Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé ky thuat

1.1. Gidi thi¢u chung vé du dn, 8oi thiu

- Tén dy toan mua sim: Mua sdm héa chat, sinh pham va thiét bi y t& nim
2026 cho Bénh vién da khoa Phong Tho.

- Tén go6i thdu: Mua sdm hoa cht, sinh pham va thiét bi y té nam 2026 cho
Bénh vién da khoa Phong Thé.

- Chu dau tu: Bénh vién da khoa Phong Tho

- Ngudn vén: Ngudn thu su nghiép

- Thoi gian t6 chirc lya chon nha thau: 60 ngay

- Thoi gian bét dau t6 chirc lya chon nha thau: Quy 1/2026.

- Loai hop dong: Hop dong tron goi.

- Thoi gian thyc hién géi thau: 10 thang.

- Pia diém thu:c hién: Bénh vién da khoa Phong Thé

1.2. Yéu cau vé ky thut

Yéu cau vé k¥ thuat bao gdm yéu cau vé ky thuat chung va yéu cau vé ky thuat
chi tiét d6i v6i hang hoa thugc pham vi cung cap cua goi thau, cy thé:

1.2.1. Yéu cau vé k¥ thuat chung:

1. C6 cam két hang hoa mai 100% va san Xut tir nam 2026 tro lai day, dung
quy cach ctia nha san xuét, co nguon goc xuat xu 16 rang. Thong tin hang hoa phai
dam bao theo quy dinh Mau s6 10B. D& xuit vé hang hoa ctia nha thau;

2. Cam két cung cdp Chimg nhén xuit x& ngudn gbc CO, giéy chimg nhan
chét luong cua nha san xuét CQ; kem theo to khai Hai quan, Invoice (hoa don),
Packing List (Phiéu dong géi/bang ké/phiéu chi tiét hang héa) trong qua trinh ban
giao, lap dat hang hoa.

3. Cam két khéc:

3.1. Nha thau cam két chiu hoan toan trach nhiém trudc phap luat vé tinh
chinh x4c cua cac thong tin trong E-HSDT

3.2. Trong subt qué trinh thyc hién Hop dong cung tmg hang hoa cho Bénh
vién, trong truong hop hang héa trang thau ¢ cip nhat gia ban ké khai/ké khai lai
thap hon gia tring thau da duoc phé duyét thi Nha thau c6 trach nhiém thong bao
kip thoi dén Bénh vién, dong thoi Nha thau phai diéu chinh don gia cung tmg dam
bao khong vuot gia ban ké khai/ké khai lai ké tir ngay ké khai/ké khai lai dugc cap
nhat trén trang thong tin di¢n tir cia BO Y té. Nha thau s& chiu trach nhiém hoan tra
sO tién chénh 1éch néu khong thyc hién theo ding quy dinh nay (s tién chénh 1¢éch
= don gia chénh léch X s6 luong hang hoa cung Gmg). Trong truong hop néu hang
hoa trang thau c6 gia ké khai/ké khai lai bi rat khoi trang thong tin dién tir cia BO Y
té¢, Nha thau s& c6 trach nhiém thong bao kip thoi dén Bénh vién. Néu Nha thau
khong thyc hién theo ding quy dinh nay, Nha thau s& chiu trach nhiém bdi thuong
sO tién twong g vai thiét hai do sai pham trong viéc ké khai gla hang hoa gay ra.

Trong truong hop Nha thau khong thong bao t6i Bénh vién, n€u Bénh vién
hoidc cac co quan c6 tham quyén phat hién ra ké ca trudng hop da két thic thuc hién
hop ddng thi Nha thau chiu hoan toan trach nhiém trudc phap luat, ddng thoi chiu
trach nhiém bdi thuong toan b sé tién twong tmg véi thiét hai do sai pham ctia Nha
thau gay ra cho Bénh vién.



3.3. Cam két cung timg hang hoa kip thoi, chinh xac, da vé sb luong, dam bao
vé chét lugng da dang ky véi co quan c6 thAm quyén, c6 ngudn gbe xuit xt 1d rang,
duogc phép luu hanh trén thi truong Viét Nam. Khi giao hang co Phiéu bao 16, han
su dung.

3.4. Nha thau chiu trach nhiém vé bao quan hang héa va chét lugng hang hoa
trong qua trinh van chuyén tuan thu cac quy dinh cua phap luét hién hanh. Trong
truong hop hang hoa da giao ma khong dam bao chat luong hoidc xay ra nhiéu tai
bién trong qua trinh su dung hodc c6 thong bao thu héi cua co quan c6 tham quyen
thi nha thau phai thu hoi va ty van chuyen hang hoa tir kho Bénh vién, nha thiu chiu
moi phi t6n phat sinh tir viéc thu hoi hang hoa.

3.5. Bao hanh cac su ¢ dot Xuét khi nhan duoc thong bao cua Bénh vién da
khoa Phong Tho, can bd co tham quyen ctia nha thau phai ¢ mit trong vong 24 gid
dé giai quyét cac vuong mac va khic phuc su ¢b.

3.6. Nha thau cam két sén sang giai trinh voi cac co quan chirc nang khi Bénh
vién da khoa Phong Thd c6 yéu cau, va cam két giai quyét kién nghi (néu co) cua co
quan chirc nang.

3.7. Truong hop nha thau tring thau, Nha thau phai cam két xuat trinh duoc
tai liéu cua hang san xuat nham xac dinh trach nhiém cua nha san Xuét trong viéc
dam bao cung cap du so luong, cung cap cac dich vu sau ban hang nhu bao hanh,
bao tri, stra chira, cung cép phu ting, vat tu thay thé, cac dich vu lién quan khac dam
trude khi ky hop dong va chiu trach nhiém veé tinh chinh xdc cua nhtng tai liu,
thong tin do minh cung cap Truong hop nha thau khong xuat trinh dugc tai liéu néu
trén thi moi nha thau xép hang t1ep theo vao dbi chiéu tai liéu.

4. Nha thau phai cung cap Bang tinh dap tng cua hang hoa chio thau trong
d6 c6 chi dan tham chiéu tai liéu ctia nha san xuit nhu Catalogue hodc ban théng s6
ky thuat cua thiét bi hodc tai liéu khac cua Hang san xuat. Luu y: Tat ca céc tai liéu
st dung ngén ngir nudc ngoai phai dinh kém ban dich thuét sang tiéng Viét va cong
chtng. Nha thau ndp Bang tinh dap tmg dinh dang *.doc dinh kém E-HSDT.

5. Bong g01 véan chuyén: Theo tiéu chuan ctia nha san xuat. Hang héa duoc
giao tai Bénh vién da khoa Phong Thé — Dia chi: Xa Phong Thé - Tinh Lai Chau.

6. Khi ban giao hang hoa thi han sir dung ciia hang hoa (néu co) tinh tir thoi
diém cung Gmg dén co so y té phai dam bao:

- Han st dung con lai ctia hang hoéa tinh tir thoi diém hang héa cung tmg cho
bénh vién phai dam bao t6i thiéu con 06 thang d6i v6i hang hoa c6 han sir dung tir
01 nam tré 1én;

- Han str dung con lai cta hang héa tinh tir thoi diém hang hoa cung tmg cho
bénh vién phai dam bao tdi thiéu con 04 thang ddi v6i hang hoa c6 han sir dung tir
06 thang dén 01 nam;

- Han str dung con lai ctia hang héa tinh tir thoi diém hang hoa cung tmg cho
bénh vién phai dam bao t6i thiéu con 02 thang d6i véi hang héa co han sir dung tir
03 thang dén 06 thang;

- Trong truong hop han str dung ctiia hang hoa khong dap tng yéu cau néu
trén, dé dam bao c6 vat tu, hoa chét xét nghiém phuc vu nhu cau kham bénh, chira
bénh, cin ctr tinh hinh thuc té, bénh vién ty quyét dinh va chiu trach nhiém vé han
sir dung con lai ctia vat tu, hoa chit xét nghiém tinh dén thoi diém vat tu, hoa chat



xét nghiém cung tmg cho co s y té va khong dugc yéu cau cao hon quy dinh néu
trén, phai dam bao con han st dung khi st dung vat tu, hoa chat xét nghiém cho
bénh nhan.

Péi véi hang hoa khong ghi han str dung phai dugc san xudt tir nam 2026 tro
di.

7. Bao hanh: Nha thau thuc hién cam két nhu sau:

- San sang thuc hién: thay thé 16 san pham khi khong dam bao str dung do 16i
ky thuat hodc thu hoi vo dleu kién néu hang cung Umg xay ra sy cd hodc khong dat
chat luong theo nhu yéu cau trong HSMT; khéc phuc hau qua vé bién ching gy ra
cho nguoi bénh tir nguyén nhan ky thuat ché tao.

- bao tao, huan luyén sir dung thiét bi, hiéu chinh thiét bi khi can thiét

1.2.2. Yéu cau vé k¥ thuat cu thé:

Bét ky nhan hiéu, mi hiéu (néu co) trong bang yéu cau ky thuat duoi day dé
minh hoa cac tiéu chuan chit lugng, tinh nang ky thuét yéu cau, nha thau co6 thé lra
chon dy thau hang hoa ¢ nguon goc, xut xtr, nha san xudt, nhén hiéu, ma hiéu phu
hop véi diéu kién cung cip nhung phai dam bao yéu cau c6 tiéu chudn k¥ thuat, dic
tinh ky thuat, tinh nang st dung "twong duong" hoac "uu viét hon" so voi cac yéu
cau tdi thiéu. Quy cach (néu co) khong phai tiéu chi dé loai bo nha thau, nha thau co
thé tham khao, quy d6i cho san pham chao thau.

Thong s6 k¥ thuat ciia hang hoa va céac dich vu lién quan phai tudn thu cac
thong s k¥ thuat va cac tiéu chuan sau day:



Tén hang
hoéa/dich vu lién
quan

Théng s6 ky thuit va cac tiéu chuan

Hoa chét dung cho
may xét nghi¢ém
huyet hoc

- Thanh phan:

+ Sodium Chloride: <3.0->5.5g/L

+ Sodium Sulfate Anhydrous: <7.5->11.5g/L

+ Buffering Agents: <1.0->3.0g/L

+ Anti-fungal and Anti-bacterial Agents: <0.8->2.5g/L
- Chung nhén: ISO, CE hodc tuong duong

Dung dich rua
thuong xuyén cho
may huyét hoc

- Thanh phan:

+ Quarternary Ammonium Salts: <50g/L
+ Nonion Surfactant: <15g/L

+ Isopropanol: 0.1-<1.5ml/L

+ Ethanol: <1.5ml/L

- Chiing nhan: ISO, CE hodc tuwong duong

Hoa chat dung cho
may xét nghiém
huyét hoc

- Thanh phan:

+ Sodium Sulfate Anhydrous: <3.0->5.5g/L

+ Sodium Chloride: <7.5->11.5g/L

+ Anti-fungal and Anti-bacterial Agents: <1.0->3.0g/L
+ Polyoxyethylene Ester: <0.3->1.5g/L

- Chung nhan: ISO, CE hodc tuong duong

Dung dich rira kim
ding cho may
huyet hoc

- Thanh phan:

+ Surfactant: <0.2%

+ Sodium hypochlorous: < 12%

+ Sodium hydroxide: < 5%

- Chung nhan: ISO, CE hodc tuong duong

Hoa chét dung cho
may xét nghiém
sinh hoa

- Thanh phan: succinate buffer 100 mM pH 4.2, bromochresol green 0.2 mM, chat hoat dong bé mat.
- Tuyén tinh 1én t&i >6g/dl.

- Gi61 han phat hién 1a <0.01g/dl.

- Pat ching chi: ISO 13485 hodc tuong duong




Hoa chét dung cho

- Thanh phén: Tris buffer 100 mM pH 7.15, L-Alanine 500 mM, 2-Oxoglutarate 15 mM, NADH 0.18 mM, LDH >
1700 U/L.

6 | may xét nghiém | -Tuyén tinh lén téi >440 U/l
sinh hoa - Gi6i han phat hién 1a <0.169 U/1.
- Pat chiing chi: ISO 13485 hodc tuwong duong
- Thanh phan: Tris buffer 80 mM pH 7.65, L-aspartate 240 mM, 2-Oxoglutarate 12 mM, NADH 0.18 mM, MDH >
Hoa chét dung cho | 600 U/, LDH > 900U/I.
7 | may xét nghiém | - Tuyén tinh 1én t&i >440 U/l
sinh hoa - Gi61 han phat hién 1a <0.463 U/1.
- Pat chiing chi: ISO 13485 hodc tuong duong
, £ as - Thanh phan: picric acid 14 mM, NaOH 0.18 M, sodium tetraborate 10 mM, Chat hoat dong b& mat.
Hoéa chat dung cho B .5 3 T o
] méy xé nghiém -Tu.y,e.n tinh lern tq} 2%0 mg/dl
Sirili T - G161 han phat hi¢n 1a <0.2 mg/dL.
- Pat chiing chi: ISO 13485 hodc tuong duong
- Thanh phan: Good’s buffer pH 7.20, sodium cholate 8 mM, CHE > 400 U/I, CHOD > 200 U/l, POD > 500 U/,
Hoa chét dung cho | 4-AAP 0.6 mM, 4-chlorophenol 2 mM.
9 | may xét nghiém | -Tuyén tinh Ién t6i >700 mg/dl.
sinh hoa - G161 han phat hién 1a <1 mg/dl.
- Pat chiing chi: ISO 13485 hodc tuong duong
- Thanh phan R1: sodium chloride 0.26 M, EDTA 0.1 mM.
Hoba chét dung cho | - Thanh phﬁn R2: EDTA 0.1mM, diazotized 2,4-dichloroaniline 0.1mM, hydrochloric acid 0.18M.
10 may xét nghiém | -Tuyén tinh 1én t6i 13 mg/dl.
sinh hoa - G161 han phat hién 1a <0.039 mg/dl.
- Pat chiing chi: ISO 13485 hodc tuong duong
- Thanh phan: phosphate buffer pH 6.50 220 mM, GOD > 15000U/1, POD > 500 U/1, 4-AAP 1mM, phenol 10 mM,
Hoba chét dung cho chét hoat dong bé mat
11 may xét nghiém | -Tuyén tinh 1én t6i >500 mg/dl
sinh hoa - Gi61 han phat hién 1a <1 mg/dl.
- Pat chiing chi: ISO 13485 hodc tuong duong
Héa chit g alio - Thanh phefln R1: hydrochloric acid 0.1 M, chét hoat dong bé mat. , i )
. , . - Thanh phan R2: hydrochloric acid 0.1 M, salt of 3,5-dichlorobenzene diazonium 2 mM, chat hoat dong bé mat, chat
12 may xét nghiém

sinh hoa

6n dinh.
-Tuyén tinh 1én téi >20 mg/dl.




- Gi61 han phat hién 1a <0.05 mg/dl.
- Pat chiing chi: ISO 13485 hodc tuong duong

Hoa chét dung cho

- Thanh phan: Dong Sunfat 6 mM, sodium-potassium tartrate 21 mM, potassium iodide 6 mM, NaOH 0.75 M.
-Tuyén tinh 1én t&i >12 g/dl.

o mey OMEM | | i han phat ign 18 <0.1. g/dl
- Pat chiing chi: ISO 13485 hodc tuong duong
- Thanh phan: Good’s buffer pH 6.80, ATP 2 mM, GK > 300 U/I, POD > 1000 U/I, LPL > 1000 U/I, GPO > 2000
Hoéa chat dung cho | U/l, TOPS 3 mM, 4-AAP 0.3 mM, cht hoat dong bé mit va chat 6n dinh.
14 may xét nghiém | -Tuyén tinh 1én t6i >1000 mg/dl.
sinh hoa - Gidi han phat hién 1a <0.69 mg/dl.
- Pat chiing chi: ISO 13485 hodc tuong duong
- Thanh phan: CAPSO buffer 8 mM pH 7.60, 2-Oxoglutarate 7.5 mM, Urease > 8 KU/I, GLDH > 800 U/l, NADH
Hoa chét dung cho | 0.25 mM, Chat 6n dinh.
15 |may xét nghiém | -Tuyén tinh 1én t6i >300 mg/dl.
sinh hoa - Gi61 han phat hién 1a <1 mg/dl.
- Pat chiing chi: ISO 13485 hodc tuong duong
- Thanh phan: CNP-G3 2.3 mM, NaCl 350mM, calcium acetate 6 mM, potasium thiocyanate 600 mM, Good's buffer
Hoa chét dung cho | pH 6.0 100mM, chat 6n dinh va thanh phan khong phan tng.
16 |may xét nghiém | - Tuyén tinh Ién t6i >2000 U/
sinh hoa - Gidi han phat hién 1a <0.91 U/1.
- Pat chiing chi: ISO 13485 hodc tuong duong
- Thanh phan R1: phosphate buffer pH 7.0 100 mM, TOOS 0.38 mM, ascorbate oxidase > 1000 U/l, chat hoat dong bé
mat.
Hoa chét dung cho | -Thanh phan R2: Good buffer pH 7.7 50 mM, 4-aminoantipyrine 1.5 mM, uricase > 450 U/I, POD > 1000 u/l, chat
17 méy xét nghiém | hoat dong bé mat.
sinh hoa -Tuyén tinh 1én téi >35 mg/dl.
- Gidi han phat hién 1a <0.06 mg/dl.
’ - Pat chiing chi: ISO 13485 hodc tuong duong
13 1}11122 Cl:iétt dl;rﬁncéhn(i - Thanh phan: Huyét thanh nguoi voi chat phu gia va cac md c6 ngudn gde ngudi va dong vat.

sinh hoa

- Pat chung chi: ISO 13485 hodc tuong duong




Hoa chét dung cho

- Thanh phan: Huyét thanh nguoi voi chit phu gia va cac mé c6 ngudn gde ngudi va dong vat.

2 ;rllsl}l] hgjt nghiém | _ Pat chung chi: ISO 13485 hodc tuong duong
H(?a cha’t ding CP ° | Thanh phan: Huyét thanh nguoi voi chat phu gia va cac mé c6 ngudn ge ngudi va dong vat.
20 may xét nghiém , , o
. ; - Dat chig chi: ISO 13485 hodc tuong duong
sinh hoa
- Thanh phan R1 : Good’s buffer pH 7.0 30 mmol/l, 4-aminoantipyrine 0.9 mmol/l, POD 2400 U/, ascorbate oxidase
2700 U/1 va khang thé lipoprotein, hdn hgp 5-chloro-2-methyl-2-H-isothiazol-3-one [EC s6 247-500-7] va 2-methyl-
Héa chit ding cho 2-H-isothiazol-3-one [EC s6 220-239-6] (3:1) & ndng do 0,0015-0,06%.
. . o - Thanh phan R2: Good’s buffer pH 7.0 30 mmol/l, cholesterol esterase 4000 U/1, cholesterol oxidase 20000 U/1, va F-
21| mdy xet nghiém | 1y A0 0.8 mmol/l.
smi hoa - Tuyén tinh 1én t6i >220 mg/d]
- Gi61 han phat hién 1a <1 mg/dl
- Pat chung chi: ISO 13485 hodc twong duong
- Thanh phan R1: Good’s buffer pH 7.0, cholesterol esterase, cholesterol oxidase, HMMPS va catalase.
Hoéa chat dung cho | - Thanh phan R2 : Good’s buffer pH 7.0, 4-aminoantipyrine, POD
22 |may xét nghiém | -Tuyén tinh 1én t&i >500 mg/dl.
sinh hoa - Gi61 han phat hién 1a <1 mg/dL
- Pat ching chi: ISO 13485 hodc tuong duong
Hoa chiit dling chio: | ~ Thérgh p’hén:ATri's'buffer 100 mM pH 8.25, glycilglycine 100 mM, L-Glutamyl-3-carboxy-4-nitroanilide 4mM.
73 miy wét Aghism | " Tl.l?"el’l tinh lftn tgl Z?OO U/L
sinh hoa - Gidi han phat hién 1a <2 U/L.
- Dat chung chi: ISO 13485 hodc tuong duong
24 Hoa chat chuan | - Thanh phan: chat 6n dinh, sodium azide (< 0,1%) nhu chat bao quan va CRP nguoi.
CRP - Pat ching chi: ISO 13485 hodc tuong duong
25 Hoa chait CRP | - Hoa chat CRP kiém tra mirc 1
kiém tra muc 1 - Pat chung chi: ISO 13485 hodc tuong duong
2% Hoa chait CRP | - Hoa chat CRP kiém tra mirc 2
kiém tra muc 2 - Pat ching chi: ISO 13485 hodc tuong duong
Hoa ch&t dioh |- Thanh ph%”ln R1: Latex suspension, chit 6n dinh va chit bao quan.
27 : - Thanh phan R2: Khang thé khang HbA lc, chat 6n dinh va chat bao quan.
luong HbAlc

- Pat chung chi: ISO 13485 hodc tuong duong




Chit hiéu chun

-Thanh phin: mau ngudi pha voi chat én dinh va chit bao quan

% ﬁf;n;%}giilc dinh | _ Pat chung chi: ISO 13485 hodc tuong duong
29 Z;t lginlg;m ;ﬁfﬁ -Thanh phin: mau nguoi pha voi chat dn dinh va chat bao quan
lugng ObAlc - Pat chiing chi: ISO 13485 hodc tuong duong
- Thanh phan: imidazole buffer 20 mM pH 6.50, creatine phosphate 30 mM, glucose 20 mM, N-acetyl-Lcysteine 20
Hoa chat diing cho mM, magnesium acetate 10 mM, EDTA 2 mM, ADP 2 mM, NADP 2 mM, AMP 5 mM, Di(adenosine-5")
30 miy & mphicm pentaphosphate 12 uM, glucose-6-phosphate-dehydrogenase > 3 kU/I, hexokinase > 3 kU/I.
sinh hoa ' -Tuyén tinh Ién téi >2000 U/1
- Gidi han phat hién 1a <1.6 U/I
- Pat chung chi: ISO 13485 hodc tuong duong
- Thanh phan: Buffer 100 mM pH 6.70, creatine phosphate 35 mM, glucose 20 mM, N-acetyl-L-cysteine 20 mM,
magnesium acetate 10 mM, EDTA 2 mM, ADP 2 mM, NADP 2 mM, AMP 5 mM, Di (adenosine-5') pentaphosphate
Hoa chat dung cho | 10 uM, glucose-6-phosphate-dehydrogenase > 1.5 kU/I, hexokinase > 2.5 kU/I, khang thé don dong khang CK-M-
31 may xét nghiém | cong suat trc ché > 2000 U/L.
sinh hoa -Tuyén tinh 1én téi >2000 U/I.
- Gidi han phat hién 1a <4 U/L.
- Pat chiing chi: ISO 13485 hodc tuong duong
Phat hién khang nguyén HBsAg trong huyét thanh, huyét twong ngudi
- Mau pham huyét thanh, huyét twong, mau toan phan
- D6 nhay:100%, Do déc hiéu: >99.88%
z | - Thanh phan Kit thtr: Vung cong hop IgG chudt khang HBsAg-04
32 dT:Z; Vri‘él;nhan"gan - Vach két qiia IgG chuét khang HBsAg-B20
& - Vach chung IgG dé khang chudt
- Bao quan & nhiét 46 thuong
- Ngudng phat hién 1ng/ml
- Pat tiéu chuan ISO13485:2016 hoic trong duong
Phat hién sy c6 mat ctia cac khang thé khang HIV-1 va HIV-2 trong mau toan ph?m, huyét thanh hoac huyét tuong
Test nhanh chan | "8Y% X X s s A
33 - Mau pham: Huyét thanh, huy¢€t twong, méau toan phan

doan HIV

- B§ nhay: 399.59%, Do dic hiéu: >99.87% )
- Thanh phan Kit thir: Cong hop vang HIV-Ag tai to hop.




- Vach két qua Anti-human IgG-Fe Mcab. 3
- Nam trong khuyén céo xét nghiém khang dinh HIV cta vién V¢ sinh dich t€¢ TW nam 2020
- Pat tiéu chuan ISO13485:2016 hoac tuong duong
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Rapid Flu A/B
Test

Phat hién virus ciim A va/hoac cum Phat hién virus cim A va/hoac cum B trong dich hong

- MAu pham: Mau dich hong

- B9 nhay cum A: >92.56%; D¢ dac hi¢u cim A: >97.97%

- B§ nhay ciim B: >93.28%; D¢ déc hi¢u cum B: >97.76 %

- Phan loai trang thiét bi y té thudc loai C

- Khong phan tmg chéo v6i 26 loai vi khuan va vi-rat phan 1ap ¢ ndng d6 nhét dinh nhu : Bordetella pertussis, E.coli,
Mycobacterium tuberculosis (zopf) Lehmann and Neumann, Neisseria meningilitdis, Pseudomonas aeruginosa,
Streptococcus pneumonia (klein) chester, Streptococcus salivarius subsp, Chlamydophila pneumoniate A,
Haemophilus Influezae, Mycoplasma pneumoniae Somerson etal, Neisseria gonorrhoeae, Staphylococcus aureus,
Streptococcus pyogenes rosenbach, Human adenovirus 3, Human coronavirus 229E, Human enterovirus 71, human
parainfluenza virus 2, Measles virus, human respiratory syncytial virus, Human adenovirus 7, herpesviridae,
cytomegalovirus, human parainfluenza virus 1, human parainfluenza virus 3, mumps virus, human rhinovirus 1A

- DPoc két qua & phit thir 15. Khong doc két qua sau 20p

- Dat tiéu chuin ISO13485:2016 hoic tuwong duong, dap tng chi thi 98/79/EC hoic twong duong
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Que thu phan tich
nudce tieu 10 thong
sO

Do céc chi s6 : Leukocytes, Nitrite, Urobilinogen, Protein, pH, Blood, Specific Gravity, Ketone, Bilirubin, Glucose
(LEU/ NIT/ URO/ PRO/ pH/ BLO/ SG/ KET/ BIL/ GLU). Dang que
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Onsite HAV IgM
Rapid Test

Dinh tinh phat hién khang the IgM khang HAV

- Mau thir: huyét thanh, huyét twong, méau toan phan

- b6 nhay tuong quan: >90,6% , Do dac hi€u twong quan: >97,6%

Khay thir bao gom:

1. Viing cong hop c6 mau do tia duoc phi sin cong hop vang khang nguyén HAV (cong hop HAV Ag) va mot cong
hop khéang thé kiém soat,

2. Mot mang Nitrocellulose chira mot vach két qua (vach T) va mot vach chung (vach C). Vach két qua T dugc phu
san boi khang thé chudt khang IgM nguoi va vach ching C duge phu sin khang thé kiém soat

- Khong phan tmg chéo véi mau Dengue, HBV, HCV, HEV, HIV, Malaria, TB...

- Béo quan kit thtr ¢ nhiét 4§ thuong

- Pat tiéu chuan ISO 13485:2016 hodc tuong duwong, ching chi xuat khiu FDA hodc tuong dwong, dap tng chi thi
98/79/EC hoac tuong duong
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Rapid Anti-HCV
Test

Phat hién khang thé khang HCV trong huyét thanh, huyet twrong, mau toan phan nguoi
- MAu pham huyét thanh, huyét twong, méau toan phan

- B4 nhay: 100%, Do dac hiéu: 100 %

- Thanh phan Kit thi:

- Viing Cong hop: khang thé don dong khang Igg nguoi

- Vach két qua khang nguyén HCV-210

- Vach chting IgG nguoi

- Béo quéan ¢ nhiét do thuong

- Pat tiéu chuan ISO13485:2016 hoic twong duong
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OnSite Rotavirus
Ag Rapid Test

Dinh tinh phat hién khang nguyén vi rit Rota trong mau phan ctia ngudi.

- B¢ nhay tuong quan: 100%; D¢ dac hi¢u twong quan: >97,2%

Khay bao gdm:

1. Ving cong hop duoc phii sin cong hop vang khang thé don dong khang vi rat Rota (cong hop khang vi rat Rota) va
cong hop vang khang thé kiém soat .

2. Vach két qua (vach T) va mot vach chimg (vach C). Vach T phu sin khang thé don dong khang vi rut Rota va vach
chimg C phu sin khang thé dé kiém chung.

- Bao quan nhiét d¢ thuong

- Pat tiéu chuan ISO 13485:2016 hoic twong dwong, ching chi xuat khdu FDA hoic tuong duong, dép tng chi thi
98/79/EC hodc tuong duong
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Test dong mau
aPTT

- Mi thi kin chra:
+ 1 que thu
+ 1 thi hat 4m
- To hudéng dan sir dung tiéng Anh.
- Tudi tho san pham: >18 thang
- Pat ching chi: ISO 13485 hodc tuong duong
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Test dong mau
Fibrinogen

- Mbi thi kin chira:
+ 1 que thu
+ 1 thi hit am
-1 ID chip
- To hudéng dan st dung tiéng Anh.
- Tubi tho san pham: >18 thang
- Pat chung chi: ISO 13485 hodc tuong duong
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Test dong mau PT

- Moi thi kin chtra:




+ 1 que tho
+ 1 thi hat am
- To hudng dn st dung tiéng Anh.
- Tudi tho san pham: >18 thang
- Pat chung chi: ISO 13485 hodc tuong duong

IVD rua dung cho

42 | méay xét nghiém | Dung dich rira; Thanh phan: Sodium Hypochlorite 5 - 10%
hoéa sinh
Chdt hiéu chuén
mic cao  xét L 1en 2 ’ ’ A Y SR " : , .
3 nghigm dink fwong Chat hiéu clluan muc ca? st dung ch‘o xét n}ghlem dinh lugng (gian ti€ép) nong do natri (Na+), kali (K+) va clorua (Cl-
s T a2 | ) trong huyét thanh, huyét twong; Thanh phan: Na+ 160 mmol/L; K+ 6 mmol/L; Cl- 120 mmol/L
cac chat dién giai
Na, K, Cl
Chat hiéu chuan
mic  thdp  xét R oo x L gk : ; o g cp ko X x . . s
44 righiem ajnh laong Chat hiéu chuan muc t}lap duoc su Adl_lng cho xe:[ ngh1¢{11 dinh lugng (gian tiép) nong d6 natri (Na+), kali (K+) va
- X, s~ ..o | clorua (Cl-) trong huyet thanh, huyét twong; Thanh phan: Na+ 130 mmol/L; K+ 3,5 mmol/L; CI- 85 mmol/L
cac chat dién giai
Na, K, Cl
IVD tao dién thé co
45 s& cho xét nghiém | Hoa chat dién giai cho dién cyc tham chiéu sir dung cho xét nghiém dinh luong (gian tiép) nong d6 Na+, K+ va Cl-;
dinh luong Na, K, | Thanh phan: Kali clorua 1 mol/L
Cl
Chat hiu chuan
46 mirc trung binh xét | Chat hiéu chuan muc trung binh sir dung cho xét nghiém dinh luong (gian tiép) ndng do Na+, K+ va Cl-; Thanh phan:
nghiém dinh luong | Na+ 4,3 mmol/L; K+ 0,13 mmol/L; CI- 3,1 mmol/L
Na, K, Cl
IVD dém trong xét
47 nghiém dinh luong | Dung dich dém sir dung cho xét nghiém dinh luong (gian tiép) ndng d6 Na+, K+ va Cl-; Thanh phan: Triethanolamine
cac chat dién giai | 0,1 mol/L
Na, K, Cl
Pbién cuc  xét
48 | nghiém dinh luong | Pién cuc Natri, Chét lidu: nhya va kim loai, Chiéu rong: 1,5 cm, chiéu dai: 3,8 cm

Na
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bién cuc  xét
nghiém dinh luong
K

Dién cyuc Kali, Chét liéu: nhya va kim loai, Chiéu rong: 1,5 cm, chiéu dai: 3,8 cm
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bién cuc  xét
nghiém dinh lugng
Cl

Dién cuc Clo, Chat liéu: nhwa va kim loai, Chiéu rong: 1,5 cm, chiéu dai: 3,8 cm
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Pbién cuyc tham
chiéu xét nghiém
dinh lugng céc
chat dién giai (Na,
K, Cl)

Dién cuc tham chiéu, Chét liéu: nhwa va kim loai, Puong kinh than: 1,6 cm, chiéu dai: 5,8 cm
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Ong diy bom bang
cao su luu hoa
dung cho may xét
nghiém hoa sinh.

Dung dé bom dung dich téy, rira hodc dung dich ISE. Lam bﬁng vét liéu nhua va cao su. Téng chiéu dai 10,7 cm (+/-
0,2 cm), chiéu dai cao su: 8,8 cm (+/- 0,2 cm), duong kinh 0,5 cm (+/- 0,1 cm).
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Bong dén halogen
dung cho may xét
nghiém hoa sinh,
12V 20W.

Bong dén quang hoc, ngudn sang, cho dén tric quang, 12Vdc 20W. Lam bang kim loai, thity tinh, nhya.
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Xi lanh hat dich
dung cho may xét
nghiém hoa sinh.

Dung dé phan phoi va hut mot lugng méu chinh xac. Lam bang thuy tinh, nhya, kim loai. Chiéu dai 8,9 cm (+/-0, 1
cm). Buong kinh piston (phan kim loai): 2,0 mm (+/- 0,2 mm).
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Xi lanh dung cho
may xét nghiém
hod sinh.

Dung dé phan phéi va hit mét luong chinh xac thude thl:I/ dung dich dém ISE. Lam bfmg thuy tinh, nhya va vat li€u
kim loai, dai 8,9 cm(+/- 0,1 cm). Puong kinh piston (phan kim loai): 5,0 mm (+/- 0,2 mm).




1.3. Céc yéu ciu khdc
- Yéu ciu vé pham vi cung cip: Cung cép dén Bénh vién da khoa Phong Tho. Moi
chi phi nha thau hoan toan chiu trach nhiém, trong qua trinh ban giao san pham. Néu
trong qua trinh ban giao sau khi hoan thién, hang hoa khong dam bao theo e-HSMT
cha dau tu ¢ quyén tir ch01 va yéu cau khac phuc thay thé, néu nha thau khong thuc
hi¢n chu dau tu co quyén huy bo moi phat sinh nha thau hoan toan chiu trach nhi¢m.
- Yéu céu vé tién do cung cap: Cung cap theo tién d6 yéu cau cua Chu dau tu trong
vong 120 ngay ké tir ngay hop dong co hiéu lyc.
- Yéu cau vé bao hanh tinh tir thoi diém giao hang d6i véi hang héa nhu sau:
+ Thoi gian bao hanh: Quy dinh tai Myc 3. Tiéu chuan danh gia vé ky thuat.
+ Phuong thirc bao hanh: Khi ¢6 yéu cau vé bao hanh, Nha thau phai ctr nhan
vién den klem tra khong cham qua 24 gio ké tir khi duoc yéu cau ctiia Chi dau tu.
- Yéu cau vé tiéu chuan k¥ thuat:
- Hang hoéa chao thau phai dap umg cc yéu cau vé ky thuat tai muc 2 Yéu cau k¥
thuat Chuong V.
- Céc phu kién kém theo phai day du, déng bo dam bao cho thiét bi hoat dong dat
cac chi tiéu k¥ thuat quy dinh cta nha san xuét.
- Nha thau dién day du thong tin Bang tong hop thong tin san phdm va dinh kém file
dinh dang .*doc vao E-HSDT:




Thong tin

Thong tin ké

STT | Danh muc hang héa moi thiu DaI}h muc h‘Aang Thong tin sz:n pham Tle:l chuan So vaAKet qua didu kién luu kl}iu gm‘ ho.:{c
: hoa du thau du thau chat lwgng phan loai hz‘u;h niém yét gia
(néu cd)
(€] i () (©)) @ | OB | (© @) ®) (€] (10)
Hoéa chat dung cho may xét
1 . %
nghiém huyét hoc

Dung dich rtra thuong xuyén

4 cho may huyét hoc
3 Hoa chat dung cho may xét

nghiém huyét hoc
4 Dung dich rra kim dung cho

may huyét hoc

Hoéa chat dung cho may xét
5 _ :

nghi¢ém sinh hoa

Hoéa chat dung cho may xét
6 A ,

nghi¢ém sinh hoa

Hoéa chat dung cho may xét
7 A ,

nghiém sinh hoa

Hoéa chat dung cho may xét
8 ex i :

nghi¢ém sinh hoa

Hoéa chat dung cho may xét
9 — .

nghi¢ém sinh hoa

Hoéa chat dung cho may xét
10 P ,

nghi¢ém sinh hoa

Hoéa chat dung cho may xét
11 T :

nghi¢ém sinh hoa

Hoéa chat dung cho may xét
12 A .

nghi¢ém sinh hoa

Hoéa chat dung cho may xét
13 g g ;

nghi¢m sinh hoa
14 Hoéa chat dung cho may xét

nghi¢ém sinh hoa




Hoa chat dung cho may xét

13 nghiém sinh hoa

Hoéa chat dung cho may xét
16 A .

nghiém sinh hoa

Hoéa chat dung cho may xét
17 N .

nghiém sinh hoa

Hoéa chat dung cho may xét
18 A s

nghiém sinh hoéa

Hoéa chat dung cho may xét
19 A "

nghiém sinh hoa

Hoéa chat dung cho may xét
20 e S .

nghiém sinh hoa

Hoéa chat dung cho may xét
21 A s

nghiém sinh hoéa

Hoéa chat dung cho may xét
22 A .

nghi¢ém sinh hoa

Hoéa chat dung cho may xét
23 T ;

nghiém sinh hoéa
24 | Hoa chat chuan CRP
25 | Hoéa chat CRP kiém tra murc 1
26 | Hoa chat CRP kiém tra murc 2
27 | Hoéa chat dinh luong HbAlc
23 Chat hi¢u chuan xét nghiém

dinh lugng HbAlc
29 Vit liéu kiém soat xét nghiém

dinh lvong HbAlc
30 Hoéa chat dung cho may xét

nghiém sinh hoa

Hoéa chat dung cho may xét
31 A "

nghiém sinh hoa
3 Test nhanh chan doan viém gan

B

33

Test nhanh chan doan HIV




34 | Rapid Flu A/B Test
Que thir phan tich nudc tieu 10
35 n f
thong so
36 | Onsite HAV IgM Rapid Test
37 | Rapid Anti-HCV Test
38 | OnSite Rotavirus Ag Rapid Test
39 | Test dong méu aPTT
40 | Test dong mau Fibrinogen
41 | Test dong méau PT
IVD rua dung cho may xét
42 A,
nghiém hoa sinh
Chat hi€u chuan muc cao xét
43 | nghiém dinh lugng cac chét dién
giai Na, K, CI
Chat hiéu chuan murc thap xét
44 | nghiém dinh luong cac chét dién
gidi Na, K, Cl
45 IVD tao dién thé co s& cho xét
nghiém dinh lugng Na, K, Cl
46 Chat hiéu chuan mirc trung binh
xét nghiém dinh lugng Na, K, Cl
IVD dém trong xét nghi¢m dinh
47 | lugng cac chét dién giai Na, K,
Cl
bién cuc xét nghiém dinh luong
48
Na
bién cuc xét nghiém dinh luong
49 K
bién cuc xét nghiém dinh luong
50 cl
Dién cuc tham chiéu xét nghiém
51 | dinh luong cac chat dién giai

(Na, K, CI)




Ong day bom bang cao su luu

52 | hoa dung cho may xét nghiém

hod sinh.

Boéng deén halogen dung cho

53 | may xét nghiém hoa sinh, 12V

20W.

Xi lanh hat dich dung cho may

xét nghiém ho4 sinh.

55 Xi 'lanh dﬁr}g cho may xét
nghiém ho4 sinh.

Ghi chu:

Cot 1: Ghi s6 thir tur theo san phcfm nha thau tham dw, vi du nha thau tham du 10 san phcfm thi dénh s6 thir tw lién tuc tir 1 @én 10

cho san pham tham du;

Cot 2: Theo thong tin tai khodn 2.2 myuc 1 Chwong V thugc E-HSMT: Nha thau phdi ghi diing theo ' thong tin moi thau,

Cét 3: Nha thau ghi ré tén thwong mai cua san phim dugc thé hién trén to khai hdi quan hodc gidy phép nhdp khau hodc gidy

phép ding ky luu hanh san pham (do6i véi hang san xudt tai Viét Nam) hodc cdc tai liéu chitng minh tinh hop 1é ciia hang héa;

Cét 4: Nha thau ghi ré chung logi (md hiéu).

Cot 5: Hang/don vi san xudt.

Cot 6: - Xudt xit.

Cét 7: [Ghi tiéu chudn chat lwong ISO]; VD: ISO 13485:2016; ISO 9001:2015; .

Cét 8: -[Ghi s6 van bdn phdn loai]; -[Ghi két qua phdn logi: A, B, C, D]; VD: S bang phan loai: 95-3CL10/717 PL-

TTDV/170000027/PCBPL-BYT: Loai C;

Cot 9: Ghi théng tin lwu hanh (sé heu hanh, 50 ' dang ky luu hanh, gidy chitng nhan dang ky luu hanh, gidy phép nhdp khau doi voi

hang hoa nhap khau) d‘oz Véi trang thiét bi y te theo quy dinh cua nghl dinh s6 07/2023/ND-CP ngay 03/03/2023 cua Chinh phu vé

swta doi, bo sung mot so  diéu ciia Nghi dinh s6 98/2021/NP-CP ngay 08/11/2021 ciia Chinh phii vé quan Iy trang thiét bi y té.

Cét 10: Nha thau ghi -[Ghi ma ké khai tren H¢ thong cong khai gla] VD: KKG-0925-00043. Tru’o‘ng hop, san pham khéng ké

khai trén trang ciia B6 Y té, nha thau cung cdp tai lidu vé niém yét gid theo quy dinh ciia Ludt gid.
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Muc 2. Ban vé

Khong c6 ban vé

Muc 3. Kiém tra va thir nghiém

Khi ¢ yéu cau cia Chu dau tu, cac kiém tra va thir nghiém can tién hanh
gom co:

- Thoi gian: Trudce khi chinh thirc ban giao nghiém thu dua vao st dung.

- Pia diém: Tai noi hang hoa duoc ban giao.

- Céch thuc tién hanh:

+ Khi hang hoa dugc chuyén dén bén mua, bén ban bao cho bén mua biét dé
hai bén cuing nhau tién hanh kiém tra cta hang hoa, héa don, chirng nhan chét lugng,
chimg nhan xuat xt (d6i voi hang hoa nhéap khau) ...

+ Nha thau phai tién hanh kiém tra thir nghiém hang héa dudi su giam sat ctia
cha dau tu va can bo ki thuat dai dién cua chi dau tu dé ching minh hang hoa do
c6 chat luong, dic diém k¥ thuat ... pht hop véi cac quy dinh trong hop dong

- Chi phi cho viéc kiém tra, thir nghiém: Moi chi phi cho viéc kiém tra, thir
nghiém hang hoa déu do nha thau chiu trach nhiém.

- Céch thuc xir Iy d6i voi hang héa khong dat yéu cau qua kiém tra, thir
nghiém:

Hang hoa qua kiém tra va thir nghiém ma khong phu hop vé chat luong, vé
dic tinh k¥ thuét ..., thi chi du tu c6 thé tir chdi va nha thau s& phai thay thé cac
hang hoéa bi tur ch01 Tru:ong hop nha thau khong co6 kha nang thay the cac hang hoa
khong phu hop, chu dau tu ¢6 quyen t6 chirc viée thay thé d6 néu can thiét. Moi rai
ro va chi phi lién quan do nha thau chiu.

Sau khi hoan thanh cac noi dung vé Kiém tra va Thir nghiém hang héa, nha
thau khong dugce mién trir nghia vu bao hanh hay cic nghia vu khéc theo hop dong.



