Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

Yéu cau vé kj thudt bao gom cdc ndi dung co ban nhw sau:

1.1. Gidi thiéu chung vé dw an/dw todn mua sim, goi thiu

- Tén du toan mua sdm: Mua sam Thiét bi y té (Hoa chét, sinh pham) nim
2025-2026.

- Tén g6i thau: Goi thau s 1: Mua sam Thiét bi y té (Hoa chat, sinh pham)
nam 2025-2026.

- Chu dau tu: Bénh vién Pa khoa Hoa Binh

- Pia diém thyuc hién: Bénh vién Pa khoa Hoa Binh. Dia chi: DPuong Cu
Chinh Lan, phuong Hoa Binh, tinh Phu Tho

- Hinh thtrc lya chon nha thau: DAu thau rong rai, trong nudc, qua mang.

- Phuong thure lra chon nha thau: Mot giai doan 01 ti hd so

- Nguén von: Nguon thu sy nghiép va cac nguén thu hop phap khac cua
don vi nam 2025 - 2026.

- Thoi gian bat dau t6 chirc lua chon nha thau: Thang 12, 2025

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 12 thang (Giao hang nhiéu lan trong sudt
thoi gian thuc hién goi thau)

1.2. Yéu cau vé ky thuat

1.2.1. Yéu ciu chung:

- Yéu cau nha thau mé ta thong s6 k¥ thuat ctia hang hoa va céc dich vy lién
quan chimg minh hang hda do nha thau chao tuan thi cac thong s6 ki thuat va cac
tiéu chuan duéi day hodc c6 ciu hinh twong duong. Bat ky thuong hiéu, nhin hiéu
nao néu cé trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa cac tiéu
chuan chét luong, tinh nang k¥ thuat yéu cau. Nha thdu cé thé lwa chon dw thau
hang héa cé nguén goc, xudt xir, nha san xudt, thwong higu phix hop véi diéu
ki¢n cung cdp nhwng phdi dam bdo yéu cau cé théng sé ky thudt, tinh ning siv
dung, tiéu chudn cong nghé “twong dwong” hodc tét hon so véi cac yéu ciu cu
thé & dudi va cung cép tai liéu ching minh su dap tmg tot hon ctia hang héa chao
thau so v&i yéu cau cia HSMT.

- N6i ham twong duong dugc quy dinh trong yéu cau k§ thuat duoc hiéu la:
(1) Pugc co quan c6 tham quyén ching nhan tuong duong tiéu chuan

(2) Tuong duong vé chat lwong hinh anh, d chinh xac mau sic va goc nhin.
(3) Tuong twong vé tinh chat co khi va thudc tinh vat 1y cua vat liéu.

(4) Tuong duong vé tinh ning co ban, d6 tin cdy, pham vi tng dung



(5) Tuong duong vé cong suat; hiéu suat, yéu cau thong sb dau vao; danh
muc, do chinh xéac két qua dau ra.

(6) Tuong dwong vé gia tri do; d6 chinh xac két qua do;

(7) Tuong duong vé ham lugng, ndng do, tinh chat

(8) Cac yéu tb tuong duong khac (néu co)

- Nha thau phai cam két hang hoa tuong thich véi cac trang thiét bi hién co
tai Pon vi stt dung (Chi dp dung doi véi cdc mdt hang sir dung cho mdy c6 tai
bénh vién), béng mot trong cac céch sau:

+ Tai liéu k¥ thuat cia nha san xuat hang hoa chao thau thé hién ndi dung
nay.

+ Tai liéu nghi¢m thu ctia 01 don vi st dung bat ky nao da st dung hang
héa chao thau cho cac trang thiét bi tuong tu cua Pon vi va hoat dong tt.

+ Cam két sau 01 thang ban giao hang hoa tai Pon vi st dung, c6 két qua
ngoai kiém dap tng yéu cau va moi chi phi ngoai kiém do nha thau chi tra (néu
Pon vi sir dung c6 yéu cau).

+ Hodc tai li¢u khac c6 gia tri chiing minh tuong duong.

- Nha thau phai c6 bang dap tmg vé k¥ thuat cuia hang hoa chao thau theo
cic mau sau:
+ Bang dap g tinh phap 1y hang héa (file word/excel + ban ky déng diu, scan dinh kém

E-HSDT):
Tén thwon Tieu
. . " Quy chuén .
mai tham . .| Tén R i 2 Thong tin
i Ky ma . | Chi | cach R T chat N .
R khao n nha . j Phén loai thiét bi X , ké khai
Tén .~ | hiéu/ A s¢ | dong P . IS N Giay phép | luwong s X Cetea o
. (luu y tén . san . I y té theo Nghi [S6 luvu hanh| , 2 gia (neéu | Tai li€u san
TT| hang . i Nhan <, | hitu [géicuia|_, . ban hang (néu| ISO, > - 2
i hang héa . . | xuat, % . dinh 98/2021/ND-|ciia TTBYT B ¢06) / niém pham
hoa % mac san| <. | (néu | hang co) CE,... ..
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M @ (3) @ 1616 O () ) (10) (1 (12) (13)
Néu r6 hang hoa
duwgc phdn logi
nao kém theo s6
in bén phin It
van };mp ey - Catalog,
nhw sau: .
P P . Ghi ré day du 2 . Brochure,
o - 86 cong bo tiéu | Theo hang Lo Pay du 2 3 P
Tén hang ., o, | toan bo qua Theo . |Huong dan su
, Theo chudn ap dung doi| hoa thuc té . R . , | thong tin: ,
héa Theo | Theo ha Theo Gi thiét bi v 16 | (do co trinh: Tén cu |hang héa Gid va dung, ... cia
an, voi thiét bi y té o coquan | . . iava .
; Theo | TTBYT la | hang | hang Py s hang e | j/ B i th({ thé Chui so hitu| thuc té Thoi oi nha san xuat.
. da ugc logi A, cd tham K o i gian o
HSMT)| theo So luu| hoa hoa hoa L + . |TTBYT-> Nha| (Ghiré P g - Tai liéu
. 3 | thuc «| -Hodac So giay | quyeén cua . £ 4 . . 2| het hiéu , .
hanh thuc té |thuc té| . | thuc té i o 9 \phdn phoi (néu| ngay het chirng minh
té chirng nhan dang | Viét Nam i . lyc Lo X
TTBYT. , N . P co) -> Nha han) ., | cuabén thir
ky luu hanh doi cap) 2 (néu co)
P thau ba
voi thiét bi y té
thuéc loai C, D
- Hodc Bang phan
loai TTBYT A, B,
C, D




Nha thau cam két nhitng ngi dung ké khai néu trén la chinh xac va hoan toan chiu trach nhiém vé thong tin ké khai.

Trwong hop Nha thau cd tinh ké khai théng tin khéng trung thue nham vieot qua bude danh gid vé kyj thudt sé dwoc coi ld hanh vi gian ldn
trong ddu thau theo quy dinh tai Khoan 4 DPiéu 16 Ludt Bau thau va Nha thau sé hoan todn chiu trach nhiém, chdp nhdn chiu xit Iy theo qu
\dinh ciia E-HSMT va phdp lugt vé déu thau

- Nha thau phai c6 bang dap tng vé ky thut ciia hang héa chio thau so
sanh voi yéu cau k¥ thuat cia E-HSMT (dinh kém file word/excel + ban ky dong

dAu, scan tai E-HSDT):

tirng muc)

STT| Tén | Yéucdu | Quycich | Papingky | Quy | Tailiéu k§ thuit tham chiéu
hang | ky thuat | dong goi thuat cia cach trong E-HSDT
hoi | ciia HO (tham Ho so du dong
s0' moi khao) théu g6i clia
thau theo E- hang
HSMT héa dw
thiu
) 2 3) 4 (©) (6) (7
1 Theo | Ténhang | Quy cach | - Tén hang Quy
HSMT | hoatheo | déng g6i | hoa theo S6 cach
HSMT | theo luu hanh | dong goi
HSMT TTBYT thuc té
- Model: ... cua
- Nha san | hang
Xuét: ... hoa du
- Xuat X thau
- Chu s6 hitu
(néu co): ...
Mo ta Mo ta hang Dan chiéu ting chi tiét mo ta
hang hoa héa ctua E- hang hoa to6i Trang... cua
cua E- HSDT (chi Catalog/Tai liéu ky thuat/Mo6 ta
HSMT tiét dap tng hinh anh... thuéc E-HSDT

(Highlight cac ndi dung lién
quan téi Mo td hang hoa trén
Tai liéu dan chiéu)

Tiéu chi dap

- Tai li€u ching minh theo

img  tuwong huéng dan bén trén vé “Noi
duong hoac ham tuong duong”
tot hon - Hoac tai liéu chirng minh mot

sé tinh niang k¥ thuat cua E-
HSMT dua ra 1a tiéu chi khong
co ban (viéc khong dap Ung
khong lam anh huong téi tinh
nang st dung cia hang hoa du
thau) dé To chuyén gia xem xét
danh gia “Chap nhan duoc”.

Ti€u chi gy
han ché nha

Tai liéu ching minh yéu cau k§
thudt chi c6 duy nhat 01 nha




STT | Tén Yéu cAu | Quy cach | Pap ing k§ Quy Tai liéu ky thuat tham chiéu
hang | ky thuat | dong goi thuat cia cach trong E-HSDT
hoi | ciia HO (tham Ho so du dong
s0' moi khao) théu g6i clia
thau theo E- hang
HSMT hoa dw
thu
) 2) 3) 4 ©) (6) (7
thau (khong san xuat dap ang
duoc  xem
xét va danh
gia)

Nha thau cam két nhitng noi dung ké khai néu trén la chinh xac va hoan toan chiu trach nhiém vé
thong tin ké khai.

Truong hop Nha thau cé tinh ké khai thong tin khéong trung thiee nham vueot qua bude danh gid vé ky
thudt sé duoc coi la hanh vi gian Idn trong déu thau theo quy dinh tai Khoan 4 DPiéu 16 Ludt Pau
thau va Nha thau sé hoan toan chiu trach nhiém, chd}? nhan chiu xu ly theo quy dinh cia E-HSMT va
phép ludt vé dau thau

1.2.2. Yéu cau k¥ thuit chi tiét:

STT | Danh muc Yéu cau vé tinh ning, thong so ky thuit (hoic twong dwong)
hang héa

Phan 1: Héa
chét xét
nghiém Mién
dich

1.1 | HBsAg *Hoa chat xét nghiém dinh luong hepatitis B surface antigen (HBsAg)
trong huyét thanh hozc huyét tuong ngudi.

*Nguyén ly do: Xét nghiém sandwich 2 diém *Dai bao cao: 0.05-250
IU/mL

*Thanh phan:

-Ra: Céc vi hat thuan tir dugc phu bang streptavidin trong dém citrate co
chat bao quén.

-Rb: Khang thé don dong (IgG chudt) khang HBs gin Alkaline
Phosphatase trong dém MES c6 chét bao quan.

-Rc: Khang thé don dong (IgG va IgA chudt) Anti-HBs gan biotin trong
dém TRIS co chira chét bao quan.

1.2 | Anti-HCV *Hoba chat xét nghiém dinh tinh antibody to hepatitis C virus (Anti-HCV)
trong huyét thanh hodc huyét tuong nguoi.

*Nguyén ly do: Xét nghiém sandwich 2 budce

*Thanh phan:

-Ra: Céc vi hat thuan tir duoc phu bang khang nguyén HCV tai to hop
trong dém MES véi chét bao quan.

-Rb: Lién hop khang thé don dong khang IgG nguoi danh dau Alkaline
phosphatase trong dung dich dém MES c¢6 chit bao quan.

-Re: dung dich pha lodng mau trong dém HEPES véi chit bao quan.

-Rd: Bém MES vdi chét bao quan.

1.3 | Anti-TP *Hoba chét xét nghiém dinh tinh khang thé ddi v6i Treponema pallidum
(TP) trong huyét thanh hodc huyét tvong nguoi

*Nguyén ly do: Xét nghiém sandwich 2 bude

*Thanh phan:

-Ra: Céc vi hat thuan tir phu khang nguyén TP tai td hop trong dém TRIS




v6i chét bao quan.

-Rb: Lién hop IgG khang nguoi dugc danh ddu Alkaline phosphatase
trong dém MES véi chét bao quan.

-Re: Pém citrate co chit bao quan.

-Rd: Bém MES véi chit bao quan

1.4 | HIV *Hoa chat xét nghiém dinh tinh khang nguyén HIV p24, khang thé HIV-1
va /hodc HIV-2 trong huyét thanh hogc huyét twong ngudi.
*Nguyén ly do: Xét nghiém sandwich 2 diém
*Thanh phan:
-Ra: Céc vi hat thuan tir dugc phu khang nguyén dac hi¢u HIV-1/2 va
khang thé don dong khang HIV p24 (IgG chudt) trong dung dich dém
HEPES c¢6 chit bao quan.
-Rb: Khang nguyén dic hiéu HIV-1/2 gan ALP va khang thé don dong
HIV p24 (IgG chudt ) gan ALP trong dém TRIS véi chét bao quan.
-Rc: MAu pha lodng trong dém TRIS véi chéat bao quan.
-Rd: Chét ngung phan tng trong bd dém TRIS vdi chit bao quan.
1.5 | HBsAg *Hoa chat hiéu chuan trong xét nghiém dinh luong hepatitis B surface
Calibrator antigen (HBsAg)
*Quy cach: C0:1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo
*Thanh phan:
-C0: Bém bovine serum albumin (BSA) véi sodium azide va chat bao
quan
-C1/C2: HBsAg téi t6 hop trong dém albumin huyét thanh bo (BSA) & hai
murc, véi sodium azide va chat bao quan.
- Thé hi¢u chuén: 1
1.6 | Anti-HCV *Hoa chat hiéu chuan trong xét nghiém dinh tinh khang thé khang
Calibrator hepatitis C virus (Anti-HCV)
*Quy cach: C0:1x2.0 mL/lg; C1:1x2.0 mL/lg
Thanh phan: -C0, C1: Anti-HCV trong dém albumin huyét thanh bod
(BSA) ¢ 2 mirc ndng do
1.7 | Anti-TP *Hoa chat hiéu chuan trong xét nghiém dinh tinh khang thé khang
Calibrator Treponema Pallidum (Anti-TP)
*Quy cach: C0:1x2.0 mL/lg; C1:1x2.0 mL/lg
*Thanh phan: -C0, C1: Anti-TP trong dém albumin huyét thanh bo (BSA)
02 muc nﬁ)ng do
1.8 | HIV *Hoa chat hiéu chuan trong xét nghiém dinh tinh khang nguyén HIV p24
Calibrator va khang thé khang HIV 1, HIV 2 trong huyét thanh va huyét twong.
*Quy cach: C0:1x2.0 mL/IQ C1:1x2.0 mL/lo
*Thanh phan:
-C0: Bém albumin huyét thanh bo (BSA) véi sodium azide lam chat bao
quan
-C1: Anti-HIV-1 (thd) trong dém albumin huyét thanh bo (BSA) véi
sodium azide lam chit bao quan
- Thé hiéu chuén: 1
1.9 | HBsAg *Hoa chat kiém chuan mirc duong tinh cho xét nghiém HBsAg
Positive *Quy cach: 3x2 mL/lo
Control *Thanh phan: HbsAg tai t6 hop trong dém albumin huyét thanh bo (BSA)
v6i sodium azide 1am chét bao quan
1.10 | HBsAg *Hoa chat kiém chudn mirc 4m tinh cho xét nghiém HBsAg
Negative *Quy cach: 3x2 mL/lo
Control *Thanh phan: Huyét tuong nguoi 4m tinh voi HBsAg véi sodium azide
lam chat bao quan
1.11 | Anti-HCV *Hoba chat kiém chuin muc duong tinh cho xét nghiém Anti-HCV
Postive

Control




1.12 | Anti-HCV *Hoa chat kiém chuan mirc Am tinh cho xét nghiém Anti-HCV
Negative
Control
1.13 | Anti-TP *Hoa chat kiém chuan mirc duong tinh cho xét nghiém Anti-TP
Positive
Control
1.14 | Anti-TP *Hoa chat kiém chuan mirc Am tinh cho xét nghiém Anti-TP
Negative
Control
1.15 | HIV Positive *Hoba chat kiém chuan muc duong tinh cho xét nghiém HIV
Control
1.16 | HIV Negative | *Hoa chét kiém chuan muc 4m tinh cho xét nghiém HIV
Control
1.17 | Reaction *Cuvette phan ung dung cho may CL-900i, 10001, 12001
cuvettes for *Quy cach: 21*2*88/thung (Mdi thung c6 21 hop, mdi hop c6 2 khay, moi
CL-900i, khay c6 88 cuvette)
10001, 1200i
1.18 | Substrate *Thudc thir dung cho cac may xét nghiém mién dich hoa phat quang dong
solution CL cua Mindray
*Thanh phan: Dung dich dém chita AMPPD, chéat huynh quang va chat
hoat dong bé mit.
1.19 | Substrate *Thudc thir ding cho cac may xét nghiém mién dich hoa phat quang dong
solution CL cua Mindray
*Thanh phan: Dung dich dém chita AMPPD, chéat huynh quang va chat
hoat dong bé mit.
1.20 | Wash buffer *Wash Buffer 1a dung dich dung cho may xét nghiém mién dich cac dong
CL ctia Mindray.
*Thanh phﬁn: Pém Tris, chét hoat dong bé mit, chét bao quan
1.21 | Dung dich rita | *Dung dich rtra, lam sach kim hat bénh phém/ héa chét, mixer va cuvettes
(Detergent) cua may xét nghiém sinh hoa ty dong
* Quy cach:1 lit’/hop
*Thanh phan: KOH, chat hoat dong bé mat khong ion, chat hoat dong bé
mat polyanionic, chat dém va chét 6n dinh.
Phin 2: Héa
chit xét
nghiém khi
mau
2.1 | Thé xét Thé xét nghiém dinh Iugng dién giai (Lactate), Khi mau (pH, pCO2, pO2,
nghiém CG4+ | TCO2, HCO3, BE, s02)
(Str dung cho
may I-start)
2.2 | Thé xét Thé xét nghiém dinh lugng Pién giai (Na, K, iCa), Sinh hoéa (Glucose),
nghiém G3 Huyét hoc (Hct, Hgb), Khi mau (pH, pCO2, PO2, TCO2, HCO3, BE,
(Str dung cho | SO2)
may I-start)
Phan 3: Héa
chit xét
nghiém Di¢n
di
3.1 | Cot phantich | - Hi€u nang cua cot da dugc danh gia dé dam bao do chinh xac va do tin
cdy trong hiéu chudn HbF va HbA2 ciing nhu trong nhan dién cac
hemoglobin khac. Dung trén hé thong Premier Resolution
- Chting nhan ISO
- Sin sang sir dung
3.2 | Dung dich pha | - Hoa chit sin sang str dung
dong 1 - Dung dé xé4c dinh céc loai Hemoglobin




- Chung nhan ISO.

- Thanh phan: Nude 75% - 100%, 1,3- propanediol,2- [bis(2-
hydroxyethyl)amino]- 2- (hydroxymethyl) 0.020% - 0.460%. Can >
3.800ml

3.3 | Dung dich pha | - Hoa chat sin sang sir dung
dong 2 - Dung dé xéac dinh cac loai Hemoglobin
- Chtng nhan ISO.
- Thanh phéan: Nudc 74- 100%, SODIUM CHLORIDE 0.120% - 2.25%,
1,3- propanediol,2- [bis(2- hydroxyethyl)amino]- 2- (hydroxymethyl)- :
0.010% - 0.260%. Can > 3.800ml
3.4 | Dung dich pha | - Hoa chat san sang sir dung
lodng cho may | - Dung dé xéac dinh cac loai Hemoglobin
Premier - Chung nhan ISO.
- Thanh phan: Nudc tinh kiét 90- 100%, Chat bao quan: <0.1%. Can >
3.800ml
3.5 | Dungdichrira | - Hoa chat san sang sir dung
cho may - Dung dé xéac dinh céc loai hemoglobin
Premier - Chung nhan ISO
- Thanh phan: Nudc tinh khiét 90- 100%, Methanol , Chat bao quan: <0.1%.
Can > 940ml
3.6 | Dungdichrira | - Hoa chat san sang sir dung;
Piston cho - Dung d¢ rira piston trén may HPLC trong xét nghiém phén tich thanh
may Premier phan huyét sic t6;
- Ching nhan ISO;
- Thanh phan: Nudc 72- 100%, Isopropyl Alcohol 1.680% - 6.73%. Can >
940ml
3.7 | Chat danh dau | - Mau toan phan duoc ly giai c6 chtra cac hemoglobin F, A, A2, S, va C. Sir
dinh dung 1am chat danh d4u thoi gian Iuu cho cac hemoglobin da biét va ciing
duogc st dung dé theo doi téng hiéu suét ctia hé théng.
- Chting nhan ISO
- Dung trén hé théng Premier Resolution
- Bot dong kho, hoan nguyén trude khi st dung
3.8 | Chat hiéu - Chung nhan ISO
chudn cho may | - Dung trén hé théng HPLC c6 kha ning phan tach cac loai hemoglobin
Premier trong mau mau
- Bot dong kho, hoan nguyén trude khi stit dung
- Chat hiéu chuan Premier RESOLUTION A2 + F CALIBRATOR KIT
dugc chudn bi tir mau mau toan phan duoc ly giai ciia ngudi ¢6 chira
hemoglobin A, F, A2 va S, cac mau dugc tron 1an va dong kho dé dam bao
tinh 6n dinh. Dung dé theo d5i hiéu ning cua toan b hé thng
3.9 | Chat kiém - Pugc chuan bi tir mau mau toan phan dugc ly giai cua nguoi co chia
chuén cho may | hemoglobin A, F, A2 va S, cac mau duge tron 1an va va dong kho dé dam
Premier bao tinh 6n dinh. Ding dé theo d5i hiéu ning cua toan bd hé thong.
- Chting nhan ISO
- Dung trén hé¢ théng HPLC c6 kha ning phan tach cac loai hemoglobin
trong mau mau
- Bt dong kho, hoan nguyén trude khi st dung
Phan 4: Héa
chét sir dung
trong thian
nhin tao
4.1 | Acid Citric Acid Citric (C6H80O7.H20)
4.2 | Dung dich Can 10 lit dd dam dac chira:

chay than nhan
tao dam dac
Bicarbonate

* Natri Bicarbonate: 840g

* Dinatri Edetat. 2H20: 0,5 g

« Nude tinh khiét vira da: 10 lit

Tt ca cac thanh phan va nudc tinh khiét déu dép Gmg tiéu chuén cua




Duoc dién Chau Au (EP). Gidi han AL < 0,01 mg/l trong dung dich san
sang su dung
Ti€u chuan chat lugng: ISO 13485 va EC

43

Dung dich
chay than nhan
tao dam dac
Acid

Can 10 lit dd dam dac chira:

* Natri clorid: 2708.69g

« Kali clorid: 67.10g

* Calciclorid.2H20: 99.24 ¢

* Magnesi clorid.6H20: 45.75¢g

* Acid acetic bang: 81.00g

* Glucose H20: 494.99¢

« Nudc tinh khiét vira du: 10 lit

Tt ca cac thanh phan va nudc tinh khiét déu dép Gmg tiéu chuan cta
Duogc dién Chau Au (EP). Gidi han Al < 0,01 mg/l trong dung dich sin
sang st dung

Tiéu chuén chat luong: ISO 13485 va EC

4.4

Mudi hoan
nguyén

Mudbi tinh dang vién, d6 tinh khiét > 99%

4.5

Dung dich sat
khuan mang
loc chira thanh
phan Peracitic
acid

Tinh chat vat Iy:

« Cam quan bén ngoai: chét 16ng khong mau trong can nhwa mau tring

* Ty trong: 1,1194 g/cm3 (& 20 oC)

« Kha ning bat Itra: > 270 oC

« Piém chép: > 70 oC

* pH: 3,06 (6 20 0oC);

-Céc thanh phén:

« Thanh phan hoat chét: Acid peracetic: 5%; Acid acetic: 8%; Hydrogen
proxide: 25%

« C4c thanh phan tro: 62%.

-Hiéu qua:

* Dung dé khir khuan va loai bo cin canxi cia may chay than nhan tao sau
mdi 1an sir dung;

« Khir khudn va bao quan qua loc tai sir dung trong than nhan tao.

Tiéu chuan ISO 13485, EC

4.6

Dung dich
tham phan
mau dam dac
(Acid)

Thanh phan trong 1.000 ml dung dich gom:

- Natri clorid: <270,869 g

- Kali clorid: £6,710 g

- Calci clorid.2H20: <9,924 ¢

- Magnesi clorid.6H20: <4,575 g

- Acid acetic bang:< 8,100 g

- Dextrose monohydrat:< 49,499 g (= 45g Dextrose khan)
- Nudc dat tiéu chuan ISO 13959 vira d: 1.000 ml

Tiéu chuan chét lugng: ISO 9001, ISO 13485

Quy cach: Can 10 lit dugc dong kin bang mang seal nhom
Str dung tuong thich véi dich B (Bicarbonat) theo dting khuyén céo ciia
nha san xut

4.7

Dung dich
thim phén
mau dam dac
(Bicarbonat)

Thanh phan trong 1000 ml dung dich gom:

- Natri bicarbonat:< 84,0 g

- Nude dat tiéu chuan ISO 13959 vira di: 1000 ml

Tiéu chuan chét lugng: ISO 9001, ISO 13485

Quy cach: Can 10 lit duoc déng kin bing mang seal nhom.

St dung tuong thich véi dich A (Acid) theo ding khuyén céo ctia nha san
xuat.

4.8

Que thir hiéu
nang Peracetic
Acid trong
chay than nhan
tao

Dung dé thir “hiéu luc”; “hiéu nang” hodc nong do cua

axit peracetic trong cht khir khuén co ban c6 chira axit
peracetic/hydrogen peroxide dugc dung dé khir khuan

qué loc. C6 thé kiém tra ndng do Peracetic Acide tir: 400, 600 va 800 ppm
Thoi gian nhing: 1 giady

Thoi gian doc két qua: 10 gidy




4.9 | Que tht do Dung dé kiém tra d clmg ctia nude trong chay than nhan

clrng ciia nudc | tao hodc hé théng nude RO cta bénh vién. C6 thé kiém
tra nudc vo1 cac néng do: 0, 10, 25, 50 va 120ppm
Khong sir dung dé kiém tra nude ¢6 d6 cting > 120 ppm.
Thoi gian nhing: 1 giay
Thoi gian doc két qua: 10 gidy
4.10 | Que thwr hié¢u Dung dé kiém tra nong do cua chat khir khuan acid
ning Peroxide | peracetic/ peroxide di dwoc giam xudng mirc an toan sau
trong chay khi rtra qua loc, méy chay thén nhan tao hoac hN théng
than nhan tao | xur [y nudc
C6 thé kiém tra ndng d6 Hydrogen Peroxide tir: 0, 1, 3, 5
va 10 ppm
Thoi gian nhung: 2 gidy
Thoi gian doc két qua: 15 gidy
Phan 5: Hoa
chit - sinh
pham khac

5.1 | Matrix Neutral | Gel card 6 giéng, mdi giéng chira gel trong dung dich dém thich hop;

Gel Card hoac | Dung lam phan tmg hoa hop, sang loc va dinh danh KTBT, dinh nhom
tuong duong mau theo phu'orng phap hong cau mau.

5.2 | Matrix AHG Gel card 6 giéng, mdi giéng chira khang thé Anti Human IgG va khang thé
(Coombs) Test | don dong Anti C3d (dong 12011D10). Dung lam xét nghiém Coombs truc
Card hodc tiép; Coombs gian tiép bao gdm phan tmg hoa hop, sang loc va dinh danh
tuong duong KTBT.

5.3 | Matrix Diluent | Dung dich dém Iyc ion thap, voi nong do Natri clorid thich hop, phii hop
2-LISS hoac dé st dung v6i gelcard dung cho xét nghiém huyét thanh hoc nhém mau.
twong duong

5.4 | Thé xét Thanh phan: O anti A chira dung dich dém photphat va khang thé don
nghiém dinh dong Anti A IgM dong Birma-1 (Hiéu gia > 1:32); O anti B chtra dung
tinh nhém mau | dich dém photphat va khang thé don dong Anti B IgM dong LB-2 (Hiéu
ABO gid > 1:32); O control ¢6 chira dung dich dém photphat.

- Thiét ké 2 test nim ngang canh nhau, thuén tién khi viét thong tin, khong
cham vao héa chét trén thé, c6 ngdn ngit Tiéng Viét.

- Bdo quan 5 - 37 d6 C, chiu dugc nhiét d6 1én t61 65 do C trong khong
qua 6 tudn.

- Tiéu chuén chét lugng: ISO, FDA

5.5 | Chai cdy mau Chai moi truong phat hién vi khuén hiéu khi va ki khi tiy tién (vi khuan
nap xanh hiéu | va ndm men) tir mau va dich vo khuan ctia co thé,
khi - CAu tao bang polycarbonate, ndp mau xanh

- Chtra >30ml méi trudng va > 1.6g hat polyme hip phu

- C6 kha ning trung hoa t6i thiéu cac khang sinh: penicillins,
glycylcyclines, polyenes, macrolides, triazoles, echinocandins, cefazolin,
cefoxitin, ceftaroline, aminoglycosides, fluoroquinolones, lincosamides,
glycopeptides, va oxazolidinones,

- St dung véi hé théng céy mau BacT/ALERT,

- Pat tiéu chuén chit lugng ISO 9001, ISO 13485, CE-IVD, FDA My...

5.6 | Chaicdy mau | Chai méi truong phat hién vi sinh vat hiéu khi va ky khi tuy tién (vi khuan

nap vang tré
em

va nam men) tor mau

- Chai cau tao bang polycarbonate, nip mau vang

- Chtra > 30ml méi truong va >1.6g hat polyme hip phu

- C6 kha nang trung hoa t6i thiéu cac khang sinh: penicillins,
glycylcyclines, polyenes, macrolides, triazoles, echinocandins, cefazolin,
cefoxitin, ceftaroline, aminoglycosides, fluoroquinolones, lincosamides,
glycopeptides, va oxazolidinones

- Str dung v6i hé thong cay mau BacT/ALERT

- Dat tiéu chuén chat lvong ISO 9001, ISO 13485, CE-IVD, FDA M§...




5.7 | Bo nhuém B6 nhudém Gram dung dé thyc hién xét nghiém nhudm soi. Bao gém 04
Gram dung dich thudc nhudém thanh phén 1a Crystal Violet chai 250ml, Lugol
chai 250ml, Decolor (alcohol-acetone) chai 250ml va Safranine chai
250ml.
- Bao quan: Nhiét do phong thi nghiém
- Péng g6i: B6 4 chai x 250ml
5.8 | Thach méau Pia thach ding san chira méi truong sir dung dé nudi cay va thir tinh chat
tan mau cua cac loai vi sinh vat kho tinh va khong kho tinh. Pia 90mm.
Bao gbi bang mang ban tham Cellophane.
Thanh phan: Special peptone, Starch, Sodium chloride, Sheep blood,
Agar, pH: 7.3+0.2 & 25°C
Pong goi: 10 dia/Hop
5.9 | Thach mau bPia thach dung san duoc sir dung dé nuoi céy cac loai vi sinh vat khoé
moc, dic biét 1a Neisseria spp. va Haemophilus. Dia 90mm. Bao géi bang
mang ban tham Cellophane.
Thanh phan: Special peptone, Starch, Sodium chloride, Defibrinated sheep
blood, Agar, Multivitox, pH: 7.3 + 0.2 & 25°C
Pong goi: 10 dia/Hop
5.10 | Thach phan Pia thach dung san dugc sir dung dé chan doan nhan biét va phan biét tat
1ap va phat ca cac vi sinh vat chinh 12 nguyén nhan gy nén bénh nhiém tring duong
hién vi sinh tiét niéu (UTI). Trong moi trudng co tryptophan 1a chit chi thi hoat dong
vat chinh gy | cta tryptophan deaminase (TDA), tao ra cac khuén lac Proteus,
nhiém tring Morganella va Providencia spp. v6i quang sang mau nu.Dia 90mm. Bao
duodng tiét niéu | goi bang mang ban tham Cellophane.
Thanh phan: Peptone, Chromogenic mix, tryptophane, Agar, pH: 6.8 +0.2
G 25°C;
Poéng g6i: 10 dia/Hop
5.11 | Thach kiém Dia thach ding sin dugc sir dung dé kiém tra tinh nhay cam khéng sinh
tra thuong quy | cta vi sinh vat khéng kho moc. Pia 90mm. Bao goi bang mang ban thim
vé d6 nhay cua | Cellophane.
céc vi khuan Thanh phﬁn: Acid Digest of Casein, Beef Extract, Starch, Agar, Sodium
dé ciy chloride; pH: 7.3£0.2 ¢ 25°C
Pong goi: 10 dia/Hop
5.12 | Thach kiém tra | Dia thach ding sin duoc str dung dé kiém tra tinh nhay cam khang sinh
thuong quy vé | ctia vi sinh vat kho moc. Dia 90mm. Bao géi bang mang ban tham
d6 nhay cua Cellophane.
céc vi khuan Thanh phﬁn: Acid Digest of Casein, Beef Extract, Starch, Agar, Sodium
khé ciy chloride, Sheep Blood, pH: 7.3£0.2 ¢ 25°C
Pong goi: 10 dia/Hop
5.13 | Thach méi Maéi truong thudng dung dé thuc hién thao tac khang sinh d6 trong lam
truong sang, dugc dé xut boi CLSI cho kiém tra sy nhay cam véi khang sinh ddi
v6i Haemophilus species. Dia 90mm. Bao goi bang mang ban tham
Cellophane.
Thanh phan: Acid Digest of Casein, Beef Extract, Starch, Yeast Extract,
Hematin, NAD, Agar, pH 7.3 £ 0.2
Pong gdi: 10 di a/Hop
5.14 | Thach nuo6i bia thach dung san chira méi truong c6 pH thap thuong dung dé nuoi cay
cay va phan va phan biét cac loai nAm khac nhau, ndm mdc, ndm men. Pia 90mm. Bao
biét cac loai g6i bang mang ban thim Cellophane.
nam Thanh phan: Mycological peptone, Glucose (dextrose), Agar, pH: 5.6 +
0.2 ¢25°C
Pong goi: 10 dia/Hop
5.15 | Thach phan Pia thach dung san chira méi trudng sinh mau dung cho phan lap va phat

1ap nhanh va
xac dinh cac
loai Candida

hién nhanh céc loai Candida trong 14m sang. Bia 90mm. Bao goi bang
mang ban tham Cellophane.
Thanh phan: Peptone; Chloramphenicol; Chromogenic mix; Agar; pH




6.1£0.2 6 25°C
Doéng goi: 10 dia/Hop

5.16 | Khoanh gidy Khoanh gidy tam Optochin (ethylhydrocuprein hydrochloride) dé phan
dinh danh biét Streptococcus pneumonia.
Streptococcus | San pham dap tng cac quy dinh ciia Chi thi EC 98/79/EC lién quan dén
pneumoniae Thiét bi Y té Chan doan trong dng nghiém (IVDD)
- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat béng ma chit va s nham xac dinh loai khang sinh va néng do
- Mdi 6ng duoc han kin riéng, cing véi tii hiat am dé duy tri do am < 2%,
nham dam bao do on dinh lau dai ctia san pham va dé dang luu trir
- Pong goi: Hop 5x50 khoanh
5.17 | Khoanh giay - Thudc thir dung trong quy trinh dinh tinh phat hién enzyme cytochrome
Oxidase oxidase
- Thanh phéan: N,N,N,N-tetramethyl-1,4-phenylenediamine 10.0 g,
Ascorbic Acid 2.0 g, Demineralized Water 1000.0 ml
- Pong goi: 50 1o x 0.75 ml
5.18 | Khoanh giay Khoanh gidy Amoxycillin/clavulanic acid nong do 30pug
khang sinh San pham dap tng cac quy dinh cia Chi thi EC 98/79/EC lién quan dén
Amoxicillin/Cl | Thiét bi Y t& Chan doan trong 6ng nghiém (IVDD)
avulanic Acid | - Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy dwoc danh déau trén
30ug c4 hai mit bang ma chir va s6 nhdm xac dinh loai khang sinh va nong do
- M&i éng duoc han kin riéng, cung voi tai hit am dé duy tri do 4m < 2%,
nham dam bao do on dinh lau dai ctia san pham va dé dang luu trir
- Bong g6i: Hop 5x50 khoanh
5.19 | Khoanh gidy Khoanh gidy Amikacin nong do 30pg
khang sinh San pham dap tng cac quy dinh cia Chi thi EC 98/79/EC lién quan dén
Amikacin Thiét bi Y té Chan doan trong dng nghiém (IVDD)
30ug - Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy duoc danh déu trén
ca hai mat béng ma chit va s nham xac dinh loai khang sinh va néng do
- Mdi 6ng duoc han kin riéng, cung véi tii hiat am dé duy tri do am < 2%,
nham dam bao do on dinh lau dai ctia san pham va dé dang luu trir
- Bong gbi: Hop 5x50 khoanh
5.20 | Khoanh gidy Khoanh gidy Ampicillin/Sulbactam nong d6 20pug
khang sinh San pham dép tng cac quy dinh ciia Chi thi EC 98/79/EC lién quan dén
Ampicillin/Sul | Thiét bi Y t& Chan doan trong 6ng nghiém (IVDD)
bactam 20ug - Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy duoc danh déu trén
c4 hai mat bang ma chir va s6 nham xac dinh loai khang sinh va nong do
- Mdi 6ng duoc han kin riéng, cung véi tii hiat am dé duy tri o am < 2%,
nham dam bao do 6n dinh lau dai cta san pham va d& dang luu trit
- Pong goi: Hop 5x50 khoanh
521 | Khoanh giay Khoanh gidy Azithromycin nong do 15ug
khang sinh San pham dap tng cac quy dinh cua Chi thi EC 98/79/EC lién quan dén
Azithromycin | Thiétbi Y té Chan doan trong dng nghiém (IVDD)
15pug - Khoanh glay 6 duong kinh 6mm. Cac khoanh gidy duoc danh dau trén
ca hai mat bang ma chit va s6 nham xac dinh loai khang sinh va nong do
- Mbi 6ng dwoc han kin riéng, cing véi tii hit am dé duy tri do 4m < 2%,
nham dam bao do on dinh lau dai ctia san pham va d& dang luu trix
- Pong goi: Hop 5x50 khoanh
5.22 | Khoanh gidy Khoanh gidy Cefixime nong do 5ug
khang sinh San pham dap tng cac quy dinh cua Chi thj EC 98/79/EC lién quan dén
Cefixime 5ug | Thiét bi Y t& Chan doan trong 6ng nghiém (IVDD)

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
c4 hai mit bing ma chir va s6 nhdm xac dinh loai khang sinh va ndng do
- Mdi 6ng duoc han kin riéng, cing véi tii hit am dé duy tri o am < 2%,
nham dam bao do on dinh lau dai ctia san pham va d& dang luu trir

- Bong gbi: Hop 5x50 khoanh




5.23 | Khoanh gidy Khoanh gidy Cefotaxime nong d6 30ug
khang sinh San phim dap tng cac quy dinh cua Chi thi EC 98/79/EC lién quan dén
Cefotaxime Thiét bi Y té Chan doan trong dng nghiém (IVDD)
30ug - Khoanh gidy c6 dudng kinh 6mm. Céac khoanh gidy duoc danh dau trén
ca hai mat b?mg ma chit va sd nham xéc dinh loai khéang sinh va néng do
- Mdi 6ng duoc han kin riéng, cung véi tii hiat am dé duy tri do am < 2%,
nham dam bao do 6n dinh lau dai ctia san pham va d& dang luu trit
- Pong goi: Hop 5x50 khoanh
5.24 | Khoanh gidy | Khoanh gidy Ceftazidime nong do 30pg
khéang sinh San pham dap tng cac quy dinh ciia Chi thi EC 98/79/EC lién quan dén
Ceftazidime Thiét bi Y té Chan doan trong dng nghiém (IVDD)
30ug - Khoanh gidy c6 duong kinh 6mm. Céc khoanh gidy duoc danh dau trén
ca hai mat b?mg ma chit va s6 nham xéc dinh loai khéang sinh va néng do
- Mdi 6ng duoc han kin riéng, cing véi tii hit am dé duy tri do am < 2%,
nham dam bao do 6n dinh lau dai ctia san pham va d& dang luu trit
- Bong g6i: Hop 5x50 khoanh
5.25 | Khoanh gidy Khoanh gidy Ceftriaxone nong do 30pug
khang sinh San pham dap tng cac quy dinh cia Chi thi EC 98/79/EC lién quan dén
Ceftriaxone Thiét bi Y té Chan doan trong dng nghiém (IVDD)
30pg - Khoanh gidy c6 dudng kinh 6mm. Céac khoanh gidy duoc danh dau trén
ca hai mat béng ma chit va s nham xac dinh loai khang sinh va néng do
- bong goi: Hop 5x50 khoanh
- Mdi 6ng duoc han kin riéng, cung véi tii hit am dé duy tri do am < 2%,
nham dam bao do 6n dinh lau dai cta san pham va d& dang luu trir
5.26 | Khoanh gidy Khoanh gidy Cefuroxime sodium nong d6 30pg
khang sinh San pham dap tng cac quy dinh ciia Chi thi EC 98/79/EC lién quan dén
Cefuroxime Thiét bi Y té Chan doan trong dng nghiém (IVDD)
30ug - Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy duoc danh déu trén
ca hai mat béng ma chit va s nham xac dinh loai khang sinh va néng do
- Mdi 6ng duoc han kin riéng, cung véi tii hiat am dé duy tri do am < 2%,
nham dam bao do 6n dinh lau dai cta san pham va d& dang luu trit
- Bong gbi: Hop 5x50 khoanh
5.27 | Khoanh giay Khoanh giay Ciprofloxacin nong do Sug
khang sinh San pham dép tng cac quy dinh ciia Chi thi EC 98/79/EC lién quan dén
Ciprofloxacin | Thiétbi Y té Chan doan trong dng nghiém (IVDD)
Sug - Khoanh glay 6 duong kinh 6mm. Céc khoanh gidy duoc danh dau trén
ca hai mat bang ma chit va s6 nham xéac dinh loai khang sinh va nong do
- Mbi 6ng dwoc han kin riéng, cing véi tii hit am dé duy tri do am < 2%,
nham dam bao do 6n dinh lau dai cta san pham va d& dang luu trit
- Pong goi: Hop 5x50 khoanh
5.28 | Khoanh giay Khoanh gidy Clarithromycin nong d6 15ug
khang sinh San pham dap tng cac quy dinh cua Chi thi EC 98/79/EC lién quan dén
Clarithromyci | Thiét bi Y t& Chan doan trong 6ng nghiém (IVDD) va dugc dan dau hop
n15ug quy lién quan UKCA
Sy thay doi theo 16, d6 ém va ndng do dugc thir nghiém bang cach st
dung thong s6 ki thuét vé ndng do khang sinh tir 90% dén 125% so voi
nong d ticu chuan
- Khoanh glay c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat bang ma chit va s6 nhim xé4c dinh loai khang sinh va nong do
- Mdi 6ng dugc han kin riéng, cing véi tai hat am dé duy tri do am < 2%,
nham dam bao do 6n dinh lau dai ctia san pham va d& dang luu trir
- Pong goi Hop 5x50 khoanh
5.29 | Khoanh gidy Khoanh gidy Doxycycline ndng do 30ug
khang sinh San pham dap ung cac quy dinh cua Chi thi EC 98/79/EC lién quan dén
Doxycycline Thiét bi Y té Chan doan trong dng nghiém (IVDD) va dugc dan du hop
30ug quy lién quan UKCA

Sy thay ddi theo 10, do am va néng d6 dugc thur nghiém be"mg cach s




dung thong sO ki thuat vé nong d6 khang sinh tir 90% dén 125% so véi
nong do tiéu chuin

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat béng ma chit va s nham xac dinh loai khang sinh va néng do
- Mdi 6ng duoc han kin riéng, cing véi tii hit am dé duy tri do am < 2%,
nham dam bao do on dinh lau dai ctia san pham va dé dang luu trir

- Pong goi: Hop 5x50 khoanh

530 | Khoanh gidy Khoanh gidy Trimethoprim/Sulfamethoxazole 1:19 nong d6 25pg
khéang sinh San pham dap tng cac quy dinh ciia Chi thi EC 98/79/EC lién quan dén
Sulfamethoxaz | Thiét bi Y té Chan doan trong 6ng nghiém (IVDD) va dugc dan dau hop
ole/ quy lién quan UKCA
Trimethoprim | Sy thay doi theo 16, do ém va ndéng d6 dugc thir nghiém bang cach sir
25ug dung thong s6 ki thuat vé nong d6 khang sinh tir 90% dén 125% so véi
nong do ticu chuan
- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat b?mg ma chit va sd nham xéc dinh loai khéang sinh va néng do
- Mdi 6ng dwoc han kin riéng, cing véi tai hit am dé duy tri do 4m < 2%,
nham dam bao do 6n dinh lau dai ctia san pham va d& dang luu trit
- Pong goi: Hop 5x50 khoanh
5.31 | Khoanh giay Khoanh gidy Gentamicin nong d6 10ug
khang sinh San pham dap tng cac quy dinh cia Chi thi EC 98/79/EC lién quan dén
Gentamicin Thiét bi Y té Chan doan trong dng nghiém (IVDD) va dugc dan du hop
10pg quy lién quan UKCA
Sy thay doi theo 16, d6 ém va nong do dugc thir nghiém bang cach sir
dung thong sO ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
nong do ticu chuan
- Khoanh gidy c6 dudng kinh 6mm. Céac khoanh gidy duoc danh dau trén
ca hai mat béng ma chit va s nham xac dinh loai khang sinh va néng do
- Mdi 6ng dugc han kin riéng, cing véi tai hat am dé duy tri do am < 2%,
nham dam bao do on dinh lau dai ctia san pham va dé dang luu trir
- Pong goi: Hop 5x50 khoanh
5.32 | Khoanh gidy Khoanh gidy Imipenem nong d 10pg
khang sinh San pham dép tng cac quy dinh ciia Chi thi EC 98/79/EC lién quan dén
Imipenem Thiét bi Y té Chan doan trong dng nghiém (IVDD) va dugc dan dau hop
10ug quy lién quan UKCA
Su thay doi theo 16, do ém va nong d¢ dugc thir nghiém bang cach sir
dung thong s6 ki thuat vé nong do khang sinh tir 90% dén 125% so véi
nong do tiéu chudn
- Khoanh glay 6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat bang ma chit va s nham xéac dinh loai khang sinh va nong do
- Mdi 6ng dwoc han kin riéng, cing véi tai hit am dé duy tri d6 4m < 2%,
nham dam bao do 6n dinh lau dai cta san pham va d& dang luu trit
- Pong goi: Hop 5x50 khoanh
5.33 | Khoanh gidy Khoanh gidy Levofloxacin nong do Sug
khang sinh San pham dap tng cac quy dinh cua Chi thi EC 98/79/EC lién quan dén
Levofloxacin | Thiét bi Y t& Chan doéan trong dng nghiém (IVDD) va duoc dan diu hop
Sug quy lién quan UKCA

Su thay doi theo 16, d6 ém va ndng do duoc thir nghiém bang cach sir
dung thong s6 ki thuét vé ndng do khang sinh tir 90% dén 125% so voi
nong d ticu chuan

- Khoanh glay c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat bang ma chit va s6 nhim xéac dinh loai khang sinh va nong do
- M&i éng duoc han kin riéng, cting v6i tai hit 4m dé duy tri d6 4m < 2%,
nham dam bao do 6n dinh lau dai ctia san pham va d& dang luu trix

- Bong gbi: Hop 5x50 khoanh




5.34

Khoanh giy
khang sinh
Meropenem
10pg

Hop gom 5 cartridge/ong/ tuyp nhya, mdi cartridge gom 50 khoanh gi?i}{
duong kinh 6mm dugc in mot ma nhan dang thich hop dang chit hodc so0
va dugc tam mot lugng khang sinh chinh xac

5.35

Khoanh gidy
khéang sinh
Piperacillin/Ta
zobactam

110pg

Khoanh gidy Piperacillin/tazobactam nong d6 110pug

San pham dap tng cac quy dinh ciia Chi thi EC 98/79/EC lién quan dén
Thiét bi Y té Chan doan trong dng nghiém (IVDD) va dugc dan du hop
quy lién quan UKCA

Su thay doi theo 16, d6 am va ndng do dugc thir nghiém bang cach sir
dung thong s ki thuat vé nong d6 khang sinh tir 90% dén 125% so véi
ndng d6 tiéu chuin

- Khoanh gidy c6 duong kinh 6mm. Céc khoanh gidy duoc danh dau trén
ca hai mat b?mg ma chit va s6 nham xéc dinh loai khéang sinh va néng do
- Mdi 6ng duoc han kin riéng, cing véi tai hat am dé duy tri do am < 2%,
nham dam bao do 6n dinh lau dai ctia san pham va d& dang luu trit

- Bong g6i: Hop 5x50 khoanh

5.36

Khoanh gidy
khang sinh
Tobramycin
10pg

Khoanh gidy Tobramycin néng d6 10ug

San pham dap tng cac quy dinh cia Chi thi EC 98/79/EC lién quan dén
Thiét bi Y t& Chan doan trong dng nghiém (IVDD) va duoc dan diu hop
quy lién quan UKCA

Sy thay ddi theo 16, do 4m va néng d6 duogc thir nghiém béng cach st
dung thong s6 ki thuat vé nong d6 khang sinh tir 90% dén 125% so véi
ndng d6 tiéu chuan

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat béng ma chit va s nham xac dinh loai khang sinh va néng do
- Mdi 6ng dugc han kin riéng, cing véi tai hat am dé duy tri do am < 2%,
nham dam bao do on dinh lau dai ctia san pham va dé dang luu trir

- Pong goi: Hop 5x50 khoanh

5.37

Khoanh gidy
khang sinh
Vancomycin
30pg

Khoanh gidy Vancomycin néng d6 30ug

San pham dép tng cac quy dinh ciia Chi thi EC 98/79/EC lién quan dén
Thiét bj Y t& Chan doan trong dng nghiém (IVDD) va duoc dan diu hop
quy lién quan UKCA

Su thay d6i theo 16, d6 4m va ndng do duoc thir nghiém bang cach sir
dung thong s ki thuat vé nong d6 khang sinh tir 90% dén 125% so véi
ndng d tiéu chuén

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
c4 hai mat bang ma chir va s6 nham xac dinh loai khang sinh va nong do
- Mdi 6ng dwoc han kin riéng, cing véi tai hat am dé duy tri do 4m < 2%,
nham dam bao do 6n dinh lau dai cta san pham va d& dang luu trit

- Pong goi: Hop 5x50 khoanh

5.38

Khoanh gidy
khang sinh
Ofloxacin Spug

Khoanh gidy Ofloxacin nong do Sug

San pham dap tng cac quy dinh cua Chi thi EC 98/79/EC lién quan dén
Thiét bi Y té Chan doan trong dng nghiém (IVDD) va dugc dan dau hop
quy lién quan UKCA

Su thay ddi theo 16, do 4m va néng d6 duogc thir nghiém b:lfmg cach st
dung thong s6 ki thuat vé& nong d6 khang sinh tir 90% dén 125% so véi
ndng d tiéu chuan

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
c4 hai mit bing ma chir va s6 nhdm xac dinh loai khang sinh va ndng do
- Mdi 6ng dugc han kin riéng, cing véi tai hat am dé duy tri do am < 2%,
nham dam bao do 6n dinh lau dai ctia san pham va d& dang luu trit

- Pong goi: Hop 5x50 khoanh

5.39

Khoanh gidy
khang sinh
Netilmicin
30pg

Khoanh gidy Netilmicin nong do 30pg

San pham dap tng cac quy dinh ciia Chi thi EC 98/79/EC lién quan dén
Thiét bi Y té Chan doan trong dng nghiém (IVDD) va dugc dan du hop
quy lién quan UKCA

Sy thay ddi theo 10, do am va néng d6 dugc thur nghiém be"mg cach s




dung thong sO ki thuat vé nong d6 khang sinh tir 90% dén 125% so véi
nong do tiéu chuin

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat béng ma chit va s nham xac dinh loai khang sinh va néng do
- Mdi 6ng duoc han kin riéng, cing véi tii hit am dé duy tri do am < 2%,
nham dam bao do on dinh lau dai ctia san pham va dé dang luu trir

- Pong goi: Hop 5x50 khoanh

5.40

Khoanh gidy
khéang sinh
Clindamycin
2pg

Khoanh gidy Clindamycin nong d6 2pg

San pham dap tng cac quy dinh ciia Chi thi EC 98/79/EC lién quan dén
Thiét bi Y t& Chan doan trong dng nghiém (IVDD) va duoc dan diu hop
quy lién quan UKCA

Su thay d6i theo 16, do ém va ndéng d6 dugc thir nghiém bang cach sir
dung thong s6 ki thuat vé nong d6 khang sinh tir 90% dén 125% so véi
nong do ticu chuan

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat b?mg ma chit va sd nham xéc dinh loai khéang sinh va néng do
- bong goi: Hop 5x50 khoanh

- M&i dng duoc han kin riéng, cung voi tai hit am dé duy tri do 4m < 2%,
nham dam bao do on dinh lau dai ctia san pham va dé dang luu trir

541

Khoanh khang
sinh
Piperacillin
100ug

Khoanh gidy Piperacillin nong do 100ug

San pham dap tng cac quy dinh cia Chi thi EC 98/79/EC lién quan dén
Thiét bi Y t& Chan doan trong dng nghiém (IVDD) va duoc dan diu hop
quy lién quan UKCA

Sy thay doi theo 16, d6 ém va nong do dugc thir nghiém bang cach sir
dung thong sO ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
nong do ticu chuan

- Khoanh gidy c6 dudng kinh 6mm. Céac khoanh gidy duoc danh dau trén
ca hai mat béng ma chit va s nham xac dinh loai khang sinh va néng do
- Mdi 6ng dugc han kin riéng, cing véi tai hat am dé duy tri do am < 2%,
nham dam bao do on dinh lau dai ctia san pham va d& dang luu trix

- Pong goi: Hop 5x50 khoanh

542

Khoanh khang
sinh Oxacillin

Ipg

Khoanh gidy Oxacillin nong do 1pg

San pham dép tng cc quy dinh ciia Chi thi EC 98/79/EC lién quan dén
Thiét bi Y té Chan doan trong dng nghiém (IVDD) va dugc dan dau hop
quy lién quan UKCA

Su thay doi theo 16, do ém va nong d¢ dugc thir nghiém bang cach sir
dung thong s6 ki thuat vé nong do khang sinh tir 90% dén 125% so véi
nong do tiéu chudn

- Khoanh glay 6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat bang ma chit va s nham xéac dinh loai khang sinh va nong do
- Mdi 6ng dwoc han kin riéng, cung véi tai hat am dé duy tri d6 4m < 2%,
nham dam bao do 6n dinh lau dai cta san pham va d& dang luu trit

- Pong goi: Hop 5x50 khoanh

5.43

Dung dich
nhuoém EAS50

- Dung dich nhudém Papanicolaou EA-50, dang 16ng, mau xanh, mui con
tu nhién, c6 thé hoa tan trong nudce

Diém nong chay / diém déng bang: ~ -114°C

Diém s6i va Pham vi s6i: 78-80 °C

Diém chdp chay: ~13 °C

Gioi han chay trong khong khi

- Gi61 han chay trén: 19%

- Gi6i han chay thip hon: 3,3%

D6 hoa tan trong nude: Co thé hoa tan voi nude

-Thanh phan gom co:

Ethyl Alcohol ~85%; Nudc 5%:; Isopropyl Alcohol ~4%; Methyl Alcohol
~4%; Mubi Eosin Y disodium <3%; Phosphotungstic Acid <5%; Fast
Green FCF <3%

Tiéu chuan ISO 13485




5.44 | Dung dich Dung dich nhudém Papanicolaou OG-6, dang long, mau cam, mui con tu
nhuom OG6 nhién, cé thé hoa tan trong nudc
Diém néng chay / diém dong bang: ~ -114°C
Diém s6i va Pham vi s6i: 78-80 °C
Diém chép chay: ~13 °C
Gioi han chay trong khong khi
- Gi61 han chay trén: 19%
- Gi6i han chay thip hon: 3,3%
Do hoa tan trong nude: Co thé hoa tan voi nude
Thanh phan gom co:
Ethyl Alcohol ~85%; Nudc 5%:; Isopropyl Alcohol ~4%; Methyl Alcohol
~4%;
Phosphotungstic Acid <5%; Orange G <2%
Tiéu chuan ISO 13485
5.45 | Sap Paraffin Chat ran,mau tring duc, dang sap thanh, khong mui, khong vi.
- Nhiét nong chay : 580C — 600C
- Ham luong dau : 0,33%.
5.46 | Dung dich * Harris Hematoxylin tao mau nhudm xanh tim dam. N6 thuong duoc st
thudc nhuom | dung trong céc phuong phap nhuém thuong quy, nhung ciing c6 thé duoc
Harris sir dung ca trong ché pham mé hoc va té bao hoc. Theo hudng cai thién
hematoxyline | tinh chon lgc ctia nhudm mau nhén, né thuong dugce sir dung trong xét
nghiém té bao hoc dé chirng minh cac té bao 4c tinh va khong 4c tinh.
Dung dich nay khéng chira oxit thuy ngan, va nhuém nhanh trong 2-5
phut.
'- Dung dich mau tim dam, khéng mui, pH: 2,3-2,5
- Thanh phan gém c6: Nudc, Hematoxylin, Mudi Aluminum, Select
Glycols, Select Acid, Select Preservative.
- Tiéu chuén ISO 13485
5.47 | Bo thube + Harris Hematoxylin tao mau nhuém xanh tim dam. N6 thuong dugc su
nhuom P.A.S | dung trong cac phuong phap nhudm thuong quy, nhung ciing c6 thé duoc

sir dung ca trong ché phdm mé hoc va té bao hoc. Theo hudng cai thién
tinh chon lgc cia nhugm mau nhan, né thuong dugc st dung trong xét
nghiém té bao hoc dé chirg minh cac té bao ac tinh va khong ac tinh.
Dung dich nay khéng chira oxit thuy ngan, va nhudm nhanh trong 2-5
phut.

'- Dung dich mau tim dam, khong mui, pH: 2,3-2,5

- Thanh phan gém c6: Nudc, Hematoxylin, Mudi Aluminum, Select
Glycols, Select Acid, Chét bao quan.

+ Dung dich Acid periodic 1%: dugc st dung dé oxy hoa cac yéu t6 mo
phan tmg thanh aldehyd truéc khi xtr Iy bang thudc thir Schiff. Dung mot
tac nhan oxy hoa 1a Acid periodic dé pha v& méi lién két ctia 2 nguyén tir
C trong mdt s6 nhém hoa hoc (cac nhom glycol 1 - 2, hydro 1. amino - 2,
hydroxy - 1, alkylamino - 2 va hydrdyl - 1, ceto - 2) lam xudt hién cac
nhom aldehyt. Cac nhom aldehyt nay nhin thdy dugc nho phan Gmg cia
thudc thir Schiff (fuschin basic khéng mau béi axit sulfureux) tao thanh
chét c6 mau do.

- Tinh chét:

- Dung dich acid Periodic 1%, dang long, trong, khong mau, khong mui

- B0 hoa tan: Hoa tan trong nudc.

- Thanh phan gém c6: Nudc: >98%; Periodic Acid: <2%

+ Dung dich Schiff Reagent: Str dung trong phan tmg tiéu chuan Acid-
Schiff (PAS) cho chét nhdy trung tinh, glycogen, mang day va thanh té
bao nim. Mot két qua dwong tinh tao ra mau d6 / d6 hong sang.

- Tinh chat: Dung dich nhugm Schiff dang 16ng, trong, khong mau hoic
vang nhe, mui déac trung, tan trong nudc

- Thanh phéan gém c6: Nudc 98%; Hydrochloric Acid: <5%; Potassium




Metabisulfite: <4; C.1. Basic red 9 monohydrochloride <1%
+ Tiéu chuan ISO 13485

5.48 | Thudc nhuém | - Eosin Y dung dich nhudém cé chura con, pha san s dung chu yéu trong
Eosin Y mé hoc dé nhuém hematoxylin va eosin thuong quy. Eosin Y ciing dugc
st dung rong rai trong nhud¢m Papanicolaou va té bao hoc
- Tinh chét vat ly:
- Dung dich l6ng mau cam tuoi sang
- Piém chdp chay: ~20°C
- P hoa tan: Co thé hoa tan trong nudc
- Thanh phan gém c6: Ethyl Alcohol <75%; Nudc <25%; Isopropyl
Alcohol <5%; Methyl Alcohol <5%; Acetic Acid <5%
- Tiéu chuén ISO 13485
5.49 | Chét keo tu Bo6t min, mau trrflng hodc vang nhat
dung trong xur
ly nudce va
nudc thai
5.50 | Test nhanh - Phét hién nhiém ctim tir mau taim béng mili, tim bong ty hau hoic mau
chan doan ciim | hut/rira dich ty hu, xé4c dinh sy ton tai cta vi rat cam typ A va typ B.
A/B - B§ nhay 1am sang: >97% v&i ciim typ A; >90% véi cum typ B so voi
PCR
- B¢ dac hiéu 1am sang: 100% va&i cim typ A; >98% vdi cum typ B so voi
PCR
- Kit thir on dinh it nhét 13 tudn khi d¢ ¢ nhiét do 55+1°C
- Khong phan tmg véi chit gdy nhidu: Ibuprofen 499.6pg/ml,
Acetaminophen 30pg/ml, Hemoglobin 20g/dL, Bilirubin 15mg/dL,
Ciprofloxacin 10pg/ml, Promethazine 1,2pug/ml

5.51 | Giem sa La chat long . Nhiét d6 s6i > 65 ° C (1013 hPa). Po PH: 6.1 - 7.0 (H20,
20°0)

5.52 | Voi Soda Hﬁp thu CO2: > 19,0 %, Téng NaOH: 2,0 - 3,5 %, D0 cung: > 96,2 %,
Kich thudc hat: Tir 2,0 d&én 5,0 mm: > 78,0%, Do am: 12 dén 19%, Hap
thu d6 4m: < 7,5 %. Can 4,5 kg

5.53 | Dau parafin Dung dich long tron, khong mau, khong mui
Quy cach: Chai 500ml

5.54 | Formaldehyde | Dung dich Formol (Formandehyde). Nong do 37 % , ding cho xét nghiém

trung tinh giai phiu bénh

5.55 | Gel boi tron « Gel bdi tron dugc st dung trong dién liéu phap, thim kham bang tay.

(ky Sterile) Dung boi tron ndi soi da day, ndi soi dai trang, ndi soi truc trang, boi tron

am dao, soi bang quang, khong gdy ra di img, khong géy khich g da.
Hoa tan duoc trong nudc, dé dang lam sach, khong chira tap chat, dau va
chat nhon. Khong doc hai va khong c¢6 mui hoi.
« Thanh phan chinh: Water; Glycerin; Monopropylen; Hydroxyl ethyl
cellulose; Carbomer; Phenoxyethanol; Ethylhexylglicerin; Sodium
hydroxide khong chira mubi va formaldehyde.
* Tiét trung.

5.56 | Xylene Chat 1ong, trong sudt khéng c6 mau

5.57 | Kit tai lugng Kit dugc dung dé dinh lugng RNA cua virus gy suy giam mién dich ¢

HIV

ngudi (HIV) tuyp 1 trong huyét tuong-EDTA.

- Pong goi gdm: HIV-1 premix, cac ndong do ching dwong chuan HIV-1
SPC (SPC tir 1 dén 5), cac chimg duong HIV-1 (LPC, HPC), chimg 4m
(NTC), dung dich dém SL (SL buffer), tim film quang hoc (mang phi
trong sudt).

- Ngudng phat hién (LoD): 33.1 IU/ml

- Gi61 han dinh luwong - LoQ: 1.70 Log10 IU/ml

- Khoang tuyén tinh: 1.70 dén 8.00 Log10 TU/ml

- D6 nhay: 96.99% (95% C.192.52 — 98.82)

- b6 dac hiéu: 100% (95% C.196.92 — 100)

- Thé tich mau 400 microlit




- Khong bi nhiéu béi 17 loai thgéc diéu tri va 26 loai virus, vi khuén
- Bao quan ¢ nhiét do: tir -15 dén -25 d6 C

5.58

Kit tai lugng
HBV

B6 kit dinh lwvong HBV DNA béng Real-time PCR - Phat hién céc type
(Genotype) : A-1

- Gi6i han phat hién: LOD(tach chiét tu dong): 6.1 IU/ml; LOD (tach chiét
thu cong): 7.3 IU/ml

- Bg dac hiéu : 100%

- Khoang tuyén tinh ( Linear range): 9-2.5 x 109 IU/ml - B6 kit dang md,
dung dugc trén nhiéu hé thdng may Real-time PCR: qTOWER 2 & 3,
CFX96, LightCycler® 480, Rotor-Gene® 3000/6000/Q, 7500 Fast,
RealLine Cycler, QuantStudio 5....

- Thanh phﬁn: Ching n¢i IC, chung chuan 4 néng do, hdn hop phan tng,
Nudc cap d6 PCR, RT PCR enzyme

5.59

Kit tich chiét
DNA

Muc dich sir dung: tach chiét DNA bang may tach chiét tu dong )

- Thanh phan: Cot loc: 240 chiéc B6 chuyén dbi Rotor: 240 chiéc Ong
rua giai: 240 chiéc Pém AL: 54 ml Pém AW1: 95 ml Dém AW2: 66 ml
Dém AE: 60 ml Protease: 1 dng Dung méi Protease: 5.5 ml

5.60

Kit tach chiét
RNA

- Muc dich st dung: Dé tach chiét RNA cua virus tir dich co thé. Dung
cho may tach chiét ty dong

- Thanh phan: Cot loc: 240 cai BO chuyén doi Rotor: 240 cai Ong rira
giai: 240 cai Dung dich d&m AVL: 5 x 31 ml Dung dich dém AW1: 95 ml
Dung dich dém AW2: 66 ml Dung dich d&m AVE: 20 x 2 ml Carrier RNA
(poly A): 10 x 310 pg

5.61

Kit tach chiét
RNA c¢6t loc

Muc dich sir dung: Dé tach chiét RNA vi rat tir huyét trong, huyét thanh,
dich co thé khong c6 té bao va chat ndi trén bé mat nudi cdy - Thanh
phan: Cot loc: 50 chiéc Ong thu hdi 2ml: 150 chiéc Pém AVL: 31 ml
Pém AW1: 19 ml Bém AW2: 13 ml BPém AVE: 3 x 2 ml Carrier RNA
(poly A): 310 ug

5.62

Kit tach chiét
DNA ¢6t loc

Muc dich st dung: Bé tinh loc DNA tir mau toan phan, huyét tuong, huyét
thanh, bufty coat, té bao lympho, d6m mau kho, dich co thé, té bao nudi
cdy, tim bong va m6 - Thanh phan: Cot ly tam: 50 chiéc Ong thu hdi (2
ml): 150 chiéc Dung dich dém AL: 12ml Dung dich dém ATL: 14ml
Dung dich dm AW1 dam dédc: 19 ml Dung dich dém AW2 dam dac: 13
ml Dung dich dém AE : 2 x 15ml Protease K: 1.25ml

5.63

Nudc dung
cho SHPT

- Muc dich st dung: sir dung trong tat ca cac k¥ thuat sinh hoc phan tir can
nudc tinh khiét - Thanh phan: Nudc khong chira nuclease 1000ml

5.64

Test nhanh
chan doan
bénh viém
duong rudt do
Rotavirus

Phét hién khang nguyén Rotavirus nhom A trong mau phan ctia nguoi.

- B¢ nhay: 100%; B¢ dac hiéu: 100% so véi PCR va ELISA

- D6 chinh xac 100%, d¢ tai lap 100%

- Kit thir 6n dinh it nhat 9 thang & nhiét do 55+1°C

- Nhiét d¢ bao quan: 2-30 d6 C

- Gi6i han phat hién Rotavirus nhém A xap xi 2 x 106 ~ 1.15 x 10%6
PFU/ml

- Khong phan tmg chéo véi cac tac nhan thudng gy bénh duong ho hap:
Influenza A (HIN1, H3N2), Influenza B; Bénh do véc to truyén:
S.pneumoniae, Chikungunya, Zika; Bénh duong ti€u hoa: E.coli (k99),
Samonella nhém B/C/D/typhi, Clostidium cifficile, Aeromonsa
hydrophila, Bacillis cereus, Citrobacter freundii, Enterobacter aecrogenes,
Proteus mirabilis, Serratia liquefaciens, Staphylococcus aureus,
Enterococcus faecalis, Pseudomonas aeruginosa, Klebsiella pneumoniae,
Enterobacter cloacea, Vibrio parahaemolyticus, Candida albicans, Shigella
flexneri, Shigella boydii, Shigella sonnei, Norovirus

- Khong tuong tac véi: Bilirubin, Hemoglobin, Triglyceride, Cholesterol,
BSA, Mucin, mau toan phﬁn, DMSO, PBS, metronidzole, levofloxacin,
Ibuprofen, Cerfixime, DMF,

- Thanh phén chinh: Khang thé don dong chudt khang Rotavirus; Vach




chimg: khang thé don dong chuét khang IgG tho; Dém vang: Khéng thé
da dong thé khang Rotavirus

5.65 | Test nhanh Phét hién khang thé khang syphilis trong mau toan phan, huyét thanh,
chan doan huyét tuong ctia nguoi.
giang mai - Pat tiéu chuan 1SO13485

- B¢ nhay: 100% ; B9 dac hiéu: 100%

- Mau pham: Huyét thanh, huyét twong, méu toan phan

- Thanh phan Kit thir: Ving cong hgp: Khang nguyén TP K011B
(0,16 ug)

- Vach két qua Khang nguyén TP KO11A (0,2 pg);

- Vach chimg: Khang thé tho khang TP (0,88 pg)

- Bdo quan ¢ nhiét 46 thuong

5.66 | Test nhanh Phét hién dinh tinh tat ca cac khang thé dic hiéu voi HIV-1 bao gom
chan doan nhoém phu O va HIV-2 trong mau huyét thanh, huyét twrong hodc mau toan
HIV phﬁn mao mach va tinh mach nguoi.

- D06 nhay: >99% véi mau huyét twong, >99% véi mau huyét thanh,
99.01% véi mau méau toan phan tinh mach, 100% véi miu mau toan phan
mao mach

- Do dic hiéu: 100% véi mau huyét twong va mau toan phan, >99% véi
mau huyét thanh.

- Do nhay 100%, d6 dic hiéu 100% dbi véi HIV-1 va HIV-2

- Bdo quan: 2-400C

- Nam trong danh sach WHO PQ.

5.67 | Testnhanh Phat hién dinh tinh khang nguyén bé mit virus viém gan B( HBsAg) c6
chén doan mit trong huyét thanh, huyét trong hoic mau toan phan. Khong can dung
viém gan B dich d&ém (lo Buffer).

- B¢ nhay: 100%, d6 dac hiéu: 100%, D6 chinh x4c 100% so vdi CLIA.
-Thanh phan chinh: Vach thir: khang thé don dong khang HBs; Vach
chimg: khang thé don dong khang IgY-ga

Ham lugng:

- Khang thé don dong khang HBs: 0,75 + 0,15ug

- Khang thé don dong khang IgY ga: 0,6 +0,12pg

- Khang the don dong khang HBs- gin keo vang: 0,08+ 0,16p.g

- IgY ga- gan keo vang: 0,015 + 0,003pg

- Gi61 han phat hién: phat hién duoc HBsAg ching ADR va chung AYW
tir ndng d6 0.01562 pg/ml, va chung ADW tir nong d6 0.03125 pg/ml.
- On dinh >8 tuan tai 55 +/-10C .

- Bdo quéan: 2-400C

5.68 | Test nhanh Phat hién dinh tinh cac khang thé dic hiéu dbi véi HCV trong huyét
chan doan thanh, huyét twong hodc méau toan phan ngudi.
viém gan C - B§ nhay: 100%, Do dac hiéu: > 97%

- D6 dic hiéu trén mau bénh phém 100%, do dic hiéu trén mau phu nit
mang thai 100%, d6 dic hiéu trén mau phan tng chéo tiém an 100%

- Thanh phan chinh: Vach thir: Khang thé don dong khang IgG ngudi;
Vach chimg: khang thé don dong khang IgY ga, Pém lién hop: Khang
nguyén HCV NS3/NS4/NS5/15i tai td hop - keo vang; IgY ga-keo vang
- Bdo quan: 2-400C

- Nam trong danh sach WHO PQ

- Kit thir 6n dinh >13 tudm & nhiét d6 55+1°C

5.69 | Khay thur xét La mot xét nghiém nhanh dé phat hién dinh tinh khang thé cua tat ca cac
nghiém dinh 16p khang thé (IgG, IgM, IgA, v.v.) déc hi€u v6i Helicobacter pylori trong
tinh khang thé huyet thanh hodc huyét tuong nguoi. Kit thir nay nham muyc dich hd tro
khang chan doan kha ning nhiém H. pylori & bénh nhan c6 céc triéu ching vé
H.Pylori duodng tiéu hoa.

- Thanh phan:
+ Phirc hop vang: Keo vang khang nguyén Helicobacter pylori (1,0+0,2
He),




+ Vach thir: Khang nguyén Helicobacter pylori (0,430+0,086 pg),
+ Vach chimg: Khang thé da dong dé khang Helicobacter pylori
(0,65+0,13 ug)

- Hiéu suat: d6 nhay >95,9%:; d6 dic hiéu >89,6%

- 6n dinh it nhét 4 tuan khi dé & nhiét d6 55+1°C

- Tiéu chuan ISO, CE, CFS EU, Australia CFS, Korea CFS

5.70

Test thir ma
tuy 5 chi so

Pat tiéu chuan ISO 13485, P9 nhay 99.9%, d6 dic hiéu 99.9%

5.71

Te§t nhanh
chan doan
HIV

Phét hién sy c6 mit ciia cac khang thé khang HIV-1 va HIV-2 trong mau
toan phan, huyét thanh hogc huyét twong nguoi

Dat tiéu chuan ISO13485:2016

- MAu pham: Huyét thanh, huyét twong, mau toan phan

- Bd nhay: 99.59%, B¢ dac hi¢u: 99.87%

- Thanh phan Kit thir: Cong hop vang HIV-Ag tai t6 hop.

- Vach két qua Anti-human IgG-Fe Mcab.

- Nam trong khuyén cao xét nghiém chan doan HIV qudc gia bo sung
2020 cta vién VSDTTW

- B4do quan ¢ nhiét d6 thuong

5.72

Test thir xét
nghiém dinh
tinh khang
nguyén
HBsAg

* Po nhay >98% , d6 dic hiéu >99%; Xét nghiém c6 thé phat hién nong
d6 0.1 TU/ml. Cho két qua nhanh trong vong 15 phut, D6 6n dinh cta két
qua xét nghiém t&i 30 phit , khong can st dung thém bét ky dung dich
dém cho mau mau huyét thanh, huyét twong. Sir dung dwoc cho tit ca cac
loai mau bénh phém bao gém: Huyét thanh, huyét tuong, mau tinh mach,
mau dau ngon tay.

- Thanh phan tai vach test: Khang thé don dong ¢ chudt khang HbsAg
Biotinyl va cic hat mau den duoc phu khang thé don dong & chudt khang
HBsAg.

- Ham lugng: Anti-HBs antibody Al; Anti-HBs antibody A2, Anti-HBs
antibody B1; Anti-HBs antibody B2 ; Anti-HBs antibody B3 ; Khang thé
trén thanh kiém soat.

- Xét nghiém phat hién dugc it nhat 14 dot bién khac nhau cia HbsAg bao
gém: P120Q, T123A, T126N, T126S, Q129R, Q129H, Q129L, M133H,
M133L, K141E, P142S, T143K, D144A va G145R.

- Ching chi xét nghiém: WHO PQ

5.73

Test thir phat
hién sém dinh
tinh khang thé
khang HIV-1
va HIV-2

- Phat hién khang thé khang véi HIV-1 va HIV-2 trong mau huyét thanh,
huyét twong va méu toan phan.

- B¢ nhay: 100%; B¢ dac hié¢u: > 99%.

- Ham lugng chinh: Antibody Anti HIV-1, Antibody Anti HIV-2,
Antigen (pGO9-CKS/XL-1) HIV-1 Group O, Antigen,(pGO11-CKS/XL-
1) HIV-1 Group O,Antigen,(PjC100)HIV-2, Antigen,(pOM10/PV361)
HIV-1, Antigen, (pTB319/XL-1)HIV-1, HIV-1 Peptide Antigen, HIV-2
peptide Antigen.

- Cho két qua nhanh trong vong 15 phit, Do 6n dinh cta két qua xét
nghiém téi 60 phit

- Khong can st dung thém bét ky dung dich dém cho mau mau huyét
thanh, huyét twong

- Pugc ban hanh trong Khuyén cao phuong cich xét nghiém chan doan
HIV quéc gia nim 2020 ciia Vién vé sinh dich t& trung uong.

5.74

Men vi sinh

Thanh phan: 5 Dong vi khuan hiéu qua
- Vi khuan xtr Iy mui

- Vi khuan phan hity protein

-Vi khuén phén hay tinh bot

- Vi khuan phan huy cellulose

- Vi khuén phan hay dau, md, chét béo,
* Hinh thuc:dang 16ng

Mau: tring duc

Mui: Chanh




Mui: Tuoi mat

DG nhot: cps tai 200C=20cps

Ti trong: 1.01=/-.1

pH: 7.0 +/- .5

Diém chay: Khong

Mat d6 vi khuan: 200 ti CFU/gallon. San pham an toan va thich hop véi
nhidu méi trudng st dung. Mét d6 vi khuan khong bao gdm Salmonella
gay hai

5.75 | Nudc cat 2 1an Khoéng mau, khong mui, khong vi. Nude trong suét , khong co6 céac di vat.
can 5 Lit Can 5 lit

5.76 | Vién sui khti Dang vién sui tan nhanh trong nudc tao dung dich c6 pH acid 6.2. Khu
khuan khuan dung cu, bé mat, do vai

Vién sui khtr khuan, thanh phan 2,5g Troclosense Sodium

5.77 | Chai cay mau | Chai méi truong phét hién vi sinh vat ky khi va ky khi tiy tién tir mau va
chtra hat cac dich v6 khuén khac cua co thé.
polymer hip - Ciu tao bang polycarbonate niap mau cam
phu phat hién | - Chtra > 40ml méi truong va > 1.6g hat polyme hap phu
vi khuén ki khi | - C6 kha ning trung hoa tdi thiéu cac khang sinh: imipenem, meropenem,
tor mau va cac | oxacillin, glycylcyclines, macrolides, cefoxitin, ceftaroline,
dich vo khuan aminoglycosides, fluoroquinolones, lincosamides, ketolides, va
ctia co thé glycopeptides

- Sir dung v6i hé théng ciy mau BacT/ALERT
- Pat tiéu chuan chét lugng ISO 9001, ISO 13485, CE-IVD, FDA M¥...

5.78 | Méi truong Dia thach dung san chira moi trudng phan 1ap va phén biét cho phat hién
thach phan c4c vi khuan Enterobacteriaceae trong cac mau bénh pham c6 ngudn gdc
biét lam sang. Dia 90mm. Bao gbi bing mang ban thim Cellophane.
Enterobacteria | Thanh phﬁn: Peptone, lactose, Bile salts, Sodium chloride, Neutral red,
ceae Crystal Violet, Agar, pH: 7.1£0.2 & 25°C

Pong goi: 10 dia/Hop
5.79 | BHI 20% Ong nhya chita 3ml mdi truong 16ng ding dé bao quan lanh sau vi sinh
glycerol vat

Thanh phan: Brain infusion solids, Beef heart infusion solids, Sodium
chloride, Proteose peptone, Glucose, Disodium phosphate, Glycerol,
Deion Water, pH 7.4 £ 0.2 § 25°C

Dong goi: hop 10 éng

5.80 | ASLO Xét nghiém ngung két nhanh latex dé sang loc dinh tinh va

dinh lugng ban dinh lugng khang thé khang streptolysin O (ASO) trong
huyét thanh ngudi. Thude thir Latex: Huyén phu cac hat latex polystyrene
trong dung dich dém glycine-saline pH: 8,6 + 0,1, dugc phu streptolysin
O. Huyét thanh déi chimg duong tinh (chai c6 nip mau do): Pugc diéu
ché tir nhém huyét thanh ngudi on dinh chira hon 200 IU/ml
antistreptolysin O. Ca hai thudc thir déu chita 0,9 g/L Natri azide lam chat
bao quan. Huyét thanh ddi chirng am tinh (chai c6 nép tring): Thudc thir
chura 0,9 g/L Na azide lam chét bao quan. DB nhay> 98% - D6 dac hi¢u:
>97%

5.81 | Bo thude B6 nhudm Zichl Neelsen ding dé thuc hién xét nghiém nhudm soi. Bao
nhuom Ziehl | gdm 03 dung dich thuéc nhuém thanh phan 1a Carbo Fuchsin chai 250ml,
Neelsen Alcohol acid (Hydrochloric acid in ethanol) chai 250ml va Methylen Blue

chai 250ml.
- Bao quan: Nhiét 49 phong thi nghiém
- Bong goi: B 3 chai x 250ml ¢6 voi bom tién dung

5.82 | Dau soi kinh Dung cho kinh hién vi. Chai 500ml
hién vi

5.83 | Kit thur phat Phat hién cac khang nguyén dic hiéu NS1 cuaa virus sot xuit huyét.
hién khang Do nhay: 100%, do dac hiéu 100% (so sanh véi pp RT-PCR).
nguyén NS1 Thoi gian doc két qua 15 phit.

Mau: huyét thanh, huyét twong, mau toan phin.




virus sot xuat
huyét

Thanh phan: Vach thi: khang thé khang - Dengue NS1
Dém lién hop: Khang thé don dong khang Dengue NS1 1ién hop
Europium

5.84 | Kit thtr phat Phat hién cac khang thé dic hiéu IgM, IgG ciia virus sot xuat huyét.
hién khang thé | Do nhay: >97%, d6 dac hi¢u >99% (so sanh voi pp ELISA).
dac hiéu IgM, | Thoi gian doc két qua 15 phut.
IgG cua virus | Mau: Huyét thanh, huyét twong, méau toan phan.
sOt xuat huyét | Thanh phan: Vach thir: khang thé khang IgM/IgG ngudi.
Pém khang nguyén: vi rat Dengue bat hoat.
Pém lién hop: khang thé lién hop europium (khang thé don dong khang
Dengue Env-Ep, khang thé don dong khang Dengue NS1-Ep)
5.85 | Kit thir phat Phat hién céc khang nguyén dac hiéu vdi virus cim A va cam B.
hién khang Do nhay: cim A >97 %, caim B >94%; d6 dac hiéu cam A, B >97% so
nguyén dic sanh voi phuong phap PCR.
hiéu virus cam | MAu: bénh pham hé hip (bong phét hau hong, dich hiu hong..).
A, B Str dung nguyén 1i mién dich huynh quang.
Thanh phan: Vach thir "A": Khang thé don dong khang vi riit cim A.
Vach thir "B": Khang thé don dong khang vi rat cam B. Vach chimg:
khang thé da dong IgG chudt.
Pém lién hop: Khang thé don dong khang cam A / Khang thé don dong
khang ctim B li€n hop Europium.
5.86 | Kit thir phat Phat hién cac khang nguyén dac hi€u ctuia Streptococcus nhom A tir cac
hién khang mau phét hong ctia bénh nhén c6 triéu chimg.
nguyén dic Do nhay: >95%, d¢ dic hidu >95% so sanh vai pp nudi cy vi khuan
hiéu Mau: phét hong.
Streptococus Thanh phan: Vach thir: Khang thé da dong dé khang Strep A.
nhom A Mang: Khang thé da dong tho khang Strep A lién két hat Europium
5.87 | Kit thir dé phat | Kit thir dé phat hién cac khang thé khang Mycoplasma pneumoniae trong
hién cac khang huyét thanh nguoi. P nhay 100%; d6 dac hiéu >95%
thé khang
Mycoplasma
pneumoniae
trong huyét
thanh
5.88 | Kit thir phat - Phét hién dinh tinh khang nguyén RSV c6 trong tim bong ty hau hoic
hién khang dich rira / dich hut ty hau tir bénh nhan c6 triéu chimg nhiém tring duong
nguyén RSV ho6 hap do vi rit.
- B§ nhay: >92%; D0 dic hiéu: >98% so voi RT-PCR
- Kit thir 6n dinh it nht 13 tuan khi dé & nhiét d¢ 55+1°C
- Gi6i han phat hién: 1.78 x 104 TCID50/ml ddi véi RSV A, 1.35 x 10”3
TCID50/ml véi RSV B.
- Bao quéan: 2-400C
- Thanh phan chinh: Vach thi: Khang thé don dong khang RSV; Vach
chimg: Khang thé don dong khang IgY ga; Pém lién hop: Khang thé don
dong khang RSV-vang; IgY ga-vang.D175. 25 Test
5.89 | Kit thir phat Phat hién cac khang nguyén NS1 cua vi rit Dengue trong huyét thanh,
hién cic khang | huyét twong hodc mau méau toan phan nguoi
nguyén NS1 - B nhay tuong quan: >92 %
cua vi rut - B dac hiéu twong quan: >98%
Dengue - Kit thir 6n dinh it nhét 8 tudn khi dé ¢ nhiét d6 55+1°C
- Gi61 han phat hién (Déi véi Den-1, 2, 3, 4) 1a: 3,9 ng/ml
- Bao quan: 2-400C
- Thanh phén chinh: Vach thir T: Khang thé don dong khang Dengue NSI,
Vach chimg C: khang thé don dong khang IgY ga, Dém vang: Khang thé
don dong khang Dengue NS1-1ién hop vang, IgY ga-lién ho‘p vang
5.90 | Kit thir dinh - Phat hién dinh tinh va phén biét cac khang thé IgM/IgG chéng lai vi rat

tinh va phan

sot xudt huyét trong huyét thanh, huyét trong hoic mau mau toan phan




biét khang thé
I1gM/IgG cutia
vi rut Dengue

nguoi

- D6 nhay twong quan: >97 % (d6i voi Dengue IgM); >97% (ddi voi
Dengue IgG) so véi ELISA

- B¢ dac hiéu twong quan:> 96% so voi ELISA

- Bao quan: 2-400C

- Kit thir 6n dinh it nhat 5 tudn khi d¢ ¢ nhiét do 55+1°C

- Gi61 han phat hién 3,9ug/ml véi Dengue 1gM / IgG

- Thanh phan chinh: Vach thr G: Khang thé don dong khang igG nguoi;
Vach thir M: Khang thé don dong khang IgM ngudi; Vach ching C:
khang thé dé khang IgG chudt; Dém vang: Khang thé don dong khang
Dengue vo -lién hop vang; vi rat Dengue bi bét hoat

5.91 | Kit thir phat Phat hién cac khang nguyén dac hiéu vdi virus RSV.
hién khang - B¢ nhay: >98%, d¢ dac hiéu 100% (so sanh v&i phuong phap PCR).
nguyén virat | - Mau: bénh phdm dudng ho hip (bong phét hau hong, dich hau hong..).
hop bao ho - Thanh phan: Vach thir: khang thé don dong khang RSV
hap - Pém lién hop: Khang thé don dong khang RSV lién hop véi hat
Europium
5.92 | Xét nghiém Xét nghiém dé phat hién cac khang thé khang Treponema Pallidum trong
dinh tinh va huyét thanh hodc huyét twong nguoi.
ban dinh lugng | - DS nhay 100%; d6 dac hiéu 100%
giang mai
5.93 | Parafin hat Parafin hat tinh khiét chuyén dung dé vui dic
tinh khiét mau bénh pham véi cac chat phu gia dé tang cuong kha nang
tham thau, tao d6 dan hoi va giup cat mau dé dang.
- Tinh chét vat Iy:
- Trang thai vat Iy: Rin
- Mau sic: Trang (R3 rang ¢ trang thai nong chay)
- Mui: Hydrocarbon nhe
- Diém dong bang / Piém nong chay: 54.4 — 57.2°C
- Diém chdp chay: 212.78 °C
- Thanh phan gém c6: Sap paraffin tinh khiét va sap
Hydrocarbon > 99%, Benzen, ethenyl-, polymer voi 1 -
methylethenyl) benzen, hydro hoa < 1%.
- Tiéu chuén ISO 13485
5.94 | Gel cat lanh Pugc xdy dung dé tro thanh hop chét tbi wu cho cit cac mau dong lanh.
cho may cit Gel khong tach khoi mé vi né dong bang nhu cac hop chat déng lanh
lanh Cryostat | khac. Hoéa chat dang 1ong nhét, mau trong dén vang nhat, muii con nhe, tan
M630 trong nudc. St dung cho sy chuén bi cdc mau bénh phém dong lanh
- Tinh chét vat Iy:
- Dung dich 16ng, nhét, mui cOn nhe, mau trong sudt dén mau vang nhat.
- Thanh phan gém c6: Polyvinyl Alcohol: 5-15%; Polyethylene Glycol: 1-
10%, Non-reactive ingredient: 75-95%
- Tiéu chuan ISO 13485
5.95 | Bom gan tidu | - La mot loai keo gan kho nhanh v6i d6 nhét thap sir dung trong giai phau
ban Canada bénh dung dé gin lamen v6i lam kinh.
balsam - Chét chong oxy hoa dugc thém vao de ngan ngua phai mau vét nhudm
va cac vét 6 hang nam. Keo gan bao gom hop chét dya trén toluene. N6
hoa tan trong Xylene, Toluene va hau hét cac chit thay thé xylene.
- Tinh chit vat Iy: chit 1ong khong mau, mui dién hinh, Mat d6, g/cm3:
0,941, Pham vi s0i, ° F: 231 — 656, Piém chdp chay, ° F: 40
- Thanh phan gdm c6: Toluene:50-75%, Acrylic coploymer: 25-50%,
Butylated hydroxytoluene: 1-2.5%.
- Tiéu chuén ISO 13485, FDA
5.96 | Thé dinh danh | Thé dinh danh Gram am st dung v&i may VITEK 2 dé dinh danh truc

vi khuan Gram
am

khuén‘ Gram am lén men va khong 1én men
The gom 47 thu nghiém sinh hoa
Dat tiéu chuan ISO




5.97 | Thé dinh danh | Thé dinh danh Gram duong sir dung véi may VITEK 2 dé dinh danh cac
vi khudn Gram | vi sinh vat Gram duong
duong Thé gdm 43 thir nghiém sinh hoa
Dat tiéu chuin ISO
5.98 | Thé dinh danh | Thé dinh danh nAm men st dung véi may VITEK 2 dé dinh danh nam
nam men va cac vi sinh vat tuong tu ndm men
5.99 | Thé dinh danh | Thé dinh danh Neisseria-Haemophilus st dung voi may VITEK 2 dé dinh
cho danh vi khuén kho moc
Neisseria/Hae | Thé gdm 30 thtr nghiém sinh héa
mophylus Dat tiéu chuan ISO
5.100 | Thé khang Thé khang sinh ¢6 Gram am duoc sir dung v6i Hé thong VITEK® 2 dé
sinh d0 vi xac dinh tinh nhay cam cua truc khuan Gram 4m hiéu khi thuong gip.
khuan Gram MGdi thé AST chira cac khéang sinh dugc chon co6 néng d6 khac nhau.
am
5.101 | Thé khang Thé lam khang sinh d6 Gram duong dung véi may VITEK 2
sinh d0 vi Mdi thé chira cac khang sinh chon loc ¢ cac nong d6 khac nhau, dugc sdy
khuan Gram khé voi moi truong nudi cdy vi sinh
duong Dat tiéu chuan ISO
5.102 | Thé khang Thé lam khang sinh d6 Streptococcus dung voi may VITEK 2
sinh d6 lién M&i thé chira cac khéang sinh chon loc ¢ cac néng d6 khac nhau, duoc séy
cau khé voi moi truong nudi cdy vi sinh
Dat tiéu chuén ISO
5.103 | Thé khang Thé lam khang sinh d6 ndm dung v6i may VITEK 2
sinh dd nam M&i thé chira cac khéang nam chon loc & cac néng d6 khac nhau, duoc séy
kho v6i méi truong nudi cdy vi sinh
Dat tiéu chuén ISO
5.104 | Nudc muodi Nude mudi 0.45% dung véi may VITEK 2, pH: 4.5 - 7, 14 san pham IVD
0.45 % dé pha | (in vitro diagnostic).
huyén dich vi
khuan cho
mau xét
nghiém dung
cho may dinh
danh va lam
khang sinh d6
Vitex
5.105 | Ong tuyp 12 x | Ong nghiém bang nhya trong (polystyrene) 12 mm x 75 mm ding mot lan
75 mm pha st dung voi may VITEK 2
huyén dich vi
khuén
5.106 | Kit dugc dung | Kit duge dung dé dinh lugng RNA cua virus gy suy giam mién dich ¢
dé dinh luong | nguoi (HIV) tuyp 1 trong huyet tuong-EDTA.
RNA cuia virus | - DPéng gbi gdbm: HIV-1 premix, cac nong d6 chimg dwong chuin HIV-1
gdy suy giam | SPC (SPC tir 1 d&én 5), cac chimg duong HIV-1 (LPC, HPC), chimg am
mién dich & (NTC), dung dich dém SL (SL buffer), tim film quang hoc (mang phu
nguoi (HIV) trong sudt).
tuyp 1 trong - Ngudng phat hién (LoD): 33.1 IU/ml
huyét tuong- - Gi61 han dinh luong - LoQ: 1.70 Log10 IU/ml
EDTA. - Khoang tuyén tinh: 1.70 dén 8.00 Log10 IU/ml
- B§ nhay: >96%
- b6 dac hiéu: 100%
- Thé tich mau 400 microlit
- Khong bi nhidu béi 17 loai thude didu tri va 26 loai virus, vi khuén
- Béo quan & nhiét do: tir -15 dén -25 d6 C
5.107 | Thudc thir, * Phuong phap xét nghiém: Xét nghiém mién dich dién hoa phat quang
chit hi¢u “ECLIA” (electrochemiluminescence immunoassay “ECLIA”). Nguyén ly
chuin xét bt cip




nghiém dinh
tinh khang
nguyén
HIV-1p24 va
khang thé
khéng HIV-1,
bao gdbm
nhém O, va
HIV-2

-Thoi gian xét nghiém (phut): 27 phat

-Do nhay: Do nhay 1am sang: 100% (n=1532 mau tlr bénh nhan nhiém
HIV & céc giai doan bénh) khac nhau va bi nhiém HIV-1 nhém M, O va
HIV-2. Giéi han tin cay dudi 95% la 99.76%)

-b6 dac hi¢u: Do dac hi¢u phan tich:99.92 % (n=1182 mau chtra cac
C202chat co tiém niang gy nhidu, gi6i han tin cay dudi 95%: 99.53%)
Do dic hiéu 1am sang:99.88% (n=7343 ngudi hién mau duoc lya chon
ngau nhién & chau Au va chau A, gi6i han tin cay dudi 95% la 99.77%);
99.81 % (n=4103 mau tir thuong quy hang ngay khong duoc lwa chon,
bénh nhan thim phan mau va phu nit ¢ thai, gidi han tin cay dudi 95% la
99.62%)

Doéng goéi: > 100 test

5.108 | Vatlidu kiém | Thudc thir - dung dich tham gia xét nghiém
soat xét = PC HIV1: 2 chai, mdi chai 2.0 mL huyét thanh ching Huyét thanh
nghiém dinh | ngudi, am tinh v6i HIV (khang nguyén va khang thé); chat bao quan.
tinh khang Gia tri dich cho chi s6 ngudng (COI):
nguyén HIV-1 | HIV combi PT: khoang 0.250
p24 va khang | HIV Duo: khoang 0.250
thé khang HIV Ag: khoang 0.400
HIV-1 (bao = PC HIV2: 2 chai, mdi chai 2.0 mL huyét thanh chiing Huyét thanh
gdbm nhom O) | ngudi, duong tinh voi khang thé khang HIV; chit bao quan.
va HIV-2 Gia tri dich cho chi sb ngudng:
HIV combi PT: khoang 5.00
HIV Duo: khoang 5.00
HIV Ag: Khong c6 gia tri dich. Khong st dung PC HIV2 cho xét nghiém
Elecsys HIV Ag.
= PC HIV3: 2 chai, mdi chai 2.0 mL huyét thanh chimg Khang nguyén
HIV p24 (E. coli, tDNA) trong huyét thanh ngudi; chit bao quan.
Gi4 tri dich cho chi s6 ngudng:
HIV combi PT: khoang 4.00
HIV Duo: khoang 10.0
HIV Ag: khoang 8.00
5.109 | Anioxyde 1. Thanh phan: acid peracetic 1000 ppm (dwoc tao ra tir
1000 acetylcaprolactam), khong chtra acid acetic
2. Khir khudn mirc d6 cao trong 5 phit.
Tai sir dung trong vong 14 ngay, c6 kém test kiém tra ndng do acid
peracetic. Can 5L
5.110 | Méi truong Dia thach ding sin chira méi truong sinh mau duoc sir dung dé phan lap
thach mau va phan biét Streptococcus nhom B. Dia 90mm. Bao goi bang mang ban
phén lap va thim Cellophane.
phan biét Thanh phan: Peptone and yeast extract, Salts, Chromogenic mix, Growth
Streptococcus | factors mix, Selective mix, Agar; pH: 7.3£0.2 & 25°C;
nhom B Pong goi: 10 dia/Hop
5.111 | Méi truong Ong nhya chita 5Sml méi truong dang long ¢ khang sinh ding dé ting
tang sinh chon | sinh chon loc cho lién ciu, dic biét 1a lién ciu nhoém B (GBS)
loc cho lién Thanh phan: Infusion from 450 g fat-free minced meat, Tryptone,
ciu B Glucose, Sodium bicarbonate, Sodium chloride, Disodium phosphate,
Nalidixic acid, Colistin sulfate, pH: 7.8+0.2 ¢ 25°C
Pong goi: hop 10 dng
5.112 | Khay tha xét Phat hién dinh tinh va phan biét P.falclparum cu thé 1a HRP-2 va
nghiém dinh Plasmodium vivax cu thé 1a pLDH trong miu mau toan phan mao
tinh khang mach/tinh mach
nguyén - D¢ nhay: d6i v6i Malaria P.f 12 >99%, d6i voi Malaria P.v 1a 100%;
Plasmodium - Bo dac hiéu: 100%
falciparum, - Gi61 han phat hién Malaria P.f 1a 183 ki sinh trung/pl; Malaria P.v 1a 228
Plasmodium ki sinh triung/pl
vivax - Bdo quan: 2-400C




- Thanh phan chinh: Vach thu: Vach thir P.f: khang thé don dong khang
P falciparum HRP-2, Vach thur P.v: khang thé don dong khang Malaria
P.vivax; Vach chiing: khang th¢ don dong khang IgY ga

5.113

Khay thtr xét
nghiém khang
nguyén
Adenovirus

- Dung dé dinh tinh phat hién nhiéu ching Adenovirus trong mau dich tiét
ty hau va mau phan nguoi (chung 1,2,3,4,5,6,7,40,41).

- Thanh phan: Cong hop vang - khang thé don dong chudt khang 1gG
Adenovirus, vach thir: khang thé don dong chuét khang adenovirus, vach
chimg: khang thé dé khang IgG chudt, dung dich pha lodng: - Dém Tris —
HCI pH 8.0, Natri azid, Natri clorid, Casein, Triton X-100.

- B§ nhay phan tich & d¢ dac hiéu phan tich: 100%. DJ nhay lam sang:
95.2%, do dac hiéu 1am sang: 96%. Do tai lap lai 1a 100%.

- Khéng c6 phan tng chéo vi: Salmonella typhimurium, Shigella
flexneri, Shigella sonnei, Staphylococcus aureus, Vi rut hgp bao ho hép,
Virat cum tuyp A, Vi rit cam tuyp B, Vi rat Herpes Simplex 1, Vi rat
Herpes Simplex 2, Vi rit Rubella, Vi rit Cytomegalo

- ISO 23485, GMP.

5.114

Khay thur xét
nghiém khang
nguyén bé mat
viém gan B

- Pinh tinh khang nguyén vi rat viém gan B trong huyét thanh hodc huyét
tuong nguoi.

- Thanh phan: Khang thé don dong ctia chudt khang HBsAg — vang cong
hop, vach thir: Khang thé chudt khang HBsAg, vach ching: Khang thé dé
khang IgG chudt, khong dung dung dich pha loang.

- B§ nhay: 100%, d6 dac hiéu: 100%. Gidi han phat hién: 0.22 IU/ml.

- Khéng c6 phan ung chéo voi: Adenovirus tuyp 1, Adenovirus tuyp 3,
Adenovirus tuyp 7a, Virut cam A HIN1 pdm

(New California/07/09), Vi rat cam A H3N2 (Texas), Vi rit cam B
(Florida), Vi rat parainfluenza tuyp 1/2/3, Vi rat hop bao ho héap tuyp A &
tuyp B, Vi rit viém gan A, Escherichia coli, Haemophilus influenzae,
Neisseria gonorrhoeae, Proreus vulgaris, Pseudomonas aeruginosa,
Staphylococcus aureus, Streptococcus equi, Streptococcus pneumoniae,
Streptococcus pyogenes, HIV, HCV, Dengue, Syphilis, hCG.

- Khong bi gay nhiéu boi: protein huyest thanh, lipid (triglycerid), hoi
chung mién dich (khang thé nguoi khang chudt, yéu td dang thap).

- C6 thé bao quan & nhiét d6 cao (55+1°C) trong it nhat 6 tuan khi dong
kin, trong diéu kién ban dau. Do 6n dinh sau mé (nhiét do phong 4-30°C)
trong it nhit 6 tuan.

- ISO 13485, GMP.

5.115

Que thur xét
nghiém khang
nguyén
influenza A,
influenza B

- Dinh tinh va phéan biét khang nguyén vi rut cum tuyp A va tuyp B tur cac
mau tim bong mili hong.

- Thanh phéan: Cong hop vang- khang thé don dong chudt khang influenza
A, cong hop vang-khang thé don dong chudt khang influenza B, vach thir
1: khang thé don dong chudt khang influenza A, vach thir 2: khéng thé
don dong chudt khang influenza B, vach ching: khang thé dé khang IgG
chuot, lo dung méi: Tris-HCI, Triton X-100, Sodium azide.

- Khong c6 phan tng chéo véi: Bacillus subtilis, Candida albicans,
Escherichia coli, Enterococcus faecalis, Heamophilus

influenzae, Klebsiella pneumoniae, Mycobacterium tuberculosis,
Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus
epidermidis, Streptococcus pneumoniae, Streptococcus pyogenes,
Adenovirus tuyp 1/2/3/4/5/6/7, Coronavirus, Cytomegalovirus, Herpes
simplex virus 1 & 2, Echo 6 virus, Vi rat parainfluenza tuyp 1/2/3, Vi rat
hop bao ho hap (RSV).

- Khong bi anh hudng bdi: mau toan phén, nudc xuc miéng OTC, nudc xit
miii OTC, viém ngam dau hong OTC, Acetaminophen 10mg/ml,
Aetylsalicylic Acid 15mg/ml, Chlorpheniramine Smg/ml Guiacol glyceryl
20mg/ml Ibuprofen Smg/ml , Phenylephrine 50mg/ml.

- C6 thé bao quan & nhiét d6 cao (55+1°C) trong it nhat 6 tuan khi déng
kin, trong diéu kién ban déu. P 6n dinh sau md (nhiét d6 phong 4-30°C)




trong it nhat 6 tuan.
- D6 nhay: 83.7% tuyp A, 94.4% tuyp B. Do dic hiéu: 96.67%. Két qua
do tai lap lai 100%.
- ISO 13485, GMP.

5.116

Khay thur xét
nghiém khang
thé khang
HCV

- Pinh tinh khang thé khang vi rat viém gan C trong huyét thanh hay
huyét tuong nguoi.

- B nhay: 100% ; B¢ dac hi¢u: 99%. Gidi han phat hién: 2.0 s/CO

- Thanh phan: Cong hop 1: Cong hop vang - khang nguyén HCV tai t6
hop (L61, NS3, NS4, NS5); Cong hop 2: Khang thé IgG lon - vang cong
hop; Vach thir: Khang nguyén HCV tai t6 hop (L&i, NS3, NS4, NS5);
Vach chig: Khang thé dé khang IgG lon; Mang Nitrocellulose; Pém
cong hop; Bém mau; Dém hép thu.. Thanh phén ctia dém chiét: Pém
carbonat 100 mM, Casein 10 w/v%, Triton X-100 1.0 w/v%, Natri azide
0.1 w/v%.

- Khong c6 phan ing chéo voi HbsAg, anti-R.Tsutsugamushi. Anti-HBs,
Anti-HIV1/2, anti-T.Pallidum, anti-Hantaan virus, Cytomegalovirus
IgG/IgM, Chikungunya virus IgG/IgM, Dengue virus IgG, Epstein-Barr
virus IgG, Herpes Simplex Virus, Leishmania IgG, Parvovirus B19
IgG/1gM, Tick borne encephalitis IgG, Varicella zoster virus IgG/IgM,
West Nile Virus IgM, Zika virus IgG/IgM, Chagas, Chagas, HAV,
HBsAg, HIV1/2

- Khéng bi anh hudng bédi: Triglyceride 500 mg/dL; Bilirubin 30 mg/dL;
Cholesterol 400 mg/dL, Hemoglobin 10 mg/dL, Glucose 500 mg/dL,
Prostatic acid phosphatase 1000 mIU/mL, Albumin 5 g/dL, Khang thé
nguoi khang chudt.

- Do 6n dinh & nhiét do bao quan cao (55+1°C) trong 6 tuan. D6 6n dinh
sau khi mé tai nhém & nhiét do phong (2~30°C) trong 6 tudn.

- ISO 13485, GMP.

5.117

Khay thir xét
nghiém khang
thé khang HIV

Dinh tinh phan biét khang thé khang HIV tuyp 1 va tuyp 2 trong huyet
thanh, huyet turong va mau toan phan cta ngudi. Phit hgp cho chan doan
khang thé HIV 1/2 déi véi type phu HIV 1/2 (A, B, C, D, E, F, O)

- B§ nhay: 100%; Do dac hié¢u: 99.75% so voi phuong phap RT-PCR

- Gi61 han phat hién: 1.0 s/CO

- Thanh phan: Cong hop vang - khang nguyén HIV1/HIV2 tai to hop;
Vach thir 1: Khang nguyén HIV1 tai t& hop (p24, gp41); Vach thir 2:
Khéng nguyén HIV?2 tai to hop (gp36); Vach chig: Khing nguyén
HIV1/2 tai tb hop & dé; Mang Nitrocellulose; Pém cong hop; Dém mau;
DPém hép thy. Thanh phan thudc thir: Dém carbonate, natri azide.

-Dbo on dinh & nhiét dd bao quan cao (55+1°C) trong 6 tuan. D6 6n dinh
sau md tii nhém & nhiét do phong (2~300C) trong 6 tuan.

- Khong bi giy nhiéu boi: Triglyceride 500 mg/dL, Bilirubin 30 mg/dL,
Cholesterol 400 mg/dL, Hemoglobin 10 mg/dL, Glucose 500 mg/dL,
Prostatic acid phosphatase 1000 mIU/mL, albumin 5 g/dL,

- Khong c6 phan tmg chéo véi Antinuclear antibody, Cytomegalovirus,
Epstein-Barr virus, Human anti-mouse antibody, Hepatitis A virus,
Hepatitis E virus, Rheumatoid factor (RF), hCG, vién gan B, khang thé
khéng vién gan B, viém gan C, giang mai.

Phan loai C, D. ISO 13485, GMP

5.118

Khay thtr xét
nghiém dinh
tinh khang
nguyén
dengue NS1

- Dung dé phat hién khang nguyén NS1 cta vi rat sot xuat huyét trong
huyét thanh, huyét twong va mau toan phan cta nguoi.

- Thanh phan: Cong hop vang-khang thé don dong chudt khang dengue
NS1, vach thir: khang thé don dong chuét khang dengue NS1 Ag, vach
chimg: khang thé dé khang IgG chudt.

- B§ nhay: 97.16%, d6 dac hi¢u: 99.9%. Gidi han phat hién: tuyp 2:
0.006125 pg/ml, tuyp 3: 0.00153125 pg/ml, tuyp 4: 0.006125 pg/ml.

- Khong c6 phan tng chéo véi: Corynebacterium diphtheria, Hemophilus
influenzae, Staphylococcus aureus, Steptococcus pheumoniae,




Steptococcus pyogenes & nong do 1x108 CFU/ml; Adenovirus tuyp 3, Vi
rat cum A & ctim B, vi rat soi, Vi rat parainfluenza tuyp 1/2/3, vi rat hop
bao ho hép, rotavirus, rubella virus, vi rat viém nio nhat ban & néng do
1x104 CFU/ml, Chikungunya, Zika, Mayaro virus va Ciim vang
(Flavivirus).

- Khong bi gay nhiéu bai: triglycerid 500 mg/dL, bilirubin 20 mg/dL,
hemoglobin 500 mg/dL, cholesterol 400 mg/dL, glucose 500 mg/dL,
prostatic acid phosphatase 1000mIU/ml, albumin 5 g/dL

- C6 thé bao quan ¢ nhiét d6 cao (55+1°C) trong it nhit 6 tuan khi dong
kin, trong diéu kién ban dau. D6 6n dinh sau md (nhiét do phong 4-30°C)
trong it nhat 6 tuan.

- ISO 13485, GMP.

5.119 | Khay thtr xét - Phét hién va phén biét khang thé 1gG va IgM khang virus dengue tuyp I,
nghiém dinh I, 11T va IV trong huyét thanh, huyét tuong va mau toan phan ctia ngudi.
tinh phan biét | - B9 nhay Dengue IgG: 98.29%; BJ dac hi¢u Dengue IgG: 97.76%
khang thé IgM | - Do nhay Dengue IgM: 97.92%; Do dic hiéu Dengue IgM: 100% so sanh
va IgG khang | v&i thir nghiém ELISA
vi rat dengue | - Thanh phan: Cong hop vang - khang nguyén dic hiéu Dengue tai to hop;

Vach thir: Khang thé don dong chuét khang IgG nguoi; Vach thir: Khang
thé don dong chudt khang IgM ngudi; Vach chimg: Khang thé don dong
chu6t khang Dengue tai t6 hop; Dung dich dém chira: Tris-HCI, Triton X-
100, Natri azide

- Gi61 han phat hiéu: IgG: 1.16 £ 0.02 ratio, [gM: 0.86 & 0.02 ratio

- Khong bi anh hudng bai: Triglycerid 500 mg/dL, Bilirubin 20 mg/dL,
Hemoglobulin 500 mg/dL.

- Khong c6 phan tng chéo v6i: Khang thé khang virus Khang thé khang vi
rt cytomegalo; Khang thé khang Leptospirosis; Yéu t6 dang thip; Khang
thé khang viém gan A; Khang thé khang viém gan B; Khang thé khang
viém gan C; Khang thé khang Herpes simplex virus; Khang thé khang
HIV; Khang thé khang Epstein-Barr virus; Khang thé khang West Nile
Virus; Khang thé khang viém ndo Nhat Ban

- ISO 13485, GMP.

5.120 | Que thur xét - Phét hién dinh tinh nhiém tring vi rat hgp bao ho hap tir cac mau taim
nghiém dinh bong hodc dich hiit vom miii hong.
tinh khang - Thanh phéan: Cong hop vang-khang thé don dong khang RSV cua chudt,
nguyén virat | vach thir: khang thé don dong khang RSV ciia chudt, vach chimg: khang
hop bao RSV | thé IgG dé khang chudt, dung dich pha loang: Dém Tris — HCI pH 8.0,

Natri azid, Natri clorid, Triton X-100.

- B¢ nhay phan tich: 100%, d6 dac hiéu phan tich: 100%. D¢ nhay 1am
sang: 98.1%, do dac hiéu lam sang: 100%.

- Gi61 han phat hién: Ching Long: 1.54 x 104, A2: 5.6 x 103, 18537: 4.94
x 102, WV/14617/85: 2.2 x 103 TCID50/ml.

- ISO 13485, GMP.

5.121 | Que thir xét - Dung dé phat hién khang nguyén vi riit Rota nhom A trong mau phan
nghiém dinh nguoi.
tinh khang - Thanh phan: Cong hop vang-khang thé don dong khang rotavirus, vach
nguyén vi rat | thir: khéng thé da dong tho khang rotavirus, vach chimg: khang thé dé
Rotanhom A | khang tho. Dung dich pha lodng: Carbonat-Bicarbonat 0.1M, Dém Tris —

HCI, Natri azid

- Khong bi anh hudng bdi: Salmonella typhimurium, Shigella flexneri,
Shigella sonnei, Staphylococcus aureus (chung Cowan san xuét protein
A). Khong bi gay nhiéu béi mau ngudi (1:20 dilution), barium sulfate
(0.25 mg/mL), loper-amide (0.25 mg/mL), metronidazole (0.25 mg/mL),
hemoglobin (0.25 mg/mL), bilirubin (0.25 mg/mL), hoac triglyceride mix
(0.25 mg/mL).

- Khong c6 phan tmg chéo v6i: Albumin huyét thanh bo 0.2 mg/mL,
Escherichia coli 1.8 x 1010 CFU/mL, Enterococcus faecalis 1.8 x 1010




CFU/mL, adenovirs type 40 & 41, Norovirus.
- C6 thé bao quan & nhiét d cao (55+1°C) trong it nhit 6 tuan khi dong
kin, trong diéu kién ban déu. D6 6n dinh sau md (nhiét d6 phong 4-30°C)
trong it nhat 6 tuan.
- B¢ nhay phan tich: 100%, 6 ddc hiéu phan tich: 100%. P9 nhay lam
sang: 94%, d¢ dac hi€u 1am sang: 93.8%. Gidi han phat hién: 1.224 x 103
TCID50/mL. Két qua do lap lai 1a 100%.
- ISO 13485, GMP.
5.122 | Kit tach chiét | Kit tach chiét DNA/RNA ciia virus tir: huyét thanh, huyét tuong, dich no
DNA/RNA tuy, nudce tiéu, dich rira phé quan, dich co thé khong té bao, nudc bot, tim
bong lay miu virus.
- Thé tich mau sir dung: 400 microlit
- Tach chiét ADN/ARN bang hat tir silica
- Cung cép bao gdbm Vit tu tiéu hao can thiét cho qua trinh tach chiét.
- Bao quan ¢ nhiét d6 phong
5.123 | Kit tai lugng Kit dugc dung dé dinh lugng DNA cuia virus viém gan B trong mau huyét
HBV thanh, huyet tuong bang phuorng phap Realtime PCR.
- Pong goi gdm: HBV premix, cic nong do chimg dwong chuan HBV
(HBV SPC tir 1 d&én 5), NTC, dung dich dém SL (SL buffer), Tam film
quang hoc (Tam dén trong suét), Déi chimg ndi IPC DNA.
- Ngudng phat hién (LoD): 6.02 IU/ml
- Gi61 han dinh luong - LoQ: 15 IU/ml
- Bd nhay: 100 % (95% C.197.19 - 100)
- B9 dac hi¢u: 100 % (95% C.196.65 - 100)
- Loai mau: Huyét thanh, huyét trong-EDTA
- Thé tich dém méu 400 microlit
- Bdo quan ¢ nhiét do: tir -15 dén -25 @6 C. 96 test/HOp
5.124 | Bo kit realtime | Kit dugc dung dé phat hién phat hién DNA cua Mycobacterium
PCR xét tuberculosis (MTB) va Non-tuberculous Mycobacteria (NTM) bang phan
nghiém MTB | ung real-time PCR
& NTM - Pong goi gdom: MTB&NTM premix, ching duong MTB&NTM (PC),
NTC - DEPC DW, chimg dwong néi (IPC), DEPC DW, tdm film quang
hoc.
- Ngudng phat hién phan tich: LOD - MTB = 10.0 ban sao/ml, NTM =
77.62 ban sao/ml
- Loai mau: dom, dich phé quan (BAL) hodc nudc tiéu ngudi
- Thé tich mau 400 microlit
- Khong phan tng chéo véi 38 tac nhan
- Bdo quan & nhiét do: tir -18 dén -22 d6 C
5.125 | B kit tach Kit tach chiét DNA ciia mycobacteria tir: dom, dich co thé (dich mang
chiét DNA phoi, BAL,...)
Mycobacteria | - Thé tich mau sir dung: 400 microlit
- Tach chlet theo nguyén ly hat tur
- Cung cép bao gdbm Vit tu tiéu hao can thiét cho qua trinh tach chiét.
- B6 kit sir dung hé thdng hop dém bao quan & nhiét do phong

1.3. Cac yéu cau khac

* Nha thdau phdi ngp cung véi E-HSDT cdc tai liéu sau déy:

P0oi voi toan bo hang hoa:

- Co6 Catalog hoac tai licu k¥ thuat khac cia Nha san xuét ¢ d?ly du no1
dung chimg minh cac dic tinh, thong s k¥ thuat d6i véi cac hang hoa chio thau
(Néu 12 ngdn ngir nude ngoai phai c6 ban dich sang tiéng Viét) c6 day du ndi dung
ching minh thong s6 k¥ thuat ddi véi cac hang hoa tham du thau theo yéu cau cia



E-HSMT va chiu trach nhiém vé ndi dung va tinh chinh xé4c giita ban gdc va ban
dich). Pong thoi, nha thau cin danh dau (Highlight) thong s6 cu thé ciia hang
héa dap ving yéu ciu ky thuat tai E-HSMT trén ca tii liéu Tiéng Anh va Tiéng
Viét.

Ddi v6i hang hoa 13 Thiét bi v té: Nop thém cac tai li€u sau.

- Co gidy chimg nhén dat tiéu chuan quan 1y chat luong ISO 13485 hoic
CE hoac FDA hodc tuong duong cia nha san xuét con hiéu lyc v6i cac mit hang
tham du.

- S Iuu hanh con hiéu lyc bao gdm Sb cong bd tiéu chuan ap dung dbi véi
Thiét bi y té thudc loai A, B do S¢'Y té cap hoic S6 gidy ching nhan ding ky luu
hanh d6i v&i Thiét bi y té thudc loai C, D do BO Y té cip va Két qua phan loai
Thiét bi y té theo quy dinh tai Nghi dinh s 98/2021/ND-CP ngay 08/11/2021,
Nghi dinh s6 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP
ngay 01/01/2025 cua Chinh phu.

Luuy:

- Trong truong hop Nha thau chimg minh hang hoa chao thau khong phai
1a Thiét bi y t& (Thiét bi phong thi nghiém hodic thiét bi thi nghiém diing trong y
té hodic thiét bi phu tro dimg cho y té) thi Nha thau khong can nop S6 luu hanh va
Két qua phan loai Thiét bi y té cho hang hoa do.

- Nha thau phai cam két hang hoa chao thau da duoc ké khai gia (Dbi véi
hang hoa bat budc ké khai gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT
ngay 03/11/2024 ctiia B Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10,
Piéu 1, Nghi dinh 07/2023/NB-CP ngay 03/03/2023 va cam két gia ban khong
cao hon gid ké khai hoac gid niém yét theo Khoan 1, Diéu 18, Nghi dinh $6
85/2024/ND-CP ngay 10/07/2024 & Piém 7, Khoan 18, Piéu 1, Nghi dinh
07/2023/ND-CP ngay 03/03/2023.

- Nha thau c6 cam két tai thoi diém d6i chiéu tai liéu hodc hoan thién hop
ddng: Nha thau phai ndp cac tai liéu chimg minh kha ning cung ng hang héa
¢6 ngudn goc rd rang va hop 1§, nham dam bao dap tmg yéu cu vé niang luc k¥
thuat theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat dau
thau s 22/2023/QH15. Truong hop Nha thau khong thé cung cap tai lidu ching
minh, Nha thau s& khong du diéu kién xét tring thau theo huéng dan tai Khoan
19 Biéu 140 Nghi dinh s6 214/2025/ND-CP.

Ddi v6i yéu cau lap dit, giao hang, tudi tho cua hang hoa:

- Cam két tat ca hang hoa cung cap mai 100%, chua qua st dung, c6 nguon
goc xuat xu r0 rang, con nguyén dai, nguyén kién theo quy cach dong goi cua nha
san xuat.



- Giao hang trong vong 03 ngay lam viéc ké tir ngdy nhan dugc don hang /
yéu cau cia Chu dau tu. Giao hang trong vong 12 gio trong truong hop cap ctru
hoic cac tinh hudng khan cap dot xuét.

- Tai budc ddi chiéu tai lidu, dbi voi hang héa 1a hoa chat xét nghiém, nha
thau cung cip hang héa dé Bén mua tién hanh Xac nhan gia tri st dung cua
phuong phap trong Quan Iy chat lugng xét nghiém theo Quyét dinh s 2429/QP-
BYT ngay 12/06/2017 ctia BO Y té; trong trudng hop thir nghiém hang héa thuc
té khong dap wng ding tinh ning k§ thuat da chao tai E-HSDT va yéu cau
ky thuit ciia E-HSMT thi duoc hiéu nha thau khong dap vng danh gia vé ky
thuat. Trong trudng hop nha thiu khong dong ¥ cung cap hang hoa thir nghiém
tai budc doi chiéu tai liéu, hang hoa cung cap theo Hop dong sau khi Bén mua thur
nghiém khong dap tmg duogc Quyét dinh s6 2429/QD-BYT ngay 12/06/2017 cua
B0 Y té, nha thau sé& bi chim dit hop dong va Bén mua sé& ra Quyét dinh xu 1y vi
pham va ding tai 1én Hé thong mang dau thau Quéc gia.

Muc 2. Bian vé: Khong c6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
dugc yéu cau s& duoc to chirc tai Bénh vién Pa khoa Hoa Binh; Dia chi: DPuong
Cu Chinh Lan, phudng Hoa Binh, tinh Phu Tho. Hang hoa nha thau cung cap
trudc khi dugce nghiém thu s& duoc bén moi thau kiém. Bat cir hang hoa nao khong
dam bao chat lugng theo yéu cau cia E-HSMT va E-HSDT sé& khong dugc nghiém
thu.



