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KYTNPIAKH AHMOKPATIA OAPMAKEYTIKEE YNHPEZIEX
YMNOYPIEIO YTEIAE 1475 AEYKQZIA

7 ®efpouapiou 2022
Ap.®ak. : ©.Y.521.2.1,5.13.2.2
TnA.: +357 22608615
Fax: +357 22608649
E-mail: zkanther@phs.moh.gov.cy

ENGLISH TEXT FOLLOWS
Méow nAektpovikou rayudpoueiou
Mpog 6Aoug Toug Katdxoug Adeiwv Kukhogopiag

Kal TOTTIKOUG avTITTPOCWTTOUG

©éua: AMayi TN aiTnong yia avavéwon E181KAE AdEI0g KUKAOQOPIag QUPUUKEUTIKOU
TTPOIOVTOC Yia avBpwTrivh XpAon

Ava@opIKd JE TO TTIo TTdvw BEua Kal KaToTTIV aTrépacng Tou ZupBouliou Papudkwy, aTn cuvedpia
TOU nuep. 2/2/2022, evnUEPWVETTE TTWG N aitnon yia avavéwan €10IkAg adeiag KukKAopopiag Exel
dlagopoTtroindei w¢ TPOg TNV TTANPOPOPNACN TTOU ZNTEITAI, KAl CUYKEKPIMEVA Ba atraiTeital EQEENS N
TTPOCKOMIAN Tou TrpoTeivopevou PUAou OBnyiwv XpAong Kal TNg eSWTEPIKAG GUGKEUATIag Tou
MPOIGVTOS OTNV EAANVIKA 1 ayYAIKR YAWOSOA. ZNUEIWVETAI TIWG, OE TEQITITWON TToU £X0UV AAAGEEN
Ta Keiyeva autd, Ba TTPETTEI va TTPOOKOMICOVTAIl Ol EYKPIOEIG TWV TPOTTOTIOINCEWY ATTO TN XWPA
£10ayWYNS Tou TTpoidvTog oTnv Kutrpo.

H umoBoAn aitnong avavéwong €1diKAg adeiag KUuKAOQopiag Kal ouvodwv OTOoIXEiwV YiveTal
QTTOKAEIOTIKA MEOW TNG nAekTpovikhg That@opuag CESP. To véo €viutio aitnong avavéwong
eidikrig  Gdeiag Kukhogopiag (Ph.S. 148d) 6a avoptnBei olvropa oTnv I0TOCEAIBO  Twv
dappakeuTikwy YTnpeoiwy (https://www.moh.gov.cy) Kal n xprion Tou Ba gival UTTOXPEWTIKN YIa
ohe¢ ¢ aimjoeig ou Ba utroBAnBoulv péow CESP amd mg 14 Mapriou 2022 kol peTa.
ETTIoUVATITETQI TO VEO EVTUTTO.

Ma otroiecdrTToTe JIEUKPIVIOEIS /Kal TTPOCBETEG TTANPOPOPIEG, UTTOPEITE va ameuBuvBeite oTnv
YmedBuvn Tou Topéa Mapahapwy kar Adeiod6Tnong, ka Ziva KavBep (zkanther@phs.moh.gov.cy,
TNA. +357 22 608615).

Eiprivn ad

yia Av. AieuBuvtpia PAPPAKEUTIKWV YTTNPETILY
Y1roupyeio Yyeiag
yia ‘Eg@opo Zuppouiiou Papudkwy

Qapuakeutikes Yanpeoleg Ynoupyeio Yyeiag 1475 Aeukwoia
Tnd.: +357 22 608 607 @af: +357 22 608 649 latogeAiba: http:// www.moh.gov.cy/phs




REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES
MINISTRY OF HEALTH 1475 NICOSIA

7 February 2022

File No.: #.Y.5.21.2.1,5.13.2.2
Tel.: +357 22608615

Fax: +357 22608639

E-mail: zkanther@phs.moh.gov.cy

Via electronic emaif

To Marketing Authorization Holders and Local Representatives

Subject: Change of the Application form for renewal of an Exceptional Marketing
Authorisation of a medicinal product for human use

Regarding the above-mentioned subject and following the Drugs Council's decision, dated 2" of
February 2022, please be informed that the application form for the renewal of an Exceptional
Marketing Authorisation has been changed with regard to the documents needed for the submission.
In addition to the existing documents listed at the end of the application form, for all applications
submitted following this circular, you are requested to submit the proposed Patient Information
Leaflet (PIL) and mock-ups of the pharmaceutical product in Greek or English language. It is noted
that, in case the PIL and mock-ups have been changed, you must also submit the variation approval
letters from the Member State from which the pharmaceutical product is imported in Cyprus.

The submission of the application for renewal of an Exceptional Marketing Authorisation and the
related documentation is made via the CESP portal. The new application form (Ph.S. 148d) will be
available on our website (https://www.moh.gov.cy) soon and its use will be mandatory for all
applications which will be submitted via CESP from 14 March 2022 onwards. Please find attached

the new application form.

Should you require any clarifications and/or more information, please contact Mrs Zena Kanther
(zkanther@phs.moh.gov.cy, tel. +357 22608615).

/ﬂ
Ire%

for Acting Director of Pharmaceutical Services
Ministry of Health
for Registrar Drugs Council

Pharmaceutical Services, Ministry of Health 1475 Nicosia
Tel.: +357 22 608 607 Fax: +357 22 608 649 Website: http.// www.moh.gov.cy/phs



QAPMAKEYTIKEZ YITHPEZIEZ

YIIOYPI'EIO YTEIAZ
KYITPIAKH AHMOKPATIA PHARMACEUTICAL SERVICES
REPUBLIC OF CYPRUS MINISTRY OF HEALTH

APPLICATION FORM FOR RENEWAL OF AN EXCEPTIONAL MARKETING
AUTHORISATION OF A MEDICINAL PRODUCT FOR HUMAN USE UNDER
ARTICLE 13A.

[The Medicinal Products for Human Use (Control of Quality, Supply and Prices) Laws]

AITHXH I'TA ANANEQYH EIAIKHY AAEIAY, KYKAO®OPIAYX PAPMAKEYTIKOY
IMPOIONTOZ I'TA ANOPQITIINH XPHEH LYM®QNA ME TO APOPO 13A.

[Mepi @appakwv AvBpamvig Xpiiong (Eleyyog [owétnrog, Mpomiberas kur Tipdv) Nopoy

Registrar of the Drugs Council
Pharmaceutical Services
Ministry of Health
Nicosia 1475, CYPRUS
Tel.: +357 22 608 635

+357 22 608 603
Fax: +357 22 608 649

Please indicate,

File No.:

Exceptional Marketing Authorisation No.:

For Official Use
File No

Applic. Date
Fee Paid
F288 No
Receipt Date
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(Form Ph.S. 148d)




Pharmaceutical product

Name:

Strength:
Pharmaceutical form:
Active substance(s):

Exceptional MA number:

Exceptional MA holder
Name:

Address:

Telephone number:
Fax number:

E-mail:

Local QPPV/RPPV
Name:

Address:
Telephone number:
Fax number:
E-mail:

Contact Person
Name:

Address:
Telephone number:
Fax number:
E-mail:

Attachments, other information

O Proposed labelling in Greek / English (mock-up).

[0 A variation approval from the national authority of the country of origin is enclosed, regarding a

change in the Package Information Leaflet (PIL) and/or the packaging (if applicable).

O 1 confirm that the product still has a valid MA and is placed on the market in the country of origin.

[0 Evidence for placing the product on the private sector or through public procurement.

Fees paid: [_] Amount in Euro:

Signature

Print name

Status (Job title)

Date

(Form Ph.S. 148d)
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