Phin 2. YEU CAU VE KY THUAT
Chwong 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 thi¢u chung vé dw dnldw todn mua sim, géi thiu

- Tén dy toan mua sidm: Mua sim thiét bj vat tu y té, hoa chét, sinh phé\m xét
nghiém nam 2026 tai Trung tdm Y té khu vuc Pak Song.

- Tén goi thau: Goi thau sb 2: Thude thir, hoa chit xét nghiém (Gém 7 phan,
86 san pham).

- Chu dau tu: Trung tim Y té khu vuc Pak Song

- bia diém thuc hién: Trung tam Y té khu vuc Dk Song. Dia chi: T6 dan phé
1 - X4 Ptc An - Tinh Lam Péng.

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

- Phuong thtre Iva chon nha thau: Mot giai doan 01 ti ho so

- Ngudn von: Ngudn thu dich vu kham chita bénh, ngan sach nha nudc giao
va ngudn thu hop phap khac ciia don vi.

- Thoi gian bat dau to chire lya chon nha thau: Quy IV nam 2025, Quy I nim
2026.

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 12 thang.

1.2. Yéu cau vé k¥ thuét

1.2.1. Yéu cau chung:

- Yéu cau nha thau mo ta thong sd k¥ thuat cua hang hoa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuan thi cac thong sd k¥ thuat va cac
tiéu chuan dudi day hodc co cdu hinh twong duong. Bat ky thuong hiéu, nhin hiéu
nao néu cé trong bang yéu cau ky thuat déu mang tinh chat minh hoa cac tiéu chuan
chét luong, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiau hang
héa c6 nguon goc, xudt xir, nha sdn xudt, thwong hiéu phi: hop véi diéu kién cung
cdp nhung phai dim bdo yéu ciu cé thong so ky thudt, tinh ning sie dung, tiéu
chudn cong nghé “twong dwong” hodic tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cap tai liéu chimg minh su dap tmg tot hon ctia hang hoa chao thau so voi yéu
cau cia HSMT.



- Noi ham tuong duong dugce quy dinh trong yéu cau ky thuat dugc hiéu la:

(1) Pugc co quan c6 tham quyén ching nhan trong duong tiéu chuan

(2) Tuong duong vé chét luong hinh anh, d6 chinh xac mau sic va goc nhin.

(3) Tuwong twong vé tinh chit co khi va thudc tinh vat Iy caa vat liéu.

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

(5) Tuong dwong vé cong suat; hiéu suat, yéu cau thong s6 ddu vao; danh muc,
d6 chinh xac két qua dau ra.

(6) Twong duong vé gia tri do; d6 chinh xéac két qua do;

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

(8) Céc yéu td tuong duong khac (néu co)

- Nha thau phai cam két hang hoa tuong thich véi cac trang thiét bi hién co
tai Pon vi st dung (Chi dp dung doi véi cac mdt hang sir dung cho mdy ¢ tai bénh
Vién), bang mot trong cac cach sau:

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

+ Tai liéu nghiém thu cua 01 don vi st dung bat ky nao di sir dung hang hoa
chao thau cho cac trang thiét bi tuong tu cua Pon vi va hoat dong tot.

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

+ Hodc tai liéu khac c6 gia tri chirng minh twong duong.

- Nha thau phai c6 bang dap tng vé k¥ thuat ctia hang hoéa chao thau theo céac

mau sau:
+ Bang dap wng tinh phap ly hang héa (file word/excel dinh kém E-HSDT):
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INha thau cam két nhiing ngi dung ké khai néu trén la chinh xdc.

Trueong hop Nha thiu cé tinh ké khai théng tin khéng trung thie nham vieot qua buée ddanh gid vé ky thudt sé dwoce coi la hanh vi gian lgn trong
\ddu thau theo quy dinh tai Khoan 4 Diéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chd'p nhdn chiu xur Iy theo quy dinh cua
E-HSMT va phdp ludt vé diu thau

- Nha thau phai c6 bang dap tng vé k¥ thuat caa hang héa chao thau so sénh

véi yéu cau ky thuat cuia E-HSMT HSMT (dinh kém file word/excel + ban ky dong
dau, scan tai E-HSDT):
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Nha thau cam két nhizng ngi dung ké khai néu trén 1a chinh xAc.
Trwong hop Nha thau cé tinh ké khai théng tin / dich tai liéu ky thudt khéng diing véi Thdng sé ky thugt
ma Nha san xudt cdng bé nham vieot qua bude danh gid vé ki thudt sé dueoc coi 1a hanh vi gian Idn trong
dau thdu theo quy dinh tai Khodn 4 Diéu 16 Ludt Pau thau va Nha thau sé hoan toan chju trach nhiém,
chdp nhdn chju xit Iy theo quy dinh ciia E-HSMT va phéap lugt vé dau thau

1.2.2. Yéu cau k¥ thuit chi tiét:

Nha thiu triing thau chiu trach nhiém cung cdp thiét bi y té dé sir dung héa
chdt, vt tw xét nghiém dé theo yéu cau ciia Chii dau tw dwoc quy dinh tai Piém a
Khodn 1 Diéu 55 Ludt déu thau sé6 22/2023/QH]15.

Yéu cau vé thong sb k§ thuét (hodc twong dwong,
hodc tot hon)

Quy cach dong

STT | Teén hang hoa g6i toi thiéu

Phin I: Hba chit sir dung cho mdy sinh héa.




STT

Tén hang hda

Yéu cau vé thong so ky thuat (hodc twong dwong,
hoic tot hon)

Quy cach dong
g6i toi thiéu

Thudc thir xét
nghiém Albumin

Ho4 chat dé xac dinh dinh lugng albumin trong huyét
thanh va huyét tuong nguoi.

Dai tuyén tinh: tir 0.4 dén 7.0 g/dL

Gioi han phat hién: khoang 0.01 g/dL.

D6 nhay phan tich: khoang 0.0125 abs cho 0.1g/dL.
C.V%do lap lai < 1.5%

C.V% d9 tai lap < 1.3 %. Tiéu chuan chét lugng: 1SO
13485 hodc tuong duong

R1: 2 x 200 mi
R2: 1 x5 ml

Thubc thir xét
nghiém
Alpha-amylase

Hoa chat dé xac dinh hoat tinh a -amylase trong huyét
thanh va huyét twong hodc nudc tiéu nguoi.

Dai tuyén tinh: tir 6 dén 2000 IU/L.

Gi6i han phat hién: khoang 3 TU/L.

D0 nhay phan tich: khoang 0.003 Abs cho 10 IU/L.
CV%ddlaplai<3.7%

C.V% @6 tai lap < 3.6 %

Tiéu chuan chat luong: ISO 13485 hodc twong duong

R1: 2 x50 ml

Thudc thir xét
nghiém
Bilirubin toan
phan

Hoa chat dé xac dinh dinh lwong bilirubin toan phan
(DMSO lam chit xtc tac) trong huyét thanh va huyét
tuong nguoi.

Dai tuyén tinh: TB tir 0.45 dén 20 mg/dL

Gi61 han phat hién: TB khoang 0.28 mg/dL

Do nhay tinh toan cho 1 mg/dL: TB khoang 0.0853 abs
C.V% 36 1ap 1ai (TB) <2.5 %

C.V% @6 tai lap (TB) <4.9 %

Tiéu chuén chat luong: ISO 13485 hoic twong duong

R1: 2 x 200 ml
R3:1 x40 ml

Thude thir xét
nghiém Bilirubin
truc tiep

Hoa chat dé xac dinh dinh lugng bilirubin truc tiép
trong huyét thanh va huyét twong nguoi.

Dai tuyén tinh: DB tir 0.60 dén 8.0 mg/dL.

Gi6i1 han phat hién: DB khoang 0.01 mg/ dL.

Do nhay tinh toan cho 1 mg/dL: DB khoang 0.0819
abs.

C.V% d¢ lap lai (DB) <2.8 %

C.V% do tai lap (DB) <3.5 %

Tiéu chuan chat lwong: ISO 13485 hoic twong duong

R2: 2 x 200 ml
R3: 1 x40 ml

Thudc thir xét
nghiém Ca
(Calci)

Hoa chat dé xac dinh dinh luong calcium trong huyét
thanh va huyét tuong hodc nude tiéu nguoi.

Dai tuyén tinh: tir 5.2 dén 20 mg/dL

Gidi han phat hién: khoang 0.04 mg/dL.

D0 nhay tinh toan: khoang 0.093 abs cho 1 mg/dL.
CV%dolaplai<1.6 %

C.V% do tai lap < 1.9 %

Tiéu chuan chat luong: ISO 13485 hoic twong duong

R1:1 x 200 ml
R2: 1 x 200 mi
R3:1x 10 ml

Chat hiéu chuén
xét nghiém sinh
héa

Huyét thanh hiéu chuan phu hop dung cho phan tich
sinh hoa lam sang sau:

- Enzymes: ALT (GPT), AST (GOT), Amylase, CK
NAC, Gamma-GT, Alkaline Phosphatase (ALP),
LDH.

- Chét dién giai: Calcium, Chloride, Iron, Magnesium,

Lo R1: 1x5ml
(Hop bao gdbm
R1:10 x5 ml
R2: 1 x 60 ml)




Yéu cau vé thong so ky thuat (hodc twong dwong,

Quy cach dong

STT | Tén hang hoa hoic tbt hon) g6i tdi thibu
Inorganic Phosphorus, Sodium, Kalium
- Protein: Total protein, Albumin.
- Lipids: Total Cholesterol, Triglycerides.
- Chét nén: Bilirubin, Creatinine, Glucose, Urea, Uric
acid.
Tiéu chuan chat lugng: ISO 13485 hoic tuong duong
Huyét thanh kiém so4t chat luong dugc sir dung dé
theo doi do chinh xac va dg tin cay cua cac phuong
phap va chit phan tich duoc chi dinh:
- Enzyme: ALT (GPT), AST (GOT), Amylase,
Gamma-GT, Alkaline Phosphatase (ALP), total (PAT)
Vat lidu kiém va tuyén tién liét (PAP) acid_Phosphatases, Lact_ate
A nghiém dehydrogenase (LDH), Creatine Kinase (CK), Lipase Lo RI: 1x5ml
7 | sinhhoamae | Panereatic. . (Hop bao gom
binh thuomg - Chat dién glél_: Calcium, C_hlorldes, Iron, TIB_C, R1: 10 x5 ml
UIBC, Magnesium, Inorganic Phosphorus, Sodium, R2: 1 x 60 ml)
Kalium.
- Protein: Total Protein, Albumin
- Lipid: Total Cholesterol, Triglycerides
- Chit nén: Total and Direct Bilirubin (BT, BD),
Creatinine, Glucose, Urea, Uric acid.
Tiéu chuén chat luong: ISO 13485 hoic twong duong
Huyét thanh kiém soat chat luong duoc sir dung dé
theo doi do chinh x4c va d6 tin cay cua cac phuong
phap va chat phén tich duoc chi dinh:
- Enzyme: ALT (GPT), AST (GOT), Amylase,
Gamma-GT, Alkaline Phosphatase (ALP), total (PAT)
Vat lidu kim va tuyén tién liét (PAP) acid_Phosphatases, Lact_ate
chuin xét nghiém dehydrogenase (LDH), Creatine Kinase (CK), Lipase L()ARII 1x5xm1
8 | sinh hoa muac bat | PN eat.lf: . : . (Hop bao gom
thuomg - Chat dién giai: Calcium, C_hlorldes, Iron, TIB_C, R1: 10 x5 ml
UIBC, Magnesium, Inorganic Phosphorus, Sodium, R2: 1 x 60 ml)
Kalium.
- Protein: Total Protein, Albumin
- Lipid: Total Cholesterol, Triglycerides
- Chét nén: Total and Direct Bilirubin (BT, BD),
Creatinine, Glucose, Urea, Uric acid.
Tiéu chuén chat luong: ISO 13485 hoic twong duong
Ho4 chat dé xac dinh dinh lugng isoenzym CK-MB
(CK-2) cua creatine kinase trong huyét thanh ngudi.
Thube thir xét Dai .tuyé'n tinh: tir 11 dé{l 800 TU/L R1: 8 x 20 ml
9 nghiém CK-MB Gidi han phat h}@n: khoang 3 TU/L R2- 8 x 20 ml
; C.V% d6 lap lai <3.8.
C.V% do tai lap < 4.7.
Tiéu chuén chat luong: ISO 13485 hoic twong duong
10 | Vatliéu kiém soat | Hoa chét dé kiém soat cht luong hoat tinh CK-MB, R1:2x 2 ml
xét nghiém CK- HDL / LDL-Cholesterol, Cholinesterase va lipids R2: 1 x5 ml




STT

Tén hang hda

Yéu cau vé thong so ky thuat (hodc twong dwong,
hoic tot hon)

Quy cach dong
goi toi thieu

MB mirc binh
thudng

LEVEL1.
Tiéu chuan chat lugng: ISO 13485 hodc twong duong

11

Chét hiéu chuén
xét nghiém CK-
MB

Huyét thanh hiéu chuan cac xét nghiém HDL-
Cholesterol, LDL-Cholesterol, CK-MB (phuong phap
trc ché mién dich).

Tiéu chuan chat luong: ISO 13485 hodc twong duong

R1:2x2ml
R2: 1 x5 ml

12

Thudc thir xét
nghiém Creatinin

Hoa chat dé xac dinh dinh luong creatinin trong huyét
thanh va huyét tuong hodc nudc tiéu ngudi.

Dai tuyén tinh: tir 22 dén 1328 pmol/L (15 mg/dL).
Gi61 han phat hién: 4.4 umol/L (0.05 mg/dL).

D0 nhay tinh toan: khoang 0.018 abs/120 gidy cho 1
mg/dL (88.5 pmol/L).

CV%dolaplai<1.8%

C.V% 306 tai lap <4.0 %

Tiéu chuén chat luong: ISO 13485 hoic twong duong

R1:1x 125 ml
R2: 1 x 125 ml
R3: 1 x10 ml

13

Thudc thir xét
nghiém
Cholesterol

Hoa4 chat dé xac dinh dinh lugng Cholesterol toan phﬁn
trong huyét thanh va huyét twong nguoi.

Dai tuyén tinh: tir 50 mg/dL dén 500 mg/dL

Gi6i han phat hién: khoang 1 mg/dL (0.026 mmol/L).
D0 nhay phan tich: khoang 0.235 abs cho 100 mg/dL.
C.V% 36 1ap lai < 2.4.

C.V% @6 tai lap < 3.6.

Tiéu chuan chat luong: ISO 13485 hodc twong duong

R1: 10 x 100 ml
R2: 10 x 100 ml
R3:1x5ml

14

Thudc thir xét
nghiém GGT

Ho4 chat dé xac dinh dinh lwong hoat tinh Gamma
Glutamyltransferase trong huyét thanh va huyét tuong
nguoi.

Gia tri tuyén tinh: tir 25 dén 470 TU/L.

Gidi han phat hién: khoang 1 IU/L.

Do nhay cho 10 IU/L: khoang 0.010 AAbs/phft.
CV%ddlaplai<3.3 %

C.V% 3o tailap<5.1 %

Tiéu chuén chat luong: ISO 13485 hoic twong duong

R1: 10 x 100 ml
R2: 10 x 100 ml

15

Thubc thir xét
nghiém Glucose

Hoa chat dé xac dinh dinh luong ctia Glucose trong
huyét thanh va huyét twong nguoi, nude tiéu hodc dich
tuy nao (CSF).

Dai tuyén tinh: tir 8 dén 500 mg/dL

Gidi han phat hién: khoang 2 mg/dL.

Do nhay phan tich: khoang 0.060 abs/phut cho 10
mg/dL.

CV%dolaplai<1.9%

C.V% d¢ tai lap < 2.0 %

Tiéu chuan chat luong: ISO 13485 hoic twong duong

R1: 8 x 200 ml
R2:1x5ml

16

Thudc thir xét
nghiém
GOT/AST

Héa chét dé xac dinh dinh lugng hoat tinh cua
Aspartate amino transferase (AST) trong huyét thanh
va huyét tuong ngudi.

Dai tuyén tinh: tir 9 dén 500 TU/L

Gi61 han phat hién: khoang 5 TU/L.

D6 nhay phan tich: khoang 0.0063 abs/phut cho 10

R1: 4 x 100 ml
R2: 1 x 100 mi




STT

Tén hang hda

Yéu cau vé thong so ky thuat (hodc twong dwong,
hoic tot hon)

Quy cach dong
goi toi thieu

IU/L.

C.V%do lap 1ai <4.2 %

CV% 3o tailap <54 %

Tiéu chuan chat luong: ISO 13485 hoic twong duong

17

Thudc thir xét
nghiém
GPT/ALT

Hoa chat dé xac dinh dinh luong hoat tinh cua Alanine
amino transferase (ALT) trong huyét thanh va huyét
tuong nguoi.

Dai tuyén tinh: tir 10 dén 390 IU/L.

Gi6i1 han phat hién: khoang 9 TU/L.

D0 nhay phan tich: khoang 0.0066 abs/phut cho 10
IU/L.

C.V%do lap lai<4.3 %

C.V% @6 tailap<4.9 %

Tiéu chuén chat luong: ISO 13485 hoic twong duong

R1: 4 x 100 ml
R2: 1 x 100 ml

18

Thudc thir xét
nghiém HDL-
Cholesterol

Ho4 chat dé xac dinh dinh lugng HDL-Cholesterol
trong huyét thanh hodc huyét trong nguoi.

Dai tuyén tinh: tir 9 mg/dL (LQ) dén 189 mg/dL
Gi6i han phat hién: khoang 0.3 mg/dL.

D6 nhay phan tich: khoang 0.012 abs cho 10 mg/dL.
C.V% a6 lap lai <2.1 %

C.V% @6 tai lap < 3.2 %

Hop 160ml. Tiéu chuan chét luong: ISO 13485 hodc
twong duong

R1: 2 x 60 ml
R2: 2 x 20 ml

19

Thudc thir xét
nghiém LDL-
Cholesterol

Hoa chat dé xac dinh dinh luong LDL-Cholesterol
trong huyét thanh hodc huyét trong ngudi.

Gi6i1 han phat hién: khoang 7 mg/dL.

Do nhay cho 100 mg/dL: 0.212 Abs tai budc song 546
nm.

C.V% d6 lap 1ai < 0.73 %

C.V% 36 tai lap <2.27 %

Hop 80 ml. Tiéu chuan chat luong: ISO 13485 hoic
tuong duong

R1: 2 x 30 ml
R2: 2 x 10 ml

20

Thudc thir xét
nghiém
Triglycerid

Héa chat dé xac dinh dinh lugng hoat tinh cua
Triglycerides (TRI) trong huyét thanh va huyét twong
nguoi.

Dai tuyén tinh: tir 10 &én 1000mg/dL.

Gidi han phat hién: khoang 6 mg/dL.

D0 nhay phan tich: khoang 0.00018 abs cho 1 mg/dL.
CV%dolaplai<1.6 %

C.V% @6 tai lap <2.9 %

Tiéu chuan chat luong: ISO 13485 hoic twong duong

R1: 4 x 100 ml
R2: 1x 5 ml

21

Thudc thir xét
nghiém Ure

Ho4 chiat dé xac dinh dinh lugng ure trong huyét thanh
va huyét twong hodc nudc tiéu nguoi.

Dai tuyén tinh: tir 11 dén 250 mg/dL.

Gioi han phat hién: khoang 1.7 mg/dL.

Do nhay phan tich: khoang 0.0012 abs/phut cho 1
mg/dL.

C.V% dolaplai<3.5%

R1: 4 x 100 ml
R2: 1 x 100 ml
R3: 1 x 10 ml




STT

Tén hang hda

Yéu cau vé thong so ky thuat (hodc twong dwong,
hoic tot hon)

Quy cach dong
g6i toi thiéu

C.V%do tai lap<3.3 %
Tiéu chuan chat luwgng: ISO 13485 hodc tuong du:ong

22

Thudc thir xét
nghiém Acid uric

Hoa chat dé xac dinh dinh luong acid uric trong huyét
thanh va huyét tuong ngudi hodc nudc tiéu.

Dai tuyén tinh: tir 0.36 mg/dL (LQ) dén 25 mg/dL
Gi6i1 han phat hién: khoang 0.36 mg/dL.

D0 nhay tinh toan (505 nm): khoang 0.0451 Abs cho 1
mg/dL.

CV%ddlaplai<2.3 %

CV% 3o tailap<2.2 %

Tiéu chuan chat luong: ISO 13485 hoic twong duong

R1: 4 x 100 ml
R2: 1 x 100 ml
R3:2x 10 ml

23

Dung dich rira
may dung cho
may sinh hoa
Kenza 240 tinh
Base

Dung dich rtra dung cho May phan tich sinh hoa 1am
sang.

Thanh phan: Thudc thir R1 (Alkaline &ém pH 11.0,
Chat bao quan). ] )

Hop gom 2 1o 250ml. Tiéu chuan chat lugng: 1SO
13485 hodc twong duong

Hop/500ml (2x
250ml)

24

Dung dich rtra
dung cho may
phén tich sinh héa
tinh axit

Dung dich rtra dung cho May phan tich sinh hoa 1am
sang.

Thanh phan: Thudc thir R1 (Dung dich axit dém pH 2
+0.5).

Hop gom 2 1o 250ml.

Hop/500ml (2
lox 250ml)

25

Thudc thir Protein
toan phan

Ho4 chat dé xac dinh dinh lugng protein toan phan
trong huyét thanh va huyét twong nguoi.

Dai tuyén tinh: tir 0.7 dén 8.0 g/dL

Gi6i han phat hién: khoang 0.01 g/dL.

Do nhay phan tich: khoang 0.057 abs (1 g/dL).

C.V% d¢ lap 1ai < 0.96 %

C.V% do tai lap < 1.68 %

Tiéu chuan chat lwong: ISO 13485 hoic twong dwong

R1: 1 x 200 mi
R2:1x5ml

26

Thudc thur xét
nghiém CRP

Hoa chat dung dé xac dinh dinh luong C-Reactive
Protein (CRP) trong huyét thanh ngudi.

Dai tuyén tinh: tir 0.4 mg/dL dén 24.8 mg/dL.

Gidi han phat hién: khoang 0.26 mg/dL.

C.V% d¢ lap 1ai < 6.3 %

C.V% do tai lap < 5.0 %

Tiéu chuan chat lwong: ISO 13485 hoic twong dwong

R1: 6 x 20 ml
R2: 1 x 10 ml

27

Thubc tht dinh
luong RF

Ho4 chat dung dé xac dinh dinh luong yéu t6 dang
thip (RF) trong huyét thanh nguoi.

Dai tuyén tinh: tir 15 (LOQ) dén 500 TU/mL.

Gioi han phat hién: 3 IU/mL

Do nhay: 0.00021 Abs /don vi nong do.

CV%dolap lai<3.7 %

C.V% @0 tai lap < 3.6 %

Tiéu chuan chat luong: ISO 13485 hoic twong duong

R1:5x 20 ml
R2: 1 x20ml

28

Chét hiéu chuan
RF

Hoa chét dﬁpg Qé hiéu chpén xét nghiém xac dinh dinh
lugng cac yéu to dang thap (RF) bing xét nghiém mién

R1:1x1ml
R2:1x1ml
R3:1x1ml




STT Tén hang héa Yéu cau vé thong so lff’ t!luz.'it (hodc twong dwong, | Quy cach dong
hoac tot hon) g6i toi thiéu
dich do d6 duc 5 muc khac nhau R4:1x1ml
Tiéu chuan chat luong: ISO 13485 hodc twong duong R5:1x1ml
Huyét thanh kiém soat chat luong xét nghiém xac dinh
29 Chat kiém chuan djp:h lugng yéuAté dang thap (RF) bang xét nghiém R1:1x1ml
RF mién dich do do6 duc.
Tiéu chuan chat luong: ISO 13485 hoic tuong du:ong
Hoa chat dé xac dinh dinh luong alcohol trong huyet
thanh, huyét twong, méau toan phan hodc nudc tiéu
nguoi.
Dai tuyén tinh 1én dén 300 mg/dL (65 mmol/L).
30 Hoa chit cho xét | Gidi han phat hién: khoang 10 mg/dL. R1:2 x 100 ml
nghiém Ethanol D6 nhay cho 100 mg/dL: Khoang 0.430 Abs. tai 340 R2:1x10ml
nm.
C.V% d¢ lap lai < 2.1.
C.V% d¢ tai lap < 3.97.
Tiéu chuan chat luong: ISO 13485 hodc twong duong
Cho et b | Hoi chit dé Kiém sodt chit ugng xét nghiém dinh Hop (R1
31 Ethanol mfrc'binh lugng cac chat phan tich cy thé sau: AMMONIAC, 1)(‘10m|)
thuong ETHANOL, BICARBONATE mutc binh thuong
Chat kiém chuan | Ho4 chat dé kiém soat chat lwong xét nghiém dinh
32 cho xét nghiém lwong cac chat phén tich cu thé sau: AMMONIAC, Hop (R1
Ethanol mtic bat | ETHANOL, BICARBONATE miic bat thuong 1x10ml)
thudng Tiéu chuan chat lugng: ISO 13485 hoic tuong duong
Phuong phap xét nghiém: Mién dich huynh quang
- Dai phan tich: 0.40~50.00 pmol/l (0.26~32.55 pg/ml)
- Ngudng phat hién:0.40 pmol/l
Thudc thir xét - Mau Pham: Mau toan phan/ Huyét thanh/ Huyét
1 nghiém dinh tuong 25 Test/Hop
lugng T3 - Céc chét sau day khong anh huéng dén két qua xét
nghiém & n@)ng d0 duoc chi dinh: cholesterol <1000
mg/dl, bilirubin <2 mg/dl, triglycerides <3000 mg/dl.
- Bdo quéan: 4~30°C
Phuong phap xét nghiém: Mién dich huynh quang
- Dai phan tich: 0.5~200 mg/I
- Ngudng phat hién: 0.5 mg/1
- Mau Pham: Méu toan phan/ Huyét thanh/ Huyét
Thudc thir xét tuong
2 nghiém dinh - Céc chét sau ddy khong anh huong dén két qua xét 25 Test/Hop
luong CRP nghiém & ndng do xac dinh: albumin & ngudi: 110
mg/ml; bilirubin: 6 mg/ml; hemoglobin: 10 mg/ml;
cholesterol: 5 mg/ml;
triglycerides: 15 mg/ml.
- Bdo quan: 4~30°C
Hoa chit sir dung {)l[l)u’on%l Phetlp })l(e‘;) nlghslgm. }\/hlen dich huynh quang
3 v6i may mién al phafl ek ¥ 1=o0 N/ 25 Test/Hop

dich huynh quang

- Ngudng phat hién: 0.1 ng/ml )
- Mau Pham: Mau toan phan/ Huyét thanh/ Huyet
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dai phan tich: tuong
0.1~50 ng/ml - Cac chét sau day khong anh huong dén két qua xét
nghiém ¢ ndng d6 xac dinh: hemoglobin 10 mg/ml,
bilirubin 0.2 mg/ml, triglycerides 10 mg/ml
- Bdo quéan: 4~30°C
Phuong phap xét nghiém: Mién dich huynh quang
- Dai phén tich:4%~14.5%
- Ngudng phat hién 4%
4 Thudc thir xét - Mau Phém: Mau toan phan o 25 Test/Hop
nghiém HbAlc -Céc chat sau day khong anh huong dén két qua xét ;
nghiém & nong d¢ xac dinh: bilirubin 0.2 mg/ml,
triglycerides 10.0 mg/ml, hemoglobin 5.0 mg/ml.
- Bdo quan: 4~30°C
Phuong phap xét nghiém: Mién dich huynh quang
- Dai phan tich: 5~400 ng/ml
- Ngudng phat hién: 5 ng/ml
Hoa chit sir dung | - Mau Pham: M4u toan phan/ Huyét thanh/ Huyét
v6i may mién tuong
5 dich huynh quang | - Cac chit sau ddy khong anh hudng dén két qua xét 25 Test/Hop
Dai phan tich: nghiém ¢ ndng d6 xac dinh: Protein KN
5~400 ng/ml Carcinoembryonic <25.7 ng/ml, KN dac hiéu Prostate
<31.4 ng/ml, KN dac hi€u Prostate <31.4 ng/ml, KN
dac hiéu Prostate <31.4 ng/ml...
- Bdo quan: 4~30°C
Phuong phap xét nghiém: Mién dich huynh quang
- Dai phan tich: 2.0~100.0 ng/ml
, L, - Ngudng phat hién: <2.0 ng/ml
H’o.a cl}at SL.r:dung - Mg?lu P}%?lfn: Mau toan phﬁi/ Huyét thanh/ Huyét
v6i may micn frong A
0 dl?.}l huAan} dUaNE | _ Cac chit sau day khong anh huong dén két qua xét 25 Test/Hop
Dai phan tich: A 2 X N s > .
2.0~100.0 ng/ml nghlem PSA 0 nong do xac dinh: Bilirubin <2 mg/dl,
Triglyceride <5000 mg/dl, AFP <289 ng/ml, TPS <200
U/l...
- Bdo quan: 4~30°C
Phuong phap xét nghiém: Mién dich huynh quang
- Dai phén tich: 0.1~100 mIU/LL
- Ngudng phat hién: 0.1 mIU/1
- Mau Pham: Méu toan phan/ Huyét thanh/ Huyét
Thube thirxét | OM& .
7 nghiém dinh - CaE chat sau dag/ khopg ?nh _huomg dén két qua xét 25 Test/Hop
1u’0'né TS‘H nghiém TSH & nong do xac dinh: FSH 200 mIU/ml, ;

LH 200 mIU/ml, hCG 1000 mIU/ml, cholesterol 60
mg/ml,

bilirubin 2 mg/ml, triglycerides 40.0 mg/ml,
hemoglobin 10.0 mg/ml

- Bdo quan: 4~30°C
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Phuong phap xét nghiém: Mién dich huynh quang
- Dai phan tich: 2-200000 miU/ml
- Ngudng phat hi¢n: 2 mIU/ml
Thudc thir xét - Mau Phdm: Méu toan phan/ Huyét thanh/ Huyét
8 nghiém Pinh tuong 25 Test/Hop
luong B-hCG - Cac chét sau day khong anh huong dén két qua xét
nghiém & néng d6 xac dinh: FSH 1000 mIU/ml, LH
500 mIU/ml, TSH 1000 pIU/ml.
- Bdo quan: 4~30°C
Hoa chit str dung Phu:qng Phép xét nghiém: Mién dich huynh quang
o x - Dai phan tich: 1~500 ng/ml
ay e dich .. | - Ngudng phat hién:1 ng/ml A
d huynh’qu.ang Dai | _ Mau Phim: Mau toan phan/ Huyét thanh/ Huyét 25 TesvHop
phéan tich: 1~500
ng/ml tuong
- Bdo quéan: 4~30°C
Phuong phap xét nghiém: Mién dich huynh quang
- Dai phan tich: 0.61~9.22 nmol/I (0.4~0.6 ng/ml)
- Ngudng phat hién:0.61 nmol/l
- Mau Phiam: Méu toan phan/ Huyét thanh/ Huyét
Thudc thir xét tuong
10 | nghiém dinh -Céc chét sau day khong anh huong dén két qua xét 25 Test/Hop
lugng T3 nghiém & néng d6 duogc chi dinh: cholesterol 60mg/ml,
bilirubin 2 mg/ml, triglycerides 40.0 mg/ml va
hemoglobin 10.0
mg/ml.
- Bdo quéan: 4~30°C
Phuong phap xét nghiém: Mién dich huynh quang
- Dai phén tich: 12.87~300 nmol/l
- Ngudng phat hién: 12.87 nmol/l
Thudc thir xét - Mau Pham: Méu toan phan/ Huyét thanh/ Huyét
11 | nghiém dinh tuong 25 Test/Hop
luong T4 - Két qua cuia xét nghiém khong cao hon 19 nmol/l khi
nong do TT3 1a 500ng/ml hodc ndng d6 rT3 1a 50
ng/ml triglycerides: 15 mg/ml.
- Bdo quan: 4~30°C
Xét nghiém dinh lugng thyroxine tu do (FT4) véi muc
dich hd trg danh gia chirc ning tuyén giap. Phuong
Thudc thir xét phap Xét nghiém mién dich huynh quang. Pham vi xét
12 | nghiém dinh nghiém: 1.00-100pmol/L (0.078 -7 ,7Tng/ml. Ngudng 25 Test/Hop
lugng fT4 phat hién: 1.00pmol/L(0.078ng/mL). Mau phdm: Mau
toan phan/huyét thanh/huyét twong. Bao quan:
4~30°C
Phuong phap xét nghiém: Mién dich huynh quang
Thudc thir xét - Dai phan tich: 01~100mIU/ml
13 | nghiém dinh - Ngudng phat hién: 1 mIU/ml 25 Test/Hop
luong FSH - Mau phdm: M4u toan phan/ huyét thanh/ huyét twong

- Bdo quan: 4~30°C
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Hoa chat d€ xac dinh thoi gian thromboplastin mot
Hoa chat xét phén hoat hoa (APTT) trong huy€t trong nguoi.
1 nghiém déng mau | Do duc 1€n dén 0.543 abs khong gy nhicu y R1:6 x 10 ml
APTT Hemoglobin 1én dén 261 pmol/L khéng gay nhicu
Bilirubin tir 143 pmol/L gay nhiéu
) Hoa chat .,du:qc, st dung voi APTT Kaolin
2 Hoéa chat Calci Tiéu chuan chat luong: ISO 13485 hodc twong duong R2: 1% 60 ml
Chloride (Giay chimg nhan cdc tiéu chuén do t6 chirc o chire '
nang cap).
Chét kiém chiimg C.hAat ndi Flem;trong dong cam mau leyel 1.
3 , A an Tiéu chuan chat lwgng: ISO 13485 hodc twong duong )
xét nghiém dong iy . A 2 Lov i R1:6x 1 ml
Lo (Giay chirng nhan cac tiéu chuan do to chure cé chire
mau muc 1 < £
nang cap).
Chét kiém chiing C.hjat noi }qemgtrong d(?ng cam mau leyel 2.
. R Ti€u chuan chat lugng: ISO 13485 hodc twong duong .
4 xét nghiém dong " . P p PN R1:6 x 1 ml
, , (Giay chirng nhan cac tiéu chuan do to chure c6 chure
mau muc 2 o £
nang cap).
) Hoa chat d€ xac dinh thoi gian Prothrombin (%) va
Hoa chat xét INR trong huyét twong nguoi. _
A an . A P ¢ o A gx R1:6x 12 ml
5 nghiém dong mau | B duc 1€n dén 0.390 abs khong gay nhicu N R2 1 x 80 ml
PT d¢ nhay cao Hemoglobin 1én dén 209 umol/L khong gay nhiéu '
Bilirubin tr 238 umol/L gay nhiéu
Cuvette dong e TrA
6 mau may ban tu Cuvette cho mdy dong mau ban ty dong N T, Hop, .
dong : T thung/12.000 cai
Phan IV: Héa chit xét nghi¢m Sir dung cho may huyét hoc SWELAB ALFA,
may huyet hoc Celltac G910, may huyéet hoc SWELAB ALFA (Hodc twong
duon
Dung lam chat pha loang cho may phén tich huyét hoc
Trang thai vat 1i: chat 16ng
) Mau: khéng
Hoa chat pha Mui: khong
1 Iogng dlAJng,cho Dp pH: 7..35 dén 7.55 ’ 18 Iit/ can
may phan tich Tinh tan: tan trong nudc
huyeét hoc Thanh phan: Sodium chloride 0.44%, Sodium sulphate
anhydrous 0.97% )
Nhiét d bao quan: 1 dén 30°C
D0 6on dinh sau khi mé nap: 60 ngay
Dung lam chat ly giai cho may phan tich huy¢t hoc
Trang thai vat li: chat 1ong
Hoa chit ly giai | Mau: khong
hdng cAu dan Mui: nhe :
2 & & | DopH:4dén7 Chai 500 m

cho may phan
tich huyét hoc

Tinh tan: tan trong nudc

Thanh phan: Mudi amoni bac 4 3.7%
Nhiét d6 bao quan: 1 dén 30°C

Do 6n dinh sau khi md ndp: 90 ngay
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Pat tiéu chuan ISO13485 (Giay ching nhan cac ti€u
chuan do t6 chirc ¢ chiric ning cép).
Dung lam chat rira cho may phan tich huyét hoc
Trang thai vat li: chat long
Hoa chit rira M?L.j' xanh la
dung cho may Mui: ohe .
3 A £ Do pH: 7,7 dén 8,3 5 lit/can
phan tich huyét . ) .
hoc Tinh tan: tan trong nud6ce _
: Thanh phan: Polyoxyethylene tridecylether: 0.049%
Nhiét 6 bao quan: 1 dén 30°C
Do 6n dinh sau khi m& nip: 180 ngay
Dung 1am chat rira cho méy phan tich huyét hoc
Trang thai vat li: chat long
Hoa chét rita Me:lg: Vé{lg hpeflC vang-xanh l&
dung cho may M}u: kho Chl}l (clo) .
4 A £ Do pH: 10 den 13 5 lit/can
phén tich huyét , .
hoc loai dam dic Tinh tan: :can trong nuoc ‘
TToTE T Thanh phan: Sodium hypoclorit
Nhiét do bao quan: 1 dén 30°C
Do 6n dinh sau khi mé nip: 90 ngay
Dung lam chét ly giai cho may phan tich huyét hoc
Trang thai vat Iy: Chét long
Mau: khéng
Hoba chit ly giai | Mui: nhe
hong cau ding Do pH: 7.0 dén 7.6
5 | cho may phén Tinh tan: tan trong nuéc 250ml/ can
tich huyét hoc @& | Thanh phan: Dodecyltrimethylammonium chloride: <
do Hemoglobin 3.0%, Cetrimonium chloride: < 0.1%, Citric acid
monohydrate: < 2.0%
Nhiét d6 bao quan: 1 dén 30°C
Do 6n dinh sau khi md nip: 90 ngay
Dung lam chat ly giai cho may phan tich huyét hoc
Hoa chit Iy gidi Trang ktrl:i’li vat ly: Chét long
héng cau dung M?l.j.' ong
cho may phan Mui: khong
6 , x ;| PO pH: 8.0 dén 8.6 250ml/ can
tich huyét hoc dé , . .
béch phan bach Tln‘h tan: :Ean trong nuéc
Au j Th%'mh phan: Sodium alkyl ether sulphate: 0.11%
Nhiét d6 bao quan: 1 dén 30°C
D6 6n dinh sau khi md ndp: 90 ngay
Dung lam chat rira cho may phan tich huyét hoc
Hoa chét rira Tr?ng thai vat 1y: chat long
dung cho may M'?u.l' xanh duong .
7 phan tich huyét Mui: nhe ) 2 lit/can
hoc Do pH: 8.0 dén 8.6

Tinh tan: tan trong nuac
Thanh phan: Sodium alkyl ether sulphate: 0.069%
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Nhiét d bao quan: 1 dén 30°C
D¢ 6n dinh sau khi m¢ nap: 90 ngay.
Dung lam chat rira cho may phan tich huyét hoc
Trang thai vat ly: chat long
’ Mau: vang hoac vang-xanh la
Hoéa chat rra Muii: kho chiu (clo)
dung cho may Do pH: 10 d&én 13 .
8 phan tich huyét Tinh tan: tan trong nu6ce Bo/Hop(3x15ml)
hoc loai dam dac | Thanh phan: Sodium hypochlorite: 6.1%, Sodium
hydroxide <0.5% )
Nhiét d6 bao quan: 2 dén 8°C .
D6 on dinh sau khi mé nép: chi dung 1 lan
Dung d€ kiém chuén xét nghiém huyét hoc 5 thanh
phan bach cau )
Hoa chit ding Trgnfg t{lalzvat li: chat long
cho may phan M? u: do sam .
9 tich huyét hoc D0 pH: trung tinh 3ml/lo
. R Tinh tan: tan trong nudc
dung dé noi kieém
, . Thanh phan: Hong ciu ngudi, bach cdu mo phong va
muc thuong
tiéu cau cua dong vat co vi
Nhiét d bao quan: 2 den’8°C
D9 on dinh sau khi mé nap: 14 ngay
Dung d¢€ kiém chuén xét nghiém huyét hoc 5 thanh
phan bach cau )
Hoa chét ding Tr?ng t{lal}vat li: chat long
. N Mau: do sam
chomayphan | by b trung tinh
10 | tich huyét hoc dé | o M fUng 3ml/lo
a1 iR , Tinh tan: tan trong nudc
noi ki€ém mirc
thip Thanh phan: Hong ciu ngudi, bach cdu mé phong va
tiéu cau clia dong vat co6 va
Nhiét do bao quan: 2 den’8°C
D9 on dinh sau khi mé nap: 14 ngay
Dung d€ kiém chuén xét nghiém huy€t hoc 5 thanh
phan bach cau )
) Trang thai vat li: chat long
Hoa chat dung Mau: d6 sam
cho may phan Do pH: trung tinh
1 tich hgyét hoc dé | Tinh tan: tan trong nudgce . 3ml/lo
n6i kiém muc cao | Thanh phan: Hong cau ngudi, bach cau md phong va
ti€u cau cua dong vat co vu
Nhiét d bao quan: 2 dén 8°C
D0 on dinh sau khi mé nap: 14 ngay
, L, as Dung dé hiéu chudn mdy phén tich huyét hoc
Hoa cl}at duAn & Thanh phan Hong cau nguoi, bach ciu bi kich thich
cho may phén
12 , x ;| va tiéu cAu cia dong vat co via Lo 2 ml
tich huyét hoc de

hiéu chuan may

Nhiét d6 bao quan: 2 den’8°C
D9 on dinh sau khi m¢ nap: 7 ngay
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Pat tiéu chuan ISO (Gidy chiing nhén cac tiéu chuéan
do to chtrc ¢ chirc ning cip).
Mat do: 0.9 g/cm3
Dan hoi kéo: 1400 MPa
Phin loc cho méy | Bd bén kéo: 33 MPa A v
13| huyét hoo He 56 uén: 1400 MPa Hop 10 chiéc
D6 bén udn: 40 Mpa
Nhiét do bién dang: 85°C
— Chtic nang: La dung dich pha loang mau dung cho
viéc dém va dinh ¢ té bao.
. — Thanh phan:
14 ﬁgﬁg dichpha 1 | Muéi on dinh isotonic <1.5%; 20 lit
+ Thuodc chong vi trung <0.1%;
+ Dung dich dém <0.3%.
—Pong goi: 20 lit/ thung.
— Chirc ning: La dung dich ly giai pha v& hong cau,
khong chira cyanide Iytic, ding dé dém va dinh c& té
. ... | bao.
15 Dﬁl,‘lgNdifP ly gidh, | ~opsnh phin: 5 lit
PRAVORONE €AW | 4 Musi bac 4 <1.0%;
+ Mudi <1.5%.
—Pong goi: 05 lit/ thung.
— Chirc ning: La mau chuan dé hiéu chuan 3 mirc
16 | Mau chuan (trung binh, thip, cao) cho cac théng sb do. 3x4.5 ml
— Pong gbi: 3x4.5ml/bd (mdi 1 1o 4,5ml)
17 | Dung dich rira Dung dich rira cudi ngay, dung tich 0.5 lit/ binh. 500ml/ binh
Phan V: Hoéa chét xét nghiém dién giai HT1 (Hodc twong dwong)
) Chtrc nang: Pé hiéu chuén 2 diém cho Na, K, Cl, Ca, ) Calibration A:
Hoa chat sit dung | pH, Mg va Li trong may phan tich dién giai. Chira chat 430 ml: '
1 | cho may phan thai sau qua trinh phan tich. Calibratior11 B:
tich dién giai Quy céch: Calibration A: 430 ml; Calibration B: '
110ml.
110ml.
Hoa chat s dung | Churc nang: Pé kich hoat dién cuc Na, K, Cl, Ca, pH,
2 cho may phan Mg va Li trong may phan tich dién giai 110 ml
tich dién giai Quy céach: 110 ml
Héa chat st dung | Churc nang: Kht protein cua cac dién cuc Na, K, Clo,
3 | cho may phén Ca, pH, Mg va Li trong may phan tich dién giai 5x25mg +1x5ml
tich dién giai Quy cach: 5x25 mg Protein enzym + 1x5 ml Diluent
Hoa chit lam déy Chtrc nang: Lam dﬁy f:éc dién cuc ISE Electrodes,
4 dién cuc ISE nhg: K, Na, Cl, Ca, Li, pH. 3ml/lo
T Theé tich: 3 ml
Dung dich lam Chirc nang: Lam day dién cuc tham chiéu Reference
5 | day dién cuc Electrode 10ml
tham chiéu Thé tich: 10 ml
Hoa chét chuin Chuce nang: Vit liéu kiém soat chat lugng cho cac
6 thong s6 Na, K, Cl, Ca, pH, Mg va Li trong cac may 3x10x2 ml

may dién giai

phan tich dién giai. Gom 3 mirc kiém chuan: QC1,




Yéu cau vé thong so ky thuat (hodc twong dwong,

Quy cach dong

STT Tén hang hoa hoiic tot hon) g6i toi thiéu
QC2va QcCs.
Quy cach: 10x2 ml + 10x2 ml + 10x2 ml 4
Chure nang: Dién cyc chon loc ion Ca, dung dé do
Electrode, A N x
7 Calcium (Ca) nong d6 Ca trong mau. 2,89
Khoi lugng: 2.8 g i ‘
Electrode, C}u.rc nang: Pién guc chon lgc ion Cl, dung dé do nong
8 Chloride (CI) do ion Cl trong mau 2,89
Khoi lugng: 2.8 g
Electrode, C}n.rc nang: dién guc chon loc ion K, dung d¢ do nong
9 Potassium (K) do ion K trong mau 2,89
Khoi luong: 2.8 g q
Electrode, C}ufc nang: dién cgc chon lgc ion Na, dung dé¢ do nong
10 Sodium (Na) do ion Na trong mau 49
Khoi lwong: 4 g
Chirc ning: Po do pH cta mau
11 | Electrode, pH Khéi lrong: 4g 49
Electrode, CP_uc nang: DIGI} CI{C tham chiéu, tao dién thé khong
12 d6i cho dong chat 1éng 20g
Reference

Khéi lugng: 20g

Phan V: Héa chit chay ndi kiém nwéc tiéu 10 théng s6 may Mision U120

(Hodc

twong dwong)

Hoa chat ndi

Dang long, thanh phan 100% nudc tiéu ngudi, ¢ bén
m& nap 30 ngdy ¢ 2-8°C hoac 20 lan nhiing. 13 thong
s6 tong phan tich Nudc tiéu: Albumin, Bilirubin,

1 kiém que thir Blood, Creatinine, Glucose, hCG, Ketones, Hop/ 12 x 12ml
nuée tiéu muc 1 Leukocytes, Nitrite, pH, Protein (Total), Specific
Gravity, Urobilinogen. Bao quan va van chuyén & 2-
8°C
Dang long, thanh phan 100% nudc tiéu nguoi, do bén
mo nap 30 ngay ¢ 2-8°C hoac 20 lan nhing. 13 thong
Hoa chat noi s6 tong phan tich Nudc tiéu: Albumin, Bilirubin,
2 | kiém que thi Blood, Creatinine, Glucose, hCG, Ketones, Hop/ 12 x 12ml

nudce tiéu mic 2

Leukocytes, Nitrite, pH, Protein (Total), Specific
Gravity, Urobilinogen. Bao quan va van chuyén ¢ 2-
8°C

Phan VII: Héa chit dinh nhém mau

Thudc thir xét

La cac thuoc thir o san dan xuat tir vi€c nuoi cay te

1 | nghiém nhém bao chudt lai. Anti-A khang thé don dong dan xudt tir 10ml
méau A té bao dong lai.
Thudc thir xét La cac thudc thir c6 san dan xuat tir viéc nudi cay té

2 | nghiém nhém bao chudt lai. Anti-B khang thé don dong dan xuét tir 10ml
mau B té bao dong lai.
Thudc thir xét La cac thudc thir c6 san dan xuat tir viée nudi cay té

3 nghiém nhom bao chudt lai. Anti-AB khang thé don dong dan xuat tir 10ml
mau AB té bao dong lai.
Thudc thir xét

4 | nghiém nhom Khéang thé don dong c6 dan xuat tir té& bao dong lai. 10ml

mau D




1.3. Céc yéu cau khac
* Nha thau phdi ngp cing véi E-HSDT cdc tai ligu sau diy:
Dbi véi toan bo hang hoa:

- Co Catalog hodc tai liéu k¥ thuat khac ctia Nha san xuét co day di ndi dung
chtrng minh céc dic tinh, thong s6 k¥ thuat dbi véi cac hang hoa chao thau (Néu 1a
ngdn ngir nude ngoai phai co ban dich sang tiéng Viét) co diy du ndi dung chimg
minh thong s6 ky thuat ddi véi cac hang hoa tham duy thau theo yéu cau ciia E-HSMT
va chiu trach nhiém vé ndi dung va tinh chinh xéc giita ban gdc va ban dich). Pong
thoi, nha thau can danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng
yéu ciu ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

D4i v6i hang hoa 13 Thiét bi y té: Nop thém cac tai liéu sau.

- C6 gidy chirng nhan dat tiéu chuan quéan 1y chat luong 1SO 13485 hoic tuong
duong hodc CE hodc FDA hodc tuong duong ctia nha san xuét con hiéu lyc véi céc
mat hang tham duy.

- S6 Iwu hanh con hiéu lyc bao gdbm Sb cong bd tidu chuan ap dung d6i voi
Thiét bi y té thudc loai A, B do S¢ Y té cap hodc Sb gidy chimg nhan diang ky luu
hanh d6i voi Thiét bi y té thudc loai C, D do B Y té cap va Két qua phan loai Thiét
bi y té theo quy dinh tai Nghi dinh s6 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
ctia Chinh phi.. DPéi v6i truong hop S6 Iwu hanh hét hiéu luc, dé nghi Nha thau giai
trinh kha nang cung tmg hang hoa.

Luuy:

- Trong truong hop Nha thiu chtimg minh hang héa chao thau khong phai 1a
Thiét bi y té (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y té hodc
thiét bi phu tro diing cho y té) thi Nha thau khong can nop SO luu hanh va Két qua
phan loai Thiét bi y té cho hang héa do.

- Nha thau phai cam két hang hoa chao thau di duoc ké khai gia (D6i v6i hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu sé 29/2024/TT-BYT ngay
03/11/2024 ctia B Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Diéu 1,
Nghi dinh 07/2023/NB-CP ngay 03/03/2023 va cam két gia ban khong cao hon gia
ké khai hodc gia niém yét theo Khoan 1, Diéu 18, Nghi dinh 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 ddi chiéu tai liéu hodc hoan thién hop
d6ng: Nha thau phai ndp cac tai liéu ching minh kha ning cung tng hang héa cé
ngudn goc ré rang va hep 18, nham dam bao dap tng yéu cau vé ning luc ky thuat
theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat ddu thau sd
22/2023/QH15. Trudng hop Nha thau khong thé cung cép tai liéu ching minh, Nha
thau s& khong du diéu kién xét trang thau theo huéng dan tai Khoan 19 Diéu 140
Nghi dinh s 214/2025/ND-CP.

Pdi voi yéu cau lap dat, giao hang, tudi tho ciia hang hda:

1. Cam két tat ca hang héa cung cap méi 100%, san xuat tir nam 2025 tro di
chua qua st dung, ¢4 ngudn goc Xuat Xa rd rang, con nguyén dai, nguyén kién theo

quy cach dong goi ciia nha san Xuat.

2. Tai budc dbi chiéu tai liéu, nha thau cung cip hang hoa d¢é Bén mua tién
hanh Xé&c nhan gia tri st dung ctia phuong phap trong Quan ly chat luong xét nghiém
theo Quyét dinh s6 2429/QP-BYT ngay 12/06/2017 cua Bo Y té; trong truong hop
thir nghiém hang hoa thuc té khong dap tng dung tinh ning k¥ thuat di chao tai E-
HSDT va yéu cau ky thuat cuia E-HSMT thi duoc hiéu nha thau khong dap img danh
gia vé k¥ thuat. Trong truong hop nha thau khong dong y cung cap hang hoa thir
nghiém tai budc d6i chiéu tai liéu, hang hoa cung cap theo Hop dong sau khi Bén
mua thir nghiém khong dap tng dugc Quyét dinh sé 2429/QP-BYT ngay
12/06/2017 cua Bo Y té, nha thau s& bi cham dat hop dong va Bén mua sé& ra Quyét
dinh xir Iy vi pham va dang tai 1én Hé théng mang dau thau Qudc gia.

3. Cam két cung cap hang hoa trong thai gian 3 ngay 1am viéc ké tir lic nhan
duoc don hang cuia Pon vi, d6i véi truong hop giao hang gap, dot xuat: trong vong
48 gio.

Muc 2. Ban vé: Khong cé

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
duoc yéu cau sé duogc to chuc tai Trung tam Y té khu vuc Dk Song; Dia chi: T
dan phd 1 - Xa Ptic An - Tinh Lam Pong. Hang héa nha thau cung cip trude khi
duoc nghiém thu s& dugc chil du tu kiém. Bat ctr hang hoa nao khong dam bao chat
luong theo yéu cau cua E-HSMT va E-HSDT sé& khong duoc nghiém thu.



