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 Can Loc

- Dy todn mua sdm: Mua sim héa chét - sinh pham str dung tai Trung tim Y té
Can Lgc st dung trong 24 thang (Thoi diém mua sdm tai Quy II nim 2026)

- Tén go6i thau: Mua sdm hoa chat - sinh pham sir dung tai Trung tdm Y té Can
Loc st dung trong 24 thang (Thoi diém mua Sam tai Quy II nam 2026)

- Nguon vbn: Nguon quy bao hiém y té, nguon thu tir dich vu kham bénh, chira
bénh va ngudn thu hop phap khac cta Trung tdm y té Can Loc

- 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.

- Thot gian bt dau t6 chuc lya chon nha thau: Quy Il ndm 2026

- Loai hop ddong: Pon gia cb dinh

- Thoi gian thuc hién hop dong: 24 thang

- C6 nhiéu phan/16: C6

- Ty chon mua thém: Co. Khéi luong khong qué 30% twong tmg: 3.372.953.785
1.2. Yéu cdu vé kj thugt

1.2.1. Tai liéu chirng minh tinh hop Ié ciia hang hoa

a. Bang Danh muyc 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 ¢t va ghi muc luc
clia tai liéu tham chiéu (chi dan dén sb trang hodc dén folder chua 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 ro:

- Ky ma hiéu, nhan mac san pham (theo quy dinh ctia nha san xuét);
- Tén nha san xuét;

- Théng sb k¥ thuat hang hoa;

- Quy céach hang hoa (néu co);

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

- Ban phén loai trang thiét b 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 Iuu hanh con han theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s
07/2023/ND-CP va céac quy dinh phap luat hién hanh, cu thé nhu sau:
+ Dbi voi trang thiét bi yrté’ loai A, B: Phai cung cap sd cong bd (hoac P}{iéu
thong tin) H6 so cong bo tiéu chuén ap dung cia trang thiét bi y € trén Cong
thong tin dién tir B Y t& (dmec.moh.gov.vn).



+ Doi VOl trang thiét bi y té loai C, D: Phai cung cap gidy ching nhan ding ky luu
hanh hogc gidy phép nhap khau con han cua B0 Y té theo quy dinh (Péi véi trang thiét
bi y té khong thudc danh muc phai cp phép nhap khéu theo quy dinh tai Théng tu
30/2015/TT-BYT thi Nha thau phai cung cip T khai hang hoa nhap khau).

- S6 cong bd (hodc Phiéu thong tin) HO so cong bd du diéu kién mua ban trang
thiét bj y t& theo quy dinh tai Nghi dinh sé 98/2021/NP-CP, Nghi dinh s6
07/2023/ND-CP va cac quy dinh phéap luat hién hanh.

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

- Co mot trong cac ching chi ISO 9001, ISO 13485, FDA, chirng nhén luu hanh
cua B0 y t€ hoac tuong duong

- C6 gidy phép nhdp khau cua Bo y té dbi v6i cac loai hang hoa thudc didu kién
bét budc

d. P6i véi hang hoa khong phai 1a trang thiét bi y té:

Tai liéu chtrng minh déc tinh k¥ thuat cia hang hoa
To khai hang hoa nhéap khau.

Céc yéu cau khac:

@

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

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

+ Néu 1a ban sao phai c6 ching thuc ctia co quan chtrc nang, néu tai li¢u dugc cap
truc tuyén thi phai c6 dau xac nhan ctia nha thau va nha thau chiu trach nhiém vé tinh
chinh xac ctia ngi dung

+ Néu str dung bang tiéng nudc ngoai phai c6 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 cé su sai khac giita ban dich va ban gbc thi Chii dau
tu s& danh gia dua vao ban gdc.

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

- Cam két hang hoa cung cap phai dam bao moi 100%, con han su dung theo
khuyén cdo cua nha san xuat dap (mg yéu cau E-HSMT. San xuat tir nim 2025 tré vé
sau:

- Cam két thuc hién d6i tra 1:1 khi véi truong hop sau:

+ Hang hoa kiém tra va thir nghiém khong pht hop voi 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 st dung binh thuong cua hang hoa do 16i cuia nha
thau hodc khi ¢ thong bao thu hdi ctia co quan c6 tham quyén.

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



+ Tbi thiéu con > 18 thang ddi v6i hang hoa c6 han st dung quy dinh ctia nha san
xuat tu 36 thang trd 1€n;

+ Toi thiéu con > 12 thang dbi v6i hang hoa c6 han st dung quy dinh cta nha san
xuat tir > 18 thang dén < 36 thang;

+ T4i thiéu con > 6 thang d6i v6i hang hoa ¢ han sir dung quy dinh ctia nha san
xuat tor > 12 thang dén < 18 thang;

+ T&i thiéu con > 3 thang d6i v6i hang hoa ¢ han sir dung quy dinh ciia nha san
xuat tir > 6 thang dén < 12 thang;

+ T4i thiéu con > 1 thang d6i v6i hang hoa ¢ han sir dung quy dinh ctia nha san
xuat < 6 thang;

+ Trong cac trudng hop dic biét khac, nha thau phai ¢ bao cdo bang vin ban.
D061 v61 hang hoa khong ghi han sir dung phai dugce san xuat tir nam 2025 tré di.

- Cam két bao dam kha ning cung tng day du hang héa néu trang thau. Hang hoa
cung cap dam bao yéu cau vé chit luong va dung gia trang thau nhung khong cao hon
gia ké khai trén cong thong tin dién tir ciia BO Y Té tai thoi diém mua ban theo Diéu
44 va Dicu 45 ND 98/2021/ND-CP ngay 08/11/2021.

1.2.3. Théng sé ky thudt

Yéu cdu vé ddc tinh, théng sé ky thudt quy dinh trong muc nay la toi 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 san xudt cdc vit tw va thiét bi ciing nhw tham chiéu dén
nhan hiéu hang hoa, ky ma hiéu (néu cé) trong yéu cau vé tiéu chudn ky thudt chi tiét
thugc noi dung yéu cau (tiéu chi danh gia chi tzet) 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 mdt
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;,
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HOA CHAT

Hoa chét kiém chudn ALCOHOL

Hoa chat kiém tra xét nghiém sinh héa ALCOHOL
Tiéu chuan chét luong: 1ISO 13484 hoic twong duong.

Hoa chat xét nghiém ALCOHOL

Hoa chat chuan xét nghiém sinh héa ALCOHOL
Tiéu chuan chét luong: ISO 13484 hoic tuong duong.

Héa chét chuin ALCOHOL

Hoa chat chuan xét nghiém sinh hoa ALCOHOL
Tiéu chuan chét luong: ISO 13484 hoic tuong duong.

Nudc rira may sinh hoa

Dung dich dung dé 1am sach hé théng do ctia may (theo tai licu
hudng dan ciia may).

Thanh phan:

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

Sodium hydroxide 1%.

Tiéu chuan: ISO13485 hoic twrong duong.

Hoa chat dung cho xét nghiém CK -
MB

Thu(f)c thir xac dinh dinh lugng Creatine Kinase (CK-MB) trong
huyét thanh trén may phan tich Sinh hoa.

R1: Imidazole Buffer pH 6.7 - 100 mmol/l ;Glucose - 20 mmol/I;
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; CK-M Inhibiting
Antibody - 8000 U/I; HK - > 2.5 U/ml; N-acetylcysteine - 20




STT Tén phan/16/Danh muc hang héa Théng s6 k§ thuit moi thiu Ghi chu

mmol/l.
R2: Creatine Phosphate - 30 mmol/l ;
G6P-DH - > 1.5 U/ml;
Diadenosine pentaphosphate - 10 umol/l; PRESERVATIVES;
Pat tiéu chuan ISO 13485 : 2016, CE hoic trong duong.
B hiéu chuan CKMB duoc sir dung dé thiét 1ap diém tham chiéu
trong dinh lugng CKMB trén mdy phan tich tu dong.
THANH PHAN

6 Hoa chat chuan CK-MB Huyét thanh tham chiéu CKMB v6i chat 6n dinh héa hoc / chat bao
quan. Nong dd cu thé theo 16.
CK-MB phai duoc hoan nguyén trong nude tinh khiét c6 nhiét do
dudi 15 ° C.
CK:MB - Control dugc st dung dé xac minh hiéu suét cta thiét bi /
thudce thur.

7 Hoa chat kiém chuan CK-MB Mau sic va mo ta: Bot dong kho mau tring.
Thanh phan: Huyét thanh tham chiéu vé6i chat on dinh/ chat bao
quan hoa hoc. Nong dd cu thé theo 16.
Thudc thir chan doan In Vitro, dé xac dinh dinh lugng Creatine

. Hoéa chét dung cho xét nghiém CK Kinase (CK-NAC) trong huyét thanh trén may phan tich ty dong.

NAC

- Tuyén tinh:
Xét nghiém tuyén tinh 16n dén 2400 U/L (40 pKat/l).
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- Do nhay:

Miirc phat hién thap nhét dugc udc tinh 1a 2 U/L.

Thanh Phan c6 chira:

- Thudc thur 1 :

Imidazole Buffer pH 6.7 100 mmol/Il
Glucose 20 mmol/i
Magnesium Acetate 10 mmol/Il
EDTA 2 mmol/l

ADP 2 mmol/i

AMP 5 mmol/i

NADP 2 mmol/l

HK > 2.5 mmol/l
N-acetylcysteine 20 mmol/I

- Thubc thu 2:

Creatine Phosphate 30 mmol/Il
G6 >1.5U/ml

P-DH 10 pmol/Il

Diadenosine pentaphosphate
PRESERVATIVES




STT Tén phan/16/Danh muc hang héa Théng s6 k§ thuit moi thiu Ghi chu
Lo e Dinh lugng nong d6 ALT/GPT trong huyét thanh, dai tuyén tinh tir
9 Thuoc thu dl?g;“‘-’%% Jnen gan ALT | 374481, Thanh phan: TRIS Buffer pH 7.3 125.0 mmol/, L-
g Alanine 625.0 mmol/l, LDH 1500 U/, a-Ketoglutarate 94 mmol/l
Hoéa chét dine cho xét nehiém men Dinh luong men AST, dai tuyén tinh 4 - 692 u/l. Thanh phan: L-
10 CAST Aspartate 300 mmol/l, MDH >530 U/, a-Ketoglutarate 75 mmol/l.
g dat ti€u chuan chat lugng ISO13485 hoac tuong duong.
Pinh luong Albumin méu, dai tuyén tinh tir 2,5 - 72,6 g/I.
11 Thudc thtr dinh luqng Albumin Thanh phan chinh: Citrate Buffer pH 4.1 95 mmol/l, Citrate Buffer
trong mau pH 4.1 95 mmol/l, Bromocresol Green 1.41 mmol/l. Pat tiéu chuan
ISO13485 hoac twong duong.
’ Dinh lvong Amylase trong mau, dai tuyén tinh 1 - 1988 u/l. thanh
12 Hoéa chat dung cho xét nghi¢m phan: Sodium Chloride 87 mmol/l, Magnesium Chloride 12.6
Amylase mmol/l, a-Glucosidase 4000 U/I, Hepes Buffer pH 7.15 52 mmol/I.
dat ti€u chuan chat luong ISO13485 hodc tuong duong.
Dinh luong Bilirubin toan phan bing phuong phap DPD.
Thanh phan:
) - Hydrochloric Acid (HCI) 17 mmol/l
13 Hoa chat ding cho xét nghiém - Accelerator 50 mmol/I

Bilirubin Total

- 2,5-dichlorophenyl diazonium salt
(DPD) 1.5 mmol/I
dat tiéu chuén chét lugng ISO13485 hoac twong duong.




STT Tén phan/16/Danh muc hang héa Théng s6 k§ thuit moi thiu Ghi chu
Pinh luong Bilirubin tryc tiép bang phuong phap DPD.
, Thanh phan:
Hoa chat dung cho xét nghiém ] . i
14 Bilirubin Direct Hydrochloric Acid (HCI) 17 mmol/l
- 2,5-dichlorophenyl diazonium salt (DPD) 0.4 mmol/Il.
Pat tiéu chuan ISO13485 hoic tuong duong.
Pinh luong Calcium trong mau, dai tuyén tinh 0,03 - 4 mmol/I.
15 Hoa chat dung cho xét nghiém Thanh phan: Imidazole Buffer pH 6.6 100 mmol/l, Arsenazo III
Calcium 0.26 mmol/l.
Dat tiéu chuén chét lugng ISO13485 hodc tuong duong.
, Dinh luong cholesterol trong mau, dai tuyén tinh 0,04 - 22 mmol/l.
16 Hoa chat dung cho xét nghiém Thanh phan: Mg2+ 2 mmol/l, Phenol 2 mmol/l, Peroxidase =100
Cholesterol U/1, Cholesterol Esterase >250 U/1. Pat tiéu chuan chat lugng ISO
13485 hoac tuong duong.
) Dinh lugng HDL trong mau, dai do dén 2,4 mmol/l. Thanh phén:
17 Hoa chat dung cho xét nghiém HDL | TODB 1 mmol/l, Ascorbate oxidase 3.0 U/ml, MgCI2 2 mmol/l,
Cholesterol Buffer (pH 6.5) 10mmol/I. Pat tiéu chuan ISO 13485 hoac tuong
duong.
, IR . A Pinh lugng LDL trong mau, dai do 1én ti 10 mmol/l. Thanh phan:
18 Hoa chat duré%]glllgst); ig?ghlcm LDbL GOOD’S Buffer, CHE, CO, 4-aminoantipyrine (4-AA), Peroxidase,
MgCIl2. Pat tiéu chuan ISO 13485 hodc tuwong duong.
19

Hoa chat dung cho xét nghiém

Dinh lugng Creatine bang phuong phap Jaffe, dai tuyén tinh tir 5,2 -




STT Tén phan/16/Danh muc hang héa Théng s6 k§ thuit moi thiu Ghi chu
Creatinine 2734 pmol/l.
thanh phan: Alkaline Buffer 200 mmol/l, Picric Acid 25.0 mmol/I.
dat ti€u chuan chat luong ISO 13485 hodc tuong duong.
Dinh luqqg Glucose trong mau, dai tuyén tinh 0,01 - 28,2 mmol/l.
Hoa chat dung cho xét nghiém Thanh phan: PHOSPHATE Bufter pH 7.5 100 mmol/l, 4-
20 ' Ami ivri
Glucose minoantipyrine 0.3 mmol/l, Phenol 1 mmol/l.
Pat tiéu chuan ISO13485 hoic tuong duong.
’ Dinh lugng Total protein mau, dai tuyén tinh 0,4 - 146 g/I. Thanh
21 Hoa chat dung cho x¢t nghiém Total | phan: potassium Sodium Tartrate 63.78 mmol/l, Potassium Iodide
Protein 60.24 mmol/l, NaOH 1.2 mol/L. Pat ti€u chuan ISO 13485 hoac
tuong duong.
’ Dinh lugng Triglycerides trong méu, dai do 0,02 - 11 mmol/I. thanh
29 Hoa chat dung cho xét nghiém phan: PIPES Buffer pH 7.0 43.6 mmol/l, 4 Chlorophenol 5.45
Triglycerides mmol/l, Mg2+ 4.66 mmol/l. Dat tiéu chuan ISO 13485 hodc tuong
duong.
Dinh luong Urea trong mau, Dai tuyén tinh 0,31 - 60 mmol/I.
A , . Thanh phan: TRIS Buffer pH 7.5 224.53 mmol/l, « KG 15.47
23 | Hoachat dung cho xétnghiém Urea | | 17" A P .94 mmol/l. Pat tiéu chun ISO 13485 hodc tuong
duong.
L , . .| Dinh luong Aric Acid trong mau, dai tuyén tinh 1 - 1442 pumol/I.
24 Hoa chat dung cho xét nghiém Uric | Thanh phén: Phosphate Buffer pH 7.5 150 mmol/l, Ascorbate

Acid

Oxidase 5000 U/I, Potassium Ferocyanide 0.024 mmol/l, 4 —
Aminophenazone 3.84 mmol/l. Pat ti€u chudn ISO 13485 hodc
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tuong duong.

25

Hoa chat dung cho xét nghiém
Gamma GT

Ho4 chét dinh lugng Gama GT, do tuyén tinh 1200 U/l, mtrc 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 chuan chat lugng ISO 13485 hoic twong duong.

26

Hoa chat dung cho xét nghiém
HbAlc

"Thudc thtr 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%
Thanh phan va Mau sic cam quan:

Thudc thir 1a: Dung dich trong.

Thudc thir 1b: Dung dich mau vang nhat
Thudc thir 2: Dung dich mau vang nhat.

Dong goi: 4x14ml / 4x6ml / 4x9 ml / 4x32ml"

27

Hoa chét kiém chuidn HbAlc

"HbA1c Control Set dugc st dung dé xac minh hiéu suit cta dung
cu / thuoc thur.

Mau sac va mo ta: Bot dong khd mau dé.

San pham nay duoc didu ché tir mau toan phan va chira chit bao
quan va chat 6n dinh.. Nong do cu thé theo 16.

San pham nay khong nguy hiém theo thong s6 k¥ thuat cua EU, dat
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tiéu chuan ISO 13485 hoic tuong duong,

28

Hoa chét chuan HbAlc

Ho4 chat hiéu chuan Hbalc

29

Hoa chat chuan cac xét nghiém
thuong quy

"B hiéu chuan General Chemistry dugc st dung dé hiéu chuan
trong dinh lugng hoa sinh 1dm sang trén may phan tich tu dong va
ban ty dong.

THANH PHAN

Huyet thanh vdi cac chat phu gia hoa hoc va chiét xuat mé co
ngudn gde tir ngudi va dong vat. Nong do cu thé.

Ce}c gia tri dugc xac minh dya trén rat nhiéu bo hiéu chuén chinh c¢6
thé truy nguyén theo cac phuong phap tham chi€u hodc nguyén vét

liéu tham chiéu.

San phéup nay khong nguy hiém theo thong s6 k¥ thuat cua EU, dat
tiéu chuan CE, ISO 13485 hodac tuong duong.

30

Hoéba chat kiém chuan muc 1

"General Chemistry control dugc sir dung dé xac minh hiéu suét
cua thuoc thur va thiét bi trong dinh lugng cia cac hoa chat khac
nhau trén may phan tich ty dong.

Thanh phan Huyét thanh voi chat phu gia va chiét xuat mo co
ngudn gdc ngudi va dong vat. Nong do cu thé theo 10.

31

Hoa chat kiém chuan muc 2

"General Chemistry control dugc str dung dé xac minh hiéu suét
cua thudc thtr va thiét bi trong dinh lugng cta cac hda chat khac
nhau trén may phan tich tu dong.

Thanh phan: Huyét thanh véi chat phu gia va chiét xuit mé co
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nguén géc nguoi va dong vat. Néng do cu thé theo 16.

32

Hoa chat dung cho xét nghiém CRP

"Pinh lugng CRP trong mau, giai tuyén tinh c6 thé dat: 0,3 - 500
mg/l,

Thanh phan:

TRIS Buffer pH 7.6 containing PEG 18.2mmol/I
Sodium Chloride 123.2 mmol/I

dat tiéu chuan ISO13485 hoic tuong duong.

33

Hoa chét chuian CRP

"Bo hiéu chuan CRP duoc st 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 s6 k¥ thuat cua EU."

34

Hoa chat kiém chuidn muc 1 CRP

Ho4 chét kiém chuan CRP muc 1

35

Huyét thanh kiém tra mac 2 CRP

Ho4 chét kiém chuian CRP mirc 2

36

Boéng deén may sinh hoa

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

37

Hoa chét pha lodng

"Ho4 chat pha lodng dung cho may huyét hoc
Thanh phan:

Organic buffer < 0,1 %

Sodium salts < 1,0 %

Natrium azide < 0,05 %

Pat tiéu chuan chét luong ISO 13485 hoic tuong duong.

Dong goi 20 it/
hop
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38

Hoa chét rira thuong

"Dung dich rira sach cho may phan tich huyét hoc
Thanh phan:

Sodium salts < 2,0 %

Wetting agent < 0,1 %

Preservative < 0,05 %

Pat tiéu chuan chét luong 1SO13485 hoic tuong duong.

Pong goi 5,5 lit/
hop

39

Hoa chét ly giai hong cau

"Dung dich pha v& hong cau, giai phéng HGB. Thanh phan:
Ammonium salts < 3,0 %

Alcohol < 1,0 %

Potassium cyanide < 0,1 %

Pat tiéu chuan Iso 13485, CE hoic tuong duong.

40

Hoa chat rira dam dac

"Dung dich rtra ddm dac, dung trong céac truong hop dac biét.
Sodium hypochlorite < 4.0%
Pat tiéu chuan 1SO 13485 hoic twong duong.

41

chat chuan may huyét hoc

"Dung trén may phan tich huyef:t hoc Mindray BC 3000plus, Chure
nang 1a mau chuan dé hi¢u chuan 3 muc ( trung binh, thap,cao) cho
cac thong so do dung cho may phan tich huyét hoc.

Dong goi 3 x 3
ml/ Hop

42

Hoa chit pha loang cho méy‘huyét
hoc 5 thanh phan bach cau

"Ho4 chat pha lodng ding cho may xét nghiém huyét hoc 5 thanh
phan




STT Tén phan/16/Danh muc hang héa Théng s6 k§ thuit moi thiu Ghi chu
Chtrng nhan: ISO 13485 hodc twong duong."
Dung dich phén tach bach ciu va "Dung dich phan tach bach cau cau danh cho may huyét hoc 5
43 bach cau ua bazo cho méy huyét thanh phan,
hoc 5 thanh phan bach cau Chtng nhan: ISO 13485 hoic twong duong."
Dung dich phén tach hdng cau va | "Dung dich phan tach hdng cau danh cho may huyét hoc 5 thanh
44 bach cau Lympho cho may huyét phén,
hoc 5 thanh phan bach cau Chting nhén: ISO 13485 hoac tuong duong."
Dung dich phan tach bach cdu trung | "Dung dich phan tach bach cau trung tinh cho may huyét hoc 5
45 tinh va bach cau ua axxit cho may thanh phan,
huyét hoc 5 thanh phan bach cau | Ching nhan: 1SO 13485 hodc twong duong.”
16 Dung dich rira bao tri cho mdy huyét | Dugn dich ria may huyét hoc, 1am sach duong éng ; Chimg nhén:
hoc ISO 13485 hoac tuong duong.
47 Mau chuan may Huyét hoc Dung dé kiém chuan may huyét hoc 3 thanh phan(B6 3 mirc L,N,H)
"Que thir xét nghiém nudc tiéu 11 thong $6 Quy cach: 100
48 Que thir nuée tidu 11 thong b Gém:. Urgbi}inogen, Bilirubin, Ketone (acetoacetic acid), Mép, test/hop
Protein, Nitrite, Leukocytes, Glucose, ty trong, pH va Ascorbic
Acid."
’ Xac dinh thoi gian Thromboplastin tung phﬁg hoat héa. Thanh
49 Thudc thir xét nghiém APTT phan: R1 Cefalin la chat hoat héa xuc tac (chat long), R2 Calcium

chlorice. Giir 6n dinh: 30 ngay ¢ 2-8°C.
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50

Thubc thir xét nghiém Fibrinogen

Thanh phan: dang dong kho gdm Bovine thrombin, Calibrator
plasma, Control plasma. D9 6n dinh:

+ Bovine thrombine: 8 gio & nhiét d6 15-25°C, 7 ngay néu dong
lanh & —20°C ngay sau khi pha. D6 6n dinh chi c¢6 gia tri doi véi
thudc thir vao lo ban dau.

+ Calibrator plasma va Control plasma: 8 gid' ¢ nhi¢t do 15-25°C, 2
ngay néu dong lanh & —20°C ngay sau khi pha. D¢ 6n dinh chi ¢6
gia tri di v6i thude thir vao lo ban dau.

o1

Hoa chit Thrombin Time

Dung trén may xét nghiém DPong mau ty dong

Thanh phan: Chuan dong kho cua thrombin bo véi chat dém va chat
on dinh. Thuoc thtr da hoan nguyén chira khoang 10 don vi NIH /
ml thrombin"

52

Vat liéu kiém soat mirc binh thuong
st dung cho may do dong mau

"Huyét tuong kiém soét binh thuong. Thanh phan: Huyét twong
nguodi binh thuong, khd dong
lanh. D6 6n dinh: 4 gid ¢ nhiét do 15-25°C, 2 ngay néu dong lanh &

—20°C ngay sau khi pha. D6 6n dinh chi c6 gia tri d6i v6i thude thir
vao lo ban dau.

53

Vit lidu kiém soat mirc bénh 1y st
dung cho may do dong mau

Huyét tuong kiém soat bénh 1y. Thanh phan: Huyét tuong nguoi
duoc thu thdp véi Sodium Citrate <0,4% nhu thude chéng dong
mau, Hepes 0,6%, Sodium hydroxide 0,08%, Lithium chloride
0,04%, Polybrene 0,001%. Khong chtra céc chat doc hai. Po 6n
dinh sau hoan nguyén: 8 gi6 ¢ nhiét do 2 - 8°C.
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£4 Nuéc rira dung cho may xét nghiém | Dung trén may xét nghiém Pong mau ty dong.
dong mau ty dong Thanh phan: Hoat chat Natri Hypochlorite 1%.
Cédne phan tme cho may xét nehiém Phu kién cuvette dong mau dung cho may do déng mau. Chét lidu:
55 ep don %n P d}(:)n ghie Nhuya y té. Vong cuvet c6 32 cuvet. Thé tich moi cuvet: toi thi€u
& +aong 150 pl, tdi da 300 pl (thir nghiém huyén phu).
Thanh phan: R1: Thromboplastin chiét xuét tir ndo tho, PIPES
X . A buffer, sodium azide 1am chat bao quan. Bo 6n dinh sau hoan
56 Thuoc thir xét nghiém PT nguyén: 7 ngay ¢ nhiét d6 2-8°C luu trir trong 6ng nghiém gdc chua
nhiém ban.
57 Nuéc rira ding cho may xét nghiém | Dung trén may xét nghiém Dong mau ty dong.
dong mau ty dong Thanh phan: Hoat chat Natri Hypochlorite 1%.
*Dung dich kiém chuén test Na+, K+, Cl-, Li+, Ca++, pH, gém 2
58 Dung dich chuin muc binh thuong va bat thuong.
*Gom dung dich mudi, chit dém, albumin bo, chét bao quan.
C o gea enn "Dung dich rira danh cho may xét nghiém dién giai; -1 chai Daily
59 Dung dich rira cho mdy di¢n giai Cleaner Diluent 90 ml, HC1 0,1N; mudi -6 chai pepsin 0,5¢"
*Pack EasyLyte Na / K / Cl Solutions Pack sur dung dé dinh luong
ndng d6 Natri (Na +), Kali (K +) va Clorua (Cl-) trong huyét thanh
60 Hoa chét dién giai ngudi, huyét tuong, mau toan phan va nudc tiéu bang May xét

nghiém dién giai EasyLyte plus hang Medica.
*Thanh phan:
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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"

61 Tubing Kit Dung cho may dién giai EasyLyte Na/K/Ca/pH, Na/K/CI/Ca/Li

62 bién cuc xét nghiém dinh lugng K+ | Dién cuc K dung cho may xét nghiém dién giai

63 bien cye xet nNggf’m dinhluong | 5. cwre Na dimg cho may xét nghiém dién giai

64 bién cuc xét nghiém dinh Iugng CI- | Pién cuc Cl dung cho may xét nghiém dién giai

65 Pién cue chun Dién cuc tham chi€u dung cho may dién giai Na/K, Na/K/Cl va
Na/K/Li
Dung dich ¢6 chtra nong do protein thip va IgM don dong cua

£ . . , nguoi va IgG khang D. Thuoc thir nay s€ tryc tlep ngung két cac té

66 Huyét thanh dinh nhm méau D/Rh bao Rh D duong tinh, bao gom phan 16n cac bién thé (nhung khong
phai DVI) va ty 1& D yéu (Du) cao.

67 Huyét thanh dinh nhém méu O Huyét thanh dinh nhom méau AB, phuong phap thu cong. Dat tiéu

chuén chét lugng ISO 13485:2016 hoic twong duong.
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68

Huyét thanh dinh nhém mau A

Huxét thanh dinh nhom mau A phuong phap thu cong. Dat tiéu
chuan chat lugng ISO 13485:2016 hodc tuong duong.

69

Huyét thanh dinh nhém mau B

Huxét thanh dinh nhom mau B phuong phap thu cong. Dat tiéu
chuan chat lugng ISO 13485:2016 hodc tuong duong.

70

Gel siéu am

Gel st dung trong si€u am, phu hop voi tan sb siéu am dang sir
dung. Khong c6 formaldehyde, vo khuan. Gel trong, tan hoan toan
trong nudc. PO PH trong khoang 6,5-7,5

71

Gel dién tim, luu huyét nao

Gel dién tim phu hop dién cyc may dién tim

72

Dung dich khtr khuan muc do cao
dung cu

"Dung dich khur khuan muc do cao dung cu

y té chira thanh phan: Ortho-Phthalaldehyde 0,55% (w/w), h¢ dém
pH =7-9 (pH 7,56 thé hién trong COA).

Hiéu qua sau thoi gian ngam t6i thiéu 5 phut.
Hiéu qua vi sinh (phase 2, step 2)

Vi khuan : EN 14561

Nam, méc : EN 14562

Mycobacterium (Tryc khuan lao): EN 14563
Virus: EN 17111

Tang kém test thu. Khong gay an mon dung cu.

73

Con 70 do

Ethanol > 70°, trong, khong van duc, mui con dic trung.
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74

Test thir ma tuy 5 thong s6

"Rapid Test Panel(KET/MDMA/MET/MOP/THC)

Hoat chit chinh: Khang thé khang KET, khang thé khang MDMA,
khang thé khang MET, khang thé Khang MOP, khang thé khang
THC, cong hgp khang nguyén KET-BSA, cong hop khang nguyén
MDMA-BSA, cong hop khang nguyén MET-BSA, cong hop khang
nguyén MOP-BSA, cong hop khang nguyén THC-BSA.

1, KET: Ngudng phat hién (cut off) 1000 ng/ml
2, MDMA: Ngudng phat hién (cut off) 500 ng/ml
3, MET: Ngudng phat hién (cut-off) 1000 ng/ml
4, MOP: Nguong phat hién (cut off) 300 ng/ml

5, THC: Ngudng phat hién (cut off) 50 ng/ml

D0 nhay tuong quan 100%, Do déac hiéu twong quan 100%, Do
chinh xac tuong quan 100%

Do chinh x4c ngau nhién lip: 100%"

75

Thanh thir Xqé'[ nghi¢m dinh tinh
khang thé khang vi khuan
Treponema Pallidum

"Khay thir xét nghiém sic ky mién dich k¥ thuat mang, dinh tinh
phat hién cac khang thé (IgG va IgM) khang Treponema Pallidum
(TP) trong huyét thanh, huyét twong hodc mau toan phan ngudi.

Thanh phan: Ving cong hop: Khang nguyén tai t6 hop giang mai 2
- 0.0079ug; Vach thu (T): Khang nguyén tai t6 hop giang mai 1 -
0.44pg; Vach chung (C): Khang thé dé khang IgG tho - 0.58ug.
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- BJ nhay tuong quan: 100%

- B§ dac hi€u tuong quan: 99,1%

- B9 chinh x4c tuong quan: 99,4%

- P06 chinh x4c ngau nhién lip: >99%

Ong chéng dong mau nhu heparin, EDTA va sodium citrate khong
anh hudng dén két qua xét nghiém.

San pham dat it nhat 2 ching chi FSC Chau Au hoic twong duong.

76

Thanh thir Xétwnghiém dinh tinh
khéang thé khang HIV

"Khay thtr xét nghiém sac ky mién dich, dinh tinh phét hién khang
thé khang HIV-1, HIV-2 va nhom O trong mau toan phan, huyét
thanh hoac huyét twong.

Thanh phan:

- Mang: khang nguyén HIV tai t0 hop bao gom gp41, gp36 va
khang nguyén tai to hgp HIV-O.

- Lép cong hop: hat vang lién hop voi khang nguyén tai to hop
gp41, gp36 va HIV-O

- Vach két qua: cac khang nguyén HIV-1 0,477ug, HIV-2 0,318ug,
HIV-O 0,080ug.

- Vach chung: khang thé dé khang tho IgG 0,398ug

Ong chéng dong mau nhu heparin, EDTA va sodium citrate khong
anh huong dén két qua xét nghiém

Hiéu qua chan doan so véi phuong phap HIV EIA:
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- BJ nhay tuong quan: 100%
- B§ déc hiéu tuong quan: 99,3%
- B9 chinh x4c tuong quan: 99,5%

77

Thanh thtr xét nghiém dinh tinh
HBsAg

"Khay thtr xét nghiém sac ky mién dich, dinh tinh phét hién khang
nguyén bé mat vi rit viém gan B trong mau mau toan phan, huyét
thanh hoac huyét tuong.

Thanh phan:

- Viing cong hop: Khang thé khang HBsAg 0,350ug, khang thé IgG
tho 0,233ug

- Vach két qua: Khang thé khang HBsAg 0,514ug

- Vach chtng: Khang thé IgG dé khang tho 0,428ug
Ngudng phat hién (LOD): 0,79 ng/mL

- B§ nhay tuong quan: 100%

- b6 dac hiéu tuong quan: 100%

- b6 chinh xac tuong quan: 100%

- P6 chinh x4c ngau nhién lap: >99%

Khong cd phan tmg chéo vai: yéu té dang thap RF, vi rat viém gan
D, vi rat viém gan E, vi rat viém gan G.

Khong bi gay nhidu boi cac chat sau: Methydopa, Dextran,
Aceytylsalicylic acid, Furosemide, Indomethacin, Nicotinic acid,
Probenecid, Quindine hydrochloride monhydrate,
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Sulfamethoxazole."

78

Khay thtr xét nghiém dinh tinh
kh&ng nguyén NS1 vi rat Dengue,
khang thé IgG va IgM khang vi riit
Dengue

"Khay thtr xét nghiém dinh tinh phat hién khang nguyén Dengue
NS1 va khang thé 1gG/IgM khang vi rat Dengue, c6 thé phat hién

ca bpn loai huyet,thanh (DEN-1, DEN-2, DEN-3 va DEN-4) trong
huyét thanh, huyét trong hodc mau toan phan cua nguoi.

- P6i v6i Dengue NS1:

Ving cong hop: phu san khang thé khang khang nguyén Dengue
NSI gin véi hat vang va cong hop khang thé kiém ching gan véi
hat vang.

Vach két qua: dugc phu san khang thé khang khang nguyén Dengue
NS1 c6 thé phat hién khang nguyén tir 4 loai huyét thanh cia virus
Dengue

- P6i v6i Dengue 1gG/IgM:

Vung cong hop: phu san khang nguyén Dengue gan véi hat vang va
cong hop khang thé kiém chimg gan véi hat vang.

Mang: duoc phi sin boi khang thé khang IgM ngudi va khang thé
khang IgG nguoi.

Dengue NS1

D0 nhay tuong quan: 99,0%;D9J dac hi¢u tuong quan: 99,2%; Do
chinh x4c tuong quan: 99,1%

Dengue IgM

Do nhay tuong quan: 98,0%; Do dac hi¢u twong quan: 95,2%; Do
chinh xac tuwong quan: 96,0%
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Dengue IgG
D0 nhay tuong quan: 99,0%; D¢ dac hi¢u tuong quan: 98,8%; Do
chinh xac tuong quan: 98,9%
-Dé chinh x4c ngiu nhién va chinh x4c ngiu nhién lip dat >99%"
"Khay thtr xét nghiém sdc ky mién dich, dinh tinh phat hién Vg‘l phan
biét khang nguyén vi rat cim A va cam B tir dich miii, dich hau
hong va dich ty hau
Ngudng phat hién(LoD). Cum A: 6,88*%10"2 TCID50/mL. Cim B:
1,88*10"2 TCID50/mL
Hiéu qua chan doan Cam A:
- b6 nhay tuong quan: 100%.
- b6 dac hiéu tuong quan: 99,22%

79 Que thtr xét nghiém dinh tinh khang | _ Do chinh x4c twong quan: 99,38%

nguyén Influenza A, Influenza B

Hiéu qua chan dodn Cum B:

- b6 nhay tuong quan: 100%.

- b6 dac hiéu tuong quan: 99,61%
- B chinh xac twong quan: 99,67%
Do chinh x4c ngau nhién lip: >99%

Que mau chirng 4m va que mau ching duong duoc cap kém theo
moi hop xét nghiém dé kiém soat chat luong san pham

Khong phan rng chéo véi: coronavirus-229E, coronavirus-NL63,
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coronavirus-OC43, coronavirus-HKUL1, parainfluenza, Enterovirus,
Streptococcus pneumoniae, Mycoplasma pneumoniae, MERS-
coronavirus, SARS-coronavirus, virus adenovirus va virus hop bao
ho hap ¢ nguoi.

Poc két qua o phut thir 15

San pham dat tiéu chuan CE va 2 chtmg chi FSC Chéau Au hoic
tuong duong.

80

Khay thur xét wnghiém dinh tinh
khéang thé khang HCV

"Khay thir xét nghiém mién dich dinh tinh, k¥ thuat mang va khang
nguyen kép de€ phat hién cac khang thé khang HCV trong huy¢t
thanh, huyét trong hodc mau toan phan.

Cac khang nguyén tai t6 hop dugc ma hoa boi cac gen cho ca
protein cau trac (nucleocapsid) va khong cau trac. Thanh phan chira
hat phu khang nguyén HCV tdi to hop bao gom NS3, NS4, NS5,
CORE va khang nguyén HCV bao gom NS3, NS4, NS5 va CORE
dugc phu trén mang.

- Vung cong hop: Khang nguyén HCV tai t6 hop 2 0.073 pg. Vach
két qua(T): Khang nguyén HCV tai t6 hop 1 0.31 ug. Vach
ching(C): Khang thé dé khang chuot IgG 0.41 pg

Hiéu qua chan doan so voi phuong phap HCV EIA:

- B§ nhay tuong quan: 100%

- B§ déc hiéu tuong quan: 99.4%

- b6 chinh xac tuong quan: 99.6%

- D6 chinh x4c ngau nhién lap: >99%
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Quy cach dong goi: 40 Test/Hop
Khong 1ay nhiém chéo bdi: Virus giy suy glam: mlen dich 6 nguoi,
Virus Herpes simplex-2 IgM, Khang insulin, Yéu t6 dang thip
Khong bi gay nhidu bai cac chat sau ¢ nong do twong Gng:
Acetaminophen 20mg/dl, Sulfamethoxazole 40mg/dl, Ibuprofen
50mg/dI"
- Phat hién khang thé khang Treponema pallidum trong huyét
thanh, huyét twong va mau toan phan.
- b6 nhay: 92,31% ; Do dac hi¢u: 100%
- Cho két qua nhanh trong vong 15 phit, 6 6n dinh cia két qua xét
nghiém to1 24 gio
Thanh’ thur X;ét nghiém dinh; tinh - Khong 9511 st dung thém bat ky dung dich dém (chase) cho mau
81 khang thé khang vi khuan mau huyét thanh, huyét twong
Treponema Pallidum . N . . 3
- Thé tich mau str dung: huyét thanh/huyét trong/mau toan phan:
S0uL
- Nhiét do bao quan: 2 — 30 °C
- Nha may san xuét dat tiéu chuan chau Au EN ISO 13485.
- San xuét tai nuge thudc khdi G7
"~ Phat hién dugc ca khang nguyén P24 cua HIV [; khang thé
. Thanh thir xét nghiém dinh tinh | khang HIV 1 va khang thé khang HIV 2

khang thé khang HIV

- Bg nhay 100%; Bd dac hié¢u 99,72%
- D6 nhay phén tich: phat hién khang nguyén p24 HIV-1 & ndng do
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2 IlU/mL

- Hoat chat chinh: pTB319 antigen, pGO11 Antigen,gp41 antigen
RA43,g9p36 antigen RA31, subtype-O antigen RA22,p24 antibody
(SD), p24 antibody 2al12-2, p24 antibody 99961.

- Cho két qua nhanh trong vong 20 phit, Do 6n dinh cta két qua xét
nghiém téi 40 phut

- Khong can st dung thém bét ky dung dich dém (chase) cho miu
mau huyét thanh, huyét tuong.

- Thé tich mau st dung: huyét thanh/huyét twong/méau toan phan:
50pL

- Nhiét d6 bao quan: 2 — 30 °C

- Nha may san xuét dat tiéu chuan chau Au EN ISO 13485 hoic
tuong duong.

- San xuét tai nuéc thude khdi G7"

83

Thanh thtr xét nghiém dinh tinh
HBsAg

"- D0 nhay 98,4% , d6 dac hi€u 99,6%; Xét nghiém co thé phat hién
noéng d6 0.1 IU/ml. Cho két qua nhanh trong vong 15 phit, Do 6n
dinh ciia két qua xét nghiém tdi 30 phut ,khong can sir dung thém
bat ky dung dich dém(chase) cho mau mau huyét thanh, huyét
tuong. Str dung dugc cho tat ca cac loai mau bénh phém bao g@)m:
Huyét thanh, huyét tuong, mau tinh mach, méau dau ngén tay.

- Nha may san xuét dat tiéu chuan chau Au EN 1SO 13485 hoic
tuong duong.

- Thanh phan tai vach test: Khang thé don dong & chudt khang
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HbsAg Biotinyl va cac hat mau den dugc phu khang thé don dong &
chuot khang HBsAg.
- Ham Iuong: Anti-HBs antibody Al; Anti-HBs antibody A2, Anti-

HBs antibody B1; Anti-HBs antibody B2 ; Anti-HBs antibody B3 ;
Khang thé trén thanh kiém soat.

- Xét nghiém phat hién duoc it nht 14 dot bién khéc nhau cta
HbsAg bao gdom: P120Q, T123A, T126N, T126S, Q129R, Q129H,
Q129L, M133H, M133L, K141E, P142S, T143K, D144A va
G145R.

- Chung chi xét nghiém: WHO PQ

- San xuét tai nude thudc khdi G7

84

Khay thtr xét nghi¢m dinh tinh
khang nguyén NS1 vi rat Dengue,
khang thé IgG va IgM khang vi riit
Dengue

"X¢ét nghiém Dengue DUO la I xét nghiémqmién dich sic ky dung
d€ phat hién phan biét ca hai virus khang thé Dengue NS1 va khang
thé IgG va IgM khang virut Dengue trong mau toan phan, huyet
thanh hoac huyét turong. Cac mau bénh pham huyét tan, nhiem mag,
mat va nhirng mau c6 chira cac yéu t6 dang thap da duoc khao sat
khong giy nhiéu cho san pham.

« D& dang sir dung (két qua xét nghiém: 15-20 phut)

NSI1: Do nhay > 92,4% va do dac hi¢u > 98,4% so vd1 RT-PCR.
IgG/IgM: B nhay> 94,2%, Do dac hiéu > 96,4% so vdi phuong
phap ELISA

Khong can dung dich pha lodng véi xét nghiém Dengue NS1
Thanh thir Dengue NS1: Phtrc hop vang: Hon hop khang thé chudt
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don dong khang dengue NS1 Ab (0,0623 + 0,0200 pg), chit keo
vang IgY tu ga (0,050 £ 0,015 pg). Thanh thir Dengue Igg - Igm:
Phtic hop vang: Khang thé chudt don dong khang dengue Ab - chat
keo vang (0,467 + 0,014 pg), Khang thé chudt khang Ab - chét keo
vang (0,002 + 0,001 pg).

C6 nghién ciru danh gia hiéu ning trén ca nhém bénh nhan nhiém
nguyén phat va nhiém thir phat.
Co6 nghién ctru danh gia hi¢u ndng trén cac sub-type DENV
Tiéu chuan ISO, CE, CFS EU hoic tuong duong.
"Mot xét nghiém nhanh,Ndjnh tinh dé phat hién vi rit Rota nhom A
va vi rat Adeno trong mau phan nguoi.
Thanh phan:
+ Phirc hop vang: khang thé chudt don dong khang Adenovirus -
chat keo vang; khang thé chudt don dong khang Rotavirus - chat
keo vang.

Khay thﬁAXét nghi¢m din}} tinh | + Vach thir: A: khang thé chudt don dong khang Adenovirus; R:

85 khang nguyén Rotavirus nhom A va

Adenovirus

khang thé tho da dong khang Rotavirus

+ Vach chimg: khang thé immunoglubin G cua dé

- Hiéu suét:

+ So véi RT-PCR: Rotavirus - do nhay: 99.3%, d6 dac hié¢u: 99.5%,
Adenovirus - do nhay: 97%, do dac hi¢u: 100%

+ SO v6i1 ELISA: Rotavirus - dd nhay: 100%, do dac hi¢u: 100%,
Adenovirus - d nhay: 100%, d6 dac hiéu: 100%




STT

Tén phan/16/Danh muc hang héa

Théng s6 k§ thuit moi thiu

Ghi cha

- Khong bi nhiéu chéo boi: 18 loai vi rit, 25 loai vi khuén, 2 dong
vat nguyén sinh va 3 vi sinh vat khac

- Kit thir 6n dinh it nht 4 tuan khi dé & nhiét do 55+1°C

- Pat tiéu chuan ISO, CE, CFS EU, Australia CFS, Korea CFS hoic
tuong duong.

86

Que thir xét nghiém dinh tinh khang
nguyén Influenza A, Influenza B

"Phat hién phan biét va dinh tinh cac khang nguyén vi rat cim loai
A valoai B tryc tiép tir que phét miii / hong / mili-hau hodc cac mau
hat tr miii/mdi-hau.

Thanh phan:

+Cong hop vang A (thanh phan chinh): Khang thé don dong chu6t
khang cim A - keo vang, Cong hop vang B (thanh phéan chinh):
Khang thé don dong chudt khang cam B - keo vang.

+ Vach thir “A” (thanh phan chinh): khang thé don dong chuot
khang cum A

+ Vach thir “B” (thanh phan chinh): khang thé don dong chudt
khang cim B

- Vach chig (thanh phan chinh): khang thé dé khang
immunoglobulin chudt

- HIéu’suét: do nhay; 91.8%, Do dac hiéu: 99% so vo1 phuong phap
nudi cay vi rat va RT-PCR.

- Khong c6 kha nang gay nhiéu béi cac chat: lipid huyét (Lipemic),
tan huyet (Hemolysis), vang da (Icteric - high biliribin
concentration)




STT

Tén phan/16/Danh muc hang héa

Théng s6 k§ thuit moi thiu

Ghi cha

- Khong bi gay nhiéu bgi: 32 ching vi khuan va vi rat
- On dinh it nhat 4 tudn khi & nhiét do 55 +/- 1d6 C

- Pat tiéu chuan: ISO, CE, CFS EU, Australia CFS hodc tuong
duong.

87

Khay thir xét nghiém dinh tinh
khang thé khang HCV

"Phat hién khang thé dic hiéu khang HCV trong mau huyét thanh,
huyet turong, mau toan phan nguoi. Puoc thiét ké dé st dung trong
quan thé c6 ty 18 nhiém HCV cao hodc nhiing nguoi co tién sir phoi
nhiém/hanh vi nhiém HCV bao gdm c4 phu nit mang thai.

- Hiéu suit: do nhay: 100%; Do dac hi¢u: 99.4% (so vdi xét nghiém
xac nhan st dung RT-PCR)

- Thanh phan:

+ Phuc hop vang: Protein A — chit keo vang

+ Vach thir: Khang nguyén HCV tai to hop (18i, NS3, NS4, NS5)
+ Vach chirng: Globulin mién dich dé khang ngudi

- Khong c6 phan tng chéo véi cac mau Khang thé HBs, CMV,
HIV, Giang mai, Xoan khuén Borrelia burgdorferi, EBV, HTLV,
Ky sinh trung Toxoplasma, Chlamydia, HBsAg, Cum,
Trypanosoma cruzi | /11

- Khong bi gay nhidu bdi cac chat: 34 chat
- 6n dinh it nhat 4 tun khi & nhigt d6 55 +/- 1 d6 C
- Pat tiéu chuan: ISO, Korea FSC hoic tuong duong.




Luuy

Bit ky thuong hi€u, mé hi¢u (néu cb) trong bang pham vi cung cap néu trén dé minh hoa cac tiéu chuén chat lugng, tinh nang ky
thuat yéu cau, nha thau co thé lya chon du thau hang hoa c6 ngudn gdc, xuat xtr, nha san xuét, thwong hiéu, ma hiéu phu hop vé6i diéu kién
cung cap nhung phai dam bao yéu cau c6 tiéu chuan ky thuat, dic tinh k¥ thuét, tinh ning st dung “tuwong duong”.

Nha thau phai cung cap catalog, tai liéu k¥ thuat do hing san xuat phat hanh (Néu 12 ngdn ngit nudc ngoai phai ¢ 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 xac 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 truéc 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 luat hién hanh.
Muc 4: Miu Bing danh muc hang héa dy thau
- Nha thau ké khai day du theo mau dudi ddy va cung cép file dinh dang excel kém E-HSDT cung ban in ky dong dau, hop 16.

- MAu duéi day dung dé phuc vu dénh gia vé k¥ thuat hang héa chao thu cta nha thau. Yéu ciu nha thau phai dién day da va chinh
xéac. Nha thau ty chiu trach nhiém vé hau qua hodc su bat lgi néu khong 1am dung theo quy dinh. Viéc nha thau cd tinh ké khai thong tin
khong ding v6i thong sd k¥ thuat ma nha san xuat da cong bé nham muc dich vuot qua budc danh gia vé k¥ thuat dugc coi 1a hanh vi gian
1an trong d4u thau quy dinh tai khoan 4 Piéu 16 Luat P4u thau va sé& bi xtt Iy theo quy dinh cua Phép lut.



BANG DU LIEU DU THAU VE MAT KY THUAT

(Danh cho hod chdt xét nghiém)

Teén Nha thau: ........ooooviiiie e,
(File mém dinh kem E-HSDT)
Tén nha thau: ....... biachi: ......
Email: ...... S6 dién thoai ngudi phu trach thau: ......
< et A I May % Trang
Pic tinh , « Phén So PK - . Quy So
gpp | Maméi | Ma Tén hoa ky thut | Misin Ez Nhin l\i::‘ loai Iru }z;'l‘lg T;gc Pic tinh °i‘:ty MaHs | cch Dfi“ lugn | Pon z'l‘l‘:‘:l
thiu phin 16 | chit dw thiu | theo E- phim " hi¢u £ TBBY | hanh/GP £ £ ky thuat " déng g g du gia
hi¢u xuat xuat xuat nghié¢ . tinh A trong
HSMT T NK g6i thau
m HSDT
@ 2 3) C)] )] (6) ©) ® 9 | 0 (11) a1z | 13) (14) as)y | a | an | a8 | A9 | 20 | 21

Nha thau lwu vio file excel miu 16B nay ndp cung E-HSDT

Ghi cha:
- Céc cét (1), (2), (3), (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 dir thau

- Cot (21): Nha thdau phdi néu ré dap ung ky thudt cia hang hoa dwoc 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 khong cé ndi dung kjj thudt theo yéu cau thi sé bi coi la khéng ddp

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

1.2.5. Hudng dén trinh bay cdc file trong E-HSDT ding tdi trén Hé thong:

Cac file dir li¢u cua hang hoa dinh kém E-HSDT phai dugc phan chia riéng biét theo folder nhu sau:

PAI DIEN HQP PHAP CUA NHA THAU
(Ky, déng ddu va ghi ré ho tén)




1. Folder 1. Tinh hop 1€:
- File Béo dam duy thau + tai liéu chirng minh tinh hop 18 cta ngudoi ky thu bao lanh.
2. Folder 2. Nang luc — kinh nghiém:
- File 1: Gidy chimg nhan tu cach phap nhan ciia nha thau
- File 2: Chung nhan du diéu kién mua ban TTBYT theo quy dinh hién hanh.
- File 3.1. Bao cao tai chinh nam _ (vi du: 2023)

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

- File 3.3. Bao cédo 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 c6 nhiéu hop dong dé
chtrng minh ning lirc — kinh nghiém cta nha thau thi dit tén File 5.1. Hop dong s6 1; File 5.2 Hop dong s6 2.....)

.. VA céc tai lidu 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 liéu chtirng minh vé k¥ thuat ctia hang hoa dugc luu trong cac folder, mdi folder s& bao gom 01 hodc cac mat hang du thau co
cung hang san xuat hoac cung tai li¢u phép 1y, trong moi folder dé nghi nha thau tach riéng cac file tai li¢u va danh so tha ty
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 thong tin ho so cong bé tiéu chudn dp dung, gidy chitng nhdn dang ky
lueu hanh, gidy phép nhdp khau, to khai hdi quan, v.v...)

+ File 3. Chung nhan chat lugng (bao gom: ISO 13485, 1SO 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 lidu lién quan khéac (néu co).
(twong tw Folder 3.2, Folder 3.3... cho cac hang héa cé STT tiép theo)
Vidu:
Céch dat tén Folder ky thuat:

Folder 3.1. 5TT 34, 237

Folder 3.2. STT 159
Céch sap sip xép tai liéu trong folder k¥ thuat:
| File 1. Bang két qua phan loai TTBYT

| File 2. 56 Iuu hanh
File 3. Chifng nhan chat lvgng

File 4. Tai liéu ky thuat



