Appendix D FDA Required Data Elements



Orange Book

Proposed . . . - .
Colorado Active Canadian Canadla.\n Canadian Canadian Company Canadian Canadian Ingredients US Brand us . US Applicant Applicant Holder Finished API NDA Marketing us US Dosage US.
. . Brand Generic DIN CAN strength Dosage . . .. Generic US NDC Product Status Ingredients
Importation Ingredient(s) Company Name Address (Active & Inactive/Non-medicinal) Name Holder Name Address Mfr Number D Strength Form . .
NDC Name Name Form Name Mfr Verification (Active & Inactive)
Date
Active: 50mg of bictegravir (equivalent to 52.5mg Active: Bictegravir, emtricitabine, and
of bictegravir sodium), 200mg of emtricitabine, tenofovir alafenamide
bictegravir, Bictegravir 600 6711 Mississauga and 25mg of of tenof9v1r alafena.mlde (eguwalent Bictegravir, . . . .
emtricitabine emtricitabine Gilead Sciences Road to 28.0mg of tenofovir alafenamide humifumarate) emtricitabine Gilead Sciences 333 Lakeside Not Not 50-200-25 Inactive: microcrystalline cellulose,
84098-001-30 L Biktarvy . 2478579 . . 50-200-25 mg tablet Biktarvy .’ 1 61958-2501-01 ’ | Drive Foster City, . . 210251 12/11/2023 tablet |croscarmellose sodium, magnesium
and tenofovir tenofovir Canada Inc. Mississauga Ontario .. . . . and tenofovir Inc. Avail. Avail. mg .
. . Non-medicinal: croscarmellose sodium, iron oxide . CA 94404 stearate,, water, polyvinyl alcohol
alafenamide alafenamide Canada L5N 2W3 . . . alafenamide ot o L
black, iron oxide red, magnesium stearate, (unspecified), titanium dioxide, polyethylene
microcrystalline cellulose, polyethylene glycol, glycol (unspecified), talc, ferrosoferric
polyvinyl alcohol, talc, and titanium-dioxide oxide, ferric oxide red
Active: apixaban 2.5mg Active: apixaban
Inactive ingredients: anhydrous lactose,
2344 Boul. T . . .
Non-medicinal ingredients: Anhydrous lactose, microcrystalline cellulose, croscarmellose
Bristol-Myers Alfred-Nobel, croscarmellose sodium, hypromellose, lactose Bristol-Myers P.0. Box 4000 Not Not sodium, sodium lauryl sulfate, and
84098-002-60 apixaban Eliquis apixaban 2377233 . y Suite 300 Montréal 2.5mg tablet ) vp ’ Eliquis Apixaban 00003-0893-21 . Y Princeton, NJ . . 202155 12/11/2023 2.5mg tablet . y I .
Squibb Canada (St-Laurent) monohydrate, magnesium stearate, Squibb 08543-4000 Avail. Avail. magnesium stearate. The film coating
microcrystalline cellulose, sodium lauryl sulphate, contains lactose monohydrate, hypromellose,
Quebec Canada H4S 0A4 o . .. . . . . . .. . . . .
titanium dioxide, triacetin, and yellow iron oxide titanium dioxide, triacetin, and ferric oxide
Active Ingredient: Apixaban yellow
Active: a.p.alutamlde 60mg Active: apalutamide
Non-medicinal: . . -
. - Inactive: colloidal anhydrous silica,
Tablet Core: colloidal anhydrous silica, .
croscarmellose sodium, hydroxypropyl
croscarmellose methylcellulose-acetate succinate
19 Green Belt Drive sodium, hydroxypropyl methylcellulose-acetate Janssen Products Janssen Products, Not Not ma n)ésium stearate. microcr stall,ine
84098-003-60 | Apalutamide Erleada Apalutamide | 2478374 Janssen Inc Toronto, Ontario 60mg tablet succinate Erleada Apalutamide | 59676-600-12 ” | LP, Horsham, PA . . 210951 12/11/2023 60mg tablet s s . y .
. . . LP Avail. Avail. cellulose, and silicified microcrystalline
Canada M3C1L9 (HPMC-AS), magnesium stearate, microcrystalline 19044, USA . . .
e g . . cellulose. The coating contains iron oxide
cellulose, and silicified microcrystalline cellulose. . .
L . . black, iron oxide yellow, polyethylene
Tablet Coating: iron oxide black (E172), iron . N
. glycol, polyvinyl alcohol, talc, and titanium
oxide yellow (E172), polyethylene glycol, dioxide
polyvinyl alcohol, talc, and titanium dioxide. )
17300 Trans-Canada Active: p.a.lboc1cl1b 7§mg N o Actw?: p.alboc1f:l1b ' .
Highway Non-medicinal: Colloidal silicon dioxide, Inactive ingredients: microcrystalline
84098-004-21 | palbociclib lbrance | Palbociclib | 2493535 | "T1zer Canada Kirkland 75mg tablet  |CrosPovidone, FDEC Blue #2 aluminum lake, lbrance | Palbociclib | 00069-0284-03|  Pfizer Inc. New York, NY Not Not 1 512436 | 12/11/2023 |  75mg tablet | cellulose, silicon dioxide, magnesium
Ulc. Quebec hypromellose, magnesium stearate, 10017 Avail. Avail. stearate, ferric oxide red, titanium dioxide,
Can du HOJ 2M5 microcrystalline cellulose, red iron oxide, succinic crospovidone, succinic acid, hypromellose
anada acid, titanium dioxide, triacetin 2910 (6MPA.S), Triacetin, FD&C Blue No. 2
Active: palbociclib 100mg ACtW?: l.’albocTCllb . .
17300 Trans-Canada . . . - . Inactive ingredients: microcrystalline
Highway Non-medicinal: Colloidal silicon dioxide, cellulose, silicon dioxide, magnesium
84098-005-21 |  palbociclib Ibrance Palbociclib | 2493543 | FTizer Canada Kirkland 100mg tablet  |CrosPovidone, FDEC Blue #2 aluminum lake, lbrance | Palbociclib | 00069-0486-03|  Pfizer Inc. New York, NY Not Not 1512436 | 12/11/2023 | 100mg | tablet [stearate, titanium dioxide, crospovidone,
Ulc. hypromellose, magnesium stearate, 10017 Avail. Avail. .. .
Quebec microcrystalline cellulose, succinic acid , titanium succinic acid, hypromellose 2910 (6MPA.5),
Canada H9J 2M5 erocrystatine o SHECImE acld, Triacetin, FD&C Blue No. 2), ferric oxide
dioxide, triacetin and yellow iron oxide
yellow
17300 Trans-Canada Active: pa‘lboacllb 1‘25mg. . o Actwg: P.albocu':llb . .
Highway Non-medicinal: Colloidal silicon dioxide, Inactive ingredients: microcrystalline
84098-006-21 | palbociclib lbrance | Palbociclib | 2493551 | "Tizer Canada Kirkland 125mg tablet  |CrosPovidone, FDEC Blue #2 aluminum lake, Ibrance | Palbociclib | 00069-0688-03|  Pfizer Inc. New York, NY Not NOU | 919436 | 12/11/2023 | 125mg | tablet [CS\Ul0se; silicon dioxide, magnesium
Ulc. Quebec hypromellose, magnesium stearate, 10017 Avail. Avail. stearate, ferric oxide red, titanium dioxide,

Canada H9J 2M5

microcrystalline cellulose, red iron oxide, succinic
acid, titanium dioxide, triacetin

crospovidone, succinic acid, hypromellose
2910 (6MPA.S), Triacetin, FD&C Blue No. 2
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Active: sitagliptin phosphate monohydrate and Active: s1t<jagl1pt1n phosphate, metformin
. . . . . . hydrochloride
Sitagliptin 16750 Route metformin hydrochloride Sitagliptin . . . . .
. .. . . . . Inactive: ferrosoferric oxide, microcrystalline
sitagliptin/ phosphate Merck Canada Transcanadienne Non-medicinal: Black iron oxide, microcrystalline phosphate Merck Sharp & Whitehouse Not Not cellulose, polyethylene glycol (unspecified)
84098-007-60 P . Janumet | monohydrate/| 2333856 Kirkland 50-500mg tablet cellulose, polyethylene glycol, polyvinyl alcohol, Janumet | monohydrate/ | 0006-0575-61 P . . . 22044 12/12/2023 | 50-500mg tablet Y potyetny g.y- p. ’
metformin . Inc. . . . . . . Dohme Corp. Station, NJ 08890 | Avail. Avail. polyvinyl alcohol (unspecified), povidone
metformin Quebec Canada H9H polyvinylpyrrolidone, red iron oxide, sodium lauryl metformin . . .
. . . K30, ferric oxide red, sodium lauryl sulfate,
hydrochloride 4M7 sulfate, sodium stearyl fumarate, talc and hydrochloride . L
o L. sodium stearyl fumarate, talc, titanium
titanium dioxide. L.
dioxide
Active: sitagliptin phosphate monohydrate and Active: mtaghptm phosphate, metformin
. . . . . . hydrochloride
Sitagliptin 16750 Route metformin hydrochloride Sitagliptin . . , . .
. .. . . . . Inactive: ferrosoferric oxide, microcrystalline
sitagliptin/ phosphate Merck Canada Transcanadienne Non-medicinal: Black iron oxide, microcrystalline phosphate Merck Sharp & Whitehouse Not Not cellulose, polyethylene glycol (unspecified)
84098-008-60 gHptin Janumet | monohydrate/ | 2333872 Kirkland 50-1000mg tablet  |cellulose, polyethylene glycol, polyvinyl alcohol, | Janumet | monohydrate/ | 0006-0577-61 P : . S| 22044 | 12/12/2023 |50-1000mg| tablet 03¢, poTyetnylene g« P ’
metformin . Inc. . . . . . . Dohme Corp. Station, NJ 08891 Avail. Avail. polyvinyl alcohol (unspecified), povidone
metformin Quebec Canada H9H polyvinylpyrrolidone, red iron oxide, sodium lauryl metformin . . .
. . . K30, ferric oxide red, sodium lauryl sulfate,
hydrochloride 4M7 sulfate, sodium stearyl fumarate, talc and hydrochloride . Lo
o .. sodium stearyl fumarate, talc, titanium
titanium dioxide. L.
dioxide
Active: 51tagl1pt1.n thSphate monohydrate Active: sitagliptin phosphate
32.13mg (25mg sitagliptin) . o .
.. Lo . Inactive: anhydrous dibasic calcium
. . 16750 Route Non-medicinal: Anhydrous dibasic calcium .
Sitagliptin Transcanadienne phosphate (calcium hydrogen phosphate phosphate, croscarmellose sodium,
84098-009-30 | sitagliptin Januvia | ©TtBSUPLIN |, g0gsg | Merck Canada Kirkland 25mg tablet  |anhydrous), croscarmellose sodium, magnesium Januvia | “t@sUPUN - g606 0291.3¢ | Merck Sharp & Whitehouse Not Not 1 91995 | 12/12/2023 | 25mg tablet |Magnesium stearate, microcrystalline
phosphate Inc. , . phosphate Dohme Corp. Station, NJ 08889 | Avail. Avail. cellulose, polyethylene glycol (unspecified),
Quebec Canada H9H stearate, microcrystalline cellulose, polyethylene . o . .
monohydrate) . . polyvinyl alcohol (unspecified), ferric oxide
4M7 glycol (macrogol), polyvinyl alcohol, red iron . o
. . . red, sodium steryl fumarate, talc, titanium
oxide, sodium stearyl fumarate, talc, titanium .. . .
. . . dioxide, ferric oxide yellow.
dioxide, and yellow iron oxide.
Active: 51tagl1pt1.n phgsphate monohydrate Active: sitagliptin phosphate
64.25mg (50mg sitagliptin) . o .
.. — . Inactive: anhydrous dibasic calcium
. — 16750 Route Non-medicinal: Anhydrous dibasic calcium .
Sitagliptin Transcanadienne phosphate (calcium hydrogen phosphate phosphate, croscarmellose sodium,
84098-010-30 sitagliptin Januvia (Sitagliptin 2388847 Merck Canada Kirkland 50mg tablet anhydrous), croscarmellose sodium, magnesium Januvia Sitagliptin 0006-0112-31 Merck Sharp & Wh1tehouse Nojc NoF 21995 12/12/2023 50mg tablet magnesium stearate, m1crocrystallme. .
phosphate Inc. , . phosphate Dohme Corp. Station, NJ 08889 | Avail. Avail. cellulose, polyethylene glycol (unspecified),
Quebec Canada H9H stearate, microcrystalline cellulose, polyethylene . o . .
monohydrate) . . polyvinyl alcohol (unspecified), ferric oxide
4M7 glycol (macrogol), polyvinyl alcohol, red iron . o
. . o . red, sodium steryl fumarate, talc, titanium
oxide, sodium stearyl fumarate, talc, titanium .. . .
.. . . dioxide, ferric oxide yellow.
dioxide, and yellow iron oxide.
Active: SItagllptm.phosph.ate monohydrate Active: sitagliptin phosphate
128.5mg (100mg sitagliptin) . - .
.. o . Inactive: anhydrous dibasic calcium
. . 16750 Route Non-medicinal: Anhydrous dibasic calcium .
Sitagliptin . . phosphate, croscarmellose sodium,
Sitagliptin Merck Canada Transcanadienne phosphate (calcium hydrogen phosphate, Sitagliptin Merck Sharp & Whitehouse Not Not magnesium stearate, microcrystalline
84098-011-10 sitagliptin Januvia (Sitaslip 2303922 Kirkland 100mg tablet anhydrous), croscarmellose sodium, magnesium Januvia gip 0006-0277-31 P , . . 21995 12/12/2023 100mg tablet g ’ y .
phosphate Inc. . . phosphate Dohme Corp. Station, NJ 08889 | Avail. Avail. cellulose, polyethylene glycol (unspecified),
Quebec Canada H9H stearate, microcrystalline cellulose, polyethylene . o . .
monohydrate) . . polyvinyl alcohol (unspecified), ferric oxide
4M7 glycol (macrogol), polyvinyl alcohol, red iron . .
. . o . red, sodium steryl fumarate, talc, titanium
oxide, sodium stearyl fumarate, talc, titanium .. . .
.. . . dioxide, ferric oxide yellow.
dioxide, and yellow iron oxide.
. e . . Active: emtricitabine, tenofovir alafenamide
Active: emtricitabine, tenofovir alafenamide and . ’
oo and rilpivirine
rilpivirine
emtricitabine, emtricitabine, 600 6711 Mississauga Inactive ingredients: croscarmgllose sodium, emtricitabine, . Inactive: croscarmellose sodium, lactose
tenofovir tenofovir Gilead Sciences Road lactose monohydrate, magnesium stearate, tenofovir Gilead Sciences 333 Lakeside Not Not 200m monohydrate, magnesium stearate
84098-012-30 . Odefsey . 2461463 .. . 200-25-25mg tablet microcrystalline cellulose, polysorbate 20 and Odefsey . 61958-2101-1 ’ | Drive Foster City, . . 208351 12/12/2023 g tablet . 4 ] 8 ’
alafenamide alafenamide Canada Inc. Mississauga Ontario alafenamide Inc. Avail. Avail. 25mg-25mg microcrystalline cellulose, polysorbate 20,

and rilpivirine

and rilpivirine

Canada L5N 2W3

povidone. The tablets are coated with a coating
material containing polyvinyl alcohol, titanium
dioxide, macrogol/polyethylene glycol, talc, and
iron oxide black.

and rilpivirine

CA 94404

and povidone. The tablets are film-coated
with a coating material containing iron oxide
black, polyethylene glycol, polyvinyl alcohol,
talc, and titanium dioxide.
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, . Active: apremilast
Active: apremilast . .
.. . . Inactive ingredients: lactose monohydrate,
. . . Non-medicinal: microcrystalline cellulose, lactose . ]
Ameen Canada 300 6775 Financial Drive monohvdrate. croscarmellose sodium. magnesium Amgen Inc. Not Not microcrystalline cellulose, croscarmellose
84098-013-60 apremilast Otezla apremilast 2434334 g Mississauga Ontario 30mg tablet y - L g Otezla apremilast 55513-137-60 Amgen Thousand Oaks, . . 205437 12/12/2023 30mg tablet |sodium, magnesium stearate, polyvinyl
Inc. stearate, polyvinyl alcohol, titanium dioxide, Avail. Avail. o .
Canada L5N 0A4 . . . CA 91320-1799 alcohol, titanium dioxide, polyethylene
polyethylene glycol, talc, iron oxide red, iron . . . .
. . . glycol, talc, iron oxide red, iron oxide
oxide yellow and iron oxide black . .
yellow, and iron oxide black
. Active: semaglutide
Novo Nordisk 101-2476 Argentia Road Active: Semaglutide 800 Sc;i:zrs mill Not Not é nr:]gl”_/ Inactive ingredients: disodium phosphate
84098-014-03 [ semaglutide Ozempic semaglutide | 2540258 Mississauga Ontario 0.68mg/mL SubQ Inactive: disodium phosphate dihydrate, Ozempic semaglutide | 0169-4181-13 Novo Nordisk . . . 209637 12/12/2013 SubQ [dihydrate, 1.42 mg; propylene glycol, 14.0
Canada N Plainsboro, NJ Avail. Avail. (0.68
Coanada L5N 6M1 propylene glycol, phenol, and water for injections mg; phenol, 5.50 mg; and water for
08536 mg/mL) .
injections.
. Active: semaglutide
Novo Nordisk 101-2476 Argentia Road Active: Semaglutide 800 SC:iinS mill Not Not 4mg/3mL Inactive ingredients: disodium phosphate
84098-015-03 [ semaglutide Ozempic semaglutide | 2471477 Mississauga Ontario 1.34mg/mL SubQ Inactive: disodium phosphate dihydrate, Ozempic semaglutide | 0169-4130-13 Novo Nordisk . . ) 209637 12/12/2023 (1.34mg/ SubQ [dihydrate, 1.42 mg; propylene glycol, 14.0
Canada L Plainsboro, NJ Avail. Avail.
Coanada L5N 6M1 propylene glycol, phenol, and water for injections 08536 mL) mg; phenol, 5.50 mg; and water for
injections.
Active: darunavir & cobicistat
Actw.e: dargr]a%vilr & c9b1c1stat . Inactive ingredients: colloidal silicon dioxide,
Inactive: silicified microcrystalline cellulose, , .
. . . crospovidone, hypromellose, magnesium
darunavir and darunavir and 19 Green Belt Drive crospovidone, hypromellose, and magnesium darunavir and Janssen Products Janssen Products, Not Not 800mg- stearate, and silicified microcrystalline
84098-016-30 .. Prezcobix .. 2426501 Janssen Inc Toronto, Ontario 800mg-150mg tablet stearate. The tablet film coating contains Prezcobix .. 59676-575-30 | LP, Horsham, PA . . 205395 12/12/2023 g tablet ’ . 4 .
cobicistat cobicistat . , cobicistat LP Avail. Avail. 150mg cellulose. The tablets are film-coated with a
Canada M3C1L9 OPADRY® Il Pink (polyethylene glycol, polyvinyl 19044, USA . . s .
. . coating material containing iron oxide black,
alcohol - partially hydrolyzed, talc, titanium . . .
dioxide, iron oxide red, iron oxide black) iron oxide red, polyethylene glycol, polyvinyl
’ ’ ) alcohol (partially hydrolyzed), talc, and
titanium dioxide.
Active: upadacitinib Active: upadacitinib
8401 Trans-Canada Ina}ctlve: black iron o.x1de (E.1 72)/ferrosoferric , Inactive ingredients: colloidal silicon dioxide,
AbbVie Highwa tablet oxide, hypromellose, iron oxide red (E172), AbbVie Inc., Not Not tablet ferrosoferric oxide, hypromellose, iron oxide
84098-017-30 | upadacitinib Rinvoq upadacitinib | 2495155 . . ghway 15mg (extended- |macrogol/polyethylene glycol, magnesium Rinvoq upadacitinib | 0074-2306-30 Abbvie Inc. North Chicago, IL . . 211675 12/12/2023 15mg (extended- . ) VP Ny
Corporation Saint-Laurent Quebec . . . Avail. Avail. red, magnesium stearate, mannitol,
release) [stearate, mannitol, microcrystalline cellulose, 60064, USA release) ) . .
Canada H4S 171 . - . microcrystalline cellulose, polyvinyl alcohol,
polyvinyl alcohol, silica (colloidal . .
. - .. . polyethylene glycol, talc, tartaric acid and
anhydrous)/colloidal silicon dioxide, talc, tartaric titanium dioxide
acid, and titanium dioxide (E171) :
. . Boehringer . Active: tiotropium bromide monohydrate Boehringer 900 Ridgebury Active: tiotropium bromide monohydrate
Spiriva tiotropium Ingelheim 2180 South Service Cartridge |Inactive: Excipients include purified water Spiriva Ingelheim Road Not Not canister |Inactive: Excipients include water for
84098-018-04 | tiotropium piri bromide | 2435381 g Road Burlington Ontario| ~ 2.5mcg -rads - Dxcipients inciude b ’ pir tiotropium | 0597-0100-61 gethein P.0. Box 368 . © | 021936 | 12/12/2023 | 2.5mcg . nactive: bxcipients inc .
Respimat (Canada), LTD and inhaler |benzalkonium chloride, disodium edetate, and Respimat Pharmaceuticals, . . Avail. Avail. and inhaler|injection, edetate disodium, benzalkonium
monohydrate Canada L7L 5H4 . . Ridgefield, CT . . .
LTEE hydrochloric acid. Inc. 06877 chloride and hydrochloric acid.
ﬁwcatl\éiev:e‘dasatlmb monohydrate Active: dasatinib
2344 Boul. ) . . Inactive ingredients: lactose monohydrate,
Tablet core: croscarmellose sodium, Bristol-Myers . .
dasatinib Bristol-Myers Alfred-Nobel, hydroxypropyl cellulose, lactose monohydrate E.R Squibb & Squibb Company Not Not microcrystalline cellulose, croscarmellose
84098-019-30 dasatinib Sprycel monohydrate 2320193 Squibb Canada Suite 300 Montreal 100mg tablet magnesium stearate and microcrystalline Sprycel dasatinib 0003-0852-22 Sonns, LLC Princeton, NJ Avail. Avail. 021986 12/12/2023 100mg tablet |sodium, hydroxypropyl cellulose, and

(St-Laurent)
Quebec Canada H4S 0A4

cellulose.
Film-coating: hypromellose, polyethylene glycol
and titanium dioxide.

08543 USA

magnesium stearate. The tablet coating
consists of hypromellose, titanium dioxide,
and polyethylene glycol.
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Active: emtricitabine, tenofovir alafenamide, Active: erntr1c1tab1ne{ tenofov1r. :
. .. alafenamide, darunavir, and cobicistat
darunavir, and cobicistat
emtricitabine, emtricitabine, Inactive: emtricitabine, . . . - ..
. . . . - L . 800mg- Inactive ingredients: colloidal silicon dioxide,
tenofovir tenofovir 19 Green Belt Drive 800me-150me- Tablet core: colloidal silicon dioxide, tenofovir Janssen Products Janssen Products, Not Not 150ma- croscarmellose sodium. magnesium stearate
84098-020-30 | alafenamide, Symtuza alafenamide, | 2473720 Janssen Inc Toronto, Ontario g g tablet croscarmellose sodium, magnesium stearate, Symtuza alafenamide, 59676-800-30 ’ | LP, Horsham, PA . . 210455 12/12/2023 g tablet . . > Mas ’
. . 200mg-10mg ) . . LP Avail. Avail. 200mg- and microcrystalline cellulose. The tablets
darunavir, and darunavir, Canada M3C1L9 microcrystalline cellulose. darunavir, and 19044, USA . . . .
.. .. . . .. 10mg are film-coated with a coating material
cobicistat and cobicistat Film-coating: polyethylene glycol (macrogol), cobicistat ..
. . containing polyethylene glycol (macrogol),
polyvinyl alcohol (partially hydrolyzed), talc, . .
o .. . ; polyvinyl alcohol (partially hydrolyzed), talc,
titanium dioxide, yellow ferric oxide. o .. ) .
titanium dioxide, and yellow ferric oxide.
Active: dolutegravir
Active: dolutegravir
1400 75 Rue Queen . ' . ' Inactive: D-mgnmtol, mlcrocrysjcalllne
Viiv Healthcare Montreal Inactive: D-mannitol, iron oxide yellow, ViiV Healthcare | 406 Blackwell St Not Not cellulose, povidone K29/32, sodium starch
84098-021-30 | dolutegravir Tivicay dolutegravir | 2414945 50mg tablet macrogol/PEG, microcrystalline cellulose, Tivicay dolutegravir | 49702-228-13 . . 204790 12/12/2023 50mg tablet |glycolate, and sodium stearyl fumarate. The
Ulc. Quebec . . . Company Durham NC 27701 Avail. Avail. . . , . .
povidone K29/32, sodium starch glycolate, sodium tablet film coating contains the inactive
Canada H3C 2Né . . . . .
stearyl fumarate, polyvinyl alcohol - part ingredients iron oxide yellow, macrogol/PEG,
hydrolyzed, talc, titanium dioxide polyvinyl alcohol-part hydrolyzed, talc, and
titanium dioxide.
Active: Elexacaftor/tezacaftor/ivacaftor tablet & Active: Flexacaftor/tezacaftorllvacaftor
. tablet & ivacaftor tablet
ivacaftor tablet
. . Inactive ingredients: croscarmellose sodium,
Inactive elexacaftor/tezacaftor/ivacaftor tablet: hvoromellose. hvbromellose acetate
Tablet core: Croscarmellose sodium, vp . ’ yp‘
. succinate, magnesium stearate,
hypromellose, hypromellose acetate succinate, . . .
. , . microcrystalline cellulose, and sodium lauryl
magnesium stearate, microcrystalline cellulose, . .
sodium laurvl sulfate: Vertex sulfate. The tablet film coat contains
. y ’ Pharmaceuticals 100/50/75 hydroxypropyl cellulose, hypromellose, iron
Vertex Tablet film coat: Hydroxypropyl cellulose, . . .
elexacaftor, Elexacaftor/ Pharmaceuticals 1520 20 Bay Street 100/50/75 tablet/dosing |hvoromellose. Iron oxide red. iron oxide vellow Elexacaftor/tez Vertex 50 Northern Not Not and tablet/dosi oxide red, iron oxide yellow, talc, and
84098-022-84 |tezacaftor, and | TRIKAFTA tezacaftor/ | 2517140 Toronto Ontario and ivacaftor . S|P W ’ y ’ Trikafta | acaftor/ivacaft| 51167-331-01 |Pharmaceuticalse Avenue . . 212273 12/12/2023 Ivacaftor titanium dioxide.
. . (Canada) blister pack |talc, titanium dioxide Avail. Avail. ng pack . . . - L
ivacaftor ivacaftor Canada M5J 2N8 150 mg tablets . - L or Incorporated Boston, Mass. 150 mg Inactive ingredients: colloidal silicon dioxide,
Incorporated IvacaftorTablet core: Colloidal silicon dioxide, .
. 02210 tablets croscarmellose sodium, hypromellose
croscarmellose sodium, hypromellose acetate . .
. . United States acetate succinate, lactose monohydrate,
succinate, lactose monohydrate, magnesium . . .
. . . magnesium stearate, microcrystalline
stearate, microcrystalline cellulose, sodium lauryl .
. . cellulose and sodium lauryl sulfate. The
sulfate; Tablet film coat: Carnauba wax, indigo . .
carmine aluminum lake. PEG 3350. polyvinvl tablet film coat contains carnauba wax,
Hm faxe, TS 3355, potyviny FD&C Blue #2, PEG 3350, polyvinyl alcohol,
alcohol, talc, titanium dioxide; Printing ink: . .. e
. . . : talc, and titanium dioxide. The printing ink
Ammonium hydroxide, iron oxide black, propylene . . . . -
lvcol. shellac contains ammonium hydroxide, iron oxide
gtycol, black, propylene glycol, and shellac
Active: dolutegravir, abacavir, and lamivudine ACt]Ye: .dolutegravw, abacavir, and
lamivudine
.. . . Inactive ingredients: include D-mannitol,
Non-medicinal: D-mannitol, magnesium stearate, . . .
dolutegravir dolutegravir 1400 75 Rue Queen microcrystalline cellulose, povidone K29/32, and dolutegravir magnesium stearate, microcrystalline
. ’ . . ’ Viiv Healthcare Montreal 600-50- . ’ . - . X ’ ViiV Healthcare | 406 Blackwell St Not Not 600-50- cellulose, povidone, and sodium starch
84098-023-30 | abacavir, and Triumeq |abacavir, and | 2430932 Ule. Quebec 300mg tablet sodium starch glycolate. The tablet film-coating Triumeq | abacavir, and | 49702-231-13 Company Durham NC 27701 Avail. Avail. 205551 12/12/2023 300mg tablet glycolate. The tablet film coating contains

lamivudine

lamivudine

Canada H3C 2N6

(OPADRY Il Purple 85F90057) contains the inactive
ingredients iron oxide black, iron oxide red,
macrogol/PEG, polyvinyl alcohol-part hydrolyzed,
talc, and titanium dioxide.

lamivudine

the inactive ingredients iron oxide black,
iron oxide red, macrogol/PEG, polyvinyl
alcohol-part hydrolyzed, talc, and titanium
oxide
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. . Brand Generic DIN CAN strength Dosage . . .. Generic US NDC Product Status Ingredients

Importation Ingredient(s) Company Name Address (Active & Inactive/Non-medicinal) Name Holder Name Address Mfr Number D Strength Form . .
NDC Name Name Form Name Mfr Verification (Active & Inactive)
Date
. Active: liraglutide
Novo Nordisk 101-2476 Argentia Road Pre-filled [Active: liraglutide 800 SC;ingS mill Not Not Pre-filled
84098-024-12 liraglutide Victoza Liraglutide | 2351064 Mississauga Ontario 18mg/3mL disposable [Inactive: Disodium phosphate dihydrate, Victoza liraglutide 0169-4060-12 Novo Nordisk . . . 22341 12/12/2023 | 18mg/3mL |disposable [Inactive ingredients: disodium phosphate
Canada . Plainsboro, NJ Avail. Avail. .
Coanada L5N 6M1 pen propylene glycol, phenol and water for injections. 08536 pen dihydrate, 1.42 mg; propylene glycol, 14 mg;

phenol, 5.5 mg; and water for injection.
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Ingredients Match?

(Y/N) CA Brand Name US- Inactive ingredient CA- Inactive Ingredient CAS IID y/n
Y Biktarvy croscarmellose sodium croscarmellose sodium 74811657 Y
Y Biktarvy ferrosoferric oxide iron oxide black 1317619 Y
Y Biktarvy ferric oxide red iron oxide red 1309371 Y
Y Biktarvy magnesium stearate magnesium stearate 557040 Y
Y Biktarvy microcrystalline cellulose microcrystalline cellulose 9004346 Y
Y Biktarvy polyethylene glycol (unspecified) polyethylene glycol 25322683 Y
Y Biktarvy polyvinyl alcohol (unspecified) polyvinyl alcohol 9002895 Y
Y Biktarvy talc talc 14807966 Y
Y Biktarvy titanium dioxide titanium-dioxide 13463677 Y
N Biktarvy water N/A Y
Y Eliquis anhydrous lactose Anhydrous lactose 63423 Y
Y Eliquis croscarmellose sodium croscarmellose sodium 74811657 Y
Y Eliquis hypromellose hypromellose 9004653 Y
Y Eliquis lactose monohydrate lactose monohydrate 64044515 Y
Y Eliquis magnesium stearate magnesium stearate 557040 Y
Y Eliquis microcrystalline cellulose microcrystalline cellulose 9004346 Y
Y Eliquis sodium lauryl sulfate sodium lauryl sulphate 151213 Y
Y Eliquis titanium dioxide titanium dioxide 13463677 Y
Y Eliquis triacetin triacetin 102761 Y
Y Eliquis ferric oxide yellow ( Eliquis 2.5 mg) yellow iron oxide ( Eliquis 2.5 mg) 51274001 Y
Y Eliquis ferric oxide red ( Eliquis 5 mg) red iron oxide ( Eliquis 5 mg) 1309371 Y
Y Erleada croscarmellose sodium croscarmellose sodium 74811657 Y
Y Erleada magnesium stearate magnesium stearate 557040 Y
Y Erleada microcrystalline cellulose silicified microcrystalline cellulose 9004346 Y
Y Erleada ferrosoferric oxide iron oxide black (E172) 1317619 Y
Y Erleada ferric oxide yellow iron oxide yellow (E172) 51274001 Y
Y Erleada polyvinyl alcohol (unspecified) polyvinyl alcohol 9002895 Y
Y Erleada talc talc 14807966 Y
Y Erleada titanium dioxide titanium dioxide 13463677 Y
Y Erleada hypromellose acetate succinate hydroxypropyl methylcellulose-acetate succinate (HPMC-AS) 71138971 Y
Y Erleada microcrystalline cellulose microcrystalline cellulose 9004346 Y
Y Erleada polyethylene glycol unspecified polyethylene glycol 25322683 Y
Y Erleada silicon dioxide colloidal anhydrous silica 7631869 Y
Y Ibrance silicon dioxide Colloidal silicon dioxide 7631869 Y
Y Ibrance crospovidone crospovidone 9003398 Y
Y Ibrance FD&C Blue No. 2 (75 mg, 100 mg, 125 mg) FD&C Blue #2 aluminum lake (75 mg, 100 mg, 125 mg ) 15792651 Y
Y Ibrance hypromellose 2910 (6MPA.S) hypromellose 9004653 Y
Y Ibrance magnesium stearate magnesium stearate 557040 Y
Y Ibrance microcrystalline cellulose microcrystalline cellulose N/A Y
Y Ibrance ferric oxide red (75 mg, 100 mg) red iron oxide (75 mg & 125 mg) 1309371 Y




Ingredients Match?

(Y/N) CA Brand Name US- Inactive ingredient CA- Inactive Ingredient CAS IID y/n
Y Ibrance succinic acid succinic acid 110156 Y
Y Ibrance titanium dioxide titanium dioxide 13463677 Y
Y Ibrance triacetin triacetin 102761 Y
Y Ibrance ferric oxide yellow (100 mg) yellow iron oxide (100 mg) 51274001 Y
Y Janumet ferrosoferric oxide Black iron oxide 1317619 Y
Y Janumet microcrystalline cellulose microcrystalline cellulose N/A Y
Y Janumet polyethylene glycol (unspecified) polyethylene glycol 25322683 Y
Y Janumet polyvinyl alcohol polyvinyl alcohol 9002895 Y
Y Janumet povidone K30 polyvinylpyrrolidone 9003398 Y
Y Janumet ferric oxide red red iron oxide 1309371 Y
Y Janumet sodium lauryl sulfate sodium lauryl sulfate 151213 Y
Y Janumet sodium steryl fumarate sodium stearyl fumarate 4070808 Y
Y Janumet talc talc 14807966 Y
Y Janumet titanium dioxide titanium dioxide 13463677 Y
Y Januvia anhydrous dibasic calcium phosphate Anhydrous dibasic calcium phosphate (calcium hydrogen phosphate, anhydrous) 7757939 Y
Y Januvia croscarmellose sodium croscarmellose sodium 74811657 Y
Y Januvia magnesium stearate magnesium stearate 557040 Y
Y Januvia microcrystalline cellulose microcrystalline cellulose N/A Y
Y Januvia polyethylene glycol (unspecified) polyethylene glycol (macrogol) 25322683 Y
Y Januvia polyvinyl alcohol (unspecified) polyvinyl alcohol 9002895 Y
Y Januvia ferric oxide red red iron oxide 1309371 Y
Y Januvia sodium steryl fumarate sodium stearyl fumarate 4070808 Y
Y Januvia talc talc 14807966 Y
Y Januvia titanium dioxide titanium dioxide 13463677 Y
Y Januvia ferric oxide yellow yellow iron oxide 51274001 Y
Y Odefsey croscarmellose sodium croscarmellose sodium 74811657 Y
Y Odefsey lactose monohydrate lactose monohydrate 64044515 Y
Y Odefsey magnesium stearate magnesium stearate 557040 Y
Y Odefsey microcrystalline cellulose microcrystalline cellulose N/A Y
Y Odefsey polysorbate 20 polysorbate 20 9005645 Y
Y Odefsey povidone povidone 9003398 Y
Y Odefsey polyvinyl alcohol polyvinyl alcohol 9002895 Y
Y Odefsey titanium dioxide titanium dioxide 13463677 Y
Y Odefsey polyethylene glycol macrogol/polyethylene glycol 25322683 Y
Y Odefsey talc talc 14807966 Y
Y Odefsey iron oxide black iron oxide black 1317619 Y
Y Otezla microcrystalline cellulose microcrystalline cellulose 9004346 y
Y Otezla lactose monohydrate lactose monohydrate 64044515 y
Y Otezla croscarmellose sodium croscarmellose sodium 74811657 y
Y Otezla magnesium stearate magnesium stearate 557040 y
Y Otezla polyvinyl alcohol polyvinyl alcohol 9002895 y




Ingredients Match?

(Y/N) CA Brand Name US- Inactive ingredient CA- Inactive Ingredient CAS IID y/n
Y Otezla titanium dioxide titanium dioxide 13463677 y
Y Otezla polyethylene glycol polyethylene glycol 25322683 y
Y Otezla talc talc 14807966 y
Y Otezla iron oxide red iron oxide red 1309371 y
Y Otezla iron oxide yellow (20 and 30 mg only) iron oxide yellow (20 and 30 mg only) 51274001 y
Y Otezla iron oxide black (30 mg only) iron oxide black (30 mg only) 1317619 y
y OZEMPIC SODIUM PHOSPHATE, DIBASIC, DIHYDRATE disodium phosphate dihydrate 10028247 n
y OZEMPIC propylene glycol propylene glycol 57556 y
y OZEMPIC phenol phenol 108952 y
y OZEMPIC water water for injection N/A N/A
Y Prezcobix silicified microcrystalline cellulose silicified microcrystalline cellulose 9004346 Y
Y Prezcobix crospovidone crospovidone 9003398 Y
Y Prezcobix hypromellose hypromellose 9004653 Y
Y Prezcobix magnesium stearate magnesium stearate 557040 Y
Y Prezcobix polyethylene glycol polyethylene glycol 25322683 Y
Y Prezcobix polyvinyl alcohol (partially hydrolyzed) polyvinyl alcohol (partially hydrolyzed) 9002895 Y
Y Prezcobix talc talc 14807966 Y
Y Prezcobix titanium dioxide titanium dioxide 13463677 Y
Y Prezcobix iron oxide red iron oxide red 1309371 Y
Y Prezcobix iron oxide black iron oxide black 1317619 Y
N Prezcobix colloidal silicon dioxide 7631869 Y
Y Rinvoq ferrosoferric oxide Black iron oxide/ferrosoferric oxide 1317619 Y
Y Rinvoq hypromellose hypromellose 9004653 Y
Y Rinvoq iron oxide red iron oxide red 1309371 Y
Y Rinvoq polyethylene glycol macrogol/polyethylene glycol 25322683 Y
Y Rinvoq magnesium stearate magnesium stearate 557040 Y
Y Rinvoq mannitol mannitol 69658 Y
Y Rinvoq microcrystalline cellulose microcrystalline cellulose 9004346 Y
Y Rinvoq polyvinyl alcohol polyvinyl alcohol 9002895 Y
Y Rinvoq colloidal silicon dioxide silica (colloidal anhydrous)/colloidal silicon dioxide 7631869 Y
Y Rinvoq talc talc 14807966 Y
Y Rinvoq tartaric acid tartaric acid 87694 Y
Y Rinvoq titanium dioxide titanium dioxide 13463677 Y
Y Spiriva Respimat benzalkonium chloride Benzalkonium chloride 8001545 Y
Y Spiriva Respimat edetate disodium disodium edetate 6381926 Y
Y Spiriva Respimat hydrochloric acid hydrochloric acid 7647010 Y
Y Spiriva Respimat water for injection purified water N/A Y
Y Sprycel croscarmellose sodium Croscarmellose sodium 74811657 Y
Y Sprycel hydroxypropyl cellulose hydroxypropyl cellulose 9004642 Y
Y Sprycel lactose monohydrate lactose monohydrate 64044515 Y
Y Sprycel magnesium stearate magnesium stearate 557040 Y
Y Sprycel microcrystalline cellulose microcrystalline cellulose N/A Y
Y Sprycel hypromellose hypromellose 9004653 Y
Y Sprycel polyethylene glycol unspecified polyethylene glycol 25322683 Y




Ingredients Match?

(Y/N) CA Brand Name US- Inactive ingredient CA- Inactive Ingredient CAS IID y/n
Y Sprycel titanium dioxide titanium dioxide 13463677 Y
Y Symtuza silicon dioxide colloidal silicon dioxide 7631869 Y
Y Symtuza croscarmellose sodium croscarmellose sodium 74811657 Y
Y Symtuza magnesium stearate magnesium stearate 557040 Y
Y Symtuza polyethylene glycol (unspecified) polyethylene glycol (macrogol) 25322683 Y
Y Symtuza polyvinyl alcohol (partially hydrolyzed) polyvinyl alcohol (partially hydrolyzed) 9002895 Y
Y Symtuza talc talc 14807966 Y
Y Symtuza titanium dioxide titanium dioxide 13463677 Y
Y Symtuza microcrystalline cellulose microcrystalline cellulose 9004346 Y
Y Symtuza ferric oxide yellow yellow ferric oxide 51274001 Y
Y Tivicay D-mannitol D-mannitol 69658 Y
Y Tivicay microcrystalline cellulose microcrystalline cellulose N/A Y
Y Tivicay povidone K29/32 povidone K29/32 9003398 Y
Y Tivicay sodium starch glycolate sodium starch glycolate 9063381 Y
Y Tivicay sodium stearyl fumarate sodium stearyl fumarate 4070808 Y
Y Tivicay ferric oxide yellow (for the 25-mg and 50-mg tablets only iron oxide yellow (25 mg and 50 mg tablets only) 51274001 Y
Y Tivicay macrogol/PEG macrogol/PEG 25322683 Y
Y Tivicay polyvinyl alcohol-part hydrolyzed polyvinyl alcohol - part hydrolyzed 9002895 Y
Y Tivicay talc talc 14807966 Y
Y Tivicay titanium dioxide titanium dioxide 13463677 Y
Y TRIKAFTA 100/50/75 and Ivacaftor 150 mg tablets croscarmellose sodium croscarmellose sodium 74811657 y
Y TRIKAFTA 100/50/75 and Ivacaftor 150 mg tablets hypromellose hypromellose 9004653 y
Y TRIKAFTA 100/50/75 and lvacaftor 150 mg tablets hypromellose acetate succinate hypromellose acetate succinate 71138971 y
Y TRIKAFTA 100/50/75 and lvacaftor 150 mg tablets magnesium stearate magnesium stearate 557040 y
Y TRIKAFTA 100/50/75 and lvacaftor 150 mg tablets microcrystalline cellulose microcrystalline cellulose 9004346 y
Y TRIKAFTA 100/50/75 and lvacaftor 150 mg tablets sodium lauryl sulfate sodium lauryl sulfate 151213 y
Y TRIKAFTA 100/50/75 and Ivacaftor 150 mg tablets hydroxypropyl cellulose hydroxypropyl cellulose 9004642 y
Y TRIKAFTA 100/50/75 and Ivacaftor 150 mg tablets hypromellose hypromellose 9004653 y
Y TRIKAFTA 100/50/75 and lvacaftor 150 mg tablets iron oxide red iron oxide red 1309371 y
Y TRIKAFTA 100/50/75 and lvacaftor 150 mg tablets iron oxide yellow iron oxide yellow 51274001 y
Y TRIKAFTA 100/50/75 and lvacaftor 150 mg tablets talc talc 14807966 y
Y TRIKAFTA 100/50/75 and lvacaftor 150 mg tablets titanium dioxide titanium dioxide 13463677 y
Y TRIKAFTA Ivacaftor (alone) colloidal silicon dioxide Colloidal silicon dioxide 7631869 y
Y TRIKAFTA Ivacaftor (alone) croscarmellose sodium croscarmellose sodium 74811657 y
Y TRIKAFTA lvacaftor (alone) hypromellose acetate succinate hypromellose acetate succinate 71138971 y
Y TRIKAFTA lvacaftor (alone) lactose monohydrate lactose monohydrate 64044515 y
Y TRIKAFTA lvacaftor (alone) magnesium stearate magnesium stearate 557040 y
Y TRIKAFTA lvacaftor (alone) microcrystalline cellulose microcrystalline cellulose 9004346 y
Y TRIKAFTA lvacaftor (alone) sodium lauryl sulfate sodium lauryl sulfate 151213 y
Y TRIKAFTA lvacaftor (alone) carnauba wax Carnauba wax 8015869 y
Y TRIKAFTA lvacaftor (alone) FD&C Blue #2 indigo carmine aluminum lake 15792651 y
Y TRIKAFTA Ivacaftor (alone) PEG 3350 PEG 3350 25322683 y
Y TRIKAFTA Ivacaftor (alone) polyvinyl alcohol polyvinyl alcohol 9002895 y
Y TRIKAFTA lvacaftor (alone) talc talc 14807966 y




Ingredients Match?

(Y/N) CA Brand Name US- Inactive ingredient CA- Inactive Ingredient CAS IID y/n
Y TRIKAFTA lvacaftor (alone) titanium dioxide titanium dioxide 13463677 y
Y TRIKAFTA Ivacaftor (alone) ammonium hydroxide Ammonium hydroxide 1336216 Y (GRAS)
Y TRIKAFTA Ivacaftor (alone) iron oxide black iron oxide black 1317619 y
Y TRIKAFTA lvacaftor (alone) propylene glycol propylene glycol 57556 y
Y TRIKAFTA lvacaftor (alone) shellac shellac 9000593 y
Y Triumeq mannitol D-mannitol 69658 Y
Y Triumeq magnesium stearate magnesium stearate 557040 Y
Y Triumeq microcrystalline cellulose microcrystalline cellulose N/A Y
Y Triumeq povidone (unspecified) povidone K29/32 9003398 Y
Y Triumeq sodium starch glycolate type A corn sodium starch glycolate 9063381 Y
Y Triumeq ferrosoferric oxide iron oxide black 1317619 Y
Y Triumeq ferric oxide red iron oxide red 1309371 Y
Y Triumeq polyethylene glycol (unspecified) macrogol/PEG 25322683 Y
Y Triumeq polyvinyl alcohol (unspecified) polyvinyl alcohol-part hydrolyzed 9002895 Y
Y Triumeq talc talc 14807966 Y
Y Triumeq titanium dioxide titanium dioxide 13463677 Y
Y Victoza sodium phosphate (dibasic, dihydrate) Disodium phosphate dihydrate 10028247 Y
Y Victoza propylene glycol propylene glycol 57556 Y
Y Victoza Phenol phenol 108952 Y
Y Victoza water water for injections N/A Y
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