STT | Tén hang héa CAu hinh, tinh ning, thong s6 ky thuat PVT | Ghicha
Chi khone tié Chi khéng tiéu don soi tong hop Polyamide 6.6 hodc 6.6 (nylon) cac mo 1; 2/0; 3/0; 4/0; 5/0 dai
i khong tiéu don
79 | soi céc sb (Chi 75cm kim SBomHmo 3/8C vong kim tr 16mm dén 30mm tuong mg s6 chi. Luc tach kim va chi S
Nylon edc s6) cao hon 20-60% USP déng géi bing m_m% Tyvek. Kim bang thép khong gi phu silicone vm:m
cong nghé Xtracoat hoac Nucoat. P9 bén kéo cua kim > 2500 Mpa. Tiéu chuén CE - Chau Au
Chi tan tdng hop da soi Polyglactine 910 phi Poly-glycolide-co-L-Lactide) s6 1 dai 75cm kim
tron 1/2C dai 26mm. Duy tri sitc cing >65% sau 14 ngay tan hoan toan trong 56-70 ngay.
Chi tiéu tong hop Kim lam tir thép khong gi AISI 300/301/302/303/304 khong chira martensitic, trang (phu)
80 | da soi Polyglactine | silicone . Luc cang kéo nit thét khoang 66.30N. POng goi Déng goi bang gidy Tyvek 100% Soi
9106 1 soi HDPE bén dai chdng rach ngin khuan hiéu qua
Lép pha : B& mit soi chi dugc trang bai 1 16p tong hop ctia
Polyglycolid-co-Lactide va Calcium stearate (<1%). Tiéu chudn CE ; ISO 13485
Chi tan tong hop da soi Polyglactine 910 phu Poly-glycolide-co-L-Lactide) va calcium
stearate sb 2 dai 90cm kim tron 1/2C dai 40mm duy tri strc cing >65% sau 14 ngay tan hoan
Chi tiéu tng hop toan trong 56-70 ngay. Kim lam tir thép khong gi AISI 300/301/302/303/304 ES:m chira
81 | dasoi Polyglactine | martensitic, trang (phu) silicone . Luc cang kéo nut thit khoang 66.30N. POng gbi Pong géi Soi
910 sb 2/0 bang gidy Tyvek 100% soi HDPE bén dai ovosm rach ngin khuén hiéu qua
L&p phu : Bé mit soi chi duoc trang boi 1 16p téng hop cua
Polyglycolid-co-Lactide va Calcium stearate (<1%). Tiéu chuin CE ; ISO 13485
Chi tan tong hop da soi Polyglactine 910 phu Poly(glycolide-co-L-Lactide) va calcium stearate
s6 3/0 dai 75¢m kim tron 1/2C dai 26mm duy tri sirc cing >65% sau 14 ngdy tan hoan toan
Chi tiéu tbng hgp | trong 56-70 ngay. Kim lam tir thép khong gi AISI 300/301/302/303/304 khong chira
82 | dasoi Polyglactine | martensitic, trang (phu) silicone . Luc cang kéo nit thét khoéng 66.30N. POng goi Dong goi Soti
910 s6 3/0 bang gidy Tyvek 100% soi HDPE bén dai chéng rach ngan khuan hiéu quaL.ép phi : Bé mat
soi chi dugc trang bai 1 16p tong hop cia Polyglycolid-co-Lactide va Calcium stearate (<1%).
Tiéu chudn CE ; ISO 13485
Bom & Tnsili Bom tiém duoc lam bing nhyua PP dung trong y té, khong cé chit DEHP. Bom gén lién kim,
83 dung tich 1ml. Kim ¢& 30G Cai

Iml

- San phim déng géi trong thi riéng dam bao vo trung, khong c6 doc t8 va chét gy sot
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STT | Tén hang héa Céu hinh, tinh ning, thong s6 ky thuat PVT | Ghicha
Chai 500ml. Pau bom dai 6.5cm dé dang thao tac khi sir dung,sat khudn nhanh trong 30s dé
D dich ik fg kho tu nhién khong cAn rira lai v&i nude, tac dung diét 99.9% vi khudn m.>:3:,mu :
a1 S P.aeruginosa, S.flexneri, C.albicans, M.tuberculosis, Bacillus subtilis. thanh phan,ham lugng Chai
cua hoat chat: 70%w/w Ethanol +9%w/w Isopropyl Alcohol + 0.5% w/w Chlorhexidine
gluconate.
Dung dich ngém kht khuan Glutasept S
Dung djch khit Thanh phan chinh:
92 ehid .z, 1. | 100 g Glutasept S chira: 2,0 g Glutaraldehyde (CAS 111-30-8), tirc ham luong Glutaraldehyde Can
uan trang thiét bi | ,,
2% wiw.
Tiéu chuén chat luong ISO 13485:2016
Dung dich ngam khir khuan Septoquat AM MD
Thanh phén chinh:
93 Dung dich tdy rira | - Benzalkonium chloride: 10% w/w Chai
dung cu - Didecyl dimethyl ammonium chloride: 5% w/w
- N-(3-aminopropyl)-N-dodecylpropane-1,3-diamine: 6% w/w
Tiéu chuén chit luong ISO 13485:2016
CAu tao dang: vién sui khir khuan. Hoa tan nhanh trong nudc tao méi truomg pH 6n dinh
Vién nén khit KHOSNED.3 — 5.2,
94 Bl O pH nay, ndong do HOCI khong phén ly - thanh phén chinh c6 tic dung khir khuan higu qua - Hop
dat 90%. Cong thirc hypochlorite khong 6 6n dinh doi hoi mot moi trudong ¢ pH thich hop dé
dat hiéu qua t6i wu. Hop 100 vién; Tiéu chuin chit lugng GMP
Chai 2100ml. Str dung truc tiép khong pha lodng, sat khudn da trong y té(khéng acsm cho
Ditng dichisht niém mac vét thuong ho, diét khuén sau mot phit tiét xic, tac dung diét 99.9% vi khuan
95 Khuan da S.Aureus, P.aeruginosa, S.flexneri, C.albicans, M.tuberculosis, Bacillus subtilis. thanh Chai

phin,ham lwong cua hoat chit: 10%w/v povidone iodine tuong duong véi 1% w/v iodine tu
do.
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Tén hang hoéa

Ciu hinh, tinh ning, thong s6 ky thuét

bVvVT

Ghi ch

102

Test HIV

Khay thir xét nghiém sic ky mién dich, dinh tinh phét hién khang thé khang HIV-1, HIV-2 va
nhom O trong mau toan phan, huyét thanh hozc huyét twong.

Thanh phin:

- Mang: khang nguyén HIV tai td hop bao gdbm gp41, gp36 va khang nguyén tai to hop HIV-
0.

- Lép cong hop: hat vang lién hop v6i khang nguyén téi td hop gp41, gp36 va HIV-O

- Vach két qua: cac khang nguyén HIV-1 0,477ug, HIV-2 0,318ug, HIV-O 0,08ug.

- Vach chiig: khang thé dé khang tho IgG 0,398ug

Ong chéng dong mau nhu heparin, EDTA va sodium citrate khong anh huéng dén két qua xét
nghiém

Hiéu qua chan doan so v&i phuong phap HIV EIA:

- By nhay tuong quan: 99,9%

- B dac hiéu tuong quan: 99,3%

- B§ chinh xéc tuong quan: 99,5%

Poc két qua & phut thi 10

Phéan loai BYT: D

Test

103

Test viém gan B
HbsAg

Que thir xét nghiém séic ky mién dich, dinh tinh phét hién khang nguyén bé mat vi rit viém
gan B trong mau mau toan ﬁrw? rcwmﬂ thanh hoic huyét tuong.

Thanh phén:

- Ving cdng hop: Khang thé khang HBsAg 0,35ug, khang thé IgG tho 0,233ug
- Vach két qua: Khang thé khang HBsAg 0,514ug

- Vach chimg: Khéng thé IgG dé khang thé 0,428ug

Ngudng phat hién (LOD): 0,92ng/mL

- B§ nhay tuong quan: >99,9%

- B dac hiéu tuong quan: 99,7%

- D9 chinh x4c tuong quan: 99,8%

Doc két qua & phit thir 10

Test

o e
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STT | Tén hang héa Ciu hinh, tinh ning, thong s6 ky thuit PVT | Ghichi

Khay thir Chlamydia Rapid Test Kit.

Khang thé dic hiéu voi khang nguyén Chlamydia duoc pht l1én vung vach thir nghiém. Dung
dich khang nguyén duoc chiét xuat s& phan tmg v&i mot khang thé ovmsm lai Chlamydia dugc
phu lén cac hat.

Déng goi: 25 test/hop

106 | Test Chlamydia Thiét bi xét nghiém: m,m khay xét nghiém (1 xét nghiém/tai x 25 tii) Test
Dém A: 1 chai chira day dung dich dém A

Pém B: 1 chai chira diy dung dich dém B

Bo suru tp tam bong: 25 miéng gac cb tir cung nir v tring

Huéng dan déng goi: 1 huéng dan sir dung

Tiéu chudn chét luong ISO 13485:2016

Str dung phuong phap sic ki mién dich phat hién dinh tinh ma tiy c6 trong mau nude tiéu véi
ngudng phat hién (cut-off)

Mbi vach thir T chita khang thé don dong chudt khang thude va lién hop protein-thudc tuong
ung.

Pudng kiém ching C c6 chira khang thé da dong IgG dé khang IgG thé va khang thé IgG tho.
; ) MET: Methaphetamine 1000ng/ml.

107 | Testthitmatiy4 | AMP: Amphetamine 1000ng/ml Test
chén THC: Marijuana 50ng/ml

MOP: Morphine 300ng/ml

Thoi gian doc két qua: sau 3-5 phuit.

Do nhay: 99.9%; D0 chinh xac: 99.9%

Khong bi anh hudng boi do pH ctia nudce tiéu diéu chinh thanh pham vi pH tir 5 dén 9 trong 1
don vi pH va ting vot véi cac loai thude & mirc 50% dudi va 50% trén mirc gidi han.
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