SOY TE PHU YEN CONG HOA XA HOQI CHU NGHIA VIET NAM
BENH VIEN SAN NHI Doc 1ap — Tw do — Hanh phc

S6: 185 /TM-BVSN Phu Yén, ngay g9 thang 12 nim 2024

YEU CAU BAO GIA
Kinh giri: Cac hang san xuét, nha cung cap tai Viét Nam

Bénh vién San Nhi ¢ nhu cau tiép nhan béo gia dé tham khao, xay dung gia
ggﬁi thau, lam co s6 t6 chuc lua chon nha thau cho goi thau s6 01-HC/2025: Mua
sam hoa chat sur dung cho may xét nghiém nam 2025 véi ndi dung cu thé nhu sau:

I. Théng tin ciia don vi yéu ciu bao gia:
1. Pon vi Y8u cau bao gia: Bénh vién San Nhi Ph Yén
2. Thong tin lién hé nguoi chiu trach nhiém tiép nhan béo gié:
Ho tén: Nguyén Thi Thanh Binh Chac vu: Nhan vién phong VTTBYT
bién thoai: 0905.923.839
bia chi email: thanhbinh.911985@gmail.com
3. Céch thuc tiép nhan béo gia:
- Nhan tryc tiép tai dja chi: Phong VTTBYT - Bénh vién San Nhi Phi Yén
Pia chi: 270 Tran Hung Pao, Phuong 6, TP Tuy Hoa, tinh Pha Yén
- Nhan qua email: pvattu.bvsn@gmail.com

4. Thoi gian tiép nhan bao gia: Tur 08 gio ngay 09 thang 12 nam 2024 dén
trudce 17 gio ngay 19 thang 12 nam 2024

Cac béo gia nhan duoc sau thoi diém trén s& khong dugc xem xét

5. Thoi gian hiéu luc caa béo gia: Téi thiéu 90 ngay ké tir ngay 19 thang 12
nam 2024

I1. N§i dung y&u ciu béo gia
1. Danh muyc hoa chét. (Theo Phu luc I dinh kém)
~ 2.Dia diém cung cap; cic yéu cau vé van chuyén, cung cip, bao quan hoa

chat:

+ Dia diém cung cép: kho VT-TBYT Bénh vién San Nhi Phu Yén

+ Pon gia da bao gém chi phi van chuyén dén kho VT-TBYT thudc Bénh
vién San Nhi Pha Yén

3. Thoi gian giao hang du kién: trong vong 12 thang (du kién tir thang
01/2025 dén thang 12/2025)

4. Du kién vé céac diéu khoan tam tng, thanh toan hop dong:

- Tam ung: Khong &p dung


mailto:thanhbinh.911985@gmail.com
mailto:pvattu.bvsn@gmail.com

- Phuong thire thanh toan:
+ Hinh thirc thanh toan: chuyén khoan 100%
+ Pong tién thanh toan: Pong Viét Nam (VND).

+ Thoi han thanh toan: khong qua 90 ngay ké tir ngay cung cép day du hd so
thanh toan hop 1¢

~5.Thong tin khéac: dé nghi cdc hang san xuat, nha cung cap tai Viét Nam cung
cap day du théng tin (Theo Phu luc 2 dinh kem)

Noi nhgn: ___GIAM BOC
- Nhu trén; /
- BGD (dé biét);

- Web BV, Web SYT, Web Bg Y té;
- https://muasamcong.mpi.gov.vn/

- Luu P.VT-TBYT, VT.

BE'NH VIEN
SAN - NHI

Jguyén Nhu Y



DANH MUC HOA CHAT

iaso 185 /TM-BVSN ngay g9 thang 12 nam 2024 ciia Bénh vién San Nhi Phu Yén)

Phu luc 1

M0 ta yéu cau vé tinh niing, thong s6 ky thuat va cac | Pon vi A
STT thong tin lién quan vé ky thuat tinh | 0 lweng
Héa chat may sinh hoa AU480
Thanh phan téi thiéu: ATP, Hexokinase, G6P-DH. S
, | Héa chat diing cho xét nghiém dinh | lwong test toi thiéu/1 mL > 13 test. o 1.980
" | luong glucose Dat tiéu chuan 1SO 13485. Str dung dugc cho may xet '
nghiém sinh hod tu dong AU480.
Thanh phan t6i thiéu: NADH ; 2-Oxoglutarate; Urease;
, e s . e GLDH
2. Sgﬁgcnﬁé ding cho xet nghi¢m dinh S6 lugng test tbi thiéu/1 mL > 9 test. ml 1.060
: Dat tiéu chuan 1SO 13485. Str dung duoc cho may xet
nghiém sinh hoé tu dong AU480.
Thanh phan: Natri hidroxit ; Axit picric.S6 luong test toi
, | Hoa chat duing cho xét nghiém dinh | thiéu/1 mL > 4 test o 1632
" | lugng creatinine Dat tiéu chuan 1SO 13485. Str dung dugc cho may xét '
nghiém sinh hoé tu dong AU480.
Thanh phan toi thiéu: L- aspartate; 2-Oxoglutarate;
LDH; MDH; NADH
, | Héa chat dung cho xét nghiém dinh | S6 luong test téi thiéu/1 mL > 10 test o EEQ
" | lwong AST AST Str dung dugc cho may xét nghiém sinh hod tu
dong AU480 caa bénh vién
Pat tiéu chuan 1SO 13485
Thanh phan t6i thiéu: L- Alanine; 2-Oxoglutarate; LDH;
. Lo s , . NADH
5. | Hoachatdung cho xe€tnghiém dinh | o<y o tost t4i thidu/1 mL > 6 test ml 825

lwong ALT

Pat tiéu chuan 1SO 13485. Sir dung duoc cho may xét
nghiém sinh hoé tu dong AU480.
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Hoéa chat dung cho xét nghiém dinh
luong bilirubin toan phan

Thanh phan t6i thiéu: Caffeine; 3,5-dichlorophenyl
diazonium tetrafluoroborate.

S6 lwong test toi thiéu/1 mL > 16 test

Dat tiéu chuan 1SO 13485. Sir dung dugc cho may xét
nghiém sinh hod tu dong AU480.

mi

160

Hoéa chat dung cho xét nghiém dinh
lugng bilirubin tryc tiep

Thanh phan t6i thiéu: 3,5 Dichlorophenyl diazonium
tetrafluoroborate.

S6 luong test téi thiéu/1 mL > 16 test

Pat tiéu chuan 1SO 13485. Sir dung duoc cho may xét
nghiém sinh hod tu dong AU480.

ml

120

Hoa chat dung cho xét nghiém dinh
luong acid uric

Thanh phan t6i thiéu: MADB, Aminophenazone;
Peroxidase; Uricase; Ascorbate Oxidase.

S6 lwong test toi thiéu/1 mL > 14 test

Pat tiéu chuan 1SO 13485. Sir dung duoc cho may xét
nghiém sinh hod ty dong AU480.

mi

360

Hoéa chat dung cho xét nghiém dinh
luong sat

Thanh phan toi thiéu: Glycine buffer; L-ascorbic, acid
Tri(2-pyridyl)-5-triazine.

S6 luong test téi thiéu/1 mL > 10 test

Pat tiéu chuan 1SO 13485. Str dung dugc cho may xét
nghiém sinh hoé tu dong AU480.

ml

180

10.

Hoa chat dung cho xét nghiém dinh
lugng Ferritin

Thanh phan t6i thiéu: Glycine buffer ; Tiéu phan Latex
pht khang thé tho khang ferritin ngudi. S6 luong test toi
thiéu/1 mL > 5 test

Ferritin twong thich vai may xét nghiém sinh hoa tu
dong AU480 caa bénh vién.

Dat tiéu chuan ISO 13485

ml

216

11.

Hoéa chét hiéu chuan cho cac xét
nghiém Protein

Thanh phan t6i thiéu: Huyét thanh nguoi chira
Immunoglobulin G, Immunoglobulin A,
Immunoglobulin M, Transferrin, C3, C4, Anti-
Streptolysin O, Ferritin; Chat hiéu chuan 6 mac; Hop
goém 6 lo véi 6 muc hiéu chuan;

Hop
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Pat tiéu chuan 1SO 13485. Sir dung dugc cho may xét
nghiém sinh hod tu dong AU480.

12.

Hoa chat ding cho xét nghiém dinh
luong a-amylase

Thanh phan t6i thiéu: Calcium acetate; Potassium
thiocyanate ; CNPG.

S6 luong test téi thiéu/1 mL > 5 test

Dat tiéu chuan 1SO 13485. Sir dung dugc cho may xét
nghiém sinh hod tu dong AU480.

ml

240

13.

Hoa chat dung cho xét nghiém dinh
lugng albumin

Thanh phan: Succinate buffer ; Bromocresol green .
S6 lugng test téi thiéu/1 mL > 21 test

Pat tiéu chuan 1SO 13485. Sir dung duoc cho may xét
nghiém sinh hod tu dong AU480.

ml

87

14.

Hoa chat dung cho xét nghiém dinh
lwong LDH

Thanh phan t6i thiéu: 12 D(-)N- Methylglucamin buffer,
Lactate; NAD.

S6 lugng test t6i thiéu/1 mL > 8 test

Pat tiéu chuan 1SO 13485. Sir dung duoc cho may xét
nghiém sinh hod ty dong AU480.

ml

360

15.

Hoda chat dung cho xét nghiém dinh
lugng CRP

Thanh phan t6i thiéu: Glycine buffer ; Latex, phu khang
thé khang CRP.S6 lugng test téi thiéu/ ImL > 3 test

Pat tiéu chuan 1SO 13485. CRP Latex Str dung duoc cho
may xét nghiém sinh hoa tu dong AU480.

ml

1.560

16.

Hoa chat hiéu chuan cho xét nghiém
CRP thuong

Hoa chat hiéu chuan cho xét nghiém CRP Latex; Thanh
phan: Chat nén huyét thanh ngudi dang long cd chira
CRP nguoi; Cac gia tri duoc gan theo tiéu chuén IFCC
bang phuong phap mién dich do d6 duc. Bo gom 5 lo 1a
chat hiéu chuan gom mirc 2 dén murc 6. Pat tiéu chuan
ISO 13485

Hop

17.

Huyét thanh hiéu chuan cho cac xét
nghiém sinh hoa thuong quy

Thanh phan t6i thiéu: Huyét thanh nguoi, cac enzym
thich hop tur nguoi, dong vat va thuc vat.

Pat tiéu chuan 1SO 13485. System calibrator Str dung
dugc cho may xét nghiém sinh hoa tu dong AU480.

mi

105

18.

Chat kiém chting cho cac xét nghiém
sinh hoéa thuong quy mac 1

Thanh phan t6i thiéu: Huyét thanh nguoi c6 hoa chat
phu gia va enzym thich hop tir nguoi, dong vat va thuc

ml

130




STT Danh muc M6 ta yéu cﬁlAJ vé tinh Ping, thﬁr:g §6 kyAthuzflt va Ccac DQ'H vi S6 hrong
‘ thong tin lién quan ve ky thuat tinh :
vat.
Control serum 1 Str dung dugc cho may xét nghiém sinh
hoa tu dong AU480
Dat tiéu chuan 1SO 13485
Thanh phan t6i thiéu: Huyét thanh nguoi dang dong kho
chtra hoa chét phu gia va cac enzyme thich hop ¢ ngudn
19 Chét kiém chang cho cac xét nghiém | gc con ngudi va dong vat. o 130
"| sinh hoa thudng quy mic 2 Control serum 2 Str dung dugc cho may xét nghiém sinh
hoa ty dong AU480
Pat tiéu chuan 1SO 13485
Thanh phan toi thiéu: Vat liéu doi ching dang léng, dua
trén huyét thanh ngudi, c6 chtra s6 luong da diéu chinh
ctia c4c chat phan tich sau ¢ cac nong do trong pham vi
tham chiéu:
Hoé chét kiém ching muc 1 cho céc Ferritin; Immu_noglobulin A; Immunoglobulin M;
201t nghiém do do duc mién dich Immunoglobulin G 22 . ml 10
i T ' Vat liéu nay ciing thich hop dé kiém tra chat lugng noi
b6 ctia phuong phap CRP Latex.
ITA control serum 1 Str dung dugc cho may xét nghiém
sinh hoa tu dong AU480
Pat tiéu chuan 1SO 13485
Thanh phan toi thiéu: Vat liéu doi ching dang léng, dua
trén huyét thanh ngudi, c6 chtra s6 lwong da diéu chinh
ctia cac chat phan tich sau ¢ cac ndng do trong pham vi
tham chiéu:
. Hoa chét kiém chimg mic 2 cho céc Ferritin; Immur_woglobulin A; Immunoglobulin M;
: Immunoglobulin G ml 10

xét nghiém do do duc mién dich

Vit ligu nay ciing thich hop dé kiém tra chat luong noi
b6 cuia phuong phap CRP Latex.

ITA control serum 2Str dung dugc cho may xét nghiém
sinh hoa tu dong AU480

Pat tiéu chuan 1SO 13485




STT

Danh muc

M0 ta yéu cau vé tinh ning, thong s6 ky thuat va cac
thong tin lién quan ve ky thuat

Don vi
tinh

S6 lwong

22.

Hod chat kiem ching mirc 3 cho céc
xét nghiém do @6 duc mién dich

Thanh phan toi thiéu: Vat liéu doi ching dang léng, dua
trén huyét thanh ngudi, c6 chira s6 lwong da diéu chinh
ctia c4c chat phan tich sau ¢ cac nong do trong pham vi
tham chiéu:

Ferritin; Immunoglobulin A; Immunoglobulin M;
Immunoglobulin G

Vit liéu nay ciing thich hop dé kiém tra chat luong noi
bo cua phuong phap CRP Latex.

ITA control serum 3 Str dung dugc cho may xét nghiém
sinh hoa tu dong AU480

Pat tiéu chuan 1SO 13485

ml

10

23.

Chat hiéu chuan mirc cao sir dung cho
xeét nghiém dinh luong (gian tiep)

Thanh phan toi thiéu: Na+; K+; Cl-.

high serum standard Stur dung dugc cho may xét nghiém
sinh hoa tu dong AU480

Pat tiéu chuan 1SO 13485

ml

200

24,

Chat hiéu chuan muc thap duoc str
dung cho Xxét nghiém dinh lugng (gian
tiep)

Thanh phan t6i thiéu: Na+; K+; Cl-.

low serum standard Str dung dugc cho may xét nghiém
sinh hoa tu dong AU480

Dat tiéu chuan 1SO 13485

mi

200

25.

Hod chat dién giai cho dién cuc tham
chiéu st dung’cho xet nghiém dinh
luong (gian tiep)

Thanh phan t6i thiéu:Kali clorua.

reference Str dung dugc cho may xét nghiém sinh hoa tu
dong AU480

Pat tiéu chuan 1SO 13485

Lit

26.

Dung dich dém sir dung chg Xét
nghiém dinh lugng (gian tiep)

Thanh phan t6i thiéu: Triethanolamine

buffer Str dung duogc cho may xet nghiém sinh hoa tu
dong AU480

Pat tiéu chuan 1SO 13485.

Lit

28

27.

Dung dich rira hé thong may sinh hoa

Thanh phan toi thiéu: Baypur CX 100; Sodium
Hydroxide; Genapol X080;Sulfonic acids, C14-17- sec-
alkane, mudi natri.

Str dung dugc cho may xét nghiém sinh hoa tu dong
AU480. Dat tiéu chuan 1SO 13485

Lit

50




STT Danh muc M6 ta yéu CﬁlAJ vé tinh Ping, thﬁr:g §6 kyAthuzflt va Ccac DQ'H vi S6 hrong
thong tin lién quan ve ky thuat tinh
Thanh phan toi thiéu: Na+; K+; Cl-
28.| Hoé chat chuan dién giai muc gitta. | mid standard Sir dung dugc cho may xét nghiém sinh Lit 36
hod tu dong AU480. Pat tiéu chuan 1SO 13485
Thanh phan téi thiéu : Imidazol ; Arsenazo 111 ; Triton
59 | HOa chat diing cho xét nghiém dinh | X-100 S6 lugng test toi thicu/l mL > 11 test. o 116
"| lwong Calci toan phan Str dung dugc cho may xét nghiém sinh hoa tu dong
AU480. Dat tiéu chuan 1SO 13485
Thanh phan: €-Amino-n Caproic Acid ; Tris ;
Glycoletherdiamine-N,N,N’, N’ tetraacetic acid ; Xylidyl
50, | Hoa chat dung cho xét nghiém blue o o 160
"| Magnesium SO lugng test toi thieu/1 mL > 6 test
Str dung dugc cho may xét nghiém sinh hoa ty dong
AUA480. Pat tiéu chuan ISO 13485
e s s Thanh phan toi thiéu: Sodium hydroxide; Potassium
31. p';:gﬁ chat dinh luong Protein toan sodium tartrate; Copper sulphate; Potassium iodide. S6 ml 200
lugng test toi thiéu/1 mL > 10 test
Hoa chat may khi mau ban ty dong
Opti CCA-TS2
5, | BiNh ki chuan dung cho may xét Sir dung dugc cho may OPTI CCA -TS2 Binh 18
“| nghiém khi mau (Calibration Gas) Dat tiéu chuan 1SO 13485
Str dung duoc cho may OPTI CCA -TS2. 1 bo gom 1 lo
33.| Check-Level 1.2.3 :ﬁ}/el 1, 1 1o level 2, 1 lo level 3. Mdi lo ¢ thé tich > 1,7 Bo 60
Dat tiéu chuan ISO 13485
Ho4 chat dinh luong pH, pCO2, pO2,
34 tHb, sO2, Na+, K+, Ca++ trong mau, | Sir dung dugc cho may OPTI CCA -TS2 Test 900
"| serum, plasma va mau chat long Dat tiéu chuan 1SO 13485
(Cassetge E(;a) ,
Hoa chat kiém tra chat lugng va hiéu , .
35. | chuin Hb trén may xét nghigm khi | SU dung dugc cho may OPTI CCA -TS2 Céi 2

mau (Cassette, Hb calibration)

Pat tiéu chuan 1SO 13485
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36.

Day bom

St dung dugc cho may OPTI CCA -TS2
Dat tiéu chuan 1SO 13485

Cai

1

Héa chat may mién dich

37.

Thudc thir dung dé dinh lwong HCG

Loai mau xét nghiém: huyét thanh hodc nuéc tiéu. Pham
vi phan tich: toi da 5000 mIU/mL. Pat tiéu chuan 1SO
13485. Hop > 100 xét nghiém

Str dung duoc cho may mién dich ty dong Immulite
1000

Hop

14

38.

Thuéc thir dung dé dinh luong Free
Beta HCG

Loai mau xét nghiém: Huyét thanh. Pham vi phan tich: 2
dén 200 ng/mL. Pat tiéu chuan 1SO 13485. Hop > 100
Xét nghiém

Str dung dugc cho may mién dich ty dong Immulite
1000

Hop

39.

Thuéc thir ding dé dinh lwong PAPP-
A

Loai mau xét nghiém: huyét thanh hoac huyét twong.
Pham vi phén tich: Lén dén 0,1 d¢én 10 mIU/mL Dat tiéu
chuan 1SO 13485. Hop > 100 xét nghiém

Str dung duoc cho may mién dich ty dong Immulite
1000

Hop

40.

Dung dich lam sach dau do

Dé sir dung trong bao tri hang ngay hé thong - nham
giam thiéu nhim ban chéo thudc thir bang cach giam
tich tu protein va lipid trong dau do. Thanh phan: Dung
dich Natri Hypoclorit. Pat tiéu chuan ISO 13485. Chai >
100 ml

Sir dung dugc cho may mién dich ty dong Immulite
1000

Chai

41.

Dung dich rira kim hut

Str dung trong van hanh thuong quy nham giam thiéu
nhim chéo thudc thi bang cach giam tich tu protein va
lipid & kim hat. Thanh phan: Dung dich dém phosphat,
chat tay rira. Pat tiéu chuan ISO 13485. Chai > 100 ml
Str dung dugc cho may mién dich ty dong Immulite
1000

Chai

14




M0 ta yéu cau vé tinh ning, thong s6 ky thuat va cac | Pon vi £
STT Danh myc thong tin lién quan vé ky thuat tinh | 0 1weng
Thanh phan: phosphate ester cua adamantyl dioxetane
L yos trong dung dich dém c0 chat tang cuong. Pat tiéu chuan .
42.| Co chat phat quang ISO 13485. Chai > 105 ml. Sir d%mg dugc cho may mian | Chel 10
dich tu dong Immulite 1000
Chat pha loang mau chira ma tran huyét thanh nguoi
Lo g « x khong chira HCG. Dat tiéu chuan I1SO 13485. Lo > 7ml.
43.| Thuoc thir diing pha loang mau HCG Su dgng dugc cho may mién dich tu dong Immulite Lo 28
1000 7
X x Chat liéu: nhya. Dat tiéu chuan 1SO 13485. Str dung -
44.| Coc dyng mau dugc cho may mién dich tu dong Immulite 1000 Cal 2.000
Hoa chat kiém tra chat lwgng cho
xet nghiém sang loc trwéc sinh
Thanh phan: 100% huyét thanh ngudi; Pap ung thong so
45, | Hod chat kiem tra chat lwong cho xét | Free Beta hCG, hCG, PAPP-A, AFP, Inhibin A. Dattiéu | 9
"1 nghiém sang loc trudc sinh muc 1 chuan ISO 13485. Str dung dugc cho may mién dich tu i
dong Immulite 1000
Thanh phan: 100% huyét thanh ngudi; Pap tng thong so
46, | Hod chat kiém tra chat lugng cho xét | Free Beta hCG, hCG, PAPP-A, AFP, Inhibin A. Dat tiéu Lo 9
"1 nghiém sang loc trudc sinh murc 2 chuan ISO 13485. Sir dung duoc cho may mien dich tu ¥
dong Immulite 1000
Thanh phan: 100% huyét thanh ngudi; Pap tng thong so
47 | Hod chat kiém tra chat lugng cho xét | Free Beta hCG, hCG, PAPP-A, AFP, Inhibin A. Dat tiéu Lo 9
"I nghiém sang loc trudc sinh muc 3 chuan ISO 13485. Str dung duoc cho may mién dich tu .
dong Immulite 1000
Héa chat may huyét hec ban tw
dong Midray 3200 ,
. C A Hda chat stir dung duoc cho may Mindray BC 3200. Dat
48.| Dung dich pha hong cau (Lyse) chuin 1SO 1348% y y ml 12.000
49.| Dung dich pha lodng (Diluent) Hoa chat sir dung dugc cho may Mindray BC 3200. Pat Lit 17 200

chuén 1SO 13485




M0 ta yéu cau vé tinh niing, thong s6 ky thuat va cac | Pon vi £
STT Danh myc thong tin lién quan vé ky thuat tinh | 0 1weng
S : Hoa chat st dung duoc cho may Mindray BC 3200. Pat ]
50. | Dung dich rua (Rinse) chuin 1SO 13485 Lit 4.400
Héa chat may huyét hoc ban tw
dong Celltas Alpha
: « Dung dich pha lodng Sir dung dugc cho may huyét hoc ]
51. | Dung dich pha loéng (Isotonac 3) Celltas Alpha, Dat chuan 1SO 13485, CE Lit 1.200
T Dung dich rira dinh ky St dung duoc cho may huyét hoc ]
52. | Dung dich ria dinh ky (Cleanac 3) Celltas Alpha. Dat chuan 1SO 13485, CE Lit 30
v Dung dich rira dung St dung duoc cho may huyét hoc ]
53.| Dung dich rira (Cleanac) Celltas Alpha. Dat chuan SO 13485, CE Lit 80
5, | Dung dich ly giai hong cau Dung dich ly giai hong cau Sir dung dwoc cho méy huyeét " 20.000
"| (Hemolynac) hoc Celltas Alpha. Pat chuan 1SO 13485, CE '
Hoéa chat may dong mau ban tu
dong Star-Max ‘
1bo gébmco 2 lo: ’
Thudc the 1: Thromboplastin Iam lanh kho tinh ché tur
mO néo tho tuoi, chira chat &c ché heparin dac hiéu. Lo >
, Lo 2 . A e 5ml. ~
55. | Hoa chat xét nghiém thon gian PT Thuéc thtr 2: Dung dich hoa tan, c6 chta Calci. Lo > 5 Bo 270
ml.
St dung duge cho may dong mau Start Max. Dat tiéu
chuan ISO 13485
Hoa chat dung d€ xac dinh thoi gian Kaolin ’
’ thromboplastin hoat hoa tierng phan (APTT) trong huyét
Hoa chat xét nghiém thoi giqn hoat tuong trén may dong mau ban ty dong, dang dong kho.
56. | hoa thromboplas tin tirng phan B6 gom 1 lo thuoc dong kho > Sml + 1 1o dung dich dém Bo 126
(APTT) > 5ml
St dung dugc cho may dong mau Start Max. Dat tiéu
chuan ISO 13485
57.| Bo thuéc thir dinh lwong Fibrinogen Hoa chat chira thrombin nguoi da citrat hoa ¢6 chua - 139

canxi (khoang 100 NIH units/ml) va c6 chira mot chat ac
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ché dac hiéu heparin inhibitor cho phép phan tich
fibrinogen trong mau huyét twong c6 heparin.

Str dung dugc cho may dong mau Start Max. Dat tiéu
chuan 1SO 13485

58.

Hoéa chat kiém chuan xét nghiém
dong mau thuong quy 2 mac

Hoa chat kiém chuan xét nghiém déng mau thudng quy
2 mirc cho hé thdng déng méau ty dong. Cac gia tri ching
ctia mdi thdng sb co thé khac nhau gita cac 16 thude thir,
nhung duoc chi dinh rd rang cho méi 16. Gia tri chiing
goém hai muc (binh thuong va bénh 1y) cho céc thdng sé:
PT, Fibrinogen, APTT, TT.

Bogdom: 1LoN > Iml +1LoP > Iml

Str dung duoc cho may dong mau Start Max. Dat tiéu
chuan 1SO 13485
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59.

Dung dich calibrator may

Huyét twong nguoi binh thuong co citrated dang dong
kho; c6 nong do biét trudc (theo tirng 16 san xuat) cac chi
s6 cho cac thong so xét nghiém: PT (%), Fibrinogen,
Factor I1, V, VII, VIII, IX, X, XI, XII, Protein C, Protein
S,ATII. Lo > 1ml

Str dung dugc cho may dong mau Start Max

Lo

60.

Dung dich pha lodng cho xét nghiém
dong mau (dung dich dém)

Dung dich pha lodng cho xét nghiém dong mau (dung
dich dém) c6 pH khoang 7,35.

Str dung duoc cho may dong mau Start Max. Dat tiéu
chuan 1SO 13485

ml

2.160

61.

Dung dich Canxi Clorua

Dung dich Canxi Clorua dung cho cac xét nghiém dong
mau nhu thoi gian hoat hoa thromboplastin ting phan
(APTT) hay cho cac phan tich cac yeu to con duong noi
sinh.

St dung duge cho may dong mau Start Max. Dat tiéu
chuan 1SO 13485

ml

720

62.

Cong do dung cho cac xét nghiém
dong mau trén may ban ty dong

St dung dugc cho mdy dong mau Start Max. Dat tiéu
chuan 1SO 13485

Cai

2.400




STT Danh muc MO ta yéu cau ve t'lllh' nang, thor:g s0 kyAthuz.lt va cac an Vil g lrong
‘ thong tin lién quan ve ky thuat tinh :
63.| Vién bi Str dung duoc cho may dong mau Start Max. Dat tiéu Vién 1.850

chuan 1SO 13485

Tong cong: 63 khoan




Phu luc 2
M4iu béo gia
BAO GIA®
Kinh gui: Bénh vién San Nhi Phu Yén

Trén co sd yéu cau bao gia ciia Bénh vién San Nhi Pha Yén, ching ¢éi....[ghi tén, dia chi ciia hdng san xudt, nhd cung
cdp, truong hop nhiéu hang san xudt, nha cung cdp cung tham gia trong mot bdo gia (goi chung la lién danh) thi ghi ro tén,
dia chi cia cdc thanh vién lién danh] bao gid cho cac hoa chat nhu sau:

1. B4o gié cho cac hoa chat va dich vu lién quan

Chi phi cho |Thué, phi,

y, M4, nha § o PN Thanh
Danh muc _Ify, ma, nha_rl Ma |[Namsan| Xuat | Don vi S0 lu’(_:’p of Dm; cac dich vu |I€ phi (neu tidn@y
STT LA hi¢u, model, tiéu £ . y khoi gid® | Jian quan®© £1(10)
héa chat® ) HS® | xuat® | xa® tinh 1en qua co)
chuin ki thuat lrgng® | (VND) (VND)
(VND) (VND)

1 Héa chat A

2 Héa chat B

(Guri kém theo cac tai liéu chitng minh Vé tinh nang, théng sé ky thugt va cac tai liéu lién quan cua hda chat)
2. Bdo gia nay co hi¢u lyc trong vong: .... ngay, ké tir ngay ... thang ... nam ... [ghi cu thé s6 ngay nhung khong nho
hon 90 ngay], k& tu ngay ... thang... nam. .. /ghi ngay ....thang...nam... két thuc nhdn bao gia phu hop voi thong tin tai khoan
4 Muyc I - Yéu cau bdo gid].
3. Chung t6i cam két:

- Khong dang trong qué trinh thyc hién thu tuc gidi thé hodc bi thu hoi Gidy chimg nhan ding ky doanh nghiép hodc
Giay ching nhan dang ky ho kinh doanh hodc cac tai li¢u twong duong khac; khong thugc truong hop mat kha nang thanh
todn theo quy dinh cta phap luat vé doanh nghiép.



o Gia tri ctia cac hoa chét néu trong bao gia 1a phu hop, khong vi pham quy dinh ctia phap luat vé canh tranh, ban pha
gia.
- Nhiing thong tin néu trong bao gia la trung thuc.
., ngay.... thang....nam....
Pai dién hep phap cia hdng san xuit, nha cung cap®?
(Ky tén, dong dau (néu co))
Ghi chu:
(1) Hang san xudt, nha cung cap dién day di cac thong tin a”é bdo gid theo Mdu nay. Truwong hop yéu cau gui bao gié
trén Hé thong mang ddau thau quoc gia, hdng san xudt, nha cung cdp dang nhdp vao H¢ thong mang ddu thau quoc gia bang

tai khoan cua nha thau dé giri bdo gid va cdc tai lieu lien quan cho Chu dau tu theo hwong dan trén Hé thong mang dau thau
quéc gia. Trong truong hop ndy, hdng san xudt, nha cung cap khéng phdi ky tén, dong ddau theo yéu cdu tai ghi chii 12.

(2) Héang san xudt, nha cung cdp ghi chiing loai héa chdt theo diing yéu cau ghi tai ct “Danh muc héa chat” trong
Yéu cau bao gia.

(3) Héng san xudt, nha cung cdp ghi cu thé tén goi, ky hiéu, ma hiéu, model, tiéu chudn ki thudt ciia héa chait twong
ung voi chung loai hoa chat ghi tai cot “Danh muc hoa chat”.

(4) Héng san xudt, nha cung cdp ghi cu thé ma HS ciia tirng héa chat.

(5), (6) Hang sdn xudt, nha cung cdp ghi cu thé ndm san xudt, xudt xir, hdng san xudt cia héa chdt.

(7) Hing san xudt, nha cung cdp ghi cu thé sé lwong, khoi lwong theo diing sé lwong, khoi liwong néu trong Yéu cdu
bao gia.

(8) Hang san xudt, nha cung cdp ghi cu thé gid tri ciia don gid twong rng véi ting héa chdt.

(9) Hing san xudt, nha cung cdp ghi cu thé gid tri dé thye hién cdc dich vu lién quan nhw ldp ddt, van chuyén, bdo
quan cho tung hoa chat hodc toan bo hoa chat; chi tinh chi phi cho cac dich vu lién quan trong nudc.

(10) Héng san xudt, nha cung cap ghi cu thé gid tri thue phi, 18 phi (néu c6) cho timg héa chdt hodc toan b héa cht.
DPoi voi cac héa chat nhdp khau, hing san xudt, nha cung cdp phdi tinh todn cdc chi phi nhdp khau, hai quan, bao hiém va



cdc chi phi khdc ngoai lanh thé Viét Nam dé phdn bé vao don gid cia héa chat.

(11) Hang san xuét, nha cung cd}g ghi gid tri bao gia cho tung hoa cfzd’t. Gia tri ghi tai cot nay duoc hiéu la toan bg
chi phi cua tung hoa chat (bao gom thué, phi, Ié phi va dich vu lién quan (néu cd)) theo dung yéu cau néu trong Yéu cdu bdo
gia.

Hang sdn xudt, nha cung cdp ghi don gia, chi phi cho cac dich vu lién quan, thue phi, 1é phi va thanh tién bang dong

Viét Nam (VND). Truwong hop ghi bang dong tién nude ngodi, Chii dau tie sé quy déi vé dong Viét Nam dé xem xét theo ty gid
quy doi ciia Ngdn hang Ngoai thwong Viét Nam (VCB) cong bo tai thoi diém ngay két thiic nhdn bdo gid.

(12) Nguoi dai dién theo phap ludt hodc nguoi dwoc nguoi dai dién theo phap ludt iy quyén phdi ky tén, déng dau (néu
co). Truong hop uy quyén, phdi givi kém theo gidy 1ty quyén ky bao gid. Truong hop lién danh tham gia bdo gia, dai dién hop
phdp ciia tat ca cdc thanh vién lién danh phdi ky tén, déng dau (néu c¢6) vao bdo gid.

Truong hop dp dung cach thirc guri bao gid trén H¢ thong mang ddu thdu quoc gia, hing san xudt, nha cung cdp ding
nhdap vao Hé thong mang ddu thau quoc gia bang tai khodn nha thau ciia minh dé givi bdo gid. Truong hop lién danh, cdc
thanh vién thong nhat cir mét dai dién thay mdt lién danh ngp bdo gia trén Hé thong Trong truong hop nay, thanh vien dai
dién lién danh truy cdp vao Hé thong mang dau thau quéc gia bang ching thu s6 cap cho nha thau ciia minh dé giri bdo gia.
Viec dzen cdc thong tin va nép Bdo gid thiee hién theo hiedng dan tai Mau Bdo gid va hwéng dan trén Hé thong mang ddu
thau quéc gia.
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