1986 — I"'nwnn (D"'wan) D'NpNN NIRAFN 'Y 191x7 17y
T2'72 X9 DWON '9-7Y NzIivn N9INNN

2"n 5/3"n 4 onp'o T'OX PANTUT
"NY7 NO'MN N7 NTOINN NO'MN

'27y5 nIN
.(zoledronic acid 4 mg) nanTar nxnin A"'n 4 7N 7" 5%w Pl

"NoNnn 7w nnINNN P70 7 2N TN 9'wo 2 1o NXD (D'AN7RIE D'V 'M7a Dnnin
".qon yTn" 6 ol

77 W' DX .N9INNN 7Y MYNN YT 700 0T |17V .A91NN2 YNNWN DIV2A 1910 TV |17Vn DX I'Va X)?
NN 7R IK X9NN 7R 119 ,NID0I NITRY

D 37 XN DX 17'9X DNY? P'TR7 D717V X'D.DNINKYT DNIK VN 7R .N7NN 719'0%7 N It n9INn
.NIT DN7NN

?09Nna nTvim anY .1
7 NnYnwn oNj'o T'OX PINTAT
D" T'710 D'71T'AN NINXY NINNA 7Y TIV'N DY 07910021 NXI9) NNIPR'A DY D'7910N 719'0 -
.'0TTIVO "IV0-'VIX 719'0 DY TN' ,(DXY7 TWRIN INKRNN [VI0 7Y NIVWONN)
JIN9Y TN '722IMIn 719'0 INKY NINTENN N7N DX N1 719'00 ,NINAYN V10 YAY -
21T NINDI ARY T DDA NINDA DDA 0791002 DT [T'ON NIND NNN9N -

NTOMON AXIP
D'ON1ID0I90"

.0'VX1IDOIS0' WA D' NIN J']XD|7'7 YN ,NINTAT AXAIN XN OoNp'o T'OX |7'JI"|'['7IT1 7'won minn
.DXVN NNNYN QX DX NORNI DXV7 NTNX1 R'NY 1 -2V N2V NNTAT N¥NIn

N9NNl vin'y 194 .2
XONN T2V 17 INIY NIKAINN 7D AINK DN QY'Y v
:OX N91NN] YNNWUY 'R

NINT2AT N¥NIN N7 DNIND NXIAP) INX DXAID0ID0Y ,NINTT NX¥NINY ('AIR) WA NNR @
nn'yna L6 7191 0'01I9NA) NONNN N7'DN AWK 0'901N DADINNA TR D7 IR (Nd'w
.(0"7'yo M7an oninn

NN DK e

N91NNA WIN'YY? NIYana NITRIMM NNATX
:DN X917 190 ,n9NN2 719'0n 19
JrDanya7 antn I W -
¥ 7¢ NI99NNN IX N0 TAD NYINN ,NOY2 NYINN 10IN IX NIN'DY , AN 17 M INY7 W -
.0MNp'0 T'OXR PANTZIT DY 719'0N NT'NN 197 0"'W NP'TA 7Y YNt kONNY DN
'2NT71T2 7910N NNRY DMI'WN X917 190 ,"701T NN 1IAY7 TR IX 0'M'Y 719'0 NaIlY NNR -
.0"1'wUN 719'0 7V XOIN'7 1901 0INj7'0 T'OX

Page 1 of 6



noNna 719100 17nna

11ay71 (TTO DTI'YW NIXNYX 7710) NIV N9 N1TA 7Y T'OPN7 17V ,0N7'0 T'OX 71NTITA 719'0n 17nna
JI'MNaY D'y NI

,AND, NIDON DY 1D D"I'WUN IX NON DY [AW7D NI'YA NN NNXR DX T D"I'WN X9N71 X917 Mo
7w DYYN 701 X1j7IW 2¥N7 0'N'O NIFY DYIWY D7RY (I ,0'WNI9N IN D'RMAN DI'RY D'YXD NIN'D]
Balerhl

D72 X7W ,"701T NN DMWY ,D'TRINV0 D'701Y ,NDINIT IR/ A'9ININD D'7apnY 0'7910n
719'07 wnwnn) UXKAID0I90'1] 1Y 1791V IX ,DIYYNY 031N N7NN DN7 Y'Y , 0" NNAY DY 71910
.N070 7w DXYN 711 N7 NI NAA (12'02 NI'R? 0717y (DXY2 NIYISN 7w nyan IR

,NAMX NYINN ,W2' Y ,0NNY DFIRIDNNY? 0My9? Niamn ,(n'nx719'n) 01 [T'0 7w NidINd NinN
NN, 0'0d1 L(27 ax¥jp NYI9N) 1TO K7 P9IT .0NP'0 T'OX PANTIT D'7apnn D'7910N INNT
N717Y DT |T'0 7w NDINI NN DM'ION DMPNA .DTA [T'ON NINNA NNINN AT ARXIND INNT NIFINIDNNI
, 0T |T'0 7W N2IN1 NN 17 W' DX .T' XDIN7 190 77X '01II7Y D'I'MONN TNXR OX .0'*N N1DoN NI'nY?
N{790Nn NN7WN 17 [NI'N .0N{7'0 T'OX 7 ANTZITA 719'0N N7'NN 1197 |T'0N NINT NIX |TX7 W' ,719'0N 194
AT 'R0t T'o 7Y

NIMONN |2 NRAN/NIYZRIVIN
2V 190, MITH '90IN1 DWIN X77 NISIN 7710 NINNX NISINN ,NINNXY NNPY DX IR ,Nj717 ANX DX
:NPI7 NNX DX TNI'MA .NPNY7 IX X9NYT7 D
719'0%7 Nwnwnn noNN) '10X77 ,(DINN D'NAINTA 719'07 NIYNAYAN NIDNN) DITTIRY20MR. -
DT YN'72 719'07 N9INN) NX717 1Nwn (DT [T'0 7W NNIAA NNNal AN A NKR7Y Dxy 71T
DY N7X NI9NN 7Y 217'Y .| T'0N N1 NIX NITYINAN DINNKR NI9INN IR (NP¥22 IX NI
.0T2 TN NdIN1 [T'0 NNYY DNAY 717V 0'UNID0ID0
75 IN (DXYN 7¥ NI2YIYNn DY DTN U0 7Y 00N 101 719'07 NYNWwNN N9NN) TAITMm -
7Y N7 Y29 n717yw NONK N9NN
nxy Ni7NnI 0¥y 717712 719'07 nwnwni NNTAT N¥NIN 0'7'oN0 N901 N9NN) NVO7IIR - -
JDVIT IR N7R NIDNN 7W NIA7IVUNN NIYSYNNY (') ,INK UX1I90I90' 73 IX (V10 [I'RY NINNK
TOX 72NT2IT DY N7R NISINN 7Y 27'Y .(Ju102 719'07 NIYNYNN) NIMAMIR-'0IR NIDSNN -
070 DXY 7Y 71 7Y "aain [1>'07 MR oo

a2 hIR[Eeth]

N'IYY NIRY NAYIN IX [N IR OK X9N7 M90 .|IN'N2 DR DX 0NZ'0 T'OX 7 NT72ITa 719'0 7277 'R
.1 NX DX ONP'0 T'OX P INT2ITA 719'0 72777 V10K [N NifnY

.10 IN [0 7002 N9INN 7D N'7'01 1197 KON DY 'YYPNIN

NIDN] YIN'YI AN
,NA'N1 NY2 INTNYT7 W' 097 .nDINNA 719'0N 170N NIMRY'E DINY W TINA DT DNPNR 10N
R Q7 NPIYAN NIYAIITY DNNK NI71V9 VIR IX DRIDN Win'y

D"A2NNI 0T
.18 727 nnnn D172 DM2ANNA WIN'Y? NY7Rm N1tk n9NNn

n7uni 65 7'1aa n'™7910Nn
.D'TNI' NN'AT 'WXANA X 7V yaaxnn vy 'R .n%7vni 65 7'21 079100 112y 9NN wnnwn? [N

N9NNN v nrananan P70 W aIvn yT'n

UNNwn X9NnN 0X ."NN1 n7101" nawna P71 1712727 (3"n 23) hn 72m*' 1-n nind 070 1T N9INN
LN A7ITA NN 727NNY DNIN NI L,0NR'0 T'OR PRINTAT 217717 nxioa '710 nomna

Page 2 of 6



?ho1NNn1 ynnwn T¥H .3

YAI12 NIV 'K DX NPNN IR K9INN DY 21727 7'7V .XONN NIXIINT DXNNA T'RN 1'WION UNnnwn? vr
2'WdMA 719100 [9INI [11'Y

TN NN2 D'UKAIDOIDO [NNY NOTN NAVY 'RIDT NIX WX 'T'-7V 71 [N1'N ONj7'0 T'OX ' INTAT

NIYA'NN NYana yro'? nan 7y 719'0 73 197 oM 7'o0n NNUNY y'7nt X9Nn

Waj7' 719'0N |9IXRI [1'AN NINKD IX NZNNL,X9NN T 7V 17 1NIW DNNXRD DI'NINN 70 X NT'9j71 yxa
.Ta%3 Ko -7y

x'mina nana 2y Myt 'n

:Apyni nip'Ta
.0 AT 'NINN2 719107 NN DX 7172 N9NNA 719'0N N7'NN 1197 DT NIZ'TA YA KON

MUY NNNY 0N Yan 02T KONN 8K TR Apynd NiF Y L Y7nmnn ane aia jnm n'7atp ox
TIZoN2A D"I'W IX/I (DI'TIANI [NOT,|T'0 7W NII'EN K7 NN [120) DT D*U*7NLVF7RN NNNA NIYISN NNDYT
[T'0 N90IN 72177 NUXNY DN, TN NDIN DTA 17 [T'ON NN OKX .N'790 TIPON2 MmN 17 771> ,n"din
Sl

.NONN T Yminw 193 719'01 T'ann7 v

.NDINN DY NIXY'NN K77 NDNN2A 719'0N0 NN 7'0907 |'X ,NIX'MA 2¥N] 1I9'YW 7N DX DA

NNN DX D"9PWUN 1170 .N9NN 7011 ANXY QYD 792 NIl NN ITA [wina nisnn 71017 '
NP2 IX X912 YYII'D ,N9NNA UIN'YY? Yana nison NITRY |7 v ox .0a"% pipt

w7 niyoin 4

7n2'M YN .0'wnnunnn 7702 'R NIYSIN? 0Na? 717y 0o T'OXR ' INTITA WIn'win ,N9INN 721 nd
795 77T NI NIXISIN NI NIYOIN .[AN NNK XA 71200 K7W PN URI7D NIYOIN NN'w K1Y
DX AT ANKRY Ny AR NITR

NINAN NNIMNN 'RI7D NIYDINA N IR DNK )7 U OX X917 7' N7 v

:(10 qinn 1 79100 Ty 7Y y'owa niivy) NinDW 'R NIYyoSin
.(Mrr'ow¥o0 DT NIP'TA *T-7V YA 90 NTA) NiYdn TSN N Y -
.07 |T'0 7w NdIN1 NN -

:(100 qimn 1 79100 Ty 7V y'oUnT NI'YY) NINDY X7 'R NIYoIn
NYINN 101N ,NYI5N ,N072 IX N9 0'N'7NN K7W D'WXD IX NIN'O1 ,NOTA IX/1 D'1'WA ,N912R) -
.(Dxyn Pn1) NO7n DyYa 117 DAIN'O NI 071D 17X .|W W NI9ONNN IX ,NOYA NITAD NWINN IX
.IN{705N TNK7 IX NDINNA 719'0N 17nNN2 N7X D'1'MON 17 W' DX D''WN X971 XONYT TN 190
DXV 71777 719'07 NANTAT N¥AIN 172PY NIT91I0Na N9¥1 (MITTND 1I919) 1To K7 A7 ¥ -
DX X917 1907 7'7V IR ;0T X7 27 2¥P7 NNIIA NNTT N¥NIN ORN YIT X7 .0aynn 72 "NRwY
JNTAT N¥NINA 719'0n 170N n7R D1'Non 7 W
.[N221 01191 N7'Ya NIN'O1 ,NN'WI XIZ :NINN NRANZK DN -

(1,000 3imn 1 79100 TV 2v Y'OUA? NINIYY) NN 'R NIYOIN
.(NMx%j719'n7 NwnN 17 X NYI9N) 1'TO X7 27 2¥p | T'0 7w NIDINI NINON ARXIND - -
-7V [NAIRN 775 0T2) (Fanconi syndrome) 11719 Mimon NXIZIN NI MTIpoNa nvion -
.(MmM'on N NI NIYX¥NXA KON

:(10,000 inn 1 79100 Ty 72v Yy'owa? NINYY) TINA NN IRIT NIYSIN
.(NMX7719'07 W) NIXIDNNE NYINND 101N ,0'0ID19 :[T'0 7W NIJINI NININ NXXIND -
NI'NY DMWY 17X TIND DIN'T IN/I [TINDA NWION L|TINA AND 17 W' DX X9N7 190 -
.[TIN2 DxYN 7w 117 DIN'O
190 .0 IR [NIND TR ,NO7N T2 NINNX NINXYA TINN NN 0'N'YY7 IR DXV pn) -
719'0N T2 NIYRIN IR DAXI] NN IX NYTN NIXI9NN DD D'1'0NA 77N NNN DX T X9NY
219100 NPOON TNKYT IX ONP'0 T'OX PNTTA

Page 3 of 6



{("yaja D1V NINDYY NIYSIN) AYIT' D' [NINDYY 'RI1T7 NIYOIN
, [NWa DT ,;NWn N91a NTY 71707 071> Damoni nan'o (tubulointerstitial nephritis) Nt np'7T-
.N2IV X7 N1 WA NN

ININAD NI NIYOINN NI IX NNX 17 W' OX MYOND DTN K97 NndY vt
}(10 qyinn 1 791000 NIt 7y y'oswa’? nilwy) TIXA NINDY X117 NIYSIN
DT N7 7w DM AN -

}(10 qinn 1 79100 Ty 7Y y'owa Niivy) NinDY 'R NIYoIn
, DXV XD NIMINY ,01N1 ,nYZIN ,NI9"Y ,0IN N771D0 NYSYW N'INT NIINONI WX AXD -
AX? AT INK7 D'N7V1 DP'ONNI '9'XD0 719'0 WITI X7 DNIPNN AN .0 IN/I D90
(.0m' IX NIYW 190n)
JIART [TAIR 21 ORPNEN7'NA 120 710'vn NDYNA NN -
Jmn7nangt -
(NMIX) DMITR DT 'RN W NI NN -

:(100 qimn 1 79100 Ty 7Y y'own? Nirivy) NinDY X7 ‘X7 NIyosin
AN NI Y nnRan -
JQmoTyn? o -
ATN2AND -
.TIA,NNM9 'MW MNKA (NIN'D NIFMINTX) YA NN -
NYINN ,TYY ,0Y0N WINQ NIYI9N, NI'W NIYISN ,nTIN ,NININO0 ,NN'W1 IXIj7 ,NNA DTYN? -
.19 wAaI',|L2 AR ,NIN'YY 7YY 017200 NIYIA IX DT NWIND 10IN IX YIXjY
.DT NI'OVI 0127 DT 'XN 7Y NPINI NN'D0 -
.ORNN 7V9'1 NINT 10)' KON .0TA A7WUNI DI'TIAN 7W DN NN -
Mpwnanty -
JNaam vt -
Jmnyr -
DN WD Y NIw  NIvAalT 0''Y  NYOYION A'RY -
NIVLVINNA IR NIY'YN ,NIDZYNN DY N'AIKND JiZ NYIND - -
MIV'Y IR D'OINDY DY NN MW -
(.nMproR) N0 -

(1,000 mmn 1 79100 Ty 7 y'owa nirwy) ninrm RIY NIYSIN
RIGL ' Iy i M7 B
M -
DX X9N7 N19 .0XY 7217777 NNV X 719'0 D'22pPNN DN TN )N DXV 7w 70 X7y -
DTPIN [A'0 NI'NY7 "WYY N2TAY [I1'D NYYONI IR NN, NINMR 10IN IR NY7IN AR WN NNX
NN DXV MYON 1Y Y
[(MIRMN W TIRD PP 21200 npn 7w NptT) Ok e A natnn -
.D'PI9N2 NIN'OII D90 NPT T 771D NYSY "InT D mon -
'va axoa niimin nin'o IX/I nIrmimIR. - -

(10,000 qinn 1 79100 Ty 72y Y'owa? NINYY) TINA NN 'RIT NIYSIN
N1 DT yN'70 ARXIMD NISyNn -
7NYUN 0'NYY ,0MNMYA IR/ D'RPI9N]  NINXYA NINNAND - -

X7¥ X117 NYSINN 7210 ANN AWXI IX DI'NNN 'R0 NIYDINN NN DX ,'RI7 NYSIN AY'DIN DX
.NSIND DY YY''NAY 7 ,j17va iy

21910 2y 'RIT NIWOIN 7V NIFT AYED 7Y NXNYT NIYYARA NIRNAN TIWNT 'R DIYoIn 2y N7 [na
2V N7 [ipnn 09107 n19nn (www.health.gov.il )nixMan Twn "NX 7w nfan 912 Xvnw "Moinn
https://sideeffects.health.gov.il w7 N0t My IX ,'RI7 NIYOIN

?hoNnn nx jonx? ' .5

Page 4 of 6



D'T?' 7¥ DN"RY NIVI DT AW'N7 YINA 1120 DIPNA NMWY W' DNNR Q9NN ‘11T noNn Inwvanym e
.XONNN NWIIDN ARIIN K77 NRPNYT DNA7 'K 07010 yann D 7201 D N/

NAIDNN JIRN .NTIRD 22 7V y'amn (exp. date) naionn XN INK N9NN WNNWN7 'R °
MTIN INIXK 7¢ [NNXRD D17 on''Nn
[lIONX 'Nan

JIPIAPAN NNMS INK7 T wnnwnt U Nnipnn ArRa 25°C -n ndinin nvnonva jonx? w0
197 [IONKN ,T"N N2 D'YNNYN X7 OX . TN N2 WNNWA7 W' NIKIINN '9 7V N0'MNN N1dN WNKY
MIONX ,NOMNN NN |2 7700 nTn (2-8°C ) Mpna nirn'? 11 wnnwnn NINNNK 1Y ¥in'wn
NX'ANY U IN{Pa N9NNN DX DIONKA DX .NIVY 24-n NP X7 NI 711X NN DI'01 Njzna
.Jnnn 197 ATNN 'onuY

qon yTn .6
02 2'7'2n A9NNA 7'yon AN 7Y qon

Mannitol, sodium citrate dihydrate, water for injection.
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Sichuan Huiyu Pharmaceutical Co., Ltd., No. 5 Road, Chengxi Economic Area, Neijiang,
Sichuan, 641000, China
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INFORMATION FOR THE HEALTHCARE PROFESSIONAL

How to prepare and administer Zoledronic acid Seacross

- To prepare an infusion solution containing 4 mg zoledronic acid, further dilute the
Zoledronic Acid Seacross concentrate (5.0 ml) with 100 ml of calcium-free or other
divalent cation-free infusion solution. If a lower dose of Zoledronic Acid Seacross is
required, first withdraw the appropriate volume as indicated below and then dilute it further
with 100 ml of infusion solution. To avoid potential incompatibilities, the infusion solution
used for dilution must be either 0.9% wi/v sodium chloride or 5% w/v glucose solution.

Do not mix Zoledronic Acid Seacross concentrate with calcium-containing or other
divalent cation-containing solutions such as lactated Ringer’s solution.

Instructions for preparing reduced doses of Zoledronic Acid Seacross:
Withdraw the appropriate volume of the liquid concentrate, as follows:
- 4.4 ml for 3.5 mg dose
- 4.1 ml for 3.3 mg dose
- 3.8 ml for 3.0 mg dose
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- For single use only. Any unused solution should be discarded. Only clear
solution free from particles and discolouration should be used. Aseptic techniques must
be followed during the preparation of the infusion.

- Chemical and physical in-use stability after dilution has been demonstrated for
30 hours at 2°C — 8°C and 25°C.From a microbiological point of view, the diluted
solution for infusion should be used immediately. If not used immediately, in-use
storage times and conditions prior to use are the responsibility of the user and would
normally not be longer than 24 hours at 2°C — 8°C. The refrigerated solution should
then be equilibrated to room temperature prior to administration.

- The solution containing zoledronic acid is given as a single 15-minute
intravenous infusion in a separate infusion line. The hydration status of patients must
be assessed prior to and following administration of Zoledronic Acid Seacross to ensure
that they are adequately hydrated.

- Studies with several types of infusion lines made from polyvinylchloride,
polyethylene and polypropylene showed no incompatibility with Zoledronic Acid.

- Since no data are available on the compatibility of Zoledronic Acid Seacross
with other intravenously administered substances, Zoledronic Acid Seacross must not
be mixed with other medications/substances and should always be given through a
separate infusion line.

How to store Zoledronic Acid Seacross
- Keep Zoledronic Acid Seacross out of the reach and sight of children.
- Do not use Zoledronic Acid Seacross after the expiry date stated on the pack.
- Do not store the unopened vial above 25°C. Store in the original package.
- The diluted Zoledronic Acid Seacross infusion solution should be used
immediately in order to avoid microbial contamination.

Page 6 of 6



