GSK

1986 —1"nwnn (D™Mwon) D*NP1NN NIPN DY 1PI8Y NHY
7251 X911 DYON D Yy NpNnwn N9 1NN

oMM
NPITNY NO™MN N1DNY ONM NPAX

:n%on (5"n 0.5) nin Y
(¢>mn ~n n5¥ 9) Live attenuated varicella virus 2103-3 PFU

PoN Sy 2iwn yTn" - 2 9°y0 X1 ,1°ON2 DM1AOK1 09 YD "NYAN DIMNN NNtwNY
o1 y1mn" - 6 9ol "no1nn Sw oMo nnn

SV "N¥NN YT 50N A1 15V 191NN WNNPN 0102 1910 TV 11YVn IR 'Ya Rp
.APIN X XD OX NI ,MD01 MOKRY 12 &° DX .N91NNN

NX11 OX 12°9X DNY PN D215V XN .0MINKY NNIXK 1"2YN DX .12y NNl T nd1Nn
.AMT YXI9IN DAYN "D P

?n9o1nn nTyv1rn nnb A1

MY1YIAXR Y NPN00 N PR IWRD ,NIXAN N1MD1Y2IXA NN MYI12YAX TAD D'y NN

N

.0wnn 12 52n 5nn ,0°xM2 DWIR -

X N9™MN NP2 DY 091N 1120 ,NNINN NN NMY1Ayax N9NnY% M2a 12°0 oy 0N -
DYOP1Y DN 051N X 10NN NDIYN NX XDTNN 919°0 0*Y2pnn 091N ,"N1D 28N
2R NYNN I

.N122 712°02 071N NN NMY1AYAX Oy 091N 0Y 1IN0 Yand 0NN DR DWWIR - -

00T DY "MONN 0™ A1 D0 N NPUMDIN n¥1p

27121y NO°NN YD

%M (710 S NPYya0N NIANN NDIYN) 0NN NDIYN , 0™ DY JONNN DTX IWKRD
(N5%M1) NN MY12YaX 9°212 NPATIN 1YY 10D NN YY DTN

.DYX"M2 D'IX2 NN NMYIAYAXRY DN 1"20 XD TIXNY &SN 010M 9°0n oprio™
JoNNNY "n 53 Sy X5n 191X AN XY My OPPI5 1 ,0°INK 00N 1ND

N91NN2 wn*win "19H .2

DX Op™MY" M wnnwnd PN

DY9011N 0°22INNN TNX 92Y 11X ,5yoN 1mnY (D™ a%K) DA T2 IR NNKR °
91905 0"910° NPaYX N21NY DNo (6 9°y02 DLUMODN) 10NN 9N WK
W50 IR D90 S¥ MINON NN I¥1p ,NTIAN NMIY NND

NMYI9N 1122) NPNONN NDIYNN NK NPONN WK N0 NONN RN YT IR
2710 "No NN SYwon nnnon X [HIV] "wixn "nonn Swon 921 ,Ju10 ,0T2
WX YYD NOINN DYHLN TV DNXY IR DNNNKY DNY2YP DX IR ([OT K]
N1 NN DPTRINVDIPPUMPA 71970 LYNY) NMND NN NDIYNN NX NRYNN
(219N 5:19°0 X NNNOXY
NJYNn S¥ N1aNN NNN2 NM5N 1NN I0YNN NX 123pN T2 IX NNX OX NVYNNN
[NO1MNA wantwS miyann mMInrn NNNTRY 2 9°VY0 Nk .025Y 110NN

vann My NpYT .(NPP012N0IX YW 10) PRI DVIT NPAOR 1T IR D e
TN YaN2 X¥N1 YN KD NYOINN MY NNTMID) 1T (D°0M0NTT LPLIP)
DY 127 0OYIX ,JONNNY XY D20 NN NO"MIY XY (PRIMIRG A0 DMIANOXR DY
.N9NN X91N




N9 TAI IO N1OND NPAOK NN N2V NNTMA T IR D e
J0NNNN INXY TN N2 117NN yaintnd wh 001 . e e

N9INNA KINW5 NMyan NN NNNTX

DX X912 190D , 0P 122 DMI0NNN T2 IX NNRY "19)

NNONNNN NX NINT2 71¥ N°N° "D 1PN .NM22 DIN DY NN DINT R T IR D e
727 DX ,MIDNNNN NX NINTY 1INK X2 MVKN 12D Y DINT .AN%NNN NKY TV
.N9NN X911 Dy

"N0NN YWON 9212 DINCT 11A0) NYNN YYa2 NYNIN NON NOyN W 1T IR Y e
NX 5NN "NO1NN %19°0 5°NNNY DTNy DNX DX IR ,0°19°0 18N (HIV = whikn
N21ANNK DN TNXN TINY 2pyna NM*NY 1D708N DNX AT N1PR2 10NN NDyN
X" 2 90 nNx1) NYNnNN TaD NN N"LANY NN Sy NpoYon NN XY NONS
("ox op™MYa wnnwinh

%P2 MMAaN MY N0 IR DINTNYA PO W e

.0Nn Dy NPT 9D ,M19% 150X XY (DMA2NN2 prtya) wNNnd nv1by mnbynin
JINTIP NPT NN DNDYYNN T2 IR NNK OX NINKY IX X919 NNT DY

TAD T2 SV IR OV KON 191X 1A XD 0Py DN ,0MINK DMN0NNY M
NN 211Y ,N1N NIYI2YAXRA 1P2TN NONNNY DWAX ,021IX .N1N MYy12yaxd NMipaTn
110NNN XOW D'WIRD NXNMPNA TIXN NS NYNn DnY

¥NINN 127N .0MNKD JONNN DTRN 12y NS 9107 5NN 910,001 T 0N pna
NTD 191X2 1P2ATIY DRI DX .NTTMODOY IX DNAND 1°N JONNNY DTXRY WX 211Y
PN NIK WK L,N%P NNMD P INN'O 2D

yann yain'n% 5Tnwn’ 0K 79 IR NNK N N1 6 qwn Miaonnnn INKo

)N" OX ,0°X2N DY 2P

JY5Mn 110°N Ndyn Dy D'WIXK - -

.M MY12YAX TA1D 11010 X5 IR NN NYIAYARA 1N XOW NN DY -

TA1D 110N XO¥ IX NN MY12YAXRA 19N KO MINNK2 17510 NNy Ny Mpin -
.M Mmyhayax

N1PN9INN T2 NMAN/MPYPRIVIR

mMo1N 5910 ,0"NXK D0 N IR NMODINN NNNNKRY DNNPY DX IX D*NPY T2 IX NNXR DX
.NP1NY IR XD11Y 7D Sy 190 ,ANTH "HOIMM DYNN KOY

1T NPT OX .NONY NIXENTAY MY NPT M2V DINK T2 IX NNK OX X911Y 190
NINAXR NIR DRINNY DN, 0121 1Y INXRY NV1aw 6 11N NPy

X DT MY DNY2YP )T X NNR DX MN9Y DwTiN 3 (wnd 10NN NX NN w°
(D"1512152000°K) D RIR DT

MoINNN PN M¥NN ININ) DMINX D'0Y%HO0 X PDOXA wIntwn yintnh o
OpP™M%™M Dy NON INKY NY1aY 6 Jwna (Daxd by nYpnv 0N NTNNY Mwnwnn
12K YD Dy Yy ownd nY1D'W 1 NNNDN D2 NNInN NYNNnY 01NaY 1%y "aTny 1*on

91N

925 AINX NPT NXA WNNNY &° .0MNK D110°N DY TN NI O™ NNY 1NM
0N



NPIM M

0N D22 0PI NN PR

,N1NNY NIIDNN NX DX IX 1PN DR 1DNMW NAYIN ,NpPN X 1M DX DX
AT NDINN2 NNIONNN 19 NPINN IR XD1NN DY "8y N

OV N1 T N2 107NN N%AP ONKY TN N2 1M'NY "010N XYY 21N 0111
"N NYING MW Y8 wnnwn

0P M 52pPY 1YY DX VDN KON .PPINY NIDNN X NPIN NX DX XONMN DX YT

mNoN2a Lanen natnl

JN1DN2 wNNwn 21012 N1 SY NNMIT NYON IR DYDY PR 0PI

191X VOUNY NMPY RN Myoin" 4 9 yo1 mMmsnn kNN MyoINn pon 01X
J111DN2 wnNwn Xk 21012 nH10 0 by Cmr

N91NNN Y¥ 0M2*>NNn pHn Yy 2wn yTn

221191 5K ,510°2M0 50N opmb ™M

.NN 501 5:10°27110 A2"n 6 5on No*Nn

.0 501 1MYx519 Danpn 331 5on notnin

Ny N1 nrom nynon L(PKU) nmmopbo 1% g ox prrn 5%y 15510
2IXID MR 20D 910 XY 1N INKN M2 120810 1MIOROMD

DY9910N M2AY P NN 515V 1°5119 .0 502 15119 Sw panpn 402 5on notnn
1% w° DX .12 120810 PO1D DAY NPT NNLIA Y9N L,NTNIYINDID NN 0°HY210N
22 5V Y*Onn X911 1D DX XOX DT 1'WON WNNPN DX ,NMN151197190N

?n917N2 wnnwn 18D .3

NPINN IX XO1NN DY P1TAY POV .XD1NN NIRNMND DXNNA TN 1'wON2 wnnwn wr
2PwON2 919°0N 191X N1PNRS Yaa MV K DX

1252 X910 T HY yapt 919700 191X NN

0N S NN PON IR VI S 1Oyn PONA Nty NNNPRIT Nt 0pt
XN 99D T2 Y2pnn nan

D'X™M2 DRAN]

0w 12 7y o'wnn 12 5an o1

91X DY X ,NY1AY 6 NIN9Y n™Miwn NN DX NNY 9Ty .0»"Y M S Nan "N
[
NNRIN NINN NKY . My1ay 4-n mno xS

DM Ndym 0w 13 5an 0Maann
X2 191X DI X N1 6 MN9Y Sy NN Yy Ny wh .opmi M by nan TNy
011NN Ny P2, Mmyia 4-n NN

a2 1002 D*>1N2
n'nM onM DX ,Maa No"02 D21N2 D2 D" DKM D'WAIRD IXINNN NN own
.M19501] NN MY

moHn

1 1 1
2°OnN ANX 0N Y NNX NN 152 120 D'WIRD DR % S¥ NNX NN NNY 1NM
o8
S NNX NN 12D Y2y DIXD NY%1 50N INK 110N Y NNX NN NNS NN
opmMm



J85mnn nnn by Mayd X

TN M2 112" MyLVa DNY2P T2 IX NNX DX

T 5V 1N TN 11PN P12 YUan 110NN INKN IN° NIN 92PN 1" XY TIRN
X2 N1~ Sy NNT 0PYN2 P AR NN 5w 00yn 0Mpn INNT JNINK IR KON
.(D"01019) D'OPNM NMIMOIX

NIN DNOD0D 7T IX NNX DN
NN NNY NN NINA ¥ 22 DX 09N X911D N1D
XRO1N T DY YOomnw 19D 719 02 T'nNnd wh

207N .N9NNN UM PN QYO 932 NINN NMINN DX 172 ”gana 91N M0 PR
.0NY PIpT 12°N DX D™OPYN
NP2 IX XOM2A YYN'N ,NONNA KINWH Y112 MO0 MYRY Y ¥° DX

"X Myon 4

X .D'wnnwnnn pon2a kMo NMyoIin 01a 515y opmv M waintwin ,N91NN Y21 1nd
NN NNX XN 51200 XOW DN RNM%N NYDIN NN XIpn Ynan

T 110N OY NINNY MIN5%Y NIXAN X150 NMy9IN

TIXNN MDD 'XND NS IN
:0°wax 10 Yon 1-n A" yro1nh mhby nbx
NPT TR NPNINTXY AXD

MN"MY "M% Mysn

:0°'wIx 10 5on 1 Ty2a y*o1n> MmOy ndx

38°C-n Maan X NN DN ;*NPArnn TR NIN'O ;(MMBO5Y 181 0'NND) NN"MD
F(50p)

MDY °RY RN My N

:0°wix 100 on 1 Ty yo1nd M%Sy ndx

N1 ;(0°0A1MD) NY*HID NN DN P2 XD ;NNDYN NN DT Y DINT
,0IND X 51N ,TIAN X ;21YW ;01N NINN PR XD ;NI ;NN) nontd
;0PON 2XD ;T2 ;N1 NMY1IAYAR NMINT ANMD ;NP ;N2N2 ;(0°0"1M) Moynn
X5 NHYD nwann ;(Mo™y) nanax 1oIn ;(*Yupn) 39.5°C-n Maan 0N ;DM AXD
N0

mMIT RN Ny N

:0wax 1,000 5on 1 T1ya yo10Y mndy ndx

NTIN NNMD ;75w ;v AxRD ;(D0MLPNANP ,NTINYN NPST) 1'Vn Y NPYT
.(hives) nwwan

DM22NN2 TIXA NN NN wNONNY DMy DIM Apatn Tk Mintol*
13 525 nnnn D152 D2 TIXN N2 MY ZNONND My NIN'O1 .0MA1aN2)
NMIYN NINN NS NXY DM

20PMYM2 MY YIN'Y 15NN2 DMIpNn 190102 1NNT NIXAN K10 My9IN
D™N NN NMYIAYAX N0N 1NN INKD 1981 (D'0HDYIN) NMNa NPYT X DINT -
NO'N N2IyNn DY DWAX Y¥X TNPR2 ,M50p AN N Asn DMpn Nnda .Dwomn



10N ND>yn 0y 0991015 ORI NN NNY NMOKX ,2 Y02 XY *9D) NYHNIN
NN DTN IR 1TAIR DN )T IR NNK DX K191 Y19°0Y TN Nk wh L(nwHbnin
19X DY UK XD DIN2 D™MYNN 91AN NMY1IIN2A NV JTAIX IX 001019 ,N1DNN
X NNXY NPINN IR KON DX YTMD 27 .MN2 NPOT X DINTY 0'IN°0 MR 010y
.&/5Mn "N N1 My1ayax no*n onbap o

101N) N2YN2A "INT "IPY DTNNAN DMOR NN DAY NNTN VINA NPYT IR DINT
120 MY1IINA "IN NVOY 1T2IX IRA (MY

(mMn% 0T NpoDOXA NYI9NN DA NN prl) yaw

001019 1X D*OpPNN

.(AVDIT DOIN) NN NPASY

NI N2PY2A 200N N1 MMAN NMIYNTAY 001 IR DAND NTYA D0 D NN
NP0V DXIPIN DT *RN 102

Sw MN'o1 ,NPMSYY Dy X MTN NN NMPYY MNMD .N1MAYX NN
.N12N T2*X1 DTN YN52 N"MIXND 1T ,NY*021 X NN'w11 “pAp ,0M9M D™D
DN )T IX NNX DX ,021X .AXRDINN NXK DPANYY 119 NNPY NIMPY 19XD NyOIN
2T 191X XO1ND NIDY wh 1550 MyoINnn NNK NX

DN MM2AN X DNINT 91905 My 12T .0 YYD YW Nn*on Ik NMNIYN ,NpYT
,0'n nprnn N wnw Din R (Henoch schonlein purpura) My nnnn
,MYQ¥RI D™ T2 YN 912°p2 Nmdn 0Ny Wk (trunk) 1an by NNt owpn
.("PXOXMP NONN) D"MTX W A, 0 NOY ,0DM1YN

,M21P DYDY MTIANN NMTR NP 01N D2PN0NN) N0 NNNMIX
(7120 121 0192 0NYDH 01DA2 NNONNY NYNNNY ,NA%N ¥ NNM9Y nmTa

NYy91INN Y210 NNX IWXD IX NNANN YXN%N NMYDINA NNX DX ,*XNY NYDIN NY*O1N DX
X911 DY YY™NNY OV 15V MY XOW "KNH

XY Myon by N1

SV MMT" Mrpn Sy N¥ND MyY¥nxa MIXTMAN TN RN MyoIn by N N
NMXMIN TN NX S NMaN 972 X¥Niy. "No1NN 7190 2py RNY MyoIn
N0 MMy IR ,PRMY MyoIN by Nt mpnn 09102 monn (www.health.gov.il)

MY

https://reportsideffect.health.gov.il/drugs/home

?n91Nn NX JonxY °x .5

NNV DT AL N YINN M0 DIPN2 N P NINK NO1N 92111 NN Indyan yan
NXN X955 NXPNY 01NN 5X .N5YN YInn 72 2T 51 NMp1tn kA 019 S DNR)
.X91NNN NYN9ON

NTIRN "M DY yonn (exp. date) nadnn "IRN "INK NDINNA WNNwNY PR
TN INIX Y 1NNKRD D1 ONMNN NA19NN RN

.(8°C-H 2°C 1) "pna jonxH we

LIX 119N 1202 NIN SV NPIpNnn DR JONKD we

27N 191X 107N wNNNY 010NN TNKY

- 7y 12 wnnwin, (25°C) 77NN NM01DNL INIX JONKY Y IWOX 11K 12TN DX
nyw 8 Ty 11 wnnwnn (8°C-> 2°C 1"a) 7pna jonxY X ,nmdnnn mpT 90
.N1DdNNN


http://#

MOINN P1TD TRD NPINN DY YV NN .NTNMAN N2109% 18 21"25 MONN OwNd PR
.N2"20N DY N1ANY 1Y™D™ 1OX DYTYY .LINWA 1 1RY

qon ymT™n .6

DA N2°DN NOINNN L,5YON 20NN By o1

‘NPAX
Anhydrous lactose, mannitol, amino acids for injection (containing

phenylalanine and proline), sorbitol
Water for injection :onn
Neomycin sulphate :5v mapy
"NO1NN Sy oMo nnn pon by 2wn y1n" - 2 9'wo NXN
NTIRD 1DIN NN NDINNN NYRID TYD
P17 1171222, T IX 2NANY ,DIP VAR NPAX NpAN
N219NX X YINYWHY 10N Parna L,yay 1on 7158 Y onn
.TIM TY PONDX VAN ,nY1Y8 N0 AN :0NNN DY NIDN TNKY

.D0NN D2 Y ON AR PN . 10 1 :arx ST
DN MrIRn M Yo XOw pn

.Mpn NNo ,25 5 'n1 ,n"ya (Oxwr) 1MOpntnoiopa ioiwmn by
.N"M%1 ,07010p™ L, S AL OYP O PYPNNDIOPYA N
115-15-29677 :nx"2an TN "N2%nNn NMD1NNN D192 NOINNN DI 190N

NTYI N NOINNN ,NXT X DY 10T IS N0 AT 1YY NXMpN NYpn1 NMowon nwd
.0 MY "5

.2026 "210pxa W

.GSK Yw mann n¥1ap 5w niora X N1Yyaa D1'n IN0NN “INt0
.Now 1ot 1k GSK Sw nnann nxap 2026©

Varilrix PT v7



The following information is intended for healthcare professionals
only:

As with all injectable vaccines, appropriate medical treatment and supervision
should always be readily available in case of a rare anaphylactic event following
the administration of the vaccine.

Alcohol and other disinfecting agents must be allowed to evaporate from the
skin before injection of the vaccine since they can inactivate the attenuated
viruses in the vaccine.

Varilrix must not be administered intravascularly or intradermally.

In the absence of compatibility studies, this medicinal product must not be
mixed with other medicinal products.

Instructions for reconstitution of the vaccine with solvent presented in ampoules

The solvent and the reconstituted vaccine should be inspected visually prior to
reconstitution or administration. Due to minor variations of its pH, the
reconstituted vaccine may vary in colour from clear peach to pink. It may
contain translucent product-related particulates. This is normal and does not
impair the performance of the vaccine.

Do not administer if the vaccine presents other colouration or contains other
particulate matter.

The vaccine must be reconstituted by adding the entire contents of the ampoule
of solvent to the vial containing the powder using a suitable needle (21G to
25G).

Shake well until the powder is completely dissolved in the solvent.
Withdraw the entire contents of the vial.

A new needle should be used to administer the vaccine.
After reconstitution, use the vaccine promptly. If this is not possible, it must be

stored at room temperature (25 °C) and used within 90 minutes of
reconstitution, or it must be stored in the refrigerator (2 °C to 8 °C) and used

within 8 hours of reconstitution.

Any unused medicinal product or waste material should be disposed of in
accordance with local requirements.

Instructions for reconstitution of the vaccine with solvent presented in a pre-
filled syringe




The solvent and the reconstituted vaccine should be inspected visually prior to
reconstitution or administration. Due to minor variations of its pH, the
reconstituted vaccine may vary in colour from clear peach to pink. It may
contain translucent product-related particulates. This is normal and does not
impair the performance of the vaccine.

Do not administer if the vaccine presents other colouration or contains other
particulate matter.

The vaccine must be reconstituted by adding the entire contents of the pre-filled
syringe of solvent to the vial containing the powder using a suitable needle (21G
to 25G).

To attach the needle to the syringe, carefully read the instructions.

Nh Luer Lo?k Adaptor Ho|d the syringe by the barrel, not by the

Plunéer plunger or by the Luer Lock Adaptor (LLA).

Barrel Ve Unscrew the syringe cap by twisting it
Cap . .

anticlockwise.
To attach the needle, gently connect the hub
to the LLA and rotate a quarter turn clockwise

| Needle hub . )

k until you feel it lock.
—

Ij@g: Maintain the needle in the axis of the syringe.
- Failure to do this may cause the LLA to
' become distorted and leak.
During assembly of the syringe, if the LLA
comes off, a new vaccine dose (new syringe
and vial) should be used.

Reconstitute the vaccine as described below.

Do not pull the syringe plunger out of the
barrel. If it happens, do not administer the

vaccine.



1. Add the solvent to the powder. Shake well until the powder is completely

dissolved in the solvent.

2. Withdraw the entire contents of the vial.

3. A new needle should be used to administer the vaccine. Unscrew the
needle from the syringe and attach the injection needle by repeating steps

above.

After reconstitution, use the vaccine promptly. If this is not possible, it must be
stored at room temperature (25 °C) and used within 90 minutes of
reconstitution, or it must be stored in the refrigerator (2 °C to 8 °C) and used
within 8 hours of reconstitution.

Any unused medicinal product or waste material should be disposed of in
accordance with local requirements.
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