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

Muc 1. Yéu ciu vé kj thudt

1.1. Gi6i thigu chung vé dw dn, géi thiu

- Chi dau tu: Trung tAm Y té Quan dan y Pic khu Pha Quy.

- Tén goi thdu: Mua sém hoa chét - sinh pham - test thir nam 2026.

- Loai hop ddng: Pon gia cb dinh.

- Nguén von: Nguén thu dich vu kham, chira bénh cua don vi.

- Hinh thirc lira chon nha thau: Pau thau rong rii trong nudc, qua mang.

- Phuong thtrc lya chon nha thau: Mot giai doan, mdt tui ho so.

- Thoi gian thyc hién goéi thau: 12 thang.

- Tuy chon mua thém: Khong.

- Pia diém thyc hién: 139 V5 Van Kiét - Pac khu Phu Quy — tinh Lam Déng
- Quy mo goi thau: Tai Pham vi cung cdp Mau s6 01B (webform trén Hé thong).
1.2. Yéu cdu vé kj thugt

Yéu cau thong s6 ky thudt quy dinh trong myc nay 1a t6i thiéu, chi nhim
muc dich mé ta va khong nham muc dich han ché nha thau, nha thau c6 thé chao
thau nhitg hang hoa co6 thong sb k¥ thuat twong dwong hodc tét 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 ching minh thong sb k¥ thuat nha thau chao la
tuong duwong hodc t6t hon. Trudng hop nha thau khong c6 vin ban giai trinh,
cung cip tai liéu chirmg minh thi don vi tu van s& danh gia theo diing tai liéu k¥
thuat trong E-HSDT cua nha thau da chao.

Bat ky thuong hi¢u, ky ma hiéu, quy cach, thanh phan (néu c6) trong tiéu
chuan k¥ thuat chi tiét 1a @& minh hoa cac tiéu chuan chét luong, tinh nang ky
thuat. Vi vy nha thau c6 thé chio cic hang hoa co thuong hiéu, thanh phan, ky
mi hiéu khac nhung phai ddm bam tiéu chuan k¥ thuat, dic tinh k¥ thuat, tinh
nang su dung “tuong duong” hoic “tdt hon” so véi yéu cau ctia E-HSMT).

Noi dung yéu cau vé tinh ning, dic tinh k¥ thuét chi tiét va mtc d6 dap Gmg
toi thiéu dugc thé hi¢n tai cac bang dudi day:

Danh muc NI S Quy
STT hang héa Thong so ky thuat cach

- Cong ngh¢: Cam bién sinh hoc/Pién hoa, duong, oxidase
(GOD),

- Thoi gian do: 10 giay,

- Luong mau t6i thiéu: 0.5 pL,

- Loai mau xét nghiém: Méu tuoi toan phan tir mao mach,
- Pham vi HCT: 25 - 60%,

- Khoang do duong huyét: 1.1 - 33.3mmol/L (20 - 600mg/dL),
- Tiéu chuan: ISO 13485:2016, ISO 15197, CE, FDA,

- Pidu kién lam viée: 5 - 45°C; 10 - 90% RH
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- Que thir nude tiéu 11 thong sé dé phan tich nudc tiéu ca
dinh tinh va ban dinh luong, cac thong s6 bao gom

Urine Strip 11 | Urobilinogen, Bilirubin, Ketone (acetoacetic acid), Blood, tesltf)lgé
Protein, Nitrite, Leukocytes, Glucose, Specific Gravity, pH P
va Ascorbic Acid. (phu hgp véi méy Fortress URSA-100)

Phat hién dinh tinh cac khang Phat hién dinh tinh cac khang
thé (IgM, IgG va IgA) dbi voi Helicobacter pylori (H.
Onne step pylori) trong miu méu toan phan, huyét thanh hodc huyét 75
H.pylori tuong . test/hop
- BJ nhay: > 99,41%; BJ dac hiéu:> 99,46%; do chinh xac:> i
99.56% _
- Pat tiéu chuan ISO 13485:2016, CE
- Phét hién khang nguyén bé mat HBsAg trong mau huyét
thanh, huyét twong.
- b6 nhay: 100%, D6 dac hiéu: 100%.
- Thanh phan kit thur: mleng hap thu, mang nitrocellulose,
miéng lién hop va miéng miu. 50
HBsAg - Vach két qua: protein khang HbsAg test/hap
- Vach chung: IgG khang chudt/tho i
- Thé tich mau st dung 13 60p1
- Bao quan: Nhiét d§ thuong
- Ngudng phat hi¢én: 0,5 ng/m
- Tiéu chuan: ISO 13485. CE
- Khéng phan tng chéo véi HIV, huyét thanh duong tinh véi
leptospirosis, E.coli BL21, E.coli origami2.
- Do nhay tuong dbi: > 99,19%, P9 dic higu twong ddi
100% so vo1 phuong phap xét nghiém ELISA (EIA). 75
HBsADb - Gi61 han phat hién (LoD): 30,0 mIU/mL véi ty 1€ duong test/Hop
tinh tr 95% tr¢ 1én. i
- Thé tich miu sir dung: 100pL huyét thanh/huyét tuong.
- Pat chuan ISO, ching nhan luu hanh CFS
- C6 chitng nhan phén tich chit luong COA.
Phat hién dinh tinh cac khang thé HIV-1 va HIV-2 (virus
gdy suy giam mién dich & nguoi) trong mau huyét
tuong/huyét thanh ¢ ngudi dé hd tro chan doan nhiém HIV-
1 &2.
Test SD Thanh phéan cua bang thir: 25
Bioline HIV | Vach thir: khang nguyén tai t6 hop HIV ¢ d¢ tinh khiét cao | test/Hop
(gp41 va gpl20 dbi voi HIV-1 va gp-36 dbi voi HIV-2)
Vach chimg: IgG khang chudt/thdé ¢ dé
D9 nhay: 100% va Bd dac hi¢u: 100%.
Tiéu chuén ISO 13485. CE
khang thé IgM va IgG khang vi rat Dengue trong mau mau
toan phan, huyét thanh hoic huyét tuwong ngudi.
Do nhay: > 98%, do dac hiéu: > 99,66%, dd chinh xéc: >
Dengue 99.142%;
1eG/IgM Hiéu suat IgG ‘
! Do nhay: > 97.5%, d6 dac hiéu: 100%, do chinh xac: > [HQp 25 test
Rapid Test

99.66%

Phan ung chéo: HAV, HBV, HCV, HEV, HIV, ANA,
HAMA, CMV, hCG, Chagas, chikungunya, rubella,
T.gondi, H. pylori, typhi, syphilis, RF




- Test xét nghiém lao (Tuberculosis)
- St dung trén mau mau toan phan, huyét thanh, huyét

Test Rapid
8 (lao) tuong. Hop 25 test
- Bg nhay: > 86,4%; DJ dac hiéu: > 99%. :
Tiéu chuan CE. ISO 13485
Pyloritest |La b kit xét nghiém nhanh khang nguyén vi khuin
(Dung dé phat | Helicobacter pylori (H.pylori) trong phan, gitip chan doan
9 hién nhanh | viém loﬁzt da day. N ) ’ Hop 20 test
Helicobacter | San pham st dung nguyén 1y mién dich sac ky, cho két qua | "~
pylori) trong | nhanh (5-10 phut), d0 nhay/dac hi¢u cao, va bdo quan &
ndi soi da day | nhiét d¢ 2°C — 8°C.
One Step - Test nhanh x4c dinh tinh trang hoai tr co tim béang
Troponin I | Troponin L.
Test Device | - Test dang cassette co thé thuc hién trén mau toan phén,
10 (Thir nhanh | huyét thanh va huyét twong, Hop 25 test
chuén doan | - Do nhay:> 97,6%,
nhdi méu co | - DO dac hiéu >99,4%
tim) - Tiéu chuan CE. ISO 13485
- Khéng phan tng chéo voi bang hiéu suat ciia sot xuat
huyét, WNV IgG duong tinh, YF IgG dwong tinh, Zika IgG
dwong tinh, bang hiéu suit HBV, dwong tinh HEV IgG,
EBV VCA huyét twong dwong tinh, vi rat parvo B19 IgM
duong tinh, duong tinh vi rat parvo B19 IgG.
.| - Do nhay tuong d6i:> 99,1%, Do dic hiéu twong dbi 100%
Tets Anti Iy . . N A . .
11 HCV so vOi phuong phap xét nghiém Dién hoéa phat quang 25
(ECLIA). test/Hop
- Gi61 han phat hién (LoD): 0.23s/co.
- Thé tich mau st dung: 10puL huyét thanh/huyét twong hoic
20uL mau toan phan.
- Pat chuan ISO, ching nhan luu hanh CFS
- C6 chiig nhan phan tich chat luong COA
Panel thir xét nghiém nhanh da chit gdy nghién:
MOP 300ng/ml; AMP 300ng/ml; THC 50ng/ml; COD
250ng/ml; 6-MAM (HEROIN) 10ng/ml
Do nhay > 99.9%
Do dac hiéu > 99.9%
Do chinh xélc >99.9% )
, Ty trong mau nudce tiéu & cac muc do cao, thap, binh thuong
12 Ts}sl;rr:l;/[ill}t/is (1.005-1.045) khong c6 anh huong dén két qua cua test. tes t1/10{()
Do pH cua mau nudec tiéu tir 5-9 khong lam thay doi két qua P
cua test.
Vi 86 Cac hop chat khong cho thdy phan tng chéo khi
duoc thir nghiém voi bang xét nghiém sang loc nhiéu loai
thubc & nong d6 100 pg/mL
Két qua cta Panel thir ma tay nén duoc doc sau 5 phit.
Khong dién giai két qua sau 10 phit
Dung dich Acid . Chai
13 afe tic 3% chai: > 500ml 500ml
14 Phe‘;ﬁétmh Chai: > 250g Czhsa(l);u




15 | Acid HCL | Chai: > 500ml Chai tir
500ml

AU soi i Chai
16 Dau soi Chai: > 500ml S0t

17 | Fuchshine bot | B nhuom lao gé)m Fuchshine, Methylene, TB Decolorezer 3x100ml

18 | Methylene bot | BO nhudm lao gé)m Fuchshine, Methylene, TB Decolorezer 3x100ml

Ghi chu: Trong yéu cau vé ky thudt, néu cé cum tir “twong dwong” dwrgc mo ta sau
cdc yéu cau vé ky thudt cua hang hoa thi duoc hiéu twong dwong vé ddc tinh ky thuat,
tiéu chudan cong nghé, néu cé cum tir “tiwong dong”’ dwoc mé ta sau cdc yéu cau vé chirc
nang cia hang hod thi dwoc hiéu twong dirong vé tinh nang sir dung.

1.3. Céc yéu cau khac:

- Hang hoéa dy thau thudc pham vi cung cap cua goi thau phai ghi day du cac
thong tin sau: Tén thuong mai; ky ma hiéu/Nhan mac san pham, quy cach (theo quy
dinh ctia nha san xuat); Hang san xuat; Xuat xi (tén quoc gia).

- Truong hop nha thau ké khai hang hoa duoc huong vu dii khi nha thau ching
minh duoc hang héa d6 c6 chi phi san xuét trong nudc theo ty 1& ké khai, nha thau
phai cung cip day du hd so dé chimg minh chi phi san xuét trong nudc: Chi phi
nguyen vat liéu trong nudce (hoda don, hop dong mua ban nguyén li¢u...), chi phi nhan
cong trong nudce (chung tir vé tién cong, tién luong va cac khoan phu cip c6 tinh chat
luong, bao hiém y té, bao hiém xa hoi, kinh phi cong doan cia céng nhén truc tiép san
xuat...), cac chi phi khic (phi van chuyén, phi dong géi,...). Néu E- HSDT cua nha
thau khong cung cip day du ho so, chung tir thi nha thau khong duoc xem xét huong
uu dai.

- C6 bang md ta san pham dap tmg k¥ thuat theo cac yéu ciu cu thé cua E-
HSMT, ddi v6i hang hoa 13 vat tu y té kém tai liéu k¥ thuat chimg minh (bao goém:
Catalogue hoic bang dir liéu k¥ thuat (datasheet) hoic hudng dan sir dung hoic cac
tuyén bd hoidc xac nhan cta nha san xuat, tiéu chuan ap dung hodc cac tai li€u lién
quan khac do nha san xuat phat hanh). Tai liéu bang tiéng nudc ngoai phai co ban
dich sang tiéng Viét va nha thau chiu trach nhiém phap 1y vé tinh chinh x4c ctia ndi
dung dich thuat khi phat hanh.

- Truong hop quy cach dong goi hang hoa cua nha san xuat c6 khéi luong, dung
tich, thé tich. khac it hon so voi quy cach néu trén, nha thau co thé chao quy cach
dong goi 16n hon hodc téi thiéu bang so véi quy cach dong goi trong E-HSMT.

- Nha thau phai trung thue khi ké khai tinh dap ung, bat ¢t ndi dung cb tinh ké
khai sai 1&ch so véi céac tinh nang, thong s6, tiéu chuan cong bd cua nha san xuat dé
nham vugt qua budc danh gia vé k¥ thuat duoc coi 1a hanh vi gian lan trong dau thau
quy dinh tai Khoan 4 Diéu 16 Luit Dau thau va s& bi xtr Iy theo quy dinh cta Phap
luat.

1.4. Cam két ciia nha thau cho toan b goi thau:

Nha thau phai cung cap ban cam két ¢ ky, dong dau hop 1¢ thé hién day du cac
ndi dung cam két nhu sau:

- Cam két Ngudn gbc hang héa hop phap theo quy dinh ctia phap luat hién hanh.

- Cam két thu hoi hang hoa di giao va chiju trach nhiém boi thuong thiét hai cho
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bénh nhan va Chu dau tu néu san pham khong dam bao chat luong gy nén thiét hai
hodc co thong bao thu héi ctia co quan co thAm quyén (ma khong do 16i cua chu dau
tur). Nha thau co trach nhiém hoan tra tién hodc thay thé bang 16 san xuét khac dam
bao chat luong.

- Cam két hang hoa co nhén hodc c6 kém theo nhén phu voi day du cac thong tin
theo quy dinh tai Nghi dinh s0 43/2017/ND-CP va Nghi dinh 111/2021/ND-CP va céc
quy dinh phap luat lién quan hién hanh.

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

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

- Cam két sin sang cung cép ban gdc cac tai liéu dé dbi chiéu khi c¢6 yéu ciu cua
Chu dau tu: Hop dong tuong tu, Bién ban nghi¢m thu thanh 1y, sao ké ngan hang
chung minh giao dich cuia hop dong tuong tu va céc tai liéu khéc c6 lién quan;

- Cam két cung cap chung tir hang hoa khi giao hang: Pi véi hang hoa nhap
khau: To khai hai quan, Ching nhan Xuit xtt (CO), Chung nhén Chét lugng (CQ
hodac COA), T¢ khai hai quan, Invoice, PL, Van don, . . Pbi voi hang hoa san xuét
trong nudc: Phiéu Xuat kho va Chimg nhén Chat luong (CQ hodac COA) ctua nha san
xuat, ... theo yéu cau cua Chu dau tu;

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

Muc 2. Ban 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 do co dac tinh ky thuat phu hop voi yéu cau cua hop dong. Thoi
gian, dia diém va céch thuc tién hanh kiém tra, thur nghiém:

- Pja diém: Tai don vi st dung.

- Thoi gian: Do cac bén thoa thuan,;

- Noi dung kiém tra: kiém tra toan bd hang hoa theo yéu cau ctia hop dong;

- Chi phi t6 chuc thyc hién: do nha thau chi tra.

Truong hop hang hoéa khong phu hop voi déc tinh ky thuat theo hop d?)ng thi
Chu déu tu c6 quyép tir choi va Nha thau phai c6 tréch nhiém thay thé hoac tién hanh
nhirng di€u chinh can thiét dé dap ung dung cac yéu cau vé dac tinh k¥ thuat. Truong
hop Nha thau khong c6 kha nang thay thé hay diéu chinh cac hang héa khong phu
hop, Chu dau tu co quyén to chirc viéc thay thé hay diéu chinh néu thy can thiét, moi
rui ro va chi ph} lién quan do I~\Iha ‘ghau chiu. Viéc thuc hién kiém tra, thir nghi¢m hang
hoa cua Chu dau tu khong dan dén mién tru nghia vy khac theo hop dong cua Nha
thau.



