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SN MTPN ININ DY IN DTIND ORI NI ,NYIN NPT NPND 91D — MR NNVAN NN
D23N 1NN X MNINN NMYYNI MNAD DNY VDY DY NN 11PD Dy, NYTIND Dy NPNRY D1NN
MONN NNVIAN DINNA DY

PIRY ,DYDo89 D) YIDIN DY NYIDIL IN NN NMNMYPN MM 2NMYNN DTN - 7(9P193) THHn”’
NKR DM OV INYIA IR PORNNY NN RYND MDIDM DNOY 1PV NPINN MDD

DYPWONY DYO¥9 DN SV NN PN NTIPOI INITIND ,INON O3 /POy’
TP INTTIND -ININN NPYY

TINOND YW IOND NINITH NHON MMV NNV NINDN NIVYI MPTH NDIW =132 NIV
L7920 MISIN : 1N MPTI NN NNPOYIL OINDIN WINIWY DD DMININY IWPNA PN VNRD
MHIVOIN 5172 IR 19 NNV

713 NN NIPN2 0N NS — (Good Distribution Practice GDP) 70'mN) N89n INan””
.2008 - V’DYNN DPYINY DIMINI

D>1NIN DY NNANA POIVA JONNI IN INDN NP2 NNPIA NYXIA 2D NTYNRN DTN -”GDP nTyn”

(Good Distribution Practice) o ninNg nxom *NIN NIVIITI TNIY NIN 2D NNNN D¥PWIND DY
(2 NADI NN YN NPNINA DXV

DYIMIN YV NNANA POIWN YONN IX INDN 112 1D NPYNN DTN -”GDP non Compliance n1yn”
o>V MaNN (Good Distribution Practice) DyniNd NNON YNIN MIYIITI TN 11N DIVPYOINY DIV
(3 P9I NND) ION NN

9NN 1IN 3

nynn3.1

TINNRN DY ORI TIY INY DINDIN VNI DXDO¥9 DN DY DRIV mpram npdpnn - 3.1.1
.(Commission Implementing Decision (EU) 2015/1057 of 1 July 2015 :N9) YNOYVNN
MMV ORIV 171027, TIY DNV NPYPN 1D 2D NN TINRD YT DY NIV 17129 MDTNH
MDY INNPNN TINNRND NMTND ,NNOWYIL NNTHN DODOY9 DN MOWN ./MIADN NIV’
Written Confirmation 52) M901) NMINNNA TN XYY, TINONRN T Yy N1omN GMP nTiyna
(DYWL 1IRY NN NINND MTHRN WITIN

.2008-V7OVWNN ,D>PYOND DININI N OXIN NNPNY N 18 PYDS ONNNY DY) MNRN IO 3.1.2
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DYTYPNN ,NIND ,DOD2O¥9 D) YININ DY (NI DI1D) DINAN IN DNINID ,0°95¥9 DYIDIN NN
9Y D> OOV DNIPN NNPAY NN, GMP-N NTMY WTIND DIWIT DX PYINI VIDIYD
.(1 NBD) -NYTINN NDI NINT) MNIND NI PIDYY DNIND DY ,0MIPYI NO>NN

NTND NYTIND DX N2V 1 9901 NIDIY 9NN NYTIND THDN NN RO ,ININI poynoya  3.1.3
D231 IMINKY TAX 9 NIAY RO THONN .INIDT 1NN DY DNPM NNP2D NINI MPIN
PN IN THONN NN MV 532 15TY> POYN DY YNNI .POYN DY 3T DY DINMNN DIDYIN
MY NPY DN KD D PN

19210 IN NTONN POIWN NININY INDN NI IN DOV OD) MIIN NIMD POy dya ,p>m poy  3.1.4

oY Y MYO NNX ,GMP-n n b w11 ,30.10.2014 %95 DXYVI9N , 0099 OY) M0IN DY
09N 9DIN MDPNI MNMA DY WAYND D15¥N M»Y DI DY OYINY NYTIND VNOY DIVIN WYY
TP 5MIND YTV, DO¥aN

D)1 21PN, 1NN, MNIND INDNN NI IN POYN DY INY VN (1 NADI NN NyTINa 3.1.5
2y MYSIANNN NI DIYNIN DOV 1T DY DIDAIIN IN DIHONINNDD IN DINPNN DIDOYIN
POV 9D 9INND DOV DMINYY IN T

GDP n1yn3.2

TV ,IIYRIN NNPXAN INKD ,.POYI NP YN NN NP> Smnn ,nyHinn noap oy 3.2.1
YINID NPIONY ORNNA IR MIXND NPNINA POYN NTHY NPT TNSY PNNPN NP2
D120 D17 MM TY MITO 29 DY MNPra

Good ) DXMNI NN MNIN MIYIITL TOIYD NPT R¥AMY  MMINY Inon ma 3.2.2

TN oy NHYRN ,GDP nTyn Hapy Nt bnna muonn (Distribution Practice - GDP
.(2 NHDI NND) MIND MYITIINTNY DY) NNPXAN NIV

DOXNMINI N ONIN) DXNPINN NNPN 295 HP¥9 90N XD Mnnw GMP nmyno s 9nay 3.2.3
DNITIND ,DXNINI NN ONIN TRW POY IMN D D) NTYN 2008- L’OYNN — (DX PYOINY

Y¥a0 NT19) GDP nTivn 1nna 798 PRI 180 NN DNMIX DYDY D21 IDIND Nt D1
.POYN NUPA 9 DY NON ,NIN NN

GDP mMp*a yx°a3.3

YN MNP VYND YD TITA YN MNP IN MNDINN MNP w2 MMpa 3.3.1
MNY ,NNPIN TN IR NODION YR NYTIN NN IPI2NY IURD WX NNPPAN

MNPAN TV OONPaNN
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MPY MINID NYPI MIAPYA IN ONNPN 1DIND OPP POYAIN,UTN POY W mNpra 3.3.2
D01 MINIA MY DY NYPI MIAPYA D) DOPNND N1 NNPAA MDY P9INI IN 12N
L0 DY IIND TYN ,PIYNN MITND,NNON MIAPY ,NYT DI1POW 29 HY WD YN MNP
DNPXA NYAT N2 NINN NDD DI IN

INY KXY TN ,INY OININ YAV IPID .DNY WDV DY NOY KD INRD MNPA P20y pro 3.3.2
NAYNL INPD .OMNDD D111 29 DY NPOIN Y11 DY 1YY AN DINP YT P9 IN , DNV 5-1
D)9 ,PIVUNN MINN,MNON , DTN NIDT DINIPY NI DIYIPRI OTIY 19INI DINNTIN DNIDY
NIRNN NN OV NV D) DD TYN DY DIMPT ,NINNN IXND MYNN ,MNI

D0 DXV MNX OTIN , MR NIIWN NPPO TP OOPNN NIPA00On npran 3.3.3

SV MNONT NNPY DIXYI DNPNN NNPIAN TONNA .TNXN 3 DY) NT THDNI DININNDD
.DY0N9NY NINRNN NPYTAY NIDIN TNND OIOYI OD) MIMIN

NP2 INNDIY DMPION DY IPI12NY NIV NP N2 ,010°0 NNYY Tivn nNpran ona 3.3.4
NNY THRYNIA IP)120Y 92N, DMPION THINNN DY NAIND NIV
.DY0N

MY YN OMPIDN NOWI DY (DMITIHP) DY 45 TINA MY’ , 910NN pova m»Nn S>mn 3.3.5
MONMNN DWNTN DMPIY VYNY IWINITD DNMNT NID DD ,07P752 1900 MYIIN NPNN
TR NPIM

NPT POYD NOWM NPONN , 3.2.6 PYDI NNINXD ,POYN MAIVN NOIAPN OMITHP O 45 na 3.3.6
POYN MAIWND NPINT NANN ,POYN MWD, NNPIAN INSNND NN D1V IWN NP1
NTIVN POYY P 1N ONXN NNDNM T DY IWXINY NMYNND IR NIPNNRN MDA

DR DN ,poyn Yoyad 7avy ' Tn.GDP

DOPOYM DOYINN NNOYI NNDNA NHONMN GDP mmyn »dya opoyn /0oyann nmdwy 3.3.7
INPINN PN DY VITVPNN INNI DXNPIVON

GDP n1yn ymm3.4

O»ITOP 0> 90 =N INN XD 1T DM MYITA TN X8I poyy 1n»n GDP nmyn 3.4.1
MPOAN MYAITI THYY D321 NNIPYAN MIN TN

INNDIY NMDYIN DI NN DIDOM MY DNND 2 9901 NI 9INNN VPN INPN NTvNN 3.4.2
. GDP -n mw»715 mmoxnn

2111259 DY) 1T DM MYOITY POYN DY NHRNNN NNID OXNNA ,0NY VRN Ty NTYyNN 99mn 3.4.3
DD

GDP 7MWY NNINNN ON JY D98N 3.5
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MNI2D PINY DNOY IN OP3IN ,001IN DMPY ©9nn poya GDP npraa quno 3.5.1
-N NTIYN X DV N, MNIAN TIVN YOI PIND NMIRNND TN O POYNIY IR, NN

2V NYTIN .PYY DMNNND T DY NNT NPIN .NYTND OV X NNNNNY, nnminvnY ,GDP
DNNNA DXTYN VIPID IPYS TUN MINPIIN PN DNIND NNTN IR VITN ONX /NN
(24 YD DN NNPNA DNIIN NMDND NXI) .PINT PNMDNDS

TR NN POYNVY T2 9Y NINSD ,MNPIIN PN DN DY DINNI, NPONN NN NN 1Ipna - 3.5.2
TPMIPRN MWD TYHRNL 12N MNIIN TIVN INNI DDNON 1 1NN .GDP-n mew T2

22PN .(3 NAD) NNI) EMA-1INYIRND MWD NYTIN T2 DY NYYOIN 191105 .0V 1P M
MNP NYTIN 2y POYN

Dy MIVNY) 25 MPN MINNND ONNNA,ONINND NVONT DY MIYN ¥IND MIVIN ¥ IR poyy  3.5.3
(79MmnN nvSNN

DININY NN NN MNIPY3.6
NN PRN GDP-n nynina oovMann mnpyd oxnNNa Swad v GDP mwrma v mndy  3.6.1
Guidelines of 19 March 2015 on principles of Good Distribution Practice of " 19.03.2015 0»n
YD NYN 12TYNNY 2991 active substances for medicinal products for human use
https://eur-lex.europa.eu/legal- ,>9YRN TINRN HY VITVINN INNI OONINM
content/EN/TXT/PDF/?uri=CELEX:52015XC0321(01)&from=EN

08 Ma3.7

NPINNY MONO MIN N DTRD .NNIN NI MYNIND 12 OIPN 921 OTR 1IN Yanndy  3.7.1
NIT OYON JDIND INPINN NI X2 TYPHN OTRD .DINPINN MDIND NN DIV NNVIND
(M2 NNVLAN 5NN MDINRN NIIWN PYD NXI) NPINK KD TR OITPAN DIINND 51D

DY 1977y OXTPINM 2 .AND2 )T NNANA DXANYNN NNXN AN 53 OV nvvInkn - 3.7.2
NN DY DIRNNN PNDNINI NN P MNIND M12ND .00 00N GDP Yw mw 1
DINTD DINDNY DIDNIND ,DOI90) DYDY DMININ YD NPVINY

0’2115 DY) HY DOIANNA DTPANT NVINDIN NIVNNNI TINYNI NIVWIN WP N wR 3.7.3
.12IND NIYIN MINY ORNND

DV NPDOLPANT NN PITAD ¥ NYD NYN TN MIVINM MIVTNN DI DY Twon mv»  3.7.4
I NPT TYNOY MOVTN

MR HNVAN TN MIINN NIW3.8

9555 DN HYHM PTON IWN M NIIWN MNN DY DMININ DY DONaN S INonn M1 3.8.1
NPINKM D>TPAND NPION ,0°PDNNN NN PTIN IWRY PIMIPINN ) INDNN N2 MDY
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01270 177 NMINIPY VIAN MINN NN 12 I SNVIY 1PINI OMNX NPOM ,Poya

(ICHQ > Eudralex volume 4, Part I1I nx7,015°0 51179 YW DI1vW»N 19IN 2200 MINDNTY)
AUITID DIIRNND TN DNPNI,THDII DTN MO DY DIPIDN DIARWND P MONN NOwWwnd  3.8.2
NIRRT M PONINIY MDN NNVIN NN TINY> INDNN NPAIY MDNN NOWH wNIa 3.8.3

P2 NPINKRD MIND NPIVN (MK NNVIAN NN PRINK NPYI) OXPPIN HYI 90N 1A poya  3.8.4
ITYDY YTHD DITIPAND DY DY . PPANT MITHND NYUNAN NN NPND NI DITPAND Oya
DNNNA DAY ¥ ¥ 902 .DXDP¥AN DMINPIND NNV MDIND YINN YT NN NN TN
NNVAN DN DY IMOND .YTIN NPON MPTH MIIND DOYINN DXVDND DN PTN MXNND
MOINN DN 1N POYN DY ITPIN NINONL TTNIN INPINNIY DIXRVNL MOONN H2PY MDN
PPN MDY DXVWATIN NPINNK) DXARYNI ,NITHNN MONON NN

.GDP -n My 715 1NN NLINY TI PMIN DX YXD MIOND NNVIAN DM 3.8.5
:MININ MOVNY DDN PN XD TR VDI MNN NNVIAN DN >PPon  3.8.6
DPINNNY NYNLIN MDINRD 21N NIIWN D NPV MOARN DM 3.8.6.1
7192 19182 NITHIN NOMNN NPINKOD XTI 3.8.6.2
D120 DYIHDN NYINY MMYIN MONY PPT XY 3.8.6.3
MIPININD MYNVI OXTWY DY NOITNN NINONN NN NV 3.8.6.4
MIPNN MITIND WIAPIV DIDNN MXNNND MPIND NV 3.8.6.5

DNNNA DNYIM MOIN PPN, NIXRNND (CAPA )Ny ppon mys mopn o kM 3.8.6.6
DDY0 210 MINIPYY

DMYYN DY DY NIIYN NYSINMD) TINNDI 12120 19INT DOYNINND O»NY IO MY 3.8.6.7
. DDV DN DY NNANM NONNN DY WaUnd

INNPN NOMN PO MMV 3.8.6.8

,DOPININ ,O0ONIVN , 0207 DIV DXININ YD) DIVIND NMNMPON DPIDN D MY 3.8.6.9
.0"y9 017N GDP-N M7 R DXIND 191N DIRKPD IN DIPON

DYNNN AT P9 TIN WY DIANN DIDOYS OININ D NPV 3.8.6.10

DY9VNN DIYIN BIIN MININ MDON DY POYND NOVYN NMIVN NNYAPA MDY YD N> 3.8.6.11
.POYN YT DY

LUNIND NI NION 19 DY NYIAP MTNI MYSINND NPMNISN MNPAN D XY 3.8.6.12
IR DMPI2INRKNNDND MIIN NNIPNN MW MYXIAN 193

DD HXapNa DXYNINND NIMWN TN M XY 3.8.6.13
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RIPIYD 29 IR ININY/PODR/IRIZY/TIRS 2 NIV
REGISTRATION OF ACTIVE SUBSTANCE(S)
MANUFACTURER/IMPORTER/DISTRIBUTOR/EXPORTER

Registration number ‘ a)l7ay fablela)
REG - API X/2018/A

Name of registration holder QW N Yy ow

Address of manufacturing site T1¥77 ANR N2INd

Legally registered address of registration holder W7 H¥a n2Ind

Scope of registration DWW I MINN

Manufacturing, importing, distributing, and 299900 293 R DR RIXIN ,IRDT N2 RN

exporting of Active Substances

Legal basis of registration QW% PRI 020111

Pharmacist Regulations [Good Manufacturing 7''own [2%NINI XY SRIN| 2IWPINT NEpN

Practice] 2008

Responsible officer of Israeli Ministry of Health Q117 PRINRT MWD TPONT Y2

granting the registration

Signature, stamp and date TN NAMT AR NN

29577 now chapters list

3 — Production NXM —3

4 — Importlng N1 —4
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5 — Distributing in Israel

XA X0 — 5

6 - Exporting

RX» —6

In this registration document

"N OV NTNYNI

recognized country =
EU member state, USA, Canada, Switzerland,
Norway, Iceland, Australia, New Zyland, Japan

other country =
a country that is not listed as recognized

= NI NN
L7290 0NV, NP ,27NIN YR TINNA NPTN
19, TIDNT 1) ,PDIVDIN, TIVDIN

= NINN NNTN
AN MPTNN NNDOPYID NIPRY NITH

additional information

noM YN

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

Microbiological tests are performed by a contract
laboratory

SR 7RI NmpR
- 9N Y
- MO M

MW N72¥12 MYEIND NPA?PR AT NP T
XN

Ministry of Health, Pharmaceutical Division
Yirmiyahu 39 Street, Jerusalem
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Tel: * 5400 Fax: 02-5655979

NIN™ 2N
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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
3.5 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)

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

Yes/ @ Distributing in Israel

6. EXPORTING

/No  Exporting to recognized country

Yes/ @ Exporting to other country

514892019
Ministry of Health, Pharmaceutical Division call.habriut@moh.health.gov.il NINPZNN 92X ,NINN2N TYN
Yirmiyahu 39 Street, Jerusalem NIN'T™I2A J17 n7win' ,39 Inmr aim

P.0.B 1176 Jerusalem 9101002 e " (‘ (\ 9101002 n™7win' 1176.1.n
g . 5 40C S
Tel: * 5400 Fax: 02-5655979 02-5655979 ;o7 *5400 :70



waww.health.gov.il

NUNWN NUAIST Nal 913509 SnaTAan

IINEIa aan

Pharmaceutical Division

029935909 DMINDIN DIPYIND YNRYY DIT¥1PNN DI BY) Y9IIND DININI NNON ININ :DNNN DY

24 qinn 21 Ty 167 :9090 9991

2019 VOMINA 06 9NN TPINN

Name of Active Substance:

Name of Active Substance:

3.1.2 Manufacture of crude active substances

3.1.3 Salt formation / Purification steps

3.5 General Finishing Steps
3.5.1 Physical processing steps

3.5.2 Primary Packaging
3.5.3 Secondary Packaging

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

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

3.1.1 Manufacture of active substance intermediates

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

Ministry of Health, Pharmaceutical Division call.habriut@moh.health.gov.il
Yirmiyahu 39 Street, Jerusalem NIN'™I2D J17

P
P.0.B 1176 Jerusalem 9101002 " (‘
Tel: * 5400 Fax: 02-5655979 ‘ : l(J\J

514892019

NINZINN 9aX ,NIXNAN TwN
n'7win' ,39 Inmnr ain
9101002 n"7win' 1176.7.0
02-5655979 ;o7 *5400 :70



waww.health.gov.il

IINEIa aan

Pharmaceutical Division

029935909 DMINDIN DIPYIND YNRYY DIT¥1PNN DI BY) Y9IIND DININI NNON ININ :DNNN DY

24 qinn 22 Tiny 167 :909N 990 | 2019 LOINNA 06 911N TPIND

Yes/ @ Importing from distributor in other country

S. DISTRIBUTING

/No  Distributing in Israel

6. EXPORTING

/No  Exporting to recognized country
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GDP n1yn :2 9991 NaY)
Certificate No: draft GDP

CERTIFICATE OF GDP COMPLIANCE OF A DISTRIBUTOR 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

GDP mwr91Y nnxnn IN YY 19080 3 N9
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STATEMENT OF NON-COMPLIANCE WITH GDP MEDICINAL PRODUCTS FOR
HUMAN USE Part1

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 diStrTbULOTL...........coiiiiiiiiiiiiiiiii e

SItE AAAIESS....eiiiiiiiiiic

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

) All registered active substance distributed are affected:
[ 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.:

S Y SR (o - -] 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
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