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Salmeterol xinafoate 25 mcg with Fluticasone propionate 125 mcg inhaler 120 doses
1. w1 Salmeterol xinafoate 25 mcg with Fluticasone propionate 125 mcg inhaler 120 doses
2. quuantAvialy |
2.1 gluuy ugndwiuriuganisdan ¥iln Metered Dose Inhaler
22 dmlsznou  uwwageniswiy 1 a% Uszneushedaen Salmeterol xinafoate Foauya
U Salmeterol 25 mcg Wag Fluticasohe propionate 125 mcg
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3.1 Finished product specification : mswmsmwmﬂmunisumimwumﬂma AutsLANIZUAY
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48 | Test items Specifications
1 | Identification mmmumum“lﬂu fi nlshed product specification
2 U‘immma’lmﬁm | 80 0- 120 0% of labeled amount of Salmeterol
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48 | Test items Specifications
80.0 — 120.0% of labeled amount of Fluticasone
propionate |
3 | Uniformity of delivered dose | asaasiunafissylu finished product specification
4 Deposition of the emitted dose* m’m&i’mmuﬁ’szq‘lu finished product specification
5 | Fine particle mass* mi’afum"lum’mﬁizuiu finished product specification
6| Number of deliveries per inhaler | asiasumwiszylu finished product specification
7 | Leakage ms’mm”mmuﬁszﬂu finished product specification
8 | Particulate matter m's"sawﬁummﬁisq‘lu, finished product specification
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3.2 Drug substance specification :

(A) Fluticasone propionate USP 38

U9  Test items » Specifications

[y

1| USinasshendndy 98.0-101.0 % LA of Fluticasone propionate

o

(anhydrous,»sdlvent—free basis)

2 | Identification ' ATV

3 | Specific rotation +32° to +36° .

4 | Acetone NMT 1.0%
5 Water U o e , -
6 | Related substance |

- Related compound A NMT 0.2 %
- Related compound B,C : for each impurity | NMT 0.1 %
- Related compound D,E : for each impurity | NMT 0.3 %
- Any individual unspecified impurity | : NMT 0.1 %
-Total impurities _ | NMT 1.0 %
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(B) Fluticasone propionate BP 2015

U9 | Test items | Specifications
1 Usnwierddy | 97.0-102.0 % LA of Fluticasone propionate
(anhydrous substance)
2 | Identification : A
3 Specficrotation | 432°t0 436 *
4 | Acetone NMT 1.0%
5  Water NMT.0.5 %
6 | Impurity .
- Impurities D,G : for each impurity NMT 0.3 %
- Impurities A,B,C,E,F,H,| : for each impurity NMT 0.2 %
- Any other impurity - NMT 0.1 %
-Total impurities . NMT 1.2 %
(C) Salmeterol Xinafoate USP 38
99 | Test items Specifications
1 | YSunusendiey | 98.0-102.0 % LA of Salmeterol xinafoate on
the water-and solvent-free basis
2 | Identification AT |
3 Water determination NMT 0.25 %
4 | Specific rotation -0.5° to +0.5°
5 “ Re5|due on igniti-ori - o NMT‘ 0.1‘%
6 | Related substance , ' _
-Salmeterol related compound A O INMT0.2 %
-Salmeterol—phénylethoxy ' NMT 0.1 %
-Salmeterol-phenylpropoxy NMT 0.1 %
-Salmeterol-O-alkyl NMT 0.3 %
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U3 | Test items

Specifications

-Salmeterol related compound B
-Salmeterol-deoxy
-Salnﬁeterol—N-alkyl

-Any unspecified impurity

-Total unspedﬂed impurities

-Total impurities

NMT 0.1 %
NMT 0.2 %
NMT 0.2 %

S NMT 0.1 %

NMT 0.2%
NMT 0.9 %

(D) Salmeterol Xinafoate BP 2015

U9 | Test items Specifications
1| Uhinashendnd 97.5-102.0 % LA of Salmeterol
xinafoate (anhydrous substance)
2 | Identification A1
3 | Water T NMT 0.5 %
4 | Sulfated ash 4 NMT 0.19% “'
5 | Impurity
- Impurity D,G : for each impurity NMT 0.2 %
- unspecified impurities : for each impurity - NMT 0.1 %
- Total impurities NMT 0.5%
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AMNNYBINA AT T AT T unzideu (finished product specification) n3gii g
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4.2. \NENIIUTBWNIFINNISHERLT _

4.2.1. nsfigmaalulsenealng wwammamLanaﬁiUiaammmumsmammmwanmmfm
wagIsnsARlunsuAne PIC/S (Pharmaceutical Inspectlon Co-operation Scheme)
Ingymines1y PIC/S participating authorities %13 88ilana55UTNATHIUASKARE
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wagISn1sARlunsKERe PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lngwua891u PIC/S participating authorities aduaiganusaunisnsiaaeulagiing
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finished product) Tumiuwauﬂumama |
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4.3.3. wnanswisenangwiuduauduiusseninigunmsndavesingiuvesiaendfty (drug
substance) 18 4.3.2 ﬁuiumwﬁm@qwé‘mﬁ’m%ma"%?%gﬂ (finished product) 48
4.3.1
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4.7.1. nstinansgunsIviinssieni lnensuinermansnisunnduiovesujudnisald

WM ISO/IEC 17025 wan1sasaddasevilidulunumnsgudesmunlulss e

U5n2051A1

8/
a o = [

4.7.2. nstindnAmaeviintlgniSeniivAuainvissnainlasdninauanenssunisevnsuas

Ry

[
<

81 Tughavesdyasioasany

4.7.3. nstinutgmauniwannudndndieiiiensdwadeussaninauazainulasnsiose

Ahefilaiue TnskuanuiugeunaaenssumMsIatensmseAuLn lngunmil 5

4.8. yuwsvnsveanuins lisuinsandadusisidusziigmissniivAulasdnineu

~ AMENIINATOIMISUAS BT LSS EELIaN 1 Unouiuuszmeusem ﬂ'ﬁﬁﬁ’]&éﬂﬂ‘i@ﬁﬂé

P
(GETR) I, A AR U351UNTSUNIg

s - d

(wgaudy aguyitanl)

GND) Lo aAssums  (asde) DUW‘}/ A55URT @%8)..... ”t/ At NSNS

(wagndan waii)

r 3
(@3%0) Q- nsIUNT

ueaier Fusyiaulee) egada 2diesuns) neaEnTnfinn gsmumuun)



