IMPUJIOXKEHHME Ne 3
Obpasey
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“CBAJIO3 — CO®USI OBJIACT”
E0O/I

rp.Codus, 6y1. ”Ctomeros” Ne 67 %

-

‘—\‘

TEXHUYECKO [MPEJUIOKEHUE

3a yJacTHe B OTKPHUTA NPOLE/ypa 3a Bh3arane Ha ofL1ecTBEHA IOPBYKA C [IPEIMET:
"JocraBKa Ha JeKapCTBEHH MPOXYKTH 32 HYK/IHTE HA "Crenuaansupana 00aHHIA 32
AKTHBHO JIedenne Ha onkoxornunn 3aboassanus — Copus odnacr” EOO/L no 50
obocobenn mozuunn'
O6ocobena nozuuus Ne 26

-
+

5. Bpays Mexukan” EOO/L, ¢ EUK 175016820, ¢ perncTpauus ot CI'C 232/2006, ¢ nanuu
Ha perucTpauud:Abpkasa bearapus, rp. Codus 1528, 6yn. Xpucrogop Komymb Ne 64,
Crpana A2, Oduc 111, ¢ anpec Ha ynpasieHue: Ip. Coodus 1528, 6yi. Xpucrohop Konymb
Ne 64, Crpana A2, Oduc 111, Tex. 02/ 807 67 40, daxe: 02/ 974 30 83, encKTpOHHA MOIIA:

desislava.clenkovska@bbraun.com — 3a daktypu, teodora.rukova@bbraun.com — 3a TPbAHH

MPOIIE/LYpH/I0roBOPH , OAHKOBA CMETKA: BG65UNCR96601033431108, npeacraBisBaHo OT
Xoper Xaiun Ilioep

Jlanun 1O JOKYMEHT 3a CaMOJIMYHOCT: JLK. Ne 535385697, wn3pancHa Ha
05.09.2007r. B rp. bopuxaiim, ['epmanus, ErH - mamam, JIHY 1001229432,
HEMCKH MpayKJaHHUH, POJASH Ha 15.06.1965 r. B rp. Bou, 'epmanus

u Mandpen I'perop Mapuie,

JlaHHH 10 JOKYMEHT 32 CAMOJIMYHOCT: aBCTPHIICKH IPAK/IaHKH, POJCH Ha 01.12.1971 1. B
Jlunn, Ascrpus, nparexasai macnopt Ne P 7874793, u3jiajied Ha 10.07.2014 r. u BanuICH
10 09.07.2024 r. nociaeAHUAT Ype3 MbJIHOMOIIHUK

[Mersp [iBeTanos Acenos,

Jlasnu no goxyment 3a cavonuynoct: EFH 7509206924, mvurHa kapTa Ne 645409350, T~

u3nazena Ha 02.09.2014 r. or MBP — Codna wg

VBAXKAEMA I'OCI1OKO YIIPABUTEJL,

Crien 3amo3HaBade ¢ JOKYMCHTALHsATa 34 y4acTHe B OTKPHUTA MPOLEYpa 32 Bh3JIarane
Ha obIeCTBeHA Mopbuka ¢ mpeamer: "JloeTaBka HA JIEKAPCTBEHH MPOAYKTH 32 HYZKIHTE

pa "Cuenuaju3Apana GOJHHIA 32 AKTHBHO JICYEHHE HA OHKOJIOrHTHM 3abonsBANNAA —
Codus obaact" EOO/L no 50 06ocobenn mosuuuK'', CMe CHLIVIACHH C TOCTaBeHHTE OT Bac




16. Cpoxose no odumecTBeHATa MOPHUKA:
16.1. Cpok 3a M3MBJIHCHWE HA MopbuKara— 12 (ABaHAZECET) Mecelld, CUHTAHO OT
JlaTaTa HAa CKITI0YBAHE Ha JIOTOBOPA WJIM H3THYAHE/TIPEKPATABAHE HA HPEAXOHO CKITIOYCHHSA

JIOTOBOP ChC CHIHAS MPEIMET, KOETO 0T ChOUTHATA HACTBIIN 110-KbCHO. —_
16.2. CobriacHn cMe Ja JO0CTaBsMe JIeKapCTBEHHWTE MPOAYKTH, MNPEAMET Ha -
[IO3HIMATE, 33 KOUTO ydacTBame, B CPOK JI0: el

48 (ueTHpHIECET U 0CeM) Yaca/ He nosede om 48 yaca/ Cieji NONyYaBaHe Ha IMCMCHA
3asBKa, BKIIOYATEITHO H3Mparena o (akc, ejl. 1oma uin Apyr, H3pHIHO JOrOBOPCH C aHCKC
KBbM JIOFOBOpA HAYHH MEXKJy CTPAHHTE - 3a peryJsipHM 3aiBKkH. [Ipu kenanue OT cTpaHa
HA BB3JIOKATEIS PEryTAPHUTE JOCTABKH LIe H3BBPIIBAME IO YTOBOPEH Ipaduk.

2 ( nmBa) waca /He noeéede om 2 waca/ ciell TONyYaBaHe Ha 3aiBKa OT
Bb3JIOKHUTEJIS, oTnpaBeHa BKJIIOMATEIHO 10 (akc, €. Iom@a HIH JPYT, HU3PUYHO
OTOBOPEH ¢ aHEKC KbM JI0r0BOPa Ha4uH MEXK/y CTPAHHTE, a IPH HEOOXOMUMOCT - H 110
TesneoH— 3a CIelrHH 3aBKH

JIOCTAaBKHTE 10 OMPE/CICHOTO OT BB3JIOKHTENA (PpaHKO MsCTO 3a AOCTABKa, L€
n3sbpinBaMe B pabotau auu, ot 08.00 xo 16.00 gaca. B cmyyaii ye CpOKBT 32 A0CTaBKa
u3THua B HepabGOTeH JeH, J0CTaBKara CIeABa [a Ce M3IIBJIHM Hal-KbCHO B I'BPBHA
paboTeH JcH, ClICBaIl ACHA, B KOUTO H3THYAT CPOKOBETE.

[Ipy u3pHYHO yKa3aHHE OT CTPaHA HA BBH3JIOKHTENS e JIOCTABHM 3aSBEHATE NPH
CTIENTHH 3aSIBKH KOJIHYECTBA M3RBH YKA3aHM 110-rOpe 4acOBH JAHala3’oH.

ChIJIACHH CMe JIa JJOCTABAME JIEKapCTBEHHUTE MPOAYKTH, MPCAMCT Ha MO3HLHATA/HTE,
3a KOMTO ydacTBame, choOpasHO MpEIBAPHTENHO YTOBOPEeH IpauK, IpH JKelaHHe OT
cTpana Ha Bo3noxurens.

17. MscTo HA H3ITbJIHEHHE:

dpanko MACTOTO Ha JOCTABKA 110 HACTOALIATA NOPBYKA, B 4acTTa /obocobenure
HO3ULKK/, 32 KOATO ydacTBame, e one:“Crnenpanuszupana OOHNIA 32 AKTHRHO JICUEHHE HA
onKonorHyEy 3a6onspanus — Codus obnact” EOOJL, rp.Codus 1123, 6yn. ,,Cronetos” Ne
67, Anteka

18. TexuuuecKHTe XAPAKTEPHCTHKH Ha IpPEUIaraHuTE OT HAc JICKapCTBCHUTE
npoxaykts mo OGocobena mosumms Ne 26 ca nojpo6Ho ONHCAHH B TabnuyeH BHJ B
u3roreHoto mo obpazen wa INpunoxenue No 3.1 ."Crierupuxanus no Obocodena mo3umnus
Ne 26", nepaszienna 4acT OT HACTOAMOTO TEXHHIECKO MPEUTOKEHHE.

19. KauecTBO M CPOK HA TOAHOCT
Jlexnapupame, ve MpeUlaraHuTe OT Hac JICKaPCTBCHHU MPOJYKTH:

e Ca PErHCTPHpAHM 3a yrmoTpebGa B CTpaHaTa M MPUTEKABAT Pa3peliHTeNHU 32
ynorpeba, ceriacio 3JIIIXM, npurexkasar cepTH(HKATH, YAOCTOBEPABAIIH
KAUecTBOTO HA MNPOJAYKTHTE, IWNCBAaT OQHIMATHKH ChOOWICHHA HIIH
OrpaHHYHTEHA MEPKH 32 YOTpeOa Ha JIEKapCTBeHHTE MPOTYKTH;

e OTrOBapAT Ha HOPMATHBHO YCTAHOBEHHTC H3HCKBaHHA 3a Ka H
o0
eBpOTEHCKH CTaHapTH. Lo L)
. L/

e OTroBapsAT Ha CHOTBETHUTE JeHCTBAIMTE HOPMaTHBHH
npofax6a - BaJMJAHH Da3pelieHus 3a ynorpeda u ieH

-




CHLOTBETCTBHE ¢ M3ucKBaHUATa Ha Hapenbara 3a ycnosusaTa, mpasuiara u
peia 3a perynupaHe H pPerucTpupaHe Ha [CHMTE HA JIEKAPCTBEHHTE
MPOJYKTH.
Jlekmapupame, 4e TIpH JOCTaBKara Ha JIEKAPCTBCHMTC MPOAYKTH, M€ CC
chobpassisave ¢ m3ucksanusta Ha Hapenba Ne 39 ot 13 cenremspu 2007 r. 3a
IPHHIEIHMTE W M3HCKBaHUATA 3a 100pata JUCTpUOYTOPCKA IIPAKTHKA. :

['apaHTHpaMe AOCTABKH C OCTAaTb4eH CPOK HA FOJHOCT KbM JaTaTa Ha JOCTABKA HE
mo-MarbK ot 60% OT CpoKa Ha FOAHOCT, YKa3aH BBPXY ONAKOBKATa HA CHOTBETHHSA IIPOAYKT.

20. OnmakoBKa 1 MAapKHPOBKa
[IpeyiaranuTe OT HAC MEAMIMHCKH H3JCJHA €A B CHOTBCTCTBHE C M3UCKBAHHUATA HA
BB37I0KHITENIS H TPH IOCTABKATA 1€ OTrOBApAT HAa W3UCKBAHMATA H 11IC Onpar: \\\(\
e OMAKOBAHM B OPHTHHAIHA OTAKOBKA HA NPOM3BOMMTENS, ChC CHOTBETHATA )
MApKHPOBKA 32 NPOM3BOJMTEN H MAapTHIHM HOMEpa, C HaHECCHA “CE"
MapKHpOBKa, HAHECEeH HACHTU(UKAUMOHCH HOMED Ha HOTH(HIUPAHHS OpPIaH,
KOraTo TakbhB Ce W3MUCKBA OT JCHCTBAIOTO 3aKOHOJMATENICTBO, Karo ¢
IocTaBeHa MAPKMPOBKATA III€ € N0CTaBeHa Ha BCEKM KAllOH, ChOTBETHO - Ha
BCAKA OIIAKOBKa.
e OIIAKOBAHM B OPHTMHAJHATA OIAKOBKA HA MPOU3BOAHTENA, ¢ HEHapylieHa
stoceT, 6¢3 1a ca MOKPH.
e ONAKOBAaHM 110 HAYMH, KOMTO TH 3ala3Ba OT BCAKAKBH IOBPE/IH, JUBIDKAIIHU
ce HA aTMOC(EpPHHU YCIOBHUS U TPAHCIOPT.

[lle W3MBLIHAM TpPEMETa HA JOrOBOPA B IBIHO CHOTBETCTBME C M3HUCKBAHMATA Ha
BhasoskiTend, nocouend B Texunuecknte cei(yKaiiy i J0KYMEHTAlUATA 32 y4acTHe.

KBbM HACTOSIIIIOTO TEXHHYECKO MPENJI0KeHHe MpHiarame:
1. Mpunoxenue Ne 3.1. "Crenupuxarms mo O6ocob6ena nozurms Ne 26"

30.11.2015 MO C p
NEYAT
[Xopet Lroep

4ype3 IBITHOMOIIN
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PUJIOKEHHUE Ne 4
Obpasey

a0

“CBAJIO3 - CO®US OBJIACT”
EOQOJL

rp.Codusi, Gya.”Croneron” Ne 67

IIEHOBO NPE/UIOYKEHHE

3a yyacTHe B OTKpUTA IIPOLCAYpa 38 pBaIaraHe Ha OOIIecTBEHa MOPhUKa ¢ HPEIMET:
"locTaBKa Ha JeKAPCTBEHH NPOIYKTH 3a myzkauTe Ha ' Cnenuajinsupana foanuna 3a
AKTHBHO JIe4eHHEe HA OHKOJOrHIHH sa6oassanus — Cogus odaact” EOO/1 no 50
06ocobenn mo3unnu'"’
O6ocobena nosums Ne 26 Potassium chloride 15% 10 ml

..b. Bpayn Memuxan” EOO]I, ¢ EMK 175016820, ¢ peracTpaiys 0T CI'C 232/2006, ¢ nanHu
HA perhcTpauys:IbpiKasa Bearapus, rp. Copus 1528, 6yi. Xpucrodop Koaym6 Ne 64,
Crpana A2, Odwuc 111, ¢ anpec Ha ynpasnerue: rp. Copusa 1528, 6yx. Xpucrodop Komym6
Ne 64, Crpana A2, Oduc 111, Ter. 02/ 807 67 40, daxe: 02/ 974 30 83, enekrpoHHa noma:
desislava.elenkovska@bbraun.com — 3a (akTypH, teodora.rukova@bbraun.com — 3a TPEXHHA

polLiexypH/I0TOBOPH , SaHKOBa CMETKA: BG65SUNCR96601033431108, mpesicTaBisiBato OT
Xoper XaHI 1oep

JlaHHKM [0 JIOKYMEHT 32 camonuuHocT: JLK. Ne 535385697, wu3naneHa Ha
05.09.2007r. B rp. bopuxaiim, ['epmanui, ErH - mamam, JIHYI 1001229432,
HEMCKM rpaklaiuH, poJeH Ha 15.06.1965 r. B rp. bon, I'epmanus

u Mangpen I'perop Mapare,

JIaHH® MO JOKYMEHT 33 CaMOTHIHOCT: aBCTPUHCKH TPaXIaHUH, POACH Ha 01.12.1971 r.B
JTuam, ABCTpHsl, IPUTEKABAIL MACTIOPT No P 7874793, usnanen ua 10.07.2014 r. 1 BanuicH
10 09.07.2024 r. mocaeAHUsT 4pe3 MTHJIHOMOLIHHK

Iersp LiBeTaHoB ACEHOB,

JlagH# 00 ZOKYMEHT 33 CaMOIMIHOCT: ETH 7509206924, nuuna kapra N 645409350,
m3nanena na 02.09.2014 r. oT MBP — Codust

YBAXKAEMA I'OCITOKO VIIPABUTEJL,

Cieq 3ano3HaBase ¢ JIOKyMEHTallUATa 3a YacTHE B OTKpHUTA MPOIIe/lypa 3a Bb3/arane
Ha 0OIIECTBEHA NOpbhYKa ¢ MPeIMET: "locTaBKA HA JEKAPCTBEHH MPOXYKTH 34 HYJKIHTE
pa ""Cnemuaauzupana 00JIHANA 32 AKTHBHO JeuyeHHe HA OHKOJIOTHYHH 3200 I SBaHM —
Co¢usn obaacr" EOO/L no 50 oGocoGenn mozmuum'', cMe CHITIACHY C TOCTABEHY '
yCJIOBHSI W I'M IIpHEMaME 0e3 Bh3paKeHH.

C macTosmoTo BY mpezcTapAiMe Hamiara NeHoBad oepra 1o Oboco
26 Potassium chloride 15% 10 ml npy crIeIHATE YCIOBHS:




FMHMYHATE [EHA Ha Npejjiaranute OT Hac Me/IMIAHCKHA H3/Ie/is MO HacToAllara
obocobena mo3uMimA Ca noapobHO  ONMHCAHH B [IPHJIOIKCHOTO ~HA  XapTHeH W
eIEKTPOHEH/ONTHICH wocuten' Ipuioxenne Ne 4.1, "EMUHAYRH TICHH no O6ocobena
nozamas Ne 26", MpUIoKeHHe KbM HAaCTOSIIOTO HEHOBO npeUIoKeHHe.

[Npeanaranara OT Hac o611 1ieHa B OBIrapeky JieBa 3a H3IbIHCHHE Ha MOpBYKaTa 1Mo
gacTosmaTa 060cofeHa MO3MIA, ChC 3AKPBIICHHE 10 BTOpHS 3HAK CIIE]l JeceThHaTa
3aneras, €:

1368.00 118.../xtna0a mpucma wiecmoecen u ocem/ ns. ¢ JJIC

]_Icﬂa'ra 3a H3NBJIHEHHE HA Jorosopa € OKOHYATEIHA H HE MOJJIeKH Ha YBE:IIF[HCHHG,
KaTo roco4deHara rcHa BKJTIOYBA BCHYKH pBBXOJIH MO W3MBJHCHHC HA MopHUIKaATA.

ChIJIACHU CME IUIallaneTo Ha [eHara 3a U3IbIHEeHHEe HAa JOrosopa e << H3BLPIIBA
IpA YCIIOBHATA HAa J0roBopa 3a BB3JIarale Ha 06HJ,CCTBCH.3. MopbUKa.

BAJKHO!: M3uucaeHHATA HA HEHUTE ¢ HIBHLPUIBAT N0 cAeIHHA HAUHA:

FEHYHA _LeHa 33 (hOTBETH mapka Ges C (maxcHMyM 10 MeTBLPTH IHAK COTHYHATA 3aneran) ce
pobaps cTOilHOCTTA HA JUIC B TAKA MOJYHEHATA CcToiiNocT ce BNMCBA KATO gIHHUYHA HeHa 33 CHOTBETHATA mapka ¢ JULC
qeTHLPTH IMAK €1 i ¢HA 31 CLOTBETHATA MADPKA ¢ C MHOEABA N0

BTODHA 3HAK cael ﬂgce'rll‘l HATA JANCTAA.
Tazu 3aKpPLIJAEHA 10 BTOpHA 3HAK CTOMHOCT C& BNHCBA W B TeKCTOBATA WACT HA HEHOBOTO npeaioRe e,

YYacTHHKLT 11E (b€ eIHHCTBEHO OTTOBROPEH 34 BCAKAKBH MPELIKH HITH NPOITyCKH B HIMHCIABAHETO HA upennaranwre HEHH

HEC'I;!!TBETCTBII;!O Ng'ggg “Et!gﬂﬂllieﬂ HTE Q!HHH&I!“ gl!llll H NOCOMEHHTE gﬁgu c;nﬁuog‘m, KAKTO i I!E't'l:GTBE'l'C'!BIICTD
MERLY nocg-mmi!g C gﬁin“ H g'll'llltﬂllll'l.':( IYMH gguu, ¢a OCHOBAHHA 324 OTET]E“HBQHC HA yHacTH HEA.
Y‘laETH“K‘ npeacTaBua o acn oEeHMe 33 eIHHHYHT HenH, 3AKPLIAeHEH 0 M WM cagaBa IHAK I CCETHYMHATA

YACTHUK, NPEICTaBua O TA € NpeAiosenue obu eli, IAKPLIJICHA 10 eTH _HiAH _C B JHAK CAC CCeTHUHATA
ANCTAR, C¢ OTCTPAHARA O HACTHE.

VuacTHHRLT, nperIoEnI ﬂﬁ!gﬂ ICHH, KOWTO €€ PANIMHABAT OT_PEIVATATA, noJivieH BCJAEICTBHE rﬂ[.:tl‘l{)tﬂ‘l!lﬂi'l'e wiuncaenua Ha
KOAHYCCTBA H CAHHHYHE NeHu, MOKe A !!h 1€ OTCTPANENR OT YHACTHE,

JABEJIEAKA: Llenute HA NpPeAnaraiiwre AeKAPCTREHN NPOJAVKTH, BEAWYENH B [Mo3uTyBHES JCKADPCTBeH CHHChLE Wi
HANHOHAJCH CHBET NO UeHH | umb HpaAHE M M3, AKTYAJEH KbM AATATA HA OTBApANE HA O HTe HA VUACTHHUHTE, caensa
aa ea chobpazen ¢ AbKABHATA pErYJAMpAHA HEHd ChIAACHO . 258, an. 1 BbE BphIKA C qu.261a_or 3JIMXM /xa ue @
HAABHINABAT/.

K1L.M HACTOSIIIOTO MEHOBO NPELIoKenHe MpHIarame:
1. Ipunoxenme Ne 4.1. ... "EWHWYHA TCHW HA JIEKAPCTBEHH MPOAYKTH 11O
O6ocobena nozummsi Ne 26" — Ha XapTHEH H eNIeKTPOHEH/OTITHYEH HOCHTEIT.

30.11.2015 noAnuc
[IEYAT "
[Xoper I{roep 1 Ma ;

qpe3 I'bJIHOMOIIHHK

4 yyactamkbT npunara CD WIK APYT NOAXOALL ENCKTPOHCH HOCHTEIL
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MIPUJIOKEHUE Ne 3 ==
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«CBAJIO3 - CO®HUA OBJIACT”
EOOJ

rp.Codusi, 6y.. ”Croneros” Ne 67

TEXHUYECKO IIPEUIOYKEHUE

3a yuacTHe B OTKPUTA IPOLE/Iypa 33 Bh3Jiarate Ha 00IecTBEHA MOPHUKA C MPEIMET!
"locTaBKa Ha JEKAPCTBEHH NPO/IYKTH 32 HY/KIUTE Ha "Cnenpaju3upana 6oJHuna 3a
AKTHBHO Jedenne Ha OHKoJoruynn 3a6osizanus — Copus obaact” EOO/ mo 50
oGocobenn mozmmun""
Q6ocobena mozmumst Ne 47

,.b. Bpayn Memuxan” EOOJL, ¢ EUK 175016820, ¢ peructpauus ot CI'C 232/2006, ¢ nanH#A
HA perucTpaums:IbpKasa beirapus, rp. Codus 1528, Gyn. Xpucrodop Komym6 Ne 64,
Crpaga A2, Oduc 111, ¢ ajpec Ha yIPaBICHHC: TP. Codus 1528, 6yn. Xpucrodop Konymo
Ne 64, Crpaxa A2, Oduc 111, Ten. 02/ 807 67 40, pakc: 02/ 974 30 83, enexTpOoHHA [MOINA:
desislava.elenkovska@bbraun.com — 3a GaxTyps, teodora.rukova@bbraun.com — 3a TPHIKHA

npoLeypy/I0roBopy , 6aHKOBA CMETKA: BG65UNCR96601033431108, npeAcTaB/isBano OT
Xoper Xaiinn Hloep

Jlangy 10 JIOKYMEHT 3a CaMOJM4HOCT: JLK. Ne 535385697, wusnaaeHa Ha
05.09.2007r. B rp. bopuxaiim, ['epmanus, EI'H - namawm, JIHY 1001229432,
HEMCKH Ipak/laHuH, POJICH Ha 15.06.1965 r. B rp. boH, I'epmanus

u Mandpen I'perop Mapue,

JlaHHM 10 TOKYMEHT 3@ CaMOJIHYHOCT: ABCTPUICKH MPAXIaHiH, POJICH HA 01121971 x.%
JInun, ABcTpusi, TpHTEKaBall MaclopT Ne P 7874793, uznazen na 10.07.2014 r. u Banujen
710 09.07.2024 r. mocaeHUAT Ype3 MbIHOMOIIHUK

JlaHHH MO JOKYMEHT 33 CaMOJIMYHOCT: ErH 7509206924, nauna kapta Ne 645409350,
w3nanena na 02.09.2014 r. or MBP — Codust

Mernp lBeranos AceHos, @ \

VBAJKAEMA I'OCIIOKO YIIPABUTEJL,

Ciiet 3amo3HaBaHe ¢ JOKyMEHTALUsTa 32 y4acTie B OTKPHTA MPOLEAYpa 38 Bh3/Iarate
Ha 00IIeCTBeHa nophyka ¢ npeamer: '"JlocTaBka HA JIEKAPCTBEHH NPOAYKTH 32 HYKAHTE
pa "Crenuaansnpana GOMHHNA 32 AKTHBHO JieHeHHEe HA OHKOJOTHIHH zabonaBaHUS —
Codus o6mact”" EOOJI no 50 ofocobenn mosumun'", cMe CHITIACHH ¢ TocTaBeHuTe 0T Bac
YCIOBHA U ' IIpreMame 0e3 BB3paKeHHUS. 45+ 0003

C macTosmoTo Bu mpejicTaBsgMe HAIIETO TPE/UIOIKEHAC 38 H3INBIHCHHAC HHY
o OBocobena nozmmusi No_ 47 Aminoacids 5% 500 ml, danka npH cieHUTE " .




21. Cpoxose no o0mecTBEHATA NOPBYKA!

21.1. Cpox 3a W3MBIHCHHE Ha MOpPHYKATA— 12 (;BanajeceT) Meceila, CYMTAHO OT ’;/
JaTaTa Ha CKIIOYBAHE HA JOTOBOPA MM M3THUAHE/MPEKPATABAHE HA MPCAXOLHO CHIHOHCHHA
JIOTOBOP CHC CHIHS TIPEIMET, KOETO OT ChOMTHATA HACTBHIIN [10-KBCHO. ?

21.2. CpIylacHH cMe /[Ja J0CTaBiMe JIeKapCTBEHHTE TMPOJAYKTH, TPEAMET Ha
MO3UIMUTE, 3a KOUTO ydacTBame, B CPOK JI0:

48 (ueTHpUJIECET W OceM) Haca/ He nogeye om 48 waca/ ciejl nojiy4asane Ha MHCMEHA
3asiBKa, BKTIOYHTENIHO H3IpaTeHa no (akc, eJl. Mola Wik JIPYT, H3PUIHO 0rOBOPEH C aHCKe
KBbM AOTOBOPA HAYMH MEXJY CTPAHUTE - 32 PEryJIsipHH 3diBKH. [Ipu xemanue oT CTpaHa
Ha BH3MOKATENsS PErY/IAPHATE TOCTABKH LIC H3BBPIIBAME 10 YTOBOPEH rpaduk.

2 ( nsa) waca /we noeeue om 2 uaca/ cnel mollyyaBaHEe Ha 3aiBKa OT
BB3JOKUTEJIS, otnipaBeHa BKITIOYATEIHO [10 daxc, en. molma HIH JApYT, H3PHIHO
JIOTOBOPEH € AHEKC KbM JIOr0BOPAa Ha4YMH MEHK/IY CTPAHWTE, a IpH HEeOoOX0MUMOCT - U 10
TenedoH— 3a CIEIIHH 3a1BKH . f '

JlocTaBKATE IO OMpEIENeHOTO OT B3NOXKHUTEIA (PaHKO MACTO 32 AOCTABKA, IIE U /
uspspuiBame B paborau auu, o1 08.00 xo 16.00 vaca. B cayuait ye CpOKBT 3a J0CTaBKa
W3THYa B HepabOTeH JeH, J0CTAaBKATa Cle/Ba Ja Ce M3MBJIHH HaH-KbCHO B IHPBUA
paboTeH JcH, CIeABANI JeHs, B KOHTO M3THIAT CPOKOBETC.

[Ipu M3pHUYHO yKa3aHHWE OT CTPaHa Ha BB3JIOWHTENS e T0CTaBAM 3aABEHUTE Ipu
CIIEIIHM 3asBKH KOJMYECTBA U3BBH YKA3aHWs MO-rope 4acoBH JMAMa3OH.

CHIACHHA CMe 114 JIOCTABIME JIEKapCTBEHHTE MPOYKTH, IIPeIMeT Ha MO3HIHATA/HTE,
3a KOMTO ydacTBaMme, ChOOPA3sHO NPEABAPUTENIHO YrOBOPeH rpapuk, MPH KEJIaHWE OT
crpana Ha Bn3noxured.

22. MscTo Ha H3ITbJIHeHHe!
(MparKo MHCTOTO HA JOCTaBKa MO HACTOAILATA IOPHYKA, B HacTTa i1 /oBGocobeHuTe

[O3MIUK/, 3a KOATO ydacTBame, mie 6n/1e: " Crenuanusupana OOJIHUIIA 34 AKTUBHO JICYEHHE HA
onKonoruuny 3abonspanus — Copus oonact” EOOJL, rp.Codua 1123, oyn. ,,Croneros™ Ne
67, Antexa

23. TexHM4ecKHTe XapaKTEPHCTHKH Ha Npe/UlaraHuTe OT HAC JICKAPCTBCHHTE
npoayktd nmo OOocobeHa MO3HIUA Ne 47 ca noapo6uo omucaHd B Ta0iuyeH BHI B
W3roTBEHOTO o oGpasen Ha [lpunokenne Ne 3.1.."Crierudukanus 1no Obocobena mo3HIHs
No 47", HepasjiellHa 4acT OT HACTOSIIOTO TEXHHIECKO NPEUIOKCHHE.

24. KauecTBo M CPOK HA FOXHOCT % i

Jlexmapupame, e Tpe/yiaraHuTe OT Hac JIEKAapCTBCHU MPOIYKTH:

e ca perHcTpupanm 3a ymotpcOa B CTpaHaTa H MPHTEXKABAT PaspelIMTC/IHH 33
ynotpeba, ceraacio 3JIIIXM, nputexasar cepruduKary, yJOCTOBEPABAIIN
KA4eCcTBOTO HA MPOAYKTHTE, JHMICBAT O(HIHATHH ChOOIICHAA WM
OrpaHAYHMTE/THA MEPKH 3a YIIOTpeOa Ha JISKApCTBEHATE TIPO/IYKTH;

e OTroBapAT Ha HOPMATHBHO YCTAHOBEHWTE M3MCKBAHWS 33 KaiCCTBA
€BPONCHCKH CTaHIapTH.

e OTroOBapsaT Ha CHOTBETHHTE JAcHCTBAaMTE HOPMATHBHA M3}
npoxaxba - BaMMIHM pa3pemenus 3a ynorpeba u HeHa,

s




CBLOTBETCTBHE ¢ M3McKBaHusaTa HA Hapenbara 3a ycioBusTa, mpaBHiiaTa v
pena 3a peryimpaHe M PETHCTpHpaHE Ha IEHUTe HAa JIeKapCTBEHUTE

IPOYKTH. 4?/
JleknapupaMe, ue TpPH JIOCTABKaTa Ha JICKAPCTBEHHTE NPOAYKTH, WIC CC

cho0paszasame ¢ u3uckpanusTa Ha Hapenba Ne 39 or 13 centemBpH 2007 r. 3a
[PHHIMIATE B H3HCKBaHHATA 3a Aobpara AMCTPHOYTOPCKA NPAKTHKA.

['apanTHpaMe JOCTABKH C OCTAThUEH CPOK HA FOAHOCT KBM JlaTara Ha JOCTaBKa HE
no-Manek oT 60% OT cpoka Ha rOJHOCT, yKa3aH BbpXY OllaKOBKaTa Ha CbOTBCTHHA IIPOJYKT.

25. OnakoBKka H MAPDKHPOBKa
IMpenaranuTe OT HAC MEJMUMHCKH M3/IEAA Ca B CHOTBETCTBHE C M3MCKBAHUMATA HA
BB3JI0KHTE/IA M [IPH JIOCTABKATA LI¢ OTrOBApAT HA H3HCKBAHUSATA | Lie Opjar:
e ONAaKOBaHH B OPHIHHAJHA ONAKOBKA HA MPOH3BOAMTENS, CHC CHOTBETHATA
MAapKHpPOBKa 3a [POW3BOJMTE] M MAPTHAHA HOMEpa, C HAHECCHA "CE"

MapKHPOBKa, HaHeceH MICHTH(OHKAIMOHEH HOMED HA HOTH(HIMPaHUA OpraH, ( f\\
KOraro TAaKbB €€ M3HCKBA OT [EHCTBAIIOTO 3aKOHOZATEICTBO, KaTo C \ 2
nocraBeHa MapKupoBKara e € mocrascHa Ha BCCKH KalllOH, CBOTBETHO - Ha h
BCSIKA OIaKOBKA.

e ONAaKoOBaHH B OPHIMHAJHATA ONAKOBKA HA MPOH3BOJAUTENSA, C HEHApYIICHA
1sJ10CT, O€3 1a ca MOKpH.

® ONAKOBAHH IO HAUYMH, KOWTO TH 3aMa3Ba OT BCSAKAKBU MOBPENH, JThIDKAIIH
ce Ha arMoc(epHH yCIOBHS B TPAHCIIOPT.

[Ile M3OBIHMM IPEAMETa HA NOTOBOPA B IBIHO CHOTBETCTBHE C M3MCKBAaHMATA HA
Bb3mokuTens, nocodenu B Texauueckure criequ(pukanuy 1 JOKyMCHTAIIUATA 3a yYacThe.

KBM HACTOSIINOTO TEXHHYECKO NPe/I0oKeHHe npuiarame:
. Tpumoskenue Ne 3.1, "Crenmdukanus no O6ocobena nosurws Ne 47"

30.11.2015 MNOAINUC
I[NEYAT
[Xoper Ioep u M

upes MBJIHOMOIIHUE
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[NPUIOKEHUE No 4
Obpasey

a0

“CBAJIO3 - CO®UsSl OBJIACT”
EOO/

rp.Codusi, 6y1.” Crosieros” Ne 67

[HEHOBO NPEAJIO’KEHUE

33 ydqacTHe B OTKPUTA MPOIe/ypa 3a Bh3JlaraHe Ha ob1ecTBeHa MOphYKa € MPEAMET:
"JlocTaBKA HA JEKAPCTREHH MPOXYKTH 32 HYKIHTE HA "CuenHajH3Hpana do/HHIA 32
AKTHBHO Jievenue na onKkonormanu 3adoassanus — Codus o6aact" EOO/ no 50
o6ocobenn mozmumun'’

O6ocobena nosumus Ne 47 Aminoacids 5% 500 ml, 6anka

.b. Bpayn Menukar” EOO/I, ¢ EUK 175016820, ¢ peructparus 0T CI'C 232/2006, ¢ nanHu
HA permcTpanusiIbpikasa boirapus, rp. Codus 1528, 6yn. Xpucrodop Komym6 Ne 64,
Crpana A2, Oduc 111, ¢ axpec Ha ynpasieHHE: TD. Cobus 1528, 6yn. Xpucropop Konym6
Ne 64, Crpana A2, Oduc 111, Tex. 02/ 807 67 40, daxc: 02/ 974 30 83, enekrporHa moma:
desislava.elenkovska@bbraun.com — 3a daxTyp, teodora.rukova@bbraun.com — 3a TPEKHH

npoteypH/I0ToBopH , DaHKOBA CMETKA: BG65UNCR96601033431108, npeacTaBisBaHoO OT
Xoper Xaiinu Hlioep

Jlanud 1O JIOKYMEHT 3@ CaMOJIMYHOCT: JL.K. Ne 535385697, wuznamgeHa Ha
05.09.2007r. B rp. Bopuxaim, I'epmanni, ErH - usmam, JIHU 1001229432,
HeMCKy rpaxiaHuH, poieH Ha 15.06.1965 r. B Tp. Bon, ['epmanus

u Mandpen ['perop Mapue,

Jlauuu Mo JIOKyMEHT 3@ CaMOJIM4HOCT: ABCTPHUIICKH TpakKJaHuH, PO/ICH Ha 01.12.1971 r.B
JIuw, ABcTpus, npuTexasan macrnoprt Ne P 7874793, uznaaen na 10.07.2014 1. u BanujicH
710 09.07.2024 r. nOCAEAHAAT YPE3 MIBIHOMOIIHAK

Iersp liBeranos AceHoB,

JlaHHM 110 TOKYMEHT 32 CaMOJIHIHOCT: EIrH 7509206924, muuana kapra Ne 645409350,
usnanena na 02.09.2014 r. or MBP — Codus

YBAKAEMA IOCIIOKO YIIPABUTE/I,

Ci1ej| 3an03HABAHE C IOKYMEHTALHSATA 32 Y4acTHe B OTKPHTA MPOLE/Iypa 33 Bh3/Iarate
Ha oBIIecTBEHA TOpBUKa ¢ npeaveT: "Jl0CcTABKA Ha JIeKAPCTBEHH IPOIYKTH 33 HyAAuTe
na " Crenuaan3upana GoJIHANA 33 AKTHBHO JIeUCHHE HA OHKOJOrHIHU JEDG-FBRRIY
Codus o6aact" EOOJL no 50 oGocobernn nmo3umun'', CMe CHITIACHH C TIOFEIBEHHUTE OT
YCJIOBHA M TH IpHeMame 0e3 BB3PAKEHHSL.

C mactositioro By mpejcTaBaMe Hamara leHosa odepra no 06od
47 Aminoacids 5% 500 ml, 6anka npu ciIeIHUTE yCTOBHS:




EQpHHYHMTE OEHH HA NPEATAraHWTe OT HAC MCAMIMHCKM W3/ICITHA [0 HACTOMLIATa
oBocoBeHa no3umpAA ca NofpoOHO  OMACAHH B MPUIIOKEHOTO HA XapTHEH H
eNeKTPOHEH/ONTHYECH pocuten” Ilpmnoxenne Ne 4.1, "EQuHUYHH [CHU 110 O6ocobena
o3umys Ne 47", IpH/IOKEHHE KbM HACTOALIOTO LICHOBO MPC/UTOKEHHC.

[pejuiaranara OT Hac 00Ia NEHA B GBIIrapcKH JieBa 3a H3IBIHCHHE Ha [OpPBHKaTa 1o
gacrofImara o6ocobeHa MO3UIHAA, ChC 3aKPbIVICHHE /10 BTOPHSH JHAK CJEeJ[ JieceTHYHaTa
3amerad, e:

396,00 j1B../mpucma deeemoecem u wiecm/ 1s. ¢ JUIC

[[enara 3a M3NBJIHEHUE HA JOrOBOpa € OKOHYATEJIHA H HE IMOUIeKH HA YBeIMYCHHE,
KaTo MOCOYEHATa [[eHAa BKIIOYBA BCHUKH PA3X0H 110 M3IIBJIHCHHE Ha MopbUKaTa.

ChracHy CMe IUIAMAHETO HA IEeHAaTa 33 M3I'bJIHEHHe Ha J0roBopa HI¢ CC H3BbpIIBA
IpH YCIOBHSTA HA JOTOBOPA 32 Bh3/IaraHe Ha obuiecTBEHA MOPHYKA.

MAKCHMYM 10 1€THE W3 JIE, ECeTHHHA saneran). EAnnnunaTa nena 3a chOTBETHAT M PEA

NPOTHO3HOTO KOJNHUCCTEO 34 NOIANHATA, ONPeIeTeH0 B TEXHHHECKATA cnenndnranns. Taka noaydenars cTOHOCT CE 3aKpbiaa 10
BTOPHS IHAK CHeA AeCeTHIH neran.

Tain 1akpnijaena 10 BTOPHEA 3iAK cTOfiHOCT Ce BOMCEBA B B TEKCTOBATA YACT HA HEHOBOTO npemoKeH e,

VyacTHUKDBT e OB1¢ eAHHCTBEHO OTIOBOPEH 33 BCAKAKAEH IPEIIKH HIH NPONYCKH B M3MHCIARAHETO HA NPEANaraHuTe HEHH

HechoTBETCTBHETO MEAIY NPEANOKEHATE SLUHNTHN LEHN #_nocodennte 06IH CTOHHOCTH, KAKTO W HECHOTBETCTBHETD
MEsRAY M0¢ouenuTe ¢ wndpu u HINHCARNTC ¢ AYMI HEHH, ¢ OCHOBAHMA 38 OTCTPANABANE HA VHACTHHEA,
¥YHacTunK, Npeicrasns o 4 ¢ MpELIOAEHHE 32 SLNHNTHN HeHH, JARPhIIEHH 10 He¢TH WIH CAEIBAIL FHAK CJEN IeCeTHIHATA
aneTaAs, C& OTCTPAHABA 0T yHacTHe.
YyacTnne, npeacrasua ode ¢_npeLioKenue Guin enH, 3KPLIJCHH 10 TPETH HJH Ce1BalL IWAK CAC1 AECETHIRATA
1aneTa, ¢¢ OTCTPAHNBA OT YHACTHE.
YUaCTHHKET, NPeIo®kn ofum nenn, KouTo ce BAT OT JTATA, MOAVHEH BCICACTEHE TOPCNOCOMEHHTE HIMHCTEHNA HA

KoY BA M ¢AHHHYHH i, MO#E 14 Objle OTCTPAHEH OT YMACTHE,

ZABEJEKKA:

Haunona
2 cLoGpa3eHH ¢ AbPAABHATA PETYIHPAHA UEHA CHIJACHO 4J. 258, an. | BLB B
HAABHIIABAT/.

k3 ¢ wi26la ot 3JIMIXM /oa me n

KbM HACTOSIIIOTO HEHOBO NPELI0KEHIE NpAIarame:
1. TMpunoxenme Ne 4.1. ... "EnuHuunn ueHH Ha JIeKapCTBCHH MPOAYKTH [0
O60cobena nosurus Ne 47" — Ha XapTHEH H €IEKTPOHEH/ONTHYEH HOCHTEIL

30.11.2015 MoANnucC
[EYAT [
[Xoper [roep u aﬁ(ia

gpes TBIHOMOIIHHK [

5 VyacTHUKbT npuara CD wik ApYr NOAXOALL CAEKTPOHEH HOCHTE].
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PIJIOKEHUE Ne 3 /

Ob6paszey F%

710 =g
«“CBAJIO3 - CO®HUS OBJACT”
EOOJ
rp.Codus, 6y ”Croneron” Ne 67

TEXHUYECKO NPE/UIOKEHUE

3a yuacTHe B OTKPHTA MPOIE/lypa 32 Bh3/Iarane Ha o6IIecTBEHA MOPBUKa C IpeJMeT:
" JocTABKA HA J€KAPCTBEHH MPOIYKTH 32 HYKIHTE HA "Coenuajanzupana 60aHUIA 32
AKCTHBHO JTedeHne Ha onkoxornanu sadosssanus — Codus obaact"” EQOO/I no 50
06ocobenn mo3uuun'"

06ocobena nozummst Ne 50

_B. Bpays Meauxan” EOOJL ¢ EUK 175016820, ¢ perucrpamus ot CI'C 232/2006, ¢ naHHH
Ha perucrpauus:abpikasa bbirapus, rp. Codust 1528, Gyn. Xpucrodop Konym6 Ne 64,
Crpana A2, Oduc 111, ¢ anpec na yrnpasieHHe: Ip. Codust 1528, 6yu. Xpucrodop Konym6
Ne 64, Crpana A2, Oduc 1 11, Ten. 02/ 807 67 40, (axc: 02/ 974 30 83, enekTpoHHa noua:
desislava.elenkovska@bbraun.com — 3a dakrypH, teodora.rukova@bbraun.com — 3a TPBAKHH

IIpoIeTypH/I0roBopH , OaHkoBa CMETKA: BG65UNCR96601033431108, npeacrapisBaio OT
Xoper Xaiiun [oep

Jlanen 1O JIOKYMEHT 3a CaMOIHYHOCT: JLK. Ne 535385697, w3nazicHa Ha
05.09.2007r. B rp. Bopuxaiim, I'epmanud, EI'H - msmam, JIHA 1001229432,
HEeMCKH IpaXdJIaHuH, POJICH Ha 15.06.1965 r. B rp. boH, I'epmanus

1 Maun¢pen I'perop MapJie,

JIaHHE [0 TOKYMEHT 3a CaMOJIMYHOCT: ABCTPUIMCKH TP@KIaHUH, POJICH HA 01.12.1971 r. B
JIuH, ABCTpHs, IPUTEKaABALL MacloptT No P 7874793, n3nazen ua 10.07.2014 1. u BanuzcH
110 09.07.2024 1. mOCHEAHMSAT Ype3 MbIHOMOIHHUK

[ersp LiBeTanos Acenos,

JlaHHH 10 JOKYMEHT 3a CAMONHIHOCT! ErH 7509206924, nuyna kapra Ne 645409350,

w3nanena va 02.09.2014 r. or MBP — Codus '\B\Q .

VBAJKAEMA IOCIIOKO YIIPABUTEJI,

Ctel 3amo3HaBane ¢ JOKYMEHTALMATA 32 y4acTHe B OTKpHTA IPOLEypa 3a Bh3/IaraHe
Ha obiecTBena mopbuKa ¢ mpejmer: "JlocTaBKa Ha JIEKapCTBEHH NPOAYKTH 32 HYKAHTE
pa "Crenuajn3upana 60JIHHLA 324 AKTHBHO JICICHHC HA ONKOJIOTHYHH 3200 I9BAHUN —
Codus o6aact" EOOJ no 50 o6ocoBenn mosumuu", CMe ChITIACHH ¢ NocTaBeHuTe oT Bac
yCJIOBHA U TH NpHeMame 0e3 Bh3pakKeHHS.

C macTOSIIOTO BH mpe/icTaBsiMe HAMICTO NPEAIOKEHHE 3a H3ITBIHEHUE Ha nopbsyKara
10 O6ocobena no3uumust Ne 50 Aqua ad injectabilia 10 ml npu ClIC/THATE YEATHHS




31.  Cpoxose 10 00MECTBEHATA MOPHUKA:

31.1. Cpox 3a M3N'BIHCHHE HA noppukara— 12 (npanazieceT) Mecena, CUUTaHO oT %

naraTa Ha CKJII0YBAHEe Ha JIOTOBOPA WK W3THYaHe/IpeKpaTsaBaHe Ha MPe/IXOIHO CKJIFOYCHHA
JIOTOBOP ChC CHIIHS MPEIMET, KOCTO OT cBLOUTHSTA HACTHIIN NO-KBCHO.

31.2. CeprjlacHH cMme Ja JIOCTaBiIME NEKAPCTBCHHUTE MPOJAYKTH, MPEIMET Ha
[IO3UITMATE, 32 KOUTO ydacTBame, B CPOK 110

48 (YeTHpHIECET H ocem) yaca/ He nogeye om 48 yaca/ cnen 1mojydaBane Ha NMHCMCHA
9asBKa, BKTIOYMUTE/IHO H3IIPATCHA 110 dpaxc, ei1. Mo WM APYT, H3PUIHO JIOrOBOPEH € AHEKC
KbM JOTOBOPA HAYMH MEXY CTPAHATE - 34 pEryIsipHH 3asBKH. [Ipu >xenanue OT CTpaHa
Ha BB30KUTEs peryispHuTe J0CTaBKH LIC M3BBPLIBAME 110 YTOBOPEH IpapuK.

2 ( nmBa) 4waca /He noeede om 2 wyaca/ cnel TMoiydaBaHe Ha 3aiBKa 01\

BB3JIOKHUTEJS, otnpaseHa BKIIOYHTEIHO 1O daxc, . moma HiH JApYT, W3pUIHO
JOrOBOPEH ¢ AHEKC KBbM JIOroBOpa HATHH MEMKILY cTpaHuTe, a IpH HEoOXoAUMOCT - H TI0
renedOoH— 3a CICIIHH 3aIBKHU

JIOCTaBKHTE 0 ONMPEAEISHOTO OT BB3JIOKUTCIA dhpaHKO MACTO 3a JOCTaBKa, WIC
W3BbpIIBAME B pabOTHH JIHH, OT 08.00 1o 16.00 1aca. B ciyuail e CpOKBT 3a A0CTaBKa
usTHua B HepaGoTeH JeH, NOCTABKaTa Cieasa Ja ce U3II'BJIHE Hal-KbCHO B MBPBHA
pabGoTeH fieH, cae/Banl JIeHs, B KOWTO M3THYAT CPOKOBCTC.

[Tpu u3puyHO yKa3aHHe OT CTpaHa Ha BB3IOKHTEIS 1€ JOCTABUM 3asBCHUTC IPH
CITEIIHM 3asBKY KOJIMUYECTBA H3BBH YKasaHus [M0-rope 9acobt JAHANa3oH.

CBIJIaCHH CME /1A O0CTaBSMe JIeKapCTBEHUTE POXYKTH, IPEAMET Ha TIO3ULHSTA/UTE,
3a KOWTO ydacrTBame, choOpa3HO MPEeiABAPATEIHO yrosopeH rpaduk, mnpu KeraHue OT
cTpaHa Ha BB3I0KATENA.

32, MsieTo HA H3NLJIHEHHE:
(dpanko MACTOTO HA JI0CTaBKa [10 HacToAllara noppIKe, B 9acTTa i /o6ocobeHuTe

MO3UIAN/, 32 KOATO y4acTBaMe, 11C opae:‘Crnenuanusupana GOIHIIA 33 AKTHBHO JIEUCHHNE Ha
ouxonornunu 3abosspanun — Copus o6nact” EOOJI, rp.Codux 1123, by .Croneros” No
67, AnTeka

33.  TexumuecKHTe XapaKTePHCTHKH Ha Ipe/ularaiute ot HAC JIEKAPCTBEHHTE
npoayktd 1o OBocobeHa MO3MIHA Ne 50 ca moapobGHO omuMcaHd B TabnmMueH BHA B
MrOTBeHOTO TIo oOpasen Ha [Tprioxenue No 3.1.."Cnerpduxamus o OGocobena mosuIusa

No 50", Hepas/le/lHa 4acT OT HACTOAOTO TEXHHICCKO rpeoKeHHUe. ‘b‘-\

34, Ka4ecTBO H CPOK HA TOAHOCT
Jlekmaprpame, 4e Ipe/UtaraHnTe oT Hac JIeKapCTBEHH MPOYKTH:
e Ca perucTpupaHy 3a ymorpeGa B CTpanata v NpUTEKaBar paspenIuTeNHn 32
ynorpeba, ChrilacHo 3JIITXM, npuTexasar cepTudUKATH, y/IO0CTOBEPABAILH
KadecTBOTO HA TPOAYKTHTE, JIMIICBAT opuruaEE  choOmEeHNs WK
orpaHMYHTeNTHA MEPKH 3a yrotpeda Ha IEKapCTBEHHTE POAYKTH; .
eBpOIEHCKH CTaH/lapTH.
e OTroBapsAT HA CHOTBCTHHTC NeficTBAIMTE HOPMATHBHM M3NCKBaHHA 34

npojaxba - BaTHIHH Pa3speHiCHW 34 Tpeba_u neHa, (boﬁuupana B
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=
\-\

e OTrOBAapAT HAa HOPMATHBHO YCTAaHOBCHHTC H3MCKBAHMA 3a %cjps&—hg

et |



CHOTBETCTBHE ¢ M3HcKBaHusTa Ha HapesnOara 3a yClOBUsTA, Npasuiara S .
pena 3a peryimpaHe 4 pETHCTpHpaHc Ha [[eHUTEe Ha ICKAPCTBEHHUTE é'a)
NpOIyKTH.

Jleknapupame, 4¢ TpH JOCTaBKara HA JICKApCTBEHHMIC NpPOAYKTH, e ce

cpoOpa3sBaMe ¢ M3HCKBAHWATA HA Hapen6a Ne 39 or 13 cenTeMBpH 2007 r. 3a

TPUHIUITATE U U3UCKBAHAATA 32 nobpara aucTpHOYTOPCKA MPAKTHKA.

[apaHTHpame JOCTABKH ¢ OCTaTHUCH CPOK HA FOAHOCT KbM JlaTara Ha JIOCTaBKa HE
Ho-ManbK oT 60% 0T CpoKa Ha TOTHOCT, yKa3aH BbpXy OnaKoBKaTa Ha CHOTBETHHSI IPOIYKT.

35. OnaKoBKA U MADKHPOBKA
[IpenaranuTe OT HAC MEIMIMHCKH H3JICius Ca B CBOTBETCTBHE C M3HCKBAHMATA HA
BBATOKHMTENS U TIPY JOCTAaBKATA IIle OTIOBAPST HA M3UCKBAHUATA H [IE Obaar:

e OMAKOBAHH B OPMIHHAJIHA ONAKOBKA HA NMPOM3BOAUTENHA, CBC CHOTBETHATA
MapKMpOBKa 3a IPOM3BOJMTE] H NApTHIHH nomepa, ¢ Hanecena "CE"
MapKHpOBKa, HAHECEH preHTH(HKANHOHEH HOMED Ha HOTH(DHIIMpaHHs Opram,
Korato TAKbB CE HM3HCKBA OT JeHCTBAIOTO 3aKOHOAATENCTBO, KATO C
[I0CTaBEeHa MApKMPOBKATA IIE € NMOCTaBeHa Ha BCCKH KAIOH, CHOTBETHO - HA
BCSIKA OIIAKOBKA.

e ONMAKOBAHW B OPUIMHAIHATA ONAKOBKA HA MPOM3BOAMTEINA, C HeHapylueHa
nanoct, 6e3 j1a ca MOKpH.

e ONAKOBAHW MO HAYMH, KOMTO IH 3aa3Ba OT BCAKAKBH MOBPEIH, NhIDKAMLH
ce Ha arMoc(epHH yCJIOBHS B Tpancnopt.

[lle W3NBLIHMM [PEAMETA Ha [0roBopa B I'HJIHO CHOTBETICTBHE C M3MCKBAaHHWsATA Ha
Bh3Ji0KATeA, Tocouenn B TeXHAYECKUTe CrelH(pHKALIMY A JIOKYMCHTAIHATA 3a yJacTHe.

KbM HACTOSNIOTO TEXHHUECKO MpPe/UIoiKeHne NpHIarame:
1. Mpuoxkerne Ne 3.1, "Crenndukarus no O60ocobena nosurus: Ne 50" c\’\
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MMPUJIOXXEHHUE Ne 4
Obpasey

10

“CBAJIO3 - CO®Usl OBJIACT”
EOO/

rp.Codus, 6y1.”Croxeros” Ne 67

IIEHOBO MPENJIOZKEHHUE

3a yqacTHe B OTKPHTA NPOLE/ypa 3a Bh3/arane Ha 0OIIECTBEHA OPhUKa C PE/MET:
" JocTaBKa HA JeKAPCTBEHH MPOAYKTH 32 HykauTe Ha "' Crieunajn3upana GotHMNA 32
AKTHBHO JedeHHe Ha onKkogornann 3adoassanus — Copus obmacr' EOOJ mo 50
obocodenu no3unun'"
06ocobena mosumus Ne 50 Aqua ad injectabilia 10 ml
,.5. Bpayn Meauxan” EOO/L, ¢ EUK 175016820, ¢ peructparus or CI'C 232/2006, ¢ naHHHM

Ha perucrpauusi:ibpiasa boirapus, rp. Codua 1528, 6yn. Xpucropop Komymb No 64,
Crpana A2, Oduc 111, ¢ agpec na ynpasaenne: rp. Codus 1528, 6yn. Xpucrodop Koinym6
Ne 64, Crpama A2, Oduc 111, Ten. 02/ 807 67 40, daxc: 02/ 974 30 83, enexTpoHHA [OLIA:
desislava.elenkovska@bbraun.com — 3a paxrypn, teodora.rukova@bbraun.com — 3a TPHKHH

IPOLIEYPH/I0rOBOPH , DaHKOBa CMETKa: BG65UNCR96601033431108, npejicraBisgBaHo OT
Xoper Xaiian Iloep

JlaueM 1O JOKYMEHT 3a CaMONTAYHOCT: JL.K. Ne 535385697, wu3naaeHa Ha
05.09.2007r. B rp. Bopuxaiim, I'epmanus, ET'H - HaAmawm, JIHU 1001229432,
HeMCKH TpaXkJaHuH, pojieH Ha 15.06.1965 r. B rp. bos, [epmanus

u Mandpen I'perop Mapue,

JIaEHH 10 IOKYMEHT 33 CAMOJIMYHOCT: aBCTPHHCKH IPAKIAHKH, POJICH HA 01.12.1971 r.B
Jlann, ABcTpus, npurexasam macnopt Ne P 7874793, uznanen Ha 10.07.2014 r. 1 BIHACH
710 09.07.2024 r. nocAeAHUAT Ype3 MBIHOMOIIHUK

Mersp LiBeranos AceHos,

Tlannu mo AoKyMeHT 3a camonuurocT: EFH 7509206924, mtuna kapta Ne 645409350,
usnanena Ha 02.09.2014 r. or MBP — Codus

VBAXKAEMA I'OCIIOXO YIIPABUTEJL,

Cnen 3ano3naBane ¢ JOKYMEHTAIMATA 32 yUacTHe B OTKPHUTA MPOLEYypa 3a Bb3jlarane
Ha oOmiecTBeHa nopbika ¢ npeamet: "JlocraBka Ha JeKapcTBeHH MPOAYKTH 32 HYXIMTE
pa "Crenuajauzupana G0JHHMIA 32 AKTHBHO JIEYEHHE HA OHKOJIOIHHH 3abosisiBAHMSA —
Codus obaact" EOO/I mo 50 odocodenn mo3muun'', CMe ChIVIaCHHM © nmocTaBeHnTe 0T Bac
YCIIOBHA M ' TpreMame 0e3 Bbh3paKCHHA.

C HacToAmOTO BH mpejicTaBsiMe Hamara IeHoBa odepra 1o OGocobena posmupaNe
50 Aqua ad injectabilia 10 ml npu cieHuTe YCIOBHA: 00"




EQMHMYHATC LCHH HA Npe/JIaraHHTe OT HAac MEIHUMHCKH H3IENHs M0 HACTOALIATa
0GocoGeHa MO3MIMA ca TOoApoOHO OMHCAHW B TPHIOXKEHOTO HAa  XapTHCH H
eJIEKTPOHEH/ONTHYCH pocuren’ llpunoxenue Ne 4.1. "EnxuHHYHM LEHM TIO O6ocobena
nosuist Ne 50", IPHIOKEHUE KbM HACTOAILOTO IEHOBO MPE/TIOKCHHC.

[pemtaragata OT Hac 06ma 1eHa B GbIrapcky Jiesa 3a U3IBIHCHAC Ha ophaKaTd 1o
HACTOSINATA 000COGEHa TO3MINS, ChC 3AKPbIJIEHHE A0 BTOPHS 3HAK CICJ ACCCTHIHATA
3aneras, e:

24,00 18.../08aoecem u yemupu/ 1. ¢ JJIC

I_Icna'ra 3a M3MBJIHEHHE HA JOTOBOpa € OKOHYATeIHA H HE MOoJUIEKHA Ha YBCIHYCHHC,
KaTo NnocoveHara LieHa BKJIK4YBa BCHYKH pasxodu 110 M3MBITHEHHE HA IOPBYUKATA.

CrriacHH cMe TIANAHeTo Ha [IeHaTa 33 M3IbJHCHME Ha J0roBopa me ¢¢ H3BBPIIBA
NpH yCJI0BHATA Ha JIOrOBOPA 32 Bh3JlaraHe Ha oOlLecTBEHA MOPHUKA.

BAJKHO!: M3uucJIeHHaTa HA NEHHTE ¢ MIBHPIBAT 110 CACAHNH HATHH:

Kum CIHHWYHA WeHa 34 CHOTBETHATA MADPKA be3 E_I.LLC (MAKCHMYM 10 “1eTBLPTH IHAK e/l AeceTHUHATA aneran) ce
goﬁam CcTONOCTTA HA ME; U _TAKA NOJVHEHATA CTG“HQE! ¢¢ BIHCBA KATO eJIHHHYHA UeHa 3a CHOTBETHATA MAPKA € ,E_U;C
(MaKCHMYM 10 METBLPTH THAK CAEN ACCETHMHATA .}llllcTﬂ'l'lL EQIII]I('IHHT! 1EHA 34 CHOTBETHATA MAPKA € gIQC ce YMHOKABA 10
nporuo3neTo KOANYECTBO 38 MO3HNUHATA, O1 pefeneHo B TEXHHYECKATA cnegngmra!!lm. Taka noJyaeHaTa c‘rgnnocr Ce 3AKPhLIVIA 10
BTOPHA 3HAK CHEN AeCETHUHATA 3ANETAH,

YVyacTHMKBT e Obae ¢IHHCTBEHO OTTOBOPEH 34 BCAKAKREH MPEILIKH WIH TIPOITYCKH B HIYHCIABAHETO HA MPEANAraHuTe IIEHH

HechOTBETCTBHETO MEHAIY npeaIosennTe CAMHHTHE LEeHH | NOCoOYeHnTE ﬂﬁmﬂ CTOIHHOCTH, KAKTO H HECLOTBETCTBHETO
M nocoYennTe ¢ un M MINHCAHWTE € W WeHH, CA OCHOBAHHS 33 OTCTPAHABAWE HA YHACTHHKA,
YuacTHHK, npe ADRN_OoMepTa ¢ i OMEHHAS 34 eAHHHYHH JAKPLIVIEHH 10 N AW _CAeiBan INAK CIe, ECETHYHATA

3aneras, ce OTCTPAHABA 0T YYACTHE.

VYuacTHuk, NpPeICcTaB) e ¢ npenioskeHne 3a ofmn ueHn, AKPBLIJACHH A0 TPETH HAH CIEABAI JHAK caen JleceTHuHATa
3aneras, Ce OTCTPAHHBA 0T YIACTHE,

YYacTHRKSBT, 1 PELIOARL 00N uenn, KONTO ¢e PATTHHABAT OT Pe3VATATA, NOJYHMCH BCACICTBHE ropenocodenuTe HIMHCIeHNH Ha
KOAHYECTRA W e HHHYHHE UEHH, MOKE 14 G'hgc oTcTrpanen 0T VUACTHE.

JARENEKKA: llenure ADeIATANMTE JCKADCTBEHH MpoayETH, srawuenn B [lo3nTHenun JckapeTnen CIMCHLE Ha
HamiHoHAIeH ChBET 110 eHH W penmiypenpane kum M3, axcryasen KM WTE HA Y4ACTHH caeiBa
AA_ca_cnLoBpAleHH € ALDKABHATA DEIVIHDAHA HEHA ChIIACHO I, 258, aq. 1 BbB Bpbika ¢ wa.261a or BIMIXM /na we @
HaiBHIABAT,

KHM HACTOSIIOTO IEHOBO NPe/I0KeHHe pHarame:
1. Ilpunoxenme Ne 4.1. .. "ENMHMYHM [CHA HAa JICKapCTBCHH IMPOAYKTH IO
O6ocoGena mosuis Ne 50" — Ha XapTHEH M eIeKTPOHEH/ONTHYEH HOCHTEIL.

30.11.2015 MOJIIMUC
INEYAT
[Xoper [lroep 1 M

Ype3 MbJIHOMOIIHAK

7 YyacruuksT npunara CD win ApYr NOAXOMAALL €EKTPOHEH HOCUTE.
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