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B (%) EEFRA PuraPharm (Nanning) Pharmaceuticals Co.,Ltd.

EF@IE@%@W%%&&@UE%%E No.46, Ke Yuan Road,Nanning New & High-tech

FHEAE 46 5% Industrial Development Zone, Guangxi,China,

Y CSEECTRN 2Rz RS
Report on the submitted sample identified by the client - Xi Xin

¥ 5L -487%E Product Description YRSEBC T ESRT Xi Xin

1ES4RSE Product Code 1119

¥ m#84% Product Specification 200 /3R g/ bottle

k5% Batch No. A200187610 . “

4 EE A EA(4E/ /) Production Date (Y/M/D)  |2020/12/29 i

HREZ (5/ B/H)Expiry Date (yyyy/mm/dd) |2023/12/28 Mg

A4 2 Quantity Produced 2394 3K bottles
R TERA TS MRS

In sealed bottle of the original package under ambient condition.

¥ U B(HEARAS Sample Receiving Condition

#4575 Manufacturer 4 E Eff Production Department
FeEE R AL Inspected Entity 4: EEER Production Department
#HH Region of Origin 4 EEER Production Department

Bh (HE) EEARLERAPL
PuraPharm (Nanning) Pharmaceuticals Co.,Ltd. Testing Laboratory

H Ayl Region of Destination

86 H BA(SE/ H /B )Testing Period ( yyyy/mm/dd )[2021/01/04 - 2021/01/10

HEIEE - St ARSI E Test Requested, Test Method and Test Results
SHEEEME - Please refer to the following page(s)

FhERER KK

#2557 (%E >\@§éﬁﬁam BRI LB
(TR :«z\\

Signed for: apd on behalf oﬁPu;:

25, m (Nanning) Pharmaceuticals Co.,Ltd. Testing Laboratory

: : Y g &1 3 /f’/
PuraPharm: (Nanmng)P/marmaceutlcals Co., Ltd. Testing Laboratory %4 (E552) g HRARRMRF L
No.46 Keyuan Road, Nanning New and High-tech Industrial Development Zone, Nanning, Guangxi, China #EE B S HmaMHATAZ ERE AR 46 5
Tel BiE: (86) 771-321-8026 + Fax {5E . (86) 771-321-6602 + Website £8t: www.purapharm.com
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T#ER{RHE Test Standard :

(4fEAc SRR mE R4E) STP-QS-41119-03

{ STP for Quality standard of Xi Xin formula granules} STP-QS-41119-03

JHIETE B B4 #1 5% Test Requested and Test Method

SHERIEE Test Items £33 Reference Method
cREREES, 2020 SEAR, SUUEE, BRI 0104

1. ‘AR Appearance ! ) ;
The Pharmacopoeia of the People’s Republic of China 2020, Vol.4, General chapter 0104

BEE S, 2020 SEAR, SEUUER, BRI 0832
The Pharmacopoeia of the People’s Republic of China 2020, Vol.4, General chapter 0832

ThEREE L, 2020 SRR, SEOUER, HEAY 0982
The Pharmacopoeia of the People’s Republic of China 2020, Vol.4, General chapter 0982

2. 7K4¥ Determination of Water

3. MIfE Size of Granule

4. BbiE REREE R, 2020 SFhE, SSIUES, A 0104
Determination of Dispersibility The Pharmacopoeia of the People’s Republic of China 2020, Vol.4, General chapter 0104

rhERISE, 2020 £ERE, SEIUEL, iEH] 0942

The Pharmacopoeia of the People’s Republic of China 2020, Vol.4, General chapter 0942
HHEEEESR, 2020 SERR, SEPUER, A 2321 BEMESSEETREND

The Pharmacopoeia of the People’s Republic of China 2020, Vol.4, General chapter 2321
ICP-MS

FHRTRETEZRY (RGP T

Chinese Medicine Council of Hong Kong { Application Form: Registration of proprietary

5. #£8 Capacity

6. E&MEAETE

Heavy Metals and Toxic Elements

7. REERERE

Pesticide Residue Limit . e
Chinese medicines)

8. THAPIIRIE Microbial Limit

- EE EHEE TAMC (Total Aerobic
Microbial Count)
- BEMEENEAE TYMC (Total

SREYEER, 2020 FERE, SEPUER, A 1105 - 1106 ~ 1107
The Pharmacopoeia of the People’s Republic of China 2020, Vol.4, General chapter 1105+

1106, 1107
Yeast and Mold Microbial Count)
- KB 75E Escherichia Coli
9. B IRE chEgEELs, 2020 £ERR, $EPVOER, R 0512
Aristolochic acid I Limit The Pharmacopoeia of the People’s Republic of China 2020, Vol.4, General chapter 0512

4= Report compiled by (’ﬂ g;;;g ZE1Z Reviewed by - WmT

PuraPharm (Nanning) Pharmaceuticals Co., Ltd. Testing Laboratory %71 (E9%2) ZELAHIRATRRIHL
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A4S Test Results
HIEEIE H Test Items SHEEAEH#E Quality Specification URZAR T Bk Xi Xin

/{;@{“5\.;]1 1L

'E‘} DRy K EERERERRL | RFE - WS -
L.

| ','T ”c' product is greyish yellow to yellowish brown
‘fd A

granu‘ pungcnt and aromatic odour, spicy and numb

FF&#H%E Conform

4.1%
2. K5y Detcrmmanorf of; Watc; 3
LI gt :? ! FF&3#H7E Conform
17F‘“'“ "aﬁ.*%ﬁﬁﬁﬁﬁﬁﬁﬁﬂ%?ﬁ"]?ﬁ*ﬂ%ﬂ%ﬂ{%ﬁ?ﬂ
4 %

3. HIfE Size of Granule

K Eiﬁ 15 % Sum of weight of granules that cannot
pass through sieve No.l and weight of powder that can

pass through sieve No.5=<15 %

FF&#%E Conform

4. Bt
’ FETF&HE%E Shall meet the requirement FFE#H5E Conform
Determination of Dispersibility
5. #£8 Capacity [EFF&#RIE Shall meet the requirement FF&3RE Conform
6. BB RAEITE Heavy Metals and Toxic Elements
548 150.00 me/kg 1.693 mg/kg

- §§ Copper (Cu)

Cu==150.00 mg/kg

FF&#R 1 Conform

- Bl Arsenic (As)

A15iE 41.67 mgikg 2 1500 ug/H

0.275 mg/kg (9.90 ug/H day)

s<241.67 mg/kg or 1,500 pg/day &3R5 Conform
L 538 97.22 mgrkg B 3500 pg/HE| 0.440 mg/kg (15.84 pg/H dose )

- $% Cadmium (Cd)

Cd=<97.22 mg/kg or 3,500 pg/dose &4 Conform

1248 4.97 mg/ke 2 179 pg/ B 0.072 mg/kg (2.59 pg/H day)
- 4% Lead (Pb)

Pb=4.97 mg/kg or 179 pg/day &R 5E Conform

1538 1.00 mglkg 5 36 pg/H 0.004 mg/kg (0.14 pg/H day)
- 7% Mercury (Hg)

Hg==1.00 mg/kg or 36 ug/day FF&#EE Conform
7. BEEEIE & Pesticide Residue Limit

SR R AK B 2 #1<20.05 mg/kg
- UREIE IR Sum of aldrin & dieldrin<s0.05 mg/kg SE#6HH Not detected
Aldrin & Dieldrin (BRHHFR 3L 1.77 pe/ke SRR 2.43 pg/ke &5 Conform

LOD aldrin 1.77 pgfke, dieldrin 2.43 ng/kg)

457 Report compiled by : i 5}@-5/{)

FE1% Reviewed by : M}QT

PuraPharm (Nanning) Pharmaceuticals Co., Ltd. Testing Laboratory 1571 (F%) ZEEFR AT RIS
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NE=- A R S ST 2 A1<0.05 mg/kg

Sum of cis-,trans- & oxy-chlordane<:0.05 mg/kg
(IR IEXEFT 2.05 pgke, RAFE A i& 11} Not detected
1.81 pg/kg, SALFEFT 2.21 nglkg TFE38E Conform

LOD cis- chlordane 2.05 pg/kg, trans- chlordane

k

-

- &/ Chlordane

1.81 pg/kg, oxy-chlordane 2.21 pg/kg )

THREIRE R Z=<0.05 mg/kg
Sum of heptachlor & heptachlor epoxide

41 Heptachl =0.05 mg/kg A Not detected
- 1-# Heptachlor €
(HRHRR % 1.78 ng/kg, RELE 1.97 ngrkg FF&#HE Conform
LOD heptachlor 1.78 pg/kg, heptachlor epoxide
1.97 pg/kg)
44 -FE T, 2,47 -, 4.4 - RS A4 -EREEL
AI=<1.0 mgikg
Sum of p, p’-DDT, 0,p’-DDT, p,p’-DDE, p,p’-TDE
<1.0 mg/kg
o T Fei@H, Not detected
- &% DDT (HRHHPR 4,4 -850 3.73 ng/ke, I ‘
o ss : & 7E Conform
2,47 -5 4.48 pglke, 4.4° - F 2.29 pg/kg, 4,477
&S 2.88 ng/ke
LOD p, p’-DDT 3.73 pg/kg, 0,p-DDT 4.48 uglkg, p,p’-
DDE 2.29 pg/kg, p,p’-TDE 2.88 pg/kg )
SKECM Endri Shonmpke St Not detected
=) ndrin
(#HFR LOD 3.78 pg/kg ) FF&#H5E Conform
=0.1 mg/kg et Not detected
- 7&K Hexachlorobenzene z
(Mt PR LOD 2.16 pg/kg ) FF& T Conform

a-p-F 8-FEfEfe 2 F1<0.3 mg/kg
Sum of a-,5-,8- isomers<:0.3 mg/kg

(F&HER a-757575 1.61 uglke, SRAg ) Not detected
- 7757~ Hexachlorocyclohexane
B-75757N 2.96 pglkg, 8-75757N 1.43 pg/ke F&#E%E Conform

LOD - HCH 1.61 pg/ke, f- HCH 2.96 pg/kg,
8- HCH 1.43 pg/kg)
<0.6 mg/kg 3.03x10% mg/kg
(KR LOD 1.56 pg/kg ) FF&#E Conform

#FF Lindane

454l Report compiled by : ’{ﬁ\%ﬁ/@ &% Reviewed by : Mf
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BERESE - BEEERFEARRER <10
Jmgke

of quintozene, pentachloroaniline and methyl

_ ntachloropheny! sulphide<<1.0 me/kg

Bl ERBIE 192 ke

VR RS 159 ng/ke, FETIHEL 133 pe/ke
LOD quintozene 1.92 pg/kg , pentachloroaniline

e Not detected
&R E Conform

1.59 pg/kg , methyl pentachlorophenyl sulphide

1.33 pug/kg)
8. fAIREH# Microbial Limit
- MEE B Y TAMC (Total 1 <10 cfw/
i <500 cfulg ‘ LS 0 k 2
Aerobic Microbial Count) g 43 &8 5% Conform
- BREAIFESELE TYMC (Total <10 cfu/g
=100 cfu/g
Yeast and Mold Microbial Count) FF&#R%E Conform
= S A /52 Not detected/
- KHEI£75 ] Escherichia Coli F 5t H/5 Not detected/g L m = s
2 }?Jﬁ ,V/ & #H%E Conform
1ty1 KLVl
9. FESRiAEE | IRE TEMUBIRIE | (RHIR 05 pgle) | 0o | bt Not deteoted
Aristolochic acid I Limit Absent aristolochic acid I (Test limit 0.5 ugféf/ FFE&#H5%E Conform
e ot ok ok ok ok okeosk ok
3 e e~ . —
&l Report compiled by : '{0) a'%e 4% Reviewed by : jpw r
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£¥ * Remarks

1 EE RIS ERE" MR EEY -

Test report without the stamp of “For Test/Test Report Only™ is not authorized.

2 R ERENNE "MESIREERE" REgEEY -

Certified copy of test reportwithout the stamp of*“For Test/Test Report Only” is not authorized.

3~ EWES - BRREAD O ARFTEY -

Test report must be authorized by the signature of the bodies of preparation, verification and representative of the testing centre.

4~ |ERY - BEEY -

Test report with modification or lacking of page(s) is not authorized.

5 BERAFHAEE  FREIEE HETHENERBEARHERF - SRHERTRBREREE - AP LORATEE
25 0771-3218026 -

The client is aggrieved by the test result. A request for review shall state in writing the reasons relied upon and shall be made to the testing
centre within 15 days after receipt of the authorized test report. No requirement will be accepted after the definite time. Inquiry hot line is
0771-3218026.

6« EEESE  HAERATLEN OHARE  HEENEARE - SRR SEL -

Name of tested product is provided by the client. The report will refer only to the sample tested. Copy of partial of the test report is not

authorized.

# - HAfRAYIREETEK: Other requirements for Microbial Limit Test

| SRR (EERIY) PEEREA - & 10 g FHREDIPTE -

TCM solid preparation containing animal raw materials (including extract): Absence of Salmonella (10 g).

2. BEHFRDEERERE - & 10 ¢ AEREIFTE  MIEEEMZEEREE 10%cfu (1g)-

TCM solid preparation containing herbal raw powders: Absence of Salmonella (10 g); Not more than 102 cfu of Bile-tolerant gram-negative

bacteria (1 g).

#*# End of Report #iEH5E ***
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