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BERLIN PHARMACEUTICAL INDUSTRY CO., LTD.  [EL : 0-222542

350 New Ro
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8
Berlln Berlin Pharmaceutical Industry Co.,Ltd.

222 Romklao Road, Klongsampravet Latkrahang, Bangkok 10520 Tha:land Tel 0-2737—6717 Fax. 0-2360-8730)

- CERTIFICATE OF ANALYSIS

Product Name : Prenclol 50 Registered Number : 1A 496/32
Product Code : 001075 Manufactured Date : 01/02/2020
Lot Number : 2000299 Expiry Date : 01/02/2024
Lot Size : 900,000 Tablets Analysis Date : 12/02/2020 - 13/02/2020
S.R. No. : 2000299-Fs-0658  A.R. No. : 2000299-Fs-0658/0
Description White round biconvex film-coated tablets with "BERLIN 50" on one side and scored on the other
Countent Each tablet contains : Atenolol 50 mg
Identification A : Infrared Absorption CC'mP]leS

B : The retention time of the atenolol peak of the Complies

Sample solution corresponds to that of the
Standard solution, as obtained in the Assay.
Assay
- Atenolol 90.0-110.0 %LA 102.5 %
Dissolution Not less than 80 % (Q} of the labeled amount 102.1 %
of Atenolol is dissolved in 30 minutes Minimum value 96.0 %
Maximum value 104.9 %
Uniformity of dosage units To meet the requirements
{Content uniformity) Acceptance value : Max 15.0 (L1) 42
Status : [X] Approved [ 1 Rejected
Remarks : -
Analyst : RISAUEE S wletlioge (Ms.Narisa Seesung)
(OC Scientist)

Reviewed by : ' ?,O'l \rww (Mr.Punlop Inthapichai)
(OC Section Manager)
Approved by : (Ms. Kittima Ampawa)
\3 j02/ 2oro (0C Manager)

Page 1 of 1
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Berlln Berlin Pharmaceutical Industry Co.,Ltd.
222 Romkiao Road, Klongsampravet, Latkrabang, Bangkok 10520 - Thailand Tel. 0-2737-6717 Fax. 0—2360-81301

| _ CERTIFICATE OF ANALYSIS

Product Name : Caraten 6.25 Registered Number : 1A 22/50 (NG)
Product Code : 000149 Manufactured Date : 27/01/2020
Lot Number : 2000235 Expiry Date : 27/01/72022
Lot Size : 1,000,000 Tablets  Analysis Date : 05/02/2020 - 07/02/2020
S.R. No. : 2000235-Fs-0547  A.R.No. : 2000235-Fs-0547/0
Description Yellow round biconvex tablets with scored between "B" and "1" on one side and scored on the other
Content Each tablet contains  : Carvedilol 625 mg

. TESTS  SPECIFICATION RESULTS
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 99.3 %
Dissolution (Test 1)* Not less than 80 % (Q) LA 98.8 %

is dissolved in 30 minutes Minimum value 96.4 %

Maximum value 101.5 %

Uniformity of dosage units* To meet the requirements
(Content uniformity) Acceptance value : Max 15.0 (L1) 5.6
Impurities (Organic Impurities)*
-Individual impurities Not more than 0.2 % Below detected limit (LOD = 0.005 %)
(specified or unspecified}
-Total impurities Not more than 1.0 % Below detected limit (LOD = 0.005 %)

This laboratory is accredited 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-LAF Communique dated April 2017)

Status : [X] Approved [ 1 Rejected
Remarks : * ISO/IEC 17025 non accredited
Avalyst : Taddao  Tachapermpon 09/02(2626 (vt Taddao Tachapermpon)

(QC Pharmacist)
Reviewed by : n lo 2 ) 2010 {Mr.Puniop Inthapichai}
(QC Section Manager)
Approved by : (M. Kittima Ampawa)
Q{A AR (0C Manager)

Page 1 of 1
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Berlin Pharmaceutical Industry Co.,Ltd.
222 Romidao Road Klongsampravet, Latkrabang, Bangkok 10520 Thmland Tel. 0-2737-6717 ] Fax. 0—2360-3730!

CERTIFICATE OF ANALYSIS

Berlln

Product Name Anapril 20 Registered Number 1A 439/38
Product Code 000097 Manufactured Date 11/02/2020
Lot Number 2000393 Expiry Date 11/02/2022 R
Lot Size 1,000,000 Tablets Analysis Date 14/02/2020
S.R. No. 2000393-Fs-0693 A.R. No. 2000393-Fs-0693/0
Description Orange end-cut oval biconvex tablets with a score on one side and the other is plain
Content Each tablet contains Enalapril maleate 20 mg
R "~ SPECIFICATION ~ ' RESULTS -
Identification The retention time of the major peak of the Complies
Sample solution corresponds to that of the
Standard solution, as obtained in the Assay
Assay
-Enalapril maleate 90.0-110.0 %LA 99.4 %
Dissolution Not less than 80 % (Q) LA 98.8 %
is dissolved in 30 minutes Minintum value 96.0 %
Maximum value 100.3 %
Uniformity of dosage units To meet the requirements
(Content uniformity) Acceptance value : Max 15.0 (L1) 38
Impurities (Organic impurities) Not more thant 5.0 % for the sum of all 0.000 %
impurities including those from enalaprilat
and enalapril diketopiperazine
Status [X] Approved [ 1 Rejected
Remarks —
\ A A
Analyst 8\\'\&&“ ar I ‘P! \Nd\m e 3 14 \ 0zl2020 (Ms.Sineenart Piwchineg)
(OC Scientist)
Reviewed by % 1‘-}\01\ 1010 {Mr.Punlop Inthapichai)
{OC Section Manager)
Approved by QQ/\ /\_ 1% forilezo (Ms.Kittima Ampawa)
_ {OC Manager)

Fage 1 of 1
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__Berlin

Berlin Pharmaceutical Industry Co.,Ltd.

‘Product Name Anapril 5 Registered Number : 1A 437/38

Product Code 000095 Manufactured Date : 17/01/2620

Lot Number 2000141 Expiry Date : 17/07/2022

Lot Size 1,500,000 Tablets Analysis Date : 25/01/2020 - 277/01/2020
S.R. No. : 2000141-Fs-0394  A.R. No. : 2000141-Fs-0394/0
Description White end-cut oval biconvex tablets with a score on one side and the other is plain

Content Each tablet contains : Enalapril maleate 5 mg

Identification

Assay
-Enalapril maleate

Dissolution

Uniformity of dosage units
(Content uniformity}

Impurities (Organic impurities)

The retention time of the major peak of Complies
the Sample solution corresponds to that of
the Standard sohition, as obtained in the Assay

90.0 - 110.0 %LA 99.7 %

Not less than 80 % {(Q) LA 100.8 %
is dissolved in 30 minutes Minimum value 99.6 %
Meaximum value 101.9 %

To meet the requirements

Acceptance value : Max 15.0 (L.1) 6.2

Not more than 5.0 % for the sum of all 0.000 %
impurities including those from enalaprilat
and enalapril diketopiperazine

Status
Remarks

Analyst
Reviewed by

Approved by

[X] Approved

Rapheephgn Sonsul 27101 1000 (Ms. Rapheephan Sonsui)

(Mr. Punlop Inthapichai)
@m IZ\W\ WD {QC Section Manager)

(oL

[ ] Rejected

(OC Scientist)

(Ms Kittima Ampawa)
k ALpr/2ere (OC Manager)

Page 1 of 1



infoCard NumberQFM-FQC-00108 Revision2 Effective Date11 Jul 2018 12:00 AM

Product Name
Product Code
Lot Number
Lot Size

S.R. Na.
Description
Content

Berlin Pharmaceutical Industry Co.,Ltd.

B l I |
er ln 222 Romklao Road, Kiengsampravet, Latkrabang, Bangkok 10520 - Thailand Tel 0-2737-6717 Fax. 0-2360-8730]

Bestatin 20 Registered Number
001118 Manufactured Date
2000286 Expiry Date
1,200,000 Tablets  Analysis Date
2000286-Fs-0576  A.R. No.

Simvastatin -

1A 3/44 (NG)
31/01/2020

31/01/2023

07/02/2020 - 11/62/2020
2000286-Fs-0576/0

Flesh oval biconvex film coated tablets with "BERLIN" on one side and scored on the other
Each tablet contains

Weight variation

Average weight
(Range of mean weight)

Disintegration time

Identification

Dissolution

Uniformity of dosage units
(Content uniformity)

Assay
-Simvastatin

191.0 -221.0 mg

Not more than 30 mimites

The retention time of the major peak in the
chromatogram of the Assay preparation
corresponds to that in the chromatogram of the
Standard preparation, as obtained in the Assay

Not less than 75 % (Q) LA

is dissolved in 30 minutes

To meet the requirements
Acceptance value : Max 15.0 (L1)

90.0 - 110.0 %LA

20 mg
22% , -1.3%
206.1 mg
6 min 53 sec
Complies
101.2 %
Minimum value 100.2 %%
Maximum value 102.1 %

32

97.4 %

Status
Remarks

Analyst

Reviewed by

Approved by

[X] Approved [ 1

/’—;myu; K!fparmjmwem)r 11/020/2000

% 20(02,/20?,0

®<’ k {o/ oy (2020

This laboratory is accredited in accordance with the recognized Internationa) Standard ISO/TEC 17025, This accreditation demenstrates technicai competence
for a defined scope and the operation of a laboratory quality system {refer to joint ISO-ILAC-IAF Communique dated April 2017)

Rejected

(Mr. Teerayut Kulpermtaweerat)
(OC Pharmacist)

‘Mr. Punlop Inthapichai)
P
(QC Section Manager)

{Ms.Kitima Ampawa)
{OC Manager)
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infoCard NumberQFM-FQC-00109 Revision2 Effective Date11 Jul 2018 12:00 AM

Product Name : Hyles 25 Registered Number : 1A 202/45

Product Code : 000133 ' Manufactured Date : 25/11/201%

Lot Number : 1903116 Expiry Date : 25/11/2021

Lot Size : 600,000 Tablets Analysis Date : 04/12/2019 - 06/12/2019
- S.R. No. : 1903116-Fs-3242 A.R. No. : 1903116-Fs-5242/0

Description Yellow round biconvex tablets with scored on one side and the letter "BERLIN" on the other side

Content Each tablet contains : Spironotactone 25 mg

L) .
Berlln Berlin Pharmaceutical Industry Co.,Ltd.

i —— 222 Romklao Road, Klongsampravet, Latkrabang, Banghkok 10520 - Thailand Tel. 0-2737-6717 Fax. 0-2360-8730]

Identification Complies
: Sample solution corresponds to that from
the Standard solution.
Assay
- Spironolactone 95.0-105.0% LA 102.1 %
Dissolution Not less than 75 % (QLA 106.2 %
is dissolved in 60 minutes Minimum value 103.4 %
Maximum value 107.3 %
Uniformity of dosage units To meet the requirements
{Content uniformity) Acceptance value : Max 15.0 (L.1) 4.8
Status : [X] Approved [ 1 Rejected
Remarks : —
Analyst : Mppichh U()Um, &y, J 12 / 2o (Mr.Nippich Udom)
(OC Scientist}

Reviewed by : 4'{ / (Mr.Puniop Inthapichai)
% 2422219 (QC Section Manager)

Approved by : {Ms. Kittima Ampawa)
@/\— k, Twii1zi Lo\ (QC Manager)

Page 1 of 1



InfoCard NumberQF M-FQC-00109 Revision2 Effective Datet1 Jul 2018 12:00 AM

Berlin

Berlin Pharmaceutical Industry Co.,Ltd.
222 Romkiao Road, Klongsampravet, Latkrabang, Bangkok 10520 - Thailand Tel. 0-2737-6717 Faxr 0-2360-8730{

CERTIFICATE OF ANALYSIS

Product Name ' Utmos 15 Registered Number : 1A 17/51 (NG)
Product Code 000164 Manufactured Date : 21/01/2020
Lot Number 2000164 Expiry Date : 21/01/2022
Lot Size 1,400,000 Tablets  Analysis Date : 23/01/2020 - 25/01/2020
S.R. No. : 2000164-Fs-0364  A.R. No. : 2000164-Fs-0364/0
Description White round tablets with "B" on one side and "15" on the other side
Content Each tablet contains : Pioglitazone Hydrochloride 16.53 mg equivalent to Pioglitazone 15 mg
TESTS  SPECIFICATION | RESULTS -
Weight variation 17.5% 3.0% , -3.0%
Average weight 111.0-129.0 mg 120.5 mg
(Range of mean weight)
Disintegration time Not more than 15 minutes 3 min 01 sec
Identification A : The retention time of the pioglitazone peak of Complies
the Sample solution corresponds to that of the
Standard solution, as obtained in the Assay.
B : The UV absorption spectrum exhibits a Complies
maximum between 267 and 271 nm.
Assay
- Pioglitazone Hydrochloride 95.0 - 105.0 %LA 98.7 %
equivalent to Pioglitazone
Dissolution Not less than 80 % (Q) of labeled amount of 102.7 %
Pioglitazone is dissolved in 15 minutes Minimum value 100.7 %
Maximum value 104.6 %
Uniformity of dosage units To meet the requirements .
{Content uniformity) Acceptance value : Max 15.0 (L1) 4.1
Impurities (Organic impurities)
- Individual impurities Not more than 0.2 % 0.058 %
- Total impurities Not more than 0.6 % 0.079 %

This laboratory is accredited in accordance with the recognized International Standard ISO/TEC 17025. This accreditation demonstrates technical competence
for a defined scope and the operation of a laboratory quatity systern (refer to joint ISQO-ILAC-IAF Communique dated April 2017)

Status
Remarks

Analyst

Reviewed by

Approved by

[X] Approved [ 1 Rejected

Vaddao ’&ohapesmpm 25101 }1020 s Taddao Tachapermpon)

(QC Pharmacist)

(Mr.Punlop Inthapichai)
‘3,/0 i) 272° (OC Section Manager)

(Ms.Kittima Ampawa)}
@. _f'\\ LA 0 L0 {OC Manager)
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BESTATIN 20 MG. 50 x 100x10's ;450,00 22,500.00
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