FOumn 2011 Bx. Ne/nata

3ASIBJIEHUME 3A PASPEIIIABAHE 3A YIIOTPEBA HA JIEKAPCTBEH ITPOAYKT
APPLICATION FORM

PE3IOME HA TOCHUETO

SUMMARY OF THE DOSSIER

AIMHUHUCTPATUBHU JAHHHN
ADMINISTRATIVE DATA

ToBa e opmyisip Ha 3asBICHHE 3a pa3pellaBaHe 3a ynoTpeda Ha JIGKAPCTBEH MPOIYKT, KOETO Ce MojaBa B
M3nbviaaurennara arcHIuys 110 JICKapCTBaTa Mo HallMOHAJIHA IIpoucaypa, npoucaypa 1mo B3aMMHO IIPHU3HABAHC

WKW ACHCHTPAJIM3WpaHa mpoucaypa.
The application form is to be used for an application for a marketing authorisation of a medicinal product for human use submitted to the Bulgarian Drug Agency
under either a national, mutual recognition or decentralised procedure.

3a Bcsika JiekapcTBeHa GopMa U KOJMYeCTBO HA AKTMBHOTO BellleCTBO B 1030Ba eIMHMIIA, OTIPe/ie/ieHa

Maca WJIHM 00eM ce mMonbJaBa OTAC/JIHO 3adABJICHUC
Usually a separate application form for each strength and pharmaceutical form is required.

AEKJIAPAIIUSA U TTIOAIINUC
DECLARATION and SIGNATURE

HNme (cBO001HO M30PAHO) HA JIeKAPCTBEHUS MPOAYKT:
Product (invented) name:

Ha xupuimna:

Cyrillic

Ha naTununa:

Latin

KonuyecTBo(a) Ha akTUBHOTO(MTE) BEIIECTBO(A) B 1030Ba €IUHUILIA

(3a ompeneneHa Maca wiu ooem %):
Strength(s):

JlekapcTBena ¢gopma:

Pharmaceutical form:

AkTHBHO(H) BellecTBO(a):
Active Substance(s):

3asBuTen:
Applicant:

YILJIHOMOLIEHO OT 3asiBUTEA

JINIIE 32 KOPeCTOHIeHIMs *:
Person authorised for communication®, on behalf of the Applicant:

[TorBbpkAaBaM, Y€ BCHUYKM HAJIWYHM JAHHHU, KOUTO C€ OTHACAT JO KayecTBOTO, O€30MacHOCTTa M
e(pUKaCHOCTTa Ha JEKapCTBEHUS MPOAYKT ca MPEJCTaBEHH B JOCUETO.

[ToTBBpKIaBaM, Y€ BCUUKH JaHHM Ca NMPEACTABEHHU KAKTO HAa XapTHEH, TAKa U HA €JIEKTPOHEH HOCHUTEN U Y€
uHpOpMaLKATa Ha IBaTa BU/Ia HOCUTENH € UACHTHYHA.

[ToTBBprKIaBam, Ue ca TIaTeHU BCUYKU TakcH 1mo Tapudara mo wi. 21, an. 2 ot 3JINIXM* *

It is hereby confirmed that all existing data which are relevant to the quality, safety and efficacy of the medicinal product have been supplied in the dossier, as
appropriate.

It is hereby confirmed that all data have been supplied both as hard copy as well as on electronic medium and the information on all kinds of media is identical.

It is hereby confirmed that fees have been paid according to the national rules.




OT UMETO HAa 3asIBUTEIIS
On behalf of the applicant

* [ ] BaGenerxka: [TbIHOMOMHOTO 3a KOPECIOHACHITUS U TIOAMKUCBAHE OT UMETO Ha 3asIBUTENS CE TPEIICTaBs

B IIpujiokeHue 5.4
Note: please attach letter of authorisation for communication/signing on behalf of the applicant in annex 5.4

#* [ | 3aGenexka: JIOKyMEHTUTE 3a TUIATEHH Takcu 1o Tapuda Ha TaKCHTe, KOUTO chOUpa V3IMbIHNTEIHATA
areHuys 1o JIeKapcTBaTa IIPH OCHILECTBABAaHE Ha JAelHocTUTe N0 Wwi.21, an. 2 ot 3JIIIXM ce npexacrasar B

npuioxenue S.1.
Note: if fees have been paid, attach proof of payment in Annex 5.1

[Moamuc(un)
Signature(s)

NUME*
NAME*

JrbxxHOCT/DyHKITHS
Function

Haceneno mscro nata (TTrT-MM-J1)
Place date (yyyy-mm-dd)

CL;!’L[pKaHl/le (Table of contents)
ﬂeknapaum{ M MOoANHUC (Declaration and signature)

1.1
1.2

1.3
1.4
1.5

1.6

2.
2.1
2.2

23
2.4
2.5
2.6

BU1 HA 3AABJIEHUETO (TYPE OF APPLICATION)
3asBIICHHETO € 3a (This application concerns)

JlexkapcTBeH MPOAYKT, NMpEeAHA3HAYEH 3a JIEUCHHE, MPO(MIAKTHKA WIM JUATHOCTHKA Ha PEOKH 3a00isBaHuSA (Orphar
medicinal product designation)

[To3oBaBa ce Ha [Ipunoxenue I ot Permament (EO) Ne 1234/2008" (Referring to Annex I of Regulations (EC) Ne 1234/2008
B cwotsercraue ¢ Jupextusa 2001/83/EO? (According to Directive 2001/83/EC)
Pasrnesxnane Ha TOBa 3asABJICHHE C€ M3UCKBA W BBHB Bpb3ka ¢ wi. 10(1), wr. 10(5), wn. 22 u un. 74(a) ot JupekTuse

2001/83/EO wnu wi. 14(7), un. 14(8) u un. 14(9) or Permament (EO) No726/2004° (Consideration of this application is alsc
requested under the following Article 10(1), Article 10(5), Article 22 and Article 74(a) of Directive 2001/83/EC or Article 14(7), Article 14(8) anc
Article 14(9) of Regulation (EC) N° 726/2004)

WznckBanus BbB Bpb3Ka ¢ Permament (EO) Ne 1901/2006 (“Ilenmarpuuen periameHT”’) (Requirements according to Regulatior
(EC) No 1901/2006 (‘Paediatric Regulation’))

JAHHU KBbM 3ASABJIEHUETO 3A PA3PEIIIABAHE 3A YIIOTPEBA (MARKETING AUTHORISATION APPLICATION PARTICULARS)
I/IMe(Ha) 1 ATC koxa (Name(s) and ATC code)

KonnyecTBo Ha akTUBHOTO BCHICCTBO B J030Ba €JUHHUIIA, OIPEACICHA Maca WIH 066M; JICKapCTBCHA (I)OpMa; II'bT He
BBbBEXKJaHE; OIIAKOBKA U KOJIMYECTBA B €JHA OIIaKOBKa (Strength, pharmaceutical form, route of administration, container and pack sizes)
PexxuMm Ha oTnyckaHe, pa3npocTpaHeHue U MpoMoLus (Legal status)

[Ipurexaren Ha pa3penIecHHETO 3a yrnoTpeda, JIHIa 3a KOHTAKT, (hupmMa (Marketing authorisation holder, Contact persons, Company)
IIpousBoautenu (Manufacturers)

KauecTBeH 1 KOJIUYECTBEH ChCTaB (Qualitative and quantitative composition)

HAYUYHA KOHCYJITALUS (SCIENTIFIC ADVICE)
JAPYI¥ 3ASIBJIEHUSA 3A PA3ZPEIIABAHE 3A YIIOTPEBA (OTHER MARKETING AUTHORISATION APPLICATIONS)
ITPHJIOKEHHU TOKYMEHTH (APPENDED DOCUMENTS)

'0JL 334 12/12/2008, ctp. 7 — 24
2 Jombiaeno ¢ JupextuBa 2004/27/EO OJ L - 136, 30/04/2004, p. 34 — 57 u JupexruBa 2004/24/EO OJ L — 136, 30/04/2004, ctp. 85 — 90
> OJ L 136 30/04/2004, ctp. 1 — 33
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BU/ HA 3ASIBJIEHUETO
TYPE OF APPLICATION

3abenexka: CbHOTBETHUTE TOUKH HAa TO3H pa3aei ce mombJIBaT, KOraTo € HCO6XO,I[I/IMO.
Note: The following sections should be completed where appropriate.

1.1. 3ASABJEHHUETOE 3A:

THIS APPLICATION CONCERNS:

[ ]1.1.1. IEHTPAJIM3MPAHA IIPOLEAYPA (B chotBercTBHe ¢ Permament (EO) No 726/2004)
A CENTRALISED PROCEDURE (according to Regulation (EC) No 726/2004)

[ ] «3ampmxurenen o6xpar» (Unen 3(1))
«Mandatory scope» (Article 3(1))
[Tpunoxenue (1) (BuorexnosnoruyeH ekapcTBeH MPOITYKT)
Annex (1) (Biotech medicinal product)

[Tpunoxenue (3) (HoBo akTHBHO BEIIECTBO 32 3a/{b/UKUTEIHU OKA3aHMUS)
Annex (3) (New active substance for mandatory indications)

[Tpunosxxenue (4) (JlekapcTBeH NPOAYKT NIPeIHA3HAYEH 32 JeYeHUE, TPODUIAKTUKA WM MATHOCTHKA HA

penku 3a00IsBaHMA)
Annex (4) (Orphan designated medicinal product)

[ ] «O6xBar no u36op» (Unen 3(2))

« Optional scope » (Article 3(2))

[ ] Ynen 3(2)(a) (Hoso axtupHo Bemectro)
Article 3(2)(a) (New active substance)

[ ] Ynen 3(2)(b) (3naunmo HOBOBLBEIEHNE WM B MHTEPEC Ha MauenTute ot Esponeiickus Chios (EC))
Article 3(2)(b) (Significant innovation or interest of patients at Community level)

[ ] «'eHepuden Ha IPOAYKT, pa3pelieH 110 [eHTpaTu3upana mporeaypa » (wi. 3(3))
«Generic of a Centrally Authorised Medicinal Product» (Article 3(3))

[ ] «Pa3pemenue 3a ynorpeda, BKIIOYBAIIO NeANAaTpHYHH nokasanus» (U1. 28 ot Pernament (EO) Ne
1901/2006)

«Marketing Authorisation including pediatric indication» (Article 28 of Regulation (EC) No 1901/2006)

[ ] «3asBnenne no wir. 29» (Y. 29 or Pernament (EO) Ne 1901/2006)

«Article 29 application» (Article 29 of Regulation (EC) No 1901/2006)

[ ] «Paspenrenne 3a ynorpe6a Ha JIekapCTBEHH NPOAYKTH, NpeIHA3HAYCHH 3a NeIUaTPHYHA yIoTpe6a
(PUMA)» (Y. 31 ot Pernmament (EO) Ne 1901/2006)

«Paediatric Use Marketing Authorisation (PUMA)» (Article 31 of Regulation (EC) No 1901/2006)

Hata na npuemane/notBbpkaaBane 0T CHMP: (Date of acceptance/confirmation by CHMP)
(TTIT-MM-1T) (yyyy-mm-dd)

[] Jloknaauuk: [ ] Comoxmamunk:
(Unen na CHMP) (Unen na CHMP)
Rapporteur: Co-rapporteur:
(Name of CHMP Member) (Name of CHMP Member)

[ ] 1.1.2. IIPOLEIYPA 110 B3AMMHO IPU3HABAHE 1o wi. 74 u 76, an. 1 or 3JIIIXM wu un. 28 (2) or
Hupextusa 2001/83/EO

A MUTUAL RECOGNITION PROCEDURE (according to Article 74 and 76(1) of LMPHM and Article 28(2) of Directive 2001/83/EC)

» PeepenTHA TBpIKaBa-dIICHKA:

Reference Member State:

= Jlata Ha pa3pelIaBaHeTo 3a ynorpeba: (ITrr-MM-1):
Date of authorisation: ( yyyy-mm-dd):

- HOMep Ha pa3pCIICHUCTO 3a yHOTpe6a:

Marketing authorisation number:

(1a ce mpUIIOKM KOMHE OT Pa3pelIeHUueTo — BxK. pasznen 4.2)
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(a copy of the authorisation should be provided - see section 5.2)

= Homep Ha npouenypara:
Procedure number:

[ ] ITbpBo nm3nmo3Bane

First use

= 3acernara (1) appkaBa-uieHka(n) (oTOenexere):
Concerned Member State(s) (specify):

AT |[] |BE |[] [BG [[] |cy |[] |cz |[L] |pE |[] |DK |[] |EE |[]

EL ([ ] |ES ([ ] [FI (] |FR |[] |HU |[] |IE |[] 1S [[] (1T |[]

Lt (] |t (] (tu (] |wv ] |MT |[] INL [[] [NO [[] |PL |[[]
PT ([ ] |[RO [[] [SE |[[] |sI |[] |sK |[] |UK |[]

[Tpemtoxena ob1a fara 3a MOTHOBSIBAHE:

Proposed Common Renewal Date:

= AKO ce KaHANAaTCTBA 34 OTMsAHA WX U3MCHCHUC B IMKbBJIA HA IIOAABAHC HA NICPUOJUYIHHN OOKJIAAU

3a 6C3OH3.CHOCT, C IICJI XapMOHH3WPAHE C pOKACHATA JaTa 3a BEICCTBOTO, MOJIA ITOCOUCTEC:
If a waiver or amendment of PSUR-cycle is applied for, to harmonise with a substance birthdate, please specify:

[ | IoBTopHo M3n0a3Bane 1™ BhaHA (MOmbIHETE U pasaen 4.2)
Repeat Use 1% Wave (please also complete section 4.2)

° CJ'IC,Z[ IIbpBOHAYAIIHA ACOCHTPAJIN3HUpaHa Impoucaypa
(After initial decentralised procedure)

® CJ'IC,Z[ II'bpBOHAYAJIHA IpoHeaypa 1o B3aMMHO ITPU3HABAHEC
After initial mutual recognition procedure

= acernata(u) abpkaBa-uiaeHKa(n) (oTOEIeKETE):
Concerned Member State(s) (specify):

AT ([ ] |BE |[] |BG |[] |cy |[] |cz |[J |pE |[] |DK |[ ] |EE |[]

EL ([ ] [ES (] [FI |[] |FR |[] |HU |[] |1IE |1 [1s [[] (1T (L]

Lt |[] |t (] |cu ([ |ov [L] |IMT ] INL [[] |NO [[ ] |[PL |[]
PT [[ ] |RO [[] [SE |[[] IsI |[] IsK |[] |UK |[]

3a ciieIBaIy MpoIeIypyr KOTMUpaTe TadauIaTa mo-rope
For subsequent procedures copy the boxes above

CeriacyBaHa o0111a 1aTa 3a MoIHOBSIBaHE:

Agreed Common Renewal Date :

[ ]1.1.3. JIEUEHTPAJIM3NPAHA MPOIEAYPA 110 un.75 1 wi. 76, an. 3 ot 3JITIXM u ui. 28(3) ot JlupekTusa
2001/83/EO

A DECENTRALISED PROCEDURE (according to Article 75 and 76(3) of LMPHM and Article 28(3) of Directive 2001/83/EC )

. Pe(pepeHTHa AbprKaBa-4JICHKA:
Reference Member State

= HOMep Ha 1rmpoueaypara:
Procedure number

= acernata(u) abpkaBa-uiaeHKa(n) (oTOEIeKETE):
Concerned Member State(s) (specify)

AT |[] |BE [[] [BG |[] |cYy |[] |cz |[[] |DE |[ ] |DK ([ ] |EE |[ |

EL |[] |ES |[] |F1 (] |[ER ([ ] |HU |[[] |IE [ |1s |[] |1t |[]

Lr (] (T (] |(rUu (] |wv ] |MmT (] INL |[] [NO [[] |PL |[]
PT ([ ] |[RO [[] |SE [[] |st |[] |sK |[[] |UK |[]




= AKO ce KaHANAaTCTBA 34 OTMsAHA WX U3MCHCHUC B IMKbBJIA HA IIOAABAHC HA NICPUOJUYIHHN OOKJIAIU

3a 6C3OH3.CHOCT, C IICJI XapMOHHM3HPAHE C pOKACHATA JaTa 3a BEICCTBOTO, MOJIAA ITOCOUCTEC:
If a waiver or amendment of PSUR-cycle is applied for, to harmonise with a substance birthdate, please specify:

B cayuyaii Ha mnpoueaypa 3a MOBTOPHO M3MOJ3BaHE CJieJ MbPBOHAYAJIHA JIEHEHTPATUZHPAHA

npoueaypa, Mo, monbianere paszaen 1.1.2.- [ToropHo u3nonssane 1™ phina
In case of repeat-use procedure after an initial decentralised procedure, please complete section 1.1.2 — Repeat Use 1™ wave

[ ]1.1.4. HALUMOHAJIHA [IPOLIELYPA

= J[bpxaBa:
Member State

- HOMep Ha 3ad4BJICHUCTO, aKO € IIPHUITIOKHNMO:
If available, application number

= AKO C€ KaHJIUJATCTBA 3a OTMSHA WM U3MEHEHWE B IMKbJIA HA T0/IaBaHEe HA TIEPHOTUIHH JTOKIATN

3a 6€30IIaCHOCT C LCJI XapMOHU3UPAHC C POKACHATA AaTa 3a BEUICCTBOTO, MOJIA TOCOYCTC!:
If a waiver or amendment of PSUR-cycle is applied for, on a voluntary basis, to harmonise with a substance birthdate, please specify:

1.2. HNH®OPMALUA 3A JEKAPCTBEHU NPOJAYKTHU, MPEAHASHAYEHM 3A JIEYEHUE,
INPOPUIAKTHUKA WIN JUATHOCTUKA HA PEJIKHU 3ABOJISIBAHUS

ORPHAN MEDICINAL PRODUCT INFORMATION

1.2.1. TIOJABAHO JI¥ E 3ASIBJIEHUE 3A ONPEJEJSHE HA TO3U JIEKAPCTBEH MMPOJAYKT KATO IPOJYKT,

IIPEJTHABHAYEH 3A JIEYEHUE, TIPO®UIIAKTHKA WA IMATHOCTHUKA HA PEJIKH 3ABOJISIBAHUA?
HAS ORPHAN DESIGNATION BEEN APPLIED FOR THIS MEDICINAL PRODUCT?

[] He

No

[l Ja  Homep Ha mpomemypaTa 3a ONpelelsHE Ha NPOAYKTa KAToO JIGKAPCTBEH IPOJYKT,

MNpcaAHa3HaA4YCH 3a JICUHCHUC, HpO(l)I/IJIaKTI/IKa HJIM AUarHOCTUKA Ha PCAKU 3a00JIsIBaHHUS:
Yes Orphan Designation Procedure Number:

[] Ipomenypara He e 3aBbpummia
Pending

|:| H3pageHo pemieHue, ¢ KOSTO IPOAYKTHT € onpeAesieH KaTo JJeKapCTBEH MPOAVKT,
OpeaHa3Ha4YCH 34 JICUCHUC, HDOd)I/IJ'IaKTI/IKa NN AUAarHOCTUKA HAa PCAKU 3a00/IIBaHNA
Orphan Designation Granted
JHara (rrrr-MmM-1):
Date (yyyy-mm-dd):

Ha ocHoBanue Ha kpuTepus "3HauMTeNHA 1on3a'": [ 1)1
Based on the criterion of "significant benefit": Yes

[ He
No
Howmep B peructspa Ha EC 3a nexkapcTBeHUTE NPOAYKTH, TPEIHAZHAYEHHU 3a JICUEHHUE,

npo(UIaKTUKA WM TUATHOCTHKA Ha PEAKHU 3200 IsIBaHUS:
Number in the Community Register of Orphan Medicinal Products:

[ ] ITpunoskere Komue OT pelICHUETO 3a onpeeNsHe (npuioxkenue 5.18)
Attach copy of the Designation Decision (Annex 5.18)

I:' Hznanen oTkas 3a onpeAciasHe Ha OPOAYKTA KaTO JCKAPCTBEH MPOAYKT, MPEeAHA3HAYCH 34

JedYcHUe, NPOUIAKTHKA WK JIMATHOCTUKA HA PEJIKU 3a00JIsIBAHUS
Orphan_Designation Refused
Jara (rrrr-MM-1):
Date (yyyy-mm-dd):
Howmep nHa pemenuero Ha EBponerlickata Komucus:
Commission Decision Reference Number:
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I:' OTTeryisiHe Ha 3asBJICHHETO 3a ONpeAC/ISHE Ha NPOAYKTa KaTo JIEKAPCTBEH HPOAVKT,
OpeaHa3Ha4YCH 34 JICUCHUC, HDOd)I/IJ'IaKTI/IKa WiIn JUarHoCTHKa Ha pECaKu 3a00JIsIBaH U

Orphan Designation Withdrawn

Jara (rrrr-MM-1):

Date (yyyy-mm-dd):

1.2.2. UH®OPMAILIMSI CBbP3AHA C ThPTOBCKATA M3KJIIOYUTEJIHOCT HA JIEKAPCTBEHUTE IPOJIYKTH,

NPEJHA3ZHAYEHMU 3A JIEYEHUE, IPOPUITAKTUKA UJIN JUATHOCTHUKA HA PEJIKH 3ABOJIAIBAHU S
INFORMATION RELATING TO ORPHAN MARKET EXCLUSIVITY

Onpeneasin JiM e JIeKAPCTBEH MPOAYKT KaTo MNpeJHA3HAYEH 3a JedeHHe, NPOPMIAKTHKA WIH
AUATHOCTHKA HA peAKH 3a00/1ABaHMA, 32 CbCTOSHHE, CBBP3aHO C MOKa3aHMETO, MPEIJI0KEHO B TOBa

3asgiBJIeHHe?

Has any medicinal product been designated as an Orphan medicinal product for a condition relating to the indication proposed in this
application?

[]
[]

He
No

Ha
Yes

ITocouetre Homepa(Ta) Ha B peructbpa Ha EC 3a nexkapcTBEHM NPOAYKTH, NpeJHA3HAYECHU 3a

JICUCHHC, HpO(bI/IJ'IaKTI/IKa WM TUAaTrHOCTHUKA Ha PEOKHU 3a00/IIBaHM:
Please specify the EU Orphan Designation Number(s):

IIpu otroBop “na”, u3naaeHo Jum e paspemienue 3a ynorpeéa B EC Ha HAKko# oT nmpoaykTure,
onpesieleHH KATO NMpeJIHA3HAYEHM 3a JiedeHHe, MPOPUIAKTHKA MIH JTMATHOCTUKA HA PeIKHU

3a00/19BaHuA?
If yes, has any of the designated Orphan medicinal product(s) been granted a marketing authorisation in the EU?

[]
[]

He
No

Ha
Yes
Momns yTouHere:
Please specify:
- I/IMG, KOJIMYECTBO HAa aKTUBHOTO BEIICCTBO B J0O30Ba CAWMHHIA, OIIPCACIICHA Maca NI O6GM,
" JICKApCTBCHA (bopMa Ha paspCIICHU: 3a yHOTpe6a JICKapCTBCH POAYKT:
Name, strength, pharmaceutical form of the authorised product:
= IMme Ha IIPUTEKATEIIA HA Pa3pCIICHUECTO 3a YHOTpe6aZ
Name of the marketing authorisation holder:
» Homep(a) Ha pa3peleHneTo 3a ynorpeoa:
Marketing authorisation number(s):

- I[aTa Ha n31aBaHE Ha Pa3pCUICHUCTO 3a yHOTpe6a:
Date of authorisation:

IIpu otroBop “ma”, NEeKapCTBEHUAT MPOAYKT, NMPEAMET HA 3asBICHHETO, CUMUTA JHU CE 3a
“momgo0eH” Ha HAKOW OT pa3penieHuTe 3a yrnoTpeda JIeKapCTBEHH MPOIAYKTH, PEIHa3HAYCHU
3a JeuyeHue, NpopUIAKTUKA WIM JUArHOCTHKA Ha pelku 3alonsBaHusA? (cveracHo un.3 om
Pecnamenm (EO) Ne 847/2000)

If yes, is the medicinal product, subject of this application, considered as “similar” to any of the authorised Orphan medicinal product(s)? (as
defined in Article 3 of Commission Regulation (EC) No 847/2000)

|:| He (na ce nomrbnaau moayn 1.7.1)
No (module 1.7.1 to be completed)

[] Ha (na ce nonbynat mogynu 1.7.1 u 1.7.2)
Yes (modules 1.7.1 and 1.7.2 to be completed)



1.3.

TOBA _E 3ASBJEHUE 3A U3BMEHEHUE HA PA3PEIIEHWE 3A YIIOTPEBA, BOJEIIO JIO
PA3IIUPSIBAHE HA OBXBATA CBIJIACHO Wi. 66 OT 3JIIIXM M INPWIOKEHME 1 HA

PErJAMEHT (EQO) Ne 1234/2008

IS THIS AN APPLICATION FOR A CHANGE TO YOUR EXISTING MARKETING AUTHORISATION LEADING TO AN EXTENSION AS REFERRED TO IN
ARTICLE 66 OF LMPHM AND ANNEX I OF REGULATIONS (EC) NO 1234/2008 ?

[] He (nonvaneme pazoen 1.4.+1.6.)

No (complete section 1.4..+1.6.)

[] Ha (nonvaneme ungopmayusma no-0ory 8 mo3u pasoen kamo u 6 pasoeau 1.4.+ 1.6)
Yes (complete sections below and also complete section 1.4. + 1.6)

Moust yrouHere:
Please specify:

I:' IIpoMsiHa B KQUCCTBOTO Ha 00SBEHO aKTUBHO BE€IIECCTBO, KOATO HE I'O OIIPEACISI KaTO HOBO

AKTHBHO BCIIICCTBO
qualitative change in declared active substance not defined as a new active substance

|:| 3aMsiaHa C JpyTra COJ WU €CTCP, KOMIIJICKC HUJIM IIPOU3BOJHO (C’bC cbliaTa TCPAINCBTHUYIHO

aKTHBHA 4acT)
replacement by a different salt/ester, complex/derivative (same therapeutic moiety)

3aMsHa C Jpyr u3omMep, CbC CMEC OT U30OMEPH, WM 3aMsHa Ha CMEC OT U30MCpPU C CAUH

H30MED
replacement by a different isomer, mixture of isomers, of a mixture by an isolated isomer

I:' 3aMsHa Ha OMOJIOTUYHO BEUICCTBO WJIN HaA OHMOTEXHOIIOTHYEH IMPpOAYKT
replacement of a biological substance or product of biotechnology
HOB JIMTaH]l WJIM MEXaHU3bM Ha CBBP3BaHE MpHU painopapMalieBTUK
new ligand or coupling mechanism for a radiopharmaceutical
[ ] nmpomsHa Ha ekcTpaxupamus pasTBOPHTET WM HA CHOTHONIEHHETO pPACTHTEIHO
BCH_ICCTBO/paCTI/ITeHeH npemnapar

change to the extraction solvent or the radio of herbal drug to herbal drug preparation
[] MpOMsiHA B OMOHAIMYHOCTTA
change of bioavailability
[ ] mpomsna BEB apMakOKHHETHKATA
change of pharmacokinetics

IpoMsAHa U ,Z[O6aB51He Ha HOBO KOJIMYECTBO 3a J0O30Ba C,Z[I/IHI/IL[a/aKTI/IBHOCT Ha aKTUBHOTO
BCUICCTBO
change or addition of a new strength / potency
[ | npomsina nim no6aBsiHe Ha HOBA eKapcTBeHa (hopMma
change or addition of a new pharmaceutical form
I:I MMpoMsiHa UJIN I[O6aB$IHe Ha HOB IIbT HAa BBBCK/IAHC
change or addition of a new route of administration
3abenesncka:
3aseumensam no Hacmosuwomo 3aseieHue mpsaoea 0a 6voe UOeHMUYEH C NPUMeNCamessim Ha
Cchulecmay8auomo paspeuierue 3a ynompeoa.
Tvpeosckomo ume mpsabea 0a e Cbuomo Kamo Ha paspeutenuss 3a ynompeoa npooykm.
Ilpu nonwvneane na mo3u pazden mpsbséa oa 6voam cnaszeHu uucKkeanusma wa 4i. 27, an. 1,
28, 30 an. 1, 31 u 32 om 3JIIIXM u na un. 8(3),10.1,10a, 10b, 10c u 21 na /[upexmusa

2001/83/E0.

Note:

the applicant of the present application must be the same as the marketing authorisation holder of the existing marketing authorisation

this section should be completed without prejudice to the provisions of Articles 27(1), 28, 30,(1), 31 and 32 of LMPHM and Articles 8(3),
10.1, 10a, 10b, 10c, and 21 of Directive 2001/83/EC

@ lanHu 32 M3/1a/1eHOTO pa3penienue 3a ynorpeda B EC/bbarapusi:
For existing marketing authorisation in the Community / Member State where the application is made

= Ime Ha IIPUTEKATCIIA HAa Pa3pCIICHUCTO 3a yHOTpeGa:

Name of the marketing authorisation holder

u I/IMG, KOJIMYCCTBO HAa aKTUBHOTO BCUICCTBO B A030Ba CAHMHUIIA, ONPCACIICHA MacCa HUIIN OGCM,
JICKapCTBCHA (bopMa Ha paspCIICHUA IPOAYKT:

Name, strength, pharmaceutical form of the existing product

= Homep(a) Ha pa3pemieHueTo 3a ynorpeoba:

Marketing authorisation number(s)
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1.4.

1.4.1.

1.4.2.

TOBA 3AABJEHUE CE OCHOBABA HA CJIEAHWUA YJEH HA 3JIITXM U HA JINPEKTHUBA
2001/83/EO

This application is submitted in accordance with the following Article in LMPHM and Directive 2001/83/EC

3abenexcka: To3u pazden ce nonwvisa 3a 6CAKO 3as61eHUe, BKTIOYUMENHO 3a 3ds61eHue no pazoen 1.3.
3a noseue noopoornocmu eaxuc. benesxcku kom 3assumenrume (Notice to Applicants), Tom

24, enasa 1.
Note: section to be completed for any application, including applications referred to in section 1.3 for further details, refer to Notice to Applicants,
Volume 24, Chapter 1

[ ] 3asBaenne mo ua. 27, an. 1 or 3JIIIXM u w1 8(3) or Jupextuna 2001/83/EO (1.e. nocue ¢

AAMUHUCTPATHBHU JAaHHHU 32 KAaY€CTBOTO, HCKIIMHUYHHA U KIIMHUYHH uamm* )
Article 27(1) of LMPHM and Article 8(3) of Directive 2001/83/EC application, (i.e. dossier with administrative, quality, pre-clinical and clinical
data*)

[ ] HoBo akTuBHO BemiecTBo
New active substance

3abenexcka: akmueHomo eeecmeo He 61usza 6 coecmaed Ha npoc)me paspeuien 3a ynompe6a om

KomMnemeHmeH op2an uiu om EC (npu yeHmpaiusupana npoue()ypa)
Note: constituent of a product not yet authorised by a competent authority or by the Community (for centralised procedure)

[ ] U3BecTHO akTHBHO BelecTBO
Known active substance

3abenesicka: .6n1uza 6 cvcmasa Ha NPOOYKm, KOUMO e paspeuieH 3a ynompeda om KOMHemeHmeH
opean unu om EC
.CHOUUAM UTU OpY2 NPUMeNcamen Ha paspeueHuemo 3a ynompeoa
.* 3a pazwupsaeane na obxeama Ha pazpeuieHue 3a ynompeoa, uz0ao0eHo 8b3 0CHO8A HA
NBIHO 0ocue, NPenpamKy Mo2am 0a ce npagsim camo no OMHOUleHUe HA HeKIUHUYHUME

U KIUHUYHUME OAHHU
Note: . constituent of a product already authorised by a competent authority or the Community
. same or different marketing authorisation holder
* for extensions of complete applications, cross references can only be made to pre-clinical and clinical data

[ ] 3anBaenne mo wi. 28 ot 3JIIIXM u wi. 10(1) ot {upextusa 2001/83/EQ 3a reHepuyen
NPOAYKT

Article 28 of LMPHM and Article 10(1) of Directive 2001/83/EC generic application

3abenescka: 3anenenue 3a eenepuyeH iekapcmeer npooykm no cmucviaa Ha § 1, m. 9 om 3JITIXM u
Ha un. 10(2)(b) om [Jupexmusa 2001/83/EO, ¢ nozosasane na pegepenmer iekapcmeeH
npooykm, pazpeuiet 3a ynompeba 6 ovpcasa-unenka Ha EC.

Tpsabea oOa 6OvOam npedcmaseHu NbIHU AOMUHUCIIPAMUBHU OAHHU, OAHHU 3d
Kayecmeomo u Cbomeemuume noOX0O0AWYU HEKIUHUYHU U KIUHUYHU OAHHU KO2AMmO e

NPUTIOIHCUMO.
3a noseue nodpo6ﬂocmu eoic. bBeneocku kvm 3asa6umenume (Notice to applicants), mom
24, enasa 1

Note:. application for a generic medicinal product as defined in § 1, p. 9 of LMPHM and Article 10(2)(b)of Directive 2001/83/EC referring

to a so-called reference medicinal product with a Marketing authorisation granted in a Member State or in the Community.
. complete administrative and quality data, appropriate pre-clinical and clinical data when applicable
refer to Notice to Applicants, Volume 24, Chapter 1

m PedepeHTEH JICKApCTBEH IPOAYKT

3abenexcrka:Heobxooumo e usbpanusm aekapcmeen npooykm mpsaoea oa 6voe paspeuwern 6 Obwrnocmma c
NBIHO 00CUe 8 CbOmeemcmeue ¢ usuckeawuama Ha ui. 27, ar. 1 om 3JIHIXM u wn. 8 om [Qupexmuea
2001/83/EO

Reference medicinal product:
Note: The chosen reference medicinal product must be a medicinal product authorised in the Community on the basis of a complete dossier in
accordance with the provisions of Article 8 of Directive 2001/83/EC.




m Jlexapcmeen npoodykm, Koumo e uiu e oun paspeuien 3a ynompeoa ¢ EHII ¢ coomeemcmeue
¢ usckeanuama na Qougnocmma npedu ne no-wanko om 6/10 zoounu
Medicinal product which is or has been authorised in accordance with Community provisions in force for not less than 6/10 years in the EEA
= JIMe Ha npoayKTa, KOJIMYECTBO HA aKTUBHOTO BEILIECTBO B I030Ba €AMHULIA, OIIPEAEIEHA Maca
unu obeM, JekapcTBeHa(n) hopma(u):
Product name, strength, pharmaceutical form
= [Iputekaresn Ha pa3pelIeHueTo 3a ynorpeoa:
Marketing authorisation holder
= [IspBO pazpemaBane 3a ynorpebda: Jlara (rrrr-mm-ann)
First authorisation: Date (yyyy-mm-dd)
»Pazpemienue 3a ynorpeda u3aaieHo B:
o EC

0 /JwpxaBa-unenka (na EUII):
= Marketing authorisation(s) granted by:

o0  Community

0  Member State (EEA):

= Homep(a) Ha pa3pemieHneTo(sTa) 32 ynorpeoa:
Marketing authorisation number(s)

3abeneaxcka: mosu pazden onpedens peghepeHmHus 1eKApCmMeeH nPooyKm, U30pan ¢ yel YCmaHo8sa8aHe
U3MUYAHemo Ha nepuooda 3a 3awuma Ha OaHHUMme.

Note: This section defines the reference medicinal product chosen for the purposes of establishing the
expiry of the data protection period.

m _Jlekapcmeen npooykm pazpeuien 3a _ynompeoa ¢ EC/ Penyoauxka bvazcapus, xvoemo e
nooaoeno 3asnenenuemo unu Eeponeiicku pepepenmen nekapcmeen npooyKm:
Medicinal product authorised in the Community/Member State where the application is made or European reference medicinal product
= [IMe Ha mpoayKTa, KOJIMYECTBO HA AKTUBHOTO BEILIECTBO B J030BA €IMHUIIA, ONPEACIICHA Maca
i 0obem, JexapcTBena hopma(un):

Product name, strength(s), pharmaceutical form(s)
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= [IpuTeskaren Ha pa3peleHUEeTo 3a ynoTpeda :

Marketing authorisation holder*
= Homep(a) Ha paspemnieHueTo(s1Ta) 3a ynorpeoa:

Marketing authorisation number(s)
= Pazpemenue 3a ynorpeda u3aaaeHo B:

o EC

0 IvpxaBa-unenka (na EUII):
= Marketing authorisation(s) granted by:

o0  Community

0  Member State (EEA):

m_Jlexapcmeen npooyKkm, Koumo e uiu_e 0wl _pazpeuien_3a_ynompeda 8 Cbomeemcmeue ¢
U3UuCKearnuama Ha 06114]-!06’"1"1(1 U_3a_KoUimo e OOKA3aHA _OUu0eK8UBAIeHMHOCM__CbC
CbOMGEMHU UBNUMBAHUA 30 OUOHAIUYHOOCHL:

3abeexka: TDH6Ba Ja € B CbOTBETCTBUC C ITOHATHUCTO 3a rI100aIHo PaspCuICHUC 3a VHOTD€6a, aKo

€ pa3sianu4dYCH OT JCKAPCTBCHHUA ITPOAYKT, ITIOCOYCH ITO-TOPEC.

Medicinal product which is or has been authorised in accordance with Community provisions in force and to which bioequivalence has been
demonstrated by appropriate bioavailability studies:

Note: Should be in accordance with the notion of global marketing authorisation, if different

from the medicinal product identified above:

= Ime Ha MMPOAYKTa, KOIMYCCTBO HaA aKTUBHOTO BCHICCTBO B J030Ba €AWHMHIIA, OIMPCACIICHA Maca
wim 06em, JekapcTBena hopma(un):
Product name, strength(s), pharmaceutical form(s)
4
- HpI/ITe)I(aTeJ'I Ha pa3pC€II€HuETO 3a yrIOTpe6a .
Marketing authorisation holder*

» JlaTa Ha pa3pemaBaHe 3a ynorpeoda: (TTrr-MM-71)
Date of authorisation (dd-mm-yyyy):



- PEBpeIJ_IeHI/IC 3a yHOTpe6a HU30a1C€HO B:
Marketing authorisation(s) granted by:

0 Espomeiickata o6mHOCT (EO) (Community)
0 IvpxaBa wienka (EUII) (Member State (EEA):

= Homep(a) Ha paspemnieHneTo(s1Ta) 3a yrnorpeoa:
Marketing authorisation number(s)

® I3TOYHUK Ha MMpoOAYyKTa (anmaBa-l{neHKa):
Member State of source:

» Petepenten Homep(a) Ha mpoyuBaneTo(siTa) 3a onoHamuaHocT/EudraCT HOMEp(a):

Bioavailability study(ies) reference number(s)/EudraCT number(s):

3abenexka: pasacabsrT OJa C€ IOBTOPU 3a BCCKM IMPOAYKT, HM3IOJI3BAH 3a AJOKa3BaHC Ha

OMOEKBUBAJIEHTHOCT.
Note: Section to be duplicated for each product used for the demonstration of bioequivalence

1.4.3. [ ] 3asiBaenne mo wi. 29, an. 1 or 3JIIIXM u mo uia. 10(3) ot JupextuBa 2001/83/EQ — 3a

XHOpPHIEH MPOAYKT
Article 29(1) of LMPHM and Article 10(3) of Directive 2001/83/EC hybrid application

3abenesicka: 3asenenue 3a rekapcmeer NPOOYKMmM ¢ N0308a6amne HA M. HAp. pedhepeHmen 1eKapCmeeH
npooykm, paspewien 3a ynompeba 6 owpoicasa-uienka Ha EC  wiu ¢ Obwrnocmma
(Hanpumep ¢ pa3iuyHa 1eKapCmeeHa Gopma, pasiuiHa mepaneemuyna ynompeoa, nom
HA 8bBEHCOAHE...).
vy aomunucmpamugHy OaHHU U OAHHU 30 KAYECm8OmMo, NOOX00AWU HEeKTUHUYHU U
KAUHUYHU OQHHU.

eoic. beneowcku kvm 3assumenume (Notice to Applicants), mom 24, enasa 1
Note: . application for a medicinal product referring to a so-called reference medicinal product with a Marketing Authorisation in a Member State or in
the Community (e.g. different pharmaceutical form, different therapeutic use... .)
. complete administrative and quality data, appropriate nonclinical and clinical data
refer to Notice to Applicants, Volume 24, Chapter 1

PedepenTeH JekapcTBeH NPOAVKT:
Reference medicinal product:

3abenescka: uzbpanusm pegepenmen nekapcmeen npooyKkm mpsaoea oa e paspeuier 3a ynompeba 6
EO 6v3 ocnosa na nvino docue, 6 coomeememaue ¢ usuckeanusma Ha ui. 27, ar. 1 om
3JITIXM u na un. 8 om Jqupexmusa 2001/83/EO

Note: The chosen reference medicinal product must be a medicinal product authorised in the Community on the basis of a complete dossier in
accordance with the provisions of Article 8 of Directive 2001/83/EC.

m Jlexkapcmeen npodykm, Koumo e uiu e oun pazpeuien 3a ynompeoa e EUII ¢ cvomeemcmeaue
c usuckeanuama na Qownocmma npedu He no-waako om 6/10 zoounu.
Medicinal product which is or has been authorised in accordance with Community provisions in forcefor not less than 6/10 years in the EEA:
= JIMe Ha MNpoOAYKTa, KOJIMYCCTBO Ha AKTUBHOTO BCHICCTBO B J030Ba CAWMHUIIA, OIMPCACIICHA Maca
nuiam ooeM, exapcTBeHa(u) popma(n):
Product name, strength, pharmaceutical form(s)
= [Iputekaren Ha pa3pelIeHueTo 3a ynorpeoa:
Marketing authorisation holder
» JlaTa Ha pa3pemiaBane 3a ynorpeda (Irrr-MM-11):
Date of authorisation (yyy-mm-dd)
» Pa3pemennero(sTa) 3a ynorpebda e u3aaeHo oT:
Marketing authorisation(s) granted by:
0 Espomneiickara o61urHoCT (EO) (Community)
0 JIvpxaBa wienka (EUII) (Member State (EEA):
» Homep(a) Ha pa3peleHneTo 3a ynorpeoa:
Marketing authorisation number(s)
* TpsiGBa 1A ce cumTa 3a “eMH ¥ ChII” KATO TO3HM MOCOYEH mo-rope, kakTo ¢ B Commission Communication (98/C 299/03) (r.e.
MPUHAUIEKAIIY KbM €JHO U CBILO APYKECTBO MM OOCIUHEHHUS OT JPYIKECTBA, UITH KOUTO Ca CKITFOUYMIIH JIUICH3UOHEH JI0T0BOP)
* Should be considered the “same” as the one identified above, as per the Commission Communication (98/C 299/03) (i.e.
belonging to the same mother company or group of companies or which are “licensees”)




3abenescka: To3u paszden onpedens peghepeHmuuam JeKapcmeen npooykm, uzopaw ¢ yei

YCcmaHoeseaHe Ha Kpas Ha nepuoda Ha 3awyuma Ha oanHume.
Note: This section defines the reference medicinal product chosen for the purposes of establishing the expiry of the data protection period.

m Jlekapcmeen npodykm, paspeuien 3a ynompeoa ¢ EQ/ Penyoauka bvazapusa unu esponeiicku

petﬁepenmen JIeKapcmeen npodykm
Medicinal product authorised in the Community/Member State where the application is made or European reference medicinal product:

= JIme Ha npoAayKTa, KOJ'II/I‘ICCTBO(EI) Ha aKTHBHOTO BCHICCTBO B NO030Ba CAWHHUIIA, OIIPCIACIICHA

Maca uinu odeM, JekapcTBeHa(n) hopma(u):
Product name, strength(s), pharmaceutical form(s)

4
. HpI/ITe)KaTeJI Ha paspClICHUCTO 3a YHOTpe6a .
Marketing authorisation holder

» Pazpemennero(siTa) 3a ynorpebda e u3aaieHo oT:
Marketing authorisation(s) granted by:

0 Espomneiickara o61rHoCT (EO) (Community)
0 JIvpxaBa wienka (EUII) (Member State (EEA):

» Homep(a) Ha pa3pelieHneTo 3a ynorpeoa:
Marketing authorisation number(s)

B Pasnnune(s) B cpaBHEHHE ¢ pedepEHTHHUS JIEKAPCTBEH IIPOAYKT:
Difference(s) compared to the reference medicinal product

[ ] npomenn B akTMBHOTO(MTE) BemecTBO(a)
changes in the active substance(s)

IIpoOMsAHA B TCPANICBTUYHUTE IMOKA3aHUA

change in therapeutic indications

IIpoOMsIHA B JICKAPCTBCHATAa (I)OpMa

change in pharmaceutical form
I:' IIpOMsAHA B KOJIMYCCTBOTO HAa aKTUBHOTO BCIICCTBO B M030Ba CIAWHHUIIA, OIIPEACIICHA Maca
Wi 06em

change in strength (quantitative change to the active substance(s))

IIpoOMsAHA B IIBTA Ha BbBEXKIAHE

change in route of administration

[ ] 6roexBuBaeHTHOCTTA HE MOKe J1a OBbIE TOKa3aHa ype3 U3NMHUTBAHUS 32 OMOHATTMYHOCT
bioequivalence cannot be demonstrated through bioavailability studies

m Jlekapcmeen npodyKm, Koumo e uiu e Oun paspewien 3a ynompeda 6 cvbomeemcmeue ¢
uszuckeanuama na OduwgHocmma, Koumo ce u3noa36a 3a 00KA36aHe HA OUOEKEUBAIEHMHOCH

(axo e npunoxcumo) u/unu 3a Opy2u U3NUMEAHUS.

Medicinal Product which is or has been authorised in accordance with Community provisions in force used for the demonstration of
bioequivalence (if applicable) and/or in other studies.

= Pedepenten Homep Ha uznurBaneTo/Homep B EudraCT:
Study reference number/EudraCT number:

* IMe Ha mpoaykTa, KOJIMYECTBO(a) HA aKTUBHOTO BELIECTBO B J030Ba €IUHMIA, OIpPEICIIeHA

Maca uiu obeM, iekapctBeHa(u) hopma(n):
Product name, strength(s), pharmaceutical form(s)

4
- HpI/ITe)I(aTeJ'I Ha pa3pCIICHUCTO 3a yrIOTpe6a :
Marketing authorisation holder

= PazpemenueTo(sTa) 3a ynorpeda € u31a7eHo OT:
Marketing authorisation(s) granted by:

0 Espomneiickata o0mHOCT (EO) (Community)
0 /JIwpxkaBa unenka (EVII) (Member State (EEA):
* Homep(a) Ha pa3peleHueTo 3a ynorpeoa:

Marketing authorisation number(s)

= JIppkaBa 4i€HKA U3TOYHHUK:
Member State of source:

3abenexcka: Pazdenvm Oa ce nosmopu 3a 6ceku omoeneH HpPOOYKmM, KOUMo ce U3N0A36ad 34

00Ka36aHe HA OUOEKBUBAICHMHOCH U/UNU 6 ()pyZM usnumearusl
Note: Section to be duplicated for each product used for the demonstration of bioequivalence and/or in other studies.
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1.4.4. [ ] 3asBaenne mo wi. 29, ax. 2 or 3JIIXM n ui. 10(4) ot InpexTnBa 2001/83/EO 3a noxodeH

0MO0JI0OTMYEeH MPOAYKT
Article 29(2) of LMPHM and Article 10(4) similar biological application

3abenescka:. 3asenenue 3a npoOyKm ¢ no306aeare Ha pegepenmen OUOI02UYEH NPOOYKIL.
. [Toanu aomuHucmpamunu OaHHU U OAHHU 34 KA4eCm80omo, NoOX00AUU HeKTUHUYHU U
KAUHUYHU OAHHU.

. aic. Benesicku kom 3aaeumenume (Notice to Applicants), mom 24, enasa 1
Note: . application for a product referring to a reference biological product

. complete administrative and quality data , appropriate nonclinical and clinical data

.refer to Notice to Applicants, Volume 24, Chapter 1

PedepeHTeH J1eKapCTBEH NPOAYKT:

Reference medicinal product:

3abenescka: uzbpanusm pegepenmen nekapcmeen npooykm mpsoea 0a e pazpeuier 3a ynompeda om
EO 6v3 ocnosa na nvino docue, 6 cbomseemcmaue ¢ uUcCKeanuama Ha yi. 27, ar. 1 om

3JITIXM u na un. 8 om Jupexmuea 2001/83/EO

Note: The chosen reference medicinal product must be a medicinal product authorised in the Community on the basis of a complete
dossier in accordance with the provisions of Article 8 of Directive 2001/83/EC.

m Jlexkapcmeen npooykni, KOUmo e uiu e dun paspeuieH 3a ynompebda 3a e no-waiko om 6/10

200unu ¢ Eeponeiickomo ukonomuuecxko npocmpancmeo (EHIT
Medicinal product which is or has been authorised in accordance with Community provisions in force for not less than 6/10 years in the EEA:

* JImMe Ha mpoJyKTa, KOJUYECTBO(a) Ha aKTUBHOTO BEIIECTBO B J030Ba €IUHUIIA, ONpeJecHa

Maca uiau odeM, jJekapctBeHa(n) hopma(m):
Product name, strength(s), pharmaceutical form(s)

. HpI/ITG)KaTCJ'I Ha paspCiICcHUECTO 3a YHOTpe6aI
Marketing authorisation holder

» JlaTa Ha pa3penraBane (TTIT-MM-11):
Date of authorisation (yyy-mm-dd)

» Pa3pemennero(siTa) 3a ynorpeba e u3aaieHo OT:
Marketing authorisation(s) granted by:

0 Espomneiickara o61urHOCT (EO) (Community)
0 JIvpxaBa wienka (EUII) (Member State (EEA):

» Homep(a) Ha pa3pelieHneTo 3a ynorpeoda:
Marketing authorisation number(s)

3abenexcka: To3zu paszden onpedensi peghepeHmuusm JeKapcmeen npooykm, u3opan c yei

ycmanoeAasaHne Ha Kpas Ha nepuoda Ha 3awuma Ha oannume.
Note: This section defines the reference medicinal product chosen for the purposes of establishing the expiry of the data protection period.

m Jlekapcmeen npodykm, paspeuten 3a ynompeoa ¢ EQ/Penyonuxa bvnzapus, unu esponeiicku
peghepenmen nekapcmeen npooyKm

Medicinal product authorised in the Community/Member State where the application is made or European reference medicinal product:

= JIme Ha IIpOaYKTa, KOJ'II/I‘ICCTBO(EI) Ha aKTHBHOTO BCIICCTBO B A030Ba €AHWHHIA, ONPCIACIICHA
Maca uinu odeM, JekapctBeHa(n) popma(u):
Product name, strength(s), pharmaceutical form(s)

4
. HpI/ITe)KaTeJI Ha pa3spClICHUCTO 3a YHOTpe6a .
Marketing authorisation holder

» Homep(a) Ha pa3pemeHneTo 3a ynorpeoda:
Marketing authorisation number(s)

» Pazpemennero(sTa) 3a ynorpeda € u3aaaeHo oT:
Marketing authorisation(s) granted by:

0 EBponeiickara o6muocT (EO) (Community)
(o] HbpxaBa unenka (EUIT) (Member State (EEA):
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1.4.5.

B Pazmuune(s) B cpaBHEHHE ¢ TO3U peEePECHTCH JICKAPCTBECH NPOJYKT:
Difference(s) compared to this reference medicinal product

[ ] npomsna(n) B u3X0oaHNTE MaTepHaH
change(s) in the raw material(s)

[ ] npomsna(ernn) B mpou3BOACTBEH S TIpoLec (1)

change(s) in the manufacturing process(es)

IpoOMsAHA B TCPANICBTUIHHUTC IMOKA3aHUSA

change in therapeutic indications

IIpOMsHA B JICKAapCTBEHATa (I)OpMa

change in pharmaceutical form

IMpoMsAHa B KOJIMYCCTBOTO HAa aKTUBHOTO BCHICCTBO B A030Ba CAHWHUIIA, OIIPECACICHA
Maca wi obemM

change in strength (quantitative change to the active substance(s))
I:' IIpoOMsAHA B IbTA HA BbBCIKIAHC

change in route of administration

|:| Apyru

other

m Jlekapcmeen npoOoykm, Koumo e uau e Oun paspeuien 3a ynompeda é cbomeemcmeue ¢
usuckeanuama na EO, c¢ kozomo ca oOunu npoeedeHu mecmoee 3a CPAGHUMOCH U

unumearnu-.

Medicinal product which is or has been authorised in accordance with Community provisions in force and to which comparability tests and
studies have been conducted:

3abenexcka: Hzopanusm pepepenmen nexapcmeern npooykm, mpsaoea oa e npooykm, KOUmo e
paspeuwien 3a ynompeba om EO u koiimo 0a ce u3nonzéa no epeme Ha ysaiama

npozpama om usnumanus 3a Ka1ecmaeo, bezonacrocm u eqbekmueHocm.
Note: The chosen reference medicinal product must be a medicinal product authorised in the Community and should be used
throughout the comparability programme for quality, safety and efficacy studies.

* JIMe Ha MPOAYyKTa, KOJMYECTBO(a) HA aKTUBHOTO BELIECTBO B J1030Ba €IMHUIIA, OIpeaeieHa
Maca uinu odeM, JekapcTBeHa(n) popma(u):
Product name, strength(s), pharmaceutical form(s)
4
= [Iputekaren Ha pa3pelIeHUETo 3a ynorpeoda
Marketing authorisation holder
= JlaTa Ha pa3pemiaBaHe (TTTT-MM-71):
Date of authorisation (yyy-mm-dd)
» Pazpemennero(sTa) 3a ynorpeda € u3aaaeHo oT:
Marketing authorisation(s) granted by:
0 Espomneiickara o61urHOCT (EO) (Community)
0 JIvpxaBa wienka (EUII) (Member State (EEA):

» Homep(a) Ha pa3pelieHreTo 3a ynorpeoda:
Marketing authorisation number(s)

(3abenescka: B Modya 1.5.2 mpsabea da eéxnouume npeaied Ha usdpanus pedepermen 1eKapcmeen
HPOOYKM, KOUMO € U3NOA36aH 6 CPAGHUMENHAMA Npocpama Om UNUMEAHUs 3d
Kayecmeo, 6e30nacHocm u eqpuKacHocm, nposedera no epeme Ha papabomeanemo Ha

no006HUs OUONI02UYeH JleKapcmeeH NPooyKm.)
(Note: An overview of the chosen reference medicinal product used throughout the comparability programme for quality, safety and efficacy
studies during the development of the similar biological medicinal product, is to be included in Module 1.5.2.)

[ ] 3asBaenne mo wi. 30, an. 1 or 3JIIXM u ua. 10a or Jupextuna 2001/83/EO (a0Gpe

yCTaHOBEeHa ynorpeda)
Article 30(1) of LMPHM and Article 10a of Directive 2001/83/EC well-established use application

3abenesxcka:. 3a noseue noopobrocmu exc. beneaxcku kom 3aseumenume (Notice to Applicants), mom
24, enasa 1
3a pazwupssane na obxeama na paspeuieHus 3a ynompeoa, u30aoeHu 6b3 0CHO8A HA
bubnuocpaghcku 3asaenenus npenpamKu Mo2am 0a ce npassm camo no OmHouleHue Ha

HeKAUHUYHUME U KIUHUYHUmMeEe OAHHU.
Note: . for further details, consult to Notice to Applicants, Volume 24, Chapter 1
. for extensions of bibliographical applications, cross references can only be made to pre-clinical and clinical data
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1.4.6. [ ]| 3asBiaenne mo wi 30, ax. 2 u 31 or 3JIIXM u un. 10b ot Jupextusa 2001/83/EO 3a

Q)mccupana KOMﬁI/IHaHHﬂ
Article 30(2) and 31 of LMPHM and Article 10b fixed combination application”

1.4.7.

1.4.8.

3abenexcka: Ilvanu aomunucmpamueHu OGHHU U OAHHU 34 KAYeCMB0mo, NPEOKIUHUYHU U KIUHUYHU

Note:

OaHHU camo 3a KoMOuHmayusama; 3a nogeye noopobHocmu 6xuc. benescku Kvm
sassumenume (Notice to Applicants), mom 24, enasa 1

dlo 3asenenue 3a pazwuupseane Ha oOXeama Ha paspewieHue 3a ynompeba Ha
JleKapcmeen npooyKm, CvbOwbpucaly PUKCUPAHA KOMOUHAYUS OM AKMUBHU 6eujecmad,
npenpamku Mo2am 0a ce npassim camo no OMHOUEHUE HA HEeKTUHUYHUME U KIUHUYHUME

OaHHU.

. complete administrative and complete quality, pre-clinical and clinical data on the combination only; for further details, refer to
Notice to Applicants, Volume 24, Chapter 1

. for extensions of fixed combination applications, cross references can only be made to pre-clinical and clinical data

[ ] 3asiBaenne mo wa. 32 or 3JIIMXM u wi. 10c or Jupextusa 2001/83/EO ¢ mnpopmMupano

ChbIJiacue

Article 32 of LMPHM and Article 10c informed consent application

3abenexcka:. 3asenrenue 3a JIeKapcnmeex npodykm CbC CbUWUA KaveCcmeeH U KoaudecmeeH cvcmae no

Note: .

OMHOUIeHUe HA AKMUBHUME 8elecmed U Cbama J1eKapCmeena hopma Kamo paspeuieH
3a ynompeba 6 bvneapusa unu ¢ EUII nexapcmeen npooykm, 4uimo npumedcamen Ha
paspeutenuemo 3a ynompeda e 0al NUCMEHO Cberacue Heeosume OAHHU 0a Ovoam
NOA36aHU 8 NOOKPena Ha moea 3aseieHue.

.Ipsabsea 0a O6vOoam npedcmageHu NvAHU AOMUHUCMIPAMUBHU OAHHU U Cbeadcue 3a
noaseane Ha gapmayesmuunume, HeKIUHUYHUME U KIUHUYHUME OAHHU.
dlpumedxxcamenam na paspewenuemo 3a ynompeba Ha pegepenmuusi NpoOyKm u

3aa6umensim moxice 0a e eOuH u CbU UIU PpA3TUYEH.

application for a medicinal product possessing the same qualitative and quantitative composition in terms of active substances and
the same pharmaceutical form of an authorised product where consent has been given by the existing marketing authorisation holder
to use their data in support of this application

. complete administrative data should be provided with consent to pharmaceutical, pre-clinical and clinical data

. the authorised product and the informed consent application can have the same or different MAH

Paspeuten 3a ynorpeba npoavkr B EC/bearapus:

Authorised product in the Community / Member State where the application is made:

= Ime Ha IMpOAYKTa, KOJIMYCCTBO HAa aKTUBHOTO BCIICCTBO B J030Ba CAMHUIIA, OITPCACIICHA Maca
i 0oem, JekapcTBeHa hopma:
Product name, strength, pharmaceutical form
- HpnTemaTen Ha pa3pCHICHUECTO 3a yHOTpe6a:
Marketing authorisation holder
= Homep(a) Ha pa3pemieHneTo(sra) 3a ynorpeoa:
Marketing authorisation number(s)
I:' HpI/IJ'IO)KeTe IMACMO 3a ChIJIaCHC OT IIPUTECKATCIIA Ha Pa3spClICHUCTO 3a yHOTpeGa Ha pa3pCUICHUA

3a ynotpeba nmpoAyKT (mpuiiokeHue 5.2)
Attach letter of consent from the marketing authorisation holder of the authorised product (Annex 5.2)

[ ] 3asiBaenne no wi. 37 or 3JIIIXM u wi. 16a or dupextuna 2001/83/EO Perncrpamus Ha

TPAAUIUOHECH PACTUTECJICH JEKAPCTBCH NMPOAYKT
Article 37 of LMPHM and Article 16a Traditional use registration for herbal medicinal product

3abenesxcka: 3anenenue ¢ nvana OOKyMeHmaI/}M}l

Note:

eorc. beneorcxku kom 3asaeumenume, mom 24, enasa 1
Complete application
refer to Notice to Applicants, Volume 24, Chapter 1
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1.5.

1.5.1.

1.5.2.

1.5.3.

1.5.4

1.5.5

1.5.6

1.6.

PA3IIEXKIAHE HA TOBA 3ASIBJIEHUE CE HCKA M BbB BPB3KA CbC CAEAHUS YWIEH HA
3JIITXM, IMPEKTUBA 2001/83/EO njiu PETJIAMEHT (EQ) Ne 726/2004

CONSIDERATION OF THIS APPLICATION IS ALSO REQUESTED UNDER THE FOLLOWING ARTICLE IN LMPHM, DIRECTIVE 2001/83/EC
OR REGULATION (EC) N° 726/2004

[ ] Yenosno ono6penne
Conditional Approval

3abenesicka: camo 3a yenmpanuzupana npoyeoypa 6 ceomeemcmsue ¢ yi. 14(7) na Pecnamenm (EQO)
Ne 726/2004)

Note : centralised procedure only according to Article 14(7) of Regulation (EC) No 726/2004)

[ | M3BbHpeann obcTosTeICTBA (Pa3peniaBaHe Mo yCJI0BHe)
Exceptional Circumstances

3abenesxcka: cvenacno un. 56 om 3JIIIXM, un. 22 na Jqupexmusa 2001/83/EO u un. 14(8) na

Peznamenm (EO) Ne 726/2004
Note: according to Article 56 of LMPHM, Article 22 of Directive 2001/83/EC and Article 14(8) of Regulation (EC) No 726/2004

|:| YCKOPQHO pasrjcikKjiane
Accelerated Review

3abenexcka: camo 3a yenmpanusupana npoyedypa 8 cbomsemcmeue c 4i. 14(9) om Pecnamenm (EO)
Ne 726/2004)

Note: centralised procedure only according to Article 14(9) of Regulation (EC) No 726/2004)

[ara Ha npuemane or CHMP:
:Date of acceptance by CHMP

(Trrr-mMMm-)
(yyyy-mm-dd)

[ ] 4. 28, an. 7 or 3JIIXM u wi. 10(1) Ha JupexTuna 2001/83/EO

(enHa roJuHa U3KIHYHUTCIIHOCT HA JaHHUTE 3a HOBO HOKaSaHI/Ie)
Article 28 (7) of LMPHM and Article 10(1) of Directive 2001/83/EC (one year of data exclusivity for a new indication)

[ ]ua. 30, an. 3 or 3JIIXM u 4. 10(5) na Jlupextuna 2001/83/EO

(GI[Ha roavHa U3KJIHYUTCIHOCT HA JAHHUTEC 3a HOBO HOKa3aHI/Ie)
Article 30 (3) of LMPHM and Article 10(5) of Directive 2001/83/EC (one year of data exclusivity for a new indication)

[ ]un. 181 ot 3JIIIXM 1 . 74(a) ot Jupextuna 2001/83/EO

(GI[Ha roavHa U3KJIIOYUTCIIHOCT Ha JAaHHUTC 3a IIpOMAHA B KHaCHq)HKaHHSITa)
Article 181 of LMPHM and Article 74(a) of Directive 2001/83/EC (one year of data exclusivity for a change in classification)

N3NCKBAHUA  CBIJIACHO PEIJIAMEHT (EOQ) Ne  1901/2006
CIHNEIUATPUYEH PEIJIAMEHT”):

REQUIREMENTS ACCORDING TO REGULATION (EC) N° 1901/2006 (‘PAEDIATRIC REGULATION’):

(3abenesxcka: Ilonamuemo “enobanno paspeuienue 3a ynompeba’ kaxmo e gopmyaupano 6 un. 28,
an. 8 om 3JIIIXM/unen 6, an.l1 noomouxa 2 om Jupexmuea 2001/83/EO, donvanena, mpsbsea oa ce
UMa npedsud npu RPOOYKMU NPUHAONENCAUU KoM eOUH U Colly NPUMeNcamer’ Ha paspewenueno 3da

ynompeba)
(note: The notion of ‘global marketing authorisation’ as stated in Article 6 (1) 2nd subparagraph of Directive 2001/83/EC, as amended, should be taken
into account for products belonging to the same’ marketing authorisation holder)

> “EnuH ¥ ChIIM” 3asBUTEI/TIPUTEKATEN HA Pa3pelIEHUETo 3a yroTpeda: KakTo ¢ ykasaH B ChoOmenunero Ha Komucusra (98/C
299/03) (T.e. mpUHAUISKAIIM KBM €IHO W CBIIO JAPYKECTBO WM OOCAMHEHHS OT IPYXKECTBA, HIM KOHTO Ca CKITFOUUIH

JIMUEH3UOHEH IOTOBOP)
“Same” applicant/marketing authorisation holder: as per the Commission Communication (98/C 299/03) (i.e. belonging to the same mother company or group of
companies or which are “licensees”)
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1.6.1. UMA JIM1 CBIIUAT® 3ASIBUTEJ JPYTO(M) PA3PELIEHUEMS) 3A YIIOTPEBA 3A
JEKAPCTBEH(M) MPOAYKT(M) ChABPKAII(HA) CHIIOTO AKTUBHO BEIIIECTBO(A)
HA TEPUTOPUSITA HA EUII?

DOES THE SAME APPLICANT HOLD OTHER MARKETING AUTHORISATION(S) FOR A MEDICINAL PRODUCT(S) CONTAINING THE SAME ACTIVE
SUBTANCE(S) IN THE EEA?

[ He (nonvaneme pasoen 1.6.1.1)

No (complete section 1.6.1.1)

[ la (nonvaneme pasoen 1.6.1.2)

Yes (complete section 1.6.1.2)

= MIme Ha NMpoAyKTa, KOJUYECTBO HA aKTUBHOTO BELIECTBO B J030Ba €AUHUIIA, ONPEACIICHA Maca WIN

obem nekapcTBeHa Gopma:
Product name, strength, pharmaceutical form:

. HpI/ITe)KaTCJ'I Ha paspClICcHUECTO 3a YHOTpe6aI
Marketing authorisation holder:

» Crpana unenka/Ctpana oT EC xbaeTo mpoayKkTa € paspelieH 3a ynorpeoda:
Member State/Community where product is authorised:

* Peructpannonen Homep(a):
Marketing authorisation number(s):

= [Tokazanue(s):
Indication(s):

1.6.1.1 [ ] YWIEH 7 OT HNEAUATPUYHUS PEIJIAMEHT CE IPUJATA KBbM TOBA
3ASIBJJEHUE THhHU KATO:

ARTICLE 7 OF THE PAEDIATRIC REGULATION APPLIES TO THIS APPLICATION, SINCE:
(3abenexcka: He ce omuacs 3a npooykmu ¢ 000Ope ycmaHoseHa ynompeba, 2eHepuyHu npooyKmi,

XUOPUOHU U OUOTIO2UYHO- NOOOOHU NPOOYKMU, KAKMO U MPAOUYUOHHU PACMUMETHU NPOOYKMUL)
(Note: Does not apply to well-established use, generic, hybrid and bio-similar applications and traditional herbal medicinal products)

[ ] JlexapcTennsaT npoaykr He e paspemen 3a ynorpeba B EC koM 26 FOmu 2008 T.

The medicinal product is not authorised in the Community on 26 July 2008

TOBA 3ASBJIEHUE CBbABbPXKA:

this application includes:

[ ] TInan 3a nemmarpuano mcnensane (ITITH) Howmep(a) Ha pewenue 3a [1111:

PIP PIP Decision Number(s):

|:| OcBo0OoIEH JICKaApCTBCH IPOOAYKT Perntenne 3a ocBoOOXKIaBaHe HOMED:
Product-Specific Waiver Waiver Decision Number:

I:I OcB00OIEH Ki1ac JICKApCTBCHU IIPOAYKTH Pemenue 3a ocBoOOK1aBaHe HOMCED:
Class waiver Waiver Decision Number:

(3abenescka: xonue om pewenuemo 3a IIITH/oceoboaxncoasane mpsbea oa ce npunodxcu kKom Mooyn
1.10)

(Note: a copy of the PIP/Waiver decision is to be included in Module 1.10)

1.6.1.2[ ] 4YJIEH 8 OT HNEAUATPUYHUS PEIVIAMEHT CE IMPUJATA KBM TOBA
3ASIBJJEHUE THhHU KATO:

ARTICLE 8 OF THE PAEDIATRIC REGULATION APPLIES TO THIS APPLICATION, SINCE:
(3abeneocka: He ce omnacs 3a nekapcmeenu npoOyKmu ¢ 00ope ycmanogena ynompeoa, 2enepustu

XUOPUOHU U NOOOOHU OUONI02UYHY NPOOYKMU, KAKMO U MPAOUYUOHHU PACTMUMENHU NPOOYKMU)
(Note: Does not apply to well-established use, generic, hybrid and bio-similar applications and traditional herbal medicinal products)
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1.6.2.

1.6.3.

|:| 3asgBJIICHHETO CE OTHACS 3a HOBO IMOKAa3aHUC, HOBA JICKAPCTBCHA Q)opMa WJIIN HOB IIBT HAa BBBCKIAHC

Ha pa3pCuICH 3a YHOTp€6a JICKApCTBCH IMMPOAYKT, KOUTO:
The application relates to a new indication, new pharmaceutical form or new route of administration of an authorised medicinal product, which:

[ ] e 3ammTen chc cepTH(UKAT 3a IONBIHUTENHA 3amuTa chriacHo Permament (EMO) No
1768/92 na CnBeta

is protected by a supplementary protection certificate under Regulation (EEC) No 1768/92

[ ] e sammren ¢ marent, KoiTO OTrOBapsi Ha YCJOBHSTA 3a H3/aBaHEe Ha cepTU(dUKAT 3a

JOITBJIHUTECIIHA 3a1uTa
is protected by a patent which qualifies for the granting of the supplementary protection certificate

TOBA 3ASIBJIEHUE CbAbPKA:

this application includes:

[ ] Inan 3a nemmatpuyso uicnensane TN Howmep(a) Ha pemenue 3a [1111:

PIP PIP Decision Number(s):

[] OcBoGonen nekapcTBeH mpomyKT Pemenue 3a ocBoOOk1aBaHEe HOMED:
Product-Specific Waiver Waiver Decision Number:

[ ] OcBoGomen knac nexapcTBEHHU IPOIYKTH Pemenue 3a ocBOOOX/1aBaHe HOMEP:
Class waiver Waiver Decision Number:

(3abenescka: xonue om pewenuemo 3a IIITH/oceoboaxncoasane mpsbea oa ce npunodxcu kKom Mooyn
1.10)

(Note: a copy of the PIP/Waiver decision is to be included in Module 1.10)

[ ] TOBA 3AABJIEHME HE IIOIAJIA B OBXBATA HA YJIEH 8 OT IEJAVUATPUYHUA
PEI'JTAMEHT

This application does not fall within the scope of article 8 of the Paediatric Regulation.

[ ] YJIEH 30 (PUMA - PA3ZPEHIEHHUE 3A YIHOTPEBA HA JIEKAPCTBEH ITPOJYKT, IIPEJHASHAUEH
M3KJIIOUUTEJHO 3A MNPWIOXKEHHUE B TMNEIUATPHUATA) OT NEJIUATPUYHHUSA PEIJIAMEHT CE

MNPUJIAT'A 3A TOBA 3AABJIEHUE:
ARTICLE 30 (PUMA) OF THE PAEDIATRIC REGULATION APPLIES TO THIS APPLICATION:

(3abenescka: Omuacs ce cvwo maka u 3a Paswupssane na ooxeama na PUMA).
(Note: Also applies to Extension applications of PUMA)

[ ] 3astBnenmero ce oTHACH 3a JEKAapCTBEHH MPOAYKTH, KOMTO HE Ca 3alUTEHH HUTO OT CEPTH(UKAT
3a nombIHUTENHA 3amuTa cbriaacHo Permament (EMO) No 1768/92, HUTO OT maTeHT, KOMTO OTroBaps

Ha YCJIOBHATA 3a U3JIABAHC HA CepTI/I(bI/IKaT 34 JOIIBJIHUTCIIHA 3allluTa
The application relates to a medicinal product, which is not protected by either a supplementary protection certificate under Regulation (EEC) No
1768/92, or by a patent which qualifies for the granting of the supplementary protection certificate

[ TInan 3a nemuarpuuno uscneasane ITITH Howmep(a) Ha pemenue 3a [1111:
PIP PIP Decision Number(s):

(3abenescka: konue om pewenuemo 3a IIII11 mpsabea da ce npunoxcu kom Mooyn 1.10)
(Note: a copy of the PIP decision is to be included in Module 1.10)

3ASBJIEHUETO E IHOJJIOXKEHO HA ITPOBEPKA 3A CBOTBETCTBHUE C IIPUETUA
I

Has this application been subject to PIP compliance verification?

[ ]He
No

[]/1a

Yes
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IIpu otroBop “nma”, Mo yTouHeTe
If, yes, please specify:

HOMep Ha CTAaHOBHIIICTO 3a CBOTBECTCBUC Ha HGIII/IanI/ILIHI/IH KOMHUTECT:
PDCO compliance Opinion Number:

] PedepenTen OKyMEHT Ha HaIIMOHAJICH KOMIIETCHTEeH opran/EMA:

National competent authority/EMEA document reference:

(3abenescka: ako ca maruunu,konue om cmanoguwemo Ha Ileouampuunus Komumem + ooxnao,
00KYyMeHm U30a0eH OMm HAYUOHAIHUSL KomMnemenmeH opean/EMA, unu doxymenm 3a cvomeemcmaue

om 3assumeis, ce npuiazam Kom mooya 1.10)
(Note: If available, a copy of the PDCO opinion + report, document issued by the national competent authority/EMEA, or applicant’s compliance report
is to be included in Module 1.10)

Monst mocouere Bcska Japyra napajiesiHa, TeKylla WIM NpeJulllHa MpoMsHa WIM pa3lIMpeHHe Ha

O6XB8.T8., ChbAabpiKalla neaIuaTpuii 1aHHU, BbB BPB3Ka C IMIPOBEPKaTa 3a CbOTBETCTBUEC C I1ITH:
Please identify any parallel, ongoing or previous variation(s) or extension(s) containing paediatric data relevant for the full PIP compliance verification,
if applicable:

Howmep(a) na nponeyparta(e):

Procedure Number(s):

2. JAHHHU K'bM 3ASBJIEHUETO 3A PASPEIIIABAHE 3A YIIOTPEBA
AUTHORISATION APPLICATION PARTICULARS

2.1. Hwme (Ha) u ATC kop
Name(s) and ATC code

2.1.1. Ilpeanarano (cBoGoaHO W30paHO) uMe Ha JekapcTBeHus npoaykt B EC/mbpkaBarta-
ynenka/Mcnanaus/JIuxrenmaitn/Hopserus:
Proposed (invented) name of the medicinal product in the Community/ Member State/ /Iceland/Lichtenstein/ Norway:
[ ] Ako ca mpemnoskeHH pa3iHdHU (CBOGOJHO M30pAHHM) MMEHA B PA3IMYHH JbPXKABH-UICHKH I10
mpoleaypa Mo B3aWMHO MpHU3HABaHE WM JCLEHTpalu3upaHa Mpoleaypa, Te TpsOBa Aa Obaar
IIPEJICTaBEHHU B CIMCHK B NpuiioxeHue 5.19
If different (invented) names in different Member States are proposed in a mutual recognition or decentralised procedure, these should be listed in Annex
5.19

2.1.2. HMe Ha aKTHBHOTO BellleCTBO/AKTUBHHUTE BellleCTBA:
Name of the active substance(s):
3abenexcka: mpsabea oa ce oade camo eOHO NpU CnaAszeame HA CAeOHUs NPUOPUMUMEH Deo.
MedcOyHapoono nenamenmuo ume (INN)*, Esponeiicka ¢hapmakones, HayuoHaina gapmaxones,
obwonpuemo ume, HaAy4Ho ume,
* axmusHomo eeujecmeo mpsab6a 0a ce NOCOYU upe3 NPEenoPLYAHOMO MeHCOYHAPOOHO HeNnameHmHO
ume 8 cvomeemuama Gopma (Con unu xXuopam, aKo e NpuloAHcUMo). 3a nosewe nNOOPOOHOCMU BIHC.
PBHKOBOOCHBOMO 34 KPAMKA XAPAKMEPUCMUKA HA NPOOYKMA).
Note: 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 (for further details, consult the
Guideline on the SPC)

2.1.3. dapmakorepaneBTH4YHa rpyna (usno/3saiite akryaanusi ATC kon):

Pharmacotherapeutic group (Please use current ATC code):

ATC kon: I'pyna:
ATC Code Group

[Tpu nmunca nva ATC xox, orbenexere nanu € mogagaeHo 3aseiuenue 3a ATC kox: []

If no ATC code has been assigned, please indicate if an application for ATC code has been made
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2.2. KoauvyecTBO Ha aKTHMBHOTO BelIeCTBO B /030Ba €IUMHHUIA, ONpeJejieHa Maca Wi o0eM;

JEKapCTBCHA (l)OpMa; II'bT HA BBBECKIAHE; OITIAKOBKA U KOJIUYECTBA B ¢JHA OITIAKOBKA
Strength, pharmaceutical form, route of administration, container and pack sizes

2.2.1. KoanyecTBO Ha AKTHMBHOTO BelIeCTBO B /J030Ba €IWHHUIA, ONpeaeeHA Maca WiIH 00eM M
JekapcTBeHa (opma (M3MOJ3BAHTE AKTYAJHUSI COHCBK CbC CTAHJAAPTHH TEPMHMHHM Ha

EBponeiickara papmaxones)
Strength and Pharmaceutical form (use current list of standard terms - European Pharmacopoeia)

.]Iekapcmaeua ¢0pMﬂ.’
Pharmaceutical form:

Axmueno eemecmeo(a) KoandecTBo Ha aKTHBHOTO BelIeCTBO B 1030Ba
Active substance(s) ¢IMHHULIA, oIMpeacJeHa Maca HJIN obdem:
Strength(s)

2.2.2. IIbT(uwa) Ha BBbBekAaHe (M3MOJ3BAHTE AKTYAJTHUSI CHMCBK CbC CTAHJAAPTHH TEPMHHHM Ha

EBpomneiicka papmaxones)
Route(s) of administration (use current list of standard terms - European Pharmacopoeia)

2.2.3. OmnakoBka, cucTeMa 3a 3aTBapsiHe W u3Jejue(s) 3a NMpUJIaraHe, BKIIOYHTEIHO OIUCAHWE Ha
MaTepualia OT KOWTO ca HalpaBeHH. (M3MOI3BANTE aKTyallHUS CIIUCHK ChC CTAHJAPTHU TEPMHHHU Ha
EBponeiicka papmaxomnest)

Container, closure and administration device(s), including description of material from which it is constructed. (use current list of standard terms -
European Pharmacopoeia)

3a BcekH BHU/ OITAKOBKA IMOCOYETE:
For each type of pack give:

2.2.3.1. KommuecTBo(a) B €1HA OITIAKOBKA:
Package size(s):

3abenedxcka: 3a npoyedypa no 63auMHO NPU3HABAHE U OEYEeHMPAIUUpPaHa npoyeoypa, nocoveme

6CUYKU KoJIu4decmea 6 onakoeka, paspeteHu 6 peqbepeHmnama ()‘prfCCZGCZ—LUleHKCl
Note: for mutual recognition and decentralised procedures, all package sizes authorised in the Reference Member State should be listed

2.2.3.2. Ilpeiarad cpoK Ha T'OJHOCT:
Proposed shelf life

2.2.3.3. [Ipemiarad cpoK Ha TOJHOCT (CJIEX IBEPBO OTBApsSHE HA OIIAKOBKATA):
Proposed shelf life (after first opening container)

2.2.3.4. IIpeutarad cpok Ha FOAHOCT (CJIE] pa3TBapsHe/CyCHEeHIUPaHe WIN Pa3pexIaHe):
Proposed shelf life (after reconstitution or dilution)

2.2.3.5. lIlpepnarany ycioBHsl Ha CbXpaHEHUE:
Proposed storage conditions

2.2.3.6. Ilpenmarady yCIOBHSA HAa ChbXPaHEHHUE CIE€I NBEPBO OTBApsHE:
Proposed storage conditions after first opening

[ ] TIpunoxere ciuchk Ha MaKETHUTE WM TIPOOUTE/MOCTPHUTE, TIOJAICHH ChC 3aABICHHETO (BXK. BeleKKk KbM

3asgBUTENUTE, TOM 2A, riaBa 7) (mpunoxenue 5.17).
Attach list of Mock-ups or Samples/specimens sent with the application, as appropriate (see Notice to Applicants, volume 2A, chapter 7) (Annex 5.17).

2.3. PexuM Ha 0OTHyCKaHe, PA3NPOCTPAHEHUE U POMOIIMS
18




Legal status

2.3.1. Ilpensio:keH pe:xuM HA oTHycKaHe/Kaacupuranus
Proposed dispensing/classification

(Knmacudukamms cpriacuo wi. 171, an. 1 ot 3JIIIXM u un. 1(19) ot Jupexkrusa 2001/83/EO)
(Classification under Article 171(1) of LMPHM and Article 1(19) of Directive 2001/83/EC)

I:I CaMoO IIO JIEKapCKO MPEANMMCaHuC
subject to medical prescription

[ ] 6es JIEKApCKO TIPEeANICcCaHue
not subject to medical prescription

2.3.2. 3a JIEKAPCTBCHU IPOAYKTH, OTIIYCKAHHU CaMO 110 JJEKAPCKO NMPEeANNHCAHUE:
For products subject to medical prescription

MMPOAYKT ITO JICKAPCKO NPCAINMMCaHNE 3a MHOTOKPATHO OTITYCKAHE (aKO € HpPIJ'IO)KI/IMO)
product on prescription which may be renewed (if applicable)

MPOAYKT IO JICKAPCKO NPCANMCAHNEC 3a CAHOKPATHO OTITYCKAaHC (aKO € HpI/IJ'IO)KI/IMO)
product on prescription which may not be renewed (if applicable)

MPOAYKT — 00€EKT Ha ClIeHaJJTHO JICKAPCKO HpeI[HI/ICB.HI/Ie*

product on special prescription®

IIPOAYKT C OrPAHUYECHO JICKAPCKO NPCAIINCaAaHNE *
product on restricted prescription®

(He BCHYKHU IPCIOKCHU IT0JICTA Ca IMMPUITOKUMHA BbB BCAKA AbprKaBa-dJICHKaA. 3asgBUTECIUTE CE IMpUKaHBaT Ja
orOesexar KaTeropusara, 3a KOATO HOoAaBaT 3ajiBJICHUC, HO AbPKABUTC-UJICHKU CHU 3alla3BaT IPAaBOTO Ja

OTTOBOPAT CaMO 3a OHE3U KaTCropuu, KOUTO Ca NPCABUACHN B TCXHUTC HALIMOHATITHU SaKOHOI[aTeJ'ICTBa)
(not all the listed options are applicable in each member state. Applicants are invited to indicate which categories they are requesting, however, the Member States
reserve the right to apply only those categories provided for in their national legislation)

*3abenedcka. 3a oonvaHumenna ungopmayus exc. un. 173, 174, 175, 176, an. 1 u 2 om 3JITIXM u un.
71 om Jlupexmusa 2001/83/EO

*Note: for further information, please refer to Article 173, 174, 175, 176(1) (2) of LMPHM and Article 71 of Directive 2001/83/EC

2.3.3. PasnpocTrpaHeHHe Ha NPOAYKTH, OTIIyCKAHH 03 JIEKAPCKO NpeanucaHue
Supply for products not subject to medical prescription

I:' PasnpoCTpaHCHUE CaMO B alITCKUTEC
supply through pharmacies only

pasnpocTpaHeHUE B APOTCPUU U ANITEKH (aKO € MPUIIOKUMO)
supply through non-pharmacy outlets and pharmacies (if applicable)

2.3.4. PexnaMa Ha NPOAYKTH, OTIIYCKAHH 0e3 JIEKapCKO NMpeannucaHue
Promotion for products not subject to medical prescription

I:' npeaHadHa4ycHa caMmoO 3a MCAUIIMHCKU CIICHUAINCTU
promotion to health care professionals only

IpeaHa3Ha4YCHa 3a O6H.[€CTB6HOCTT3 U MCOUIIMHCKHU CIICLIHAJIUCTH
promotion to the general public and health care professionals

2.4. Ilpurexares HA pa3pelIeHUETO 32 YNOTPeda/Iu1a 3a KOHTaKT/pupma
Marketing authorisation holder/Contact persons/Company

2.4.1. Ilpeanaran mnpuTeRaTe]l HA PpaspelieHHEeTO 3a yNnoTpeda/IOpHAHYECKO JIHLe/eIHOJIHYeH

TBPIOB€I, OTTOBOPHO 32 MYCKAHETO HA NIPOAYKTA Ha MMa3apa B EC/Bcaka AbpPiKaBa-4JCHKA:
Proposed marketing authorisation holder/person legally responsible for placing the product on the market in the Community / each MS:

Nwme (na pupmara):
(Company) Name
Anpec:

Address

[mbpxaBa:
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Country

Tenedon:
Telephone

daxc:
Telefax

Enexrponna noma:
E-Mail

JInne 3a KOHTaKT Ha TO3U aapec (CaMO IIpU HCHTpAJIU3HUPaAHA npoue;[ypa):
Contact person at this address (for centralised procedure only):

I:' HpI/IJ'IO)KeTe Oq)I/IHI/IaJ'IeH AOKYMCHT, HU3JaACH OT KOMIICTCHTCH OpraH CbIJIACHO CBHOTBETHOTO
HAallMOHAJIHO 3aKOHOAATEJICTBO, AOKAa3Balll, Y€ 3adBUTCIAT € YCTAHOBCH Ha TCPUTOPHUATA Ha EUII

(npunoxenue 5.3)
Attach proof of establishment of the applicant in the EEA (Annex 5.3)

Onpenenen mu e SME-cTatyT (Ha Maiko u cpenHo npennpusitue) or EMA
Has SME status been assigned by the EMA

|:| He
No
[ M

Yes

Howmep na paspemenuero 3a SME-cratyT or EMA:

2.4.2.

2.4.3.

EMA-SME Number:
I[aTa Ha M3TUYaHC Ha BAJIMIHOCTTA MY: (FI‘FI‘—MM—I[I[)
Date of expiry: (yyyy-mm-dd)

[Tpunoxeno e konue ot “JlokyMeHT 3a onpezaensHe Ha SME-cratyt” (mpuoxenue 5.7)
Attach copy of the ‘Qualification of SME Status’ (Annex 5.7)

Jlune/pupma, ymbJIHOMOIIEHH 32 KOPECIHOHJAEHUMS OT HMETO Ha 3asiBUTe/Isl M0 BpeMe Ha

npoueaypara B EC/Bcsika 1bp:kaBa-4jieHKa:
Person/company authorised for communication on behalf of the applicant during the procedure in the Community/each MS:

Nwme:

Name
Nwme na pupmara: [ ] Ako e pasnuunO OT MocoyeHoTo B 2.4.1,
Company Name If different to 2.4.1 above,

Anpec: [Tpunoxere mbIHOMOITHO (TIpUIOXKeHNE 5.4)
Address Attach letter of authorisation (Annex 5.4)

[wpxaBa:

Country

Tenedon:

Telephone

daxc:

Telefax

EHCKTpOHHa Imomia:
E-Mail

Jlune/pupma, ynmbJIHOMOIIEHH 32 BPb3KAa MeXKAYy NMPUTEKATE]A HA pa3pelieHneTo 3a ynorpeda
H KOMIICTEHTHHUTE OPraHU CJieJ pa3peliaBaHeT0, aK0 € Pa3jJn4HO OT MOCO4YeHOTO B 2.4.2, B

EC/Bcsika nppikaBa-4jieHKa:
Person/Company authorised for communication between the marketing authorisation holder and the competent authorities after authorisation
if different from 2.4.2 in the Community/each MS:

HNwme:

Name

Nwme na pupmara: [ ] Ako e pasnuunO OT Moco4eHoTo B 2.4.1,
Company Name If different to 2.4.1 above,

Anpec: [Tpunoxere mbIHOMOIIHO (TIpUIOXKEHHE 5.4)
Address Attach letter of authorisation (Annex 5.4)

[wpxaBa:

Country
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2.4.4.

2.4.5.

Tenedon:
Telephone
Pakc:
Telefax

EHCKTpOHHa Imomia:
E-Mail

KBanupuuupano jguue no jJekapcreeHa 6esonacuoct B EUIL:
Qualified person in the EEA for Pharmacovigilance

Nwme:

Name

Wwme Ha pupmara:
Company Name

Anpec:

Address

[vpxasa:

Country

I[eHOHOH_IeH Teﬂeq)OHZ
24 H Telephone

daxc:

Telefax

Enexrponna noma:
E-Mail

[ ] Mpunosxere 6uorpadus Ha KBaTMDHIHPAHOTO JHIIe (MPHIOKEHHE 5.5)
Attach C.V. of qualified person (Annex 5.5)

[ ] MocouenoTo mo-rope kBamuduimpano iue npebusasa’ B EUIT
The above-mentioned qualified person resides in the EEA

HayuyHo 3BeHO Ha mpuTeKaTe sl HA pa3pellieHueTo 3a ynorpeda cbriacHo 4i. 245 or 3JIIIXM u

wI. 98 ot /InpextuBa 2001/83/EO (mocouere gunne 3a KOHTakT B Peny0iinka buarapust)
Scientific service of the MAH in the EEA as referred to in Article 245 of LMPHM and Article 98 of Directive 2001/83/EC, the contact person in
the country where the application is made)

Me Ha 1MneTo 3a KOHTAKT:
Name of contact person

Hwme Ha ¢upmara:
Company Name
Anpec:

Address

HwpxaBa:

Country

Tenedon:

Telephone

dakc:

Telefax

Enexrponna noma:
E-Mail

2.5.

IIpousBoaurenun
Manufacturers

3aobenexncka: Hmenama, nvainume aopecu u OelHOCHUMmME HA 6CUYKU MecmaA 3a HPOU3BOOCHIBO U

KOHmMPpOJl, ynomenamu Kvoemo u oa e 6 yaniomo oocue, TPABBA oa cu cvomeemcmeam.
Note: ALL manufacturing and control sites mentioned throughout the whole dossier MUST be consistent regarding their names, detailed addresses and

activities.

> 3a nenuTe HA 3aSBJICHHETO, KBATH(UIMPAHOTO JIHMIIE 110 JEKaPCTBEHA 0e30MacHOCT “npeGuBaBa” B MSICTO, KbACTO TOH/TS MMa
CBOI oM, MOXe Ja ObJie HAMEPEH/a, OTKPHUT/a U HICHTH(UIIMpPaH/a BEB BPh3Ka C BCHYKU 3aKOHOBHU ¥ JIOTOBOPHU 3abJDKCHHS,

HE3aBUCHUMO JaJId TOBA MsSCTO € HCFOBa/HCﬁHa CO6CTB€HOCT TOﬁ/TH Hpe6I/IBaBa B HET'O 3a IIOCTOSTHHO. (For the purposes of this application
form, a Qualified Person Responsible for Pharmacovigilance “resides” in the place where he/she makes his/her home, where he/she lives, can be traced, located,
identified for all legal and contractual obligations, whether or not it is owned by him/her or he/she is permanently dwelling there.)
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2.5.1.a)[IpousBoaures(n) (MM BHOCUTEJ), OJYYHJI pa3penieHue no 4. 146, 1 0oTroBopeH 3a
ocBodo:xn1aBane Ha napTuaute B EUII B choTrBercTBHE ¢ Wi. 163 0T 3JIIIXM 1 4. 40 1 4. 51
ot /IupextnBa 2001/83/EO (xakTo € MOCOYEH B JUCTOBKATA U KOTAaTO € MPUJIOKHMO Ha OITAKOBKATa
i B Auekc I na Pemenuero na Komucusita):
Authorised manufacturer(s) (or importer) responsible for batch release in the EEA in accordance with Article 146 and 163 of LMPHM and

Article 40 and Article 51 of Directive 2001/83/EC (as shown in the package leaflet and where applicable in the labelling or Annex II of the
Commission Decision):

Nwme na pupmara:
Company Name
Anpec:

Address

[bpxaBa:
Country
Tenedon:
Telephone
dakc:
Telefax

Enextponna noia:
E-Mail

HOMep Ha pa3pCIICHUCTO 3a IIPOU3BOACTBO!
Marketing authorisation number

[ ] IMpunosxere komue oT paspenieHHeTo(STa) 3a MPOU3BOACTBO (IIPUIIOKEHHUE 5.6)
Attach copy of manufacturing authorisation(s) (Annex 5.6)

1501051

or

[ ] M3mumere Bpb3kata kbM EudraGMP 3a pa3pereHneTo 3a Ipou3BOACTBO:
Enter EudraGMP Manufacturing Authorisation reference:

AKO € HallnyHa:
If available:

|:| HpI/IJ'IO)KeTe IIOCJICAHUS CepTI/I(I)I/IKaT 3a I[o6pa IIPOHU3BOJCTBCHA IIPAKTHUKA (HpI/IJ'IO)KeHI/IC 59)
Attach latest GMP certificate (Annex 5.9)

W

or

[ ] Mocouere pedepenThns Homep Ha cepTudukara B EudraGMP:
Enter EudraGMP certificate reference number:

2.5.1.b)OTrosopen 3a ocBo00k1aBaHe HA NAPTH/IM 32 KPbBHHU NPOAYKTH U BAKCHHM:
Official batch release for Blood Products and Vaccines :

JAbp:xaBHa Ja0opaTopusi WIN oNpeiesieHa 3a Ta3! LeJi JadopaTopus (opunuaina jadboparopust
32 KOHTPOJI Ha JIEKapCcTBa), M3BbPUIBAILA OLCHKA M M3NHTBAaHe BbB BPb3Ka ¢ 0(pHIHATIHOTO
ocBOoOOk1aBaHe HA mapTuautTe no wi. 69 u 70 or 3JIIIXM n ua. 111(1), 113, 114(1) (2) u 115 o1
JupextnBa 2001/83/EO

Details of the state laboratory or laboratory designated for that purpose (OMCL) where the official batch release takes place ( in accordance
with Articles 69 and 70 of LMPHM and Articles 111(1), 113, 114(1)-(2) and 115 of Directive 2001/83/EC as amended)

HMwme nHa J'Ia60paTOpI/I$ITaZ
Laboratory name

Anpec:

Address

[wpxaBa:

Country

Tenedon:

Telephone

daxc:
Telefax

EHCKTpOHHa ouia.
E-Mail

2.5.1.1 JIune 3a koutakt B EUII npn HechoTBeTCTBHE ¢ H3UCKBAHMATA 32 KA4YeCTBO Ha NMPOAYKTA M 32
U3TErJIATHETO My OT Ia3apa
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Contact person in the EEA for product defects and recalls )

Nwme:

Name
Anpec:
Address
Hbpxana:
Country

JenonomeH TenedoH:
24 H Telephone

daxc:
Telefax

Enexrponna noma:
E-Mail

2.5.1.2 Oprauusanys 3a KOHTPOJ/M3NUTBAHE HA NapTHIHN

2.5.2

Mscro(a) Ha koHTpoJ/m3nuTBaHe Ha mnaptuau B EUWIl wam B abpxkaBu ¢ JeiicTBamio
cropa3yMeHHe 3a B3aMMHO NPU3HABaHe HA MHcHeknuuTe 3a J[o6pa npon3BoacTBeHA MPAKTHKA
U NapTHAHHUTE cepTH(HUKATH WIN cbOTBeTHO cnopadymenue ¢ EC cbriaacno wi. 163 ot 3JIIIXM
1 4. 51 ot JupextuBa 2001/83/EO:

Batch control/Testing arrangements
Site(s) in EEA or in countries where an MRA or other Community arrangements apply where batch control/testing takes as required by Article
163 of LMPHM and Article 51 of Directive 2001/83/EC:

Wwme Ha ¢pupmara:
Company Name

Anpec:

Address

Hvpxasa:

Country

Tenedon:

Telephone

dakc:

Telefax

Enexrponna noma:
E-Mail

KpaTko onucanue Ha U3NUTBAHUATA 32 KOHTPOJI, POBEXKAAHU OT ChOTBEeTHaTa(UTE) JabopaTopusi(u):

Brief description of control tests carried out by the laboratory (ies) concerned:

|:| HpI/IJ'IO)KeTC KOITME Ha paSPeH_ICHI/ICTO(HTa) 3a MPOU3BOACTBO WM APYTO JOKa3aTCJICTBO 3a
CHOTBETCTBUE C M3MCKBAHMATA 32 JOOpa MPOU3BOICTBEHA MPaKTHKa (TIpHIoKeHueE 5.6)
Attach copy of manufacturing authorisation(s) or other proof of GMP compliance (Annex 5.6)
1501058
or

[ ] M3numere BpB3kata kbM EudraGMP 3a pa3spelieHneTo 3a Ipou3BOACTBO:
Enter EudraGMP Manufacturing Authorisation reference:

IIpousBoauTen() Ha JieKApPCTBEHUS] MPOAYKT M MsCTO(a) HA NPOU3BOACTBO: (3abenexka:
BKJIIOYMTETHO MECTaTa 3a MPOU3BOJICTBO HA BCEKU Pa3peIUTEI/Pa3TBOPUTEN B OTICIIHA ITbPBHYHA
OTIaKOBKa, IPEJCTABIISABAIl YacT OT JICKAPCTBEHHS MPOIYKT, Ka4eCTBEH KOHTPOJ/ITabopaTtopuu 3a

Ka4€CTBCH KOHTPOJ B IIpoLe€ca Ha IMPOU3BOACTBOTO, U BHOCI/ITGJI(I/I))
Manufacturer(s) of the medicinal product and site(s) of manufacture: (Note: including manufacturing sites of any diluent/solvent presented in a
separate container but forming part of the medicinal product, quality control / in-process testing sites, and importer(s))

Nwme Ha pupmara:
Company Name
Anpec:

Address

[mbpxaBa:

Country

Tenedon:
Telephone
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daxc:
Telefax

Enexrponna noma:

E-Mail

KpaTKO ONMMCAaHUEC Ha U3BBPIIBAHUTE JEUHOCTH:
Brief description of functions performed:

I:' HpnnoxceTe CXCMa Ha MOCJICAOBATCIHOCTTA Ha MPOU3BOACTBCHUTC CTAIl U IIGfIHOCTI/I 3a BCHYKHU

MECTa Ha MPOU3BOACTBO, BKIIIOYUTCITHO MECTaTa 3a U3BBPIIBAHE HA U3IIMTBAHE (HpI/IJ'IO)KeHI/Ie 58)
Attach flow-chart indicating the sequence and activities of the different sites involved in the manufacturing process, including testing sites (Annex
5.8)

e AKO MACTOTO Ha pou3BoAcTBO € B EUII,
Site is in the EEA

- HOMep Ha pa3peHICHUETO 3a IMPOU3BOACTBO:
Manufacturing authorisation number

[] Mpunosxere paspemennsaTa 3a NPOM3BOACTBO, H3UCKBAIIM ce 1O 4. 146 ot 3JIIIXM u un. 40 ot
HupextuBa 2001/83/EO (npumnoxenue 5.6)
Attach manufacturing authorisations required under Article 146 of LMPHM and Article 40 of Directive 2001/83/EC (Annex 5.6)

W

or

[ ] M3mmmere Bpb3kata kbM EudraGMP 3a pa3pereHneTo 3a IIpoH3BOICTBO:
Enter EudraGMP Manufacturing Authorisation reference:

AKO € HaJlu4eH:

If available:

[ ] TIpunosxere mocneauus cepTudUKAT 3a 106pa IPOU3BOACTBEHA NPAKTHKA (IPUIOKEHHE 5.9)
Attach latest GMP certificate (Annex 5.9)

W

or
[ ] Mocouere pedepenThns Homep Ha cepTudukara B EudraGMP:
Enter EudraGMP certificate reference number:

- Ume nHa KBaJ'II/I(bI/II_II/IpaHOTO JIULe:
Name of qualified person

(aKO HC € IIOCOYCHO B pa3pCHICHUETO 3a HpOI/I3BOI[CTBO)
(if not mentioned in manufacturing authorisation)

e AKO MICTOTO Ha OPOM3BOJACTBO € n3BbH EUII:
Site is not in the EEA

[ ] Ipunoxere TOKyMEHT, eKBHBAIICHTEH HA Pa3peIlCHHE 3a IPOM3BOICTBO B ChOTBETCTBHE C WiI. 27,
an. 1, 1.16 ot 3JIIIXM u 4. 8 (k) ot Hupekrura 2001/83/EO (mpumnosxenue 5.6)

Attach document equivalent of manufacturing authorisation in accordance with Article 27 (1), p.16 LMPHM and Article 8(k) of Directive
2001/83/EC (Annex 5.6)

- MsCTOTO Ha NPOU3BOACTBO MHCHEKTHPAHO JIM € 3a ChOTBETCTBHE C J0OpaTa MPOU3BOJICTBEHA
IIpaKkTHKa OT ymbiaHoMolleH oprad oT EMII mnm or appxkaBa, ¢ KOATO € B CHJIA CIOpa3yMEHHE 3a

B3aMMHO IIpHU3HaBaHE UJIM CbOTBETHO CIIOPAa3yMEHHE C EC?
Has the site been inspected for GMP Compliance by an EEA authority or by an authority of countries where MRA or other Community arrangements
apply within the terms of the agreement?

[ ]He [ 1Ja
no yes

HpI/I OTI'OBOp «Ia», B IPHIIOKCHUEC 59 IIpEacTaBETE:
If yes, please provide in Annex 5.9:

CTtaHOBHIIE OT KOMIETEHTHHUSA opras, KOUTO € IIPOBEI HHCICKIUATA, HE ITO-CTApO OT 3 roauHu
a statement less than 3 years old from the competent authority which carried out the inspection,

HNJIN aKO € HAJIMYHCH
or, if available:

[ Hocnennus ceprudukar 3a 106pa IPOM3BOACTBEHA MPAKTHKA
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2.5.3.

Attach latest GMP certificate

Ui
or

[ ] Hocouere pedepenthnst Homep Ha cepTudukara B EudraGMP:
Enter EudraGMP certificate reference number:

- MSCTOTO Ha NPOW3BOACTBO HMHCHEKTHPAHO JIM € 3a ChOTBETCTBHE C J00paTa MPOU3BOJICTBEHA
MPAKTHUKa OT KOMIETEHTEH OpraH (BKJIIOUUTEIHO OT JAbP)KaBH, C KOMUTO € B CHJIa CIIOpa3yMEHHE 3a
B3alMHO IPU3HAaBaHE WM CHOTBETHO cropasymeHue ¢ EC, HO KOMTO HE ca Ha TEpUTOpHsATa Ha

'bpKaBaTa, B KOATO € NHCIEKTHPAHO MSCTOTO Ha MPOU3BOJICTBO)?
- Has the site been inspected for GMP Compliance by any other authority (including those of countries where MRA or other Community arrangements
apply but not within their respective territory)?

[ 1 He []/1a
no yes

[ ] Tpu ortroBop «ma», Mons mpuioxkeTe o6o6IIeHa MH(MOpPMALKsA B TpHIOKEHHE 5.9 (M ako e
HaJIMYCH cepTu(UKaT 3a 100pa MPOU3BOACTBEHA MPAKTUKA MM CTAHOBHIIE OT KOMIICTCHTHHSI OPraH,

KONTO € IPOBeJ UHCIIEKIINATA)
If yes, please provide summary information in Annex 5.9 (and, if available a GMP certificate or a statement from the competent authority which carried
out the inspection)

IIpousBoauTe (M) HA AKTUBHOTO(MTE) BelIeCcTBO(a) U MACTO(A2) HA MPOU3BOACTBO
Manufacturer(s) of the active substance(s) and site(s) of manufacture

3abeneocka: Tpﬂﬁea 0a ce nocowam 6CUYKU MeCmd Ha npou%odcmeo, ywacmeawyu 6 npous*eodcm@emm
npoyec Ha 6CeKu U3mMO4YHUK HA AKMUBHONO 6euiecmeo, KII04YUmelHo KaiyecneeH KORmpoa ﬂa6opam0puu 3a
Kadvecmeen KOHRmpoJ 6 npouyeca Ha npous’@odcmeomo. ﬂCZHHu camo 3a 6p01<epu uiau docmaeuuuu, He ca
npuemiueu. 3a buomexuonocuyHu npodykmu- 0a ce BKIIYam 8CUYKU MeCma HA CbXpAHEHUe HA NbpeUYHA U

pabomua KiemvyHu OAHKU U NPOU3BOOCME0 HA PAOOMHU KIeMbYHU OAHKU.

Note: All manufacturing sites involved in the manufacturing process of each source of active substance including quality control/ in-process testing sites, should be
listed. Brokers or supplier details alone are not acceptable. For biotech products include all sites of storage of master and working cell bank and preparation of
working cell banks.

AKTHBHO BCUICCTBO:
Active substance:

HNwme va xomnanusara:
Company name

Anpec:
Address

[wpxaBa:
Country

Tenedon:
Telephone

daxc:
Telefax

EHCKTpOHHa Imomia:
E-Mail

KpaTKO OIMMCaHHUC Ha MPOU3BOACTBCHUTEC €TAIlN, U3BbPIIBAHN HA MACTOTO HA IPONU3BOJACTBO:
Brief description of manufacturing steps performed by manufacturing site:

|:| HpI/IJ'IO)KCTe CXE€Ma Ha NOoCJICAOBATCIIHOCTTA Ha MPOU3BOACTBCHUTC CTAllU U JEeUHOCTUTE Ha

BCHYKHN MCCTA Ha HpOI/I?;BO)ICTBO, BKJIFOUYUTCJIIHO MECTaTa 3a I/I3B”prHBaHe Ha U3IIUTBAHC (HpI/IJ'IO)KeHI/IC
5.8)

Attach flow-chart indicating the sequence and activities of the different sites involved in the manufacturing process, including testing sites (Annex
5.8)

[ ] 3a Bcsiko akTMBHO BemIECTBO - TIPUITOKETE AEKIAPALMS OT KBAMH(DHUIMPAHOTO JIHIIE, 4e AKTUBHOTO
BEIIIECTBO CE MPOM3BEXk/1a B ChOTBETCTBHE C M3MCKBAHUATA 3a J100pa MPOU3BOJICTBEHA MPAKTHKA HA
U3XOJHUTE MaTepuaiu (mpuioxxeHue 5.22)
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For each active substance, attach a Qualified Person declaration that the active substance is manufactured in compliance with the detailed
guidelines on good manufacturing practice for starting materials (Annex 5.22) .

- Msacroro Ha IMPOU3BOACTBO HUHCIICKTHUPAHO JIM € 3a CbOTBCTCTBUC C 1[06paTa IMPON3BOACTBCHA
MMpaKTHUKa OT KOMIICTCHTCH OpraH OT EUII unm ot AbpiKaBa, B KOATO € B CHJIa CIIOpAa3yMCHHC 3a

B3aMMHO MPU3HABAHE WK Apyro cropazymenue ¢ EC?
- Has the site been inspected for GMP Compliance by an EEA authority or by an authority of countries where MRA or other Community arrangements
apply within the terms of the agreement?

[ ] He [ 1Ja

no yes

HpI/I OTI'OBOp «Ia», B IPUIIOKCHUEC 59 IpEacTaBETE:
If yes, please provide in Annex 5.9:

I:' CTAHOBHUILC OT KOMIICTCHTHHS OpTaH, KOWTO € IMPOBCJI UHCTICKIIUATA
a statement from the competent authority which carried out the inspection,

WU aKO € JOCTBIIHO

or, if available:

|:| HpI/IJ'IO)KeTe IIOCJICACH CCpTI/I(l)I/IKaT 3a zLo6pa IIPOU3BOACTBCHA IIPAKTHKA
Attach latest GMP certificate

700044

or

[ ] Iocouere pedepenThns Homep Ha ceprudukara B EudraGMP:

Enter EudraGMP certificate reference number:

- MscroTo Ha MNPOU3BOACTBO HUHCIICKTUPAHO JIM € 34 CbOTBETCTBUC C zL06paTa MMPONU3BOACTBCHA
IMPpaKTHUKa OT HSKOI APYr KOMIICTCHTCH OpraH (BKJ’IIO‘-II/ITCJ'IHO TaKuBa OT ABPKaBHU, B KOUTO € B CHUJIA
CIIOpa3yMCHHUC 3a B3daMMHO IIPU3HABAHC HWIIM APYTO CIOpa3yMCHHE C EC, HO KOHUTO € HC Ca Ha

TCPUTOPHUATA HA AbpPiKaBaTa, B KOATA € HHCIICKTUPAHO MsACTOTO Ha HpOI/ISBOI[CTBO)?
- Has the site been inspected for GMP Compliance by any other authority (including those of countries where MRA or other Community arrangements
apply but not within their respective territory)?

[JHe [] /Mt

no yes
[ ] Ipu otroBop «ma», Mons mpuioxkeTe o0obmeHa HHGOpPMALMA B HpHIOKEHHE 5.9 (M ako e
BB3MOXKHO, cepTH(UKAT 3a 100pa MPOM3BOJCTBEHA NMPAKTHKA WM CTAHOBHUILE OT KOMIETEHTHUS

opras, KOMTO € IIpOBEJI I/IHCHGKHI/IHTa)
If yes, please provide summary information in Annex 5.9 (and, if available a GMP certificate or a statement from the competent authority which carried
out the inspection)

e 3a akTHBHOTO(MTE) BemlecTBO(a) M3MaJeH U € cepTu(dHKaAT 3a ChOTBETCTBHE OT EBpomeiickara
dapmakomnest:
Has a Ph.Eur. Certificate of suitability been issued for the active substance(s):
|:| HE |:| Ja |:| HpI/IJ'IO)KeTe KOITHEC B ITPHUJTIOKCHHEC 5.10
no yes Provide copy in Annex 5.10
HpI/I OTI'OBODP «Ia»,
If yes,
- BEOICCTBO:
substance
- M€ Ha ITPOU3BOONUTEIIA:
name of the manufacturer
- pedepeHTeH HoMep:
reference number

- laTa Ha MOCIIeHATA aKTyIIU3AIHS (2222-MM-00):
date of last update (yyyy-mm-dd)

e [IpecTaBeHo 11 € OCHOBHO JJOCHE Ha aKTUBHOTO BelecTBo(a)?
Is a Active Substance Master File (European Drug Master File) to be used for the active substance(s) reference/original?

[ 1He [1/a
no yes

HpI/I OTI'OBODP «Ian,
If yes,

- BCIIICCTBO:
substance
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2.54.

- UMC Ha IMPOU3BOAUTCIIA:
name of the manufacturer

- pedepenteH HoMmep 3a EBponeiickaTa areHIus 1o JeKapcTBara /KOMIETCHTHUS OpraH:
reference number for EMEA / competent authority
- JlaTa Ha TOJIaBaHe (2222-MM-00):
date of submission (yyyy-mm-dd)
- JlaTa Ha TOCJIeTHATa aKTyaIu3alusl (2eeee-MM-00):
date of last update (yyyy-mm-dd)
- [] Hpunoxere xato mpunoxerne 5.10 mucMo 3a A0CThI Ha V3IMBbIHUTENHATA arcHIMUS IO
nexapctBata (“letter of access” - Bk. mporueaypara 3a eBpOIEHCKO OCHOBHO JIOCHE Ha aKTHBHO

BEII[ECTBO)
attach letter of access for Community/Member State authorities where the application is made (see “European DMF procedure for active
ingredients) (Annex 5.10)

- [] Hpunosxere xato npunoxenue 5.11 Kompe OT MUCMEHO HOTBBPKICHHE OT HPOU3BOIUTEIIS
Ha aKTUBHOTO BEIIECTBO, Ye Iie HH(OpPMHpA 3asBUTENS B CIIydail Ha MPOMSHA B MPOU3BOICTBEHUS
mporec Wik crnernuukaiuuTe B cboTBeTcTBHE ¢ Hapemgbara mo un. 42 ot 3JIIIXM u
[Tpunoxenue I na Jupexrusa 2001/83/EO

attach copy of written confirmation from the manufacturer of the active substance to inform the applicant in case of modification of the
manufacturing process or specifications according to the Reculation according Article 42 of LMPHM and Annex I of Directive 2001/83/EC
(Annex 5.11)

e VlMa nu W3ajeH win NoJaZeHO HCKaHe 3a h3/laBaHe Ha cepTudukar ot EBpomeiickara areHus mno
JIeKapcTBaTa 3a OCHOBHO Jocue Ha BakcuHeH aHTtureH (OZIBA), koiTO aa ce U3Moia3Ba BbB Bpb3Ka C
TOBa 3as1BIICHUE, B CbOTBETCTBHE ¢ ul. 7, al. 1, T. 1, OykBa “B” Ha HapenOata no ui. 42 ot 3JIIIXM u
¢ Ipunoxenue I, Yacr I1I ot Jupextusa 2001/83/EOQ?

Is an EMEA certificate for a Vaccine Antigen Master File (VAMEF) issued or submitted in accordance with Reculation according Article 42 of LMPHM
and Directive 2001/83/EC Annex I, Part III, being used for this MAA?

[ ] He [] Ha [] [Tpunoxere konue kato mpujaoxkenue 5.20
no yes Provide copy in Annex 5.20
[Ipu oTroBop «aay,,
If yes,
- M€ Ha BCIICCTBOTO:
substance name
- ©Me Ha npuTexaTens Ha ceptudukata 3a O[ABA/3asButens 3a O/|BA:
name of the VAMF Certificate Holder/ VAMF Applicant
- HOMED Ha 3asBIICHUETO/cepTH(HKaTA:
reference number of Application/ Certificate
- JlaTa Ha To/IaBaHe (aKo € B MPOIEAypa) (2eee-Mm-00):
date of submission (if pending) (yyyy-mm-dd)

- laTa Ha 0JI00pEHUE WU TIOCTIC/THA aKTyaln3anus (aKo € 000PEHO) (22ee-MM-00):
date of approval or last update (if approved) (yyyy-mm-dd)

(Pazgensr TpsiOBa ma ce Komupa KOJIKOTO MBTH € HEOOXOAWMO, 3a Ja ObJe MOMBIHEH 3a BCUYKH
OJIBA, xouTO 111€ C€ U3I0J3BaT)

(Section to be copied as per however many VAMFs may be cross-referenced)

®upmu, U3M0J3BAHM 110 JI0TOBOP 32 MPOBekKAAHE HA KIMHUYHN M3NUTBAHUSA 32 OMOHAJIUYHOCT
WM 0MO0EKBUBAJEHTHOCT WJIM M3MOJI3BAHH 32 BAJIUJAUPAaHe HA NMPOU3BOACTBEHHTE MPOLECH 3a
NMPOM3BOJACTBOTO HA KPbBHU MPOAYKTH.

3a Bcsika ¢upMa, U3MOJI3BAHA MO JAOTOBOP, MOcoYeTe Kble €a H3BbPIIEHH AHAJIUTHYHUTE

H3IMUTBAHUA U Kb/I€ Ca cnﬁpaﬂn KIMHUYHUTE JaHHHU U 1ImocodeTe:

Contract companies used for clinical trial(s) on bioavailability or bioequivalence or used for the validation of blood product manufacturing
processes.

For each contract company, state where analytical tests are performed and where clinical data are collected and give:

3ariaBue Ha U3IATBAHETO:
Title of the study

Kon Ha nporokodna:
Protocol code

Howmep B EudraCT:
EudraCT-Number

Wwme Ha ¢pupmara:
Name of the company
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Anpec:
Address
[mbpxaBa:
Country
Tenedon:
Telephone
dakc:
Telefax

Enextponna noima:
E-Mail

M3nbaHABaHO 3a0bIKCHHUE CHITIACHO A0roBopa:

Duty performed according to contract:

2.6. KauecTBeH M KOJIMYeCTBEH CbCTAB
Qualitative and quantitative composition
2.6.1. KauecTBeH M KOJHYECTBEH CbhCTAB MO OTHOILIEHHE HAa AKTUBHOTO(HTE) BelleCTBO(a) M

MOMOIITHOTO(UTE) BelecTBO(a):

Qualitative and Quantitative composition in terms of the active substance(s) and the excipient(s):

TpsOBa 1a ce 0TOENIEKN 32 KAKBO KOJMYECTBO CE OTHACSA ChCTaBBT (Hamp. 1 karcyra)

A note should be given as to which quantity the composition refers (e.g. 1 capsule)

[Tocouere akTHBHOTO(MTE) BEMIECTBO(A) OTACIIHO OT IMMOMOIIHOTO(HMTE) BemecTBO(a):

List the active substance(s) separately from the excipient(s):

Nme Ha akTBHOTO(TE) BemiecTBO(a)™

Name of active substance(s)*

H T.H.
etc.

Nme Ha momorHOTO(TE) BemecTBo(a)*

Name of excipient(s)*

U T.H.
etc.

Komnmuectso Engnnuna

Quantity

Komnuecrso Enunwuia

Quantity

Unit

Unit

CTaHJapT UIu MOHOTpadus,

Ha KOHUTO OTTroBaps
Reference/Monograph standard

Crannapt wiu MoHorpadus,

Ha KOUTO OTroBaps
Reference/Monograph standard

3abenexcka: * 3a 6cako sewpecmeo mpsabea 0a ce nOCoUU camo eOHO UMe Kamo ce Cnasea CleOHUusm
peo Ha npuopumem: MedHCOYHaApoOHo Henamenmuo ume (INN)**  Egponeiicka gapmaxones,

HAYUOHAJIHA qbapmakoneﬂ, 061/1/;071[71/167’1’10 ume, Hay4YHo ume

** axmuenomo eewecmeo mpsbea oa OvOe NOCOUeHO upe3 NPEenopbLUYAHOMO MeNCOYHAPOOHO
HenameHmHo ume 8 Cbomeemuama opma (con unu xuopam - ako e 6 makasa gopma). 3a noseue
noopobHocmu, 6xc.Pbko8o0cmeomo 3a Kpamka Xapakmepucmuka Ha npooOyKma.
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Note: * only one name for each substance 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 (for further details, consult the
Guideline on the SPC)

JlaHHUTE 3a €BEHTYaJ HM W3JIMIIBLM He TpsiOBa Ja ce BKIIOYBAT B rpadure chc ChCTaBa, a Ja ce

mocoyar TyK JOJIy:
Details of any overages should not be included in the formulation columns but stated below:

- aKTUBHO(M) BEIIECTBO(A):
active substance(s)

- IIOMOIITHY BEMIECTBO(A):
excipient(s):

2.6.2. Cnucbk Ha MaTepHAJIUTE OT KUBOTUHCKHU /WM YOBEIIKH Mpou3xoa, KOUTO C€ CbABbPKAT UWJIN

C€ M3MO0J3BAaT B IIpolieca HA MPOU3BOACTBO HA JICKAPCTBCHUA l'lpOIlyKT?
List of materials of animal and/or human origin contained or used in the manufacturing process of the medicinal product?

[ ] HE CE M3IIOJI3BAT

NONE
Nwme OyHKIUI* OT )KMBOTHH  OT IPyTH  OT YOBEIIKH TSE ceprudukar
AB IIB P BB3IIPUEMUYHBU  >KUBOTHH MIPOU3XOJ] 3a CbOTBETCTBUE
kbM TSE** (mocouBa ce HOMeEp)
Name Function* Animal origin Other Human Certificate of suitability
AS EX R susceptible to TSE** animal origin origin for TSE (state number)

L. I O
2. I O
3. L1 O
4. 1 [

U T.H.
etc.

* AB = akTtmBHO BemiecTBO, [IB = MOMOIIHO BemIECTBO (BKJI. HM3XOAHH MAT€PUANIH, WU3MOJI3BAHU MPHU
MPOU3BOACTBOTO HA AKTHMBHO WJIM TOMOIIHO BEIIeCTBO), P = peareHt/xpanutenna cpena (BxmrouutenHo

TaKWBa, U3MOJI3BAaHU MIPU TPOU3BOJCTBOTO HA ITbPBUYHH U PAOOTHH KJICTHYHH OaHKH)

* AS = active substance, EX = excipient (incl. starting materials used in the manufacture of the active substance/exipient), R = reagent/culture medium (incl. those
used in the preparation of master and working cell banks)

** cprmacHo ompeaeneHUETo B pasfen 2 (o0xBaT) Ha PHKOBOACTBOTO Ha KomuTera 3a maTeHTOBaHU
JIEKapCTBEHH MPOJYKTH 3a CBEXKIAHE 10 MUHUMYM Ha pPHCKa OT Mpe/laBaHe Ha MPUUYMHUTENN Ha KUBOTUHCKH

CroHTU(OPMHU eHIIePaTONaTHH
** as defined in section 2 (scope) of the CHMP Note for Guidance

[ [ [ [
[ [ [ [
[ [ [ [
[ [ [ [

O 0O o o

[ ] Axo uma TSE-ceptudukar 3a choTBeTcTBHE ChriiacHo Pesomonus AP/CSP (99)4 na Chera Ha EBporna,

IIPUJIOKETE TO B MpUiIokeHue 5.12
If a Ph. Eur. Certificate of Suitability for TSE is available according to Resolution AP/CSP (99)4 of the Council of Europe attach it in Annex 5.12

2.6.3. Nma n1u u3nageH Win NMOAaJAeHO 3asBJieHUe 3a u31aBaHe Ha ceprudukar or EBponeiickara
areHUusi 1Mo JeKapcTrBaTa 3a OCHOBHO aocue Ha miaasma (O/ID), koiito na ce u3mosa3Ba BbB
BPb3Ka ¢ TOBa 3asiBJIeHUE, B CbOTBETCTBHE C Wi. 7, aa. 1, T. 1, OykBa “B” na Hapenbara nmo ..
42 ot 3JIIIXM u Ilpunaoxenune I, yact III or Inpextusa 2001/83/EO ?

Is an EMEA certificate for a Plasma Master File (PMF) issued or submitted in accordance with Article 7(1) p.1 (c) of the Reculation according
Article 42 of LMPHM and Directive 2001/83/EC Annex I, Part III, being used for this MAA?

|:| He |:| Ha |:| [Ipunoxere konue karo npuioxeHue 5.21
no yes Provide copy in Annex 5.21
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[Ipu oTroBop «aax,,
If yes,

- BemectBo, 3a koeto ce u3mnon3a OI1:
Substance referring to PMF:

byHkms*

function*

AB I P

AS EX R
- M€ Ha npuTexaTens Ha ceprudukata 3a OI1/3asBurens 3a OAIL:
name of the PMF Certificate Holder/ PMF Applicant:

- HOMCp Ha 3asBJIECHUETO/ CepTI/I(l)I/IKaTaZ
reference number of Application/ Certificate:

- JlaTa Ha To/IaBaHe (aKo € B mporeaypa) (Trrr-MM-11):
date of submission (if pending) (yyyy-mm-dd):

- laTa Ha 0JI00pEHUE WK TIOCTICTHA aKTyan3anus (ako € 0J00peHo) (TTIT-MM-JI]):
date of approval or last update (if approved) (yyyy-mm-dd):

* AB = axktuBHO BemecTBO, [IB = moMomHO BemecTBO (BKJI. M3XOJHW MaTepuaid, W3MOJ3BaHU IPHU
NPOM3BOJICTBOTO Ha AKTUBHO BEILECTBO/IIOMOINHO BemiecTBO), P = peareHt/xpanutenHa cpega (BKI.

W3MOJI3BaHU TIPH MPOM3BOJICTBOTO HA MbPBUYHHU U PAOOTHU KIETHYHHU OaHKH)
* AS = active substance, EX = excipient (incl. starting materials used in the manufacture of the active substance/excipient), R = reagent/culture medium (incl. those
used in the preparation of master and working cell banks)

(PazgensT TpsiOBa 1a ce KOMMpa KOJIKOTO MTBTH € HEOOXOAMMO, 3a Aa Ob1e mombiaHeH 3a Bcuaku O/II1,

KOHUTO II€ CE I/ISHOH3B8.T)
(Section to be copied as per however many PMFs may be cross-referenced)

2.6.4. JlekapCcTBeHUAAIT NPOAYKT ChABPKA JU TeHeTHYHO Moauduuupanm opranusmu (I'MQO) no
cvuchjaa Ha lupexTuBa 2001/18/EO?

Does the medicinal product contain or consist of Genetically Modified Organisms (GMOs) within the meaning of Directive 2001/18/EC ?

[1He [1/1a
No

Yes

[Tpu otroBop «aa», oTroBaps v npoayKTsT Ha Jdupextusa 2001/18/EO?
If yes, does the product comply with Directive 2001/18/EC?

[ ]He Hpic
No

Yes

[ ] IMpunosxere xaTo mpuioxerue 5.13 Komme oT MUCMEHO ChIiiacue(s) Ha KOMIIETEHTHUTE OPraHy 3a
ocBoOoxxaaBane Ha MO B okoyiHaTa cpena 3a M3CJIEIOBATEIICKA U Pa3BOMHU IEJIH, aKO CE€ M3MCKBA
ot yact B na /lupextuna 2001/18/EO

Attach a copy of any written consent(s) of the competent authorities to the deliberate release into the environment of the GMOs for research and
development purposes where provided for by Part B of the above-mentioned Directive (Annex 5.13)

3. HAYYHA KOHCVYJITALIUA
SCIENTIFIC ADVICE

3.1. 3a TO03M JeKkapcTBeH NMPOAYKT JaBaH Ju e opuumuasgeH HaydeH(u) cbBeT(M) or Kommrera 3a

JICKAPCTBEHHU NMMPOAYKTH 3a XyMaHHaTa MEIIP[I.[I/IHa?
Was there formal scientific advice(s) given by the CHMP for this medicinal product ?

[1He [1/1a
No

Yes
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IIpu otroBop «aa»,
If yes,

Harta (2eece-mm-00):

Date (yyyy-mm-dd):

Pedepennus(1) kbM TUCMOTO ¢ HayueH(H) CHBET(H):
Reference(s) of the scientific advice(s):

3a To3M JIeKapcTBeH NPOAYKT JaBaH JIU € Hay4eH(M) cbBeT(H) OT AbpiKaBa-4jeHKa(u)?
Was there formal scientific advice(s) given by the CHMP for this medicinal product ?

|:| HpI/IJ'IO)KeTe KaTO INPHIIOKCHUEC 5.14 xomme OT MUCMOTO 3a Hay4CH CbBET
Attach copy of the scientific letter (Annex 5.14)

4. APYI'U 3ASABJIEHU S 3A PASPEIIIABAHE 3A YIIOTPEBA
OTHER MARKETING AUTHORISATION APPLICATIONS

4.1.

4.1.1.

4.1.2.

4.1.3.

3a  HANMOHAJHM NPOUEAYPH/NPOLEAYPH MO B3aMMHO NPHU3HABaAHE/TeNEHTPAJIUIHUPAHU
NPOLEAYPH MOJIS MONBLJHETE CJSTHOTO B CLOTBeTcTBHE ¢ 4i1.27 (aa. 1 1. 14, 15,16 u 18, 19, 20,
21, 22) ot 3JIIIXM u 4. 8(j)-(1) or Aupexruna 2001/83/EO:

For national applications /MRP/DCP, please complete the following in accordance with Article 27(1) p. 14, 15, 16 and 18, 19, 20, 21, 22 of
LMPHM and Article 8(j)-(1) of Directive 2001/83/EC:

HNma u apyra abp:xkaBa-djieHKa(n), B KOSTO € MO0JAa/eH0 3asiBJIeHHe™ ™ 32 ChIIMA™ MPOXYKT?
Is there another Member State(s) where an application for the same* product is pending**?

[ ]/t [JHe
yes no
ITpu oTroBop «z1a»,, mombIHETE pasaein 4.2.
If yes, section 4.2. must be completed

ChuaT* NpoayKT pa3pelleH JIM € 3a ynorpeda B Apyra abp:kaBa-4jieHka (u)?
Is there another Member State(s) where an authorisation is granted for the same* product?

[/t [1He
yes no
HpI/I OTTOBOp «Aa»,, HOIIBJIHCTEC PA31CJI 42 n MNpEACTAaBCTC KOMMUEC OT Pa3pCUICHUCTO 3a yHOTpGGa
If yes, section 4.2 must be completed and copy of authorisation provided

Nma 151 HSIKaKBM pa3auuus C TEpPalNeBTUYHO 3HAUYEHHE MEXIy TOBa 3asiBICHHE U
3asBJICHUATA/pa3pelieHusITa 3a ynorpeda 3a ChIIUS NPONYKT B JAPYTH IbpKABU—WICHKH (3a
HallMOHAHU npouenypu ce npwiarat 4wi. 44 wim 45 ot 3JIIIXM u un. 17 wim 18 ot JdupektuBa
2001/83/EO).

Are there any differences which have therapeutic implications between this application and the applications/authorisations for the same product in other
Member States (for national applications, Article 44 and 45 of LMPHM and Article 17 or 18 of Directive 2001/83/EC shall apply).

[] Ha [ ] He
yes no

IIpu otroBop «xa», onuiIere:
If yes, please elaborate:

Hma am apyra abpkaBa-djieHKa(u), B KOATO KOMIIETEHTHUTE OPraHH ca OTKAa3aJu/Crpesiu

BPEMEHHO /IPEKPaTHJIM pa3pelieHne 3a ynorpeda 3a cbIusi *npoayKr?
Is there another Member State(s) where an authorisation was refused/ suspended/ revoked by competent authorities for the same* product?

31




[/t [1He
yes no
[Ipu oTroBop «aay, , mombJiHEeTE pa3aen 4.2
If yes, section 4.2 must be completed
*3abenexcka: Iouamuemo “edun u cvuy nPoOykm” 03HAUABA €OHAK®LE KAUECMEEH U KOJIUYECMBEH CbCmas
Ha akmusHomo(me) eeujecmeo(a) u eoHa u cvwa J1eKapcmeena gopma om 3aseument, NPUHAOTIEHCAUU
KbM €0HO U CbU0 OpYHCEeCMB0 UNU 00EOUHEeHUs. Om OPYAHCecCmad, Uil KOUMoO ca CKIIOYUIU TUYEH3UOHEH

002080p. 3a nousmuemo “edun u cvwy npodykm” exc. un. 45, an. 3 om 3JITIXM.
*Note: “same product” means same qualitative and quantitative composition in active substance(s) and having the same pharmaceutical form from applicants
belonging to the same mother company or group of companies OR which are “licensees”. For “same product refer and to Article 45(3) of LMPHM

** Z3abenexncka: Tosa e 3asejierue, nooaoexo no-paHo uiu napajejiHo ¢ nmoea 3dasiejlenue, aKo doceza He e

ykazano 6 mouku 1.1.2 unu 1.1.3.
** Note: This is covering applications submitted at an earlier time or in parallel to this application if not already listed under 1.1.2 or 1.1.3.

4.2.Pa3pemenne 3a ynorpeoa Ha cbiuus npoaykt B EUII (e1HakbB KayecTBeH M KOJIUYECTBEH ChCTAB
N0 OTHOLIEHME HAa AKTHBHOTO(Te) BellecTBO(a) W e€IHA M ChIIa JieKapcTBeHa ¢opMa Ha
JIeKApCTBeHUsI MPOAYKT OT 3asiBUTENH, NPUHAMIEKAIMN KbM €IHO U ChIIO [PY:KECTBO HJIH

OﬁeIlI/IHeHI/Iﬂ OT IPYyKeCTBA, HJIN KOUTO Ca CKIIIOYUJIHA JIUHCH3HOHECH J0r0BOP.
Marketing authorisation applications for the same product in the EEA (same qualitative and quantitative composition in active substance(s) and
having the same pharmaceutical form from applicants belonging to the same mother company or group of companies OR which are “licensees”

3abenexka: B:xk. Cro0menne Ha Komucusita 98/C229/03)
Note: refer to Commission Communication 98/C229/03

I:I H3paaeHo pa3penieHue
Authorised
ObpiKaBa.
country
JlaTa Ha pa3peliaBaHe (2eee-Mm-00):
date of authorisation (yyyy-mm-dd)
CcBOOOIHO U30paHO MMeE:
invented name

HOMCP Ha Pa3spCIICHUCTO:
authorisation number

[ ] IMpunosxere Paspemenuero 3a ynorpe6a (Ipunoxenne 5.15)
Attach marketing authorisation (Annex 5.15)

[]B npoueaypa
Pending

AbpiKaBa:

country

JlaTa Ha T0JIaBaHe Ha 3asBJICHUETO (2222-MM-00):
date of submission (vyyy-mm-dd)

[ ] Uznamen orkas
Refused

JbpKaBa:
country

JlaTa Ha OTKAa3 (22ee-MM-00).
date of refusal (yyyy-mm-dd)

[ ] Orrerneno 3asBienune (0T 3asBUTEIIS IPEIN Pa3pelIABaHE)
Withdrawn (by applicant before authorisation)

I'bpiKaBa:

country

JlaTa Ha OTTETJISIHE (2222-MM-00):

date of withdrawal (yvyyy-mm-dd)

CcBOOOIHO U30paHO NMeE:

invented name

IIpUYrHa 3a OTTCITIAHCTO!:
reason for withdrawal
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4.3

4.4.

[ ] Orrernen (ot 3asiBuTEs Cite/1 pa3peliaBaHe 3a yrnorpeta)
Withdrawn (by applicant after authorisation)

J'bprKaBa:

country

JlaTa Ha OTTETJISHE (2222-MM-00):

date of withdrawal (yyyy-mm-dd)

HOMCD Ha pa3pCIICHUCTO.

authorisation number

IIpUYKrHA 3a OTTCTIIAHCTO!

reason for withdrawal

CBO0O/IHO U30paHO HME:
invented name

[ ] BpemenHo cripstHo/mpexpaTeHo paspelieHue 3a yrorpeba (OT KOMIIETEHTEH OpraH)
Suspended/revoked (by competent authority)

I'bpiKaBa:

country

JaTa Ha BPEMEHHOTO CIIUPaHe/TIPEKPATIBAHETO (2222-MM-00):

date of suspension/revocation (yyyy-mm-dd)

NPUYHHA 32 BPEMEHHOTO CIIMpaHe/TIPEeKpaTsBaHETo:

reason for suspension/revocation

CcBOOOIHO U30paHO NMeE:
invented name

HDH MHOFOKDaTHI/I/I[VﬁJII/IKaTHI/I 3Aa8BJICHHUA 34 CHIIIUA JICKADCTBCH IPOAYKT:
For multiple/duplicate applications of the same medicinal product:

MHOrokpaTH# 3agBJ€HUS 3a:

Multiple applications for:

Wme Ha npyrust npoayKT(u):

Name of the other product(s)

JlaTta Ha 3agBIIEHUETO(STA) (2222-MM-00):
Date of application(s) (yyyy-mm-dd)

3asBuren(u):
Applicant(s)

[ ] Hpunoxere xaro mpunoxenue 5.16 komme OT KopecloHaeHIuaATa ¢ EBpomeiickara Kommcns,

CaMoO 3a ICHTpAJIN3UPaAHU IIPOLCAYPH
Attach copy of correspondence with the European Commission, for centralised procedures only (Annex 5.16)

3asiBjieHus 3a pa3peliaBaHe 3a ynorpeda Ha chbumusg npoaykT u3sbH EUII (1.e. oT 3asiBuTE/IN
NPUHAVIEKALIH KbM €HO M ChIIO APY’KeCTBO MU 00eJMHEHHUsI OT JAPYKecTBa, HJIH KOUTO €a
CKJIIOYMJIN JINLIEH3MOHEeH N0roBop. Chuiusi Ka4eCTBeH W KOJINYeCTBEH ChCTAB 10 OTHOLICHHE

HA AKTUBHOTO(Te) BellleCTBO(A) U ChIIATA JIeKApCTBeHa (popMma)

Marketing authorisation applications for the same product outside the EEA (i.e. from applicants belonging to the same mother company or
group of companies OR which are “licensees”. Same qualitative and quantitative composition in active substance(s) and having the same
pharmaceutical form.)

[ ] Usnameno paspemenue
Authorised
I'bpiKaBa:
country
JlaTa Ha pa3peliaBaHe (2eee-Mm-00):
date of authorisation (yyyy-mm-dd)

CcBOOOIHO U30paHO NMeE:
invented name:

[ ] B npouenypa
Pending
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AbpKaBa:
country

JlaTa Ha 10JIaBaHe Ha 3asABICHUCTO (2222-MM-00):
date of submission (yyyy-mm-dd)

[ ] Y3nagen orkas
Refused

JBpKaBa;

country

JlaTa Ha OTKa3 (22ee-MM-00).
date of refusal (yyyy-mm-dd)

[ ] Orrerneno 3asBienue (0T 3asIBUTENS IPSAN Pa3peIIaBaHe)
Withdrawn (by applicant before authorisation)

IbpKaBa:

country

JlaTa Ha OTTETJISHE (2222-MM-00):

date of withdrawal (yyyy-mm-dd)

CcBOOOIHO U30paHO NMeE:

invented name

IIpUYrHaA 3a OTTCTIIAHETO!
reason for withdrawal

|:| Ortternen (0T 3a4BUTENS CIE pa3pelllaBaHe 3a YIIoTpeda)
Withdrawn (by applicant after authorisation)

AObpiKaBa:

country

JlaTa Ha OTTETJISIHE (2222-MM-00):

date of withdrawal (yyyy-mm-dd)

HOMCD Ha pa3pCIICHUCTO:

authorisation number

MMpUYIKrHA 3a OTTCTIIAHCTO:
reason for withdrawal

CcBOOOIHO U30paHO NMeE:
invented name

I:I BpemMeHHO clIpssHO/TIPEKPATEHO pa3pelIeHe 3a YIIoTpeOa (0T KOMIIETEHTEH OpraH)
Suspended/revoked (by competent authority)

AObpiKaBa:

country

JlaTa Ha BPEMEHHOTO CIIUPAHE/TIPEKPATIBAHETO (2222-MM-00):

date of suspension/revocation (yyyy-mm-dd)

IIpUYrHa 3a BDpCMCHHOTO CHI/IpaHC/HperaT}IBaHeTOZ

reason for suspension/revocation

THPTOBCKO NUME!:
trade name

5. NPUJIOKEHU JOKYMEHTH (KOI'ATO E HEOBXO/JIUMO)
ANNEXED DOCUMENTS (WHERE APPROPRIATE)

[]5.1. JIoKyMeHTH 3a MJIaTEeHU TaKCH

Proof of payment

[]5.2. TIncmo 3a mHpOPMHPAHO CHIIAacHe OT MPHUTEXKATeNl HA Pa3pelIcHHETO 3a yHoTpeOa Ha paspericH

JICKApCTBCH MMPOAYKT
Informed consent letter of marketing authorisation holder of authorised medicinal product.

[] 5.3. Odunmanen JOKYMEHT, W3MaJieH OT KOMIETEHTEH OpraH, ChITIAaCHO CHOTBETHOTO HAIIMOHATHO

3aKOHOJIaTEJICTBO, TOKA3BAlll, Y€ 3asBUTEIAT € YCTAaHOBEH Ha Teputopusara Ha ENIIL.
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Proof of establishment of the applicant in the EEA.

[ ] 5.4. Jleranusupano HBHIHOMONIIHO 3a KOPECHOHIGHIMS OT HMMETO HA 3asBUTENs/TMPUTEKATeNs Ha

PaspCmiCHUECTO 3a }’HOTpe6a
Letter of authorisation for communication on behalf of the applicant/ MAH

[ 15.5. Buorpadus Ha KBaTMHUIMPAHOTO JIMIIE 110 JICKAPCTBEHA OE30aCHOCT

Curriculum Vitae of the Qualified Person for Pharmacovigilance

[ ] 5.6. Pa3pemenne 3a npou3BoacTBo chrimacHo un. 146 ot 3JIIIXM u un. 40 or Jlupexrusa 2001/83/EO
(wmm exBuBaneHT u3BbH EUII, kbmero € B cuia crnopa3ymMeHuWE 3a B3aUMHO IIpU3HABaHE Ha
MHCIIEKIIMUTE UK Jipyro crnopazymenue ¢ EC.); apyro nokas3aresncTBo 3a pa3peleHue, CboopasHo il
8(x) ot dupextuna 2001/83/EO.

Manufacturing Authorisation required under Article 146 of LMPHM and Article 40 of Directive 2001/83/EC (or equivalent, outside of the EEA where
MRA or other Community arrangements apply); any proof of authorisation in accordance with Article 8(k) of Directive 2001/83/EC.

[ ]5.7. Konue Ha “J[oKyMeHT 3a onpenensHe kato SME-craryt”
Copy of the ‘Qualification of SME Status’.

|:| 5.8. Cxema Ha IMMOCJICA0OBATCIIHOCTTA, ITOCOYBAIla BCUYKH MECTA Ha MPOU3BOJACTBO XU KOHTPOJI, ydaCTBAIlH

B IPOU3BOJACTBCHUSA MMPOLCC HA JICKAPCTBCHUS IMTPOAYKT U HA aKTUBHOTO BCIICCTBO.
Flow-chart indicating all manufacturing and control sites involved in the manufacturing process of the medicinal product and the active substance.

[ 15.9. GMP cepruduxar(u) umu apyro(u) GMP craHoBHIIe(a); KBAETO € Bb3MOXKHO - ONHCAHHE HA APYTH

MMPOBCACHN HHCIICKIWUU 3a 1106pa IMPOU3BOACTBCHA IIPAKTHUKA
GMP certificate(s) or other GMP statement(s); Where applicable a summary of other GMP inspections performed.

[ ] 5.10. ITucmo(a) 3a KOCTBII 1O OCHOBHO aocHe(Ta) HA AKTHBHO BEIIECTBO MM Korue ot CepTudukar 3a

chOTBeTCTBUE Ha EBpomneiickara gapmakores.
Letter(s) of access to Active Substance Master File(s) or copy of Ph. Eur. Certificate(s) of suitability

[ ]5.11. Komue OT MHCMEHO MOTBBPIKACHNE OT IPOU3BOMTENS HAa aKTHBHOTO BEIECTBO, e Iiie HHQOpMupa
3asdBUTCIISA B cnyqaﬁ Ha IpOMsAHa B IMPOU3BOJACTBCHUS IMPOLICC UIIH CHGI_[I/I(bI/IKaLII/II/ITC B CbOTBETCTBUEC
¢ Hapenbara mo . 42 ot 3JIIIXM wu Ipunoxenue I ot upextusa 2001/83/EO

Copy of written confirmation from the manufacturer of the active substance to inform the applicant in case of modification of the manufacturing process
or specifications according to the Regulation according Article 42 of LMPHM and Annex I of Directive 2001/83/EC

[ ] 5.12. Ceprudukar(u) 3a choTBeTcTBHE Ha MoHOrpadusrta Ha EBpomeiickata dapMakores OTHOCHO

cnoarupopmunte ernedanonaruu (TSE-cepruduxar)
Ph. Eur. Certificate(s) of suitability for TSE

[]5.13. ITucmeno chriaacue(s) Ha KOMIIETCHTHUTE OPraHH 3a 0cBoGoxkaBaHe Ha MO B OKONHATA Cpeja.
Written consent(s) of the competent authorities regarding GMO release in the environment.

[ ]5.14. Hayuen crpBer manen or Komurera 3a IeKapCTBEHH MPOAYKTH 3a XyMaHHATA MEIHUIMHA H/UIH OT

IbpkaBa(u) wieHka(un).
Scientific Advice given by CHMP and/or by member state(s).

[ ]5.15. Konue ot paspemenueTo(sita) 3a ynorpe6a B EWIT 1 eKBUBAJIEHTHH JOKYMEHTH 33 TPETH IbP/KABH
U gokymeHTute 1o uwi. 27, an. 1, 1.14 - 16 u 19 - 22 or 3JIIIXM u un. 8()-(L) or HupektuBa
2001/83/EO, mpu mnouckBaHe ((GOTOKONMME HA CTpaHMIATA, HA KOSNTO € H3IUCAaH HOMEpa Ha
paspemeHneTo aa ymorpeba, Jarara Ha W3JaBaHETO My M CTPAaHHMIATA, KOATO € MOANHCAHA OT

CHhOTBCTHHA KOMIICTCHTCH OpraH € ,Z[OCTaT"b‘-IHO).

Copy of Marketing Authorization(s) required under Article 27(1), p. 14-16 and 19-22 of LMPHM and Article 8(j)-(L) of Directive 2001/83/EC in the
EEA and the equivalent in third countries on request (a photocopy of the pages which give the marketing authorization number, the date of authorisation
and the page which has been signed by the authorizing competent authority will suffice).

[ 15.16. Kopecnionnenmus ¢ EBponeiickata KOMHECHS OTHOCHO MHOTOKPATHHTE/ Ty OTHKATHHUTE 3asBIICHHS
Correspondence with European Commission regarding multiple applications

[] 5.17. Crnmchbk Ha TIpejCTaBeHHTE ChC 3asBICHMETO MAKeTH M IIPoOum/MOCTpH (BK. Bele)ku KbM
3asBUTEIUTE, TOM 2A, 171. 7).
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List of Mock-ups and Samples/specimens sent with the application, as appropriate (see Notice to Applicants, volume 2A, chapter 7).

[ ] 5.18. Konue oT pemieHHeTo 3a ompedelsHe KaTO IeKAapCTBEH MPOMYKT, IpeiHA3HAYEH 3a JIedeHHe,

HpO(l)I/IJIaKTI/IKa W TUAarHOCTUKaA Ha PEOKHU 3a00JISIBaHUS
Copy of the Orphan Designation Decision.

[ ] 5.19. Crimcek Ha mpemnoxenuTe (CBOGOAHO M30paHM) MMEHA M NPUTEKATENHMTE HA Pa3pElICHHS 3a

ynotpeba B 3acerHature abppxasu oT EUTT
List of proposed (invented) names and marketing authorisation holders in the concerned member states

[ ]5.20. Konue ot ceprudukara Ha EBpomneiickaTa areHIus o JIeKapcTBaTa 3a OCHOBHO JIOCHE HA BAKCHHEH

antured (O/IBA)
Copy of EMEA certificate for a Vaccine Antigen Master File (VAMF)

[ ]5.21. Konme ot ceprudukara Ha EBpomneiickaTa areHIms 1o JekapcTBaTa 3a OCHOBHO JIOCHE Ha IUTa3Ma

(OAI)

Copy of EMEA certificate for a Plasma Master File (PMF)

[] 5.22. 3a BcAKO aKTMBHO BEIIECTBO NPWIOXKETE JAeKIapamus(d) OT KBAIH(DHMIUPAHOTO JHIE Ha
NpUTEXAaTeNs Ha pa3pelIeHNueTo 3a MPOU3BOJCTBO, TIOCOYEH B pasnen 2.5.1, u oT kKBanuduIMpaHoTo
JMIE HA BCEKU OT MPHUTEKATEIUTE HA pa3pelIeHNe 3a MPOU3BOACTBO, PA3MOI0KEHH Ha TEPUTOPHITA
Ha EMII, m30poern B pasmen 2.5.2, KbAETO AaKTUBHOTO BEIIECTBO CE€ HM3MOJI3BA KaTO HM3XOJEH
MaTepHuall, Ye¢ aKTHBHOTO BEIIECTBO CE MPOM3BEXKIA B CHOTBETCTBUE C MOJPOOHHUTE PHKOBOJCTBA 3a
no0pa MPOM3BOACTBEHA MPAKTHKA 3a M3XOAHM MaTepuainu. Karo BapuaHT, MOXe J1a ce MpeaCcTaBu
JeKJIapanys, MOANICaHa OT €JHO KBATU(UIMPAHO JHIE OT MMETO Ha BCHYKM OCTAHAIIM y4acTBAIU

KBaJII/Iq)I/II_II/IpaHI/I Juna (HpI/I YCJIOBHE, Y€ TOBA € YKa3aHO }ICHO).

For each active substance, attach a declaration(s) from the Qualified Person of the manufacturing authorisation holder in Section 2.5.1 and from the
Qualified Person of each of the manufacturing authorisation holders (i.e. located in EEA) listed in Section 2.5.2 where the active substance is used as a
starting material that the active substance is manufactured in compliance with the detailed guidelines on good manufacturing practice for starting
materials. Alternatively, such declaration may be signed by one Qualified Person on behalf of all QPs involved (provided this is clearly indicated).
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