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

Muc 1. Yéu ciu vé ky thuit
1.1. Gi6i thiéu chung vé du 4n va géi thau

- Chu dau tu: Trung tam Y te buc Tho

- Du todn mua sim: Mua siam Vit tu y te héa chat, sinh phim sir dung 24 thang
giai doan ndm 2026-2027 cta Trung tim Y t& Dirc Tho

- Tén goi thau: Goi sd 2: Mua sdm hoa chat, sinh pham st dung 24 thang giai
doan nam 2026-2027 ctia Trung tam Y té Puc Tho

- Nguoén von: Nguon thu bao hiém, vién phi va cac nguon hop phéap khac

- Hinh thirc lira chon nha thau: P4u thau rong rii qua mang trong nudc

- Phuong thtrc lya chon nha thau: Mot giai doan, mdt tui hd so.
- Thoi gian bat dau t6 chiic lya chon nha thau: Quy 11/2026

- Loai hop ddong: Pon gia ¢b dinh

- Thoi gian thuc hién hop dong: 24 thang

- C6 nhiéu phan/16: C6

- Ty chon mua thém: 30% tuong tng 5.593.376.488 dong
1.2. Yéu cdu vé ky thugt

1.2.1. Tai liéu chirng minh tinh hop I¢ cuia hang hoa

a. Bang Danh myc hang hoa du thau trong E-HSDT theo Mau NT — 01 tai muc 4
Chuong V. Yéu cu nha thau ké khai dﬁy du thong tin tai cac c¢Ot va ghi muc luc
cta tai liéu tham chiéu (chi dan dén sb trang hodc dén folder chtra tai liéu). Nha
thau phai nop dong thoi file Excel danh muc hang hoa du thau va ban scan c6 ky
dong dau hop 18.

b. Co catalog hoac tai liéu k¥ thuat ctia nha san XUAt ghi r0:

- Ky ma hiéu, nhin mac san pham (theo quy dinh cta nha san xuét);
- Tén nha san xudt;

- Théng sb k¥ thuat hang hoa;

- Quy cach hang hoa (néu co);

c. Déi véi hang hoa 14 trang thiét bi y té, cung cp cac tai liéu sau:

- Bén phan loai trang thiét bj y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP,
Nghi dinh s6 07/2023/ND-CP va cac quy dinh hi¢n hanh.

- S0 luu hanh con han theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6
07/2023/ND-CP va cac quy dinh phap luat hién hanh, cu thé nhu sau:
+ Ddi véi trang thiét bi y té loai A, B: Phai cung cip s cong b (hoac Phiéu

thong tin) HO so cong bo tiéu chuan ap dung cua trang thiét bi y té trén Cong
thong tin dién tir Bo Y t& (dmec.moh.gov.vn).



+ Pdi véi trang thiét bi y té loai C, D: Phai cung cap gidy ching nhan dang ky luu
hanh hoac gidy phép nhap khau con han cua Bo Y té theo quy dinh (D4i véi trang thiét
bi y té khong thudc danh muc phai cp phép nhap khau theo quy dinh tai Théng tu
30/2015/TT-BYT thi Nha thau phai cung cip T khai hang hoa nhap khau).

- S6 cong bb (hoic Phiéu thong tin) Ho so cong bd du diéu kién mua ban trang
thiet bi y t€ theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh so
07/2023/ND-CP va cac quy dinh phép luat hién hanh.

- S6 cong bo (hoac Phiéu thong tin) hd so cong bd du diéu kién san xudt ddi véi
trang thiét biy té san xudt trong nudc, theo quy dinh tai Nghi dinh sé 98/2021/ND-CP,
Nghi dinh s6 07/2023/ND-CP va cac quy dinh phap luét hién hanh.

- Co m(f)t trong cac chiing chi ISO 9001, ISO 13485, FDA, chirng nhan luu hanh
cua Bo y t€ hoac tuong duong

- C6 gidy phép nhap khau cua Bo y té dbi v6i cac loai hang hoa thudc diéu kién
bit budc

d. D4i v6i hang hoa khong phai 13 trang thiét bi y té:

- Tai liéu ching minh dac tinh k¥ thuat cua hang hoa
- To khai hang hoa nhéap khau.

e. Céc yéu ciu khéc:

- Trong truong hop can thiét, nha thau phai cung cAp duong link dé Chu dau tu
tra ctru, doi chi€u catalog, tai li¢u k¥ thuat ctia hang hoa;

- Céc tai liéu tai cac muc b), ¢), d) noi trén:

+ Neéu 1a ban sao phai c¢6 chiing thyc ctia co quan chirc nang, néu tai li¢u dugc cap
truc tuyen thi phai c6 dau xac nhan ctia nha thau va nha thau chiu trach nhiém vé tinh
chinh xac ctia noi dung

+ Néu st dung bang tiéng nudc ngoai phai co ban dich sang tiéng Viét Nam va
nha thau chiu trach nhiém phéap 1y vé tinh chinh xac ctia ndi dung dich thuat khi
phat hanh. Trong truong hop c6 su sai khac gitta ban dich va ban gbc thi Cha dau
tur s& danh gia dwa vao ban gdc.

1.2.2. Cam két ciia nha thau cho toan bé gdi thiu

- Cam két hang héa cung cap phai dam bao méi 100%, con han sir dung theo
khuyén cdo cua nha san xuat dap ung yéu cau E-HSMT. San xuat tor ndm 2025 tro ve
Sau;

- Cam két thuc hién dbi tra 1:1 khi véi truong hop sau:

+ Hang héa kiém tra va thir nghiém khong phu hop véi dic tinh ki thuat da chao
thau.
+ Truong hop hang hoa bi 16i, bi hong hodc c6 cac khuyét tat ndy sinh c6 thé dan

dén nhitng bat loi trong qua trinh str dung binh thuong cua hang hoa do 16i cua nha
thau hodc khi ¢ thong bao thu hdi ctia co quan c6 tham quyén.

- Cam két han dung cua hang hoéa tai thoi diém giao hang: Han sir dung cta hang
hoa tinh tir thoi di€ém cung ing dén co so y t€ phai dam bao:



+ Tbi thiéu con > 18 thang ddi véi hang hoa ¢ han str dung quy dinh cta nha san
xuat tr 36 thang tro 1€n;

+ T4i thiéu con > 12 thang dbi voi hang hoa ¢ han sir dung quy dinh cua nha san
xuat tir > 18 thang dén < 36 thang;

+ T4i thiéu con > 6 thang d6i voi hang héa ¢ han str dung quy dinh ciia nha san
xuat tir > 12 thang dén < 18 thang;

+ T4i thiéu con > 3 thang d6i v6i hang hoa ¢ han sir dung quy dinh ctia nha san
xuat tor > 6 thang dén < 12 thang;

+ T4i thiu con > 1 thang d6i v6i hang héa 6 han str dung quy dinh ctia nha san
xuat < 6 thang;

~+ Trong cac truong hop dac biét khac, nha thau phai c6 bao cao bang vin ban.
D061 v61 hang hoa khong ghi han stir dung phai dugce san xuat tor nam 2025 tré di.

- Cam két bao dam kha nang cung ung day du hang hoa néu tring thau. Hang héa
cung cip dam bao yéu cau vé chét luong va dung gia trang thau nhung khéng cao hon
gia ké khai trén cong thong tin dién tr ciia B Y Té tai thoi diém mua ban theo Diéu
44 va biéu 45 ND 98/2021/NP-CP ngay 08/11/2021.

1.2.3. Thong so ky thudit

Yéu cau vé ddc tinh, théng sé ky thudt quy dinh trong muc ndy la téi thiéu, chi
nham muc dich mé ta va khong nham muc dich han ché nha thau. Bat ky tiéu chudn vé
ché tao, cong nghé, quy trinh sdn xudt cdc vt tw va thiét bi ciing nhw tham chiéu dén
nhén hiéu hang héa, ky ma hiéu (néu c6) trong yéu cau vé tiéu chudn ky thudt chi tiét
thude ndi dung yéu cau (tiéu chi danh gid chi tiét) chi nham muc dich mé ta cdc tiéu
chudn chat luong, tinh nang kj thudt. Nha thau cé thé dwa ra cdc tiéu chudn chat
lirong, ky md hiéu, nhan hiéu hang héa khdc c6 ddc tinh, théng sé ky thudt twong
dwong hodc cao hon mién la nha thau cé thuyét minh giai trinh va chirng minh mat
hang di thau cé tinh nang, ddc tinh, thong so ky thudt twong dwong hodc cao hon so
VOl yéu cau quy dinh tai muc nay;



M3 phan/16/Tén phan/16/Danh muc hang héa
moi thiu

Théng s6 ky thuit moi thau

Quy céach

PHAN I: HOA CHAT XET NGHIEM

HOA CHAT MAY SINH HOA

May xét nghiém sinh hoa tw dong Au 640

Hoa chét kiém chuan ALCOHOL

Hoa chat »kiém,tra xét nghiém sinh hoa ALCOHOL
Ti€u chuan chat lugng: ISO 13484 hodc tuong duong.

2x1 mi

Hoa chét xét nghiém ALCOHOL

Hoa chat chuan xét nghiém sinh hoa ALCOHOL
Ti€u chuan chat lugng: ISO 13484 hodc tuong duong.

4x20ml; 2x15 ml

Hoa chit chuAn ALCOHOL

Hoa chat chuan xét nghiém sinh hoéa ALCOHOL
Ti€u chuan chat lugng: ISO 13484 hodc tuong duong.

2x5 mi

Nudc rira may sinh hoa

Dung dich dung dé 1am sach hé théng do cia may (theo tai lidu
huéng dan ctia may).

Thanh phan:

Sulfonic acids, C13-17-sec-alkane, sodium salts < 5%
Genapol 1-5%

Sodium hydroxide 1%.

Tiéu chuan: ISO13485 hoic twong duong.

2 lit/ can

Thudc thtr dinh lugng men gan ALT trong mau

Dinh luong nong do ALT/GPT trong huyét thanh, dai tuyén
tinh tir 3 - 448u/l. Thanh phan: TRIS Buffer pH 7.3 125.0
mmol/l, L-Alanine 625.0 mmol/l, LDH 1500 U/1, a-
Ketoglutarate 94 mmol/I

6x66ml/ 6x16.5ml

Hoa chat dung cho xét nghiém men gan AST

Dinh lugng men AST, dai tuyén tinh 4 - 692 u/l. Thanh phén:
L-Aspartate 300 mmol/l, MDH >530 U/1, a-Ketoglutarate 75
mmol/l. dat tiéu chuan chat luong ISO13485 hoic tuong
duong.

6x66ml/ 6x16.5ml

Thudc thtr dinh lvgng Albumin trong mau

Dinh lugng Albumin mau, dai tuyén tinh tir 2,5 - 72,6 g/l.
Thanh phan chinh: Citrate Buffer pH 4.1 95 mmol/l, Citrate
Buffer pH 4.1 95 mmol/l, Bromocresol Green 1.41 mmol/l. Pat
tiéu chuan ISO13485 hoic tuong duong.

6x64ml/ 6x16ml

Hoa chit ding cho xét nghiém Amylase

Dinh lugng Amylase trong mau, dai tuyén tinh 1 - 1988 u/l.
thanh phan: Sodium Chloride 87 mmol/l, Magnesium Chloride

6x66ml/ 6x16ml




12.6 mmol/l, a-Glucosidase 4000 U/I, Hepes Buffer pH 7.15 52
mmol/l. dat ti€u chuan chat luong ISO13485 hoac tuong
duong.

Hoa chat dung cho xét nghiém Bilirubin Total

Dinh luong Bilirubin toan phan bang phuong phap DPD.
Thanh phan:

- Hydrochloric Acid (HCI) 17 mmol/I

- Accelerator 50 mmol/I

- 2,5-dichlorophenyl diazonium salt

(DPD) 1.5 mmol/l

dat tidu chuan chat lugng ISO13485 hoic tuong dwong.

9x62ml/ 9x15.5ml

10

Hoa chat dung cho xét nghiém Bilirubin Direct

Dinh luong Bilirubin tryc tiép bang phuong phap DPD.
Thanh phan:

- Hydrochloric Acid (HCI) 17 mmol/Il

- 2,5-dichlorophenyl diazonium salt (DPD) 0.4 mmol/I.
Pat tiéu chuan ISO13485 hoic twong duong.

5x17ml/ 5x5.5ml

11

Hoa chat dung cho xét nghiém Calcium

Dinh lugng Calcium trong méu, dai tuyén tinh 0,03 - 4 mmol/l.
Thanh phan: Imidazole Buffer pH 6.6 100 mmol/l, Arsenazo III
0.26 mmol/I.

Pat tiéu chuan chét luong ISO 13485 hoic twong duong.

10x63ml

12

Hoa chat dung cho xét nghiém Cholesterol

Dinh luong cholesterol trong mau, dai tuyén tinh 0,04 - 22
mmol/l. Thanh phan: Mg2+ 2 mmol/l, Phenol 2 mmol/l,
Peroxidase >100 U/1, Cholesterol Esterase >250 U/I. dat ti€éu
chuan chét lugng ISO 13485 hoic tuong duong.

12x65ml

13

Hoa chat dung cho xét nghiém HDL Cholesterol

Dinh lugng HDL trong mau, dai do dén 2,4 mmol/l. Thanh
phan: TODB 1 mmol/l, Ascorbate oxidase 3.0 U/ml, MgCI2 2
mmol/l, Buffer (pH 6.5) 10mmol/l. Pat tiéu chuan ISO 13485
hodc tuong duong.

6x60ml/ 6x20ml

14

Hoa chat dung cho xét nghiém LDL Cholesterol

Pinh luong LDL trong mau, dai do 1én t61 10 mmol/l. Thanh
phan: GOOD’S Buffer, CHE, CO, 4-aminoantipyrine (4-AA),
Peroxidase, MgCI2. Pat tieeuc huan ISO 13485 hoic tuong
duong.

6x40ml/ 4x20ml




15

Hoa chit dung cho xét nghiém Creatinine

Dinh luong Creatine bang phuong phap Jaffe, dai tuyén tinh tir
5,2 - 2734 pmol/l.

thanh phan: Alkaline Buffer 200 mmol/l, Picric Acid 25.0
mmol/l. dat tiéu chuan chét luong ISO 13485 hoic twong
duong.

9x66ml/ 9 x16.5ml

16

Hoa chat dung cho xét nghiém Glucose

Pinh lugng Glucose trong mau, dai tuyén tinh 0,01 - 28,2
mmol/l. Thanh phan: PHOSPHATE Buffer pH 7.5 100 mmol/l,
4-Aminoantipyrine 0.3 mmol/Il, Phenol 1 mmol/I.

Pat tiéu chuan ISO 13485 hoic tuong duong.

12x66.5ml

17

Hoa chat dung cho xét nghiém Total Protein

Dinh lugng Total protein mau, dai tuyén tinh 0,4 - 146 g/I.
Thanh phan: potassium Sodium Tartrate 63.78 mmol/l,
Potassium Iodide 60.24 mmol/l, NaOH 1.2 mol/L. Dat tiéu
chuan ISO 13485 hoic twong duong.

6x65.5ml/ 6x65.5ml

18

Hoa chat dung cho xét nghiém Triglycerides

Dinh luong Triglycerides trong mau, dai do 0,02 - 11 mmol/I.
thanh phan: PIPES Buffer pH 7.0 43.6 mmol/l, 4 Chlorophenol
5.45 mmol/l, Mg2+ 4.66 mmol/l. Dat tiéu chuan ISO 13485
hodc tuong duong.

12x65ml

19

Hoa chat dung cho xét nghiém Urea

Dinh lugng Urea trong mau, Dai tuyén tinh 0,31 - 60 mmol/I.
Thanh phan: TRIS Buffer pH 7.5 224.53 mmol/l, a KG 15.47
mmol/l, ADP 0.94 mmol/l. Pat tiéu chuan ISO 13485 hoic
tuong duong.

6x66ml/ 6x43ml

20

Hoa chat dung cho xét nghiém Uric Acid

Dinh lugng Aric Acid trong mau, dai tuyén tinh 1 - 1442
umol/l. Thanh phan: Phosphate Buffer pH 7.5 150 mmol/l,
Ascorbate Oxidase 5000 U/I, Potassium Ferocyanide 0.024
mmol/l, 4 — Aminophenazone 3.84 mmol/l. Pat ti€u chuan ISO
13485 hodc tuong duong.

6x66ml/ 6x16ml

21

Hoa chit dung cho xét nghiém Gamma GT

ho4 chit dinh lugng Gama GT, do tuyén tinh 1200 U/1, murc
phat hién tir 0.47 U/L.

Thanh phan: TRIS Buffer pH 8.25 100 mmol/l, Glycylglycine
100 mmol/l, Carboxynitroanilide 2.9 mmol/I

dat tiéu chuén chat luong ISO 13485 hoic tuong dwong.

6x66ml/ 6x16ml




Thudc thir chan doan In Vitro dé xac dinh dinh luong
Haemoglobin Alc (HbAlc in %) trong mau toan phan trén may
phan tich ty dong.

Tuyén tinh: Dai dinh luong: 4.0% - 12.0%

22 Hoa chat dung cho xét nghiém HbAlc Thanh phﬁn va Mau sic cam quan: Axaaml/ 4x6ml / 4x9
X . ml / 4x32ml
Thuoc thtr 1a: Dung dich trong.
Thudc thtr 1b: Dung dich mau vang nhat
Thubc thir 2: Dung dich mau vang nhat.
Dong goi: 4x14ml / 4x6ml / 4x9 ml / 4x32ml
HbA1lc Control Set dugc st dung dé xac minh hiéu suat cua
dung cu / thudc thr.
Mau sic va md ta: Bot dong kho mau do.
23 Hoa chét kiém chuan HbA Ic San pham nay dugc diéu ché tir mau toan phan va chtra chat 2x0,5ml
bao quan va chét 6n dinh. Né)ng dd cu thé theo 16.
San pham nay khong nguy hiém theo thong s6 k¥ thuat ctia EU,
dat tiéu chuan ISO 13485 hoic tuong duong.
24 Hoa chat chuan HbAlc Hoa chéat hiéu chuan Hbalc 2 x 0.5ml
Thudc thir xac dinh dinh lugng Creatine Kinase (CK-MB)
trong huyét thanh trén may phan tich Sinh héa.
R1: Imidazole Buffer pH 6.7 - 100 mmol/l ;Glucose - 20
mmol/l; Magnesium Acetate - 10 mmol/l; EDTA - 2.0 mmol/l;
ADP - 2.0 mmol/l ; AMP - 5.0 mmol/l; NADP - 2.0 mmol/l;
25 | Hoa chit dung cho xét nghiém CK - MB CK-M Inhibiting Antibody - 8000 U/I; HK - > 2.5 U/ml; N- 6x21ml/ 2x14.6ml
acetylcysteine - 20 mmol/I.
R2: Creatine Phosphate - 30 mmol/l ;
G6P-DH -> 1.5 U/ml;
Diadenosine pentaphosphate - 10 umol/l; PRESERVATIVES;
Dat tiéu chuan ISO 13485 : 2016; CE hoic twong dwong.
B hiéu chuan CKMB dugc sir dung dé thiét 1ap diém tham
26 Hoa chat chuan CK-MB chiéu trong dinh luong CKMB trén may phén tich tw dong. 10 x 2 ml

THANH PHAN




Huyét thanh tham chiéu CKMB véi chat 6n dinh héa hoc / chét
béo quan. Nong do cu thé theo 16.

CK-MB phai dugc hoan nguyén trong nudc tinh khiét c6 nhiét
do dudi 15°C.

27

Hoa chat kiém chuan CK-MB

CK-MB - Control dugc st dung dé x4c minh hiéu suét cua thiét
bi /thude thir.

Maiu sic va mo ta: Bot dong kho mau trang.

Thanh phan: Huyét thanh tham chiéu véi chat 6n dinh/ chét bao
quan hoa hoc. Nong d6 cu thé theo 16.

10 x 2 ml

28

Hoa chat dung cho xét nghiém CK NAC

Dinh lugng CK Nac, Dai tuyén tinh 2 - 2400 w/l. Thanh phé.l’l:
Glucose 20 mmol/l, Magnesium Acetate 10 mmol/lI, NADP 2.0
mmol/l, N-acetylcysteine 20 mmol/l. Pat tiéu chudn chét lugng
ISO 13485 hodc tuong duong.

4x60ml/ 4x15ml

29

Hoa chat chuan cac xét nghiém thuong quy

B6 hiéu chuan General Chemistry dugc stir dung dé hiéu chuan
trong dinh lugng hoa sinh 1am sang trén may phan tich tu dong
va ban ty dong.

THANH PHAN

Huyét thanh véi céc chat phu gia hoa hoc va chiét xuat mé c6
ngudn gde tir nguoi va dong vat. Nong do cu thé.

Céc gia tri dugc x4c minh dya trén rat nhiéu bo hiéu chuan
chinh ¢6 thé truy nguyén theo cac phuong phap tham chiéu
hodc nguyén vat liéu tham chiéu.

San pham nay khong nguy hiém theo thong s6 k¥ thuat ctia EU,
dat tiéu chuan CE, ISO 13485 hoic twong duong.

10 x5 ml

30

Hoéa chat kiém chuan muc 1

General Chemistry control dugc st dung dé x4c minh hiéu suét
ctia thude thir va thiét bi trong dinh luong ciia cac hoa chat
khac nhau trén may phan tich ty dong.

Thanh phan Huyét thanh v&i chat phy gia va chiét xuat mé c6
ngudn gdc nguoi va dong vat. Nong do cu thé theo 16.

20x5 ml

31

Hoéa chat kiém chuan muc 2

General Chemistry control dugc stir dung dé xac minh hiéu suat
cua thudc thur va thiét bi trong dinh lugng cta cac hoda chat
khac nhau trén may phan tich ty dong.

20x5 ml




Thanh phan Huyét thanh v&i chat phuy gia va chiét xuat mé cé
ngudn goc ngudi va dong vat. Nong do cu thé theo 10.

32

Hoa chat dung cho xét nghiém CRP

Ho4 chat dinh luong CRP, mirc phat hién tir 0,05 mg/dl. Thanh
phan: TRIS Buffer pH 7.6 18.2 mmol/l, Sodium Chloride 123.2
mmol/l, PEG < 4 %.

dat tiéu chuan chat lugng ISO 13485 hoic twong duong.

6x20ml/ 6x4ml

33

Hoa chit chuan CRP

B6 hiéu chuian CRP dugc str dung dé thiét 1ap diém tham chiéu
trong dinh lugng CRP trén may phan tich tu dong.
San pham nay khong nguy hiém theo thong so k¥ thuat cia EU.

10x1ml

34

Hoa chat kiém chuin mitc 1 CRP

Ho4 chat kiém chuidn CRP muc 1

20x 1 ml

35

Huyét thanh kiém tra mic 2 CRP

Hoé4 chat kiém chuian CRP murc 2

20x 1 ml

36

Bong den may sinh hoa

Dung cho may sinh hoa tu dong; 12 V- 20W

1 cai/ Hop

May xét nghiém dién gidi Ise 5000 /Auto ISE500

37

Hoa chét dung cho may dién giai

*Pack EasyLyte Na/ K / Cl Solutions Pack sir dung dé dinh
lwong ndng do Natri (Na +), Kali (K +) va Clorua (Cl-) trong
huyét thanh ngudi, huyét twong, mau toan phan va nudc tiéu
bang May xét nghiém dién giai EasyLyte plus hang Medica.
*Thanh phén:

Standard A Solution, 800mL: 140.0 mmol/L Na+; 4.0 mmol/L
K+; 125.0 mmol/L Cl—; Buffer; Preservative; Wetting Agent
Standard B Solution, 180mL: 35.0 mmol/L Na+; 16.0 mmol/L
K+; 41.0 mmol/L Cl—; Buffer; Preservative; Wetting Agent
Wash Solution, 80mL

0.1 mol/L Ammonium bifluoride

Waste Container

800ml/Hdop

38

Dung dich rtra cho may dién giai

Dung dich rtra danh cho may xét nghiém dién giai; -1 chai
Daily Cleaner Diluent 90 ml, HCI 0,1N; muoi
-6 chai pepsin 0,59

1 lo Rinse 90 mL + 6
lo Pepsin

39

Dung dich chuan may dién giai

*Dung dich kiém chuén test Na+, K+, Cl-, Li+, Ca++, pH, gém
2 murc binh thuong va bat thudng.

2x10 ml




*Gom dung dich mubi, chat dém, albumin bo, chat bao quan.

40 bién cuc Kali bién cuc K dung cho may xét nghiém dién giai 01 cai/ Hop
41 Dién cyuc Natri Dién cyc Na dung cho may xét nghiém dién giai 01 cai/ Hop
42 bién cuc Clo bién cuc CL dung cho may xét nghiém di¢n giai 01 cai/ Hop
43 Day bom cho may di¢n giai Day bom dung cho may dién giai 01 cai/ Hop
44 | Dung dich lam diy dién cuc Dung dich lim day di¢n cyc, chira KCI, diing cho méy xét 125 ml/ lo
nghiém dién giai
45 Bo phat hién mau dung cho may dién giai ]?gzil;fy};;egar;lna;;ll Sl[l)ne‘%e%}tlgr?ay dién giai) 01 cai/ Hop
46 Dién cyc tham chiéu may dién giai Dung cho may dién giai Medica 01 céi/ Hop
Il | HOA CHAT MAY HUYET HQC
1.1 May phan tich huyét hoc Mindray BC 3200 -
' Hang san xudt Mindray/Trung Quoc
Thanh phan: 20 lit/ thung
Sodium Chloride: 3.0-5.5¢/L
. ~ Sodium Sulfate Anhydrous: 7.5-11.5g/L
47 Dung dich pha loang Buffering Agents: 1.)(3-3.09/ L )
Anti-fungal and Anti-bacterial Agents: 0.8-2.5g/L
Chiing nhan: ISO, CE hoac tuong duong.
Thanh phan: 500 ml/ chai
Quarternary Ammonium Salts: <50g/L
48 Dung dich pha v& hong cau Egglrggj]%rltag_tf;:SjTiIS/gL/L
Ethanol: <1.5ml/L
Chung nhan: ISO, CE hodc tuong duong
Thanh phan: 5,5 lit/ can
Sodium Sulfate Anhydrous: 3.0-5.5g/L
49 Dung dich rira Sod_ium Chloride: 7._5-11.5g_/L
: Anti-fungal and Anti-bacterial Agents: 1.0-3.0g/L
Polyoxyethylene Ester: 0.3-1.5¢g/L
Chung nhan: ISO, CE hodac tuong duong
50 Dung dich rua hang ngay Thanh phan: 100 ml/lo




Proteolytic Enzym: 3.0-10g/L

Surfactant: 0.3-1.5¢/L

Sodium Chloride: 3.0-5.0g/L

Anti-fungal and Anti-bacterial Agents: 0.5-2.5g/L
Buffering Agents: 1.0-4.0g/L

Churng nhan: ISO, CE hodc tuong duong

50 ml/ 1o
Thanh phan:
i Surfactant: <0.2%
>l Dung dich rra bdo tri Sodium hypochlorous: < 12%
Sodium hydroxide: < 5%
Chung nhan: ISO 9001, ISO 13485, CE hoac tuong duong.
Thanh phan:
59 Hoa chat pha lodng cho may huyét hoc 5 thanh NaCl<9.4%, Buffer<1.6%, 20 Iit/ Thing
phan bach cau Anti-Microbial Agent<1.0%
Chirng nhan: ISO 13485 hodc tuong duong.
) ., A . N Thanh phan:
53 ?hlgnil 2;?@%?12?2 E}?;rlllhcgﬁé\r]labt;iilhc%iu ua bazo Quaternary Ammonium Salt<<45g/L 500 ml/ chai
j ) Chtng nhan: ISO 13485 hodc tuong duong.
. A A A, A Thanh phan:
e | Dungdichovn e v i by | srtn s
j j Chtng nhan: ISO 13485 hodc tuong duong.
Dung dich phén tach bach ciu trung tinh va bach Thanh phan:
55 cau ua axxit cho may huyét hoc 5 thanh phan bach | Surfactant, Dye 200 ml/chai
cau Chung nhan: ISO 13485 hoac tuong duong.
) , , , £ N Dung dich rura ddm déc, dung trong cac truong hop dac biét.
56 D}:ﬁngbdlc}lll riamay cho méy huyet hoc 5 thanh Sodium hypochlorite < 4.0% 50 ml/ lo
phan bach cau Dat tiéu chuén ISO 13485 hoic twong duong.
Vit lidu kiém soat xét nghiém dinh lugng 25 thong | Chét kiém chuin duoc ding dé dénh gid d chinh x4c va do dung cua .
57 z X oA X 3 x 3 ml/ Hop
s0 huyét hoc may phan tich huyét hoc.
11.2 | Mdy phén tich huyét hoc Sysmex KX-21
58 | Hoa chét pha lodng Cong dung: Dung dich ding dé pha loéng sir dung cho may 20Lx1




huyét hoc i
Pat ti€u chuan ISO 13485 hodc tuong duong.

59

Hoéa chét ly giai hdng cau

Cong dung: Hoa chét ly giai hong cau. Pat tiéu chuan 1SO
13485 hoac tuong duong.

1 x500ml/Lo

60

Hoa chat rira kim

Thanh phan: Natri Hypochlorite
DPat chiing chi chat lugng ISO 13485 hodc tuong duong.

1 x50ml/hdp;

1.3

May xét nghiém huyét hoc Celltac o MEK-6420K

61

Hoa chat pha lodng ding cho may phan tich huyét
hoc

Dung lam chat pha loang cho may phan tich huyét hoc
Trang thai vat li: chét 1ong

Mau: khéng

Mui: khéng

Do pH: 7.35 dén 7.55

Tinh tan: tan trong nudc

Thanh phan: Sodium chloride 0.44%, Sodium sulphate
anhydrous 0.97%

Nhiét d6 bao quan: 1 dén 30°C

D 6n dinh sau khi mo nap: 60 ngay

18 Lit /can

62

Héa’chét ly giai hong cu dung cho may phan tich
huyét hoc

Dung lam chat ly giai cho may phan tich huyét hoc
Trang thai vat li: chat long

Mau: khéng

Mui: nhe

Do pH: 4 dén 7

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 mg nap: 90 ngay

500 mL/can

63

Hoa chét rira dung cho may phan tich huyét hoc

Dung lam chét rira cho may phan tich huyét hoc
Trang thai vat li: chét long

Mau: xanh l&

Mui: nhe

Do pH: 7,7 dén 8,3

Tinh tan: tan trong nudc

5L/ Can




Thanh phan: Polyoxyethylene tridecylether: 0.049%
Nhiét d bao quan: 1 dén 30°C
D0 on dinh sau khi m¢ nap: 180 ngay

64

Hoa chét rira ding cho may phan tich huyét hoc
loai dam dac

Dung lam chét rira cho méy phan tich huyét hoc
Trang thai vat li: chit long

Mau: vang hoac vang-xanh la

Mui: kho chiu (clo)

Do pH: 10 dén 13

Tinh tan: tan trong nudc

Thanh phan: Sodium hypoclorit

Nhiét d6 bao quan: 1 dén 30°C

Do 6n dinh sau khi mo nip: 90 ngay

5 Lit/ can

65

Day bom dung cho may huyét hoc

Dang vat li¢u: TPE

Do cting: 64 Shore A

Hap tiét trung: Co

Tiét tring bang tia Gamma: C6
Nhiét do toi thiéu: -40°C

Nhiét do tbi da: 135°C

1 chiéc / hop

66

Phin loc cho may huyét hoc

Mat do: 0.9 g/cm3

Pan hoi kéo: 1400 MPa
Do bén kéo: 33 MPa

Hé s6 ubn: 1400 MPa
Do bén udn: 40 Mpa
Nhiét do bién dang: 85°C

10 céi / hop

67

Hoa chit dung cho may phan tich huyét hoc dé noi

ki€ém muc thuong

Dung dé kiém chuan xét nghiém huyét hoc 3 thanh phéan bach
cau

Trang thai vat li: chét long

Mau: d6 sim

Do pH: 7.0 t61 9.0

Tinh tan: tan trong nudc

Thanh phan: Hong cau ngudi, bach cau moé phong va tiéu cau
cua dong vat co v

2mL/lo




Nhiét d§ bao quan: 2 dén 8°C
Do 6n dinh sau khi mo nap: 14 ngay
Dat tiéu chuan ISO13485, CE hoic tuong duong.

68

Hoa chat ding cho may phan tich huyét hoc dé noi
ki€ém muc thap

Dung dé kiém chuén xét nghiém huyét hoc 3 thanh phan bach
cau

Trang thai vat li: chét long

Mau: d6 sim

Do pH: 7.0 t61 9.0

Tinh tan: tan trong nudc

Thanh phan: Hong cau ngudi, bach cau mé phong va tiéu cau
cua dong vat co6 va

Nhiét d6 bao quan: 2 dén 8°C

Do 6n dinh sau khi mo nap: 14 ngay

Dat tiéu chuan ISO13485, CE hoic tuong duong.

2 mL/lo

69

Hoa chat dung cho may phan tich huyét hoc dé noi
kiém murc cao

Dung dé kiém chuan xét nghiém huyét hoc 3 thanh phan bach
cau

Trang thai vat li: chét 1ong

Mau: d6 sim

Do pH: 7.0 t61 9.0

Tinh tan: tan trong nudc

Thanh phan: Hong cau ngudi, bach cau mé phong va tiéu cau
cua dong vat co vi

Nhiét d6 bao quan: 2 dén 8°C

D6 6n dinh sau khi mo nap: 14 ngay

Pat tiéu chuin 1ISO13485, CE hoic twong duong.

2mlL/lo

70

Hoa chit dung cho may phén tich huyét hoc dé
hi¢u chuan may

Dung dé hidu chuan may phan tich huyét hoc

Do 6n dinh sau khi mo nip: 7 ngay

Thanh phan: Hong cau ngudi, bach cau bi kich thich va tiéu cau
cua dong vat c6 va

Nhiét d bao quan: 2 dén 8°C

Do 6n dinh sau khi mo nip: 7 ngdy

2mL/ Lo

HOA CHAT PONG MAU




I1l.L1 | May dong mau ban tu dong Coadata4004
Thanh phan:
I A a Actime contains 0.1 mM ellagic acid; buffers, stabilisers, and
71 | Thudc thir xét nghi¢m dinh luong APTT preservatives have been added, including 0.2% phenol 6x5 ml
Ti€u chuan chat lugng ISO 13485:2016 hodc twong duong.
Chat thur PT Liquid Kit
Lo o Thanh phan chinh:
72 | Thubc thir xét nghi¢m dinh lugng PT Calcium ions and sodium azide (< 0,01 %) as preservative 10x5ml
Ti€u chuan chat lugng ISO 13485:2016 hodc twong duong.
Chat tha Thrombin Time
) Thanh phan chinh:
73 | Thuoc thir xét nghiém dinh lugng TT contains approximately 10 NIH units/ml of thrombin, 10 x5 ml
Reagent contains < 1 % thrombin
Ti€u chuan chat lugng ISO 13485:2016 hodc twong duong.
Chat thir Thrombin Reagent
Thanh phan chinh:
74 | Thuc thir xét nghiém dinh luong fibrinogen ifa%ricl’i);g’sate'y 100 NIH units/m bovine thrombin with 10x2 ml
Reagent contains < 30 % bovine thrombin
Ti€u chuan chat lugng ISO 13485:2016 hodc twong duong.
Vat liéu kiém soat chat lugng xét nghiém dinh . 2 £ ) <
75 lugng PT, APTT, TT. FIB Ti€u chuan chat luong ISO 13485:2016 hoac twong duong. 10x1ml
Thanh phan chinh:
76 | Dung dich rua may dong mau Sodium Hypochlorite 1 % 6 x 50 ml
Ti€u chuan chat lugng ISO 13485:2016 hodc tuong duong.
Thanh phan chinh:
aqueous solution of 28.4 mM barbital, 125.4 mM
77 | Dung dich pha loang fibrinogen sodium chloride and 0.05 % sodium azide as preservative; pH 6 x 25 ml
7.2-1.6
Tiéu chuan chat lugng ISO 13485:2016 hoic twong duong.
78 | Dung dich pha loang APTT Thanh phan chinh 10x10 ml

0.025 M solution of calcium chloride




Tiéu chuén chét lugng ISO 13485:2016 hoic twrong duong.

79

Cuvet may dong mau

Tiéu chuan chat lugng ISO 13485:2016 hoic twong duong.

2 x 500 cai/ Hop

80

Prothrombin Time Reagent Kit (Clotting)

Dat chung chi: ISO 13485 hodc twong duong.
Mbi hop chira:
- 24 thi kin, mdi ti chira:
+ 1 que thtr
+ 1 ti hat am
- To hudng dan sir dung tiéng Anh.

24 test/hop

81

Activated Partial Thromboplastin Time Reagent
Kit (Clotting)

DPat ching chi: ISO 13485 hoac tuong duong.
Mbi hop chira:
- 24 t4i kin, mdi tdi chira:
+ 1 que thtr
+ 1 ti hat am
- To hudng dan sir dung tiéng Anh.

24 test/hop

82

Fibrinogen Reagent Kit (Clotting)

Dat chung chi: ISO 13485 hodc twong duong.
Moi hop chua:
- 24 thi kin, mdi ti chira:
+ 1 que thur
+ 1 ti hat am
- T hudng dan sir dung tiéng Anh.

24 test/hop

83

Thrombin Time Reagent Kit

Dat chung chi: ISO 13485 hodc twong duong.
Mbi hop chira:
- 24 t0i kin, mdi ti chira:
+ 1 que thu
+ 1 thi hat Am
- To huéng dan st dung tiéng Anh.

24 test/hop

1.2

May dong mau tw dong Auto S/MTI

84

Thudc thir xét nghiém dinh lugng fibrinogen

Chat thir FIB Liquid Kit
Dung cho may xét nghiém dong mau tu dong

Tiéu chuan chat lugng ISO 13485:2016 hoic twong duong.

5x5ml +
Buffer: 3x30ml

85

Thubc thir xét nghiém dinh lugng APTT

Chat thir APTT Liquid Kit
Dung cho may xét nghi¢ém dong mau ty dong

5x5ml +
CaCl2: 5x5ml




Tiéu chuén chét lugng ISO 13485:2016 hoic twrong duong.

Chét thir PT Liquid Kit

86 | PT Liquid Kit Dung cho may xét nghiém dong mau ty dong 10x5ml
Tiéu chuan chat lugng ISO 13485:2016 hoic twong duong.
g7 | Vatliéu kiém soat chat lwong xét nghiém dinh Vat ligu kiém soat Chat lwong xét nghiém 1051l
luong PT, APTT, TT, FIB Ti€u chuan chat luong ISO 13485:2016 hoac twong duong.
gg | Vatliéu kiém soat chat luong xét nghiém dinh Vit lidu kiém soat Chat lugng xét nghiém 10ximl
luong PT, APTT, TT, FIB Ti€u chuan chat luong ISO 13485:2017 hoac twong duong.
Chat thir CA-Clean |
89 | Hoa chat ding cho may phan tich dong mau ggg?jlrﬁﬁa;pgléﬁ%ﬁ te 50ml
Tiéu chuén chét lugng ISO 13485:2016 hoic tuong duong.
A \ . Cong dung mau bénh pham K
90 | Vat tw dung cho may Tiéugchuéﬁ chét luong ISO 13485:2017 hoic tuong duong. 2000 chiee/thi
IV | MAY XET NGHIEM MIEN DICH
IV.1 | Mdy xét nghiém mién dich ADVIA Centaur CP
- Muc dich‘sfr dung: Pugc su dung trong chan doan IVD 1 % 1500 ml + 1 x
91 | IVD kich hoat phan irng hoa phat quang - Thanh phan: Acid Reagent: Hydrogen Peroxide 0.5%, Nitric 1500 ml
acid: 0,1 N; Base reagent: Sodium Hydroxide <0.25N
- Muc dich: dinh dinh lugng alpha-fetoprotein (AFP) trong
huyét thanh ngudi va trong dich 6i tir mau thir thu dwoc khi thai
& thoi diém 15 dén 20 tun tudi
92 | Thudc thir xét nghiém dinh lugng AFP - Thanh phan: Thudc thir Lite: khang thé da dong ctia tho khang 100 test
AFP (~0,16 pg/mL); Thubc thir: khang thé don dong khang
AFP cua chudt (~0,064 mg/mL)
- Dai do: 1,3-1000 ng/mL (1,08-830 IU/mL)
- Muc dich: dinh lugng tuan tu CA 125 trong huyét thanh va
huyét tuong nguoi. i
93 | Thuéc thi xét nghiém dinh lugng CA 1251I - Thanh phan: Thuoc thtr Lite: khang thé don dong khang M11 100 test

cua chudt (~0,15 pg/mL) va khang thé don dong khang OC 125
cua chudt (~1,0 pg/mL); Thuoc thir pha ran: khang thé don
dong khang fluorescein ctua chudt (~30 pg/mL).




- Dai do: 2-600 U/mL

94

Thudc thtr xét nghiém dinh lwong CA 15-3

- Muc dich str dung: dinh luong khang nguyén ung thu CA
15-3 trong huyét thanh ngui.

- Thanh phén:

+ Thubc thir Lite: Khang thé don dong tir chudt khang DF3 (~
2.0 pg/mL)

+ Pha ran: Khang thé bat gitr don dong ctia chudt (~ 30 pg/mL)
lién két cong hoa tri vdi cac hat thudn tir

+ Thudc thir lién hgp: Khang thé don dong chudt khang 115D8
(~ 12,5 pg/mL)

- Khoang do: 0.5-200 U/mL

100 test

95

Thubc thir xét nghiém dinh lugng CA 19-9

- Muc dich sir dung: dinh luong CA 19-9 trong huyét thanh
nguoi

- Thanh phén:

+ Thudc thtr Lite: Khang thé don dong ctia chudt khang CA
19-9 (~ 0,4pug/mL)

+ Pha ran: Khang thé don dong cta chudt khang CA 19-9 (~
0,02 mg/mL)

+ Lo chét hiéu chuan CA 19-9 CAL: Sau khi hoan nguyén,
mirc d6 thap hodc cao cia CA 19-9 (ngudi); huyét thanh bao
thai bo; natri azide (<0,1%); dém; chit bao quan

- Khoang do: 1.2-700 U/mL

50 test

96

Chat hiéu chuan cac xét nghiém: Digoxin, FSH,

LH, Prolactin, Total hCG, TSH

- Muc dich str dung: Chi ding chan doan in vitro nham hiéu
chuén céc xét nghiém: Digoxin, FSH, LH, Prolactin, Total
hCG, TSH

- Thanh phan: Sau khi hoan nguyén, ndng do thap hodc cao cac
chat Digoxin, FSH, LH, Prolactin, Total hCG, TSH trong huyet
thanh ngwa c6 sodium azide (< 0,1%), chit bao quan va chat 6n
dinh protein

2X2X5mL

97

Chét hiéu chuan xét nghiém CA 15-3

- Muc dich st dung: - Dung trong chan doan in vitro nham hiéu
chuan xét nghiém CA 15-3 i )
- Thanh phan: Sau khi hoan nguyén, CA 15-3 nong d6 thap

2x2x20mL




hoic cao trong huyét thanh ngua c6 sodium azide (0,1%) va
chat bao quan

98

Chét hiéu chuan cac xét nghiém: FT3, T3, T4,

Tup, FT4, THEO2

- Muc dich sir dung: Chi ding chan doén in vitro nham hiéu
chuén cac xét nghiém: FT3, T3, T4, Tup, FT4, THEO2

- Thanh phan: Sau khi hoan nguyén, ndng do thap hodc cao cac
chat FT3, T3, T4, Tup, FT4, THEO2 trong huyét twong nguoi
c6 sodium azide (0,2%), chét béo quan va chat 6n dinh protein

2Xx2X5mL

99

Chat hiéu chuan xét nghiém PSA

- Muc dich st dung: dung trong chan doan in vitro nham hiéu
chuan xét nghiém PSA
- Thanh phan: Sau khi hoan nguyén, sodium azide (< 0.1%)

2x2X2mL

100

Thudc thtr xét nghiém dinh luong CEA

- Muyc dich st dung: dinh luong khang nguyén ung thu biéu mo
phoi (CEA) trong huyét thanh va huyét tvong (c6 chira EDTA
va lithium heparin)

- Thanh phén:

+ Thudc thtr Lite: Khang thé khang CEA da dong & tho (~400
ng/mL)

+ Pha ran: Khang thé don dong & chudt khang CEA (~120
Hg/mL)

- Khoang do: 0.5-100 ng/mL

100 test

101

Dung dich rira hé thong cho may mién dich

Muc dich str dung: Bugce sir dung dé rira trong hé thong may
mién dich‘
Thanh phan: sodium hydroxide (~0.82 mol/L),

12 x 70 mL

102

Thudc thtr xét nghiém dinh luong FT3

- Muc dich str dung: dinh lugng triiodothyronine tu do (FT3)
trong huyét thanh

- Thanh phén:

+ Thubc thir Lite: Khang thé khang T3 don dong & chudt (~8
ng/mL) dugc gan nhin acridinium ester trong chat dém
HEPES; chét 6n dinh protein; natri azit (0,1%)

+ Pha ran: Chat tuong tu T3 (~1,6 pg/mL) duoc lién két cong
hoéa tri voi cac hat thudn tir trong chat dém HEPES; natri azit
(0,1%)

- Khoang do: 0.2—20 pg/mL

50 test




103

Thubc thir xét nghiém dinh lugng FT4

- Muc dich str dung: dinh lugng thyroxine tu do (FT4) trong
huyét thanh hodc huyét tuong (c6 chira heparin hoic EDTA).
- Thanh phén:

+ Thudc thtr Lite: T4 dwoc gin nhén acridinium ester (~0,2
pg/mL) trong chat dém natri barbital (1,03%)

+ Pha ran: Khang thé tho khang T4 da dong duoc biotin hoa
(~0,525 pg/mL)

- Khoang do:0.1-12 ng/dL

50 test

104

Thubc thir xét nghiém dinh lugng Troponin I

-Muc dich: dinh luong troponin I tim trong huyét thanh hogc
huyét tuong nguoi

-Thanh phan:

+ Thudc thir Lite: albumin huyét thanh bo (BSA) duoc

cong hop vai Fab don dong tai to hop khang cTnl ngudi (~0,2—
0,4 pg/mL);

+ Thudc thir pha ran: 0,45 mg/mL hat tir latex phu streptavidin
v6i 2 khang thé don dong khang troponin I (ctia chudt va ciru);
+ Chat hiéu chuan TNIH mtic cao: hoan nguyén huyét thanh
nguoi co cTnl nguoi;

+ Chéat hiéu chuan TNIH murc thap: dung dich dém HEPES c6
albumin huyét thanh bo (BSA)

-Dai do: 2,50-25.000,00 pg/mL (ng/L)

100 test

105

Mau ndi kiém cho xét nghiém mién dich thuong
quy, 3 mirc nong do

- Thanh phan: huyét thanh ngudi, dang dong kho

- Bao gdm hon 70 thong s xét nghiém mién dich thuong quy
phd bién. C6 céc gia tri tham chiéu cho cic may phan tich tyr
dong phd bién

- Thoi han st dung 3 ndam ¢ 2-8 ° C

- Sau khi hoan nguyén c6 thé 6n dinh trong 7 ngay khi bao
quan & 2-8 ° C v&i hau hét cac chat phan tich

- Han sir dung 3 nam ké tir ngdy san xut khi bao quan & 2-8°C

Hop 12 1o, 5 mL/lo

106

Thubc thir xét nghiém dinh luong PSA

Loai mau xét nghiém: Huyét thanh
Thé tich mau: 35 uL
Pham vi phan tich: 0,01-100 ng/mL (ug/L)

100 test




Béo quéan: 2-8°C

107

Hoa chat dung dé dinh luong T3

Muc dich sir dung: - St dung trong chan doan in vitro nham
dinh luong triiodothyronine (T3) trong huyét thanh. Céac phép
do triiodothyronine duoc sir dung trong chan doan va diéu tri
bénh tuyén giap.

- Bdo quan: 2-8°C

Dic tinh: 1 hop Thude thir chinh + 1 Thé Puong cong chuan

- Hop thudc thir chinh:

+ Thudc thtr Lite: 8,0 mL/hop

Khang thé chudt don dong khang T3 (~60 ng/mL) duoc gin
nhin acridinium ester trong dung dich nuéc muébi sinh 1y dém
c6 sodium azide (0,1%), sodium barbital va ANS.

+ Pha ran: 24,0 mL/hop

Chat tuong tu T3 (~13,3 pg/mL) dugce lién két cong hoa tri véi
cac hat thuan tir trong dung dich dém HEPES c6 sodium azide
(0,1%), sodium barbital va ANS

Khoang do:0.1-8 ng/mL

bo 1ap 1ai:CV <4%

Do tai 1ap:CV <5.2%

80 Test/ hop

108

Thudc thir xét nghiém dinh luong Total hCG

-Muc dich: dung chan doan in vitro dé xac dinh dinh lugong
gonadotropin mang dém ctia ngudi (hCG) trong huyét thanh
bang

-Thanh phan:

+ Thudc thir Lite: khang thé da dong ctia dé khang hCG

(~0,1 pg/mL)

+ Thudc thir pha ran: khang thé don dong ctia chudt khang hCG
(~0,02 mg/mL)

-Khoang do: 2,0-1000 mIU/mL (IU/L)

50 test

109

Dung dich pha loang cho xét nghiém ThCG

- Chi dung cho chan doén in vitro nhdm pha lodng cac miu
thuc hién xét nghiém ADVIA Centaur® ThCG trén cac hé
thdng ADVIA Centaur.

- Bdo quén: 2-8°C

2x25mL




2 hop thudce thir phuy

10.0 mL/hop

Huyét thanh ngya da xtr 1y bang nhiét dém c6 EDTA, sodium
azide (< 0.1%) va chat bao quan

Loai mau xét nghiém: Huyét thanh
Theé tich mau: 200 puL

110 | Thuoc thtr xét nghiém dinh luong TSH Pham vi phan tich: 0,010-150 plU/mL (MIU/L) 100 test
Bao quan: 2-8°C
- Muc dich st dung: Dung dich rira hé thong
. 1A A A x L - Bdo quan: 4-25°C
111 | Dung dich rira h¢ thong trén mdy mién dich - Thén% phan: Dung dich nuéc mudi sinh 1y dém photphat co 2% 1500 mL
natri azit (< 0,1%) va chét hoat dong bé mat
112 | Hoa chat xét nghiém cho may phan tich mién dich M?u not klefn cho xét nghiém dau an ung thu, dang dong kho, Hop 6 19,2 mL/ Io
murc nong do 1
113 | Hoa chat xét nghiém cho may phéan tich mién dich | MAu noi kiém cho xét nghiém DAu an ung thu, mirc 2 Hop 6 19,2 mL/ Ig
114 | Hba chat xét nghiém cho may phén tich mién dich | Mau noi kiém cho xét nghiém Dau 4n ung thu, mirc 3 Hop 6 1o, 2 mL/ lo
115 | Hoa chat xét nghiém cho mdy phén tich sinh hda Mau ndi kiém cho xét nghiém tim mach, muc 1 Hop 6 1o, 3 mL/Ig
116 | Hoa chat xét nghi¢m cho mdy phan tich sinh hoa Mau noi kiém cho xét nghi¢ém tim mach, mirc 2 Hop 6 19, 3 mL/lo
117 | Hoa chat xét nghiém cho may phén tich sinh hda Mau ndi kiém cho xét nghiém tim mach, muc 3 Hop 6 1o, 3 mL/Ig
IV.2 | Mdy xét nghiém mién dich huynh quang F200
Dinh luong beta-HCG trong mau mau toan phan, huyét thanh.
Thoi gian doc két qua 15 phut,
Test dinh lugng beta HCG Mau: méu toan phan, huyét thanh .
118 trén may Stangard F Bao quan: tir 2-30°C 20 test/kit
Han dung 18 thang ké tir ngay san xuat.
La test thur theo méy Standard F.
Dinh luong nong d T3 - Triiodothyronine trong mau huyét
thanh
119 | Test dinh luong T3 Thoi gian doc két qua 15 phat. 20 test/kit

trén may Standard F

Mau: huyét thanh
Bao quan: tir 2-30°C )
Han dung 18 thang ké tir ngay sdn xuat.




La test thir theo may Standard F.

120

Test dinh lvong TSH
trén may Standard F

Dinh luong ndng d6 TSH trong mau huyét thanh,
Thoi gian doc két qua 15 phat.

MAu: méu toan phan (EDTA), huyét thanh

Béo quan: tir 2-30°C

Han dung 18 thang ké tir ngdy san xuét.

La test thir theo may Standard F.

20 test/kit

121

Test dinh lugng T4
trén may Standard F

Dinh lugng nong d6 T4 - thyroxin 4 trong mau huyét thanh
Thoi gian doc két qua 15 phut.

Mau: huyét thanh

Bao quan: tu 2-30°C

Han dung 18 thang ké tir ngay san xuét.

La test thir theo may Standard F.

25 test/kit
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Test dinh lugng fT4
trén may Standard F

Dinh luong nong d6 fT4 - free thyroxin 4 trong mau huyét
thanh

Thoi gian doc két qua 15 phut.

Mau: huyét thanh

Béo quan: tur 2-30°C

Han dung 18 thang ké tir ngay san xuat.

La test thur theo méy Standard F.

20 test/kit
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Test dinh lugng HbA1c trén may Standard F

Dinh lugng HbAlc.

Thoi gian doc két qua 3 phit.

Mau: Mau toan phan.

Béo quan: tir 2-30°C

Han ding 18 thang ké tir ngay san xuét.
La test thir theo méy Standard F.

20 test/kit
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Test dinh lugng CRP trén may Standard F

Dinh lugng CRP trong cac mau mau.
Thoi gian doc két qua 3 phut. )
Mau: Méu toan phan, huyét thanh, huyét tuong

Thanh phan: Vach thi: Khang thé don dong khang-CRP. Vach

chung: Khang thé don dong khang-PPR
Ong Spoit: khang thé don dong khang-CRP

Hop 20 test




Khoang xét nghiém: 1 ~ 150 mg/L (mau toan phan) | 1 ~ 130
mg/L (huyét thanh, huyét twong)

Béo quan: tr 2-30 do C

Han dung 18 thang ké tir ngdy san xut.

La test thir theo may Standard F200, F2400
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Test dinh lugng CK-MB trén may Standard F

Dinh lwong CK-MB trong mau mau toan phan (EDTA) hoic
huyét thanh nguoi.

Thoi gian doc két qua 10 phat.

MAu: mau toan phan (EDTA), huyét thanh

Béo quan: tir 2-30 6 C

Han dung 18 thang ké tir ngay san xuét.

La test thir theo may Standard F200, F2400

Hop 20 test
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Test dinh lugng Troponin I trén may Standard F

Dinh lugng Troponin I trong mau mau toan phan (EDTA) hoic
huyét thanh nguoi;

Thoi gian doc két qua 10 phut.

Mau: méau toan phan (EDTA), huyét thanh

Bao quan: tr 2-30d6 C

Han dung 18 thang ké tir ngay san xuat.

La test thur theo may Standard F200, F2400

Hop 20 test
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Test dinh lugng Nt-proBNP trén may Standard F

Dinh luong Nt-proBNP trong mau méu toan phan (EDTA)
hoic huyét thanh nguoi.

Thoi gian doc két qua 15 phut.

MAu: mau toan phan (EDTA), huyét thanh

Béo quan: tr 2-30 do C

Han dung 18 thang ké tir ngdy san xut.

La test thir theo méy Standard F200, F2400

Hop 20 test
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Test luong ndong d6 LH trén may Standard F

Dinh lugng nong d6 LH trong miu méu toan phan, huyét thanh,
huyét twong.

Thoi gian doc két qua 15 phut.

Mau: méau toan phan, huyét thanh, huyét tuong

Bao quan: tr 2-30d6 C

Han dung 18 thang ké tir ngay san xuat.

Hop 20 test




La test thtr theo may Standard F200, F2400

- San pham nay dwogc san xudt tir cac protein hemoglobin ngudi
v6i cac chat bao quan va chat on dinh khac. Mdi khoang nong
do vat lidu kiém soat duge thé hién trén nhin lo véi mot ma
vach chira cac thong tin can thiét dé tién hanh danh gia kiém
soat chit luong.

Hop 10 vat li¢u
kiém soat murc 1

129 | Vatlicu kiém sot xét nghiém dinh lugng HbATC | “py s 1 5hat- 5 0 Vien nén vat ligu kiém sodt level 1va 10 va 10 vt lidu
Vién nén vat li€u kiém soat level 2 kiém soat muirc 2
- St dung v6i1 may Standard™ F Analyzer
- Bdo quan tir 2-30°C. Han str dung 18 thang. Pat ti€u chuan
CE hoac tuong duong.
- San pham nay dugc san xuat tir TSH vai cac chat bao quan va
chat on dinh khac. Moi khoang nong do vat li¢u kiém soat duoc
thé hién trén nhan lo v&éi mot ma vach chura cac thong tin can R At 1en
AL 2R A 1s : A o1 X Hop 10 vat liéu
thiét dé tién hanh danh gia kiém soat chat lugng Kidm soat mie 1
130 | Vat li¢u kiém soat xét nghi¢m dinh lugng TSH - Thanh phan: 10 Vién nén vat liéu kiém soat level 1 va 10 \ PO
SV , va 10 vat liéu
Vién nén vat liéu kiém soat level 2 Kidm sodt mirc 2
- St dung v6i may Standard™ F Analyzer
- Bdo quan tur 2-30°C. Han sur dung 18 thang. Pat tiéu chuan
CE hoac tuong duong.
- San pham nay dugc san xuat tir fT4 vdi cac chat bao quan va
chat 6n dinh khac. Mo6i khodng nong dg vat li¢u kiém soat duoc
thé hién trén nhan lo véi mdt ma vach chira cac thong tin can R At 1in
A, AR A 1s ) 1R . 4k Hop 10 vat licu
thiét dé tién hanh danh gia kiém soat chat lugng Kidm soat mie 1
131 | Vat liéu kiém soat xét nghiém dinh luong T4 - Thanh phan: 10 Vién nén vat li¢u kiém soat level 1 va 10 . JOT
A dia 12 . va 10 vat liéu
Vién nén vat liéu kiém soat level 2 Kidm sodt mirc 2
- Str dung v61 may Standard™ F Analyzer
- Bdo quan tir 2-30°C. Han su dung 18 thang. Pat tiéu chuan
CE hoac tuong duong.
- San pham nay dugc san xuat tir T4 véi cac chat bao quan va Hop 10 vat ligu
132 | Vat liéu kiém soat xét nghiém dinh lugng T4 chat 6n dinh khac. Moi khoang nong dd vat liéu kieém soat kiém soat muc 1

duogc thé hién trén nhan 1o vdi mt ma vach chira cic thong tin

va 10 vat liéu




can thiét dé tién hanh danh gia kiém soat chat lugng.

- Thanh phan: 10 Vién nén vat liéu kiém soét level 1 va 10
Vién nén vat liéu kiém soat level 2

- Str dung v61 may Standard™ F Analyzer

- Bao quan tir 2-30°C. Han st dung 18 thang. Pat tiéu chuin
CE hodc tuong duong.

kiém soat muc 2

B | PHANII: VAT TU SINH PHAM
| | HOA CHAT MAY NUOC TIEU
1.1 | Mdy xét nghiém nwéc tiéu mdy Clinitek
Céc chi s6 do: Gluscose, Bilirubin, Ketone, pH, Blood, Protein,
Nitrite, Urobilinogen, Leuk®°Cyte, SG.
- Dai do cua cac chi sb:
Protein: 15-30mg/dL albumin
Blood: 0.015-0.062mg/dL hemoglobin
LeukoCyte: 5-15
133 | Que thir nudc tiéu 10 thong sd Nitrite: 0.06-0.1mg/dL nitrite ion 100 test/ hop
Glucose: 75-125mg/dL
Ketone: 5-10mg/dL acetoacetic acid
pH: 4.6- 8.0
SG: 1.001-1.035
Bilirubin: 0.4-0.8mg/dL
Urobilinogen: 0.2EU/dL
1.2 | Mdy xét nghigm nwéc tiéu mdy Mission U120
Dung cho cac may phén tich nudc tiéu Mission. Cé budc song
525 nm va 635 nm, c6 thé doc béng mit. Po cac chi sb :
134 q , Leukocytes, Nitrite, Urobilinogen, Protein, pH, Blood, Specific
Que thtr nudc tiéu 11 thong s Gravity, Ketone, Bilirubin, Glucose, Ascorbic Acid (LEU/ 100 test/ hop
NIT/ URO/ PRO/ pH/ BLO/ SG/ KET/ BIL/ GLU/ ASC). Dang
que. Han dung: 24 thang/ 3 thang sau khi m& nép hop Tiéu
chuan: ISO 13485, CE, FDA hoic twong duong
Il | HOA CHAT VI SINH
135 | Chét thir chan doan nhiém khuan dudng ho hap Thanh phan chinh: 100 test




CRP Latex Reagent: Polystyrene Latex particles coated with
anti-human C-Reactive Protein antibody

stabilized in a buffered saline.

Sodium Azide 0.95¢/1.

Positive Control: Serum Base with CRP Concentration
equivalent to > 20 mg/I

Negative Control: Serum base with preservative

136

ASLO

Chat thir chan doan bénh viém khop dang thap dung theo
phuong phép thu cong. Pat tiéu chuan EN ISO 13485:2016
hodc tuong duong.

100 test/hop

137

B nhuoém Gram

B6 nhuém Gram dung dé thuc hién xét nghiém soi nhuom. Bao
gdm 04 dung dich thuéc nhuém thanh phan 1a Crystal Violet
chai 250ml, Lugol chai 250ml, Decolor (alcohol-acetone) chai
250ml va Safranine chai 250ml.

- Bao quan: Nhiét @6 phong thi nghiém (15-25°C)

- Pong go6i: B 4 chai x 250ml c6 voi bom tién dung

- Tiéu chuan chat lugng: ISO 9001:2015, ISO 13485:2016
hodc tuong duong.

B0 4 chai 250ml

138

B0 nhuom Ziehl Neelsen

B6 nhuom Ziehl Neelsen dung dé thuc hién xét nghiém soi
nhudém. Bao gom 03 dung dich thuc nhuém thanh phan 1a
Carbo Fuchsin thé tich 250ml, Alcohol acid (Hydrochloric acid
in ethanol) thé tich 250ml va Methylen Blue thé tich 250ml.

- Bao quan: Nhiét do phong thi nghiém (15-25°C)

- Bong goi: Bo 3 chai x 250ml c6 voi bom tién dung

- Tiéu chuén chat lwong: ISO 9001:2015, ISO 13485:2016
hodc tuong duong.

B0 3 chai 250ml

139

Acid Hydroclorid

ISO 9001-1SO14001-OHSAS18001; MU 36,46

500 ml/chai

140

Dung dich KOH 30%

Ch,éit thtr Soi twoi vi khuan, vi nam dang dung dich. Tiéu chuéan
chat lvgng ISO 9001 hoac tuong duong.

Chai 100ml

141

Ta&m bong can go vo trung

Trong dng nhya duong kinh 10mm, nip xanh. Vo bao nylon
rién 1€, han kin. Thich hop cho cac mau vi sinh khong can moéi
truong chuyén chd.

50 cai/goi
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Giemsa 500mL

Chat thir nhudm hinh thé t& bao va vi khuan. Tiéu chuin chat
luong ISO 9001 hodc tuong duong.

Lo 500ml
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Kit thir nhanh phat hién khang nguyén vi rit Rota

- bat chung chi ISO13485:2016 hoac twong duong.

- Phét hién khang nguyén Rotaviruts trong mau phan ngudi

- BJ nhay tuong quan: 100%, DB dac hi¢u tuong quan: 97,2%
- MAu thir phan nguoi

- Thanh phan Test thir: Cong hop vang khang thé khang virut
Rota #1 khang thé IgY ga

- Vach két qua khang thé khang Virut Rota #2

- Vach ching khang thé dé khang IgG ga.

- B4do quén nhiét do thuong

25 Test

144

Dau soi kinh

Dau soi kinh hién vi

Lo 25ml

SINH PHAM
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Que thur xét nghiém dinh tinh Morphine

Dat tiéu chuan ISO13485:2016 hoac tuong duong.

- MAu pham: Nudc tiéu

- Phat hién OPI/Morphine

-D§ nhay tuong quan 100 %, Do dac hiéu twong quan 100 %
- Ngudng phat hién: 300 ng/mL

- Bdo quan ¢ nhiét do thuong

Hop 50 test
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Khay thir xét nghiém chan doan Virus HIV

- Phat hién dinh tinh tit ca cac khang thé dic hiéu véi HIV-1
bao gom nhom phy O va HIV-2 trong mau huyét thanh, huyét
tuong hodc mau toan phan mao mach va tinh mach ngudi.

- D6 nhay: 99.78% véi mau huyét twong, 99.84% vdi mau
huyét thanh, 99.01% v&i mau mau toan phan tinh mach, 100%
v6i mau mau toan phan mao mach

- Do dic hidu: 100% véi mau huyét twong va méau toan phan,
99.92% v&i mau huyét thanh.

- D9 nhay 100%, do ddc hiéu 100% doi véi HIV-1 va HIV-2
- BO x¢t nghiém bao gdm khay thir ( trong ting tai riéng le),
6ng mao dan, dung méi xét nghiém, kim chich, bong con

- Bao quan: 2-40°C.

- Nam trong danh séch WHO Prequalified in vitro diagnostic

Hop 25 test




product

- Gi6i han phat hién: Khang thé khang HIV-1:11.88 (S/CO) &
d6 pha lodng 2°-12, khang thé khang HIV-2:102.6 S/CO & do
pha lodng 27-10, khang thé khang HIV-1 nhém phu O:
154.5S/CO & d6 pha lodng 2/-7

- Dang khay

147

Khay thir xét nghiém chan doan Viém gan C

- Phat hién dinh tinh cac khang thé dac hiéu ddi voi HCV trong
huyét thanh, huyét twong hodc mau toan phan nguoi.

- b6 nhay: 100%, Do dac hi¢u: 100%

- Khong bi anh hudng bai: mau toan phan cta phu nit mang
thai

- Bdo quan: 2-40 d¢ C

- Nam trong danh saich WHO Prequalified in vitro diagnostic
product

- Kit thir 6n dinh 13 tuén ¢ nhiét do 55+1°C

- Thanh phan chinh: Vach thir: Khang thé don dong khang IgG;
Pém lién hop: Khang nguyén HCV NS3/NS4/NS5/16i tai to
hop - keo vang

- C6 thé phat hién khang thé khang HCV genotype5

- bat ISO 13485 hodc tuong duong.

- Phan loai D

Hop 25 test
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Khay thir xét nghiém chan doan Virus Viém gan B

Phat hién dinh tinh khang nguyén bé mit virus viém gan B
(HBsAg) c6 mit trong huyét thanh, huyét tuong hodc méau toan
phan. Khéng can dung dich dém (lo Buffer).

Do nhay: 100% (43/43), do dac hi¢u: 100% (162/162) so voi
CLIA. On dinh 8 tun tai 55 +/-1°C. P chinh xac 100%. Bdo
quan: 2-40 do C

Khong phan tng chéo véi: HIV, HCV

Khong c6 phan tmg gay nhiéu voi: mau toan phan ciia phu nit
mang thai,mau c6 ndng d6 protein phan tng C ting cao.
-Thanh phan chinh: Vach thir: khang thé don dong khéang HBs;
Vach chimg: khang thé don dong khang IgY-ga

Hop 25 test




Ham luong:

- Gi6i han phat hién: phat hién dugc HBsAg tir ndng do
0.01562 pg/mi

- Pat ISO 13485 hodc tuong duong.

- Phan loai D
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Khay thir xét nghiém chan doan Cum A, B

- Phat hién nhiém cum tir mAu tim bdéng miii, tim bong ty hau
hozc mau hut/rira dich ty hau, xac dinh su tn tai ctia vi rit cim
typ A va typ B.

- D6 nhay 1am sang: 93.05% so v6i PCR danh gia trén 454 mau
lam sang

- D6 nhay 1am sang: 99.52% so v6i PCR danh gia trén 454 mau
lam sang

- G161 han phat hién: 2.50 x 10”3 TCID50/mL v6i Cam A
(HINT), 1.55 x 10”3 TCID50/mL véi Cam A (H3N2); 1.30 x
1073 TCID50/mL véi Cim B (Pai Loan).

- Cung cip kém ching am, ching duong

- Chimg hoang dan khong c6 anh hudng dén két qua xét
nghiém.

- Phat hién céac chung: 19 type phu HIN1 bao gdm HIN1pdm;
15 type phu H3N2; H2N2; H3NS8; H5N1; H5N3; H7N3; H7N9;
- Phat hién 17 type phu virus Cum B.

- Thanh phéan chinh: trén mang: T1_cap: mAb anti-influenza B;
T2_cap: mAD anti-influenza A; C_cap: mAb anti-Chicken IgY;
bém vang: T1 det: mAb anti-influenza B-gold; T2_det: mAb
anti-influenza A-gold; C_det: Chicken IgY-gold

Tiéu chuan chét lugng 1SO 13485; CE; IVD; EU FSC hoic
tuong duong.

Phan loai C

Hop 25 test
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Khay thtr xet nghiém dinh tinh khang nguyén virus
hop bao ho hap (RSV)

- Phat hién dinh tinh khang nguyén RSV c6 trong tdm bong ty
hau hodc dich rira / dich hat ty hau tir bénh nhan co triéu chung
nhiém tring dudng ho hap do vi rat.

- Cung cip bao gdbm chting 4m, ching duong

Hop 25 test




- Pong goi ting test trong tai nhom riéng biét, co goi hut am
cho tung test

- Bg nhay: 92.45%; D¢ dac hi¢u: 98.44% so v&i RT-PCR danh
gia trén 181 miu bénh pham

- P chinh xdc 100% déi véi RSV A vaRSV B

- Gi6i han phét hién: 1.78 x 104 TCID50/ml d6i v6i RSV A
va 1.35 x 1073 TCID50/ml véi RSV B.

- Khéng c6 phan g gay nhiéu vé6i Ibuprofen, Acetaminophen,
Hemoglobin, Bilirubin, Ciprofloxacin, Promethazine

Tiéu chuén chat luong ISO 13485; CE; IVD; EU FSC hoac
tuong duong.

Phan loai C
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Khay thtr xét nghiém dinh tinh khang nguyén NS1
cua virus Dengue

- Phat hién cac khang nguyén NS1 cua vi rat Dengue trong
huyét thanh, huyét trong hodc mau méau toan phan ngudi

- Bg nhay tuong quan: 92,42 % (183/198) so v6i RT-PCR

- Bg dac hi¢u twong quan: 98,7% (222/225) so véi RT-PCR

- D6 chinh xac 100%

- G161 han phat hién (Déi véi Den-1, 2, 3, 4) la: 3,9 ng/ml

- C6 thé phat hién duoc tat ca 4 type Dengue bao gdm: Dengue
type I, 11, 11, 1V

- Khong phan tng chéo véi Flavivirus, Bénh sét rét, CMV,
EBV, Varicella zoster virus, Parvovirus B19

- Khong c6 phan tmg gy nhiéu vdi EDTA, Heparin, Sodium
citrate, Hemoglobin, Human Albumin, Ribavirin, Doxycycline
hydrate, Aspirin, Ciprofloxacin, Quinine, Ibuprofen,
Acetaminophen.

- Chimng hoang dan, miu m& mau va mau co6 chira yéu té dang
thap khong anh hudng dén két qua xét nghiém

Tiéu chuan chat lugng ISO 13485; CE; IVD; EU FSC, FSC Uc
hodc tuong duong.

Phan loai C

Hop 25 test
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Khay thir xét nghiém chan doan Giang Mai

- Xét nghiém mién dich sac ky nhanh dé phat hién dinh tinh

Hop 25 test




khang thé khang giang mai tir huyét thanh, huyét trong hoac
mau toan phan nguoi.

- b6 nhay: 100% (56/56), do dac hié¢u 99.1% (443/447) so voi
TPHA

- Khong phéan tng chéo voi HBV, HIV-1, HCV

- Bdo quan: 2-40 o C

- Vach thir phii Syphilis tai t6 hop p17; Vach ching: khang thé
don dong khang Syphilis p17

- Phan loai D

- Pat tiéu chuén ISO 13485, CE-IVD hoic tuong duong.
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Khay thtr dinh tinh khang nguyén H.pylori

- Phat hién dinh tinh khang nguyén H.pylori hién di¢n trong
mau phan ngudi.

- P nhay: 98.5%; d6 dic hiéu: 100% danh gia trén 100 mau
bénh phém; Do chinh xac 100%

- Gi6i han phat hién 1én dén 1.0 x 10*7 CFU/ml

- Pong goi timg test trong tai nhom riéng biét, co goi hut am
cho tung test

- Vach thir phu: khang thé don dong khang H.pylori Flagella
- Khong xdy ra phan trng chéo vdi cac vi sinh vat thuong gay
bénh duong rudt sau: Salmonella typhi, C.dificile, Basillus
cereus, Citrobacter freundii, Vibrio parahaemolyticus,
Escherichia coli (k99)

- Ching hoang dan khong anh huong dén két qua xét nghiém.
Khong bi nhiéu boi cac mau md mau, tan huyét, BSA.

Tiéu chuan chat lugng ISO 13485; CE; IVD, EU FSC hoic
tuong duong.

Phéan loai B

Hop 25 test
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Khay thir xét nghiém dinh tinh khang thé H.pylori

- Phat hién dinh tinh cac khang thé dic hiéu véi H.pylori trong
huyét thanh, huyét tuong hodc mau toan phan cta nguoi.

- Bg nhay: 100%; DJ dac hi€u: 98.9% déanh gia trén 135 mau
bénh pham; D¢ chinh xac 100%

- Gidi han phat hién: 10,1 U/ml

Hop 25 test




- Péng gbi timg test trong tGi nhom riéng biét, c6 goi hiit am
cho tung test

- Mang dugc phu boi H.pylori flagella protein tinh khiét

- Cac mau tan huyét, bénh vang da, va Albumin huyét thanh
khong anh huong dén két qua xét nghiém

Tiéu chuan chét lugng ISO 13485; CE; IVD, EU FSC hoic
tuong duong.

Phan loai B
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Khay thtr dinh tinh Malaria P.falclparum va
Plasmodium vivax

Phét hién dinh tinh va phan biét P.falclparum cy thé 1a HRP-2
va Plasmodium vivax cu thé 1a pLDH trong mau méu toan phan
mao mach/tinh mach

- Bg nhay: dbi v6i Malaria P.f 13 99.59% (487/489 95%CI:
98.53-99.95%)), ddi v6i Malaria P.v 1a 100% (123/123 95%CI:
97.05-100%); Do dac hi¢u: 100% (1006/1006 95%CI: 99.63-
100%)

- Gi61 han phat hién Malaria P.f'1a 183 ki sinh trung/ul; Malaria
P.v la 228 ki sinh trung/pl

- Bdo quén: 2-40 46 C

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

- Str dung duoc ddi voi cac loai chat chong dong nhu Heparin,
EDTA, Natri Citrare.

- Khong phan g chéo voi: Streptococcus pyogenes, panel
chuyén ddi huyét thanh HIV, huyét tuong duong tinh
HCV/khéang nguyén 16i HCV, huyét tuong duong tinh HBsAg
- Khoéng tuong tac voi: Bilirubin (khong lién hop), mau toan
phan ctia phy nit mang thai va tré nho, mau mau nhiém mg.

- Pat ISO 13485; CE-IVD hoic tuong duong. Nam trong danh
sach WHO PQ

- Phan loai C

Hop 25 test
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Khay thir xét nghiém dinh tinh khang nguyén
Rotavirus

- Phat hién khang nguyén Rotavirus nhom A trong mau phan
cua nguoi.

- Bg nhay: 100%; Do dac hi¢u: 100% so voi PCR va ELISA;
danh gia trén 238 mau lam sang

- D6 chinh xac 100%, do tai lap 100%

- Gi6i han phat hién Rotavirus nhom A xap xi 2 x 1076 ~ 1.15
x 1076 PFU/ml

- Khong phat hién trén miu tring

- Vach hién thi mau tim trén mang cuia khay thir chua str dung
s& bién mat sau khi sir dung

- Pong goi timg test trong thi nhom riéng biét, c6 goi hut am
cho ting test

- Chimg hoang dan khong anh huong dén két qua xét nghiém.
Khong bi nhiéu boi cic mau md mau, tan huyét, BSA, Mucin,
Mau toan phan.

Tiéu chuén chat luong ISO 13485; CE; IVD; EU FSC hodc
tuong duong.

Phan loai B

Hop 25 test

157

Khay thtr xét nghiém dinh tinh khang nguyén
Rotavirus, Adenovirus

- Xét nghiém mién dich nhanh, dinh tinh phat hién khang
nguyén Rotavirus va khang nguyén Adenovirus trong mau phan
clia nguoi

- Béi voi Rotavirus: Do nhay 100%, Do dac hié¢u 96.75% so
v6i PCR va ELISA dénh gi4 trén 253 mau 1am sang; Gi6i han
phat hién Xap xi 2.3 x 10°6 ~1.15 x 10"6 PFU/ml

- Pbi v6i Adenovirus: PO nhay 97.89%, Do dac hi¢u 99.25%
so v&i PCR va ELISA d4nh gia trén 229 mau 1am sang; Gi6i
han phat hién Xap xi 2.34 x 104 ~1.17 x 104 PFU/ml

- Bg chinh xac 100%, do tai lap 100%

- Khong phat hién trén miu tring

- Chimg hoang dan khong anh huong dén két qua xét nghiém.
Khong bi nhidu boi cac miu md mau, tan huyét, BSA, Mucin,
Méu toan phan.

Hop 25 test




- Vach hién thi mau tim trén mang cua khay thir chua str dung
s& bién mét sau khi str dung

- Pong goi timg test trong tai nhom riéng biét, co goi hut am
cho tung test

Tiéu chuan chét luong ISO 13485; CE; IVD; EU FSC hoic
tuong duong.

Phan loai B

158

Khay thir xét nghiém dinh tinh khéng thé IgM,

IgG khang vi rat Dengue

- Phat hién dinh tinh va phan biét cac khang thé IgM/IgG chdng
lai vi rit sOt xuat huyet trong huyét thanh, huyét twong hodc
mAau mau toan phan ngudi

- Bo nhay twong quan: 97.4 % (dbi voi Dengue IgM); 97.2%
(d6i v6i Dengue IgG) so voi ELISA, danh gia trén tong s6 437
mau lam sang

- o dic hiéu twong quan: 96.6% (d6i véi Dengue IgM); 96.2%
(601 v6i Dengue IgG) so v6i ELISA, danh gia trén tong s6 437
mau lam sang

- D6 chinh xac 100%

- Gi61 han phat hién 3,9 ug/ml v6i Dengue IgM/IgG

- C6 thé phat hién duoc tat ca 4 type Dengue bao gdm: Dengue
type I, 11, 11, IV

- Khong phan tng chéo véi Flavivirus, Bénh sét rét, CMV,
EBV, Varicella zoster virus, Parvovirus B19

- Khay thu duoc dong goi timg thi riéng 1€, co go1 hit am. Bo
kit cung cap bao gbm khay thir xét nghiém, dung dich dém, ng
ldy mau dung 1 lan.

Tiéu chuan chét lugng ISO 13485; CE; IVD; EU FSC, FSC Uc
hodc tuong duong.

Phan loai C

Hop 25 test

159

Khay thtr chan doan khang thé HAV

- Phat hién dinh tinh khéng thé IgM khang HAV trong mau
huyét thanh, huyét twong hodc mau toan phan

- D6 nhay: 100%; B§ dac hi¢u: 98,04% so véi CLIA

- Bdo quén: 2-40°C

Hop 25 test




- Kit thir 6n dinh 3 thang & nhiét d6 60+1°C

- Han sir dung: 24 thang ké tir ngdy san xudt

- Thanh phan chinh: Vach thir: Khang thé don dong khang IgM
ngudi; Vach ching: Khang thé don dong khang HAV; Dém
lién hop: Khang thé don dong khang HAV-vang; khang thé
khang HAV tu nhién tinh khiét

- Dang bao ché: Khay thir

- Pat tiéu chuén ISO, CE hoic tuong duong.

Phén loai trang thiét bi loai B

160

Khay thir chan doan khang thé khang virus Anti
HBs

Phat hién dinh tinh khang thé khang khang nguyén bé mat vi
rut viem gan B (anti-HBs) c6 trong huyét thanh, huyét tuong
hodc mau toan phan.

Thanh phan chinh: Vach thi: protein HBsAg ty nhién tinh
khiét; Vach ching: Khang thé don dong khang IgY ga; Cong
hop vang: protein HBsAg tu nhién tinh khiét - gan keo vang;
IgY ga tinh khiét — gan keo vang.

- B¢ nhay: 98.5 % (95%CI: 95.68 % - 99.69%)

- b6 dac hiéu: 98.0 % (95% CI: 95.70% - 99.26 %)

Béo quan: 2-400C

Gi61 han phat hién: 0.023 [U/ml

- Dang bao ché: Khay thir

- Pat tiéu chuan ISO, CE hoic tuong dwong.

Phén loai trang thiét bi loai D

Hop 25 test

161

Test thir ma tily Amphetamine

Phat hién Amphetamine, Mau phém: Nudc tiéu, Do nhay: >
99%, Do chinh xac: > 96%, Ngudng phat hién: 1000ng/ml,
Thoi gian doc két qua: Dang bao ché: Khay nhwa co giéng nho
mAu,thi trang nhom. Trong vong 5 phut. Dat tiéu chuan EN ISO
13485:2016, CE hoac tuong duong.

25 test/hop

162

ASLO

Xét nghiém phién ngung két latex nhanh dé xac dinh dinh tinh
va ban dinh lugng antistreptolysin-O trong huyét thanh nguoi
ctia cac bénh lién cau khuan. Hop 100test. ISO-13485 hoic
tuong duong.

Hop 100 test




163

Huyét thanh dinh nhém méau D/Rh

Dung dich c6 chira nong do protein thap va IgM don dong cua
nguoi va IgG khang D. Thudc thir nay sé truc tiép ngung két
cac té bao Rh D duong tinh, bao gom phan 16n cac bién thé
(nhung khong phai DVI) va ty 1€ D yéu (Du) cao.

10mi

164

Huyét thanh dinh nhém méu O

Huyét thanh dinh nhém mau AB, phuong phép thu cong. Dat
ti€éu chuan chat luong ISO 13485:2016 hodc tuong duong.

Hop 1 1o 10ml

165

Huyét thanh dinh nhém mau A

Dong té bao Anti A BRMA-1 sé& phat hién khang nguyén A.
Anti A c6 mau xanh lam
Ti€u chuan chat lugng ISO 13485:2016 hodc twong duong.

10ml

166

Huyét thanh dinh nhém méau B

Dong té bao Anti B LB-2 s& phat hién khang nguyén B. Anti co
mauvang
Ti€u chuan chat lugng ISO 13485:2016 hodc twong duong.

10mi

167

Test thir chat gy nghién Marijuana

Kit thir phéat hién st dung chat gay nghién THC dung dé dinh
tinh phat hién 11-nor-D9-THC-9 COOH, chat chuyén d6i ctia
Marijuana trong nudc tiéu khi nong d6 cta chat nay trong nudc
tiéu dat toi gia tri gioi han (cut-off) 1a 50ng/mL, du dé khang
dinh déi tuong da st dung chat gay nghién Marijuana. Dang
bao ché: Khay nhya c6 gieng nho mau,tii traing nhom Thoi
gian doc két qua: sau 3-5 phuat. Bg nhay: 99.9%, d6 dac hi¢u:
99.9%. Dat tiéu chuan EN ISO 13485:2016, CE hoic twong
duong.

25 test/hop

168

Que thu xét nghiém dinh tinh Methamphetamine

Phét hién dinh tinh su c6 mit chat gay nghién
Methamphetamine (Ma tiy da) trong nudc tiéu.

Ngudng phat hién: 500 ng/ml

Do nhay: 99,8%. B¢ dac hi¢u: 99,6%

Béo quan nhiét do: 8-30 do C.

Han dung: 24 thang, ké tir ngdy san xudt

Tiéu chuén chét lugng: ISO 13485:2016 hoic twong duong.

50 Test / Hop

169

Que thur xét nghiém dinh tinh Methamphetamine

Pat tiéu chuan ISO13485:2016 hoic twong dwong.

- Mau pham: Nudc tiéu

- Phat hién Methamphetamine

-D§ nhay tuong quan 100 %, BJ dic hi¢u tuong quan 100 %

Hop 50 test




- Ngudng phat hién: 500 ng/mL
- Bdo quan ¢ nhiét d thuong

170

Khay thir xét nghiém dinh tinh 4 loai ma tay va
chat chuyén héa ma tuy (Heroin/Morphin,
Amphetamine, Methamphetamine, Marijuana)

< 20 test/hop Str dung phwong phap sic ki mién dich phat hién
dinh tinh ma tiy c6 trong mau nudc tiéu v6i ngudng phat hién
(cut-off)

MET: Methaphetamine 1000ng/ml.

MDMA: Methylenedioxy-methamphetamine 1000ng/ml

THC: Marijuana 50ng/ml

MOP: Morphine 300ng/ml

Thoi gian doc két qua: sau 3-5 phut.

Do nhay: 99.9%

b dac hiéu: 99.9%

MB&i vach thir T chtra khéng thé don dong chudt khang thude va
lién hop protein-thude twong Gng.

Puong kiém chimg C c¢6 chira khang thé da dong IgG dé khang
IgG tho va khang thé IgG tho.

20 test/hop

171

Test nhanh Lao

Phat hién dinh tinh sy hién di¢n ctuia khang thé khang vi khuén
Mycobacterium.

Mau bénh pham: Huyét twong/Huyét thanh.

D0 nhay: 88.6%. D¢ dac hi¢u: 96.5%

Béo quan nhiét dg: 8-30 d6 C.

Han dung: 24 thang, ké tir ngay san xuat

Tiéu chuan chat lugng: ISO 13485:2016 hoic twong duong.
C6 chimg nhan chét lugng COA tir nha san xuét.

25 Test / Hop

172

Test nhanh chan doan ung thu tién liét tuyén

Phat hién dinh tinh khang nguyén PSA trong huyét twong hoic
huyet thanh nguoi, hd tro trong viéc chan doan nguy co ung thu
tuyén tién liét.

Mau bénh pham: Huyét twong/Huyét thanh.

Do nhay: 98%. Do dac hiéu: 98%

Bédo quan nhiét do: 8-30 do C.

Han dung: 24 thang, ké tir ngdy san xudt

Tiéu chuén chét lugng: ISO 13485:2016 hoic twong duong.

25 Test / Hop




Gidy phép luu hanh ciia B6 Y Té: SPCP-TTB-303-17

173

Test nhanh chin doan HIV

Do nhay 100%, d6 ddc hi¢u 99,75%, Cho két qua nhanh trong
vong 15 phut, Do 6n dinh cuia két qua xét nghiém t6i 60 phit
,khong can st dung thém bét ky dung dich dich dém(chase) cho
mau mau huyet thanh, huyét trong , Nha may san xudt dat tiéu
chuén chau Au EN 1SO 13485 hoic twrong dwong. San xuét tai
nudc thuoc G7.

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

Hop 100 test

174

Test HBSAg

Do nhay > 95,16%, do dic hiéu > 99,95%, Cho két qua nhanh
trong vong 15 pht. Do 6n dinh cta két qua xét nghiém t6i 24
gi0, khong can sir dung thém bat ky dung dich dich dém
(chase) cho mAu mau huyét thanh, huyét tuong, Nha may san
xut dat tiéu chuan chau Au EN ISO 13485- 2012 hoic tuong
duong. San xuét tai nude thude G7.

- Hoat chat chinh: Anti-HBsAg lg(H35) Antibody; Anti-
HBsAg IgG (H35) Antibody; Anti-HBsAg IgM Antibody
Mixture

Hop 100 test

175

Que thur xét nghiém dinh tinh Morphine

Dinh tinh phat hién Morphine trong nude tiéu ciia nguoi.

Hoat chit chinh: Khang thé khang MOP, cong hop MOP-BSA;
Khang thé dé khang IgG tho.

Ngudng phat hién (cut off) 300 ng/ml.

- B§ nhay tuong quan 100%,

- b6 dac hi¢u tuong quan 100%,

- B9 chinh x4c tuong quan 100%.

- P6 chinh x4c ngau nhién lip 100%

Khong bi gay nhidu boi cac chét sau tai ndng d6 100 pg/mL: 4-
Acetamidophenol, N-Acetylprocainamide, Ampicillin,
Aspartame.

Hop 50 test




Doc két qua tai 5 phut

176

Test nhanh khang nguyén Covid-19

Khay thtr dinh tinh phat hién khang nguyén nucleocapsid tur
SARS-CoV-2 trong mau ngoay dich ty hau cia nguoi. Do nhay
97,6%: Do dac hiéu 99,5%; Do chinh xac 99,1%. Que chung
am, chung dwong dugc cung cip kém theo mdi hop dé kiém tra
su chinh x4c ctia san pham. Ngudng phat hién (LoD) 1,6%102
TCID 50/mL. Phat hién dugc nhitng bién chung ctia SARS-
CoV-2:BA.2.86, BA.2.86.1, XBB.1.16.6, NJ.1. Khong bi lay
nhiém chéo boi Virus RSV va Rhino ¢ ndng d6 3,15%10"5
TCID50/mL. Két qua thtr nghiém trén bo mau chuén cua
NICVB: B9 nhay 100%; d6 ddc hiéu 100%. Két qua thir
nghiém FIND vé&i phuong phép PCR, Ct< 25; d nhay 100%.
Pat tiéu chuan ISO 13485 hoic tuong duong.

Hop 25 test

PHAN III. HOA CHAT KHAC, MAY KHAC.

HOA CHAT CHAY THAN - DICH CHAY
THAN VA MOT SO HOA CHAT KHAC

177

Dung dich thim phan mau dam dic Acid

Thanh phan trong 1000 ml dung dich gom:

- Natri clorid: 210,68 g

- Kali clorid: 5,22 g

- Calci clorid.2H20: 9,00 ¢

- Magnesi clorid.6H20: 3,56 g

- Acid acetic bang: 6,31g

- Dextrose monohydrat: 38,50 g

- Nuéc dat tiéu chuan ISO 13959 hodc twong duong vira di:
1000 ml Tiéu chuan chat lwong: ISO 9001, ISO 13485 hoic
tuong duong.

Quy cach: Can 10 lit dugc dong kin bang mang seal nhom
Str dung tuwong thich véi dich B (Bicarbonat) theo dang khuyén
c40 ctia nha san xuét

Can 10 Iit

178

Dung dich thim phan mau d¢am dic Bicarbonat

- Thanh phan trong 1.000 ml dung dich gom:
Natri bicarbonat: 84,0 g
Nudc dat tiéu chuan ISO 23500-3:2019 hodc tuwong duong vira

Can 10 lit




da: 1.000 ml

- Tiéu chuén chit lwong: ISO 9001, ISO 13485 hoic twong
duong.

- Quy cach: Can 10 lit dugc dong kin bang mang seal nhom

- Sr dung tuong thich véi dich A (Acid) theo dang khuyén céo
ctia nha san xuét

179 | Cloramin B (dang bot) Chat bot mau trang. Thanh phan: Sodium benzensulfochlorami

(Sodium N-chlorobenzenesulfonamide) Thung 25kg
180 | Gel siéu am Ge! su d}mg trro'ng sicu am. ,Gel trong, tan hoan toan trong can’s lit
nudc. Pong goi can/hop 5 lit
181 | Gel bdi tron Dung dé boi tron cac dung cu dung trong y khoa Hop 1 tuyp 82¢g

Luuy

Bat ky thuong hi¢u, mé hi¢u (néu cb) trong bang pham vi cung cap néu trén dé minh hoa cac tiéu chuan chat lugng, tinh nang ky
thuét yéu cau, nha thau c6 thé lya chon du thau hang hoa c6 nguon gdc, xuat xtr, nha san xuét, thwong hiéu, ma hiéu phu hop vdi diéu kién
cung cip nhung phai dam bao yéu cau c6 tiéu chuan ky thuat, dic tinh k¥ thuét, tinh ning st dung “twong duong”.

Nha thau phai cung cap catalog, tai liéu k§ thuat do hing san xuat phat hanh (Néu 1 ngdn ngit nudc ngoai phai cé ban dich sang tiéng
Viét) c6 day du ndi dung chimg minh thong so k¥ thuat di véi cac hang hoa tham duy thau theo yéu cau ciia E-HSMT va chiu trach nhiém
vé ndi dung va tinh chinh x4c gitta ban gbc va ban dich.

Muc 2. Bin vé: Khong yéu ciu
Muc 3. Kiém tra va thir nghiém
Kiém tra va van hanh thtr thiét bi truée khi nghiém thu. Kiém dinh trong truong hop c6 yéu cau ciia chu dau tu hodc co quan c6
thAm quyén va tudn theo cac vin ban quy dinh ctia phap luét hién hanh.
Muc 4: Miu Bing danh muc hiang héa du thau
- Nha thau ké khai dy dil theo mau dudi ddy va cung cap file dinh dang excel kéem E-HSDT cung ban in ky dong dau, hop 18.

- MAu duéi ddy dung dé phuc vu danh gia vé k¥ thuat hang hoa chao thau cta nha thiu. Yéu ciu nha thau phai dién day du va chinh
xac. Nha thau tu chiu trach nhiém vé hau qua hodc su bat loi néu khong 1am dung theo quy dinh. Viéc nha thau cb tinh ké khai thong tin




khong dang voi thong s6 k§ thuat ma nha san xuat da cong bd nham muc dich vuot qua bude danh gia vé k¥ thudt dugc coi 1a hanh vi gian
lan trong dau thau quy dinh tai khoan 4 Diéu 16 Luat Pau thau va sé€ bi xir 1y theo quy dinh cua Phap luat.



BANG DU LIEU DU THAU VE MAT KY THUAT

(Danh cho hod chdt xét nghiém)

TN NRA thAU: 1ot eeeeeens
(File mém dinh kem E-HSDT)
Tén nha thau: ....... biachi: ......
Email: ...... S6 dién thoai ngudi phu trach thau: ......
< e A £ May £ Trang
DPic tinh . - Phan So bPK x . Quy ! So
77 | Mamoi | Ma Ténhéa | k§ thudt | Masn ﬁ Nhan | Na™ | jogi Iru Fang | NuGe | pae tinh MY | mans | cach | PO | wwon | Don ”;f.‘!n
thiu | phin1d | chétdythiu | theo E- phim s higu | °% | TBBY | hanh/GP | % k| Ky thuat hie dong | | gdw | gia | goo
HSMT iéu xu T NK xua xua nghié g6 in thau rong
m HSDT
(1) (2) 3) 4) (5) (6) (7 (8) 9 | 10 (11) (12) | (13) (14) (15) | (16) | (17) | (18) | (19) | (20) | (21)

Nha thau lru vio file excel mau 16B nay ngp cung E-HSDT

Ghi chu:
- Céc cét (1), (2), (), (5)Nha thau nhdp cdc ndi dung nay theo E- HSMT
- Cdc cot (4), (6), (7). (8), (9), (10), (11), (12), (13), (14),(15),(16), (17), (18), (19), (20) : Ghi cu thé theo hang héa dur thau

- Cot (21): Nha thau phdi néu ré dap ung ky thudt cia hang hoa duoc tham chiéu tai s6 trang cu thé trong HSDT (véu cau nha thau khoanh tron ma
hang héa da ké khai tai trang tham chiéu nay). Trong trwong hop trang tham chiéu khéng cé néi dung ky thudt theo yéu cdu thi sé bi coi la khéng dap

ung.

* Nha thau phdi dién ddy dii va chinh xdc. Nha thau tw chiu trdch nhiém vé hiu qud hodc sw bit loi néu khéng tuin theo quy dinh

(Ky, dong ddu va ghi ré ho tén)

PAI DIEN HQP PHAP CUA NHA THAU




1.2.5. Hudng dén trinh bay cdc file trong E-HSDT ding tdi trén Hé thong:
Céc file dit li¢u cua hang hoa dinh kem E-HSDT phai dugc phan chia riéng bi¢t theo folder nhu sau:
1. Folder 1. Tinh hop 1€:
- File Béo dam duy thau + tai liéu chtirng minh tinh hop 18 cta nguoi ky thu bao lanh.
2. Folder 2. Nang lwe — kinh nghiém:
- File 1: Gidy chiig nhéan tu cach phap nhan ctia nha thau
- File 2: Chung nhan du diéu kién mua ban TTBYT theo quy dinh hién hanh.
- File 3.1. Bao céo tai chinh nam  (vi du: 2023)

- File 3.2. Bao céo tai chinh nam ____ (vi du: 2024)

- File 3.3. Bao céo tai chinh nam __ (vi du: 2025)

- File 4. X4c nhan thyc hi¢n nghia vu thué

- File 5. Hop dong tuong ty 1 (bao gdm hop dong, bién ban nghiém thu/thanh 1y/héa don GTGT...) (Néu c¢6 nhiéu hop dong dé
chtng minh ning lic — kinh nghiém ctia nha thau thi dit tén File 5.1. Hop dong s6 1; File 5.2 Hop dong s6 2..)

... va cac tai liéu lién quan khac (néu co)
3. Folder 3. Ky thuat:

- Pinh danh muc hang héa dy thau theo mau:

File 1. BAng danh muc hang héa du thau

File 2. Bang danh muc hang hoa du thau

- Tai li€u ching minh vé k¥ thuat cua hang héa dugc luu trong cac folder, mdi folder s& bao gém 01 hodc cac mat hang du thau co6
cung hing san xuit hodc cung tai liéu phap 1y, trong mdi folder dé nghi nha thau tach riéng cac file tai liéu va danh sb thu tu



Folder 3.1. STT ___ (STT mdt hang trong danh muc hang héa dw thau ciia nha thau vi du: STT 1, 2, 3):
+ File 1. Ban két qua phan loai TTBYT

+ File 2. S6 luu hanh (bao gém: Phiéu tiép nhdn/Phiéu théng tin ho so cong bé tiéu chudn dp dung, gidy chitng nhdn ddng ky
luew hanh, gidy phép nhdp khau, to khai hdi quan, v.v...)

+ File 3. Chung nhan chét luong (bao gom: ISO 13485, ISO 9001, CE...)
+ File 4. Tai liéu k¥ thuat (bao gom: ban goc va bdn dich catalog, datasheet, brochure... do nha san xudt phdt hanh,).
+ Céc tai liéu lién quan khac (néu c6).
(twong tw Folder 3.2, Folder 3.3... cho cac hang héa cé STT tiép theo)
Vidu:
Céch dat tén Folder k¥ thuat:

Folder 3.1. 5TT 34, 237

Folder 3.2. 5TT 159
Céch sip sap xép tai liéu trong folder ky thuat:
File 1. Badng két qua phan loai TTEYT

File 2. 54 Iuu hanh
File 3. Chifng nhan chat lugng

File 4. Tai ligu ky thuat



