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CERTIFICA.TE OF ANALYSIS

-rrcdrrCC TACROTIMIJS
Batch no.:

Manufacturing date:

IEr300799A
Octoher 20I3 Analysis date: November 2013

Code: 30I27
Re-lest date: October 2017

TEST

Characters

ldentification IR
Identification

Identification HpLC
Water (K.F.)

Sulphated ash

I{eavy metals

Specifi c optical rotation
Assay, on dried basis (HpLC)

Related substances (HpLC)
- Tacrolimus metacri late

- Tacrolimus diene

- Ascomycin

- Propyl{erivate
- Tautomer II
- Tautomer I
- Largest unspecified
- Total (.)
Residual solvenl
Acetonc
Ethyl acetate
n-Heptane

TAMC
TYMC

h'ot moie m-an 50url pdm
not more than 5000 ppm
not more than 5000 ppm
not more than l@ ufc/g
not more than l0 ufc/g

Tautomer lI ond Tuutomer I
- Fcbruary 6,

This ls to certig thet the batch yni matrufoctured occotding to c-GMp,

SPECIFICATIONS

white to off-white crystalline powder.
must comply to the standard

it gives positive reaction with 1,3-dinitro benzene

must colnply to the standard

between 1.9 o/o and 2.5 a/o

not more than 0.1 oZ

notmorothan l0ppm
belween- Il5oand- I12"
between 98.0 % an d 1A2.0 %

not more thaa 0.2 Vo

not more than 0.2 o/o

not more than 0.5 %
not more than 0. I yo

not more than I.0 %
not more than 0.5 %
not more than 0.2 o/o

not more than 0.8 %
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ANAL}'STS VALUE

complies
complies

complies

complies

2.3%
0.1 o/o

lessthan l0ppm

100.2 o/"

not detectable

not detectable

0.1 %

not detectable
0.2o/o

not detectable
not detectable
0.2o/o

26ppm
not detectable
not detectable
< I0 cfiy'g
< l0 cfir./g
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