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CfRTIX'ICATE OT' ANALYSIS

Batch no.: lD,t400t62A

Charu.Íe§:
-Appqnrc
- Solubility

ldenqlicatior:

- TIPLC

- lR speatrum

Loss on Dry¡ng(TGA):

Sulfaled ah
Spcciflc optiml rolation

HqYy wtals
Water (K.F.)

Sirolimu isnrr (rrt l.l)
Assay (liPLC)

Re loted silbil ones ( H P LC) :
- 27-O{emcthyl-mpfl o¡ycin

- I GGdemahyl-rapanycin
- Prclylrupmycin

- 2?demethoxympamlcin

- 40oxonpmycin
- I l-ethyl- & 23-e[hy-Epsn.
- A¡y otl¡s

Re¡¡dxal sobents:

- Acr(ore
- Eüryl etfte
TAMC
TYMC

5,20t6
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I 
While to shnost-while pow&r.

I Solublc ¡n elher. adore. nethúol: slightly solublc in n-hexnnc:

I 
practically insoluble in water

I

I the RT ofthe main ¡rcak ofrñc producl ilnd€r aralys¡s nusr be

| 
@rco¡dal wirh rlEl of tlE stfldüd

| 
@mply w¡lh (¡É srúdard nderial

I 
not norc than 1.0 7o

I not more than 0.1 9/o

| 
- t.tO ro - reO" (on anhydrcus and slverr lie brois. l0 nrgi mL irr

I 
rnahool)

I not more thm 20 ppm

I 
not nrore than 0.5 7o

I reDort fhe found yduc

I bciween 9ó.5 % ud t02.0 %
| 
(on mhydrous bmis. csprsscrj as sum of Sirclimus and Sirolimus

I 
ismer)

I

I not n)orr thsn 0.5 9/"

] not nrore than 0.5 %

I not morc thu 0.5 %

I 
not more than 0.2 %

I nol morc lhdr 0.2 o¿

I not more then 0 s oz"

J nol more lhan 0,2 % @h

I 
not ilrorc lha¡r 1.5 7o

I

I not n¡ore lhan 500 pDm

| 
rct morc rlm 500 ppm

I 
not morc than 100 ufdg

| rct morc rhú l0 ulirg


