1986 - 1I"nwnn (D"'wON) D'nEina NIgn ' pPax? p'w
7272 X9 DWON '9 7V NFHYN N9NNn

N1 )IN ATINI'R? 21NV
NTAI N 'TI9'X? noMN

200 I o
zidovudine 200 mg/ 20ml  %"n20 /a"n 200 pTamT
STt A" 10 o0 nomn 7' 1%

7w DN 770 7 AN yTM" - 2 9'Yo AR 1'WONA 0MANYRI 07D 'M7an Dninn Nntwat
"qon y1n" - 6 9ol "nannn

37 W' OX .D9NNN 2V MY YT 790 0T |17V .A91NNA WNNWN DIV1A 1910 TV [I'7Va DX [I'Va X)?
.NPINN 7R IX XDINN 7R N19 ,NIS0I NITRY

DI¥N D )7 NN DX 17'9X DN7 2'TN7 D717V X' .DNINKYT NI YN YR .)11IY DY IT N9NN
.ANIT 'RIDIN

?09Nna NI nn% .1

110'NN 7WIN 9212 DIN'T 7Y DMIMN DAY NHO X 719'07 Nwnwn DTN ATI91R7 1N
710"7 D'7210N DKWY OT"X DY D'7IN2 IX (AIDS) wOMIN 110NN 7WdN NAMon oy 071N (HIV) 'winxn
21NV 7Y DMAIS DNY'YON

yinn? nn v (Mnn Y 14-n yiawn ankY?) HIV 79 nirkwal nnn 0'wa? irn 1'anona myian 71010
T7W PN HIV DT 79 NIwRY ny'an? pEavn 7 nmnn im npaTn

DY 17002 LYNT) MWOK 11'X 'MI9N 719'0N TWKD 71 DTN NITINI'KYT 11NV WNNWN? v
(N1

N'O'ISIN NN

D2I73X NNdAN L, NIFTN0Y'VIR NIDINN NXIAPY7 ND'Y 1AN0D L' TIIT'T KIN 12NV 7'V9N ninn
.(NRTIs) rX09"j70170 01N '2DOYN D' T'TIX?712

.N2IN1 NNM IMIX NNIYIE 9122 9210 NIND DX AN'NON XN ;HIV-N 921 IR nZ7on n1'k 11anon
VI'0] DAIYN DI'NY ,0127 0T 'RN 7W 210 DN CD4 'RN .NTA CD4 'XN N7'90 XK N'7yn D2 1'ANLN
.DIN'T2 DN7'N7 19127

912 VI7W7 NN 7Y .0 T DMAIANA 719107 ,(271WN 719'0) NID0I1 NIDNN DY TN' ,NYNYN 112N0Y
A7 NIDNNN 75 DR 7107 T'ORNT 1Y 7NN NN DX XYY (HIV) 'wikn 10'nn 7won

1217 HIV -0 921 NN2yn DX YIIN7 NN 7Y ,1N00 "Ny axXY* 7Y X9NnY DN ,)IMN DR DX
HIV-D 9212 ImzaTh NXR yint N 7y 01non gt Y ginrmng pnet o nThn K7 WY

AWKRD ,NNAIT?) YIA1 DT 7W NNV IX,DIN'TN DX 17 W' DTR DY 12'N yand owsnn HIV 7w nin't
("7 o'onn o'E'7In

N9NNA WIn'wi 9% .2

0N N9NNA UYNNWA? '

N9INNN 17N AWK D'901IN DAY IMNN TAXR 727 IR (*TIAUTT) 2'woN MInG (A7) W nnx. e
.(6 9'voa v119Nd)

TINN NDIN1 D'AITX DT 'XN N'O0 IX (N'191N0'1) TINN N2IN1 DAY DT 'KN NS0 Y7 W' e
.(NMax)

Page 1 of 10



oMY nano

2915, 120 nirvan n'7ai0n 0Tt AN N7 1anvl NNy 'R

MUY TUN [2N'7'2 XI720 DT NN 7Y Dfnda nthy) 0T AN N v omion ppgn e
(nx7 yn nxNn NX 1907

.0T2 T2 '"A'NIX 7Y NINRX NIM7 DNIMRN NNNXR NIV e

N9NNA WIN'Y? NIyana NITNIM NNATN

JNIMN CRI7 NIWDINY NI NI2A [12'02 011N HIV-2 271wn 21910 I 1'AN0VY 0'NRI7N D'WIRNN 770
:D'901N D107 YTIN NI'N7 'Y

(CIx B aion T N1 7710) Td N7Nn 17 AN"N DYO 'R DX *
(MU' NX DX TNI'MY) "MIYNYN 7pUn qTIV 7 w' DX

,0T NI'TA 7710 ,NID0N YN NIZ'TA NOVXNY PN ™Y 70 278N TNR DX 7Y XO9NN DY DNIY - «—
4 qiyoa 'y ,q0n yT'n N7ap"% .N9NNN DX 7010 NNRY NTa

D'AIYN D'1'NONY A7 n'w

JNmn nirne ni7i7yn ,NNNKR DY 0'NNon HIV -0 DNt 719'07 Nisinn 0'Nzi7n D'WIRNN 270
.0RN0Y NRI7 DNRY N2 DN1I9N INT'NY W'Y DIWN D2'0NI DN'0 7Y NyT? 'y

JNIY NIXMNN 2V I DT VTN 2V [NWD NITRY 17 ' DX AT 17 7¢ 4 qiyoa yT'na DX X7 NaX

.XOINN DY YYV'ND

NIMSinn J'II:I.IAJ'III\I'!.'!N'\U]'N

2V 190 ,MITN '90INI DWAN X77 NISINN 7713 NINNX NISINN MINNXY NN DX IX,NPI17 DNX DX
.NpN7 IXN X9N7 P

"NV DY AN NIDNN NNEY 'R

HIV 7w DIn'ma 719'07 nunwnn *TIANVO o
D"7XRY' D'AINTA 719'07 1A' NPT IR INAN @
N7'OIMTVIXR K'Y 'XIONNOM e

NNINN A RI7D NIYSINY IY IX 'RIY7 NIY9IN nysinY [1>'on NX Niva? N7y nmtion Nisinn
DN

N7 NYX

N'097'9x2 719'07 NWNwNN ,ORIND'INI DI'TIO

D"7XY'1 DMINITA 71907 NIYNYAD L[INDT0IN IX 12A177'¥22 1177 8X
DINX D'7'90 MIN'TAI AM'MA 719'07 NYnwnn ,|'MRuN~'o

Y NI 719'071 NIRM NRTT NYINY Nwnwunn L1091

DT (120 D'NIVD DMINTA 719'07 NIYNUNN LTINS IX ITRAIRITD
PCP 12> D'7'90 'NIN'TA 719'07 NIYNWNN ,|IIZAIOKX IX |*T'ARVID

D"7TNI D''N'MIVO DMINTA 719'07 NIYNUNN ,NITROZINML-IZ IX ['¥M0IDNNX
711207 FTD NIN'ION NIR'VIYVIXR DY NINALL,NINIT NIZNNAL ITA'YA 719'07 NYNWN ,T'¥1AN9
[NI7'y* NX

I'NNAY? 9'7NND Nwnwnn ,|Ithn e

.JUN02 719'V7 NIYNYNA 'Y ANIOPIT IX ['V0'721'1 ,|'VOMT'T o

178N NNX 7011 NNX DX 1Y X977 190

212NV OY NA'ANN N9NN

Page 2 of 10



.N'097'9XN] 719'07 NYNWNN ,|'NIVID e

NZ17 NNXY N2 NIX 1017 0X' 17W XONAY DN L'RIVID NPI7 NNX DX 17¥ X9N7 190 «
Balalplip!

RN

T
' N1IdNA DX DX IX L[N DRI PN'Y NAYIN NP0 IX [N NIK DX

NV NY'VIA NRNNMILEDAID'ON 7V KON QY XY'NN

127 HIV-N DIN'T DR 21Yn7 NI M1 Do N7 W' ,0N00 NINgI7 HIV Dilkwa ['ny NN DY) DX
A aydY]

1IN 17002 ' AN0Y NNE7ENTINA DDA YK RN NIYDINY DNA7 NI717Y NIMIT NISNNIE AN
NINNSNN NX 1017 NN 7Y NID0N [INAX NIF*TAI NNYTO DT NI TA? NIK NNONYT YWY 17 X9NN
2V 722 HIV -2 dpaTh 190 n1nn 79 Nnq L mrnn 17002 NRTIs In77 onMinnK QWX 0772 QT2
JNI7D NIYOIN 7w [1D'0N

hhh!
.OX 27M 71I'Nn R W7 217 HIV -0 it iron gfank? aiox HIV nirkwl praw n'wa

7w DRN 270 N7 117 XD DA N71D',1AN002 0NN Y NuR Nind
7207 NAWIN IX , NP0 DX DX

.NX91Nn QY T'"'nN 'Xy"Nn <«

NN YIN'YI DA
.17V NIND NI'NYT 17 NIMYIAN DNNK 'RI7 DIWY9INY7I MINANO0Y 17 nNa? a1ty 1nanon

210 YN NNR OX X7X NNRDN 7'woa% INamY7 'K«

NWR7 0T NIp'Ta )N0XN

7V Qo yT™mY7 .'R17 NISIN Z1ITa7 N1n 7y NN'TO 0T NIRTAY JNIX 119! KON ,1'ANLVY NY'0) NTA
.NT 1752 4 'yo NXRY,NZR 'RITZ NIYOIN

17¥ X9 DY YA 1WA INYD

720 NNIX NNE7 'wnn? 1" CHIV-D DIn'T IR ARDIN NI'R KD 72X ,72vna uI7Y? Nyrton 1"anvn
HIV pint? oniwpn 0Nk omin'ti ninn NN9Y 717y [*Ty DR .amnn% N7nnn vian ©m o

X912 YVII'n? *720n 1'2n0Y NN 7'09N X1 KON Dy Y7 1y Niny —
D'INX D'WIX 7V ]an

T2V ,NNAIT?) Y12l DT 7W NNAyNA IXL,DINTA DX XWIN DTRN OV 2' yand vwonn HIV -p oin't
DY NNID [12'0N ' DX ,IT N9NN N7'01 170N HIV ayn? 217y 11y ank .(njtn? oronn qin'w
LW IIRAINDY-T0IR 7190

.DINX D'YIR NPATN YIINT7 YT D'WITIN DNAITH WK 72V 17w X9 Dy NNIY
N9NNa 7 n1ananan 770 7y Aawn yT'n

|AM a'7'Dn v
0N N7101 nwYNn? X' D ni7 N P L nm nTn'? (A" 23) pm Immol -n ning n'7on 1t nsinn

0707 075N N'TAI N D'TIN'XY 11NV 7Y DI
.0j70'7 '7'On DIIPIAPAN 7Y MIAD 77O

.0j70'77 'ANIN DNN DX K97 190

Page 3 of 10



209NN YNNYN T¥D .3

IWN2a VX7 NINYI YIN'WN 1197 N70N N9NNN .(71090) TN MY NDNNN DX )7 [N X9NN
DJY'X \T7' IR NNRY T (D"'YIAY TY) DX [AT 7197 21 775 )0 T2 NIN N9INNn .NNR VY
.N90 T ANV 7107 073100

.T272 RO YT 2V 1Rt 719'00 91N [N
INID 7' 12 7apna na
:12 7'a 2yn D"MAaNnI DMAIAN

qQn 7pwn A" 972" 2 IXA"n 1 RN 72N [N 7Y 9ian pwna 1N et 7apny 1nanoan |im
JIYY YR

o
70 7w 17112 DRNN2 T 1Y N0 Y D'RDNN 10 72V 0N 17w X9Nn
o ATy L iman

NINn 14 yiaw Anx? mnn Y 0N niviavn 14 99002 1ano nnpt oy X7 R YD 1 Ta
DTN N'NN7 TV N9N T A nna 0 0'nys wnn a"'n 100-> nanan a"n 500 x'n napnn
AN 7w 11200 7an PINAY TV ,0N0Y YW NN 7 N7 MwY 179 X9NnL,nTY701 DN Y7nna
.HIV-2 nipaTn nyana 1% y»o? 15 1'anov nnt |PI'nY? nav pne

ITAD2 IN NI'DA NI'Ya DY DWIR

TIPON |DIX7 DXNNA , 12NV 7W NI NDINI NN )7 N PNY ,NNMN T2 IR N'2) NI'va 17 W' DX
7Y TN IR NIMIN

NPINN IXK X9 QY 'XY'"NA <

JXMINN NINnN 2V 11aw7 'R .R9NN T 7Y Yy 19 719101 T'Tnnt Wt

NP IR X9 YV ,n9NN] vuimwh Yana nivson NnI7NY ']'1 W' DX
X117 NIYOIN .4

NIXMA? N'P7N IYR 0T .0T2 121001 DMIYA NINNAL 77wna 27 NiFn a0 HIV-1 719'0n 17002
NN D"I'Y 1T 7Y KON XY HIV-D NI9INNY 0'nys? 0T 0Ny 7w npnal,n'nn NIR?I

.(N'9NLKID'Y?) DONNI DTN ,DY72NN [NIY [TAIX? NN 0'N'Y7 DR (N0)) PTATT oy 719'0
D'11'0 NN AUPYT7 TN 17U KON 'TIAITT NPOON TNK7 7'9N MINA7 X'7D NdIN QAN [AIY 7Y 0T [TaIX
D19NN1 0O TN ,0"720NN [NIY 7Y INW9) |TAINA ['NAN NNXK OX 17W X917 190 .N'9NUNIS'YT? v
.HIV-2 77w 21900 NX N2 1anoY oy 719'00 DX 2'0907 W' ,0'Y'9IN 17X D'IN'0 TWNRD 7Y

nN'YA KIPNnY? 702N X .0'wnnunnn 72702 'R17 NIYSIN? nNa? 717y 11nunl vim'yin ,n9nn 701 1md
AN NNXR QXN 720N K7W DN RI7D NIYSIN

N7'NN X7 NIYRAY 4-6 Ty Y'o1n? X7 N1717y1 17w DTN NPT Y'OINYT NI7I7Y Nin'lon 'R NIYSIN
.2ranvna 7von

NNPY7 2'0907 17 Y'7M' 17¢ XONNY DN, NNIMAN [N NTAA1 78R NIY'DIN Q7R NIYOINI AT
Ralalplip!

.HIV-2 2%wn %1920 715002 nnonn® Mo nnk Myo9in ,nun NUMBAN NMY9INY (0N
JHIV-2 25wn 5190 S mnnk nimMwox "R NMy9 N yTnn IR XNpY 2wN - <

TINN NINDY 'XRIY? NIYSIN

Page 4 of 10



:0'wax 10 7omn 1 -n AN o107 NIty 07X
WUNKIIXD o

nN7'Na e

NINDVY 'RIY7 NIYSIN

:0'wax 10 7on 1 1y -2 v'oin? NIy n'Ix

RN e
w1717
[LATANXD e

MINMNO NYWINN *
DY AND e
NV XY waN e

1N 7w DTN NI V'oINT NI7I7Y AWUR NINDWY 'R NIYDIN
(nm91717 1 N'219110'12) NDIN1 D127 DT 'RN N'O0 IX (7'A2X) NN D'AITR DT 'KN D190 ©
T MTIRNNM DAY e
AINY NIR'NYT 17w Y7 DNA7 N7 AWK (TAd2 XM nin) 0T /2772 M avy e

NINDY 'RY X117 NIYOIN

:0'wax 100 o0 1 Ty -2 v'o107 N7y 'R
(TMan IX N2am ,0ITR WY) Wya Nnne - e
(7anm) X YoIN 7w nwINN e
nin
D"77> D'YWINNI DMAND ¢
(nino1) o'ta e
AN e

IN'N 7Y DTN NPT Y'OINYT D717V TWUKR NNDWY NI'RY RIT NYSIN
.(N12910'¥19) DTN 'XN 10 722 IX,(N29/0°¥/121170) DT NYNPA DAYNAN D'RNN 1D0N AT »

NN 'RIYT7 NIYSIN
:0'wax 1,000 7on 1 7v-2 y'o1n'? niv7i7y n'7x

719'0 7w NNNKR NIMYOK 'RI17 NIYOIN"-2 JUNNA DX ;DT N'OP7 N¥NIN qTIY) N'OP? N¥An- ©
("HIV-a27iun

MIY T2 INX 772N T2 ,NANY |10, TAd NIvIon - °

Ryl lTrs S

A W e ann ,NThand e

(n'od19) D'opnn e

DIIN] NYINN ,T2ONNYT N71D' 'K, (N1'Y TIM) IW'7 D710 'R L,NTIN IR [ID'TNWIND »
DYV NIYION L|IARTN [TAR,7D'W NIy »

77W N9N M2 YA IR 90 1Y ,0MNI9NN yaxa 0ty e
20'WI NYTD  ,NNIMNNY - NYSY NYNT AWIND -

(D'onni NID'0) NN 7w YIXpY NIYIND ¢

MY |MN2 NN .

.DmaMnmmorTY e

IN'N N7W DTN NPT Y'OINYT N717Y AWK DT RN NYOIN
.(pure red cell aplasia) o'IT) 0T 'XN 7w D'I0N 210 190N DT ©

Page 5 of 10



TINN NN 'RIY7 NIYSIN
IN'D DTN NPT v'oIn? N1 p'war 10,000 7on 1 Tv-2 yroin n717vn TINn DT RI7 woIn

(n'wo7ox N'mIX) D'UTN DT 'RN X7 DXVN NN 7w 7w »
HIV-a2 2a%1wn 719'0 79 nNNX DMy 'XI7 Nysin
.HIV-2 %19'0n 717002 nnonn? Nit17y nNNX NIYSIN 190N
Mwnn7? o'y pavwr ot

DMIN'T NN97 INI' D'V DN L,AYYN [10'N DDA 7w 01D (0T'X) DTN HIV DiIn't oy 0'war
DIY' DIN'TY NI7A7 0717V DN L7190 0'7'NNN 19X D'WIR WK .(0'001101I9IX D'AIN'T) DINMN
[10'NN NDWN T 7V NX11D 0'NNA1 N7X D'NON .NP7T 7 0'1'MOoNI 0'IN'07 D'MIIAI 0'NR'NN D*IANI
.N7X D'MIN'T2 DN7'NY 7'NNN QIANY )0, NPThNN WK qian v

NN NOPIN |10'NN NDIYN TWXD WNINNAN 2¥N) NIMKRIVIX NIYI9N ,0'00I0IIDIND D'AIN'T? oI
niw1on 7w HIV-n it 7219'07 nisinn nnz? n7nnny 1nx? wnann'? oa niziy (A2 qia

DIN'T 7¥ DNWYD 0'21'MON2 NINAN DX .719'0N N7'NN INX7 02N D'YTIN WNINNYT NIV NIMIMNRIVIX
1973 N7yn NNTPNNI 0DY7270 NI9JAI 0V T N7'NNNN NYW7IN ,0MMY NYWYIN (12 DINX D'A0N IR
719100 NX 7277 12 7w K97 T M9, (NIruERI9™N) AN NITWO IR TV A7 NIE'OT ,1a0 10
TN

1'2NLY N7'V1 17NN DIN'T 7Y DNWY7D D'2'NONN 7110 NNK DX
17w KON NIXVIFD X77 DIN'TA T2 DNNX NI9NN 710N 98 T 7@ X917 190 —

ninn X NN'm NI NYSIN X' n-u.'h nxnn

N'07 N¥NN .7TamM T2 0y TN' ,N'0P7 N¥AN X720 Q¥ 0'NN5N 1'ANLVY D'NRITY D'WIRNN 77N
7901 WNX7 NN9NN 2NY7 AT ,MIZ NT DX ;' T DT .91 NP7 N¥NIN 7w NP2y T 72V NnJa
.09 0NA'R W WD NnMA T Y 0tN 207 71D 0T L7190 7w D'wTIn

qQTIV) ON' NINWN DY D'WIR IX ,TAD NI7NN DNY7 Y'Y D'WIXK 2172 NNONN N'VP7 N¥ANY NI 1120
.D'Y1 WA L ("Mivawn Ypwn

07710 n'op? nxnn v nan'o
nYR 0NN ,npiy nn'va e
[a1) 2} I
D"911 AYYIN IX DYINN Y0IN °
279N 2T AR TR ¢
AXgn NN e
Juaand e

IN ,'2'V%7 D'0NI9NN 01'MONNN TNX 17 W' DX .N'0F7 N¥NN 7¥ D'IN'0 VY X9 ,719'0N 17NN
NN DA'RTA WK DINK D'NON

MYONRN DTN 7Y X917 N1 —
NiNxXya NI'va 37 rn'y pne

ax¥n2 .(0'TNRAIRVOIX) "DxYN " X17a0 2¥n 0'NNon HIV-2 271wn 71910 0'7a7nn 0''ion 0'wax
.DXY7 DTN NPOONA DTN 7722 D'NN DXYN NN 077N Nt

DX JNI' NNIA2 N0 AT XN NSY7 0717V D'WaR
10 AT |wna2171wn 719'0 0700 0N e
D'T'NINVOIRZ'VNIR NIKYZIN NIMP?T-'0IX NISNN DA D700 DN °

Page 6 of 10



2P DY DN
TINN NYW7N DN7Y NRIO'NN NDwnn e
T pwn vanon e

:0™71D O'TININVOIX 'IN'0
D'79N2 nivpn - ¢
(9no2 I 7112 )02 VIP]) D'YINNI DN
aynnotwp

19770 D1'NoNNN TNRA |'NQN NNX DX
A7W X9 190 —

N1 Y'oIa? NIV NINNX 'R NIYSIN

2 D2 0Ma7? 717y HIV-a a71iun 719'0
N'oP? NXANY 212107 2710' 0T DNPNA WK L,0TA N'ORY7 AXYNIn 'Y NN nimy ¢

1N0N 700 NNRY |NT2 MAVNY DT N1 V'OINT DMWY IT NYDIN

X7¥ X117 NYSINN 7210 NNX WYX IX AN'NNN 'RI7N NIYSINN NNX DX ,'XI7 TYSIN nY'9IN DX
NS DY YY'NAT7 ", )17va Y

IXI'7 NIYOIN 7V Nt

219'0 Qpy 'RI7 NIWOIN 72V NIFT" YRR 7V NXNYT NIYYAR] NIRNAN TIWNY 'RI7 NIYSIN 2y NnT? N1
2V nirT? umn 09107 monn (www.health.gov.il) nixMan Twn AN 7w nfan 9T X¥nw "Nonn
NIYE? 00D MY IR R NIVDIN

https://sideeffects.health.gov.il

?291NNnn NX JonX? I'X .5

D'T?' 7 DNXY NIVI DT AW'NY7 YINA 1120 DIZNY MINMYY W' NINK A9NN 22117 9NN In7v1n yvan
.N9NNN NYWIION ARIIN K77 ARENT DNAN 78 .07910 yann 7D T 251 D N/

ON"NN NAIDNN TN .ATIRN 122 7V y'oinn (exp.date) Naivnn ' IRN MNR N9INN2 WNNWN7 |'R
MTIN MIR 79 [NNXD DI'7

IIX'NN [I0Y2 PI272N DR Y7 W' AR 190 a0 v .30°C -7 nnnn [onX

Qon yTn .6

— D2 N7ON N9NNN 7'Yon D MMN 7w qon e
Hydrochloric Acid, concentrated, sodium hydroxide, water for injection

— NTARN DIN NI NDNNN N'RND TXD
.JaX N1on vyndI N717¥ ,N'700 , NN NO'MN X' N'TAI N NITINI'RT7 11AN0Y
.02 5 07N TR 7D .12 yaxa L"n 20 N Iz nyian nsnnn

2NN NNo ,25 712 'na n"va (PRw) 1"9pnmolopa niwn va e
Y21, 7087 TN ,n"ya (UK) oawnoIx 107X72 iy @
100-74-28753-00 :nIx2N TwN 'MO'7NN NIDSNNN 07191 N9NNN DIYN 190N ©

1Y 117 NTYIM N9NNN LNRT QX 7V .07 [IW72 NoN 0T (1Y ,ARNPN N770'71 NIVWON DWY - e
.0nmn

Page 7 of 10


http://www.health.gov.il/

JIRNAN TwN Nirnan? oxknna 2022 7w

ViV Healthcare 7w nnann nx¥p 7w Ni*d1 IR NI7Y12 DD NON 'IN'0
.N7W TN IR ViiV Healthcare 7w ninann nyiap 20220

Ret IV PTv.1

The following information is intended for medical or healthcare professionals only:

RETROVIR 1V for Infusion 10 mg/ml
SOLUTION FOR INFUSION
Zidovudine

DOSAGE AND ADMINISTRATION INFORMATION ONLY
Please refer to the Physician Leaflet for further information

Pharmaceutical form
Solution for infusion.

Retrovir IV for Infusion is a clear, nearly colourless, sterile agueous solution with a
pH of approximately 5.5.

Posology and method of administration

The required dose of Retrovir IV for Infusion must be administered by slow
intravenous infusion of the diluted product over a one-hour period.

Retrovir IV for Infusion must NOT be given intramuscularly.

Dilution: Retrovir IV for Infusion must be diluted prior to administration. (see
Instructions for use and handling).

Dosage in adults

A dose for Retrovir IV for Infusion of 1 or 2 mg zidovudine/kg bodyweight every 4
hours provides similar exposure (AUC) to an oral dose of 1.5 or 3.0 mg
zidovudine/kg every 4 hours (600 or 1200 mg/day for a 70 kg patient).

The current recommended oral dose of Retrovir is 250 or 300 mg twice daily. This
current dose is used as part of a multi-drug treatment regimen.

Patients should receive Retrovir IV for Infusion only until oral therapy can be
administered.

Dosage in children

Limited data are available on the use of Retrovir IV for Infusion in children. A range of
intravenous dosages between 80-160 mg/m? every 6 hours (320-640 mg/ m?/day)
have been used. Exposure following the 120 mg/m? dose every 6 hours
approximately corresponds to an oral dose of 180 mg/m? every 6 hours. An oral dose
of Retrovir of 360 to 480 mg/m? per day approximately corresponds to an intravenous
dose of 240-320 mg/m?/day.

Dosage in the prevention of maternal-foetal transmission
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Although the optimal dosage schedule has not been identified the following dosage
regimen has been shown to be effective. Pregnant women (over 14 weeks of
gestation) should be given 500 mg/day orally (100 mg five times per day) until the
beginning of labour. During labour and delivery Retrovir should be administered
intravenously at 2 mg/kg bodyweight given over one hour followed by a continuous
intravenous infusion at 1 mg/kg/h until the umbilical cord is clamped.

The newborn infants should be given 2 mg/kg bodyweight orally every 6 hours
starting within 12 hours after birth and continuing until 6 weeks old (e.g. a 3 kg
neonate would require a 0.6 ml dose of oral solution every 6 hours). Infants unable to
receive oral dosing should be given Retrovir intravenously at 1.5 mg/kg bodyweight
infused over 30 minutes every 6 hours.

In case of planned caesarean, the infusion should be started 4 hours before the
operation. In the event of false labour, the Retrovir infusion should be stopped and
oral dosing restarted.

Dosage adjustments in patients with haematological adverse reactions

Substitution of zidovudine should be considered in patients whose haemoglobin level
or neutrophil count fall to clinically significant levels. Other potential causes of
anaemia or neutropenia should be excluded. Retrovir dose reduction or interruption
should be considered in the absence of alternative treatments.

Dosage in the elderly

Zidovudine pharmacokinetics have not been studied in patients over 65 years of age
and no specific data are available. However, since special care is advised in this age
group due to age-associated changes such as the decrease in renal function and
alterations in haematological parameters, appropriate monitoring of patients before
and during use of Retrovir is advised.

Dosage in renal impairment

In patients with severe renal impairment the recommended IV dosage is 1 mg/kg 3 -
4 times daily. This is equivalent to the current recommended oral daily dosage for
this patient group of 300-400 mg allowing for oral bioavailability of 60-
70%.Haematological parameters and clinical response may influence the need for
subsequent dosage adjustment. For patients with end-stage renal disease
maintained on haemodialysis or peritoneal dialysis, the recommended dose is 100
mg every 6-8 hrs (300 mg — 400 mg daily).

Dosage in hepatic impairment

Data in patients with cirrhosis suggest that accumulation of zidovudine may occur in
patients with hepatic impairment because of decreased glucuronidation. Dosage
reductions may be necessary but, due to the large variability in zidovudine exposures
in patients with moderate to severe liver disease, precise recommendations cannot
be made. If monitoring of plasma zidovudine levels is not feasible, physicians will
need to monitor for signs of intolerance, such as the development of haematological
adverse reactions (anaemia, leucopenia, neutropenia) and reduce the dose and/or
increase the interval between doses as appropriate.

Overdose

Symptoms and signs:
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No specific symptoms or signs have been identified following acute oral overdose
with zidovudine, apart from those listed as undesirable effects.

Treatment: Patients should be observed closely for evidence of toxicity and given
the necessary supportive therapy.

Haemodialysis and peritoneal dialysis appear to have a limited effect on elimination of
zidovudine but enhances the elimination of the glucuronide metabolite.

Shelf life and special precautions for storage
3 years when not stored above 30°C.
Instructions for use and handling

Dilution: Retrovir IV for Infusion must be diluted prior to administration. Since no
antimicrobial preservative is included, dilution must be carried out under full aseptic
conditions, preferably immediately prior to administration, and any unused portion of
the vial should be discarded.

The required dose should be added to and mixed with Glucose Intravenous Infusion
5% wl/v to give a final zidovudine concentration of either 2 mg/ml or 4 mg/ml. These
dilutions are chemically and physically stable for up to 48 hours at both 5°C and
25°C.

Should any visible turbidity appear in the product either before or after dilution or
during infusion, the preparation should be discarded.
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