NPOTOKO.JI

Huec, 12.11.2014r, B rp.Illymen, B 3acenaTenHa 3ama B crpazara Ha
»KoMIulekcen onxonorunuen uentsp-lilymen” EOO/L, rp.llymeH, ce mposene
3ace/lanne Ha KOMHCHATA 3a [IPOBEXJAaHe Ha OTKpHUTa npouexypa rmo 301 —
»HocTaBka Ha mekapcrsa o Ilpmioxenue Nel”,

Komucusra, HasHaueHa cbe 3amosesn Ne133/28.10.2014r, Ha Vipasuress
Ha Bp3noxwutens samouyna pa6ora B 10.00 yaca B IBiIeH ChCTAB: 1.ITspBonera
IIETEBA mar.papmanedr, Ilpencemaren, 2.Pymen T'EHOB-nexap-xupypr,
wieH, 3.Pymsaa BEJIMKOBA, men.cectpa B OXO, unen, 4.)Kanera JJOHEBA,
aCHCTEHT OaUTOD, WieH, 5.ITnamen ITETKOB — ropuct, uien.

IIpencenatensT Ha KOMHCHSTA JOKT/IBa BHECEHNTE B AEOBOJICTBOTO HA
Bb3/okuTeNns mHUCMa OT yYaCTHHINTE, B H3IBIHEHHUE Ha pelleHneTo Ha
KOMHCHATA OT INPEOXONHOTO 3aJ€NaHHe 3a IPEACTaBsIHE Ha JIONBIHUTENIHA
HHbOpMAITHSL.

1.”’MEJIEKC” OOJl - nmnpencraBs 3ameyaTad IUIMK  BX.
Ne497/04.11.2014r. B mero ce mamepu HIPUAPYXKUTETHO mHucMo u Crhpaska
OTHOCHO O(GEepHpaHM TPOIYKTH — TBPrOBCKH HAMMEHOBAHHS, HME Ha
NIpOM3BOIUTEN ¥ NpeNocTaBeHa oropusaums. Ilpencrass B TabiudeH Bup
pasiiedaTka Ha HOMeHKIaTypuuTe Homepa u OI1, 3a xouro ce otHacs odeprara,
KaTo € M3MBIHEHO M3UCKBAHETO IO PEIICHHETO HA KOMHSITA [ Ce JOTXBIPHST
KOJOHH C TBPrOBCKO HAMMEHOBAHUS, NPOU3BOIMTEN M OTOpH3alUsi 3a
JIeKapCTBEHMS NPOAYKT. CrpaBkata e moimucaHa oT A-p Ewmm [anes,
YIPaBUTEN U IIeYarT.

2”OAPMHET” AJl - npencraBs 3ameyaTaH [UIHK  BX.
Ne472/06.11.2014r. B Hero ce HaMEPH CIHCBK C JIEKADCTBEHHW INPOJKTH C
AOUBIHUTEIHN ~ KOJOHM  TBPrOBCKO  HAWMEHOBAHWE, IPOMU3BOAMTEN U
[IPUTEKATE] Ha paspelIeHUETO 3a yroTpeda Ha TepuTopusta ua PB, o OIT Ne2,
¢ BIMCAHM JaHHH I10 HOMEHKJIATYPHHTE TMO3MIMH 10 ogeprata. CripaBkaTa e
nommicana ot Tuxomup Msamos, permoHanen MeHumKbp. Komucusra
KOHCTaTHpa, 4e mo odeprata Tuxomup UMBaHOB e HOCOYEH KaTo JHMie Ha
KOHTaKTH, C ATBKXHOCTTA CH perronanen MeHukbsp. Odeprarta e mopnucana ot
3aKoHOBUsA  mpencTaButen Cesermana Mapemka, ymnpasuTen.  Jluncea
yOblIHOMOINaBaHe Ha r-H Tuxomup IBaHOB 3a y4acTWe B HacTOsmaTa
nporenypa. HeobxomuMmo e ma ce 1afe BB3MOXHOCT Ha ynpasutesns: CeeTiaHa
Mapenika 1a MOTBBpPIM H3BLPINEHHTE AEHCTBHSA HA Tuxomup Mpanos, xoeto
MOJKE J1a CTaHe C IpeJICTaBsIHe Ha ChLaTa CIpaBKa, MOAMHCAHa OT YIPABHTEI,
WM € IPE/ICTAaBSHE Ha IIHCMO 3a IOTBBPKIABAHE, WIM C IPEACTABSHE HA



I'BITHOMOLIHO 33 PETHOHATHISA MEHUKBD Tuxomup MBaHOB 0T r-ka Mapemika,
38 y9aCTHETO My KaTo IIBIHOMOLIHUK B HACTOSIIIIATA IIPOLIEAYPA.

3.”E#t ean Tu ®PAPMA” EAJI- npescraBs 3amedaTaH IUTHK BX.
Ne467/05.11.2014r. B Hero ce HaMepH CHIPOBOLUTEIHO MHCMO H IeKIapanus
mo 4i1.55, an.6 or 3JIIIXM, moammcana oT YI'BJIHOMOIIEHUS] TIPENCTaBUTE
HWpena IlanoBa-KsHesa.

4.” Anra @apmacrotukbic” EOO/] — mpezcTapst 3amevaran midk
BX. Ne478/07.11.2014r. B Hero ce Hamepy MpHAPYKHUTEIHO IACMO ¥ GIAHKA 3a
TapaHIus ¢ T06aBEHH KOMOHH ThPrOBCKO HAUMEHOBAHKE, UM Ha IPOHU3BOIUTENT
U mnpenocraBeHa otopusanms 1mo OIT Nel u OIT Ne2, mo chOTBETHHTE
HOMEHKIJIaTYPHHU eJIMHUIM 110 odepraTa. JJoOKyMeHHTE 3ca MMONIHCaH oT Becka
Kornesa, mbIHOMOIIHYK U r1€Yar.

5”@APKOJI” Al — npexcraBs 3amedaTaH IUIMK  BX.
Ne471/10.11.2014r. B Hero ce namepu CrpaBka 3a CTOMHOCTTA Ha rapaHIusITa
or 11 crpaHuuM, C [ONBIHEHM KOIOHM — TBHPTOBCKO HAMMEHOBAHHUE,

NIPUTEXATE Ha Pa3pelIuTeNIHO 3a YNoTpeba, 3aBepeHH C MOAMKC M reyar. B
TabIMIaTa ca BIMCAHH JIEKapCTBeHUTe IpoxykTd mo OIT Nel u OIT No2, ¢ne
CHOTBETHUTE HOMEHKJIATYPHHU TIO3UIIHH.

6.”Tonr Xocrmran Cepsrc” AJl — mpe/cTaBs 3alieyaTad INK BX.
Ned77/07.11.2014r. B Hero ce mamepu Crmcbk Ha OIT 1 HOMEHKJIaTypHH
SIUHHULY 1O odepTaTa U CTOMHOCTTA HA TapaHIMSTA, HOAMKcaHa oT Mpaiiio
Baruuxos, Msn.mupekrop. Ilpeacrass m opuruHan Ha GaHKoBa rapaHIus 3a
yHdacTue B HacTosmara npoueaypa ¢ usgaren YHUKPEIUT BYJIFAHK AL

7.”®ponnkc Papma” OOJ] — mpencTaps 3ameyaTaH MK BX.
Ne473/06.11.2014r. B Hero ce HamepH IpPHUAPYXHTEIHO MHCMO ¥ TexHUUecKa
crenuUKalMsA 33 HACTOSIIATA NPOLEAYpa, ¢ H0OABEHH KONOHU TBPrOBCKO
HauMCHOBaHHKE, UME Ha NPOU3BOMUTEN U IPENOCTABEHA OTOPH3AIUS, 38 BCEKH
JICKapCTBEH HPOJYKT N0 odeprara. JlokymeHute ca mopmucanu or Kpacumup
Huxonaes u 3opuuiia PoMoBa, MBIHOMOLIHHULIM U TI€YAT.

8.”CO®APMA TPEVIUHI™ AJl — mpezcTaBst 3are4aTaH IUTHK
BX. Ne476/07.11.2014r. B Hero ce Hamepw NpUAPYXKHUTENIHO rmueMo, OmMHC Ha
HOMCHKIIATYPHUTE €IMHMIHM, 3aKOUTO € Y4YpeJeHa TapaHUMs 3a y4acTHe C
AOIBIHEHH KOJIOHH C TBPrOBCKO HAaMMEHOBAaHHE, MME Ha NPOM3BOAUTEN U
IpepocTaBeHa oropusauus. IlpeacraBds W OTOPU3AMOHHO IHCMO  OT
SAHTUBHUOTUK - PA3IPAJI” AJl, mo TP HOMEHKJIATYPHH €IMHUL.
HoxymenTurte ca noxnucanu ot Pymen Kones, yrbiHoMomeH IIPEICTaBUTEN

H rieyar.

Komucusita n3bpumm nposepka Jaiu IpeCcTaBeHHTe ¢ o(epTiTe
Ha Y4YaCTHMIMTE M JOIBJIHUTEIHWTE CIIPaBKH pasIeflaHd B JHEIIHOTO
3acefaHue Ha KOMHCHATA Ca BIIUCAHW TPU JONBIHUTETHH KOJNOHH: THPTOBCKO
HaNMEHOBaHHe, UMe Ha IIPOM3BOAMTEN U MpeJocTaBeHa oTopu3anus 3a Ph, ca



KOPEKTHO TONBIHEHH 3a BCEKH JIEKapCTBEH TPOMYKT OT odeprara W Jamu
oTroBapst Ha TexHudeckara opepra, KakTo U Ha M3UCKBAHMATA 38 ox6op.

1.”’MEJIEKC” OO/Jl — xommcHATa KOHCTaTHpa, Y€ JIANCBA
OTOpH3AIHUS OT Ipou3BoauTeNs Sanofi Aventis 3a BCHUKM BIIMCAHHA B odeprara
JIEKapCTBEHU NIPOJYKTH.

2 ?COPAPMA TPEVMIMHI™ AJ] — koMucHsiTa KOHCTaTHPa, 4e
JIUIICBA OTOPU3AIIHS 10 HOMEHKNaTypHu eauHuim NeNe306, 457 u 458, OIT Nel,
¢ mocouenus mpoussoaurer JANSSEN-CILAG.

3.”B.bpayn Memuken” OOJ] — KoMHCHAT2 KOHCTaTHpa, e
OTHOCHO HOMEHKIaTypHu emuuumd NeNel59 w160, 1o IpesicTaBeHOTO
OTOPH3AIMOHHO IIMCMO JIMIICBa HM3pUYHA OTOPH3AlHsA, HO UMa WHAMLMA, He
dupmara e mpousBoguTen. Ilopamu ToBa KOMHCHATa HANpaBd MpOBEpKa B
[To3uTHBHUS JekapcTBeH CruchbK kbM 02.11.2014r u KOHCTATUPA, Y€ € BIIUCAH
KaTO MPUTEXATENl Ha paspelleHne 3a ynorpeda Ha JeKapCTBEHHTE MPOIYKTH 10
HoMeHKnarypHa mosuimst NeNel59 wu 160 — ,,B.Braun Melsungen AG”
Tepmanusi. V3pH4HO B IPUIOKEHOTO [BIHOMOIIHO 32 yacTHE B HACTOAIIATa
npouenypa, per.Ne22947 or 13.10.2014r, Ha HOTapHycC A.HaiineHosa, per.
Ne558, ¢ paiion CPC, e otbenszaHo, 4Ye MPOM3BOAUTEN YyIBIHOMOIIaBA
YYaCTHHKBT Jia y4acTBa B mporuenypara no 3011 i ¢ BCHIKM JPYTH NPOLYKTH,
KOWTO ¢a PETHCTPUPAHU WK IPEACTOU Ja GhJaT perucTpupaHy B bbarapus ot
,,B.Braun Melsungen AG”, xaTo IpuTe)arejl Ha PaspelieHHeTo 3a ynotpeba
ceraacao 3JIIXM. KomucusiTa €IUHOAYLIHO DEINH, Y€ € HaIUIe BaluiHa
oTopH3alKs IO HOMeHKIAaTypHu emummmyu  NeNel59 u  160. Ilpunara
pasneuarkara ot IJIC.

Komucusra npuximroyn pabora B 16.00 gaca.
Komycusita poemkasa padora 17.11.2014r, ot 09.00 vaca.

8. "®ponukc Papma” OO]] - xomucusTa KOHCTATHPa, 9€ HUMa
HOMEHKJIATYPHH €IMHHIY, 33 KOUTO yYaCTUHKBT HE MPEe/ICTaBd OTOPU3ALOHHH
nWcMa, IBIHOMOINHM WM  JeKiIapalud OT TPOHM3BOJMTEN,  CHIIIACHO
HM3MCKBAHUATA HA BB3JIOKUTENS, KAKTO CIeBa:

A/ TTo o6ocobena mo3uuus Nel

HoMeHKIaTypHH TO3WLIHH NoNe3,25,26,31,38,39,46,47,51,58,62,
%nﬁmeomLoﬁHomL_9SWEPEPEPE%EmLmﬁGwLmNGmLmﬁ
_mwbmm“:mvzwuziqmuSquwLmemm“GrGwLomumowab_muwuav
wwouwoouwowuwSuHw,mwmuwwﬁwmmb@bmmbqH,wqmuqovwmﬁwmouwfbomuwowv
Aowkook5uﬁwk@kmmkmmk%uﬁrﬁﬁkmwkmm,@f@ouwoo“mmwvmmwummﬁ
562,573,574,587,596,599,600,610,611,61 5,619,624,630,647,648,649,652,653,6
54,656,659,661,663,667,668,669,671,676,687,689,693,694.




b/ ITo 06ocobena mosumus Nel

Homenknarypuy  nosumruu NeNe5,8,9,14,17,1 8,26,28,35,
wm,uolox:kmkmv@“moumwumoumrmﬁmm,oﬁ 68,70,72,73.

Kouncrarupanure muncu  ma AOKYMEHTH, yIOCTOBEpSBAIIH
OTOPH3ALMSITA Ha YYaCTHHUIHTE 110 FOPEIOCOYEHHUTE HOMEHKJIATYPHU €IMHHUIIN
OLPENENIT HEOOXOMMMOCTTa KOMUCHSTA HA OCHOBAHYE 9168, an.8 or 30I1 na
H3HUCKa OT Y4YaCTHHIMTE, CHOOPA3HO MOCOYEHHTE [I0-rOpe KOHCTaTaLllUU U
MOTHBH INPEJCTaBIHE Ha JOKA3aTeNICTBA 3a OTOpH3aUHUs IO CHOTBETHHTE
HOMEHKIaTypHy enunuuy. e crensa yuactunute na IPEACTABAT MUCMEHUTE
AOKas3aTeICTBa B CPOK OT 5 pabOTHH AHU OT IIOJIy4aBaHe Ha HaCTOSIIUS
IPOTOKOJL

Hpensun ropensnoxenoro u ma ocHoBaHme 4168, an.8, 9 u 10
ot 3011, komucusTa €AMHOAYLIHO

P E Il m :

3AOBJIKABA B cpok ot 5 PaboTHH JHM OT monmyuaBade Ha
HACTOAIHA IIPOKOJ y9aCTHHLMTE Ja NPECTABST 0KA3aTeICTA 38 OTOpH3alus,
KaxToO clejBa:

1L.”MEIZEKC” 00] —OTOPH3alMs OT NMPOU3BOAUTENS Sanofi
Aventis 3a BCHYKY Brivicany B odeptara JiekapcTBeHn IPOIYKTH.

2”OGAPMHET” AJl - yopasurensat Ceernana Maperuka na
TOTBBPIM H3BBPIIEHHTE NefcTBrs Ha TuxoMmup HBanos, xoeto Moxe na cTane
C TpEeICTaBiHE Ha ChIATa CHOpaBKa, [OMIHCAHA OT YOPaBUTENS, WIA C
MPEACTABAHC HA IMHCMO 3a [OTBEPXKAABAHE, WIH IPE/CTaBsiHE Ha
ITBJTHOMOIITHO 32 PETHOHAHHUSA MEHUDKBD Tuxomup MBanos ot r-xa Maperxka,
34 y4aCTHETO My KaTO I'bJIHOMOILHKK B HACTOSIIATA npoueaypa.

3.”CODAPMA meﬂhﬁmﬂ: Al — oropuwsamms o
HOMEHKJIATypHH emuuuiy  NeNe306, 457 y 458, OIT Nel, ¢ mocouenms
npoussoauren JANSSEN-CILAG.

4.”®ronnke ®apma” OO/I - noxymenTH 3a OTOPU3AIHS:

A/ Tlo o6ocobena mozumums Nel

Homerxnarypran nosumun NeNe3,2526,31,3 8,39,46,47,51,58,62,
69,74,95,106,107,108,1 16,138,140,142,143,144,145,15 1,152,157,158,161,
;wmev~QNLELEL,\.9:,\.u:wmuMmemmLELowLom“momgmSumﬂwvwwmv
289,299,302,313,31 8,326,327,328,349,355,371,3 72,379,387,389,394,395,398,
Aomhomuﬁwvﬁm“ﬁokmmhmmh%uﬁH ,481 kmmkmahf“@muoovmwwumwuvmwﬁ
mmwvmdumﬁvmmﬂmoaumooumoob~onm_ _vﬂmumHoumwﬁmwoumﬁu@m“m@ummmummwum
mﬁmmmu&oumormawvmmﬁmmmb%vmﬁvmﬂm,mmﬁmwouoowumf.



B/ TTo o6ocobena mo3urnmsa Ne2

HoMeHKIaTypHH  MO3WIHU NoNe5,8.9,14,17,18,26,28,35,
38,39,40,41,42,48,49,50,52,60,61,64,65,67, 68,70,72,73.

O.ﬁ@h nojrydaBaH€ Ha IHJOKYMEHTHTE N0 HACTOAINOTO pELICHHUC
KOMHCHsATA 1€ NPOABIKH CBOSATA @NQOHN.

Kowmucusra npukmoun pabora B 12.00 gaca.

JokymenTanusaTa 10 HOpBHYKaTa CE OCTABH HAa ChXpaHeHHe 3aKiioyeHa B
crpagara Ha OITEKO3.
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