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maw .1

YIMIND DININD NNON MNINA NTMIY TNND DOVWATIN DOVITIVDN NN PHND WD M OMI NILVH - 1.1
-1 TRDN OMINNT MNIPYN NN YINRND DNNN DTN 72D DYPYIND DYDY DY)

: DY99 DIMIN YW Nxann >0 1 pon 17 pa9o Eudralex volume 4

,Agents, Brokers, Traders, Distributors, Repackers and Relabellers
SN DTN DIRIND MYIITI DNNRNN TIN, 0 PWINT DININI DX MNIN - 130 9702 19)

DOVNWNN DYDY DININ DY DINYANI DNINIDY DIMINI NXON ININ RYN2 NYMNSNM 1.2
DINDIN VINYWY DYNIDTY DPWONYD

I1 pon Eudralex volume 4 -n »5>7702 wapiv 295 NXoN Yy 09NN D990 IR DdYWH Hnun 1.3
NN IN MINY NYMN DY DMIMIN DY DINNY DIYN

NYIN 5915 NXANN NIYIV DY NVIDYI NP NOVIN ,NT DNNA OINYIN DXNINN ONPY NIYN - .1.4
DX OMIXIN NPTN

TNYOR MYNT ,NPIN IN YTINND NN ,WTNND NN 991D, 09059 DMININD MYIND N¥» Mws - 1.5
)TN 500 nvmnn pon o»xy 1 pon Eudralex volume 4 -n 5715 oxnna GMP

TNYD DXWITI DINAN IN/) DIRIPN ,0ONIVNN ,D1PYIN NENY DX TYPNN DIV D) MIDIN 1.6
LDYMINI NINON ONINY DXMNI NN ONIN HY DXOITIVD

Y, NINT NOTHI/NNNT NITNI NINDIN NIYIN NAIND NINKNA ND> DIDYWIN DIMINN 1.7
0N ,NTIAY DP¥9N IINN NN IXMNT INND DIDPYIN DININI NE ININ DY DOVITIVDN

MNP MYNIANND PN NN NN 2D, ICH-Q7/WHO S 15R5 minab 0»0an»ympr
N3N OY,YNS MNP MINN MNPX2 MYDION NINDINT MYIN YT DY MNPV NPNNPN
SV YTIN ,MINRNN VTYND DMNYPN DIRNNN DY NIPN 1Y, NN MINI DY NNN NPVIND
0NN PYWIND JINOD IN RIPHN INDNN N0 )INN YT DY PDN 973D DININDN

A NavIa NYTIN DML XY NI NP THN GMP mymiyna Mdn Dyan aminn ,poyony 1.8

YR OONNNN Y ¥y ,GMP-5 718»1 9NN DY NNRNN 9TYNY DON»NNN DORSNDN OV NIppa 1.9
21D NHYDY YD 1IN RINOT/NSNT DTN T HY PHD?

LU0 M DN DXPYWIND DY DININ DY NN MDD MIIWON 905 on»nn Hnnn  .1.10
D229 DY 5N NPX DNNN . TIPN LYY , 055V DXININ DY RINM IN NPION ,NPIND NI

.(Intermediate) 0>>>ys D> XIN YV
1981 — NNYNN [WTN NON] DXNPIIN NTIPO2 DNITIND ,MNIND INDN NI DY HNd Hnnn .1.11

oW IMWDY .2
1981- N7DWNN [WTN NOV] DNPNN NTIPS .21
1986- y/RWNN (DXPWON) DNPIIN NVPN - .2.2
2008 -L’OYNN (DYPYIND DXMINI NXY ONIN) DNPIN NIPN 2.3
(Recall) pywn y3 won ntnn ; 039 by NYTIN - MNPN Px Sw PUB-03 50 2.4
(70N WD .2.5

Commission Implementing Decision (EU) 2015/1057 of 1 July 2015
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Amending Implementing Decision 2012/715/EU establishing a list of third countries witha
regulatory framework applicable to active substances for medicinal products for human use and the
respective control and enforcement activities ensuring a level of protection of public health
equivalent to that in the Union.

ONOPND GDP-n 1 2.6
Official Journal of the European Union 23 November 2015:
Guidelines of 19 March 2015 on Good Distribution Practice of active substances for medicinal
products for human use (2015/C 95/01) 7001 1ZWwop

mina .3
,25991 ADINND NINND MMPYY TIINNN PONN I NN W Nwpa - (Recall ) 7mwnn gyoon” - 3.1
.PUB-03 931 Y1) NI -2910101 NN 1909 D150 MNPV N IN DX9 NYINNY INND
2NN NVYNNY ORNNAY IPIVAY NRTPII NYIND KOO NYNINNDD NNPA - /YN nNprar 3.2
- TPV NTIAY NN M79Y NYNINNN NNPOA 7HNNNND NP7 3.3

:19N9) 1981-N"wnn ,[WTN NON] DXNPIIN NTIPOI INITHIND -”/MAHINY NN nNa” 3.4
.DYDO¥9 DMININ DY NNAND WNRYNN ONN ,NT DNNA NPNIND IWPN) ..("NTIPON”

NYND NPNX PYONN NXAN YD NOVIAND FTYNY NPNVIVN MWD DI TO - VMIN NNVAN” 3.5
A9 1Y) RINY YINIWN IN TPNNND DN NDININ PYONN HY IMDINY 1NNV I MDwa

=N NN, 0NPM NNPYAY NINN NP MDNDN NDIRN-NT DNNA .NTIPIIINITHIND - 79Nmn” 3.6
.GMP

NIV LJIND MIPONN,INY IN L NNN DOV 9N NI NNNN DY NOwa (return) — 7aswnn” - 3.7
IN PN N TNSY ,MIPON NNON MAPYI : MININ MO XN XOX ,Recall mapya
MINK NPINDN MDD MYWNI MYL MIAPYI

XY DY B MIIN DY NPODNI NN ,NIONNX ,NYIDT MONDN MDY — 7Nsan” 3.8
NI 59D 07PN

31 5NN I DY NN YINIYD DYTYPHIN DININ DY NIIYN IN IDIN DI NI =729 9N’ 3.9
, 2PN MDY DPYANT TYPNN XN IMN DY DP¥9 225915 TN 1NN 12 DIVNNWYN TUNRD
TININ YNID IN NPNDP I NPIPNS DYDY IN PN ,0PYI 1IN DY, 151200 IN THINIMIN
DY PYION N3 DN wHwNN (EXCipient) 5>y9 ynYa5 2wndN AmIN DX 1T NITHIN 9 DY .1ININ

NMNMP2Y 11992 MNPIIN PR (GMP) DININI NX» ONIN DY NMIPION NN — /MPIan 1Ny’ .3.10
NN TIVN DV NRIDT MININ DV DIPNN

MY DXPOIVN DXPOY DY NP MPID MY YNIND MPION NN DYV T -”/NPaR”  .3.11
N9

DYDY 093 YIPIN JONNRNN -[WTN NDN] DINN NTIPAT INTITHIND — 7NV jonn”  .3.12

.POY2 MO NNVIAND NPYNNN YRID TNYD POYN DYa NNV T2 - 7N NNVAN DHw” 313
MWTNAINTPN ININ DY IN DTIND PONRDD XN, DY NPT NPIY 91D — MN NNVIAN DN
MDIN IN MNINN NMYYNI MNAY DNY VDY DY NI 11D Dy ,NYTIND Dy NNy 01NN
MONN NNVIAN OINN DIDOYIN ODIN
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,0°25¥9 ©9) 1PN DY NYIDIA IN NN MNYPN DMWY ANYNN DTN - 7(9P193) Tnn”  .3.14
NN D9 DY 1NV IN ONNDSY 1NN RYHD MODDN DNDY NP NPINN MDD PWNRY

D>1PYONY DY DMININ DY NNANA PO NTIPAL INITHIND ,INON M1 —poy”  .3.15
TP INITIND -IRINN AP 3,16

DV IIND NINYTN NN MNPV THPNVNT NNON MY MPTH NDOWI -7N3aY Nnvwy”  .3.17
MNIN : NI MPTH MXRKNI NNIYIL INDIN YYD DDV DXININD IWPNL NN TINONND
PYIVDIN D12, HNIY 190, \ONY 19N

TN ONIN NPNL DNITHND — (Good Distribution Practice GDP) 7@ymny nsan sNan” 3,18
.2008 - V’OYNN D>PYOIND DININI

SY NXONA POIYN YONN IN INDH N2 NNPOX2 DY D NDYHN NTvn -”GDP nnyn”  .3.19
Good Distribution ) ©>nINg N8N YNIN MYOIT THIY NIN 2D KN DOPWINY DY DIMIN
.B noao3 Ny 5N nynna ovvann (Practice

SV NNONA POIVN YONN IN INDN N4 D NPYRN NN -»GDP non Compliance nmyn”  .3.20
(Good Distribution Practice) ©ynix) N3N dNIN MYITA 7Dy NN DIXPWIND DIV DXIDIN
.C noo) NI IOX NN DXONNIN

¥ NN NYPNL ONITHIND — (Good Manufacturing Practice GMP) 70Ny 9189 sz .3.21
.2008 - VOYNN DYPYINY DININD

1Y DMNIDT DPYOINA DOWNWNN DIV DXININ DY 1IN 9 NN Nvn -?GMP nanyn“  .3.22
DINIYI NNTPNRI DINPPN IR DPVINVPNPR MNT DINMINI NN ININD NHNNN 1NN DTN
NIV DN DY DIMNY INIWD DINAPNHN DIV D) Y1IN NN NTIVIN
DN

MYIITI TRV NON DY DININ IX D NPYHN NTvn -”GMP non Compliance amyn”  .3.23
. (Good Manufacturing Practice) ooning 718 »Non

SIYUNIIPINN 4
N9 MIMIN HY OOPNI NNPAY P2 GMP nndy 4.1
MNINY INDH N2 OOPRINN NPV 4.2
INID 1IN NMYOIN DY POYI IN MNIND INDN NI MIONX NNVIANDMN 4.3
DY DIMN OV DX 4.4
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ow» .5
aynn 5.1
TIVNRD DV IR TIY DNV OINDIN YINIWD DY DININ DY DRIV MPam Npdpnn .5.1.1

Commission Implementing Decision (EU) 2015/1057 of 1 July 2015 : X3, )N9NN
MMV INIY JPIDY,TIY DNV NPIPN 1ND 0D RN TINOND YT DY 1IN 1YW MdTn .
MY NN TINRN MPTIRY ,NNHOWIT NPTHN DIDYI DININ MOWN /MY NHDIWII

Written 1135) M901) NMINSNA TN XYY, TINND YT Sy nomn GMP niyna
(NDPWI IIRY NN YIND M TN waTn Confirmation

-07OWYNN ,D>PYONY DIXNINI NN ONIN NIPNY X 18 PYDY DNNNAY ,DOY0 MMND NND - .5.1.2
.2008
NN DYDY D) IDIN DY (NI H519) DIN9N IN DINIY ,DYD09 DIDIN M)IND
DIPM NNPY PO, GMP-n nPMY WwNnh DXWTI ,0771YWONL YINWY DY TYPNHN
DYTIND DD INI) NN NN 710V DNMND DY ,0MDII NSXNN MY DD DIV
(A napia

NTHY NYIND AR NOWN A NADIY GNNNN NYTIND THDN NN RN NNIND poynya  .5.1.3
D3N ININKD TAX 93 NIAY ROM THONN .INXIDTI PININ DY ONPM NNP2D NN MPIaN
IN THDNN NN Y DI 1DTY POYN DY TYNNL .POYN DY > DY DININN DODYN
MDY NPY SN RY D PN PNIND

Dy DMIXPNN OXYAN DMIDIND DY MNPVIN IN MR DY POVNY VYN NPV MM NP1 .5.1.4
DV DNPNM NNPIIY 1NN MPIAN NN NITHN YTV POYN HYA ,DI89N INX POV DY O
N9 N

IN ONNI POWN MANINY INDN NP2 IN DIYD DY) MIMN NYMY POY Hya ,p>m poy  .5.1.5

;MY PR ,GMP-n RN w719 ,30.10.2014 95 DO, DYDY DY) YIIN YW NYIN
NN Sy YAWND 515410 MY D HY DHINY NYTIND HONAY DIV WYIY DMWY DY

T 5NIND YTV 27910 DN 1IN MIN)

DY YINMIN ININD ,MNIND INDNN N2 IN POYN DY MW HIVND (A NoD)) NyTiN1 .5.1.6
MYXIANHN MNDOYAD DIWINN DYVIN 1T HY DIDAINN IN DNIDNINNDD IN DIINPHN DDV
1IYN 9D NNKD DM OMPYY IN T DY

GDP nmyn 5.2

TV ,INVYRIN NNPYAN INNKY ,.POYI NNPYA Y8ID SN P DN ,nyHnn nbap oy .5.2.1
NI NONY ONNNA ION NMINNN NPMINA POYN NTNRY NPYTA TNHXY MNNPN NNPA
D120 D177 NMPTY MITO 29 DY MNPra

G00d ) DXMINY NN MNIN MYIITL THIVI NNPOXAL NIDMY  MMINY INONH M2 .5.2.2
T Sy nyHn ,GDP nmiyn Sapy 0t bnna monann (Distribution Practice — GDP
.(B NoD) XYY MIMIND MYOITL INTNIY OV NNPYAN NN
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DIYMNI DI ONIN) DN NNPN 292 DOy 99N D MYy GMP nmynos>9may .5.2.3
DNITHIND ,DXNINI NN ININA TMY POY ININ Y O) NTYN 2008- V’OYNN — (D>PYOIND
’y15 N719) GDP nivn 1nna 791 PRI I¥N) XN DMN D¥9°M97 091 119N ,Nt DNl
.POYN NYUPA 93 DY NONX ,NON MYON

NP MNIIN TIVN PR 1NN DRI GDP MeoN Yoya DOnpvnn Dvann nowy .5.2.4
DYOWIY 1aYN : NIN

GDP mypraysra 5.3

YDA MNP VYNY DY TITA YN MNP N MNNINND MNP WHD MNP .5.3.1
MNY ,NNPAIN TVIN IR NODIDN YR NYTIN NN IPI12NY TWRD WX MNPraN
NPXAN YN DNPaN

NPY VINIAD NYPA MIAPYL IN ONNPN IPIN OYP POYIIN, VTN POy WHD MMpra .5.3.2
MINII MY DY NYPRA M1APY D) OOPNND NDID NNPXA MDY P9INI IN 1)2IN2
DINY TYN ,IYNN NIINN,MNDN MAPY ,NYT DIP7W 29 DY NI YN MNP .NI0M
NP2 AYIT N NINK N0 DI IN,PNN Y9

ND TN ,IN DDIN JITOPID .0NYW VDY DY MY KD INND MNP PN YN P19 .5.3.3
NP .00 N 9 DY NPANN YT DY AP’ TN DIXP IIT YPIFIN,DNY 5-n INY
MINN,MNON ,OTX NI OMNY NI DIYIPRI OTIY 19IND DNNTHN DOV NIVN2I
S MMNLDIN 1D DAY TYWN DY DIXNINT,MNNIN INND MYMN ,MDMNI D9 ,PIwnn
NINNN NI

DYDY DIV MODON OTIN ,MIND NIIWN NPPO TP OIPNN NIPANYON NMpdan .5.3.4
SV MNOT NNPY DIRYI DXNPANT NNPIAN TONN . TINN 29 DY) 1T THON2 OININDD
.DX0Y9NY NHRND NP>TAY NHDIN TNND DY D) MIMIN

NP2 INNNIY OMPION DY 1IN NN NP N2 ,D1D°0 NNV TIVR NNPAN 0N .5.3.5
.DY2PON NNMY THYNA P12 1NN, DMNPION TINHN DY NAIND NNOYA

MW WX DMPIYON NV DY ,(DMITIOP) DY 45 TIN2 MY ,IPI1ANN POYA MOINN DN .5.3.6
DOVUNTN OMPIY LYNY IWINAD DNINT MY D915 ,0P752 NIV MYNNI NIPNN
DTN PPN MONMNN

POYO NOW» NPANM, 3.2.6 YOI NNINXDI ,POYN MAIVN NYIAPN DOITIVOP DM 45 \na .5.3.7
POYN MIIYND NP NIANN ,POYN MWD ,NNPIIAN IRNNDND NN D1 TR NNPA NNT
NTIVN POYY PO N ONRN NNDNM 1T DY WNINY MYNNN IR NIPNND MWD

DN YD ,poyn oyad 9ayy 'y 1n.GDP

DYPOYM DYYYINN NI NN NRONN GDP mTiyn »ya 0poyn /o0yann ndvy  .5.3.8
INPYIN PN HY VITVPNN INNI DXNPININ

GDP nnynym .54

DM TIOP 0 90 -N INIINY XY NT YN MYITL T XYY poyy yn»n GDP nmyn .5.4.1
DNPXAN MYWAITA THYY 5331 NNPIAN NIV TNNN

INNPIY NDWAN DI NN DI1OM MY HNND B NaDaa 9ynn vn 92 PN NTWNN .5.4.2
. GDP -n mw»1o mmornn

Address: :Namd
Ministry of Health - Pharmaceutical Division NINPINN 928 — NIXMAN TYn
The Institute for Standardization and Control of Pharmaceuticals ANI9 "IN 7Y DN NIE1Y dna
P.O.B 33410 Jerusalem 91342 91342 n"7win' 33410 .1.n

Fax: 02-6551777 Tel: 02-6551717 02-6551777 :opo 02-6551717 :Mo


https://www.health.gov.il/hozer/ISCP_13062019.pdf

www.health.gov.i

N[ YT, NINION MIA1T1100 NAon
AIN197 1NN 9W 0N NAY 19AA | Mnpin qIN NINMIAN
The Institute for Standardization and Control of Pharmaceuticals N 0N 0vnd

DYTYPNN DY BY) MININD DININI NN ININ
DMIINNDIN DY PYWOINY wHwd

167701 990N 51N 22 TN 9 Ty

INIDT NN DY DNPND NNPAS 1IN

21112359 DY) 1Y DN MYOITY POYN DY NHRNNN NNID ONNNL ,0NY WHNN TY NTIYNN 9PN .5.4.3
DD

GDP mwra1h nannn sN by nynsn 5.5

MN2D P71NY DYDY IN DP2I1HN DN DMPYY 9NN poya GDP nmpraa qwnd .5.5.1
NTIVN DX DYDY YN, MNIAN TIVNI 97D PINT MINDND TN DD POYNY IN [, NDNN

NYTIN .PYY DMNNY T HY NN NPON .NWTNY Xov X nnnnY, nmnvny ,GDP -n
DYTYN VIPIZ NPY TUN MNPIIN PR DTIND NNTN IR WITN IR /INN/DI01 DY
(24 PYD DXNPIIN NNPNL HMINN NMNDND NNRI) .PIN PNMONDY DRNNA

NPN POYNY T DY NINKN ,MNPIIN PN DNIN DY DINN, NPINN NN ,NIND MIPNa - .5.5.2
MY YNNI 12N MINIAN TIVN INNI DONON 11 NINXN .GDP-n mw a1y
NN EMA-mR9RD MYID NYTIN T DY NDWOIN 12 109 .POYY 1WA MINIY IHIMIPHRN
PIIMPOY NYTIN 12y poyn 9apna .(C Nao

MIYN) 25 PN MXNND DXNNA 530N NOYNN DY NIV WHND MIVAN W ININD POy .5.5.3
L("9MImn nvLSNN Y

DINMINY NYON NN TMNIPY 5.6
GDP-n nymna oov9nn mmipyd orknna Dwad v GDP mwv»ta 1myd mndy 561
Guidelines of 19 March 2015 on principles of Good " 19.03.2015 D1 YN9NN

»9> ,Distribution Practice of active substances for medicinal products for human use
NN 72YN HPRN TINRN DY LITVPND INNI DDIANNI NYD NYN I TYNNY

oINMY 5.7

NPINNRY MIND MPIN NT DTRD .NNN NPIDOYI MYSINND 12 DIPN 932 DTR DINY NN Dy .5.7.1
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Registration of Active Substance(S) Manufacturer/Importer/Distributor/Exporter

Registration number ‘ DYIN 1901
REG - API X/2018/A

Name of registration holder DIYIN YY1 OV

Address of manufacturing site MM INN NN

Legally registered address of registration holder DIV>IN Dya NIIND

Scope of registration DIYIN MIINN

; : : TR 09539 BY) 219N HY NI ,NN9N NI NN
Manufacturing, importing, distributing, and y K 113300, ’

exporting of Active Substances
Legal basis of registration DIV 5PINN ©Y0IN

. . : N7OUN [DXMNI MY ININ] DXNPIIN INPN
Pharmacist Regulations [Good Manufacturing [ J NP i

Practice] 2008
Responsible officer of Israeli Ministry of Health DY ORINND MY PPann 5ya
granting the registration

Signature, stamp and TR NHMN,NNN
date

orp99n w4 chapters list

3 — Production N» —3

4 — Importing X2 —4

5 — Distributing in Israel INIWI NNON -5

6 - Exporting NI¥» —6
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In this registration document

"N OV NTYNI

recognized country =

Norway, Iceland, Australia, New Zeeland, Japan

EU member state, USA, Canada, Switzerland, PPNY NP ,AMIR PIYPRD TINNI NPTH
19>, TIDN P ,PYIVOIN,TIVOIN 11727

= N0 NN

= MINN NPTH

other country = NN M THN NP NPRY NN
a country that is not listed as recognized

additional information 400 YN

The customers in Israel are:
Medicine manufacturers —
Medicine innovator —

Microbiological tests are performed by a contract
laboratory

NTAYNI MYSIND NPNOVIIPIIN MP>TIN

:INIV YINN NINPD
- MMIN NI
- MMNIN MM

NN MY

Name of Active Substance:

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates
35 General Finishing Steps

3.5.2 Primary Packaging
3.5.3 Secondary Packaging

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing (excluding sterility testing)

3. MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

4. IMPORTING

Yes/ Importing from manufacturer in recognized country

Address:

Ministry of Health - Pharmaceutical Division

The Institute for Standardization and Control of Pharmaceuticals
P.O.B 33410 Jerusalem 91342

Fax: 02-6551777 Tel: 02-6551717

:namd
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Yes/ Importing from distributor in recognized
country
Yes/ Importing from manufacturer in other country

Yes/ Importing from distributor in other country

5. DISTRIBUTING

Yes/[No| Distributing in Israel

6. EXPORTING

/ No  Exporting to recognized country

Yes/ Exporting to other country

Name of Active Substance:

Name of Active Substance:

3. MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substances
3.1.3 Salt formation / Purification steps

35 General Finishing Steps
3.5.1 Physical processing steps

3.5.2 Primary Packaging
3.5.3 Secondary Packaging

Address:

Ministry of Health - Pharmaceutical Division

The Institute for Standardization and Control of Pharmaceuticals
P.O.B 33410 Jerusalem 91342

Fax: 02-6551777 Tel: 02-6551717
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3.6 Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing (excluding sterility testing)
4. IMPORTING

Yes/ Importing from manufacturer in recognized country
Yes/ Importing from distributor in recognized

country

Yes/ Importing from manufacturer in other country

Yes/ Importing from distributor in other country

5. DISTRIBUTING

[Yed/No Distributing in Israel

6. EXPORTING

/ No  Exporting to recognized country
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B navs
GDP n1yny vnve
Certificate No:

CERTIFICATE OF GDP COMPLIANCE OF ADISTRIBUTOR OF ACTIVE
SUBSTANCES FOR USE AS STARTING MATERIALS IN MEDICINAL PRODUCTS
Issued following an inspection in accordance to The Pharmacists Regulations

The competent authority of Israel confirms the following:

The distributor

Address of site

Has been inspected under the national inspection programme

From the knowledge gained during inspection of this distributor, the latest of which was conducted on
date, it is considered that it complies with the Good Distribution Practice requirements laid down in
Article 1 of Pharmacists Regulations (GMP 2008).

This certificate reflects the status of the premises at the time of the inspection noted above, and should
not be relied upon to reflect the compliance status if more than three years have elapsed since the
date of that inspection. However, this period of validity may be reduced or extended using
regulatory risk management principles.

Name and signature of the authorized person of the Competent Authority of Israel

Address: :Namd
Ministry of Health - Pharmaceutical Division NINPINN 928 — NIXMAN TYn
The Institute for Standardization and Control of Pharmaceuticals ANI9 "IN 7Y DN NIE1Y dna
P.O.B 33410 Jerusalem 91342 91342 n"7win' 33410 .1.n
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Statement of Non-Compliance with GDP Medicinal Products for Human Use Partl

Issued following an inspection in accordance with Art. 1 of Pharmacists Regulations (GMP 2008) as
amended.

The competent authority of Israel confirms the following:

The active subStance diStHDULON. ........c.coieiiee e

ST AAUIESS. ...ttt bbbttt r e ens

From the knowledge gained during inspection of this active substance distributor, the latest of which
was conducted on ..../....../...... [date], it is considered that it does not comply with the Good
Distribution Practice for active substances referred to in Article 1 of Pharmacists Regulations
(GMP 2008).

Part 2

1 All registered active substance distributed are affected:
1 Specify which active substances are affected <free text>
Part 3

1. Nature of non-compliance: <free text >
2. Action taken/proposed by the NCA: <free text >
3. Additional comments: <free text >

Teleconference Date: Teleconference Time (CET): \ Dial in no.:

e eeiid...... [date] Name and signature of the authorized person of Israel

! The signature, date and contact details should appear on each page of this statement. Page 1 of

<insert nu
Address: :Namd
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