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Amiodarone hydrochloride 150 mg/3 mL concentrate for solution for injection/infusion,
3 mL ampoule

1. ¥o81 Amiodarone hydrochloride 150 mg/3 mL concentrate for solution for
injection/infusion, 3 mL ampoule

2. gruantAnaly
2.1 Juduy
2.2 dwlsensy
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Usenaumedien Amiodarone HCL 150 mg U3ums 3 ml Tu 1 ampoule
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3.1.1 Finished product specification: Amiodarone Hydrochloride Injection (USP41)

U9 Test ltems USP 41
1 | Identification Meets the requirements
2 | Assay 90.0% - 110.0%
3 | Organic Impurities
- Amiodarone related compound E NMT 0.2%
- Amiodarone related compound D NMT 3.0%
- Any unspecified degradation product NMT 0.20
- Total impurities NMT 3.5%
lodide NMT 250 ppm
Benzyl Alcohol (if present) 90.0% - 110.0%
Bacterial Endotoxins NMT 8.33 USP Endotoxin Units/mg of
Amiodarone HCl
7 | Sterility Meets the requirements
AFIUM
" ‘51 ....................... ﬁ ............... z/ﬂ/M/ .................. 3. @003
(Un.oydn  29eALTeY) (e Uiy winAanesh) (Ney.010A3 MuLd)
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pH 3.0-50
9 | Extractable volume Meets the requirements
10 | Particulate matter
>10 pm NMT 6000 particles/container
>25 um NMT 600 particles/container

3.1.2 Finished product specification: Amiodarone Infusion (BP 2016)

7o Test Items USP 41

1 | Identification Meets the requirements

2 | Assay 95.0% - 105.0%

3 | lodine NMT 500 ppm

4 | pH Meets the requirements

5 | Related substances
- Impurity D NMT 1.6%

- Unspecified impurities NMT 0.2%
- Total impurities NMT 0.5%

6 | Sterility Meets the requirements
Bacterial Endotoxins Meets the requirements
Extractable volume Meets the requirements

10 | Particulate matter

>10 um NMT 6000 particles/container
>25 um NMT 600 particles/container

3.2.1 Drug substance specification: Amiodarone Hydrochloride (USP41)

L) Test Items USP 41

1 | Identification Meets the requirements

2 | Assay 98.5% - 101.0%

3 | Residue on ignition NMT 0.1% on a 1 g sample

4 | Organic Impurities
- Amiodarone related compound H NMT 0.02%
- Amiodarone related compound A NMT 0.2%
- Amiodarone related compound D NMT 0.2%
- Amiodarone related compound E NMT 0.2%
- Amiodarone related compound B NMT 0.2%
- Amiodarone related compound C NMT 0.2%
- Amiodarone related compound G NMT 0.2%

NIUNIT 4. ‘9121 M/ §j

Lot - . CI (@) et 22 I
(un.oydn  eFiigy) (neythuniu wiudaifiesd) (ney.21nAS )

GPU 519453 [V2604]




- Amiodarone related compound F NMT 0.2%
- Any other individual impurity NMT 0.10%
lodides NMT 150 ppm
6 | pH 32-38
7 | Loss on drying NMT 0.3 kPa

3.2.2 Drug substance specification: Amiodarone Hydrochloride (BP2016)

L) Test Items BP 2016

1 | Identification Meets the requirements

2 | Assay 98.5% — 101.0% (dried substance)

3 | pH 3.2-38

4 | Related substances
- Impurities H NMT 0.02%
- Impurities A, B, C, D, E, F, G NMT 0.2% for each impurity
- Unspecified impurities NMT 0.10% for each impurity
- Total Impuirities NMT 0.5%

5 | lodides NMT 150 ppm
Loss on drying NMT 0.5%

7 | Sulfated ash NMT 0.1%
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5. InauatuseliuysEansnwmesian (Price Performance)
Amiodarone hydrochloride 150 mg/3 mL concentrate for solution for injection/infusion,
3 mL ampoule
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AMANYAIZIANITVBIEN

Perindopril arginine 5 mg film-coated tablet, 1 tablet

1. Foen Perindopril arginine 5 mg film-coated tablet, 1 tablet

2. gruaNtAnaly
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22 dwlseneu  Uszneaumesiaen Perindopril arginine 5 mglu 1 iin
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3. AuauUANINALA
Nam'ﬁLﬂ'i'lzﬁﬁcummﬂulﬂmu Finished product specification uWag Drug substance
specification 99BN dYTUaTUREINU GelaaangiludedinauanenIssunisemsuazen
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VLS MUUTENIANTENIWABITUAY 1389 T8YANTIET WA, 2561 a9TUN 6 UIAY W.A. 2561 (asUszna
= o -l LT dl o w oo
Tusnefivampunm Fuil 12 guatius 2562) uazUsenmAnsgnseassagy 1389 ssyisen @Uud 2)
o o - o
W.A. 2562 837UV 3 NINHIAU W.A. 2562 (adﬂizﬂ'\ﬁlu‘iwm}mqwﬂm UN 26 NINHIAN 2562)

3.1 Finished product specification:

D) Test Items Specifications

1 | Identification Complied with finished product specification

2 | Assay 95.0 — 105.0% of the labeled amount of Perindopril Arginine
3 | Uniformity of dosage unit* | Complied with finished product specification

4 | Disintegration time <10 min

5 | Degradation Products Complied with finished product specification

3.2 Drug substance specification:

o) Test Items Specifications
1 | Identification Complied with Drug substance specification
2 | Assay 98.5 - 101.5 % of the labeled amount of Perindopril Arginine
(anhydrous and solvent-free substance)
3 | Water <5.0%
ST I 7 =V
(unw.oydin  29diRey) (ney.duniu wiadaiesd) (nfy.010A3 MuLd)
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4 | Heavy metals <10 ppm

5 | Sulphated ash <0.1%

6 | Specific rotation -69.0° to -66.0°

7 | Degradation Products Complied with Drug substance specification
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Azilsartan medoxomil 40 mg tablet
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3.anandaniamaiia
3.1 Finished product specification:

h! Test Items Specifications

1 | Identification Complied with finished product specification

2 | Assay 90.0% - 110.0% of the labeled amount of Azilsartan
medoxomil

3 | Uniformity of dosage unit * Complied with finished product specification

4 | Dissolution* Not less than 80%(Q) of the labeled amount of
Azilsartan medoxomil is dissolved in 30 minutes

5 | Total related substances Not more than 8.50%

3.2 Drug substance specification:

¥o Test ltems Specifications
Identification Complied with drug substance specification
2 | Assay 97.0% - 101.0% of the labeled amount of

Azilsartan medoxomil

3 | Water of content

Not more than 0.30%

4 | Heavy metals

Not more than 20ppm

5 | Total related substances

Not more than 2.0%
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