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318n1971 1 Carvedilol 12.5 mg tablet
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3.1 Finish product specification'”

Test item USP 38
1. dBanudmsay 90.0 - 110.0% of the L.A. of Carvedilol
2. |dentification . ATIWU
3. Dissolution usasmsacanslaistanin 80%(Q) of the L.A. of Carvedilol 1% 30 w17l
4. Uniformity of dosage units ATITNIN
5. Related compounds - Any individual specified or unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.0%

3.2 Drug substance specification : Carvediiol "

Test ltem USP 38
1. YSnmdandary 98.0 - 102.0% of Carvedilol (dried basis)
2. Identification ATIINIW
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 " (Gia)

Test Iitem 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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185N 2 Desmopressin acetate 100 mcg/mL intranasal solution, 2.5 mL
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1. foun Desmopressin acetate 100 mcg/mL intranasal solution, 2.5 mL

2. amanyianaly

2.1 juuuy WussazapUnemnndels Wids

2.2 dudsznay Ysznaumudagn Desmopressin acetate 100 meg 1u 1 mL U5u1e5 2.5 mL
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3.1 Finish product specification"”

Test Item BP 2013
1. ﬂ?&nmé’amﬁ’]ﬁ‘ry 90.0 - 110.0% of the stated amount of the peptide
2. Identification ATIWU
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%
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3.2 Drug substance specification : Desmopressin("

Test Item BP 2013

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

(anhydrous and acetic acid-free substance)

2. Identification ATIVIN
3. Specific optical rotation -72to -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 1U/mg
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18015 3 Desmopressin acetate 0.1 mg tablet
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1.z887  Desmopressin acetate 0.1 mg tablet
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3.1 Finish product specification

Test Item BP 2013
1. USunaueendaty 90.0 - 110.0% of the stated amount of the peptide
2. Identification ATIIU
3. Dissolution azanglitasnin 75%(Q) of the L.A. of Desmopressin Mol 46 w1l
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 mmmumu‘ﬁlszq‘lu Finished product specification

................................................................... UsemuanenIsuny
3 (wilozsaw lnuamans) .
= -
CEE ) W S ATTNT G N i NITUNT
(w3l Yasn) (WHEINTT Nyawlan)

wﬁﬁﬁﬂﬂum’ﬁst{ﬁﬁmwzsso



3.2 Drug substance specification : Desmopressinm

Test Item BP 2013

1. Winudendey 95.0 - 105.0% of the L.A. of the Desmopressin
(anhydrous and acetic acid-free substance)

2. Identification FIIVE%

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 endotoxin NMT 500 1U/mg
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3181131 4 Hydralazine HCI 25 mg tablet
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Hydralazine HCI 25 mg tablet

Wuendawnday dwsusudsemn

2.2 gwsznay dsznaudiedlen Hydralazine HCI NEuYAnU Hydralazine 25 mg Tu 1 1@
2.3 mruzusny ussyluuniagiifloawend wia blister pack Yaaruusols

2.4 a8n
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3.1 Finish product specification

(1.(2)

Test ltem

BP 2013

USP 38

1. daunmarsndngy

95.0-105.0% L.A of Hydralazine HCL

90.0-110.0% L.A of Hydralazine HCL

2. ldentification

AU

FTIINU

3. Dissolution test

azaneliaendn 70% of the LA. of

Hydralazine HCI u 45 whii

szanelaisiaenin 75%(Q) of the LA.

of Hydralazine HCI 1u 45 whii

4. Uniformity of Dosage units | #37361% AU
5. Limit of Hydrazine NMT 0.05% -
e
R 5 12) Sl ai S Urmuanenssunig

(W3Til Yasn)

€
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nﬁ'lﬁﬁﬂﬂmsﬁngﬁﬁm 7/2560




3.2 Drug substance specification : Hydralazine HCl @

Test Iitem BP 2013 USP 38

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

2. Identification ATV ATIAHU

3. Apearance of solution AW -

4. pH 35-42 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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18NN 5 Isophane insulin human 100 IU/mL in 3 mL for penfill
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1.Bagn  Isophane insulin human 100 IU/mL in 3 mL for penfill

2. ananiianaly

:’ A’ o O =
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22 &wisznay  Usznaud e Insulin human, Zinc Wz Protamine sulfate lag 1 mL Ysznaudaeeen

Isophane Insulin Human 100 U
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3.1 Finish product specification ""®

Test Item USP 38 BP 2013
1. USunaueendngy 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 ATITHU
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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3.1 Finish product specification " (sia)

Test item USP 38 BP 2013
4, Sterility test ATIV AU
5. pH 70-75 69-7.8
6. Zinc content 0.021 - 0.04 mg for each 100 USP NMT 40 mcg/100 U of Insulin

Insulin Human Units

7. Insulin in the supernatant | NMT 1.0 USP Insulin Human Unit permbL  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

- th"1913 N recombinant - human insulin G2ILEAINANIIATID residual host cell DNA ez residual

host cell Protein(s)
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