T y BRED

WESTPOINT PHARMA

%} Certificate of Analysis

| Product:  Microcrystalline G’el{;lldée . |- Product Cod@‘ “‘4005 Manu;%cztl:rgf 1[;ate:
Typss PH-112 ! - N«Pacﬁglq Sﬁecmcatnon Sampling Date:
12 «@U’kg /each bag/each box 2021-04-17
Batch No.: M210405 TestNo.: F210412 Re-evaluation Date:
2023-04-11
Manufacturer: Jiangsu Westpoint Pharmaceutical Excipients Co., LTD.
Test Items Specification Test Results
Appearance (USP,EP,ChP) White or almost white powder Almost white powder
Idetification 1 (USP,EP,ChP) Positive Positive
\detification 2 (USP,EP,ChP) The:degres;of palymenzation.ie 255
not greater than 350.

Conductivity (USP,EP,ChP) NMT 75uS/em 20uS/ecm

pH (USPEPChP) pH5.0-7.5 6.3
Water-Soluble Substances ST 1

0,
(USP,EP.ChP) et i
Ether- Soluble Substances NN 0.08%
(USP,EP.ChP) e e
Loss on Drying (USP,EP,ChP) NMT 1.5% 0.4%
Residue on Ignition (USP,EP,ChP) NMT 0.10% 0.03%
“.&;\n?m\\\,\,\ 5

Heavy Metals (ChP) NMT 0. 0019% 3 —~ Less than 0.0010%

Chloride (ChP) Less than 0.03%

Starch (ChP) Negative
Arsenic  (ChP) NMT obogz ¥ / Less than 0.0002%
Solubility (EP) Dissolve ccsxgzﬁletelyw;x > Dissolve completely
Bulk Density (USP) 0.26-0.36g/ml 0.31g/ml
: b e D10=14-50pm D10=35um,
Particle Size Distribution (USP,EP,ChP> D50=70-150um ,D90=160-295pm D50=110pm ,D90=236pm
Total Aerobic Microbial (USP,EP,ChP) NMT1000cfu/g Less than 10cfu/g
Total Combined Molds and Yeasts
(USPEP,ChP) NMT 100cfu/g Less than 10cful/g
Escherichia coli (USP,EP,ChP) 1gNot detected Not detected
Pseudomonas aeruginosa (USPEP) 1gNot detected Not detected
Staphylococcus aureus (USPEP) 1gNot detected Not detected
Salmonella species (USPEP) 10gNot detected Not detected
Tests have been conducted as per microcrystalline cellulose test method (QS4011-09). The
Conclusion: results are consistent with the standard of China Pharmacopeia(ChP.2020)
European Pharmacopoeia and the United States Pharmacopoeia .
Reporter/Date i A/H#: 72 7 £ 202 o -2 Approver/Date & ftt A/H #: /d” /”"” 30| - o34
‘ «I?ﬁﬁﬁi—%ﬁﬁﬁﬂﬁﬁﬁ NE) it «I?J“éﬂllfﬁ#ll’ﬁ‘%ﬁbﬁlﬁﬁm&r)% G56 i ER4E: 225300
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WESTPOINT PHARMA

CAertificate of Analysis

—T

£mer r“;;?:,«“
Product:  Microcrystallineellulose,

: odluc oﬁe: 4001

Manufacturing Date:

DB Y 2021-03-22 j
Tube: PH-101 N7 ;\.“__ Jtpa"?kﬁg Specification: Sampling Date:
‘ ik % 212910p 1l 20kg /each bag 2021-03-24
Batch No.: M210309 TTest No.: F210322 Re-evaluation Date:
2024-03-21
rManufacturer: Jiangsu Westpoint Pharmaceutical Excipients Coy, LTD: J

Test Items

Specification

Test Results

Appearance (USP,EP,ChP)
Idetification 1 (USP,EP,ChP)

|detification 2 (USP,EP,ChP)

Conductivity (USP,EP,ChP)
pH (USPEP,ChP)

Water-Soluble Substances
(USP,EP,ChP)

Ether- Soluble Substances
(USPEP,ChP)

Loss on Drying (USPEP,.ChP)

Residue on Ignition (USP,EP,ChP)
Heavy Metals (ChP)

Chloride (ChP)

Starch (ChP)

Arsenic (ChP)

Solubility (EP)

Bulk Density (USP)

Particle Size Distribution (USP,EP,.ChP)

Total Aerobic Microbial ¢ USP,EP,ChP)

Total Combined Molds and Yeasts
(USP,EP,ChP)

Escherichia coli (USP,EP,ChP)
Pseudomonas aeruginosa (USP,EP>
Staphylococcus aureus (USP.EP)

Salmonella species (USP,EP)

Tests have been conducted as per mic
results are consistent with the standard
European Pharmacopoeia and the United Sta

Conclusion:

White or almost white powder

Positive

The degree of polymerization is
not greater than 350.

NMT 75uS/cm

pH5.0-7.5

NMT 0.2%

NMT 0.05%

NMT 7.0%
NMT 0.10%

NMT 0.0010% "

NMT 0.08% /574
Negative = |- “ :

.
A

NMT 0.0002%. /7

P N\ '/;;K T V &
Dissolve completely , ;1 05«
Ty s S

0.26-0.36g/ml

D10=14-30um
D50=40-75um ,D90=77-156pm

NMT1000cfu/g
NMT 100cfu/g
1gNot detected
1gNot detected

1gNot detected

10gNot detected

Almost white powder

Positive
264

18uS/cm
6.8

0.13%

2.3%

0.01%

Less than 0.0010%
Less than 0.03%
Negative

Less than 0.0002%
Dissolve completely

0.29g/ml

D10=20pm,
D50=63um ,D90=148pm

Less than 10cfu/g
Less than 10cfu/g
Not detected
Not detected

Not detected

Not detected

rocrystalline cellulose test method (QS4011-08). The
of China Pharmacopeia(ChP.2020)
tes Pharmacopoeia .
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iﬁg@gtificate of Analysis

‘ WESTPOINT PHARMA
Product:  Microcrystalline Cellulose Z % Manufactuzrigzg 1D;2te2:3
Tvpe: PH-102 oecification Sampling Date:
yp v _20Kg7each bag 2021-02-24
Batch No.:  M210209 " Re‘e"a'“gg;’; ggte‘
-02-22
Manufacturer: Jiangsu Westpoint Pharmaceutical Excipients Co., LTD.

Test Iltems

Specification

Test Results

Appearance (USPEP,ChP)
Idetification 1 (USP,EP,ChP)

Idetification 2 (USP,EP,ChP)

Conductivity (USP,EP,ChP)

pH (USP,EP,ChP)

Water-Soluble Substances (USP,EP,ChP)
Ether- Soluble Substances (USP,EP,ChP)
Loss on Drying (USP,EP,ChP)>

Residue on Ignition (USP,EP,ChP>
Heavy Metals (ChP>

Chloride (ChP)

Starch (ChP)

Arsenic (ChP)

Solubility (EP)

Bulk Density (USP)

Particle Size Distribution (USP,EP,ChP)

Total Aerobic Microbial (USP,EP,ChP)

Total Combined Molds and Yeasts
(USP,EP,ChP)

Escherichia coli (USP,EP,ChP)
Pseudomonas aeruginosa (USPEP)
Staphylococcus aureus (USP.EP)

Salmonella species (USP,EP)

White or almost white powder

Positive

The degree of polymerization is
not greater than 350.

NMT 75uS/cm
pH5.0-7.5

NMT 0.2%

NMT 0.05%
NMT 7.0%

NMT 0.10%
NMT 0.0010% _

NMT 0.03% /.
W

0.26-0.36g/ml

D10=15-55um
D50=80-140pm ,D90=170-283um

NMT1000cfu/g
NMT 100cfu/g

1g Not detected
1g Not detected
1g Not detected

10g Not detected

Almost white powder

Positive
263

17uS/cm

6.8

0.13%

0

3.4%

0.01%

Less than 0.0010%
Less than 0.03%
Negative

Less than 0.0002%
Dissolve completely

0.29g/ml

D10=36um,
D50=117pum ,D90=246pum

Less than 10cfu/g
Less than 10cfu/g
Not detected
Not detected
Not detected

Not detected

Tests have been conducted as per microcrystalline cellulose quality standard (QS4011-08).

Conclusion:

The results are consistent with the standard of China Pharmacopeia(ChP.2020)

European Pharmacopoeia and the United States Pharmacopoeia .
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: BED i Certificate of Analysis \
WESTPOINT PHARMA LS Y
'Y \e § i .
Product:  Microcrystall roduct-Catle: 4008 Manufacturing Date:
L % 2021-01-09
_ % ""Packaging Specification: Sampling Date:
Ts: | fAw T 20kg /each bag 2021-01-14
Batch No.: M210104T “"TestNo.: F210116 Re'e"a'“gg;’; gj‘tg‘s \
Manufacturer: Jiangsu Westpoint Pharmaceutical Excipients Co., LTD. 4‘

Test Items

Specification

Test Results

Appearance (USP,EPChP)

|detification 1 (USP,EP,ChP)
|detification 2 (USP,EP,ChP)

Conductivity (USP,EP,ChP)
pH (USPEPChP)

Water-Soluble Substances
(USP,EP,ChP)

Ether- Soluble Substances
(USP,EP,ChP)

Loss on Drying (USP,EP,ChP)

Residue on Ignition (USPEP,ChP>
Heavy Metals (ChP)

Chloride (ChP)

Starch (ChP)

Arsenic  (ChP)

Solubility (EP)

Bulk Density (USP)

Particle Size Distribution (USP,EP,ChP>

Total Aerobic Microbial (USP,EP,ChP)

Total Combined Molds and Yeasts
(USP,EP.ChP)

Escherichia coli (USP,EP,ChP)
Pseudomonas aeruginosa (USPEP)
Staphylococcus aureus (USPEP)

Salmonella species (USPEP)

Tests have been conducted as per microcrystall

White or almost white powder

Positive

The degree of polymerization is
not greater than 350.

NMT 75uS/cm
pH5.0-7.5

NMT 0.2%

NMT 0.05%

NMT 7.0%

NMT 0.0002% 2/,

Dissolve completly

0.29-0.36g/ml

D10=20-175pm
D50=142-280um ,D90=275-480um

NMT1000cfu/g
NMT 100cfu/g
1gNot detected
1gNot detected
1gNot detected

10gNot detected

Almost white powder

Positive
264

25uS/cm
6.7

0.15%

3.3%

0.03%

Less than 0.0010%
Less than 0.03%
Negative

Less than 0.0002%
Dissolve completely

0.36g/ml

D10=88um,
D50=185um ,D90=314pm

Less than 10cfu/g
Less than 10cfu/g
Not detected
Not detected
Not detected

Not detected

ine cellulose test method (QS4011-08). The

Conclusion: results are consistent with the standard of China Pharmacopeia(ChP.2020)
European Pharmacopoeia and the United States Pharmacopoeia .
O = /f* A Y- i~ 9
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WESTPOINT PHARMA ;,
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ificate of Analysis

Manufacturing Date:

Product:  Microcrystalline CelIuI% B oo
A " @%ﬁ, ation: Sampling Date:
Dipe: sibliots . CFFFEVYELS 3#90kg /each bag 2020-08-24
Batch No.: M200806T Test No F200821 Re-evaluation Date:
2023-08-19

Manufacturer: Jiangsu Westpoint Pharmaceutical Excipients Co., LTD.

Test Items

Specification

Test Results

Appearance (USP,EP,ChP)
Idetification 1 (USP,EP,ChP)

Idetification 2 (USP,EP,ChP>

Conductivity (USP,EP,ChP)
pH (USPEPCHhP)

Water-Soluble Substances
(USPEPChP)

Ether- Soluble Substances
(USPEP,ChP)

Loss on Drying (USP,EP,ChP)
Residue on Ignition (USP,EP,ChP)
Heavy Metals (ChP)

Chloride (ChP)

White or almost white powder

Positive

The degree of polymerization is

not greater than 350.
NMT 75uS/em

pH5.0-7.5

NMT 0.2%

NMT 0.05%

NMT7.0%

NMT 0.10%

Almost white powder

Positive
182

21uS/em
6.8

0.07%

0.01%

4.5%

0.06%

Less than 0.0010%
Less than 0.03%

Starch (ChP) Negative
Arsenic  (ChP) NMT 0. 8\@32"1 ; Less than 0.0002%
|\ /5 -
Solubility (EP) Dissolve comﬁfe;qu”w* s Dissolve completely
Bulk Density (USP) 0.35-0.50g/ml 0.40g/ml
: : e D10=12-58um D10=40pum, y

Particle Size Distribution (USP,EP,ChP) D50=86-165m ,D90=180-340m D50=126p1m ,D90=234um
Total Aerobic Microbial (USP,EP,ChP) NMT1000cfu/g Less than 10cfu/g
Total Combined Molds and Yeasts

(USP.EP.ChP) NMT 100cfu/g Less than 10cfu/g
Escherichia coli (USP,EP,ChP) 1gNot detected Not detected
Pseudomonas aeruginosa (USP,EP) 1gNot detected Not detected

Staphylococcus aureus (USP.EP) 1gNot detected Not detected

Not detected

Salmonella species (USPEP) 10gNot detected

Tests have been conducted as per microcrystalline cellulose test method (QS4011-09). The
results are consistent with the standard of China Pharmacopeia(ChP.2020)
European Pharmacopoeia and the United States Pharmacopoeia .

Conclusion:

Reporter/Date i & A/H#: Z /7(5,‘;,,;/,9 03-3)

/{;v&

Approver/Date & it A/H - ’55{:;% 200 08 73
)t |

WEED LA EANAREAERAR Mk ﬂﬁé%}liﬁ*l@%b&l%ﬁmﬁ)‘% G561 HERgm: 225300
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Certificate of Analysis

WESTPOINT PHARMA
Product:  Microcrystallin Manufacturing Date:
icrocrystalli &%ﬂlos% wafgductaed 4010 o
Type: PH-301 i w-*F’zafk'agpr;g%pec:f“ cation: Sampling Date:
”%,3 1p ,,,mw” 20kg /each bag 2020-08-24
Batch No.: M200612T Test No.: F200823 Re-evaluation Date:
2023-06-08
Manufacturer: Jiangsu Westpoint Pharmaceutical Excipients Co., LTD.

Test Items

Specification

Test Results

Appearance (USP,EP,ChP)
Idetification 1 (USP,EP,ChP)

|detification 2 (USP,EP,ChP)

Conductivity (USP,EP,ChP)
pH (USPEP,ChP)

Water-Soluble Substances
(USP,EP,ChP)

Ether- Soluble Substances
(USPEP,ChP)

Loss on Drying (USP,EP,ChP)
Residue on Ignition (USP,EP,ChP)
Heavy Metals (ChP)

Chloride (ChP)

Starch (ChP)

Arsenic  (ChP)

Solubility (EP)

Bulk Density (USP)

Particle Size Distribution (USP,EP,ChP)

Total Aerobic Microbial (USP,EP,ChP)

Total Combined Molds and Yeasts
(USP,EP,ChP>

Escherichia coli (USP,EP,ChP)
Pseudomonas aeruginosa (USP,EP)
Staphylococcus aureus (USP.EP)

Salmonella species (USPEP)

Tests have been conducted as per microcrystalline cellulose test method (QS4011-07). The
results are consistent with the standard of China Pharmacopeia(ChP.2015)
European Pharmacopoeia and the United States Pharmacopoeia .

Conclusion:

White or almost white powder

Positive

The degree of polymerization is
not greater than 350.

NMT 75uS/em
pH5.0-7.5

NMT 0.2%

NMT 0.05%

NMT7.0%
NMT 0.10%

NMT 0. OOW“KHT:% :
sl

NMT 0/03%* :

AYEN
Negatwef -;“
NMTYD GOQZ%

Dlssolvexqo@feielz o &

“'\mm,mw&‘

0.35-0.50g/m

D10<30pm
D50=40-75um ,D90=77-156pm

NMT1000cfu/g
NMT 100cfu/g
1gNot detected
1gNot detected
1gNot detected

10gNot detected

Almost white powder

Positive
176

12uS/em
6.9

0.07%

0.01%

2.1%

0.06%

Less than 0.0010%
Less than 0.03%
Negative

Less than 0.0002%
Dissolve completely

0.40g/mi
D10=15um,

D50=44pm ,D90=114pm

Less than 10cfu/g
Less than 10cfu/g
Not detected
Not detected
Not detected

Not detected

Reporter/Date i & A/E: 277 75 5520 -o;
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Certificate of Analysis
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WESTPOINT PHARMA

| iy g i 5
Product:  Microcrystalline Cellulose\, % S } b4 e
Type: KG-802 : : Sampling Date:
2020-08-12
Batch No.: 200407T Re-evaluation Date:
2023-04-23
Manufacturer: Jiangsu Westpoint Pharmaceutical Excipients Co., LTD.
Test ltems Specification Test Results
Appearance (USP,EP,ChP) White or almost white powder Almost white powder
|detification 1 (USP,EP,ChP)> Positive Positive
\detification 2 (USP.EP,ChP) The degree.afcalmeriaion I8 250
not greater than 350.
Conductivity (USP,EP,ChP) NMT 75uS/cm 16pS/ecm
pH (USPEP,ChP) pH5.0-7.5 6.4
Water-Soluble Substances T 5
. 0.07%
(USP,EP,ChP) A .
Ether- Soluble Substances
NMT 0.05% 0
(USPEP,ChP)
Loss on Drying (USP,EP,ChP) NMT 7.0% 2.1%
0.01%

Residue on Ignition (USP,EP,ChP) NMT 0.10% o=
Heavy Metals (ChP) : Less than 0.0010%

Chloride (ChP) Less than 0.03%

Starch (ChP) Negativ 1\\7 \ i/) \U?S?U Negative
Arsenic (ChP) NMT 0.0002%" S ¢ Less than 0.0002%
Solubility (EP) Dissolve com‘ﬁ?etérf&;?@@ Dissolve completely
Bulk Density (USP) 0.13-0.23g/ml 0.23g/ml
Particle Size ,wt% >250um(60metsh) LT0.5 0.3%,
Particle Size ,wt% >75um(200metsh) 5-30 23%
Total Aerobic Microbial (USP,EP,ChP) NMT1000cfu/g Less than 10cfu/g
Total Combined Molds and Yeasts

(USP.EP.ChP) NMT 100cfu/g Less than 10cfu/g
Escherichia coli (USP,EP,ChP) 1gNot detected Not detected
Pseudomonas aeruginosa (USPEP) 1gNot detected Not detected
Staphylococcus aureus (USP.EP) 1gNot detected Not detected
Salmonella species (USPEP) 10gNot detected Not detected

Tests have been conducted as per microcrystalline cellulose test method (QS4011-07). The

Conclusion: results are consistent with the standard of China Pharmacopeia(ChP.2015)

European Pharmacopoeia and the United States Pharmacopoeia .

S s, 3p e 10
Reporter/Date & A/H Eﬁf‘/éy/ap 083 Approver/Date BHEA/E#: K Ae 277 7% 2

NERED IHFEAARBRARAR il VT3R8 Zo T b I 2550 bR AE 5 G56 Ml ER4R: 225300
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QY  westroinT PHARMA

Product Cod& 4[003

Certificate of Analysis

Manufacturing Date:

Product: = Microcrystalline Cdﬂalose
: 2018-09-28
Tk PH-103 W% ing” ification: Sampling Date:
; Zpk ach bag/each box 2018-10-11
< il Re-evaluation Date:
Batch No.: 1871002 F181002 2020-03-27
Manufacturer: Jiangsu Westpoint Pharmaceutical Excipients Co., LTD.

Test Items

Specification

Test Results

Appearance (USP,EP,ChP)
Idetification 1 (USP,EP,ChP)

Idetification 2 (USP,EP,ChP)

Conductivity (USP,EP,ChP)
pH (USPEP,ChP)

Water-Soluble Substances
(USP,EP.ChP)

Ether- Soluble Substances
(USP,EP,ChP)

Loss on Drying (USP,EP,ChP)

Residue on Ignition (USP,EP,ChP)
Heavy Metals (ChP)

Chloride (ChP)

Starch (ChP)>

Arsenic (ChP)

Solubility (EP)

Bulk Density (USP)

Particle Size Distribution (USP,EP,ChP)

Total Aerobic Microbial (USP,EP,ChP)

Total Combined Molds and Yeasts
(USP,EP,ChP)

Escherichia coli (USP,EP,ChP)
Pseudomonas aeruginosa (USP,EP)
Staphylococcus aureus (USP,EP)
Salmonella species (USP,EP)

Tests have been conducted as per microcrystalline cellulose test method (QS4011-02). The
results are consistent with the standard of China Pharmacopeia(ChP.2015)
European Pharmacopoeia and the United States Pharmacopoeia .

Conclusion:

White or almost white powder

Positive

The degree of polymerization is
not greater than 350.

NMT 75uS/em

pH5.0-7.5

NMT 0.2%

NMT 0.05%

NMT3.0% \\\1ca7\,§**~§
,/.

Néﬂf d em 0%
Nm 0. @3%
Negatnve} ~’ 2 *
NMT 0.0002%"
Dissolve completely

0.26-0.36g/mi

D10=14-30pum
D50=40-75um ,D90=77-156pum

NMT1000cfu/g
NMT 100cfu/g
1gNot detected
1gNot detected
1gNot detected

10gNot detected

Almost white powder

Positive
241

21uS/em
6.0

0.2%

0.02%

1.0%

0.02%

Less than 0.0010%
Less than 0.03%
Negative

Less than 0.0002%
Dissolve completely

0.34g/ml
D10=18um,

D50=54pm ,D90=126pm

Less than 10cfu/g
Less than 10cfu/g
Not detected
Not detected
Not detected

Not detected

Reporter/Date #f # A/H#: 377 75

/J 29/%
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..‘ Certificate of Analysis

WESTPOINT PHARMA = 1\ e #
! Manufacturing Date:
Product:  Microc staii '\.,CeIIuMe; ~Prod @ode 4006
i '%;;,\ ot “*@ 2018-10-12
R eemney Pac!“gﬁmg Specification: Sampling Date:
| Type: PH-113 NG 215, \
| e lze100 k" 20kg /each bag/each box 2018-11-06
Re-evaluation Date:
Batch No.: 181009 Test No.: F181104 :
i 2020-04-11
rManufacturer: Jiangsu Westpoint Pharmaceutical Excipients Co., LTD.
Test Items Specification Test Results
Appearance (USP,EP,ChP) White or almost white powder Almost white powder
|detification 1 (USP,EP,ChP) Positive Positive
\detification 2 (USP,EP,ChP) Thadsgoen,of palymarizgion in 243
not greater than 350.
Conductivity (USP,EP,ChP) NMT 75uS/cm 9uS/em
pH (USP,EP,ChP) pH5.0-7.5 6.0
Water-Soluble Substances oA Do
0,
(USP,EP.ChP) i wiekt
Ether- Soluble Substances PREERY
0,
(USP,EP,ChP) Lo i
Loss on Drying (USP,EP,ChP) NMT2.0% 0.5%
Residue on Ignition (USP,EP,ChP) NMT 0.10% 0.02%
Heavy Metals (ChP) NMT O. 0010% Less than 0.0010%

)‘WN:\.\

- \\m l/r,, 0
Chloride (ChP) NMT 0. 030/” Lo, Less than 0.03%
Starch (ChP) Negative
Arsenic (ChP) Less than 0.0002%
Solubility (EP) Dissolve completely
N o n ’ : s)‘“:
Bulk Density (USP) 0.26-0.36g/Miw,2 2 2 919 G 0.35g/ml
: ) SR D10=14-30um D10=19um,

Particle Size Distribution (USP,EP,ChP) D50=40-75pum ,D90=77-156um D50=56pm ,DI0=136m
Total Aerobic Microbial (USP,EP,ChP) NMT1000cfu/g Less than 10cfu/g
Total Combined Molds and Yeasts

(USPEPChP) NMT 100cfu/g Less than 10cfu/g
Escherichia coli (USP,EP,ChP) 1gNot detected Not detected
Pseudomonas aeruginosa (USP,EP) 1gNot detected Not detected
Staphylococcus aureus (USPEP) 1gNot detected Not detected
Salmonella species (USPEP) 10gNot detected Not detected

Tests have been conducted as per microcrystalline cellulose test method (QS4011-03). The

Conclusion: results are consistent with the standard of China Pharmacopeia(ChP.2015)

European Pharmacopoeia and the United States Pharmacopoeia .
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Certificate of Analysis

Product:

Manufacturing Date:

PP S g 2019-01-15
o Pac.ka'gmg pecification: Sampling Date:
Type:  PH102-SCG = 20kg /each bag 2019-03-04
g Re-evaluation Date:
Batch No.: 190107 N e :
a o} Test No F190302 2022-01-14
Manufacturer: Jiangsu Westpoint Pharmaceutical Excipients Co., LTD.

Test Items

Specification

Test Results

Appearance (USP,EP,ChP)
Idetification 1 (USP,EP,ChP)

Idetification 2 (USP,EP,ChP)

Conductivity (USP,EP,ChP)

pH (USPEP,ChP)

Water-Soluble Substances
(USP,EP,ChP)

Ether- Soluble Substances
(USPEPChP)

Loss on Drying (USP,EP,ChP)

Residue on Ignition (USP,EP,ChP)
Heavy Metals (ChP)

Chloride (ChP)

Starch (ChP)

Arsenic (ChP)

Solubility (EP)

Bulk Density (USP)

Particle Size Distribution (USP,EP,ChP)

Total Aerobic Microbial (USP,EP,ChP)

Total Combined Molds and Yeasts
(USP,EP,ChP)

Escherichia coli (USP,EP,ChP)
Pseudomonas aeruginosa (USP,EP)
Staphylococcus aureus (USP,EP)
Salmonella species (USPEP)

White or almost white powder

Positive

The degree of polymerization is
not greater than 350.

NMT 75uS/icm
pH5.0-7.5

NMT 0.2%

NMT 0.05%

NMT7.0%
NMT 0.10%

l,f ‘\ /-

Negatn,é < o \s
4(—?‘ -";'///4,‘}‘ ; E
NMT08002% ,  “YUS)

U\)\\

Dissolve cﬁl@p}e\él-y» —
Ny d 21291 t;;’\«;@é

0.26-0.36g/ml

D10=20-90um

D50=100-205pm ,D90=220-400pum

NMT1000cfu/g

NMT 100cfu/g
1gNot detected
1gNot detected
1gNot detécted

10gNot detected

Almost white powder

Positive
240

17uS/ecm
6.5

0.2%

0.04%

2.5%

0.03%

Less than 0.0010%
Less than 0.03%
Negative

Less than 0.0002%
Dissolve completely

0.32g/ml

D10=57pm,
D50=158um ,D90=296um

Less than 10cfu/g
Less than 10cfu/g

Not detected
Not detected
Not detected

Not detected

Tests have been conducted as per microcrystalline cellulose test method (QS4011-04). The

Conclusion: results are consistent with the standard of China Pharmacopeia(ChP.2015)
European Pharmacopoeia and the United States Pharmacopoeia .
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