Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé ky thuit

1.1. Gidi thigu chung vé dw todn mua sim, géi thiu:

- Tén du toan: Mua sam hoa chét str dung cho may xét nghiém sinh héa nim 2026
ctia Trung tAm Da liéu;

- Tén g6i thau: Mua sim hoa chét sir dung cho may xét nghiém sinh héa nim 2026
ctia Trung tAm Da liéu;

- Chu dau tu: Trung tAm Da lidu;

- Hinh thutre Iva chon nha thau: Chao hang canh tranh, qua mang;

- Phuong thtrc lya chon nha thau: 01 giai doan, 01 tai ho so;

- Loai hop dong: Pon gia c¢d dinh.

- Thoi gian thuc hién goi thau: Trong vong 12 thang ké tir ngdy hop dong c6 hiéu luc.

- Pia diém cung cip hang héa: Trung tdm Da lidu; Pia chi: S6 140 dudng Tran
Phu, phuong Gia vién, thanh ph Hai Phong.

1.2. Yéu ciu vé kj thugt:

1.2.1. Yéu ciu chung:

- Hang hoa duogc cung cap phai 12 hang hoa méi 100%, chwa qua sir dung, san xudt
nam 2025 tro vé sau va phai 1a hang héa chinh hang.

- Nha thau phai dé xuét cy thé ky ma hiéu (néu c6), nhan hiéu, xuat xt, hing san
xuat. Truong hop nha thiu khong dé xuat cy thé ky ma hiéu (néu c6), nhin hiéu, xuét xi,
hang san xuét thi E-HSDT ciia nha thau khong duge xem xét, danh gia (nha thau khong
dugc tham chiéu tdi cac ndi dung khac trong E-HSDT ma phai dé xuét cu thé theo mau tai
Chuong 1V).

- B6i v6i hang hoa 1 thiét bi y té, nha thau phai cung cip cac tai liéu sau day:

+ Ban phan loai thiét bi y té duoc dang tai trén H¢ théng dich vu cong truc tuyén vé
quan 1y thiét bj y té cia BO Y té (IMDA) theo quy dinh.

+ Céc tai liéu chung minh theo quy dinh tai Diéu 22 Nghi dinh 98/2021/ND-CP va
céc van ban sira d6i, hudng dan thi hanh:

+ Gidy chtng nhan luu hanh/ Phiéu tiép nhan hd so cong bd tiéu chuin/ Gidy phép
nhap khau con hiéu lyc phi hop véi hang hoa duge xac dinh 1 thiét bi y té du thau theo
quy dinh tai Nghi dinh 98/2021/ND-CP va cac van ban stra doi, huong dan thi hanh:

* Pbi v6i thiét bi y té loai A, B: Phiéu tiép nhan hd so cong b tiéu chuan (sb luu
hanh) ctia co quan ¢ tham quyén va tai liéu chirmg minh Sé cong bd tiéu chuan da duoc
cong khai trén Hé théng dich vu cong truc tuyén vé quan 1y thiét bj y té cia BO Y té.

* Pbi v6i thiét bi y té loai C, D: Gidy ching nhan ding ky luu hanh (sé lwu hanh)
do B Y té cap.

+ Tai liéu chiing minh nhan hang héa theo quy dinh ctia phap luat hién hanh.



+ Hudng dan str dung thiét bi y té (néu bang tiéng nudc ngoai phai cé ban dich tiéng
Viét kém theo).

+ Thong tin vé co s& bao hanh, diéu kién va thoi gian bao hanh, trir trudong hop thiét
bi y té stir dung mot 1an theo quy dinh ciia chii so hitu thiét bi y té hodc c6 tai lidu ching
minh khong c6 ché do bao hanh.

+ Giay phép nhap khau dbi véi nhitng thiét bi y té nhap khau phai cap Gidy phép
nhap khau theo quy dinh ctia By Y té.

+ Tai liéu chimg minh di thuc hién ké khai gia theo quy dinh tai Thong tu sb
29/2024/TT-BYT ngay 03/11/2024 ctia Bo Y té (4p dung voi truong hop thiét bi y té thudce
danh muc phai ké khai gia).

- Tai liéu chimg minh dic tinh, théng s6 k¥ thuét ctua hang hoa du thau: Nha thau
phai cung cap catalogue hodc tai liéu k¥ thuat c6 day di ndi dung chirng minh cac dic tinh,
thong sb k¥ thuat cua hang hoa dy thau va duge dan chiéu rd rang.

- Tét ca cac san pham yéu cau phai dat tiéu chuan ISO 13485 hoic twong duong
(Gidy chitng nhan con hiéu Iyc tinh dén thoi diém dong thau).

- Cam két ban giao cho chi ddu tu cac gidy to sau khi giao hang:

+ Trudng hop hang héa nhap khau: Gidy chimg nhan xuit x& (CO), Gidy ching
nhan chit lugng san pham cua nha san xuat (CQ) va cac gidy td lién quan khac theo quy
dinh d6i v6i hang hoa nhap khau.

+ Trudng hop hang hoa san xuit trong nude: Gidy ching nhan xuit xuong, hoa don
ban hang va gidy bao hanh cta nha san xut hodc dai 1y phan phdi (néu co).

- Tat ca cic tai liéu chirng minh sy phil hop ctia hang héa néu bang tiéng nudc ngoai
phai duoc dich sang tiéng Viét. Nha thau phai chiu trach nhiém vé tinh chinh x4c, tinh phap
Iy ctia ban dich so v&i ban gdc.

- Nha thau c6 cam két chju trach nhiém vé tinh chinh x4c ctia cac vin ban c6 yéu tb
nudc ngoai, vin ban va catalogue ciia nha san xuat. Trong trudng hop nghi ngd gian 1an
tai liéu, Chu dau tu s& yéu cau nha thau cung cap ban gbc dé ddi chiéu (c6 hop phap hoa
lanh suy).

- Nha thau chiju trach nhiém vé tinh trung thuc, chinh xac cua céac thong tin, thong
s6 k¥ thuat do nha thau cung cap. Trong truong hop phat hién thong s tai tai liéu nha thau
cung cap c6 su khac biét so v6i thong tin trén website ctia hing san xuat hodc treong hop
can thiét khac, Chu dau tu 6 thé yéu cu nha thau lam rd. Moi gian 1an vé ho so, tai lidu,
cac thong s ki thuat cua hang hoa cta nha thau 13 cin cir dé Chu dau tu dé nghi cAm tham
gia hoat dong dau thau, tao canh bao trén Hé thong mang dau thau qudc gia hodc chuyén
cac co quan churc nang xu ly theo quy dinh.

- Céc tai lidu chimg minh su pht hop ciia hang hoa du thau dugc danh diu vao céc
thong s k¥ thudt va cac ndi dung dé xuat dé chimg minh tinh dap ng cua hang hoéa, cac
tai liéu duoc phan loai thanh tirng file riéng va ghi tén file tuong ing véi tung tai li€u, scan
dinh kém E-HSDT dé Chu dau tu thuan tién trong viéc kiém tra, danh gia.



1.2.2. Yéu cdu ky thudt chi tiét:

Yéu cau nha thiu tom tat thong sé k¥ thuat cta hang hoa chirng minh hang hoéa do
nha thau chio dap tmg cac ndi dung yéu cau ky thuat dudi day hodc dap ung t6t hon. Bit
ky thwong higu, nhin hiéu nao néu cé trong bing yéu cau ky thudt déu mang tinh chit
minh hoa cdc tiéu chudn chit luwong, tinh néing ky thudt yéu cau. Nha thau c6 thé lua
chon dy thau hang héa c6 ngudn gdc, xuat xir, nha san xuat, thwong hi¢u phu hop vai dicu
kién cung cap nhung phai dam bao yéu cau c6 thong sb k¥ thuat, tinh nang sir dung, tiéu
chuan cong nghé “twong dwong” hoic tot hon so vdi cac yéu cau cu thé ¢ dudi va cung
cap tai liéu ching minh su dap mg t6t hon cua hang hoa chao thau so véi yéu cau cia E-
HSMT. “Tuong duong” c6 nghia la ¢ chat lugng, tinh ning str dung bang thong sé moi
thau. Nha thau ¢ van ban giai trinh, cung cip tai liéu chirng minh hang héa nha thau chao
c6 thong s k¥ thuat twong dwong hodc t6t hon. Truong hop nha thau khong cé vin ban
giai trinh, tai liéu chimg minh thi don vi tu van tién hanh danh gia theo dung tai liéu k¥
thuat trong E-HSDT cua nha thau. Tt ca hang hoa phai dap tmg cac yéu cau ky thuat tai
E-HSMT thi méi dugc coi la dap tng va dugc xem xét, danh gia & bude tiép theo.

Yéu cau ky thudt chi tiét theo bang duwdi ddy:

Danh muc hang

STT . Yéu ciu k§y thuat Ghi chu
hoéa

Thanh phan:

A. Thubc thir A:

Cholesterol oxidase solution (< 3000 U/1)
Peoxydase (< 5000 U/1)
N-ethyl-N-(2-hydroxy-3 sulfopropyl)-
3-toluidine disodium (TOOS) ( < 1 mM)
B. Thudc thir B:

Detergent solution (< 2%)

Cholesterol esterase (< 3000 U/I)
4-aminoantipyrine (4-AAP) (£ 1 mM)
Quy cach: Hop > 72ml (2x27ml + 2x9ml)
Pat tiéu chuin ISO 13485 hoic tuong duong.

Thubc thir dinh
1 | luong
HDL/HDL

Thanh phan:

Cholesterol esterase > 1000 U/l

Cholesterol oxidase > 1200 U/l

Peroxidase > 1250 U/l

Abscorbate oxidase > 3000 U/1

4-aminoantipyrine > 1g/l va > 7 g/l surfactant trong 50
mM MES buffer.

Quy cach: Hop > 80 ml (60 ml + 20 ml).

Pat tiéu chuan ISO 13485 hodc twong dwong.

Thudc thtr dinh
luong LDL/LDL

Thanh phan:

A. Thubc thtr A:

Thude thit > 12.7 mmol/l pigric acid ‘

3 Creatinine > 8.4 mmol/l sodium lauryl sulphate solution.
B. Thuoc thir B:

> 53 mmol/l borate

> 970 mmol/l sodium hydroxide solution.




- Gi6i han phat hién: < 4.5 mg/l
Quy cach: Hop > 250ml (2x100ml + 2x25ml).
Dat tiéu chuan ISO 13485 hodc tuong duong.

Thudc thir dinh
lugng
Cholesterol

Thanh phan:

CHE =>100U/1

CHOD >100 U/

POD >1000 U/

4-AP >0.2 mmol/l

Good > 50 mmol/l

Phenol > 15 mmol/l

Sodium cholate > 0.2 mmol/I

- B¢ tai 1ap (Reproducibility): < 3.49%
Quy céach: Hop > 400ml (4x100ml).
Pat tiéu chuan ISO 13485 hoic twong dwong.

Thudc thir dinh
lugng
Triglycerid

Thanh phan:

GK  >500U/

GPO >1500 U/

POD >900 U/

ATP 2 mol/l

4-AP 0.4 mmol/l

Do tai 1ap (Reproducibility): < 0.5%

Quy cach: Hop > 160ml (4x40ml).

Pat tiéu chuan ISO 13485 hoic tuong duong.

Thudc thir dinh
lugng Glucose

Thanh phan:

GOD (microbial)
POD (horse-radish)
4-AP  >0.5 mmol
Phosphate > 100 mmol, pH 7.0
Hydroxybenzoate > 12 mmol

Do lap lai (Intra-assay precision): < 1.39%
Do tai 1ap (Inter-assay precision): < 1.92%
Quy cach: Hop > 360ml (6x60ml).

Pat tiéu chuan ISO 13485 hoic tuong duong.

>10kU/N
>1kUAN

Thudc thir dinh
lugng Ure

Thanh phan:

A. Thudc thir A:

Good buffer > 250 mmol/l

2-Oxoglutarate > 7.5 mmol/l

Urease (Jack bean) > 5,000 U/I

GLDH (microbial) > 800 U/1

B. Thudc thir B:

NADH > 0.28 mmol/l

Do tai 1ap (Inter-assay precision): CV < 2.36%
Quy cach: Hop > 500 ml (4x100ml + 4x25ml).
Pat tiéu chuan ISO 13485 hoic twong dwong.

Thudc thir dinh
luong
GOT/GOT
(AST)

Thanh phan:

L-Aspartate > 200 mmol/l

NADH > 0.18 mmol/l

MDH > 400 U/1

LDH > 600 U/1

2-Oxoglutarate > 12 mmol/l

Quy céach: Hop > 200ml (4x40ml + 1x40ml).
Dat tiéu chuan ISO 13485 hoic twong dwong.




A. Thudc thir A:
L-Alani,ne > 500 mmol/l
B. Thuoc thu B:

Thuoc thir dinh NADH > 0.18 mmol/l
9 | lugng GPT/GPT |, r | 5y
(ALT) Jolu

2-Oxoglutarate > 15 mmol/l
Quy cach: Hop > 200ml (4x40ml + 1x40ml).
DPat ti€u chuan ISO 13485 hoac tuong duong.

Thanh phan:

UOD =200 U/l

POD > 1000 U/l

4-AP > 0.10 mmol/l

Thudc thir dinh | Potassium ferrocyanide > 6 umol/l

luong Uric acid | DHS > 2.0 mmol/l

Do nhay: <0.03 mg/dl

Do tuyén tinh: > 20 mg/dl

Quy céch: Hop > 100 ml (4 x 20 ml + 2 x 10 ml).
Pat tiéu chuan ISO 13485 hoic twong dwong.

10

Chat hiéu chuan: huyét thanh déng kho co chira cac chat
chuyén hoa v6i ndng do thich hop dé dam bao hiéu chuan
chinh xéc.

Quy cach: Lo > 03ml.

Pat tiéu chuan ISO 13485 hoic tuong duong.

Chét hiéu chuan

1 sinh hda

Mirc kiém soat 1: lo 5 ml dong nhat va huyét thanh déng
kho vé&i ndng d6 binh thudng hodc ngudng binh
thuong/bénh 1y cta chat chuyén hoa va enzym.

Vit lidu kiém Mirc kiém soat 2: 1o 5 ml d6ng nhat va huyét thanh dong
soat sinh hoa kho v&i ndong do bénh 1y hodc ngudng binh thudng/bénh
1y ctia cac chat chuyén hoa va enzym.

Quy céach: Hop > (3x5ml murc 1 + 3x5ml murc 2).

Pat tiéu chuan ISO 13485 hoic tuong duong.

12

* Luu y:

- Nha thau phai cung cip ddy du Catalogue hodc céc tai liéu co lién quan cia toan
bd hang hoa du thau do hing san xuét hodc don vi phan phdi ciia hing san xuat tai Viét
Nam phat hanh dé chimg minh hang hoéa du thau dap tmg cac yéu cau ky thuat theo E-
HSMT. Tit ca tai liéu cung cdp phai bang tiéng Viét, trong trudng hop bang tiéng nudc
ngoai nha thau phai dinh kém ban dich tiéng Viét va chiu trach nhiém vé tinh chinh xé4c
cla tai lidu cung cap. Trudng hop E-HSDT thiéu cic ban dich tiéng Viét, nha thau phai
chiu trach nhiém bo sung, 1am 13 trong qué trinh danh gia E-HSDT.

- Céc thong sb k¥ thuat cua hang héa & trén chi nham mo ta thong s, yéu cau ky
thuat téi thiéu hang hoa dy thau phai dap ing ma khéng nhiam dinh huéng mot loai hang
hoa, mot hang san xuét cu thé nao. Nha thau c6 thé chao thiu hang hoéa c6 thong $b ky
thuat, tinh ning, cong dung tuwong duwong hodc cao hon, dam bao tuong thich véi thiét bi
hién c6 tai Bénh vién.




1.3. Cdc yéu cdu khdc
- Tat ca hang hoa cung cap phai 1a hang héa duoc phép luu hanh hop phap tai Viét
Nam;
- Pbi voi hang hoa ¢ han str dung phai dam bao con tdi thiéu 2/3 han sir dung ctia hang
hoéa theo quy dinh ctia nha san xuat ké tir ngay ban giao, nghiém thu.
- Thoi gian thuc hién g6i thau va tién d6 cung cap hang hoa:
+ Thoi gian thuc hién géi thau 1a 12 thang ké tir ngay hop dong c6 hiéu luc.
+ Tién do cung cap hang hoa: Hang hoa dugc cung cap thanh timg dot trong vong
48 gio ké tir khi nhan duoc yéu cau cia Chu dau tu. Trudng hop phét sinh nhu cau khan
cip nha thau cam két cung cip hang ho4 trong vong 24 gio ké tir khi nhan duoc yéu cau
ctia Chu dau tu.



- Nha thau chiu trach nhiém trudc phap luat vé viéc thuc hién ké khai gid hang hoa theo cac quy dinh hi¢n hanh ddi voi cac mat hang bét

budc phai ké khai gia theo quy dinh.

- Nha thau chuin bi Bang thong tin dap tng yéu cau k¥ thuit ctia hang hoa chao thau ndp kém E-HSDT theo mau sau:

BANG THONG TIN PAP UNG YEU CAU KY THUAT CUA HANG HOA

Yéu X
2 < SO luu e 1A XL
KY¥ ma cau Dac hanh cia Gi4 Tai liéu Dien giai su
Tén Tén ).IA ~ Hang/ £ dac tinh Phéan loai Y tham dap wng ve dic
\ hiéu/ Hang/ . < So . - TTBYT/ .z, .. | phép <X , < A
hang thuwong T A nwéc | Nam | Don tinh ky thiét biy . chiéu tinh ky thuat
. . Nhian Nudéce . . . lwgng - n GPNK P ban
STT hoa mai cua méc sin sin chu san vi duw ky thuit hodic tai te han trong E- twong duong
theo E hang % £ iy xuat | tinh X thuat trong A (A,B,C,D) 1 €| HSDT hoac tot hon
. pham xuat ~ thau : liéu (néu e Y S
HSMT hoa (néu c6) hiru trong E- twon c6) (so (néu co)
E- HSDT d o’ng trang...)
HSMT wong
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16




Muc 2. Ban vé

Khong c6 ban vé.

Muc 3. Kiém tra, thir nghi¢m:

+ Thoi gian kiém tra: Ngay sau khi hang hoa duoc giao t6i dia diém quy dinh.

+ Cach thirc tién hanh kiém tra: Hai bén tién hanh kiém tra hang hoa cin c@r theo
yéu cau ctia hop dong da ky két va cac tai liéu c6 lién quan.

+ Moi chi phi lién quan dén viéc kiém tra, thir nghiém, nghiém thu do Nha thau
thanh toan.

~_+ Nhing hang hoa khong dat yéu cau Yé kiém tra, thir nghiém‘Nha‘l thau phai thay

thé bang nhiing hang hoa khac dap mg yéu cau trong thoi gian yéu cau. Truong hop nha
thau khong c6 kha nang thay thé cac hang hoa khong phu hop, chu dau tu ¢6 quyén t6 chirc

viéc thay thé d6 néu can thiét. Moi rii ro va céc chi phi phét sinh lién quan dén viéc thay
thé do nha thau chiu.



