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CERTIFICA'TB OF ANALYSIS

TACROI,IMUS

Batch no.:

Manufacturing date:

I81300799A
October 2013 Analysis date: Novemher 2013

Code: 30127

Re-test dale: October 2017

IEI
Characters

ldentification lR

ldentification

Identification HPLC

Water (K.[.)
Sulphaled ash

LIeavy metals

Specifi c optical rotation

Assay, on dried basis (HPLC)

Related suhstances (HP LC)

- Tacrolimus metamilate

- Tacrolimus diene

- Ascomycin

- Propyl{erivate
- Tautomer ll
- Tautomer I
- Largest unspecified
- Total (*)
R*iMsohrex;
Acetone
Ethyl acetate
n-Heptane

TAMC
.I'YMC

Pmtut!*B*B-ldi&e
V,ak [fdm, 8t 38 V, &lle RrmrLdo.'e. ] -
i6.i,m- Griridrtalv 25Bst (,jisterio !odr8 a.1o {10} tTA\

lel +3903)l 4902 1 Ter +390371 7397 I
F;' ,!soi71 610019 ti{ ,390371 71791

SPE(]IFICATIONS

white to off-whitc crystalline powder.

must comPlY to the standard

it gives positive reaction with I '3-dinitro benzene

must comply to the standard

between 1.9 o/o and 2.5 Vo

not moie than 0.1 %

not more than l0 ppm

between-ll5oand-ll2o
betrvecn 98.0 a/o and 1$2-0 ah

ANAI,\'SIS VALI)E

complies

complies

complies

cornplies

2.3%
0.t %
lessthan l0ppm
- ll50
100.2%

nol rnore than 0.2 %

not more than 0.2 %

not more than 0.5 7o

not more than 0.1 %
not more than 1.0 7o

not morc than 0.5 Yo

not more than 0.2 0/o

not more than 0.8 7o

not more than 5000 PPm
not more than 5000 PPm
rlot more than 5000 PPm

notmorcthan l00ufc/g

not detectable

not detectable

0.1 o/q

not detectable
0.2o/o

not detectable
not detectable
0.2%

26 ppm
not detectable
not detectable
< '10 cfu/g

nol more than l0 u <10

Tlfr6i"iiilitins do"s nu include T'qurome' II ory:lTouto'nct I
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