. Svenska

MR Certificate of analysis

Product: Kan Jang Andrographis capsules

Batch no: “400\‘1')/ Batchno. bulk: ...
Extr. Andrographis: ..............oooo, PACIE, THDEE 1 nswmsmmernsnsrsbosimmsnms v smsews oo s
Bxir. BEleutherootous: . ... s nissnsisimasssnnsmmuins COMITIEYS s vimmennmsen s bosmmssunsbsmsmmsnesssnss
Parameter of analysis on packed Method Reference Result
Start End
Appearance Coula T e &) el
Loss on drying Ph. Eur. Curr. Ed. 2.8.17 <7% L/y
Diameter Caliper 7.6 mm £ 0.2 mm 1,5 i
Length Caliper 21.7 mm + 0.3 mm L6 Y e
Uniformity of mass Ph. Eur. Curr. Ed. 2.9.5 | Average =555 mg+7.5% | S25 .
Uniformity of mass deviations Ph. Eur. Curr. Ed. 2.9.5 n <2 deviates 7.5-15% Lst
n =0 deviates >15%
Disintegration Ph. Eur. Curr. Ed. 2.9.1 <30 min YS wadipan
External
Microbial contamination Ph. Eur. Curr. Ed. 5.1.8 Ph. Eur. Cat B ‘
Parameter of analysis on bulk Method Reference Result
Identity SM-010 = ref = L
Assay: UPLC - Andrographolide SM-125 - 138 g [eapsild
UPLC - 14-Deoxy-11,12- SM-125 = ,,«ig o .
didehydroandr. 9/ eapitid
> Andrographolides SM-125 12 - 18 mg/capsule 16 g [capsuie
UPLC - Neoandrographolide SM-125 n.a. "3 e [ capsile
Assay: HPLC - Eleutheroside B SM-066 - O T vmgfeapma b
HPLC - Eleutheroside E SM-066 - O (3 wney Jeapsitd
X Eleutheroside B and E SM-066 0.15-0.51 mg/capsule 0,25 g /capsite
Amount of native extract
Eleutherococcus SM-136 37.5 mg/capsule £10%
Androgrographis SM-136 375 mg/capsule £10%
External
Pyrrolizidine alkaloids [ SOP 805521 Phytolab | < 0.25 pg/capsule* |
*With daily dose of 4 capsules
Date of analysis: ......................... Date of release: .......................
Analyst, sign: ............... [oviiiiiiinens OP-resSponsible: ....qcsexsussnensmsnnsnuanmsenss
Comments: Manufacturing date:

Expiry date (three years):

Doc.no. CoA.FV-
Issue no:
Supersedes: -
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Sida 1/ 1

{ED Rapport
.'."J\N A4 O, Utfardat av ackrediterat laboratorium
= LS L8y O
. O vad =
Mikrolab Stockholm AB PO &
“eprTe ;
Ackred. nie 2025 Svenska Ortmedicinska Ins AB
e Susanna Panosyan
Kdvlingevagen 21
312 50 Vallberga
Datum Kundnummer Provnummer
2021-04-28 20031 K2102825-00
PROVUPPGIFTER
Produkt: Kanjang

Artikelnummer: N/A

Batchnummer: 3400195

Undersdkningstyp: Totalantal odling/fasta produkter
Ankomstdatum:  2021-04-23

Testdatum: 2021-04-23

Testad mangd: 45¢g

Analyskrav enligt: Se metod

Provtagare: Hakan Lejon

Capsule.

ANALYSRESULTAT ~ Metod Resultat Enhet
Aeroba bakterier M0002 <10 " CFUlg
Mdégelsvampar MO0002 <10 CFU/g
Jastsvampar MO0002 <10 CFU/g
Escherichia coli MO0017 Ej pavisad /1g

G-neg. bakterier M0016 <10 CFU/g
Salmonella species MO0018 Ej pavisad 126 g

UTLATANDE OCH UPPLYSNINGAR

TAMC: <10 CFU/g
TYMC: <10 CFU/g
Analys enligt gallande EP 2.6.12/2.6.13 och USP <61>/<62>

Sollentuna ¢
urn: 2021 -ﬁi)j—ZS
. \N_' e e
Susanna Nilsson inda Storbjork
Analysansvarig Laboratorieansvari
* Efter metodbeteckning, anger att metoden ej &r ackrediterad. Resultat vser endast testade produkter.

Upplysningar om métosékerhet for kvantitativa mikrobiologiska analyser Iédmnas pa begéran.

Adresss ~ Telefon - Styrelsens site:
Mikrolab Stockholm AB 08-297900 Sollentuna

Kung Hans Vig 3 E-post: sollentuna.lab@alsglobal.com

192 68 Sollentuna Organisationsnummer

556794-2171



SampleName Kan Jang Andro

Rapport tablett

Current Date 2021-05-06

Processing Method
Start Date 2021-05-05 16:13:06
System Name H_CLASS
Run Time 35.00 Minutes

Eleutherosid B
Eleutherosid E

Batch_No 3400195

Software Empower 3 Software Build 2471

Channel PDA_210.0nm, PDA_220.0nm
Tablet_Weight

Column no.: 427571

Name: Eleutherosid B

SampleName | Batch_No Injecticz:l;/olume SampleWeight | RT Area | Height Name Procent_Amount
1 Kan Jang Andro | 3400195 10.00 30.18800 | 5.368 | 397829 | 32101 | Eleutherosid B | 0.0223
2 Kan Jang Andro | 3400195 10.00 30.18800 | 5.485 | 374764 | 27891 | Eleutherosid B | 0.0210
3 Kan Jang Andro | 3400195 10.00 30.18800 | 5.499 | 412101 | 32830 | Eleutherosid B | 0.0231
Mean 5.450 0.0221
Std. Dev. 007 0.0010
% RSD 13 475
Name: Eleutherosid E
SampleName | Batch_No '“je°ti‘zzl;’°‘”"‘e SampleWeight | RT | Area |Height| Name | Procent Amount
1 Kan Jang Andro | 3400195 10.00 30.18800 | 16.980 | 572241 | 39768 | Eleutherosid E | 0.0242
2 Kan Jang Andro | 3400195 10.00 30.18800 | 17.016 | 574688 | 40088 | Eleutherosid E | 0.0243
3 Kan Jang Andro | 3400195 10.00 30.18800 | 17.053 | 570466 | 39164 | Eleutherosid E | 0.0241
Mean 17.016 0.0242
Std. Dev. 0.04 0.0001
% RSD 02 0.37
Results mg/tablet calculated % found
Eleutherosid B: 012wy | capsnle
Eleutherosid E: 013~y /copsule
Eleutherosides: 0,25 s / r,ﬂf‘f

/,
Sig. /<
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~ SampleName Kan Jang Andro; Batch_No 3400195; Vial 1:A,3; Date Acquired 2021-05-056 22:51:30
CEST; Channel Name PDA_220.0nm
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- SampleName Kan Jang Andro; Batch_No 3400195; Vial 1:A,3; Date Acquired 2021-05-06 00:53:5°¢
CEST; Channel Name PDA_220.0nm
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CEST; Channel Name PDA_210.0nm
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Secoﬁhd identification with PDA Current Date 2021-05-06

, , . Software Empower 3 Software & 13
: , : Eleutherosid B,

rocessing Method Eleuth_PDA . System Name H_CLASS

un Time 35.00 Minutes Eleutherosid E

tart Date 2021-05-05 16:13:06

SampleName Kan Jang Andro Batch_No 3400195

Spectrum Index Plot
Eleutherosid E - 17.053
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Match Plot
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SampleName Kan Jang Andro Batch_No 3400195 Vial 1:A,3 Injection 1 Date
Acquired 2021-05-05 22:51:35 CEST Name Eleutherosid E Match1 Angle

7.695 Match1 Threshold 90.000 Match1 Spect. Name Eleutherosid E

Match Plot
219.7219.7 ~ Eleutherosid B
[ 7\ Match #1 Angle 1.998 Eleutherosid B
[/
/ / 063.7264.3
TN
/ \ ’
L 4
- 35256 394.9
20000 22000 24000 26000 26000 30000 32000 3000 36000 38000
nm

SampleName Kan Jang Andro Batch_No 3400195 Vial 1:A,3 Injection 1 Date
Acquired 2021-05-05 22:51:35 CEST Name Eleutherosid B Match1 Angle
1.998 Match1 Threshold 52.885 Match1 Spect. Name Eleutherosid B

- PDA Result Table B -
Name RT Purity1 Purity1 Match1 Matcht : Matchl |

Angle | Threshold | Spect. Name Angle | Threshold l

1| EleuherosidB | 5483 5239 90000 EleutherosidB| 1998 52885
2| EleutherosidE | 17.063|  6.078|  90.000 | Eleutherosid E 7695 | 90.000#;

Sign. ___// L



Purity Plot
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PA: 6.078 TH: 90.000
SampleName: Kan Jang Andro Batch_No 3400195 Vial: 1:A,3 Injection: 1 Date
Acquired: 2021-05-05 22:51:35 CEST Purity1 Angle: 6.078 Purity1 Threshold: 80.000
Purity
Noise+Solvent (1.00)
Purity Plot
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PA: 5.239 TH: 90.000
SampleName: Kan Jang Andro Batch_No 3400195 Vial: 1:A,3 Injection: 1 Date
~ Acquircd: 2021-05-05 22:51:35 CEST Purity1 Angle: 5.239 Purity1 Threshold: 90.000
Purity
—— Noise+Solvent (1.00)
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Current Date 2021-05-05
‘ Software Empower 3 Software Build 347
Processing Method Andrographis Name Andrographolide, Column no.: Acquity UPLC BEH C18 1.7y
Start Date 2021-05-05 09:47:18 CEST Neoandrographolide, Q1778000715504
Deoxy-didehydroandrographolide  Channel 205 nm, 254 nm, 223

Batch_No 3400195 Run Time 5.00 Minutes

SampleName Kan Jang

Tablet_weight:

Component Results
Name: Andrographolide

‘SarhpleName Eétch_No SampleWeight | RT { Area | Height Namé PercenLamount
1 KandJang | 3400195 388400 2077 | 686188 | 293954 | Andrographolide| 2, LS
2 |KanJang | 3400195 & 3.88400 2079 686984 294074 Andrographolide| 7. ( L8
3 Kan Jang 3400195 3.88400 | 2.081 i 688935 | 294607 | Andrographolide 26735
mMean ,. | B 2114 7 L 2,629
Std. Dev. 00|
%RSD | o]l
Component Results
o Nar[l;e_;_"Neoand;ogr_agholide
SampleName | Batch_No | SampleWeight | RT | -Area | Height Name Percent_amount
1 KanJang | 3400195 |  3.88400 | 3.033 162098 128980 Neoandrographoide| () 33§
"2 Kandang | 3400195 388400 | 3.034 | 163340 129369 | Neoandrographolide | U, 7 4o
3 KanJang 3400195 383400 | 3034 | 163731 120927 | Neoandrographolide| o, 742
Mean | N ‘ 30 3 O, Y0
' Std. Dev. o0 |
% RSD ‘ ' 00
' ' ComponentResults
) ( Name: Deoxy-didehydroandrographolide _ -
San'pl_e_Name‘ Batch_No | SameleWeig ht RTW;VArea Heilg h,t Name Percent_an?gﬂij
1 Kan Jang 3400195 3.88400 | 3.315 | 71523 | 39793 Deoxydidehydroandrographolide?‘ @i’SH 04
2 | KandJang | 3400195 1388400 | 3.317 71383 | 39808 | Deoxy-didehydroandrographolide | ¢, 3 !
3 |Kandang | 3400195 388400 3317 71387 39914  Deoxy-didehydroandrographolide | () 34| |
Mean | 33 034y |
Std. Dev. - 00 §
%RSD ool ]
Results mg/tbl calculated %found
Andrographolide: (3,% Mj/f"b}

Deoxy-11,12-didehydroandrographolide: [, % 4 /b

Total andr and DDD-andr: /5/ b m 9 /%b/

Neoandrographolide: 54 | / +ol
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~ SampleName Kan Jang; Batch_No 3400195; Vial 1:A,1; Injection 1; Date Acquired 2021-05-05
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~ SampleName Kan Jang; Batch_No 3400195; Vial 1:A,1; Injection 2; Date Acquired 2021-05-05
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SampleName Kan Jang; Batch_No 3400195; Vial 1:A,1; Injection 1; Date Acquired 2021-05-05
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Sample Name:
Batch No:

1200000.000000 :
1000000.000000
800000.000000
600000.000000
400000.000000
200000.000000 |

0.000000

Injection
1
2
3
Average

Tablet weight:

Tablet content:

Sample Weight

Kan Jang Andrographis
3400195

y =6.71218E+06x + 1.95097E+03
R? =9.99965E-01

Andrographolide

)

0.02 0.04 0.06 0.08 0.1 0.12 0.16

Peakarea Conc
686188 2.625E-02
686984 2.628E-02
688935 2.635E-02
687369 2.629E-02

3.884
3.884
3.884
3.884

Percent amount
2.629

525 mg
13.80 mg/tab

2021-05-05

Y

Date:

Sign:

0.18



Sample Name:  Kan Jang Andrographis
Batch No: 3400195

Neoandrographolide

400000
350000 |
300000
250000 el
1 .o
p10.¢610¢ QN RS, ST SI————
[ R S X ®
150000 ore e
100000 | e
! o
50000 | e
0 0.01 0.02 0.03 0.04
Injection Sample Weight Peakarea Conc
1 3.884 162998 7.382E-03
2 3.884 163340 7.398E-03
3 3.884 163731 7.416E-03
Average 3.884 163356 7.399E-03
Percent amount
0.740
Tablet weight: 525 mg
Tablet content: 3.88 mg/tab
Date:
Sign:

y = 5.67001E+06x + 4.20263E+02
R?=9.99962E-01

R
O
. (.®."
0.05 0.06
2021-05-05

/s

0.07



Sample Name: Kan Jang Andrographis

Batch No: 3400195
Deoxy-didehydroandrographolide y = 5.36591E+06x + 2.48355E+02
R? = 9.99948E-01
250000
200000 ®
T I R et o
iiiovaie s WU NSNS TSSESSS—— T SN———— @
@
100000 i
....... o
1. (JE NI W— - .l
e
| o
0 0.005 0.01 0.015 0.02 0.025 0.03 0.035 0.04
Injection Sample Weight Peakarea Conc
1 3.884 71523 3.42E-03
2 3.884 71383 3.41E-03
3 3.884 71387 3.41E-03
Average 3.884 71431 3.42E-03
Percent amount
0.342
Tablet weight: 525 mg
Tablet content: 1.79 mg/tab
Date: 2021-05-05

Sign: / (e




