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ANANBULANIZYBIYN
Octreotide 100 mcg/1 mL solution for injection, 1 mL ampoule._'ﬁ?a octreotide 100 mceg/1
mL solution for injection, 1 mL vial

1. Hae1 Octreotide 100 mcg/1 mL solution for injection, 1 mL ampoule %38 octreotide 100
mcg/1 mL solution for injection, 1 mL vial

2. gruaNdAvialy
21 Uy Wuansazansla Lilld unannide dwiuie
22 d@mlszneu  Usenausnesien Octreotide acetate %aauyaﬁu Octreotide 0.1 mg lu
Ysums 1 ml
23 AYULUTTY US'saﬂ,uﬂ'wmvwsqawamﬂﬂﬂmﬂwaﬂuuml.lm Unatiln Josiuuas
24  2an - szy¥ionn duusenaumendAuarAIuLe JUNEn Yudueny aviinGn
waztawnzidousmsunlisgndninuuuussgioe
- vumurusTenesutioeRassydosmietomanisi dndseneuuas
PUIAAULSWEIET aTindR Tudueiglidaau

3, pruanUAnImaia

wam‘sm'aﬁmeﬁﬂmmmﬂﬂﬂmm finished product specification wag drug substance
specification fignadsmudorimuauazinasgrureinsinssinnndysiiiula wndsiunis Tng
Hundussuiefusaratudisatuse fadaamsdoudediniuanznssunisemsiase) nsensin
A5 IEY YIa ndusduiilidedaieaduatuiifieurimielmininnasgundusiniulassunis o
USEMANSENTIASTIEY (308 SHUTIen W, 2561 asiudl 6 Suanmu w.a. 2561 (asUsznielusn
Aangununiuil 12 nuatus 2562) uavUsenAnsens 51Ty 3o s2ysen @UUR 2) we.
2562 asiuft 3 nsngnAN W.A.2562 (aeUsgmAlus RN Iuil 26 nsngiAN 2562) Vuusinsdl
wndyshduiivsemdenld fidedmuauazunnsgiumsiinsisiiawienial finished product specification
%38 drug substance specification athalaogravils Foauanmanguin finished product specification
w39 drug substance specification &slsaanzileusedinauanznITuNITEMITUAZET NTENTN
aA550qY ﬁu'mig"mhisi"wn'hifaﬁwuuﬂLLazu'lmigwuﬁ"'Alﬂwaaﬂ'rﬁLﬂiﬁ:ﬁﬁﬁwuﬂiﬂumé’mﬁw%’uﬁﬁﬁ’w
NATIU ﬁ1u%’ugﬂuuum§'u 9 (General requirement for dosage form)
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3.1 Finished product specification:

) Test Items Acceptance criteria
1 | Identification test Complied with finished product specification
2 | USunusendhny Complied with finished product specification
3 | pH Complied with finished product specification
4 | Sterility test Complied
5 | Related substances Complied with finished product specification
6 | Bacterial endotoxins Complied with finished product specification
7 | Particulate matter Complied
>10 um: NMT 6,000
particles/container
>25 pm: NMT 600
particles/container
8 | Volume in container Complied

3.2 Drug substance specification: Octreotide acetate (USP 41)

compounds

U9 Test Items Acceptance criteria

1 | Identification test Meet the requirements

2 | YSusendngy 95.0% — 105.0% on the anhydrous, acetic acid free basis
3 | Acetic acid in peptide 5.0% - 12.8%

4 | Octreotide acetate related - Acetyl-Lys-octreotide: NMT 0.5%

- Acetyl-Phe-octreotide: NMT 0.5%
- Unspecified impurity: NMT 0.5%
- Total impurities: NMT 2.0%

5 | Trifluoroacetic acid (TFA) in
peptides

NMT 0.25% (if trifluoroacetic acid (TFA) is used in the

manufacturing process)

6 | Water determination

NMT 10.0%

Bacterial endotoxins

NMT 466 USP endotoxin units/mg of octreotide acetate

Microbial Enumerations and

Tests for specified

microorganisms

- The total aerobic microbial count is NMT 100 cfu/g
- The total yeast and mold count in NMT 100 cfu/g

= v 2 = ¢ w el
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4. Feuldu q
4.1 wnansnisldsusygntunsidoudiugitesmingluvsemalng uazdun (declare) uas
HER
411 Tuddgymstunadewsniuen (ne.2 ve.3 ne.d vie 82 udusnsdl)
412 ludwetunzidou ve.1/6.1 vesnilauesian nieuseasidemidanismunuaninm
yaaandusimuiitunaou finished product specification) UazdafivunnunNYes
Tmg#u (Drug Substance specification) nsdiflegsEminimaAsunvaudluisdia
JefpLuUENansNsuaLAlY (8.5) umiau finished product specification way/v3e
Drug Substance specification
4.2 1NANTIUTBININTFIUNTNARNEYN
421 nsdfewdanlulsemalve duasdosdidiunmeemideiusesunnsgunmsaingiau
wanNeIENSARLUNSHEREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tnewuasa1u PIC/S participating authorities ¥58ilenaN33UTBMINTFIUNTS
NEREIUVENIN9TLAE TN INRIUNTHANE1YBIFITNNUANENTTINTEMNTUAZEN
NIENTNANSITNGY FermuniulasiimmuaenndewasindiouiundninasiuasBnnsna
Tunisudnen PIC/S Tuvsnaenfiausyie atuardanmuseunisnsivasulasinanisiuses
feiuiiuenarsusznmnsadidninsiing
422 ns@dusniidhnneissema dudadesiiionatsiusesnasgrunsndneiniy
waNINIISMSAALNSKHENET PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tagyuasau PIC/S Participating authorities 2UUAARNTBUNITATINADY
Tneiinamsiusesiiviuiidulonansussmasiandidninsiind
4.3 LONANTAMNTNYBILINAUBTIAN
431  HAMINTITIATIBRRUATMNERSNIvBHEAR (Certification of analysis of finished
product) Tugnuildeineg
432 wamslaTiaunwIngRuvesiieddty (Certification of analysis drug substance)
Ailumswanesuiidaiiusogieuineuazduiningiv
433 enasviovangpubuduauduiusseninjunisnanuesingivussiaendfgy (Drug
substance) 9 4.3.2 fujunswanvewaniusiduiagy (finished product) 9o 4.3.1
434 wansANW Long term stability 713 ASEAN guideline on stability study of drug
product aaentguBldtunzfeulifudninaunnenssunsamsware
NSYNTNATITUAY
4.4 fBE1EN
041 fauesm fesdwneteenegnatos 1 mieussyiosi Fadusunuuanssuazidenls
asufunuiifusluiadenmantiniudreiunielu 3 Jundsniauesian
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4.5 msUsefugunmeTidaey
451 widwevdesdenglilalivesnin 1 Y 6 iWeufuaniudweu
452  smnuendwey swdosddamdeluiusemansnsvlieTisuiiduey
453  nsdifimhessmsvhmsduiiegeniidmeuiiiadinsedinszsinuaim miesanses
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Jnreiuaniuguisseumliseiinuatedumsmnaiiesniguam asdimuiel
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4.5.5 szuunmﬁ‘uuasﬁ‘i’ma'amﬁ‘lﬁmm‘gﬂumwﬁnmmﬁ GSP (Good Storage Practice) way
GOP (Good Distribution Practice) Insuansienansuszneu (Wiuamaenansiildzunis
FUTBITTUL)
4.6 flaussia (§v1e) ﬁuaau'Lﬁamﬁnﬁ'mufmriaumuﬁmuﬂﬁaﬁ
661 nsdimamsduasvinsininnsinemansnsumevieveujiRnsild
1A3FIU ISO/IEC 17025 wansasavanseilsidulunmumnnsgudermun
462 nsdindnsusisiadgnFenifuiuaniewaialasdnineuanenssunsemsuaze
'Lmhmm‘umﬁ’mum_ms%a'ﬂsmﬂ
4.6.3 n‘stﬁwuﬁiymﬂmmwmnmﬁmﬁ’m«ﬁﬁmmﬁ'maﬁaﬂisﬁm‘ﬁwaLLazm’mUaaﬂﬁ‘mﬁaﬁﬂwﬁ
isuen
4.7 MireyMsveanuans WifuRnsaudnfusisiuseiRgnSenifuiulasdninau
annssuMsesLareTluszeran 1 Sreuiutuenamsiauenmmsdndeniel
5. mMsUszliuAUseansninsiasna (Price Performance)
seatiBeauanenansnaiUssiiuUsEAER R TIATIULLIN

HIUNTTSUTEIANZNTTUNTAMANYZIAN T VB ET
Octreotide 100 mcg/1 mL solution for injection, 1 mL ampoule %39 octreotide 100 mcg/1

mL solution for injection, 1 mL vial
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