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This is to certificate that the foliowing comrnocliiy meets the standards of HAPILA GmbH.

Estriol, micronized Fh. Eur.

207800.41 03.0414 Amount 10.50 kg

HPL-SF-207800.41.03

A¡:ril, 2016

Aprri 20'18

April 2014 Spec ficatrorr no

Test Spec if icatiott Result

Appearance (visual method) lvhite or alnrost wlrite crystalline wl,ite crystal¡¡ne

¡:owder Powder

lR identification (Ph. Eur ?.2.24) corrfortrs to esl¡ro/ CRS conforms

TLC identiflcation (Ph. 8er.2.2.27¡ cotlfornrs to esl¿io/ CRS: conforms

Specilic optical rotaiion (clriecl substance irh f:r-rr 2 2 7¡ +60 to +65' + 61'9"

Related Substances (HPLC, Ph, Eur, 2.2.?9)

lmpuriiyA s05% <0.05%

lmpurityB !05% <0.05%

lmpurityC r05% <0.05%

lmpurityD 505% <0.05%

lmpurityE s05% 008%

lrnpurityf 505% <0.05%

lmpurityG 105% <0.05%

lmpurity H s Cr'15 96 < 0.05 %

Unspecified inrpurities each < C 10 9r" < 0 05 %

Surn of impurities other than A i 1 0 'i'0 0'08 %

Loss on clrying (Ph. Éur.2.2.32) s 0 5 % A 04 %

UV assay (ciried substance, Ph Eurr 2.2.25) 97.0 - 103 0 % 98'1 %

Residual Solvents (GC, Ph. Eur. 2.4.24)

Melhanol < 3000 PPnr < 1000 PPmI lvlelllan0l ' Jvvw l-'lJr rr ¡ vvv Flr¡ I I

I

Ii Acetcne < 50Ü0 PPnr < 1000 PPm
i

i Particle Size (laser liqlrl cliffraction, volume distribution Ph. ELrr 2.9 3'l )

II do,, s 15 prn 10.4 Pnt
II d,ou < 3o Pm 24,0 Pm
l_,__---
] Hrnts

llne ¡atci-.r of drug substance (APl) is analyzed according to the test nrethods ancJ the resulis corresponds

to the requirenrents lald down in the valicl CFP

'{ 
i$ ;¡:t, .1, r -C)r'* ?i,*V

Head of Quality Unit 1QA/QC)
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