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Rcm¡rl¡¡; The materlal compUes as pcr in housc specilication no. SPC/QC/TP/003-08.
Dnto ofReporh,Mry lt 2015
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}F ANAL SIS Direcror recn¡t
Product TAcBOI,TMUS 1^A.§ TVTON OEYDRATE)^ A.ILNo. c8L03s15060

Bdch No, 1 03515060 Mfg. Dnte Mny 2015

Bstcl¡ slz¡ 16{0 g Ret¡¡t D¡to Apr 2018

s.N. Tests §poclIlcaüon Observrtion.

I Dcscriplion Whitc ¡o off$h¡te porv&r \Yhltc poldcr

z §olublli§ §olüIrle l[ 8cÉtolq clrlorofoín md cthyl
acat¡ta fmnluhla in wetÉr-

¡iotublE Ío ocrtonc, chlorohrnt ond
dhyl acctatc. lnsolubl¿ lnrv¡ter.

3 Idmtiñoaüo¡
(a.) Br lR

(b)ByIIPLC

Thc I¡rt¡rcd rpccl¡ilm ol d¡c'test surnplo in
KB¡ mrist be coucord¡nl rvith tl¡at of a simil¡¡
prc¡aratioa'of T¡cmlimus Monohydratc
rcfcrcace / rvorkhg stands¡d.

Tt¡c rct¡ntioo timo of the oojor poak in thc
cfuonxrtogmm of sanrplc concsponds (o tlro
¡tandrd ¿t obt¡incd undc¡ nssnv LcsL

Tho Infrarcd sp¿cEunr of tho test
srmplc is coocudonl. rvíth
T¡crolimus lvlonohydrotc workilg
sbr¡dod.

§hn&nlM: ?l.8min
§empleRT : 24-8 ¡¡rln

4 W¡t¡r (üy KF) NMT 3.0 0z6 rv/rv L0Y"

5 §pccilic ltotstlon
(1.0 %noluüon in cblo¡ofon¡, on
anhvdrou¡ baqis)

Behrrccr¡ -8(P and _90' -83c

6 MeltirgRango Bchrrci 123'and 130'C 123'C- 126.C

7 Ilcovy Mclrls NMT0.002% Les¡ tho¡t 0.00?%

I Bosídue oo Ignlüor NMI 0.20 % ly'w 0.04 %

I Ckomrtographic p¡¡ily % (By HPLC)

LlmpurltyA [Aromycln]
2. Imprity B $llüytlro Tlerolinrurl
3. loptui§ D fDaltol.uctone]
4. Any indifiilud u¡l¡rown impurity
5- Tot¡l imnrltler fP-rchrdinq Tnr¡tnm¿n]

NMT0.t5%
NMT0.15 %
NMTO:15%
NMT0.10%
NMT I.O%

Not deteclcd
Not&tcstcd
Belorvdisrcgod linril
0.Íl o/e

0.21oa

IO Cotcnt of Toutosrc¡r (By HILQ I I'mp,Q

T¡rúomcr I
T¡utonru II
Tauto¡¡cn I+II

Rcport.vnluc.
Report'vrlue -

NMT I.O%

§.22%
§32Y"
§.5Anlo

II Arsay (By EPLC)
[% rvñv on arürydmur bois]
lExcludlnp Tautomml

98.0 % [o 102.0 % 99.1oA

Aililltlonal Te¡l¡

L2 Rcsiduul §olvcnls @y GC tsoadspacc)

Acaloua
Dl lsopopylEtlrcr
Btbl{ ucot¡tc
Aceto¡lt¡lle
Tolucn¿
llcxenc

NMT 1000ppm
NMT 600 ppm
NMT 2000¡po
NMT{00 pp¡¡
NMT250 ppm
Nh[I2j10 ¡on¡

Bclorv delcctios li¡nlt
Bclorv dctcctio¡r limit
Belorv dcecüou lf¡oít
Bclorv detcclion limlt
Belory dctcclion llmit
B¡larv dctection lhnit

I3 Podiclg §izc Dist¡ibution As pcf oushmcr rcqulremcnt d(0,9):78 nricrons

t+ MltobialTcst¡

Tot¿l Viablc a¡mbic couot
Tolalrnold anrl ¡crrt ooi¡¡rt
Tcst for rpaolficd microog¡¡iso .

p. co§ §alnoncllfspprS. aurau,
Psarrdommn-s ¡¿n rqirrn¡t'l

NMT l0po;fi¡./8
NMT t00 ofi¡ / g
§hoold be abscnt / g

LBtt thn¡ I0 otu /g
l¡ss lhBr¡ 10 cfir / g
Absant/ g

to


