SOY TE TINH SON LA CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN PHOI Poc lap — Tw do — Hanh phiic
S6:441/4/TM-BVP Mai Son, ngay 15 thang 10 nam 2024

THU MOI BAO GIA
Vé viéc mua sim hoéa chit xét nghiém, sinh pham chéin doan invitro, vat tu
xét nghiém, dung cu y té va khi oxy phuc vu cho cong tic kham va diéu tri
ciia Bénh vién Phoi tinh Son La nim 2024

Kinh giri: Cac nha thau, don vi cung tmg

Can ctr ké hoach s 254/KH-BVP ngay 10/10/2024 cta Bénh vién Phoi
tinh Son La vé viéc mua sam héa chét xét nghiém, sinh pham chan doén invitro,
vat tu xét nghiém, dung cu y té va khi oxy phuc vu cho cong tac kham va diéu trj
ctia Bénh vién Phéi tinh Son La nam 2024,

Bénh vién Phéi tinh Son La ¢6 nhu cau tiép nhén bao gia héa chat xét
nghiém, sinh pham chéan doan invitro, vat tu xét nghiém, dung cu y t€ va khi oxy
lam can cur xay dung gia gdi thau dé to chirc lya chon nha thau véi ndi dung cu
thé nhu sau:

I. THONG TIN CUA PON VI YEU CAU BAO GIA
, 1. Pon vi yéu cau béo gia: Bénh vién Phoi tinh Son La. Pja chi: S6 255, thi
tran Hat Lot, huyén Mai Son, tinh Son La.
2. Thong tin lién hé ciia ngudi chju trach nhiém tiép nhan béo gia:
DS: Lé Thi Hoai Thu — Pho truong khoa Duoc - VIYT.
DT: 0962978099; Email: thulth2405@gmail.com
3. Céch thirc tiép nhan bao gia:
Nhan truc tiép tai dia chi: Khoa Duoc - VTYT
Dia chi: S 255, thi trAn Hat Lét, huyén Mai Son, tinh Son La .
- Nhén qua email:Khoaduocbenhvienphoisonla@gmail.com ( Ban scan
bao gia goc, file mém (Docx, xIxs,...))
4. Thoi han tiép nhan bao gia: Tir 08 gio 00 phut ngay 15 thang 10 nim
2024 dén trude 17 gio 00 phut ngay 24 thang 10 ndm 2024.
Céc bdo gia nhan dugc sau thoi diém néu trén s& khong dugce xem xét.
5. Thoi gian c6 hiéu luc ciia bao gia: Toi thieu 90 ngay, ké tir ngay 24
thang 10 nam 2024.

I1. N§i dung yéu cau bao gia:

1. Danh muc hang hoéa (phu luc 01).




Yéu cau thong s k¥ thuat quy dinh trong muc nay la t6i thiéu, nha thau co
thé chao thau nhiing hang hoéa cé thong s6 ky thuét twong duong hoac tot hon.
(Bét ky thuong hiéu, ky ma hiéu (néu c6) trong tiéu chuan ky thuat chi tiét la dé
minh hoa céc tiéu chuan chét lugng, tinh nang k§y thuat. Vi vay nha thau cé thé
chao cac hang hoéa c6 thuong hi¢u, ky ma hi¢u khéc nhung phai dam bao tiéu
chuan ky thuat, dac tinh k¥ thuat, tinh nang str dung “twong duong” hoac “tt
hon” so vdi yéu cau) Nha thau c6 quyén chao Quy cach dong goi khac, mién sao
dap tmg dugc khdi luong st dung theo mdi thau.

2. Pia diém cung cap, lap dat; cac yéu ,cau vé van ghuyén, cung cép hang
hoa: Bénh vién Phéi tinh Son La. DPia chi: S6 255, thi tran Hat Lét, huyén Mai
Son, tinh Son La.

3. Thoi gian giao hang: 12 thang ké tir khi hgp dong 6 hiéu luc.

4. Dy kién vé cac diéu khoan tam tmg, thanh toan hop dong: Khéng.
5. H6 so bao gia bao gom:

a. Bdo gia theo mau Phu luc 02 dinh kém thong bao nay.

b. Cac hang san xut, nha cung cip phai dinh kém tai liéu chig minh vé
tinh nang, thong sb ky thudt va céc tai liéu lién quan clia hoa chét, vat tu, linh
kién, thiét bi bao gia (Ban gidy hodc file mém gui truc tiép vé dia chi ctia bénh
vién hodc email quy dinh tai khoan 3 Muc I — Yéu cau bao gia).

c. Trudng hop ban gidy cham tré trong qué trinh van chuyén giri vé dia chi
nhén truc tiép ctia don vi quy dinh tai khoan 3 Muc I — Yéu cau béo gia. Cac hang
san xudt, nha cung cp phai c¢6 file mém va ban scan cua Ho so bao gia theo quy
dinh tai diém a, b khoan 5 muyc nay g vé dia chi email cta nguc‘yi chiu trach
nhiém tiép nhan bao gia trudce ngay két thic thoi han nhén bdo gia quy dinh tai
khoan 4 Muc I — Yéu cau bao gié; ban glay phai duoc giri vé Bénh vién Phéi tinh
Son La cham nhét sau 3 ngay lam viéc ké tir ngay két thic tiép nhan béao gia.

Tran trong cam on sy hop tac cua Quy cong ty, co quan./.

No'i nhan:
- Nhu trén;
- Website cua Bénh vién;
- Luu VT, KD.
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BENH VIE

Phu luc 01
DANH MUC YEU CAU BAO GIA

¢ moi s6 414 /TM-BVP ngay 15/10 /2024 ciia Bénh vién Phéi tinh Son La)
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STT | Tén\hang A ) Yéu chu ky thuat Bem ol |0 yoE | Gl
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| Nhiét ké dien tir May chinh: 01 cai - Pin 1,5V - Sir dung cam bien nhiét Céi |
' ' hién thi thong tin két qua trén man hinh LCD :
Ap suat dau vao: 15Mpa, Ap suat dau ra: 0,2-0,3Mpa,
A N Ap suét xa tu dong ctia van an toan: 0,35 + 0,05Mpa, L.
2 Pong h . e el
ONg MO OXY | pham vi dong chay: 1-15L / phat, Chu dé két ndi: G5 /8, G 0
nam
San pham dugc lam bang nhya y té vi cac dau nbi tiéu
Filter loc khudn cl1:1an, cod tl:e su”durlg Y?l masl; tho,AbQ' fiay tho. Sz;in
. 2 ] pham bao gom vo, vat li¢u tao am, vat li¢u loc khuan,
vataoamdung | .x  z. ... . PG 3
, \ dau noi vai bénh nhan va dau noi voi may. San pham nay .
3 cho may tho AT T G i Cai 500
. 2 c6 thé gia lap hé thong tao am cua con ngudi & nhiét do
(Filter loc khuan | .. e AL N Nl M
HME) xac dinh, co thé dua clo va hoi ndng tir bénh nhan vao hé
théng hut dich, gitp ngan chan vi khuan va gitp giam
nguy co filter lam chan dudng tho.
Kim Lancet liy Kim sdc bén dugc lam tir thép khong gi.
4 mau (Kim chich Unilet Excelite 28G- AT0535 Cai 1.500
mau) TCCL: ISO, CE, FSC Chau Au
. Ong duoc lam tir nhya PP chanh pham, vat liéu nap cua -
¥ : ; : G 1.000
. Bing Fyleal ong ly tam dugc lam bang nhuya LDPE al
. Chat liéu thép ko gi ..
6 Kéo thang nhon Kich thuée 18em Cai 5
, Chat li¢u thép ko gi i
: 5
¥ | Serseognign Kich thude 16cm i
, . Chét liéu thép ko gi ..
3
. e g Kich thude 16cm Lo
R Chat liéu thép ko gi ..
3 3
9 Kéo thang tu ¥ioh dhudie Liem Cai
) i va Chat liéu thép ko gi .
10 | Kéo cong cat chi Kich thuée 12em Cai 7
. Panh cong c6 Chét liéu thép ko gi Céi 5
mau Kich thudc 18cm
Panh cong Chiat liéu thép ko gi &5
: ' 2
i khong mau Kich thude 18cm Cal
. . Chat liéu thép ko gi ..
y 3
13 Kim mang kim Kich thude 18cm Cai
Ong xét nghiém < P "
14 Ong nhya PP Nap nhya PE Cai 1.000
(cam) falcol
15 | Kim gip dj vat Chat liéu thép khong gi Cai |
Kim phau tich X, i5A 5 ; e
" C 3
16 khéng mAu (nis) Chat li¢u thép khong gi ai




tiéu 11 thong sé

xeton (axit acetoacetic), mau, protein, nitrit, bach cau,
glucose, trong luong riéng, pH trong nudc tiéu
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"STT | Tén hang hoa Yéu cau ky thuit DPon vi tinh 8o ll'r‘(.)'ng Gh,l
’ : du kien chu
Kim phau tich R, 1
17 : £ owaa i R . -
o ik it} Chat li¢u thép khong gi Cai 2
g | Kep rang chudt Ch’ét liéu t,hép ko gi o 3
(Allis) Kich thudc 16cm
Cén dao md s6 .
19 : B diu o A -
3,56 4 Chat li¢u thép khong gi Cai 2
20 Ong nghe Ong nghe c6 do khuyéch dai 16n, nghe ém, khong dau tai Cai 6
Gidi han do:
Huyét ap: Tir 0 dén 299 mmHg
Nhip tim: Tir 40 dén 180 nhip/phut
21 | Huyét ap dién tir D6 chinh xéc: Cai 3
Huyét ap: +- 3 mmHg
Nhip tim: +- 5 %
Co ché hoat dong: Ty dong bom xa khi va do giao dong
.l Chat liéu thép ko gi .
22 Kéo thang Kich thude 16em Cai 5
23 | Hop ;‘;‘:’gcd"’“g Kich thuée: DxRxC: 25.5cm x 16.5cm x 14em Ci 5
Bang do HA
24 Phu kién roi Bao do huyét ap ding cho monitor theo dai bénh nhan Cai 2
(Mornitor)
Day do SPO2
25 Phu kién roi Cam bién do SPO2 dung cho monitor theo ddi bénh nhan Cai 2
(Mornitor)
Bong bop: Lam bang silicon
26 | Bong bop Ambu Mt na: Lam bang silicon Cai 2
Tui chira khi: Lam bang nhya Polyvinyl clorua (PVC)
Kéo to (cat Chat li¢u thép ko gi "
: G 2
27 bong) Kich thudc 24cm al
Gidy in nhiét Kich thude 110mm x 20m "
2 ‘ 20
B K110mm Dung cho may do chirc nang ho hap Cuon
29 Giéy xét nghi¢ém Kich thudc Scm x 4,5¢m Cudn 40
g | SmId Kich thude 5,5 x 4,5cm Cuon 80
may nudc tieu
e 10 thong sb xét nghiém ciia que thir nudc tiéu Multistix
- .z | 10SG 100 bao gdm: bilirubin, blood (occult), glucose,
31 | tiéu 10 thong so . o Test 3.000
s ketone (acetoacetic acid), SG, leukocytes, nitrite, pH,
Multistix ; o
protein, urobilinogen.
Dung cho méy phén tich nudc tiéu, sir dung dé kiém tra
1 Que thir nudce dinh tinh va ban dinh lugng urobilinogen, bilirubin, Test 1.000
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Dung dich lam sach dung cu y té chira thanh phan 5
enzyme: Enzyme Protease subtilisin 5,0 %(w/w), lipase
0,2 %(w/w), amylase 0,15 %(w/w), mannanase 0,05
%(w/w), cellulase 0,05 %(w/w)
Chét hoat dong bé mat non-ionic: Fatty alcohol
Dung dich lam alkoxylate 8 %(w/w)
33 |sachdungcuy té | Chat bao quan: Methylisothiazolinone 0,035 %(w/w) Lit 8
chira enzyme Chat chéng an mon (1,2,3-benzotriazole)
Chét tao mau, huong liéu
Tay rira dung cu y té bang cach ngam
Téc dung sau thoi gian ngam tdi thiéu 1 phat.
Dat tiéu chuan ISO 13485:2016, ISO 9001:2015
Quy cach dong goi : chai 1000ml
34 Gidy Ifelzrl: 4.2 Dung cho may dién tim 3 can, kich thudc: 63mm x 30m Cudn 600
g5 | Ongnghigm Chét liéu thay tinh. Kich thudc 16mm x160mm Céi 200
dung nudc tieu
36 Axit acetic Chat 16ng khong mau, mui giéng nhu gidm Chai 4
37 Hod chat nhudm Hoa chat nhuém Giemsa Chai 4
Giemsa
Cong do sinh . N ——_ . .
38 hoa Cuvette phu hop v&i may xét nghiém sinh hoéa. Cai 200
. Trong sudt, khong mau, khong mui, khong vi. Pat TC ;
27 G ISO 13485:2016 dung trong y té, Lit %0
, Lam kinh dung dé dung mau vi sinh vat va soi duéi kinh .
T 5 p o H 240
i R Kaat hién vi, vdi kich thudc phu hgp va thong dung op
41 Cbe dom Chat ligu nhya diing trong y té Cii 14.000
42 Dau soi Dau soi kinh hién vi, dung dich trong sudt khong mau. Chai 3
8 HCL ’ Dal}g chat‘long’khong m’au, c? m'u1 halllg. Chai 4
Str dung lam thudc thir trong céc phan rng hda hoc, ...
44 Phenol Dang chat ran ket tinh mau trang deé bay hoi, c6 tinh axit Chai 6
nhe.
Thude nhudm vi
45 | khuan lao huynh Dung trong xét nghiém Hop 4
quang
. Khi oxy dung | Oxyy té >99,5%. < 135 at. Co s& san xuét phai dat tiéu Eiok 0
tich binh 08 lit chuin chat lugng ISO hodc twong duong.
47 Khi oxy dung | Oxyy té>99,5% , < 135 at. Co s& san xuét phai dat tiéu Binh 400
tich binh 40 lit chuan chét luong ISO hodc twong duong.
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OnSite HIV 1/2
Ab Plus Combo
Rapid Test

Dinh tinh phat hi¢n dong thoi khang thé (IgG, IgM, IgA)
khang HIV-1 (gdm tuyp phu O) va HIV-2 trong huyét
thanh, huyét twong hodc mau toan phén cia nguoi
-Mau phdm: Huyét thanh, huyét twong, méau toan phan
Pat tiéu chuan ISO 13485:2016 ; Phan loai TTBYT loai
D
Khay thir bao gdom:

1. Mot viing cong hop mau chira khang nguyén HIV-1
hodc HIV-2 téi t6 hop cong hop vai keo vang (cong hop
HIV-1 va HIV-2) va mot khang thé kiém soéat cong hop
vai keo vang,

2. Mot dai mang nitrocellulose chira hai vach két qua (1
va 2) va mét vach ching (C). Vach két qua 1 duoc phu
san khang nguyén HIV-1 khong cong hop dé phat hién
khéng thé khang HIV-1,

Vach két qua 2 dugc phu sdn khang nguyén HIV-2 khong
cong hop dé phat hién khang thé khang HIV-2
Vach chimg C dugc phi sin khang thé kiém soat
D¢ nhay tuong quan: 100%

Do dac hiéu twong quan: >99.9%

D¢ chinh xac tuong quan: 100%

Khong phan tng chéo: HCV, CimA/B, HBsAg, TBE,
HBc, HTLV-1, HAV, HTLV-2, Syphilis, Malaria,
Toxoplasma, Chagas, HSV1, Vaccine cim ,HSV2, CRP,
E. Coli, Rubella, RF...

Test

1.500

49

OnSite HBsAg
Rapid Tes

Dinh tinh phét hién khang nguyén bé mit viém gan B
(HBsAg) trong huyét thanh hogc huyét trong ciia ngudi
tai néng do béng hodc 16n hon 1 ng/mL
- Mau phdm: Huyét thanh, huyét tuong
- Pat tiéu chudn ISO 13485:2016, chirng chi xuat khiu
FDA
D¢ nhay tuong quan: 100%

Do déc hi¢u tuong quan: 100%

DPJ chinh xac twong quan: 100%

Ngudng phat hién: 1ng/mL , Phan loai TTBYT loai D
Que thir bao gdm:

1. Viing cong hop ¢6 mau d tia dugc phi sin cong hop
khang thé chudt khang HBsAg véi hat vang (cong hop
khang thé khang HBsAg) va cong hop khang thé kiém
soat voi hat vang.

2. Mot mang nitrocellulose chira mét vach két qua (vach
T) va mot vach chirng (vach C). Vach T dugc phu san
khang thé HBsAg, Vach C dugc phi sin khang thé kiém
soat.

Khéng phan ing chéo: Dengue, HAV, HCV, H. pylori,
TB, Syphilis, ANA, HAMA, RF (dén 2500 IU/mL)

Test

1.500
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GOT (ASAT)
liquiUV

- Dung dé dinh lugng GOT (aspartate aminotransferase)
trong huyét thanh va huyét twong ngudi.
- Thanh phan:
[BUF] Buffer / Enzyme reagent
TRIS buffer (pH 7.9) 100 mmol/Il
L-aspartate 300 mmol/Il
LDH > 1.13 kU/
MDH >0.75 kU/1
Sodium azide 0.095 %
[SUB] Substrate
2-oxoglutarate 60 mmol/I
NADH 0.9 mmol/Il
Sodium azide 0.095 %
- Khoang tuyén tinh: 1én dén 600 U/I
- Do chinh xéac: CV (%) (cua d¢ tai lap): <3.79
- Pat tiéu chuén chét luong ISO 13485, CE.

51

GPT (ALAT)
liquilV

- Dung dé dinh luong GPT (alanine aminotransferase)
trong huyét thanh va huyét twong ngudi.
- Thanh phan:
[BUF] Buffer / Enzyme reagent
TRIS buffer (pH7.4) 125 mmol/l
L-alanine 625 mmol/Il
LDH > 1.5 kU/I
Sodium azide 0.095 %
[SUB] Substrate
2-oxoglutarate 75 mmol/l
NADH 0.9 mmol/Il
Sodium azide 0.095 %
- Khoang tuyén tinh: 1én dén 500 U/I
- Do chinh xac: CV (%) (cua d¢ tai lap): <4.3
- Pat tiéu chudn chét lugng ISO 13485, CE.

52

Auto-Bilirubin-
T liquicolor

- Ding dé dinh lugng BILIRUBIN toan phan trong huyét
thanh ngudi va huyét tuong ngudi.
- Thanh phan:
[RGT1] 3 x 100 ml Detergent (green cap)
Caffeine 5.2 mmol/Il
Detergent
Preservative
[RGT2] 1 x 75 ml Colour reagent (black cap)
3,5-dichlorophenyl-diazonium-tetrafluoroborate 0.9
mmol/l
Caffeine 5.2 mmol/Il
Detergent
Preservative
- Khoang tuyén tinh: 1én dén 30 mg/dl
- B0 chinh xac: CV (%) (cua do tai lap): <2.62
- Pat tiéu chudn chét lugng ISO 13485, CE.
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- Duing dé dinh lugng BILIRUBIN tryc tiép trong huyét
thanh va huyét tuong ngudi.
- Thanh phan:
[RGT1] 3 x 100 ml Hydrochloric Acid (red cap)
Hydrochloric acid (pH < 1.0) 170 mmol/I
[RGT2] 1 x 75 ml Colour reagent (white cap) Ho 4
Sulfuric Acid(pH < 1,0)  <5% P
3,5-dichlorophenyl-diazonium-tetrafluoroborate 0.24
mmol/Il
- Khoang tuyén tinh: 1én dén 9 mg/dl

- B§ chinh xéac: CV (%) (cua d¢ tai 1ap): <6.15

- Pat tiéu chuan chét lugng ISO 13485, CE.

Auto-Bilirubin-

5= D liquicolor

- Dung dé dinh lugng Cholesterol trong huyét thanh
ngudi va huyét trong ngudi
- Thanh phan:

[RGT] 4 x 100 ml Enzyme reagent
Phosphate buffer (pH 6.5) 30 mmol/I
4-Aminoantipyrine 0.3 mmol/I

Phenol S mmol/l
Cholesterol Peroxidase > 5 KU/
Yioitolor Cholesterolesterase > 150 U/
Cholesteroloxidase > 100 U/I
Sodium azide 0.05 %
[STD] 3 ml Standard
Cholesterol 200 mg/dl or 5.17 mmol/I
Sodium azide  0.095 %
* Khoang tuyén tinh: 1én dén 750 mg/dl
- B§ chinh xac: CV (%) (cua d¢ tai lap): <0.9
- Pat tiéu chudn chét lugng ISO 13485, CE.

54

- Ding dé dinh lugng Glucose trong méau toan phan,
huyét thanh ngudi, huyét twong ngudi.
- Thanh phan:

Enzyme Reagent 1 x 1000 ml
Phosphate buffer (pH 7.5) 100 mmol/Il
4-Aminoantipyrine 0.25 mmol/I

Phenol 0.75 mmol/l
Glucose oxidase > 15 KU/ Hép I
Peroxidase > 1.5 KU/ ’

Mutarotase > 0.1 KU/
Sodium azide 0.095 %
[STD] Standard 1 x 3 ml
Glucose 100 mg/dl or 5.55 mmol/Il
- Khoang tuyén tinh: lén dén 400 mg/dl (22.2 mmol/l)
- B chinh xac: CV (%) (cua d¢ tai lap): <3.89
- Pat tiéu chuan chét lugng ISO 13485, CE.

Glucose

55 .
liquicolor
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Total Protein
liquicolor

- Puoc dung dé dinh luong Protein toan phan ngoai sinh
trong huyét thanh ngudi.
- Thanh phan:

[RGT] 4 x 100 ml Colour reagent
Sodium hydroxide 200 mmol/I
Potassium sodium tartrate 32 mmol/I
Copper sulfate 12 mmol/Il
Potassium iodide 30 mmol/I

[STD] 1 x 3 ml Standard
Protein 8 g/dl or 80 g/l

Sodium azide 0.095 %

- Khoang tuyén tinh: Lén dén 12 g/dl (120 g/1)
- B0 chinh xé4c: CV (%) (cua do tai lap): <2.7
- Pat tiéu chuan chat lugng ISO 13485, CE.
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Albumin
liquicolor

- Dung dé dinh luong Albumin trong huyét thanh va
huyét trong nguoi.
- Thanh phan:
[RGT] 4 x 100 Colour reagent
Citrate buffer (pH 4.2) 30 mmol/Il
Bromocresol green 260 pmol/Il
[STD] 1 x 3 ml Standard
Albumin 4 g/dl or 40 g/
Sodium azide 0.095 %
- Khoang tuyén tinh: 1én dén 6,5 g/dl (65 g/I)
- Bg chinh xac CV (%) (cua d¢ tai lap) : < 1.83
- Pat tiéu chuan chat lugng ISO 13485, CE.

58

Urea liquiUV

- Ding dé dinh lugng Urea trong huyét thanh, nudc tiéu
va huyét trong nguoi.
- Thanh phan:
[ENZ] 8 x 40 ml Enzymes
Tris buffer (pH 7.8) 125 mmol/I
ADP 0.88 mmol/l
Urease > 20 kU/1
GLDH > 0.3 kU/I
Sodium Azide 0.095 %
[SUB] 8 x 10 ml Substrate

2-oxoglutarate 25 mmol/l
NADH 1.25 mmol/l
Sodium Azide 0.095 %

[STD] 1 x 3 ml Standard
Urea 80 mg/dl or 13.3 mmol/I
Sodium Azide 0.095 %
- Khoang tuyén tinh: 1én dén 300 mg/d1 (50 mmol/I)
- B0 chinh xac: CV (%) (cua d¢ tai lap): <4.08
- Pat tiéu chuén chat luong ISO 13485, CE.
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Triglycerides
liquicolor mono

- Dung dé dinh lugng triglyceride trén huyét thanh nguoi
va huyét tuong chong déng bang EDTA, Heparin.
- Thanh phan:
[RGT] 100 ml Monoreagent
PIPES buffer  (pH 7.5) 50 mmol/I
4-chlorophenol 5 mmol/I
4-aminophenazone 0.25 mmol/I
Magnesium ions 4.5 mmol/l
ATP 2 mmol/I
Lipases > 1300 U/
Peroxidase > 500 U/l
Glycerol kinase >400 U/l
Glycerol-3-phosphate oxidase > 1500 U/I
Sodium azide 0,05 %
[STD] 3 ml Standard
Triglycerides 200 mg/dl or 2.28 mmol/I
- Khoang tuyén tinh: 1én dén 1000 mg/d1 (11.4 mmol/l)
- B9 chinh xac: CV (%) (cua d9 tai ldp): <2.62
- Pat tiéu chuan chat lugng ISO 13485, CE.

60

Humatrol N

- Pugc sur dung dé kiém soat do chinh xéac va do lap lai
cho céc xét nghiém sinh hoa.
- Thanh phan: Dang déng kho, c¢6 ngudn gdc tir huyét
thanh bo.
- Pat tiéu chuan chét lugng ISO 13485, CE.

61

AUTOCAL

- Diing dé hiéu chudn cho cac xét nghiém sinh hoa ding
trén may phan tich sinh hoa.
- Thanh phan: Dang dong kho, c6 ngudn gc tir huyét
thanh nguoi.
- Dat tiéu chudn chét lugng ISO 13485, CE.

62

Auto-Creatinine
liquicolor

- Dung de dinh lugng Creatinine trong huyét thanh
ngudi, huyét trong ngudi (Pa duge chéng dong bang
Heparin) va nudc tiéu.

- Thanh phan:

[NaOH] 2 x 100 ml Natri Hydroxide 160mmol/Il
[PIC] 1x50ml AxitPicric 13.9 mmol/Il
[STD] 1x5ml Standard

Creatinine 2mg/dl hodc 176.8 pmol/I
- Khoang tuyén tinh:
+ Trong huyét thanh: Lén dén 15 mg/dl hodc
1326 pmol/Il
+ Trong nude tiéu: Lén dén 500 mg/dl hogic 44200
pmol/I.

- B0 chinh xac: CV (%) (cua d¢ tai lap): < 6.45

- Pat tiéu chuén chét luong ISO 13485, CE.
- Quy cach dong goéi: ((NaOH] 2 x 100 ml; [PIC]
ml; [STD] 1 x 5 ml)/Hop

1x50
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DD rira special
wash solution

Dung dich rira déc biét dugc cung cép dic biét dé chuan
bi dung dich rira cho may HumaStar 100, 200, 300,600
va cac may cung nhom cia [Human GmbH. c6 thé ap
dung quy trinh rira dic biét cong do va kim.

- Thanh phan: c6 chira Natri hydroxide (NaOH) 2 Imol/1.

-Diéu kién bao quan: bao quan & 2-250C bén t6i han st
dung
-Dong goi: Hop/ 12x30ml
-TCCL:CE. ISO 13485

64

DD rira wash
addtive

Dung dich rira may chuyén dung cho may xét nghiém
Humastar300-Humastar 600
Thanh phan: Chét tay rira 25%, Chét bao quan <0.095%
Diéu kién bao quan: 2-250C, & nhiét do phong bén toi
han str dung
Déng goi: Hop 4x25ml
TCCL: CE, ISO 13485

65

Thudc thir xét
nghiém
ASAT/GOT

Thude thir dung cho xét nghiém dinh lugng AST;
Thanh phan: TRIS-Buffer pH 7,8 9mmol/I;
L-Aspartate 250mmol/I;

EDTA 16mmol/I;

Malate Dehydrogenase (MDH) > 0,5kU/L;
Lactate dehydrogenase (LDH) > 1,5kU/L;
CAPS pH 9,6 85mmol/I;

NADH 1,5mmol/l;
2-Oxoglutarate 113mmol/l;

Dai tuyén tinh: 1 — 1000 U/L;

Budce séng: 340nm;

Loai mau: Huyét thanh, huyét tuong.

66

Thudc thir xét
nghiém
ALAT/GPT

Thudc thir dung cho xét nghiém dinh lugng ALT;
Thanh phan: TRIS buffer pH 7,8 95mmol/I;
L-Alanine 600mmol/I;

EDTA 5,8mmol/l;

Lactate dehydrogenase LDH > 1,5kU/L;
CAPS pH 9,6 85mmol/I;
2-oxoglutarate 113mmol/l;

NADH 1,4mmol/I;

Dai tuyén tinh: 1-1300U/L;

Budce séng: 340nm;

Loai mau: Huyét thanh, huyét tuong.
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Thudc thir xét
nghiém Bilirubin
Total

Thube thir ding cho xét nghiém dinh lugng bilirubin toan
phan;
Thanh phan: Lithiumdodecylsulfate 44mmol/I;
EDTA 6,4mmol/I;

Coffeine 61mmol/l;
Lithiumdodecylsulfate 36mmol/I;
3,5,-Dichlorphenyldiazoniumsalt DC 0,9mmol/I;
Lithiumacetat 15mmol/l);

Budc song: 546nm;

Loai mau: Huyét thanh, huyét tuong.

68

Thudc thir xét
nghiém Bilirubin
Direct

Thude thir dung cho xét nghi¢m dinh lugng bilirubin truc
tiép;

Thanh phan: Urea 174mmol/I;

HCI 143mmol/l;
3,5 Dichlorophenyldiazoniumsalt 0,23mmol/I;

HCI1 249mmol/l;

Dai tuyén tinh: 0 — 15mg/dL;

Budce song: 546nm;
Loai mau: Huyét thanh, huyét tuong.

69

Thudc thir xét
nghiém
Cholesterol

Thude thir ding cho xét nghiém dinh lugng cholesterol;
Thanh phan: PIPES pH 6,9 40mmol/l;

Phenol 5,3mmol/l;
4-Aminoantipyrine 0,29mmol/I;
Lipoprotein Lipase LPL / CHE > 0,5kU/L;
Cholesterinoxidase CHO > 0,2kU/L;
Peroxidase POD > 1,0kU/L;

Dai tuyén tinh: 5-1200mg/d;

Budc séng: 546nm;

Loai mau: Huyét thanh, huyét tuong.

70

Thude thir xét
nghi¢m Uric Acid

Thudc thir dung cho xét nghiém dinh lugng axit uric;
Thanh phan:Phosphate Buffer pH 7,0 43mmol/I;
3,5,Dichlorhydroxybenzolsulfonic;
acid DCHBS 4mmol/I;
4-Aminoantipyrine 0,3mmol/l;
K4[Fe(CN)6] 7,5umol/L;

Peroxidase POD > 2kU/L;

Uricase > 0,2kU/L;

Lipoprotein Lipase LPL > 0,3kU/L;

EDTA 1,3mmol/l;

Dai tuyén tinh: Huyét thanh, huyét twong: 0.7-25mg/dL
(4,2-1500pumol/L);

Budc song: 546nm;

Loai mau: Huyét thanh, huyét twong, nudc tiéu.




"STT

Tén hang hoa

Yéu cau ky thuit

Pon vi tinh

S6 lwgng
dur kién

Ghi
chu

71

Thudc thir xét
nghiém Glucose

Thude thir ding cho xét nghiém dinh lugng glucose;
Thanh phan: Phosphate Buffer pH 7.5 96mmol/I;
Phenol Smmol/l;
Potassiumhexacyanoferrat 7umol/L;
4-Aminoantipyrine 360umol/L;
Glucoseoxidase GOD > 20kU/L;
Peroxidase POD > 1,5kU/L;

Detergent and Stabilizer <0,1%.;

Dai tuyén tinh: Huyét thanh/ huyét twong/ dich ndo tiy:
1.4 — 400 mg/dL),

Nudc tiéu: 0 — 45mmol/I;

Budce song: 546nm;

Loai mau: Huyét thanh, huyét twong va dich néo tuy.

72

Thudc thir xét
nghi¢m Total
Protein

Thudc thir dung cho xét nghiém dinh lugng protein toan
phan;
Thanh phan: Potassium sodium tartrate 17mmol/I;
EDTA 7mmol/l;
Sodium hydroxide 1,25mmol/L;
Copper sulfate 12mmol/I
Potassium iodide 30mmol/I;
Dai tuyén tinh: 5-130g/L;
Budc séng: 546nm;
Loai mau: Huyét thanh, huyét tuong.

Hop

73

Thude thir xét
nghiém Albumin

Thude thir dung cho xét nghiém dinh lugng albumin;
Thanh phan:
Succinic acid 108mmol/I;
Succinate S6mmol/I;
Bromocresol green (BCG) 0,25mmol/l;
Phuong phap: Bromocresol Green;
Dai tuyén tinh: 0,3 — 6,0 g/dL;
Bude song: 600nm;
Loai mau: Huyét thanh, huyét tuong.

74

Thude thir xét
nghi¢m Urea

Thude thir dung cho xét nghi¢m dinh lugng ure;
Thanh phan: TRIS-Buffer pH 8,0 499mmol/I;
EDTA 5,8mmol/l;
2-Oxoglutarate 2,4mmol/I;

ADP 2,9mmol/l;

Urease > 9kU/L;

Glutamate dehydrogenase GLDH > 0,7kU/L;
NADH 2,Immol/l;

CAPS pH 9,6 85mmol/I;

Dai tuyén tinh: Huyét thanh, huyét trong: 0.72—400
mg/dL (0,33-66,6mmol/l),

Nude tidu: dén 30g/dL;

Budc song: 340nm;

Loai mau: Huyét thanh, huyét twong, nudc tiéu.




Sau khi mé nép 6n dinh trong vong 90 ngay
Thanh phan: Organic quaternary ammonium salt 8,5g/L
va sodium chloride 0.6g/L

A .
“STT | Tén hang hoa Yéu chu ky thujt Ponvi tinh | >0 1vome | Ghi
: du kien chu
Thude thir dung cho xét nghiém dinh luwgng creatinine;
Thanh phan: Sodium Hydroxide 160mmol/;
Thude thir xét Dlsod1umlTyd.roge|?phosphate 6,7mmol/l;
" Picrid Acid 20mmol/I; R
75 nghiém 3 i Hép 1
Creafinine Phuong phap: Jaffé method; i
Dai tuyén tinh: 0,53—40,0mg/dL;
Budc song: 505nm;
Loai mau: Huyét thanh, huyét tuong.
Thudc thir dung cho xét nghiém dinh lugng triglyceride;
Thanh phan: PIPES pH 7,0 40mmol/l;
4-Chlorphenol 5,4mmol/l;
ATP 1,6mmol/l;
Mg2+ 4,6mmol/l;
Thude thir xét Glycerokinase GK > 0,8kU/L;
76 nghiém Peroxidase POD > 0,8kU/L; Hop 1
Triglycerides Lipoproteinlipase LPL > 2kU/L;
4-Aminoantipyrine 0,29mmol/I;
Glycerol-3-phosphatoxidase GPO >3,0kU/L;
Dai tuyén tinh: 0,16-22,8mmol/l;
Budc song: 505nm;
Loai mau: Huyét thanh, huyét tuong.
Dung dich pha | Dung dich pha loang sir dung cho may phan tich huyét «
77 _ Hop 5
loang hoc
78 | Dung dich ly giai| Dung dich ly giai sir dung cho may phan tich huyét hoc Chai 5
79 Dung dich rira Dung dich rira sach may phan tich huyét hoc Hop 5
80 Hoa chat rira Dung dich dung rira sach may phan tich huyét hoc Lo 5
dam dic gdi g a y P yet :
Cong dung: Dung dich dung dé pha loang sir dung cho
may huyét hoc
Dung dich pha Bdo quan: 6 5-30d6 C .
! r gy v 22
81 loang Sau khi m& nap on dinh trong vong 60 ngay S
Thanh phan: Sodium Chlorride 6.38 g/1, Boric Acid 1 g/,
Sodium Tetraborate 0.2 g/l, EDTA-2K 0.2 g/I
Cong dung: dung dich ly giai hong cau, giap dém chinh
Xéc sb lugng bach cau
82 | Dungdich ly giai Bl e £ 3 A0 Lo 22
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Chat chudn may
xét nghiém huyét

Cong dung: Chét chuan may xét nghiém huyét hoc mirc
binh thuong
Thanh phan: chira t& bao hdng cau & ngudi duge lam én

83 o dinh, Bach cau ¢6 dinh tir dong vét c6 vii va thanh phan Lo 4
hoc mirc binh A A Kpqn :
thudmg tieu f:au trong chat bao quan
Bao quan: tr2-8do C
Sau khi m& nép 6n dinh trong vong 7 ngay
Chét chuan may
84 [xét nghiém huyét Chét chuan may xét nghiém huyét hoc murc cao Lo 4
hoc mirc cao
Chat chudn may
85  [xét nghiém huyét Chat chuén may xét nghiém huyét hoc mirc thap Lo 4
hoc mirc thap
Coéng dung: Dung dich kiém manh dung dé rira hé thong
may huyét hoc, Béo bao ¢ 1 - 30 do C, noi tdi, tranh anh
. , sang mat troi tryc tiep
e Kb ol ke Sau khi mg nip 6n dinh trong vong 60 ngay L ¢
Thanh phan: Sodium Hypochlorite (c6 chira clo ty 18
5,0%)
- Thanh phén chinh: KCI, NaCl, NaAc, CaCl2, dém pH,
chét hoat dong bé mit, chat bao quan.
- Gi4 tri hiéu chuén:
Calibration A: K+ 4 mmol/L, Na+ 140 mmol/L, CI- 100
mmol/L, Ca2+ 1.25 mmol/L, pH 7.4
Calibration B: K+ 8 mmol/L, Na+ 110 mmol/L, CI- 70
mmol/L, Ca2+ 2.5 mmol/L, pH 7
) - Nong do cho mbi xét nghiém:
Thudc thur xét Ammonium molybdate 0.4 mmol/I
nghiém dinh Sulphuric acid 100 mmol/I
87 | lugng da thong Hydrochloric acid 100 mmol/l Hop 10
s6 dién giai (K, - Mau bénh pham: !—luyét thanh ngudi
Na, Cl, Ca, pH) |- Tuong quan tuyén tinh h¢ s6 r: K+ >0.99, Na+20.99, Cl-
>0.99, Ca2+>0.99
- Do léch tuyén tinh D: K+ <3%, Na <1%, Cl- <2%,
Ca2+<5%
- Bd nhay ctia phép phan tich K+ <0.2mmol/L,
Na+<6.7mmol/L, Cl- <6.2mmol/L, Ca2+ <0.1mmol/L
- Bd chinh xac: K+ <2%, Na+ <1.5%, Cl- <2%, Ca2+
<5%, pH< 1%
Tiéu chudn chét lugng ISO 13485:2016
?E:ggf}lghn:;’; Thanh phan chinh:
88 phén tich dién Sodium hypoclﬂQrite (NaClO) 0.4% - 0.5% Hop 1
i ’ Tiéu chuan chat lugng ISO 13485:2016
Dung dich rira Thanh phan chinh:
29 protein dung cho Enzyme: Pepsin. Hop 1

may phan tich
dién giai

Dilutor: KCI, NaCl, Hydrochloride acid.

Tiéu chuan chat lugng ISO 13485:2016




A .
STT | Tén hang héa Yéu ciu ky thudt Bonvituh |50 e <
: du kién chu
Thanh phan chinh:
KCl, NaCl, NaAc, CaCl2, LiCl, pH buffer, chat hoat
dong bé mat, chat bao quan.
Vit ligu kiém Dic tinh hiu suat:
soat chat lugng | Trong khoang CV: K+ <1.5%, Na+ <1.5%, CI- <1.5%,
90 | xét nghiém dinh Cat+ <1.5%, pH <1.0% Hop
lugng (Na, K, Gitra khoang CV: K+ <3.0%, Na+ <3.0%, Cl- <3.0%,
Cl, Ca, pH) Cat++ <5.0%, pH <1.0%
Do chinh xac: K+ <2.0%, Na+ <1.5%, CI- <3.0%, Cat++
<5.0%, pH <1.0%
Tiéu chudn chat lugng ISO 13485:2016
Dung dich dién
cuc tham chiéu Thanh phan chinh: KCI
91 dung cho may Nong do: K+ 4mol/L, Cl-, 4mol/L Lo
phan tich dién Tiéu chuan chat lugng ISO 13485:2016
giai
Thanh phan chinh:
Dung dich dién | KCI, NaCl, NaAc, CaCl2, LiCl, chat dém pH, chat hoat
9 cuc dung cho ‘ dcfn}g bé mat, chat bao quan. Hép
mdy phén tich | Nong d¢ tirng phan: K+ Smmol/L, Na+ 125mmol/L, CI- ’
dién giai 145mmol/L, Ca2+ 10mmol/L, pH 7.6
Tiéu chudn chét lugng ISO 13485:2016
Dién cuc xét | Dién cuc K electrode twong thich véi may phan tich dién
93 nghiém dinh giai Chiéce
lugng K+ Tiéu chuan chat lugng ISO 13485:2016
Dbién cuc xét Dién cuc Na electrode tuong thich véi may phan tich
94 nghi¢m dinh dién giai Chiéc
lugng Na+ Tiéu chuan chat lugng ISO 13485:2016
bién cyc xét  |DPi¢n cuc Cl electrode tuwong thich véi may phan tich di¢n
95 nghiém dinh giai Chiéc
lugng Cl- Tiéu chuan chat lugng ISO 13485:2016
bién cuc xét bién cuc Ca electrode tuwong thich véi may phan tich
96 nghiém dinh dién giai Chiéc
lwgng Ca+ Tiéu chuan chét lugng ISO 13485:2016
Dién cuc xét bién cuc Ref electrode twong thich vdi may phan tich
97 nghiém dinh dién giai Chiéc
lugng quy chiéu Tiéu chuan chat lugng ISO 13485:2016
Day bom dung | Day bom dung cho may phan tich dién giai tuwong thich
98 cho may phan vOi may phan tich dién giai Chiéc

tich dién giai

Tiéu chuén chét lugng ISO 13485:2016




PHU LUC 02
MAU BAO GIA
(Kém thur moi bdo gic sé  /TM-BVP ngay thdng ndm 2024 cuia Bénh vién Phéi tinh Son La)
BAO GIA
Kinh giri: Bénh vién Phoi tinh Son La

Trén co s& Yéu cau bao gia s6 ... /TM-BVP ngdy ... thang ... nim ... ctia Bénh vién Phdi tinh Son La, ching t6i ... [ghi
tén, dia chi cia hang san xuat, nha cung cap; truong hgp nhiéu hang san xuat, nha cung cap cung tham gia trong mot bao gia (goi
chung la lién danh) thi ghi r6 tén, dia chi ciia cac thanh vién lién danh] béo gia cho céac thiét bi y t€ nhu sau:

1. Bao gia cho cac thiét bi y té va dich vu lién quan:

.| Thomg | X | Quy | Hing/ Chiphi | Yoo
R Tén Fiig ma, caich | nwéc - P . phi, .
Tén so ky % - - Ma G : So .. | cho cac ~ 1. | Thanh
. thuong a nhan | dong san Nam san | Pon vi <. | Pon gia . 1€ phi .2
STT | hang : thuat/ aan ", £ HS £ . lwgng/Khoi dich vu < tién
: mai R hi¢u, goi xuat xuat tinh VND o (néu
hoa : thanh lrgng lién quan : VND
han model VND c0)
P VND
1
2
Tong cong (Pa bao gom thué, phi, 1& phi)

(Giri kém theo cac tai liéu chimg minh vé tinh ning, thong s6 k¥ thuat va céc tai liéu lién quan cua thiét bi y té)

2. Bao gia nay co hiéu lyc trong vong: ... ngay [ghi cu thé sé ngay nhung khong nho hon 90 ngay], ké tr ngay ... thang ...
nam ... [Ghi ngay ... thang ... nam ... két thic nhan bao gia phu hop véi thong tin tai khoan 4 Muc 1 - Yéu cau bao gia]

3. Chung t6i cam két:




- Khéng dang trong qua trinh thuc hién thi tuc giai thé hodc bi thu hdi Gidy chimg nhan ding ky doanh nghiép hodc Gidy
chimg nhan dang ky ho kinh doanh hodc céc tai liéu tuong duong khac; khong thudce truong hop mat kha ning thanh toan theo quy
dinh ctia phap luat vé doanh nghiép.

- Gid tri ctia c4c thiét bi y té néu trong béo gia 1a pht hop, khoéng vi pham quy dinh cta phap luat vé canh tranh, ban pha gia.

- Nhirng thong tin néu trong bao gia la trung thuec.

...,ngay ... thang ... nam ...
Dai dién hop phap caa hiang sin xuat, nha cung cap
(Ky tén, dong dau)
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