Phén 2. YEU CAU VE KY THUAT
Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu cdu vé ky thudt
1.1. Gidi thiéu chung vé dw dn, g6i thiu
- Chi1 d4u tu: Trung tdm Y té khu vuc Tuy Phong.

- Tén goi thau: Géi thau s6 04: Mua sim hoa chét, sinh phim xét nghiém
nam 2026.

- Nguén von: Tir nguén thu kham chira bénh cta don vi.

- Hinh thtrc lya chon nha thau: DAu thau rong rai qua mang.

- Phuong thure lya chon nha thau: Mot giai doan, mot tai ho so.

- Loai hop dong: Hop dong tron goi.

- Thoi gian thuc hién hop dong: 12 thang ké tir ngay ky hop dong.
- Tuy chon mua thém: Khong ap dung.

- Pja diém thuc hién: Trung tam Y té khu vuce Tuy Phong; dia chi: BPuong
Hai Thuong Lan Ong, xa Lién Huong, tinh Lam Dong.

- Quy mo goi thau: Tai Pham vi cung cap Mau sé 01A (webform trén Hé
thong).

1.2. Yéu ciu vé ky thudt

Yéu cau théng s6 ky thuat quy dinh trong muc nay 1a t6i thiéu, chi nham
muc dich mo ta va khong nham muc dich han ché nha thau, nha thau co thé chao
thau nhitng hang hoa co thong sb k¥ thuat twong dwong hodc tot hon phu hop
tuong thich véi may hién c6 ma Chu dau tu dang sir dung. Nha thau c6 vin ban
giai trinh, cung cap tai liéu dé chimg minh thong s k¥ thuat nha thau chao 1a
tuong dwong hodc tot hon. Truong hop nha thau khong ¢ vin ban giai trinh, cung
cap tai liéu ching minh thi don vi tu vin s& danh gia theo dung tai liéu k¥ thuat
trong E-HSDT cua nha thau di chao.

Bat ky thuong hi¢u, ky ma hiu, quy cach, thanh phan (néu c6) trong tiéu
chuan ky thuat chi tiét 1a dé minh hoa cic tiéu chuan chat lugng, tinh ning k¥
thuat. Vi vay nha thau co thé chao cac hang hoa c6 thuong hiéu, thanh phan, ky ma
hiéu khac nhung phai ddm bam tiéu chuan ky thuat, dic tinh ky thuat, tinh nang su
dung “twong dwong” hoic “tot hon™ so véi yéu cau ctia E-HSMT.

Noi dung yéu cau vé tinh ning, dic tinh k¥ thuat chi tiét va mic d6 dap ung
to1 thiéu dugc thé hién tai cac bang dudi day:



STT

Danh muc
hang héa

Thong so k¥ thuét va cac tiéu chuan

Quy cach

Test thu nudc
tiéu 10 thong s6

- MAu bénh phém: Nuée tiéu;

- Céc thong s6 sinh hoa cua nudc tiéu: Leukocytes,
Nitrite, Urobilinogen, Protein, pH, Blood, Specific
Gravity, Ketone, Bilirubin, Glucose (LEU/ NIT/ URO/
PRO/ pH/ BLO/ SG/ KET/ BIL/ GLU). Dung cho
may Mission.

100
Test/hop

Anti A

Thudc th duoc st dung dé phat hi¢n nhom mau
trong mau mau nguoi. Hiéu gia > 1:256. Do dic hiéu
100%, do nhay 100%, do chinh x4ac 100%. Bao quan
tir 2-8 46 C. Tiéu chuan chat luong ISO 13485, CE

10ml/Lo

Anti AB

Thudc thir duoc st dung dé phat hién nhéom mau
trong mau mau nguoi. Hiéu gia > 1:256. D6 dic hiéu
100%, do nhay 100%, do chinh xac 100%. Bao quan
tir 2-8 d6 C. Tiéu chuén chat luong ISO 13485, CE

10ml/Lo

Anti B

Thudc th duoc st dung dé phat hién nhom mau
trong mau mau nguoi. Hiéu gia > 1:256. Do dic hiéu
100%, d0 nhay 100%, do chinh xac 100%. Bao quan
tir 2-8 46 C. Tiéu chuan chat luong ISO 13485, CE

10ml/Lo

Anti D

Thudc thir duoc st dung dé phat hién nhéom mau
trong mau mau nguoi. Hidu gia > 1:256. Do dic hiéu
100%, d6 nhay 100%, d6 chinh xac 100%. Bao quan
tir 2-8 do C. Tiéu chuan chét luong ISO 13485, CE

10ml/Lo

Test nhanh HIV
Ab

Phat hién dinh tinh khang thé khang virus HIV type
1 va type 2.

Mau bénh pham: Huyét twong/Huyét thanh

Qui cach test thir: (Ngang: 0.42cm, chiéu dai: 6cm,
do day: 0.2.2cm)

- B§ nhay > 99,8%.

- Bo dac hi¢u > 99,5%.

- b6 chinh xac > 99.65% .

- Ngudng phat hién: 2NCU/ml

- B0 1ap lai: 100%.

- D6 6n dinh: 100%

Bé4o quan nhiét do: 8-30 do C.

Han dung: 24 thang, ké tir ngay san xuat

Tiéu chuan chat lugng: ISO 13485:2016, TCCS

C6 ching nhan chat luong COA tir nha san xuét.
Dang Card

25 Test/Hop

Test nhanh

HBsAg

Phat hién dinh tinh khang nguyén virus viém gan B.
Mau bénh pham: Huyét twong/Huyét thanh
- B4 nhay > 99,8%.

25 Test/Hop




- b6 dac hiéu > 99,9%.

- B0 chinh xac > 99.85%.

- Ngudng phat hi¢n: 2ng/ml

- Bo 1ap lai: 100%.

- Do 6n dinh: 100%

Bao quan nhiét do: 8-30 do C.

Han dung: 24 thang, ké tir ngay san xuat

Tiéu chuén chat lugng: 1SO 13485:2016, TCCS
C6 chimg nhan chét luong COA tir nha san xuat.
Dang Card

Test nhanh
HCV Ab

Phat hién dinh tinh khang thé khang virus viém gan C.
Khong stir dung dung dich dém.

Mau bénh pham: Huyét trong/Huyét thanh.

Qui cach test thu: (Ngang: 0.42cm, chiéu dai: 6cm,
do day: 0.15cm)

- B4 nhay > 99,8%.

- B¢ dac hi¢u > 99,2%.

- B0 chinh xac >99.5% .

- Ngudng phat hién: 2NCU/ml

- B4 lap lai: 100%.

- Do 6n dinh: 100%.

Béo quan nhiét do: 8-30 do C.

Han ding: 24 thang, ké tir ngdy san xuat

Tiéu chuén chét lugng: ISO 13485:2016, TCCS

C6 chtg nhéan chét lugng COA tir nha san xuat.
Dang Card

25 Test/Hop

Test nhanh
HAV IgM

Xét nghiém HAV Hepatitis A Virus IgG/IgM la xét
nghiém mién dich dinh tinh dua trén dai mang dé
phat hién khang thé virus viém gan A (IgG va IgM)
trong huyét thanh/huyét twong;

Déi véi IgM: Do nhay: 94.0%, Do dic hidu: 98,0%;
DPéi véi IgG: Do nhay 95,33%, Do dac hi¢u: 94,0%;
HAV Hepatitis A Virus I1gG/IgM khong cho thay
phan tng chéo ddi véi cac mau duong tinh voi
khang thé khang RSV, khang thé khing Adeno,
HBsAg, khang thé khang giang mai, khang thé
khang H.Pylori va khang thé khang HCV.

25 Test/Hop

10

Test nhanh
HEV IgM

Xét nghiém khang thé IgM virus viém gan E 13 xét
nghiém mién dich dinh tinh dua trén dai mang dé
phat hién khang thé IgM HEV trong mau toan
phan/huyét thanh/huyét trong;

D0 nhay: 95,71% , Bg dac hi¢u: 98,42%

25 Test/Hop




Xét nghiém khang thé IgM cua virus viém gan E
khong cho thiy phan ung chéo d6i véi cac mau
duong tinh v6i khang thé RSV, khang thé Adeno,
HBsAg, khang thé giang mai, khang thé H.Pylori va
khang thé HCV.

11

Test
Dengue
IgG/IgM

nhanh

Dinh tinh phat hién cic khang thé khang vi rut
Dengue(I1gG/IgM).

- Pat tiéu chuan ISO 13485:2016, chung chi xuét
khau FDA, dap tng chi thi 98/79/EC

- MAu pham: Huyét thanh, huyét tuong, mau toan
phan

- Vach IgG: B§ nhay tuong quan: 97.3%, B§ dac
hi€u tuong quan: 99.3%

- Vach IgM: B§ nhay twong quan: 96.9%, Do dac
hi€u tuong quan: 98.9%

1. Vung cong hop c6 mau do tia dugce phi san cong
hop vang khéng nguyén v6 dengue tai t6 hop (cong
hop dengue) va cong hop vang khang thé kiém soat.
2. Mot mang nitrocellulose chira 2 vach két qua
(vach G va vach M) va mot vach chung (C). Vach G
phi sin khéng thé dé phat hién khang thé IgG khang
vi rat dengue, vach M phu sin khang thé dé phat
hién khang thé IgM khang vi rat dengue va vach
chung C dugc phu sin khang thé kiém soat.

- Khong phan tmg chéo véi miu pham HAV, HBV,
HCV, HIV, H.pylori...

- Bdo quan nhié¢t do thuong

30 Test/hop

12

Test
Dengue
Ag

nhanh
NS1

Phat hién khang nguyén Vius Dengue Ag( Nsl)

Mau thi: Huyét thanh, huyét twong, mau toan phan

- Dat tiéu chuan ISO 13485:2016, chimg chi xuat
khau FDA, dap tmg chi thi 98/79/EC

Ngudng phat hi¢n: 0,25 ng/ml

- b6 nhay tuong quan: 100%, D0 dac hiéu tuong
quan: 99.6%, Bd chinh xac tuong quan: 99,7%
Khay thtr bao gom:

1. Vung cong hop c6 mau d6 tia duge phu san cong
hop khang thé khang khang nguyén dengue NSI
(cong hop dengue Ab) va mét cong hop khang thé
dé kiém chimg.

2. Mot mang bang hop chat nitrocellulose chira mot
vach két qua (vach T) va mdt vach chung (vach C).
Vach T phil sin khang thé khang khang nguyén
dengue NS1 va vach chimg C dugc phi sin mot

30 Test/hop




khang thé kiém chimg.

- Khong phan mg chéo véi miu pham Malaria,
HIV,HCV, HAV, HBV, TB....

- Bdo quan ¢ nhi¢t do thuong

Test nhanh H.

Moi truong st dung dé kiém tra nhanh sy hién dién
ctia Helicobacter pylori trong miu bénh phim (mau
sinh thiét da day) va trén mau nuoi cay.

Thanh phan:

Ong nhya 1,5ml ¢6 nip nhan kin chira méi truong sir
dung ngay. Mau bénh pham (vi du: mau sinh thiét

13 Pylori thuc quan, da day, ta trang) hoic mau nudi cdy trong 25 Test/Hop
phong thi nghiém.
Cong thuec: trong 1L moi truong:
Phenol red: 0,04g + Agar 4g + Urea 40% 50ml
Doc két qua tir 2-30 phat. CLO-test duong tinh: mau
moi trudng chuyén tir vang cam sang hong tim (do).
Khay thu xét
ngiém dinh tinh
phat hién chéat | Ngudng phat hién
14 gay nghién | (AMP500/MOP300/THC50/CODEINE300/Heroin] 25 Test/Hop
(MOP/AMP/T | O)ng/ml. Pat ti€u chuan ISO 13485, Do nhay 99.9%, '
HC/Codeine/He | @0 dac hiéu 99.9%
roin) trong mau
nudc tiéu
Pat tiéu chuan 1SO13485:2016, dap tng chi thi
98/79/EC
- MAu pham: Nudc tiéu
s Test ‘ nhanh | - PhAét hién OPI/Morphine 50 Test/hop
Morphin - B§ nhay tuwong quan 100%,
- B§ dac hiéu twong quan 100%
- Ngudng phat hién: 300 ng/mL
- Bdo quan ¢ nhi¢t do thuong
N R Con y t€ ham luong: 90% v/v Ethanol. ,
16| Con 90 do Pat tiéu chudn ISO 13485 Can/30lit
Con 96 do (tinh Con y té ham luong: 96% v/v Ethanol. )
7| knidoy Pat tiéu chudn ISO 13485 Can/30Li
Thanh phan: 6,5% Didecyldimethyl ammonium
) ) chloride + 0,074% Chlorhexidine digluconate, chat
1g | Dimethylamino | 0.t dong bé mit non-ionic. G6i/25ml
Ethanol

Lam sach va khtr khuan dyung cu y té.
Nong do st dung 0,5%, pH = 6.6 - 7.6\




Thoi gian tiép xuc: tir 5 phut
Diét Virgs HIV-1, HBV, HCV, HSV, Vacinia theo
ti€u chuan chau Au EN 17111

Pat tiéu chuan ISO 15883, diét khuan EN 14561,
EN 14562, EN 14563, EN 17111

Dung dich khur
trung dung cu

Thanh phén: 0,55% Ortho- Phthalaldehyde, pH=7,
dung dich san sang st dung (khong can hoat héa).
Khir khuan mirc d6 cao trong 5 phit.

Dat tiéu chuéan diét khuan EN 14561, EN 14562, EN
17111 va EN 14563.

19 }C))}ﬁﬁol- 1 Tai st dung trong 14 ngay (ting kém test thir dé Can/3lit
alaldehyde 2 X A
0.55% kiém tra nong do OPA).
Thoi gian bao quan dung dich trong can sau khi mo
nap dén 3 nam.
Tuong thich v6i dng noi soi hing Olympus...
Chlorhexidine digluconate 4%
Dung dich rira | Dung dich xa phong diét khuan dung trong vé sinh
tay phau thuat | tay ngoai khoa
20 | Chlorhexidine |pH=15.5 Chai/500ml
gluconat 4% | Pat tiéu chudn dung trong v¢ sinh tay ngoai khoa
kl/tt theo yéu cdu cia WHO: EN 12791.
Diét virus HIV,Rotavius, HBV, HCV.
21 | Than hoat tinh | Than hoat tinh Goi/lkg
Vien khir khudn | 20ng qé khtr Kkhuéil dung c, khir khukén thiét bi y té
. | va kht khuan bé mat. Thanh phan: 50% w/w o
22 2,58 chira Sodium Dichloroisocyanurate (2,5 gram Sodium ng@oo
Troclosense : . A vién
Sodium D1(‘:h10r01socyanu1.rate/ vién 5 gram - tuong duong
v6i 1,5 gram Clorin hoat tinh/ vién 5 gram).
» Gel boi tron dugc sir dung dé boi tron ndi soi da
day, noi soi dai trang, n0i soi truc trang, boi tron am
73 Gel boi tron | dao...da dugc tiét trung. N6 khong giy ra di ung, Tube 82¢
82gr khong gay khich mg da. Hoa tan dugc trong nudc,
dé dang 1am sach, khong chua tap chat, dau va chat
nhon. Khong ddc hai va khong c6 mui hoi.
Gel siéu am, Gel dién tim phu hop tan sb siéu am
24 | Gel siéu am dang st dung, phu hop dién cuc may dién tim, dién | Binh 5 lit
nao.
Khong gay di tng, khong gay kich ung da, khong Thiing 96
25 | Gel di¢n tim chta chat dau, khong c6 chét formaldehyde va mudi. chai x 250
* Biac biét gel khong c6 mui hoi, khong gay doc hai &
26 Dung dich Axit Axit Acetic 3% 500ml/chai

Acetic 3%




Dung dich o :
27 Glugol 3% Lugol 3% 500ml/chai
Dung dich sat khuan tay nhanh dung trong thu thuat:
78 Dung dich rira | Ethanol 76%, Alpha terpineol 0,5%, Chlorhexidine Thung/12
tay nhanh gluconate 0,5% , vitamin va céac ta dugc dudng da chai 500ml
tay.
29 | Aleohol - acid | 1ol acid Chai/500 ml
500ml
30 | Methyllen Blue | o jien Blue Chai/500 ml
500ml
31 Carbon - Fuchsin Carbon Fuchsin Chai/500 ml
500ml
3p |Mmmersion Ol | sy o kinh hién vi Chai 100ml
100ml

Ghi chii: Trong yéu cau vé ky thudt, néu cé cum tir “tiwong dwong”’ dwgc mo
ta sau cdc yéu cau ve ky thudt cua hang hod thi dwgc hiéu twong dwong vé ddc tinh
ky thudgt, tieu chudn céng nghé, néu c6 cum tir * ‘twong dwong” dwoc mo ta sau cdc
yéu cdau vé chirc ndng ciia hang hod thi dwoc hiéu twong dwong vé tinh ning sir
dung.

1.3. Cac yéu cau khac:

- Hang héa du thau thudc pham vi cung cép cua goi thau phai ghi ddy dua cac
thong tin sau: Tén thuong mai; ky ma hiéu/Nhan mac san pham, quy cach (theo
quy dinh cua nha san xuat); Hang san xuat; Xuat xtr (t€n quoc gia).

- Truong hop nha thau ké khai hang hoa dugc huong wu dai khi nha thau
chting minh dugc hang héa dé ¢ chi phi san xuat trong nudc theo ty 1& ké khai,
nha thau phai cung cap day da ho so dé chimg minh chi phi san xuét trong nudc:
Chi phi nguyén vat liéu trong nudc (hoa don, hop dong mua ban nguyén li¢u...),
chi phi nhén cong trong nudc (chimg tur vé tién cong, tién luong va cac khoan phu
cap co tinh chat luong, bao hlem y té, bao hiém xa hoi, kinh phi cong doan cua
cong nhan tryc tiép san xuit.. .), cac chi phi khac (phi vén chuyén, phi déng
g6i,...). Néu E- HSDT cua nha thau khong cung cip diy du hd so, chimg tir thi nha
thau khong duoc xem xét huong vu dai.

- C6 bang mo ta san pham dap ung ky thuat theo cac yéu cau cu thé cua E-
HSMT, dbi voi hang hoa 1a vat tu y t& kém tai liéu k¥ thuat ching minh (bao gom:
Catalogue hoic bang dir liéu k¥ thuat (datasheet) hodc hudng dan sir dung hoic cac
tuyén bd hodc xac nhan cua nha san xuat, tiéu chuan ap dung hodc céc tai li€u lién
quan khac do nha san xuét phat hanh). Tai liéu bang tiéng nudc ngoai phai c6 ban
dich sang tiéng Viét va nha thau chiu trach nhiém phap 1y vé tinh chinh x4c ctia noi
dung dich thuat khi phat hanh.

- Truong hop quy cach dong géi hang hoa cua nha san xuat c¢6 khoi lugng,
dung tich, thé tich. khac it hon so v&i quy cach néu trén, nha thau co6 thé chao quy




cach dong goi 16n hon hodc toi thiéu bang so vdi quy cach déng goi trong E-
HSMT.

- Nha thau phai trung thuc khi ké khai tinh dap ung, bat ctr noi dung cd tinh
ké khai sai I¢ch so véi cac tinh nang, thong sd, tiéu chuan cong bd clia nha san xut
dé nham vuot qua budc danh gia veé ky thuat dugc coi 1a hanh vi gian lan trong dau
thau quy dinh tai Khoan 4 Diéu 16 Luat Dau thau va s& bi xt Iy theo quy dinh cta
Phép luat.

1.4. Cam két ciia nha thau cho toan bd géi thiu:

Nha thau phai cung cap ban cam két c6 ky, dong dau hop 18 thé hién day du
cac ndi dung cam két nhu sau:

- Cam két Nguon goc hang hoa hop phép theo quy dinh cua phap luat hién
hanh.

- Cam két thu hoi hang hoa da giao va chiu trach nhiém bdi thuong thiét hai
cho bénh nhan va Chu dau tu néu san pham khong dam bao. chat lugng giy nén
thiét hai hodc co thong bao thu hdi ctia co quan co tham quyén (ma khong do 16i
ctia cht dau tu). Nha thau c6 trach nhiém hoan tra tién hodc thay thé bang 16 san
xuat khac dam bao chat lugng.

- Cam két hang hoa co nhan hodc c6 kém theo nhan phu voi day du cac thong
tin theo quy dinh tai Nghi dinh s6 43/2017/ND-CP va Nghi dinh 111/2021/ND-CP
va cac quy dinh phép luat lién quan hién hanh.

- Cam két cung cap hudng dan sir dung ctia hang hoa bang tiéng Viét.

- Cam két vé thoi han giao hang: Cung cap nhiéu dot trong sudt thoi gian thuc
hién hop dong, mdi dot trong vong 48 gid ké tir khi nhan dugc yéu cau ctua Chu
dau tu. Thu hoi va d6i tra néu hang hoa bi 16i do nha san xuat va 18i do qua trinh
véan chuyén dén kho cua Chu dau tu.

- Cam két sén sang cung cap ban gdc cac tai liéu dé d6i chiéu khi c6 yéu cau
ciia Chu dau tu: Hop dong tuong ty, Bién ban nghiém thu thanh 1y, sao ké ngan
hang chimg minh giao dich cta hop dong tuong tu va cic tai lidu khac cé lién
quan;

- Cam két cung cap chimg tir hang hoa khi giao hang: Pdi véi hang hoa nhap
khau: To khai hai quan, Chimg nhan Xuat x&t (CO), Ching nhan Chét luong (CQ
hodc COA), To khai hai quan, Invoice, PL, Van don, . .. P6i v6i hang hoa san xuét

trong nuoc: Phiéu Xua‘t kho va Chimg nhén Chéat lu:(_mg (CQ hodac COA) cua nha
san xuat, ... theo yéu cau cua Chu dau tu;

- Cam két chiu hoan toan trach nhiém phap 1y vé tinh hop 18, trung thuc,
chinh x4c cua tat ca tai liéu cung cap trong E-HSDT.

Muc 2. Bian vé: Khong c6 ban vé
Muc 3. Kiém tra va thir nghiém

Chu dau tu c6 quyén yéu cau kiém tra, thir nghiém hang hoa dugc cung cap
dé dam bao hang hoa d6 c6 dic tinh k§ thuat phi hop véi yéu cau cua hop dong.



Thoi gian, dja diém va cach thire tién hanh kiém tra, thir nghiém:
- Pja diém: Tai don vi st dung.
- Thoi gian: Do cac bén thoa thuan;
- Noi dung kiém tra: kiém tra toan b hang héa theo yéu cau cua hop dong;
- Chi phi t6 chirc thuc hién: do nha thau chi tra.

Truong hop hang hoa khong phu hop voi dac tinh ky thuat theo hgp dong thi
Chu dau tu c6 quyén tur ch01 va Nha thau phai c¢6 trach nhiém thay thé hoic tién
hanh nhiing diéu chinh can thiét dé dap tng ding cac yéu cau vé dic tinh ky
thuat. Truong hop Nha thau khong co kha nang thay thé hay diéu chinh céac hang
hoa khong phu hop, Chu dau tu c6 quyén t6 chiic viée thay thé hay diéu chinh néu
thay can thiét, moi raii ro va chi phi lién quan do Nha thau chiu. Vige thuc hién
kiém tra, thir nghiém hang héa ctia Chu dau tu khong dan dén mién trir nghia vu
khac theo hop ddng ctia Nha thau.



