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Gilead Sciences Ireland, UC

CERTIFICATE OF ANALYSIS - GAP

PRODUCT: HARVONI ACCESS MANUFACTURE DATE: 16 JUL 2016
LOT NUMBER: WMWS IEXI’IRATION DATE: 07 2021
SPECIFICATION: GSPEC-216-96
REVISION NUMBER: 5.0
RESULTS
W "
TESTS SOF I BV LOWER LIMIT UPPER LIMIT PASS'FAIL
SOF/LDV Tablets are white, diamond-shaped,
Product Appearance Complies film-coated tablets, debossed with "GSI" on PASS
one side and "7985" on the other side.
Identification (UPLC) The retention times of the main peaks in
Complies SOF/LDV Tablets are consistent with the PASS
reference standard of each active ingredient.
The ultraviolet absorption spectrum of’
2 SOF/LDV Tablets is consistent with that of
tdentficatin {UV) Conphes sofosbuvir and ledpasvir reference standard PASS
solution.
Water Content (Ya) 2.7 None 5.0 PASS
PLC 1
Strength by HPLC Assay (% of label) 100.5 99.8 95.0 105.0 PASS
Degradant Content (SOF)
Total Degradants (%) 0.0 None 0.6 PASS
GS-606965 (%) Not Detected None 0.30 PASS
GS-331007 (%) Trace None 0.30 PASS
GS-566500 (%) Not Detected None 0.30 PASS
GS-607669 (%) Not Detected None 0.30 PASS
GS-607670 (%) Not Detected None 0.30 PASS
Phenal (%) Not Detected None 0.30 PASS
Unspecified (%) Complies None 0.20 PASS
Degradant Content (LDV) r
Total Degradants (%) 0.1 Nane 1.4 PASS
GS-459666(%) ooy | 0.11 None 1.25 PASS
Unspecified (%) Complies None 0.20 PASS
Content Uniformity Complies Meets USP or EP requirements PASS
Dissolution (% at 20 min) 99 87 80 None PASS
Dissolution Ledipasvir (% at 45 min) 99 90 None PASS
Microbial Limits : ] .
Aerobic (cfu/g) <0.01x 10° None 10° CFU/g PASS
Molds and Yeasts (cfu/g) <0.1x 10 None 10’ CFU/g PASS
Absence of E. coli Absent Absent PASS
GENERATED BY: € icn | Tovt amenq DATE: 17 frpt 19
GSIUC QC 137 RTMENT
REVIEWED BY: ([ ey | DATE: | Snen (§
GSIUC QC DEPARTMW
APPROVED BY:
NAME: P{. DATE: |8 A’% (7
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Maetiosa Murphy




