Phan 2. YEU CAU VE KY THUAT

Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

1.1. Gidi thigu chung vé de an/d todn mua sdm, goi thau

-.Chu dau tu: Bénh vién Truong DH Y-Duoc.

- Tén goi thau: Mua sam vat tu, hoa chat xét nghiém bo sung (1an 1) nam
2025.

- Tom tit cong viéc chinh cua goi thau: Mua sim hoa chét sinh hoéa, dién
giai, Xét nghiém nudc tiéu.

- Gi& goi thau: 1.666.773.944 VND

- Ngudn vén: Ngudn thu tir dich vu kham chita bénh va nguon thu hop
phap khac cta Bénh vién Truong Pai hoc Y-Dugc.

- Hinh thie lya chon nha thau: Chao hang canh tranh trong nudc, qua
mang.

- Phuong thirc: Mot giai doan mot tdi hd so

- Thoi gian t6 chac lya chon nha thau: 45 ngay

- Thoi gian bat dau to chuc lva chon nha thau: thang 11 nam 2025

- Loai hop dong: theo don gia ¢ dinh (nha thau tring thau cung cap thiét
bi dé str dung hoa chat)

- Thoi gian thuc hién géi thau: 365 ngay ké tir khi hop dong co hiéu luc.

1.2. Yéu cdu vé kj thugt

1.2.1. Y&u cau chung:

- Hang hoa phai ¢ xuat x rd rang bao gom (tén hang hoa, ky ma hiéu
don vi san xuat, Xuat xu).

- Hang hoa phai madi 100% nguyén dai, nguyén kién, dong goi theo tiéu
chuan caa nha san xuat, san xuat nim 2024 tré lai day.

1.2.2. Yéu cau ky thuat cu thé

Y&u cdu vé ki thugdt bao gom y&u cau vé ky thugt chung va yéu cau veé ky
thugt chi tiér doi véi hang héa thugc pham vi cung cdp cia goi thau, cu the:

a) Yéu cau vé kj thudt chung la cac yéu cau vé ching logi, tiéu chudn hang
hoa va Cac yéu cau vé kiém tra, thir nghiém, dong goi, van chuyén, diéu kién khi
hdu tai noi hang héa duoc sur dung. Tuy thugc vao sy phec tap cua hang hoa,
cac yéu cau kj thudt chung duwoc néu cho tdt ca cac hang hoa hodc cho ting



loai hang hoa riéng biét.

b) Yéu cdu vé ky thudt cu thé nhuw tinh ndng, théng sé kj thudt, cac ban ve,
catald, cac thdng sé bdo hanh... dwoc néu cho timg logi hang héa. Khi néu yéu
cau, cac théng sé ki thudt cé thé dirot md ta duwdi hinh thic bang biéu. Muc dich
cua phan Thong sé ki thudt la xdc dinh cdce ddc tinh ki thudt cia hang hoa va
dich vi lién quan theo yéu cdu cua goi thau. Chu dau tu phai sogn thao chi tiét
phan Théng sé ky thudt trén co sé xem xét dén nhiing yéu té sau:

- Théng s6 kj thudt bao gom cac tiéu chudn lam can cir cho Chui dau tu, to
chuyén gia xdc minh tinh dap vmg vé mat kj thudt va danh gid E-HSDT. Do do,
néu thdng sé ki’ thudt dueorc xdc dinh day dii, rd rang thi sé gilp nha thau chudn b;
tot E-HSDT va ¢6 tinh dép g cao, dong thoi gilp té chuyén gia nghién cizu,
danh gia va so sanh cac E-HSDT.

- Thong sé ky thudt yéu cadu tat ca cac hang hoa va vt liéu, vdt fir sir dung
cho hang hoéa phdi méi, chuwa qua sir dung, siz dung toan bg cac cdi tien mai nhat
vé thiét ké va vt liéu, trir trirong hop ¢6 quy dinh cu thé khac trong hop dong.

- Théng s6 ki thudt phai dui khdi quat dé tranh gay han ché lién quan dén
cac yéu cau tay nghé va vt tu thiét bi thurong duwoc sik dung dé san xudt cac hang
hoa thugc logi tuwong tu.

- Thong sé kj thudt phai mé ta day di cac yéu cau lién quan va khéng gidi
han ¢ nhitng diém sau day:

+ CAc tiéu chuan vé vat liu, vdt tir va tay nghé can thiét dé san xudt ché
tao hang hoa;

+ C4c yéu cqu chi tiét vé thiz nghiém (logi hinh va so lan thir);

+ Céc ¢ong viéc ba sung khac va/hodc cac dich vu lién quan can thiét dé
giao hang/hoan thanh day du;

+ Cac hoar dong cu thé ma Nha thau sé phdi thuc hién va si tham gia cua
Chu dau tu;

+ Danh s&ch c&c yéu cau bdo dam chize nang van hanh cy thé thuge phagm
Vi bdo hanh va quy d@inh béi thuwong thiét hai néu cac yéu cau bdo dam noi trén
khong dwroc thuc hién.

- Théng s6 kj thudt phdi néu rd tat ca cdc dac tinh va yéu cdu vé céng néing
va ki’ thudt, bao gom céc gia tri téi da va toi thiéu duroc bao dam hodc dwoc chap
nhdn, tiy theo trieong hop. Néu can, Chii dau tw phdi cung cdp thém mét biéu
Mdu ddc biét dé Nha thau cung cap cac thong tin chi tiét vé cdce dac tinh cong
nang va kj thudt cia hang héa so Véi cac gia tri duoc bdo dam hodc diroc chap
nhan.

- Tién dg giao hang, ngay hoan thanh dich vi theo y&u cdu tai cac mau sé



014, 01B, 01C va 01D Chwong IV. Néu Chu ddu tw yéu cau nha thau cung cap
trong E-HSDT czia minh mét phan hogc toan bg cac thdng sé ki thudt, cac bang
biéu ki thudt hodc céc thdng tin ky thugt khac thi Chu dau tw phai quy dinh rd
tinh chdt va mize do thong tin yeu cau va cdch trinh bay cdc thong tin dé trong E-

HSDT.

[Néu yéu cau cung cap ban tém tat théng sé ki thudt thi Cha ddu tw phdi
ghi thong tin vao bdng duwéi day. Nha thau sé soan mét bang tirong tw dé chiing
minh hang hda do nha thau chao tuan thu véi cac yéu cdu doj.

Tom tat théng sé ki thudt ciza hang hoa, dich vu lién quan. Hang hoa, dich
vu lién quan phdi tuan thz cac thong so ky thudt va tiéu chudn sau déy:

Hang muc sb

Tén hang hoa

Thong sé ky thuét va céc tiéu chuin

[ghi sé hiéu hang [ghi tén] [ghi thong so ki thudt va c4c tiéu chuan]
muc]
M4 phan:
PP2500524841
1 s ‘
Tén phan: hoé chat
XN sinh hoa
Hoa chat dung cho xét nghiém dinh lugng ALT
- Phuong phap: Dua trén khuyén céo cua IFCC
Thuéc thir xét -Buoe song: 340;nm )
11 nahiem dinh Lwon - Loai mau: Huyeét thanh, huyét tuong
' AgLT‘ M AONG 1 bai tuyén tinh: 3-500 U/L (0.05-8.33 pkat/L)
- Thanh phan: Tris buffer, pH: 7.15 (37°C) 100 mmol/L;
L-Alanine 500 mmol/L; 2-Oxoglutarate 12 mmol/L;
LDH > 1.8 kU/L; NADH 0.20 mmol/L
Hoa chat dung cho xét nghiém dinh luong CK-MB
- Phuong phap: Ut ché mién dich
- Budc song: 340 nm
- Loai mau: Huyét thanh, huyét tuong
- Dai tuyén tinh: 10-2,000 U/L (0.17-33.33 pikat/L).
Thubc thir xét - Thanh phan: Imidazole buffer (pH 6.7) 200 mmol/L;
1.2 nghiém dinh lugng Hexokinase (HK) > 4.0 kU/L; NADP 2.0 mmol/L; G6P-

CK-MB

DH > 2.8 kU/L; ADP 2.0 mmol/L; Mg-Acetate 10
mmol/L;AMP 5.0 mmol/L; Diadenosine-pentaphosphate
0.01 mmol/L; EDTA 2.0 mmol/L; Glucose 20 mmol/L;
Creatine phosphate 30 mmol/L; N-Acetylcysteine 0.2
mmol/L; Activator 26 mmol/L; Antibody to CK-M-
subunit Variable




Chét hiéu chuan xét

Chat hiéu chuan dung trong xét nghiém CK-MB

1.3 nghiém dinh lugng | - Thanh phan : Huyét thanh ngudi dong kho chira
CK-MB creatine kinase-MB isoenzyme.
Hoa chat kiém chuan | Chat kiém chuan mic 1 dung trong xét nghiém CK-MB
1.4 muc 1 cho xét - Thanh phan: Huyét thanh nguoi dong kho chira creatine
nghiém CK-MB kinase-MB isoenzyme.
Hoa chat kiém chuan | Chat kiém chuan mirc 2 dung trong xét nghiém CK-MB
1.5 muc 2 cho xét - Thanh phan: Huyét thanh nguoi dong kho chira creatine
nghiém CK-MB kinase-MB isoenzyme.
Hoa chat dung cho xét nghiém dinh luong CK
- Phuong phéap: Dya trén khuyén céo cua IFCC
- Budc song: 340 nm
- Loai mau: Huyét thanh, huyét tuong
JSUT - Dai tuyén tinh: 10-2,000 U/L (0.17-33.33 pkat/L)
L6 Igﬁ%ﬁ;gﬂf{uong - Thanh phan: Immidazole (pH 6.5 @ 37°C) 100
CK ('Crea'tine ki'nase) mmol/L; NADP 2.0 mmol/L; ADP 2.0 mmol/L; AMP
5.0 mmol/L; EDTA 2.0 mmol/L; Glucose 20 mmol/L;
Creatine phosphate 30 mmol/L; N-acetylcysteine 0.2
mmol/L; Activator 26 mmol/L; Mg2+ 10 mmol/L;
Diadenosine pentaphosphate 0.01 mmol/L; HK > 4.0
KU/L; G6P-DH > 2.8 kU/L
Hoa chit dung cho xét nghiém dinh lugng AST
- Phuong phép: Dua trén khuyén céo cia IFCC
- Budc song: 340 nm
Thudc thir xét - Loai mau: Huyét thanh, huyét tuong
1.7 nghiém dinh lwgng - Dai tuyén tinh: 3-1000 U/L (0.05-16.7 pkat/L)
AST - Thanh phan: Tris buffer, pH 7.65 (37°C) 80 mmol/L;
L-aspartate 240 mmol/L; 2-Oxoglutarate 12 mmol/L;
LDH > 0.9 kU/L; MDH > 0.6 kU/L; NADH 0.20
mmol/L
Hoa chat dung cho xét nghiém dinh luong bilirubin truc
tiép
L e s - Phuong phap: DPD
Thuoc thir xet - Dii do: 0.9 — 171 umol/L (0.05 — 10 mg/dL)
1.8 nghiém dinh lugng .
Bilirubin truc tigp |~ DWOC S0ng: 570 am ,
i - Loai mau: Huyet thanh, huyét tuong
- Thanh phan: 3,5 Dichlorophenyl diazonium
tetrafluoroborate 0.08 mmol/L
Hoa chat dung cho xét nghiém dinh lugng bilirubin toan
Thubc thir xét phan
1.9 nghiém dinh lugng | - Phuong phap: DPD

Bilirubin toan phan

- Dai tuyén tinh: 0.5-513 pmol/L (0.03—-30 mg/dL)
- Budc séng: 540nm
- Loai mau: Huyét thanh, huyét tuong




- Thanh phan: Caffeine 2.1 mmol/L; 3,5 Dichlorophenyl
diazonium tetrafluoroborate 0.31 mmol/L; Surfactant

1.10

Thudc thir xét
nghiém Cholesterol

Hoa chit dung cho xét nghiém dinh luong cholesterol

- Phuong phép: Enzymatic

- Buagc séng: 540 nm

- Loai mau: Huyét thanh, huyét tuong

- Dai tuyén tinh: 0.5-18 mmol/L (20-700 mg/dL)

- Thanh phan: Phosphate buffer (pH 6.5) 103 mmol/L; 4-
Aminoantipyrine 0.31 mmol/L; Phenol 5.2 mmol/L;
Cholesterol esterase > 0.2 kU/L (3.3 pkat/L); Cholesterol
oxidase > 0.2 kU/L (3.3 pkat/L); Peroxidase > 10.0 kU/L
(166.7 pkat/L)

1.11

Thudc thir xét
nghiém Creatinine

Hoa chat dung cho xét nghiém dinh luong creatinine

- Phuong phap: Jaffé method

- Dai tuyén tinh:

+ Mau huyét thanh/ huyét twong: Phuong phap A: 5 —
2200 umol/L (0.06 — 25.0 mg/dL); Phuong phap B: 18 —
2200 pumol/L (0.2 — 25.0 mg/dL).

+ Mau nudc tiéu: 88 — 35360 umol/L (1 — 400 mg/dL)
- Bu6c song: 520 nm; Loai mau: Huyét thanh, huyét
tuong, nude tiéu

- Thanh phan: Natri hidroxit 120 mmol/L; Axit picric
2.9 mmol/L

1.12

Thudc thir xét
nghiém GGT

Héa chit dung cho xét nghiém dinh luong GGT

- Phuong phéap: Dua trén khuyén céo cia IFCC

- Dai tuyén tinh: 5 - 1,200 U/L (0.08 — 20.00 pkat/L)
- Budc song: 410 nm

- Loai mau: Huyét thanh, huyét tuong

- Thanh phan: Glycylglycine, pH 7.7 (37°C) 150
mmol/L; L-y-glutamyl-3-carboxy-4-nitroanilide 6
mmol/L

1.13

Thubc thir xét
nghiém Glucose

Hoa chit dung cho xét nghiém dinh luong glucose

- Phuong phép: Enzymatic (hexokinase method)

- Dai tuyén tinh:

+ Mau huyét thanh/ huyét tuong dich néo tay: 0.6 — 45.0
mmol/L,

+ Mau nudc tiéu: 0.2 — 45 mmol/L

- Budc song: 340 nm

- Loai mau: Huyét thanh, huyét trong, nuéc tiéu va dich
ndo tay

- Thanh phan: PIPES buffer (pH 7.6) 24.0 mmol/L; ATP
> 2.0 mmol/L; NAD+ > 1.32 mmol/L; Mg2+ 2.37
mmol/L; Hexokinase > 0.59 kU/L; G6P-DH > 1.58
kU/L.

1.14

Thudc thir xét

Hoéa chit dung cho xét nghiém dinh lugng HDL-




nghiém dinh lugng
HDL Cholesterol

cholesterol

- Phuong phap: Enzymatic

- Budc song: 600 nm

- Loai mau: Huyét thanh, huyét tuong

- Dai tuyén tinh: 0.05-4.65 mmol/L (2-180 mg/dL)
- Thanh phan: Anti human-B-lipoprotein antibody
Variable; Cholesterol esterase (CHE) 0.8 IU/mL;
Cholesterol oxidase (CHO) 4.4 1U/mL; Peroxidase
(POD) 1.7 IU/mL; Ascorbate Oxidase 2.0 IU/mL;
Good's buffer (ph 7.0) 30 mmol/L; N-Ethyl — N - (2-
hydroxy-3-sulfopropyl) - 3.5— dimethoxy — 4
fluoroaniline (F-DAQS) 0.20 mmol/L; 4-
Aminoantipyrine 0.67 mmaol/L

Héa chat hiéu chuan

Hoé chét hiéu chuan dung cho xét nghiém dinh luong
HDL-Cholesterol

115 cho xét nghiém HDL | - Thanh phan: Huyét thanh ngudi dong khé chtra HDL-
cholesterol ¢ nguoi.
Hoa chat dung cho xét nghiém dinh luong sat
- Phuong phéap: TPTZ
Thudoter | Pwoste eomm
116 nghiém dinh luong - L(??l maA’u. I,—|uyet thanh, huyét tuong
Iron - Dai tuyen‘tlnh: 2—179 pmol/L (10 — 1,000 pg/dL)
- Thanh phan: Glycine buffer (pH 1.7) 215 mmol/L; L-
ascorbic acid 4.7 mmol/L; 2,4,6-Tri(2-pyridyl)-5-triazine
0.5 mmol/L
Hoa chat dung cho xét nghiém dinh luong LDL-
cholesterol
- Phuong phép: Enzymatic
- Buéc song: 600 nm
Thudc thir xét - Loai mau: Huyét thanh, huyét tuong
1.17 nghiém dinh lugng - Dai tuyén tinh: 0.26-10.3 mmol/L (10-400 mg/dL)
LDL Cholesterol - Thanh phan: Cholesterol esterase 3.7 1U/mL;
Cholesterol oxidase 3.7 IU/mL; Peroxidase 4.9 lU/mL;
Sodium azide 0.1%; Good’s Buffer (pH 6.8) 25 mmol/L;
4-aminoantipyrine 0.8 mmol/L; Catalase 743 1U/mL;
HDAOS 0.47 mmol/L.
e .| Hoa chit hiéu chuan cho xét nghiém LDL-Cholesterol
1.18 Hoa chat hiu chuan | 0 ohan: Huyét thanh nguoi dong kho c6 chira
cho xét nghi¢m LDL , .
LDL-cholesterol cua nguoi.
V,at |I¢U-Aklem- soat Hoa chat kiém chiing cho xét nghiém HDL/LDL-
Xet nghi¢m dinh Cholesterol
1.19 lwong HDL-

Cholesterol va LDL-
Cholesterol

- Thanh phan: Huyét thanh nguoi dong kho chira HDL-
cholesterol va LDL-cholesterol & nguoi.




1.20

Thudc thir xét
nghiém dinh lugng
Triglycerides

Hoa chat ding cho xét nghiém dinh luong triglyceride

- Phuong phép: Enzymatic

- Budc song: 660nm

- Loai mau: Huyét thanh, huyét tuong

- Dai tuyén tinh: 0.1-11.3 mmol/L (10-1,000 mg/dL)

- Thanh phan: PIPES buffer (pH 7.5) 50 mmol/L; Mg2+
4.6 mmol/L; MADB 0.25 mmol/L; 4-Aminoantipyrine
0.5 mmol/L; ATP 1.4 mmol/L; Lipase 1.5 kU/L (25
pkat/L); Glycerol kinase 0.5 kU/L (8.3 pkat/L);
Peroxidase 0.98 kU/L (16.3 pkat/L); Ascorbate Oxidase
1.48 kU/L (24.6 pkat/L); Glycerol-3-phosphate oxidase
1.48 KU/L (24.6 pkat/L)

1.21

Thudc thir xét
nghiém dinh lwgng
Urea

Héa chit dung cho xét nghiém dinh lugng uré

- Phuong phéap: GLDH, Kinetic

- Dai tuyén tinh:

+ Mau huyét thanh, huyét twong: 0.8-50 mmol/L (5-300
mg/dL)

+ Mau nudc tiéu: 10-750 mmol/L (60—4,500 mg/dL)

- Buéc song: 340nm

- Loai mau: Huyét thanh, huyét tuong, nudc tiéu

- Thanh phén: Tris buffer 100 mmol/L; NADH > 0.26
mmol/L; Tetra-Sodium diphosphate 10 mmol/L; EDTA
2.65 mmol/L; 2-Oxoglutarate > 9.8 mmol/L; Urease >
17.76 kU/L; ADP > 2.6 mmol/L; GLDH > 0.16 kU/L

1.22

Thudc tht xét
nghiém dinh lwgng
Uric acid

Hoa chat dung cho xét nghiém dinh luong axit uric

- Phuong phap: Uricase

- Dai tuyén tinh:

+ Mau huyét thanh, huyét tuong: 89—1,785 pmol/L (1.5—
30 mg/dL)

+ Mau nudc tiéu: 119 — 23,800 pmol/L (2 — 400 mg/dL)
- Bugc séng: 660nm

- Loai mau: Huyét thanh, huyét trong, nudc tiéu

- Thanh phan: Phosphate Buffer (pH 7.5) 42 mmol/L;
MADB 0.15 mmol/L; 4-Aminophenazone 0.30 mmol/L;
Peroxidase > 5.9 kU/L (98 pkat/L); Uricase > 0.25 kU/L
(4.15 pkat/L); Ascorbate Oxidase > 1.56 kU/L (26
pkat/L)

1.23

Thudc thir xét
nghiém dinh lugng
Amylase tuyén tuy

Thudc thir xét nghiém dinh lwong amylase tuyén tuy
Pham vi tham chiéu: Huyét thanh hoac huyét tuong
thong thuong: 8-53 U/L; Nudc tiéu < 370U/L

Do nhay: Khi nong do mau 1a 180.0U/L, su thay doi do
hap thu s& nam trong khoang 0.0200-0.2000

Thanh phan chinh:

Good’s buffer 50.0 mmol/L

Sodium chloride > 50.0 mmol/L

Calcium chloride > 0.5 mmol/L

a-glucosaccharase > 2 kU/L




Anti-salivary amylase monoclonal antibody > 10 mg/L
Tiéu chuén chét lwong 1SO 13485:2016

Chét hiéu chuan xét

Chat hi¢u chuan xét nghiém dinh luong Amylase tuyén

1.24 nghiém dinh lugng tuy
Amylase Tiéu chuan chat lugng 1SO 13485:2016
V%t liéu k'e”7 soat Vit liéu kiém soét chét lugng xét nghiém dinh lwong
chat lwong xét B
1.25 nghiém dinh luong A_mylase vtuyer! tuy
; L Tiéu chuan chat lugng 1SO 13485:2016
Amylase tuyen tuy
Chat hiéu chuan cho | Hoa chat hiéu chuan cho xét nghiém CRP thuong.
1.26 xét nghiém CRP Thanh phan: Chét nén huyét thanh ngudi dang long c6
thuong chira CRP nguoi.
Vit liéu kiém soat Chat kiém ching cho xét nghiém CRP Latex
1.27 chat luong xét Thanh phan: Chét nén huyét thanh ngudi dang long c6
nghiém CRP chira cac lugng khac nhau cia CRP nguoi
Hoa chat dung cho xét nghiém dinh luong CRP latex
- Phwong phap: Mién dich do d6 duc
Thudc th xét - Dii tuyén tjnh: Ung qung binh thuong: 0.2-480 mg/L,
198 nghiém dinh luong Ung f}lung d6 nhay cao: 0.08-80 mg/L
CRP - Buqc sc~)ng: 579 nm ’
- Loai mau: Huyeét thanh, huyét tuong
- Thanh phan: Glycine buffer 100 mmol/L; Latex, coated
with anti-CRP antibodies < 0.5% w/v.
Hoa chat dung cho xét nghiém dinh luong protein toan
phan
- Phuong phéap: Photometric
Thudc thir xét - Budc song: 540nm
1.29 nghiém dinh luong | - Loai mau: Huyét thanh, huyét tuong
protein toan phan - Dai tuyén tinh: 30120 g/L (3-12 g/dL)
- Thanh phan: Sodium hydroxide 200 mmol/L;
Potassium sodium tartrate 32 mmol/L; Copper sulphate
18.8 mmol/L; Potassium iodide 30 mmol/L
Hoa chat diing cho xét nghiém dinh luong protein toan
phan trong nuéc tiéu va CSF
- Phuong phap: Pyrogallol Red Molybdate
) - Budc song: 600nm
Thuoc thir dinh - Loai mau: Nudc tiéu, dich no tay
1.30 lwong Protein toan

phan

- Dai tuyén tinh: 0.01-2 g/L

- Thanh phan:

+ R1: Pyrogallol Red 47 umol/L; Sodium Molybdate
320 pmol/L; Succinic Acid 50 mmol/L; Sodium
Benzoate 3.5 mmol/L; Sodium Oxalate 1.0 mmol/L;
Methanol 0.8% w/v




+ Chat hiéu chuan: Human Serum Albumin 0.50 g/L

Vit liéu kiém soat
chat lugng xét

Vit liéu kiém soat chat luong xét nghiém dinh luong

131 nghiém dinh luong | ©/1"€ Proein
Urine protein (UP) Tiéu chuan chat lugng 1SO 13485:2016
13 E;;tér;@;gﬂlﬁz:get Chat hiél{ chuéi’n xét nghiém dinh lugng Urine protein
A Tiéu chuan chat lugng 1SO 13485:2016
Urine protein (UP)
Hoa chat ding cho xét nghiém dinh luong magié
- Phuong phép: Xylidyl Blue
- Dai tuyén tinh: Huyét thanh, huyét trong: 0.2-3.3
Ao mmol/L (0.5-8.0 mg/dL), Nudc tiéu 0.2 - 7.8 mmol/L
Thuoc thir xét
1.33 nghiém dinh luong (05 18.9 mg/dL)
Magnesi - Buo_c sc~)ng: 52Qnm ’ y
- Loai mau: Huyét thanh, huyét tuong, nudc tiéu
Thanh phan: €-Amino-n Caproic Acid 450 mmol/L; Tris
100 mmol/L; Glycoletherdiamine-N,N,N’, N’ tetraacetic
acid 0,12 mmol/L; Xylidyl blue 0,18 mmol/L
Hoa chat dung cho xét nghiém dinh luong albumin
- Phuong phéap: Bromocresol Green
Thudc thir xét - Dai tuyén tinh: 15 — 60 g/L (1.5 — 6.0 g/dL)
1.34 nghiém dinh lugng - Budc song: 600 nm
Albumin - Loai mau: Huyét thanh, huyét tuong
- Thanh phan: Succinate buffer (pH 4.2) 100 mmol/L;
Bromocresol green 0.2 mmol/L
Hoa chat dung cho xét nghiém dinh lugng photpho v co
- Phuong phap: Po quang UV
c e - Dai tuyén tinh: Huyét thanh 0.32—6.4 mmol/L (1-20
Thuoc thir Xt mg/dL); Nudc tidu: 3 — 113 mmol/L (9.3 — 350 mg/dL)
1.35 nghiém dinh lugng P R A Z . a
(Phospho) v6 co - Lo?l mau.k Huyeét thar?h, hl_Jyet tuong, nudc tieu
- Thanh phan: Sulphuric acid 200 mmol/L;
Ammoniumheptamolybdate 0.35 mmol/L; Glycine 50
mmol/L
Hoa chat kiém chang | - Thanh phan: Huyét thanh nguoi dong kho c6 hoa chat
1.36 mirc 1 cho cac xét phu gia va enzym thich hop ¢ ngudn gdc tir ngudi va
nghiém sinh héa déng vat.
Hoa chat kiém chang | - Thanh phan: Huyét thanh nguoi dong kho c6 hoa chat
1.37 muc 2 cho cac xét phu gia va enzym thich hop ¢ ngudn gdc tir ngudi va
nghiém sinh héa dong vat.
138 Séia;g%ﬁréu;n;nh: - Thanh phan: Huyét thanh nguoi, cac enzym tir nguoi,

hbda

dong vat va thuc vat




1.39

Thudc thir xét
nghiém dinh lugng
Microalbumin

Phuong phap Immunoturbidimetric

Pham vi do luong: Nudc tiéu trong 24 gio: < 30mg/24h.
Do nhay phan tich (gii han phat hién thip hon):

Khi nong d¢6 mau 1a 50mg/L, d6 hap thu thay d6i phai >
0,1500.

Thanh phan chinh:

R1: Tris/HCI buffer: 20 mmol/L, pH 7.4

Polyethylene Glycol: 6%(w/V)

NaCl: 150 mmol/L

R2: Tris/HCI buffer: 20 mmol/L, pH7.8

Anti (human) albumin: 20%

NaCl: 150 mmol/L

Tiéu chuén chét luong 1S013485:2016

1.40

Vit liéu kiém soat
chét lugng xét
nghiém dinh lwgng
Microalbumin

Vit liéu kiém soat chat luong xét nghiém dinh luong
Microalbumin

Chira <0.1% natri azit. C6 ngudn gdc tir huyét thanh,
huyét twong ctia ngudi. Khang thé déi vai vi rit suy
giam mién dich & nguoi (HIV1, HIV2), khang nguyén bé
mat viém gan B (HbsAg), khang thé vi rat viém gan C
(HCV)

Tiéu chuén chat luong 1SO 13485:2016

141

Chat hiéu chuan xét
nghiém dinh lugng
Microalbumin

Chat hiéu chuan xét nghiém dinh lwong Microalbumin
Ngudn gbc tir huyét thanh ngudi &m tinh véi khang
nguyén bé mat Viém gan B va khéang thé khang HIV.
Dang dong kho.

Tiéu chuén chat luong 1SO 13485:2016

1.42

Thudc thir xét
nghiém dinh lwgng
ALP

Héa chit dung cho xét nghiém dinh luong phosphatase
kiém

- Phuong phéap: Dua trén khuyén céo cua IFCC

- Dai tuyén tinh: 5— 1,500 U/L (0.1 — 25.0 pkat/L)

- Buagc séng: 410 nm

- Loai mau: Huyét thanh, huyét tuong

- Thanh phan: 2-Amino-2-Methyl-1-Propanol (AMP) pH
10.4 0.35 mol/L; p-Nitrophenyl phosphate 16 mmol/L;
HEDTA 2 mmol/L; Zinc Sulphate 1 mmol/L;
Magnesium Acetate 2 mmol/L

1.43

Thudc thir xét
nghiém Zinc

Phuong phap: 5-Br-PAPS

Pham vi do: 4 - 2000 pg/dl

Tuyén tinh: 2000 g/dI (306 umol/l)
Do nhay phan tich: 4 [ug/dl]

Thanh phan chinh:

R1: 5-Br-PAPS 0.02 mmol/I
Bicarbonate buffer pH 9.8 200 mmol/I
Sodium citrate 170 mmol/Il
Dimethylglyoxime 4 mmol/I
Detergent 1%




R2: Zinc standard (cat. No.:320S) 200 pg/dl (30.6
pmol/l)
Tiéu chuén chat luong 1SO 13485:2016

Hoa chat dung cho xét nghiém dinh lugng a-amylase

- Phuong phép: CNPG3

- Dai tuyén tinh: Huyét thanh/ huyét twong: 10 — 2,000
U/L (0.2 — 33.3 pkat/L), Nuéc tiéu: 5 — 4,800 U/L (0.1 —

Thudc thir xét
1.44 ngfl:i(gn dlirnhelu'orng 80 “kat/lf)
wamylase | Pwosngaiomn
- Loai mau: Huyeét thanh, huyét tuong, nudc tiéu
- Thanh phan: MES (pH 6.05) 36.1 mmol/L; Calcium
acetate 3.60 mmol/L; NaCl 37.2 mmol/L; Potassium
thiocyanate 253 mmol/L; CNPG3 1.63 mmol/L.
Pham vi do: 3,5 g/L
Gidi han phat hién thap hon 14 0.1 g/L
Thube thir xét Bu\c’rc séng 376,nm (360 — 380 nm)
1.45 nghiém dinh lugng Thanh phan chinh:
Alcohol E'thano‘l Buffer pH 8.3 300 mmol/L
NAD+ 10 mmol/L
Alcohol dehydrogenase (ADH)3? 200 kU/L
Tiéu chuén chat luong 1SO 13485:2016
Chat hiéu chuan xét nghiém dinh lwong Alcohol Ethanol
Thanh phan chinh:
Chét hicu chudn xeét D}ch dﬂiéu f:hé tu ?Ibu.min huyét thanh bo c6 thém chat
e bao quan va chat 6n dinh.
1.46 nghiém dinh lugng PR ] £ ., , x
Alcohol Ethanol Ethanol D6i ching chira khoi luwong phan (ng caa: hon
hop 5-chloro-2-metyl-4-isothiazolin-3-one va 2-metyl-
2H isothiazol-3-one (3:1)
Tiéu chuén chat luong 1SO 13485:2016
Vit liéu kiém soat chat luong xét nghiém dinh luong
Alcohol Ethanol
Vit liéu kiém soat Pugc chuén bj tir albumin huyét thanh bo véi chit bao
chét lugng xét quan va chat 6n dinh.
1.47 n . .
nghiém dinh lugng Gia tri:
Alcohol Ethanol - Control 1: Ethyl alcohol: 37.0 mg/dl, 8.03 mmol/I.
- Control 2: Ethyl alcohol: 95.0 mg/dl, 20.6 mmol/I
Tiéu chuén chat lwong 1SO 13485:2016
M4 phan:
PP2500524842
? Tén phan: ho4 chat
XN dién giai
21 Thudc thir xét - Thanh phan chinh: KCI, NaCl, NaAc, CaCl2, dém pH,

nghiém dinh lugng

chat hoat dong bé mat, chat bao quan.




da thong sb dién giai
(K, Na, Cl, Ca, pH)

- Gia tri hiéu chuan:

Calibration A: K+ 4 mmol/L, Na+ 140 mmol/L, CI- 100
mmol/L, Ca2+ 1.25 mmol/L, pH 7.4

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

- Nong d6 cho mdi xét nghiem:

Ammonium molybdate 0.4 mmol/I

Sulphuric acid 200 mmol/I

Hydrochloric acid 100 mmol/l

- Mau bénh pham: Huyét thanh ngudi

- Tuong quan tuyén tinh hé s6 r: K+>0.99, Na+>0.99,
Cl->0.99, Ca2+>0.99

- Do léch tuyén tinh D: K+ <3%, Na <1%, Cl- <2%,
Ca2+<5%

- b6 nhay cua phép phan tich K+ <0.2mmol/L,
Na+<6.7mmol/L, Cl- <6.2mmol/L, Ca2+ <0.1mmol/L
- b6 thién léch chinh xac: K+ <2%, Na+ <1.5%, Cl-
<2%, Ca2+ <5%, pH < 1%

Vit liéu kiém soat
chat luong xét

Thanh phan chinh:

KCI, NaCl, NaAc, CaCl2, LiCl, pH buffer, chat hoat
dong bé mat, chat bao quan.

bic tinh hiéu suat:

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

22 ggrlffn d”lhdl.tfﬁn%,i Cat++<1.5%, pH <1.0%
(Ii No;gcslo C:f S)a Giita khoang CV: K+ <3.0%, Na+ <3.0%, Cl- <3.0%,
& L D Ca++ <5.0%, pH <1.0%
Do thién Iéch chinh xac: K+ <2.0%, Na+ <1.5%, Cl-
<3.0%, Cat+ <5.0%, pH <1.0%
D ich rira du )
' 10 may’p Sodium hypochlorite (NaCIO) 0.4% - 0.5%
dién giai
Thanh phan chinh:
Dung dich dién cuc | KCI, NaCl, NaAc, CaCl2, LiCl, chat dém pH, chét hoat
2.4 ding cho may phan | déng bé mat, chat bao quan.
tich dién giai Nong db tirng phan: K+ 5mmol/L, Na+ 125mmol/L, Cl-
145mmol/L, Ca2+ 10mmol/L, pH 7.6
D ich ru X
ung. d;c\ rua Thanh phan chinh:
protein dung cho .
2.5 «v phan tich dién Enzyme: Pepsin.
;Z?p an fich &g Dilutor: KCI, NaCl, Hydrochloride acid.
Dién cuc xét nghiém | Puoc sir dung dé xét nghiém dinh luong thong sb Kali
2.6 . \ . N N
dinh lugng K+ dung cho may phan tich dién giai.
”7 Dién cuc xét nghiém | Puoc str dung dé xét nghiém dinh luong thdng s Natri

dinh lugng Na+

dung cho may phan tich dién giai.




Dién cuc xét nghiém | Puoc sir dung dé xét nghiém dinh lwong théng sb Clo
2.8 . \ . A s A e
dinh luong ClI- dung cho may phén tich di¢n giai.
’9 Dién cuc xét nghiém | Puoc sir dung dé xét nghiém dinh lwong théng sb Calci
' dinh luvong Ca+ dung cho may phan tich dién giai.
210 Dién cuc xét nghiém | Puoc sir dung dé xét nghiém dinh luong théng sé pH
' dinh lugng pH dung cho may phan tich dién giai
»11 Dién cuc xét nghiém | Puoc sir dung dé quy chiéu cho xét nghiém dién giai
' dinh lugng quy chiéu | dung cho may phan tich dién giai.
Dung dich dién cuc
212 quy chiéu ding cho | Thanh phan chinh: KCI
' may phan tich dién Nong do: K+ 4mol/L, Cl-, 4mol/L
giai
M4 phan:
PP2500524843
3 ; ;
Tén phan: ho4 chat
XN nuéc tiéu
ue ther nuée tiéu 10 . o . - A
3.1 QA u;nw © Que thir dung cho may xét nghiém nudc tieu 10 théng so6
théng so
Ghi cha:

- Yéu cau théng sé k¥ thuat quy dinh trong muc nay 12 téi thiéu, chi nham
muc dich mé ta va khdng nham muc dich han ché nha thau. Bat ky thuong hiéu,
ky ma hiéu (néu c6) trong tiéu chuan k¥ thuat chi tiét 1a ¢&é minh hoa cac tiéu
chuan chat luong, tinh ning k¥ thuat. Vi vay, nha thau cé thé lya chon du thau
hang hoa c6 ngudn goc, Xuat xt, nha san xuat, thuong hiéu, ma hiéu phi hop Véi
diéu kién cung cip nhung phai dam bao yéu cau co tiéu chuan k¥ thuat, dac tinh
ky thuat, tinh nang str dung “twong duwong” hoac “wu viét hon” so véi cac yéu
cau toi thiéu. Trong trudng hop do, nha thau phai giai trinh, chitng minh mat
hang du thau c6 tinh niang, thong s ki thuat twong duong hoic tét hon so véi
yéu cau ctia E-HSMT.

- Nha thau cung cép hang héa theo dang théng sé ki thuat quy dinh hoic

tuong duong hoic tot hon.

- “Tuwong duong” c6 nghia la c6 dac tinh ky thuat, c6 tinh nang st dung la
tuong duong véi cac thiét bi da néu trén (kém theo tai liéu, catalogue dé chiing
minh).




1.3. CAc yéu cdu khac

Nha thau thyc hién yéu cau theo cac muc dudi day va nop kém E-HSDT

1.3.1 Nha thau cam két néu triing thau sé cung cdp thiét bj dat tiéu
chudn xét nghiém y hec (ma khong chuyén giao quyén sé hitu) dé sir dung sé
hod chdt tai mucl, theo quy dinh tai diém a khodn 1 Diéu 55 ciia Lugt Pdu
thau.

1.3.2 Bang cam két:

Nha thau phai nop kém E-HSDT bang cam két diing méu, day da va
ding cac ndi dung theo mau dudi day. Trudng hop con cac noi dung khac ma
nha thau muén cam két véi Bénh vién thi nha thau thuc hién Bang cam két khac,
khong 1am thay doi noi dung bang cam két nay.




CONG HOA XA HOI CHU NGHIA VIET NAM
boc lap — Tu do — Hanh phdc

___,ngay thang nam

BANG CAM KET
Kinh gui: Bénh vién Truong Pai hoc Y-Dwoc

Sau khi nghién ctu E -HSMT goi thAu  [ghi chinh xdc tén ciia goi
thau] va van ban stra doi E - HSMT s6 __ [ghi chinh xac sé Ciia van bdn sira
doi (néu c6)], ngoai cac noi dung cam két trong don duy thau, chiing toi,___ [ghi
chinh x&c tén nha thau], cam két thuc hién goi thau theo ding yéu cau néu trong
hd so moi thau véi cac ndi dung sau:

1. Hach toan tai chinh doc lap;

2. Poc 1ap vé phéap 1y va doc 1ap vé tai chinh véi cac bén sau day: Chu dau
tu, bén moi thau, thim dinh hd so moi thau; danh gia hd so du thau; tham dinh
két qua lya chon nha thau.

3. Khong dang trong qua trinh giai thé; khong bi két luan dang 1am vao tinh
trang pha san hoac ng khong c6 kha nang chi tra theo quy dinh cua phap luat;
Khong dang trong thoi gian bi cAm tham dy thau;

4. Tir ngay 01 thang 01 ndm 2022 dén thoi diém dong thau, nha thau khong
c6 hop dong khong hoan thanh.

5. Khong ¢6 hop dong tuong tu cham tién do hodc bé dé hop dong do 15i
ctia nha thau.

6. Cam két s6 liéu tai chinh ké khai trong E-HSDT dtng véi sb liéu da ké
khai voi co quan thué. Sin sang ctr can bd mang theo token dé dbi chiéu vai s6
liu di ké khai trén Hé théng thué dién ttr khi c6 yéu cau cta bén moi thau.

7. Cam két sin sang cung cap ban goc cac tai liéu dé dbi chiéu khi co yéu
cau cua Bén moi thau

8. Cam két cac tai liéu trong hd so du thau nay déu trung thuc, hop phap.
Néu c6 dau hiéu gian 1an hodc khong trung thuc thi HSDT xem nhu khéng hop
1¢;

9. Cam két cung cap hang héa trang thau dam bao chét luong, k¥ thuat dap
g hd so moi thau va ding véi hd so du thau, cling nhu cac gidy to phép 1y lién

quan dén chét luong hang héa hop 16 va ding quy dinh.



10. Cam két cung cip thiét bi dé sir dung hoa chat ddi v6i phan (16) nha
thau tham dy.

11. Cam két hang hoa cung cép phai dam bao méi 100%, con han st dung
theo khuyén céo ctia nha san xut dap ung yéu cau HSMT.

12. Cam két hang hoéa c6 nhin véi ddy du thong tin theo quy dinh hién
hanh ctia phap luat vé nhan mac hang hoa.

13. Cam két Pong géi, van chuyén: Theo tiéu chuin cta nha san xuat.

14. Cam két Bao quan hang hoa: Theo quy dinh ctia nha san xuét.

15. Cam két thu hoi va thay thé, d6i tra 1:1 khi voi trudng hop sau:

- Hang hoa kiém tra va thir nghiém khong pht hop véi dic tinh ki thuat da
chao thau.

- Trudng hop hang héa bi 13i, bi hong hoic c6 cac khuyét tat nay sinh c6
thé dan dén nhitng bat loi trong qua trinh sir dung binh thuong cia hang hoa do
15i ciia nha thau, hoac khi c6 thong béo thu hoi ctia co quan c6 tham quyén.

16. Cam két han dung ctia hang hoa tai thoi diém giao hang: Han str dung
ctia hang hoa tinh tir thoi diém cung tng dén co sd y té phai dam bao:

- Téi thiéu con > 12 thang ddi véi hang hoa co han st dung quy
dinh ciia nha san xuét tir 24 thang trd 1én;

- Téi thiéu con > 6 thang dbi voi hang hoa c¢6 han sir dung quy dinh
ctia nha san xuat tir > 12 thang dén < 24 thang;

- Téi thiéu con 1/4 han ding ddi véi hang hoa c6 han dung < 12
thang;

- Trong céac truong hop dac bi¢t khac, nha thau phai c6 bao céo
bang vin ban. Ddi v6i hang héa khong ghi han st dung phai dugc san
Xuat tr nam 2024 trg vé sau.

17. Cam két bao dam kha ning cung ung day du hang hoa néu tring
thau.

18. Cam két vé tién do cung cap < 05 ngay keé tir khi tiép nhan thong tin
yéu cu ctia Chu dau tu (email hodc dién thoai Nha thau cam két chiju trach
nhiém trong viéc ban giao, huéng dan sir dung dé bao dam hiéu qua, chét
luong, an toan cho nguoi bénh va nhan vién st dung.

19. Cam két ctr can bo k§y thuat khi dugc yéu cau.

20. Gidy chtng nhan chit luong va tai liéu ching minh tu cach hop 18

cung cip hang hoa: Nha thiu cam két cam két cung cap ban gdc (néu co)



hoic ban di duoc hop phap hoa lanh su khi c6 yéu cau ciia bén moi thau dé
d6i chiéu.

21. Cam Kkét ¢ nang luc ty thuc hién cac nghia vu bao hanh, bao tri,
duy tu, bao dudng, stra chira, cung cap phu tung thay thé hoic cung cap cac
dich vu sau ban hang theo yéu cau caa E-HSMT

22. Cam két thuc hién dﬁy du cac ndi dung khac da dugc cam két trong
E-HSDT va yéu cau ctia E-HSMT.

Chuing t6i hoan toan chiu trach nhiém vé tinh chinh xac cua céc tai liéu
trong E - HSDT nay (ké ca tai liéu nop du), néu c¢d dau hiéu gian 1an hoic
khéng trung thuc thi E - HSDT xem nhu khong hop [€.

Pai dién hop phap cia nha thau
[ghi tén, chite danh, ky tén va déng dau]



1.3.3 Tai lidu chirng minh tinh hep 12 ciia hang héa die thau:

1. Catalogue hodc tai liéu k¥ thuat ctia nha san xudt (cung cdp ca ban gbc va

ban dich) néu rd dbi véi timg loai hang héa:

Model, ky ma hiéu, nhan hiéu san pham (theo quy dinh ctia nha san xuét);
Tén hing san xuét, hing chu s¢ hitu;

Xuit XU,

Thong s6 ki thuat hang hoa;

Quy céach hang hoa (néu co);

2. Nha thau chon mét trong hai trudng hop 2.1 hodc 2.2 dé cung cap tai liéu

chirng minh:
2.1 Hang hoa 1a trang thiét bi y té: cung céap cac tai liéu sau

Ban phan loai trang thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/NP-
CP, Nghi dinh s6 07/2023/ND-CP va cac quy dinh phap luat hién hanh.
(Pinh kém phiéu tiép nhan du diéu kién phan loai trang thiét bi y té ctia don
vi phan loai)

Gidy chirng nhan nha san xuit/co s san xuat dap tmg tiéu chuan chat lugng
ISO 13485 (con hiéu luc tdi thiéu dén thoi diém dong thau).

Nha thau chon mét trong hai trudng hop (i) hodc (ii) dé cung cap tai lidu:

(i) Poi v6i hang hoa nhap khau: s6 luu hanh con han hoic duoc cap
phép nhap khau theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh
s6 07/2023/ND-CP va cac quy dinh phap luat hién hanh, cu thé nhu sau:

+ Dbi v6i trang thiét bi y té loai A, B: S6 cong bd va Phiéu tiép nhan

(hoic Phiéu thong tin) H6 so cong b tiéu chuan ap dung cia trang
thiét bi y té trén Cong thong tin dién t¢ Bo Y té
(dmec.moh.gov.vn),

+ Dbi véi trang thiét bi y té loai C, D: Gidy chtmg nhan ding ky luu
hanh hodc gidy phép nhap khau ciia Bo Y té theo quy dinh. Déi voi
trang thiét bi y té khong thuoc danh muc phai cap phép nhap khau
theo quy dinh tai Thong tu 30/2015/TT-BYT thi nha thau phai ké
khai & mit hang khong thuéc danh muc phai cap phép nhap khau.

(i) P6i v6i hang hoa san xudt trong nudc: sd cong bd va Phiéu tiép
nhan (hoic Phiéu thong tin) hd so cong bd du diéu kién san xuat dbi voi
trang thiét bi y té san xuét trong nudc, theo quy dinh tai Nghi dinh $6
98/2021/ND-CP, Nghi dinh s 07/2023/ND-CP va cac quy dinh phéap luét
hién hanh.

2.2 Hang héa khong phai 1a trang thiét bi y té: cung cép tai liéu sau




- Gidy chimg nhan nha san xuat dap tng tiéu chuan chat luong ISO 9001 hoic
tuong duong (con hiéu luc téi thiéu dén thoi diém dong thau).

* Ghi cha:

- Céc tai liéu phai dap tng yéu cau sau:

+ Nha thau phai cung cép file scan (mau) tir ban gbc hoic ban chup duoc
chting thuc caa co quan chirc ning theo quy dinh caa phap luat. Néu tai liu
duoc cap truc tuyén thi phai 1a ban duoc tai truc tiép tir website/cong théng tin
va c6 duong dan dé tra ciru hoic ban ¢é dau xac nhan cua nha thau/don vi lién
quan, nha thau phai chiu trach nhiém vé tinh trung thuc va chinh xac cua tai
ligu.

+ Tai liéu bang tiéng nuéc ngoai phai co ban dich sang tiéng Viét Nam va
nha thau chiu trach nhiém phap ly vé tinh chinh xac caa noi dung dich thuat khi
phat hanh. Trong trudng hop ¢6 su sai khac giira ban dich va ban gbc thi Bén
moi thau s& danh gia dua vao ban gdc.

1.3.4 Bdng ké khai tai liéu ching minh tinh hep 1é cia hang hda dur thdu:
Nha thau phai nop kém E-HSDT bang ké khai tai liéu ching minh tinh hop
1é cua hang hoa du thau theo mau dudi day.




BANG KE KHAI TAI LIEU CHUNG MINH TiNH HOP LE CUA HANG HOA DU THAU

Tai liéu chieng minh tinh hep 18 ciia hang héa dw thau theo yéu ciu tai Muc 1.3.2 Chwong V

Phiéu tiép nhan

Hang san i o o o
Tén Tén xuat, Hang sk Két qua c-lr;:fgn l_(;o s;gg?(giélr)]o
STT hang | thwon | cha sé hitu, - phan loai | S6 lwu hanh hoic s6 GPNK oy s mllljalbén . Ghi chd
héa g mai model, ma TTBYT e
hang (néu c6) lwgng xuat TTBYT
g (néu co)
1) 2) 3) (4) ®) (6) (7) (8) ) (10)
(Ghi cy thé s6 heu hanh hodc s6 _
gidy phép nhap khau, vi du: | (Ghi cu (Déi véi hang
- S6 ¢ong bo: ../PCBB-HCM | thé thong 7 hoa khong
(Nha (Ghi cu ngay ..., hodc: tin, vi du: | (Ghi cu thé hai TTBYT
\ g L~ A ; A 2 ~ . . a )
(r’:'ba thau s (ghi thé két | - So Giay phép nhap khau: 1ISO thdng tin, vi du: Ehé thiu K
;h‘i“ nhép (t(r']\';ua tén qua phan | --NK/BYT-TB-CT'ngay ..., hodC: | 13485:20 | - Phiéu tiép Lo
STa'IP danh nhcclip (Nhathdu | qudc logi ;]\G'r‘]’y ching ?\hqf“ fla”_g by heu 4 cap nhan Ho so . ansg
: muc X nhdp thong tin | gia, TTBYT: anh TTBYT thugc loai C, D so ho h3 5na bé di dié hoa khong
hang ! thong it ' DKLH/BYT . cho hang | cong bo du diéu .. »
héa |, 29 | gipjign| enquan) jvung | A/B/C/D, | - gy ) ngay | kién mua phai TTBYT
theo E- hantheo quan) :ﬁ”;‘ do dO’ﬁyi -Néu TTBYT thuoc10ai C,D | 5 ban/sdn xudt vio C.o:] (9)va
- o n&o phan S 5 ) , A
HSMT) HSMT) Iopi) theq quy dinh t;u Filem,d Khoan hieuluc | TTBYT S6 ... n ap,t _(A)ng
d 2 Diéu 76 Nghi dinh so P nod tin co lién
07/2023/ND-CP v cac quy dinh gAY - quan vao cét
hién hanh, nha thau ghi sé, ngay | 15O 9001 (5) va (8)
ban phan loai tai cot (7). )







Muc 2. Ban vé

Khdng co6 ban veé:

Muc 3. Kiém tra va thir nghiém

1. Nha thau xép hang 01 phai tién hanh thtr nghiém chang minh su tuong
thich.

2. Pat cac théng sé khi chay thir nghiém.

3. Thoi gian thir nghiém 1 ngay lam viéc.

4. Cam két sau chay thir nghiém dam bao an toan cho thiét bi, va hoan tra

thiét bi bao dam hoat dong dugc binh thuong.

5. Néu hoa chat khong twong thich véi may sé goi nha thau tiép theo dé thu
nghiém tiép.



