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Nam‘imi‘w"uﬂ‘ﬂsﬁﬂmmmﬂuwmu finished product specification wa® drug substance
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.. Finished product specification: Hydralazine HCl tablet (USP&e/BPwoam)

¥ Test Specification
USPae BPwoam

@ | Identification Complied with finished product Complied with finished product
specification specification

b | Assay wo.o - e@0.0% of labeled «&.0 - mod.0% of labeled
amount of Hydralazine amount of Hydralazine

o | Uniformity of dosage units Complied with finished product -
specification
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@ | Dissolution time

Not less than «/é¢% (Q) of the
labeled amount of Hydralazine
HCl is dissolved in && minutes

Not less than @o% (Q) of the
labeled amount of Hydralazine
HCl is dissolved in @& minutes

& | Organic impurities
- Any unspecified
degradation product

- Total impurities

Not more than o.0%

Not more than @.¢%

m.lo. Drug substance specification: Hydralazine HCl (USP «a/BPooam)

Specifications
L) Test pe
USP&a BPwoem
® | Identification Complied with finished product Complied with finished product
specification specification

o | Assay

wc.0 - @ok.0% of labeled
amount of Hydralazine HCl
(calculated on the dried basis)

®z.¢ - @0.0% of labeled
amount of Hydralazine HCL
(calculated on the dried basis)

en | Residual on ignition

Not more than o.@%

@ | Organic impurities

- @-Phathalazinone

- lo-Formyl benzoic acid

- Phathalazine

- @-Chlorophthalazine

- Any unspecified impurity
- Total impurities

Not more than o.e&%
Not more than o.e&%
Not more than o.e¢%
Not more than o.e&%
Not more than o.e%
Not more than &.0%

Relate substance
Any impurity: for each impurity,
Not more than o.e%

Limit of Hydrazine

Not more than oc.coa%

Not more than @o ppm

pH

ad -akb

ad -alw

Loss on drying

Not more than o.¢%

Not more than o.¢%

Heavy metals

Not more than o.oco®w%

Maximum eo ppm

a & |2 (g (R

mp

About bad°C with decomposition

@o | Solution S

Complied with specification

@@ | Sulfated ash

Maximum o.@%

@b | Water-insoluble substance

Weigh of the residue dose not
exceed @o mg (o.4%)
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Tamsulosin hydrochloride prolong released tablet o.@ mg
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Han1smsdAseinun i duluniu finished product specification wae drug substance
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NILNTNATIINGY ﬁ’aﬁmé’vﬁﬁvﬂiﬁﬁqﬁaﬁaaaﬂunﬁuﬁL'?|'amﬁ'm?a'lﬂ;in'im’mgwuma‘f'uﬁﬁ‘u'lﬂ9‘1’1'3'11
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a.@. Finished product specification:

L) Test Specifications
® | Ildentification
- AUV Complied with finished product specification
- B. HPLC Complied with finished product specification
Assay ad.o - @o¢.0% of labeled amount of Tamsulosin
Uniformity of dosage unit Complied with finished product specification
& | Dissolution test
- After en hours od — and%
- After o hours &¢ — b&%
- After @lo hours > @o%
a~ -~ ll J
880 oo M Uszsrnssms e o NS 8098 s vl NTTUMS
(UaBRANN aege) (wvadumiad guls) (WWEgRRI1 WIcioe)
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& | Related substances
- Individual each < ok%
- total < 0.&%
o | Microbial Enumeration Test

- Total aerobic microbial count < @,000 cfu/g
- Total Yeast and Mould count < @oo cfu/g
Test for specified organism

- Escherichia coli Absent cfu/g

a.lo. Drug substance specification:

) Test Specifications
® | Identification
- Infrared absorption Complied with finished product specification
- Chloride Positive
- HPLC Complied with finished product specification
o | Assay &m.o — @ol.o% of labeled amount of Tamsulosin HCL
Related substance
- Procedure & Any individual impurity: Not more than o.¢%
Impurities eluting before tamsulosin
- Procedure v Any individual impurity: Not more than o.e%
Impurities eluting after tamsulosin
- Total related substances Not more than o.le%
& | Heavy metals Not more than o.colk%
& | Loss on drying (At o °C for le hours) Not more than o.&¢%
o | Enantiomeric purity S-enantiomer: Not more than o.;m%
o | Sulfated ash/Residue on ignition Not more than o.@%
NUBIUR

- ¥2%® Dissolution wae uniformity of dosage unit IWkLUIBNATUARIS AT UAHANTNTIDIATIEH
winiildudssrandusiidusiarliluly Certificate of analysis (COA)
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- Drug substance specification W1sannluiATIeivasEndn drug substance wisludiaTeyi drug
substance vesrand3agU atulaatiunil falimsanvlinssinsunnideritmun
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c.olo. ludmatunudou no.o wsa 8.0 VBLILAUDIIAT Wiouswarldsiatean1AIUAN
ﬁtumwawaﬂnmmmumumwuu (finished product specification) uagtai1vun
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D) Test Specifications

® | Identification Complied with finished product specification

b | Assay wa.d — mod.o% of labeled amount of Atorvastatin
e | Uniformity of dosage unit Complied with finished product specification

& | Dissolution time (test ) Not less than @o% (Q) of the labeled amount of

Atorvastatin is dissolved in & minutes

& | Oreganic impurities

- Atorvastatin pyrrolidone analog Not more than o.¢%
- Atorvastatin related compound H Not more than @.0%
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- Atorvastatin epoxy pyrrolooxazin o-hydroxy | Not more than o.¢%
analog

- Atorvastatin epoxy pyrrolooxazin e-hydroxy | Not more than o.¢%
analog, if present

- Atorvastatin epoxy THF analog Not more than o.led%

- Atorvastatin related compound D Not more than o.emd&% or o&o% if Atorvastatin

epoxy THF analog is integrated together

- Any other unspecified degradation product | Not more than o.lw%

- Total degradation products Not more than &.0%
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L0 Test Specifications
@ | Identification Complied with finished product
specification
o | Assay «c.0 — @ol.o% of labeled amount of

Atorvastatin calcium (calculated on the
anhydrous and solvent free basis)

e | Oreanic impurities
- Atorvastatin related compound A (Desfluoro impurity) | Not more than o.m%

- Atorvastatin related compound B (S, &R isomer) Not more than o.m%
- Atorvastatin related compound C (Difluoro impurity) Not more than o.m%
- Atorvastatin related compound D (Epoxide impurity) Not more than o.lb%
- Any other individual impurity Not more than o.0%
- Total impurities Not more than @.e%

& | Enantiomeric purity Not more than o.m% of Atorvastatin
related compound E (S, &5
enantiomer)

& | Water (Trihydrate form) an.d - &%
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