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The Government Pharmaceutical Organization . ﬁ"l!‘lﬂ
75/1 oupnIZ I 6 wvasjanglmiuasammd nzammumung 10400 LS
75/1 Rama VI Road, Ratchathewi, Bangkok 10400, Thailand -
N3/Tel. +66-2203-8000 Iﬂ‘iﬁ‘l‘i!Fax +66-2354-8780 Call Center 1648 :
lﬁﬂjﬂiuﬂ‘m’llﬂlﬁﬂﬂ'lﬂﬂ"lﬂiﬂ"ax ID 099-4-000165315 1““““‘"‘"‘“’“‘
n_’ww!Branch dninalug)
v, whi /1
sagnd: 110001170 - Billing No.: 3000137504 Huik: 2070572562
Tsmerumaumds, PO No.: PO-62-1000484 it 16/05/2562
i‘* 3LE “m“ { Sales Order No.:100080658 Yuit: 23/05/2562
p.UNAUT mynIRAT 75120 Delivery Order No.: 200186422 $ufl: 24/05/2562
@ ¥ ¥ . ;
aaiiFeusoondn  Trensfer Order No. 2100169950 Huit: 24/05/2562
& y o Wit :-
Sonuidedufn: 110001170 #3%8.cevrerneneseressnsnssenss e T e rOnErT: + ZS0L/ZB0L
Tsmenuaum e
3406 aduwn e
RUNUNKTN
o.unAufl mamATy 75120
No.  svsiufi Fodudn
2 x\ 110104860111 HALOPERIDOL TABLETS 2 mg 1000's

GPU: 331166 , TPU: 761135
Lot F620014  Mfg: 24/11/2561 Exp: 24/11/2566 400 BT 440.00 1,760
3 110104860121 HALOPERDOL TABLETS 5 mg 1000's ’
GPU: 331215 , TPU: 761157
Lot: F611384  Mfg: 07/11/2561 Exp: 07/11/2566 400 BT 740,00 . 2,9604
9. 110300780101 BROWN MIXTURE 180 mi(eulerhen)

X GPU: 532529 , TPU: 532540
Lot: ME20011  Mfg: 25/01/2562 Exp: 25/01/2565 30000 BT 18.00 5,400,
11>\ 110802330111 CHLORPHENIRAMINE MALEATE SYRUP 2 =
me/5 mt 60 ml
GPU: 78.3693 , TPU: 783714
Lot: M620018  Mfeg: 08/02/2562 Exp: 08/02/2565 300.00 BT 500 1,500,
mitwilunofunnfosSRuuméhu) Ty 11,620.
yorniflinumd 10,859,
mﬁm 7.00 % 760.
AT 11,620.
z ; z \
nsuznﬁum:'lé"s‘usaaﬁ’n‘sué’wqnﬁ’ammhzmsmuﬂam;-i'wwﬁ y—
@ = @ qx o / (H19@19N9 89S snedan)
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THE GOVERNMENT PHARMACEUTICAL ORGANIZATIONCOA No. 8730000059
QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS
75/1 Rama VI Road,Ratchathewi, Bangkok 10400 Thailand
Tel. 02-203-8000 Call Center. 1648

Product Name : OSELTAMIVIR CAPSULES 30 mg 10s (GPO-A-FLU)

Material No. 1 110216930131
Active Ingredient (S) : Each capsule contains Oseltamivir 30 mg
Manufacturer : The Government Pharmaceutical Organization
138 Moo 4, Rangsit-Nakhonnayok Road, Bueng Sanan, Thanyaburi, Pathumthani, Thailand
Batch Size 1 62,500.00 BT Batch No. : 5625013
Manufacturing Date : 21/03/19 Expiry Date 1 21/03/22
Test Completion Date: 19/04/19
Test Parameter Requirement Result
Appearance An opaque, peach, hard capsule filled with white to off-white | Passed
powder and imprinted with "OSEL” on cap and "30” on body with
black ink.
1dentification (By HPLC) The retention time of the major peak in the chromatogram of the Passed

Assay preparation corresponds to that in the chromatogram of the
Standard preparation, as obtained in the Assay.

Uniformity of dosage units by weight variation  The requirements for dosage uniformity are met if the acceptance Passed
value is not more than 15.0% (T=100%).

AV =48
Assay 90.0-110.0% of the labeled amount of Oseltamivir (C16H28N204). 99.7 %
Dissolution Not less than 75% (Q) of the labeled amount of Oseltamivir Passed

phosphate is dissolved in 20 minutes.
Average = 102%

Organic Impurities Meet test requirement. Passed
Impurity A Not more than 2.0%w/w. 0.004 %
Impurity B Not more than 0.3%w/w. 0.000 %
Impurity C Not mare than 0,5%w/w, 0.000 %
Individual unidentified impurity Not more than 0.2%w/w. 0.085 %
Total unidentified impurities Not more than 0.5%w/w, 0.316 %
Total impurities Not more than 3.0%w/w. 0.320 %
Total Aercbic Microbial Count Not more than 103 cfu/g. <10 cfufg
Total Combined Yeasts and Molds Count Not more than 102 cfu/qg. <10 cfu/g
Escherichia coli Absence (1 g). Absence
Conclusion :  The product conforms to the above specifications.
% b J‘&issam 5
VIPADA INTARASUWAN KRISSANA SRIKUMMOON
Batch Release Officer QA Manager
Release Date : 19/04/19 Release Date : 19/04/19

COA-AU00-02 Rev.01
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nlegnf: 110001170 Billing No.: 3000137846 it 26/05/2562
Tsmenuiaumdy ; PO No.: PO-62-1000484 il 16/05/2562
e i e Sales Order No.:100080688 Fut: 23/05/2562
o.UAU Ayl TRIAAQUTOUIVUDY aiivery Order No.: 200186421 Yuit: 2/05/2562
e SN A fasd ransfer Order No.: 2100169949 Huik: 20/05/2562
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No.  wwalué Fedudin dmru  wmise 1mvlewle dousn St
1 110104480112 FOLIC ACID TABLETS 5 mg 1000's
X GPU: 689609 , TPU: 767471
Lot: F620164  Mfg: 07/01/2562 Exp: 07/01/2565 ‘. 4000 BT 200.00 : “gpon
4 _ 110108340113 PROPRANOLOL TABLETS 10 mg 5040
GPU: 235795 , TPU: 689255
Lot: L620101  Mfg: 21/11/2561 Bxp: 21/11/2563 6000 BOX 123,00 7,380/

T, 111105170111 HYOSCINE-N-BUTYLBROMIDE INJECTION
20 mg/ml 1 ml ampule

GPU: 767664 , TPU: 767686
Lot: J610523  Mfg: 22/01/2562 Bxp: 22/01/2564 20000 AM 10.25 2,050.

8 110214520111 OMEPRAZOLE CAPSULES 20 mg 10x10's
GPU: 727267, TPU: 108721~
Lot: K625112  Mfg: 14/04/2562 Exp: 14/04/2564 \ 1,00000 BOX 55.00 55,000.
10, 110301790101 MXT. CARMINATIVE 180 ml
GPU: 666823 , TPU: 666847
Lot M610668  Mfg: 11/12/2561 Exp: 11/12/2564 20000 BT 12.00 2,400/

12, 110405840114 MILK OF MAGNESIA 240 ml
GPU: 689422 , TPU: 689446

\/

Lot: Z620005  Mfg: 18/01/2562 Exp: 18/01/2565 400.00 BT 18.00 7,200,
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X ' GPU: 689609 , TPU: 767471
Lot: F620164  Mfg: 07/01/2562 Exp: 07/01/2565 ' 4000 BT 200.00 : g 000t
q x. 110108340113 PROPRANOLOL TABLETS 10 mg 50x10's °
GPU: 235795 , TPU: 689255
Lot: L620101  Mfg: 21/11/2561 Exp: 21/11/2563 60.00 BOX 123.00 7,380
7\& 111105170111 HYOSCINE-N-BUTYLBROMIDE INJECTION
20 mg/ml 1 ml ampule
GPU: 767664 , TPU: 767686
Lot J610523  Mfg: 22/01/2562 Exp: 22/01/2564 20000 AM 10.25 2,050
8 110214520111 OMEPRAZOLE CAPSULES 20 meg 10x10's
- GPU: 727267 , TPU: 108721
Lot: K625112  Mfg: 14/04/2562 Exp: 14/04/2564 1,000.00 BOX 55.00 55,000
10 110301790101 MIXT. CARMINATIVE 180 ml
: GPU: 666823 , TPU: 666847
Lot: M610668  Mfe: 11/12/2561 Exp: 11/12/2564 20000 BT 12,00 2,800
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Invoice : 3000137846

Ship No. : SAPA200186421

Lot NO
Lot NO
Lot NO
Lot NO
Lot NO

Lot NO

: F620164
:L620101
1 K625112
: M610668
1 2620005

:J610523

ltem : 110104486112 FOLIC ACID TABLETS 5 mg 1000's

ltem : 110108340113 PROPRANOLOL TABLETS 10 meg 50x10's

ltem : 110214520111 OMEPRAZOLE CAPSULES 20 mg 10x10'

Item : 110301790101 MIXT. CARMINATIVE 180 ml

ltem : 110405840114 MILK OF MAGNESIA 240 ml

ltem : 111105170111 HYOSCINE-N-BUTYLBROMIDE INJECTION 20 me/ml 1 ml
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Product Name
Product No.

Active Ingredient(s}

THE GOVERNMENT PHARMACEUTICAL ORGANIZATION COA No
QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS
75/1 Rama VI Road, Ratchathewi, Bangkok 10400 Thailand
Tel. 02-203-8000 Call Center. 1648
FOLIC ACID TABLETS 5 mg 1000's
110104480112

Each tablet contains
Folic Acid 5 meg

.+ 040000014838

Manufacturer The Government Pharmaceutical Organization
Lot No. F620164
Batch Size 1,600.000 BT Pack Size 1 1000
Manufacturing Date 07/01/201% Expiry Date : O7/01/2022
Test Parameter Requirerment Resutt
Appearance Yellow, circular, biconvex, one side bisected, compressed Passed
tablets,
tdentification The retention time of the major peak in the Passed
chromatogram
of the Assay preparation corresponds to that in the
chromatogram of the Standard preparation, as obtained
in the Assay.
Friability Test Not more than ¢.6% w/w., 0.12 % w/w
Content of Folic acid 90.0-115.0% of the labeled amount of Folic acid 99.32 % LA
(C19H19NTO8).
Uniformity of dosage units by CU The requirements for dosage uniformity are met if Passed
the acceptance value is not more than 15.06 (T=100%;. Acceptance Value = 4.32
Dissolution Not less than 75%(Q) of the labeled amount of Passed
Folic acid (C19H19NTO6) is dissolved in 45 minutes. Average = 98.5 %

Microbiological Testing is performed on an established frequency

Conclusion

The product conforms o the above specifications

G ToritHhareernat

Arparporn Mittraphab Suntharee Tantithaweewat
Batch Release Officer Director of Quality Assurance Department
Release Date: 15/03/2019 Release Date: 15/03/2019

COA-AKO0-002 Rev. No.01

Page 1 of 1
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Product Name
Product No.

Active ingredient{(s)

THE GOVERNMENT PHARMACEUTICAL ORGANIZATION
QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS
75/1 Rama Vi Road, Ratchathewi, Bangkok 10400 Thailand
Tel, 02-203-8000 Call Center. 1648
PROPRANOLOL TABLETS 10 mg 50x10's
110108340113

Each tablet contains
Propranolol Hydrochloride 10 mg

COA No.

.+ 040000013140

Manufacturer The Government Pharmaceutical Organization
Lot No. 620101
Batch Size 3,200,000 BOX Pack Size 50X10'S
Manufacturing Date 21/11/2018 Expiry Date 21/11/2020
Test Parameter Requirement Result
Appearance Pink, circular, biconvex, one side "GPQ" marked in Passed
Rhombus-shape frame, the other side bisected with "PL"
marked on one section and "10" marked on the other,
film-coated fablets.
Identification The retention time of the major peak in the Passed
chromatogram of the Assay preparation corresponds to
that in the chromatogram of the Standard preparation,
as obtained In the Assay.
Content of Propranolol HCl 90.0-110.0% of the labeled amount of Propranalol HCL 100.12 % LA
(C16H21NO2.HCL).
Uniformity of dosage units by CU The requirements for dosage uniformity are met if the Passed
acceptance value is not more than 15.0 (T=100%6). Acceptance Value = 4.61
Dissolution Not less than 7586(Q} of the labeled amount of Passed
Propranclol HCL (CLE6H21NO2.HCY is dissolved Average = 100.7 %
in 30 minutes.
Conclusion The product conforms to the above spedifications

Sasapin K.

Sasapin Kamotthamwone
Batch Release Officer

Release Date: 04/02/2019

G Tortithoneerat

Suntharee Tantithaweewat
Director of Quality Assurance Departrment

Release Date: 04/02/201%

COA-AKD0-002 Rev. No.01

Page 1 of 1



THE GOVERNMENT PHARMACEUTICAL ORGANIZATIONCOA No. 8710002029
QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS
75/1 Rama VI Road,Ratchathewi, Bangkok 10400 Thailand
Tel. 02-203-8000 Call Center. 1648

Product Name : OMEPRAZOLE CAPSULES 20 MG 10x10s
Material No. 1 110214520111
Active Ingredient (S) : Each capsule contains Omeprazole 20 mg
Manufacturer : The Government Pharmaceutical Organization
138 Moo 4, Rangsit-Nakhonnayok Road, Bueng Sanan, Thanyaburi, Pathumthani, Thailand

Batch Size ¢ 21,249.00 BX Batch No. : K625112
Manufacturing Date : 14/04/19 Expiry Date 1 14/04/21

Test Completion Date: 02/05/19

Test Parameter Requirement Result
Appearance Flesh-caramel hard gelatin capsule No.2 filled with oft-white | Passed

enteric coated pellets, printed with "GPO" and "OM20" marks with
black ink on capsule shells.

Identification (By HPLC) The retention time of the major peak in the Sample solution Passed
correspends to that of the Standard solution, as obtained in the
Assay,
Uniformity of weight Deviation £ 5% of average weight. Passed
Assay Not less than 90.0% and not more than 110.0% of the labeled 100.9 %
amount of Omeprazole {C17H19N3035).
Dissolution {Meets USP Dissolution Test 2). Passed
a. Acid Resistance Stage Not more than 10% of the labeled amount of Omeprazole Passed
{C17H19N303S) is dissolved in 2 hours,
Avg 0%
b. Buffer Stage Not less than 75% (Q) cf the labeled amount of Omeprazole Passed
(C17H19N3035) is dissolved in 45 minutes.
Avg 98%
Uniformity of dosage units (by content The requirements for unit dosage uniformity are met if the Passed
uniformity) acceptance value is [ess than or equal to 15.0%.
AV 3.8%
Omeprazole related compounds F and G Not more than 0.5%. 0.0 %
(Thioxopyrido conversion product)
0.03%
5-Methoxy-1H-benz-imidazole-2-thiol Not more than 0.5%. 0.0%
Not detected
Any other individual impurity (Max) Not more than 0.5%. 0.2%
0.17%
Total impurities Not more than 2,0%. 0.4 %
0.38%
Water content Not more than 3.0% w/w. 2.1 %wiw
Conclusion :  The product conforms to the above specifications.

Nivaino| Ph. j(
NIRAMOL PHIMSING WILAK VANGKANONTA
Batch Release Officer QA Manager

Release Date : 14/05/19 Release Date : 14/05/19

COA-AU00-02 Rev.01



W svAmsndunssy

Product Narme
Product No.

Active Ingredient{s)

THE GOVERNMENT PHARMACEUTICAL ORGANIZATION
QUALITY ASSURANCE DEPARTMENT

CERTIFICATE OF ANALYSIS

75/t Rama Vi Road, Ratchathewi, Bangkok 10400 Thailand
Tel. 02-203-8000 Call Center. 1648

MEXT, CARMINATIVE 180 ml
110301790101

Each 15 ml contains
Compound Cardamom Tincture 1.80 ml

COA No

. 1 040000011354

Strong Ginger Tincture 0.024 ml
Strong Capsicurn Tincture 0.06 mi

Manufacturer The Government Pharmaceutical Organization
Lot No. M610868
Batch Size 20,000.000 BT Pack Size 180 ML
Manufacturing Date 11/12/2018 Expiry Date 11/12/2021
Test Parameter Requirement Result
Appearance Slishtly cloudy,red solution with Passed

characteristic odor of Cardamen

and capsicum.
Specific gravity {at 20 degrees celsius) 0.975-1.015. 0.996 ¢
Deliverable volume The average volume is not less than Passed

100% of the labeled volume.
Ethanol 7.92-9.68%v/v of Ethanol (C2H50H). 9.07 % v/v
Total Aercbic Microbial Count Not more than 20000cfu/mi 1270 cfu/mL
Total Combined Yeasts/Molds Count Not mere than 200cfu/ml <10 cfu/mil
Escherichia coli Absence Absence
Pseudomonas aeruginosa Absence Absence
Staphylococcus aureus Absence Absence
Salmonella species Absence Absence
Bile Tolerant Gram Negative Bacteria Not more than 100cfu/ml Absence

Conclusion The product conforms to the above specifications
L3 T /" .
3\;? 1) A & | Tovtthoneenst
Yupin Taipobsakul Suntharee Tantithaweewat

Batch Release Officer
Release Date: 03/01/2019

Director of Quality Assurance Department
Release Date: 03/01/2019

COA-AKDD-002 Rev. No.01

Page 1 of 1



Product Name
Product No.
Active Ingredient(s)

THE GOVERNMENT PHARMACEUTICAL ORGANIZATION COA No. : 040000012727
QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS
75/1 Rama VI Road, Ratchathewi, Bangkok 10400 Thaitand
Tel. 02-203-8000 Call Center. 1648
MILK OF MAGNESIA 260 mt
110405840114

Each 15 mi contains Magnesium Hydroxide 1.2 ¢

Manufacturer The Governmenit Pharmaceutical Organization
Lot No. Z620005
Batch Size 5,000.000 BT Pack Size 1 240 ML
Manufacturing Date 18/01/2019 Expiry Date . 18/01/2022
Test Parameter Requirement Result
Appearance White,homogeneous suspension with peppermint odor. Passed
identification Positive test for Magnesium. Passed
Weight per ml 1.000-1.060 g 1.040 ¢
Acid Neutralizing Capacity Not less than 32.93 mEq per 15 ml. 39.34 mEg/15mL
Soluble alkalies Not more than 1.0 ml of 0.1 N sulfuric acid. 0.41 mL
Carbonate and acid-insotuble matter Not more than a slight effervescence occurs and Passed
the solution is not more than slightly turbid.
Content of Magnesium Hydroxide 90.0-115.0% labeled amount of Magnesium Hydroxide 99.90 % LA
{Mg(OR2).
Total Aerobic Microbial Count Not more than 100cfu/ml <10 cfu/mL
Escherichia coli Absence Absence

Conclusion The product conforms to the above specifications
L3 T /"‘
gu?a\'\ . &, Tontithaneenst
Yupin Taipobsakul Suntharee Tantithaweewat
Batch Release Officer Director of Quality Assurance Department
Release Date: 30/01/201% Release Date: 30/01/2019

COA-AKG0-002 Rev. No.01 Page 1 of 1
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Product Name
Product No.

Active Ingredient(s)

THE GOVERNMENT PHARMACEUTICAL ORGANIZATION
QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS
T5/1 Rama Vi Road, Ratchathewi, Bangkek 10400 Thailand
Tel. 02-203-8000 Call Center. 1648
HYQSCINE-N-BUTYLBROMIDE INJECTION 20 mg/ml 1 ml ampule
111105170111

Each ml contains Hyoscine N-Butylbromide 20 mg

COA No. : 040000015856

Manufacturer The Government Pharmaceutical Organization
Lot No. 1610523
Batch Size 56545000 AM Pack Size 1 ML AMP
Manufacturing Date 22/01/2019 Expiry Date 22/01/2021
Test Parameter Requirement Result
Appearance Clear,coloriess solution. Passed
Identification The retention time of the major peak in Passed

the Chromatogram of the Assay

preparation corresponds to that in the

chromatogram of the Standard preparation

,as obtained in the Assay.
pH 37-5.5. a.47
Volume in container 1.00-1.10 ml. 102 mb
Particulate matter Conform to BP 2014 Passed

2 10 pm size

z 25 um size

Content of Hyoscine Butylbromide

Hyoscine
Related Substance
Steritity test

Bacterial Endotoxins Test

Not more than 6000 particles
per container.

MNot mere than 600 particles
per container.

9 particles/container

1 particles/container

92.5-107.5% of the labeled amount of Hyoscine 99.44 % LA
Butylbromide(C21H30B:NC4).

Not more than 0.1% 0.042 %
Conform to BP 2014 Passed
Must be sterile. Passed

Not more than 8.33 EU/me of Hyoscine Butylbromide.

< 0.500 EU/mg

Conclusion The product conforms {0 the above specifications
. T e
3\,?‘\’\ . S Vot Hhareerot
Yupin Taipobsakul Suntharee Tantithaweewat

Batch Release Officer
Release Date: 23/04/2019

Director of Quality Assurance Department
Release Date: 23/04/201%

COA-AKD0-002 Rev, No.O1
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THE GOVERNMENT PHARMACEUTICAL ORGANIZATIONCOA No. 8730000101
QUALITY ASSURANCE DEPARTMENT ' '
CERTIFICATE OF ANALYSIS i
75/1 Rama VI Road,Ratchathewi, Bangkok 10400 Thailand
Tel, 02-203-8000 Call Center. 1648

Product Name ; OSELTAMIVIR CAPSULES 45 mg 10s (GPO-A-FLU)
Material No. : 110216930121
Active Ingredient (S) : Each capsule contains Oseltamivir 45 mg
Manufacturer : The Government Pharmaceutical Organization
138 Moo 4, Rangsit-Nakhonnayok Road, Bueng Sanan, Thanyaburi, Pathumthani, Thailand

Batch Size : 45,000.00 BT Batch No. : $625015
Manufacturing Date : 01/04/19 Expiry Date 1 01/04f22
Test Completion Date: 17/05/19
Test Parameter Requirement Result
“Appearance . An apaque, fight green, hard capsule filled with white to off-white | Passed
powder and imprinted with “OSEL" on cap and “45" on body with
black ink.
Identification (By HPLC) The retention time of the major peak in the chromatogram of the Passed

Assay preparation corresponds to that in the chromatogram of the
Standard preparation, as obtained in the Assay.

Uniformity of dosage units by weight variation  The requirements for dosage uniformity are met if the acceptance Passed
value is not more than 15.0% (T=100%).

AV =5.7%
Assay 90.0-110.0% of the labeled amount of Oseltamivir (C16H28N204). 97.8 %
Dissolution Not less than 75% (Q) of the labeled amount of Oseltamivir Passed

phosphate is dissolved in 20 minutes,
Average = 99%

Organic Impurities Meet test requirement. Passed
Impurity A Not more than 2.0%w/w, 0.027 %
Impurity B Not more than 0,3%w/w, ' 0.000 %
Impurity C Not more than 0.5%w/w, 0.000 %
Individual unidentified impurity Not more than 0.2%w/w. 0.075 %
Total unidentified impurities Not more than 0.5%w/w. 0.254 %
Total impurities Not more than 3.0%w/w. 0.281 %
Total Aerobic Microbial Count Not more than 1073 cfufg. <10 cfufg
Total Combined Yeasts and Molds Count Not more than 1072 cfufg. <10 cfufg
Escherichia coli Absence (1 g). Absence

Niramo] P T

NIRAMOL PHIMSING WILAK VANGKANONTA
Batch Release Officer QA Manager
Release Date ; 21/05/19 Release Date : 21/05/19

COA-AU00-02 Rev.0
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