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MANUFACTURER'S / IMPORTER'S AUTHORIZATION

Authorization number TYIND 1900

MIA 21/2017/A

Name of authorization holder MYOIND Yyl ov

Ben Shimon Floris Ltd. n7ya WINYa PYNY 12

Address of manufacturing site TNNN AR NIND

Ind. Park, Misgav, 2017400, Israel 2017400 33wn ,NWEN PIND

Address of manufacturing site MYINN DY N2IND
Ind. Park, Misgav, 2017400, Israel 2017400 23un , MWD PIND
Scope of authorization and dosage forms NPHN MY NEOND IDINN

See Annexes 1, 2 2,1 0°nav) NNY

Legal basis of authorization TYIND YPINN ©OIN

Pharmacist Regulations [Good

- . Z7oUn [OPNINI 98 NN DY 3
Manufacturing Practice] 2008 n ( 1 9NPYYN NMapn

Responsible officer of Health Israeli Ministry Of MYINN 1NND ININND MY PPONN Jya
granting the authorization

Mlcha'el Carmi, Pharmacist NP1 5193 SN2
GMP inspector DY¥ON NP YN 194
Signature, stamp and date TARM NEMN NN

e-mail: michael.carmi@moh.gov.il
phone: office 972 -2-6551795, cell 972-50-624245
SJax: 972-2-6551781 .
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Annexes attached

02998177 OXNAVIN NNIWY

Annex land/or Annex 2

2 NADI INA 1 NAD)

Optional Annexes

My Navi nnwy

Annex 3 — Contract Manufacturers

VN NIDIPA NN NN — 3 NOD)

Annex 4 — Contract Laboratories

YN NMIIPA NMITIVA— 4 NOD)

Annex 5 — Qualified Person(s)

DYANINND D/NPIIN — 5 Nam

Annex 6 - Responsible persons(s)
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Annex 7 — Date of inspection on which
authorization granted, scope of last inspection

1% MDD DYV NNIPPAN PINN — 7 N9D)
ININND NNPOAN 9GP, NEONN

Annex 8 — Manufactured/imported products
authorized
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SCOPE OF AUTHORIZATION

ANNEX 1 - MEDICINAL PRODUCTS

Name and address of the site

Ben Shimon Floris Ltd.
Ind. Park, Misgav, 2017400, Israel

[v] Human Medicinal Products

AUTHORIZED OPERATIONS
Manufacturing Operations (according to part 1)

Part 1 - MANUFACTURING OPERATIONS

1.2 Non-sterile products

1.2.1 Non-sterile products

1.2.1.1 Capsules, hard shell

1.2.1.5 Liquids for external use

1.2.1.6 Liquids for internal use

1.2.1.11 Semi-solids

1.2.1.12 Suppositories: rectal & vaginal

1.2.1.13 Tablets : Progesterone vaginal tablets
(produced in a dedicated suite)

1.2.1.17 Other non-sterile medicinal product : powders

1.2.2 Batch Certification

1.4 Other products or manufacturing activity

1.4.1 Manufacture of:
1.4.1.1 Herbal products

1.5 Packaging
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1.5.1 Primary packing

1.5.1.1 Capsules, hard shell

1.5.1.5 Liquids for external use

1.5.1.6 Liquids for internal use

1.5.1.11 Semi-solids

1.5.1.12 Suppositories

1.5.1.13 Tablets: Progesterone vaginal tablets
(primary packed in a dedicated suite)

1.5.1.17 Other non-sterile medicinal products :;powders

1.5.2 Secondary packing

1.6 Quality control testing

1.6.2 Microbiological: non-sterility

1.6.3 Chemical/Physical

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

The Progesterone vaginal tablets are manufactured and primary packed in a dedicated

suite.
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SCOPE OF AUTHORIZATION

ANNEX 2 - INVESTIGATIONAL MEDICINAL PRODUCTS

Name and address of the site

Ben Shimon Floris Ltd.
Ind. Park, Misgav, 2017400, Israel

Not Relevant

The authorization holder does not manufacture/import/release investigational
medicinal products
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ANNEX 3

Contract Manufacturers

None
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ANNEX 4

Contract Laboratories

QC Testing — microbiology

Aminolab Ltd
1 Pinchas Sapir St., Weizmann Science Park, Ness Ziona, Israel

Institute for Food Microbiology and Consumer Goods Ltd.
9 HaShalom Rd., Nesher, Israel

QC Testing — chemistry (of raw materials)

laboratories located abroad are not inspected by the Israeli competent authority

Simec AG
Areal Bleiche West, 4800 Zofingen, Switzerland

ALS Czech Republic, s.r.o.
Na Harfe 336/9, 190 00 Prague 9, Vysocany, Czech Republic
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ANNEX 5

Qualified Person(s)

Irena Shmaraev , Pharmacist, PhD. - QP

Raphael Ben Shimon — Pharmacist in Charge , back up QP
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ANNEX 6

Person(s) responsible for quality control

Ofer Avni - QA Manager

Shifris Beya - QC Manager

Person(s) responsible for production

Amir Cohen, Operation Manager

Moshe Grinberg, Production Manager
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ANNEX 7

Date of inspections on which authorization was granted

14-16 June 2009
MIA was issued after this inspection

27-29 December 2011

17-18 April 2013

1-3 March 2015

21-24 November 2016

27-28 February - 1 March 2017

Scope of last inspections

General GMP inspections

The manufacturing plant conforms to the requirements of Good Manufacturing Practice,
as recommended by the World Health Organization, and complies to the national laws
and regulations (Pharmacist Regulations [Good Manufacturing Practice for Medicinal
Products] 2008)
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ANNEX 8

Manufactured/imported products authorized

Manufacturing activity

The authorization holder manufactures medicinal products.

Importation activity

The authorization holder does not import medicinal products.

Products authorized to be released to the market by the Qualified Person(s)

Medicinal products which are manufactured on site,
And registered by the following Marketing Authorization Holders:

e Ben Shimon Floris Ltd.

e Ferring Pharmaceuticals Ltd.

e Neopharm Ltd.

e Fischer Pharmaceuticals Ltd.

e Mediline Ltd.
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