Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

1.1. Gi6i thiéu chung vé dw dn/dw todn mua sim, géi thau

- Tén géi thau: Mua sam héa chat, sinh pham, vit te y té nam 2026 cia

Bénh vién Da liéu Khéanh Hoa

- Chui dau tw: Bénh vién Da liéu Khénh Hoa
- Nguén von: Nguon thu hoat dong sy nghiép

- Thoi gian thyc hién: 12 thang

- Hinh thirc lwa chon nha thau: chdo hang canh tranh

- Phuong thirc lya chon nha thau: Mot giai doan mot tui hé so.

- Loai hop dong: Pon gid c6 dinh
1.2. Yéu cdu vé ky thudt

Pon £
STT Tén hang héa Céu hinh, tinh ning k¥ thuit co ban vi 50
. lwgng
tinh
Sinh pham phat hién Toxocara IgG.Phuong
B6 xét nghiém | phap: Xet nghiém sac ky micn dich lién két
khang thé khang | Enzyme (ELISA). Thanh phan kém theo
1 : AR , . x L | test 2.600
Toxocara (Giun | chung am, chimg duong. Loai mau: huyét
dtia chd,meo) thanh hoac huyét tuong. BJ nhay: > 85% , do
dac hiéu > 90%
B6 xét nghiém Sinh pham, phat’ hlen?A Str(zngyllmd'e:s IgG.
Kkha 2 , Phuong phap: Xét nghiém sac ky mien dich
ang thé khang | ...~ % \ A 13
. lién két Enzyme (ELISA). Thanh phan kém
2 | Strongyloides , A , . x test 2.600
. . theo ching am, ching duong. Loai mau:
stercoralis  (Giun X o z o
lron) huyét thanh hodc huyét tuong. PO nhay >
90%, do dac hi¢u > 95%
Sinh phdm Phat hién Gnathostoma IgG.
B6 xét nghiém | Phuong phap: Xét nghiém sac ky mién dich
3 khang thé khang | lién két Enzyme (ELISA). Thanh phén kém test 1,500
Gnathostoma theo ching am, ching duong. Loai mau: '
(Giun dau gai) huyét thanh hodc huyét tuong. PO nhay >
93%, d dac hi¢u > 100%




Kit sur dung phuong phap thu mau béng chan
khong, ly tam dang ti trong. San phim PRP
cudi cung khong chtra bat ky té bao mau nao
va do tinh sach cao. San pham ¢ ndi doc to

4 | Kit PRP <1 EU/mL, am tinh véi mycoplasma va dat | B 40
chi tiéu vo khuin(0CFU).Thé tich mau thu
nhan:11ml/6ng.Quy trinh ché tao san pham
1 budce ly tam duy nhét: 15 _phat, lyc ly tam
1500 G. Hiéu suat thu hoi tiéu cau: trén 85%

5 g&?gg Cdﬁgh mrg; Hoa chat str dung tuong thich véi may huyét ml 24500

X hoc Cell Dyn Emerald 22
huyét hoc
6 E);Eg iﬁ; 103}1112 Hoa chit sir dung tuong thich voi may huyét ml |360.000
, X hoc Cell Dyn Emerald 22
may huyét hoc
Dung dich pha
7 héng cau dung | Hoa chat sir dung tuwong thich voi may huyét ml 10.000
cho may huyét | hoc Cell Dyn Emerald 22 ’
hoc
Hoa chét str dung tuong thich voi may huyét

8 | Dung dich QC hoc Cell Dyn Emerald 22. Kiém tra 03 mirc | BO 12
ndng do
Dung trong xét nghiém QC dai trung binh st
dung cho may sinh hoéa TC Matrix, TC

Dung dich QC | Matrix 240. QC dugc cho Glucose,
9 | may sinh héa dai | GOT,GPT, GGT, Cholesterol, Triglycerid, | ml 235
trung binh HDLCholesterol, LDLCholesterol, Creatinin,
Urea, Bilirubin Total, Bilirubin Direct, Acid
Uric...
Dung trong xét nghiém QC dai cao su dung
cho méay sinh hoa TC Matrix, TC-
Dung dich QC | Matrix240,QC duoc cho Glucose,
10 | may sinh hoa dai | GOT,GPT, GGT, Cholesterol, Triglycerid, | ml 235

cao

HDL-Cholesterol, LDL-Cholesterol,
Creatinin, Urea, Bilirubin Total, Bilirubin
Direct, Acid Uric.




11

Dung dich chuin
may xét nghiém
sinh hoa

Dung dich hiéu chuan xét nghiém trén may
xét nghiém sinh hoa

ml

110

12

GOT

Hbéa chat xét nghiém Dinh lugng
AST/GOT.Tiéu  chudn  k§  thuat
[SO13485:2016.Héa chit st dung tuong
thich v&i may sinh héa TC Matrix va TC
Matrix 240

ml

2.400

13

GPT

Hoéa chat xét nghi¢ém Dinh luong
ALT/GPT.Tiéu chuin  ky thuat
1SO13485:2016.Héa chit st dung twong
thich v&i may sinh héa TC Matrix va TC
Matrix 240

ml

2.400

14

GGT

Hoéa chét xét nghiém Pinh lugng GGT.Tiéu
chuan k¥ thuat ISO 13485:2016.Héa chét st
dung tuong thich véi méy sinh hoa TC
Matrix va TC Matrix 240

ml

950

15

Glucose

Hoéa chat xét nghiém Dinh lugng
Glucose.Tiéu chuan ky thuat ISO
13485:2016.Hoa chat sit dung twong thich
v61 may sinh hoa TC Matrix va TC Matrix
240

ml

950

16

Cholesterol

Hoéa chat xét nghiém Dinh lugong
Cholesterol;Ti€u chuan ky thuat
ISO13485:2016.Héa chat st dung tuong
thich voi1 may sinh hoa TC Matrix va TC
Matrix 240

ml

960




17

Triglycerid

Hoéa chat xét nghiém Dinh lugng
Triglycerides; Tiéu chuian ky  thuét
ISO13485:2016.Héa chat st dung tuong
thich voi may sinh héa TC Matrix va TC
Matrix 240

ml

960

18

Acid Uric

Hoéa chét xét nghiém Pinh lugng Acid uric;
Tiéu chudn ky thuat ISO13485:2016.Hoa
chat sir dung tuong thich véi may sinh hoa
TC Matrix va TC Matrix 240

ml

1.050

19

Ure

Hoba chét xét nghi¢m Dinh lugng URE; Tiéu
chuén ky thuat ISO 13485:2016.Hoa chat s
dung tuong thich véi may sinh héa TC
Matrix va TC Matrix 240

ml

2.000

20

Creatinin

Hoéa chat xét nghiém Dinh lugng
Creatinine.Tiéu  chuan  ky  thuét
1SO13485:2016.Héa chit st dung twong
thich v&i may sinh héa TC Matrix va TC
Matrix 240

ml

2.000

21

LDL-C

Hoéa chat xét nghiém Dinh lugng LDL-
Cholesterol.Tiéu chuén ky
thuatIS013485:2016.Hoa chat sir dung twong
thich voi1 may sinh héoa TC Matrix va TC
Matrix 240

ml

800




Hoéa chat xét nghiém Binhq lugng HDL-
Cholesterol. Tiéu chuan ky

22 | HDL-C thuatISO13485:2016.Hoa chat sir dung twong | ml 800
thich v&i may sinh héa TC Matrix va TC
Matrix 240
Test phat hién | DS nhay: > 99 %. BJ dac hi¢u: > 99%. Dat
khang thé | CE, ISO 13485.Thanh phan bo xét nghiém
23 | Treponema gdbm: RPR Carbon Reagent,RPR Positive | test 3.000
pallidum ky thudt | Control, RPR Negative Control.L¢ phan hda
RPR chat.Que khudy. Thé nhya.
Test phat hién | B nhay: > 99 %. Do dac hi¢u: > 99 %. Pat
khang thé | CE, ISO 13485. Thanh phan bo xét nghiém
24 | Treponema gom: TPHA test cells. TPHA control cells. | test 3.100
pallidum k¥ thuat | TPHA diluent. TPHA positive control. TPHA
TPHA negative control
Do nhay 98%, B¢ dac hi¢u 99,6%; Gidi han
phat hién 0.1 IU/ml. Cho két qua nhanh trong
vong 15 phuat, Po 6n dinh cua két qua xét
Test Xét nghiém nghiém 161 30 phﬁt, Akh(”)ng can sit dun:g thé,m
25 nhanh HBsAg bat ky dung dich dém(chase) cho mau mau | test 200
huyét thanh, huyét tuong. St dung duoc cho
tit ca cac loai miu bénh phim bao gdm:
Huyét thanh, huyét tuong, mau tinh mach,
mau ddu ngon tay ciia nguoi.
Mau bénh pham: huyét thanh, huyét twong,
mau toan phan tinh mach, mau toan phan
26 Test Xét nghiém | mao mach.Phuong phap: Mién dich sic test 300

nhanh HIV 1/2

ky.Po nhay: > 99,5%Do dic hitu : >

98 %Thoi gian doc két qua: >15 phut.Diéu
kién bao quan: 2-30° C




27

Test khéang
théviém gan B
(anti-HBs)

Phat hién dinh tinh khang thé khang khang
nguyén bé mat vi rit viém gan B (anti-HBs)
¢6 trong huyét thanh, huyét trong hodc mau
toan phan. Thanh phan chinh: Vach thi:
protein HBsAg tu nhién tinh khiét; Vach
ching: Khang thé don dong khang IgY ga;
Cong hop vang: protein HBsAg tu nhién tinh
khiét - gan keo vang; IgY ga tinh khiét — gin
keo vang. - B¢ nhay: 98.5 % (95%CI:
95.68 % - 99.69%) - Do dac hi¢u: 98.0 %
(95% CI: 95.70% - 99.26 %) Béo quan: 2-
400C Gi6i han phat hi¢n: 0.023 TU/ml

test

100

28

Test nhanh khang
the¢ viém gan
C(HCV Ab)

Phat hién dinh tinh cic khang thé dic hiéu
dbi véi HCV trong huyét thanh, huyét twong
hodc mau toan phﬁn nguoi. B nhay: 98,9%,
Do dic hidu: 100%. Thanh phan chinh: Vach
thir: Khang thé don dong khang IgG nguoi,
khang thé don dong khang IgY ga, Vach
chung: Khéng nguyén HCV
NS3/NS4/NS5/161 tai t6 hop - gin keo vang;
IgY gi-gin keo vang

test

150

29

Test nhanh
HBeAg

Chét liéu/thanh phan: - Dung dich chira hat
phu khang thé don dong anti-HBe, gelatin.
Chat bao quan: natri azid - Dung dich chira
khang thé don dong anti-HBe danh ddu ALP.
Chat bao quan: natri azid - Dic tinh cong
nang: Do chinh xac < 5%; - Do nhay chan
doan: 99,1%; - Do ddc hiéu chan doan:
99,9% - Doéng gobi1 riéng thanh ting test, ti€u
chuin déng goi: 3x14 tests/Hop - Dong goi
kém theo: Hoa chit hiéu chuan cho xét
nghiém dinh tinh HBeAg (2x2 ndng
d6x1.5mL). - Tiéu chuan chat luong: ISO
13485

test

100

30

Test phat hién
khang nguyén
Chlamydia.  Ho
tro chan doan
viém nhiém
duong sinh duc

Mau bénh pham: dich ni¢u dao, am dao,
nuoc tiéu. Thoi gian doc két qua sau 15 phut
Do nhay: > 85%.Dac hi¢u: > 98%

test

300

31

B06 nhuém Gram

Str dung cho nhu¢m soi tim vi khuén.Thanh
phan thuéc nhudém bao gém: CrystalViolet
Lugol(Iodin) Con(Acetone) Safranin
(Fuchsin).




B6 nhudém Ziehl-

B6 nhuom dung dé thuc hién xét nghiém soi
nhuon Ziehl Neelsen tim truc khuan khang

32 Neelsen acid. Bao gém 03 dung dich thudc nhudém | bod 2
thanh phan la: Carbon Fucshin, Alcohol acid,
Methylen blue.
Dung dich KOH | Thanh phan: KOH, dung méi.Dung trong xét
33 n , \ mL 500
20 % nghiém da, toc, moéng.
34 Dau soi Kinh hién | Héa chat tinh khiét dang gel, dung trong ml 200
\% PTN
Kiém tra cic thong sb Glucose (GLU),
Protein  (PRO),Bilirubin  (BIL), Ketone
35 Que nudc ti€u 10 | (KET), Hong cau (BLO), Bach cau test 200
thong so (LEU),Nitrite (NIT), Urobilinogen (UBG),
pH, Ty trong (SG).Str dung tuong thich trén
may Mission U120
Chat liéu thiy tinh trong subt co mot dau
36 | Lam kinh nham nham. Kich thuédc 25.4mm x 76.2mm; | cai 18.000
do day Imm - 1.2mm
Chét ligu thuy tinh borosilicate, c6 thé sir
dung d€ quan sat dudi kinh hién vi huynh
37 | Lamen quang. B¢ day 0.13-0.17 mm Tiéu ban hinh | céi 16.000

ch&qnhét co kich thudc 22x22mm. Pat ti€u
chuan ISO 13485 hoac tuong duong.




38

Ong EDTA

Chtra chat khang dong EDTA K2. Kich
thuéc dng: Ong nghiém nhya PP, kich thudc
@13 x 75 (mm) hodc P12 x 75 (mm), dung
tich tdi da 6 ml ,Bén trong chtra chit khang
dong  Ethylenediaminetetraacetic =~ Acid
Dipotassium Salt Dihydrate (EDTA K2) ¢6
vach chi thé tich trén nhin éng nip nhya mau
xanh duong. Pat tiéu chuan ISO 13485:2016

5.300

39

Ong Heparin

Kich thuée 12x75, 13x75. Nép mau den. Hoa
chit bén trong 1a chit khang dong Heparin
lithium. Chju duoc luc quay ly tim gia tdc
3.000 vong/phut trong thoi gian tr (5 - 10)
phut. Pat cac tiéu chuan ISO 13485:2016;
CEva2CFS

500

40

Ong Serum

Kich thudc 12x75mm. Nip mau do. Hoa chét
bén trong 13 hat nhua Poly Styrene hinh khéi.
Chiu duoc luc quay ly tam gia tbc 3.000
vong/phut trong thoi gian tir (5 - 10) phut (c6
x4c nhan cua don vi kiém chung) .Pat tiéu
chuan ISO 13485:2016; CE va 2 CFS

cai

9.000

41

Que tam boéng
(lay mau nir)

Pau bong cua Que Tim Bong y té duoc sir
dung tir Bong y t& 100% sgi cotton tir bong
x0 tu nhién, da dugc loai bo 16p sap, khong
am u6t, soi chic, min; Khéng mui la; Mau
sic hoan toan tring, mau trang tu nhién;
Khong c6 tap chat, chi ¢ soi bong. Pat tidu
chuan ISO 9001:2015; ISO 13485:2016, CE,
GMP, FDA

que

400

42

Que tam bong
(lay mau nam)

Que lam tam bong, chat liéu thép khong gi,
chiéu dai khoang 13 cm

que

300

43

LuGi dao mo so
15

Chat liéu: Thép khong ri. Thiét ké can doi,
mém déo, rit sic bén, gin vao can dé dang.
Thao tac thuan tién cho cac phiu that mat, tai
miii hong, thim my; tuong thich v&i can dao
bang tay. C6 cac s6: 11, 15, 20, 21, 22. Pong
goi ti¢t trung phuong phap chiéu xa Gamma.
Tiéu chuan Chat luong: ISO 13485, EC
(Chau Au), FDA (Cuc quan Iy Thuc phdm va
Dugc pham Hoa Ky)

cai

50




44

Lo nudc tiéu

Chat liéu: Nép lo duoc lam tor nhua
Polypropylene (PP) hodc nhya High Density
Polyetylene (HDPE), than lo dugc lam tu
nhya  Polystyrene (PS) hodac nhua
Polypropylene (PP) nguyén sinh, dung tich
50-55ml.

lo

200

45

Kim chich mau

Kim c6 kich thuéc s6 28G. Diu kim lam
bang thép khong gi vat 3 ddu sic nhon. Tiét
tring ting cdy bang E.O. Khong doc hai,
khong co chat gy sbt Dat tiéu chudn ISO
13485:2016, CE

cai

50

46

bau cole vang

Chét liéu: Nhwa PP nguyén sinh, mau vang.
bic diém: Khong khia, d§ cole 6m kin dau
cay micropipet.Kich thudc:dung tich 0-200
ul Tiéu chuan: ISO 13485: 2016

cai

19.000

47

Pau cole xanh

Chét liéu: Nhya PP nguyén sinh, mau xanh.
Pic diém: PO cole 6m kin dau cay
micropipet.Kich c&: dung tich 0-1000 pnl
Tiéu chuan: ISO 13485:2016

cai

3.200

48

Gac vaiy té

Nguyén liéu gac hut nude 100% cotton va co
d0 tham hut rat cao.Pat chuan ISO
13485:2016

mét

360




Gidy lau vat kinh

49 (kinh hi in vi) Giay lau kinh, vat kinh hién vi. To 1.000
Dia ELISA 96 | Pia 96 giéng day chir U. Chat liéu:

50 giéng (day tron, | polystyrene, Kich thude: 86 x 128 mm (cot x chi 200
nhya PS ¢ xtr Iy | hang: 12x8), Tiét trung tung cai. Dat chuan
bé mat, v6 trung) | ISO 13485:2016

51 Bong den | Bong Halogen 12v, 20W. (Linh kién chinh cAi 6
Halogen hang Mdy Sinh hoéa tu dong TC Matrix)

59 Boéng deén | Bong Halogen 6v, 10W. (Linh kién chinh chi 5
Halogen hang May Sinh hoa tu dong TC Matrix 240)
; . . | Chat liéu thuy tinh ding dé dung mau xét

53 (T);%ngh“?m Thuy | ohiem. Thé tich 5ml (duong kinh 12 mm, | éng | 1.000

cao 80mm, day 0,6mm)




54

Cuvette

Cam két st dung dugc cho may Sinh hoéa ty
dong TC Matrix

cai

1.000

55

Cuvette

C6 thé tai st dung, chiéu dai quang hoc
6mm, tach riéng biét timg cai. Cam két su
dung dugc cho may Sinh héa ty dong TC
Matrix 240

cai

50

56

Tube dung huyét
thanh Eppendoff

D:ély hinh nén co6 vach chia gi(f) dbc san, co
nap day.Dung tich: 1.5ml. Chat li¢u: PP.

cai

6.000

57

Day garo

San phém duoc lam béng thun, chit liéu cao
su co gidn tdt, c6 bang gai dinh 2 dau, miéng
bang gai bén chic, dé thao tac. San pham co
thé st dung lai nhidu 1an.San pham c6 d6 co
gidn tot , cac goc canh khong duoc sic , cing
gdy tray xu6c da , di ung, 1am sung rat, do
dau trong qua trinh str dung.

cai

100

58

Bom tiém 5mL

Théqtich 5 mL, kich thude kim 23G. Pat tiéu
chuin: ISO 13485:2016

cai

25.600




59

Bom tiém 10 mL

Thé tich 10 mL, kich thudc kim 23G. Pat
tiéu chuén: ISO 13485:2016

cai

700

60

Bom tiém 1 mL

Thé tich 1 mL, kich thuéc kim 23G. Pat tiéu
chuan: ISO 13485:2016

cai

3.100

61

Bong y té thim
nudce

Bong y té thAm nudc 100% boéng xo thién
nhién. Bong trfmg, khong mui, mém min, dai,
khong bi toi va ¢6 do thim hut rat cao. Bong
dang dai, dugc cudn thanh cudn chic, Goi:
lkg. Dat mot trong cac tiéu chuan FDA, CE,
ISO.

48

62

Binh huy kim 1,5
lit

Thuong dugc lam tor nhya HDPE (High-
Density Polyethylene) hoac PP
(Polypropylene) nguyén sinh, c6 déc tinh
chbéng an mon hoa chét va c6 kha ning chong
dam thung, c6 nap binh va quai xach mau do,
than binh mau vang, c6 dan nhan thong tin,
in biéu twong theo quy dinh Bo Y té.Dung
tich: 1,5 lit

cai

500

63

Binh hiy kim 6,8
lit

Thuong dugc lam tr nhya HDPE (High-
Density Polyethylene) hodc PP
(Polypropylene) nguyén sinh, co déac tinh
chéng an mon hoa chat va c6 kha ning chong
dam thing, c6 nip binh va quai xach mau
do,than binh mau vang, c6 dan nhan thong
tin, in biéu tuong theo quy dinh B Y
té.Dung tich: 6,8 lit

cai

262




64

Gang tay co6 bot

Chét liéu: cao su tu nhién, dan hoi tot, su
dung mot 1an, c6 bot. Khong gay kich tng,
giy doc té bao khi tiép xuc.Pat tiéu chuan:
ISO 13485:2016

32.400

65

Gang tay khong
bot

Str dung mdt lan, khong chtra bot hoa_“lc’chét
bo1 tron,Khong gay kich tmg, gy doc t bao
khi tiép xtic.Pat ti€u chuan: ISO 13485:2016

35.400

66

Con 70 do

Dung dich trong, khong mau dong trong chai
nhua kin ¢6 mui cdn dic trung. 'Ham luong
Ethanol: > 70% Ham luong Acetaldehyd,
tinh theo mg acetaldenhyd/ lit con 100 d¢ :
<2.28 mg/ lit Ham lugng Ethyl Acetat tinh
trén mg/Lit cdn 100 d6 : 0,0mg/ lit Chai >
500ml. Pat tiéu chuin: ISO 13485:2016

lit

170

67

Nudc tay Javen

Pat mot trong cac ti€u chuan TCCS:; chai 1L

chai

939

68

Bang keo cd nhan

Kich thude 1.9cm x 7,2cm. Dat tiéu chuin
ISO 13485

cai

21.000




69

Bang cudn

San phém duoc dét tir soi 100% cotton c6 do
tham hut cao, khong c6 doc td. Hai dau cudn
bang bang, khong léch, khong xo. Khong
chtra chét gay di tng, khong c6 tinh bot hoic
Dextrin, khong c6 xo mun hoa tan trong
nudc va dich phu tang. Kich thudc: 9cm x
2,5m. Tbc d6 hit nude <5 gidy

cudn

2.400

70

Bang keo lua

Vai lua Taffeta tréng, 100% so1 cellulose
acetate, s6 soi 44x19,5 soi/cm, keo Zinc
oxide khong dung dung mdéi phu déu, trong
luong cua khdi phu 50-60 g/m2, luc dinh 1,8-
5,5 N/em, ¢6 kiém tra vi sinh. - kich thudce:
2.5cm x Sm

cudn

470

71

Chi thi h(’)a hoc da
thong so

Pat chuin ISO 13485:2016

miéng

1.000

72

Gac phau thuat

Quy céach: 10 miéng/ goi - Kich thudc: ~
(10cm x 10cm x 8 16p) - Nguyén li€u: soi
cotton 100%, hut nude, ti¢t trung - Pat mdt
trong cac tiéu chuin ISO; CE; FDA:;TCCS

cai

12.000

73

Kim tiém s 20

Kim séc ¢& 20G. Dung dé 13y thudc

cai

1.200




74

Sing gidy

Bugc lam tir vai khong dét, khong ngim,
khong 16 80 x 120 cm

cai

1.350

75

Mbo vit

San xuét tir chat liéu nhya PP nguy@n sinh,
do tron lang cao. Pat ti€u chuan ISO
13485:2016

cai

600

76

thuat

Giang tay phéau

Giang tay tiét khuan, khong bot ding trong
cac thu thuat/ phiu thuat. Chét lidu: Latex
cao su thién nhién, phu polymer. Kich c&: sd
6.5, 7.0, 7.5. Chiéu dai khoang 270 + 10 mm.
Tiét khudn, dong goi timg doi bang tai gidy
chuyén dung, tai x¢é dang peel down, c6 chi
thi tiét khuan EO trén bao bi timg d6i. Tiéu
chuan chit lugng CE (Chau Au) va tiéu
chuan san xuat ISO 13485:2016.

100

77

Sat  khuan
nhanh

tay

Thanh phan: 75%tt/tt Ethanol, 8%tt/tt
Isopropyl Alcohol, 0.5%tt/tt Chlorhexidine
Digluconate, ham luong phu gia vua du
100%.San pham dat tiéu chuan: ISO
9001:2015, ISO 13485 :2016 Ché pham sat
khuan tay nhanh ding trong gia dung va y té
Ché pham c6 hiéu lyc diét 99,99% céac vi
khuan Staphylococcus aureus, Pseudomonas
aeruginosa, Shigella flexneri,
Mycobacterium tuberculosis, Bacillus
subtilis, ndm Candida albicans sau 30 gidy
tiép xuc va 3 phut tiép xtc.

chai

100

Ghi chu:

phap; tdt ca déu dwoc kiém nghiém chat hrong;

nha san xudt;

- Toan bo cac hang hoa phai moi 100%, co nguén goc ro rang va hop

- Yéu cau vé kiém tra, thir nghiém, déng géi: phdi theo ding quy dinh cia




- Yéu cau veé van chuyén: hang hoa phai dwoc van chuyén den kho vat tu
cua Chu dau tu.

- Yéu cau vé diéu kién khi hédu tai noi hang hoa dwoc swr dung: nha thau
phdi tw khao sat hién truwong, nghién cuu diéu kién khi hdu tai noi hang hoa sé
duwoc swr dung dé co bién phap bao tri hang hoa hop Iy,

- Yéu cau nha thdau phdi dich toan bé tai liéu géc sit dung tiéng nude
ngoai sang tieng Viét Nam (nha thdu chiu trach nhiém vé tinh chinh xac cua ban
dich). Truong hop Chu dau tw, To chuyen gia phdt hién nha thau dich sai, tiy
mirc dg, Chii dau tw, To chuyén gia cé thé loai HSDT ciia nha thau

- Nha thau c6 thé chao cdc hang héa “twong dwong” cé mirc do ddp ing
bang hodc cao hon so voi yéu cau trong E-HSMT.

- “Twong dwong” co nghia la co dac tinh ky thudt twong tu, co tinh nang
hodac cong nang suw dung la twong dwong voi cdc hang hoa néu trén.

- Hang tring thau dwoc mua theo nhu cdu sir dung ciia don vi, khéng nhdt
thiét phai mua hét so luong trung thau.

- Nhén hiéu, tén nha san xudt hang héa néu trong E-HSMT (néu c6) chi
mang tinh tham khao, minh hoa cho yéu cdau vé ky thudt cua hang hoa, khong
phdi tiéu chudn danh gia, nha thau co thé chao hang hoa cua hang khdc co
thong so ky thudt twong dwong hoac tot hon cac hang hoa néu trén vé dac tinh
ky thuqt

1.3. Cdc yéu cau khdc

- Ban cam ket:

CONG HOA XA HOI CHU NGHIA VIET NAM

Poc 1ap — Tu do — Hanh phuc

BAN CAM KET
Kinh giri: Bénh vién Da liéu Khianh Hoa
, Sau khi nghién ctru E-HSMT ~gc')i thau Mua sam hoa chét, sinh phém, vat tu
y t€ ndm 2026 cua Bénh vién Da liéu Khanh Hoa
Chung t6i, [ghi tén nha thau], cam két cac ndi dung sau:

1. Cam ké"t vé cac dich vu sau ban hang: Néu hang hoa xay ra viéc khong
dap ung yéu cau vé mot trong nhiing y€u t6 nhu: chat lugng, chung loai, so
lugng, khoi lugng. .. nhu dé néu trong hop ddng, hd so moi thau va hé so thau
du thau cua nha thau, trong vong t6i da 48 gio nha thau s& cung cip hang hoa

moi cung loai dé thay thé. Trong truong hop nay, nha thau c6 trach nhiém thu
h6i hang héa khong dat yéu cau.



2. Cam két vé tién d@9: Hang hoa sé duoc cung cap lam nhiéu dot theo nhu
cau sir dung cta Bénh vién

3. Cung cip To khai hai quan tai thoi diém nhap hang hoa khi c6 yéu cau
(d6i voi cac hang hoa nhap khau).

4. Hang hoa cung cip phai dam bao ddy du s6 luong, chat lugng, ki thuat,
quy cach hang héa va giao hang tai kho cua Bénh vién.

5. Thoi han giao hang 13 48 gid ké tir khi nhan duoc yéu cu giao hang cua
Bénh vién.

6. Thu hdi va doi tra néu hang héa bi 16i do nha san xuét va 16i do qué trinh
van chuyén dén kho cua Bénh vién Da lifu Khanh Hoa hoic c6 théng béo thu
hoi ciia co quan c6 tham quyén ma nguyén nhan khong do 16i cia Cha dau tu.

7. Céc tai liéu trong hd so dy thau nay déu chinh xac, néu c6 diu hiéu gian
l1an hodc khong trung thuc thi HSDT xem nhu khong hop 1€.

8. Chiu trach nhiém giai trinh vé gi4 cdc mat hang tham du thau vdi co quan
chirc nang khi c¢6 yéu cau.

9. Cam két sau khi trang thau nha thau cung cap cho chil dau tu thiét bj dé sur
dung hoa chat va vat tu xét nghiém, khi du thau vao cac phan (16) sau:

STT | Mai phan/lé Tén phan/16 Luu y

Thiét bi con méi hodc da qua st dung
duoc co quan, to chirc ¢6 chirc ning theo
quy dinh cip ching nhan kiém dinh chat

luong thiét bi. Thyc hién duge xét
nghi¢m theo danh muc hoa cht va sir
dung cac hoa chat mién dich Elisa ban tu
dong tdn kho tai don vi. Nha thau chiu
trach nhiém dam bao thiét bj hoat dong
6n dinh lién tuc trong subt thoi gian thuc
hién hop dong cung cap hoa chit (bao
gdm: bao tri, bao dudng theo quy dinh),
néu thiét bi phat sinh hu hong nha thau
cam két stra chira, khoi phuc, van hanh
trong vong 24h ké tir luc nhan thong tin
tir bénh vién hodc thay thé bang thiét bi
du phong tam thdi (néu c6). Nha thau
chiu trach nhiém vé toan bd cac chi phi
lién quan dén hoat dong cua thiét bi
cung cp trude khi dua vao sir dung theo
quy dinh tai don vi. C6 kha ning két nbi
v6i hé thong LIS.

B xét nghiém
khang thé khang
Toxocara (Giun

diia cho,meo)

1 PP2600096390

B0 xét qghiém Thiét bi con méi hodc da qua str dung
2 PP2600096391 | khang thé khang | dwgc co quan, to chirc ¢6 chirc nang theo
Strongyloides quy dinh cap chiing nhan kiém dinh chat




stercoralis (Giun
luon)

lwong thiét bi. Thuc hién dugc xét
nghi¢m theo danh muc hoa chit. Nha
thau chiu trach nhiém dam bao thiét bi
hoat dong 6n dinh lién tuc trong subt thoi
gian thyc hién hop ddng cung cip hoa
chat (bao gbm bdo tri, bdo dudng theo
quy dinh), néu thiét bi phat sinh hu hong
nha thau cam két stra chita, khoi phuc,
van hanh trong vong 24h ké tir lic nhan
thong tin tir bénh vién hodc thay thé
bang thiét bi du phong tam thoi (néu co).
Nha thau chiu trach nhiém vé toan bo
cac chi phi lién quan dén hoat dong cia
thiét bi cung cap. C6 kha niang két nbi
v6i hé thong LIS.

PP2600096392

B xét nghiém
khang thé khang
Gnathostoma
(Giun dau gai)

Thiét bi con méi hodc di qua su dung
duoc co quan, td churc c6 chuc nang theo
quy dinh cip ching nhan kiém dinh chat

lwong thiét bi. Thuc hién dugc xét
nghiém theo danh myc héa chat. Nha

thau chiu trach nhiém dam béo thiét b
hoat dong 6n dinh lién tuc trong sudt thoi

gian thyc hién hop ddng cung cip hoa

chat (bao gém: bao tri, biao dudng theo
quy dinh), néu thiét bi phét sinh hu hong
nha thau cam két stra chita, khoi phuc,
van hanh trong vong 24h ké tir lac nhan
thong tin tir bénh vién hoac thay thé
bang thiét bi du phong tam thoi (néu co).
Nha thau chiu trach nhiém vé toan bo
cac chi phi lién quan dén hoat dong cia
thiét bi cung cdp. C6 kha ning két nbi
v6i hé thong LIS.

PP2600096393

Kit PRP

Thiét bi con méi hodc di qua su dung
duoc co quan, td chirc ¢6 chure nang theo
quy dinh cip ching nhan kiém dinh chat
luong thiét bi. Nha thau chiu trach nhiém

dam bao thiét bi hoat dong 6n dinh lién
tuc trong sudt thoi gian thuc hién hop
ddng cung cap vat tu y té (bao gdm: bao
tri, bao dudng theo quy dinh), néu thiét
bi phat sinh hu hong nha thiu cam két
sua chira, khoi phuc, van hanh trong
vong 24h ké tir luc nhan thong tin tir
bénh vi¢n hodc thay thé béng thiét bi du
phong tam thdi (néu c6). Nha thau chiu
trach nhiém vé toan bo cac chi phi lién
quan dén hoat dong cua thiét bi cung




cap.

Chung t6i hoan toan chiu trach nhiém vé tinh chinh x4c cta thong tin néu
trén.
DAI DIEN HGP PHAP CUA NHA THAU

(ghi tén, chirc danh, ky tén va déng dau)




- Nha thau ké khai day du thong tin theo bang sau va dinh kém trong HO so du thau ban gdc c6 dai dién hop phap cua nha thau ky tén va
dong dau

BANG SO 1. BANG MO TA, SO SANH PAC TiNH, THONG SO KY THUAT

STT | Danh muc hang héa | Théng s6 ky thuit cia E-HSMT | Thong so ky thuat tham dw | Tai liéu tham chiéu

.................... ,ngay.........thang..........nam 2025
Pai di¢n hop phap ciia nha thau
[Ghi tén, chirc danh, ky tén va dong dcfu]

- Nha thau phai cung cp bang sd 2. Bang ké khai chi tiét hang héa du thau (gém file excel va ban scan c6 dong dau va chit ky cta ngudi
dai dién hop phap ciia Cong ty) ddy du thong tin nhu sau:

BANG SO 2. BANG KE KHAI CHI TIET HANG HOA DU THAU

Yéu ciu E-HSMT Pip tng yéu ciu trong E-HSDT
Yé . Panh
c:‘?uf l\lfé Ma vit tw Chiing | 86 luru Phin gizlifé
Danh Té A loai | hanh Ha Khoi
Ten | " 1 ame | T QW S theo | J02 | ARk i | Nam | Nuse |Hang |Dong/ 1N pge tinh | ky
N muc [Ponvi| Khoi L hang cach . (Mode | hoic so * . . i Nwoe | Donvi (lwgng | °, % .
STT | phan . , tinh, , j quy dinh , TTBY | san san san A , thong so | thujt
. hang | tinh | lwgng . hoa du | dong T I/ Ky | GPNK . x P <. |chisé | tinh du N . :
(10) , thong A .. tai (néu . . T ngay | xuat | xuat | xuat - ~» k¥ thuat| Dat/
hoa %, . | thau goi v ma ngay A hiru thau : .
so ky c0) higu) A cap Khong
thuat : P dat
1) (2) 3) 4) ©)] (6) (7 8 9) 10) | an 12) | A3 | a4 | A5 | A6) | A7) | (A8) | (A9 | (20)




Chung t6i cam doan nhitng ndi dung ké khai trén 1a dung sy that. Chung t6i xin hoan toan chiu trach nhiém vé thong tin di ké khai.
.................... ,ngay.........thang..........nam 2025
Pai di¢n hop phap ciia nha thau

[Ghi tén, chirc danh, ky tén va dong dci'u]



1.4. Huéng din trinh bay cdc file trong E-HSDT ding tdi trén
H¢ thong:

Cac file dir liéu cua hang hoa dinh kém E-HSDT phai dugc phan
chia riéng biét theo hudng dan nhu sau:

1. (Folder 1) Tinh hop 1€:
- (File 1) Bao dam dy thau + tai liéu chimg minh tu cach hop 1& cua
nguoi ky thu bao lanh.
- (File 2) Gidy chtrng nhan dang ky doanh nghiép.
2. (Folder 2) Nang luc kinh nghi¢m:
* (Folder 2.1): Nang luc tai chinh (tach tung file)
- (File 1) X4c nhan thuc hién nghia vu thué
- (File 2) B4o cdo tai chinh nam _ (vi du: 2022)
- (File 3) B4o cdo tai chinh nam _ (vi du: 2023)
- (File 4) Bé4o cdo tai chinhnam  (vi du: 2024)
* (Folder 2.2): Hop d6ng tuong tu (tach timg file)
- Hop ddng twong tu 1, bao gom céc file riéng:
+ Hop dong;
+ Bién ban nghiém thu;
+ Bién ban thanh 1y;
+ Hoa don GTGT;
+ To khai hai quan (trong truong hgp chiing minh ma HS)
- Hop ddng twong tu 2...
3. (Folder 3) Ky thuat:
- (Folder 1): Tai liéu chung (theo yéu cau Muc 3 Chuong I1I):
- Céc cam két
- Bang mo ta, so sanh dac tinh, thong s6 ky thuat.
- Bang ké khai chi tiét hang hoa dy thau.
... va cdc tai liéu lién quan khac (néu cb)

Pbi voi hang hoa dy thau: nha thau lap cac folder riéng cho ting
mat hang hodc cac mat hang du thau c6 cung hang san xuat hodc cung tai



liéu phap 1y, trong mdi folder dé nghi nha thau tach riéng cac file tai liéu
va danh sb thr ty mat hang theo E-HSMT, vi du:

1. (Folder STT 1):
- (File 1) Ban két qua phan loai thiét bi y té

- (File 2) S6 luu hanh (bao gém: Phiéu tiép nhan/Phiéu thong
tin hd so cong bd tiéu chuan ap dung, gidy chirng nhan ding
ky luu hanh, gidy phép nhap khau v.v...)

- (File 3) Chung nhan chat lugng (bao gom: ISO 13485, ISO
9001, CE, FDA...)

- (File 4) Catalogue

- (File 5) Instruction for Use

- Céc tai liéu lién quan khac (néu c0)....

Luu ¥: d& nghi nha thau tich riéng tung file tai liéu ky thuét
(catalogue/Tai liéu k¥ thuat), khong gop chung tat ca tai liéu ki thuét vao
1 file. Yéu cau dit tén file ding theo tén tai liéu dung dé tham chiéu trong
Bang 1 chao dap tmg k¥ thut va dung cong cu danh dau (highlight) 1én
cac nd1 dung k¥ thuat cu thé chimg minh dac tinh, thong ) ky thuat cua
hang hoa theo yéu cau.

2. (Folder STT 2): Trinh bay twong tu nhu trén

Muc 2. Ban vé: Khong ap dung
Muc 3. Kiém tra va thir nghiém

Kiém tra va thir nghiém can tién hanh gdm c6:

Khi giao nhan hang hoa phai t6 chirc kiém tra, nghiém thu hang hoa
theo yéu cau cua Hop dong di ky. Trong truong hop kiém tra hang hoa
khong dat vé k¥ thuat, chat luong bén A s& khong chip nhan va tra vé cho
bén Nha thau (bén B) ngay tai dja diém giao hang, cu thé thu sau:

T6 chirc nghiém thu hang hoéa:

- T6 chirc nghi¢m thu hang hoa tai dia diém giao hang: Bénh vién
Da liéu Khanh Hoa (Hang héa di duoc bdc d& khoi phuong tién van
chuyén, di dugc dua ra khoi thung hang va duoc phan loai rd rang).

- Hang hoa s€ dugc kiém tra tai dia diém nhan hang dén va duoc
Bén mua kiém tra vé sb lugng, thong s6, tinh nang ky thuat va tinh trang
cua hang hoa.



- Hang hoa phai dugc dong goi, nguyén dai, nguyén kién kién theo
dang ti€u chuan ctia nha san xuat;

- Kiém tra hinh dang, kich thudc va cac thong sb ky thuat ciia hang
hoa néu dap ung diy du cac yéu cau dit ra trong hop dong thi dugc danh
gia 1a dép tng yéu cau vé k¥ thuat;

- Trong trudng hop Bén A ¢ nghi ngd vé chat lwong hang hoa, hai
bén tién hanh thir nghiém tai mot phong thi nghiém/ trung tim kiém dinh
dat tiéu chuan do bén A chi dinh. Bén B sé& chiu moi chi phi thir nghi€ém
va cac chi phi phat sinh khac dong thoi bén A tir chdi khong nhan hang
hoa.

- Truong hop hang hod nhan dugc khong phu hop véi nhiing quy
dinh ctia hop ddng, Chu du tu ¢ quyén tir chdi nhin hang va/hodc nha
thau s& c6 trach nhiém cung cip mién phi hang hoa khac cung véi cac thu
tuc can thiét dé thay thé nhirng hang hoa khéng phu hop d6, trong vong
10 ngay sau khi nhan dugc khiéu nai cia chii dau tu. Chu dau tu s& hoan
tra lai s6 hang hoa khong phu hop d6 theo yéu cau va bang chi phi cta
nha thau.

- Trong trudng hop nha thau khong cung cip hang héa thay thé theo
quy dinh néu trén thi chii dau tu c6 quyén mua hang cua don vi khac dé
thay thé theo dung loai hang hoa ghi trong hop dong va nha thau phai tra
khoan tién chénh 1éch va céc chi phi lién quan néu cé.

- Chi phi cho viéc kiém tra, thir nghiém: Moi chi phi cho viéc kiém
tra, thir nghiém hang héa déu do nha thu chiju trach nhiém.

- Sau khi hoan thanh cac noi dung vé kiém tra va thir nghiém hang
hoa, nha thau khong dugc mién trir nghia vu bao hanh hay cac nghia vu
khac theo hop dong.

- Bén B phai cung cip day du bo tai liéu CO, CQ, to khai hai quan
hop 18 ding theo quy dinh ctia hgp dong. Trong trudong hop CO, CQ, T
khai hai quan 1a ban sao y cong ching, néu Bén A cé nghi ngd thong tin
chua rd rang thi Bén B phai cung cip ban gbc dé ddi chiéu. Bo tai lidu
nay phai giri cho bén A trude khi t6 chirc nghiém thu giao nhan hang héa.
Cu thé:

+ T khai hai quan: Bén B phai cung cap to khai hai quan ban sao
(c6 thé khong thé hi¢n gia tr1 hang hoa) c6 dong dau xac nhan ctia don vi
nhap khau/Nha thau.

- Tai 1iéu k¥ thuat.



