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' SRIPRASIT

SRIPRASIT PHARMA CO., LTD.
216 MOO 6 SUANLUANG, KRATHUM BAEN, SAMUT SAKHON 74110 Thalland.

Rev:15

TEL. 460 2 420 1632
Quality Control Department
Certificate of Analysis
COA -M13
Product MERTIGO 12 MG Reg No. 1A 190/52
Batch No. 21TG0408 ContolNo.  2T-0574
Manufacturing date 29/03/2021 Expiry date 29/03/2024
Test for Standard Results B
Coro tablet . o
Appearance ‘White round tablet with a bisect and embossed with *M™, White round tablet with a bisect and embossed with ‘™M™,
“S17" on ong side, plain on the other “S17” on one side, plain on the other

Average weight per tab 0.1296 g +7.0% Passed (0.1296 g +0.69% )
Uniformity of weight BP2004 (+ 7.5 %) Pessed ( - 0.92%, + 1.30%)
Uniformity of dosage units In-house Method Meet the requirement
(Content uniformity) 1. 85.0-115.0% LA. 1. 103.1- 106.5%L.A.

2. RSD is not more than 6.0% 2. RSD: L0%
Dissolution’ In-house Method Passed

Not less than 80% (Q) of the labeled amount of Betahistine Average = 107%, Stage 1

mesilate (C,oH,N;0,S,) is dissolved in 30 minutes, ( 105%, 109%, 107%, 107%, 107%, 106%)
Identification In house Method Mect the requirement - .

The retention time of the major peak in the chromatogram |  The retention time of the major peak in the chromatogram of
ot"ihoassayp:epamﬁonoonespondstoﬂxatinthe the assay preparation corresponds to that in the
chromatogram of the standard preparation, as obtained in the c}mmz;togmm of the standard preparation, as obtained in the
assay. zssay, )

Assay content/ Potency .
Bxamined for Bach tablet contains | Method of analysis Reference Required % label amount Result
Betahistine Mesilate 12mg HPLC In-house Method 90.0 - 110.0% LA of Betahistine Passed
mesilate (C,HLMN,0,S,) (104.0% LA)
" * Conclusion s This finiahed product mests the requirement

Dot _ Montreegothom 10- 0t - 2031 Pilin__ Saksveesakulchai _1p-0H- 304

(DUAN (';JAI MON‘IREE;’ATHOMJ (PILIN SAKSREESAKULCHAI)
Analyst Date Quality Control Manager Date



SRIPRASIT

SRIPRASIT PHARMA CO., LTD.
216 MOO 6 SUANLUANG, KRATHUM BAEN, SAMUT SAKHON 74110 Thalland.

TEL. 466 2 420 1832
Quality Control Department
Certificate of Analysis
COA -M07
Product MAFORAN 3 MG Reg No. 1A 97/46
Batch No. 21TG0403 Control No. 2T-0553
Manufacturing date 26/03/2021 Expiry date 26/03/2024
Manufacturer Sriprasit Pharma Co., Ltd. Analyst Nittaya Muengnang
Saropling Date 01/04/2021 Test Date 06/04/2021
Pagelof2
Test for Standard Results
| *Appoarance Dark blue flat round tablet with 8 bisect and dcbossed | Dark blue flat round tablet with a bisect and debossed
with “MAFORAN™, “ 3 * on ane side, plain onthe other | with “MAFORAN", “ 3 * on ane side, plsin on the other
*Average weight per unit 0.1350g+4.0% Passed (0.1350 g + 0.07% )
*Hardness 6-12kg. 10.02 kg.
Uniformity of Dosage Units USP43 Meet the requirement
{Content uniformity) Tho acceptance value of 10 dosage units is less than o¢ The acceptance value = 3.2%
equal 10 15.0%. { T = 102.0%)
Dissolution usr43 . Passed
Not less than 80 9% (Q) of the labeled amount of Warfarin Average =  105%, Stage ‘l
Sodium (C,;H,,N80,) is dissotved in 30 minutes. | (106%, 105%, 105%, 105%, 105%, 101%)
| Organic impurities USP43 Passed
Not more than 0.5% <0.05% (BLOQ)
Identification UsP43 Passed
A. HPLC Method A. 'l'heretaniontimeofthemajorpcakoﬂheS?mple A. Theretention time of the majoc pesk of the
solution oorresponds to that of the Standard Sample solution corresponds to that of the
solution, as obtaified in the Assay. . Standard solution, as obtained in the Assay.
B. Infrared Absorption B. Spectrum of sample comesponds to the spectrum of B. Spectrum of sample corresponds to the spectrum
standard of standard

* The test has not been sccredited by 1SO/ IEC 17025: 2017
BLOQ = Below Limit of Quantitation
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SRIPRASIT

SRIPRASIT PHARMA CcO., LTD.
216 MOO 6 SUANLUANG, KRATHUM BAEN, SAMUT SAKHON 74110 Thalland.

. TEL. +66 2420 1632

Quality Control Department

Certificate of Analysls

COA - M07
Product MAFORAN 3 MG Reg No. 1A 97/46
Batch No. 21TG0403 Control No.  2T-0553
Manufacturing date 26/03/2021 Expiry date 26/03/2024
Manufacturer Sriprasit Pharma Co., Ltd. Analyst Nittays Muengnang
Sampling Date 01/04/2021 Test Date 06/04/2021
‘ Page 20f 2
Assay contend / Potency
. Examined for Each tablet Method of analysis Reference Required % Label amount Result
containg

Warfarin Sodium 3mg HPLC USP43 95.0 - 105.0 % LA of Werfarin Passed
(C,,H,,N20) Sodium (C,,H,,N20,) (102.1% LA)

‘This Jaboratory is accredited in accordance with the recognized International Standard ISO/EC 17023, This accreditation demoastrates technical
competence for a defined scope and the operation of a laboratory qualily system (refer to joint SO — ILAC ~ IAF Communique dated April 2017)
The results relate only to the items tested ‘
Sampling is performed in production cleanroom at controlled temperature not mare than 27°C with procedure sccording to WIQC-02-014
MAFOliAN 3 MG mamfactured by SRIPRASIT PHARMA CO.,LTD. does not contain elemental impurities at Jevels exceeding the permissible limits.
Conclusion : This finished product'mects the requirement

Pilin

sakoeeesakulchal

(PILIN SAKSREESAKULCHAI)
" Approved by QC Autharised person

[0- 04- 3041

Date

The certificate may not be reproduced other than in full except with the prior written approval of Sriprasit Pharma Co., Ltd.

‘Rev:32
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SPS MEDICAL CO,, LTD.

617 nUUIPSMUSN NWIVAADLAW WMAABVA NSVINWY 10600
617 CHAROEN RATH ROAD. KLONGSARN. BANGKOK 10600
InsAwri/Tel. 0-2437-0343-5, 0-2438-3066

Insans/Fax. 0-2438-8060, 0-2438-3055, 0-2862-2835 Email address : sales@sriprasit.com

Tuarsasuinu

RECEIPT

NO.

S114/2111263

Inséwri (no3) (Insw$) 1800-243-888, 1800-243-999 Insars (mo2) (ulind3) 1800-243-800, 1800-243-900

| FMSA2-02-001 Rev:2

~X
uwiGe

ddnoulngd

* Tuldluriviung +
* 1onaseoniDuyn *

Tsawgunaaisaus

n.95un7 B.a3Inus
938NI 33240
045-677014 €19 117

tauusowmogidend
0 105548 0556 90

182 DUWLARNWTHLAYTA T.9

,046-677140

CUSTOMER CODE SALESMAN'S ORDER NO. TERMS SALESMAN 35U DATE
23320016 CREDIT 805U YaAAT
ses LOT. NO FIUDUNAVUIAUSSD siAmUdea: Fuoutdu
- DESCRIPTION T QUANTITY & PACKING | UNIT PRICE AMOUNT
wadlniz un. 217G0408 50 10x1Q0's 130.00 6,500.00
inBuIH 3 wn. 217G0403 50 10x10's 180.00 9,000.00
15,500.00
_ « douan (%)
nuietaviinmudud Ins. 063-6495632, 081-4293287, 095-9428269 15,500.00
- nsridgrs:moaiia [Usadudeluuw “uSuv toanoa wiknoa dinn” X douan (%)
- mngrswemsloutu nsanlbuiuid s “usvn Woakea wiinaa Sain” rdu 15,500.00
- Tuiadosuiduadute:auysni sebeliSenifudunuiBanSelouduiSausosndd dyuan ()
aAauAn 14,485.98 mByarwdy 7 % 1,014.02 Cae .
¢ IS e ——— .,| = ' souifunifgodas: 15,500.00
é’A"J‘T (MHIRLUAIARAS BELUITIN) TOTAL

TasuauAmusrenistAuldgnAsuIdo
RECEIVED IN GOOD ORDER AND CONDITION

@n nn 8NIdU E & O. E.

i USHM teadiied wAnsa 910A
FOR SPS MEDICAL CO., LTD.
Us:rumsna:anstodeuSuuen AV2ITANY Waﬂ
TE=AY =
/
Juoudu {hnannaen tLﬂSuﬂ dosurl aeloBauSuueus o
AUTHORIZED SIGNATURE A

Tasubuliuaodoenouuaunmu
PAYMENT RECEIVED WITH THANKS
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SPS MEDICAL CO,, LTD. , ¥oo wavi A
617 NUUIDSTUSN HEOVAABVAIU UAAABVAIU NSV 3 mh 0 AaUN.UL..
617 CHAROEN RATH ROAD, KLONGSARN, BANGKOK 10600
InsAlwri/Tel. 0-2437-0343-5, 0-2438-3066

Tnsans/Fax. 0-2438-8060, 0-2438-3055, 0-2862-2835 Emall address : sales@stiprasit.com

auativlumdumbuezludeve
LORIGINAL TAX INVOICE / INVOICI

NO.

811472111263

InsAurf (no9) (Insws) 1800-243-888, 1800-243-999 Insans (no2) (ulindws) 1800-243-800, 1800-243-900
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