Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuit

Yéu cau vé kj thudt bao gom cdc ndi dung co ban nhw sau:

1.1. Gidi thi¢u chung vé dw dn/dw todn mua sam, géi thiu

- Tén dy toan mua sdm: Mua siam héa chat, vat tu y té 14n 2 phuc vu cong tac
kham chita bénh nim 2025-2026 tai Trung tim Y té Hai Duong.

- Tén g6i thau: Goi s6 3: Mua sdm hoa chét, vat tu y té 1an 2 phuc vu cong tac
kham chita bénh nim 2025-2026 tai Trung tim Y té Hai Duong.

- Chil d4u tu: Trung tim Y té Hai Duong

- Pia diém thyc hién: Trung tdm Y té Hai Duong. Dia chi: 71 Nguyén Chi
Thanh, Phuong Lé Thanh Nghi, Thanh phé Hai Phong

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

- Phuong thure lya chon nha thau: Mot giai doan 01 ti hd so

- Nguén vén: Nguon quy BHYT; Nguon thu tir dich vu kham chira bénh va
cac ngudn thu hop phap khac (néu cd) cta don vi theo quy dinh.

- Thoi gian bat dau to chirc lya chon nha thau: Quy IV nam 2025

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién goi thau: 12 thang ké tir ngay hop doéng c6 hiéu lyuc.

1.2. Yéu cu vé k¥ thuét

1.2.1. Yéu cau chung:

- Yéu cau nha thau mo ta thong s6 k¥ thuét cua hang héa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuan thi cac thong sd k¥ thuat va cac
tiéu chuan dudi day hodc co cdu hinh twong duong. Bat ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa céc tiéu chuan
chét luong, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hang
héa cé nguén géc, xudt xiv, nha san xudt, thwong hiéu phii hop véi diéu kién cung
cdp nhung phdai dim bdo yéu ciu c6 thong so ky thudt, tinh ning sie dung, tiéu
chudn cong nghé “twong duwong” hodic tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cap tai liéu chimg minh su dap tmg tot hon ctia hang hoa chao thau so voi yéu
cau caa HSMT.

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



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

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

(3) Twong twong vé tinh chat co khi va thudc tinh vat 1y cua vat liéu.

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

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

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

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

(8) Cac yéu tb tuong duong khac (néu co)

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

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

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

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

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

- Nha thau phai c6 bang dap tng vé k¥ thuat ctia hang hoa chao thau theo cac
m?lll sau.:
+ Bang dap ng tinh phap 1y hang héa (file word/excel + ban ky déng dau, scan dinh kém E-
HSDT):
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TTBYT la |héa thuc| héa | thuc |hoa thuc| ban phap Iy nhuw c6 tham  |thé Chii s6 hitu| (Ghi r6 | Thoi gian | dung, ... ciia

theo S6 luu e |thucté| té té sau: quyén ciia | TTBYT -> Nha | ngay hét | hét hiéu | nha san xudt.
hanh -S6 cong bé tiéu Viét Nam | phan phéi (méu| han) luc - Tai liéu

TTBYT. chudn dp dung doi cdp) c6) -> Nha thau (néu cé) | chitng minh

Vi thiét bi y té cuia bén thir ba
thuéc loai A, B
- Hodc S6 gidy
chirng nhan dang
ky hueu hanh d@oi voi
thiét bi y té thugc
loai C, D
- Hodc Bang phan
loai TTBYT A4, B,
C, D
INha thau cam két nhitng néi dung ké khai néu trén I chinh xdc va hoin toan chiu trdch nhiém vé thong tin ké khai.
Trueong hop Nha thau cé tinh ké khai thong tin khéng trung thic nham vieot qua bude danh gid vé ky thudt sé dwoc coi la hanh vi gian lgn trong
\ddu thau theo quy dinh tai Khoan 4 Diéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chzfp nhan chiu xu ly theo quy dinh ciia E-
IHSMT va phdp lugt vé dau thau

Luu y: (*): Tai budc hoan thién, ky két hop dong, ddi voi hang hoa 1a vat tu,
nha thau phai cung cap ma vat tu phuc vu thanh toan bao hiém y té (néu c6) theo
Thong tu s6 04/2017/TT-BYT, Quyét dinh s6 5086/QD-BYT ngay 04/11/2021 (dot
1) va cac Quyét dinh cap nhat, bo sung céac dot tiép theo. Trong trudng hop tén hang
hoa theo khong tring voi Thong tu s6 04/2017/TT-BYT, Quyét dinh s6 5086/QP-
BYT va cac van ban lién quan, nha thau co trach nhiém phéi hop cting Bén mua giai
quyét va dinh chinh thong tin dé thuc hién thanh toan BHYT

- Nha thau phai c6 bang dap tmg vé k¥ thuat ctia hang hoa chao thau so sanh
v6i yéu cau k¥ thuat cua E-HSMT (dinh kém file word/excel + ban ky déng dau,
scan tai E-HSDT):

STT | Tén Yéu cau Quy Pap ung ky Quy Tai liéu ky thuat tham chiéu
hang | Ky thuat cach thuit cia cach trong E-HSDT
hoa ciia HO | déng goi Ho sody | déng goi
SO moi theo E- thiu cua
thiu HSMT hang
héa du
thiu
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HSMT | TTBYT thyc té
- Model: ... | cuahang
- Nha san | hoéadu




STT| Tén | Yéuciu Quy Pap ingky | Quy Tai li¢u k§ thuat tham chiéu
hang | k¥ thuat cach thuit cia cach trong E-HSDT
hoa cia HO | déng goi Ho so dy | déng goi
somoi | theo E- thiu ciia
thiu HSMT hang
hoa dw
thau
@) 2 (€) 4) ) (6) (M
xuat: ... thau
- Xuat xir: ...
- Chu s¢ hiru
(néu co): ...
Mo ta Mo ta hang Dan chiéu ting chi tiét m6 ta hang
hang hoa héa cua E- hoé tdi Trang... cia Catalog/Tai
cua E- HSDT (chi liéu ky thudt/Mo6 ta hinh anh...
HSMT tiét dap tmg thuoc E-HSDT (Highlight cac noi
tirng muc) dung lién quan t6i M6 ta hang hoa

trén Tai liéu dan chiéu)

Tiéu chi dap
ung  tuong
duong hodc
t6t hon

- Tai liéu chung minh theo hudng
dan bén trén vé “Noi ham twong
duong”

- Hoac tai liéu ching minh mét sb
tinh nang ky thuat cia E-HSMT
dua ra la ti€u chi khong co ban
(viéc khong dap tng khong lam
anh huong tdi tinh nang st dung
ciia hang hoa du thau) dé Tb
chuyén gia xem xét danh gia
“Chép nhan duogc”.

Tiéu chi gay
han ché nha
thiau (khong
duoc xem xét
va danh gid)

Tai lidu chimg minh yéu cau ky
thuat chi c6 duy nhat 01 nha san
xudt dap img

Nha thau cam két nhitng ndi dung ké khai néu trén la chinh xdc va hodn toan chiu trach nhiém vé
thong tin ké khai.
Trieong hop Nha thau cé tinh ké khai thong tin / dich tai liéu ky thudt khéng diing voi Thong sé ky thudt

ma Nha san xudt céng bé nham vueot qua bude danh gia vé ky thudt sé dwoc coi la hanh vi gian lgn trong

déu thau theo quy dinh tai Khoan 4 Piéu 16 Luat Péu thau va Nha thau sé hoan todn chiu trach nhiém,

chdp nhdn chiu xir 1y theo quy dinh ciia E-HSMT va phdp ludt vé dau thau




1.2.2. Yéu cau k¥ thuit chi tiét:

STT Danh muc Yéu céu, dic tinh k¥ thuit Quy cach
hang hoa (hoic twong dwong) dong goi
1 Phin 1: Dung dich chay thin nhan tao
Thanh phan trong 1 lit dung dich gom:
- Natri clorid > 210,68 g
- Kali clorid > 5,22 g
- Calci clorid.2H20 >9,00 g
- Magnesi clorid.6H20 > 3,56 g
Dung dich | - Acid acetic bang > 6,31g
L1 tlylémAphéri - Glu’cose‘.H29O > 38,50 g (= 35g Glucose khan) Can 10 1it
mau dam dac | - Nudc vura du: 1.000 ml
Acid - Ti 1€ Dich A: Dich B: RO =1:1,225:32,775
- Tiéu chuan chat lugng: ISO 9001, ISO 13485 hoic
tuong duong
- Quy cach: Can 10 lit
- Su dung tuong thich vdi dich B (Bicarbonat) theo
dung khuyén céo cta nha san xuat
Thanh phan trong 1 lit dung dich gom:
- Natri bicarbonat > 84,0 g
Dung dich - Nudc V‘l‘l'a du: I:OOO ml
thim pﬁén -Tilg D;cl} A: ]?1ch B: RO =1:1,225:32,775
1.2 o el - Ti€u chuan chat luong: ISO 9001, ISO 13485 hoac Can 10 lit
n]1;1'u de_;m dac tuong duong
icarbonat | _ Quy céch: Can 10 lit
- Str dung tuong thich véi dich A (Acid) theo ding
khuyén céo ciia nha san xuét
2 | Phan 2: Vit tw than nhén tao
- Qua loc Low/Middle Flux
- Dién tich mang 1,6 m2
Qua loc than |~ Hé;sfr)’ siéu 190 (ml/hr*mmHg) 15-18 o
2.1 han tao - Tl}e tich moi1 85-96 ml 24 qua /thung
i - Toc dd bom mau 300ml/phut: Urea >245, Creatinine
>220, Phosphate >185, Vitamin B12< 122
- Phuong phap tiét tring: chiéu tia Gamma/Hoi nuéc
- Qua loc Low/Middle Flux
, R - Dién tich mang 1,6 m2
2.2 Qua loc than - Hé s6 siéu loc (ml/hr*mmHg) 20-25 24 qua /thung

nhéan tao

- Thé tich méi < 86 ml
- Téc d6 bom mau 300ml/phiat: Urea > 265, Creatinine




> 240
- Phuong phép tiét trung: chiéu tia Gamma

23

Bo déy truyén
mau chay than
nhéan tao

B6 déy chay than 2 trong 1 bao gom ddy dong mach va
day tinh mach, 1 transducer

- Budng nho giot: duong kinh ngoai 19-30 mm; chiéu
dai >130mm

- C6 dau transducer

- Dung tich budng nhé giot: budng 22

- BPuong kinh day bom (8.0x12.2x400 mm) khong ro ri
mau

- Day dong mach: duong kinh 4.5 x 6.8mm, dai
>3.930mm, 5 nhanh ndi

- Day tinh mach: duong kinh 4.5 x 6.8mm, dai
>3.030mm, 2 nhanh ndi

- Thé tich mdi: 165 + 5% ml,

- C6 cac duong day dé lay mau va xur 1y thude, c6 vi tri
tiém

- Tuong thich v&i nhiéu loai may chay than

- Tiét tring bang khi EO

- Tiéu chuan ISO 13485, CE hoic tuong duong

30 bo/thung

24

Kim chay
than nhan tao

Kim chay than nhan tao kich thudc 16Gx25x300mm,
c6 thé xoay, ¢ silicon bao phu, cé back eye.

- Kim lam bang thép khong gi, ng bang nhya PVC y
té.

- Thanh kim méng va trang Silicon dé ting su bén

- Miii kim duoc xtr Iy dé giam dau va giam ton thuong
da

- 1 kep khoa

- Pau ndi phu hop vdi cac bo day chay than

- Tiéu chuan ISO 13485, CE hoic twong duong

1000
cai/thung, 2
cai/bao

2.5

Phin loc khi

Pau nbi bao ho(Phin loc khi)Transducer Protector

ki nuéc (PTFE hodc Acrylic) 16 kich thudc 0,2
micromet

- B6 loc khong khi Khang khuan, ki nude véi 2 khoa
Female luer/ male luer c6 kich thudc phu hop ISO
80369-7, 1a rao bao v€ may loc than chi cho ap luc di
qua.

- Pong goi vo tring timg cai rat an toan trudc khi sir
dung.

- Chat luong san pham phu hop voi ISO 8637-2 hodc

500 cai/thung




tuong duong
- Tiéu chuan ISO 13485 hodc twong duong

2.6

Dung dich sat
khuan mang
loc than nhan
tao

Peracetic acid: >4%
Hydrogen Peroxide: >25%
Acetic acid: >12%

Can 5 lit
4 can/thung

Phin 3: Héa chét xét nghiém sinh hoéa 1

3.1

Thudc thir xét
nghiém dinh
luong
Albumin

Phuong phap do: Bromocresol green

Pham vi do: 0.2g/dl — 6.0 g/dl

Do nhay phan tich (gidi han phat hién) < 0.2 g/dl hodc
2¢/1

Thanh phan chinh:

Succinate buffer, pH 4.2 > 75 mmol/l

Bromcresol green > 0.15 mmol/l

Brij 35> 7 ml/l

Detergents and stabilizers > 0.1 %

Bovine albumin concentration according to

CRM 470 (IFCC) > 4.0 g/dl

RPPHS 91/0619 > 4.0 g/dl

SRM 927a (NIST) > 4.5 g/dl

Tiéu chuan chat lugng ISO 13485 hoic tuong duong

6x65ml

3.2

Thudc thir xét
nghi¢m
Bilirubin
direct

Phuong phap DCA

Budce song 546 nm (540 — 560 nm)

Duong quang > 1 cm

Pham vido tr 0.1 - 10 mg / dL

Gi61 han phat hién < 0.1 mg/dL.

Thanh phan chinh:

R1: EDTA-Na2 > 0.1 mmol/L

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

Tiéu chuan chat lugng ISO 13485 hoic twong duong

R1: 3x50ml
R2: 3x10ml

33

Thudc thir xét
nghiém
Bilirubin total

Phuong phap: DCA

Pham vi do tir 0.1 - 30 mg/dL

Gi61 han phat hién <0.07 mg/dL.
Thanh phan chinh:

R1: Phosphate buffer > 50 mmol/L
NaCl > 150 mmol/L

R1: 3x65ml
R2: 3x14ml




R2: 2.4-Dichlorophenyl-diazonium salt > 5 mmol/L
HCI > 130 mmol/L
Tiéu chuén chét lugng ISO 13485 hoic twong duong

34

Thudc thir xét
nghi¢m dinh
luong
Creatinine

Phuong phap: Jaffe

Pham vi do: 0.2 — 15 mg/dL (18 — 1330 pmol/L)
Gi61 han phat hién < 0.2 mg/dL (17.7 pumol/L)
Thanh phén chinh:

R1: Sodium hydroxide > 0.2 mol/L

R2: Picric acid > 20 mmol/L

Standard: > 2 mg/dL (177 pmol/L)

Tiéu chuén chét lugng ISO 13485 hoic twong duong

R1: 4x66ml
R2: 4x16ml

3.5

Thudc thir xét
nghiém
Cholesterol

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

Pham vi: 3-800 mg/dl (0.08-20.7 mmol/l)

Gi61 han phat hién < 3 mg/dl (0.08 mmol/1)
Thanh phén chinh:

R1: Pipes buffer, pH 6.9 > 90 mmol/I

Phenol > 26 mmol/l

Cholesterol oxidase > 200 U/l

Cholesterol esterase > 300 U/l

Peroxidase > 1250 U/l

4-Aminoantipyrine > 0.4 mmol/l

Cholesterol Standard > 200 mg/dl (5.17mmol/1)
Tiéu chuén chét lugng ISO 13485 hodc twong duong

6x65ml

3.6

Thudc thir xét
nghiém dinh
luong creatine
kinase trong
huyét thanh.

Phuong phap: IFCC

Pham vi do: 2-2300 U/1 (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/l
Mg-acetat > 20 mmol/l

Glucose > 10 mmol/l

N-acetyl-cysteine > 20 mmol/l

NADP > 2 mmol/l

G6P-DH > 1500 U/1

HK >2500 U/1

EDTA > 2 mmol/l

R2 substrate

creatine phosphate > 30 mmol/l

ADP > 2 mmol/l

R1: 2x60ml
R2: 2x15ml




AMP > 5 mmol/l
Adenosine > 10 umol/I
Tiéu chuén chét lugng ISO 13485 hoic twong duong

3.7

Thudc thir xét
nghi¢m
Gamma-GT

Phuong phap: IFCC

Pham vi do: 3 - 280 U/1 (0.05 - 4.67 pkat/l)

Gi61 han phat hién < 3 U/1 (0.05 pkat/I)

Thanh phén chinh:

R1: Tris Glycylglycin buffer pH 8.25 > 100 mmol/I
R2: L-y-Glutamyl-3-carboxy-4-nitroanilide > 2.9
mmol/l

Tiéu chuén chét lugng ISO 13485 hoic twong duong

R1: 2x66ml
R2: 2x16ml

3.8

Thudc thir xét
nghiém dinh
lugng
Glucose

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

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

Gi61 han phat hién <2 mg/dl

Thanh phan chinh:

Phosphate buffer, pH 7.5 > 0.1 mol/l

Phenol > 7.5 mmol/l

GOD > 12000 U/1

POD > 660 U/l

4-Amino-antipyrine > 0.40 mmol/l

Tiéu chuén chét lugng ISO 13485 hodc twong duong

6x66ml

3.9

Thudc thir xét
nghiém
GOT(AST)

Phuong phap: IFCC

Pham vi do: 0.160 ¢ 340nm hodc 0.080 ¢ 365nm
G161 han phat hién: <4 U/l hoac 0.07 pkat/l
Thanh phan chinh:

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

LDH > 800 U/1

MDH > 600 U/

R2: NADH2 > 0.18 mmol/I

2-Oxoglutarate > 12 mmol/I

Tiéu chuan chat lugng ISO 13485 hoic twong duong

R1: 6x66ml
R2: 6x16ml

3.10

Thudc thir xét
nghiém
GPT(ALT)

Phuong phap: IFCC

Pham vi do: 0.160 & 340 nm hoac 0.080 ¢ 365 nm
Gi61 han phat hién: <4 U/l hoac 0.07 pkat/l
Thanh phan chinh:

R1: Tris buffer pH 7.8 > 100 mmol/l

R1: 6x66ml
R2: 6x16ml




L-Alanine > 500 mmol/l

LDH > 1200 U/1

R2: NADH2 > 0.18 mmol/l

2-Oxoglutarate > 15 mmol/l

Tiéu chuén chét lugng ISO 13485 hoic twong duong

3.11

Thudc thir xét
nghiém dinh
luong HDL
Cholesterol

Phuong phap: Direct

Pham vi do luong: 3-150 mg/dl (0.8 - 3.90 mmol/I)
Gi61 han phat hién <3 mg / dl (0.08 mmol/l)
Thanh phén chinh:

Good’s buffer, pH 7.0 > 100 mmol/l

Cholesterol oxidase > 0.8 KU/I

Cholesterol esterase > 1.0 KU/1

Catalase > 500 KU/I

HDCBS > 0.5 mmol/l

R2: Peroxidase > 30 KU/I

4-Aminoantipyrine > 4 mmol/l

Tiéu chuan chét lugng ISO 13485 hodc tuong duong

R1: 3x50ml
R2: 2x25ml

3.12

Thudc tht xét
nghiém LDL
Cholesterol

Phuong phap: Truc tiép

Pham vi do: 5-100 mg/dl (0.13 - 26.0 mmol/l)

Do nhay phan tich (gidi han phat hi¢n) <5 mg/dl (0.13
mmol/l)

Thanh phén chinh:

R1: Good’s buffer, pH 7.0 > 50 mmol/l

Cholesterol oxidase > 500 U/l

Cholesterol esterase > 600 U/1

Catalase > 600 KU/1

Ascorbate oxidase > 3 KU/I

TOOS > 2 mmol/l

R2: Peroxidase >4 KU/I

4-Aminoantipyrine > 4 mmol/l

Tiéu chuén chét lugng ISO 13485 hodc twong duong

R1: 3x50ml
R2: 2x25ml

3.13

Thudc thir xét
nghiém Total
Protein

Phuong phap: Biuret

Pham vi do: 0.2-13 g/dl (2.0-130 g/1)

Gi61 han phat hién < 0.2 g/dl hoac 2.0 g/l

Thanh phan chinh:

Potassium iodide > 30 mmol/l

Potassium sodium tartrate > 32 mmol/I

Copper sulphate > 18 mmol/l

Sodium hydroxide > 200 mmol/l

Tiéu chuén chét lugng ISO 13485 hodc twong duong

5x66ml




3.14

Thudc thir xét
nghi¢m dinh
luong
Triglyceride

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

Pham vi do: 3-1000 mg/dl (0.05 - 11.4 mmol/l)
Gid61 han phat hién < 3mg / dl (0.05 mmol/l)
Thanh phan chinh:

Pipes buffer pH 7.8 > 50 mmol/I
p-Chlorophenol > 2 mmol/l

Lipoprotein lipase > 150000 U/l
Glycerolkinase > 800 U/1

Glycerol - 3 - P- oxidase > 4000 U/I
Peroxidase > 440 U/l

4-Aminoantipyrine > 0.7mmol/l

ATP > 0.3mmol/l

Mg2+ > 40 mmol/l

Na-cholat > 0.20 mmol/l
Potassium-Hexacyanoferrat(Il) > 1pumol/l

Tiéu chuan chét lugng ISO 13485 hodc tuong duong

6x65ml

3.15

Thudc thir xét
nghiém dinh
luong Urea

Phuong phap: UV kinetic

Pham vi do: 5-400 mg/d1 (0.83 dén 66.4 mmol/l)
Gi61 han phat hién < 5 mg/dl (0.83 mmol/l)
Thanh phan chinh:

R1: TRIS buffer pH 7.8 > 50 mmol/l

GLDH > 0.80 U/

Urease > 12 U/ml

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

NADH > 0.23 mmol/l

Tiéu chuan chat lugng ISO 13485 hoic twong duong

R1: 4x66ml
R2: 4x16ml

3.16

Thudc thir
chan luong
Uric acid

Phuong phap: 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 pumol/l)
Théanh phan chinh:

Phosphate buffer pH 7.4 > 50 mmol/l
3,5-Dichloro-2-hydroxy-benzenesulfonic acid > 4
mmol/l

Uricase > 60 U/l

POD > 660 U/l

4-Aminoantipyrine > 1 mmol/l

Preservative

Standard:

4x65ml




Uric acid > 6 mg/dl (356.9 umol/l)
Tiéu chuan chat lugng ISO 13485 hoic twong duong

3.17

Thudc thir xét
nghi¢m o-
Amylase

Phuong phap: CNP-G3

Nguyén tic kiém tra:

Thir nghi€ém so mau véi 2-chloro-4-nitrophenyl-aD-
maltotrioside (CNP-G3) 1am co chét truc tiép.
Pham vi do: Lén to1 1500 U /1 (25.8 pka /1)

Gi61 han phat hién <7 U /1 hodc 0.12 pkat /1
Thanh phén chinh:

MES buffer, pH 6.0 > 100 mmol/l

NaCl > 350 mmol/l

Ca-Acetate > 6 mmol/l

Potassium thiocyanate > 900 mmol/l

CNP-G3 >2.27 mmol/l

Stabilizers and detergents > 0.1 %

Tiéu chuan chét lugng ISO 13485 hodc tuong duong

3x60ml

3.18

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

Phuong phap: IFCC

Pham vi do: 2-2300 U/1 (0.03-38.41 pkat/l)
Do nhay phan tich (gidi han phét hién thap hon) < 5 U/l
(0.08 pkat/l)

Thanh phan chinh:

R1 Buffer

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

Glucose > 20 mmol/l

N-acetyl-cysteine > 20 mmol/l

NADP > 2 mmol/l

G6P-DH > 1500 U/T

HK >2500 U/I

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

R2 substrate

creatine phosphate > 30 mmol/l

ADP > 2 mmol/l

AMP > 5 mmol/l

Adenosine > 10 pmol/l

Tiéu chuan chat lugng ISO 13485 hoic tuong duong

R1: 2x67ml
R2: 2x17ml

3.19

Chat hiéu
chuin xét
nghiém dinh

Huyét thanh hiéu chuan déng kho duya trén huyét thanh
ngudi. Co thé dugce sir dung dé hiéu chuan may phan
tich sinh hoa:

Sml




luong xét
nghiém 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, 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.

Tiéu chuan chat lugng ISO 13485 hoic twong duong

Vat liéu kiém

soat xét
3.0 nghiém dinh | Dang dong kho ting d6 6n dinh sl
' lugng sinh | Tiéu chuan chat lugng ISO 13485 hodc twong duong
hoa ndng do
trung binh
Vat liu kiém
soat xét
301 nghiém dinh | Dang dong kho ting d6 6n dinh. sl
' lugng sinh | Tiéu chuan chat lugng ISO 13485 hodc twong duong
hoa ndng do
cao
Chét hiéu Dang df)ng k}:lo tang (EI(_) on d}nh. 3
i, Duogc san xuat dya trén huyét thanh nguoi.
chuan xét \ . I A
nohiem dinh Chtra 38 thong so xét nghiém.
3.22 g% . On dinh dén han str dung khi bao quéan & 2°C-8°C. Sml
lugng sinh Dy A XA \ N
. X .| Sau khi hoan nguyén mau 6n dinh trong vong 7 ngay ¢
hoa nong do < N
cao (Randox) 2°C-8°C hodc 28 ngay ¢ -20°C
Tiéu chuan chat lugng ISO 13485 hoic twong duong
Phuong phap: Arsenazo 11
Pham vi do: 0.04 —20mg/dL (0.01 — 5 mmol/L)
’ y i <
Thube thir xét GIO"I han Ehat }}1¢n <0.04 mg/dL (0.01 mmol /L)
nehiém dinh Thanh phan chinh:
3.23 & lﬁon ' Phosphate buffer pH 7.5 > 50 mmol/L 3x60ml
Cal;:i gm 8-Hydroxyquinoline-5-sulfonic acid > 5 mmol/L
" Arsenazo II1 > 120 umol/L
Tiéu chuan: > 10 mg/dL (2.5 mmol/L)
Tiéu chuan chat lugng ISO 13485 hoic twong duong
Hoa chat co | Thanh phan chinh:
3.24 | tinhkiém rira | Alkali < 10.0% 2L

may sinh hoa

Tiéu chuén chét lugng ISO 13485 hodc twong duong




Vat liéu kiém

La vat liéu d6i ching dong kho dwa trén huyét trong
nguoi, da duoc khur fibrin cho cac dai lugng do sau:
Total Acid Phosphatase, Non-Prostatic Phosphatase,
Albumin, Alk. Phosphatase, ALT/GPT, a-Amylase, a-

soat xét Amylase pancreatic, AST/GOT, Bilirubin total,
395 nghiém dinh | Bilirubin direct, Calcium, Cholesterol total, HDL- s5ml
luong xét Cholesterol, LDL-Cholesterol, Cholinesterase, CK-
nghi¢m sinh | MB, CK-NAC, Copper, Creatinine, Glucose, GGT,
hoa murc 1 Iron, Lactate, LDH-P, LDH-L, Lipase, Magnesium,
Phosphate Inorganic, Protein Total, Triglycerides, Uric
Acid, Urea, Zn.
Tiéu chuan chat lugng ISO 13485 hoic tuong duong
Vit liéu d6i chimg dong kho dua trén huyét twong
nguoi, da dugc khur fibrin cho céc dai lugng do sau:
Total Acid Phosphatase, Non-Prostatic Phosphatase,
Vit liéu kiém | Albumin, Alk. Phosphatase, ALT/GPT, a-Amylase, a-
soat xét Amylase pancreatic, AST/GOT, Bilirubin Total,
396 nghiém dinh | Bilirubin Direct, Calcium, Cholesterol, HDL- sl
lugng xét Cholesterol, LDL-Cholesterol, Cholinesterase, CK-
nghiém sinh | MB, CK-NAC, Copper, Creatinine, Glucose, GGT,
hoa murc 2 Iron, Lactate, LDH-P, LDH-L, Lipase, Magnesium,
Phosphate inorganic, Protein Total, Triglycerides, Uric
Acid, Urea, Zinc.
Tiéu chuén chét lugng ISO 13485 hodc twong duong
Huyét thanh hiéu chuan déng kho duya trén huyét thanh
ngudi. Co thé dugce sir dung dé hiéu chuan may phan
tich sinh hoa:
Chét hiéu Total Acid Phosphatase, Non-Prostatic, Albumin, Alk.
chuan xét Phosphatase, ALT/GPT, a-Amylase, a-Amylase
397 nghiém dinh | pancreatic, AST/GOT, Bilirubin total, Bilirubin direct, sl
luong xét Calcium, Cholesterol total, Cholinesterase, CK-NAC,
nghiém sinh | CK-MB, Creatinine, Copper, Iron, Glucose, GGT,
hoa HDL-C, LDL-C, Lactate, LDH-P, LDH-L, Lipase,
Magnesium, Phosphate Inorganic, Protein Total,
Triglycerides, Uric Acid, Urea, Zinc.
Tiéu chuan chat lugng ISO 13485 hoic twrong duong
dﬁ]r?;r;ifigéy Thong s6 k¥ thuat: ,
3.28 Dién 4p danh nghia: > 12.0 V Chiéc

xét nghiém
sinh hoa

Cong suit danh nghia: > 20.00 W




Tudi tho > 3000 gio
Tiéu chuan chat lugng ISO 13485 hoic twong duong

Cuvette phan
ung dung cho

Loai nhya: PC/ PS

3:29 m‘ziy xe.t Tiéu chuén chét lugng ISO 13485 hoic twong duong 6 thanh/ b0
nghiém sinh
hoa
Hloa chatkhr | py . 1 phin chinh:
khuan rtra
330 | budngphan | Dctereent<1.0% 500ml
g cho may Preservat}ve <’10.0%
. , Ti€u chuan chat luong ISO 13485 hoic tuong duong
sinh hoa
4 | Phéan 4: Héa chat xét nghiém sinh héa 2
- Bao quan: 2-8 d¢ C.
Hoa chat xét | -Thanh phan: succinate buffer 100 mM pH4.2,
4.1 nghiém bromochresol xanh 0.2 mM, chét hoat tinh bé mat. Hop 8 x 56 ml
Albumin | - Tuyén tinh 1én t6i 6g/dl.
- Gi61 han phat hién 1a 0.01g/dl.
- Bao quan: 2-8 4o C.
- Thanh phén: CNP-G3 2.3 mM, NaCl 350mM, canxi
Hoéa chit xét | axetat 6 mM, potasium thiocyanate 600 mM, Good's
4.2 nghiém buffer pH 6.0 100mM, chit 6n dinh va thanh phﬁn Hop 3 x 56ml
Amylase khong phan Ung.
-Tuyén tinh 1én t&i 2000 U/I.
- Gi61 han phat hién 1a 0.91U/1
- Bdo quan: 2-8 4o C.
- Thanh phan R1: axit hydrochloric 0.1M, chét hoat
Hoba chét xét | tinh bé mat.
43 nghiém - Thanh phan R2: hydrochloric Acid 0. IM; 3,5- ‘ Hop 6 x 56 ml
' Total dichlorophenyl diazonium salt 2mM, chat hoat tinh bé +6x 14 ml
Bilirubin mit, chat 6n dinh khong phan Ung.
- Tuyén tinh 1én t6i 20 mg/dl.
- G161 han phat hién 1a 0.046 mg/dl.
- Bdo quan: 2-8 4o C.
Hoba chat xét | - Thanh phan R1: sodium chloride 0.26 M, EDTA 0.1 .
nghiém mM. Hop 6 x 56
44 Direct - Thanh phén R2: EDTA 0.1mM, diazotized 2,4- ml+6x 14
Bilirubin | dichloroaniline ml

0.1mM, axit hydrochloric 0.18M,




- Tuyén tinh 1én t6i 13 mg/dl.
- Gi61 han phat hién 1a 0.039 mg/dl.

4.5

Hoa chat xét
nghiém
Calcium

- Bao quan: 15-25 d6 C.

- Thanh phén: arsenazo(III) 0.2mM, chit dém cua
Good 50mM & d6 pH 6.8, chit 6n dinh.

- Tuyén tinh 1én t6i 20 mg/dl.

- Gi61 han phat hién 1a 0.2 mg/dl.

Hop 8 x 56
ml

4.6

Hoa chat xét
nghiém
CK-NAC

- Bdo quan: 2-8 46 C

- Thanh phan: imidazole buffer 29mM pH 6.5, creatine
phosphate 30mM, glucose 20mM, N-acetyl-L-cysteine
20mM, magnesium acetate 10 mM, EDTA 2 mM, ADP
2mM, NADP 2mM, AMP 5mM, Di(adenosine-5") pen-
taphosphate 12uM, glucose-6-phosphate-
dehydrogenase >3 kU/I1, hexokinase >3 kU/I

- Tuyén tinh Ién t&i 2000 U/

- Gi61 han phat hién la 1 U/I

Hop 4x56ml
+ 4x14ml

4.7

Hoba chat xét
nghiém
CK-MB

- Bao quan: 2-8 d¢ C.

- Thanh phan: dung dich dém Buffer 100mM pH 6.7,
creatine phosphate 35mM, glucose 20mM, N-acetyl-L-
cysteine 20mM, magnesium acetate 10 mM, EDTA 2
mM, ADP 2mM, NADP 2mM, AMP 5mM,
Di(adenosine-5") pen-taphosphate 10uM, glucose-6-
phosphate- dehydrogenase >1.5 kU/1, hexokinase >2.5
kU/1, Khang thé Anti-CK-M— Kha nang khang >2000
U/l

- Tuyén tinh 1én t&i 2000 U/I.

- Gi6i han phat hién 1a 4 U/1.

Hop 2x56ml
+ 2x14ml

4.8

Hoa chét xét
nghiém
Cholesterol

- Bdo quan: 2-8 4o C.

- Thanh phan: Good’s buffer pH 7.20, sodium cholate
8mM, CHE > 400U/1, CHOD >200 U/1, POD >500 U/,
4-AAP 0.6 mM, 4-chlorophenol 2 mM

- Tuyén tinh Ién ti 700 mg/dl.

- Gi61 han phat hién 1a 1 mg/dl.

Hop 8 x 56
ml

4.9

Hoa chat xét
nghi¢ém
Creatinine

- Bdo quan: 15-25 d¢ C.

- Thanh phan: axit picric 14mM, NaOH 0.18 M, natri
tetraborat 10mM, Chéat hoat tinh bé mat.

- Tuyén tinh 1én t6i 20 mg/dl

- Gi61 han phat hién 1a 0.2 mg/dl.

Hop 4 x 56
ml, 4x56ml




Hoa chét xét

- Bdo quan: 2-8 4o C.
- Thanh phan: phosphate buffer pH 6.50 220 mM,

n GOD > 15000 U/1, POD > 500 U/l, 4-AAP 1mM, Hop 8 x 56
4.10 nghiém A1 A«
Glucose phenol 10 mM, hoat chat bé mat ml
- Tuyén tinh Ién t6i 500 mg/dl
- Gi61 han phat hién 1a 1 mg/dl.
- Bdo quan: 2-8 4o C.
Hoa chit xét |- Thanh phan: tris buffer 80 mM pH 7.65, L-aspartate Hop 8 x 40
411 nohiem 240mM, 2-Oxoglutarate 12mM, NADH 0.18 mM, ml+ 4
' Gi Ung | MHD > 600U/l LDH > 900U/ 20 1X
- Tuyén tinh 1én t6i 440 U/l m
- Gi6i han phat hién 1a 0.463 U/l
- Bao quan: 2-8 d¢ C.
Hoa chit xét |~ Thanh phan: Tris buffer 100 mM pH 7.15. L-Alanine Hop 8 x 40
412 hia 500 mM, 2-Oxoglutarate 15 mM, NADH 0.18 mM, 144
‘ Icl}g ah | LDHZ 1700 UN m20 1X
P _ Tuyén tinh 1én t6i 440 U/l m
- Gi6i han phat hién 1a 0.169 U/L.
- Bao quan: 2-8 d¢ C.
e | T or335 g
- -y - X -l -
413 | nghiem | Y8V > Y y ml+ 6 x 14
Gamma GT nitroanilide 4mM, |
- Tuyén tinh 1én t6i 800 U/L. m
- Gi61 han phat hién 1a 2 U/L.
- Bdo quan: 2-8 46 C
- Thanh phan R1: Good’s buffer pH 7.0 30 mmol/l, 4-
aminoantipyrine 0.9 mmol/l, POD 2400 U/l, ascorbate
oxidase U/l va khang thé lipoprotein, hdn hop 5-chloro-
, L 2-methyl-2-H-isothiazol-3-one [EC ) 247-500-7] va A
Hoa chat xét . Hop 6 x 20
0achatXel |, @ ethyl-2-H-isothiazol-3-one [EC & 220-239-6] (3:1) | .7
4.14 nghiém oy R o ml+2x20
Hdl - Direct o nong do 9,0015—0,06 %. 1
- Thanh phan R2: Good’s buffer pH 7.0 30 mmol/I, m
cholesterol esterase 4000 U/1, cholesterol oxidase
20000 U/1, va F-DAOS 0.8 mmol/I.
- Tuyén tinh 1én ti 220 mg/dl
- G161 han phat hién 1a 1 mg/dl
. - Bao quéan: 2-8 d C A
Hoa chat xét \ . Hop 3 x 20
eae .? X | - Thanh phan R1: Good’s buffer pH 7.0, cholesterol P
4.15 nghiém ) . ml+1x20
) esterase, cholesterol oxidase, HMMPS va catalase.
Ldl - Direct ml

- Thanh phan R2: Good’s buffer pH 7.0, 4-




aminoantipyrine, POD
- Tuyén tinh 1én t6i 500 mg/dl.
- G161 han phat hién 1a 1 mg/dl.

Hoa chét xét

- B4o quan: 2-8 d¢ C.
- Thanh phan: Ddng Sunfat 6 mM, sodium-potassium

416 nghiém tartrate 21 mM, potassium iodide 6 mM, NaOH 0.75 Hop 8 x 56
Proteins M. ml
(total) - Tuyén tinh 1én t6i 12 g/dl.
- Gi61 han phat hién 1a 0.1 g/dl
- Bdo quan: 2-8 d¢ C.
- Thanh phén: chét dém Good pH 6.80, ATP 2mM, GK
Hoa chat xét | > 300 U/1, POD >1000 U/1, LPL >1000 U/I’, GPO > Hop 8 x 56
4.17 nghiém 2000 U/1, TOPS 3mM, 4-AAP 0,3 mM, chat hoat tinh )
Triglycerides | bé mat va chat on dinh. ml
- Tuyén tinh 1én ti 1000 mg/dl.
- Gi61 han phat hién 1a 0.69 mg/dl.
- Bao quan: 2-8 d¢ C.
Hoa chitxét |- Thanh phan: chat dém CAPSO 8mM pH 7.60, 2- Hop 8 x 40
418 nghiém oxoglutarate 7,5 mM, Urian >§ kU/1, GLDH >800 ml+ 4 x
Ure.a U/, NADH 0.25 mM, chat on dinh. >0ml
- Tuyén tinh Ién téi 300 mg/dl.
- Gi61 han phat hién 1a 1 mg/dl.
- Bao quan: 2-8 d¢ C.
- Thanh phéan R1: chit dém phosphate pH 7.0 100mM,
TOOS 0.38 mM, ascorbate axidase> 1000 U/, chét
Hoéa chat xét | hoat tinh bé mit. Hop 4 x 40
4.19 nghiém - Thanh phan R2: chat dém Good pH 7.7 50mM, 4- ml + 2 x
Uric Acid aminoantipy-rine 1.5 mM, uricase >450 U/l, POD > 20ml
1000 U/1, chét hoat tinh bé mat.
- Tuyén tinh Ién t6i 35 mg/dl.
- G161 han phat hién 1a 0.06 mg/dl.
'}Euyet t’hanh; Huyét thanh kiém soat chét lugng dong kho dua trén
Kiem sodt chat | | 4t thanh ngusi véi ndng do/ hoat dong & dai
420 | luong céac xét . o Hop 5 x Sml
nghiem (QC) | uone:
e s Béao quan: 2-8 do C.
dai thuong
iy | i e 6
4.21 | kiém soat chat T ' Hop 5 x Sml

luong céc xét

ly.
Béo quan: 2-8 d¢ C.




nghi¢m (QC)

dai bénh ly
Huyét thanh | Huyét thanh nguon gdc tir ngudi dung dé hiéu chuan da n
i A A P Hop 10x 3
4.22 | hi€u chuan da | thong so. 1
thong s6 | Bao quan: 2-8 do C. m
Dung dich rira | Thanh phan: Sodium hydroxide va chit hoat tinh bé
4.23 | may Alkaline | mat. Chai 2 lit
detergent Béao quan 10-35d6 C
Ijrggc n;j Thanh phén: Chét hoat tinh bé mat, sodium hydroxide,
X . . . .
4.24 n hiérgn sinh chat kim ham vi khuan. Chai 500ml
et Béo quan 10-35 do C
hoa
Bong den
hal du .
GOEEN AU | - ong sudt: 12V-20W o
4.25 | cho mdy phan Su dung cho may phan tich sinh hoa I Cav‘hop
tich sinh hoa e yP
1
Cuvette dung
126 clrlo m‘a’ly phgn C%lélt liéu nhya. ’B(} 6AthaT1h, téng 1;0 vi tri/bd. B 6 céi
tich sinh hdéa | Str dung cho may phan tich sinh hoa
1
5 | Phan 5: Héa chit xét nghiém dién giai 2
Chirc nang: D& hiéu chuan 2 diém cho Na, K, Cl, Ca, | Calibrant A
Reagent Pack T , At 1 AiAL o ias . %
51 | (Calibrant A pH, Mg va Li trong may phan tich di¢n giai. Chira chat 430ml
' _ * | thai sau qua trinh phan tich. Calibrant B
Calibrant B) , ,
Béo quan: 0-40 °C 110ml
Washing Chtrc nang: Dé kich hoat dién cuc Na, K, CI, Ca, pH,
52 Solution Mg va Li trong mdy phan tich dién giai 110ml
(Activation) | Bdo quan: 0-40 °C
' Chure nang: Khu Protem cua cac dién CI.I_C Na,' I'(, Clo, 5 x 25mg
Washing Ca, pH, Mg va Li trong may phan tich dién giai (Enzyme)
5.3 | Solution (De- | Quy cach: 5x25 mg Protein enzym + 1x5 ml Diluent | 5y ) ’
proteinizer) | Bao quan: trudc khi pha 0-40 °C; sau khi pha: 2 - 8°C X m
¢ X Diluent
rong 2 tuan
Refill Chtrc nang: Lam déy cac dién cuc ISE Electrodes, nhu:
Solution for | K, Na, CI, Ca, Li, pH.
>4 ISE Thé tich: 3 ml 3ml
Electrodes | Bao quan: 0-40 °C
55 Refill Chtrc nang: Lam day dién cuc tham chiéu Reference 10ml

Solution for

Electrode




Reference

Thé tich: 10 ml

Electrode Béao quan: 0-40 °C
) ) Chirc nang: Vit li¢u kiém soat chat lugng cho cac
Linearity . 2 . , ,
Control thong s6 Na, K, Cl, Ca, pH, Mg va Li trong cdc may
5.6 . phan tich dién giai. Gom 3 muc kiém chudn: QC1, 3x10x2ml
Material (QC, .
tiddevel) | 252 VA QC3.
Bao quan: 0-40 °C
Electrode, C}llIC nang: Dlsn cuc chon loc ion Ca, dung dé do nong
5.7 : do Ca trong mau. 2,8¢g
Calcium (Ca) q )
Bao quan: 0-40 °C
Electrode, C}u.'rc nang: Pién 21_10 chon lgc ion Cl, dung dé do néng
5.8 Chloride (CI) d¢ ion ClI trong mau 2,8g
Bao quan: 0-40 °C
Electrode, C}u‘rc nang: di¢n (;uc chon loc ion K, dung dé do nong
5.9 Potassium (K) d¢ ion K trong mau 2,8g
Bao quan: 0-40 °C
Electrode, C}uﬁrc nang: di¢n cgc chon loc ion Na, dung dé do nong
5.10 Sodium (Na) d¢ ion Na trong mau 4,0g
Béao quan: 0-40 °C
Chtrc ning: Do do pH ctia mau
5.11 | Electrode, pH j
eetrode, P 1 Bao quan: 0-40 °C 4,08
Chtrc nang: Dién cyc tham chiéu, tao dién thé khong
Electrode, 2. ) £ 1
5.12 Reference do6i cho dong chat 1ong 20g
Béao quan: 0-40 °C
6 | Phan 6: Héa chit xét nghi¢ém mién dich
Hoa chat dinh
luong i - . ..
i Xét nghiém dé dinh | h kich t0 tuyén gia
6.1 | hormone kich © nehiem de. dm. u(_)’ng OTMON KIFA 10 Tyeh glap Hop 60 test
Z L., (TSH — Thyroid-stimulating hormone).
to tuyen giap
TSH
Hoéa chét dinh
6.2 lu(;?lg X~ét n%hién} djrrlh lqug thyroxinitu (10 (FT4) st dung Hop 60 test
thyroxine tu | ki thudt phan tich huynh quang lién két enzyme.
do (FT4)
Hoéa chét dinh q
Oalfwigdm Xét nghiém dé dinh lugng triiodothyronin tu do (FT3)
: - ” k¥ thuat phan tich huynh lién két Hop 60 test
6.3 triiodothyroni 21;’ dl_;rif ¥ thuat phan tich huynh quang lién ké op 60 tes
zZ
ntu do (FT3) | %
6.4 Hoa chat dinh | Xét nghiém dinh lwong Troponin I tim st dung k¥ Hop 60 test

luong

thuat xét nghiém huynh quang lién két enzyme.




troponin I do
nhay cao

Test kiém tra
hoat dong cua

Xét nghiém phat hién hoat dong bat thuong ciia hé
thdng co hoc hut va hé thdng quang hoc cia hé thong

6.5 bo phan hit | may dong may Vidas va miniVidas. B6 kit bao gom: Hop 60 test
va quang hoc | 60 thanh héa chit QCV, 60 du con pha rin QCV. Hop
cua may 60 test
7 | Phan 7: Héa chit, xét nghiém HbA1C
Hoa chat xét | 1. Thude thir: CM sepharose chay nhanh (Nhuya), A-xit
7.1 nghiém Aminophenylboronic, d¢m HEPES. Hop 10 test
HbA1C 2. Dung dich rua: Pém HEPES
8 | Phan 8: Danh muc héa chit, vat tw y té tiéu hao dung chung
Bong y té tham nudc, 100% bong xo thién nhién. Bong
trrfmg, khong mui, mém min, dai, khong bi toi va c6 do
tham ht rat cao. Bong dang dai, dugc cudn thanh cudn
chéc, dap Gmg yéu cau ctia ngudi sir dung. Khong doc
. . to va khong gay di ing, khong c6 tinh bot, khong cé xo .
8.1 Bong (gon) mun hoa tan trong nudc va dich phi tang. Toc d6 hut Tkg/gol
nuéc < 5 gidy. Do acid va do kiém: Trung tinh; Ham
lwong chit béo: Khong vuot qua 0.5%. Céc chét tan
trong nudce: < 0,5%; Bo am: < 8%:;
Dat tiéu chuan ISO 13485 hodc tuong duong.
Enzyme Protease subtilisin 5,0% (w/w)
Chét hoat dong bé mit non-ionic: Fatty alcohol
Dung dich tdy | alkoxylate 8 %o(w/w)
rira dung cu | Chét bao quan: Methylisothiazolinone 0,035 %(w/w). ,
8.2 , , £ Ao . . 5 lit/can
c6 hoat tinh | Chat chong an mon (1,2,3-benzotriazole)
Enzyme Chét tao mau, huong liéu
pH trung tinh: 7-8 (& 20°C); dé dang twong thich v&i
nhiéu loai vat liéu, khong gdy an mon kim loai
Ché phérn sat khuan da trong phéu thuat, tiém chich,
8.3 Povidon-Iod | choc do, dat catheter. Povidone Iodine 10%. 100ml/lo
Lo > 100ml.
Ong thong da day cac ¢& gom 2 loai c6 nip (gom cic
cd 5Fr, 6Fr, 8 Fr, 10Fr) va khong c6 nap
5 R (12Fr,14Fr,16Fr,18Fr). Day dan dugc san xudt tir chat
Ong/ day cho | .., N A \ e 2 s
8.4 An chc o5 liéu nhya PVC nguyén sinh, mém, déo, tron gidm ton 25 cai/tti

thuong niém mac.
Pat tiéu chuan chét luong ISO 13485 hoidc tuong
duong




8.5

Day oxy 2
nhanh cac c&

- Lam tir nhya PVC, an toan tiét khuan, khong doc hai
- Day mém. Thanh trong long éng day c6 hinh sao c6
tac dung chong khong bi tic nghén khi oxy khi éng day
bi dé bep hay bi giy gap. Mot ddu gin phéu, mot dau
gan co 2 nhanh. Chiéu dai day thd oxy > 2m

- Tiét trung bang khi EO

- GOm céc size: L,S

- Pat tiéu chuan chét luong ISO 13485 hoic twong
duong

1 cai/tai

8.6

Ong thong
niéu dao
(Sond Pezzer)

- Puoc lam tr mu cao su ty nhién, c6 phu silicone
- Chiéu dai > 400mm

- Céc ¢&, phan biét mau sic theo kich cd.

- Tiét tring bang khi EO

- Pat tiéu chuan ISO 13485 hoic tuong duong.

1 cai/tai

8.7

Sonde
Nelaton cac
sO

- Mau sic: mau vang kem.

- Than 6ng mém mai trong sudt.

- Pugc tiét trung va dong goi riéng tung thi.
-Cacco: 8,10, 12, 14, 16

- Pat tiéu chuan ISO 13485 hoic tuong duong.

1 cai/tlu

8.8

Sonde hut
nhét céc s

Céc s6 5-6-8-10-12-14-16-18. San pham dugc két cau
02 phan. Khoa van va ddy dan. Day dan dugc san xuat
tir chat liéu nhyra PVC nguyén sinh khong chira DEHP,
nhya trong, nhin bong tranh gay ton thuong, xay xudc
niém mac, ddu day hat c6 2 mét phu dé hat. Day c6 do
dai > 55cm. Khoa van chia nhidu mau dé phan biét
giita cac sb, co 2 loai c6 ndp va khéng nap. Bao bi c6
miéng gidy thoat khi EO 2,8x2,8 cm dé thoat hét du
lugng khi EO trong qua trinh ti€t trung.

Pat tiéu chuan ISO 11135, ISO 13485 hoic twong
duong.

20 cai/tai

8.9

Sonde hau
mon nhua

Ong thong hau mon cac s6 22,24,26,28. Day dan dai
400mm dugc san xudt tir chat liéu nhya PVC nguyén
sinh, mém déo.

Pat tiéu chuan ISO 11135, ISO 13485 hoic twong
duong.

20 cai/tai

8.10

Sonde foley 2
nhanh céc c&

- Chét liéu 100% cao su thién nhién, c6 phu silicon tron
nhan giam kich tmg.

- Loai 2 nhanh

- Céac ¢ 6-26 dugc phan biét theo mau séc.

- L thong tiéu 16n va tron

1 cai/thi




- Trang silicon trong long éng
- Tiét trung bang khi EO
Pat tiéu chuan ISO 13485 hodc tuong dwong

8.11

Ong hut thai
cac sb

Ong hut thai st dung 1 lan. Céc cd.

1 cai/tai

8.12

Mask oxy cac
sO

- Lam tir nhwya PVC, an toan déo, mém mai, trong sudt
- Mét na oxy gé)m mat na cé kep miii cé thé diéu chinh
dugc va day thun deo dan hoi, day ndi ¢6 chiéu dai 2m,
dng day chéng van xodn

- Mit na dugc st dung cho cac bénh nhan can nhiéu
oxy hon so vdi qua dng théng. Tdc do dong chay cho
mit na oxy 1a tir 4 dén 8 LPM (4-8L/min).

- Tiét tring bang khi EO

- GOm céc size: XL, L, M, S

- Pat tiéu chuan chat lugng ISO 13485, CE hoac tuong
duong.

1 cai/tai

8.13

Mask khi
dung cac s6

- Lam tir nhya PVC, khong gay kich tmg, bé mat mém
mai, min mang, trong sudt.

- Thiét ké thich hop voi tat ca cac loai may khi dung.

- C6 dung cu chira thudc. Day dan chinh c6 chiéu dai >
2m.

- Mat na c6 day deo dan hdi. Bau dung thube > 6ml.
Téc @6 phun swong tir 0.60ml -> 0.70ml/phut. Giot
phun suong tir 0.010ml -> 0.014ml/giot.

- Bao gém mit na, cdc thude, day ndi, that lung dan
hdi, kep mili (nhom flake) co thé diéu chinh va dng nbi
- San pham duoc dung dé quan 1y thude cho nguoi
bénh dudi dang swong mu hit vao phdi

Gom céc size: S, M, L, XL

- Pat tiéu chudn chat lugng ISO 13485 hoic tuong
duong.

1 cai/tti

8.14

Gel siéu am

Gel str dung trong siéu 4m, phii hop véi tan so siéu 4m
dang su dung, Khong c6 formaldehyde, khong phat
hién vi khuan Staphyloccus, Pseudomonas aeruginosa,
Khong gdy man cam hoic rat da, gel trong, tan hoan
toan trong nuoc, d§ PH trong khoang 6.5-7.5.

Can > 05 lit

Pat tiéu chuan ISO 13485 hoic tuong dwong.

5 lit/can

8.15

Giay in siéu
am

- Dang cudn, chiéu rong 110mm, chiéu dai 20m.
- Dung luong khoang > 215 ban in cho mdi cuén

10 cuon/hop




- Giay dung trong y té, dung dé in hinh anh siéu 4m den
trang cho cic dong may in siéu 4m cta hing Sony,
Mitsubishi

- Pung trong tai bao quan

- D0 phan gii cao v6i thang do xam t6i uu

- Cung cép chat lugng va do bén hinh anh t6t

- Pat tiéu chuan ISO 13485 hoic twong duong.

8.16

Gel dién tim

Khong gay di ung, khong gay kich ung da, khong chtra
chét dau, khong c6 chat formaldehyde va mudi, khong
c6 mui hoéi, khong gay doc hai.

Chai > 250ml

Pat tiéu chuan ISO 13485 hoic tuong duong.

250ml/chai

8.17

Giay in dién
tim 3 can

- Dang cudn, chiéu dai 30m, c6 bao bi bao vé.

- Kich thuéc 63mm * 30m * 16mm, chat liéu bang gidy
in nhiét dung trong y té va loai c6 ké soc ludi do, twong
thich v&1 méy dién tim 3 can Fukuda, Nihon Kohden.

- Pat tiéu chuan ISO 13485 hodc twong duong.

10 cudn/hop

8.18

Ong nghiém
chéng dong
EDTA

Chét liéu: Ong duoc 1am bang nhya y té PP, kich thudc
6ng > 12x75mm, Nip xanh duong bang nhya LDPE,
nap day kin thanh dng va duoc giit chit bai khe tron
giita 3 vong rang ¢ thanh trong ctia nap va 15i lot long
trong ctia 6ng. Hoa chat bén trong 1a
Ethylenediaminetetra Acid (EDTA K2) véi nong do
tiéu chuan dé giir cac té bao trong mau nhat 13 tiéu cau
lubn & trang thai tach roi toi da tir 6 - 8 gio. Ding trong
xét nghiém huyét hoc (cong thirc mau va xét nghiém
HbAlc..). Héa chit bén trong dung khang dong cho
Iml hodc 2ml mau vdi vach léy mau 1ml hoic 2ml
riéng biét trén nhin 6ng.

C6 phiéu phan tich chat luong ctia co quan chirc ning
kiém dinh v6i ndng d6 mubi EDTA phai ¢ trong
khoang tir 1,2 mg dén 2mg EDTA khan trén 1ml mau,
va chiu duge lyc quay ly tdm gia tdc > 6000 vong/phut
trong thoi gian tir 5 - 10 phut.

Pat tiéu chuan ISO 13485 hoic tuong duong.

100 cai/hop

8.19

Ong nghiém
chdng dong
Heparin

Chat liéu: Ong duoc lam bang nhya y té PP, nap bang
nhwa LDPE day kin thanh 6ng va duoc gitr chat boi
khe tron giita 3 vong ring & thanh trong cta nip va 15i
lot long trong cuia 6ng. Hoa chat: Pugc bom héa chit
chéng dong Lithium Heparin duéi dang hat swong,

100 cai/hop




Kich thuéc 6ng > 12x75mm, c6 vach dinh muc léy
mau, chiu dugc luc quay ly tam > 6000 vong/phut
trong vong 5 - 10 phut, nhin mau den, ¢ phiéu kiém
dinh chét lugng cua co quan kiém dinh.

Dat tiéu chuan ISO 13485 hoic tuong dwong.

8.20

Ong nghiém
nhua

Chét liéu: Ong duoc lam béng nhyuay té PS, kich thudc
>12x75mm, nip trang

500 cai/tai

8.21

Tai nudce ti€u

- Chat liéu: Puoc lam bang vat liéu nhya PVC déo dai
va kin. Van xa mot chiéu chit T, tuyét ddi khong do ri.
- C6 gan phu kién khoa tai, khéa vin ¥% vong, day dan
dai > 90cm c6 van chdng trao nguoc va c¢6 nip day
duong kinh ngoai 6.5mm, duong kinh van thao dich
9.2 mm

- C6 16 treo thi va bang ghi thong tin bénh nhan

- Dung tich tai 2000 ml, c6 vach chia thé tich mdi
100ml;

- Kich thudc ti dai > 28 cm, rong > 20 cm, d¢ day 1a >
1.2mm

- Tiét tring bang khi EO

- Pat tiéu chuan chét luong ISO 13485, CE hoic twong
duong

01 cai/tai

8.22

Dau con vang

Pau con vang dung tich 200 ul, lam tir nhya PP, khong
kim loai, khong DNAse, RNAse. Thiét ké phu hop véi
cac loai cy pipet trén thi truong, 6m khit dau cay
pipet, thanh trong khong dinh nude, ddm bao dung tich
chinh xac.

1000 cai/thi

8.23

Pau con xanh

Pau con xanh dung tich 1000 ul, 1am tir nhwra PP,
khong kim loai, khong DNAse, RNAse. Thiét ké phu
hop véi cac loai cy pipet trén thi truong, 6m khit dau
cay pipet, thanh trong khong dinh nudc, ddm bao dung
tich chinh x4c.

500 cai/tai

8.24

Lamen

Kich thuéc 22 x 22mm

Puoc 1am bang thay tinh, sach va danh bong.

Pong déu vé cat va do day, chinh xac vé kich thudc.
Bé day: 0,13-0,17 mm

100 cai/hop

8.25

Giay in dién
tim 6 can

- Kich thudc 110mm * 140mm * 143 t, chat liéu bang
gidy in nhiét, loai khong c6 dong ke, tuong thich véi
may dién tim 6 can hang Nihon Koden, Fukuda

- Dang tap. C6 bao bi bao v¢.

60 tap/thung




- Pat tiéu chuan chat luong ISO 13485 hoic twong
duong

8.26

Gang tay dai
san vo trung

Ging tay duoc san xuat tir nguyén lidu cao su thién
nhién. C6 phu bot chdng dinh. D3 tiét tring. Chi st
dung 1 lan.

Do day 1 16p: 0,18+0,02mm; Lyc kéo dut t6i thiéu
trude khi gia hdéa nhanh: 12,5N;

Do gidn dai toi thiéu khi dat trudce khi gia héa nhanh:
700%; Luc kéo toi da tai do gian dai 300% truodc khi
gia hoa nhanh: 2,0N; Do gidn dai t6i thiéu khi dat sau
khi gia héa nhanh: 550%.

Pat tiéu chuan chét luong ISO 13485 hoic tuong
duong.

1 doi/tai

8.27

Gang tay latex
y té co bot

Séan xuét tir cao su thién nhién, co phu bot chéng dinh,
khong gay kich tng da, thuan cho ca tay trai va tay
phai, chiéu dai min 220mm. D¢ day tbi thiéu 1 16p ap
dung cho céac ¢d: 0,08mm. Luc kéo dut tdi thiéu trude
gia hoa: >7,0 N, sau gia hoa: > 6,0 N. B¢ gian dai tbi
thiéu khi dut trude gia hoa: 650%, sau gia hoa: 500%.
Luong bot: < 10mg/dm2. Ham lugng Protein dudi 200
pg/dm?2.

Dat tiéu chuan chat lugng ISO 13485 hodc twong
duong

50 doi/hop

8.28

Ging tay phau
thuat tiét
trung

San xuat tir cao su thién nhién.

Day trung binh 0,15+0,20mm,

Chiéu dai trung binh 280mm,

Chiéu rong 10ng ban tay:

Size 61/2: 83+5mm, Size 7: 89+5mm, Size 71/2:
95+5mm.

Cuong luc khi dut trude 1ao hda: min 12,5N, sau 1ao
hoéa: min 9,5N.

D¢ gian dut trude 1ao hoa: min 700%, sau 1ao hoéa: min
550%. Lugng bot: max 80mg/doi. Luong protein: max
200pg/dm2, mirc d6 nhiém tinh dién dudi 100V.

Tiét trung bang khi EO.

Pat tiéu chuan chét luong ISO 13485 hodc tuong
duong

1 d6i/thi;
50 d6i/hop

8.29

Béang cuon y
té 9cm x 2,5m

San pham dugc dét tir sgi 100% cotton c¢6 do tham huat
cao, khong c6 doc td.

20 cudn/goi




Kich thudc 9cm x 2,5m. Hai dau cudn bang béng,
khong 1éch, khong xo. Khong chira chat gay di tng,
khong c6 tinh bt hodc Dextrin, khong c6 xo mun hoa
tan trong nude va dich phu tang. Tdc d6 hat nude < 5
gidy. D6 ngdm nudc > Sgr nudc/1gr gac. Chit tan trong
nude <0.5%. Do pH: trung tinh. Do tring: >80% +/-
10%. Mubi kim loai: khéng qua ham luong cho phép.
Ham luong chat béo: khong vuot qua 0,5%. Pugc dong
g6i bang 2 16p, mot 16p bang PE, mot 16p bang gidy.
Tiét trung bang khi EO.Gas.

- Pat tiéu chuén ISO 9001, ISO 13485, FDA, CE hoic
tuong duong.

8.30

Gac hut

Gac duoc dét tir soi 100% cotton c6 d6 thim hit cao.
Khéng c6 doc t6, da duoc giit sach. Khong chira chat
gdy di ung, khong co tinh bot hoac Dextrin, khong co
x0 mun hoa tan trong nudc va dich phu tang. Tbc do
hat nude < 5 gidy. B ngdm nude >5gr nude/1gr gac.
Chat tan trong nudc <0.5%. Do pH: trung tinh. Do
trang: >80% +/- 10%. Mubi kim loai: khong qua ham
luong cho phép. Ham luong chat béo: khong vugt qua
0,5%.

- Pat tiéu chuan ISO 9001; ISO 13485; FDA; CE hoac
tuong duong

1000 mét/kién

8.31

Dung dich
khtr khuan
trang thiét bi
y té

Thanh phén: Glutaraldehyde > 2,55 % (w/w), h¢ dém
pH= 5-6.

Hiéu qua sau thoi gian ngam tbi thiéu 10 phut.

Hi¢u qua vi sinh (phase 2, step 2)

Vi khuan: EN 14561

Nam, méc: EN 14562

Mycobacterium (Tryc khuan lao): EN 14563

Thoi gian d6 ra chau ngam: THi da 30 ngay

Test thir di kém tuong thich voi san pham, nong do
hoat chit c6 tac dung t6i thiéu: 1,5%(w/w).

San pham dat tiéu chuan ISO 13485 hodc twong dwong.

5 lit/can

8.32

Kim canh
budém cac co

B¢ kim 2 canh buom, cac cd 22Gx3/4", 23Gx3/4",
25Gx3/4". Day dan bang chat liéu nhya nguyén sinh
PVC, dai > 30cm, duong kinh trong 1.5mm, dudng
kinh ngoai 2.5mm, khong DEHP. Kim bang vt lidu
thép khong gi, ddu kim sic nhon, vat 3 canh, khong c6
g0, ¢o ndp chup. Co dau két ndi Luer lock. Bao bi co

100 cai/hop




miéng gidy thoat khi EO 2,8x2,8cm d¢é thoat hét du
luong khi EO trong qua trinh tiét trung.

Dat tiéu chuan CE, ISO 11135, ISO 13485 hoic twong
duong.

8.33

Kim lay mau
lay thuoc cac
loai cac c&

Kim cac s6 18Gx1 1/2", 20Gx1 1/2", 23Gx1", Vi dung
kim c6 chi thi mau phan biét cac ¢ kim. Pat tiéu
chuan CE, ISO 11135, ISO 13485 hoic twong duong.

100 cai/hop

8.34

Kim luon tinh
mach cac so

Kim luén tinh mach ngoai bién, c¢d canh, co6 cura 14G,
16G, 17G, 18G, 20G, 22G, 24G,

Kim thép khong ri 304, khong bi an mon va ro ri chét
ddc hai, d6 day miii kim: 0.05 mm, giam lyc ddm, han
ché ton thuong.

Ong thong: vat liéu Polyurethane PUR, mang loc
PTFE, bén, han ché gap giy, gin 4 dudng can quang
ngam

@ x L/ Luu lugng dong chay qua éng thong:

Size 14G: 1.9 x 42 mm/ 265 ml/phut

Size 16G: 1.6 x 42 mm/ 170 ml/phut

Sixe 17G: 1.4 x 42 mm/ 135 ml/phut

Size 18G: 1.2 x 40 mm/ 100 ml/phut

Size 20G: 1.0 x 32 mm/ 60 ml/phut

Size 22G: 0.8 x 25 mm/ 30 ml/phut

Size 24G: 0.7 x 19 mm/ 18 ml/phut

Tiét tring bang Ethylene Oxide.

50 cai/hop

8.35

Vién khur
khuan 2,5g

Vién nén khir khuan - dang vién sui - hoa tan nhanh
trong nudc tao dung dich acid hypochlorous (HOCI)
cho tac dung diét khuan t6i uu nhat. Dang hypoclorous
acid khong phan ly co6 tac dung diét cac mam bénh dua
trén co ché clorine hda mang protein va hé thong
enzyme.

Pat tiéu chuan ISO 13485 hoic tuong dwong.

100 vién/hop

8.36

Kim cham
ctru vO trung
ding mot lan

cac loai cac sd
(6cm-10cm)

Kim cham ctru v6 tring ding mot 1an. Chat liéu thép

khong gi hodc twong dwong. Kim can dong, c6 khuyén.

Kich thudc: cac c¢& va c6 chiéu dai trong khoang 6¢cm-
10cm.

Pat tiéu chuan chét luong ISO 13485 hodc tuong
duong

T 10 cai

8.37

Kim cham
cliru vO trung
dung mat lan

Kim cham ctru vo tring ding mot 1an. Chat liéu thép
khong gi hodc twong duong Kich thudc: cac cd va co
chiéu dai trong khoang 15¢m; 20cm.

Tai 50 cai




cac loai cac sd
(15c¢m,20cm)

Dat tiéu chuan chét luong ISO 13485 hodc tuong
duong

8.38

May do huyét
ap

- Luu luong bom cua dong ho (khoang do): 20 ~
300mmHg

- D6 chinh xéac(sai s6): +3mmHg

- Hé thong bom bang cao su, qua bop ¢ van chic
chin, d& van hanh

- Trong lugng: 430g

1 cai/hop

8.39

Tai nghe

- B6 phan mit nghe 1am bang nhom, duoc thiét ké hinh
tron: gdm chudng va mang nghe, chuéng nghe dugc
thiét ké dang hai chiéu nghe (hai diu nghe)

- Ong nghe hai tai 1am bang dong thau, dau dng nghe
¢6 boc niit nhira mau trang

- Day chit Y lam bang nhya PVC, mau xdm

- Trong lugng: 130g

1 cai/hop

8.40

Test tiéu
duong

Que thir xét nghiém dudng huyét

Str dung enzyme: GOD (Glucose Oxidase)

Thé tich mau: 0.9 microlit

Thanh phan thudc thir (cho 100 que thir): Men Glucose
Oxidase (GOD) 300 don vi; Potassium ferricyanide
(chat trung gian) 9.0 mg

Khoéng str dung code-chip

bién cyc ma vang 99%

Thoi gian xét nghiém: 5 gidy (c6 thé chimg minh néu
cai thong s6 Ngay lap tic)

Loai mau: mau toan phan mao mach tuoi (tai ddu ngoén
tay, ban tay, cang tay hodc trén canh tay)

Khoang hematocrit: 20-60%

Khoang xét nghiém: 10-600mg/dL (0.6-33.3 mmol/L)
St dung cting méy thir dwong huyét SD CodeFree™
Blood Glucose Meter

50 Test/hop

8.41

Kim chich
mau an toan
loai dau xoay

Pau kim thép khong ri vat ba du sac nhon, dung véi
but chich mau, gitp ldy mau khong dau. C& kim 28G.
Tiét trung bang tia Gamma.

Pat tiéu chuan ISO 13485 hoic tuong duong.

100 cai/hop

8.42

Lam kinh mai
mo

Chét liéu kinh Soda voi, kich thudce 25.4%76.2mm, d0
day 1.0-1.2mm, mai mo mat dau, bé mat phéng, khong
mdc.

Dat tiéu chudn chat luong ISO 13485 hoic tuong
duong

72 cai/hdp




Dang bao ché: Thude bot

8.43 Barisulfat Thudc dung trong chup X quang thuc quan, da day, 110g/gobi
rudt
g 44 Phim XQ nha PhirAn x:quang dﬁr}g tro}r.lg nha khoa, c6 dinh kém tai 50 film/hop
khoa thuoc rtra phim trén moi phim
* San phém duoc lam béng thun, chat liéu cao su co
gidn tot. 6 bang gai dinh 2 ddu, miéng bang gai bén
chic, dé thao tac. San phém co thé st dung lai nhiéu
lan.
« Luc kéo dut ( d6 bén kéo): > 100 N
A * D6 dan dai twong doi: >75% N
8.45 Day garo » Kha nang bam dfl’gnh cua bang gai: > 5 N 10 chiée/gdi
« B bén miéng dan > 100 lan
* Mat do duong may: > 3 miii/lcm
* Kich thudc: 2,5cm (+,-0.5cm) x 30cm (+,- 2cm)
* Dy garo dugc dong trong nylon c6 thong tin san
pham
Thudc thir Anti-A dugc sir dung dé phat hién nhom
Thudc thir xét | mau A trong mau mau ngudi. Thude thir c6 mau xanh
nghiém dinh | da troi.
8.46 (ziganh nhom | Lo 10ml 10ml/lo
mau A Dat tiéu chuan chat lugng ISO 13485 hodc twong
duong
. ... . | Thudc thir Anti-B duoc sir dung dé phat hién nhom
Thudc thir xét , X . A s
nghiém dinh mau B trong mau mau nguoi. Thudce thur c6 mau vang.
8.47 dan}; nhé;m Lo 10ml 7 ’ 10ml/lo
, bat ti€u chuan chat lugng ISO 13485 hoac tuong
mau B
duong
Thubc thir Anti-AB dugc st dung dé phat hién nhom
Thudc thir xét | mau AB trong mau mau ngudi. Thude thir trong sudt
nghiém dinh | khong mau.
8.48 dganh nhom | Lo lgml 10mV/lo
mau AB Pat tiéu chuan chét luong ISO 13485 hoidc tuong
duong
8.49 Giéy 1{1 nude | Chat liéu giéy in nhiét, dang cudn, kich thudc 57mm x 10 cudn/hép
tiéu 30m.
Chat liéu thép carbon (thép khong gi) duoc dung dé cat
2,50 Ludi dao md | da va mo trong phiu thuét (cac cd). 100 caihop

cac so

Trong lugng 24g
Tiét trung bang tia gamma (R).




Dat tiéu chuan chét luong ISO 13485 hodc tuong
duong

D¢ ludi gb vo

Kich thudce: 150 x 20 x 2mm

8.51 fring Tiét trung bing khi Ethylene Oxide (E.O) 100 cdi/hop
- Loc vi rat, vi khuan; lam 4m va 1am 4m khong khi tur
may thd dén bénh nhan
- C6 cong 1dy mau khi
- Loai phin loc: Phin lgc tinh dién
- Su khang (tai 30LPM): 60PA
Fiter loc - Khong gian chét: 32ml e
852 | udn | - Thé tich: 250-1500ml b edi/tai
- Hiéu qua loc vi khuan (BFE): 99,99%
- Hi¢u qua loc virus (VFE): 99,99%
- Trong lugng: 27.9¢g
- Tiét tring bang khi EO.
- Pat tiéu chuén ISO 13485, CE hoic tuong duong
8.53 | NMELKEthUY | 1ot b0 nhiet d co thé: 35°C- 42°C 12 cai/hop
ngan
Coc dung , A . L 1ea ,
$.54 | mau khong Thich hop cho May Hitachi, Chat liéu nhya PS, kich 500 cai/tii
. thudce 16*38mm, 2.5-3ml.
nap
Nguyén liéu: nhya PVC
855 Céc‘dung Mé}u sa'ic: tr‘fmg trong‘ o ‘ o ‘ 100 cai/tai
dom Trén ndp va canh thanh cta coc dung dom c6 ddm mo
dé ghi tén bénh nhan
Bo nhudm Ziehl Neelsen dung dé thuc hién xét nghi¢m
B6 nhuém lao nhl‘;l(’)IIT soi. Bao gém 93 dur‘lg dich thube nhu@@ thanh B6 3 chai
8.56 Zielh-Neelsen phan la Carbol Fuchsin chai 250ml, Alcohol acid 250ml
(Hydrochloric acid in ethanol) chai 250ml va
Methylene Blue chai 250ml.
Que tre léy Chat liéu: Tre tu nhién.
8.57 mau bénh Kich thudce: 180x2mm 100 cai/tai
pham Than chubt tron, nhin, da hap sy tiét tring.
- Nén vai lua Aacetate taffeta: mém, khong dan hoi voi
d6 bén kéo manh.
- Keo c6 d6 dinh tét, it gy di img
8.58 Bang dinh - X¢é theo 2 chiéu 24 cudn/hop

- Kich thuéc > 1.25cm x 9.1m
- Chdng tham nudc.
Pat tiéu chuan ISO 13485 hoic tuong duong.




8.59

Bang keo lua

- Nén vai lua Aacetate taffeta: mém, khong dan hoi véi
d6 bén kéo manh.

- Keo c¢6 d6 dinh tét, it gay di ing.

- Kich thuéc >2.5cm x 9.1m

- Chdng thim nudc.

Dat tiéu chuan ISO 13485 hoic tuong dwong.

12 cuon/hop

8.60

Chi tiéu tong
hop s6 3/0

Chi tan tong hop da soi Polyglactine 910, thanh phan
Poly (glycolide-colactide) (90/10), cong thurc
(glycolide-colactide) (C2H202) m (C3H402) n, phu
Poly-glycolide-co-L-Lactide) ham luong vat liéu phu 1
~ 5wt%, s6 3/0 dai 75cm kim tron 1/2C dai 26mm duy
tri strc cang >65% sau 14 ngay tan hoan toan trong 56-
70 ngay. Chi nhuém mau tim, Ham lugng thudc nhuém
<0,2wt% Kim thép khong gi phu silicon.

Tiéu chuan ISO 13485, CE hodc tuong duong

12 s¢i/hop

8.61

Chi tiéu tong
hop s6 4/0

Chi tan tong hop da sgi Polyglactine 910, thanh phan
Poly (glycolide-colactide) (90/10), cong thirc
(glycolide-colactide) (C2H202) m (C3H402) n, phu
Poly-glycolide-co-L-Lactide) ham lugng vat li¢u phu 1
~ 5wt%, s6 4/0 dai 75cm kim tron 1/2C dai 22mm duy
tri strc cang >65% sau 14 ngay tan hoan toan trong 56-
70 ngay. Chi nhu¢m mau tim, Ham lugng thudc nhudm
<0,2wt%. Kim bang thép khong ri 300, 302 phu
silicone.

Tiéu chuan ISO 13485, CE hoic tuong duong

12 s¢i/hop

8.62

Chi tiéu tong
hop s6 5/0

Chi tan tong hop da soi Polyglactine 910, thanh phan
Poly (glycolide-colactide) (90/10), cong thirc
(glycolide-colactide) (C2H202) m (C3H402) n, phu
Poly-glycolide-co-L-Lactide) ham lugng vat liéu phu 1
~ 5Wt%, s6 5/0 dai 75cm kim tron 1/2C dai 17mm duy
tri strc cang > 65% sau 14 ngay tan hoan toan trong 56-
70 ngay. Chi nhu¢m mau tim, Ham lugng thu6c nhuom
< 0,2wt% Kim bang thép khong ri phu silicone.

Tiéu chuan ISO 13485, CE hoic turong duong

12 sgi/hop

8.63

Chi khau tiéu
cham cac loai,
cac co

Chi tan chdm tu nhién chromic catgut cac s6
0;1;2/0;3/0;4/0, kim tron 1/2C vong kim tir 20mm-
40mm. Péng goi bang gidy Tyvek 100% sgi HDPE
bén dai chéng rach ngin khudn hiéu qua. Soi chi lam
bang collagen tinh khiét.

12 sgi/hop




Dat tiéu chuan chét luong ISO 13485 hodc tuong
duong.

8.64

Chi khong
tiéu 4/0

Chi khong tiéu don soi tong hop Polyamide 6.0 hozc
6.6 s6 4/0 75cm kim tam giac 3/8C 19mm. Kim lam
bang thép khong gi AISI-SUS 300-302 phu silicone.
Do nham bé miat nho hon 0.4 Ra. BE mit sgi chi mugt
ma gitp dé dang xuyén qua cac md. Soi chi co dic
diém d& budc va stc cang tt. Dong géi kin ngin khuan
hiéu qua.

Tiéu chuan ISO 13485, CE hoic turong duong

12 soi/hop

8.65

Chi khong
tiéu 5/0

Chi khéng tan tong hop nylon thanh phan polyamide
6.0 hoic 6.6 s6 5/0 dai 75m kim tam giac 3/8C 16mm.
Kim lam bang thép khong gi AISI-SUS 300-302 phu
silicone. PO nham bé mit nhé hon 0.4 Ra. Bé mit soi
chi muot ma gitp dé dang xuyén qua cic mé. Soi chi
¢6 dic diém d& budc va stic cang tot. Pong goi kin
ngan khuan hiéu qua.

Tiéu chuan ISO 13485, CE hoic tuong duong

12 sgi/hop

8.66

Chi khong
tiéu 2/0

Chi khong tiéu don soi tong hop thanh phan Polyamide
6.0 hoic 6.6 (nylon) s6 2/0 75¢m kim tam giac 3/8C,
kim 1am bang thép khong gi AISI-SUS 300-302 phu
silicone, kim 24mm, do nhdm bé mit nho hon 0.4 Ra,
Bé& mit soi chi muot ma giup dé dang xuyén qua cac
mo. Soi chi ¢6 dic diém d& budc va sire cing tot. Dong
g6i kin ngan khuan higu qua.

Tiéu chuan ISO 13485, CE hoic tuong duong

12 sgi/hop

8.67

Chi khong
tiéu 3/0

Chi khéng tiéu don soi tong hop Polyamide 6.0 hodc
6.6 (nylon) s6 3/0 dai 75cm kim tam giac 3/8C, kim
lam bang thép khong gi AISI-SUS 300-302 phu
silicone, vong kim 26mm, d nham bé mat nho hon 0.4
Ra, B& mat soi chi mugt ma giap dé dang xuyén qua
cac md. Soi chi ¢o dic diém d& bude va stic cang tdt.
Dong goi kin ngan khuan higu qua.

Tiéu chuan ISO 13485, CE hoic turong duong

12 sgi/hop

1.3. Cac yéu cau khac

* Nha thau phdi nop cing véi E-HSDT cdc tai liéu sau ddy:

P01 voi toan bo hang hoa:




- C6 Catalog hodc tai liéu k¥ thuat khac ctia Nha san xuét c6 day du noi dung
chtrng minh céc dic tinh, thong s6 k¥ thuat dbi véi cac hang hoéa chao thau (Néu 1a
ngdn ngir nude ngoai phai co ban dich sang tiéng Viét) co day du ndi dung chimg
minh thong s6 k¥ thuat ddi véi cac hang hoa tham duy thau theo yéu cau cia E-HSMT
va chiu trach nhiém vé ndi dung va tinh chinh xéc giita ban gdc va ban dich). Dong
thoi, nha thau cin danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng
yéu cau Ky thuat tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

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

- C6 gidy chtng nhan dat tiéu chuan quan 1y chat lugng ISO 13485 hoic CE
hodac FDA hodc tuong duong cua nha san xuét con hiéu luc véi cac mat hang tham
du.

- S luu hanh con hiéu lyc bao gém S6 cong bd tiéu chuan ap dung d6i véi
Thiét bi y té thudc loai A, B do S& Y té cap hoidc SO gidy ching nhan dang ky luu
hanh d6i voi Thiét bi y té thudc loai C, D do B Y té cap va Két qua phan loai Thiét
bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh
56 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025
ctia Chinh phi.. Péi v6i truong hop S6 Iwu hanh hét hiéu luc, dé nghi Nha thau giai
trinh kha nang cung tmg hang hoa.

Luuy:

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

- Nha thau phai cam két hang hoa chao thau da duoc ké khai gia (D41 voi hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT ngay
03/11/2024 ctia B Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Diéu 1,
Nghi dinh 07/2023/ND-CP ngay 03/03/2023 va cam két gia ban khong cao hon gia
ké khai hodc gia niém yét theo Khoan 1, Piéu 18, Nghi dinh s 85/2024/ND-CPngay
10/07/2024 & Diém 7, Khoan 18, Piéu 1, Nghi dinh 07/2023/ND-CP ngay
03/03/2023.

- Nha thau c6 cam két tai thoi diém ddi chiéu tai liu hodc hoan thién hop
d6ng: Nha thau phai ndp cac tai liéu chimg minh kha ning cung tng hang héa cé
ngudn goc rd rang va hop 18, nham dam bao dap ing yéu cau vé ning luc ky thuat



theo quy dinh vé “Diéu kién ky két hop ddng” tai Khoan 2 Diéu 66 Luat dau thau sd
22/2023/QH15. Trudong hop Nha thau khong thé cung cap tai liéu chimg minh, Nha
thau s& khong du diéu kién xét trang thau theo huéng dan tai Khoan 19 Diéu 140
Nghi dinh s6 214/2025/ND-CP.

Dbi voi yéu cau lap dat, giao hang, tudi tho ctia hang hoa:

- Cam két tat ca hang hoéa cung cap méi 100%, chua qua st dung, c6 ngudn
gbc xuat xr rd rang, con nguyén dai, nguyén kién theo quy cach dong gbi cua nha
san Xuat.

- Tai budc dbi chiéu tai liéu, d6i v6i hang hoa 12 hoa chét xét nghiém, nha thau
cung cip hang hoa dé Bén mua tién hanh Xac nhén gia tri st dung ctia phuong phap
trong Quan 1y chat luong xét nghiém theo Quyét dinh s6 2429/QP-BYT ngay
12/06/2017 cua BO Y té; trong truong hop thir nghiém hang hoa thuc té khong dap
g dtng tinh ning k¥ thuat da chao tai E-HSDT va yéu cau k¥ thuat cia E-HSMT
thi dugc hiéu nha thau khong dap ung danh gia vé k¥ thuat. Trong trudng hop nha
thau khong dong y cung cap hang hoa thir nghiém tai budc déi chiéu tai lidu, hang
hoa cung cép theo Hop ddng sau khi Bén mua thtr nghiém khong dap ung duoc
Quyét dinh s6 2429/QD-BYT ngay 12/06/2017 ctia B Y té, nha thau s& bi chdm dut
hop d6ng va Bén mua s& ra Quyét dinh xur 1y vi pham va dang tai 1én Hé théng mang
dau thau Qubc gia.

Muc 2. Ban vé: Khong c6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang héa
dugc yéu cau sé& dugc to chuc tai Trung tim Y té Hai Duong; Pia chi: 71 Nguyén
Chi Thanh, Phuong Lé Thanh Nghi, Thanh ph Hai Phong. Hang hoa nha thau cung
cap trude khi duoc nghiém thu s& duoc bén moi thau kiém. Bét cir hang hoéa nao
khong dam bao chét lugng theo yéu cau caa E-HSMT va E-HSDT sé& khong duoc
nghiém thu.



