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EFKYKAIOZ
Otpa : Mepiexdpevo MaTonoinTikoU MapTidac dapupakeuTikoUu MpoidvToc nou ekdideTal and Toug

NapaockEUAoTEC  (PAPMAKEUTIKWV MPOIOVTWYV OTA NAdicld Twv  SUPQWvIoV  AgoliBaiag
Avayvwpiong (Mutual Recognition Agreements).

ExovTac unoyn:
1. Tnvun’ apiBy.’ 0-346/6"/8.9.04 Andgpaacn AZ/EO® kal O EKTEAEDT TNG.
ANMODAZIZOYME

Tov kaBopiopd Tou nepiexopévou Tou MioTonoinTikoU MapTidag dapuakeuTikwv MpoiovTwy nou ekdideTal
ano TouG NAPAcKEUAOTEG (PAPHAKEUTIK®V NPOIOVTWY 0TA NAdiold Twv ZUPPwVIV AgoiBaiag Avayvwpiong.
>x£010 Tou nioTonoinTikoU NapTidag papuakeuTikoU NpoidvTog ENICUVANTETAI.

To moTonoinTikO NapTidag 8a ouvodelsl To NPOidV kal Ba PpUAACOETAlI and ToV €I0AywWYEA TNG NapTidag nNpog
€NIdeIEN oTIg ApUddieg EBVIKEC APXEG TOU KPATOUG €l0aywyng €av {nTnosi.

To migTonoiNTikd napTidag €ivar anapaiTnTo MPOKEIUEVOU va ano@euxBei o enavéAeyxog TNG €I0AYOHEVNG
napTidac. To nioTonoinNTIKO NapTidac 6a ekdideTal ENEITa anod NAMREN MOIOTIKO Kal NOCOTIKO EAEYX0 OAWV TwV
OpaoTIK®WV Kal GAAWV OUCTATIKWV MPOKEINEVOU va dlacpaliobel OTI n NoiOTNTA TOU NPOIOVTOC CUPPWVEI HE
TIG anaiThoeig Tng adeiag kukhopopiag (eykekpipéva npoiovta) / Tng adeiag dieEaywyng KAIVIKAG HEAETNG (und
£pEUVA (PAPMAKEUTIKA MPOIOVTA) TOU KPATOUC €l0aywync. Oa nepihapBavel oagpn dnAwon OTI Ta apxeia Tng
napaywylkng diadikaaiag, TG ouCoKEUAoiag kal Tou MoloTIKoU €AEéyXou TNG MapTidac avaokonnenkav Kai
Bpednkav ocupewva pe Ta GMP. To migTonoinTikO NapTidac 6a unoypd@eTal anod ATopo ToU £pYOCTACiou
napaywyng rnou €ival uneuduvo yia TNV aneAsuBepwon TNG NapTidac,

>TIC Zuppwviec AgoiBaiac Avayvwpiong onou spappoleTal, To NIGTONoINTIKO NapTidag 6a xpnoidonolsital Kal
VId Un TEAIKA PApPAKEUTIKA MPoiovTa onw¢ XUHa npoiovTa, PEPIKWC ouokeualopeva npoidovTta, evoldyeoa
npoiovTa kal dpacTikd cuaTaTikd. Eniong, 6a xpnoigonolsital kai yia und €peuva (papUakeUTIKA NpoiovTa.

>€ OUVEXEIQ TWV aVWTEPW KaTapyoUvTal ol eykUkAiol 41594/10.10.01 & 26759/19.7.02.

2YN. O Mpodedpoc AZ/EOD
>eNidec 3
Anu. Bayiwvag



NEPIEXOMENO & OAHIIEY SYMNOAHPQSHY

OI>TOMOIHTIKOY MAPTIAA>

MAPASKEYASZTH ®APMAKEYTIKQN MPOIONTQN MOY EZAIONTAI ZE KPATH ME TA OMOIA IZXYEI H
2YMOQNIA AMOIBAIAY ANAINQPIZHZ
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[EMIZTOAOXAPTO ME THN EMQNYMIA TOY EPTOZTAZIOY
MOY MAPATIEI ®APMAKEYTIKA MNMPOIONTA 'TA EZAIQIrH]

Ovopacia ®PappakeuTikoU MpoiovToc.

KaToxoc, eunopikr ovopaaia otn Xwpa iloaywyne Ma 1a Yno Epeuva ®apuakeuTikda Mpoidvra
(IMPs) 0 kwdIkOG apIBUOG ONWG avaEPETAl GTNV AITNON YIA TIG KAIVIKEG JEAETEG.

Xwpa Eicaymyng.

Ap1006G Adeiag KukAopopiag / ApiBpog Adciag Aie§aywyng KAivikng MeAETng.
Avaypagetal o apiBuoc adesiac KUKAOQOPIAC Tou MpoidvTog OTn Xwpa €loaywyne n yia Yno
‘Epeuva ®apuakeuTika Mpoidvta o apiBpoc adeiag dieEaywyng KAvikrig MeAétng (Eudract yia
EOX).

MepiekTikOTNTA / APACTIKOTNTA :

‘Ovopa & noooTnTa ava povada dOong yia oha Ta OpacTika cucoTaTikd. Ta Yno ‘Epeuva
dappakeuTika MpoidvTa oupnepIAUBAVOUEVOU TOU EIKOVIKOU QApHAKOU Kal TOV TPOMO HE ToV
onoio n nAnpogopia auTr| dev Ba npénel va apel TNV TUPAONOoINoN TNG HEAETNC.
DappAKOTEXVIKN HOPPR ONwE dIoKia, KAYOUAEC, KPEUEG

MéyeBog Zuokeuaaiag (nepiexopevo nepiektn) kai Eidog : (n.x. ¢iaAidia, ¢iaAeg, blisters)
Ap10pO¢ napTidac.

Eivar évag povadikog ouvduaouog apiBuwv, YPaupaTwy i oupBOAwv o onoio¢ TauTomnolsl Hia
napTida Kal ano Tov onoio kabopileTal To I0TOPIKO TNG NApAywyng kai Tng diavounc.
Hpepopnvia NMNapaywyng : (cUNPwvVa Je TIG EBVIKEG anaiTroEIc)

Huepopnvia Angng.

Eival n nuepopnvia nou BpioKETal OTOV MEPIEKTN I} OTNV ETIKETA €VOG MPOIOVTOC KAl N ornoida
kaBopilel To XpOvo KATA TOV OMoio TO NPOIOV AVAPEVETAl VA NAPAUEIVE! EVTOC TwV KaBOPIoPEVWY
npodiaypa@wv (wNc, av anobnkeUsTal o€ KABOPIOWEVEC OUVONKEG kal HETA TNV onoia Ogv NpEnel
va XpnolYonoIgiTal.

Enwvupia, AiglOuvon kai apiOpog ‘Adeiag AuvatoTnrag Mapaymyng OAwv Twv
MNapaywyikov Movadwv kai Tov Movadwv EAgyyou.

AvaypageTal n enwvupia, n dielBuvaon kal o apiBudc Adeiag AuvatotnTag Mapaywyng OAwv Twv
napaywywv povadwv onou yivovralr Ta diagopa oTadia napaywyng CUMNEPIAAPBavopEVNG TNG
OUOKEUAoiag kal Tou noloTikoU eAéyxou. H enwvupia kar n dleUBuvon TwvV €PyooTaciwv
napaywync npénel va eivar oUPQWVEG e TIC NANpogopie¢ nou avaypdgovral oTnv adeia
duvartdTnTac Napaywyng.

BeBaiwon cuppopPwong GMP OAwv Twv povadwv nou kataypdgovral atnv napaypago 10
r o ap1Bpoc avagpopdc Tou EudraGMP, 6Tav undapxel.

AnoTeAéopara avaiuong :

Mpénel va avaypapovTal ol EYKEKPILEVEG NPOdIaYPAPES, TA ANOTEAETHATA EAEYXOU Kai oI uEBodol
avaiuong (pnopei va yiveral avagopd os EEXwPIoTO ENICUVANTONEVO NIOTOMOINTIKO avaAuong To
ornoio (PEPeI unoypapn Kai nUEPOuNvia).

ZxOAia :

Kabe oupnAnpwuaTik NAnpogopia Nou WPnopei va sivalr Xproiun oTov €ioaywyéa kai/ry oTov
€MBewWPNT Nou eniBeBal®VEl TN CGUPHOPPWAON Tou mnigTonoinTikoU naptidag (n.x. €IOIKEC
OUVONKEG anoBrKeuong ) HETAPOPAG).

AnAwon MioTonoinong :

H dnAwaon auTn npéEnel va ava@EPETal oTnNY Napaywyr], CUUNEPIAGUBAvopEVNG TNG CUOKEUAaoiag
Kal Tou noloTikoU eAéyxou. To akoAouBo Keievo NPEMEl va avaypageTal:

«MaoTonolw OTI oI avwTEPW MANPOPOPIEC €ival AUBEVTIKEC Kal akpiBeic. AuTry n napTida Tou
npoiovTog Napnxdn, CUPMEPIAAUBAVOUEVNG TNG CUOCKEUACIAG KAl TOU MOIOTIKOU €AEYXOU OTN
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(oTic) Movada (gg) nou avagépovTal napandvw oUPewva e TiIc GMP npodiaypa@Eg TnG €BVIKNAG
Apuddiag Apxng kai TG npodiaypa®eg Tng Adesiag KukAogopiag oTo kpdTog €i0aywyng n Tig
npodiaypageS Tou (PAkEAOU TOU NPoidovTog yia Yno ‘Epeuva ®apuakeuTikd Mpoidvrta. Ta apyeia
NG napaywylikng d1adikaciag, TnG OUOKEUAsiag Kal Tou MoIoTIkoU €A&yxou TnG napTidag
avaokonnenkav kai BpEdnkav cuYewva e Ta GMPs,

‘Ovopa kai 0€o1n/TiTAOG TOU ATOHOU Nou euBUVETAI yia TNV aneAeudEpwon napTidag :
JuunepiA\apBavouévnGg TNG enwvupiac kar Tng dielBuvong Tou e€pyoodTaciou, €av  OTnv
napaypago 10 avaypagovTal ndvw ano &va gpyooTtaaia.

Ynoypa@n atoHouU nou euBUVETAI Yia TV aneAeudépwon napTidag :

Hpepounvia unoypag@ng :

Content of the Batch Certificate
for
Medicinal Products Exported to Countries
under the Scope of a Mutual Recognition Agreement (MRA)

[LETTER HEAD OF EXPORTING MANUFACTURER]

Name of medicinal product.

Proprietary, brand or trade name in the importing country. For Investigational Medicinal Products
(IMPs) the code number as referred to in the clinical trial application. Medicinal product,
pharmaceutical product or drug product have the same meaning.

Importing Country.
Marketing Authorization Number or Clinical Trial Authorisation Number.

The marketing authorisation number of the product in the importing country. For Investigational
Medicinal Products the Clinical Trial Authorisation Number or trial reference to be provided when
available. For the EEA, this would be the EudraCT reference.

Strength/Potency.
Identity (name) and amount per unit dose required for all active ingredients/constituents. IMPs
include placebos and the manner in which this information is provided should not unblind the study.

Dosage form or pharmaceutical form like tablets, capsules, ointments.
Package size and type

This would be the contents of container and vials, bottles, blisters etc.
Batch number

Or LOT number related to the product. Unique combination of numbers, letters or symbols that
identifies a batch and from which the production and distribution history can be determined.

Date of manufacture.

In accordance with national (local) requirements. Manufacture or fabrication have the same
meaning.

Expiry date.

The date placed on the container/label of a product designating the time during which the product is

expected to remain within the authorised shelf life specifications if stored under defined conditions,
and after which it should not be used.

Name, address and authorisation number of all manufacturing and quality control sites.

All sites involved in the manufacture including packaging/labelling and quality control of the batch
should be listed with name, address and authorisation number. The name and address must
correspond to the information provided on the Manufacturing Authorisation. Manufacturing
Authorisation or Establishment Licence have the same meaning.

Certificate of GMP Compliance of all sites listed under 10 or EudraGMP reference
number when available.

Results of analysis.



Should include the authorized specifications, all results obtained and refer to the methods used (may
refer to a separate certificate of analysis which must be dated, signed and attached).

13. Comments/remarks.

Any additional information that can be of value to the importer and/or inspector verifying the
compliance of the batch certificate (e.g. specific storage or transportation conditions).

14. Certification statement.

This statement should cover the fabrication/manufacturing, including packaging and quality control.
The following text should be used: “I hereby certify that the above information is authentic and
accurate. This batch of product has been manufactured, including packaging and quality control at
the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation of the importing country or
product specification file for Investigational Medicinal Products. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP”.

15. Name and position/title of person authorizing the batch release.

Including the name and address, if more than one company is mentioned under item 10.
16. Signature of person authorizing the batch release.
17. Date of signature.

Internationally Harmonised Requirements for Batch Certification

Content of the Fabricator's/Manufacturer’s Batch Certificate
for
Drug/Maedicinal Products exported to Countries
under the Scope of a Mutual Recognition Agreement (MRA)

Explanatory Note

In the framework of Mutual Recognition Agreements, the Sectoral Annex on Good Manufacturing Practices
(GMP) requires a batch certification scheme for drug/medicinal products covered by the pharmaceutical
Annex. The internationally harmonised requirements for the content of the batch certificate of a
drug/medicinal product is attached. The importer of the batch is to receive and maintain the batch certificate
issued by the fabricator/manufacturer. Upon request, it has to be readily available to the staff of the
Regulatory Authority of the importing country. This certification by the manufacturer on the conformity of
each batch is essential to exempt the importer from re-control (re-analysis).

Each batch transferred between countries having an MRA in force, must be accompanied by a batch
certificate issued by the fabricator/manufacturer in the exporting country. This certificate will be issued
further to a full qualitative and quantitative analysis of all active and other relevant constituents to ensure
that the quality of the products complies with the requirements of the Marketing Authorisation (authorised
products) / Clinical Trial Authorisation (investigational medicinal products) of the importing country. This
certificate will attest that the batch meets the specifications and has been manufactured in accordance with
the Marketing Authorisation (authorised products) / Clinical Trial Authorisation (investigational medicinal
products) of the importing country, detailing the specifications of the product, the analytical methods
referenced, the analytical results obtained, and containing a statement that the batch processing and
packaging quality control records were reviewed and found in conformity with GMP. The batch certificate will
be signed by the person responsible for certifying that the batch is suitable for release for sale or
supply/export at the fabrication/manufacturing site.

Where applicable this batch certificate shall also be used for non-finished medicinal products such as bulk,
partially packed, intermediates and active pharmaceutical ingredients.



These harmonised requirements have been agreed by the Regulatory Authorities of the following
parties/countries: Australia, Canada, European Community, New Zealand and Switzerland.
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