STT

Tén hang hoa

Cfu hinh, tinh niing, thong s6 ky thuat

bVvT

Ghi ch

113

Vi soda

Thanh vrm: chinh: Calci oxyd.Véi soda dung hép thu CO2 trong khong khi bénh nhén tho khi
gdy mé Hon hop Calci Hydroxyd va natri hydroxyd c6 d6 hap thy carbon hydroxyd: Khéi
lugng tang 1én khong duoc nhé hon 20%. Quy cach can 4,5kg; Pat tiéu chuan GMP

Can

114

Dung dich tiy rira
dung cu

Enzyme Protease 0,5 % (w/w).

Chét hoat dong bé mat non-ionic: Fatty alcohol alkoxylate, C9-11 Ethoxylate...
Chét chéng dn mon: Benzotriazole.

Chét chinh pH: Acid citric, Triethanolamine.

Chét tao mau, huong liéu... Pat tiéu chudn ISO 9001:2015; ISO 13485

Chai

115

Cdn tuyét dbi

Ethanol > 99,%, Trong wcmr khong mau, c¢6 mui dic trung

Chai
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Dung dich khtr
khuan muc do cao

Ortho- wrﬁrm_m_anr%ao 0,55% (w/w), h¢ dém pH =7-9.
Hiéu qua sau thoi gian ngém tdi thiéu 5 phit.

Hiéu qua vi sinh (phase 2, step 2)

Vi khuén : EN 14561

Ném, méc : EN 14562

Mycobacterium (Truc khudn lao): EN 14563

Test thir di kém tuwong thich véi san pham.

Can

117

Dung dich lam
mmom va tién khur :
khuan dung cu y té

Glutaraldehyde 2,55 % (w/w), hé¢ dém pH= 5-6.
Hiéu qua sau thoi gian ngdm t6i thiéu 10 phut.
Hiéu qua vi sinh (phase 2, step 2)

Vi khuan : EN 14561

Ném, méc : EN 14562

Mycobacterium (Truc khuan lao): EN 14563
Thoi gian db ra chiu ngam: Téi da 30 ngay

Test thir di kém tuong thich v6i san phdm, ndng dd hoat chét ¢6 tac dung tbi thidu: 1,5%(w/w).

Can
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STT Tén hang héa Ciu hinh, tinh niing, thong sé ky thuit PVT Ghi chi
Khay thir Dengue IgG/IgM Rapid Test KitHiéu suét 1am sang IgGDJ§ nhay: 97.68%D6 dic
: hiéu: 99.32%D0 chinh xéc: 98.49%Hiéu suat lam sang IgMPd nhay: 96, 88%D¢ dac hiéu:
Test nhanh chan 99,07%D0 chinh xac: 98,09%Thanh phan chinh:Xét - nghiém chira mét dai mang duoc phu
122 doan khéng thé khang thé IgG khang sbt xut :5\9 va IgM khang : sot xudt huyét trén vach thir nghiém, khang T
IgG, IgM sot xuat thé dé khang chudt trén vach dbi chimg va Eoﬁ miéng dém lién hop c6 chita keo vang két hop =
huyét v6i khéng thé khéng st xudt huyét. Dong géi: 25 x¢ét nghiém/ hop:- - Khay thu: 25 khay xét
nghiém- Dung dich dém chiét: 25 lo dung 1 14n- Ong nhé giot: 25 & 6ng dung 1 14nTiéu chudn
chit lugng ISO 13485:2016
Diagnostic Kit for IgM Antibody to Human Enterovirus la xét nghiém sac ky mién dich dinh
tinh phat hién khang thé IgM khéang EV71 trong r&ﬁ thnah, huyét trong hoiéic mau toan phan
& ngudi nhim muc dich hd tro chin dodn tay chan miéng.
123 | Test EV71 P nhay: >= 90% Test
D¢ dac hiéu: >= 90%
Do chinh xéc: >=95%
Que thir dinh tinh phat hién hCG trong nuéc tiéu cua nguoi
- D§ nhay tuong quan: 100%
- B9 dac hiéu twong quan: 100%
- D9 chinh xdc tuong quan: 100%.
124 | Test HCG Ngudng phat hién: 25 mIU/mL. Test

Khéng bi phan tmg chéo béi cdc chét sau: LH (500 mIU/mL), FSH (1000 mlU/mL) va TSH
(1000 pIU/mL)

Khong bi gdy nhiéu bdi céc chat: Acetaminophen (20 mg/dL), Caffeine (20 mg/dL), Glucose
(2 g/dL), Hemoglobin (1 g/dL).

San pham dat chimg chi FSC Ptc

Téng cong: 124
mit hang







