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Beﬂﬁ U?‘H‘ﬂ lﬂﬂiﬁ‘l—lﬂTiﬂ’l‘!ﬁﬂﬂﬁﬂuﬂﬂﬂi ﬂ]ﬂﬂ 359 New Road, Pomprab, Pomprab, Bangkok 10100
s BERLIN PHARMACEUTICAL INDUSTRY CO., LTD. TEL : 0-22254281 (BATuNA 6 oY) FAX : 0-22254260, 0-22231011 | ORIGINAL/TAX INVOICE

TV 00002 1575 BIMIFITIIY nuumnumhwumurm..&ulmmm ATUNN 10400
muﬂvmmwﬁunmmm 0105527028430

1575 Chai-Saguan Bldg, New Petchburi Rd., Rachatawee, Bangkok 10400
ﬁwmnarﬂuﬁmumi [ dninailwgi  [] aw1 coooz (dvinamamyny®h 1/ 1 TEL 0-22524850-7 (87 1WATA 8 MINOIAY) FAX : 0-22524658 (enasoanithiym)
niagnfuavii dnnaluiadui Tudamotu Suiioanienas szoznaimstisziay [muadezduiui | ludumBlundmil
CUSTOMER NO. REF. NO. SALES ORDER DATE TERMS OF PAYMENT DUEDATE __ |TAX INVOICE NO/INVOICE
21271019 | 2056392 641041607 29/04/2564 180 3% 26/10/2564 641042154
awlius  STiwuate wile aomfidadud  STIweyaa e
SOLD TO DELIVERY ADDRESS
eawv‘}:éwﬁ‘aéuﬁan‘wif #7979
nou' Lo
ADDRESS
2. 28 LD 2.73 im0
S.87U79 52140 0 9.8 52140
A v W [ o a - :
Houly ITURTY LT LVGERITETREV) U0 LURRINE
A3 o Mg Date | Exp Date | MM _[miwiy ”:'::::'g“’” UN.ES:I:E fudugni
DESCRIPTION CUANTITY [UNID | oM IE | S, TOTAL
BESTATIN 20 MG.100X10'S 2100591 | 23/02/21| 23/02/24 140 | Box 450.00 63,000.00
b4 650704
ts: Sub Total ### 63,000.00
ser quiiayien aee i
oo
AN
LWATSUNNG
ol NTRINT
)
TIMBUAT (NET AMT) 58,878.50
miayanuiin (vaT) 7% 4,121.50
S1UIURUIIN (TOTAL AMT) 63,000.00
ludede REFNO)  383/2564 MNNER AT NG 2%
J Ve
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i
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o é v - aa ¢ - a
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BERLIN PHARMACEUTICAL INDUSTRY CO., LTD.
wvilszidafiduntiiens o1osserossiso

gefif;

ﬂwmann’luﬁmumu B dwinalusl ] @1 00002 (duinanumanyd)

|1 00002

dninailng  ass ouuiynga maidasdi wadoudsmidagae ngiome 10108

358 New Road, Pomprab, Pomprab, Bangkok 10100
TEL : 0-22254281 (ﬂﬂ.[‘l.ll.m 6 nuwinY) FAX : 0-22254260, 0-22231011
1575 BT ORI aummqm'luu iRy wmmm N{IMM 10400
1575 Chai-Saguan Bldg, New Petchburi Rd., Rachatawee, Bangkok 10400

I ORIGINAL/TAX INVOICE l

1/ 1 TEL 0-22524650-7 (DA TUAIA 8 MUIIAY) FAX : 0-22524658

(anmisooniihuya)

siagnAuavi sunaluiadum Tudamotu fuitoemondis sroznaMITizau [muadsziuiui [ luhdunBlundamil
CUSTOMER NO. REF. NO. SALES ORDER DATE ! TERMS OF PAYMENT DUE DATE TAX INVOICE NO/INVOICE
21274019 | 2056862 6410419353 F! 9 130 2555 641042715
¢ o) " $ 3
oliuR  tsawywiade sie TONAMAUN  ysmgwaads iile
SOLD TO DELIVERY ADDRESS
¢ W W - -
Lavy Y9I L Rund AN
nog %
ADDRESS
9.314¥il0 979 imile
9.8779 52140 9.87074 52140
A B T a -~a
] Ty LS, LA WY Faun (uRiawe
ERULIRE] o Mfg Date | Exp Date | S1W3M _[miamiy ":’;:::'Q“’” ”N.E;f:fﬁ $vmdugni
DESCRIPTION QUANTITY | UNIT | 80w | BaIe TOTAL
AMLOPINE 5 MG.100X10's (4 051504 2100615 | 24/02/21| 24/02/24 50| Box 350,00 17,500.00
CARATEN 12.5 Mo. 10x10's b4 651205 | 2100752 10/03/21 | 10703723 10 | Box 400.00 4,000.00
ANAPRIL 5 MG.100X10'S ;405 1906 | 2100395 | 04/02/21| 04/08/23 80| Box 250,00 20,000.00
HEPALAC 100 ccC. b4 06 1D 0% | 21902036| 08703721 08703723 60|Bottle 42,00 2,520.00
anvfulaensunnduviogus
st: Sub Total *%2 I} 44,020.00
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o). o Y eTJm-:mm
sas 4udLAYTEn see )
o). o MITUNT
o). R Y
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o ) i 3 ' '
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InfoCard NumberQFM-FQC-00109 Revision3 Effective Date02 Nov 2020

Berlin

222 Romklaoe Road, K} ngsampr

Berlin Pharmaceutical Industry Co.,Ltd.

vet, Latkrabang, Bangkok 10520 Thailand Tel 0-2737-6717 Fax. 0-2360- 873(“

CATE OF ANALYSIS

Product Name Bestatin 20 Registered Number 1A 3/44 (NG)
Product Code 001118 Manufactured Date 23/02/2021
Lot Number 2100591 Expiry Date 23/02/2024
Lot Size 1,200,000 Tablets  Amnalysis Date 18/03/2021 - 19/03/202] -
S.R. Ne. : 2100591-Fs-1171  A.R.No. . : 2100591-Fs-1171/0
Appearance Flesh oval biconvex film coated tablets with "BERLIN" on one side and scored on the other
Content Each tablet contains Simvastatin 20 mg
1 RESULTS
Weight variation +7.5% , -3.1%
Average weight 191.0-221.0mg 205.7 mg
(Range of mean weight)
Disintegration time Not more than 30 minutes 7 min 30 sec
Identification The retention time of the major peak in the Complies
) chromatogram of the Assay preparation
corresponds to that in the chromatogram of the
Standard preparation, as obtained in the Assay
Dissolution Not less than 75 % (Q) LA 992 %
is dissolved in 30 minutes Minimum value 974 %
Maximum value 101.9 %
Uniformity of dosage units To meet the requirements
(Content uniformity) Acceptance value : Max 15.0 (L1) 33
Assay
-Simvastatin 90.0 - 110.0 %LA 100.0 %

This laboratory is aceredited in accordance with the recognized International Standard ISO/IEC 17025, This accreditation demonstrates technical competence
for a defined scope and the operation of a laboratory quality system (refer to joint ISO-ILAC-IAF Communique dated April 2017) '

Status : [X] Approved [ 1 Rejected
Remarks * This product complied with ICH Q3D. Elemental Impurities Risk Assessment Report is available upon request.
Analyst ‘ [Nm’ yo 1 ku )rer m']'qwlflrﬁ ]_ 19,03 /2921 (Mr.Teerayut Kulpermtaweerat)
(QC Pharmacist}
Reviewed by / / (Mr.Punlop Inthapichai)
@m- L% (0% ) so2f (QC Section Manager}
Approved by [ et (Ms. Kittima Ampawa)
AL Lo 10D (OC Manager)

Page 1 of 1
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infoCard NumberQFM-FQC-00108 Revision3 Effective Date02 Nov 2020

; Berlin

Product Name
Product Code
Lot Number

! Lot Size

S.R. No.
Appearance

Content

Whlte octagon scored tablets with imprinted "BERLIN" on one side and scored between "A" and "5"
on the other
Each tablet contains : Amlodipine besylate equivalent to Amlodipine 5 mg

Berlin Pharmaceutical Industry Co.,Ltd.
mpravet, Latirabang I]SZO Thailand Tel, 0-2737-6717 Fax. 0-2360-8730

ATE/QF ANALYSIS

222 Romklao Road, X1

Amlopine Registered Number 1A 14/43 (NG)

000105 Manufactured Date 24/02/2021

2100615 Expiry Date 24/02/2024 )
1,350,000 Tablets  Analysis Date 19/03/2021 - 25/03/2021
2100615-Fs-1193  A.R. No. 2100615-Fs-1193/0

Identification

(Content uniformity)

product

Complies .
B : The retention time of the major peak of Complies

the Sample solution corresponds to that

of the Standard solution, as obtained in

the Assay
Assay
- Amlodipine besylate 90.0 - 110.0 %LA 101.5%

equivalent to Amlodipine
Dissolution Not less than 75 % (Q) LA 99.3 %
is dissolved in 30 minutes Minimum value 95.9 %
Maximum value 103.2%

Uniformity of dosage units

Impurities (Organic Impurities)**
- Amlodipine related compound A
- Any unspecified degradation

A : Ultraviolet Absorption

To meet the requirements

Acceptance value : Max 15.0 (L1) 3.0

Not more than 1.0 %
Not more than 0.2 %

Below quantitation Hmit (LOQ = 0.022 %)
0.096 %

Status

Remarks

Analyst

Reviewed by

Approved by

This laboratory is aceredited in accordance with the recognized International Standard ISO/IEC 17025, This accreditation demonstrates technical competence
’ for a defined scope and the operation of a laboratory quality system (refer to joint ISO-ILAC-IAF Communique dated April 2017)

[X] Approved [ ] TRejected

* This preduct complied with ICH Q3D. Elemental Impurities Risk Assessment Report is available upon request
** No lactose, glucose, and galactose in Amlodipine besylate tablets formulation, therefore no need to perform the analysis
of Amlodipins lactose adduct and Amiodipine glucose/galactose adduct (Reference USP ; Formulation-specific impurities)

_[tﬂaldﬂo Tﬂ&ﬂﬂ‘?@ﬁmpon -201[05 IQDZl (Ms.Taddao Tachapermpon)

(QC Pharmarcist)
(Mr.Punlop Inthapichai)
% ol }W/Mu (QC Section Manager)
(Ms. Kittima Ampawa)
(Fo‘o a f °! /Ci v /Zaq (OC Manager) -

Page 1 0of 1
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InfoCard NumberQFM-FQC-00109 Revision3 Effective Date02 Nov 2020

B@E‘Eiﬁ Berlin Pharmaceutical Industry Co.,Ltd.

222 Romklao Road, K.Inngsampravet, Latkrabang, Bangkok 10520 Tballand Tel. 0-2737-6717 Fax. 0-2360-8730

T CERTIFICATE OF AN ALYSIS

Product Name : Caraten 12.5 Registered Number : 1A 21/50 (NG)
Product Code : 000150 Manufactured Date  : 10/03/2021

Lot Number : 2100752 Expiry Date : 10/03/2023

Lot Size : 1,000,000 Tablets  Analysis Date : 31/03/2021 - 03/04/202]
5.R. No. : 2100752-Fs-1434  A.R. No. : 2100752-Fs-1434/0
Appearance Orange round biconvex tablets with scored between "B" and "3" on one side and scored on the other
Content Each tablet contains Carvedilo]l 12.5 mg

eI

g T P R A S N S

110

vvvvvvvvv

Identification A: The retention time of the major peak of the Complies
Sample solution corresponds- to that of the
Standard solution, as obtained in the Assay

B: The UV absorption spectra of the Test Complies
solution and Standard solution exhibit
maxima and minima at the same

wavelengths*

Assay
-Carvedilol 90.0 - 110.0 %LA 99.9 %
Dissolution (Test 1)* Not less than 80 % (Q) LA 104.9 %

is dissolved in 30 minutes Minimum value 103.1%

Maximum value 108.0%

Uniformity of dosage units* To meet the requirements
{Content uniformity) Acceptance value : Max 15.0 (L1) 4.9
Impurities (Organic Impurities)*
-Individual impurities Not more than 0.2 % 0.051 %
(specified or unspecified) _
-Total impurities Not more than 1.0 %- 0.073 %

This laboratory is accredited in accordance with the recognized International Standard ISO/IEC 17025, This accreditation demonstrates technical competen'cc
for a defined scope and the operation of a laboratory quality system (refer to joint ISO-ILAC-IAF Communique dated April 2017)

Status : [X] Approved [ 1] Rejected
Remarks . *ISO/EC 17025 non eccredited

** This product complied with ICH Q3D, Elemental Impurities Risk Assessment Report is available upon request.
Analyst : Thana k r f‘t HOYIﬂSO nﬂucm 0‘,5! 04 {]021 (Mr. Thanalrit Wongsanguan)}

(QC Pharmacist)
Reviewed by C{{) r @Lﬁw wl\'fﬁfl 03 [04 IQUZ[ (Mr. Punlop Inthapichai)
(QC Section Manager)
Approved by H Q{ /\_' 9 /0Le [ LoL( (Ms.Kittima Ampawa)
(OC Munager)

Page 1 of 1




infoCard NumberQFM-FQC-00109 Revision3 Effective Date02 Nov 2020

: ®
Beriin Berlin Pharmaceutical Industry Co.,Ltd.

222 Romldao Road Klongsampravet, Latkrabang, Bnngkok 10520 Thmland Tel 0-2737-6717 Fax 0-2360 8730

CERTIFICATE OF ANALYSIS

Product Name : Anapril 5 Registered Number : 1A 437/38
Product Code : 000095 Manufactured Date : 04/02/2021 :
Lot Number : 2100395 Expiry Date : 04/08/2023 |
Lot Size : 1,500,000 Tablets Analysis Date : 20/02/2021 - 22/02/2021 ]
S.R. No. : 2100395-Fs-0830 A.R. No. : 2100395-Fs-0830/0 ‘
Appearance White end-cut oval biconvex tablets with a score on one side and the other is plain i {
|
Content Each tablet contains : Enalapril maleate 5 mg ;,
TESTS SPECIFICATION | ™ RESULTS
Identification The retention time of the major peak of Complies i
the Sample solution corresponds to that of '
the Standard solution, as obtained in the Assay :
Assay -
-Enalapril maleate 90.0 - 110.0 %LA 99.1 % !
i
Dissolution Not less than 80 % (Q) LA 103.1 % i
is dissolved in 30 minutes Minimum value 101.7% | ]l
Maximum value 104.6 % .
~ |
Uniformity of dosage units To meet the requirements |
(Content uniformity) Acceptance value : Max 15.0 (L1) 5.0 )
Impurities (Organic impurities) Not more than 5.0 % for the sum of all Below detection limit (LOD = 0.260 %) f
: impurities including those from enalaprilat : ;
and enalapril diketopiperazine ‘
i
i
i
|
|
i -;
Status H [X] Approved [ ] Rejected :
‘ Remarks '
} Analyst : %i'ﬂﬂ enarsr P'I‘NCHﬂeg 19-‘ ﬁ'ﬂl 202 | (Ms.Sineenart Piwchineg)
| ; (OC Scientist)

i

|

!

Reviewed by : / (Mr.Punlop Inthapichai) i
W /01 I'L@Z\ (OC Section Manager) : |
.

1

1

|
} Approved by Q{ (M. Ki A )
: ! Kittima Ampawa,
k 29 /O 11202 (OC Manager)
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Praduct Code | BLLHPOOQJOC
Prodiict Name | HEPALAGC

Lot No. . 21802036
Mfg. Date . 08Bs03/2021

Sampling Date 10/03/2021

‘0SOTH INTER LABORATORIES CO.,LTD.

800/8, Moo 11, Siracha Industrlal Patk, Sukhaphiban 8 Road Nangkham,
Sriracha, Chonburi, Thailand, 20230, Tel:038-480766-7, Fax. 038-480828

CERTIFICATE OF ANALYSIS

Reg. Na.

Exp. Date :
Analytical Da:te

TA 603/50

08/03/2023
12/03/2021

Batch Size 8,826 x 100 mi Issued Date ~ ¢+ 17/03/2021
Test Requirements Results
Appearance. Clear pale yellow liquid - Complies ‘
Identiflcation of Lactulose
A HPLC Caresponds te the standard chromatogram. Complies
B. Chemical reaction A red precipitate of cuprous oxide 'is formed. Complies
Related substances
- Fructose Not more than 1% wsw relative to lactulose, <19 w/w
- Galactose Not more thari 18% w/w relative to [actulose. 49 wiw
~ Epilactose Not mare than 8% w.w relative to lactulose. 19 w/w
- Lactose Not more than 12% w/w relative to lactulbse. 306 wiw
Micrabial limit test
- Total serabic microbial count. Not more than 100 cfu/mL. <10 cfu/mL
- Total combined Yeasts/Molds count Nat more than 10 cfu/mt. <10 ctu/mL
- Escherichia coli Absence {n 1 mL. Absence
- Salmonelia spp, Absence in 10 mL. Absence
pH 2.5 - 6.5, after 15 min of cantact with the 4.0
electrodes
Assay of Lactulose 95.0 - 105.0% LA. 101.4% LA,
(C12H22011).
Additional test
Weight/mL at 25 degres celslys 1.18 - 1.38 g/mL. 1.34 g/mL
Deliverable volume The average volume of liquid obtained from the | 101%
10 containers Is not less than 100%, and the
volume of po container is less than 55% of the
volume declared in the labeling.
Tagatose: Not mare than 4% w./w relative to laclulose. 1% wiw

List of active inaredients used

Code Description LTotNo. Bateh Ne.
BLLOO1BL *LACTULDSE CONCENTRATE 1402 P3750
Evaluation PASSED

Analyst L OJIW‘-{ ) QC Pharmacist

(Ms.Rinya Chumbamol)

17 MAR 2021

Date

Date

(MrNithis' Urapiram)

17 MAR 2021

No part of this report or certifleate may be reproduced In any form without written consent ffom the company.
Osoih Inter Labroratories Co.,Ltd. strongly recommends that report is not reproduced except:In fuil.
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Thai Government Procurement
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