1986 — 1I"nwnn (0"'wON) D'nEND NN '9Y7 PXY 1Y
7272 X910 DWON 'O 7V NRIYN N9NNN

7"n 4/2"n 100 aTNOY
"1M'Y? no'Mn N11NT NTOINN N0'NN
T IN

Hon ipnm'n
a"n 100 axnIT'2NMano
Pembrolizumab 100 mg

["n'7on Aoy nn" 6.1 9'wo AXY 0'7'wo 'M7an DNniNn v ey

.N91NN2 YNNWYN DIV 1910 TV [I'7VN DX |I'Va X)?

NN 7R IX 7Y X9NN 7K 119 ,NID011 NITRY 17 W' DX QTN 2V 'YAN yTNn N nt |i'7y e

D2¥N 'O DRI OX 17'9X DNY7 2'TN7 N717Y X' .0NNKR7 NI 1'2YN 78 Ay 719'07 nnwll Iir nonn . e
27U NnIT RI’N

197 ,NYT7 "7V ,21WN MIN'VA YT 7'o1 DT 0'V1D .7910N7 0'VID D7 ATV Y1'WONY ,[17V7 qoNna
N7'NN DOV POXT 17V 791017 0'0DA |"VT7 W LI'D 7Y 71V971 ATV 719'0N 70Nal 719'0n N7NNN
DI¥N DT Q0N I'YY 0'01dN R INYY W' 1'WONA WiIn'win

?nTnoy v an? A1
2 719'07 Nwnwnn YN N9NN NN TN
:N2unl 12 2an 0'77'1 0NN ATV YNANWNYT N1 .NNR7A 101N 1y [V0 e
IN ,(NNTPNN NN M) NN T 7Y 00N NNWOK |'RY I NUWONN 17W NN TWUKRD o
NoN'? NIVI7AI K'Y NKY NnNn 7w oatn nyana yroY 1 LI a%w I IC A%w [IB 2a%wa nniim by o
.NIN12 NOIN |VY0 17NY
.(NSCLC) nnup-n1'xw D'RN 7 AR™MN [UI0 210N NIXM [VI0  ®
17V [IURIN 719'0D ['07912071 TOZIVAD NI'DININDA NIDNNN DY AI7'YA TNV YNANWN7? N o
7Y ARNIN (U0 TYURD
0 (0Tpnn NSCLC) vwonn =
1 (“nonsquamous”) "wpwi X7" Npn Ak jvIoAION 'Y =
JALK* INEGFR* 9w Ppn X7 A PR YW ima7 =
-TnIXN 2070779 IX 7017077791 '0791277 NI'GININDA NISNNN DY A7'YA ATNV'PA YNNWN? N1 ©
7Y NI JUT0 TWND 7Y IWXRIN 719'0D 127N
J (0T7nn NSCLC) vwonin =
.(“squamous”) "wpwp " Mpnalon N =
7Y ARMN (VY0 TWRD NTA? ATNVPA YNNWNT7 N1 ©
0 (0Tpnn NSCLC) vwonn =
J"PD-L1" -2 arnnn =
X7 12 '’ Y7 17 7w oTpnnin NSCLC -2 719'0%7 nronnim'™ n'7ap X7 DR 17w [IwXIN 71900 =
SALKY IR “EGFR” 2w pm
IN
N7W19 NN IR N7 X7 XYW oTpnnn NSCLC -2 719107 nin'v'79 n7onn n'onnmDa n'oio - =
1,
Ix EGFR 2d5yn a10on nonna 719'0 oa n7a'p ,“ALK” I “EGFR” % 'pn X7 pw Yw 2ma7 ox - =
NNV NIRIR 79 K7 R ALK
7w AR (VY0 719'07 DI NTA7 DTNV WNNWAT? N ©
N79101 NN NOIN )7W DY/2ITANW INKT 17W RN 010 YW DTN YN Yo7 ' =
1,012'0'79 N7'ONN N'OININDA



INn"0 4 77122 01'n 7w 0/t 1B 2%wa (NSCLC) nnaop-n1'kw 0'RN 7 AR VIO Y7 Wt =
JHA Q7w ix (2w Anre
:(HNSCC) wipwjz '®n 1ijnn IRIIXI WK U0
7Y [IURIN 719100 DI'VYDI1 7XIRNIRITO NI'DININ'DIN NIDNNN DY AU7'WA ATV YNANWNT7 N1 ©
.NINY T 7Y NI0NYT [N 1'RETN IR DWONN 7Y IRIXT WRIN 010 TWUKRD
17U RN WRIN (U0 MWK 7Y [IURIN 719'00 NTA7 2TNV'P2 wnnwn? N1 o
1,NIN2 T 29 NNON7 [N I'RIETN IR VYWONN =
"PD-L1" -2 arn 'y =
N7W ARIXT RN U0 TWRD NTA7 ATV WNNWNT? N1 ©
137N IR VYONN =
AN NWID NIR IR N7WD X7 XILLDRY0YO N7ONN Ao NmD N .
:(cHL) nrox%j I''aTIin nnion'? aion |10
WKRD DNAIAN ©
INOYTN YW CcHL-n =
IN, TV N7 NIDL7219'0 n'o =
AWURD DT o
IN,TAV N7 XKIDL719'0 n'o =
L19'0 7w Do NI IR 2 NApw anR? mtn YW cHL - .
n"Maiana ,primary mediastinal B-cell ymphoma (PMBCL) - 2xmin 7w nniwx nnion'? aion |u1o
UKD DT
IN T2V X7 XIDN1L719'0 N'01 ©
S219'0 7w 0210 N IR 2 napw ANk rh 7w PMBCL-n o
.(urothelial carcinoma) [nwn DOYTI MWD N'NI97W VO
[12'02 KXN1 X ,[NWN N'NID7WA NDINO0 NP7 LWONN K7 17w [VI0N DX ATV YNNWNT? N1 ©
UKD (D122 12'0a [NMIBC] "W ATIN 1'RY MWD NFNIDT7Y 010) NIVWONNYT NIAA
nai ,("carcinoma in situ" [CIS]) nnjzinn nni¥ap aIon XN 7w 2man =
Dal , Ty X7 "Wk (Bacillus Calmette-Guerin) BCG -a 719'o n'oa =
7Y YN NNIBY7W NNMDY NN AYY? K79 NNNAY I V') )I'R .
N7Y MUN DT IN MWD N'NIDYY |00 TWRD ATNLRA UNANWN? N1 o
I (IMwn OOT 7w DTPNN [VI0) NN T 7Y N'ONT7 NNYON |'RY IXN LWONN =
Ix ,"PD-L1" -7 arn 721mani ,'0790'Y NXY71W 9NN 070NN N'oNImD a7 15 R .
IN ,("PD-L1" 2 ni7n X77) |'0'7912077 IX '0790'Y DKW NONN 7277 710 IR .
.01'079 N7'ONN N'9ININD NARPW INKYT IX 170N AnTpnn AN =
7w I8 microsatellite instability-high (MSI-H) 7w pxm 71120 nT1ayn nz'1a ' 7 DATINY [V10
2 719'0%7 DT DMAIANA ATNV'RA WNNnwn? [N .mismatch repair deficient (AMMR)
1,(DTPNN |VI0) NINY T 7V N'ON7 NNYOK |'RY IX VYONNY VIO ©
IN ,NIPO0N 719'0 NI'NYON QY ['KIL,'00'0 719'0 NN NK? DTPNN ©
] TTMI9NINITO DY N'OININDA 719'0 NINNY DTENNAY L(DIVEPY) N7IN7NN IX 0AN 'WNN VIO 7 W' ©
XU L[PO7D"IROPIN
n>Wwn 7¥ 01010) NNTYWN VIN IR NN 7w MSI-H 1010 oy 07722 07'W' NIV ATNV'R DR VIT' K7
.(n't>nn oravvn
7Y |00 UKD [IWRD 719'00 ATV YNNWNYT N .N7IN7N0N IX 02N 'y [VN0
1,(DTPNN N2INTN IR 02 'wn [VI0) NN N'ON7 [N RYY IN VYONN ©
mismatch repair deficient ix microsatellite instability-high (MSI-H) -> hTayn npma 1 v DaTin o
.(dMMR)
DMAIAN] DTNV WNNWNT? N1 L(GEJ) N2R-0WI NN 7Y IR NN 7Y NNRIRITR KN N2y [V10
719100 DI'0Y9I1 PTMRMIBDNIRITO NICOIAN NI'DININ'D NIDINN DY TN ANNITIVOXIV NONNN DY 117'WA
7W N2 VN0 UKD 7Y [IWURIND
1,“PD-L1” -7 arrn n*n 7w 2Imani ,HER2 -7 arrn o
(DTN N2’ JVN0) NINMA N'ON7 [N K7W IN VYONN ©
NI9SNN DY 27'Ya TNV YNNnwn? N1 .0'on aion (GEJ) na'jp-uwi NN 7w nniyap IX VY1 [0
WK L[TMIDNIRITOI DYV NI0oIAN NI'DNIND



.11 NONIND 7Y 271w 719'0 T 7V I DM T 7Y 1917 [N X7 7w jvon o
AWK ATNV] WNNWAYT N1 .WRYR 'R NN NNIYYIPZ X720 DYI (VN0 @
1,(DTPNN VYI JVI0) VLYDNN IX TN 7V [LION ©
DN TAY 'R IR TAY K7 KINE719'0 79 AN IR TRXR 210 N2y “PD-L17 -2 arn i )w man o
S"PD-L1" =% arn 'nw DNIN RIX [UN0 e
AWK ,ANNITYNRI N9NNN K77 IX 217'W2 ,NI'DINIM'D NISINN DY 217'Wa ATNL'PA WNNwa? N1 o
(o ARIX 7w DTRPNN JVN0) VYWONN IR TN L(YR'V) D71 X7 17w DNON ARIY (V10
7w DNON RIY (V0 TWURD NTA? ATV YNANWNT [N o
1 (DNN INIX 7U DTPNA |VIO) LYONN IRTN =
DN NTAY NIRY IR NTAY K7W 'O NImMD Ny .
DY 217'Y2 NTNO'RP2 WNNWAT? [N .000R00 DT 7 |00 X710 NNN 0D IX NNNINY 7W VN0 e
T2V NI0NYT [N 1'K IR VYONN 17W NINN DT [UI0 WK |'0790'NI 'A0'¥N"A NIFDININ'N NIDINNN
.NIn1
VY02 719'07 ATNV'P WNNWAT? N1 .0Nanal 07722 (MCC) 7770 'RN 7w NNni'xa aion 1y VN0 e
TN IX VYONN YR DT Y
.(RCC) n'7n '®n 7w nniy g Xjan ' [0 e
17w 0700 U0 TWRD 7Y IURIN 71900 211'0'OPR NOINNN DY A17'Ya TNV WNNWN? N1 o
.(0Tpnn RCC) nima 1 7y N'on? NINWOK ['RY IX DYONN
17 070N VN0 TWRD 7Y [IUXRIN 719'0D 2'1'0117 NDINNN QY A17'YA ATV YNANWNY N1 o
.(0Tpnn RCC) nima 1 7y N'on? NINWORN |'RY IX DWONN
77w (RCC) n70n [u10 7w NIWAYT N2 IK N122-12101 [12'02 )2'N DX NTA7 ATNV'PA wnnwin? N o
‘NN X7
IN Y DD PN Ik D non? .
D'VA1) 9122 DINX DNITR? DYONNW [LI0 NIONT7 NINY DAL 7Y N2 27N Ik > non? =
(0
.DNIN NN 79 NATIN IR INTPNNA NNIR'YIP 2100 DN JUNO @
221'0107 NODNNN DY A17'W1 ATV WNANWN? [N o
1,21 N2VI9 DI'R X'DIELDIRM0YD 070NN N'DNIMD N7 TURD =
.N1MP IR NN T Y 1917 N X7 W jvon .
D'T?'1 DA ATNV'PA WwNANwn? N1 (TMB-H) niaa ni'xvim oniy oy 710 X¥N1 N7 712w [VI0 e
2 721910
1,(DTPNN [VY0) NINY T 7V DY'ON7 NNWOK |'KY IX IVYONNY D'PXIN D'Y7ITA ©
1,ON1 2019 X7 IX 709 X7 NXINIL|J0Y0N T 719'0 N o
JIP90N 719'0 NI'NWOX N 'R o
n>Wwn 7w 01010) NYTWN VIN IR NinD 7w TMB-H 1010 oy 0772 n'7'v' nN1va TNV DR VIT K7
.(n'm>nn oavvn
N7W 1YN U0 YWRD ATNVP WNNWN? N1 .(cSCC) wpwp 'RN 7w NIV NNi¥IR 210N 1Y [LI0 e
1, 0UDNN INTN ©
.N1NP IR NN T 7Y 197 N R? o
.(Triple-Negative Breast Cancer, TNBC) 2'021-79M0 a10n Tw |[0N0 o
NTA7 2TNLPA P'YNNY T NIN 197 719'00 NI'DINIM'D NISNN OV A7'Y ATNLVRA YNANWN? N1 o
UKD NN INX 71900
1,0TPIN AW TYU VO Y7 W =
A7W TwN V10 YW NITNY DA oA I T
N7W TWUN J0Y0 TWKRD NI'DININ'YD NISINN DY AI7'WA 2TNLV'PA YNNWNT? N1 ©
1,0U9NN IX NN T W N'on? M X7 Tn =

SPD-L17-70arnnn =
.JININ '0aW-TN [TAD,'0079IX] 'OIN IN'OMON DX

NTNL'PA YIn'wn 197 .2
NTNLPA WNnwa '



N9NNN 179N AWK D'901N DADINNA TNX 757 IR (ARNIT'7N2N9) 7'von 1IN ('A17KR) wan 11'n DX
.(6 9'vo nx1 ,0"7'V9 'M7an DranINN 7w nn'wny)

ATNLRA WIN'YY? yana nirTni‘n nNaTtx 2.1

0N 17¥ X917 190 ,ATNV7A 719'0N N7NNN 19Y

NANT IX ,N1AD 0'0*717 ,|NNP N7NN 12D [I0'NN NDWNA NI'YA 7 W' e
N NNWN 77D NN INL(TAD IR D7D XNAT7) DNAR NYNWA NNaY e
(N'X2217X) DM Y12 'RN NYNYA N7 [DNN N IKNNAY e

NMN'YLL IR NINNA NIV 7 W e

TN W e

17w DTN TX? 'M1NR 719'0 N7 e

ninon Ix (myasthenia gravis) 0'ak12 NIVOK™M |10 7Y DAYV NDYN 7V Y'OWUNN 'RIDI XN Y7 W' e
(Guillain-Barré syndrome) nna-|x'71a

[NW'7D> NINNX NI'RI9T NI'Ya Y7 W

("nimio1 npan pn" 2.5 qwo 'RY) 1NN 01007 NIDNN X MDA DX @

D™aanni o 2.2
nnion'? (cHL) nrox7p |''aTin nmion'? ,nnin7n 1y 18 227 nnnn oMaanni orT'? nTvIMm aTnoyp
,TMB-H jv10 Ix ,dMMR 1x MSI-H jv10 ,(MCC) %77 n 'xn 7w nnin'xayz ,(PMBCL) 2xmin 7w nuiwxd

A7 NI'IMNY AN2IN 0T WIn'wn NI7'Y NIN'LAIL INRNA

Apyni nip'Ta 2.3
JNIT NIYOIN 17 W' DX PITA7 1D 0T NI TA 7 1Y 179 RONN ATV 719'00 170N

NIMSNN "2 nnan 2.4
2V 190 ,MITN '90IN1 X9 AWAN K77 NIBIN 7710 ,ANNX NISINN ,MNNXY? NP7 DX I ,Nj717 ANX DX
.NpNnY IN x9N 7D

NMISI AN L jinn 2.5
[ T2 S
N7 01007 N1DNA IX [N J2'0 DX 7Y X917 M190 ,ATNLYR APNY 197
7w Naiya vk n71% aTnoyp o
:NNAY ni7D% o
DTNOR DY 719'00 DX "2'NNNY 1197 MDA NPT YA 17 D )7w XoNn o
ANX7 D'YUTIN 4 qWUnal TNV DY 719'0N0 170N |IND NYIINY 'Y nyan 'wyYnNl Unnwn? 1" o
N71>' NN DN [INN NYIINY DYYNRT YA )7¢ RONN OY N2T ATV 7Y NINNRD NINN
.NTN TN )70 wnnwiny
719100 717NN [1IN7 D011 OX IX 1NN NI'NY NTIYY NRY NAYIN DR OX T'A )7W X9N7 N0 o
NTNLY
iz h
7107 MDA IX NP'IN DR DX 7Y X917 N190 ,nTNOR '7apnY 194
7w DRN 2707 N2 ATNVP DR VIT X7 ©
DTNV 7Y NINNKRD NINN NKY D'YTIN 4 JWUNnal ATNLRA 719'00 170N 707 'R ©

?0TNVPA wnnwn 1D .3

VaI1Q NIV 'R OX NPNN IR 7Y X9NN DY 2177 'V KON NIKIN 97 ATNLYPA wnnun? ¥ T'nn
'O 719100 [DINI |17

.T272 X9NN T Y At 719'0n qunt [nmn

1T 30 qwna NN NNIYY NIYXARA 7Y X9ND T Y DTN 7 NI ATy e

Jwnw 39 99 T2 NN TN e

ANX NNKR DYMI9'0 NND V7N 7Y KON e

X imn nana 7y Vv '

NTNL'R NN NNDY DX



UTh AN )1y DIJP'? 1D ,MYONN OT/Nd ']'WJ X911 DY 12T ,0NW7 0NN NTO9N DX

ATV 7227 7'09N ANN DX
NYVY'NN OX X7X 2TNVPA 7Y 719'00 DX 2'09N 7X .N9NNN NI7'YW' DX 2'0907 717V 17¥ 719'0N NZ0dON
7Y x9N Dy

NN IX X9MN2 YviI'n ,A95NnN2a wIin'y'? yana nison nixy 1'1 YU' DX

i niysin .4
.D'YNNYNNN 7702 'R NIY9IN? 0Na? 219 aTNopa vin'vn ,n9Nn 71 md
AN NNXR XN 71200 K71 PN URIT7D NIYOIN NN'wY Xpn7 7n2n 99X

7Y [10'NN DD 7199 T 7Y 0MYIoN [VI0 'AI0A 7907 NNIYYN NDNN NN ATV
[DIX 7V Y'9WUN7I1 19122 NITX 702 D'PN NINEYIE DDA QIPN7 17w [10'NN NDYNY7 0Na? n717y Aoy
ANI* AHNDL PN NN 72107 NI717p1 0N N1d0N IX NNIMNY 1907 NIy oMy 178 ni'va .onviyo
71910NY INKRYT K IR 719'00 17002 AT 722 WNINnY NIV 17K DIy Nt L, 17R Nrvan  NNR N'van
.0'"non v
1770 DMOoNNY IX NINAN NI'YAN ¢ DAY D'I'NON NNSN ANX OX ,T' 7Y XONN QY Ua9n IX 1T
:0'mnn
21207 025 AN NN NE7T YW DoN L(ARMA MNP NPYT) AN DY e
LYY NTNA AN NN'W IR
7w D'1MONI D'IN'0 .17W DYNA DMIN IR D'WARY7 DN NIYI7YY (0an 'vnn Np7T) DUyna NIy e
1757 0215 0an 'wnin N T
,N?7' 2T ,NOT N'INT ,NINY YIAXI ARIY ;72001 NNk NI9HDN D'y NI IR (72701 N1 DRIY) 71w
02N TR NIMN NIYAY IR NN 2R ;NN IR IMT IR
221707 0715 T2 NPT 7w D'NONI DIN'0 (TR NET) TAdA NIV e
;JO2N TR 7W N TYD ARD RPN IR NIMN NN ;01 270 7700 7w IR )7 v 7w nanxn
.2'2300 NI' N2 NIZPa NN DYOIN IX DIN'T ;7' 27001 ANIND 2y NWIND (NN yaxa) nnd [Ny
D'NONI DIN'0 (272701 AN NN, NN NN L,0MNN NUIYA TNI'MA) NIMAIMIN NIVIZAA NI'Ya ®
1737 0213 PIWD NIID 'R 7w NIf7amaInn Nivitanw 134
N700 ;770N NN2AM XNX IR AV NYIND ;NN NIDYY ;1NN NYTH ;77WNna 2T IR D2V ;70 2917
7¥ DYIND ;DMWY ARD ;7170 NIAYDN NNNY IR DYIND Y'Y D' 722000 N NNy onyy? |y
DIRT 'Y NIYWIAT ;720 K7 UKD QR IN 09710 DI'RY WX 1ARD ;NID7VNN IX NNINNN0 ,NaNn nw?in
NNOY IX NIITAY LN ZWUN2 AT 12D ,NNN QXN IX NIANINNA D'I'Y ;['YA NI'Yva
2170 0*7219Y 0'1MoN L(NIDI0 NIAPYA NINIAY DT NXAIN) ATMIDI0 VIV N¥nn 7713 ,1 210N NI *
NYINN ,77UN1 DT IX NN NI DNMY7 MY [NN2 IX 72000 NI INAY IR N2 QY1 DYINN
7Y vl pInn NN 91T DIRXE NMRYY 21272 ,07ImyE 0N Nn'ea Lj0a AR L,N7'N NYIND IR NI9'Y
AW DY IR NY7 MY NN IR )7 N9 DN IR PINN DVO
21757 07210 0902 Nirva 7w 0o L' Ywdt Nt Nt D n'na Ny e
JIANT TIA'R )7W DY710070 7w NIN'OY 7Y MWD W yaxd IX NiNdA 'Y
1757 025 ya ni'va v 0o aya nirya e
MR TR IX [NAD L, IX 17W N9 D'ANID 0D IX D'YYD ;1IY D'WXD IR 9177 NIFNID7Y ;TNA ;nNM9
.NON'7 MYPA NIN'D] ;NYSY INT D'AO0N IX DIN 7Y |'n
nI'va ¥ n1Monnl D'IN'oN 73 X7 1N .NNNX NINPIAI D'INX DMANA DA V'9IA? NI Nitya e
2 najna T DINA 7Y X9 IR N9 .ATNVIPA WIN'Y NIARYA Yol NI7TYY [10'Na Ndyna
2170% 210" "UN Y'NNNY '"NON IX WTN |'NON
(270 MW NP?T) NTNA ARD IX,D"7100PN 7W NIN'OY ,NI9MY NYWINN ,NYTO K7 7917 ,AN'W1 NI ©
D"1'Y INRINXD NIYRIR L, ARZD D', 779N 'Y D'y 0NN NY7In 0N  nimne 707 o
,AYINN 10IN ,0"Y NIXIDNA AR ,(NIM NP'?T) 001D IXL|NI'T NI'YA ,NINN 2¥N] IX NIANINN]
[NY NNY I¥N 7710 ,'VNna IR YN N'NID7WA NI'Ya 07200 IR DY TN 7W QYIND 10N IR ,YINZY
0IN IX? MP7T 170N ,0'0"7R'M) NN'YY IX,[NY |NNA 'YIR ,|NY N9 T ANI' NISIDN D'N'YY
,(MTwn
(O'TIT'NIPN0) 'V aNd ,NVRID 0TYI'Y L, NYRIN NITNA DYI'YY ©
NN DY NY7IN,071902 IN DMWY DDYANNA IR 0NN 0DAR) - o



NN NYoIN ,(N'MIX) NIMITR DT NIMIT 7w NdIN1 D190 o
71V'Y 1Y2 0'WAN D'YIA IR DNNMD ,NON™ MYURA NINDY - o
NN 7¥ DY'NONI D'IN'O .0'N NNDONI MNINN NIFAY o'y N7y ,(*TI-IM) 'NY7 NN @
X177 0
.12 2XDL,[197'Y NYIND ;DIN ;NINTNO0 ;NPNOoN ;NN IX TNA ;D'DIXOX IN NN'WI XIP TV IX NN

q22M 120 Y752 NP7 0717V NNpEY IR DNAR NTNYN NQVY D'WIR AN IX DYNYIN DNAR 7Y AN
YXI' RINELNIT? 'Y D'2'A0NI1 DIN'0 17'R 7V 17 17 17w RONN 7Y .0'"7NwImn NN IX QRN DN
A7 AN'Y NN IR N2RN N7NWN 2107 DRNNA ,A7VNn

DYINN (V1A 'RN) DXY nn N7nwa Nayy no'waxa ,(GVHD) jooxna Ta1 Ynwin n7nn %710 ,00i11'0

197 N7NWN NNy DX NNRY 0717V 179X 0'DI2'0 NN 2121071 DNImn Nirnk 0717y 178 01210 L(N'NRAAITK)
,TAD NPYT ,Q1ya NNMD (0'RAN D''NONNI DN'ON MIN'T7 Apyn YXI' 17¢ XONN .ATNLH{RA NYDIVY NNN IR
MWW, |oan NITRD XD

JIN NIYA 7Y Aannn Nynna Yoy ntwy IRIDT 719'0 n7ap? Nt Mo

NISNN DY Y2 790" 17 XONNI PN .ATNVPA 719'00 AT 17X NI'YYA 227 NIR 21T 179 RONN

YU' OX ,ATNLPA 719'0N NI ['O17N7 2'09' IN NNT' 17U RONNI DN .DAININ '9'™7NN IX NIFT'RNVOIR'VIR
JNmn RI? nivsim 7

17710 ATA% NINIWD ATV 7Y TIRN NINDY 'XI7 DIYSIN

(o'7910mnn 10 % -n AN INnT)

NYOY N'INT N7NN ,ARD ,77wna N1 ,nW7In 01N N9y nwain 17')D

0190 NINDINN ,0'"7270 IN NIYNTA NINDINA ,TINA VA YAX 'Y ,ANMD INNAIY AN angai iy
nY'700 0'YR ,ARPN ,DTA TA0N TR 7Y 07,1020 ITRA AND NN 1YY ninrxy 2Dwa ndayn
D'?719N2] IX DX¥Y2 ,0'1MIWA 2XD ,23 AXD L7190 XD AN NN TIY-1Y

NN'WI XIR 7210w (DI'DONTA) NN 77N ATRA N ,AN'WIA NDYN

DT [NNIN NNNA AT L [IARNA AT TNAITRIE DTY71Ia0n

0NN NUITA |ININ 7Y NINIAA NN L,0MNN NOIZA 1NN 7w NIDIND NN :Nfmamn ndYvna
(Inwn DT DINT? VID) DIN'T,[NWA DT DIN'T ,NRIYN NN'WIN DT DIN'T 0MINT

NINTN 7¢ PINYI AW7IN ,AN07 DNA7 nTwyn D1axyn 7w NP'7T ,NIINNN0 WX AXD :DAXYA NdN
o721

27O N7 27 a¥p 1A

N2 NI'Ya | Nya 07,072 ' 1'OXIPN N2 Aty DAl [nvn ndayn

D'NITRN DTN 'KN 19002 AT TN'VOSN™N NdWNNI DT

DIM'T :0TH "D

7252 NI'Ya 3Nl T

N7 ATAY NNIWD ATNVYR Y NINDY NI NIYSIN

(0'7910n0n 10% TV 1% -2 1nNT)

,0NMWN 2w DR oMY nRT NIk 1T L (Infusion reactions) nTioa'Ra noNNA N7 nNIwEn NIvsIn
AND ,N92 0'WXD ,D'719N N7'7T,2%77 2ra0n 7111 7w nNavNn ,0NN NLIPA W NPT 270 DNp R T
JMIRNS N7 NP9 N1 ITITY IRINN]

NI17710 ATAY% NINIYWD ATV 7Y NINDY [1'RY X7 NIYDIN
(o*7910m0n 1%-n N9 INNT)
270 W W DR T NNTWN 0N Y NPT

INI771D DMAIANA AWKRN DT AN NINDY AWX DTA7 NNIYD ATNLY Y 'NI17 NIysIn
.(N"IX) DMITRN DTN 'RNI NI'OVN ,0270 DTN 'RN NN DT |UAN NITR AR WK AXD ,NRpPN ,0IN

INI17713 NINION NI'SYNIND NISINN QY A1'7'WA NINMI TYKRD ATV W TINA NINDY NI NIYSIN
(n'79100n0n 10% -n AN INnT)

VAN TR AXD ,NY'70] DY ,ARZN 1YW NNy ,n'7'na 21w ndyn

77wna nT 0N NIty Nwan '



[IAXN2 DT DTN DT'7120N

0NN NUITA [ININ 7W NIDINI NN AAMAMAINN NdYNN

NNI'YN NN'YIN 'DIYTA DINT iDMIAT

2MWAL P90 AR ,ININD AXD RN NI TY-NY

D'YXOI 7'M IX 'VA L[N ,0"1Y 9K ,N9N NN NIN'DY Y'Y N'WY T2 ,0NN9 DAY DN gy
no1

nN'wl X 21v'w (0n'oxTTN) N1an 77n1 ATND N ,AN'win NdYn

JUNT XD L0200 NIYNTA 7Y 2IN'WIENWRIN ,AXD7 DNAT7 NMIYYN DRAXYYN 7W NRYT :0faxyn Ndyn
.N2'Y "TIT,NMINNNO

17710 ANNITIEXIAL NI'OININD NISINN DY A'7'YA NINMI TWKD ATV 7¢ TXN NINDWY 'R NIYSIN
(n'79100n0n 20% -n AN INNT)

D"7200 IX DTN 7W DWIND N0IN IR LYIXPZY 1DRAXYA NdNn

NNM9 V'YW N NNIY DN DRI

750N 0T ,01270 DTN 'RN 190N DT L,DMAITRD DTN 'KN 190N NI :N'0ON™Y7A NdWNAl 0T
nrroon

NY2IN IX NI9"Y NwAN D

ONPD L, NNYY 217w 07PN S0 vn noyn

NI2A 0T yNn? :0Th "D

71912 2XD 1A NNl TIYANY

[NYN 'DITA DIN'T :DMIN'T

0NN NUI7A |ININ 7W NIDINI NN AR'mAMnN Nd>YYNn

[IAXN2 DT IDATNI DT7I20N

INI17'712 21'0'07X DY AI7'WA NINMI TWRD ATV 7¢ TRN NINDY X117 DIYSIN
(n'7910n0n 20% -n AN INNT)

NNYY ,n7'na 71w 215'wn ndyn

NY2IN IX NI9"Y Nwan '

NI2A 0T yNn? :0Th "D

7201 NI'va :annl Tad

0NN NVI7A |ININ 7W NIDINI NN CN'MAINN NdYYNN

[IAXN2 DT :DATNI DT7120N

NN NIN'DI IX N9 D'YYD ,17W 072010 NIYDI 7w DT NIDIA ANNI9 IR NIFNIDT7Y (ANIY NN ARl Iy
NNMD ,P'MN X 'vn L|NA,0MY X ,NoN

20'y nITIY ((DN'LOXTTN) N1aa 77N1 ATAR N ,AN'YIN NdYYN

:N17'712 211'01"Y7 DY A1'7'Y2 NINY AWUNRD DTNV W TN DINDY 'RI7 NIYDIN
(n'7910n0n 20% -n AN INNT)

77wna 0T N9ty nwan '

NNV ,AXZN L,|VAN TITRA AND ,N7'N,N9] D'WYD 71U (21D'wa ndyn
MWL P90 XD RN NN TY-NY

0NN NUITA [ININ 7W NIDINI NN N'2mAInA NdIYNN

DIN'T ,NI2A DT YN? :DTA "D

[IAXN2 DT DATNI DT7120N

17w DY7200 NI YW DT N9 NNMID IR NIFNISYY ,NNMD INNMIY DN ANl Iy
NITIX ((DN'VOXTTN) NN 77N1 ATAD N ,AN'WIA NDWN

N'721 NI'va )7 N2 270 N va noYyn

[NYN DT DIN'T :0MINT

7151 NI'va :annl T

WK 2XD :D'AXYN NdYN

NPNN IR 7Y X9NN DX IRY 9011 YT'N7 QTN 7¢ DIMWORKRN 'RITD NIYDIN 7D 'R 17X

971N NI'RY IN NIXR NTI0NN '*NWTD 'R NYSIN 17 W' DX 7Y X917 190

[17V2 NatIx K7W RI7 TYOINN 7210 NNR UKD IX NNNNN 'RI7D DIYDINN DNK DX L'RI7 TYDIN NY'9IN OX
7Y ROINN DY YV'NnT 'Y 0T



X117 NYOSIN 2y NIt

21910 2py 'RI7 NIWODIN 2V DT AWRED 7V NXINY NIYXAR NIRNAN TIWNRY 'KRI7 DIY9IN 72y NNT? N1
2V NIrTY [upmn 09107 Monn (www.health.gov.il) niMan Twn X 7w N'an 9T X¥nw "Noinn
https://sideeffects.health.gov.il ;w7 noad My IX KT NIVDIN

?nTNnoy jonx? 1D .5

71N IR 00T W DNURYE DT AW YINNA NIV DIPNA MW7 U NINKR N9NN 721,17 nonn In7uinym e
INDIMM NWNIDN NRIIN K77 NRPN7 DNAN 7K .07010 vann D T i

DI'7 ON'NN NAIDNN TIRN .ATIRD 7V |1I¥N WK (exp. date) naivnn JIRN INXK7 TNV YNNWAT7 'R e
JUI¥NN WTIND 7W NNRD

JIONX 'NAIN o
QY17 I'RCLROPNYT 'R CDIND [ANYT M 7Y, Nipnn 10172 8°C Ty 2°C-a Wnfpa 01IRIApan DX [ONKRYT Wt

D'YYNKX .TIV YIN'WA [I'RY NISINN 17WN7 'R NPNN DR 7Y MR NSYWR N9Y IR 217 NIDNN 1'7wn7 'k e
.10 7V [An7 1o 17X

qon yTn .6

n7n a1V an 6.1
AXNIT?N2ND :7'von Mminn
:0'"7'wo 'M71 0'anIN

Water for injection, sucrose, L-histidine, polysorbate 80.
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Instructions for healthcare professionals

Preparation and Administration
Preparation for Intravenous Infusion
o Visually inspect the solution for particulate matter and discoloration prior to administration.
The solution is clear to slightly opalescent, colorless to slightly yellow. Discard the vial if
visible particles are observed.
e Dilute KEYTRUDA 100 mg/4 mL (concentrated solution) prior to intravenous
administration.
¢ Withdraw the required volume from the vial(s) of KEYTRUDA and transfer into an
intravenous (1V) bag containing 0.9% Sodium Chloride Injection, USP or 5% Dextrose
Injection, USP. Mix diluted solution by gentle inversion. Do not shake. The final
concentration of the diluted solution should be between 1 mg/mL to 10 mg/mL.
e Discard any unused portion left in the vial.

Storage of Diluted Solution
The product does not contain a preservative.
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From a microbiological point of view, the product, once diluted, should be used immediately. If not
used immediately, store the diluted solution from the KEYTRUDA 100 mg/4 mL vial either:

¢ At room temperature for no more than 6 hours from the time of dilution. This includes room
temperature storage of the diluted solution, and the duration of infusion.

e Under refrigeration at 2°C to 8°C for no more than 96 hours from the time of dilution. If

refrigerated, allow the diluted solution to come to room temperature prior to administration.
Do not shake.

Discard after 6 hours at room temperature or after 96 hours under refrigeration.
Do not freeze.

Administration

e Administer diluted solution intravenously over 30 minutes through an intravenous line

containing a sterile, non-pyrogenic, low-protein binding 0.2 micron to 5 micron in-line or add-
on filter.

¢ Do not co-administer other drugs through the same infusion line.



