| PENYB/IMKA Bb/ITAPUA
ManvnHWTEenHa aréedHuyma no HEHHPCTBHTE
REPUBLIC OF BULGARIA

| Bulgarian Drug Agency

PEIHCTPALLHS HA TTPOU3BOJAUTE, BHOCHUTEJI HJIH ThPIOBELL HA
EJAPO C AKTHBHH BEHIECTBA

Registration of Manufacturer, Importer or Distributor of Active
Substances

1. Perncipammonen nosmep /Registration number :

R-Av-P-076

2. Hwe/ nansvenosanne na perverpupanoro anue/ Name or corporate name of registrant:

SBY T OUTO OWJICT A/ WBUL FITO OILS™ AD

3. Cesanme o sapee oa vapasaenne [ Permanent or Leval address of registrant:

Vi LI supadkn npoxoas Ne 230 er. 1, odmc 4. rp. Codma 1404, buarapua/23 Tvardishki prohod
S Hloor Looffice 4, 1404 Sofia, Bulearia

crp. /3



4. Aapee(u) wa DoMECHNCTo(HTA), KhICTO €¢ HIRLDPIIBAT PErHCTPHPAHHTE 1eiinociy
IAddressies) of sitels) where registered activities take pliace:

¢. Jenenukono 4135, odumna bpesopo. obaact [lnosans, buarapus — Pososapua 1 ®@uroxumuuen
uex' 4133 Zelenikovo village, Municipality Brezovo, Plovdiv Region, Bulgaria — Destillery and
Phvtachemical Facilin

5. Hpasino ocHOBAIE 30 PErucTpalugs  cnapel Mecrnoto saronopareacrso [/ National lesal
basiy of recistration

o 1670 3aon 30 JeRApCrBeninTe npoay KT B XY MUHATE e /
Law on the medicinal products in human medicine, Art. 167a.

6. Mye wa omrosopuoro anue or KoMuoereurons opran B ALERABATA SJICHKA, HIIABANA
peructpannsita - Name of responsible officer of the competent authority of the member state
vilidating the registration:

Aot Acena Cronsenosi, up

Hinwanureaen anpexrop

Assoe, Prof. Assena Stoimenove, PR MSePharm, MPH
Execiive Direcror

Hoome [ Sienature:

O1.09.004% r.

* Hacmuoswusim lﬂfJ;J.M_'I."JUf}'J 30 pezucmpayus e Gaauden camMo ako ca npeﬁcnmﬁreuu GCUYRU
cmpanuyu, Kowme codopaca. Hemunnocmma na opmyaspa za pezucmpayus moxce da oade
nposepena ha basaoma dannu na EC wau upes cnpaeka ¢ usdasawus opzan/ This registration form
is valid only when presented with all pages. The authenticity of this registration form may be verified
in the Union database or with the validating authority.

lpumexcamensm Ha pezucmpayusima, nocoved 6 movka 2, e 3adwaxcen ecakg zoduna da
ChODWasa Ha Komnemenmuus 0p2an GCUMKU NPOMENL, KOUMO €0 BHIHUKHAAU 888 BPH3KA
dannume, npedocmageny 8 mosu  opmyasp. Beuuku npomenu, Koumo eAussm enpxy
Kguecmaoma o dezonacHocmma Ha usbpoenume akmuenu gewecmea, mpabea da Gudoin
chodwasanu Hezabasno / The registration holder referred 1o in section 2 shall communicare
annually 1o the compelent authority an invenfory of the changes which have raken place as regards
the formation provided in this registration form. Any changes thar may have an impact on the
queding or safety of the listed active substances must be notified immediately. Compilation of
ooy Prog euliires on Inspections and Exchange :;r'h;;u,-'nm:frm.
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Hpuaoswenue! Annex

OBLBXBAT HA PEFHCTPALMSITA / SCOPE OF REGISTRATION
Hanmenosanne n aapec Ha nomewennero’ Name and address of the site:

shya o Odiae” AL = Pososapua n Duroxummven uex/ , Bul Phyto Oils™ AD — Distillery and
Plivtachemical Facility

¢ denenukono 4155, obumna bpesoso. obaact [nosaus, buarapus / 4135 Zelenikovo village,
Municipality Brezovo, Plovdiv Region, Bulgaria

LUHPOMBOJACTBEHH JIEHHOCTH, MANUFACTURING OPERATIONS :
Axriaun gewwecraa Lerive Suhstancefs):

I Tawnanmamin Xuapooposii - Cyx, npaxoofpaien eKCTPAKT 0T JIYKOBHIM Ha pactenne Hapunc
Galantamine Hyvdrobromidae - Dry powder extract from Narcissus bulb, Plant

2 Eervinmn - Cyx, npaxaodpasen excrpast o1 Muucapauosn kopu ! Esculin - Dry powder extract |
frenny Ash free Barks (Fraxinus Orius)

3 Phayunn XuapoOpomua- Cyx, npaxoofpazen excrpakt ot pactenue Kuiar mak /[ Glaucine
Hyvdrobromidae- Dry povwder extract from Yellow poppy plant

- I 5= . s 1
b CERerpakuns na akiusun semectsa o1 ecrecrsenn witodunun | Extraction of Active
Substance from Natural Sources

] I Eremparius na eewgeemeo om pacmumenen wemounus | Extraction of substance from plunt
Maree

tl . f!fh”f”i'”fﬁl’.”lr[’ HEE N3ETEYEN NG f:'L".f.er"t'”i'l‘nJ" =i _'f_l"}{f]ﬁ“”” el ‘f]c”_‘ﬂj'ﬁ’”ju' ,,:'IHIJ'I”'H{‘. IVIsh
Vo wcdpanosy kopu. om pacmenne Anim vak > Purification of extracted subsiance < from

Narcissus huth plant. from Ash tree Barks (Fraxinus Ornus), from Yellow poppy plant

L Qb roswpmreany evann / General Finishing Steps
4] 331 Emanu na duswana obpabomea < Baaxeno empusane; Cytaene; Cyvxo cmpusane,
Novocenupaie Physical  processing  steps <Wer milling:  Dryng:  Dryv  milling.

Homogenization

) 332 Hhvpsiino onaroeane (3ameapane / Janevamsane Ha armuencmo 6ejecmeo 6
(IR OGTUNISE MamePUat, KOUMo ¢ 6 npix konmarm ¢ cewgecmeomo). Primary Packaging
fenclosing  sealing the active suhstance within a packaging meterial which is in direct
comfact with the subsiance)
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B ..;:' j. BH?:J‘F!’!"HHJ HILRGGARES (NOCMAGHIE Na 3anenaitaliama ”?r.”’l'.l’“*”'ﬂi TR
GHINNA ONAROEHYCH Mamepua win konmennep. Toea RU0NGA 1 ROCTIAGAREMO Hd ¢MUNen
He MUmEPUaId, KOTmo Moxce od Ghoe usnoisean 3a uoenmudhuyupane i npocigoscane
| (napmuono noxepupane) na aemuenomo seujeemeo) | Secondary Packaging (placing the
| sealed primary package within an outer packaging material or container. This also includes
amv labelling of the marerial which could be used for identification or traceability (lot
_ | numhering) of the aciive substance)
k Honwrsanus na konrpoaa ma kaveersoro/ Quality Control Testing |
I Honvameme mazu spagha canvo axo eme nonvamau epagu A, 5, B, I, 11/ This section should |
be completed only if any parts of sections 4, B, C. D. E are completed

24| I duswann - xwveoe winumeanusy Physical © Chemical testing

57 I I Mukpoduoisocunnn  winumeanus  (Ges wnumeanus 3a cmepuanocn)’ Microbiological
testing (excluding sterility testing)
| :

AxTienn selneeTaa (Active Substance(s):

[ Ervepuuno smacno Jlasanayna — Evepnuno macno or crpwkone Ha pacrenue Jlapanayvna /|
Lavender (0] - Essencial oil from the flowering tops of Lavandula Angustifolia mill

2 brarapesko Pozono Maciao - Erepuuno macno ot usetose Ha pactenue Posa | Bulgarian Rose
Ol {Rose (M) - Essencial oil from fresh blossom Rose flower (Rosa Damascena)

J. Macao or ban Gop - Etepuuno Maciao o1 sbpuinHata (KIOHKH) Ha awpso ban Gop / Pine
Svivestris O8f (Pini Sylvestris aetheroleum) - Exsencial oil from fresh leaves and branches of
Pinus Sitvestriv 1 I

4. Macio or Xsoitna - E1eprano Macio, nojivaeHo o1 vipein, HeepMeHTHPLIN SrodoionHn
Hapsn v Xsofina (Juniperus communis L.) / Juniper Oil (Juniperus communis 1) -
Essencial oil obtained by steam distillation from the ripe. non-fermented berry cones of
Juniperis communis 1

b ERCIPAKI 3 AKTHEHI BEWECTRA 0T ecrecTnenn wyronnnun / Extraction of Active

Substance from Natural Sources
|

_ 4

<] Clpvew < Hapra oeemuayud G GCRECIGD. OM PAcnimeen Limoynik = { Mher
Steam distillation of substance from plant solrce =

crp. 43



A COdum aoswpmwreann erann [ General Finishing Steps

4] 331 Emanu na gneusna odpadomea < dwampupane; Xovocenuzupane (Xaxnpupane)
Physical processing stepy < Filtration; Homogenization =

13,2 Hepsuano onaroeane (Gameapane ' 3anesameane na armuGnomo 6euecmeo ¢
ORUROEBUHIA MAMEPU, KOmo e 6 npsx kowmarm ¢ éewgecmeomo)’ Primary Packaging
fenclosing © sealing the active substance within a packaging material which is in direct
contact with the substance)

] 334 Apyen < Emuxemupane na nupeusiania onaroera, KOSMo ce A686d u mpancnopniga -~
Other = Labeling of the primary packaging, which is also transport packaging >
k Hanmrsanus na konrpoaa na kaacersoro/ Quality Control Testing

Honvameme mazu epagha cawvo aco eme nonwanon cpapu A, b, B, I, JI 7 This section should
he completed only if any parts of sections A, B, C, D, E are completed

] Lo uzuvnn - xwwann wanumaanwsy Physical © Chemical resting

(h JRETHEMICHI L pesycinreann DECHISH, ML Bt ika © ODXBRTA HA T pernerpipann
aeinocTn | Any resirictions or clarifving remarks relared 10 the scope of these registered operations:

ava / Date:
01.03.00/¢~

Hye wa orrosopunoro aune o Kovmuoeredruusi opraf B ILDEABATA  LICHKA,  13/IABIANL
pernerpuunnra S Name of responsible officer of the competent authority of the member state
validating the recistration:

Ao Acena Cronsienona,
Hsnnanureaen anperrop
dssoe. Prof. Assena Steimenova, PhD, MSePharm, MPH

Executive Director ii-,L'Fﬁ-:\
oA sl b,

e P W
Honne [ Signature :

. e~
1 o .\'Ihll
X -!-II \
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