CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1dp — Tw do — Hanh phiic

ONG TY TNHH THIET
H{

C
BI KHOA HQC LABONE
Sé: 01/2022/PL-LABONE
Thanh Phé H6 Chi Minh, ngay 29 thang 5 niim 2022

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Cdn ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thing 11 nim 2021 ctia Chinh
phii vé quan Iy trang thiét bi y té
Céin cir Théng te s6 39/2016/TT-BYT ngay 28/10/2016 ciia B$ Y té vé quy dinh

chi tiét viée phdn logi trang thiét bj y té

Chuing t6i phén loai trang thiét bi y té nhu sau
Ngudi dai dién hop phap cia co s¢

thye hi¢n phin logi
(Ky tén, ghi ho tén day du, chirc danh)
Xdc nhdn bang dau hodc chir ky

wiLeny
o wmtw'a"'
Y\ "

% ¥

% &~
L = |

O 4

\

z2/LAB ;0 M|

“t -/ e
=S HO O N "M\"ﬂ'ﬁ ’ -
- \ ST e

- X B

,» .

’\“ \

,"sn ﬁ)%l\ Thi Thanh Nga

Jgj/

Zitig




KET QUA PHAN LOAI TRANG THIET BI Y TE

S6: 01/2022/PL-LABONE, ngay 29/05/2022

Cin cir dé phan loai | Mirc d6 rii
Tén trang thiét bi y Chiing loai Hiing, nuée Hing,nuéc | Mucdichsirdungtheo | oo o pranioal Mucdorni
% = 2 ; y i it ) e mure do ro duge
te M3 san pham san xuat chii 6 hitu chi dinh ciia chii s¢ hira .. .
rii ro phin loai
Coéng Ty TNHH | Céng Ty TNHH | _. N Quy tic 5, phan III
" 32 . - .
Dung Dfi(‘)‘;? TAE T'I;:%(i 2‘2"510%9’ Thiét Bi Khoa Hoc |Thiét Bi Khoa Hoe| ~ ii';g;;‘g“gh;;‘}t‘&wc phulucl, Thongtw| A
777 | Labone/Viét Nam | Labone/Viét Nam R 39/2016/TT-BYT
ng NHH ong Ty TN téc 5, phan 111
. TC0222.100; cf'.."“’ '}‘y & C_o;ng s ke Sir dung trong linh vyc Ry 560, p .
Dung dich TE 1X TC0222.500 Thiét Bi Khoa Hoc |Thiét Bi Khoa Hoc oy i phu luc I, Théng tu A
. Labone/Viét Nam | Labone/Viét Nam P 39/2016/TT-BYT
. | Cong Ty TNHH | Céng Ty TNHH | _, . Quy tic 5, phén 111
Duon %ISIECI;—{ESD (,)P o F,[Iq%%?;i ]5%%’ Thiét Bi Khoa Hoc [Thiét Bi Khoa Hoc o ;iig}gzngh{li,vw phu luc I, Théng tu A
i b =27 | Labone/Viét Nam | Labone/Viét Nam ORI 1 302016/ TT-BYT
Céng Ty TNHH | Céng Ty TNHH T, Quy téc 5, phén III
Dung dich PBS 10X TC0422.500 |Thiét Bi Khoa Hoc |Thiét Bi Khoa Hoc si'nhghoc ia‘m it * | phu luc I, Thong tu A
Labone/Viét Nam | Labone/Viét Nam P 39/2016/TT-BYT
TC0522.100;
i TC0522.300: | Cong Ty TNHH | Céng Ty TNHH Quy téc 5, phan 111
. ng Ty on : " ,
- TC0622.100; |, .~ : h
Dung d!‘i‘f;\dTrlS HCl pH 8,0 ngg 29 ;gg’ Thiét Bi Khoa Hoc |Thiét Bi Khoa Hoc o :,m;lg}::;nghggmvuc phu luc [, Théng tu A
=2 | Labone/Viét Nam | Labone/Viét Nam | S "9¢P 39/2016/TT-BYT
o B TC0722.100;
ik TC0722.500
5 bne tic 5, phan 111
x . TC0822.500; Clo:ng ".l“y A C,(inn Ty bt Sir dung trong linh vuc Wy Pic.3, p Aan
Hoén hgp dNTP mix TC0822.001 Thiét Bi Khoa Hoc|Thiét Bi Khoa Hoc sinh hoc phan ti phu luc I, Théng tu A
| Labone/Viét Nam | Labone/Viét Nam PeP 39/2016/TT-BYT
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KET QUA PHAN LOAI TRANG THIET BI Y TE
86: 01/2022/PL-LABONE, ngay 29/05/2022

J ' _ Cin ¢t dé phan loai | Mite d6 rili
1y | Tén trang thiét biy Chiing loai Hiing, nuéc Hing, nudc | Mucdichsirdungtheo | o [;, : "cd ’ :"
z i . o x . e muc do ro
té Ma san pham sdn xuét chi s6' hitu chi dinh etia chit sé hiru i . " .
rui ro phan leai
F Céng Ty TNHH | Céng Ty TNHH | _. . Quy téc 5, phan III
S¢ cat kho 2 : - :
7 N“"‘;\J"ua;g::eng cé 2%%5;;22' 15%%’ Thiét Bi Khoa Hoc [Thiét Bi Khoa Hoc| S° :ilir;lg};cgznig:l:&vuc phulucl, Thongtw| A
- Labone/Viét Nam | Labone/Viét Nam e p 39/2016/TT-BYT
Céng Ty TNHH | Céng T H téc 5, phan 111
= TC1022.050; |2 ¥ Ong Ty INHE | o b ong Bl | 1Y 120 2 DA
8 | Dung dich Trizol TC1022.100 Thiét Bi Khoa Hoc |Thiét Bi Khoa Hoc s e o phu luc I, Théng tu A
= Labone/Viét Nam | Labone/Viét Nam pePp 39/2016/TT-BYT
i i % ¢ z
_ . . DNARNAvius = [TBOI122.096 | o400 Ty TNHH | Cong Ty TNHH | Si dung tich chiét acid | Quy the 5, phin Il
g [ t“";hujgfj Acid IDNA/RNA virus TP0122.050 | Thiét Bj Khoa Hoc |Thiét Bi Khoa Hoclnucleic tir virut hosc miu| phu luc I, Théng tw | A
Plasmid DNA TP0222.050 | Labone/Viét Nam | Labone/Viét Nam plasmid vi khuén. 39/2016/TT-BYT
. _ Cong Ty TNHH | Céng Ty TNHH | Str dung dé tinh sach | Quy téc 5, phan III
10 Kﬁ:g;;:iih ae(ild TP0322.050 |Thiét Bi Khoa Hoc |Thiét Bi Khoa Hoe|  acid nucleic tir gel phu luc I, Théng tu A
g Labone/Viét Nam | Labone/Viét Nam agarose 39/2016/TT-BYT
qQPCR Master Mix (2X)[TA0122.200 A X ; "
: EOR M Mix (2X) TA0222.500 Coéng Ty TNHH | Céng Ty TNHH % i i 18 8 Quy téc 5, phan III
p | Hen hgﬁ i\damr aster Mix (2X) %% | Thiét Bi Khoa Hoc |Thiét Bi Khoa Hoc ‘;1 éﬁ u_r“: P C‘]’: © |phulucL Théngwr| A
PCR Master Mix with 1., 1275 500 | Labone/Viét Nam | Labone/Viet Nam | P2 08 39/2016/TT-BYT
loading dye (2X)
Thir nghiém phat Céng Ty TNHH | Céng Ty TNHH Quy téc 6, phan III
3 . . ) hanh ph :
i ‘l‘l‘:;‘]‘}fi‘fo‘ il TT0122.050 |Thiét Bi Khoa Hoc|Thiét Bi Khoa Hoc ig:ﬁfg:i‘u'; = pzoi:' phulucl, Thongte| B
pylori Labone/Viét Nam | Labone/Viét Nam | s 39/2016/TT-BYT




KET QUA PHAN LOAI TRANG THIET BI Y TE
S6: 01/2022/PL-LABONE, ngay 29/05/2022

Tén trang thiét bi y Chiing loai Hing, nuéc Hing, nwée | Muc dich sir dung theo Chnclr d’e phﬁan gt Muc g rul
T P - . % . ; e O R i mitc do ro duoe
e Ma sén pham sdn xuit chii sé hifu chi dinh ctia chii s6 hiiu P
rii ro phan loai
Sir dung dé bd sung vao
cac moi trudng thach ) )
) . 1S0222.010; | Cong Ty TNHH | Céng Ty TNHH | mdu, mdi trudong dinh | Quy téc 5, phan III
5 |Med “ﬁﬁéﬁh“ soi TS0222.050; |Thiét Bi Khoa Hoc|Thiét Bi Khoa Hoc|dudng dé nudi ciy cdc vi| phu luc I, Théng tw| A
TS0222.100 | Labone/Viét Nam | Labone/Viét Nam | sinh vt khé tinh va dé | 39/2016/TT-BYT
phan biét vi khudn dua
trén déc tinh tan mau
Plate Count agar TMO0122.010
Compass ECC agar  [TM0222.010
Symphony agar TM0322.010
Chrom Salmonella agar[TM0422.010
Baird Parker agar TM0522.010
BHI broth TM0622.050
i:zzz i:‘: — A Y Cong Ty TNHH | Céng Ty TNHH [Lamdi trudng visinh | Quy thc 5, phan III
14 |Mai trudng vi sinh Naiidixic acid TMO0822.010 |Thiét Bi K{oa Hoc|Thiét Bi K%lﬂoa Hoc ck:c_m lA(_?c/ Akhé_ng_ chonﬁ loc| phu luc I, Théng tu A
S ———— Labone/Viét Nam | Labone/Viét Nam dé nudi cay vi sinh vét. 39/2016/TT-BYT
Ge;ltamicin (00322010
Thach mau ngua TM1022.010
Columbia agar T™1122.010
Thach ndu TM1222.010
Thach ndu ¢6 VCN TM1322.010
Thach ndu ¢6 VTAP  [TM1422.010




KET QUA PHAN LOAI TRANG THIET BI Y TE

S6: 01/2022/PL-LABONE, ngay 29/05/2022

Tén trang thiét biy
té

Hing, nuwéc
san xuit

Hang, nuwéc

chi s6 hiru

Muc dich sir dung theo
chi dinh ciia chii s¢ hiru

Cin cit dé phén loai
mirc d§

rui ro

Mitre d§ rii
ro duge
phén loai

Chiing loai
M3 sdn pham
Thach ndu ¢6 VTCN  [TM1522.010
MacConkey Agar TM1622.010
Salmonella Shigella TM1722.010
\Agar
Hektoen Enteric Agar [TM1822.010
Mannitol Salt Agar TM1922.010
TCBS Agar TM2022.010
TSA TM2122.010
Nutrient Agar TM2222.010
Meat Extract agar TM2322.010
BHI agar TM2422.010
BHI agar ¢
Chloramphenicol [EREES2R,000
Sabouraud Dextrose TM2622.010
agar
SDA c6
7
Chloramphenicol ENIZTAZ0L0
MRSA agar T™M2822.010
Dnase agar TM2922.010

Cetrimide agar

TM3022.010

Mueller Hinton agar

TM3122.010

4% NaCl

Mueller Hinton agar c6

TM3222.010
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S6: 01/2022/PL-LABONE, ngay 29/05/2022

Tén trang thiét biy
té

Chiing loai
Ma sin phim

Hiang, nwréc
- £
san xuat

Hang, nuée
chii s6 hitu

Muc dich sir dung theo
chi dinh ciia chii s hiru

Ciin cir 3¢ phén loai
mire do
rii ro

Mire d9 riti
ro duge
phan loai

Mueller Hinton Blood
agar

TM3322.010

Muller Hinton
Chocolate agar

TM3422.010

Mueller Hinton agar ¢
mau ngua

TM3522.010

Bromocresol Purple
agar

TM3622.010

Kliggler Iron Agar

TM3722.050

Sulfide Indole Motility
(SIM)

TM3822.050

Motility Indol Urease

tring (NS 0,85%)

TM3922.0
(MIU) 20
Lysin decarboxylase
[TM4022.050
(LDC)
Bile Esculin Agar TM4122.050
MOoi trudng dung nap -
222.050
6,5% NaCl [
Simon Citrate Agar  [TM4322.050
Methyl red-Voges
M4422.
Proskauer (MR-VP) T K
Pyruvate broth TM4522.050
Moi truong di dong  [TM4622.050
Nuée mudbi sinh ly vo TM4722.050




KET QUA PHAN LOAI TRANG THIET BI Y TE
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T Tén trang'thiét biy Chiing loz._?i Hang, m_rét: Hang, nuéc Mouc dich sir dung theo Cin c;ii% l;)an loal M:cdiiim
té M3 sian pham san xuat chii s¢ hiru chi dinh cia chii sé hitu o I e
rii ro phan loai
Selectine Cysteine TM4822.050
Peptone kiém TM4922.050
GN Broth TM5022.050
BHI bd sung XV TM5122.050
PHILS sung TM5222.050
Gentamicin
BHI 20% glycerol TM5322.050
Thioglycollate Broth  [TM5422.050
Sinh mau candida agar TM5522.010
Dung dich Glucose-
Methylene Blue FHGeEa0s0
TSB 6,5% NaCl TM5722.050 <)
DMEM nédng do TCL0122.500; =
W8] babngilidn. B oL TCLOI22.100 | 3o Ty TNHH | Cong Ty TNHH | | Quythc 5, phin III =
! ST DMEM néng do TCL0222.500;(, . .. 7. sk Str dung trong phong thi R
15 ql‘lan, nudi cay té U noase thép TCLO0222.100 Thiét Bi K'hnoa Hoc|Thiét Bi Kﬁoa Hoc nghifin, nusi céy  bao phu luc [, Thong tu A L’
bao M1 rone RPMI 1640 Labone/Viét Nam | Labone/Viét Nam i 39/2016/TT-BYT o
e = TCL0322.050

"%4,, MOA 1\
TN




