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BAX® System Lysis Buffer

BT S 1.1 At W 21.03.2022
Z ol I o 2ot Y
24FE - 37} 78 - 71 = (UN RTDG)

22 79| thato| of: UN RTDG
A sl IEE & FE(IMDG) - £ HE
IMDG2) CH4to| ofd.
=8| 31zt &3 7| (ICAO-IATA/DGR) - £7 HE
ICAO-IATAS| CHA0| OF.
H15%: HE A s

15.1 Y EF L= EEE0 ot ATEASZH| ofst A

= ==
>t EE glE.

e
27t 28 A
AU AICS BAE X b2 A HHE0| UAS
CA DSL AR 2 HE =0 AS
CN IECSC BAE X b2 HHE0| UAS
EU ECSI BAEX] b2 HE=0| UAS
EU REACH Reg. BAIEX| 42 THER0| JAS
P CSCL-ENCS BAEX] b2 A HHE0| UAS
KR KECI HAEX] 2 FHEE0 AS
MX INSQ A=K b2 AHHE0| UAS
NZ NZIoC BAEX b2 AHE =20 AS
PH PICCS HAIER| g2 FHE R0 UAS
TR CICR BAE R b2 AHHE0| UAS
T™W TCSI ZE 74 4ES0l HAE
us TSCA BAE X b2 HHE0| UAS

Hal

AICS Australian Inventory of Chemical Substances

CICR Chemical Inventory and Control Regulation

CSCL-ENCS  List of Existing and New Chemical Substances (CSCL-ENCS)

DSL Domestic Substances List (DSL)

ECSI EC 2Z =5 (EINECS, ELINCS, NLP)

IECSC Inventory of Existing Chemical Substances Produced or Imported in China

INSQ National Inventory of Chemical Substances

KECI J|ESEEE 28

NZIoC New Zealand Inventory of Chemicals

PICCS Philippine Inventory of Chemicals and Chemical Substances (PICCS)

REACH Reg. REACHOI| SE&E EZE

TCSI Taiwan Chemical Substance Inventory

TSCA Toxic Substance Control Act

cHstal=: ko Z:9/10
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BAX® System Protease

HIF S 1.1 ik 21.03.2022
H1%: SFStA|Z 1t 2| Aol 2t HE
1.1 HE AEE
HEY BAX® System Protease
MNEHZ(S) ASY2012
1.2 oY ESE =SS0 o 2QlE 2 Y A Z3XE
A HUE B HY-EME
1.3 QHNEBZAXZU SSYUM 4M HE

Qualicon Diagnostics LLC
941 Avenida Acaso
Camarillo CA 93012

o=

M3} 1-302-695-5300
HA:1-302-351-6454

O|H|¥: diagnostics.support@hygiena.com
HALO| E: https://www.hygiena.com

ol (BHEX

2171 & MH|A

diagnostics.support@hygiena.com

1-302-695-5300
O| Ho 2 of2fiet Z#2 JYAIZto2t S917t 7hseh B
08:00 ~ 17:00
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BAX® System Protease

HE HS: 1.1 M et 21.03.2022

H8E: =X LIRS H

81 LEIE

TWA TWA STEL STEL  Ceiling-C Ceiling-C  9HLH
[ppm]  [mg/m?] [ppm] [mg/m3] [ppm] [mg/m?]

KR Glycerin mist 56-81-5 OEL 10 mist | KR-OEL
QFLH
Ceiling-C A0 L EI|E2 ETHSIX| oo} o= Bt S Kot
mist O|AE
STEL ChAIZE o ET|F EEE X|FO| gl 22 1582 J|Zhol| 2t &| 1 X 3t=|X| 2fotof &hi= oHA|
TWA AZE7HE B3 (BAZE =E71F): 8AIZH| 7|28 B2 ZA|ZHof| 25t0d £ £= AltHE
2= #4440 2ot DNELS

Glycerol 56-81-5 DNEL 220 mg/m3 olH|, ¢ ZE2X} (AH) oHe - 24N =8

Tris HC 1185-53-1 DNEL |152,8 mg/m3 oln|, S ZEX (AHY) OFM - HAN 2

Tris HCI 1185-53-1 DNEL | 216,6 mg/kg QIH|, Al ZEXt (M) oHY - MAH Eg
MBS/t

LE I
Glycerol 56-81-5 PNEC | 1.000 M9, S0 0|82 3t 2| AIM (STP) 7| (2H3))
82 LEEX
HHEDH 3o 2|

ne
E
riok
N

el B3 (HQl 2% HH])

OF1/QtH HS
HOIA/OMHE S 2 X23IA|Q

l=N=k=3

-2 Hg
MAES HSEZHS AFREIA|Q. EN 3740 M2t AR S A&l $t8t HSAZEo| HA St A}Rﬁpl Hoj| &M UX|/EXENE SQISHAIR. &
2'S CHA| 523 A Q0ll= BZte Hiy| Mo HZ3| otn & Y2|AQ. E¥ =2xo| A0, A3 %‘;’JQI ststE Med S 32X01H 22
StA|7| S digt

-7|Et HsH
IE 35S 2ol E=7|E F AL, (I Bz Az/HIet Z22)od IR ES E ALRet7|7t A0 E. FF Fol= 22 BN WaAl2.
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BAX® System Protease

HH HZ: 1.1 M et 21.03.2022
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BAX® System Protease

Mz 1 Ehd YW 21.03.2022

i3
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BAX® System Protease

HH HZ: 1.1 Ehd YW 21.03.2022

=7t 25 HEf
AU AICS AL X 2 FHEE0| AS
CA DSL BAEX] b2 AHHE0| UAS
CN IECSC =74 4ES0 A
EU ECSI ZE 78 4250 BAE
EU REACH Reg. BAE X b2 HHEE0| AS
JP CSCL-ENCS A=K 42 AHME0| JUS
KR KECI BAEK b2 A HHE0| UAS
MX INSQ BAEX] b2 HEE0| AS
NZ NZIoC E 74 420 BAIE
PH PICCS BAEX] b2 7 HEE0| UAS
TR CICR HAER g2 FHER0| UAS
T™W TCSI DE 74 4250 BAE
us TSCA BAER g2 FHEE0| AS

Hal

AICS Australian Inventory of Chemical Substances

CICR Chemical Inventory and Control Regulation

CSCL-ENCS  List of Existing and New Chemical Substances (CSCL-ENCS)

DSL Domestic Substances List (DSL)

ECSI EC 2222 (EINECS, ELINCS, NLP)

IECSC Inventory of Existing Chemical Substances Produced or Imported in China

INSQ National Inventory of Chemical Substances

KECI J|ESEEE =5

NZIoC New Zealand Inventory of Chemicals

PICCS Philippine Inventory of Chemicals and Chemical Substances (PICCS)

REACH Reg. REACHO| SE& EXE

TCSI Taiwan Chemical Substance Inventory

TSCA Toxic Substance Control Act
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BAX® System PCR Tablets

HH Hs: 1.0 IhM Gt 21.03.2022
H1%: St Z 1t 2] Abof| 2het "E
1.1 HE AEY

HEY BAX® System PCR Tablets

HE HZ(S) BAX® Sample Tablet, RT Campylobacter ASY2045

12 S EEEIE
3o

e

1.3 QHEAXEL SSM 4MH E

Qualicon Diagnostics LLC
941 Avenida Acaso
Camarillo CA 93012

0|2

M2} 1-302-695-5300

WA 1-302-351-6454

O|H|¥: diagnostics.support@hygiena.com
2 ALO| E: https://www.hygiena.com

ofm| & (BEA

Uz g2ty

71 & MH|A

1.4

(D12748287), E.coli 0157:H7 MP ASY2046
(D12415443), Cronobacter sakazakii ASY2047
(D12415480), Genus Listeria ASY2048 (D12498137),
Listeria mono ASY2049 (D12498110), Salmonella
ASY2050 (D12415473), Yeast and Mold ASY2051
(D12522072), Genus Listeria 24E ASY2052
(D14208527), Listeria mono 24E ASY2053
(D13623810), RT L.mono ASY2055 (D15134243), RT
Shigella ASY2056 (D14816161), RT E.coli O157:H7
ASY2057 (D14227174), Salmonella 2 ASY2058
(D14368493), RT Vibrio ASY2059 (D13915754), RT
Genus Listeria ASY2060 (D15130514), RT
Staphylococcus aureus ASY2061 (D12762673), RT
STEC panel 1 026, 0111, 0121 ASY2062
(D14643070), RT STEC panel 2 045, 0103, 0145
ASY2063 (D14643086), RT STEC screening stx eae
ASY2064 (D14643068), X5 Ecoli 0157:H7 ASY2066
(D15407254), X5 L.mono PACKAGE TABLETS - RT
SHIGELLA 48 ASY2067 (D15407244), X5 Genus
Listeria ASY2068 (D154072390, X5 Salmonella
ASY2069 (D15407227)

ay-2Mg

HI

diagnostics.support@hygiena.com

1-302-695-5300
0| H= 2 offfet 22 FYAIZtol| 2t S2tvt 7Hseh: B
08:00 ~ 17:00

21/



BAX® System PCR Tablets
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M et 21.03.2022

g= 49
=34 AlHd Wt% GHSO|| I} E 27 JEEX
Carbohydrate Excipient CAS Hz >90
64044-51-5
Tris CAS Hs 3-<5
77-86-1
Potassium Chloride CASH= 0,1-<1
7447-40-7
Sodium Chloride CAS #H=z 0,1-<1
7647-14-5
Magnesium Chloride CAS Hz 0,1-<1
(Anhydrous) 7786-30-3
SYBR Green Fluorophor CAS H=z 0,1-<1
163795-75-3
Glycerol CAS #Hz <0,1
56-81-5
Protein Excipient CAS #Hz <0,1
9000-71-9
DNA various sizes CAS Hz <0,1
99675-55-5
dNTP multiple nucleotides <0,1
Fluorophor Dye I CAS Hz <0,1
23491-45-4
AmpliTAQ <0,1
Surfactamps <01
CHEtel=: ko %:2/1
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HgE: =X A IRSH

8.1 LEJZE

TWA STEL STEL Ceiling-C Ceiling-C

[ppm] [mg/m3] [ppm] [mg/m3] [ppm] [mg/m?]

KR Glycerin mist 56-81-5 OEL 10 mist | KR-OEL
oty
Ceiling-C A0 L EJ|ES R0SHK| ook o= Bt E Kot
mist O|AE
STEL A e ET|E B2 X FO| gl= 29 158 7[2H0f| 2E E| 0 XDtE|X| 2OLOf Sh= ohA|
TWA ANZHE e (FAZ =E7|F): 8AIZte| 7|25 ol ZAP|Zhol| 23t £8 = A [LE

Glycerol 56-81-5 DNEL | 220 mg/m? olN|, e ZEX} (M) ok - ZAX X2
2gE A E0 25t PNECE
=33 CAS Hs =3 st 7|1&E ME AN HA LE |2t
Magnesium Chloride | 7786-30-3 PNEC 3,21 M9y, M O0ME gt = IGEE))
(Anhydrous)
Magnesium Chloride | 7786-30-3 PNEC 0,32 M9y, 24 0|42 Y 2 | (2Hel)
(Anhydrous)
Magnesium Chloride 7786-30-3 PNEC 90 MYy, M OME St K2 AM (STP) SR
(Anhydrous)
Magnesium Chloride | 7786-30-3 PNEC | 288,9 M9/\g4 SM OJME Had AME EA (=)
(Anhydrous)
Magnesium Chloride | 7786-30-3 PNEC 28,89 M9/ q M O0ME S AHE =G
(Anhydrous)
Magnesium Chloride | 7786-30-3 PNEC 662,8 M9/iq SN ME EY £h7| (EH2l)
(Anhydrous)
Glycerol 56-81-5 PNEC 1.000 MYy, M OM= St K2 AM (STP) Et] (Tt2))
82 LEEXN
=t 2N |
Uut =7
ol H (el 5 EH|)
QH/RtH HS
(o]
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13.1  H|7|eHH
St KMzjof st HeE
T2 Ha|X| O Q. SHAOR IHES I|SHA|Q. ST HT/OIM B HAXIRE RS2,

B3 I7LEE X 8 S DSHAI7| HHE. H7|S2 ¥R i It H 7|2 B2 7|20| T2 FHFE 4 A= @F = 22|=0fof g

141 fUHS 24 39| tjatol ot

142 |U XY MY U

143 230M| 2lHM S2(S) S =X S

14.4 8I|58 S =X S
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CA DSL A=K b2 7 HH=0|
CN IECSC BAER 2 744
EU ECSI AR g2 FEEE
EU REACH Reg. BAIEX| 42 18
JP CSCL-ENCS AR 42 7MY
KR KECI A K| b2 A HHE0|
MX INSQ BAE|X| b2 T H&
NZ NZIoC AR 2 YL
PH PICCS BAIEX| 42 8
TR CICR AR @2 F8Y
™W TCSI A=K b2 744
us TSCA BAER 2 FE 4
EE]
AICS Australian Inventory of Chemical Substances
CICR Chemical Inventory and Control Regulation

CSCL-ENCS  List of Existing and New Chemical Substances (CSCL-ENCS)

DSL Domestic Substances List (DSL)

ECSI EC 2E 55 (EINECS, ELINCS, NLP)

IECSC Inventory of Existing Chemical Substances Produced or Imported in China
INSQ National Inventory of Chemical Substances

KECI J|ESEEE =5

NZIoC New Zealand Inventory of Chemicals

PICCS Philippine Inventory of Chemicals and Chemical Substances (PICCS)

REACH Reg. REACHO| SE& EXE

TCSI Taiwan Chemical Substance Inventory
TSCA Toxic Substance Control Act
SISHEF MY Wit

o
riot
oot
Mo
Mo
1]
2
e
ret
_K'J_I-
i
Al
Mo
X
Qo
ra
0x
o
=l
N
4>
02
m
Ral
&2
oo

ot U SE2xt0]
oFxt AIEE|= oFAte| ¥E
CAS SIS EE QOF MH|A (3t SXO)| ot 7HE BEE2 S58 RX[Sts AH|A)
Ceiling-C ES IRy

DGR S0 st 778 (IATA/DGR &)

DNEL o e

EINECS RUIIEEEEE

ELINCS Sy M1 EF =8

Z:10/11



H2AXI=
MoEL Public Notice 2020-130

1

rd
od

k

ofaiet 2 Ao

@ hygiena

BAX® System PCR Tablets

M et 21.03.2022

of
gl

MEE[= ofxtel 4

&t

|_
il
<l KE | =
< N | K
or Hiu | of
K 3 Ao
= O or |80
i <} = |of
ol 70 ol | %o .
™ F | BN E { A
= ol Ul (| = | K <0 o 0
R |5 | |8 | o U7 It il
o | P [ — ©°l | = - E.._ = Kir
H mls |= |® oK [° |30 (W |2 |H | & |k Ho
- | B ~ N IR i el = | X [k | OF
oK @ oh o E | g _.ﬂ. S %l | o | HO NN =0 | = _“_H_._.__
L o T A S o o O I el O
T e e el e B o .;_m do | S |H |Ko | ™ | H
o |2 (%1 | D™ | oF | %or F | IH | %o |0 1] = I~ A =
ol 1l OF | o | O RO [T N
N AR AT R A E AL
WIFlE|w|EE(EI2|T(R(T]|8|" w |5
or < T |m 2|2 il 0 @ |5
o = B s | o 2 ]
b < :._. uwo 1o K M 5
Wl <0 = |or
il OH 2 o
= o |
w 00 1o _._O._.“
S H |2
jol oo | Z
Bl =) <
&3
s
[a'4 — (V)
(U] —
(G T ) U [a}
21219 |R|2lo ||z ||z |E|2|S|E|5
OIS |IElC|2|lg|<|Z|C | |8 |a|lb|F|=]|5
< = 5

712 BIEM % K22l EX

OH

Z:11/11

CHtel=: ko



