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Certificote of Anolysis
Lol number

ProdLrs,

Produ€, number

Moleculqr formulo (net)

Moleculor moss (overoge)

Dote of monutqclute

Dote of reJeose

Relesi dole

Specilkatlon

Storoge condition

Appeoronce

Appeoronca of solution

Solubilil.y

pH in solution

Specific opticol rotolion
[u]{5 1c = 0.2, 95% HOAc}

ldenfily (moss specirometry]

ldenlity (omino ocid onolysis)

ldentiry (HPLCI

Purily (HPLC)

Relaled subslonces {HPLC)

White to off-whiie pmder

Cleor. colo:less solution
(0.59o in 9506 ocalic ocid)

Cleor soluliori {60 nglml in r.reler}

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

-45",a -7A'
lcorrec'lgd [cr peptide contenl]

10I8.4 + I.0 Do
(monoisolopic moss)

Lys 0.90 lo 1.I0
Thr 0.80 to 1.00
Cys 1.60 to 2.40
Pha 1.80 ro 2.20
Trp 0.80 to LlO
Thr-ol 0.9Oto LI0

Coelutes with reference stondard

> 98.5%

< 0.5% individuol
s 1.5% totol
Report individuol reloied substonces
>0.1%

Whiie powder

Ciecr, colorlers scluli<;n

Clcar sclr-rlir-rn

6.4

<q at

lOl8.7 Do

lmonoisotopic moss)

o.99
0.88
I.85
2.42
0,98
0.99

TMOIO.OctTeoTFA: Coelutes
TMOI O.OctreoTEAP: Coelules

TMOlO.OcheoTFA: 99.7%
TMO'I 0.OcrreoTE AP : 99.6!o

TMOl0.OckeoTFA:
< 0.570 individuol
0.3 % totol
No individuol reloted substonce >0.1%

TMOI0.OckeoTEAP:
< 0.5% individuol
0.4 7o totol
F"f* individuol reloled sub$once >0. 170
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Oslreotide Aislole
H-D-Phe-Cys- Phe-D.Trp-Lys-Thr-Cys-Threoninoi {Disul{ide bond}
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Lcl nomber

Pr,oduct

Produa number

7001 355

Octreotide Acetote

4076320

BNCH€N7

Bochem Americos, Inc.

3132 Koshiwo StreeJ

Torronce. 'CA 90505
USA
Tel t-310.539.417I
Fsx l-310-539-9428
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Peplide conlenl fCl'iN onolysis;
Nd, I3"74%)

Wcler cordent (Kerrl Fischer]

Acelic ocid conleni fHP[-C]

Trifluoroorelic ocid conten;f {HPLCi

Rxiduol solvents {GC}

&lcss bolonea

Microb!ef aumerolion

Endotorins {i,(l-}

Rssidue on ignition

$pecific:rtions

. 80.t)9s

< 8.0%

4.Woto 12.Uh

< 0.3e,6

.{seioniirile < 4l0ppm

95.O%ro IO5,O%

TAMC < I0$ CrU/s

TYMC < 7A CFU|g

< 1 EUlmg

< 0.3% (wlw)

9r.7%

2.7%

9-5o/"

< 0.o5%

< 127 ppm

I03.970

< IO CFUIg

< I0 CFt/g

< 0.1 EU/mg

< 0.1%

I hsreby certiiy tho] lhe obryre informs$on is oulheniic ond occursle.

OCft:brf zi , zll3
DoteJockie Lifile

Quclily Assuronce
Br:chem Anoericos, Jnc,

finrt-{xt zt ru/3*-- 
D"l"-f

Quolig Control
Bochern Arnaricos" lnc,

! hereby certifu thot this lot hos been monuloctured ond onolyzed in complionce wilh Good Monufoduring Proelice
cnd is opproprierte f,ar use in cliniccl lriols os specified in the lniernolionol Conlerence on Hormonisolion {lCH} Q7
Gcod Mc*ufocluring Prelice Guidrnce {or Active Phormoceu}icol }ngredients.



Pockoging ond Lsbeling Certificote

lct number

Produsi

Product number

?his sF:ipmrtt h*s been packcged o*d fobetled ir* occordcnce wilh Go+d iio*ufacturi*g Frcclice cs specified in
ittue lntermsliwrolj &mf*rence m FEcrp:;:isoiim ilCH] Af Gsi &lanufacluring Frxflce Gsidonce for Aclire
Fllrcr'+w*su&col !*gred[en*s,.

Soles order Number: f$t16$&tt

tum€. {e,.c*f, c** t=g..r_C.. _
Quolity Assuronce I

BF'CHEN7

Bochem Americos, lnc.
3132 Koshiwo Slreet
Torrsnce, CA 90505
USA
Tel I-3I0-539,417l
Fox l-31&"539"9.1?E

700r355

OEtrcotld€ A€etcte

4476324


