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 d4u tu: Bénh vién Pa khoa tinh Ha Tinh

- Du todn mua sim: GT2- Mua vat tu st dung trong kham chita bénh
- Tén gbi thau: GT2- Mua vat tu sir dung trong kham chira bénh
- Nguén vén: Ngudn thu sy nghiép ctia Bénh vién Pa khoa tinh Ha Tinh
- Hinh thire Iya chon nha thau: Chao hang canh tranh qua mang

- Phuong thtrc lya chon nha thau: Mot giai doan, mot tUi ho so.

- Thoi gian bat dau t6 chire lya chon nha thau: Thang 10/2025

- Loai hop ddong: Pon gia cb dinh

- Thoi gian thuc hién hop dong: 12 thang ké tir ngay hop dong ¢ hiéu luc
- C6 nhiéu phan/16: C6

- Tuy chon mua thém: Khong

1.2. Yéu cau vé ky thugt

1.2.1. Tai liéu ching minh tinh hop l¢ ciia hang hoa

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

b. CO catalog hoic tai liéu k¥ thuat ciia nha san xuat ghi rd:

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

- Théng sb k¥ thuat hang hoa;

- Quy céch hang hoa (néu co);

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

- Ban phén loai trang thiét b y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP,

Nghi dinh s6 07/2023/ND-CP va cac quy dinh hi¢n hanh.

- S6 luu hanh con han theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s
07/2023/ND-CP va céac quy dinh phap luat hién hanh, cu thé nhu sau:

+ Dbi voi trang thiét bi y ’té' loai A, B: Phai cung cép s6 cong b (hoac Phiéu
thong tin) HO so cong bo tiéu chuén ap dung cua trang thiét bi y ¢ trén Cong
thong tin dién tir BO Y t& (dmec.moh.gov.vn).

+ Ddi vOi trang thiét bi y té loai C, D: Phai cung cp gidy chimg nhén ding ky luu

hanh hodc gidy phép nhap khau con han cua BO Y t€ theo quy dinh (D61 voi trang thiét



bi y té khong thudc danh muyc phai cap phép nhap khau theo quy dinh tai Thong tu
30/2015/TT-BYT thi Nha thau phai cung cap T khai hang hda nhap khau).

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

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

- Co m@t trong cac chig chi ISO 9001, ISO 13485, FDA, chirng nhan luu hanh
cua B0 y t€ hoac tuong duong

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

d. Pbi v6i hang hoa khong phai 1a trang thiét bi y té:

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

e. Céc yéu cau khéc:

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

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

+ Neéu 1a ban sao phai c¢6 chiing thyc ctia co quan chirc nang, néu tai li¢u dugc cap
truc tuyen thi phai c¢6 dau xac nhan ctia nha thau va nha thau chiu trach nhiém vé tinh
chinh xac ctia ngi1 dung

+ Néu sir dung bang tiéng nudc ngoai phai co ban dich sang tiéng Viét Nam va
nha thau chiu trach nhiém phéap 1y vé tinh chinh xac cta ndi dung dich thuat khi phat
hanh. Trong trudng hop c6 su sai khic giira ban dich va ban gdc thi Chu dau tu s&
danh gia dura vao ban gdc.

1.2.2. Théng sé ky thudt

Yéu cdu vé ddc tinh, théng sé ky thudt quy dinh trong muc nay la toi thiéu, chi
nham muc dich mé ta va khong nham muc dich han ché nha thau. Bat ky tiéu chudn vé
ché tao, cong nghé, quy trinh san xudt cdc vit tw va thlét bi ciing nhuw tham chiéu dén
nhan hi¢éu hang hoa, ky ma hiéu (néu cé) trong yeéu cau vé tiéu chuan ky thudt chi tiét
thugc noi dung yéu cau (tiéu chi danh gia chi tlet) chi nham muc dich mé ta cdc tiéu
chudn chat lwong, tinh nang kj thudt. Nha thau cé thé dwa ra cdc tiéu chudn chat
lwong, ky ma hiéu, nhdn hiéu hang héa khdc c6 ddc tinh, théng sé ky thudt twong
dirong hodc cao hon mién la nha thau cé thuyét minh gidi trinh va chitng minh mdt
hang dir thau cé tinh nang, ddc tinh, thong sé ky thudt trong dwong hodc cao hon so
Vo1 yéu cau quy dinh tai muc nay;



Quy cach dong

STT Tén hang hoa Yéu ciu k§y thuit hodic twong dwong o6
Thong s6 ky thuat:
* CAu tao:
- L0i la vat liéu Nitinol, hop kim siéu dan hdi.
- L&p ngoai 1a Polyurethane, ting tinh can quang bang
16p Tungsten.
- Lop phu ai nudc M coat.
1 Day dan dudng cho catheter | * Hinh dang dau tip: dau thang, goc 45 d6 hodc hinh 5 cai / Hop
loai ngdm nudc chir J (Straight, Angled, J-Curve) .
* Kich thudc:
- Chiéu dai: 150 cm
- Chiéu dai cua phén dau linh hoat: 3 cm, 5 cm, 8 cm
- Buong kinh: 0.035"
* Tiéu chuan CE hoic tuong duong
* Tiét trung: Oxide Ethylene hoac tuong duong
Thong s k thuat:
* Céu tao:
- Ldi 1a vat liéu Nitinol, hop kim siéu dan hoi.
- L&p ngoai 1a Polyurethane, ting tinh can quang bang
16p Tungsten
A X . - Lép phu ai nudéc Hydrophilic, M coat
2 Day dan duong cho catheter |, H?r?hpdang dau: dﬁuythérll)g, goc 45 d6 hodc hinh chir J 5 cai/ Hop

loai ngam nudc loai dai

( Straight, Angled, J-Curve )

* Kich thudc:

- Chiéu dai: 260 cm

- Chiéu dai ctia phan dau linh hoat: 3 cm
- Puodng kinh: 0.035"

* Tiéu chuan CE hoic tuong duong
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Tay dao dién ludng cuc mo
noi soi

Dao han mach lud1i th:fmg, duong kinh can Smm, chiéu
dai can 35cm/37cm, két hop voi may phat chinh
GEN11

Tiéu chuan CE hoic tuvong duong

6 cai/ hop

Tay dao ludng cuc mé mo

Dao han mach, duong kinh can Smm, chiéu dai can
25cm, két hop voi may phat chinh GEN11
Tiéu chuan CE hodc tuong duong

6 cai/ hop

Day dan siéu am dung cho
tay dao mo si€u am loai HP
Blue

Day dao siéu 4m dung cho m6 mé, cé b phan chuyén
doi dién nang thanh dao dong co hoc, tan sb 55,5 kHz
dung cho dau/ludi dao siéu am. SO 1an su dung > 95 lan,
tuong thich va sit dung duoc trén hé thong dao mo siéu
am cua Harmonic.

Tiéu chuin CE hoic trong duong

1 c&i/hop

Day dan siéu am dung cho
noi soi

Day dao si€u am dung cho md ndi soi, o bd phan
chuyén doi dién nang thanh dao dong co hoc, tan sb
55,5 kHz dung cho dau/ludi dao siéu am. Sb 1an st
dung > 95 lan, tuong thich va st dung duogc trén h¢
thong dao mo siéu 4m ciia Harmonic.

Tiéu chuan CE hoic twong duong

1 cai/hdp

Tay dao si€u am mo6 mé&

Tay dao cit cAm mau siéu Am md ma, ludi cong, chiéu
dai can 9 cm, chiéu dai ham 16mm, d6 m& ham 10mm,
tuong thich va sir dung duoc trén hé thong dao mo siéu
am ctia Harmonic. Trén tay cAm c6 nut bAm Max va
Min diéu chinh mirc nang lugng. Str dung véi ddy dan
siéu am HP Blue.

Tiéu chuan CE hoic twong duong

6 céi/ hop
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Tay dao mo si€u am ndi soi

Tay dao md siéu 4m ndi soi, mili cong chiéu dai miii
15mm, d0 m¢é miii 10mm. Duong kinh Smm, dai 36¢cm.
Can xoay 360 do. Trén tay cim c6 nut bAm Max, Min
diéu chinh muc niang luong. St dung véi day din siéu
am dung cho tay mo ndi soi.

Tiéu chuan CE hoic twong duong

6 cai/ hop

Bao huyét ap (Tré Em +
Nguoi 16n)

Bao do huyét ap dung cho nguoi 161/ tré em/ tré so sinh

01 cai/ tai

10

Qua bop huyét ap ( Tré Em +
Ngudi 16n)

Mau den, chét liéu Latex, dung thay thé trong bo huyét
ap ke.

01 cai / thi

11

Clip kep mach mau titan
Weck Horizon Ligating
Clips cac co

Clip kep mach mau titan, c6 cac ranh khia doc than clip
dam bao kep chic chén, cac ¢& S- L, kich thudc clip luc
méla 3.1 x2.7mm; 4.3 x 4.5mm; 6.6 x 7.4mm; 8.2 x
10.2mm; chiéu dai clip lic dong tuong tng 13 3.6mm;
5.9mm; 9.4mm:; 12.3mm.

Tiéu chuin CE hoic twrong duong

6 cai/ vi

12

Clip mach mau, chét liéu
polymer, cd M

* Chat liéu: clip chét liéu Polymer hoic twong duong,
vi chét liéu nhya ABS hoic twong duong; ding cho md
mé va mo ndi soi

* C6 khoa, kiéu khdp dong

* Co rang tich hop gitp Clip khong bi truot trén mé va
mach mau

- Co M: xanh da troi (blue), phu hgp mé va mach mau
c6 duong kinh 2 mm - 7 mm; chiéu rong clip 0,85+0,07
mm; chiéu dai mau 16i 2,05+0,2mm, duong kinh mau
16i 0,75+0,2mm; chiéu dai clip 6,9+0,5mm; chiéu dai
phan 16i 0,840,2mm; d6 day clip 0,8+0,3mm

6 cai/ vi
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* Tjéu chuin CE hoic tuong duong

13

Filter tips 10pl

Dac trung:

- 100% nhuya PP nguyén chit, d6 trong sudt cao;

- V0 trung, khong chira Dnase & RNase, khong géy sot
- thiét ké phu hop pho quat dé phui hop véi gan nhu tat
ca cac pipet don va da dung nhu Eppendorf, Gilson,
Rainin, Biohit, Brand, Finpipette v.v..

- Thé tich hut mau téi da 10ul

- Tiéu chuan ISO 13485 hoic twong duong

96 c4i/Hop

14

Filter tips 100ul

bac trung:

- 100% nhwa PP nguyén chat, d trong subt cao;

- Vo trung, khong chira Dnase & RNase, khong gay sot
- thiét ké phu hop pho quét dé phu hop véi gan nhu tat
ca cac pipet don va da dung nhu Eppendorf, Gilson,
Rainin, Biohit, Brand, Finpipette v.v..

- Thé tich hut mAu téi da 100pl

- Pat tiéu chuan ISO 13485 hoic twong duong

96 cai/Hop

15

PCR tube 0.1ml

- Dai 8 6ng PCR 0.1ml

- Chit liéu: polypropylene (PP) (USP Class VI)

- Khong chirta DNAse/RNase, Pyrogen

- Nap phang, phii hop véi phan tng realtime PCR, per
- Bong goi: 125 thanh/hdp (8 céi/thanh)

- Pat tiéu chuan ISO 13485 hoic twong duong

125 dai x 8 6ng/
hop

16

Que ldy mau bénh pham

Than que bang gd/nhya, dau cotton, chiéu dai ~175mm
. Bong goi riéng tung chiéc trong 6ng nhua PP, tiét

trung bang EO Gas. Str dung dé thu thap, luu tri, truyen

mau vt va sir dung rong rii trong nha khoa, da liéu,

1 cai/ tai
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phu khoa, tiét niéu va cac mau bénh phém khac..
Tiéu chuan CE hodc tuong duong.

17

Que chi thi hoa hoc

Que thtr ¢6 chi thi héa hoc nhan dang H202, chuyén tur
d6 sang vang/mau biéu thi trén thanh d6i ching (hoic
sang hon) khi tiép xuc véi H202. Tuong thich véi cac
dong may tiét khuan STERRAD . Dat tiéu chuan: EC,
ISO, CFG hodc tuong duong.

Hop/1000 que

18

Thiét bi kiém tra 16 hap

G6i Bowie-Dick test dung cho tiét khuan hoi nuée. Goi
chtra test Bowie-Dick muc chi thi nhay cam vé1 hoi
nudce. Kich thude 12.7x11x1.7cm

- Xéc dinh chit luong 10 hip vé: kha ning xuyén thau
hoi nudc, kha ndng hat chan khong, hién tuong 1o ri khi
0.

- Dung cho 10 hoi nuéc hut chan khong 132-134°C
trong thoi gian 3.5 - 4 phit dé kiém tra chat luong 10
hap hang ngay

- Pam bao hiéu suat twong duong véi goi khan Bowie
Dick tiéu chuan mo ta trong AAMI ST79

- Muc in khong chi (Lead Free).

- Vach chi thi chéo dirt giy s& chuyén sang mau
nau/den déng déu néu 16 dat chat lugng.

- Mau chi thi s duy tri trong vong 24 thang sau khi tiét
khuan.

- Thanh phan: Coated paper 90 - 98%, Sulphur 1-2%,
Acrlyic Polymer 0-1%.

- Tiéu chuan CE hoic tuong duong.

6 goi/tui,
5 thi/thung

19

Sterrab 100S Cassettes

Bing dung hoa chat H202 ding cho may tiét tring

Hop/5 bang
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nhiét do thap STERRAD 1008
- Méi bang gom 10 cell mdi cell chira 1,8ml H202
58%.
Tiéu chuan CE hodc tuong duong
B¢ bao dudng dinh ky cap 1 cho méy STERRAD 1008,
o | Bobio i L miy | 907 b sy 1y b i
khuén STERRAD 100S g9 Py g -
ctia may tiét khuan bi hao mon hodc xudng cap sau qua
trinh st dung
B6 bao dudng dinh ky cap 2 cho may STERRAD 100S,
j | Bobiodmemiyis |G lmlemnd 220 oy ieicoing iy |
Khuin STERRAD 100S eo dicu ki¢n nao deén trudce), bao go céac phy ting 0
ctiia may tiét khuan bi hao mon hoic xudng cap sau qua
trinh su dung
Gidy in két qua diing cho -1 (%;y in 2 16p dung in két qua tiét trung may Sterrrad
22 may ti¢t khuan STERRAD A A A KL Cudn
100S -Ch@urongcuongmy.76mn1
- Chiéu dai: 30.48m
Bine muc in dine cho mav |~ Muyc in dung cho may in may ti¢t trung sterrad 100S.
23 i kghué}l STERﬁAD | ooé - C6 2 mau den va do, mdi mau in dugc 750.000 kY tu. Bing
j - Kich thuéce bang muc: 122 mmm x 64 mm x 20,8 mm.
Que do mau nuée sir dung phat quang (ATP) dé giam . .
24 Que do ATP mau bé mit sat Viég: lam sach bé mit. 10 qUEIﬂ?l‘j)r:’ 10 goi/
Cho két qua doc trong vong 10 gidy g
Que do mau nuée sir dung phat quang (ATP) dé giam . .
25 Que do ATP mau nudc sat viéc lam sach noi soi 6ng mém trudc khi dua di tiét 10 que/ goi, 10 goi/

trung hoic khir tring & mirc d6 cao thong qua mau

thung
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nudc.
Cho két qua doc trong vong 10 gidy

26

Que lay bénh pham ( Can gd)

DPuoc 1am bang gé, khong c6 bong, chiéu dai que 15cm
- ba tiét trung bang khi EO

Tui 100 cai

27

Day dan (Hydrophilic
thuong)

- Chat liéu 15i Nitinol; phit Hydrophilic; mau xam den
- Cac ¢5: 0.032"; 0.035", dai 150cm.
- Tiéu chuan CE hodac tuong duong

01 cai/goi

28

Day din (van den vang)

- Céac c0: 0.032°°- 0.035’, dai 150cm

- Co dung cu day, c6 dinh vi dén duong

- Pau thang, 1i Nitinol chéng gap khuc, doan dau trén
dai 65mm, c6 phu 16p hydrophilic. vo van. Pau tip
chtra Vonfram gitp nang cao hinh anh dudi néi soi
huynh quang

- Tiéu chuan CE hoic tuong duong

01 cai/goi

29

Dinh lugng Free T4

- Pham vi phan tich: 0,25-6 ng/dL [3,2-77,2 pmol/L] -
Phuong phap xét nghiém: mién dich enzym hai budc -
Thanh phan: R1a: Cac hat thuan tir Dynabeads phu
streptavidin trong dung dich dém TRIS c6 protein
(chim), chat hoat tinh bé mit, 0,125% NaN3 va 0,125%
ProClin 300. R1b: Dung dich mudi dém TRIS c6
protein (chim), chat hoat tinh bé mit, < 0,1% NaN3 va
0,1% ProClin 300. R1c: Dung dich mudi dém TRIS c6
protein (chim), chat hoat tinh bé mat, 0,125% NaN3 va
0,125% ProClin 300. R1d: Chat cong hop
triiodothyronine-photphataza kiém (bo) trong dung dich
dém TRIS co protein (chim), chat hoat tinh bé mit, <
0,1% NaN3 va 0,1% ProClin 300. R1e: Khang thé

2x50 test/Hop
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khang Thyroxine (T4) don dong & chudt duoc lién két
v6i biotin trong dung dich dém TRIS c¢6 protein (chim
va chuot), chét hoat tinh bé mat, 0,125% NaN3 va
0,125% ProClin 300.

30

Dinh lugng Testosterone

- Pham vi phan tich: 0,1-16 ng/mL [0,35-55,5 nmol/L]
- Phuong phap xét nghiém: mién dich enzym lién két
canh tranh

- Thanh phan:

Rla: Cac hat thuan tir pha khang thé dé khang 1gG
chudt; chat cong hop testosterone — phosphatase kiém
v6i albumin huyét thanh bo (BSA), < 0,1% natri azit va
0,1% ProClin 300. R1b: Dung dich xur ly mau, < 0,1%
natri azit. R1c: Khang thé don dong khéng testosterone
(chuot), protein (BSA, chudt, dé€), < 0,1% natri azit,
0,1% ProClin 300.

2x50 test/Hop

31

Dung dich phu tr¢ cho xét
nghiém mién dich
T3/T4/Vb12

-Muc dich: Tham gia va qua trinh xét nghiém dinh
luong T3, T4 va VB12
'-Thanh phan: 0,4 N natri hydroxit

6 x 23.6 mL/Hop

32

Chat hiéu chuan cho xét
nghiém CA 125

- Muc dich st dung: dugc dung cho chan doan in vitro
trong hi¢u chuan xét nghiém CA 12511

- Thanh phan: dong kho. Sau khi hoan nguyén, ndng do
CA 125 cao hoic thap; albumin huyét thanh ngudi co
chit dém; natri azit (<0,1%); chét béo quan

2 X2X2mL/Hop

33

Chat hiéu chuan xét nghiém
CA 15-3

- Muc dich stir dung: duogc dung cho chan doan in vitro
trong hiéu chuan xét nghiém CA 15-3

- Thanh phan: déng kho. Sau khi hoan nguyén, nong do
CA 15-3 cao hoic thap (nguoi); huyét thanh ngua; natri

2 x2x2mL/Hop
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azit (0,1%); chit bao quan

34

Chat hiéu chuin xét nghiém
aTG

-Muc dich: dugc dung cho chan doan in vitro trong
hiéu chuén xét

nghiém aTG

'-Thanh phan: Nong d¢ anti-Tg thip hodc cao; huyét
tuong nguoi,

2x2x 1 mL/Hop

35

Chat hiéu chuan cho cac xét
nghi¢m FT3, T3, T4, TUp va
FT4

- Muc dich str dung: duoc dung cho chan doan in vitro
trong hiéu chuan cac xét nghiém: FT3, T3, T4, TUp va
FT4

- Thanh phan: dong kho. dong kho. Sau khi hoan
nguyén, nong do triiodothyronine (FT3) tu do,
triiodothyronine (T3), thyroxine (FT4) ty do, thyroxine
(T4), protein lién két tuyen giap khong bao hoa va
theophylline cao hoic thap; huyet twong ngudi; natri
azit (0,2%); chit bao quan; chit 6n dinh protein

2 x 2 x 5 mL/Hop

36

Chat hiéu chuan cho cac xét
nghiém Dig, FSH, LH, PRL
va ThCG

- Muc dich str dung: duoc dung cho chan doan in vitro
trong hiéu chuin cac xét nghiém sau day: Dig, FSH,
LH, PRL va ThCG

- Thanh phan: dong khé. Sau khi hoan nguyén, ndng do
digoxin cao hodc thap, hormone kich thich nang trimg
(FSH), hormone kich thich thé vang (LH), hormone tiét
sita, gonadotropin kich thich t6 mang dém ¢ nguoi
(hCG) va TSH; huyét thanh ngua

2 x2x5mL/Hop

37

Chat hiéu chuan cac xét
nghiém AFP va CEA

- Muc dich stir dung: duoc dung cho chan doan in vitro
khi hiéu chuan cac xét nghiém AFP va CEA.

- Thanh phan: déng kho. Sau khi hoan nguyén, cac
ndng do thap hodc cao cua alphafetoprotein (¢ ngudi)

2 x2x2mL/Hop
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va khang nguyén carcinoembryonic (& ngudi); chit dém
BSA; natri azit (< 0,1%); chat bao quan
- Muc dich str dung: duoc dung cho chan doan in vitro

Chat hiéu chuan cho xét trong hiéu chuan xét nghi¢ém aTPO
38 nghiém ty khang thé khang | - Thanh phan: Nong d6 khang thé khang TPO (ngudi) 2x2x | mL/Hop
peroxidase tuyén giap thap hodc cao trong huyét tuong ngudi; natri azit (<
0,1%); chat bao quan
- Muc dich st glung: dugc dung cho chan doan in vitro
P 2, A trong hiéu chuan xét nghiém PSA

39 Chat hicu ckI;uSaX xétnghiem | _ Th%anh phan: dong k}%é. Sau khi hoan nguyén, PSA 2 x2x2mL/Hop
(ngudi) ndng do thap hodc cao; huyét thanh dé; natri
azit (< 0,1%); chét bao quan
- Muc dich str dung: duoc dung cho chan doan in vitro

Vat liéu kiém sodt chét lu’gng lg_lll_lp tgeo doi @6 chum va d6 chinh x4ac cia xét nghiém

40 kh)e(ifltgnsel}f;il dtigltlj;égnﬂ;ép - Thanh phén: Nong d6 khac nhau cua khang thé khéng 2 x 3 x2 mL/Hop
TPO, huyét turong ngudi; natri azit (< 0,1%); chat bao
quan
-Muc dich: Dung dé pha lodng mau

41 Dung dich pha loang 1 '-Thanh phan: Huyét thanh ngya; natri azit (0,1%); chat 2 X 25 mL/Hop
bdo quan
"- Muc dich sir dung: Dung dich pha lodng mau cac xét

42 Dung dich pha loang 2 nghiém mién dich 2 x 10 ml/Hop
- Bdo quan: 2-8°C
-Muc dich: Dung dé pha lodng mau

43 Dung dich pha loang 11 '-Thanh phan: Dung dich dém Tris; huyét thanh dé; cac 2 x 5 mL/Hop

chit 6n dinh
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protein; cac chat bdo quan

44

Dung dich pha lodng 13

-Muc dich: Dung g‘Ié pha loang mau ‘
'-Thanh phan: Chat dém; chat hoat tinh bé mat; natri
azit (< 0,1%)

2 x 10 mL/Hop

45

Dung dich rtra kim 1

-Muc dich: Hé thong s& rira dng hut thude thir dé giam
bot tac dong tiém an gitra cac lan xét nghiém.
'-Thanh phan: 0,4 N natri hydroxit

2 x 25 mL/Hop

46

Dung dich rtra kim 3

-Muc dich: Dung dich rtra dau do
-Thanh phan: Nuéc mudi dém phosphat; natri azit (<
0,1%); chat hoat tinh bé mat

2 X 25 mL/Hop

47

Thubc thir xét nghiém dinh
luong Free Beta HCG

- Muc dich str dung: str dung chan doan trong viéc xac
dinh dinh luong tiéu don vi beta tu do cua gonadotropin
mang dém trong huyét thanh nguoi

- Thanh phan: Géi thudc thtr chinh:

- Thubc thir Lite: Khang thé don dong chudt beta HCG
chbng ty do danh dau acridinium ester trong dung dich
dém; albumin huyét thanh bo (BSA)

- Pha rin: Khang thé don dong chudt beta HCG chdng
tu do dugc phu vi hat thuén tir (0,75 mg / mL) Chat
hiéu chuan: dong kho. Sau khi hoan nguyén, beta HCG
tu do cuia con nguoi; BSA; huyét thanh bo;

100 Tests/Hop

48

Thubc thir xét nghiém dinh
lugng protein-A huyét tuong

- Muc dich str dung: duoc dung dé chan doan in vitro dé
do dinh lugng protein-A huyét twong lién quan dén thai
ky trong huyét thanh nguoi

- Thanh phan: Géi thudc thir chinh:

-Thubc thir Lite: Khang thé khang PAPP-A don dong &
chudt duoc gén nhén acridinium ester; chat dém;

100 Tests/Hop
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albumin huyét thanh bo (BSA);

-Pha ran: C4c vi hat thuan tir dugc bao phu boi khang
thé khang PAPP-A don dong & chudt (0,35 mg/mL);
Chét hiéu chuan: Huyét thanh nguoi; huyét thanh bo -
Khoang do: 0,01-10,00 IU/L (mIU/mL)

49

Thudc thir xét nghi¢m dinh
lugng CK-MB

- Muc dich str dung: dung cho chin doén in vitro trong
qua trinh dinh lugng CK-MB trong huyét thanh va
huyét tuong nguoi (heparin)

- Thanh phan: Géi thudc thir chinh:

-Thudc thir Lite: Khang thé khang CK-MB don dong ¢
chuét (~0,11 pg/mL)

dugc gan nhan acridinium ester trong chat dém;

- Pha rin: Khang thé khang CK-BB don dong ¢ chudt
(~0,06 mg/mL)

dugce lién két cong hoa tri voi céac hat thuan tur trong
chat dém;

- Khoang do:0,18-300,00 ng/mL (0,002—3,75 nmol/L)

Hop 100 test

50

Chat hiéu chuin cho xét
nghiém CK-MB

- Muc dich sir dung: dung cho chan doan in vitro trong
hiéu chuén xét nghi¢m

- Thanh phan: dong kho. Sau khi hoan nguyén, nong do
cao hoic thap cia

CKMB (nguoi); huyét thanh ngya; gentamicin sulfat;

Hop 2 x 2 x2ml)

51

Thubc thir xét nghiém dinh
lugng 25(OH) vitamin D
toan phan

- Muc dich sir dung: dung cho chan doén in vitro nham
dinh lugng 25(OH)vitamin D toan phan trong huyét
thanh va huyét twong ngudi (EDTA, lithium heparin va
natri heparin)

- Thanh phan: + Géi thudc thir chinh:

Hop 100 test
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-Thudc thtr Lite: Khang thé khang 25(OH)vitamin D
don dong & chudt dugc gin nhén acridinium ester (~0,8
pg/mL) trong chat dém; albumin huyét thanh bo;
-Pha ran: Khang thé khang fluorescein don dong &
chudt duoc phu bang céc hat thuan tir (~0,60 mg/mL)
trong chat dém; albumin huyét thanh bo;
+Thudc thir phu: Vitamin D-analog tuong hop véi
fluorescein (~0,2 pug/mL) va 1-anilinonaphthalene-8-
sulfonic acid trong chat dém; Goi thudc thir phu : Chat
chbng dinh trong dung dich mudi dém; CAL: Sau khi
hoan nguyén, néng d 25(OH)vitamin D cao hoac thap;
huyet tuong ngudi c6 chat dém da khir xo; albumin
huyét thanh bo; cholesterol;
- Khoang do: 4,20-150,00 ng/mL (10,50-375,00
nmol/L)

52

Vit liéu kiém soat chat lugng
xet nghiém Vitamin D toan
phan (VitD QC)

-Muc dich st dung: dugc dung cho chan doan in vitro
trong khi theo déi d6 chum va do chinh xac cua xét
nghiém VitD

-Thanh phan: déng kho. Sau khi hoan nguyén, néng do
25(OH)vitamin D cao hodc thap; huyét twong ngudi co
chat dém, da khir xo v6i albumin huyét thanh bo;
cholesterol

Hop 3x2x2ml)

53

Thudc thir xét nghiém C-
Peptide

- Muc dich stir dung: duoc dung cho chan doan in vitro
nham dinh lugng peptide C trong huyét thanh va nudc
tiéu ctia nguoi

- Thanh phan: Géi thudc thtr chinh

+ Thudc thtr Lite: Khang thé khang peptide C don dong

100 tests/Hop
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0 chudt (~0,29 pg/mL)

+ Pha ran: Khang thé khang peptide C don dong ¢
chudt (~2,3 ug/mL) duoc lién két cong hoa tri véi cac
hat thuan tir trong chat dém photphat

- Khoang do:

+ Huyét thanh: 0,05-30,00 ng/mL

+ Nude tiéu: 0,50-300,00 ng/mL

54

Thubc thir xét nghiém dinh
lugng testosterone toan phan

- Muc dich sir dung: duoc dung cho chan doan in vitro
trong qua trinh dinh lugng testosterone toan phan (gan
két va khong gan két) trong huyét thanh va huyét tuong
nguoi

- Thanh phan: Géi thudc thir chinh

'+ Thudc thir Lite: Hapten dugc gan nhén acridinium
ester (36 pg/mL) trong dung dich mudi dém; chit bao
quan

'+ Pha rin: Hat latex phu streptavidin (0,33 g/L) trong
dung dich mudi dém; chét bao quan

'+ G6i thude thir phy: Chét giai phong: Chat giai phong
steroid (0,4 pg/mL); khang thé khang testosterone don
dong & ctru, dugc gin biotin (27 pg/L) trong dung dich
mudi dém; chit bao quan

'+ Chét hiéu chuan: dong kho. Sau khi hoan nguyén,
testosterone loai USP néng do cao hoac thép dugc pha
thém vao huyét twong ngudi da tach fibrin, tach bang
than hoat tinh; natri azit (0,1%); chét bao quan;

'- Khoang do: 7,00-1500,00 ng/dL (0,24-52,05 nmol/L)

100 tests/Hop

55

Vit liéu kiém soat chat luong

- Muc dich st dung: dung dé chan doan in vitro dé theo

2x 1x7mL/Hop




STT

Tén hang hoa

Yéu ciu k§y thuit hodic twong dwong

Quy cach dong

gol
xét nghiém Anti-CCP IgG | doi d0 chum va d¢ chinh xac cua xét nghi¢m aCCP
- Thanh phan: Céc nong do khac nhau cta huyét tuong
ngudi phan tng v6i CCP; chat dém; albumin huyét
thanh bo; natri azit (< 0,1%)
Dung dich pha loang 1 ding | - Myc dich: Dung dé pha loing miu
56 cho may xét nghiém mién | - Thanh phan: Huyét thanh ngya; natri azit (0,1%); chat 2 x 25 mL/Hop
dich bao quan
Dung dich pha loang 10 ) Mu‘c diCh; Pﬁng de pha loAéng n?é.u . £
57 dung cho méy xét nghiém | - Thanh‘phan.ADung d;cP demATrls, albumin huye.t . 2 x 5 mL/Hop
midn dich thanh bo; huyet thanh dé; huyét thanh chudt; natri azit
i (<0,1%); chat bdo quan
S8 | eho miy nétnghiem midn | “Mue dich Ding dé pha loang mu 2 x5 mL/Hop
dich -Thanh phan: Huyét tuong nguoi; natri azit (0,1%) i
- Muc dich str dung: duoc dung cho chan doan in vitro
trong hiéu chuan cac xét nghiém sau day: Dig, FSH,
LH, PRL va ThCG
Chat hiéu chuan cho céc xét | - Thanh phan: déng kho. Sau khi hoan nguyén, nong do
59 nghi¢m Dig, FSH, LH, PRL | digoxin cao hodc thép, hormone kich thich nang trirmg 2 x 2 x5 mL/Hop
va ThCG (FSH), hormone kich thich thé vang (LH), hormone tiét
sita, gonadotropin kich thich t6 mang dém ¢ nguoi
(hCG) va TSH; huyét thanh ngua; chat 6n dinh protein;
natri azit (< 0,1%); chat bao quan
: ~ , - Muc dich: Dung dich pha loang mau
60 Dung dich pha loang xét - Thanh phén: lelgét dénll); album?n huyét thanh bo; cac 2 X 5 mL/Hop

nghiém Enhanced Estradiol

chat bao quan
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Dung dich pha lodng 13 - Muc dich: Dung dé pha loang mau
61 dung cho may xét nghiém | - Thanh phan: Chat dém; chét hoat tinh bé mat; natri 2 x 10 mL/Hop
mién dich azit (< 0,1%)
- CO gi4 tri tham chiéu cho hau hét cdc may phan tich ty
dong
- Cung cip mot giai phap hiéu qua cho cac phong xét
Mau noi kiém cho xét nghiém tap trung vao cac xeét nghiém thuong quy
62 nghiém mién dich thuong | - Thanh phan: huyét thanh nguoi, dang long Hop 12 19, 5 mL/lg
quy, mirc néng do 1 - Han stir dung 2 nam ké tir ngdy san xudt khi bao quan
6-20°C dén-70°C
- On dinh trong 14 ngay sau khi mé nap ¢ nhiét 46 28
°C dbi véi hau hét céc phan tich
- C6 gia tri tham chiéu cho hau hét cdc may phan tich ty
dong
- Cung cap mot giai phap hiéu qua cho cac phong xét
Mau n6i kiém cho xét nghiém tap trung vao cac xet nghiém thuong quy
63 nghiém mién dich thuong | - Thanh phan: huyét thanh nguoi, dang long Hop 12 19, 5 mL/lg
quy, mirc ndong do 2 - Han st dung 2 ndm ké tr ngay san xuat khi bao quan
§-20°Cdén-70°C
- On dinh trong 14 ngay sau khi mé nip ¢ nhiét 46 2-8
°C d6i v&i hau hét cac phan tich
- C6 gia tri tham chiéu cho hau hét cdc may phan tich ty
Mau néi kiém cho xét d‘éng C sl L e
64 nghiém mién dich thuong | ung cap mot giai phap hicu qua cho cac phong xct Hop 12 19, 5 mL/lg

quy, muc nong do 3

nghiém tap trung vao cac xét nghiém thuong quy
- Thanh phan: huyét thanh nguoi, dang long
- Han sir dung 2 nam ké tir ngdy sdn xuat khi bdo quan
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§-20°Cdén-70°C ,
- On dinh trong 14 ngay sau khi mé nap ¢ nhiét d6 2-8
°C doi1 véi hau hét cac phan tich

65

Mau néi kiém cho xét
nghi¢m mién dich hoc, muc
nong do 1

- Thanh phan: Huyét thanh nguoi, dang long.

- C6 cac gia tri tham chiéu cho hau hét xét nghiém mién
dich chinh

- Chira hon 30 loai protein va chat phan tich trong huyét
thanh, bao gdm ca xét nghiém khéng thé khang CCP
(Cyclic Citrullinated Peptide) va Rheumatoid Factor

- Thoi han st dung 2 nam ké tir ngay san xuét khi bao
quan ¢ - 20°C dén - 70 °C

Do 6n dinh sau khi mé lo 1a 30 ngay khi bao quan & 2—
8 °C d6i v6i hau hét cac chat phan tich

Hop 6 1o, 1 mL/ 1o

66

Mau néi kiém cho xét
nghi¢m mién dich hoc, muc
nong do 2

- Thanh phan: Huyét thanh nguoi, dang long.

- C6 cac gia tri tham chiéu cho hau hét xét nghiém mién
dich chinh

- Chira hon 30 loai protein va chat phan tich trong huyét
thanh, bao gdm ca xét nghiém khang thé khang CCP
(Cyclic Citrullinated Peptide) va Rheumatoid Factor

- Thoi han sir dung 2 nam ké tir ngdy san xuat khi bao
quan & - 20°C dén - 70 °C

D6 6n dinh sau khi mé lo 1a 30 ngay khi bao quan & 2—
8 °C d6i v6i hau hét cic chit phén tich

Hop 6 1o, 1 mL/ 1o

67

Mau néi kiém cho xét
nghi¢m mién dich hoc, muc
nong do 3

- Thanh phan: Huyét thanh nguoi, dang long.

- C6 cac gia tri tham chiéu cho hau hét xét nghiém mién
dich chinh

- Chira hon 30 loai protein va chat phan tich trong huyét

Hop 6 1o, 1 mL/ 1o
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thanh, bao gdm ca xét nghiém khang thé khang CCP
(Cyclic Citrullinated Peptide) va Rheumatoid Factor

- Thoi han st dung 2 niam ké tir ngdy san xuét khi bao
quan ¢ - 20°C dén - 70 °C

Do 6n dinh sau khi mé lo 1a 30 ngay khi bao quan & 2—
8 °C d6i voi hau hét cac chat phan tich

68

Mau noi kiém cho xét

nghi¢m mién dich dic hiéu,

murc nong do 1

Dung cho xét nghiém mién dich chuyén dung hd trg
phong mé / _phong cap ctru, bénh vién, phong kham

- Thanh phan huyét thanh ngudi, dang long

- Bao gdm cac thong sb: 25- Hydroxy Vitamin D, Anti-
Thyroglobulin (Anti- Tg), Anti- Thyroperoxidase (Anti-
TPO), C- Peptide, Erythropoietin (EPO), Insulin
Growth Factor | (IGF- 1), Intact PTH, Osteocalcin

- Han st dung 3 ndm ké tr ngdy san xuat khi bao quan
§-20°Cdén-70°C

- D6 6n dinh sau khi mé& nép 1a 30 ngay khi bao quan &
& 2-8 d6i voi hau hét céc chat phan tich

Hop 6 1o, 5mL/ 1o

69

Mau noi kiém cho xét

nghi¢m mién dich dac hiéu,

murc nong do 2

Duing cho xét nghiém mién dich chuyén dung hd tro
phong mé / phong cép ctru, bénh vién, phong kham

- Thanh phan huyét thanh nguoi, dang long

- Bao gdm céc thong so: 25- Hydroxy Vitamin D, Anti-
Thyroglobulin (Anti- Tg), Anti- Thyroperoxidase (Anti-
TPO), C- Peptide, Erythropoietin (EPO), Insulin
Growth Factor I (IGF- 1), Intact PTH, Osteocalcin

- Han sir dung 3 nam ké tir ngdy san xut khi bao quan
§-20°Cdén-70°C

- D6 6n dinh sau khi m& nép 1a 30 ngay khi bao quan &

Hop 6 1o, 5 mL/ 1o
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& 2-8 dbi voi hau hét cac chat phan tich
Dung cho xét nghiém mién dich chuyén dung hd tro
phong mé / phong cép ctru, bénh vién, phong kham
- Thanh phan: huyét thanh nguoi, dang long
- Bao gbém cac thong sé: 25- Hydroxy Vitamin D, Anti-

Mau noi kiém cho xét Thyroglobulin (Anti- Tg), Anti- Thyroperoxidase (Anti-
70 nghiém mién dich dic hiéu, | TPO), C- Peptide, Erythropoietin (EPO), Insulin Hop 6 1o, SmL/ 1o
murc nong do 3 Growth Factor I (IGF- I), Intact PTH, Osteocalcin
- Han str dung 3 nam ké tir ngdy san xut khi bao quan
§-20°Cdén-70°C
- P9 6n dinh sau khi m& nép 1a 30 ngay khi bao quan &
& 28 ddi v&i hau hét cac chat phan tich
Mau noi kiém cho xét
71 nghiém huyét thanh thai ky, | - Thanh phan: Huyét thanh ngudi, dang 1ong. Hop 6 1o, 1 mL/ 1o
3 mirc ndng do
Dung dich Iam mat bong dén -‘Muc fiicl} S&Adung: dung A’cho chan doan in vitro trong A
72 cho may xét nghiém sinh hod lam mat h¢ thong quang ké 1 x 250 mL/Hop
' - Thanh phan: Propylene glycol (30%)
- Muc dich str dung: thudc thir dung cho chan doan in
Dung dich kiém tra pha vitro dé theo ddi va diéu chinh ty 1¢ pha loing cho xét
loang xét nghiém dién giai | nghi¢m IMT Na K CI A
73 dé kgiém tlrag pha loang )g(ét - Thanh phan: Natri clorua (0,63%); kali clorua 6 x 2 ml/Hop
nghiém dién giai (0,03%); natri bicarbonate
(0,15%); natri carbonate (0,07%)
Chét hiéu chudn xét nghiém | - Muc dich sir dung: dung cho chan doan in vitro dé
74 : i hi€u chuan xét nghiém hoa hoc: Alb, Ca, CA 2, 12 x 3 mL/Hop

sinh hoa

Chol 2, Crea 2, Crea3, DBIil 2, ECre 2, ECre3, ECrel,
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GluH_3, GluO, Iron_2, Irong3, Li, LITH_2, Mg, Mg_2,
IP, TBil_2, TP, TP_2, Trig, Trig_2, UA, UN, va UN_c
- Thanh phan: Dong kho; hoan nguyén thanh 3,0 mL/lo;
Chat dang dugc phan tich cho cac xét nghiém duoc ligt
ké trong Muc dich st dung; huyét thanh bo; chat bao
quan

75

Thubc thir xét nghiém dinh
luong Protein nudc tieu/ dich
nao tuy

- Muc dich str dung: Hoa chat duoc dung cho chan doan
in vitro nham dinh lugng protein toan phan trong nudc
tiéu hodc dich nio tay nguoi

- Thanh phan: Pyrogallol red (0.20 mM) trong methanol
(5%); sodium molybdate (0.35 mM), chat hoat dong bé
mit va cht bao quan

- Dai do: 6.0-250.0 mg/dL (60—2500 mg/L)

4 x 370 Tests/HOp

76

Thudc thtr xét nghiém dinh
luong Microalbumin

- Muc dich str dung: Hoa chat duogc dung cho chan doan
in vitro trong qua trinh dinh lugng albumin trong nudc
tiéu

- Thanh phan:

+Thudc thtr 1 (R1): Polyethylene glycol (6%); natri azit
(0,09%);

+ Thudc thir 2 (R2): Khang thé khang albumin ngudi
(dé); natri azit (0,09%)

- Dai do:0,3-38,0 mg/dL (3—380 mg/L)

4 x 210 Tests/Hop

77

Pinh lugng Glucose

Hoa chat ding cho xét nghiém Glucose ; dai do: 0.6-45
mmol/L ; phuong phap: Hexokinase, budc song 340
nM. Thanh phan: Bém PIPES (pH 7,6) 24,0 mmol/L,
ATP > 2,0 mmol/L, Hexokinase > 0,59 kU/L, G6P-DH
> 1,58 kU/L

4x53ml+4x27ml/H
op
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78

bo hoat do CK (Creatine
Kinase)

Héa chit dung cho xét nghiém CK ; dai do: 10-2000
U/L ; phuong phap dua trén khuyén nghi cua IFCC cho
CK (NAC), buéc séng 340/660 nM. Thanh phan:
Immidazole (pH 6.5, 37°C) 100 mmol/L; NADP 2.0
mmol/L; Glucose 20 mmol/L; Creatine phosphate 30
mmol/L; N-acetylcysteine 0.2 mmol/L; Diadenosine
pentaphosphate 0.01 mmol/L; G6P-DH > 2.8 kU/L;

4x22ml+4x4ml+4x
6ml/Hop

79

HbALc nang cao

Hoa chat dung cho xét nghiém HbA1c ; dai do: 20-140
mmol/mol (IFCC) va 4-15% (NGSP) ; phuong phap:
do do duc trc ché mién dich;

Thanh phan: Khang thé khang HbA 1¢ & ngudi (ctru) >
0,403 mg/mL; HbAlc Polyhapten > 1,29 pg/mL; Dung
dich dm MES 0,004 mol/L; Thudc thir Hemoglobin
toan phan: Dung dich dém photphat pH 7,4 0,018
mol/L; Thudc thir huyét tan: 0,9%
Tetradecyltrimethylammonium bromide 26,5 mmol/L.

2x41.4ml+2x9.9ml
+2x38.3ml+2x54.7
ml+5x2mlcal/Hop

80

Thubc thir xét nghiém khang
nguyén va khang thé khang
HIV

M: Vi hat phu streptavidin.

RO: MES; Nonidet P40.

R1: Khang thé don _dong khang p24 danh dau biotin,
khang nguyén tai t6 hop dac hiéu HIV-1/2 danh dau
biotin (E. coli), peptide dac hiéu HIV-1/2 d¢anh dau
biotin; dém TRIS.

R2: Khang thé don dong khang p24 , khang nguyén tai
t6 hop ddc hiéu HIV-1/2, peptide dac hiéu HIV-1/2
danh dau phirc hop ruthenium; dém TRIS

100 tests/Hop

81

Vat liéu kiém soat xét
nghiém khang nguyén va

Hliyét thanh chirmg dong kho lay tir huyét thanh nguoi.
Mau chiing nong d6 1, 2 va 3 dugc dung d¢€ kiém tra do

6x2 ml/Hop
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khang thé khang HIV chinh xac cua cac xét nghiém HIV combi PT va HIV
Duo.
Dung tich tao phan ung may | BDém phosphate 300 mmol/L; tripropylamine 180 A
82 xét nghiém midn dich | mmol/L; chét tAy < 0.1 %; chit bao quan; pH 6.8. 6x380 mI/Hop
Hoa chat tao dong cho phan | Thanh phan: Chét bao quan, dém, chit hoat dong bé
83 C 1 A Td s < Can 20L
tich té bao mau mat
Thé 1am khang sinh d6 Gram duong ding véi may
‘ | Vitek2
Thé khang sinh d6 vi khuan | Mdi thé chitra cac khang sinh chon loc ¢ cac nong do . ,
84 Hop 20 the
Gram duong khac nhau, dugc say khod va1 moi truong nudi cay vi
sinh
Pat tiéu chuan ISO 13485:2016 hoic twong duong.
The lam khang sinh d6 Gram &m dung voi may Vitek2
Thé khéng sinh dé vi khun Mbi thé chira cac khang sinh chon loc ¢ cac nong do A q
85 A khéc nhau, dugc say khd v&i moi truong nudi cay vi Hop 20 the
Gram am sinh
Pat tiéu chuan ISO hoic twong duong.
-Thé dinh danh nAm men duoc sir dung trén hé théng
VITEK 2 de dinh danh ty dong cac loai nam men va cac
86 Thé dinh danh nam men lodi ndm giong nam men Hop 20 the
-Thé nhya 64 giéng )
-Bdo quan thé hoa chat trong 16p 16t kin ctia bao bi ¢
nhi¢t do tur 2-8°C
Chai cdy mau cdu tao bang polycarbonate, nip mau .
87 Chai cdy méau tré em vang, chtra 30ml moi truong va 1.6g hat polime hap (30 ml/chai x100

phu, phat hién vi khuan hiéu khi va ki khi tiy tién tir

chai)/hop
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mau, st dung voi hé théng céy mau tu dong chay duoc
trén h¢ thong BACT/ALERT, xuat xu G7

88

Khoanh gidy phat hién nhanh
enzyme cytochrome oxidase
(Oxidase)

Khoanh gidy Oxidase duoc sir dung dé phat hién san
xudt oxidase vdi cac vi sinh vat nhu Neisseria,
Campylobacter, Pseudomonas...

Puong kinh khoanh gidy 10mm dit trong vial, mdi vial
gbém 50 khoanh.

Bao quan 6 2 - 8°

Hop 50 khoanh

89

Moi trudong phan bict
Enterobacterales dua vao
vi€c st dung citrate

Moi trudng dung dé phan biét cac loai
Enterobacteriaceae trén co s& dung Citrate tir mau bénh
pham 1am sang va mau khong 1am sang.

Thanh phan:

Magnesium sulphate 0.2 g/lit

Ammonium dihydrogen phosphate 1.0 g/lit
Dipotassium phosphate 1.0 g/lit

Sodium citrate 2.0 g/lit

Sodium chloride 5.0 g/lit

Bromothymol blue 0.08 g/lit

Agar 15.0 g/lit

Final pH (at 25°C) 6.8+£0.2

Bao quan ¢ 10-30°C , méi trudng da chuan bi ¢ 2-8°C
Co chung nhin IVD hodac tuong duong.

Hop 500g

90

Moi trudong chon loc phan
1ap céc vi khuan gy bénh
dudng ti€t ni¢u

Moi trudng duoc khuyén cao dung dé xac dinh va dinh
danh so bd cac vi khuan gay nhiém tring duong niéu.
Thanh phan:

Peptone 15.0 g/lit

Chromogenic mixture 26.8 g/lit

Hop 500¢g
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Agar 15.0 g/lit

Final pH ( at 25°C) 6.8+0.2

Bao quan & 15- 25°C méi trudng di chuén bi ¢ 2-8°C
Co chung nhin IVD hodc tuong duong.

91

MO0i truong canh thang da
nang nudi cay cac vi khuan
kho moc

MBoi trudng canh thang duoc khuyén cao dé nudi ciy
Streptococci va cac vi khuan kho tinh khac.

Thanh phan:

HM infusion powder # (Calf brain infusion) 12.5 g/lit
BHI powder (Beaf heart Infusion) 5.0 g/lit

Proteose peptone 10.0 g/lit

Dextrose (Glucose) 2.0 g/lit

Sodium chloride 5.0 g/lit

Disodium hydrogen phosphate 2.5 g/lit

Final pH (at 25°C) 7.4£0.2

Béao quan 10-30°C trong hdp kin va méi truong da
chuén bi & 15-25°C.

Hop 500¢g

92

Moi truong phat hién cac
phan tng tan huyét dic trung
khi dugc bd sung voi mau vo

trung khur fibrin

Maéi truong myc dich chung phat hién cac phan tng tan
huyét dic trung khi moi truong duoc bo sung v&1 mau
vo tring khir fibrin. Thanh phan bao gdm: Peptone
mixture, Yeast extract, D-Glucose, NaCl, Agar, pH cubi
cing 7,3 + 0.2. Pat tiéu chuan ISO hoic twong duong.

Hop 500g

93

Khoanh gidy Optochin dinh
danh Streptococci
pneumoniae

Khoanh gidy Optochin dugc str dung dé phan biét
Streptococcus pneumoniae va Viridans Streptococci.
Nbng do Optochin Smcg

Puong kinh khoanh gidy 6mm dit trong vial, mdi vial
gbm 50 khoanh.

Bdoquan ¢ 2 - 8°

Hop 50 khoanh
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94

Khoanh gidy chira yéu t6 X
vaV

Khoanh gidy yéu té X+V duoc sir dung dé phan biét cac
loai Haemophilus.

Puong kinh khoanh gidy 6mm dit trong vial, mdi vial
gbém 50 khoanh.

Bao quan ¢ duoi -10°

Hop 50 khoanh

95

Moi truong 1am khang sinh
do

Moi truong duoc khuyén dung dé xac dinh tinh nhay
cam cua vi sinh vat vdi khang sinh dugce phan 1ap tir cac
mau lam sang.

Thanh phan:

HM infusion B from # 300.0 g/lit

Acicase ## 17.5 g/lit

Starch 1.5 g/lit

Agar 17.0 g/lit

Final pH (at 25°C) 7.3£0.1

Bao quan ¢ 10-30°C va méi trudng da chuan bi & 20-
30°C

Hop 500¢g

96

Khoanh gidy khang sinh do
cac loai

Khoanh gidy ding dé kiém tra tinh nhay cam cia vi
khuan theo phuong phap Bauer-Kirby.

Mbi khoanh duong kinh 6mm dugc in ky hi¢u & ca 2
miit, dit trong cartrige, mdi cartridge gém 50 khoanh.
Béo quan: -20°C to +8°C

5X50
khoanh/Hop

97

Rapid Anti HIV Test
(Kit thir nhanh phat hién
khang thé khang virus HIV
1&2)

Pat tiéu chuan ISO13485:2016 hoic tuong duong.

- MAu pham: Huyét thanh, huyét twong, méau toan phan
- Phét hién céc type khang thé IgG, IgA,...ddc hidu véi
HIV-1va HIV-2

- Do nhay: 99.47%, D¢ dac hi¢u: 99.87%

- Thanh phan Kit thir: Cong hop vang HIV-Ag tii t6

40 Test/Hop
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hop.

- Vach két qua Anti-human 1gG-Fe Mcab.

- Nam trong khuyén c4o xét nghiém chin doan HIV
qudc gia bo sung 2020 cta vién VSDTTW

- Bao quan & nhi¢t d§ thuong

98

Test nhanh chan doan HIV
thé hé 4 . Phat hién sém céﬁ
khéng nguyén va khéang thé

- Phat hién duoc ca khang nguyén P24 cua HIV 1;
khang thé HIV 1 va khang thé HIV 2. Do nhay 100% ,
d6 dac hiu 99,72%. Cho két qua nhanh trong vong 20
phut, P6 6n dinh cua két qua xét nghiém t6i 40 phat,
khong can sir dung thém bat ky dung dich dém (chase)
cho miu mau huyét thanh, huyét twvong. Nha may san
xudt dat tiéu chuan chau Au ISO 13485 hodc tuong
duong.

- Hoat chét chinh: pTB319 antigen, pGO11 Antigen,
gp41l antigen RA43, gp36 antigen RA31, subtype-O
antigen RA22, p24 antibody (SD), p24 antibody 2al12-
2, p24 antibody 99961.

hop 100 test

99

Test nhanh chin doan viém
gan B

- BJ nhay 98,4%,

-b¢ dac hi¢u 99,6%;

- Gi6i han phat hién 0.11U/ml. Cho két qua nhanh trong
vong 15 phiit, D on dinh ciia két qua xét nghiém tdi 30
phut khong can sir dung thém bat ky dung dich dich
dém(chase) cho miu mau huyét thanh, huyét tuong. Str
dung dugc cho tat ca cac loai mau bénh pham bao gom:
Huyét thanh, huyét twong, mau tinh mach, mau dau
ngon tay cia Nguoi.

Nha may san xuét dat tiéu chuan chau Au EN ISO

Hop 100 test
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13485 hodc tuong duong.

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

Ham lugng : Anti-HBs antibody Al ( 233ng/Test);
Anti-HBs antibody B1 ( 17 ng/Test); Anti-HBs
antibody B2 ( 6 ng/Test); Anti-HBs antibody B3 ( 6
ng/Test); Khang thé trén thanh kiém soat (17 ng/Test)
Xét nghiém phat hién dugc it nhat 14 dot bién khac
nhau cua HbsAg bao gém: P120Q, T123A, T126N,
T126S, Q129R, Q129H, Q129L, M133H, M133L,
K141E, P142S, T143K, D144A va G145R.

100

B¢ thu thdp mau thd Bénh
nhan dé phat hién HP da day
- Pytest Kit

Hop chét va nong do ham lugng: Urea
(HN214COHN2)-1mCi

Dat chirng chi: ISO 13485, FDA-USA va TGA-AUS
hodc twong duong.

San xuat: Halyard Health-USA/Tri-med-AUS

Quy céch: 1 vién Pytest capsule — Urea 14C
(HN214COHN2)-mCi

Bo bao gom: 01 ng hit, 01 bong cong, 2 coe gidy

101

Dung dich bat gitt hoi thd
(Breath Collection Fluid —
BCF Solution 1)

Dat chung chi: ISO 13485 hodc twong duong.

Dung dich héa chit tiéu hao dung cho doc két qua xét
nghiém chan doan H.pylori — Pytest — 14C Urea breath
test treen mays microCOUNT Lite, moi xét nghié¢m can
2,5ml BCF-Solution 1

0.5L/Chai

102

Dung dich chép sang
(Scintillation Fluid — SF

Dat ching chi: ISO 13485 hodc twong duong
Dung dich hoéa chat tiéu hao dung cho doc két qua xét

1L/Chai
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Solution 2)

nghiém chan doan H.pylori — Pytest — 14C Urea breath
test treen mays microCOUNT Lite, moi xét nghiém can
10ml SF-Solution 2

103

Coulter DxH Cell Lyse

Chét ly giai hong cau dé dinh lugng hemoglobin, dém
NRBC, dém va do kich thude bach cau trén hé théng
phan tich té bao huyét hoc

- Thanh phan: Quaternary Ammonium Salts 5-80 g/L,
Sodium Sulfite 1-5 g/L, Chat 6n dinh, Chat dém

SL/Hop

104

Coulter DxH Cleaner

Hoa chat dé st dung nhu mot chat 1am sach cho cac bo
phan ciia may phén tich té bao tu dong khi tiép xuc véi
Mau.

- Thanh phan: Dung dich chira enzym phén giai protein

10L/Hop

105

Coulter Latron CP-X

Hoa chat dugc chi dinh sir dung trén hé thong phan tich
té bao tu dong két hop cac hoa chét phan tich dé theo
ddi gia tri phép do cac thong sd vé thé tich, d dan, tan
Xa.

- Thanh phan: mot dung dich chira cac hat nhya
polystyrene trong chat dém chira chat hoat tinh bé mt

Ix4ml/Lo

106

COULTER S-CAL
Calibrator

Chat chuan ding dé chinh hé sd trén hé thong phan tich
té bao ty dong duoc liét ké trong bang trong to insert,
ket hop véi thude thir cu thé. - Thanh phan gom hong
cau ngudi, thanh phan c6 kich thudc tiéu cau duoc 6n
dinh trong méi truong dang truong Hong cau c¢d dinh
duoc thém vao dé mo phong bach ciu

Hop (1x3.3mL)

107

Moi truong lam khang sinh
do

bia thach dung san duoc su dung dé thyc hién khang
sinh d6 bang khoanh gidy khang sinh hodc bang que
MIC trén trén vi khuan dé moc. Pia 90mm. Péng gbi

Hop 10 dia
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chan khoéng.

Thanh phan: Casein hydrolysate, Beef dehydrated
infusion from, Starch, Agar; pH: 7.3+£0.2 6 25°C
Dong goi: 10 dia/Hop

108

Moi truong Thach mau

Pia thach d6 san chira méi trudng str dung dé nudi ciy
va thr tinh cht tan mau cua cac loai vi sinh vat kho
tinh va khong kho tinh. Bia 90mm.

Bao gbi bang mang ban thim Cellophane.

Thanh phan: Special peptone, Starch, Sodium chloride,
Defibrinated Sheep blood (12 sheep blood da chong
dong bang cach kh fibrin) , Agar, pH: 7.3+0.2 & 25°C
Dong goi: 10 dia/Hop

Hop 10 dia

109

Moéi truong Thach Chocolate
bo sung y€u to tang sinh
Vitox

Pia thach do san c6 bo sung cac chat kich thich ting
truong dugce str dung dé nudi ciy cac loai vi sinh vt
khé moc, dac biét 1a Neisseria spp. va Haemophilus,
khong chira cac chat phy gia hay chit bao quan. Pia
90mm.

Bao goi bang mang ban thAm Cellophane

Thanh phan: Special peptone, Starch, Sodium chloride,
Defibrinated sheep blood, Agar, Multivitox, pH: 7.3 =
0.2 6 25°C

Dong goi: 10 di a/Hop

Hop 10 dia

110

Méi trudng nudi cdy nam bo
sung Chloramphenicol

bia thach dung san chira méi truong phan lap chon loc
cho ndm men, nam mdc. Pia 90mm Bao goi bang mang
ban thim Cellophane.

Thanh phan: Mycological peptone, Glucose (dextrose),
Chloramphenicol, Agar, pH 5.6 £ 0.2 ¢ 25°C

Hop 10 dia
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Pong goi: 10 dia/Hop

111

Moi truong phan 1ap Shigella
va Salmonella

Pia thach dung san dugc sir dung dé phan 1ap mot s6
Shigella va Salmonella tir cAc mau bénh pham. Dia
90mm. Bao goi bang mang ban tham Cellophane.
Thanh phén: Beef extract, Peptone, Lactose, Sodium
thiosulphate, Amonium ferric citrate, Bile salts,
Trisodium citrate, Neutral red, Agar, pH: 7.4+£0.2 &
25°C

Poéng gbi: 10 dia/Hop

Hop 10 dia

112

M®i truong phan 1ap Vibrio
spp.

Pia thach dung san dugc sir dung dé nudi ciy, phan lap
vi sinh vat thudc loai Vibrio spp.ddc bi¢t la Vibrio
cholerae, Vibrio parahaemolyticus tir cic mau bénh
pham. Pia 90mm. Bao gbi bang mang ban thim
Cellophane.

Thanh phan: Yeast extract, Bacteriological peptone,
Sodium thiosulphate, Sodium citrate, Ox bile, Sucrose,
Sodium chloride, Ferric citrate, Bromothymol blue,
Thymol Blue; Agar, pH: 8.6+£0.2 ¢ 25°C

Dong goi: 10 dia/Hop

Hop 10 dia

113

Moi truong tao mau phan lap
va phan biét Streptococcus
nhom B

Dia thach dung sin chira moi trudng sinh mau dugc sir
dung dé phan 1ap va phan biét Streptococcus nhom B.
Dia 90mm. Bao g6i bang mang ban tham Cellophane.
Thanh phan: Peptone and yeast extract, Salts,
Chromogenic mix, Growth factors mix, Selective mix,
Agar; pH: 7.3£0.2 ¢ 25°C;

Pong goi: 10 dia/Hop

Hop 10 dia

114

Moi truong canh thang dung

Ong nhya chtra 5ml méi trudng long dinh dudng cao

Hop 10 ong
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cho tang sinh céc loai vi sinh
vat

dung dé nuoi cfiy cac loai vi sinh vat ké ca vi sinh vat
kho tinh.

Thanh phan: Brain infusion solids, Beef heart infusion
solids, Proteose peptone, Sodium chloride, Glucose,
Disodium phosphate, pH 7.4 £ 0.2 ¢ 25°

Pong goi: hop 10 éng

115

Moi truong phan lap céc vi
khuan Enterobacteriaceae

Dia thach dung san chira méi trudng phan 14p va phan
biét cho phat hién cac vi khuén Enterobacteriaceae
trong cac mau bénh pham c6 ngudn gbc 14m sang. Dia
90mm. Bao goi bang mang ban tham Cellophane.
Thanh phan: Peptone, lactose, Bile salts, Sodium
chloride, Neutral red, Crystal Violet, Agar, pH: 7.1+0.2
0 25°C

Dong goi: 10 dia/Hop

Hop 10 dia

116

Moi trudong tao mau phat
hién cac tac nhan gay bénh
nhiém trung duong tiét nicu

bia thach dung san duoc su dung dé chan doan nhan
biét va phan biét tit ca cac vi sinh vat chinh 1 nguyén
nhan gay nén bénh nhiém tring duong tiét niéu (UTI).
Dia 90mm. Bao g6i bang mang ban tham Cellophane.
Thanh phan: Peptone, Chromogenic mix, tryptophane,
Agar, pH: 6.8 £0.2 ¢ 25°C;

Dong goi: 10 dia/Hop

Hop 10 dia

117

Thé 1am khang sinh d6 nim

Thé lam khang sinh dé nam ding vai may Vitek2 . Mobi
thé chira cac khang nam chon loc & cac nong do khac
nhau, dugc sy kho voi moi truong nudi cay vi sinh.
Pat tiéu chudn ISO 13485:2016 hoic twong duong.

Hop 20 thé

118

Dinh lugng -2
Microglobulin

Hoa chat dung cho xét nghiém dinh luong B-2
microglobulin; Phuong phap: Po do duc mién dich; Dai

4x10ml+4x8ml/Ho
P
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tuyén tinh: 0,5-16 mg/L (0,05-1,6 mg/dL); Budc séng:
570nm; Loai mau: Huyét thanh, huyét tuong; DJ 1ap
lai: CV <3,0%; D0 chum toan phﬁn: CV < 5,0%: SO
luong test tdi thiéu/1 mL: 5 test

119

Hoéa chat hiéu chuan cho cac
xét nghi€ém Protein

Chét hiéu chuan cho céac xét nghi¢m protein; Chét hiéu
chuin 5 mirc; Cac gia tri cua cht hiéu chuan duoc gan
sit dung cac nguyén liéu tham chiéu theo tiéu chuan
IFCC (a-1 acidglycoprotein, a-1 antitrypsin,
Ceruloplasmin, Haptoglobin) va WHO (-2
microglobulin) hodc twong duong

5x2ml/Hop

120

Chét chuan iPTH

Chat chuan cta xét nghi¢m dinh lugng iPTH;

Thanh phén chinh: dém PBS, albumin huyét thanh bo
(BSA), natri azit, PTH (khang nguyén tong hop) & céc
mitc ndng d6 khic nhau

2x4mL+6x1mL/HO
P

121

Pinh luong iPTH

Héa chat dinh luong iPTH;

Phuong phap: mién dich enzym (“sandwich”);Dai do:
1-3500 pg/mL (0,1-371 pmol/L);

Thanh phan chinh: Khang thé ctia dé khang PTH , BSA,
natri azit, ProClin

2x50test/HOp

122

Dung dich rira hé thong may
sinh hoa

Dung dich rira hé thong may sinh hoa

1x51/Hop

123

Do hoat d0 Amylase

Hoa chat dung cho xét nghiém dinh luong a-amylase;
Phuong phép: CNPG3; Dai tuyén tinh: Huyét thanh/
huyét twong: 10 — 2000 U/L (0,2 — 33,3 pkat/L), Nudc
tiéu: 5 — 4800 U/L (0,1 — 80 pkat/L) ; Budc song: 410
nm; Loai mau: Huyét thanh, huyét tuong, nudc tiéu; Do
1ap lai: CV <5,0%; D6 chum toan phﬁn: CV <10,0%;

4x40ml /Hop
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Sb lugng test tdi thiéu/1 mL: 5 test

124

Chét chuan CA 19-9

Chat chuén cua xét nghiém dinh lugng CA 19-9;
Thanh phan: Natri Azit, ProClin, Albumin huy€t thanh
bo, khang nguyén CA 19-9 ¢ cac nong do khac nhau

6x2.5mL/Hop

125

Chét chuian CEA

Chat chuél‘n cua x¢ét nghiém dinh luong CEA;
Thanh phan chinh: Protein (bo), natri azit, ProClin,
CEA ¢ cac muc nong do khic nhau

6x2.5mL/Hop

126

Chét chuan Free T4

Chét chuén cia x;’:t nghi¢m dinh luong T4 ty do;Thanh
phén chinh: Huyét thanh nguoi, natri azit, ProClin,
Thyroxine & cdc mic nong do khac nhau

6x2.5mL/Hop

127

Que test thir nhanh phat hién
Codeine (COD) trong nudc
tiéu

- Xét nghiém phat hién dinh tinh Codeine trong nudc
tiéu & ndng d6 ngudng 300 ng/mL .

- Thanh phan: Dong thir nghiém Codeine-protein va
tuong tmg chira lién hop khang thé don dong khang
Codeine ctia chudt. Dong ddi chtng chira khang thé da
dong IgG khang tho cia dé va khang thé IgG tho

- B nhay : 98.5 %

- Do dac hiéu : 99%

- Ty trong mau nude tiéu & cac mire d6 cao, thap, binh
thuong (1.000-1.037) khong c6 anh huong dén két qua
ctia test. DO pH ctia mau nudc tiéu tir 5-9 khong lam
thay doi két qua cua test

- Khéng phan tg chéo véi cac co chat Acetylsalicylic
acid , Tetracycline, Verapamil

- Thoi gian doc két qua 3- 5 phut, khong doc sau 10
phat

50Test/Hop

128

B0 nhuém EA 50

Dung trong mé bénh hoc Dung dich hdn hop

Chai 1000 ml
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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.

129

Schiff reagent

Thubc thir Fuchsin-Sulphite cta Schiff duoc khuyén
dung dé phat hién aldehyd va xeton. N¢ ciing c6 thé
duoc sir dung dé phat hién glycoprotein trong gel acryl
amide.

Thanh phan:

Pararosaniline 4.6 gm

Sodium metabisulphit 7.30 gm

0.1N HCI 1,000.0 ml

Cam quan: Dung dich khéng mau, trong sudt

Phét hién glycoprotein: Tién hanh dién di protein trén
gel va xac dinh dai glycoprotein. hién thi bang thudc
thtr Schiffs.

Két qua: Glycoprotein tao thanh dai mau do tim.

Béo quan & nhi¢t do 10-30°C trong hop day kin va
tranh anh sang.

500 ml / chai

130

Kit khang thé P40

Thanh phan: p40; dong: ZR8. Khang thé don dong tho,
pha loang trong dung dich dém 7.5 c6 chura BSA va
natri azide 1am chit bao quan; dang dam dac, ty 1€ pha
lodng 1:50-1:200; dong gbi: 0,1mL

Lo 0,Iml

131

Thubc thir xét nghiém dinh
nhom mau D

Khang thé don dong c6 dan xuat tir té bao dong lai
(CCS) Anti-D BS225 1,0ml. Hiéu gia > 1:128. Do dac
hiéu 100%. Do chinh xac 100%. Bao quan tir 2-8 d6 C.
Tiéu chuin chat luong ISO 13485 hodc twong duong.

Lo 10ml




Luuy
Bit ky thuong hiéu, ma hiéu (néu co) trong bang pham vi cung cdp néu trén dé minh hoa cac tiéu chuan chat luong, tinh
nang k¥ thuat yéu cau, nha thau c6 thé lya chon du thau hang hoa c6 nguon goc, xuat xir, nha san xuat, thuong hiéu, ma hiéu phu
hop v6i di€u kién cung cap nhung phai ddm bdo yéu cau co ti€u chuan ky thuat, dac tinh ky thuat, tinh ndng sir dung “tuong
duong”.

Nha thau phai cung cap catalog, tai liéu k¥ thuat do hang san xuat phat hanh (Néu la ngdn ngir nudc ngoai phai c6 ban dich
sang tiéng Viét) c6 day du nodi dung ching minh thong s6 k¥ thuat ddi voi cac hang hoa tham du thau theo yéu cau ciia E-HSMT
va chiu trach nhiém vé noi dung va tinh chinh xé4c giita ban gdc va ban dich.

Muc 2. Bin vé: Khong yéu cau

Muc 3. Kiém tra va thir nghiém

Kiém tra va van hanh thtr thiét bi trude khi nghiém thu. Kiém dinh trong truong hop ¢ yéu cau cua chi dau tu hodc co
quan c6 tham quyén va tuan theo cac van ban quy dinh ctia phap luét hién hanh.

Muc 4: Miu Bang danh muc hang héa dy thau
- Nha thau ké khai day du theo mau dudi ddy va cung cép file dinh dang excel kém E-HSDT cung ban in ky dong dau, hop 16.

- MAu duéi ddy dung dé phuc vu danh gia vé k¥ thuat hang héa chao thau cta nha thau. Yéu cau nha thau phai dién day du va chinh
xéac. Nha thau ty chiu trach nhiém vé hau qua hodc su bat lgi néu khong 1am dung theo quy dinh. Viéc nha thau cd tinh ké khai thong tin
khong ding v6i thong s ki thuat ma nha san xuét da cong b nham muc dich vuot qua budce danh gia vé k¥ thuat dugc coi 1a hanh vi gian
lan trong d4u thau quy dinh tai khoan 4 Diéu 16 Luat Dau thau va s& bi xir 1y theo quy dinh cua Phap luét.



Tén nha thiu:

BANG DU LIEU DU THAU VE MAT KY THUAT
(Danh cho trang thiét bi y té)
Ten NDa thAU: ..o
(File mém dinh kéem E-HSDT)

Piachic.....ooooiiii Email:.....oooooo S4 dién thoai nguoi phu trach thau:
Thong tin theo A x A
E-EISMT Théng tin san pham dw thau
trang | Bactinh | o q Hang | Nuse | Phan | kg | tétheo divh | Quy | a9 | Gidtri
Ma | Tén | thiét | ky thuat N9 | Hang | Nwoc | 29 | Mo ; Y Quyét dinh - WY | tham | bio
Stt N A . . loai/ . - chi chui loai hanh/ 5086/QD- céch & -
phan | phan bi / san ~ san san - . 1 5086/QD- X i chiéu dam
N N . 2 Ma £ A S¢ S TTBY Giay N BYT ngay dong
16 16 Tén | pham du N xuat | xuat . ~ . BYT ngay o trong duw
A hang hiru hiru T phep 04/11/2021 goi 3
thwon thau A 04/11/2021( £ HSDT thau
. nhap £ (néu co)
g mai Khiu neu co)
@ @ @) 4) ®) (6) ) 8 9 | 10 | @1 (12) (13) (14) (15) (16) 17
1
2
3

Nha thau lru vao file excel miu 16A nay nép cung E-HSDT
Ghi cha:

- Cac cot (1), (2), (3),Nha thau nhép cdc ndi dung nay theo E- HSMT

- Cac cot (4), (5), (6), (7), (8), (9), (10), (11), (12), (13), (14), (15): Ghi cu thé theo hang héa di thc”iu.a ‘ ‘
- Cot (16): Nha thau phai néu ré dap vng ky thudt cua hang héa duoc tham chiéu tai so trang cu thé trong HSDT (yéu cau nha thau khoanh tron ma
hang hoa da ké khai tai trang tham chieu nay). Trong truong hop trang tham chieu khong co noi dung ky thudt theo yéu cau thi sé bi coi la khong dap

ung.

- Cac muc (17) Nha thau nhdp gia tri twong ung theo Phu luc cua HSMT cho cdc phdn ma nha thau tham du.

* Nha thau phdi dién ddy dii va chinh xdc. Nha thau tw chiu trdch nhiém vé hiu qud hodc sw bit loi néu khéng tudn theo quy dinh
PAI DIEN HQP PHAP CUA NHA THAU
(Ky, déng ddu va ghi ré ho tén)




BANG DU LIEU DU THAU VE MAT KY THUAT
(Danh cho hod chdt xét nghiém)
TEN NBA thAU «veeeeeeeeeeeeeeee e
(File mém dinh kém E-HSDT)

Tén nha thau: ....... biachi: ......
Email: ...... S6 dién thoai nguoi phu trach thau: ......
Trang
tham
VE N Phan ) o o o 3 . . S6 chicu
STT moi Ma ph:fm 16 Teg h:;: Rchat Ma san phflm loai hsofgg F!ul;luK Hang;:an Nu'o’ciian Da:l:m}: ky l\fltay chl}?y ?luy Ca(fh th'nhvl lwgng trong
thiu w thau TBBYT an xual xua ui xét nghiém ong goi in du thau HSDT
@ @ 3) 4) ) (6) ) (8) 9) (10) (11) (12) (13) 14 |19

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

Ghi chu:

- Céc ¢ot (1), (2), (3),Nha thau nhép cdc ndi dung nay theo E- HSMT

- Cac cot (4), (5), (6), (7), (8), (9), (10), (11), (12), (13), (14), : Ghi cu thé theo hang hoa dy thau.

- Cot (15): Nha thau phdi néu ré dap ung ky thudt cia hang hoa dwoc tham chiéu tai s6 trang cu thé trong HSDT (véu cau nha thau khoanh tron ma

hang héa da ké khai tai trang tham chiéu nay). Trong truong hop trang tham chiéu khong c6 néi dung ky thudt theo yéu cau thi sé bi coi la khéng dap
ung.

* Nha thau phdi dién ddy dii va chinh xdc. Nha thau tw chiu trdch nhiém vé hiu qud hodc sw bit loi néu khéong tuan theo quy dinh
PAI DIEN HQP PHAP CUA NHA THAU
(Ky, dong ddu va ghi ré ho tén)
1.2.5. Huéng dén trinh bay cdc file trong E-HSDT dding tdi trén Hé thong:
Céc file dir li¢u cua hang hoa dinh kém E-HSDT phai dugc phan chia riéng bi¢t theo folder nhu sau:




1. Folder 1. Tinh hop 1é:
- File Béo dam duy thau + tai liéu chirng minh tinh hop 18 cta ngudoi ky thu bao lanh.
2. Folder 2. Nang luc — kinh nghi¢m:
- File 1: Gidy chimg nhan tu cach phap nhan ciia nha thau
- File 2: Chung nhan du diéu kién mua ban TTBYT theo quy dinh hién hanh.
- File 3.1. Bao cao tai chinh nam _ (vi du: 2021)

- File 3.2. Bao céo tai chinh nam ___ (vi du: 2022)

- File 3.3. Bao céo tai chinh nam ___ (vi du: 2023)

- File 4. X4c nhan thyc hién nghia vy thué

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

.. VA céc tai lidu lién quan khac (néu co)
3. Folder 3. Ky thuat:

- Pinh danh muc hang héa dy thau theo mau:

File 1. Bang danh muc hang héa du thau
File 2. Bang danh muc hang hoa du thau
- Tai liéu chirng minh vé k¥ thuat ctia hang hoéa dugc luu trong cac folder, mdi folder s& bao gém 01 hodc cic mat hang duy thau c6
cung hang san xuat hoac cung tai li¢u phép 1y, trong moi folder dé nghi nha thau tach riéng cac file tai li¢u va danh so tha ty
Folder 3.1. STT ___ (STT mdt hang trong danh muc hang héa dw 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
luew hanh, gidy phép nhdp khéu, to khai hdi quan, v.v...)

+ File 3. Chimg nhén 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).
+ C4c tai liéu lién quan khac (néu c6).
(twong tw Folder 3.2, Folder 3.3... cho cac hang héa cé STT tiép theo)
Vidu:
Céch dat tén Folder k¥ thuat:

Folder 3.1. 5TT 34, 237

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

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

File 4. Tai liéu ky thuat



