Muc 1. Yéu cau vé k§ thuit

1.1. Gidi thigu chung vé dy dn, géi thiu

Tén Bén moi thiu: Bénh vién K.

Tén g6i thiu: G6i 6: 06 mit hang mau ndi kiém

Tén dy todn mua sdm: Cung cép sinh phém chén doén in-vitro hoa chét va vattuy t& 14n 4 nam 2025 cta Bénh vién K

Thoi gian thuc hién hop ddng: 24 thang ké tir ngdy hop ddng c6 hiéu luc

Ngudn vén: Ngudn thu hoat dong su nghiép

Hinh thirc lwa chon nha thau: Pau thau rong rii qua mang

Phuong thirc ddu thau: Mot giai doan, mot tai hd so.

Loai hop ddng: Tron goi.

Dia diém thyc hién: Phong V4t t — Thiét bi y té cia 03 co sé Bénh vién K: co s& Quan St, co s¢ Tam Hiép, co s& Tan Triéu.

1.2. Yéu cau vé kj thuit

Yéu cau v& k¥ thuat bao gdm yéu ciu vé k¥ thuat chung va yéu ciu vé ky thuat chi tiét d6i voi hang héa thudc pham
vi cung cép ctia géi thau, cu thé:

Yéu cau vé k¥ thuat chung

- Vat tu pht hop v8 chung loai, dat tidu chuén chit lugng da dugc cAp phép luu hanh hodic cong bd (qudc gia va/hoic
qudc t& dugc cong nhén), dugc kiém tra, thir nghiém, déng géi, van chuyén, bao quan phtt hop véi khi hau tai noi hang
héa dugc st dung. '

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

b) Yéu ciu vé k¥ thuét cu thé

s



Tém tht thong s k§ thuét cia hang hoa, dich vu lién quan. Hang héa, dich vu lién quan phai tudn thi cac théng sb k¥
thu4t va tidu chuén sau day:

Thanh phén: 25-Hydroxy Vitamin D, 11-Deoxycortisol, 17-a-Hydroxyprogesterone,
Acetaminophen, ACTH, Aldosterone, AFP, Amikacin, Amiodarone, Amitriptyline,
Androstenedione, Angiotensin I, Anti-Tg, Anti-TPO, C-Peptide, Caffeine, Calcitonin,
Carbamazepine, Carbamazepine (Free), CEA, Chloramphenicol, Cortisol,
Cyclosporine, Desipramine, DHEA, DHEA Sulfate, Digoxin, Disopyramide,

MAu noi kidm cho xét | Estradiol, Estriol (Free), Estriol (Total), Estrogen (Total), Ethosuximide, Ferritin,

: nghiém mién dich Flecainide, Folate, Fructosamine, FSH, Gastrin, Gentamicin, Glucagon®, hCG, hCG-3
thudng quy, dang Subunit, hGH, Imipramine, IgA, IgE, IgG, IgM, IRT, Insulin, Iron, Iron (TIBC), LH,
dong kho Lidocaine, Lithium, NAPA, Netilmicin, Nortriptyline, PAP, Phenobarbital, Phenytoin,

Phenytoin (Free), Primidone, Procainamide, Progesterone, Prolactin, Propranolol,
PSA, PSA (Free), PTH (Intact), Quinidine, Salicylate, SHBG, Somatomedin-C, T3
(Free), T3 (Total), T3 Uptake/T-Uptake, T4 (Free), T4 (Total), TBG, Testosterone,
Testosterone (Free), Theophylline, Tg, Tobramycin, Tricyclic Antidepressants, (TCA)
Screen, TSH, Valproic Acid, Valproic Acid (Free), Vancomycin, Vitamin B12.

Méu nf:.i Akiég} CI}O C4C | Thanh phén: B-2-Microglobulin, ACTH, Aldosterone, AFP, CA 15-3, CA 19-9, CA
2 fheltr nga;@rgafulj}?éung 27.29, CA 50, CA 72-4, CA 125, Calcitonin, CASA*1, CEA, Cyfra 21-1, Ferritin,
, G418 €05 ’ hCG, hCG-B Subunit, NSE, PAP, Prolactin, PSA, PSA (Free), S-100, Tg




em cho cac
xét nghiém d4u 4n ung
thu, dang dong kho,
mirc ndng d6 2

Mau ndi

Thanh phﬁn: B-2-Microglobulin, ACTH, Aldosterone, AFP, CA 15-3, CA 19-9, CA
27.29, CA 50, CA 72-4, CA 125, Calcitonin, CASA*1, CEA, Cyfra 21-1, Ferritin,
hCG, hCG-f Subunit, NSE, PAP, Prolactin, PSA, PSA (Free), S-100, Tg.

Mau ndi kiém cho cac
xét nghiém d4u 4n ung
thu, dang dong kho,
mirc ndng do 3

Thanh ph'?m: B-2-Microglobulin, ACTH, Aldosterone, AFP, CA 15-3, CA 19-9, CA
27.29, CA 50, CA 72-4, CA 125, Calcitonin, CASA*1, CEA, Cyfra 21-1, Ferritin,
hCG, hCG-p Subunit, NSE, PAP, Prolactin, PSA, PSA (Free), S-100, Tg.

M3Au noi kiém cho xét
nghi€m sinh hoa
thudng quy, dang
d6ng kho, mirc ndng
do 1

Bao gdm hau hét c4c chit phan tich cho xét nghiém hoa sinh: Acetaminophen, Acid
Phosphatase (Total), Albumin, ALP, Alpha-1-Antitrypsin, cHBDH, AFP,
ALT/SGPT, Amylase, Amylase (Alpha), Amylase (Pancreatic), Apolipoprotein A-1,
Apolipoprotein B, AST/SGOT, Bilirubin (Direct), Bilirubin (Indirect), Bilirubin
(Total), Calcium, Calcium (Ionized), Carbamazepine, CEA, Ceruloplasmin, Chloride,
Cholesterol (HDL), Cholesterol (LDL), Cholesterol (Total), Cholinesterase, CO2,
Complement C3, Complement C4, Copper, Cortisol, CK, Creatinine, Digoxin,
Gentamicin, GGT, GLDH, Globulin, Glucose, Haptoglobin, hCG-p Subunit, IgA,
IgG, IgM, Iron, Iron (TIBC), Iron (UIBC), Lactate (Lactic Acid), LDH, LAP
Arylamidase, Lipase, Lithium, Magnesium, Osmolality, PAP, Phenobarbital,
Phenytoin, Phosphorus, Potassium, Protein Electrophoresis, Protein (Total), PSA1,
Salicylate, Sodium, T3 (Free), T3 (Total), T3 Uptake/T-Uptake, T4 (Free), T4 (Total),
TBG, Theophylline, Tobramycin, Transferrin, Triglycerides, TSH, Urea, Urea

Nitrogen, Uric Acid, Valproic Acid, Vancomycin, Vitamin B12, Zinc.
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M3Au noi kiém cho xét
nghiém sinh hoa

6 thudng quy, dang
d6ng kho, mirc ndng
do 2

Bao gom hau hét cac chat phén tich cho xét nghiém hoa sinh: Acetaminophen, Acid
Phosphatase (Total), Albumin, ALP, Alpha-1-Antitrypsin, cHBDH, AFP,
ALT/SGPT, Amylase, Amylase (Alpha), Amylase (Pancreatic), Apolipoprotein A-1,
Apolipoprotein B, AST/SGOT, Bilirubin (Direct), Bilirubin (Indirect), Bilirubin
(Total), Calcium, Calcium (Ionized), Carbamazepine, CEA, Ceruloplasmin, Chloride,
Cholesterol (HDL), Cholesterol (LDL), Cholesterol (Total), Cholinesterase, CO2,
Complement C3, Complement C4, Copper, Cortisol, CK, Creatinine, Digoxin,
Gentamicin, GGT, GLDH, Globulin, Glucose, Haptoglobin, hCG- Subunit, IgA,
IgG, IgM, Iron, Iron (TIBC), Iron (UIBC), Lactate (Lactic Acid), LDH, LAP
Arylamidase, Lipase, Lithium, Magnesium, Osmolality, PAP, Phenobarbital,
Phenytoin, Phosphorus, Potassium, Protein Electrophoresis, Protein (Total), PSA1,
Salicylate, Sodium, T3 (Free), T3 (Total), T3 Uptake/T-Uptake, T4 (Free), T4 (Total),
TBG, Theophylline, Tobramycin, Transferrin, Triglycerides, TSH, Urea, Urea
Nitrogen, Uric Acid, Valproic Acid, Vancomycin, Vitamin B12, Zinc.

Théng s6 k thudit chi tiét va cdc tiéu chudn chi tiét (khi can thiét).

[M?6 t6 chi tiét thong sé kj thudt]

T

ol

e



BIEU MAU DU THAU

S6 tham Quy Sé (_;fﬁ Don
n ~ A oX X , N ‘ e niém A . r
STT 'I:en 1)/[3 Tén chiéu So Cl}u N}la leorc céch Bqn lwgng Tudi Phan | yév Ma Tel‘l gia VAT
dy hang | vattr | thuong (reference | ding s& san san dw vi dur tho loai Gis HS nha (da c6 (%)
thau héa y té mai number/ ky hitu | xudt xuat thiu tinh tha (thang) : Kké thau | VAT, ?
REF) ! Khai VND)
M @ | 6 “4) ) ©® | D@ | O | Q0| Ay | 12y | 43 | 14 | 35 | de | A7) | (18) | (19)
1
2
n
Tong cong:
n khodn
Pai dién nha thau
(ky tén. dong ddu)
Ghi chu:

Cac cot (2). (11). (12) nha thau ghi chinh x4c theo “Danh muc moi thau” khong duge stra chira.

Cot (3): Ma vit tu y té theo quy dinh tai Quyét dinh s6 5086/QD-BYT ngay 04/11/2021 caa Bd Y té (néu co).

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

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

Cot (6): S6 ding ky ghi: Sb Gidy phép luu hanh san phim/S6 Gidy phép nhap khiu/ S& Cong bd tidu chuin/ Trong trudng hop hang hoa
khong phai yéu ciu c6 sd ding ky thi bo trbng.

Cot (8): Ghi tén ctia Nha san xudt chiu trach nhiém san xuét (Physical manyfacturer). Néu trén nhan hang hoa chi ghi ten Nha san Xuét
chiu trach nhiém phap 1y (Legal manufacturer). thi ghi r3: A [ nuéce san xuét] cho B [ nuée san xuit]; A = Nha san xuét chiu trach
nhiém sén xuit. B = Nha san xuét chju trach nhiém phap 1y.

Cot (9): Nudce san xuét: Can cir theo dia chi nha méy ghi trong chimg nhan ISO 13485:2016 hozic ISO 9001:2015

Cot (13): Ghi theo thang tinh tir ngdy san xuit dén ngay hét han st dung ghi trén nhén san phim. Trong trudng hop hang hoa khong ap
dung ghi han dung (vi du: Dung cu kim logi) thi ghi: V6 han

Cot (14): Th1ét biy té phén loai theo: A. B. C. D. Cén cir theo: Nghi dinh 98/2021/ND-CP ngay 08/11/2021 chia Tha tudng Chinh pha
quy dinh v& Quén Iy Thiét bj y té. C4c hoa chét cin ctt phan loai theo Quy dinh ciia Phép luat hién hanh.
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Cot (16): M3 Chuong, ma Nhom (twong tmg voi 4 sb dAu tién ctia bd m3) clia ma hang hoéa (HS-Harmonized Commodity Description
and Coding System) theo Hé thdng phan loai hang hoa do T chirc Hai quan thé gigi WCO phat hanh. M3 HS can cr theo Thong tur s6
19/2024/TT-BYT ngay 01/10/2024 cua B6 Y Té, Théng tu s6 31/2022/TT-BTC cta B Tai chinh (dwgc Téng Cuc Hai quan dang tai
trén trang thong tin dién tir: https://www.customs.gov.vn) va cic van ban stra ddi, bd sung, thay thé néu cé.

- C6t (18) (19): Cac mat hang ap dung thué sudt VAT 10% va 1a d01 tuong didu chinh thué theo quy dinh tai Nghj dinh 180/2024/NB Cp
ngdy 31/12/2024 ctia Chinh phu thi nha thiu chao mirc thué sut VAT 13 10%.

1.3. Cdc yéu cau khdc

Cam két ctia nha thiu theo mau:




CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap — Ty do — Hanh phuc

GIAY CAM KET
Kinh giti: BENH VIEN K
(Tén nha thiu)...........ccevvvnnnen.. xin cam két v& Ho so du thau Cung cip hang hoé trong K& hoach lya chon nha thiu du
todn mua sim: cung cp sinh phim chén doan in-vitro hoa chit va vét tu y t& 14n 4 nam 2025 cda Bénh vién K theo céc noi dung

Sau.

1. Noi dung ctia H6 so dy thau trong ban gc va ban up 1én hé thdng 14 hoan toan giéng nhau, néu cé sai sét 1am anh

huéng dén két qua tring thdu va cdc van dé khac gy hau qua, chung t6i xin chiu hoan toan trach nhiém trudce phép luat.
2. Thong tin trong hd so dy thiu 1a chinh x4c.

3. Tt ca céc mit hang tham dy thau déu dam bao tiéu chudn chét lugng d3 dang ky véi co quan ¢ thAm quyén, hodc ding

v6i gidy phép luu hanh /cong b tiéu chudn.

4.Tat ca cac mat hang tham dy thau déu c6 da gidy to xac nhan ve xuét x@, chitng chi chat luong, nude san xuat, dia chi

giri hang t6i Viét Nam, gidy phép luu hanh (néu c6) tai Viét Nam con hiéu luec.
5. Gia dy thiu khong cao hon gia ké khai/ ké khai lai (néu c6).
6. Gia dy thiu khong cao hon gia cung cp cho céc bénh vién khac clng thoi diém.

7.Nha thdu cam két d3 thyuc hién ddy du nghia vu thué v6i nha nude va chiu trach nhiém vé ndi dung nay. Néu bi phat

hién khong trung thuc thi E-HSDT hoic két qua du thiu s& bj loai bo.
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8. Véi lién danh, céc thanh vién cam két khong thanh vién nao dugc tu y tham gia ddc 1ap hodc lién danh véi thanh vién
khac d tham gia géi thiu nay. Trudng hop tring thdu, khong thanh vién ndo c6 quyén tlr chdi thyc hién cac trach nhiém va

nghia vu di quy dinh trong hop ddng trir khi duge sy ddng ¥ bing vin ban cta cac thanh vién trong li€n danh.

9. Véi nha thiu lién danh, nha thdu cam két s& chuyén ngay cho bén mdi thau khoan tién dam bao dy thdu khi bén moi
thiu c6 vin ban thong béo nha thau hodc bat ky thanh vién nao trong lién danh dy thiu véi nha thau vi pham céc quy dinh vé
d4u thdu néu trong B-HSMT.”

10. V& cung ung sinh phém chan doan in-vitro, ho4 chét, vat tu:
a. Cung g hang hod kip thoi, chinh xéc, du vé s6 luong, dam bao vé chét lugng nhu yéu cau ciia E-HSMT.

b. Cung g hang hod ding véi cac thong sb di ké khai & Biéu miu du thiu theo mAu tai khoan b — “Yéu ciu v& ky
thuét cu thé”, Piéu 1.2, Muc 1, Chuong V — Yéu clu vé k¥ thuat.

c. Trong trudng hgp cong ty khong c6 hang hoa cung tmg hoidc cung mg hang hoé khéng ding véi cac thong sd
nhur cam két & cdc myc trén, cbng ty s& cb cong van giéi trinh va xin chiu tréch nhiém hoan toan v& mat Tai chinh theo yéu

cau, quy dinh ctia Bénh vién.

d. P4i v6i mét s& hang hoa: Han sir dung khong dap tmg duoc didu kién trong E-HSMT, néu Bénh vién van cé nhu
clu, cong ty cam két s& cung tmg hang hod d6 cho Bénh vién véi han sir dung dai nhit ma cong ty o tai thoi diém giao hang

va cOng ty s& c6 cong van giai trinh, chap nhén thuc hién theo yéu cau ciia Bénh vién.

e. Hang héa dugc giao phai ¢ s luong, ding cac thong tin tiéu chuén nhu d cong bd trong E-HSDT va theo timg
don dat hang cia bénh vién, thoi gian <72 gid ké tir nha thau nhén dugc don hang qua e-mail, fax hoac dién thoai. Yéu clu vé
véan chuyén hang héa: hang héa dugc giao tai Phong Vat tu - Thiét b y t& ctia 03 co s& Bénh vién K: co s& Quan St, co s&

Tam Hiép, co sé Téan Trieu. Hang héa phai dugce van chuyén theo ding diéu kién bao quan cia nha san xuat, ddm bdo an toz‘méog/
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phong tranh chay nd, 6 v&, hu hong
f. Hang héa dwoc kiém tra, thir nghiém, déng goi, van chuyén, bao quan phit hop véi khi hau tai noi hang héa dugc
str dung. Hang héa duge cung cip khéng c6 anh hudng tac dong dén méi trudong hodic c6 anh hudng tic dong dén mdi truong
nhung c6 d& xuat bién phap giai quyét
Ha Noi. ngay ...... thang ...... ndm 2025
Dai dién nha thau
Muc 2. Ban vé
Khéng yéu ciu
Muc 3. Kiém tra va thir nghiém
Céc kiém tra va thir nghiém can tién hanh gdm c6:

Trong mot sd trudng hop, trude khi phé duyét két qua tring thu, chu dau tu c6 quyén kiém tra viée dap Gng/khong dép
g v& kha ning twong thich véi may moc hodc kha ning cung tmg ctia nha thdu bing cac gidy to can thiét.
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