Ounm 2011

Bx. Ne/gara

3ASIBJIEHUE 3A IPEXBBPJISIHE HA TIPABATA BbPXY PABPEHIEHME 3A YIIOTPEBA
HA JIEKAPCTBEH ITPOAYKT

Application for transfer of a Marketing Authorisation for a medicinal product

Hwme (c60600H0 uzbpano):
Name of the medicinal product (as is specified on the Marketing Authorisation)

Ha xupunmuna (cyrillic):

Ha natuanmna (latin):

JlexkapcTBena ¢popma: KosnuecTBo(2) HAa AKTUBHOTO BElIECTBO B 1030BA €JUHUIIA,
Dosage form omnpejaeeHa Maca Wi odeM
Strength/s
AKTHMBHO(H) BellecTBO(a): Perncrpaunonen(u) Homep(a):
Active substance Marketing Authorisation number

Ne Pa3speuIeHUETO 3a yHOTpeﬁa:
Marketing Authorisation number:

3asBuren = Hacrosin NPHUTEKATE]T HA Pa3pPEeHICHHUETO 3a yHOTpeﬁa
Applicant = Current Marketing Authorisation holder

dDHpMa (I/IMG) / (Company) Name:

.HI/ILIQ 3a KOPECIOHACHIUA / Person entitled to communicate on behalf of the company:
Anpec / Address:

I[’bp)KaBa/ Country:

Tene(1)0H/ Telephone:

daxc/fax:

EnextponHa morma/E-Mail:

YobaHoMoleHo Jume 3a KOpEeCMOHACHIIMSA OT HMETO Ha HACTOAINHUA IIPUTEKATE/T HA PaspeliCcHUETO 3a

ynorpeoda
Person authorised for communication on behalf of the current Marketing Authorisation holder

®dupma (UMe) / (Company) Name:

JInne 3a KOPECIIOHACHIIHA / Person entitled to communicate on behalf of the company:
AI[pCC / Address:

JBpsxaBa/ Country:

Tenedon/ Telephone:

Daxc/fax:

EnexkrponHa moiia/E-Mail:

Hpezmaraﬂ NMpUTEKATE] HA paspelliCcHUETO 3a yrmTpeﬁa
Proposed Marketing Authorisation holder

(I)I/IpMa (I/IMG) / (Company) Name:

JIuie 3a KOPCCIOHACHIIMA / Person entitled to communicate on behalf of the company:
Az[pec / Address:

JbprxaBa/ Country:

Tenedon/ Telephone:

daxc/fax:




EsnexTpoHHa moia/E-Mail:

YobaHoMolIeHo June 3a KOpeCIIOHIeHIIUA OT MMETO Ha NpejiaraHvsl NpUTeaTe/]l Ha PaspelieHueETo 3a

ynorpeoda
Person authorised to communication by the proposed Marketing Authorisation holder

(DI/IpMa (I/IMe) / (Company) Name:

.HI/ILIQ 3a KOPECIOHACHIIUA / Person entitled to communicate on behalf of the company:
Anpec / Address:

I[Lp)KaBa/ Country:

TGHC(bOH/ Telephone:

®dakc/fax:

EnektponHa moma/E-Mail:

O0ocHOBKA Ha MPeVIAraHOTO NMPEeXBBbPJIsHE
Justification for the proposed transfer

Hpezmomena JaTa, Ha KOATO 111e 0bJe BLBEIECHO NPEXBBPJAAHETO HA PAa3PEIICHUETO 32 yn0Tpe6a
Date when transfer should become effective

KBaHH(l)HlII/IpaHO JIMIIE IO JIEKAPCTBEHA 0e30MacHOCT OT CTpaHa Ha NpeaJIaraHus IMpUuTeRaTe]1 HA

pa3pelieHneTo 3a ynorpeda
Qualified person for pharmacovigilance of the proposed holder

Hme / Name:

(DI/IpMa / Company name:

Anpec / Address:

JbpxkaBa / Country:

JlenoHoteH TemedOH/ 24 h Telephone:
®dakc / Facsimile:

EnexTponHa moia/E-Mail:

Haylmo 3BEHO 3a I/IH(l)OpMaI.II/Iﬂ OT CTPaHa HA MpeAJIaraHud NPUTEKATE] HA Pa3pelICeHUEeTOo 3a yHOTpeﬁa
Scientific information service of the proposed holder

Hme na nmunero 3a KOPECIIOHACHIIMA / Name of contact person:

@I/IpMa / Company name:

Az[pec / Address:

Hbpxana / Country:

JenonorreH TenedoH / 24 k Telephone:

dakc / Facsimile:

Enexrponna mnomia/E-Mail:

IIpujioxkeHa 1OKyMeHTAIUA
Submitted documentation

JlokyMeHT 3a miaTeHa Takca a
Proof of payment of the administrative fee

I[eKJ'IapaL[I/ISI OT MPCJIOKCHU ITPUTCIKATECIT HA m I[eKJ'IapaL[I/ISI OT HACTOSAIIMWA IPUTECIKATCIT HA m
Ppasp€uI€HUETO 3a yl'IOTp66a — 1o o6pa3eu 1 Ppasp€uI€HUETO 3a yl'IOTp66a — II0 06p3.361_I 2
Declaration of the proposed Marketing Authorisation holder - annex 1 Declaration of the current Marketing Authorisation holder - annex 2

[I'p1HOMOIITHO Ha YII'BIHOMOIIIEHOTO JIUIIE 32
buorpadus Ha kBamuUIIPAHOTO JTUIIE 110 JIEKaPCTBEHA O

KOPECIOHACHIUA OT UMETO Ha NpE€ajiaranus O
6e3onacHocT
IIPUTEKATEII HA pa3spCIICHUCTO 3a yHOTpeGa
Written authority of the person authorised to communication by the proposed Curriculum Vitae of the qualified person for pharmacovigilance
Marketing Authorisation holder
O
I[OKyMeHT 34 perucTpanuvs Ha mpeajaranusd O I[eKnapauI/m, 4c CuCTeMara 3a JICKapCTBCHA

2



IpUTEKaTEN Ha pa3pelIeHueTo 3a ynorpeda Ha 0e30IacHOCT € Beue OLCHSIBaHA OT KOMIIETEHTEH OpraH
tepuTopusita Ha EWII

Declaration for Detailed description Pharmacovigilance system (DDPS) already
approved by a competent authority

Jlekmapartiyisi OT mpeajiaraius MPUTEKATEN Ha
paspeleHneTo 3a yrnorpeoda

Kparka xapakrepucTika Ha IpOAYKTa Ha

O IIpenioxkeHue 3a TMCTOBKA HAa OBJITAPCKU €3UK O
OBITapCKH €3UK
Summary of Product Characteristics in Bulgarian Proposal for Patient Information Leaflet in Bulgarian
Hpezmon(eﬂml 3a MakKCTHU Ha MbpBUYHA U BTOPUYHA m

OIIaKOBKa Ha 6Lnrapcxn €3HUK
Proposed labelling in Bulgarian

TH

Hpy ITocouere:
JOKYMCHTH

Other documents Specify:

I[elcnapnpaM, Y€ MPUJIOKCHUTE KPAaTKa XapaKTECPUCTUKA HA MPOAYKTA, JIMCTOBKA U OMMAKOBKAa Ca HICHTUYIHHU C
MOCJECAHUTE 0)106[)6]-[]/] npeav npexBbpJigdHe HA NMpaBaTa, 0CBCH NMPOMEHHUTE B JaHHUTE OTHOCHO NPHUTEKATEI

Ha pa3peiecHueTo 3a yHOTpeﬁa.

It is hereby declared that the submitted data are true, that the submitted proposed texts of Summary of Product Characteristics, Patient Information
Leaflet and labelling are, except changes in data on Marketing Authorisation holder, identical with the last approved version of these documents prior to
the transfer of registration.

JlaTa IMoanuc Ha 3asiBUTEJISI, UJIM YITbJIHOMOILIEHOTO OT HEro Jinie
Date Signature of the applicant, or person authorized by him

Nwme, q}aMI/IJII/IH / First name, family name:
A,ElpCC / Address:




Obpaszern 1

I[elmapamm OT NpeaIaraHust MPUTEKATE/I HA PAa3pECIICHUETO 3a yHOTpeﬁa
Declaration of the proposed Marketing Authorisation holder

JIOTMYTIOAITMCAHMAT  «..vvveneieeitiiiiniiaiiaee e (ume, amunus ma npednacanus npumedxcamen Ha
PA3PEUEHUCTNO 30 YAOMPEOQ) ...t (adpec), B ka4eCcTBOTO CH Ha MpeIaran
MIPUTEKATEI Ha pa3peiieHneTo 3a ynorpeba Ha
010174 i (ume, KonrUuueCMBo HA AKMUBHOMO

geujecmeo 68  00306a  eOuHuya,  onpedereHa  maca  ui  obem;  jaekapcmeena  ¢hopma)
................................. (pecucmpayuonen Homep), IOeKIapupaMm , 4e CbM CBIVIACEH Ja MH OBaar
MPEXBBPICHH IIpaBaTa BHPXY pa3pelIieHHeTo 3a ymoTpeda Ha TOPermocOdYeHHs! MPOAYKT OT CTpaHa Ha

HACTOSIIIMSI TPUTEKATET Ha PA3PEIICHUETO 328 YIOTPEOA .ovvvvnrienrieeieiienienneenneenneninenns (ume,
Gamunus Ha npeonazanus npumedsicamenn Ha paspeuienuemo 3a ynompeoa)
............................................. (aopec), cuutaHo OT ..............(HaTa).

Hdexnapupam, 4e MU € HpeAOoCTaBeH AOCTBI A0 IBIHOTO M OCHBPEMEHEHO [I0CHE Ha TOpPEIOCOYEHUS
JIeKapCTBEH NMPOAYKT, HACHTHYHO Ha JOCHETO, MOAAACHO B V3bIHMTEIHATA areHIys MO JISKapCcTBaTa MpH
paspemnaBaHeTo 3a ynorpeda, KakKTO M CIEIBAIIM IPOMEHH B Pa3pelIeHHeTo, W 4e TOBa Jocue me Obae Ha
MOE€ pasloJIOKECHUE OT Jarara Ha TpPEXBBpJsSHE Ha TpaBara. JIeKapCTBEHUSAT NPOMYKT Iue Oble
pasnpocTpaHsiBaH Ha OBJITapcKHs Ma3ap B CHOTBETCTBHE C YCIOBHATAa Ha pa3pelIeHHETO 3a ymorpeda,
W3a7CHO HA TPEAWIIHMS TPHUTEXKATEeN NMPEAH NMPEXBBPISHETO Ha IpaBaTa, ¢ M3KIIOUCHHE Ha JAHHUTE 3a
MIPUTEKATEIS Ha pa3pelIeHUeTo 3a yoTpeoa.

Jexmapupam, 4e Ipu W3/1aBaHe Ha 3allOBel 32 OA00psBaHE Ha MPEXBBPISTHETO 1€ MTOeMa BCUYKH TpaBa U
3aIBIDKEHHSI Ha TPEAWIIHHS TPUTEKATeN Ha pa3pemieHneTo 3a ymnoTpeda, CYMTaHO OT JaTara Ha
NPEXBBPISHE, BOUCAHA B 3allOBEATA.

T o, (name and address of the proposed Marketing Authorisation holder) ......................, as the proposed holder of
the Marketing Authorisation for the product .............. (name, strength, dosage form, reg. no.)................. , hereby declare that I agree to the transfer
of the Marketing Authorisation for the above product from the current holder ..................... (name and address of the current Marketing Authorisation
holder) ........... to myself with effect from .......... (date) ........

I declare that I have been provided with access to the complete and updated dossier of the above mentioned product identical to the dossier submitted
to the BDA within Marketing Authorisation procedure and follow up changes of Marketing Authorisation and that this dossier will be at my full
disposal from the date of transfer. The medicinal product will be put on the Bulgarian market in compliance with conditions of the Marketing
Authorisation relevant for the previous Marketing Authorisation holder before the Marketing Authorisation was transferred, with the exception of data
on the Marketing Authorisation holder.

I am aware that in case the Decision on transfer of Marketing Authorisation is issued I enter into rights and obligations of the previous Marketing
Authorisation holder as of the effective date of transfer indicated in the Decision.

Mara: IToammuc:
Date signature



O6paser 2

I[elc.napaunﬂ OT HACTOAIIMSA MPUTEKATE HA PAa3PEIICHUETO 3a yn0Tpe6a
Declaration of the current Marketing Authorisation holder

JIOITYTIOAIMUCAHMSAT ..ot (ume, amunua na Hacmoswus npumedcamen Ha
PA3PEULEHUCTNO 3A YHOMPEDQA) ..uveeeeiiieiaiaiaieiaateaieaieateneaieniesieneees (@OpEC), B KAYECTBOTO CH
Ha HACTOSII HpHUTEXKATEN Ha pa3penreHneTo 3a yrorpeba Ha HpOIyKTa

.............................................................................. (ume, Konuuecmeo Ha  AKMUBHOMO
sewecmeo 8 003084  eOuHuya, onpedeleHa  maca uau  obem;  JdekapcmeéeHa  (popma)
................................. (pecucmpayuonen Homep), NEKIapupam, Y€ CbM MPEIOCTABHJI JOCTHI Ha
npeiaralus MPHUTEKATET Ha paspelieHHeTo 3a ynoTpeba A0 MBJIHOTO U OChBPEMEHEHO JOCHE Ha
TOPenoCcoUeHHs JTeKapCTBEH MPOYKT, HACHTHYHO Ha JOCHETO, MOJAaNeHO B M3MbIHUTEIHATA arcHIUS 110
JieKapcTBaTta MpH paspeliaBaHeTo 3a yrnotpeda, KaKTo M CIIEABAIIM MPOMEHH B Pa3pelieHUETO, U 4 TOBa
Jocue me My Ob/ie MpeIaeHo OT JaTaTa Ha MPEeXBhpPJIsHE Ha MpaBaTa.

L e (name and address of the current Marketing Authorisation holder) ....................... as the current Marketing
Authorisation holder for the product ..............ccceeeenene (name, strength, dosage form, reg. no.) ..............hereby declare that I have provided the
proposed Marketing Authorisation holder with access to the complete and updated dossier of the above mentioned product which is identical to the
dossier submitted to the BDA within Marketing Authorisation procedure and follow up changes of Marketing Authorisation and that this dossier
will be handed to him on the effective date of transfer.

Jara: Ioammuc:
Date signature



O6paszen 3

Jlexkyiapanusi OT MpeAJIaraHnusi MPUTeKaTe/3assBUTE] HA pa3pelieHueTo 3a ynorpeda npu
o/100peHa cucTeMa 32 JJeKapcTBeHa 6€30MacHOCT 0T KOMIETeHTEH OpraH Ha Abp:KaBa-

YJICHKA
Declaration from the proposed Marketing Authorisation Holder/Applicant for submition of DDPS already approved by a competent
authority

JIONYTOMIUCAHUAT <npeonazan Npumedxcamen Ha paspeuwenuemo 3a ynompeba™ uiu 3aseumen™®*>

JIEKJIapUpaM:
The undersigned <(new/future MAH* or applicant **)> hereby declares:

® 4e€ UMa rnoaxoadmia CUCTeéMa 3a JICKapCTBCHA 6630HaCHOCT, KOSATO ITO3BOJIABA <uMme Ha npe()ﬂaeanuﬂ
npumescamen na paspewienuemo 3za ynompeba™/ume na zaseumens™*> na U3NbBIHABA CBOMTE
OTTOBOPHOCTHU IO OTHOLICHWEC Ha IMMPOAYKTAa U MOXKC, dKO CC HaJiara, 1a MpeAIrpucme H606X0,Z[I/IMI/ITC
neiictBus. ToBa o3HauaBa, 4e <ume HaA Npedlaeanus npumedicamen HA pdspeueHuemo 3d
ynompeba*/ume Ha 3aseumens**> TpsOBa Na MMa TOCTOSHEH KOHTAKT C JIAIE IO JEKapCTBEHA
0e301acHOCT ¢ AOCTaTh4YHA KBann(pukanus. ToBa kBamnUIIUpaHO JUIE ClieaBa 1a Ob/le YCTAaHOBEHO
Ha TeputopusaTa Ha EBpomeiickoTo mkoHomuuecko mpoctpaHcTtBo (EEA). Ocsen ToBa  <ume Ha
npeonazanus npumedcamen Ha paspewenuemo 3a ynompeba™/ume mna szassumens**> wuma
IIOCTOAHHO HCﬁCTBaHIa CHUCTCMa 34 JICKApCTBCHA 0€30I1aCHOCT.

. that it has a suitable pharmacovigilance system in place that allows <name new marketing authorisation holder*/name applicant**> to
safeguard its responsibilities with respect to the products and can, if necessary, take appropriate action. This means that <name new
marketing authorisation holder*/name applicant**> must have permanent access to a sufficiently Qualified Person for Pharmacovigilance

purposes. This Qualified Person resides within the European Economic Area. <name new marketing authorisation holder*/name
applicant**> also has access to a permanent Pharmacovigilance system.

o [MompoOHOTO oOmMcaHme Ha cucTeMaTa 3a JekapcTBeHa Oe3omacHoct (DDPS) ¢ Bepcus HOMep
<XXXX> e akTyayHa W BeYe € 0J0OpEHa KaTo YacT OT pa3pelieHre 3a ymoTpeda oT <owporcasa-
ynenxa Ha EC> ¢ nata Ha onoOpeHue <o0.mm.2eee™> 1o nponeaypa(u) <ume Ha npooyKma, Homep Ha
npoyedypama>

. that the detailed description of the Pharmacovigilance system (DDPS) with version number <XXXX> is the actual version and has already

been approved as part of a marketing authorisation by <name Members state or European Commission > on < latest date of approval> ,
< procedure number>

* korato noaazgenara DDPS e 3a [PV, koiiTo € pa3nuueH OT 3asgBUTENs;

N
*" korato noaaaeHara DDPS e ua 3asButens.

Wme Ha mpeqyiaranus MpUTeKaTeNl Ha pa3pelieHneTo 3a ynorpeda™ uim 3asButen™*
Name of the new/future MAH in RMS/CMS * or name of the applicant®*:

VMe Ha nHMIEeTO 32 KOHTAKT:
Name of contact person:

JITBXKHOCT:
Function:

Jara:
Date:

[Toamnuc:
Signature




