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ENGLISH TEXT FOLLOWS

Méow nAekrpovikot Taxudpousiou (e-mail)

MNpog dAoug TouG: Katoxoug Adeiwv Kukhogopiag (KAK) Papuakeutikiv  Mpoidviwy,
Kardyoug Eibikiv Adeiwv KukAogpopiag kai Totrikoug AVTITTPOOWITOUG

Ofpa: Eidikég Adsisg KukAogopiag

ZXETIKG pE TV adelodOTnNon QAPHOKEUTIKWY TTPOIGVTWY BACEl TOU apBpou 13 Twv TePi
Pappdkwv AvBpwivng Xpriong (EAeyxog Moidtnrag, MpourBeiag kai Tipwv) Nopwv (Eidikég
Adeieg Kukhogopiag), kal o€ GUVEXEID TTPONYOUMEVWY EYKUKAIWY, TO 2upBoUlAio Papudkwy,
emBuUNEl va oag evNUEPWOE! yia Ta akdAouba:

1. Ta kpiripia/rapduetpor ou AapBdvovral utréyn armé 1o ZupBoUAio Pappdkwy Katd TNV
agloAdynon airioewy ékdoong/avavéwaone EIdIKWY aSeIV KUKAOQOpIag TTpOg eKTiuNGn TWv
Aoywv dnuoociag uyeiag eivar dnupodoia Blabéciya atnv 10TOoEAIdA TWV PAPUAKEUTIKWV
YTnpeoiwv.

To OXETIKO apxeio giva diabEoipo aTov aKoAoubo ouvdeopo:
(https://www.moh.gov.cy/moh/phs/phs.nsf/dmlannouncements gr/dmlannouncements gr?0

penDocument).

2. Kara mv agiohdynon tTwv aimiogwy avavéwong eidIKwv adeilv KukAogopiag, To ZupBouiio
®apudkwy AauBdver emmiong uréyn Tt 8iIdBeon Tou TTPOIGVTOG aTNV KutTplak ayopd. MNa 1o
OKOTTG auTo, UTTEVOURIGETAI 6TI Ol AITNTEG OPEIAOUV OTTWG TTPOCKOMI{OUV UE TNV aitnon Toug Ta
amapaitiTa OTOIXEI TTOU va QTTOBEIKVUOUV TV KUKAOPOpIO TOU TTPOIdVTOS OTnv KUTTPIOKA
ayopa.

YmevBupiletan emriong, 6Tl of TTWAACEIS TWV TPOIGVTWY OTO IBIWTIKG TOPER TIPETEl va
KOTaXwpPoUvTal OTNV NAEKTPOVIKA TTUAN Twy POPUOKEUTIKWV YTTNPECIWV GTO TEAOG KGOe
TPIMAVOU.

3. Kard v afioAéynon airiocwv yia ékdoon/avavéwon edIKWV odeiwv KukAogopiag, TO
ZupPouhio  dapudkwv  AapBdvel  emiong  umoyn edv o ainTig/KAK A/ka
EICAYWYEAG/XOVOPOTTWANG A TOTTIKGG QVTITTPOCWTTOG EIOAYEN KATEXE! /BIavEpEl 1 gival TOTTIKOG
QVTITTPOCWTTOG YIa avTIOTOIXO TTPOIGV TTOU KUKAOQOPEi oTn Anuokparia.

4. xmv aitnon ékdoong e1dikng ddeiag kukAopopiag TTPETE! va TTEPINAPBAVOVTAl Ta EyKEKPIPEVa
OTN XWPA TPOEAEUTNG TOU TTPOIGVTOG UEYEBN ouokeuaaiag Ta omoia o aitnTAg emiBupe va
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gupTrepIAaBel otV €18ikr Gdela KukAogopiag. Ma éAa Ta MEYEBN cuokeuaodiag Ta oTroia
dnAwvovrar otnv aitnon  ékdoong  eIBIKAC adeiag Kukhogopiag, o aitNTAS oPeirel va
TTPOCKOMIZE! pakéTeg TNG emorfuavang. Téoo to ®UAA0 OBnyIwY Xpriong (®OX) 600 kai ol
HOKETES EGWTEPIKIG TUOKEUQTIAg TTPETTEl VA KATATIBEVTAI KAl OE NAEKTPOVIKN Hop®r).

YmevOupiCetal 0TI OTIG TTPOTEIVOUEVEG WAKETEC e§WTEPIKAG OUCKEUOTIAE Ta oToIXEi TOu
katoxou €i1BiIkrig adeiag KukAogopiag (6voua Kal dievBuvon) kal o ApIBUGS EIBIKAC adelag
KUukAo@opiag ogeilouv OTTwg avaypdgovTal.

5. ZUPQWVA HE OXETIKN EYKUKAIO Nuepounviag 30/08/2017, ol QITAoEIG avavéwang 1dIKwv adeitv
KukAopopiag o@eilouv 6TTwg KarartiBevrar 3 ToUAdyIoTOY MAVES TTPIv TN AREN TNg e1dIKAG ddeiag
KUKAogopiag KdBe TpoidvToc.

O1 kdtoxorl £18IKWV adeIwWV KUKAOPOpIOC TTPOTPETTOVTAN OTTWG KATABETOUV TTAAPN GToIKEIa padi
HE TNV aiTnon avavéwaong yia Tnv £ykaipn agloAdynon Twv QITOEWVY Toug TPV T AREN Twv
€10IKWV adeiwv KukAopopiag.

Mpog dieukbAuvon Tng diadikaciag agloAéynong Twv aImoswy €kdoang/avavéwang eidIKrg
adelag Kukhogopiag o aItnTéG TTPOTpPETTOVTAI €miong Omwg dnAWVoUV OTNV  KAAUTITIKA
€mMIOTOA KaTdBeong aitnong T Siadikasia adelod6TNoNG Tou EXEl akoAouBnBei otV Xwpa
TTPOEAEUONG TOU TTPOIGVTOG (BviKn Biadikaaia rj apoiBaia avayvwpian).

To xpovodidypappa otnv did8son Twv Katoxwv edIKOV  adeiiv KukAogopiag yia
QVTATTOKPION OF TUXOV  ETTIOTOMEG TTPOCKOUIONG CUNTTANPWHATIKWY CTOIXEIWY OTa TTAQigIa
QITAOEWY avaveéwong eIBIKWY adeidy KukAogopiog avaBewpeital oe mepiodo 1 prva. To
digotnua auté dlvartal va peiwBei TepeTaipw o€ EMAKOAOUBEG ETTIKOIVWViEC/ ETTIOTOAEG
EMEIYeWV PETE TNV TTPWTN ETIOTOAR yia KATGBeCT CUUTTANPWHATIKWY GTOIKEIWV.

6. YmevBupileral 6T oI KATOXO! EIBIKWY AdEIV KukAogopiag o@eilouv OTTwG evnuepivouv To
ZUpBoUAI0 PaPUGKWY YIO TUXOV TPOTTOTTOINCEIG TNG Gdelag KUKAOPOPIG TOU QAPUAKEUTIKOU
TPOIOVTOG OTN XWPA avaQopds TOU QUECWS WETA TNV EYKPION TETOIWY TPOTTOTTOINOEWY aTTd
TNV appédia apxr NG XWEAS avagopds. e TEPITITWAT TTOU O TPOTIOTTOINTEIG aPOPOUV OE
avaBewpnaon Tou ®OX A Kal TG EMORUAVONS TG OuOKeuaoiag, Ta avaBewpnuéva Keipeva Kai
Ol MOKETEG EEWTEPIKAG CUCKEUATIAG TTPETTEI VO KATATIBEVTAI KOl OE NAEKTPOVIKA HopQn.

7. O1 aItnTég TTPOTPETTOVTAI BTTWG YIA PAPHAKEUTIKG TTPOIGVTA Ta OTToIa Eivar adeiodoTnuéva otnv
Euvpwmaik Evwon péow diadikaciag apoiBaiag avayvwpiong (MRP) 1} amokevipwuévng
diadikagiag (DCP) omwg akohouBolv T Bladikaoia auoiBaiag avayvwpiong { TNV
amAotroinuévn diadikacia zero days rMRP yia adel08006TNGN Tou TTPOIGVTOG GTN Anuokparia.

8. AvaQopIKd e TOV TPOTTO BIGBEONS TWY PAPHAKEUTIKWY TTPOIOVTWY TToU Katéxouv 18Ik adeia
kukAogopiag otn Anuokparia, utevBUIZETal OTI QUTOC TTPETTEI VO CUVADE ME TO ETikupwTiKG
TpototoinTiké AldTayua yia Ta TTPOIGVTA TTOU XOPNYOUVTAl KATOTTIV IOTPIKAG OuVTayrg TTou
€kaoToTe BpiokeTal Ot 10XU.

270 Tapov aT1ddio To ot 1IoXU didTaypa civan To KA 465/2017 To otroio eival dlaBéoiyo oTnv
1I0TOGEAIDO TWV PapUOKEUTIKWY Ymnpeoiwy oTov akéhoubo CUVDECHO:
(https://www.moh.gov.cylMoh/phs/phs.nsflAIIl1C121ACFE9BA0068C22572FAOOZS?EDB?Op
enDocument ).

E. Maupokopddarou
‘Egopog Zuppouliou Papudkwy
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Fax:
E-mail: emavrokordatou@phs.moh.gov.cy

REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES
MINISTRY OF HEALTH 1475 AEYKQZIA

File No: 05.21.02.01, 5.13.2.2

Tel No: 22608618 14/03/2018

22608639

By electronic mail

To:

Marketing Authorisation Holders (MAH), Exceptional Marketing Authorisation Holders
and Local Representatives

Subject: Exceptional Marketing Authorisations

With regards to the authorisation of pharmaceutical products under Article 13A of the Medicines
for Human Use (Quality Control, Supply and Prices) Laws (Exceptional Marketing
Authorisations) and following relevant previous circulars, the Drugs Council wishes to inform
you of the following:

1.

The criteria / parameters for the assessment of public health reasons taken into
consideration by the Drugs Council when evaluating applications for the issue / renewal of
exceptional marketing authorisations are publicly available on the Pharmaceutical Services’
website.

The relevant document is available at the following link:
(https://www.moh.gov.cy/moh/phs/phs.nsf/dmlannouncements gr/dmiannouncements qr?0

penDocument).

The Drugs Council, when assessing applications for the renewal of exceptional marketing
authorisations, also considers the placing of the product on the Cypriot market. Applicants
are therefore reminded to submit with their renewal application the required evidence for
placing the product on the market (private and/or public sector).

It is also reminded that private sector sales data should be submitted through the
Pharmaceutical Services’ web portal at the end of each quarter.

When assessing applications for the issue / renewal of exceptional marketing authorisations,
the Drugs Council also considers whether the applicant / MAH and/or importer / wholesaler
or local representative imports / owns / distributes or is the local representative for an
equivalent/alternative product marketed in Cyprus.

The application for the issuance of an exceptional MA must include all registered, by the
competent authority of the country of origin, pack sizes of the product which the applicant
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wishes to include in the exceptional marketing authorisation. For all pack sizes declared on
the application form, the applicant must submit packaging mock-ups. The Patient Information
Leaflet (PIL) and the outer package mock-ups must also be submitted in electronic form.

Exceptional MAHs are reminded that the proposed outer package mock-ups must also
include the details of the exceptional MAH (name and address) and the exceptional
marketing authorisation number.

. As per the relevant circular dated 30/08/2017, applications for the renewal of exceptional
marketing authorisations must be submitted at least 3 months prior to the expiry of the
exceptional marketing authorisation of each product.

Exceptional MAHs are strongly encouraged to submit all required documentation with the
renewal application(s) in order for the timely evaluation of renewal applications prior to the
expiry of the exceptional marketing authorisations.

To facilitate the assessment process for applications for issuing an exceptional MA,
applicants are advised to indicate on the corresponding cover letter the registration
procedure followed in the reference country for the specific product(s) (e.g. national
procedure, mutual recognition procedure etc).

In the context of a renewal application for an exceptional marketing authorisation the
accepted timeframe for responding to any requested additional information (deficiency letter)
is restricted to 1 month following the first deficiency letter. This timeframe may be reduced in
any subsequent communications/deficiency letters.

It is reminded that holders of exceptional marketing authorisations are required to notify the
Drugs Council of any variations of the marketing authorisation of the pharmaceutical product
in the reference country immediately upon approval by the competent authority of the
reference country. Where the variation(s) concern revision(s) of the PIL and/or labeling, the
revised texts and outer package mock-ups must also be submitted in electronic form.

In the case of products registered through a Mutual Recognition Procedure (MRP) /
Decentralized Procedure (DCP), applicants are encouraged to proceed with the registration
of these products in the Cyprus through repeat MRP or Zero days MRP procedures.

. With regards to the legal status (prescription status) of pharmaceutical products licensed
under Article 13A in Cyprus, this should be in line with the current valid Amendment Decree
regarding the legal status of pharmaceutical products.

Currently, the valid Amendment Decree is KAl 465/2017 which is available through the
Pharmaceutical Services’ website at the following link:
https://www.moh.gov.cy/MOH/phs/phs.nsf/All/1C121ACFE9BAC068C22572FA00287EDB?0

penDocument.
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