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

Muc 1. Yéu cau vé k¥ thuit

1.1. Gi6i thiéu chung vé dv an/dv toan mua sim, goi thiu

- Tén goi thau: Go6i thau sé 01: Mua sdm Sinh pham chin doan phuc vu cong tic chuyén
mon nam 2026.

- Tén du toan: Mua sdm Sinh pham chan doan phuc vu cong tic chuyén mén nim 2026

ctia Tram Y té phudng Tam Thing.
- Pia diém: S6 278 Lé Loi, phuong Tam Thang, thanh phd HO Chi Minh;
- Thoi gian thuc hién goi thau: 12 thang.

-Hinh thirc lya chon nha thdu: DAu thau rong rai.

Phuong thic lua chon nha thau: Mot giai doan, mdt tui hd so.

-Loai hop dong: Pon gia cb dinh.

Quy mb g6i thdu: Cung cap hang hoa chi tiét néu tai Pham vi cung cap.
1.2. Yéu ciu vé k¥ thuat:

Hang héa, dich vu lién quan phdi tudn thii cdc thong sé kjf thudt va tiéu chudn sau ddy:

STT | Tén hang hoa Théng s6 ki thuit va tiéu chuén

1| Test nhanh xét| Bang xét nghiém sang loc nhiéu loai thudc 1a xet nghiém mién
nghi¢ém dinh tinh dic’h sac ky dong bén dé phat hién dinh tinh nhi€u loai thudc va
05 chat | chat chuyén hoa thudc trong nudc tiéu & nong do ngudng sau:
Morphin/ . MOP 300ng/ml;
Amphetamin/ AMP 500ng/ml;
Marijuna/ Codein/ )
Hemlin THC 50ng/ml;

COD 300ng/ml;

HER 10ng/ml.

Panh gia dugc thuc hién trén > 1200 mau

Két qua duong tinh duoc xac nhan bang GC/MS

Do nhay 100% véi MOP/AMP/THC; > 99.9% voi COD/HER
b6 dac hiéu: > 99.9%

Do chinh xac: > 99.9%

Do 1ap lai: 100 %

Do 6n dinh: 100%

Ty trong mau nude tiéu & cac mic do cao, tI}ép, binh thuong
(1.000-1.037) khong c6 anh huong dén két qua cua test.
DbJ pH ctia mau nudce ti€u tr 5-9 khong lam thay doi két qua




cua test.

Vi 105 cac hop chit khong cho thiy phan ing chéo khi duoc
thtr nghiém voi bang xét nghiém sang loc nhi€u loai thudc o
nong do 100 pg/mL

Thoi gian doc két qua 3 - 5 phit nhung khong doc sau 10 phut
Nhié¢t 46 bao quan 4-30 do C

Tiéu chuin san xuit/chat lugng: Dat ticu chuan ISO 13485 hodc
tuong duong con hi€u luc trong thoi gian phat hanh E-HSMT.

Test nhanh phéat
hién khang nguyén
Viém gan B

Que thir dinh tinh phat hién khang nguyén bé mat vi rat viém
gan B, ban que thtr rong Smm, str dung dugc cho mau mau toan
phan

Thanh phan:

- Ving cong hop: Khang thé khang HBsAg, khang thé IgG tho

- Vach két qua: Khang thé khang HBsAg

- Vach chung: Khang thé IgG dé khang tho

- Ngudng phat hién (LOD): 0,92ng/mL

- B§ nhay twong quan: 100%

- b6 dac hi¢u tuong quan > 99.7%

- B§ chinh xac tuong quan > 99,8%

Khong c6 phan tng chéo voi: yéu td dang thip RF, vi rat viém
gan D, vi rt viém gan E, vi rut viém gan G.

Khong bi gdy nhidu bdi cac chit sau: dextran, acetylsalicylic
acid, furosemide, indomethacin, nicotinic acid, probenecid,
quindine hydrochloride monhydrate, sulfamethoxazole.

Doc két qua & phut tha 10
Tiéu chuin san xuit/chat lugng: Pat ticu chuan ISO 13485 hodc
tuong duong con hi€u luc trong thoi gian phat hanh E-HSMT.

Test nhanh phat
hién khang thé
Viém gan C

Que thir xét nghién} mién dich dinh tinh, qk}~’ thuat mang va
khang nguyén kép d€ phat hién cac khang thé khang HCV trong
huyét thanh, huyét tuong hodc mau toan phan.

Cac khang nguyén tai t6 hop duoc ma hoa boi cac gen cho ca
protein cau tric (nucleocapsid) va khong cau tric.

Que thir chtra hat phu khang nguyén HCV téi t6 hop bao gdm
NS3, NS4, NS5, CORE va khang nguyén HCV bao gom NS3,
NS4, NS5 va CORE dugc phu trén mang

- Ving cong hop: Khang nguyén HCV tai to hop 2 0.073 pg.
Vach két qua(T): Khang nguyén HCV tai to hop 1 0.31 pg.
Vach chimg(C): Khang thé dé khang chuot IgG 0.41 pg

Hiéu qua chan doan so véi phuong phap HCV EIA:

- B§ nhay twong quan: 100%
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- b6 dac hi¢u tuong quan > 99.3%

- B9 chinh xac twong quan > 99.5%

- D6 chinh x4c ngau nhién lip: > 99%

Khéng 1ay nhiém chéo boi: Virus gdy suy giam mién dich ¢
nguoi, Virus Herpes simplex-2 IgM, Khang insulin, Yéu to
dang thap

Khong bi gdy nhiu boi cac chat sau ¢ ndng do tuong mg:
Acetaminophen 20mg/dl, Sulfamethoxazole 40mg/dl, Ibuprofen
50mg/dl

Doc két qua & phit thir 10
Tiéu chuin san xuit/chat lugng: Dat ticu chuan ISO 13485 hoic
twong duong con hiéu luc trong thoi gian phat hanh E-HSMT.

Test nhanh phéat
hién Heroin-
Morphine- Opiates

Thur nghiém MOP Morphine la mot xét nghiém mién dich sdc
ky dong chay dé phat hi¢n dinh tinh Morphine trong nudc tiéu.
Do nhay: 100%

b6 dac hiéu: > 99.9%

Do chinh xac: > 99.9%

Do lap lai 100%

D6 6n dinh 100%

Tiéu chuin san xuit/chat lugng: Dat ticu chuan ISO 13485 hoic
twong duong con hi€u luc trong thoi gian phat hanh E-HSMT.

Que phan tich thu
nude tiu 10 thong
sO

- Duing cho cac may phan tich nudc tiéu.

- C6 budc séng 525 nm va 635 nm, cb thé doc bang mat.

- Po céc chi sb: Leukocytes, Nitrite, Urobilinogen, Protein, pH,
Blood, Specific Gravity, Ketone, Bilirubin, Glucose (LEU/
NIT/ URO/ PRO/ pH/ BLO/ SG/ KET/ BIL/ GLU).

- Dang que.

- Str dyng dugc trén may Insight U120 hodc twong dwong may
dang sir dung tai Tram Y té.

Tiéu chuén san xuét/chét luong: Pat tiéu chuin ISO 13485 hoidc
twong duong con hiéu luc trong thoi gian phat hanh E-HSMT.

Que phan tich thu
nude tieu 11 thong
sO

Dung cho cic may phéan tich nudc tiéu Mission hodc tuong
duong may dang sir dung tai Tram Y té.

C6 bude séng 525 nm va 635 nm, ¢ thé doc bang mat.

Do cac chi s6: Leukocytes, Nitrite, Urobilinogen, Protein, pH,
Blood, Specific Gravity, Ketone, Bilirubin, Glucose, Ascorbic
Acid (LEU/ NIT/ URO/ PRO/ pH/ BLO/ SG/ KET/ BIL/ GLU/
ASC).

Tiéu chuin san xuit/chat lugng: Dat ticu chuan ISO 13485 hoic
twong duong con hiéu luc trong thoi gian phat hanh E-HSMT.
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7 | Test nhanh phat| Que thur xét nghiém sdc ky mién dich k¥ thuit mang, dinh tinh
hién  khang thé | phat hién cac khang thé (IgG va IgM) khang Treponema
khang xoan khuan | Pallidum (TP) trong huyét thanh, huy¢t twong hoac mau toan
giang mai phan nguoi.

- BJ nhay tuong quan: 100%

- b6 dac hi¢u tuong quan > 99,3%

- B§ chinh xac tuong quan > 99,6%

- D6 chinh x4c ngau nhién lap: >99%

Ong chéng dong mau nhu heparin, EDTA va sodium citrate
khong anh hudng dén két qua xét nghiém.

Doc két qua & phit thir 10

Tiéu chuin san xuit/chat lugng: DPat ticu chuan ISO 13485 hoic
twong duong con hiéu luc trong thoi gian phat hanh E-HSMT.

8 |Test nhanh phat |- Test nhanh dung dé dinh tinh phat hién khang nguyén Dengue
hién khang nguyén | trong mau toan phan, huyet thanh va huyet trong ngudi nhim
sOt xuat huyeét muc dich chan doan bénh sbt xuit huyét.

+ Do dac hiéu: > 98,75 %

+ Do chinh xac: > 99,0 %

- Ngudng phat hién: Khang nguyén NS1 trong 4 tuyp huyét
thanh cua virus dengue I, II, III va IV. Ngudng phat hién
0.25ng/ml dugc xac dinh dya trén khang nguyén NSI tai t6 hop
tur tuyp huyét thanh 2 (DEN2). Hodc c6 thong s6 k¥ thuat twong
duong

Tiéu chuén san xuét/chét luong: Pat tiéu chuin ISO 13485 hoic
tuong duong con hiéu luc trong thoi gian phat hanh E-HSMT.

9 | Test nhanh HIV Phét hién tat ca cac type khang thé (IgG, IgM, IgA) dic hiéu
voi virus HIV-1 gom type phu O va HIV-2 va phan biét trong
mau huyét thanh, huyét tuong va mau toan phan.

- Nhay v6i IgM trong giai doan nhiém bénh sém

- b6 nhay: 100%;

- B¢ dac hi¢u > 99.8%.

- Thé tich mau str dung: huyét thanh/huyét trong: < 10 uL; méau
toan phan: <20uL

- Thoi gian tra két qua: 10 — 20 phat

- Dang khay

Tiéu chuin san xuit/chat lugng: DPat ticu chuan ISO 13485 hodc
twong duong con hiéu luc trong thoi gian phat hanh E-HSMT.

10 | Test nhanh phat | Xét nghiém mién dich sic ky dong dé phat hién dinh tinh nhiéu

hien 04  chat
Heroin-Morphin-
Opiates/

loai thudc va chit chuyén hoa thubc trong nuée tiéu & ndong dod
gi6i han MOP 300ng/ml; MET 500ng/ml; THC 50ng/ml;
MDMA 500ng/ml




5

Methamphetamine/ | B§ nhay >99.9%

Amphetamin/ Do dic hidu >99.9%

Marijuna/ Do chinh xdc > 99.9%

%;ﬁ; / THé\fET/ PG 1p lai: 100 %
D6 on dinh: 100%
Ty trong mau nude tiéu & cac mirc ,dcf) cao, thép, binh thuong
(1.000-1.037) khong c6 anh huong dén két qua cua test.
Do pH cta mau nudc tiéu tir 5-9 khong lam thay dbi két qua
cua test.
Cac hop chat khong cho thdy phan tng chéo khi duoc thu
nghiém véi bang xét nghiém sang loc nhiéu loai thudc & nong
do 100 pg/mL
Thoi gian doc két qua 3- 5 phut nhung khong doc sau 10 phit
Nhié¢t d bao quan 4-30 do C
Tiéu chuén san xuét/chét luong: Pat tiéu chuin ISO 13485 hoic
twong duong con hi€u luc trong thoi gian phat hanh E-HSMT.

Ghi chu:

Quy cach hang hoa theo quy dinh cua hing san xuat, nhung phai dép g theo yéu ciu
cua E-HSMT.

Nhan hi¢u, ma hi¢u hang héa néu trong E-HSMT (néu cd) chi mang tinh tham khao va
minh hoa cho yéu cau vé k¥ thudt ctia hang hoa, khong phai tiéu chuan danh gia, nha thau
c¢6 thé du thau hang hoa cta hang khac. Truong hop nha thau dy thau c6 nhan hiéu khac
so v6i E-HSMT thi nha thau phai dam bao hang héa du thau c6 dic tinh k¥ thuat, c6 tinh
ning st dung twong dwong hodc tot hon véi cac hang hoa yéu cau.

“Tuong duong” cd nghia la c6 ddc tinh k¥ thuat tuong tu, c6 tinh ndng st dung la
tuong duong véi cac hang hoa da néu trén.

Truong hop Nha thau chiao hang hoa c6 dic tinh, thong s k¥ thuat twong duong hoic
cao hon so véi yéu cdu ciia E-HSMT thi Nha thau phai kém theo E-HSDT ban giai
trinh vé dic tinh, thong sO k¥ thuat ctia hang hoa chao thau d6, nham ching minh cho
Bén moi thau thay rang nhimg thay thé d6 van bao dam sy tuong duong co ban hoic
cao hon so vo1 yéu cau theo quy dinh tai khoan 1.2 Muc 1 Chuong V E-HSMT, dong
thoi kém tai liéu chtirng minh (néu co).

Tai liéu ching minh c6 thé 1a hd so, gidy to, ban vé, catalogue, s6 liéu... dugc mo ta
chi tiét theo timg khoan muc vé dic tinh k¥ thuat, tinh nang sir dung co ban ciia hang
hoa, qua d6 chirng minh su dap tng co ban ciia hang héa so vé6i cac yéu cau cua E-
HSMT va mét bang ké nhitng diém sai khac va ngoai 1& (néu c6) so véi quy dinh tai
khoan 1.2 Myc 1 Chuong V E-HSMT.

1.3. Cdc yéu cdu khdc:

a) Yéu ciu vé cam két (Nha thau phdi cam két cdc néi dung sau):

Hang hoa dy thau méi 100%, san xudt nim 2025 tré vé sau.
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Han dung (d6i véi hang hoa c6 thoi han st dung): Hang hoa phai con han sir dung t6i
thiéu 1a 1/2 thoi han sir dung theo quy dinh cta hang san xuat Hodc tdi thiéu 06 thang
(tinh tir thoi diém giao hang).

Dbi voi hang héa sir dung trén may: Hang hoa do nha thau cung cip phai twong thich,
hoat dong tdt trén thiét bi hién c6 tai Tram Y té, dap ing nhu clu st dung va khong
can thiép vao phan cing hoic thay d6i phin mém cua thiét bi. Pong thoi phai boi
thuong thiét hai cho don vi st dung, trrong hop trong qua trinh stir dung hang hoa do
nha thau cung cip néu c6 xay ra sy ¢d lam hu hong dén may dang sir dung tai Tram Y
té hoac khong dap g theo yéu cau ma khong phai do 16i ciia Cha dau tu.

Thu hoi hang hoa bi 16i do nha san xuit hodc bi 18i do qué trinh van chuyén dén kho
ctiia Trung tdm hodc trong truong hop da giao nhung khong dam bao chat luong hoic
c6 thong bao thu hoi cia co quan c6 thim quyén ma nguyén nhan khong do 15i cta
Chu déu tu.

Sén sang thay thé 16 san pham khi khong dam bao st dung do 18i k¥ thuét; khac phuc
hau qua vé bién ching giy ra cho ngudi bénh tir nguyén nhan k¥ thuat ché tao.

Cir can bo hd tro ky thudt c6 mit trong vong 48 gid (02 ngay) ké tir khi nhan duoc yéu
cau hd trg k¥ thuat ciia chu dau tu trong thoi han sir dung hang hoa do nha thau cung
cap.

Céac hang hoa dy thau 13 thiét bi y té phai duoc phép luu hanh trén thi truong hoic
duoc phép nhap khiu theo quy dinh ctiia Nghi dinh 98/2021/NB-CP va cac vin ban
phap luat khéac co6 li€én quan con hiéu luc.

Cung cap tai lidu khi giao hang:

+ Déi véi hang hoa nhap khau Cung cip Glay chtrng nhan xut x cua hang hoa (CO)

Hodc Td khai hai quan, gidy ching nhan chat luong cua hang hoa (CQ) Hoqc tai ligu
khac c6 gia tri tuong du:()’ng va Gidy phép luu hanh theo quy dinh (néu co)

Pbi voi hang hoa san xuat trong nudc: Cung cap Glay ching nhan chat luong xuét
xuong hodc tai liéu khac c6 gia tri twong dwong va Gidy phép luu hanh theo quy dinh
(n€u o).

b) Bing mé ta chi tiét thong s k§ thuat hang héa du thiu

Nha thau phai cung cép trong E-HSDT Bang mo ta chi tiét cac thong s k¥ thuat ...
cho toan b hang héa du thau d€ ching minh hang hoa do nha thau chao dap tng voi
cac yéu cau tai khoan 1.2 Muc 1 Chuong V.

Tén hang | Thong s6 k§ thuat theo | Thong s6 ky thuit cia | Nha thau tw

hoa yéu ciu cia E-HSMT | hang hoa dy thiu trong danh gia
E-HSDT
[ghi sé | [ghitén] |[ghithdng sé kj thudt theo | [ghi thong s k thudt cua | [ghi dap iing
thr tu] véu cau cua E-HSMT] hang hoa dy thau] hodac twong

duong...|




Muc 2. Ban vé: Khong c6 ban veé.
Muc 3. Kiém tra va thir nghi¢ém

Céc kiém tra va thir nghiém can tién hanh gdm c6: Theo danh muc chi tiét hang hoa
thudc goi thau do Chu dau tu yéu cau (néu co).



