiniup npntiny
hwdwp: T updwyp Ywd pwppphop wwpniuwynwd £ udwqugnyup 50 ufwdwnwy, ywwpwungws
wwuwnhlyt syninpynn tynyehg: Mwhywdwl dwdlytinp uwqugnyup 2 twph, 2 - 8 °C -nud:
Mhwnwubhnipjwl dwdlybint wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwl wywhht: Uypwupp (hup
gnpdwpwiwiht thwpbpwynpdwdp b gnpdwpwtwiht wyhunwlwynpnuing (hwdwdwju 1SO 18113 Jwpph
unwunwpwntbph wwhwugh): Mwpmwnhp bo' fudpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wuywunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b wyhnwubihngejwu dwdytnh hunwy
ugnuiubipp: Logwsd k in vitro Yhpwndwt Jwuhl Ugnwip Yud unywlwbwgdwt pugnighs wy dhengubip, op.'
Yuwwnquiht hwdwp, wwypwuph hwdwp: dpwpwtuwlu wdpnngniejwdp |huh dhwnbuwy (dwdytinh,
wpuwnpnnh b hwpbpwdnpdwu wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwyh ubplujwgynn
npwyh hwyjwuwnwghp, gnpdwnuwlwt puniepwgptiph inpdwplitinuejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsd npwyh Ywnwjwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwpnubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

1,000.0

p. bpluwt, YUwyw, 37
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hwugku

123

33121270

Cwlwdwupkbwht ufwywnwlubp
Ubipnwbutidny 10 dyq

124

33121270

Ubipnwiutid + MBL huhhphunnp Eehibu
nhwiht nbnpwpwguwiuwereyny Yuwd
nhuhynihuwpeedny hwdwygywd
ulwywnwlubip

125

33121270

Ubtpnwbubd + KPC huhhphunnp
$buhipnpwppyny Yud
wdhun$buhpnpwperyny hwdwlygywd
ulwydwnwlutp

Cwlwdwipkwht ujuy Yubp Ubpnybubdny 10 dygq.

SYjw| hwhwdwupkh nwdnypeny ubipnddyws pnet uywdwnwlutip hwywdwupbwiht qqujniunie)niup npngtint
hwdwp: T upduyp Yud pwppephop wwpniuwynud £ udwqugnyup 50 uwdwnwy, ywnpwungws
wwuwnhYyti syninpynn Wynyehg: Nwhwwdwl dwdlytivnp uwqugnyup 2 twwph, 2 - 8 °C -nud:
Mhwnwubhniejwl dwdlybnt wnudwqu 70%-h wnluwjnyejnit dwwnwlwpwpdwl wywhht: Uwypwupp (hup
gnpdwpwlwiht thwpbpwdnpdwdp b gnpdwpwtwiht wyhunwlwynpnuwing (hwdwdwju I1SO 18113 Jwpph
unwunwpwuntbiph wwhwgh): Mwpmwnhp bb' udpwpwtwlh Swdlwaghpp, wpnwnpnn Yuqdwlbpwnipjwl
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwtu wduwpyh b wyhnwubihngejwu dwdytnh hunwy
ugnuiubipp: Loqwsd k in vitro Yhpwndwl Jwuhl Ugnwip Yud unywlwbwgdwt pugnighs wy dhengubip, op.'
Yuwnwnquiht hwdwp, wwypwuph hwdwp: udpwpwtuwlu wdpnngniejwdp |huh dhwwnbuwly (dwdytinh,
wpuwnpnnh b thwpbpwdnpdwu wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpywjwgynn
npwyh hwjwuwnwghp, gnpdwnuwlw punyewgnbph thnpdwpttniejw wpnyniupubin: Upunwnpnie)niut
niubitw uipnpywsd npuyh Yunwywpdwt hwdwlwpg' npubht ubplwjwgynn dhewqgwiht hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

1,000.0

p. bpluwy, “YUwyw, 37

Ubpnybkubd + MBL huhhp n kphibu nhwiht mbwnpwpwgujiwppRyYny ubpssjwsd pnpb hwdwygyws
ujwyjwnwyubp

Luwfuwwnbudws £ hwlwdwupbwiht Yunnyejwu defuwuhqiubpp npngbine hwdwp: 1 upduyp ud
pwppephop wwpniwwynu £ uduqugnyup 50 ufwdwnwl, ywnpwundws | yiwunmhlyt syninpdnn unehg:
MNwhwwtdw dwdltnp Uduqugnyup 2 twph, 2 - 8 °C -nul: Mhunwtbhnipjwl dwdljbnt wnuywqu 70%-h
wnluynie)nit dwunwlwpwpdwt wwhht: Uypwupp thuh gnpdwpwwiht thwpebpwdnpdwdp b
gnpdwpwiwht whnwywynpnuing (hwdwdwju 1ISO 18113 gwpph unwunwpuntbiph wwhwugh): Mwpwwnhp
k' fudpwpwtiwlh dwdlwghpp, wpwnwnpnn uqiwlbpwyniejwt wudwunwiu nehwugbt, wpunwnpnnh
Ynndhg wpnwnpdwt wduwpyh b whunwubihnyejwu dwdybnh hunwl upnuiubpp: Laqwsd k in vitro
Yhpwndwl dwuht tgnuwip ud unyuwlwbwgdwt jpugnighs wyp dhongubin, op.' Ywwnwinguiht hwdwp,
wypwuph hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwinbuwly (dwdybnh, wpnwnpnnh b
thwpbipwdnpdwt wnnwiny) b niubuw wpunwnpnnh Ynndhg fudpwpwuwlyht ubpyujwgynn npwlyh
hwjwuwnwghp, gnpdwnuwlwu punyewgnpbph thnpdwpluniejwl wpryniuputip: Upunwnpniegnut niubuw
ubpnpywsd npwyh Ywnwywpdwt hwdwlwpg' npuyht ubiplujwgynn dhowqquihti hUO unnwunwpunubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

250.0

p. bpluwt, HUwyw, 37

Upnujbutd + KPC hishhphinp $bbhipnpuppdnd Yud wibtingbbhipnpuppdnd ufudunulibr
Luwfuwwnbudws £ hwlwdwupbwiht Yuyninyejwt defuwuhqiubpp npngbine hwdwp: 1 upduyp Yud
pwpephop wwpnuwynd £ ujuqugnyup 50 ufwdwnwy, ywinpwunyws b wwunhyt synnpynn uniphg:
MNwhwwtdw dwdljtnp tuqugnyup 2 twph, 2 - 8 °C -nul: Mhnwtbhnipjwl dwdljtnt wnudwqu 70%-h
wnluwiniginiu dwnwlwpwpdwt wwhht: Uypwupp (hup gnpdwpwtwiht hwebipwynpdwdp W
gnpdwpwiwht whnwlwynpnuing (hwdwawju 1SO 18113 gwpph unwunwpunbiph wwhwugh): Mwpwwnhp
Bu' fudpwpwitwyh dwdlwghpp, wpnwnpnn Yuqiwybpuniejwt wuwunuwu ni hwughkl, wpnwnpnnh
Ynndhg wpunwnpdwu wduwpyh b whunwubipnyejwt dwdytinh hunwl ugnudubipp: Lagwsd kin vitro
Yhpwndwl dwupt gnuwip ud unywluliwgdwt pugnighs wy| dhengubip, op.' Yuwnwinguwihts hwdwn,
wypwuph hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwinbuwly (dwdybnh, wpnwnpnnh b
thwpbpwynpdwt wnnwinyg) b niubuw wpwnwnpnnh Ynndhg fudpwpwtwlht ubiplujwgynn npwlh
hwjwuwnwghp, gnpdwnuwlwu punypwgnpbph thnpdwpluniejwl wprynuputip: Upunwnpniegnut niubuw
ubpnpywsd npwyh Ywnwywpdwt hwdwlwpg' npuwyht ubipyujwgynn dhowqquihti hUO utnwunwpunubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

250.0

p. bpluwt, YUwyw, 37
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punhwunip
pwuwyp

bt

hwugku

126

33121270

Ubipnwbutd + AmpC huhhphwnnp

Ylopuwghihti hwdwygqwsd
ulwydwnwlutp

127

33121270

Lwlwdwupbwht uuwjwnwyubp
8k$uinphwpununy 30 ulyg

128

33121270

8t$tiwyhd 30 + Yluynywwpeent 10
hwdwlgywsd ulywdwnwlubp

Ubpnybkubd + AmpC huhpphninph nénypny ubipsédus pnpeb hwdwlygws ujudwnwlubp
Luwfuwwnbudws £ hwlwdwupbwiht Yuynnyejwt dbfuwuhqiubpp npngbine hwdwp: 1 upduyp Yud
pwppephop wwpniwwynu £ uduqugnyup 50 ufwydwnwy, ywnpwundws | yiwunhlyb syninpdnn unyehg:
MNwhwwtdw dwdltnp Uwqugnyup 2 twph, 2 - 8 °C -nul: Mhunwbhnipjul dwdljtnt wnuywqu 70%-h
wnluwynip)nit dwnwlwpwpdwt wwhht: Uypwupp thuh gnpdwpwwiht thwpbpwdnpdwdp L
gnpdwpwiwht whnwlwynpnuing (hwdwawju 1ISO 18113 gwpph unwunwpunubiph wwhwugh): Mwpwwnhp
k' fudpwpwtwlh dwdlwghpp, wpnwnpnn juqiwlbpwyniejwt wudwunwiu nehwugbt, wpunwnpnnh
Ynndhg wpnwnpdwt wduwpyh b whunwubihnyejwu dwdybnh hunwl upnuiubpp: Laqws Lk in vitro
Yhpwndwl Jwuht tgnudp Yud unyuwlwbwgdwt jpugnighs wyp dhongubin, op.' wwnwinguiht hwdwn,
wypwuph hwdwp: udpwpwtwlu wdpnnoniejwdp |huh dhwnbuwly (dwdlybinh, wpnwnpnnh b
thwpbipwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn npwlyh
hwjwuwnwghp, gnpdwnuwlwu punyewgnpbiph thnpdwptuniejwl wpnyniuputin: Upunwnpnigniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO unwunwpunubphu
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

250.0

p. bpluwu, Y.Uwywu, 37

Cwwdwupkwyht ufuy Yubp 8E$wphwpuntuny 30 dyq

Luwfuwwnbudws £ hwlwdwupbwiht Yuyninyejwu defuwuhqiubpp npngbine hwdwp: 1 upduyp Yud
pwppephop wwpniwwynu £ uduqugnyup 50 ufwdwnwl, ywnpwundws | yiwunmhlyt syninpdnn unehg:
MNwhwwtdw dwdltnp Uduqugnyup 2 twph, 2 - 8 °C -nul: Mhunwtbhnipjwl dwdljtnt wnuywqu 70%-h
wnluynie)nit dwunwlwpwpdwt wwhht: Uypwupp thuh gnpdwpwwiht thwpebpwdnpdwdp b
gnpdwpwiwiht whnwywynpnuing (hwdwdwju 1ISO 18113 gwpph unwunwpuntbiph wwhwugh): Mwpwwnhp
k' fudpwpwtiwlh dwdlwghpp, wpwnwnpnn uqiwlbpwyniejwt wudwunwiu nehwugbt, wpunwnpnnh
Yynndhg wpnwnpdwt wduwpyh b whunwubihnejuu dwdybnh hunwl upnuiubpp: Laqws Lk in vitro
Yhpwndwt dwuht tgnuip ud unyuwlwbwgdwt jpugnighs wyp dhongubin, op." Ywwnwinguiht hwdwp,
wypwuph hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwnbuwly (dwdybnh, wpnwnpnnh b
thwpbipwdnpdwt wnnwiny) b niubuw wpunwnpnnh Ynndhg fudpwpwuwlyht ubpyujwgynn npwlyh
hwjwuwnwghp, gnpdwnuwlwu punyewgnpbph thnpdwpluniejwl wpryniuputip: Upunwnpnieinut niubuw
ubpnpywsd npwyh Yuwnwywpdwt hwdwlwpg' npuyht ubiplujwgynn dhowqquihti hUO utnwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

1,000.0

p. bpluw, YUwywu, 37

8Epbuyhd 30 dyq + Yuynwuwppent 10 dyq huhhphninph nwnypny ubpsésywsé pnpb hwudwlgyws
ujwyjwnwlubp

Luwfuwwnbudws £ hwlwdwupbwiht Yuyninyejwt defuwuhqiubpp npngbine hwdwp: 1 upduyp Yud
pwpephop wwpnuwynd £ ujuqugnyup 50 ufwdwnwy, ywinpwunyws b wwunhyt synnpynn uniphg:
MNwhwwtdw dwdljtnp tuqugnyup 2 twph, 2 - 8 °C -nul: Mhnwtbhnipjwl dwdljtnt wnudwqu 70%-h
wnluwiniginiu dwnwlwpwpdwt wwhht: Uypwupp (hup gnpdwpwtwiht hwebipwynpdwdp W
gnpdwpwiwht whnwlwynpnuing (hwdwawju 1SO 18113 gwpph unwunwpunbiph wwhwugh): Mwpwwnhp
Bu' fudpwpwitwyh dwdlwghpp, wpnwnpnn Yuqiwybpuniejwt wuwunuwu ni hwughkl, wpnwnpnnh
Ynndhg wpunwnpdwu wduwpyh b whunwubipnyejwt dwdytinh hunwl ugnudubipp: Lagwsd kin vitro
Yhpwndwl dwupt gnuwip ud unywluliwgdwt pugnighs wy| dhengubip, op.' Yuwnwinguwihts hwdwn,
wypwuph hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwinbuwly (dwdybnh, wpnwnpnnh b
thwpbpwynpdwt wnnwinyg) b niubuw wpwnwnpnnh Ynndhg fudpwpwtwlht ubiplujwgynn npwlh
hwjwuwnwghp, gnpdwnuwlwu punypwgnpbph thnpdwpluniejwl wprynuputip: Upunwnpniegnut niubuw
ubpnpywsd npwyh Ywnwywpdwt hwdwlwpg' npuwyht ubipyujwgynn dhowqquihti hUO utnwunwpunubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

250.0

p. bpluwt, HUwywu, 37




hpwytipny
Uwfuwint
ujwd
swihwpwd
th
hwdwpp

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

wujwunwip

wupwpwjht
ugwp, dwlhgp L
wpuwnpnnh
wujwunwip

wbluthywyuw punpwghpp

s/d

Uhwynph ghup/<<
npuwd

punthwunip
Ghup/<< npwd

punhwunip
pwuwyp

bt

hwugku

129

33121270

Lwlywdwupbwht uwywnwyubp
wauhghihtny 10 dg

130

33121270

Lwlwdwupbwhtu uuwywnwyubp
wiuhghihtiny 2 g

131

33121270

Lwlwdwupkbwht ufwywnwlubp
wdopuhghiht/yiwynywlwpeyny 20/10
dyq

Culyudutipkught uudwnulibn wighghibtng 10 Wy
Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunieniup npngkiiny
hwdwp: T upduyp Yud pwppphep wwpniuwynid £ udwqugnyup 50 ujuwdwnwy, ywwnpwundws
wwuwhlb syninpynn Unyehg: Mwhywudwl dwdytivnp bwqugnyup 2 vwph, 2 - 8 °C -nui:
Mhunwutihniejwu dwdlbnt wnujuqu 70%-h wnfuwniejnit dwunwlwpwpdwt wwhhtu: Uwypwupp (huh
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpwnubiph wwhwugh): Mwpuwnhp bu' fudpwpwtwyh dwdywghpp, wprnwnpnn juqiwybpynyejwu
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwyjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinuyejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

1,000.0

p. bpluwu, Y.Uwywu, 37

Cwlwdwupkwyhtu uujuwnwlubp wdwhghihtuny 2 dyq

Syjw| hwywdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunyeiniup npngkint
hwdwp: T updulp Ywd pwppephep wwpniuwynid £ uduqugnyup 50 ujwdwnwly, ywnpwundws b
wwuwhyl syninpynn Unyehg: Mwhwywudwl dwdlytinp bwqugnyup 2 vwph, 2 - 8 °C -nud:
Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwt wywhht: Uwypwupp (hup
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpwntbph wwhwugh): Mwpmwnhp bu' fudpwpwtiwlh Swdlwaghpp, wptnwnpnn Yuqdwlbpwniejwl
wujwunwiu ni hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduweyh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logws £ in vitro Yhpwndwt dwuht ugnwdp Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinguiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwly (dwdlybnh,
wpunwnpnnh b thwpbpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt puniepwgnptiph tinpdwpltinuejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsd npwlh Ywnwjwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwpunubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluw, YUwywu, 37

Cuhudwtipbuyht uluduinuwlutip wdopuhghiht/Yruynywiwppyny 20/10 dyq

Syjw| hwywdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquniunyeiniup npntiny
hwdwp: T updulp Ywd pwppphep wwpniuwynid £ uduqugnyup 50 ujuwdwnwy, ywnpwundws
wwuwhyb syninpynn Unyehg: Mwhwwudwl dwdlytinp bwqugnyup 2 wwph, 2 - 8 °C -nu:
Mhwnwubhnipjwl dwdlybint wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwl wywhht: Uypwupp (hup
gnpdwpwiwiht thwpbpwynpdwdp b gnpdwpwtwiht wyhunwlwynpnuing (hwdwdwju 1SO 18113 Jwpph
unwunwpwuntbph wwhwugh): Mwpmwnhp bo* fudpwpwuwlyh dwdlwghpp, wpnwnpnn juqiwybpyniejwt
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwubhngejwt dwdybnh hunwy
ugnuiubipp: Logwsd k in vitro Yhpwndwt Jwuhl Ugnwip Yud unywlwbwgdwt pugnighs wy dhengubip, op.'
Yuwwnquiht hwdwp, wwypwuph hwdwp: dpwpwtuwlu wdpnngniejwdp |huh dhwnbuwy (dwdytinh,
wpuwnpnnh b hwpbpwdnpdwu wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwyh ubplujwgynn
npwyh hwjwuwnwghp, gnpdwnuwlw punyewgpbph thnpdwptitiniejw wpnyniupubip: Upunwnpnip)niut
niubtw ubpnpdwsd npwyh Ywnwjwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwpnubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

1,000.0

p. bpluwt, YUwywu, 37
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wujwunwip
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punhwunip
pwuwyp

bt

hwugku

132

33121270

Lwlywdwupbwht uwywnwyubp
whwbipwghht/nwgnpwlunwdny 30/6
dyq

133

33121270

Lwlwdwupbwhtu uuwywnwyubp
opuwghipuny 1 dyq

134

33121270

Lwlwdwupkbwht ufwywnwlubp
gtiopuhinhuny 30 dyg

Quhwdwtipbwyht uuyunwlubip whybpughiht/ nwqnpwlnwdng 30/6 dlyq

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunieniup npngkiiny
hwdwp: T upduyp Yud pwppphep wwpniuwynid £ udwqugnyup 50 ujuwdwnwy, ywwnpwundws
wwuwhlb syninpynn Unyehg: Mwhywudwl dwdytivnp bwqugnyup 2 vwph, 2 - 8 °C -nui:
Mhunwutihniejwu dwdlbnt wnujuqu 70%-h wnfuwniejnit dwunwlwpwpdwt wwhhtu: Uwypwupp (huh
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpntbph wwhwugh): Mwpmwnhp bb' udpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwyjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinuyejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

1,000.0

p. bpluwu, Y.Uwywu, 37

Cwywidwupkwhtu ujuwyunwlubp opuwghhting 1 dyq

Syjw| hwywdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunyeiniup npngkint
hwdwp: T updulp Ywd pwppephep wwpniuwynid £ uduqugnyup 50 ujwdwnwly, ywnpwundws b
wwuwhyl syninpynn Unyehg: Mwhwywudwl dwdlytinp bwqugnyup 2 vwph, 2 - 8 °C -nud:
Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwt wywhht: Uwypwupp (hup
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpwntbph wwhwugh): Mwpmwnhp bu' fudpwpwtiwlh Swdlwaghpp, wptnwnpnn Yuqdwlbpwniejwl
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logws £ in vitro Yhpwndwt dwuht ugnwdp Yud unyuwlubwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinguiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwly (dwdlybnh,
wpunwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubipywjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt puniepwgnptiph tinpdwpltinuejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsd npwlh Ywnwjwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwpunubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluw, YUwywu, 37

Cwwdwupkwihtu ujudunwlubp gi$opuhnpuny 30 dyq

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gqquniunysiniup npnkiny
hwdwp: T updulp Ywd pwppphep wwpniuwynid £ uduqugnyup 50 ujuwdwnwy, ywinpwundws
wwuwhyb syninpynn Unyehg: Mwhwwudwl dwdlytinp bwqugnyup 2 wwph, 2 - 8 °C -nu:
Mhwnwubhnipjwl dwdlybint wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwl wywhht: Uypwupp (hup
gnpdwpwiwiht thwpbpwynpdwdp b gnpdwpwtwiht wyhunwlwynpnuing (hwdwdwju 1SO 18113 Jwpph
unwunwpwntbph wwhwugh): Mwpmwnhp bo' fudpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwubhngejwt dwdybnh hunwy
ugnuiubipp: Logwsd k in vitro Yhpwndwt Jwuhl Ugnwip Yud unywlwbwgdwt pugnighs wy dhengubip, op.'
Yuwwnquiht hwdwp, wwypwuph hwdwp: dpwpwtuwlu wdpnngniejwdp |huh dhwnbuwy (dwdytinh,
wpuwnpnnh b hwpbpwdnpdwu wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwyh ubplujwgynn
npwyh hwjwuwnwghp, gnpdwnuwlw punyewgpbph thnpdwptitiniejw wpnyniupubip: Upunwnpnip)niut
niubtw upnpqwsd npulh Yunwywpdwt hwdwlwnpg' npulbht ubplwjwgynn dhowqguiht hUO
unwunwpnubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

500.0

p. bpluwt, YUwywu, 37
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hwugku

135

33121270

Cwlwdwupkbwht ufwywnwlubp
gtbunwghnhdny 10 dyq

136

33121270

Cwlwdwupbwiht ufwywnwlubp
gtinunwpuhdny 5 dyq

137

33121270

Cwlwdwupbwht ufwdwnwlubp
gtidwtipuhuny 30 dyq

Cwludwupbwht uyuunwlubp gbbnwghnhing 10 dyq

SYjw| hwhwdwupkh nwdnypeny utipnddywsd pnet uywdwnwlutip hwywdwupbwht qgqujniunie)niup npngtint
hwdwp: T upduyp Yud pwppephop wwpniuwynud £ udwqugnyup 50 uwdwnwy, ywnpwungws
wwuwnhYyti syninpynn Wynyehg: Nwhwwdwl dwdlytivnp uwqugnyup 2 twwph, 2 - 8 °C -nud:
Mhwnwubhniejwl dwdlybnt wnudwqu 70%-h wnluwjnyejnit dwwnwlwpwpdwl wywhht: Uwypwupp (hup
gnpdwpwlwiht thwpbpwdnpdwdp b gnpdwpwtwiht wyhunwlwynpnuwing (hwdwdwju I1SO 18113 Jwpph
unwunwpwntbph wwhwugh): Mwpmwnhp bb' udpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqiwlbpwnipjwl
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwtu wduwpyh b wyhnwubihngejwu dwdytnh hunwy
ugnuiubipp: Loqwsd k in vitro Yhpwndwl Jwuhl Ugnwip Yud unywlwbwgdwt pugnighs wy dhengubip, op.'
Yuwnwnquiht hwdwp, wwypwuph hwdwp: udpwpwtuwlu wdpnngniejwdp |huh dhwwnbuwly (dwdytinh,
wpuwnpnnh b thwpbpwdnpdwu wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpywjwgynn
npwyh hwjwuwnwghp, gnpdwnuwlw punyewgnbph thnpdwpttniejw wpnyniupubin: Upunwnpnie)niut
niubitw uipnpywsd npuyh Yunwywpdwt hwdwlwpg' npubht ubplwjwgynn dhewqgwiht hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

1,000.0

p. bpluwy, “YUwyw, 37

Cwlwiwbpkughs uYudunwlbp gbnnwpuhing 5 dig

SYjw hwlwdwupkh (nwnyeny ubipnddyws pnebl uywdwnwlutip hwywdwupbwht qquiniunie)niup npngtint
hwdwp: T upduyp Yud pwppephop wwpniuwynwd £ udwqugnyup 50 uwdwnwl, ywnpwungws
wwuwnhYti syninpynn Wynyehg: Mwhwwdwl dwdlytivnp bwqugnyup 2 twwph, 2 - 8 °C -nud:
Mhwnwubhnejwl dwdlybint wnudwqu 70%-h wnluwjnyejnit dwnwlwpwpdwl wywhht: Uwypwupp (hup
gnpdwpwlwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlwynpnuwing (hwdwdwju ISO 18113 Jwpph
unwunwpwntbiph wwhwgh): Mwpmwnpp ko' udpwpwtiwlh Swdwaghpp, wpnwnpnn Yuqdwlbpwnipjwl
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhnwubhngejwt dwdytnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwluwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlu wdpnngniejwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b thwpebpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwiwyh ubplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwsd npwlyh Ywnwdwpdwu hwdwlwnpg' npulyht ubipywjwgynn dhowqquihs hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

750.0

p. bpluwt, HUwyw, 37

Cwwdwupkwihtu ujudunwlubp gi$witpuping 30 dlyq

Syjw hwlwdwupkh (nwnyeny ubinddywsd pnet uywdwnwlutp hwywdwupbwht qquiniunie)niup npngtine
hwdwp: 1 upduyp Yud pwppphop wwpniuwynwd £ udwqugnyup 50 uywdwnwl, ywnpwungws
wwuwhlb syninpynn Unyehg: Mwhywtdwl dwdytinp bwquignyup 2 vwph, 2 - 8 °C -nud:
Mhwnwubhniejwl dwdlybint wnudwqu 70%-h wnlwjnyenit dwnwlwpwpdwl wywhht: Uwypwupp hup
gnpdwpwiwiht thwpbpwdnpdwdp b gnpdwpwuwht wyhunwlwynpnwing (hwdwdwju ISO 18113 Jwpph
unwunwnpwnubiph wwhwugh): Mwpwwnhp Gb' fudpwpwtwyh dwdywghpp, wpunwnpnn juqiwlbpuniejwl
wudwunwit nt hwughi, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whnwubhngejwt dwdybnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip jud unyuwlwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwnp: ludpwpwuwlu wdpnngnipjwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b hwebpwdnpdwt wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubbw ubpnpdwsd npulh Ywnwdwpdwt hwdwywnpg' npulyht ubipywjwgynn dhowqquiht hUO
unwunwpuubpht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluwt, HUwyw, 37
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hwugku

138

33121270

Lwlywdwupbwht uwywnwyubp
gtbbuyhuing 30 dlg

139

33121270

Cwlwdwupbwiht ufwywnwlubp
Epnwwbutidng 10 dyq

140

33121270

Lwlwdwupkbwht ufwywnwlubp
ghwpn$lopuwghtny 5 dyq

Culjuiutipbught uudunwlibp gbpbuhing 30 dyg

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunieniup npngkiiny
hwdwp: T upduyp Yud pwppphep wwpniuwynid £ udwqugnyup 50 ujuwdwnwy, ywwnpwundws
wwuwhlb syninpynn Unyehg: Mwhywudwl dwdytivnp bwqugnyup 2 vwph, 2 - 8 °C -nui:
Mhunwutihniejwu dwdlbnt wnujuqu 70%-h wnfuwniejnit dwunwlwpwpdwt wwhhtu: Uwypwupp (huh
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpntbph wwhwugh): Mwpmwnhp bb' udpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwyjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinuyejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluwu, Y.Uwywu, 37

Culywdwtipkuyhts uluidwnwlbbp fpnuybbing 10 dig

SYjw hwlwdwupkh (nwnyeny ubipnddyws pnebl uywdwnwlutip hwywdwupbwht qquiniunie)niup npngtint
hwdwp: T upduyp Yud pwppephop wwpniuwynwd £ udwqugnyup 50 uwdwnwl, ywnpwungws
wwuwnhYti syninpynn Wynyehg: Mwhwwdwl dwdlytivnp bwqugnyup 2 twwph, 2 - 8 °C -nud:
Mhwnwubhnejwl dwdlybint wnudwqu 70%-h wnluwjnyejnit dwnwlwpwpdwl wywhht: Uwypwupp (hup
gnpdwpwlwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlwynpnuwing (hwdwdwju ISO 18113 Jwpph
unwunwpwntbiph wwhwgh): Mwpmwnpp ko' udpwpwtiwlh Swdwaghpp, wpnwnpnn Yuqdwlbpwnipjwl
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhnwubhngejwt dwdytnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwluwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlu wdpnngniejwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b thwpebpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwiwyh ubplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwsd npwlyh Ywnwdwpdwu hwdwlwnpg' npulyht ubipywjwgynn dhowqquihs hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

1,000.0

p. bpluwt, HUwyw, 37

Cwlwdwupkwihtu ujuqunwlubp ghuypn$lopuwghuny 5 dyq

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gqquniunysiniup npnkiny
hwdwp: T updulp Ywd pwppphep wwpniuwynid £ uduqugnyup 50 ujuwdwnwy, ywinpwundws
wwuwnhlyt syninpynn tynyehg: Mwhywdwl dwdlytinp uwqugnyup 2 twph, 2 - 8 °C -nud:
Mhwnwubhnipjwl dwdlybint wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwl wywhht: Uypwupp (hup
gnpdwpwiwiht thwpbpwynpdwdp b gnpdwpwtwiht wyhunwlwynpnuing (hwdwdwju 1SO 18113 Jwpph
unwunwpwntbph wwhwugh): Mwpmwnhp bo' fudpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wuywunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b wyhnwubihngejwu dwdytnh hunwy
ugnuiubipp: Logwsd k in vitro Yhpwndwt Jwuhl Ugnwip Yud unywlwbwgdwt pugnighs wy dhengubip, op.'
Yuwwnquiht hwdwp, wwypwuph hwdwp: dpwpwtuwlu wdpnngniejwdp |huh dhwnbuwy (dwdytinh,
wpuwnpnnh b hwpbpwdnpdwu wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwyh ubplujwgynn
npwyh hwjwuwnwghp, gnpdwnuwlw punyewgpbph thnpdwptitiniejw wpnyniupubip: Upunwnpnip)niut
niubtw ubpnpyws npulh Yunwywpdwt hwdwlwnpg' npulht ubplwjwgynn dhewqguih hUO
unwunwpnubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

1,000.0

p. bpluwt, YUwyw, 37
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hwugku

141

33121270

Lwlywdwupbwht uwywnwyubp
whlopuwghting 5 dyq.

142

33121270

Cwlwdwupbwiht ufwywnwlubp
|6yndlopuwghuny 5 dyq

143

33121270

Cwlwdwupbwht ufwdwnwlubp
Uopuh$lopuwghtiny 5 dlyq

Culjuiutipkught uudunwlibp wbbiopuwghting 5 dyg

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunieniup npngkiiny
hwdwp: T upduyp Yud pwppphep wwpniuwynid £ udwqugnyup 50 ujuwdwnwy, ywwnpwundws
wwuwhlb syninpynn Unyehg: Mwhywudwl dwdytivnp bwqugnyup 2 vwph, 2 - 8 °C -nui:
Mhunwutihniejwu dwdlbnt wnujuqu 70%-h wnfuwniejnit dwunwlwpwpdwt wwhhtu: Uwypwupp (huh
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpntbph wwhwugh): Mwpmwnhp bb' udpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwyjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinuyejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluwu, Y.Uwywu, 37

Cwwdwupkwyht ujujunrwlubp |GYn$lopuwghuny 5 dyq

SYjw hwlwdwupkh (nwnyeny ubipnddyws pnebl uywdwnwlutip hwywdwupbwht qquiniunie)niup npngtint
hwdwp: T upduyp Yud pwppephop wwpniuwynwd £ udwqugnyup 50 uwdwnwl, ywnpwungws
wwuwnhYti syninpynn Wynyehg: Mwhwwdwl dwdlytivnp bwqugnyup 2 twwph, 2 - 8 °C -nud:
Mhwnwubhnejwl dwdlybint wnudwqu 70%-h wnluwjnyejnit dwnwlwpwpdwl wywhht: Uwypwupp (hup
gnpdwpwlwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlwynpnuwing (hwdwdwju ISO 18113 Jwpph
unwunwpwntbiph wwhwgh): Mwpmwnpp ko' udpwpwtiwlh Swdwaghpp, wpnwnpnn Yuqdwlbpwnipjwl
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhnwubhngejwt dwdytnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwluwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlu wdpnngniejwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b thwpebpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwiwyh ubplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwsd npwlyh Ywnwdwpdwu hwdwlwnpg' npulyht ubipywjwgynn dhowqquihs hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

750.0

p. bpluwt, HUwyw, 37

Cwlwdwupkwht ufuy Yubp d

jurunulty ghtin 5 dlyq

Syjw hwlwdwupkh (nwnyeny ubinddywsd pnet uywdwnwlutp hwywdwupbwht qquiniunie)niup npngtine
hwdwp: 1 upduyp Yud pwppphop wwpniuwynwd £ udwqugnyup 50 uywdwnwl, ywnpwungws
wwuwnhlb syninpynn Unyehg: Mwhywudwl dwdlytinp uwquignyup 2 vwph, 2 - 8 °C -nui:
Mhwnwubhniejwl dwdlybint wnudwqu 70%-h wnlwjnyenit dwnwlwpwpdwl wywhht: Uwypwupp hup
gnpdwpwiwiht thwpbpwdnpdwdp b gnpdwpwuwht wyhunwlwynpnwing (hwdwdwju ISO 18113 Jwpph
unwunwnpwnubiph wwhwugh): Mwpwwnhp Gb' fudpwpwtwyh dwdywghpp, wpunwnpnn juqiwlbpuniejwl
wudwunwit nt hwughi, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whnwubhngejwt dwdybnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip jud unyuwlwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwnp: ludpwpwuwlu wdpnngnipjwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b hwebpwdnpdwt wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwsd npulyh Ywnwdwpdwu hwdwlwnpg' npuyht ubipywjwgynn dhowqquiht hUO
unwunwpuubpht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD):

ha,
RUNPLOP!

500.0

p. bpluwt, HUwywu, 37
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33121270

Cwlwdwupkbwiht ufwywnwlubp
unp$lopuwghuny 10 dyg

145

33121270

Lwlwdwupbwht uuwjwnwyubp
wuhywghuny 30 dyq

146

33121270

Lwlwdwupkbwht ufwywnwlubp
qbunwdhghuny 30 dyq

Cwlwidwupkwihtu ujuyunwlubp unp$opuwghng 10 dyq

SYjw| hwhwdwupkh nwdnypeny ubipnddyws pnet uywdwnwlutip hwywdwupbwiht qqujniunie)niup npngtint
hwdwp: T upduyp Yud pwppephop wwpniuwynud £ udwqugnyup 50 uwdwnwy, ywnpwungws
wwuwnhYyti syninpynn Wynyehg: Nwhwwdwl dwdlytivnp uwqugnyup 2 twwph, 2 - 8 °C -nud:
Mhwnwubhniejwl dwdlybnt wnudwqu 70%-h wnluwjnyejnit dwwnwlwpwpdwl wywhht: Uwypwupp (hup
gnpdwpwlwiht thwpbpwdnpdwdp b gnpdwpwtwiht wyhunwlwynpnuwing (hwdwdwju I1SO 18113 Jwpph
unwunwpwntbph wwhwgh): Mwpmwnhp bb* fudpwpwuwyh dwdlwghpp, wpnwnpnn juqiwybpyniejwt
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwtu wduwpyh b wyhnwubihngejwu dwdytnh hunwy
ugnuiubipp: Loqwsd k in vitro Yhpwndwl Jwuhl Ugnwip Yud unywlwbwgdwt pugnighs wy dhengubip, op.'
Yuwnwnquiht hwdwp, wwypwuph hwdwp: udpwpwtuwlu wdpnngniejwdp |huh dhwwnbuwly (dwdytinh,
wpuwnpnnh b thwpbpwdnpdwu wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpywjwgynn
npwyh hwjwuwnwghp, gnpdwnuwlw punyewgnbph thnpdwpttniejw wpnyniupubin: Upunwnpnie)niut
niubitw uipnpywsd npuyh Yunwywpdwt hwdwlwpg' npubht ubplwjwgynn dhewqgwiht hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

250.0

p. bpluwy, “YUwyw, 37

Cwlywdwupkwyht uwyunwlubp wdhywghuny 30 dyq

Syjw| hwhwdwupkh jndnyeny Ubpddywsd pneb ujwlwnwlubp hwwdwupbwht gquyniunyeiniup npngkiny
hwdwp: T updulp Yuwd pwppphep wwpniuwynid £ uduqugnyup 50 ujuwdwnwy, ywnpwundws
wwuwhyl syninpynn Unyehg: Mwhwywudwl dwdlytinp bwqugnyup 2 vwph, 2 - 8 °C -nui:
Mhwnwubhnipjwl dwdybnt wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwt wywhht: Uwypwupp (hup
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpwnubph wwhwugh): Mwpmwnhp bu' fudpwpwtiwlyh Swdlwaghpp, wpnwnpnn Yuqdwlbpwniejwl
wijwunwiu ni hwugbit, wpunwnpnnh Ynndhg wpunwnpdwt wduwedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logws £ in vitro Yhpwndwt dwuht ugnwdp Yud unyuwlubwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinguiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwly (dwdlybnh,
wpunwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt puniepwgnptiph tinpdwpltinuejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsd npwlh Ywnwjwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwpunubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

1,000.0

p. bpluw, YUwywu, 37

Cwwidwupkwht ujujunwlubp qEunwdhghuny 30 dlyq

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gqquniunysiniup npnkiny
hwdwp: T updulp Ywd pwppphep wwpniuwynid £ uduqugnyup 50 ujuwdwnwy, ywinpwundws
wwuwnhlyt syninpynn tynyehg: Mwhywdwl dwdlytinp uwqugnyup 2 twph, 2 - 8 °C -nud:
Mhwnwubhnipjwl dwdlybint wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwl wywhht: Uypwupp (hup
gnpdwpwiwiht thwpbpwynpdwdp b gnpdwpwtwiht wyhunwlwynpnuing (hwdwdwju 1SO 18113 Jwpph
unwunwpwntbph wwhwugh): Mwpmwnhp bo' fudpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wuywunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b wyhnwubihngejwu dwdytnh hunwy
ugnuiubipp: Logwsd k in vitro Yhpwndwt Jwuhl Ugnwip Yud unywlwbwgdwt pugnighs wy dhengubip, op.'
Yuwwnquiht hwdwp, wwypwuph hwdwp: dpwpwtuwlu wdpnngniejwdp |huh dhwnbuwy (dwdytinh,
wpuwnpnnh b hwpbpwdnpdwu wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwyh ubplujwgynn
npwyh hwjwuwnwghp, gnpdwnuwlw punyewgpbph thnpdwptitiniejw wpnyniupubip: Upunwnpnip)niut
niubtw ubpnpyws npulh Yunwywpdwt hwdwlwnpg' npulht ubplwjwgynn dhewqguih hUO
unwunwpnubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluwt, YUwyw, 37
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hwugku

147

33121270

Lwlywdwupbwht uwywnwyubp
qgluinwdhghunyg 10 dyq

148

33121270

Cwlwdwupbwiht ufwywnwlubp
wnppwdhghuny 10 dyg

149

33121270

Cwlwdwupbwht ufwdwnwlubp
wnbiyynuywuhuny 30 dyq

Culjuiutipbught uudunwlubp gbtnwdhghtng 10 dyg

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunieniup npngkiiny
hwdwp: T upduyp Yud pwppphep wwpniuwynid £ udwqugnyup 50 ujuwdwnwy, ywwnpwundws
wwuwhlb syninpynn Unyehg: Mwhywudwl dwdytivnp bwqugnyup 2 vwph, 2 - 8 °C -nui:
Mhunwutihniejwu dwdlbnt wnujuqu 70%-h wnfuwniejnit dwunwlwpwpdwt wwhhtu: Uwypwupp (huh
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpntbph wwhwugh): Mwpmwnhp bb' udpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwyjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinuyejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

1,000.0

p. bpluwu, Y.Uwywu, 37

Curlywdwtipkuhts uuidunwlisn wappwdhghtng 10 g

SYjw hwlwdwupkh (nwnyeny ubipnddyws pnebl uywdwnwlutip hwywdwupbwht qquiniunie)niup npngtint
hwdwp: T upduyp Yud pwppephop wwpniuwynwd £ udwqugnyup 50 uwdwnwl, ywnpwungws
wwuwnhYti syninpynn Wynyehg: Mwhwwdwl dwdlytivnp bwqugnyup 2 twwph, 2 - 8 °C -nud:
Mhwnwubhnejwl dwdlybint wnudwqu 70%-h wnluwjnyejnit dwnwlwpwpdwl wywhht: Uwypwupp (hup
gnpdwpwlwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlwynpnuwing (hwdwdwju ISO 18113 Jwpph
unwunwpwntbiph wwhwgh): Mwpmwnpp ko' udpwpwtiwlh Swdwaghpp, wpnwnpnn Yuqdwlbpwnipjwl
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhnwubhngejwt dwdytnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwluwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlu wdpnngniejwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b thwpebpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwiwyh ubplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwsd npwlyh Ywnwdwpdwu hwdwlwnpg' npulyht ubipywjwgynn dhowqquihs hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

1,000.0

p. bpluwt, HUwyw, 37

Curlywdutipkuhts uuidunulissn mbnupwthtng 30 g

Syjw hwlwdwupkh (nwnyeny ubinddywsd pnet uywdwnwlutp hwywdwupbwht qquiniunie)niup npngtine
hwdwp: 1 upduyp Yud pwppphop wwpniuwynwd £ udwqugnyup 50 uywdwnwl, ywnpwungws
wwuwhlb syninpynn Unyehg: Mwhywtdwl dwdytinp bwquignyup 2 vwph, 2 - 8 °C -nud:
Mhwnwubhniejwl dwdlybint wnudwqu 70%-h wnlwjnyenit dwnwlwpwpdwl wywhht: Uwypwupp hup
gnpdwpwiwiht thwpbpwdnpdwdp b gnpdwpwuwht wyhunwlwynpnwing (hwdwdwju ISO 18113 Jwpph
unwunwnpwnubiph wwhwugh): Mwpwwnhp Gb' fudpwpwtwyh dwdywghpp, wpunwnpnn juqiwlbpuniejwl
wudwunwit nt hwughi, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whnwubhngejwt dwdybnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip jud unyuwlwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwnp: ludpwpwuwlu wdpnngnipjwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b hwebpwdnpdwt wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubbw ubpnpdwsd npulh Ywnwdwpdwt hwdwywnpg' npulyht ubipywjwgynn dhowqquiht hUO
unwunwpuubpht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluwt, HUwyw, 37
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150

33121270

Lwlywdwupbwht uwywnwyubp
dwtindhghtnd 5 dlg

151

33121270

Cwlwdwupbwiht ufwywnwlubp
Enhrnndhghtuny 15 dyq

152

33121270

Cwlwdwupbwht ufwdwnwlubp
Uhtnuwidhghting 2 g

Cwljudwtpbwght uudunwlubp Jutyndhghting 5 dyq

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunieniup npngkiiny
hwdwp: T upduyp Yud pwppphep wwpniuwynid £ udwqugnyup 50 ujuwdwnwy, ywwnpwundws
wwuwhlb syninpynn Unyehg: Mwhywudwl dwdytivnp bwqugnyup 2 vwph, 2 - 8 °C -nui:
Mhunwutihniejwu dwdlbnt wnujuqu 70%-h wnfuwniejnit dwunwlwpwpdwt wwhhtu: Uwypwupp (huh
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpntbph wwhwugh): Mwpmwnhp bb' udpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwyjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinuyejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluwu, Y.Uwywu, 37

Cwwdwupkwhtu ujuwyunwlubp Ephppndhghtng 15 dyq

SYjw hwlwdwupkh (nwnyeny ubipnddyws pnebl uywdwnwlutip hwywdwupbwht qquiniunie)niup npngtint
hwdwp: T upduyp Yud pwppephop wwpniiwlynt £ uduqugnyup 50 ufudwnwy, ywnpwundwsd b
wwuwhlb synnpynn Unyehg: Mwhwwudwl dwdytinp ujuqugnylp 2 nwph, 2 - 8 °C -nud:
Mhwnwubhniejwl dwdlybnt wnudwqu 70%-h wnluwjnyenit dwnwlwpwpdwl wywhht: Uypwupp |hup
gnpdwpwlwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlwynpnuwing (hwdwdwju ISO 18113 Jwpph
unwunwpwntbph wwhwgh): Mwpmwnpp k' fudpwpwtwlh Swdlwghpp, wpnwnpnn Yuquwlbpyniyejwl
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhnwubhngejwt dwdytnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwluwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlu wdpnngniejwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b thwpebpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwiwyh ubplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwd npwlh Ywnwdwpdwu hwdwywng' npwlht ubplwjwgynn dhowqqught hUO
unwunwpuubpht hwdwwwwnwutuw (1ISO 13485-2017, 9001-2015, CE W/ywd IVD):

250.0

p. bpluwt, HUwyw, 37

Cwwdwupbwht ujuwyunrwlubp Yihunwdhghuny 2 dyq

Syjw hwlwdwupkh (nwnyeny ubinddywsd pnet uywdwnwlutp hwywdwupbwht qquiniunie)niup npngtine
hwdwp: 1 upduyp Yud pwppphop wwpniuwynwd £ udwqugnyup 50 uywdwnwl, ywnpwungws
wwuwnhlb syninpynn Unyehg: Mwhywudwl dwdlytinp uwquignyup 2 vwph, 2 - 8 °C -nui:
Mhwnwubhniejwl dwdlybint wnudwqu 70%-h wnlwjnyenit dwnwlwpwpdwl wywhht: Uwypwupp hup
gnpdwpwiwiht thwpbpwdnpdwdp b gnpdwpwuwht wyhunwlwynpnwing (hwdwdwju ISO 18113 Jwpph
unwunwnpwnubiph wwhwugh): Mwpwwnhp Gb' fudpwpwtwyh dwdywghpp, wpunwnpnn juqiwlbpuniejwl
wudwunwit nt hwughi, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whnwubhngejwt dwdybnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip jud unyuwlwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwnp: ludpwpwuwlu wdpnngnipjwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b hwebpwdnpdwt wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwsd npulyh Ywnwdwpdwu hwdwlwnpg' npuyht ubipywjwgynn dhowqquiht hUO
unwunwpuubpht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluwt, HUwywu, 37
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153

33121270

Cwlwdwupkbwht ufwywnwlubp
wbiwnpwghlypuny 30 dyg

154

33121270

Lwlwdwupbwhtu uuwjwnwyubp
(htbgnihnnd 10 dlyg

155

33121270

Cwlwdwupbwht ufwdwnwlubp
pInpwUdkhlniny 30 dyq

Cuhudwiipbuyht uluduinwlubp whnpwghlihundg 30 dyq

SYjw| hwhwdwupkh nwdnypeny ubipnddyws pnet uywdwnwlutip hwywdwupbwiht qqujniunie)niup npngtint
hwdwp: T upduyp Yud pwppephop wwpniuwynud £ udwqugnyup 50 uwdwnwy, ywnpwungws
wwuwnhYyti syninpynn Wynyehg: Nwhwwdwl dwdlytivnp uwqugnyup 2 twwph, 2 - 8 °C -nud:
Mhwnwubhniejwl dwdlybnt wnudwqu 70%-h wnluwjnyejnit dwwnwlwpwpdwl wywhht: Uwypwupp (hup
gnpdwpwlwiht thwpbpwdnpdwdp b gnpdwpwtwiht wyhunwlwynpnuwing (hwdwdwju I1SO 18113 Jwpph
unwunwpwntbph wwhwugh): Mwpmwnhp bb' udpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqiwlbpwnipjwl
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwtu wduwpyh b wyhnwubihngejwu dwdytnh hunwy
ugnuiubipp: Loqwsd k in vitro Yhpwndwl Jwuhl Ugnwip Yud unywlwbwgdwt pugnighs wy dhengubip, op.'
Yuwnwnquiht hwdwp, wwypwuph hwdwp: udpwpwtuwlu wdpnngniejwdp |huh dhwwnbuwly (dwdytinh,
wpuwnpnnh b thwpbpwdnpdwu wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpywjwgynn
npwyh hwjwuwnwghp, gnpdwnuwlw punyewgnbph thnpdwpttniejw wpnyniupubin: Upunwnpnie)niut
niubitw uipnpywsd npuyh Yunwywpdwt hwdwlwpg' npubht ubplwjwgynn dhewqgwiht hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

250.0

p. bpluwy, “YUwyw, 37

Culjuduwbpbught yudwnwlubp Lhutqnibnnd 10 dyg
Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwhtu gqquyniunyeyniup npngkint
hwdwp: T updulp Yuwd pwppphep wwpniuwynid £ uduqugnyup 50 ujuwdwnwy, ywnpwundws
wwuwhyl syninpynn Unyehg: Mwhwywudwl dwdlytinp bwqugnyup 2 vwph, 2 - 8 °C -nui:
Mhwnwubhnipjwl dwdybnt wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwt wywhht: Uwypwupp (hup
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpwuntbph wwhwugh): Mwpmwnhp bu' fudpwpwtiwlh Swdlwaghpp, wpnwnpnn Yuqdwlbpwniejwl
wujwunwiu ni hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduweyh b yhnwibhngejwt dwdybnh hunwy
upnulutipp: Logws £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinguiht hwdwp, wwypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwly (dwdlybnh,
wpunwnpnnh b thwpbpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt puniepwgnptiph inpdwpltinuejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsd npwlh Ywnwjwpdwt hwdwlwnpg' npulht ubipywjwgynn dhowqquihtt hUO
unwunwpunubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluw, YUwywu, 37

juy! Hatp pInr

Curlywdwtipkuyhts uuidunuwlyk fptuhlning 30 dq

Syjw hwlwdwupkh (nwnyeny ubinddywsd pnet uywdwnwlutp hwywdwupbwht qquiniunie)niup npngtine
hwdwp: 1 upduyp Yud pwppphop wwpniuwynwd £ udwqugnyup 50 uywdwnwl, ywnpwungws
wwuwnhlb syninpynn Unyehg: Mwhywudwl dwdlytinp uwquignyup 2 vwph, 2 - 8 °C -nui:
Mhwnwubhnyejwl dwdlybint wnudwqu 70%-h wnluwjnyenit dwnwlwpwpdwl wywhht: Uwypwupp (hup
gnpdwpwiwiht thwpbpwdnpdwdp b gnpdwpwuwht wyhunwlwynpnwing (hwdwdwju ISO 18113 Jwpph
unwunwnpwnubiph wwhwugh): Mwpwwnhp Gb' fudpwpwtwyh dwdywghpp, wpunwnpnn juqiwlbpuniejwl
wudwunwit nt hwughi, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whnwubhngejwt dwdybnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip jud unyuwlwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwnp: ludpwpwuwlu wdpnngnipjwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b hwebpwdnpdwt wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwsd npulyh Ywnwdwpdwu hwdwlwnpg' npuyht ubipywjwgynn dhowqquiht hUO
unwunwpuubpht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD):

1,000.0

p. bpluwt, HUwywu, 37
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33121270

Lwlywdwupbwht uwywnwyubp
$nighnwppyny 10 dyq

157

33121270

Cwlwdwupbwiht ufwywnwlubp
uhwpn$nipwnnnhung 100 dyg

158

33121270

Lwlwdwupkbwht ufwywnwlubp
nhuiduhghting 5 dlig

Quhwdwtipbwyht uuydunwlutip Snighnuwppyny 10 dyq

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunieniup npngkiiny
hwdwp: T upduyp Yud pwppphep wwpniuwynid £ udwqugnyup 50 ujuwdwnwy, ywwnpwundws
wwuwhlb syninpynn Unyehg: Mwhywudwl dwdytivnp bwqugnyup 2 vwph, 2 - 8 °C -nui:
Mhunwutihniejwu dwdlbnt wnujuqu 70%-h wnfuwniejnit dwunwlwpwpdwt wwhhtu: Uwypwupp (huh
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwlnwnuubiph wwhwugh): Mwpwmwnhp bu* udpwpwliwlh dwdlwghpp, wpnwnpnn Yuqiwlbpynipjwl
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwyjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinuyejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluwu, Y.Uwywu, 37

Cwwdwupkwht uyujuwnrwlubp thnpn$nipwunnhung 100 dyq

SYjw hwlwdwupkh (nwnyeny ubipnddyws pnebl uywdwnwlutip hwywdwupbwht qquiniunie)niup npngtint
hwdwp: T upduyp Yud pwppephop wwpniuwynwd £ udwqugnyup 50 uwdwnwl, ywnpwungws
wwuwnhYti syninpynn Wynyehg: Mwhwwdwl dwdlytivnp bwqugnyup 2 twwph, 2 - 8 °C -nud:
Mhwnwubhnejwl dwdlybint wnudwqu 70%-h wnluwjnyejnit dwnwlwpwpdwl wywhht: Uwypwupp (hup
gnpdwpwlwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlwynpnuwing (hwdwdwju ISO 18113 Jwpph
unwunwpwntbiph wwhwgh): Mwpmwnpp ko' udpwpwtiwlh Swdwaghpp, wpnwnpnn Yuqdwlbpwnipjwl
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhnwubhngejwt dwdytnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwluwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlu wdpnngniejwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b thwpebpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwiwyh ubplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwsd npwlyh Ywnwdwpdwu hwdwlwnpg' npulyht ubipywjwgynn dhowqquihs hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

1,000.0

p. bpluwt, HUwyw, 37

Culjudutipkughts uudunwlitbp nh$uduhghting 5 diq

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gqquniunysiniup npnkiny
hwdwp: T updulp Ywd pwppphep wwpniuwynid £ uduqugnyup 50 ujuwdwnwy, ywinpwundws
wwuwhyb syninpynn Unyehg: Mwhwwudwl dwdlytinp bwqugnyup 2 wwph, 2 - 8 °C -nu:
Mhwnwubhnipjwl dwdlybint wnudwqu 70%-h wnluwjnyejniu dwnwlwpwpdwl wywhht: Uypwupp (hup
gnpdwpwiwiht thwpbpwynpdwdp b gnpdwpwtwiht wyhunwlwynpnuing (hwdwdwju 1SO 18113 Jwpph
unwunwpwuntbph wwhwugh): Mwpmwnhp bo* fudpwpwuwlyh dwdlwghpp, wpnwnpnn juqiwybpyniejwt
wuywunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwu wduwpyh b wyhnwubihngejwu dwdytnh hunwy
ugnuiubipp: Logwsd k in vitro Yhpwndwt Jwuhl Ugnwip Yud unywlwbwgdwt pugnighs wy dhengubip, op.'
Yuwwnquiht hwdwp, wwypwuph hwdwp: dpwpwtuwlu wdpnngniejwdp |huh dhwnbuwy (dwdytinh,
wpuwnpnnh b hwpbpwdnpdwu wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwyh ubplujwgynn
npwyh hwjwuwnwghp, gnpdwnuwlw punyewgpbph thnpdwptitiniejw wpnyniupubip: Upunwnpnip)niut
niubtw upnpqwsd npulh Yunwywpdwt hwdwlwnpg' npulbht ubplwjwgynn dhowqguiht hUO
unwunwpnubpht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):
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Lwlywdwupbwht uwywnwyubp
Undnphnghtiny 5 dlg
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33121270

Cwlwdwupbwiht ufwywnwlubp
gti$nipopuhdny 30 dlq
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Sti$uinwghnhd 30 + Yuwynywwpent 10
hwdwlgywsd ulywdwnwlubp

Qwlwdwupbwyhtt uywywnwlubp unynphnghting 5 dyq

Syjw| hwhwdwupkh jndnyeny Ubpddywsd preb ujwlwnwlubp hwwdwupbwht gquyniunieniup npngkiiny
hwdwp: T upduyp Yud pwppphep wwpniuwynid £ udwqugnyup 50 ujuwdwnwy, ywwnpwundws
wwuwhlb syninpynn Unyehg: Mwhywudwl dwdytivnp bwqugnyup 2 vwph, 2 - 8 °C -nui:
Mhunwutihniejwu dwdlbnt wnujuqu 70%-h wnfuwniejnit dwunwlwpwpdwt wwhhtu: Uwypwupp (huh
gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlywdnpnwing (hwdwdwju ISO 18113 gwpph
unwunwpntbph wwhwugh): Mwpmwnhp bb' udpwpwtiwlh Swdlwghpp, wpnwnpnn Yuqdwlbpwniejwl
wujwunwiu nt hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwyjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinuyejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

250.0

p. bpluwu, Y.Uwywu, 37

Culywdwtipkuyhts uuidunwlibp gb$rinopuhdny 30 dlg

SYjw hwlwdwupkh (nwnyeny ubipnddyws pnebl uywdwnwlutip hwywdwupbwht qquiniunie)niup npngtint
hwdwp: T upduyp Yud pwppephop wwpniuwynwd £ udwqugnyup 50 uwdwnwl, ywnpwungws
wwuwnhYti syninpynn Wynyehg: Mwhwwdwl dwdlytivnp bwqugnyup 2 twwph, 2 - 8 °C -nud:
Mhwnwubhnejwl dwdlybint wnudwqu 70%-h wnluwjnyejnit dwnwlwpwpdwl wywhht: Uwypwupp (hup
gnpdwpwlwiht thwpbpwynpdwdp b gnpdwpwuwiht wyhunwlwynpnuwing (hwdwdwju ISO 18113 Jwpph
unwunwpwntbiph wwhwgh): Mwpmwnpp ko' udpwpwtiwlh Swdwaghpp, wpnwnpnn Yuqdwlbpwnipjwl
wudwunwiu nt hwughi, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b wyhnwubhngejwt dwdytnh hunwy
ugnuiubipp: Lodwsd £ in vitro Yhpwndwt dwuht ugnwip Yud unyuwluwuwgdwt pwgnighs wy) dhengutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlu wdpnngniejwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b thwpebpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwiwyh ubplwjwgynn
npwlh hwjwuwnwghp, gnpdwnuwlwt punyewgnbph thnpdwptiiniejw wpnyniupubin: Upunwnpnie)niut
niubuw ubpnpdwsd npwlyh Ywnwdwpdwu hwdwlwnpg' npulyht ubipywjwgynn dhowqquihs hUO
unwunwnpwnubipht hwdwwwwnwufuwl (1ISO 13485, 9001, CE L/ywd IVD):

750.0

p. bpluwt, HUwyw, 37

Stpmuwqhnhd 30 dlg + Yunyubupry
ujuyjunwlubp

Luwfuwwnbuws E hwhwdwupbwihu Yuyniunyejwt dbfuwuhquiutipp npngtiine hwdwp: 1 updulyp Yud
puwppephop wwpniuwynwd £ uduqugnyup 50 ujwyduwnuwly, ywwnpwundws £ uywunhyl synupdnn Unyehg:
MNwhwwtdw dwdytnp Uuqugnyup 2 twph, 2 - 8 °C -nul: Mhunwbhnipjwl dwdlitnt wnudwqu 70%-h
wnluynipiniu dwnwlwpwpdwl wwhht: Uwypwupp (hup gnpdwpwuwiht hwpbpwdnpdwdp W
gnpdwpwiwht whnwlwynpnuwing (hwdwdwju 1SO 18113 gwnpph unwunwpunubiph wwhwugh): Mwpwwnhp
k' fudpwpwtiwlh dwdlwghpp, wpnwnpnn juqiwlbpwyniejwt wudwunwiu nehwugbt, wpunwnpnnh
Ynnihg wpunwnpdwt wduwpyh bW wyhunwubihnyejwt dwdytinh hunwl ugnwiubpp: Ladwsd k in vitro
Yhpwndwl dwuht ugnudp 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 thnpdwpluniejwl wpryniuputip: Upnwnpnyginut ndubuw
ubpnpywd npwyh Ywnwywpdwt hwdwlwpg' npuyht uipyujwgynn dhowqquihtt hUO unwunwpuubphu
hwiwwwwnwufuwl (1SO 13485, 9001, CE L/ywd IVD):

10 liq huhpp}

PUnNPRY

nh inwénypny ubipsdjws pnprb hudwlgyws
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Stpnunwpuhd 30 + Yuynywuwppent 10
hwdwlgdwsd uywywnwlubp

SE$nnwpuhd 30 dyq + Yuynywuwppnt 10 dyq huhhphnnph nwnypny ubpsésdyws pnpb hudwlgus
ujuyjuwnwlubp

Lwhuwwnbudwsd | hwlwdwupbwiht Yunwinyejwu defuwuhqdubipp npngtint hwdwp: 1 upduyp Yud
puwppephop wwpniuwynwd £ uduqugnyup 50 ujwywnuwly, ywwnpwunyws £ uywunhyl synupynn Unyehg:
MNwhwwtdw dwdltinp Uuqugnyup 2 twph, 2 - 8 °C -nul: Mhnwbihnipjwl dwdltnt wnudwqu 70%-h
wnluiniginiu dwinwlwpwpdwt wwhht: Uypwupp (hup gnpdwpwuwiht hwebipwynpdwdp b
gnpdwpwiwht whnwluwynpnuing (hwdwawju 1SO 18113 gwpph unwunwpwnubiph wwhwgh): Mwpunwnhp
bu' fudpwpwwyh dwdljwghpp, wpuwnpnn juqiwybpyniejwt wiudwnwu n hwugbt, wpnwnpnnh
Ynndhg wpunwnpdwu wduweyh b wyhunwubipnyejwt dwdytinh hunwl ugnuiubpp: Lagwd k in vitro
Yhpwndw dwuht tgnwip fud unyuwlulwgdwt pugnighs wy| dhengutip, op.' Yuwnwinguwiht hwdwn,
wwpwuph hwdwp: udpwpwuwlu wdpnneniejwdp |huh dhwwnbuwy (dwdltinh, wpnwnpnnph L
thwpbpwynpdwt wnnwinyg) b niubuw wpwnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwywuwnwghp, gnpdwnlwlwt puniewgpbiph thnpdwplniejwl wpryniupttip: Upnwnpnyginiut niubuw
ubipnpdwsd npwh Ywnwywpdwl hwdwluwpg' npwyht ubplujwgynn dhowqguihtt PUO utnwunwpwnubipht
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD):

250.0
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hudnpwutltiph YEuuwphdhwlw
wnwppbipwydwu API - 20C phuwn-
hwjwpwdnt

Luwfuwwnbudwsd b whunwsdhu fudnpuutlytiph Yeuuwphdhwlwu nwppbpwlydwt hwdwp: <wdwpwdniu
Uwhuwwnbudws £ ujuqugnyup 25 phunh hwdwp: <wdwpwdnit ywpniwynud £ 7 di-ng wnudwqu 25 upduly
hwwnniy API-C dhowduypny, 25 hwwn AP1 20 C AUX unphwubip, hulnipwghwih hwdwp bwhwwnbudwd
wnwpwubp b gpuugnuiwiht plipphlutip: Mhunwtbhnyejwi dwdytinp wnujuwqu 70%-h wnwynieniu
Jwunwwpwpdwt wwhht, thwpbpwdnpndp' hepdbnhly: Cwdwwywnwufuwuh npuyht ubiplujwgynn
dhowqquiht unwunwnpuubpht b niubuw npwyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwtwypt
ubiplyuwywgynn hwdwuwnwghp): Snpdwpwiwiht whnwlywdnpnwing (hwdwawju ISO 18113 gwpph
unwunwpunubiph wwhweh), niubuw fudpwpwuwyh b wypwupwuhwiht dwdljwgptp, wpwnwnpnnh Ynndhg
wpunwnpdwt wduwpdh b whunwubihnyejwu dwdybinh hunwly ugnwiubipny: fludpwpwuwyp Yph hunwy
dwdlwghp, wdpnnoniejwdp |huh dhwnbuwly (dwdltinh, wpnwnpnnh U hwpbpwynpdwt wnnwing) b
niubkuw wpnwnpnnh Ynndhg fudpwpwtwypt ubipluwjwgynn npwlyp hwywuwnwghp: Upnwnpniginiut niubuw
ubpnpywsd npwyh Yuwnwywpdwt hwdwlwpg' npuyht ubiplujwgynn dhowqquihti hUO utnwunwpuubphu
hwdwwwwnwuluwl (ISO 13485, 9001, CE Lb/ywd IVD

Inwluqd
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Eunbipnpwlyintiphwubiph
YEUuuwphdhwlwl tnwppbpwldwu API -
20E phuwn-hwjuwpwdnt

Luwfuwwnbuws b whunwdht Eunbpnpwlnbphwubph YEuuwphdhwywl nwwppbpuldwt hwdwn:
Lwjwpwdnit bwhuiwinbudws £ udwqugnyup 25 plunh hwdwp: <wdwpwdnit ywpniuwynud £, wnujuqu
25 hwwn API 20 E unnphwubip, huynipwghuwh hwdwp twuwwnbuwd nwpwubn b gputgnuwihu pbipphlyutip:
Mhunwbhnyejwt dwdybnp wnudwqt 70%-h wnluyniejniu dwnwlwpwpdwt wwhht, thwpbpwynpnudp’
htpdtinply: Cwdwwywnwufuwuh npulht ubipluywgynn dhowqguihts unwunwpuubipht W niubuw npwyh
hwlwuwnwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpyuywgynn hwjwuwnwghp): Snpdwpwwiht
whunwwynpnuing (hwdwdwyu ISO 18113 gwpph unwunwpuutiph wwhuwugh), niubuw fudpwpwtwlyh b
wwypwupwuhpwiht dwdlwgnbip, wpnwnpnnh Ynndhg wpunwnpdwt wduwpdh bW wyhunwubhnygjwu
dwdlytinnh hunwly upnwubipny: fudpwpwuwlp Yph hunwl dwdlwghp, wdpnnoniejwdp (huh dhwnbuwly
(dwdybtwnh, wpnwnpnnh U thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht
ubipyuywgynn npwlh hwjwuwnwghp: Upnwnpnieniut niubiw ubpnpdwsd npulyh Yunwdwpdwu
hwdwlwng' npwyht ubpluywgynn dhowqguiht hUO unwunwpunbipht hwdwwwwnwufuwt (1ISO 13485,
9001, CE W/ywd IVD

[nwljwqd

p. bpluwt, HUwyw, 37
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Whipdunwgun dwupkubiph
YEuuwphdhwlwu nwppbipwydwu API -
20NE phun-hwlwpwdnt

Lwuwwnbudws | Wpbpdbunwgun dwuptubph Yeuuwphdhwywt tnwppbpuldwt hwdwnp: <wudwpwsdniu
twuwwnbudws E ujwqugnyup 25 phunh hwdwp: Cwujwpwdniu ywpniuwynd £ 7 di-ng ujuquignyup 25
upjwy hwwnniy AP AUX Medium  dhowdwjpnd, 25 hwwn API 20 NE uinphwubip, huljnipwghwgh hwdwp
Uwhuwwnbudwsd nwpwubip b gpuugnudwiht phipphyutn: Mhunwubjhnyejwl dwdlybinp wnudwqu 70%-h
wnluynipinit dwnwlwpwpdwl wwhh, hwebpwynpnuip’ hbpdenhl: Cwdwwwnwufuwuh npulypt
ubipluwywgynn dhowqquiht unwunwpuubpht bW nbuw npwyh hwdwuwnwghp (wpnwnpnnh Ynndhg
fudpwpwuwyht ubipyuwywgynn hwjwunwghp): gnpdwpwuwiht whunwlwynpnuing (hwdwéwju 1SO 18113
wnph unwunwpwnutiph wwhwgh), niubuw fudpwpwuwyh b wypwupwuhwiht dwdlwgnpkp, wpwnwnpnnh
Ynndhg wpnwnpdwt wduwpyh b whunwubihniejwu dwdybnh hunwl upnuiubipny: fudpwpwuwlyp Yph
hunwl dwdlwghp, wdpnnonyejwdp (huh dhwinbuwl (dwdlybnh, wpnwnpnnh b thwpbpwynpdwt wnnwind)
b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubphujwgynn npuyh hwdwuwnwghp: Upinwnpnieniuu
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpnubipht hwdwwwunwuafuwu (ISO 13485, 9001, CE W/ywd IVD

Inwluwqd

p. bpluwu, Y.Uwywu, 37
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Unwhpuynltinh nt dhlpnynytinh
YEUuwphdhwlwl tnwppbpwlydwu API -
Staph phiun-hwjwpwdnt

Luwfuwwnbuws E Unwbhjwynytiph n dhypnynybiph Yruuwphdhwlwl wwppbipwldwl hwdwp:
Lwjwpwdnit bwhuiwnbudws E udwqugnyup 25 phunh hwdwp: <wjwpwdnit ywpniuwynuwt £ 6 dj-ng
ujwqugnyup 25 upul hwwnniy API Staph Medium dhowuipny, 25 hwwn API-Staph uwnphwutip,
huynipwghuwih hwdwp bwuwnbujwd tnwpwubp b gpuugndwih plipphyutip: Mhunwubjhnyejwl dwdlytinp
wnuywqt 70%-h wnlwjnyeynit dwnwlwpwpdwl wwhht, hwpebpwynpnwip' htipdbnhy:
Lwdwwwwinwufuwuh npwlht Ubplwjwgynn dhowqquiht unwunwpunubipht b nibuw npwyh hwdwunwghp
(wpuwnpnnh Ynndhg fudpwpwuwyht ubpyuwjwgynn hwjwunwghp): gnpdwpuwtiwiht whnwlwynpnwing
(hwdwdawju 1ISO 18113 gwpph unwunwpunutiph wwhwgh), niubuw fudpwpwtwyh b wwpwupwuhywihu
Sdwdlywgptip, wpwnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhnwubkhnyejwt dwdybnh hunwy
ugnuiubipny: ludpwpwuwlyp Yph hunwly dwdljwghp, wdpnneniejwdp (huh dhwnbuwl (dwdlybnh,
wpuwnpnnh b thwpebpwdnpdwt wnnwing) b niubbw wpunwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn
npwlh hwjwunwghp: Upnwnpnieniut niubuw uipnpdwsd npwlh junwywpdwt hwdwlwpg' npwyhu
ubpyuwywgynn dhowqguiht hUO unwunwpwnbipht hwdwwwwnwufuw (1SO 13485, 9001, CE W/ywd IVD

Inwljwqd

p. bpluwt, U wyw, 37

167

33691420

Uunpbyunwlnytiph Yeuuwphdhwlwu
wnwppbipwldwu AP - Strep phuwn-
hwjwpwdnt

Lwhuiwwnbiujws E Unpbywnwynybph Yeuuwphdhwlywt wwppbpuldwt hwdwp: <wdwpwdniu
Uwfuwwnbudws £ ujuqugnyup 25 phunh hwdwp: <wdwpwdnit ywpniawynud | 2 dj-ng bjuqugnyup 25
upjwy hwinniy API GP Medium  dhowiduypny, 25 hwwn APl uinnphwubip, huynipwghwih hwdwnp
Uwuwwnbujwsd tnwpwubip W gpuugnidwihu phipphlubp: Mhunwutihniejwu dwdybnp wnudwqu 70%-h
wnlwjnipnit dwnwlwpwpdwt wwhh, thwpbpwynpnuip' hipdanhly: <wudwywnwufuwuh npwyht
ubiplyuywgynn dhowqquiht unwunwpuubpht W nbuw npwyh hwwuwnwghp (wpnwnpnnh Ynndhg
fudpwpwuwyht ubipywywgynn hwjwunwghp): gnpdwpwuwiht whunwlwynpnuing (hwdwéwgu 1SO 18113
wnph unwunwpnutiph wwhwgh), niubuw fudpwpwuwyh b wypwupwuhwiht dwdlwgptp, wpunwnpnnh
Ynndhg wpunwnpdwu wduwpyh b whunwubipnyejuwt dwdytinh hunwl ugnuiubpny: udpwpwtwyp Ynh
hunwly dwdlwghp, wdpnnonipjwdp [huh dhwnbiuwly (dwdybnh, wpnwnpnnh b hwpbipwynpdwt wnnwing)
b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubiplujwgynn npwlh hwywuwnwghp: Upnwnpnipniu
niubtw upnpqwsd npulh Yunwywpdwt hwdwlwnpg' npulbht ubplwjwgynn dhowqguiht hUO
unwunwpuutipht hwdwwwwnwutuwu (ISO 13485, 9001, CE W/ywd IVD

Inwluwqd

p. bpluwt, YUwywu, 37
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Candida ppningbit wqwnh hhdp

Lnnidngbu dhowduyptip &, npp bwfuwwnbudws £ Candida glinh uuybph punpnnuywt wékgdwu ni
unyuwlwtiwgdwu hwdwnp: <ndngbu ninuwgniu thngh £ Pwnwnpniegniup’ Yeunwuh hjinudwdph wbuunhly
dqyuwdp, uninnwjht Epunpuwlyn, npndwht Eputnpulyn, gqyniyng, ppndngbit fuwnunipn, pinpud$tiuhyng,
wquip-wqu:

Mhwnwtbhnipjwl dwdybnp wnudwqu 70% h wnwnyejnit dwwnwlwpwpdwl wwhht, punhwunip
dwdlytinp' ujwqugnyup 3 wwph, hwebpwynpnuip' htipdwnhy, wnwybwgnyup 100 gpwdwung winwhny:
Lwdwwwwnwufuwuh npuyht ubpujwgynn dhowqguiht unwunwpunubpht b niubuw npwyh hwwuwnwghp
(wpwnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn hwjwunwghp): Cwdwwwnwutuwuh npwyhu
ubipluwywgynn dhowqquiht hUO unwunwpnutipht b niubuw npwyh hwjwunwghp (wpunwnpnnh Ynndhg
fudpwpwtwyht ubipluwjwgynn hwywunwghp): ludpwpwtuwlyp wdpnnoniejwdp |huh dhwinbuwy ( dwdlybnh,
wpunwnpnnh b thwpbpwynpdwt wnnwing):

gpwd

200.0

p. bpluwu, Y.Uwywu, 37
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Nbwgbuwn NIN

Luwfuwwnbudws £ Yeuuwphdhwlwl tnwppbpwldwu API Strep phiun-hwduwpwdnih dhongny  dwupkutiph
Ynndhg hhwynipwinh hhnpnihgh phunh hpwlwuwgdwt hwdwp: hpkuhg ubpyuwjwgunad | pug ninwydniu
htinniy: wldwpwdnih dbig jnipwpwgnip nbwqbunhg wnyw b 2-wlwt upduly:

Inwluqd

p. bpluwt,
Y.Uwyw, 37
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Uwupkutiph Yhuuwphdhwlwu
hwwnynipniuutiph hhdwu Ypw
wnwppbipwlydwu AP hwdwlwpgbiph
hwdwp bwhuwwnbuwd nbwqbunubph
Inwluwqd

Lpwlwqdp punugws k£ Yhg hwybpws 1.12-nud pipjué wypwupubphg, npnup twp Gujwé Gu API
hwdwlwpqbiph dhengny, Yeuuwphdhwlut hwnlynipynitbph hhdw gpw dwpkubiph nwppbpuldwt
hwdwp:

Quihuspuiduh ghtip auudnpdnud | hubyws 1.12-h wupuwtipbiph puphutiniy wdtph hubpugnidupnd:
Qwrybws 1.12-p hwdwpynud £ quwght pwplh wupwdwubih dwu: Fudw dwdwuwlwugnygny
uwhdwuydws jnipwpwginip &

sty dwshEmb b, b s 1

pur jtwnh fudpwpwtiuyf Yupwpnudp whnp £
hpwywiwgyh Shwutwlwi: Uwutwlgh Ynndhg bupwlbnbphg jnipupwigniph dwuny quughu
pwinly subpuywgbing, Yud tbpluywgdws wrwguplubpnud bupwltinbphg nplth dklh dynwht
thwiwwy fluwunipjwt (ywhwgynn funnipiniup, pwtwlp b wyju) nbypnid hwjnp uny
swhwpwduh pnpnp Bupwybnbph dwuny depdynud k:
Vwwnwlwpupynn wuyputiph Cwizhy-wypwipwgpbipp wnp k ubplujwgdbt hwdwwy fuwt

huyduss 1.12-nu ppojusd wpuptph guiijh:

Inwljwqd

1.00
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Legionella pneumophila-h YUL(3-h
2ngwluw dhgwuwyph b yihupulyw
udniubipnud pwuwlwlwu W npwlwljuu
npn2dwl hwdwpwdnt

MTN ntwqgbunubph hwjwpwdnt Legionella pneumophila-h VL(3-u gpowlw dhowwinh opjinubipnud L
Yihuhywlwt udniubpnud hhpphnhquighnu-$ynipbugbinwhtu nbnkyghwih dhongny (nwpptipwy FRT)
pwtiwlwlwl npnadwt hwdwp «hpwlwt dwdwuwlh» nbidhdnud: <wywpwdnit bwfuwnbudws § wnudwqu
70 nbwlyghwjh hwdwp, ubpwnyw) unnighgubipp:

Lwijwpwdnit wnwwunwgywd k «Rotor-Gene» 3000/6000 wdyh$hywwnnph hwdwp: Cwywpwénih
nbnwihnfudwi gbpdwyht nkdhdp 2 - 8°Ck, 5 ophg ng wiyb): Mhunwubijhnipjw dwdlybnp wnudwuqu 70%-h
wnluwnipiniu dwnwlwpwpdwt wwhht: Cwdwwywnwufuwuh npulht ubiplujwgynn dhowqguiht
unwunwpuubpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwwyhu ubpyuwjwgynn,
hwlwuwnwghp): Snpdwpwuwiht whnwlwdnpnwing (hwdwawju 1SO 18113 gwpph unnwunwpunubiph
wwhwgh), niubtw fudpwpwiwyh b wwypwupwuhouwiht dwdljwgnbp, wpunwnpnnh Ynndhg wpunwnpdwu
wduwpdh b whunwubhnyejwu dwdlinh hunwly upnwiubpny: Upunwnpniejniut niubuw ubpnpdusd npulh
Ywnwywpdwt hwdwlwnpg' npuyht utipyujwgynn dhowqguihtt hUO unwtnwpuubpht hwdwuwwunwufuwl

(1SO 13485, 9001, CE b/ywd IVD

[nwljwqd

p. bpluwt, HUwywu, 37
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Lhuwnbphwubiph YEuuwphdhwlwu
wnwppbipwydwu phun-hwywpwsdnt

Lwhuwwnbudws E Lhunbphwubiph Yeuuwphdhwlwt tnnwppbipuydwt hwdwp: <wudwpwdniu bwfuwnbudws
ujwqugnyup 10 phunh hwdwp: <wdwpwdnit wwpnwynwd £ 1 updwy (ZYM) B, hwdwwwwnwufuwt
pwwynipjwdp d'API® dhowydwjpny Ywiunyp' 2 d-ng updwlutipnd, hunipwghwih hwdwp bwiuwnbujws
wunpubp b gpwugnuiwiht phipehlutp: Mhunwubihnyejwu dwdlbinp wnujwqu 70%-h wnluwjnieni
duwunwwpwpdwt wwhht, thwpbpwdnpndp' hepdbnhly: Cwudwwywnwafuwuh npuyht ubiplujwgynn
dhowqquijht unwunwpuubpht b niubuw npwyh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwtwyp
ubiplyuwywgynn hwdwuwnwghn): Snpdwpwuwiht wyhunwlywdnpnwing (hwdwawju ISO 18113 gwpph
unwunwpunubiph wwhwgh), niubuw fudpwpwuwyh b wwpwupwuhwiht dwdlwgptip, wpwnwnpnnh Ynndhg
wpnwnpdwt wduwpdh b whunwubihnyejwu dwdytinh hunwl upnwdubipny: ludpwpwuwyp Yph hunwy
Swdlwghp, wdpnnoniejwdp |huh dhwnbuwy (dwdlbinh, wpnwnpnnh U hwebpwynpdwt wnnwing) b
niubuw wpnwnpnnh Ynndhg fudpwpwtwypts ubipluwjwgynn npwlyh hwywuwnwghp: Upnwnpniginiut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO unwunwpunubphu
hwdwwwwnwuluwl (1SO 13485, 9001, CE L/ywd IVD:

Inwluwqd

GH-2021-03/73

1.00

p. bpluwu, Y.Uwywu, 37
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Shigella gbinh dwupkubiph puunpnnuiywu
hwpuwnwgdwu dhowdwjph hhdp

Luwfuwwnbuws £ utuinwdptinph dtig Shigella glinh dwupkubiph punpnqujwt hwpuwnwgdwu hwdwp:
Puwnwnpnipniup 10000] ywwnpwuwnh showduypnu®

Stipdtunwinhy Ywgbhuh hhnpnihquin - 20,0 g

Luwuwphnuh pinphn - 5,0 ¢

bnlthnfuwphtiuwd $nudnpuppduwht Yuhnd - 2,0 ¢

Utythnfuwphtugwd $nupnpwerequwiht Ywihn - 2,0 q

Qyniynqu - 1,0 g

Syhu80-15q

MNuwwnpwuwnnudp' 31,5 ¢ dhowduyp 1000 | pnpwd 9pht (hwdwdwyu FOCT 32010-2013-h): Mwhwugnud |
punpnnuluwt hwytiinwt' undnphnghte' 1000 4| dhowwypht 0.55 dg pwliwlniejwdp:

Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' ujwqugnyup' 4 nwph, gnpdwpwwiht hbpdtunhy hwebpwynpdwdp b gnpdwpwuwhu
whwnwlwynpnuwing (hwdwdwyt 1SO 18113 gwpph unwlnwpuntiph wwhwugh): Mwpwwnhp bu*
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqdwlbpyniejwt wudwunwdt nt hwughbl, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubihnigjwt dwdybinh hunwl upnwubpp: Laws Ein vitro Yhpwndwl
dJwuht ugnudp Yud unyuwlwtiwgdwl jpugnighs wy) dhongutip, on.' fuwnwinguiht hwdwn, wwpwuph
hwdwp: udpwpwtwlu wdpnnoniejwdp |huh dhwinbuwly (dwdlbnh, wpnwnpnnh b hwpbpwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyht ubipluywgynn npwlh hwwunwghp,
qgnpdwnuwlwu punypwgnptinh thnpdwplniejwt wipnyniuputin: Upnwnpniejniut niubuw ubpnpdwsd npulyph
Ywnwywpdwt hwdwlwnpg' npuyht ubipyujwgynn dhowqguihtt hUO unwunwpuubpht hwdwuwwunwuafuwl
(SO 13485, 9001, CE l/ywd IVD):

g

GH-2021-03/5
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Lwybtinud Shigella gtinh dwupkutiph
punpnnulw hwpunwgdwu
Uhguijuyph hwdwp

Lwybinuiu hptiuhg ubipyuywgunud £ hwlwphnuinhyh hwdwubn thngh quiuqyus: Uju dugnud | gpudnpuiljuu b
npn2 gpudpwgwuwlwt dwupkubph wép hwpuwnwgunn dhowyuwjpnud:

Cwybdwt pwnwnpnieniu 1 upduynud® Lnynphnght 55 dg:

1 upduyh wwpniwwynigyniup (55 dg) (nwdynud £ 5 0 dwupbwqbipd pnpwsd gpnud U bwuwnbudws | 1000 4
dhowywjph hwdwp:

Mhwnwubhnipjwl dwdybint wntudwqu 70% h wnwnyejnit dwnwlwpwpdwl wwhht, punhwunip
dwdybnp' 2 nwph:

Lwdwwwwnwufuwuh npwlht ubipywjwgynn dhowqquihu hUO unwunwpuntbiph, niubuw wpwnwnpnnh
Ynnuhg fudpwpwtwyhts ubpywjwgynn hwwuwnwghp: fudpwpwuwlp Yph hunwly dwdlwghp,
wdpnnonipjwdp |huh dhwnbuwy (dwdytnh, wpnwnpnnh b hwebpwynpdwl wnnwing):

upduly

10.00

p. bpluwt, YUwyw, 37
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Ph$hnnpwlyinbphwubph wkigdwu
uunignn dhowyuip

Uquwpp bwfuwwnbudws £ phhnnpulynbiphwubph puqdwehy whuwlutph Ynynhdwgdwt b wwhywudwu
hwdwip:

Pununpnipjwl dbg L - ghunbht hhnpnpinphnh 0.3 ¢ U wquph 15 q wwpunwnhp weluynipynit
Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnie)niu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' Ujwqugnyup' 4 tnwph, gnpdwpwtiwiht hipdbnhy hwpbrwynpdwdp' wnwybjwgnyup 0.5 Yg
Yondwdpubinny b gnpdwpwtwihu whunwlwynpnuing (hwdwdéwju 1SO 18113 wnpph unwunwpunubph
wwhwugh): Mupmwnhp kU udpwpwtwyh dwdlwghpp, wpnwnpng juquwlbpwniejwt wudwnwiu nu
hwughl, wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh b wyhunwubijhnyejwi dwdlytinh hunwy ugnwdubpp:
Loqws L in vitro Yhpwndwl dwuht ugnidp Yud unyuwlwwgdwu jpugnighs wy) dhengubip, op.'

Yunwinquiht hwdwp, wypwuph hwdwp: ludpwpwtuwlu wdpnnoniejwdp |huh dhwinbuwl (dwdlybinh,
wpwnpnnh b thwebpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwyjwuwnwghp, gnpdwnuwlwt puniewgnptiph tinpdwpltinuyejw wpryniuptbin: Upnwnpnigniut
niubtw ubpnpdwsé npwlh Ywnwdwpdwt hwdwlwnpg' npulyht ubipywjwgynn dhowqquihtt hUO
unwunwpunubipht hwdwwwunwuafuwu (1ISO 13485, 9001, CE W/ywd IVD):

g

GH-2021-03/15

0.50
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33691166

MRS wqup jwyunpwlunbphwutiph
wbgdwu/hwjinuwpbpdwl hwdwnp
(Suht 80-ny)

Ogunuwgnpdynud £ jwlunnpwlinbphwibph wugwndw hwdwp: <ndngtit ninuwyniu thngh k:
Pwnuwnpniejniup’

Mpninbingnubiyunnu

Uuwjhtu Epuinpwln

Ipndwjht Epunpwlyn

Qyniynq

Syhu80-1q

Udnupnuwih ghnpwn

Lwwphnuwih wgbnwn

Uwqutighnudh uny$wn

Uwugwuh unybwn

Lwuwphnuwih hhnpn$nu$wn Yud Ywihnwh $nubwin, wqup -12 - 13 g:

Suht 80-h b wquinh tipwd pubulnipynibbpny wnljuynieyniip wwpmwnhn £

Mhwnwubhnejwl dwdybint wnudwuqu 70%-h wnlwjnyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybnp' Ujwqugnyup' 4 tnwph, gnpdwpwtwiht hipdbnhy hwpbpwynpdwdp' wnwybwgnyup 0.5 Yq
Yanqwdputipny b gnpdwpwtiwht whunwywynpning (hwdwdwju 1ISO 18113 wpph unwunwpunutiph
wwhuwtgh): Mwpwwnhp bu* fudpwpwliwlh Swdwghpp, wpnwnpnn Yuqiwltipynipgut wudwtnwu no
hwugbt, wpunwnpnnh Ynndhg wpnwnpdwt wduwedh b wyhunwubihnyejwu dwdlyinh hunwly upnwubpp:
Uoywsd £ in vitro Yhpwndwl dwuhb tpnwip jud unyuwluwbwgdw jpugnighs wy) dhongutip, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwp: ludpwpwuwlu wdpnngniejwdp |huh dhwnbuwly (dwdytinh,
wpuwnpnnh b thwpebpwdnpdwt wnnwing) b niubbw wpnwnpnnh Ynndhg fudpwpwiwyh ubplwjwgynn
npwlh hwdwuwwghp, gnpdwnuwlwu punyewgnbiph thnpdwpliuniewu wpnnupubip: Upwwnpnipniuu

g

GH-2020-17/21

0.50

p. bpluw, YUwywu, 37
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Ujnyip-<huenuh dhowwp

Luwfuwwnbuws E dwupkubiph hwlwdwupbwiht qqujuniejwt npngdw b Neisseria ni Moraxella gtinh
dwupkubph npnadwt hwdwphwdwn: <ndngbt pwg nbintwyniu thnpbudwt quitgyus k:

Mhwnwubjhniejwl dwdybint wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunp
dwdybwnp' Ujwqugnyup 4 tnwph, gnpdwpwwiht hpdbnhy thwebpwynpdwdp b gnpdwpwuwht
whunwlwynpnwing (hwdwdwyt ISO 18113 gwpph unwunwpuutiph wwhwugh) W 0.25-0.5 Yq Yondwdpubipny:
Mwpwwnhp bu* udpwpwliwyh Swdlwghpp, wpnwnpnn Yuqiwltpwynipywt wudwunwiu nehwugbt,
wpuwnpnnh Ynnihg wpnwnpdwt wduwedh b whnwubhnyejwu dwdybnh hunwly ugndubipp: Lodws | in
vitro Yhpwndwt dwuht Upnwip Ywd unyuwlwlwgdwt pugnighs wy) dhengubin, op.' juwwwinguijht hwdwp,
wwpwuph hwdwp: udpwpwuwlu wdpnnonipjwdp |huh dhwnbuwy (dwdltinh, wpnwnpnnh L
thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplujwgynn npulh
hwlwuwnwghp, gnpdwnlwlwl puniewgpbiph thnpdwplniejwl wpryniuputip: Upnwnpnygynut ndubuw
ubpnpywd npwyh Ywnwywpdwt hwdwlwpg' npuyht uipyujwgynn dhowqquihtt hUO unwunwpuubphu
hwiwwwwnwufuwl (ISO 13485, 9001, CE W/ywd IVD):

ba

GH-2021-03/18

4.00

p. bpluwt, HUwywu, 37
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33691888

Pjniptinujht dwunywlwgnyuny b skignp
Yuwpdhpny |tnwjht wpguwuwl (Violet
Red Bile Broth)

Ltnhny, dwuniwlwgnyuny b skgqnp Yupdhpny wpgwwl' bwjuwwnbudws uttinwdpbinphg, ophg W opgwlw
dhowdwjph wy| opjilyinubiphg Ynih$npd dwupkubiph hwjnuwpbipdw W/Ywd hwpdupyh hwdwn:
Mhwnwubhnipjwl dwdybint wnudwqu 70%-h wnlwjnie)niu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' Ujwqugnyup' 4 tnwph, gnpdwpwtiwiht hipdbnhy hwpbrwynpdwdp' wnwybjwgnyup 0.5 Yg

Yondwdpny b gnpdwnwiwiht whinwhwynpnuing (hwdwdédwju 1SO 18113 wpph unwunwpubph wwhwugh):

Mupwnwnhp bb* fudpwpwliwlh dwdywghpp, wpnwnpnn Yuqiwlbpynipjwl wujwunw nehwugbl,
wpnwnpnnh Ynndhg wpnwnpdwt wduwedh b whunwubihnyejwt dwdytinh hunwly ugndubipp: Lodwsd | in
vitro Yhpwndwt dwuht Upnwip Ywd unyuwlwwgdwl pugnighs wy) dhengubip, op.' juwwwnguiht hwdwp,
wypwuph hwdwp: udpwpwtwlu wdpnnoniejwdp |huh dhwnbuwly (dwdlybinh, wpnwnpnnh b
thwpbipwynpdwt wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpywjwgynn npwlyh
hwjwuwnwghp, gnpdwnuwlwu punyewgnpbiph thnpdwptuniejwl wpnyniuputin: Upunwnpnigniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO unwunwpunubphu
hwdwwwunwufuw (ISO 13485, 9001, CE L/ywd IVD):

g

GH-2021-03/22
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33691166

Uhdntuh dhowyuin

<ndngbit nbnuwynwu thnoh £, Yhpwnynuwt | npytiu Bunbpnpwlnbphwutiph nwpptipuydwu dhowdwyp:
Mhwnwubhniejwl dwdybnt wnudwqu 70%-h wnlwjniyeniu dwnwlwpwpdwl wwhhu, punhwunip
dwdybnp' ujwqugnyup' 4 nwph, gnpdwpwwiht hbpdtunhy hwebpwynpdwdp b gnpdwpwuwhu
whwnwwynpnuwing (hwdwdwyt 1SO 18113 gwpph unwlnwpunutiph wwhwugh): Mwpwwnhp by’
fudpwpwtwyh dwdlwghpp, wpunwnpnn fuqiwlbpyniejwt wudwundt nt hwughbl, wpunwnpnnh Ynndhg
wpunwnpdwt wduwpdh b yhunwubihngjwt dwdybinh hunwl upnwubpp: Laws kin vitro Yhpwndwl
dwuht tgnwip Yud unyuwlwuwgdwt pugnighs wyp dhengutin, op.' Yuwnwingwiht hwdwn, wwpwph
hwdwp: udpwpwtwlu wdpnnoniejwdp |huh dhwinbuwly (dwdltnh, wpnwnpnnh b hwpbipwynpdwu
wnnuing) b niubuw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipluywgynn npwlh hwjwunwghp,
gnpdwnuwlwu punypwgnptinh thnpdwpltniejwl wpnyniuputin: Upnwnpniyejniut niubuw ubpnpwsd npulyh
Ywnwywpdwt hwdwlwnpg' npuyht ubipyujwgynn dhowqguihtt hUO unwunwpunubpht hwdwwwinwufuwl
(SO 13485-2017, 9001-2015, CE W/ywd IVD):

g

GH-2020-17/12
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33691163

Ugbinnwwnwihtu nwppbpwlhs wqup

<ndngbt Yuuwsw - nbnuwdniu thngh £, Yhpwnydnd £ npuybu Funbipnpuyubiphwutiph vwppbipulydwu
dhowywyp: Owfuup 1000 d| dhowduwypht 29.18 - 29.2 q:

(Thermo Fisher Scientific, Himedia, Difco U w)| hwdwpdtip): Mhunwubhniejwt dwilbint wnujwqu 70%-h
wnfuynipynit dwnwlwpwpdwt wwhht, punhwun dwdybup’ ujuquignyup' 4 nwph, gnpdwpuwtiwghu
htipdtnhy thwebpwynpdwdp b gnpdwpwuwiht whnwlywdnpnuwing (hwdwdwju ISO 18113 gwpph
unwlnwnuubiph wwhwtgh): Mwpwwnhp bu* fudpwpwwlh dwdlwghpp, wpnwnpnn Yuqiwlbpynipjwl
wujwunwiu nu hwugbu, wpunwnpnnh Ynndhg wpunwnpdwt wduweyh b yhnwibhngejwt dwdybnh hunwy
upnuiutipp: Logws £ in vitro Yhpwndwt dwuht ugnwdp Yud unyuwlwbwgdwt pwgnighs wy) dhengutip, op.'
Yuwwnquiht hwdwp, wwypwuph hwdwp: dpwpwtuwlu wdpnngniejwdp |huh dhwnbuwy (dwdytinh,
wpuwnpnnh b hwpbpwdnpdwu wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwyh ubplujwgynn
npwyh hwjwuwnwghp, gnpdwnuwlw punyewgpbph thnpdwptitiniejw wpnyniupubip: Upunwnpnip)niut
niubtw upnpqwsd npulh Yunwywpdwt hwdwlwnpg' npulbht ubplwjwgynn dhowqguiht hUO
unwunwpunubpht hwdwuwwwnwufuwu (ISO 13485-2017, 9001-2015, CE L/{wd IVD):

g
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33121270

Qhignpwgtinn wpqwiuwy' winkhhn
wwpniuwlynn hwdwlgywd
wiunwhwuhgubiph hwdwp' th-
hugih

Qtignpwgtnn (Dey-Engley) wpqwwlp, Yhpwnynwd £ wiutnwhwhs Uyniebiph thnpdwpldwt hwdwp'
hwlwubiwwnhyutiph W wiunwhwuhsubiph segnpugdwt bywnwyny, dhwnwpp thngbudwt ujnie k:
Pwnwnpnipjniup.

Ywqbhu hhnpnihquin 5.0

tudnphsh dqqudp 2,5

“hpuinpnqui 10.0

Lwuwphnwh phnuny$wnn 6.0

Lwuwnphnwih phnghynjwwn 1.0

Lwuwnphnwih phuny$wwn 2.5

Lkghwhu 7.0

Syhu 80 - 5.0

Ppndyptign-wnipuynip 0.02

Owfuup' 39,02 ¢ thnph 1000 4| penpwd ophu: Mhnwubihniejwt dwdlbnp wnuuqu 70%-h wnlwjnie)ntu
duwunwwpwpdwt wwhht, thwpbpwdnpndp' hepdbnhly: Cwudwwywnwafuwuh npuyht ubiplujwgynn
dhowqquijht unwunwnuubpht W niibuw npwyh hwywuwnwghp (wpnwnpnnh Ynndhg ubiplujwgynn
hwjwuwnwghp): Snpdwpwiwiht yhnwlywdnpnwing (hwdwdwju ISO 18113 gwpph unwunwpwnutph
wwhuwlgh), niubuw fudpwpwtwlh b wwypwupwuhwiht dwdljwgpbp, wpnwnpnnh Ynndhg wpnwnpdwt
wduwpyh b whinwubjhnyejwu dwdltinh hunwy ugnwiubpny: ludpwpwuwyp Yph hunwy dwdljwghp b
niubkuw wpnwnpnnh Ynndhg fudpwpwtwypt ubipluwjwgynn npwlp hwywuwnwghp: Upnwnpnieginiut niubuw
ubpnpywd npwyh Ywnwywpdwt hwdwlwpg' npuyht ubiplujwgynn dhowqquihti hUO unwunwpunubphu
hwdwwwwnwuluwl ISO 13485, 1SO 17025, 9001, CE L/yuwd IVD .

g
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33691420

Listeria monocytogenes - h VL(3-u
Yihuhywlwu udnipubpnud
hwjinuwpbpdwt b pwiwlwuwu
npnadwt hwywpwdnt R-B14-50-F

MTN nbwgbunubiph hwwpwdnt Yihuhhulwu udnipubpnud Listeria monocytogenes -h FL(3-h
hwjinuwpbpdwt b pwiwlwlwu npnadwt hwdwp hhpphnhqughnt-$ninpngbunwhtu
ntwnbyghwyny(nwpptipwy FRT) «hpwlwt dwdwtwlyh» nbdhdnwd: Mhnwubijhnipjwt dwdlytnp'
ujwqugnyup 9 wdhu: Cwwpwénth mbnwihnfudwy gkpdught nkdhdp 2 - 8°Ck, 5 ophg ng wiby:
Lwdwpwdnit wnuwwunwgywsd k «Rotor-Gene» 3000/6000 wdwh$hywinnph hwdwn: <wlwpwdniu
Uwpuwwnbudws £ 50 ntwyghwih hwdwp: Mhunwubhnyejut dwdlybinp wnudwqu 70%-h wnluwnigniu
Juwnwywpwpdwt ywhht: Cwdwwywnwufuwuh npuyht ubpyuywgynn dhowqguiht unwunwpunubpht
niubuw npwyh hwdwunwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpujwgynn hwdwuwnwghp):
Snpdwpwtwihu whunwlwynpnuwing (hwdwédwju 1SO 18113 wpph unwunwpunbph wwhwgh), niubuw
fudpwpwtwlh b wwypwupwuhgwiht dwdywagntn, wpunwnpnnh Ynndhg wpunwnpdwt wduwpyh
whwnwubhniyejwt dwdlybnh hunwl upnwdubpny: ludpwpwtwlp Ynph hunwly dwdljwghp, wdpnnoniejudp
lhup dhwnbuwly (dwdlytinh, wpnwnpnnp b thwpbpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg
fudpwpwtwyht ubiplwywgynn npwlh hwywuwnwghp: Upnwnpnieginiut niubuw ubpnpwsd npulyh
Ywnwywpdwt hwdwlwpg' npuyht utipyujwgynn dhowqgquihtt hUO unwunwpuubpht hwdwwwunwufuwl
(SO 13485-2017, 9001-2015, CE L/ywd IVD:
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MU -h wugwindwl hwywpwdnt
«Ufd unpp -B»

Nbwgbunutiph hwjwpwsdnt, bwhiwwnbudwsd Yihuhywlywu udniutiphg Yu3-h Epunpwlghwih hwdwp:
Lwijwpwdntt ywipniuwynud k.

Lhaghuh jnidnype 15 4" 1 upquy

Lqwgnn ndnype 1-15 d|' 1 upduly

Lywgnn ndnype 2 - 50 d|' 1 upduy

Nhybpuw) unppbiien - 1,25 4' 1 upquy

TE pnibtip FUl3-h Eynighwh hwdwp - 5 4|’ 1 upduly:

Lwjwpwdnit bwhuwnbudws E wnujwqu 50 udnigh hwdwp (Ubpwnjw) uinnighsutipp):
Mhunwbhniyejwt dwdybnp' tjwqugnyup 12 wdhu: Cwwpwénth wbnuihnfudwt gkpduht nkdhdp 2 -
8°C L, 5 ophg ng wyby: Cwjwpwdnit wnwunwgyws t «Rotor-Gene» 3000/6000 wdwh$hywnnph hwdwp:
Mhunwubihniejwu dwdlybnp wnuduqu 70%-h wnyuwjniyejnit dwinwlwpwpdwt ywhht: <wdwwwnwutuwh
npwlht ubiplyuywgynn dhowqquiht unwunwpuubpht b niubuw npwyh hwyjwuwnwghp (wpnwnpnnh
Ynndhg fudpwpwtwyht ubiplwjwgynn hwjwunwghp): Snpdwpwuwiht whunwlwynpnwing (hwdwéwju 1ISO
18113 gwpph uwnwunwpwnutiph wwhwugh), niubuw fudpwpwiwlyh b wypwupwuhywht dwljwgnptp,
wpunwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubhnyejwt dwdytinh hunwly ugnudubipny:
hudpwpwuwlyp Yph hunwly dwdlwghp, wdpnnoniejwdp (huh dhwnbuwl (dwdlybnh, wpunwnpnnh b
thwpbipwdnpdwt wanwing) b niubuw wpunwnpnnh Ynndhg fudpwpwuwlyht ubpwjwgynn npwlyh
hwywuwnwghp: Upnwnpniejniut niubuw ubpnpdwsd npulyh yunwdwpdwu hwdwlwng' npulypt
ubiplyuywgynn dhowqquiht hUO unwunwpnutipht hwdwwwwnwufuwu (ISO 13485, 9001, CE L/ywd IVD:
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Yhuhlwlwu udnighg YUl - h
wugwwndwt hwywpwdnt « YUl unpp-
AM»

Luwfuwwnbudws £ Yihupywlwt udnighg (puntp, pipndy, dbq b wys) Y00 - U wugwnbint hwdwp: Lepwnnud £
BKO L OKO ubinwlwl ninputiph qupwlutinh hwpnighsutiph hwdwp: Lpwluwqup bwuwnbudws B wnudwqu
100 (Yud hwdwpdtip 2x50) udnighg YU (3-h wugwndw hwdwp (Upwnyw) hulhgubipp):

Lwijwpwdnit ywpniuwlynud k.

Lhaghuh (nidnype 30 di' 1 upquwy

Lwgdwl ndnyp 100 ' T upuly

Nwhybpuw) unppbiin 1 d)° 2 thnpdwnpe

TE pnibbip' YU3-h (Jugdwl hwdwn -5 0} 2 upduly: Mhunwubihniejwt dwdybnp' bjuqugnyup 12 wdhu:
Cwywpwénth mbnuihnfudwt gkpdwhts nkdhdp 2 - 8 °C Lk, 5 ophg ng wyb : wjwpwdnit wnwuyunwgywsd
k «Rotor-Gene» 3000/6000 wduyh$hlwnnph hwdwp: Mhunwubihniyejwt dwdlybinp wnujuwqu 70%-h
wnlunipiniu dwnwlwpwpdwt wwhhtu.wdwwwunwufuwuh npulht ubplwjwgynn dhowqquihtu
unwunwpuubpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyhu ubpluwjwgynn,
hwlwuwnwghp): gnpdwpwiuwiht whnwlwynpnwing (hwdwdwju 1SO 18113 wpph unnwunwpwnubph
wwhwgh), niubtw fudpwpwlwyh b wwypwupwuhouwiht dwdljwgnbp, wpnwnpnnh Ynndhg wpunwnpdwu
wduwpdh b whunwubhnyejwt dwdlyinh hunwly upnwiubpny: fudpwpwuwlp Yph hunwl dwdlwghp,
wdpnngnipjwdp |huh dhwnbuwl (dwdltinh, wpnwnpnnh b hwebpwynpdwt wnnwing) b ndibuw
wpuwnpnnh Ynnihg fudpwpwuwyht ubpyuywgynn npwyh hwwunwghp: Upunwnpniejniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht uipyujwgynn dhowqquihti hUO unwunwpuubphu
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD
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3tipuhuhnqubiph hwipnighsutiph
yhpnybuwn b wdhpnybiun gnwdubph
(Yersinia enterocolitica, Yersinia
pseudotuberculosis) Vufd - U
wlgwnbint b tnwppbpwlbing
hwjwpwdnt

MTN hwljwpwdnt Yihuhluhwu b gpowlw dhowywjph udnipubipnud (Ynwup b oph udniph Ynugbunpun)
Jipuhuhnqubiph hwpnighsubiph yhpnitun b wdhpnybun gnwdubiph (Yersinia enterocolitica, Yersinia
pseudotuberculosis) Vufd hhpphnhqughnu-$ynipbugbunwht nbnklghwih dhongny (nwppbpwy FRT)
wgwnbint b tnwppbipwytint hwdwp «<hpwlwt dwdwuwlh» nbdhdnud: <wdwpwdnit wnwunwgyws
«Rotor-Gene» 3000/6000 wdwh$hlwwnnph hwdwp: Cwdupwénih mbnuihnfudw gbpdwiht nkidhdp 2 - 8
°Ck, 5 ophg ny wybtij: Cwjwpwdnit bwuwwinbudws b ujuqugnyup 55 nbwlghwih hwdwp' ubpwnjw)
uwnnighgubipp: Mhunwubihnipjwt dwdlbnp wnugwqu 70%-h wnlwjnip)nit dwnwlywpwpdwu wwhhu:
Lwdwwwwnwufuwuh npuyht ubpujwgynn dhowqguiht unwunwpunubpht b niubuw npwyh hwwuwnwghp
(wpwnwnpnnh Ynndhg fudpwpwuwyht ubiplwjwgynn hwjwunwghp): Snpdwpwuwiht whnwlwynpnuing
(hwdwdawju ISO 18113 gwpph unwunwpwnutiph wwhwgh), niubuw fudpwpwuwyh b wwpwupwuhwihu
Swdljwgnbip, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubihnyejwt dwdytinh hunwy
ugnuubipny: ludpwpwuwyp Yph hunwy dwdlwghp, wdpnnoniejwdp |huh dhwinbuwl (dwdlbinh,
wpunwnpnnh b thwebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgynn
npwlh hwjwunwghp: Upnwnpnigniut niubuw uipnpdwsé npuyh junwywpdwt hwdwlwpg' npuyhu
ubiplyuywgynn dhowqquiht hUO unwunwpnutipht hwdwwwwnwufuwu (ISO 13485, 9001, CE L/ywd IVD:
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Shigella spp. b EIEC FU(3-U
utunwdpbpph Udnizhg hwintwpbpdwu
hwjwpwdnt

MTN hwywpwdnt Shigella spp L EIEC YUl3-U utunwdptipphg hhpphnhqughnu- $ynipbugbunuwhu
nbwntilghwh dhongny (nwppbpwl FRT) hwjntuwpbpdwt hwdwp <hpulwt dwdwuwlhy» nkidhdnud:
Lwjwpwdnit wnuwwunwgywsd k «Rotor-Gene» 3000/6000 wdwh$hywinnph hwdwp: Cwyjwpwénth
wbnuihnfudwi 9kpdwyht nkidhdp 2 - 8°CE, 5 ophg ng wyb): Cwlwpwdnit bwfuwwnbudws £ udwqugnyup
55 ntwlyghwjh hwdwp' ubpwnjw) unnighgutinp: Mhrwubihnejwt dwdybnp wnudwqt 70%-h wnlwyniejniu
Juwnwyuwpwpdwt wwhht: Cwdwwywnwufuwuh npuyht ubpyujwgynn dhowqgquiht unwunwpuubpht b
niubuw npwyh hwjwunwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn hwdwuwnwghp):
Snpdwpwtwihu whunwlwynpnuwing (hwdwédwju 1SO 18113 wpph unwunwpunbph wwhwgh), niubuw
fudpwpwtwlh b wwypwupwuhgwiht dwdywgntn, wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh
whwnwubhniyejwt dwdlybnh hunwl upnwdubpny: ludpwpwtwlp Ynph hunwly dwdljwghp, wdpnnoniejudp
lhuh dhwwnbuwly (dwdltinh, wpnwnpnnp b thwpbpwynpdwt wnnwing) bW niubuw wpnwnpnnh Ynndhg
fudpwpwtwyht ubiplwywgynn npwlyh hwywuwnwghp: Upnwnpniegniut niubuw ubpnpwsd npulyh
Ywnwywpdwt hwdwlupg' npuwyht uipyujwgynn dhowqguihtt hUO unwunwpuubpht hwdwwwunwufuwl
(IS0 13485, 9001, CE L/ywd IVD:
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Neisseria meningitidis, Haemophilus
influenzae U Streptococcus pneumoniae-h
AU (3-u Yhuuwpwlwlwl Unyenid
hwyinuwpbpdwt hwdwpwdnt

MTN hwywpwdnt Neisseria meningitidis, Haemophilus influenzae L Streptococcus pneumoniae-h VL(3-u
nnunintinwjh htinniyhg hhpphnhquighnt-$yniptiugbuniwght ntinkyghwh dhengny (nwppbipwy FRT)
hwjintuwpbpdwt hwdwp <hpulut dwdwuwlyhy» nbdhdinud: <wywpwdnit wnwunwgyws k «Rotor-Gene»
3000/6000 wdwyh$hywnnph hwdwp: Cwjwpwénth mbnwihnfudwy ghpdwjht nkdhdp 2 - 8°C |, 5 ophg ny
wyb): <wjwpwdnit wnwuynwgyws  «Rotor-Gene» 3000/6000 widuyjh$hlwinnph hwdwp, bwhiwnbudwsd |
ujwquignyp 55 nbwlghwih hwdwn' Uipwnjw| unnighgutipp: Mhuwutihnejwt dwdlyint wnuwqu 70%-h
wnluwiniginiu dwnwlwpwpdwt wwhht: Cwdwwywnwufuwuh npuyht ubipluwjwgynn dhowqquiht
unwunwpuutpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwtiwyhu ubpywjwgynn
hwywuwnwghp), gnpdwpwiwihu whnwlwynpnuing (hwdwdwju 1SO 18113 wpph unwunwpwnubph
wwhwgh), niubtw fudpwpwtwyh b wwypwupwuhpwiht dwdljwgnpbp, wpunwnpnnh Ynndhg wpnwnpdwu
wduwpyh b whunwubhnyejwl dwdlinh hunwy upnwiubipny: fudpwpwuwlp Yph hunwly dwdlwghp,
wdpnngnipjwdp |huh dhwwnbuwly (dwdytinh, wpnwnpnnh b hwpbpwynpdwt wnnwing) b niubuw
wpnwnpnnh Ynndhg fudpwpwtwlht ubiplwjwgynn npwlh hwdwuwnwghp: Upnwnpnieginiut niubuw
ubpnpywsd npwyh Ywnwywpdwt hwdwlwpg' npuwyht ubipyujwgynn dhowqquihti hUO utnwunwpunubphu
hwdwwwwnwuluwl (ISO 13485, 9001, CE L/ywd IVD
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MTN hwywpwdnt YEuuwpwlwlwu
ujnienid KPC n OXA-48
Yuppwwbubidwqutiph YUl3-h
hwjntwpbpdwt  hwdwp

MTN hwywpwdnt YEuuwpwtwlwu Wnyenid dbphghiht qquyniu/Yuyniu Staphylococcus aureus-h L
Ynwgnywqu-pwguuwlw Staphylococcus spp-h FUld-h hwjintwpbipdwt U pwtwlwlwl npnpdwt hwdwp
LI hhpphnhquighnt- $ynipbugbunwht nbnbyghwih dhongny (tnwppbipwly FRT) wugwntint b
wnwppbipwytiint hwdwp «hpwlwt dwdwuwlh» nbdhdnul: <wywpwdnit wnwwunwgywsd £ «Rotor-Gene»
3000/6000 wdwh$hlywuinnph hwdwp: Kwwpwdnit bwfuwnbugws | wnujwqu 100 (Ywd hwdwpdtip 2x50)
nbwlghwjh hwdwp: Mhuwubihniejwt dwdlbnp' tjwqugnyup 9 widhu: <wdwpwsdnth wbnuihnfudwu
obipdwjht nkdhup 2 - 8 °C &, 5 ophg ng wybii: Mhuwlbihniejwl dwdlbnp wntwql 70%-h wnwjnye)niu
dwnwyuwpwpdwt wwhht: Cwdwwywnwufuwuh npuyht ubpyujwgynn dhowqgquiht unwunwpunubphtu b
niubuw npwyh hwjwunwghp (wpunwnpnnh Ynndhg fudpwpwuwyht ubpujwgynn hwdwuwnwghp),
gnpdwpwuwiht whinwlwynpnuwing (hwdwdwju 1ISO 18113 gwpph unwunwpwnutiph wwhwgh), niubtw
fudpwpwtwyh b wwypwupwuhgwiht dwdywgntn, wpunwnpnnh Ynndhg wpunwnpdwt wduwpyh
whwnwubhniyejwt dwdlybnh hunwl upnuiubipny: ludpwpwuwlp Yph hunwly dwdywghp, U niubuw
wpwnpnnh Ynndhg fudpwpwtwlht ubipluwjwgynn npwlh hwjwuwnwghp: Upnwnpniginiut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npuyht ubipyujwgynn dhowqquihti hUO unwunwpunubphu
hwdwwwwnwuluwl (1SO 13485, 9001, CE b/ywd IVD
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MTN hwljwpwdnt YEUuwpwuwlywu
ujnienid VIM, IMP L NDM fudph dbwnwin
phnw-jwlunwdwqutiph YLIE-h
hwjinuwpbpdwt hwdwp

MTN hwywpwdnt jrbuwpwuwlwu Wynyenwd VIM, IMP L NDM fudph dbnwin pbunw-jwlynwdwqutiph YU(3-h
hwyintwpbpdwt hwdwp VYU hhpphnhqughnu- $yniptiugbiinnuwhu nbnblyghwih dhongny (nwppbipwy FRT)
wugwwntint b tnwppbpwybint hwdwp <hpwlwt dwdwuwyh» nbdhinul: <wdwpwdnit wnwuunwgywsd
«Rotor-Gene» 3000/6000 wdwh$hywwnnph hwdwp: Cwjwpwdnit bwuwwnbujwsd £ wnuduqu 100 (Yuid
hwdwndtip 2x50) nbwlyghwh hwdwp: Mhunwubihniyejwt dwdlbnp' bjuqugnyup 9 widhu: <wdwpwdnth
wbnwthnfudwt ekipdwjht nidhdp 2 - 8°C L, 5 ophg ng wiyb: Mhunwbihnipjwl dwiljnp wnuduqu 70%-h
wnluwinipiniu dwnwlwpwpdwt wwhht; Cwdwwwnwufuwuh npulht ubiplujwgynn dhowqquiht
unwunwpuutpht b niubuw npwlh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwiwyh ubpwjwgynn,
hwlwuwnwghp), gnpdwpwiwiht whnwlwynpnwing (hwdwdwju 1SO 18113 wpph unnwunwpwnubph
wwhwgh), niubtw fudpwpwlwyh b wwypwupwuhouwiht dwdljwgnbp, wpnwnpnnh Ynndhg wpunwnpdwu
wduwpedh b whnwubhnyejwl dwdlinh hunwly upnwiubipny: fudpwpwuwlp Yph hunwly dwdlwghp L
niubtiw wpwnwnpnnh Ynndhg fudpwpwuwlyhtu ubipyuywgynn npwlyh hwwuwnwghp: Upinwnpniegniut niubuw
ubpnpywd npwyh Yunwywpdwt hwdwlwpg' npulyht uipywjwgynn dhowqquihtt hUO unwunwpuubphu
hwdwwwwnwufuwl (ISO 13485, 9001, CE L/ywd IVD
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Lwybdwd N 1
3» dwdljwgpny hpwytiph

unwlywpwpdwu

dwdlbnp

Mujdwuwgph/Cwdwduwju
wqgph Yupdwl wwhhg 45
opwgnigwjht opyw
pupwgpnid

Muydwuwgnph/Cwdwduwu
wqgph Yupdwl wwhhg 45
opwgniguwjht opyw
pupwgpnid

MNuydwlwgph/Lwdwéwylu
wqnh Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid




unwlywpwpdwu

dwdlybnp

MNuydwiwgph/Cwdwéwyu
wqnh Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid

Muydwuwgnph/Cwdwduwu
wqgph Yupdwl wwhhg 45
opwgniguwjht opyw
pupwgpnid




unwlywpwpdwu

dwdlybnp

Mujdwuwgph/Cwdwduwju
wqgph Yupdwl wwhhg 45
opwgnigwjht opyw
pupwgpnid

Muydwuwgnph/Cwdwduwu
wqgph Yupdwl wwhhg 45
opwgniguwjht opyw
pupwgpnid

MNuydwlwgph/Lwdwéwylu
wqnh Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid




unwlywpwpdwu

dwdlybnp

Mujdwuwgph/Cwdwduwju
wqgph Yupdwl wwhhg 45
opwgnigwjht opyw
pupwgpnid

MNuydwlwgph/Lwdwéwyu
wqnh Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid




unwlywpwpdwu

dwdlybnp

Mujdwuwgph/Cwdwduwju
wqgph Yupdwl wwhhg 45
opwgnigwjht opyw
pupwgpnid

MNuydwwgph/Lwdwéwju
wqph Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid




unwlywpwpdwu

dwdlybnp

Mujdwuwgph/Cwdwduwju
wqgph Yupdwl wwhhg 45
opwgnigwjht opyw
pupwgpnid

Muydwuwgnph/Cwdwduwju
wqgph Yupdwl wwhhg 45
opwgnigwjht opyw
pupwgpnid




unwlywpwpdwu

dwdlybnp

Mujdwuwgph/Cwdwduwju
wqgph Yupdwl wwhhg 45
opwgnigwjht opyw
pupwgpnid

MNuydwlwgph/Lwdwéwyu
wqnh Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid




unwlywpwpdwu

dwdlybnp

MNuydwiwgph/Cwdwéwyu
wqnh Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid

MNuydwwgph/Lwdwéwju
wqph Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid

MNuydwlwgph/Lwdwéwylu
wqnh Yupdwl wuwhhg 45
opwgnigwjhu opyw
pupwgpnid
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MNuydwwgph/Lwdwéwju
wqph Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid

Muydwuwgnph/Cwdwduwu
wqgph Yupdwl wwhhg 45
opwgniguwjht opyw
pupwgpnid




unwlywpwpdwu

dwdlybnp

MNuydwiwgph/Cwdwéwyu
wqnh Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid

Muydwuwgnph/Cwdwduwu
wqgph Yupdwl wwhhg 45
opwgniguwjht opyw
pupwgpnid




unwlywpwpdwu

dwdlybnp

MNuydwiwgph/Cwdwéwyu
wqnh Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid

MNuydwlwgph/Lwdwéwyu
wqnh Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid




unwlywpwpdwu

dwdlybnp

Mujdwuwgph/Cwdwduwju
wqgph Yupdwl wwhhg 45
opwgnigwjht opyw
pupwgpnid

Muydwuwgph/Cwdwduw)ju
wqgph Yupdwl wwhhg 45
opwgniguwjht opyw
pupwgpnid

MNuydwlwgph/Lwdwéwylu
wqnh Yupdwl wuwhhg 45
opwgnigwjhu opyw
pupwgpnid




unwlywpwpdwu

dwdlybnp

MNuydwiwgph/Cwdwéwyu
wqnh Yupdwl wwhhg 45
opwgnigwjhu opyuw
pupwgpnid

Muydwuwgnph/Cwdwduw)ju
wqgph Yupdwl wwhhg 45
opwgniguwjht opyw
pupwgpnid

Ynndhg npywé

ap npn2tint hwdwp)*



Lwybwd N 1.1

«FCUMAP-LLYUY-2023-08» dwdlwagpny hpwybph

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




Lwybywd N 1.2

«FCUMAP-LLYUY-2023-08» dwdlwagpny hpwybph

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




Lwybwdé N 1.3

«FCUMAP-LLYUY-2023-08» dwdlwagpny hpwybph

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):




Cwybyws N 1.4

«FCUMAP-LLYUY-2023-08» dwdlwagpny hpwybph

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




Lwybws N 1.5

«FUMIP-L4YUY-2023-08» dwdlwagpny hpwybpp

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):




LwybJwsd N 1.10

«FCUMAP-LLYUY-2023-08» dwdlwagpny hpwybph

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:




Lwybwd N 1.7

«FCUMAP-LLYUY-2023-08» dwdlwagpny hpwybph

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):




Lwybwd N 1.8

«FCUMAP-LLYUY-2023-08» dwdlwagpny hpwybph

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




Cwybwsé N 1.9

«FCUMAP-LLYUY-2023-08» dwdlwagpny hpwybph

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):




CwybJwd N 1.10

«FUMIP-LY4YUY-2023-08» dwdlwagpny hpwybpp

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):




Lwybwd N 1.11

«GCUMAP-CUYUY-2023-08» Swdlwgnny hpwitinh

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




Lwybwsd N 1.12

«GCUMAP-CUYUY-2023-08» Swdlwgnny hpwitinh

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

Lwhuwwnbujws £ Yuuwphdhwlwu twppbipwldwu API- 20E pbun-hwywpwénth dhongny Sphywnndwu nbwdhuwg $bpdtunp
1 MNbwgbuwn TDA hwjwnuwptpdwu phunh hpwywuwgdwu hwdwn: <wjwpwdnit wwpniuwynwd £ ujuquagnyup 2 upjwly TDA nbwgbunnd, npp GpYweh pinphn | (pulwqd 1.00
£, U 2 nwuwwply upduy: NEwgbun TDA-U (nphywnindwu nbwdhuwq) oguwagnpdbinig wnwy |gynwd k nwwwpy upduyh dbe:

Lwhuwwnbujws £ Yuuwphdhwlwu tnwppbipwydwu API- 20E W API 20NE pliun-hwywpwdnitutiph dhongny hunnih pliunh hpwlwuwgdwu
2 MNbwgbuwn JAMES hwdwp: Cwdwpwdnit wwpniwwynd £ wnudwqu 2-wlwu upjwly nbnuwyniu hbnny (wnwpeent), U 2-wlwu upjuly thnabudwu quugywd: [nwlywqd 1.00
Oguwgnnpdtiinig wnwsy 1-hu upquyh wwpniuwyneyniup |gynid £ 2-pnph dbio:

Lwhuwwnbujws £ Yuuwphdhwlwu tnwppbipwydwu API- 20E, API staph, APl Strep phuwn-hwywpwéniutiph dhongny bngbu-MNpnulwnitp
phunh hpwlywuwgdwu hwdwp: <wdwpwdniu punyugwsd b 2 nbwgbunhg' VP 1 W VP2: VP 1 -h updwlp wwpniuwlynid b wnudwqu 5 b 40%-

3 Ntwgbuwn VP 1 + VP2 u 1.00
gt * ng KOH-h jnidnyp,npp wugnyu t: buly VP2-p' wnujwqu 5 d) wibw-uwdpnih pwg nbnuwyniu ndnyp: <wldwpwsdnith dbe jnipupwugnip Inuibuq
nbwgbunhg wnlw £ 2-wlwu upguy:
Lwhuwwnbujws E Yuuwphdhwlwu twppbipwydwu API- 20E, APl 20NE, API staph ptun-hwywpwéniutiph dhongny Lhuinpwun-
4 Mbwgbun NIT 1+ NIT [Jbpwlwuquiwy pbunh hpwlwuwgdwu hwdwp: <wdwpwdniu punfugws £ 2 nbwgblnhg' NIT 1 W NIT 2: NIT 1 -h updwlp wwpniuwlyned & o 100

2 wnuqwqu 5 dp Unybwuhpwepdh 0,8%-ng indnype, huy NIT 2-p* wnudwqu 5 4 N,N-nhdbph-1-uwbphjwdhuh 0,5% ndnyp: <wlwpwdnth dby
intpwpwugnip nbwgbunhg wnlyw k 2-whwu upduy b 4 nwnwpy upduwly: Nhwgbunp oquwagnpstinig wnwye (gunwd b nwwwpy upduyh dbg:

Lwhiwwnbuws b Yauuwphdhwlwu nwppbpwlidwu API staph b API Strep phiun-hwjwpwdniutiph dhongny dwupkutiph YGuuwphdhwlwu
5 MNbwgbuwn ZYM A wnwnpbpwlydwu hwdwn: ZYME A nbwgbuwnp ywpniwwynd £ wnujwqu 8 b) Sphu-hhnpopuhdbighi-wdhundbipwu: <wlwpwdnth dbe [nwywqd 1.00
intpwpwugnip nbwgbunhg wnlw k 2-whwu upduy b 2 nuwnwply updwly: Mhwgbunp oguwgnpdting wnwe gynud § nuwwnwnl updwyh dbe:

Lwhuwwnbujws b Yauuwphdhwlwu nwppbpwldwu API staph b API Strep phiun-hwjwpwdniutiph dhongny dwupkutiph YGuuwphdhwlwu
6 MNtwagbun ZYM B wnwppbpwlydwu hwdwnp: ZYM B-u 84| Fast Blue BB nbwgtuwn k: <wywpwénth dbe jnipwpwugnip nbwgbuinhg wnlw £ 2-wlwt upjuy b 2 [nwywqd 1.00
nwwwnl upjul: Nhwgbuwnp ogunwgnpdting wnwy |gynud  nwwnwnl updwlh dbe:




Cwybywd N 1.13

«FCUMNAL-LLYUY-2023-08» dwdlwagpny hpwybph

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

Swpptipwyhs puinpnnuywu uunignn dhowywjp k bwfuwwnbujwsé Pseudomonas aeruginosa-h wugwindw W
unyuwywuwgdwu hwdwn: bptuhg ubpywjwgunud £ dwup hwnhlwynp, pwg nbnuwynttu gnyuh |ntuwggquyntu thnph:
Pwnuwnpnipginiup’ dhwinhup wwuypbwwnhy hhnpnihquwn, dwqupnwh pinphn, Ywihnwh uny$wan, ginphdhn
(gwhpwnphdbehjwdnupnwiph ppndhn, wqwp-wguwn: Ugupp wwhwugnud £ puunpnquijwu hwybpdwu wybjwgnid, npu hpkuhg
ubipyuywgunud £ uwihnhpuwpent:

Mhwwubihniejwu dwdlybnu wnujwqu 70%-h wnlwjniyeiniu dwnwywpwpdwu wwhhu, punhwuny dwdybnp' uuwqugnyup’
4 wmwph, gnpdwpwuwihu htpdbwnhy thwetpwynpdwdp b gnpdwpwuwht whnwlwdnpnwing (hwdwdwju ISO 18113 pwpph
unwunwpwnubiph wwhwugh): Mwpunwnpp GU' judpwpwuwyh dwdlwghpp, wpnwnpnn Yuqiwlbpynipjwu wuywunidu n
hwugtiu, wpunwnpnnh Ynndhg wpunwnpdwu wduwpyh b whnwubijhnigjwu dwdytinh hunwy upnwdutipp: Lagwd E in vitro
Yppwndwu dwuhu upnuip Ywd unyuwlwuwgdwu pugnighs wy Jhongubin, op.' jwwnwinqwihtu hwdwp, wwpwuph hwdwp:
hudpwpwuwlu wdpnnonipjwdp |huh dhwnbuwy (dwdytinnh, wpnwnpnnh b hwpebpwynpdwu wnnuwing) b niubuw
wpuwnpnnh Ynndhg fudpwpwuwyhu ubpyuwjwgynn npwyh hwjwuwnwghp, gnpdwnuwlwu punypwagnptinh thnpdwpuuntpjwu
wpryniupubin: Upnwnpnygyniut niubuw ubpnpdwsd npwiyh yunwywpdwy hwdwlwpg' npwypt ubpluywgynn dhowqquiht
hUO unwunwpuutipht hwdwwywunwufuwu (1ISO 13485, 9001, CE W/lwd IVD):

Stinphdhnny wquiph
1 hhdp (Pseudomonas
Selectice Agar Base)

Ua 0.50

Lwlwphninhywihu hwybinwd P. aeruginosa-h punpnnuywu dhowyuwjph hwdwn: 1 updwyp vwfuwwnbujws £ 1000 )
dhowyuwjph hwdwp, wwpniwwynw £ 15 dg bwihnhpuwpeent: Upjuyh wwpniuwyniginiup (ndynid £ S 0 dwupbwagntind
rnnwd onh dby:

Mhwwubihnejwu dwdlybnu wnujwqu 70%-h wnlwjniyeiniu dwnwywpwpdwu wwhhu, punhwuny dwdybnp' ujuwqugnyup’
2 wmwph, thwpbpwynpnidp' htpdbnhYy nwpwubpny, gnpdwpwuwihu htpdenhy hwebpwynpdwdp b gnpdwpwuwhu
Cunpnnulywu hwybinud [whunwhuwynpnwing (hwdwdwyu 1SO 18113 swpph unwunwpuubph wwhwugh), Mwpwwnhp Gu' fudpwpwuwyh dwdlywahpp,
2 gbiwphdhn wqwph wpuwnpnn jugqdwybpwnipjwu wujwunwu nt hwugbtu, wpunwnpnnh Ynndhg wpunwnpdwt wduwpyh b whnwubijhnipjwu upyjwy 5.00
hwdwp dwdybinh hunwy upnwdubipp: Legws £ in vitro yhpwndwu dwuht upndp Ywd unyuwwuwgdwu |pwgnighs wyp dhongubip,
op." jwwwingwihu hwdwp, wwpwuph hwdwp: ludpwpwuwlyu wdpnnontpjwdp (huh Jhwnbuwly (dwdytnh, wpunwnpnnp b
thwpbtipwynpdwu wnnwiny) b niubuw wpwnwnpnnh Ynnihg fudpwpwuwyhu ubipyujwgynn npwyh hwywuwnwghp,
gnpéwnuwlwu punypwagpbiph thnpdwpuunigjwu wpryntupubip: Upnwnpnip)niut niubuw ubipnpqwd npwyh junwywpdwu
hwdwlwpg' npwyhu ubpywjwgynn Jhowqggquihu hUO unwunwpuubpht hwdwwwwnwufuwu (ISO 13485, 9001, CE W/jwd
IVD):




