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Uwpwipwwntuwlh Quthdwi o
winfwimup Uhuwnp Sthutihjuljwt punipwghp
2 3 4

Rdolwlywts prdwdhtp (Oxygen) pplithg
bapyuwywgtimd £ wbhnyp U wbgnyl qug,
npmd preywdsth wwpniwlnysinitp Yuqunid
E ns wwlwu 99,5%, wétuwppent qugh
(3pywdhu puwnb wwpnibwlynyayniip' ns wyby 0,01%, oph
wwpnibwlynyayniip' ns wyby 0,009%:
Uwipwlwpwpnidp uigpwnyned £
wnnuwyyw buunyip gnytih puntiibpny,
Gupnudp' ng wwlywu 150U M.

Uqupn Ujniyip <ptipnuh

MNuydwbwlwt tywbtbpp-<dwpbbnd £
otindnysyniuhg, funtiwnygyniihg b wplih
dwnwaquwypltiphg >, dnye, qny Yuypnid:
Uquwp Ujniyp <ptientip el For In Vitro Diagnostic only $hpduyht tpwbip
wnlwynyaynitip wwpywnpp F:-owquwb
Gplph ubpuphpplyuipp wnluynignib: 1SO
9001 U /SO 13485 ubipinhdhluwipubiph
wnljuwynypnib:

Upynibwyhti hhdpny wquip(blood agar base)
500q

Nuydwbwlwt tpwabbpp-<dwpbund £
otindnysyniuhg, funtiwnygyniihg b wplih
dwnwaquwypltiphg >, dnye, qny Yuypnid:

For In Vitro Diagnostic only $hpduyht tpwtip
wnluyniynitip wwpypwnpp E:owqdwb
tplph ubpuphpplyuph wnluyniynib: 1SO
9001 U 1SO 13485 ubipniphdhlwipuliph
wnljuwynypnib:

Upyntiwghti hhdpny wquip(blood

agar base) 500q {nip

CPS-wqupn

Nuydwbwlwt tpwabbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wplip
dwnwquiplbinhg >, Unye, qny Yuypnid:
CPS-wquwpn yinith For In Vitro Diagnostic only Shpduyht tpwh
wnlwynyaynitip wwpywnpp F:-owquwb
tplph ubpuphpplyuiph wnluyniynib: 1SO
9001 U /SO 13485 ubipiphbhlwipuliph
wnlwynipynib.

Uupwdht winhpuyht dplypnopquithquiph
S5 wquin 500q ynuh hwpiptiwpbipdwt huwdwp whiwpbugws




ubltinuyht wqwn Ohqbyw-uwdnbtyw):
Gynnwwlwt wpypwnpnieywb.
Bwqdwl Gpyph ubpiphppljwph
wnluynyaynili: 1ISO 9001 L 1ISO 13485

ubipiphdpliuiptlinh winluynyaynib:

Phphnnpwlwaqun

bg

Ubtipuyhl wqup  bwpnumnbuifwé
phdpgnpulinbkphuwibph huyniupbpdub
hunlup:

MNuydwbwlwl tpwbtbpp-<dwpbbnd £
otindnysynitphg, funtiwnysyniihg b wplih
dwnwaquyplliphg >, dnye, qny Yuypnid:
For In Vitro Diagnostic only $hpduyht tpwbip
wnluyniynitip wwpypwnpp E:owqdwib
Gplph ubpuphphljuph wnluynignib: 1SO
9001 U /SO 13485 ubipinhdhluwipubiph
wnljuwynypnib:

Ltnn-wquwn

bg

Einn wqup

Nuydwbwlwt tpwabbpp-<dwpbund £
obindnipnitihg, untiwynyaynibhg b wplip
dwnwaquwypltiphg >, dnye, qny Yuynnid:

For In Vitro Diagnostic only $hpduyht tpwtip
wnluyniynitip wwpypwnpp E:owqdwib
tplph ubpuphpplyuiph wnluyniynib: 1SO
9001 U 1SO 13485 ubipiphdhlwipuliph
wnlwyniynib.

fefingihyniptiwsht wquwp 500q

e

ehnqihynihiwghti wqwp 500q, Gypnwwlw
wpywnpniejwb. :owqdwb Gpyph
ubipipphphljuinh wnluynigyniti: 1ISO 9001 b
1SO 13485 ubpiphdhlywptubnh
wnljuwynypnib:

Lwlypipnpwljwqun

bg

UhouwnJuyp, hwpruninkuywd Jupeluppyuyhl
pulpnbppuwibph Inyynpjugdui hudup
MNuydwbwlwt tpwbtbpp-<dwpbbnd £
otindnysynithg, funtiwnygyniihg b wplih
dwnwaquwypltiphg >, dnye, qny Yuypnid:

For In Vitro Diagnostic only $hpduyht tpwtip
wnluyniynitip wwpypwnpp E:owqdwib
tplph ubpuphppluph wnluynignib: 1SO
9001 U I1SO 13485 ubipinhdhluwipubiph
wnljuwynypnib:
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onlynqwinuyghtr wquip

e

onlynqwinuyht wquip

Nuydwbwlwt tpwabbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wplip
dwnwquiypllinhg >, Unye, qny Yuypnid:

For In Vitro Diagnostic only Shpduyht tpwh
wnluyniynitip wwpypwnpp E:owqdwib
tplph ubpuphpplyuiph wnluyniynib: 1SO
9001 U /SO 13485 ubipiphdhlwipuliph
wnlwynipinib.

11

Cnynjwnuiyhti wquwn
pwghtypwghtny

ynuh

Cnlynpuinuyhti wquin pughyppwghtng
MNuydwbwlwt tywbtbpp-<dwpbbnd £
otindnysyniuhg, funtiwnygyniihg b wplih
dwnwquiypllinhg >, Unye, qny Yuypnid:
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wnluyniynitip wwpypwnpp E:owqdwib
Gplph ubpyhpplyupp wnluynignib: 1SO
9001 U I1SO 13485 ubipinhdhluwipubiph
wnluwynyanib:
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Uwbhyp-wnuyhti wquwp

bg

Uwlpun wyuyhll wqup

Nuydwbwlwt tpwabbpp-<dwpbund £
obindnipynitihg, untiwynyaynibhg b wiplip
Gwnwquiplbinhg >, Unye, qgny Yuypnid:

For In Vitro Diagnostic only $hpduyht tpwbip
wnluynigynitip wwpypwnpp E:owqdwib
tplph ubpuphpplyuiph wnluyniynib: 1SO
9001 U 1SO 13485 ubipiphdhlwipuliph
wnlwynipinib.
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OG-6 poguyhti ubinly

bynpwynghippninghuiyp hwdwp
5004

e

OG-6 poouyhts ubiply Ynjuynghipningphuyh
hwdwn 500d;; Mwwwbpynpwnyp dbpnnny
wnquiinh Yghlh ppowpwiwluwt
hbGpwgnipnipyuwt hwdwpn.

For In Vitro Diagnostic only Shpduyht tpwth
wnlwynyaynitip wwpywnpp F:-owquwb
tplnh ubpuphpplyuph wnluynipinib:
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<LGdwipnpupihte <wiphu-poouyht
tbiply 5004

ynuh

LGdwipnpupihti <wiphu-poouwht Ubply 5004;:
Nuwuwwbhynpunyp dGennny wpqwinh
Yahlip poowpwiwlwti htywuqnipnuyeywt
hwdwn:

For In Vitro Diagnostic only $hpduyht tpwbip
wnluyniynitip wwpypwnpp E:owqdwib
bplph ubpiphppljuph wnluynienib:
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Mnihppnd EA-50 posuyhti tulinly

bynpwynghipninghusyp hwdwp
5004

e

Mnihppnd EA-50 poouyhti tinly
ynpwyngpipninghuyh hwdwip 500u):
Nuwuwwbhynpuwnyp dGennny wpqwinh
Yahlih poowpwbwlwl hywuqnipnyeywt
hwdwp:

For In Vitro Diagnostic only Shpduyht tpwth
wnlwynyaynitip wwpywnpp F:-owquwb
bplph ubpuphppljuiph wnluynipinib:
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C nbwlyiphy uyhippuwlynig 54

di

8 nbwlyiphy uwhipwlnigh npnpdwt pbup-
hwywpwént: Ulpnn ' jwipnpbpu-
wqnuphbwghw: Uipnigynn bdny " wpjwt
oh6niy: Snpdwin’ 100 pluy wd
hwdwndbp:

For In Vitro Diagnostic only $hpdwjht
bpwh wnluynuyeynitp wwpipwnpp
E-Bwaqdwt Gpyph ubpiphppljwiph
wnluynyynili: 1ISO 9001 L 1ISO 13485

ubipiphdpliuiptlinh winluynyaynib:
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Lanhwbnip b ninhn phihnniphtip
npnpdwl pbiupe-
hwywpwdni100/1004; GOL

Phipnnipphtp npnpdwitl pbupn-hwywpwéne:
Utipnn' yninphdbupphly/swypwlbyy/: Ughph
Gphywpnuyynitp-546ud: Snpdwn’ 2x1004;
Jwd hwdwndtp:

Uipnigynn bdnip' wpywt phéndy/ wwquw:
For In Vitro Diagnostic only hpduwhti
bpwh wnluynuyeynitp wwpipwnpp
E-owqdwt Gpyph ubpippnhphljwiph
wnluwynigyniti. 1ISO 9001 U I1SO 13485




ubipipnhphljuintinh winluwynieynit:
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Utppuippluyipmhght O 54

Utiphuippliuyipmipghts O: Utipnn " jwinbipu-
wqnuphtwghw ujuyn-plug: Uipnigynn
bdnw ' wpywl phénily; Snpdwin* 100 plup
ywd hwdwpdbp:

For In Vitro Diagnostic only $hpdwyjht
bpwh wnluynuyenitp wwpipwnpp
E-owqdwt Gpyph ubpippnhphljwiph
wnluwyniyniti: 1ISO 9001 U /SO 13485

ubipipphphljuintinh winluynieynil:
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Qynilynq G-col qyniyngh
npnodwl pbupn-hwyuwpwény/
Qyniynqu 4x100

Qynityngh npnodwl pbup-hwywpwdne.
Utienn' yninpndlypphly: Ughph
Gphwpnuyainiip' 5464d: Snpdwn’ 4x100 dj
Yuwd hwdwpdtp: Upnigynn bdny' wpywt
ohténiy/wpwquw:;

For In Vitro Diagnostic only Shpduyht tpwh
wnlwynyaynitip wwpywnpp F:owquwb
tplph ubpuphpplyuiph wnluynignib: 1SO
9001 U /SO 13485 ubipiphdhlwipuliph
wnlwynipynib.

20

fepndpnwwiuphtih npnpdwit
phup-hwlwpwdnt 10x4U;

Mpninpndphtiughtl dwdwbiwlh npnpdwb
plun-hwywpwdnt Start-4 Ynwanyndlipppny
wptuwipbynt hwdwn:

Utpenn' $hppptingmuwgdwt dwdwtwlh
npnpnud:

Snpdwn' 10x4d; ud hwdwpdtp.
Uipnigynn bdniy' wpwquw:

Shpduyht tpwbih wnluynypynib:
Ubpiphdhluwgn 1SO 9001 Mwhwwbdwl
wuwydwubbpp 2-8C 9bpdnipynil: For In Vitro
Diagnostic only

21

tunjGuippphts 1x2004;

di

tunjGuippphtih npnnpdwiti pGup-hwywpwont:
Hitachi-902 wtwihquiipnnphti hwpdwpbgyws:
Utipnn' yninphdtipphly: Uhph
Gpywpnyeyniup' 546ud: Snpdwip' 1x2000;
ywd hwdwpdbp:

Uippnigynn bdni' wppwt phéndy/wypuqiw:
For In Vitro Diagnostic only Shpduyht tpwth
wnlwynyaynitip wwpywnpp F:-owquwb
Gplph ubpuphpplyuipph wnluyniynib: 1SO
9001 U /SO 13485 ubipipnhdhluwipubiph
wnljuwynypnib:

22

LCanhwbnip uyhippwlynigh
npnpdwts pbup-hwywpwdsnt
4x100

Lunhwunin uyhypwlynig Utpnn '
Ynminphdtipphly, phniptinn: Uypniqynn bdnip*
wpwb phénily, wwqdw.: Snpdwn* 100
pluy ud hwdwndtp.: Uihph
bplhwpnysyniup * 54604

For In Vitro Diagnostic only $hpdwyjht
bpwh wnluynuyeynitp wwpipwnpp
E-owqdwt Gpyph ubpippnhphljwiph
wnluynyaynili: 1ISO 9001 L 1ISO 13485

ubiniphdpliuipptlinh wnluynyenib:




23

Gnqihglphnttinh npnpdwt pbufe-
hwywpwént 1x50u;

Gnqihgliphntbiph npnpdwt pGuyp-
hwywpwéni: Ulpnn' Yninphdaypiphly: Uihph
Gphwpnuyaynip' 546 ud: Snpdwn' 1x504;
Jwd hwdwndtp:

Uipnigynn bdnip' wpgwit phnily/uypuquw:
For In Vitro Diagnostic only Shpduyht
bpwlh wnluynyenitp wwpiywnpp
E-owqdwt Gpyph ubpippnhphljwiph
wnluwyniyniti: 1ISO 9001 U I1SO 13485

ubipipphphljuintinh winluwynieynil:

24

Uhquierayh npnpdwi ebupe-
hwywpwént 1x2004;

Uhquippyh npnodwil pbup-hwywpwdne.
Utienn' Yninpndbynpply: Snpdwp’ 1x2000;
ywd hwdwpdbp:

For In Vitro Diagnostic only Shpduyht tpwh
wnlwynyaynitip wwpywnpp F:-owquwb
Gplph ubpuphpplyuipph wnluyniynib: 1SO
9001 U /SO 13485 ubipipnhdhluwipubiph
wnluwynyanib:
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Uhquitynieh npnpdwi pbiufe-
hwywpwént 2x120 GOL

Uhquitynish npnpdwt pbup-hwywpwéni:
Utienn' yninpndlypphly: Ughph
Gpywpnyeniup' 570ud: Snpdwp’ 2x 1204,
ywd hwdwpdbp:

Uippnigynn bdni' wppwt phéndy/wypuqdw,
ulq:

For In Vitro Diagnostic only $hpduyht tpwtip
wnluyniynitip wwpypwnpp E:owqdwib
Gplph ubpuphpplyuiph wnluynignib: 1SO
9001 U /SO 13485 ubipinhdhluwipubiph
wnluwynyanib:
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buyghnidh npnpdwits pbiupe-
hwywpwédni 2x100

bYwighmdph npnpdwit pGup-hwywpwont.
dbenn’ dnipndbiphly: Uihph Gplwpnipyniup’
578 td: Snpduwnp' 2x100 dp ud hwdwpdbp:
Uipnigynn bdne' wpypwt wwqdw, Jbq:
Dhpdwiht tpwih wnljuwynieniap
wwpipwnpp E:owqdwt Gplph
ubipipphphljwinh wnluynygyniti: 1ISO 9001 L
1SO 13485 ubpiphdhlywipubph
wnlwynipinib.
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27

Unbuwiipnhuhth npnodwi pbue
hwywpwéniZx 120

UpbGuwphuhtph npnodwt pbupn-hwywpwént:
Utienn' yninpndbunphly htubinhly: Uhph
Gphwpnyeyniin-340ud.: Snpdwn 2x7120 ud
hwdwndbp: Upnigynn tdny' wpywb
ohéniy/wpwquw, Jbq:

For In Vitro Diagnostic only Shpduyht
bpwlih wnluynyenitp wwpiywnpp
E-owqdwt Gpyph ubpippnhphljwiph
wnluwyniyniti: 1ISO 9001 U I1SO 13485

ubipipphphljuintinh winlyuwynieynil:
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ULS R1-2x50 R2-2x10

Upwapbwdpbwippwbiu upbpwgh npnpdwits
ibuy hwywpwdne: Utpnn' pnipndtynpply
Lphutiphly: Ughpp Gplwpnipyniap' 34004:
Sbnpdwpn' 2x50 Uypnigynn udne' wpywb




ohénily, wpwqdw.

Shpduyhti tpwtih wnljwyniyynitip
wwpywnpp £:owqdwt Gplph
ubipipnhphljuinh wnluynigyniti: 1ISO 9001 L
1SO 13485 ubpiphphlywiptbnh
wnluynyanib:
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UUST R1-2x50 R2-2x10

di

Uuwwpipuwpnwdhbiw ippwbiupbpugh
npnodwt pbuyp hwdwpwéne: Ubkpnn'
bripndlpphly yptliphly: Uihph
Gpywpniysyniup' 340ud: Snpdwin’ 2x50
Uippnigynn bdni' wpywt phéndy, wwquw:
Dhpdwiht tpwih wnljuwynieniap
wwpipwnpp L:owqdwt Gplph
ubipipphphljuinh wnluynigyniti: 1ISO 9001 L
1SO 13485 ubpiphphlywiptbnh
wnluynyanib:
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uL.m 2xs50

di

<hduwght pnupwipwquih npnpdwt inbun
hwywpwénet: Ubkpnn' dnipndbppply
Lhttpnply: Uihph Gphwpnyayniip' 3406d:
Sbnpdwpn' 2x50 Uypnigynn udne' wpywb
ohénily, wpwqdw.

Dhpdwiht tpwih wnljuwynieniap
wwpipwnpp E:owqdwt Gplph
ubipipphppljwinh wnluynygyniti: 1ISO 9001 L
1SO 13485 ubpiphdhlywipubph
wnluynyanib:
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Urpw Udhpuql 2x504;

di

Uipw Udhjwqu npnpdwiti phup-hwdwpuwdni:
Utienn' Uhtlipnhly Yninphdtynphly: Ughph
Gphwpnuyaynitp' 340ud: Snpdwip' 2x504)
Jwd hwdwndtp:

Uipnigynn bdne' wpywt wwqdw, Jbq:
Dhpdwihti tpwih wnljuwynieniap
wwpippwnpp £ Owqdwl Gpyph
ubipipphphljwinh wnluynygyniti: 1ISO 9001 L
1SO 13485 ubpiphdhlywipubph
wnluwynipynib.
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Mudwipnpn pwlyynp 5u

RF-nbudwipnhn gnpdnth npwluwlwt b
YGbuwpwbwlwlwb npnpdwt pbup-
hwywpwéni: Ubpnn' juwipbpuuyht
wqynupphbtwghw upwyn-ptup: Snpdwyp 100
ptiun:

Uipnigynn tdni' wipywts phéndy/wpuwquw:
For In Vitro Diagnostic only $hpduyhti
bpwih wnluynuypynitip wwpywnpp
E:Owqdwl Gphph ubpiphphljuiph
wnluwynyynit: 1SO 9001 L ISO 13485

ubipipphphljuntinh wnljuynipynit:

33

bhpnphtingbl 6x4d] 240 pblupn

hutp

Sbhpnhtingiuh npnpdwt inGup-hwdwpwént
Start-4 Ynwagnyndtipppny wppuwipbni




hwdwp: Utpnn' $hpnhth wnwowgdwb
dwdwtwlhh npnynd: Snpdwin' 6x4d; ud
hwdwndtp:

Uypnigynn bdny' wpwqdw:

For In Vitro Diagnostic only $hpduypti tpwih
wnlwynyaynitip wwpywnpp E:owqdwi
tplyph ubipiphphljwiph wnluyniggnib: 1ISO
9001 b ISO 13485 utipiphphljuppuitinh
wnluwynypynibi:
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Hhhynihquigdwé  htdnginphtp
npnodwl  phupn-hwlwpwént

hutp

Yhynihqugdws  hGdnginphtih npnadwti
plun-hwywpwdnt Afinion HbATc ipbupn
pwnphottin:: Alere wwwpuwiyny
wptuwiptynt hwdwp: Snwpnid 15 hwip

For In Vitro Diagnostic only $hnduyhtr tipwtih
wnlwynyaynip wwpywnhp E:owqdwi
Gplyph ubpiphphljwiph wnluwynyegnit: 1ISO
9001 L I1SO 13485 ubpippdpljuptiinh
wnlwynyaynibi:
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LbGwwiipphin B npnpdwiti pliug-
hwywpwédni

hutp

<Gwwiiphyn B npnpdwit phup-hwywpwdnt
For In Vitro Diagnostic only $hpduypti tpwih
wnluyniynitip wwpypwnpp E:owqdwb
tplph ubpiphpplyunpp winlywyniggmia: 1SO
9001 L I1SO 13485 ubpiphphlwpubnh
wnluwynyaynibi:

36

<bGwwiiphyn C npnpdwiti pluy-
hwywpwdnt

hutp

LGwwiipphin C npnpdwti plup-hwywpwsnt
For In Vitro Diagnostic only Shpduyhl tpwtih
wnluyniynitp wwpypwnhp E:owqdwb
Gplyph ubpiphphljwinh wnluyniggnib: 1ISO
9001 L I1SO 13485 ubpippdpljwpntiinh
wnljuwynyaynibi:
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Utigh dty 10 wwpwdbiippnn nnnpnn
utnphwblin Ynpwu N100

hutp

Utigh dbe 10 wwpwdtipnp nnnpnn uinphwiin
Ynpwu: Uppmiqynn bdny' dbq: Snupnid' 100
ptiup:

Meditron Il whwihquippnpny wipfuwyinn
uipphuyubap:

For In Vitro Diagnostic only $hnduyhti tpwtih
wnluynipynitp wwpywnpp E:owqdwb
Gplph ubpipphpplyuipph winlyuwyniggnit: 1SO
9001 b ISO 13485 utipiphphljupptitinh
wnlwynyaynib:
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Sniplyint wtpph U 104

upduily

Sniplyint wtppp U 10dy: Upywts funidpp
npnpbnt hwdwp:

Uipnigynn tdni' wpywt phéndy/wypwquw:
For In Vitro Diagnostic only $hpduypti tpwih
wnlwynyaynitp wwpywnpp E:owqdwl
tplyph ubpiphphljwinh wnlynuyeynit: 1SO
9001 L I1SO 13485 ubpippdpljuuptiinh
wnluwynyaynibi:
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Sniplynt whuph £ 104;

unduly

Sniplyint wuppp P 10dp: Upjwti junidpp
npnobnt hwdwp:

Uippnigynn tdny' wpywt phénily/wypuquw:
MNwhwwidwl wuwydwbbbpp' nbwlphdubpp




2-8C wuydwbubpmd dhust thwpbph Ypw
tpdwé dwdlytyp, huly thwpbpp pwgting
htyn 2-10C wuwydwatpnid wwhynid Gu
wnbywqt 3 puwpwyp: For In Vitro Diagnostic
only Sppduyhti tpwbh wnluynisniip
wwpipwnpp E:owqdwt Gpypp
ubiniphdpliuiph winluynipnit: 1SO 9001 b
1SO 13485 ubpinhdplwiptiliph wnluwynygyni:
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Sniplynt wtiph F 10d;

upduily

Sniplyint wppp ¥ 10dp: Upjwti nbigniu
npnobnt hwdwp:

Uippnigynn tdny' wpywb ph6niy/wypwquw:
MNwhwwidwl wwydwbbbpp' nGwlphdubpp
2-8C wuydwbupmd dhust thwpbph Ypw
tpdwé dwdlytpp, huly thwpbpp pugting
htyn 2-10C wuwydwatpnd wwhynid Gu
wnbywqb 3 puwpwyp: For In Vitro Diagnostic
only Spnduyhti tpwbh wnluynisniip
wwpipwnpp E:owqdwt Gpypp
ubiniphdpliwipph winluynipynit: 1SO 9001 b
1SO 13485 ubpinhphlwiptibph wnluynisynib:

41

Upywti Yntppng 7 unpduwy
gniguitihyny

hwipn

EIGHTCHECK gwép , Yntpnn; hbnnily: pocH
100i, KX-21 N b XP-300 htdwipninghwlwt
whwihquipnpubph hwdwp:Snpdwin'l.5 Uy :
Shpdwyhti tpwbh wnluwynygynitip:
MNwhwwbdwl wwydwuubpp' 2-8C
stipdwuipppdwunid, 1SO 9001:2008, I1SO
13485:2005, CE ubniphdhluiptbinh
wnluwynyayniip: Mwpypwnpp £ UPUUGRU

pulbpnupywt ophghtiwy wpypwnpwip (hubp:

42

Upywt Yntiuppng 2 guidp
gniguitihyny

hwipn

EIGHTCHECK Unpdwy , Yntippn; hnnily
pocH 100i, KX-21 N u XP-300
hGdwipninghwlwl wbwihquigppnpiinh
hwdwp: Snpdwn'1.5 Uy Shpdwght tpwip
wnluwynyaynitp: Mwhwwbdwl wwydwbbbpp'
2-8C gtindwuipptwund, 1SO 9001:2008, ISO
13485:2005, CE ubpiphppluwpubinh
wnluwyniynitipn: Mwppwnpp £ UPUUGRU

pulpnipuwt oppghtiv wpypwnpwip (httn:
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Upnnighs htinnily wipjwtn unpduwy
gniguitihpny N 1,5U;

hwipn

Upywti tnpdwy gnigwihy N 1,54;
YGbuwphdhwlwi hGypwagnipnysyuwt hwdwpn:
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Uiypnighs hbnnily wpjwti guidn
gniguiihynd L 1,5U)

hwipn

Upywti guidn gnigwitihy L 1,54]
YGbuwphdhwlwi hGypwagnipnuygyuwt hwdwpn:
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wnluwynigynit: Mwhwwbdwb wwydwbtbppk
2-8C gbipndwupnbwund: <wbdbbynt wwhpt

whippwbbihnypyut dwdliipnh
2/3wnluynisynibi: For In Vitro Diagnostic

48

Cobas e 411 Elecsys 2010
LiGhupu  pnihyny pupwinn
hnpdntp  pwbwlwlwb
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wnluwynyaynit: Mwhwwidwl wuwydwbbbppk
2-8C gbipndwuppbwund: <wbdbbynt wwhpt

whippwbbihnypyut dwdliipnh
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biGyupu
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Eitlhupu
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unypwitp  Yughppuwipnp
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hwdwn:
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Utienn 'bitywppnutdpinidpbugbtiypughts
wbwihq:

Snpdwip'4x1d;
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2/3wnluwynipyniti: For In Vitro Diagnostic

54

Cobas e 411 Elecsys 2010
Eialupu wpnpwlyphti hnpdntip
pwhwlwlwt npnpdwt phup-

hwywpwédni
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LiGyupu wpnpwlypnpt hnpdnti - (Elecsys
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ywihppwitpnp
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Eiblupu wquip phpopuptp
pwlwlwlwb npnpdwt phup-
hwywpwdnt
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Lilhupu U Ynpwu e 411 whwhquipnwgpnph
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Eiblupu wquip phpopuptp
bwipppwipnp

e

Eibupu wquipn phpopuptih - Yuwihppuippnp
(Elecsys FT4 CalSet): bjhupu L 4Ynpwu e
411 whwihquippwippnph  hwdwpn:

Utienn bitywpnnubdpinidptbugbtypughts
whwihq. Snpdwpn ' 4x1d;:

Shpdughti tpwbh wnluwynisnib:
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Eiyupu (Fhpbnyipnuy
hnpdntp  pwbwlwlwb

npnpdwl pGupn-hwdwpwént

ynuh

Lilhupu Gppbninpnwy hnpdnti - (Elecsys
TSH): itliupu L Ynpwu e 411
wbwihquiippwppnph  hwdwn:

Utienn 'bitywppnutdpinidpbugbtiypught
whwihq:Snpdwiyn’200 npnpnid: Uypnigynn
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Eiyupu (Fhpbnyipnuy
hnpdntp Guihppuipnp

ynuh

kiGhupu (Ghpbnippnyy - hnpdnk
Yuyhppuwippnp  (Elecsys TSH CalSet): EiGliupu
b Ynpwu e 411 whwihquipwypnph
hwdwn:

Utienn 'bitywppnutdpinidpbugbtiypught
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Eilblupu - hwlywphpnpn
wbpnpupnuwah
hwhwdwnpdphutlinh
pwhwlwlwt npnpdwt phup-
hwywpwédni

ynuh

Eblupu hwlwphpnpn  wbpnpupnuwgh
hwlwdwnpdputibph (Elecsys Anti-TPO)
Lilhupu U Ynpwu e 411 whwhquipnwgpnph
hwdwn:

Utienn bitlwpnnubdpinidptbugbypuyht
whwihq:Snpdwin'100 npnpnud: Upnigynn
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wbpnpupnwah
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e

Eiblupu hwlwphpnpn  wbpnpupnuwgh
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bibhupu Yiptiuby

e

Lilhuhu Yihtuby (Elecsys CleanCell) Ejliupu
L Ynpwu e 411 whwhquiypwiynph

hwdwp:

Utienn bitlywpnnubdpinidptbugbtypughts
whwihq. Snpdwn'6 x 380u;: Shpdwyhl
pwip wnluwynieynit: Mwhwwbdwi
wuwydwutbpp 2-8C sbpdwuypdwbinid:
Lwbdbbint wwhht whypwbbihnieyuwt
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Lilhuhu Mpnuty

ynuh

Liliuhu Mpnuby (Elecsys ProCell) bjtlhiupu L
Unpwu e 411 whwihquipnwiippnph  hwdwp:
Utienn 'bitywppnutdpinidpubugbtiypught
whwih:Snpdwin'6x380d;: Dhpdwht tpwp
wnluwynigynit: Mwhwwbdwl wuwydwbtbpp




2-8C gbipdwuppbwbnd: <wbdbbynt wwhpt
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e
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nithybpuw

e
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Unpwu e 411 whwihquippwipnph  hwdwn:
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EiGyupu upuyny

e

Lilhuhu upuyny (Elecsys Syswash) Ljijupu
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hwdwn:
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npnpdwl pbup-hwywpuwdnt

ynuh
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tibhupu Shyppndbquinydppniup dnpdwn’ 100 npnpned :UnncdUynn bdnip'
72 bywipdwdp G yinuh wpywli phéncly/ wpwquw: Shpduyhl Upwlp
hwhwdwpdpbbbph npwlwlwl wrlwynipnp: Muhwwldwl
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(puwpwopnid ubwnph wnpipntiwghn
(wyipnphquighw) b hwdwuypwagnbp
wpypunnnnp uweneny : <wududwb
wwhpb wwypwbpn wbwpp £ nibGbw wnbdwqt
1 (W) yruph whypwbbnyeywi dwdlby
whnp £ ihtup thwly, dh Ynndhg nmubipbt
dwlbpdwdp b snpu Ynndhg pinupph Ypw
whipp £ wnlw hup tnyt
wuiplpp:Uwpwlwpwpp wbyp £
wpipwnpnnh Ynndhg (hwqnpdwé thup
hpwlwbwgbbynt Gpupuhpuyht b
Linbpwipfuhpuyptr uwuwpynid b
wuwppbpwpwn ppwlwtiguh nwunignnuilywt
nwupbpwgttn nnwlwynpdwsé Jwubiwgbph
Yynndhg -

76

Uniyinhlyipts (duignn |-

e

Uniiphlypt (wgnn e 2-ng qpuwpwtbpny:
Hitachi 902 wwwpuiiph [Jugnn jnidnyp:




Dhpdwiht tpwih wnljuwynipniap
wwpywnpp £:owqdwt Gplph
ubipipnhphljuinh wnluynigyniti: 1ISO 9001 L
1SO 13485 ubpiphphlywiptbnh
wnluynyanib:

77

<hipbipgtip (Yuwgnn (-

ynuh

<pipbipgti (Ywgnn [-p 100U)x10
ppuwnwubipny: Hitachi 902 wwwnwiph
(Ywgnn nénype. Shpduyht tpwih
wnluynigynitip wwpypwnpp E:owqdwb
tplph ubpuphppljuiph wnluyniynib: 1SO
9001 U /SO 13485 ubpiphdhlwipuliph
wnlwynipinib.

78

Uwbpbwpwbwluwt
hbpwqnipnipyut - hwdwp
bdnppwndwt  ypuwpnnniypywb
wnwbg ppwbuwnpywghb

dhowyuyph wynidhul

annplutinny

hwipn

Unwig ppwbuunpippughte: dhowiuyph
wynidhbl dnnhlytibpny thnpdwinpltn,
uptiphy, hyrwwlwt wpgpwnpnggnit, U
12x140mm, dnpdwp’ 100 hwp, Ynn' 23121,
/SO 9001 U ISO 13485 ubphinhphljuintnp
wnlwynyeynit: <wudbbint wwhpt
whywbbihnigywl dwdlybpp
2/3wnluwynypynili; For In Vitro Diagnostic

79

Utppndwipnquyqbip WH 1highq
[niénypp 3x500u)

ynuh

Uipppndwipnuyqgbn WH (STROMATOL YSER -
WH) XP-300 U SysmexKX-21 N
hGdwipninghwlwt wbwihquipnpubiph
hwdwp:Snpdwn ' 3X500 U, -.Upnignn tdny'’
Gpwluyht b dwqubnpuwiht wpnib:
Shpdwyht tpwbh wnluynipniap:
MNuwhwwbdwl wuwydwbbbpp' ubywluht
obindwuphbwnid

For In Vitro Diagnostic. ISO 9001:2008, ISO
13485:2005, CE, TUV ubinipnhphljuinunp
wnlwynyaynitip.: Mwpypwnpp £ UhUUGLU

pllpnipul ophghtiwy wpywnpwip hubp.

80

Ubywwly 70,

ynuh

Ubwwly (Cellpack), nidhs Sysmex KX-21 N,
XS- 500/, XS 1000i, XP-300 . XT 4000i
hGdwipninghwlwt wbwihquipnpubiph
hwdwp:Snpdwpn* 10 Lhipp,Upnignn
bdnip Gpwlhuypt b dwquiinpught wpnil;
Shpdwyht tpwbh wnluwynipnip:
MNwhwwidwl wuwydwubbpp' ubtywlwhb
otindwuphbwnid

For In Vitro Diagnostic. ISO 9001:2008, ISO
13485:2005, CE, TUV ubipipnhphljuintnp
wnlwynyaynitip.: Mwpypwnpp £ UhUUGLU

plybpnipwl ophghtiwy wpywnpwip hubyp.

81

Uklyihtu 1x504;

e

Utiypt (Cellclean) dwippnn tynya pocH 100,
Sysmex KX-21 N, XS- 500/, XS 1000/, XT
4000i L XP-300 htdwipninghwljwti
wbwhquipnpliiph hwdwp.: Snpdwn* 50 Jj:
Shpdwyhti tpwbh wnluwynipnip:
MNwhwwidwl wuwydwubbpp' ubtywlwhb
otindwuipphbwiinid

For In Vitro Diagnostic. ISO 9001:2008, ISO




13485:2005, CE, TUV ubipinhdhluwipulinh
wnlwynyayniip.: Mwpypwnpp £ UhUUGLU

plypnipuwl ophghtiwy wpywnpwip hubp.

82

Urea-arginine. LYO

e

Nhpngbthywy  puniplbpnid  wtipphgbuh
npnodwl phupn-hwdwpwdént: U.urealyticum,
M.hominis: Npwywlwb npnpnid (GpYyniup
dtynid): Ulpnn' hdnitindbpdbtinught
whwihq: Snpdwpn’

Uippnigynn bdnip' wpgwt phéndy.

Dhpdwiht tpwih wnljuwynipniap
wwpiwnhp £ Ueniphphluip' 1SO 9001:
MNwhwwidwl wuwydwubbpp' 2-8C: For In
Vitro Diagnostic only

83

Utiwktpnp qGubpuwipnph quq

e

For In Vitro Diagnostic only $hpduyht tpwbip
wnluyniynitip wwpypwnpp E:owqdwib
Gplph ubpuphpplyuph wnluynipgnib: 1SO
9001 U /SO 13485 ubipipnhdhluwiptliph
wnluwynyanib:

84

Swhwphmiphluqquytinieut
nhulbip

hwipn

Nuydwbwlwt tpwbbtbpp-<ynippynn £>:
Nuwpywnpp wwydwt' wwpwbpp wbyp £
(hth sogipugnnéyws:

85

Puwghyipwghtih nhul

Pulynt

bwlynt - puppphony  (Gypnwwlwi
wpywnpniejwt). Muwydwbwlwl tpwbbbpp-
<ynippdnn E>: Mwpywnpp wuydwt'
wuypwtipp ubyp £ htp soqinugnpdyws:

86

Owpnpupth nhuly

ynuh

bwlynts - puppphony - (Gypnuywljwt
wppuwnpnipywi): Muydwbwlwh tpwuttpp-
<ynippdnn E>: Mwpywnpp wuydwt'
wuypwipp ubyp £ htp soqinugnpdyuws:

87

hanmp  npnpdwt hwywpuwdnt

e

Snupnid 50  ipuiph npnpdwiti
htwpwynpniynit, iphqtiipny:

For In Vitro Diagnostic only Shpduyht tpwh
wnlwynyayniip wwpywnpp F:-owquwb
Gplph ubpuphphljuph wnluynignib: 1SO
9001 U /SO 13485 ubipinhdhluwipubiph
wnljuwynypnib:

88

Uppbppy  dwuptwpwbwluwb on
(10 dly.)

ynuh

Uwbpbtwpwbwlwt on wnihuiphpng
hwlwnwly dwipp  upwdwyp: 1 pnupnid-
20hun: Muwydwbwlwb bpwbitbnp-
<yrippdnn E>: Mwpywnpp wuydwt'
wupwtipp ubyp £ htp soqinugnpdyws:

89

Uwntinpy hwtipughti jnin AP/
ipbunlinh hwdwn 1254;

hwipn

Uwinbiphy hwtipughti jnin AP inGuippbinh
hwdwn 125d;

MNuydwbwlwt tywbtbpp-<dwpbnd £
otindnysynitpg, funtiwnyayniihg b wplih
dwnwquiplbinhg >, Unye, qny Yuypnid:

For In Vitro Diagnostic only Shpduyht tpwh
wnlwynyaynitip wwpywnpp F:-owquwb
Gplph ubpuphpplyuipp wnluynignib: 1SO
9001 U /SO 13485 ubipinhdhluwipubiph
wnluwynypnib:

90

hdlipupnt jnin 7100d;

hwipn

hdbpupnt jnin 100Uj-ng hpulyntiinny:
MNuydwbwlwl tywbtbpp-<dwpbbnd £
otindnypynithg, funtiwnygyniihg b wplih




dwnwaquwypltiphg >, dnye, qny Yuynnid:

For In Vitro Diagnostic only Shpduyht tpwh
wnlwynyaynitp wwpywnpp F:-owquwb
Gplph ubpuphphljupp wnluynignib: 1SO
9001 U /SO 13485 ubipinhdhlwipubiph
wnljuwynypnib:

91

bunpljupnplin /qquynpnzpstin/
snpwglinn whiypwhwtinn
wwhwpwh dwipbwqbtindnidp
upnignn

hwip

hanplupnplin snpwgbinn-whippwhwinn
wwhwpwh dwupbwqbindnidp uypnigdwti
hwdwn: 2np onuyhtr wwhwpwbbnh,
wyinnlpuwytbpp dwupktwqbpddwi npwyp
upniglnt hwdwn

92

Ugnwppwd

ynuh

Ugnwppwd, thnpp: Lwpuiwdwupbwqbinddwi
pwlydwt npwlp hulydwi hwdwp
Shpdwiht tpwbh wnluyniygyniup
wuwpipwnpp F:owqdwb Gplph
ubiniphdpliwiph wnluynipyni bu: Uhuwyt
gnpéwpwhwght wpypwnpnypywib:

93

Uthnghd M funwitynie 1)

hwipn

Utihnghd VH puypwiynye 1) hinndy:
Snuutihnpti, N,N-nhntgh-N-dtph-
wnih(opupkphywdntpnuh wypnwyhnbiwgp-
6,3%, wnihhtpuwdbphiGuphgnuuthnht
hhnpnpinphn 0,96%,(2UU-5nn
ulintinp),htiswbu bwl pniblyghntiwyg
hwybnidutp, tntughduyht
yndybipu(ihwywqu, wipw-
wdhjwqu,ypnipbwqu) dwybipinypught
wliphy nyebn UUL-6n:Upuypnwhwips
yniep bwhiwipudws E pdolulwt
pwhwynipywti gnpshpllinh, Eunnulynwbibph
wuypnwhwbodwi,
bwpiwdwupbwgbpsnidughti b Eughdwiippply
dwppdwl hwdwp, bpbpp JGynid
dhwdwdwily 15pnwybh ptpwgpnid:

94

Ubipnudty 85 LU 1

hwipn

Uthnudty 85 LU 1) hinntly - hhwynwiGnaghl,
phpunippnuwhly qby(dwlh Ypw Jan £ wédmd
hbnniyh U puthwignid £

wbqwd duplp dhypnnétinpbinh dbo):
Matwipnipwgyws tpwing 70,00 * 5%,
huswbiu bwl hwppbginn U thwihlbigiinn
hwybnidbn bwpiwipbudwdsd dnpbnh dwplp
fubwdph hwdwn: Snpuply sk, snith innuight
gnqnhs, dwpljw-plignppiynhy

b gipqquiynitiwugtinn wqnbignipnibiibn:

95

dwyby unjhin 3,2q

hwp

dwytiy unihn N 320, 14q

dwytiy unihn - 14g-320 hwp, 1 hwpp -3,2q,
nhpinphqnghwiwpppyh Na-wlwt wn
(73,25%), 1,5q wlnhd pinph
wuwpnibiwlynipudp :

1hq dwity Unihnhg wuwppuwugyuwé
wptuwipwtipughtr (nidnyen bwpiwippbudws £
32000pd qpwpwdph whippwhwbdwb hwdwn:
Mup 1SO , <L UL gpwbgdwt
hwywuypnwantbn b dGpnnwlwt hpwhwbg:




96

LGpuwtuphnu F+F ppwitynips 1y

hwipn

Lbpuwbhnu F+F uppwitynie 1) htinndly -
9.75% nhnbghinh-daphjwdntpnwp pinphn,
1% wnihhbipuwdbphitt (RUU-4pn ubpunh),
gnuubihnpti, huswbu bwl gnpdwnbiwlywb
pwnuwnphstitin, Ynnnghuyp phhphipnp, U
wyy hwybywy yniebip: Upugpwhwbhs tynyah
pHdUp 6,3 - 7,7k, npp Lu wwywhnynid £
hwdwiptintipnienit pnwppbn
dwipbppwiibph U tynyph dhol -
Uluppwhwtips tynipli odipdwié £
hwlhwdwbpbuyhti whphynyayuwdp
gpwdnpwlwt b gnuwdpwguwuwlwt
dwptubiph pwnyw;' yinipbplynyngp
dhynpwlipbphwtbpp), hpnwtiph
(Ubpwnywy wpipwpbnbpught
hbwwippiptlipp, UbUY-dupwiyp,
wnhndpbipinp), (H5N1),(A HINT), ubihbph
(wyn pynid*quitinpnw b npdwipnppiphw)
byuwipdwdp: Upngpnwhwips tynyep
bwhiwppbudwd b pdruwlywit tpwbiwalyniayuwt
gnpdhpliinh, Etinnuljnwtiph
wuypnwhwbodwi b
bwpwdwuptwaqbindnidughti dwppdwib
hwdwp, Gphynwup deymd dhwdwdwily 15
pnwbp plpwgpnid:
Mup 1SO, <L UL gpuitigdwl
hwdwuypwagpbip U JGennwlwb hpwhwbq!

97

Uwynbipu 5

hwipn

Uwynbipu 5 thippwiting ywpuyny,
whuppwhwbnn tynyatin:

Shpduyht tpwtbih wnljwyniynitip
wwpiywnpp E:owqdwl bphyph
ubiniphdpliuipph wnluynisynit Lu: Uhwyb
gnpSwpwbiwght wpywnpnipub.

98

Uwbhipty 1y

ynuh

Uwbhipty PX 1ihipppwiting ypnwpuny,
wpuypwhwbnn tynyebin:

Dhpdwihti tpwih wnljuwynipniap
wwpipwnpp E:owqdwt Gplph
ubipipphphljuinh wnluynygynit Lu: Uhwyti
gnpdwnpwbiwghti wpywnpnipjub.
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Unippwtihnu putpwitynie 1)

hwipn

Uupwhwitihs (uignn dhgng
nhntghinhdbphjwdnupnidh pinphn 2,2%,

N, N-phu-(3-wdhtnupnwhynnnbghjwdpt -
5,% (UU), htuswbu twl odwlnwlnn
pwnunnphstbp’
Ephibunhwdhtipbyppnupwguwiuwieent, ng
hntwdht dwybpbuuyghti wliphy tyniptp
(UUUL), huyniiwugnighs, hnynwidbinn tyniabin b
onin.: Upupwhwihs tynyati odipdwid £
hwlwdwbpkught wlphynieyuwdp @apwnwy;’
iypniplipyniyngh dpynpuwlnbppwin),
huwipniy Jipwbiquidnp Juipwlbph
hwpnighstilbpp (dwigpwpap, pnyuwnpbdhw,
(tghntting), hpnwutipp Gbpwnjuy®
wnihndbihuy, wpywpbnbpuyght




hbwuwiphiptibn b UbUJ-dwipuwly), (H5N'1),(A
HIN?), jwtunhnw, nbpdwipnphipnd,
pnppnuwublyln, ptswbu bwl  Jugnn b
hnipwlywihs wgnbgnyayuwdp:Uninbwihnup
bwpiwipbudwé £ hhdwbnwunguyht b
wpywhpdwbnwbnguyht dubpny pdolwljut
oqunupynit b uwwuwpynid hppwwbigtinn
Guqdwlybpwnysinibibpmd (wyn pynid’
yhpwpnidwlwi Yunnigwhwipduwd,
htupGupy ptpwwhuwgp, dwbywpwnpdwlwb
utpwighntiwpbtiph, tntiwpninghuyp
pwdwbdnitptbpnid, Gipupluwlwi b
dwipbwpwbwlwl jwpnpuwgpnphwbbpnid,
Ywpwlps hhywbnnysiniiiinh oowputibpnid
uwbhypwpwlwl thnpuwnpuwdhongtbnnid),
Ywupiwpgtps, ppwghl b Gqnuithwlhs
wuypnwhwbdwt hwdwp,

Mip 1SO, <L UL gpuitigdwl
hwdwuypnwagnpbin U JGennwlwi hpwhwbq:
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Uinbpwitihnu 20% 5004

hwipn

Xnupwpuwinthhn (20%), hwlwlynnnghnt
hwybnidtbp, Yuynibwgnn tynyabin b wyy
odwbnuwly pwnwnpwdwubn.: 0,5
hupwityniphg wuwippwuydmd £ 5)
wphuwypwtipuyhti idnype puquwlh
oqinwgnnpddwl hwdwp, nph
whywbtihnyeywl dwdlybynp 30 on £ Miup
bwl pGuy gnibp (niényph
whywbGihnyanibp uppmgbyne hwdwp:
tuypwtynyep Yuptih £ wlphdugtly pup
wipfuwnwbipuyhti jnidnyph wuhpwdtyy
pwbwlp:

Wtuwipwtipuyhti iniénypep bwhpiwppbuywds £
pdoywlwit tpwtiwlynipywtl gnpdhptiinh,
wnwplywtbpp, Eannuynwbbph
wuynwhwbodwi-10p, pwpdp dwlwpnwyh
wpuypnwhwbdwb -10p, dwipbwqbpddwt U
uwynpwqbinddwt hwdwn-60n:

Miup 1SO, <L UL gpuitigdwl
hwdwuypwagnpbip U JGennwlwb hpwhwbq.:

101

Linphtipupnhtp uwyhpypuyht -
0,5% 1|

Linphtpupnhtp uwyhpyught -2 0,5% 1|
Nuydwbwlwb tpwabbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wplip
dwnwquijpblinhg >: Mwhwwib; dnya, qny
Yuypnud: Snuthnfunidp hpwlwbiwgtly 0-
25C oindwuiphbwbiught wuwydwbbbp
wuwjwhnybiny:

102

fFnpwé onin 3;

hwipn

fFnpwd onin 3

MNuydwbwlwl tpwbtbpp-<dwpbbnmd £
otindnysyniuhg, funtiwnygyniihg b wplih
bwnwaquypltiphg >: Mwhwwb) dnye, gny
Yuwypnid: Stnwithnpunidp hppwlywtiugtity 0-
25C obpndwuipphbwbughti wwydwbtbp
wuwjwhnybiny:




103

Ugnywywiti pent / upy/

thyp

LPhdpwwbu dwpnip fupip wgnipwywls prent:
Nuydwbwlwt tpwatbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wiplip
dwnwquijpblinhg >: Mwhwwiby dnya, qgny
Yuypnud: Snwthnfunidp hpwlwbiwgtly 0-
25C obpndwuipphbwbughtl wwydwbtbGp
wuwwhnybny:

104

Ugnip nghti snp

bg

Ugqnip Enghpti snp' snp, dnig
dnfupwdwbnpwlwagnyb thnph £:
MNuydwbwlwt tywbtbpp-<dwpbbnd £
otindnysyniupg, funtiwnygyniihg b wplih
dwnwaquwyplliphg >, dnye, qny Yuypnid:

For In Vitro Diagnostic only $hpduyht tpwbip
wnluyniynitip wwpypwnhp E:owqdwib
Gplph ubpuphpplyuph wnluynipgnib: 1SO
9001 U ISO 13485 ubipinhhluwipubiph
wnluwynyanib:

105

Hhgtinht 100.0

Prulynt

Yhgbiphtp wugnyl, Yhuwpwihwighl
pwbdn hbnniy E:

Nuydwbwlwt tpwubbpp-<dwpbund £
obindnipynitihg, untiwynyaynibhg b wplip
bwnwaquyplliphg >: Mwhwwb) dnye, gny
Ywypnid: Stnwithnpunidp hppwlywtiugtity 0-
25C oindwuiphbwbiught wuwydwbbbp
wuwjwhnybiny:

106

Lynignp |- 100.0

drlynt

MNuydwbwlwt tpwbtbpp-<dwpbbnd £
otindnysynitpg, funtiwnygyniihg b wplih
bwnwaquyplliphg >: Mwhwwb) dnye, gny
Yuypnud: Snwthnfunidp hpwlwbiwgtly 0-
25C obpndwuipphbwbughti wwydwbtbp
wuwjwhnybny:

107

Linpndnpd

bg

Linnnpnpd’ ptiwwt phdpwlwt tynye £,
pwihwighly: Uywlyw pwpwbbpny wbgnyb
htnniy £ U nibh uwbighdply hnip:
Nuydwbwlwt tpwabbpp-<dwpbund £
otindnysynithg, funtiwnyayniihg b wplih
bwnwaquypllinhg>: Mwhwwb) dnye, gny
Yuwypnid: Stnwithnpunidp hppwlwitiugtity 15-
25C oindwuiphbwbiught wuwydwbbbp
wuwjwhnybny: For In Vitro Diagnostic only

108

bnpduyghti 40%

Uwtghdhly hnipny , phdpwlwt jniénype

109

Ugltitnnti 99,5% 0.5

2h2

Pawlwb 99,5% phdpwlwl tynipe £:
Nuydwbwlwt tpwabbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wplip
bwnwaquypllinhg >: Mwhwwb dnye, gny
Ywypnid: Stnwithnpunidp ppwlywtiugtity 0-
25C oindwuiphbwbiught wuwydwbbbp
wuwjwhnybiny:

110

Lwguwpuwpent 5%-wing

thipp

Upywti Ut (Giunghiptilinh npnpdwit hwdwp:
E19
MNuydwbwlwt tywbtbpp-<dwpbbnd £

obindniinitihg, untiwynyaynibhg b wiplip




bwnwaquypllinhg >: Mwhwwb) dnye, gny
Yuypnud: Snwthnfunidp hpwwbiwgtly 0-
25C obpndwuipphbwbughtl wwydwbtbp
wuwjwhnybiny:

111

Lunpphnudh pinphn 6%-wting

thyp

Unywt dbg Ephypnghuiptiipp npnadwit
hwdwn

Nuydwbwlwt tpwatbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wiplip
bwnwaquypllinhg >: Mwhwwb) dnye, gny
Ywypnid: Stnwithnpunidp hppwlywtiugtity 0-
25C oindwuiphbwbiught wuwydwbbbp
wuwjwhnybiny:

112

Lunpphndh ghipppugn 5 %-witing

thyp

Upywt U9 ELU npnpdwitr hwdwin
MNuydwbwlwt tywbtbpp-<dwpbbnd £
otindnysyniupg, funtiwnygyniihg b wplih
dwnwquijpblinhg >: Mwhwwib; dnya, qgny
Yuypnud: Snwithnfunidp hpwlwbiwgtly 0-
25C obpndwuipphbwbughtl wwydwbtbp
wuwjwhnybiny:

113

Unwpapnt fuhip

thipp

Lhlpwwbu dwpnip fupin wnwsene:
Nuydwbwlwt tpwatbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wiplip
bwnwaquypltiphg >: Mwhwwb) dnye, gny
Ywypnid: Stnwithnpunidp hppwlywtiuglity 0-
25C oindwuiphbwbiught wuwydwbbbp
wuwjwhnybiny:

114

Unypnuwihghjwpepent

bg

2np, wnh auny: Uypipwly gnytip phdpwwbiu
dwpnip tynip £

MNuydwbwlwt tywbtbpp-<dwpbbnd £
obindnipinitihg, untiwynyaynibhg b wplip
dwnwquijpblinhg >: Mwhwwib; dnya, qny
Yuypnud: Snuthnfunidp hpwlwbiwgtly 0-
25C obpndwuipphbwbughtl wwydwbtbp
wuwjwhnybiny:

115

Lnwdtp qtipopupn 33% 1000 U;

thipp

Lnwdétih qbpopupn 33% 1000 Uj
Nuydwbwlwt tpwabbpp-<dwpbund £
otindnysyniuhg, funtiwnygyniihg b wplih
bwnwaquypltiphg >: Mwhwwb) dnye, gny
Ywypnid: Stnwithnpunidp hppwlywtiuglity 0-
25C oindwuiphbwbiught wuwydwbbbp
wuwjwhnybiny:

116

Lnwdétih wbnpopuhn 3% 100,0

Prulynt

Lnwdtp wbnopupn 3% 100,0
Nuydwbwlwl tpwbtbpp-<dwpbbnd £
obindnipinitihg, untiwynyaynibhg b wplip
dwnwquijpblinhg >: Mwhwwib; dnya, qny
Yuypnud: Snwthnfunidp hpwlwbiwgtly 0-
25C obpndwuipphbwbughti wwydwbtbp
wuwjwhnybiny:

117

Rnwotp wbpopupn 33% 30,0

drlynt

Lnwdéth wbnpopuhn 33% 30,0
Nuydwbwlwt tpwabbpp-<dwpbund £
otindnysyniuhg, funtiwnygyniihg b wplih
bwnwaquypltiphg >: Mwhwwb) dnye, gny
Yuwypnid: Stnwithnfunidp hpwljwtiglity 0-




25C oindwuiphbwbiughtl wuwydwbbbp
wuwjwhnybny:
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dwqbihti pdoywywti 30q

hwipn

dwqbihti pdohuwlywti 30q

Nuydwbwlwt tpwabbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wiplip
dwnwquijpblinhg >: Mwhwwiby dnya, qgny
Yuypnud: Snuthnfunidp hpwlwbiwgtly 0-
25C obpndwuipphbwbughti wwydwbtbGp
wujwhnybiny:

119

Lhdpwlwt wn

bg

Luwipphnud pinphnh phdhwwbu dwpnip wn.
MNuydwbwlwt tywbtbpp-<dwpbbnd £
otindnysyniuphg, funtiwnysyniihg b wplih
bwnwaquypltiphg >: Mwhwwb dnye, gny
Ywypnid: Stnwithnfunidp hppwlywtiugtity 0-
25C oindwuipphbwbiught wuwydwbbbp
wuwjwhnybiny:

120

MNuwpwpht dwpnip

bg

Mwpwdhts dwpnip' uwhpwly gpwbingtibph
bywd dnydwdph Yipnptbpny:

Nuydwbwlwt tpwabbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wiplip
dwnwquiplbinhg >, Unye, gny Yuypnid:

For In Vitro Diagnostic only Shpduyht tpwth
wnluyniynitip wwpypwnpp E:owqdwb
tplph ubpuphpplyuiph wnluyniynib: 1SO
9001 U 1SO 13485 ubipniphdhlwipuliph
wnlwynipynib.
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Ywihnidp jnnpn

bg

MNuydwbwlwt tywbtbpp-<dwpbbnd £
otindnysyniuhg, funtiwnysyniihg b wplih
bwnwaquypltinhg >: Mwhwwb) dnye, gny
Yuypnud: Snwthnfunidp hpwlwbiwgtly 0-
25C obpndwuipphbwbughtl wwydwbtbGp
wujwhnybny:

122

Linpwihpnpuip

bg

twipnidh jnnpn

Nuydwbwlwt tpwatbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wplip
dwnwquijpblinhg >: Mwhwwib; dnya, qny
Ywypnid: Stnwithnpunidp hppwlywtiugtity 0-
25C oindwuiphbwbiught wuwydwbbbp
wuwjwhnybiny:

123

Puwphnidp unypuwip 100q

ynuh

Rinpwihpnpuip

MNuydwbwlwl tpwbtbpp-<dwpbbnmd £
otindnysynitphg, funtiwnysyniihg b wplih
bwnwaquypllinhg >: Mwhwwb dnye, gny
Yuypnud: Snwthnfunidp hpwlwbiwgtly 0-
25C obpndwuipphbwbughti wwydwbtbGp
wujwhnybny:

124

Snjnin;

thyp

Snynuny’ pwithwtighly, uwybghphl hnipnd,
wbgnyb hbnniy £ wwwlyw pwpwbbpny:
Nuydwbwlwt tpwabbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wplip
dwnwaquwypltiphg >, dnye, qny Yuypnid:

For In Vitro Diagnostic only $hpduyht tpwbip
wnljuyniynitip wwpypwnhp E:owqdwib




tplph ubpuphppljuiph wnluyniynit: 1SO
9001 U ISO 13485 ubipinhdhluwipubiph

wnluwynyanib:

Lupyn;' pwlwt phdpwlwt tynie £,
pwihwighly: Uywlyw pwpwbbpny wbgnyb
htnniy £ U nibh uwbighdply hnip:
Nuydwbwlwt tpwatbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wiplip

125 Luhyny thyn dwnwaquwyplliphg >, dnye, qny Yuypnid:

For In Vitro Diagnostic only $hpduyht tpwbip
wnluyniynitip wwpypwnpp E:owqdwib
tplph ubpuphpplyuiph wnluyniynib: 1SO
9001 U /SO 13485 ubipiphdhlwipuliph
wnlwyniynibi.

Sbuny

Nuydwbwlwt tpwabbpp-<dwpbund £
obindnipynitihg, untiwynyaynibhg b wiplip
126 Sbtng el dwnwquijpblinhg >: Mwhwwib; dnya, qgny
Yuypnud: Snwthnfunidp hpwlwbiwgtly 0-
25C obpndwuipphbwbughti wwydwbtbGp
wuwwhnybny:

Untingnwdhly hypwgnipniaywit nntinnn,
dtyti: Swpnnnyniip' 2504;.
MNuydwbwlwl tpwbtbpp-<dwpbbnd £

otindnysynitphg, funtiwnyayniihg b wplih
127 Untndty 250.0 2h2 Gwnwquiptiinhg >: Mwhuwbby dnys, qny
Ywypnid: Stnwithnfunidp hppwlywtiuglity 0-
25C oindwuiphbwbiught wuwydwbbbp
wuwjwhnybny:

Mpngnwbht 60% 20u;

Nuydwbwlwt tpwabbpp-<dwpbund £
obindnipinitihg, untiwynyaynibhg b wplip
128 Mipngnwbhhts 60% 20u; unyuwly dwnwquijpblinhg >: Mwhwwiby dnya, qgny
Yuypnud: Snwthnfunidp hpwlwbiwgtly 0-
25C obpndwuipphbwbughtl wwydwbtbp
wuwjwhnybiny:

MNuydwbwlwt tywbtbpp-<dwpbbnd £
otindnysyniuhg, funtiwnygyniihg b wplih
bwnwaquypllinhg >: Mwhwwb dnye, gny
Yuwypnid: Stnwithnpunidp hppwlywtiuglity 0-
25C oindwuiphbwbiught wuwydwbbbp
wujwhnybiny:

Nttt dwwwybbp
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wpryuidhinby

hwipn

MNuydwbwlwt tpwbtbpp-<dwpbbnd £
obindnipinitihg, untiwynyaynibhg b wplip
dwnwquijpblinhg >: Mwhwwib; dnya, qny
Yuypnud: Snwthnfunidp hpwlwbiwgtly 0-
25C obpndwuipphbwbughti wwydwbtbGp
wuwjwhnybiny:

130 NGupgbt dwwwybuh $hpuwd hwipn

*Gidwt gnpéplipwgp Juquulbpyymd k «umdubkph dwuhti» 22 opkuph 14-npy hnpjwsh 7-py Yhwp
hhdwi Jpu:

*Stnuihnjunidp hpwwiuwmguk) 0-25C ohpdwuinphdwbughtt wwypdwudkp wywhnytyny:

Loyuh tjuwndwdp jphun qqumit phnuigmptpp b ptuwluhditpp wwhwywil; winnruwpwihwig, ub
ppn] thwpwpdws wwwhuw nwpumud: Mphunwlh Jpu Mwhwywbl] unbw]mpmnihg gpundwh



nhwpnud hwpwpbpwlwh juntuynipyniip whwnp E1hih ny wykih, pub 60%: dwpkpunpjus ympkph
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NMwpuunhp wuydwi' wypwipp whup E1hih soquugnpsyws:

Uwubuilgh Ynnuhg wupuwunhp whwp L akpluyugdth wuypwiph npuljh ubpnhdhjuwniitp:

TLnra JULU NN,
Qnudpnt Unp b Jwijwt wjunppwjwe - -
hhjwunwung ®LC p. Gplwl , ------m-mm oo -
p. $nudph, <. Ldnkhh 5 Sommmmmm o puil]> OLC
butlnpwly Ynudph /g A ——
2/22050123000211001 YA VYA -
2492205501939
(uinnpuigpnipnihy) (uinnpuigpnipnihy)

u.S a.S



