Bx. Ne/nara

Maprt 2013

3ASIBJIEHUE 3A IIOJHOBSIBAHE HA PASPEILIEHUETO 3A YIIOTPEBA/
YAOCTOBEPEHHME 3A PETUCTPALIUA

APPLICATION FOR RENEWAL OF A MARKETING AUTHORISATION

HAIOMOHAJIHA ITPOLEAYPA ITIPU HOMEP HA IIPOLIEJTYPATA 110 B3AUMHO MPU3HABAHE':
IMPOLHEAYPA 1O B3BAUMHO ITIPU3BHABAHE  MRP procedure number'
NATIONAL AUTHORISATION IN MRP D

LEHTPAJIM3UPAHA IPOLEAYPA [

COMMUNITY AUTHORISATION

HAIIMOHAJIHA MTPOLEYPA (camo) [ ]

NATIONAL AUTHORISATION ONLY

PedepentHa nppxaBa-uneHka
Reference Member State:

[JAT [IBE[BG [Jcy[Jcz[JpE [Ipk [JEe [JeL [Jes[Jrr [JFR [JHU [JiE ]IS
LIt [ur o JeucvIMT ONL ONo e et [JRU [JSE  [IsI  [JSK [JUK

3acerHatu AbpKaBU-UICHKH
Concerned Member States:

[JAT [BE[IBG [Jcy[Jcz[JpE [IpK [JEE [JEL [Es[JFr1 [JFR [JHU [JIE ]IS
LT [Ju ot JeuovIMT ONL OJNo e [JeT [JRU [JSE  [IsI  [JSK [JUK

0 HIMA
NONE

[IponyxThT Ha mazapa iu e?
Is the product currently marketed? ]Ia Yes I:' He No I:' Axo 51a, B KOH l[’bp)KaBI/I-HJIeHKI/IZ?

[JAT [JBE [BG [IcYy [Jcz [IpE [IDK [JEE DEifyesﬁleshiCh%?IberStaDte;; [ JHU [IE
LT [ur Ot [Jou v OMT ONL [ONo [JeL [JpT [JRU [JSE [ISI  [ISK

Nwme (c60600mH0 uzbpano): Nme u agpec Ha mpuTexarens Ha pa3penIeHHeTo
(Invented)Name: 3a ynorpeoa:
Name and address of MA holder:

Ha xupwuna (cyrillic):

4
NUme n aZIpeC Ha JIMIECTO 3a KOHTAKT

Ha JIaTHHALA (latm) ' Name and address of Contact*:

AKTHBHO BelecTBO(a):

Active substance(s): Te_]‘[e(l)oH No:

Telephone number:
®dapmakoTrepareBTudHa Knacudpukanms (rpymna + ATC xon):

Pharmacotherapeutic classification (Group + ATC code): Daxc Ne:

Fax number:
JlekapctBeHa hopma(n) U KOTMYECTBO(2) AKTUBHO EnexrpoHHa noma:
BeIIeCTBO(a) B 1030BA SIMHNIA’, ONIPEICIeHa Maca WTH E-mail:
obem:
Pharmaceutical form(s) and strength(s)*:

3asBUTEN:
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[TeT(Mma) Ha BBBEXKIAHE: Applicant's reference:
Route(s) of administration® :

Ne Ha paspereHneTo 3a ynorpeba:
Perucrpanmonen Homep(a):

MA number(s)*:

! HomepsT ce mombBa OT mpHUTEXaTENs Ha pa3pelICHUETO 3a yoTpeba, KaTo ce MocoYBa TOYHHS OPEICH HOMEP Ha
IIpouenypara o B3auMHO NpU3HABaHE, chriacHo “Benexkn kbM 3assutenute” (Notice to Applicants), Tom 2A, rnasa 2 pazzuen 7 (Cucrema 3a
HOMEpHpaHe Ha MPOLEIYPUTE 110 B3aUMHO NPU3HABaHe), MyOJIMKyBaHM Ha cTpaHulaTa Ha EBporneiickaTa KOMHCHS B MHTEPHET
(http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/homev2.htm )

! Number to be completed by the Marketing Authorisation Holder, reflecting the correct sequential Mutual Recognition
Procedure Number according to Volume 2A, Chapter 2, 7. Numbering System for the Procedures for Mutual Recognition as published on the
Website of the European Commission (http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/homev2.htm )

2 .
3a MpoAyKTH, pa3pelIeH: 10 [eHTpal3upaHa Iponeaypa, TpI0Ba [a ce IPeCTaBU B OTACIIHO JAOIBIHEHHE CIIUCHK Ha eBPONEHCKUTE IbpiKaBU-
uyneHkn/ Hopserus/ Mcnanauns, KbAeTO MPORYKTHT € Ha Ma3apa

2 . . . . .
For centrally authorised products a list of EU Member States / Norway / Iceland where the product is on the market should be provided in a
separate appendix
3
3a IpOJIyKTH, pa3pelleHH M0 HEHTPAITH3UpaHa IpoLeaypa Ta3h HHOPMaLHs, BKIIOUYHTEIHO BH/a HA OIIaKOBKATa(MTe) M KOJIUYECTBO B
onakoBKka(u), TpsiOBa 1a ce MpecTaBy B TAOJIIMUCH BH B OT/ACIHO JonbiHeHue (Jonbinnenne A kM craHoBuiieto Ha CPMP)
For centrally authorised products this information, including packaging and pack size(s), should be provided in tabular format in a separate
appendix (cf. Annex A to CHMP Opinion)
4
Kaxro e onmcaHoO B 3asiBICHHETO 3a pa3pellaBaHe 3a yHoTpeda. AKO MMa pa3iIHKa, 1a Ce IPUI0XKH ITbIHOMOIIHO
4 . . . . . L
As specified in section 2.4..3 in Part 1 A. If different, attach letter of authorisation

Jlata Ha TBPBO pa3pelIaBaHe 3a ynorpeda B [lata Ha TBpBO paspelIaBaHe 3a ynoTpeda B
pedepenrtHara nbpxaBa-uieHka/EBponeiickus cpro3: | brirapus:

Date of first authorisation in Reference Member State/Community: Date of first authorisation in the Concerned Member State to which this

application is made:

,Z[aTa Ha M3TUYAaHE BaJIUAHOCTTA pPaspCIICHUCTO 3a
ymoTpeba B brarapus:
Date of expiry of current authorisation in the Concerned Member State:

[aTta Ha U3TUYaHE BaJUAHOCTTA HA pa3pelICHUETO 3a
yroTpeba B pedepeHTHATA TbprKaBa-uIecHKa/
EBporneiickus cbro3:

Date of expiry of current authorisation in Reference Member

State/Community:

I[pennoxena obIa gaTa 3a MOIHOBSIBAHE:

Proposed Common Renewal Date:

OJOBPEHHU NPOU3BOJUTEJIN

APPROVED MANUFACTURERS

[IpousBoauten(u) (Miau BHOCUTEN), MOIYYHII pa3penieHue mo wi. 146 ot 3JIIIXM u oTroBopeH 3a
0CBOOOKIaBaHe HA MAPTHAN B EBpOIElickOTO MKOHOMHYECKO MTPOCTPAHCTBO B CHOTBETCTBUE C Wil. 163 ot
3JIIIXM u uin. 40 u 51 ot Jupekrusa 2001/83/EQ, nocoueH(1) B IMCTOBKATA WIIM B Pa3pEIICHUETO 32
ynorpeba)

Authorised manufacturer(s) (or importer) responsible for batch release in the EEA (in accordance with Articles 146 and 163 of Law of Medicinal
Products for Human Medicine (LMPHM) and Articles 40 and 51 of Directive 2001/83 EO (as shown in the package leaflet and where applicable in
the labelling or Annex II of the Decision)

Nwme Ha pupmara:
Company Name:

Anpec:
Address

[bpxkaBa:
Country:

Tenedon: daxc: EnexrpoHHa nomma:
Telephone: Telefax: E-mail:

Axo nma moBeue ot CIWH POU3BOJUTEII, OTTOBOPCH 3a 0CBO60)KI[aBaH€ Ha MapTUAU JAHHUTC 3a
BCCKH TpSI6Ba Ja C€ NPEACTABAT IO ChIIVA HAYHWH B ITIOJICTO 3a TCKCT IMO-0JIY.
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http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/homev2.htm
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/homev2.htm

Further manufacturers responsible for batch release can be detailed in the text field below, in the same format as shown above.

3a KpbBHY NPOAYKTH U BAKCHHU:

JbpkaBHa 1a00paTOpHst WK JIA0OPATOPHsI, H3BHPIIBAILA OIICHKA U U3IIMTBAHE BHB BPB3Ka C OHUIIMATHOTO
ocBoOOkIaBaHe HA MapTUAU 1o Wwi. 69 u 70 ot 3JIIIXM n un. 111(1), 113, 114 (1) (2) u 115 ot Aupextuna
2001/83/EO

For blood products and vaccines:
State laboratory or laboratory designated for official batch release, as accordance with Articles 69 and 70 of LMPHM and Articles 111(1), 113, 114
(1)-(2) and 115 of Directive 2001/83/EC.

Nwme:

Name:

Anpec:
Address:

[bpxaBa:
Country:

Tenedon: ®dakc: EnextponHa noma:
Telephone: Telefax: E-mail:

Axo nma moseue ot CIWH POU3BOJUTEII, OTTOBOPCH 3a 0CBO60)KI[aBaH€ Ha MapTUAU JAHHUTC 3a

BCCKHU TpH6Ba Ja C€ NMpEACTABAT IO ChIIVA HAYMH B ITOJICTO 3a TCKCT IMO-10JTY.
Further manufacturers responsible for batch release can be detailed in the text field below, in the same format as shown above.

Msicro(a) B EBponeiickoTo MKOHOMHUYECKO MIPOCTPAHCTBO WIIN B IBPXKABU CHC CIIOPa3yMEHHE 32 B3aMHO
NPU3HABaHe WM Py MEPKU Ha EBponeiickus Chio3, KbAETO CE€ OCBILECTBABA KOHTPOJI/M3NUTBAHe HA
napTuau, ceriracHo Wi 163 ot 3JIIXM u un. 51 ot Hupexrusa 2001/83/EO, ako ce pa3nudaBa oT

ropennoCO4YCHOTO:
Site(s) in EEA or in countries where an MRA or other EU arrangements apply, where batch control/testing takes place, as required by Article 163 of
LMPHM and Article 51 of Directive 2001/83/EC, if different from above:

Wwme nHa pupmara:
Company Name:

Anpec:
Address:
[bpxasa:
Country:

Tenedon: ®dakc: EnextponHa noma:
Telephone: Telefax: E-mail:

Axo nma moseue ot €IHO MACTO, JaHHUTEC 3a BCAKO Tp?[6Ba Ja C€ MpCACTAaBAT 110 CbIIWA HAYWH B
IIOJICTO 3a TCKCT IIO-A0JY.

Further sites can be detailed in the text field below, in the same format as shown above.

[IpousBoauTen(u) Ha JieKApCTBEHHSI MPOAYKT M MACTO(a) Ha IPOU3BOACTBO (BKIIOYUTEIHO MECTaTa 3a

MIPOM3BOCTBO HA Pa3peIUTENs U pa3TBOPUTENS):
Manufacturer(s) of the medicinal product and site(s) of manufacture (including diluent and solvent manufacturing sites):

Wwme Ha pupmara:
Company Name:

Anpec:
Address:
[bpxasa:
Country:

Tenedon: ®dakc: EnexTtponHa noia: :
Telephone: Telefax E-mail:

KpaTKO OIMMCAHHNC Ha OIICPALUHNTE, U3BBPIIBAHU OT IMMPOU3BOJUTCIIA HA JICKAPCTBCHATA (l)OpMa/I/ISB’BpH.IBaH_II/I

OIIaKOBAHC U T.H.
Brief description of functions performed by manufacturer of dosage form/assembler, etc:

Axo uma noseye om eOun nPouzeo0ume, OaGHHUme 3a 6ceku mpsoea 0a ce nPeoCcmassam no Colust HA4UH 8
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noJjiemo 3a mexkcm I’lO—()O]ly.
Further manufacturers can be detailed in the text field below, in the same format as shown above.

[IpomsBoauTen(1) HAa AKTHBHOTO BelIeCTBO(Q)

Manufacturer(s) of the active substance(s)

3abenexcka: Tpsbsa 0a ce nocouam GCUdKU MeCma Ha NPoOU3800CME0, YHaCmeauu 8 NPoU3800CMBEeHUs
npoyec Ha 6CeKy U3MOYHUK HA AKMUBHOMO Geujecmso. JlanHu camo 3a Opoxepu u 00cmasyuyu He ca

docmamuvuuu
Note: All manufacturing sites involved in the manufacturing process of each source of active substance should be listed. Broker or supplier details
alone are not sufficient

Wwme na pupmara:
Company Name:

Anpec:
Address:

HbpxaBa:
Country:

Tenedon: daxc: EnexrponHa noma:
Telephone: Telefax: E-mail:

Axo uma ()pyzu np0u3600umeﬂu HA AKmMueHu eeujecmed, oanuume 3a 6Cexu ce npedcmaeﬂm no cvjus Ha4ur

6 noJeno 3a mekcm nO—aO./ly
Further active substance manufacturers can be detailed in the text field below, in the same format as shown above.

KAYECTBEH M KOJIMYECTBEH ChCTAB (AKTUBHHM U TIOMOIIIHU BEIIIECTBA)
QUALITATIVE AND QUANTITATIVE COMPOSITION IN TERMS OF THE ACTIVE SUBSTANCE(S) AND THE EXCIPIENT(S)

Tpsabea 0a ce ombenesicu 3a KAKEO KOAUUECTNBO Ce OMHACA MO3U cbemag (Hanp. I kancyna). Akmuenume

seuwecmea ce onuceam 0mOoeHo om nomouwHume seujecmaea
A note should be given as to which quantity the composition refers (e.g. 1 capsule). List the active substance(s) separately from the excipients

HMe Ha akTUBHOTO Komunuectso Enunanna Crannapt uinu MoHOTpadus
BELIECTBO*(a) Quantity Unit Ha KOUTO OTroBaps

Name of active substance*(s) Monograph standard

HMme Ha MOMOIIHOTO KonuuectBo Enununa CranmapT Wi MOHOTpadwst
BEIECTBO*(a) Quantity Unit Ha KOUTO OTroBaps

Name of excipient®(s) Monograph standard

*Ta ce nocouu camo edno ume, Kamo ce cnazea ciednus peo Ha npuopumem: Mexcdynapoono nenamenmmo ume
(INN), ume ¢ Egponeiicka ¢hapmakxones, HayuoHanHa gapmaxones, odujonpuemo ume, Hay4Ho ume. AkmueHomo
sewecmso ce 0065164 upe3 He2080mo npenopvuano Meacdynapoono nenamenmuo ume (rec-INN), cvnpogodeno om
Hezosama ¢opma (con uau xuopam), ako e 8 maxaea gopma.

*Only one name should be given, in the following order of priority: INN, Ph. Eur., National Pharmacopoeia, common name, scientific name. The
active substance should be declared by its recommended INN, accompanied by its salt or hydrate form if relevant.

JlaHHWTE 32 €BEHTYaIIHU M3JIAITIBIN He TPsIOBa Ja ce BKIIIOYBAT B TAaOJMIIATa ChC ChCTABa, a CE MOCOYBAT I10-
70y
— aKTUBHO BEILIECTBO(a)

— TMIOMOIIIHO BEIIECTBO(a)

Details of any overages should net be included in the formulation but stated below:
- active substance(s)
- excipient(s)

(Ao ce npednazam npomenu 6 uHgopmayuama 3a npooykma (Kpamxama xapakxmepucmuka Ha npoOVKmd,
ONAKOBKAMA U/UU TUCTNOBKAMA), MPsO6a da ce 83emMam noo HUMAHUE 8bNPOCUMe, NOBOUSHAMU OM
excnepma u 0a ce noco4am Mmo4HO HACMOAWUSL MEKCM U NPEOAA2aHUsL MEKCM, KAmo ce NOOYepmasim
npomenerume oymu. Bu3modcHo e makse cnucvk 0a 0b0e NpUiodcer KoM 3A516/1eHUEMO KAmo OmOeieH
OOKYyMeHM,).
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(If revised product information (SPC, Labelling and/or Package Leaflet) is proposed to take account of issues raised by the expert, specify the precise
present and proposed wording, underlining or highlighting the changed words. Alternatively, such listing may be provided as a separate document
attached to the application form).

HACTOAL TEKCT B UHOOPMALIUS 3A ITPOAYKTA IIPEJI/IATAH TEKCT B MHO®OPMAILUSA 3A ITPOAYKTA

PRESENT PRODUCT INFORMATION TEXT PROPOSED PRODUCT INFORMATION TEXT

JOKYMEHTMU, NIPNJIOXKEHU KbM 3AABJIEHUETO
DOCUMENTS APPENDED TO THIS APPLICATION

Monaya 1:
Module 1:

[]1.0

IIpuapyxuTesHo nucMo
Cover Letter

[]1.1

N3uepnaTenHo cbhabpxkaHue
Comprehensive table of content

[ ]1.2.

3asBicHuE 3a IMOJHOBABAHE CHC CICAHUTE NPUITOKCHUA:
Renewal Application Form with the following annexes:

L]

Criuchk B Tabn4eH GopMaT Ha BCHUKH pa3pelieH: 3a yrnoTpeda pa3HOBUIHOCTH Ha

IMPOAYKTa, 3a KOUTO C€ MCKa IMOJHOBsBAHE
A list of all authorised product presentations for which renewal is sought in tabular format

I[aHHI/I Ha JIHIaTa 3a KOHTAKT:
Details on contact persons:

L4 KBaHI/I(I)I/ILII/IpaHO JIMIIC B EBpOHGﬁCKOTO HUKOHOMHYCCKO NPOCTPAHCTBO I10 JICKAPCTBCHA

0e3onacHoCT
Qualified person in the EEA for Pharmacovigilance

e Jluie 3a KOHTakT B EBponeickoT0 HNKOHOMUYECKO ITPOCTPAHCTBO MPU OTKJIOHECHHUS B

Ka4eCcTBOTO Ha MPOIyKTa U MPH U3TETIITHETO My OT T1azapa
Contact person in the EEA with overall responsibility for product defects and recalls

o Jluie 3a KOHTAKT OT HAay4HO 3BCHO B EBpOHGﬁCKOTO HWKOHOMUHYCCKO NPOCTPAHCTBO,

OTTOBapsIIO 3a I/IH(I)OpMaIII/ISITa OTHOCHO JICKapCTBCHHUA NPOAYKT
Contact person for scientific service in the EEA in charge of information about the medicinal product

O o 0O oo

¢ CrmMchK Ha IbpikaBUTE B EBPONEiCKOTO HKOHOMUYECKO TPOCTPAHCTBO, B KOUTO
MIPOAYKTHT € Ha Ta3apa, KaTo 3a BCAKa AbprkaBa ce IMOCOYBa KOW Pa3HOBHIHOCTH Ha

MIPOIYKTH Ca ITyCHATH Ha Ta3apa M Ha Kos JjaTa
List of EU Member States / Norway / Iceland where the product is on the market and indicating for each country which
presentations are marketed and the launch date

]

XPOHOJIOTHYEH CIIUCHK HA BCUYKH 3asBJICHUS, MOJAICHH CIIE pa3pellaBaHeTo 3a yrnorpeda
WK Clie/ IOCJIEAHOTO MOTHOBSABaHE (CIIUCHK Ha BCHYKU OAO0OPEHU W B IpoLeAypa Ha
pasraexaane nmpomenu Tun [A/Ib u Tun 11, pasmupsiBanus Ha 00XBaTa Ha pa3peLICHUETO,
n3MeHeHus chriiacHo wi. 18 ot Hapenbara mo wi.42 ot 3JIIIXM u ui. 61(3) ot dupexrusa
2001/83/EQ, crieninu MepkH 3a 0€30MaCHOCT), KaToO Ce MOCOYBa HOMEpa Ha ChOTBETHATA
nporeaypara (KbJIeTo € MPUIoKUMO), AaTaTa Ha IIoJaBaHe, gaTrata Ha ojo0peHue (axko ca
0J100peHH) ¥ KpaTKO OMTUCAaHUE Ha MPOMSHATA.

Chronological list of all post-authorisation submissions since grant of the Marketing authorisation or last renewal: a list of all
approved or pending Type IA/IB and Type II variations, Extensions, Art. 18 of the Regulation according Art. 42 of LMPHM
and Art 61(3) of Directive 2001/83/EC Notifications, USR, giving the procedure number (where applicable), date of submission,
date of approval (if approved) and brief description of the change.

XPpOHOJIOTUYEH CIMCHK HA ITOCIEIBAUTE MEPKH, M CaMO 33 LEHTPAIU3UPAHU IPOLEAYPHU —
HSKOU CTIeNU(pUYHY 3abDKEHHS, KOUTO ca MOJaJICHH Clie/ oJTyYaBaHe Ha pa3pelieHue 3a
ynoTpeba Wik MocjeTHO TTOIHOBSIBAHE, KaTO CE IMOCOYBA 00XBAT, ChCTOSHKE, 1aTa Ha
ToJaBaHe | JlaTa Ha pasperraBaHe Ha mpobiema (aKo € MPHIOKIMO).

Chronological list of Follow-up measures, and for Community Authorisations only, any Specific Obligations submitted since
grant of marketing authorisation or last renewal indicating scope, status, date of submission and date when issue has been
resolved (where applicable)
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[IpepaboTeH crMChK Ha BCUYKU OCTABAIU MOCIEIBAIIA MEPKH/TIOETH 3aIbJDKSHHUSI CIIE]T
IoJTy4aBaHe Ha Pa3pellieHUETo 3a yrnoTpeda, U camMo 3a ICHTPATM3UPaHU TIPOIEIYPU — HIKOU
cneru(UUHU 3aIBDKEHUS U TIOJIITUCAHH 332 TOBA MUCMa (aKO € MPHUIIOKUMO).

Revised list of all remaining Follow-up measures/post-authorisation commitments, and for Community Authorisations only any
Specific Obligations and signed letter of commitment (where applicable)

CranoBullle WK cepTU(UKAT (aKO € HaJIMUCH) 32 ChOTBETCTBUE C M3MCKBAHUATA Ha JoOpaTa
MIPOU3BO/ICTBEHA MPAKTHKA, HO HE [TO-CTapO OT TP T'OJMHH, 3a MPOU3BOAUTENA(UTE) HA
JIEKapCTBEHUS TPOAYKT, TOCOUYCH(M) B 3asIBICHUETO, H3/1aJIeH OT KOMIIETEHTEH OpTaH Ha
IbprkaBa 0T EBpOIECKOTO HKOHOMHYECKO MMPOCTPAHCTBO WIIM OT KOMITETEHTEH OpTaH Ha
JIbpKaBa ChC CIIOpa3yMeHHe 3a B3aMMHO npu3HaBaHe. [IpenpaTka kpM 6a3zaTa JaHHH Ha
EudraGMP 11e € nocraThbyHa, KOTaTo € HaJu4yHa.

A statement, or when available, a certificate of GMP compliance, not more than three years old, for the manufacturer(s) of the
medicinal product listed in the application issued by an EEA competent authority or MRA partner authority. A reference to the
Community EudraGMP database will suffice, once this is available

3a MecTara Ha MPOU3BOJCTBO Ha JIEKAPCTBEHUS MPOAYKT, PA3IOI0KEHU U3BBH
EBponeiickoT0 NKOHOMUYECKO NMPOCTPAHCTBO WIN HA TEPUTOPHATA HA ABPHKABU ChC
CIIOpa3yMEHHUE 3a B3aUMHO IIPU3HABAHE, CE MIPEICTABS CIUCHK HA MOCIECIHNUTE HHCIICKIIUH 3a
n00pa MPOU3BOICTBEHA MPAKTHKA, IPOBEIEHH OT IPYTH KOMIIETEHTHH OPTaHH, KaTo ce
[I0COYBA JaTaTa, NHCIEKTUPAIIMS €KUIl U pe3yaTaTa OT MHCIEKLUUTE.

For manufacturing sites of the medicinal product not located in the EEA or in the territory of an MRA partner, a list of the most
recent GMP inspections carried out by other authorities indicating the date, inspection team and outcome

Jexnapanust oT KBanu(QUIUPAHOTO JIUIIE Ha BCEKU OT MPUTEKATEIUTE HA pa3pelleHne 3a
MIPOM3BOJCTBO (HamMupauy ce B EBponeiickoTo NKOHOMHYECKO MMPOCTPAHCTBO), H30POCHHU B
3asBJICHUETO, KbAETO AKTUBHOTO BELIECTBO(a) CE M3IOJI3BA KATO U3XOJICH MaTepual, ue
aKTHBHOTO BeLIECTBO(a) € MPOU3BEACHO B CHOTBETCTBUE C PHKOBOACTBATA 3a 100pa
TIPOM3BOICTBEHA TIPAKTHKA 33 H3XOIHH MaTepHaIH, IPUETH OT EBporeiicKus chio3’

A declaration by the Qualified Person (QP) of each of the manufacturing authorisation holders (i.e. located in the EEA) listed in
the application form where the active substance(s) is used as a starting material, that the active substance(s) is manufactured in
accordance with the guidelines on good manufacturing practice for starting materials as adopted by the Community"

AKO € paziIuyHo, JeKIapanus oT KBaTH(PULIUPAaHOTO JIUIE Ha IPUTEKATENsI(UTE) Ha
Ppa3peuIeHUeTOo 3a MPOU3BOACTBO, IIOCOYECHO B 3asBICHUETO KaTO OTTOBOPHO 3a
0CBOOO’KIaBaHE Ha MAapTUIH, Y€ AKTUBHOTO BEILECTBO(a) ce MPOU3BEJECHO B CbOTBETCTBUE C
PBKOBOJICTBATA 32 JOOpa MPOU3BOJICTBEHA MPAKTHKA 33 M3XOIHH MaTepPHAaIH, IPUETH OT
EBpomeicKus Chio3

Where different, a declaration by the Qualified Person (QP) of the manufacturing authorisation holder(s) listed in the
application form as responsible for batch release, that the active substance(s) is manufactured in accordance with the guidelines

. . . . . 52
on good manufacturing practice for starting materials as adopted by the Community’

[]1.3.1

Kpartka xapakTepucTrka Ha MpOAyKTa, OTIaKOBKA W JTUCTOBKA
SPC, Labelling and Package Leaflet

[]1.33

MocTpa (camo 3a HEHTPATH3UPAHH TIPOTICITYPH)
Specimen (for Community Authorisations only)

[]1.4

HNudopmarus 3a ekcriepra
Information about the expert

[]1.4.1

KadectBo (BKIJI. moamucana aekirapaius + oOunorpadus)
Quality (incl. Signature + CV)

[]1.42

Hexnmmananyn manam (BKII. TIOANHACAHA AeKIapanus + Ouorpadus) — ako € IPHIoKUMO (camo
30 YeHMpaIu3upanu npoyeodypu)
Non-clinical (incl. Signature + CV) — if applicable (for Community Authorisations only)

[]1.43

Knnangan manam (BKII. TIOANIACAHA AeKIapanus + ouorpadus)

Clinical (incl. Signature + CV)

[]1.8.1

Pestome Ha cucTemara 3a IpocCiIcAsABaAHC Ha JICKAPCTBCHA 0e30IMacHOCT

Summary of Pharmacovigilance system (ako e npujIoxumo)

[]1.82

[Inan 3a ynpaBieHre Ha pUCcKa(aKo € MPUII0KHIMO)

Risk Management Plan (where applicable)
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Mopyn 2

Module 2

[]2.3 JlomrbiiHEeHNE KBM 0010 pe3toMe Ha Ka4eCTBOTO
Addendum to Quality Overall Summary

|:| 24 JombiHeHue KbM Iperies] Ha HEKIIMHUYHUTE JAaHHU— aKO € MPUIIOKUMO
Addendum to Non-clinical Overview — (where applicable)

|:| 2.5 JombiHeHUE KbM Operies] Ha KITMHUYHUTE JaHHU
Addendum to Clinical Overview

5

3abenesxcka: Korato uma mosede oT €AHO KBaIU(HUIMPAHO JIMIlE, MOXeE Ja Obae MojajeHa JAeKJapalys OT €IHO OT KBAIM(UUUPAHUTE JIHULA, 4Ye
AKTHBHUTE BEIECTBO(2), 3IIOJI3BAHH KaTO H3XOJEH MaTepual, ce IPOM3BEXAAT B ChOTBETCTBHE C PHKOBOJICTBATA 32 JOOpa IIPOU3BOACTBEHA MIPAKTHKA
Ha U3XOJIHUTE MaTepualy, npueTu oT EBpomneiickus cblo3, IpH yCIOBHUE, Ye:

e Or JCKJIapanuAaTa € ACHO, 4€ € MOANMCaHa OT UMETO Ha BCUYKU KBaJll/l(l)l/lLll/lpaHl/l Jina.

e AHTaXMMEHTHUTE Ca YPEIEeHH C TEXHHYECKO CriopasyMeHue, cbriaacHo Hapendara no wi.152 ot 3JIITXM u I'nmasa 7 Ha PpkoBoacTBoTo 3a JAI1I1, n
KBATH(HUIPAHOTO JIHIIE, MTOAMKCAIO ACKIAPAIMATA, € TOCOYCHO B CIIOPa3yMEHHETO KAaTO MMOEMAI[0 OTTOBOPHOCTTA 32 CHOTBETCTBHE C 100paTa
[IPOM3BOJICTBEHA IIPAKTHKA HA IPOU3BOJUTEIINTE HA aKTUBHOTO BEILIECTBO.

> Note: Where more than one Qualified Person (QP) is involved, a single declaration by one of the QPs that the active substance(s) used as a starting
material are manufactured in accordance with the guidelines on good manufacturing practice for starting materials as adopted by Community, may be
submitted provided that:

e The declaration makes it clear that it is signed on behalf of all the involved QPs.

e The arrangements are underpinned by a technical agreement as described in the Regulation according Article 152 of LMPHM and Chapter 7 of
the GMP Guide and the QP providing the declaration is the one identified in the agreement as taking specific responsibility for the GMP
compliance of the active substance manufacturer(s).
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C HacTOALIOTO MOAABaM 3asiBICHHE 3a ITOJHOBSABAaHE HA pa3pelLIeHUETO 3a ynoTpeoa.

Jexnapupam 4e KaueCcTBOTO Ha MPOAYKTA, 110 OTHOIIEHHE HAa METOJUTE Ha MIPOM3BOJACTBO M KOHTPOJ, € Onio
PEIOBHO OCHBPEMEHSBAHO B CHOTBETCTBHE C TEXHUUECKHUS M HAYYHHS IPOTpec upe3 MPOoLEeaypH 3a MPOMsHa,
cbryiacHo wi. 60, an. 1 u wi. 68 ot 3JIIIXM wu un. 23 ot Hupekrusa 200/83/EO nnu un. 16 ot Pernament
(EO) Ne 726/2004.

[TpoayKThT OTroBaps Ha aKTyalHHTE PHKOBOACTBA OTHOCHO KauecTBOTO Ha KomuTeTa 3a JieKapCTBEHU
NPOAYKTH 32 XyMaHHAaTa MEIULMHA, KBAETO € MpuiaokuMo. Jlekmapupam, de He ca HallpaBeHU HUKaKBU

JIpyTH IPOMEHH B JaHHUTE 32 MPOIYyKTa, OCBEH 0100peHuTe 0T V3IbIHNTENHATA areHIUA 0 JIeKapCTBaTa.

I hereby make application for the above Marketing Authorisation to be renewed. I declare that the quality of the product, in respect of the methods of
preparation and control, has been regularly updated by variation procedure to take account of technical and scientific progress in accordance with
Articles 60(1) and 68 of LMPHM and Article 23 of Directive 2001/83/EC or Article 16 of Regulation (EC) No 726/2004. The product conforms with
current CHMP/CVMP quality guidelines where relevant. I confirm that no changes have been made to the product particulars other than those
approved by the Competent Authority.

IInaTenu Takcu [] Cyma/Banyra:
Fees paid or will be paid, if applicable Amount/Currency:

JmexaoCcT/CTaTyT
OcHoOBeH moanucBanN| Status (Job title)

Main Signatory

Hme Jlata

Print name Date

Bropu mognucpamy JmexaOCT/CTaTyT
(xvoemo e nodxodsauo) Status (Job title)

Second Signatory

(where appropriate)

Hme Jlara

Print name Date
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