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Information for Healthcare professionals

Preparation and Administration

Visually inspect for particulate matter and discoloration. OPDIVO is a clear to
opalescent, colorless to pale-yellow solution. Discard if cloudy, discolored, or
contains extraneous particulate matter other than a few translucent-to-white,
proteinaceous particles. Do not shake.

Preparation
o Withdraw the required volume of OPDIVO and transfer into an intravenous
container.
¢ Dilute OPDIVO with either 0.9% Sodium Chloride Injection, USP or 5%
Dextrose Injection, USP to prepare an infusion with a final concentration
ranging from 1 mg/mL to 10 mg/mL. The total volume of infusion must not
exceed 160 mL.
o For adult and pediatric patients with body weight 40 kg or greater, do not
exceed a total volume of infusion of 160 mL.
e For adult and pediatric patients with body weight less than 40 kg,
do not exceed a total volume of infusion of 4 mL/kg of body weight.
¢ Mix diluted solution by gentle inversion. Do not shake.
e Discard partially used vials or empty vials of OPDIVO.
e The product does not contain a preservative.

o After preparation, store the diluted solution either:
e at room temperature and room light for no more than 8 hours from the time
of preparation to end of the infusion. Discard diluted solution if not used
within 8 hours from the time of preparation; or

o under refrigeration at 2°C to 8°C (36°F to 46°F) and protected from light for
no more than 7 days from the time of preparation to end of infusion. Discard
diluted solution if not used within 7 days from the time of preparation.

e Do not freeze.

Administration

e Administer the infusion, after dilution, over 30 minutes or 60 minutes
depending on the dose through an intravenous line containing a sterile,
non-pyrogenic, low protein binding in-line filter (pore size of 0.2 micrometer
to 1.2 micrometer).

o Administer OPDIVO in combination with other therapeutic agents as follows:

o With ipilimumab: administer OPDIVO first followed by ipilimumab on the
same day.

o With platinum-doublet chemotherapy: administer OPDIVO first followed
by platinum doublet chemotherapy on the same day.

o With ipilimumab and platinum-doublet chemotherapy: administer OPDIVO
first followed by ipilimumab and then platinum-doublet chemotherapy on
the same day.

o With fluoropyrimidine- and platinum-containing chemotherapy: administer
OPDIVO first followed by fluoropyrimidine- and platinum-containing
chemotherapy on the same day.

» Use separate infusion bags and filters for each infusion.
¢ Flush the intravenous line at end of infusion.
* Do not co-administer other drugs through the same intravenous line.

NN
Ny g

02 aRd

NNy

(o'v'univo) Non 77N 0'wxO IX DA

N9y NUAN

nin

(nix2) nin'o)

jaRma T

7pwna nT

0'{?19n1 NINXY ,0NMY AN

nnMo

T

W'Y M

07270 IX DTN N9 NI'NISTIY NYOIN IX NIN'OY XD, NIMINTX ,ANN9
nn'? oy 7w e

NI A'w1 YT DN

NI NF7T

n'Y M

NTaYN NIP'T2 79 NP K7 NIRXIN

1100 yinn p'wnnwn 1-10-2 NI'LsmMy NIYsIin ,(common) NINDY 'XiI7 NIYDIN

(19101 DIN) D™7'9N0'] 210N 027 DT 'AN 7Y NINI NN NRXIND DIN

AN, NN MYRIE 7YY DI7RN NN'WIA MTDINNAN (0'01ININID) NXMIN NINPIA NPT @
201 vl

N7 [(0NN NVI7A NI7'WD-NN) DTTRAMIDN] TR [INTIN 7 NIdIMI NinY @
7pwna 't N9ty nNa?

VYIIN 72U NNXN @

N9MN NMY7D NV e

'RI7 NIYOINN NRXIND NN ©

AXNIN'7'9'R 7w DIXY |17V D2 AR (ipilimumab) axnm*7'9'x ny 1 T9IX 7w 2'71wn 19104
AT 1w P 117 DA aX (cabozantinib) 2n'vatiaE Dy TOIX YW 21wn 19m0Y

NX9I7 N9 ,'NII7 NIYOINYT YA 'RIDT YTNY7 .IAMTOIN 7w NIMWONRN 'KI7N NIYDIN 72 K7 n'7IX
M7o0nn

NYSINN 7210 ANK TWKD IX NMNN 'KI7Q NIYDINN NNK DX ,'RI7 NYSIN QYOI DX
.NX91N DY YYUNA'7 17,1172 2T K7W RN

'R NIYOIN 2V T WA 7V NX'NY7 NIYXARA NIRNDAN TIWNYT 'RI7 DIYOIN 72V NIT? [N
nonn (www.health.gov.il) nixnan Twn AR 7w nan 9T Xxmw "MoNn 719'0 27y
https://sideeffects.health.gov.il w7 N0 "y Ix,'KI7 NIYDIN 7V NrT? Hnn 091047

?091NNn DX [onx? ' .5
NI0I DT AW'N7 YINN 1120 DIPN2 MNYY7 W' DNNXK N9NN 721 1T n9nn n72win yvin e
ARIIN K77 AXPN7 DNAn 7R .00 vann ) T 9V nigien Ik 0eT? 9w DneRa
IN9INn nwNion
RN .ATIRD 22 7Y v (exp. date) NaIvNn JINN MINK NN WNNwnY? 'R
YTIN IMIX 7Y [NNKRA DI'7 ON"NA NAIDNA
JIPIAPAN IONK *T-7V 1K 190 a7 wr .2°C-8°C-2 1N'pa 1wy W' IoNX 'Nan e
W nt? Ty nNipnn nrsa
QW17 IR R'OPNT 'R
X7 'N'YN DX .N1DNN YA 0t 7 N N NN DR DY7WR7 YN 79 nnnn Nk
NN INKYT AMTOIX DX [ONK7 [N, N T N1
7 7nn) niyw 8-n Ni' X7 7w 0t 7197 TN Nixni (20°C-25°C) 2 Tn nivvnova o
SR NN DI'o VI NN At (D't
IX
N1dNN YA om' 7 Ty 7w At 7397 2ixn ami 2°C-8°C 7w nn1viosnoa N o
.[nnn oro? Twi
UIN'YA [I'RY NIDNN TRWYNYT TYD NPINN DR 7RY .N9WKRYT IR 27 NI9NN 17wn? 'R
.N21200 7V An7 NTY* 178 D'YXNX

:qon yTn .6

:Da N'7'2n A9NNA ,7'Yon Mina 7y qon

Mannitol, sodium citrate dihydrate, sodium chloride, polysorbate 80, pentetic acid
and water for injection. May contain hydrochloric acid and/or sodium hydroxide.
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