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Phin 2. YEU CAU VE KY THUAT
Chuong V. YEU CAU VE KY THUAT

1. Gi6i thiéu chung vé goi thau

- Chu dau tu: Trung tim Y té Kim Thanh.

- Tén g6i thau: Hoa chat sinh hoa cho may AU 480.

- bia diém thuc hién: Trung tim Y té Kim Thanh.

- Hinh thirc d4u thau: Dau thau rong rii, trong nude, qua mang.
- Phuong thirc d4u thau: 01 giai doan 01 ti hd so.

- Thoi gian thuc hién géi thau: 12 thang, ké tir ngay hop dong c6 hiéu luc.
- Ngudn vén: Ngudn thu su nghiép.

2. Yéu cau vé ky thuit

2.1 Tai liéu chitng minh vé tinh hop 1é ciia hang héa:

a. Tai liéu ky thuat caa hang hoa:

- Hang hoa chao thau phai 6 tai liéu ching minh ngudn gdc xuit x 1 rang,
hop phap, méi 100%. Nha thau phai néu rd ky, ma hiéu, nhin mac (néu c6) va xuat
xUr cua hang hoa.

- Tai liéu k¥ thuat, catalogue ctia san pham do nha san xuat cong bd. Tai liéu
phai duoc thé hién bang tiéng Viét. Hang hoa nhap khau phai kém tai liéu tiéng Anh
cua hing san xuét (Cdc tai liéu bang tiéng nude ngodi phdi dwoc dich thudt ra tiéng
Viét va Nha thau chiu trach nhiém vé tinh trung thuc cua ban dich).

- Nha thau phai danh dau (highlight) théng sb cu thé cua hang hoéa dép tng
yéu cau k¥ thuat tai E-HSMT trén ca tai liéu Tiéng Viét va Tiéng Anh (néu co).
Truong hop can thiét, Chu dau tu c6 thé yéu cau bd sung Ban phat hanh c6 xac nhan,
dong diu ciia Hang san xuat hodc Hang chu s hitu kém ban dich thuat cong ching
ctia co quan ¢ thdm quyén; Trong truong hop c6 su sai khac giita ban dich va ban
gbc thi Chu dau tu s& danh gia dua vao ban gdc;

b. P6i v6i hang héa 1a thiét bi y té, cung cap cac tai liéu sau:

- Ban phan loai thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP,
Nghi dinh s 07/2023/ND-CP, Nghi dinh s6 04/2025/ND-CP, Thong tu s
05/2022/TT-BYT va cac quy dinh phap luat hién hanh.

- S6 luu hanh/Gidy phép nhap khau, con hiéu luc hodc duge nhap khau theo
quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP, Nghi dinh
04/2025/ND-CP, Thong tu s6 05/2022/TT-BYT ngay 01/8/2022 va cac quy dinh
phap luat hién hanh cuy thé:
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+ Dbi véi thiét bi y té loai A, B: S6 cong bd va Phiéu tiép nhan (hodc Phiéu
thong tin) HO so cong bd tiéu chuan ap dung cua thiét bi y té trén Cong thong tin
dién tir BO Y té;

+ Pdi véi thiét bi y té loai C, D: Gidy chtrng nhan dang ky luu hanh hoic gidy
phép nhap khau theo quy dinh tai Diéu 1 Nghi dinh s6 04/2025/ND-CP va céc quy
dinh phap luat hién hanh.

- S6 cong bd va Phiéu tiép nhan (hodc Phiéu thong tin) ho so cong bd du diéu
kién san xuat doi voi thiét bi y t€ san xuat trong nudc theo quy dinh tai Nghi dinh s6
98/2021/ND-CP va cac quy dinh phap luat hién hanh.

- Giay chimg nhan nha san xuat dap ung tiéu chuan chat luong ISO 13485
hodc tuong duong.

c. Po6i véi hang héa 1a héa chit thong thwong, hang héa khong phai la
thiét bi y té, cung cap cac tai liéu sau:

- Gidy chtng nhan nha san xuét dap tng tiéu chuan chit luong ISO 9001 hoic
ti€u chuan chat luong ma nha san xuat cong bo ap dung hoac tuong duong (con hiéu
luc toi thi€u den thoi diém dong thau).

2.2 Cam két ciia nha thiu: Nha thau phai cung cap ban cam két thé hién
day dua cac ndi dung cam két nhu sau:

- Céc thong tin trong E-HSDT Ia chinh x4c, hop phap va chiu hoan toan trach
nhiém trudc phap luat vé cac ndi dung trén.

- Tai liéu k¥ thuat, catalogue ctia san pham 13 do nha san xuat cong bd. Truong
hop Chu dau tu phat hién nha thau lam gia hodc lam sai léch thong tin hodc cb y
cung cip thong tin, tai liéu khong trung thyc trong E-HSDT thi Chu dau tu s& loai
bo E-HSDT ctia nha thau va nha thau sé& bi coi 14 gian 1an theo quy dinh tai khoan 4
Piéu 16 cta Luat Pau thau va bi xtr 1y theo quy dinh tai khoan 1 Piéu 133 cua Nghi
dinh 214/2025/ND-CP.

- Hang ho4 cung ting dam bao dung theo E-HSDT, Quyét dinh tring thau da
duoc phé duyé¢t va phu luc dinh kém hop dong. Khi mét hang tring thau c6 nhiing
thay do6i1 thong tin da chao thau (Co sé san xuat, s6 dang ky, quy cach san pham, ...)
thi phai thong bao cho Chu dau tu bang van ban dé Chu dau tu xem xét.

- Hang hoéa cung timg méi 100%, du diéu kién luu hanh theo quy dinh cua
phap luat hién hanh.

- Nha thau cam két co nang lyc thuc hién cac nghia vu bao hanh, bao tri, duy
tu, bao dudng, sura chira, cung cap phu tung thay thé hodc cung cap cac dich vu sau
ban hang theo yéu cau cia E-HSMT.

- Cam két thu hoi hang hoa trong trudng hop da giao hang nhung khong dam
bao chat lugng, hoac c6 thong bao thu hoi cua co quan cd tham quyén ma nguyén
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nhan khong do 16i ctia Chu dau tu trong thoi gian < 5 ngay ké tir ngay nhan duoc
thong bao cua Chu dau tu.

- Nha thau cam két giao cho chu dau tu khi giao hang: Déi v6i hang hoa nhap
khau: Ban gdc hodc ban sao cong chimg Gidy ching nhan xuat xir (CO), Gidy chung
nhan chat luong (CQ); Ban sao to khai hai quan, van don, packing list, Gidy phép
nhap khau theo quy dinh hién hanh va cac tai liéu chimg minh thiét bi dugc thong
quan hop phap véi dy du thong tin vé hang héa nhu trong hop dong. Di voi hang
hoa san xut tai Viét Nam: Gidy chimg nhan chat luong xuat xudng ddi véi cac thiét
bi san xuat trong nude; SO luu hanh néu hang hoa 1a thiét bi y té.



theo Ho so' moi thau.

2.2 Yéu ciu k§y thuit chi tiét
Yéu cau thong sd ki thuat quy dinh trong myc nay la t6i thiéu, nha thdu cé thé chao thau nhiing hang héa cé thong
s6 ky thudt twong duong hodc tot hon. (Bat ky thuong hiéu, ky ma hiéu (néu co) trong tiéu chuan k¥ thuat chi tiét 1a dé minh
hoa cac tiéu chudn chat lugng, tinh nang ky thuat. Vi vay nha thau c6 thé chao cac hang hoa co thuong hi€u, ky ma hiéu khac
nhung phai dam bam tiéu chuan ky thuat, déc tinh k¥ thut, tinh ndng sir dung “twong duong” hoéc ° ‘t6t hon” so véi yéu cau
cua E-HSMT). Nha thau c6 quyén chao Quy cich déng géi khdc, mién sao ddp irng dwoc khoi lwong sir dung toi thiéu
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- Nha thau phai c6 bang dap tng vé k¥ thuét cia hang héa chio thau theo cac mau sau:
+ Bang dap ung tinh phap ly hang héa (file word/excel dinh kem E-HSDT):

Ky " . J
mﬁ Tén nha Titu chud So luu
n . |Ma hang héa 3 At i i ieu chuan hanh
Tén | Tén thwong mai N hiéu / saclilzusz(;, Phan logi trang thietbiyte | .. . | chatlwgng g‘g} ::;;
TT | hang |(lyu § trong trwong| < 4P 412 | Nhan | ~'" ! | theo Nghj dinh 98/2021/Np-| " Y PP | 150, CE, ... | % Tai liéu san phim
. . 2| dbi voi Vat . |hitu (néu ban hang Ghire | $4n TTBYT
héa | hop 1a vat tu y ) & | mAC | Nudt Cp (Chiro | him | hoie
tiry té) san ) ngay het han) p N
2 X GPNK
pham
1 |Theo Tén hang hoa: |- D61 vai vat tu Néu rd hang hoa duoc phan | Ghi rd day - Catalog, Brochure, Huéng
HSMT| -Doivéivattuyte |y t€la ma hang loai nao kém theo s vin ban | du toan bo dan sir dung (néu co).
theo quy dinh tai héa theo quy hap 19 nhu sau: A trinh:
Thong tu sb dinh tai Thong phap ty ’ qA " - Tem nhan, hinh anh thuc
04/2017/TT-BYT ngay|  twsd - S6 cong bb tidu chuan ap g;n cu Itll}e i & (néu co).
14/4/2017; Thong tu | 04/2017/TT- | 1y dung déi véi trang thiét bj y t&| Sy sohuu | Theo hang |y, Th ot han Khi
$624/20205/TT-BYT | BYTngay | oo 0| Theo |7 80 VO1Hang Y T TBYT hode| hoa thue & | wasl | 29 |- Chimg tir nhap khau tham
. . hang |, . , thudc loai A, B \ : v hang hang X X
ngay 30/6/2025 ctia Bo|  14/4/2017, hoa hang héa s6 luu hanh | (Ghird ngdy | hoa hoa khéao (néu co).
truéng BO Y t€ va cac | Thong tu s . & | -Hoic S4 gidy ch 4 < % . . N . .
mczngb >0 e € va cae 24 /gggs}rTs; thuc te thyc € Hoa,c S0 glay cthg’phan hodc GPNK -|  héthan) | thyc té | thuc té | - Tai liéu chitng minh hang
Vvan ban fien quan T dang ky luu hanh doi véi trang | < Nha phan hoa di duoc ke khai i
- Poi véi cac hang hdéa| BYT ngay thiét bi v t thuée loai C. D . p oa a’ uocC ? a1 glaa
khac 1a TTBYT la theo| 30/6/2025 cua fetbryfetitocfoatt L Iphoi (néu o) trang thiét bi y té trén Céng
Bo truong Bo ->Nha thau thong tin dién tir cia B0 Y

K& khai gia.

Y té va cac van

ban lién quan

- Hodc Bang phan loai
TTBYT A,B,C,D

té (Néu c0).
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- Nha thau phai c6 bang dap tung vé k¥ thuat cia hang hoa chio thau so sanh voi yéu cau ky thuat cia E-HSMT (dinh kém
file word/excel tai E-HSDT):

STT | Yéu cau ky thuit ciia Ho so moi thau | Pap wng ky thuat cia Ho so dy thau | Tai liéu ky thuit tham chiéu trong E-HSDT
(1) (2) 3) “4)
e o MO ta hang hoa ciia E-HSDT (chi tiét Trang ... cua Catalog/Tai liéu k¥ thuat ...
1 Mo ta hang hoa cia E-HSMT dép (g timg muc) thuéc E-HSDT

Chi tiét thong tin hang h6a moi thiu:

Xuat A
STT| Ténhianghéa | xi/Ving Théng sé k§ Thuat Quy cich déng goi I;f)‘:l“ PVT | SL
lanh tho :
Héa chét cho may AU 480
Hoba chét dung cho xét nghiém dinh lugng albumin; Thanh
. phan: Succinate buffer (pH 4,2) 100 mmol/L; Bromocresol
Pinh luong ; iy
Albumin trong green Q,2 mmol/L; Phuong phép: Bromocresol (?reen; Dai A A
1 huvé - EU tuyén tinh: 15 — 60 g/L (1,5 — 6,0 g/dL); Budc song: 600 4x29ml /Hop B Hop 2
uyét thanh va ) Cx X % VA 1me 1ot
huyé { tuong nm; LO:?ll mau: Hl‘lyet tPanh, huyét tu:(n}g, bo lap lalﬂ.'CV <
3%; D9 chum toan phan: CV <3%; SO luong test toi
thiéu/l mL: 17 test
Hoa chat dung cho xét nghiém dinh lugng bilirubin toan
phﬁn; Thanh phﬁn: Cafein 2,1 mmol/L; 3,5 Dichlorophenyl
Pinh luong diazonium tetrafluoroborat 0,31 mmol/L; Chit hoat dong bé
2 | Bilirubin toan EU mat; Phuong phap: DPD; Dai tuyén tinh: 0,5-513 pmol/L 4x40ml+4x40ml /Hop B Hop 2
phan (0,03-30 mg/dL); Budc song: 540nm; Loai mau: Huyét
thanh, huyét tuong; DO 1ap lai: CV < 3,0%; D6 chum toan
phr:?m: CV <5,0%; S6 lugng test tdi thiéu/1 mL: 16 test
3 Pinh luong EU Hoa chit dung cho xét nghi€ém dinh lugng bilirubin tryc 4x20ml+4x20ml /Hop B Hop )

Bilirubin truc tiép

tiép; Thanh phan: 3,5 Dichlorophenyl diazonium
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STT

Tén hang héa

Xuat
xu/V l‘lng
1anh tho

Thong s6 ki Thuét

Quy cach dong goi

Phén
loai

bVT

SL

tetrafluoroborate 0,08 mmol/L; Phuong phap: DPD; Dai do:
0,9 — 171 pmol/L (0,05 — 10 mg/dL); Budc séng: 570 nm;
Loai mau: Huyét thanh, huyét twong; Do lap lai: CV < 5%;
Do chum toan phﬁn: CV <7,5%; S6 lugng test tdi thiéu/1
mL: 16 test

Dinh luong
Creatinin

EU

Hoa chat dung cho xét nghiém dinh lugng creatinine;
Thanh phan: Natri hidroxit 120 mmol/L; Axit picric 2,9
mmol/L; Phuong phap: Jaffé method; Dai tuyén tinh: Huyét
thanh/ huyét twong: Phuong phép A: 5 — 2200 umol/L (0,06
— 25,0 mg/dL); Phuong phap B: 18 — 2200 umol/L (0,2 —
25,0 mg/dL), Nudc tiéu: 88 — 35360 pmol/L (1 — 400
mg/dL); Budc song: 520 nm; Loai mau: Huyét thanh,
huyét tuong, nudc tiéu; Do lap lai: CV <3%; Do chum toan
phan: CV < 5%; Sb luong test tdi thiéu/l1 mL: 4 test

4x51ml+4x51ml /Hop

15

Pinh luong
Chplesterol toan
phan

EU

Héa chat dung cho xét nghi€ém dinh luong cholesterol;
Thanh phan: Dung dich dém photphat (pH 6,5) 103
mmol/L; 4-Aminoantipyrine 0,31 mmol/L; Phenol 5,2
mmol/L; Cholesterol esterase > 0,2 kU/L (3,3 pkat/L);
Cholesterol oxidase > 0,2 kU/L (3,3 pkat/L); Peroxidase >
10 kU/L (166,7 pkat/L); Phuong phap: Enzymatic; Dai
tuyén tinh: 0,5 — 18,0 mmol/L (20 — 700 mg/dL); Budc
song: 540 nm; Loai mau: Huyét thanh, huyét tuong; Do lap
lai CV < 3% Do chum toan phan: CV < 3%; S luong test
tbi thiéu/1 mL: 22 test

4x22.5ml /Hop

Hop

15

Po hoat d0 GGT
(Gama Glutamyl
Transferase)

EU

Héa chat dung cho xét nghiém dinh lugng GGT; Thanh
phan: Glycylglycine, pH 7,7 (37°C) 150 mmol/L; L-y-
glutamyl-3-carboxy-4-nitroanilide 6 mmol/L; Phuong
phap: Dua trén khuyén cdo cua IFCC; Dai tuyén tinh: 5 -
1200 U/L (0,08 — 20,00 pkat/L); Budc song: 410 nm; Loai

4x40ml+4x40ml /Hop

Hop
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STT

Tén hang héa

Xuat
xu/V l‘lng
1anh tho

Thong s6 ki Thuét

Quy cach dong goi

Phén
loai

bVT

SL

mau: Huyét thanh, huyét tuong; bo 1ap lai: ,CV < 5%:; Bo
chum toan phan: CV < 10%; S6 lugng test t61 thi€u/1 mL: 3
test

Pinh luong
Glucose

EU

Hoa chat dung cho xét nghiém dinh luong glucose; Thanh
phan: Dung dich dém PIPES (pH 7,6) 24 mmol/L; ATP >2
mmol/L; NAD+ > 1,32 mmol/L; Mg2+ 2,37 mmol/L;
Hexokinase > 0,59 kU/L; G6P-DH > 1,58 kU/L ; Phuong
phap: Enzymatic (hexokinase method); Dai tuyén tinh:
Huyét thanh/ huyét twong/ dich ndo tiy: 0,6 — 45,0 mmol/L,
Nuée tiéu: 0,2 — 45 mmol/L; Buéc song: 340 nm; Loai
mau: Huyét thanh, huyét tuong, nudc tiéu va dich nio tay;
Do l1ap lai: CV <3%; B chum toan phr:?ln: CV <5%; Sb
luong test toi thiéu/1 mL: 13 test

4x53ml+4x27ml /Hop

10

bo hoat 3o AST
(GOT)

EU

Hoa chat dung cho xét nghiém dinh lugng AST; Thanh
phan: Tris buffer, pH 7,65 (37°C) 80mmol/L; L-aspartate
240mmol/L; 2-Oxoglutarate 12mmol/L; LDH > 0,9kU/L;
MDH > 0,6kU/L; NADH 0,2mmol/L ; Phuong phap: Dya
trén khuyén céo ctia IFCC; Dai tuyén tinh: 3 — 1000 U/L
(0,05 — 16,7 pkat/L); Budc song: 340 nm; Loai mau: Huyét
thanh, huyét tuong; Do 1ap lai: CV <5%; B3 chum toan
phan: CV < 10%; S6 lugng test ti thiéu/1 mL: 10 test

4x25ml+4x25ml /Hop

Hop

75

bo hoat d0 ALT
(GPT)

EU

Hoba chét dung cho xét nghi¢m dinh lugng ALT; Thanh
phan: Tris buffer pH 7,15 (37°C) 100mmol/L; L-Alanine
500mmol/L; 2-Oxoglutarate 12mmol/L; LDH 1,8kU/L;
NADH 0,2mmol/L; Phuong phap: Dya trén khuyén céo cua
IFCC; Dai tuyén tinh: 3 — 500 U/L (0,05 — 8,33 pkat/L);
Budc song: 340 nm; Loai mau: Huyét thanh, huyét tuong;
Do lap lai: CV <5%; D6 chum toan phr:?ln: CV < 10%; S6
luong test toi thiéu/1 mL: 6 test

4x50ml+4x25ml /Hop

Hop

75
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Xuat A
STT| Ténhianghéa | xi/Ving Théng s6 ki Thuat Quy cich déng géi I;f)‘:l“ PVT | SL

1anh tho :
Hoa chat dung cho xét nghiém dinh luong HDL-
cholesterol; Thanh phan: Khang thé khang B-lipoprotein &
nguoi; Cholesterol esterase (CHE) 0,8 IU/mL; Cholesterol
oxidase (CHO) 4,4 IU/mL; Peroxidase (POD) 1,7 IU/mL;

Dinh luong HDL- Ascorbate Oxidase 2 IU/mL; Dung dich dém Good's (pH 7)

10 C (High density G7 30 mmol/L; N-Ethyl - N - (2-hydroxy-3-sulfopropyl) - 3,5- 4x51.3ml+4x17.1ml B Hop 9
lipoprotein dimethoxy - 4 fluoroaniline (F-DAOS) 0,2 mmol/L; 4- /Hop i
Cholesterol) Aminoantipyrine 0,67 mmol/L; Phuong phap: Enzymatic;

Dai tuyén tinh: 0,05 - 4,65 mmol/L (2 -180 mg/dL); Loai

mau: Huyét thanh, huyét twong; Do 1ap lai: CV < 3,0%; Do

chum toan phan: CV < 4,0%; S lugng test tdi thiéu/1 mL:

4 test

Ho4 chit hiéu chuan dung cho xét nghiém dinh lwong HDL-
Hoéa chat hiéu Cholesterol; Thanh phan: Huyét thanh nguoi dang bot

11 |chudn cho xét G7 dong kho chira HDL-Cholesterol (nguoi); Gia tri chét hiéu 2x3ml /Hop B Hop 2

nghi¢ém HDL chuan c6 thé duoc truy xuit theo phuong phap tham chiéu
HDL-cholesterol cia US CDC (Centre for Disease Control)
. Lk Hoa chat kiém chung cho xét nghiém HDL/LDL-
Hoéa chat kiém \ A Z “ A
ching cho  xét Cholesterol; Thanh phan: Huyét thanh nguoi dang dong A
= kho ¢6 chira HDL-Cholesterol va LDL-Cholesterol (nguoi); 3x5ml+3x5ml/ Hop .

12 | nghiém . B Hop 4
HDL/LDL- Chét kiém chuing 2 muc; Céc gia tri co thé duoc truy Xudt (Hop 6 1o)

Cholesterol theo phuong phéap tham chlgu HDL va LDL-cholesterol
cua US CDC (Centre for Disease Control)
Hoba chat dung cho xét nghi¢m dinh lugng LDL-cholesterol;
Dinh lugng LDL - Thanh phan: Cholesterol esterase 3,7 IU/mL; Cholesterol

13 C (Low density G7 oxidase 3,7 IU/mL; Peroxidase 4,9 IU/mL; Natri azit 0,1%; 4x51.3ml+4x17.1ml B Hop 4
lipoprotein Dung dich dém cua Good (pH 6,8) 25 mmol/L; 4- /Hop i
Cholesterol) aminoantipyrine 0,8 mmol/L; Catalase 743 IU/mL; HDAOS

0,47 mmol/L; Phuong phap: Enzymatic; Dai tuyén tinh:
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STT

Tén hang héa

Xuat
xu/V l‘lng
1anh tho

Thong s6 ki Thuét

Quy cach dong goi

Phén
loai

bVT

SL

0,26 - 10,3 mmol/L (10 - 400 mg/dL); Budc song: 600 nm;
Loai mau: Huyét thanh, huyét tuong; Do 1ap lai: CV <
3,0%; Do chum toan phan: CV < 4,0%; Sb luong test toi
thiéu/1 mL: 4 test

14

Héq chat
chuan cho
nghi¢ém LDL

hiéu
xét

G7

Héa chat hiéu chuan cho xét nghiém LDL-Cholesterol,
Thanh phan: Huyét thanh ngudi dang bot dong kho chira
LDL-Cholesterol (ngudi).; Gia tri chat hiéu chuén c6 thé
duoc truy xuét theo phuwong phap tham chiéu LDL-
cholesterol cua US CDC (Centre for Disease Control)

2x1ml /Hop

Hop

15

Pinh luong
Protein toan phan

EU

Hoa chat dung cho xét nghiém dinh lugng protein toan
phan; Thanh phan: Natri hydroxyd 200 mmol/L; Kali natri
tartrat 32 mmol/L; Déng sulphat 18,8 mmol/L; Kali iodid
30 mmol/L; Phuong phép: Photometric; Dai tuyén tinh: 30—
120 g/L (3-12 g/dL); Budc séng: 540nm; Loai miu: Huyét
thanh, huyét tuong; DO 1ap lai: CV < 3,0%; Do chum toan
phr:?m: CV <4,0%; S6 lugng test tdi thiéu/1 mL: 10 test

4x25ml+4x25ml /Hop

Hop

16

Pinh
Triglycerid

lwong

EU

Hoa chat dung cho xét nghiém dinh lugng triglyceride;
Thanh phan: Pém PIPES (pH 7,5) 50 mmol/L; Mg2+ 4,6
mmol/L; MADB 0,25 mmol/L; 4-Aminoantipyrine 0,5
mmol/L; ATP 1,4 mmol/L; Lipases 1,5 kU/L (25 pkat/L);
Glycerol kinase 0,5 kU/L (8,3 pkat/L); Peroxidase 0,98
kU/L (16,3 pkat/L); Ascorbate oxidase 1,48 kU/L (24,6
pkat/L); Glycerol-3-phosphate oxidase 1,48 kU/L (24,6
ukat/L); Phuong phap: Enzym; Dai tuyén tinh: 0,1 — 11,3
mmol/L (10 — 1000 mg/dL); Budc song: 660 nm; Loai
mau: Huyét thanh, huyét trong; D¢ 1ap lai: CV < 3,0%; Do
chum toan phan: CV < 5,0%; S6 lugng test ti thiéu/1 mL:
8 test

4x50ml+4x12.5ml /Hop

15
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STT

Tén hang héa

Xuat
xu/V l‘lng
1anh tho

Thong s6 ki Thuét

Quy cach dong goi

Phén
loai

bVT

SL

17

Dinh lugng Ure

EU

Hoa chat dung cho xét nghi€ém dinh lugng uré; Thanh phan:
"Pém Tris 100 mmol/L; NADH > 0,26 mmol/L; Tetra Natri
diphosphat 10 mmol/L; EDTA 2,65 mmol/L; 2-
Oxoglutarat > 9,8 mmol/L; Urease > 17,76 kU/L; ADP >
2,6 mmol/L; GLDH > 0,16 kU/L.; Phuong phap: GLDH,
do UV dong hoc; Dai tuyén tinh: Huyét thanh, huyét tuong:
5-300 mg/dL (0,8-50,0 mmol/L) Nuéc tiéu: 60-4500
mg/dL (10-750 mmol/L); Loai mau: Huyét thanh, huyét
tuong, nudc tiéu; DO 1ap lai: CV < 5%; Do chum toan phan
CV < 10%; Sb lugng test ti thiéu/1 mL: 9 test

4x53ml+4x53ml /Hop

Hop

10

18

Dinh lugng Acid
Uric

EU

Héa chat dung cho xét nghiém dinh lugng axit uric; Thanh
phan: Pém phosphat (pH 7,5) 42 mmol/L; MADB 0,15
mmol/L; 4-Aminophenazon 0,30 mmol/L; Peroxidase > 5,9
kU/L (98 pkat/L); Uricase > 0,25 kU/L (4,15 pkat/L);
Ascorbat Oxidase > 1,56 kU/L (26 pkat/L); Phuong phap:
Uricase; Dai tuyén tinh: Huyét thanh, huyét twong: 1,5-30
mg/dL (89-1785 pmol/L), Nudc tiéu: 2-400 ) mg/dL (119-
23800 pmol/L); Budc song: 660nm; Loai mau: Huyét
thanh, huyét tuong, nudce tiéu; Do lap lai: CV <3%; bo
chum toan phan: CV < 5,0%; S6 lugng test t6i thiéu/1 mL:
11 test

4x30ml+4x12.5ml /Hop

19

bo hoat do
Amylase

EU

Hoa chat dung cho xét nghiém dinh luong a-amylase;
Thanh phan: MES (pH 6,05) 36,1 mmol/L; Canxi axetat
3,60 mmol/L; NaCl 37,2 mmol/L; Kali thiocyanate 253
mmol/L; CNPG3 1,63 mmol/L; Phuong phap: CNPG3; Dai
tuyén tinh: Huyét thanh/ huyét twong: 10 — 2000 U/L (0,2 —
33,3 pkat/L), Nudc tiéu: 5 — 4800 U/L (0,1 — 80 pkat/L) ;
Budc song: 410 nm; Loai mau: Huyét thanh, huyét twong,

4x40ml /Hop

Hop
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nudc tiéu; l—?cf) lap lai: C\{ < 5,9%; Do chum toan phan: CV
<10,0%; So lugng test to1 thi€u/1 mL: 5 test

20

Po hoat d0 CK
(Creatine kinase)

EU

Hoa chat dung cho xét nghi€ém dinh lugng CK; Thanh phén:
Immidazole (pH 6,5, 37°C) 100 mmol/L; NADP 2,0
mmol/L; ADP 2,0 mmol/L; AMP 5,0 mmol/L; EDTA
2,0 mmol/L; Glucose 20 mmol/L; Creatine phosphate 30
mmol/L; N-acetylcysteine 0,2 mmol/L; Activator 26
mmol/L; Mg2+ 10 mmol/L; Diadenosine pentaphosphate
0,01 mmol/L; HK > 4,0 kU/L; G6P-DH > 2,8 kU/L;
Phuong phap: Dua trén khuyén céo cua IFCC; Dai tuyén
tinh: 10 — 2000 U/L (0,17 — 33,33 pkat/L); Budc song: 340
nm; Loai mau: Huyét thanh, huyét tuong; Do 1ap lai: CV <
5%; Do chum toan phan: CV < 10%; S6 luong test tdi
thiéu/1 mL: 6 test

4x44ml+4x8ml+4x13ml
/Hop

21

Po hoat d0 CK-
MB (Isozym MB
of Creatine kinase)

EU

Héa chat dung cho xét nghi€ém dinh luong CK-MB; Thanh
phan: Dung dich dém imidazole (pH 6,7) 100 mmol/L;
Diadenosine-pentaphosphate 0,01 mmol/L; Hexokinase
(HK) >4 kU/L; EDTA 2 mmol/L; NADP 2 mmol/L;
Glucose 20 mmol/L; G6P-DH > 2,8 kU/L; Creatine
phosphate 30 mmol/L; ADP 2 mmol/L; N-Acetylcysteine
0,2 mmol/L; Mg-Acetate 10 mmol/L; Chét hoat hoa 26
mmol/L; AMP 5 mmol/L; Khang thé khang tiéu don vi CK-
M; Phuong phap: Uc ché mién dich enzym; Dai tuyén tinh:
10 —2000 U/L (0,17 — 33,33 pkat/L); Budc song: 340 nm;
Loai mau: Huyét thanh, huyét twong; Do lap lai: CV < 5%;
Do chum toan phﬁn: CV <6,5%; S6 lugng test tdi thiéu/1
mL: 6 test

2x22ml+2x4ml+2x6ml
/Hop

Hop
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lanh tho :
, £ A Chét hiéu chuan dung trong xét nghi¢m CK-MB; Thanh
Hoax chat hle,u phan Huyet thanh nguoi dong kho chtra isoenzym creatine R R n
22 Chuz.lfl cho ~ xet G7 kinase-MB; Gia tri duoc chuan héa theo CK total IFCC 6 x Iml/Hop (Hop 610) | C Hop 2
nghi¢m CK-MB
Reference Method
Héq chat kiém Vat liéu kjém soét’ muc 1 dung trong xét nghiém CK-MB;
chuan mtc 1 cho Thanh phan: Huyét thanh nguoi dang bot dong kho chira R R n
23 xét nghiém CK- G7 isoenzyP;n creatir? kinase-Mg (CK-M%); Gia t%i duoc chuin 9 x 2ml/ Hop (Hop 9 lo) C Hop 2
MB hoa theo CK total IFCC Reference Method
Héq chat kiém Vat liéu kjém soét’ muc 2 dung trong xét nghiém CK-MB;
chuan mtrc 2 cho Thanh phan: Huyét thanh nguoi dang bot dong kho chira R R n
24 xét nghiém CK- G7 isoenzyP;n creatir? kinase-Mg (CK-M%); Gia t%i duoc chuin 9 x 2ml/ Hop (Hop 9 lo) C Hop 2
MB hoa theo CK total IFCC Reference Method
Hoa chit dung cho xét nghiém dinh lugng canxi; Thanh
phan: Imidazol (pH 6.9); Arsenazo III 0,02%; Phuong
phap: Arsenazo III; Dai tuyén tinh: Huyét thanh, huyét
Pinh lugng Calci tuong: 1 — 5 mmol/L (4 — 20 mg/dL); Nuéc tiéu: 0,1 — 10 o A
25 toan phan EU mmol/L (0,4 — 40 mg/dL); Budc song: 660 nm; Loai mau: 4x29ml /Hop B Hop !
Huyét thanh, huyet tuong, nudc tiéu; D¢ lap lai <3%; Do
chum toan phan <4%: S6 lugng test tbi thiéu/1 mL: 32
test
Huyét thanh hiéu chuan cho cac xét nghiém sinh hoa
thuong quy; Thanh phan: Huyét thanh ngudi, cac enzym tir
Héq chit hiéu nguoi, dong vat va thuc vat: Alkaline Phosphatase, ALT, 20x5ml/ Hop (Hop 20
26 | chuan cho cac xét G7 AST, Amylase, Cholinesterase, CK-NAC, GGT, LDH, 10') ; B Hop 20
nghiém sinh hoa Albumin, Creatinine, Cholesterol, Glucose, Lactate, Lipase, ;
Protein toan phﬁn, Triglycerid, UIBC, Ure, Uric Acid,
Bilirubin, Phospho v6 co, Calci, Sit, Magnesi
27 Hoa chat kiém G7 Chat kiém chimng cho cac xét nghiém sinh hoa thuong quy 1x5ml /Lo B Lo 30

ching muc 1 cho

murc 1; Thanh phan: Huyét thanh nguoi dang dong kho
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1anh tho :
cac xét nghiém chira hoa chat phu gia va cic enzyme thich hgp c6 nguon
sinh hoa gbc con ngudi va dong vat: Bilirubin-Total va Direct,
Cholinesterase, ALP, ALT, Amylase, AST, CK-NAC,
GGT, GLDH, LDH,; Lipase, Inorganic Phosphorus,
Triglyceride, Albumin, Calcium, Chloride, Cholesterol,
Creatinine, Glucose, Iron,Lactate, Lithium, Magnesium,
Potassium, Sodium, Total Protein,; UIBC, Urea & Uric
Acid, IgA, IgG, IgM, APO Al.
Chat kiém chtng cho cac xét nghiém sinh hoa thuong quy
murc 2; Thanh phan: Huyét thanh ngudi dang dong kho
chira hoa chit phu gia va cc enzyme thich hgp c¢6 ngudn
Hoéa chat kiém gbc con ngudi va dong vat: Bilirubin-Total va Direct,
ching muac 2 cho Cholinesterase, ALP, ALT, Amylase, AST, CK-NAC,
28 cac gxét nghi¢m G7 GGT, GLDH, LDH, Lipase, Ino}r]ganic Phosphorus, Ix5ml /Lo B Lo 30
sinh hoa Triglyceride, Albumin, Calcium, Chloride, Cholesterol,
Creatinine, Glucose, Iron, Lactate, Lithium, Magnesium,
Potassium, Sodium, Total Protein, UIBC, Urea, Uric Acid,
IgA, IgG, IgM, APO A1l
Chit chudn dién Chat hiéu chuan mure trung binh st dung cho xét nghiém
29 cae e EU dinh lugng (gian ti€p) nong do Na+, K+ va Cl-; Thanh 4x2000ml /Hop B Hop 3
glal muce giua phﬁn: Na+ 4,3 mmol/L; K+ 0,13 mmol/L; Cl- 3,1 mmol/L
Hoa chat dién giai Hoé chat dién gidi cho dién cyc tham chiéu sir dung cho xét
30 | cho dién cuc tham EU nghiém dinh luong (gian tiép) ndng d6 Na+, K+ va Cl-; 4x1000ml /Hop B | Hop | 2
chiéu Thanh phan: Kali clorua 1 mol/L
31 | Dung dich rtra EU Dung dich rira; Thanh phan: Sodium Hypochlorite 5 - 10% 450ml /Binh A Binh 2
Chat chuan huyét Chat hiéu chuan murc cao str dung cho xét nghiém dinh
39 thanh murc cao cho EU luong (gian tlep) ndng d6 natri (Na+), kali (K+) va clorua 4x100ml /Hop B Hop 1

xét nghiém dién
giai

(Cl-) trong huyét thanh, huyét twong; Thanh phan: Na+ 160
mmol/L; K+ 6 mmol/L; Cl- 120 mmol/L
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1anh tho :
Chat chuan huyét Chat hiéu chuan muc thép dugc sir dung cho xét nghiém
thanh muc thap dinh lugng (gidn ti€p) nong do natri (Na+), kali (K+) va A A
33 cho xét nghiém EU clorua (Cl-) trong huyét thanh, huyét tvong; Thanh phan: 4x100ml /Hop B Hop !
dién giai Na+ 130 mmol/L; K+ 3,5 mmol/L; CI- 8 mmol/L
. R Dung dich dém sur dung cho xét nghiém dinh lugng (gian
34 |Dung dich dém EU tiép)gnéng d6 Na+, K+gva Cl-; The‘lgnh phin: °e 4x2000ml /Hop A | Hop | 2
ISE : .
Triethanolamine 0,1 mol/L
Dung dich rtra hé Dung dich rira hé théng may sinh hoa; Thanh phan: Sodium
35 |théng may sinh EU Hydroxide 1 - 2%; Genapol X080 1 - 2%; Sulfonic acids, 1x51 /Can (Binh) A Binh | 15
hoa C14-17-sec-alkane, mudi natri 1 - 5%.
Dung d¢ bom dung dich tay, rira hodc dung dich ISE. Lam
Day bom nhu bang vat liéu nhya va cao su. Tong chicu dai 10,7 cm (+/- R, .
36 dong G20 0,2 cm), chiéu dai cao su: 8,8 cm (+/- 0,2 cm), duong kinh 2 cal /Tui Tui 2
0,5 cm (+/- 0,1 cm).
Dung dé phan phdi va hit mot luong mau chinh x4c. Lam
37 Xx-lanh hut bénh G7 béng thuy tinh, nhya, kim lo‘ai. Chiéu dai 8,9 cm (+/-0,1 1 Cai Céi 1
pham cm). Buong kinh piston (phan kim loai): 2,0 mm (+/- 0,2
mm).
Dung dé phan phdi va hut mot lugng chinh xac thudc thu/
Xy-lanh hat hoa dung dich dém ISE. Lam bang thuy tinh, nhya va vat liéu . X 1
38 ch};?lt G7 kimgloai, dai 8,9 cm(+/- 0,1 cri). Dyu(‘mg kinh piston (phan I Chige Chigc !
kim loai): 5,0 mm (+/- 0,2 mm).
Puoc 1am bang kim loai phu 16p chéng dinh, Dung dé phan
39 | Kim hat dung dich G7 phéi, hit thude thir. Chiéu dai 19,5¢m (+/-0,2cm), dudng 1 Chiéc Chiéc | 1
kinh than dai 3,5mm (+/-0,2mm)
Kim hat bénh Dung d¢ hat va phén‘phéi miu. Lam bang kim loai, phu ) )
40 phém i G7 16p chong dinh. Chiéu dai 19,5 cm (+/-0.2cm). Puong kinh 1 Chiéc Chiéc 1

than dai: 2,4 mm (+/- 0,2 mm).
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lanh tho ‘ ’ :
, . Bong dén quang hoc, ngudn sang, cho dén trac quang, - .
41 | Béngden G7 12V§10 20\(71\7. Lfm br:inggkim loai% thuy tinh, nhuczi. ¢ ICai Cai 4
42 | ien cue Clo G7 bién CP;C Clg, Chat liéu: nhua va kim loai, Chiéu rong: 1,5 | Cai B Céi 1
cm, chiéu dai: 3,8 cm
43 | Pien cue Kali G7 bién CP;C Ka‘ll'i, Chat liéu: nhya va kim loai, Chiéu rong: 1,5 | Cai B Céi 1
cm, chiéu dai: 3,8 cm
44 | ien cue Natri G7 bién CP;C Na‘l‘Fri, Chat liéu: nhya va kim loai, Chiéu rong: 1,5 | Cai B Céi 1
cm, chiéu dai: 3,8 cm
Héa chat kiém
chung muc 1 cho Vat liéu kiém soat mirc 1 xét nghiém dinh lugng amoniac,
45 | xét nghi¢m EU ethanol, CO2; Thanh phr:?m: Dung dich dém chira amoniac, 3x5mL /Hop B Hop 5
Ammonia, ethanol, natri hydrocarbonat
Ethanol va CO2
Thudc thur xét nghiém dinh lugng ethanol; Thanh phén:
Thudc thir A chira dém PIPES 100 mmol/L, chat bao quan,
pH 7,9; Thudc thir B chira dém PIPES 50 mmol/L, NAD 15
Hoa chat dung cho mmol/L, alcohol dehydrogenase (ADH) > 18 KU/L, chat
46 | xét nghi¢m EU bao quan, pH 6,2; Phuong phap: Quang phd, Alcohol 2x20ml+2x7mL /Hop B Hop 15
Ethanol Dehydrogenase; Loai mau: Huyét thanh, Huyét twong,
Nudc tiéu; Gi6i han phat hién: 8,11 mg/dL (1,76 mmol/L);
Gi61 han tuyén tinh: 300 mg/dL (65,1 mmol/L); B¢ lap lai:
CV < 3,5%; Do chum toan phin: CV < 4.5%
Héa chat kiém
chung muc 2 cho Vat liéu kiém soat mirc 2 xét nghiém dinh luong amoniac,
47 | xét nghi¢m EU ethanol, CO2; Thanh phr:?m: Dung dich dém chira amoniac, 3x5mL /Hop B Hop 5
Ammonia, ethanol, natri hydrocarbonat

Ethanol va CO2
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’ lanh tho :
gﬁlaén CI?EO hf; Chat hiéu chuéq xét nghiém dinh lugng amoniac, ethanol,
48 EU CO2; Thanh phan: Dung dich dém, chira amoniac, ethanol, 2x5mL /Hop B Hop 5

nghiém Ammonia,
Ethanol va CO2

natri hydrocarbonat




