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USP&am

BPeolao

® | |ldentification

Complied with finished product
specification

Complied with finished
product specification

b | Assay

«0.0% - @®0.0% of the labeled
amount of Alfuzosin Hydrochloride

&&.0% - mod.0% of the
labeled amount of Alfuzosin
Hydrochloride

o | Uniformity of
dosage units*

Complied with finished product
specification

Complied with finished
product specification

&« | Impurities/
Related

substance

i

- Deacylated alfuzosin: NMT o.€o%
- N-Formyl analog: NMT o.;mo%

NMT o.lwo%
- Total impurities: NMT o.c0%

- Any individual unspecified impurity:

- Impurity D: NMT o.¢%
- Impurity E: NMT o.¢%
- The area of any other
secondary peak: NMT o.%
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U8 | Test items

USP&m

BPmolmo

- The sum of the area of any
other secondary peak: NMT

®.0%

& | Dissolution*

Testa

® | g Each Tablet

i o $3l4 : 828 e0-bo%

fnan b 4l : arans Co-ee%
Mmoo $al0s : azane ve-ce%
i wo Halus : azaglaiiosndn ce%

® Lo Average of elo Tablets complies
with Le and each Tablet

el Y

I @ TN : A2A8 d-blwd%

| &

387 b 49 : Y878 mo-be%

< o

A1 e 1119 : YAl E-ca%

‘4 QIJ 18 1

181 o Tlus : avanalaiuesnin ee%

® Lo Average of & Tablets complies
with Le, NMT e Tablets outside Lle,
and all Tablets within

fian o $alus : azane @-loa%

et o Hlus : arans alo-oo%

i ol $2lue + arane &o-e0olkb%

e oo Halus : azanslaifosnia D%

u3a Test o

i o ks : azanglisanni Lo%

fiaan o Halus : avany a&-nd%

e oo $alus : azany &o-aio%

e e Hlug - azawlaldeunin co%

38 Test o

i o Halus : azanelaiianni o&%

e o 2l : azane bo-co%

i olo $lus : avany &&-0io0%

ilaan loe Falus : azanelaitpanin co%

¥30 Test &

e o Flue : avaneldianni mo%

e o H3le - azan &o-50%

e olo 31 : avany be-wed

il bo Halus : avanelsiesnin @o%

Complied with finished
product specification
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Test items

USP&m

BPwowo

vip Test &

a1 o 99109 : azaeliinnnin bo%
a1 o 3l : aEAE bo-co%

a1 o $9lue : avany me-ee%

A oo Fala : a¥ay bo-go%
e bo 1l : azanglaiiosnin <o%
#30 Test b

a1 o 9lus : azanaliinnnin mo%
e b il : avany @e-oe%

a1 el F3109 : axanE wo-co%
a7 o 93l : avanglaionnin wed
38 Test o

e o Halas : azangliinnnni wed%
faan b 97T09 - arans Co-vo%

i elo 319 : a¥anE bE-ce%
Al o Halus : azaneliionndn we%

en.lo Drug substance specification: Alfuzosin Hydrochloride (USP&m or BPeoko)

U8 | Test items

USPam

BPwolo

® | ldentification:

Complied with drug substance
specification

Complied with drug
substance specification

b | Assay

a@.0% - ®@olb.o% of the labeled
amount of Alfuzosin
Hydrochloride calculated on
anhydrous and solvent-free basis

ax.0% - eoe.0% of the
labeled amount of Alfuzosin
Hydrochloride

o | Residue on lgnition

Not more than o.e%

& | Related
compounds

- Deacylatedalfuzosin: NMT
o.bo%

- Any other individual,
unidentified impurity: NMT
0.®0%

- Total Impurities: NMT o.mo%

- Impurity D: NMT o.0%

- Impurity F: NMT o.e&%

- Unspecified impurities: NMT
0.0%

- The sum of the area of any
other secondary peak: NMT

®.0%

& | Optical Rotation

-0.@0 to +o.e0
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48 | Test items USP&m BPlolo
b | Water Not more than v.0% Maximum o.&9%, determined
Determination on ®.00 g.
o | pH €o - && €o - &&
@ | Sulfated Ash = Maximum o.@%, determined
OoNn ®.o §.

WUYLIA . Wte dissolution uay uniformity of dosage units TMLLuULanmiLLﬁmmﬂa_ma_ﬁmmmﬂjj_

mnml@meaﬂ%aﬂmmwmLa'u“{'ﬂu'lu COA
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a. Drug substance specification Aansananludiasisivesuan drug substance wis Tuliasien
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& Lsmeunald USP & /BP Lgolaolumimwumﬂmaﬂwm ¥U037 113187 USP et/ BPooas W30
atuduilming %emﬂm‘lwmam'ua"i.um‘saﬂuﬁimwmmamwuﬂ Tudduuussenludiuves
Product wagDrug substance use

< foulvduq
.0 N158UBNA15UTENBUNTSIEUDTIANRB AR Budnurnwdisienans wiauag
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@ @NUNBNATTUTBWINTFINNMIHARLT AumANInUITLaIEnsTRlunIHERET PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tagwua891u PIC/S participating
authorities %8 lena1siusoanTEIUNSKEREIMINYE NLNTTHAL TSNS TRluNTSHERE
YDIFIUNIMUANENTTUNITOINITHAZEA NI¥NTIAIG1I048 Y/ WHO w30 GMP 8uq Fa
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dfty(Active Pharmaceutical Ingredient :API) ‘uaquﬁm MnAURENd Y
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<o AUWINBNETTUTDWNTFIUNTHERLT MuVdninYiLa s Snsiidlunisudnenduiagy
(Finished Product Specification) vesjunudnfasierdusagy
& U1 drug monograph Y0INAn @ 1S93U (Finished Product) uag Fiaed1Ay
(Active Pharmaceutical Ingredient)
€. LBNASAMA VB TUDTIAN
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TRRAU
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transdermal therapeutic system '
Rivastigmine : ; T UHNY 72.00

4.6 mg/24 hr o 1 Ut

transdermal therapeutic system .
Rivastigmine ] : 1 UHU 72.00

9.5 mg/24 hr ma 1 WHY
Donepezil hydrochloride orodispersible tab 5 mg 1 e 15.00
Donepezil hydrochloride orodispersible tab 10 mg 1 m 25,00
Galantamine hydrobromide SR cap 8 mg 1 unlga 53.50
Galantamine hydrobromide SR cap 16 mg 1 uAlga 87.74
25. NA3E" Drugs used in Benign Prostatic Hypertrophy
Doxazosin mesilate tab 1 mg 1 18m 0.52
Doxazosin mesilate tab 2 mg 1 Wln 0.36
Doxazosin mesilate tab 4 mg 11dim 0.69
Doxazosin mesilate SR tab 4 mg ' 1 in 18.87
Dutasteride cap 0.5 mg 1 wAlgs 38.83
Finasteride tab 5 mg 1 ulm 5.60
Prazosin hydrochloride tab 1 mg 1 1m 0.39
Prazosin hydrochloride tab 2 mg 1 1ilm 0.57
Prazosin hydrochloride tab 5 mg 1 i 1.63
Pygeum africanum cap 50 mg 1 uadega 9.81
Serenoa repens (Sabal extract) cap 160 mg 1 uﬁﬂ‘qﬂ 8.70
Serenoa repens (Sabal extract) cap 320 mg 1 llﬂﬂ'gﬂ 14.27
Silodosin tab 4 mg 1 m 12.80
Tamsulosin hydrochloride orodispersible tab 0.2 mg 1 ln 3.35
Tamsulosin hydrachloride SR tab 0.4 mg 1wl 14.00
Tamsulosin hydrochloride + Dutasteride cap (0.4 mg + 0.5 mg) 1 Ltﬂﬂ'gﬁ 40.39
Terazosin hydrochloride tab 2 mg 1 ulm 14,45
Terazosin hydrochloride tab 5 mg 11m 19.26
Alfuzosin hydrochloride SR tab 10 mg 1 13lm 5.14
26. n'q'mn Drugs for Obstructive Airway Diseases
Aminophylline tab 100 mg 1 1lm 0.56
Aminophylline sterile sol 25mg/ml (10 ml) 1 launa 11.00
Bambuterol hydrochloride tab 10 mg 1 m : 7.45
Beclometasone dipropionate DPI 200 meg/1 dose (200 doses) 1 N8B 516.17
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