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pEudN a1 zIae Ocireotide solution for injection 7 2565 w1 1

lsangunaidiuszeousty Jmdngwssu’
ARIANYULANIZUBIEN

Octreotide 100mcg/ml solution for injection, 1 ml (GPU: 484890)

1. Foen Octreotide 100mceg/ml solution for injection, 1 ml

2. qmau{fﬁﬁ'alﬂ
2.1 gUluv

2.2 @nlsznau
2.3 NYULUITIY

2.4 aanngyy

L]

gwsmndedmiuia

lu 1 ml 3U3unmen Octreotide 100 meg

UssalunurusTlaatindua iy wasiulugumail 2- 8 .

- spudenn dulsznaudiend diglasenunss Tunde Suvuneny Laviindnuasiawslou
Anfuen et dmauuuussadiug

- vumauzussededesfossrydenviotonisd drudsvnousiendfulaz st

10481 lavinan Judusy 1idaau

3. AruauUAniIuvaila

3.1. Finished product specification: Cctrectide sotution for iniection

b Test items Specifications
1 |ldentification: HPLC Meet the requirement
2 |Assay | 95.0-105.0 d/o label armount of Octreotide
| 3 |pH 36-45
4 |Particulate matter. I
- >= 10 micron; NMT 6,000 Particles/container
- >= 25 micron: NMT 600  Particles/container
5 |Related substance: individual NIAT 0.5%
6 | Sterility Sterile

VUNBUR - * Related substance MuUlona s manidsnanisas s

3.2 Drug substance specification: Octreotide acetate USP43

v

U

Test items. Specifications

1 ldentification: HPLC

Meet the requirement

2 |ldentification: Amino acid analysis
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L B VA N S

Qmﬁmmzmwwwaam Octreotide solution for injection ¥ 2565 wiih 2

- Thr

- Phe

Trp

Cys

| - Throl

0.7-1.1
0.9-1.3
1.8-2.2
04-1.1
1.0-2.2
0.6-1.3

Assay

O

5.0-105.0 % on the anhydrous basis

3
4 |Octreotide acetate related compounds

) Acetyl—LysS—octreotide NMT 0.5%
- AcetyL—Phel— octreotide NMT 0.5%
- Unspecified impurity INMT 0.5%
- Total impurities NMT 2.0%
5 rTriﬂuoroaceUc acid in peptides NMT 0.25%
6 |Water determination: Method | NMT 10.0%

7 | Bacterial endotoxins test

NMT 466 USP Endotoxin units/me of octreotide acetates

8 |Microbial enumeration test and test for

specified microorganisms
- Aerobic microdial

| - Yeast and mold

NMT 100 cfu/e
NMT 100 cfu/e
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s AugnunTunsleuld (finished product specification) wagderiwungunwingiu (drug
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AANYMELEM Y8381 Octreotide solution for injection T 2565 wth 3

6.2.1.n3feAndalulszmalng AudndasiiionarsiusewnassiunsanemumdninasSsnsialunisade
&1 PICs (Pharmaceutical inspection Co-operation Scheme) Imaﬁ;nhm’]u PIC/S participating
authorities %39 flona1sfuseainsgiunisinsmundninasiinisinlunsadnevesdiingy
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4.3, 1ONENTAMN WL TLALDI AT

4.3.1Luan139539 A zRqu mEdnfusiand 1S agurenan (certification of analysis of finished product)
luenuidatusedne (nsdfiofndussussbudifeuuuenasnde suildsd i)
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