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HEXAL AG
Industriestrafe 25
83607 Holzkirchen, Germany

Préaparat - product - produit

Certificate of Analysis
Analysenzertifikat - Certificat d'analyse

x5
S M

Sandoz Fentanyl 25 mcg/h, 5 patches Thailand

A Sandoz Brand

Charge - batch No. - charge No . KS6209 #~
Priifdatum - testing date - date d'examination 07/2020
Kontrollabor - control laboratory - laboratoire de contréle HEXAL AG
Priifungen: Forderungen: Ergebnisse:
tests norms results
controles normes résultates
Appearance: - Dull, homogenous, rectangular

TDDS on release liner (32. 5{x 32.5

mm);

“Fentanyl 25,mcg/h” printed on the

backing foil / conforms

dimension: 10.5 cm? + 10. 0 %

10.5 C?J%

Expiry Date: 01/2022 /
Manufacturing Date: 02/2020

Mlché‘el e s
Dr. Michael Faderl
Qualified Person

Crystals: (QKPVZB-0308) <20% - 0.0%,
/
Adhesive strength:  (QKPVZB-0262) 1-20N / 1N /
Identification: HPLC [QKPVZB-0304) The retention time of the major peak
’ of the sample solution must
correspond to that of the reference
solution / conforms
: /
UV (QKPVZB-0303) The UV spectrum of the test solution
must correspond with the one of the
reference solution conforms/
Assy: Fentanyl (QKPVZB-0304) 90.0-110.0% _ 96.4 %
iiformity of dosage units: - must conform Ph. Eur. 2.9.40 conforms; AV =4.5 i |
| impurities: v (@kPvze-0303)
any unspecified impurity: max. 0.3 % <0.10%
total of impurities: max. 1.0% , <0.10% -
Dissolution:" ’ pglcm?h pg/cm?/n AR
(QKPVZB-0302) 0 - 05h: 240 - 360 312 f (309 - 316)—
' 0.5 - 1h: 60-195 126 /. (124-130) 7
1 - 6 h: 20-44 33 - (31-34) /
Residual solvents: " Ethylacetate '
(QKPVZB-0307) < 5000 ppm{ 265 ppm’
Micrbbiological purity: ? must conform Ph.Eur,, 5.1.4 conforms /
Remarks: 1) Tested on the laminate (infermediate) 2) At least one batch per year
Released: Faderl mzomme

1 hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with
the GMP requirements of the EU and with the requirements of the Marketlng Authorisation of the destination country.
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Fentanyl transdermal patch 25 mcg./hour
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o

NanN1sRIRIAT IR WUl UAY finished product specification

e Test Items Specifications
® identification Complied with finished product specification
b | Assay 90.0 - 110.0 % of the labeled amount of
Fentanyl
m Uniformity of dosage unit Complied with finished product specification
< Adhesive strength 1-20 N
& Dissolution Complied with finished product specification
o Residual Solvent : Ethytacetate <5000 ppm
o Microbiological impurity Complied with finished product specification
I~ Impurities :
Any unspecified impurity Max 0.3 %
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