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Calcipotriol 50 mcg/g and B
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1. Faen Calcipotriol 50 mcg/g and Betamethasone 0.5 mg/g in 15 em ointment
2. AruguliATlY
2.1 guuuy Huetidlddmsummeuen
2.2 dudseney  Useneumesiaen Caldpotriol 50 mce/g way Betamethasone
dipropionate 0.643 mg/g ‘ﬁlamgaﬁ’u Betamethasone 0.5 mg/g Turum
U393 15 ¢gm
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3. auaNUANIUWALiAYe Finished product
namsmsrviasziguamduliay finished product specification @dldanneleusia
AUNNUANENTTUNTOMNTWAZED NTENTIETITNEY

1) Test items Specifications
1 | Identification - Complied with finished product specification
2 | Assay - 90.0-110.0 % of the labeled amount of Calcipotriol
anhydrous
- 90.0-110.0 % of the labeled amount of Betamethasone
dipropionate
3 | Impurity | - Complied with finished product specification
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1) Test items Specifications

4 | Viscosity - 1.6-35 Pa.s

5 | Particle size - 90% < 15 pm

6 | Microbial enumeration test |- Complied with finished product specification

wangwe - nsdifeanzifouuiiniaiy (waive) mansaaaeuiiameinenisle Tibuwanuenans
wdngrussnaniliiueyiiAsme
4. Joulvdy 9
feuesimdadudiuiamdioienats nievasaneiietefusesenarsinelfisuia Twanidun

LY

N

B ke,

1 wenasnsldfuaygntunsleuiusnfiosmigluvssnalneuasduas (declare)

VGNAGE

4.1.1 ”Luﬁﬁzgmﬁ’fuwmﬂauﬁﬁum lAun ne.2, 8.3, ve.4 158 8.2 LaIuANSol

112 Tudwetunsdeu ve.1 vie 0.1 vesniiauenen wiouneandunitansauns
@mmwmawamﬁm%mmﬁﬁumLﬁau (finished product specification) uagdafivun
A WIngRu (drug substance specification) nsdifiegseminemsiuasuntasudly
Fanfazdosuuuienasn1sveudly (©.5) wwdon finished product specification
waz/Mso  drug substance specification lagweunlunouiulszmelseningm
didnvseling uazliifiu 2 U s Judsznauszmasimdidnvselind

AENITUNTINVUAANAN YN IR UAS TIEARD YR

{(Wnemiusmed aSoers) &

NT3UN AT N33UNNT

B e e e ATIUAYT NTIUAT

1 IOUOROORRUUION WSRO NT71N3 N33UANT
v ;
(e faywun wmuﬂ/
AT O = NYTUNT QEEHaL
(wsadgy
AL U (SOOI TINNS ATTHANT
( Udlsu magnIwds)
- v oy
Do TN NTTUNTHATAT YA CRTT I Q( ................... ASTUNISHATETILEUIUNTS
(uwaIneunigyIl lend (uamgwni dunsdunt )
v, 4 I v
R I g nIsunTsuATEtBEYIYNTS LK IO W nITINIULaTETIBIaYTYNTS

(unabuenil fua3) {(unsamleion udiiyna)




4.2

4.3.

LONATFUTRIATFIUNIINERE

4.2.1 nydpndalulsanalne  udasesdionaisiuseunasgiunisnanemumaninalst
LarA3MsARlUNINAAEA PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Ingviaeau PIC/S participating authorities 3eillonansiusesnsgiunisaans
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naantw wAIUANS Yseillanans Certificate of pharmaceutical product
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Deferoxamine mesylate.

1. Haen  Deferoxamine mesylate 500 mg powder for injection

2. gruantanly
2.1 3Uiuv

Wuedausieannaie anwauzrsiidsaLievem

2.2 d@dsznay 1 1 vial Usgnaumesign Deferoxamine mesylate 500 mg
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3. aueanUAn1unAiiavad Finished product
NamiﬁmﬁﬁLﬂiwsﬁﬂmmwﬁﬂﬂmm finished product specification tag drug substance
specification @alaaanzilaudedinauauznITNnITeImMITLAZEN NIENTIETITUAY

U Test items Specifications
| Identification - Complied with finished product specification

2 | Assay - 90.0-110.0% of the labeled amount of
Deferoxamine mesylate

3 | Uniformity of dosage units - Complied with finished product specification

4 | Sterility test - Complied with finished product specification

5 | Bacterial endotoxins - Not more than 0.33 USP Endotoxin Unit/mg of
Deferoxamine mesylate
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) Test items : Specifications

6 | pH - 4.0-6.0 (reconstituted solution)

7 | Water content - Not more than 1.5%

8 | Constituted solution - Complied with finished product specification

9 | Particulate matter - Size 2 10 Wm not more than 6,000 /container
- Size 2 25 llm not more than 600 /container
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4.2 BAATTUTBWIATIIUNTHARE)
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wagdsnnsiflunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
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1 | ldentification - Complied with finished product specification

2 | Assay - 95.0-105.0% of the labeled amount of dry
extract of Ginkgo biloba leaves

3 | Uniformity of dosage units - Complied with finished product specification

a4 Disintegration time - <30 minute
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Fluticasone furoate 2733§F71cg/s
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i spray, 120 dose bottle

1. Fo81  Fluticasone furoate 27.5 mcg/spray nasal spray, 120 dose bottle
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48 Test items Specifications

1 | Identification test - Complied with finished product specification

2 | Assay - 95.0-105.0% of the labeled amount of
Fluticasone furoate

3 | Uniformity of delivered dose - Complied with finished product specification

4 | pH - 5.0-7.0

5 | Microbial limits test - Complied with finished product specification
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49 Test items Specifications
Concentration of Benzalkonium - Complied with finished product specification
Chloride

7 | Concentration of edetate disodium |- Complied with finished product specification
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(€a)

& | Fluticasone furoate e.& mcg/spray mo,000 Bottle oco.o& U/Bottle

nasal spray, ewo dose bottle (¢.o)
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