ﬂmﬁnymzmwwmmm Amiodarone HCL 150 mg/3 ml injection

¥oe1 Amiodarone HCL 150 mg/3 ml injection
AT hl
& &
1. Wumsazaeisianinrovuia 3 ml
2. 152naUA8 Amiodarone 150 mg/3 ml

&
3. 39 lumrnzuI IRl AN YLIA 3 mi

AaNtAMunaia

USP 40-45, 2024

1. Identification test

Meet the requirements

2. Assay

90.0-110.0% of the LA of Amiodarone HCL

3. Content of Benzyl Alcohol (If present)

90.0-110.0%

4. Impurities

- Limit of lodide

- Organic Impurities
-Amiodarone related compound E
-Amiodarone related compound D
-Any unspecified degradation product

-Total degradation products

NMT 250 ppm

NMT 0.2%
NMT 3.0%
NMT 0.2%
NMT 3.5%

5. Bacterial endotoxins test Meet the requirements

6. Sterility tests Meet the requirements

7. pH 3.0-5.0

8. Particulate matter in injections Meet the requirements for small-volume injections

paauiAMmanain

BP 2016-2024

1. Identification test

Meet the requirement

- Impurity D
- The area of any other the secondary peak

- The sum of the area of any other secondary peak

2. Assay 95.0-105.0% of the LA of amiodarone
3. Colour of solution Meet the requirement

4. lodides Meet the requirement

5. Related substances

NMT 1.6%
NMT 0.2%
NMT 0.5%

HNUELTEA
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ﬂmﬁnymzmwwmmm Amoxicillin1 g and Clavulanic acid 200 mg for Injection

¥oen Amoxicillin 1 g and Clavulanic acid 200 mg for Injection

aaauanall

- 2
1. Alumaslsrenie

2. Ysznoudede Amoxicillin 1 gand Clavulanic acid 200 mg

Y
3. 5T lUMTUZUTIIRAl RN 0

paauiAManain

BP 2016 — 2024 (Co-amoxiclav for injection)

—_

. Identification test

Meet the requirement

2. Assay 90.0 - 107.5% ofLA of amoxicillin and clavulanic acid
3. pH (Amoxicillin) 8-10.0
4. Clavulanate polymer and other fluorescent impurities Meet the requirement
5. Related Substances
-Impurity D NMT 5%
-Impurity J NMT 5%
-The area of any other secondary peak NMT 3%
-The sum of the area of all secondary peak NMT 15%

6. Bacterial endotoxin NMT2.5 IU of endotoxin/mi
7. Water NMT 3.5%
HNYLYA
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qmﬁnymxmwwmmm Amoxicillin 875 mg and Clavulanate Potassium 125 mg Tablet

¥oen Amoxicillin 875 mg and Clavulanate Potassium 125 mg Tablet

AT hl
1. Husudasiiasuilsznu
2. UszReudiedde Amoxicillin 875 mg and Clavulanate Potassium 125 mg

¥y
3. v3sy luumstaadintesiuanuyuld

Qmauﬂ’amqmﬂﬁﬂ USP 39-45, 2024,currently
1. Identification test Meet the requirement
2. Assay 90.0 — 120.0 % of the LA of Amoxicillin and Clavulanic acid
3. Uniformity of dosage units Meet the requirement

(Weight variation#i3e Content uniformity)

4. Dissolution test
- Test 1 NLT 85% of Amoxicillin is dissolved in 30 mins and NLT 80% of

Clavulanic acid is dissolved in 30 mins

-Test2 NLT 85% of Amoxiclilinis dissolved in 45 mins and NLT 80% of

Clavulanic acid is dissolved in 30 mins

5. Water determination NMT 11.0%

6. Microbial Enumeration tests

- Total aerobic microbial count NMT 10° cfu/g
- Total combined molds and yeasts NMT 1O2cfu/g
ﬂmﬁuﬁ’aﬂ]qlﬂﬂﬁﬂ BP 2016-2024 (Co-amoxiclav Tablets)
1. Identification test Meet the requirement
2. Assay 90.0 — 105.0 % of the LA of Amoxicillin and Clavulanic acid
3. Uniformity of content Meet the requirement
4. Dissolution test wanawanIsazatenelu 45 ui
5. Clavulanate polymer and other Meet the requirement

fluorescent impurities

6. Related substances
- The area of any other secondary peak NMT 1%
- Amoxicillin dimer NMT 2%

HNUELTA
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Qmé’nymzmwwmmm Alumina, Magnesia and Simethicone Oral Suspension 240 ml

m Alumina, Magnesia and Simethicone oral suspension 240 ml
ansuiai

1. fuenhaiiauyiuaznen

2. ﬂizﬂauﬁ}wAlumina,Magnesia and Simethicone

3. vy lumwugllaaiinviananadnuuin 240 ml

aanAmamaiin USP 39-45, 2024

1. Identification test Meet the requirement

2. Assay 90.0-115.0 % of LA of Aluminium hydroxide and Magnesium
hydroxide and 85.0 — 115.0% of Simethicone

3. Microbial limits

- Total aerobic microbial NMT10%cfu /ml
- E.coli a329 liny
4. Acid — neutralizing capacity Meet the requirement
5. pH 7.0-86
6. Sodium content NMT 1 mg/ml
NN
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ﬂmﬁnymxmwwmmm Antazoline 0.05% and Tetrahydrozoline HCL 0.04% Eye Drop 10 ml

¥oen Antazoline 0.05% and Tetrahydrozoline HCL 0.04% Eye Drop

aaauAam

1. Ghasazaielaliuidlsveonn

2. UszneudIedien Antazoline 0.05% and Tetrahydrozoline HCL 0.04%

Yy
3. vssgluvimlaanngevuia 10 miuazdoanumes

paauAMamailn

Unofficial

. Identification test

Meet the requirement

2. Assay 90.0-110.0% of the LA of Antazoline and Tetrahydrozoline HCL
3. Osmolarity/ Tonicity 270 - 330 mOsmol/ kg (0.27 — 0.33 Osmol/ kg)
4. Particulate matter Meet the requirement
5. pH 45-6.5
6. Sterility test Meet the requirement
7. Deliverable volume (or Minimum Fill) Meet the requirement
NN
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ﬂmﬁnymxmwwmmm Aspirin 81 mg Gastro-resistant (Delayed-Release) Tablet

¥oen Aspirin 81 mg Gastro-resistant (Delayed-Release) Tablet

aaaaTAm

3 I~ a o o . ) v @
1. Fhususiamasvyiiauandilua1d (Gastro-resistant) dmsusulszniu
2. sznaUA8a81 Aspirin 81 mg

¥y
3. vssylunwsdaaiin dostuanusunazuasld

@mauﬁamqmﬂﬁﬂ USP 39-45, 2024,currently
1. Identification test Meet the requirement
2. Assay 95.0 — 105.0% of the LA of Aspirin
3. Uniformity of dosage units Meet the requirement

(Weight variation 30 Content uniformity)

4. Dissolution

- Acid stage NMT 10% of the LA of Aspirin is dissolved in 120 mins
- Buffer stage NLT 75% of the LA of Aspirin is dissolved in 90 mins
5. Limit of free salicylic acid NMT 3.0%
pMaulAManaiia BP 2016-2024
1. Identification test Meet the requirement
2. Assay 95.0 - 105.0% of the LA of Aspirin
3. Uniformity of dosage units Meet the requirement

(Weight variation 30 Content uniformity)

4. Dissolution test
- First stage NMT 5% of the LA of Aspirin is dissolved in 120 mins

- Final stage waaeranisazaienielu 45 uii

5. Related substances

-Impurity C NMT 3%
-The area of any other secondary peak NMT 0.1%
-The sum of the area of any other secondary peaks NMT 1%
HAENTIA
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ﬂmﬁ'ﬂﬁmzmwwﬂlmm Azithromycin 200 mg/5 ml oral suspension

‘ld'mzn Azithromycin 200 mg/5 ml oral suspension
ansaaniai

1. HumndmsvazaelFsulsznu

2. UszReudiedle Azithromycin 200 mg/5 ml

v k4
3. vasglumyugilaatinhdosnunawazauiuls

AnaNUANIamALln USP 39 -42

USP 43-45, 2023

USP 2024,currently

1. Identification test Meet the requirement

Meet the requirement

Meet the requirement

90.0 - 110.0% of LA

of Azithromycin

2. Assay

90.0 - 110.0% of LA of

Azithromycin

90.0 - 110.0% of LA of

Azithromycin

Meet the

requirements

3. Delivery volume

Meet the requirements

Meet the requirements

4. pH

-for a solid package in single-unit 9.0-11.0
containers

-for a solid package in multiple-unit 85-11.0

containers

9.0-11.0

85-11.0

5. Dissolution test

Test 1: - NLT 75% (Q) of the LA of -
Azithromycin is dissolved
in 30 mins
Test 2: - - NLT 80% (Q) of the LA of
Azithromycin is dissolved
in 45 mins

6. Orgainic impurities -

- Azithromycin N-oxide NMT 0.5% NMT 0.5%

- 3-(N,N-Didemethyl)-3-N- NMT 0.5% NMT 0.5%
formylazithromycin

- 3-(N,N-Didemethyl) NMT 0.5% NMT 0.5%
azithromycin(aminoazithromycin)

- Azithromycin related compound F NMT 0.5% NMT 0.5%

- Desosaminylazithromycin NMT 0.3% NMT 0.3%

- N-Demethylazithromycin NMT 0.7% NMT 0.7%

- 3-De(dimethylamino)-3'- NMT 0.5% NMT 0.5%
oxoazithromycin

- Any individual unspecified NMT 0.2% NMT 0.2%

degradation product
- Total degradation products NMT 3.5% NMT 3.5%

AaNtAMunaia

BP 2018 - 2024

1. Identification test

Meet the requirement

2. Assay 80.0 — 120.0% of LA of Azithromycin
3. pH 9.0-11.0
4. Water NMT 2.0%




5. Related substances

-Impurity B

-Impurities A,C,E,F,H,l,LLM,N,O,P
-Impurities D and J

-the area of any other secondary peak

-the sum of the areas of all secondary peaks

NMT 2.0%
NMT 0.5%
NMT 0.5%
NMT 0.2%
NMT 3.0%
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Qmé’numsmwwmmsnBetahistine Mesylate 6 mg Tablet

‘ld'mEnBetahistine Mesylate 6 mg Tablet
ansuiai

1. flundiariiasurlszmu

2. szneudiudeBetahistine Mesylate 6 mg

a ¢ o ]
3. v359 luumsegiidlourlesatloanuuaaazniuiula

paauiAManain Unofficial
1. Identification test Meet the requirement
2. Assay 90.0 - 110.0% of the LA of Betahistine HCL
3. Uniformity of dosage units Meet the requirements

(Weight variation %30 Content uniformity)

4. Dissolution test Meet the requirements

Hnaia
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Qmé’nymzmwwmmm Budesonide 200 mcg/dose inhalation, suspension 200 dose

¥oe Budesonide 200 mcg/dose inhalation, suspension 200 dose

aaaaTAm

3 o @ 1
1. Alugwuaznoudmsuganunian

2. s2neUd8@Ie1 Budesonide 200 meg @e 1 dose

) . X A 3 q & v W
3. m’ﬁﬂumﬂfuz Pressurized container #3@nf1 metered-dose valve tag lilda1s CFC ilumsnanau

W a
AUTHUAMUNAUA

BP 2016 - 2024

1. Identification test

Meet the requirement

2. Assay

80-120% of the amount stated to be delivered by actuation of the

valve

3. Number of delivery doses

Meet the requirement

4. Uniformity ofdelivered dose (or metered dose)

Meet the requirement

5. Particle size 1%u Deposit of emitted dose %30

Fine particle dose

Meet the requirement

6. Related substances
-The area of any secondary peak

-The sum of the areas of any secondary peaks

NMT 0.5%
NMT 1.5%

7. Epimer A 40.0-51.0% of the sum of the areas of the two epimers peaks of
budesonide
AT
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Qmé’numsmwwmmm Calcium Carbonate 1500 mg Tablet

@ Calcium Carbonate 1500 mg Tablet
ansuiai

1. flundiariiasurlszmu

2. 1s2naUA8@181 Calcium carbonate 1500 mg

1 ¥y
3. vssylunwstaadiniidoaiunnuin

Qmauﬂ'ﬁnnmﬂﬁﬂ USP 39-45, 2023 USP 2024,currently
1. |ldentification test Meet the requirement Meet the requirement
2. Assay 90.0 -115.0% of the LA of Calcium 90.0 -115.0% of the LA of Calcium
carbonate carbonate
3. Uniformity of unit dosage Meet the requirement Meet the requirement

(Weight variation 30 Content

uniformity)

4. Dissolution test NLT 75% of the LA of Calcium is

dissolved in 30 mins

NLT 75% of the LA of Calcium is

dissolved in 30 mins

5. Acid — neutralizing capacity | NLT 27 mEq /tab (0.9 x 0.02 x 1500 mg)

Y Ao 9 dy (=Y T a
@ luiiideil lilinademsiiarsan)

NLT 5 mEqg acid is comsumed by the
minimum single dose recommended
in the labelling

Y v 9

= dy = \ a
@ luiiiaeil lilinademsiiarsan)

HNUELTEA

a9

A A Y Y . a o Y @ o 1 AN Yo
- NTAUNIANZLUVIULIINITNIU (Waive) f‘ﬂiﬁli?‘ﬂﬁﬂﬂ’llﬂiWSﬁiWﬂﬂﬁiﬂ Glmmmwaﬂgmmﬂmm'lm‘umsmgmﬂw

= A v 1A <3| v v Al a X o
- Tonasgudun Tasswaaniluaavu phosphate Tugihe laneriiaGess




Qmé’nymzmwwmmm Carvedilol 6.25 mg Tablet

¥oen Carvedilol 6.25 mg Tablet

aaaaTAm
3 <3 a o
1. Wuesudastiasulsenu
2. Uszneudieaie Carvedilol 6.25 mg

1 ¥y
3. v35y lunmstaaiinndesiunnuiu

wa a
AUTHUANNINAUA

USP 39-45, 2024, currently

1. Identification test

Meet the requirement

2. Assay

90.0 -110.0% of the LA of Carvedilol

3. Uniformity of unit dosage

(Weight variation %30 Content uniformity)

Meet the requirement

4. Dissolution test

NLT 80% of the LA of Carvedilol is dissolved in 30 mins

5. Related substances
-Individual impurities (specified or unspecified)

-Total impurities

NMT 0.2%
NMT 1.0%

wa a
AUTHUANNINAUA

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay

95.0 -105.0% of the LA of Carvedilol

3. Uniformity of unit dosage

(Weight variation %30 Content uniformity)

Meet the requirement

4. Dissolution test

NLT 75% of the LA of Carvedilol is dissolved in 45 mins

5. Related substances
-Impurity C
-Any other individual impurity

-Total impurities (exclude Impurity C)

NMT 0.02%
NMT 0.2%
NMT 0.5%

HBLYn
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Qmé’nymzmwwmmm Cefazolin 1 gm for Injection

¥oen Cefazolin 1 gm for Injection

aaauAam

- 2
1. Alumsglsanniedund

2. Ysznoudedie Cefazolin 1 gm

k4
3. vasglumynzussyendalsannge (lided sterile water )

AaNtAMunaia

USP 39-45, 2024,currently

1. Identification test

Meet the requirement

2. Assay

90.0-115.0% L.A. of Cefazolin sodium

3. Uniformity of unit Dosage

(Weight variation 38 Content uniformity)

Meet the requirement

4. pH

4-6

5. Optical rotation

-10°to -24°

6. Sterility test

Meet the requirement

7. Water determination

NMT 6.0%

8. Bacterial endotoxins

NMT 0.15 USP endotoxin Unit/mg of cefazolin

9. Particulate matter

Meet the requirement

AaNTAMUnaia

BP 2016- 2024

1. Identification test

Meet the requirement

2. Assay 90.0-105.0% L.A. of Cefazolin sodium
3. pH 4-6
4. Clarity of solution Meet the requirement
5. Related substances
-The area of any secondary peak NMT 1%
-The sum of the area of any secondary peak NMT 3.5%
6. Water NMT 6%

7. Bacterial endotoxin

NMT1.5 IU/ml of endotoxin

HBLyn
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Qmé’nymzmwwmmm Ceftriaxone 1 gm for injection

¥oen Ceftriaxone 1 gm for injection
aaautianaly

a3 .ﬂ’l o v A
1. @umeenlsienniedvsuna

2. sznaUA8aIe Ceftriaxone sodium 1 gm

¥y
3. vssyeglunruzussyeRalsnmyesiiauditaatin

paanAmanaia

USP 39-45, 2024,currently

1. Identification

Meet the requirement

2. Assay

90.0-115.0% of the L.A. of Ceftriaxone

3. pH

6.0-8.0

4. Sterility test

Meet the requirement

5. Organic impurities
-Deacetylcefotaxime lactone
- Ceftriaxone triazine analog
- Ceftriaxone benzothiazolyl oxime
- Deacyl ceftriaxone
- Ceftriaxone-3-ene isomer
- Ceftriaxone E-isome
- Any individual unspecified impurity

- Total impurities

NMT 0.5 %
NMT 1.0%
NMT 0.2%
NMT 1.0%
NMT 0.3%
NMT 1.0%
NMT 0.2%
NMT 5.0%

6. Bacterial endotoxin test

NMT 0.20 USP Endotoxin Units/ mg of ceftriaxone

7. Particulate matter

Meet the requirement

8. Water determination

8.0%-11.0%

aanamunaia BP 2016 -2024
1. ldentification Meet the requirement
2. Assay 92.0-108.0% of the L.A. of Ceftriaxone
3. pH 6.0-8.0
4. Related substances
-The area of any secondary peak NMT 1.0%
-The sum of the areas of all the secondary peak NMT 5.0%
5. Water NMT 11.0%
6. Bacterial endotoxin test NMT 0.8 IU/ml

KB
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Qmé’nymzmwwmmm Cetirizine HCL10 mg Tablet

¥oen Cetirizine 10 mg tablet

AT hl
1. Husudasiiasuilsznu
2. 1l5zneuAI8/01 Cetirizine Hydrochloride #eeuyany Cetirizine 10 mg

1 ¥y
3. v35y lunmstaaiinidosiunnuiuld

aAaNUAMINAHA USP 39-45, 2024,currently
1. Identification test Meet the requirement
2. Assay 90.0 -110.0% of L.A. of Cetirizine HCL

3. Uniformity of unit dosage(Weight variation %50 | Meet the requirement

Contentuniformity)

4. Dissolution test

-Test 1 NLT 80% of the LA of Cetirizine is dissolved in 30 mins
-Test 2 NLT 80% of the LA of Cetirizine is dissolved in 30 mins
-Test 3 NLT 80% of the LA of Cetirizine is dissolved in 30 mins
5. Impurities
- Cetlirizine lactose ester NMT 0.5%
- Cetirizine ethanol NMT 0.4%
- Any unspecified Degradation product NMT 0.2%
-Total impurities NMT 1%
paauAManaiin BP 2016-2024
1. Identification test Meet the requirement
2. Assay 95 - 105% of the L.Aof Cetirizine
3. Uniformity of content Meet the requirement
4. Dissolution test NLT 80% of Cetirizine is dissolved in 45 mins

5. Related substances

-Impurities A NMT 0.3%

-Impuriteis B NMT 0.3%

-Impurites G NMT 0.3%

-The area of any other secondary peak NMT 0.2%

-The sum of all impurities NMT 1%
NG
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Qmé’nymzmwwmmm Ciprofloxacin 200 mg/ 100 ml injection

¥oen Ciprofloxacin 200 mg/ 100 ml injection

aaauAam

=) A
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2. Usznaudieden Ciprofloxacin 200 mg 1u Water for injection 130 5% Dextrose injection %39 0.9% Sodium

chloride injection YSu1@s 100 ml

&L A : '
3. vssylunuzussyodalsmnnaesiauii type | tazlindesnszaywsenwuziiunasiofunnun

paauiAmManain

USP 39-451 2024, currently

1. Identification

Meet the requirement

2. Assay

90.0-110.0% L.A. of Ciprofloxacin

3. pH

3.5-4.6

4. Sterility test

Meet the requirement

5. Bacterial Endotoxins

NMT 0.5 USP endotoxin/ mg of Ciprofloxacin

6. Organic Impurities

- Ciprofloxacin ethylenediamine analog

NMT 0.5%

7. Lactic acid content

0.288 - 0.352 mg/mg of Ciprofloxacin

8. Dextrose (C.H.,O

Y a
<H,,0,.-H,0) content (011)

6

4.75-5.25 gm 1u 100 ml

9. Sodium chloride content (ﬁ'ﬁ)

85.5-94.5mg

10. Particulate matter

Meet the requirement

paauiAmanain

BP 2016-2024

1. Identification

Meet the requirement

2. Assay

95.0-105.0% L.A. of Ciprofloxacin

3. pH

Y
tazaelu glucose

tazarely Sodium chloride

3.5-46
3.9-45

. Sterility test

Meet the requirement

. Bacterial Endotoxins

NMT 0.5 1U/ml

. 5-Hydroxymethylfurfural

Meet the requirement

~N | o o &

. Related substances
-Impurities B
-Impurities C
-Impurities D
-Impurities E
-Impurities F
-The area of any other secondary peak

-The sum of the area of all the secondary peaks

Meet the requirement
NMT 0.5%

Meet the requirement
NMT 0.3%

Meet the requirement
NMT 0.2%

NMT 1%
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Qmé’nymzmwwmmm Clindamycin 600 mg/4 ml injection

m Clindamycin 600 mg/4 ml injection
el

1. Fumsazaela Usamnde dmduda

2. szReud8@Ie Clindamycin 600 mg 13 4 ml

Y
3. v3sglumanzussgealsannie

AaNtAMunaia USP 39-45, 2024,currently
1. Identification Meet the requirement
. Assay 90.0-120.0% L.A. of Clindamycin
pH 55-7.0

. Bacterial Endotoxins NMT 0.58 USP endotoxin/ mg of Clindamycin

. Sterility test Meet the requirement

o|la| s wl|

. Particulate matter Meet the requirement

paanAManaiia

BP 2016-2020

BP 2021

BP 2022-24

1. Identification

Meet the requirement

Meet the requirement

Meet the requirement

2. Assay 90.0-105.0% L.A. of 90.0-105.0% L.A. of 90.0-105.0% L.A. of
Clindamycin Clindamycin Clindamycin
3. pH 55-7.0 55-7.0 55-7.0

4. Bacterial Endotoxins

NMT 6 IU of endotoxin/ml

NMT 6 IU of endotoxin/ml

NMT 6 IU of endotoxin/ml

5. Related substances
- Impurity F

- Impurity E

- Impurity B or L

- Sum impurity

NMT 4%
NMT 2%
NMT 1%
NMT 8%

NMT 4%
NMT 2%
NMT 1%
NMT 8%

wa Y
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Qmé’nymzmwwmmm Colchicine 0.6 mg Tablet

@ Colchicine 0.6 mg Tablet
el

1. flundiariiasurlszmu

2. szRRUd8@Ie1 Colchicine 0.6 mg

1 ¥y
3. v35y lunmstaaiinidosiunnuiuld

paanAManaiia

USP39- 45, 2024,currently

1. Identification test

Meet the requirement

2. Assay

90.00 -110.00% L.A. of Colchicine

3. Uniformity of dosage units

(Weight variation %38 Content uniformity)

Meet the requirement

4. Dissolution test

NLT 75% of the LA of Colchicine is dissolved in 30 mins

paanAManaiia

BP 2016 -2024

1. Identification test

Meet the requirement

2. Assay

95.0-105.0% L.A. of Colchicine

3. Uniformity of content

Meet the requirement

4. Dissolution test

NLT 75% of colchicine is dissolved in 45 mins

5. Related substances
-Impurity A
-The area of any other secondary peak

-The sum of the area of all of the secondary peaks

NMT 3.5%
NMT 1%
NMT 5%

HNUELTEA
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ﬂmﬁnymzmwwmmm Dextrose 5% and Sodium chloride 0.45% injection, 1000 ml

¥oen Dextrose 5% and Sodium chloride 0.45% injection, 1000 ml

aaaaTAm

IS (S & 9 v Y A o
1. Lﬂumsazawiﬁ'luuﬁ Unanmre dmsudaivaoadona

Y
2. 1/52nouR188281 Dextrose 5% and Sodium chioride 0.45% luihdmsuwisuenia

3. ussylunruzgananadnlastifsnnsvesansazals 1000 ml

v o a o d
4. myuz 190559300 1T UT09qUNINVOIN IPULDTTYAUNIATFIUHAAAURYATINNTTU (UON.) H301IATIFILATY

3101308011 1ANUIBNUATINIATIZHIBITIFNNT 1FU ATNANMNEATMTUNNG, dninnuInaTgIuRaasa
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ﬂmﬂuﬁaﬂ]qlﬂﬂﬁﬂ USP 39-45, 2024, currently
1. Identification Meet the requirement
2. Assay 95.0 - 105.0% of the LA of Dextrose and Sodium chloride
3. pH 3.2-65
4

. Limit of 5-hydroxymethylfurfural and related substances

The absorbance is NMT 0.25

. Sterility test

Meet the requirement

. Bacterial endotoxins

NMT 10.0 USP Endotoxin Units/g of dextrose

. Particulate matter

Meet the requirement

paanAMInaia BP 2016-2024
1. Identification Meet the requirement
2. Assay 95.0 - 105.0% of the LA of Dextrose and Sodium chloride
3. pH 3.5-6.5
4. 5-hydroxymethylfurfural and related substances | The absorbance is NMT 0.25
5. Bacterial endotoxins NMT 0.25 1U/ml
HNUELTA
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Qmé’numsmwwmmm Dimenhydrinate 50 mg Tablet

Yoen Dimenhydrinate 50 mg Tablet
AT hl

3 <3 a o
1. Wuesudastiasulsenu

2. 152nUA8@81 Dimenhydrinate 50 mg

¥y
3. v35y lunmstaaiin dosiunanuyuld

AaauiAmamAiln

USP39 - 45, 2024,currently

1. Identification test

Meet the requirement

2. Assay

90.00 -110.00% L.A. of Dimenhydrinate

3. Uniformity of dosage units

(Weight variation %30 Content uniformity)

Meet the requirement

4. Dissolution test

NLT 75% (Q) of the LA of Dimenhydrinate is dissolved in 45 mins

5. Content of 8-Chlorotheophylline 43.4-479 %
6. Organic impurities

- Theophylline NMT 0.5%

- Diphenhydramine related compound A NMT 0.5%

- Any individual unspecified impurity NMT 0.2%

- Total impurities NMT 2%

pMaulAManaiia BP 2016-2024

1. Identification test Meet the requirement
2. Assay 95.00 -105.00% L.A. of Dimenhydrinate
3. Uniformity of content Meet the requirement
4. Theophylline and substances related to diphenhydramine Meet the requirement

HBLYn

a9

A =) v ) . a ke v o o 1 Ay yo
- NIUNIANSLUYULIININITLIU (Walve) ﬂ15ﬁi’lﬂﬁﬂ‘ﬂ?iﬂiW%ﬂﬁWﬂﬂﬁ‘lﬂ 114!!?1@]\1'1’?21ﬂiTL!FNﬂﬂTJTIvlﬂﬁ‘]JﬂﬁﬂHiJﬁﬂ'JfJ




qmﬁnymzmwwmmm Domperidone Maleate 10 mg Tablet

Yoen Domperidone Maleate 10 mg Tablet

aaauAam

3 I Aa o
1. Quendastasulszniu
2. ﬂizﬂanﬁl’aﬂﬁ’JmDomperidone Maleate 10 mg

v Kl
3. vaspluumsllaaiinidosiuanuiu’la

paauAManain

Unofficially USP

1. Identification test

Meet the requirement

2. Assay

90.0 -110.0% of Domperidone Maleate

3. Uniformity of dosage units

(Weight variation#i3e Content uniformity)

Meet the requirement

4. Dissolution test

Meet the requirement

wa a
AUTNUAMUNAUA

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay

95.00 -105.00% L.A. of Domperidone Maleate

3. Uniformity of content

Meet the requirement

4. Dissolution test

HEAMINANTAZA18VD9A 81018 11 45 WIH

5. Related substances
-The area of any secondary peak

-The sum of the area of any secondary peaks

NMT 0.25%
NMT 0.5%

HUELTEA
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¥oen Doxazosin 2 mg Tablet

aaauAam

Qmé’numsmwwmmm Doxazosin 2 mg Tablet

1. Wluendie lndevyiiasulszniy

2. Ysznoudeaie Doxazosin 2 mg

v Kl
3. vaspluumsllaaiinidosiuanuiu’la

AaNtAMunaia

USP39 - 42

USP 43-45, 2024 ,currently

1. Identification test

Meet the requirement

Meet the requirement

2. Assay

90.0-110 .0 % LA of Doxazosin

90.0-110 .0 % LA of Doxazosin

3. Uniformity of dosage units
(Weight variation YEL)

Content uniformity)

Meet the requirement

Meet the requirement

4. Dissolution test

NLT 70% of doxazosin is

dissolved in 30 min

NLT 70% of doxazosin is dissolved in 30 mins

5. Impurities

Terazosin related compound A :NMT 0.5%
Doxazosin related compound G :NMT 0.2%
Doxazosin related compound A :NMT 0.25%
Doxazosin related compound D :NMT 0.25%
Doxazosin related compound F :NMT 0.25%

Any unspecified degradation product :NMT 0.2%
Total impurities :NMT 1.0%

HNUELTEA
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Qmé’nvm:mmwmm Diphtheria and Tetanus Vaccine For Adults and Adolescents (dT) 0.5 ml injection

Fon Diphtheria and Tetanus Vaccine For Adults and Adolescents (dT) 0.5 ml injection

pauduUANLU
1. Wusrdauiunz noudsiaanniie

2. Usznousiefien Diphtheria and Tetanus Vaccine
3. UTTRLUNBULUTTRNAAUTIAIINWRVUIA 0.5 ml

AnaNUANIamnALla

Unofficiallu USP

1. Identification test

Meet the requirement

2. Assay

Meet the requirement

3. Sterility test

Meet the requirement

4. Bacterial endotoxin

Meet the requirement

AnaNUANIamALia

BP 2016- 2024

1. Identification test

Meet the requirement

2. Assay
- Diphteria component

- Tetanus component

NLT 2 IU/single human dose (0.5 ml) (BP 2020)
To NMT 30 IU/single human dose (WHO)

NLT 2 1U/single human dose (0.5 ml) (BP 2020)
orNLT 40 1U/single human dose (0.5 ml) (WHO)

3. Sterility test

Meet the requirement

4. Antimicrobial preservative

NMT 115.0%

5. Aluminium test

NMT 1.25 mg/single human dose

6. Free formaldehyde

NMT 0.2 g/L or 0.02% w/v
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qmé’nymsmwwmmm Enalapril 20 mg Tablet

Yoen Enalapril 20 mg Tablet

aaauAam

3 I Aa o
1. Quendastasulszniu

2. Yseneudieden Enalapril 20 mg

v k4
3. v3sgluumsllaaiinidosiuanuuaazanuiula

paauAMamailn

USP 39-45, 2024, currently

1. Identification test

Meet the requirement

2. Assay

90.0-110.0% of LA of Enalapril

3. Uniformity of dosage units

(Weight variation 30 Content uniformity)

Meet the requirement

4. Dissolution test

NLT 80% of the LA of Enalapril Maleate is dissolved in 30 mins

5. Impurities

-for the sum of all impurities including those from | NMT 5.0%

enalaprilat and enalapril diketopiperazine

AaNTAManaia

BP 2016-2017

BP 2018-2024

1. Identification test

Meet the requirement

Meet the requirement

2. Assay

95.0-105.0% of Enalapril

93.0-105.0% of Enalapril

3. Uniformity of dosage units

(Weight variation %38 Content uniformity)

Meet the requirement

Meet the requirement

4. Dissolution test

uananmsazatenelu 45 uii

uamanamsazatene i 30 uii

5. Related substances

-Enalaprilat (Impurity C)

-Enalapril diketopiperazine (Impurity D)
-Impurity 1

-Any other secondary peak

-The sum of any secondary peaks

NMT 1.5%
NMT 0.5%
NMT 0.3%
NMT 1.0%

NMT 2%

NMT 1.0%
NMT 0.3%
NMT 0.2%
NMT 1.5%

KBy
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ﬂmﬁ'ﬂﬁmzmwwﬂlmm Enalapril 5 mg Tablet

Yoen Enalapril 5 mg Tablet

aaauAam

3 I Aa o
1. Quendastasulszniu

2. Yszneudieden Enalapril 5 mg

v k4
3. v3sgluumsllaaiinidosiuanuuaazanuiula

paauAMamailn

USP 39-45, 2024, currently

1. Identification test

Meet the requirement

2. Assay

90.0-110.0% of LA of Enalapril

3. Uniformity of dosage units

(Weight variation 30 Content uniformity)

Meet the requirement

4. Dissolution test

NLT 80% of the LA of Enalapril Maleate is dissolved in 30 mins

5. Impurities

-for the sum of all impurities including those from | NMT 5.0%

enalaprilat and enalapril diketopiperazine

AamiamManala BP 2016-2017 BP 2018-2024
1. Identification test Meet the requirement Meet the requirement
2. Assay 95.0-105.0% of Enalapril 93.0-105.0% of Enalapril
3. Uniformity of dosage units Meet the requirement Meet the requirement
(Weight variation %38 Content uniformity)
4. Dissolution test waasHamyazatenielu 45 i naasHamyazalenielu 30 WA
5. Related substances
-Enalaprilat (Impurity C) NMT 1.5% NMT 2%
-Enalapril diketopiperazine (Impurity D) NMT 0.5% NMT 1.0%
-Impurity 1 - NMT 0.3%
-Any other secondary peak NMT 0.3% NMT 0.2%
-The sum of any secondary peaks NMT 1.0% NMT 1.5%

HBLYn
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qmﬁnymxmwwmmm Enoxaparin Sodium 40 mg/0.4 ml for injection

¥oen Enoxaparin Sodium 40 mg/0.4 ml for injection
AT hl
1. fuenfadsennie luila

2. s2neUA8@81 Enoxaparin Sodium 40 mg

a & , . ) :
3. 1J'iiﬂumﬂfuzmii;Elmﬂﬂﬂﬁmm"]f@w%'mﬂ%} (Prefilled syringe with safety device)

ﬂmﬁuﬁa‘“]q!ﬂﬂﬁﬂ USP 39- 45, 2024,currently
1. Identification Meet the requirement
2. Assay 90.0-110.0% of potency of Anti-factor Xa Units(IU)
3. Anti-factor Xa to Anti-factor Ila ratio 3.3-53
4. Benzyl alcohol content (if present) 1.35-1.65%
5. pH 55-7.5
6. Sterility test Meet the requirement

. Bacterial endotoxins

NMT 0.01 IU/international Unit/unit of Anti-Factor Xa

activity in Anti-factor Xa IU.

. Anti-factor lla activity

20 — 35% of the potency stated on the label in terms of

International Anti-Factor Xa units (IU or 1U/ml)

9.

Free Sulfate Content

NMT 0.12% (w/w)

1

0. Particulate matter

Meet the requirements

paauiAmManain BP 2016- 2024

1. Identification Meet the requirement
2. Assay 90.0-110.0% of potency of Anti-factor Xa
3. Anti-factor Xa to Anti-factor Ila ratio 3.3-53
4. pH 55-7.5
5. Bacterial endotoxins NMT 0.01 IU per International Unit of anti-Xa activity
6. Related substances NMT 2%
7. Sodium 10.2 — 16.9% of Enoxaparin Sodium

NNBLHN

~ A ~ v v X a 7 v o o 1 Ay vo vy
- NTUNIANSIVYULIINTNIU (Waive) ﬂ']iG]i’)i]i?ff)iJ’J!,ﬂi']31’]5']Elﬂ'lﬁcl,ﬂﬂl‘ﬁ!!ﬁﬂ\iﬁ'ﬁﬂ;§1uﬂ\1ﬂ'ﬁ1’l‘ﬂhlﬂiﬂﬂ']if]‘l;!ll@‘lﬂ’)il




ﬂmé’nymzmwwmaem Fenofibrate 200 mg Capsule

¥oeNn Fenofibrate 200 mg Capsule

aaauAam

3 I Aa o
1. Quendastasulszniu
2. YszneudiedIe Fenofibrate 200 mg

v Kl
3. vaspluumsllaaiinidosiuanuiu’la

paanAmamain USP 39-41

USP 42-43

USP 44-45, 2024,currently

1. Identification test Meet the requirement

Meet the requirement

Meet the requirement

2. Assay 90.0 -110.0% L.A. of

Fenofibrate

90.0 -110.0% L.A. of

Fenofibrate

90.0 -110.0% L.A. of

Fenofibrate

3. Uniformity of dosage Meet the requirement
units (Weight variation e

Content uniformity)

Meet the requirement

Meet the requirement

4. Dissolution test (Test Taf

18)

-Test1: NLT 70% of fenofibrate is
dissolved in 40 mins

-Test2: NLT 80% of fenofibrate is
dissolved in 2 hrs

-Test 3: NLT 80% of fenofibrate is
dissolved in30 mins

-Test 4 : NLT 80% of fenofibrate is
dissolved in 30 mins

-Test5: -

-Test6: -

-Test 7: -

NLT 70% of fenofibrate is
dissolved in 40 mins
NLT 80% of fenofibrate is
dissolved in2 hrs

NLT 80% of fenofibrate is
dissolved in30 mins

NLT 80% of fenofibrate is
dissolved in 30 mins
NLT 80% of fenofibrate is
dissolved in20 mins

NLT 80% of fenofibrate is

dissolved in 60 mins

NLT 70% of fenofibrate is
dissolved in 40 mins

NLT 80% of fenofibrate is
dissolved in2 hrs

NLT 80% of fenofibrate is
dissolved in30 mins

NLT 80% of fenofibrate is
dissolved in 30 mins

NLT 80% of fenofibrate is
dissolved in20 mins

NLT 80% of fenofibrate is
dissolved in 60 mins

NLT 80% of fenofibrate is

dissolved in 60 mins

5. Individual Impurities

- fenofibrate related NMT 0.5%
compound B

- any other unspecified NMT 0.2%
impurity

- Total impurities NMT 2.0%

NMT 0.5%

NMT 0.2%

NMT 2.0%

NMT 0.5%

NMT 0.2%

NMT 2.0%




pauiAManaiin BP 2024
1. Identification test Meet the requirement
2. Assay 95.0 -105.0% L.A. of Fenofibrate
3. Impurities
- Area of any secondary peak NMT 0.2%
- Sum of area of any secondary peak NMT 1%
NN
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ﬂmﬁnymzmwwmaem Ferrous Fumarate 200 mg Tablet

¥oeN Ferrous Fumarate 200 mg Tablet

aaauAam

3 I Aa o
1. Quendastasulszniu

2. Ys¥neude@en Ferrous fumarate 200 mg

v Kl
3. vaspluumsllaaiinidosiuanuiu’la

paanlAmanaiin

USP39-45, 2024,currently

1. Identification test

Meet the requirement

2. Assay

95.0-110.0% L.A. of Ferrous fumarate

3. Uniformity of dosage units

(Weight variation 30 Content uniformity)

Meet the requirement

4. Dissolution test

NLT 75% of Ferrous fumarate is dissolved in 45 mins

wa a
AUTHUAMUNAUA

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay

90.0-105.0% L.A. of Ferrous iron

3. Uniformity of dosage units

Meet the requirement

4. Dissolution test

waasamsazaneaielu 45 Wi

5. Ferric iron

Meet the requirement

HNUELTEA
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qmé’nymxmwwmmm Gliplizide 5 mg Tablet

¥oen Gliplizide 5 mg tablet

aaauAam

3 I Aa o
1. Quendastasulszniu
2. Uszneudedien Gliplizide 5 mg

v Kl
3. vaspluumsllaaiinidosiuanuiu’la

paanlAmanaiin

USP39-45, 2024,currently

1. Identification test

Meet the requirement

2. Assay

90.0-110.0% L.A. of Gliplizide

3. Uniformity of dosage units

(Weight variation 30 Content uniformity)

Meet the requirement

4. Dissolution test

NLT 80% of Gliplizide is dissolved in 45 mins

wa a
AUTHUAMUNAUA

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay

90.0-110.0% L.A. of Gliplizide

3. Uniformity of dosage units

Meet the requirement

4. Dissolution test

wansnamsazatenelu 45 wii

5. Related substances
-Gliplizide impurity A
-Any other secondary impurity

-Any other impurities

NMT 0.5%
NMT 0.5%
NMT 0.2%

HNUELTEA
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ﬂmﬁnymzmwwmaem Guaifenesin (Glyceryl guaiacolate) 100 mg tab

¥oen Guaifenesin 100 mg Tablet

aaauAam
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1. Ausudasia limasuyiasuilsznu
2. Ysenoudiefie Guaifenesin 100 mg

3. ussylumwusilaaiin

wa a
AUTNUANMUNAUA

USP39-45, 2024 ,currently

1. Identification test

Meet the requirement

2. Assay

90.0-110.0% L.A. of Guaifenesin

3. Uniformity of dosage units

(Weight variation %30 Content uniformity)

Meet the requirement

4. Dissolution test

NLT 75% of Guaifenesin is dissolved in 45 mins

HRUELTEA
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qmﬁ'ﬂymzmwwmmm Human Insulin 30 iu/ml+lsophane insulin 70 iu/ml suspension for injection, 10 ml

(Biphasic Isophane Insulin Injection)

¥oen Insulin human 30 iu/ml+Isophane insulin 70 iu/ml suspension for injection, 10 ml

aaaTam

I~ a dy =2 1 o =} 9 ya o
1. Aumsazmesiatuiuaznoulls ']ﬁiﬂﬂl‘]f?]iﬁﬁ"lﬂ’ﬁj‘u dmsuRameldnanis

2. szRRUd8@Ie1 insulin human 30 iu+isophane insulin 70 iu/ml

Y
3. vssy lunwuzusseRalnAngeILIA10 ml

AaNAManaia

USP 39-45

USP currently

. Identification test

Meet the requirements

Meet the requirements

2. Assay 95.0 - 105.0% of the potency stated | 95.0 — 105.0% of the potency stated
on the label, expressed in USP on the label, expressed in USP
insulin Human Units in each ml insulin Human Units in each ml

3. Bacterial endotoxins NMT 80 USP endotoxin Units/100 | NMT 80 USP endotoxin Units/100

USP insulin Human units

USP insulin Human units

4. Sterility test Meet the requirement Meet the requirement

5. pH 7.0-7.8 7.0-7.8

6. Zinc content 0.02 - 0.04 mg for each 100 USP | 10-40 mg for every 100 USP insulin
insulin Human units units

7. Limit of high molecule weight proteins | NMT 3.0% NMT 3.0%

paaNAMImAiin

BP 2016-2024

. Identification test

Meet the requirement

2. Assay 90.0-110.0% of the amount of insulin stated on the
label

3. pH 6.9-7.8

4. Zinc content NMT 40.0 ug/100 U of insulin

. Protamine content

0.3-0.6 mg of protamine sulfate for each 100 IU of

insulin in the insulin-protamine complex

6. Impurities with molecular masses greater than that of insulin

-the sum of the areas of any peak NMT 3.0%
7. Related substances

- A-21 desamido insulin NMT 5.0%
- The sum of the areas of any other peak NMT 6.0%

8. Bacterial endotoxins Less than 80 1U/100 IU of insulin
9. Sterility Meet the requirement
HUYINN
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qmé’nymzmwwmmm Human Isophane insulin 100 iu/ml suspension for injection, 10ml

(Isophane Insulin Injection)

Yoen Isophane insulin 100 iu/ml suspension for injection, 10 ml

aaaaTAm
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2. 152AUA1Y Zinc insulin human crystals and protamine sulfate 100 iu/ml

&
3. 1397 IUMTULUIIIRAY T IEINFEULIA10 mI

paauiAmamain

USP 39-45,

USP currently

1

. Identification test

Meet the requirement

Meet the requirement

2. Assay 95.0-105.0% of the potency stated on | 95.0-105.0% of the potency stated on
the label, expressed in USP insulin the label, expressed in USP insulin
human units in each ml human units in each ml

3. pH 7.0-75 70-7.8

4. Zinc content 0.021 - 0.04 mg for each 100 USP 0.02 - 0.04 mg for each 100 USP

insulin Human Units

insulin Human Units

5. Limit of high molecular weight NMT 3.0% NMT 3.0%
proteins
6. Insulin in the supernatant NMT 1.0 USP insulin Human Unit/ml -

7.

Bacterial endotoxins

NMT 80 USP endotoxin Units/100

USP insulin Human units

NMT 80 USP endotoxin Units/100

USP insulin Human units

8. Sterility Meet the requirement Meet the requirement
paauiAmanain BP 2016-2024

1. Identification test Meet the requirement

2. Assay 90.0 - 110.0% of the amount of insulin stated on the label

3. pH 6.9-7.8

4. Insulin in the supernatant NMT 2.5% of the total insulin content

5. Zinc content NMT 40.0 ug/100 IU of insulin

. Protamine content

0.3-0.6 mg of protamine sulfate for each 100 IU of insulin

in the insulin-protamine complex

7.lmpurities with molecular masses greater than that of

insulin -the sum of the areas of any peak NMT 3.0%
8. Related substances
- A-21 desamido insulin NMT 5.0%
- Others NMT 6.0%
9. Bacterial endotoxins Less than 80 1U/100 U of insulin
10. Sterility Meet the requirement
HANELTR
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Qmé’numzmwammm Human Isophane insulin 100 iu/ml suspension for injection, 3 ml

(Isophane Insulin Injection)

%a&n Isophane insulin 100 iu/ml suspension for injection, 3 ml

aauaNdANLY

1. Wuansazaneailauviunsneuusiaanieladunyudmiudadmnddiomia
2. Ys2naunae Zinc insulin human crystals and protamine sulfate 100 iu/ml

3. UTTPLUNBULUTTAAUTAINWRTUIN3S mL

AuENUANIamALlA

USP 39-45,

USP currently

1. Identification test

Meet the requirement

Meet the requirement

2. Assay 95.0-105.0% of the potency stated 95.0-105.0% of the potency stated
on the label, expressed in USP on the label, expressed in USP
insulin human units in each ml insulin human units in each mt

3. pH 70-75 70-738

4. Zinc content

0.021 - 0.04 mg for each 100 USP
insulin Human Units

0.02 - 0.04 mg for each 100 USP
insulin Human Units

5. Limit of high molecular weight
proteins

NMT 3.0%

NMT 3.0%

6. Insulin in the supernatant

NMT 1.0 USP insulin Human Unit/ml

7. Bacterial endotoxins

NMT 80 USP endotoxin Units/100

NMT 80 USP endotoxin Units/100

USP insulin Human units

USP insulin Human units

8. Sterility Meet the requirement Meet the requirement
AuaNUANIamALia BP 2016-2024
1. Identification test Meet the requirement

2. Assay 90.0 - 110.0% of the amount of insulin stated on the
label

3. pH 69-1738

4. Insulin in the supernatant NMT 2.5% of the total insulin content

5. Zinc content NMT 40.0 ug/100 IU of insulin

6. Protamine content 0.3-0.6 mg of protamine sulfate for each 100 IU of

insulin in the insulin-protamine complex

7.Impurities with molecular masses greater than that of
insulin -the sum of the areas of any peak NMT 3.0%
8. Related substances
- A-21 desamido insulin NMT 5.0%
- Others NMT 6.0%
9. Bacterial endotoxins Less than 80 1U/100 IU of insulin
10. Sterility Meet the requirement
RUIYLIR
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qmé’nwm:mwwwaqm Human Insulin mo iu/ml+lsophane insulin eo iu/ml suspension for injection, m ml

(Biphasic Isophane Insulin Injection)

gy Insulin human mo iu/ml+Isophane insulin eo iu/ml suspension for injection, e ml

auduiaAnlU

o. Wuasararsvdawviungnauusandeladugudmsudadnidlaiomd

. Usznausmemie insulin human mo iu+isophane insulin eo iu/ml

an. UTTPLUNTULUTTIANUTIANTRIUIN 0 ml

AuENUANIamALA USP ence-a@ USP currently
®. ldentification test Meet the requirements Meet the requirements
. Assay «¢&.0 — ®o&.0% of the potency «¢&.0 - ®o&.0% of the potency

stated on the label, expressed in
USP insulin Human Units in each ml

stated on the label, expressed in
USP insulin Human Units in each

ml

3

. Bacterial endotoxins

NMT &o USP endotoxin Units/@co
USP insulin Human units

NMT &o USP endotoxin Units/@oo
USP insulin Human units

&. Sterility test Meet the requirement Meet the requirement
&. pH 0.0 - . 0.0 - e.c
. Zinc content 0.0 — o.o& mg for each @oo USP | @o-€o mg for every eoo USP
insulin Human units insulin units
o). Limit of high molecule weight NMT en.0% NMT en.0%
proteins
AnaNUANIamnALla BP boab-bobe

®. ldentification test

Meet the requirement

. Assay ®0.0-060.0% of the amount of insulin stated on
the label
o. pH o - o.a

&. Zinc content

NMT &o.0 ug/eoo IU of insulin

&. Protamine content

o.en-o. mg of protamine sulfate for each eoo IU

of insulin in the insulin-protamine complex

o. Impurities with molecular masses greater than that of

insulin NMT en.0%
-the sum of the areas of any peak

. Related substances

- A-loe desamido insulin NMT &.0%
- The sum of the areas of any other peak NMT 5.0%

<. Bacterial endotoxins

Less than o IU/e@oo U of insulin

«. Sterility

Meet the requirement

RnUTALKA
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ﬂmﬁnymzmwwmaem Hydralazine HCL 25 mg Tablet

Yoen Hydralazine HCL 25 mg tablet

aaauAam

3 I Aa o
1. Quendastasulszniu

2. Yseneudiedien Hydralazine HCL 25 mg

¥y
3. vy lunmalaaiintesiuanuiu

AaaniAMInaiin

USP39 — 45, 2023

USP currently

1. Identification test

Meet the requirement

Meet the requirement

2. Assay

90.0-110.0% L.A of Hydralazine HCL

90.0-110.0% L.A.of HydralazineHCL

3. Uniformity of dosage units
(Weight variation %30 Content

uniformity)

Meet the requirement

Meet the requirement

4. Dissolution test

NLT 75% of the LA of Hydralazine is

dissolved in 45 mins

NLT 75% of the LA of Hydralazine is

dissolved in 45 mins

5. Impurities
-Any unspecified degradation product

-Total impurities

NMT 0.2%
NMT 1.5%

paauAManain

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay

95.0-105.0% L.A. of Hydralazine HCL

3. Uniformity of dosage units

(Weight variation 30 Content uniformity)

Meet the requirement

4. Hydralazine

Meet the requirement

HNUELTA

a9

A = ] v . a s ) ) o T Ay Yo
- NIUNIANSLUYULININITLIU (Walve) ﬂ"liﬁi?‘ﬂﬁﬂﬂjlﬂi"IgWﬁTﬂﬂTiiﬂ Gh’i!!ﬁﬂ\i‘ﬂaﬂ;§1uﬂ\1ﬂﬁ"l'l‘ﬂqﬂﬁﬂﬂ"liﬂk!u@ﬂ'w




Qmé’numxmwwmmm Hydroxypropylmethylcellulose (Hypromellose) 0.3% w/v Eye Drops 10 ml

¥oen Hypromellose 0.3% w/v Eye Drops 10 ml

aaaaTAm

1. dluarsazarelaldvsoam

2. Usznaudieden Hypromellose 0.3 % w/v ('l1ili Benzalkonium CL 1 preservative)

¥y
3. vssylunallaainidesiuarusunazuasvuna 10 mi

aanAmamaiin

USP 39-45, 2024 ,currently

. Identification test

Meet the requirement

2. Assay 85 - 115.0 % of L.A. of Hypomellose (Hydroxypropyl methylcellulose)
3. pH 6.0-7.8
4. Sterility test Meet the requirement

paauiaAmamain

BP 2016-2024

. Identification test

Meet the requirement

2. Clarity of solution Meet the requirement
3. pH 8.2-8.6
4. Viscosity 70 — 130% of the declared value
5. Assay Meet the requirement
NINBLHN
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]

%mHyosoinefoButylbromide 10 mg Tablet

aaaaTAm

I < A ac A 3
1. Lﬂummﬂmaawlaum@mma

2. UszRaudiedie Hyoscine-N-Butylbromide 10 mg

1 ¥y
3. v35y lunmstaaiinidosiunnuiuld

Qmé’nymzmwwmmm Hyoscine—N—-Butylbromide 10 mg Tablet

paanAMInaiia

BP 2016-2017

BP 2018-2019

BP 2020-2024

1. Identification test

Meet the requirement

Meet the requirement

Meet the requirement

2. Assay

92.5-107.5 % L.A. of

Hyoscine-N-Butylbromide

92.5-105.0 % L.A. of

Hyoscine-N-Butylbromide

92.5-105.0 % L.A. of

Hyoscine-N-Butylbromide

3. Dissolution test

NLT 75% is dissolved in 30

NLT 75% is dissolved in 45

mins mins
4. Related substances Meet the requirement
-Tropic acid NMT 1.2% NMT 1.2%
-Impurity G NMT 1.8% NMT 1.8%
-The area of any other NMT 0.2% NMT 0.2%
secondary peak
-The sum of all impurities NMT 3.4% NMT 3.4%

HNUELTEA
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Qmé’nymzmwwmmm Ibuprofen 400 mg Tablet

Yoen Ibuprofen 400 mg Tablet

aaauAam

3 I a ard
1. Ausdariamnaouilay
2. Ysgnoudeaie lbuprofen 400 mg

v Kl
3. vaspluumsllaaiinidosiuanuiu’la

paauAManain

USP39

USP 40-45, 2024 ,currently

1. Identification test

Meet the requirement

Meet the requirement

2. Assay

90.0 - 110.0% L.A. of Ibuprofen

90.0 - 110.0% L.A. of Ibuprofen

3. Uniformity of dosage units

(Weight variation 38 Content uniformity)

Meet the requirement

Meet the requirement

4. Dissolution test

NLT 80% of LA of Ibuprofen is

dissolved in 60 mins

NLT 80% of LA of Ibuprofen is

dissolved in 60 mins

5. Water determination

l3iPu 5.0% wiw

6. Organic Impurities
-lbuprofen related compound J
-lbuprofen related compound C
-Any unspecified degradation product

-Total degradation products

NMT 0.25%

NMT 0.2%
NMT 0.25%
NMT 0.2%
NMT 1.5%

wa a
AUTNUAMANAUA

BP 2016-2019

BP 2020

BP 2021-2024

1. Identification test

Meet the requirement

Meet the requirement

Meet the requirement

2. Assay

95.0-105.0 % L.A. of

Ibuprofen

95.0-105.0 % L.A. of

Ibuprofen

95.0-105.0 % L.A. of

Ibuprofen

3. Dissolution test

NLT 75% of ibuprofen is

dissolved in 45 mins

NLT 75% of ibuprofen is

dissolved in 45 mins

4. Related substances

Meet the requirement

Meet the requirement

-Impurity E :NMT 0.3%
-Impurity AJ,N :NMT 0.15%
-any other secondary peak
:NMT 0.1%

-sum of the area of any

secondary peak :NMT 0.7%

HNUELTEA
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¥oen Isosorbide dinitrate 10 mg Tablet

aaauAam

3 I Aa o
1. Quendastasulszniu

2. szneUd8aIe1 Isosorbide dinitrate 10 mg

v Kl
3. v3sgluumsllaaiinidosiuanuiu’la

ﬂmﬁnymzmwwmmm Isosorbide dinitrate 10 mg Tablet

AaNtAMunaia

USP 39-42

USP 43-45

USP 2024,currently

1. Identification test

Meet the requirements

Meet the requirements

Meet the requirements

2. Assay

90.0 - 110.0% LA of

Isosorbide dinitrate

90.0 - 110.0% LA of

Isosorbide dinitrate

90.0 - 110.0% LA of

Isosorbide dinitrate

3. Dissolution test

-Test 1

-Test 2

-Test 3

NLT 70% of LA of
Isosorbide dinitrate is

dissolved in 45 mins

NLT 70% of LA of
Isosorbide dinitrate is

dissolved in 45 mins

NLT 70% (Q) of LA of
Isosorbide dinitrate is
dissolved in 45 mins

NLT 80% (Q) of LA of
Isosorbide dinitrate is
dissolved in 20 mins

NLT 80% (Q) of LA of
Isosorbide dinitrate is

dissolved in 15 mins

4. Uniformity of dosage units
(Weight variation 30

Content uniformity)

Meet the requirements

Meet the requirements

Meet the requirements

5. Organic impurities

- Isosorbide mononitrate

related compound A

- Isosorbide mononitrate

- Any unspecified degradation
product

- Total degradation products

NMT 0.2%

NMT 0.2%
NMT 0.2%

NMT 2%

NMT 0.2%

NMT 0.2%
NMT 0.2%

NMT 2%

paanAmanaiia

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay

90.0 - 110.0% of the LA of Isosorbide dinitrate

3. Dissolution test

waasnamsazaenielu 45 wii

4. Inorganic nitrates

- Potassium nitrate

NMT 0.5%

5. Isosorbide 5-nitrate

NMT 0.5%




6. Isosorbide 2-nitrate NMT 0.5%
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ﬂmﬁnymzmwwmaam Isosorbide mononitrate 20 mg Tablet

¥oeN Isosorbide mononitrate 20 mg Tablet

aaauAam

3 I Aa o
1. Wueudiastasulsenu
2. Y3¢nouAI8@Ie Isosorbide mononitrate 20 mg

v Kl
3. vaspluumsllaaiinidosiuanuiu’la

anaNtAMANANA USP 39-40 USP 41-43, 2024, currently
1. Identification test Meet the requirements Meet the requirements
2. Assay 90.0 - 110.0% L.A. of isosorbide 90.0 - 110.0% L.A. of isosorbide

mononitrate

mononitrate

3. Dissolution test NLT 80% of Isosorbide mononitrate

in dissolved in 15 mins

NLT 80% of Isosorbide mononitrate in

dissolved in 15 mins

4. Uniformity of dosage units Meet the requirements
(Weight variation e

Content uniformity)

Meet the requirements

5. Related compounds Meet the requirements

Organic Impurities

-Isosorbide : NMT 1.0%

-Isosorbide related compound A :

NMT 0.5%

-Isosorbide dinitrate : NMT 0.5%

-Any unspecified degradation

product : NMT 0.2%

-Total degradation products : NMT 1.0%

6. Limit of nitrate -

NMT 0.5% calculated as potassium nitrate

aanAmanaiin BP 2016-2024
1. Identification test Meet the requirement
2. Assay 95.0 - 105.0% L.A. of isosorbide mononitrate
3. Inorganic nitrates (Potassium nitrate) NMT 0.5%
4. Isosorbide dinitrate and isosorbide 2-nitrate NMT 0.5%

HNUELTEA
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qmﬁnymzmwwmmm Lactated Ringer's Injection,1000 ml

¥oen Lactated Ringer’s injection, 1000 ml

aaaaTAm
3 ' ¥
1. Ahuensazanelaluniduazilsenie
2. 1/5znoud18d281 Calcium Chloride, Potassium Chloride, Sodium Chloride, and Sodium Lactate in water
3. ussylumruzgananadnlastilfsnnsvesansazals1000 ml
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aaNUAMINAHA USP 39-45, 2024,currently
1. Identification Meet the requirement
2. Assay 4.90-6.00 mg of calcium per 100 mL

14.2-17.3 mg of potassium per 100 mL
285.0-315.0 mg of sodium per 100 mL
368.0-428.0 mg of chloride per 100 mL
231.0-261.0 mg of lactate (C,H,O,) per 100 mL

3. pH 6.0-7.5
4. Sterility test Meet the requirement
5. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL
6. Particulate matter Meet the requirement
N8N
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ﬂmﬁ'ﬂﬁmzmwwﬂlmm Levonorgestrel 150 ug and Ethinylestradiol 30 ug Tablet

Yoen Levonorgestrel 150 ug and Ethinylestradiol 30 ug

aaauAam

I 3 a o
1dluendasiasulseniu

2. Ysznoudenien Levonorgestrel 150 ug uag Ethinylestradiol 30 ug

) ! o g <
3. v3sgluumsblister pack Atfosnunaiulduuia 28 iia

paauAMImAiin

USP 39-45, 2024 ,currently

1. Identification test

Meet the requirement

2. Assay

90.0-110.0% of L.A. of Levonorgestrel and Ethinylestradiol

3. Uniformity of dosage units

(Weight variation 38 Content uniformity)

Meet the requirement

4. Dissolution test

- igl}uﬂu Coated tablet :

- igl}uﬂu Uncoated tablet :

NLT 60% of Levonorgestrel and Ethinylestradiol is dissolved in 60 mins N
80% of Levonorgestrel is dissolved in 60 mins and NLT 75% of

Ethinylestradiol is dissolved in 60 mins

paanAmanaiin

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay

90.0 - 110.0 % L.A. of Levonorgestrel and Ethinylestradiol

3. Uniformity of content

Meet the requirement

KB
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Qmé’nymzmwwmmm Lorazepam 0.5 mg Tablet

@Lorazepam 0.5 mg Tablet
ansuiai

1. fluefiaviialindeu

2. 1szneudiedien Lorazepam 0.5 mg

S a4 o &
3. vssluuwaaadnidesruuaaazaruin 1@

paanAMInaiia

USP 39-45, 2024, currently

1. Identification test

Meet the requirement

2. Assay

90.0 -110.0 % of L.A. of Lorazepam

3. Uniformity of dosage units

(Weight variation %38 Content uniformity)

Meet the requirement

4. Dissolution test

NLT 60% of Lorazepam is dissolved in 30 mins Loy

NLT 80% of Lorazepam is dissolved in 60 mins

5. Organic impurities
- Lorazepam related compound B
- Lorazepam related compound C
- Lorazepam related compound D
- Lorazepam related compound E
- Any individual unspecified degradation product

- Total impurities

NMT 0.1 %
NMT 3 %
NMT 0.5 %
NMT 0.5 %
NMT 0.2 %
NMT 4 %

aanAmanain

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay 95.0 - 105.0 % L.A. of Lorazepam
3. Uniformity of content Meet the requirement
4. Dissolution test naaananmsazalenielu 45 minutes

5. Related substances

- Impurity E

NMT 2.0%

- 6-chloro-4-(2-chlorophenyl)-2-quinazoline-2-carboxylic acid | NMT 1.8%

- the area of any other secondary peaks

- the sum of the areas of any other secondary peaks

NMT 0.5%
NMT 1.0%

HNUELTEA
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Qmé’nymzmwwmmm Lorazepam 2 mg Tablet

@Lorazepam 2 mg Tablet
ansuiai

1. dhuedariasursznu

2. 15zneuaiedien Lorazepam 2 mg

S a4 o &
3. vssluuwaaadnidesruuaaazaruin 1@

paanAMInaiia

USP 39-45, 2024 ,currently

1. Identification test

Meet the requirement

2. Assay

90.0 -110.0 % of L.A. of Lorazepam

3. Uniformity of dosage units

(Weight variation %38 Content uniformity)

Meet the requirement

4. Dissolution test

NLT 60% of Lorazepam is dissolved in 30 mins Loy

NLT 80% of Lorazepam is dissolved in 60 mins

5. Organic impurities
- Lorazepam related compound B
- Lorazepam related compound C
- Lorazepam related compound D
- Lorazepam related compound E
- Any individual unspecified degradation product

- Total impurities

NMT 0.1 %
NMT 3 %
NMT 0.5 %
NMT 0.5 %
NMT 0.2 %
NMT 4 %

paauAManain

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay 95.0 - 105.0 % L.A. of Lorazepam
3. Uniformity of content Meet the requirement
4. Dissolution test waaananmsazateniolu 45 minutes

5. Related substances

- Impurity E

- 6-chloro-4-(2-chlorophenyl)-2-quinazoline-2-carboxylic acid

- the area of any other secondary peaks

- the sum of the areas of any other secondary peaks

NMT 2.0%
NMT 1.8%
NMT 0.5%
NMT 1.0%

HNUELTEA

a9

A =t Y Y . a 4 Y o @ 1 Ay Yo
- NTUNIANZLVYULIINITNIU (Waive) f‘ﬂiﬁi?%ﬁﬂ‘ﬂ?iﬂiWﬁWiWﬂﬂﬁiﬂ slﬁllﬁﬂ\‘l‘ﬂﬁﬂiﬂ‘lﬂ\iﬂa1’3’ﬂ|1ﬂ§‘]Jﬂﬁﬂ“L;l3J@ﬂﬁfJ




Qmé’nymzmwwmmm Metoprolol Tartrate 100 mg tablet

¥oen Metoprolol Tartrate 100 mg Tablet

aaaaTAm
1. Flusudiartiasuilseny

2. sznaudeae1 Metoprolol 100 mg

1 ¥y
3. v35y lunmstaaiinidosiunnuiuld

paauiAmanain

USP 39-40

USP 41- 45, 2024,currently

1. Identification test

Meet the requirement

Meet the requirement

2. Assay

90.0-110.0 % L.A. of Metoprolol

Tartrate

90.0-110.0 % L.A. of Metoprolol

Tartrate

3. Uniformity of dosage units (Weight

variation #3538 Content uniformity)

Meet the requirement

Meet the requirement

4. Dissolution test

NLT 75% of Metoprolol is

dissolved in 30 mins

NLT 75% of Metoprolol is

dissolved in 30 mins

5. Organic impurities
- Any individual unspecified degradation
product

-Total degradation products

NMT 0.2%

NMT 1.0%

wa a
AUTNUAMUNAUA

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay

95.0-105.0 % L.A. of Metoprolol Tartrate

3. Uniformity of content

Meet the requirement

4. Related substances

-The area of any secondary peak

-The sum of the area of any secondary peak

NMT 0.3%
NMT 0.5%

5. Impurities

Meet the requirement

HNUELTA
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Qmﬁn}lmzmwwmmmMetronidazole 500 mg Intravenous Infusion in 100 ml

¥oeNn Metronidazole 500 mg Intravenous Infusion in 100 ml

aaauAam

2
1. flumsazanelaludauazlsannie

2. 1/52no U181 Metronidazole 500 mg% luasaza1ssuias 100 ml

Fa
3. u359 luAuA type | or type I3 e luvrawana@nilssmindouunanisy 100 mi

' ' g {2 o w
uazusTy lunaeanszauys omsuz MunasieRunnuIanieuisaenuiwssdmuivIuIA

paanAmManaiia

USP 39-45, 2024,currently

1. Identification test

Meet the requirement

2. Assay

90.0-110.0 % L.A. of Metronidazole

3. Uniformity of dosage units

(Weight variation %30 Content uniformity)

Meet the requirement

4. pH

4.5-7.0

5. Sterilty test

Meet the requirement

6. Particulate matter

Meet the requirement for small-volume injections

7. Bacterial endotoxin

13i1H1 0.35 USP Endotoxin Unit/mg of Metronidazole

8. Organic Impurities

- Tinidazole related compound A

- Any individual unspecified degradation product

- Total impurities

NMT 0.15%
NMT 0.15%
NMT 2.0%

an N ] ] A9 Yy & A [ Y Iy
HUNYHNA - ﬂﬂ!i’filﬂﬁﬂﬁmﬂuﬂcluéllﬂ 6 uazle 7 0191@8NY0 lavenilanIaaenng 2 6llﬁ)'ﬂllﬂ

pa@uIAMImAiin

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay 95.0 - 110.0 % L.A. of Metronidazole
3. pH 45-6.0
4. Related substance

-The area of any secondary peak NMT 0.5%

5. Nitrite

Meet the requirement

6. Bacterial endotoxin

NMT 3.5 1U/ml

HNUELTEA
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Qmé’nymzmwwmmm Montelukast Sodium 10 mg Tablet

¥oen Montelukast Sodium 10 mg Tablet

aaauAam

3 I Aa o
1. Quendastasulszniu

2. Ys¢noude@e Montelukast Sodium 10 mg

v k4
3. vasgluumsllaaiinidosiuuawazanuiula

AaauiAmamnAiln

USP 39

USP 40-45

USP 2024,currently

1. Identification test

Meet the requirement

Meet the requirement

Meet the requirement

2. Assay

92.5-107.5 % L.A. of

Montelukast

92.5-107.5 % L.A. of

Montelukast

92.5-107.5 % L.A. of

Montelukast

3. Uniformity of dosage

units

Meet the requirement

Meet the requirement

Meet the requirement

4. Dissolution test

-Test 1

-Test 2

-Test 3

NLT 80% of LA of
Montelukast is dissolved in

20 mins

NLT 80% of LA of
Montelukast is dissolved in
20 mins

NLT 80% of LA of
Montelukast is dissolved in
45 mins

NLT 80% of LA of

Montelukast is dissolved in

NLT 80% of LA of
Montelukast is dissolved in
20 mins

NLT 80% of LA of
Montelukast is dissolved in
45 mins

NLT 80% of LA of

Montelukast is dissolved in

30 mins 30 mins
5. Organic impurities Meet the requirement
-Sulfoxide impurity NMT 2.0% NMT 2.0%
-Montelukast ketone NMT 0.2% NMT 0.2%
impurity
-cis-lsomer NMT 0.2% NMT 0.3%
-Any other individual NMT 0.2% NMT 0.2%
degradation product
-Total impurities NMT 3.0% NMT 3.0%

AaanAMInaiin

BP 2016

BP 2017-2024

1. Identification test

Meet the requirement

Meet the requirement

2. Assay

94.0 — 105.0% L.A. of Montelukast

94.0 - 105.0% L.A. of Montelukast

3. Dissolution test

NLT 80% of LA of Montelukast is dissolved

in 20 mins

in 20 mins

NLT 80% of LA of Montelukast is dissolved




4. Related substances

Impurity C :NMT 1.7%

Impurity B :NMT 0.3%

Impurity D and E :NMT 0.15%

Impurity F :NMT 0.15%

Impurity G :NMT 0.15%

The area of any other secondary peak:NMT
0.2%

The sum of the area of all the secondary

peaks :NMT 2.7%

Impurity C :NMT 1.7%

Impurity B :NMT 0.3%

Impurity D and E :NMT 0.15%

Impurity F :NMT 0.15%

Impurity G :NMT 0.5%

The area of any other secondary peak :NMT
0.2%

The sum of the area of all the secondary

peaks :NMT 2.7%

A ~ Y Y . a o o @ ' AY Yo wa Y
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Qmé’nymzmwwmmm Naproxen 250 mg Tablet

¥oen Naproxen 250 mg Tablet
aaaaTAm
1. Flusudiartiasuilseny

2. sznaud8a1e1 Naproxen 250 mg

1 ¥y
3. v35y lunmstaaiinidosiunnuiuld

wa a
AUTNUANMUNAUA

USP 39-45, 2024 ,currently

1. Identification test

Meet the requirement

2. Assay

90.0-110.0 % L.A. of Naproxen

3. Uniformity of dosage units

(Weight variation %38 Content uniformity)

Meet the requirement

4. Dissolution test

NLT 80% of Naproxen is dissolved in 45 mins

5. Organic Impurities

- Naproxen related compound A
- Naproxen related compound L
- Naproxen methylester

- Any other individual impurity

- Total impurities

NMT 0.1%
NMT 0.1%
NMT 0.1%
NMT 0.1%
NMT 0.5%

AaEuIAMINAIA

BP 2016-2022

BP 2022-2024

1. Identification test

Meet the requirement

Meet the requirement

2. Assay

95.0 - 105.0 % L.A. of Naproxen

95.0 - 105.0 % L.A. of Naproxen

3. Dissolution test

uaasmmsaza1enely 45 i

uEaIAINsazaen1ely 45 i

4. Related substances
-The area of any secondary peak

-The sum of the area of any

secondary peak

Meet the requirement

NMT 0.16%
NMT 0.5%

HBLYn
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Qmé’nymzmwwmmm Norephinephrine Bitartrate 4 mg/4 ml concentrate for infusion 4 ml

¥oen Norephinephrine Bitartrate 4 mg/4 ml concentrate for infusion 4 ml

naaudam
& A o woa g A o
1. dlumsazaneladswmningedimsudadivasa@onasn
2. Usznaudieden Norepinephrine bitartrate (Norepinephrine acid tartrate/ Noradrenaline acid tartrate)4 mg/4ml

=S &’
3. 1Jiiiﬂuﬂﬁfu381ﬂﬂﬂ§1ﬁiﬂﬂﬁfﬂ"uu1ﬂ 4 ml

paauiAmamain

USP 39-45, 2024 ,currently

. Identification test

Meet the requirement

2. Assay 90.0 - 115.0% of LA of Norepinephrine

3. Sterility test Meet the requirement

4. pH 3.0-45

5. Bacterial endotoxins NMT 83.4 USP endotoxin unitmg of Norepinephrine

. Particulate matter

Meet the requirement

aanAmamaiin

BP 2016-2024

. |dentification test

Meet the requirement

2. Assay 90.0 — 110.0% of the Norephinephrine
3. Sterility test Meet the requirement
4. pH 3.0-46
5. Adrenaline NMT 1%
HULHa
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Qmé’nymzmwwmmm Omeprazole 40 mg for injection

m Omeprazole 40 mg for injection

ansuiai

1. umaen lyophilized 3 ofeuilamnidedmuiadimaasadeadi(@unga IV push uag IV drip 18)
2. Usznaudieden omeprazole sodium L) omeprazole ﬁﬁugaﬁu omeprazole 40 mg

& v @ o
3. v35y lunuzussgeRalIAINITUa IS T s MR e A

paanAmanain BP 2024

1. Identification test Meet the requirement
2. Assay 95.0 - 105.0 % of the L.A. of Omeprazole
3. Sterility test Meet the requirement
4. pH Meet the requirement
5. Bacterial endotoxins Meet the requirement
6. Water Meet the requirement
7. Related substances

-Unspecified impurity NMT 0.2%

-Total impurity NMT 2.5%

HNBLHN
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Qmé’nymzmwwmmm Oral Rehydration Salts 3-5 g (mé’ﬁu)

¥oen Oral Rehydration Salt 3-5 gm

aaauAam

g ¥ '
1. WlumsaziBeamnsoazanori lddeiisady
2. 15znoud8dIn Glucose, Sodium Chloride, Sodium Citrate and Potassium Chloride

vy
3. vy luwedlaatinuazfoanunruiu ldvinaussysesas 3-5 nu

pMaulAManaiia USP currently

1. Identification test Meet the requirement

2. Assay 90.0-110.0% of Potassium, Sodium, Bicarbonate, Chloride, Citrate,

Anhydrous dextrose or dextrose monohydrate

3. pH 7.0-8.8
paauiAManaiin BP 2016-2024
1. Identification test Meet the requirement
2. Assay 90.0-110.0% of Potassium, Sodium, Bicarbonate, Chloride, Citrate,
Anhydrous glucose

@

4 ¥ Y A o 9w 1A 2
BN UULAINAITIAYADANTAIU

- sodium chloride 2.6 gm

- potassium chloride 1.5gm

- sodium citrate 29gm

- anhydrous glucose 13.5gm
joFXRLI1N 1Y)
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ﬂmﬁnymzmwwmaam Paracetamol 120 mg/ 5 ml Suspension 60 ml

¥oen Paracetamol 120 mg/ 5 ml Suspension 60 ml

aaaaTAm

g ¥ 9 v w
1. Wluenhuviuazneudmsusulsemu

2. szneudeae Paracetamol 120 mg/ 5 ml

3. vssylumaudans enanaaanidosiuudviuia 60 mi

wa a
AUTNUANMUINAUA

USP 39-41

USP 42

USP 43-45,
2024 ,currently

1. Identification test

Meet the requirement

Meet the requirement

Meet the requirement

2. Assay

90.0-110.0 % L.A. of

Paracetamol

90.0-110.0 % L.A. of

Paracetamol

90.0-110.0 % L.A. of

Paracetamol

3. Uniformity of dosage units

(Weight variation 38 Content

Meet the requirement

Meet the requirement

Meet the requirement

uniformity)

4. pH 4.0-6.9 4.0-6.9 4.0-6.9

5. Impurities

- 4-aminophenol Meet the requirement NMT 0.15% Meet the requirement
- Acetaminophen dimer - NMT 0.15% -
(N,N-(6,6-Dihydroxy-[1,1"-

biphenyl]-3-3'diyl)diecetamide)

- Any unspecified impurity - NMT 0.15% -

- Total impurity - NMT 2.0% -

6. Delivery volume

Meet the requirement

Meet the requirement

Meet the requirement

AaauiAmMamAiln

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay

95.0 - 105.0 % L.A. of Paracetamol

3. Related substances

- 4-Aminophenol

NMT 0.5%

HNUELTEA
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Qmé’nymzmwwmmm Paracetamol 500 mg Tablet

¥oen Paracetamol 500 mg tablet
AT hl

3 <3 Aa o
1. Wuendaviasulsemu

2. 1szneudefien Paracetamol 500 mg

1 ¥y
3. vsnylunmstlaaiinidosniunnuiula

paauiAmanain

USP 39-41

USP 42- currently

1. Identification test

Meet the requirement

Meet the requirement

2. Assay

90.0-110.0 % L.A. of

Paracetamol

90.0-110.0 % L.A. of Paracetamol

3. Dissolution test

NLT 80% (Q) of the LA of
Paracetamol is dissolved in 30

mins

NLT 75% (Q) of the LA of
Paracetamol is dissolved in 30

mins

4. Uniformity of dosage units

(Weight variation %30 Content uniformity)

Meet the requirement

Meet the requirement

5. Impurities
- 4-Aminophenol
- Any unspecified impurity

- Total impurities

Meet the requirement

NMT 0.15%
NMT 0.15%
NMT 0.6%

paauAMINAin

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay

95 - 105.0% of LA of Paracetamol

3. Dissolution test

Meet the requirement

4. Impurities
- 4-Aminophenol

- 4’-chloroacetanilide

NMT 0.1%
NMT 10 ppm

KBy
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ﬂmﬁnymzmwwmaem Pioglitazone 30 mg Tablet

¥oen Pioglitazone 30 mg Tablet

aaaaTAm
3 <3 Aa o
1. Wuendaviasulsemu
2. 15zneudefien Pioglitazone 30 mg

1 ¥y
3. vsnylunmstlaaiinidosniunnuiula

AaauiAmamAiln

USP 39-45, 2024,currently

1. Identification test

Meet the requirement

2. Assay

95.0-105.0 % L.A. of Pioglitazone

3. Dissolution test

NLT 80% (Q) of the LA of pioglitazone is dissolved in 15 mins

4. Uniformity of dosage units

(Weight variation %30 Content uniformity)

Meet the requirement

5. Organic impurities
- Individual impurity

- Total impurities

NMT 0.2%
NMT 0.6%

aaNtAManaia

BP 2024

1. Identification test

Meet the requirement

2. Assay

95.0-105.0 % L.A. of Pioglitazone

3. Dissolution test

NLT 80% (Q) of the LA of pioglitazone is dissolved in 30 mins

5. Organic impurities
- Unspecified impurity for each impurity

- Total impurities

NMT 0.2%
NMT 1%
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ﬂmﬁnymzmwwmmm Potassium Chloride 500 mg/5 ml Oral Solution 240 ml

¥een Potassium chloride 500 mg/5 ml Oral solution 240 m|

aaaaTAm

< ? a o
1. Wuenhsiasudsenu

2. 152npUA28A81 Potassium Chloride 500 mg/ 5 ml (10% w/v)

3. ussylumrugilaaiinyinag 240 ml

paanAMInaiia

USP39-45, 2024,currently

1. Identification test

Meet the requirement

2. Assay

95.0-105.0 % of the L.A. of Potassium Chloride

3. Uniformity of dosage units

(Weight variation#3® Content uniformity)

Meet the requirement

4. Alcohol content (ﬁ}ndl)

Meet the requirement

paauAMImailn

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay 95.0-105.0 % of the L.A. of Potassium Chloride
3. pH 5.0-7.5
kX RIE]N19)]
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Qmé’numsmwwmmm Salbutamol 100 mcg/dose pressurized inhalation,suspension 200 dose actuation

¥oen Salbutamol 100 mcg/dose pressurized inhalation, suspension200 dose actuation

aaaaTAm

3 o @ 1
1. Alugwuaznoudmsuganunian

2. szneuAI8Me1 Salbutamol sulfate Feeruyany Salbutamol 100 ug/dose

) . X A 3 q & v W
3. mﬁﬂumﬂfuz pressurized container #3AnA1 metered-dose valve taz liildans CFC iWluamsndnau

paanAmamaiin

BP 2016-2019

BP 2020-2024

1. Identification test

Meet the requirement

Meet the requirement

2.Assay

80.0-120.0% of the stated delivered

dose

85.0-115.0% of the stated delivered

dose

3. Number of delivery doses

NLT the number stated on the label

NLT the number stated on the label

4. Uniformity of delivered dose (or

metered dose)

Meet the requirement

Meet the requirement

5. Particle size 1%u Deposit of

emitted dose %30 Fine particle dose

Meet the requirement

Meet the requirement

6. Related substances

-Impurity D :NMT 0.5%

-Any other secondary peak :NMT 0.5%

-Total impurities :NMT 1.0%

-Any secondary peak (Impurity
C,D,F,J,N) :NMT 0.5%
-Total impurities :NMT 1.5%

HRUELTEA
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Qmé’fﬂymaﬂmwwmmm Silver sulfadiazine 25-30 gm Cream

¥oen Silver sulfadiazine 25-30 gm

aaaaTAm
3
1. Ghuasulgmaeuen
2. 15zneuA18dI81 Silver sulfadiazine

3. Uiﬁﬂuﬂﬁﬁ)ﬂﬂlu'lﬂ 25-30 gm

aaNUAMIANAHA USP 39-45,2024,currently
1. Identification test Meet the requirement
2. Assay 90.0 -110.0% of the L.A. of Silver sulfadiazine

3. Microbial enumeration Test
- Total aerobic microbial count (Staphylococcus aureus, NMT 23 cfu/g

E.coli, Salmonella species, Psuedomonas aeruginosa)

- Total combined molds and yeasts NMT 10 cfu/g
4. Minimum fill Meet the requirement
5. pH 40-7.0

N8N
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Qmé’nymzmwwmmm Silver sulfadiazine 450-500 gm Cream

¥oen Silver sulfadiazine 450-500 gm

aaaaTAm
3
1. Ghuasulgmaeuen
2. 15zneuA18dI81 Silver sulfadiazine

3. Uiii]cluﬂﬁ@ﬂﬁllu'lﬂ450—500 agm

aaNUAMIANAHA USP 39-45,2024,currently
1. Identification test Meet the requirement
2. Assay 90.0 -110.0% of the L.A. of Silver sulfadiazine

3. Microbial enumeration Test
- Total aerobic microbial count (Staphylococcus aureus, NMT 23 cfu/g

E.coli, Salmonella species, Psuedomonas aeruginosa)

- Total combined molds and yeasts NMT 10 cfu/g
4. Minimum fill Meet the requirement
5. pH 40-7.0
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qmﬁnymxmwwmmm Simethicone 80 mg Tablet

¥oen Simethicone 80 mg tablet
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1. Wusudasulsemusiameinaunau
2. Ys2neude1 Simethicone 80 mg

a 74 o A
3. v35y luumsegiidlourlesantlosnunaaazanuiu’la

paauiAmanaiia USP 39-45, 2024, currently
1. Identification test Meet the requirement
2. Assay 85.0-115.0% of the L.A. of Simethicone
3. Uniformity of dosage units Meet the requirement

(Weight variation3® Content uniformity)

Fl
°

4. Disintegration test nelu 30 Wi luii (d1150 plain tablet)
nely 60 il (51 Plain-coated tablet)
malu 45 winlu simulated gastric fluid (€131 gelatin-

coated tablet)

HNBLyn
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ﬂmﬁnymzmwwmmm Sodium bicarbonate 300 mg Tablet

@ Sodium bicarbonate 300 mg tablet
anauifaiy

1. flundiasulsemu

2. Ys2neauAle1 Sodium bicarbonate 300 mg

a 74 o A
3. v35y luumsegiidlourlesantlosnunaaazanuiu’la

paauiAmManaiin USP currently
1. Identification test Meet the requirement
2. Assay 95.0-105.0% of the L.A. of Sodium bicarbonate
3. Uniformity of dosage units Meet the requirement

(Weight variation3® Content uniformity)

4. Disintegration Within 30 mins
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Qmé’numsmwwmmm Sulfasalazine Delayed-release 500 mg Tablet

¥oen Sulfasalazine Delayed-release 500 mg Tablet

aaaaTAm

3 I~ a o o . ) v @
1. fhususiamasvyiauanadludd (Gastro-resistant) dmsusulsznu

2. Ys2neude Sulfasalazine 500 mg

1 ¥y
3. v35y lunmstaaiinidosiunnuiuld

paauiAmamaiin

USP 39-45, 2024 ,currently

1. Identification test

Meet the requirement

2. Assay

95.0 — 105% of the LA of Sulfasalazine

3. Uniformity of dosage units

(Weight variation %38 Content uniformity)

Meet the requirement

4. Dissolution test
- Acid stage

-Buffer stage

NLT 10% of sulfasalazine is dissolved in 120 mins

NLT 85% of sulfasalazine is dissolved in 60 mins

ﬁ]mﬁuﬁ'ﬁmﬂmﬂﬁﬂ (Gastro-resistant tablet)

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay

95.0 - 105.0 % of the LA of Sulfasalazine

3. Uniformity of dosage units

Meet the requirement

4. Dissolution test

wEAInamsaza1ene i 45 i

5. Related substances

-the area of any secondary peak NMT 1.0%
-the sum of the area of any such peak NMT 4.0%
6. Salicylic acid and sulfapyridine NMT 0.5%
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ﬂmé’nymsmwwmmmSterile Water for Irrigation 1000 ml

¥oenSterile Water for Irrigation 1000 ml

aaaam

< A o o
1. Aumsazaedsienn®e 1Sy irrigation
v 7 =
2. Usgneunienletwater Ysuiss 1000 ml
3. usrglumruzganaradnlastilsnnsvesaisazals1000 ml
§ = @ a 1% o
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5. aanszdenn “mnlERa” ¥3e “Not for injection” uazszy¥earuilszneu AredAyazAINITY TUFUDIY YN

a o W "o o 2
Waf uaxmmmgﬁﬂumsu'l%’amwmﬂuuumiqﬂmm

paauAMImailn Unofficial
1. Identification Meet the requirement
2. Oxidizable substances Meet the requirement
3. Sterility test Meet the requirement
4. Bacterial endotoxins NMT 0.25 USP Endotoxin Units/mL
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qmﬁnymzmwwmmm Theophylline Controlled release 200 mg Capsule

¥oen Theophylline 200 mg Controlled release Capsule

aaaaTAm
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1. duewalgariasvilsemuniseasimstanildesensnidluszeznamu
2. Ys2nauA1e1 Theophylline 200 mg

1 ¥y
3. v35y lunmstaaiinidosiunnuiuld

pMaulAManailn Unofficial
1. Identification test Meet the requirement
2. Assay 90.0 — 110.0% of the L.A. of Theophylline
3. Uniformity of dosage units Meet the requirement
4. Dissolution test LEPIHANTAYAI0DE19TIE 3 HI9IAT
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Qmé’numsmwwmm Tramadol 50 mg Capsule

¥oeNn Tramadol 50 mg capsule

aaauAam
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1. Wuemalgariasuilsznu
2. Yszneudieden Tramadol 50 mg

' Y
3. ussyluumsegiifionvlosdnso blister pack Affoanuamau’ls

paanAmamaiin

Unofficial lv USP

1. Identification test

Meet the requirement

2. Assay

90.0-110.0 % of the L.A. of Tramadol HCL

3. Uniformity of dosage units

(Weight variation 30 Content uniformity)

Meet the requirement

4. Dissolution test

Meet the requirement

wa a
AUTHUANNUINAUA

BP 2016-2024

1. Identification test

Meet the requirement

2. Assay

95.0-105.0 % of the L.A. of Tramadol HCL

3. Uniformity of content

Meet the requirement

4. Related substances

Meet the requirement

5. Impurities
- Impurity A
- the area of any other secondary peak/ Unspecified impurities

- the sum of the areas of any secondary peaks/Total impurities

NMT 0.3%
NMT 0.2%
NMT 1.0%

HNUELTEA
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Qmé’nymzmwwmm Tramadol 50 mg/ml Injection

¥oe1 Tramadol 50 mg/ml injection

aaauAam

3 = ¥
1. Aluendalsrnie
2. Us2nUR8:81 Tramadol 50 mg/ml

9 Y
3. v35qluwraunllsanndesia 1 mi

paauAManain

Unofficial 11 USP

1. Identification test

Meet the requirement

2. Assay

90.0 - 110.0 % of the L.A. of Tramadol

3. Uniformity of dosage units

(Weight variation#i3e Content uniformity)

Meet the requirement

4. pH

Meet the requirement

5. Sterility test

Meet the requirement

6. Bacterial Endotoxins

Meet the requirement

paauAManaiin

BP 2024

[N

. Identification test

Meet the requirement

N

. Assay

95.0 - 105.0 % of the L.A. of Tramadol

. pH

6.0-7.0

Meet the requirement

3
4. Clarity and colors of solution
5. Related substances
-Unspecified impurities

-Total impurities

NMT 0.2%
NMT 1.0%
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ﬂmﬁnymzmwwmm Tranexamic acid 250 mg/5 ml Injection

¥oe Tranexamic acid 250 mg/5 ml Injection

aaauAam
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1. huansazanglFdmsuaalsrange
2. U52noUR8:81 Tranexamic acid 250 mg/5 ml

Y
3. us3yluwaudalsenie yuna 5 mi

paaulaAmManaiia USP 43- 45, 2024, currently

1. Identification test Meet the requirement
2. Assay 90.0 — 110.0% of Tranexamic acid
3. Organic impurities

-Any unspecified impurity NMT 0.1%

-Total impurities NMT 0.5%
4. pH 6.5-8.0
5. Particulate matter in injections Meet the requirement
6. Sterility test Meet the requirement
7. Bacterial endotoxins test NMT 0.5 USP endotoxin units/mg of tranexamic acid

paauAManaiin BP 2016-2024

1. ldentification test Meet the requirement
2. Assay 95.0 — 105.0% of Tranexamic acid
3. pH 6.5-8.0
4. Related substances
-Impurity A NMT 1.0%
-Impurity B NMT 0.5%
-Impurity C or D NMT 0.1%
-The area of any other secondary peak NMT 0.1%
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AMANYMLIRINIZVEY Urea Cream 10% Cream

¥oen Urea Cream 10% Cream

aaauanall
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1. dhuasuaunldmmeuen
Y o
2. 1sznouaieaaen Urea 10%

3. v359lunaenogiifiounseward@n yu1a 25 - 30 gm

AaauiAmamAiln BP 2016 - 2024
1. Identification test Meet the requirement
2. Assay 90.0-110.0 % of the L.A. of Urea
3. Ammonia NMT 2%
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AMANHUZIRINZYDI Vitamin B complex Tablet

¥oen Vitamin B complex Tablet
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1. Quendastasulszniu

2. 15znoudiednluatinetias 8 1hanli3unnese

Vitamin B1
Folic acid
Vitamin B2
Niacinamide

Vitamin B6

Pantothenic acid

Vitamin B12

Biotin

2 1.2mg,
300-1,000 mcg,

2 1.3mg,

v

16 mg,

v

1.3 mg,

v

5mg,

v

2.4 mcq,

v

30 mcg

v Fl
3. vasglumyugilaatinhdosnunnuiuld

(zgmmuﬁm%muﬁmm\imﬁ)
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AU (ARTANLTYTLNUANUYNTIR)

paauiAManAain

Unofficial v USP

1. Identification test

Meet the requirement

2. Assay

Meet the requirement

(Weight variation#s

3. Uniformity of dosage units

® Content uniformity)

Meet the requirement

4. Dissolution test

Meet the requirement
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