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CERTIFICATE OF ANALYSI§

SIROLTMÚS
.11/43 - 20089 RazB1o tl,l¡l

Batch m.: lEl¿100162A
Mmufacruringdatei F.bfr¡¡y2014 ArBl)Éis date: MÁrrh 2014

Code: 30124

Re{est date: Fcbrua* 2019

lxs
Chdrdctets:

- Appqre@
- Solubility

ldenlifca¡¡on:

- l"lPLc

- lR sfIctrrm
Loss o¡ DryiDB (TOA):
Su¡f{ted ash

Specific opti@l rohfion

I{eary mdals

lfars (KF.)

Siroiins isoñer(ñ ¡.1)

Asy{HPt.C)

Rel ated e bsf a nces (H P rc ) :
. -27-Hemdhylñpamycin

- lGodadhyl'mpanycil
- P@lylmpmltin

- 27+DeilEx),Épmycin
- 4Goxoopamycin

- I l+thyl, & 23ahy-rapam.
- 

^ny 
other

- -Tohllsoccilied:Enspecified)
Resid\ol so¡venb:

- Erhll ether

TAMC

TYMC

sPECtr¡c^TlN

White to slñosLwhite powder.

Soluble in cther. acú¡rq methmol; sligirtly soluble in o-hexñq
ptacti6lly insluble in water

lhe RToftlle mair pqloflhcproduct under analysis mu$ be
@¡cordúl with tlrsl of rhe staildard

comply witir the glmM malerlal

notnúrelher l,0Yo

nol more lhan 0.1 %o

- 140 10 -160" (on aniyJrcus and olvcnt ñ@ b6is. I 0 mg/,¡L in
r¡ethaol)
nof nore the 20 ppn¡

not mots thno 0,5 o/ó

¡eport the fo[Dd value

betweu 96.5 % md 102.0 %
(on anhydrous b6is, e¡presed I $or ofSiElimrs and Sirolimus
isomcr)

nol morc tha¡ 0.5 7o

rotflore lhil 0,i 9/o

¡ot ¡Dore lhan 0.5 o/o

¡o1 $ore than 0.2 9/o

nol 0)ore thm 0.2 oá

rot more thaD 0.5 96

nol nrore the 0.2 %6 eñch

nol lrorc lSBn 1.5 o¿- -' - -

nof n¡oe Íhm 500 ppñ

rot norc íun 500 ppm

mt ¡úore ths | 00 ulclg

not morÉ lhan 10 ufc/g

 NALAS¡5 VALUf,

cornplie
complie

complis

couplies

n§1 detectsble

0.0 0/¡

- r49.

less tha[ 20 ppnl

2-5 0/"

t00.4 0

0.20/o

0.1%
0.2%

oot ddcchble

0.t %

0.t o/"

taa/"

3 ppnt

not defectable

< I 0 ufc/g

< l0 ufc/g

I
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