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Gilead Sciences Ireland, UC
CERTIFICATE OF ANALYSIS - Access Georgla

PRODUCT: Epelusa Access [ANUFACTURE DATE: 03 Jul 2017
LOT NUMBER: YNHHA |EXPIRY DATE: 072021
SPECIFICATION: GSPEC-274-9 MANUFACTURING SITE: Patheon TRO
REVISION NUMBER: 1.0 ESTING SITE: GSIUC, Cork Ireland, Patheon TRO
TESTS TESTING SITE S LOWER LIMIT UPPERLIMIT | PASSFAIL
GSIUC. Cork SOF/VEL Tablets are red, diamond-shaped tablets,
Appearance Irel 3 d’ Complies debossed with "GS1" on one side and "7916" an the PASS
ALl other side.
Identification (Chromatographic The retention times of the main peaks of the sample
Retention Tima) Patheon TRO Complies are consistent with those of the reference standards of PASS
each active Ingredient.
The ultraviolet spectrum of the sample confirms the
Identification (UV Spectrum) GS:”:' f:rk Complies of sofasbuvir and velp ir when d PASS
reen against the reference standard, similarly measured
Water Content (%a) 2.1 None 5.5 _pPass |
Steengthitiy HFLC Ausay (Yl 100.6 100.6 95.0 1050 PASS
Degradation Praduct Content
{SOF) 4 =) L ]
Total SOF-relnted degradation 0.0 B ‘ None
sroducts (%) = 0.6 PASS
GS-BOTEED (Ya) Not Detected ] None .30 PASS
CS-607670 (%) Not Detected 1 Nane .30 PASS
GS-606965 (%) Not Detected i J None .30 PASS
GS-331007 (%) Not Detecied : None 0.30 PASS
hengl (% Not Detgcted Nong 0.30 PASS
Each of any Unspecified SOF- Complies FEE None 010 PASS
related degradation product (%) -
Degradation Praduct Content
(VEL) 1 ] |
Total VEL-related degradation Patheon TRO =T EF 10 PASS
products (%) £ 0.5 None i A
GS-642273/GS-642169 (Va) 038 Nane 1.90 PASS
CS-607685/GS-627174 (%) .10 None .90 PASS
GS-598740 (%) = Trace None .90 PASS
GS-650350 (a) 3 o Not Detected None .60
G5-645999 (%) Z=rs Not Detected Nane 0.60
GS-695896 (%) RO = Not Detected Nane .40
Each of any Unspecified VEL- = Compl None 02
related degradation product (%) I =l i T By i 20
Uniformity of Dosage Units Complies Meets USP and Ph.Eur, requirements
Dissolution (% at 20 min for SOF and 7 "
VEL) 99 9 5 None
Micrahial Limits By =l e =] e e e B
Aerabic microbial count {cfu/g) <0.05 1 10" None | 10" CFu/g
Yeasts and Molds (efwg) <0.1x10° Nane | wicrug
lAbsence ol £, goll Absent Abseat
GENERATED BY: Ve IhFl- DATE: B 1 Moagney
TGS DEPARTMERT
REVIEWED BY: ] DAH‘.'_ﬁ 1 # l Ii
IC OC DEPARTMEN ’
APPROVED BY: |
|
NAME M&I‘y Fmgefajd DATE:

Qualified Person

ﬁé[a»}l?
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Gllead Sclences Iraland, UC
CERTIFICATE OF ANALYSIS - Access Georgla

PRODUCT; Epclusa Access PARTFACEUREDATES 16 Aug 2017
LOT NUMBER: YPPH EXPIRY DATE: a8 2021
SPECIFICATION: GSPEC-274-98 MANUFACTURING SITE: Pathean TRO
REVISION NUMBER: .0 TESTING SITE: GSIUC, Cork Ireland, Patheon TRO
RESULTS
TESTS TESTING SITE SOF T VEL LOWER LIMIT UPPER LIMIT PASS/FAIL
GSIUC, Cork SOF/VEL Tablets are red, diamend-shaped tablets,
Appearance Irel ? ;r Complies debossed with “GSI" on one side and "7916" on the PASS
s other side.
Identification (Chromategraphic The retention times of the main peaks of the sample are|
Retention Time) Patheon TRO Complies consistent with those of the reference standards of esch PASS
active ingredient.
GSIUC, Cark The ultraviolet spectrum of the sample confirms the
Identification (UV Spectrum) i Complies presence of sofoshuvir and velpatasvir when d PASS
3 agalnse the ref dard, similarty
Vi None PASS
Strength by HPLC Assay (% of PASS
Degradation Product Content '_.m
S0 ;
Total SOF -reluted degradation
products (Ve) PASS
GS-607669 (%1 PASS
GS-607670 (%a) PASS
06965 (% PASS
GS-331007 (Ya) PASS
%) PASS
Each of any Unspecified SOF- PASS
related degradation product (¥a)
Degradation Product Content Mm
(VEL) L L
Total VEL-related degradation Patheon TRO PASS
products (%a) None
GS-6422731/GS-642169 (%) None 1.90 PASS
GS-607685/GS-627174 (%) None 0.90 PASS
5-598740 (%% . None 0.90 PASS
GS-650350 (%) Not Detected None 0.60 PASS
GS-645999 (%) Not Detecled None 0.60 PASS
GS-695896 (va) Not Detected None 0.40 PASS
Each of any Unspecified VEL- ) None
related degradation product (%a) Complies o0 PASS
Unifa: of Dosuge Units Meets USP and Ph.Eur. requirements PASS
Dissolution (%= at :l:‘;nin for SOF and 100 101 75 Noe PASS
Microbial Limits
Aerobic microbial count (cfu/g) <0.05x 1 None 10° CFU/g PASS
Yeasts and Molds (cfwg) <0.1x 10° None | wicrug PASS
Absenee of E. coli _ Absent Absent PASS
GENERATED BY- =, = Hgfr#, DATE: 21 Tang | 7
REVIEWED BY:

paTE:_2) A 2018

APPROVED BY:

exetd

NAME: t;/ l; /ZX'
/ L/

Qualified Person

Mary Fitzgerald

DATE: J

17

Diraclors

ead Sciences Irzland UG
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Gilead Sciences lreland, UC
CERTIFICATE OF ANALYSIS - Access Georgla
PRODUCT: Epclusa Access [mnuucrunz adE: 26 Jul 2017
LOT NUMBER: YPPG EXPIRY DATE: 0712021
SPECIEICATION: GSPEC-274-98 MANUFACTURING SITE: Palheon TRO
REVISION NUMBER: 2.0 |TESTING SITE: GS1UC, Cork Ireland, Patticon TRO
TESTS TESTING SITE . "EF““ i LOWER LIMIT UPPERLIMIT | PASS/FAIL
" _ SOF/VEL Tablets are red, diamond-shaped tablets,
Appearance i el;n 4 Complies debossed with "G51" on one side and "7916" on the PASS
other side.
Identification (Chromatographic The retention tines of the main peaks of the sample are|
Retention Time) Patheon TRO Complics conslstent with those of the reference standards of each PASS
active ingredient,
GSIUC, Cork The ultravielet spmmm of | tlu sample confirms the
Identification (U'V Spectrum) I e!;n 4 Complies presence of sofush and velp ir whea d PASS
against the reference standard, similarly measured
24 Nane 55 PASS
Strength by HPLC Assay (% of 1017 1024 950 1050 PASS
Degradation Praduct Content
OF)
Total SOF-relnted degradation
products (%)
GS 607669 (o)
GS-607670 (%a)
G5-606965 (%)
GS-331007 (%)
Phenal (%)
Each of any Unspecified SOF-
related degradation product (%)
Degradadon Praduct Content
EL)
Total VEL-related degradation Patheon TRO
products (%) .
G5-64227VGS642269 (%) i T =N . None
GS-607685/GS-627174 (%) — None
740 (V5] : None
GS-650350 (Va) =¥ None
GS-645999 (%) = =F 5 X None
G5-695896 (Va] L Nuae
Enach of any Unspecified VEL- " ; Noae
related degradation product (%) 2]
Uniformity of Dasage Units
Dissolution (%% at 20 min for SOF and
VEL)
Microbial Limits TN TR D
Aeroblc microbial count (cfu/g) <0.05x 10
Yeasts and Molds (cfuwg) <00 x 10° Nane | m’ CFUg PASS
[Absence ol £ coli Absent Absent PASS
GENERATED BY: < von [ Ton e OATE. 2y Macy ) 9
REVIEWED BY:

DATE:_2 1| MAy 19

GSIUC QC DEPARTMENT

APPROVED BY:

%@ma Mar Fizgorad TV

Qualified Person

5 iralamg UC

in Washington (LISA)



CERTIFICATE OF ANALYSIS - Access Georgla

Gllead Sciences lreland, UC

PRODUCT: Epclusa Access |&unur.-\(:‘runs DATE: 03 Jul 2017
LOT NUMBER: YNHH IEXPIR\’ DATE: 072021
SPECIFICATION: GSPEC-274-98 MANUFACTURING SITE: Patheon TRO
REVISION NUMBER: 2.0 SSTING SITE: GSIUC, Cork Ireland, Patheon TRO
TESTS TESTING SITE SOF lll-:slﬂ LTS VEL LOWER LIMIT UPPER LIMIT PASSFAIL
GSIUC, Cork SOF/VEL Tablets are red, diamond-shaped tablets,
Appearance el Complies debossed with “GS1" on one slde and 7916 on the PASS
Testand ather side.
Identification (Chromatographic The retention times of the main peaks of the sample are
Retention Time) Patheon TRO Complics | consistent with those of the reference standards of each PASS
active Ingredient.
The ultraviolet spectrum of the sample canfirms the
Identification (UV Spectrum) GS:U('?‘. iﬂrk Complies of safosbuvir and velp ir when d PASS
retan against the reference standard, similarly measured
Water Con 11 None 55 PASS
Brveagth by HFLC Aoy (% of 100.6 1006 950 1050 PASS
Degradation Product Content
{SOF)
Total SOF-related degradation 0.0 None
products (%) e PASS
Not Detected None 030 PASS
G5-607670 (%4) Not Detected None 0.30 PASS
GS-606965 (%) Not Detected None 0.30 PASS
GS-331007 (%) Net Detested None 630 PASS
Phenol (%5) Mot Detected None 0.30 PASS
Each of any Unspecified SOF- Complies None 0.20 PASS
related degradation product (%) X
Degradation Product Content
(VEL}
Total VEL-related degradation Patheon TRO
products (%) 05 None 30 BASS
GS5-642273/GS-642269 (%a) 0.38 None 1.90 PASS
GS-607685/GS-62T1 74 (%) 0.10 None 0.90 PASS
GS-598740 (*%) Trace None 0.90 PASS |
GS-650350 (%) Not Detected None 0.60 PASS
GS-645999 (%) Not Detected None 0.60 PASS
GS-695896 (%) Not Detected None 0.40 PASS
Each of any Unspecified VEL- None
related degradation produst (%) Complies Ll PASS
Uniformity of Dosage Unlts Complies Meets USP and Ph.Eur. requirements PASS
Dissolution (% at 20 min for SOF and 99 97 7% | N PASS
VEL)
Microbial Limits
Acrobic microblal count (cfu/; <005 x 10 None | 10" CFU/g PASS
Yeasts and Molds (cfu/g) 0.1z 10° Nane [ 1w'crug PASS
coli Abzent Absent PASS
GENERATED BY: ('.ri._._‘ l"”;m sy DATE: 21 HE%' 9
REVIEWED BY: 7 \ DATE: /Z a4 AV a:“.%
GRTUC QC DEPART] :
APPROVED BY:

NAME:

%\&:W

Brendan Dulohery

Qualified Person|

avie 13t 1949

1



