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Phian 2. YEU CAU VE KY THUAT
Chuwong V. YEU CAU VE KY THUAT
Muc 1. Yéu ciu vé k§ thuét
1.1. Giéi thiéu chung vé dw todn mua sim, géi thiu

— Tén dy toan: Cung cap héa chat va vt tw xét nghi¢ém ding cho may mién
dich c6 muon thiét bi y te ciia Bénh vién Pa khoa Cu Chi;

— Tén goi thau: Cung cap hoa chat va vat tw xét nghiém ding cho may mién
dich c¢6 mwon thiét bi y té ciia Bénh vién Pa khoa Cii Chi;

— Chu du tu: Bénh vién Pa khoa Cu Chi;

- Ngu@)n von: Nguén thu tir dich vu kham bénh, chira bénh (bao g@)m ca nguén
thu do co quan BHXH thanh toan).

— Hinh thtc va phuong thirc lua chon nha thdu: Pau thau rong rii - Mot giai
doan, mot ti ho so;

— Thoi gian thyc hién goi thau: 12 thang ké tir ngay hop dong c6 hiéu luc;

— Tuy chon mua thém: C6 &p dung.

— Pja diém, quy md dy an: Bénh vién Pa khoa Cu Chi.

1.2. Yéu cdu vé ky thugt

1.2.1. Yéu cdu vé ky thudt chung

~ Hang hoa chao thiu phai duoc luu hanh hop phap tai Viét Nam. Nha thau cung

cap hang hoa tham gia thau cung tai liéu chimg minh cac théng s6 ky thuat dap ung day
du cac yéu cau cua E-HSMT.

1.2.2. Yéu cdu vé ky thugt cu thé

a) Yéu cdu vé thiét bi y té (hé thong mdy) nha thau cung cdp dé sir dung cho
hod chdt va vit tw xét nghiém triing thau:

- Nha thau cung cip cac gidy to sau:

+ Sé Iwu hanh hodc s6 dang ky lwu hanh hodc gidy chimg nhén dang ky luu hanh
hoac gidy phép nhap khau hoc tai liéu tuong duong; Bang két qua phan loai thiét bi y
té vé murc d6 rui ro, nhin hang hoa theo quy dinh tai Nghi dinh s6 98/2021/ND-CP,
Nghi dinh 07/2023/ND-CP va cac quy dinh phap luét hién hanh.

+ Tai liéu hudng dan sir dung bang tiéng Viét.
+ Gidy chung nhan tiéu chuin chat luong ISO 13485 ciia nha san xuat.

+ Gidy chtrng nhan chit luvong hodc tai liéu twong duong (ddi véi thiét bi y té san
xuat trong nudc), giay ching nhan xuat xa CO, gidy chiing nhan chat lugng CQ hodc
tai liéu tuong duong (doi voi thiét bi y té nhap khau).

+ Gidy chirng nhan kiém dinh thiét bi hoic két qua hiéu chuén thiét bi cua nha san
xuat hodc dai di€n nha san xuat tai Viét Nam hodc c6 giay giam dinh chat lugng thiét bi
trudc khi dua vao str dung ctia don vi ¢ chiic nang (n€u co).

b) Yéu cdu cu thé doi véi héa chit, vit tw xét nghiém va cdc vit tw can thiét di
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kém dé thye hign dich vu ky thudt:

- Nha thau dé xut cung cip hoa chét, vat tu xét nghiém, vat tu can thiét di kém
phuc vu cong tac thir nghiém chat luong dich vu k¥ thuat va hiéu chinh thiét bi; Nha
thau phai dam bao thoi han sur dung cia hoa chét, vat tu xét nghi¢m, vat tu can thiét bao
gdm quy dinh vé viéc thay thé cac hoa chit, vat tu xét nghiém, vét tu can thiét khong
dam bao vé thoi han st dung theo yéu cau tai Muc 3.2 Han dung cua hang héa thudc
Chuong 3 Tiéu chuan danh gia E-HSDT.

- Nha thau phai thay thé mién phi hoa chat, vat tu,..trong truong hop do chat
lugng cua hoéa chat, vat tu khong dam bao dan dén két qua cta dich vu ky thuat khong
r0 rang, khong chinh xac va phai thyc hi¢n lai.

- Nha thau phai dam bao vé viée luu kho, luu trit hoa chit, vat tu xét nghiém, vat
tu can thiét d€ dam bao dich vu k¥ thuat dugc thuc hién lién tuc, khong bi gian doan.

- Yéu cau vé tinh nang ky thuét chung dbi v0i hoa chat, vat tu xét nghiém, vat tu
can thiét thé hién chi tiét tai Bang tom tat thong sb ky thuat cia hang hoa, dich vy lién
quan thugc Chuong V cua E-HSMT.

¢) Yéu cau cu thé doi voi dich vu di kem:

Dich vu di kém bao gdm bao hanh, bao dudng, thay thé linh kién; lap dit, dio tao,
huéng dan sir dung.

Nha thau trung thau hoé chat chiu trach nhiém thuc hién bao tri, bao dudng, stra
chita dinh ky hodc khi can thiét va c6 ké hoach tan suat cy thé cho cac lan thuc hién (tbi
thiéu 4 1an/ nam). Hodc uy quyén cho don vi khac c6 du kha ning, thim quyén thuc hién
(chi phi nay do nha thau chiju).

Nha thau chu dong lién hé chu dau tu dé 1én ké hoach khao sat, lap dat thiét bi va
chay thir dé kiém tra chat luong dau vao.

Don vi cung cip, lip dit co trach nhiém hudng dan st dung, van hanh, stra chira
nho va cip ching nhan phu hop.

Cung cép déy du ho so, bién ban ban giao, nghiém thu, CO-CQ, huéng dan sur
dung (tiéng Anh va tiéng Viét, ban cong chimg) cho bénh vién.

Cam két hd tro sira chira, k§ thudt trong 24 gid (truc tiép) hodc ngay lap tic (online,
tir xa) khi c6 yéu cau.

Hoan thanh ban giao, 1ap dat, dua thiét bj vao st dung trong 30 ngay ké tir ngay
trang thau.

Nha thau chiu trach nhiém 100% chi phi két nbi LIS cho thiét bi.

d) Tién dj giao hang, ngay hoan thanh dich vu theo yéu cau tai Mau sé 01.1
Chuong IV

Tém tat thong ) ky thuat cua hang hoa, dich vu di kem. Hang hoa, dich vu di
kém phdi tudn thii cdc théng sé ky thudt va tiéu chudn sau day:

Hang
muc so

Tén hang héa Thong s6 k¥ thuit va cac tiéu chuin

- Dya trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong alpha-fetoprotein trong huyét thanh nguoi.

- Thanh phan bao gdm:Microparticles Solution: >2.3ml, Enzyme
Conjugate: >11ml, Sample Diluent: >5.5ml, ...

- Dung dich chuén (Calib).

Pinh lugng AFP
(Alpha Fetoproteine)
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Tén hang héa

Théng s6 k§ thuit va cac tiéu chuin

- Pham vi phan tich: 1.8-1000 ng/mL.

- Bao quan 2-8 d¢ C.

- G161 han phat hién: <2.0 ng/mL. Gid6i han dinh lugng: <3.5 ng/mL.
- Pat tiéu chuan: ISO 9001, ISO 13485 hoic twong duong.

Dinh lugng CEA
(Carcino Embryonic
Antigen)

- Dua trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong carcinoembryonic antigen trong huyét thanh ngudi.

- Thanh phan bao gdm:Enzyme Conjugate: >11ml, Microparticles
Solution: >2.3ml, ...

- Dung dich chuén (Calib).

- Bao quan 2-8 d¢ C.

- Pham vi phan tich: 0.5-1000 ng/mL.

- Gi61 han phat hién: <1.5 ng/mL. Gidi han dinh lugng: <1.8 ng/mL.
- Pat tiéu chuén: ISO 9001, ISO 13485 hoic tuong duong.

Pinh lugng PSA tu do
(Free prostate-Specific
Antigen)

- Dya trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong free prostatic specific antigen trong huyét thanh nguoi.

- Thanh phan bao gdm:Enzyme Conjugate: >11ml, Microparticles
Solution: >2.3ml, Sample Diluent: >5.5ml, ...

- Dung dich chuan (Calib).

- Bdo quan 2-8 do C.

- Pham vi phan tich:0.05-50 ng/mL.

- G161 han phat hién: <0.1ng/mL. Gi61 han dinh lugng: <0.1ng/mL.

- Pat tiéu chudn: ISO 9001, ISO 13485 hoic twong duong.

Dir}h luong PSA toan
phan (Total prostate-
Specific Antigen)

- Dua trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong total prostatic specific antigen trong huyét thanh nguoi.-
Thanh phan bao gdbm:Enzyme Conjugate: >11ml, Microparticles
Solution: >2.3ml, ...

- Dung dich chuén (Calib).

- Bao quan 2-8 d¢ C.

- Pham vi phan tich: 0.1- 100ng/mL.

- Gi61 han phat hién: <0.12ng/mL. Gidi han dinh lugng: <0.15ng/mL.
- Pat tiéu chuén: ISO 9001, ISO 13485 hoic tuong duong.

Pinh luong CA 125
(cancer antigen 125)

- Dya trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong CA 125 trong huyét thanh ngudi.

- Thanh phan bao gdm: Microparticles Solution: >2.3ml, Enzyme
Conjugate: >11ml, ...

- Dung dich chuan (Calib).

- Bdo quan 2-8 4o C.

- Pham vi phan tich: 2- 1000 U/mL.

- G161 han phat hién: <1.0 U/mL. Gi6i han dinh lugng: <2.5 U/mL.

- Pat tiéu chudn: ISO 9001, ISO 13485 hoic twong duong.

Pinh lugng CA 19 -9
(Carbohydrate
Antigen 19-9)

- Dya trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong Carbohydrate Antigen 19-9 trong huyét thanh nguoi.

- Thanh phan bao gdm:Enzyme Conjugate: >11ml, Microparticles
Solution: >2.3ml, Sample Diluent: >5.5ml, ...

- Dung dich chuan (Calib).

- Bdo quan 2-8 do C.

- Pham vi phan tich: 2- 1000 U/mL.

- G161 han phat hién: <2.0 U/mL. Gi6i han dinh lugng: <5.0 U/mL.

- Pat tiéu chuén: ISO 9001, ISO 13485 hoic tuong duong.
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Tén hang héa

Théng s6 k§ thuit va cac tiéu chuin

Pinh luong CA 15 -3
(Cancer Antigen 15-
3)

- Dua trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh lwong Carbohydrate Antigen 15-3 trong huyét thanh nguoi.

- Thanh phan bao gdm:Enzyme Conjugate: >11ml, Microparticles
Solution: >2.3ml , sample diluent, ...

- Dung dich chuén (Calib).

- Bao quan 2-8 d¢ C.

- Pham vi phéan tich: 1-300U/mL.

- Gi61 han phat hién: <4.5 U/mL. Gidi han dinh lugng: <6.0 U/mL.

- Pat tiéu chuén: ISO 9001, ISO 13485 hoic tuong duong.

Pinh lugng CA 72 - 4
(Cancer Antigen 72-
4)

- Dya trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong Carbohydrate Antigen 72-4 trong huyét thanh ngudi.-
Thanh phan bao gdm: Microparticles Solution: >2.3ml, Enzyme
Conjugate: >11ml, ...

- Dung dich chuan (Calib).

- Bdo quan 2-8 do C.

- Pham vi phan tich: 1- 300 U/mL.

- Gi61 han phat hién: <2.5 U/mL. Gidi han dinh lugng: <3.5 U/mL.
- Pat tiéu chudn: ISO 9001, ISO 13485 hoic twong duong.

Pinh lugng Ferritin

- Dua trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong Ferritin trong huyét thanh ngudi.

- Thanh phan bao gdm:Enzyme Conjugate: >11 ml, Microparticles
Solution: >2.3ml, Sample Diluent: >5.5 ml, ...

- Dung dich chuén (Calib).

- B4ao quan 2-8 d¢ C.

- Pham vi phan tich: 1.5-1000 ng/mL.

- Gi61 han phat hién: <1.5 ng/mL. Gidi han dinh lugng: <3.5 ng/mL.
- Pat tiéu chuén: ISO 9001, ISO 13485 hoic tuong duong.

10

Dinh luong Cyfra 21-
1

- Dya trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong Cyfra 21-1 trong huyét thanh ngudi.

- Thanh phan bao gdm:Enzyme Conjugate: >11ml, Microparticles
Solution: >2.3ml, Sample Diluent: >5.5ml, ...

- Dung dich chuan (Calib).

- Bdo quan 2-8 do C.

- Pham vi phan tich: 0.2-500 ng/mL.

- G161 han phat hién: <0.3 ng/mL. Gid6i han dinh lugng: <0.5 ng/mL.
- Dat tiéu chudn: ISO 9001, ISO 13485 hojc twong dwong.

11

Pinh lugng Pro-
calcitonin

- Dua trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong PCT (Procalcitonin) trong huyét thanh va huyét twong cta
con nguoi (heparin, EDTA).

- Thanh phan bao gdm:Enzyme Conjugate: >5.5ml, Microparticles
Solution: >2.3ml, Sample Diluent: >5.5ml, ....

- Dung dich chuan (Calib).

- Bdo quan 2-8 do C.

- Pham vi phan tich: 0.03-100 ng/mL.

- G161 han phat hién: <0.05ng/mL. Gidi han dinh lugng: <0.06ng/mL.
- Pat tiéu chudn: ISO 9001, ISO 13485 hoic twong duong.

12

HBsAb dinh luong

- Dya trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong anti-HBs (khang thé khang khang nguyén bé mat viém
gan B) trong huyét thanh hodc huyét tuong nguoi (heparin),.
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Hang‘ Tén hang héa Thong ) ky thuit va cac tiéu chuin
muc so
- Thanh phan bao gdm: Microparticles Solution: >2.3ml, Enzyme
Conjugate: >5.5ml, ....
- Dung dich chuén (Calib).
- B4do quan 2-8 d¢ C.
- Pham vi phéan tich: 5-1000 mIU/ml. B¢ nhay phan tich: <2 mIU/ml.
- Pat tiéu chudn: ISO 9001, ISO 13485 hoic twong duong.
- Dua trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong Insulin trong huyét thanh ngudi.
- Thanh phan bao gdm: Enzyme Conjugate: >5.5 ml, Microparticles
Solution: >2.3ml, ...
13 Dinh luong Insulin | - Dung dich chuan (Calib).
- B4do quan 2-8 d¢ C.
- Pham vi phéan tich: 1.0 - 300 pIU/mL.
- Gi61 han phat hién: <0.3uIU/mL. Gi6i han dinh lugng: <0.5pIU/mL.
- Pat tiéu chuén: ISO 9001, ISO 13485 hoic tuong duong.
- Duya trén phuong phap mién dich vi hat héa phat quang dé xac dinh
dinh luong C-Peptide trong huyét thanh ngudi.
- Thanh phan bao gdm: Enzyme Conjugate: >5.5 ml, Microparticles
Solution: >2.3ml, ...
14 Dinh lugng C-Peptid | - Dung dich chuén (Calib).
- Bdo quan 2-8 do C.
- Pham vi phan tich: 0.2- 30 ng/mL.
- G161 han phat hién: <0.1ng/mL. Gi61 han dinh lugng: <0.15ng/mL.
- Pat tiéu chudn: ISO 9001, ISO 13485 hoic twong duong.
- Dua trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong free triiodothyronine trong huyét thanh ngudi.
- Thanh phan bao gdm: Microparticles Solution: >2.3ml, Enzyme
. I n Conjugate: >11ml, ...
15 HO;EE?L’(‘E an%ﬁ-’m - Dung dich chuén (Calib).
mh reng - Bao quédn 2-8 d¢ C.
- Pham vi phén tich: 0.2-50 pmol/L.
- Gi61 han phat hién: <1.0pmol/L. Gi¢i han dinh lugng: <1.5pmol/L.
- Pat tiéu chuén: ISO 9001, ISO 13485 hoic tuong duong.
- Duya trén phuong phap mién dich vi hat héa phat quang dé xac dinh
dinh luong free thyroxine trong huyét thanh ngudi.
- Thanh phan bao gdm: Microparticles Solution: >2.3ml, Enzyme
. L A Conjugate: >11ml, ...
16 HO;EE?L’S? “FgITlfm - Dung dich chun (Calib).
Hhh Iong ~ Béo quan 2-8 46 C.
- Pham vi phan tich: 2.5-100pmol/L.
- G161 han phat hién: <4pmol/L. Gidi han dinh lugng: <4.5pmol/L.
- Pat tiéu chudn: ISO 9001, ISO 13485 hoic twong duong.
- Dya trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong thyroid stimulating hormone trong huyét thanh nguoi.
- Thanh phan bao gdm: Microparticles Solution: >2.3ml, Enzyme
17 Hoa chat xét nghiém | Conjugate: >5.5ml, Assay Diluent: >5.5ml, .

dinh lugng TSH

- Dung dich chun (Calib).

- Bdo quan 2-8 do C.

- Pham vi phan tich: 0.005 pIU/mL-100 pIU/mL.

- Gi61 han phat hién: <0.010 uIU/mL. Gi6i han dinh lugng: <0.012
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muc S0

Tén hang héa

Théng s6 k§ thuit va cac tiéu chuin

pulU/mL. 7
- Dat tiéu chuan: ISO 9001, ISO 13485 hoac twong duong.

18

Pinh luvgng Anti -
TPO (Anti- thyroid
Peroxidase antibodies)

- Dua trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong anti-TPO (antibody to thyroid peroxidase) trong huyét
thanh nguoi.

- Thanh phan bao gdm: Microparticles Solution: >2.3ml, Enzyme
Conjugate: >11ml, Sample Diluent: >11ml, ...

- Dung dich chuan (Calib).

- Bdo quan 2-8 do C.

- Pham vi phan tich: 2 IU/mL - 1000 IU/mL.

- G161 han phat hién: <4 IU/mL. Gi61 han dinh lugng: <8 IU/mL.

- Pat tiéu chudn: ISO 9001, ISO 13485 hoic twong duong.

19

Dinh lugng Anti-Tg
(Antibody-
Thyroglobulin)

- Dua trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong anti-TG (antibody to thyroglobulin) trong huyét thanh
nguoi.

- Thanh phan bao gdm: Microparticles Solution: >2.3ml, Enzyme
Conjugate: >11ml, Sample Diluent: >11ml, ...

- Dung dich chuan (Calib).

- Bdo quan 2-8 do C.

- Pham vi phan tich: 10 IU/mL-2000 IU/mL.

- G161 han phat hién: <20 IU/mL. Gidi han dinh lugng: <30 [U/mL.

- Dat tiéu chudn: ISO 9001, ISO 13485 hojc twong dwong.

20

Dinh luong TRADb
(TSH Receptor
Antibodies)

- Dua trén phuong phap mlen dich vi hat hoa phat quang dé xac dinh
dinh lugng khang thé ty mién ddi véi thu thé TSH trong huyét thanh
ngudi bang khang thé thu thé giap tai to hop.

- Thanh phan bao gdm: Microparticles Solution: >2.3ml, Enzyme
Conjugate: >5.5ml, Analytical Diluent: >5.5ml, Antigen Solution 1
6ng, Antigen Solution Buffer: >3.0ml, ...

- Dung dich chuén (Calib).

- Pham vi phan tich: 1 IU/L- 50 IU/L.

- G161 han phat hién: <0.7 IU/L. Gi6i han dinh luong: <1.0 IU/L

- Bao quan 2-8 d¢ C.

- Pat tiéu chuén: ISO 9001, ISO 13485 hoic tuong duong.

21

Hoa chit xét nghiém
dinh lvong PTH

- Dya trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong PTH trong huyét thanh hoic huyét trong ngudi.

- Thanh phan bao gdm: Microparticles Solution: >2.3ml, Enzyme
Conjugate: >5.5ml, Antibody Solution: >2.3ml, ...

- Dung dich chuan (Calib).

- Bdo quan 2-8 do C.

- Pham vi phan tich: 2pg/mL - 3000pg/mL.

- G161 han phat hién: <4.0pg/mL. Gi61 han dinh lugng: <8.0pg/mL.

- Pat tiéu chudn: ISO 9001, ISO 13485 hoic twong duong.

22

Hoa chit xét nghiém
dinh lugng
CORTISOL

- Dya trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh luong Cortisol trong huyét thanh, huyét twong (EDTA) hoic
nude tiéu cia nguoi.

- Thanh phan bao gdm:Enzyme Conjugate: >5.5ml, Microparticles
Solution: >2.3ml, Antibody Solution: >5.5ml, ...

- Dung dich chuén (Calib).

- Bdo quan 2-8 do C.
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Tén hang héa

Théng s6 k§ thuit va cac tiéu chuin

- Gioi han phat hién: <0.2pg/dL. Gi6i han dinh luong: <0.5pg/dL.
- Pat tiéu chuan: ISO 9001, ISO 13485 hodc twong duong.

23

Hoa chit xét nghiém
dinh luong free Beta
HCG

- Dua trén phuong phap mién dich vi hat hoa phat quang dé xac dinh
dinh lugng free B-hCG (free B-Human Chorionic Gonadotropin) trong
huyét thanh nguoi.

- Thanh phan bao gdm:Microparticles Solution: >2.3ml, Enzyme
Conjugate: >11ml, Sample Diluent: >5.5ml, ...

- Dung dich chuan (Calib).

- Bdo quan 2-8 do C.

- Pham vi phan tich: 2-2000 mIU/mL.

- G161 han phat hién: <2.0 mIU/mL. Gi61 han dinh luong: <3.5
mlU/mL .

- Pat tiéu chuén: ISO 9001, ISO 13485 hoic tuong duong.

24

Hoa chat xét nghiém
dinh lugng Troponin
T hs

- Duya trén phuong phap mién dich vi hat héa phat quang dé xac dinh
dinh luong hs-cTnT (troponin T tim mach d6 nhay cao) trong huyét
thanh va huyét twong nguoi (EDTA, heparin).

- Thanh phan bao gdm: Microparticles Solution: >2.3ml, Enzyme
Conjugate: >11ml, Sample Diluent:> 5.5ml , ...

- Dung dich chuén (Calib).

- B4do quéan 2-8 d¢ C.

- Pham vi phan tich: 3pg/mL—-10000pg/mL.

- G161 han phat hién: <Spg/mL. Gidi han dinh lugng: <13pg/mL.

- Pat tiéu chuén: ISO 9001, ISO 13485 hoic tuong duong.

25

Hoa chit xét nghiém
dinh lugng Troponin I

- Duya trén phuong phap mién dich vi hat héa phat quang dé xac dinh
dinh lwong ndéng do cardiac Troponin I trong huyét thanh va huyét
tuong nguoi.

- Thanh phan bao gdm: Enzyme Conjugate: >5.5ml, Microparticles
Solution: >2.3ml, ...

- Dung dich chuén (Calib).

- B4do quéan 2-8 d¢ C.

- Pham vi phan tich: 0.1-100 ng/mL.

- Gi61 han phat hién: <0.02ng/mL. Gidi han dinh lugng: <0.04ng/mL.
- Pat tiéu chuén: ISO 9001, ISO 13485 hoic tuong duong.

26

Thudc thtr dinh luong
NT - pro BNP (b -
type natriuretic
peptide)

- Duya trén phuong phap mién dich vi hat héa phat quang dé xac dinh
dinh lwong N-terminal pro B-type natriuretic peptide trong huyét
thanh va huyét twong ngudi.

- Thanh phan bao gdm: Enzyme Conjugate: >5.5ml, Microparticles
Solution: >2.3ml, ...

- Dung dich chuén (Calib).

- B4do quan 2-8 d¢ C.

- Pham vi phan tich: 30-32000 pg/mL.

- G161 han phat hién: <30 pg/mL. Gi6i han dinh lugng: <65 pg/mL

- Pat tiéu chuén: ISO 9001, ISO 13485 hoic tuong duong.

27

Dung dich rira mau
dung cho méy mién
dich

- Dung dich rtra dém dung dé 1am sach trong qua trinh phan tng.
-Baoquan2-30d6 C.
- Pat ti€u chuan: ISO 9001, ISO 13485 hoac tuong duong.

28

Giéng phan img dung
cho may mién dich

Giéng chira mau phan (mg cho may, phu hop véi thiét bi xét nghiém
di keém.




122

Hang
muc S0

Tén hang héa

Théng s6 k§ thuit va cac tiéu chuin

29

Hoa chat phat quang
trong mién dich

- Chat phat quang két hop vai hoa chat tuong tmg dé xac dinh cac chi
sO can xét nghiém, dya trén phuong phap mién dich vi hat hod phat
quang.

- Thanh phan: Substrate A: >110ml, Substrate B: >110ml. - Bao quan
2-8PoC.

- Pat tiéu chudn: ISO 9001, ISO 13485 hoic twong duong.

30

Dung dich rira may
mién dich

- La chat dam dic duoc st dung dé rtra sach kim hut mau trong qua
trinh phan ung; bao quan 2 - 30 6 C.

31

Dung dich pha loang
dung trong mien dich

- Dung d¢é pha loing mu, Bao quan 2 - 30 6 C.
- Pat tiéu chuan: ISO 9001, ISO 13485 hoac twong duong.

32

Endocrine Control 11—
Level 1 hodc tuong
duong

- San phdm nay duoc dung 1am mau kiém soat chat luong dé theo ddi
d6 chinh x4c cta cac chat phan tich duoc liét ké trong to hudng din
st dung.(T& hudng dan st dung kém theo san pham.)

- Bdo quan va do on dinh:

1. San pham nay s& 6n dinh dén ngay hét han khi duoc bao quan &
nhiét do tir 2°C dén 8°C.

2. Sau khi pha, bao quan kin san pham, tranh anh sang.

3. Sau khi pha va bao quan kin & nhiét d6 tir 2°C dén 8°C, san pham
s& 6n dinh nhu sau:

- Tat ca cac chit phan tich: >14 ngay

Ngoai tru:

- C-peptide: >4 gid ¢ 2°C dén 8°C

- IGF-1: >3 ngay ¢ 2°C dén 8°C

- Insulin va folate: >7 ngay & 2°C dén 8°C

- ACTH: sau khi pha, tién hanh xét nghiém ngay 1ap tirc.

4. Bao quan mau ddi chimg da pha loang thanh ting phan nho va
dong lanh ¢ nhiét d6 duoi -15°C, san phém s& 6n dinh nhu sau:

- Tat ca cac chit phan tich: >20 ngay

Ngoai tru:

- ACTH va C-peptide, khong dam bao d6 6n dinh khi dong lanh

5. Sau khi ra dong, khong duoc dong lanh lai san pham nay.

6. San pham nay duoc van chuyén ¢ nhiét do tir 2°C dén 30°C trong
>6 ngay

- Pat tiéu chuan: ISO 13485 hoic trong duong.

33

Endocrine Control 11—
Level 2 hodc tuong
duong

- San pham nay duogc dung lam mau kiém so4t chat luong dé theo doi
d6 chinh xéac cua cac chat phén tich dugc liét ké trong t hudng dan
str dung.(Td hudéng dan sir dung kém theo san pham.)

- Bdo quan va do on dinh

1. San pham nay s& 6n dinh dén ngay hét han khi duoc bao quan &
nhiét do tir 2°C dén 8°C.

2. Sau khi pha, bao quan kin san pham, tranh anh sang.

3. Sau khi pha va bao quan kin & nhiét d6 tir 2°C dén 8°C, san pham
s& 6n dinh nhu sau:

- Tét ca cac chit phan tich: >14 ngay.

Ngoai tru:

- C-peptide: >4 gid ¢ 2°C dén 8°C

- IGF-1: >3 ngay ¢ 2°C dén 8°C

- Insulin va folate: >7 ngay & 2°C dén 8°C

- ACTH: sau khi pha, tién hanh xét nghiém ngay 1ap tirc.
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4. Bao quan mau do6i chimg di pha lodng thanh tirng phan nho va
dong lanh ¢ nhiét d6 dudi -15°C, san phém s& 6n dinh nhu sau:

- Tt ca cac chat phén tich: >20 ngay

Ngoai trur:

- ACTH va C-peptide, khong dam bao do 6n dinh khi déng lanh

5. Sau khi rd dong, khong dugc dong lanh lai san pham nay.

6. San pham nay duogc van chuyén & nhiét do tir 2°C dén 30°C trong
>6 ngay

- Pat tiéu chuan: ISO 13485 hoic tuong duong.

34

Thyroid Speciality
Control — Level 1
hodc tuong duong

- San phdm nay duoc dung 1am mau kiém soat chit luong dé theo ddi
d6 chinh x4c ctia xét nghiém tuyén giap, cac chit phén tich duoc chi
dinh 1a: khang thé thyroglobulin (TgAb), khang thé peroxidase tuyén
giap (TPOAD), rT3 va khang thé thu thé thyrotropin (TRADb), ..

1. San pham nay s& 6n dinh dén ngay hét han khi dugc bao quan o
nhiét d6 tir 2°C dén 8°C ma khong cAn md nép.

2. Sau khi pha loang va bao quan kin ¢ nhiét do tir 2°C dén 8°C, san
pham nay s& 6n dinh nhu sau:

- Tat ca cac chit phan tich: >14 ngay

3. Bao quan mau d6i chimg di pha lodng thanh tirng phan nho va
dong lanh & nhiét d6 dudi -15°C, san pham s& 6n dinh dén >30 ngay.
4. Sau khi rd dong, khong dugc déng lanh lai san phdm nay.

5. San pham nay duoc van chuyén trong diéu kién lanh (2°C dén
30°C) trong >6 ngay.

- Pat tiéu chudn: ISO 13485 hoic trong duong.

35

Thyroid Speciality
Control — Level 2
hodc tuong duong

- San pham nay duogc dung lam mau kiém so4t chat luong dé theo doi
d6 chinh xéac cua xét nghiém tuyén giap, cac chat phén tich dugc chi
dinh 1a: khang thé thyroglobulin (TgAb), khang thé peroxidase tuyén
giap (TPOAD), rT3 va khang thé thy thé thyrotropin (TRAD), ..

1. San pham nay sé& 6n dinh dén ngay hét han khi duoc bao quan o
nhiét d¢ tir 2°C dén 8°C ma khong can md nap.

2. Sau khi pha lodng va bao quan kin & nhiét do tir 2°C dén 8°C, san
pham nay s& 6n dinh nhu sau:

- T4t ca cac chat phan tich: >14 ngay

3. B4o quan mau ddi chimg da pha loang thanh ting phan nho va
dong lanh ¢ nhiét do duoi -15°C, san phém s& On dinh dén >30 ngay.
4. Sau khi ra dong, khong dugce dong lanh lai san pham nay.

5. San pham nay duogc van chuyén trong diéu kién lanh (2°C dén
30°C) trong >6 ngay.

- Pat tiéu chuan: ISO 13485 hoic tuong duong.

36

Tumor Marker
Control IT — Level 1
hodc tuong duong

- San pham nay duoc ding lam chét kiém soat chat lwong da dwoc xét
nghi¢m dé theo ddi do chinh xé4c cia cac dau 4n khdi u, cac chat phan
tich dugc chi dinh la: AFP, CEA, CA125, CA19-9, CA15-3, CAS0,
tPSA, fPSA, Ferritin, CA72-4, NSE, SCCA, Cyfra 21-1, CA242,
HEA4, PGI, PGII, p2-Microglobulin, B-HCG va TG, ...

- Bao quan va do on dinh

1. San pham nay s& 6n dinh dén ngay het han khi dugc bao quan &
nhiét d6 tir 2°C dén 8°C ma chwra mé nép.

2. Sau khi pha loang va bao quan kin ¢ nhiét do tir 2°C dén 8°C, san
pham nay s& 6n dinh nhu sau:

- Tat ca cac chit phan tich: >14 ngay
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Ngoai tru:

- NSE: 1 ngay & nhiét do tir 2°C dén 8°C

3. Bao quan mau d6i chimg di pha lodng thanh tirng phan nho va
dong lanh & nhiét 46 dudi -15°C, san pham s& 6n dinh dén >30 ngay.
4. Sau khi rd dong, khong dugc déng lanh lai san phdm nay.

5. San pham nay duoc van chuyén ¢ nhiét do tir 2°C dén 30°C trong
>6 ngay.

- Pat tiéu chuan: ISO 13485 hoic trong duong.

37

Tumor Marker
Control IT — Level 2
hodc tuong duong

- San pham nay duogc dung lam chat kiém soat chat lugng da duoc xét
nghiém dé theo doi d6 chinh x4c cua cac diu 4n khdi u, cac cht phan
tich dugc chi dinh la: AFP, CEA, CA125, CA19-9, CA15-3, CAS0,
tPSA, fPSA, Ferritin, CA72-4, NSE, SCCA, Cyfra 21-1, CA242,
HE4, PGI, PGII, B2-Microglobulin, B-HCG va TG, ...

- Bao quan va d¢ on dinh

1. San pham nay s& 6n dinh dén ngay het han khi duogc bdo quan &
nhiét do tir 2°C dén 8°C ma chua md nép.

2. Sau khi pha lodng va bao quan kin & nhiét do tir 2°C dén 8°C, san
pham nay s& 6n dinh nhu sau:

- T4t ca cac chat phén tich: >14 ngay

Ngoai trur:

- NSE: 1 ngay & nhiét d6 tir 2°C dén 8°C

3. B4o quan mau ddi chimg da pha loang thanh ting phan nho va
dong lanh ¢ nhiét do duoi -15°C, san phém s& 6n dinh dén >30 ngay.
4. Sau khi ra dong, khong dugce dong lanh lai san pham nay.

5. San pham nay duogc van chuyén ¢ nhiét do tir 2°C dén 30°C trong
>6 ngay.

- Pat tiéu chuan: ISO 13485 hoic tuong duong.

38

Cardiac Markers
Control- Level 1 hodc
tuong duong

- San phdm nay duoc dung 1am mau kiém soat chit luong dé theo ddi
dd chinh x4c cta cac chi sb tim mach, cac chat phan tich duoc chi
dinh 1a CK-MB, c¢Tnl, cTnT, hs-CRP, BNP, NT-proBNP, H-FABP va
MYO, ....

- Bao quan va d¢ on dinh:

1. San pham nay s& 6n dinh dén ngay het han khi duogc bdo quan &
nhiét d6 tir 2°C dén 8°C ma chua mo nép.

2. Sau khi pha, bao quan san pham kin, tranh anh sang.

3. Sau khi pha va bao quan & nhiét do tir 2°C dén 8°C, san phdm s& 6n
dinh nhu sau:

- Tét ca cac chi so phan tich: >7 ngay

Ngoai trir: Chi sb kiém soat tim mach 3/4

- BNP va cTnl: >3 ngay

4. Chia nho dung dich kiém soat da pha va dong lanh ¢ nhiét do duoi
-15°C, san pham s& 6n dinh dén >30 ngay.

5. Sau khi ra dong, khong duoc dong lanh lai san pham nay.

6. San pham nay duoc van chuyén ¢ nhiét do tir 2°C dén 30°C trong
>6 ngay.

- Pat tiéu chuan: ISO 13485 hoic trong duong.

39

Cardiac Markers
Control- Level 2 hodc
tuong duong

- San pham nay dugc dung lam mau kiém soat chat luong dé theo ddi
dd chinh xac cia cac chi so tim mach, cac chat phan tich dugc chi
dinh 1a CK-MB, ¢Tnl, cTnT, hs-CRP, BNP, NT-proBNP, H-FABP va
MYO, ....
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- Bao quan va do on dinh:

1. San pham nay s& 6n dinh dén ngay het han khi dugc bao quan &
nhiét d6 tir 2°C dén 8°C ma chwra mé nép.

2. Sau khi pha, bao quan san pham kin, tranh 4nh sang.

3. Sau khi pha va bao quan & nhiét d6 tir 2°C dén 8°C, san pham s& 6n
dinh nhu sau:

- T4t ca cac chi sd phan tich: >7 ngay

Ngoai trir: Chi s6 kiém soat tim mach 3/4

- BNP va cTnl: >3 ngay

4. Chia nho dung dich kiém soat da pha va dong lanh ¢ nhiét d dudi
-15°C, san pham s& 6n dinh dén >30 ngay.

5. Sau khi rd dong, khong dugc dong lanh lai san pham nay.

6. San pham nay duogc van chuyén & nhiét do tir 2°C dén 30°C trong
>6 ngay.

- Pat tiéu chuan: ISO 13485 hoic tuong duong.

* Ghi chu:

- Bdt ky thwong hiéu, k)5 ma hiéu, danh tir riéng (néu co) trong bang yéu cau ky
thudt chi tiét chi mang tinh chdt minh hoa cho cdc tiéu chudn chat lu"o’ng, tlnh nang ky
thudt cua hang héa, nha thau c6 thé lwa chon di thau hang héa co nguon goc, xudt xi,
nha san xudt, thwong hiéu, md hiéu phit hop véi diéu kién cung cdp ciia nha thau nhung
phdi dam bdo yéu cau tiéu chudn ky thudt, ddc tinh ky thudt, tinh ndng sit dung “tiong
dwong” hodc “wu viét” hon hdn so véi yéu cdu toi thiéu.

- Twong dwong dwoc hiéu la twong dwong vé mdt ky thudt, tinh ndng si dung,
tiéu chudn céng nghé, Nha thau c6 thé chao hang héa dwoc néu trén hodc logi hang héa
khdc nhung phai chung minh su twong dwong hodc wu viét so voi hang hoa duwoc néu
trén. Pé chirng minh sw twong dwong nha thau phdi c6 bang so sanh chi tiét vé théng so
ky thudt, déc tinh sir dung cing cdc tdi liéu ky thudt kém theo dé chimg minh. Néu nha
thau khong co tai lieu chung minh sy twong dwong hodc wu viét hon thi dwoc xem la
khéng dat vé mdt ky thudt.

1.3. Cdc yéu cdu khdc
1.3.1. Bing ké khai chi tiét hang héa dw thiu

Nha thau ké khai thong tin vao Bang ké khai chi tiét hang hoa du thau theo mau
(cung cép file dwéi dinh dang file EXCEL va file scan dinh dang PDF c6 ky dai dién
hop phép cta nha thau, dong dau hop 1¢), dinh kém E-HSDT dé Chu dau tu tién hanh
danh gia vé mat k¥ thuat ciia hang héa du thau.




126

BANG KE KHAI CHI TIET HANG HOA DU THAU

Tén nha thau: A
Ma dinh danh: vn.....
Piachi: e,
So dién thoai: ........cooeevvveeeiiiiiiiienn, emaili.....cccccovvvviinnnnnnen.
S6 di¢én thoai b phan/ ngudi phu trach goi thau.................cc...........
Thong tin theo E- A .2 z Y
HSMT Thong tin san pham du thau
Ma VTYT sé
the.o Qu);et Tén (;au Co Xuht X ding }.)'(rn~ Tl}z:nh
Tén dinh so thwong hinh, PP < Phan k§ gia da tién
N Pic 5086/Qb-BYT mai (Tén tinh : . X . loai bao da bao . . Tai liéu
STT | hang i . PN . Ky - san (quoc | Niam luu x Han A A Ma Gia X
, tinh ngay 04/11/2021 thé hién nang " Nhan z . . trang . So . gom gom . A tham chiéu
héa - . N i . ma N xuat/ gia, san K hanh/ st X X dinh | niém
moi ky /Thong tw trén héa ky hidu hi¢u Hing | ving | xuét thiet Gié lugng dung thue, thue, danh & trong E-
o' | thuat 04/2017/TT- dongis | thuat | ° ! h biy x4 - phi,1¢ | phi, 18 y HSDT
thau . .. san lanh A phép . .
BYT ngay tri gia co <ut thé) té nha phi phi
14/4/2017 (néu ting) ban ;p (VND) | (VND)
i khau
c) *

1 VL. Trang ... cua
Catalog, tai
liéu sir dung

) hodc cac tai

Vi liéu khdc
tuwong
duong tai E-
3 vaL.... HSDT
TONG CONG
Bz"mg chir: .......

Pai dién hop phép cia nha thiu

[Ghi tén, chirc danh, ky tén va déng déau]

Chung t6i cam két nhitng ndi dung ké khai 1a dung sy that. Chung toi xin hoan toan chiu trach nhiém vé thong tin di ké khai.
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Ghi chu:* Theo huong dan tai Céng vin s6 12609/SYT-KHTC ngay 27/11/2024 cua So Y té Thanh phé Ho Chi Minh vé viéc trién khai
thwe hién Quyét dinh so 3514/OD-BYT ngay 21/11/2024 (Chi tiét file dinh kem)
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1.3.2. Cam két ciia nha thau

- Toan b cac hang hoa phai méi 100%, san xuat tir nim 2026 try vé sau, co
ngudn goc rd rang va hop phap; tat ca déu dugc kiém nghiém chat luong.

- Hang hoa khi giao dam bao pham chat, chit luong, thong s6 k¥ thuét theo ding
tiéu chuan ché tao ciia nha san xuét va dap ung theo yéu cau cua E-HSMT; dam bao
khong co cac khuyét tat nay sinh din dén bat lgi trong qué trinh st dung hang hoa.

- Yéu cau vé kiém tra, thir nghiém, dong gbi: phai theo dung quy dinh ctia nha san
Xuét;

- Yéu cau vé van chuyén: hang hoa phai duoc van chuyén dén kho ctua Bénh vién
ba khoa Cu Chi.

- Hang hoa do nha thau cung cap hoan toan thich tmg va hoat dong 6n dinh tai
diéu kién khi hiu cua Viét Nam; va hang hoa khong gy anh huong tac dong nhiéu dén
moi truong (Truong hop hang héa cung cip co anh huong tac dong dén moi truong, nha
thau chiu trach nhiém thyc hién bién phap giai quyét).

- Hang héa do nha thau cung cap c6 nhin hodc c6 kém theo nhin phu véi day du
cac thong tin theo quy dinh tai Nghi dinh s6 43/2017/ND-CP va Nghi dinh 111/2021/ND-
CP va céac quy dinh phap luat lién quan hién hanh.

- Cam két dao tao, tap hudn st dung, chuyén giao k¥ thudt lién quan dén hang héa
trang thau khi sir dung theo yéu cau ctiia Chu dau tu.

-Truong hop nha thau khong dam bao mot trong nhiing yéu té khi cung cap hang
hoa nhu: Chét lugng, ky ma hiéu, s6 luong, nam san Xuat,. .. theo quy dinh tai hop ddng,
E- h6 so moi thau va E- hd so thau du thau cta nha thau th1 tbi da trong vong 72 gio,
nha thau phai cung cap hang héa méi cung loai dé thay thé; va nha thau phai co trach
nhiém thu h6i hang héa khong dat yéu cau.

- Cac hang hoa ma nha thau chao phai c6 mirc d6 dép tmg bang E-HSMT hoic cao
hon so v6i yéu cau trong E-HSMT.

- Nha thau tring thdu cam ket chiu trach nhiém cung cap thiét bi y té dé sur dung hoa
chit, vat tu xét nghiém theo yéu cau ctia chu dau tur; nha thau khong chuyen giao quyén sO
hiru, chi chuyen giao quyen str dung thiét bi y té cho Bénh vién. Nha thau phai cam két thiét
bi y té dé str dung hoa chat, vat tu xét nghiém van hanh tot cho dén khi Bénh vién sir dung
hét hoa chat, vat tu xét nghiém da mua.

- Cam két cung cép thiét bi y té dwoc luu hanh hop phap dé sir dung dén khi hét hoa
chét tring thau (nha thau cam két khong thu phi sir dung may, ty chi tra chi phi duy tu, bao
dudng, stra chira may, noi kiém, ngoai kiém... chi thu tién ban hang hoa theo két qua déu
thau, khong khoan s6 lugng bénh nhén thuc hién dich vu); Trong vong 30 ngay ké tir ngdy
co quyet dinh trang thau nha thiu tring thau phai cung cap thiét bi y té (may xét nghiém)
két nbi dugc véi phan mém quan 1y cuia Bénh vién (két ndi thong tin 02 chiéu) dé Bénh vién
str dung hoa chat tring thau.

+ Cam két hiéu chudn thiét bj dinh ky theo quy dinh dugc thuc hién boi nha san xuét
hoic dai dién nha san xuét tai Viét Nam hodc don vi c¢6 chirc ning trong sudt qua trinh thuc
hién dich vu tai Bénh vién (néu co).

+ Nha thau cam két hd trg 100% chi phi (hoa chét, vat tu, thiét b, ...) cho quy trinh
thuc hién xac nhan gia tri sir dung cua cac xét nghiém theo hudng dan cua Bo tiéu chi chét
lwong xét nghiém do BO Y té ban hanh Quyét dinh s 2429/QD-BYT niam 2016 (theo danh
muc cac loai hoa chit d3 trang thau) duoc trién khai trén may xét nghiém di kém.
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+ Cam két cung cép hd so chirng minh quyén s& hitu thiét bj hodc hop dong thué,
muon hop phép theo quy dinh cua phap luat.

- Cam két thu hoi hang hoa da giao khi c6 théng bao thu hdi ctia co quan c¢6 thim
quyén ma nguyén nhan khong do 16i ctia Chu dau tu. Hodc cam két thu hoi hang hoa da
giao va chju trach nhiém bdi thuong thiét hai do san pham khong dam bao chat luong gay
nén cho bénh nhéan va Chu dAu tu; Nha thau c6 trach nhiém hoan tra tién hodc thay thé bang
16 san xuét khac dam bao chét luong.

-Tai liéu chirmg minh phén loai thiét bi y té va cac tiéu chuan (ISO, CE, FDA ...) cua
san pham tham dy thdu: Nha thau phai danh déu (highlight) ghi cha cu thé rd rang, chi tiét
tén hang hoa tham dy thau twong ung voi s thir tu/ phan (16) tén danh muc hang hoa cua
E-HSMT. Nha thau phai danh déu (highlight) 1én tai liéu Tiéng nudc ngoai va ban dich
Tleng Vigt.

- Tai liéu chimg minh thong s k¥ thut ctia san phdm tham dy thiu: Nha thau phai
danh ddu (highlight) ghi cht cu thé 16 rang, chi tiét tén hang hoa tham du thau, dic tinh,
thong s6 k¥ thuat, hinh anh ching minh tuong Gng vé6i sé th ty tén danh muc hang hoa
va thong s6 k¥ thuat cia E-HSMT. Nha thau phai danh dau (highlight) 1én tai liéu Tiéng
nudc ngoai va ban dich Tiéng Viét.

- Tai li¢u nop trong E-HSDT: Céc vin ban bang tleng nudc ngoai nha thau phai
dich toan b tai lidu gbe str dung tiéng nude ngoai sang tiéng Viét Nam (c6 chit ky va
xac nhan cua don vi dich thuat) va dugc chung thyc. Truong hop Chu dau tu phat hién
nha thau dich sai, tuy muc d§, Chu dau tu co thé loai E-HSDT cua nha thau.

-Tai liéu chirng minh hop ddng twong tu: Nha thau cung cdp scan ban gdc hoic
ban sao y cong chimg, chimg thuc hop dong twong tw, bién ban nghiém thu kém theo
héa don hodc bién ban thanh 1y hop dong.

1.4. Céc tai ligu np trén H¢ thong mang diu thau quéc gia dwoc sip xép dé
dé tra civu nhw sau:

Dé nghi cac Nha thau khi lam hd so dy thau phai c6 muc luc va sip xép file hd
so du thau nhu sau: (mdi Phan 1a 01 file zip dat tén 1a “Phan 17, “Phan 2”)

Phin 1: Phap Iy nha thau (m8i muc bén dwéi la 1 file riéng)

1. File Bao dam du thau (néu c6) (nha thau gui thu bao ldnh du thau phai dinh
kém cac tai liéu chung minh thdm quyén ky thu bao lanh cua can by Ngan hang/ chi
nhanh ngan hang (giay uy quyén, quyét dinh b6 nhiém, phan cong nhi¢m vu,...).

2. Gidy chung nhan ding ky doanh nghiép hoic gidy to twong duong.

3. File Bao cdo tai chinh 03 nim gan nhat (mdi nam 1a 1 file). Tai liéu ching
minh thuc hién nghia vu thué cta nidm tai chinh gan nhit so v&i thoi diém dong thau,....

4. File Hop dong twong ty , mdi hop dong twong ty 1a 1 file bao gom (file hop
ddng twong tu + bién ban nghiém thu + héa don (truong hop c6 nhidu héa don phai co
bang liét ké tuong tng cua tong s hoa don) hoic file hop ddng twong tir + bién ban
thanh 1y hgp dong) hoic tai liéu chirmg minh ning lyc san xut ctia nha thau (néu co).
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5. Cam két vé kha néng bao hanh, bao tri, duy tu, bao dudng, stra chira, cung cép
phu tung thay thé hodc cung cap cac dich vu khéc sau ban hang khac.

6. To khai xac dinh doanh nghi€p si€u nho, doanh nghiép nho, doanh nghiép vira
do phy nir lam chu (néu c6) (c6 thé tham khao Mau tai Nghi dinh 80/2021/ND-CP ngay
26/8/2021 va céac van ban di€u chinh, stra doi, bo sung hoac thay th¢€) va céc tai li¢u co
lién quan chimng minh cac ndi dung da ké khai.

7. Céc file khéac (néu co).

Phan 2: Ho so k§ thuat (mdi muc bén duéi la 1 file riéng)

1. Bang ké khai chi tiét hang héa duy thau (file dinh dang excel/word va ban scan
c6 déng dau va chit ky cua ngudi dai dién hop phap cua nha thau).

2. Phiéu tiép nhan ho so coéng bd du diéu kién mua ban thiét bi y té hodc vin ban
cong b di diéu kién mua ban thiét bi y té. Va néu nha thau 13 nha san xuat: S6 cong bd
va Phiéu tiép nhan (hodc Phiéu thong tin) ho so cong bd du diéu kién san xuit dbi véi
trang thiét bi y té san xuét trong nudc.

3. Bang tién d6 giao hang, lap dat thiét bi sau khi tring thau hodc cam két tién do
giao hang lap dit thiét bi sau khi trang thau.

4. Ban phan loai thiét bi y té (TBYT).

5. S6 luu hanh/Gidy phép nhap khau (GPNK).

6. Tiéu chuan chat lugng cta hang héa: ISO/FDA/CE....

7. Ho so k¥ thuét cua hang hoa/ Catalogue.

8. Tai liéu chimg minh Gi4 niém yét.

9. Tai li¢u chung minh cua yéu cau (a, b, ctaimuc 1.2.2. Yéu cau vé k¥ thuat cu
thé) thuéc Chuong V.

10. Cam két theo yéu ciu tai bang tiéu chuén danh gia vé k¥ thuat (Chwong III
cua E-HSMT).

11. Tai liéu chirng minh san pham dy thau dap tng diéu kién hudéng vu dii (néu
o).

12. Cac file khac (néu cb).

Luwu y: Dé nghi nha thau phdi tich riéng tirng tai liéu theo hwéng dén néu
trén: Bin phan logi thiét bi y té; S6 lwu hanh/Gidy phép nhdp khau; Tiéu chudn chit
lwong ciia hang héa: ISO/FDA/CE....; Ho so kj thudt ciia hang héa (catalogue,
datasheet...), khéng gép chung tét cd tai liéu ky thudt vao mét file duy nhit.

Muc 2. Ban vé: Khong c¢6 ban vé

Muc 3. Kiém tra va thir nghiém

Chu dau tu c6 quyén yéu cau kiém tra, thr nghiém hang hoa duoc cung cip dé
dam bao hang hoa d6 c6 dac tinh ky thuat phu hgp véi yéu cau cuia hgp dong. Thoi gian,
dia di€m va céch thirc tién hanh ki€ém tra, thir nghiém:

+ Pia diém: Tai don vi st dung.

+ Thoi gian: do cac bén thoa thudn;
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+ Noi dung kiém tra: kiém tra toan b hang héa theo yéu cau cua hop dong;
+ Chi phi t6 chirc thuc hién: do nha thau chi tra.

- Truong hop hang hoa khong phu hop voi déc tinh ky thuat theo hop dong thi
Chu dau tu c6 quyen tur chbi va Nha thau phai co trach nhiém thay thé hodc tién hanh
nhirg diéu chinh can thiét dé dap ung ding cac yéu cau vé dic tinh k¥ thuat. Truong
hop Nha thau khéng c6 kha ning thay thé hay diéu chinh cac hang hoa khong phu hop,
Chu dau tu ¢6 quyén t6 chic viée thay thé hay diéu chinh néu thiy can thiét, moi rui ro
va chi phi lién quan do Nha thau chiu. Viéc thuc hién kiém tra, thir nghiém hang hoa
ctiia Chu dau tu khong din dén mién trir nghia vu bao hanh hay cic nghia vu khéc theo
hop ddng cta Nha thau.



