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§tolngo: Storc in sirtlgbt oorrtsinÉr uP to 25"C.
Rcm¡rl¡¡s The materlat cor¡¡pues ss pE¡ in ltousc apecilication no, §PC/QC/IP/003-08.

Dnto of Bepolh.Msy 12,2015

ütrlJilll]lf{sároí sjff'.J..l^fu 
, 5\'ú 4nor

403, lscon E¡egance,4th F¡oor, Prahladnagar CroEs Road, S. G. Hlg¡ruvay' Í'hmedabad-380 0f 5. Guf - (lndla)

Plrorre; +91-79.66168711 Fax: +91-79"66165725 CIN No.: Ue4m0GJ19S4PLC007440

FAGRON IEERICA, S.A.U
Corresponde al lote de Fagron:

CONCORD BIOTECH []MÍTED
Regd, Offlce & Plant ¡ 1482¡'1486,Trasad Rsad, Dholka,

Plrones : +9'l-2714'221904,398200 Fax : +91'2714'2,225oq

s.N. Tests Spcclflcrflon Obscrv¡tion.

1 Dcscripüon White lo off§hiie polvdcr Whitc porrdcr

2 SolubllÍty Soluüle l¡1 loEtoog clúorolorm srul curyt
acotrtc- Irrotublo ln w¡lcr.

Sotublc io ucsto¡¡e, ctüorofora¡ orxl
elhvl ac¿trlü. Insolublc lnrv¡tcr.

3 Idcoti§oatlo¡
(aJ Bv lR

(b) By 1IPLC

Tlrc I[A¡rcd spccl¡um of tllÉ'tsst somplo in
KBr müt bc concord¡¡rt rüü üut of ¡ sirullu
prcpantíon of T¡cmlimus Monohfratc
rcfo¡cnce / workhg elrndud.

Tlrc retentioo timo of the rnojor peak il the
chronmtogram of sanrplc concsponds to üte

il¡ndnd Es obtained un&¡ ascay tcsl

Tho tnf¡srcd sp¿ctsul of lhc test

samplc is concord¡nt u,itl¡
Tacrollnrus Ivlonohydrolc rrorkfurg

strndr¡d.

§¡nad¡¡tl RT : 2|.8 min
§rmpleRT r 24.8 tnin

4 Wat¡r (!y KF) NMT 3.0 % tvÁv L0Vn

5 §pccific ltotodon
(1.0 %Eolutlon ln chlo¡ofonu, on
rñhv.lñtrr hrs'r'l

BÉhwcr¡ -80o ¡¡d -90o -930

6 Melt¡ttgRsrgs B¿trvccü 123" and I30'C 123"C- t26"C

7 Hc¡vy Mctrt¡ NMT0.0m% Less thln 0.002%

I Rosiduc oo Ignlllor NMT 0.20 % ty'rv 0.0,1 %

9 Ctuomatog¡¡phic E¡r¡ty 9t (By HPLC)

L Enrpurlty A [Aseomycln]
2. Iapurity B []llryilro Trcrolimurl
3. Ioptui§ D [Delh Luctona]
4. A¡y indivldu¡l u¡lrrown in¡purity
5 Tot¡l imnrlüer fP,rehrdinrTaulnmcrsl

),JIvlT 0.15 %
NMr0.15 %
NMT ():15 %
NMT{.10%
ñMT I nv"

Not dctccted
Not det¿ctcd
Bclorv dirrtgrrd linril
A.fi '/b
§.2t%

10 Cotcnt ofToutomcr¡ (By HPLO I tmp,Q

T¡r¡üon¡er I
Trutonrcr II
Tq*on¡e¡s I+II

Report.valuc.
Repod.vElué .

NMT ¡.0%

0,22lYr
0.32%
§54o/o

il Arsay(SyEPLC)
[% rvÁv on anhydrorx basis]
f Exch¡dlor Tar¡inmem)

98.0 % (o 1{I2.0 % 99.t%

Aüilltlon¡l Ttslr

l2 Rcsidurl §olvcnt¡ (Bv GC Hssdsp¡cc)

AcElo¡¡g
Dl iropmpylEtlcr
Bih)l osoulc
Acetoolt¡lle
Tolrrn¿

NMT 1000ppm
NMT 600 ppn
NMT 2000 ppnt

NMT 100 fipo
NMT250 ppm
NIvtT 210 ¡uu

Bclorv dclecüon limit
Bclorvdct¡ctiol limit
Delorv dcl¡ction ll¡nít
Bclorv detcstion l¡rnlt
Belov dctccüon llmi(
Bclorv dctcs{on li¡nit

l3 Porticls §lzc Disuibution A¡ pct customcr ¡cquirement d(0,9): 7E mlcrons

t,r Mlcrobial Tcsts

Tot¡l Vi¡blo scrobic oouot
Tolal rnotd anrl ycut oount
Test ñr rpaolficd mlcroogsnism

B. coli, Solnnnctldspp,S. aureus,
Psardomon¡s arruc¡no¡e'l

NMT 10,00 ótu/s
NMT 100 cfi¡ i g
§hould ba abscnt/ g

Lesrthn¡ l0 oñrfg
l¡ss lh¡n 10 cfu / g
Abscnt / g

Storc in girtlsbt oontslnÉr up to 25'C


