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Ha ocHoBanme 4. 266 0T 3ak0Ha 32 JIEKApCTBEHTE MPOAYKTH B XyMaHHATa MEIUIIHHA
/3JITIXM/ BBB Bpb3Ka ¢ wi. 81 u wi. 97 ot AxmunuKcTpaTHBHONponecyannus koaeke /AlK/ u
uy1. 15, an. 1 u 2 or [IpaBuinuka 3a ycloBusTa 1 pezia 3a pabora Ha Komunsta o npo3pa4soct
u nporokoil Ne 16 or 5 wmait 2015 r. orHocHo xkanb6a Ha ,,PAPMAKOHC” AJl,
npencrasissano ot 305 Credanosa JleryeBa - U3MBIHUTEIECH IUPEKTOP, cpemty Pemenune Ne
HCP — 5774 or 09.03.2015 r. ma HanuoHagHus ChBeT IO IIGHW U peuMOypcupaHe Ha
JIEKapCTBEHH MPOAYKTH, C KOETO Ce YTBBpXKIaBa IPOMAHA Ha IleHa mo wi. 26la, an. 1 or
3aKoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEJUIIMHA U CE JIOIyCKa IIPOMSIHA Ha [IeHaTa
B [Ipunoxenune Ne 2 Ha ITosuruBHus nekaperBeH crnuckk Ha JIII OXALIPLATIN ACCORD
concentrate for solution for infusion 5 mg/ml 1 x 20 ml,

KOMMUCHSTA 110 ITPO3PAYHOCT
"PEIIMN:

OTXBBPJIS xaro HeocHoBaTenHa xainoa ¢ BX. Ne 70-00-60 ot 20.03.2015 r. cpemry
Pemenue Ne HCP — 5774 o1 09.03.2015 r. Ha HarinoHanHus CHBET 1O IIEHU B peMMOYpCHpaHe
Ha jekapcTBeHH mpoayktu mo mpenucka Ne KII-00-77 ot 03.04.2015 r. ma Komucusra 1o
IPO3pPavYHOCT, C KOETO Ce YTBbp)KAaBa MPOMsHAa Ha IeHa mo wi. 26la, an. 1 or 3akona 3a
JIEKapCTBEHHTE IPOAYKTH B XyMaHHAaTa MEAMIIMHA M Ce JIONMyCKa MpOMsHA Ha [eHarta B -
[Ipunoxenne Ne 2 na ITosutusnus nexkapcrseH crucsk Ha JIIT OXALIPLATIN ACCORD
concentrate for solution for infusion 5 mg/ml 1 x 20 ml.

MOTHUBH:

Cren 3ano3HaBaHe ¢ Xajnbara W IpeleHKa Ha H3JIOKSHUTE JIOBOJU H IIPECTaBEeHHTE
NHCMEHH JI0Ka3aresicTBa, KoMucHsTa [0 mpo3pavHoCT IpUeMa 3a yCTaHOBEHO OT (pakTHYecKa
U MpaBHA CTpaHa CJIeTHOTO:

IMTpouzsoacteoro mnpen Komucusra no npospaunoct /KII/ e o6paszysano ¢ nojasane
Ha xan6a or ,,AKOPJ] XEJITKEbBP JINMUTHU]T (,,ACCORD HEALTHCARE Limited UK)
upe3 ,,OAPMAKOHC” A]l , cbc cemanume u aapec Ha ynpasiaenue: rp. Codwus, Paiton
wJlosenen”, Oy Tleito K. SIBopoB” Ne 44, x. K., eT. 1, npeAcTaB/IIBaHO OT U3IIBIHUTEIHUS
mupextop 3os Credanoa Jlemuena.

C xanbara ce ociopsa Pemenue Ne HCP- 5774/ 09.03.2015 r. na Hannonanuusi csBet
3a eHH ¥ peuMOypcHupaHe Ha JeKapCTBEHH IMPOIYKTH, C KOETO ¢€ YTBBpPXKJaBa IIPOMSAHA Ha
neHa mo wi. 26la, aim. 1 or 3akoHa 3a JIeKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIHIMHA
/3JITTXM/ na nexapctBenus mpoaykt (JI[T) OXALIPLATIN ACCORD concentrate for solution
for infusion 5 mg/ml 1 x 20 ml u ce npomycka mpoMsHa Ha neHara B [Ipunoxenue Ne 2 Ha
[TosutuBHuUs NekapcTBeH cnuchk /TIJIC/.

[TpuTexaren Ha paspemenuero 3a ynorpeba (ITPY) na mocouenus JIII e ,,AKOP/]
XEJITKEBP JIMMUTU]L (,,ACCORD HEALTHCARE Limited UK), a HEroB ymsiHoMOIIeH
IpeACTaBUTEIl 1O mporeaypaTa mo wi. 43, ain. 1 u an. 2 or Hapen6ara 3a ycinoBusra, npaBuiaTa
U pejia 3a peryJiipaHe ¥ PerucTpupaHe Ha IEHHUTe Ha jiekapcTBeHuTe npoayktu (Hapenbara)



e ,OAPMAJIBAMC” EOOJI, mpencrasnssano or J-p VBa Amnexcanaposa IInppopa-
Xpucrosa.

WUckaneto e Pemenne Ne HCP- 5774/09.03.2015 r. na HanoHanHus ChBET 3a IIEHH U
peuMmOypcupaHe Ha JIeKapCTBEHH IPOAYKTH 1a ObJe OTMEHEHO Karo HeNpaBUIIHO,
HE3aKOHOCH0OPa3sHO U HEOOOCHOBAHO, U3/1a/IEHO NIPU CHIIECTBEHH MPOIECYATHH HAPYIICHHUS.

HCIIPJIII e yBemommi L, OAPMAJIBAMC” EOOJI, npencrasnssano ot J[-p Usa
Aunexcanznposa [TbpBoBa-XpHCTOBa, B KaUYECTBOTO My Ha YI'HJIHOMOIICH NPEICTaBHTEN Ha
AKOPJ] XEJITKEBP JIMMUTU]T (ACCORD HEALTHCARE Limited UK), na 09.03.2015
r. 3a moctanoBeHoTo ot Hero Pemenue Ne HCP — 5774 ot 09.03.2015 1.

¥anbara e noganena 1o Komucusra no npospaunoct ype3 HCIIPJIIT na 20.03.2015
r., Kpaeto € Bxomupana mog Ne 70-00-60/20.03.2015 r. B Komucusita mo mpo3paqHocT €
MOCTBIMIA 3aeIHO ¢ OKoMIUIeKToBaHara mpenmcka Ha 03.04.2015 r. u e 3aBeneHa B
aIMHHHUCTPATHBHO-MH(POpPMAIIHOHHATa cHcTeMa Ha MHHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO
nox Ne KII- 00-77/03.04.2015 r. 3a nocranoBenoto pemenue ot HCIIPJIII e ysemomun
L ®APMAJIBAC” EOO]JI, npeacrapnssano ot JI-p UBa Anekcaniposa [1spBoBa-XpHucToBa,
B Ka4yecTBOTO My Ha yIbIHOMoIIeH mperctaButen Ha IIPY, a »anbara e mojameHa ot
L,OAPMAKOHC” AJl, mpencraBiasBaHo OT u3mbiaHATenHHs aupektop 3o Credanosa
Jlemaena.

YXanGara e nomaieHa B 3aKOHOYCTaHOBEHUs 14- THEBEH CPOK 3a 00XKaIBaHe, CYMTAHO
OT JeHd, Cle/IBalll JaraTa Ha yBeJOMSBAHETO, IIOpaJy KOETO ChIlaTa € PeIoBHA OTHOCHO
cria3BaHeTo Ha u3KkckBaHuATa HA Wwi. 84 ot AIIK.

KbM xanbara He ca NPUIOXKEHH JOKYMEHTH 3a ThProBCKara perHCTpalds Ha
LOAPMAKOHC” AJl ceriacHo OBIrapcKoTO 3aKOHOAATENICTBO, HE € MPEACTaBeHO U
I'BJTHOMOIIHO OT MPHTEXATelIs Ha PaspelieHreTo 3a ynorpeda Ha MOCOYEHHUs B 00KaIBaHOTO
pelIeHre JIeKapCTBEH MPOAYKT, [0 CHJIaTa Ha KOETO LOAPMAKOHC” AJl na npencrasisiBa
JpyXKeCTBOTO — xanbonozaaren. KbM mpenuckara HiMa JaHHH, OT KOUTO Jia € BUJHO KaKbB €
CTaTyThT Ha JPY)XECTBOTO M HMa JIH TO HAJIe)XKHAa ThPrOBCKA PETHCTPAMS CHITIACHO
HAMOHAHOTO 3aKoHoAarencTBo Ha O6equaeHoTo Kpancreo. He € mpencraBen 10KyMeHT 3a
HErosara aKkTyaJlHaTa PEeTrHCTpals U 3a PHbKOBOIHUTE My OpPraHHu.

[Topagu HepemOBHOCT Ha ambaTa BBB BpB3Ka C IPEICTABUTENIHATA BIACT Ha
*KanbomoaTess, Ha ChIMs € u3npareHo mnpenopbyano mucMo Ne KI1-00-77/07.04.2015 r., ¢
KOETO My € YKa3aHO B 7-JHEBEH CPOK Jia OTCTPaHH JOIyCHATHTE HEPEIOBHOCTH, CHIIIACHO YL
87, an. 1 or AIIK.

C mucMmo, 3aBeieH0 B MuHHCTEPCTBOTO Ha 3/paBeonas3BaneTo ¢ BX. Ne KII1-00-85 ot
09.04.2015 r., )xanbonofarensaT € MpeACTaBUl JOKYMEHTH 3a ThProBcKaTa perucTpamnus Ha
ACCORD HEALTHCARE Limited UK u HeroBuTe pBKOBOJHH OpraHd, KakTO H 3a
yneiHoMomasanero Ha ,,OAPMAKOHC” AJl, npezacraBisiBaHO OT H3IBJIHHTEIHUS MY
qupektop 305 Crepanona [lenmyeBa. [Ib1HOMOIIHOTO € HOTAPHAIHO 3aBEPEHO, IOANKMCAHO OT
r-u Jixeiimc Bupa, B kagectBoTo My Ha qupektop Ha ACCORD HEALTHCARE Limited UK,
¢ koero e ymbaHomomeHo ,DAPMAKOHC” AJl na npeacraBiisBa JApPYXXECTBOTO IIpeJ
pa3IuYHU WHCTUTYIMH B bwirapus, BkmounTenHo u npen Komucusra nmo mpospaynoct. Ot
[PEICTaBeHOTO YAOCTOBEpEHHE 3a akTyalaHo cberosHMe Ha IIPY e BuaHo, ye smnero,
IIOIMKCATIO ITBTHOMOIITHOTO, HMa IIPe/ICTABUTEIHA BIIACT.

K®sM mMHCMOTO ¥ B NpeNHcKaTa HE € MPHIJIOKEHO YJIOCTOBEPEHHE OT AreHIHATa 1O
BIIMCBaHHATA 3a ThproBckarta peructpanus Ha ,,OAPMAKOHC”, Ho e mocoyen EMK Ha
JPY>KECTBOTO U NPU M3BHpPIICHATa CIIy)keOHa CIIpaBKa € yCTaHOBEHO, Y€ ChIIOTO JAPYIKECTBO €
HAJJIEXKHO PETUCTPHPAHO 1O OBJIrapcKOTO 3aKOHOAATENICTBO M Y€ IOAMUCAIOTO jKajnbaTa JIuIe
305 CredanoBa JlenueBa € HEroB M3NBIHMUTEIEH JUPEKTOP M MMa IpPEICTABUTEIHA BJIACT.
Cnasenu ca u3uckBanusaTa Ha wi. 85 u wi. 86 ot AIIK.



BeB Bpe3ka ¢ ropeusnoxenoro, KII cuwmra, uye mnocrenmiara xanba oOT
»PAPMAKOHC” AJl, npexacraBnsiBaHo 0T u3mbJHUTeNHUs aupekrop 3os Credanopa
JlenueBa, € peloBHa U JomycTrMa 3a pasriexaane ot KII cpo0pa3Ho KOMIIETEHTHOCTTA i — Wi,
266, ai. 1 ot 3JITIXM. - Pasrnenana no cweiiectBo xanbara cpeury Pemenne No
HCP — 5774 ot 09.03.2015 r. ma HanuoHanHHs CBBET IO LEHH U peMMOypcupaHe Ha
JIEKapCTBEHH NPOIYKTH, C KOETO Ce M3BBpIIBA HaMallsABaHe Ha IeHa 1o wi. 26la, am. 1 or
3akoHa 3a JIEKapCTBEHHUTE MPOAYKTH B XyMmanHarta memunuHa /3JIIIXM/ Ha nekapcTBeHHS
npoaykt OXALIPLATIN ACCORD concentrate for solution for infusion 5 mg/ml 1 x 20 ml u
ce Jomycka mpomsiHa Ha neHara B [lpunoxenue No 2 Ha [l03UTHBHHUS JIEKApCTBEH CIUCHK,
KomMucusita 1o npo3payHocT Hamupa, 4e € HEOCHOBATEIIHA, [0 CIIEJHUTE ChOOpaKeHHUS:

B xxanbara ce TBBpIM, Y€ PELICHUETO € HE3aKOHOCHhOOpa3HO, THi KaTo He e Cra3eHa
Ipolleypara BbB Bpb3Ka C U3BBpIIEHaTa Ciry)xeOHa MpoBepKa, KaTo )aa0omoaaTensaT He € Ou
YBEIOMEH 3a KOHCTAaTHpaHWTE IIpH IIPOBEpKaTa HEPIOBHOCTH M HE € My € Ouiia mpeocTaBeHa
BB3MOXKHOCT Jia IOJaje 3asBJICHHE 3a IIPOMsHA Ha IleHaTa Ha mocodyeHus mno-rope JIIT.
W3noxenu ca O0BOAM, Y€ OOKAJIBAHOTO pEUICHHE € HeOOOCHOBaHO, Y€ HE € IOCOYEH
M3TOYHHKHT Ha HHGOpMaIusTa 3a HaMepeHara mo-Hucka rnexa Ha JII1 B JlatBus.

Be3paxkeHusTa 3a peJOBHOCTTA Ha H3BBPIICHOTO yBeIOMsiBaHE MO Wi. 43, ai. 7 oT
Hapenbara u HapymaBaHe Ha Ipolielypara 1o u3/ilaBaHe Ha OCIIOPEHUS a]MHHHUCTPATHBEH aKT,
KII cuura, 4ye ca ChIII0 HEOCHOBATEIIHH.

N3noxenuTe 10BOIM, Y€ TUIICBA YBEAOMSBAHE 3a U3BBpIICHATA CIIy)keOHa IMpoBepKa,
IpU KOSTO € YCTAaHOBEHa IO-HHCKa LeHa B JIaTBHs 3a MOCOYCHHs B JKayjdara JIeKapCTBEH
IPOJYKT, Ca CaMO TBBP/ICHHS, KOUTO HE ca MOJKPENeHH C J0Ka3aTe/ICTBa.

OT npeAcTaBeHUTE U MPUIOKEHH KbM IpenrcKara MICMEHH JJOKAa3aTeJICTBa € BH/IHO,
e ¢ gexsapamus ot 29.12.2014 r. ,, DAPMAJIBAMC” EOO/I, npeicTaBISBaHO OT YIIPABHTEIS
n-p WBa AnekcannpoBa I[IspBoBa-XpHucTOoBa, B Ka4eCTBOTO MYy Ha YIIBIHOMOIIEH
npexacrasuten Ha [IPY na JIIT mpoaykr OXALIPLATIN ACCORD concentrate for solution
for infusion 5 mg/ml 1 x 20 ml, e gexnapupaina, 4e aekcTBamara eHa Ha MPOM3BOAUTE] Ha
to3u JIIT He e mO-BHCOKa OT JIeBOBaTa PABHOCTOMHOCT HA Hali-HUCKATA [IEHA HA IPOM3BOUTEI
Ha cpius JII1 B pedepenTHUTE CTpaHu.

Ha ocnoBanme uwn. 43, an. 7 or Hapenbara, crmex u3BBbpIIEeHa IpOBEpKa OT
cnenuanusupanara aamuHucrpanus Ha HCIHPJIII wa nojnajenara  jexnapans,
~OAPMAJIBAVIC” EOO]JI, npeicTaBisBaHO OT ynpaBurens A-p MBa Anekcanaposa
[TepBoBa-Xpucrosa, € 6uno ysegomeHo Ha 30.01.2015 r. 3a KOHCTaTHPAHUTE HEPEOBHOCTH M
yCcTaHOBEHATa II0-HUCKa LieHa 3a ropenocodenus JIII ¢ yBemomurenso mucmo Ne 60-01-4465
10 4469/30.01.2015 r. B chimoTo u3puyHO € yKaszaHo, 4e ciie/iBa ja Ob/ie M01a/IeHO 3asBICHHE
3a ipomsiHa Ha 1eHara Ha JII1 B 14-1HeBeH cpok OT MoTy4aBaHETO My, KaTO B IIPOTHBEH CIIydaii
me Obae B3eto ciyxe6Ho pemenue or HCIIPJIII 3a mpomsiHa Ha yTBBpJEHAaTa I€HA Ha
ocHoBanue wi. 43, an. 8 or Hapenbara. [TucMoTO € M3MpaTeHO MO €IEKTPOHHATA TIOIA Ha
30.01.2015r. Ha mocouenus ot 3asButens ,,®APMAJIBAMC” EOO/] €JIEKTPOHEH aJipec —
pharmadvice.ltd@gmail.com. KbM npennckara e HaIMYHO KOIME OT €IEKTPOHHHS 3aIHC HA
U3IPATEHOTO CBHOOIIEHHE. ENeKTpOHHHMSAT 3amMc  yAOCTOBEpSABA IOCTHIIBAHETO Ha
ChOOLICHHETO B €IEKTPOHHATA CHCTEMA B HACPEIHATA CTPaHA. Y BEJOMIICHHETO € H3MPATeHO
Ha ,,OAPMAJIBAVIC” EOOJI, Tsil Kato TO € yIBJIHOMOIIEH mpeacraButen Ha [IPY wu
JeKIapanusTa-crpaBka 3a neHara Ha JII1 e mogasena ot chIIoTo JIpyKECTBO.

Cermacao i 61, am. 2 or AIIK cpobIaBaHeTo MOXKe Ja Ce H3BBPIIM U upe3
€JIEKTPOHHA ToIIa Wi (akc, ako cTpaHara € MOCOYM/Ia TakuBa. A ChriaacHo wi. 42, ai. 4 ot
['TIK Ha cTpaHara Morar Jia ce BpbuBaT ChOOIICHHUS ¥ Ha IIOCOYEH OT Hesl eIIEKTPOHEH aJIpec.
Te ce cmaTar 3a BppUEHH C NOCTBHIIBAHETO MM B MOCOYEHATa HHOOPMAI[MOHHA CHCTEMA.
BpbuBaneTo Ha esleKTpOHEH ajipec chriaacHo wi. 44, an. 3 ot ['TIK ce ynocrosepsiBa ¢ konue
OT €JIEKTPOHHHMSI 3aIIKC 3a TOBA.




Ot gpyra crpaHa, B Tpemnuckara HsMa JaHHH, OT KOHTO Ja € BHAHO, Ye
xanbonoxarensar, cboTBeTHO- ,,DAPMAKOHC” AJl, npencraBisiBano oT 3o Credanosa
JlendeBa - u3nbIHUTENEH aupekTop, na ca yBeaommu HCIIPJIII 3a ynmeiHOMOImaBanero Ha
~PAPMAKOHC” AJl na npencrasnsiBa [IPY npex KII. AaMUHHCTpaTHBHHST OpraH HsAMma
3aapokenne na  ysegomsisa ,,OAPMAKOHC” Al 3a WU3BBPIICHHTE OT HEro
aJIMUHHUCTPATUBHH AEUCTBUS 10 OTIIOYHATATA OT ,,QAPMAHBAPIC” EOO/] nmpouenypa 3a JIIT
OXALIPLATIN ACCORD concentrate for solution for infusion 5 mg/ml 1 x 20 ml, 3a xoiito
€ MoJa/ieHa JeKjIapaus OT ChIIOTO APYKECTBO.

3a u3ganeHus aJIMHHHCTPATHBEH aKT — MpeAMET Ha pas3riekJaHe B HACTOSIIOTO
npoussoactso, HCLIPJIII e ysemomun wa 09.03.2015 r. ,,d)APMAI[BAI)'IC” EOO/I, B
KayecTBOTO My Ha ynwiHomotuneH npezactasuten Ha AKOP/] XEJITKEBP JIMMUTHU], karo
U3PUYHO € TOCOYMI 14- THeBeH CPOK 3a 00KaJIBAHETO My, CUMTAHO OT JlaTaTa Ha JIeHs, CJIe/[Ball
[0Jly4aBaHe Ha CHOOINEHHETO. Y BEJOMSBAHETO CHINO € HM3BBPHIIEHO HAa IOCOYEHUS OT
LOAPMAJIBAVIC” EOO]J] enextposen aapec. He ce ocnopBa, e pelieHHeTo He € HOIydeHo
OT ajpecara M 4e € O0XalBaHO B yKa3aHHs CPOK, KOHTO (aKTH ce IOTBBP)KAABAT M OT
nocrermiara Ha 20.03.2015 r. 8 HCIIPJIIT xxan6a ¢ Bx. Ne 70-00-60/ 20.03.2015 r., noganeHa
ot [1PY upe3 ,, DAPMAKOHC” A/l.

C ornex u3noxenoro, KIT Hamupa, ye ca Hanuie BCHUKY PEANIOCTaBKH 3a PEIOBHOTO
yBEIOMSIBAHE Ha 3asBHUTENIS, PECIIEKTHBHO — Ha Xajubomojaress, YHUHTO YIbIHOMOIIECH
MIPEICTABUTEL € ,,LOAPMAJIBAVIC” EOO/I. VBeIoMSBaHETO € U3BBPIICHO B CHOTBETCTBHE C
pasnopenoute Ha AIIK u cy6cuauapso — ¢ Te3u Ha ['TIK.

Be3paxkeHusita 3a HapyliaBaHe Ha IpoleaypaTa IO H3JaBaHE Ha OCIOPEHHUS
aJIMHHHCTPATHUBEH aKT M 3a JIWICAaTa Ha JaHHH 3a W3TOYHHIIMTE HAa OTKPHUTATa [I0-HUCKA IICHA
B JlatBusa, KII cumrta, 4e ca ChINO HEOCHOBAaTeNHH. VI310XXe€HUTE NOBOAU 3a JIOIMYCHATH
HapyIIeHHus Ha IMpoIle[ypara o u3/1aBaHe Ha pemeHneTo ceriacHo Hapenbarta 3a yenoBusra,
MpaBUJIaTa U pejia 3a peryjIupaHe U perucTpUpaHe Ha IICHUTE Ha JIKAPCTBEHUTE IPOIYKTH, HE
KOPECIIOHAUPAT C MPEACTAaBEHUTE U NPUJIOKEHU KBbM MPENHCKaTa IMCMEHHU J0Ka3aTelCTBa.

B xonkperHust ciydait, ¢ Pemenne Ne HCP -5774 or 09.03.2015 r. 3677 or
06.06.2014 r. HCIIPJIII e yTBBbpaui HOBa I€Ha 3a CBUIMS JIEKApCTBEH MPOAYKT
OXALIPLATIN ACCORD concentrate for solution for infusion 5 mg/ml 1 x 20 ml cnen
U3THYAHETO Ha IIEeCT Mecela OT JaTaTra Ha yTBbp)KJaBaHe Ha MpeaxoaHara My neHa. Tosa e
TakKa, 3all0TO CBHIVIACHO HOpMATHBHUTE H3UCKBaHUsA — wi. 43 ot HapenOara 3a ycioBusra,
IpaBUIaTa M pe/ia 3a peryaupaHe U perucTpUpaHe Ha IIEHUTE Ha JEKApCTBEHUTE MPOAYKTH Ha
BCEKH LIECT Mecella OT JlaTaTa Ha yTBbpJK/1aBaHe Ha nocieaHara nesna Ha JII1 nputexarensar na
paspemeHreTo 3a ynorpeba WM HEroB YI'BIHOMOIIECH IIPEICTaBUTEN € 3aIb/DKeH Ja
OpeicTaBs JAeKjIapanus/3asBieHHe 3a MpPOMsSHA Ha YTBbpJEHATa IIeHa Ha CHOTBETHHUS
JIEKapCTBEH MPOJYKT. 3asBUTENSAT € M3IBJIHWI BMEHEHOTO MY 3aJb/DKEHHE KaTo € IOoJal B
3aKOHOYCTAHOBEHHSI CPOK JIEKJIapallys 3a JIUIca Ha MPOMsIHA Ha IOCJIeJHaTa YTBhp/eHA [[eHa
Ha npoussojuren Ha To3M JIII. M3Bbpiiena e mpoBepka Ha mojafeHaTa AEKIapalls Ha
29.12.2014 r. (natata Ha noJaBaHE Ha JCK/IapalusATa), IPH KOATO € OTKPUTA MO-HUCKA IeHa
Ha nmpousBouTeN B JIaTBus, B pazmep Ha 23,90 eBpo. 3asBUTENAT € OHIT yBeIOMEH 3a Ta3H IIeHa
Ha 30.01.2015 r. ¢ yBegomurenno mucmo Ne 60-01-4465 o 4469/30.01.2015 r., HO BBIpeKH
yKa3aHUATa 3a OTCTPAHSIBAaHE HA KOHCTATUPAHUTE HEPEIBHOCTH OT CHINUS HE € MOCTHIUIIO
3asBlIeHUE 3a MpoMsiHa Ha neHata Ha JIII. B crorBercTBHE ¢ kommereniuute cu HCIIPJIIT
ciy)xeOHO, Ha ocHoBaHHe Wwi. 43, ai. 8§ or Hapenbara, e B3en peuieHue 3a HaMalisiBaHe Ha
nieHara. [lo-Huckara pedepenTHa 1ieHa 3a cpius JII1 e ycraHoBeHa B MyOIHMYHHS PETHCTHD Ha
pedepeHTHUTE IBpXKaBH, KOWTO € omoBecTeH Ha VHTepHer crpanmmara Ha HCIIPJIII.
U3TounuKbT Ha MHpOpManUATa € mocodyeH U B MoTuBuTe Ha Pemenune Ne HCP —5774 or
09.03.2015 r. wa HCIIPJIIT. Hamepenarta kbM maTaTa Ha IpoOBEepKaTa IMO-HHCKA IEHA Ce
NOTBBPKJaBa OT eKcnepTeH nokiaazn ot 23.03.2015 r., craHoBHIIE HA AUPEKLUS ,, AHATUTHYHN



neitgocTH ¥ KOHTpos” Ne 70-00-60/23.03.2015 T. M IPUIOXKEHUTE Pa3NEUaTKH, KAKTO 1 OT
nporokomu Ne 106 ot 26.02.2015 r. u Ne 110 ot 25.03.2015 r. Ha HCUPJIIL

ClleloBaTENHO, BH3pOKEHHATa Ha jkanbomoaresni, He ca HaJIMIE TpOIeCyallHH
napymenust Ha HCIIPJIII mo u3fiaBaHeTo Ha aKta, ca ¥ HEeIOKa3aHH.

Bp3 OCHOBA HA M3IOXKEHUTE CHOOPaXCHHS M TNPEICTABCHHUTE JI0Ka3aTeJICTBa,
KoMHCHSTa IO IIPO3PAYHOCT TIpHEMa 33 YCTaHOBCHO, M€ mananenuar ot HCIIPJIII
aJIMHHHACTPATUBEH aKT € 3aKOHOCHOOpPA3eH, OCTAHOBEH € OT a/JMHHHCTPATHBHHA opras, B
qEETO KOMIETEHIMH € POMsHATa Ha YTBBP/ICHA LICHA Ha JNIeKapCTBEHHs! TIPOAYKT, MOCOYCHH
ca (aKTHYeCKUTE U IPaBHA OCHOBAHUA 34 p3naBaneTo My. Hammie ca BCHUKH H3HCKyeMH OT
3aKOHA MPETIOCTABKH 33 BAJIMIHOCTTA My- CIa3eHa © nucMeHara GpopMma 3a M3J[aBaHETO MY,
[10COYEH € CPOKBT H OPraHbT, IPeJi KOHTO MOXKeE /a 6b1e 00XaIBaH, JaTaTa Ha W3/1aBaHeTo, a
TaKa CHIIO ¥ [UTBXKHOCTTA Ha MOJIKMCATIOTO IO ONPaBOMOIICHO arbxHOCTHO Jme. [Tocouena
¢ pebepeHTHATA ABPXKABA, B KOSTO € OTKPATA no-auckara nesa Ha JII1, mocoueHa € neHara u
[yGIMYHESL PETHCTBP HA JbPXKaBaTa, OTOBECTCH Ha CHOTBETHATA €IEKTPOHHA CTpAaHHUIA HA
CeBera. :

AIMAHUCTPATHBHUSAT OPraH € CHa3uil yCTaHOBCHHUTC HOpPMATHBHH M3MCKBaHHA U €
W3a7 pereHne, ChoOpaseHo ¢ aIMHHECTPATHBHO-TIPOLIECYATHHTE MPABHJIA U C MaTEpHaIHO-
npaBHHUTE Pa3nope/oH Ha 3JIIIXM H HOI3aKOHOBHTE HOPMATHBHH aKTOBE OTHOCHO TIPOMSIHA
Ha 1eHa 1o wi. 261, an. 1 0T ChIuMs 3aKOH U OTPassABAHE Ha npoMenenara nena B [Ipunoxenne
Ne 2 na [lo3uTHBHHS JIEKApCTBEH CIHCBK 34 JeKapCTBEHMs MPOJYKT OXALIPLATIN
ACCORD concentrate for solution for infusion 5 mg/ml 1 x 20 ml.

C ornexn ropemsnoxenoto, KII B3¢ pemeHue Ja OTXBBp/IM Kambara Ha
L,LOAPMAKOHC” AJl xato HeOCHOBaTeIHA.

HacTosIIoTo pelenne 1a ce choomm He3abaBHo Ha 3apHTEPECOBAHUTE CTPAHU.
PelieHHETO TIOUIEXKH Ha 06KaIBaHe MPe/ aMHHACTPATHBHHA CBI — Codus rpan, B

14-7HEBEH CPOK OT CHOOIIABAHETO My HA 3aHHTCPECOBAHHTE CTpaHH.

MPEJACEJATEJL:
JI-P BOMKO ITEHKOB




