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ML NHPNN .2009 TVPINA GPINY IDIDI ,2008 N7OVWNN (DIXNINI TNX ININ) DINPIIN NVPN
GMP -n nprpn NX DNININD DRI DX PYOIND DININI NI ININ KW D955 MNIPYN NN
P9PND

L IDNNY NIVIPNYY KD INIGT PYOIN DTN IXM NIV NMYDIP (DXNINI N ONIN) OXNPIIN NIPN
DY2N0NM DN YT DY NN NYIAPY DININD DXOVNN PN /NN DDPY POYI NON
ININNY OMYN OV YININT INX DI PYINT NI IN/ 1IN MR NYIAPY NYPIANN POND DXVWITIN
(MTN NNI) NMYINA

DN §9 DY .1 NDIWID GMP-1 9 5y NYTHIN PINYD DI PYIN NMNEN NYINI NI NYWI
ANIDYD D) NN MIMNON JIX IO 12 NNPNDY KN DIPN Y92 DMINY DYIVN)

man
MNNIN NINY NMYOIN DIV YWD ,INY) NITY,VITN 1NN 19IN WAPD HNNN NIVN .11
Y TPINVPA OANN D) YN MNINIDN NN MNIN

D290V’ 022004

DNPIN NTIPY 2.1
.2008 N7OWNN (DXNINI N ININ) DNPIIN NIPN 2.2
S TPAPRN NYIPN DY INID/IN NYOR VNNY 2.3
Compilation of Community Procedures on Inspection and Exchange of
Information:2013
Community Basic Format for Manufacturer's / Importer's Authorization
11T MYOIND NNIVIIN THOM 2.4
http://www.ema.europa.eu/docs/en_GB/document_library/Requlatory and_proce
dural_guideline/2009/10/WC500004706.pdf
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DRI DYPYON NXMY POY HYA -DYPWON 1IN

DYNIDT DYPYIN NIMNN POY HYI -D>PYON NI

DD) 19N MY DY DI YIMN NXMY POY DY -NYINI 21NN DY DY) IIN 1IN
D179 PYY 2109 DIN WD OIN, NP0 : MYNNINI NPOY NI DM2WN DY DONOPI
Electron Beam ,xn) Ny p

Y700 D¥9 MY IMIN RN POY YA -7IYWINI 2PNN DY MNP 1IN DY NI
APINY TN IN,IINNN PYINN N TNND

LUTNN NP NN, NNEN NADIM P19 ,OPDN NN DD NNPNA INITHND - N8

) 912 DN DXPYON NIIM) TAY2 NINMD I8 HDYD 7DD INSN NN NP3
TYIN DNV 1.4 PYDA PINND) DO¥9 DI 1IN NPYY ,INID/TIN NN TNND

I PYIN DY MIYRT N NIV AWN) ,(1NID/)IN

10 (MIA) (Manufacturer’s / Importer's Authorization) : 1X12>/9%8) IWN- WO
DYPYON DY 1N N/ YINOD (DININI DI ONIN) DN MNIPN 29D 100N 'Y
D121 DY DY) YIDIN MIND 19) DN1IOP DDA DYPYIN DIV ,DMINDIN
POY2 MDOYIN NN INN NYIND .DNDPA DY OD) YI0IN NN /)N NPOY NOW
(D30I OPTNY DMWY DY NINKN KOD) NWIND TYIN HYINT NYNINNY 9D

MNIN MVLINNN NP PHNN DX INNN MUK THoN - (BOD) -Basis of Design
NN : NHNTY) MOIYNN NN INNND THONN .NIANN/JPNNN PION YNNND YTHYY TYOMN
Y2IWON (DXNND ,NPON> MND ,NTIVINNY) JPNNI DIRINN (DM NN ,NNIND ,PIN
4PN DT THON NN WYY NPT DIDTNHY 1IN 19) TPXN NN INND ,DO0NY
LINDN N2 YDYa- DNINIDYY DN

(D230 9pN) MDINND NP2 51N N8N DY OININND HTINN -POoYa NN YTPON
DOYNINT NI MINN Y 9PN NIX PINRD .(QP) 'XINX NN, MK NNLAN YN
.2O¥9 12N 7N 19Y PINYD NUIX ROD DMXINT DXPYWON HY 7151 X1I»

19NINY NPAN NNNTI- Dosage form) 1NN NNN NODIDN PWOINN NNINN NN : 7PNVITI
(MY 0D /Pr1apa -Pack) NN (NDITI) NN N9DN/NITNY NN ,NAN TIT 1NNY

IN NYINRD TINYNI NYPL MDYI OININK ,NYIRN YPAN INNR NN NNV DN
T THON DY DOWITIN DIDNDNN DI D01 NN WITN
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on xOv Eudralex-n 9anxa py1ad (nwpan nndvdy 070) ININK MOX NNVIAN DN 4.2

: 2 NODI2 GNNNT NYINRD VNN DY
http://www.ema.europa.eu/docs/en GB/document library/Requlatory and proce

dural_guideline/2009/10/WC500004706.pdf

OIND DIVPIANN DMIPYN TIWND ,IVINI NPYD YR NYOHND ONINN MOOND YN 4.3
(57N NYPAN MSYY JN) 99180 2N52 Y9N 1) TH0NN M DY I3

M2 29 DY WYTIND NNADY MYOIRN DY INONN TIND NN DIPYY 2PN NYNN DY 4.4
.Y 9NN PINHN OINN

NPY I DY MIPXAN DTN NITY DY ORINK (MDINN DNIN MYNNNI) NN DY 4.5
951 MINY MPITA) NN MDY OOYNINN MVN NYIAP NN YTPIN , 02292 Y¥INNHI
S MYIND DIWWIN INNK PYD

GPOIND YPAN XN DNIN MIVHN MIDAP DINND MYIL I RTND 2PN NUOIRN DY 4.6
VPINN MDMWIN NN 99I1ON 9PN POY 1PV [ NUIND

MNP Y NMIPXAN NN NITY DY OXINK (MDIND DN MYNNNI) NOINNDYIA 4.7
DV AN AWAND ,TY MPINN D510 MPYN MIAP DN IN/ NN NMIYI DY MNINN

AT 97y GMP -0 n0dY NP an T DX YN nNp>aa GMP n nnd /s

oW /AW .5
MYOND NUPA 5.1
N NN YWITND IN NN NYAPY NYPA YN POYI MDON NNVAN DM 5.1.1
LDOMINXIN NI ONIN DY MPPaN

MMWYIN NYMNN 9 DY 89N v (MIA) 1N2/118 NN NIAY NYPAN DMV NN .5.1.2
Interpretation of the Union Format for Manufacturer/Importer : 192
-1 7R01n Sv 157N NN Tna Authorisation
Compilation of Community Procedures on Inspections and Exchange of
Information
http://www.ema.europa.eu/docs/en_GB/document_library/Reqgulatory _and_pro

cedural_guideline/2009/10/WC500004706.pdf
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NI 1IN NYON JNN/NID 1IN PPN NNNSY 1PN NDOWI : 17900 NaD) .5.1.3.1
GMP-055C/05

MSIWNM MANRN NIRNNY PN NMNIPY 991510 (BOD) yon o0 .5.1.3.2

PN DY NPNY ,DNIDNNY DYV D) YIDIN/D»RIDT DXPYIN NIMD
DYINNY 9PN N THDN VI TTN DI K2 DI NYINY NPINN
NNIRNM NONN DMNDP OOV OV MININ NI NN YNINN O3
IR
: DYID1ON POYN YV THN NNNN HY O»OTIN OYPYIN .5.1.3.3
AT INLY NN NONN,POYI PRIITH DO 2N .5.1.3.3.1
FMIRN NPNNI DNPYION MM INNA DY NP DM OMPNR .5.1.3.3.2
12V DYON,DO8NDN YW, )NNDN MNT ,DNPPADN MY O NIONRINN
SNNNNHYTN DY PPN MNTTI NN NI IIMDNN PNIND
VPPN OV NN N 5.1.3.3.3
(Lay Out) 1: 100 N1 Mpa M2nN YW ©VWIN pnyn .5.1.3.4
NMD DININI PNV ONIN NN MM NHRNN DY DY PYNN DONON .5.1.3.5
91300 NYOIT 28 ,0NIDNNY DX PYON
9132 DINDMNY DNIYIN VIO 1N -NNANN YTPIN YW OPNN MNP VYIS .5.1.3.6
,DYNRN DN NN DINNNNT DIINDNI NYIND NYPL ONIWI D PYOINN ND
2MNN NYOT Y
MNINKRD NN (QP) YNINKRND NPINN ,MPNN NNVIAN YN DY ANd>1 MINSN .5.1.3.7
NIV NININM PIND MXNN NN 207N DYIN 0N I ,(DXY TUNI) NION DY
.DY¥9 O YINN/DPYIN NI IN NEND POY DINNID MYIND ,PIND 19D
MY DNV /DINIPN/DMNPNIN DIV DIIN YIDIN/D>PYINN LYY .5.1.3.8
NNITI DMVIVIY DYPYIN PIXY YY) INIPNIY TPV 1NN NN, 0V 23D, POYN
DYINPN DRI DIPNODIVANY DIPDIXIY DI TININVD ,DONNND ,NPPOPIVIVIN
.(Oyanma
NN POyN MON .5.1.3.9
. DN AR (material flow) 7870 »mIn Sv N1 1PwIn.5.1.3.10
.(personnel flow) poyn »121y Y30 YW NPT MPWIN.5.1.3.11
(waste flow) no109n Sw NN MIWIN.5.1.3.12

NRNNA NPIRD NONNRD , NNNN INNRD OPNN NN MPWIN.5.1.3.13
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POINY WPan NIN DMN MYN NNYAPA DINNN YW POYN 1PWA pnyn.5.1.3.14
NMWOND

NNNX DYYN DY NP .5.1.3.15

:DYNIN DONINT PN INID/IN NN 5.2

LDOMININ NXOTONIN MIYIT TOIW NINOD NSO, NNPXA POy nysiy 5.2.1

12 2N XINY D35, N7OYNN DIPOY MY PIN 290 1MV POY 1PV DYI NN 5.2.2
(112NN DYIN NN PSND ¥, 9NDN N2 XDD DMINID NIAY ,PODIND)

DN ,0TPIND VLMD NIYIN OOV ,DMNPH NPV OIVINITADIVN NI 5.2.3
PoYN HMM (QP) YNINK NPT ,MDIN NNVLAN HMIN : DININ NNIN YTIPON
ND NI/ NN DD .POYI NEON DY OIRINKRD INK PN DY N
,172N7N DI0N MDY NN YTIPAN MY .NNAN YTIPAN YYD DINY NV
(EX-17 57 NN N MPrna proynd 1nm imn,(QP) sxanN nipyy vynd
ST PPAND NNNY M NN, DNINN YN Tava DN DMIPNA
NIN PN T2 NN

(GMP) D nInNg 918 MNINA DMINPN (DINRIVN IN DINPNN) DPYONN 5.2.4
DN NN

IN ANPNN) ORIDIN PYWONN NN DOwnwNn (APIS) ©9yan ovn »min 5.2.5

(GMP) ©>mMx) ¥ YNNI DMINYN (NAPN
1IN NMUOIN NITYD N WITND NUPA 5.3

ANYIPO 295 0 120 -0 INMNY XD DMIND UNN MR ITND NYPA - 5.3.1

ND DN31,5.1 9yD2a DYONHNN OXNIDIN NVINN NNV NN VTN NYPL 5.3.2
,DINAPI/DINNPN/DIINPHN DIPYOINL ,NNNN Y092, PO dNINN MY SN
197IXY DXNIDIN NN Y TIPAN IN NYIN DXANNN DIOYAN DN MININA
0PN ANNN NN DAPYN NNPHN NYPIY

D>NADIN Y MR NNVIAN DN YW AN NINND GNNN ITND NWPIAD 533
NVIN NY2 281D NN NNDI PITY DPYN INPNRN NYPIN PIYD WNNY
SMYIRND WITND NYPAN

NN YTPIN DY NPY 1D ,12 DOPMNN DMWY NI IN POYI NANIN MY 5.3.4
N3P MY, (MDIRN NIPA DM ,NNM DN PRINK NPT ,MDN NNVLIAN HMN)
TN DX NNWY YT DN WV 7T MYTN NPNDNIV ,03PYON N0 ,MUN
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NYPA MPYON NTNYY MYIRN DY LY 5.1 Py DXONINN NYPIN MNODIA

PN 290, DMTN DXNADI K91 NITYD
Y —HNY) NMYIRD DY YT NOW DYV NI PONNN PONDS 535
NITY DIV SMINN DY OTPINN NN NN NN ( MIVN NMNDAPIANINN
.GMP, GDP 71X 1150 £95009) 9PN POy 1PYI NYpaY I8 ¥ MYIND
TINMT I VIDIWY INNRD NONX NNIND OTPIN NN DINN JN» XD .5.3.5.1
v DIYIN NN 2991 ,(GMP) DYMINI 918 ININT NWYI MNINNN
.DMINPNHN OPYOINN

YNAY IN,ININVAD IN NINN DY IMNIILD PIINY YT INNONN N8 PN .5.3.5.2
.0na
SNNONN TINOD NN DY PA MODN INN DY .5.3.5.3
0N MPan NN YW napn GMP nmyn byann mwia 536
12) DINN NN NDAP DIV ,POYA YPPANA PIDYY YOP XY NNON PPINHya  .5.3.7
STPANN YYD PIND NN
DY 90 TIN2 XMINN MY WX ANI2 NYOIN NN DY VDN HMNN- .5.3.8
TPNPN NP2 MIN MIAPYI SVNIVIN JOIND YNIAM NI/ NN PNITY  .5.3.9
AMMINN NNPA IR PITYD) INNA
YPOIND 7/ DNNYD/ D22)ND ,1PNY VNN DININA 1IN NN NN NNNND ONYI DNINN 5.4
TN YN DY 0Dy
N (GMP- non conformance) 9nxa MY N NP2 IONNY DOVNIP DNPY 541
.NYTIY DX DY NYTIN MDD M1APY2
. NDY/RIND/DIPYON NN DY ARDD/PYN NYN 5.4.2
SNDNN MNM DY NPNYY TYNN ,POYN NTIAD YINN INNOININ DD 543
LDONIND DIYMD NIDIWONY 920 DT P NN DYDY 1N DNn - 5.5
1N ,NDNN NN DX JI0D DYDY IRNNN DY NONVN D R¥N) ON DN
SNMYINRD NOVUN S INIRD DIV DY MNP
PNNYV DX WHYND NIIN NN NYIRD DYDY 5.6
VPN NWOIN 0PN DM 90 TIN WITND IN MYIRD NYPIL INVINN NOS DN 5.7
SNYIN NN ORD MO N NYTIN NHWN ,NIYVIN XD DN
TYY NOMPNN GOIPN ,NYOIN WPANN D90 DIINN) N DINNI NNHWN DN vIT 5.8
.DY0N DY 30 YW AT P9V ,NNINRD DINNIN NYAPD
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MNPNY NN DY IPIN DR WTND XY HMIND ; DN WNND MY NYIX DY 19PN
NN DD D)W WNN Y10y NoW MAD)

TNPND T IN,NDNN NMINIAD PPIND DIVY IN P23 1IN DN POYY DN NN

, DY PYONN DY 11797910 IN DX MOND NIN ONYI 1D NN ONIND TN IN DN
51020 NI ONYA 1O),TNNN NN OTNRYNDI DDOND NYINI DYI1NN DYDY DY) MININ
AVUTND ROV IX IMYWND ,MYOND NN

D%V WNN2A DY PIND NN DIYYN INRD 1N NIYOND

NTNYY NNAT ¥ TINN NN JNID/YIN NN PPNYND D955 NN ,0XIND PR
.DINNY ONPN PNYN NYAPD DININD X NN DY MPIan

-1 THON ININNDN IRINPNRD VNN 29 DY 1N NID/JIN NN DNV

5.9

.5.10

5.11

5.12

nyn .6
6.1

.Compilation of Community Procedures on Inspections and Exchange of Information

:(2 NODI) JNIT/)IN NN DV DIWNNN DINIAN DXNAVIN 1NN DNV 6.1.1

D121 OMOYS D) MININ INX DINIYI DIV DMINMDIN DX PYIND NN .6.1.1.1
. (DMVO1 NHDI) NPY

(DY 2 NADI) DMIPD DX PYINY NN .6.1.1.2

, (3 N9DY) MWN NNYAPA NXMNHOINN NAIND .6.1.1.3

(4 N9DI) MY MTIYN .6.1.1.4

(5 NoDI) (QP) »NINN NP .6.1.1.5

(6 NADI) (NN 5N ,MDPNN NIPA DNIN ,MINN NNVIAN DNIN) NN PTPON .6.1.1.6
,(7 NADI) MYIND 1N NOI02 HYW NP PIND .6.1.1.7

.(8 NADI) MYINA DINYIN DIDOYIN DIIN MININ 7/ DXPWINN NPYY .6.1.1.8

YONN H512) DPRINT DY PWIN DY HOPON IN NN N DOYNINT DPNRI) DX PYWIN NN
1252 RIS OXTYPN DXPYWIN MIAID (MINVIIN NPIN,NPION

DYPYIN PINYD DMIVUND IN/ NPIN NHPRNN NI DOYNINT OPRITT DIPYIN NINID

.DMNI

D2) 1IN 7N MY, IDINN DY X910 NPOY MW DOYNINN DY D) IMIN NN

.D»DMVD DYDY DOINOYA

)O»HY70D DMININ NN
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TN PN IN,DOYNIANNDN 7PNVITIN IN NDIND OMINY ,NPIVN MDONINYY DNIPNR ONINN 7.5
DNPIN 722 ONPYT T DY TIRNYNP NPION

onov) .8
EX-015A/01 NI /118 NYIRD NYPAY DINDN DYP NPYTIY HPN DY 7.1

EX-015B/01 18127 7 1382 7R DML 7.2

oMYy .9
NNHYNRI NOI) 01 22/05/2017
£ NN MWD INND 02
92P5 MY YYan vipad GMP 1 npbnn nvaNa 4.8 Pyo
YOI IR/ INNR MY DY NP YT
NN YTIPAN MPNY NPMN 5.2.3
.D”MVD DY D) PININ MNINID/IIND MON1NN
NN MIYN NYNON
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NANUFAGTURER'S INPORTER'S AUTHORISATION

1. Authorisation number

2. Name of authorisation holder

3. Address of manufacturing site

4. Legally registered address of
authorisation holder

5. Scope of authorisation and dosage
forms

6. Legal basis of authorising: Pharmacist
Regulations (Good Manufacturing
Practice), 2008.

7. Name of responsible officer of Israeli
Ministry of Health granting the
manufacturing authorization

8. Signature

9. Date

10. Annexes attached

Annex 1 and/or Annex 2

Optional Annexes as required:
Annex 3 — (Addresses of Contract
Manufacturing Site (s))

Annex 4 — (Addresses of Contract
Laboratories)

Annex 5 — (Name of Qualified Person)

Annex 6 - (Name of responsible persons)

Ministry of Health - Pharmaceutical Division

The Institute for Standardization and Control of Pharmaceuticals
P.0.B 33410 Jerusalem 91342

Fax: 02-6551777 Tel: 02-6551717
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SCOPE OF AUTHORISATION (delete the sections that do not apply)
ANNEX 1
Name and address of the site:

O Human Medicinal Products
L1 Veterinary Medicinal Products

AUTHORISED OPERATIONS
CIManufacturing Operations (according to part 1)
LI Importation of Medicinal Products (according to part 2)

Part 1 - MANUFACTURING OPERATIONS
1.1 Sterile Products

1.1.1.Aseptically prepared
1.1.1.1.Large volume liquids
1.1.1.2.Lyophilisates
1.1.1.3.Semi-solids
1.1.1.4.Small volume liquids
1.1.1.5.Solids and implants
1.1.1.6.other aseptically prepared products <free text>

1.1.2.1 Terminally sterilised

1.1.2.1.Large volume liquids

1.1.2.2.Semi-solids

1.1.2.3.Small volume liquids

1.1.2.4.Solids and implants

1.1.2.5.other terminally sterilised prepared products <free text>
1.1.3.Batch certification

1.2 Non — sterile products

1.2.1. Non-sterile products
1.2.1.1.Capsules, hard shell
1.2.1.2.Capsules, soft shell
1.2.1.3.Chewing gums
1.2.1.4.Impregnated matrixes
1.2.1.5.Liquids for external use
1.2.1.6.Liquids for internal use
1.2.1.7.Medicinal gases
1.2.1.8. other solid dosage forms
1.2.1.9.Pressurised preparations
1.2.1.10. Radionuclide generators
1.2.1.11. Semi-solids

Ministry of Health - Pharmaceutical Division PINPIIN PR — MNHAN T9VUN
The Institute for Standardization and Control of Pharmaceuticals ANIDY 912N YV DIPM ANPAY )onn
P.O.B 33410 Jerusalem 91342 91342 ©9v19% 33410 .9.5
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1.2.1.12. Suppositories
1.2.1.13. Tablets

1.2.1.14. Transdermal patches
1.2.1.15. Intraruminal devices
1.2.1.16. Veterinary premixes

1.2.1.17. other non-sterile medicinal product <free text>

1.2.2.Batch certification

1.3 Biological medicinal products

1.3.1.Biological medicinal products
1.3.1.1.Blood products
1.3.1.2.Immunological products
1.3.1.3.Cell therapy products
1.3.1.4.Gene therapy products
1.3.1.5.Biotechnology products
1.3.1.6.Human or animal extracted products
1.3.1.7.Tissue engineered products
1.3.1.8.other biological medicinal products <free text>

1.3.2.Batch certification
1.3.2.1.Blood products
1.3.2.2.Immunological products
1.3.2.3.Cell-therapy products
1.3.2.4.Gene therapy products
1.3.2.5.Biotechnology products
1.3.2.6.Human or animal extracted products
1.3.2.7. Tissue engineered products
1.3.2.8.other biological medicinal products <free text>

1.4 Other products or manufacturing activity

1.4.1 Manufacture of:
1.4.1.1 Herbal products
1.4.1.2 Homoeopathic products
1.4.1.3 other <free text>

1.4.2.1 Filtration

1.4.2.2 Dry heat

1.4.2.3 Moist heat

1.4.2.4 Chemical

1.4.2.5 Gamma irradiation

1.4.2.6 Electron beam
1.4.3 Others <free text>

1.4.2 Sterilization of active substances/excipients/finished product:

1.5 Packaging only

1.5.1 Primary packing
1.5.1.1 Capsules, hard shell

Ministry of Health - Pharmaceutical Division

The Institute for Standardization and Control of Pharmaceuticals
P.0.B 33410 Jerusalem 91342

Fax: 02-6551777 Tel: 02-6551717
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1.5.1.2 Capsules, soft shell
1.5.1.3 Chewing gums

1.5.1.4 Impregnated matrices
1.5.1.5 Liquids for external use
1.5.1.6 Liquids for internal use
1.5.1.7 Medicinal gases

1.5.1.8 other solid dosage forms
1.5.1.9 Pressurised preparations
1.5.1.10 Radionuclide generators
1.5.1.11 Semi-solids

1.5.1.12 Suppositories

1.5.1.13 Tablets

1.5.1.14 Transdermal patches
1.5.1.15 Intraruminal devices
1.5.1.16 Veterinary premixes
1.5.1.17 Other non- sterile medicinal products <free text>

1.5.2 Secondary packing

1.6 Quality control testing
1.6.1 Microbiological: sterility
1.6.2 Microbiological: non-sterility
1.6.3 Chemical/physical
1.6.4 Biological

Any restrictions or clarifying remarks related to the scope of these manufacturing

operations

Ministry of Health - Pharmaceutical Division
The Institute for Standardization and Control of Pharmaceuticals
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Part 2 - IMPORTATION OF MEDICINAL PRODUCTS

2.1

| Quality control testing of imported medicinal products

2.1.1 Microbiological: sterility
2.1.2 Microbiological: non-sterility
2.1.3 Chemical/physical

2.1.4 Biological

2.2

Batch certification of imported medicinal products

2.2.1 Sterile Products
2.2.1.1 Aseptically prepared
2.2.1.2 Terminally sterilised

2.2.2 Non-sterile products

2.2.3 Biological medicinal products

2.2.3.1 Blood products

2.2.3.2 Immunological products

2.2.3.3 Cell therapy products

2.2.3.4 Gene therapy products

2.2.3.5 Biotechnology products

2.2.3.6 Human or animal extracted products

2.2.3.7 Tissue engineered products

2.2.3.8 Other biological medicinal products <free text>

2.3

Other importation activities

2.3.1 Site of physical importation

2.3.2 Importation of intermediates that undergo further processing
2.3.3 Biological active starting materials

2.3.4 Other (free text)

Ministry of Health - Pharmaceutical Division

The Institute for Standardization and Control of Pharmaceuticals
P.0.B 33410 Jerusalem 91342

Fax: 02-6551777 Tel: 02-6551717

Any restrictions or clarifying remarks related to the scope of these Importing
operations
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SCOPE OF AUTHORISATION (delete the sections that do not apply or use yes/no)
ANNEX 2

Name and add

1 Human Medicinal Products for phase I, 11, 11l clinical trials (optional)
AUTHORISED OPERATIONS

CIManufacturing Operations of Investigational Medicinal products (according to part 1)
I Importation of Investigational Medicinal products (according to part 2)

Part 1 - MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL
PRODUCTS
11 Sterile investigational medicinal products

1.1.1. Aseptically prepared
1.1.1.1.Large volume liquids
1.1.1.2.Lyophilisates
1.1.1.3.Semi-solids
1.1.1.4.small volume liquids
1.1.1.5.s0lids and implants
1.1.1.6.other aseptically prepared products <free text>

1.1.2. Terminally sterilised
1.1.2.1.Large volume liquids
1.1.2.2.Semi — solids
1.1.2.3.small volume liquids
1.1.2.4.s0lids and implants
1.1.2.5.other terminally sterilised prepared products <free text>

1.1.3.Batch certification only
1.2 Non — sterile investigational medicinal products
1.2.1. Non-sterile products (list of dosage forms)

1.2.1.1. Capsules, hard shell
1.2.1.2. Capsules, soft shell
1.2.1.3. Chewing gums

1.2.1.4. Impregnated matrices
1.2.1.5. Liquids for external use
1.2.1.6. Liquids for internal use
1.2.1.7. Medicinal gases

1.2.1.8. Other solid dosage forms
1.2.1.9. Pressurised preparations

Ministry of Health - Pharmaceutical Division PINPIIN PR — MNHAN T9VUN
The Institute for Standardization and Control of Pharmaceuticals ANIDY 912N YV DIPM ANPAY )onn
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1.2.1.10. Radionuclide generators

1.2.1.11. Semi-solids

1.2.1.12. Suppositories

1.2.1.13. Tablets

1.2.1.14. Transdermal patches

1.2.1.15 Other non-sterile medicinal product <free text>
1.2.2.Batch certification only

1.3 Biological investigational medicinal products

1.3.1. Biological medicinal products

1.3.1.1. Blood products

1.3.1.2. Immunological products

1.3.1.3. Cell therapy products

1.3.1.4. Gene therapy products

1.3.1.5. Biotechnology products

1.3.1.6. Human or animal extracted products

1.3.1.7. Tissue engineered products

1.3.1.8. Other biological medicinal products <free text>

1.3.2.Batch certification
1.3.2.1. Blood products
1.3.2.2. Immunological products
1.3.2.3. Cell therapy products
1.3.2.4. Gene therapy products
1.3.2.5. Biotechnology products
1.3.2.6. Human or animal extracted products
1.3.2.7 Tissue engineered products
1.3.2.7. Other biological medicinal products <free text>
1.4 Other investigational medicinal products or manufacturing activity

1.4.1 Manufacture of:
1.4.1.1 Herbal products
1.4.1.2 Homoeopathic products
1.4.1.4 Other <free text>
1.4.2 Sterilization of active substances/excipients/finished products:
1.4.2.1 Filtration
1.4.2.2 Dry heat
1.4.2.3 Moist heat
1.4.2.4 Chemical
1.4.2.5 Gamma irradiation
1.4.2.6 Electron beam
1.4.3 Others <free text>

Ministry of Health - Pharmaceutical Division PINPIIN PR — MNHAN T9VUN
The Institute for Standardization and Control of Pharmaceuticals ANIDY 912N YV DIPM ANPAY )onn
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1.5 Packaging only

1.5.1 Primary packing

1.5.1.1  Capsules, hard shell
15.1.2  Capsules. Soft shell
1.5.1.3 Chewing gums
15.1.4  Impregnated matrices
1.5.1.5  Liquids for external use
1.5.1.6  Liquids for internal use
1.5.1.7  Medicinal gases
1.5.1.8  Other solid dosage forms
1.5.1.9  Pressurised preparations
1.5.1.10 Radionuclide generators
15.1.11 Semi-solid
1.5.1.12 Suppositories
1.5.1.13 Tablets
1.5.1.14 Transdermal patches
1.5.1.15 Other non-sterile medicinal products <free text>

1.5.2 Secondary packing

1.6 Quality control testing

1.6.1 Microbiological: sterility

1.6.2 Microbiological: non-sterility

1.6.3 Chemical/physical

1.6.4 Biological

Any restrictions or clarifying remarks related to the scope of these manufacturing

operations
Ministry of Health - Pharmaceutical Division PINPIIN PR — MNHAN T9VUN
The Institute for Standardization and Control of Pharmaceuticals ANIDY 912N YV DIPM ANPAY )onn
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ANNEX 2 (Cont.)

Part 2 - IMPORTATION OF INVESTIGATIONAL MEDICINAL PRODUCTS

2.1 Quality control testing of imported medicinal products
2.1.1 Microbiological: sterility

2.1.2 Microbiological: non-sterility

2.1.3 Chemical/physical

2.1.4 Biological

2.2 Batch certification of imported medicinal products

2.2.1 Sterile Products
2.2.1.1 Aseptically prepared
2.2.1.2 Terminally sterilised

2.2.2 Non-sterile products

2.2.3 Biological medicinal products

2.2.3.1 Blood products
2.2.3.2 Immunological products
2.2.3.3 Cell therapy products
2.2.3.4 Gene therapy products
2.2.3.5 Biotechnology products
2.2.3.6 Human or animal extracted products
2.2.3.7 Tissue engineered products
2.2.3.7 Other biological medicinal products <free text>
2.3 Other importation activities
2.3.1 Site of physical importation
2.3.2 Importation of intermediates that undergo further processing
2.3.3 Biological active starting materials
2.3.4 Other (free text)
Any restrictions or clarifying remarks related to the scope of these Importing

operations
Ministry of Health - Pharmaceutical Division PINPIIN PR — MNHAN T9VUN
The Institute for Standardization and Control of Pharmaceuticals ANIDY 912N YV DIPM ANPAY )onn
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ANNEX 3 (Optional)

Address (es) of Contract ...,
Manufacturing Sites ...

ANNEX 4 (Optional)

Address (es) of Contract ~ .......cociiiinnnn.n.
Laboratories .

ANNEX 5 (Optional)

Name(s) of Qualified ...l

Person(s)

ANNEX 6 (Optional)

Name(s) of person(s) ......ceeveivriiiiiiienniennnn..

responsible for quality control

Name(s) of person(s) .......ccooevviiiiiiiniininnnn..

responsible for production

ANNEX 7 (Optional)

Ministry of Health - Pharmaceutical Division

The Institute for Standardization and Control of Pharmaceuticals
P.0.B 33410 Jerusalem 91342
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Date of inspection on which authorization was granted  dd/mm/yyyy

Scope of last inspection

ANNEX 8 (Optional)

Products authorized to be manufactured/imported (in accordance with: Pharmacist
Regulations (Good Manufacturing Practice), 2008, as amended).
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