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nim '’n 7w Jono - (malignant pleural mesothelioma) nnix'7on 7@ aknn anr'znim. e
("X NOLYN) VTR DINP DX DADINN
NNI'7NITA DY 0NN [IWKR 17 719'0%7 N1y (ipilimumab) aknim 2'o'x oy 21'7'wa 12 T9IN
.MINT9N 7w DN X7 DR

(advanced renal cell carcinoma) npTpnn a'™Da 'kn VO o

I VN0 DY D'7910N] UKD I 719'07 NTvIM (ipilimumab) axnm*7'9'x Dy 27w A TOIR ©
.NNI2A IN N1 [12'0 NAYTA ,0TpPNA N

Opdivo_NPIL_Dec2021



NI |UN0 DY D'7910NM] [IWRY 17 719'07 NTVIM (cabozantinib) 2'1'vaTiaZ oy A7'wa DFTOIN ©
.0Tpnn n'n

-'0IX 719'0 172'7W DTN D7D 'RN [VNO DY 0'791VUNA 71907 NTVIM T'N* 719'0D I TOIR ©
.DTI 2R

(DTh VY0 ¥ A10) 'OX7j7 AlON NNISN'? 'P"ATIN

NK7 NNTENN IX DITNY 'OXR7{7 210N NNION'™ |''aTIN DY 0NAIANA 719'0% NTYIM 12FT9IR
IX brentuximab vedotin nonna 719'01 (N'A1710IX) 2NMXY VAN YTA 'RN NNUN ©
.(MA7101x) XY VAN YN 'RN NZNWN 7710 0'Moo'o 190 Mg MMPIR 3 ©

(squamous cell carcinoma) XN URIN 1¥ wjpwp 'RN VIO
ANRIXNT UKD 7Y WpWR 'RN 010 7Y NINMNA IX NIRYWN DY 0791002 719'07 NTVIM 12 TOIX
.D1N'V79 NOOIANN N'OININ'D 719'0 INKT IX *TD )N NATPNN DN7NNY

INwa N'NIDYY IX [NWA DITA JVNo - (urothelial carcinoma) nNIRN ‘"N 7w ANy
N'NISYY IX MWD DT [VY0 DY 0'7910N] (adjuvant) o'7wn 719'0> NTYIM ATOIX - ©
H1Iman W 'z T nnon NKY n'7nnn Nnw na [12'oa Nwn
IN YN DT MM IX N DTN V10 Oy 0'7910N 719'07 NTYIM 1A' TR ©
NN N'NIvhY
DI2'0Y79 NOOIAN N'OININ'D 719'0 TNKY7 IX 17NN NNTPNN DN7NNY INR? - ©
,011'079 NOOIAN N'ONIN'D 719'0UN D'WTIN 12 170N NNTPNN DN7NNY INRY? - ©
(adjuvant) n*7wn 719'0> Ix (neo-adjuvant) 7ITan NNon7 NN 197 NV
.NIN1 X7

N7In7nA IX 0an 'yna 7Y 'MNa jvho

D'T7'1 D112 0'7910N2 719'07 N7V (ipilimumab) axnmM*7'o'x DY 2I7'wA IX TN 719'0D 12'TOIN
(mismatch repair deficient) dMMR xvann n72inZnn IX 0an 'yvnn 7w 'MNa juo oy n7vni 12 7an
L TMMONIRIYOA 719'0 WNKY NnTenn on7nnv L (microsatellite instability-high) MSI-H 1x
NV |'0'79' 70771

(hepatocellular carcinoma) 123 JunO
DY T2D |V10 Dy 0'7910n7 NTYIM L(ipilimumab) axnn'7'o'x DY A'7'Wa IX TN 719'0D 127 TOIR
.(sorafenib) 219x1102 719'0 ANK7 (Child-Pugh A) n'77 n*12> nwao

vYI JVNO
NNIX |00 IX LYI VN0 7¥ AX7A NNMD NXY (adjuvant) n'7wn 719'0d NTYIM AMTOIN ©
.ANMdN 197 MIIP-IN'D 19102 17910YW 0'7910NA ,NAIZIND N7NN N'IRY DY ,0WI NP
,N'M] 11'RY WPYR 'RN 7¢ DN a10n VYI VIO DY 0'7910N1 719'07 NTYIM AMT9IN - ©
.DI'0Y91 [FTNMI'9NINRIZO NO0IAN N'9ININA DTIR 719'0 INKY? ,'MIINA IX ITIN ,DTENN

VYIIN 7Y DNI'YXIPITRI DYI DA DALY VY0 ,NA')? V0
X7 |10 DY 0'791UN2 71907 NTYIM DI'O79I1 PTN'ONIXRITO N7'DNN N'OININ'D DY 2I7'WA 1AMTOIX
LOWIIN 7Y NNIPZINTR IR VYT NP DNIX L, NAYPD 7¢ "M IR OTpnn N

LU079IN] 'VIN IN'V'I9N nxiye

9NN win'wa 19Y7 .2

N9INNN 07N TWX 0'9011N DADINNN TRX 757 IX (AXNI17121) 7'won minY ('17KR) v nnr
.(6 o nX)

:OX N9NN1 UNnYAY |'R

N91NNA WIN'YY? NIYana NITRIM NNATX
:0X 7713 ,'N1970 J2¥n 73 7Y X917 190 ,1ArToINA 719100 19Y

NANT IX 02N 'YNN 7¢ NN NPT ,[nNP N7NN (12D [10'NN NdIYN NNIYEZN NI'van 7110 110
(o1917)

DMK NINYN NNAY

(N'R2217KR) DM XN NTNYNN TWRD LUTA RN N7NWN 1IAY7 TRy NNRY IX DDAy

A TOINT NMITN NINNKX NIDNN D721 NTNN N ITR7 N1Mj7a 719'0 12ya NNy

Opdivo_NPIL_Dec2021




IX (0212 N'INON'M) NN DY NYWTZIN (120 17w D'AYYN NDIYN 7Y Y'ownn a¥xnn 7110 11 e
(Guillain-Barré) nna [x"7'a mamon

("nzan1 " o ') a7 01'N7 NIDNN IR [N N e

("nant " Qo 'RY) N7 NAUDA IR NPT DR e

:n"anni orTY

Q' TOIX NIN'VAI NIP'Y! 227 YT'N 0" X7
IX ,MSI-H ix dAMMR xvann n'2in7nn I 020 'vnn 7¢ 'MNajvno oy 12 77 nnnn o1y e
070N 'A10 AN 719'07 18 A7 NNNN DT e

apyni D'
JRI7 NIYOIN 110 NIX? DT NPT )7 Y 790100 X9Nn

NIMONN "2 NIRARN/NIYPRIVIR
72 7y 190 ,NMITN '90INI DWAN K77 NIDNN 7713 ,NINNX NIDSNN NINNKXRY? NP7 DX IR NP7 ANX DX
.NpNY IX XoNY

hhahIN|Lath!
N2 YiIavg7 N1y 12 ToIN

:NNN7 NI7I>'n 0'wa
JATOIN 727 NN NRY 197 [ DT NYY 79000 XoNn 'y
NN NN K7 D'YTIN S qUna NIN9YI 719'0n 170N 7'y nyan 'wxnXkl wnnwn? vy e
YUNNWN? 721N DNAY NYINN 'WENR 7 17¢ 79000 DM 'NYID LIAMTOIR W DINNKRD
AT N9IN
.2'TOIX OY 719'0N 170N [IM'N7 NO1d1 OX *T'N |DINA 790NN KON7 'NIIT
:NPIN
DX VIT' X7 .12"T9IX 7¥ NINNKRN NINN N7'01 XY D'wTIN 5 qwnal 277918 719'00 17002 7N 79X
17w DRN 2707 17 N7 12TOIR

NN YIN'YI DM
I2'TOIX 'D NIV 12N WK TV DNWYD NNIDA IR DM'WINA WIN'W IR NN DINT 'YXAR V717 O
(4 719 X)) N7 NIWYOIN NIDNWD ApY ,NYI7 17V NY'OYN NN

N9NNN ¥ nfanInan 770 7 awn yT'n

.On1 7N 1arToIN

.NONNN NN 1197 77w X9NN DR YT ,AN1 N7T NOXR'TA NNX DX
TINN Non 7w 7' o2 ma atn 2.5 n'7'on nainnn

?2291N2 YNNYN TXD .3

.N9INN NIXIINYT DXNNA T'NN 1'YON) Ynnva? ur
.NIV2 2'X DX NP IX X9 DY 21ITa7 'Y
.Ta%a X9 T 7Y 1pap 21900 [9INI [12'nA

30 X NipT 60 YN DTN NI NIYXARA TANZ DN'Y'IRIDIN NIXD 'T-7Y NN ATOIN @
N9 VAP'Y NN |I'MY DRNNA DT

SN NNRY NN NN niviaw 4 723 Ik 0 75 795 072 NN R L,TA7 NIND QCTOIR TWURD - e

TINM 0102 719'0 1Ay vynY? ,(ipilimumab) AxNIM™7'9'X DY 271IYN 719'01 NN A TOIR UKD @
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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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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

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.

e For adult and pediatric patients with body weight >40 kg, do not exceed a total volume
of infusion of 160 mL.

e For adult and pediatric patients with body weight <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.
Discard partially used vials or empty vials of OPDIVO.
The product does not contain a preservative.

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

e under refrigeration at 2°C to 8°C (36°F to 46°F) and protected from light for no more
than 24 hours from the time of preparation to end of infusion. Discard diluted solution
if not used within 24 hours from the time of preparation.

Do not freeze.

Administration

Administer the infusion 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).

e  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.
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