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| NO : K625465 Item : 110216930112 OSELTAMIVIR CAPSULES 75 mg 25x10's (GPO-A-FLU)
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BUAMSINAYNSSU

THE GOVERNMENT PHARMACEUTICAL ORGANIZATIONCOA No.
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 75 mg 25x10s (GPO-A-FLU)

: Each capsule contains Oseltamivir 75 mg
: The Government Pharmaceutical Organization

8710002986

138 Moo 4, Rangsit-Nakhonnayok Road, Bueng Sanan, Thanyaburi, Pathumthani, Thailand

Material No. ¢ 110216930112
Active Ingredient (S)
Manufacturer

: 400.00 BX

Batch‘[ Size
Manufacturing Date : 11/11/19
Test QOmpletion Date: 18/12/19

Batch No.
Expiry Date

: K625465
1 11/11/24

Test éammeter Requirement Result
Appearance An opaque, ivory / yellow, hard capsule No.2 filled with white to Passed
off-white powder.
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 = 2,2%
Assay 90.0-110.0% of the labeled amount of Oseltamivir (C16H28N204). 99.4 %
Dissolution Not less than 75% (Q) of the labeled amount of Oseltamivir Passed
phosphate Is dissolved in 20 minutes.
Average = 93%
Organic Impurities Meet test requirement. Passed
Impurity A Not more than 2.0%w/w. Less than QL %
QL = 0.050%
Impurify B Not more than 0.3%w/w. Less than DL %
DH = 0.015%
Impurilty C Not more than 0.5%w/w. Not detected %
Individual unidentified impurity Not more than 0.2%w/w. Less than QL %
QL‘ = 0,050%
Total L‘lnidentified impurities Not more than 0.5%w/w. 0.16 %
Total iTnpurities Not more than 3.0%w/w. 0.22 %
Total Aerobic Microbial Count Not more than 10/3 cfu/g. N/A cfu/g
Total Combined Yeasts and Molds Count Not more than 10/2 cfu/g. N/A cfu/g
Escherjchia coli Absence (1 g). N/A

Conclusion :

The product conforms to the above specifications.

.D&T'O?j

Batch Release Officer
Release Date : 08/01/20

DARONG SUPAWANWONG

T

WILAK VANGKANONTA

QA Manager

Release Date : 08/01/20

COA-AUG0-02 Rev.01
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Invoice : 3000217749
Ship No. : SAPA200291734

Lol NO : 7620156 Item : 110105090121 HYDROCHLOROTHIAZIDE TABLETS 25 mg 50x10's

Loi‘: NO : L620651 Item : 110116190112 LOSARTAN POTASSIUM TABLETS 50 mg 20x15's
Lot NO : L625011 Item : 110116800111 SERTRALINE TABLETS 50 mg 2x15'S(SERTRALINE GPO)
Lot‘ NO : 5625089 Iltem : 110216930121 OSELTAMIVIR CAPSULES 45 mg 10's (GPO-A-FLU)

Lot NO : K625430 Item : 110216930131 OSELTAMIVIR CAPSULES 30 mg 10's (GPO-A-FLU)




% THE GOVERNMENT PHARMACEUTICAL ORGANIZATION COA No. : 040000020924
XG%?? prvrm— QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS
75/1 Rama VI Road, Ratchathewi, Bangkok 10400 Thailand
Tel. 02-203-8000 Call Center. 1648
Product Name :  HYDROCHLOROTHIAZIDE TABLETS 25 mg 50x10's
Product No. ;110105090121
Active Ingredient(s) :  Each tablet contains
Hydrochlorothiazide 25 mg
Manufacturer :  The Government Pharmaceutical Organization
Lot No. : T620156
Batch Size : 2800000 BOX Pack Size : 50X10'S
Manufacturing Date 1 09/08/2019 Expiry Date : 09/08/2023
Test Parameter Requirement Result
Appearance Yellow, circular, flat, bevel-edged, one side Passed
cross-sectioned, the other side plained,
compressed tablets.
Identification The retention time of the major peak in the Passed
chromatogram of the sample preparation corresponds to
that in the chromatogram of the Standard preparation,
as obtained in the Assay.
Content of Hydrochlorothiazide 90.0-110.0% of the labeled amount of 100.28 % LA
Hydrochlorothiazide (CTH8CIN30452).
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%). Acceptance Value = 3.16
Dissojution Not less than 60%(Q) of the labeled amount of Passed
Hydrochlorothiazide (CTH8CIN30452) is dissolved in Average = 99.1 %
60 minutes.
Limit of Benzothiadiazine related Not more than 1.0%w/w. 0.210 % w/w
compound A

Microbiological Testing is performed on an established frequency

|
Conclusion :  The product conforms to the above specifications

Lalita Y. | G . Tentithanesrot

Lalita Yongrungreang Suntharee Tantithaweewat
Batch Release Officer Director of Quality Assurance Department
Release Date: 02/10/2019 Release Date: 02/10/2019

COA-AK(0-002 Rev. No.01 Page 1 of 1




T% 7 THE GOVERNMENT PHARMACEUTICAL ORGANIZATION COA No. : 040000022549
;e‘,‘ o QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS

75/1 Rama VI Road, Ratchathewi, Bangkok 10400 Thailand
Tel. 02-203-8000 Call Center. 1648

Product Name 1 LOSARTAN POTASSIUM TABLETS 50 mg 20x15's (LOSARTAN GPO)
Product No. ;110116190112
Active Ingredient(s) :  Each tablet contains
Losartan potassium 50 mg
Manufacturer :  The Government Pharmaceutical Organization
Lot lTo. : L620651
Batch Size ¢ 10,400.000 BOX Pack Size 1 20X15'S
MamLfacturing Date : 01/10/2019 Expiry Date : 01/10/2021
Test Parameter Requirement Result
Appearance White to off white, oval shaped, biconvex, one side Passed
bisected, the other side "L50" marked, film-coated
tablets.
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 Losartan Potassium 95.0-105.0% of the labeled amount of Losartan Potassium  100.70 % LA
(C22H22CIKN60).

Uniformity of dosage units by WV The requirements for dosage uniformity are met if the Passed
acceptance value is not more than 15.0 (T=100%). Acceptance Value = 2.23

Disso*ution (Test 2) Not less than 85%(Q) of the tabeled amount of Passed
Losartan Potassium({C22H22CIKN60O) is dissolved in Average = 100.1 %
30 minutes.

1H-Dimer Not more than 0.5%w/w. <LOD
(LOD=0.031 , LOQ=0.108)

2H-Dimer Not more than 0.5%w/w. <LOD
(LOD=0.031 , LOQ=0.104)

Total [impurities Not more than 1.0%w/w. <LOQ

(LOD=0.031 , LOQ=0.104)
Microbiological Testing is performed on an established frequency

Conclusion :  The product conforms to the above specifications

Sasap‘m K. G . ToritiHhaweenst

Sasapin Kamolthamwong Suntharee Tantithaweewat
Batch Release Officer Director of Quality Assurance Department
Release Date: 21/11/2019 Release Date: 21/11/2019

COA-AK00-002 Rev. No.01 Page 1 of 1




GPO THE GOVERNMENT PHARMACEUTICAL ORGANIZATIONCOA No. 8710002293
prre— QUALITY ASSURANCE DEPARTMENT

| CERTIFICATE OF ANALYSIS
75/1 Rama VI Road,Ratchathewi, Bangkok 10400 Thailand
Tel. 02-203-8000 Call Center. 1648

Product Name : SERTRALINE TABLETS 50 MG (SERTRALINE GPO)
Matell'ial No. : 110116800111
Activé Ingredient (S) : Each tablet contains 50 mg of Sertraline
Manufacturer : The Government Pharmaceutical Organization
138 Moo 4, Rangsit-Nakhonnayok Road, Bueng Sanan, Thanyaburi, Pathumthani, Thailand
Batch Size : 28,333.00 BX Batch No. : L625011
Manufacturing Date : 20/07/19 Expiry Date : 20/07/23
Test Completion Date: 05/08/19
Test Parameter Requirement Result
Appearance White, oblong-shaped, one side bisected, the other side "S50" Passed

marked, film-coated tablets.

Identii?cation The retention time of the major peak in the chromatogram of Passed

! Sample solution corresponds to that in the chromatogram of
Standard solution, 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 less than or equal to 15.0%.
AV =5,9%
Dissolution (Meets USP Dissolution Test 2) Passed
Not less than 70%(Q) of the labeled amount of Sertraline free
base (C17H17CI2N) is dissolved in 45 minutes.
AVIG = 98%
Assay Not less than 95.0% and not more than 105.0% of the labeled 102.5 %
amount of Sertraline free base (C17H17Ci2N).
Individual impurity Not more than 0.2%. 0.0 %
Total impurities Not more than 1.0%. 0.5%

Conclusion :  The product conforms to the above specifications.

Niramo|Ph. ¥

NIRAMOL PHIMSING ‘ WILAK VANGKANONTA
Batch Release Officer QA Manager
Release Date : 29/08/19 Release Date : 29/08/19

COA-AU00-02 Rev.01




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

i SUAMSINANSSY

Prodl.llct Name : OSELTAMIVIR CAPSULES 45 mg 10s (GPO-A-FLU)
Material No. : 110216930121

8730000171

Activle 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. + §625089
Manufacturing Date : 13/11/19 Expiry Date 1 13/11/22
Test (;:ompletion Date: 11/12/19
Test Il?arameter Requirement Result
Appearance - An opa&ﬁg, light green, hard capsule filled with white to off-white Passed
r powder and imprinted with “*OSEL” on cap and “45" on body with
z 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 = 7.4%
Assay 90.0-110.0% of the labeled amount of Oseltamivir (C16H28N204). 100.5 %
Dissolution Not less than 75% (Q) of the labeled amount of Oseltamivir Passed
| phosphate is dissolved in 20 minutes.
A\/G = 94%
Organit Impurities Meet test requirement. Passed
Impurity A Not more than 2.0%w/w. Less than QL %
QL = 0.050%
Impurity B Not more than 0.3%w/w. Not detected %
Impurity C Not more than 0.5%w/w. Not detected %
Individual unidentified impurity Not more than 0.2%w/w. Less than QL %
QI] = 0.050%
Total unidentified impurities Not more than 0.5%w/w. 0.08 %
Total impurities Not more than 3.0%w/w. 0.10%
Total Aerobic Microbial Count Not more than 1043 cfu/g. <10 cfu/g
Total Combined Yeasts and Molds Count Not more than 10/2 cfu/g. <10 cfu/g
Escherichia coli Absence (1 g). Absence

Conclusion :  The product conforms to the above specifications.

Dawry X/

DARONG SUPAWANWONG WILAK VANGKANONTA
Batch Release Officer QA Manager
Release Date : 13/12/19 Release Date : 13/12/19

COA-AUG0-02 Rev.01



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

8710002860

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

Material No.  : 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
Batc | Size : 62,500.00 BT Batch No. : K625430
Manulfacturing Date : 09/10/19 Expiry Date : 09/10/22

Test (i:ompletion Date: 11/11/19

Test ll’arameter 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.
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 = 4.4%
Assay 90.0-110.0% of the labeled amount of Oseltamivir (CL6H28N204). 102.5 %
Dissolution Not less than 75% (Q) of the labeled amount of Oseltamivir Passed
‘| phosphate is dissolved in 20 minutes.
Average = 96%
Organic Impurities Meet test requirement. Passed
Impurity A Not more than 2.0%w/w. Less than QL %
QL = 0.050%
Impurity B Not more than 0.3%w/w. Not detected %
Impurity C Not more than 0.5%w/w. Not detected %
Individual unidentified impurity Not more than 0.2%w/w. 0.08 %
Total unidentified impurities Not more than 0.5%w/w. 0.20 %
Total impurities Not more than 3.0%w/w. 0.22%
Total Aerobic Microbial Count Not more than 10/3 cfu/g. <10 cfu/g
Total Combined Yeasts and Molds Count Not more than 10/2 cfu/g. <10 cfu/g
Escherjchia coli Absence (1 g). Absence
Conclusion :  The product conforms to the above specifications.

Nivamo| Ph.

NIRAMOL PHIMSING
Batch Release Officer

Release Date : 19/11/19

T

WILAK VANGKANONTA
QA Manager
Release Date : 19/11/19

COA-AU00-02 Rev.01



Invoice : 3000216933
Shjp No. : SAPA200292042

Lot NO : K625466 Item : 110216930112 OSELTAMIVIR CAPSULES 75 mg 25x10's (GPO-A-FLU)
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THE GOVERNMENT PHARMACEUTICAL ORGANIZATIONCOA No.
QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS
75/1 Rama VI Road,Ratchathewi, Bangkok 10400 Thailand
Tel. 02-203-8000 Call Center. 1648

8710002987

Product Name : OSELTAMIVIR CAPSULES 75 mg 25x10s (GPO-A-FLU)
Material No. : 110216930112
Activ? Ingredient (S) : Each capsule contains Oseltamivir 75 mg
Manufacturer : The Government Pharmaceutical Organization

138 Moo 4, Rangsit-Nakhonnayok Road, Bueng Sanan, Thanyaburi, Pathumthani, Thailand
Batch Size : 400.00 BX Batch No. . K625466
Manufacturing Date : 12/11/19 Expiry Date 1 12/11/24

Test Completion Date: 18/12/19

Test Parameter Requirement Result
.A;pearancé i T An opaque, iv-o-r-\; / yellow, hard capsul-e- No.2 filled with white to a Passed
‘ off-white powder.
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 = 2.9%
Assay y 90.0-110.0% of the labeled amount of Oseltamivir (C16H28N204). -98.0 %
Dissoldtion Not less than 75% (Q) of the labeled amount of Oseltamivir Passed
‘ phosphate is dissolved in 20 minutes.
Av«\arage = 93%
Organic Impurities Meet test requirement. Passed
Impurity A Not more than 2.0%w/w. Less than QL %
QLI = 0.050%
Impurity B Not more than 0.3%w/w. Not detected %
Impurity C Not more than 0.5%w/w. Not detected %
Indivijual unidentified impurity Not more than 0.2%w/w. 0.06 %
Total ‘nidentiﬂed impurities Not more than 0.5%w/w. 0.11%
Total impurities Not more than 3.0%w/w. 0.15 %
Total Aerobic Microbial Count Not more than 103 cfu/g. N/A cfu/g
Total Combined Yeasts and Molds Count Not more than 10/2 cfu/g. N/A cfu/g
Escherjchia coli Absence (1 g). N/A

Conclusion :

The product conforms to the above specifications.

Dé)’mrﬂ

Batch Release Officer
Release Date : 08/01/20

DARONG SUPAWANWONG

WILAK VANGKANONTA

QA Manager

Release Date : 08/01/20

COA-AU00-02 Rev.01
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V3t 7. wuurhiin e finmuanURnIy
59 |Glyceryl Guaiacolate 100 mg 15%10 8215 10,570.05 | Foawiziaizay |8,215.00 U3 7. wuuvhidin din Fmsdate 10 1P 63 | 63194, 10/01/20
) U3t 7. wurhin $ain fHauauiEnnm
-l - e ol £ o e -l o :
60 [Hyoscine 5meg/5ml in 30ml Syrup 20 8215 10,570.05 Foanizene |8,215.00 yiem 9. wuuvhaun 309 5n15904U8 10 4.4, 63 63194, 10/01/2¢
w3t giileu widnen (Uszmalng )
d1iia fnnuandmn
61 |Premarin 0.625 mg  5X100 TAB 2125 213000 | FBawizenzas |2,125.00 V3t giifeu uinea (Usunelne FBnmsinte 103063 | 63195, 10/01/2!
U3t vlhdin@na i Hinmandaau
62 |isosorbide dinitrate subling. 5Sme 15 7800 1791500 | J5wwzieizas |7,800.00 Uit vidfindnt e 35msdnte 10 1A, 63 | 63196, 10/01/2!
Wit virdundn ia flanuanifnim
63 |Nifedipine SR 20 mg. 100X100 TAB 7800 1791500 | Bamsenzas |7,800.00 Uit vhindm e Fnsdaio 10 1A 63 | 63196, 10/01/2!
U3tv Anneinda wadnea i Hiauanifni
64 |iron Sucrose 29 100 mg/5 mt.  20X5 13000 16,466.40 | IBwwizianvas |13,000.00 Bt Anneinda wanaea $ina FEnsindio 10 4.p. 63 | 63197, 10/01/2:
M INETNTIU flnauasni@nanu
65 |Hydrochlorothiazide 25 Mg 130X500 449905 771,131.30 | Fbewizanzas |449,905.00 paamstndunssy FEnsdate 6 1.A. 63 63198, 06/01/2.
pafmsIndYnsIY flaauesrifnn
66 |Losartan 50 mg tab  600X300 TAB 449905 771,131.30 | FWawmiezas 1449,905.00 paANSNAYNTIY FEmsinte 6 1.0, 63 63198, 06/01/2
pafnIndUNTIH finauauUinnm
67 |Oseltamivir 30 mg  150X10 CAP 449905 771,131.30 | ABawmanza |449,905.00 29ANSINETNT S Fmsinte 6u.p. 63 | 63198, 06/01/2
DARNISNFYNTTU Hipuaniinn
68 |Oseltamivir 45 mg  20X10 CAP 449905 771,131.30 | Bawsiezay |449,905.00 BIANTLATUNTTY Fon5Inte 6.p. 63 | 63198, 06/01/2
DAANINETN T flipnuaniinnm
69 |Oseltamivir 75 mg 4%250 CAP 449905 771,131.30 Faanazenzay |449,905.00 2IANSLNATNTTY ’J%msﬁ'fﬂéa 6 31.A. 63 63198, 06/01/2
DIANTSLATYNT T Hlnuaniinny
70 |Oseltamivir 75 mg 6X250 CAP 449905 771,131.30 S3on1eianzae |449,905.00 24ANISLNAYNTTY "’i%'mﬁm%a 6 3.9, 63 63198, 06/01/2
peANINAYNTT fauaudAn
71 |Sertraline 50 mg__600X30 TAB 449905 771,131.30 | FBawizianzas |449,905.00 paRmIndYnsIY Bmsinie 63A. 63 | 63198, 06/01/2
vivh Tudsu i $1in Haauifane
72 |Acetylcysteine 200 mg powder 26X3 4730 4,885.00 | Fdawzianzn |4,730.00 Uit Tudidu vhin dhifa 3Emsdnte 10 u.p. 63 | 63199, 10/01/Z
Uit Taddu vhiin e finauaui@any
73 |Acetylcysteine 200 mg powder 54X 4730 a,88500 | Foamiznz [4,730.00 vitm lu@dsu vhdun 41ia 3Fnsinte 10 1.0, 63 | 63199, 10/01/Z
3t Tudidu vhiun dia Haneauifnm
76 |Norfloxacin 800 mg  5X100 TAB 4730 4,885.00 F3wsiRnzas 4,730.00 V3o Tuddu whdin $1in Famsdnde 10w 63 | 63199, 10/01/%




