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THAI NAKORN PATANA CO.,LTD 14 SOl NGAMWONGWAN 8

NGAMWONGWAN ROAD, MUANG DISTRICT NONTHABURI 11000 THAILAND
TEL. 02-5559999 FAX. ( 662 ) 589-6557

PRINT DATE: 29/04/2020
ISSUE BY: TNPWHUO002
DEPARTURE: 0000170144
ROUTE: N51

TAX INVOICE NO.: 8200401696

CERTIFICATE OF ANALYSIS

CERTIFICATE NO: $2003 046 / 2003230

ANALYSIS DATE: 20/03/2020

RECEIVING DATE:

ISSUE DATE:

06/04/2020

PRODUCT: 0.9% SODIUM CHLORIDE INJECTION (NSS)
BATCH SIZE: 4,200 Litres
LOT NO: 2003230
PACK SIZE: 1000 ml
MFG. DATE: 18/03/2020 EXP. DATE: 18/03/2025
APPEARANCE: Clear, colorless, sterile solution.
ITEM TESTING METHOD TEST ITEMS RESULTS LIMIT
1 <SD-LVP-011> Clarity test Conform Clear
2 PARTICULATE MATTER (Counts/ml)
<SM-QAC-010> > 10 um 0.04 NMT 25
<SM-QAC-010> > 25 pym 0.00 NMT 3
3 <ST-QAC-G009-1> LAL test for Bacterial Endotoxins < 0.125 EU/mI NMT 0.5 EU/mI
4 <SD-QAC-017-5-1> Sterility test Conform Sterile
5 <ST-QAC-L009> pH 6.10 45-70
6 IDENTIFICATION:
<S|-QAC-S025-1> Sodium Conform Positive
<S|-QAC-C003> Chloride Conform Positive
7 <ST-QAC-L010> Iron < 2 ppm NMT 2 ppm
8 <ST-QAC-L008-2> Heavy Metals < 10 ppm NMT 10 ppm (0.001%),
based on NaCl content

CAR AAC ONRIE NE (WILOACON07Y Paae 1/2




CERTIFICATE NO: $2003 046 / 2003230 ISSUE DATE: 06/04/2020
ITEM TESTING METHOD TEST ITEMS RESULTS LIMIT
9 ASSAY : (Content/100 ml)
<ST-QAC-T098> Sodium Chloride (0.9 g) 101.46 %L.A. 95.0 - 105.0% L.A.
10 <ST-QAC-G063> Volume in container 1017 ml Not less than volume L.A.
ANALYST: Natchana, Thussakul, Puttachad, Kittisak, Budsarin
ASSAY RELEASE DATE: 03/04/2020

APPROVIED
EVALUATION:
AUTHORIZED PERSON: X
Neda Chbso hothat

(Miss Nada Chayahathai)
Deputy QA MANAGER

‘ﬁs Certificate shall not be reproduced except in full copy with written approval of laboratory authorized signature.
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PRINT DATE: 29/04/2020
ISSUE BY: TNPWHU002
DEPARTURE: 0000170144
ROUTE: N51

TAX INVOICE NO.: 8200401696

THAI NAKORN PATANA CO.,LTD 14 SOl NGAMWONGWAN 8
NGAMWONGWAN ROAD, MUANG DISTRICT NONTHABURI 11000 THAILAND

TEL. 02-5559999 FAX. ( 662 ) 589-6557

CERTIFICATE OF ANALYSIS

CERTIFICATE NO: S0804 034 / B2004007

ANALYSIS DATE: 08/04/2020

RECEIVING DATE:

ISSUE DATE: 24/04/2020

PRODUCT: 5% DEXTROSE INJECTION (D5W), PP-E BOTTLE
BA SIZE: 3,150 Lit
LOT NO: B2004007 TCH SIZE S0 Lires
PACK SIZE: 100 m!
MFG. DATE: 07/04/2020 EXP. DATE: 07/04/12025
APPEARANCE: Clear, colorless, sterile solution.
ITEM TESTING METHOD TEST ITEMS RESULTS LIMIT
1 <SD-LVP-011> Clarity test Conform Clear
2 PARTICULATE MATTER
(Counts/container)
<SM-QAC-010> > 10 ym 70.00 NMT 6000
<SM-QAC-010> > 25 um 0.00 NMT 600
3 <ST-QAC-G009-1> LAL test for Bacterial Endotoxins < 0.125 EU/mI NMT 0.5 EU/mI
[eq. to 10EU/g Dextrose]
4 <SD-QAC-017-5-1> Sterility test Conform Sterile
5 <ST-QAC-L009> pH 4,76 32-6.5
6 IDENTIFICATION:
<SI-QAC-D001> Dextrose Conform Positive
7 <ST-QAC-L008-1> Heavy Metals < 0.000025 % Max 0.0005C% in which C
is g of Dextrose/ml injection
(Max 0.000025%)
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CERTIFICATE NO: S0804 034 / B2004007 ISSUE DATE: 2410412020
ITEM TESTING METHOD I TEST ITEMS RESULTS LIMIT

8 <ST-QAC-L012> L5-Hydroxymethylfurfural and related 0.009 OD.1cm at 284 nm, Max

ubstances 0.25
9 ASSAY : (Content/100 ml) ]
<ST-QAC-G029-1> Dextrose monohydrate (5 g) 101.47 %L.A. 95.0 - 105.0% L.A.

10 <ST-QAC-G063> Volume in container 105 mi Not less than volume L.A.

ANALYST: Natchana, Chidchanok, Thussakul

ASSAY RELEASE DATE: 22/04/2020

APPROVED

EVALUATION:
AUTHORIZED PERSON:

Neda Chago\'\o'\\'\:i

(Miss Nada Chayahathai)
Deputy QA MANAGER

This Certificate shall not be reproduced except in full cop

o

y with written approval of laboratory authorized signature.
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PRINT DATE: 29/04/2020
ISSUE BY: TNPWHU002
DEPARTURE: 0000170144
ROUTE: N51

TAX INVOICE NO.: 8200401696

THAI NAKORN PATANA CO.,LTD 14 SOl NGAMWONGWAN 8

NGAMWONGWAN ROAD, MUANG DISTRICT NONTHABURI 11000 THAILAND

TEL. 02-5559999 FAX. ( 662 ) 589-6557

CERTIFICATE OF ANALYSIS

CERTIFICATE NO: S0704 046 / B2004082

ANALYSIS DATE: 07/04/2020

RECEIVING DATE: ISSUE DATE: 24/04/2020
PRODUCT: 0.9% SODIUM CHLORIDE INJECTION (NSS), PP-E BOTTLE
B 1IZE: Litr
LOT NO: B2004082 AICH.S 3,150 Litres
PACK SIZE: 100 ml
MFG. DATE: 06/04/2020 EXP. DATE: 06/04/2025
APPEARANCE: Clear, colorless, sterile solution.
ITEM TESTING METHOD TEST ITEMS RESULTS LIMIT
1 <SD-LVP-011> Clarity test Conform Clear
2 PARTICULATE MATTER
(Counts/container)
<SM-QAC-010> > 10 ym 63.34 NMT 6000
<SM-QAC-010> > 25 um 0.00 NMT 600
3 <ST-QAC-G009-1> LAL test for Bacterial Endotoxins < 0.125 EU/mlI NMT 0.5 EU/mlI
4 <SD-QAC-017-5-1> Sterility test Conform Sterile
5 <ST-QAC-.009> pH 6.12 45-7.0
6 IDENTIFICATION:
<S|-QAC-S025-1> Sodium Conform Positive
<SI-QAC-C003> Chloride Conform Positive
4 <ST-QAC-L010> iron < 2 ppm NMT 2 ppm
8 <ST-QAC-L008-2> Heavy Metals < 10 ppm NMT 10 ppm (0.001%),
based on NaCl content




CERTIFICATE NO: S0704 046 / B2004082 ISSUE DATE: 24/04/2020 j

ITEM TESTING METHOD TEST ITEMS RESULTS LIMIT
9 ASSAY : (Content/100 ml)
<ST-QAC-T098> Sodium Chloride (0.9 g) 100.59 %L.A. 95.0 - 105.0% L.A.
10 <ST-QAC-G063> Volume in container 105 ml Not less than volume L.A.
ANALYST: Natchana, Thussakul, Budsarin, Kittisak
ASSAY RELEASE DATE: 21/04/2020

APPROVED
EVALUATION:

AUTHORIZED PERSON:

Neda Chsg’)ho‘\\'\:i
(Miss Nada Chayahathai)
Deputy QA MANAGER

This Certificate shall not be reproduced except in full copy with written approval of laboratory authorized signature.
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