Muc 1. Yéu ciu vé k§ thuét

1.1. Giéi thig¢u chung vé dy én, géi thiu

Tén Bén moi thiu: Bénh vién K.

Tén g6i thdu: Goi 3: 28 mit hang sinh phAm, héa chit, vét tu trong thich may mién dich bang k¥ thust dién héa phét quang
dé xét nghiém c4c chi s6 sinh hod, tc do xét nghiém 170 test/gior

Tén dy toan mua sim: Cung cép sinh phdm chén doén in-vitro hoa chét va vat tu y té 1an 4 nim 2025 ctia Bénh vién
K

Thoi gian thyue hién hop dong: 24 thang ké tir ngay hop ddng c6 hidu lyc

Ngudn vén: Ngudn thu hoat déng su nghiép

Hinh thire lya chon nha thau: Pau thau rong rii qua mang

Phuong thuc d4u thau: Mot giai doan, maot tui hd so.

Loai hop ddng: Tron géi.

Dia diém thuc hién: Phong Vat tu — Thiét bi y té cia 03 co s& Bénh vién K: co s& Quan S, co sé Tam Hiép, co s& Tan
Triéu.

1.2. Yéu ciu vé kj thudit

Yéu cau vé k¥ thuét bao gdm yéu cdu vé k¥ thuat chung va yéu cau vé k¥ thuét chi tiét d6i véi hang hoéa thudc pham
vi cung cip cta géi thau, cu thé:

Yéu céu vé k¥ thuit chung

- Vit tu phd hop vé& ching loai, dat tidu chudn chit luong di dugc cip phép luu hanh hodc cong bd (qudc gia
va/hodc qubc t& duge cong nhan), dugc kiém tra, thir nghidém, déng goi, van chuyén, bao quan phu hgp va4i khi hu tai



noi hang héa dugce st dung.

- C6 phiéu kiém nghiém cho timg 16 hang héa theo quy dinh.

b) Yéu cau vé k¥ thuét cy thé

Tém tét thong sb k¥ thuét ctia hang héa, dich vu lién quan. Hang héa, dich vu lién quan phai tudn tha cac thong sb

k§ thust va tiéu chuén sau day:

1 B dinh luong IgE

| Thanh phénKhangthé don déng khéng‘ IgE danh dau biotin (chudt) 2.5 mg/L, dém

phosphate 85 mmol/L, pH 6.5; Khang thé don dong khéang IgE (chudt) danh d4u phirc
hop ruthenium 5.5 mg/L; d€m phosphate 85 mmol/L, pH 6.5; chit bao quan. -

Bo dinh lugng Anti-
Tg

Thanh phan: Tg (ngudi) danh dau biotin 0.200 mg/L; dém TRIS 100 mmol/L, pH 7.0;
Khang thé don dong khang Tg (ngudi) danh déu phirc hop ruthenium 0.620 mg/L;
dém TRIS 100 mmol/L, pH 7.0; chét bao quan.

3 B6 dinh lugng Tg

Thanh phan: Khang thé don dong khang Tg danh dau biotin (chudt) 1 mg/L; dém
Bis-Tris 50 mmol/L, pH 6.3; Khang thé don dong khang Tg (chudt) danh du phirc
hop ruthenium 3.1 mg/L; d€m Bis-Tris 50 mmol/L, pH 6.3; chét bao quéan.

| B6 mau chig xét

Théanh phan: HE4 (ngudi, tir dong t& bao OvCar-3) & hai khoang ndng do (khoang 50

4 nghiém HE4 pmol/L va khoang 400 pmol/L) trong huyét thanh ngudi; chit bao quan.
B8 dinh | Thanh phan: Khang thé don dong khang PCT d4nh dau biotin (chudt) 2.0 pg/mL; dém
5 Pr(i)celtlci t:rg?lg phosphate 95 mmol/L, pH 7.5; Khang thé don dong khang PCT (chudt) danh dau

phtrc hgp ruthenium 5.6 pg/mL; dém phosphate 95 mmol/L, pH 7.5; chét bao quan.
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Thanh phan: Khang thé don dong khang CA 125 danh dau biotin (M 11; chudt) 1

6 B6 thudc thir dinh mg/L; dém phospha}te 100 mmol/L, pH 7.4; Khang thé don dong khang CA 125 (OC
luong CA 125 -125; chudt) danh dau phirc hop ruthenium 1 mg/L; d&m phosphate 100 mmol/L, pH
7.4; chét bao quan.
. B6 hiéu chuén xét Thanh phan: CA 15-3 (ngudi) v6i hai khoang ndng d6 (khoang 15 U/mL va khoéang
nghiém CA 15-3 100 U/mL) trong huyét thanh nguoi.
Thanh phéan: Khang thé don dong danh déu biotin (115D8; chudt) 1.75 mg/L; dém
2 B6 thubc thir dinh phosph’ate 20 mmol/L, pH 6.0; Khang thé don dong khang CA 15-3 (DF3; chuc}t}
lugng CA 15-3 danh dau phtrc hop ruthenium 10 mg/L; d&m phosphate 100 mmol/L, pH 7.0; chat bao
quan. _
Thanh phan: Khang thé don dong khang CA 19-9 danh d4u biotin (chudt) 3 mg/L,
9 B6 thudc thir dinh dém phlosphate 100 mmol/L, pH 6.5; Khang thé don dong khang CA 19-9 (chu@t)
luong CA19-9 dénh dau phtrc hop ruthenium 4 mg/L; dém phosphate 100 mmol/L, pH 6.5; chat béo
quan.
o . Thanh phan: CEA (ngudi, tir canh cdy té bao) véi hai khoang nong d6 (khoang 5
10 BO }Heu chuén xét ng/mL va khoang 50 ng/mL) trong hdn hop dém/protein. 1 ng/mL CEA tuong tmg véi
nghiém CEA
16.9 mIU/mL.
Thanh phan: Khang thé don dong khang cytokeratin 19 danh d4u biotin (KS 19.1;
T B6 thube thir dinh chudt) 1.5 mg/L; dém phosphate 100 mmol/L, pH 7.2; Khang thé don dong khang

lugng cyfra 21-1

cytokeratin 19 (BM 19.21; chudt) danh ddu phiic hop ruthenium 2 mg/L; dém
phosphate 100 mmol/L, pH 7.2; chét bao quén.
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Thanh phan: Khang thé don dong khang T3 (ctru) danh dau phirc hop ruthenium 18

luong Estradiol

12 EI%;};ug%;c’hu dinh ng/mL; dém phosphate 100 mmol/Ij,'pH 7.0; T3 dénh d4u biotin 2.4 ng/mL; dém
i phosphate 100 mmol/L, pH 7.0; chat bao quén.
o Thanh phin: Khang thé don dong khang T4 (thd) danh dau phirc hop ruthenium 75
13 i%ﬁ;“l‘;f;;h“ dinh ng/mL; dém phosphate 100 mmol/L, pH 7.0; T4 d4nh ddu biotin 2.5 ng/mL; dém
| phosphate 100 mmol/L, pH 7.0; chat bao quan.
o P Thanh phan: Kich t6 sinh duc mang dém ctia ngudi (tr nude tidu) v6i hai khoang
14 fgh?;fr‘: gfggg}xet n(‘A)ng‘; 49 (khoing 1.5 mIU/mL va khoang 2000 mIU/mL) trong dém huyét thanh
nguoi.
Thanh phan: Khang thé don dong khang TSH (chubt) danh dau biotin 2.0 mg/L; dém
5 B6 thubc thir dinh p}}osphate 100 mmol/L, pH 7.2; Khang thé don dong khang TSH (chu@t/nglffyi) danh
lvong TSH diu phirc hop ruthenium 1.5 mg/L; dém phosphate 100 mmol/L, pH 7.2; chat bao
quan.
| |B0hiéu chuln xét Thanh phén: HE4 (ngudi, tir dong 1€ bao OvCar-3) v6i hai khoing nong dd (khoang 5
nghiém HE4 pmol/L va khoang 200 pmol/L) trong huyét thanh ngua; chat bdo quan.
. NS Thanh phan: Khang thé don dong khéng FSH danh dau biotin (chuét) 0.5 mg/L, dém
17 ﬁ%;gugggu dinh MES 50 mmol/L, pH 6.0; Khéng thé don dong khéng FSH (chugt) dénh déu phire hop
i ruthenium 0.8 mg/L, d&m MES 50 mmol/L, pH 6.0; chat b4o quan.
Thanh phan: Hai khéng thé don dong khéng estradiol danh dau biotin (thd) 2.5 ng/mL
8 B6 thubc thir dinh va 4.5 ng/mL; mesterolone 130 ng/mL; dém MES 50 mmol/L, pH 6.0; DAn xuét

estradiol, danh dau phtrc hop ruthenium 4.5 ng/mL; dém MES 50 mmol/L, pH 6.0;

chét bao quan. P
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B6 mau chimg cac xét

Thanh phan: Khang thé khang TSHR (ngudi) véi hai khoang nong do 4 IU/L va 16

19 nghiém Anti-TPO, IU/L; Khang thé khang TPO (ciru) véi hai khoang ndng d6 35 TU/mL va 100 IU/mL;
Anti-TG, Anti-TSHR Khéng thé khang Tg (ciru) voi hai khoang ndng @6 100 TU/mL va 200 TU/mL.
Thanh phan: Khéng thé don dong khéang NT-proBNP danh d4u biotin (chudt) 1.1 _
20 B6 thudc thir dinh ug/ml; dém Phosphate 40 mmol/L, pH 5.8; Khang thé don dong khang NT-proBNP '
lugng proBNP (clru) danh dau phirc hop ruthenium 1.1 pg/mL; d&8m phosphate 40 mmol/L, pH 5.8;
chét bao quan.
o ) , Thanh phan: Huyét thanh chimg d6ng kho lay tir huyét thanh nguoi véi 2 khoang
21 Bo mau chimg xét ndng d6. Chira CK-MB, Digitoxin, Digoxin, Myoglobin, NT-proBNP 1-76 (téng
nghiém proBNP
hop), GDF-15.
Thanh phan: Khang thé don dong khang troponin T tim (chudt) ddnh dau biotin 2.5
2 B6 thudc tht dinh mg/L; dém phqsphate 100 mmol/L, pH 6.0; Khang thé don dong khang troponin T tim
luvong Troponin T hs (chudt) danh dau phirc hop ruthenium 2.5 mg/L; dém phosphate 100 mmol/L, pH 6.0;
chét bao quan.
Thanh phan: Troponin T (tai t5 hop, ngudi) véi hai khoang ndng d6 (khoang 30 ng/L
” B6 mau chirng xét hodc pg/mL ‘fé khoéng 2500 ng/L hodc pg/mL) va troponin I (t4i td hop, nguoi) véi
. ‘nghiém Troponin T hs | hai khodng noéng dd (khoang 0.75 pg/L hodc ng/mL va khoang 18 pg/L hodc ng/mL)
trong huyét thanh ngudi.
L Thanh phan: Khang thé don dong khang SCC danh dau biotin (chudt) 0.9 mg/L; dém
24 ﬁ%g;ugégm dinh phosphate 40 mmol/L, pH 7.5; Khang thé don dong khang SCC (chubt) danh ddu "

phtrc hop ruthenium 1.6 mg/L; dém phosphate 40 mmol/L, pH 7.5; chit bao quan.
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B§ mau chimg xét

Thanh phén: mau ching huyét thanh dong kho 14y tir huyét thanh ngudi véi 2 khoang

25 nghiém ung thu phdi ndng db.
Thanh phin: Khéng thé don dong khang cortisol dénh dau biotin (ctru) 20 ng/mL;
6 Bo thudc thir dinh danazo} 20 pg/mL; dém MES 100 mmol/L, pH 6.0; Din xudt cortisol (tdng hop),
luong Cortisol danh dau phirc hgp ruthenium 20 ng/mL; danazol 20 pg/mL; dém MES 100 mmol/L,
pH 6.0; chét bao quan.
R Thanh phan: Pém phosphate 20 mmol/L, pH 7.4; chét 6n dinh; Khang thé don dong
27 {?I%;};uzz;[i}fgﬁ khang TSHR M22 (ngu6i) danh d"c'A’lquhl:lfC hop r’uthenium khoang 0.3 mg/L; dém
i phosphate 20 mmol/L, pH 7.4; chat 6n dinh; chat bao quan.
L . Thanh phan: Nong d6 ATSHR Call khoang 0.75 IU/L trong hdn hop huyét thanh
28 B¢ hi¢u chuan xét ngudi; ATSHR Cal2 chira khoang 25 IU/L khang thé khang TSHR ngudi trong hdn

nghi€ém Anti-TSHR

hop huyét thanh ngudi.

Théng s6 ky thudt chi tiét va cdc tiéu chudn chi tiét (khi can thiét).

[M3 16 chi tiét thong sé ky thudt]
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BIEU MAU DU THAU

R = A 56 t.h‘{am £ . . Quy Sb 2. n(i}éii " D(.r’n
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Téng cong:
n khoan
Dai dién nha thau
(ky tén. déng ddu)
Ghi chu:

Cac cot (2). (11). (12) nha thiu ghi chinh xéc theo “Danh muc moi thiu” khéng duoc sira chita.
Cot (3): Ma vat tu y té theo quy dinh tai Quyét dinh s6 5086/QD-BYT ngay 04/11/2021 ctia Bo Y té (néu c6).

Cot (4): Tén thuong mai ghi ding tén trén nhan hang hoa.

Cot (5): Néu c6 nhiéu sb tham chiéu do cac c& khac nhau thi ghi du cac ma nay.

Cot (6): S6 dang ky ghi: Sb Glay phép luu hanh san pham/Sé Gidy phép nhap khau/ S& Cong bd tidu chuén/ Trong trudng hop hang
hoéa khong phai y€u ciu c6 s6 dang ky thi bo trong.

Cot (8): Ghi tén ctia Nha san xudt chiu trach nhiém san xuét (Physical manufacturer). Néu trén nhan hang héa chi ghi tén Nha san
xuét chiu trach nhiém phép 1y (Legal manufacturer). thi ghi 13: A [ nudce san xuét] cho B [ nurée san xuét]; A = Nha san xuét chju
trach nhiém san xut. B =Nha san xuét chiu trach nhiém phap ly.

Cot (9): Nude san xuét: Can ¢t theo dia chi nha may ghi trong chimg nhén ISO 13485:2016 hodc ISO 9001:2015

Cot (13): Ghi theo thang tinh tir ngly san xuét dén ngay hét han str dung ghi trén nhan sin phém. Trong trudng hop hiang héa khéng
&p dung ghi han dung (vi du: Dung cu kim logi) thi ghi: Vo6 han

Cot (14): Thlet biyté phén loai theo: A. B. C. D. Cén ctr theo: Nghi dinh 98/2021/ND-CP ngay 08/11/2021 cta Thi tudng Chinh pht
quy dinh v& Quan 1y Thiét biy t&. C4c hoa chét cin cir phan loai theo Quy dinh ctia Phap luat hién hanh.




- Cot(16): Ma Chuong, ma Nhom (twong tng véi 4 sb dau tién cia bd ma) ciia ma hang hoéa (HS-Harmonized Commodity Description
and Coding System) theo Hé théng phan loai hang hoa do Té chirc Hai quan thé giéi WCO phat hanh. Ma HS cin ctt theo Thong tu
s8 19/2024/TT-BYT ngay 01/10/2024 ctia Bo Y Té, Thong tw s6 31/2022/TT-BTC ctia B Tai chinh (duge Téng Cuc Hai quan ding
tai trén trang thong tin dién tir: https://www.customs.gov.vn) va cdc vin ban stra ddi, bd sung, thay thé néu cé.

- Cot (18) (19): Cc mit hang 4p dung thué sudt VAT 10% va la ddi twong diéu chinh thué theo quy dinh tai Nghi dinh 180/2024/ND-
CP ngay 31/12/2024 cta Chinh pha thi nha thau chao muc thué sudt VAT la 10%.

1.3. Cic yéu ciu khdc

Cam két ctia nha thiu theo mau:

"



CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 14p — Ty do — Hanh phtc

GIAY CAMKET
Kinh giri: BENH VIEN K
(Tén nha thau)........cooeveeevennnn.n xin cam két v& Hd so du thdu Cung cip hang hoa trong K& hoach lya chon nha thu dy —
todn mua sém: cung cp sinh phim chin doan in-vitro hoa chét va vét tr y t& 1an 4 nim 2025 ctia Bénh vién K theo céc ndi dung

sau.

1. Noi dung ctia Ho so dy thiu trong ban gbc va ban up 1én hé théng 13 hoan toan gidng nhau, néu c¢6 sai sét 1am anh

huéng dén két qua trang thiu va cac van dé khac gay hau qua, chiing tdi xin chiu hoan toan trdch nhiém trudc phép lut.
2. Théng tin trong hd so du thau 14 chinh x4c.

3. TAt c4 c4c mat hang tham dy thdu déu dam bao tiéu chuin chét luong dd ding ky véi co quan co thdm quyén, hodc

dtng voi gidy phép luu hanh /céng b tidu chuan.

4. T4t ca cdc mit hang tham du thau déu c6 du gidy to x4c nhén vé xuat xt, ching chi chat lugng, nude san xuat, dia chi

giri hang t6i Viét Nam, gidy phép luu hanh (néu c6) tai Viét Nam con hiéu lyc.
5. Gi4 dy thiu khong cao hon gia ké khai/ ké khai lai (néu c6).
6. Gi4 du thiu khéong cao hon gié cung cp cho cc bénh vién khéc cing thoi diém.

7.Nha thau cam két d3 thuc hién déy dd nghia vu thué véi nha nude va chiu trach nhiém vé ndi dung nay. Néu bi phét

hién khéng trung thyc thi E-HSDT hoic két qua diu thau s& bi loai bo. W |



8. V6i lién danh, c4c thanh vién cam két khong thanh vién nao duge tu y tham gia ddc 1ap hoic lién danh véi thanh vién
khac dé tham gia g6i thdu nay. Trudong hop trang thiu, khéng thanh vién ndo ¢ quyén tir chéi thuc hién céc trach nhiém va

nghia vu d& quy dinh trong hop dong trir khi duoc sy ddng ¥ bing vin ban ciia céc thanh vién trong lién danh.

9. Véi nha thau lién danh, nha thdu cam két s& chuyén ngay cho bén moi thdu khoéan tién dam bao du thau khi bén moi
thiu ¢6 van ban théng béo nha thiu hodc bit ky thanh vién nao trong lién danh du thdu véi nha thau vi pham cac quy dinh
vé d4u thiu néu trong E-HSMT.”

10. V& cung tmg sinh phim chén doén in-vitro, hoa chét, vat tu:
a. Cung tng hang hod kip thoi, chinh xac, du vé sb lwong, dam bao vé chét lugng nhu yéu cau cia E-HSMT.

b. Cung tng hang hoa ding véi céc thong s6 da ké khai & Bidu mAu du thau theo mAu tai khoan b — “Yéu ciu vé
k¥ thuét cu thé”, Piéu 1.2, Muc 1, Chuong V — Yéu cdu vé k§ thuét.

c. Trong trudng hop cong ty khong c6 hang hoa cung tng hodc cung tng hang hoa khéng diing vai cac théng sb
nhu cam két & cic muc trén, céng ty s& c6 cdng van giai trinh va xin chiu trach nhiém hoan toan vé mit Tai chinh theo yéu

céu, quy dinh cia Bénh vién.

d. B6i v6i mot sb hang hoa: Han st dung khéng dép tmg duoc didu kién trong E-HSMT, néu Bénh vién véin c6
nhu cAu, cong ty cam két s& cung tmg hang hoa d6 cho Bénh vién v6i han st dung dai nhét ma cbng ty c6 tai thoi diém giao

hang va cong ty s€ cé cong van giai trinh, chap nhan thyc hién theo yéu cau ctia Bénh vién.

e. Hang hoa duoc giao phai du sb luong, ding cac thong tin tiéu chudn nhu d cong bd trong E-HSDT va theo
tirng don dat hang cia bénh vién, thoi gian < 72 gid k& tir nha thiu nhin dwoc don hang qua e-mail, fax hodc dién thoai. Yéu
clu vé van chuyén hang héa: hang héa dugc giao tai Phong Vat tu - Thiét bi y té cia 03 co sjjf vién K: co s& Quan Su,
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co s& Tam Hiép, co sé Tan Triéu. Hang héa phai dugc van chuyén theo ding didu kién bao quan cta nha san xuét, ddm bao
an toan, phong tranh chay nd, db v&, hu hong

f. Hang héa duogc kiém tra, thir nghiém, déng goéi, van chuyén, bio quan phii hop véi khi hau tai noi hang héa
duoc sit dung. Hang hoa duge cung cAp khéng 6 anh hudng tic dong dén méi truong hodc ¢ anh hudng tac dong dén moi
truong nhung cb d& xuét bién phép giai quyét

g- Nha thiu tring thau vat tu, hoa chat c6 trach nhiém cung cép, lp dat trang thiét bi y t& dé sur dung vét tu, hoa
chét theo yéu cau ctia chi diu tu ddm bao sir dung twong thich véi cac sinh phim chén doan invitro, hoa chit xét nghiém,
héa chéit khir khudn va vt tu y t& d4 tring thau.

Ha Noi. ngay ...... thang ...... nam 2025
Dai dién nha thau
Muc 2. Ban vé
Khéng yéu ciu
Muc 3. Kiém tra va thir nghiém
Céc kiém tra va thtr nghiém can tién hanh gdm c6:

Trong mdt s6 trudng hop, trude khi phé duyét két qua tring thau, chii dau tu c6 quyén kiém tra viéc dap tmg/khong dap
ttng vé& kha nang twong thich v6i may moc hodc kha ning cung tmg ctia nha thau bang céc gidy to can thiét.
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