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: Bénh vién Da khoa Thi xa Ky Anh

- Dy todn mua sim: Mua sdm vt tu y té, hoa chét, sinh pham, khi y té, y dung cu
st dung trong 24 thang, giai doan 2026-2028 phuc vu cong tac kham chira bénh tai Bénh
vién da khoa thi xa Ky Anh

- Tén gobi thau: Goi thau s6 02: Mua sdm hoa chit, sinh phim st dung trong 24
thang, giai doan 2026-2028 phuc vu cong tac kham chira bénh tai Bénh vién da khoa thi
xa Ky Anh

- Ngudn von: Ngudn thu su nghiép tir hoat dong kham chtra bénh hién c6 cua Bénh
vién da khoa thi xa Ky Anh. dugc bo tri tai K€ hoach s6 120/KH-BVDKKA ngay
25/02/2026

- Hinh thtre lya chon nha thau: DAu thau rong rai trong nudc, qua mang

- Phuong thtrc lya chon nha thau: Mot giai doan, mdt ti hé so

- Thoi gian bat dau t6 chiic lwa chon nha thau: 45 ngay

- Loai hop ddng: Theo don gia cb dinh

- Thoi gian thuc hién hop dong: 24 thang ké tir khi hop dong ¢ hiéu luc
- C6 nhiéu phan/16: C6

- Tuy chon mua thém: C6 (Khong qua 30% sd lwong tirng mat hang twong duong
4.653.678.835 dong)

1.2. Yéu cau vé ky thudt
1.2.1. Tai liéu chirng minh tinh hop l¢ cua hang hoa

a. Bang Danh muc hang hoa du thau (trong E-HSMT) theo Mau NT — 01 tai muc 1.2.4
Chuong V. Yéu cu nha thau ké khai dﬁy du thong tin tai cac cOt va ghi muc luc
cua tai liéu tham chiéu (chi dan dén sb trang hoac dén folder chira tai liéu). Nha thau
phai ndp dong thoi file Excel danh muc hang héa du thau va ban scan c6 ky dong
dau hop 16.

b. Co catalog hoac tai liéu k¥ thuat ctia nha san Xuat (cung cap ban goc va kém ban
dich c6 dong dau cta nha san xuat hodc nha phan phdi duoc ity quyén hgp phap
(néu c6) néu 1d ddi vai timg loai hang hoa:

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

- Thong s k¥ thuat hang hoa;

- Quy céch hang hoa (néu co);

c. Dbi voi hang hoa 1a trang thiét bi y té, cung cap céc tai lidu sau:



- Ban phan loai trang thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP,
Nghi dinh s6 07/2023/ND-CP va cac quy dinh hién hanh.

- S6 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 phéap luat hién hanh, cu thé nhu sau:

+ Ddi voi trang thiét bi y té loai A, B: Phai cung cap S6 cong bo (hoic Phiéu thong
tin) HO so cong bo ti€u chuan ap dung cua trang thiét bi y t€ trén Cong thong tin
dién tir BO Y t€ (dmec.moh.gov.vn).

+ D6i voi trang thiét bi y té loai C, D: Phai cung cip gidy chimg nhan diang ky luu
hanh hodc giéy phép nhap khau con han cuaBoOY té theo quy dinh (D6i v6i trang
thiét bi y té khong thudc danh muc phai cAp phép nhap khau theo quy dinh tai
Thong tu 30/2015/TT-BYT thi Nha thau phai cung cap To khai hang hoa nhap
khau).

- S6 cong b (hodc Phiéu thong tin) H?) so cong bd du diéu kién mua ban trang thiét
bi y t€ theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-
CP va céac quy dinh phap luat hién hanh.

- S6 cong b  (hoac Phleu thong tin) ho so cong bd du diéu kién san xuat d6i v6i trang

thiét bi y té san xuat trong nudc, 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.

- Co m(f),t trong cac chig chi ISO 9001, ISQ 13485,,FDA, ch(mg nhan lq'u hanh cua
B0 y t€ hodc tuong duong (con hiéu lyc to1 thi€u dén thoi diém dong thau).

- Co glay phép nhap khau cia B y té ddi voi cac loai hang hoa thudc diéu kién bat
budc Dbi voi hang hoa khong phai 1a trang thiét bi y té:

- Tai liéu ching minh dac tinh k¥ thuat cua hang hoa

d. Cac yéu cau khac:
- Trong trudng hop can thiét, nha thau phai cung cip duong link dé Chu dau tu tra

ctru, doi chicu catalog, tai liéu k¥ thuat ctia hang hoa;
- Cac tai li¢u tai cac muc b), c), d) ndi trén:
+ Néu 12‘1’ ban sao phai co chirng thuc cia co quan chirc nang, néu tai liéu duoc cép
tryc tuyén thi phai c6 dau xac nhan cua nha thau va nha thau chiu trach nhiém vé
tinh chinh xac ctia ndi dung
+ Néu sir dung bang tiéng nudc ngoai phai c6 ban dich sang tiéng Viét Nam va nha
thau chiu trach nhiém phép ly vé tinh chinh x4c ctia ndi dung dich thuat khi phat
hanh. Trong truong hop co6 su sai khac gilra ban dich va ban goc thi Bén moi thau
s€ danh gia dya vao ban goc.
- Theo Khoan 1 Diéu 55 Luat dau thiu 2025 Nha thau c6 trach nhiém:

» Cung cﬁp dﬁy du hoa chét, thude thr, dung dich chuén, dung dich rura, vat tu tiéu
hao phuc vu cho viéc van hanh may sinh hoa;

« Cung cap thiét bi, may hodc hé thong twong thich dé str dung cac héa chat néu
trén;

« Pam bao thiét bi va hoa chat dong bo, twong thich, sin sang hoat dong ngay sau
khi lap dat;



« Cung cp hudng d?m sir dung, tai liéu k¥ thuét, phiéu an toan héa chat (MSDS)
cho tung loai hoa chat.

1.2.3. Cam két ciia nha thau cho todn bé géi thau

- Cam két hang hoa cung cap phai dam bao moi 100%, con han su dung theo
khuyén cdo ctia nha san xuét dap tmg yéu cau E-HSMT. San xuét tir nim 2025 try vé
Sau,

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

_ 1t Hang hoa kiém tra va thir nghiém khong phu hop véi dic tinh ky thuat da chao
thau.

+ Truong hop hang hoa bi 161, bi hong hoidc c6 cac khuyét tat nay sinh c6 thé dan
dén nhiing bét loi trong qua trinh sir dung binh thuong cua hang hoa do 16i ciia nha thau
hoic khi c6 théng bao thu hdi ciia co quan c6 thim quyén.

- Cam két han dung cua hang hoéa tai thoi diém giao hang: Han sir dung cta hang
hoéa tinh tir thoi diém cung Gng dén co s¢ y t€ phai dam bao:

+ Téi thiéu con > 18 thang dbi v6i hang héa c¢6 han st dung quy dinh cia nha san
xuat tur 36 thang trd 1€n;

+ Toi thiéu con > 12 thang d6i voi hang hoa c6 han st dung quy dinh ctia nha san
xuat tir > 18 thang dén < 36 thang;

_+ Toi thiéu con > 6 thang doi v6i hang hoa co han sir dung quy dinh cua nha sén
xuat tir > 12 thang dén < 18 thang;

+ T4i thiéu con > 3 thang d6i véi hang héa ¢ han sir dung quy dinh ciia nha san
xuat tir > 6 thang dén < 12 thang;

+ T&i thiéu con > 1 thang d6i v6i hang héa ¢ han str dung quy dinh ctia nha san
xuat < 6 thang;

+ Trong cac truong hop dic biét khac, nha thau phai c6 béo céo bang vin ban. Dbi
v61 hang hda khong ghi han str dung phai dugc san xuat tor nam 2025 tré di.

- Cam két bao dam kha ning cung tng ddy du hang héa néu trung thau. Hang hoa
cung cip dam bao yéu cau vé chat lugng va diing gia tring thau nhung khong cao hon
gia ké khai trén cong thong tin dién tir cia Bo Y Té tai thoi diém mua ban theo Diéu 44
va Diéu 45 NP 98/2021/ND-CP ngay 08/11/2021.

- Nha thau cam két va cung cép cac gidy to vé thiét bi phuc vu sir dung hoa chat nhu
Sau.

+ Sé luu hanh hodc sé dang ky Iuu hanh hodc gidy ching nhan dang ky luu hanh
hoac gidy phép nhap khau hodc tai liéu trong duong; Bang két qua phan loai thiét bi y
té vé mirc do rui ro, nhan hang hod theo quy dinh tai Nghi dinh s6 98/2021/ND-CP,
Nghi dinh 07/2023/ND-CP va cac quy dinh phap luat hi¢n hanh.

+ Cung cap thiét bi, may sinh hoa, may xét nghiém hoic hé thong xét nghiém twong
thich dé su dung cac hoa chat néu trong goi thau

+ Co day du phu kién, phin mém, day két ndi, vat tu di kém dé dam bao thiét bi
hoat dong 6n dinh ngay sau khi lap dat;



+ Gidy ching nhan chét luong hodc tai liéu twong duong (d6i voi thiét bi y té san
xuét trong nudc), gidy chimg nhan xuat xi CO, gidy chimg nhan chit lugng CQ hoic
tai liéu twong duong (d6i véi thiét bi y té nhap khau). Gidy ching nhan tiéu chuin chit
lwong ISO 13485 cta nha san xuét.

+ Thyc hién lap dit, hudng dan sir dung, van hanh thtr, hiéu chuan ban dau, ban
giao thiét bi ding tién dg;
+ Bao hanh thiét bj t6i thiéu 24 thang ké tir ngay nghiém thu;

+ Cung clp dich vu di kém bao gom béo hanh, bao dudng, thay thé linh kién; lap
dat, dao tao, hudng dan st dung trong thoi gian thyce hién goi thau.

+ Tai liu hudng din sir dung bang tiéng Viét.

+ Nha thau chu dong lién hé chu dau tu dé khao sat, lap dat va chay thir thiét bi,
kiém tra chat lugng.

+ Cam két hd tro stra chita, k¥ thuat trong 24 gid (truc tiép) hodc ngay lap tic
(online, tir xa) khi c6 yéu cau.

1.2.3. Théng sé ky thugt

Yéu cau vé ddc tinh, théng sé ky thudt quy dinh trong muc ndy la toi thiéu, chi nham
muc dich mo ta va khong nham muc dich han ché nha thau. Bat ky tiéu chuan vé ché
tao, céng nghé, quy trinh sdn xudt cdc vt tie va thiét bi ciing nhw tham chiéu dén nhén
hiéu hang héa, ky md hiéu (néu cd) trong yéu cau vé tiéu chuan kj thudt chi tiét thujc
néi dung yéu cau (tiéu chi danh gid chi tiét) chi nham muc dich mé td cdc tiéu chudn
chat lirong, tinh nang ky thudt. Nha thau c6 thé dwa ra cdc tiéu chudn chdt lwong, ky ma
hiéu, nhén hiéu hang héa khdc c6 ddc tinh, théng sé ky thudt tirong dwong hodc cao hon
mién la nha thau c6 thuyét minh gidi trinh va chitng minh mdt hang dir thau c6 tinh
nang, ddc tinh, théng sé kj thudt twong dwong hodc cao hon so véi yéu cau quy dinh tai
muc nay;,



STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16
I PP2600095048-Héa chit sir dung cho cic may xét nghiém sinh hoa, huyét hoc, ddng mau, dién giai.
Dung cho may xét
1.1 nghiém sinh hoa
tu dong AU480

Hoa chat ding cho xét nghiém Glucose. ISO
13485 hoac twong duong. Phuong phap
Hexokinase.
Dai do:
Huyét thanh: 0,4 — 550 mg/dL
Nudc tiéu: 0,8 — 800 mg/dL
Dich nao tiy: 0,8 — 400 mg/dL

. Hoéa chét xét nghiém | Thanh phan Thuéc thir 1 (R1)

Glucose

Tris base, pH 7,8 156 mM

MgSO4 14 mM

NAD 3,2 mM

ATP 3,1 mM

Céc chét khong phan tmg va chét bao quan
Thudc thir 2 (R2)

TrisBase 500 mM




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

MgSO4 25 mM

Hexokinase >20000 U/L

G6PDH >22000 U/L

Céc chét khong phan tmg va chét bao quan

S6 test 1am duoc tdi thiéu > 10 test/ml

Hoa chat xét nghiém Urea

Hoa chat ding cho xét nghiém Urea. Iso 13485
hodc twong duong. Phuong phap Urease UV. Dai
do: Huyét thanh: 1,8 — 300 mg/dL Nuéc tiéu: 7,1 —
4000 mg/dL

Thanh phan:

Thude thir 1 (R1)

Tris base, pH 7.4 150 mM
a-ketoglutaric acid 10 mM

GLDH >500 U/L

Urease >20000 U/L

Chat khong phan g va chit bao quan.
Thudc thir 2 (R2)

Tris base, pH 8.4 20 mM

NADH >0.2 mM

Chat khong phan g va chit bao quan.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

S6 test 1am duoc tdi thiéu > 7 test/ml

Hoa chat xét nghiém
Creatinine (suy than)

Hoa chat dung cho xét nghiém Creatinine. Iso
13485 hoac twong duong. Phuong phép Jaffe
Kinetic.

Huyét thanh: 0,03 — 25 mg/dL
Nudc tiéu: 0,1 —370 mg/dL

Thanh phan: Thudc thr 1 (R1); Thudc thir 2 (R2)

NaOH: 045M

Detergent:  0,4%

Chat khong phan tmg va chét bao quan
Picric acid Solution: 22 mM

Chat khong phan tng va chét bao quan

S6 test 1am duoc tdi thiéu > 13 test/ml

Hoa chat xét nghiém
Cholesterol

Hoa chat dung cho xét nghiém Cholesterol. Iso
13485 hoac twong duong. Phuong phap enzym
CHOD-PAP.

Dai do: 8.1 — 700 mg/dL
Thanh phan thubc thir:
4-Chlorophenol 4.7 mM
4-Aminoantipyrine 1 mM




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Cholesterol esterase (CHE) > 500 U/L
Cholesterol oxidase (CHOD) > 500 U/L
Peroxidase (POD) > 1000 U/L

Hoa chét xét nghiém acid
uric

Hoba chat dung cho xét nghiém Uric Acid; dai do:
Huyét thanh: 0,5 — 30 mg/dL; Nuéc tiéu: 0,4 — 550
mg/dL e; phuong phap Uricase/PAP; ISO 13458
hodc twong duong.

Thanh phan:

Thude thir 1 (R1)
4-aminoantipyrine: 1 mM
Peroxidase: >15 KU/L

Chat khong phan tng, chat bao quan
Thudc thir 2 (R2)

Uricase: > 260 U/L

Chat khong phan tmg, chét bao quan.

S6 test 1am duoc tdi thiéu > 6 test/ml

Hoa chat xét nghiém
Triglycerides

Hoa chat dung cho xét nghiém Triglycerides. Iso
13485 hoac tuong duong. Phuong phap GPO-
POD.

Dai do: 10.9 — 1300 mg/dL.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Thanh phan:

Thude thir 1 (R1)

Pipes buffer (pH: 6,8): 240 mM
Peroxidase: > 5000 U/L
Glycerokinase: > 1000 U/L
Lipoprotein Lipase: > 15000 U/L
ATP: 45mM

TOOS: 4.8 mM

Chat khong phan tng, chat bao quan
Thudc thir 2 (R2)
4-Aminoantipyrine: <15 mM

GPO: >55000 U/L

Chat khong phan tng, chat bao quan

S6 test 1am duoc tdi thiéu > 10 test/ml

Hoa chat xét nghiém
GOT/AST (men gan)

Hoa chat dung cho xét nghiém AST. Iso 13485
hodc twong duong. Phuong phép IFFC khong
dung pyridoxal phosphate. Dai do: 6-800 U/L

Thanh phan:
Thudc thir 1 (R1)




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Tris buffer (pH 7,8):193 mM

MDH: > 1000 U/L

D-LDH: > 1000 U/L

L-aspartate: 360 mM

Chat khong phan tng, chat bao quan.
Thudc thir 2 (R2)

NADH: 1,7 mM

a-ketoglutarate: 90 mM

Chat khong phan tng, chat bao quan.

S6 test 1am duoc tdi thiéu > 10 test/ml

Hoa chat xét nghiém
GPT/ALT (men gan)

Hoa chat dung cho xét nghiém ALT. Iso 13485
hodc tuong duong. Phuong phéap IFFC khong
dung pyridoxal phosphate. Dai do: 8-800 U/L.
Thanh Phén:

Thudc thir 1 (R1)

Tris buffer (pH 7,4):125 mM
D-LDH:< 3500 U/L

L-Alanine: 624 mM

Chat khong phan tmg, chat bao quén.
Thudc thir 2 (R2)




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

NADH: 1,4 mM
a-ketoglutarate: 75 mM
Chat khong phan tng, chat bao quan.

S6 test 1am duoc tdi thiéu > 10 test/ml

Hoa chat xét nghiém Total
Bilirubin

Hoa chat dung cho xét nghiém Total Bilirubin. Iso

13485 hoac twong duong. Phuong phap DPD.
Dai do 0,02 — 30 mg/dL

Thanh phan: Thubc thir 1 (R1)

Thudc thir trang (RB)

DPD 2,2mM

Chat hoat dong bé mat HC1120 mM

10

Hoa chat xét nghiém HDL
Cholesterol (m& mau cao)

Hoa chat ding cho xét nghiém HDL Cholesterol.

Iso 13485 hodc twong duong. Phuong phap

Immunosuppression. Dai do: 0-180 mg/dL. vitro.

Thanh phan:
Anti-human-p-Lipoprotein antibody
Cholesterol Esterase 0,8 lU/mL
Cholesterol Oxidase 4,4 1U/mL
Peroxidase 1,7 1U/mL




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16
Ascorbate Oxidase 2,0 lU/mL
Good’s buffer pH=7,0 30 mM
N-Ethyl-N-(2-hydroxy-3-sulfopropyl)-3,5-
dimethoxy-4-fluoroaniline (F-DAQOS): 0,20 mM
4-aminoantipyrine 0,67 mM
Thanh phan khong phan tng va chat bao quan
Hoa chat ding cho xét nghiém Direct Bilirubin.
Iso 13485 hodc twong duong. Phuong phap DPD.
Dai do 0,04 - 10 mg/dL
Thanh Phan
11 Hoa chit x_éF ngl_liém direct Thufi)c thir 1 FRI)
bilirubin Thuoc thir trang (RB)
DPD: 0,1 mM
HCI: 300 mM
Chat hoat d6ng bé mat HCI: 300 mM
Chét hoat dong bé mit
, . Hoa chat dung cho xét nghiém Albumin. Phuong
12 Hoéa chat xét nghiém phap BCG.

Albumin

Dai do: 0.12 — 6.00 g/dL.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Thanh phan Succinic acid: 0,5 M
Bromocresol Green: 0,75mM

S6 test 1am duoc tdi thiéu > 20 test/ml

13

Hoa chat xét nghiém Total
Protein

Hoa chat dung cho xét nghiém Total protein. Iso
13485 hoac tuwong duong.

Dai do: 0,10 — 12 g/dL. Phuong phap Biuret.
Thanh phan:

Thudc thir 1

Potassium Sodium Tartrate: 50 mM
Thubc thir 2

Potassium Sodium Tartrate: 50 mM
Potassium lodide: 25 mM
Copper (Il) Sulfate: 25 mM

Sé test 1am duoc tdi thiéu > 6 test/ml

14

Hoa chit xét nghiém an pha
Amylase

Hoa chat dung cho xét nghiém a-Amylase. 1so
13485 hoac twong duong. Phuong phéap IFCC.

Dai do
Huyét thanh: 3.1 — 2000 1U/L
Nudc tiéu:1.6 — 4000 1U/L




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16
Thudc thir 1 (R1)
PIPES, pH 7,0: 134 mM
MgCL2: 12,5 mM
Glucosidase >7,5 KU
Chat khong phan tng va chét bao quén.
Thudc thir 2 (R2)
EPS: 8 mM
Chat khong phan tmg va chét bao quan.
S6 test lam dugc t6i thiéu > 6 test/ml
Chat chuén cho cac xét Iso 13485 hogc twong dwong
15 nghi¢m sinh hoa thuong quy, | Bot dong kho
HDL, LDL mic 1 QC cho céc xét nghiém
Chat chuén cho cac xét Iso 13485 hodc twong dvong
16 nghiém sinh hoa thuong quy, | Bot dong kho
HDL, LDL mtic 2 QC cho céc xét nghiém
Chat chuén cho céc xet Iso 13485 hodc twong dwong
17 nghiém thuong quy, HDL, | Bot dong kho

LDL

Calib cho cac xét nghiém




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16
ang dich rra may sinh hoa, Dung dich rira hé
thong may sinh hoa. Thanh phan: Sodium,
L hydroside, Polyethylene glycol (PEG), Sodium
18 Dung dich rira h¢ thong lauryl ether sulfste (SLES), Nudc, phu gia an toan
khéc. Phu hop v&i méy sinh hdéa AU.
Xuat xi: G7, Viét Nam
19 Day bom Day bom dung cho mdy sinh hoa
20 Bong den Boéng dén dung cho may sinh hoa
Dung cho may xét
|2 nghiém sinh hoa
' tw dong Cobas
C311- Roche
21 Dung dich rira c6 tinh acid | Acid citric monohydrate: 310 mmol/L; dém; chat
cho cong phan Ung tay
Dung dich dudng hang X R A . I
99 ngay cho dién cuc ISE, Huyét thanh nguoi dong kho khong cé phu gia hda
% N X hoc.
Ong va kim hit mau
23 Thubc thir xét nghiém R1 Bém Citrate: 95 mmol/L, pH 4.1; cht bao

Albumin

quan, chat 6n dinh




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

R2 bém Citrate: 95 mmol/L, pH 4.1; xanh o
bromcresol: 0.66 mmol/L; chat bao quan, chat 6n
dinh

24

Thudc thir xét nghiém
GPT/ALT

R1 Bém TRIS: 224 mmol/L, pH 7.3 (37 °C);
L-alanine: 1120 mmol/L; albumin (bo): 0.25 %;
LDH (vi sinh): > 45 pkat/L; chat 6n dinh; chat bao
quan

R2 2-Oxoglutarate: 94 mmol/L; NADH: > 1.7
mmol/L; chat phu gia; chat bao quan

25

Thudc thir xét nghiém
amylase

R1 HEPES: 52.4 mmol/L; natri chloride: 87
mmol/L; calcium chloride: 0.08 mmol/L;
magnesium chloride: 12.6 mmol/L; a-glucosidase
(vi khuén): > 66.8 pkat/L; pH 7.0 (37 °C); chat
bao quan; chét on dinh

R2 HEPES: 52.4 mmol/L; ethylidene-G7-PNP: 22
mmol/L; pH 7.0 (37 °C); chat bao quan; chat on
dinh

26

Thubdc thir xét nghiém
GOT/AST

R1 Bém TRIS: 264 mmol/L, pH 7.8 (37 °C);
L-aspartate: 792 mmol/L; MDH (vi sinh): > 24
pkat/L; LDH (vi sinh): > 48 pkat/L; albumin (bo):
0.25 %; chét bao quan

R2 NADH: > 1.7 mmol/L; 2-oxoglutarate: 94
mmol/L; chat bao quan




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16
R1 Phosphoric acid: 85 mmol/L; H,EQTA:
97 Thudc thir xét nghiém 4.0 mmol/L; NaCl: 50 mmol/L; chat tay; pH 1.9
Bilirubin tryc ti€p R2 3,5-Dichlorophenyl diazonium: 1.5 mmol/L;
pH 1.3
R1 Phosphate: 50 mmol/L; chét téy; chit on dinh,
28 Thubc thir xét nghiém pH 1.0
Bilirubin toan phan R2 Mubi 3,5-dichlorophenyl diazonium: > 1.35
mmol/L
Chét hiéu chudn xét Thanh pha‘q p}}gn ung Fronfg chat df)ng khE): H?yet’
29 nohiém sinh hoa thanh nguoi voi phu gia hoa hoc va nguyén ligu co
ghie nguon goc sinh hoc nhu da chi dinh.
Thanh phan phan tmg trong chat dong kho:
Chat hi¢u chuan xét Huyét thanh nguoi v6i phu gia hoa hoc
30 nghiém HDL-Cholesterol. i N o
L DL-Cholesterol Thanh phan khong phan tng:
Chat bao quan va chat on dinh
Thanh phan phan tng:
o . Huyét thanh nguoi voi phu gia hoa hoc va nguyén
31 Chat hi¢u chuan xét | jiay ¢4 ngudn gée sinh hoc nhu di chi dinh.

nghiém CRP

Nguon goc cac chat sinh hoc thém vao nhu sau:

Chéat phan tich Ngudn gbc




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Ferritin nguoti

CRP nguoi

ASLO cuu

Thanh phan khong phan tng:

Chat bao quan va chat on dinh

32

Thudc thir xét nghiém
Cholesterol

R1 Bém PIPES: 225 mmol/L, pH 6.8; Mg2+: 10
mmol/L; natri cholate: 0.6 mmol/L;
4-aminoantipyrine: > 0.45 mmol/L; phenol: > 12.6
mmol/L; fatty alcohol polyglycol ether: 3%;
cholesterol esterase (loai Pseudomonas): > 25
pkat/L (> 1.5 U/mL); cholesterol oxidase (E. coli):
> 7.5 pkat/L (> 0.45 U/mL); peroxidase (cai
ngwa): > 12.5 pkat/L (> 0.75 U/mL); chat 6n dinh;
chat bao quan

33

Thubdc thir xét nghiém
Creatinin

R1 Kali hydroxide: 900 mmol/L; phosphate: 135
mmol/L; pH > 13.5; chat bao quan; chat 6n dinh

R3
(STAT R2)

Acid picric: 38 mmol/L; pH 6.5; dém khong phan
ung




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16
R1 Dém TRISa) v6i albumin huyét thanh bo; chat
bado quan
34 Thuoc thr xét nghiém CRP | R2 Hat latex phi khang thé khang CRP (chudt)
trong dém glycine; globulin mién dich (chudt);
chat bao quan
Vat tu ti€u hao 151‘ chét phu
gia thém vao budng phan o
35 mg d€ lam giam strc cang | Chat tay
b@ mat dung trén cac h¢
thong phan tich sinh hoa.
R1 TRIS: 492 mmol/L, pH 8.25; glycylglycine:
492 mmol/L; chat bdo quan; chat phu gia
36 Thuoce thtr xét nghiém GGT | R L-y-glutamyl-3-carboxy-4-nitroanilide: 22.5
mmol/L;’ acetate: 10 mmol/L, pH 4.5; chat 6n
dinh; chat bao quan
R1 Bém MES: 5.0 mmol/L, pH 6.0; Mg2+: 24
mmol/L; Al:P: > 4.5 mmol/L; NADP: > 7.0
37 Thubc thir xé6t nghiém | mmol/L; chat bao quan

Glucose

R2 Bém HEPES: 200 mmol/L, pH 8.0; Mg2+: 4
mmol/L; HK (ndm men): > 300 pkat/L; G-6-PDH
(E. coli): > 300 pkat/L; chat bao quan




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16

R1 Bém TAPSODb): 62.1 mmol/L, pH 7.77;
polyanion: 1.25 g/L; EMSE: 1.08 mmol/L;
ascorbate oxidase (dwa chudt): > 50 pkat/L;
peroxidase (cu cai): > 166.7 pkat/L; chat tay;
BSA: 2.0 g/L; chat bado quan

38 Thudce thu xét nghiém | R2 Pém Bis-Trisc): 20.1 mmol/L, pH 6.70;

HDL-Cholesterol cholesterol esterase (vi sinh): > 7.5 pkat/L;

cholesterol oxidase (E. coli tai to hop): > 7.17
ukat/L; cholesterol oxidase (vi sinh): > 76.7
ukat/L; peroxidase (cu cai): > 333 pkat/L;
4-amino-antipyrine: 1.48 mmol/L; BSA: 3.0 g/L;
chat tay; chat bao quan

39 Dung d1.cAh pha loarrlg xeét NaCl 9 %

nghiém sinh hoa
Dung dich rtra cho kim ,
40 hat thuoc thu va cong | NaOH 1 mol/L (khoang 4 %); chat tay
phan ung
41 Dung dich rira c6 tinh kiém Dung dich natri hydroxide 1 mol/L, 4 %; chat tay
cho cong phan tng
Dung dich rura déc biét cho
42 kim hut thuoc thr va | HCI 200 mmol/L

coéng phan Ung




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

43

Thubc thir xét nghiém
Protein

R1 Natri hydroxide: 400 mmol/L; kali natri
tartrate: 89 mmol/L

R2 Natri hydroxide: 400 mmol/L; kali natri ‘
tartrate: 89 mmol/L; kali iodide: 61 mmol/L; dong
sulfate: 24.3 mmol/L

44

Thudc thir xét nghiém
Triglycerid

R1 Bém PIPES: 50 mmol/L, pH 6.8; Mg2+: 40
mmol/L; natri cholate: 0.20 mmol/L; ATP: > 1.4
mmol/L;4-aminophenazone: > 0.13 mmol/L;
4-chlorophenol: 4.7 mmol/L; lipoprotein lipase
(chung Pseudomonas): > 83 pkat/L; glycerol
kinase (Bacillus stearothermophilus): > 3 pkat/L;
glycerol phosphate oxidase (E. coli): > 41 pkat/L;
peroxidase (ct cai): > 1.6 pkat/L; chit bao quan,
chét 6n dinh

45

Thubc thir xét nghiém Acid
uric

"R1 DBém phosphate: 0.05 mol/L, pH 7.8; TOOS:
7 mmol/L; fatty alcohol polyglycol ether: 4.8 %;
ascorbate oxidase

QEC 1.10.3.?; bi dai) > 83.5 pkat/L (25 °C); chat
on dinh; chat bdo quan

R3 Bém phosphate: 0.1 mol/L, pH 7.8; kali
hexacyanoferrate (11): 0.3 mmol/L;
4-aminophenazone > 3 mmol/L; uricase (EC
1.7.3.3; Arthrobacter protophormiae) > 83.4
pkat/L (25 °C); peroxidase (POD) (EC 1.11.1.7;




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

ct cai) > 50 pkat/L (25 °C); chét on dinh; chat bao
quan"

46

Thudc thir xét nghiém Ure

"R1 NaCl 9 %

R2 Bém TRIS: 220 mmol/L, pH 8.6;
2-oxoglutarate: 73 mmol/L; NADH: 2.5 mmol/L;
ADP: 6.5 mmol/L; urease (ddu): > 300 pkat/L;
GLDH (gan bo): > 80 pkat/L; chat bao quan; chét
6n dinh khong phan tmg"

47

Chat hiéu chuin xét
nghiém CK-MB

"Thanh phan phan Gmg trong chat dong kho:

Albumin huyét thanh bo véi chat phu gia hoa hoc
va nguyén li¢u c6 ngudn goc sinh hoc nhu da chi
dinh.

Nguodn gdc cac chat sinh hoc thém vao nhu sau:
Chat phan tich Ngudn gbc

CK-MM nguoi

CK-MB ngudi, tai to hop

Thanh phan khong phan tng:

Chét 6n dinh"

48

Thudc thtr xét nghiém CK-
MB

"R1 Bém Imidazole: 123 mmol/L, pH 6.5 (37 °C);
EDTA: 2.46 mmol/L; Mg2+: 12.3 mmol/L; ADP:
2.46 mmol/L; AMP: 6.14 mmol/L; diadenosine




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

pentaphosphate: 19 umol/L; NADP (nim men):
2.46 mmol/L; N-acetylcysteine: 24.6 mmol/L; HK
(ndm men): > 36.7 pkat/L; G6P-DH

(E. coli): > 23.4 pkat/L; chit bao quan; chat 6n
dinh; chat phu gia.

R2 Bém CAPSO*: 20 mmol/L, pH 8.8 (37 °C);
glucose: 120 mmol/L; EDTA: 2.46 mmol/L;
creatine phosphate: 184 mmol/L; 4 khang thé don
dong khang CK-M (chuot), kha ning tc ché:

> 99.6 % t6i da dén 66.8 pkat/L (4000 U/L)

(37 °C) tiéu don vi CK-M; chat bao quan; chét on
dinh; chét phuy gia."

49

Thudc thir xét nghiém
Ethanol

"R1 Dém; chét bao quan

R2 NAD gném men): > 3 mmol/L; ADH (EC
1.1.1.1; nam men; 25 °C): > 617 pkat/L (37
U/mL); chat 6n dinh; chat bao quan"

50

Vat liéu kiém soat xét

nghiém Ammonia. ethanol.

CO2 murc binh thuong

"Thanh phan phan tng;

Dung dich dém nudc chira ammonia, ethanol va
natri bicarbonate

Thanh phan khong phéan tng:
Chat bao quan."




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16
"Thanh phan phan tng;
Vat liéu kiém soat xét Dung dich dém nudc chira ammonia, ethanol va
51 nghiém Ammonia. ethanol. | Natri bicarbonate
CO2 muc bénh ly Thanh phan khong phan tng:
Chat bao quan."
"Thanh phan phan tng:
Chét hiéu chuin xét Dung dich dém nudc chira ammonia, ethanol va
52 nghiém Ammonia. ethanol. | natri bicarbonate
COz2 Thanh phan khong phan tng:
Chat bao quan"
"R1 Bém Imidazole: 123 mmol/L, pH 6.5 (37 °C);
EDTA: 2.46 mmol/L; Mg2+: 12.3 mmol/L; ADP:
2.46 mmol/L; AMP: 6.14 mmol/L; diade;nosine
pentaphosphate: 19 pumol/L; NADP+ (ndm men):
2.46 mmol/L; N-acetylcysteine: 24.6 mmol/L; HK
, _ (n@m men): > 36.7 pkat/L; G6PDH (E. coli): >
53 Thudc thir xét nghiém CK

23.4 pkat/L; chét bao quan; chat 6n dinh; chat phu
gia.

R2 Bém CAPSO*: 20 mmol/L, pH 8.8 (37 °C);
glucose: 120 mmol/L; EDTA: 2.46 mmol/L;
creatine phosphate: 184 mmol/L; chat bao quan;
chat on dinh."




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

54

Boéng dén

Str dung cho may xét nghi¢ém sinh hoéa ty dong
Cobas C311 - Roche

55

Coc bang nhya ding dé
dung thudc thu

Mot hop chira nho dung dé chtra mau thir. vat liéu
chirng va mau chuan

1.3

Héa chit sir dung
xét nghiém sinh
hoa mau khac

Cdc héa chit trong
g6i thau nay dwoc si
dung trén thiét bj xét

nghiém twong irng.
Nha thau tring thiu
phdi cung cdp thiét bi
xét nghiém sinh hoa

mdu cho chii diu tw
muwon dé siv dung cdc
héa chit trong suot
thoi gian thuwc hién
hop dong. Cdc yéu
cdu vé vigc cung cip
thiét bi thwe hién theo
quy dinh tai Muc 1.2 —

Yéu cau vé ky thudt,

Chuong V — E-
HSMT.

56

Thubc thir xét nghiém dinh

lugng Albumin

"Thudc thir Albumin




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Phuong phap do: Bromocresol green
Pham vi do: 0.2g/dl — 6.0 g/dl

Do nhay phan tich (gidi han phat hién thap hon):

0.2 g/dl hoac 2 g/l

Thanh phan chinh:

Succinate buffer, pH 4.2 75 mmol/I
Bromcresol green 0.15 mmo/I

Brij 357 ml/l

Detergents and stabilizers >0.1 %

Bovine albumin concentration according to
CRM 470 (IFCC) 4.0 g/di

RPPHS 91/0619 4.0 g/dl

SRM 927a (NIST) 4.5 g/dI

San phém ¢ xuat xir thudc cac nude G7 hodc
tuong duong.

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

57

Thubc thir xét nghiém dinh
lugng Alcohol Ethanol

"Thude thir Alcohol ethanol
Pham vi do: 3.5 g/L
Gidi han phat hién thap hon 14 0.1 g/L




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Budc song 376 nm (360 — 380 nm)

Thanh phan chinh:

Buffer pH 8.3 300 mmol/L

NAD+ 10 mmol/L

Alcohol dehydrogenase (ADH)3 200 kU/L
San phém ¢ xuat xtr thudc cac nude G7 hodc
tuong duong.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong

58

Vit li¢u kiém sodt chat
luong xét nghiém dinh
lugng Alcohol Ethanol

"Vt liéu kiém soat chit lugng xét

nghi¢m dinh luong Alcohol Ethanol

Pugc chuén bj tir albumin huyét thanh bo véi chat
bdo quan va chat on dinh.

Gia tri:

- Control 1: Ethyl alcohol: 37.0 mg/dl, 8.03
mmol/l.

- Control 2: Ethyl alcohol: 95.0 mg/dl, 20.6
mmol/I|

San pham c6 xuat xt thudc cac nudc G7 hoac
tuong duong.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong

59

Chat hiéu chuan xét
nghi¢m dinh Iuong Alcohol
Ethanol

"Chat hiéu chuan xét nghiém dinh luong Alcohol
Ethanol

Thanh phan chinh:

Puoc diéu ché tir albumin huyét thanh bo ¢6 thém
chat bao quan va chat 6n dinh.

Ethanol Pi ching chia khdi lugng phan tng cia:

hén hop 5-chloro-2-metyl-4-isothiazolin-3-one va
2-metyl-2H isothiazol-3-one (3:1)

San phém ¢ xuat xir thudc cac nude G7 hodc
tuong duong.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

60

Thudc thir xét nghiém o-
Amylase

"Thubc thir a-Amylase
Phuong phap: CNP-G3
Nguyén tic kiém tra:

Thir nghiém so mau véi 2-chloro-4-nitrophenyl-
aD-maltotrioside (CNP-G3) lam co chat truc ti€p.

Pham vi do: Lén t61 1500 U /1 (25.8 pka /1)
Gidi han phat hién: 7 U /1 hoac 0.12 pkat / |




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Thanh phan chinh:

MES buffer, pH 6.0 100 mmol/Il

NaCl 350 mmol/Il

Ca-Acetate 6 mmol/I

Potassium thiocyanate 900 mmol/I

CNP-G3 2.27 mmol/Il

Stabilizers and detergents > 0.1 %

San phém ¢ xuat xir thudc cac nude G7 hodc
tuong duong.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong

61

Thubc thir xét nghiém
Bilirubin direct

"Thudc thtt Bilirubin Direct

Phuong phap DCA

Budc song 546 nm (540 — 560 nm)
Duong quang 1 cm

Pham vi do tir 0.1 - 10 mg / dL

Gidi han phét hién thap hon 13 0.1 mg/dL.
Thanh phan chinh:

R1: EDTA-Na2 0.1 mmol/L




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

NaCl 150 mmol/L
Sulfamic acid 100 mmol/L

R2: 2.4-Dichlorophenyl-diazonium salt 0.5
mmol/L

HCI 900 mmol/L
EDTA-Na2 0.13 mmol/L

San pham c6 xuat xt thudc cac nudc G7 hoac
tuong duong

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong

62

Thubc thir xét nghiém
Bilirubin total

Thudc thir Bilirubin Total

Phuong phap: DCA

Pham vi do tr 0.1 - 30 mg/dL

Gidi han phét hién thap hon 12 0.07 mg/dL.
Thanh phan chinh:

R1: Phosphate buffer 50 mmol/L

NaCl 150 mmol/L

R2: 2.4-Dichlorophenyl-diazonium salt 5 mmol/L

HCI 130 mmol/L

San phém ¢ xuat xir thudc cac nude G7 hodc
tuong duong

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

63

Thudc thir xét nghiém
Cholesterol

"Thudc thir Cholesterol

Phuong phap: ChOD-PAP (Cholesterol
oxidase/peoxidase)

Pham vi: 3-800 mg/dl (0.08-20.7 mmol/Il)
G161 han phat hién: 3 mg/dl (0.08 mmol/1)
Thanh phan chinh:

R1: Pipes buffer, pH 6.9 90 mmol/I

Phenol 26 mmol/I

Cholesterol oxidase 200 U/I

Cholesterol esterase 300 U/I

Peroxidase 1250 U/I

4-Aminoantipyrine 0.4 mmol/l

Cholesterol Standard 200 mg/dl (5.17mmaol/l)
San phém ¢ xuat xir thudc cac nude G7 hodc
tuong duong.

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

64

Thubc thir xét nghiém dinh
lugng Creatine kinase —
MB (CK-MB)

"Thudc thir CK-MB
Phuong phap: IFCC




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Pham vi do: 2-2300 U/l (0.03-38.41 pkat/l)

Do nhay phan tich (giéi han phat hién thap hon): 5
U/1 (0.08 pkat/l)

Thanh phan chinh:

R1 Buffer

Imidazole buffer pH 6.7 100 mmol/Il
Mg-acetat 10 mmol/I

Glucose 20 mmol/Il
N-acetyl-cysteine 20 mmol/I

NADP 2 mmol/Il

G6P-DH 1500 U/I

HK 2500 U/I

Diadenosine pentaphosphate 10 pmol/l
CK-M-antibody 1000 U/I

R2 substrate

creatine phosphate 30 mmol/I

ADP 2 mmol/l

AMP 5 mmol/l

Adenosine 10 umol/l




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

San pham c6 xuat xt thudc cac nude G7 hoac
tuong duong.

Tiéu chuén chét luong ISO 13485:2016 G7 hodc
tuong duong.

65

Vat liéu kiém soét xét
nghiém dinh lugong CK-MB

"Vt liéu kiém soat chat luong xét nghiém dinh
lugong Creatine kinase-MB (CK-MB)

Thanh phan chinh:

Dang déng kho, dugc diéu ché tir huyét thanh
nguoi.

San phém ¢ xuat xir thudc cac nude G7 hodc
tuong duong.

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

66

Chat hiéu chuin xét
nghiém dinh lugong CK-MB

"Chat hiéu chuin xét nghi¢m dinh luong
Creatine kinase — MB (CK-MB)
Thanh phan chinh:

Mau hiéu chuan dang dong kho duya trén albumin
huyét thanh bo véi cac chat phu gia hoa hoc va vat
liéu tinh khiét c6 ngudn goc cu thé.

CK-MM: nguoi
CK-MB: ngudi, tai to hop.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

San pham c6 xuat xt thudc cac nude G7 hoac
tuong duong.

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

67

Thubc thir xét nghiém dinh
lugng creatine kinase trong
huyét thanh.

"Thudc thir CK-NAC

Phuong phap: IFCC

Pham vi do: 2-2300 U/l (0.03- 38.41 pkat/l)
Do nhay phan tich: 2 U/1 (0.03 pkat/l)
Thanh phan chinh:

R1 Buffer

Imidazole buffer pH 6.7 100 mmol/Il
Mg-acetat 20 mmol/Il

Glucose 10 mmol/I

N-acetyl-cysteine 20 mmol/I

NADP 2 mmol/l

G6P-DH 1500 U/I

HK 2500 U/I

EDTA 2 mmol/l

R2 substrate




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

creatine phosphate 30 mmol/I
ADP 2 mmol/l

AMP 5 mmol/l

Adenosine 10 pmol/l

San pham c6 xuat xt thudc cac nude G7 hodc
tuong duong.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

68

Thudc thitr xét nghiém dinh
lugng Creatinine

"Thudc thir Creatinine
Phuong phap: Jaffe
Pham vi do: 0.2 — 15 mg/dL (18 — 1330 umol/L)

Gidi han phat hién thap hon 13 0.2 mg/dL (17.7
pmol/L)

Thanh phan chinh:

R1: Sodium hydroxide 0.2 mol/L
R2: Picric acid 20 mmol/L
Standard: 2 mg/dL (177 pmol/L)

San pham c6 xuat xt thudc cac nude G7 hoac
tuong duong.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

69

Thubc thir xét nghiém dinh
lugng C - reactive protein
(CRP)

"Thudc thir CRP

Pham vi do: 0-14 mg/dL

Gi61 han phat hién: 0.013 mg/dL
Thanh phan chinh:

Latex

Glycine buffer (pH 8.42)

Rabbit anti-human CRP sensitized latex (0.20%).

Sodium azide (0.95 g/L)

Buffer

Sodium chloride (9 g/L)

Detergent (0.1 %)

Sodium azide (0.95 g/L)

San phém ¢ xuat xir thudc cac nude G7 hodc
tuong duong.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

70

Vit liéu kiém soat chét
luong xét nghiém dinh

"Vt liéu kiém soat chat lwong xét nghiém C -
reactive protein (CRP) murc thap.




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

luong C - Reactive Protein
(CRP) muc thap

Thanh phan chinh:

Dung dich pha loang cua huyét twong nguoi va
dich mang phoi chira CRP véi dung dich mudi

dém phosphate. Chit bao quan 0,095% natri azide.

San pham c6 xuat xt thudc cac nude G7 hodc
tuong duong.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

71

Vit liéu kiém soat chat
lugng xét nghi¢m dinh
lugng C - Reactive Protein
(CRP) mtrc cao

"Vat liéu kiém soat chat luong xét nghiém C -
reactive protein (CRP) murc cao.

Thanh phan chinh:

Dung dich pha loang cua huyét twong nguoi va
dich mang phoi chita CRP véi dung dich mudi

dém phosphate. Chit bao quan 0,095% natri azide.

San pham c6 xuat xtr thudgc cac nudc G7 hoac
tuong duong.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

72

Chat hiéu chuin xét
nghi¢m dinh lugng C -
reactive protein (CRP)

"Chét hiéu chuan xét nghiém dinh luong C-
reactive protein (CRP)

San phém ¢ xuat xir thudc cac nude G7 hodc
tuong duong.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

73

Thubc thir xét nghiém dinh
lugng Ferritin (FER)

"Thudc thir Ferritin

Phuong phap: Do phan ng khang nguyén/khang
thé-latex bang phuong phap diém cuoi.

Pham vi do: 0-500 ng/mL
LDD: 4 ng/mL

Thudc thir cung cap
Latex

Dung dich vi hat latex lo ling dugc 1am nhay cam
vé1 anti-ferritin cua vit IgY (AFc)

DPém

Dém photphat.

Natri azit (0.95 g/L).

San phém ¢ xuat xir thudc cac nude G7 hodc
tuong duong.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

74

Vit liéu kiém soat chat
luong xét nghiém dinh
luong Ferritin

"Chét kiém tra cho xét nghiém dinh luong Ferritin.

Quy cach dong goi: 2 mirc, mdi mic 3ml
San phém ¢ xuat xtr thudc cac nude G7 hodc
tuong duong.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

75

Chat hiéu chuan cho xét
nghié¢m dinh luong Ferritin

"Chat hiéu chuan cho xét nghi¢m dinh luong
Ferritin.

Quy cach dong goi: 4 nong do, moi nong d§ 1ml
San pham c6 xuat xt thudc cac nudc G7

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

76

Thubc thir xét nghiém
Gamma-GT

"Thubc thir Gamma-GT

Phuong phap: IFCC

Pham vi do: 3 - 280 U/l (0.05 - 4.67 pkat/l)

Gi61 han phat hién: 3 U/1 (0.05 pkat/l)

Thanh phan chinh:

R1: Tris Glycylglycin buffer pH 8.25 100 mmol/I

R2: L-y-Glutamyl-3-carboxy-4-nitroanilide 2.9
mmol/l




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

San pham c6 xuat xt thudc cac nudec G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

77

Thudc thir xét nghiém dinh
lugng Glucose

"Thudc thtr Glucose

Phuong phap: GOD-PAP (Glucose oxidase/
peroxidase)

Pham vi do: Phuong phap diém cubi tuyén tinh 1én
dén 400 mg /dl (22.2 mmol/l). Phuong phap dong
hoc 1én dén 700 mg /dl (38.9 mmol/l).

G161 han phat hién: 2 mg/dl

Thanh phan chinh:

Phosphate buffer, pH 7.5 0.1 mol/I
Phenol 7.5 mmol/Il

GOD 12000 v/i

POD 660 U/I

4-Amino-antipyrine 0.40 mmol/I

San pham c6 xuat xt thudc cac nudec G7

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

78

Thudc thir xét nghiém
GOT(AST)

Thubc thar GOT (AST)

Phuong phap: IFCC

Pham vi do: 0.160 ¢ 340nm hoac 0.080 & 365nm
Gidi han phat hién: 4 U/l hoac 0.07 pkat/I
Thanh phan chinh:

R1: Tris buffer pH 7.8 100 mmol/I
L-Aspartate 200 mmol/I

LDH 800 U/i

MDH 600 U/I

R2: NADH2 0.18 mmol/Il

2-Oxoglutarate 12 mmol/Il

San pham c6 xuat xt thudc cac nudec G7
Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

79

Thubdc thir xét nghiém
GPT(ALT)

"Thudc thir GPT(ALT)

Phuong phap: IFCC

Pham vi do: 0.160 & 340 nm hoac 0.080 & 365 nm
G161 han phat hién: 4 U/l hoac 0.07 pkat/l

Thanh phan chinh:

R1: Tris buffer pH 7.8 100 mmol/Il

L-Alanine 500 mmol/I

LDH 1200 U/I

R2: NADH2 0.18 mmol/l




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

2-Oxoglutarate 15 mmol/Il
San pham c6 xuat xt thudc cac nudec G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

80

Thudc thtr xét nghiém dinh
lugng HDL Cholesterol

"Thudc thir HDL Cholesterol
Phuong phap: Direct

Pham vi do luong: 3-150 mg/dl (0.8 - 3.90
mmol/l)

Gi61 han phat hién: 3 mg / dl (0.08 mmol/I)
Thanh phan chinh:

R1: Good’s buffer, pH 7.0 100 mmol/l
Cholesterol oxidase >0.8 KU/I

Cholesterol esterase >1.0 KU/I

Catalase >500 KU/I

HDCBS 0.5 mmol/Il

R2: Peroxidase 30 KU/I
4-Aminoantipyrine 4 mmol/|

San pham c6 xuat xt thudc cac nudc G7

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

81

Thudc thir chan luong
Phosphorus

"Thubc thir IP: Dung dé dinh luong Inorganic
Phosphorus trong huyét thanh hodc huyét twong

San pham c6 xuat xtr thudc cac nudc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

82

Vat liéu kiém soat thudc
thr Lactate muc 1

"Vat liéu kiém soat chat luong xét nghiém dinh
lugng Lactat muc 1

Vat liéu kiém soat dang déqg kho dua trén huyét
twong nguoi, duge khir chuan cho cac phép do
Sau:

Acid Phosphatase (Total), Acid Phosphatase
(Prostatic) Albumin, kiém. Phosphatase, ALT,
Amylase, PAmylase, AST, Bilirubin, Bilirubin
(Tryc tiép), Canxi, Clorua, Cholesterol, HDL-C,
LDL-C, Cholinesterase, CK, Copper, Creatinine,
GGT, Glucose, GLD, IgG, IgM, Sit, Lactate,
LDH, Lipase, Lithium, Magié, Phét pho, Kali,

Natri, Protein téng s6, Transferrin, Triglyceride,
Urea, UricAcid, Zn

San pham c6 xuat xu thudc cac nuéc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

83

Vat liéu kiém soat thudc
thur Lactate muc 2

"Vt liéu kiém soat chat luong xét nghiém dinh
luong Lactat muc 2

Vat liéu kiém soat dang dong kho dua trén huyét
tuong nguoi, dugc khir chuan cho cac phép do
Sau.:

Acid Phosphatase (Total), Acid Phosphatase
(Prostatic) Albumin, kiém. Phosphatase, ALT,
Amylase, P-Amylase, AST, Bilirubin, Bilirubin
(Truc tiép), Canxi, Clorua, Cholesterol, HDL-C,
LDL-C, Cholinesterase, CK, Copper, Creatinine,
GGT, Glucose, GLD, IgG, IgM, Sét, Lactate,
LDH, Lipase, Lithium, Magié¢, Phét pho, Kali,
Natri, Protein téng sb, Transferrin, Triglyceride,
Urea, UricAcid, Zn.

San pham c6 xuat xt thudc cac nudc G7

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

84

Chat hiéu chuan thubc thir
Lactate

Chat hiéu chuan cho thudc thtr Lactale.

Huyét thanh hiéu chuén dong kho dua trén huyét
thanh nguoi.

San pham c6 xuat xt thudc cac nudc G7




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

85

Thubdc thir xét nghiém
Total Protein

"Thudc thir Total Protein

Phuong phap: Biuret

Pham vi do: 0.2-13 g/dl (2.0-130 g/l)
G161 han phat hién: 0.2 g/dl hoac 2.0 g/l
Thanh phan chinh:

Potassium iodide 30 mmol/I

Potassium sodium tartrate 32 mmol/I
Copper sulphate 18 mmol/Il

Sodium hydroxide 200 mmol/I

San pham c6 xuat xt thudc cac nudec G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

86

Thubc thir xét nghiém dinh
luong Triglyceride

"Thubc thir Triglyceride

Phuong phap: GPO-PAP (Glycerol phosphate
oxidase/peroxidase)

Pham vi do: 3-1000 mg/dl (0.05 - 11.4 mmol/l)
Gi61 han phat hién: 3mg / dI (0.05 mmol/1)




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Thanh phan chinh:

Pipes buffer pH 7.8 50 mmol/I
p-Chlorophenol 2 mmol/I
Lipoprotein lipase 150000 U/I
Glycerolkinase 800 U/I

Glycerol - 3 - P- oxidase 4000 U/I
Peroxidase 440 U/I
4-Aminoantipyrine 0.7mmol/Il
ATP 0.3mmol/l

Mg2+ 40 mmol/Il

Na-cholat 0.20 mmol/Il
Potassium-Hexacyanoferrat(l1) 1umol/I

San pham c6 xuat xtr thudc cac nudc G7

Tiéu chuan chét luong ISO 13485:2016 hoic

tuong duong.

87

Thubc thir xét nghiém dinh
lugng Urea

Thudc thir Urea
Phuong phap: UV kinetic

Pham vi do: 5-400 mg/dl (0.83 dén 66.4 mmol/l)
Gi61 han phat hién: 5 mg/dl (0.83 mmol/l)




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Thanh phan chinh:

R1: TRIS buffer pH 7.8 50 mmol/I
GLDH > 0.80 U/l

Urease > 12 U/ml

R2: TRIS* buffer pH 9.6 100 mmol/I
2-oxoglutarate 8.3 mmol/I

NADH > 0.23 mmol/l

San pham c6 xuat xt thudc cac nudec G7

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

88

Thudc thir chan lugng Uric
acid

"Phuong phép: Uricase-PAP

Pham vi do: 0.2 — 20.0 mg/dl (11.9 — 1190 pmol/l)
Gi61 han phat hién: 0.2 mg/dl (11.9 pmol/l)

Thanh phan chinh:

Phosphate buffer pH 7.4 50 mmol/I

DHBSA* 4 mmol/l

Uricase 60 U/I

POD 660 U/I

4-Aminoantipyrine 1 mmol/I




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Preservative

* 3,5-Dichloro-2-hydroxy-benzenesulfonic acid
Standard:

Uric acid 6 mg/dl (356.9 umol/l)

San pham c6 xuat xt thudc cac nudc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong

89

Vit ligu kiém sodt xét
nghi¢m dinh lugng xét
nghiém sinh héa muc 1

"Control Serum I 1a vat liéu d6i chimg dong kho
dua trén huyét trong nguoi, da dugce khur fibrin
cho céc dai lugng do sau:

Total Acid Phosphatase, Non-Prostatic
Phosphatase, Albumin, Alk. Phosphatase,
ALT/GPT, a-Amylase, a-Amylase pancreatic,
AST/GOT, Bilirubin total, Bilirubin direct,
Calcium, Cholesterol total, HDL-Cholesterol,
LDL-Cholesterol, Cholinesterase, CK-MB, CK-
NAC, Copper, Creatinine, Glucose, GGT, Iron,
Lactate, LDH-P, LDH-L, Lipase, Magnesium,
Phosphate Inorganic, Protein Total, Triglycerides,
Uric Acid, Urea, Zn.

San pham c6 xuat xt thudc cac nudc G7




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

90

Vat liéu kiém soat xét
nghiém dinh lugng xét
nghiém sinh héa murc 2

Control Serum II 14 vt liéu ddi chirng dong kho
dua trén huyét twong nguoi, d duoc khir fibrin
cho céc dai lugng do sau:

Total Acid Phosphatase, Non-Prostatic
Phosphatase, Albumin, Alk. Phosphatase,
ALT/GPT, a-Amylase, a-Amylase pancreatic,
AST/GOT, Bilirubin Total, Bilirubin Direct,
Calcium, Cholesterol, HDL-Cholesterol, LDL-
Cholesterol, Cholinesterase, CK-MB, CK-NAC,
Copper, Creatinine, Glucose, GGT, Iron, Lactate,
LDH-P, LDH-L, Lipase, Magnesium, Phosphate
inorganic, Protein Total, Triglycerides, Uric Acid,
Urea, Zinc.

San pham c6 xuat xt thudc cac nudc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

91

Chat hiéu chuan xét
nghi¢m dinh lugng xét
nghiém sinh hoa

"Multicalibrator 13 huyét thanh hiéu chuan déng
kho dya trén huyét thanh nguoi. Multicalibrator c6
thé duoc sir dung dé hiéu chuan may phan tich
sinh hoa:

Total Acid Phosphatase, Non-Prostatic, Albumin,
Alk. Phosphatase, ALT/GPT, a-Amylase, a-
Amylase pancreatic, AST/GOT, Bilirubin total,
Bilirubin direct, Calcium, Cholesterol total,




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16
Cholinesterase, CK-NAC, CK-MB, Creatinine,
Copper, Iron, Glucose, GGT, HDL-C, LDL-C,
Lactate, LDH-P, LDH-L, Lipase, Magnesium,
Phosphate Inorganic, Protein Total, Triglycerides,
Uric Acid, Urea, Zinc.
San pham c6 xuat xt thudc cac nudc G7
Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.
"Ho4 chat Alkaline detergent
Thanh phan chinh:
9 Hoa chit c6 tinh kiém rira | Alkali < 10.0%
may sinh hoa San phim c6 xudt xir thude céc nude G7
Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.
Ho4 chat Anti bacterial phosphor free detergent
’ 7 Thanh phan chinh:
Hoa chat khir khuén rira | Detergent < 1.0%
93 buong phan tng cho may | Preservative < 10.0%

sinh hoa

San phén} co X}Jét xur thudc cac nudc G7
Ti€u chuan chat lugng ISO 13485:2016 hoac
tuong duong.




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

94

Hoa chat rira dung cho méy
phén tich sinh hoa

Dung dich NaOH-D/Basic Wash

Duogc stir dung dé lam sach va van chuyén cac hat

phan ung, ho tro chiu sang.

Thanh phﬁn: Hydroxit natri, chit hoat dong bé mat

San phérr} c6 xuat xu thuge cac nuoc G7
Tiéu chuan chat lugng ISO 13485:2016 hoac
tuong duong.

95

Cong phan ung dung cho
may xét nghiém sinh hoa

"Céng dung mau bénh pham Sample cup
Chét li¢u: Nhya PS

Kich thudc: 16*38mm

Dung tich: 2-4ml

Mau séc: Trong subt

Quy cach dong goi: 500 chiée/thi. 10 tai/thung
carton.

Luu trir: 4-30°C
San pham c6 xuat xt thudc cac nudc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

96

Bong dén dung cho may
x€t nghiém sinh hoa

"Bong dén Halogen lamp 12V/20W
Thong sb k¥ thuat:
Dién 4p danh nghia: 12.0 V




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Cong suat danh nghia: 20.00 W
DPuong kinh: 9.5 mm

Chiéu dai: 30.0 mm

Chiéu dai tdm dén (LCL): 19.5 mm
Chiéu dai day toc: 1.90 mm
Truong duoc chiéu sang: 1.9%¥2.0 mm?
Duong kinh day toc: 2.0 mm

Tubi tho: 3000 gid

Puong kinh vo dén tdi thiéu: 9 mm
Diéu chinh d6 sang: Co

Vi tri d6t: s90

San pham c6 xuat xtr thudc cac nudc G7

Tiéu chuan chét luong ISO 13485:2016 hoic

tuong duong.

97

Cuvette phan img dung cho
may xét nghiém sinh hoa

Cuvette cho budng rira may sinh hoa Reaction

Cuvette
Loai nhua: PC/PS

San pham c6 xuat xt thudc cac nudc G7

Tiéu chuén chét luong ISO 13485:2016 hoic

tuong duong.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

1.4

Dung cho may xét
nghiém huyét hoc

Cic héa chit trong
muc nay dwoc sw
dung trén thiét bj xét
nghiém twong irng.
Nha thiu tring thau
phdi cung cdp thiét bi
xét nghiém huyét hoc
cho chii ddu tw mwon
dé sir dung cdc héa
chit trong suot thoi
gian thuc hién hop
dong. Cic yéu ciu vé
vigc cung cdp thiét bi
thuc hién theo quy
dinh tai Muc 1.2 -
Yéu cau vé kj thudt,
Chuong V — E-
HSMT.

98

Dung dich pha loang

"Dung lam chat pha lodng cho may phan tich
huyét hoc

Trang théi vat 1i: chat long
Mau: khong

Mui: khéng

Do pH: 7.35 dén 7.55




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Tinh tan: tan trong nudc

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

Nhiét 46 bao quan: 1 dén 30°C

Do 6n dinh sau khi mo nap: 60 ngay"

99

Dung dich néi kiém mtrc

thuong dung cho may xét

nghiém huyét hoc 5 thanh
phan bach cau

"Dung dé kiém chuan may phan tich huyét hoc
Trang théi vat 1i: chat long

Mau: d6 sam

Do pH: trung tinh

Tinh tan: tan trong nudc

Thanh phan: Hong cau nguoi, bach cau mo phdéng
va tiéu cau cuia dong vat cé va

Nhiét d6 bao quan: 2 dén 8°C

Do 6n dinh sau khi mé nip: 14 ngay"

100

Dung dich rtra cho may xét
nghiém huyét hoc 5 thanh
phéan Bach cau

"Dung lam chét rira cho may phan tich huyét hoc
Trang thai vat 1y: chat long

Mau: xanh duong

Mui: nhe

Do pH: 8.0 dén 8.6




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Tinh tan: tan trong nudc
Thanh phan: Sodium alkyl ether sulphate: 0.069%
Nhiét d6 bao quan: 1 dén 30°C

D6 6n dinh sau khi mo nap: 90 ngay"

101

Dung dich rira dam déc cho
may xét nghiém huy@t hoc
5 thanh phan Bach cau

"Dung 1am chat rira cho may phan tich huyét hoc
Trang thai vat 1y: chat 1ong

Mau: vang hoac vang-xanh 1a

Mui: kho chiu (clo)

Do pH: 10 dén 13

Tinh tan: tan trong nudc

Thanh phan: Sodium hypochlorite: 6.1%, Sodium
hydroxide <0.5%

Nhiét d6 bao quan: 2 dén 8°C

Do 6n dinh sau khi mé nip: chi dung 1 lan"

102

Dung dich ly giai mang
hong cau dé do
Hemoglobin

"Dung lam chét ly giai cho may phan tich huyét
hoc

Trang thai vat 1y: Chit 1ong
Mau: khéng
Mui: nhe




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Do pH: 7.0 dén 7.6
Tinh tan: tan trong nudc

Thanh phan: Dodecyltrimethylammonium
chloride: < 3.0%, Cetrimonium chloride: < 0.1%,
Citric acid monohydrate: < 2.0%

Nhiét d6 bao quan: 1 dén 30°C

Do 6n dinh sau khi mo nap: 90 ngay"

103

Dung dich ly gidi mang
hong cau cho may xét
nghiém huyét hoc 5 thanh
phan bach cau

"Dung lam chét ly giai cho may phan tich huyét
hoc

Trang thai vat 1y: Chit 1ong

Mau: khoéng

Mui: khéng

Do pH: 8.0 dén 8.6

Tinh tan: tan trong nudc

Thanh phan: Sodium alkyl ether sulphate: 0.11%
Nhiét do bao quan: 1 dén 30°C

Do 6n dinh sau khi mo nip: 90 ngay"

104

Hoa chit dung cho may
phan tich huyét hoc dé noi
kiém muc thap

"Dung dé kiém chuan may phan tich huyét hoc

Trang théi vat 1i: chat long




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Mau: d6 sam
D0 pH: trung tinh
Tinh tan: tan trong nudc

Thanh phan Hdng cau nguoi, bach cAu mé phong
va tiéu cau cla dong vat co va

Nhiét do bao quan: 2 dén 8°C
Do 6n dinh sau khi mé nip: 14 ngay"

105

Hoa chat ding cho may
phan tich huyét hoc dé noi
kiém mtrc cao

"Dung dé kiém chuan may phan tich huyét hoc
Trang thai vat li: chat 1ong

Mau: d6 sam

Do pH: trung tinh

Tinh tan: tan trong nudc

Thanh phan Hong cau nguoi, bach ciu mé phong
va tiéu cau ctia dong vat c6 va

Nhiét d6 bao quan: 2 dén 8°C
Do 6n dinh sau khi mé nap: 14 ngay"

106

Hoa chat dung cho may
phan tich huyét hoc dé hiéu
chuan may

"Dung dé hiéu chuan may phan tich huyét hoc

Do 6n dinh sau khi mo nép: 7 ngay




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Thanh phan: Hong cau nguoi, bach cau bi kich
thich va ti€u cau cua dong vat co vu

Nhiét d6 bao quan: 2 dén 8°C

Do 6n dinh sau khi m¢ nap: 7 ngay"

107

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 ubn: 40 Mpa
Nhiét d6 bién dang: 85°C"

108

Day bom cho may huyét
hoc

"Dang vét liéu: TPE

D0 cling: 64 Shore A

Hap tiét tring: Co

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

Nhiét do toi da: 135°C"

1.5

Dung cho may xét
nghiém huyét hoc
tw dong Nihon




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Kohden
MEK®6510K

109

Dung dich pha loang

"Dung lam chat pha lodng cho may phan tich
huyét hoc

Trang thai vat li: chat 1ong
Mau: khéng

Mui: khdng

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

Do 6n dinh sau khi mo nap: 60 ngay"

110

Dung dich ly gidi mang
hong cau cho may xét
nghiém Huyét hoc 3 thanh
phan bach cau

"Dung lam chét 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




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Thanh phan: Mubi amoni béac 4 3.7%
Nhiét d6 bao quan: 1 dén 30°C
Do 6n dinh sau khi mo nap: 90 ngay"

111

Dung dich rtra

"Dung 1am chat rira cho may phan tich huyét hoc
Trang thai vat li: chat 1ong

Mau: xanh la

Mui: nhe

Do pH: 7,7 dén 8,3

Tinh tan: tan trong nudc

Thanh phan: Polyoxyethylene tridecylether:
0.049%

Nhiét d6 bao quan: 1 dén 30°C
Do 6n dinh sau khi mo nap: 180 ngay"

112

Dung dich rira dam déc

"Dung 1am chat rira cho may phan tich huyét hoc
Trang thai vat li: chat long

Mau: vang hodc vang-xanh 1a

Mui: kho chiu (clo)

Do pH: 10 dén 13

Tinh tan: tan trong nudc




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Thanh phan: Sodium hypoclorit
Nhiét d6 bao quan: 1 dén 30°C
Do 6n dinh sau khi mo nap: 90 ngay"

113

Dung dich ndi kiém murc

thuong dung cho may xét

nghiém huyét hoc 3 thanh
phan bach cau

"Dung dé kiém chuan may phan tich huyét hoc
Trang thai vat li: chat 1ong

Mau: d6 sam

b6 pH: 7.0 61 9.0

Tinh tan: tan trong nudc

Thanh phan: Hong cau nguoi, bach cau moé phong
va ti€u cau cua dong vat co vl

Nhiét 46 bao quan: 2 dén 8°C

Do 6n dinh sau khi mo nap: 14 ngay"

114

Hoa chat ding cho may
phan tich huyét hoc dé noi
kiém muc thap

"Dung dé kiém chuan may phan tich huyét hoc
Trang thai vat li: chit 1ong

Mau: dé sim

b6 pH: 7.0 61 9.0

Tinh tan: tan trong nudc

Thanh phan: Hong cau nguoi, bach cau mo phdéng
va ti€u cau cua dong vat cé vu




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Nhiét 46 bao quan: 2 dén 8°C

D6 6n dinh sau khi mo nip: 14 ngay"

115

Hoa chat dung cho may
phan tich huyét hoc dé noi
ki€ém muc cao

"Dung dé kiém chuan may phan tich huyét hoc
Trang thai vat li: chat long

Mau: d6 sam

bo pH: 7.0 61 9.0

Tinh tan: tan trong nudc

Thanh phan: Hong cau nguoi, bach cau mo phdong
va tiéu cau cuia dong vat cé va

Nhiét 46 bao quan: 2 dén 8°C

Do 6n dinh sau khi mé nip: 14 ngay"

116

Hoa chat ding cho may
phan tich huyét hoc dé hiéu
chuan may

"Dung dé hiéu chuin méy phan tich huyét hoc
Do 6n dinh sau khi mo nap: 7 ngay

Thanh phan: Hong cau nguoi, bach cau bi kich
thich va ti€u cau cua dong vat c6 va

Nhiét d6 bao quan: 2 dén 8°C

Do 6n dinh sau khi mo nip: 7 ngay"

117

Phin loc cho may huyét hoc

"Mat do: 0.9 g/cm3
DPan hdi kéo: 1400 MPa




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Po bén kéo: 33 MPa

Hé s6 ubn: 1400 MPa

D6 bén udn: 40 Mpa
Nhiét d6 bién dang: 85°C"

118

Day bom cho may huyét
hoc

"Dang vat liéu: TPE

Do cung: 64 Shore A

Hap tiét tring: Co

Tiét trung bang tia Gamma: C6
Nhiét d¢ t6i thiéu: -40°C

Nhiét d¢ t6i da: 135°C"

1.6

Dung cho méay
phén tich HbAlc
tw dong HA-1500

119

Hoa chat ding cho may
phan tich HbAlc loai A

"Thudc thtr Eluent A
Tinh chinh xac: <5.0%

Do chinh xac: Trong vong chay: CV<3.0% (n =

20), do chinh xac cua 16 1a <6% (n= 3).
Két qua m& rong NGSP: 4.0%~6.0%.
Thanh phan chinh:




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

NaCl 20mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

San pham c6 xuat xt thudc cac nudc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

120

Hoa chat ding cho may
phan tich HbAlc loai B

"Thudc thtr Eluent B
Tinh chinh xac: <5.0%

Do chinh xac: Trong vong chay: CV<3.0% (n =
20), do chinh xac cua 16 1a <6% (n= 3).

Két qua m& rong NGSP: 4.0%~6.0%.
Thanh phan chinh:

NaCl 170mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

San pham c6 xuat xur thudc cac nuéc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

121

Dung dich bao vé héng cAu
trong xét nghiém HbAlc

"Thudc thir xét nghiém Red Cell preserving
solution




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

- b6 chinh x4c: Dgf) 1éch tuong ddi vai vat lidu
tham chiéu phai nam trong khoang +5%

- Pham vi tuyén tinh: Trung khoang 3% -18%, hé
s0 tuong quan tuyén tinh cua két qua thir nghiém r
>0.99

- b6 chinh xac trong ndi bo xét nghiém: Déi véi
cac mau co néng dd 4%-12%, hé s6 bién thién cua
két qua xét nghiém CV<2%

- P9 chinh xéc giita cac 1an phan tich: P6i voi cac
mau c6 nong d6 4%-12%, pham vi twong ddi cia
két qua xét nghiém R<6%

Thanh phan chinh:

Phosphate: 40 mmol/L

Sodium chloride: 170 mmol/L
Preserver: < 0.5 ml/L

San pham c6 xuat xt thudc cac nudc G7

Tiéu chuan chét luong: 1SO 13485:2016 hodc
tuong duong.

122

Dung dich ly giai hong cu

"Thubc thir Hemolysis
Do chinh xac: <5.0%




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16

D0 chinh xac: Trong vong chay: CV<3.0% (n =
20), do chinh xac cua 16 1a <6% (n=3).
Két qua mé rong NGSP: 4.0% ~ 6.0%.
Thanh phan chinh:
Buffer 20mmol/L
Sodium chloride 20mmol/L
Surfactant 0.05ml/L
Perserver < 0.5 ml/L
San pham c6 xuat xt thudc cac nudc G7
Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.
"Chat hiéu chuan xét nghiém dinh luong HbAlc
Thanh phan chinh:

- Chét hicu chuin xét ‘}]I;Zlc?; tse;l;)crzl tc(’:)i f}ll}./COSYI hoéa, bao gdm chat bao quan

nghiém dinh lugng HbAlc

San pham c6 xuat xur thudc cac nudc G7

Tiéu chuan chat lwong ISO 13485:2016 hoic
tuong duong.




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16
"Vt liéu kiém soat chat luong xét nghiém dinh
luong HbA1c
i ) Thanh phan chinh:
124 ﬁ%;lezéﬁlznifgsggi Huyé‘g Sé:,C t6 glycosyl hoa, bao gdm chét bao quan
i lguong I%IbAlc : va chat on dinh.
. San pham c6 xuat xt thudc cac nudec G7
Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.
"Cot sic ky 1ong Chromatographic column
Thanh phan chinh:
Cot lam bang kim loai khong gi, trong c6 mang
, loc chuyén dung, chiu dugc ap suat cao.
125 Cot sac ky
Kich thudc: 4.6x30 mm, Sum
San pham c6 xuat xt thudc cac nudec G7
Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.
"Phin loc Column filter
. Théanh phéan chinh:
126 Phin loc

Phin loc dang nhua, dugc cu tao dang luéi loc.

San pham c6 xuat xu thudc cac nudc G7




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

1.7

Dung cho may xét

nghiém dong mau

ban tw dong Urit
610

127

Thudc thir xét nghiém dinh
lugng APTT

"Hiéu suat: Tinh lip lai: Hé s bién thién (CV) cia

két qua cac phép thu lip lai véi QC huyét twong
khong dugc vuot qua 5%
Thanh phan chinh:

R1: 0.05% Ellagic acid, 0.2% cephalin, 0.2%
sodium chloride, 0.1% Sodium benzoate

R2: 0.3% calcium chloride, 0.1% Sodium
benzoate

San pham c6 xuat xtr thudc cac nudc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

128

Thubc thir xét nghiém dinh
luong PT

"Thoti gian prothrombin (PTR) = thoi gian dong
mau cua huyét tuong thur nghiém / thoi gian dong
mau cua huyét twong doi chung.

Céc gié trt mong doi: PTR: 1.0 £ 0.15; INR: 0.8-
1.24




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Thanh phan chinh:

1.4% calcium chloride, 0.1% Sodium benzoate,
2.5% aminoacetic acid, 0.15% sodium chloride,
2.5% rabbit brain powder

San pham c6 xuat xt thudc cac nudc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

129

Vit liéu kiém soat chat
luong xét nghiém dinh
luong PT. APTT. TT. FIB

"Pham vi tham chiéu: PT 9-14 gidy; APTT: 24-34
gidy; FIB: 2-4g/L; TT: 8-14 giay.

Thanh phan chinh: Huyét trong heo.
San pham c6 xuat xt thudc cac nudec G7

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

130

Hoa chat ding cho may
phén tich dong mau

"Thanh phan chinh: Sodium Hypochlorite
Tinh chat vat Iy: chat 1ong mau vang nhat.
San pham c6 xuat xur thudc cac nuéc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

131

Vit tu dung cho may xét
nghiém

"Kich thudc: 6mmx25mm
Dung tich: 500ul




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16
Mau sic: Trong sudt
Loai nhya: PS
Luu trir: 4-30°C
San pham c6 xuat xt thudc cac nudec G7
Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.
Dung cho may xét
18 nghiém dién giai
' Ise 5000/ Auto
ISE500
"Thanh phﬁr} chinh: KCl, NaCl, NaAc, CaCl2,
dém pH, chat hoat dong bé mat, chat bao quan.
- Gi4 tri hidu chuan:
Calibration A: K+ 4 mmol/L, Na+ 140 mmol/L,
- Héa chét dien gidi 5 thong Cl- 100 mmol/L, Ca2+ 1.25 mmol/L, pH 7.4

s6 Na, K, Cl, Ca, pH

Calibration B: K+ 8 mmol/L, Na+ 110 mmol/L,
Cl- 70 mmol/L, Ca2+ 2.5 mmol/L, pH 7

- Nong do:
Ammonium molybdate 0.4 mmol/l
Sulphuric acid 100 mmol/I




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Hydrochloric acid 200 mmol/I
- M4u bénh pham: Huyét thanh ngudi

- Twong quan tuyén tinh hé sé r: K+ >0.99,
Na+>0.99, CI- >0.99, Ca2+ >0.99

- B¢ léch tuyén tinh D: K+ <3%, Na <1%, Cl-
<2%, Ca2+ <5%
- Bg nhay cua phép phan tich K+ <0.2mmol/L,

Na+<6.7mmol/L, Cl- <6.2mmol/L, Ca2+
<0.1mmol/L

- D0 thién 1&ch chinh xac: K+ <2%, Na+ <1.5%,

Cl- <2%, Ca2+ <5%, pH < 1%
San pham c6 xuat xt thudc cac nudc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

133

Dung dich rtra dung cho
may di¢n giai.

"Thanh phén chinh:
Sodium hypochlorite (NaClO) 0.4% - 0.5%
San pham c6 xuat xtr thude cac nudec G7

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

134

Dung dich rtra protein dung
cho may phan tich di¢n giai

"Thanh phén chinh:




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Enzyme: Pepsin.
Dilutor: KCI, NaCl, Hydrochloride acid.
San pham c6 xuat xt thudc cac nudc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

135

Hoa chat chuan cac thong
s0 dién giai

"Thanh phﬁn chinh:’ KCl, Na(Cl, NaAc, Ca(;l2,
LiCl, pH buffer, chat hoat dong bé mat, chat bao
quan.

- Bic tinh hiéu suat:

+ Trong khoang CV: K+ <1.5%, Na+ <1.5%, Cl-
<1.5%, Ca++ <1.5%, pH <1.0%

+ Gitra khoang CV: K+ <3.0%, Na+ <3.0%, Cl-
<3.0%, Cat+ <5.0%, pH <1.0%

+ D thién 1&€ch chinh xac: K+ <2.0%, Na+ <1.5%,
Cl- <3.0%, Cat++ <5.0%, pH <1.0%

San pham c6 xuat xu thudc cac nuéc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

136

Dung dich cham dién cuc
chuan

"Thanh phan chinh: KCI
Nong do: K+ 4mol/L, Cl- 4mol/L




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

San pham c6 xuat xt thudc cac nudec G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

137

Dung dich nap dién cuc
Na, K, CI, Ca. pH, Ref

"Thanh phén chinh:
KCl, NaCl, NaAc, CaCl2, LiCl, chat dém pH, chat
hoat dong bé mat, chat bao quan.

Nong d6 timg phan: K+ Smmol/L, Na+
125mmol/L, CI- 145mmol/L, Ca2+ 10mmol/L, pH
7.6

San pham c6 xuat xt thudc cac nudec G7

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

138

Dién cuc chuan

"Dién cuc chuan

Tuong thich v&1 may phan tich dién giai model
Auto ISE500

San pham c6 xuat xur thudc cac nuéc G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

139

Dién cuc Na

"Pién cuc Na




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Tuong thich véi1 may phan tich dién giai model
Auto ISE500
San pham c6 xuat xt thudc cac nudec G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

140

bién cuc K

"DPién cuc K

Tuong thich v&1 may phan tich dién giai model
Auto ISE500

San pham c6 xuat xt thudc cac nudec G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

141

bién cuc Cl

"DPién cuc Cl

Tuong thich véi may phan tich di¢n giai model
Auto ISE500

San pham c6 xuat xt thudc cac nudec G7

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

142

bién cuc Ca

"DPién cuc Ca

Tuong thich véi may phan tich dién giai model
Auto ISE500




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16
San pham c6 xuat xt thudc cac nudc G7
Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.
"DPién cuc pH
Tuong thich v&1 may phan tich dién giai model
) Auto ISE500
143 bién cuc pH . .z , .
San pham c6 xuat xt thudc cac nudec G7
Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.
"Day bom dung cho may dién giai
144 Day bom may dién giai San phan} co X}lat xtr thudc cac nudc G7
Tiéu chuan chat lugng ISO 13485:2016 hoac
tuong duong.
Cdc héa chit trong
muc nay dwoc sw
dung trén thiét bi xét
Héa chit xét ng{lién: tu’0’f1g tm(g:
1.9 Nha thdu trung thdu

nghiém mién dich

phi cung cép thiét bi
xét nghiém cho chu
ddu tw mwon dé sir
dung cdc héa chit




STT

Ma phan/16/Tén

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phén/16
trong suot thoi gian
thuc hién hop dong.
Cac yéu ciu veé vigc
cung cdp thiét bi thuc
hién theo quy dinh tqi
Muc 1.2 — Yéu cau vé
ky thudt, Chwong V —
E-HSMT.
"Thanh phan chinh:
’ Enzyme lién hop. Horseradish-peroxidase danh
Thuoc thtr xét nghiém dinh | dau chudt don dong Anti-CA125 trong dém PBS
145 lugng Khang nguyén chira casein va BSA (albumin huyét thanh bo).
cacbohydrat 125 Chtra mot lya chon cac chat bao quan.
Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.
"Thanh phan chinh:
’ Enzyme lién hop. Horseradish-peroxidase dugc
Thuoc thtr xét nghiém dinh | dan nhén chudt don dong khang CA15-3 trong
146 lugng Khang nguyén dém MES chura huyét thanh bo. Chira mot lya

carbohydrate 15-3

chon cac chat bao quan.

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

147

Thudc thir xét nghi¢m dinh
lugng khang nguyén dac
hi€u tuyén tién liét ty do

"Thanh phéan chinh:

Enzyme lién hop. Horseradish-peroxidase duogc
dan nhan khang fPSA don dong ctua chudt trong
bd dém Tris-HCI c6 chira BSA va casein. Chira
2%o ProClin 300® va 0,2%o cht bao quan
Bronidox.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

148

Thubc thir xét nghiém dinh
luong Khang nguyén
carbohydrate 19-9

"Thanh phan chinh:

Lién hop enzym lién hop. Horseradish-peroxidase
dugc danh dau chudt don dong khang CA19-9
trong dém Tris c6 chira BSA (albumin huyét thanh
bo). Chira mot lya chon cac chat bao quan.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

149

Thubc thir xét nghiém dinh
luong Khang nguyén
carbohydrate 72-4

"Thanh phan chinh:

Enzyme lién hop. HRP (horseradish peroxidase)
duogc dan nhan khang CA72-4 don dong cia chudt
trong dung dich dém Tris-HCI chtra gelatin ca.
Chira mot lua chon cac chat bao quan.

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

150

Thubc thir xét nghiém dinh
lugng CYFRA21-1

"Thanh phéan chinh:

Enzyme lién hop. Enzyme lién hop HRP
(horseradish peroxidase) dugc dan nhan khang
CYFRA 21-1 don dong cua chudt trong dung dich
dém Tris-NaCl chtra BSA (albumin huyét thanh
bo) va casein. Chira mdt lya chon cac cht bao
quan.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

151

Thubc thir xét nghiém dinh
lugng NSE (Neuron
Specific Enolase)

"Thanh phén chinh:

Enzym lién hop. HRP (horseradish peroxidase)
dugc gan nhin 1a khang thé don dong ctia chudt
khang NSE trong dém PBS c6 chira BSA (bovine
serum albumin). Chtra mot s chét bao quan.

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

152

Thubc thir xét nghiém dinh
luong khang nguyén dac
hiéu tuyén tién liét toan

phan

"Thanh phén chinh:

Enzyme lién hop. Peroxidase cu cai ngua dugc
gan nhan 13 khang thé don dong chudt Anti-PSA
trong dém Tris-HCI c6 chira BSA va casein. Chtra
2%o ProClin 300® va 0,2%o chit bao quan
Bronidox.
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Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

153

Thubc thir xét nghiém dinh
luong B-Human Chorionic
Gonadotropin

"Thanh phéan chinh:

Enzyme lién hop. Khang thé anti-B-hCG dugc gin
nhan peroxidase cai ngya trong dém PBS c6 chira
BSA (albumin huyét thanh bo). Chira mot sd chat
bao quan.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

154

Thubc thir xét nghiém dinh
lugng AFP (alpha-
fetoprotein)

"Thanh phén chinh:

Enzym lién hop. Horseradish-peroxidase dugc dan
nhan khang AFP don dong cta chudt trong dung
dich dém Tris-NaCl c6 chtra huyét thanh bo. Chira
mdt lua chon céc chit bao quan.

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

155

Thubc thir xét nghiém dinh
lugng khang nguyén
carcinoembryonic

"Thanh phén chinh:

Lién hop Enzyme. Horseradish-peroxidase dugc
dan nhén Anti-CEA don dong cua chudt trong
dém Tris c6 chtra huyét thanh bo. Chira mot Iya
chon céc chat bao quan.
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Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

156

Thudc thir xét nghi¢m dinh
lugng triiodothyronine tu
do

"Thanh phéan chinh:

Enzym lién hop. Khang thé khang T3 dugc gin
nhan peroxidase cai ngua trong dém BIS-Tris-

Propane-NaCl c6 chita BSA (albumin huyét thanh

b0). Chira chét bao quan ProClin® 300 va
Bronidox.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

157

Thudc thir xét nghiém dinh
lugng thyroxine tu do

"Thanh phén chinh:

Enzym lién hop. Cai ngua-peroxidase duoc gin
nhan anti-T4 trong dém Tris-NaCl c6 chira BSA
(albumin huyét thanh bo). Chira mét sé chit bao
quan.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

158

Thubc thir xét nghiém dinh
lugng TSH (thyroid
stimulating hormone)

"Thanh phén chinh:
Enzyme lién hop. Panh déu peroxidase cai ngua

chéng TSH trong dém Tris-NaCl c6 chira huyét
thanh bo. Chtra chat bao quan ProClin® 300.
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Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

159

Vat liéu kiém soat mirc 1
x¢ét nghiém dinh lugng 20
thong s6 mién dich

"Kiém tra cac xét nghiém nhu: AFP, CEA,
CA125, CA19-9, CA15-3, CALQ, tPSA, TPSA,
PGII, B-HCG, Ferritin, CA72-4, NSE, SCCA,
Cyfra 21-1, CA242, HE4, PGI, B2-Microglobulin,
TG.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

160

Vit liéu kiém sodt xét
nghi¢m dinh lugng 25
thong s nodi tict

"Kiém tra cac xét nghiém nhu: T3, T4, FT3, FT4,
TSH, TG, PRL, LH, HGH, ACTH, Cortisol,
Folate, 25-OH Vitamin D, FSH, PRG,
Testosterone, E2, C-Peptide, Insulin, 17a-OHP,
DHEA-S, IGF-1, Aldosterone, B-hCG, Vitamin
B12

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

161

Chét phat quang hoa hoc

"Pugc st dung két hop v6i bo dung cu thude thir
pht hop dya trén cong nghé xét nghiém mién dich
vi hat phat quang héa hoc (CLIA Microparticles)
dé phat hién cac phép do phuc vu chan doan trong
6ng nghiém.
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Yéu cau khac

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

162

Dung dich dém cho may
mién dich

"Thanh phéan chinh:
Phosphate buffer

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

163

Dung dich pha lodng mau
cho may mién dich

"Nguyén ly do luong

San pham nay 1a dung dich c6 4p suat thim thau
tuong tu nhu dich co thé. Chat dich co thé khong
dé bi phan hity va mau 1am sang sau khi pha lodng
khong bi 4nh hudng.

Thanh phan chinh:

NaCl buffer

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

164

Dung dich rtra cho may
mién dich

"~ Muc dich sir dung: Dung dich ¢6 dic dung dé vé
sinh pipet mau trong qua trinh phan tng phat hién
chat do cho xét nghiém phat hién chan doan trong
6ng nghiém.

- Nguyén 1y do luong: Dung dich vé sinh kiém.
Trudc khi pipet mau hat mau, mau dugc rira sach
bang natri hydroxit dé khir cac khang thé hoic
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khang nguyén tir 1an xét nghiém trudc. Pam bao
loai bd can tot hon; ngdn ngtra nhiém chéo va loai
bo tac dong dén vi¢c lay mau lién tuc.

Thanh phan chinh: Sodium Hydroxide

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

165

Cong phan ung cho may
mién dich

"Cong phan trng

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

166

Déy bom dung cho may
mién dich

"Day bom dung cho may mién dich

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong.

PP2600095049-Hoa

chat sir dung cho may xét nghiém nudéec tieu

1.1

Dung cho méay xét
nghiém nwdc tiéu
Laura

167

Que thtr nudce tiéu

"Théng s do: SG + NIT + pH + PRO + GLU +
KET + UBG + BIL + LEU + BLD

Tuong thich véi may xét nghiém Laura
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1.2

Héa chit ding
cho may xét
nghiém nwéc tiéu
khéc

Cic héa chit trong
g6i thau nay dwoc siv
dung trén thiét bj xét

nghiém twong irng.
Nha thiu tring thau
phdi cung cdp thiét bi

xét nghiém cho chu
ddu tw mwon dé sir
dung cdc héa chit
trong suét thoi gian
thwe hién hop dong.

Cic yéu cdu vé vigc
cung cdp thiét bi thue
hién theo quy dinh tai
Muc 1.2 — Yéu cau vé
ky thudt, Chuwong V —

E-HSMT.

168

Test nudce tieu 11 thong sb

"Que thir nude tiéu dé xac dinh nhanh chéng dinh
lugng axit ascorbic, bilirubin, mau, glucose,
ketone, bach cau (Leukocytes), nitrite, gia tri pH,
protein, ti trong (Specific Gravity) va urobilinogen
trong nudc tiéu ctia nguoi.

THUOC THU
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Ascorbic acid: 2,6-dichlorophenolindophenol 0.7
%

Bilirubin: diazonium salt 3.1 %
Mau: tetramethylbenzidine-dihydrochloride 2.0 %,
isopropylbenzol-hydroperoxide 21.0 %

Glucose: glucose oxidase 2.1 %; peroxidase 0.9
%; otolidine-hydrochloride 5.0 %

Ketones: sodium nitroprusside 2.0 %

Bach ciu: carboxylic acid ester 0.4 %; diazonium
salt 0.2 %

Nitrite: tetrahydrobenzo[h]quinolin-3-ol 1.5 %;
sulfanilic acid 1.9 %

pH: methyl red 2.0 %; bromothymol blue 10.0 %
Protein: tetrabromophenol blue 0.2 %

Ti trong: bromothymol blue 2.8 %

Urobilinogen: diazonium salt 3.6 %"

169

Chét chuan combiscan -
screencontrol PN

Chat chuan cho xét nghiém nuéc tiéu. 2x15ml/
hop

PP2600095050-Sinh phim
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phén/16

Pinh tinh phat hi¢n hCG trong nudéc tiéu cia

170 Test nhanh thtr thai nguoi, ho trg sang loc va chan doan thai sém cho
phu nfr.

.. | "P¢nhay >99% Do dic hiéu: Téng > 99%
Khay thtr xét nghiém dinh . . .

17 tinh virus viém gan C | Tiéu chuan chat lugng ISO 13485:2016 hogc
tuong duong.
"Thanh phén chira: hon dich cac hat latex
polystyrene dugc phu Streptolysin-O, pH 8.2. B
nhay > 98%. Khong bi anh hudng bdi hemoglobin
(0.63-10 g/L), bilirubin (0.5-20 mg/dL), lipid

172 ASLO (0.63-10 g/L), va yéu t6 dang thap (37.5-300
[U/mL). Xuat xtr: G7
Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

£ . , Dung dé phat hién type Rho (D) trong miu mau

173 Huyet ﬁlgﬂhD‘}gﬁ nhom | o i, dong (clone): (P3X61 + P3X21223B10 +
P3X290 + P3X35)

174 Huyét thanh dinh nhém | Pugc st dung dé dinh nhém mau AB trong mau

mau AB mau, dong (clone): (152D12 + 9113D10)
175 Huyét thanh dinh nhém | Pugc st dung dé dinh nhém mau A trong mau
mau A mau, dong (clone): (9113D10)
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176

Huyét thanh dinh nhém
mau B

Puoc st dung dé dinh nhém mau B trong mau
mau, dong (clone): (9621A8)

177

Test tht HAV

"Phat hién dinh tinh khang thé khang virus viém
gan A.

Mau bénh pham: Huyét twong/Huyét thanh.
D6 nhay: Tong > 98%
Do dic hiéu: Tong > 97%

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

178

Test the HEV

"Phat hién dinh tinh khang thé khang virus viém
gan E.

Mau bénh pham: Huyét twong/Huyét thanh.

Do nhay: 100%. B§ dac hiéu:qz 99% Bao quan
nhiét dg: 4-30 do C. Ti€u chuan chat lugng: ISO
13485:2016 hoac twong duong.

179

Test nhanh chuin doan
khéng nguyén Sot xuat
huyét

Chén doan virut Dengue cap tinh giai doan sém
bang viéc phat hién khang nguyén NS1. D nhay
> 98%. Do dac hiéu: > 99%

180

ROTAVIRUSAg (Chan
doan bénh dudng rudt)

"Thir nghiém mién dich sic ky phat hién nhanh
Rotavirus nhém A trong mau bénh pham phéan.
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Do nhay > 99%; do dac hiéu > 99%"

181

Test nhanh chan doan HIV

Dinh tinh phat hién khang nguyén p24 & khang
thé HIV-1. HIV-2 trong huyét thanh. huyét twong.
mau toan phan ctia ngudi. Co st dung cong hop
vang HIV- Ag tai to hop

182

Test nhanh HBsAg

"Mau pham huyét thanh, huyét twong, mau toan
phan. Do nhay> 99%, B¢ dac hi¢u > 99%.

Tiéu chuan chét luong ISO 13485:2016 hoic
tuong duong.

183

Test nhanh chan doan HIV

"Po nhay 100%; Do dic hiéu > 99%. Cho két qua
nhanh trong vong 15 phut. Do 6n dinh cua két qua
xét nghiém t4i 60 phit .khong can sir dung thém
bat ky dung dich dich dém(chase) cho miu mau
huyét thanh. huyét twong . Nha may san xuit dat
tiéu chuan chau Au EN ISO 13485 hoic tuong
duong. San xuét tai nuéc thude 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.
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Antigen.(pOM10/PV361) HIV-1. Antigen.
(pTB319/XL-1) HIV-1. HIV-1 Peptide Antigen.
HIV-2 peptide Antigen.

184

Test nhanh chin doan viém
gan B

- D6 nhay > 98%; D¢ dac hiéu > 99%;

- Gi6i han phat hién: 0.11U/ml. Cho két qua nhanh
trong vong 15 phut. Do 6n dinh ciia két qua xét
nghiém t4i 30 phiit. Khong can sir dung thém bat
ky dung dich dich dém(chase) cho miu mau huyét
thanh. huyét twong. Str dung duoc cho tat ca cac
loai miu bénh pham bao gom: Huyét thanh. huyét
trong. mau tinh mach. mau dau ngon tay cua
Nguoi.

Nha mady san xuét dat tiéu chuan chau Au EN ISO
13485 hoic twong duong. San xuat tai nude thude
G7

Thanh phan tai vach test: Khang thé don dong &
chuot khang HbsAg Biotinyl va cac hat mau den
dugc phu khang thé don dong ¢ chudt khang
HBsAg.

185

Test nhanh xét nghiém
sang loc va dinh tinh cac
loai ma ty Morphine
(MOP/ Amphetamin
(AMP)/ Marijuna (THC)/

"Bang xét nghiém sang loc nhiéu loai thudc, 1a xét
nghiém mién dich sic ky dong bén dé phat hién
dinh tinh nhiéu loai thuoc va chit chuyén hoa
thudc trong nudc tiéu & ndng do ngudng sau:
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Codein (COD)/ Heroin
(HER)

- MOP 300ng/ml;
- AMP 500ng/ml;
- THC 50ng/ml;
- COD 300ng/ml;
- HER 10ng/ml

+ D¢ nhay (so sanh v61 phuong phap phan tich sdc
ky khi/ khoi pho) > 99%;

+ DO chinh xdc: (so sanh v6i phuong phap phan
tich sac ky khi/ khoi pho > 99%;

+ D¢ ddc hiu: (so sanh voi phuong phap phan
tich sac ky khi/ khoi pho) > 99%."

186

Test nhanh vi khuan
Helicobacter Polyri (test
HP da day)

Test nhanh vi khuan HP kho dang gidy bao quan &
nhiét d6 thuong 18-30 d6 C. Phét hién vi khuan
HP nhanh cho ra két qua trong vong 1-3 phit. B
nhay > 90% D¢ dac hi¢u 100%

v

PP2600095051-Héa

chit sir dung cho may do dwong huyét Roche Accu chek- Guide

187

Test thir dudng huyét

St dung phu hop cho may do duong huyét
ACCU-CHEK Instant

PP2600095052-Héa chat xét nghiém giai phau bénh
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188

B0 nhuém EA 50

Dung trong mé bénh hoc Dung dich hon hop
Papanicolaou EA50. Gom: >= 80% - < 90%
ethanol; >= 1% - < 3% acetic acid; >= 1% - < 3%
propan-2-ol;>= 1% - < 3% methanol; Light Green.
Eosin Y; Phosphotungstic acid; Deionized water.

189

Formaldehyte

- Formol 10% pha sin trong dung dich dém c6 pH
trung tinh 6.8-7.2. sir dung cho viéc ¢6 dinh bénh
pham tuoi.

- On dinh v6i nhiét d6 dong lanh
- Co dac gidm khong gian luu trit

- C6 cong thirc AFIP pha sin giup giam tiép xuc
voi1 formaldehyde"

190

Giém sa me

"Nhudm Giemsa duoc st dung chu yéu trong
nhudm mau va phét t€ bao tiy xuong.

191

Hematoxylin

Dung trong mé bénh hoc Dung dich hon hop
Papanicolaou EA50. Gom: >= 80% - < 90%
ethanol; >= 1% - < 3% acetic acid; >= 1% - < 3%
propan-2-ol;>= 1% - < 3% methanol; Light Green.
Eosin Y; Phosphotungstic acid; Deionized water.

192

Mounting medium

Khong chira Xylol. khong chira toluen va cac
hydrocacbon thom khac. Khong doc hai. Khong bi
anh huong boi nhiét. anh séng. d6 am va tia UV.
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Khong bi oxy hoa. phai mau hoic 6 vang theo thoi
gian va khong gay hiéu ing loang mau. Bdo quan
khoéng gi6i han cac ché pham mé hoc va té bao
hoc. Chai 500ml

193

Toluen (xylen)

"Ung dung: Xylene 1a tdc nhan lam sach. dugc
dung dé xir Iy mé va nhudm cac mau mé hoc va té
bao hoc. Xylen c6 kha nang khur parafin va lam
sach sau khi khtr nudc trong qué trinh nhuom.
Xylene c6 thé duoc sir dung vai ca bd xir Iy mod
md& va dong. N6 cling tuong thich vdi quy trinh
nhudm tha cong va nhudém mau tu dong

- Tinh chat vat 1y:"

194

Parafin hat tinh khiét

"Parafin dé xir Iy mo va nhung cho cac miu mo
hoc. dugc ciu tao boi cac hydrocacbon ran

hdn hop. O dang giot mau tring dé dé dang phan
phéi va nau chay. C6 sin & hai diém nong chay
khac nhau: 52-54 ° C va 56-58 ° C dé dap tng moi
nhu cau ctia phong thi nghiém. khong doc"

195

Cassette nhya dung trong
gidi phau bénh

Kich thudc: 40x 28x6.8 mm. Cé nip nhya. 15 16n.

196

OG6

Dung trong m6 bénh hoc. Dung dich hon hop
Papanicolaou OG6. Gom: >= 80% - < 90%
ethanol; >= 1% - < 3% methanol; >= 1% - < 3%
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propan-2-ol; Orange G; Phosphotuingstic acid,;
Deionized water.

197

Eosin

Duling trong mo bénh hoc Dung dich hon hop
Eosin G or Y. alcoholic 0.5% trén nén
cytoplasmic. Gom Eosin G or Y. >= 70% - < 80%
ethanol; ethyl alcohol va >= 0.5% - < 1% acetic
acid

198

Dao cat tiéu ban

Bang thép khong gi. Dung trong cit md bénh
phém dd dac nén. Do sic bén va do bén duoc tang
1én boi cong ngh¢ PINK. Kich thudc
80x8x0.25¢cm goc cat 35 do

\4

DPP2600095053-ich chay than nhan tao

199

Dung dich thim phén mau
dam dac Acid

"Thanh phan trong 1 lit dung dich gom:
- Natri clorid: 210,68 g (£ 10%)
- Kali clorid: 5,22 g (£ 10%)
- Calci clorid.2H20: 9,00 g (x 10%)
- Magnesi clorid.6H20: 3,56 g (+ 10%)
- Acid acetic bang: 6,31g (= 10%)

- Glucose.H20: 38,50 g (=35,00g Glucose khan).
(= 10%)
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- Nudc dat tiéu chuan ISO 23500-3 vira du: 1 lit

Tiéu chuan chat luong: ISO 9001, ISO 13485 hoic
tuong duong.

Quy céch: Can 10 lit

St dung twong thich véi dich B (Bicarbonat) theo
ding khuyén cdo cua nha san xuat

Xuat xu: cac nuoc G7"

200

Dung dich thim phan méau
dam dac Bicarbonat

"Thanh phan trong 1 lit dung dich gom:
- Natri bicarbonat: 84,00 g (x 10%)
- Nudce dat tiéu chuan ISO 23500-3 vira du: 1 lit

Tiéu chuan chét luong: ISO 9001, ISO 13485 hoic
tuong duong.

Quy céch: Can 10 lit

St dung tuong thich voi dich A (Acid) theo dung
khuyén cdo cua nha san xuat

Xuat xu: Cac nuoc G7"

Vil

PP2600095054-Hoa

chat khac

201

Cloramin B

Thung phuy nhya 25kg, Ham lugng Clo hoat
dong: 25-27%, Ham lugng NaOH du t6i da 0,8%.
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Ham luong Pb t6i da 0.02%, Ham luong As t6i da
0.001 mg/l.

202

Acid Citric monohydrate

Acid Citric monohydrate Dang tinh thé mau trang

203

Muodi vién

La loai mudi vién tinh khiét duoc sir dung dé hoan
nguyén hat trao d6i cation. Cong dung lam mém
nuéc cing. Khir kim loai ning, nang cao chat
lugng nude nudce cho hé théng loc nude R.O dung
cho chay than nhan tao

204

Nudc cit 2 1an - can 10 lit

Nuéc cit 2 1an - TCCS

205

Dau parafin

"Dau parafin. Dat tiéu chuan ISO 13485 hodc
tuong duong

Quy cach dong goi: > Sml"

206

\V/0i soda

"Voi Soda ding mét lan trong ca phau thuat cho
may gay mé. giup loai bé tat ca cac khi CO2 trong
khi cua bénh nhan tho ra.

- V6i soda ¢ dang hat."

207

Parafin ran

Chat ran dang sap mau trang, khong mui, khong
vi, v&i diém ndng chay thong thuong nam trong
khoang 47 °C- 65 °C. Pugc dung trong vat 1y tri
liu
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phén/16
208 Bot Tale Dang bot, mém min mau tring, khong mui
209 MG& ctru Lanolin TCCS
210 Déu soi kinh Déu soi kinh hién vi
211 Gel bo1 tron Dung dich boi tron dung cu
Gel sir dung trong siéu 4m. phu hop véi tan sb siéu
A am dang st dung. Khong c6 formaldehyde. vo
212 Gel sieu am khuan. Gel trong. tan hoan toan trong nudc. Do
PH trong khoang 6.5-7.5
213 Xanh methylen Dung trong nhudém soi dom
214 Con tay Dung trong nhudm soi dom
215 Dung dich Fuchsin Dung trong nhuom soi dom
Chi t?l hqa ho? da thong 59| Chi thi héa hoc hoi nuédc duoc st dung dé giam
(Hap udt), str dung bén o 1A A 2 1A X g
216 - sat chat lugng ti€t khuan bén trong moi goi dung
trong goi dung cu 5.1 cm x cu
1.9cm i
VIII | PP2600095055-Héa chit sir dung cho may do khi mau cim tay 300-G
217 Hoa chat chan doan (IVD) dung cho xét nghiém

Cartridge do khi méau

nhanh tai chd (POCT).




STT

Ma phan/16/Tén

phan/l Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Dung cho May xét nghiém khi méau cam tay 300-G
(Hang chu s¢ hitu: Abbott Point of Care Inc).

Bao gém cac thong $6: pH, PCO2, PO2, TCO2,
HCO3, BEecf, SO2, Lactate.

Cho két qua xét nghiém trong vong 2 phit.

- Thé tich mau: 95uL

- Ngudng do cta cac thong sb:

+ pH: tir 6,5 dén 8,2

+PCO2: tir 5 dén 130mmHg (0,67 dén 17,33 kPa)
+ PO2: tir 5 dén 800 mmHg (0,7 dén 106,6 kPa)

+ TCO2: tir 5 dén 50 mmol/L (mEq/L)

+HCO3: tir 1 dén 85 mmol/L

+ BEecf: tir -30 dén +30 mmol/L

+502: 0-100 %

+ Lactate: tir 0,3 dén 20 mmol/L (2,7 dén 180,2
mg/dL)"

Xl

PP2600095056-Dung cho may phat tia Plasma lanh hd tro diéu tri vét thwong

Cic héa chit trong
g0i thau nay dwoc siv
dung trén thiét bj xét

nghiém twong wng.
Nha thau tring thiu




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

phi cung cép thiét bi
xét nghiém cho chu
ddu tw mwon dé sir
dung cdc héa chit
trong suot thoi gian
thuee hi¢én hop dong.
Cdc yéu ciu vé vigc
cung cdp thiét bi thwe
hién theo quy dinh tai
Muc 1.2 — Yéu ciu vé
ky thudt, Chuwong V —
E-HSMT.

218

Khi dung cho may phat tia
Plasma lanh hd

tro diéu tri vét

thuong

Dung cho may Plasma lanh ho tro diéu tri vét
thuong

* Thanh phan:

- Bao gdm Argon do tinh khiét 99,9995%

- H20 < 3 ppm; N2 < 5 ppm; Oxygen < 2ppm
- Ap suit an toan ciia binh chira: 225 Bar

- Ap suat khi nén khi day: 130Bar

* Chuan két ndi:

- Van CGA 870




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

- Giao dién ndi dién tir: HDMI. Thiét bi cho
muon Phu hgp véi cac chi dinh duge Bo Y t€ ban
hanh

PP2600095057-Héa

chit sir dung cho hé thong 1

am dinh danh va khang sinh d6 tw dong - VITEK

219

Thé dinh danh vi khuan Gram
am

"The dinh danh Gram am st dung voi may VITEK
2 dé dinh danh tryc khuan Gram am 1én men va
khéng 1én men

Thé gdm 47 thir nghiém sinh hoa

Pat tiéu chuan ISO hoic twong duong.

220

Thé dinh danh vi khuin Gram
duong

"Thé dinh danh Gram duong str dung v&i may
VITEK 2 dé dinh danh cac vi sinh vat Gram
duong

Thé goém 43 thir nghiém sinh hoa

Pat tiéu chuan ISO hoic twong duong.

221

Thé dinh danh ndm men

Thé dinh danh nim men sir dung v6i may VITEK
2 dé dinh danh nam men va céc vi sinh vat tuong
tu nam men

222

Thé dinh danh Neisseria-
Haemophilus

"The dinh danh Neisseria-Haemophilus st dung
v6i may VITEK 2 dé dinh danh vi khuan kho moc

Thé gém 30 thir nghiém sinh hoa




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Pat tiéu chuan ISO hoic tuong duong.

223

Thé dinh danh vi khuan ky
khi

"Thé dinh danh vi khuan ky khi va Corynebacteria
st dung v&i may VITEK 2 dé dinh danh vi sinh
vat ky khi va céc loai Corynebacterium

Thé gdm 36 thir nghiém sinh hoa

Pat tiéu chuan ISO hoic twong duong.

224

Thé lam khang sinh do vi
khuan Gram am

Thé khang sinh d6 Gram 4m dugc sir dung véi Hé
théng VITEK® 2 dé xac dinh tinh nhay cam cua
tryc khuan Gram am hiéu khi ¢6 y nghia 1am sang.
MJi thé AST chira cic chat khang sinh chon loc &
cac néng do khac nhau, duoc lam kho vo1 moi
truong nudi ciy vi sinh.

225

Thé 1am khang sinh d6 vi
khuan Gram duong

"Thé lam khang sinh d6 Gram dwong dung véi
may VITEK 2

Mbi thé chira cac khang sinh chon loc ¢ cac nong
dd khac nhau, dugc say kho vdi moi trudng nudi
cay vi sinh

Pat tiéu chuan ISO hoic twong duong.

226

Thé lam khang sinh do vi
khuan Lién cau

"Thé lam khang sinh d6 Streptococcus dung véi
may VITEK 2




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Moi thé chira cac khang sinh chon loc & cac nong
do khac nhau, dugc say khod vd1 moi truong nudi
cay vi sinh

Pat tiéu chuan ISO hoic tuong duong.

227

Thé 1am khang sinh d6 ndm

"Thé lam khang sinh d6 nim dung v6i may
VITEK 2

MBOi thé chtra cac khang ndm chon loc ¢ cac nong
do khac nhau, dugc say kho vo1 moi truong nudi
cay vi sinh

Pat tiéu chuan ISO hoic twong duong.

228

Nudc mudi pha huyén dich vi
khuan 0,45%

Nude mubi 0.45% dung véi may VITEK 2, pH:
4.5 -7, dat tiéu chuan CE-IVD (in vitro
diagnostic) hoac tuong duong.

229

Ong tuyp pha hpyén dich vi
khuan

Ong nghiém bang nhua trong (polystyrene) 12 mm
x 75 mm dung mdt lan sir dung véi may VITEK 2

230

B06 nhuém Gram

"B nhudém dung dé thuc hién xét nghiém nhudm
vi sinh vét theo phuong phap Gram. Bao gdm 04
dung dich thuéc nhuoém thanh phén la Crystal
Violet chai 250ml, Lugol chai 250ml, Decolor
(alcohol-acetone) chai 250ml va Safranin chai
250ml.

- B4do quan: Nhi¢t d§ phong thi nghiém




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

- BPong go1: B 4 chai x 250ml "

231

B0 nhudém Ziehl Neelsen

"B6 nhudm Ziehl Neelsen dung dé thuc hién xét

nghiém nhudm soi. Bao gom 03 dung dich thudc
nhudm thanh phan 1a Carbol Fuchsin chai 250ml,
Alcohol acid (Hydrochloric acid in ethanol) chai

250ml va Methylene Blue chai 250ml.

- Bdo quan: Nhiét d¢ phong thi nghiém

- Bong goi: Bo 3 chai x 250ml ¢6 vo1 bom tién
dung"

232

Moi truong thach mau

"Pia thach d6 sin chira moi trudng sir dung dé
nudi cdy va thtr tinh chat tan mau cua cac loai vi
sinh vat kho tinh va khong kho tinh, khong chira
cac chat _phu gia hay chat bao quan. Pap tng:
""Yéu cau kiém soét chat luong t01 thiéu cho nha
san xuat di voi moi truong nudi cy do san", theo
tiéu chuan ctiia CLSI hoic tuong duong. Dia
90mm.

Bao goi bang mang ban thAm Cellophane c6 tinh
ning chdng am gitp dam bao chat luong trong qua
trinh bao quéan, dé dang phan huy bao vé moi
truong.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Thanh phan: Special peptone, Starch, Sodium
chloride, Defibrinated Sheep blood, Agar, pH:
7.3£0.2 ¢ 25°C

Dong goi: 10 dia/Hop"

233

Mai truong thach Chocolate
bo sung yeu to tang sinh
Vitox

"Pia thach d6 sin c6 bd sung cac chat kich thich
tang truong dugc sir dung dé nudi ciy céac loai vi
sinh vat kh6é moc, dac biét 1a Neisseria spp. va
Haemophilus, khong chira cac chét phu gia hay
chét bao quan.

Dap ting: "Yéu cau kiém soét chat luong t01 thiéu
cho nha san xuat dbi voi méi trudng nudi cdy do
san", theo tiéu chuan cua CLSI hodc twong duong.

Pia 90mm.

Bao goi bang mang ban tham Cellophane c¢6 tinh
ning chdng am gitp dam bao chat luong trong qua
trinh bao quan, dé dang phan huy bao vé moi
truong.

Thanh phan: Special peptone, Starch, Sodium
chloride, Defibrinated sheep blood, Agar,
Multivitox (bao gdm Vitamin B12, L-glutamine,
Adenine, Guanine, p-Aminobenzoic acid, L-
cystine, NAD (Coenzyme 1), Cocarboxylase,
Ferric nitrate, Thiamine, Cysteine hydrochloride),
pH: 7.3 +£0.2 6 25°C




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Dong goi: 10 dia/Hop"

234

MOi truong tao mau phat hién
cac tac nhan gy bénh nhiém
trung duodng tict ni¢u

"Pia thach d6 sin mau tring duc chira méi truong
tao mau duoc st dung dé dinh danh so bd va phan
biét tt ca cac vi sinh vat chinh 14 nguyén nhan giy
nén bénh nhiém tring dudng tiét niéu (UTI). Dia
90mm.

Bao goi bang mang ban thim Cellophane c6 tinh
ning chdng am giup dam bao chit luong trong
qué trinh bao quan, dé dang phan huy bao vé moi
truong.

Thanh phan: Peptone, Chromogenic mix,
tryptophane, Agar, pH: 6.8 £0.2 & 25°C;

bong goi: 10 dia/Hop"

235

Moi trudong phan 1ap cac vi
khuan Enterobacteriaceae

"Pia thach d6 sin chtra moi truong phan 1ap va
phan biét cho phat hién cac vi khuan
Enterobacteriaceae trong cac mau bénh phém co
nguon gbc lam sang. Pap ung: "Yéu cau kiém soat
chat luong t01 thiéu cho nha san xuat dbi voi moi
truong nudi cay do sin", theo tiéu chuan cua CLSI
hodc tuong duong. Pia 90mm.

Bao goi bang mang ban thAm Cellophane c6 tinh
ning chdng am gitip dam bao chit luong trong qua




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

trinh bao quan, dé dang phan huy bao vé moéi
truong.
Thanh phﬁn: Peptone, lactose, Bile salts, Sodium

chloride, Neutral red, Crystal Violet, Agar, pH:
7.1£0.2 ¢ 25°C

bong goi: 10 dia/Hop"

236

Moi truong nudi cay nam

"Pia thach d6 sin chtra moi truong cé pH thap
thuong dung dé nuoi cay va phan biét cac loai nam
khéac nhau, ndm moc, ndm men. Bia 90mm.

Bao goi bang mang ban tham Cellophane c6 tinh
ning chdng am gitp dam bao chat luong trong qua

trinh bao quan, dé dang phan huy bao vé mdi
truong.

Thanh phan: Mycological peptone, Glucose
(dextrose), Agar, pH: 5.6+ 0.2 § 25°C

bong goi: 10 dia/Hop"

237

Moi truong phan 1ap Shigella
va Salmonella

"Pia thach d6 sin dugc sir dung dé phan 1ap mot
sd Shigella va Salmonella tir cac mau bénh phém
Pap tng: "Yéu cau kiém soat chat luong t01 thiéu
cho nha san xudt d6i voi moi trudng nudi ciy do
san", theo tiéu chuan ctia CLSI hoic turong duong.
Dia 90mm.




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Bao goi bang mang ban thim Cellophane ¢ tinh
nang chéng am gitp dam bao chat luong trong qua
trinh bao quan, dé dang phan huy bao vé mdi
truong.

Thanh phﬁn: Beef extract, Peptone, Lactose,
Sodium thiosulphate, Amonium ferric citrate, Bile
salts, Trisodium citrate, Neutral red, Agar, pH:
7.0+£0.2 6 25°C

bong goi: 10 dia/Hop"

238

Moi truong tao mau phan 1ap
va phan biét Streptococcus
nhom B

"Pia thach d6 sin mau x4m nhat chira moi truong
tao mau chon loc dugce st dung dé phan 13p va
phan bi¢t Streptococcus nhom B. Bia 90mm.

Bao goi bang mang ban tham Cellophane c6 tinh
nang chong am gitip dam bao chat luong trong qua
trinh bao quan, dé dang phan huy bao vé mdi
truong.

Thanh phan: Peptone and yeast extract, Salts,
Chromogenic mix, Growth factors mix, Selective
mix, Agar; pH: 7.3x0.2 ¢ 25°C;

Dong goi: 10 dia/Hop"

239

Maéi trudng canh thang bd
sung khang sinh dung cho
tang sinh chon loc GBS

"Ong nhya chua 5ml moéi truong dang long co
khang sinh dung d¢€ tang sinh chon loc cho lién
cau, dac biét 1a lién cau nhom B (GBS)




STT

Ma phén/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Thanh phan: Infusion from 450 g fat-free minced
meat, Tryptone, Glucose, Sodium bicarbonate,
Sodium chloride, Disodium phosphate, Nalidixic
acid, Colistin sulfate, pH: 7.8+0.2 ¢ 25°C

Pong goi: hop 10 6ng"

240

Mbi truong ding cho kiém
tra sy nhay cam véi khang
sinh cta vi khuan khong kho
moc

"Pia thach d6 san duoc st dung dé kiém tra tinh
nhay cam khéang sinh ctia vi sinh vat khong khé
moc. Pia 90mm.

Bao goi bang mang ban tham Cellophane c6 tinh
nang chong am gitip dam bao chat luong trong qua
trinh bao quan, dé dang phan huy bao vé moéi
truong. Kiém tra chit luong bang cac chung chuan
dap mg yéu cau kiém soét chat lwong tdi thiéu
theo khuyén cdo ctia CLSI hodc twong duong.

Thanh phan: Acid Digest of Casein, Beef Extract,
Starch, Agar, Sodium chloride; pH: 7.3+0.2 &
25°C

Dong goi: 10 dia/Hop"

241

Maéi trudng dung kiém tra sy
nhay cam vé1 khang sinh doi
v&1 Haemophilus species

"Mbi trudng d6 sin thuong dung dé the hién thao
tac khang sinh d6 trong 1am sang, duoc dé xuat
bai CLSI cho kiém tra sy nhay cam véi khang sinh
d6i voi Haemophilus species. Pia 90mm.




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

Bao goi bang mang ban tham Cellophane ¢ tinh
nang chéng am gitp dam bao chat luong trong qua
trinh bao quan, dé dang phan huy bao vé mdi
truong.

Kiém tra qhét lugng bing cac chung chuén dap
ung yéu cau kiém soat chat lugng t6i thi€u theo
khuyén cao cua CLSI.

Thanh phan: Acid Digest of Casein, Beef Extract,

Starch, Yeast Extract, Hematin, NAD, Agar, pH
7.3+0.2

Dong goi: 10 dia/Hop"

242

Moi truong canh thang dung
cho tang sinh céc loai vi sinh
vat

"Ong nhya chtra 5Sml méi trudng giau dinh dudng
dung dé nudi cay cac loai vi sinh vat ké ca vi sinh
vat kho tinh. Pap tng: "Yéu cau kiém soat chat
luong t6i thiéu cho nha san xuit d6i voi moi
truong nudi cdy d6 sin", theo tiéu chuan cua CLSI
hodc tuong duong.

Thanh phan: Brain infusion solids, Beef heart
infusion solids, Proteose peptone, Sodium

chloride, Glucose, Disodium phosphate, pH 7.4 +
0.2 6 25°

Pong goi: hop 10 dng"




STT

Ma phan/16/Tén
phan/16

Tén hang hoa

Pic tinh thong s6 ky thuat

Yéu cau khac

243

Khoanh gidy khang sinh cac
loai

Hop goém 5 dng, m01 ong gdm 50 khoanh gidy
duong kinh 6mm tam khang sinh c6 ndng do xéac

dinh.




Luuy
Bét ky thwong hiéu, mi hiéu (néu c6) trong bang pham Vi cung cap néu trén dé
minh hoa céc tiéu chuén chat luong, tinh nang ky thuat yéu cau, nha thau co thé lra
chon du thau hang héa c6 ‘ngudn goc, xudt xr, nha san xuat thuong hi¢u, ma hi¢u phu
hop voi diéu kién cung cap nhung phai dam bao yéu cau cé tiéu chudn ky thuat, dic
tinh k¥ thuat, tinh nang st dung “twong duong”.
Nha thau phai cung cép catalog, tai liéu k¥ thuat do hing san xuét phat hanh (Néu
13 ngdn ngit nude ngoai phai cé ban dich sang tiéng Viét) co day du noi dung ching
minh théng s6 ky thuat ddi voi cac hang hoa tham du thau theo yéu ciu cua E-HSMT
va chju trach nhiém vé noi dung va tinh chinh x4ac gitra ban géc va ban dich.

Muc 2. Ban vé: Khong yéu cau
Muc 3. Kiém tra va thir nghiém

Kiém tra va van hanh thir thiét bi trudc khi nghiém thu. Kiém dinh trong truong
hop ¢6 yéu cau ciia chil dau tu hodc co quan c6 thim quyén va tudn theo cic vin ban
quy dinh cua phap luat hién hanh.

Muc 4: Miu Bing danh muc hang héa dy thiu

- Nha thau ké khai day du theo Mau NT - 01 duoi day va cung cép file dinh dang
excel kem E-HSDT cung ban in ky dong dau, hop 1€.

- Mau duéi day dung dé phuc vu danh gia vé k¥ thuat hang hoa chao thau cua nha
thau. Yéu cdu nha thau phai dién ddy du va chinh xac. Nha thau ty chiu trach nhiém vé
hau qua hoac su bat loi néu khong lam dang theo quy dinh. Viéc nha thau c6 tinh ké
khai thong tin khéng ding véi thong sé k¥ thuat ma nha san xut da cong bé nham muyc
dich vuot qua budc danh gia vé k¥ thuat dugc coi 1a hanh vi gian 14an trong dau thau quy
dinh tai khoan 4 Diéu 89 Luat Pau thau va sé& bi xir 1y theo quy dinh ctia Phap luit.



DANH MUC HANG HOA DU THAU
(PHAN DPANH GIA VE KY THUAT)

MAau NT - 01

Tén nha thau: ....... biachi: ......
Email: ...... S6 dién thoai nguoi phu trach thau: ......
. Pic tinh N o . S6 PK \
Mf‘. Ma Tén hang k¥ thuat Tel} héa D? ¢ thh Ma san Pha‘n luu Hang san Nuéc san May, Q,uy .. Sb lwgng Tr?? g tham
STT moi A . chat du ky thuét P loai N % % chay xét cach Don vi tinh A chiéu trong
thiu phan/1é hoéa theo E- thiu du thiu pham TBBYT hanh/GP xuat xuat nghiém déng gbi duy thau HSDT
HSMT : NK :
@» | Q) 3 (C)) ©) (6) ) ®) &) (10) (11) 12) (16) (14) 15) (16) a7)
Tong sb: .......... mat hang.
., hgay .... thang ... nam .....
Pai dién hop phap cia nha thau
(Ghi tén, chirc danh, ky tén va dong dau)
Ghi chu:

Céc thong tin trong DANH MUC HANG HOA DU THAU (Mau NT-01) 13 thong tin thuong mai ctia hang hoa dy thau, Nha thau dién chinh
xac theo thong tin san pham duy thau ciia minh, KHONG COPY tir thong tin tir trong E-HSMT cua Chu dau tu.
- (2), (3): Md moi thau, md phan 16: La md trong danh muc moi thau trong bang thong so ky thudt muc 1.2.3 chwong V.

- (4) Tén héa chat dw thau: Nha thau ghi diing tén thuwong mgi ciia hang hoa du thau (tén trén gidy phép lwu hanh san pham hodc bao bi san pham). Khong
copy tén nguyén vt ligu moi thiu

- (5) M san pham (Catalog Number): la s6 catalog ciia nha san xudt hodc ciia cong ty cung cap dé xdc dinh hang héa.

- (6) Phdn logi trang thiét bi y té: Pién logi AIBICID
Nha thau phdi cung cdp kém phiéu phén logi trang thiét bi y té.
- (7) S6 ding ky heu hanh/ Gidp phép nhdp khau: La sé dang ky hodc sé gidy phép nhdp khau do co quan c6 tham quyén cap.




-(8) Hang sdn xudt: la thé nhdn hodc phdp nhdn c6 trach nhiém doi véi viée thiét ké, san xudt, déng g6i va ghi nhan san pham truée khi san pham nay diege
dwa ra thi truong dwoi nhan hiéu riéng.
-(9) Nuée san xudt: Nube san xudt cia hang héa dw thau cin civ vao théng tin ghi trén mét trong cdc gidy to sau day:
+ Gzay phép nhap khau
+ 86 lwew hanh (bao gom ca gidy chimg nhan dang ky leu hanh);
+ Gidy chitng nhdn e hanh tw do va glay chirng nhdn dat tiéu chudn qudn Iy chat lwong ISO 13485.
-(10) Bdc tinh ky thudt: nha thau ghi ré tiéu chudn kj thudt ciia hang héa thwong mai dir thau, Khéng copy tiéu chudn kj thudt moi thau
- (11) Mdy chay xét nghiém: ghi tén mday ma héa chat cé thé sir dung
-(12) Quy cdch déng géi: Ghi cu thé quy cach déng géi ciia san pham di thau, cé tai liéu chirng minh.
- (13) Pon vi tinh: Pon vi tinh tham gia dw thau.

-(14): 86 heong dir thau: Nha thau tw ghi theo nguyén tic: s6 hrong di thau cé thé khdc sé lwong moi thau do khdc quy cach déng géi, va phdi dam béo tong
s6 lirong ciia ma dir thau khéng lom hon tong so lwong ké hoach ciia ma moi thau twong vmg.

- Nha thau phai chiu trach nhiém vé do chinh xdc cia toan bé cdc thong tin duoc liét ké trong biéu nay, mat hang du thau sé bi loai néu nha thau cung cdb
thong tin khong trung thuc.

- Nha thau phai nhdp dir liéu vao file excel theo mau trén dé tao su théng nhat dir lidu.
1.2.5. Hudng dén trinh bay cdc file trong E-HSDT ding tdi trén Hé thong:
Céc file dir li¢u ctua hang hoa dinh kém E-HSDT phai duoc phan chia riéng biét theo folder nhu sau:
1. Folder 1. Tinh hop 1¢:
- File Bao dam duy thau + tai liéu ching minh tinh hop 18 ctia nguoi ky thu bao lanh.
2. Folder 2. Nang lwce — kinh nghiém:
- File 1: Gidy chimg nhan tu cach phap nhan cta nha thau
- File 2: Chtig nhan di diéu kién mua ban TTBYT theo quy dinh hién hanh.
- File 3.1. Bao cao tai chinh nam __ (vi du: 2022)

- File 3.2. Bao cédo tai chinh nam _ (vi du: 2023)
- File 3.3. B&o cao tai chinh nam __ (vi du: 2024)
- File 4. X4ac nhan thyc hién nghia vy thué



- File 5. Hop dong twong tu 1 (bao gdm hop dong, bién ban nghiém thu/thanh Iy/héa don GTGT...) (Néu c6 nhiéu hop dong dé
chtng minh ning lic — kinh nghiém cta nha thau thi dit tén File 5.1. Hop dong s 1; File 5.2 Hop dong s6 2...)

... va cic tai lidu lién quan khac (néu co)
3. Folder 3. Ky thuat:

- Binh danh muc hang hoa du thau theo mau:

File 1. Bang danh muc hang hoa du thau
File 2. BAng danh muc hang héa du thau
- Tai liéu chting minh vé k¥ thuat ciia hang hoa dugc luu trong cac folder, mdi folder s& bao gom 01 hodc cac mat hang du thau co
cung hing san xuat hodc cuing tai liéu phap 1y, trong mdi folder dé nghi nha thau tach riéng cac file tai liéu va danh so thu ty
Folder 3.1. STT ___ (STT mdt hang trong danh muc hang héa dw thiu ciia nha thau vi du: STT 1, 2, 3):
+ File 1. Ban két qua phan loai TTBYT

+ File 2. S6 luu hanh (bao gom: Phiéu tiép nhdn/Phiéu thong tin hé so cong bo tiéu chudn dp dung, gidy chirng nhdan dang ky
lueu hanh, gidy phép nhdp khau, to khai hdi quan, v.v...)

+ File 3. Chitng nhan chat luong (bao gom: ISO 13485, ISO 9001, CE...)
+ File 4. Tai liéu k§ thuat (bao gom: ban goc va ban dich catalog, datasheet, brochure... do nha san xudt phat hanh).
+ Cac tai liéu lién quan khac (néu c6).

(twong tw Folder 3.2, Folder 3.3... cho cac hang héa c6 STT tiép theo)
Vidu:
Cach dat tén Folder k¥ thuat:



Folder 3.1. 5TT 34, 237

Folder 3.2. STT 159
Céch sép sap xép tai lidu trong folder k¥ thuat:
© File 1. Bng k&t qua phan loai TTBYT

“ File 2.56 Iluu hanh
© | File 3. Chiing nhan chét lugng

© | File 4. Tai liéu ky thuat



