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AMANYAEIANIZYBE (Drug Specification)

Hydralazine HCL 25 mg film coated tablet

1. %o Hydralazine HCL 25 mg film coated tablet
2. pusulAnaly
1.1. gduuy andindmiuiuusenu
1.2.dwsznau Tu 1 Win Usznausae Hydralazine 25 mg
1.3. MYULUTTY uwagitaaiiv (Tight container) Yosfiuuas (protect from light) :
1.4. 287081 s8yTan1sA Jeaiymnag suinATLse Yurdn Tuvuneny lauiindaaunsDous
fanansmiuerussylunaasen >
wwae: agstioadassyydanisi Jeandiymann vunaraLa Yukdn Sumuneny lauiindn
napawn: seyfionsfn Seantymieen vuinATmLse "i‘uwﬁﬂ Fununoy aindn iunsidou
enliegdamuuuussying fenansiiueiussylundesen
3. puautAnIvaile '
wamsnsaviinazvinaamiuluaiy drug product specification way drug substance specificationfig148431n
indanuatiuifieity SsldaavadoudedniinnuanenssinTsemnsuayen NSEYTISANESNAY ReindusinSuilesneds
deaduatuiiiiouivdelmininumsgundusinfulamdunis auussniansevssasIsugy $ee ssysisen we.
2556 aTuil 11 lWw1oy W.@.2556 (mUizn’uﬁ"luﬁﬂ*uﬁaamuwﬁ’uﬁ 10 fiquneu 2556)

3.1 Drug Product Specification: Hydralazine tablet 25 mg USP 41/ BP2013

Specifications

U Test items
USP 41 BP 2013

1 | Identification

Complied with specification

Complied with specification

2 | Assay

90 — 110 % of labeled amount

95— 105 % of labeled amount

3 | Uniformity of dosage units

Complied with specification

4 Dissolg.tion test

NLT 75 % (Q) of the labeled
amount of Hydralazine HCL is

dissolved in 45 minutes

: 55 Organic Impurities
® Any unspecified

degradation product

® Total impurities

NMT 0.2 %

NMT 1.5 %
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3.2 Drug substance specification:Hydralazine HCL USP 41/ BP2013

W 2 9n 6

) Test items

Specifications

USP 41

BP 2013

il Identification

Complied with specification

Complied with specification

2 | Assay

98.0 — 102.0 % of labeled amount

98.5- 101.0 % of labeled-amount

3 | Uniformity of dosage units

Complied with specification

q Dissolution test

NLT 75 % (Q) of the labeled
amount of Hydralazine HCL is

dissolved in 45 minutes

5 | Residual on ignition NMT 0.1 %

6 | Organic impurities
® 1-Phathalazinone NMT 0.15 % =
® 2-Formyl benzoic acid NMT 0.15 % -
® Phathalazine NMT 0.15.% -
® 1-Chlorophthalazine NMT 0.15 % .
® Any unspecified S =

impurity

® Total impurities NMT 1.0 % =

7 | Limit of Hydrazine

NMT 0.001 %

NMT 10 ppm

8 | pH

3542

3.5 -4.2 for solution S

9 | Losson drying

NMT 0.5 %

10 | mp

About 275° C with decomposition

11 | Solution S

Complied with specification

12 R‘eté't;‘é substance

0.2 %

13 4] --Heévy metals

Maximum 20 ppm

14 | Loss on drying

Maximum 0.5 %

15 | Sulfated ash

Maximum 0.1 %
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