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Phian 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé k§ thuit

1.1. Gidi thigu chung vé dw an/dw todn mua sim, géi thiu

- Tén dy toan: Hoa chit xét nghiém nam 2026-2027

- Tén g6i thau: Hoa chat xét nghiém nam 2026-2027

- Gi gbi thau (d3 bao gdm vat): 9.255.720.667 VND.

- Nguon vn: Nguon thu vién phi cia Trung tam y té khu vue Thuan An.
- Hinh thirc Iya chon nha thau: Pau thau rong rdi qua mang trong nudc.
- Phuong thirc dau thau: Mot giai doan mot tai ho so.

- Thoi gian t6 chic lya chon nha thau: 60 ngay.

- Thoi gian bét dau td chire lua chon nha thau: Quy II nam 2026.

- Loai hop dong: Theo don gia c6 dinh.

- Thoi gian thue hién hop dong: 12 thang.

- Tuy chon mua thém: Khong yéu cau.
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Xuat xir

PP2600189017

Lo1:

Hoa chit xét nghiém huyét hoc

Dung dich pha lodng

Tinh ndng: str dung lam dung dich dém dang trrong cung véi chat phan hay
khong chtra cyanide dé dém va dinh ¢ cac té bao mau trén tit ca cac Hé
théng phan tich t& bao.

Hoéa chat phu hop chay mau phén tich thanh phan té bao trong dich co thé.
Cong nghé laser, dém té bao dong chay, két hop thuat toan tién tién.

Cong suat > 100 xét nghiém/gio

Dat tiéu chudn ISO 13485

ml

6.420.000

Chét phan hiy hong cau

Tinh nang: Chét phan hity hong cau dé dinh lugng hemoglobin, ¢ém NRBC,
dém va dinh c& bach cau trén hé thong phan tich té bao (cong suit > 100 xét
nghiém/gio).

Hoa chét pht hop chay mau phan tich thanh phdn té bao trong dich co thé.
Céng nghé laser, ¢ém té bao dong chay, két hop thuat toan tién tién.

Tiéu chuén chit lugng ISO 13485

ml

150.000

Dung dich ly giéi‘h(‘”mg cdu,
bach phan bach cau

Tinh niang: dung dich ly giai hong cu va bao vé bach cau trén hé thong phan
tich té bao.

Hoa chét pht hop chay mau phan tich thanh phdn té bao trong dich co thé.
Cong nghé laser, ¢ém té bao dong chay, két hop thuat toan tién tién.

Dat tiéu chuén ISO 13485

ml

110.000

Chét tay rira hé thong

Tinh nang: chat tay rira de str dung trén cac cdu phan cua Hé thdng phén tich
té bao tlep xlic v6i cac miu mau

Thanh phan: Mot dung dich chira enzim ly giai protein (0,1 — <0,3% trong
lugng).

Dat tiéu chuin ISO 13485.

ml

250.000

Chét kiém chudn may huyét
hoc ban dau

Tinh ning: Cht kiém chuin dé sir dung trén cac Hé thdng phén tich té bao
cung vai thude thir dic hidu.

Chét kiém chuén nay duoc sir dung dé theo doi cac gia tri do thong s thé
tich, tinh dan va d0 tan xa anh sang.

Thanh phan: Thé huyén phi cta cac hat polystyrene trong chit dém chira chét
hoat tinh bé mat

Dat tiéu chuin ISO 13485, FDA.

ml

05

Hoa chét hiéu chuin huyét hoc

Tinh ndng: Hoa chét hiéu chuan dung dé x4c dinh cac hé sb hiéu chuén cho
hé théng phan tich té bao _

Thanh phan: Chét higu chuan bao gérn hdng cau ngudi duge xir 1y, 6n dinh va
cac thanh phan ¢6 kich thudc tidu cau trong moi truong dém déng truong.
Hdng ciu ¢b dinh dugc thém vao dé md phong bach cau.

Dat tiéu chudn ISO 13485, FDA.

ml

05

Hoa chét kiém chuén huyét hoc

Tinh nang: Chét kién} chuén té bao 6C Cell 1a Vétlliéu kiém soat Vchét luong
mau dugc su dung dé theo doi hiéu qua cta hé thong phan tich té bao.

ml

390
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Thanh phan: bao gdm hong ciu & nguoi, di dugc xir Iy va on dinh trong moi
truong ding truong.

Chét kiém chuan 6C Cell ciing chtra thanh phan c6 kich thuéc tiéu cau, da on
dinh va hdng ciu c¢6 dinh dé md phong bach ciu ciing nhu té bao hdng ciu co
nhan.

Dat tiéu chudn ISO 13485, FDA.

Chét kiém chuén dich co thé

Tinh nang: Chét kiém soat dich co thé 1a vat liéu kiém soat chit luong mau
dugc str dung dé theo ddi hiéu qua va xac minh pham vi do chu ky dich co
thé ciia cac Hé théng phan tich té bao.

Thanh phan: hdng cau ngudi di xir 1y, én dinh trong chét ding truong.

Chét kiém chuén cling chtra thanh phén ¢6 kich thudc tiéu ciu, d3 én dinh va
hdng ciu ¢b dinh dé mo phong bach cau.

Dat tiéu chudn ISO 13485, FDA.

ml

05

PP2600189018

Lo 2:

Hoa chét xét nghiém trén miy sinh héa tw déng

Po hoat do Albumin

Hoéa chat ding cho xét nghiém dinh lugng albumin trong huyét thanh va
huyét trong.

Phuong phap: Bromocresol Green hoéc tuong duong

Daido: <1,5va>6 g/dL

Sb luong test t6i thidu/1 mL > 20 test

ml

1.000

G7,EU

Dinh lugng Protein toan phan

Hoéa chat ding cho xét nghiém dinh lugng protein toan phan trong huyét
thanh va huyét tuong

Phuong phap: Do quang hodc twong duong

Dai do: <30 va>120 g/L

S6 lwong test t6i thiéu/1 mL > 10test

ml

1.036

G7,EU

Do hoat do0 GPT

Hoa chét dung cho xét nghiém dinh luong ALT trong huyét thanh va huyét
tuong.

Phuong phap: IFCC hodc twong duong.

Dai do: <10 va>450 U/L

Sb lugng test t6i thidu/1 mL > 10test

ml

11.000

G7,EU

Do hoat d0 GOT

Hoa chét dung cho xét nghiém dinh lwong AST trong huyét thanh va huyét
tuong.

Phuong phap: IFCC hoac tuwong duong.

Dai do: <10 va>450 U/L.

Sb luogng test t6i thidu/l mL > 10test

ml

11.000

G7,EU

Po hoat d0 GGT

Hoéa chat ding cho xét nghiém dinh lugng GGT trong huyét thanh va huyét
tuong.

Phuong phap: IFCC hoac tuwong duong.

Dai do: <5 va>1000 U/L

S6 lwong test t6i thiéu/l1 mL > Stest

ml

4.400

G7,EU
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Dinh luong CRP

Hoéa chat ding cho xét nghiém dinh lugng CRP trong huyét thanh.

Phuong phap: Mién dich do d6 duc

Thanh phan: Buffer, Latex phii khang thé CRP hoic twong dwong

Dai do: Céc s doc duge thuc hién theo duong cong hiéu chuén. Hodc tuong
duong

ml

2.601

G7,EU

Dinh lugng Bilirubin toan phin

Hoa chét dung cho xét nghiém dinh lwong bilirubin toan phan trong huyét
thanh va huyét tuong

Phuong phap: Po quang hoac tuong duong

Daéi do: <5va>30g/L

S6 lwong test t6i thiéu/l1 mL > 15test

ml

1.575

G7,EU

Dinh lugng Bilirubin tryuc tiép

Hoéa chat ding cho xét nghiém dinh lugng bilirubin truc tiép trong huyét
thanh

Phuong phap: Do mau hodc tuong duong

Dai do: <0.1 va> 10 mg/dL

S6 lugng test t6i thidu/1 mL > 15test

ml

1.260

G7, EU

Dbinh luong Glucose

Hoéa chat ding cho xét nghiém dinh lugng glucose trong huyét thanh va huyét
tuong.

Phuong phap: GOD-POD hodc twong duong

Dai do: <10 va > 550 mg/dL

S6 lwong test t6i thiéu/l1 mL > 15test

ml

18.600

G7,EU

10

DPinh lugng Triglyceride

Hoa chét dung cho xét nghiém dinh lwong triglyceride trong huyét thanh va
huyét trong.

Phuong phap: GPO-POD hoéc twong duong

Dai do: <15 va > 1000 mg/dL

Sb lugng test i thidu/1 mL > 10test

ml

7.200

G7,EU

11

Dinh lugng Cholesterol toan
phan

Hoéa chat ding cho xét nghiém dinh Iugng cholesterol trong huyét thanh va
huyét trong.

Phuong phap: CHOD-POD hodc twong duong

Dai do: <20 va > 700 mg/dL

S6 luwgng test i thidu/l mL > 30test

ml

7.200

G7,EU

binh lugng HDL - C

Hoéa chit ding cho xét nghiém dinh lugng HDL-cholesterol trong huyét thanh
va huyét trong.

Phuong phap: Truc tiép hoic tuong dwong

Dai do: <3 va > 180 mg/dL

ml

6.720

G7,EU

Dinh lugng Urea/Urea nitrogen

Hoéa chat ding cho xét nghiém dinh lugng uré trong huyét thanh va huyét
tuong.

Phuong phap: Urease -GLDH hodc tuong duong

Dai do: <5 va>300 mg/dl

S6 lwong test t6i thiéu/1 mL > 10test

ml

10.000

G7,EU

Dinh lugng Creatinine

H(’)a'chét dung cho xét nghiém dinh luong creatinine trong huyét thanh va
huyét tuong.

ml

12.600

G7,EU
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Phuong phap: Jaffé method hoac twong duwong
Dai do: <0.1 va>25 mg/dL

15

DBinh lugng Uric Acid

Hoéa chat ding cho xét nghiém dinh lugng axit uric trong huyét thanh, huyét
twong, nude tidu.

Phuong phap: Uricase hodc twong duong

Dai do: < 1,5 va>25 mg/dL

S6 lwong test t6i thiéu/l1 mL > 10test

ml

3.400

G7,EU

Dbinh lugng Amylase

Hoéa chat ding cho xét nghiém dinh lugng a-amylase trong huyét thanh va
huyét twong

Phuong phap: CNPG3 hoac tuong duong

Dai do: <10 va >2000 U/L

ml

1.000

G7,EU

Do hoat d6 CK- MB (Isozym
MB of Creatine kinase)

Thudc thir xét nghiém dinh luong xac dinh nong d6 ctia CK-MB trong huyét
thanh va huyét tuong

Phuong phap: UV method

Dai do: <10 va > 1000 U/L

ml

3.536

G7,EU

Dbinh lugng Alcohol (Ethanol)

Thudc thir xét nghiém dinh lugng ethanol
Phuong phap: enzymatic hoac twong duong
Dai do: <8.11 va > 300 mg/dL

ml

1.200

G7,EU

19

Hoéa chat xét nghi¢m Ceton

Thudc thir xét nghiém dinh lugng beta-hydroxybutyrat trong huyét thanh va
huyét twong

Phuong phap: Do quang hoac tuong duong

Dai do: <0.1 va > 5.5 mmol/L

ml

500

G7,EU

20

Micro Albumin

Tinh ning: Héa chit ding cho xét nghiém Microalbumin
Phuong phap: immunoturbidimetric

Céc thanh phén phan Gmg va chét bao quan.

Dai do: <7.0 va > 450 mg/L

ml

448

G7,EU

21

Calibrator CRP

Ho4 chét hiéu chuin cho xét nghiém CRP thudong c6 chira CRP ngudi.

ml

10

G7,EU

22

Calibrator Micro Albumin

Chét hiéu chuin cho xét nghiém Albumin trong nudc tiéu

ml

10

G7,EU

23

Calibrator CK-MB

Chét hiéu chuan cho céc xét nghiém xét nghiém CK-MB

ml

G7,EU

24

Calibrator HDL

Hoa chat hiéu chuén dung cho xét nghiém dinh lugng HDL-Cholesterol/LDL-
Cholesterol 1a huyét thanh dong kho cua nguoi.

ml

12

G7,EU

25

Calibrator Ethanol

Chét hiéu chuin xét nghiém dinh luong ethanol

ml

10

G7,EU

26

Calibrator sinh hoa thuong quy

Huyét thanh hi¢u chuén cho cac xét nghiém sinh hoa thudng quy

ml

90

G7,EU

27

IQC CK-MB

Vit liéu kiém soat cac xét nghi¢m xét nghi¢m CK-MB

ml

20

G7,EU




163

Mo ta tinh niing va thong s6 k§ thuat tham khao

Pon

Ma phan (16) | LO STT Tén danh muc hang hoa (hoic trong dwong) vi tinh So lwgng | Xuat xir
28 IQC CRP mtrc 1 CPat ‘klem chung mitc d¢ thap cho xét nghiém CRP. Huyét thanh c6 nguon ml 5 G7.EU
goc tir ngudi muc thap.
29 1IQC CRP mtrc 2 CPat ‘klem chung mure d6 cao cho xét nghiém CRP. Huyét thanh c6 nguon ml 5 G7.EU
goc tir ngudi murc cao.
30 1QC Ethanol Vat lidu kiém soat mirc 1 xét nghiém dinh luong ethanol ml 20 G7, EU
IQC Sinh hoa thudng quy-mite Chét kiém chimg cho cac xét nghiém sinh héa thuong quy muc 1. Thanh
31 1 2 £ A L 1A S ml 120 G7,EU
phan: huyét thanh nguoi c6 bo sung cac chat phu gia hoéa hoc
IQC Sinh héa thuong quy-mire Chét kiém chimg cho cac xét nghiém sinh héa thudng quy mirc 2. Thanh
32 2 A X VN , A . 7 ml 120 G7, EU
phan: huyét thanh nguoi co bo sung cac chat phu gia hoa hoc
IQC cac x,et nghiém micn dich Tinh nédng: Chét kiém tra mire 1 cho cdc xét nghiém protein ddc hiéu
33 d6 duc muc 1 . ml 12
(CRP,Transferrin...)
I(?C cac x]et nghi¢m micn dich Tinh nang: Chét kiém tra murc 2 cho céc xét nghiém protein ddc hiéu
34 d6 duc mirc 2 . ml 12
(CRP,Transferrin...)
35 ]s)i;i}l:ghgfh rira h¢ thong mdy Dung dich rtra kim, cuvette cho hé théng may sinh hoa. it 40 G7.EU
Thanh phan: Chat hoat ddng bé mit co tinh khang khuan. ’
36 Dung dich rira mdy sinh hoa Dung dich rira h¢ théng may sinh hoa. i s e
Thanh phan to6i thiu: chat rira khang khuan bé mat; ’
37 Dung dich rira cuvet hé théng Dung dich rura 1a giai phép thich hop dé rira cuvet, thanh phan thudc thir 1 it 25 G7.EU
may sinh héa Dung dich kiém c6 tinh khang khuan ’
Hoa chét dung cho xét nghiém Hoéa chg"it dung cho xét nghiém dinh lugng LDL-cholesterol trong huyét thanh
38 LDL-C va huyét tuong. ml 960 G7,EU
Dai do: <10 va >400 mg/dL
. Fape Hoéa chat ding cho xét nghiém dinh lugng L-Lactate trong huyét tuong
39 Hoa chat dinh lwong Lactat Phuong phap: Enzymatic hodc twong duong ml 2.880 G7,EU
Dai do: <2 va>120 mg/dL
Foa chét xét nghiém Fe huyét Hoa chat dl?l’l.g cho xét nghle;:m dinh lu'()"ng sat trong huyét thanh.
40 thanh Phuong phap: Po quang hoac tuong duong ml 116 G7.EU
Dai do: <5 va> 140 umol/L ’
So lugng test t6i thi€u/1 mL > 10 test
) H(’)archét dung cho xét nghiém dinh luong transferrin trong huyét thanh va
Hoa chat xét nghiém Transferin huyét tuong.
41 huyét thanh Phuong phap: Po d duc ml 250 G7,EU

Dai do: <75 va = 700 mg/dL
S0 lugng test toi thiéu/1 mL > 10 test
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Calibrator Transferin huyét ) )
42 thanh - Chat hiéu chuan cho céc xét nghiém Tranferrin. ml 10 G7, EU
PP2600189019 | L6 3: Héa chat xét nghiém dién giai d6 (Na+, K+, Ca2+, Cl-)
- Hoa chét dinh luong ion d6 (Na,K,Cl,Ca)
- Mau bénh pham: Huy€t thanh ngudi
) . - Tuong quanrtuyén tinh hé s6 r: K+>0.99, Na+>0.99, Cl->0.99, Ca2+>0.99
Hoa chat dinh lugng ion d6 - Do 1éch tuyen tinh D: K+ <3%, Na <1%, Cl- <2%, Ca2+ <5%
1 (Na,K,Cl,Ca) - Do nhay ctia phép phan tich K+ <0.2mmol/L, Na+<6.7mmol/L, Cl- ml 59.500 G7, G20
<6.2mmol/L, Ca2+ <0.1mmol/L
- Do thién I&ch chinh xac: K+ <2%, Na+ <1.5%, Cl- <2%, Ca2+ <5%, pH <
1%
- Tiéu chuén: ISO hogc CE hoic twong duong
Pién cuc Na, K, Ca, Cl - Pién cuc Na, K, Ca, Cl ~
2 - Tiéu chuan: ISO hoidc CE hodc twong duong. BO 02 G7,G20
Pién cuc tham chiéu - bién cyc Ref -
3 - Tiéu chuén: ISO hodc CE hogc twong duong. Céi 01 G7,G20
A e e (Binh thudng, B3t | 10,0 3 mirc cho xét nghiém dién giai, dong g6i ti thiéu Im/lo. . P
& - Tiéu chuan: ISO hoéc CE hodc tuong duong. ’
Dung dich rtra kim may dién - Dung dich rira dung cho may phan tich dién giai
5 giai - Thanh phﬁn chinh: Sodium hypochlorite (NaClO) 0.4% - 0.5% ml 250 G7, G20
- Tiéu chuan: ISO hodc CE hodc tuong duong.
) - Dung dic}} rtra protein dung cho may phan tich dién giai
6 Nudc rira hé thong may - Zchiznh phan chinh: Enzyme: Pepsin, Dilutor: KCI, NaCl, Hydrochloride ml 30 G7. G20
- Tiéu chuén: ISO hogc CE hoic tuong duong.
PP2600189020 | Lé 4: Hoa chat xét nghiém HbAlc
- Thanh ph?m chinh: Cot lam bi‘mg kim loai khong gi, trong c6 mang loc
L, chuyén dung, chiu duoc ap suét cao. .
! Cotsicky - Kich thudc: 4.6x30 mm, Spm cai 04 a7
- Tiéu chuan: ISO hoac CE
5 Phin loc - Thanh phﬂﬁn chinh: Phin loc dang nhya, dugc cau tao dang ludi loc. Céi 17 G7
- Tiéu chuan: ISO hoac CE
Hoa chét xét nghiém HbAlc - Hoba chat dinh lugng thAlc loai A: NaCl 20mmol/L, Phosphate 40mmol/L,
. Perserver < 0.5ml/L hodc tuong duong.
3 loai A . A A ml 37.050 G7
- Phuong phép do: Séc ky 1ong hi¢u nang cao
- Tiéu chuan: ISO hoac CE
Hoa chat xét nghi¢ém HbAlc - Hoa chat dinh luong HbA Ic loai B: NaCl 170mmol/L, Phosphate 40mmol/L,
4 loai B Perserver < 0.5ml/L hodc tuong duong. ml 7.000 G7

Phuong phap do: Séc ky 16ng hiéu ning cao
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- Tiéu chuan: ISO hoic CE
- Dung dich ly giai hdng ciu sir dung cho xét nghiém HbA lc bang phuong
5 Dung dich ly giai hong cau phép sic ky long hiéu ning cao: Buffer 20mmol/L, Sodium chloride ml 32,800 G7
20mmol/L, Surfactant 0.05ml/L, Perserver < 0.5 ml/L hodc twong duong. ’
- Tiéu chuin: ISO hoic CE
R £ T - Thanh phan chinh: Huyét sac t0 glycosyl hoa, bao gom chat bao quan va chat
6 Héa chat chuan may on dinh hodc twong duong. ml 03 G7
- Tiéu chuén: ISO hoic CE
1QC 2 mitc (Binh thuong, bét - Thanh phan chinh: Huyét sac to glycosyl hoa, bao gom chat bao quan va chat
. 4n dinh. M3i hop c6 2 mirc, mdi mirc ¢6 it nhat 3 lo 0.1ml. Hoic tuong
7 thuong) ml 12 G7
duong.
- Tiéu chuin: ISO hoic CE
PP2600189021 | L6 5: Hoa chét xét nghiém phén tich nwérc tiéu trén may xét nghiém tw dgng va ban tw dong
- Que thir nu6c tiéu 11 théng sd
Que thir nuéc tiéu 11 thong sé - Thanh phin chinh: Do duoc t5i thiéu 11 thong sb nude tidu bao gdm:
1 & Ascorbic Acid, Leukocytes, Ketone, Nitrite, Urobilinogen, Bilirubin, Protein, Test 12.000 G7
Glucose, Specific Gravity, Blood, pH
- Tiéu chuén: ISO hozc CE hoic FDA
2 {l(l)quigr)nuc (Binh thuong, bat - Hoba chét”nc}i kiém mirc 1/2 c6 ngudn gbc dong vat, quy cach > 8ml/lo ml 7 G7
- Tiéu chuan: ISO hoac CE hoiac FDA
- Nudc rira may nudc tiéu
3 Nudc rira - Thanh phin chinh: Sodium hydroxide, surfactant, buffer solution hoic twong ml 4500 G7
duong
- Tiéu chuén: ISO hogc CE hodc FDA
PP2600189022 | L 6: Hoa chét xét nghiém mién dich trén may xét nghiém mién dich tw déng
B6 thube thir dinh lwgng TSH ) Xé? nghi¢m TSH P én% phl}'ong phép.?Ui* hoé{c uf(mg, duong.
1 (bao gdm hoéa chét higu chudn) | ~ Phu hop lugng mau cap clru 24/24 gio hi¢u qua tict kiem. Test 2.800 G20
; - Di bao gom hoa chat hi¢u chuan, héa chat va vat tu tiéu hao ’
- Tiéu chuén CE, ISO
B§ thubc thir dinh luong FT3 - Xétnghiém FT3 bang phuong phap CLIA hodc twong duong.
2 (bao gdm hoa chét hidu chudn) | ~ Phu hop lugng mau cap ciru 24/24 gi¢ hi€u qua tiet kiém. Test 2800 G20
-  Dibao gom hoa chét hiéu chudn, hoa chét va vat tu tiéu hao.
- Tiéu chuén CE, ISO
B thuée thir dinh luong FT4 - Xétnghiém FT4 lgéngr phuong phap CLIA hoac tuong duong.
3 (bao gdm hoa chét hidu chudn) | ~ Phu hop lugng mau cap ciru 24/24 gi¢ hi€u qua tiet kiém. Test 2800 G20
- Dabao gdbm hoa chét hiéu chudn, hoa chét va vat tu tiéu hao.
- Tiéu chudn CE, ISO
B6 thudc thir dinh lwgng BNP - Xétnghiém BNP bang phuong phap CLIA hodc twong duong.
4 (bao gdm héa chat hidu chuén) | -  Phu hop lwong mau cap ctru 24/24 gio hiéu qua tiet kiem. Test 1.300 G20

Da bao gom hoa chét hiéu chuin, hoa chét va vat tu tiéu hao.




166

Mo ta tinh niing va thong s6 k§ thuat tham khao

Pon

Mi phin (1) | LO STT Tén danh muc hang héa (hoic trong dwong) vi tinh S6 lwong | Xuét xir
Tiéu chuan CE, ISO
B thudc thir dinh lugng Xét nghiém Troponin I bang phuong phap CLIA hoic tuong dwong.
5 Troponin I (bao g6m hoa chit Phu hop luong mﬁu'cép curu 24/24 gi¢ hi¢u qua tiét kiem. Test 9.000 G20
hiéu chuan) Pa bao gom hoa chat hi¢u chuan, hoa chat va vat tu tiéu hao. ’
Tiéu chuén CE, ISO
Bo thudc thir dinh lugng AFP Xét nghiém AFP bang phuong phap CLIA hodc tuong duong.
6 (bao gdm hoa chit hi¢u chuén) bia bao gom hoa chit hiéu chuén. Test 500 G20
Tiéu chuén CE, ISO
Bo thude thir dinh lwgng CEA Xét nghiém CEA bang phuong phap CLIA hodc twong duong.
7 (bao gdm héa chat hiéu chuén) bia bao gom hoa chét hiéu chuén. Test 500 G20
Tiéu chuén CE, ISO
B6 thudc thir dinh lugng Xét nghigm CA125 bang phuong phap CLIA hodc twong duong.
8 CA125 (bao gbm hoéa chat higu Dia bao gom hoa chit hiéu chuén. Test 500 G20
chuén) Tiéu chuén CE, ISO
Dinh lugng PSA (bao gom hoa Xét nghiém PSA bang phuong phap CLIA, hodc twong duong.
9 chat hiéu chuén) Da bao gom hoa chat higu chudn. Test 500 G20
Tiéu chuén CE, ISO
g%g“(‘gzothg‘;r‘il‘ﬁ;‘iﬁ% Efgz Xét nghiém beta HCG bing phuong phép CLIA hogc twong duong.
10 chudn) Da bao gom hoa chat hi¢u chuan. Test 1.600 G20
Tiéu chuan CE, ISO
?:;ﬁﬂ?i;:g;;ﬁlﬁggtia t hicu Xét nghi¢m Ferritin bang phuong phép CLIA hodc tuong duong.
11 chudn) Dia bao gom hoa chét hiéu chudn. Test 1.500 G20
Tiéu chuén CE, ISO
Er(;g;lllg:(;r}:; (211)21; gr;nnghoa Xét nghiém PCT bang phuong phap CLIA hodc twong duong.
12 chét higu chuén) ba bao gdbm hoa chét hiéu chudn. Test 1.100 G20
Tiéu chuin CE, ISO
g%;h(%(;z tggrfilgalgg;ghﬁ;n_ Xét nghiém Anti-HBs bing phuong phép CLIA hodc twong duong.
13 chudn) ; ba bao gbm hoa chét hiéu chudn. Test 700 G20
Tiéu chuin CE, ISO
Miiu néi kidm cho xét nghiém Vit liéu k'ié:m soat chat luwong mirc 1 cac thude thL"r:'T3, T4, FT3, FT4,
midn dich thuwomg quy dang TSH,Ferritin,...) TG, PRL, LH, HGH, ACTH, anlsol, Fohlate, 25-OH
14 dong kbé mite néng d’c") 1 Vitamin D, FSH, PRG, Testosterone, E2, C-Peptide, Insulin, 17a-OHP, ml 36 G20
’ ; DHEA-S, IGF-1, Aldosterone, B-hCG, Vitamin B12
Tiéu chuén CE, ISO
15 Mau ndi kiém cho xét nghiém Vit liéu kiém soat chat lwgng murc 2 cac thude thir: T3, T4, FT3, FT4, TSH, ml 36 G20

mién dich thuong quy, dang

TG, PRL, LH, HGH, ACTH, Cortisol, Folate, 25-OH Vitamin D, FSH, PRG,
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M3 phén (1) | LO STT Tén danh muc hang héa (hoic trong dwong) vi tinh S6 lwong | Xuét xir
dong kho, mirc néng do2 Testosterone, E2, C-Peptide, Insulin, 17a-OHP, DHEA-S, IGF-1,
Aldosterone, B-hCG, Vitamin B12 - Tiéu chuén CE, ISO
Mau ndi kiém cho xét nghiém Vit liéu kiém soat chat luong mite 3 céc thude thir: T3, T4, FT3, FT4, TSH,
midn dich thuémg quy dané TG, PRL, LH, HGH, ACTH, Cortl.sol, Folate, 25-OH Vitamin D, FSH, PRG,
16 dong kh(”) mite n éng d’(") 3 Testosterone, E2, C-Peptide, Insulin, 170-OHP, DHEA-S, IGF-1, ml 36 G20
’ ; Aldosterone, -hCG, Vitamin B12
Tiéu chuan CE, ISO
Mau ndi kiém cho xét nghiém Vit liéu kiém soat chat lwgng muc 1 cac thude thir: AFP, CEA, CA125,
17 déu én‘ung thu, dang dong kho, CA19-9, CA15-3, CA50, tPSA, fPSA, PGII, B-HCG, Ferritin, CA72-4, NSE, ml 36 G20
murc nong d6 1. SCCA, Cyfra21-1, CA242, HE4, PGI, f2-Microglobulin, TG.
Tiéu chuan CE, ISO
Mau ndi kiém cho xét nghiém Vit liéu kiém soat chat lwgng muc 2 cac thude thir: AFP, CEA, CA125,
18 déu én‘ung thu, dang dong kho, CA19-9, CA15-3, CA50, tPSA, fPSA, PGII, B-HCG, Ferritin, CA72-4, NSE, ml 36 G20
murc nong do 2 SCCA, Cyfra21-1, CA242, HE4, PGI, f2-Microglobulin, TG.
Tiéu chuan CE, ISO
Mau ndi kiém cho xét nghiém Vit liéu kiém soat chat lugng mirc 3 cac thudc thir: AFP, CEA, CAI125,
19 déu én.ung thy, dang dong Kkho CA19-9, CA15-3, CA50, tPSA, fPSA, PGII, ﬁ-HCG, Fe;rrltm, CA72-4,NSE, ml 36 G20
it n6ng 1 3’ ; ’ SCCA, nyra 21-1, CA242, HE4, PGI, B2-Microglobulin, TG.
j Tiéu chuan CE, ISO
Vit liéu kiém soat chat luwong mirc 1 cac thudc thir: Creatine Kinase-MB
Mau néi kiém cho xét nghiém (CK-MB), Cardiac troponin I (cTnl), Cardiac troponin T (¢TnT), hs-CRP, B-
20 dau fm‘tim, dang dung dich, natriuretic peptide (BNP), N-terminal B- natriuretic peptide precursor (NT- ml 40 G20
murc nong do 1 proBNP), Heart-type fatty acid binding protein (H-FABP) va Myoglobin
MYO)
Tiéu chuén CE, ISO
Vat liéu kiém soat chat lugng murc 2 céc thudc thtr: Creatine Kinase-MB
Mau néi kiém cho xét nghiém (CK-MB), Cardiac troponin I (cTnl), Cardiac troponin T (¢TnT), hs-CRP, B-
71 dau fm‘tim, dang dung dich, natriuretic peptide (BNP), N-terminal B- natriuretic peptide precursor (NT- ml 40 G20
muc nong do 2 proBNP), Heart-type fatty acid binding protein (H-FABP) va Myoglobin
MYO)
Tiéu chuéan CE, ISO
?g_;ha)zztggnflﬁgalgg tgh?é[z Xét nghi¢ém CA19-9 bing phuong phap CLIA hodc tuong duong.
22 chudn) j Da bao gom hoa chat hi¢u chuan. Test 500 G20
Tiéu chuan CE, ISO
B6 thudc thir dinh lugng Xﬁf nghi¢m CYFRA 21-1 biing phuong phép CLIA hofc twong duong.
CYFRA 21-1 (bao gbm héa T a{lh ph'an 0 chira enzyme perf)x1da§e cdi ngya gan voi khang thé don dong
23 < 2 chudt anti-CYFRA 21-1 trong dém Tris-NaCl chira BSA. Test 500 G20

chat hiéu chuan)

ba bao gé‘)m hoa chit hiéu chuén.
Tiéu chuan CE, ISO
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Ma phan (16) | LO STT Tén danh muc hang hoa (hodic trong duong) vi tinh So lwgng | Xuat xir
B6 thubc thir dinh luong XeF nghlc;{n PIVVI%—II bang phuorng phap WC.LIA' hoiac tl{qng (liuorng; i
PIVKA-II (bao gdm héa chét Thanh phan c6 chira enzyme peroxidase cai ngua gan vdi khang thé don dong
24 hidu ch én) chudt PIVKA-II ) . Test 200 G20
A G ba bao gbm hoa chat hiéu chuén.
Tiéu chuan CE, ISO
) Chat phat quang hoa hoc, sir dung phat hién cac phép do phuc vu chan doan
25 Chat phat quang hoa hoc theo phuong phap CLIA ml 1.540 G20
Tiéu chuan CE, ISO
2% Dung dich dém cho may mién DHng de dém cho may mién dich: Phosphate buffer hodc twong duong ml 14.000 G20
dich Tiéu chuan CE, ISO
Dung dich pha loing mau cho . ~ x Y SR < )
27 may mién dich D_uﬁng de pha loang mau cho may mién dich: NaCl buffer hoac tuong duong ml 10.000 G20
Tiéu chuan CE, ISO
Dung dich rira cho may mién C (x . . <
. Dung dich rira cho may mién dich: Sodium Hydroxide hoéc tuong duong
28 dich i a f ml 2.100 G20
Tiéu chuan CE, ISO
Céng phan tng cho may mién . - x <
. Cong phan tmg bang nhua hodc thach anh. -4
29 dich Tiéu chudn CE, 1SO Chiéc 35.000 G20
Ghi chu:

- Truong hop nha thau du théu} hang hoa c6 thong s ky thuat tuong duong hoac t6t hon so vo1 E-HSMT thi nha thau phai dam
bao hang hoa dy thau c6 thong s6 k¥ thudt va tinh nang stir dung giong vdi cac hang hoa yéu cau.

- “Tuong duong” c6 nghia la c6 dac tinh k¥ thuat tuong tu, c6 tinh nang st dung la twuong duong voi céc vat tu da néu trén.

- Nhan hiéu, tén nha san xuét hang hoa néu trong E-HSMT (péu c6) chi mang tinh tham khao, minh hoa cho yéu cau vé k¥ thuat
cua hang hoa, khong phai tiéu chuén danh gia, nha thau c6 thé chao hang hoa cua héng khac c6 thong so ky thuat tuong duong
hodc t6t hon cac hang héa néu trén vé dac tinh ky thuat, tinh nang sir dung, ti€u chuén céng ngh¢. Nha thau phai 1ap bang liét ké
thong so k¥ thuat hang hoa du thau.

- Hudéng dan cac nude thudc nhom, vung lanh tho:

“Xudt xir EU - Lién minh chau du (Khoi EU): Céng hoa Ao, Vieong quoc Bi; Cong hoa Bulgaria; Cong hoa Croatia; Cong
hoa Sip; Cong hoa Séc; Vieong quoc Ban Mach; Cong hoa Estonia; Cong hoa Phan Lan; Cong hoa Phap; Cong hoa Lién bang
Durc; Cong hoa Hy Lap; Cong hoa Hungary, Cong hoa Ireland; Cong hoa Y; Cong hoa Latvia; Cong hoa Litva; Pai cong quoc
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Luxembourg, Cong hoa Malta; Vieong quoc Ha Lan; Cong hoa Ba Lan; Cong hoa B6 Pao Nha; Céng hoa Romdnia; Cong hoa
Slovakia; Céng hoa Slovenia; Virong quéc Tay Ban Nha; Vieong quéc Thuy Dién.

“*Xudt xtr G7 - Nhém quéc gia thugc G7: Anh, My, Pirc, Nhit Ban, Phdp, Canada va Italy.

**%Xyit xir OECD - Té chirc Hop tdac va Phat trién Kinh té: Australia; Austria; Belgium; Canada; Chile; Colombia; Costa
Rica; Czechia, Denmark; Estonia,; Finland; France;, Germany, Greece, Hungary, Iceland; Ireland; Israel; Italy; Japan,; Korea;,
Latvia; Lithuania; Luxembourg, Mexico; Netherlands; New Zealand; Norway,; Poland; Portugal; Slovak Republic; Slovenia,
Spain; Sweden; Switzerland; Tiirkiye; United Kingdom, United States.

*%%% Xpit xir G20 - Nhém cdc nén kinh té lén: Argentina, Australia, Brazil, Canada, China, France, Germany, An Do,
Ii}donesia, Italy, Japan, Mexico, Nga, Saudi Arabia, South Africa, Korea, Tiirkiye, United Kingdom, United States, Lién minh chau
Au (EU), Lién minh Chdau Phi (AU).
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1.3. Cac yéu ciu khac
1.3.1. Cdc yéu ciu chung.

- Nha thiu c6 thé tham khao gia cia tirng mit hang cho tirng 16 “xem tai
Phu luc 02 thudc Quyét dinh s6 294/QP-TTYT ngay 24/4/2026 ciia Trung
tam Y té khu viee Thudn An vé viéc phé duyét ké hoach lwa chon nha thiu
g6i thau”, mi ké hoach Ira chon nha thau dwec ding tai trén mang diu thau
qubc gia 13 PL2600103836;

- Hang hoa phai duoc cap phép luu hanh hop phap tai Viét Nam;

- Xuét xr, ma hiéu, tén thuong mai, phan loai (d6i v6i hang hoa 13 trang thiét
bi y té theo Nghj dinh 98/2021/ND-CP ngay 08/11/2021 ctia Chinh phu vé quan
ly trang thiét bi y t&) yéu cau Nha thau phai chao 16 rang, dung quy dinh, dap ung
yéu cau ctiia E-HSMT;

- Cung cép Catalogue hodc céc tai liéu ky thuat ching minh thong sé k¥ thuat
theo yéu cau ciia E-HSMT d6i v6i hang héa thudc goi thau, néu ngon ngir khong
phai 13 tiéng Viét phai dinh kém ban dich sang tiéng Viét c6 xac nhin ctia nha san
xuét hodc vin phong dai dién ctia nha san xuat hodc nha cung cip dugc ty quyén
ban hang hop phap hoac cong chung dich thuat.

- Tiéu chuédn chit luong hang hoa: Phai tudn tha theo cac quy dinh vé tiéu
chuan hién hanh tai qudc gia hodc vung lanh thd ma hang hoéa c6 xuat xur; san
pham phai dat cac ti€u chuan quan ly chat luong nhu ISO, CE, FDA,...

- Han str dung: Theo qui dinh ctia E-HSMT;
- Nhén hang hoa: Theo dung qui dinh cua phap luat vé ghi nhin hang hoé;

- Pong gbi, bao quan hang hoa: Theo diing yéu cau ctia nha san xuat, ngoai ra
viéc dong goi phai phu hop voi tung loai phuong tién véan chuyen dé chuyén hang
ho4 nham phong ngira moi hu hong trong qua trinh van chuyén, boc do va cac tac
dong khéc cua moi truong.

- Pam bao cung ng dung ching loai va da s6 luong hang hoa néu tring thau.

- Dam bao kha nang cung cap hang hoa dat yéu cau vé ky thuat, chat luong
hang hoa theo yéu cu ctia HO so moi thau trude d6 thong qua dau thau rong rai
va dung gia trang thau (ké ca trong truong hop co truot gia trong nam).

- Pam bao thu hdi hang hoa trong truong hop hang héa da giao nhung khong
dam bao chat luong hodc c6 thong bao thu hdi cta co quan co thim quyén ma
nguyén nhan khong do 16i cia Chu dau tu.

- Bao hanh:

+ Thoi gian bao hanh hang héa theo ding yéu ciu cta hd so moi thiu.

+ Phuong thirc bao hanh: Khi ¢6 yéu cau vé bao hanh, Nha thau phai cir
chuyén gia (nhan sy c6 chuyén mon phu hop) lién hé dé thyc hién cong
tac bao hanh khong cham qué 48 gio ké tir khi nhan dugce yéu cau cua Chu
dau tu. Néu hét thot gian ndy ma Nha thau chua 1ién hé dé thuc hién cong



171

tac bao hanh hodc c6 lién hé nhung khong dap tmg theo yéu cau caa Chu
dau tu thi Chu dau tu c6 quyén thué nha thau khac thyc hién va toan bo
kinh phi thué nay do nha thau chi tra.

- Bao tri: Thoi gian béo tri dinh ky trong thoi gian bao hanh theo tiéu chuan
ctiia nha san xuat.

1.3.2. Tai ligu chitrng minh tinh hop 1¢ ciia hang héa.

a. Bang chao dap tng k¥ thuat theo mau tai muc 1.3.3 Chuong V. Dé
nghi nha thau ké khai day du thong tin, ghi cu thé tén tai liéu tham chiéu, sd
trang va trich dan ndi dung tham chiéu cy thé. Nha thau phai nop dong thoi
file Word ciia Bang chao dap ung k¥ thuat va ban scan c6 ky dong dau hop 18
nop....

b. Cung Cap Catalogue hodc cac tai liéu ky thuat ching minh thong sO k¥
thuat theo yéu cau cua E-HSMT dbi véi hang hoa thudc gol thau, néu ngdn
ngtt khong phai la tleng Viét phai dinh kém ban dich sang tiéng Viét co xac
nhén cua nha san Xuat hodc van phong dai dién cua nha san xuat hodc nha
cung cap duoc ty quyén ban hang hop phap hodc cong ching dich thuét (nha
thau danh dau vao noi dung cu thé trén tai liéu ching minh)

1.3.3. Bang chao dap vrng ky thudt

- Nha thau ké khai day du thong tin theo mau dudi ddy va cung cép file
dinh dang Word kém E-HSDT cung cap file scan ban in cho chir ky, dong
dau hop 1¢. Nha thau phai dam bao va chiu trach nhiém vé sy thong nhat gitra
noi dung file Word va file Scan hoan toan thong nhat.

BANG CHAO PAP UNG THONG SO KY THUAT

Noi dung yéu cau cia E-

HSMT Noi dung E-HSDT Tai liéu tham chiéu

STT

(Nha thau ké khai day du
cac thong tin yéu cau)
(Nha thau ké khai day du
cac thong tin yéu cau)

Muc 2. Ban vé
E-HSMT nay gdm c6 cac ban vé trong danh muc sau day: Khéng cé.
Muc 3. Kiém tra va thir nghiém
Céc kiém tra va thir nghiém cn tién hanh gém co:
+ Noi dung kiém tra: Kiém tra toan bg hang héa theo yéu cdu ciia hop
dong. ‘ ‘
+ Thuw nghiém: Theo yéu cdu cua Chu dau tu.
+ Truong hop hang héa khong phit hop voi dac tinh ky thudt, khong dap

ung nhu cac yéu cau cua E-HSMT thi Chu dau tie ¢6 quyén tir chéi va Nha
thau phai cé trach nhiém thay thé hodc tién hanh nhitng diéu chinh can
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thiét dé dap iing diing cdc yéu cau vé ddc tinh ky thudt. Toan bé cdc chi
phi va chi phi lién quan cho viéc tien hanh thay thé hodac diéu chinh nay
do nha thau chiu. Pong thoi, viéc thay thé hoac diéu chinh nay.



