BO Y TE CONG HOA XA HOI CHU NGHiA VIETNAM

VIEN SOT RET-KST-CT Péc lp - Ty do - Hanh phiic
QUY NHON
$6: 435 /TB-VSR Binh Dinh, ngay 11 thing 4 nam 2023
THONG BAO

Vé viéc moi tham gia bao gid héa chat, vat tu phuc vy hoat dong kham chita bénh
tai Vién St rét-Ky sinh tring-Cén tring Quy Nhon.

Kinh giri: Quy Céng ty.

Cin ct Luat déu thiu 43/2013/QH13; Nghi dinh 63/2014/ND-CP ngay
26/6/2014 cua Chinh phu Quy dinh chi tiét thi hanh mét sé didu cua Lujt Pau thiu vé
lra chon nha thau; _

Thue hién 1ap ké hoach mua sim hoa che“it vattu phuc vu hoat dong kham chiia
bénh nam 2023 tai Vién Sbt rét - KST - CT Quy Nhon. Vién kinh méi cac Céng ty c6
du nédng lyc tham gia béo gia hang héa theo danh muyc hang héa tai phu luc 1 kém theo
thdng bao.

Yéu cau ddi vi bao gia:

- Gia hang héa da bao gbém cac loai thué, van chuyén, bbc d& va giao hang tai
kho Vién Sét rét - KST - CT Quy Nhon.

- Cung cdp tai liéu chung minh sy phu hgp véi phan nhém trang thiét bi y té
theo quy dinh tai Thong tu s§ 14/2020/TT-BYT.

- Pon gid chao phai phi hop véi gia tring thdu da cong khai trén hé thong
mang dau thau Quéc gia trong thoi gian trude d6 gin nhit, téi da khong qua 120 ngay
tir thoi diém don vi chao gid, gia da ké khai con hiéu lyc theo Nghi dinh 98/2021/ND-
CP, ngay 08/11/2021 cua Chinh Phn vé quan ly trang thiét bj y té.

- Yéu céu béo gi4 theo mau tai phu luc 2.

Bao gia ctia Quy don vi giri vé& dia chi: Vién Sot rét- Ky sinh tring-Cén triing
Quy Nhon. Khu vire 8, Phudng Nhon Phu, Tp. Quy Nhon, Binh Pinh va 01 bang scan
qua Email: viensrgn@impe-qn.org.vn.

Thoi gian nhén bao gia: Truée 16 gior 00 ngay 24/4/2023.

Xin trdn trong cam on./
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Tén hang héa

|06 danh muc bd xét nghi¢ém
giun san dung cho may Elisa
ban tw dong

B xét nghiém khang thé IgG
khang amip

B0 xét nghiém khang thé IgG
khang gao lon

Bo xét nghiém khang thé IgG
 khéng séan 14 gan 16n

B xét nghiém khang thé IgG

\\

‘ khang giun dau gai

f | PHU LUC 1
o\ DANH MUC HANG HOA
\(Kém theo Thoys bdo s6:415/TB-VSR, ngay 11/4/2023)
Quy cé‘ch—_ :;:;}’)VT | Théng s6 tiéu chuin ky thuit ciia hang héa
i [ : _ |
|
|
. 2 . 4 2 7 —{
- Phat hién khang the 16p IgG trong huyét thanh ngudi bénh dé chin doan bénh
96 test/bd B0 | do amip Entamoeba histolytica ‘
- D§ nhay: > 90%; Do dic hiéu: > 94%
- Phét hién khéng thé 16p IgG trong huyét thanh ngudi bénh dé chdn doan bénh do \
96 test/bd Bd Cysticercus cellulosae
- D0 nhay: > 94%; D¢ dic hiéu: > 97% |
- Phat hién khang thé 16p IgG trong huyét thanh ngudi bénh dé chin doan bénh do ‘
96 test/bo Bo Fasciola sp
- Do nhay: > 95%; Do dic hiéu: > 93%
S R o !
- Phat hién khang thé 16p IgG trong huyét thanh ngudi bénh dé chdn doan bénh do
96 test/bo Bo Gnathostoma sp

- PJ nhay: > 90%; Do dac hiéu: > 90%




TT Tén hang héa N Quy cach | PVT [ Théng s6 tiéu chuin k§ thuat ciia hang héa

‘ - Phat hién khang thé 16p IgG trong huyét thanh ngudi bénh dé chin doan bénh do

. - , 2
| 1131(1.) ’xet n.ghli:m khang th¢ IgG 96 test/bo Bo | Strongyloides stercoralis
ang giun fon | - D6 nhay: > 92%; D dic hiéu: > 90%
B§ xét nghiém khéng thé IgG A A - Phat hién khang thé 16p IgG trong huyét thanh ngudi bénh dé chin doan bénh do |
6 Kha i diita cha 96 test/bd Bd | Toxocara canis
ang giun dua cno - Do nhay: > 95%; D6 dic hidu: > 98%

05 danh muc héa chit xét

II | nghiém giun san dung cho

- may elisa tw dong ) - _
- Echinococcus IgG dugc chi dinh dé xét nghiém khang thé khang Echinococcus
trong huyet thanh hodc huyét tuong

- Thoi gian thue hién xét nghiém: 75+5 phut

- Do nhay > 95%, d6 dac hiéu > 95% |

| -
B xét nghiém khang thé 1gG A ‘ Xét nghiém phat hién khang thé giun luon IgG trong mau huyét thanh hoic |

96 testthop | hop | huyét twong ngudi
| khdng giun luon | ' - Do nhay > 87%, dd dac hiéu > 95%

- - Xét nghiém phat hién khang thé giun diia cho IgG trong mau huyet thanh hodc ‘
96 test/hop hop | huyét twong ngudi

B xét nghiém khang thé IgG
khéng san dai ché

96 test’/hop hép

‘ Bo xét nghiém khang thé IgG

- khang giun diia ch6 - D9 nhay > 95%, d dic higu > 95% ]
’ ) n ) . ' - Xét nghlem phéat hién khang thé 4u trung san day lon IgG trong mau huyet' thanh ‘
4 | Boxétnghiém khéng the IgG 96 test/hop hop | hodc huyét trong ngudi

khang gao lon - D) nhay > 88%, d0 dic hiéu > 95%.
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TT ‘ Tén hang héa Quy cich bVT Théng s6 tiéu chuéiin ky thuit cia hang héa
I — — , . N
| - Xét nghi€ém phat hién khang th¢ ly Amip IgG trong mau huyét thanh hodc huyét
A ox A 5 2 tuong nguoi
Bd xét nghiém khang thé IgG N A
hing alﬁip' etic’s 96 test/hop | hdp | - Do nhay > 92%, dd dic hiéu > 95%
|
I 02 danh muc h(’)avchﬁt xét j
nghiém khang thé H.Pylori |
- Bo xét nghiém khang thé H.Pylori ding dé phat hién khang thé IgM khang |
A s A ; | Helicobacter pylori trong huyét thanh nguoi.
31‘-2 )}‘Ie}“%hr‘fi“;‘/[hang 96 testhop | hop | - DO nhay: > 80%
cryone - D§ dic hicu: > 97%
) - Tong thoi gian u: 80 phat. - ‘
| - B hoa chat xét nghiém phat hién khang thé H.Pylori IgG chay trén may Elisa ban |
I oA oz ‘n . tu dong.
| SI‘Z ’gtl,“%h;fin éhang 96 testhop | hop | - DO nhay > 94%;
sLLyion g - Do dic higu > 92%;
_ _ | - Thoi gian thyc hién xét nghiém: 105 + 5 phut |
‘ 09 danh muc test chian doin ' ‘
IV b . 14 r
nhanh va nhém mau
! =. —_— - = < —‘
2 , . D¢ nhay: > 96%.
1 ‘ Test chan doan nhanh HBeAg 50 test/hdp test P dic hiéu: > 99%.
| - | R _ |
/7\ r - o . > 0
) Test chan doan nhanh Anti 50 test/hop test Do nhay: > 99%

‘ HCV

Do dac hiéu: > 99%
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Tén hang hoa

3 Test chdn doan nhanh AFP

4 | Test chdn doan nhanh HBsAg

5 | Test chAn doan nhanh HBsAb

6 ,IgG

7 | Nhém méau A

8 Nhom mau B

9 | Nhém méau AB

' Test chan doan nhanh H.Pylori

— = — 7.1—I —

' 07 danh muc héa chit xét )
V | nghi¢m diing trén may huyét
| hoc1

‘ phan tich huyét hoc
|

Chét kiém chuin dung trén may

 1x3.5mL Level I + 1x3.5mL Level I + 1x3.5mL Level III.

Quy cach bVT Théng s6 tiéu chuin ky thuit ciia hang héa
. .| Donhay:>94% -
20 test/hop test P dac hicu: > 96%
X test D0 nhay: 100%
50 test/hOp St | Do dac higu: > 99%
n Do nhay: > 99%
SOtesthbp | test | ps e higu: > 99% - B
) Do nhay > 86%;
50 test/hop st | by dic hicu > 91%: |
Dua vao phan ing ngung két hong céu dé xac dinh nhém mau. Thudc thi s& gay _|
‘ 10ml/lo lo ra phan &g ngung két truc tiép v4i hdng ciu mang khang nguyén A cé trong miu |
mau.
Dua vao phan img ngung két hong cau dé xac dinh nhom mau. Thudc thi sé gay
10ml/lo lo | raphan Gmg ngung két truc tiép voi hdng cau mang khang nguyén B c6 trong méu
mau.
' Duya vao phan ing ngung két hong cau dé Xdc . dinh nhom méu. Thudc thur s& gay
10ml/lo lo ra phan rng ngung két tryc tiép v6i hong cdu mang khang nguyén A va B ¢6
trong mdu mau. B B
i Hoéa chét kiém chuén huyét hoc dugc sir dung dé theo déi su hoat dong cua may
' huyét hoc
3x3,5ml/lo bo - Thanh phan gom hong cdu duoc 6n dinh trong méi trudng dang truong, thanh

phan gibng tidu ciu va hong ciu cb dinh mé phong bach cau va héng cdu c6 nhan. |
- Quy cach: Puoc dung trong hdp, mdi hdp c¢6 3 lo:




| TT ‘ Tén hang hda

Dung dich ly gidi dung cho xét
nghiém huyét hoc

' Dung dich rira dung cho may

3 phan tich huyét hoc
— o
| ' Dung dich ly giai dung cho xét
4 | 2 7
‘ ‘ nghiém huyét hoc
|
5 Dung dich pha loang dung cho
| x€t nghi€ém huyét hoc
‘ 6 Chat chuin may dung trén may

‘ | phan tich huyét hoc
l

Théng sb tiéu chuin ky thuit ciia hang héa

| - Chat ly glal hong cau dé dinh lu luong hemoglobin, dém NRBC, dém va do kich
thudc bach cau trén hé thdng phan tich té bao huyét hoc
- Thanh phan: Quaternary Ammonium Salts 5-80 g/L, Sodium Sulfite 1-5 g/L,

- Hoa chit dé st dung nhu mot chét 1am sach cho cic bd phén ctia may phan tich
té bao tyr dong khi tiép xitic véi mau.
- Thanh phéan: Dung dich chita enzym phan giai protein

- Hoa chat dé thuc hién phan tich ndm thanh phén bach ciu trong mot mau mau,

Quy cach bVT
Slit/hop hép
| Chét én dinh, Chét dém.
101it/hop hop
1900mli+ b
850ml/hop P
10 lit/hop hép
3,3ml/Hop hop

sir dung cong nghé VCSn.
- Thanh phén gbm hai loai hod cheit |
+ Ho4 chét Erythrolyse gom yéu td 1am 4m 0.3-1.5g/L, Formic Acid 1.2mL/L
+ Hoa chét StaliLyse gbm: Sodium Carbonate 6 g/L, Natri clorua 14,5 g/L, Natri |
sunfat 31,3g/L

- Quy céach: Dugc dung trong hop, mdi hop chita 2 binh héa chit. Binh 1: ‘
COULTER Erythrolyse II Reagent, dong g6i 1900 mL. Binh 2: COULTER
tabilLyse Reagent, déng gbi 850 mlL..

- Str dung nhu mdt dung dich dém pha loang dang truo truong ket hop voi mét tac |
nhén ly giai khong chira cyanide dung dé dém va dinh ¢ céc té bao mau trén hé
théng phén tich té bao tu dong —

- Thanh phén: Sodium Sulfate 13.73 g/L, Sodium Chloride 1.04 g/L, Tetracaine
HCL 0,02 g/L, Imidazole 2,85 g/L '
- Chét chuan dung dé chinh hé s6 trén hé thong phan tich té bao tu dong duoc liét |
ké trong bang trong to insert, két hop v6i thube thir cu thé.

- Thanh phén: gém hdng cdu nguoi, thanh phan co kich thude tiéu ciu duoc 6n

| dinh trong mdi trudng dang truong Hong ciu ¢b dinh dugce thém vao . dé md |




TT ‘ Tén hang héa

| Chét kiém chqén may dung hiéu
7 | chinh théng s6 VCS trén may
‘ phan tich huyét hoc

24 danh muc héa chit va vit

VI tw dung cho may sinh héa

Théng sb tiéu chuin ky thuit cia hang héa

 phéng bach cau |

.l_ _— - -

- Hoa chét dugc chi dinh sir dung trén hé théng phén tich té bao ty dong ket hop ‘
c4c hoa chit phén tich dé theo di gi4 tri phép do cac thong s vé thé tich, d6 dan,

- Thanh phan: mét dung dich chira céc hat nhya polystyrene trong chit dém chira
chat hoat tinh bé mat |

I | Do hoat dg ALT (GPT)

- Hoa chét ding cho xét nghiém ALT; dai do: 3-500U/L; phuong phap dua trén
khuyén nghi caa IFCC. |
- Thanh phan L-Alanine 500 mmol/L; 2-Oxoglutarate 12 mmol/L; LDH > 1.8
kU/L; NADH 0.20 mmol/L; '

i
‘ |

|
o2 il—)o hoat do AST (GOT)

3 | Dinh lugng Bilirubin tryc tiép

- Héa chét ding cho xét nghiém AST ; dai do: 3-1000 U/L : ; Phuong phap dua |

trén khuyen nghi cua IFCC. ‘

- Thanh phan: L-aspartate 240 mmol/L; 2-Oxoglutarate 12 mmol/L; LDH > 0.9
‘ kU/L; MDH > 0.6 kU/L; NADH 0.20 mmol/L;

- Héa chit dung cho xét nghiém Bilirubin truc tiép ; dai do: 0-171 pmol/L ;
phuong phap: DPD, bué6c séng 570 nM. |
‘ - Thanh phan: 3,5 Dichlorophenyl diazonium tetrafluoroborate 0.08 mmol/L |

Quy cach DVT
| 4ml/lo lo tan xa.
I, o ’ o
| |
‘ 300ml/hop hop
_ ‘ |
- 200ml/hép ho
| -
|
160ml/hop hop




TT

Tén hang hda

Quy cach

. PVT Théng s6 tiéu chuin ky thuit ciia hang héa

| .
4 Dinh lugng Bilirubin toan phan

| Dil‘lh lugng Cholesterol toan
phéin

‘ 6 | Pinh lugng Creatinin

320ml/hdp

180ml/hop

- Héa chit ding cho xét nghiém Total Bilirubin ; dai do: 0-513 umol/L ; phuong
phéap: DPD, budc song 540 nM.

- Thanh phﬁn: Caffeine 2.1 mmol/L; 3,5-dichlorophenyldiazonium

| tetrafluoroborate 0.31 mmol/L

- Héa chit ding cho xét nghiém Cholesterol ; dai do: 0.5-18 mmol/L ; phuong
phap: CHO-POD; budc séng 540/600 nM.

- Thanh phén:4-Aminoantipyrine 0,31 mmol/L; Phenol 5,2 mmol/L; Cholesterol
esterase > 0,2 kU/L (3,3 pkat/L); Cholesterol oxidase > 0,2 kU/L (3,3 pkat/L);

408ml/hdp

Po hoat 36 GGT (Gama
Glutamyl Transferase)

8 | Pinh lugng Glucose

320ml/hdp

320ml/hép

- Héa chit dung cho xét nghiém Creatinine ; dai do: 5-2200 pmol/L ; phuong
hop | phap: Kinegic Jaffe, budc séng 520/800 nM.
- Thanh phan: Natri hydroxide 120 mmol/L; Axit picric 2,9 mmol/L.

- Héa chét dung cho xét nghiém GGT ; dai do: 5-1200 U/L ; phuong phap dua

‘ trén khuyén nghi ctia IFCC.

' - Thanh phin: Glycylglycine pH 7,7 (37°C) 150 mmol/L;L-y-glutamyl-3-
carboxy-4-nitroanilide 6 mmol/L

- Héa chét ding cho xét nghiém Glucose ; dai do: 0.6-45 mmol/L ; phuong phap: ‘
ho Hexokinase, buéc song 340 nM.
P | _Thanh phan: Bém PIPES (pH 7,6) 24,0 mmol/L, ATP > 2,0 mmol/L,
Hexokinase > 0,59 kU/L, G6P-DH > 1,58 kU/L

hop




TT | Tén hang héa

Dinh luong HDL-C (High
density lipoprotein Cholesterol)

Quy cach

273,6 ml/hdp

' Dinh lwong LDL - C (Low
| density lipoprotein Cholesterol)

273,6 mi/hop

| 11 | Pinh lugng Triglycerid

12 | DBinh lugng Ure

‘ 13 Dinh lugng Acid Uric

250ml/hop

424ml/hop

240ml/hop

Théng s6 tiéu chuin ky thuit cia hang héa

- Héa chat ding cho xét nghiém HDL-Cholesterol ; dai do: 0.05-4.65 mmol/L ’_I
- phuong phép: Enzymatic colour). ‘ ‘
- Thanh phin: Khang thé khang B-lipoprotein & ngudi nong d6 thay dbi;
i Cholesterol esterase (CHE) 0,8 TU/mL; Cholesterol oxidase (CHO) 4,4 IU/mL;

Peroxidase (POD) 1,7 IU/mL; Ascorbate Oxidase 2 IU/mL;F-DAOS 0,2 mmol/L;
4-Aminoantipyrine 0,67 mmol/L |

Hoa chat dung cho xét nghiém LDL-Cholesterol ; dai do: 0.26-10.3 mmol/L ; |
phuong phéap: Enzymatic colour .

Thanh phﬁn: Cholesterol esterase 3,7 IU/mL; Cholesterol oxidase 3,7 IU/mL; 4- |
aminoantipyrine 0,8 mmol/L;

hop

hop

hop

| 1.56 KU/L (26 pkat/L)

- Hoa chét dung cho xét nghiém Triglyceride ; dai do: 0.1-11.3 mmol/L; phuong
phap: GPO-POD; buéc song 660/800 nM.

- Thanh phén:4-Aminoantipyrine 0.5 mmol/L; Lipases 1.5 kU/L (25 pkat/L);
Glycerol kinase 0.5 kU/L (8.3 pkat/L); Peroxidase 0.98 kU/L (16.3 pkat/L); |

| Ascorbate oxidase 1.48 kU/L (24.6 pkat/L); Glycerol-3-phosphate oxidase 1.48

kU/L (24.6 pkat/L); ]
- Héa chét dung cho xét nghiém Urea/Urea nitrogen ; dai do: 0.8-50 mmol/L ; |
phuong phép: Urease/GLDH .

- Thanh phan: NADH > 0.26 mmol/L; 2-Oxoglutarate > 9.8 mmol/L ;Urease > ‘
17.76 kU/L; GLDH > 0.16 kU/L '

|- Héa chat ding cho xét nghiém Uric Acid ; dai do: 89-1785 umol/L ; phuong

phép: Uricase/POD .
- Thanh phan:MADB 0.15 mmol/L;4-Aminophenazone 0.30 mmol/L; Peroxidase
> 5.9 kU/L (98 pkat/L); Uricase > 0.25 kU/L (4.15 pkat/L);Ascorbate Oxidase>




| PVT

Théng s6 tiéu chuin ky thuit ciia hang hoa

- Thanh phin bao gdém: Baypur CX 100; Sodium Hydroxide 1 - 2%; Genapol |

chira LDL-Cholesterol

chira HDL-Cholesterol

- Thanh phén: Huyét thanh ngudi dang df)n_g khé ¢6 chira HDL-Cholessterol va |

SEN—

' TT Tén hang hoa Quy cich
| 1T -Dﬁflédi_chr&ahéthéng. - a
Dung dich rira hé théng ma . . .
14 Sinhiéé P Hone 5 lit/binh binh | X080 1 - 2%; Sulfonic acids, C14-17-sec-alkane, mudi natri 1 - 5%
' - Tuong thich v6i mdy sinh héa AU 680 hodc tuong duong
| ‘ Héa chét hicu chudn cho xét Hoa chét higu chuéq cho xét nghiém HDL.
|15 | R e e EA * 2x3mlUhép | hdp |- Thanh phdn:Huyét thanh ngudi dang bot dong kho
nghi¢m HDL | .
I (nguoi).
' Héa chét hidu chudn cho xét Hoa chit hié}l chuéq cho xét nghi€ém LDL..
16 o . 2x1ml/hép hép | - Thanh phan:Huyét thanh nguoi dang bot dong kho
nghiém LDL "
(nguoi).
‘ 17 ‘ Héa chit hiéu chudn cho cac xét Sml/lo o Thanh phan: Huyét thanh ngudi c6 héa chit phu gia va enzym thich hop tlr nguoi,
1 nghiém sinh hoa thuong quy : : dong vat va thuc vat.
18 ‘ Héa chét kiém chimg cho xét sml/ 1o o hanh ph
_ ' nghiém HDL/LDL-Cholesterol ‘ ‘ LDL-Cholesterol (nguoi)
.19 JFB()ng den halogen 1 cai/hgp cai | Boéng dén Halogen 12V 20W.
— — S TTVT—rY
A s . - Vat tu thay thé dinh ky
| 23 ‘ Day bom - 2 cdi/tli tul_ - Day bom nhu dong bing cao su va nhya, dai 10.5cm
. . fr s , - Chét liéu: nhua
‘ 21 | Hat nhya Mixbed loc nudc 25 livai Bt _ Cam quan: mau vang dén nau. Kich thée: 0.3 - 1.2
. - .. | - Vattu thay thé dinh k¥
22 | LS loc tho I_mlcron 1 cai/hdp | cai _ Chét ligu: PP | -
23 | L&i loc tho 5 micron | c4i/hop - Vat tu thay thé dinh ky

‘ cait
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 TT Tén hang héa ‘ Quy cich ‘ bVvT Thong so6 ti€u chuin ky thuit ciia hang héa
. | B
i
|

- Chat liéu: PP

B& loc nude RO bao gém:
- Qua loc (1 bd gdm 02 qua)
| - Qua loc thd(1 bd gdm 03 qua PP20", UDF20", CTO20")
‘ | | - 01 by mang lgc RO (g6m 03 qua)

24 | Loiloc RO 500 1 cai/hop cai

30 danh muc héa chat va vat

‘ VII | tu ding cho maiy mién dich tw

| dong | | .

| - Pham vi phén tich: 0-750 mIU/MI

- Phuong phap xét nghiém: mi€n dich enzym mét buéc (“sandwich”)

- Thanh phan: Rla: Céc hat thuén tir pht khang nguyén bé mat vi-rat viém gan B

(loai phu “ay” va “ad”, tir ngudi, khir hoat tinh bang nhiét), trong dung dich mubi

dém TRIS, c6 chit hoat tinh bé mit, BSA, < 0,1% natri azit va 0,0025%

1 | DBinh lvgng HBs Ab 2x50test/hop hép | Cosmocil. R1b: Dung dich tién xir 1y: Dung dich mudi dém TRIS c6 chit hoat

tinh b& mit, BSA, < 0,1% natri azit va 0,125% ProClin 300. Rlc: Lién hop:

I i Khang nguyén bé mat vi-rit viém gan B (loai phu “ay” va “ad”, tr nguoi, khur |
' hoat tinh bang nhiét) — photphataza ki€m (tai to hop) trong dung dich mubi dém
‘ phosphate, co chit hoat tinh bé mat, BSA, < 0,1% natri azit va 0,25% ProClin

' 300.

‘ - Thanh phan: SO: Huyét twong da khir xo/huyét thanh ngudi, 6 0 mIU/mL khang

£ 2 . A thé khang HBs, < 0,1% natri azit, 0,25% ProClin 300 S1,52,83,54,S5: Huyét

2| Chit chudn HBs Ab 6x2.5mlhop | hOp |\ no nowdi da khit xo chita xép xi 10, 20, 50, 250 va 750 mIU/mL khéng thé
khang HBs Ag, <0,1% natri azit, 0,25% ProClin 300




Tén hang hoa

‘ Chét kiém tra xét nghiém
 HBsAb

4 | Phat hién HBs Ag
|

5 | Chét chuin HBs Ag

Chét kiém tra xét nghiém
HBsAg

7 | Co chit phat quang

Théng s6 tiéu chuin k§ thuit ciia hang héa

| Quy cich PVT
|
|
. 6x3.5ml/hdp hop
2x50test/hop | hop

2x2.7ml/hdp hop

6x4ml/hop hop

- QCI1: Huyét trong (ngudi) di loai b fibrin, < 0,1% natri azide, 0,25% ProClin
300, am tinh véi xét nghiém phat hién khang thé anti-HBs Ab. QC2: Huyét twong
(ngudi) da loai bo fibrin, gamma globulin ngudi ddc hiéu véi HBs Ag, < 0,1%
natri azide, 0,25% ProClin 300. Duong tinh voi xét nghiém phat hién khang thé .
anti-HBs Ab & ndng d6 xp xi 60 mIU/mL.

—
- Két qua: Phan ung/ khong phan tng; Phuong Phéap: xét nghiém mién dich
enzym mot bude (“sandwich”) (one-step enzyme immunoassay (“sandwich”));
Thanh Phin: Rla: Céc hat thuén tir phu streptavidin va lién két v&i khang thé
(don dong, chudt, gan biotin) ddc hiéu véi HBs Ag, dém TRIS, albumin huyet
thanh bd (BSA), < 0,1% natri azide va 0,25% ProClin 300. R1b: Pém TRIS, chit |
hoat dong bé mat, protein (chudt, bo), < 0,1% natri azide va 0,25% ProClin 300.
Rlc: Chit céng hop khang thé (don dong, chudt) dic hiéu véi HBs Ag -
phosphatase kiém (tai td hop), dém phosphat, chit hoat dong bé mat, BSA, <
0,1% natri azide va 0,25% ProClin 300. |

- C0: Chét hiéu chuén am Am tinh: Pém nén albumin huyet thanh bo ( (BSA) < O 1% | ‘
NaN3, 0,25% ProClin 300. C1: Chét hiéu chuin duong tinh: Pém nén BSA,

khang nguyén HBs, < 0,1% NaN3, 0,25% ProClin 300..

QC1: Huyét tuong (ngudi) dd loai bo fibrin, HBs Ag &m tinh, < 0,1% NaN3, |
0,25%
tinh, < 0,1% NaN3, 0,25% ProClin 300.

4x130ml/hop ‘ hép

‘quang va chét hoat dong be_mat)

- Lumi-Phos 530 (dung dich dém chira chat dioxetan Lumlgen PPD, chét huynh |




10

11

12

I3

Dung dich rita dung cho may

' phén tich mién dich

Dung dich rira may hang ngay

mién dich

binh luong AFP

Chét chuian AFP

' Dinh lugng total PSA

| Dung dich dém cho xét nghiém

Quy cach

PVT Théng sb tiéu chuin k§ thuit ciia hang héa |

3,8lit/binh

binh | - Dang ldng, mau vang nhat, pH 2.5, chira acid hitu co.

1lit/binh

binh |- Thanh phin: chira cc tac nhén rira nonionic, dang 16ng, mau tring, trong sudt

10lit/thing

thung | - Thanh phe‘”m: Mudi dém Tris, chét hoat dong bé mit, < 0.1% natri azide

2x50test/hdp

- Pham vi phén tich: 0,5-3.000 ng/mL [0,41-2.478 TU/mL]
' - Phuong phap xét nghiém: mién dich enzym hai vi tri (“sandwich™)

- Thanh phin: Rla: Céc hat thuan tir phu khang thé khang AFP don dong &
chudt giuc_rc huyén phu trong dung dich mudi dém TRIS, c6 chit hoat tinh bé mat, |
chat nén albumin huyét thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300. |
R1b: Lién hop photphataza kiém khang AFP don .dong ¢ chudt (bo) duoc pha
lodng trong dung dich mudi dém photphat, c6 chét hoat tinh bé mat, chit nén |
' BSA, protein (dé€, thd, chudt), < 0,1% natri azit va 0,25% ProClin 300.

A

hop

7 x 2.5 ml/hop

- Thanh phan: SO0: Chit nén albumin huyét thanh bod (BSA) dém c¢6 chét hoat tinh
bé mit, < 0,1% natri azit, 0,1% ProClin 300. Chira 0 ng/mL AFP. ‘

hop | S1,82,83,84,S5, S6: AFP & ndéng do xdp xi 2.5, S, 25, 100, 500 va 3.000 ng/mL
(2,1, 4,1, 21, 83, 413 va 2.478 JU/mL), trong chat nén dém BSA c6 chét hoat tinh |
bé mit, <0, 1% natri azit va 0,1% ProClin 300.

ng/mL (hiéu chudn WHO)

B - Pham vi phan tich: 0,008—150 ng/mL (hiéu chudn Hybritech) hodc 0,008—121 |
2x50test’hop hop

- Phuong phap x¢t nghiém: mién dich enzym hai vi tri (“sandwich”™) |
- Thanh phan: Rla: Cac hat thuan tir pht khang th€ khang PSA don dong ¢ chudt
| dugc huyén phu trong dung dich mu6i dém TRIS, c¢6 chat hoat tinh b€ mit, |




TT Tén hang hda

14 | Chét chuén Hybritech PSA

15 | Pinh luong CA 125

16 ! Chét chuan CA 125

Théng sb tidu chuan k¥ thuit ciia hang héa |

albumin huyét thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300. R1b: Lién
| hop photphataza kiém khang PSA don dong & chudt (bd) duoc pha lodng trong

dung dich mudi dém photphat, c¢6 cht hoat tinh bé mit, BSA, protein (chudt), <
| 0,1% natri azit va 0,25% ProClin 300.

6 x 2.5 ml/hop

hop

- Thanh phan: SO: Albumin huyét thanh bo (BSA) dém, < 0,1% natri azit va
| 0,5% ProClin 300. Sl,S;,S3,S4,SS: PSA trong huyét thanh & muc xép xi 0,5, 2, |
| 10, 75 va 15Q ng/mL d6i vdj hi¢u chuén cua Hybritech (hodc 0,4, 1,7, 8, 58 va
121 ng/mL d6i véi hiéu chudn cia WHO) trong BSA dém, < 0,1% natri azit va
0,5% ProClin 300.

2x50test/hop

hép

6 x 2.5 ml/hdp

hop

- Pham vi phén tich: 0,5 U/mL - 5.000 U/mL
- Phuong phap xét nghiém: mién dich enzym hai vi tri (“sandwich”)
- Thanh phin: R1a: Cac hat thuin tir pht khang thé khang biotin & dé, gin biotin |
khang nguyén khang CA 125, khang thé don dong & chuét, albumin huyét thanh |
bo, < 0,1% natri azit va 0,1% ProClin 300. R1b: Lién hop photphataza kiém-
khang nguyén khang CA 125 don dong & chudt (bd), albumin huyét thanh bo, <
0,1% natri azit va 0,1% ProClin 300. R1c: Dung dich dém protein (bo, dé, chudt),
' <0,1% natri azit va 0,1% ProClin 300.

- Thanh phén: SO: Albumin huyét thanh bo (BSA) dém, < 0,1% natri azit va 0,5%
ProClin 300. S1,52,S3,54,S5: Khang nguyén CA 125 & cac néng do xép Xi 25,
100, 500, 2.000 va 5.000 U/mL, trong BSA dém, < 0,1% natri azit va 0,5%
ProClin 300.




TT Tén hang héa

; 17 | Pinh lugng Free PSA 2x50test/hop
|
PP % . (1x5 ml+

‘ 18 | Chat chuan Hybritech Free PSA 5x2.5ml)/hép

H’éa chit ndi kiém mién dich cao
19 | cap 3 mic IA PREMIUM PLUS | 12x5 ml/hép
‘ ' 1,2 AND 3
20 ! Pinh tinh HCV Ab 2x50test’/hdp

~

hop

hop

hép

hép

Théng s6 tiéu chuin k¥ thuit ciia hang héa i
- Pham vi phan tich: 0,005-20 ng/mL (hiéu chuén Hybrltech) hodc 0,005— 16 |
ng/mL (hiéu chuin WHO) - Phuong phap xét nghiém: mién dich enzym hai vi tri
(“sandwich™) - Thanh phan: Rla: Cac hat thuén tir phi khang thé khang dé & lra, |
 khang thé khang biotin & dé va khang thé khang PSA don dong ¢ chudt duge gan
b10tm trong dung dich mubi dém TRIS, c¢6 chat hoat dong bé mat, albumin huyét
thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300. Rlb: Lién hop
photphataza klem khéng PSA ty do don dong & chudt (bo) dugce pha lodng trong
dung dich mudi dém photphat, ¢6 chit hoat dong bé mat, BSA, protein (chudt), <

' 0,1% natri azit va 0,25% ProClin 300.

- Thanh phin: S0: BSA dém, < 0, 1% natrl azit va 0,25% ProClin 300.

S$1,82,83,54,S5: PSA tu do & ngudi & ndéng do xép xi 0,5, 2, 5, 10 va 20 ng/mL
d01 v6i hiéu chuén cua Hybritech (hodc 0.4, 1,6, 4,1, 8 va 16 ng/mL dbi v6i hiéu
chuan cua WHO) trong BSA dém, < 0,1% natri azit va 0,25% ProClin 300.

| Quy cach: Puge dung trong hop, mdi hop (1x5 ml+ 5x2.5ml)/hdp,

Dang dong kho téng d§ 0 6n dinh, 100% Huyét thanh ngudi, chia 54 thong s6. Bao |
gom ca B— 2 — Microglobulin, CA15- 3, CA19-9, CA125, Growth Hormone
(GH), Oestradiol, Paracetamol, 1-25- (OH)2 Vitamin D*... On dinh dén han tai
2- 8°C. Mtc Ferritin va Vitamin B12 phu hop dé theo ddi bénh thiéu mau. Nong
d6 TSH rit thip & mirc 1. On dinh sau hoan nguyén trong 7 ngay & 2-8°C hodc 28 |
ngay tai -20°C.

| 5 > |
- Phuong phép x¢t nghi€ém: mién dich enzym gian tiép |

- Thanh phan: Rla: Hat thuén tir dugc boc protein tai t& hop (NS3/NS4) va |
peptlde (capsid) lo lung trong dung dich dém TRIS, v&i natri azit (<0,1%) R1b: |
Chét phu gia miu: véi natri azit (0,1%) R1c: Chét phu gia cong hop: v6i chit hoat
dong b& mit, natri azit (0,1%) Rld: Chét cong hop: Chét cong hop alkaline |




! bVT

' TT | Tén hang hoa Quy cich
B s |
—— ‘ -
21| Chét chuin HCV Ab 2xImUhop | hop
Chét kiém tra xét nghiém HCV | 2x2x3.5ml/ .
22 AL V3 | hop hop
| 23 | Phat hién HBc Ab | 2x50test/hdp | hop
|
| 24 | Chét chuin HBc Ab 2x1ml/hop | hop
| |
S . . )
' £, e . . a |
25 Chat kiém tra xét nghiém HBc 6x2ml/hop hép

Ab

- Thanh phin: QC1: QC am tinh: Huyét thanh ngudi ¢6 natri azit < 0,1%. Am tinh |

| <0,1% natri azit va 0,5% ProClin 300.

Théng sb tiéu chuin k¥ thuit ciia hang héa ‘

phosphatase IgG khang ngudi & dé trong dung dich dém TRIS, véi chat hoat dong
be madt, natri azit va ProClin 300 (< 0,1%)

- Thanh phan: CO: Chét hiéu chuin 4m tinh: huyét thanh nguoi 4m tinh (khong
phén ng) danh cho khang thé khang HCV, v6i sodium azit <0.1% C1: Chét hiéu
chuin duong tinh: huyét huyét thanh ngudi duong tinh (phan tng) danh cho |
khang thé khang HCV, véi sodium azit <0.1% |

(khéng phan ung) ddi vdi khang thé khang HCV QC2: QC duong tinh : Huyét
thanh ngudi ¢6 natri azit < 0,1%. Duong tinh (phan tng) ddi v6i khang thé khang
HCYV, khéng hoat dong.

- Phuong phap xét nghiém: Nguyen ly bat giir mién dich - Thanh phan - Rla: Céc ‘
hat thuén tir pht protein A, dugc huyén phit trong TRIS véi chit hoat tinh bé mit,
< 0,1% natri azit, 0,1% ProClin 300. R1b: Dung dich dém rira déc biét chira chét
hoat tinh bé mat, kali thiocyanate, < 0,1% natri azit, 0,1% ProClin 300. Rlc:
Dung dich xt ly mau xét nghiém chtra chét hoat tinh bé mit, kali thiocyanate, <
0,1% natri azit, 0,1% ProClin 300. R1d: Chat lién hop/photphataza kiém khang
nguyén HBc téi t hop (E. coli) trong PBS c6 chét hoat tinh bé mit, < 0,1% natri

| azit, 0,1% ProClin 300.

- Thanh phén: CO: Chét hiéu chuin a4m  tinh: huyét thanh nguorl am tinh véi khang |
thé khang HBc, < 0,1% natri azit, 0,5% ProClin 300. C1: Chét higu chun dwong
tinh: huyét twong va huyét thanh ngudi di loai bo to huyét, dwong tinh v&i khéng
the khang HBc, < 0,1% natri azit Va 0,5% ProClin 300.

- Thanh phan QC 1: Huyét thanh ngudi am tinh (khong phan ng) voi khang thé ‘
khang HBc, < 0,1% natri azit va 0,5% ProClin 300. QC 2: Huyét tuong va huyét |
thanh ngudi di loai bo to huyét, dwong tinh (phan ting) v6i khang thé khang HBc,




TT Tén hang hoa

‘ 26 | Phat hién HBc IgM

27 | Chét chuin HBc IgM

Chét kiém tra xét nghiém HBc

‘ Quy cach

2x50test/hdp

2x1ml/hop

bVT

Théng s6 tidu chuin ky thuit ciia hang hoa

hop

hop

- Phucmg phap xét nghiém: nguyén ly mién dich bét cdp - p - Thanh | phan Rla: Cac |
hat thuén tr phti khang the cua cuu khang IgM cuia ‘nguoi dugce huyen phu hoéa
trong dung dich nude mubi sinh Iy dém TRIS, ¢ chét hoat dong bé mat, < 0,1%
natri azit va 0,1% ProClin 300. R1b: Dung dich dém rira dic biét c6 chét hoat
dong bé mat, < 0,1% natri azit va 0,1% ProClin 300. Rlc: Chét cong hop giira
khang nguyén HBc (E. coli) tai t6 hop va phosphatase kiém (cta bo) trong PBS
c6 chét hoat dong bé mit, < 0,1% natri azit va 0,1% ProClin 300.

- Thanh phan CO0: Chét hiéu chudn am tinh: khang thé khang HBc IgM am tinh |
trong huyét thanh ngudi, < 0,1% natri azit va 0,5% ProClin 300. C1: Chét hiéu |
chuén duong tinh: huyét tuong va huyét thanh ngudi da loai bé to huyét, duong |
tinh v6i khang thé IgM khang HBc, < 0,1% natri azit va 0,5% ProClin 300.

 HBc IgM, < 0,1% natri azit va 0,5% ProClin 300.

- Thanh phan: QC 1: Huyeét thanh ngudi am tinh (khon, (khong phan Gng) voi khang thé
IgM khang HBc, < 0,1% natri azit va 0,5% ProClin 300. QC 2: Huyét tuong da
' loai bd to huyét va huyét thanh ngudi, duong tinh (phan tng) véi khang thé khang |

28 IgM 6x2,5ml/hgp hop
29 ‘ Tuyp phan ing 1.000 cai/goéi Goi
| 30 | Tuyp 14y mau 0,5ml . 1.000 cai/gé1 go1

|
|06 danh muc hoéa chit va vit
| VIII | tw dung cho may nuoc tiu tyr

| dong

i
Chén nhya phan (g mu bén trong
- Chat 1iéu Polypropylene; Dung tich t6i da 1 mL

- Chén nhya phan mg mau bén ngoai, dung tich 0.5ml, chat liéu Polystyrene, |
tuong thich véi may sinh héa AU 680.




TT | Tén hang héa

Quy cach bVT

I | Cartridge 12 thong s6

. Dung dich rtra dung cho may xét
‘ nghiém nudc tiéu

[\e]

Hoa chat chudn cho may x¢t
' nghiém nudec ticu

' 4 Test chuén 4m tinh

# I

5 | Test chuan duong tinh

‘ Ong dung mau nudc ticu
|
i

X 03 danh muc héa chit xét
| nghiém dung cho mdy HbAlc

' Hoa chat kiém chimg cho xét
'nghiém HbAlc

- Que thir 12 thong sb :

Théng s6 tiéu chuin k§ thuit cia hang héa

Ti trong (SG), Hong ciu (Blood), Bilirubin, pH,
Leukocyte, Creatininef, Protein, Nitrite, Albumint, Glucose, Urobilinogen,
Ketone. May tu dong tinh thém 2 théng s6 : Albumin/ Creatinine (A/C) va Protein |

|

Héa chit rtra may. Quy cach: méi hop gdm 4 lo dung dich rira. M&i lo gdm 26 ml.

Quy céch: M&i hop gdm 4 lo Calibration dugc danh sé tir 1-4. Mbi lo c6 dung tich

- Héa chét Control 4m tinh ding dé hiéu chuén may.

- Héa chét Control dwong tinh ding dé hiéu chuin may.

' On nhua PP 16x100mm + ndp gin san, ¢O na ndp an trong ciu truc 2 thng mau |
g pg p (nap g )

' - Thanh dng tron lang c_héng sy bam dinh mau bénh pham.

| dugc st dung dé kiém soat hiéu ning cia xét Eghiém dinh lugng Glyc_:erated 1

450test/hop hop
'/ Creatinine (P/C).
4x26ml/hdp hop
) Hoéa chat chudn may.
4x230ml/hdp hop
230 ml. . B
25test/hop hop
25test/hop hép ‘
1.500 . 2
ci/thiing thung | trang duc.
2x500ul/hop hop ‘ Hemoglobin

| - Bot dong khd, can hoan nguyén trudce khi st dung. Thanh phin: Mau toan phan




TT Tén hang héa Quy cach | VT ‘ Théng s6 tidu chuin ky thuit cia hang héa ‘

' Pugc sir dung dé hiéu chuin cua xét nghiém dinh lugng HbalC theo nguyén li éi_‘
| lyc (affinity) ‘ ‘
- B4t dong kho, cin hoan nguyén trude khi st dung

| - Thanh phan: Méu toan phén B B
Hoa chit sin sang cho sir dung trén may Premier Hb9210.

| B hoa chit chay xét nghiém | Thanh phé“m: Dung dich Buffer A: Nudc 90-100%, Methanol: 0-0.5%, dd

| 3 HbAlc trén m 2'1.y shc Ky léﬁg 500 test/hop hép Ammon}a: 0.5-1%; Dung d}ch B}lffer B: Nudc 90-100%, Methanol: 0-0.5%, dd

hicu nang cao : i Ammonia: 0-0.5%; Dung dich Diluent: Nugc 90-100%, TRITON X100: 0-0.5%,

: ' Sodium azide: 0-0.5%; Dung dich Wash: Nudc 90-100%, Ethanol: 1-10%,

' Hoa chét hiéu chuén cho xét

|
nghiém HbAlc 2x500ul/hop ‘ hop

I R — . S ]
l

04 danh muc héa chit ndi '
ngoai kiém trung gian | |

Dang dong kho d€ bao quan 2- 80C. D bén mé ndp tdi thiéu 7 ngay 2-8 oC hoic

1 | Héa chit ndi kiém level 2 20x5ml/hop hop | 28 ngay & - 200C. Dép (g 70 thong sb bao gbm D-3-Hydroxybutyrate, Folate

' hodc twong duong. - S
Dang d6ng kho dé bao quan 2- 80C. D bén mé nép tbi thidu 7 ngay 2-8 oC hoic

2 | Héa chét noi kiém level 3 20x5ml/hép | hdp | 28 ngay & - 200C. Dap (mg 70 thong s6 bao gdm D-3-Hydroxybutyrate, Folate

| _ hodc twong duong.

| Chuong trinh ngoai kiém sinh hoa dép ting 56 thong s6 sinh héa thudng qui, bo

md, hormones va kim loai vi lugng hodc tuong duong. |

|
|

3 | Hobachat ngoai kiém sinhhéa | 6x5ml/hop hép

Chuong trinh ngoai kiém huyét hoc dép tng 11 théng s6 cong thire mau hodc
tuong duong.

Hoa chét ngoai kiém sinh hoa
‘ huyét hoc

3x2mlhop | hop

e —_— e R — ——




TT

1

E

‘ Tén hang hoa

07 danh muc héa chit va vat
‘ tw dung si€u Am, ndi soi, chin
doan hinh inh va dinh lrgng

viém gan B, viém gan C

‘ Gel bo1 tron

l Dung dich sat khuén

‘ Dung dich tay rtra c6 hoat tinh
enzyme

Gel s1éu am

Quy cach bVvT Thong sé tidu chuin k§ thuit ciia hang héa ‘
|
, - Gel bdi tron duoc sit dung dé bbi tron ndi soi da day, noi soi dai trang, ndi soi
tryc trang, boi tron &m dao...da dugc tiét trung. N6 khong gay ra di tng, khong
82 a/tus 0 géy kich tmg da. Hoa tan dugc trong nudc, d¢ dang lam sach, khong chira tap ;
giuyp YP' | chat, dAu va chit nhom. Khéng doc hai va khong c6 mui hdi. |
- Thanh phéan chinh gbm: Water; Glycerin; Monopropylen; Glycol; Hydroxyl |
- | ethyl cellulose; Methyl; Hydroxybenzoate; Citric Acid
5 lit/can can ‘ - Thanh phan: Hoat chat 0,55% Ortho- Phthalaldehyde.
1 lit/can can | - Thanh phén: Hdn hop 5 enzyme: Protease, Lipase, Amylase Mannanase, ‘
Cellulase + chit hoat dong bé mit tay rira dung cu y té véi 5 enzyme. |
- Gel siéu 4m cho chét hrong hinh anh siéu 4m tdt, n6 con giup bao vé bé mat dau
do siéu am khdng bi &n mon mot cach nhanh chéng so voi tat ca cac san pham
| cung loai khéc. i
- Dya trén cong thire kiém vi khuén va giam di ing
- Co df dan, it md va lghéng nhudém mau
, - Khéng chira con, muoi va hoa tan trong nudce
5 lit/can can |

- Phan b rong ddng déu, khong cin lam kho
- Giam thiéu nguy co nhiém khuan |
- Mau xanh duong nhat

- Thanh phéin gdm: Water; Edta Disodium; Propylene Glycol; Triethanolamine; |
lodopropynyl Butylcarbamate; Glycerin; FD&C Blue #1; Carbomer; Dlazohdmyl
| Urea. |




6

Tén hang héa

B6 kit dinh luong virus vién gan
B bang k¥ thuét real-time PCR

|
- B§ xét nghiém IVD NK qPCR - VBquant kit sir dung ki thuit Realtime PCR

dung dau do Tagman Fam khuéch dai doan gen dac hiéu aé phat hi¢n va dinh
lugng HBV - DNA trong cac miu thir khac nhau.
- Thanh phin: Cung cip tit ca cac thanh phin du dé lam xét nghiém trén 50 miu |
thir bao gdm ching, cic chudn va miu:
+ HBV TQPCR Mix: 125ul x 9 tube
50 mau/bd bod + Low profile white PCR tubes: 72 tube
+ HBVDNA-IC: 300ul x 2 tube
+ HBVDNA S1: 300ul x 2 tube
+ HBVDNA S2: 300ul x 2 tube
+ HBVDNA S3: 300ul x 2 tube
+ Ching [-]: 1000ul x 1 tube
- Mitrc phat hién: 50 IU/ml mau thir
B I - Hoa chét duge bao quan ¢ nhiét d khoang -18 d§ C va 2-8 4o C

Quycach | PVT Théng s6 tiéu chuin ky thuit cia hang héa |
- |

: Bo kit dinh luong virus vién

' gan C bing ky thuit real-time
PCR

- Bo xét nghiém IVD NK RTqPCR - VCquant kit stt dung ki thuit Realtime PCR
diing dau do Tagman Fam khuéch dai doan gen dac hiéu dé phat hién va dinh |
lugng HCV - RNA trong cac mau thir khac nhau.
- Thanh phan: Cung cAp tat cé cac thanh phan di dé lam xét nghiém trén 50 mau |
thir bao gébm cac ching va miu: I
50 mau/bd Bo ‘ + RT-qPCR HCV Mix: 7 tube x 125ul
+ Low profile white PCR tube: 56 tube

+ Ching [-]: 1 tube x 1000ul

+ HCVRNA-IC: 300ul x 2 tube |
i + HCVDNA-S1: 300ul x 2 tube ‘

+ HCVDNA-S2: 300ul x 2 tube .
+ HCVDNA-S3: 300ul x 2 tube

P | —




7 | Phim X-quang KTS 20x25cm

100 tAim/hop

08 danh muc héa chét xét
nghiém dung may huyet hoc 2

| Héa cht tao dong chay trong
x¢t nghiém huyét hoc

20 lit/binh

2 | Héa chit rira may huyét hoc

| .
3 | Hoéa chat do cong thitc mau

2x 1620
ml/hp

bVT Théng sb tiéu chuin ky thuit cia hang hoa

- Mitc phat hién: 1 IU/phan ting o o
- Hoa chit dugce bdo quan & nhiét do: -18 do C va 2-8 @6 C

- Kich thudc: 20ecm x 25¢m i
- Phim khé k§ thuat s§ cong nghé in nhiét
- Twong thich v6i mdy in phim Drypix 2000, Drypix Lite
- Thanh phdn céu tao: Polyethylene Terephthalate (Pet): 85-95%; Polyvinyl |
- alcohol: 1-10%; Color Former: 1-10%; Additives: 1-10%; Pigments: 0.1-5%; Bao
go6i: mang nhém.

Hop

_—Eang long ) .
- Muc dich st dung: Dung dich bao boc dong chay té bao trong phan tich RBC va
BASO

Binh

’ - Dang long ] o
Hop | - Muc dich st dung: Dung dich tdy str dung enzym, Hoa chat tiy rira may rira
dinh ky. B S B

9875ml/thing

- Dang long |
- Muc dich sir dung: dung dé do RBC/PLT, Baso, Hemoglobin
- Quy céach: gém 7 binh nhé chira 9.875ml/thing
Thung | + Defoamer : 1x75ml

+ Rbe/Plt: 2x2.700ml

+ Baso: 2x 1.100ml |
| + CN-Free Hgb: 2x1.100ml _ J




Hoéa chét do céc thanh phan bach

cau

Tén hang héa

-

Hoéa chit control huyét hoc mirc |

9070ml/thung | Thung

- Dang long

' nghiém héng ciu ludi, mirc binh thudng)

B Dang léng

Théng sé tiéu chuin k§ thuit ciia hang héa ‘

- Dang long
- Muc dich sir dung: Thudc thir nhudém hoa té bao bach cau

- Quy céch: 8 binh nhé gbm 9.070ml/ thiing

+ Perox 1: 2x650ml

+ Perox 2: 2x575ml

+ Perox 3: 2x585ml
+ Perox Sheath: 2x2.725ml '

- Dang léng ] i ] i
- Muc dich st dung: QC — chat liéu kiém chuén (khong bao gém kiém chuéan xét |

nghiém hdng ciu ludi, mirc thip) |

- Muc dich sir dung: QC — chét liéu kiém chudn (khéng bao gbm kiém chuén xét

- Muc dich sir dung: QC — chét liéu kiém chuin (khéng bao gdm kiém chuédn xét
nghiém hong céau ludi, mic cao)

- Hang héa thudc dang 1ong.

- Dung dé hiéu chuén hé théng may huyét hoc.

- |

. 4 5 5
5 ‘ thip ‘ x 4ml/hép hdp
|
| B | -~
. A £ , |
Hoe} chat control huyét hoc mirc | 4 x 4ml/hop hép
| thudng ‘
‘ 7 Hoa chat control huyét hoc mirc 4 x 4ml/hop hop
cao
| 8 Hoa cht hiéu chuan may 2x6.1ml/hop | hd
| 31danh muc h(’)a_chz:it va vat
' XIII | tw dung cho may mién dich tw
| dong 2 S
|
‘ Dung dich rita méy mién dich 100ml/hép | hop

|
»
|

- Bao gém:

+ Probe Cleaning Solution: 100 ml dung dich trong hdp nhya den (Dung dich
Sodium Hypochlorite <4.4%) ‘

+ Probe Cleaning Wedge: hop chira dung dich rira. C6 thé tai sir dung. |
+ Probe Cleaning Barcode: mi vach nhén dang st dung trén hé théng Immulite




‘ TT Tén hang héa Quy cach ‘ bVT Théng s6 tiéu chuin ky thuit cia hang héa
| - | 2000 Xpi. - )
' 2 | Dung dich rira kim mién dich 2x200ml/hdp ‘ hop | - Dung dich dém phosphate, chét tay Triton X-100 <0.9%, 10 14n dam dic.
3 Dl-lxng (!1ch tao nén phan rng 2000 test/hop | hop | - B?_o go;mzvphosp‘hate ester cua adamantyl dioxetane trong dung dich dém AMP
| mién dich i v&1 chat ting cuong.
— - Bao gom: B - o
, I i z - + H.pylori Bead Pack + H.pylori IgG Reagent Wedge
‘ 4 | gc? That xét nghiém vi khuan 600 test/hop hop | + H.pylori IgG Adjustors + H.pylori IgG Controls
Lylory + H.pylori IgG Sample Diluent
- B -bo6 nhay:'97%; Do dic hiéu: IOQ% _ B
' 1 hop Thude thir chinh + 2 lo Chat Hiéu chuin + 1 Thé Puong cong chuan + 1
) , g
Phiu gid tri 16 hiéu chuén
- Hop thude thir chinh:
+ Thuoe thu Lite: 5,0 mL/hdp ]
‘ Khang thé khang HBe don dong & chudt duge gan nhan acridinium-ester (~0,1
ng/mL) trong chat dém; alb}lmin huyét thanh bo; IgG chudt; chat hoat tinh bé
5 ' Hoa chét xét nghiém anti Hbe 50test/hop hép | mat; natri azit (< 0,1%); chat bdo quan

+ Thubc thir phu trong giéng: 5,0 mL/ hdp

+ Pha rin: 10,0 mL/hOp

Khéng thé khang HBe don dong & chudt dugc gan biotin (~1,0 pg/mL) két hop
v6i céc vi hat thuan tir phii streptavidin trong chit dém; albumin huyét thanh bo;
huyét thanh dé€; IgG chudt; chét hoat tinh bé mat; natri azit (<0,1%); chét bao
quan




CTT

6

Tén hang héa

Héa chét xét nghiém anti
HBsAg

bVT

200test/hop

hop

. | quan

Thong s6 tidu chuin ki thuit ciia hang héa

‘ Khér;gmngﬁygn HBe tai to hop (~0,06 pg/mL) phat trién trong E. coli trong chit |

dém; albumin huyét thanh bo; chat hoat tinh bé mit; natri azit (<0,1%); chét bao
quan
- Lo chét hiéu chuin aHBe CAL
12,0 mL/lo
Huyét trong ngudi di xi 1y duong tinh véi khang thé khang khang nguyén HBe;
| natri azit (< 0,1%); chét bao quan_ |
1 hop Thube thir chinh + 2 lo Chat Hiéu chuan + 1 Thé Puong cong chudn + 1
| Phiéu gia tri 16 hiéu chuén
- Hop thubc thir chinh:
+ Thubc thir Lite: 10,0 mL/hop
Khang nguyén bé mit viém gan B da bét hoat & ngudi (phan nhom ad va ay) (~1
ng/mL) duoc gin nhin acridinium ester trong chat dém chira protein; albumin
huyét thanh bo; chit hoat tinh bé mat; chit bao quan
+ Pha rén: 25,0 ml/hop
Khang nguyén bé mit viém gan B tai td hop, phan nhém ad va ay (~3 pg/mL)
duoc lién két vai cac hat latex tir tinh trong chit dém chira protein; albumin huyét
thanh bo; chit hoat tinh bé mat; chit bao quan
| + Thube thir phu trong giéng: 4,0 mL/ hop
Céc hat latex khong tir tinh trong dung dich dém tris; chét hoat tinh bé& mat; chét
b4o quan
- Lo chét hiéu chuén aHBs2 CAL
2,0 mL/lo
‘ Huyét tuong ngudi di xir ly duong tinh v6i cac khang thé khang HBsAg; chit bao




TT Tén hang héa Quy cach DVT | Théng s6 tiéu chuin ky thuit cia hang héoa

—

1 hop Thudc thir chinh + 1 hop Thudc tht pl phu +'2 lo Chét Hiéu chuén + 1 Thé |
‘ DBuong cong chuan + 1 Phiéu gi4 tri 16 hiéu chudn
- Hop thudc thir chinh:
+ Thudc thir Lite: 9,5 mI./hdp
Khéng nguyén 131 viém gan B tai td hop (~0,37 pg/mL) dugc két hop véi khang ‘
thé khang HBc don dong & chudt dugce gian nhan acridinium ester (~0,037 pg/mL) ‘
trong chat dém; albumin huyét thanh bo; chét hoat tinh bé mdt; natri azit (<
| 0,1%); cac chit bao quéan |
+ Pha rin: 25,0 mL/hép
Céc vi hat thuan tir phu streptavidintrong chit dém; albumin huyét thanh bo; chét
hoat tinh bé mat; natri azit (< 0,1%); cac chit bao quan ‘
- Hop Thube thi phu |
| 20,0 mL/g6i thube thir |
‘ Khang thé khang IgM ngudi don dong & chudt duge gén biotin (~0,375 ng/mlL)
‘ trong chit dém; albumin huyét thanh bo; IgG & chudt; chét hoat tinh bé mit; natri

' azit (< 0,1%); cac chét bao quan

-Lo chét hiéu chudn aHBcM CAL |

2,0 mL/lo

Huyét trong ngudi duoc xir Iy duong tinh v6i khang thé IgM khang khang
‘ nguyén HBc; cac chét bao quan
) ' 1 hép Thudc thir chinh + 1 hop Thube thir phu + 2 lo Chét Hiéu chuan + 1| Thé
| Puong cong chudn + 1 Phiéu gia tri 16 hiéu chuin
| ‘ - Hop ghuéc thir chinh:
' + Thuoc thir Lite: 10,0 mL/hdp |
Khang nguyén 161 viém gan B tai td hop (~0,2 pg/mL) duge gidn nhin acridinium
ester trong chat dém; chét hoat tinh bé mat; cac chét bao quén |
+ Pha rédn: 25,0 mL/hdp ,
| Cac vi hat thuén tir phi streptavidin du_qciag_sﬁn béng HBcAg tai to hop dugc

| Hoa chét xét nghiém Anti HBc

gM 100test/hdp hép

7

8 | Hoa chit xét nghiém HBc Total 200test/hop hdp




TT Tén hang hoa Quy cach bVT

Théng s tiéu chuén ky thuit cia hang héa

| gan biotin (~ 0,2 pg/mlL) trong chat dém; kali thioxyanua (5,0%) albumin huyet
thanh bo; chat hoat tinh bé mit; natri azit (< 0, 1%) miit; chat bao quan
+ Thubc thir Chaotrope: 6,0 mL/ hop .
Chét dém; kali thioxyanua (40%); chit hoat tinh bé mat
- Hop Thudc thir phu
20,0 mL/ hop |
Chét dém; kali thioxyanua (5,0%), chét hoat tinh bé mat
| - Lo chit hiéu chudn HBcT CAL |
| ‘ | 2,0 mL/lo

Huyét trong ngudi di xir ly duong tinh v6i khéng thé HBc; albumin huyét thanh
| bo; cac chét bao quan
' Loai mu xét nghiém: Huyét thanh, huyét twong EDTA, huyet tuong lithium ‘
heparin, huyet tuong natri heparin
Thé tich mau: 100 pL
Pham vi phén tich: Chi s6 0,05-1000,00
Bao quan: 2-8°C ‘
g 2LeXe 6n dinh thuc thir sau khi mé nap 60 neay
, - Muc dich sir dung: dung cho chan doan in vitro trong qua trinh phat hién dinh
' ‘ ' ‘ tinh khang nguyén bé mit viém gan B (HBsAg) trong huyét thanh va huyét tuong

| nguoi (EDTA, lithium heparin, natri heparin va natri citrate). |
- 10 | Hoa chit xét nghi¢ém HBsAg 200test/hdp | hop i : 23,1 g%- 1%-131 1;1(:)()50'7(.););,11?:? |
‘ -CV Do téilap: <7.5% CV ) " ) ) |

- Bdo quan: 2-8°C; riéng céc lo chat hi¢u chuan 2-8°C dén khi hét han hodc nhiét

‘ | 46 phong sau mé 8 gio ‘

' Hoé chélt xét nghi¢m HBeAg 50test/hdp | hop




TT Tén hang héa Quycich | DPVT
| 11 | Hoa chét xét nghiém anti HCV 200test/hop hép
| |
| |
i |
12 ‘ Héa chét xét nghiém AFP 100testhop | hdp
| . £ ~r N P
| 13 I,{oa ch'at tao moi truong phan 2x1,51it/hop hop
ung acid
14 }’{(')a chat tao moi trudong phan 2x1,5lit/hop hop
irng base
15 | Hoa chét rira kim hit 1 2x25ml/hép | hop

Théng sb tiéu chuin ki thuit cia hang héa

- Muyc dich st dung: dugc dung cho chin doén in vitro trong qué trinh dinh tinh
khang thé immunoglobulin G (IgG) khang vi-rit viém gan C (HCV) trong huyét
thanh va huyét twong ngudi (EDTA, lithium heparin va natri heparin),
' - Dai do: 0.02—-11.00 Index
-CV Do lap lai: <6.4% CV
-CVDOotailap: <11.5% CV
- Bao quan: 2-8°C; riéng cac lo chét hiéu chuén 2-8°C dén khi hét han hodc nhiét
' 40 phong sau m¢ 8 gi0. S
1 hép Thude thir chinh + 1 Thé Pudng cong chuédn
' Hop thudc thir chinh:
+ Thubc thir Lite: 5,0 mL/ hop
Khang thé thé da dong khang AFP (~0,16 pg/mL) dugc gin nhén acridinium ester
trong dung dich mudi dém; natri azit (0,13%); cac chit bao quan
+ Pha rén: 25,0 mL/hdp
I Khang thé chudt don dong khang AFP (~0,064 mg/mL) duoc lién két cOng hoa tri
| v6i céac hat phén tir thuan tir trong dung dich mudi dém; natri azit (0,11%); cac
| chit bao quén.

' - Dung dich tham gia phan g mién dich -
' - Thanh phan: Acid: Hydrogen peroxide (0.5%); nitric acid (0.1 N)
- Bdo quan: 2 - 30°C

- Dung dich tham gia_ ﬁ}_lén {rng mién dich
- Thanh phan: Base: Sodium hydroxide (< 0.25 N); surfactant
- Béo quan: 2 - 30°C

B Dung dich phu rira kim 1
- Thanh phan: 0,4 N natri hydroxit
|- Bao quan: 2-8°C




Tén hang hoa

| —

16 | Hoa chét rira hé théng

|
Quy cach

2x1,51it/hop hop

VT ‘

o |
17 | Héa chit rira kim hut 3

18 | Hoa chét rira may, phan tng

50ml/hop hép

31it/hép hop

Théng s6 tiéu chuin ky thuat ciia hang héa ‘

- Dung dich tdy rira hé théng
- Thanh phéin: Sodium hypochlorite (0.29%)
- Bao quan: 2 - 30°C l

- Dung dich rtra kim 3

- Thanh phén: Natri hypochlorit (0,5%); natri hydroxit (< 0,5%) ‘

- Bdo quan: 2-8°C

‘ - Dung dich rtra diing trong phan tng mién dich
- Thanh phén: Phosphate-buffered saline; sodium azide (< 0. 1%); surfactant

- Bao quan: 2 - 30°C ‘

Dung dich calib (cho xét nghiém

19 AFP..)

2x2x10ml/hop | hop

Muc dich sir dung: chan doan in vitro khi hi€u chuin cac xét nghiém |
Atellica IM sau ddy str dung Atellica™ IM Analyzer: AFP va CEA. '
Quy cach/Thanh phan: 10995 509 (2-goi)
2 x 2,0 mL chat hiéu chuén nong do thap
2 x 2,0 mL chét hiéu chuin nong do cao
10995510 (6-g6i)
| 6 x 2,0 mL chét hiéu chuin ndng dd thip
6 x 2,0 mL chét hiéu chuén néng dd cao
D0 6n dinh: Chét hiéu chuin dugce déng kho s& én dinh cho dén ngay hét han trén |
| san phém khi dugc bao quan ¢ 2-8°C.
Chét hiéu chuin hoan nguyén s& on dinh trong 28 ngay ¢ 2-8°C.
Chat hiéu chuin hoan nguyén s& 6n dinh trong 4 gid & nhiét do phong. Bdo quan:
2-8°C.

Hoa chat hi€u chuan xét nghiém

20 HBCT

2x2x7ml/hop hop

- Muc dich str dung: dugce dung cho chan doan in vitro khi theo doi viéc thyc hién |
xét nghiém HBcT I
- Thanh phén: Huyét trong ngudi da xir Iy 4m tinh va duong tinh v6i khang thé

| khang nguyén 15i viém gan B; natri azit (< 0,1%); chét bao quan

| - Bdo quan: 2-8°C dén khi hét han st dung, nhiét d6 phong sau mé 8 gi.




Théng sb tiéu chuin k§ thuit cia hang hoa ‘

- Muc dich sir dung: dugc ding cho chan doan in vitro khi theo ddi viéc thuc hién
xét nghiém aHBe |
- Thanh phén: Huyét twong nguoi dd xt Iy 4m tinh va duong tinh véi khang thé
khang khang nguyén HBe; natri azit (< 0,1%); chat bao quan

|- Bao quan: 2-8°C dén khi hét han sir dung, nhiét d6 phong sau ma 8 gio.

IT ‘ Tén hang héa Quycich | DVT ‘
. b ‘
Hoa chét hiéu chuén xét nghiém A A
| Anti Hbe 2x2x10ml/hop | hop
27 ;Ig?j (1:?]?3 hiéu chuin xét nghiém 2x2x10mhop | hop
!»— ; R ] -
23 ggac thgal‘ilI hiéu chuan xét nghiém 2x2x7ml/hop hop
| | H , h,( h ~ h 2 , h n
24 ‘ iy Zgat teu chuan xCtnghicm | 5 x10mimop | hop
L ‘
— |
Hoéa chat hiéu chuan xét nghiém 2x2x10mU/hop ‘ hop |

‘ HBsAg

- Muc dich str dung: dugce dung cho chén doan in vitro trong viéc theo ddi hiu
nang cia x¢t nghiém aHBs2

- Thanh phan: Huyét trong nguoi da xu ly 4m tinh va duang tinh vai cac khang
thé khang HBsAg; chét bao quan |

| - Bao quan: 2-8°C dén khi hét han sir dung, nhiét 46 phong sau ma 8 gio.

- Muc dich st dung: dugc dung cho chan dodn in vitro trong theo doi hleu suat xét |
nghiém aHHBcM

- Thanh phén: Huyét twong ngudi di xt 1y 4 am tinh va dwong tinh véi cac khéng
thé IgM khéng khang nguyén Hbc; chit bao quan

| - Bao quan: 2-8°C dén khi hét han s dung, nhiét d6 phong sau ma& 8 gio. ‘

- Muc dich st dung: dugce dung cho chin doan in vitro khi theo dai viéc thuc hién
xét nghiém HBeAg

- Thanh phan: Chét kiém chuin HBeAg am tinh: huyét trong ngudi di xir Iy 4m
tinh voi HBeAg; natri azit (< 0,1%); chét bao quan

Chét kiém chuin HBeAg duong tinh: rHBeAg; albumin huyét thanh bo; cht
dém; natri azit (< 0,1%); chét bao quan '
- Bao quan: 2—-8°C dén khi hét han sir dung, nhiét do phong sau mé 8 gid ‘
- Muc dich st dung: duoc dung cho chan doan in vitro khi theo ddi viéc thuc hién
cac xet nghiém HBsII va HBsII Conf

- Thanh phan: Huyét tuong ngudi d3 bu canxi Am tinh va duong tinh vi HBsAg;
chit bao quan ‘

| - Bao quan: 2-8°C dén khi hét han sir dung, nhiét d6 phong sau md 8 gies
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26

L 27

28

|'_29_ Coéng phan ung

30

31‘

R

X1V

-

Tén hang hoa

Héa chit hiéu chuin xét nghiém
HCV

Cup phan {ing dé dung miu va
hoa chat

Coéng dung hoa chét hiu chuin

Pau ¢6n hat

B§ tao do am

28 danh muc vit tu tiéu hao
théng thwong

Quy cich bVvT Théng sé tiéu chuin k§ thuit ciia hang héa
- Muyc dich sir dung: dugc E‘mg cho chén doan in vitro trong khi theo ddi viée
thuc hién xcfit nghiém aHCV
2x2x7ml/hop hop | - Thanh phan: Huy®t tuong nguoi da xir ly am tinh va duong tinh véi khang thé
khang HCV; natri azit (< 0,1%); chat bao quan
|- Béo quan: 2-8°C dén khi hét han sir dung, nhiét 46 phong sau m¢ 8 cid
s .. | - Phu hgp dung cho may mién dich
1000 cai/goi gol - La loai cuvet do dugc lam béng nhua cing va trong
1.000 cai/go6i | g6i | Cbc dyng miu 1 mL bing nhua.
3.000 c4i/ g6i | g6i | Cong do phan (g bang nhya dung 1 lan
- o :
6.480 cai/ goi g6i | DPau cbn hut mau biang nhya dung mét lan
5 bd/hop hop | Bo tao dd 4m cho may mién dich.
: - Bé_ng déan c¢6 d9 thoang khong lam b_iyét thuong
- Gac cua bang ¢6 do thdm hit tot, meém va co 16p cach polyethylene ngén cach
100 cai/hdp Cai | gitta vét thuong va gac.

Bang keo ca nhéan

- Bang keo ¢6 thé dung cho da nhay cam.




ER
\

2 | Bom tiém 3cc

bVT

‘ 3 | Bong thAm nudéc

Tén hang héa 1 Quy cach Théng s6 tiéu chuin ky thuit caa hang hoa |
| - Vat liéu lam déc kim, ndp ddy dau kim: Nhua PP nguyén sinh dung trong y . |
‘ - Chét liéu 1am than kim tiém: Thép khong gi, c6 di d6 cing co khi va khong bi
oxy héa.
- Chi tiéu k¥ thuat: ‘
+ Dung tich bom ti€ém: 3ml.
+ Kich ¢& kim: 23G x 1",
100 cai/hop Cai + Dam bdo lién két gitta déc kim va than kim trong diéu kién st dung binh
thudng.
+ Chic chiin, khong bi bé gily, than kim khong bi tudt khoi dde kim.
+ Piston di chuyén dé& dang trong xilanh.
+ Khi va dung dich khong lot qua giang & dau bit piston.
+ Duong kinh, d6 dai kim, vat liéu két cAu kim tiém phu hop tiéu chuén quéc té:
| Khéng bi gay, khong bi quan trong diéu kién st dung binh thudmg. |
| | San phim dwogc san xuit tr 100% bdng xo tu nhién, khéng 14n tap chét va khong ‘
100 gam/gé6t Goi | pha poly. Cong ngh¢ chéu Au giup bong min, chic. Cong nghé tiét trung E.O.Gas | |
d6i v6i nhitng san pham ding trong phiu thuét.
- Buge lam tir nhya y té, chat luong cao.
- Piu col duge thiét ké 6m kin ddu cay micropipet, ddm bao lyc hut cluia cay
4 | Piu cbn tring 0.5-10pl 1000 cai/bi Cii | micropipette, thanh trong d4u col khong dinh nude, dam bao dung tich chinh xac
khi bom.
| | - Thé tich: 0.5- 10pl, chiéu dai 45mm B
| - C6 khia; Chét liéu nhya dung trong y té; Thé tich tbi da: 200pl, chiéu dal 45mm |
! 5 | Diu cén vang c6 khia 200pl 1000 cai/bi Cai | - Chat liéu bing nhua polypropylene |
‘ ‘ f | - Hép khir tring & 121 0C trong vong 15 phut ‘
| - Bing nhira polypropylene,
500 cai/bi Cai | - Tuong thich véi nhiéu loai Micropipet |

' 6 | Dau con xanh 100-1000ul
|

| - Hap khir trang & 121 0C trong vong 15 phiit |




' TT Tén hang héa

|
7 | Ong Serum (6ng nip do)
8 | Ong tring khong nip

Quy cach | bVT Théng s6 tiéu chuin ki thuit ciia hang héa

‘ ' - Ong nghiém nhya PP, kich thuéc 13x75 mm, dung tich t6i da 6ml + 0.1ml, nip
nhua LDPE mau dé.

- Hoa chét bén trong 13 hat nhwra Poly Styrene, gitp tién trinh dong mau dién tién
nhanh chi tir 3 - 5 phiit, chiu duoc luc quay ly tdm gia toc 3.000 vong/phut trong
thoi gian 5 phat.

!_ - Duing tach huyét thanh st dung  trong Xét nghiém sinh héa, mién dich.

- Kich thude 13x75mm. Nhua PS trang trong khéng nip, dung tich t6i da 6ml +

1 0.1ml
- Sir dung nhua tinh khiét trung tinh khong phan tmg vdi cac loai héa chat chita

500 dng/bi ‘ bng

9 ‘Gacyté

10 | Day garo

11

Ong EDTA chan khong

500 dng/bi éng

| bén trong.

100 miéng/gdi | miéng | - 100% cotton, kich thudc 10 x 10cm x 6 16p, khong tiét trung.

10 sgi/ goi Sgi | soi poly, sgi cao su luu hoa, va sgi cotton theo ti 1€ 2:1:2.
- Miu séic: Xanh ddm - -
- Ong nghiém nhya PP, kich thudc 13x75mm, dung tich t6i da 6ml + .1ml, nip
cao su v6i do dan hdi cao, phit boc nhywa mau xanh bién giup thuan loi trong qua
trinh thao tac.
- Héa chét bén trong 1 Ethylenediaminetetraacetic Acid (EDTA) K2 véi ndng dd
\ tiéu chudn dé gitr cac t& bao trong mau nhit 13 tiéu cdu ludn & trang thai tach roi
ong | toi datlr 6 - 8 gi&, chiu dugc luc quay ly tAm gia téc 3.000 vong/phit trong thri
gian 5 phut.
- Duing trong xét nghiém huyét hoc (c6ng thirc mau va xét nghiém HbALc..).
- Thiét ké pht hop cho moi hé thdng may huyét hoc tu dong.
- Nép cao su tinh khiét chét lugng cao gitp kim xuyén qua d& va dan hdi tét,

2400 dng/
thiing

|
|
|

| - Puoc lam tir sgi cotton se tron két h(_)p_ véi sg1 cao su thién nhién, 1a su két hop

' khong gay hién tuong roi vai giot mau ra ngoai, bao v€ ngudi str dung va trénh su |



Tén hang héa

12 | Ong nghiém c6 nép 1,5ml

13

—— e e

14 | Gangtay y té c6 bot

L
15 | Coén 70
-

16 Milyté

f—_ -

17 | Lam kinh

Khiu trang Y té

1000 éng/bi

bVT

| = = -
' lay nhi€ém mau bénh pham.

ong

Théng s tiéu chuin ky thuit ciia hang héa

- Héa chét bén trong ding khang dong cho 2ml méau vdi vach 14y miu 2ml trén
nhan ong.

- Nhya PP y té, trung tinh khong phan tng v6i hoa cht.

- Thé tich 1,5ml c¢6 vach thé tich trén thanh & ong

- Thanh tron lang chéng sir bAm dinh ctia mau bénh phém.
- Chiu dugc nhiét o lanh dong va ly tAm theo tiéu chuén.
- Dung luu méu va vén chuyén mau.

50 cai/ Hop

50 doi/Hop

30 lit/ Can

KhAu trang y té 4 16p 1am tir vai khong dét, thanh nep mui lam tir nhya, ddy deo
co dan; dung d¢€ ngén ngtra bui va vi khuan, st dung 1 14n.

- Gang tay cao su chat liéu thién nhién, c6 bot, chiéu dai toi thiéu 240mm. Size: S,
M

- Dung dé Sat khuan, Iéy vét bin thong thuong, St dung dé sat khuén tay, dung

' cu trong gia dung, y €.
- Thanh phan: Ethanol 70%.

1 cai/bi

cai

- Pugc lam tir vai khong dét polyeste. Mil ¢6 tac dung trum kin diu va toc, nhe va
thoang mat. D4 tiét trang

72 c4i/hdp

~

hop

- Pugc phép st dung trong phong x€ét nghi€ém cho kinh hién vi.
- Thuy tinh trung tinh, trong sudt, khong triy xudc, canh nhin; khong bi ndm
moc, vo trung.

-Cé nguén gbc xuét xr 6 rang.




18

19

20

Tén hang hoa

Lamen (22x22)

Déu ¢6n ¢6 mang loc 1000 pL

Péu cén c6 mang loc 200 pL

100 cai/hdp

96 cai/hop

96 cai/hdp

bVT

hop

Théng s6 tiéu chuin ky thuit ciia hang héa

- Kich thuge: 25,4 x 76,2mm (1" x 3")
- Day 1,0 — 1,2mm, giita cac lam c6 gidy 16t, mdi hop c6 boc gidy ni 16ng han kin
| chonu nhiém khuin (v0 trung),
| - Duoc phép st dung trong phong xeét nghiém cho kinh hién vi.
- Thuy tinh trung tinh, trong sudt, khoéng tray xudc, canh nhan khong bj nim
moc, vo trung. gilfa cac lam c6 gidy 16t, moi hop c6 boc gidy ni 16ng han kin
| chéng nhiém khuan (vé6 tring),
- Kich thuge: 22mmx22mm.
- Bau tip co6 loc 1000 pL, chia vach
- Lam bang nhya khong ¢ chat phu gia cellulose
- Dung trong micropipet hit mau, tip cé loc glup ngédn ngtra nhitng cin va
aerosols co trong dung dich khi hat chat 1ong bang micropipet, giam thiéu nguy
co lay nhiém chéo khong mong mubn.
- Mang loc siéu nho lam bang vit lidu tro ky nuéce, kich thuée 16 loc nhé hon 3 —
4 14n so v&i mang loc khac.
- ba tiét trung: Khi EO
- Pau tip twong thich v&i nhidu loai micropipet tir cac hiing Effendorf, Thermo,
Dlab,...
' - Canh b4o an toan: hang khong doc hai, khéng giy anh hudng dén moi truong.

Hop

| - ba tiét trung: Khi EO

- Pau tip ¢6 loc 200 pL, chia vach

- Lam bang nhya khong cé chét phu gia cellulose

- Dung trong micropipet hiit miu, tip ¢6 loc giup ngin ngira nhitng cén va
aerosols ¢é trong dung dich khi hut chat l6ng bang micropipet, giam thiéu nguy
co lay nhiém chéo khong mong mudn.

- Mang loc siéu nhé lam bang vét liéu tro ky nudc, kich thuée 16 loc nho hon 3 —
4 14n so véi mang loc khac.




Théng s6 tiéu chuén ki thuit cia hang héa

- Pau tip t_uong thich v&i nhiéu loai ;nicropipet tir cac hang Effendorf, Thf_:rmo,

- Canh bao an toan: hang khong doc hai, khong gdy anh huorng dén moi truomg.

| - Pau tip tip ¢ loc 100 uL, chia vach.
- Lam bang nhua khéng ¢6 chat phu gia cellulose

- Dung trong micropipet hut mau tip ¢c6 loc glup ngan ngura nhitng cén va
aerosols co trong dung dich khi hiit chat 16ng bang micropipet, giam thiéu nguy
co 1ay nhiém chéo khong mong mubn.

- Mang loc siéu nhoé lam bang vét liéu tro ky nudc, kich thude 16 loc nhd hon 3 —

- D4u tip tuwong thich v&i nhidu loai micropipet tir cac hing Effendorf, Thermo,

- Canh bao an toan: hang khong doc hai, khong gay anh huéng dén moi trudng.

- Bau tip co loc 20 uL., chia vach

- Lam béng nhya khong ¢6 chat phu gia cellulose

- Dung trong micropipet hut mau tip ¢6 loc glup ngan ngtra nhitng cin va
aerosols c6 trong dung dich khi hut chat long bang micropipet, giam thiéu nguy
co lay nhiém chéo khéng mong mubn.

- Mang loc siéu nhé lam bang vat liéu tro ky nudc, kich thude 18 loc nhé hon 3 —

TT Tén hang héa Quy ciach bvT
Dlab,..
| 21 | PAucdn c6 mang loc 100 pL 96 cai/hop | Hop ‘
! 4 1an so vo1 mang loc khac.
| - Da tigt triung: Khi EO
Dlab,..
22 | P4u cdn c6 mang loc 20uL Hop/96 céi Hop

4 14n so v6i mang loc khac.

- ba tiét trung: Khi EO .

- Pau tip tuong thich véi nhiéu loai micropipet tir cac hiang Effendorf, Thermo,
Dlab

' - Canh bao an toan: hang khong dc hai, khong gy anh huéng dén moi truong.

|
1




TT Tén hang hoa

! Quy cach ‘DVT

Théng s6 tiéu chuin ky thuit ciia hang hoa

| .
23 | DPau coén co6 mang loc 10uL

96 cai’hop

- Piu tip ¢6 loc 10 pL, chia vach

- Lam bang nhya khong co chét phu gia cellulose

- Dung trong micropipet hiit mau, tip ¢ loc giup ngan ngira nhitng cdn va
aerosols co trong dung dich khi hit chat 16ng bang micropipet, giam thiéu nguy
co lay nhiém chéo khong mong mudn.

- Mang loc siéu nho lam bang vat liéu tro ky nudec, kich thudce 16 loc nho hon 3 —
4 14n so véi mang loc khéc.

- Da tiét trung: Khi EO . |
- Péu tip tuong thich véi nhiéu loai micropipet tir cae hidng Effendorf, Thermo,
Dlab,...

- Céanh bao an toan: hang khong ddc hai, khong giy dnh huéng d@ moi trudng.

24 | Khan vai lau siéu am

|
izs

' Nudc cat lan 1
|

26 | Nudc cét 1an 2

100 cai/thung

Cai

Khin bong cao cép, san xuét tr 100% bong tu nhién, thdm hut 6t, than thién véi
moi trudng thich img véi moi lan da.

10 lit/can

5 lit/ can

lit

Nudc ct 1 14n dang léng trong, khong mau, khong mui, khéng vi. Dung trong xét
nghiém sinh hoa va mién dich.

lit

L4 loai nuée cat 2 lan, duoc chung cat thém lan nira va khong c6 chira chit nhiém
ban nao, khéng chira keo ion, hitu co hoac bat ky chat vo co nao.

27 | Dung dich sat khudn tay

28 | Nu6c mubi sinh ly

10 lit/can

lit

Dung dich sat khuén tay nhanh.
Ethanol 70%, Isopropanol 2%, Chlorhexidine gluconate 0,5%,vitamin va cac ta

1 lit/chai

chai

Dung dich nuwéc mudi sinh 1y vé tring Natri Clorid 0,9%.

dugc dudng da tay.




Théng sb tiéu chuin ky thuit ciia hang héa

REF 21343 duogc sit dung trén may Vitek ® 2 dé dinh danh ty déng cac loai nim |

- Dong goi: Hop 20 the nhya, mdi thé duge dong goi kin trong bi riéng 1€, ¢6 ghi |

REF 420739 dugc str dung trén may Vitek ® 2 dé xac dinh d6 nhay cam ctia nim
men dbi véi cac loai khang ndm. |
- Bong goi: Hop 20 the nhura, mdi thé duge dong goi kin trong bi riéng 1¢, cé ghi | |

- Sabouraud Chloramphenicol Agar va héa chit dung dé nudi cay ndm men va |

- Thanh phan c6 Peptone va Tryptone c6 kha nang cung cp mot s hop chit tang
cuong chét dinh duong Dextrose cung cap nang luong; Chloramphenicol e ché
nhleu loai vi khuan va vi sinh vat; pH thdp tao dleu kién cho su phat trién cua

- Ong nghiém thuy tinh, trong suot khong tray xudc, ¢o nap vin 1a nhya chiu |

FTT Tén hang héa ‘ Quy cach bVvT
|
| |
13 danh muc héa chit va vit |
XV tw dung xét nghi¢ém dinh danh
| nim va khang sinh dé cho h¢
thong may Vitek 2-Biomerieux
i | - Thé dinh danh ndm men Vitek ®2 YST YST
' 1 | Card dinh danh ndm 20 thé/hop Thé | men.
16 san Xuit, ngay san xuat va han sir dung.
| - Thé khéng sinh d6 nim Vitek ®2 AST-YS08
2 | Card khang sinh d6 nim 20 thé/hop Thé
B ) B 16 san xuét, ngay san xuét va han st dung.
ndm mdc.
MGéi trudong Sabouraud |
3 Chloramphenicol Agar >00gamvlo Lo ‘
' nAm va trc ché su 6 nhiém vi sinh vat trong cic mau benh pham
- | - Dong g6i: 500¢g/ lo, b ghi 16 san xud, ngay san xuét va han sir dung.
' 4 | Ong nghiém thuy tinh 10ml 100 éng/hdp bng | nhi€t, c6 thé hip vo triing (bao gdm ca phan 6ng nghiém va nip nhya).

|

- Kich thuée: Chiéu dai 10cm, duong kinh @16.



TT Tén hang hoa

Quy cach

‘ 5 | DPia petri nhua

20 dia/gobi ‘ dia

bvT ‘ Théng sb tiéu chuin ki thuat caa hang hoa

- Pia petri nhya hmh tru ¢6 ni nap ddy, vo trung, trong sudt, thich hop dé dé moi
truong khi nubi ciy
Chét liéu: Nhua trong sudt, str dung mot lan
‘ - Pudng kinh: 60mm x 15mm
- Dong géi: 20 dia/gdi, ¢ ghi 16 san xu Xudt, ngay san x xuét va han sir dung.

- Dia petri thiy tinh c6 nép day, day va nép phing, do day ddng nhét, khong bot
va vét thiy tinh, sir dung trong nuéi cy

- Chét liéu: Thuy tinh chiu nhiét, cé thé hap séy tiét trung & nhiét do cao

- Coc thiy tinh, khong triy xudce, trong sudt, c6 thé héap tiét trung, c¢6 chia vach

- Chai thuy tinh 1 trung tinh, trong sudt, nap chai lam bang nhua PP chiu ‘nhiét v6i
roan nap chai chéng ri nuéce. Co6 thé hip tiét tring (bao gbm ca nép nhua va phin

- C6 vach chia chinh x4c theo timng thé tich. .
- Dung tich: 10ml. |

- Que nudi cdy bao gom can ciy va vong cay gan v&i nhau, dung dé ciy bénh \

+ Vong ciy: kim loai, \{c‘)ng cdy thuong cing, dudmg kinh trong vong ciy 4mm, |
duong kinh ngoai vong cdy Smm, dai 85mm. ‘
+ Can cy: kim loai, tay cam nhya PP cach nhiét, dudng kinh 6mm, dai 198mm:. |

- Tam boéng vo trang, 6ng nhua chira que tdm bong bén trong. Pugc st dung dé |

6 | Dia petri thay tinh 20 cai/gbi | céi
|
‘ - Kich thuéce: 60x15mm

7 Cée thily tinh ¢c6 mo 10 céc/h(f)p Céc thé tich trén thanh cbc.

- Dung tich: 1000ml
i__ —- —
|
| 8 ‘ Chai thdy tinh Duran 10 chai/hdp Chai | thay tinh).
! pham 1én moi truong:
-9 | Que nudi cdy INOX 01 cai/bao Cay
|
—— —
50 que/bich Que laasy mau bénh pham.

‘ 10 | Tam bong v trung ldy mau

- Ong nhya dai ~170mm, cén que dai ~55mm.
|- Pong g6i: 1 querbao riéng 1€, 50 que/gdi 16n, co ghi 16 san xuat, nhin ghi xuat |




Théng sb tidu chuin ky thuit ciia hang héa

TT ‘ Tén hang hoa ‘ Quy cach ‘ DVT

| XU, ngady san xuat.

- Pau col 1000p1 vo trung. Dai 73mm.
| - Thé tich hat: 200 — 1000 pl, sai s6 cho phép +5%.

11 | Pau col 1000pl 96 tip/hdp

. - Héa chit nhudm sir dung dé phat hién ndm men va nim méc.
‘ 121 DD. Lactophenol Blue 100ml/chai ml - Pong goi: 100ml/chai, c6 ghi 16 san xuét, nhin ghi xudt xtr, ngay san xuat.

- Que céy nhya v6 trung, dai ~226mm.
- Dung dé cdy bénh phim véo thach dia.
‘ 13 | Que nhya nudi ciy 50 que/bi que | - Vong cdy: dau tron, thé tich 10pl, Iién khdi véi can cy.
- Pong goi: 2 que/bao riéng 1€, thi 50 que. Co6 ghi 16 san xuét, nhéan ghi xuit xir,
| ngay san Xuét.
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