Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k§y thuit

Yéu cau vé kj thudt bao gom cdc ndi dung co ban nhw sau:

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

- Tén duy toan mua sam: Thiét bi chuan doan in vitro phuc vu cong tac chuyén
mon trong 12 thang tai Bénh vién Phung Chi Kién.

- Tén goi thau: G6i thau 01: Thiét bi chan doan in vitro phuc vu cong tac
chuyén mon trong 12 thang tai Bénh vién Phung Chi Kién.

- Chii dau tu: Bénh vién Phung Chi Kién

- Dia diém thuc hién: Bénh vién Phung Chi Kién. Pia chi: T6 5A, phuong Bic
Kan, tinh Thai Nguyén

- Hinh thtrc lya chon nha thau: PAu thau rong rai, trong nudc, qua mang.

- Phuong thirc Iyra chon nha thau: Mot giai doan mQt tui ho so

- Nguén von: Nguon thu tir dich vu kham, chira bénh.

- Thoi gian bt dau t6 chuc Iya chon nha thau: Quy 11, 2026

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 12 thang

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

- Yéu cau nha thau mo ta thong s6 k¥ thuat ctia hang hoa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuén thu cac thong sd ki thuat va cac
tiéu chuan dudi day hodc c6 cau hinh trong duong. Bt ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau ky thuat déu mang tinh chat minh hoa cac tiéu chuan
chét lugng, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hang
héa c6 nguon géc, xudt xir, nha sdn xudt, thwong hiéu phit hop véi diéu kién cung
cdp nhung phdai dim bdo yéu cdiu cé thong sé ky thugt, tinh ning sie dung, tiéu
chudn cong nghé “twong dwong” hodc tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cap tai lidu chimg minh su dap tng tot hon cia hang hoa chao thau so voi yéu
cau ctia HSMT.

- Péi véi cac tiéu chuan chat luong duogc deé cap tai E-HSMT:



+ Tiéu chuin chét luong FDA duogc hiéu 1a cta Cuc Quan ly Thuc phém va
Dugc pham Hoa Ky (FDA) - My.
+ Céc tiéu chuan chat lugng ctia CE hoidc FDA hoic twong duong phai dugc

cap boi Co quan c6 thim quyén theo ding quy dinh twong tmg voi Phan loai (Class)
cua thiét bi.

- Noi ham tuong duong duge quy dinh trong yéu cau ky thuat dugc hiéu la:

(1) Puoc co quan c6 tham quyén ching nhan turong duong tiéu chuan

(2) Twong duong vé chét luong hinh anh, d6 chinh xac mau sic va goc nhin.

(3) Twong twong vé tinh chat co khi va thudc tinh vat 1y cta vat liéu.

(4) Tuong duong vé tinh ning co ban, do tin cdy, pham vi ing dung

(5) Twong duong vé cong suat; hi¢u suat, yéu cau thong s6 dau vao; danh muc,

do chinh xac két qua dau ra.

(6) Tuong duong vé gia tri do; d6 chinh xéac két qua do;

(7) Tuong duong vé ham luong, ndng do, tinh chat

(8) Cac yéu t6 twong duong khac (néu co)

- Nha thau phai c6 bang dap tng vé ky thuat ciia hang hoa chao thau theo cac

mau sau:
+ Bang dap &ng tinh phap ly hang hda (file word/excel + ban ky déng dau, scan dinh kém E-
HSDT):
Tén Tiéu
h hué
! }ro’ng , .| Tén . Q,uy ¢ ufm Théng tin
mai tham | Ky ma nha Cha | cach chat Ké khai qid
Tén khao hiéu / N s6 |dong goiPhan loai thiét biy| . . " ., | luong Z ,g cen
N A N san . N Z o S6 lwu hanh|Giay phép ban (néu co) / | Tai liéu sdn
TT| hang | (lwu y tén | Nh@n <ukt hitu | cia | té theo Nghi dinh cita TBYT | hang (néu co) I1SO, niom vét him
héa | hang hoa |mie sin| % | (néu | hang | 98/2021/NP-CP g CE,. | (n%u P
theo $6 | phim | "% | o) | hoa dy Ghirs | B )
Iwu hanh thiu ngay hét
TBYT) han)
@] @ 3 4 ® |16 O (8 ) (10) (11) (12) (13)
Néu r6 hang héa
- phd i na . - |
d“wac phanjo?l nafJ ) Ghi r6 ddy dii Catalog,
kem theo so van ban| Theo hang oo, N Brochure,
s . ; < | toan b qua Theo Pay du 2 , s
Tén hang Theo phap Iy nhuw sau: | hoa thuc té . R N , . .. |Huwong dan su
. Theo | Theo |, . Theo P P trinh: Tén cu |hang hoéa| thong tin: i
hoa R N hang N - So cong bo tiéu |(docoquan| . . B D dung, ... cia
1 Theo TBYT I hang | hang héa hang hudn i dune ddi | co tha thé Chii s¢ hitu| thuc té | Gidva hd s i
HSMT % \néa thiee| hoa héa thee| € P AUNE Q01| COTMAM ) tayT > Nha | (Ghi 16 | Thoi gian | o0 1A
theo So luu A P thuc p voi thiét bi y té quyeén cua hain phéi (nd v s \nés hicw wel Tai li¢u
hanh TBYT, ¢ wete 7 ¢ thudc loai A, B Viét Nam P a'np o rfeu ngay net e A’l,eu,m chirng minh
Ak B ¢d) -> Nha han) (néucd) | . =
- Hoac So giay cap) hi cua bén thir ba
chirng nhan dang ky, a
lew hanh d6i véi




thiét biy 16 thuéc
loai C, D
- Hodc Bang phan
logi TBYT A, B, C,
D
Nha thau cam két nhiing ngi dung ké khai néu trén la chinh xéc va hoan toan chju trach nhigm vé théng tin ké khai.
Trueong hop Nha thau co tinh ké khai thong tin khéng trung thiee nham vieot qua budce danh gid vé ky thudt sé dwoc coi la hanh vi gian lgn trong

ddu thau theo quy dinh tai Khodan 4 Diéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chzfp nhdn chiu xu Iy theo quy dinh cia E-
IHSMT va phdp lugt vé dau thiu

Luu y: (*): Tai buéc hoan thién, ky két hop dong, d6i voi hang hoa la vat tu,
nha thau phai cung ciAp ma vat tu phuc vu thanh toan bao hiém y té (néu c6) theo
Thong tu s6 04/2017/TT-BYT (duoc sira doi bo sung boi Thong tu sd 24/2025/TT-
BYT), Quyét dinh s6 5086/QD-BYT ngay 04/11/2021 (dot 1) va cac Quyét dinh cap
nhat, bo sung cac dot tiép theo. Trong trudng hop tén hang hda theo khéng tring véi
Thong tu s6 04/2017/TT-BYT (dugc sira doi bo sung boi Thong tu s6 24/2025/TT-
BYT), Quyét dinh s6 5086/QD-BYT va cac van ban lién quan, nha thau cd trach
nhiém phdi hop ciing Bén mua giai quyét va dinh chinh thong tin dé thuc hién thanh
toan BHYT

- Nha thau phai c6 bang dap tng vé k¥ thuat caa hang héa chao thau so sénh
V6i yéu cau k¥ thuat caa E-HSMT (dinh kém file word/excel + ban ky déng dau,
scan tai E-HSDT):
STT| Tén | Yéucauky | Papng ky thuatcia | Tai liu ky thuat tham chiéu trong E-
hang | thuat caa HO Ho so dy thau HSDT
hod | somoithau Tai | Tai lieu tham chiéu bang
lieu | tiéng Viét (Luu y: Nha thau
tham | phai dam bao tinh chinh xac
chiéu | gitra noi dung tiéng Anh va
bang |tiéng Viét. Trong truong
tiéng | hop c6 sy sai khac, To
Anh | chuyén gia s& yéu cau 1am rg
E-HSDT. Viéc nha thau cé
tinh dich sai ndi dung nham
dap ung yéu cau cua E-
HSMT, tly mic do c6 thé
dugc coi la hanh vi gian 1an)
| @ ®3) (4) (%) (6)
1 Theo | Tén hang hoa | - Tén hang hoa ...




HSMT | theo HSMT | - Tén thuong mai (néu
cd): Tén hang hoa
theo s6 coéng bd luu
hanh, hoac theo ching
tr nhap hang (trong
treong hop cO su sai
khac véi Tén hang hoa
theo HSMT).
- Model: ...
- Nha san xuat: ...
- Xuat xur: ...
- Chu s6 hitu (néu co):
M0 ta hang | M6 ta hang hoa cia E- | Dan chiéu ting chi tiét mé ta hang hoé
hoacua E- | HSDT (chi tiét dap | (trich dan cu thé t6i Trang... cua
HSMT ung tirng muc) Catalog/Tai liu ky thuat va Mo ta
hinh anh... thuéc E-HSDT) (theo vi du
dudi day bao gom ca doan vian mo ta
chi tiét noi dung dép tng)
Pong thoi, nha thau can danh dau
(Highlight) trén tai liéu k¥ thuat théng
s6 cu thé ciia hang hoa dap tng yéu
cau ky thuat tai E-HSMT.
Vi du: Do phén Do phan  gidi: | Catalog trang 2  “Resolution:
gigi: > | 1920x1080p 1920x1080p”
1920x1080p
Nguon sang: | Nguon sang: LED Catalog trang 2 “Light source: High
LED hodac power white led”
twong duwong

Tieu chi dap ung
trong duong hoic tét

hon

- Tai liéu chtrng minh theo huéng dan
bén trén vé “No6i ham tuong duong”

- Hozc tai liéu ching minh mét s tinh
nang ky thuat cia E-HSMT dua ra la
tiéu chi khong co ban (viéc khong dap
ung khong lam anh huong téi tinh
nang sir dung cua hang hoé dy thau)
kém theo dan chiing phép ly va khoa
hoc cu thé (khdng chip nhan cac lap




luan tu suy dién) dé To6 chuyén gia
xem xét danh gia “Chap nhan duoc”.

Tiéu chi gay han ché
nha thau (khong duoc
xem x¢ét va danh gia)

Tai liéu chitng minh yéu cau ky thuat
chi c6 duy nhat 01 nha san xuat dap
ung

Nha thau cam két nhiing ngi dung ké khai néu trén 1a chinh xac va hoan toan chju trach nhigm vé

thong tin ké khai.

Truong hep Nha thau cé tinh ké khai théng tin / dich tai lidu ky thudt khong diing véi Thdng sé ky thugt
ma Nha san xudt cdng bé nham vieot qua bude dianh gid vé ki thudt sé dueoc coi 1a hanh vi gian Idn trong
dau thdu theo quy dinh tai Khodn 4 Diéu 16 Ludt Pau thau va Nha thau sé hoan toan chju trach nhiém,
chdp nhdn chju xit Iy theo quy dinh ciia E-HSMT va phap lugt vé dau thau




1.2.2. Yéu cau k¥ thuit chi tiét:

STT Tén danh | Yéu cau vé diic tinh, thong so k§ thuit (hodc twong dwong)
muc hang
hoa
1 Que thir xét | - Xét nghiém mién dich sic ky dong bén dé phat hién dinh
nghiém dinh | tinh nhiéu loai ma tuy, chét chuyén hoéa thude va rugu & néng
tinh d6 ngudng sau trong nudc tiéu: MOP 300ng/ml; AMP
AMP/MOP/ | 500ng/ml; THC 50ng/ml; COD 300ng/ml; HER 10ng/ml.
COD/THC/H | - Thanh phan: Chta cac hat lién két khang thé don dong chudt
eroin va cac lién hop thudc -Protein twrong tmg. Mot khang thé dé
duoc sir dung trong mdi vach ching.
- B§ nhay: 100%
- bo déc hiéu: 100%
- B9 chinh x4c: AMP: 99.925%; COD: 99.9%; THC: 99.92%;
MOP: 99.93%; 6-MAM (Heroin): 99.9%
- Phan tng chéo: Khong phan tng chéo véi cac hop chét &
noéng d6 100ug/ml: Acetophenetidin , N-Acetylprocainamide,
Acetylsalicylic acid....
Tiéu chuan chat lugng 1SO 13485 hoic tuong duong
2 Que thtr xét | Pinh tinh cac khang nguyén cum A va B trong cic mau bénh
nghiém dinh | pham tir dich tiét & mii.
tinh khang | - V&i Cam A: Do nhay 82%, do dac hiéu 100%, d6 chinh x4c:
nguyeén 95,9%; Véi cim B: d6 nhay 100%, d6 dac hiéu 100%, do
Influenza A, | chinh xac 100% so v6i RT-PCR.
Influenza B | - Thoi gian tra két qua: <8 phit
3 Khay thir xét | Phat hién dinh tinh khang nguyén HBsAg trong mau huyét
nghiém dinh | thanh, huyét tuong.
tinh HbsAg | Bo nhay: 100%; Do dac hiéu: 100%
Thoi gian tra két qua: 20 phut
Ngudng phat hién: 2 [U/ml
Pat tiéu chuan ISO 13485 hoic tuong duong
4 Khay thir xét | - Phét hién khang thé dic hiéu khang HCV trong mau huyét
nghiém dinh | thanh, huyét trong, mau toan phan nguoi, phu hop dé sir dung
tinh khang | trén mau phy nit mang thai.
thé khang - Do nhay: 100%; Do dac hi¢u: 99.4% so véi RT-PCR
HCV - Thoi gian tra két qua: 5 — 20 phat

- Thé tich mau st dung: 10pl v6i mau mau toan phan, huyét
thanh va huyét tuong nguoi




Que thir xét
nghi¢m nudc
tiéu 11 thong

Thanh phén chinh:
Ascorbic Acid: 2.6-dichloro-phenol-indophenol 0.5mg.
Leukocytes: indoxyl ester 1.4mg;diazonium salt 0.7mg.

sO Ketone: sodium nitroprusside 30.0mg.

Nitrite: sulfanilamide 0.65mg;N-(naphthyl)-
ethylenediammonium dihydrochloride 0.45mg.
Urobilinogen: fast blue B salt 1.2mg.
Bilirubin: 2.4-dichlorobenzene diazonium 14.3mg.
Protein: tetrabromphenol blue 0.36mg.
Glucose: glucose oxidase 6.2mg;peroxidase 2.8mg;4-
aminoantipyrine 0.08mg.
Specific Gravity: bromthymol blue 0.4mg;sodium poly
methyl vinyl acetate maleic 16mg.
Blood: cumene hydroperoxide 35.2mg;3,3',5,5'-
tetramethylbenzidine 2.0mg.
pH: bromocresol green 0.2mg; bromxylenol blue 3.3mg.
Tiéu chuén chét lugng 1SO 13485 hodc twong duong ph hop
vo1 may xét nghiém mti Diagnostic Click - 50 tai don vi

Que thu Céc chi s6 do: Gluscose, Bilirubin, Ketone, pH, Blood,

nudce tiéu 10
thong s

Protein, Nitrite, Urobilinogen, Leukocyte, SG.

- Dai do cua cac chi sb:

Protein: 15-30mg/dL albuminBlood: 0.015-0.062mg/dL
hemoglobinLeukocyte: 5-15Nitrite: 0.06-0.1mg/dL nitrite
ionGlucose: 75-125mg/dLKetone: 5-10mg/dL acetoacetic
acidpH: 4.6- 8.0SG: 1.001-1.035Bilirubin: 0.4-
0.8mg/dLUrobilinogen: 0.2EU/dL

- Trén thanh thir c6 miéng dan (ID band) c6 tac dung kich
hoat kiém tra tu dong.

Phu hop véi may xét nghiém Clinteck-Status tai don vi

Que thu
dung cho
may do
duong huyét

Thanh phan chinh:

Non-reactive ingredients > 2.1 % w/v

Glucose dehydrogenase(FAD-dependent) > 4 unit/v
KsFe(CN)s > 4.5% w/v

Thong tin bd sung:

Gold Electrode

C& mau: 1 uL

Thoi gian phan tmg: 10 giay

Pham vi do hé thng: 20 mg/dL dén 600 mg/dL
Pham vi hematocrit: 10% dén 70%




Tiéu chuan chat lugng 1SO 13485 hoic turong dwong. Phu hop
vo1 may HighQ Check Special ctia don vi.
8 Khay thir xét | Phat hién dinh tinh, truc tiép khang nguyén Chlamydia
nghiém dinh | trachomatis.
tinh khang | - MAu pham: Dich ¢6 tir cung nir gi6i, dich niéu dao, nudc
nguyén tiéu nam gidi
Chlamydia | - Ngudng phat hién: 5x10"4 IFU/ml
- B4 nhay: 93,58% ; Do dac hiéu: 99,08%
9 Thudc thtr | Thudc thir xét nghiém dinh tinh ASO
xét nghiém | Phuong phap: ngung két trén lam kinh
dinh tinh | Thudc thir:
Anti +Latex: hon dich cac hat latex polystyrene dugc phu
Streptolysin | Streptolysin, pH 8.2
O (ASO) | + Control: Huyét thanh ngudi véi nong do ASO>2001U/mL
+ Negative control: Huyét thanh dong vat
Tiéu chuan 1SO 13485 hoic twong duong
10 Khay thir xét | - Phat hién tat ca cac type khang thé (IgG, IgM, IgA), phan
nghiém dinh | biét virus HIV-1 bao g@)m type phu O va HIV-2 bfmg su hinh
tinh khang | thanh 3 vach rd rang trong mau huyét thanh, huyét tuong va
thé khang | mau toan phan.
HIV -bBg nhay: 100%; D¢ dac hi¢u: 99.8% so véi ELISA
- Pugc ban hanh trong Khuyén c4o phuong cach xét nghiém chéan
doan HIV qudc gia nam 2020 ctia Vién vé sinh dich t& trung
uong.
11 | Khay thir xét | - Phat hién tat ca cac type khang thé (IgG, IgM, IgA...) khang
nghiém dinh | H.P trong mau huyét thanh, huyét tuvong.
tinh khang | - D9 nhay 95,9%; D¢ dac hiéu 89,6% so vai ELISA
thé khang | - Thanh phan chinh: vach thir: Khang nguyén Helicobacter pylori
H.Pylori (0,430+0,086 pg), Vach ching: Khang thé da dong dé khang
Helicobacter pylori (0,65+0,13 pg) . Dung dich pha loang bao
gom: Dung dich d&ém Tris-HCI 50 mM (4 ml), Natri azua (q.S.)

1.3. Cac yéu cau khac
* Nha thau phdi nop cing véi E-HSDT cdc tai liéu sau ddy:
Dbi véi toan bd hang héa:

- C6 Catalog hodc tai liéu ky thuat khac ctia Nha san Xuét ¢ dﬁy du nd1 dung
ching minh céc dic tinh, thong sb ky thuat ddi véi cac hang hoa chio thau (Néu la



ngdn ngir nude ngoai phai co ban dich sang tiéng Viét) co diy du ndi dung chimg
minh thong s6 k¥ thuat ddi véi cac hang hoa tham duy thau theo yéu cau ciia E-HSMT
va chiu trach nhiém vé ndi dung va tinh chinh xéc giita ban gdc va ban dich). Pong
thoi, nha thau cin danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng
yéu ciu ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

Déi v6i hang hoa 13 Thiét bi y té: Nop thém cac tai liéu sau.

- C6 gidy chung nhan dat tiéu chuan quan 1y chat lugng ISO 13485 hoic CE
hodc FDA hodc tuong duong ctia nha san xuét con hiéu luc véi cac mat hang tham
du.

- S6 Iwu hanh con hiéu lyc bao gdbm Sb cong bd tidu chuan ap dung d6i voi
Thiét bi y té thudc loai A, B do S¢ Y té cap hodc Sb gidy chimg nhan diang ky luu
hanh d6i voi Thiét bi y té thudc loai C, D do B Y té cap va Két qua phan loai Thiét
bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh
s6 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025
ctia Chinh phi.. Péi véi truong hop S6 Iuu hanh hét hiéu luc, dé nghi Nha thau giai
trinh kha nang cung tmg hang hoa.

Luu y:

- Trong truong hop Nha thiu chtimg minh hang héa chao thau khong phai 1a
Thiét bi y té (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y té hodc
thiét bi phu tro diing cho y té) thi Nha thau khong can nop SO luu hanh va Két qua
phan loai Thiét bi y té cho hang héa do.

- Nha thau phai cam két hang héa chao thau da dugc ké khai gia (D6i véi hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT ngay
03/11/2024 ctia B Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Piéu 1,
Nghi dinh 07/2023/ND-CP ngay 03/03/2023.

- Nha thau c6 cam két tai thoi diém ddi chiéu tai liéu hodc hoan thién hop
dong: Nha thau phai ndp cac tai liéu ching minh kha ning cung tng hang héa cé
ngudn goc ré rang va hep 1&, nham dam bao dap tng yéu cau vé niang luc ky thuat
theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Diéu 66 Luat ddu thau s6
22/2023/QH15. Trudng hop Nha thau khong thé cung cap tai lidu chimg minh, Nha
thau s& khong dii diéu kién xét trang thau theo hudng dan tai Khoan 19 Biéu 140
Nghi dinh s6 214/2025/ND-CP.

Ddi voi yéu cau lap dat, giao hang, tudi tho cua hang héa:




- Cam két tat ca hang hoa cung cap méi 100%, chua qua st dung, san xudt
nam 2025 trd di, c6 ngudn gdc xuat x rd rang, con nguyén dai, nguyén kién theo
quy cach dong géi clia nha san xuét.

- Cam két cung cép hang hda trong thoi gian 3 ngay 1am viéc ké tir 10c nhan
duoc don hang cua Pon vi, d6i véi truong hop giao hang gap, dot xuat: trong vong
48 gio.

Muc 2. Ban vé: Khong cé

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
duoc yéu cau sé& dugc td chire tai Bénh vién Phung Chi Kién; Dia chi: T6 3A, phuong
Bic Kan, tinh Thai Nguyén. Hang héa nha thau cung cép trude khi duoc nghiém thu
s& duoc Chu dau tu kiém tra. Bat cir hang hoa nao khong dam bao chét luong theo
yéu cau cia E-HSMT va E-HSDT sé& khong duoc nghiém thu.



