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PROQIJINA
DCIM. CONOCPDO S1N
OJO DEAGLIA IXTAC. VER
C-P 94450 MEXICCI

SEMT IF$CATH OF ANALV$IS Pago: 1 of 3
Date: ft6-Nlov-201 3

Material 06CI,00574 X7-AI-PFIA, ESTRADIOL
Batch;

lnspection lot::

Manufacture date:

Date fon retest:
Released quanlirty:

xp81",10
04CI00s36s01 3
13-tuia,y*2013

13-May-2018
3'X.100 KG Tes[ procedure: 93748

f nspection &c.ceprtanee cri,B.er$on 1,ofifi R6qult

Description

Spectrru,rn, lR

ld:ent if lcat ionr F{F{-C

Sta,rrt of rneftinrq

En.d sfl mrelitin$

Speci,f ic opt icai rotat[or,r

{Calculated on the dried
basis)

L*SS On, drying

Sulfatedr astr

F{eavy rnretals

Retated substances HFLC
Estradiol

Retated substarnces H FLC
Eslrone

Related substanrces HFLC
nrethyl 17 alp,ha Estradiol

White f ine powder or
crystailine powder

Mat.ehes ref erenoe spectruirre

Conresponds

222 - 226

722 - ?26

51.CI - 56,.CI

max. 0.5

max. 0. 1

l$ot rnsrethan 0,0CI1 %

rnax- S"3

u.2

0"3

t-

"(+ )

o/tfr

%

a1tg

%

%

Corrrp[les

Gompties

Conrrpties

22*

a2s

s2.s

0.0

0.0

Compties

u.I

0.0

0.'r
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PROQUINA
DOM. CONOfiIDO $IN
OJO ilEAGUA IXTAC. \IER"
C P. 94450 MEXICO

G ERT'IFIC&TH frF &ilALYSIS Page: 2 of 3
Date: 06-Nov-20'[ 3

Material 0S0CIS574 .tT.ALFTiA ESTRADIOL
Batcl"l:

lnspection [ot:

Manufacturre date:
Date for ret.est:

Releasedr qt-ranrtit y :

xPB'fi'[ 1&

CI40CIoCI36801 3
'13-May-*S13

13-May-20'18

31.100 KG Test procedurel 93748

**s6eetibn &eoepte,nco criteriirn Uom Hssufit

Relat ed subst a*ces HtrLC
Delta I alpha Estradiol

Related sr.lhst ances [-{Ft-C
Any unspeailf ied inlpurityr

Related suhstanoes t.tPi*C
sunr {Total),

Residual solivent GC
lsopropanol

Resldual solvent GC Eifryl
acetate

Residriral solvent GC
lM:eth,an0i

Residual solvemt GC
Tetrahyd.ro{uran

Assay [-{FLC {Caticulat*d on
the dried basis)

rneuv." 0"15

rnax. 0. 10

rnax. 1.0

3000

rnax.3000

rnax.30ft0

nrax. 72*

97.0 --$02.CI

%

alij

%

pprfl

ppm

pprn

pprn

%

0"00

0.00

CI.3

0

t 1s1

$

t,t

100l_0

Eatch release electronical[y signed:
Dateltime:

lnspection liof:

Arasefii Lapez lVlart]nez { SHJGC }
29-tulay-2013 09:00:08 hltx ( UTC -5 hours )
0,40080368S$3



The batch corresponds to the Ouality Specification and is apprroved

Quanlity to be dispatched: 0.500 Kg

For each residual solvents, when the result is reported aS ''0,

below:

Res dual solvent GC lscpropanol, limit of detection: 36 ppm

Residual solvenl GC Ethyl acetate, llrn,it s{ detection: 36 ppm

Residual solvent GC Methanol. limit of detection: 54 ppm

Residual solvent GC Terrahydrofuran, linrit of detection: 17 pprn

$ **,:a.e$t $-rilare

r]L'v- I :;'

Responsible to l\rlinistry of Health

ppln" rneans below the limit of detection, as listed

;JApproved. by:

Compliance IVanager I
Ql, David Beris.tain

Ced Prof 7967608

PROQU .JA

DOM CONOCIDO S/N
OJO DEAGUA IXTAC. VER.
c P. s4450 MDflCO

GERTIFIC&T'E OF & ruALY$IS Page 3 of 3
Date: 06-lt'lov-201 3

[4aterial 06000574 17-A[-PHA ESTRADIOL
8atch,
lnspection lot:

l\4anufacture date
Date for retesi:
Released quan(ity

xm1110
04000036801 3

13-May-2013
1 3-May-20'18

31.100 KG Tes.t procedure: s3748

inspection Acceptance critarion Uo&ff Result


