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2668/NOVO NORDISK ¢ NOVOSEVEN RT

Study 4: Dosing by Treatment Group

Bolus Injection
90 micrograms/kg

For the latest PDR product information,

Continuous Infusion
50 micrograms/kg/h

(n=12) (n =12)
Days of dosing, median (range) 10 (4-15)° 10 (2-116)
No bolus injections, median (range) 38 (36-42) 15(0-7)
No. of additional bolus injections. median (range) 0(0-3) 0(0-4)
Mean total dosc. mg 237.5 292 2

* Includes dosing during the follow-up peried after the 10-day study period

Efficacy by Dose Group, for Patients Receiving Doses Ranging from <61 to >90 micrograms/kg NovoSeven,
Compassionate Use Programs and HTRS Registry

NovoSeven Dose {(micrograms/kg)

Outcome* Unknown <61 61-69 70-80 81-89 90 >90
Effective N (%) 1(33) 3(75) 5 (63) 10 (63) 12 (57) 10 (67) 26 (58)
Partial N (%) 133) 0 00 3(19) 3(14d 2(13) 11 (24}
Ineffective N (%) 0(0) 1(25) 3(38) 2(13) 2 (10} 213) 7 (16)
Unknown N (%) 1(33) 0(0) 0(0) 1(6) 4(19) (N 1(2)
No. of Bleeding Episodes’ 3 4 8 16 21 15 45

Outeome assessed at end of treatment, last observation carried forward
1 N (/) do not add up to 100 due to rounding

Total
67
20

17

— ———WARNINGS AND
DA E REACTIONS to
-877 69 or FDA at 1-i!l)0~nFt[:l'i1
med .

1127

3 One patient in the HTRS registry was excluded from cfficacy analysis since NovoSeven was used to maintain

hemostasis after bleeding had been controlled

solution for subcutaneous use
Initial U.S. Approval: 2010

License Number: 1261

Novo Nordisk® is a registered trademark of Novo Nordisk
AlS.
NovoS
Health .
© 1998-2010 Novo Nordisk A/S
For information contact:

Novo Nordisk Inc.

100 College Road West
Princeton, NJ 085-10, USA
1-877-NOVO-777
www.NovoSevenRT.com
Manufactured by:

Novo Nordisk A/S

2880 Bagsvacrd, Denmark

« registered trademarl of Novo Nordisk

arm (2).

adjustment (2).

VICTOZA® R
|VIC-tow-2al

(liraglultide (rDNA origin} injection)

Solution for Subcutaneous Use

Bl
ncl ion
eff seri

Victoza® (liraglutide {rDNA origin) injection)

IMPORTANT NOTICE: Updated drug information is sent bi-monthly via the PDR* Update Insert. For monthly email updates, register at P
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See 17 for PATIENT COUNSELING INFORMATION
and Medication Guide
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11
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2670/NOVO NORDISK e VICTOZA

Dizziness 58 52 ‘ Table 2 Adverse events reported in =5% of Victoza-treated patients and occurring more frequently with Victoza
i compared to placebo: 26-week combination therapy trials
Sinusitis 56 60 ‘
. Add-on to Metformin Trial
Nasopharyngitis 5.2 52 '
praryne! All Victoza + Placebo + Glimepiride +
Back Pain 50 44 Metformin Metformin Metformin
N=724 N=121 N =242
Hypertension 30 60
Adverse Event Term (S22 (<
{See table 2 at right] Nausea 152 41 33
Gastrointestinal adverse events
In the five clinical trials of 26 weeks duration or longer, gas-  Diarrhea 109 41 37
trointestinal adverse events were reported in 417% of
Victoza-treated patients and were dose-related Gastroin- ~ Headache 90 66 953
testinal adverse events occurred in 177 of comparator-
treated vents co Vomiting 65 08 0.4
among ed pat ,V
diarrhe and co tri Add-on to Glimepiride Trial
weeks duration or longer, the percentage of patients who re- L
ported nausea over time. Approximately 137 of All Victoza + PJQCCt{D_* ROS‘?—'IMW““ v
Victoza-treated and 27 of comparator-treated pa- Glimepiride Glimepiride Glimeninde
tients reported nausca during the first 2 weeks of treat- N =695 N=114 N =231
ment Adverse Event Term o) (G2l
the potentially immunogenic properties of Nausea 75 18 26
Diarrhea 72 1.8 22
presence of anti-liraglutide antibodies at the end of treat- Constipation 53 08 17
ment. Low titers (concentrations not requiring dilution of : N
serum) of anti-liraglutide antibodies were detected in 8 6 Dyspepsia 52 09 26
of these Victoza-treated patients. Samphng was not per- Add-on to Metformin + Glimepiride
formed uniformly across all patients in the clinical trials,
and this may have resulted in an underestimate of the ac- Victoza 18 + Placebo + Glareine +
Metformin + Metformin Metformin
Glimepiride + Glimepiride + Glimepiride
N = 230 N=114 N =232
and in 4.8 of the Victoza-treated patients in the 26-weck  Adverse Event Term o )
add-on combination therapy trials These cross-reacting an-
tibodies were not tested for neutralizing effect against na-  Nausea 139 35 13
tive GLP-1, and thus the potential for clinically significant
neutralization of native GLP-1 was not assessed Antibodies  Diarrhea 100 53 13
that had a neutralizing cffect on liraglutide in an in vitro
assay occurred in 2 3% of the Victoza-treated patients in the  Headache 96 79 36
52-weck monotherapy trial and in 107 of the Victoza-
treated patients in the 26-weck add-on combination therapy Dyspepsia 65 09 17
trials
Vomiting 65 35 0«

these patients compared to 367, 34 and 357 of antibody-
negative Victoza-treated. placebo-treated and active-

control-treated patients, respectively. The specific infections + Rosiglitazone Rosightazone
which occurred with greater frequency among Victoza- N =355 N=17
treated anti tive patients were primarily nonseri- . .
ous upper ry tract infections. which occurred ~ Adverse Event Term S e
among 11% of Victoza-treated antibody-positive patients; .
and among 7% 7% and 5 of antibody-negative Victoza- Nausea 316 86
treated. placebo-treated and active-control-trcated patients, Diarrh 41 63
respectively. Among Victoza-treated antibody-negative pa- jarrhea °
tients, the most common category of adverse cvents was s

that of gastro al events, which occurred in 4377, 18 Vomiting 124 29
and 197 of v-negative Victoza-treated, placebo- . :

treated and active-control-treated patients. respectively. Decreased Appetite 93 1
Antibody formation was not associated with reduced eflicacs  Aporexia 9.0 00
of Victoza when comparing mean HbA,, of all antibody-

positive and all antibody-negative patients. However. the 3 Headache 82 48
patients with the highest titers of anti-liraglutide antibod-

ies had no reduction in HbA,, with Victoza trcatment. Constipation 51 11
In clinical trials of Victoza. events from a composite

of adverse cvents potentially related to immunogenicits Fatigue 51 17

(e g. urticaria, angioedema) occurred among 0 &% ot
Victoza-treated patients and among 0 4’7 of comparator-
treated patients Urticaria accounted for approximately
one-half of the cvents in this composite for Victoza-treated
patients Patients who developed anti-liraglutide antibodies
were not more likely to develop events from the immunoge-
nicity events composite than were patients who did not de-
velop anti-liraglutide antibodies

Injection sitc reactions

Injection site reactions (¢ g, injection site rash ervthema)
were reported in approximately 2% of Victoza-treated pa-
tients in the five clinical trials of at least 26 v ecks duration

Less than 0 2¢/ of Victoza-treated patients discontinued due
to injection site reactions

Papillary thyroid carcinoma

In clinical trials of Victoza there were 6 reported cases of

For the latest PDR product information, visit PDR.net

Add-on to Metformin + Rosiglitazone

All Victoza + Metformin

Placebo + Mett

cinomas were <1 cm in greatest diameter and were diag-
noscd in surgical pathology specimens after thyroidectomy
prompted by findings on protocol-specified sereening with
serum calcitonin or thyroid ultrasound

Hypoglyveemia

In the clinical trials of at least 26 weeks duration. hypogly-
cemia requiring the assistance of another person for treat-
ment occurred in 7 Victoza-treated patients (2 6 cases per
1000 patient-ycars) and in no co treated paticats.
Six of these 7 patients treated wi were also taking
a sulfonylurca One other putient was taking Victoza in
combination with metformin but had another likely expla-
nation for the hypoglycemia (this event occurred during hos-
pitalization and sulin 1 } (Table 3\. Two addi-

cranial hemorrhage and uncertain food intake!

[Sce table 3 at top of next pagel

papillary thyroid carcinoma in patients treated with Victoza tional cases of cemia ng the assistance of m net
and 1 casc in a comparator-trcated patient (19 vs 0 6 cases another person for treatment huave subscquently been re- of o
per 1000 patient-years). Most of these papillary thyroid car-  ported in patients who were not taking a concomitant sul- 07: P

(

P L L

IMPORTANT NOTICE: Updated drug information is sent bi-monthly via the PDR* Update Insert. For monthly email updates, register at PDR.net.
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2672/NOVO NORDISK e VICTOZA For the latest PDR product information, visit PDR.net

Table 4 Results of a 52-week monotherapy trial* 15‘:;::&:?ﬁ'g‘i"cé’iﬁ?gﬁﬁi’r’aﬁog““'TS' making Victozs
Victoza 1.8 mg Victoza 1.2 mg Glimepiride 8 mg

Intent-to-Treat Population (N) 246 251 248

HbA, (%) (Mean)

Baseline 82 82 82

Change from baseline (adjusted mean)’ -1.1 -0.8 -0.5

Difference from glimepiride arm (adjusted mean} -0.3¢

95% Confidence Interval (-0.8,-04) (-0.5,-01)

Patients (<) achieving A;, <77 51 43 28

Fasting Plasma Glucose (mg/dL} (Mean)

Baseline 172 168 172

Change from baseline (adjusted mean' -26 -15 -5

Difference from glimepiride arm (adjusted mean)’ -20* -10° in patients with body weight >160 kg.

95¢ Confidence Interval (29, -12) 19, -1) Pediatric—Victoza has not been studied in pediatric pa-

Body Weight (kg) (Mean)

Baseline 92.6 921 93.3

Change from baseline (adjusted mean)' 2.5 -2.1 +1.1

Difference from glimepiride arm (adjusted mean)’ -36° -32°

95% Confidence Interval (-4.3,-29) (-3.9, -2.5)

“ Intent-to-treat population using last observation on study
+ Least squares mean adjusted for bascline value

£ p-value <0 0001

§ p-value <0.05

a membrane-bound cell-surface receptor coupled to adenylyl
oo VTR

*
** (4
o .
sest® drug-drugio-
cose concentrations decrease and approach euglycemia. e obe® ) and plasm
JORTRE
seee st
[
on se
le- (~0.7 mg)
pe g Graded
Infusi P
Glucose Infusion of the co-administered drugs
12.3 Pharmacokinetics
ofile is
d after tol5h
ered fa
postprandial glucose throughout the day /sce Clinical Phar-
lower after Victoza 18 mg
Gluco ndent insulin secrction ous 556%
The e a single dose of 7.5 meg/kg (~ 0 7 mg) Victoza  Dis ume ion af-
on insulin secretion rates (ISR} was investigated in 10 pa-  ter Viet is ap-  was delayed from 1 h to 3 h with Victoza
sion.
s in-

[See figure at top of next column]

od glucose by stimulating insulin secre-
glucagon secretion. A single dose of
Victoza 7.5 meg/kg (~ 0 7 mg) did not impair glucagon re-

sponse to low glucose concentrations. route of elimination.
elay ¢ emptying, ther
post glucose appears

lation

Cardiac Electrophys )

The effect of Victoza repolarization was tested in

a QTec study. Victoza at steady state concen with

daily doses up to 1.8 mg did not produce QTc ation.

IMPORTANT NOTICE: Updated drug information is sent bi-monthly via the PDR® Update Insert. For monthly email updates, register at PDR.net.
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2674/NOVO NORDISK e VICTOZA

Table 6 Results of a 26-week trial of Victoza as add-on to sulfonylurea®

For the latest PDR product informaﬁun ]

[See table 5 at top of previ

ous
Add-on to Sulfonylurea Page]

Victoza 1.8 mg + | Victoza 1.2 mg + Placebo + Rosiglitazone {:3 gg %ﬁs_—weekvl}rénl. 110;1 Pationty werl
Glimepiride Glimepiride Glimepiride 4mg' + "j;g fi‘éuz;L.,Z“i'mg“(o”ii.m";’é;ﬁ‘“‘m 1§
Glimepiride | in tho United States), all s add-qn g 3 Rimal g
Intent-to-Treat Population () 234 228 114 281 ) ‘;ﬁ;’;;fﬂd P
bl 7 idd 't
lowed by a maintenance period of
HbA,, (%) (Mean) the titration period, doses of giima;i:i';?:l;f :
z 4 mg/day. The doses of glimepirids re
e 40 £ o % discretion of the investigator) from 4 muye’
Change from baseline (adjusted mean)* 1.1 11 +0.2 0.4 2 mgfday LTII;:"’“";JI after rﬂndomizatiﬂn.yi:o :
spacepatieyselvemin o e L
Diffe frons placebo + glimepirid 1.4} -1.8¢ sl O2f & MR and
e e ol 1 Sty ng
n mean HbA,, compared to placehy addiog
95% Confidence Interval (1.6, -1.1) (15,-1.1) (Table 6). The percentage of patients whg 4,
to ineffective therapy was 3.0% in the 1;51::0”
Patients (%) achieving A, <7% 42 35 7 22 glimepiride treatment group, 3.5% in the it
glimepiride treatment group, 17 in the p, 1
Fasting Plasma Glucose (mg/dL) (Mean) iride treatment group, and 6.9% ip the Yogie
limepirvide treatment group. glity
Baseline 174 177 171 179 [See table 6 at left]
Add-on to Metformin and Sulfonylureq
Change from baseline (adjusted mean)* -29 -28 +18 -16 In this 26-week trial, 581 patients vy iy
Victoza 1.8 mg, placebo, ar insulin glargin, ik
Difference from %JlECEbO + glimepiride arm -47¢ 46t metformin and glimepiride. Randamizatioy tm?'
(adjusted mean) a f-week run-in period consisting of 5 Swenl fl’ :
formin and glimepiride titration period followeq
95% Confidence Interval (-58, -35) (-58, -35) tenance period of another 3 weeks. During pjy, ub'!
- riod, doses of metformin and Elimepivide y
Body Weight (kg) (Mean) . increased up to 2000 mg/day and 4 mg/day, 1,
X ter randomization, patients randomized to Vigtgey gt
Baseline 83.0 80.0 819 80.6 underwent a 2 week period of titration with Victomy, o
- the trial, the Victoza and metformin doses
M T " i 1d mo were
Change from baseline (adjusted mean) 0.2 +0.3 0.1 +2.1 _tho;%h g?eij:i;nt:d me glargine doses aruulg{
z : = Justed. Patien glargine twice-weak] ;
DLE_Ferm;ﬂ fram ;)lacebo + glimepiride arm 0.1 04 first 8 weeks of treatment based on aelimmimed
(udjusted medn) plasma glucese on the day of titration. Affer Wak 3
frequency of insulin glargine titration was lefl (o (ks
95% Confidence Interval (-0.9, 0.6) (-0.4,1.2) tion of the investigator, but, at a minimum, hy
: N 5 dose was to be revised, if necessary, at Weoks 12 g
* Intent-to-treat population using last observation on study : i e
T For rosiglitazone, one-half of the maximal approved United States dose. On'lg 20% of giargm?-trpated Pﬂbent‘q_nch‘“”‘!
g ; g _specified target fasting plasma glucose of =100
t Least squires mean adjusted for baseline value Therefare, optimal titration of the insulin glargine d oo
SHD;yalue 20,0007 not achieved in most patients, e m
Table 7 Results of a 26-week trial of Victoza as add-on to metformin and sulfonylurea® mﬁx:ul“;ﬁl mvl ’ 5mh§i:ﬂd|]i;$;§1§$:i€2:$n%
= = = in HbA;. compared to placebo add-on to glimepiride und
Vicn;lz;ztfa 1.8_mg + Placebo.+ Mgt.iormm + Insulin glargme + m,etﬁ}l‘m.:n (Table 7). The percentage of pationts who dise
ormin + Glimepiride Metformin + P gl 0 <,
Glimepiride Glimepiride tinued due to ineffective therapy was 0.9% in the Vidos
P 1.8'mg + metformin + glimepiride treatment group, (4%
P 3 the insulin glargine + metformin + glimepiride treafmist
Intent-to-Treat Population {N) 230 114 232 5, nitdl 11.3% i the placobo + metformin + ghmrpf“
HbA, (%} (M treatment group.
el Sl o) [See table 7 at left]
Baseline 8.3 8.3 8.1 Add-on to Metformin and Thiazolidinedione A
In this 26-week trial, 533 patients were randomlzed‘bo
Change from baseline (adjusted mean)* -1.3 0.2 il Victoza 1.2 mg, Victoza 1.8 mg or placebo, all as a_dd-mtn.
rosiglitazone (8 mg) plus metformin (2000 mg). Patient=am
Difference from placebo + metformin + 118 derwent a 9 week run-in period (3-week forced dose estals
glimepiride arm (adjusted mean)* tion followed by a 6-week dose maintenance phase) Wil
rosiglitarone (starting at 4 mg and increasing to 8 myt
95% Confidence Interval (-1.3, -0.9) within 2 weeks) and metformin (starting at 500 mg Wit o
creasing weekly inerements of 500 mg to o final dosd
Patients (%) achieving A;. <7% 53 15 46 2000 mg/day). Only patients who tolerated the fina d ]
Tosiglitazone (8 mg/day) and metformin (2000 mg/day]
Fasting Plasma Glucose {mg/dL} (Mean) completed the B-week dose maintenance phase wers ¥
3 for-rand inta the trial. lgﬂl'
Baseline 165 170 164 Treatment with Vietoza as add-on to metformin andif i
azoue produced o statistically significant reduction 10 F5 :
Change from baseline (adjusted mean)* -28 +10 -32 thkg.,mmﬁd to plagebo ndd.f:i,u metformin nﬂdmﬂi& ot
Table 8). The f patients who : |
Dl o e+ e T s s S M R
glimepiride arm (adjusted mean)* 1.8 mg + metformin + resiglitazone treatment RTU“P'!’:;ﬁ B
in the Victoza 1.2 mg + metformin + rasiglitnzone (redt®Ee 4 g
ey il G15.5:30) group; and 16.4% in the placebo + metformin + rosigi#= e H8L
o treatment group. of )
Body Weight (kg) (Mean) [See table 8 at top of next pagel ¢ %
Baseline 85.8 85.4 85.2 16  HOW SUPPLIED/STORAGE AND HANDLlNg M
16.1 How Supplied s contdil 7,
Change from baseline (adjusted mean)? -1.8 -0.4 1.6 Vietoza is available in the following package sizes div‘i‘“'] h#:ng
. ing disposable, pre-filled, multi-dose pens, Each 0101 f i
Difference from placebo + metformin + 141 pen delivers doses of 0.6'mg, 1.2 mg, or 1.8 mE (G hllw
glimepiride arm (adjusted mean)! 3 mL). . hu 4
2 X Victoza pen NDC 0169-4060-12 e
95% Confidence Interval 21,-0.7) 3 % Victoza pen NDC 0169:4060-13 g g o
3 - : Each Victoza penis far use by a single patient. A Vield T | el
* Intent-to-treat population using lust ohservation on study should noyar b shared between patients, even if the " gy
t For insulin glargine, optimal titration regimen was not achieved for 80% of patients. is changed. A :JT hol
t Least squares mean adjusted for baseline value 162  Recommended Storage ige Lol
§ p-value <0.0001 Prior to first use, Victozn should be stored in a rellE s :-f';%l
1 p-value <0.05 between 36°F to 46°F (2°C to 8°C) (Table 9). Do aot T,

IMPORTANT NOTICE: Updated drug information is sent bi-monthly via the PDR® Update Insert. For monthly email updates, register at PDR.net:
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2676/NOVO NORDISK = VICTOZA

For 'the latest PDR product

informaﬁnn

® have or have had kidney or liver problems,

® have any other medical conditions,

¢ are prognant or plan to become pregnant. I is not known
if Vietoza will harm your unborn baby, Tell your health-
care provider if you become pregnant while taking
Victoza.

© are breastfeeding or plun tg breastfoed. Tt is not lnown if
Victoza pasace into your breast milk. You and vour health-
care provider should decide if you will take Victoza or
breastfeed. You should not do both without talking with
your healthcare provider first

Tell your healtheare provider about all the medicines you
take including prescription and non-preseription medicines,
vitamins, and herbal supplements, Victoza slows stomach
emptying and can affect medicines that need to pass
through the stomach quickly. Vietoza may affect the way
some medicines work and same other medicines may affect
the way Victoza works. Tu]] yaur healthtare provider if you
take other dinbetes medicines, especinlly sulfonylurea medi-
cines or insulin,

Know the medicines you take. Keep a list of them with you

to show your healtheare provider and phurmacist each time

you get a new medicine.

How should | use Victoza?

© Use Victoza exactly as preseribed by your healtheare pro-
vider. Your dose should be inereased after using Vigloza
for'one week. After that, do not change your dose unless
your healtheare provider tells you to.

* Vietoza it injected 1 time each day; at any time during the
day.

* You can take Victoza with or without foed.

® Victoza comes in a prefilled pen,

® Your healthcare provider must teach you how to inject
Vietoza before you use it for the first time, It you have
questions or do not understand the inatructions; talk to
your healthcare provider or pharmacist, See the Patient
Instructions for Use that come with this Medication
Guide for detailed information about the right way to use
your Victoza pen.

* Pen needles are not ineluded. You may need a prescription
to get pen needles fram your pharmacist, Ask your health-
care provider which needle size is best for you,

* When starting a néw prefilled Vietoza pen; you must, fal-
low the “First Time Use for Each New Pen” (see the de-
tailed Patient Instructions for Use that, comes with this
Medication Guide). You only need to do-this 1 time with
each new pen: You should also do this if you drop your
pen. If you do the “First Time Use for Each New Pen® be-
fore each injection; you will run out of medieine too so6n.

* Inject your dose of Vietora under the skin (subeutaneous
injection) in your stomneh nrean (ahdomen), upper leg
(thigh}, or upper arm, as instructed by your healtheare
provider. Do not inject into a vein or muscle.

*If you take too much Vietoza, eall your healtheare pro-
vider right away. Too much Vickoza MAY CAuSe Severe nay-
sef and vomiting,

* Follow your healtheare provider's instructions for diet, ex-
ervige, how often ta test your blood sugar, and when to get
your HbA,_ checked. 1f you stop using Vietoza your hlood
sugar levels may increase, First talk to your healtheiife
provider if you want to stop taking Victoza.

® Your duse of diabetes medivines Ty need to be changed if
your ‘hody is under certain types of stress, Toll Your
healthcare provider if you:

* have fover

® have trauma

* have an infection

* plan to have or have had surgery

* Never share your Victoza pen or needles with another per-
son: You may give an infection to them, or get an infection
from them.

What are the possible side effects of Victoza?

Victoza may cause serious side effects, including:

¢ See “What is the most impdftant information I should
know about Victoza?”

* Low blood sugar (hypoglycemia), Your risle for getting
low blood sugar is higher if you take Victozs with another
medicine that can cause low blood sugar, such as a sulfo-
nyluren. Tn some people, the blood stgar may gef so low
that they need another person to help them. The dose of
your sulfonylures medicine may need to be lowered while
yau use Vietors, Signs and symptoms of low blood sugar
may include:

* shakiness

® sweating

¢ headache

¢ drowsiness

* weakness

* dizziness

¢ confusion

¢ irritability

* hunger

* fast heartheat

* feeling jittery

IMPORTANT NOTICE: Updated drug information is sent bi-monthly via the PDR*

Talk to your healthcare provider about how to recognize and
treat Jow blood sugar. Make sure that your family and other
people who are around you n lot kivow how to recognize and
treat. low blood sugar.

Common side effects of Vietoza include:

* headache

* nauseca

¢ diarrhea

Nausea is most common when first starting Vietoen, but de-

ereases over time in most people as their body gets used to

the medicine. Tell your healtheare provider if you have any
side effect that bothers you or that does-not ED away.

These are not all the side effects with Victoza. For more in-

formation, ask your healtheare provider or pharmacist.

Call your doctor for medieal advice about side offects: You

may report side effects to FDA at 1-800-FDA-1088.

How should | store Victoza?

Before use:

® Storc your new, unused Victoza pen in the refrigerator at
36°F to 46°F (2°C to 8°C).

¢ Do not freeze Victoza or use Victoza if it has been frozen.
Do nat store Vietoza near the refri gerator cooling element.

Pen in use:

¢ Stare your Victoza pen for 30 days either at 59°F 1o 86°F
{15°C to 30°C), or in a refrigerator at 36°F to 46°F (2°C
to 8'C),

° When carrying the pen away from home, store the pen at
a temperature between 59°F to 86°F (15°C to 30°C) and
Leep il dry.

* If Victoza has been exposed to temperatures above 86°F
(30°C), it should be thrown away.

¢ Protect your Victoza pen from heat and sunlight.

* Keep the pen cap on when your Victoza pen s not in use.

* Use your Victoza pen within 30 days after fhe first day it
s atored outdide the refrigerator, After these 30 days,
throw away your Victoza pan‘even if some medicing is left
in the pen. =

¢ Do not use Victoza after the expiration date printed on the
carton.

Do not stare the Victoza pen with the needle attached, Al-

ways eafely remove and safely throw away the needle after

each injection. This may help prevent contamination, infee-
tion and leakage, It also helps to make sure that you get the
correct dose of Victoza. See the Patient Instructions for Use

Jor information about how to dispose of used pen needles

and ussd Victoza pens.

Keep your Victoza pen, pen needles, and all medicines out
of the reach of children.

General information about Victoza

Medicines are somelimes prescribed for purposes other than
those listed in a Medication Guide. Do not use Vietoza fora
condition for which it was not preseribed: Do not give
Victoza to ather peopls; even if they have the same symp-
toms you have. It may harm them.

This Medication Guide summarizes the most important in-
formation you should know about using Victoza. If you
would like more information, talk with your healtheare pro-
vider. You can nsk your pharmaciat or henlthcare provider
for information about Victoza that is written for Health. pro-
fessionals,

For more information, go to victoza.com or call 1-877-484-
2869.

What are the ingredients in Victoza?

Active Ingredient: liraglutide

Inactive Ingredients: disodium phosphate dihydrate, prop-
ylene glyeol, phenol and water for injection

Manufactured by:

Novo Nordisk A/S

DK-2880 Bagsvaerd, Denmark

For information about Victoza contact:

Novo Nordisk Inc,

100 College Road West

Princeton, NJ 08540

1-877-484-2869

Issued: January 2010

Version: 1

This Medication Guide has been approved by the U.S. Food
and Drug Administration.

Vietoza® is a registered trademark of Nova Nordisk A/S.
Victoza® is covered by US Patent Nos, 6,268,343, 6,458,924
and 7,235,627 and other patents pending.

Victoxa® pen 15 covered by US Patent Nos, 6,004,297,
6,235,004, 6,582 404 and other patents pending,

© 2010 Nove Nordisk A/S

PATIENT INSTRUCTIONS FOR USE

Victoza (liraglutide [rDNA origin]) injection

[See figure al top of next column}

First read the Medication Guide that comes with your
Victoza pen and then read these Patient Instructions for
Use for information about how to use your Victoza pen the
right way,

DR. REDDY’S LABORATORIES, INC.
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Victozr Pan . ausor Cuaizza Tl Grermigs
stoppar scain

These instructions do not take the Pl it iam K
healtheare provider about your hedigy) :“‘. ting
treatment, Inditip,
Your Victoza pen contains 3 ml, of Vietomg are
doses of 0.6 mg, 1.2 mg or 1.8 my. Ty, uu;i,f“i :
you tan take with a Victoas pen depeng, o o
icine that is preseribed for you
will tell you how much Victoza 1o tike
Victoza pen should be nsed with Nove Nopdiop:
needles. Talk to your healtheare Brovider g
more information about needles for vour \‘Eciu
Important Information b
* Do not share your Victoza pen op ne ™.
else. You may give an infoction to Lhtmﬁi}::“u?]
from them.
¢ Always use a new needle for ench jactiy.
® Keep your Vietoza pen and all Medicings gup gpey
of children,
* If you drop your Victoza pen, repeat *Fipt
Fiach New Pen” (steps A through D).
® Be careful not. to bend or damage the needle,
* Do not use the cartridge scale tn measurs ligy
Victoza to inject. A
¢ Be careful when handling used needes vl
stick injuries. e “—“:-’.5'3‘
* You can use your Victoza pen for up to 30 da: P
use it the first time. p B ﬂﬁer‘_”-’?"
Caring for your Victoza pen ~F
* After removing the needle, put the DLn cap onlyour
Victoza pen and store your Victoza pen without the needje.
attached. i

5

¢ Do not try to refill your Victoza pen - it is prefilled andis
disposable. |
* Do:not try to repair your pen or pull it apart. - [
* Keep your Vietoza pen away from dust, dirt and liquids. |
¢ If eleaning is needed, wipe the outside of the pen with 8 |
clean, damp cloth.
How should | store Victoza? |
Before use: ¥ ! o
® Store your new, unused Victoza pen in the refrigeralot
86°F to 46°F (2°C to 8°C). ..
» I Victora is stored outside of refrigeration (by mm—"}hh
prior to first use, it shoald be used or thrawn away Wi
30 days.
* Do not freeza Victoza or use Victoza if it has bmlm
Do not store Victoza near the refrigerator cooling o
Pen in use; i (15
* Store your Vietoza pen for 30 days at 59°T t“ja,F %g
to 80°C), or i refigoratar at 36 to 46°F (2010 S
® When carrying the pen away from homs, slore th%,
a femperature betwean 59°F to 86°F (15°C to 30'Ch g g
* If Victoza has been exposed to femperatures abo Rl
{30°C), it should be thrown away. :
® Protect your Victoza pen from heat and sunlight e
» Keap the pen cap on when your Victoza pen is i o vsed |
* Use a Victaza pen for only 30 duys. Throw a-w“)'g Jaft i
Victoza pen after 80 days, even if some medicine ¥
the pen.
First Time Use for Each New Pen |
Step A. Check the Pen
© Take your new Victeza pen out of the refrigerato”™
¢ Wash hands with soap and water before vse.
* Cheek pen label befors each use to make sure i
Victoza pen.

pis your

()30 PA U
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Step Dispose of the Needle
*Ca outer necdle cap over the needle Up-
ser

(WY

* Safely remove the needle from your Victoza pen after each
use.

Ortho-McNeil-Janssen

Pharmaceuticals, Inc.

RARITAN, NJ 08 and
TITUSVILLE, NJ 00

In Emergencies:

(908) 218-7325

For Patient Education Materials Contact:
877-323-2200

For Customer Service {Sales and Ordering):
800-631-5273

To obtain Prescribing Information on the following prod-
ucts, please contact:

Ortho-McNeil-Junssen Pharmaceuticals Ine

1000 Route 202 South

PO Box 300

Raritan, NJ 08569-0602

AXERT Tablets
DORIBAX Injection
ELMIRON Capsules
HALDOL Injection
ccanoate IM Injection
Tablets
NATRECOR for Injection
ORTHO-CEPT Tablets
ORTHO-CYCLEN Tablets
ORTHO Diuphragm Kits
ORTHO MICRONOR Tablets
ORTHO-NOVUM 1/50 Tablets
ORTHO-NOVUM Tablets
ORTHO TRI-CYCLEN Tablets
EN LO Tablets
DsC
RAZADYNE Oral Solution
RAZADYNE Tablets
elease Capsules
olution. M-Tab

For the latest PDR product information, visit PDR.net

TERAZOL 3 Vaginal Suppositories
TERAZOL 7 Vaginal Cream
TOLECTIN 200/400/600
TOPAMAX Sprinkic Capsules
TOPAMAX Tablc ts
TYLOX Capsules
ULTRACET Tableis

JLTRAM Tablets
ULTRAM ER Extcnded-Release Tublets

CONCERTA®

[kon SER-ta)
(methylphenidate HCI)
Extended-Release Tablets(i’

HIG

The on needed
tou I prescrib-
ing

CONCERTA® {methylphenidate HCI) Extended-Release Tah-
lets CH

Initial U.S. Approvai: 2000

WARNING: DRUG DEPENDENCE
See full prescribing information for complete boxed
warning.

FORMS AND STRENGTHS—___
Tablets: 18, 27, 36, and 54 mg (3)

Known hypersensitivity to the product (4 1)

Marked anxety, tension, or agitation (4 2)

¢ Glaucoma (4 3)

¢ Ticz or a family history or diagnosis of Tourette’s syn-
drome (4.4)

. e wth: ud
Tic in ped 1
. ob th pre- &

* Hematologic monitoring:  Perindic CBC.
platelet counts arc advised durine pro
(5.7

To report REACTIONS, contact
McNeil Pe or FDA at 1-800-FDA-
1088 or w
SPECIFIC P
exercised if
¢ Safe s not been cstablish
less or elderly patients .

year 5)
See 17 for PATIENT COUNSELING INFORMATION
and Medication Guide
Revised: 01/2010

FULL PRESCRIBING INFORMATION: CONTENTS
DRUG DEPENDENCE
1 INDICATIONS AND USAGE

1.1 Spe

1.2 Nee L Progrim
2 DOSAGE

21 Gen

2.2 Patients New to Methylphenidate
2.3 Patients Currently Using Methyiphenida::
2.4 Dose Titration
2.5  Maintenanee/Extended Treatment
26 Dose Reduction and Discontinuation
DOSAGE FORMS AND STRENGTHS
4 CONTRAINDICATIONS
4.1 Hypersensitivity to Methylphenidate
1.2 Agitation
43  Glaucoma

=t

44 Ties
4.5 Mono
5 WARNING
51  Serious Cardiov ascular Ex ents
52 Psychiatric Adverse Events
53  Seizures
54  Long-Term Suppression of Growth
55  Visual Disturbanee
56  Potential for Gastrointestinal Ob:tructicn
5.7 Hematologic Monitoring

6 ADVERSE REACTIONS
61 Commonly-Observed Adverse  Reectons
Double-Blind, Placebo-Controlled Clinical Tnals
62 Other Adverse  Reactions Obsened
CONCERTA® Clinical Trials
6.3 Discontinuation Due to Ads erec Reaction.

6.4  Tics
6.5 Heart Rate Increases
6.6 erience

7 DRU

71 MAO Inhibitors

72  Vasopressor Agents

7.3 ants, Antidepres<ants, &z
cuptake I[nhibitor:

7.4

IMPORTANT NOTICE: Updated drug information is sent bi-monthly via the PDR- Update Insert. For monthly email updates, register at PDR.net,
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