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Leuprorelin\ cel ﬁ%{iéyg for Injeétion
1. ¥oe Leuprorelin acetate 11.25 mg for Injection
2. gruaatiavaly
2.1. yUuuy Humendaunaande wiashensamndelaliidgdmivasanesnsen
2.2 dwlszney  Uszneusiesien Leuprorelin acetate 11.25 mg #en1wUzU5TY
2.3. YULUTTY UssﬂummuzussqmamﬂﬂﬂmﬂL%a warussineidesiuuas
2.4 281N - seyToen dauuszneuiiendifuasannuuse Tundn fuduony wwudinde
waztarnzilswiiuen Lidanuusnguuussysios
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3. aasanUAN1awAliavas Finished product
amsnsIdnTieinaunmduluny finished product specification Faldaavadouse
ATINNUAMENTINNTOIMNTUASEN NTENTNETITUEY
3.1 dmTureen

4o Test items Specifications
Identification - Complied with finished product specification
2 | Assay _ - 90.0-110.0% of the labeled amount of
Leuprorelin acetate
pH - 50-7.0
4 | Bacterial endotoxins - Complied with finished product specification
Sterility test - Complied with finished product specification
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1) Test items Specifications

6 | Uniformity of dosage units - Complied with finished product specification
7 | Water ~ Not more than 1.0%

8 | Constituted solution - Complied with finished product specification
9 | Drug release - Complied with finished product specification
3.2 dwsusvinazane |
4o’ Test items Specifications

1 | Identification - Complied with finished product specification
2 | pH - 50-70

3 | Volume in container - Complied with finished product specification
4 | Bacterial endotoxins - Complied with finished product specification
5 | Sterility test - Complied with finished product specification
6 | Mannitol - 90.0-110.0% of the labeled amount of mannitol

7 | Foreign insoluble matter -

Complied with finished product specification
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2.1. gﬂu:uu

2.2. dulsgnay
2.3. NYUBUTIY
2.4 U 1 naslsznaunie 2 a1

2.5 aan

N\ gsyey
Leuprorelin ac@;@( for Injection
1. Yo Leuprorelin acetate 22.5 mg for Injection
2. gruantanaly

Junegnfausnannaedunniernsanvidsseau nsaufvinazaisdsiaan

Wolaluidf divasesud s uasaiomee

Uszneusefaen Leuprorelin acetate 22.5 mg ABAYULUTIT
U3TTlUNYULUTTIENRAUTIANTE viln pre-filled syringe

- oef 1 ussyivihazatelu pre-filled syringe 1 viaan wiswgngy 1 &u

- nafi 2 ussgnaenlu pre-filled syringe 1 viaen WioNNYTIARINIE

- s3yfieen duvszneusmediduararuuns Tundn Judueny wuiindn
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3. ansuiAn1awmailavag Finished product

wamsasaveseinunmduluanu finished product specification Faldaanzideusia

AUNIUANENITUNTTEMTUALY NTENTIEETUEY

3.1 dMMSUNE

k) Test items Specifications
1 | Identification - Complied with finished product specification
2 | Assay - 94.0-105.0% of the labeled amount of Leuprorelin acetate
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1 Test items Specifications

3 | Sterility test - Complied with finished product specification
4 | Bacterial endotoxins - Complied with finished product specification
5 | Uniformity of dosage unit |- -~ Complied with finished product specification
6 | Water - Not more than 5.0%

7 | Related substance - Complied with finished product specification
8 | Drug release - Complied with finished product specification
3.2 dwiuadvinazany
4o Test items Specifications

1 | Identification - Complied with finished product specification
2 | Molecular weight - 17-24 kDa _

3 | Sterility test - Complied with finished product specification
4 | Bacterial endotoxins - Complied with finished product specification
5 | N-Methylpyrrolidone (NMP) | - 53.5-60.5 %w/w

content
6 | Water - Not more than 1.0%
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4.2.1 nydlgwdalulsundlng  dudessaliona1ssusennasgunandnenuvanings
LagdBnsRRLuNINARE PIC/S (Pharmaceutical Inspection Co-operation Scheme)
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1. Hoen Triptorelin pamoate 11.25 mg for Injection
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2.2. @wulsznou  Usznausmedagn Triptorelin pamoate ﬁauuﬂaﬁ’u Triptorelin 11.25 mg #8
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9o Test items Specifications
1 | Identification - Complied with finished product specification
2 | Assay - 13.5-15.7 mg/vial of the labeled amount of triptorelin
pamoate '
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U Test items Specifications
3 | Dissolution test
- 9.5 hours - 38-58%
- 104.5 hours - 64-84%
- 221.5 hours - >80%
4 | Impurities - Complied with finished product specification
5 | Water content - Not more than 2.5 mg/vial
6 | Bacterial endotoxins | - Less than 175 1U/vial
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® | Leuprorelin acetate @e.0& mg for b&o Syringe ¢,000.00 U/
Injection Syringe

o | Leuprorelin acetate olo.¢ mg for @bo Prefilled-syr o,000.00 U/
Injection Prefilled-syr

e | Triptorelin pamoate ee. o0& mg for oo Vial ¢,000.00 UM/ Vial
Injection
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