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KYNPIAKH AHMOKPATIA ®APMAKEYTIKES YNHPEZIES
YMNOYPTEIO YFEIAZ 1475 AEYKQZIA
7 AekepBpiou 2023

Ap. @ak.: 5.21.2.1

TnA.: +357 22608601

Fax: + 357 22608639

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

Méow nAekTpovikoU rayudpouciou

Mpog: Katoxoug Adeitiv Kukhogopiag kai TOTTIKoUg AVTITTPOOWITOUG

Ofua: EEGVTANON ATTOOEUGTWY PAPUAKEUTIKLIV TIPOIGVTWY PETE _ammo TpotroTroinen i AN
NG adelag kukAogopiag

Exw obdnyieg va avagepbw oto o mavw Bfua, kar va 0ag EVNUEPWOW TTWG TO ZuuBoUAio
Papudkwy (ZP) oulATnoe 10 Bépa TG £EAVTANCNC ATTOBEUATWY PAPUAKEUTIKWV TTPOIOVTWY PETG
amé TpomoTroinon A AEn adeiag KukAopopiac kai aTopdcios OTTWG avakaAéoel TNV TponyoUuevn
OXETIKA EYKUKAIO TOu, nuep. 13/5/2013, kai IoXUOUV Ol TPGVOIEG TNG TTapoUoag eyKUKAiou armrd Tnv
1/1/2024 wg akohoUBwG:

1. Ztnv mepitrTwon ou n 10x0g piag adeiag KUKAOQopIag £Xel Afgel i atrooupBei ad Tov Kdtoyo
Adeiag Kukhopopiag (KAK), Ta atroBépara Tou TpoidvToc aTnv ayopa prropouv va diariBevral
yia mepiodo péxpl kai 6 priveg petd T Aqgn Tng ddeiac n TNV NUEpoUnvia amdéoupong g
adeiag amé Tov KAK.  Ze cumioAoynuéveg TEPIMTWOEIG, N Tepiodog auth ptropei va
Tapareiveral, karomv uTToBoAfg OXETIKOU AITAUATOS TTPOS TO £ pécw TAATQPOpuag (BAETTE
TapGYPaQo 4 o KATW), GTO OTroio Ba TPETTEl VA TEKUNPIWVETAI ETTAPKWS N avaykadtnTa yia
Tapaxwpnon mpAoBeTng TEPIGBOU Yia eEAVTANGN TWV OTTOBEUGTWY TOU TTPOIGVTOG.

2. X& TIEPITITWOEIG TPOTTOTIOINGNS katnyopiag 1A, Ta amoBéuara Tou TPOIGVTOG Ba PTTOPOUV va
diatiBevTan yia Trepiodo PEXPI KAl 6 PAVES aTTd TNV NUEPOMNVia £yKPIONG TNG TPOTTOTTOINGNG
amé 10 2®. TNa mig TpomoTroifioeig IB kai I, n wepiodoc Twv 6 HNvwy Ba Eekivdel amé v
nuepopnvia uAotroinang (implementation date)/nuepopnvia €YKPIONG TNG TPOTTOTTOINCNS aTré
T0 2®. ITIC TEPITTWIOEIS GTTOU UTTAPXOUV aTroBépara Trou 6a Olapkéoouv yia Trepiodo
HEYAAUTEPN TwV 6 PNV, T6Te Ba UTTORBAAAETAI OXETIKN yvwoTotroinon amé tov KAK péow
TAaT@oppag (BAETE Tapdypago 4 o kdTw) kal Ba Trapaxwpeital TpéoBetn mepiodog 6
unvawv. Nogital Twg Ta amoBéuara apopolv ot TPoIdVTa TTou €XOUV 110N TAPACKEUAOTE] yia
v Kumpo Tpiv TNV €ykpion Tng Tpomotoinong amé 1o IP (IA) 4 NG nuepounviacg
uAotroinong/éykpiang Tpomotroinang amé 1o I® (IB, 1) kai VOOUUEVOU OTI N OXETIKN
TpotroTroinan 8ev agopd ot BEparta TTou apopolV KUPIWG OTNV aGQAAEIa TwV TTPOoIGVTWV.
AxoAouBei katdAoyog pe TIC ev Adyw KQTNYOpPIieG TPOTTOTTOINCEWY Yia TIG oTroie¢ de Oa
Trapaxwpeital Tpdabetn Tepiodog TEPAvV Twv B PNVWV HEow yvwaTotoinong, aAAd 8a ptropei
va utroBANGBei OXETIKO aiThua TPog To P péow TN OXETIKNG TTAATQOPHAC:
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e Urgent Safety Restrictions (Art. 22 of the Variation Regulation)

e B.Ilf.1.a - Reduction of the shelf life of the finished product

e B.lf1.d - Change in storage conditions of the finished product or the diluted /
reconstituted product

e C.I.1 — Change(s) in the Summary of Product Characteristics, Labelling or Package
Leaflet intended to implement the outcome of a Union referral procedure

e C.1.2 - Change(s) in the Summary of Product Characteristics, Labelling or Package
Leaflet of a generic/hybrid/biosimilar medicinal product following assessment of the
same change for the reference product

e C.I1.3 - Change(s) in the Summary of Product Characteristics, Labelling or Package
Leaflet of human medicinal products intended to implement the outcome of a procedure
concerning PSUR or PASS, or the outcome of the assessment done by the competent
authority under Article 45 or 46 of Regulation (EC) No 1901/2006

e C.1.4 - Change(s) in the Summary of Product Characteristics, Labelling or Package
Leaflet due to new quality, preclinical, clinical or pharmacovigilance data

e C.I.5 — Change in the legal status of a medicinal product for centrally authorized
products

e C.1.6 — Change(s) to therapeutic indication(s)

e C.1.12 - Inclusion or deletion of black symbol and explanatory statements for medicinal
products in the list of medicinal products that are subject to additional monitoring

o C.l.z— Other variations.

ZNUEIWVETAI TTWG O OAEG TIG AITAOEIG TpoTToTroinaNg Ba TPETTEI VA GUUTTANPWVETAl TO Tredio TNC
nuepounviag uhotroinong (implementation date).

3. 2& eCAIPETIKEG TTEPITITWOEIG TTOU N €EAVTANGN Twv ATTOBEPdTWY BEV gival EQIKTA aTnV TrEPiodo
Twv 6+6 pnvav, 101e 0 KAK duvaral va utroBdaAAel TEKUNPIWHEVO aitnua TTpog To Zd yia
Tapaxwpnon TPoOcBeTng TepIGdou €EGVIANONG Twv aToBeudTwWY, MEOW TNG OXETIKNAC
TAATQOPUag (BAETTE TTApdypa®o 4 o KATw).

4. 2V TUAN Twv PaApUaKEUTIKWY YTTNPeoIV Ba AeiToupynoel €8Ik TTAATQOPUA (OTIC
uTInpeaieg e-services) péow g omoiag o1 KAK 8a utroBdAAouv YVWOTOTTOINCEIG 1) QIThpaTa
mpog 10 2®. H gpapuoyr| Ba gival TpoaBdoiun otoug £€0UCI0B0TNEVOUG XPATTEC TTOU €XOUV
ndn mpboPacn otnv nAektpoviky uTnpETia YvwaTotroinang diakivnong QapuaKeuTIKWY
mpoidvTwy. [a véoug xprioTeg, Ba Tpémel va akoAouBnBei n oxetikr diadikacia EYYPAPAG
VEOU XPrOTN ETMICUVATITOVTAG TNV aTrapaitnTh ggouaiodétnan. H mpooBacn Ba sival EQIKTA
MEOW Tou guvdéopou: hitps://www.phs.moh.gov.cy/ . To OXETIKO gyxeIpidlo Xpriong Ba cival
diaBeoIpo oTIG uTNPECiEg e-services otV I0TOOEAIDA TwV QaPUAKEUTIKWY YTTNPECIGV.
Emonuaiverar Twg amé v 1/1/2024, 6a yivovrar dekrd QITAATA 1) YVWOTOTIOINCEIS PdVO
HEOW NG TAQTQOPHAG KAl OTTOIOBATIOTE AiTNUA f yvwaoToTtroinon utroBAnGEi pe emaToAr
NAEKTPOVIKG Taxudpopeio St Ba Bewpeital TapaAngeev.

Emionpaiverar wg o1 avwtépw TpakTikég Ba 1oxUouY yia TPOIGVTA TToU Eival EYYEYPAUPEVT PéCW
eBvikrig diadikaaiag r Siadikaoiag apoiBaiag avayvwplong/atrokevTpwuévng diadikaaiag ry KEVTPIKAG
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KYMNPIAKH AHMOKPATIA DAPMAKEYTIKEZ YNHPEZIEE
YNOYPrEIO YFEIAZ 1475 AEYKQZIA

Siadikaciag. IMa Ta eyyeypappéva mpoidva pe e1dikr ddeia kukAogopiag rj pe TapdAAnAn sicaywyr,
Ba epapudlovral kar’ avahoyia ol TPEVOIES TS TTapoloag eyKUKAiou.

la oTroIeodrToTE DIEVKPIVIOEIC PTropEiTe Va atroTadsite oTi6 K.K. EAAN AoiCidou (yia yvwoToTroifoeig,
A.: 22-608658, e-mail: eloizidou@phs.moh.gov.cy) kai Mapiva lepeidn (via airfuara, TA.; 22-
608681, e-mail: mieridi@phs.moh.gov.cy).
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REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES
MINISTRY OF HEALTH 1475 AEYKQSIA

File No: 05.21.02.01

Tel No: 22608601 7/12/2023
Fax No: 22608639

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

By electronic mail

To: Marketing Authorisation Holders (MIAHs) and Local Representatives

Subject: Stock exhaustion of pharmaceutical products following variation or expiration
of the marketing authorisation

| have instructions to refer to the above subject and inform you that the Drugs Council (DC)
discussed the issue of stock exhaustion of pharmaceutical products following variation or
expiration of the marketing authorisation. The DC decided to revoke its previous relevant
circular, dated 13/5/2013, and the provisions of the present circular will be effective from
1/1/2024, as follows:

1. In cases where the validity of a marketing authorisation has expired or has been withdrawn
by the Marketing Authorisation Holder (MAH), product stocks on the market can be sold for a
period of up to 6 months after the expiration of the authorisation or the date of withdrawal of
the authorisation by the MAH. In justified cases, this period may be extended upon submission
of a relevant request to the DC through the dedicated platform (see paragraph 4 below),
substantiating the necessity for an additional period until pharmaceutical product stocks are
exhausted.

2. In cases of variation of category IA, product stocks can be exhausted for a period of upto 6
months from the date of approval of the variation by the DC. For IB and type I variations, the
6-month period will start from the implementation date/approval date of the variation by the DC.
In cases where there are available stocks that will last for a period longer than 6 months, the
MAH should submit a relevant notification through the platform (see paragraph 4 below), and
an additional 6-month period will be granted. It should be noted that these stocks pertain to
products already manufactured for Cyprus before the approval of the variation by the DC (IA)

Pharmaceutical Services Ministry of Health 1475 Nicosia
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or the implementation date/approval date of the variation by the DC (IB, 1), and considering
that the variation does not primarily concern product safety. Please find below a list of variations
for which no additional period beyond 6 months can be granted through notification but for
which a relevant request to the DC can be made through the platform:

* Urgent Safety Restrictions (Art. 22 of the Variation Regulation)
* B.Il.f.1.a - Reduction of the shelf life of the finished product

 B.Il.f.1.d - Change in storage conditions of the finished product or the diluted / reconstituted
product

* C.1.1 — Change(s) in the Summary of Product Characteristics, Labelling or Package Leaflet
intended to implement the outcome of a Union referral procedure

« C.l.2 - Change(s) in the Summary of Product Characteristics, Labelling or Package Leaflet
of a generic/hybrid/biosimilar medicinal product following assessment of the same change for
the reference product

* C.1.3 - Change(s) in the Summary of Product Characteristics, Labelling or Package Leaflet
of human medicinal products intended to implement the outcome of a procedure concerning
PSUR or PASS, or the outcome of the assessment done by the competent authority under
Article 45 or 46 of Regulation (EC) No 1901/2006

* C.1.4 - Change(s) in the Summary of Product Characteristics, Labelling or Package Leaflet
due to new qguality, preclinical, clinical or pharmacovigilance data

* C.1.5 - Change in the legal status of a medicinal product for centrally authorized products
* C.1.6 — Change(s) to therapeutic indication(s)

¢ C.1.12 — Inclusion or deletion of black symbol and explanatory statements for medicinal
products in the list of medicinal products that are subject to additional monitoring

e C.l.z - Other variations.

It should be noted that the implementation date field on the application form must be completed
for all variation applications.

3. In exceptional cases where stock exhaustion is not feasible within the 6+6 month period, the
MAH may submit a documented request to the DC for an additional stock exhaustion period
through the relevant platform (see paragraph 4 below).

Pharmaceutical Services Ministry of Health 1475 Nicosia
Tel.: 22608607 Fax.: 22608649 Webpage: http://www.moh.qov.cy/ohs
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4. A dedicated platform (through e-services portal) will operate on the Pharmaceutical Services
website through which MAHs will be able to submit notifications or requests to the DC. The
electronic service will be accessible to authorised users who already have access to the
electronic service “trading notifications” of pharmaceutical products. For new users, the
relevant procedure for registering a new user should be followed, attaching the necessary
authorisation/  documentation. Access will be possible  through the link:
hitps:/fiwww.phs.moh.gov.cy/ . The user manual will be available through e-services on the
Pharmaceutical Services website. It is emphasised that from 1/1 12024, requests or notifications
will be accepted only through the dedicated platform, and any request or notification submitted
by letter or email will be considered as not received.

It is noted that all the above will apply to products registered through the national procedure or
mutual recognition/decentralised procedure or centralised procedure. For products with
exceptional marketing authorisation or parallel import, the provisions of this circular will be
applied in an analogous manner.

For any clarifications, please contact Ms. Elli Loizidou (for notifications, tel: 22608658) and
Ms. Marina leridi (for Drug Council requests, tel: 22608681).

Emilia Mavrokordatou

Head of Pre-Authorisation Directorate
For the Registrar of the Drugs Council
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