Emticitabine and

Tenofovir Disoproxil
Fumarate Tablets

PO

Emtricitabine and Tenofovi

Disoproxi Fumarate Tablets

e

HIGHLIGHTS OF PRESCRIBING

These highiights do not include allthe nformation neaded O"'C€ dally taken orally i orwiou (000 )
{0 use EMITRICITABINE and TENOFOVIR DISOPROXIL * Recommended dosage in renally impaired HIV-1 infected

FUMARATE TABLETS safely and effectively. See full
prescribing information for EMTRICITABINE and TENOFOVIR
DISOPROXIL FUMARATE TABLETS.

adul patients:
 Creatinine clearance (CrCl) 30-49 mi/min 1tablet every
48 hours. (2.6)

12 HIV-1 Pre-Exposure Prophylaxis (PrEP)

Emtricitabine and Tenofovir disoproxl fumarate tablets are indicated in at-isk adus and adolescents weighing at least 35 kg
for HIV-1infection, g
HIV-L and Tenofovir disopr tablets for HV-L PrEP [see Dosage
and Adminitrtion (2.2) Warnings and recautions (5,21

2 DOSAGE AND ADMINISTRATION

. Jmin
EMTRICITABINE and TENOFOVIR DISOPROXIL FUMARATE
s o0 oo 21 ' proxl Fumarate Tablets for Treatment of HIV-1 Infection or
e/200me @) for HIV-L prEp
Inital U.S. Approval: 2004
HL Prophyiaxis (PrEP)

WARNING: ACUTE

OF HEPATITIS B and RISK OF DRUG RESISTANCE WITH
USE OF EMTRICITABINE AND TENOFOVIR DISOPROXIL
FUMARATE TABLETS FOR HIV-1 PRE-EXPOSURE.
PROPHYLAXIS (PrEP) IN UNDIAGNOSED EARLY
HIV-1INFECTION

dosage in HV-1 uninfected adults and
‘adolescents weighing at least 35 kg One Emtricitabine and
Tenofoi disoproxi fumarate tablet (containing 200 mg
of FIC and 300 mg of TDF) once daily taken orally ith or
without food. (25)

[see Warnings and Precautions (5.1)].

Prior to initiation and during use of Emticitabine and Tenofovir disoproxi fumarate tablets, on a cinically appropriate schedule,

chronic Kidney disease, also assess serum phosphorus [see Warnings and Precautions (5.3)).

HIV-1 PrEP 0.338for 0¥ Monitor patents receiving Emticitabine and Tenofovi
Instudy321 disoproxi fumarate tablets concomitantly with EPCLUSAS

: 1 tenofovir (sofosbuvir/velpatasvii) o VOSEVI®  (sofosbuvi/

atWeekss, " sofosbuvirivelpatasvirc velpatasvir/voxilaprevir) for adverse reactions associated|

use [see Dosage and Administration (2.6]]

5.4  Immune Reconstitution Syndrome
Immune reconstitution syndrome has been reported in HIV-1 infected patients tieated with combination antietroviral therapy.
including Emtricitabine and Tenofovir disoproxi fumarate tablets. During the initial phase of combination antiretroviral
treatment, HV-1 infected o
residual infections (such as Preumocysts.jrovecii
pneumonia [PCP], I

avium infection,

Autoimmune disorders (such as Graves' disease, polymyosits, Guilain-8aré syndrome, and autoimmune hepatits) have also
cur many
months after initiation of reatment

were treated with TDF for 96 weeks.
In both tials, skeletal growth (height) appeared to be unaffected.

linical Tial Experience in Uninfected Subjects
tablets for HIV- 1 PIEP

and Tenofovir

Clincal Trials in Adult Subjects

1

clinical tials of HV-infected subjects based on two randomized piacebo-controled cinical tials (PiEx, Partners PIEP) in which

2,830 HIV-1 uninfected adults received Emtricitabine and Tenofovi disoproxi fumarate tablets once daly for V-1 PEP.Subjects
median of 71 pective)

sofosbuvir/velpatasvi/vosiaprevirc with TOF.

Monitor patents receiving Emticitabine and Tenofovi
disoproxi fumarate tablets concomitantly with HARVONI
(ledipasvir/sofosbuvir) without an HIV-1  proteas
or an HV-1 pr

combination for adverse reactions associated with TDF. n
patients receiving Emtiicitabine and Tenofovir disoproxi
fumarate tablets concomitantly with HARVONI and an HV-1
protease inhibitor/itonavir or an HV-1 protease inhibitor/
cobicistat combination, consider an altemative HCV of

ledipasvir/sofosbuvirc

therapy, as the safety of

2.2 HIV-1 Screening for Individuals Receiving Emricitabine and Tenofovir Disoproxil Fumarate Tablets for HIV-1 PrEp
- dosage in renaly impaiied HIV-uninfected wations i this setting has not been established. |
o ndividuals Emtrictabine and Tenofovir csoproxi fumarate 561N al ndviduals fo HV-1 prior d Tenofovir tablets 55 @ Defects o o o hvona roat
warning. indivi icitabi isoprori coadministration is necessary, monitor for adverse reactions
" . for HV-1 PIEP and at least once every proxi fumarate tabiets, and upon Table 5 Selected Adverse Events (All Grades) Reported in 22% in Any Treatment Group in the iPrEx Trial an
« Severe acute exacerbations of hepatitis B (HBV)| tabletis not recommended in HV- uninfected indvidual f o V-1 PIEP and ateast 3 fumarate tablets, and Bone Mineral Density ble 5 Selected Ad I Grad d h 1 and e or
have been reported in HBV-infected individuals who | CIClis below 60 mL/min. (2.6) diagnoss of any other sexually transmitted infections (ST d Usage (1.2) ) and Greater than Placebo
have discontinued Emricitabine and Tenofovir dis- Warnings and Precautions (5.2). infected adults and HV-Luninfected individuals, TOF (a component of Emticitabine and a Vmslah\c\snmaﬂ inclusive.
oproxil fumarate tablets. Hepatic function ~should frecent (<1 andincreases FTC/TOF (N=1251) Placebo (N=1248) b. t=increase, | =Decrease
itored closely in these individuals who dis- | ~Tablets: 200 mg/300 mg of emticitabine and tenafovir dsoproxi infection see Wornngsand b\whcm\cm markers of bone metabolsm, suggesting increased bone tumover relative to comparators see Adverse Aeoctors | Headache % % admg dug
continue  Emtricitabine and Tenofouir disoproxil | fumarate, respectvely. (3) 1,25 VitaminD!
fumarate tablets. If appropriate anti-hepatitis 8| Pr 2). Usein specific . and Ci 14.3and 14.4)) Abdominal pain a% 2% 8 USEIN SPECIFIC POPULATIONS
therapy may be warranted. (5.1) 23 Treatment of HIV-1 at Least 35 kg and conducted. Under nommal circumstances, BMD increases | weight decreased % 2% 81 pregnancy
- Emuidtabine and Tenofour disoprodl  fumarate | E71Y e o e Emuicitabine and Tenofovi dsoproxi lumavate tablet i a wo-diug fxed dose combination product containing emuiciabine patients. n HNV-1 8yean, tothose
tablets used for HIV-1 PrEP must only be prescribe to | - PIEP ave contrandicated nndividualswith unkoown orpostve € T B0 poy emuicitabine and Tenofovr dsoproxl fumarate abserved in adt subjects an sugges ncreased bone tumover. Total bocl BMD gain s esin the TOF-eated HV-Linfected Pregnancy
individuals confirmed to be HIV-negative immediately | ~HIV-1 status. (4)
bl less than or th e bo
prior to initiating and at least every 3 months during TOF) group was generaly eiherless than or the same as n the placebo group There is a pregnancy exposure fegisty that monitors pregniancy outcomes in women exposed to Emtricitabine and Tenofovir
use, Drug resistant HIV-1 variants have been dentified once daily taken orally with or without f00d [see Clinical Pharmacology (12.3).
with the use of Emtricitabine and Tenofouir disoproxi | e for Treatment of HIV-1 \gond Able toswallow T effects of TDF-associated ehanges in BMD and biochemical matkers on long-term bone health and future Facture sk are g gistry (APR) at
fumarate tablets for HIV-1 PrEP following undetected | HIV-1 when Emticitabine and Tenofouir disprox tablets 2" unknown.
acute HIV-1 infection. Do not initiate Emts e an I rehensh aTablet Risk summary
ave wsed for HIV-1 PrEP: Use as part of a comprehensive s least boneloss. arm of the iPrEx from the tial due to an increase in serum creatinine and another subject discontinued due to
Tenofovi disoproxil fumarate tablets for HIV-1 PrEP if | yeyenton suategy including other prevention measures, oo i
signs or symptoms of acute HIV infection are present | (oo Ll iy Table 1. o g
unless negative nfection status is confirmed. (5.2) D 1 the irex tial trial major bith defects fiom the g jor bitth
- toreduce the risk of acquiing HIV-1 drug fects )
MAJOR resistance when Emuicitabine and Tenofovir disoproxil Table 1 Dosing for Treatment of HIV-1Infection in Pediatric Patients Weighing 17 kg to less than 35 kg b Toxicity the iPrEx Trial and Partners PrEP Trial 27inaus. M
Indications and Usage fumarate tablets are used for HIV-L PIEP: refer to ful pa— — have been reported in TOF use [see (6.0} Antval prEx Trial Partners PrEp Trial Program (MACDP) (see ot e ateof iscrtiage forndicual crugs s not teprted he APR. Inthe U' genera popuiatn,
HIV-1 Pre-Exposure Prophylaxi (PEP) (1.2) 0672020 ¥ Weight (ke) rade 2 p—— P 15-20%
Dosage and Administration - (Fr/1oR pathy shou in patients at rik of renal dysfunction who present with persitent or worsening FTC/TDF (N=1251) -12a8) | FTC/TOF(N1S79) | (550
1 ccreening fof meiuas Receiing enal failure and Fanconi syncrome. Avoid administering Teentan one 100 mg 7150 mg tabet once daly Do "y In animal reproduction studies, no adverse developmental effects were observed when the components of Emticitabine and
Emtrictabine and Tenofovi Dsoproxl Fumarate Emiicitabine and Tenofovr disoproxi fumavate tabiets with oot one 133 mg 1200 mg tabiet once daly Creatinine (>1.4 x ULN) <1% <1% <1% 7 (tenofovir)
) 56 Steatosis =
TabletsforHIV-1PiEP (2.2) 06/2020 olentan s “one 167 mg /250 mg tabet once daly Phosphorus (<2.0 mg/dL) 10% 8% o o
Warmings and Precautions « Immune reconstiution syndrome durng treatment of HIV-1 Lactc acidoss and severe hepatomegaly with steatoss, including fatal cases, have been reported with the use of nucleoside Cinical Consderation:
25 Dosage for HIV-1 PrEP in Adults and Adolescents Weighing at Least 35 k analogs inchding FIC and T, Components of Entitabine and Tenclo: dsoprodumarte tabes, e ot combinaton AST (2.6 % ULN) % 5% <1% <1%
Comprehensive Managementto Reduce the Fisk & Bhing ®
ofSexually Transmittedinfections, Including HIV-1, (5.4) ofovir disopr for HIV-1 PrEPis one tablet with other ALT (>2.6 x ULN) 7% 7% <1% <1% Disease-associated maternal and/or embryo/fetal risk
. g « Decreases i ineral densi i 1
and Development of HIV-1 Resistance When Decr R :’:acn"‘ . ":’:'V ‘B‘:f o) f?"‘ “C; y foodinHiv Hemoglobin (<9.4 mg/cl) 1% 2% 2% 2% Hv1 HIV-1
emuicitabine and Tenofovi Disoproxi Fumarate assessment o i inchvidialt With & Nston) of 85 ka fsee Clnkai Phamaeoiogy (£23)1 [ — o o - -~ chid ansmission during acute HV-1 infection. n women at ik of acquiring V-1, consderation shoud be given to methods to
Tabletsare Usedfor HV-1PrEP (5.2) oo P 2.6 Dosage Adjustment in Individuals with Renal Impairment 5.7 Risk of Adverse Reactions Due to Drug Interactions prevent acquisiion of HIV, including continuing or inftating Tenofovir HIV-1PEP,
Immune Reconstiution syndome (5.4) o2 one 05 (55) ronnt et Treatment AN Infection potentialy & Grading s per DAIDS crteria during pregnancy.
«Lactic acidosis/severe hepatomegaly with steatosis:
P oa 21 of posures of IntheiPrEx  Data
‘and Tenofovi disoprori fumarat i see Drug nteractions
HIV-1 Treatment (1.1) et 1 mivisat whe dovlon oo o aboatory  ected patients with mid renal impairmen (ceatrine clearance 50-60 mL/mir). The safety and efectveness of he dosng oM AN [se Drugneractions(7.2). i, pin
Emtiicitabine and Tenofovir disoproxi fumarate tablet is a ) seetabe? p d troch Tenoft i the Human Date
o Brmition of emietatine (ney and ot findings suggestive of lactic. acidosis o pronounced e Table o femoral neck, and trochanter and Tenofoui csopr with the
»drug combination of emircitabine (F1C) and tenofovir o i e 6 which fetuned toward baseline ater dscontinuation of reatmen. Thirleen percent of Emticitabine and Tenofow disoprod fumarate Tenofovir HIvL prep:
disoproxi fumarate (TDF), both HIV-1 nucieoside analog {see Warnings and Precautions (5.3 ‘herapy Tenofovir dsoproad : end moritor for acverse 10 the APR, 78 exposed to Emticitabine and Tenofovi disoproxi fumarate tablets during pregnancy
reverse transcrptase inhibitors, and is indicated: reactions associated with the concomitant dru
05
« in combination with other antiretroviral agents for the « In HIV-1 infected patients, the most common adverse and Isee Ciinical Studies (14.3]1. The: cture 105 weeks. bi Tenofovir disoproxi
reatment of HIV-1infection in aduls and pediatic patients  reactions (incidence greater than or equal to 10%) are Tabl Hiv-1 6 ADVERSE REACTIONS , espectvely) fumarate tablets for HIV-1 PrEP compared with HIV-1 infected women treated with other antietroviral medications.
weighing at least 17kg. diarthea, nausea, fatigue, headache, diziness, depression, erentinine Clearance The following adverse reactions e discussed in other sections of the labeling oee Clnieat Suses (16,47
HIV-1 PIEP (1.2) insomnia, abnormal drearms, and rash. (6.1) Crentinne [T N ’ o fve biths (incipd, 3 edinthe st i he preval
reatinine Clearance (mi/min) ive biths (nciudig over 3.300 e in ndover, ngAfitd tmesten the prevalence
« Emticitabine and Tenofovir disoproxi fumarate tablets are o n HIV-1 uninfected adults in PP tiais, - lncal Trals in Adolescent Subjects Ao Bk deeeE H SRR WAy i O ie RS
Emticitabine and Tenofovir d I fumarate tablets e du NewOr ) Clinical Trial in Adolescent Subject: B s U5t RS 0N 4 Y BREE LR BRI LR T o
d I <30 - immune yndrome fsee
250 3049 [ Je-: Iabel cinical tial (ATNLL3),in which 67 HV-1 uninfected 018 f
35kg for pre-exposure prophylaxis (EP) toreduce the  Tenofovr disoproxi fumarate tablets partcipants and more (including Patients Requiring Hemodialysis) « Bone Loss and Mineralization Defects [see Warnings and Precautions (.5)). Inasingle-arm, open-label clincal tial (ATNLL3),in whil o e second/third timester exposure, respectively, to FIC-containing regimens.
I x e fon. Indivi ipants T - Lactic Steatosi o
sk of sexually acqured HIV-L nfection. Indviduals must  fequently than by placebo particpants were headache. [ ormended Dosing Interval | Every 24 hours | Every 48 hours o i cisopr o o it o Yook sRoprdmstatatkios s st that obsrv n ki Mocian raton o the APR of exposures to TDF-containing regimens during
have HV- ately priortoinitiating  abdominal pain, and weight decreased. (6.1) tabletis n 6.1 Clinical Trils Experience Emticitatine andTenofovi disoproxi fumarate Pregnancy romling ke biths (nlucing aver 4000 sxgese i the i imester and ove 3700 expored i e
Embicitabine and Tenofovir cisopr narate tablets fqp, a Because cinical tnals &ré cond o £ecOna/thira timester), the prevalence of major bith Gefects in ive births was 2.4% (955 CI: 2.0% 10 2.03) and 2.4%
HIV-L PrEP Pharmalnc, ot 1-877-244-9825 or FDA at 1-800- FDA-10880r  HIV-1 Prep Inthe ATN11317), .+ One (g5t Ci: 1.7%10 3.2%) folowing st and second/thid imester exposure, fespectively, to TDF-containing regimens.
anp Tenofovr tabletsfor HIV-1 PrEP s not HIV-1 uninfected indviduais with imitations of MACDP

‘wwwfda gov/medwatch.

« Testing: Pior to or when initiating Emtiicitabine andTenofovir

disoproxi fumarate tablets test for hepatits B

Prior to initiation and duing use of Embricitabine and Tenofovir » Tenofovir disoproxil fumarate increases didanosine

estimated creatinine clearance below 60 mL/min (see Warnings and Precautions (5.3)1.

‘Adverse Reactions from Cinical Trials Experience in HIV-L Infected Subjects

Clinical Trials in Adult Subjects
I Studly 934, 511 antretroviral-nalve subjects received efaviren: (EFV) administered in combination with either FIC+TDF (N=257)

were 0.0 forlumbar spine and -0.2 for total bodly at Week 4. Three subjects showed aworsening (change from > 210 <-2)
he 1, may be

group. The MACDP population s not

disease-specific, evaluates women and infants from a imited geographic area, and does not include outcomes for biths that
occurred at <20 weeks gestation.
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Medication Guide
Emtricitabine and Tenofovir Disoproxil Fumarate Tablets
(em tri SIT uh bean and te NOE’ fo veer dye soe PROX il FYOU mar ate)

Read this Medication Guide before you start taking Emtricitabine and Tenofovir Disoproxil Fumarate Tablets and
eachtime you get arefil. There may be newinformation. Thisinformation does not take the place of talking to
your healthcare provider about your medical condition or your treatment.

ThisMedication Guide providesinformation abouttwo different ways that Emtricitabine and Tenofovir Disoproxil
Fumarate Tablets may be used.

See the section "What is Emtricitabine and Tenofovir Disoproxil Fumarate Tablet?" for detailed information
about how Emtricitabine and Tenofovir Disoproxil Fumarate Tablets may be used

What is the most important information I should know about Emtricitabine and Tenofovir Disoproxil Fumarate
Tablets?

Emtricitabine and Tenofovir Disoproxil Fumarate Tablets can cause serious side effects, including:

. ing of hepatitis Bvir (HBV) Yourhealthcare providerwilltestyouforHBV beforestart
orwhen you start treatment with Emtri and T Disoproxil F Tablets. If you have
HBV infection and take Emtricitabine and Tenofowr Dlsoproml Fumarate Tablets, your HBV may get worse
(flare-up) if you stop taking Emtrici and T P Fumarate Tablets. A "flare-up" is when
your HBV infection suddenly returns in a worse way than before.
= Do not run out of Emtricitabine and Tenofovir Disoproxil Fumarate Tablets. Refill your prescription or talk to
your healthcare provider before your Emtricitabine and Tenofovir Disoproxil Fumarate Tablet is all gone.

< Do not stop taking Emtricitabine and Tenofovir Disoproxil Fumarate Tablets without first talking to your
healthcare provider.

= If you stop taking Emtricitabine and Tenofovir Disoproxil Fumarate Tablets, your healthcare provider will
need to check your health often and do blood tests regularly for several months to check your HBV
infection, or give you a medicine to treat hepatitis B. Tel your healthcare provider about any new or
unusual symptoms you may have after you stop taking Emtricitabine and Tenofovir Disoproxil Fumarate
Tablets.

Formore information about side effects, see th ion"Whatareth
and Tenofovir Disoproxil Fumarate Tablets?".
Otherimportantinformation for people who take Emtri: d T Tablets
to help reduce their risk of getting human immunodeficiency virus-1 (HIV 1) |nfect|on, also called pre-
exposure prophylaxis or “PrEP”:
Before taking Emtrici and Tenof Tablets to reduce your risk of getting HIV-1:
®  Youmust be HIV-1 to start Emtri and ir Disoproxil Fumarate Tablets. You must
get tested to make sure that you do not already have HIV-1 infection.
® Do not take Emtri and Tenofovir Di il Fumarate Tablets for HIV-1 PrEP unless you are
confirmed to be HIV-1 negative.

side effects of Emtricitabine

ir Disoproxil

e Some HIV-1tests can miss HIV-1 infection in a person who has recently become infected. If you have
flu-like symptoms, you could have recently become infected with HIV-1. Tell your healthcare provider
if you had a flu-like illness within the last month before starting Emtricitabine and Tenofovir
Disoproxil Fumarate Tablets or at any time while taking Emtricitabine and Tenofovir Disoproxil
Fumarate Tablets. Symptoms of new HIV-1 infection include:

e tiredness * vomiting or diarrhea

o fever e rash

e joint ormuscle aches * night sweats

e headache « enlarged lymph nodes in the neck orgroin

e sore throat

bine and Tenofi
ir Disproxil F

Tablets for HIV-1 PrEP:

While you are taking Emtrici
e Emtricitabine an Tablets does not prevent other sexually transmitted

STls.

® Youmust stay HIV-negative to keep taking Emtricitabine and Tenofovir Disproxil Fumarate tablets for
HIV-1 PrEP.
* Know your HIV-1 status and the HIV-1 status of yourpartners. )
e Askyourpartners with HIV-1if they are taking anti-HIV-1 medicines and have an undetectable viral lo

(STIs).Pr sexby usingalatexorpolyurethane condomto reduce therisk of getting

An undetectable viral load is when the amount of virus in the blood is too low to be measured in g |

test. To maintain an undetectable viral load, your partners must keep taking HIV-1 medicines every day.
EQER ! ATHIRAL LY &I IVERTY R RAVBIRHEIT B AefHaking Aaiaty eliessment

e Get tested for other STis such as syphilis, chlamydia, and gonorrhea. These infections make it easie|
for HIV-1 to infect you.
Ifyou think you were exposed to HIV-1 negative, tell your healthcare provider right away. They may want

o RANRARIESK P AH IO HESHLHY L REARIMRK behaviors.
* Do not miss any doses of Emtricitabine and Tenofovir Disoproxil Fumarate Tablets. Missing doses
o If yl(%:@oa%es%our rﬁKPI ngwtﬂ'\]/% Fy(\)/ulnlgfe%cn%?é medicine than Emtricitabine and Tenofovir Disopro

Fumarate Tablets alone totreat HIV-1. Emtricitabine and Tenofovir Disoproxil Fumarate Tablets by itselfis

not a complete treatment for HIV-
If you have HIV-1 and take only Emtr
HIV-1 may become harder to treat.

and Tenofovir Disop! F

Tablets, over time your

HIV-Linfectionin aduits

disoproxi fumarate tabiets, on a cinicaly appropriate concentrations. Dose reduction and close monitoring for HIV-L PP, d re-assess potentialfsks and benefts of continued use fsee Womings N=254) or 144 weeks 62 Experiance dditionall
schedule, assess serum creatinine, estimated creatinine didanosine toxicity are Wa"anlcd @2) and Precautions (5.3)]. equal to 10%, all grades) included diarhea, nausea, fatigue, headache, dizziness, depression, insomnia, abnormal dreams, and I TOF. idi l fisk for major
clearance, uine glucose, and al indiduals. « When B q ot uects )
3 DOSAGE FORMS AND STRENGTHS . s Data
chonic kidney with Emtricitabine and Tenofovir disoprosi omey  vestedin any neatmentgroup o tenot i
phosRhorus.2.1) fumaratetablets, use atazanavirgivenwithritonavr, (7.2) mice (at 0, 250, 500, or 1,000 mg/kg/day), and rabbits (at 0, 100, 300,
- Fiv2creeriing: Soreen allindiduas for HV-L infection » Coadminstration of Emtiitabiné and Tenofovi Loponi nofovr isopror) 0F immune
or1 15, and 7 thvough 19, respectively). Nosignificant
immediately prior to initiating Emticitabine and Tenofovir  fumarate tablets with certain HIV-1 protease inhibitors or fI-coated, engraved TE on one side and plain on the other side. ‘asymptomatic. The mechanism and dlinical significance are unknown. allergic reaction, including angioedema br
I certain dugs o treat HCV i fovr 4 el and rion o bbits at Inapre/
every 3 months while taking Emtricitabine and Tenofovir  Monitor for evidence of tenofovir toxcity. (7.2) Tenofovi tablets for HIV-1 o positive lactic acidoss, T doses upto L
disoproxil fumarate tablets, and upon diagnosis of any other « Consult Full Prescribing Information prior to and during HIV-1 status [see Warnings and Precautions (5.2)]. FTCATDReEFV AZT/STCIEFV from before birth (in sexual maturity at daily
sexually ransmittedinfections (). (22) wreatment for important drug interactions. (7.2) N-257 N-254 Respiratory, Thoracic. and Mediastinal Disorders exposures (AUC) of daly dose.
y s AUTIONS dysprea
Treatment of HV-1 Infection IN SPECIFIC Fatigue = s spi 0,150, Y
*+ Recommended dosagen ads and pecalic RS actaon:othrs nocted wihHV-L o sspectodofhaving | 53 Sevee Acute xscerbaon ofHepatl's  nndiduls with HoV nfection pp—— s e Gastrointestinal Disorders 100, or 300 mg/kg/day) thiough organogeness (on gestation days 7 through 17, and 6 thiough 18, especively). No signficant
weighing atleast 35 kg: One Emticitabine and Tenofovi pancieats, increased amyfase, abdominal pan TDF nrats at doses up to 14 tmes the human
disoproxl fumarate tablet (containing 200 mg of FIC and que to the potential for HV transmision. (8.2) Tenofovir disoproxi fumarate tablets [see Dosage and Administration (2.1)]. Nausea 9% 7%
300'mg of TDF) once daiy taken orally with or without food 5 Hepatobilary Disorders
. arthea o% 5% isons Iy pre/pestnatal devaiopment study i ats T0F was administered oral trough actation 0 00mer,
@3 See 17 for PATIENT COUNSELING and Emtricitabine and Tenofovi tablets. Indivicuals infected with HBY patit, AST, LT gamma GT) L B R R B e T R M b R s R G g eyl e L SO
’ Dizi % 7%
« Recommended dosage in pediatric patients weighing at MedcationGuide. . e Skinand Subcutaneous Tsue Disorders
upor
least 17 icitabine and Tenofovr disoproxi = infectons % 5%
least 17 kg: One Emtricitabine and Tenofovi disopro Revised: 10/2020 - . ipper rash 2 Lot
fumarate tablet low:strength tablet (100 mg/150 mg, ‘ Snusits m m .2 Lactation 4
isease o cirh pat i
Connective Tissue Disorders
FULL PRESCRIBING INFORMATION: CONTENTS" 54 Immune Reconsttution syndrome falure. HBV-uninfected indvidual shouid be offered vaccination Rash event® ™ % myopany  EkSummany |
55 Bone Loss and Mineraization Defects
WARNING: POSTTREATMENT ACUTE EXACERBATION OF > 52« Reduce the Risk o Sexually Transmited Ifection, Incuding V-1 and Development | Headache o s Senoland Uiy Disorders Fic I
HEPATITIS B and RISK OF DRUG RESISTANCE WITH Ut OF of A1 Resstance Whan Emirictabine snd Tanofovi DisoprolFumarate Tablet s Used fo HIV1 PP e En ™ Do I
EMTRICITABINE AND TENOFOVIR DISOPROXIL FUMARATE ‘and Tenofovir disoproxi for HIV-1 of HIV-L infection as part of a Treatment of HIV-1 Infection: |
Nasopharyngitis 5% 3% e ). it i
TABLETS FOR PRE-EXPOSURE PROPHYLAXIS (PrEP) IN g ADVERSE REACTIONS. prevention measures, including adherence to daily angu kRt |
UNDIAGNOSED EARLY HIV-1 INFECTION Ciinical TralsExperience " Emticitabine | Vomiting 2% 5% General Disorders and Admiistration Site Conditions The Centers for Disease |
g Exper and 1 the ostnatal transmission of HIV-1. |
1 INDICATIONS AND USAGE 62 Postmarketing Experience . wtena o s N ) P !
L eatimant of AL nfection J orue IreRACTONS R o V- acquiion inccdes behavial logical o epdemiogc factos ncudng but e o condoriess e, wesereacton e reacions sedurdeth body e headngs above, ay ocetasa coneence of HOMAINa! s of e potenta o (1)1 s (n : (2) developing viral resstance (in HIV-pe |
12 HIV-1 Pre-Exposure Prophytais (TEP) 71 Drugs Affecting RenalFunction pastor current S, HIV sk patners of o ig e muscular weakness, myopathy, hypophosphatemia. and (3) adversereacions i a reastfed nfant smiar to those seen n acls, nstuict mothers not to reastfeed fthey are taking |
. /ace of FIC+TOF with efavirenz
72 EstablshedandSgnifcantinteractions prevalence area or network. Pl 7DRUG Emticitabine and Tenofovir disoproxi fumarate tablets for the treatment of HIV-1. |
2 DOSAGE AND ADMINISTRATION o . knowledge of partner(s)’  C- rash macui rash prurit
2.1 Testing Prior to Iitiation of Emticitabine and Tenofovir g use 1 SPEGIFC POPULATIONS. vt oo . function Hv-1 prep I
Disopro Fumarate Tabietsfor Treatment of HV-1 Pregnancy Inchicuals sbout and support e effots I educing sexual sk behavior of TOF and/or IC (Table &) fic s glomerular on see }
Infection or for HNV.1 AEP 82 Lactation ke Emticitabine and Tenofovir disoproxi fumarate tablets to reduce the sk of acquiing HV-1 only in indviduais confitmed to il 3. however, gy 1 |
22 HV-L Screening for Indviduals Receving g4 Fedatic e be HV-negatve. HV-1 resstance substiutions may emerge in indviduals with undetected HI-1 infection who are taking only four VL i
Emtrcitabine and Tenofovir Disoproxi Fumarate g5 Gericse (0-144 Weeks) may nciease concentiatons f I, tenclow, and/or the coadminsered diug, Some examples nclude, but arenotimied 0, oot co o L FATEEE O i
Tablets for HIV-1 PrEP 56 Renal mpaiment not consttutea forHV-L therefore, ey rac i dof Jovk,valacyel " !
23 Recommended Dosage for reatment of HIV-1 g negatie. 3 1 i
100vERDOSAGE
- SomeH\V-1. N=257 N=254 and/or tenofovir Data |
teastssig 11 DESCRIPTIONS Tenofovir dsoproxi for HIV-1 PP, bout recent (i past month [ Any = Grade 3 Laboratory Abnormalty ED 25% 7.2 Established and Significant Interactions |
24 Recommended Dosage forieatment of HV-L 1 ¢\ ouaciacoro6y . b i g In a sy of 80 breastfeecing women who receved Emticitabine and Tenofovi dsoprord fumarate tablets for HIV-1
e e A0S RS i ¥t 17k ©g.con Fasting Cholesterol (-240 mg/dl) 225 2% 210 et L3weeks),after FICwas
and Able to Swallow a Tablet 12 Mechanism of Acton infection (e.g., fever, fatique, myaigia, skinrash) Ceatne Knase i Tenofov Tenofowr mastinfants, L0l heF1C O ]
 T0F) asindividual a may
25 = Ifrecent (<1 montn) o infection are present, (M:>990 U1y o % an o . |
Adolescents Weighing at Least 35 kg 124 Microbiology p infection. (F:>845U1L) nofovirdisopr 2 o |
26 Dosage Adjustmentin indvicuas Wit Renal 13 NoNCUNICAL ToKicL0GY Whie usng Emtictabine and Tenofovir csoproxi fumarate tablefs for HIV-1 PrEP, HIV-L testng should be repeated atfeast every | Serum Amyfase (-175 U/L) % % Table 7 Established Alteration n Dose or 8.4 pediatric Use I
Impairme Carcinogenesis, Mutagenesis, Impairment of Fertility. 3 months, and upon diagnosis of any other STis. Alkaline Phosphatase (>550 U/L) 1% 0% Orug Interaction Trials Tr HIV-1Ir !
3 DOSAGE FORMS AND STRENGTHS 132 Animal Toxicology and/orPharmacology - KanHv-1 infection, — Treatment of HiV-1 infection |
ISi Concomitant Drug Class: Drug Name | Effect o Concentration Glnical comment » 1
3 No pediatic d
4 CONTRAINDICATIONS 14 CLINICAL STUDIES
using atest approved of cleared by the FDA as an aid in the diagnosis of acute or pimery HIV-1 infecton. (M: >180U7L) D ES . I
S WARNINGS AND PRECAUTIONS 14.1 Ovewview of ClinicalTrials 9 PP Y M prmay| (F: >170U1L) Patients receiving Emiricitabine and Tenofovir disoproxi| 11 Patients with HIV-1 infection. Dat trials with product IC and 10F wer eiec |
Counse Hiv-1 uninfected inivicuals to srctly adhere to the once daiy Emircitabine and Tenofovir cisoproxi .
51 Severe Acute Exacerbation of Hepatits Bin 142 CinicalTialResulsfor Treatmentof HIV-L: Study 534 v |
P —————— 4.3 Clinical Tral Resuls for HV-1 PrEp: prix pitol) 21501y - - for didanosine-associated adverse reactions. Dscontinue|  CoNsult the prescibing information for EMTRIVA and VIREAD. |
52 BSNMAMRWERANEE Reduce the Risk of frafs il ey > idanosine i nofovir
P o IV-1 AP, ol may benefit fom more frequent (F:>170U/) didanosine in patients :‘"“::VE‘““ y 1
Sexually Transmitted Infections, Including HIV-1, and 1 yow SUPPLIED/STORAGE AND HANDLING visits and adnerence [see Us fic: Popuiations (8.4), Microbiology (12.4), and Cinical Studies [ oo oo 0% % adverse reactions. Hgher didanosine concentrations coud)  weight greaterthan o equal to 17 emtictabine |
dE'wRWP ‘,%‘HW',’ Rﬁ%ﬂance‘wrke‘\,p\wwa[agwe' 17 PATIENT COUNSELING INFORMATION (14.3 and 14.4)]. potentiate ddanosne-asoriated adverse reactions, incucingy and Tenofovir disoproxil fumarate tablets canrvm be adjusted for patients of lower weight [see Warnings and Precautions (5.5), |
Ol Drsoproxt Fimerate tabiel 1 Bi2d e Typerglycemia (-250 mg/dl) ) % pancreaits, and neuropathy. Suppresson of CDA+ cell d Tenofovi cisopr appoved |
. Sectonsorsabsectons omited rom e ul pescrng 53V 01t or Worsening el impirment e R RO = e counts has been abserved in patents receing TOF Wih|  forusain pediatic patintseighinglessthant7 kg |
53 NewOnLetorWorseringRenalimpaiment secton o by the kdney. - mg daly. Jv-1 pree I
information are not lste rome ; 3 ; . =n = dia
Fanconi syndrome (renal tubular injury with severe hypophosphatemia), has been reported with the use of TOF, a (3+) 1% 1% didancsine® 1 didanosine 1 patients weighing greater than 60 ko, reduce thel |
Emticitabine and Tenofovir disoprori fumarate tablets see Adverse Reactions (6.2}, YTy — e = ofout . |
FULL PRESCRIBING INFORMATION cuateya § s for VL PEP ek adescents |
Prior to initiation anc ring f Emtric ine and Tenofovir roxi and Tenofovir disoproxil fumarate tablets. atleast 35 kg from ql -mtiicitabine and Tenofovir disoproxi fumarate
WARNING T e U o for to initiation and during use of Emtricitabine and Tenofouir disoproxl ona Fasting Tiglycendes (-750 mg/dL) m 2% P it |
o o . uine giucose, oata i ot vaial oecommend  dse asimen of At 4 |
EMTRI oD ALy T et chronic Kidney disease, also assess serum phosphorus. 144 ofthe ial, didanasine for adultor pediatic FTCand DF,in HIV-Linfected a1
5 . B o mace of FTC+TDF with efavirenz, 60 kg. When coadministered, Emtricitabine and Tenofovir|  Reactions (6.1), Cinical Pharmacology (12.3 and 12.4), and Clinical Studies (14.3 and 14.4)].
Severe acute exacerbations of hepatitis B (HBV) have been reported in HBV-infected individuals who have be avoided recent use of hrote it VidexEC
discontinued Emiridtabine and Tenofouir disoproxi fumarate tablets. Hepatic function should be monitored. closel it e i . fsee Orug ntractions " Clnicol Trials i Pediatrc subjec ‘ fety, adheren  open-iabel cirical ial (ATNLL3) in which 67 H-L uninfected
ti tricitat P te tablet: pati ti ite ly (e.g., high-dose or multiple non- Stc oidal anti-inflammatory drugs [NSAIDs]) [see Drug Interactions (7.1)]. Cases of acute renal tr bjects. fasted conditions or with a light meal (ess than 400 kcal P
Wit hth dinical and aboratoy fllow- fo a et sveral mondhs i st wh are inected with WOV and | far atrtaion ofhgh s o mutipe SAS have in#viniecod toctontorenal S s \
mictabine and 2%,
discontinue Emtricitabine and Tenofovir disoproxil fumarate tablets. If appropriate, anti-hepatitis B therapy may be and Attematives to el PEP.The 17years (range 15t0 18 . 523 Black, % White. The safety |
respectively, of il of INL the adultHIV-1PrEPtials |
warranted [see Warnings and Precautions (5.1)]. NSAIDs should be considered, if needed, in patients at risk for renal dysfunction. prof
P v open-abel, uncontrolled pediatric tials (N=116) When coadministered with Emticitabine and Tenofovil|  fsee Adverse Reactions (6.1). |
Emtrictabine and Tenofovir disoproxl fumarate tablets used for HIV-L PrEP must only be prescribed to indiiduals facues, o i
confirmed to be HIV-negative immediately prior o iitating and at least every 3 months during use. Fumerate: 188HV-1 toless {1 atazanavird| | atazanavi it ftonaui 100 mg, 1 the ATNAL3 il -1 seroconverson occurred n 3 subects. Tenofovi pnosphate eves i cred biood pot aseays ndicate |
4 varants have been identifed with use of Emrictabine and Tenofovi disoproxi fumarate ablets fo HIV-1 PrEp following | than 18 yeass of age, n i 0F with Monitor patents eticiabine and fenot FIC: |
undetected acute HIV-1 infection. Do not initiate Emiricitabine and Tenofovir disoproxil fumarate tablets for HIV-1 prp if | 1/°0me"t of V-1 nfection hose observed i Ginical s ofTOFinacus . onitor “”a e 'e‘::':‘"g et ‘"“e a"h b enofovil - jsoiated from |
signs or symptoms of acute HIV-1 infection are present unless negative infection status s confirmed [see Warnings |  Dosing nterval adjustment of Emticitabine and Tenofovir csoproxi fumavate tablets and close monioring ofrenal function are ’ Lotwonte Ofthese. 4 |lopnavitonavie sopiod fmarae abltsconcomianty i lopinar !
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1 INDICATIONS AND USAGE L and Tenofovir disoproxi fumarate tabletsin|  Counseling. [see Wornings and Precautions (5.2). ‘
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What is Emtricil and Tenofovir Disoproxil F Tablet?
Emtricitabine and Tenofovir Disoproxil Fumarate Tabletis a prescription medicine that may be used intwo different
ways. Emtricitabine and Tenofovir Disoproxil Fumarate Tablets are used:

e totreat HIV-1infection when used with other anti-HIV-1 medicines in adults and children who weigh atle
37 pounds (at least 17 kg).

e for HIV-1 PrEP to reduce the risk of getting HIV-1 infection in adults and adolescents who weigh at least
77 pounds (at least 35 kg).

HIV-1is the virus that causes Acquired Immune Deficiency Syndrome (AIDS).

Emtricitabine and Tenofovir Disoproxil Fumarate Tablet contains the prescription medicines emtricitabine and

tenofovir disoproxil fumarate.

Itis not known if Emtricitabine and Tenofovir Disoproxil Fumarate Tablets for treatment of HIV-1 infecti

safe and effective in children who weigh less than 37 pounds (17 kg).

Itisnot known if Emtricitabine and Tenofovir DisoproxilFumarate Tablets are safe and effective inreducing the

risk of HIV-1 infection in people who weigh less than 77 pounds (35 kg).

Forpeopletaking Emtricitabineand Tenofovir Disoproxil Fumarate Tabletsfor HIV-1PreP:

Do not take Emtricitabine and Tenofovir Disoproxil Fumarate Tablets for HIV-1 PreP if:

© youalready have HIV-1infection. Ifyou are HIV-1 positive, youneed to take other medicines with Emtricitabine
and Tenofovir Disoproxil Fumarate Tablets to treat HIV-1. Emtricitabine and Tenofovir Disoproxil Fumarate
Tablets by itself is not a complete treatment for HIV-1.

e you do not know your HIV-1 infection status. You may already be HIV-1 positive. You need to take other

HIV-1 medicines with Emtricitabine and Tenofovir Disoproxil Fumarate Tablets to treat HIV-1.

Emtricitabine gnd Tenofovir Disoproxil Fumarate Tablets can only help reduce your risk of getting HIV-
you are infecte

What should I tell my healthcare provider before taking En
Tablets?

Before taking Emtricitabine and Tenofovir Disoproxil Fumarate Tablets, tell your healthcare provider about all
of your medical conditions, including if you:
e have liver problems, including HBV infection

have kidney problems or receive kidney dialysistreatment
have bone problems
are pregnant or plan to become pregnant. It is not known if Emtricitabine and Tenofovir Disoproxil Fumarate
Tablets can harm your unborn baby. Tell your healthcare provider if you become pregnant during treatment
with Emtricitabine and Tenofovir Disoproxil Fumarate Tablets.
Pregnancy Registry: There is a pregnancy registry for people who take Emtricitabine and Tenofovir
Disoproxil Fumarate Tablets during pregnancy. The purpose ofthisregistry isto collectinformation about
the health of you and your baby. Talk with your healthcare provider about howyou can take partin this
registry.
e arebh ling or planto b d. Emtricitabine and Tenofovir Disoproxil Fumarate Tablets can

pass to your baby in your breast milk.

and Tenofovir Disoproxil F

ﬁmm

Al

£l

on are

1 before

Page 1 of 2 Front si

de


http://www.fda.gov/medwatch
http://www.fda.gov/medwatch

ww g

e Do not breastfeed if you have HIV-1 or if you think you have recently become infected with HIV- 1
because of the risk of passing HIV-1 to your bal

« Ifyou take Emtricitabine and Tenofovir Disoproxil Fumarate Tablets for HIV-1 PrEP, talk with your
healthcare provider about the best way to feed your baby.

Tell your healthcare provider about all the medicines you take, including prescription and over-the counter
medicines, vitamins, and herbal supplements.

Some medicines may interact with Emtricitabine and Tenofovir Disoproxil Fumarate Tablets. Keep alist of your

medicinesandshowittoyourhealthcare providerand pharmacistwhenyou getanewmedicine.

e Youcan ask your healthcare provider or pharmacist for a list of medicines that interact with Emtricitabine and
Tenofovir Disoproxil Fumarate Tablets

e Do not start a new medicine without tellmg your healthcare provider. Your healthcare provider can tell you
ifitissafe to take Emtricitabine and Tenofovir Disoproxil Fumarate Tablets with other medicines.

How should I take Emtricitabine and Tenofovir Disoproxil Fumarate Tablets?

Take Emtricitabine and Tenofovir Disoproxil Fumarate Tablets exactly as your healthcare provider tells you
totakeit. If you take Emtricitabine and Tenofovir Disoproxil Fumarate Tablets to treat HIV-1 infection, you
need to take other HIV-1 medicines. Your healthcare provider will tell you what medicines to take and how
to take them.

e TakeEmtricitabine and Tenofovir Disoproxil Fumarate Tablets 1time each day with or without food.

e Children who take Emtricitabine and Tenofovir Disoproxil Fumarate Tablets are prescribed a lower strength
tablet than adults. Children should swallow the Emtricitabine and Tenofovir Disoproxil Fumarate Tablet. Tel
your healthcare provider if your child cannot swallow the tablet, because they may need a different HIV-1

edicine.
« Yourhealthcare provider will change the dose of Emtricitabine and Tenofovir Disoproxi Fumarate Tablets
as needed based on your child'sweight.

e Do not change your dose or stop taking Emtricitabine and Tenofovir Disoproxil Fumarate Tablets without first
talking with your healthcare provider. Stay under a healthcare provider's care when taking Emtricitabine and
Tenofovir Disoproxil Fumarate Tablets. Do not miss a dose of Emtricitabine and Tenofovir Disoproxil Fumarate
Tablets.

e Ifyoutake too much Emtricitabine and Tenofovir Disoproxil Fumarate Tablets, call your healthcare provider or
go to the nearest hospital emergency room right away.

= WhenyourEmtricitabine and Tenofovir Disoproxil Fumarate Tablets supply startstorunlow, get more from
your healthcare provider or pharmacy.

o If you are taking Emtricitabine and Tenofovir Disoproxil Fumarate Tablets for treatment of HIV-1,
the amount of virusin your blood may increase if the medicine is stopped for even a short time.
The virus may develop resistance to Emtricitabine and Tenofovir Disoproxil Fumarate Tablets and
become harder to treat.

o Ifyou are taking Emtricitabine and Tenofovir Disoproxil Fumarate Tablets for HIV-1 PiEP, missing doses
increases your risk of getting HIV-1 infection.

What are the possible side effects of Emtricitabine and Tenofovir DISOPI’O)(I| Fumarate Tablets?

Emtri dT isoproxilF T ide effects, includi
e See "What is the most important information | should know about Emtricif and fovir Disoproxil
Fumarate Tablets?"

e New orworse kidney problems, including kidney failure. Yourhealthcare providershould do blood andurine
tests to check your kidneys before you start and during treatment with Emtricitabine and Tenofovir Disoproxil
Fumarate Tablets. Your healthcare provider may tellyou to take Emtricitabine and Tenofovir Disoproxil Fumarate
Tabletslessoften, ortostop taking Emtricitabine and Tenofovir Disoproxil Fumarate Tabletsif you getnew or
worse kidney problems

e Changes in your immune system (| ) can happen when taking medicines
totreatHIV-1linfection. Yourimmune systemmay get strongerand begintofightinfectionsthathave been
hidden in your body for a long time. Tell your healthcare provider right away if you start having any new
symptoms after starting your HIV-1 medicine.

* Bone problems can happen in some people who take Emtricitabine and Tenofovir Disoproxil Fumarate Tablets.
Bone problems include bone pain, or softening or thinning of bones, which may lead to fractures. Your
healthcare provider may need to do tests to check your bones.

* Too much lactic acid in your blood (lactic acidosis). Too much lactic acid is a serious but rare medical
emergency that can lead to death. Tell your healthcare provider right away if you get these symptoms:
weakness or being more tired than usual, unusual muscle pain, being short of breath or fast breathing,
stomach painwith nausea and vomiting, cold or blue hands and feet, feel dizzy orlightheaded, orafast or
abnormal heartbeat.

e Severe liver problems. Inrare cases, severe liver problems can happen that canlead to death. Tellyour
healthcare provider right away if you get these symptoms: skin or the white part of your eyes turns yellow,
dark "tea-colored" urine, light-colored stools, loss of appetite for several days or longer, nausea, or stomach-
area pain.

The most common side effects of Emtricitabine and Tenofovir Disoproxil Fumarate Tablets for treatment of HIV-1
include:

e diarhea * depression

e nausea * problems sleeping
e tiredness « abnormaldreams

* headache o rash

e dizziness

Common side effects in people who take Emtricitabine and Tenofovir Disoproxil Fumarate Tablets for HIV-1 PrEP

include:

e headache e stomach-area (abdomen) pain ¢ decreased weight

These arenotallthe possibleside effects of Emtricitabine and Tenofovir Disoproxil Fumarate Tablets.

Callyourdoctorformedical advice aboutside effects. Youmayreportside effectstoFDA at 1-800-FDA-1088.

How should | store Emtricitabine and Tenofovir Disoproxil F Tablets?

« Store Emtricitabine and Tenofovir Disoproxil Fumarate Tablets at room temperature between 68°Fto 77°F
(20°C 10 25°C) ) o

e Keep Emtricitabine and Tenofovir Disoproxil Fumarate inits original container.

e Keep the container tightly closed

* Donotuse Emtricitabine and Tenofovir Disoproxil Fumarate if seal over bottle opening s broken or missing.

Keep Emtricitabine and Tenofovir Disoproxil Fumarate Tablets and all other medicines out of reach of children.

General information about E and Tenofovir Disoproxil F Tablets.

Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Do not use

Emtricitabine and Tenofovir Disoproxil Fumarate Tablets for a condition for which it was not prescribed. Do

not give Emtricitabine and Tenofovir Disoproxil Fumarate Tablets to other people, evenif they have the same

symptoms you have. It may harm them. You can ask your healthcare provider or pharmacist for information about

Emtricitabine and Tenofovir Disoproxil Fumarate Tablets thatis written for health professionals.

What are the ingredients in Emtricitabine and Tenofovir Disoproxil Fumarate Tablets?

Active ingredients: emtricitabine and tenofovir disoproxil fumarate.

Inactive ingredients: croscarmellose sodium, lactose monohydrate, magnesium stearate, microcrystalline

cellulose, and pregelatinized starch (gluten free). The tablets are coated with Opadry white Y-1-7000 which

contains hypromellose 2910, polyethylene glycol 400 (macrogol) & titanium dioxide.

Manufactured by

Strides Pharma Science Limited

Bengaluru-562 106, India

Distributed by

Strides Pharma Inc.

East Brunswick, NJ 08816

For more information about Emtricitabine and Tenofovir Disoproxil Fumarate Tablets, call Strides Pharma Inc.

at 1-877-244-9825 or go to www.strides.com.

Revised: 10/2020
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85 Geriatric Use
FIC, TOF, o1 d Tenofovir tablets did not
‘aged 65 and over to determine whether they respond differently from younger subjects,

numbers of subjects

fromthe ATNL13 tial [
taking TOF and FIC for treatment.

Geratic Patients

FIC, entecavir,

Table 12 Drug : in

Drug

Tenofovir

r Therefore,

16 ND HANDLING
b

Emtrcitabine: FIC-

(M184v/) were to lamivudine but cell culture to

10245 mg of prosi), ~and
are available in unit of use bottles (5CC), containing a dessicant [siica gel canster or sachet] and closed with a child-resistant

86 Renal Impairment the NRIls didanosine, stavudine, tenofovi, andto , efavien:, HV-1isoates
% Change of Coadministered Drug Pharmacokinetic o o " closure/screw cap of:
Treatment of HIV-1 Infection Coadministered Dose of Coadministered M Parameters® (90% CI) - 30 tablets (NDC-64380-719-04)
eavents with Renal mpajment Drug g + Store at20° to 25°C (68° to 77°F) [see USP Controlled Room Temperature]. Protect from light.
The dosing interval for Emtricitabine and Tenofovir disoproxil fumarate tablets should be modified in HiV-infected adult Cox. AuC Conin K70R, L210W, T215Y/F, K219Q/E), or didanosine (L74V) remained sensitive to FTC. HIV-1 containing the K103N substitution
9 L 1 altered = Keep container tightly closed
individuals with estimated creatinine clearance of 30-49 mL/min. Emtricitabine and Tenofovir disoproxil fumaate tabletis not ~ "® e are altere a impairment [see Warnings and Precautions (5.3)). associated with resistance to NNRTIs was susceptible toFTC.
. Cmax and AUC.of F1C and tenofovi were increased. No dataare |2 o 200 once s 112110 - - - Dispense only in original container
126) Tenofovi Disoproxil Fumarate: The KBSR and KT0E substitutions selected by tenofovr are also selected in some HIV-Linfected - Donot useif seal over bottle opening is broken ormissing
dialysis [see Dos d Adr (2.6)). -
vequiing dialysisfsee Dosage and Adminstration
H
. Patie ment |21 125 s et N 17 PATIENT COUNSELING INFORMATION
-1 pri it iy x 0 erefore,
v pree Atazanavi 400 once daily x 14 days 34 (12710 | 14) (13010 19) « AE m 132) Advise the patient to read the FDA-approved patient labeling (Medication Guide).
Embicitabine and Tenofovi disoprosi fumarate tables for HV-L PIEP & not recommended in HY-L uinfected individuals with po—n o i Important Information for Unnfected indiduals Taking Tenofovi disoprod for V-1 PrEP
azanavi/Rtonave DTN, K7OR, L210W, )
i in est i i 2 25 25
e i e oo e ol have | Atazanavin, 3007100 once daly 10 Csbiory | wdbes | ceero SHDEC: WhoEe i DT LAY AN TG SOV (e 0Bt bILAOns () i educed - Acie H-uninfeced nchcl abouth folong e Weroogs and i 5]
ndTenofovir disoproxi HIV-1 PP, an, x 42 days lesponce o
re-assess potential risks and benefits of continued use (see Dosage and Admiristration (2.6)). sotheimpact po -
of liver impairment should be limited. Darunavir/Ritonavir 116 121 124 (N=2), or T69insertion (N=4), all of whom had areduced response.
10 OVERDOSAG Darunavira 3007100 once daily 12 (16101 42) (1510 154) (11010 169) reduce the isk of acquiing HIV-1.
VERDOSA( "E\ . . ractions 13 NONCLINICAL TOXICOLOGY = ThatHV-1
e o Assessment of Drug Interaction
" 250 once, simultaneously 1209
Didanosine, | = = NA 13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
doseover Gl FIC and DF : with TDF and alight mea/ (321017 o ated foundin mee at acomplete regimen for HIV- 1 treatment
15hoursof FT can  each agent dosed alone. - d
x - - 120 dosesupto o
b removed by perioneal dalyss. Emiiciabine | 200 once daily x 7days | 17 1202 o
romerte enofout invGiing F1C and tenofovirwith other mechcinal productsis ow 200 tvee tmes daly o are at greater fisk of acquiing HIV-1 than those who do not missdoses.
! umarate: v ! Indinavir 12 B = FiC ). or -
7 days (13010112
cancer ) vansporters. When eadnot ) be used as part of a comp P measures.
tenofovir dose. with an inhibitor of these ransporters, an increase in absorption may be observed. Entecavir 1 once daily x 10 days 28 - o n’f, 15 = - vaginal
1L DESCRIPTION o FIC and famciclov, indinav, stavudine, TOF, and zidowudine: ) dally from before birth (in utero) through sexual maturty at daily exposures (AUC) of approximately 60-fold higher than human :ﬁ”c“”“‘ o "‘““"’k e v e vt e
Emircitabine and Tenofovir disoproxl fumarate tablets are fixed-dose combination tablets containing emticitabine (1C) and (11 jes 9 and 10). Sy,  methadone, | -amivudine 150 twice dally x 7days | 15 (ston 1) - o exposures at the recommended 200 mg daly dose. - Theimportance of knowing their HIV-1 status and the HIV-1 status of their partner(s).
anacycle o b o - The importance of virologic suppression in their partner(s) with V-1
3 nelfinavi, iibaviin, an
nucleoside analog of adencsine Both FIC and tenofovi exhibit inhibitory activity Lopinavic Lopinavir/Ritonavi B - - Tenofovir "TDF in mice and at . or
against HV-1 reverse tansciptase: hanges in Ritonavir 400/100 twice dally 2% - - - toappranmately 1 e (rice) and s bmes () those absrved nhumans a e herapeutcdo o V- nfocton. A e and to ask their partner() o get tested as wel.
, liver 16 times that in humans. = Toreport acute HIV-1infection (flu-like symptoms) to their healthcare provider immediately.
Emtricitabine: The chemical name of FIC - -1 YII-20H)- % Change of FIC Pharmacokineti saquinavit saquinavifRitonavi 12qewray | 1 am « That the signs and symptoms of acute infection include fever, headache, fatigue, arthraigia, vomiting, myalgia, diarhea,
oyt puor ange of FTC Pharmacokinetic t©
s ooat fuorne Dose of Coadministered e Parameters»(90% CI) 1000/100twice dailyx 32 (1120148 | (3001 76) 08 nan pharyngits, rash, night sweats, and adenopathy (cenvical andinguinal).
in the -position. Coadministered orug Drugtmg) posetmg) | ™ ritonavit ~ ~ 123(13t0146) = Toget tested for other sexually transmitted infections, such as syphis, chlamydia, and gonorrhea, that may faciltate HIV-1
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