Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau 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 an/dw todn mua sim, géi thiu

- Tén Du toan mua sim: Mua sdm vAt tu, hoa chit xét nghiém, sinh phrflm y té
ctia Bénh vién Phoi Hung Yén nam 2026-2027.

- Tén g6i thau: Go6i thau sé 01: Mua sam vat tw, hoa chat xét nghiém, sinh
pham y té cua Bénh vién Phdi Hung Yén nim 2026-2027.

- Chii dau tu: Bénh vién phoi Hung Yén

- bia diém thuc hién: Bénh vién phéi Hung Yén. Dia chi: Puong Pham Bach
Ho, Phuong Son Nam, Tinh Hung Yén

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

- Phuong thirc Iyra chon nha thau: Mot giai doan 01 ti hd so

- Nguén von: Nguén thu tir dich vu kham, chira bénh cua Bénh vién Phéi
Hung Yén.

- Thoi gian bat dau t6 chirc lua chon nha thau: Quy 111, 2026

- Loai hop dong: Hop dong theo don gia cb dinh.

- Thoi gian thyc hién goi thau: 12 thang (giao hang nhiéu lin theo yéu cau
ciia Chit dau tw trong thoi gian thiee hién hop dong).

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

- Yéu cau nha thau mo ta thong s6 k¥ thuat cuia hang hoa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuén thu cac thong sd ki thuat va cac
tiéu chuan dudi day hodc c6 cau hinh tvong duong. Bat ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau k¥ thuit déu mang tinh chat minh hoa céc tiéu chuan
chét lugng, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hang
héa c6 nguon goc, xudt xir, nha sdn xudt, thwong hi¢u phii hop véi diéu kién cung
cdp nhung phdi dim bdo yéu ciu cé thong so ky thudt, tinh ning sit dung, tiéu
chudn cong nghé “twong dwong” hodic tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cap tai lidu chimg minh su dap tmg tot hon cia hang hoa chao thau so véi yéu
cau cua HSMT.



*Luu y:

- Nha thau phai cam két hang héa tuong thich vdi cac trang thiét bi hién co
tai Bon vi st dung (Chi ap dung doi véi cde mat hang sw dung cho may co tai bénh
vién), bang mot trong cac cach sau:

+ Tai liéu k¥ thuat cua 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 tdt.

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

+ Hodc tai li¢u khac co6 gia tri chirng minh twong duong.

- Céc thiét b hi¢n ¢6 cua Chu dau tu:
Ma phan/16 Danh muc hang hda Thiét bi ciia Chu dau tw

el b e W

PP2600279559 - Phan 1.
Hoa chit, vét tw dung cho
caic xét nghiém théng
thwong

STT 1 dén 21 May sinh hoa M300
STT 22 dén 25 May Huyét hoc Star Diff 3
STT 26 dén 30 May Huyét hoc Sysmex XS-
800i
STT 31 dén 39 May dién giai Auto ISES00
STT 40 dén 41 May MTI Click - 50

STT 42 May phan tich mau ling RS30
STT 43 dén 45 Khong yéu ciu twong thich

2 | PP2600279560 - Phin 2.
Héa chat xét nghiém nudi
cay lao MGIT

STT 1 d&én 4 May cdy dich tim vi khuan lao,
Model: BACTEC MGIT 320

- Pbi voi cac tiéu chuin chét luong duogc dé cap tai E-HSMT:
+ Tiéu chuan chat luong FDA dugc hiéu 13 ctia Cuc Quan 1y Thuc phém va
Dugc pham Hoa Ky (FDA) - My.



d6 chinh xac két qua dau ra.
(6) Tuong duong vé gia tri do; d6 chinh xéac két qua do;

+ Céc tiéu chuan chat lugng ctia CE hoic FDA hodc twong duong phai duoc
cap boi Co quan c6 thim quyén theo diing quy dinh twong tmg véi Phan loai (Class)
cua thiét bi.

- Noi ham tuong duong dugce quy dinh trong yéu cau ky thuat dugc hiéu la:
(1) Puoc co quan c6 tham quyén ching nhan turong 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 cta vat liéu.

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

(5) Twong duong vé cong suat; hi¢u suat, yéu cau thong s6 dau vao; danh muc,

(7) Tuong duong vé ham luong, ndng do, tinh chat
(8) Cac yéu t6 twong duong khac (néu co)

- Nha thau phai c6 bang dap ung vé k¥ thuat ctia hang hoa chao thau theo céc

mau sau:
+ Bang dap ung tinh phap ly hang hoéa (file word/excel + ban ky déng dau, scan dinh kém E-
HSDT):
Tiéu
Tén th hué
en,t wrong , .| Tén . Q,uy ¢ ufm Thong tin
mai tham | Ky md . | Chia | céach . o chat R L
R . a nha . , ,.| Phan loai thiét ké khai gid|
Tén khio hi¢u / . so' |dong goil . 4 s R . . .. | lwgng £, R,
N R - san - . bi y té theo Nghi| So lwu hanh |Giay phép ban (néu cd) / | Tai liéu sdn
TT| hang | (luuy tén | Nhan <. | hitu | cia . . . i, 1SO, % A
) N . , . | xuat, % N dinh cia TBYT |hang (néu cé) niém yét pham
héa | hanghoa |[mac sin Xudt (néu | hang 98/2021/NB-CP CE... i (néu
theo S6 Iuru phém i c6) | héa duw (Ghird g o6)
hanh TBYT) v thiu ngay hét
han)
1) @ (3) 4) OREORNY) (8) 9) (10) (11) (12) (13)
- 86 cong bé
tiéu chudn ap
dung doi véi
thiét bi y té A - Catalog,
Tén hang 1EDLY 1€ Ghi v day di g
. s .| thudc loai A, oo X, Brochure,
héa Theo Néu rd hang héa B toan bé quda Theo Pay du 2 Hurdne dén si
TBYT la theo| Theo | Theo han Theo | duoc phan logi - Hodc S& trinh: Tén cu |hang héa| thdng tin: dw g a’? W
L | Theo | 6w hanh | hang | hang hof hang | ndo kém theo 56 ”“Z © \thé Chii s hiwu| thuec 16 | Giava Z’f’g'j“ “‘ft’
HSMT| TBYT hodc |héa thuc| héa héa thee|  vén ban 814y US| 1y > Nha | (Ghird | Thoi gian | oo 4t
A 1 | thuce % , . . |nhdn dang ky| s Y - Tai liéu
theo tén ké te thuc té & té Ban phan logi e hanh ddi \phdn phoi (néu| ngay hét |hét hiéu luc i nh
khai tai ¢ TBYTA,B,C,D| 9N oy >Nha | han) | (néuco) | T
voi thiét bi y N ciia bén thir ba
TKHQ. . . thau
té thuéc loai
C,D
(do co quan
¢6 tham




quyén ciia
Viét Nam cdp)

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

hoa theo s6
céng béd lvu
hanh, hoac
theo ching
tw nhap
hang (trong
trwvong hop
c6 sy sai
khacvgiTén
hang hoa
theo
HSMT).

STT | Tén | Yéucauky | Pap irngky Quy cich Tai liéu ki thuat tham chiéu trong E-
hang | thuitcua thuat cha déng géi HSDT
hod | Hosomeoi | HOsody Tai | Tai liéu tham chiéu bang tiéng
thau thau lieu | Viét (Lwu y: Nha thau phai dam
tham | bdo tinh chinh xac gitra ndi dung
chiéu | tiéng Anh va tiéng Viét. Trong
bang | trwong hop cé su sai khac, To
tiéng | chuyén gia sé& yéu cau lam ré E-
Anh | HSDT. Viéc nha thau cd tinh dich
sai n6i dung nham dap &ng yéu
cau ctia E-HSMT, tuy mirc dd cé
thé dwoc coi 1a hanh vi gian 1an)
(1) | (2) (3) (4) (5) (6) (7)
1 | Theo Ténhang |- Tén hang | Theo hang
E- hod theo E- | hod theo | hdathucté
HSMT HSMT theo E-
HSMT
- Tén
thuong mai
(néu  ¢o):
Tén  hang




- Model: ...

- Nha san
Xuat: ...

- Xudt xu: ...
- Cha s&
httru  (néu
co): ...

M6 ta hang

Mo ta hang

DAn chiéu tirng chi tiét mo ta hang hoa (trich dan cu thé toi

héacltaE- | hdéa cha E- | Trang... cia Catalog/Tai liéu ky thuat va Mé ta hinh anh...
HSMT HSDT  (chi | thudc E-HSDT) (theo vi du duwdi day bao gom ca doan vin
tiét ddp (rng | mo ta chi tiét ndi dung dap &ng)
tirng muc) | Dong thoi, nha thiu can danh dau (Highlight) trén tai liéu
ky thuat théng s6 cu thé cla hang héa dap ng yéu cau ky
thuat tai E-HSMT.
Vi du: D6 phdan D6  phdn | Catalog trang | Catalogtrang 2
gidi: > gidi: 2 “P6 phan giai: 1920x1080p”
1920x1080p | 1920x1080p | “Resolution:
1920x1080p”
Nguén Nguén Catalog trang | Catalog trang 2
sdng: LED | sdng: LED 2 “Ngudn sang: Dén LED trang cong suat

hodc twong
duong

“Light source:
High power
white led”

”

cao

Tiéu chi dap
ng tuong
duong hoac
tét hon

- Tai liéu chitng minh theo hwdng dan bén
trén vé “N6i ham tuong duong”

- Hodc tai liéu chirng minh mdt s8 tinh
nang ky thuat cda E-HSMT dua ra la tiéu
chi khéng co ban (théng s6 phu viéc khéng
dap &ng khong lam anh huwédng tadi tinh
nang s dung clia hang hoa dy thau) kém
theo dan chirng phap ly va khoa hoc cu thé
(khdng chap nhan cac 1ap ludn tu suy dién)
dé T6 chuyén gia xem xét danh gia “Chap
nhan duoc”.

Tiéu chi gay
han ché nha
thau (khéng
duwoc
xét va danh

xem

Tai liéu chirng minh yéu cau ki thuat chi cé
duy nhat 01 nha san xuat dap &ng




[ | | &i4) |

Nha thdu cam két nhitng ndi dung ké khai néu trén la chinh xdc va hoan toan chju trdch nhiém vé
théng tin ké khai.

Trwong hop Nha théu c6 tinh ké khai théng tin / dich tai liéu kj thuat khéng diung vdi Théng s6 ki thudt
ma Nha sén xudt cong b6 nhdm vwot qua budce ddnh gid vé ky thudt sé duoc coi Ia hanh vi gian 1an
trong ddu théu theo quy dinh tai Khodn 4 Piéu 16 Ludt Bdu thdu va Nha thdu sé hoan toan chiu trach
nhiém, chép nhén chju xi ly theo quy dinh cia E-HSMT va phdp ludt vé déu thau

1.2.2. Yéu ciu ky thuit chi tiét:

STT Danh Quy cach | Yéu ciu vé dic tinh / thong s6 ky thuat ciia hang héa
muc dong goi (hoac twong duwong)
hang hoa

| Phan 1. Hoa chit, vt tw diung cho cAc xét nghiém thong thwong

1.1 Thubc 6x65ml | Phuong phap do: BCG- Bromocresol green

thir xét Pham vi do: 10g/1-80g/I
nghiém D0 nhay phan tich (gidi han phat hién dudi): 0.2 g/dl
dinh Thanh phan chinh:
luong Succinate buffer, pH 4.1: 75 mmol/l
Albumin Bromcresol green 0.15 mmol/I
Brij 35: 7. ml/l
Detergents va stabilizers >0.1 %
Chét chuén:

Nong do albumin ciia bd twong tng
CRM 470 (IFCC) 4.0 g/dI
RPPHS 91/0619 4.0 g/dl

SRM 927a (NIST) 4.5 g/dI
Ti€u chuan chat luong ISO 13485 hoac tuong duong

1.2 Thudc R1: Phuong phap DCA
thir xét 3x50ml | Budce song 546 nm (540 — 560 nm)
nghiém R2: Duong énh sang 1 cm
Bilirubin 3x10ml | Pham vi do tir 0.05-23mg/dl
direct Gi6i han phat hién dudi 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 chuén chét lugng ISO 13485 hoic twong duong

1.3 Thudc R1: Phuong phap: DCA
thir xét 3x65ml | Khoang do luong: toi da 30 mg/dl
nghiém Gidi han phat hién dudi 1a 0.07 mg/dL.




Bilirubin R2: Thanh phan chinh:
total 3x14ml | R1: Phosphate buffer 50 mmol/L
NaCl 150 mmol/L
R2: 2.4-Dichlorophenyl-diazonium salt 5 mmol/L
HCI 130 mmol/L
Tiéu chuén chét lugng ISO 13485 hoic twong duong
1.4 Thudc 6x65ml | Phuong phap: ChOD-PAP (Cholesterol
thir xét oxidase/peoxidase)
nghiém Pham vi: 1.8 — 750mg/dL
Cholester Gi6i han phat hién: 3 mg/dl (0.08 mmol/1)
ol Thanh phén chinh:
Pipes buffer, pH 6.9: 90 mmol/l
Phenol: 26 mmol/I
Cholesterol oxidase: 200 U/I
Cholesterol esterase: 300 U/I
Peroxidase 1250 U/I
4-Aminoantipyrine 0.4 mmol/I
Chat chuan: Cholesterol Standard 200 mg/dl
(5.27mmol/l)
Tiéu chuan chat lugng ISO 13485 hoic twong duong
1.5 Thudc R1: Phuong phap: Jaffe
thir xét 4x66ml | Khoang do luong: Huyét thanh/huyét twong: 1.0 - 2500
nghiém R2: pumol/I
dinh 4x16ml | Gidi han phat hién: 0,1mg/dl (8,8 pumol/l)
luong Thanh phan chinh:
Creatinin R1: Sodium hydroxide 0.2 mol/L
e R2: Picric acid 25 mmol/L
Creatinine Standard : 2 mg/dL
Tiéu chuén chét lugng ISO 13485 hoic twong duong
1.6 Thubc R1: Phuong phép: xét nghiém mau bang enzym
thir xét 2x66ml | Khoang do luong: Huyét thanh/huyét twong 0.3 - 1300
nghiém R2: ul/l
Gamma- 2x16ml | Gidi han phat hién: 5 mg/dl (0.83 mmol/1)
GT Thanh phan chinh:
R1: Tris Glycylglycin buffer pH 8.1: 100 mmol/I,
Stabilizer and Detergent
R2: L-y-Glutamyl-3-carboxy-4-nitroanilide 2.9 mmol/l,
Stabilizer and Detergent
Tiéu chuén chét lugng ISO 13485 hoic twong duong
1.7 Thudc 6x66ml | Phuong phap: GOD-PAP (Glucose oxidase/ peroxidase)
thir xét Khoang do luong: 0.36 — 963 mg/dI
nghi¢m G161 han phat hi¢n: 2 mg/dl
dinh Thanh phén chinh:
luong Phosphate buffer, pH 7.5: 0.1 mol/I
Glucose Phenol: 7.5 mmol/I

GOD: 12000 U/I




POD: 660 U/I

4-Amino-antipyrine: 0.40 mmol/Il

Chét chuén:

Glucose: 100 mg/dl

Tiéu chuan chat lugng ISO 13485 hoic twong duong

1.8 Thudc R1: Phuong phap: IFCC
thir xét 6x66ml | Pham vi do: 3 - 1000 U/L
nghiém R2: Gi61 han phat hién: 1.5 U/l
GOT(AS 6x16ml | Thanh phan chinh:
T) R1: Tris buffer pH 7.8: 200 mmol/I
L-Aspartate: 200 mmol/Il
MDH > 1 KU/
LDH > 2 KU/I
R2: NADH > 1.5 mmol/l
2-Oxoglutarate: 12 mmol/Il
Tiéu chuan chat lugng ISO 13485 hoic tuong duong
1.9 Thudc R1: Phuong phap: IFCC
thir xét 6x66ml | Pham vi do: 1.7 - 900 U/L
nghiém R2: Gi61 han phat hién: 4 U/l hodac 0.07 pkat/l
GPT(AL | 6x16ml | Thanh phan chinh:
T) R1: Tris buffer pH 7.4: 100 mmol/Il
L-Alanine 500 mmol/Il
LDH 1200 U/I
R2: NADH2: 0.18 mmol/Il
2-Oxoglutarate: 15 mmol/Il
Tiéu chuan chat lugng ISO 13485 hoic twong duong
1.10 | Thudc 5x66ml | Phuong phap: Biuret
thir xét Pham vi do: 0 - 15 g/dI
nghiém Gi61 han phat hién: 0.2 g/dl hodc 2.0 g/l
Total Thanh phan chinh:
Protein Potassium iodide 30 mmol/I
Potassium sodium tartrate 32 mmol/I
Copper sulphate 18 mmol/l
Sodium hydroxide 200 mmol/I
Chét chuén:
Protein Total Standard 100 mg/dl
Tiéu chuén chét lugng ISO 13485 hoic twong duong
1.11 | Thudc 6x65ml | Phuong phap: GPO-PAP (Glycerol phosphate
thir xét oxidase/peroxidase)
nghiém Pham vi do: 0 - 1400 mg/dL
dinh Gi61 han phat hién: 0.5 mg/dl (0.05 mmol/l)
luong Thanh phan chinh:
Triglyceri Pipes buffer pH 7.0: 50 mmol/I
de p-Chlorophenol: 2 mmol/Il

Lipoprotein lipase: 150000 U/I
Glycerolkinase: 800 U/I




Glycerol - 3 - P- oxidase: 4000 U/I

Peroxidase: 440 U/l

4-Aminoantipyrine: 0.7mmol/Il

ATP: 0.3mmol/l

Mg2+: 40 mmol/Il

Na-cholat: 0.20 mmol/I
Potassium-Hexacyanoferrat(I1): 1umol/l

Standard:

Triglycerides Standard: 200 mg/d|

Tiéu chuén chét lugng ISO 13485 hoic twong duong

1.12 | Thudc R1: Phuong phap: UV kinetic
thir xét 4x66ml | Dai do/Pham vi bao cao: 4.8 - 400 mg/dl
nghiém R2: Thanh phén chinh:
dinh 4x16ml | R1: TRIS buffer pH 7.8: 50 mmol/Il
luong GLDH > 0.80 U/l
Urea Urease > 12 U/ml
R2: TRIS* buffer pH 9.6: 100 mmol/I
2-oxoglutarate 8.3 mmol/I
NADH > 0.23 mmol/l
Standard:
Urea Standard: 50 mg/dI
Tiéu chuan chat lugng ISO 13485 hoic twong duong
1.13 Thudc 4x65ml | Phuong phap: Uricase-PAP
thir xét Pham vi do: 0-30 mg/dI
nghiém Gi61 han phat hién: 0.2 mg/dl (11.9 umol/l)
dinh Thanh phan chinh:
luong Phosphate buffer pH 8.0: 50 mmol/I
Uric acid DHBSA: 4 mmol/l
Uricase: 60 U/I
POD: 660 U/I
4-Aminoantipyrine: 1 mmol/I
Preservative
Uric acid Standard (cat. no.: 499S): 6 mg/dl (356.9
pmol/1)
Tiéu chuén chét lugng ISO 13485 hoidc twong duong
1.14 Vat liéu 5mi Vat liéu kiém soat dong kho dua trén huyét tuong nguoi,
kiém soat da loai bo fibrin dé do céc chi s sau:
mirc [ xét Albumin, Alkaline Phosphatase, ALT (GPT), Amylase
nghiém Pancreatic, Amylase Total, AST (GOT), Bicarbonate,
dinh Bile Acids, Bilirubin Direct, Bilirubin Total, Calcium,
luong céc Calcium lonised, Chloride, Cholesterol, Cholinesterase,
thong sb CK Total, Copper, Creatinine, gamma-GT, GLDH,
sinh héa Glucose, Iron, Lactate, LD (LDH), Lipase, Lithium,

Magnesium, Phosphate Inorganic, Potassium, Protein
Total, Sodium, TIBC, Triglycerides, Urea, Uric Acid




(Urate), Zinc.
Tiéu chuén chat luong ISO 13485 hoic twong duong

1.15 Vat liéu 5ml Vat liéu kiém soét dong kho dua trén huyet tuong nguoi,
kiém soat da loai bo fibrin dé do céc chi sb sau:
muec 11 Albumin, Alkaline Phosphatase, ALT (GPT), Amylase
xét Pancreatic, Amylase Total, AST (GOT), Bicarbonate,
nghiém Bile Acids, Bilirubin Direct, Bilirubin Total, Calcium,
dinh Calcium lonised, Chloride, Cholesterol, Cholinesterase,
luong cac CK Total, Copper, Creatinine, gamma-GT, GLDH,
thong sb Glucose, Iron, Lactate, LD (LDH), Lipase, Lithium,
sinh héa Magnesium, Phosphate Inorganic, Potassium, Protein
Total, Sodium, TIBC, Triglycerides, Urea, Uric Acid
(Urate), Zinc.
Tiéu chuan chat luong ISO 13485 hodc tuong duong
1.16 | Chat hiéu 5ml Chét hiéu chuan huyét thanh déng kho c6 ngudn goc tir
chuan xét huyét thanh ngudi. Multicalibrator ¢6 thé dugc st dung
nghiém dé hiéu chuin may phan tich sinh hoa:
dinh Albumin, Alkaline Phosphatase, ALT (GPT), Amylase
luong Pancreatic, Amylase Total, AST (GOT), Bilirubin
cac thong Direct, Bilirubin Total, Calcium, Chloride, Cholesterol,
s6 sinh Cholinesterase, CK Total, Copper, Creatinine, Gamma
hoa GT, Glucose, Iron, Lactate, LD (LDH), Lipase,
Magnesium, Phosphate Inorganic, Potassium, Protein
Total, Sodium, Triglycerides, Urea, Uric Acid (Urate),
Zinc.
Tiéu chuan chat lugng ISO 13485 hoic twong duong
1.17 Dung 2L Thanh phan chinh:
dich rtra Alkali < 10.0%
va bao tri Tiéu chuan chét lugng ISO 13485 hodc twong duong
may xét
nghiém
sinh hda
1.18 Dung 500ml | Thanh phan chinh:
dich rtra Detergent < 1.0%
va bdo tri Preservative < 10.0%
may xét Tiéu chuan chat lugng ISO 13485 hodc twong duong
nghiém
sinh hoa
1.19 | Vatte | 500 cai/ tui | Cong dung mau bénh pham
dung cho Chét liéu: Nhya PS
may xét Kich thude: 16*38mm
nghiém Dung tich: 2-4ml
Mau sic: Trong sudt
Tiéu chuén chét lugng ISO 13485 hoic twong duong
1.20 | IVDIa Chiéc | Thong s k¥ thuat:

phu kién

Dién dp danh nghia: 12.0 V




cho may

Cong suat danh nghia: 20.00 W

sinh hoa Duong kinh: 9.5 mm
Chiéu dai: 30.0 mm
Chiéu dai tim dén (LCL): 19.5 mm
Chiéu dai day toc: 1.90 mm
Trudng duoc chiéu sang: 1.9%2.0 mm?
buong kinh day toc: 2.0 mm
Tuodi tho: 3000 gid
Tiéu chuan chat lugng ISO 13485 hoic twong duong
121 Vatte | 6 thanh/ bo | Cuvette cho budng rira may sinh hoa Reaction cuvette
dung cho Loai nhya: PC/ PS
may xét Tiéu chuén chét luong ISO 13485 hoic twong duong
nghiém
1.22 | Hoa chat 20L Thanh phén chinh:
dung cho Sodium chloride < 0.9%
may phéan Potassium chloride < 0.06%
tich huyét Buffer < 0.3%
hoc Preservative < 0.1%
Gia tri pH ¢ 20 d6 C: xép xi 7.12
C6 ma QR Code quan 1y hoa chat duoc tich hop sin
Do 6n dinh chua mo trong 24 thang ké tir ngay san xuét
khi dugc bao quan ¢ nhiét d¢ 2-35d6 C
Tiéu chuén chat lugng ISO 13485 hoic twong duong
1.23 | Thudc 500ml | Thanh phan chinh:
thtr ly gidi Detergent < 2.0%
héng cau Buffer < 1.0%
Gié tri pH ¢ 20 d6 C: xap xi 5.38
C6 ma QR Code quan 1y hoa chét duoc tich hop sin.
Tiéu chuan chét lugng ISO 13485 hoic twong duong
1.24 | IVD lam 50mi Thanh phan chinh:
sach va Sodium hypochlorite < 8.0%
bao tri Sodium hydrate < 2.0%
may phan Gi6i han: Thudc thir phai dugc st dung trong pham vi
tich huyét nhiét d6 moéi truong 1a 15-35 d6 C.
hoc St dung 60 ngay sau khi mo nap
Tiéu chuan chat lugng ISO 13485 hoic twong duong
1.25 | Vatliéu 3ml Thanh phan chinh:
kiém soat Healthy mammal blood (pig), preservatives and cell
chat stabilizers.
luong Tiéu chuan chét lugng ISO 13485 hoic twong duong
dung cho
may phan
tich huyét
hoc
1.26 | Hoa chat 20L Thanh phan chinh:

dung cho

Sodium chloride < 0.9%




may phan Potassium chloride < 0.1%
tich huyét Buffer < 0.3%
hoc Preservative < 0.1%
Do pH ¢ 20 d6 C: xép xi 7.75
Tiéu chuan chat lugng ISO 13485 hoic twong duong
1.27 Thudc oL Thanh phan chinh:
thur ly giai Detergent < 0.6%
héng cu Buffer < 1.0%
Preservative < 0.4%
Gié tri pH ¢ 20 d6 C: xap xi 7.3
Tiéu chuin chat lugng ISO13485 hodc twong duong
1.28 | Thudc 42ml Thanh phan chinh:
thur ly giai Ethylene glycol < 99.9%
hong cau Dye < 0.15%
Gia tri pH ¢ 20 d6 C: xap xi 7.0
Tiéu chuan chat lugng 1ISO13485 hoic twong duong
1.29 | Thudc 5L Thanh phén chinh:
thir ly giai Detergent < 0.5%
hong cau Preservative < 0.6%
Tiéu chuan chat lugng 1ISO13485 hoic twong duong
1.30 | Vatliéu 3ml Thanh phan chinh:
kiém soat Miu dong vat c6 vi khoé manh (lon), chét bao quan va
xét chét 6n dinh té bao.
nghiém Tiéu chuan chét lugng ISO 13485 hodc tuong duong
dinh
luong 29
thong sb
huyét hoc
1.31 | Thudc Cal A: | - Thanh phan chinh: KCI, NaCl, NaAc, CaCI2, dém pH,
thir xét 650ml chat hoat dong bé mit, chit bao quan.
nghiém Cal B: |- Gia tri hiéu chuan:
dinh 200ml Calibration A: K+ 4 mmol/L, Na+ 140 mmol/L, ClI-
luong da 100 mmol/L, Ca2+ 1.25 mmol/L, pH 7.4
thong s6 Calibration B: K+ 8 mmol/L, Na+ 110 mmol/L, ClI- 70
dién giai mmol/L, Ca2+ 2.5 mmol/L, pH 7
(K, Na, - Néng do:
Cl, Ca, Ammonium molybdate 0.4 mmol/Il
pH) Sulphuric acid 100 mmol/I

Hydrochloric acid 100 mmol/Il
- Mau bénh pham: Huyét thanh ngudi
- Tuong quan tuyén tinh hé sé r: K+ >0.99, Na+>0.99,
Cl->0.99, Ca2+>0.99
- B¢ léch tuyén tinh D: K+ <3%, Na <1%, Cl- <2%,
Ca2+ <5%
- Bg nhay cua phép phan tich K+ <0.2mmol/L,
Na+<6.7mmol/L, Cl- <6.2mmol/L, Ca2+ <0.1mmol/L




- B0 thién 1&ch chinh xac: K+ <2%, Na+ <1.5%, CI-
<2%, Ca2+ <5%, pH < 1%
Ti€u chuan chat lugng ISO 13485 hoac tuong duong

1.32 Vat liéu 10x1ml - Thanh phﬁn chinh: KCl, NaCl, NaAc, CaCl2, LiCl, pH
kiém soat buffer, chit hoat dong bé mit, chat bao quan.
chét - Bic tinh hiéu suét:
luong xét + Trong khoang CV: K+ <1.5%, Na+ <1.5%, Cl-
nghiém <1.5%, Cat++ <1.5%, pH <1.0%
dinh + Gitra khoang CV: K+ <3.0%, Na+ <3.0%, CI-
luong (K, <3.0%, Cat++ <5.0%, pH <1.0%
Na, Cl, + D thién 1éch chinh xac: K+ <2.0%, Na+ <1.5%, Cl-
Ca, pH) <3.0%, Cat++ <5.0%, pH <1.0%
Tiéu chuén chét lugng ISO 13485 hoic twong duong
133 | IVDIa 10x5ml | Thanh phan chinh:
dung dich Sodium hypochlorite (NaCIlO) 0.4% - 0.5%
rira dung Tiéu chuan chét lugng ISO 13485 hodc twong duong
cho may
xét
nghiém
dién giai
1.34 | bBién cuc Chiéc bién cuc K electrode
xét Tuong thich v4i may phan tich dién gidi model Auto
nghiém ISE500
dinh Tiéu chuan chat lugng ISO 13485 hodc twong duong
luong K+
(Kali)
1.35 | Bién cuc Chiéc bién cuc Na electrode
xét Tuwong thich v&i may phan tich dién gidi model Auto
nghiém ISE500
dinh Tiéu chuén chét lugng ISO 13485 hodc twong duong
luong
Na+
(Natri)
1.36 | DBién cuc Chiéc bién cuc Cl electrode
xét Tuong thich vé1 may phan tich dién giai model Auto
nghiém ISE500
dinh Tiéu chuan chat lugng ISO 13485 hodc twong duong
luong ClI-
(Clo)
1.37 | bién cuc Chiéc bién cuc Ref electrode
xet Tuong thich vé1 may phan tich dién giai model Auto
nghiém ISE500
dinh Tiéu chuan chat lugng ISO 13485 hodc twong duong
luong quy

chiéu




1.38 | Day bom Chiéc Day bom Tubing pump
dung cho Tuong thich véi may phan tich dién giai model Auto
may xét ISE500
nghiém Tiéu chuén chét lugng ISO 13485 hoic twong duong
1.39 IVD la 5x0.8ml | Thanh phan chinh:
dung dich KCI, NaCl, NaAc, CaCl2, LiCl, chat dém pH, chat hoat
nap dién dong bé mit, chét bao quan.
cuc Nong do ting phan: K+ 5mmol/L, Na+ 125mmol/L, CI-
Na/K/Cl/ 145mmol/L, Ca2+ 10mmol/L, pH 7.6
Ca/pH Tiéu chuan chét lugng ISO 13485 hodc tuong duong
140 | Que thu 100 test | Tuong thich may MTI Click - 50
xét Thanh phan chinh:
nghiém Ascorbic Acid: 2.6-dichloro-phenol-indophenol 0.5mg.
nude tiéu Leukocytes: indoxyl ester 1.4mg;diazonium salt 0.7mg.
11 théng Ketone: sodium nitroprusside 30.0mg.
sO Nitrite: sulfanilamide 0.65mg;N-(naphthyl)-
ethylenediammonium dihydrochloride 0.45mg.
Urobilinogen: fast blue B salt 1.2mg.
Bilirubin: 2.4-dichlorobenzene diazonium 14.3mg.
Protein: tetrabromphenol blue 0.36mg.
Glucose: glucose oxidase 6.2mg;peroxidase 2.8mg;4-
aminoantipyrine 0.08mg.
Specific Gravity: bromthymol blue 0.4mg;sodium poly
methyl vinyl acetate maleic 16mg.
Blood: cumene hydroperoxide 35.2mg;3,3',5,5'-
tetramethylbenzidine 2.0mg.
pH: bromocresol green 0.2mg; bromxylenol blue 3.3mg.
Tiéu chuan chat lugng ISO 13485 hoic twong duong
1.41 Gidy in Hop 100 | Kich thudc: 57mm x 30m, dung cho may in nhiét nudce
nhiét cudn tiéu.
1.42 | Ongxét | 100 dng/ vi | Ong thiy tinh 8x120mm chiéu xa vdi nit cao su butyl.
nghiém Chira t6i 1.6ml méau toan phan trong dng.
toc do Ong chira 0.28mL natri citrat 3,2% va san sang dé sir
mau lang dung.
Tiéu chuén chét lugng ISO 13485 hoic twong duong
1.43 Thube 10ml Thudc thir xét nghiém dinh tinh khang nguyén A, dong
thir xét (clone): (9113D10)
nghiém Nguyén 1y ngung két hong cau
dinh tinh Thanh phén chinh: 0.001% Anti-A monoclonal, 0.02%
khang Na2HPO4, 0.5%BSA, 0.03% NaCl, 0.2% EDTA, Blue
nguyén A colour Stain (< 0.1 ml/L)
Tiéu chuan ISO 13485 hodc twong dwong
1.44 | Thudc 10ml Thubc thir xét nghiém dinh tinh khang nguyén B, dong
thir xét (clone): (9621A8)
nghi¢m Nguyén Iy ngung két hdng cau
dinh tinh Thanh phén chinh: 0.001% Anti-B monoclonal, 0.02%




khang

Na2HPO4, 0.5%BSA, 0.03% NaCl, 0.2% EDTA,

nguyén B Yellow colour Stain (< 0.09 ml/L)
Tiéu chuan ISO 13485 hoic twong duong
1.45 Thube 10mi Thudc thir xét nghiém dinh tinh khang nguyén A, khang
thir xét nguyén B, dong (clone): (152D12 + 9113D10)
nghiém Nguyén 1y ngung két hong cau
dinh tinh Thanh phan chinh: 0.001% Anti-AB monoclonal, 0.02%
khang Na2HPO4, 0.5%BSA, 0.03% NaCl, 0.2% EDTA
nguyén Tiéu chuan ISO 13485 hoic tuong duong
A, khéang
nguyén B
Il | Phéan 2. Hba chit xét nghiém nudi ciy lao MGIT
2.1 Moi Hop 100 | - Dung trong quy trinh phyc hdi va phat hién vi khuan
truong ong 7Tml | mycobacteria.
nudi cay - Mbi 6ng chira 110uL chét chi thi huynh quang Tris 4,
phat hién 7-diphenyl-1,10-phenanthroline ruthenium chloride
vi khuan pentahydrate va 7mL canh trudng Middlebrook 7H9:
lao 5.9¢; Casein Peptone 1.25g.
- Bdo quan ¢ 2 - 25°C.
2.2 Hoéa chat | Hop 12 1o | - Dung trong quy trinh phuc hdi va phat hién vi khuan
bo trg mycobacteria.
nudi cay - Gom lo chtra 15mL chét 1am giau Middlebrook OADC
vi khuan v6i cong thire trén 1L nudc tinh khiét: 50.0g Bovine
lao albumin, 20.0g Dextrose, 1.1g Polyoxyethylene stearate,
0.03g Catalase, 0.1g Oleic axit; va lo chira hon hop
khang sinh dong kho: Polymyxin B 6,000 don vi,
Amphotericin B 600 pg, Nalidixic axit 2,400 pg,
Trimethoprim 600 g, Azlocillin 600 ug.
- Bdo quan ¢ 2 - 8°C.
2.3 Ong 51 ong/hdp | - Puogc st dung trén may BD BACTECTM MGITTM
chuan 960, dung dé hiéu chinh bd phan phat hién cia may
may nuoi - Bao quan tdi ¢ 2 - 25 °C.
ciy va
lam
khéng
sinh d0 vi
khuan lao
2.4 Thanh 25 Test/ | - Dung nguyén 1y sic ky mién dich nhanh dé phat hién
thir xét hop dinh tinh khang nguyén MPT64 ctia nhom
nghiém Mycobacterium tuberculosis complex.
dinh tinh - Mbi thanh hoa chit dugc dong trong géi thi bac
khang - Thanh ho4 chit bao gdm mot duong xét nghiém chira
nguyén vi khang thé don dong dic hiéu-MPT64 va mot dudng
khuan lao chimg chira khang thé khang loai.

- Bdo quan ¢ 2 - 35°C.

Phin 3. Sinh pham y té, vt tw y té




3.1

Bong hat

01Kg/tui

Bong y té tham nudc 100% bong xo thién nhién. Bong

tréng, khong mui, mém min, dai, khong bi toi va c6 do

thAm hut rat cao. Bong dang dai, dugc cudn thanh cudn
chéc.

Khong doc td va khong gy di ung, khong c6 vi khuéan,
nam méc _

Dat tiéu chuan ISO 13485.

3.2

Dung
dich rira
tay sat
khuan 2%
(chai 500
ml)

Chai
500ml

Dung dich Chlorhexidin Gluconat 2% kl/tt .

Tac dong diét khuén phé rong voi hau hét céc vi khuén,
c6 chat lam mém, 1am 4m bao vé da tay (Glycerine, acid
lactic...). Bom dinh lugng theo chai.

Nha san xuét dat tiéu chuan ISO, GSP, GMP hoic tuong
duong

3.3

Dung
dich khur
khuan
dung cu
nhanh

Can 3.78
lit

Dung dich khtr khuan murc d¢ cao,

thanh phan ORTHO-PHTHALADEHY DE 0,55%,
Benzotriazole 0,01% va cac thanh phan khac, pH 7.2 -
7.8,

- Thoi gian ngam khtr khuan mire do cao cho dung cu 1a
5 phut, tai st dung trong vong 14 ngay. Thoi gian bao
quan dung dich trong can 13 75 ngay tinh tir khi mo nip.
- Khong gy dn mon dung cu, twong thich véi nhiéu loai
dung cu va vat lidu (ké ca Polystyrene, Cyanoacrylate,
EPO - TEK 353 epoxy), c6 que th.

- Tuong thich vé6i dung cu ciia cac hing san xuét dung cu
nd1 soi (Olympus, Pentax, GE, Karl Storz, dén néi soi
Fujinon)

- Diét duoc hau hét cac loai vi khuan, vi rat, nim, Truc
khuan lao (Mycobacterium bovis), theo cac tiéu chuan:
EN 13727, EN 13624, EN 14348, EN 14563, EN 14476
- Moi trudng sir dung khong can thong khi dic biét. Co
thé dung cho quy trinh xir 1y bang tay va bang may.

- Pat cac tiéu chuan: EC, ISO 13485 hoic twong duong

3.4

Dung
dich
ngam tay
rira dung
cu (chai 1
lit)

Chai 1 lit

Dung dich ngdm tay rira dung cu y té hoat tinh enzyme,
thanh phan: protease subtilisin 0,5%, hiéu qua nhanh sau
1 phat.

- it bot, pH trung tinh: 7.8-8.8 ngan khong dé lai ton luu,
gitip dung cu duge khir khuan hiéu qua, huong bac ha dé
chiu, at dugc mui cia dung cu ban, khong gay dn mon
dung cu

- Pi sau va lam sach cac vi tri kho tiép can nhu cac khe
dng ndi soi, déng thoi 1am sach hidu qua cac chat béo va
mo.

- Tuong thich véi nhiéu loai dung cu vat liéu phi kim
loai nhu silicone, E® Cao su EPDM, PTFE,
polyurethane, cao su viton va céac vat li€u kim loai nhu




thép khong gi E® thép 304-2B, thép khong gi 410, thép
khong gi 420 va nhém anodized.
- Pat cac tiéu chuan : EC, ISO hodc twong duong

3.5 Vién sui 100 Dang vién sui tan nhanh trong nudc, dung khir khuan bé
sat khuan vién/hdp | mat, dd vai, diét vi khuén gram am & gram duong Hoat
d6ng hiéu qua ké ca khi c6 su hién dién chit hitu co, pH:
50-6.5
- 1 vién nang 5g c¢6 thanh phan: hoat chat Troclosense
Sodium 50% tuwong duong 2.5g/vién, Apidic acid
1,2g/vién tuong duong 24%. trong lugng 1 vién
- Pat cac tiéu chuan: ISO13485, GMP hoic twong duong
3.6 Cloramin Thung Dang bot mau tréng, c6 mui dac trung, ham lugng Clo
B 25kg hoat tinh: 25-27%
3.7 Bang Hop 1 - Vai lua Taffeta tréng tir cac nude G7. SO soi 44x19,5
dinh lya cudn soi/cm, trong lwong cua khdi pha 50-60 g/m2, luc dinh
5cm x 5m 1,8-5,5 N/cm. Keo Zinc oxide
- Tiéu chuan CE MDR,
3.8 | Bomcho | 01 cai/tdi, | Bom tiém dugc lam bang nhya PP nguyén sinh. Dung
an 50ml | 25 cai/hdp | tich 50ml, dau to lap vira ddy cho an, pittong c6 khia bé
gdy dé huy sau khi sir dung.
- San pham tiét tring bang khi E.O
- Tiéu chuan ISO 13485 hoic tuong duong
3.9 | Bomtiém | Hop/25 cai | Nhuay té nguyén sinh. Pit tong c6 khia bé gay dé huy.
50ml Déc xodn lap vira kim tiém cac sd, twong thich voi may
dung cho bom tiém dién. VO trung - khong chira DEHP, Tiét trung
bom tiém bang khi Ethylene Oxide (E.O). Pat tiéu chuén ISO
dién 13485 hodc twong duong
3.10 | Bomtiém | Hop/100 | Bom tiém duoc lam bang nhua PP nguyén sinh. Dung
dung mot cai tich 1ml, ¢6 kim 26G, 25G.
lan 1ml - San pham tiét tring bang khi E.O. Bao bi san pham
dang ép vi, dugc ciu tao boi 1 mat 1a mang phim va 1
mit 12 gidy tham khi, cho phép han kin trudc khi tiét
tring tranh vi khuan tai xAm nhap sau khi tiét tring va
thoat hét khi E.O ton du.
- Khoang chét thap < 0,03ml.
Dap ung tiéu chuan TCVN 8664:2011, Tiéu chuan ISO
hodc tuong duong
3.11 | Bomtiém | TGi 01 cai | San xuat tir nhya y té nguyén sinh. Dung tich chia d6 o
dung mot nét. Pit tong c6 khia bé giy dé huy. Tiét trung bang khi
lan 5ml Ethylene Oxide (E.O). C& kim 23G hodc 25G. Pat tiéu
chuan ISO 13485 hoic twong duong
3.12 | Bomtiém | Tdi 01 cai | San xuat tir nhya y té nguyén sinh. Dung tich chia d6 o
dung mot nét. Pit tong c6 khia bé giy dé huy. Tiét trung bang khi
lan 10ml Ethylene Oxide (E.O). C& kim 23G hodc 25G. Dat tiéu

chuan ISO 13485 hoic twong duong




3.13 | Bomtiém | Tui 01 cai | San xuat tir nhua y t& nguyén sinh. Dung tich chia d6 1&
dung mot nét. Pit tong co khia bé giy dé huy. Tiét tring bang khi
1an 20ml Ethylene Oxide (E.O). C& kim 23G. Dat tiéu chuan ISO

13485 hoac twong duong
3.14 | Kimcanh | TGi01 | Day dan: Nhua nguyén sinh PVC, mém déo, d6 dan hoi
budm cac chiéc cao, khong gay gap khi bao quan va st dung.
co - Pau ndi: nhwa nguyén sinh, c6 nip day
- Day dai > 300mm
- C kim 23G x %", 25G x %". Pau kim vat 3 canh, than
kim nhén, khong tap chat bén trong, duoc phu silicone
- Tiét tring bang khi Ethylene Oxide (E.O)
3.15 Kim 100 cai/ | Kim sic bén duoc lam tir thép khong gi.
chich hop Tiéu chuan: ISO, CE, FSC Chéau Au hoic twrong duong
mau vo
trung
3.16 | Kim ldy 100 cai/ | Kim: duoc lam bang thép khong gi. Pau kim vat 3 canh,
thudc hop; sac nhon. Tiét trung. Pat chimg nhan ISO 13485 hoic
100 hop/ | twong duong
kién.
3.17 Bo6 day Twi 01 bo | Bo day dan dai > 150 cm, lam tir nhya PVC tiéu chuéan y
truyén té, dam bao do dan hoi cao khong gy gap khi bao quan
dich kim va st dung, két ndi véi soi kim canh buém 23G hodc
2 canh 25G véi chiéu dai > 30 cm
budém - Tiéu chuan: ISO 13485 hodc twong dwong

3.18 | Gangtay | 50 d6i/hdp | San xuat tir cao su thién nhién, c6 pha bot chdng dinh, 6
kham céac cac ¢&. Thuan cho ca tay trai va tay phai, dai > 220mm.

co Tiéu chuan ISO 13485 hoic tuong duong

3.19 | Gangtay | 01 doi/goi | Gang tay dugc san xuét tir nguyén liéu latex (cao su tu

y té tiét nhién) ly tim hai lan nham loai trir cac tap chat, doc to
triing va Cac tac nhan gay di tmg. Chiéu dai: >280mm
dung cho Chiéu rong 10ng ban tay: Size 6,5: 83mm+5mm; Size 7:
phau 89mmz 5mm Size 7,5: 95mm=5mm; Size 8: 102
thuat, thu mm+6mm Chiéu day tdi thiéu 1 16p cho cac ¢&: >
thuat. 0,13mm
Cuong luc kéo dut toi thiéu: Trude gia hoa: >13 N; Sau
giahodala > 11N
-Do gidn dut toi thiéu: Trudce gia hoa: >700%; Sau gia
hoa 1a > 550%;
3.20 | Taidung | Bich 10 cai | San xut tir nhwa y t& PVC, khong doc hai.
nuée tiéu | (Kién 250 | - Kich ¢& 2000ml, do day > 1.2mm, phan vach ro rang.
cé quai cai) bam bao kin khong ro ri.
treo (tdi 2 - Van xa thoat day chit T, chdng trao ngugc. Co quai treo
lit) - San pham duogc tiét tring bang khi Ethylene Oxide

(E.O)".
Pat ti€u chuan ISO 13485 hodc tuong duong




3.21 | Céc dung 100 Lo/ | * Lo nhuya PS tréng trong, c6 nhan mau tréng, nép mau
bénh Bich do, dung tich > 55 ml.
pham * Pat tiéu chudn ISO 13485 hoic twong duong
3.22 | Ongly | 50chiéc/ | Chat liéu nhiya PP, nap nhya PE, dung tich 50ml.
tam tai
Falcon
50ml
3.23 ()ng 250 Ong/ * Kich thude 16x100 mm, chét liéu nhya PS hoic PP
nghiém Bich | * Dat tiéu chuan ISO 13485
nudc tiéu
3.24 Ong 100 Chat liéu: Ong duoc lam bang nhya y t& PP. Nip cao su
chéng cai/khay | boc nhya day kin thanh 6ng. Kich thudc @13 x 75 (mm)
dong hodc @12 x 75 (mm). Hoa chat bén trong 1a EDTA K2
EDTA ¢o duoc phun duéi dang hat swong. Nong d6 mubi EDTA &
nat cao su trong khoang tir 1,2 mg dén 2mg EDTA khan trén 1ml
mau, va chiu duoc luc quay ly tAm gia toc 6.000
vong/phut trong thoi gian tir 5 - 10 phut. Chirng nhan
CE. Tiéu chuan ISO 13485 hoic twong duong
3.25 Ong 100 Chét liéu: Ong duoc 1am bang nhya y té PP. Hoa chat:
nghiém cai/khay | Pugc bom hoa chét chdng dong Lithium Heparin. Kich
Heparin thude dng @13 x 75 (mm) hodc @12 x 75 (mm), c6 vach
dinh murc léy mau, chiu dugc luc quay ly tam 6000
vong/pht trong vong 5 - 10 phut. Tiéu chuan ISO 13485
hodc tuong duong
3.26 | Sondeda | 01 cai/tii | Ong thong da day cac ¢& gom 2 loai ¢6 nip hoidc khong
day cac c6 nap. Day dan dugc san xuat tir chat liéu nhya PVC
sO nguyén sinh, mém, déo, tron giam ton thuong niém mac.
Tiét trung. Tiéu chuén EN ISO 13485 hoic twong duong
3.27 | Sonde hat | 01 cai/tli | Day dan duoc san xut tir chat liéu nhya PVC, nhin
nhot cac bong tranh gay ton thuong, xay xudc niém mac, dau day
sO hut c6 2 mat phu dé hat. Day c6 d6 dai > 50cm. Co 2
loai ¢6 nap va khong nap.
Pat tiéu chuan ISO 13485 hoic twong duong
3.28 | Day tho 1 céi/tti | Puogc san xuat tir nhya PVC y té, ddy mém, c6 chiéu dai
OXy gong >2.000 mm. Tiéu chuan ISO 13485 hodc twong duong
kinh 2
nhanh cac
co
3.29 | Dayndi | 50 cai/ hop | Day ndi bom tiém dién dai >140 cm, thé tich ton du
bom tiém 1.40ml, khoa két ndi luer lock. Puong kinh day (OD
dién dai 2.70 £ 5% & 1D 0.95 £ 5%) chiu dugc ap lyc cao (=140
to 140cm PSI), chng xodn. Chét liéu: day ndi Poly Vinyl Chloride
tro 1én (PVC), Nip luer lock cho dau nbi 4m va duong:

Polypropylene + Master Batch (PP+MB), Dau ndi luer
lock am Polycarbonate (PC), Pau noi luer lock duong
Acrylonitrile Butadiene Styrene (ABS), C6 8 nhan dan




va1 chi thi voi 4 mau khég nhau. Tiét trung EO. Han
dung 5 nam. Pat ti€u chuan CE, ISO 13485 hoac tuong
duong

3.30

Phim X-
Quang
25cmx30
cm tuong
thich may
in laser
Fujifilm

150 to/ hop

Phim kho laser ¢& 25x30 cm tuong thich may in phim
kho laser Fujifilm, hop 150 to, str dung cong ngh¢ than
thién moi truong, phim gdm 4 16p: 16p bao v¢, 16p nhay
sang, 16p phim, 16p bao vé. Thanh phan chinh bao gém:
polyethylene terephthalate (PET): 85-95%, polyme: 1-
10%, Bac hiru co: 1-10%, gelatine: 1-10%, Phu gia: 0,1-
15%, bac halogenua: 0,05-1%. Dmax: 3.3, Dmin: 0.17.
Tiéu chuan chat lugng: ISO 13485, EC hoic twong
duong

3.31

Phim kho
35cmx43
cm tuong
thich may
in AGFA

100 t&/hop

Cong nghé in nhiét ky thuét sb truc tiép. Kich thudc
35x43cm

Pam d6 quang hoc tdi da > 3.2. Phim gdm 4 16p: 16p nén
PET day 168 um, 16p mubi bac hitu co ham luong
khoang 1.0 g/m2 16p bao vé trong sudt va 1op nén dudi.
Do day phim: 200 - 210 pm.

Tuong thich voi cac dong may in Agfa Drystar.

Dat tiéu chuan ISO 13485, CE hoic tuong duong

3.32

Pién cuc
dan

50 cai/ tai

bién cuc dién tim loai dan, c6 duong kinh 55mm.

« Thanh dién cuc mém, Keo dinh chat, giit dugc qua >24
gio. Chéng thim nudc, chéng thim md hoi, nhung dé
béc nguyén miéng, khéng bam ban sau khi boc.

« Cam bién: Phan tiép xtic v6i cap may c6 chat liéu dong
phu niken, phan tiép xtc ngudi bénh cé chét liéu ABS
phu Ag/AgCl. D6 din dién tét.

« G6i gidy trang nhom.

3.33

Mask thé
khi dung
cac co
dung mot
lan

01 cai/tdi

« Mask thé duge lam tir nhwa PVC mém, déo.

» Céc chira thude > 5ml

« Téc d6 phun swong: >18 ml/phut

« Ap lyc hoat dong: 0,6 — 1 bar

Luu lugng khi 1a 15L/phat dudi ap luc khi 1a 200kpa
Ap suat tinh: 200K pa, thoi gian: 10 phit; tai trong truc:
10N, thot gian: 1 phat

* Kich thudc hat: 3-5um

« Day ndi Oxy: ¢6 chiéu dai >2m, dugc tiét tring bang
khi EO riéng tirng bd

+ Pudng kinh ngoai ddy ndi: 5.0+0.2mm, d6 day thanh
4ng day ndi 0.8mm=+0.2mm

+ Day nbi c6 thé chiu dugc ap luc 1én téi 100kpa ma
khong bi 10 ri

* C6 céc size cho nguoi 16n va cho tré em

Tiéu chuan: ISO 13485 hoic twong duong

3.34

Mask tho
oxy cho

1 cai/tai

Gom:
1.T4m tya tran c6 thé diéu chinh duoc gitip phi hop véi




may thd

nhi€u cau trac guong mat khac nhau

khong 2. Vanh Silicon giap bénh nhan thoai mai khi deo mask
xam nhap 3. C6 16 thoat khi dam bao an toan cho bénh nhan
4. Day deo mask tién loi, dé sir dung
c6 > 03 size:
-Cao: 2175 mm - < 195mm
-Rong: > 110 mm- < 122 mm
-Day: > 112mm - < 115mm
3.35 | Gidy dién | 01 tap/ tai | Kich thudc 110 mm * 140 mm *143 t&
tim 6 can Tuong thich véi may dién tim Nihon Kohden
3.36 | Gidydién | 01 tap/tai | KT gidy 210mmx140mmx200 td, dung cho may dién tim
tim 12 12 can
can
3.37 | Gelsiéu | Can05 lit | Gel st dung trong siéu &m, phil hop véi tan sd siéu 4m
am dang sir dung, khong phat hién vi khuan Staphyloccus,
Pseudomonas aeruginosa.., gel trong, tan hoan toan trong
nuée, d6 PH trong khoang 6.5-7.5. Tiéu chuan ISO hoic
tuong duong
3.38 Gidy in 1 cudn/tai | Gidy in chét luong cao.
siéu am Kich thuée 110mm x 20m.
den tring
3.39 Pipet | 500 ci/tli | Puoc lam bing nhira PP
nhya vo Co vach chia. Dung tich hut > 3ml
trung
3.40 | Lamkinh | 72 cai/hop | Lam kinh nham. Hop 72 cai. Pat tiéu chuan ISO hoic
tuong duong
3.41 | Geldién 250ml/ | Gel dién tim. Tuyp 250ml
tim tuyp
3.42 Dau Chai Dau parafin, dung dich 1ong tron, khong mau, khong
Parafin 500ml mui. Chai 500ml
3.43 | Ho4 chat Chai Dung dich Giemsa; Thé tich: Chai 1 lit.
nhudm 1000ml
Giemsa
3.44 Bo Bo 3 chai | B nhuom Ziehl Neelsen dung dé thuc hién xét nghiém
nhudm 250ml | nhudm soi. Bao gdm 03 dung dich thuéc nhudém thanh
Ziehl phan 14 Carbo Fuchsin chai 250ml, Alcohol acid
Neelsen (Hydrochloric acid in ethanol) chai 250ml va Methylen
Blue chai 250ml.
- Bdo quan: Nhiét do phong thi nghiém
- Bong goi: Bo 3 chai x 250ml c¢6 voi bom tién dung
3.45 | Gelbdi | Tuyp 82 gr | Dang gel tron, trong sudt, khong mau, khong miii,
tron tuyp/82g
3.46 | Conyté | Can30 lit; | Thanh phan: Ethanol 96° Cong dung: Sét triung, khir
96 do Phi 225 lit | khun tay, dung cu y té
3.47 | Kim lay 100 Puoc lam bang thép khong ri. Dat tiéu chuan ISO hoic
mau cai/hop | tuong duong




lancet

(kim
chich
mau thir
duong
huyét)
3.48 | Kimludn | 50céi/1 |- Kim co dau bao vé an toan bang kim loai, ty dong kich
tinh mach hop hoat khi kim duoc rat khoi éng cathter.
an toan 200 céi/ 1 | - Kim 1am bang thép khong gi, dau kim c¢6 3 mit vat, sic
c6 céanh, kién bén, dé 13y ven.
6 cong - Ong catheter c6 4 vach can quang 1am tir chat liéu
bom PTFE nhya y té. Dau dng catheter thu6n nhe, gitp
thudc bd chuyén tiép tir kim sang 6ng catheter ém, dé dang trong
sung cac qua trinh ludn.

5O - Kim c¢6 canh c6 cong bom thude bd sung, nip ddy dang
bat, nap mau ma hoa theo kich thudc. Canh ¢6 16 khau
gilp c6 dinh catheter 6n dinh.

- Budng bao mau thiét ké trong sudt giup dé dang xac
dinh lay dtng ven.
- C6 diém ti ngon tay (Thumb Stopper): HS tro ki thuat
dua kim bang mot tay
- Khtr tring bang khi EO( Ethylene Oxide).
- Thoi gian lwu kim t6i da 96 gio.
-14G: @ 2,1 x 1.77"/45 mm; Flow/ Rate 297ml/ min.
- 16G; @ 1,8 x 1.77"/45 mm; Flow/ Rate 220ml/ min.
- 18G; @ 1,3 x 1.77"/45 mm; Flow/ Rate 94ml/ min.
- 20G; @ 1,1 x 1.25"/32 mm; Flow/ Rate 61ml/ min.
-22G; @ 0,9 x 1.00"/25 mm; Flow/ Rate 36ml/ min.
- 24G; @ 0,7 x 0.75"/19 mm; Flow/ Rate 20ml/ min.
3.49 | Nuéccat | Can 20 lit | Nuoc cat 1 1an. Can 20 lit
mot 1an
3.50 Test Hop 25 | Que thir xét nghiém dudng huyét
nhanh test St dung enzyme: GDH-FAD. Giam thiéu cac phan ting
duong nhiéu boi disaccharide, polysaccharide, maltose,
huyét galactose, icodextrin. Giam thiéu anh huong ctia ndng do

oxy béo hoa trong mau.

Thé tich mau: 0.5 microlit

Phuong phap xét nghiém: Dién hoa

Thanh phan thudc thir (trong 100 que thir): Glucose
dehydrogenase (GDH): 39.2 don vi; Potassium
ferricyanide: 1.9 mg

Khoéng str dung code-chip

bién cyc ma vang 99%

Thoi gian c6 két qua: 5 gidy

Loai mau: mau toan phﬁn (mao mach, tinh mach, dong
mach), mau mau bénh nhi




Khoang HCT: 0%~70%

Khoang xét nghi¢m: 10~600 mg/dL (0.6-33.3 mmol/L)
Tuong thich véi may thir dudng huyét STANDARD™
GlucoNavii GDH Blood Glucose Meter

3.51

Test viém
gan B
(HBsAQ)

Hop 25
test

Phat hién dinh tinh khang nguyén bé mit virus viém gan
B( HBsAQ) c6 mat trong huyét thanh, huyét twong hoic
mau toan phan. Khong can dung dich dém (lo Buffer).
D0 nhay: 100%, do dic hiéu: 100% so voi CLIA. On
dinh 8§ tuan tai 55 +/-10C. D6 chinh xac 100%. Bao
quan: 2-400C

-Thanh phan chinh: Vach thir: khang thé don dong khang
HBs; Vach ching: khang thé don dong khang IgY-ga
Ham luong:

- Khang thé don dong khang HBs: 0,75 + 0,15ug

- Khang thé don dong khang IgY ga: 0,6 £0,12pg

- Khang thé don dong khang HBs- gin keo vang: 0,08+
0,16pg

- IgY ga- gin keo vang: 0,015 + 0,003pg

- Gi61 han phat hién: phat hién dugc HBsAg ching ADR
va ching AYW tir nong d6 0.01562 pg/ml, va ching
ADW tir ndng d6 0.03125 pg/ml

- Khay thir dugc dong goi tung tii nhom riéng lé; BO kit
cung cap bao g6m khay thir va éng pipet nhya ding 1
lan.

3.52

Bang keo
thir nhiét,
hap uét

28 cudn/
thung

Bing chi thi nhiét dung trong tiét khuan hoi nuéc
-Vach chi thi hoa chét s& hién thi su thay d6i mau sic
tryc quan khi tiép xtic v6i quy trinh tiét khuan bang hoi
nudc.

- Kich thuédce: > 18mm x 55m

- Str dung cho goi dung cu tiét khudn bang hoi nuéc
trong cac quy trinh tiét khuan hoi nuéc 250°F/121°C,
270°F/132°C, 273°F/134°C va 275°F/135°C

- Thanh phan: Gidy Crepe bdo hoa 40-50%, Chat két
dinh 10-20%, Acrylic Polymer 2-5%, Muc chi thi hoi
nudce 0.5-2%.

- Khong chtra mu cao su tu nhién.

- Muc chi thi hoi nude khong chira chi.

-Tiéu chuan chat lugng: FDA, ISO 13485 hodc twong
duong

3.53

Que phét
dom

100 cai /
tai

Chét liéu bang tre, tron nhan, dau vat, tiét tring

3.54

Pank c6
mau

Tui 01 cai

chat lidu thép khong gi, dai 14-16cm

3.55

Kep phau
tich c6
mau

Tui 01 céi

chat liéu thép khong gi, dai 14-16cm




356 | Kéocat | TuiOlcai | Chatliéu thép khong gi, dai 12 cm
chi size
12 cm
3.57 | Ongdan | 25 cai/hop |« Panh dau o 5, 10, 15 & 20 cm tir dau xa gitp xac dinh
lvu mang 250 vi tri
phdivoi | céifthing | « Pau xa tron lang véi mét dan luu 16n gitp giam chan
troca thuong
* Ong PVC mém, chéng mo va chong xoin
« Hai mit bén giup thoat nudc hiéu qua
« Pau gan dugc trang bi co ndi dé d& dang két ndi véi
chai dan luu
* Co>15ssize tu 8 - 40FG
3.58 Sang TGi 01 cai | San xuat tir vai khong dét khong hat nuécKich thude: >
phau 80cm x 120cm.Pat tiéu chuan ISO hoic twong duong
thuat
dung 1
lan
3.59 Sond Tai 1 chiée | San xuét tir 100% cao su ty nhién, phu Silicon
folay 2 - C6 béng dung tich 3ml-30ml bong duge thiét ké hinh
nhéanh try, cang déu, chdng v&. Co cac size:
+ FR 6: dung tich bong 3ml, chiéu dai 270mm
+ FR8-10: dung tich bong 3ml-5ml, chiéu dai 270mm
+ FR 12, 14,16: dung tich bong 10ml, chiéu dai 400mm
+ FR 18,20,22,24,26: dung tich bong 30ml, chiéu dai
400mm
- L& thong tiéu tiéu 16n va tron, duoc thiét ké 2 nhanh
- Luong ton du ETO < 10 ug/g
- Tréang silicon trong long dng
- Tiét trung
- Tiéu chuan ISO13485
- Dép tng tiéu chuan EN 1616:1997 hoic tuong duong
3.60 | Huyétap | Hop 01 bd | Bo gom 01 huyét ap kém 6ng nghe:
+ Tai May do huyét ap: Luu luong bom cta dong ho (khoang
nghe do) 20-300mmHg. D¢ chinh xac: + 3mmHg
He¢ thong khi: Bao quan quanh tay bang vai ¢ mleng
dan khoa, bén trong 1a rudt hoi 1am bang cao su, c6 6ng
hoi va bop bong hoi.
Ong nghe tim phdi: bao gdm chudng nghe va mang nghe
Ong chit Y nhya P.V.C
3.61 | Ponghd | Hop 01 bdo | Bo dong hd oxy dung gan trén binh oxy bao gdm:
oxy « 01 Pong ho kém cot do luu lwong » 01 Binh tao 4m
oxy, st dung nhiéu lan » 01 Déy th¢ oxy, sir dung 1 lan
3.62 | Nhiétké | Hop 12 cai | Chat liéu: Hop kim Gallium, indium va thiéc. Dai do
nhiét d6 co thé 35°C- 42°C, budc nhay 0.1°C.
3.63 | Hop dung | Tui 01 cai Phan nip: gdm 2 mit

thudc cap

« Mit 1: Gom ¢co logo, tén hop thudc va so dd chan doan.




cuu « Mit 2: C6 so d6 chan doan nam doi xung voi mat.
chéng sdc - Phan than hop chia 1am 1 ngan 16n bén trai va 5 ngin
phan v¢ nho bén phai dung dé chira vat tu
- Ngén 16n phia trai than hgp rdng 9cm x dai 17 cm dugc
chia 1am nhiéu ngin nhoé ding dé chira thude:
- Phan day hop c6 khe nho dung dé chira phac d6 diéu tri
- Kich thudc: DxRxC (265mmx195mmx70mm)
- Chét ligu: Nhya PP
3.64 | Ongndi | TuiOlcai | day thd bang Silicon dung nhiéu lan cho ngudi 16n,
dung cho duong kinh trong 22mm, dai > 120cm
may thd
khong
xam nhap
3.65 | Maydo | Hop 01 cai | Dai do d6 bao hoa oxy khoang 35%-100%. Man hinh
d6 bao OLED hién thi: SpO2, nhip tim.
hoa oxy
kep ngén
tay
3.66 | Bobong | Hop 01 bo | gom: mit na silicon, bong silicon dung tich 1600ml+
bop cap 150ml, tai chia 2.700ml £5%.
cuu dung
nhiéu 1an

1.3. Cac yéu cau khac
* Nha thdu phdi ngp cung véi E-HSDT cdc tai liéu sau ddy:
Dbi v6i toan bd hang hoa:

- C6 Catalog hoic tai liéu k§y thuat khac ctia Nha san xuét co day du nodi dung
chting minh céac dic tinh, thong s6 ky 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 d6i v6i cac hang hoa tham du thau theo yéu cau caa E-HSMT
va chiu trach nhiém vé noi dung va tinh chinh xac giita ban gbc va ban dich). Pong
thoi, nha thau can danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng
yéu ciu ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

D4i v6i hang hoa 13 Thiét bi y té&: Nop thém cac tai liéu sau.

- C6 gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 hoidc CE
hodac FDA hodc tuong duong ctia nha san xuét con hiéu luc v&i cac mat hang tham
du.

-S4 luu hanh con hiéu luc bao gdm Sé cong bd tiéu chuan ap dung ddi véi
Thiét bi y té thudc loai A, B do S& Y té cap hodc SO gidy ching nhan dang ky luu



hanh d6i voi Thiét bi y té thudc loai C, D do BO Y té cip 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
cua Chinh phu.

Luu y:

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

- Hang hoéa dy thau dd duogc ké khai gia (Ddi v6i hang hoa bat budce ké khai gia
theo quy dinh tai Thong tu s6 29/2024/TT-BYT ngay 03/11/2024 ctia B6 Y té) hoic
niém yét gia Thiét bi y té theo Khoan 9 & 10, Piéu 1, Nghi dinh 07/2023/ND-CP
ngay 03/03/2023.

Ddi véi yéu cau lip dat, giao hang, tudi tho cua hang hoa:

- Cam két tat ca hang hoa cung cap mai 100%, chua qua st dung, san Xuat nim
2025 trg di, c6 ngudn goc Xuat Xt rd rang, con nguyén dai, nguyén kién theo quy
cach dong goi ciia nha san Xuat.

- Cam két cung cép hang hoa trong thoi gian 3 ngay 1am viéc ké tur 1Gc nhan
duoc don hang cuia Pon vi, d6i véi truong hop giao hang gap, dot xuat: trong vong
48 gio.

- Tai budc ddi chiéu tai lidu, di v6i hang hoa 1a hoa chat xét nghiém, nha thau

cung cip hang héa dé Bén mua tién hanh Xac nhan gia tri st dung cta phuong phap
trong Quan 1y chat luong xét nghiém theo Quyét dinh sd 2429/QD-BYT ngay
12/06/2017 cua BO Y té; trong trudng hop thir nghiém hang héa thyc 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 tng danh gia vé k¥ thuat. Trong truong hop nha
thau khong dong y cung cap hang hoa thir nghiém tai budc doi chiéu tai liéu, hang
hoa cung cép theo Hop dong sau khi Bén mua thir nghiém khong dap tng duoc
Quyét dinh s6 2429/QD-BYT ngay 12/06/2017 ciia B Y té, nha thau s& bi cham dut
hop d6ng va Bén mua s& ra Quyét dinh xur 1y vi pham va dang tai 1én Hé théng mang
dau thau Qudc gia.

Muc 2. Ban vé: Khong ¢6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thr nghiém céc hang héa



dugc yéu cau s& dugc t6 chure tai Bénh vién phéi Hung Yén; Dia chi: Puong Pham
Bach Ho, Phuong Son Nam, Tinh Hung Yén. Hang hoa nha thau cung cap trude khi
dugc nghiém thu s& dugc Chu dau tu kiém tra. Bt ctr hang hoa nao khong dam bao
chat lugng theo yéu cau cia E-HSMT va E-HSDT sé& khong duoc nghiém thu.






