
Certificqte of Anolysis
Lol number

Product

Product number

Itlloleculqr formulo (net)

Moleculor moss {ove:,oge)

Dote ol monufoclure

Dole ol releose

Relesl dote

Speciliccrrion

§loroge condilion

Tests

Appeoronce

Appeoronce of solution

Solubiliry-

pH in solution

Specifi c opt!col rototion

[tr]-?s (c = 0.2, 95% HOAc)
D

ldenlity {moss specirometry)

ldenliiy (omino ocid onolysis)

ldentity {HPIC)

Pur¡ty (HPLC)

Reloted substonces (HPLC)

White to off-white powder

Cleor, colorless solution

{0.5% in 959o ocetic ocid)

Cloor soluiion (ó0 mg/ml in woier)

pH 5 to 7 (10 mg/ml in woter)

-45' lo -70'
(correcled for peplide content)

1018.4 * .l.0 
Do

(monoisotopic moss)

Lys 0.90 io L l0
Thr 0.80 to 

.].00

Cyr l.ó0 io 2.40
Phe 1.80 to 2.20
Trp 0.80to l.l0
Thr-ol 0.90 to I .'l 0

Coelutes with reference stondord

> 98.570

White powder

Cleor, colorless solution

Cleor solution

6.4

-58.3'

I0't8.7 Do

lmonoisofopic moss)

0.99
0.88
t.B5
2.02
0.98
0.99

TMOl0.OctreofFA; Coelutes
TMO l O.OclreoTEAP: Coeluies

TMOl 0.OctreoTFA: 99.7oA
TMOl O.OclreoTEAP: 99.ó%

BF'CHEN7

Bochem Americos, lnc.
3.l32 Koshiwo Strael
Torronce, CA 90505
USA
Tel r -3r 0-539-4 1 7 l

r -3I 0-s39-9428F

Ceriificote ol Anolysis
poge I of 2

7001355

Octreotide Acelole
H-D-Phe-Cys-Phe-D-Trp-Lys-Thr-Cys-Threoninol (DisulÍide bond)

4076324

C1eH65N¡60¡652

l0'19.3

Seplember 30,2013

October 21 ,2013

Seplember 2015

Octreo,/v09

-2O + 2"C

Specificotions Resuhs

< 0.5% individuol TMOI0.OclreoTFA:
< I.5% iolol < 0.5% individuol
Report individuol reloted subslqnces 0^3 o/o totol
>0.]7o No individuol reloled subslonce >0.17o

TMOl0.OctreoTEAP:
< 0.570 indlviduol
0.4 % tolol
No individuol reloted



BNCHENT

lol numb$

Product

Producl number

lesls

Peptide conlen'l (CHN onolysis;

N,r 13.74%)

Woler conlent (Korl lischer)

Acelic ocid contenl (HPLC)

Trifluorooceiic ocid conient {HPLC)

Residuol solvenls (GC)

Moss bolonce

Microbioi enumerotion

Endotoxins (lAL)

Residue on ignilion

Lt

Quolity Conlrol
Bochem Americos. lnc.

Jockie Little

Quolity Assuronce
Bochem Americos, lnc.

7001 355

octreotide Acetole

4076320

§pecificotions

> 80.0%

s 8.0%

4.O%lo 12.OYo

< 0.3%

Acelonilrile s 410 PPm

95.070 lo 105.0%

TAMC s 100 CFU/g

TYMC < 20 CFU/g

s 1 EUlmg

s 0.3% (Vw)

Resulls

91.7Yo

2.7Yo

9.50/o

< 0.05%

< 127 ppm

103.9%

< 10 CFU/s

< t0 CFU/g

< 0.1 EU/mg

< 0.lYo

I hereby certify thot lhe obove informotion is oulheniic ond sccurole'

,0"hh, e/ 'tn/3
---ñT

I hereby certify thot this lol hos been monufoctured ond onolyzed in complionce wifh Good Monulocluring Proctice

ond is oppropriote for use ¡" .U"L"i i¡ot, o, specified in lhe Internotionol Conference on Hormonisoiion (lCH) Q7

Good Monufocturing Proclice Guidonce for Active Phormoceulicol lngredients.

üctob<-u zl , zCIi3
Dote

Bochem Americos, lnc.
3 132 Koshiwo Street

Torronce, CA 90505
U5A
Tel I-3 1 0-539-41 7 

'l

Fox l-310-539-9428

Certificote of AnolYsis
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TSE-SsfeU Certificqte

Lol number

Producl

P¡oduct number

t hereby cerrily thot lhe obove mentioned lol is

o synthetic peplide monulodured using synthetic omino ocid derivotives os well os solvenfs ond reogenls of non'

hrmon oná non-o¡imol sources. Supplies of synihetic omino ocid derivofves ore monufoclured using omino

ocids of non-humon ond non-onimol sources. Therefore, monogroph 5.2.8 of the Europeon Phormocopoeio on

llllnimizing the Pisk ol Tra¡rsmilling Animol §pongiform Encepholopothy Aggnrs viq i,lediclnol
Produc6 ond thu Note for Guidonce on lrlinimlzl:rg rhc Risk of fronsmilting Animol §pongiform
Enccpholopothy AEenB vio Humnn ond Veterinota Medi¡inol Sroducls (EMA/410/01 ) do noi opply.

Dote: October 21,2013
Eochem Americos, lnc.

lockie Little

Quoliiy Assuronce

BNCH€M

Bochem Americos, lnc.
3132 Koshiwo Slreet
Torronce, CA 90505
USA
Tel l-310-539-41 7l
Fox I-3t0-539-9428

7001355

Oct¡eolide Acetnle

4076320



700t355

Oct¡eotide Acatote

4076320

Pockoging ond Lobeling Cerlificqte

1ol number

Producl

Product number

This shipment hos been pockoged ond lobelled in occordonce wiih Good Monu{octuring Proctice os specified in

the Internotionol Conference on Hormonisotion (lCH) Q7 Good Monufocturing Proctice Guidqnce for Aciive
Phormoceullcql lngredients.

Soles order Number: me,q\« 
"*Ca

sisnorure: L/¿
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BfiCHEM
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3,l32 Koshiwo Sireet
Torronce, CA 90505
USA
Tel l-310-539-4"171
Fox l -3¡0-539-9428


