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Do
KOMUCUA 3A PUHAHCOB HAL3OP
YNPABIIEHUE “HAI3OP HA
MHBECTULUMOHHATA OEUHOCT”
Y. “WAP NMIMAHUAHA” Ne 33

rp. COouUA
Konue: “BBbJITAPCKA ®OHOOBA
BOPCA-CO®UA” Al
Y. “TPU YLUWA” Ne 10
rP. COoUA

YBEOOMIJIEHUE

Ot POCEH NEHEB 'EOPI'MEB -
N3NbITHUTENEH AUPEKTOP Ha
‘BbJITAPCKA PO3A CEBTOMNONIUC”
ALl rp. KazaHnbk cbe ceganuiie u
agpec Ha ynpasneHue :rp.KasaHnbk
yn.” 23-tm nexoteH LUnnyeHcku nonk “
110, nua.Ne BG 123007916, nHg.Ne no
[0C 123007916 snucaHo B Tom | ALL,p-
p1, cTp.38 Ha THProBCckUs perucTbp Ha
CTapo3aropckusi OKpbXeH Cb[ Bb3
OCHOBa Ha peLueHne no hupmMeHo aeno
2803/95 .

OTHOCHO : PaspelueHue 3a
NpPon3BoOACTBO

YBAXAEMU OAMU U TOCIMOMOA,

YBepnomsasame Bu, ye “Bbnrapcka posa Cestononuc” All, cnen BkMYBaHE HA ABa HOBU
npoaykta — TepHaduH Tabnetkm 250 mr n Tpumpykrtan cdunm tabnetku 20 Mr B crnmvchbka Ha
paspelleHnTe 3a NpPOU3BOACTBO HECTEPUNHU NEKapCTBEHW MpoAykTh (TabneTtkn u TBbPAU
Kancynwu). nony4n aktyanusmpaHo PaspelueHue 3a npoussoactso um nog NeP-1-20-003 ot
01 anpun 2010 r.

MpunoxeHue: CbrnacHo Tekcra

C yBaxeHue

uHx! PoceH Meoprites— >

- WanbnHuTeneH gupektop

BYNCTAT: 123007916 OAHBYEH Ne 1240800132 Ctp. 1071



~ W3TBAHKTENHA ATEHUMA N0 NEKAPCTBATA
: In.ullummla Ha 3ANABEONA3BAHETO

4.'«

e Ilnlnaﬂan Ilnl!l Monev at the Minister of Heaith

GOIIIII 1303,y Alllll Tpyes Na 8, TR [82) 8983 555, paxc: (82) 2903434
§, Damyan Gruev Sir., 1303, Sefia, Bulgaria, tok: + 359 2 8303555, fax: + 359 2 8803434,
o-mdll bda@bdabhg

PA3PEIIEHUE 3A TPOU3BOJACTBO/BHOC HA JIEKAPCTBEHH ITPOAYKTH
A Manufacturing/Importation Authorisation

e

‘Homep Ha pa3pemeHHETO P-1-20-003

. Authorisation number _ 3 TR

l'Ipn'rexca'reJl HA paspemenne’ro “BBJTAPCKA PO3A CEBTOIIOJHAC” Al

Name o authorisation holder BULGARIAN ROSE SEVTOPOLIS AD

Agnpec g2 00exTHTE 32 OpOH3BOACTBO/ Gyt ,,23-™ nexoren Inmuenckn moax” Ne 110, Kazamrsk

chXpaHeHHAe H Ka9ecTBeH KOHTPOX 6100, B’:».rlrapnn

Address(es) of manufacturing site(s) 110, 23™ Pehoten Shipchenski Polk Blvd.,6100 Kazanlak,
Bulgaria

Ce)lam!me H afpec HA YOpaBJeHHe HA 6ya. ,23-™ nexoren Mnmuencku moax” Ne 110, Kazammsk

DpHATeXATeNs HA paspemeHHeTo 6100, B‘b.m‘apnn

Legally registered address of authorisation holder 1 113 23" Pehoten Shipchenski Polk Blvd. 6100 Kazanlak,
Bulgaria

Pa3pemenH Jel{HOCTH H JeKAPCTBeHH GopMu H36poenn B NpHJIOKEHHITA

Scope of authorisation and dosage forms Listed in the annexes attached
OcHoBaHHSA 32 H3JaBaHe e 4. 155 ot 3akoHa 3a JieKapCTBEHHTE HPOXYKTH
Legal basis for authorisation XYMAaHHATA MEIHNHAHEA

Art 155 of Medicinal Products for Human Use Act
IIpanoxenns 3agsokETenHE npHaoxkenns Ne 1, Ne 2, Ne 3, Ne 4
Annexes attached Mandatory Annexes Ne 1, Ne 2, Ne 3, Ne 4
Hesagbwxuresan nprioxenns Ne 5, Ne 6, Ne 7, Ne 8
Optional Annexes Ne 5, No 6, No 7, Ne 8

Jara:01.04.2010
Date:01 April 2010

* B HACTOSIIOTO PAIPEINCHHE CA OTPAIEHH BCHIKH HIFLPIIEHH IPOMEHR B Paspelienye 1 npomisoacrao/anoc No P-1-20-001 xum 01.04.2010r.
* The present authorisation issued on 01 April 2010 covers all accomplished variations in Manufacturing/Importation Authorisation No P-I-20-001



