Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat
1.1.  Gidi thi¢u chung vé dw an/dw todn mua sim, géi thiu
a. Du toan mua sim

- Tén dy toan mua sdm: Mua sidm vt tu tiéu hao, héa chét, sinh phém, y dung cu
nam 2026 cua Bénh vién Pa khoa Ba Vi

- Ngudn vén: Nguén thu tai don vi.

- Chu dau tu: Bénh vién Da khoa Ba Vi

b. Géi thau:

- Tén goi thau: Goi 04 Hoa chat xét nghiém sinh hoa.

- Hinh thtrc Iira chon nha thau: DAu thau rong rai trong nudc, qua mang.
- Phuong thuc lya chon nha thau: Mot giai doan, mot thi hd so.

- Thoi gian thue hién géi thau: 12 thang.

- Loai hop dong: Pon gia c¢6 dinh.

- Pham vi cong viéc cua géi thau: Pugc néu tai biéu Mau 01B (webform trén Hé
théng) — Pham vi cung cap thuoc E-HSMT.

- Pia diém cung cép hang hoa: tai Bénh vién Pa khoa Ba Vi, dia chi S6 82, duong
Quéc 16 32, x3 Vat Lai, TP. Ha Noi.

- Tuy tron mua thém: 30% khdi luong ctia mdi danh muc.
1.2. Yéu ciu vé ky thuit

a) Yéu ciu chung:

- Hang héa méi 100%, dugc phép luu hanh theo Luét dinh.

- Pam bao han sir dung t6i thiéu 06 thang ddi v6i hang hoa cé han dung tir 02
nam trd 1én; 03 thang ddi véi hang hoéa c6 han dung tir 01 dén 02 nam; ¥ han dung
d6i v6i hang hoa c6 han ding dudi 01 nam theo nha san xut khi ban giao hang hoa.

- Nha thau dé xuit pham vi cung cép, ngay giao hang phu hop véi tién do thuc
hién ké hoach lya chon nha thau.

b) Yéu ciu vé ky thuét

- Nha thau phai cung cdp day du Catalogue va cac tai liéu c6 lién quan nhu:
Catalogue; tai li€u k¥ thuat, huéng dan su dung... cho toan bo hang hoa chao thau
dé chimg minh hang hoa do minh chao thau 1a dap tng cac yéu cau vé ki thuat.



- Céc tiéu chuan k¥ thuat ctia cac nha thau néu trong E-HSDT phai thé hién

trén catalogue va tai liéu k¥ thuat ban gdc va ban dich. Nha thau chao cac TSKT cua
hang hoa theo thir ty yéu cau va ghi rd thong sd k¥ thuat tham chiéu tai trang nao
cua catalogue hay tai li¢u k¥ thuét.

STT

Danh sach hang
hoa

Théng s6 ky thuit va céc tiéu chuén

(Nha thau cé thé chao twong dwrong hodc tot hon)

1. Phan 14: Hoa chét vét tu sir dung cho may Xét nghiém sinh hoa Cobas C501

Thudc thir xét

- Hba chat dung dé dinh lugng albumin trong huyét thanh
va huyét turong nguoi

nghiém Ca (Calci)

1.1 nghiém Albumin - Pat tiéu chuan chat luong: ISO 13485 hoic twong
duong
- Dung cho may cobas C501. Hop > 300 Test
- Hoa chat dung dé dinh lugng a-amylase trong huyét
X e g thanh, huyét twong va nudc tiéu nguoi
1.2 Thu_oAc thur x&t - Dat '[lelil chuan cghat lugng: ISO 13485 hodc tuong
nghiém amylase
duong
- Dung cho may Cobas C501. Hop > 300 Test
Hoa chat dung dé dinh lugng aspartate aminotransferase
13 Thudc thir xét (AST) trong vhuyét’ thanh va huyét trong nguoi
' nghiém GOT/AST | Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
Dung cho may Cobas C501. Hop > 500 Test
Hoa chat dung dé dinh luong alanine aminotransferase
14 Thudc thir xét (ALT) trong huyet thanh va huyét twong nguoi
' nghiém GPT/ALT | Pat tiéu chuan chat luong: ISO 13485 hoic twong duong
Dung cho may Cobas C501. Hop > 500 Test
Thubc thir xét Héaﬁchét ding dé dinh luong bilirubin trye tiép trong
15 | nghiém Bilirubin | [uYet thanh va huyét twong nguoi ;
truc ti & Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
: Dung cho may Cobas C501. Hop > 350 Test
Thubc thir xét HéaAchét ding dé dinh luong bilirubin toan phan trong
16 nghiém Bilirubin huyeF Athanh va hu?/et twong nguoi ]
todn p hin Dat tiéu chuan chat luong: ISO 13485 hoac tuong duong
Dung cho may Cobas C501. Hop > 250 Test
Hoa chat dung dé dinh luong sat trong huyét thanh va
17 Thudc thir xét huyét twong nguoi
' nghiém Fe (Sat) Dat tiéu chuan chat lugng: ISO 13485 hoac twong duong
Dung cho may Cobas C501. Hop > 100 Test
Hoa chat dung dé dinh luong calci toan phan trong huyét
18 Thubc thir xét thanh va huyét tvong nguoi

Pat tiéu chuan chét luong: ISO 13485 hoic twong duong
Dung cho may Cobas C501. Hop > 300 Test
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STT hoa i ) i
(Nha thau co thé chao twong duong hodc tot hon)
Hoa chat dung dé dinh luong CRP trong huyét thanh va
19 Thudc thir xét huyét twong nguoi
' nghi¢m CRP Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
Dung cho may Cobas C501. Hop > 250 Test
Hoa chat dung dé dinh lugng hoat tinh xuc tac cua tieu
Thude thit xét dO’l’lA’Vi creatine k‘ir'lase MB (CK-MB) trong huyét thanh va
1.10 nghiém CK-MB huyét twong nguoi
i Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
Dung cho may Cobas C501. Hop > 100 Test
X1 : .. | Hoa chat dung dé chuan xét nghiém dinh luong CK-MB
Chat hi¢éu chuan xét oA 2 X <
1.11 nghiém CK-MB Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
i Dung cho may Cobas C501. Hop >3 x 1 mL
Hoa chat dung dé dinh lugng protein phan img C ( CRP)
A trong huyét thanh va huyét twong ngudi Pat tiéu chuan
112 CRP HS siéu nhay chat lugng: ISO 13485 hoic tuong duong Dung cho may
Cobas C501 cua Bénh vién Quy cach: >250 test/ hop
Hoa chat dung dé dinh lugng cholesterol trong huyét
113 Thudc thir xét thanh va huxét trong nguoi
' nghi¢m Cholesterol | Pat ti€u chuan chat lugng: ISO 13485 hodc twong duong
Dung cho may Cobas C501. Hop > 400 Test
Hoa chat dung dé dinh luong creatinine trong huyét
114 Thudc thir xét thanh, huyét tuong va nude tiéu ngudi
' nghi¢m Creatinin Pat tiéu chuan chét luong: ISO 13485 hoic twong duong
Dung cho may Cobas C501. Hop > 700 Test
Hoa chat ding dé dinh lugng ferritin trong huyét thanh,
115 Thudc thir xét huyét twong nguoi
' nghi¢m Ferritin Pat tiéu chuan chét luong: ISO 13485 hodc twong duong
Dung cho may Cobas C501. Hop > 250 Test
Hoa chat dung dé chuan cac xét nghiém dinh luong
116 | Chathiéu chuanxét | Ferritin, CRP
' nghi¢m CRP Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
Dung cho méy Cobas C501. Hop > 5 x 1 mL
Hoa chat dung dé dinh luong y glutamyltransferase
117 Thudc thir xét (GGT) trong huyet thanh, huyét twong nguoi
' nghiém GGT Pat tiéu chuan chét luong: 1ISO 13485 hodc twong duong
Dung cho méay Cobas C501. Hop > 400 Test
Hoa chat dung dé dinh luong glucose trong huyét thanh,
118 Thudc thir xét huyét twong nguoi
' nghiém Glucose Pat tiéu chuan chat lugng: 1ISO 13485 hoic twong duong
Dung cho méay Cobas C501. Hop > 800 Test
Thude thit xét H(’)aichét dung dé; dinh luong HDL cholesterol trong
1.19 nghiém HDL- huye‘F At hanh,xhuye:g tuong nguotl <
Cholesterol Dat tiéu chuan chat lugng: ISO 13485 hoac tuong duong

Dung cho may Cobas C501. Hop > 350 Test
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STT hoa i ) i
(Nha thau co thé chao twong duong hodc tot hon)
Thube thir xét Héaﬁchét ding dé dinh luong ‘L.DL-choIesteroI trong
120 nghiém LDL- huyeF Athanh,xhuye:g tuong nguoi )
Cholesterol Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
Dung cho may Cobas C501. Hop > 200 Test
Chat hiéu chuan xét | Chat hiéu chuan xét nghiém dinh lugng apolipoprotein A-
191 nghiém HDL- 1, apolipoprotein B, HDL-Cholesterol, LDL-Cholesterol
' Cholesterol, LDL- | Pat tiéu chuan ISO 13485 hoac twong duong
Cholesterol Dung cho may Cobas C501. Hop >3 x 1 mL
Hoa chat dung dé dinh lwong nong dd6 mmol/mol
Thude thir xét hemoglobin (IFCC) va % hemoglobin Alc ,
1.22 nghiém HbA I¢ (DCCT/NGSP) trong mau toan phan hodac mau ly huyet
i Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
Dung cho may Cobas C501. Hop > 150 Test
Chét ly gidi ding Hoa chat dung dé ly huyét mau mau toan phan va pha
193 cho xét nghiém lodng mau chuan trong x¢ét nghiém HbAlc
HbALC i Pat tiéu chuan chét luong: ISO 13485 hoic twong duong
Dung cho may Cobas C501. Hop > 51 mL
Chét hicu chudn cho Hoa 9}1@1‘[ dung déﬁchuén xét nghiém HbAlc
1.24 xét nghiém HbA I¢ Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
i Dung cho méy Cobas C501. Hop >3 x 2 mL
Dung dich kiém Hoa chat ding dé kiém tra chat lugng xét nghiém HbA Ic
195 soat chit luong xét | & muc binh thuong
' nghi¢ém HbA1c mtrc | Pat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
binh thuong Dung cho may Cobas C501. Hop >4 x ImL
Dung dich kiém Hoa chat dung dé kiém tra chat luong xét nghiém HbA lc
196 so4t chat lugng xét | & mirc bénh ly
' nghi¢ém HbA1c mtrc | Pat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
bénh ly Dung cho may Cobas C501. Hop >4 x 1.0 mL
Thude thit xét Hoa chat ding dé dinh lugng protein toan phan trong
197 nghiém Protein toan huyét thanh va huyet tuong nguoi
phﬁn' Pat tiéu chuan chat luong: ISO 13485 hoic tuong duong
Dung cho méay Cobas C501. Hop > 300 Test
Hoa chat dung dé dinh luong triglyceride trong huyét
198 Thudc thir xét thanh va huyﬁt tuong nguoi
' nghiém Triglyceride | Dat tiéu chuan chat lugng: ISO 13485 hodc twong duong
Dung cho may Cobas C501. Hop > 250 Test
Hoa chat dung dé dinh lugng acid uric trong huyét thanh,
199 Hoba chat xét huyét twong va nude tiéu nguoi
' nghiém Acid Uric Pat tiéu chuan chét luong: ISO 13485 hodc twong duong
Dung cho méay Cobas C501. Hop > 400 Test
Hoa chat dung dé dinh luong urea/urea nitrogen trong
130 Hoba chat xét huyét thanh,?huyét tuong nguoi

nghiém Ure

Pat tiéu chuan chét luong: ISO 13485 hodc twong duong
Dung cho méay Cobas C501. Hop > 500 Test
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STT hé i ) i
0a (Nha thau cé thé chao twong dwong hodc tét hon)
, W ’ Hoa chat dung trong kiém tra chat lugng dé kiém tra do
Chat kiém tra chat | dang va do chinh xac cua cac phuong phap dinh lugng
1.31 lugng xét nghiém mtuc 1. q ,
sinh héa muc 1 Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
Dung cho may Cobas C501. Hop > 20 x 5 mL_
o , Hoa chat dung trong kiém tra chat lugng dé kiém tra do
Chat kiém tra chat | dang va d6 chinh xac cua cac phuong phap dinh lugng
1.32 luong xét nghiém murc 2. ? ’
sinh héa mirc 2 Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
Dung cho may Cobas C501. Hop > 20 x 5 mL
Chat hi¢u chuan xét | Hoa chat dung dé chuan xét nghiém dinh lugng
133 nghiém dinh Ivong | Ammonia/ Evthano’I/ CO2
' ammonia, ethanol, | Pat tiéu chuan chat lugng: ISO 13485 hoac twong duong
bicarbonate Dung cho may Cobas C501. Hop >2 x 4 mL
Cha_t Aklerr} soat xct Hoa chat dung dé kiém tra chat luong xét nghiém dinh
nghi¢m dinh luong . Tz \
. lugng Ammonia/ Ethanol/ CO2 muc bat thuong
1.34 ammonia, ethanol, . 2 o1 x <
: . .z | Dat tiéu chuan chat lugng: ISO 13485 hoac tuong duong
bicarbonate mirc bat |  * . A
N Dung cho méy Cobas C501. Hop > 5 x 4 mL
thuong
Cha‘t Ak1en.1 soat xct Hoa chat dung dé kiém tra chat luong xét nghiém dinh
nghi¢m dinh luong ) A R
. lugng Ammonia/ Ethanol/ CO2 mirc binh thuong
1.35 ammonia, ethanol, n 2k <
: , Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
bicarbonate muc | iy ko may Cobas C501. Hop > 5 x 4 mL
binh thuong & Y b=
’ H(')a’chét dung dé dinh lugng ethanol trong huyét thanh,
136 Thuoc thir xét huyét twong va nudce ti€u ngudi
' nghi¢m Ethanol Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
Dung cho may Cobas C501. Hop > 100 Test
’ i Hoa chat dung dé chuan cac xét nghiém dinh lugng: ALT,
137 Chat hiéu chuan xét | AST, Albumoin, Amylase, Creatinin kinase
' nghi¢m sinh hoa Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
Dung cho méay Cobas C501. Hop > 12 x 3 mL
D Dung dich rtra c6 tinh acid cho céng phan ing
1.38 Eﬁﬁic‘}gh 2O pat tiéu chuén ISO 13485 hoic twong duong
Dung cho may Cobas C501. Hop>2x 1.8 L
lellélf dﬁ;}; bio A Dung dich bao dudng dién cuc ISE, dng va kim hut miu
1.39 Kim hgﬁ ¢ digén %uz Dat ti€u chuan ISO 13485 hodc tuong duong
A e T Dung cho may Cobas C501. Hop > 9 x 12 mL
dién giai
z ~ ~ | Hoa chat dung dé pha loing miu
1.40 ﬁ}:‘éf’gﬂ/oloang M| Bat tidu chudn chét lwong: ISO 13485 hodc twong duong
Dung cho may Cobas C501. Hop > 50 mL
Dune dich rira Dung dich rura cho kim hut thude thr va cong phan tmg
141 s d Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong

cho kim hut thudc

Dung cho méay Cobas C501. Hop > 66 mL
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(Nha thau co thé chao twong duong hodc tot hon)
thr va cong phan
ing
Dung dich rtra c6 Dung dich rira c6 tinh kiém cho cong phan tng
1.42 tinh kiém cho céng | Pat tiéu chuin ISO 13485 hoic twong dwong
phan ing Dung cho may Cobas C501. Hop>2x 1.8 L
S Dung dich rtra cong phan tng
1.43 D;ll ne ,dICh fua cong Pat tiéu chuan ISO 13485 hoic twong duong
phan tung Quy céach: >50 mL/ hop
% o A Dung dich gidm surc cang bé mét cua budng phan ing
1.44 S;?t hoat dong b€ | 1. tiau chun ISO 13485 hodc tuong duong
i Dung cho may Cobas C501. Hop > 12 x 59 mL
Dung dich rira kim Dung dich r@a kim hit mau muc 2
1.45 hit mdu 2 Dat ti€u chuan chat lugng: ISO 13485 hodc twong duong
Dung cho may Cobas C501. Hop > 12 x 68 mL
Dung dich rira kim Dung dich r@a kin,l hit mau muc 1
1.46 hit i 1 Dat ti€u chuan chat lugng: ISO 13485 hoac tuong duong
Dung cho may Cobas C501. Hop > 12 x 59 mL
, . L Bong dén may xét nghiém sinh hoa
147 | Bongdénmay sinh Dung cho ma;y/ Cobas C501
hoa . A
Quy céch 1 cai/hdp
La vat tu tiéu hao sir dung cho phan tich mau thtr in vitro
148 Cuvet dung cho trén may phan tich sinh héa tuong thich véi may sinh hda

may cobas C501

Cobas C501.
Quy céach > 24 Pcs/Hop

2. Phan 15: Hoa chét vat tu sir dung cho may xét nghiém sinh hoa AU480

Héa chat dung cho xét nghiém dinh lugng albumin;

Dinh luong Phuong phép: Bromocresol Green; Dai tuyén tinh: 15 —
51 Albgmin trong 60 g(L (1,5-6,0 g/dL); Bude song: 600 nm; Loai mau:
' huyét thanh va Huyét thanh, huyét twong; Do lap lai: CV <3%; Do
huyét twong chum toan phan: CV < 3%; S6 luong test toi thiéu/1 mL:
16 test
Thudc thir xét nghiém dinh lwong ethanol; Thanh phan:
Thubc thir A chtra dém PIPES, chit bao quan; Thudc thir
, L 4 B chira dém PIPES, NAD, alcohol dehydrogenase, chat
Hoa chat dung cho , L - x
2.2 xét nghiém Ethanol bao quan; Phuong phap: Quang pho, Alcohol
i Dehydrogenase; Loai mau: Huyét thanh, Huyét tuong,
Nudrc tiéu; Gidi han phat hién: 8,11 mg/dL (1,76
mmol/L); Gi6i han tuyén tinh: 300 mg/dL (65,1 mmol/L)
}{loa C,Iiat hff? chuén Chat hiéu chuan xét nghiém dinh lugng amoniac, ethanol,
2.3 ¢ho xet nghiem CO2; Thanh phﬁn: Dung dich dém, chtra amoniac,

Ammonia, Ethanol
va CO2

ethanol, natri hydrocarbonat
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STT hoa i ) i
(Nha thau co thé chao twong duong hodc tot hon)
Hoa chat kiém
chirng mtrc 1 cho Vat liéu kiém soat murc 1 xét nghiém dinh luong amoniac,
2.4 x€t nghiém ethanol, CO2; Thanh phén: Dung dich dém chira amoniac,
Ammonia, Ethanol | ethanol, natri hydrocarbonat
va CO2
Hoéa chat kiém
chirng murc 2 cho Vat liéu kiém soat mirc 2 xét nghi¢m dinh luong amoniac,
2.5 xét nghiém ethanol, CO2; Thanh phan: Dung dich dém chira amoniac,
Ammonia, Ethanol | ethanol, natri hydrocarbonat
va CO2
Hoa chat dung cho xét nghiém dinh luong bilirubin truc
Pinh luong tiép; Phuong phép,: DI?D; Dai do: 0,9 — .171* umol/LA’ (0,05
2.6 Bilirubin trc tidp | - 10 mg/dL);; Bude séng: 570 nm; Loai mau: Huyét
: thanh, huyét tuwong; B9 lap lai: CV < 5%; B chum toan
phan: CV < 7,5%; SO luong test toi thiéu/1 mL: 16 test
Hoa chat ding cho xét nghiém dinh luong bilirubin toan
phan; Phuong phap: DPD; Dai tuyén tinh: 0,5-513
57 Dinh luong ‘ umol/L (0,03-30 mg/dL); Budc song: 540nm; Loai mau:
' Bilirubin toan phan | Huyét thanh, huyét tuong; Do 1ap lai: CV < 3,0%; Do
chum toan phﬁn: CV <5,0%; Sb luong test tbi thiéu/1
mL: 16 test
Hoa chat dung cho xét nghiém dinh lugng cholesterol;
: Phuong phap: Enzymatic; Dai tuyén tinh: 0,5 — 18,0
28 gﬁgfeﬁgﬁﬁ to3n mmol/L (20 — 700 mg/dL); Budge song: 540 nm; Loai
' phén mau: Huyét thanh, huyét tuong; bo lap lai CV < 3% Do
chum toan phan: CV < 3%; S6 luong test to1 thi€u/1 mL:
22 test
Hoa chat dung cho xét nghiém dinh luong CK-MB;
. X . Phuong phap: Uc ché mién dich enzym; Dai tuyén tinh:
)9 E;; giaéff}flﬁztng 102000 U/L (0,17 — 33,33 pkat/L); Bude séng: 340 nm;
' CK-MB i Loai mau: Huyét thanh, huyét trong; D9 lap lai: CV <
5%; Do chum toan phan: CV < 6,5%; S6 lugng test toi
thicu/1 mL: 6 test
210 glza;éiartl;ﬁ?;g}éﬁr_l Chat hiéuqchufm dung trong xét nghiém CK-MB; Gia tri
MB ¥ duoc chuan hoa theo CK total IFCC Reference Method
Hoa chat kiém Vit lidu kiém soat mirc 1 dung trong xét nghiém CK-MB;
2.11 chuan muc 1 cho Gia tri dugc chuan hoa theo CK total IFCC Reference
xét nghiém CK-MB | Method
Hoa chat kiém Vit lidu kiém soat mirc 2 dung trong xét nghiém CK-MB;
2.12 chuan muc 2 cho Gia tri dugc chuan hoa theo CK total IFCC Reference

x€t nghiém CK-MB

Method
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(Nha thau co thé chao twong duong hodc tot hon)
Hoa chat dung cho xét nghiém dinh luong canxi; Phuong
phap: Arsenazo III; Dai tuyén tinh: Huyét thanh, huyét
Pinh lugng Calci tuong: 1 —5 mmol/L (4 — 20 mg/dL); Nudc tiéu: 0,1 — 10
2.13 todn phén mmol/L (0,4 — 40 mg/dL); Budc song: 660 nm; Loai
mau: Huyét thanh, huyet tuong, nude tiéu; Do lap lai CV
<3%, DB chum toan phan <4%; Sb lugng test tdi thiéu/1
mL.: 33 test
Hoa chat hiéu chuan
214 cho céac xét nghiém Huyét thanh hiéu chuan cho cac xét nghiém sinh hoa
' sinh hoa thuong thuong quy
quy i
Hoa chat dung cho xet nghiém dinh luong HDL-
: cholesterol; Phuong phap: Enzymatic; Dai tuyén tinh:
2.15 gﬁgllels‘igfogl HDL~ 10,05 - 4,65 mmol/L (2 -180 mg/dL); Loai mau: Huyét
thanh, huyét tuong; B9 1ap lai: CV < 3,0%; Do chum toan
phan: CV < 4,0%; S6 luong test toi thiéu/1 mL: 4 test
Hoa chat ding cho xét nghiém dinh luong LDL-
Hoa chat ding cho | cholesterol; Phuwong phap: Enzymatic; Dai tuyén tinh:
516 xét nghiém dinh 0,26 - 10,3 mmol/L (10 - 400 mg/dL); Budc song: 600
' luong LDL- nm; Loai mau: Huyét thanh, huyét tuong; B9 lap lai: CV
cholesterol < 3,0%; P06 chum toan phan: CV < 4,0%; S6 luong test
t6i thiéu/l mL: 4 test
. KA | Hoa chat hiéu chuan dung cho xét nghiém dinh lugng
217 gl(z)axcéhta;élgglghuan HDL-Cholesterol; Gié tri chat hiéu f:huén c6 thé duoc
HDL i truy xuat theo phuong phap tham chiéu HDL-cholesterol
cua US CDC (Centre for Disease Control)
PRI ;| Hoa chat hiéu chuan cho xét nghiém LDL-Cholesterol;
Hoéa chat hiuchuan | .., . 2z 7 .. 2 o R Z
518 cho xét nghiém GIE,l tri chat hl.eiu chuan c6 thé duogc ‘Eruy xuat theo phuong
i phéap tham chi€éu LDL-cholesterol cia US CDC (Centre
LDL .
for Disease Control)
Hoa chat kiém Hoa chat kiém chtng cho xét nghiém HDL/LDL-
chtrng 2 muc cho Cholesterol; Chat kiém chiing 2 muc; Cac gia tri co thé
2.19 x€t nghiém duogc truy xuat theo phuong phap tham chiéu HDL va
HDL/LDL- LDL-cholesterol cia US CDC (Centre for Disease
Cholesterol Control)
Hoba chat dung cho xét nghiém dinh lugng uré; Phuong
phap: GLDH, do UV dong hoc; Dai tuyén tinh: Huyét
. L, 4 thanh, huyeét twong: 5-300 mg/dL (0,8-50,0 mmol/L)
290 | Hoachatdinh Nuéc tiéli 60—45(%0 mg/dL (10-750 mmol/L); Loai mau:
luong Ure

Huyét thanh, huyét tuong, nudc tiéu; DO lap lai: CV <
5%; Do chum toan phan: CV < 10%; S6 lugng test toi
thi€u/1 mL: 10 test
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oa (Nha thau c6 thé chao tiong dwong hodc tt hon)
Thude thir xét nghiém dinh lugng HbA1C; Thanh phan:
, Thuoc thir A chtra hén dich hat latex, natri azid; Thuoc
591 Hoéa chat dung cho | thir B chira khang thé khang HbA1C nguoi, chat on dinh;
' x€t nghiém HbA1C Ph~uorng ~phaip: Do dd duc, sir dung hat latex, Direct; Loai
mau: Mau mau; Dai do: 2 — 140 mmol/mol; Gi61 han phat
hién: 1,9 mmol/mol
5 9 Sﬁf;z?ﬁaiiﬁg Chét hiéu chudn xét nghiém dinh lugng HbA1C; Thanh
' HbALC ghie phan: Mau nguoi
Chét kiém chimg
by | g Cho Xet Vit ligu kiém sodt xét nghiém dinh lugng HbA1C; Thanh
' ng mo globin Alc phan: Mau ly giai hong cau (nguoi, dang dong kho)
muc binh thuong
Chat kiém chung
> 24 g“ﬂ?éfr?o Xet Vit ligu kiém sodt xét nghiém dinh lugng HbA1C; Thanh
' Hgé mo globin Alc phan: Mau ly giai hong cau (nguoi, dang dong kho)
murc bénh ly
2.25 gl‘gﬁi if; gﬁhhﬁm Dung dich rira hé théng may sinh héa
Hoa chat dung cho xét nghiém dinh luong a:amylase;
Phuong phap: CNPG3; Dai tuyén tinh: Huyét thanh/
(o . | huyét twong: 10 — 2000 U/L (0,2 — 33,3 pkat/L), Nudc
2.26 ﬂ‘r’;‘ ?:Sa; dohoat do | ial\. s — 4800 U/L (0,1 - 80 ikat/L) ; Bude song: 410 nm;
y Loai mau: Huyet thanh, huyét twong, nudc tiéu; D9 lap
lai: CV < 5,9%; 1:)(} chum toan phan: CV <10,0%; S6
lugng test to1 thi€u/1 mL: 5 test
Hoa chat dung cho xét nghiém dinh luong ALT; Phuong
phép: Dua trén khuyén céo cua IFCC; Dai tuyén tinh: 3 —
5 97 Po hoat o0 ALT 500 U/L (Q,05 — 8,33 pkat/L); Budce song: 340 nm; Loai
' (GPT) mau: Huyét thanh, huyét twong; D6 lap lai: CV < 5%; Do
chum toan phan: CV < 10%; So lugng test toi thi€u/1 mL:
6 test
Hoéa chat dung cho Xét nghi¢m dinh luong AST; Phuong
phép: Dua trén khuyén céo cua IFCC; Dai tuyén tinh: 3 —
598 Do hoat do0 AST 10~00 U/L (0,05 - 16,7 gkat/L); Budc soéng: 340 nm; Loai
' (GOT) mau: Huyét thanh, huyét twong; D0 lap lai: CV < 5%; B0

chum toan phan: CV < 10%; S6 lugng test t5i thiéu/1 mL:
8 test
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2.29

Hoa chat dinh
lugng Creatinin

Hoa chat dung cho xét nghiém dinh luong creatinine;
Phuong phép: Jaffé method; Dai tuyén tinh: Huyét thanh/
huyét twong: Phuong phap A: 5 — 2200 pmol/L (0,06 —
25,0 mg/dL); Phuong phap B: 18 — 2200 umol/L (0,2 —
25,0 mg/dL), Nudc ticu: 88 — 35360 pmol/L (1 — 400
mg/dL); Budc song: 520 nm; Loai mau: Huyét thanh,
huyét tuong, nuoc tiéu; PO lap lai: CV <3%; Do chum
toan phan: CV < 5%; S6 luong test tdi thiéu/1 mL: 4 test

2.30

Héa chét dinh
lugng Glucose

Hoa chat dung cho xét nghiém dinh luong glucose;
Phuong phap: Enzymatic (hexokinase method); Dai tuyén
tinh: Huyét thanh/ huyét twong/ dich nio tay: 0,6 — 45,0
mmol/L, Nudc tiéu: 0,2 — 45 mmol/L; Budc Song 340
nm; Loai mau: Huyét thanh, huyét tuong, nudc tiéu va
dich ndo tuy; B9 lap lai: CV <3%; B chum toan phan
CV <5%; S6 lugng test tdi thiéu/1 mL: 13 test

2.31

Héa chit dinh
lugng Acid Uric

Hoa chat ding cho xét nghiém dinh luong axit uric;
Phuong phap: Uricase; Dai tuyén tinh: Huyét thanh, huyét
tuong: 1,5-30 mg/dL (89—1785 umol/L), Nudc tiéu: 2—
400 mg/dL (119-23800 umol/L); Budc séng: 660nm;
Loai mau: Huyét thanh, huyét tuong, nuoc tiéu; PO lap
lai: CV < 3%; Do chum toan phan: CV < 5,0%:; Sb luong
test toi thiéu/l1 mL: 11 test

2.32

Hoéa chat dinh
lugng Triglycerid

Hoba chat dung cho xét nghiém dinh lugng triglyceride;
Phuong phép: Enzym; Dai tuyén tinh: 0,1-11,3 mmol/L
(10-1000 mg/dL); Budc song: 660nm; Loai mau: Huyét
thanh, huyét trong; Do 1ap lai: CV < 3,0%; D6 chum toan
ph?m: CV <5,0%: S6 lugng test t6i thiéu/1 mL: 8 test

2.33

Hoa chat do hoat d6
GGT

Hoba chat dung cho xét nghiém dinh lugng GGT; Phuong
phap: Dua trén khuyén cdo ctiia IFCC; Dai tuyén tinh: 5 -
1200 U/L (0,08 — 20,00 pkat/L); Budc song: 410 nm;
Loai mau: Huyét thanh, huyét twong; Do lap lai: CV<
5%; Do chum toan phan CV < 10%: S6 luong test tdi
thiéu/1 mL: 5 test

2.34

Hoa chat dinh
luong Sat

Hoa chat dung cho xét nghiém dinh luong sat; Phuong
phap: TPTZ; Dai tuyén tinh: 2 — 179 pmol/L (10 — 1000
ng/dL); Budc séng: 600 nm; Loai mau: Huyét thanh,
huyét tuong; DO 1ap lai: CV <3,0%; D6 chum toan ph?m:
CV < 5,0%; SO luong test toi thiéu/1 mL: 10 test

2.35

Héa chat dinh
lugng Protein toan
phan

Hoa chat ding cho xét nghiém dinh lwong protein toan
phan; Phuong phap: Photometric; Dai tuyén tinh: 30—120
g/L (3-12 g/dL); Budc song: 540nm; Loai mau: Huyét
thanh, huyét twong; Do lap lai: CV < 3,0%; P chum toan
phan: CV < 4,0%; S6 lugng test t6i thiéu/1 mL: 10 test
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STT hé i i i
g (Nha thau cé thé chao twong dwong hodc tét hon)
Hoa chat dung cho xét nghiém dinh luong CRP d6 nhay
cao; Phuong phap: Mién dich do d duc; Dai tuyén tinh:
236 Héa chat dinh Ung dung binh thuong: 0,2:480 mg/L, Ung dung do nhay
' luong CRP cao: 0,08-80 mg/L; Loai mau: Huy€t thanh, huyét tuong;
Do lap lai: CV Sq6%; Do chum toan phan: CV < 10%; S6
lugng test to1 thi€u/1 mL: 3 test
Héa chat dung cho xét nghiém dinh lugng ferritin;
, L, 4 Phuong phap: Mién dich do d6 duc; Dai tuyén tinh: 8,0 —
2.37 Exc(;?ld?;rfi!trilﬁ 450 ng/L; Loai miu: Huyét thanh, huyét twong; D9 1ap
ong lai: CV < S,Q%; ]:DC) chum toan phan: CV <7,0%; S6
lugng test to1 thi€u/1 mL: 5 test
H(’)g chat hiéu Chat hiég chgén cho xét I}ghiém CRP d6 nhay cao; Chat
238 chuan cho xét hiéu chuan g(:)m muc 2 Eién muc 6; Cac gia Eri duogc gan
' nghi¢ém CRP ¢c6 do | theo ti€u chuan IFCC bang phuong phdp mién dich do do
nhay cao duc
Chat hiéu chuan cho cac xét nghiém do d6 duc mién dich;
H(’)e} chat hiéu Chat hi¢u chuan 6 muc; - Céac gia tri hjéu chuan du:ch gan
2.39 chuan cho xét st dung cac nguyén li€u li¢u tham chi€u theo tiéu chuan
nghiém Ferritin IFCC (1gG, IgA, IgM, C’3, C;4,\ Transferrin, CRP), WHO
(ASO) va tiéu chuan quoc t€ lan thtr 3 cho ferritin
Hora chat ’klem Chat kiém ching cho cac xét nghiém sinh hoa thudng quy
chimg muec 1 cho , , A s, A .
2.40 .S A muc 1 st dung dugc trén may xét nghiém sinh hoa
cac x¢ét nghiém sinh . 532 o
, \ AU480 cua Bénh vién
hoa thuong quy
Hoéa chat kiém foA o e LA
, . Chat kiém chung cho céac xét nghiém sinh héa thuong quy
chimg mure 2 cho , , P A .
241 .S A muc 2 st dung dugc trén may xét nghiém sinh hoa
cac x€t nghiém sinh , 2 A
, \ AU480 cua Bénh vién
hoa thuong quy
Hoéa chat kiém b A LA : A s A
, . Hoa chat kiém chiimg murc 1 cho céac xét nghi¢m do do
chtirng murc 1 cho X \ a o~
2.42 .S n duc mién dich str dung dugc trén may xét nghi¢m sinh
cac xét nghiém do : oA o n
. 7X e hoa AU480 cua Bénh vién
do duc mién dich
Ho’a chat’klem Hoa chat kiém chtrng mirc 2 cho cac xét nghiém do do
chirng murc 2 cho X , A A
2.43 .S . duc mién dich str dung dugc trén may xét nghi¢m sinh
cac xét nghiém do ; . oA "
. 7% e hoa AU480 cua Bénh vién
do duc mién dich
A . Lam bang cao su va nhya, dai > 10 cm sir dung phu hop
2.44 Day bom nhu dong trén may xét nghiém sinh héa AU480 ctia Bénh vién
5 45 Bong dén cho may | Béng den Halogen, 12V, 20W st dung phu hop trén may

sinh hoa

xét nghiém sinh héa AU480 cia Bénh vién
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STT hoa i ) i
(Nha thau co thé chao twong duong hodc tot hon)
Dung dich rira; Thanh phan: Sodium Hypochlorite 5 -
2.46 Dung dich rura 10%; st dung phu hop trén may xét nghiém sinh hoa
AU480 cua Bénh vién
Hoa chat dung cho xét nghiém dinh luong protein toan
Pinh lrong Protein phan trong nudc tiéu.Vé 7(?SF ;APhlrron‘g phap: Do .y
547 rong nuée tiéu va P,yrogallol Molybdat,:Dal tu}’/en 'tlmh. Q,Ol—} g{L, Blfocz
dich ndo tuy song: 600nm; LoalA mau: Nu:f)’c tle}Al, dich ndo tuy; DQAlap
: lai: CV <5,0%; BJ chum toan phan: CV < 10,0%; S6
luong test tdi thiéu/1 mL: 5 test
Chét kiém chimg D_}Ic,rc sﬁ:’ dung gié the(,) d()'i; hiéu n\épg cac xét nglrliém nuoc
548 cho xét nghiém sinh tleu.‘ Thanh phan: nuge tleA’u nguoi, arAn}XIIase‘ nuoc b(‘)t,
, , S nguoi, hCG, albumin huyét thanh. B§ 6n dinh sau moé
hoa nude ticu z o 1A ,
nap: Téi hét han sir dung
Hoa chat dung dé dinh luong nong do Albumin trong
nuée tiéu/dich ndo tiry; Phuong phap: Po d6 duc mién
Dinh lugng dich; Dai do: Nudc tiéu: 0,7-45 mg/dL (7-450 mg/L);
2.49 Albumin trong nudc | Dich ndo tuy :1-45 mg/dL (10450 mg/L); Budc song:
tiéu va dich ndo tay | 380nm; Loai mau: Nudc tiéu, dich ndo tuy; Do lap lai:
CV <5%; Do chum toan phﬁn: CV < 10%; S6 luong test
tb1 thiéu/1 mL: 3 test
Chat hiéu chuan cho xét nghiém Albumin trong nuéc
Chat hiéu chuan tiéu/CSF; Chat hiéu chuan 5 murc; Cac gia tri chat hiéu
2.50 albumin trong nudc | chuan c6 kha nang lién két chuan v&i Vat liéu tham chiéu

tiéu/dich ndo tay

CRM 470 da dugc chirng nhan boi Lién doan hoa sinh
lam sang quoc t¢

3. Phan 16: Hoa chat, vat tu dung cho may sinh hoa P700-3

3.1

Thubc thir xét
nghiém Albumin

Hoa chat dung dé dinh luong Albumin.

Thanh phan tdi thiéu:

Chat thir don

Succinate

Bromcresolgreen

Brij 35 Detergent

Dai do: <0.15-> 8 g/dl

Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Quy cach: > 4x100ml+ 1x3ml

Dung cho may sinh héa ty dong P700-3 cta Bénh vién
Xuat xt: Nhom cac nude G7
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3.2

Thubc thir xét
nghi¢m amylase

Hoa chat dung dé dinh luong amylase.

Thanh phan t6i thiéu:

Buffer

Sodium chloride

Magnesium chloride

a-Glucosidase

Ethyliden-G7-PNP

Dai do: <3 ->1500 U/

Tiéu chuan chét luong: ISO 13485 hoic tuong duong
Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Quy céach: >2x50ml+1x20ml

Xuat xt: Nhom cac nude G7

3.3

Thubc thir xét
nghiém GOT/AST

Hoa chat dung dé dinh luong GOT/AST
Tiéu chuan chét luong: 1SO 13485
Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Thanh phan t6i thiéu:

Buffer

L-Aspartate

LDH

MDH

Starter

NADH

a-Ketoglutarate

Dai do: <5->700 U/l

Quy céch: 4x100ml + 1x80ml

Xuét xtr: Nhém céac nude G7

3.4

Thudc thir xét
nghiém GPT/ALT

Hoa chat dung dé dinh luong GPT/ALT

Thanh phan tdi thiéu:

Buffer

L-Alanine

LDH

MDH

Starter

NADH

a-Ketoglutarate

Dai do: <5 —->700 U/

Tiéu chuén chét luong: ISO 13485 hoidc tuong duong
Dung cho may sinh héa ty dong P700-3 cta Bénh vién
Quy céch: 4x100ml + 1x80mi

Xuét x{r: Nhom cac nuée G7
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3.5

Thudc thir xét
nghi¢m Bilirubin
truc ti€p

Hoa chat dung dé dinh lwong Bilirubin tryc tiép
Thanh phan t6i thiéu:

Thubc thir 1:

Tartrate Bufer

Thudc thir 2:

Phosphate Buffer

Sodiummeta vanadate

Dai do: <0.1 —> 20 mg/dl

Tiéu chuan chét luong: ISO 13485 hoic tuong duong
Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Quy céach: R1: 4x40ml + R2: 4x10ml

Xuét xt: Nhom céc nude G7

3.6

Thudc thir xét
nghiém Bilirubin
toan phan

Hoa chat dung dé dinh luong Bilirubin toan phan
Thanh phan tdi thiéu:

Thudc thu 1:

Citrate Buffer

Thudc thir 2:

Phosphate Buffer

Sodiummeta vanadate

Dai do: <0.1 —>40 mg/dl

Tiéu chuan chat luong: ISO 13485 hoic twong duong
Dung cho may sinh héa tu dong P700-3 ctia Bénh vién
Quy cach: R1: 4x40ml + R2: 4x10ml

Xuat xtr: Nhém cac nude G7

3.7

Thudc thir xét
nghi¢m Fe (Sat)

Hoa chat dung dé dinh luong Fe (Sit)

Thanh phan tdi thiéu:

Buffer

Guanidine hydrochloride

Starter

Ferene-S-disodium salt

Ascorbic acid-Na-salt

Dai do: <3.5->179 pmol/l

Tiéu chuan chét luong: 1SO 13485 hoic tuong duong
Dung cho may sinh héa ty dong P700-3 cta Bénh vién
Quy cach: 2x50ml + 1x20ml + 1x2,5g + 3ml

Xuét xa: Nhom céc nude G7

3.8

Thudc thir xét
nghiém Ca (Calci)

Héa chat dung dé dinh lugng Calcium

Thanh phan t6i thiéu:

Arsenazo |11

Dai do: <0.65 - > 16 mg/dl (0.165-4.0 mmol/l)

Tiéu chuén chét luong: ISO 13485 hodc tuong duong
Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Quy céch: 2x50ml + 3ml

Xuat xt: Nhom cac nude G7
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3.9

Thudc thir xét
nghiém CRP

Hoa chat dung dé dinh luong CRP

Thanh phan tdi thiéu:

Thudc thir 1:

Phosphate buffer

PEG

Thudc thir 2:

Phosphate buffer

Polyclonal goat anti-human CRP

Dai do: <0.2 —> 22 mg/dl

Tiéu chuan chét luong: ISO 13485 hoic tuong duong
Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Quy céach: 2x25ml + 1x10ml

Xuét x&r: Nhom céc nuée G7

3.10

Thudc thir xét
nghiém CK-MB

Hoa chat dung dé dinh lugng CK-MB

Thanh phan tdi thiéu:

Imidazole

Magnesium acetate:

Glucose

N — acetylcysteine

EDTA

ADP

NADP

AMP

Adenosine (5”) pentaphospho (5”)-adenosine
Glucose-6-phosphate dehydrogenase

Hexokinase

Phosphocreatine

CK —MM (human) inhibiting antibodies monocl

Dai do: <3.8 —> 1500 U/

Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Quy céch: 2x50ml + 1x20ml

Xuét x{r: Nhom cac nuée G7

3.11

Chat hiéu chuan xét
nghiém CK-MB

Chat hiéu chuan xét nghiém dinh luong CK-MB
Thanh phan: CK-MB Calibrator 12 huyét thanh chuan
dang dong kho san xuat tir huyét thanh ngudi.

Dong goi: Lo > 2ml

Tiéu chuén chét luong: ISO 13485 hoidc tuong duong
Dung cho may sinh héa ty dong P700-3 cta Bénh vién
Xuat xir: Nhom cac nudec G7
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3.12

Thudc thir xét
nghiém Dién Giai
bo

Thanh phan t6i thiéu:

Calibrant A: 520 ml

{Na+, 140mmol/L *K+, 4,0mmol/L *ClI-, 125,0 mmol/L
*Li+, 1,0 mmol/L};

Calibrant B: 190 ml

{Na+, 70mmol/L *K+, 8,0mmol/L *ClI-, 41,0 mmol/L
*Li+, 0,4 mmol/L}

Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Quy cach: > 710 ml

Xuét x&r: Nhom céac nuée G7

3.13

Thubc thir xét
nghiém Cholesterol

Hoa chat dung dé dinh lugng Cholesterol

Thanh phan t6i thiéu:

Phosphate buffer

4-Aminoantipyrine

Phenol

Peroxidase

Cholesterolesterase

Cholesteroloxydase

Dai do: <4 — > 750 mg/dl

Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Dung cho may sinh héa tu dong P700-3 ctia Bénh vién
Quy céch: 4x100ml + 3ml

Xuét xir: Nhom cac nuée G7

3.14

Thubc thir xét
nghiém Creatinin

Hoa chat dung dé dinh lwong Creatinin

Thanh phan t6i thiéu:

Thudc thir 1: NaOH; Phosphate

Thudc thir 2: Picric acid

Dai do: <0.1 —>20 mg/dl

Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Dung cho may sinh héa tu dong P700-3 ctia Bénh vién
Quy cach: > 6x67ml + 6x17ml

Xuat xir: Nhém cac nude G7

3.15

Thubc thir xét
nghiém Ferritin

Hoa chat dung dé dinh Feritin

Thanh phan:

Thudc thir 1: Hepes buffer; Sodium azide 0.95 g/l
Thudc thir 2: Suspended latex microparticles sensitized
with animal 1gG antiferritin

Dai do: 0 —> 500 ng/ml (pg/l)

Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Tiéu chuan chét luong: 1SO 13485 hoic tuong duong
Quy cach: >1x24ml + 1x8ml

Xuat xt: Nhom cac nuée G7
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hoa (Nha thau cé thé chao twong dwong hodc tét hon)

Chat hiéu chuan xét nghiém dinh luong CRP

Thanh phan

Chat chuan 14 su pha lodng tir huyét twong va dich mang
phéi nguoi chira CRP mtc cao voi dung dich mudi dém
phosphate

Doéng go6i: Hop > (5 x 1ml)

Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Tiéu chuén chét luong: ISO 13485 hoidc tuong duong
Xuat xt: Nhom cac nude G7

Chat hiéu chuin xét

3.16 nghiém CRP

Hoa chat dung dé dinh lugng GGT

Thanh phan t6i thiéu:

Buffer:

TRIS-Buffer

Glyclyglycin

Thudc thir xét Starter:

nghiém GGT L-y-Glutamyl-3-carboxy-4-nitroanilide

Dai do: <4 —>1000 U/l 6 405 nm

Dung cho may sinh hoa tu dong P700-3 ctia Bénh vién
Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Quy céach: >2x50ml + 1x20ml

Xuat xt: Nhom cac nude G7

3.17

Hoa chat dung dé dinh luong Glucose

Thanh phan t6i thiéu:

Phosphate buffer

4- Aminophenazone

Phenol

Thubc thir xét Glucose oxidase

nghiém Glucose Peroxidase

Dai do: < 1.1 —>900 mg/dl

Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Tiéu chuan chét luong: ISO 13485 hoidc tuong duong
Quy cach: > 4x100ml + 3ml

Xuat xt: Nhom cac nude G7

3.18
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3.19

Thudc thir xét
nghi¢m HDL-
Cholesterol

Hoa chat dung dé dinh lvong HDL-Cholesterol
Thanh phan tdi thiéu:

Thubc thir 1:

Good’s bufer

4-Aminoantipyrine

Peroxidase

Ascorbatoxidase

Antihuman-B-Lipoprotein Antikorper

Thubc thir 2:

Cholesterolesterase

Cholesteroloxidase

F-DAOS

Dai do: < 0.9 —> 180 mg/dl

Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Tiéu chuan chét luong: ISO 13485 hoic tuong duong
Quy céch: > 1x60ml + 1x20ml

Xuét xtr: Nhom cac nuée G7

3.20

Thudc thir xét
nghi¢ém LDL-
Cholesterol

Hoa chat dung dé dinh luong LDL-Cholesterol
Thanh phan tdi thiéu:

Thudc thir 1:

Good’s buffer

Cholesterolesterase

Cholesteroloxidase

HDAOS

Catalase

Thudc thir 2:

Good’s buffer

4-Aminoantipyrine

Peroxidase

Dai do: <1 —>400 mg/dl

Dung cho may sinh héa tu dong P700-3 ctia Bénh vién
Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Quy cach: > 1x60 ml + 1x20ml

Xuat xt: Nhém céc nuée G7

3.21

Chat hiéu chuan xét
nghiém HDL-
Cholesterol, LDL-
Cholesterol

Chat hiéu chuan xét nghiém dinh lugng HDL/LDL
Thanh phan: 1 huyét thanh déng kho san xudt tir huyét
thanh nguoi

Dong gbi: Lo>1 ml

Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Tiéu chuén chét luong: ISO 13485 hoidc tuong duong
Quy cach: >1x1ml

Xuat xir: Nhém cac nudc G7




STT

Danh sach hang
héa

Théng s6 ky thuit va céc tiéu chuén

(Nha thau ¢ thé chao tiwong dwong hodc tot hon)

3.22

Thudc thir xét
nghi¢ém HbAlc

Hoa chat dung dé dinh luong HbA lc

Thanh phan t6i thiéu:

Thudc thir 1: Latex

Thudc tht 2: Buffer; Mouse anti-human HbA1c
monoclonal antibody; goat anti-mouse IgG polyclonal
antibody; Hemolysing reagent

Daido:<2->16%

Dung cho may sinh héa ty dong P700-3 cuia Bénh vién
Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Quy céach: > 2x30ml + 2x10 ml + Ly giai: 2x105 ml
Xuét x&r: Nhom céac nuée G7

3.23

Chét hiéu chuan cho
x¢t nghiém HbAlc

Chat hiéu chuan xét nghiém dinh luong HbAlc

Thanh phan:

Chét chuan trong bd chuan 1a hemolysate duoc tao ra tir
h@)ng cau, duoc dong kho va 6n dinh hoa.

Dong goi: B > (4x0,5ml)

Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Xuét xtr: Nhom cac nuée G7

3.24

Dung dich kiém
soat chat luong xét
nghiém HbA1c muc
binh thuong

Vat liéu kiém soat murc thép xét nghiém dinh lugng
HbAlc

Thanh phan:

Chét chuén 1a hemolysate dugc tao ra tu h@)ng cau, duoc
d6ng kho va on dinh hoa.

bong goi: Lo > 0,5ml

Dung cho may sinh hoa tu dong P700-3 ctia Bénh vién
Tiéu chun chat luong: ISO 13485 hoic twong duong
Xuét xt: Nhom céc nude G7

3.25

Dung dich kiém
soat chit luong xét
nghiém HbA1c muc
bénh 1y

Vat liéu kiém soat mirc cao xét nghiém dinh luong
HbAlc

Thanh phan:

Chét chuén 1a hemolysate dugc tao ra tir héng cau, duoc
d6ng khé va 6n dinh hoa.

bong goi: Lo > 0,5ml

Dung cho may sinh héa ty dong P700-3 cta Bénh vién
Tiéu chuén chét luong: ISO 13485 hoidc tuong duong
Xuét x(r: Nhom cac nuée G7

3.26

Thubc thir xét
nghiém Protein toan
phéan

Hoa chat dung dé dinh luong Protein toan phan

Thanh phan t6i thiéu: Potassium iodide; Potassium
sodium tartrate; Sodium hydroxide; Copper sulphate.
Dai do: <0.25->12 g/dl

Dung cho may sinh héa ty dong P700-3 cta Bénh vién
Tiéu chuén chét luong: ISO 13485 hodc tuong duong
Quy céach: > 4x100ml + 3ml

Xuat xir: Nhém cac nudc G7




STT
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Théng s6 ky thuit va céc tiéu chuén

(Nha thau ¢ thé chao tiwong dwong hodc tot hon)

3.27

Thubc thir xét
nghi¢m Triglyceride

Hoa chat dung dé dinh luong Triglyceride

Thanh phan tdi thiéu:

Pipes Buffer

4-Chlorophenol

Magnesium ione

ATP

Peroxidase

Glycerol kinase

LPL

4-aminoantipyrine

Glycerol-3-phosphate oxidase

Dai do: <10 —> 1000 mg/dl

Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Quy céch: 4x100ml + 3ml

Xuét xt: Nhom cac nude G7

3.28

Hoa chat xét
nghiém Acid Uric

Hoa chat xét nghiém Acid Uric

Thanh phan tdi thiéu:

Buffer

Phosphate-buffer

2,4,6 Triiodine-3-hydroxibenzoate

Detergents

Starter

PAP

Uricase

POD

Dai do: <0.25 — > 30 mg/dl

Dung cho may sinh héa tu dong P700-3 ctia Bénh vién
Tiéu chun chat luong: ISO 13485 hoic twong duong
Quy céach: 4x100ml + 1x80ml + 3ml

Xuét xt: Nhom céc nude G7

3.29

Hoa chat xét
nghiém Ure

Hoa chat xét nghiém Ure

Thanh phan t6i thiéu:

Buffer

TRIS buffer

a-Ketoglutarate

Urease

Glutamate dehydrogenase

Starter

NADH

Dai do: <3 —>400 mg/dl

Dung cho may sinh héa ty dong P700-3 cta Bénh vién
Tiéu chuén chét luong: ISO 13485 hoidc tuong duong
Quy céch: >4x100ml + 1x80ml + 3ml

Xuat xt: Nhom cac nude G7
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3.30

Chit kiém tra chat
luong xét nghiém
sinh hoa muc 1

vat li¢u ki€m soat xét nghiém dinh lugng sinh hoa murc
thuong

Huyét thanh dong kho dugc dung dé kiém tra cac gia tri
mirc thudng da thong sé dua trén huyét twong nguoi:
Xéc dinh cho cac thong s6 sau: Albumin, ALT/GPT, a-
Amylase total, a-Amylase pancreatic, AST/GOT,
Bilirubin total, Bilirubin direct, Calcium, Cholesterol
total, HDL-Cholesterol, LDL-Cholesterol, Creatinine,
GGT, Glucose, Total Protein, Triglycerides, Uric Acid...
Dong goi: Lo > 5 ml

Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Xuét xtr: Nhom cac nuée G7

3.31

Chat kiém tra chait
luong xét nghi€ém
sinh hoa mtrc 2

vat liéu kiém soat xét nghi¢m dinh luong sinh hdéa mirc
bat thuong

Huyét thanh dong kho dugc dung dé kiém tra cac gia tri
mirc bat thuong da thong sé dua trén huyét twong ngudi.
Xac dinh cho cac thong s6 sau: Albumin, ALT/GPT, a-
Amylase total, a-Amylase pancreatic, AST/GOT,
Bilirubin total, Bilirubin direct, Calcium, Cholesterol
total, HDL-Cholesterol, LDL-Cholesterol, Creatinine,
GGT, Glucose, Total Protein, Triglycerides, Uric Acid...
bong goi: Lo > 5 ml

Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Xuét xtr: Nhom cac nude G7

3.32

Chét hiéu chuan xét
nghiém sinh hoa

chat hiéu chuan xét nghiém dinh luong sinh hoa

Huyét thanh hiéu chuan dong kho dua trén huyét thanh
nguoi. Puge dung dé chuan trén may phan tich sinh hoa
Hiéu chuan cac chi sb: Albumin, ALT/GPT, a-Amylase
total, a-Amylase pancreatic, AST/GOT, Bilirubin total,
Bilirubin direct, Calcium, Cholesterol total, HDL-
Cholesterol, LDL-Cholesterol, Creatinine, GGT, Glucose,
Total Protein, Triglycerides, Uric Acid...

Dung cho may sinh héa ty dong P700-3 cta Bénh vién
Tiéu chuén chét luong: ISO 13485 hoidc tuong duong
Lo: >1x3ml

Xuét xir: Nhom céc nude G7

3.33

Dung dich rura c6
tinh kiém cho cong
phan tng NAOH

Dung dich rira hé thong sinh héa c6 tinh kiém

Thanh phan t6i thiéu: Quarternary ammonium
compounds, surfactants, anorg. Hydroxide, Additives
Dung cho may sinh héa ty dong P700-3 cta Bénh vién
Tiéu chuén chét luong: ISO 13485 hoidc tuong duong
Quy céach: > 1x1L

Xuét xtr: Nhom cac nuée G7
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3.34

Vat liéu kiém soat
miurc thuong xét
nghiém dinh luong
CK-MB

Thanh phan t6i thiéu: 1 huyét thanh chuan dang déng kho
san xuat tir huyét thanh nguoi.

Dung cho may sinh hoa tu dong P700-3 ctia Bénh vién
Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Dong goi: Lo >2 ml

Xuét xir: Nhém cac nude G7

3.35

Vat liéu kiém soat
mirc bat thuong xét
nghi¢m dinh luong
CK-MB

Thanh phan t6i thiéu: 14 huyét thanh chuan dang déng kho
san xuat tir huyét thanh nguoi.

Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Tiéu chuan chét luong: ISO 13485 hodc tuong duong
bong goi: Lo >2 ml

Xuat xir: Nhém cac nudec G7

3.36

Chét hiéu chuan xét
nghiém Ferritin (
Calibration)

Huyét thanh hiéu chuan dang dung dich sin sang sir dung
v6i chét bao quan: Sodium azide

Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Dong gbi: Hop > (5 x 1ml)

Xuat xir: Nhém cac nudec G7

3.37

Vat liéu kiém soét
mitc thap xét
nghiém dinh luong
cac protein QC1

Huyét thanh kiém tra d6 chinh xac dé xac dinh cac protein
huyét thanh nguoi mic thap (Albumin, al-
Acidglycoprotein Bireagent, al-Acidglycoprotein
Bireagent, a2-Macroglobulin, ASO, Antithrombin I,
B2-Microglobulin, Ceruloplasmin, Complement C3,
Complement C4, C1 esterase inhibitor, CRP, Ferritin,
Haptoglobin, IgA, IgG Bireagent, IgM Bireagent, Kappa
Light Chain, Lambda Light Chain, Prealbumin, RF,
Transferrin)

Tiéu chuan chat luong: ISO 13485 hoic twong duong
Dung cho may sinh hoa ty dong P700-3 cua Bénh vién
Doéng go1: Hop > (1 x 1ml)

Xuét x{r: Nhom céc nude G7

3.38

Vat liéu kiém soét
muc cao xét nghiém
dinh luong cac
protein QC2

Huyét thanh kiém tra do chinh xac dé xac dinh cac protein
huyét thanh nguoi mire cao (Albumin, al-
Acidglycoprotein Bireagent, al-Acidglycoprotein
Bireagent, a2-Macroglobulin, ASO, Antithrombin I11,
B2-Microglobulin, Ceruloplasmin, Complement C3,
Complement C4, C1 esterase inhibitor, CRP, Ferritin,
Haptoglobin, IgA, IgG Bireagent, IgM Bireagent, Kappa
Light Chain, Lambda Light Chain, Prealoumin, RF,
Transferrin)

Tiéu chuan chét luong: 1SO 13485 hoic tuong duong
Dung cho may sinh hoa ty dong P700-3 cta Bénh vién
Dong gb1: Hop > (1 x 1ml)

Xuét x{r: Nhom cac nuée G7
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3.39

Day bom dung cho
bo dién giai

Day bom dung vé1 ISE Model cia may phan tich hoa sinh
kém dién giai

Quy céch: 1 bo

Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Xuét xir: Cac nude thude G7

3.40

Dung dich rtra cho
bo dién giai

Daily Cleaner Diluent: > 90 mL: HCI

Daily Cleaner Powder: > 6 bottles: pepsin

Quy céch: > (90 ml + 6 1o pepsin)/ hop

Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Xuit xt: Cac nude thude G7

341

Vat liéu kiém soat
x€t nghiém dinh
luong céac thong sb
dién giai ( QC)

*Dung dich kiém chuan cho cac xét nghiém phan tich
dién giai (bao gdm test Na+, K+, Cl-, Li+, Ca++, pH) vé6i
3 mirc: binh thuong, cao va thap.

*Gom dung dich mudi, chit dém, albumin bo, chat bao
quan.

Tiéu chuan chét luong: ISO 13485

Quy Céch: > (3x10ml)/ hop

Str dung twong thich véi may sinh héa P700-3

Xuit xt: Cc nude thude G7

3.42

Dung dich rtra kim

Thanh phan: Quaternary ammonium compounds,
surfactants, organic acids

Quy cach: > 1000ml

Tiéu chuan chét luong: ISO 13485 hodc tuong duong
Dung cho may sinh héa ty dong P700-3 ctia Bénh vién
Xuét xt: Nhom céc nude G7

3.43

Bong den

Str dung twong thich v&i may sinh héa P700-3 cua Bénh
vién

Xuat xtr: Nhém cac nude G7/ Chau Au

Quy cach: Hop 1 cai

3.44

Cuvette

Str dung twong thich v&i may sinh héa P700-3 cua Bénh
vién

Xuat x: Nhom cac nude chau Au

Quy cach: > 16 chiéc/Bo

3.45

Day bom mdy sinh
hoa

Str dung twong thich v&i may sinh héa P700-3 cua Bénh
vién

Xuat x: Nhom cac nude chau Au

Quy cach: Tui 1 cai

3.46

IVD rtra dung cho
may xét nghiém
sinh hda

2x 250ml Additive for wash solution / Solution 3
Surfactants < 2.5%

Stabilyzers < 0.3%

Preservatives < 0.3%

Quy céch: > 2x250ml

Dung cho may sinh héa ty dong P700-3 cta Bénh vién
Xuét xr: Nhom céac nude chau Au
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3.47

bién cuc Na

Pién cyc cam bién Na dung véi ISE Model ctia may phan
tich hoa sinh kém dién giai

Quy cach: Tui 1 cai

Tuong thich véi may sinh héa P700-3

Xuét xr: Cac nude thude G7

3.48

bién cuc K

Dién cuc cam bién K dung v6i ISE Model ctia may phan
tich hoa sinh kém dién giai

Quy cach: Tui 1 cai

Tuong thich v&1 may sinh hoéa P700-3

Xuit xt: Cac nude thude G7

3.49

bién cuc Cl

Pién cyc cam bién Cl ding v6i ISE Model ctia may phan
tich hoa sinh kém dién giai

Quy céch: Tui 1 caii

Tuong thich véi may sinh héa P700-3

Xuét xur: Cac nudce thuée G7

3.50

bién cuc Li

Pién cuc cam bién Li dung voi ISE Model ctia may phan
tich hoa sinh kém dién giai Pictus

Quy céch: Tui 1 cai

Tuong thich véi may sinh héa P700-3

Xuit xt: Cac nude thude G7

3.51

bién cuc tham
chiéu

Pién cuc cam bién quy chiéu dung véi ISE Model cuia
may phan tich hoa sinh kem dién giai

Quy cach: Tui 1 céi

Tuong thich v&i may sinh héa P700-3

Xuat xir: Céc nude thuje G7

3.52

bién cuc trong

Dién cuc trong dung véi ISE Model ctia may phan tich
hoa sinh kém di¢n giai

Quy céch: Tui 1 cai

Tuong thich v&i may sinh héa P700-3

Xuat xir: Céc nude thudc G7

Ghi cha: D6i voi mat hang 1a thiét bi y té nha thau can cung cap mot trong céc tai

liéu sau:

+ Poi véi thiét bi y té loai A, B: S6 cong bb tiéu chuan ap dung ddi vai thiét bi y té
thuoc loai A, B.
+ Pdi véi thiét b y té, vat tu loai C, D:

THI1: Néu la hang hoa nhép khau phai c6 s6 dang ky luu hanh hodc gidy phép nhap
khau ctia Bo Y té ddi voi hang hoa dugc quy dinh tai Thong tu 56 05/2022/TT- BYT
ngay 01/08/2022 (Truong hop thiét bi y té dy thau khong thugc danh muc yéu cau
phai co sO dang ky hodc giay phép nhap khau thi nha thau cung cip bang phan loai
thiét bi y t& dugc Bo Y té cong khai trén cong thong tin dién tir va T khai hai quan

(néu co)).




TH2: Dbi véi thiét bi y té san xuat trong nudc: Nha thau phai cung cap glay phép

lwu hanh cta san pham do B Y té cap con hi¢u luc (trtr trudng hop nha thau c6 tai

liéu chimg minh mat hang dy thau ndm ngoai quy dinh phai c6 gidy chimg nhan luu

hanh).

- Bt ky thuong hiéu, mi hiéu, danh tir riéng (neu c0) trong bang yéu cau k¥ thuat

chi mang tinh chit minh hoa cho cac tiéu chuan chét lugng, tinh nang ky thuat kho

mo ta, nha thau c6 thé lya chon du thau hang hoa c6 nguén gbc, xuit x{r, nha san

xuat thuong hiu, ma hiéu phu hgp voi diéu kién cung cip nhung phai dam bao yéu

cau tiéu chuan ky thuét, dac tinh ky thuét, tinh nang str dung “twong duong” hodc
“wru viét” hon han so véi yéu ciu t01 thiéu.

Tuong duong quy dinh trong yéu cau ky thuat dugc hiéu la:

+ Chtrng nhan tiéu chuan: Tuong duong vé hé thong quan 1y chat lugng.

+ Vat liéu, thanh phan: Tuong dwong vé tinh chat; thudc tinh, cong ning.

+ Ham luong, ndng do, tinh chat: Twong duong vé cong nang st dung.

1.3. Cac yéu cau khac

- NOp va thuc hién theo y€u cau khi chu dau tu hoac bén modi thau yéu cau cac
ban cam két sau:

+ Tat ca cdc hang hoa va dich vu lién quan co xudt xur roé rang, hop phdp,

+ Hang héa cung cap méi 100%, dam bdo han sir dung toi thiéu 06 thang doi
Vv6i hang héa cé han dimg tir 02 nam tré lén; 03 thang déi véi hang héa c6 han ding
tir 01 d@én 02 ndm; % han ding i véi hang héa c6 han dimg dwéi 01 ndm theo nha
san xudt khi ban giao hang héa;

+ Cung cdp hang mau trong truong hop co yéu cau cua Bén moi thdu;

+ Thoi gian giao hang: Chdm nhat la 72 gio sau khi nhdn dwoc dw trir ciia
bén mua (bang E-mail hodc dién thoai trong truong hop khéin cdp); Riéng doi véi
hang héa tring thau ding dot xudt, khdn cdp... bdt bude giao hang tai kho bén mua
khOng qua 24 gio;

+ Thu héi hang hod trong truong hop hang hod da giao nhung khéng dam
bdo chat luwong, hodc khong su dung dwoc voi trang thiét bi hién cé cua don vi thu
huéng, hodc cé théng bdo thu héi ciia co quan cé tham quyén ma nguyén nhan
khong do 16i ctia bén moi thau;

+ C6 néng lwc tw thue hién cdc nghia vu bao hanh, cung cdp phu ting thay
thé hodc cung cdp cdc dich vu sau ban hang theo yéu cau ciia E-HSMT hodc ky hop
dong nguyén tdc véi don vi ¢é di kha nang thye hién nghia vu bdo hanh, cung cdp
phuy ting thay thé hodc cung cdp cdc dich vu sau ban hang theo yéu cau cia E-
HSMT,

+ Théng bdo bang vin bdan dén chii dau tir trong truong hop hang héa cé bat
ky thay déi tir nha san xudt



+ Truong hop hang héa dw thau yéu cau can cé thiét bi (tro cu) dé sir dung,
Nha thau cam két cung cdp thiét bi (tro cu) dé siv dung hang héa dw thau theo yéu
cau cuia Chi dau tw. Thiét bi cung ccfp dam bao dwoc kiém dinh dat vé an toan va
tinh nang ky thudt boi Té chirc kiém dinh hoat dong hop phdp trude khi dwa vao sir
dung, dam boa tudn thi ddy dii theo cdc quy dinh phdp ludt hién hanh.



phép va ban excel dit liéu kém theo E-HSDT):

a. Nha thau phai nop Bang dap ung vé k¥ thuat ctua hang hoa chao thau theo mau sau (Nha thau dinh kém ban ctimg ky dai dién hop

Yéu ciu Mire d§ S8 Gié
. théng s6 dap ung . | Co L y Ma viat
Tén - n A 2 | Kyma ., phép luu -
R N ky thuat, thong so A S0- s twy té A
Tén hang ; on x . A hiéu/ ~ L hanh/ Phan
STT R , So tiéu chuan | ky thuit, S héng | Quy Tiéu . , theo . e ren
. | hang hoa Pon £ on z Nhén . ’ £ z | Giay phép 1 loai | Tai li¢u tham
Nha . R . | lwgng chat tiéu chuan . san | cach | Xuat | chuan n Quyet .
N héa | theotén | vi - A mac ; , , ,( nhip : + | TBYT | chiéu trong
thau . du luwgng, dac chat ., xuat/ | déong | xir chat 2 P dinh s0
. theo | thwong | tinh N g . . san . - khau (néu (A, B, HSDT
chao . thau tinh ky lwong, dac 2 Chu | goi lwong . 3514/QD-
HSMT mai N j . pham . ¢6) hoic C,D)
(néu c6) thuat tinh ky (néu sé twon BYT
trong thuat tai hiru du’o’ng (néu c6)
HSMT HSDT 5
Trang ... cla
Catalog, tai

liéu s dung
hodc cac tai
liéu khac
tuong duong,
thuoc HSDT

Trudng hop hang hoa dy thau 1a danh muc dung chung thudc pham vi diéu chinh ctua Quyét dinh s6 3514/QD-BYT ngay 21/11/2024,
thi nha thau can bo sung thém cot ma vt tu theo Quyét dinh s6 3514/QD-BYT ngay 21/11/2024 vao bang trén. Tén thuong mai du thau phai
trung voi tén da dugc duyét trén cong BHYT.

Béng dép ung vé k¥ thuat ciia hang hoa chao thau néu trén cing tai liéu k¥ thuat ching minh 1 co s& dénh gia vé mat ky thuat cua
Hang hoa du thau.




b. Nha thau phai ndp kém cam két theo miu sau:
TEN NHA THAU
CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap — Tu do — Hanh phuc
CAM KET
THUQC HO SO DU THAU
Kinh giri: Bénh vién Pa khoa Ba Vi

(Ghi Tén nha thau) ........ xin cam két vé ho so du thau va hang hoa du thau goi thau: [Ghi tén géi thau] ctia Bénh vién Pa khoa
Ba Vi nhu sau:

1. Nha thau cam két chiu hoan toan trach nhiém truéc phap luat vé tinh chinh xéc ctia cac thong tin trong E-HSDT.

2. Cam két cung cip day du gidy ching nhan xuat xir (CO) (néu c6), chat lugng (CQ) (néu c6), Td khai hai quan, Invoice,
Packing list, Van don, gidy phép nhap khau ciia hang héa (néu c6) dbi voi hang hoa nhap khau.

3. Cam két cung cip Phiéu kiém dinh chét luong hoidc trong duong ctia hang hoa d6i véi Nha thau ty san xuét khi c6 yéu cau.

4. Cam két hang héa chao thau dap (mg han sir dung theo quy dinh tai E-CDNT 15.10.

5. Doi v6i nhitng thiét bi y té (TBYT) duoc bao hiém y té thanh toan: Hang hoa chao thau phai duoc mi hoa theo quy dinh tai
Diéu 2 Quyét dinh s6 3514/QD-BYT ngay 21/11/2024. Trudng hop mi tu dong chua duge cp thi phai cam két ti thong bao ma
cho Chu dau tu khi dugc cap trude thoi diém c6 két qua lwa chon nha thau (néu c6).

6. Cam két da thyc hién nghia vu ké khai thué, nop thué ctia nam tai chinh gén nhét so véi thoi diém dong thau.

7. Cam két c6 nang lyc tu thyc hién cac nghia vu bao hanh, bao tri, duy tu, bao dudng, stra chita, cung cap phu ting thay thé

hodc cung cap cac dich vu sau ban hang theo yéu cau cia E-HSMT (trong trudng hop nha thau ding cam két dé chtirng minh Kha



nang bao hanh, bao tri, duy tu, bao dudng, sira chira, cung cip phu tung thay thé hodc cung cap cac dich vu sau ban hang khac).

8. Cam két thu hoi va thay thé hang hoa da giao nhung khong dam bao chat lugng (do 15i ctia nha san xut) hodc khi c6 théng
bao thu hoi cla co quan cé tham quyén, khi nhan dugc yéu cau cua Chu dau tu b@fmg fax, email hoac dién thoai.

9. Cam két toan bo hang hoa méi 100% chua str dung, cac kién hang nguyén trude khi giao nhan déu phai con nguyén dai,
nguyén kién, dong gbi va bao hanh theo tiéu chuan ctia nha san xuat.

10. Cam két dong gbi, van chuyén: Theo tiéu chuan cta nha san xuét.

11. Cam két cung Gng du hang héa néu trang thau, tién do cung cp theo du tri hang thang ciia cac co s kham chira bénh.

Hang hoa duoc giao bao dam k¥ thuét, chat lugng theo yéu cau cua E-HSMT. Co sd xac dinh mdc thoi gian ddt hang ctia Chu dau
tu 1a thoi diém goi dién hodc giri email, thoi gian giao hang: Trudng hop thong thudng < 48 gid ké tir khi nha thau nhan duoc yéu
cau; Trudong hop khan cap < 24 gid ké tir khi nha thau nhan dugc yéu cau.

12. Thoi gian thuc hién géi thau: 365 ngay.

13. Thoi gian thue hién hop dong: 365 ngay, khi c6 yéu cau cta chi dau tu.

14. Cam két cung cap du sé luong theo pham vi cung cap tai chuong IV cua E-HSMT va tiy chon mua thém (néu co).

15. Nha thau cam két cung cap thiét bi y té (may) méi 100%, dugc luu hanh hop phap dé sir dung vt tu y té trang thau trong

truong hop c6 yéu ciu ctia chu dau tu. Nha thau cam két khong thu phi st dung may, tu chi tra chi phi duy tu, bao dudng, sira chita
may, hi¢u chuan. Chi thu ti€n ban hang hoa theo két qua dau thau, khong khoan s6 lugng bénh nhan thyuc hién dich vu. Trong thoi
gian cho Bénh vién muon may dé sir dung hang ho4 trang thau, cam két khong cho co s¢ 'y té khac muon sir dung chung.

Ha Noi, ngay thang nam 2026
DAI DIEN HOP PHAP CUA NHA THAU
[ghi tén, chtrc danh, ky tén va dong dau]






