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Bateh:

lr*spection lot:
Manufacture date
Date for retrest:

Reteased quantity
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040CIQs3s8s1 3

3't-Mar-2S13
3t-tutan*2O1&

3'X"1oCI KG Test prucedure: 93748

trspeetion Acseptanee criteriqn Usll tufftt

Related substances HPLC
Della 9 alpha Btradiol

fuated substancas HPLC
Any unspecified impurity

Rdded substances HPI-C
sum fl-otd)

Fbsidual solvent GC
lsopropanol

Ftesidud soh{eftt GC Ethyt
edde

Residuall so[vent GC
Methan,of

Residual solvent GC
Tet ralrydrof uuran

,Assay HFLC (Calcr*tatod on
the dried basis)
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Batch:

lnspeetion lot:
Manufactr.r,re date:

Date fior retest:
ReleasEd quantityl

XPB1 T1O

040s00368s1 3
3'l-h4ar-2013
31-Mar-2018
31.1&0 KG Test proeedu*re: $3748

lnspeftior* Aeee$ance erfter$on Uqfiil 6hsuE

The batch corresponds to the Quat*ty Specification and is ap.prorred"

Quantity to be dispatched: 0.50Q Kg

For each residual, solvent$. wheul the reoult is reported as '0 pprn" rnearls helow the llnrit of deteetiom, as listed
below:

Residua{ sotvent GC lsopropanol, lirnit of deteation: 3S ppr,.l

Residuaf solvent GC Ethyl aceta{e. tirnilt of detectiqn: 36 ppr.n

Residud sclvent GC M*thanot. linrif of d*ectiorr: 54 pprn

ksidual son\rent GC Tet,"ahydrufuran, $irnit of detectio*: 1F pprn
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Camplianee l\ilaruager I Respornslhte to Mini*try of
CIt. Darrid Berlstai,n

Ced. Pnof. 796760&
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