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() GILEAD

Advancing Therapautics. Gilead Sciences freland UC
Improving Lives

CERTIFICATE OF ANALYSIS- ACCESS PROGRAM GEORGIA

PRODUCT: Harvonl (SOF 400 mg/LDV 90 mg) Access Tablets
LOT NUMBER: 5589102v2D1
SPECIFICATION: GSPEC-216-98.02

MANUFACTURE DATE: 08 December 2015 EXPIRY DATE: 122019
TESTS ACCEPTANCE CRITERIA RESULTS
APPEARANCE SOF/LDV Tablets are white, diamond- Conforms

shaped, film-coated tablets, debossed with ®
GSI" on one side and "7985" on the other

side.

IDENTIFICATION
L.C Retantion Time
Chromatographic Retention Time The retention times of the main peaks in Conforms

SOF/LDV Tablets are consistent with the

reference standard of each active ingredient.
IDENTIFICATION UV
UV Spectrum The ultraviolet absorbtion spectrum of SOF/ Conforms

LDV Tablets is consistent with that of

sofosbuvir and ledipasvir reference standard

solution.
WATER CONTENT NMT 5.0 % 21 %
ASSAY
Sofosbuvir NLT 95.0 and NMT 105.0 % 101.0%
Ledipasvir NLT 95.0 and NMT 105.0 % 101.7 %
DEGRADATION PRODUCT
CONTENT
Total SOF-related degradation NMT 0.6 % 0.0 %
products
Total LDV-related degradation NMT 1.4 % 0.1%
products
GS-606965 NMT 0.30 % Not Detected
GS-331007 NMT 0.30 % Not Detected
GS-566500 NMT 0.30 % Not Detected
GS-607668 NMT 0.30 % Not Detected
GS-607670 NMT 0.30 % Not Detected
phenol NMT 0.30 % Not Detected

Printad By: John-Paul lvers  Date Printed: 28-Nov-2017 @ 2q o % v w ,)’
Gilead Sciences Ireland UC
IDA Business & Technology Park, Carigtahill, Co. Cork, Ireland
Toi; +353 (0)21 4825500  Fax: +363 (0)214825518  www.gllead.com
Registered in ireland 259755
R-0214 (6.0) Directors: David Cadogan, John Milligan (USA), Brett Pletcher (USA), Kavin Young (UK)

GILEAD HIGHLY CONFIDENTIAL INFORMATION
FURTHER DISTRIBUTION OR COPYING 1S STAICTLY PROHIBITED UNLESS AUTHORIZED 8Y GILEAD



() GILEAD

Advancing Therapeutics. Gilead Sciences lreland UC
impraving Lives.

CERTIFICATE OF ANALYSIS- ACCESS PROGRAM GEORGIA

PRODUCT: Harvoni (SOF 400 mg/LDV 90 mg) Access Tablets
LOT NUMBER: 5589102V2D1
SPECIFICATION:  GSPEC-216-98.02

MANUFACTURE DATE: 08 December 2015 EXPIRY DATE: 122019
TESTS ACCEPTANCE CRITERIA RESULTS
GS-459666 NMT 1.25 % 0.13%
Each of any SOF-related NMT 0.20% Conforms
unspecified degradation products
Each of any LDV-related NMT 0.20% Conforms
unspecified degradation products
UNIFORMITY OF DOSAGE
UNITS
Content Uniformity SOF/LDV Tablets meet the USP or Ph. Eur. Conforms

requirements for content uniformity.
DISSOLUTION (Stage 1)
Dissolutlon Summary SOF/LDV Tablets, meet the USP and Ph. Conforms

Eur. crlteria for the amount of sofosbuvir and
ledipasvir dissolved at 30 minutes when Q=

80%.
Mean SOF at 30 minutes 100 %
Mean LDV at 30 minutes 98 %
QC Released by:  John-Paui lvers Date: 12-Aug-2016
Brendan Dulchz
Approved by: MMZM Y Date: qu Aoy &7 3

Qualified Person 'b/
Printed By: John-Paul lvers  Data Printed: 28-Nov-2017

Gilead Sciences Ireland UC
\DA Busliness & Technology Park, Carrigtohlil, Co. Cork, lreland
Tel: +353 (0)21 482 5500  Fax: +353 (0)21 482 5518  www.gllead.com
Registered In ireland 258755
R-0214 (6.0) Directors: David Cadogan, John Milligan (USA), Brett Pletcher (USA), Kevin Young (UK)

GILEAD HIGHLY CONFIDENTIAL INFORMATION
FURTHER DISTRIBUTION OR COPYING S STRICTLY PROHIBITED UNLESS AUTHORIZED BY GILEAD



) GILEAD

Advancing Therapeutlcs. Gilead Sciences Ireland UC
improving Lives.

CERTIFICATE OF ANALYSIS- ACCESS PROGRAM GEORGIA

PRODUCT: Harvoni (SOF 400 mg/LDV 90 mg) Access Tablets
LOT NUMBER: 5589102V2D
SPECIFICATION: GSPEC-216-88.02

MANUFACTURE DATE: 08 December 2015 EXPIRY DATE: 12 2019
TESTS ACCEPTANCE CRITERIA RESULTS
APPEARANCE SOF/LDV Tablets are white, dlamond- Conforms

shaped, film-coated tablets, debossed with®
GSI" on one side and "7985" on the other

side.

IDENTIFICATION
LC Retontlon Time
Chromatographic Retention Time The retention times of the maln peaks in Conforms

SOF/LDV Tablets are consistent with the

reference standard of each active ingredient.
IDENTIFICATION UV
UV Spectrum The ultraviolet absorbtion spectrum of SOF/ Conforms

LDV Tablets is consistent with that of

sofosbuvir and ledipasvir reference standard

solutlon.
WATER CONTENT NMT 5.0 % 21 %
ASSAY
Sofosbuvir NLT 95.0 and NMT 105.0 % 101.0%
Ledipasvir NLT 95.0 and NMT 105.0 % 101.7%
DEGRADATION PRODUCT
CONTENT
Total SOF-related degradation NMT 0.6 % 0.0%
products
Total LDV-related degradation NMT 1.4 % 0.1%
products
GS-606965 NMT 0.30 % Not Detected
GS-331007 NMT 0.30 % Not Detected
GS-566500 NMT 0.30 % Not Detected
GS-607669 NMT 0.30 % Not Detected
GS-607670 NMT 0.30 % Not Detected
phenol NMT 0.30 % Not Detected

Printed By: John-Paul ivars  Data Printed: 26-Nov-2017 @ 19 }LMM 241Y¥
Gilead Sciences Iraland UC
IDA Business & Technology Park, Carrigtohlll, Co. Cork, Ireland
Tol: +353 (0)21 482 5600  Fax: +353 (0)21 4825518  www.gilead.com
Registered In Ireland 259755
R-0214 (6.0) Directors: David Cadogan, John Miligan (USA), Brett Pletcher (USA), Kevin Young (UK)

GILEAD HIGHLY CONFIDENTIAL INFORMATION
FURTHER DISTRIBUTION OR COPYING IS STRICTLY PROHIBITED UNLESS AUTHORIZED BY GILEAD



(] GILEAD

Advancing Therapautics. Gilead Sciences Ireland UC

improving Lives.

CERTIFICATE OF ANALYSIS- ACCESS PROGRAM GEORGIA

PRODUCT: Harvoni (SOF 400 mg/LDV 90 mg) Access Tablets
LOT NUMBER: 5589102V2D
SPECIFICATION:  GSPEC-216-98.02

MANUFACTURE DATE: 08 December 2015 EXPIRY DATE: 12 2019
TESTS ACCEPTANCE CRITERIA RESULTS
GS-459666 NMT 1.25 % 0.13%
Each of any SOF-related NMT 0.20% Conforms
unspecified degradation products
Each of any LDV-related NMT 0.20% Conforms
unspecified degradation products
UNIFORMITY OF DOSAGE
UNITS
Content Uniformity SOF/LDV Tablets meet the USP or Ph. Eur. Conforms

requirements for content uniformity.
DISSOLUTION (Stage 1)
Dissolution Summary SOF/LDV Tablets, mest the USP and Ph. Conforms

Eur. criteria for the amount of sofosbuvir and
ledipasvir dissolved at 30 minutes when Q=

80%.
Mean SOF at 30 minutes 100 %
Mean LDV at 30 minutes 98 %
QC Released by:  John-Paul lvers Date: 12-Aug-2016

Brendan Dulchary
Approved by: QBHJAMM&M Date: 175{/‘4‘/ ik

Qualified Person

Printed By; John-Paul lvers  Dats Printed: 28-Nov-2017

Gllead Sciencas Ireland UC
1DA Business & Technology Park, Carrigtohill, Co. Cork, lretand
Tel: +353 (0)21 482 6500  Fax: +353 (0)21 482 5518 www.gllead.com
Registered in Ireland 258755
R-0214 (8.0) Directors: David Cadogan, John Mifligan (USA), Brett Pletcher (USA), Kevin Young (UK)

GILEAD HIGHLY CONFIDENTIAL INFORMATION
FURTHER DISTRIBUTION OR COPYING IS STRICTLY PROHIBITED UNLESS AUTHORIZED 8Y GILEAD



7 GILEAD

Advancing Therapautics. Gllead Sciences Ireland UC
Improving Lives.

CERTIFICATE OF ANALYSIS- ACCESS PROGRAM GEORGIA

PRODUCT: Harvoni (SOF 400 mg/LDV 80 mg) Access Tablets
LOT NUMBER: 5589103V3D
SPECIFICATION:  GSPEC-216-98.02

MANUFACTURE DATE: 09 December 2015 EXPIRY DATE: 122019
TESTS ACCEPTANCE CRITERIA RESULTS
APPEARANCE SOF/LDV Tablets are white, diamond- Conforms

shaped, film-coated tablets, debossed with "
GSI" on one side and "7985" on the other

side.
IDENTIFICATION
LC Retentlon Time
Chromategraphic Retention Time The retention times of the main peaks in Conforms

SOF/LDV Tablets are consistent with the
reference standard of each active ingredient.

IDENTIFICATION UV
UV Spectrum The ultraviolet absorbtion spectrum of SOF/ Conforms

LDV Tablets is consistent with that of

sofosbuvir and ledipasvir reference standard

solution.
WATER CONTENT NMT 5.0 % 22%
ASSAY
Sofosbuvir NLT 95.0 and NMT 105.0 % 101.3%
Ledipasvir NLT 95.0 and NMT 105.0 % 101.9 %
DEGRADATION PRODUCT
CONTENT
Total SOF-related degradation NMT 0.6 % 0.0%
products
Total LDV-related degradation NMT 1.4 % 0.1%
products
GS-606965 NMT 0.30 % Not Detected
GS-331007 NMT 0.30 % Not Detected
GS-566500 NMT 0.30 % Not Detected
GS-607669 NMT 0.30 % Not Detected
GS-607670 NMT 0.30 % Not Detected
phenol NMT 0.30 % Not Detected

Printed By: John-Paul ivers  Date Printed: 28-Nov-2017 At
® 29* N 21 F
Gillead Sciences lreland UC
|DA Business & Technology Park, Carigtohili, Co. Cork, freland
Tel: +353 (0)21 482 5500  Fax: +353 (0)21 4825618  www.gllead.com
Registered In Ireland 259755
R-0214 (6.0) Directors: David Cadogan, John Milligan (USA), Brett Pletcher (USA), Kavin Young (UK}

GILEAD HIGHLY CONFIDENTIAL INFORMATION
FURTHER DISTRIBUTION OR COPYING 1S STRICTLY PROHIBITED UNLESS AUTHORIZED BY GILEAD



() GILEAD

Advancing Therapeutics. Gilead Sciences Ireland UC
Improving Lives.

CERTIFICATE OF ANALYSIS- ACCESS PROGRAM GEORGIA

PRODUCT: Harvoni (SOF 400 mg/LDV 80 mg) Access Tablets
LOT NUMBER: 5589103v3D
SPECIFICATION:  GSPEC-216-98.02

MANUFACTURE DATE: 09 December 2015 EXPIRY DATE: 122019
TESTS ACCEPTANCE CRITERIA RESULTS
(G5-459666 NMT 1.25% 0.13%
Each of any SOF-reiated NMT 0.20% Conforms
unspecified degradation products
Each of any LDV-related NMT 0.20% Conforms
unspecifiad degradation products
UNIFORMITY OF DOSAGE
UNITS
Content Uniformity SOF/LDV Tablets meet the USP or Ph. Eur. Conforms

requirements for content uniformity.
DISSOLUTION (Stage 1)
Dissolution Summary SOF/LDV Tablets, meet the USP and Ph. Conforms

Eur. criteria for the amount of sofosbuvir and
ledIpasvir dissolved at 30 minutes when Q=

80%.
Mean SOF at 30 minutes 102 %
Mean LDV at 30 minutes 99 %
QC Released by:  John-Paul ivers Date: 12-Aug-2016

ar2ndan Bulohen
Approved by: O),W/&\M'/) ) ! Date: ’an Nov 21 +

Qualified Person

Printed By: John-Paul Ivers  Date Printed: 28-Nov-2017

Gllead Sclences Ireland UC
|0A Buslness & Technology Park, Carvigtohlll, Co. Cork, Ireland
Tel: +353 (0)21 482 5500  Fax: +353 (0)21 482 5518 www.gllead.com
Reglstered in Ireland 259755
R-0214 (6.0) Directors: David Cadogan, John Milligan (USA), Brett Pletcher (USA), Kevin Young (UK)

GILEAD HIGHLY CONFIDENTIAL INFORMATION
FURTHER DISTRIBUTION OR COPYING IS STRICTLY PROHIBITED UNLESS AUTHORIZED BY GILEAD



