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1. @81 Carvedilol 12.5 mg tablet
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3.1 Finish product specification‘"

Test item USP 38
1. UTanmeendegy 90.0 - 110.0% of the L.A. of Carvedilol
2. Identification . ATIIHU
3. Dissolution waasmsazane'lsistoanin 80%(Q) of the L.A. of Carvedilol 1 30 wfi
4. Uniformity of dosage units HIIINU
5. Related compounds - Any individual specified or unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.0%

3.2 Drug substance specification : Carvedilol "

Test Item USP 38
1. U?mmﬂ"’;mﬁ'm”mv 98.0 - 102.0% of Carvedilol (dried basis)
2. Identification AN
3. Heavy metals NMT 10 ppm.
4. Loss on drying NMT 0.5%
5. Residue on ignition NMT 0.1%
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3.2 Drug substance specification : Carvedilol o (da)

Test item usP 35

6. Related substances - Carvedilol related compound A : NMT 0.1%

- Carvedilol related compound B : NMT 0.1%

- Carvedilol related compound C : NMT 0.02%

- Carvedilol related compound D : NMT 0.1%

- Carvedilol related compound E : NMT 0.1%

- Carvedilol bisalkylprocatechol derivative (if present) : NMT 0.15%
- Any other individual impurity : NMT 0.1%

- Total impurities : NMT 0.5%
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578n15N 2 Desmopressin acetate 100 mcg/mL intranasal solution, 2.5 mL

muﬂizmﬁﬁ'mi'ﬁqnaiwmﬁ 27 119, 2560,

1. §am Desmopressin acetate 100 mcg/mL intranasal solution, 2.5 mL

2. amanionaly
2.1 Juuuy DussacasUnannidels WdF
22 d§udsznay Usznaualaeasn Desmopressin acetate 100 mcg 11 1 mL Y3unas 2.5 mL
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Namsmm%mﬁ:ﬁqmmwLﬂuvlﬂmu Finished product specification W&z Drug substance specification
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FindrdnfuilFesadenduatufifisuriwielnindunaspuandediuladiunis eadszne
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3.1 Finish product specificationm

Test ltem BP 2013
1. ﬂ%&l’]mﬁ"m’lﬁ’lﬁ'ﬁy 90.0 - 110.0% of the stated amount of the peptide
2. Identification AT
3. pH 35-55
4. Related substannces By liquid chromatography
- The area of any secondary peak is NMT 4.0%
- The total area of any such peaks is NMT 5.0%

nIIUNIT
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3.2 Drug substance specification : Desmopressin("

Test ltem BP 2013

1. YSanmueendnaty 95.0 - 105.0% of the L.A. of the Desmopressin

(anhydrous and acetic acid-free substance)

2. Identification ATIIN
3. Specific optical rotation -72 to -82 (anhydrous and acetic acid- free substance)
4. Related substances By liquid chromatography

- Unspecified impurities, for each impurity : NMT 0.5%
- Total : NMT 1.5%

5. Acetic acid 3.0% - 8.0%
6. Water NMT 6.0%
7. Bacterial endotoxins NMT 500 IU/mg
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578n19N 3 Desmopressin acetate 0.1 mg tablet
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1. gamn Desmopressin acetate 0.1 mg tablet

2. amanianaly

2.1 3wy wWuenide snsuTudseniu

22 #utlsznay  Uszneudlsaaun Desmopressin acetate 0.1 mg w1 Wia

2.3 MTULVIN usstluursaglifisunand wia blister pack Daaiin vastunnuiu
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Nammi’aﬁﬁl,ﬂi’\:ﬁqmn’lwL‘ﬂiﬂﬂ@l’m Finished product specification waz Drug substance specification
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3.1 Finish product speciﬁcation‘"

Test Item BP 2013
1. P3nmuaaday 90.0 - 110.0% of the stated amount of the peptide
2. Identification AU
3. Dissolution azanp ldtasnin 75%(Q) of the L.A. of Desmopressin mulu 45 wif
4. Uniformity of content AT
5. Related substances By liquid chromatography
1. The area of any secondary peak : NMT 2.0%
2. Total impurity : NMT 4.0%
6. Water content ﬂidﬂmu@nuﬁiquu Finished product specification
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3.2 Drug substance specification : Desmopressin("

Test Item BP 2013

1. BBnmanndag 95.0 - 105.0% of the L.A. of the Desmopressin

(anhydrous and acetic acid-free substance)

2. Identification ATIINN
3. Specific optical rotation -72 to -82 (anhydrous and acetic acid- free substance)
4. Related substances By liquid chromatography

- Unspegcified impurities, for each impurity : NMT 0.5%
- Total : NMT 1.5%

5. Acetic acid 3.0% - 8.0%
6. Water NMT 6.0%
7. Bacterial endotoxin NMT 500 IU/mg
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Hydralazine HCI 25 mg tablet
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3.1 Finish product specification

(1),(2)

Test ltem

BP 2013

USP 38

s

1. SSuaerendaw

v

95.0-105.0% L.A of Hydralazine HCL

90.0-110.0% L.A of Hydralazine HCL

2. ldentification

HIITANIU

ATINIU

3. Dissolution test

azane litiaunin 70% of the L.A. of

Hydralazine HCI 1w 45 wi

azane liaanin 75%(Q) of the L.A.

of Hydralazine HCI 1w 45 wh#i

4. Uniformity of Dosage units | A323H % ATITNU
5. Limit of Hydrazine NMT 0.05% -
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3.2 Drug substance specification : Hydralazine HCI s

Test ltem BP 2013 USP 38

1. USanadndnmy 98.5 - 101.0% of Hydralazine HCI 98.0 - 102.0% of Hydralazina HCI
(Calculated on the dried substance) (Calculated on the dried basis)

2. Identification ATIVEU ATII I

3. Apearance of solution IV -

4. pH 35-4.2 35-42

5. Limit of Hydrazine NMT 10 ppm NMT 0.001%

6. Related substances Any impurity : for each impurity, Total impurities : NMT 1.0%
NMT 0.2%

7. Heavy metals NMT 20 ppm NMT 0.002%

8. Loss on drying NMT 0.5% NMT 0.5%

9. Sulfated ash NMT 0.1% -

10. Residue on ignition - NMT 0.1%

11. Water - insoluble substances - NMT 0.5%
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sﬁﬂmiﬁ 5 Isophane insulin human 100 IU/mL in 3 mL for penfill
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1. 3o Isophane insulin human 100 IU/mL in 3 mL for penfill

2. amaianaly

2.1 3uuuy Dusiusueznewlseeinids snsuda

22 dmsznay  Usznauedas Insulin human, Zinc waz Protamine sulfate lag 1 mL Usznaudiudasn
Isophane [nsulin Human 100 1U

2.3 MTULUI ussag“lun'x’ﬁu:ussﬁgU'\ﬁﬂﬂi’\ﬂt,%a’ﬁﬁml,ﬁ‘n Type 1 1W@ 3 mL/Cartridge fwiuldny
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3.1 Finish product specification me
Test Item USP 38 BP 2013
1. ﬂ?mm@‘ﬁmﬁ’\ﬁ'{y 95.0 - 105.0% of the potency stated of | 90.0 - 110.0% L.A. of the amount of
on the label, expressed in USP Insulin | Insulin stated on the label
Units/mL
2. ldentification test ATIU ATIININ
3. Bacterial endotoxins NMT 80 USP Endotoxin Units per 100 | NMT 80 1U/100 U of insulin

USP Insulin Human Units
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(10.2)

3.1 Finish product specification (Gia)
Test tem USP 38 BP 2013
4. Sterility test AT ATV
5. pH 70-75 69-78
6. Zinc content 0.021 - 0.04 mg for each 100 USP NMT 40 mcg/100 IU of Insulin

Insulin Human Units

7. Insulin in the supernatant | NMT 1.0 USP Insulin Human Unit per mL | NMT 2.5% of the total Insulin content

8. Limit of high molecular NMT 3.0 % NMT 3.0 %

weight proteins

3.2 Drug substance specification

- 1W197N recombinant - human insulin A ILFAINANITNTI? residual host cell DNA ez residual
3)

host cell Protein
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1. Bozn Linagliptin 5 mg tablet
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