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HHDOPMALIHA

JA M3IMTBIAHEHMETO HA JIOTOBOP 3A OBILECTBEHA TTOPBYKA (sepes 4)

AFEHUMSA NO OBLLECTBEHW NOPBHKN
1000 Codwst, yn. Jlere 4

takc: 940 7078

e-mail: rop@aop.bg , e-rop@aop.bg
WHTEPHET aApec: http://www.aop.bg

HH®OPMAIMSA 3A N3ITBJIHEHUETO HA JOIOBOP 3A OBMECTBEHA
IMOPbBYKA

JAEJOBO/IHA UHOOPMALMA

Jenosonna nudopmanus
[lapriina na su3noxurens: 00052
[lopenenve:

| Maxo s Homep: 12-33 ot jata 16/03/2016

| Komeitrap Ha BL30KHTENs:

| yumkanen Homep Ha nopbsukara 00

\

052-2014-0011

PA3JEJ [: BB3JIOKHUTEJ]

Xino ua. 7. 1. 1-4 ot 3011 (knacuueckn)
[ Jnoun. 7.1.5 ik 6 ot 30I1 (cexropeH)

[
' L.1) HaumenoBauue u aapec

‘~ OduuHaIHO HAMMCHOBAHKE

MHcTonpoduiHa obacTHa OonHMLA 3a akTuBHO Jeuenue [-p Credad
Yepreso All

TAupcum

v, Huw Nl

Tpar [ToueHeKn KOA JbpxaBa
Benvko TBPHOBO 5000 PBBJIT AP
34 KOHTAKTH Tenedon

}N)Eﬁ"i II-p CredaH Yepxreszor Al 062 640922

"ﬂmx;;_ﬁ KOHTAKT

)

MuxanjgoBa

Erekiponna noia

|
\
L 2opanka
| "
mobal sch@yahoo.com

dakc
062 640829

MHTC]?HBT ﬂ,‘LPGC/IA (koraro e ﬂpHﬂO)KHMO)

‘, Anpec 1a BL310KHTENR:
“ waw.mobaltarnovo.com
| Anpec na npoduia Ha KyiyBsaya:

t mobaltarnovo.nit.bg

CIMUHKCTEPCTBO MM JIPYT IbPrKaBEH Oprat,
BKIOHHTETHO TCXHM PEIHOHAIHN WIK
MEC THU TOAPA3AEICHNA

1

| Havmonas na arenums/ciyxoa

[ PerioHancH Wik MECTEH OpraH

[ IPerionania wind MecTHa areuus/ciyxba

X ITyCnunornpasHa opraHusalnd

DEBponeHcm HHCTHTyum/arcrmvm Uiu
MEZTYHAPO/IHA OpraHusatius

H_;)ﬁ[p_\ PO (MOAS. VTOUHETE): _

[.2) Bit a BB3/10KATEISI 1 OCHOBHA AeHHOCT/ H:
(1HoTBABA CC OT BB3JIOIKATEIIN 110 un.7,1.1-4 or 30I11)

[(JO6LecTBEHH VCIYTH

[JOrSpana

[JOBwiecTBEH Peit i CHIYPHOCT

[(JOxoana cpena

[ JMkoHOMHMUECKa W (pUHAHCOBA AEHHOCT

X3 1paseonaspane

[HacraHsBaHe/SKWIKILHO CTPOMTE/ICTBO U
MecTa 3a OTUX M KyJITypa

[]Couuanna 3akpunia

[JOwMX. KyATYpa H Penrus

[(JOGpasosanue

ClJpyro (most, yTouHeTe):
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Hapiuaa. 0050 MHOOPM ALY 3A H3ITBIHEHUETO HA JIOFOBOP 3A OBILECTBEHA MOPBYUKA (sepens 4)

1.3) Ocuosra 1eHOCT/H HA Bb3JI0KUTENS, CBbP3AHA/M ¢:

(110ML/1Ba ce OT BB3A0KATEN N0 4. 7, T.5 1im 6 o1 301)

Cpomssosictso. npenoc u pasnpeaenctue a  [JIlowencku yeuyru
MPUPOIEH a3 U TOTUIMHHA EHEPrus

T

L Enerpryuccka eHeplus [_I’Kenezonbrhu yeayru

L Tupeede, npoyuBate win 10018 Ha [_JI'paacku sKeae30nbTHH, TpaMBaiHH,
[PUPOIACH a3 WK HedT TPOsIeHOYCHH HITH aBTOOYCHH YCITyry

I TupecHe. npoydsane witk 10018 Ha (]l IpucTanuiiHmn AeHHOCTH

BbHIUHMILA WIH JIPYTry TBBP/AW TOpUBa

LDBo,w_u [ JJletuuinm gefiHocTH

PA3AET I TIPOUEAYPA, MPEAXOKIAIIA CKIIOYBAHETO HA
AOTI'OBOPA

I1.1) Bijx wa npouenypara
Xl Orkputa npotieaypa
[]Orpanusesa npoueaypa

[ 1CBberesarenen Ananor

L] Jlorosapsiic ¢ odsBaeHue
| lorosapsaie 6e3 obsBieHHe

[1.2) O0exT ra nopbukaTa
' \,_1(?19)_; ITCNCT BO. X Jloc raBkm DyCﬂ) ru

[1.3) Ilpouervpara ¢ OTKpUTA ¢ peuieHune
No: 371 o1 27/10/2014 py/mm/rrer

11.4) Yimkasen Ne na nopbhukara B Perncrbpa Ha o0uiecTBeHHTEe NOPBUKH
00052-2014-001 T(nnnnn-yyyy-Xxxx)

[1.5) Onucanue Ha HpeaAMeTa HA HOPbYKATA

| ,Jdocrapka HA JNEeKapCTBEHU NPOOYKTV, HeoOXoOouMMmMuM 3a JiIedeHMe Ha
COoNMEU OT XeMATOJOTMUYHU 3abonsapanusa B MOBAJ , I-p CredparH Yepkeson”
Al - rp. Benuko TBHPHOBO, 3a CPok oT 12 Mmeceua no 13 (TpuuHanecer)
odocodeHn nozumumum’”” . CneumudpukaumMaTa Ha JIeKapCTBeHUTEe MNIPOOYyKTHM 3a
JlcueHMe Ha XeMaTOJIOTMUHM 3aboJisBaHuA e pasjesieHa Ha 13
(TpunageceT) obHoco®eHM no3MUUM, NOIPOOHO onmcaHu B TexHMUeckaTa
creuMpukauus OT LOKYMEHTauudaTa 3a ydacTue,

L

PA3ZALE] [11: YCJOBHS HA TIOTOBOPA

| 111 1) Howmep na sorosopa: OI1-023 ot 28/01/2015 jy/mm/rrir

[11.2) HacTosinusT JOroBOP € CKR/JI0YEH cJiejl

X/ 1poneaypa 3a Bp3narane Ha o0LIECTBEHA MOPLUKA
[_IPamkoBO criopasymeHue ‘
[ Jldnavuana cucTema 3a 10CTaBKy

C Cucrema 3a Npe1BAPUTEICH noadbop

1IL3) Vsnbaamred 10 10roBopa

Odutinanto nanvernosanre n EMK (koa no bysacrar)
MC ®APMA All, EMK 130861077

Anpec
yn.2eMmiisade N 35
| ['pajt [TouleHckn ko Jbpiara
Codna 1618 PBvirapus
Tenedon
02 8189934
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Hapina: ! HHGOPMALIA A H3MBAHEHAETO HA IOFOBOP 3A OBUIECTBEHA TTOPDBHUKA (sepeua 4)

1 Eaexrponna noua (ORING 1‘
| sales@d-pharma.com 02 8189936 |
i -1:1HTC]>HCT ajipec (URL): 1
| 111.4) [lpn 130 bAHEHHETO YHACTBAT NOAN3IL/IHHTE/IH Jla [] He X \
[ O}puuaanno HAMMEHOBAHUE HA Heiinoer, msnbanasanma ot s na \
l HOAM3ITBJIHATE/IH NOAU3IbJIHUATEJIN yqaCTne Ha l
" HOAUBIBJAHUTE \
l asi (% or \
‘ 010BOPA) |
|

I [ipeamer Ha qorosopa
v IBKa Ha XEeMaTOJODUMYHM JIEKAapCTBEeHU NPOAYKTM BrJodYBawa: N1 -
Vinkristin u ¥ 3 - Etoposide 1

1
CpOK Ha W3IIBIHCHUE B MECELM: 12 WK AHH (0T CKJIKOUBAHE Ha J0rOBOpA)

|
1
|
|
i

Havdanu gata __/mwm/rrer
| KpalHo garta JUUMM/TTTT
‘ 4
\

\ 111.7) Croiinocr, nocoyeHa B 10rosopa (B ungpn):

|

oe3 JIAC ¢ JAC CToHHOCT Ha
JUIC (8 %)
CToMHOCT; 2543.30 Banyra: BGN X U] npu

Pasmenen kype kbm BGN:

. - =
111.8) lorosopsT € UHAHCHPAH ¢ €BPONEHCKH CPeACTBA Jla [] He
[ D HHAHCHPAHCTO © % 0T CTOMHOCTTA Ha JIOrOBOPA. |

PA3AEJ IV: U3ITBJIHEHUE HA JIOT'OBOPA

X jloropopbT ¢ nimbAHEH
[ 1oroBopb T ¢ [peCcpoOUHHO NpeKpaTeH

1V.1) Jlata aa npuKI04YBaHe/IPeKpaTsiBaHe: i
Fg‘)/(m'f;{lgi_;u/mM/rrrl‘

1V.2) llpuunnu 3a npekpaTaBane Ha 10rosopa (Koraro e NP UJI0KHMO)

(Iipatvo onucatme Ha 0OCTOATE/ICTBATA, KOWTO 00YC/IABAT NPEKPATABAHETO)

| 1V.3) lorosopsr € W3MEHSH/10IbJIBAH Ha [ He X
l Ipomeneno [Ipean npomsinara Caen npomsinara IIpaBHO OcHOBaHUe
VCIIOBHE 01 32 npoMsiHaTA
____erosopa ' 3
IV.4) lorosopsr € u30bJIHEH B CPOK Ha He [_ 1
JLorosopb1 ¢ U3MbAHEH Cbe 3a0aBa OT _ _ Mecel(a) MM JIHW OT KpanHHs CPOK |

H M3ITL/THEHHE HA 10TOBOPa
[lpuuiiig sa 3a0aBara (KOraTo € NpHUIoIHKKUMO):

(Kpatxu onmcanue Ha npuunnnTe 3a 3abapara)

1V.5) /lorosopsbT € H3UWbJAHEH B I'bJIeH 00eM Ja (] He X |

YHIT dlecenbe-cOb7-40f-a73)-ab96b583 Led S




Ulapt 1za D00 PDOPNM AL ST 3A TR IHEHMETO HA JIOFOBOP 3A OBLUECTBEHA TOPBUKA (sepeis 4)

Msmbanienieto e 0 % o1 nipeameTa Ha 10rosopa (Npy 4acTHIHO W3ITbJIHEHHE).

|

“ [IpHuiig 58 HaCTHYHOTO M3ITBJIHEHHE (KOTATO € MPHIOKHMO): |
|

|

i
‘ ——

| (Kpa1ko olvcaH1e Ha NPHYHUHKUTE 38 YaCTHYHOTO W3ITBLITHEHKE)

6e3 JJJAC ¢ JJIC CTOWHOCT Ha
JUIC (8 %)
CTOMHOCT: 0 Banyra: BGN X ] npu

1 1V.6) MHdopvauus 32 H3naaTeHaTa cyMa 1o 1oropopa (B ungpu):

Pasmench xype kbm BGN:

IV.7) BbB Bpb3Ka ¢ H3I'LJIHEHUETO Ha 10r0BOPa ¢e /Ib/KAT HJIK €A IJIATCHH Ja [ He X
HEYCTOlK

|
U] or wsmunnurens  Pa3mep: Banyra:
(L] or swb3oxurens Pasmep: __ Banyra: -

‘ ﬂpH‘I:HM 34 Bb2HMKBAHE Ha 3aBJDKEHUECTO 3d HC_VCTOHKHT@ (Koraro e ﬂpl/lﬂO)Kl/lMO)Z

|
|
| (Kpa1ko onucanne Ha MpUYMHKUTE 3a HEYCTOHKHTE)

_V: APYTA WHOOPMALMSI (korato e NpuJioxKumMo)
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\ o s
L . ]
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| Jlara: 16/03/2016 gu/mn/ i

Be3aomurenn:

VI JATA na m3npamane Ha HacTosaTgungopvanus
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Tpure umena: ./
/TOANHC W nevar/
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HdabawuocT:
| ¥3neiHnTENIeH Oupe
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