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Méow nAekrpovikou rayudpousiou

English Text Follows

MNpog: Kardxoug Abeiav KukAogopiag kal TotrikoUg AVTITTPOCWITOUS

Oépa: TpoTTog B1ABE0NG YPUPHAKEUTIKWY TTPOIOVTWY

AvaQopikd pE TO IO TTAvWw BEua, EVNMEPWVEDTE yiIa Tn dnuooicucn Tou ETmkupwrikoU
TpotrotroinTikou  Alardyparog yia tov [livoka Twv Pappakeutikwy Mpoidviwy  TTou
Xpelalovral cuvtayn.

To Emkupwrtiké Tpotrotroinmiké Aldraypa kai 1o oxetiké Mapdptnua A (K.A.M. 465/2017,
nuepopnvia dnuocicuong: 29/12/2017) eival diaBécipa pEOW  TNG 10TOCEAIBAC Twv
PAPPAKEUTIKIV YTrnpeoiwy oTov akéhouBo ouvdeapo:;
https://www.moh.gov.cy/MOH/phs/phs.nsf/All/1C121ACFE9BAC068C22572FA00287EDB
?0penDocument). Znueioveral 61 To Mapdptnua A (Trivakag) eivar diaBéoipo péow Tou
idlou ouvdEopou Kal Ot NAEKTPOVIKH €UXPNoTn Hop@r (OTTOU pTTopEi €UKOAO va Yivel

avagiTnon).

Emonuaivetal 611 aTo o TTavw Aidraypa dev TepIAauBAvovTal Ta QOPHAKEUTIKA TTROIGVTA
Ta oTToia XPrAZOUV GUVTAYNS WG EAEYXOUEVA QAPHOKA TWV OTTOIWY N TTPoPRBeIa pubuileTal
arrd Tov [Mepi Napkwrikwy kar  Yuxotpdmwy Ouciwv Noépo kar Toug Mepi NapkwTiKwv
®apudkwy kal Yuyotpdtrwy Quoiwv kavoviopous. ETrirpoéoBeta emonuaivetal 611 Tépav
Tou [lapapmuoTrog A éxouv TPOTTOTTOINGEl  Kal 01  €I0aywyIKEG  diardgeig  Trou
TePIAQuBAvoVTal OTO TPOTTOTTOINTIKG ETTIKUPWTIKG JIATAYUA KAl WG €K TOUTOU TTPETTEl vV
diaBddovrar padi pE TIG EICAYWYIKEG OIATAEEIC TWV  TTPONYOUMEVWY  ETTIKUPWTIKWV
diaraypdrwy Ta oTToia gival eTTiong avaptnuéva otnv 10TooeAida Twv PAPUAKEUTIKWY
Ytrnpeoiwv (BAETTE oUVOETHO TTIO TTAVW).

Z0pQwva pe 1o Aigraypa, n Kardragn Twy eappdkwy oto Mapdptnua A utrepioxUel NG
Kardragng n otroia avagEépeTal otV ABEIQ KUKAOQOPIUS TWY QUPUOKEUTIKWY TTPOIOVTWV.
EmimrpdéoBera, n oupudpewon e TOo Emkupwrtikd Tpotrotronmiké  Aidrayua  ivai
UTTOXPEWTIKA Kai ol Kdroxor Adeiwv Kukhogopiog o@eilouv Omwg TTpofouv otnv
UTTOBOAN OXETIKWY TPOTTOTTOINCEWY / YVWOTOTTOINCEWY TWY adeilv KukAogopiag 61Tou
Xpeldgeral.
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Mo QUPHAKEUTIKA TTROIGVTa OTTOU O TPOTTOS XOPAYNONS CUHPWVA HE TNV TPEXouoa Adela
KukAogopiag Toug dev cuvadel pe To EmkupwTiké TpotrotroinTikd AidTrayuad, atmaiteital n
utToBoAr TpoTtrotroinong/ yvwaoToTroinong yia cupudpewon pe 1o diarayua. H diadikacia
yla TNV UTTOROAR TPOTTOTTOINCEWY / YVWOTOTTOINCEWY KAl TO ATTOpAiTATA £yypaga yida Tnv
aMayr] Tou TpoTTOU BIGBECNG YIO OKOTTOUG OCUMMOPPWONG HE To AidTaypa avagépovTal
oT0 cuvnuuévo Mapdptnua 1.

O1 kaToxo1 adeiag KukAopopiag £€xouv atnv diabean Toug XpovikG TTepIBwpio 3 pnvwy amrd
TNV nNUEpounvia Tng TapoUcag eykukAiou yia T UuTTOROAR TWv  aTTapGiTNTWY
TPOTTOTTOINCEWV/YVWOTOTTOINCEWY YIO OKOTTOUS CUMMOppWong HE TO Tpéxov didtayua.
Emonuaivetar 611 n oUPPOp@Won He To DIATayHO Eival UTTOXPEWTIK) Kol TO ZupfouAio
Papudkwy Ba TTpoBei og OXETIKOUG EAEYXOUS GUPNOpwong. YtrevBupiletal 611 o1 Kdaroyol
Adeiag KukAogopiag €xouv otn 81d6eon tToug 6 prAveg ammd Tnv EyKpION TNG OXETIKNAG
TpoTToTroinong/yvwoTtotroinong yia e€AvTAnon Tux6v atToBeudTWY TWV TTPOIGVIWY TOUG
oTnv ayopd.

Znueiwveral Ot yio alhayy otov TpoTTO DIGBEONS PAPHUOKEUTIKWY TTPOIOGVTWY TTEPAV TOU
TpéTTOU  D1dBeONG TTOU KaBopiletal oTo TpEXov Emkupwrikd Aidraypa, o Kdroxol Adeiag
KukAogopiag Trpérrel va uttoBAaAAouv QITHOEIG TPOTTOTTOINCNG HE OGAQ TO aTTapaitnTa
UTTOOTNPIKTIKA OTOIXEId CUMQWVA HE TIC OXETIKEG KaTeuBuvTrpies odnyieg (variation
guidelines).

AL 7

E. Maupokopddrou

‘Epopog ZupRouliou Papudkwy
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Tel.No : 22608618
Fax No: 22608639
Email: emavrokordatou@phs.moh.gov.cy

Via Electronic mail

To: Marketing Authorisation Holders and Local Representatives

Subject: Leqgal Status of Pharmaceutical Products

Concerning the above mentioned subject, please be informed that an Amendment Decree
has been issued and published regarding the legal status of pharmaceutical products
(prescription status).

The Amendment Decree and Annex A (K.A.T. 485/2017, publication date: 29/12/2017) are
available through the Pharmaceutical Services' website at the following link:
https://www.moh.gov.cy/MOH/phs/phs.nsf/All/1C121ACFESBACO68C22572FA00287EDB
?0OpenDocument. Please note that a user friendly version of Annex A (easily searchable) is
also available through the same link.

Please note that the above mentioned Amendment Decree does not include
pharmaceutical products which require a prescription as controlled pharmaceutical
products according to the Narcotic Drugs and Psychotropic Substances Law and
Regulations. Additionally please note that the introductory provisions have also been
amended and should be read along with all previous Decrees which are also available on
Pharmaceutical Services website (see link above).

According to the Decree, the legal status of pharmaceutical products in Annex A prevails
over the legal status indicated on the corresponding marketing authorization documents.
Moreover, the compliance of the legal status of all pharmaceutical products with the
Amendment Decree is mandatory and Marketing Authorisation Holders are required to
proceed with the submission cf relevant variations/notifications of marketing authecrisations
where necessary.

For pharmaceutical products where the legal status as indicated in the Amendment Decree
is not in accordance with the legal status of their current marketing authorisation, the
submission of a variation/notification is required in order to comply with the Decree. The
procedure for the submission of variations/notifications and the requested documentation
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for the change of the legal status in order to comply with the Decree is as laid down in
Annex 1 of this document.

Marketing authorisation holders have a period of 3 months from the date of this circular for
the submission of the required variations/notifications in order to comply with the current
Decree. It is noted that compliance with the current Decree is mandatory for all
pharmaceutical products and the Drugs Council will perform compliance controls.
Marketing Authorisation Holders are reminded of the 6-month period for the exhaustion of
any available stocks of the products on the market.

For changes of the legal status of pharmaceutical products other than the legal status
defined in the Amendment Decree, Marketing Authorisation Holders are required to submit
variation applications and all supportive documentation as per the relevant variation
guidelines.

E. Mavrokordatou

Registrar Drugs Council
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Annex 1

Procedure for the submission of variations/notifications for the change of legal status
in order to comply with the Amendment Decree K.A.T. 465/2017

- Products licensed through national, MRP, DCP procedure:

Please note that this variation classification applies only in cases of requested compliance
with the Decree. For any other changes in the legal status of the medicinal product the
variation guideline should be followed.

1. Signed Cover letter
2. Signed Application Form fully completed

3. Updated PIL & Labelling and SmPC where applicable (working documents — clean
version & track changes version)

4. Mock-ups [secondary packaging & (primary packaging if applicable)] of all pack
sizes marketed in Cyprus

- Parallel import products and Exceptional Marketing Authorisations (article 134)

Implementation__date: Upon completion of the assessment and receipt of a

1. Signed Cover letter

2. Updated PIL (working documents — clean version & track changes version) if
applicable

3. Mock-ups [secondary packaging & (primary packaging if applicable)] of all pack
sizes marketed in Cyprus
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