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Utnpywjwguncd £ hp Ynnuhg wnwownpyynn wwpwlph wdpnngwlwl Uywpwahpp

Qwihwpwdlh Unwewnyynn wwpwlph
hwdwn dhnpdwjhu wnpuwnpnnh wnbhUhywlwl punitpwahpp
wudwlnidp wudwlnidp
37 COMBO Cassette AccuBioTech Co., "UbhUdJ 1/2, 429 (HCV), HBsAg W Uh$hihuh hwdwlygywé (Combo)
LTD hdntunppndwwnngpwdbhly wpwgag pbunh 1. CunhwUunwp Uywpwaghp W

ULwlwynipjntu Unwewnyynn pGunp ybunp E bwhiwnGuywéd |huh Jwnpnnt
UbUd 1/2 hwywdwnpdhuubph, QGwywuwnhwn C yhpneuh (HCV) hwwdwnuJuh,
<Gwwuwinhwn B-h dJwybGpGuwjhu hwywduh (HBsAg) W Uhdhhuh (Treponema
Pallidum) hwjwdwpJduh vhwdwdwlwyjw npwwywl hwjnlbwpGpdwl
hwdwp: NphwGu hGwnwagnuynn Udny wybwnp £ yphpwnbih (huGlb Jwpnnt
wdpnnewlwl wpjncl, 2héntyh Ywd wywgqdwih hwdwnp: @Gunp ybunp E
yGpobwywl wpnntupp wwywhnyh 15 pnwbh pupwgpnid : Upnynctuputpp
wbuwnp E puptpubh |huGu dhug 30 pnnwth pupwgpnid: vhuwn wywhwluelbn
UhUd 1/2 ggwjniLuncpjniup’ ny wywywu pwl 99.70% , uybghdhynLpjnLup
100% : Qwjnuwpbpdwl 26Up (Limit of Detection) wGwp E |huh 1:1280:
JdhntuwjhU htwywuwnhwn 8 (HCV) 2quwyniLuncpjnitup’ ny wwlwu pwl 98.71%
uwbghdhyncpejntup’ ny ywlwu pwl 99.33%: HbsAg wwpwaguwjncd
QqgwjnLuncpynLup’ ny Wwwlwu pwl 98.97% , uwybghdbhynrpjntup’ ny ywywu




pwl 99.78% : Qwjnluwptndwl 26Up ywbwp £ Yywadh 4 IU/mL:Uhdhihu (TP)
wwpwagwjnud® 2qwjniuncejnilup’ ny wwlwu pwl 98.47% ,
uwbghdhynrpjnLtup’ ny wwlwu pwl 99.68% : Lwjnuwpbpdwl 26Up” 1:128:
Udpnnowwl wpjwl hGunwgnundwl nGwpnid yGwnp £ ywhwleyh Udniph
wnUwqu 50 pL dwydw| (2 ywprhp) WL wudhpwwbu 1-2 wphl pnubbpwjhlu
(nLényp: chantyh/wywgdwih hGunwagnundwlu nbwypnid wGwnp £ ywhwlueyh
wnUywql 60 pL - 80 pL Udnwy (2-3 Ywpehy) wnwlug pnedbpwihu (nLényyph
Uhpwndwl: Gunh wnprynitupubph ypw swbGwnp £ wgnbu hGunlywg
agnnpénulutpp” hpbug Upywd dwpuhdw] Yynugbunpwghwubnny.rEnuncy
(phthrniphU JhUugle 393.5 umol/L), Gdnihqg (hGungnphu Jhugl 25 g/L),
YhulhwhnGdhw (inphgihgtphnutn dhugl 29.41 mmol/L), ftldwwinnhn ghpénlu
(UpUgl. 334.9 IU/mL): UGY innnLthp wGwnp E ywpnibwyh 25 wuhwwnwlwu
bhwpbpwynpywd ptun-Jwubun (znpwgnighgny), 25 Jhwugwdjw Ywpnghy W
3 upywy pnudbbpwjhl (nLényp (Jnpwpwlgnipp 5 Jp swdwiny): Mwhwwudwl
sGpdwuwnhdwup wyGwnp £ |huh wnujwql 4°C - 30°C ywjdwuuGpnud :
Mhwnwuhnipjwl dwdlybunp ybunp E wupnwnpdwlt ywwhhg wnujwau 24 wdhu:
Uwunwwpwpdwl ywhhu wwypwluph wyhunwuhnipjwl dwdybunh duwgnpnp
wbwp £ Ywagdh punhwuncp whunwuhnipjwlU dwdybunh ng wwlwu pwl 70%-p
Jwd UJwqwanyup 16 wdhu (hw2yh wnutiny 24 wdhu punhwuncp
whwnwluhnipjnitup): Uwwnwlwnpwpynn innchtGph ypw hunwy wybunp £ upywéd
(huGU wpunwnpnnh nyjuuGpp, ywhwywudwl ywjdwultGpp , wpunwnpdwU
wduwphdp , yhunwuhnipjwl dwdybunp W uGphwjh hwdwpp (LOT):
Upunwnnpnn puyGpnipjntup wybGwnp £ ntuGUw wnuywal ISO 13485
hwwunwnpdwaghp: Uwwnwwpwnpynn jnepwpuwlgnep ubphw wGwp £
ntnGygyh wpwnwnpnnh Ynnuhg inpwdwnpywéd Npwyh yywjwywuny
(Certificate of Analysis / Quality Control Certificate): "










NMNOJIHOE ONMNCAHMUE

npepnaraeMoro Tosapa
000 «BNOJIA» B Ka4yecTBe y4aCTHUKa B paMKaX y4aCTusa B 3JIEKTPOHHOM ayKuunoHe nod kogom NFUU-EUXUMNQAR-26/52 HMxKe
npencTasngeT NOJIHOE ONUcaHWe npeasaraeMoro MM ToBapa.

Homep noTa MpepnaraemMbiii ToBap

PupMmeHHoe HanMeHOBaHNe TeXHN4YeCKNe XapakKTepunctmkun
HanMeHOBaHNe npomssoonTensd
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