Oun 2011

Bx. Ne/mara

3ASIBJIEHME 3A PASPEIIIABAHE 3A YIIOTPEBA/PETUCTPALIUSA HA XOMEOITIATHYEH
JIEKAPCTBEH ITPOAYKT

APPLICATION FORM FOR MARKETING AUTHORISATION/REGISTRATION OF HOMEOPATHIC MEDICINAL PRODUCT

PE3IOME HA TOCHETO
SUMMARY OF THE DOSSIER

AJIMUHHUCTPATUBHU JAHHU
ADMINISTRATIVE DATA
To3u popmyiisip e 3a 3asBICHUE 32 pa3pelnIaBaHe 3a ynorpeda Ha JIeKapcTBEH MPOAYKT, KOETO ce 10/1aBa B
M3nbiHuTEeNHATa areHuus IO JIEKapcTBaTa II0 HALMOHAJIHA MpoLEeAypa, Mpoleaypa IO B3aUMHO

MMPpU3HABAHC WK JCUCHTpAIN3HpaHa Ipoucaypa.
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 either a national, mutual recognition procedure or decentralised procedure.

3a Bceska JexkapcTBeHa (opMa M KOJMYECTBO HAa AKTHBHOTO BelleCTBO B /1030Ba eIMHHUIIA,
ompeaejieHa Maca WiH 00eM ce MNONBJBA OTAEJHO 3asiBjaeHue. KomOuHUpaHO 3asiBieHHe e
NpHEeMJIMBO B cJIy4auTe, NpeaBuaAeHn B 4i. 14, aia. 4 Ha HapeadaTa no wi. 42 ot 3JIIIXM (B TakbB
ciydail wH(OpMamusATa B CHOTBETHUTE pa3leNd Ha 3asBICHHETO TpsOBa 1a ObJIe IpencTaBeHa

MOCJICAOBATCIIHO 3a BCAKA JICKAPCTBCHA (1)OpM8. N KOJINYCCTBO aKTHUBHO BGH_IGCTBO).

Usually a separate application form for each strength and pharmaceutical form is required.

A combined application form is acceptable only as provided Article 14(4) of the Regulation according Article 42 of Law of Medicinal Products for
Human Medicine (LMPHM) (information on each pharmaceutical form and strength should be provided successively, where appropriate).

JEKJTAPATINA U TOAIINC
DECLARATION and SIGNATURE

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

Ha kupunimna:

CyriLlic

Ha naTununa:
Latin

XomeonaTuyeH U3TOYHUK(M) U pa3peskaane(us):
Homeopathic stock(s) and potency(ies):

3asBuTeJ:
Applicant:

YnbLaHOMOLIEHO OT 3asiBUTE/Is JHIIe 3a KOPECMOHICHIIMSA
Person authorised for communication®, on behalf of the Applicant :

TyK MNOTBBbpKAaBaM, Y€ BCHUYKH HAJIWMYHHU OAHHHU, KOHUTO CC€ OTHACAT OO Ka4duCCTBOTO, 0e30ImacHOCTTa |
C(l)I/IKaCHOCTTa Ha JICKapCTBCHUS IPOAYKT Ca MMPEACTAaBCHU B JOCUCTO.

TyK NMOTBBpPKAABaAM, Y€ BCUYKU JaHHU Ca MPCACTABCHU KAKTO Ha XapTHUCH, TaKa U Ha CJIICKTPOHCH HOCUTCII
n 4yc I/IH(1)OpMaLII/I$[Ta Ha ABaTa BMJAA HOCUTCIIM € UACHTHUYHA.

Tyk moTBBpKAaBaM, 4e ca IUIaTeHN BCUYKH Takcu 1o Tapudara no ui. 21, am. 2 ot 3JIIIXM* *

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 Ha 3asIBUTEIIS
On behalf of the applicant

* O

[Toamuc(m)
Signature(s)

NME*
NAME*

JUrbxxHOCT/(pyHKIUSA
Function

Haceneno msicro nata (TTIT-MM-711)
Place date (yyyy-mm-dd)

BRabenesicka: npujosrceme Kamo npuiodicerue 4.4 NBJIHOMOUWHO 3a Kopecnondeﬁuwz U NOONUCBAHE OM UMEMO HA 3a56UMeJis
Note: please attach letter of authorisation for communication/signing on behalf of the applicant in annex 4.4

#% [T] 3abenexcka: kamo npunoxcenue 4.1 npunoxceme doxymenmu 3a niamenu maxcu no Tapugpama no un.21, an. 2 om 3JIIXM
Note: if fees have been paid, attach proof of payment in Annex 4.1

BU/I HA 3AABJIEHUETO

TYPE OF APPLICATION

3abenexxka: CHOTBETHHUTE TOYKH Ha TO3M Pa3ell C€ MOMBJIBAT, KOTATO € IMOIXOIAIIO.

Note:

1.1.

[

The following sections should be completed where appropriate.

SAABJIEHUETO E 3A:

THIS APPLICATION CONCERNS:

1.1.1. IIPOLEAYPA IO B3BAUMHO NPU3HABAHE (110 4i1. 74 1 76, an. 1 ot 3JITIXM u un. 28(2)
ot Hupextuna 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 TbprKaBa-dJICHKA:
Reference Member State:
= Jlata Ha pa3peliaBaHeTo 3a ynorpeba: (ITrr-Mm-1i1):
Date of authorisation: ( yyyy-mm-dd):
= Homep Ha pa3pemieHneTo 3a yrnorpeoa:
Marketing authorisation number:
(1a ce MpUIIOKHU KOIKE OT Pa3pelIeHUeTo — BXK. pas3fen 5.2)
(a copy of the authorisation should be provided - see section 5.2)
= Homep Ha nporneaypara:

Procedure number:

[ | ITbpBo n3nonsBane

First use

= 3acerHara abpskaBa-uieHka(u) (oToenexere):
Concerned Member State(s) (specify):

AT ([ ] |BE |[] |BG [[] |cYy |[[] |cz |[] |DE |[] |DK |[[] |EE |[]
EL |[] |ES (] [FT |[[] |ER [ ] |HU [ ] |1IE [ |1s [ |1t [0 ]
L1 (] (T (] (LU (] (v (] |MT |[[] INL |[[] [NO [[] [PL [[]
PT ([ ] [RO [[] [SE (L] |st |[] |sK |[[] |UK |[]
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[TpennorxeHa o0IIa gaTa 3a MOJHOBSBAHE:

Proposed Common Renewal Date:




Axo ce KaHAUJaTCTBaA 3a OTMsAHA WM U3MCHCHHUC B IUKbJIA HA IIOJAaBAHE HA NNCPUOANIHN
JOKJIaau 3a 6€3OHaCHOCT, C ICJI XapMOHU3UPAHC C POKACHATA JaTa 3a BCIICCTBOTO, MOJISA

IIOCOYETE:
If a waiver or amendment of PSUR-cycle is applied for, to harmonise with a substance birthdate, please specify:

[ | IoBTopHo M3n0a3Bane 1 BbIAHA (MOMBIHETE U paszen 5.2)
Repeat Use 1™ Wave (please also complete section 5.2)

= 3acerHara abpskaBa-uieHka(u) (oToenexere):
Concerned Member State(s) (specify):

3a CJICABallu mpoucaypu KonnpaﬁTe Ta6JII/IL[aTa mo-rope
For subsequent procedures copy the boxes above

AT |[] |IBE |[] |BG |[] |cYy |[] |cz |[] |DE |[] |DK [[] [EE [[]
EL ([ ] |ES (L] |FT [[] |FR |[[] |HU [[] |[1E [[] (1S [[] [1T |[]
Ll ([] |t (L] jcu (L] v [L] IMT | ] INL [[] |[NO [[] [PL |[]
PT ([ ] |[RO [[] [SE |[] |sT |[] |sSK |[] |UK |[]

CeriacyBaHa o011a 1aTa 3a Mo JHOBSIBaHE :

Agreed Common Renewal Date :

1.1.2. JENEHTPAJIM3UPAHA MPOLEAYPA (110 wi. 75 v uit. 76, an. 3 ot 3JIIIXM wu un. 28(3)
ot Jupextuna 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(l)epeHTHa AObprKaBa-4JICHKA:
Reference Member State:

= Homep Ha mporieaypara:
Procedure number:

= 3acernara abpikaBa-uieHka(u) (oTOenexeTe):
= Concerned Member State(s) (specify):

AT |[] |BE |[] |BG |[[] |cYy |[] |cz |[] |DE |[] |DK |[] |EE |[[]
EL ([ ] |ES [[] (FI (] |FR (] |HU |[] |1E |[] 1S |1 (1T |[[]
Ll (L] |t (L] jcu (L] v [ |IMT [[] INL [[] |[NO [[ ] [PL |[]
PT ([ ] [RO [[] [SE |[] IsT |[] |sSK |[] |UK |[]

1.2.
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=" AKO ce KaHOAUJaTCTBA 3a OTMsAHA UM U3MCHCHHUEC B IIUKDBJIA HA ITIOJAaBAHE HA IIEPUOANIHNU
JOKJIaau 3a 6€3OHaCHOCT, C ICJI XapMOHU3UPAHC C POKACHATA JaTa 3a BEUICCTBOTO, MOJISA

IIOCOYETE:
If a waiver or amendment of PSUR-cycle is applied for, to harmonise with a substance birthdate, please specify:

1.1.3. HAIIMOHAJIHA IPOLIEYPA

A NATIONAL PROCEDURE

= J[bpxaBa:
Member State:

= AKO ce KaHJIMJIaTCTBa 32 OTMSHA WM U3MCHEHHUE B IIMKBJIa Ha rojaBane Ha [1/]b, Ha
JNOOPOBOJIHM Hayala, C 11eJl XapMOHU3HUpaAHE C POKICHATa JaTa 3a BEeIIeCTBOTO, MOJIS

IIOCOYCTC:
If a waiver or amendment of PSUR-cycle is applied for, to harmonise with a substance birthdate, please specify:

TOBA 3AABJIEHUE 3A U3SMEHEHHME HA PA3PEIIEHME 3A YIHOTPEBA, BOJIEIIO JIO
PA3IINUPSIBAHE HA OBXBATA CBIJIACHO 4. 66 OT 3JIITXM u ITPUIOKEHHUE 11

OT PELVIAMEHT (EO) Ne 1084/2003 T E?



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 II OF REGULATIONS (EC) NO 1084/2003?

[] He (nonvaneme camo pasoen 1.3.)
No (complete section 1.3. only)

[] Ha (nonwvaneme ungopmayusma no-0oxy 8 mosu pasoen u pazoen 1.3.)
Yes (complete sections below and also complete section 1.3.)

MouJst yrouHere:
Please specify:

|:| IIpoOMsIHa B Ka4€CTBOTO Ha 005BE€HO aKTHBHO BCIICCTBO, KOATO HC I'0 OIIPCACIIA KaTO HOBO
AKTHBHO BCIIICCTBO
qualitative change in declared active substance not defined as a new active substance
3aMsgHa C Japyra COJI WM €CTEP, KOMINICKC HIH IIPOU3BOIHO (C”I)C c¢hIoaTa
TCPAIICBTUYHO aKTHUBHA I{EICT)
replacement by a different salt/ester, complex/derivative (same therapeutic moiety)
3aMsHa C Apyr U30MEp, CbC CMEC OT U30OMEPH, WM 3aMsiHa Ha CMEC OT U30MCPHU C
€ANH N30MEP
replacement by a different isomer, mixture of isomers, of a mixture by an isolated isomer
I:' 3aMsHa Ha OMOJIOTMYHO BCIICCTBO HUJIK HA OMOTEXHOJIOTHYEH IIPOAYKT
replacement of a biological substance or product of biotechnology
HOB JIMT'aHJ WJIX MEXAaHHU3BM Ha CBbP3BAHC IIPU paz[HO(l)apMaueBmK
new ligand or coupling mechanism for a radiopharmaceutical
IMpOMsIHAa Ha CKCTpaxyupalirsa pa3TBOPUTE]TI HNJIKM Ha CbOTHOIICHUETO PaCTUTCIIHO

BGH.[GCTBO/paCTI/ITeJICH npemnapar
change to the extraction solvent or the radio of herbal drug to herbal drug preparation

[] MpOMsiHA B OMOHAIMYHOCTTA
change of bioavailability

I:' IIpoMsAHAa BHB (bapMaKOKI/IHeTI/IKaTa
change of pharmacokinetics
|:| MPOMsIHA WK JJOOABsSIHE HA HOBO KOJIMYECTBO 32 JJ030BA €IMHUIIA/aKTUBHOCT HA
AKTUBHOTO B€HICCTBO
change or addition of a new strength / potency
[ | npomsiHa nim 1o6aBsHe Ha HOBA eKapcTBeHa (hopMma
change or addition of a new pharmaceutical form

I:' MMpoMsHa UJIn 2[06aleHe Ha HOB IIbT HAa BBBCKJIAHC
change or addition of a new route of administration

3abenesicka:

3assumenam no Hacmoawomo 3aselienue mpsbea 0a e NpPumMeNCamensm Had CbUecmey8aujomo
paspeutenue 3a ynompeba.

Tvpeosckomo ume mpsadea 0a e Couwomo Kamo Ha paspemeHust 3a ynompeoa npooykm.

Ilpu nonwvasare na mosu pazoen mpsbea da 6voam cnazenu uzuckeanusma na yin. 27, an. 1, 28, 30,
an. 1, 31 u 32 om 3JINIXM u un. 8(3), 10.1, 10a,10b, 10c u 21 om Jupexmusa 2001/83/EQO.

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 Articles27(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

®/lanHM 32 M31a/1eHOTO pa3pelieHue 3a ynorpeda B EBponeiickus cp103/bbiarapus:
For existing marketing authorisation in the Community / Member State where the application is made

= [Ime Ha IIPUTEIKATEIIA HA Pa3pCIICHUCTO 3a YHOTpe6aZ
Name of the marketing authorisation holder

= I/IMC, KOJIMYECTBO HAa aKTUBHOTO BEHICCTBO B JO30Ba €AMHHIIA, OIIPEACIICHA Maca NN
o0eM, JiekapcTBeHa opMa Ha pa3pelieHus MPOayKT:

Name, strength, pharmaceutical form of the existing product

= Homep(a) Ha pa3perieHnueTo 3a ynorpeoa:
Marketing authorisation number(s)

1.3. TOBA 3AABJEHUE CE OCHOBABA HA CJIEJAHWUA YWIEH HA 3JIIIXM u JIMPEKTHBA
2001/83/EO

THIS APPLICATION IS SUBMITTED IN ACCORDANCE WITH THE FOLLOWING ARTICLE IN LMPHM AND DIRECTIVE 2001/83/EC
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3abenexncka:  Tozu pasden ce nonwvisa 3a 8CAKO 3ds6eHUe, KIOUUMENHO 3d 3ds61eHue no pazoei 1.3.

3a noseue noopobrocmu eoic. beneacxu kvm 3aseumenume (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

[ ]11.3.1 Ynen 35, an. 1 or 3JIIIXM u ur. 14 ot Hupexktusa 2001/83/EO

(ompocTeHa mporeaypa 3a perucTparus)
Article 35(1) of LMPHM and Article 14 of Directive 2001/83/EC (simplified registration procedure)

[ 11.3.2 Ynen 36 ot 3JIIIXM 1 4. 16 ot Jupextuna 2001/83/EO

(mporeypa 3a pa3pelaBaHe 3a yrnoTpeoda)
Article 36 of LMPHM and Article 16 of Directive 2001/83/EC (marketing authorisation procedure)

1.4 ATMMHUCTPATUBHHU JAHHU/U3UCKBAHUA KbM JI0CHETO

Administrative data/dossier requirements

Ynen 35, a. 1 ot 3JIIIXM u wi. 14 ot Aupextuna 2001/83/EO - onpocTena npoueaypa 3a

perucrpamusi
Article 35(1) of LMPHM and Article 14 of Directive 2001/83/EC - simplified registration procedure

YacT Ha JOCUETO IToganeHo B OCHUETO KBM
Part of the dossier 3a9BJIEHUETO WIA B

OCHOBHOTO I0CHUE
Submitted in the Application dossier or in
the Master dossier

Monyn 1
Module 1

Manufacturing license

L]
Pa3pemeHI/Ie 3a IIpOU3BOACTBO |:|
L]

MaxkeTtu Ha BTOpHYHA U TbPBUYHA

OIIaKOBKa MU JIMCTOBKA
Mock ups of outer and immediate packaging and of
package leaflet

Mopyn 2
Module 2

Mopyn 3
Module 3

Monyn 4
Module 4

O OO

OO0O0OCHOBKA HA XOMEOIaTHYHAaTa
npupoa

Justification of the homeopathic nature

Ynen 36 ot 3JIIIXM u wi. 16 ot Iupextuna 2001/83/EO - npoueaypa 3a pa3pemiaBase 3a ynorpeoda
Article 36 of LMPHM and Article 16 of Directive 2001/83/EC - marketing authorisation procedure

YacT Ha JOCUETO H3uckBa ce na € HAITMYHO
Part of the dossier [TonaaeHo B JOCUETO KbM
3asIBJICHUETO UJIN B

OCHOBHOTO OJOCHEC
Presence required Submitted in the
Application dossier or in the Master
dossier

Monayn 1 |:|

Module 1

Pa3pemeHHe 3a MMpoOu3BOACTBO
Manufacturing license

IIpOoayKTa Ha 6Lnrapc1<1/1 €3HK
SPC in National language

L]
Kpatka xapakrepuctuka Ha L]
L]

JlucroBka 3a MmanueHTa Ha
OBJITAPCKU €3UK
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Package leaflet in National language

[]

MaxkeTu Ha BTOpHYHA U TbPBUYHA

OIIaKOBKa U JIMCTOBKA
Mock ups of outer and immediate packaging and of
package leaflet

Mopyn 2
Module 2

Mopyn 3
Module 3

Mopyn 4
Module 4

OO

OO0O0OCHOBKA HA XOMEOaTHYHATA
npupoa

Justification of the homeopathic nature

2. JAHHHM K'BM 3ASABJIIEHUETO 3A PASPEHHIABAHE 3A
YIIOTPEBA/PETUCTPALIUA

MARKETING AUTHORISATION/REGISTRATION APPLICATION PARTICULARS

2.1. Ume(na)

Name(s)

2.1.1 me Ha XOMEOTATUYEH JIEKAPCTBEH MPOIYKT
Name of the homeopathic medicinal product

[ ]Ako ca mpemnoxkeHn pa3sandHu (M3MHUCIIEHN) HMEHA B PA3INYHU IbPKABH-UIEHKH 110 IPOLEAypa Ha

B3aMMHO NIPU3HABaHE, TE TPsOBa Aa ObJAT MPEICTABEHHU B CIHCHK B pruioxkeHue 4.19
If different (invented) names in different Member States are proposed in a mutual recognition procedure, these should be listed in Annex 4.19

2.1.2 ime Ha xoMeonaTUYHUA(TE) U3TOUYHUK(LIM) ¥ pa3peKIaHus
Name of the Homeopathic stock(s) and potencies'

Tpabesa 0a ce cnassa cneouusm peo Ha npuopumem: Hay4Ho ume no Eeponeiicka ¢papmaxones unu
HAYUOHATHA (hapMarones, unu npu Iunca Ha MOHO2paghus -, HAY4HO JAMUHCKO UMe (6OMaHUYecKo HayYHO

ume..) C1e08aHo om Xomeonamudto(u) ume(ua)
'the following order of priority should be used: Scientific name of the Ph. Eur. or National Pharmacopoeia or in absence of a monography,a Scientific Latin
name (botanical scientific name..) followed by the Homeopathic(s) name(s)

2.2. JIeKapCTBeHa (l)OpMa, II'bT HA BbBEK/IAaHE, OITIAKOBKAa U KOJINYECTBA B €IHA OITIAKOBKa
Pharmaceutical form, route of administration, container and pack sizes

2.2.1 JlekapcTBeHa popMa (M3MOJI3BANTE AKTYAJHHUS CMIUCHK ChC CTAHAAPTHUTE TEPMUHHU HA

EBponeiicka ¢papmaxones)
Pharmaceutical form (use current list of standard terms - European Pharmacopoeia)

2.2.2 IbT(uua) Ha BbBEXIAHE (M3M0J3BANTE AKTYAJHHUA CIUCBHK ChC CTAHIAPTHU TEPMHUHHU HA

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

2.2.3 OmnakoBKka, cucTeMa 3a 3aTBapsiHe U M3/esue(s) 3a NpUJarade, BKJIOYUTEIHO ONMCAHNE HA
MaTepuasa, OT KOWTO ca HallpaBeHH (M3IOJI3BAlTe aKTyaIHHs CIIUCHK ChC CTAaHJAPTHU TEPMUHU Ha

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

Sor2l




European Pharmacopoeia)

3a Bcekn BH/ OITAKOBKA IMoco4yeTe:
For each type of pack give:

2.2.3.1 KomanuectBo(a) B €1HA OMMAKOBKA:
3abenexcka: 3a npoyedypa no 83aUMHO NPUZHABAHE U OeYeHMPAIUUpana npoyeoypa, nocoyeme GCUUKU

Koiuvyecmea 6 onaxKkoeka, paspeuteHu epeqbepeHmHama d‘bpofcaeama—lmeﬂka
Package size(s):

Note: for mutual recognition and decentralised procedures, all package sizes authorised in the Reference Member State should be listed

2.2.3.2 Ilpemnarad cpokK Ha TOJHOCT:
Proposed shelf life

2.2.3.3 Ilpemmarad cpok Ha TOAHOCT (CIed IbPBO OTBAPSIHE HA ONAKOBKATA):
Proposed shelf life (after first opening container)

2.2.3.4 Ilpemrarad CpokK Ha rogHOCT (cieq pa3TBapsHe/CyCIEHIHpaHe WIN Pa3pekIaHe):
Proposed shelf life (after reconstitution or dilution)

2.2.3.5 Ilpemnarady ycJIOBHUs Ha CbXPAaHEHHUE:
Proposed storage conditions

2.2.3.6 llpennaranu ycjaoBUs Ha ChbXPaHEHHUE CJIe]l IbPBO OTBAPSHE:
Proposed storage conditions after first opening

I:' HpI/IJ'IO)KeTe CIIMCBK HAa MaKCTUTC HUJIN HpO6I/ITC/MOCTpI/ITC, noaaacHu CbC 3aiABICHHUCTO (B)K.

benexku kpM 3asBuTennTE, TOM 2A, riasa 7) (npunoxenue 4.17).
Attach list of Mock-ups or Samples/specimens sent with the application, as appropriate (see Notice to Applicants, volume 2A, chapter 7) (Annex 4.17).

2.3 Pe:xxum Ha oTnyckaHe, pa3npocTpaHeHue U MPOMOLMS
Legal status

2.3.1 IlpeasioskeH pe:xkUM HA OTIyCKaHe/KIacupuranms
Proposed dispensing/classification

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

I:I CaMo 110 JICKAPCKO IMPCANTINCAaHUC
subject to medical prescription

I:I oe3 JICKapCKO IpPEaInucaHue
not subject to medical prescription

2.3.2 3a jexapcTBeHM MPOAYKTH, OTIYCKAHHU CAMO 110 JIEKAPCKO MpeanucaHme:
For products subject to medical prescription

|:| IIPOAYKT 3a MHOTOKPATHO OTITYCKaHEC IIO €AHO M CHINO JICKAPCKO MPEANNCAHNEC (aKO (&
MIPHUIIOKHUMO)
product on prescription which may be renewed (if applicable)
I:I IIPOAYKT ITO JICKAPCKO NPECAITUCAaHUC 3a CTHOKPATHO OTITYCKaHC (a1<0 (& HpI/IJ'IO)KI/IMO)
product on prescription which may not be renewed (if applicable)
[ ] npoaykT — 06eKT Ha crenHaIHo JeKapcKo Mpeaucanme™®
product on special prescription*®

[ ] npomykT c orpanuyeHo neKapcko Npeanicanue *
product on restricted prescription®

(3asBUTENHTE MOCOYBAT 3a KOS KATETOPHS € 3asSBICHUETO)
*3abenescka: 3a donvinumenna ungopmayus, exc. un. 173, 174, 175, 176, an. 1 u 2 om 3JIIIXM
u un. 71 om Jupexmusea 2001/83/EO

Applicants indicate which categories they are requesting)
*Note:  for further information, please refer to Article 173, 174, 175, 176(1) (2) of LMPHM and Article 71 of Directive 2001/83/EC
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233

Pa3npOCTpaHeHne Ha MPOAYKTHU, OTITYCKaAHHU 0e3 JICKAPCKO Npeanucanue
Supply for products not subject to medical prescription

I:' pa3snupoCcTpaHEHHUEC CaMO B alITCKUTE
supply through pharmacies only

L] pasnpoCTpaHEeHNE B APOTEPUH U AlITEKU (aKO € MPHUII0KHUMO )
supply through non-pharmacy outlets and pharmacies ( if applicable )

234

HpOMOHI/Iﬂ Ha MPOAYKTH 0e3 JEKAPCKO Npeanucanue
Promotion for products not subject to medical prescription

I:' IpeaAcCTaBsiIHE CaMO Ha MCOIUITNMHCKHA CIICIIUATINCTH
promotion to health care professionals only

I:I MMpeaACTaBAHC HA 06HICCTB6HOCTTa U MEAUIMHCKU CIICLIUAJINCTHU
promotion to the general public and health care professionals

24.

IIpuTexaTesn Ha pa3pelieHHETO 32 YNOTpeda/ perucTpauusTa/JInmna 3a KOHTaKkT/pupma
Marketing authorisation/registration holder / Contact persons / Company

24.1

Ilpensiaran mpuTekaTeJl Ha pa3pelleHHe 3a YNOTPeOa/IOPHINYECKO JIUIE/€THOTNYEH

ThProeeu, OTTOBOPHO JIUIIE 32 MYCKAHETO HA MPOAYKTA HaA Ima3apa:
Proposed marketing authorisation holder/person legally responsible for placing the product on the market :

Hwme Ha ¢pupmara:
Company name
Anpec:

Address

Hbpxasa:

Country

Tenedon:

Telephone

dakc:

Telefax

Enexrponna noma:
E-Mail

JIuite 3a KOHTAKT HA TO3H aapec:
Contact person at this address

I:' HpnnomeTe 0(1)I/IHI/IEU'IGH AOKYMCHT, U3JaACH OT KOMIICTCHTCH OpPraH CbITIACHO CBHOTBECTHOTO
HanlMOHAJIHO 3aKOHOJAaTCJICTBO, AOKAa3Balll, 4€ 3aiBUTCIAT € MCCTHO (I)I/ISI/IIICCKO W FOpUANICCKO

nute 3a EBponeiickoTo HKOHOMHYECKO MPOCTPaHCTBO (TipriioxkeHue 4.3)
Attach proof of establishment of the applicant in the EEA (Annex 4.3)

24.2

JIuue/pupma, ynmbJIHOMOIIEHH 32 KOPeCHOHIEHIMS OT MMeTO Ha 3asiBUTeJIsl MO BpeMe Ha
npoueaypara:

Person/company authorised for communication on behalf of the applicant during the procedure:

Nwme:

Name

Hme Ha pupmara: [ ] Ako e pasmiuno ot mocoueHoTo B 2.4.1,
Company name [MputoskeTe MBIHOMOIIHO (TpuioKeHue 4.4)
AI[pCC: If different to 2.4.1 above, Attach letter of authorisation (Annex 4.4)
Address

[bpxaBa:

Country

Tenedon:
Telephone

daxc:
Telefax

EJICKTpOHHa Imomia:
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E-Mail
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JIune/pupma ynbJIHOMOLIEHH OT HMETO HA MPHUTeKaTe sl Ha pa3pelleHHeTo 3a ynorpeda
32 KOHTAKT ¢ KOMIIETEHTHHTE OPTraHHU cJie/l pa3peliaBaHeTo, AKO € Pa3JIHYHO OT II0COYEHOTO

B 2.4.2 B EBporneiickus chi03/BesiKa IbpKaBa-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:

Nwme:

Name

Hwme Ha pupmara: [ ] Ako e pasmmuno ot mocouoto B 2.4.1,

Company Name [Tpunoxere mbaHOMOIIHO (TIpHIoXKeHue 4.4)
Az[pec: If different to 2.4.1 above, Attach letter of authorisation (Annex 4.4)
Address

Hbpxana:

Country

Tenedon:

Telephone

daxc:

Telefax

Enexrponna noma:
E-Mail
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KBanuduuupano amme mo JekapcTBeHa 0e3omacHOCT B EBpomeiickoTo MKOHOMHYECKO
MPOCTPAHCTBO:

Qualified person in the EEA for Pharmacovigilance

Nwme:

Name

Nwme Ha pupmara:
Company Name
Anpec:

Address
[bpxaBa:

Country
I[eHOHOH_IeH Teﬂeq)OHZ
24 H Telephone

daxc:

Telefax

Enexrponna noma:
E-Mail

[ |Tpunosxere Guorpadus Ha KBamu(UIUIPAHOTO THIe (MpHIokKeHue 4.5)
Attach C.V. of qualified person (Annex 4.5)

2.5 IIpousBoauTen
Manufacturers
2.5.1 YobJaHOMOIIEH NPou3BOAUTE(M) (WJIM BHOCUTEJ), MOJYYMJ paspeimieHue no 4wi. 146, u

OTrOoBOPEH 32 0CBOOOKIaBaHe HA MapTuauTe B EBponeiickoTo HKOHOMHYECKO MPOCTPAHCTBO
cboTBeTcTBHE ¢ 4Wi. 163 ot 3JIIIXM, u 4ia. 40 u 51 or JAupextua 2001/83/EO (kakto e

IMOCOYCH B JIMCTOBKATA U KOTraToO € MPHUII0KUMO, BBPXY OHaKOBKaTa)Z

Authorised manufacturer(s) (or importer) responsible for batch release in the EEA in accordance with Article 146 and 163 of LMPHM and
Articles 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 Ha pupmara:
Name of Company
Anpec:

Address
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Hbpxasa:
Country
Tenedon:
Telephone
daxc:
Telefax
Enexrponna noma:
E-Mail:
- HOMCp Ha pa3pCHICHUECTO 3a IIPOMU3BOACTBO.
Manufacturing Authorisation number

- |:| HpI/IJ'IO)KeTe Kormue OoT paspemeHI/IeTo(ﬂTa) 3a IMPOU3BOACTBO (HpI/IHO)KeHI/IC 46)
Attach copy of manufacturing authorisation(s) (Annex 4.6)

= [ ] Tpunoxere oG0OCHOBKA, aKO € MPEIIOKEH IOBEYe OT €MH MPOHM3BOAMTE] € OTTOBOPEH 3a

0CcBOOOK1aBaHe HA MAPTHIH (TIpuiioxkeHue 4.7)
Attach justification if more than one manufacturer responsible for batch release is proposed (Annex 4.7)

2.5.1.1 Opranu3zanusi Ha KOHTPOJ/M3NUTBAHE HA MAPTHIN

Msicto(a) B EBponeiickoT0 MKOHOMHUY€ECKO MPOCTPAHCTBO WJIN B CTPAHH, C AeHCTBAIIO
cropa3yMeHHe 32 B3aMMHO NIPH3HaBaHe HA HHcnekuuuTe 3a /lo0pa nponsBoacTBeHa
NPAKTUKA/MIPOTOKOJI 32 OlleHSIBAHE HA CHOTBETCTBHETO U MPU3HABAHE HA MPOMUIIIEHH CTOKHM KbM
EBponeiickoTo cnopasymMeHue 3a acCOUMUPaHe, KbeTO ¢e¢ H3BbPIIBA KOHTPOJI/H3NMUTBAHE HA

napTuau (AKo e pa3jim4Ho 0T MOCOYeHO0TOo B 2.5.1):
Batch control/Testing arrangements
Site(s) in EEA or in countries with MRA/PECA in operation, where batch control/testing takes place (if different from 2.5.1):

HNwme na pupmara:
Name of the Company
Anpec:

Address

[wpxaBa:

Country

Tenedon:

Telephone

dakc:

Telefax

EJ'IeKTpOHHa I1oI1ra:
E-Mail:

2.5.2 Ilpom3BoauTte;n() HA XOMEONATHYHHUS JIEKAPCTBEH NMPOAYKT M MsCTO(a) HA NMPOU3BOACTBO
(BKJIFOUUTEITHO MECTaTa Ha MPOM3BOJCTBO HA BCEKU Pa3peauTeN/pa3TBOPUTEN B OTJE/IHA IbPBUYHA

OITaKOBKa, NpCACTaBJIABaIl 4aCT OT XOMCOIMAaTUYHHA JICKAPCTBCH NPOAYKT )
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 homeopathic medicinal product)

Nwme:

Name

Hwme Ha pupmara:
Company name
Anpec:

Address

HbpxaBa:

Country

Tenedon:
Telephone

daxc:
Telefax

Enexrponna noma:
E-Mail
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KpaTKO OIMMCaHUC Ha I[eﬁHOCTHTC, HU3BbPHIBAHKU OT TIMPOU3BOAUTCIIA HA JICKAPCTBCHATA

(opmMa/u3BBPIIBALIMS OTIAKOBAHE U T.H.:
Brief description of functions performed by manufacturer of dosage form/assembler, etc.:

I:' HpHJ’IO)KeTe CXEMa Ha MOCJICAOBATCIHOCTTA HA IMPOU3BOACTBCHUTC CTAalld U JIEHHOCTUTE Ha

BCHYKH MECTa Ha IIPOU3BOJACTBO (HpI/IHO)KeHI/IC 48)
Attach flow-chart indicating the sequence and activities of the different sites involved in the manufacturing process (Annex 4.8)

I:' AKO MACTOTO Ha IIPOU3BOACTBO € B EBpOHCfICKOTO HKOHOMHUYCCKO IMPOCTPAaHCTBO
If the manufacturing site is in the EEA

- HOMep Ha paspCuICHUETO 3a MPOU3BOJACTBO
- Manufacturing authorisation number

[ [IpumoskeTe paspemieHusiTa 3a MpOU3BOJCTBO, H3UCKBAIIHU ce 10 Wi. 146 ot 3JIIIXM u ui. 40

ot upextusa 2001/83/EO (xaTo npunoxenue 4.6)
Attach manufacturing authorisations required under Article 146 of LMPHM and Article 40 of Directive 2001/83/EC (Annex 4.6)

- lme Ha kBanmuuuupaHOTO JUILIE:

(aKO HE € ITIOCOYCHO B pa3pCHICHUCTO 3a HpOI/I3B0,I[CTBO)

- Name of qualified person:
(if not mentioned in manufacturing authorisation)

[ ] Ako MSCTOTO Ha IPOM3BOICTBO € M3BBH EBPONEHCKOTO MKOHOMUYECKO TIPOCTPAHCTBO,
- [] ako B choTBeTHaTa IbpkaBa € B CWIa CIIOpa3yMEHHE 3a B3aMMHO IpU3HABaHE Ha
ceprudukaTuTe 3a J00pa MPOU3BOACTBEHA IIPAKTHKA/CHOPAa3yMEHHE 3a MAapTHHOPCTBO U

ChbTPYAHHUYICCTBO, ITPUIIOKECTC CKBUBAJICHTA HA PAa3pPCUICHUCTO 3a ITPOU3BOACTBO (HpI/IJ'IO)KeHI/IC 46)

e If the manufacturing site is outside the EEA,
Where MRA/PCA is in operation, attach equivalent of manufacturing authorisation (Annex 4.6)

- MsicTOTO Ha MPOM3BOACTBO MHCTIEKTUPAHO JIU € 32 CHOTBETCTBHUE C J0OpaTa MpOU3BOCTBEHA

MPaKTHKa OT YIBIHOMOIIEH OpraH B IbpkaBa oT EBporneiickoTo HKOHOMHYECKO MPOCTPAHCTBO
WIM OT [JbpKaBa, B KOATO € B cCuUjla CIIOpa3yMEHHE 3a B3aMMHO I[IpU3HABaHE Ha
MHCIEKIUUTE/CIIOpa3yMeHHe 3a MapTHLOPCTBO U CHTPYAHUYECTBO

I:' HC I:'Ila

- Has the site been inspected for GMP Compliance by an EEA authority or by an authority of countries where MRA/PCA is in operation
no yes

[ ] Axo na, B npunosxenue 4.9 mpecTaBeTe 3a BCAKO IIPOU3BOICTBEHO MACTO CTAHOBHIIE OT
KOMIIETEHTHHS OpIaH, U3BBPILNI HHCIEKIMUATA, ChABPIKAILIO:

- Jlara Ha mocineHaTa MHCTIIEKIHS 33 J0Opa MPOU3BOICTBEHA TPAKTHKA
- UMC Ha KOMIICTCHTHUSA OpraH, U3BbPIINJI HHCIICKIIHUATA
- BUJ MHCTIEKIUS (TIPEar/Cie1 pa3penieHueTo/CrieiuatHa/ToOBTOpHa)
- BUJI MHCIIEKTUPAHU NMPOJIYKTH U IEHHOCTH, OOEKT Ha pOoBepKaTa
- pesyntat:  CBOTBETCTBHUE C JOOpaTa MPOU3BOJICTBEHA MTPAKTHKA:
HE [ |na

If yes, please provide in Annex 4.9 for each site a statement from the competent authority which carried out the inspection, including:

- last GMP inspection date
- name of competent authority which carried out the inspection
- type of inspection (pre/post-authorisation/special/re-inspection)
- category of products and activities inspected
- outcome: GMP compliant:
no yes

2.5.3 TlpousBoauresi(u) HA pa3peRTAHUATA U MSCTO(A) HA MPOU3BOJACTBO
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(3abenescka: Axo e paznuyen om npousgooumens Ha KpauHus XoMeonamudeH 1eKapcmeeH
npooyKm)

Manufacturer(s) of the dilutions and site(s) of manufacture
(Note: If different from the manufacturer of the finished homeopathic medicinal product)

Nwme:

Name

Nwme nHadupmara:
Company name:
Anpec:

Address

[bpxaBa:

Country

Tenedon:
Telephone

dakc:
Telefax

EJ'IeKTpOHHa I1oIra:
E-Mail:

KpaTKO OINMMCAHUC HA MMPOU3BOACTBCHUTC CTAIIN, U3BBPIIBAHU OT MMIPOU3BOJAUTCIIA HA JICKAPCTBCHATA

(hopma/u3BbpIIBANINS ONTAKOBAHE H.T.H.:
Brief description of manufacturing steps performed by manufacturer of dosage form/assembler, etc.:

I:' HpI/IJ'IO)KCTC CXEMa Ha IMOCIICAOBATCIIHOCTTA HAa IMPOU3BOACTBCHUTC CTAllM U JEeUHOCTUTE Ha

BCHYKH MecTa Ha mpou3BocTBO ([Ipunoxenue 4.8)
Attach flow-chart indicating the sequence and activities of the different sites involved in the manufacturing process (Annex 4.8)

I:' AKO MACTOTO HaA IIPOU3BOACTBO € B EBDOHCfICKOTO HNKOHOMHYECCKO ITPOCTPAHCTBO,
If the manufacturing site is in the EEA

- Homep Ha pasperenneTo 3a npou3BOACTBO

[] [IpunoxxeTe pa3penieHusTa 3a MpOU3BOJICTBO, U3UCKBAIIY ce 10 Wwi. 146 ot 3JIIIXM u . 40
ot JJupextuna 2001/83/EO (xaTo nmpunoxenue 4.6)

Attach manufacturing authorisations required under Article 146 of LMPHM and Article 40 of Directive 2001/83/EC (Annex 4.6)

- me Ha KBamUpUIUPAHOTO JIUIIE:

(ako HE € MOCOYEHO B pa3pelIeHUETO 3a MPOU3BOICTBO)
- Name of qualified person:
(if not mentioned in manufacturing authorisation)

[ ] Axo MfCTOTO Ha MPOM3BOJCTBO € M3BHH EBpOneiickoTo MKOHOMHYECKO IPOCTPAHCTBO,

- [ Axo B chOoTBeTHaTa IbpKaBa € B CHJIa CIOpa3yMEHHE 3a B3aWUMHO IpU3HABaHE Ha
ceprudukarure 3a 100pa MPOU3BOACTBEHA MMPAKTUKA/TIPOTOKOJI 32 OIIEHSIBAaHE HA CHOTBETCTBUETO U
NpU3HaBaHE Ha TMPOMHIUICHH CTOKH KbM EBpONEHCKOTO cropa3yMeHHe 3a acoluupaHe,

IPUJIOKETE EKBUBAJIEHTA HA pa3pelleHueTo 3a npousBoacTBo (ITpunoxenue 4.6)

o If the manufacturing site is outside the EEA
Where MRA/PECA is in operation, attach equivalent of manufacturing authorisation ( Annex 4.6 )

- MscToTo Ha IMPONU3BOACTBO MHCIICKTHUPAHO JIM € 3a CbOTBCTCTBHUC C z106paTa MMPONU3BOACTBCHA
MpakKThuKa OT YHOBJIHOMOLICH OpraH B AbpiKaBa OT EBpOHefICKOTO HMKOHOMHUYCCKO
MNPOCTPAHCTBO HWJIIM OT AbpiKaBa, B KOATO € B CHJIAa CIOPAa3yMCHHUC 3a B3aWMHO IIPU3HABAHC Ha
I/IHCHCKI_II/II/ITC/CHOpaSYMeHI/Ie 34 MAaPTHBOPCTBO U ChbTPYAHHUYICCTBO

|:|He Dﬂa

- Has the site been inspected for GMP Compliance by an EEA authority or by an authority of countries where MRA/PCA is in operation
no yes
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|:| AKko n1a, B mpuiioxkenue 4.9 npenacraBere 3a BCAKO TPOU3BOJICTBEHO MACTO CTAHOBHUIIE
Ha KOMIICTCHTHHA opraH, I/IBBLpH_II/IH HUHCIICKIUATA, cumpxcamo:

- JlaTa Ha mociieqHATa MHCTIEKIIUSA 32 J0Opa MPOU3BOICTBEHA IPAKTHKA
- M€ Ha KOMIICTCHTHHS OpTraH, H3BbPIIMIT HHCIICKITUATA
- BUJI MHCTIEKIIUS (TIpeu/clieipa3peieHHeTo/CreIInaiHa/TTOBTOPHA)
- BUJI MHCTICKTHPAHH MTPOJYKTH W JCHHOCTH, OOCKT Ha IIpOBepKaTa
- pesyarar:  ChOTBETCTBHE C 10OpaTa MPOU3BOACTBEHA MTPAKTHKA!
HE |:| Aa

If yes, please provide in Annex 4.9 for each site a statement from the competent authority which carried out the inspection, including:

- last GMP inspection date
- name of competent authority which carried out the inspection
- type of inspection (pre/post-authorisation/special/re-inspection)
- category of products and activities inspected
- outcome: GMP compliant:
no yes

2.5.4. lIpousBoauTes(u) HA XOMeONATHYHUSI(TE) U3TOUYHHK(H)

3abenexka: Moco4Ba ce caMo 3a KpacH MPOU3BOAUTEIN(H)
Manufacturer(s) of the Homeopathic stock(s):
Note: only the final manufacturer(s) to be mentioned

BemtecTBo:

Substance:

Nwme:

Name
Anpec:
Address
Hbpxasa:
Country
Tenedon:
Telephone

®daxc:
Telefax

Enexrponna noma:
E-mail

¢ lIma mu m3nanen CepTudukar 3a choTBETCTBUE ¢ EBporieiicka papmakories: 32 aKkTHBHOTO(UTE)
BelecTBo(a):

I:IHG DIIa

e Has a Ph.Eur. Certificate of suitability been issued for the active substance(s):
no yes

Axo na,

- BEIIECTBO:

- M€ Ha TPOU3BOAUTEIIS:

- HOMep Ha cepTudukara:

- laTa Ha MOCNeIHATa aKTyanu3amus (eeee-mMm-00):
[ ] IIpencrasere xomue B mpunoxenue 4.10

If yes,

- substance

- name of the manufacturer

- reference number

- date of last update (yyyy-mm-dd)
Provide copy in Annex 4.10
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e 32 aKTUBHOTO BCIICCTBO OCHOBHO AOCHUC HAa aKTHBHOTO BeIJ_[CCTBO(a) Jn € HpCI[CTaBeHO?

I:IHG |:|Ila

e [s a European Drug Master File to be used for the active substance(s) reference/original?
no yes

Axo na,

- BEILIECTBO:

- M€ Ha MPOU3BOIUTEIIS:

- pedepenten Homep 32 EMEA /KOMIIETEHTHHSI OpraH:
- 1aTa Ha MojaBaHe (eeee-Mm-00):

- JlaTa Ha MOCJIeTHATa aKTyanu3amus (eeee-mMm-00):

If yes,
- substance
- name of the manufacturer
- reference number for EMEA / competent authority
- date of submission (yyyy-mm-dd)
- date of last update (yyyy-mm-dd)

-] [Ipunoxere kato npuioxenue 4.10 nmucMo 3a AocThll HA M3mbaHUTEIHATA areHIUS 110
nekapcrara (“letter of access” Bxk. mporeaypata 3a €BpPONCHCKO OCHOBHO JIOCHE Ha

AKTHUBHO BeH.[eCTBO)
attach letter of access for Community/Member State authorities where the application is made (see “European DMF procedure for
active ingredients) (Annex 4.1

- [] TIpunosxere xato npunosxenue 4.11 Komue OT MUCMEHO TTOTBBPKIACHHE OT
MIPOU3BOIUTENSI HA aKTUBHOTO BEILIECTBO, Ye Iie HH(POPMHpA 3asSBUTENS B CIy4ail Ha
MIPOMSIHA B TPOM3BOJICTBEHUS MPOIIEC UM Crielu(PUKAIIMUTE B ChOTBETCTBUE
¢ Hapen6ara o un. 42 ot 3JIIIXM u [Ipunoxenue I ot 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 Regulation according Article 42 of LMPHM and Annex I
of Directive 2001/83/EC  (Annex 4.11)

Kozamo npouzeooumenam na aKmueHOmMO 6eujecmeo € UHCHeKMmUpPaAn om O0wvpiHcaga om
Esponeiickomo ukonomuuecko npocmpancmeo:
[13a 6csaxo mscmo na npouszeodcmeo mpabea oa ce npedcmasu crednama ungopmayus 6
npunodicerue 4.9

- oama Ha nociedHa uHcnekyus om Owvpocasa om Eeponeiickomo ukonomuuecko
npOCmMpancmeo (eeee-Mm-00)

- UMe Ha KOMNemeHMHUs OP2aH, U38bPUIUI UHCHEKYUAMA

- 8UO0 Ha UHCheKYuama (npeou/cneo-paspeweHuemo/cneyuanlia/noemopna)
UHCNEeKMUPAaHU Kame20puu 6ewecmsa u OetiHocmu, obeKkm Ha nposeprama
- 3aKaovenue: [ nonoacumenno [ lompuyamenno

Where an active substance manufacturer has been inspected by an EEA Country:
The following information should be provided in Annex 4.9 for each site
- last inspection date by an EEA country (yyyy-mm-dd)
- name of competent authority which carried out the inspection
- type of inspection (pre/post-authorisation/special/re-inspection)
- categories of substance and activities inspected
- outcome: positive negative

2.6 Ka4ecTBeH U KOJIMYECTBEH ChCTAB
Qualitative and quantitative composition
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2.6.1 KauecTBeH U KOJMYECTBEH CHCTAB 10 OTHOILEHNE HA XOMEONaTHYHOTO aKTI/IBHO(I/I)

BellecTBO(a) M MOMOIIHOTO(UTE) BenlecTBO(a):
Qualitative and Quantitative composition in terms of the homeopathic active substance(s) and the excipient(s):

TpsiOBa na ce oTOENEk M 32 KAKBO KOJTUYECTBO CE€ OTHACS CHCTaBBT (Hamp. 1 Karcyna)
A note should be given as to which quantity the composition refers (e.g. 1 capsule)

CHHcBhK Ha XOMEOITaTUYHOTO aKTHBHO BGH_IGCTBO(B.), OTACIHO OT HOMOI_I_IHOTO(I/ITG) BeI_I_ICCTBO(a)I
List the homeopathic active substance(s) separately from the excipient(s):

Hme Ha XOMEOmaTHYHOTO KonnuectBo Enauna Crannapt/mMmoHOTpadus, Ha KOUTO
aKTUBHO BeliecTBo(a)™* OTroBaps
Name of active substance(s)* Quantity Unit Reference/Monograph standard
1.
2.
" T.H.
Nme Ha moMOIIHOTO(HUTE) KommuectBo Ennnuna Crangapt/mMoHOTpadus, Ha KOUTO
BemecTBo(a)* OTroBaps
Name of excipient(s)* Quantity Unit Reference/Monograph standard
1.
2.
3.
U T.H.

3abenexcka: * Tpsabea da ce cnasea ciednusm ped Ha NpUOpuUmMem: HaAy4Ho J1amurcko ume no Eeponeiicka
Gapmakones uiu HAYUOHATHA PaApMAKOnest, Uiy NPu IUNCA Ha MOHOSPAGhUsL, HAYYHO
JIAMUHCKO UMe (6OMaAHUYeCKo HAYYHO UMe...) CIe08AHO OM XOMEONamMU4HOMO ume
** 3Ha ecako eeujecmeo mpabea 0a ce NOCOUUCAMO eOHO UMe Kamo ce Cna3ea cleOHUsm
peo Ha npuopumem: MexcOyHapooHo HenamenmHo ume, Eeponeticka ¢hapmarones,

HAUUOHAIHA gbapMaKone}l, 06u;0npuem0 ume, HayuHo ume
Note: * the following order of priority should be used: Scientific Latin name of the Ph. Eur. or of National Pharmacopoeia, or, in absence of a
monograph, d scientifica Latin name (botanical scientific name...) followed by the Homeopathic name
** Only one name for each substance should be given in the following order of priority: INN**, Ph.Eur., National Pharmacopoeia, Common
name, Scientific name

2.6.2 Chnucbk Ha MaTEePUHAJIUTE OT )KUBOTHHCKH /NN Y0BEIIKH MPOU3X0/1, KOUTO C€ CbAbpPiKaAT

HJIM €€ U3MM0J3BAT B IPOU3BOJICTBCHHUS MPOLEC HA XOMEONMATUIHUSA JIEKAPCTBCH l'[pOIlyKT?
List of materials of animal and/or human origin contained or used in the manufacturing process of the homeopathic medicinal product?

HE CE U3IOJI3BAT []
NONE
NUmve  Oynkuus™ OT BUJIOBE OT IpyTru OT YOBEIIKH TSE ceprudukar
AB IIB P xuBoTHH, BUJOBE TPOU3XON 34 CbOTBETCTBHUE
BB3IPUEMUUBU ’KABOTHU (mocoyBa ce
HOMEp)
kbM TSE**
Nam e Function* Animal origin Other Human Certificate of
AS EX R susceptible to TSE** animal origin origin suitability for

TSE (state number)
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1.0 O
2.0 [
3. [
4. 11 [

Hu T.H.

OO 0O o
OO 0o o
OO 0o o
OO 0o o
OO 0o o

* AB = akTuBHO BemecTBO, [IB = momomiHO BemecTBO (BKI. HM3XOJHHM MaTepUAH, W3MOJI3BaHHU TPU
MIPOM3BOJICTBOTO Ha aKTUBHOTO BEILIECTBO UJIM MOMOIIHOTO BelIecTBO), P=peareHT/Xpanurenna cpeaa
(BximrounTenHo TakuBa, U3MOI3BAHU TIPU MTPOU3BOJICTBOTO HA MEPBUYHU U PAOOTHU KIETHUHU OAHKH)

** CchrmacHO ONpeAeNIeHHEeTo B pasfen 2 (o0xBaT) Ha pBKOBOJACTBOTO Ha KomuTeTa 3a jnexapcTBEHU
MPOAYKTH 32 XyMaHHAaTa MEIWIIMHA 32 CBEXKIaHE 0 MUHUMYM Ha PUCKa OT IpelaBaHe HA MPUINHHUTEIU
Ha KUBOTHHCKH CIIOHTHU(GOPMHHM eHIleaTonaTuu

*HAS = homeopathic 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 andworking cell banks)
** as defined in section 2 (scope) of the CPMP Note for Guidance

[ ] Ako uma TSE-ceptu¢ukar 3a choTBeTCTBHE chriacHO Peszomorms AP/CSP (99)4 ma CwBera Ha

EBpomna, npunoxere ro B npuioxenune 4.12
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 4.12

3. APYT'U 3AABJIEHUSA 3A PASPEIIABAHE 3A YIIOTPEBA /
PET'UCTPALIUA

OTHER MARKETING AUTHORISATION /REGISTRATION APPLICATIONS

3.1 CAMO 3A HAIIMOHAJIHM ITPOLIETYPU MOJISI HOIBJHETE CJEAHOTO: B CbOTBETCTBHE C
JTOKYMEHTHUTE IO 41.27, AJ. 1, T. 14,15,16 1 18,19, 20,21, 22 o1 3JIIIXM 1 4iI. 8(3)-(L) OT
JINPEKTHUBA 2001/83/EO:

FOR NATIONAL APPLICATIONS ONLY, 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:

3.1.1 Uma au apyra abp:;kaBa or EBponeiickoTo HKOHOMHY€eCKO MPOCTPAHCTO, B KOATO € MOAaCHO

3asiBJIeHME 32 ChIUA™ MPOAYKT?
Is there another Member State(s) where an application for the same* product is pending?

Dﬂa |:|He
yes

no

Ako ma, pa3zgen 3.2 TpsiOBa 1a ObJie TOMBIHEH.
If yes, section 5.2. must be completed

3.1.2 ChbmuAT* NPOAYKT pa3pelleH Jiu e 3a ynorpeda/perucTpupaH Jiu € B Apyra Abp:kaBa ot

EBponeiickoT0 HKOHOMH4Y€CKO NPOCTPAHCTBO?
Is there another Member State(s) where an authorisation /registration is granted for the same* product?

Dﬂa |:|He

yes no

AKko 1a, TpsiOBa J1a OMIBJIHATE pa3aen 3.2 U Ja MPeACTaBeTe KOMUe OT pa3pelicHHETo 3a

yHOTpe6a/ YAOCTOBEPCHHUECTO 3a PETUCTPALIUA
If yes, section 3.2 must be completed and copy of authorisation /registration provided

Nma 7nu HAKaKBU pa3iuyusl C TEPalNeBTHYHO 3HAYCHHWE MEXKAYy TOBa 3asBICHUE W
3asBJICHUATA/Pa3pelIeHUATa 3a ynorpeba 3a ChLIMs NPOAYKT B JpyTU AbpkaBu oT EBponeiickoTo
MKOHOMMYECKO IIPOCTPAHCTBO (3a HALIMOHAJIHU NpoLenypu ce npuiaraT wi. 44 umu 45 ot 3JIIIXM
u wi. 17 umm 18 ot dupextuna 2001/83/EO) .

150121




Dﬂa |:|He

Axo n1a, onmmiere:

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 or 45 of LMPHM and Article 17 or 18 of Directive 2001/83/EC shall apply).

yes no
If yes, please elaborate:

3.1.3 Uma s1u gApyra abpskaBa oT EBponeicKoTo NKOHOMHYECKO MPOCTPAHCTBO, B KOSTO
KOMIIETCHTHHTE OPraHy €a 0TKa3aJIi/CIpe/Id BPeMEHHO/MIPEKPATHIIN pa3pelieHne 3a

ynorpe0a/yaoCcTOBepeHNe 32 perucTpanus 3a CbIUA *IIPOAYKT?
Is there another Member State(s) where an authorisation/registration was refused/ suspended/ revoked by competent authorities for the same*

product?
[ na [ lue
Ako ga, pa3aen 3.2 Tpss6Ba 1a Ob/ie TOMBIHEH
yes no

If yes, section 3.2 must be completed

*3abenexcka: 3a “cowus npooykm”’ exc. un. 45, an. 3 om 3JINIXM u Cvoowenue na Komucusma
98/C229/03.

*Note: for “same product” see Article 45(3) of LMPHM and Commission Communication 98/C229/03

3.2. 3asB/eHNs 3a pa3peniaBaHe 3a ynorpe0a 3a ChIMs XOMeONATHYEH JIEKAPCTBEH NPOAYKT B

EBponeickoTo NKOHOMUY€ECKO MPOCTPAHCTBO
Marketing authorisation/registration applications for the same homeopathic medicinal product in the EEA

[ ] Usnaneno paspenienue
Authorised

Jbpxana:

country

JaTa Ha pa3peliaBaHe/perucrpanus (eeee-mm-00):
date of authorisation/registration (yyyy-mm-dd)

CBOOOHO U30PaHO HME :

invented name

HOMCD Ha paspCUICHUCTO:
authorisation number

DHpI/IHO)KeTe KaTo IMPHUJIOXKCHUEC 4.15 Pa3spCII€CHUCTO 3a yHOTpeGa
Attach marketing authorisation (Annex 4.15)

[ ] B npouenypa

Pending
AbpiKaBa:
country:

JlaTa Ha T0JIaBaHe Ha 3asBJICHUETO (ee2e-MM-00):
date of submission (yyyy-mm-dd):

[ ] Usnanen orkas
Refused
IBpKaBa:
country

JaTa Ha OTKa3 (ecee-mMm-00):
date of refusal (yyyy-mm-dd)

[ ] Orrersieno 3asBienue (OT 3asBUTENS [IPE/IM pa3peliaBane/perucTparus)
Withdrawn (by applicant before authorisation/registration)

bprKaBa:
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country

JaTa Ha OTTETJISIHE (222e-MM-00):
date of withdrawal (yyyy-mm-dd)

CcBOOOIHO U30paHO HME:

invented name

IIprUYKrHa 3a OTTCTIIAHCTO!
reason for withdrawal

[ ] Orrernen (ot 3asBUTENs e pa3peliaBaHe 3a YIOTpe6a/perucTpans)
Withdrawn (by applicant after authorisation/registration)
JbprKaBa:
country
JaTa Ha OTTEIIISIHE (2e2e-MM-00):
date of withdrawal (yyyy-mm-dd)

HOMCD Ha Pa3pCUICHUCTO:
authorisation number

IIpUYXHA 32 OTTCTIIAHCTO!
reason for withdrawal

CBOOOTHO U30paHO UME:
invented name

I:' BpemenHo CHDHHO/ IPEKPATCHO Pa3pCIICHUC 3a VHOTDCGa/ peructpalysi (0T KOMIIETSHTHHS OpraH)
Suspended/revoked (by competent authority)

AbpiKaBa:
country

JlaTa Ha BPEMEHHOTO CIIMPaHE/TIPEKPaATIBAHETO (2222-MM-00):
date of suspension/revocation (yyyy-mm-dd)

InpruirHa 3a BpCMCHHOTO cnnpaHe/ MPCKPAaTABAHCTO:
reason for suspension/revocation

CcBOOOIHO U30paHO HME:
invented name

3.3 32 MHOIOKPAaTHO 3asiBABAHE HA CHLINUS XOMEONATHYEH JEeKAPCTBEH MPOAVKT:
For multiple applications of the same homeopatic medicinal product:

MHOroKpaTHH 3asBIeHUS 34:

Multiple applications for:

Wme Ha npyrust npoayKT(u):

Name of the other product(s)

JlaTa Ha 3asBIeHHETO(ATA) (2222-MM-00):
Date of application(s) (yyyy-mm-dd)

3agBuren:

Applicant(s)

3.4. 3asiBieHusd 32 pa3peniaBaHe 3a ynorpeda/perucTpamnus 3a ChlMs XOMeONATHYEH JIeKAPCTBEH

NMPOAYKT U3BbH EBPONeiickoT0 HKOHOMHMYECKO MPOCTPAHCTBO
Marketing authorisation/registration applications for the same homeopathic medicinal product outside the EEA

|_| M3paaeHo pa3pelieHue
Authorised
AbpiKaBa:
country
JlaTa Ha pa3peliaBaHe (eeee-mm-00):
date of authorisation (yyyy-mm-dd)

CBOOOIHO U30paHO UME:
invented name:

[[1B npouenypa

Pending
AbpiKaBa:
country

JlaTa Ha I10JIaBaHe Ha 3asABICHUETO(222e-MM-00):
date of submission (yyyy-mm-dd)
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[ ] Usnanen orkas
Refused
JI'bpKaBa:
country

JaTa Ha OTKa3 (ecee-mMm-00):
date of refusal (yyyy-mm-dd)

[ ] Orrersieno 3asBienue (OT 3asBUTENIS IPEJIM pa3peliaBaHe)
Withdrawn (by applicant before authorisation)

JbprKaBa:

country

JaTa Ha OTTETJISIHE (222e-MM-00):
date of withdrawal (yyyy-mm-dd)

CB0O0OTHO U30paHO UME:

invented name

IIprUYKrHa 3a OTTCTIIAHCTO!
reason for withdrawal

|_| Ortreraen (OT 3ajABUTCIIA CJIICA pa3pClIaBaHEC 3a VHOTD668./DGFI/ICTD3LII/IH)
Withdrawn (by applicant after authorisation)
AbpiKaBa:
country

JaTa Ha OTTETJISIHE (222e-MM-00):
date of withdrawal (yyyy-mm-dd)

HOMCP Ha Pa3pCUICHUCTO:
authorisation number

nprUYrHa 3a OTTCTJIAHCTO!:
reason for withdrawal

CBOOOHO U30paHO UME:
invented name

|_| BpeMeHHO CcIIpsSHO/TIPEKPATEHO pa3pelIeHue 3a YIIOTpeOa/peructpanns (0T KOMIETCHTHUS OpPraH)
Suspended/revoked (by competent authority)
AbpiKaBa:
country
JaTa Ha BPEMEHHO CIUpaHe/peKpaTsBaHe (22cee-Mm-00):
date of suspension/revocation (yyyy-mm-dd)
IIpuYrHa 3@ BPEMCHHOTO CHHpaHe/HperaTHBaHCTOI
reason for suspension/revocation

THProBCKO UMCE!:
trade name

4. ITPUJTOKEHU JOKYMEHTH (KBAETO E ITIOAXOJAIO )

ANNEXED DOCUMENTS (WHERE APPROPRIATE)

[14.1 JloxyMeHTH 3a IIIATEHU TAKCU
Proof of payment

[]4.2 Tlucmo 3a uHGOpMHUPAHO CHITIACKE OT IPUTEKATENS HA PAa3PELICHUETO 3a yoTpeda Ha

pa3pCuICH JICKApCTBCH MPOAYKT
Informed consent letter of marketing authorisation holder of authorised medicinal product.

[ 14.3 Oduumanen DOKyMEHT, M3JaJ€H OT ChOTBETHUS KOMIIETEHTEH OPraH, CBhINIACHO CHOTBETHOTO
HallMOHAJTHO 3aKOHOAATEJICTBO, JOKa3Balll, Y€ 3asBUTEISAT € YCTAaHOBEH Ha TEPUUTOPUATA Ha

EBporneiickoTo NKOHOMUYECKO MPOCTPAHCTBO.
Proof of establishment of the applicant in the EEA.

[ 14.4 Jleranmmsupano mWHIHOMONIHO 3a KOPECIOHAEHIMS OT HMETO Ha 3asBUTEN/TIPUTEXATENS Ha
paspenieHueTo 3a ymnorpeba (3aBEpeHO OT HOTApUyC WM OT O(HIMaJeH opraH, MPUAPYNKEHO OT

JICTAJIM3HUPpAaH IMPEBOA Ha 6’bJIFapCKI/I GSI/IK)
Letter of authorisation for communication on behalf of the applicant/MAH

[ 14.5 bBuorpadus Ha KBamuGUIUPAHOTO JIMIIE 110 JIEKAPCTBEHA OE30IaCHOCT
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[14.6

[14.7

[ 4.8

[ ]4.9

[ ]4.10

[]4.11

Curriculum Vitae of the Qualified Person for Pharmacovigilance

Pazpemienne 3a mpou3BoacTBO, HeoOxoawmo cbriaacHo wi. 146 ot 3JIIIXM u um 40 ot
HupextuBa 2001/83/EO (wn ekBUBaNEHT, U3BbH EBPOMECKOTO MKOHOMHYECKO MPOCTPAHCTBO,
KBJIETO € B CHJIa CIIOPa3yMEHUETO 3a B3aMMHO IIPU3HABAaHE WM APYrd Mepku Ha EBponeinckus
cpio3). Ilpempatka kbM eBpomeiickata 6a3a ganam EudraGMP me e mocrarpuna, Korato e

HaJIM4YHa.
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). A reference to EudraGMP will suffice when available

OO00CHOBKA 33 HAIMYUETO Ha TMIOBEYE OT SIMH MTPOU3BOUTEII, OTTOBOPEH 32 OCBOOOK1aBaHEe Ha

apTUAy B EBPONEHCKOTO HKOHOMUYECKO IIPOCTPAHCTBO
Justification for more than one manufacturer responsible for batch release in the EEA

Cxema Ha mHOCIEAOBATEIHOCTTAa, IOCOYBAIA BCHYKH MECTa, y4acTBalld B IIPOU3BOJICTBEHUS
IIPOLIEC HA JIEKAPCTBEHUS MPOAYKT WM aKTUBHOTO BEILECTBO (BKJIIOUUTEIIHO MECTaTa, KbJETO CE
U3BBPIIBA B3€MaHE Ha NPoOM M M3NMTBAaHE 3a OCBOOOXK/AaBaHE Ha MapTUAM HAa HPOAYKTH,
IOPOU3BEJCHU B TPETU CTpaHu). 3abenedxcka: Hmenama, mounume aopecu u OeuHocmu Ha
BCUYKHU mecma 3a npouzso0cmeo u KOHMPOI, YNOMEHAmu KbOemo u 0a e 8 YsAlomo 0ocue

TPAIbBA oa cu cvomsemcmeam

Flow-chart indicating all sites involved in the manufacturing process of the medicinal product or active substance (including sites involved in
sampling and testing for batch release of products manufactured in third countries). Note: ALL manufacturing and control sites mentioned
throughout the whole dossier MUST be consistent regarding their names, detailed addresses and activities

CranoBuiie (Wau cepTUHKAT 3a 100pa NPOU3BOJICTBEHA MPAKTHKA, U3JaleH OT UHCIIEKTOpaT OT
EBponeiickoTo MKOHOMHYECKO IpPOCTPAHCTBO, aKO € Bb3MOYKHO) Ha KOMIIETEHTHMs OpraH,
MHCIEKTUpPAJl MACTOTO(Ta) Ha MPOMU3BOACTBO (HE mo-ctapo oT 3 roxauHu). Ilpenparka KbM
eBporeiickara 6a3za nanuu EudraGMP mie e nocrarhyHa, KOrato € HaJlnyHa.

AKO € IPUJIOKHUMO, KPaTKO ONKCAHUE HA IPYTH WHCIEKIMU 3a 100pa MPOU3BOJICTBEHA MTPAKTUKA,

IMPOBEACHU NIPE3 MOCICIHUTE 2 TOIUHU

Statement (or GMP Certificate issued by an EEA inspectorate, when available) from the competent

authority which carried out the inspection of the manufacturing site(s)

(not older than 3 years). References to EudraGMP will suffice when available. Where applicable a summary of other GMP inspections performed
in the last 2 years

[Tucmo(a) 3a JOCTHIT 1O OCHOBHO J0CHE(Ta) Ha aKTUBHO BEIIECTBO WK Komue oT CepTudukar 3a

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

Konme oT mMUCMEHO MOTBBPKICHHE OT MPOW3BOIUTENS HAa AKTUBHOTO BEIIECTBO, Y€ IIIE
HHpOpMHEpA 3aABUTEIS B CIIydail IPOMSIHA B MPOW3BOACTBEHUS TPOIEC WIK CHEIU(DUKAIUUTE B
croTBeTcTBUE ¢ Hapenbara mo wi. 42 ot 3JIIIXM wu [Ipunoxenne 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

[ ]4.12

Ceprudukar(u) 3a ChOTBETCTBHE Ha MoHOrpadusaTa Ha EBpormeiickata (apmakorniess OTHOCHO

cnionrugopmuute exnedanonatuu (TSE-ceptudukar) ¢ nexnapanus 3a 10CTbI

[]4.13

[ ]4.14

Ph. Eur. Certificate(s) of suitability for TSE with declaration of access

[Tucmeno cwritacue(si) Ha KOMIIETEHTHUTE OpraHu 3a ocBoOok1aBane Ha MO B okoHaTa cpena.
Written consent(s) of the competent authorities regarding GMO release in the environment.

Hay‘{eH CBbBCT JaJACH OT KomurteTa 3a JICKApCTBCHU MPOAYKTHU 3a XyMaHHATA MEAUIINHA
Scientific Advice given by CHMP

[ ]4.15

Komue ot paspemenuero(sita) 3a ymnorpeda B EBpomeiicKOTO HKOHOMHYECKO IPOCTPAHCTBO U
(eKBUBAJICHTHU JAOKYMEHTH) B TPETHU IbPKaBU U AOKyMeHTHTE Io 4ui. 27, an. 1, 1.14 - 16 m 19 - 22 ot
3JIIIXM u ui. 8(j)-(1) ot Jupektusa 2001/83/EO

[]4.16

Copy of Marketing Authorization(s) required under Article 27(1) p. 14-16 and 19-22 of LMPHM and Atticle 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)

KOpeCHOH,Z[eHI_II/ISITa C EBpOHCﬁCKaTa KOMHCHA OTHOCHO MHOTOKPATHUTC 3a4BJICHHA.
Correspondence with European Commission regarding multiple applications.
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[]14.17

[ ]4.18

CnuchK Ha PEJICTABEHUTE MAKETH U TTPOOH/MOCTPH
List of Mock-ups or Samples/specimens sent with the application, as appropriate

Komme ot PEHICHUCTO 3a OHNPCHACIAHC KATO JICKAPCTBCH MPOAYKT, IMPECAHA3ZHAYCH 3a JICUCHHUC,

PO UITAKTHKA U TUAaTHOCTHKA HAa PEIKHU 3a00JISIBAaHUSI.

[]4.19

[ ]4.20

[]4.21

[[]4.22

Copy of the Orphan Designation Decision.

Cruchk Ha TpeUIoKEeHHTE (CBOOOJHO M30paHW) MMEHA U MPUTESIKATEIUTE Ha pa3pelieHHs 3a

yroTpe0a B 3aCETHATUTE IBP’KaBH 0T EBPOIEHCKOTO HKOHOMUYECKO POCTPAHCTBO
List of proposed (invented) names and marketing authorisation holders in the concerned member states

Komme ot CCpTI/I(i)I/IKaTa Ha EBpOHCﬁCKaTa arcHuus 10 JICKapCcTBaTa 3a OCHOBHO JOCHC Ha

BakcuHeH anTures (OIBA)
Copy of EMEA certificate for a Vaccine Antigen Master File (VAMF)

Komme ot CepTI/I(I)I/IKaTa Ha EBpOHeﬁCKaTa ar¢HIus 110 JICKApCTBATa 3@ OCHOBHO JOCHUC HaA IJIa3Ma

(OAID)

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

3a BCSAKO AaKTHUBHO BELIECTBO MPHJIOXKETEe JAeKJIapauus OT KBaIM(PHUUUPAHOTO JHIE Ha
OpUTeXaTens Ha pa3pelieHHeTo 3a MPOM3BOACTBO, IOcoueH B pasgen 2.5.1, u oOT
KBTM(UIMPAHOTO JIUIIE HA BCEKH OT NPUTEKATEIUTE HA Pa3pelieHHe 3a MPOMU3BOJACTBO (T.e.
Pa3MoIoKEHN HAa TEPUTOPHUATA HAa EBpOneiickoTo HKOHOMHYECKO TIPOCTPAHCTBO), U30POEHU B pazjien
2.5.2, KbAETO AaKTHBHOTO BEUIECTBO CE€ W3MOJ3Ba KAaTO W3XOAEH Marepuas, ue
MPOU3BOIUTENAT(UTE) HA AKTUBHOTO BEILECTBO, MOCOYEH(M) B paznen 2.5.3, mpousBexia B
CHOTBETCTBUE C MOJPOOHHTE PHKOBOJACTBA 3a J00pa MPOM3BOJACTBEHA NPAKTHKA 33 W3XOIHH

MaTcpuraiu. ToBa He ce oTHACA 3a KPbB U KPbBHU KOMIIOHCHTHU.

For each active substance, attach a declaration 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 manufacturer(s) referred to in Section 2.5.3 operate in compliance with the detailed guidelines on
good manufacturing practice for starting materials. This does not apply to Blood or blood components.
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