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EAAHNIKH AHMOKPATIA

EONIKOX OPIANIZEMOZL ®APMAKQN Abnva, ﬂ C—jc-0Y
Mecoyeiov 284, 155 62 Xoiupyoc Apf. TpoT. ¢ R (_/;q 6
Awgvbovon Exéyyov Hapayoync
xat Kukhoooplag [Tpotdvtmv NNPOX: ATIOAEKTEX
Tunpa : EmBemproewv

[Minpogopiec : AB. Kvpidxov
Tns./Fax 0106307 279/010 6549 391

ETKYKAIOX

O¢pa : [Tepieyouevo IMotonomtixov Maptidag Gappakevtikov Ipoiovtog tov
eKOIOETUL A0 TOVS MUAPACKEVUGTES PUPHUAKEVTIKOV TPOTOVIWY OTd
Thaicwe Tov Zuueonviov ApoiBaiag Aveyvopiong
(Mutual Recognition Agreements).

Eyovtac vmoyn :
. Tnv o apiu.’ 0-346/6"/8.9.04 Andpacn AZ/EO® kot oe eKTEAETT TNS
ATTIODAXIZOYME

Tov kaBopioud tov mepieyouévou tov Iiotomomrtikod [Taptidag PappakevTiKdy
[Tpoiovtwv mov exdideTal and TOVS TAPUCKEVUCTES PUPHAKEVTIKOV TPOIOVIWY GTU
Traicla tov Suppoviov ApoBaiug Avayvopione.

L4€010 TOL TGTONMONTIKOV TUPTIOUS PUPHUKEVTIKOV TPOTOVTOC ETICVVATTETAL.

To motomomtixd muptidag Bu cvvodedel to MPOidY Kal Ba LAGCCETUL AMO TOV
gloaywyéa ™ TupTidus mpog emideiln otis Apuodieg EBvikéc ApyEg Tov Kputovug
gloayYNS eav InmBOel.

To motomomtikd maptidag eivar amopaitnto mTpokeyévov vo amo@evybel o
exavEreYy0s TS etcayoudvns maptidoc. To miotomomtikd maptidag Ba exdidetar
ETEITU QMO TANPI TOIOTIKO KOl TOGOTIKO EAEYYO OAMV T®V OPUCTIKOV Kol GAADV
GUGTUTIKOV TPOKEILUEVOU VA S1UCQUAIGHET OTL 1] TOLOTNTU TOV TPOTOVTOS CULLPWVEL LLE
e anotnoels ™o adeiag Kvkhopopius (evkekpwéva mpoldvta) / g adelug
Steay®yNS KAVIKNS UEAES (VIO £PEVVE PUPHAKEVTIKG TPOIOVTA) TOL KPUTOLS
gwoaywyns. Ou meptraufavel caen OMAwon OTL e opyeln S TUPAYOYIKNS
SdIKuGlos, TS  CULOKELUOSINS KUl TOL  TOWOTIKOV  gXéyyov ¢  muptidug
avackomnBnray Kut Bpédnkav cvuewva we ta GMP. To motonomntikd naptidas da
LTOYPUOETAL GO UTOUO TOV €PYOCTUCIOU TUPUY®YNS 7oL eival vraevbuvo yia v
aerevfepwon T2 TupTidws.



e Toueovies AuoBalas Avayvoplons Omov eQApUOlETUL. TO TIGTOTOWTIKO
TupTidag Ba ¥pCILOTOEITUL KUl Y1t UN TEAIKG QUPUOKEVTIKG TPOIOVTU OTMI YLUA
TPoTOVTU. UEPIK®S cLOKEVALOUEVH TPOIOVTH, EVOLGUESH TPOIOVIU KUl OPUCTIKG
cLGTUTIKG. Etions. Bu ypnGILOTOIEITUL KUl Y10 VO £PELVA OUPLUKEVTIKG TPOTOVIU.

Te OouVEYEIL TOV UVOTEPE®  KATUPYOLVTUL Ol eyKUKAwolL 41594/10.10.01 &
26759/19.7.0Z.

SYN. O IMpoedpoc AL/EOD
Dviia 4
ETOT. ATANOMH Anu. Baviovac

1. A/von Adordvnone [potdviov
A/von Tanpoeopnonsg & Anuociov Xyécewmv
A/von Qapuraxevtikov Meretov & Epevvag
A/von Epvactpiov
A/von Avowkntikov Yanpeciov Eréyyov [potoviov
A/von Exévyov Hapaywyns kat Kvkkooopiug ITpotdvrwv (Tu. Embewnpicemy)
AHOAEI\TEV
Ot 6OALOYOL TUPUKAAOVVTUL VT EVI|LLEPMGOVY TU UEAT] TOLS
. Ymovpyeto Yveluc & IIpovouug
A/von Dapuanov & Papuareiov
Apwototérovg 17, 101 87 Abnva

A R S SR V)

2. Taverinvia Evoon Gapuaromowdyv, Kopuly 6, 117 43 Ad)va
3. Taversnvio Gapuakevtikd Toiroyo, epaiog 134 & Ayabnuépov, 118 54
Y4, TOEE, A. Buoti. [ewpyiov 30 & Mixpdc Aciag Xakdvépl 15233
3. Taverzinvia Evoon @apuakoBounyaviag, AeAnywpyn 12, 104 37 Abiva
6. XOrrovol Avrrcpocdmo;v Dapuaxevtikov Ewdov & Etbu\omm)v

A. Knotoiac 32, ATRINA CENTER. 151 21 Maupovot
7. Mn uén Luaidvev (0nos o Tivakas)

/-
.



IMEPIEXOMENO & OAHI'IEY SYMITAHPOQYHY

[HISTOIMOIHTIKOY TTAPTIAAY

[MAPASKEYASTH ®APMAKEYTIKQN IMPOTONTQN IMOY EZATONTAI E
KPATH ME TA OIIOIA [EXYEI H ZYMOQONIA AMOIBAIAYZ ANAI'NQPIZHY

[ETIIZTOAOXAPTO ME THN EIIQNYMIA TOY EPTOITAZIOY
MOY MAPATEI ®APMAKEYTIKA MMPOTONTA A EZATQIH)

Ovopacia Ipoidvroc :

Xopa Ewcayoync:

ApBudc Adstac Kukirogopiag / ApiBuoc Adeiog Arelayoyns Khvikiig
Merémng:

Avaypaoetul 0 uplBudc adeiag KokAo@opiag Tov TPOIOVIOC GTN XOPU ECUYWYNS
N via Ynd Epevva Qappaxevtika Ilpotdvia o apBudg adeiag delaywync
Kiwikne Merénc (Eudract yia EOX).

4. [epreknikémra :

Ovoua & mocdtnta avd povade d6oms v OAa Ta SPUCTIKG CVOTATIKG
Dappakoteyvikn popon :

L) 1N —

N

0. M<éyeOoc Luokevaoias (tepieyduevo mepiéxtn) kan Eidog @ (m.y. prakidia,
Qraiec. blisters)

7. ApOpog maptidag :

8. Hpepopnvia Napayoyns : (copowva pe Ti¢ e0VIKEG anaiTtioELc)

9. Hpuepopnvia Aéne :

10. Enovopia & AiedOvvon NNapackevaotii (Ov) —
Napayoyikig(dv) Movadag (ov)
Avaypaoetal 1 enwvolic kKat 1 dtevduver GAwv TV TapAy®YIKGY Hovadoy 6o
vivovtal Ta S1dgopa oTada Tapaywyic svpmepapBavoueyng g cueKevasiag
Kal Tov moloTikob eréyyov. H emwvvuie xar 1 Sievbvven tov epyostasiov
TapaywyNe TPEMEL va Eival cOpQwves Le Tig TAnpoopieg mov avaypdeovial otV
adettt SuvaTdTNTUS TUPAYWYTC.

11. Ap0pog Adeiag Avvarotntag [Mapayoyig/
GMP motomomtikov Mapacskevaoti
Evag apBuog npénet va avtiotorel oe ke pia and TIC TAPUYWYIKES HOVAESES
TOL KUTAypUeovIaL oIy tapdypueo 10.
(v v EALGdu 0 avticTtoyog kwdikds EQD)

2. Anoterfopata avaivong :

Mpérer va avaypdpovial ov gyKekpuiéveg mpodlaypa@sc, To AMOTEAEGLUT
gh€yyov Kal ot uébodor avdivong (umopei va yivetat avagopd oe Eexmplotd
ETICVVUATOLUEVO  TGTOMOMTIKS  avGlvone 10 Omoio  QEpeEl LIOYPUEy Kol
nuepounvia.)
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Lyona
Kabe couminpopatiky nanpooopic mov unopel va elvat ¥pNoin otov elcayoyéa
Ka'n otov emtBewpnt] mov emPePutdvel T GLLLLOPPEOOT) TOVL TICTOTOU|TIKOV
TupTidus (.7, e101KES cLUVBNKES amoBnKeVONC 1 LETAPOPEC)
Anroon Iictomoinone :
H dhoon aum Tpénel va ava@EépeTul oTNY Tapaywyn, SuUTEPLLULBUvOLEVTS
112 GLOKELUGIHS KUL TOV TOLOTIKOV EAEY70V.
To uxdlovBo xelnevo npénetl va avaypaoetal

[Tiotomoww 0Tt Ot avetépw mrnpoopies eivar avBeviikés xat axpiBeic.
Avty 1) maptida Tov Tpoidvtoc maphyOn. cvunepthapfavoevns e cvokevasiog
KUl TOV TOWOTIKOV eAEYYOL. 0TV (6TIc) Movdda (€C) TOV avaEEPOVTUL TUPUTAVE
curwowva ue tic GMP mpodwypuoés me efvikig Apuddus Apync Kat TiC
apodaypures ™S Adelag  Kvklopoplug tov  xpdtove swoayoyng /T
TPOSIUYPUOES TOL QUKEA).OL TOv wpoldoviog via Yo Epevva Qupuaxevtikd
[Tpotovta. Tu apyele g tapuyoyikns Swdikaciuc, ¢ GLOKELUGING KUl TOV
TOWOTIKOV £2.EYY0V NS muptidac avaokomOnkay kat Ppeédnray ocbueova te ta
GNIP ™
Ovona xat O€on/ tithog TOL aTOROL TOL £VOVVETAL Yo TNV
anerelipoon maptidac
TvureprratPavopevig e ermvoliag Kat g Siedduveng Tov £pYosTusion. edv
oV nupaypueo 10 avaypaeoviat tdve and Eva epyooTtdold.
Yroypaen atopov mov evBovetar v Ty ancievlipoon maptidas
Huepounvia vroypaeic:
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Content of the Fabricator’s/Manufacturer’s Batch Certificate
for
Drug/Medicinal Products Exported to Countries
under the Scope of a Mutual Recognition Agreement (VIRA)

[ LETTER HEAD OF EXPORTING MANUFACTURER]

Name of product.

Proprietary. brand or trade name in the importing country.

Importing Country.

Marketing Authorization Number / Clinical Trial Authorisation Number

The marketing authorisation number of the product in the importing country or for
Investigational Medicinal Products the Clinical Trial Authorisation Number (for EEA

Eudract) should be provided.

Strength/Potency.
Identity (name) and amount per unit dose required for all active ingredients/constituents.

Dosage form (pharmaceutical form).

Package size (contents of container) and type (e.g. vials, bottles, blisters).

Lot/batch number (As related to the product).

Date of fabrication/manufacture.

In accordance with national (local) requirements.

Expiry date.

Name and address of fabricator(s)/manufacturer(s) - manufacturing site(s).

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

Number of Manufacturing Authorisation / Licence or Certificate of GMP Compliance of
a manufacturer/fabricator.

Number should be given for each site listed under item 10,

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).
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).
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 fabricated/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 / product specification file for Investigational
Medicinal Products. The batch processing. packaging and analysis records were reviewed and
found to be in compliance with GMP™.

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

Including its company’site name and address. if more than one company is mentioned under
item 10,

Signature of person authorizing the batch release.

Date of signature.

-~ A



Internationally Harmonised Requirements for Batch Certification

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

Explanatorv Note

In the tramework 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 specitications 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 tor certifving 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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