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CERTIFICATE OF ANALYSIS

F-QC-0176 Rev. No. 6

PRODUCT : BOVAETIN

&0 CATEGORY : COATED TABLETS
LAB.REFERENCE : G25-1519 _ REGISTERED NO. : 1A 44/62 (NG)
LOT NO. -+ 8290430 MFG. DATE : 24/09/25
PACKING EIZE 10 x 10 Tablets EXPIRY DATE : 24/09/28
TESTS SPECIFICATIONS RESULTS
APPEARANCE White, oval, biconvex White;oval,biconvex film-
film-coated tablets with coated tablets with half-
half-scored line between gcored line between
debossed "T" and "0" on debossed °*T" and "0" on
one side and "40° on the one side and "40* on the
other side other side
IDENTIFICATION A. The UV absorption spectrum PASSED
: of the major peak of the Sample
solution corresponds to that of
the Standard solution, as
cbtained in the Assay.
B. The retention time of the PASSED
major peak of the Sample
solution corresponds to that of
the Standard solution, as
obtained in the Assay.
MEAN WEIGHT Theoretical Weight 514.0 mg 511.10 mg
DISSOLUTION Not less than 80 % (Q) of labeled 100.29%

amount(L.2.)of Atorvastatin is
dissolved in 15 minutes

( 98.13 - 102.38)

UNIFORMITY OF DOSAGE UNIT
PASSED
3.43%

By Content Uniformity Meet the requirements

Acceptance Value is NMT 15.0 %

?JIBIQ“E;ESVEE}E;1§

ISSUE DATE 03/11/2025
: 8290430 / 1

Report No¢

Page 1 of 2




T.0. CHEMICALS (1979) LTD.
53 7/?@4 ﬁmﬂ Q-o Lom Luk S, Pethinthoni 12150 T : 66 (2)-275.6053 T - 66(2)-272.7350

CERTIFICATE OF ANALYSIS

F-QC-0176 Rev. No. 6

PRODUCT : TOVALETIW 40 CATEGORY : COATED TABLETS
LAB.REFERENCE : 625-1519 = REGISTERED NO. : 1A 44/62 (NG)
LOT NO. : 8290430 MFG. DATE : 24/09/25

PACKING SIZE : 10 x 10 Tablets EXPIRY DATE 1 24/09/28

TESTS SPECIFICATIONS RESULTS

ORGANIC IMPURITIES

-Atorvastatin pyrrolidone Not more than 0.5 % <0.1 %
-analog

-Atorvastatin related Not more than 1.0 % <0.1 %
compound H -
~-Atorvastatin epoxy Not more than 0.5 & 0.14 %
pyrrolooxazin 6-hydroxy

analog

-Atorvastatin epoxy Not more than 1.0 % 0.11 %
pyrrolooxazin 7-hydroxy

analog

-Atorvastatin epoxy THF Not more than 1.0 % <0.1 %
analog

-Atorvastatin related Not more than 0.5 % <0.1 %

compound D

-Any other individual Not more than 0.2 % <0.1 %
impurity
-Total degradation _ Not more than 4.0 % 0.25 &
products

* Reporting Threshold = 0.1%

ASSAY ( CONTENT PER TABLET)

" Atorvastatin 40 mg Between 94.5 and 105.0 % L.A. 101.31%
R24-296,R24-297

CONCLUSION

PASSEL

ISSUE DATE : 03/11/2025
Report No : 8290430 / 1

Page 2 of 2
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CERTIFICATE OF ANALYSIS

F-QC-0176 Rev. No. 6

PRODUCT : TQVASTIN 40 CATEGORY : COATED TABLETS
LAB.REFERENCE : G25-1519 ~  REGISTERED NO. : 1A 44/62 (NG)
LOT NO. : 8290430 MFG. DATE : 24/09/25
PACKING SIZE : 10 x 10 Tablets EXPIRY DATE : 24/09/28
TESTS SPECIFICATIONS RESULTS

ORGANIC IMPURITIES

-Atorvastatin pyrrolidone Not more than 0.5 % <0.1 %
-analog

-Atorvastatin related Not more than 1.0 % <0.1 %
compound H -
—Atorvastatin epoxy Not more than 0.5 % 0.14 &
pyrrolooxazin 6-hydroxy

analog

-Atorvastatin epoxy Not more than 1.0 % 0.11 &
pyrrolooxazin 7-hydroxy

analog

-Atorvastatin epoxy THF Not more than 1.0 % <0.1 %
analog

—Atorvastatin related Not more than 0.5 % <0.1 %

compound D

-Any other individual Not more than 0.2 % <0.1 %
impurity
-Total degradation . Not more than 4.0 % 0.25 %
products

* Reporting Threshold = 0.1%

ASSAY ( CONTENT PER TAELET )

- Atorvastatin 40 mg Between 94.5 and 105.0 & L.A. 101.31%
R24-296,R24-297

Moot cofoing ot o s s bon poflomsd.s e o
CONCLUSION G
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53 Mo 4, ﬁwf; J;[m Phroi , oLom olih Ko , Pothumthani 12150 Tt : 66 (22756053 jm : 66 (2 ).277.7350
CERTIFICATE OF ANALY SIS

F-QC-0176 Rev. No. 6

PRODUCT : TOQVAETII 40 CATEGORY : COATED TABLETS
LAB.REFERENCE : G25-1528 REGISTERED NO : 12 44/62 (NG}
LOT NO. : 8290431 MFG. DATE . 24/09/25
PACKING SIZE 10 x 10 Tablets -EXPIRY DATE - :24/09/28
TESTS SPECIFICATIORS RESULTS
APPEARANCE White, oval, biconvex White,oval,biconvex film-
film-coated tablets with coated tablets with half-
half-scored line between sEcored line between
debossed "T" and "0" on debossed °"T* and "0* on
one side and "40" on the one side and "40* on the
a—— other-side—- T=r other—side——-
IDENTIFICATION A. The UV absorption spectrum PASSED
of ;he major peak of the Sample
solution corresponds to that of
the Standard solution, as
obtained in the Assay.
B. The retention time of the PASSED
major peak of the Sample )
solution corresponds to that of
the Standard solution, as
obtained in the Assay.
MEAN WEIGHT Theoretical Weight 514.0 mg 512.04 mg
DISSOLUTION Not less than 80 % (Q) of labeled 99.55%

~amount (L.A.)of Atorvastatin is

dissolved in 15 minutes

UNIFORMITY OF DOSAGE UNIT

By Content Uniformity

Meet the requirements

Acceptance Value is NMT 15.0 %

( 97.68 -100.88)

PASSED
3.08%

Alyuuith conflrming Ut thy analfs @MW/@%%{ 4 b

~ CONCLUSION

PASSEL !

ISSUE DATE 04/11/2025

Report No : 8290431 / 1
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CERTIFICATE OF ANALYSIS

F-QC-0176 Rev. No. 6

PRODUCT : TOVAETIN £0
LAB.REFERENCE : G25-1528

LOT NO. : 8290431

CATEGORY : COATED TABLETS

REGISTERED NO. : 12& 44/62 (NG)

MFG. DATE :24/09/25

PACKING SIZE : 10 x 10 Tablets EXPIRY DATE : 24/09/28
TESTS SPECIFICATIONS RESULTS
ORGANIC IMPURITIES

-Atorvastatin pyrrolidone Not more than 0.5 % <0.1 %

analog

-Atorvastatin related Not more than 1.0 % <0.1 %
"~ compound H T '

-Atorvastatin epoxy Not more than 0.5 $% 0.11 %

pyrrolooxazin 6-hydroxy

analog

-Atorvastatin epoxy Not more than 1.0 % <0.1 %

pyrrolooxazin 7-hydroxy

analog

-Atorvastatin epoxy THF Not more than 1.0 % <0.1 %

analog

~-Atorvastatin related Not more than 0.5 % <0.1 %

compound D

-Any other individual Not more than 0.2 % <0.1 %

impurity

-Total degradation Not more than 4.0 % _ . 0.11 %

products

* Reporting Threshold = 0.1%
ASSAY ( c'ammvr PER 2 TABLET )

Atorvastatin 40 mg Between 94.5 and 105.0 % L.A. 101.10%

R24-297

.A%ﬁm%aq&w@;ﬂyésmqﬂﬂéuém/m%;méhav b

CONCLUSION
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ISSUE DATE : 04/11/2025
Report No : 8290431 / 1
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Polyvinyl alcohol + Povidone
Hypromellose + Dextran 70

8.8 NEUE Anti-neovascularization agents
Verteporfin

Aflibercept

Brolucizumab

Faricimab

Ranibizumab

8.9 nguen Other ophthalmologicals
Acetylcysteine

Ciclosporin

Ciclosporin

Diguafosol sodium

Diguafosol sodium

Dried protein-free dialysate of calf blood
Pirenoxine

Pirenoxine

9. nguaIAA Uiy
9.1 nguen statins
Fluvastatin
Simvastatin
Simvastatin
Simvastatin
Simvastatin
Pravastatin
Pravastatin
Atorvastatin
Atorvastatin
Atorvastatin
Atorvastatin
Pitavastatin calcium
Pitavastatin calcium
Rosuvastatin
Rosuvastatin

9.2 #11 Ezetimibe

Ezetimibe
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stuvgiuazaMLs

eye drop (14 mg + 6 mg)/1 ml (0.4 ml}

eye drop (3 mg + 1 mg)/1 ml (0.8 mi)

sterile pwdr 15 mg

sterile sol 40 mg/ml (0.28 ml/vial)
sterile sol 120 mg/ml (0.23 ml/vial)
sterile sol 120 mg/mi (0.24 mlAvial)

sterile sol 10 mg/m! (0.23 ml)

eye drop 50 mg/1 ml (5 ml)

eye emulsion 0.5 mg/1 ml (0.4 ml)
eye emulsion 1 mg/1 ml (0.3 ml)
eye drop 30 mg/1 ml (0.4 ml)

eye drop 30 mg/1 ml (5 ml)

eye gel 8.3mg/ g (5q)

eye drop , tablet 0.75 mg + solvent 15 ml

eye susp 0.05 mg/1 mi (5 ml)

SR tab 80 mg
tab 10 mg
tab 20 mg
tab 40 mg
tab 80 mg
tab 20 mg
tab 40 mg
tab 10 mg
tab 20 mg
tab 40 mg
tab 80 mg
tab 2 mg
tab 4 mg
tab 10 mg

tab 20 mg

tab 10 mg
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37,369.22
34,240.00
24,396.00
32,900.36
32,433.84

188.32
30.59
30.15
13.38

167.26
64.20
85.60

51.36

21.77
0.60
0.85
1.50
2.70

10.70

11.00
3.21
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2.50
5.00
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Test items Specification
. ldentification mwﬂhumuﬁwyﬂlu finished product specification
. Assay w&.& - @oc.0% of the labeled amount of Atorvastatin
sn. Uniformity of dosage units* mw&hummﬁﬁzﬂu finished product specification

&. Dissolution*

-Test @ - NLT ®0%(Q) of the labeled amount of Atorvastatin is
dissolved in @& minutes

-Testlo - NLT @&%(Q) of the labeled amount of Atorvastatin s
dissolved in mo minutes

-Test an - NLT @o%(Q) of the labeled amount of Atorvastatin s
dissolved in eno minutes

-Test & - NLT 2o%(Q) of the labeled amount of Atorvastatin is
dissolved in @& minutes ]
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Test items Specification

- Test & - NLT &o%(Q) of the labeled amount of Atorvastatin is

dissolved in lwo minutes

&. Organic impurities

- Atorvastatin pyrrolidone analog | - NMT o.¢%

- Atorvastatin related compound | - NMT &.0%
H

- Atorvastatin epoxy - NMT o.¢%

pyrrolooxazin o-hydroxy analog
- Atorvastatin epoxy - NMT @.0%
pyrrolooxazin «-hydroxy analog (if
present)
- Atorvastatin epoxy THF analog - NMT @.0%
- Atorvastatin related compound | - NMT o.¢%

- Any other unspecified - NMT o.l6%
degradation product
- Total degradation products - NMT &.0%

vnewg  * i Dissolution Wway Uniformity of dosage units IuuUISNa S LaRIT 1B aeran15a5I9 A58
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- NLT = Not less than / NMT = Not mor than
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