SG Y TE LANG SON CONG HOA XA HOI CHU NGHIA VIET NAM

BENH VIEN PA KHOA TiNH Péoc lap - Tw do - Hanh phiic
sé: 40/ ITMBG-BVDK Lang Som, ngay /7 thing 03 nim 2024
THU MOI BAO GIA

A A A’ r 4 r - b3 14 ‘ r A
Ve viéc cung cap bao gia cac mat hang hoa chat xét nghiém

Kinh giti: Cac hing san xuit, nha cung cip tai Viét Nam

Pé d4p tmg nhu cau hoé chét phuc vu cong tic kham chita bénh, Bénh vién Da
khoa tinh Lang Son ¢ nhu ciu tiép nhén béo gia ¢ tham khao, xdy dung gia du
todn mua sim, 1dm co s& t6 chirc lya chon nha thau dbi véi goéi thiu Mua cép bach
Hoa chét xét nghiém phuc vu cong tac chuyén mén cua Bénh vién Da khoa Lang
Son véi nbi dung cu thé nhu sau:

I. Thong tin yéu ciu:

1. Pon vi yéu ciu béo gia:

Bénh vién Pa khoa tinh Lang Son

Pia chi: Thén Pai Son, x& Hop Thanh, huyén Cao Ldc, tinh Lang Son.

2. Thong tin lién hé ctia ngudi cia ngudi chiu trach nhiém tiép nhan béo gia:

Ba Hoang Bich Thuy Chirc vu: Pho trudéng phong Vét tu-TTBYT

S dién thoai: 0982202585 Dia chi email: bichthuyds@gmail.com

3. Céch thirc tiép nhan béo gia:

- Nhén trurc tiép hodic qua buu dién tai dia chi: Phong Vat tu — Trang thiét bj y
t&, Bénh vién DPa khoa tinh Lang Son.

- Nhén qua email: bichthuyds@gmail.com hodc qua zalo: 0982202585

4. Thoi han tiép nhan bdo gia: Tir 08h ngay 14 thang 03 nim 2024 dén trude
16h ngay 25 thang 03 nam 2024.

Cac béo gia nhan dugc sau thoi diém néu trén sé khong duge xem xét.

5. Théi han ¢6 hiéu e bao gia: Téi thidu 90 ngay, k8 tir ngay 25 thang 03 ndm
2024.

IL. N§i dung yéu cau bdo gia:
1. Danh muc hang ho4 yéu cau bao gia: Chi tiét tai phu luc 1.



2. Dia diém cung cép hang héa: Bénh vién Pa khoa tinh Lang Son, Thén Dai
Son, xd Hop Thanh, huyén Cao Ldc, tinh Lang Son. Yéu ciu béo gi4 gdm chi phi
van chuyén, bao hiém, bao quan va toan bd cac loai thué, phi lién quan.

3. Thoi gian giao hang duy kién: 05 ngay tir khi tiép nhén théng tin yéu céu cia
Bénh vién Da khoa tinh Lang Son.

4. Dy kién v céc diéu khoan thanh toan hop dong:

Pdng tién thanh toan: VND.

Thanh to4n theo s luong giao hang thuc t& hang thang t6i Bénh vién, va cong
ty da xuét trinh ddy du cdc chimg tir thanh toan,

Phwong thitc thanh toan: Chuyén khoan.

5. Thanh phén va quy cach hd so béo gia

- Bang béo gia: Phu luc 02

Xin trdn trong cam on./.

Noi nhén: GIAM DOC

- Béang: Website BV; KT GI AM })00
- BLD, VT-TTBYT, TCKT; X

- Luu Vian thur.
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Phin I: Héa chit xét nghiém sinh héa Tu&Wéug may sinh héa AU
Héa chat ding cho xét nghiém dinh Tuong ALT. Thanh phan: L-Alanine; 2-Oxoglutarate; LDH; NADH
Hoa chit do hoic twong duong. Dai do 3—500 U/L. Sau khi m&, 6n dinh > 30 ngay trén may. S5 test téi thidu/1 ml>
1 1 hoat &6 ALT 13 test. Hop 5
(GPT) Quy cach déng géi: Hop = (4 10 x 50mi+4 lo x 25ml).
Dap tng tiéu chuan chat lwong ISO 13485 hoic tuong duong
Hoa chit ding cho xét nghiém dinh lugng AST. Thanh phan: Tris buffer; L-aspartate; 2-Oxoglutarate;
Ho4 chit do LDH; MDH; NADH hoic trong duong. Dai do 3-1000 U/L. Sau khi mé&, 8n dinh > 30 ngay trén may.
2 2 | hoat 46 AST S4 test t6i thidu/1 ml > 19 test. Hop 4
(GOT) Quy céch déng géi: Hop > (4 lo x 25ml+4 lo x 25ml).
Dép g ti€u chuan chat luong ISO 13485 hodc tuong duong
Hoéa chit diing cho xét nghiém dinh lrgng glucose. Thanh phin: ATP; NAD+; Mg2+; Hexokinase;
Hod chit dinh G6P-DH hodc tuong duong. Dai do: Hl}yét thanh, huyét tuong, haemolysate va CSF: 0,6-45 mmol/L.
3 3 lvane Gl Nudc tiéu: 0—45 mmol/L. Sau khi m&, 6n dinh > 30 ngay trén may. SO test t6i thi€u/1 ml > 16 test. Hop 2
Quy céch déng goéi: Hp = (4 lo x 53ml+4 lo x 27ml).
Pép tmg tiéu chuin chit lrong ISO 13485 hojc turong duong
Hoa chit dinh Hoa chat dung cho xét nghiém dinh lugng cholesterol. Thanh phin:4-Aminoantipyrine; Phenol;
v : Cholesterol esterase; Cholesterol oxidase; Peroxidase hodc tuong duong. Dai do: 0,5-18 mmol/L. Sau
4 4 C}fm & . | khi mé, 8n dinh > 90 ngay trén may. S6 test téi thiéu/1 ml > 40 test. Hop 2
olesterol toan ; : e,
hin Quy cach fiong goi: HQP > (4 lo x 45ml).
P Dap tng ti€u chuan chat lwong ISO 13485 hoac twong duong
Hoéa chit diing cho xét nghiém dinh lugng triglyceride. Thanh phén: 4-Aminoantipyrine; Lipases;
Hoa chit dinh Glycerol kinase; Peroxidase; Ascorbate oxidase; Glycerol-3-phosphate oxidase hodc twong duong. Dai
5 5 | lugng do 10-1000 mg/dL. Sau khi m&, 6n dinh > 30 ngay trén mdy. S test t5i thiu/1 ml > 12 test. Hop 4
Triglycerid Quy cach dong gbi: Hop = (4 1o x 50ml1+4 lo x 12.5ml).
Pap ng ti€u chuan chat lugng ISO 13485 hoic tuong duong
Hoéa chat diing cho xét nghiém dinh lugng uré. Thanh phan: NADH; Tetra-Sodium diphosphate;
EDTA; 2-Oxoglutarate; Urease; ADP; GLDH hoic twong duong. Dai do: Huyét thanh/huyét twong:
6 6 Hoa chit dinh 0,850 mmol/L. Nudc tiéu: 10-750 mmol/L. Sau khi mé, 6n dinh > 30 ngay trén may. Sb test téi Ho 5
luong Ure thidu/1 ml >11 test. op
Quy cach déng géi: Hyp > (4 lo x 53ml+4 I x 53ml).
Piép (g tidu chuin chét lrgng ISO 13485 hoic twong duong




Hoa chit dung cho xét nghiém dinh lugng C-Reactive Protein (CRP) miu huyét thanh ngudi. Thanh

Hoa c?at du.rlg phin thuc thir: hat latex dugc phii khang thé khang CRP ngudi Phuong phép do Latex, do d6 duc. Dai
cho xét nghiém 5
7 7 C-Reactive do: 1 - 150 mg/l. : Hop 30
Protein (CRP) Quy cach dong g?l: Hop > (1 lo x 40mL+1 lo x 10mL).
Dap g tiéu chuan chat lugng ISO 13485 hoic twong duong
Hoba chit hicu Chiét hiéu chuin dung cho xét nghiém RF. Thanh phin: Chit nén huyet thanh nguoi dang long chira
8 8 chiidii cho x.ét lugng RF véi cac nong dd khac nhau ho#c tuong duong. Sau khi ma, 4n dinh >3 thang & 2—-8°C. Hb 1
Op
nghiém RF Quy céach dong gm Hop > (5 lo x 1ml).
; Pip g tiéu chuin chit lugng ISO 13485 hoic twong duong
Hoa chit kiém
chimg cho xét | QC cho xét nghiém sinh héa thudng quy. Dang bot déng khé, thanh phan: huyét thanh ngudi.
9 9 nghiém sinh héa | Quy cach dong goi: Lo > SmL. Lo 1
thudng quy mirc | Pap tmg tiéu chuin chit lugng ISO 13485 hoic tuong duong
binh thuong
Hoa cht kiém
ching cho xét QC cho xét nghiém sinh hoéa thudng quy. Dang bt dong khé, thanh phén: huyét thanh ngudi.
10 10 nghiém sinh héa | Quy cach déng g6i: Lo > SmL. Lo 1
thudng quy mirc | Dap ung tiéu chun chét lugng ISO 13485 hoic twong duong
bénh ly
Dung dich dém dugc sir dung dé dinh lugng (gién.tiép) néng d6 Na+, K+ va Cl-. Thanh phz‘“m:
1 1 Dung dich dém | Triethanolamine hoZc tuong duong. Sau khi mé, 6n dinh trong >2 thang & 2-25°C. Hop 2
ISE Quy céch dong gbi: Hop > (4 lo x 2000ml). x
Pip g tiéu chuin chit lugng ISO 13485 hoic tuong duong
Chét chuin dién Chét hiéu chuin miic trung binh dugc sir dung dé dinh lrong (gian tiép) ndng do Na+, K+ va Cl-.
12 12 ia: o .o | Thanh phan: Na+; K+; Cl-. Sau khi mg, 6n dinh trong >1 thang & 2-25°C. Quy cach déng goi: Hop> (4 | Hop 3
B e lo x 2000ml). Pép g tiéu chuin chét lrgng ISO 13485 hoic tuong duong
Bdng dén sir Béng dén Halogen 12V 20W.
13 13 dung cho may Quy cach dong goi: Cal Cai 1

AU

Pap tmg tiéu chuin chét Iugng ISO 13485 hoic twong durong

3

Téng phin I: 13 mit hang




Phin II: Hoa chit va vat tr tiéu hao may khi mau GASTAT 1800 hoic twong dwong

TUBING KIT B6 Sng day din. Tuong thich véi may GASTAT 1800 series.
14 for GASTAT- Quy céch déng géi: BS. Bo
18xx Dap tng tiéu chuan chat lugng ISO 13485 hoic tuong duong
bién cuc pH trong thich véi may khi mau. Xét nghiém duge thuc hién trén phuong phap do dién thé
15 BiEn eas o Pién cuc 6n dinh trong 20 thang k& tir ngay san xuét. Chie
s Quy céch dong goi: Cl}lec
Pép (g tiéu chuin chit lugng ISO 13485 hodc twong durong
V6 dién cyuc tham chiéu, twong thich v6i may khi mau. Vo6 dién cuc va I5i dién cuc duge lap rap voi
V5 dign eue nhau s thanh dién cuc tham chiéu Ref ELECTRODE. Pién cyc &n dinh trong18 thang ké tur ngay san
16 s Xuit. Cai
fham olticy Quy céch déng gbi: Céi.
Pap tng ti€u chuan chat lugng ISO 13485 hoic tuong duong
L&i dién cuc tham chiéu,tuong thich v6i may khi mau Vo dién cuc va 15i dién cyc dugc lap rap voi
L&i dién cuc nhau s€ thanh dién cyc tham chiéu Ref ELECTRODE. Pién cuc 4n dinh trong 18 thang ké tir ngay san
17 e xuét. Hop
tham:chio Quy cach déng géi: Hop.
Piép (ng tiéu chuén chat lrgng ISO 13485 hoic tuong duong
Dién cyuc p02, tuong thich véi may khi mau Xét nghlem duqc thire hién dya trén phuong phap dién 3
18 bién cuc pO2 cuc Clark. Dién cuc 6n dinh trong 18 théang ké tir ngay san xuit. Quy cach déng goi: Chiéc. Chiéc
Piép Gmg tiéu chudn chét lugng ISO 13485 hoic tuong dirong
bién cuc pCO2, tuong thich véi may khi mau Xét nghlem duge thuc hlen dua trén phuong phap dién
19 Dién cuc pCO2 cuc Severmghause Dug:n cuc 6n dinh trong 18 thang ké tir ngay san xuét. Chie

Quy céch déng goi: Chiée.
Pép (g tiu chuan chit lugng ISO 13485 hoic tuong dwong

Téng phin II: 06 mit hang




Phin III: May nuéc tidu tur dgng AUTO 100 hoic twong dwong

Que thir xét

Thanh phéin chinh:

Ascorbic Acid: 2,6-dichloro-phenol-indophenol 0.5mg.

Leukocytes: indoxyl ester 1.4mg;diazonium salt 0.7mg.

Ketone: sodium nitroprusside 30.0mg.

Nitrite: sulfanilamide 0.65mg;N-(naphthyl)-ethylenediammonium dihydrochloride 0.45mg.
Urobilinogen: fast blue B salt 1.2mg.

Bilirubin: 2,4-dichlorobenzene diazonium 14.3mg.

i :%EITT tggsc <& Protein: tetrabromphenol blue 0.36mg. Hin S
& Glucose: glucose oxidase 6.2mg;peroxidase 2.8mg;4-aminoantipyrine 0.08mg.

Specific Gravity: bromthymol blue 0.4mg;sodium poly methyl vinyl acetate maleic 16mg.
Blood: cumene hydroperoxide 35.2mg;3,3',5,5'-tetramethylbenzidine 2.0mg.
pH: bromocresol green 0.2mg; bromxylenol blue 3.3mg.
Quy cach déng gbi: Hop > 100 test.
Pap ung tiéu chuén chit lugng ISO 13485 hoic tuong duong

Téng phin II: 01 mit hang

Phén IV: My Realtime PCR CFX 96, Qiagens hodic twong duwong
- Muc dich sir dung: Pinh lugng virus viém gan B (HBV) DNA in vitro
- Thanh phén:
Hon hop phan tmg: 7 x 360 pl
Mau chitng HBV 1( 1 x 10E5 IU/pl): 200 pl
M3u chimg HBV 2( 1 x 10E4 IU/pl): 200 pl
Mau chimg HBV 3( 1 x 10E3 IU/pl): 200 pl

n Miu chimg HBV 4( 1 x 10E2 IU/pl): 200 pl
ffigrg!;:n"];"“g Mau chimg HBV 5( 1 x 10E1 IU/ul): 200 pl
21 (HBV) Artus E"' k‘g‘é‘; ;‘ 1%001 il Bj 1
HBV QS-RGQ | Noo POR: 1000 1
Kit - Dic tinh ky thuat:

+ D§ nhay phan tich - plasma: 10.22 IU / ml (p= 0.05)

+ D§ dac hiéu - plasma: khdng phan ing chéo véi cac tac nhin dugc thir nghiém

+ Khoang tuyén tinh: 3.16 x 10E1 IU/ml - 2 x 10E7 IU/ml

+ D§ chinh xéc (SD): 1.29% (CT) hoic 8.99% (ndng d6) va 1.87% (CT) dé phat hién chirng n6i
+ P06 bén: >= 99%.

Quy cach dong goi: B§ > 72 test.

Pip ing tiéu chuin chit lu'qng ISO 13485 hojc tuong duong

Téng phin IV: 01 mat hang




Phin V: Héa chit miy tw dong HbA1C ADAMSAIC LITE HA-8380V hoic twong dwong

Gom: Sodium azide: < 0.01 %; Oxidizing agent: < 0.7%; Phosphate: < 1%.

22 ;l;huocggxilgh Quy cach déng gbi: Hop = (600ml x 4 19). Hop
ong Dap g tiéu chuin chét lrong ISO 13485 hoic tuong duong
Thude thir dinh Gom: Sodium azide: < 0.06%; Oxidizing agent: < 3%; Phosphate: < 2%.
23 firsiio BB AT Quy cach dong goi: Hop > (600ml x 2 19). Hop
ong Diép (g ti€u chuin chat lwvong ISO 13485 hoic tuong dwong
: Dung dich pha long mau toan phan va rira dudng 6ng. Gom: Sodium azide: < 0.02%; Phosphate: <
24 gl:;g g;cul: sla)a 0.1%; Surfactant < 0.1%. H6
s im 5| Quy cich déng goi: Hop=> (2L x 3 lo) P
8ONE | pap img tiéu chuin chét luong ISO 13485 hoic tuong dwong :
Cot dugc ché tao bang vat liéu SUS (thép khong gi) va nédp xoan hai dau dugce lam tir PEEK (polyether
. A .y
25 Cét séc ki ether ketone). Thanh phan: Hydrophilic polymer of methacrylate esters copolymer. Hop
Quy cach dong géi: Hop 2> 1column
Pap \ng tiéu chuin chit luo‘ng ISO 13485 hodc tuong duong
Dung dich hiéu chuin. Gom: Human source hemoglobin: < 0.6%; Phosphate: < 0.1%; Surfactant <
26 Dqu dich hiéu | 0.1%. H6
chuan Quy céch déng goi: Hop > (Low: 5Sml x 1 lo; High: Sml x 1 lg; Diluent: 15ml x 1 19) i
Dap tng tiéu chuin chit lugng ISO 13485 hoic tuong duong
Téng phin V: 05 mit hang
Phén VI: Héa chit cho may Vitek 2 nudi ciy dinh danh vi khuin ti dgng hoiic twong dwong
Thé dinh danh Theé dinh danh Gram 4m sir dung v6i mdy dinh danh va lam khéng sinh dd tu dong dé dinh danh truc
sy A khuan Gram dm Ién men va khong 1én men. Thé gom >47 thir nghiém sinh hoa. 5
27 vi khuan Gram P 4 S 5 Hop
Am Quy cach dong goi: Hop 220 the
Pap g tiéu chuin chat lugng ISO 13485 hodc tuong duong : ?
Thé dinh danh Thé dinh danh Gram duong sn'x‘dgmg véi may dinh danh va 1am khéang sinh d6 tu dong dé dinh danh cac
iR vi sinh vdt Gram duong. Thé gom >43 thir nghiém sinh héa. i
“ MURMAGIEM: | o slich dhes b1 Hen So0ths Hop
duong 0. S SUNB B2 1 = 2
Pap g ti€u chuan chat lugng ISO 13485 hoic tuong duong
Thé khing sinh Thé lam khang sinh d6 Gram 4 am dung v6&i méy dinh danh va lam khang sinh db tir dong MB3i thé chira
29 ddvi cac khang sinh chon loc & céc ndng d6 khac nhau, dugc siy kho véi méi trudng nudi cdy vi sinh. 4
0vi khusin Quy cach dong goi: Hop >20 thé Hop
Gram dm g8 op

Pép tmg tiéu chudn chit lugng ISO 13485 hoac tuong dwong




Thé khéng sinh Thé lam khang sinh d6 Gram dwong dung v6i may dinh danh va 1am khang sinh dd tu dong M01 thé
30 a3 vi khugn chira cic khing sinh chon loc & cdc ndng d6 khic nhau, duge siy khd véi moi trudng nuéi ciy vi sinh. H6 1
>20 the op
Gram duong Quy céch déng gbi: HO
Pap (g tiéu chuén chét hrgng ISO 13485 hodc twong duong
Téng phin VI: 04 mit hang
Phin VII : Hos chit sinh phim nuéi cdy, dinh danh vi khuin
Chai cay méu ciu tao bang polycarbonate, chita >30ml méi truéng va >1.6g hat polime hap phy, phat
Chai cdy mén hién vi khuén hiéu khi va ki khi tity tién tir mau va dich vd khuin ciia co thé, sir dung v6i hé théng ciy
31 hiu khi mau ciy mau tu dong Chai 300
Quy céch déng goi: Chai > 30 ml
Pip Gng tidu chuin chét hrong ISO 13485 hodc twong duong
Chai cay mau ciu tao bang polycarbonate chira >40m! méi trudng va >1.6g hat Pollme hap phu phat
Chai cly miunk hién vi khuén ki khi tir mau va dich v6 khuén ciia co thé, sir dung vé6i hé thong ciy méau cdy mau tw
32 s Y| dong. Chai 300
Quy céch dong géi: Chal >30 ml
Paép tng tiéu chuan chit lugng ISO 13485 hodc twong duong
B nhugém Gram ding dé thuc hién xét nghiém nhudm soi. Bao gdm 04 dung dich thuéc nhuém thanh
H6a chit nhiudm phén 1 Crystal Violet chai >250ml, Lugol chai >250ml, Decolor (alcohol-acetone) chai >250ml va
33 e Safranine chai >250ml. Hop 2
Quy cach dong goi: Hop > (4 chai x 250ml)
Pip (mg tiéu chuin chét lugng ISO 13485 hoic twong dwong
Kliostnh katng Hop gom 5 cartridge/ong/ tuyp nhua, m3i cartridge gdm >50 khoanh gidy duong kinh 6mm dugc in
34 sinth o loai (40 mot ma nhén dang thich hop dang chir hoic s6 va dugce tim mét lugng khéang sinh chinh xac. Khoanh
: 3 - S oan 5.000
loal) Qny oach f{ong goi: Kh‘oanh .
; Pap tGng ti€u chuan chat lugng ISO 13485 hodc tuong duong
Mon truong nubi Moi tnromg muc dich chung phat hién cic phan mg tan huyét dic trung khi méi trudng duge bo sung
Eyinhitn v véi mau vo trung khir fibrin. Thanh phén bao gém: Peptone mixture 16.0 g/lit, Yeast extract 2.0 g/lit,
35 sinh vat (Blood D-Glucose 0.5 g/lit, NaCl 7.0 g/l, Agar 12.0 g/lit, pH cubi ciing 7,3 £ 0.2. Hop 3
agar) * Quy céach déng goi: Hép 2500g
‘ ? Dip (g tiéu chuin chét luong ISO 13485 hoic tuong duong




Moi trudng 1am

Moi trudmg tiéu chuin dung dé xét nghiém nhay cam khang sinh/ khang sinh d6. Thanh phén bao gbm:
Casein hydrolysate 17.5g/lit, Beef infusion from 300g 2.0g/lit, Starch 1.5g/lit, Agar 17.0g/lit, pH cui &

khang sinh d6 . i
an Mueller Hinton 23 T 7 .2 i'O.l. i Hop ?
Agar Quy céch déng gdi: Hop >500g
DPap ung ti€u chuan chat lugng ISO 13485 hoidc twong duong
Moi truong
;lil?tnc:)(‘;?fgr;z Moi tredmg chon loc dé kiém tra vi khudn trong miu bénh phdm va thuc pham. Thanh phan bao gom:
v;céc X Peptone mixture 19.0g/lit, Lactose 10.0g/lit, Sodium chloride 5.0g/lit, Sodium desoxycholate 1.0g/lit,
37 Kkhone 1én mi i Crystal violet 0.001g/lit, Neutral red 0.03g/lit, Agar 15.0g/lit, pH cudi: 7.2 + 0.2. Hop 1
§ N MO | Quy céch déng goi: Hop 2500g
lactose, fic che, | 1 tmg tiéu chudn chat huong ISO 13485 hodic tong d
céc vi odu khudn | Pap tmg tiéu chuan chat luong odc tuong duong
Gram durong.
BrillianceTM UTI Agar (truéc ddy 1a Chomogenic UTI Agar) 1a mét mdi trudng nudi cAy sinh mau dé
dinh danh va phén biét tat ca cac vi sinh vat chinh giy nhiém tring dudng tiét niéu (UTIs).
Mot thidns tio MG6i truong dang bot, mau rom
38 mau dé nu%i A Thanh phén (g/1): Peptone 15.0, Chromogenic mix 26.3 , Agar 15.0 H6 3
ma et | pH: 6.8+ 0.2 ai 25°C °P
Bao quan: 10-30°C.
Quy cach dong gbi: Hop = 400g
Pap trng tiéu chuan chat lugng ISO 13485 hoic tuong duong
Téng phan VII: 8 mit hang
Phin VIII: May Realtime PCR CFX 96, Qiagens hoic twong duong
BJ kit real-time e 7 R : ; A :
S - B4 kit real-time PCR phat hién Lao va Lao khong dién hinh: MTB, Mycobacteria
PCR phét hién Loai m&u bénh shim: Dom. Mbi trd I T T
39 Ahng thivi lac va | - oai mau bénh pham: Pom, M6i truong nudi cay, Dich rira phé quan, Mo tuoi. Test 100

lao khéng dién
hinh

Quy céach déng go6i: Hop >100 test
Pap g ti€u chuan chat lugng ISO 13485 hoic tuong duong

Tong phian VIIL: 01 mit hang




Phén IX: Sinh phim y té chin doin

PG nhay 100% , @9 dic hiéu =99 75%, Cho két qua nhanh trong vong 15 phat, D6 én dinh clia két
qua x€ét nghiém tGi 60 phut khong cén sir dung thém bét ky dung dich dich d¢ém(chase) cho mau mau
huyét thanh, huyét twong , Nha méy sin xuét dat tiéu chuin chau Au EN ISO 13485. San xuét tai nudc

Test thirchdn | thudc G7.
doan HIV - Ham lugng chinh: Antibody, anti HIV-1, Antibody,Anti HIV-2, Antigen (pGO9-CKS/XL-1) HIV-1
40 (Bioline™ HIV | Group O, Antigen,(pGO11-CKS/XL-1) HIV-1 Group O,Antigen,(PjC100)HIV-2, Test 4.000
1/2 3.0 hoic Antigen,(pOM10/PV361) HIV-1, Antigen, (pTB319/XL-1)HIV-1, HIV-1 Peptide Antigen, HIV-2
tuwong duong) peptide Antigen.
Nim trong khuyén c4o phuong cich xét nghiém chin doan HIV qudc gia nim 2020.
Quy cach déng g01 Hop =100 test
Dap tng tiéu chuin chit lugng ISO 13485 hoic tuong duwong
Do nhay 98,4% , do dic hiéu >99,6%; Gi6i han phat hién >=0.1IU/ml. Cho két qua nhanh trong
vong 15 phat, P 6n d;nh cia két qua xét nghiém t&i 30 phut ,khong cn sir dung them bét ky dung
dich dich dem(chase) cho mau mau huyet thanh, huyet tuong. St dung duoc cho tit ca cac loai mau
bénh pham bao gdm: Huyét thanh, huyet tuong, mau tinh mach, mau dau ngén tay ciia Ngudi.
Thanh phén tai vach test: Khang thé don dong ¢ chudt khang HbsAg Biotinyl va cac hat mau den dugc
Khay thir/Que phti khang thé don dong & chudt khang HBsAg.
4 thir xét nghiém | Ham luong : Anti-HBs antibody Al ( 233ng/Test); Anti-HBs antibody B1 ( 17 ng/Test); Anti-HBs Test 5.400
dinh tinh khang | antibody B2 ( 6 ng/Test); Anti-HBs antibody B3 ( 6 ng/Test); Khang thé trén thanh kiém soat (17 :
nguyén HBsAg | ng/Test)

Xét nghiém phat hién dugc it nhét 14 d6t bién khac nhau ciia HbsAg bao gdm: P120Q, T123A, T126N,
T126S, Q129R, Q129H, Q129L, M133H, M133L, K141E, P142S, T143K, D144A va G145R.

Ching chi xét nghiém: CE IVD; WHO PQ.

Quy cach déng goi: Hop >100 test

Pip img tiéu chuin chit lugng ISO 13485 hoic twong duong




Phat hién khang thé dic higu khang HCV trong mau huyét thanh, huyét twong, méu toan ?h?m nguoi.
Pugc thiét ké dé sir dung trong quan thé c6 ty 1€ nhiém HCV cao hoic nhimg ngudi cé tién sir phoi
nhiém/hanh vi nhi€m HCV bao gdm c phu nir mang thai.

- D6 nhay: 100%; D dac hiéu: 99.4% (so vai xét nghiém xac nhén sir dung RT-PCR)

- 1 test thir bao gdm: Phirc hgp vang: Protein A — chét keo vang (1,0+0,2 pg), vach thir: Khang nguyén
HCYV tai tb hop (16i, NS3, NS4, NS5) (1,5+0,3 pug), vach chimg: Globulin mién dich dé khing ngudi
(2,0£0,4 pg)

Khay thir xét - Thoi gian tra két qua: 5 — 20 phit
nghiém dinh - The tich mau sir dung: 10pl
b tinh virus viém | - Nhigt dd bdo quan: 1-30°C ' bt
gan C - Khong c6 phan (g chéo véi cic miu Khing thd HBs, CMV, HIV, Giang mai, Xozn khudn Borrelia
burgdorferi, EBV, HTLV, Ky sinh truing Toxoplasma, Chlamydia, HBsAg, Ctim, Trypanosoma cruzi I
M1
- Kit thir 8n dinh it nht 4 tuan khi dé & nhiét 46 55+1°C :
- Thudc Danh myc xét nghiém nhanh HIV theo Chuong trinh Bam bao Chét lugng Chudi Cung img Y
té Toan ciu (GHSC Eligible Diagnostic List)
Quy céch déng géi: Hop >100 test
Pép g tiéu chudn chét luong ISO 13485 hodc twong duong
Test nhanh phat hién dinh tinh khang nguyén virus hgp bao hé hip (RSV) tir mau hit dich ty hau
(NPA). ; i
Do nhay: 92.3%, D§ dic hiéu: 93.3% so v4i phuong phap nudi cay va mién dich huynh quang.
G Dang que. Doc két qua 10-15 phit
Ehlfi):ggiﬁ;t Céc thanh phan chinh ctia xét nghi€ém
tl'xglh ihan * 1 thanh xét nghiém bao gdm: Cong hop vang: cdng hop vang- khang thé don dong chudt khang RSV
43 et g (0.17+0,03 pg); vach thir: khang thé don dong chudt khang RSV (0.4+0,08pg); vach chimg: IgG dé Test 100
nﬁclyeocapsi g+ khang chudt (0.8+0,16p.g).
riit RSV * Dung méi tich chiét: Tricine (0,4M), NaCl (vira du), TritonX-100 (vira di), Natri azit (0,02%).
Gi6i han phat hién: 0,41 pg/ml Virus hop bao hé hip.Kit thir 6n dinh it nhit 4 tudn khi dé & nhiét do
55:1°C
Quy cach dong goi: Hop 225 test
DPap ting ti€u chuan: ISO 13485, CE hoic tuong duong
Dinh tinh phat
hinsweo mit | oo chne hiop: Khiing thé don domg khing HBe (0.16 pe);
cia HBeAg h két qua: Khang thé don dong khine HBe (0.2 ug):
trong huyét - Vach ket qua: Khang thé on dong khang HBe (0.2 pg);
44 - Vach chimg: Khang thé da dong dé khang chudt (0.88 pg). Test 50

thanh, huyét
tuong hoic mau
toan phin ctia
ngudi

Quy céch dong g6i: Hop 250 test
Pip ing tiéu chuin chét lugng ISO 13485 hoic twong duong




Téng phén IX: 05 mit hang
Phén X: Hoa chit xét nghiém dong mau sir dung cho may Sta Satellite Max hodc tirong dwong
Héa chét xét nghiém PT trén may d6ng mau tu dong
: - R1: chita thromboplastin déng khé dirgc chiét xuit tir ndo tho. Ngoai ra con chira mot chét iic ché
Hoba chat xét heparin dic hiéu. %
4 nghiém PT - R2: dung m6i hda tan c6 chira canxi. Hop s
Quy céch déng goi: Hop > (6 x Sml dong khé + 6 x 5ml dung dich dém)
Pap (mg tiéu chuin chit hrong ISO 13485 hoic tuong duong
Dung dich Dung dich Canxi Clorua 0.025 M duing cho cac xét nghlgm dong mau nhu thoi gxan hoat hoa
CaCl2 cho xét thromboplastin tung hin (APTT) hay cho céc phan tich cic yéu tb con dudng néi sinh. :
46 . P P Hop 1
nghi¢m dong Quy céch dong g6i: Hop = (24 x 15ml)
mau Pap g tiéu chuin chét lugng ISO 13485 hojc tuong dwong
Hoéa chit xét : : .
nghiém thoi Hoa chét ding dé xdc dinh thai gian thromboplastin hoat héa timg phin (APTT) trong huyét tuong,
47 gian chira cephalin tir m6 ndo tho, dung dich dém kaolin. H6 1
Thromboplastin | Quy cch déng g6i: Hop > (6 x Sml d6ng khd + 6 x Sml dung dich dém) °p
hoat héa timg Dap tmg tiéu chuin chit lugng ISO 13485 hoic tuong duong
phan (APTT)
Héa chét xét Héa chit xét nghiém thoi gian Thrombin. Chira thrombin citrat canxi (nguoi), khoang 1.5 NIH unit/ml,
48 nghiém thoi dang d6ng kho. H6 9
gian Thrombin | Quy cach déng g6éi: Hop = (12 I x 2ml) i
(TD) Pap tng tiéu chuan chat lugng ISO 13485 hoéc tuong duong
Dung dich rira Dung dich rira pha sin cho cic hé théng phan tich déng mau tr ddng, thanh phin chinh chira chat diét
49 may dung cho nam he ether glycol pha lodng trong dung méi nudec. Thin 8
may xét nghiém | Quy céch déng géi: Thung > (6 can x 2500ml) g
dong mau Dap (g tiéu chudn chit lugng ISO 13485 hoic tuong duong
dCu Vett philn g | o vatte bing nhura ding mét 1an, c6 bi 1am bing thép khong gi bén trong.
ung cho may {
50 xét nghiém d6n Quy cach déng goi: Thung > (6 cugn x 1000 cai) Thing 3
sikia v g Dip tmg tiéu chudn chit lugng ISO 13485 hoic tuong duong
Téng phin X: 06 mit hang




Phin XI: Héa chit xét nghiém cho miy dinh nhém miu ban tir dong BIO RAD hoic twong duwong

Card xét nghiém
sang loc va xaf
d;'nh kll:af‘g the, LISS/Coombs.
51 Xt ng ! Quy cach déng gdi: Hop > (4 khay x 12 thé xét nghiém) Hop 10
ftong fhich, Pip tng tiéu chuén chét hrgng ISO 13485 hoic tuong d
IAT va DAT, p fng b Ghefitong auong
phat hién IGG
va C3d
Gercard nudc
mubi diing cho
may phén tich
nhém mau NaCl, Enzyme Test and Cold Agglutinins.
52 (NaCl, Enzyme | Quy cach dong goi: Hop > (4 khay x 12 thé xét nghi¢m) Hép 4
Test and Cold Pip (g tiéu chuén chét lugng ISO 13485 hoic tuong duong
Agglutinins
hoidc tuong
duong
Téng phén XI: 02 mit hang
Phin XII: Héa chit cho may phén tich huyét hoc tr dong Auto Star DiffS hodc twong dwong
Ho4 chét xét nghiém HemoDil SHX hoic tuong dirong.
Ho4 chét dung Thanh phan Sodium chloride < 0.9%; Potassium chloride < 0.06%; Buffer < 0.3%; Preservative <
53 cho may phan 0.1%. Thiing 31
tich huyét hoc | Quy cach déng gdi: Thing > 20 Lit
Pap tng tiéu chuén chat lugng ISO 13485 hoic tuong duong
Dung dich Hoa chit xét nghiém Lysoglobin Diff lyse 3 hoic twong duong. o .
54 i 3 dhdiih Thanh phén: Detergent < 1.5%; Buffer <2.0%; Preservative < 1.5%; Dye < 1.0%. Chai 32

phan bach ciu.

Quy cach dong géi: Chai > 1 Lit
Pap tng ti€u chuan chat lugng ISO 13485 ho#c tuong duong




Ho4 chit xét nghiém Lysoglobin Diff lyse 5 hoiic twong duong.

Dung dich ly Thanh phin:
55 giai 5 thanh Detergent < 0.5%; Buffer < 0.6%; Preservative < 0.7%. Chai 14
phdn bach cAu. | Quy cich déng goi: Chai > 500ml
Pip (g tiéu chuin chét lugng ISO 13485 hoic twong duong
Hoa chat xét nghiém Lysoglobin HGB hoic twong duong.
56 Thubc thir ly Thanh phin: Detergent < 4.0%; Buffer < 1.0%. Chai 15
giai hdng chu Quy cach déng goéi: Chai > 500ml
Piép tng tiéu chuin chét lugng ISO 13485 hoic twong dirong
Chét hiéu chudn ;I]?:n ;hg; ::t nghiém Hematology control (SDN) hoéc twong duong.
57 cho‘n'lay xet‘ Mau ddng vit c6 via khée manh (lgn), chét bao quan va chit én dinh té bao. Lo 6
nghiém huyet
hoe Quy each iong ggl LQLZ 3ml .
Pap Gng ti€u chuan chat lugng ISO 13485 hoic tuong duong
Téng phin XII: 05 mit hang
Phin XIII: Sinh phim Huyét hoc
La dung d;ch dém dang tru'(mg dé sir dung trong chan dodn in vitro va dugc thiét ké dé bao phu va pha
Dung dich pha loang bach cau (WBC), dé xac dinh va phén biét cic té bao mau va do hematocrit trén cac may dém té
lozng mau, phian | bao mau.
biét cac té bao - Thanh phén:
58 mau va do Hct + Dung dich dém hiru co (Organic buffer) < 5% Thung 12
trong xét + Chét bio quan (Preservative) < 0,1%
nghiém huyet + Chét dién hoat (Surfactant) <0,1%.
hoc Quy cach déng goi: Thing > 20 Lit
Pip img tiéu chuin chit luong ISO 13485 hoic twong duong
La dung dich ly giai dé sir dung trong chan doén in vitro va dugc thiét ké dé ly giai hong cau (RBC) va
Dung dich ly dé xac dinh x4c dinh hemoglobin trén cic may dém té bao mau.
giai hong cu - Thanh phén:
59 trong xét + Dung dich dém hitu co (Organic buffer) < 5% Chai 4
nghiém huyét + Chét tiy rira (Detergent) <2,5%.
hoc Quy cach dong gdi: Chai > 1 Lit

Dip (g tiéu chuin chit lugng ISO 13485.hojc twong duong




La dung dich ly giai dé sir dyng trong chin doan in vitro va duge thiét ké dé phan biét cac quin thé phu
¢6 nhén trén cac may dém té bao mau.

Dung;i ien !\y . | - Thanh phén:
%:2 3;2%:; tg: + Dung dgch dém hitu co (Organic buffer) < 5%
60 trong x & + Chit tiy rira (Detergent) < 1% Chai
nghiérii huyét + Cbn (Alcohol) < 10%
hos : + Chit bao quan (Preservative) < 0,1% .
Quy céach déng goi: Chai> 1 Lit
Pap ting tiéu chuin chét luong ISO 13485 hoic twong dwong
La dung dich ly giai de str dung trong chin doén i in vitro va dugc thiét ke dély glal héng ciu (RBC)
cho viéc dém bach cAu (WBC) va phan loai bach ciu trén cic may dém té bao mau.
Dung dich ly - Thanh phin:
6 gidi hong cau + Dung dich dém hitu co (Organic buffer) < 5% ‘
: Hong Rt hét tiy rira (Detergent) < 1% s
nghiém huyét b il g .
hoe + Chit bio quan (Preservatlve) <0,1%.
i3 Quy céch déng goi: Thung >5Lit
Pap ting tiéu chudn chét lugng ISO 13485 hoic twong duong
La dung d;ch enzym dé sir dung trong chan doén in vitro v&i tac dung thiy phén protein dé lam sach
cic may dém té bao mau.
IVD lam sach - Thanh phan
62 mdy xét nghiém | + Dung dich dém hitu co (Organic buffer) < 5% Chai
huyét hoc tur + Enzym thiy phén protein (Proteolytic enzyme) < 1%
dong + Chét bao quan (Preservative) < 1% .
Quy cach doéng gdi: Chai > 1 Lit
Pip img tiéu chudn chit lrong ISO 13485 hoic twong dwong
La chat d6i chiéu (control) da théng s6 3 mirc dé sir dung trong chan doén in vitro va dugc thiét ké dé
str dung trong viéc theo doi d6 dang va do chinh xé4c cuia cic may dém té bao mau ding trong huyét
Vat ligukiém | hoc.
soat xét nghiém | - Thanh phan chira bach ciu (WBC), hong ciu (RBC) va tiéu ciu (PLT) cia dong vit cd vi duge lam
63 dinh lugng 30 thanh hén dich & dang dich gidng nhw huyét twong. Ho
thong s6 huyét - Piéu kién bdo quén: P
hoc mirc binh + 2-8°C (35-46°F).
thuong + Khong dé dong lanh.

Quy céch dong goi: Hop = (2x3ml)
Dap g ti€u chuan chat lugng ISO 13485 hodc tuong duong




Vit ligu kiém
sodt xét nghiém

La chét d5i chiéu (control) da thong sé 3 mirc d& sir dung trong chin doan in vitro va dugc thiét ké dé
sir dung trong viéc theo doi dd ding va d chinh xé4c ciia cdc miy dém té bao mau ding trong huyét
hoc.

- Thanh phén: chira bach céu (WBC), hong chu (RBC) va tiéu ciu (PLT) ciia dong vat c6 va duge lam
thanh hén dich & dang dich giéng nhu huyét twong.

thong s6 huyét
hoc mirc cao

- Piéu kién bao quan:

+ 2-8°C (35-46°F).

+ Khéng dé dong lanh.

Quy céch dong goi: Hop > (2x3ml)

Pap g tiéu chuin chat lugng ISO 13485 hoic tuong duong

o 7 fﬁg:gl:%nffgt - Piéu kién bao quan: Hop
hoc mirc thap r2RC (3§-46°F)
+ Khong dé dﬁng lanh.
Quy cach déng gbi: Hop = (2x3ml)
Dap g tiéu chuén chét lugng ISO 13485 hodc tu'cmg duong
La chét d6i chiéu (control) da théng s6 3 mitc d€ sir dung trong chan doan in vitro va duoc thiét ké dé
str dung trong viéc theo ddi d§ ding va d¢ chinh x4c cia cac may dém té bao mau diing trong huyét
Vit licu kid hoc.
at liéu kiém 3 A ki S e ;
softxétnghiém | Thanh phan chira bach cau (WBC), hong céu (RBC) va tiéu cdu (PLT) ciia dong vat c6 vii duge lam
65 8 dinh hrgng 30 thanh hén dich & dang dich glong nhu huyet tuong. Hop

Téng phin XIII: 08 mit hang

e Luuy

Bt ky thuong hiéu, ma hiéu, danh tir riéng (néu c6) trong bang danh muc héa chat xét nghiém néu trén chi mang tinh
chit minh hoa cho céc tiéu chuin chét long, tinh ning k¥ thuét khé mb ta, nha thau c6 thé lya chon dur thiu hang héa c6
nguén géc, xuét 1T, nha san xuét, thuong hi€u, ma hiéu phu hgp véi diéu kién cung cép nhung phai bao dam yéu céu tiéu
chuin k¥ thuat, dat tinh k¥ thuét, tinh nang sir dung “twong duong” hodc “uu viét” hon héng so vé6i yéu cau tbi thiu déng

thoi phai phit hgp véi trang thiét bj hién c6 cta don vi sir dung, tuong duong dugce hiéu tuong duong vé dic tinh k¥ thuét,

tiéu chuéllgg}ng nghé, tinh ndng strdung. .




Péi v6i cac yéu ciu & mirc “khoang” ma chua cu thé sai s6 cho phép tai ndi dung dé thi khoang sai sé cho phép so véi
yéu ciu <2% dugc dénh gia 1a dap tmg.

Yéu ciu tuong duong:

+ Tuong duong vé chiing loai;

+ Tuong duong vé tiéu chuén k§ thuat ( Thiét ké, tinh ning sir dung, cong nghé ché tao, tiéu chuin céng nghé);

+ Dbi véi cac tén hang hoa, tiéu chi k§ thuat, céng nghé... c¢6 cum tir “hodic tuong dwong”, yéu ciu nha thiu khi béo
gia lai hang héa cu thé ctia don vi minh cung cép, khong ghi thém cum tir “hoéc tuong duong”;

+ Céc tinh ning k¥ thuit, cong ning sir dung va tiéu chuin cong nghé ctia hang héa nha thiu chao “twong duong”
hodic “t6t hon” so v6i yéu cu trong bang “ danh muc héa chét xét nghiém”, nha thiu phai cung cép céc tai lidu dé chimg

minh “twong duong” hoic “t5t hon”.




Trén co s& yéu ciu bio gia s . , ngay ... thang .. ... cua Bénh vién Pa Khoa tinh Lang Son, ching t6i.....(ghi tén,
dia chi ctia hing san xuét, nha cung cap; trudng hop nhneu hang san xuét, nha cung cap cung tham gia trong mdt bao gia(
goi chung 13 lién danh) thi ghi r6 tén, dia chi ctia cac thanh vién lién danh)-M4 s6 thue:

B4o gia cho mit hang vt trr y t& nhur sau:

STT | STT theo Tén Tén Ky, mi, Pap Hing Nudc Nim Tigu Ma Quy cich | Ponvi | Solugng | Pon Thanh | Ghi
thrmdi | hang | thwong | nhdn hi¢u, | Gngydu | sinxudt | sin | sinxuét | chuin | HS tinh gia tién chi
chaogis | héa mai Model ciu ky xuit chit (VND) | (VND)

thuat lwong

1. Gi4 trén dé bao gdm tit ca cac chi phi van chuyén, bao hiém, bao quan lién quan va céc loai thué, phi theo quy dinh cta
phap luat.
2. Bao gia nay c6 hiéu lyc trong vong: Téi thiéu 90 ngay ké tir ngay .... thang .... nim 2024,
3. Pia diém cung cAp hang héa: Bénh vién da khoa tinh Lang Son.
4. Thai gian giao hang du kién: 05 ngay k& tir khi nhan thong tin yéu cu ctia Bénh Vién Pa Khoa tinh Lang Son.
5. Du kién v& cac diéu khoén thanh toan hop dong:
-Pong thanh toan: VND
-Thanh toan: theo s luong giao hang thuc té tai bénh vién trong vong 90 ngiy ké tir khi giao hang va cong ty xudt ching
tir thanh toan. o e
- -Phuong thirc thanh toan: Chuyén khoan




6. Chung t6i cam két

- Khéng dang trong qu4 trinh thuc hién thi tyc giai thé hodc bj thu hdi Gidy chimg nhin ding ky doanh nghiép hoic Gidy
chimg nhén déng ky ho kinh doanh hogc céc tai liéu trong duong khac

-Khéng thuge trudng hop mat kha nang thanh toan theo quy dinh ciia phép luét v& doanh nghiép.

-Gi trj ciia c4c thiét bi y té néu trong béo gi 12 phit hop, khong vi pham quy dinh ciia phap ludt v& canh tranh, ban pha gia.
-Nhitng thong tin néu trong bao gia la trung thuc.

Thong tin lién hé ngudi 1am béo gia: ( Thong tin lién hé clia ngudi truc tiép 1am béo gid)

,hgay thdng ndm 2024
Pai dién ho‘p phap cia hang san xuat nha cung cip
Ky tén, déng diu
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