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) Test items Specifications
® | Identification m’mhumuﬁixqiu Finished product
specification
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acetate equal to Octreotide
o | Extractable volume Litonin @.0 ml
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k) Test items Specifications
& | Related substance

- Total impurity Ly @.0%

- Other, individually LAy o.€¢%

- Sumofall LAy @.0%
b | Bacterial endotoxins laiifiu @oo EU/mg
o | Sterility sterile

&l Drug substance specification: OCTREOTIDE USP

UD Test items Specifications
@ | Identification mi'sﬁ]mumuﬁssﬂu Drug substance
specification
o | Assay a&.0 — @o&.0% of octreotide
(CeuHuuNs004oSe) calculated on the
anhydrous, acetic acid-free basis
o | Acetic acid in peptides &0 - ob.c%
& | Octreotide acetate related
compounds
- AcetyL—Lyst— octreotide LA o.¢%
- Acetyl—Phem— octreotide LA o.¢%
- Unspecified impurity 14y o.¢%
- Total impurities Ly ©.0%
& | Trifluoroacetic acid (TFA) in peptides | laiifiu o.od&%
o | Water LAy @0.0%
o | Bacterial endotoxins litfiu oo USP Endotoxin Units/mg of
octreotide acetate
& | Microbial enumeration tests and test
for specified microorganisms
- Total aerobic microbial count | liifit @co cfu/g
- Total yeast and mold count | lsiifiu @oo cfu/g

= = P .
viewme - ntinaansieuudanisiiy (waive)
vangusisnandildsueysihde

= d
N1MSIVABUIATIZNIIBNNTEA IEURARILBNANS

ATENITUNTT

ase....... ?AW ........... USEEIU AT &

(LN9EMIATAT LIWLEUN)

(WeUSugy Wesasnate)

................ ASIUANS aﬁa,......?.‘;.TTT.................ﬂ'i‘.mmi

(W9EIONT  YUTNE)




¢ Bouldy 9
fiaussiadesBudiuinindisionars nieuasaneiledesusesenarslaegisiuns
TwaziBndiil
&.0 wonasnmslasuoygtunsdeusniveitesmingluvssmelng uagduas (declare)
WIRINER
too Widynmstunadowhiver 1iud velo e vee wio Blo wduinsdl
&.o.0.0 lunsdilusfindsluuszmalng (uneds vels)
¢.0.0.0 lunsdifusniduiionsuiussy (et ne.a)
&.o.0.m Wnsaidusnidiananeuszna Muneis ve.)
¢olo Wihvatunsdon nt.e vie t.o veswniauesan wionseazduaiide
ﬂﬁmuF}uﬂmmwmaamﬁmﬁmm‘muﬁﬁwmﬁau (finished product specification) wagdonvum
AMNMYBNINRAY (drug substance  specification) nsdiftegszmintsmsiasuuiaudludfiugy
FpUUBNAISNTUBRALY (8.¢) Uiy finished product specification waw/%3® drug substance
specification  lngweufluneuiulszmadsznmasiaidiannselind uaglaifiu b U s Tuussnim
Ussmasiadianvseling
&lo ANATIUTWINTFIUNNANEN
¢o.e nitemdnlulssnelng ArindoadilenasiuTowInIgIunISHAnY A
wanneiLasIsnMsAiAlunsHEneT PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnewiaeay PIC/S participating authorities vi3efilonansiusewmInsgIuNISHAREINUMENNNI
WaEISNTRRlUNSHANE1YBIdTNUAMENTINNTOIMTUAYEN NTENTIEATITAYY Farmuniu
Tneiimnuaenndawavinidioufundninusivesisnsinlunisndne PIC/S luvaneniiausne
atiuanaamuseunsnsrvaeulneiinanisiusesdisiulseniausemasiaidiannseiind
&lolo n3fanind1nnalssve gudndesdiionansiusewnngrumining1niy
vanInaeTLar s nsARluN1sKANET PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Taevheau PIC/S participating authorities atudIgannusaun1nsiadey laglinansiusestisiy
Usgmadsgmasiandidnnsedind
Ea LONANIANN YD TIAUDTIAN
&m0 HENINTIVIATIZRRAMRER N usieduSa3UBeENER (certificate of analysis
of finished product) Tusjuiidaiiuiiogis
&mlo NANMIATITUATIENAUNININQAUVBIRILEAYY (certificate of analysis of drug
substance) Tdlumstdnensuiidadusegnsimeidneuazdudningdu
&.m.o lenasvievangiubudunnuduiusseningunninvesingavuesiiendney
(drug substance) ¥8 &.mlo MujunTINARvDIHAn NeIEENSAFU (finished product) T8 &m.e

AENIIUNTT

5 . . ,
i s, || S Usesu adT0........... o A NSTUAS BT I N3IIUNT
(Ui Wesisnate) (UEMATA IWEUD) (U9ENNT  TUTNA)



~ G ~

&o.c NAMSANY long term stability naaaaengveseiunzdeulifudingy
ANENITUNTTOIMIUAZET NTENTIEFITUAY
e nidorfindaludszinalng waz/visonindraindrauseimailalden
Funuy azdesdinanisfine Bicequivalence iaiUFeuiiisufiuenduuuy wag/viodugdlasunis
snfun1sAne Bioequivalence (Biowaiver) —B49EfpILAALLBNENTAINANILAANLNTTUNITAIY
waz/vieilonansiiaansasyyfanruinieniuludulseavsnimnsinusswinwansiousiive
oy fiunandneidnads Adrdnnuamuenssunmsemisuazen Ysemelne Useniaviesusedli
aunsoldnaununisAne Bioequivalence e
&€& MoenNY
¢.<.0 flauesian Fosdsiogrsenedraden @ mieussyins Sudufunuuans
seandsaldasuimuiidmueluidenuant@nludisiy - dwmsufeddingnlsmeia
vreagss veauans Lidulifue Teefuisanioniosiudrvniedrvesinediafend1aain
Tsamgunaunsae il
&.& mMivsziugunmeiiduwoy
&.&.0 iidwoudasiionglililitosnin o ¥ o iWeu funniudwey
&.&lo pWnNATdmEUITTIdE N mieluTUTemaNIRTITIAT Ui wey
&.&a nidiivhessmaihnmsduiiegisfidweuiiednsislinsisiguam mie
swmsasihmilidedeeietny Tnsfiaueme({ue)esfedssnfiudnnudwiuiimiesyns
dnsiinssiuasndudiuinveudldirefiieadosdunisnselinneigunm asdinuine
Lifulumuandnvuzianz mhesvmsveanudnshifufiansauinmsiauesinedinaiives
favomen(fune) uaz/vieduanluniuisly
¢« fauenm(unelsdosiudsuedesilndnuneny g1muneIguiaiiloinnig
dovanmieUsenisla 4 Taglifiteuly
&o flanaman(fuie)Bugenlvisnidndygrisunsuivmun il
¢o.0 N3dNANSAUATITIATEIENE Tnonsiingmaninisumduieviesufiins
AlFunsgiu ISO/IEC emolee  wanisasandinsizsiliiulunusnasgruderivusluuszne
UigMmnATa1
&.olo natinanfasiswiaiignidsniivAuaniomarslnedinauasinssunisems
waztilutasnavesdygyavionzane
&.o.0 nadmuligmamamanuani s iniosdmadeysyavsnauasanuvaonsy
soffthefldFue
¢og nidimbesmsluaiotieuinisguamil o ﬁaaanﬁué’mzywnwﬁm%ﬂémm
siadeatuillansenmsansang

De

AMENITUNIT

"

o = o
awa.........m ............ UsEsM 89%0......c. . IN— ngsuns aede.. Q)N n3UANS
(weUiven WusIsnaty) (UWENMATA NLEU) (UIEMIMNT YUENE)



&.el m.hEJ'i'nm1s‘uaamu§w§1ﬂ%'uﬁmmmEmﬁ’mv‘lmﬁqm"ﬁ'anﬁuw‘%aﬁﬂssi’ﬁgnﬁunﬁu‘lﬂa
dfnnueanssunisevnsuazen Ndsldldsunisudletgmauusenavesdina angnssunng
gmsiazen neutulsmAaysznesan uasdosnansanarsudngrunisuiledyiigniSenAuny
UsENIARDAMENITNAITHIEY

&.a flaunsin(fue) Fesuuvdnuiuanmden tenarsfeyariiag fiszysisaziden
ieUsznaunsiansan uardewiiedemung minaiauds numeasdnternunuemassns

AMENITUNIT

o
aa%a ............. \5\ ........... Us¥eu EN%I’EJ ............. Q’ ................ NITUNTT adTL....... Q?"w ................ N33UNTT

(WeUswey Wysasnate) (UEANIRTAT IWEUD) (UGEMIANT YUTNR)



	f7b366870716ca7d93faea8ebbcafcc5591a1996bc8bb614d80588553da6ef6a.pdf
	f7b366870716ca7d93faea8ebbcafcc5591a1996bc8bb614d80588553da6ef6a.pdf

