KYMNPIAKH AHMOKPATIA OAPMAKEYTIKEZ YNHPEZIEZ
YNOYPTEIO YTEIAZ 1475 AEYKQZIA

Ap. dak.: 05.21.02.01 & 5.13.2.2 3 AtrpiNiou 2023
ThA. : 22608601
dat: 22608639

Email: emavrokordatou@phs.moh.gov.cy

Méow nAekrpovikoU T1ayxudpoucgiou

English Text Follows

MNpog: Karéxoug Adeitwv KukAogopiag kai ToTrikoug AVTITTPOCWITTOUG

Ofua: Tpoétrog d1GBeoNG PUPUAKEUTIKWYV TTPOIOVTWV

Ava@opIKd HE TO TTIO TTAVW BEPA, EVNUEPWVEDTE yia Tn dnuoaicuon véou Alatdyparog
yia Tov lMivaka Twv PappakeuTikwyv MNpoidviwy Tou xpeiddovTal GuvTayr] SUVAE
Twv diatagewv Tou dpBpou 80(3) Tou Trepi Papudkwv AvBpwTrivng Xpriong (EAeyxog
MoiétnTag, Npopnbeiag kai Tipwv) Néuou.

To véo Aidraypa kai o Mivakag mou 10 cuvodelel (K.A.M. 37/2023, nuepounvia
onuooicuong: 3/2/2023) é€éxouv OnuoocieuBei otnv Emionun E@nuepida g
Anpokpariag kai eivalr diaBéoina pécw TNG 10TOCEAIDAG TwV PAPUAKEUTIKWV
YT peoiwv aTov akdAoubo GUvdeoO:

https.//www.moh.gov.cy/Moh/phs/phs.nsf/AIVC8DAFOAAD80237D2C225897B00363

OF 9/%file/%CE%9A% CE%94%CE%A0%2037%20%CF %84%CE%BF%CF%85%20
2023.pdf?OpenElement

Me 10 ev Adyw AidTaypa, Ta TpoyevéoTepa AlatdyuaTta Tou, yia Tov [Mivaka Twv
dappakeuTikwy lMpoidvTtwy TTou xpeiddovtal guvTayr, katapyolvrtal. To Aidrayua
mepIAauBAvel emikaipoTroinuévo Mpooipio Kal epapudleTal yia OAa Ta QAPUAKEUTIKA
TTPoIdVTA yIa Ta oTroia €xel ekOOBEi kKal BpiokeTal oe 10U adela KUKAopopiag.. ZTov
Mivaka trepiAauBdavovTal Ta QAPUAKEUTIKA TTPOIOVTA TTOU XOPnyoUVTal UTTOXPEWTIKA
ME 1aTPIKr) ouVTayA Kal oXeTIKG MapdpTnua GTO OTT0iI0 TTAPATIBEVTAI TO PAPHAKEUTIKA
TPOIOGVTA TWV OTTOIWV N Xopriynon otn Anpokparia &€ yiveTal UTTOXPEWTIKA HE IATPIKA
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ouvtayn. O kardhoyog TTEPIAAUBAVEI ETTIONG TA EAEYXOMEVA QAPUAKEUTIKA TTPOIOVTA
TTOU xopnyouvtalr Bdoel 1aTpIKAG ouvTayrg cUp@wva He Tov TePi NapKWTIKWV
Pappdkwy kal Yuyxorpotmrwy Ouaiwv Néuo kai Toug epi NapkwTikwv Papudkwy Kai
Yuyxorpdtrwv Kavoviououg.

dappakeuTika TpoiovTa Kevrpikng Aladikaoiag [adelodoTtnuéva Bdoel Tou Kavoviouou
(EK) 726/2004] xopnyouvtal oUupwva Pe To KABeGTWS Xopriynong (Me ouvrayry/
Xwpig ouvrayr TTou TpoBAéTTeTal atrd TNV Adela KUKAOQOpIag Toug OTTwe ekdideTal
amé tnv EupwTtraik Emrtpotrr. MNAnpo@dpnon yia 10 KABESTWS XOPHynong Twv
(PAPHAKEUTIKWV TTPoioVTWY Kevtpikiig Aladikaoiag yia Ta oTroia £xel yvwaoToTroInBei n
KUKAOQOpia TOUG OTnV KUTTPIaKN ayopd eival diaBéoiun otnv nAekTpovikh TTUAN Twv
PappaKeUTIKWV YTTNPECIWY Kal Ta TTPOIGVTA auTd dev TrepIAauBdvovTal OTOo TTI0 TTavw
Aidrayua.

20gpwva pe 1O Aldrayuda, n KAatdraén TwV QAPUAKEUTIKWVY TTPOIOVTWY OTTWG
TapartiBeral otov llivaka Tou Alardyparog, UTTEPIOXUEl TNG KATATAENG N oTroia
avagEpeTal otnv adeia kukAogopiag toug. EmmTpoécBeTa, n cupudppwaon HE 10
Alaraypa eivai uTToXPEWTIKA Kal o1 Katoxol Adeiwv KukAogopiag ogeilouv 61Twg
TTPoouv oTnV UTTOBOAR OXETIKWV TPOTTOTIOINCEWYV / YVWOTOTIOINTEWY TWV AdEIV
KUKAOQOpPIiag OTIG TIEPITITWOEIG (PAPHUAKEUTIKWY TTPOIGVIWY OTToU 0  TPOTIOG
XopAynong oluewva Pe TNV TpExouca Aadeia KukAo@opiag Toug e guvdadel e TO VEO
Aigraypa. H diadikaoia yia Tnv uttoBoAR TPOTTOTTOINCEWY / YVWOTOTIOINCEWY Kal TA
arrapaitnta €yypaga yia TV aAdayq tou Tpdémou dIABeong yia OGKOTTOUG
OUPMOPPWONG HE To AiIdTaypa ecwkAgiovTal aTo cuvnuuévo Mapdptnua 1.

Emonuaivovral eriong Ta akdAouba:

i) O T1pbémog O1aBeong OAwWV Twv adeIOBOTNUEVWY VOCOKOUEIOKWY OUCKEUATIWV
(PAPHAKEUTIKWV TTPOIOVTWY agopd o€ xopnynon e latpiki Zuvrtayn (Tutrou ).

ii) MNa @apuakKeuTIKA TTPOIGVTA ME KaTATagn wg TPog Tov TpoTTo dIdbeanc We laTpikn

- 2uvrayn Tutrou Il, n duvarétnTa emavaAnyng/avavéwang Tng ouvtayng BAcel g
Tapaypdeou 6(2)(y) Alardyuarog, ival epapudaiun HOVo yia Tn/IG CUCKEUATIa/EC TOU
TIPOIGVTOG Ol OTTOIEG AVTIOTOIXOUV OTO OUVTAYoypda@oUuevo BOCOAOYIKO OXHHa Kal
oTNV EVOEIKVUBUEVT XPOVIKI DIGPKEIa QapuaKoBepaTreiag.

O1 Karoxol Adelag Kukhopopiag €xouv aTn 8i1dBeon Toug 3 uveg atrd Tnv nUEPoUnvia
TNG TTapPOUCAG EYKUKAIOU yia TNV UTTOROAr TwV ammapaiTnTwy TPOTTOTTOINCEWY HE
OKOTIO TN GUMHOPPWAOT) ME TO VEO AIGTayud KAl XPOVIKO TTEPIBWPIO PEXPI TO TEAOC TOU
2023 yia e&avtAnon TuxOv atmoBeudTWY TWV TTPOIGVTWY TOUG GTNV ayopd.
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ZNUEILVETAI 6Tl 0 TPOTTOG BIABECNG TOU PAPHAKEUTIKOU TTPOIOVTOG aTToTEAE GpO TNG
adelag KukAo@opiag Tou Kal TuXOV Hn Cuuuépewaon He To AldTayha atroteAei
mapdapBacn tng vouobeoiag. To ZupPBouAio Papudkwv Ba TTpofei o OXETIKOUG
eAEyXoug cuUNGPPWaONG. -

O lMivakag Ba TuyxAvel EMKAIPOTTOINGNG YIA AAAAYEG OTIG UQIOTAUEVES KATAXWPHOEIG
Kl GUPTTEPIANYN VEWV QAPHAKEUTIKWY TTPOIOVTWY. QGTd00 0 TPOTTOC BIABeanG OAWV
TWV OdEI00OTNHEVWV (QPOPHAKEUTIKWY TIPoiovTwy Ba eival JIaBEéoIuog PETW TNG
I0TOOEAIdaG TwV PAPUAKEUTIKWY YTTNPETIWY (eServices/ Drug search) otov ak6Aoubo
oUvOECO:

https://www.phs.moh.gov.cy/drugsearch/SearchName.iface

.....

A "?»“”Dﬁvj*

MavayiwTotrouAou

‘Epopog 2upBouliou dapudkwy
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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.I. 37/2023

For changes of the type of prescription via which the product is administered
i.e. prescription type | to prescription type Il and vice versa the MAHs are not
obliged to submit a variation. The relevant changes will be made in the
Pharmaceutical Services database and the MAHs are obliged to conform
without any further regulatory actions.

For changes of the legal status from administration with prescription (type | or
Il) to administration without prescription and vice versa, variations should be
submitted according to the below procedure:

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 i.e. when the MAH
would like to request a different legal status to the one stated in the Decree, the
relevant variation according to the variation classification guideline should be
submitted.

1. Signed Cover letter
2. Signed Application Form fully completed
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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 registered (at least all pack sizes marketed in Cyprus).

All variations should be submitted via CESP.

- Parallel import products and Exceptional Marketing Authorisations (article 13A) .

Requested documentation for notification purposes:

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

All notifications should be submitted via CESP.

With regards to products for which there is a different legal status for different
approved pack sizes within one marketing authorization, the patient leaflet and
labeling for both OTC and Rx pack sizes will be handled as follows:

Additional Note:

Information concerning medicinal products not subject to medical prescription
should always be in gray-shading, however information concerning medicinal
products subject to medical prescription should not be in gray shading.

The printing of the appropriate version of the Patient Information Leaflet should
be made according to the pack sizes. See examples below:
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Patient Leaflet

Only 1 Patient Information Leaflet should be submitted containing the following

information

<Read all of this leaflet carefully before you start <taking> <using> this medicine

because it contains important information for you.

Always <take> <use> this medicine exactly as described in this leaflet or as your

<doctor> <,> <or> <pharmacist> <or nurse> <has> <have> told you.

- Keep this leaflet. You may need to read it again.

- Ask your pharmacist if you need more information or advice.

- If you get any side effects, talk to your <doctor> <,> <or> <pharmacist> <or
nurse>. This includes any possible side effects not listed in this leaflet. See
section 4.

- You must talk to a doctor if you do not feel better or if you feel worse <after
{number of} days.>>

<Read all of this leaflet carefully before you start <taking> <using> this medicine
because it contains important information for you.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your <doctor> <,> <or> <pharmacist> <or
nurse>.

- This medicine has been prescribed for you only. Do not pass it on to others. It

may harm them, even if their signs of iliness are the same as yours.>

- If you get any side effects, talk to your <doctor> <,> <or> <pharmacist> <or
nurse>. This includes any possible side effects not listed in this leaflet. See
section 4.>

Section 6 of the Patient Information Leaflet

Pack sizes: 10 and 20 tablets
Not all pack sizes may be marketed.
Pack sizes: 10, 20, 30, 60 and 100 tablets

Pack sizes not subject to medical prescription: 10 and 20 tablets
Pack sizes subject.to medical prescription: 30, 60 and 100 tablets

Not all pack sizes may be marketed.
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Labelling

Only 1 Labelling should be submitted containing the following information

14. GENERAL CLASSIFICATION FOR SUPPLY

For pack sizes of 10 and 20 tablets
Medicinal product not subject to medical prescription

For pack sizes of 30, 60 and 100 tablets
Medicinal product subject to medical prescription

15. INSTRUCTIONS ON USE

For pack sizes of 10 and 20 tablets

- Indication(s).

. Dose recommendations, contraindication(s) and warnings; if full details cannot be
printed, a reference to the package leaflet should be made, e.g. “Read the package

leaflet before use”.

[17. UNIQUE IDENTIFIER — 2D BARCODE ]

For pack sizes of 10 and 20 tablets
<Not applicable.>

For pack sizes of 30, 60 and 100 tablets
<2D barcode carrying the unique identifier included.>

(8. UNIQUE IDENTIFIER — HUMAN READABLE DATA , ]

For pack sizes of 10 and 20 tablets
<Not applicable.>

For pack sizes of 30, 60 and 100 tablets
< PC {number} [product code]

SN {number} [serial number]
NN {number} [national reimbursement number or other national number identifying the

medicinal product]>
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