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Sé: 1887 /TM. BVND

Can Tho, ngay 19 thang 10 nam 2026

THU MOI BAO GIA
Kinh gtri: Quy Cdng ty/ Nha cung tng/ Pon vi c6 quan tdm
Bénh vién Nhi dong thanh phd Cin Tho cé nhu cau tiép nhan bao gia dé
mua hoa chat, vat tu xét nghiém phuc vu diéu tri str dung tai Bénh vién trong thoi

gian xay dung ké hoach lya chon nha thdu ndm 2026, cu thé nhu sau:
1. Pon vi yéu ciu bao gia: Bénh vién Nhi ddng thanh phd Can Tho.

2. Thong tin tiép nhén béo gia: DS. Nguyén Thi Phuong Chau, khoa Dugc
— Bénh vién Nhi ddng thanh phd Cin Tho, sé 345 Nguyén Vin Cir, phudng An
Binh, thanh phé Can Tho.
bién thoai: 02923.748393
3. Céch thire tiép nhan bao gia:

Kinh d& nghi cac Cong ty/ Nha cung tmg/ Pon vi ¢6 quan tdm va c6 kha
ning cung cap, giri ban gidy bao gi c6 dong déu va giri kém theo bang mo ta vé
tinh ning, théng s ki thuat va c4c tai liéu lién quan ctia hang hoa (néu c6) vé noi
tiép nhan béo gia c6 thong tin it nhit nhw phy luc 02, ngoai phong bi ghi: Bén
b4o gi4 cung cAp héa chat/ vat tiry té va ddng thoi gai file Excel bao gié vé dia

chi mail: kduoc.bvndct@gmail.com

Danh muc hoda cht/ vat tu/ trang thiét bi y té: chi tiét phu luc 01 dinh kem.
4. Thoi gian tiép nhan bio gia tir 9 gio 00 phut ngdy 20 thang 10 nam 2026
dén trudc 9 gid 00 phit ngdy 02 thang 11 ndm 2026 (12 ngay ké ca thir 7, cha
nhat, 18, tét)
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PHU LUC 01
DANH MUC HOA CHAT, VAT TU' Y TE MUA BO SUNG
(Dinh kém Thw moi Bao gia s6 1887/TM.BVNDP ngay 19 thang 10 nam 2026)

S6 lrgng
dy kién

Danh muc Vit twry té -

Héa chit Ghi cha

STT Tinh ning, thong s6 k§ thuat va cic thong tin lién quan vé ky thuat Don vi tinh

L1. BQ KIT TACH CHIET VA PHAT HIEN PA TAC NHAN VI KHUAN GAY VIEM MANG NAO DUNG TREN MAY REAL-TIME PCR CFX96 (02 miit hang)

B0 kit tach chiét axit nucleic dang éng cho may tach chiét tw dong

B kit tach chiét acid nucleic |- MAu diu vao: mAu md, huyét thanh, huyét twong, dich ngody ty hau, dich ht ty hau, rira
1 dang éng sir dung cho méy phé quan phé nang (BAL), nuéc tidu, phan, phét truc trang, dom, méu toan phan, phét sinh Hop 2
tach chiét ty dong duc (4m dao, cb tir cung, niéu dao), LBC, dich ndo tiry (CSF), nuéc bot
Tiéu chuin ISO 13485 hoic tuong duong

B4 kit real-time PCR phat hién ddng thdi cac tac nhan: H. influenzae, S.pneumoniae, L.
Hoa chét ding cho miy xét  |monocytogenes, N. meningitidis, GBS, E.coli K1

nghiém sinh hoc phén tir phét |- Loai mau bénh phdm: Dich ndo tity (CSF)

hién da tic nhan vi khuén gay | Tiéu chuin ISO 13485 hoic tuong duong

viém mang ndo Hoa chit tuong thich sir dung dugc trén may Real time PCR CFX96

Test 200

1.2. BO KIT PHAT HIEN VA PHAN BIET 6 TAC NHAN GAY VIEM PUONG HO DUNG TREN MAY REAL-TIME PCR CFX96 (01 mjt hang)




B9 kit xét nghi¢m phat hién
va phan biét 6 tac nhan gay
viém dudng ho hap dusi
bing phuong phép Realtime
PCR

aureus bing phuong phap Realtime PCR
- D¢ nhay cao:
+ Klebsiclla pneumoniae: 2900 CFU/ml
*+ Streptococcus pneumoniae: 2> 15 CFU/ml
+ Haemophilus influenzae: 2 625 CFU/ml
+ Pseudomonas aeruginosa: > 675 CFU/ml
+ Legionella pneumophila: > 340 CFU/ml
*+ Staphylococcus aureus: > 2875 copies/ml
- Str dung d6i chimg néi ndi sinh GAPDH Gene
- Méu diu vao: miu dom
- Pat tiéu chuén: CE-IVD
Héa chét tuong thich Sir dung duoc trén mdy Real time PCR CFX96

test

168

1.3. HOA

CHAT XET NGHIEM NUGC TIEU 10 THONG SO TREN MAY AE- 4020 (03 miit hang)

Que thir nuée tiéu 10 théng
SO

Que thtr nuée tiéu 10 thong s6: GLU; PRO; BIL; URO; pH: S.G; BLO; KET; NIT; LEU.

Tiéu ch}lén ISO 13485

Hoéa chat tuong thich sir dung trén may xét nghiém nuée tidu AE-4020

test

Vit liéu kiém soat dung cho
may xét nghiém nude tidy

Hoé chiét kiém chudn xét nghiém nuée tidu c6 =2 muic néng do
Tiéu chuan ISO 13485

Hoéa chat tuong thich str dung duoc trén may xét nghiém nude tiéu AE-4020

5.000

ml

100

L4. HOA CHAT XET NGHIEM PO TOC PO MAU LANG TREN MAY Ty’ DPONG MONOTR-

100 (03 mit hang)

Ong thiy tinh kich thuée twong duong 8x120 mm, chan khQng, duoc tiét trung, sir dung
thyuc hién xét nghiém toc 46 mau lang chira 0.32 mL chét chong déng dung djch Natri citrate

mau lang

Wintrobe
- Lo t6i thiéu 9m] :
- D6 6n dinh sau khi mg ndp t6i thidu 31 ngay khi bao quan & 18-30°C

- Han st dung t6i thiéu 540 ngay ké tir ngay sin xuét khi bio quan & 18-30°C

Tuong thich véi mdy xét nghiém mau la'ing tu ddng MONOTR-100

Ong méu ling chin khong (3.2%). Thé tich méu: 1.28mL; Tiéu chudn : 1SO 13485 o o
Tuong thich véi may xét nghiém mau lang ty dong MONOTR-100
Mau néi kiém cho xét ghiém do téc d¢ méu ling, mirc ndng d¢ |
- Thanh phan: hong cau cia ngudi trong huyén phu
- Dang dung dich :
i i g e |- ko 30 o g 1R G0 o e 0 i i
nghi¢m dinh wong téc d ok ) oo STrdeg g gr Lo 1




M3u ndi kiém cho xét nghiém do tdc d6 méau ling, mirc ndng d6 2

- Thanh phin: hdng ciu cia ngudi trong huyén pha

- Dang dung dich

- Giam sat @6 chinh xéc cuia ca phuong phap thi cong hoic tw dong dé do téc d6 mau ling
- C6 gia tri cho hon 20 phwong phép thi cong va tr dong, bao gdom ca Westergren va
Wintrobe

- Lo t6i thiéu 9ml

- P$ 6n dinh sau khi mé& nép t6i thiéu 31 ngay khi bao quan & 18-30° C

- Han st dung t6i thiéu 540 ngay ké tir ngay san xuét khi bao quéan & 18-30° C

Tuong thich véi may xét nghiém mau lz'ing tu dong MONOTR-100

Vit ligu kiém sodt mic 2 xét
8 |nghiém dinh luong toc do
méau lang

Lo 1

L5. HOA CHAT XET NGHIEM PIEN GIAI PO 5 thong s6 (Na/K/CI/Ca/Li ) Trén may EASYLYTE MEDICA (04 mit hang)

Bo thudc thir xét nghiém (Na /K /Cl/Ca/Li) sir dung cho viéc xac dinh dinh luong cuia
céc ion Natri (Na +), Kali (K +), Clorua (Cl-), Canxi (Ca ++) va Lithium (Li +) trong huyét
Thudc thir xét nghi¢m dinh ~ |thanh, huyét twong ngudi, mau toan phan va nude tiéu (két qua nude tidu chi co thong s6 Na

9 luong Na, K, Cl, Ca, Li +, K + va Chi Cl-) tuong thich v6i may xét nghiém dién giai EasyLyte -Medica. wl 8.000
Theé tich thudc thir toi thiéu 800ml/ hop )
Tiéu chuan chat lugng: ISO 13485 ; FDA ; Xuat xtr: G7
" T 58 Dung dich lam sach hang ngiy dé loai bo cac cin protein trén cac may xét nghiém dién giai.
10 s - A tuong thich vdi may xét nghiém dién giai EasyLyte -Medica. ml 200

oty mfly xEtnphibm din g (0 Son olindn 180 s DA s Xt G

Dién cyc Ca+ dugc st dung dé do ndng ¢ Canxi trong miu huyét thanh, huyét trong ding
11 |PiéncucCa cho méy xét qnghiém EasyLyte Cai 2
Pat tiéu chuan ISO ; FDA ; Xuat x&: G7

Pién cyuc tham chiéu ding cho may di¢n giai 5 thong sé (Na/K/Cl/Ca/Li) dé so sanh céc gia
12 |Dién cuc tham chiéu tri ion tuong thich v&i may xét nghiém dién giai EasyLyte Cai 2
Pat tiéu chuan ISO & FDA; Xuat xir: G7

1.6. HOA CHAT XET NGHIEM DINH DANH VI KHUAN - KHANG SINH PO TU PONG TREN HE THONG PHOENIX M50 (02 mit hang)




Dung d& dinh danh nhanh va thir nghiém d6 nhay cam cua cac loai vi khun Streptococcus
- C6 chira cac loai khang sinh va 1 giéng kiém soat sinh truong. Céc khang sinh thudc cic

'Ijhanh;du.lh da?h va kg nhém: Beta-lactam, PhenicoL, Quinolone, Oxazolidinone, Glycopeptide, Tetracycline,
13 |sinh d6 vi khuan ; Test 400
By Folate Antagonist )
P - Bdo quén & 15 - 25°C. Tiéu chuan ISO 13485
Héa chit tuong thich hé thong dinh danh khang sinh do tu dong Phoenix M50
. Thanh phan (cong thic trén 1 Lit nude tinh khiét): tdi thiéu c6 Casein ciia Pancreatic
14 Canh trudng khang sinh dd |Digest, Peptones va Supplement; Thymidine Phosphorylase, Polysorbate o 400
cho vi khuan Strep - Bdo quén & 2 - 25°C. Tiéu chuan ISO 13485 £
Hoéa chét tuong thich h¢ théng dinh danh khéng sinh dd tr dong Phoenix M50
L7. HOA CHAT PHAN TiCH KHi MAU TU PONG TREN MAY GEM 3000 (02 mit hing)
B hoa chét tich hgp céc cdm bién do pH, pCO2, pO2, Het va thudc thir hiéu chuin dung dé
do khi mau, Het trong mau toan phén, véi cic thong so nhur sau: pH, PCO2, PO2, Hcet
. - Thé tich mau thir : ,135 puL/Test
Hoa chét diing cho may phan |- Gi4 tri cic thong so do nhur sau :
tich khi mau va Het. Po cac |+ pH:6.8-7.8
15 |ihong sb: pH, pCO2, p02, |+ PO2 : 0-760 mmHg o 39
Hct +PCO2 :5-115 mmHg
+Het : 15 -65 %
Tiéu chuén ISO 13485, FDA/CE
Hoa chét tuong thich may phén tich khi mau GEM 3000
i B e Hop héa chét chudn téi thiéu c6 3 mire d9 ding dé kidm chuén cho méy phan tich khi mau.
16 Ic)h‘fﬁl Z‘Chlfgs‘g;hzha?i‘;ﬁg Tiéu chudn ISO 13485, FDA/CE ml 60
yP Tuong thich véi méy phén tich khi mau tu dong GEM Primer 3000
1.8. HOA CHAT XET NGHIEM PONG MAU TU PONG COALAB 1000 - hiing LaBiTec (07 mit hang)
Thubc thir xét nghiém Xéc dinh thoi gian‘prothrompin (PT) trong mAu huyét twong ngudi
17  |Héa chét xét nghiém PT Thromboplastin dgng vat dong khé véi nong d6 cudi cling tdi thicu 10 mM canxi clorua.. Test 4800

Tuong thich véi may xét nghiém dong méau tu dong Coalab 1000




Thudc thir xét nghiém xac dinh thdi gian Thromboplastin hoat hoa timg phin (APTT)
+ R1: Rabbit brain cephalin, Micronised silica, Buffered medium with preservative,
Lyophilised.

18  |Hoa chat xétnghiém APTT | R2: Calcium chloride tbi thiéu 25 mmol/L, Buffered medium with preservative. oo g
TCCL: ISO, CE
Tuong thich véi may xét nghiém déng mau tu dong Coalab 1000
Héa chit ding dé 1am sach tram rira, éng thai, Pitte, c6 thanh ph?m Aqueous Solution ham
s lwong tbi thiéu 99,0%
1y - {Bog deliria kin Tiéu chuén ISO 13485, CE. bl w
Héa chit tuong thich véi may dong méu COALAB 1000.
Hoa chét ding dé rira thudng xuyén pipettor, c6 thanh phin HCLti da 0,3%, Detergent tdi
Ry thiéu 0,02%
20 - (Doagdlehie iy Tiéu chudn ISO 13485, CE. wdl g2
Hoa chét tuong thich véi may dong mau COALAB 1000.
; e T . A thi o ’
21  |Cong do phin tmg Céng do phan tng may tr dong twong thich véi méy dong mau COALAB 1000 Cai 11.520
Fisa ol ik chuba nsire D{ung dich kxefm c'huan muc bm_h tpumg cho may ?cet gghlem d6ng mau. Bao gom cac chi
a ) g s6 Prothrombin Time, APTT, Fibrinogen, Thrombin Time.
22 |binh thudng cho may xét : T i 4 5 mL 6
e ; % Tuong thich véi may xét nghiém déng méu tu dong Coalab 1000
nghiém dong méu tu dong
Héa chat kidm chudn mic | Dung dich kiém chudn mitc bénh Iy cho m4y xét nghiém déng méu. Bao gdm céc chi s6
3 khong binh thudng cho may |Prothrombin Time, APTT, Fibrinogen, Thrombin Time. L 6
2 xét nghiém dong mau tu Tuong thich véi may xét nghiém déng mau tu dong Coalab 1000
dong
1.9. HOA CHAT XET NGHIEM HUYET HQC TU PONG 46 thong so trén h¢ thong ADVIA 2120i (08 miit hang)
Héa chét ding cho qué trinh background va pha loang mau thir. Tao vo bao phu quang hoc
3 cho cic phuong phap Baso, RBC / Platelet va Retxculocyte Dung dich nén cho phuong phép
Héa chét tao dong chay te Hemoglobm sir dung trén may xét nghiém huyét hoc tu dong cong suét ti thidu 120
24 bao, tham gla vao qua tnnh mau/glo - 660.000

phan tich hong cau bach ciu,
tidu cAu va hdng cau ludi

D6 6n dinh sau khi m& ndp it nhit 45 ngay

Tiéu chuén ISO 13485, CFG.

Hoa chét twong thich véi hé théng may xét nghiém huyét hoc tw dong 46 thong s6 ADVIA
2120i.




25

Hoéa chf‘it dung cho phuong
phép dém té bao trén hé
thong huyét hoc ty dong

Hoa chét dinh luo*ng cac thong sb trong qua trinh phén tich céng thirc mau st dung trén may
xét nghlem huyét hoc t dong cong suit tbi thidu 120 mau/gid.:

+ Héa chit tham gia vao qué trinh phan tich bach ciu.

+ Giam su tich ty bot trong thung chira chit thai.

+ Ho4 chét pha lodng va tham gla Vvao qua trinh do hong ciu va tidu ciu.

+ Hoba chit ly giai cac té bao hong cdu va té bao bach cau.

+ Hod chét dung dinh lwong nong do Hemoglobin.

D¢ én dinh sau khi mé nip it nhit 45 ngay

Tiéu chuin ISO 13485, CFG.

Hoéa chit tuong thich véi hé thong may xét nghiém huyét hoc tu dong 46 thong s6 ADVIA
2120i.

118.500

26

Hoa chit ding dé cb dinh
bach cau, béch phan bach
cau, ly giai hong cau

Ho4 chit dung dé phén tich thanh phén bach cau trong xét nghlem huyét hoc sir dung trén
may xét nghi¢m huyet hoc tu dong cong suat t01 thiéu 120 mau/glo

+ Ly giai céc té bao hdng ciu va cb dinh céc té bao bach cau

+ Nhudm peroxidase trong nhén bach cu trung tinh, bach cAu 4i toan va bach cAu don nhén,
tham gia vao qué trinh phan tich céc thanh phin bach ciu

Do 6n dinh sau khi mé nép it nhat 90 ngay

Tiéu chudn ISO 13485, CFG.

Hoa chét tuong thich véi hé thdng may xét nghiém huyét hoc ty ddng 46 thong s6 ADVIA
2120i.

99.770

27

Héa chét tao dong chay té
bao, tham gia vao qua trinh
phan tich c4c thanh phin
bach ciu

Hoéa chét tham gia qud trinh phan tich bach céu, ho trg cho vigc nhudm té bao cho kénh do
bach phén bach cau giup do chinh xac hinh théi té bao

- Bao phu va tao dong chdy ctia miu, ddm bao chi 1 t& bao tai 1 thi diém c6 thé di qua diém
phét hién

- Ngiin ngira tiép xiic gitta dong chay ctia m3u va thanh flowcell, ngin ngira bj tic va lam xin
mau flowcell

- Cung cép moi truong trong sudt vé mat quang hoc ma dong chay ciia miu c6 thé dugc tap
trung rd rang

D¢ 6n dinh sau khi m& ndp it nhit 90 ngay

Tiéu chuan ISO 13485, CFG.

Hoéa chit tuong thich véi hé théng méy xét nghiém huyét hoc tu dong 46 thong sé ADVIA
2120i.

ml

32724




Héa chét sir dung cho qua trinh rira hé théng méy xét nghi¢m tbng phan tich t& bao mau
ngoai vi trén may dém laser tu dong, shutdown, rira sach toan by hé théng dudng din va cac
buong dém, tham gia trong qua trinh bao tri h¢ thong.

28 |Hoa chétrira D6 én dinh sau khi mé nép it nhat 90 ngay ml 32.400
Tiéu chuén ISO 13485, CFG
Hoa chit twong thich véi hé théng may xét nghiém huyét hoc tur dong 46 thong s6 ADVIA
2120i.
Chét kiém chuén huyet hoc: st dung dé kiém chuén cong thirc mau, mirc thap la vat liéu
tham chiéu huyét hoc dugc dung dé theo d6i 6 chum va dd chinh x4c cua cac hé théng
B4 miiu chimg huyét hoc Huyet hoc ADVIA 120/2120/21201
29 néuc"mg thip ; Do 6n dinh sau khi mé nép it nhat14 ngay & 2-8°C ml 24
Tiéu chuén ISO 13485, CFG.
Hoa chit tuong thich véi hé théng méy xét nghiém huyét hoc trr dong 46 thong s6 ADVIA
2120i.
Chét kiém chuén huyet hoc: sir dung dé kiém chuén cong thitc méu, mirc binh thudng 1a vét
liéu tham chiéu huyét hoc dugc ding dé theo dbi d6 chum va do chinh x4c cua cac hé théng
B mAu chimg huyét hoc Huyet hoc ADVIA 120/2120/21201
30 néu&ng trung bisih i D0 on dinh sau khi m& nap it nhat 14 ngay ¢ 2-8°C ml 24
Tiéu chuén ISO 13485, CFG.
Hoa chét tuong thich véi hé théng may xét nghiém huyét hoc tw dong 46 thong s6 ADVIA
2120i.
Chat kiém chuan huyet hoc: sir dung dé kiém chuan cong thirc mau, mirc cao 1a vt ligu
tham chiéu huyét hoc duge ding d8 theo d5i 6 chum va dd chinh x4c cua cac hé théng
B4 mbn chitng huyét hoe Huyet hoc ADVIA 120/2120/21201
31 néu(mg s i D6 6n dinh sau khi mé& nap it nhét 14 ngay & 2-8°C ml 24
Tiéu chuén ISO 13485, CFG.
Héa chit twong thich véi hé thng may xét nghiém huyét hoc tu dong 46 thong s6 ADVIA
2120i.
I. 10. HOA CHAT XET NGHIEM SINH HOA TU PONG SU DUNG TREN MAY RX MODENA (19 mit hang)
Héa chit xét nghiém Dinh lwong ALT/GPT; phuorng phap do JSCC; dél do 3~1,000 U/L; Két qua
CV(%) (cua do lap lai) khi chay theo huéng dén ctia CLSI véi mirc ndng d6 43.7 U/L ALT la <=
$16a.ohlt xit netigm Bl 1.58% va mirc ndng d6 136.1 U/L ALT la <= 1.32%
32 b Két qua CV(%) (ctia do tai 1ap) khi chay theo huéng dan ctia CLSI v6i mirc ndng d6 43.7 U/L ALT Test 24.000

lugng ALT/GPT

12 <= 3.17% va mirc ndng d6 136.1 U/L ALT la <=2.38%
Tiéu chudn ky thuat ISO 13485:2016 ; Thudc Nhom G7
Tuong thich Str dung cho mdy sinh héa tw dong-RX Modena




33

Hoa chét xét nghiém Pinh
lugng AST/GOT

Héa chit xét nghiém Pinh lugng AST/GOT; phuong phap do JSCC; dai do 5~1000 U/L; CV%: Két
qua CV(%) (ctia d¢ 13p lai) khi chay theo huéng din ctia CLSI véi mirc ndng d¢ 40.2 U/L AST la <=
1.25% va mirc ndng d 178.1 U/L AST la <= 0.80%

Két qua CV(%) (ctia d9 tai 13p) khi chay theo huéng din ciia CLSI véi mirc ndng d6 40.2 U/L AST
1a <=2.67% va mirc ndng 46 178.1 U/L AST 1a <= 2.00%

Tiéu chuin k¥ thudt ISO 13485:2016 ; Thuoc Nhém G7

Tuong thich Str dung cho mdy sinh héa ty ddng-RX Modena

Test

24.000

34

Hoa chit xét nghiém Dinh
lugng Creatinine (Enzymatic)

Hoéa chét xét nghiém Pinh lugng Creatinine (Enzymatic); phuong phép do SOD/POD; dai do 8.84 -
8840 pmol/L. CV%: Két qua CV(%) (cta do lap lai) khi chay theo huéng din ctia CLSI véi mire
ndng d¢ 76.5 pmol/L CRE 14 <= 1,54% va mirc ndng do 269.8 pmol/L CRE 1 <= 1.22%

Két qua CV(%) (ciia d6 tai 1ip) khi chay theo huéng din ctia CLSI véi mirc ndng do 76.5 pmol/L
CRE la <= 2.45% va mirc ndng d6 269.8 pmol/L CRE 1a <= 1.79%

Tiéu chuin k¥ thudt ISO 13485:2016 ; Thuoc Nhém G7

Tuong thich Sir dung cho mdy sinh héa ty dong-RX Modena

Test

15.000

35

Hoéa chit xét nghiém Dinh
lugng RF

Héa chit xét nghiém Dinh lugng RF; phuong phép do mién dich d6 duc latex; dai do 3 - 120 IU/mL;
CV%: Run. Tiéu chuén ISO 13485:2016; to run CV<=5.12%, Total CV<=5.0%

Tiéu chuén k¥ thuat ISO 13485:2016 ; Thudc Nhém G7

Tuong thich Str dung cho mdy sinh héa tu dong-RX Modena

Test

440

36

Chét hiéu chuin xét nghiém RF

Chét higu chuén xét nghiém RF: c6 > 5 mirc ndng dd ; Tiéu chuén ISO 13485:2016
Tiéu chuin k¥ thuit ISO 13485:2016 ; Thudc Nhém G7
Tuong thich Str dung cho mdy sinh hoéa tu dong-RX Modena

37

Hoéa chit xét nghiém dinh lugng
Ferritin

Hoéa chét xét nghiém dinh lwgng Ferritin; phuong phéap do Po d6 duc; dai do Up to 450 ng/mL;
CV%: 0 :

Tiéu chuin k¥ thuat ISO 13485:2016 ;

Tuong thich Str dung cho may sinh héa tu dong-RX Modena

Test

3.240

38

Hoa chét xét nghiém Dinh
luong Magie

Héa chit xét nghiém Dinh lugng Magie; phuong phép do Direct colorimetric: 0.04 - 10 mg/dL;
Tiéu chuén ISO 13485:2016; 960 Test/Hop; CV%: Repeatability CV<=1.2%; Between days
CV<=1.0%, Total CV<=2.6%

Tiéu chuin ky thuit ISO 13485:2016 ; Thujc Nhém G7

Tuong thich Str dung cho may sinh héa ty dong-RX Modena

Test

3.840
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Hoéa chét xét nghiém Dinh
luong Lactate dehydrogenase

Héa chét xét nghiém Dinh luong Lactate dehydrogenase; phuong phép do IFCC; dai do 3~1,000
U/L; CV%: Két qua CV(%) (ctia d9 1ap lai) khi chay theo huéng din cia CLSI v6i mirc ndng do
148.3 U/L LDH la <= 1.06% va mirc ndng 46 307.8 U/L LDH la <= 0.47%

Két qua CV(%) (ctia d¢ tai lip) khi chay theo huéng din ciia CLSI véi mire ndng % 148.3 U/L LDH
13 <= 3.60% va mirc ndng d6 307.8 U/L LDH la <= 2.32%

Tiéu chuén ky thuat ISO 13485:2016 ; Thuéc Nhém G7

Tuong thich Str dung cho mdy sinh héa ty ddng- RX Modena

Test

750

40

Hoa chét xét nghiém Dinh
lugng URE (Bun)

Hoéa chit xét nghiém Binh lugng URE (Bun); phuong phap do Urease/GLDH; dai do 0.36 - 71.42
mmol/L;

CV%: Két qua CV(%) (ctia 46 13p lai) khi chay theo huéng dan cia CLSI véi mirc ndng 46 4.75
mmol/L UN 1 <= 2.46% va mirc ndng d6 12.52 mmol/L UN la <= 1.00%

Két qua CV(%) (cua d9 tai 13p) khi chay theo huéng dan ciia CLSI véi mirc nc“mg d6 4.75 mmol/L
UN la <= 2.22% va mirc ndng d6 12.52 mmol/L UN la <= 1.43%

Tiéu chudn k¥ thuat ISO 13485:2016 ; Thuéc Nhom G7

Tuong thich Stir dung cho may sinh héa tr dong- RX Modena

Test

6.000

41

Hoéa chit xét nghiém Dinh
lvgng Zinc

Héa chét xét nghiém Pinh lugng Zinc;

phuong phép do Colorimetric without deproteinization, dai do: 5 - 2000 pg/dL;
CV%: Repeatability CV<=1.7%; Between days CV<=2.1%, Total CV<=2.9%
Tiéu chuén k§ thuat ISO 13485:2016 ; Thudéc Nhém G7

Tuong thich Sir dung cho mdy sinh héa tr dgng- RX Modena

Test

800

42

Hoa chét xét nghiém Dinh
luong Total Protein

Hoa chit xét nghiém Pinh luong Total Protein ; phuong phap do CuSO4; daido 1- 150 g/L;

CV%: Két qua CV(%) (cia 39 Lap lai) khi chay theo hudng din ciia CLSI véi mitc ndng dd 63.50
g/L Total Protein 1a <= 0.66% va mic ndng d6 102.60 g/L Total Protein la <=0.48%

Két qua CV(%) (cta dd tai 13p) khi chay theo huéng din ctia CLSI vé6i mirc ndng d6 63.50 g/L Total
Protein 1a <= 1.75% va mic nf')ng d3 102.60 g/L Total Protein 1a <=1.49%

Tiéu chudn k¥ thudt ISO 13485:2016 ; Thuoc Nhom G7

Tuong thich Str dung cho may sinh hoa ty ddng- RX Modena

Test

6.000

43

Hoéa chit xét nghiém Dinh
Iugng Albumin

Hoa chét xét nghiém Pinh lugng Albumin; phwong phap do BCG; dai do 1 ~ 70 g/L;

CV%: Két qua CV(%) (ctia 43 1ap lai) khi chay theo huéng din ciia CLSI véi mitc ndng d6 40.93
g/L Albumin 13 <= 0.71% va mirc ndng d6 65.61 g/L Albumin 13 <= 0.48%

Két qua CV(%) (ctia 49 tai 13p) khi chay theo huéng dan ctia CLSI véi mire nong d6 40.93 g/L
Albumin 1a <= 1.86% va mirc ndng 44 65.61 g/L Albumin la <= 1.44%

Tiéu chudn ky thuat ISO 13485:2016 ; Thuéc Nhém G7

Tuong thich Stir dung cho may sinh hoéa tu ddng- RX Modena

Test

7.200
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Héa chit xét nghiém Pinh
lrong Glucose (Hexokinase)

Hoéa chit xét nghiém Pinh lugng Glucose (Hexokinase); phuong phdp do HK/G6D-PH Method; dai
do 0.02 - 66.6 mmol/L;

CV%: Két qua CV(%) (cua dd 13p lai) kh1 chay theo huéng din ciia CLSI véi mic ndng d6 4.40
mmol/L Glucose 1a <= 0.81% va mirc ndng d6 10.60 mmol/L Glucose la <= 0.82%

Két qua CV(%) (cua d6 tai lap) khi chay theo huéng din ctia CLSI véi mire ndng d6 4.40 mmol/L
Glucose 1a <= 1.21% va muc nong d6 10.60 mmol/L Glucose 1a <= 1.25%

Tiéu chuén k¥ thuat ISO 13485:2016 ; Thudc Nhém G7

Tuong thich Str dung cho méy sinh héa tu dong- RX Modena

Test

6.000

45

Héa chat xét nghiém DPinh
lugng Ammonia

Hoéa chét xét nghiém Pinh lugng Ammonia; phwong phap do Enzymatic;
Tiéu chuin k¥ thuat ISO 13485: 2016 ; Thugc Nhém G7
Tuong thich Sir dung cho mdy sinh héa ty dong- RX Modena

Test

1.500

46

Héa chit xét nghiém Pinh
luong Acid uric

Hoa chét xét nghlem Dinh lugng Acid uric; phuong phép do Uricase/POD; dai do 5.95 - 5950
pmol/L; CV%: Két qua CV(%) (cta dd lap lax) khi chay theo huéng dan ciia CLSI véi mirc ndng do
293.7 pmol/L Uric Acid 1a <= 1.08% va mirc ndng d§ 665.0 pmol/L Uric A01d la <=0.64%

Két qua CV(%) (cua d¢ tai 1ap) kh1 chay theo huéng dan ctia CLSI v6&i mic ndng d6 293.7 pmol/L
Uric Acid la <= 2.48% va mirc ndng d4 665.0 pmol/L Uric Acid 12 <= 1.82%

Tiéu chudn k¥ thuit ISO 13485:2016 ; Thudc Nhém G7

Tuong thich Stir dung cho mdy sinh héa ty dong- RX Modena

Test

800

47

Hoéa chit xét nghiém Pinh
luong L-Cholesterol (LDL-c)

Hoéa chét xét nghiém Pinh lu'omg L-Cholesterol (LDL-c); phwong phap do Inhibition/Direct; dai do
0.13 - 15 6 mmol/L.; CV%: Két qua CV(%) (cia do 1ap lai) khi chay theo huéng dan ciia CLSI véi
mitc ndng d6 2.43 mmol/L LDL 1a <= 0.90% va mirc nong d6 3.80 mmol/L LDL la <=0.72%

Két qua CV(%) (cua do tai lap) khi chay theo huéng din ctia CLSI véi mic ndng d 2.43 mmol/L

LDL 1a <= 2.45% va mirc ndng do 3.80 mmol/L LDL 1a <= 2.07%

Tiéu chuin k¥ thudt ISO 13485:2016 ; Thudc Nhém G7

Tuong thich Sir dung cho mdy sinh héa tu dong- RX Modena

Test

800

48

Hoa chét xét nghiém Dinh
luong Direct Bilirubin

Hoéa chét xét nghiém Pinh lugng Direct Bilirubin; phwong phép do Diazo with Sulphanilic Acid
(Jendrassik-Grof); dai do 0.05 - 20 mg/dL;

CV%: Repeatability CV<=1.0%; Between days CV<=2.1%, Total CV<=2.5%

Tiéu chuin k¥ thuat ISO 13485:2016 ; Thuéc Nhém G7

Tuong thich Str dung cho méy sinh héa tu déng- RX Modena

Test

1.520
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Héa chét xét nghiém Dinh

Héa chét xét nghiém Pinh lwgng Total Bilirubin; phuwong phép do Diazo with Sulphanilic Acid
(Jendrassik-Grof); dai do 0.05 - 20 mg/dL; CV%: Repeatability CV<=1.1%; Between days
CV<=3.9%, Total CV<=4.1%

Test

2.660

lugng Total Bilirubin; e 4 kg thuat ISO 13485:2016 ; Thudc Nhém G7
Tuong thich Sir dung cho may sinh hoéa tw dong- RX Modena
Dung dich kiém sir dung dé tiy rira thiét bj; thanh phin dung dich Noniocic Surfactant, others
50 Alkaline Washing Solution  |Tiéu chuin k¥ thuat ISO 13485:2016 ; Thudc Nhém G7 mL 15.000
Tuong thich Sir dung cho may sinh héa tir dong- RX Modena
L.11. HOA CHAT XET NGHIEM MIEN DICH TU PONG SU DUNG TREN MAY ACCESS 2 (25 mit hang)
San pham du’gc dung v6i hé théng xét nghlem mién dich tr dong .
51 IVD dém dung cho xét Thanh phan t6i thiéu c6: Dung dich mudi dém TRIS, chét hoat tinh bé mit, . ol 117.000
nghiém mién dich Tiéu chuén chét luong ISO hoic CFS N 7
Tuong thich Str dung cho may may mién dich tw dong Access 2
IVD kich hoat phan tng héa |San pham dugc dung v6i hé thng xét nghiém mién dich ty dong .
52 |phat quang trong x¢ét nghiém | Thanh phan 161 thiéu c6 : dung dich dém, chit huynh quang va chét hoat tinh bé mat ml 2.080
mién dich Tiéu chuén chét lugng ISO hodc CFS; G7
IVD la giéng phan tng dung Giéng phén {mg sir dung tren may xét nghiém mién dich dong Access; Chit liéu
53 |cho may xét nghiém mién Polypropylene; Dung tich tdi da 1 M. Tleu chudn chét lugng ISO hoic CFS; G7 gieng 15.680
dich Twong thich Str dung cho may may mién dich tu dong Access 2
Thudc thir xét nghiém dmh luong ferritin trong huyét thanh va huyét trong (heparin) ngum
ot s A trén may xét nghiém rmen dich tu déng; Phuong phép: mién dich enzyme hai vi tri (kiéu
54 lTh“"c f‘h“.:fet nghiém dinh e, qwich™); Dai do: xép xi 0,2-1500 ng/mL [pg/L; test 3.000
SRS Tiéu chuén chét lugng ISO hodc CFS; G7
Tuong thich Sir dung cho may may mién dich tir dong Access 2
Chét hiéu chuin xét nghlem dmh lwong ferritin trén may xét nghiém mién dich tu dong;
Thénh phantbi thidu co: Chét nén albumin huyét thanh dong vat dém c6 chét hoat dong bé
55 Chét hiéu chuan xét nghiém |mit, - 2

dinh lugng ferritin

t5i thidu céc mirc ndng d6 0 ng/mL, x4p xi 10, 50, 200, 500, 1500 ng/mL.
Tiéu chuén chat lugng ISO hodc CFS; G7
Tuong thich Sir dyng cho may may mién dich tir dong Access 2




Thudc thir xét nghiém dinh

Thubc thir xét nghxem dinh tinh khang nguyén bé mit v1rus viém gan B (HBsAg) trong
huyét thanh va huyét twong ngudi trén mdy xét nghiém mién dich ty dong; Phuong phap:

56 |tinh khang nguyén bé mit enzym m}en dich mét budce (“sandwich”); test 1.500
virus viém gan B (HBsAg) |Tiéu chuan chat luong ISO hodc CFS; G7
Tuong thich Sir dung cho may may mién dich tr dong Access 2
Thudc thir xét nghiém dinh lugng khéng thé khang khang nguyen bé mit virus viém gan B
Thndc thit xét nghigm djnh trong huyét thanh va huyét tuong ngu'cn trén Tay xét nghlem mién dich tu dong; Phuong
Y khkng the khdng ki phép: enzym m1en dich mgt budc (“sandwich”); Dai do: xap xi 0-750 mIU/mL;
57 o qm%n bzi 5 Bt S vg'éma €| Thanh phin t01 thiéu c6: Céc hat thuan tir phi khéng nguyén bé& mit virus viém gan B, trong test 1.500
inu };3 S i dung dich mudi dém TRIS, c6 chit hoat tinh bé mit, khang nguyén bé mit virus viém gan B
& Tiéu chuin chét luong ISO hoiic CFS; G7
Tuong thich Sir dung cho méay may mién dich tir dong Access 2
: ) Chét hiéu chuén xét nghiém dlnh Iugng khang thé khang khang nguyén bé mat virus viém
Chat hiéu chuan xét pghiém gan B trén may xét nghiém mién dich tu dong; Thanh phan t6i thiéu co: Huyét twong da loai
58 dinh lugng khang thé khang bo ﬂbrln/huyet thanh ngudi, khang thé khang HBs 1 15
khang nguyén bé mat virus tbi thidu cac mirc ndng d6 0 mIU/mL, xap xi 10, 20, 50, 250 va 750 mIU/mL =
viém gan B Tiéu chuin chat luong ISO hodc CFS; G7
Tuong thich Str dung cho mdy may mién dich tir dong Access 2
Thubc thir xét nghiém dinh tmh khéng thé khang HCV trong huyet thanh va huyét tuong
z Fiats e e ngudi trén may xét nghxem mién dich tu dong; Phucng phép: mién dich enzym gian tiép;
59 Ihﬁ(;(;tl;u )t(;t“ ?il}lgm}? gg; Thanh phan chinh tdi thidu: dung dich dém TRIS, chét hoat dong bé mat, chit cong hop test 500
g Tiéu chuin chit luong ISO hodc CFS; G7
Tuong thich Str dung cho méay méay mién dich tir dong Access 2
ChAt hidu chuén xét nghi¢m dinh tinh khang thé khang HCV trong huyét thanh va huyét
I tuong ngum trén may xét nghlem mién dich ty dong;
Chat hi¢u chuan xét nghiém |Thanh phant01 thidu c6: huyét thanh ngudi 4m tinh (khéng phéan (mg) danh cho khéang thé
60 |dinh tinh khang thé khang khang HCV, huyét thanh ngudi duong tinh (phan {mg) danh cho khéng thé khang HCV da ml 2
HCV duoc bit hoat.

Tiéu chuin chét lugng ISO hoic CFS; G7
Tuong thich Str dung cho may may mién dich tw dong Access 2




61

Thudc thir xét nghiém dinh
Iuwong T3 tudo

Thudc thir xét nghiém dinh lwong T3 tur do trong huyét thanh va huyét trong ngudi trén may
xét nghiém mién dich ty dong; Phuong phap: mién dich enzyme gén canh tranh; Dai do: xap
xi 0,88-30 pg/mL [1,4-46 pmol/L];

Tiéu chuin chét lwrgng ISO hoic CFS; G7

Tuong thich Str dung cho may may mién dich ty dong Access 2

test

500

62

Chét hiéu chuén xét nghiém
dinh luong T3 tu do

Chét hiéu chuan xét nghiém dinh lugng T3 tw do trén mdy xét nghiém mién dich tur dong;
Thanh phan t6i thiéu cé: Dung dich dem HEPES, protein (dong vét), chat hoat ddng bé mit,
NaN3, ProClin, T3 t6i thiéu cac mirc néng d6 0 pg/mL, x4p xi 1, 2, 5, 10 va 30 pg/mL
Tiéu chuén chét lugng ISO hoic CFS; G7

Tuong thich Str dung cho may may mién dich tr dong Access 2

15

63

Thubdc thir xét nghiém dinh
luong testosterone

Thudc thir xét nghiém dinh lugng testosterone trong huyét thanh va huyét trong ngudi trén
may xét nghiém mién dich ty dong; Phuong phap: mién dich enzym gén canh tranh; Déi do:
xap xi 0,1 — 16 ng/mL[0,35-55,5 nmol/L];

Tuong thich Str dung cho may may mién dich tw dong Access 2

Tiéu chuén chét lugng ISO hodc CFS; G7

test

500

64

Chét hiéu chuin xét nghiém
dinh lugng testosterone

Chit hiéu chuan xét nghiém dmh lugng testosterone trén may xét nghiém mién dich tu dong;
Thanh phan t01 thiéu c6: Pém nen albumin huyét thanh dong vét, ProClin, natri azid,
testosterone t5i thiéu cac mirc néng d6 0,5; 1,5; 4; 8 hoic 16 ng/mL. Tiéu chuén chit lugng
ISO hoic CFS; G7

Tuong thich Str dung cho may méy mién dich tu dong Access 2

15

65

Thudc thirxét nghiém dinh
luong T4 tr do

Thudc thir xét nghiém dinh lwong T4 tir do trong huyét thanh va huyét twong ngudi (heparin)
trén may xét nghiém mién dich ty d6ng; Phuong phap: mién dich enzyme 2 buorc Dai do:
xAp xi 0,25-6,0 ng/dL [3,2-77,2 pmol/L]; Tuong thich St dung cho may may mién dich tyr
dong Access 2

Tiéu chuén chét lugng ISO hodc CFS; G7

test

600

66

Thudc thir xét nghiém dinh
luong TSH

Thudc thir xét nghiém dinh lugng TSH trong huyet tuong hoic huyét thanh nguorl trén may
xét nghiém mién dich tur dong; Phuwong phép: mién dich enzyme 2 vi tri gén kiéu
“sandwxch” Dii do: xép xi 0,005 — 50,0 pIU/mL [mIU/L]; Tuwong thich Stir dung cho méy
may mién dich tu dong Access 2

Tiéu chuin chét Iurgng ISO hoac CFS; G7

test

600




67

Chét hi¢u chuin xét nghiém
dinh lvgng TSH

Chdt hi¢u chuén xét nghi¢m dinh luong TSH trén méy xét nghiém midn dich ty dong; Thanh
phan chinh: Chét' nén ?lbumin huyﬁt dong vat dém c6 ghﬁt hoat dong bé mat, natri azit,
ProClin, hTSH ti thiducac mirc nong d6 0 ulU/mL, xap xi 0,05; 0,3; 3; 15 va 50 plU/mL

Tiéu chuén chit lugng ISO hoiic CFS; G7
Tuong thich Sir dung cho mdy may mién dic

h tir ddng Access 2

ml

15

68

Thudc thir xét nghigm dinh
luwong Troponin I tim

Thude thir xét nghiém dinh luong Troponin I tim trong huyét thanh hodc huyét turong nguoi
trén mdy xét nghiém mién dich tw dong; Phuong phap: midn dich enzym hai buéc lién tiép
(“sandwich”); Dai do: xap xi 2,3-27027 pg/mL; Tuong thich Sir dung cho may méy mién

dich ty dg)ng A’ccess 2
Tiéu chuan chit lrong ISO hoic CF S; G7

test

1.000

69

Chiét higu chuin xét nghiém
dinh luong Troponin I tim

Chét hiéu chuén xét nghiém dinh luong Troponin I tim trén mdy xét nghiém mién dich tir

dong; Thanh phén chinh: Pém nén albumin huyét thanh déng vat) véi chat hoat dong bé

30,7; 144; 567 2293: 9280 va 27027 pg/mL.Tié

Twong thich Sir dung cho méy mdy mién dic

h tw dong Access 2

ml

70

Thudc thir xét nghiém dinh
luong LH

Thudc thir xét nghiém dinh lugng LH trong huyét thanh va huyét trong ngudi trén may xét
nghiém mién dich tur dong; Phuong phap: mién dich enzym hai buéc lién tiép (“sandwich”);
Dai do: xap xi 0,2-250 mIU/mL [IU/L]; Tuong thich Str dung cho méy méay mién dich trr
ddng Access 2 . Tiéu chuin chét luwong ISO hoidc CF S; G7

test

500

71

Chét hiéu chuin xét nghiém
dinh lvong LH

Chit hi¢u chuin xét nghiém dinh luong LH trén may xét nghiém midn dich ty dong; Thanh
phan chinh: Chét nén dém albumin huyét thanh dong vat c6 chit hoat dong bé mit, natri
azid, ProClin, hLH téi thiéu cic mirc nong do 0 mlIU/mL, xap xi 2, 10, 25, 100 va 250

mlU/mL (IU/L)
Tiéu chuan chéat Irong ISO hoic CFS; G7
Tuong thich Sir dung cho méy méy mién dic

h tu dong Access 2

ml

24

72

Thudc thir xét nghiém dinh
Iwvgng FSH

Thudc thir xét nghigm dinh lugng FSH trong huyét thanh va huyét twong ngudi trén may xét
nghiém mién dich tu ddng; Phuong phéap: mién dich enzym hai buéc lién tiép (kiéu

“sandwich™); Dai do: x4p xi 0,2-200 mIU/m
mién dich tu dong Access 2
Tiéu chuan chit hrgng ISO hoic CFS; G7

L (IU/L); Tuong thich Sir dung cho may may

test

500




73

Chét hiéu chuin xét nghiém
dinh lugng FSH

Chét hiéu chuin xet nghiém dinh luorng FSH trén may xét nghlem mién dich tu dong; Thanh
phan chinh: Chét nén albumm huyet thanh dong vat dém co chat hoat dong bé mit, natri
azid, ProClin, hFSH ti thiéu cic mirc ndng d6 0 mIU/mL, xép xi 1, 10, 50, 100 va 200
mIU/mL

Tiéu chuén chét lvong ISO hoic CFS; G7

24

74

Thudc thir xét nghiém dinh
lugng progesterone

Thudc thir xét nghiém dinh lugng progesterone trong huyét thanh nguo'x trén may xét
nghiém mién dich tr ddng; Phuong phap: mién dich enzyme lién két canh tranh Dai do: xip
xi 0,1-40 ng/mL [0,32-127,2 nmol/L]; Tuong thich Sir dung cho may may mién dich tr dong
Access 2

Tiéu chuin chét lwrone ISO hodc CFS: G7

test

500

75

Chét hiéu chuin xét nghiém
dinh lugng progesterone

IL. 1. HOA CHAT XET NGHIEM PINH LUQNG KHANG THE IgE PAC HIEU (> 14 DI NGUYEN THUC AN) (01 mit hang)

Chét hiéu chuin xét nghiém dinh hrgng progesterone trén may xét nghiém mién dich tr
dong; Thanh phén chinh: huyet thanh ngudi, natri azid, Cosmocil, progesterone t6i thiéu cac
mirc ndng d6 0 ng/mL, x4p xi 1, 4, 10, 20 va 40 ng/mL Tiéu chuén chét lugng ISO hodc
CFS; G7.

Twong thich Str dung cho may méay mién dich ty dong Access 2

ml

17

Hoéa chit xét nghiém > 14 di nguyén cip d¢ phén tir cia trimg, sita, dau phong .
- Di nguyén cap d phan tir trong sira: a-Lactabumin; B-lactoglobulin; Casein; Albumin
huyét thanh bo

, A 7 A > . " s
toa Ziaé:etdzghliztr?t; (I:Sadl - Di nguyén cap do phan tir trong tring: Ovalbumin; Ovomucoid; Conalbumin Nlila thau
i vt s - Di nguyén cap do phén tr trong dau phung: rAra hl; rAra h2; rAra h3; . lap dap
76 |tring, sita, dau phong bing Test 240 : ;
k§ thuat m1en dich:skc ki - C6 vach nhian biét CCD tren que xét nghlem may khi
thanh gidy -Céc héa chét sau khi m& nip st dung én dinh trong 12 thang hodc cho dén khi hét han sir trang thau
dung
- Tiéu chuén chét lugng ISO 13485
- San xuat cac nudc G7 hodc tuong duong
IL 2. HOA CHAT SU DUNG TREN MAY CAY MAU TU PONG (01 miit hang)
Chai cdy mau c6 mdt cam bién hoa hoc duge theo ddi bdi méy cAy méau sau m3i 10 phit dé phat L
S pa AL L hién s gia ting ctia huynh quang. Nha thau
Chai cay mau phat hién vi . 3 e R o O T g L 2=
inh vat hiéu khi do fa5 B Str dung trong quy trinh nudi cay va phuc hdi vi sinh vat hi€u khi tir mau mau bénh nhi va cdc mau Chai 1.000 lap dap
77  |sinhvathicu khidung cho tre f o) yyy4c ¢6 thé tich dudi 3 ml. B d méy khi
— C6 hat resin hip phu thanh phén khéng ion va hat resin trao dbi cation. triing thiu

Tiéu chuin : ISO, FDA




IL 3. HOA CHAT XET NGHIEM HUYET THANH HQOC TREN HE THONG ELISA (05 miit hing)

Phat hién cac khang thé IgM trong huyét thanh ngudi khang véi khang nguyén tai td hop dugc din

- 2oa o~ |xubttd deri i igen - Nha thiu
Dinh tinh khang thé viém ndo xliat tir JEV (JEY denvcdlrccombma}nt antlgt?n - JER!}) (l-fl). TR e
R s ro vae | TOng thoi gian G <195 phit, trong d¢6 180 phit & 37 @6 C va 15 phiat & nhiét d§ phong. lap dap
78 nhit ban dung cho may xét | _ Test 192 .
o . Do nhay > 99,0% may khi
nghiém Elisa A > 3
D dac hiéu > 99,0%. : trl’mg thiu
DPat tiéu chuin ISO 13485 va xuit xir G7
Dinh tinh khéng thé IgG khéng Echinococcus trong huyét thanh bing ky thudt xét nghiém hap thu
mién dich lién két Enzyme (ELISA). Ly
P P Loai miu: Huyét thanh Nha thau
Pinh tinh Echinococcus 2 B ; e
79 |1eGdi b axby %88 pulid Tong théi gian G <20 phut Test 960 lap dap
Egl_ Ung cho may Xel nghiem 150 & budc séng 450/650-620nm. mady khi
isa D§ nhay: > 97,0% triing thiu
D¢ ddc hiéu: > 91,0%
Pat tiéu chuin ISO 13485 va ching nhan FDA
Dinh tinh khang thé IgG khang Strongyloides & huyét thanh hozc huyét twong ngudi.
Loai méu: Huyét thanh Nha thiu
Dinh tinh Strongyloides IgG | Tdng thoi gian t <20 phuat o 45
80 [dung cho may xét nghiém DBoc & budc séng 450/620-650nm Test 480 p P
Elisa D3 nhay > 99,0% nliay khAI
D diic hidu > 99,0% trang thau
Dat tiéu chuin ISO 13485 va chimg nhan FDA
Bén dinh lugng dé phat hién khéng thé IgG khéng Toxocara, trong mau huyét thanh hodic huyét
twong bang ky thuat xét nghiém ELISA AT
Loai miu: Huyét thanh Nha thau
81 Dinh tinh Toxocara IgG dung | Téng thai gian i < 20 phit Test 960 lap dap
cho may xét nghiém Elisa DPoc ¢ budce séng 450/620-650nm maéy khi
Do nhay > 87,0% triing thiu

DJ dic hiéu > 93,0%
Dat tiéu chuan ISO 13485 va chirng nhan FDA




Dinh luong immunoglobulin E trong huyét thanh n
phén g nhay cam va di ing & ngudi bénh,

Dinh lugng Immunoglobulin Nhiét 4§ w: 18°C - 25°C

82  [E ding cho m4y xét nghiém |Téng théi gian u < 80 phut

Elisa - D) 1dp lai CV% < 6,7%
B - D téi Iip CV% < 7,3%.
b7 oo Dat tiéu chuin ISO 13485 va xuit xt G7

gudi. Xét nghiém ndy duoc ding dé danh gid

Test

480

Nha thiu
ldp dzp
mdy khi

triing thiu

Téng cong: 82 miit hang, twong timg 14 16/phin
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Trén co s& yéu cAu béo gia clia Bénh vién Nh1 ong\fhanhp‘lﬁ‘) Can Tho chung t6i....[ghi tén, dia ch1 ciia nha cung cip béo gi4; trudng hop nhidu nha cung cip ciing tham gia trong mét bio gi4 (goi chung 1a lién danh) thi
ghi 3 tén, dia chi cua cac thanh vién lién danh] ic'Hoa chit, vat tu, trang thiét bj y té nhu sau:

1. Béo gia cho cac Vit tu y té - Hoa chét va dich vy lién quan

2. Bé4o gia ndy c6 hiéu lyc trong vong: .... ngdy, ké tir ngdy ... thang ... nim ... [ghi cu thé sé ngay nhung khong nho hon 90 ngay], k& tir ngay ... thang... nim. ..[ghi ngdy ....théng...ndm... két thiic nhén béo gia phi hop véi
thong tin tai khoin 4 Myc I - Yéu clu bao gia).

3. Ching t6i cam két:

- Khdng dang trong qua trinh thyc hién thi tuc gxal thé hozc bi thu hdi Gidy chimg nhan ding ky doanh nghiép hodc Gidy chimg nhén dang ky ho kinh doanh hoic céc tai ligu twong duong khic; khéng thudc trudng hgp mét
kha ning thanh toin theo quy dinh cua phap luat vé doanh nghiép.

- Gid tri cila céc VAt tu y té - Hoa chit néu trong béo gid 1a phi hop, khong vi pham quy dinh cia phap lujt vé canh tranh, ban pha gia.

- Nhing thong tin néu trong béo gié la trung thyc.

Dai dién hop phép ciia hiing sin xuit, nha cung cip(15)
[ghi tén, chitc danh, ky tén va dong dau]

Ghi chii:

Ghi theo diing yéu clu tai cot “Ma tham chiéu” Phu luc 01.

Danh muyc Vattr y té - Héa chit theo ding yéu ciu ghi tai cot “Danh myc Vit try té - Hoa chit” Phy luc O1.

Ghi cy thé Tinh ning, thong sé k¥ thuat, tiéu chudn chit lugng theo tai ligu lién quan cia Hoa chét - Vit tr - Trang thiét bj y té dwoc béo gia

Ghi cu thé ma HS ciia timg Hoéa chét - Vat tu - Trang thiét bi y té dugc bio gi4

Ghi cu thé tén goi, k¥ hiéu, ma hiéu, model, hing san xuit ciia Héa chét - Vat tu - Trang thiét bj y té duoc bao gia tuong img véi chiing loai Vat tur y té - Héa chét tai ct "Danh muyc Vat tw y té - Héa chat".
Ghi cu thé sb lugng, khdi lugng theo ding s6 lugng, khéi lugng néu trong Yéu ciu bao gia.

Ghi don gia béo gia cho timg Hoa chit - Vat tu - Trang thiét bi y té dugc bio gid. Pon gia ghi tai cdt nay duge hiéu 13 toan bé chi phi ciia timg Hoa chit - Vit tur - Trang thiét bi y té (bao gdm thué, phi, 18 phi va dich vu lién
quan (néu c6)) theo ding yéu ciu néu trong Yéu ciu bio gia.

Ngudi dai dién theo phap luat hodc ngudi duge nguoi dai di¢n theo phap luit G by quycn phai ky tén, déng diu (néu c6). Trudng hop ty quyén, phai giri kém theo gidy ity quyén ky bao gi4. Truong hop lién danh tham gia bdo
gia, dai dién hop phdp ctia tit ca cdc thanh vién lién danh phai ky tén, déng diu (néu c6) vio bao gia.



