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am.e Finish product (lu'3Lﬂi'\sﬁﬁnmn'lwﬁaui‘lu‘;umwdawumaem)

ANANUAMaMATA Specifications
®. USunnusiendfgy ; Dutasteride: «o.o % to @@o.0 %
Tamsulosin hydrochloride: &o.o0 % to @@oc.0 %
. Identification mimﬂi’mm’mﬁizq’lu Finish product specification
en. Dissolution Dutasteride
Tier @: &€& min
Tier b: €& min

NLT <o% (Q) of the labeled amount dutasteride
Tamsulosin _hydrochlori

Time © hour: NMT @0 %

Time en hour: €&-o¢& %

Time o hour: NLT <o %

& Uniformity of dosage unit m'i'aiwhumuﬁszq'lu Finish product specification
&. Impuirities
® Organic impurities ® Procedure @: Dutasteride

- Any unspecified degradation product: NMT @.0 %
- Total degradation products: NMT e.& %

® Procedure lo: Tamsulosin hydrochloride
- Any unspecified degradation product: NMT .0 %
- Total degradation products: NMT e.0 %
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a.lwRaw material product (waasluludinseii

® Dutasteride

o’

agAu)

AnaNUANIImMALA

Specifications (USP &)

@. USunusendfiy

1.0 % to @ol.o % (anhydrous and solvent-free basis)

. ldentification

i o
NFIINTUNIUNIZY

. Impurities
e.®Residual on ignition
oo Limit of residual solvents

m.en.@. Acetonitrile

a.enlo. Ethyl acetate

o.en.en. Dioxane

oo N-Heptane

e.on.& Pyridine

am.en.o. Toluene

en.en.ev. Organic impurities

Organic Impurities (Procedure @)

® Dutasteride acid
® Dutasteride dimenthylamide
® Dutasteride methyl ester
® Dutasteride ethyl ester

® Dutasteride ec/Ol-&-ene

® Dutasteride ee/Ol-epimer

Not more than o.@ %

Not more than o.m %
Not more than oo %
Not more than oc.e %
Not more than o.& %
Not more than o.lo %
Not more than o.lo %

Not more than oo %
Not more than ol %

Not more than oc.e& %
Not more than oo %

Not more than olo %

Not more than o.en %

® Chlorodutasteride
® Dutasteride &-ene

® Any other individual impurity

Not more than o.& %
Not more than o.sm %

Not more than o.e@ %

Organic Impurities (Procedure o)
® Dihydrodutasteride

® Dutasteride O-dimer

® Dutasteride B-dimer

Not more than oc.e& %

Not more than o.en %

= z. \
aado...... SRR Daing ... Usesunssuns
(U¥EEvsal nuadngd) ndunsviuins

d L)
awa...m.mzs.........iw,f.‘,'xlg& 4( ...... NITUMST
(usafmden Styyusees) indunstngns

e Ny \WiRangs NITUNT

(U9AIATMS wafadd) WndunsufuRnag




AuduANIanAlla

Specifications (USP &o)

® Any other individual impurity

Total impurities

Not more than o.& %
Not more than o.e@%

Not more than o %

& Water determination

Not more than o.& %

&. Optical rotation

+ed&.o to +bc.o

® Tamsulosin Hydrochloride

AuauUimanaila

Specifications (USP &)

o. USunumendfey

<c.0 % to @ob.o % of tamsulosin hydrochloride
calculated on the dried basis

. Identification

ATIVNIUANNTEY

en. Impurities
m.@ Residual on ignition

Not more than c.e%

.o Organic Impuirities

Procedure e: (use for impurities eluting before
tamsulosin)

Any individual impurity (If present the des-ethoxy and
methoxy impurities): NMT o.e@%

Total impurities: NMT o.e@&%

Procedure lo: (use for impurities eluting after tamsulosin)
Any individual impurity: NMT o.@%
Total impurities: NMT o.8%, including all impurities in

Procedure @ and Procedure ©

& Enantiomeric purity

Not more than o.m% of the s-enantiomer

&. Loss on drying

Not more than o.¢&%
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s’mmﬁﬁ © Doxazosin mesylate 4 mg prolonged-release tablet

®. 81 Doxazosin mesylate 4 mg prolonged-release tablet
AnFuTATA I
.o JULUY L'UusnLmﬁwsmwiumwﬂumaanq‘WﬁLuu (prolonged released tablet)
.o dUsENBU UsEnaumemie Doxazosin mesylate 4 mg W o in
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. Finish product Quilasziauniwdeaduueniidadudaegig)

AMFNUANIuALA

Specification

. |dentification

| o S i .
AIIINIUMIUNTLY Finished product specification

. USunausnendnfy

i S5 2 ] 2 ;
MININIUNNUNTYY Finished product specification

| o 0 s
MIIHUMINNTYY Finished product specification

. Dissolution

. = - PR
ATIINIUNINNTYY Finished product specification

. Impurity/Related substance

®
©
o. Content uniformity
&
&

| - nos % .
RIINIUNINNTLY Finished product specification

.o Raw material product (wansluluinsiziingiiv)

AuFNUANInALA

USP & NF e

BP wolwa

@.ldentification

ATIINUAUTITEY

ATIINIUAUNTEY

&z.0% - ®ob.0% of doxazosin

&z.0 % - @o.o % (anhydrous

b.USnumea@Ay mesylate (CoaHiweNeOe.CHeOS) substance)

calculated on the dried basis
en.Residue on ignition NMT o.#% B
&.Sulfated ash - NMT o.e %
&.Loss on drying NMT .o % =
o.Water - NMT e.& %
e.Organic - Terazosin related compound A: - Unspecified impurity: for each
impurities/Related NMT o.en % impurity, NMT o.e %
substances - Doxazosin related compound A: | -Total impurity: NMT o.en %

NMT olo& %

- Doxazosin related compound B:

NMT o.lo& %

- Doxazosin related compound C:

NMT o.lo& %

- Terazosin related compound C:

NMT o.lo& %

- Doxazosin related compound D:
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ANENUANINIMALA USP & NF o BP ol

NMT o.lb& %

- Doxazosin related compound E:
NMT o.lb& %

- Doxazosin related compound F:
NMT o.le& %

- Any unspedified impurity:

NMT o.e %

-Total impurity: NMT & %
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b Drug substance specification fansanannluiiasizvivesiindn drug substance wie Tuliasei
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(declare) uvasnan
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Drug substance specification lagvaunlaneuTulszmadsznmnsadidnnsatinduaglyl
W o U a ulssmadszmasiandidnnsedng

©) LENANTIUTBRIATFIUNITHARYT

atde. IR NN Uszsunssunis

(UNAMIEL nuaIng) tndenstiungns
) -
asie.. Do Bie ). Sehssuns GOD) Rawr \\“‘T\AN\& NIIUAT

B

(usamAngden Syguseys) indrnsdiugns (WeanAs g wunsd) indunsujianig




.0 nsdiiunimanlulssmalnevietndn fuandasdidiunmarenidesusaunnsgu
ANSHANEIAUMANINNSI TS ARLUNITHARLNYDINTENTNEAGITUAT GMP-PIC/S w3e
Wisuwhveansensnassugy Tunmeeilauene atuaiganuseumngivaeu lag
finanissusesiaiulsznimszmasiadidnnseing

blo NI TusnihdnensaUsene Rrandpaliduunnmanenisdeiuiesinsgiuniuan
MUMANINMT AT TSN AluN1SHERET GMP-PIC/S 138 US CGMP wasUssinaiuén
atuagamuseunsasinaeulneiinansiusesisiulssmausznansimdiansetind

o) Funnmdneienansaudnuzvesfiauasim

M.eNANINTINAATITVIAUMNHERTUTIVEIRNER (Certification of analysis) Tugnguiinan
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160Q,17-[(1RS)-butylidenebis(oxy)]-11 B-hydroxy—3,20-dioxopregna-1,4-dien-21—al: NMT
o. Related o.b%
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Unspecified impurities: NMT 0.1%

Total impurities: NMT 0.05%
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Dutasteride 500 mcg +
Tamsulosin hydrochloride
o. ExD,0c0 cap mo cap 0,©66.6) o, o0&, 0xE. Do
400 mcg capsule, hard, 1
capsule J
Doxazosin 4 mg prolonged-
. bex,&o tab mo tab &obo.e &0, DER.
release tablet, 1 tablet
Budesonide 1 mg/2 ml . )
3 2 obx,bbo unit o unit
o. | nebulizer suspension, 2 ml . =®&&.0 & &boe,0&&.of
; dose dose
unit dose
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transdermal therapeutic system

15 Rivastigmine 1 WY
4.6 mg/24 hr 5in 1 WHw
transdermal therapeutic system

16 Rivastigmine 1 uelu
9.5mg/24 hr 5in 1 W

17 Donepezil hydrochloride orodispersible tab 5 mg 1 Wn

18 Donepezil hydrochloride orodispersible tab 10 mg 1 1im

19 Galantamine hydrobromide SR cap 8 mg 1 uALga

20 Galantamine hydrobromide SR cap 16 mg 1 Ll.mJ‘gﬂ

25. nqueN Drugs used in Benign Prostatic Hypertrophy

1 Doxazosin mesilate tab 1 mg 1 14m

2 Doxazosin mesilate tab 2 mg 1130

3 Doxazosin mesilate tab 4 mg 11l

4 Doxazosin mesilate e R g SR tab4 mg i 1 W i

5 Dutasteride cap 0.5mg 1 uAlga

6 Finasteride tab 5 mg 1WA

7 Prazosin hydrochloride tab 1 mg 1m

8 Prazosin hydrochloride tab 2 mg 1.1

9 Prazosin hydrochloride tab 5 mg 11

10 Pygeum africanum cap 50 mg 1 uAlga

11 Serenoa repens (Sabal extract) cap 160 mg 1 ltﬂﬂﬂﬂ

12 Serenoa repens (Sabal extract) cap 320 mg 1 u.mJ'ga

13 Silodosin tab 4 mg 13l

14 Tamsulosin hydrochloride orodispersible tab 0.2 mg 11

15 Tamsulosin hydrochloride SR tab 0.4 mg 11

16 Tamsulosin hydrochloride + Dutasteride cap (0.4 mg + 0.5 mg) 1 uﬂll'ga

17 Terazosin hydrochloride tab 2 mg 7 1 Lﬁmﬁ e

18 Terazosin hydrochloride tab 5 mg 1 i

19 Alfuzosin hydrochloride SR tab 10 mg 10l

26. m\:um Drugs for Obstructive Airway Diseases

1 Aminophyliine tab 100 mg 1 i

2 Aminophylline sterile sol 25mg/ml (10 ml) 1 uauya

3 Bambuterol hydrochloride tab 10 mg 19

4 Beclometasone dipropionate DPI 200 mcg/1 dose (200 doses) 1 N8N
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susp for nebulizer 0.5 mg/2 ml (2 ml)

susp for nebulizer 0.5 mg/2 ml (2 ml)

MDI (6 mcg +100 mcg)/1 dose (120 doses)

MDI (4.5 mcg+160 mcg)/1 dose (120 doses)
MDI (5 mcg+125 mcg)/1 dose (120 doses)
MDI (10 mcg+250 mcg)/1 dose (120 doses)

ﬁ §18N1987
5 Beclometasone dipropionate MDI 50 mcg/1 dose (200 doses)
6 Beclometasone dipropionate MDI 100 mcg/1 dose (200 doses)
7 Beclometasone dipropionate MDI 250 mcg/1 dose (200 doses)
capsule for inhaler 200 mcg
8 Budesonide
(100 uAga + gunsni)
9 Budesonide DPI 100 mcg/1 dose (200 doses)
10 Budesonide DPI 200 mcg/1 dose (100 doses)
11 Budesonide DPI 200 mcg/1 dose (200 doses)
12 Budesonide MDI 100 mcg/1 dose (200 doses)
13 Budesonide MDI 200 mcg/1 dose (200 doses)
14 Budesonide
15 Budesonide susp for nebulizer 1 mglg ,"1] (_2_ ;pl)
16 Doxofylline syr 100 mg/5 ml (100 ml)
17 Doxofylline tab 400 mg
18 Fluticasone propionate MDI 125 mcg/1 dose (120 doses)
19 Fluticasone propionate
20 Fluticasone propionate susp for nebulizer 2 mg/2 mi (2 ml)
Formoterol fumarate + Beclometasone
= dipropionate
22 Formoterol fumarate + Budesonide
23 Formoterol fumarate+Fluticasone propionate
24 Formoterol fumarate+Fluticasone propionate
cap for inhaler 50 mcg/cap
25 Glycopyrronium bromide

26

27

28

29
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31

Indacaterol maleate

Indacaterol maleate

Indacaterol maleate +
Glycopyrronium bromide
Ipratropium bromide +
Fenoterol hydrobromide
Ipratropium bromide +
Fenoterol hydrobromide
Ipratropium bromide +

Fenoterol hydrobromide

(30 capsules)

cap for inhaler 150 mcg/cap

(30 capsules)

cap for inhaler 300 mcg/cap

(30 capsules)

cap for inhaler (110 mcg+50 mcg)/cap

(30 capsules)
MDI (20 meg+50 mcg)/1 dose (200 doses)

sol for nebulizer
(0.25 mg+0.5 mg)/1 ml (20 ml)
sol for nebulizer

(0.5 mg+1.25 mg)/4 ml (4 ml)
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