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vhy 1

D>PYON DY NPDIIVD XY MI0N 1Y ,NNPIN NN DXNINI NION ONIND MYIITN IR INNN 1T NN
DN NYITIN DPDAN THPNVYND DNMNN N1X DINN .N1IPION NN MIVNID YMHVNY INND DONIY
YN SW DINN NNPN ONIN) DXNPITN NNPN ,OXNPINN NTIPOI MOVLNNNN MVIITNN Y10 NI IMNX HNNN
NIVN OPDY MY NON DMVIADIN MNP PRN IONND) 1982 ,27HWN ,(MNIN TN NNPIN
MYy NNV P MTYPN N NNPYIY NIVNY IR NPNPT NNON , NDSN NN DY MINYd
N9 NN NDTYN YO DRNNA WY NPNPIN NNON 1Y YAPIY TN PN YD TIINRD NI MODIND)
NTAYN 10 TUN NNPIN 112 532 NIPIDI YNID 1) JNIN, NI MVIVA NNIN MNDY P ONMNN DY DN
95 PYONA D) YINOWA HNVNN NIR NP TIAT PI9NN NYA .NT NDN NNON NN YITID NTINDN

NPYIN PN DY 112 5NN NOWY

PYONI WIDdYW PTYNY ¥ IV 922 SNV DIV PWIN TN 1N NPNPIN NNON NNPIY ONINN
DIYY PYIN SV SMNN NI NROND NN (29 MIPN NNN NIPHY INIYI DIV WX DX D) 1O
TIY 99 NPNPITI NNON SW NP DOPN TNN NI INT OX .DNPIND 1722 NIDN 29 DY N12M N TNI

Y 9NN DXVNONN DININA MY N

PN NYYN

MONN NOWNH NYIAP TIN NPAPIT NN YN DNPIN 1PN DIWITIN DONINM DIMONNDN NN VY
DNPIN N2 NPNPI MIIND NYITHIN

man .2

NIINYY NN DY NAYD NPNPIT MIDN NDIXY DIRNND NDIDIY ,NDIN IO MY NP TO - AN 2.1
990N VINIYH

ToNN2 YNINND TIYNN IX /) DMOITIVD D¥IONNND NN DI TYNNN NITIND DIPIN NIT =AN9N N7/YT 2.2
PN DDV NYXAND PMIAPYY NIDNN

2NN NN 29 5Y NN PNIND IN NPIARD YN PYIN DNND NTYNY NDIWI-NONRN/NONIN 2.3

,NINY 7N ,2129Y , DX PWIN I DIDIN DY MM VIPYD M WINAD MYITIN MY TO NN 2.4
LDON MNP MIPAN 1NN PYINN 219 ,NONN

NOND : NYTY) NPT NIOND NAYNI MPN ,)INN MXNND OXNN YT VINOWY PWIN DY MDD : NIYN
(WIOY )95 GUINDY DY PYON DY NIIND 1) DY IN PHYI MNNND ONNNA NPAN NININ IN
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NN NN NIONN MAINND DXRNNA NPINVP YIIRD NNNDN (MIDN OND) MM NN M0 2.5
N2 MNMYIN

2109 WY -MLIVD MIN 2.6
BP/EP yw~ USP 115 mnwd NN9IPNI91 40mnN2.6.1
21D NOPN TONIKPN MDA MND IN P192.6.2
International Journal of Pharmaceutical compounding
Trissel's Stability of Compounded Formulations
NN, RIND MININ DY DIMAND/ND : MY 1IN VIV DOWITIN DINMN NN 00NN
PINK TIRN NYIAP TIN,ININNAD MDN MNNN ,TPY MDD TONN 0235901 I DY NPINID
MWD

NN IR TANR 2°399 NADIN DXYINTN MINDN PYON IN NPT NION DY NPV IN NININ 2.6.3
s TIVYNTN MION -N*NN*a M 2.7

IN 1IN DX2259HN DY NIND NYIAPD NN DTN HYW HPD 11D 00NN IN DX TNPN DXWN 2.7.1
MVID NN MY

NIYNN MDX TYNRD OMINDN DDIP/NNIN 190N DY 2127 11D M NI PR NN1AY MO 2.7.2
VYT MIPN

NN NI OXTNYND DIONINA NTNYY TPNA VIDOY TIN YT NIYIN ,MYNTN NNION -MA99 MmN 2.8
IINYA NNON - MINODNT .NINDIN NPVNISIN NMINHIN MVLIANY TN DY DIPONM TPN ,DNPNN , NIV
N2 YV IR DPNONP DNPIN ONA2 NIP MIADNND MIDN .NPHVDD MYawny Mm»ny ovnvw ,modified

I DI0NY,MNPIIN PN IDMIA OIXTOYY O HINNDN NPIIN OT DY 1TVIRYI DIIRNNY DIIN

N2 SV NNPIN N2 IN DNPIN YN YINIAD MIVINDD NPTV NPVION NNON ~N1A) 119293 MIdN 2.9
= 2) MNPIN PN ONND MOLNINT MYIITI OXTRIWN DN
PIC/s Guide to Good Practices for the preparation of Medicinal Products in Healthcare
Establishments PE 010-3, 1 October 2008 Annex 1

ONDNA NI NN DNION INND TN WNRNWNRD NINN MDD =379 WIiNIWy N9 2.10
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DYPYON IN DM2IN ,012 YPYIN IN, NIN MIIN IN XXM MINDIN DY DIOVRLON (NPVINP) NN 2.11
IN DNYIN DY NVONND DXPNNN DTIVA OINK DIDY DIYNNIN MYNNNI IN NPV OXTTIANN OXINNN
J0N” 1D DIMON) OO TIAN NN NONIY DIMNN DY . DNMONT
JINN PYOND IN NN ININD PYON IN IDIN DY DINAT -a98 01 2.12
T259 , 19009 NPT MIDN IN DI IDIN NI IDIN DY NPIND WHWNT I19IN DI -NATIN 99N 2.13
NND 9 DY) DMWY DMNYRID DIPDINKD NHIN MININ . YIIYW IN NYIND NWNRYNN NININN NIIN
LOND DX PYONN DY YINI XIS DX TYPH DN
DTN 222 NINHD NYIN IN TINIAN MDD WNRYN TWN) DXIDIN DY NIYN IN I9IN DI -9589 B9 91990 2.14
INDN N IWIT TWRY NIDNN DY IX,IINNN PYONN DY 1MV NONPN DPYRY (DN YY1
2T 929 5y 590 MMNIND
M2YaY DYDY MNAX IOPN TR PYONN MONY WINTH 590 - (excipient) Hya nba oy 9 2.15
NPT

.1993 »)HWNN DNINDNN DMININD PINA ITIINI — 199912 WMIN 2.16
[1'7'2) NTIAv2 NniINtvan NN Ao Material Safety Data sheet (MSDS) — mnsva 199 2.17
1998-n"3wnn ,(NITX 7w [IN'01 "1I'N TN ,A1IF0 NNV
NITO2 N TNR TPHNNA TIDY DMIYN DX PWIN IR NI OIDIN,RXIN MIDIN DY NITIN NN -NINEN 2.18
JORIIN TPNN RONY MOAXY NNV T D¥ONN
AT NITHINA DT DR NTIN MIIIN ININT PYIN Y NIIN WHWND 1IN =N IWIN 2.19

NYAP YN ORIV PYIN DY 1IN MY DXONNN DI NN HNDN ,MIDNNN PON =918 2.20
S0NINN PYOND INNOVND TV NPNL,YTNN NPIYN IR DIND NSONN ,TIYN TIT,09INN

IMN DY ,WINOWUM PONRN JIT TNIND VNN M) TIND , NINYI NION 1AV JOIN TUN ~MrY 2.21
JIDNN TYINA 1D DYDY DIPANDY NPNNPNI MNON

PYOIN T HY DVIAPNNN DD P2 IWPN NN ,DMIXAD DININ NNN NNAN NMDYI NITO =995 2,22
DN VITIVD DY DI OIIIYN N NTTH YT DY DNXPNN OYIIY IX DTN NIIWN N DTN

DPYON YW NONINY DXTYPHN Mwn N ’YY o (Water for irrigation) nasowy om 2.23
S5y 0NN YN MIYY 24-1 9N YN DN WHNYND PR .NNON MINID 191 1IN NINIINY OXNN2
MYY 24 NYYN GPINN 19 TN X NNONAN NYY ,NNPNN TINN NIX NP2 DIV W NPINRD 1)
NN TN

IYINDD) MV DV 29 DY IN DWIN 29 DY 5192 MIONN NN YXINN NPT INY INX NPT — NIdNN 1PN 2.24

(D»X197 MTOMNA

PYNID MNEN DY TN J9IND DIMNNT NPNIN IN/ DIDND 071901 DY ITIND NPY ~ANKN 9901 2.25
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90 DNINNND MON NIIWN NPNVYN 0NN 0NN DY TOM X NNPIN M2 =N 1M 2.26

NNOM MO ,NPNNA ,MOIVO NNIN Y85 WIND NoN 1990 PIC/s-n 102 o 1mny
20NN NP NYIN OIS DY ,DMINN NNPIN YN NIAY 1D PIINPY MY YYD M) 15°02

NN NNY DX NP ORI PWINN MON TONNL IDYN =%y 2.27

YONND PR 9995 .5PMD NPIND TINY XD TN DY MIONN 2OV NN DOYNY PYON YD -9Pwan 93218 2.28
YONND 11 19N NNPIN N2 .72 127D IN NI NNONY 0) DIWNN DIRY NNPIN dNI12 DN
PYOINN DY GPINN 29 INKRY DN GPINN TIRN DN DN WNRNYND PR NIPN 9521,09 30 TY 12182 1)ON
RaVapylaly

.10 YD 3D 1981 N7HWN DXNPINN NTIPOL IMYNWNI ININK NPT -SRINX NPT 2.29

,PYONA WNNWND PR MINNIY TN N DPO NOPN ~YINIWH PINNK THIND IN NN TP9NN 2.30

D9IDN 9292 NN K910 NIONN 22DV Y NN 1YY IXIFT PYON =901 PYan 2.31

DYDY MION 2ADYW NAYY POYY , 1PPON 12101 DN ~0993%3 9PWHN 2.32

.0 3 5¥N MNNN N PONK DI OPNRY ,MIINN INN YT INNY DXPWIN =219 Windwh 0’9°won 2.33

MNP LYNY NNPIN NI NINY NI NH°299N DX9PVIND MND — NINY NIVIND 0YPVWIN MNS 2.34
.29 MIPANY HNIND HNIDN 4372 YNNI DIV ORNNA— (Y19) NANIN) 1IXIN ¥ DY 1IWINY

$9NN 19N .3

SO DY INAD MIVINNDD MIDNN IND 23D NNPIN N2 WD 3.1

L,(MMIN TN NNPIN PN DY 511721 NNPN ONRIN) OXNPITN NNPN MYOITL DTNV HNPIN N3 3.1.1
,11792992 1N MVIV MION YD DOWNNI 917170 NIAY NTAYNN NN 120N ROV ININLIL982-171WN
MION YINA . T2D2 DPYNVXI/DOMNINIPD NAY MNVIT NI DWIN 29 DY
77 Y82 M) 112702 NNIN MIAINN NNIN IR INX MAIN TN IN INN NNPIN P2 NIY MIND
. 9NN NMYIN Y DR GUN T DN MYIITA DXTNIY IYN NNPIN dNIa

2POWD DRNNA VNN NPIIN ORYI NPNPIT NNOND NN MY IWARD NN DY DXPIN O1Pna 3.1.2
NPINO AN NNPIN N2 DY DMNVN NAY D) NN MVIVI NNON YNID NNPIN NAY IWURD INYT
.29 TYPNY HMINN NNOON 272 NYTIND YIS MDYTH

P9 Y25 17 1Y NON NNPIN N2 .ADNN /NNIN/2IN1) NPT NTAYNH NN 1ADN TUNR NNPIN N3 3.1.3
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Sterile MyxNN2OHRINN INNY DINNIN NIDNY DM NODIN PN 1IN MXNNY DRNNA NONIN/DINNI
.Water for Irrigations

TN N29vn 3.2

Py 3.2.1

DYWMY NNPXNNA NONMINY IPTI) DM DTN P YNINN NPNPII NNON YW NPION 3.2.1.1
ININRD NPT T DY IVIRY DTN

NONN NINAT NON TN DOP 3.2.1.2

:(Good Preparation Practices) m»nm miany 0omna 71390 'Nn 3.3

: MIXAN NPDIDAN MYITA TINYY ¥ AP MNI NPNHPIT NNON PINY nYy  3.3.1
APPONY IR NPNY ONINKD NN DY 3.3.1.1

DY DNORNNY TPNNPN NIIYN YNIT) NMDIRNND MIXNNA MINN VNN NX INND v 3.3.1.2
INNNM OONNN

99017 19N TN D910 NNONN YD DY PNVDNN TIYVNN DN NIYO v 3.3.1.3
2172 2051 TVINN NN .NPNPITN NNINN DY THINNPN NN YNIO v 3.3.1.4
MIONN MNON YV NPPY 3.3.1.4.1.1
DOV9NY WY MPITA NINNIN NNNWN DIMINRNND OIPN2 3.3.1.4.1.2
YN YISV oy 3.3.1.4.1.3

D900 YONKY ¥ . MYOITI MTOIWYY MIDN P PORINKD NPIIN OT DY ,PI19NY IWURD v 3.3.1.5
TR0 N DI TINND DMK NVINY TI NIIN IDINY, DI PIMN ,NNON2

VIPID W . MDNA DMINOY DY/DINN DY NPN D910 MYITIN MOIWON HH51 VIPIDY YNIO v 3.3.1.6
.D29)97 NNIYOIN NN MNIRNND XD NNON NYINY MPNTN OYNNIN D2

I IN NPT PN MNP WIR T HY 1D NOMNY YINIY DN NYIY DNDDN DIMIN 3.3.1.7
PINN YW MNPVAN 1PDND DRNNDY,DIWITIN MNPVIN FYNNIN NVIPI TIN (NP
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IO MYIHT 3.4

NPYIN YY .NY DN MOLNNN NMIYITY INNXNNTY NNOINN MOIND ININN PNINKD NN 3.4.1
APONN MNPN DY IRITTYN DY SINNN NP WTIND ININKD

IMPINK NNN NNON WNINIAD OXTYPHRN ONPIT OINY IN DNPIIY TID INT SXINKD NN 3.4.2
NN MDY ¥ TUNNN D01 5 DDY) DY DTPIN NI DIININ DININNN D2 MDVTN WIAP?
JON MOTYTN YW NN

DTN P IR DIMIND ,AND THODN WX ITTI MIIDNND NNINNOIMIND - 3.4.3

$1399)97) v1aY 3.5
YI2ON AYN MIXN DY TITY TN .MIDN TOHNN T2 DY ¥I1AD) NNMNN ,NMPNY MDD P> 3.5.1
MNIY MYITIN NN Y9IND DN
) NTND ININND NN DY .NIOIRNND NIV MYNNND PYONN DN NDN NN O8NNSO v 3.5.2
.1391 NI IBNNYS XY, 9NN DY DIANVYN DTN NIND Y89 DNY YW INX DIIN DIT2Y

DPNPYY MIOND N DTRD XD DI 120 OMP R M Mvanv v 3.5.3
NPT 72 NLVY D52 VYD IN MNWY D1DND PR 3.5.4

N92) NTAYNI .NPIIN INY IN NPITN OY YID MYNNNI PYIND DI NYIND MPMT VIPY v 3.5.5
D292 DIVIN XVNN PYOIM NAD ,000 DY OO YPIVYY ¥ NNINN NIND NDON MY NN
NVIND JPNN PP DD .NPNYS TN ) MAN IN DT Y1 JPNN DY JWINY) D PYWOINN
M P2 92PN IN DY YTH GINY TWUN OPI PIDNT UKD MDD, M3 vIadY ¥ DMPY HID DN
POV MINN MO YW NYYN NTHNI) .OMY D2NDN MIDN 12 195N M .0V NN
(PYONN TYYN DN DYMVNN 2P PHVY MYNI PITID W

DINX DM OONIPID DIPID TAPHNI DXV NPND DIDY MNYN) DINIP 00 3.5.6
DY NWIND DXTNPN DIYSNNI VIPIY W 1D DY ,Mdn Tonna

11958 DD 3.6
MMIPY  3.6.1
MNI2 NN TPAPIIN MINN MPN NN NIV K9, NITYPHRA IMDYON SNOND WPIRN> TP DIPNIN
.DXT2IVN

OO MYINT 3.6.2
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NN DNNNN NTYPHRN MPWAY INNRNN DX NOVDY PINT PIMINN HYOY 5N PN T8 3.6.3
IMHN NTIAY NI IVANOY DTN 1P NXPYY DIPHN .NPMIYLY 120N

TN YT TIVODY PAN DY MNIVNN IX 20N DIPT XTY , DI NPON DX 1NN T DY 3.6.4
PNNN TPIN NN NOND W TNNN NYA P20 JPP TWIN MIANT .GOIVN NP NN TWININ
DPRNN N PPN INN

NLVYY (0P NIPA) DINK DN YY) DIPIN DY NPTN NYIIND DIDINNND DIYNNNI VIPHY ¥ 3.6.5
.DXNPIIN NNPNA PINY DNNNA NTIVAN MR VI NNPINN N2

ST9Y THOINY T YT DY P IYNAN DINOID NPN DNNXYI N XD PPN NOVY AMDYS  3.6.6

YT2IY VYND ,NTIVIN MIND DIDND IV NNINNN NIYIN VAPY DXNPIY N IX DN P 3.6.7
ToNRA NPIIN DY MPY9 DINYNN DN DIV NINNND NIITN 1I2Y TN NPINN IN PPN
2NN NPIIN YT DY VIR, DINN DMIN DIPN .WITOY HI5 DNTIAY

20N DN DITIDN ,DMPI PP DIMNN YD 3.6.8

INPN TP TP NXY THONN N .2I17NY NNON TA9N MINK NPV IWNIN XD MONN IMNL - 3.6.9
TIVIND OXWATIN DINDNI NIDNN WINAD WIATIN TP T20Nn

OV IN DMV DXPYON DY DX 1IODN DXMINNY TO 1YAVN NONINY NNOM OININ 3.6.10
.MM ADYW HY OV MINIIY IN VINDIND NITWINT DXNINNI 201N DI YIDY 01123590

.T252 RN 91 DY 99 1% NP1 MY IN NP 3.6.11

PONN YN 3.7

DXIMIN S NPINLVP 19D ITIDN PONK TYIND 1IN DY DINRNND NONN NI DY P NONNR NN 3.7.1
NNOM O»P2 3PN ,NIIN YIDINY DY) MINMIN ,: NI NNON WINAD DOWATIN DY DX

217722 NMD DNWN NONRD MK (Recall) pywnm wapIv non ,mmnn

9521 MINID DXTINN DN DX NION ,NTIYHN MIND NINND 111D NOMIN NPIX N OD) MmN 3.7.2
SN2 MNP INON PIPY MNAIPINY NIPN

(WIOWH GVIND IN NN DNYY DIVRLDN NN DIPIND 22X DY NI 1PN oY v 3.7.3

MMANNDY ORNNA IV IV PYINN MION DY NPNYY DIXININ (NINVINNV) NONND NN 3.7.4

2-8 NPP ,15-25 TNN '99V) 1IN NPNIN YIDY DN NYMY DN MIMIN IN D PYOINN

DMNXINA PONKN IMN OPON DD NPV NYIRNND NIPA 7PN (1IN MINNIND OXNNA INROPN

MININ DY ONPIPTIND DINKR NV Y PYIN IN DNIYIL NONX MIMN THND ¥ .OWITIN

IUND DNPNN MW YSIZY NPIND NYIYN DX TIYND M MY 1D, 00U MNNN
IR NNPNN MWL VIPIY ¥, DM THINN MNAINN DN DININD

DXMIPYY NONX NININ MIDN VTNN PY 12N M KD DO P OOMPYI NYAON TN 3.7.5
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1N 3.8
2 VINOYY DXNNA PININ DPIIY 1P MONN Ty 3.8.1
.0V 0PI DININA Y TRIN OTIO )PP VXD J'an:l VAN TN 3.8.2

YTNN 92157 DIRNND TIPONY P12 DN XN DIRNNND PYTA DY NP NPV, NN Ty 3.8.3
NIV DY MNaY

N2 )9IN NIID PO MNAT IN MIDNN INNND PIID> DN TP 3.8.4

DY WAV XDV I NPNN NIONN NOD DINNNY NVPNPIT NIOND WHWNN NDPN MO0 Trsn Dy 3.8.5
.MIDNN MXNND DIRN NI NIDNN MNON

NN 3.9
Py 3.9.1

MYNNNI NNINN NN TYNT ¥ 219N 719NN INK MDPY IWARND NPV YN 7 )20 717> TN
T 995 DNNN2 WATID DIINONI AN NNDWY 1) 72 5y NP MOV

SO0 MY 3.9.2

SN5PND MNIDIPNIDD NNN 29 Y (A9HND JOONN) AN 7201 199,190 Y5 Mda %9y 3.9.3
29 HY WY MINN 93 .90 TN DT TADN ,MOIMNYIN NNIDIPNINY 1990 993 190NN
AN 707

,(TPIDTY THVLINDT MIFD TN 5513) NNPINI YN MONMNN MXRNNN NN 97D AN TAON
: DYNAN DXOI9N NN 919N

2NN NNXY PHIN DY 3.9.3.1

.DMN OININN 2570 3.9.3.2

.DY2557H70 NN NYIAPY DIWYITH DIVWINN 3.9.3.3

.MOND WATIN TPNN 3.9.3.4

DY) ,Pavn DV )N DV 5910 MONN MINIAD DIWHNYNN DINK DININY XN MIDIN 3.9.3.5
IONNPNI

0PI DTN, NMNADY 79N DD, NIRM MDY MTIN YN 3.9.3.6

.MOND WATIN TYNN 3.9.3.7

.DNYY NNOM YIINM DY) MININ Y NNSN MI9DN , M2, NOYPYN TONN 3.9.3.8

.DINN DIPIN N2 MNIN INX NNVINY , 22PN TYNI ITO H215 — THYN YN 3.9.3.9

IONRM NDIN 3.9.3.10
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PO MONN NMNON3.9.3.11

TPANDN NRNINM DIMPY DTN, MIN NP IIONN3.9.3.12

.P1923.9.3.13

.MONN NIANNY 9NN RINWD NDINM NIONN MINNN DX I 919 OWINN3.9.3.14

VY9 TN MONN ToNN (NTIPOL ITHND DNHYIND DPID) MIDN 1902 DVWIPN MON Y5 3.9.4

9901 ,MION 901 : 219> DIWIN .JIPY MIDN DMNY DRNNA DIRNN DIV IN NNINN NI2ANNIA

NI2NN2 DMV 90N ,NIDNY MNIN ,MNT NTIVI MPON DY ,NMDNN PHINY DY ,0WIND

IYIRY ININND NPIIN NDINN ,MIDNN OV ,MIDNN NYXIA 7179 DY DD 900N MM, .NION

TN TPMON NIDNN NNON ,ARN THADNA YNNIV Y90 TPNN PRYN ,NINON PIND ,MONN NN
INNTYOIRND MYNN MY DN DIV PN

INY IN NP MNONA Y8 (MOND DMIMIND NODIN ,NDPPY ,DX2WON) MDNA YOMP 2OV YD 3.9.5
NN O DY NN I DINNY INPIIY NP

D22 97N NYIT,NTNVINNL NV PPN OV SY TN Y Q0N 3.9.6

NON ONPHNN YTNHN IR NP IWIR? NPYUN TININDY DINN 7PN TRDND NYWIY NPV 55 3.9.7
DIVIN OX P D2APN MNIVPOR DY ,DPNIVPINR DNV 123D D7) .2 MdIN MOYH
YN MHINNDN NPITINND DTPIN NN DAPD ¥ .NNIYIL IYIIY DMWY MDPY NPNY TWINRD

RN TIVINN YD NVIND NN DY INITVPIN DIYIIL YINOY DY)

199> ©INNN NPT NION IN OPPAIMND DOVION  3.9.8
MONN bw3.9.8.1
79932 9N 11D M DI MY DOV N9DNH N2 MIDNI) PIINT INNN NNX NINON3.9.8.2
DY NPINND PVI93.9.8.3
TH YN, NONNX ONIN3.9.8.4

TYND O . ANPNN DMWY MNP VINAD MDY NY D52 DI P NNONN DY DM 3.9.8.5
.DYI¥1DN NN TONNA IWNINNY NMIYL D)

STINIA 3.10
$1995% 1P AYNRD UMY M0 MY NN N2IP IN 1902 MTIINN 1PN ,N10N MNNMN  3.10.1

NN Y9010 3.10.1.1

PYOn ov 3.10.1.2

PN INND NN NN 3.10.1.3

NNNND TN 3.10.1.4

VINIWY NSINN IMIN D DW MmN N0 3.10.1.5
Ministry of Health, Pharmaceutical Division call.habriut@moh.health.gov.il NINPZNN 92X ,NIXNAN TN
Yirmiyahu 39 Street, Jerusalem ninN: "l_:l n g n'7win' ,39 I A

9101002 7w 1176.7.1
02-5655979 :oj79 *5400 70

P.0.B 1176 Jerusalem 9101002
Tel: * 5400 Fax: 02-5655979




www health.gov.il = X %
&0

NTNWNT NT'N121 N1PA13110209 JN1'[n

TN
NINFINn 9anN n'lu'l".;n

Pharmaceutical Division AanT 0N ovnd

SIVO XY H1939392) MVIVO MI5N — HNPIM N3 DIMNINY NN NN :DNNN oY

21 ‘P 11 My 132 : 9N 999N 2014 19y 13 : 9NN PIND
47785614

(PVIMNTN NTI) YITI TP NPV 3.10.1.6

90337 YIN DI MININ HY NPVIINOT NYIN 3.10.1.7

XM IO SY MO MXMN 3.10.1.8

(O NTNI) NP MM oY (IPC) TONN2 MP 720 MINMN 3.10.1.9
(D237 72y D) NONN NN 3.10.1.10

DY NN MPNTOYNNN3.10.1.11

119999 AVIN MINNN 3.10.2
Pvonovw  3.10.2.1
PYNM NN NNN INON 3.10.2.2
DYAINN DTN 3.10.2.3

YT HY WIN DX KON WIDWI NPNN WRIN PINY PR .IVDND TONN N TINNN 990N 3.10.2.4
SVINNN NP

L DIXININ NVIRD N YD Ndwy 3.10.2.5

MN DTN ,0I99 ;N HD1D NHIND 22DV MOLND MNNN 3.10.2.6
n9ap M9 oy (0w nra) IPC-HY mnn 3.10.2.7

.DOWN DTN MPNTOYSNNI (DI YPWON NIAY DY) NONNONIN  3.10.2.8

90))2)\ 0 3.10.3
1992 NN NIDN MMV

IN WRIVY IDIND DY INSN 9901 11D 1IN D150 OMIMIND 92 DY YMND) YMDON ¥1913.10.3.1
IUNI NDVIN 901 ,PYON) DINN MIN MINDNY MDPY DXIVINNDT ,DXINK P
(NTIYN 19010 , 0P

TAIRM (NTIAY NIRNN 90D MDD NNDMY INEN 90N HD1D) PYWOIHNN DY PWINN MNi13.10.3.2
.N1ON

PN NNPINN N2 0w3.10.3.3

AT IN DM DN MUN PTIAN DY) NIONN YN DY NINN IN M OWUNI3.10.3.4
VNG MDD MXNNN NN DI 5 TIWN3.10.3.5

NN NPT MDN DY NI 3.10.3.6

0NN NPDY NYNIVY NONN NNNNT3.10.3.7

DT IN NDINN DY DX NTHNA3.10.3.8
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NPV DPND NI MONY MN53.10.3.9

MYNNNI IXINRD NPT Y PIDND IWIND NIONM NPAND NIIYN NIAYN MONN NN 3.10.3.10
CSPANTY NDINN

$NIN/ NN 3.11

m»Ipy 3.11.1

NP1 NNIYN PINT 912> NPT INY AP T SY INPIDT WD, NYITI MK IV MIDIN MY
PYINN MDD DPD DY TR NI NHNN NWITI T NIPHRL TN ININN

SO0 MYLHT 3.11.2

SN 292N

MWNNPNI VITIVD DINMPN DXV YTHY> DXPYIN MDND DOWNYNN XX ININ3.11.2.1
.33 5715 DXNN2 MNPIIN PR NYIR YITI ONIAYY 9NN 0N PRY DIMN VYD

DM DRNNA NI2MN IX ORIV MNIND INDN YNAN) OIDNN MNPNN WO DIMINN3.11.2.2
NDPNIIN IN YINT NXDNM 29 HY DXMNI OININT NONINN (33

,NINK MVIND 0NN 0NN DTN .NPNPNRN DNVIND 1INYN IWID KRNI MINMIN3.11.2.3
VY ANNND Y9NADN YPNN DI OY NN NP, TNPNRN DDIRD DY N0 IMND P ION
MY NNEN P2 2290 PN .IDIUN DMPN DD THNNI MDIND NN NPVIAND

VI WIDYO AN NP GPIN 1M DDIND 22X DY IS DY DNYNRIN DNPNSN PINN3.11.2.4
(1130 MNNND DORNN N NIV TY) NNONIN

SIVINN DNTRYM MITHVN DN DXNNA YTHYY GPIN 79 IN DNIYW XN MIMN3.11.2.5

$NI9N 0NN 3.11.3

MIMIN DN DOMYAINY DPPI TYNM NTIAYN IMIN D TYN NPVIANY V> ,MON NONNN *M953.11.3.1
WIAWN J9IND TPONND TN 9D M) PNONN ONN NOWD DININY DINY DX PYOIN NXIN
2y DMV MIONN NDY DIIRNNN PIZNY DPPI DITH2 DY DTN 2D NPVIND YW IXI

.MIDNN ND 290 DAY TN DIPITNT WIDY DYV XDNIN .NNINI DT NN

.DY9 Y53 NTHIAY NINNA 7292 NNN NIDN YNIY vw13.11.3.2

YNIN T DY DIMNNY OIWIND DWITIN DXWINN D NPYTA DIV MONA INNNY PN3.11.3.3
P72 NNN P09 PTIDY IVINN

DY TN DD MYNNNI IN NN D35 TI9) YP) ODD MYNNNL VPY» DININ3.11.3.4

Ministry of Health, Pharmaceutical Division call.habriut@moh.health.gov.il NINPZNN 92X ,NIXNAN TN
Yirmiyahu 39 Street, Jerusalem NIN®TI2A J17 n'7win' ,39 I A
P.0.B 1176 Jerusalem 9101002 A 9101002 no'7wnnt 1176.7.1
Tel: * 5400 Fax: 02-5655979 02-5655979 oo *5400 :70




www.health.gov.il = R ) -
2]

\\w -
NINWN NTNT91 N1721313209 Jn3n[n T-"_un \j
minman qax NIN 1O

Pharmaceutical Division Anmt 0Nt 0N

SIVO XY H1939392) MVIVO MI5N — HNPIM N3 DIMNINY NN NN :DNNN oY

21 990 13 Ty 132: 50 1901 2014 55Y 13 : 57990 PAND

47785614

NTIPY (1219 NPT INY UKD NINTY) WA DTN MY PTIAa N> NIdDNM NDPPYn Tonn3.11.3.5
.MONY NN DY NDIDNT NN NDPPYWO MNON NN, DD 1IN DY MM

L0299 YNNWN NN 71T 1I9INI NN DXNINY DININD NONINY D2 >I11IN3.11.3.6
IRINID TN KD WINIY 12 MUY R NNMY WdVY (XX 110IN) 9Ty 90N 3.11.3.7

$AVIN N 3.12

IN MIONN T2 VNNV 193) NPPNIDN MINY DIPIRNND DN DTN PIIVHY NPIX MIMN 3.12.1
DY05N0N N DN /MPIND DV TIDOW NYAVN NN KD D RTND ¥ . PYNNIPNID §NMINI
39NN 9IND MINN NHIND YIDIN NN DY

DYV NNION INKY TPNNN NN PITAY W ,D5YIN 1IN DNPIIN NNPN MYITA VTHY nvNn 3.12.2
NPT

: DININ DYVIN NI NNNH 7NPNPI NIONY TPNNN 12X DY N2 1PN NIDY v 3.12.3
S PYOnn ow3.12.3.1
NN NNN3.12.3.2
MNIN/DNN WINIW3.12.3.3
DPNMIND) OOV OO MININ3.12.3.4
(MMYT9Y NYPHAL 9901 , D972 NINTY MND) N9IDN3.12.3.5
590NN BVW3.12.3.6
INSN 19013.12.3.7
NN MINN YIDOWY PIND TNY W ON) INON TINM MIDN PINN3.12.3.8

SN ONTRYN MTHYN INND DRNNA ITAV GPIN N9 IN DI DDIR NN 3.12.4

1AVIN MY 3.13

DN ,MDIND D NXTI YAND POV ¥ WY Y DMP) P NP /00000/MdIN 3.13.1
DT ND YN OMPI P NDPN DI

I NN INNRD DT YNIAN SNND ONN IDIND IN 12N VIO TN Dy 3.13.2

10991 09PYON NPITa 3.14
.MIONN NN NPYTA LYNY YT YINOWD MIONL MN NIPA MPIT2 NMYAN XY 590 7172 3.14.1
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YT Yy YapOw 290 MPN NP MPOTA Y89 W HOTN PIDNT N9 ONINY MdN NIVINY N1 3.14.2
INPYIN PN DY MIKYHNNDY SINDN NPT

VAN Y MPYY 21290 MPPN ,NPOPY 1D DOYSHNI PN DDA MONN TNSN Nya 3.14.3
ONN 972 WIAPIVY DIVHNIDY DNNNA MP>TAN NN TynS v .pH ,0pn

$1PIDNY NYIN 3.15
ANPINNI D919 DMNRININ DIPYINN NIDPNRD NTYD NPINNI XYV ORINND NN 3.156.1
NNONI .DMIMPY DTN DININD MMTY MIDNN PIN0N DY NP 519 MDD PIvNY NN 3.15.2
D»VMIPN DXASYN , 21N NMYO MAID 130N MYV 1D XY 2D XTIV NN 1N NP
MP>TaN Y5 ,NT YNNI ATNHNY 1931 TNSN NI G0N THDM PTIAY YSINN T DY DIMINN
DPNPYY NIDNN MON DY POVND MDY MINOIN PN XY VINNN M) TINA NINYNM)

$ 0991091 BYPYIN NINNI MNYN 3.16
NMIPY 3.16.1
V> D NNN DMPYD DN INYNIY NNON DY NDOY NN NITNN IWIRNDN TONN DPP XTND ¥ 3.16.2

19) 59VNN NN DY NIOVN NP MIVY N NNDN DD DY HINHN NP TN 1I9INI NNTD
DNANIN YN 2APYN DN DINID NPINND MNP PND

$MIIN NYYa 3.17

MR NYYA DY OXTYNN DINK DNINDDI NMDN DM ,NMYL NMPND v 3.17.1

NPNY MDY MINN NPNPIT NN DNXN AN 19IND PITAD WY PYONI DI9 DY NNITH TWND 3.17.2

VIDYW DN DYV O9) 10N 0PN ININI NOINY MINK MNIIX NONTY) DI0NN MYIVIN

N2 DY NIOVN NPNY MMIYY NT DX DTN IRINKRD NP NNTD WM (, 191 MINK NNONA
INPIIN PINIY INMIN YD) DN D170 NPONNIY YNNI NPITY 191 HMVNN

LIIVUNN NNND 3.18
99109 OYIND DXPYIN NINNY DN M NNPINN N30 3.18.1

5NN NNNY TONND NN DWad v HMOVNN MNML DY POYND MDY MPIND IUNRD 3.18.2
GIND SNMIN YN OO MY NPINNIY SHINHN NPID WHINY ¥ 59001 NPNPIIN
2971921 NSV NDY XOD MNPIIN
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v HYON NO NPT TY DIV TINN NMINA JONIRM 1T JNIDN NRMNN TN MON 3.18.3
TRV SHINND NPIIN TNYIX INRDY NPYTAN DINA MYV MIONN DX PIOY 1N XV NYVIND
.PIND PYONN

$2DI8 DN OINOT NYIIN 3.19

7512 MIND MOIYNI WHNWYND ¥ PINN MINIA NN JO0D DINDY R¥IND ININ 0N OMPNa 3.19.1
MY YW DA NPNPIY MIDNN DY) TN NINIA DY PND NI DY DIMINND DY NIV NHindnd
95 10N PNN MYYNINI DNVN IN DXMNT DMP) D5 IN PYIND DN MINN MIMN NN

(AC-01) Ny UMY MINIAN TIVN SN YNV
: 235 PAPIIN NMIDNN DINND NIXON NNNONY OXTYNI VIPW ¥ 3.19.2
WY NI YTV WHab3.19.2.1

L9395 NYADY YMPNRT PNND NOOY NINTY VNN OMNS DDHNNI DOVNHNYN TWNRI3.19.2.2
.P1oM 0”9 NOYN

VY INNRD TR HYOITN )PP 3.19.2.3
NNINK NOVW) NYIRNN 1P NN 092 PNPIIN NIDNN DY YINI NIAN TN NPLVY 3.19.2.4

TYINN MYV 24 TIN YIdY— DOPIAPIL NDVLYY DN N NPRNY O Purified Water-a 3.19.2.5
(nrnan

0N NP IMIN DY NPINY PIDD 3.19.2.6

IPI TN OV PN IONN 3.19.2.7

.DMPI P NINN IMNND OIDINNN DX IMINN 953.19.2.8

.70% D9YMOONA ,WINdW »A0 NTIAY XNVYN NVIN3.19.2.9

Y NAD DOWIN DMPI DN YD NPVIANY THN DY DIDIN OVON NP>TA 3.19.2.10
DMDN PYOHND DIIINI INN VINOWN YINNID W 3.19.2.11

DN NYYN DTN DY 9521 DXLVND VW, DXPPYN DX PYN DPRY NPHLNI ,MIANDI VIDOY 3.19.2.12
TN OMIPIAND WHNYNY DN 0NN DXINTR MPID TN DY DN WNNYNY PRI 1NN VIV
Ruidjalh)

NTIAY NINNN TN NHMP DN DIPNA .NTIAY NINNA NINIT I NNN NIDNN INY Y¥IY PN 3.19.2.13
NNMP 19 OX NON MINK MIOM OMVIVIY DXPYWIN DY MION 2PN Y8ID PR ,NNN
2129y IN 20N DI NYNND NNDIRNND NTIN
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DXDVYN DIMN ,DIPNIDVAY ,DIPIIXIY ,DX0IVID DIMND YTV TPNI wHNwnd v 3.19.2.14
YN DN MMD YW NP0 DWVP IN DNNDN DPNY DD DXININY MY DD
.DINN DY PYON 12D D2 29N DINT NYNIN XTI

DPIYY TNXN NN M JANY T 12591 NI 1NN MIANWYN) MY ,0951 ,N1»an3.19.2.15
DN ONIN DNIPN MDY NI 7P TPSN 1IN .ORLVNY [, TIN ONY MOPA OMPID
LADIN DINY IN) IR NVIYD DINDI T20XND MDD NPINY

VINOYW NYYI TUNRD .TON DN NTHS PN ION NNION OY YN DINIAN TN YPON D PNy v3.19.2.16
JPYTO IR MY NIRY XTND 1IN DY YINOW MINNI 3D ININ PITAD ¥ DIN IN NPT THNA

$9995-1391/918% 3.20

N L(DIVY PYON DY MNONN 11D) Y00 NPNRN NLYD IN NPITNY DMV DN VIY  3.20.1
PP IN NPINOAIPIN MPITA YN NN 2NN

.DXNIN,MIIYN DY NPIMINN DY NPV MPNTVIPY v 3.20.2

PP XD 090N XD NYN XY IN DMNMVIP NI, DIINX DINNIN INX DXO PYND DOLNN OIMN  3.20.3
.DX9WN DMPI DD IN NNON DINYM) IN 1IDNN NYNIND DN OXNIND DXNOY

3.20.4

DN D02 Yy OPYTI8NYY MMIN NMON NaY (use by dates) nnon »>»Inn yiaph v 3.20.5
.DA8N NONK NN MIAVNNN TIN , MDY 1NN D01 Y IN/ DPMIOD

TINN DY P DOANND NP XD RND NI TAND MINDN PYINI ViYW DY) IUNRD  3.20.6

IS NPYIN AW / NPYIN DY .IMDNN DY INNN TIND NP MINDNN PYINN DY NNONN

DV P11 NYINRN , MDD YINI TOYINPN NMIO0D MINT 1D 19 M HY YN NOIAPY I

/ NPYIN DY ONNPNT YN THO DY DOWITTN DNIM YTIN DI N1 .1NIONA DX DDD
XDV YIND NDY DNNNA NN WY PNINKD TINND YIAP NP1 MY

(USP-5 nmAapyd oxnNN2) NPHI00 KXY NNONY INAND PIRN ,DINN M NN VTyNa 3.20.7
O

AMIND XD N IONN 0PN OOVUNIN 6 TY MY INONN TIND NP ON NPSINNSD 3.20.7.1
.DMWYN P20 DTPIND .IDNAY DIDOYIN DN YIDIN DY INPA DTPINN ,NINONN TINNN
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