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e Valid for 5 Years for all Categories (Medicines, Supplements, Medical Devices &
Cosmetics).

Renewal

e Valid for 5 years for all.

e For Medicines: 10 years after the second Renewal. Renewal should be submitted before
4 months of Expiry.

e If Renewal is not submitted, Registration is considered cancelled automatically.

Variation (Post-

Approval
Amendments):

e Still Valid until further Update may be Implemented.
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Product

XX

XX

CIF (34.5%)

FOB (39.5%)

1.5

1.1

Currency

usD

usD

Exchange Rate

1%
4%
3.5%
20.0%
5.0%
6.0%

3.7
5.55

3.7
4.07

Price to pharmacy

0-50 (30%)
51-200 (25%)
201-400 (20%)
401> (10%)

VAT 16%
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Requested Documents add daall clac U -]

Applicant request form IR IR
Valid registration certificate from (specify the country s R -2

Jordan, Saudia Arabia, Israel, European Union, USA, Canada,
Japan Australia)
Certificate of Pharmaceutical Product (CPP).(From the

country of origin/marketed)

GMP certificate for the proposed production line.

PIL

Method of analysis

Certificate of Analysis

Commitment to submit legalized CPP & GMP before the
supply

Commitment to submit the following documents upon request
*Master formula

* Specifications & method of analysis for the API for ALL
tests including impurities & assay (If API is not mentioned in
any approved pharmacopeia).

*Finished product specifications.

*Stability of the finished product.
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Any Fees on PS Any Fees on PS
ategory IL MOH registration Who Could do? importers for imeFrame At Importation importers for ho could do? imeframe PS MOH Fees
egistration in IL? Importation in IL?

PS MOH emails

medicinereg@moh.ps
Depends on IL agent. No Permit is needed . variationreg@moh.ps
fees for IL MOH 1-2 years Permit is free Your Clearance agent  few days 2000 NIS 3-6 months s

Medicines IL Companies
annually

Permit is needed per

. Permit is free Your Clearance agent  few days 1500 NIS 3-6 months devicereg@moh.ps
shipment

Medical devices Not Needed

Permit is free, 200 NIS
for each invoice paid to  Your clearance agent  few days 1400 NIS 3-6 months cosmoreg@moh.ps
PS MOH

Permit is needed per

Cosmetics Not Needed A
shipment

Permit is needed ( Reg
Not defined itself) no need for any 2000 NIS 3-6 months supplementreg@moh.ps
further permit

PS importers through IL 432 NIS for each year of

Supplements pharmacist validity paid to IL MOH




