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Ha ocrHoBanue ui. 266 ot 3akoHa 3a JJeKapCTBEHTE MPOJIYKTH B XyMaHHAaTa MeIMIIAHA
/3JITIXM/ BBB BpBb3Ka ¢ wi. 81 1 wi. 97 o AnMuHHCTpaTHBHONpOLecyanHus koaexce /AIIK/ u
wi. 15, ain. 1 u 2 ot [IpaBmiiHuKa 3a yciioBusTa U peja 3a padbora Ha KoMuusita 1o nmpo3paqysoct
u nporokonm Ne 17 or 5 wmait 2015 r. orHocHo xanba Ha ,,@APMAKOHC” AJl,
npeactasisiBaHo oT 305 Credpanosa JlendeBa - H3NBIHUATENICH TUPEKTOP, cpemty Pemrenne Ne
HCP — 5775 or 09.03.2015 r. sa HanmonanHusi chbBET IO IIEHM M peuMOypcupaHe Ha
JIEKapCTBEHU IIPOAYKTH,

KOMUCHSITA 110 ITIPO3PAYHOCT
PEIIMN:

OTXBBbPJIS xaro HeocHoBaTenHa xanba ¢ BX. Ne 70-00-57 ot 20.03.2015 r. cpemy
Pemenne Ne HCP — 5775 ot 09.03.2015 r. Ha HanmonamHust ChBET 110 LIEHU U peuMOypcupane
Ha JiekapcTBeHU npoayktu 1o npenucka Ne KIT-00-80 ot 03.04.2015 r. na Komucusra no
MIPO3PavHOCT, C KOETO C€ YTBBbpXJaBa IMpOMsSHA Ha IleHa 1mo wi. 26la, an. 1 or 3akoHa 3a
JIEKapCTBEHUTE NPOAYKTH B XyMaHHAaTa MeJWIMHA M Ce JONycKa NpPOMsHAa Ha IleHaTa B
[Mpunoxxenne Ne 2 Ha IlosutuBHuUs nekapcrBeH cmuchk Ha JIII CISPLATIN ACCORD
concentrate for solution for infusion 1 mg/ml 1 x 100 ml.

MOTHUBH:

Cnen 3ano3HaBaHe ¢ kajnbaTa W NpereHKa Ha W3JI0XKEHHTE JOBOAM U MPE/ICTaBeHUTE
IECMEHH JIoKa3aresicTBa, KoMUCHATA 110 TPO3PaYHOCT IIpHEMa 3a YCTAaHOBEHO OT (haKkTHYeCKa
U TIpaBHA CTPaHa CJIEAHOTO:

ITpousBoactBoTo npen Komucusra no npospaynoct /KII/ e obpazyBano ¢ nmogaBane
Ha xanda or AKOPJI XEJITKEBP JIUMUTHU]] (ACCORD HEALTHCARE Limited UK) upe3
»PAPMAKOHC” AJl, cbe cepanmumie u aapec Ha ynpasieHue: rp. Codus, Paiion ,,JIozenern”,
Oyn. ,lleito SIBopoB” Ne 44, er. 1.

C xanbara ce ocnopsa Pemenne Ne HCP- 5775/ 09.03.2015 r. na Hanmonanaus cbBeT
3a IIEHH M peuMOypcHpaHe Ha JIEKapCTBEHH IPOIYKTH, C KOETO C€ YTBBpXKIaBa MPOMSHA HA
neHa mo wi. 26la, an. 1 or 3akoHa 3a JEKapCTBEHUTE MPOAYKTH B XyMaHHAaTa MEIMI[MHA
/3JIIIXM/ na nexapctBenust npoaykt (JIIT) CISPLATIN ACCORD concentrate for solution
for infusion 1 mg/ml 1 x 100 ml u ce momycka nmpomsiHa Ha neHara B IIpunoxenue Ne 2 Ha
[TosutuBHUs nekapcrBeH cnuchk /ITJIC/.

IIpurexaren Ha paspemenuero 3a ynorpeba (IIPY) na mocouenus JIIT e AKOP]]
XEJITKEBP JIMMUTU]] (ACCORD HEALTHCARE Limited UK), a HeroB ymbIHOMOIIEH
NpeACTaBUTE 110 npoLeaypara no 4wi. 43, ain. 1 u an. 2 or Hapenbara 3a ycnoBusTa, npaBujiara
U pejia 3a peryJiipaHe ¥ PerHCTpUpaHe Ha LIEHUTE Ha jJekapcTBeHuTe npoaykTtu (Hapenbara) e
. DAPMAJIBAVIC” EOOJI, npeAcTaBisBaHo 0T J1-p UBa Anexcanzaposa [IspBoBa-Xpucrosa.

Hckanero e Pemenune Ne HCP - 5775/ 09.03.2015 r. Ha HanimoHatHusS CHBET 3a LIEHH
U peuMOypcHpaHe Ha JIeKapCTBEHH MNPOAYKTH Ja ObJe OTMEHEHO KaTO HENpPaBUIIHO,
HE3aKOHOCHOOPpa3HO ¥ HEOOOCHOBAHO.

HCIIPJIII e ysemomun ,,®APMAJIBAUC” EOO/I, npeacrasiasBado ot [I-p Usa
AnexcanapoBa IIspBoBa-XprcToBa, B Ka4eCTBOTO My Ha YIIBJIHOMOIICH IPEICTABUTE] Ha



AKOPJI XEJITKEBP JIMMUTU]] (ACCORD HEALTHCARE Limited UK), ma 09.03.2015
r. 3a moctaHoBeHoTo oT Hero Pemenune Ne HCP — 5775 ot 09.03.2015 .

XKanbara e moganena no Komucusita no npospaynoct upe3 HCLIPJIII na 20.03.2015
r., kpaero € Bxoaupana mox Ne 70-00-57/20.03.2015 r. B Kommcusita mo mpo3padHocT €
MOCTBIIMJIA 3a€AHO C OKoMIUIekToBaHata mpernmcka Ha 03.04.2015 r. u e 3aBeneHa B
aJIMHHHCTPAaTUBHO-UH(OpMAIIMOHHATA CHCTEMa Ha MMHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO
mox Ne KII- 00-80/03.04.2015 r. 3a nmocranoBeHoto pemenue or HCIIPJIII e yBemommn
LDPAPMAJIBAVIC” EOO]I, npeacrapispaso ot JI-p MiBa Anexcanposa I[TspBoBa-XpHcToBa,
B KauecTBOTO My Ha ymwaHomomneH npeacrasuren Ha AKOPJl XEJITKEBP JIMMUTU], a
xanbara e nonanena ot ,,GAPMAKOHC” AJl, npeacTaBinsBaHO OT U3IBIHHTETHHUS JUPEKTOP
305 Credanosa Jlemuena.

JXanbGara e mojaneHa B 3aKOHOYCTaHOBEHHs 14- THEBEH CPOK 3a 00KaIBaHe, CIUTAHO
OT JaraTa Ha YBEJOMSBAHETO, MMOPAJM KOETO ChIIaTa € pPeJOBHA OTHOCHO CIIa3BaHETO Ha
u3ucKBanusaTa Ha wi. 84 ot AlIK.

KeMm xanbata He ca NMpUIOKEHH AOKYMEHTH 32 TBPrOBCKaTa PErucTpalus Ha
~OAPMAKOHC” AJl chriacHo OBIrapckoTO 3aKOHOAATEICTBO, HE € IPEACTaBeHO U
IIBJIHOMOIIIHO OT IPHUTEXKATENS Ha pa3pelIeHUETO 3a ynoTpeda Ha IOCOYEHHS B 00KaJIBAHOTO
pelIeHue JIEKapCTBEH IPOJYKT, Mo cuinara Ha koero ,, DAPMAKOHC” A/l na npezacraBisBa
JpYXecTBOTO — xanbomoaaren. KbM mpenuckara HiMa JaHHH, OT KOUTO 1a € BUJHO KaKbB €
cTaryTsT Ha ApyxectBoto — [IPY na JIII, u uma m1 To HaAneKHA THProOBCKa PErMCTPaIUs
CHIVIACHO HAIMOHATHOTO 3akoHomarencTBO Ha O6emuHenoto Kpancro. He e mpencrasen
JOKYMEHT 32 HeroBaTa aKTyaJHaTa PErHCTpalis U 3a PbKOBOIHHUTE My OpPTraHH.

[Topagu HepemOBHOCT Ha jkaibara BBB BpB3Ka C IIPEJCTaBUTEIHATA BJIACT Ha
xanbormomarens, Ha ChINUA € u3npareHo npenopbyaHo nucmo Ne KI1-00-80/07.04.2015 r., ¢
KOETO MY € YKa3aHO B 7-THEBEH CPOK Jla OTCTPaHH JIOIyCHATHTE HEPEIOBHOCTH, CHITIACHO YII.
87, an. 1 ot AIIK.

C mucmo, 3aBesieH0 B MHHHCTEPCTBOTO Ha 3/paBeona3BaHeTo ¢ BX. Ne KI1-00-85 ot
09.04.2015 r., xanbomnogaTensaT € NMpeACTaBUI JTOKYMEHTH 3a ThPrOBCKaTa perucTpamnus Ha
ACCORD HEALTHCARE Limited UK u HeroBuTe pPBKOBOAHH OpraHH, KakTO H 3a
yneiaHoMomaBaeto Ha ,,OAPMAKOHC” AJl, npencraBisiBaHO OT HW3IBJIHUTEIHUS MYy
mupextop 3o Crepanosa JlemyeBa. [IbIHOMOIMHOTO € HOTAPUAIHO 3aBEPEHO, MOJIMUCAHO OT
r-H J[xeiimc Bwpa, B kayectBoTo My Ha qupektop Ha ACCORD HEALTHCARE Limited UK,
¢ koeto e ymwaHoMoineHo ,,APMAKOHC” AJl na mpejacraBisBa ApPYyXKECTBOTO IpPex
pa3znuyHu UHCTUTYIUH B beirapus, BmountenHo u npen Komucusita no npospagnoct. Ot
IPEICTaBEHOTO YIOCTOBEPEHHE 3a aKTyaqHOTO chcrosiHue Ha [IPY e BuaHo, ye nmuero,
MOJMKCATIO ITBJIHOMOIIHOTO MMa IIPEe/ICTABUTEIHA BIIACT.

KBbM mHCMOTO U B mpenuckara He € MPHJIOXKEHO yJIOCTOBEpEHHE OT ATEHIIHATA 110
BIIMCBaHUATA 3a Thprosckara peructpanus Ha ,,DAPMAKOHC”, Ho e nmocouen EUK Ha
JIPY’KECTBOTO H IIpH U3BBpIIEHATA CiIy>keOHa CIpaBKa € YCTAaHOBEHO, Y€ CHINOTO JPYIKECTBO €
HAJUIE)KHO PETHCTPUPAHO 110 OBJIrapCKOTO 3aKOHOAATENICTBO U Y€ MOAINUCAIOTO JKajibara JIHIe
3o0s CredanoBa /lerueBa e HEroB U3MbIHATENEH qupekTop. Cra3eHu ca H3UCKBAHHUATA HA L.
85 m un. 86 ot AIIK.

BeB Bpw3ka ¢ ropeusnoxesHoro, KII cuumra, dYe mocTbnmiara xamaba oOT
»PAPMAKOHC” AJl, mpencraBisBaHO OT H3NbJIHHTENHHS aupektop 3os Credanosa
Jlenuesa, e peloBHA U omycTrMa 3a pasriexaane ot KII cbo6pa3Ho kommeTeHTHOCTTA # — 4l.
266, ain. 1 ot 3JIIIXM.

Pasrnenana mo cemectBo jxanbara, nmomaneHa ot ,,APMAKOHC” AJl cpemy
Pemenune Ne HCP — 5775 ot 09.03.2015 r. Ha HanimoHanHus ChBET MO LIEHU U peuMOypcupane
Ha JIEKapCTBEHHU MPOIYKTH, C KOeTo o wi. 261a, ain. 1 ot 3akoHa 3a JeKapCTBEHUTE MPOAYKTH
B XyMaHHaTa MEJUIMHA ce yTBbpAaBa 1eHa Ha jekapcTtBeHus npoaykt(JIIT) CISPLATIN



ACCORD concentrate for solution for infusion 1 mg/ml 1 x 100 ml u ce nomycka npomsiaa
Ha neHara B Ilpuioxenue Ne 2 na [lo3uTHBHHS NekapcTBeH CHUCHK, Kommcusra mo
IIPO3pa4yHOCT HaMMpa, 4e € HEOCHOBATEIIHA, IO CIISIHUTE ChOOPAYKEHHUS:

B xanbara ce TBBp/M, Y€ PELICHHUETO € HE3aKOHOCHOOPA3HO, Thil KaTo HE € cla3eHa
IpoleaypaTa BbB Bpb3Ka ¢ U3BbpIIEHATa CIIy>keOHa IPOBEpKa, KaTo KajaOomoaaTeNsT He € Ouil
yBEJIOMEH 3a KOHCTaTHPAaHHTE [IpU IIpOBEepKaTa HEPAOBHOCTH U HE € My e Ouiia npeaocraBeHa
BB3MOXKHOCT Jla IOJaJe 3asBJIIEHHE 3a IPOMSHA Ha IleHaTa Ha mocodeHus mo-rope JIIT.
W3noxeHu ca 10BOJAU, 4e OOXAIBAHOTO pelIeHHEe € HEeOOOCHOBAHO, Y€ HE € IOCOYEH
U3TOYHHKBT HAa HHpOpManusTa 32 HamepeHaTa no-urcka nexa ua JII1 8 Ucnanus.

ITo oTHOIIEHNE HA BB3paKEHUATA 32 PEIOBHOCTTA HAa U3BHPIIEHOTO YBEAOMSBAHE 110
1. 43, an. 7 or Hapenbara u HapymaBaHe Ha mpolegypaTa IO H3JaBaHe Ha OCHOPEHHs
apmuHuctpatuseH akT, KII cunra, ye chimuTe ca HEOCHOBATETHH.

M3noxeHuTe 10BOIM, Y€ JIUIICBA YBEJIOMSIBAHE 3a H3BBpIICHATA CIIy)KeOHa IPOBEpKa,
IpU KOSATO € yCTaHOBEHA M0-HUCKa IeHa B McrmaHms 3a mocoueHus B jkandara JIeKapCTBEH
IPOAYKT, Ca CaMO TBBPJICHHS, KOUTO HE ca MOAKPENeHH ¢ KaKBUTO U J1a € OMJI0 JOKa3aTe/ICTBa.

Ot npencTaBeHUTE U NPHIIOKEHH KBM MPEIHCKaTa IUCMEHH JOKa3aTeJICTBA € BUIHO,
e ¢ gexnapanus ot 29.12.2014 r.,,GAPMAJIBAVIC” EOO/I, npeicTaBIsiBaHO OT yIIPaBATENS
n-p HWBa AnekcangpoBa IIbpBoBa-XprcroBa, B KayeCTBOTO My Ha YIBJIHOMOIIEH
npencrasuren Ha [IPY na JIIT CISPLATIN ACCORD concentrate for solution for infusion 1
mg/ml 1 x 100 ml, e nexnapupana, de neiicTBamara eHa Ha npousBoauTen Ha To3u JIIT He e
I0-BUCOKA OT JICBOBaTa paBHOCTOMHOCT Ha Hal-HUCKaTa IIeHa Ha Ipou3BoauTeN Ha chius JIIT
B pe(hepeHTHUTE CTPaHH.

Ha ocnoBanme wuin. 43, an. 7 or Hapenbara, cien u3BBpIIEHa NpOBEpKa OT
cnenuanusupadara aamusuctpanus Ha HCIPJIII wBa mnomanemara  nexiapanus,
~PAPMAJIBAMIC” EOO]I, mpeicraBisBaHO OT ympaBuTens 1-p Vsa AnexcaHapoBa
[TepBoBa-XpHcToBa, € 6miao HamiexHo yBemomeno Ha 30.01.2015 r. 3a koHcraTtupaHuTe
HEepPEeZIOBHOCTH U YCTAaHOBEHATA IT0-HUCKA IIeHa 3a ropenocouenus JII1 ¢ yBenomutenno mucmo
Ne 60-01-4465 no 4469/30.01.2015 r. B chmoTo M3pHYHO € yKa3aHO, 4e cileasa aa Obie
II0JIaJICHO 3asBJICHHE 3a IpoMsiHa Ha neHara Ha JIII B 14-1HEBeH Cpok OT mosydyaBaHETO MY,
KaTo B IIPOTHBEH Cilydaii me 6bae B3ero cinyxeOHo pemenue or HCIIPJIIT 3a npoMsina Ha
yTBBpJ/IEHATa IieHa Ha ocHoBaHWe 4i. 43, an. 8 or  Hapenbara. I[TucmoTo € m3mpareHo mo
enekTponHata noma Ha 30.01.2015r. va nocouenus ot 3assurens ,,DAPMAJIBANC” EOOJ]
eJeKTpoHeH azapec — pharmadvice.ltd@gmail.com. KbM mpenuckara € HaIM4HO KOMHE OT
CJICKTPOHHHSI 3allMC HAa M3NPATEHOTO ChOOIEHHe. ENEeKTpOHHHAT 3ammMc yAOCTOBepsiBa
IOCTHIIBAHETO HAa CBHOOIIEHHETO B EIEKTPOHHATa CHCTEMa B HacpellHara CTpaHa.
YBenomiIeHreTO € u3npareHo Ha ,,OAPMAJIBAMC” EOO/I, Thit Kato TO € YI'BITHOMOIIIEH
npencrasuren Ha ACCORD HEALTHCARE Limited UK u nexnapanusta-cripaBka 3a neHaTa
Ha JIIT e mojageHa oT ChIIOTO APYKECTBO.

CerimacHo wi. 61, am. 2 or AIIK cpoOmiaBaHeTo MOXKe Ja Ce M3BBPIIM M upe3
€JIEKTPOHHA IoINa WK (akc, ako cTpaHara e IMOCoYMIa TakuBa. A chriacHo wi. 42, an. 4 or
I'TIK Ha cTpanaTa MOraT na ce BphYBaT ChOOLICHHS M Ha IIOCOYEH OT Hesl elIeKTPOHEH ajipec.
Te ce cmarar 3a BpbYEHH C IOCTBIBAHETO WM B IOCOYEHATa MH()OPMAIMOHHA CHCTEMA.
BpbuBaneTo Ha eJIeKTPOHEH azipec chIIacHO Wi. 44, an. 3 ot I'TIK ce yxocrosepsiBa ¢ konue
OT €JIEKTPOHHHUS 3aHUC 32 TOBA.

Ot gpyra crpaHa, B IpemHcKara HsAMa IaHHH, OT KOHTO Ja € BHIHO, Ye
KanbonogarensaT, cboTBeTHO- ,,APMAKOHC” AJl, npejacrasisBa‘o oT 301 Credanosa
JlendeBa - u3NbIHUTENCH qUpeKTop, Aa ca yBenommau HCIIPJIII 3a ymeiHOMOIAaBaHeTo HA
»O@APMAKOHC” AJ] na npencrasnssa ITPY npex KII. AIMUHHCTPAaTHBHHST Oprad HiMa
3aapikeHue na  yeenomsiBa ,,OAPMAKOHC” AJl 3a U3BBPIICHHTE OT HEro
aJIMHUHUCTPATUBHH JIeHCTBHS 110 oTrouHaTara ot ,, GAPMAJIBAMC” EOO/I npouenypa 3a JIIT




CAPECITABINE ACCORD 150 mg film — coated tablets x 60, 3a xodTo € monaneHa
JeKIapaiys OT ChIIOTO APYXECTBO. 3a W3aJCHHs AIMHHUCTPATHBEH aKT — MPEIMET Ha
pasriexjiaHe B HACTOSIIOTO IPOHM3BOJCTBO, HCIIPJIII e ysemommn Ha 09.03.2015 r.
,,QAPMAHBAﬁC” EOO/I, B KaueCTBOTO My Ha yI'bJIHOMOIICH NPEICTaBUTEN Ha AKOPJI
XEJITKEBP JIMMUTU]I, Kato W3pHUHO € TOCOYMI 14- THEBEH CPOK 3a 00XalBaHETO MYy,
CUMTAHO OT JaTaTa Ha JeHs, CIeBAl MoTydaBaHe Ha ChOOmEHHETO. Y BEIOMIBAHETO CHIIO €
U3BBPIUIEHO HA IOCOYEHHS OT LOAPMAJIBAMC” EOOJ] enexrponen azpec. He ce ocriopsa,
Yye pEIIEHHETO He € TOJyYeHO OT ajipecara | ye € 00XKaIBaHO B yKasaHHs CPOK, KOHTO baktu
ce MOTBBPYKIaBar u oT nocrbnmiata Ha 20.03.2015T. B HCLIPJIII xan6a ¢ BX. Ne 70-00-57/
20.03.2015 r., moxazena ot ,,®APMAKOHC” AJl.

C orJjiell H3JI0KEHOTO, OKJIA[UMIINTe HAMHPAT, Y€ Ca HAIULE BCHYKHA NPEIIOCTABKH
33 PEIOBHOTO YBEIOMsABAaHE HA 3as{BUTENA, PECICKTHBHO — Ha anoomoaareys, YHUTO
YI'BJIHOMOIIEH IIPEJICTABUTEII € ,,@APMA}IBAFIC” EOO]/I. YBeIOMsBAHETO € U3BBHPIICHO B
croTBeTcTBHE ¢ pasnopeabute Ha AIIK u cyOcuanapHO — ¢ TE34 Ha ['TIK.

Bo3pakeHHATa 3a HapyllaBaHe Ha IMpoOLeAypaTa 1O H3/aBaHe Ha OCHOPCHHSA
aIMHUHHUCTPATHBEH aKT ¥ 3a JIAICATa HA JaHHM 32 M3TOYHMIIMTE HA OTKPHTATA IIO-HACKA IEHA
B Ucmanms, KII cuwra, ye ChIIUTE Ca CHIIO HEOCHOBATCIIHH. U3noxxeHUuTe IOBOJIM 3a
JOTYCHATH HApyLICHUs Ha NPOIEIypara [0 W3JlaBaHe Ha PEIICHHETO ChIIACHO Hapenbara 3a
yYCIIOBHSTA, TIPABAJIATA U PeJia 33 PEryJMpaHe ¥ PErMCTPUPAHE HA LEHHTE Ha JICKAPCTBEHHATE
IPOJKTH He KOPECIOHIMPAT C MPENCTABEHATE M NPUIOKEHA KbM MPCMHUCKATA MHCMEHH
JI0Ka3aTescTBa.

B xonkpetHHs ciydaif, ¢ Pemenue Ne HCP — 5775 ot 09.03.2015 r. HCIIPJIIT e
yTBBPIMI HOBA LIEHA 32 ChHILKs JICKapCTBEH NPOAYKT CISPLATIN ACCORD concentrate for
solution for infusion 1 mg/ml 1 x 100 ml crnex U3THYaHETO Ha MIECT MECENa OT Aarara Ha
yTBBpXIaBaHe Ha IpeAXojHara My HeHa. ToBa e Taka, 3aIlOTO CBHIIIACHO HOPMATHBHHTE
mauckpanus — wi. 43 or Hapenbara 3a ycnoBusiTa, NpaBWiaTa W pefia 3a peryjiupaHe H
PericTpHpaHe Ha LEHHTE Ha JEKApCTBEHHTE MPOAYKTH HA BCEKH LIECT MECela OT JaTara Ha
yTBBpIKIaBaHe Ha rocieHaTa nena Ha JIII npuTexaTensT Ha paspeleHueTo 3a ynotpeba uiu
HEroB YIBJIHOMOIIEH IPEeJCTaBHUTENl € 3aIb/DKEH J1a MPEZCTaBs JeKIIapalnus/3asBleHue 3a
IIPOMsHA HA YTBBPJCHATA [IeHA HA ChOTBETHHUS JIEKAPCTBEH MPOIYKT. 3asgBHUTENAT € H3ITbITHUI
BMEHEHOTO MY 3aIb/DKEHHE KaTo € MOJaJl B 3aKOHOYCTAHOBEHHS CPOK JIEK/Iapalis 3a JINTCa Ha
NpoMsHA HA MOC/IEJHaTa YTBBPICHA IleHa Ha NMPOM3BOIUTEI HA TO3H JIT1. W3BbpIIeHa €
mpoBepka Ha TMojajeHara nAekiapamus Ha 29.12.2014 T (matara Ha mojaBaHe Ha
JeKJIapanusTa), IPU KOSTO € OTKPUTA II0-HHUCKA [IeHa Ha NPOU3BOAUTEI B HWcnanus, B pasmep
Ha 22,30 eBpo. 3asBuTenAT € OMJ yBEJIOMEH 3a Ta3H IleHa Ha 30.01.2015 r. ¢ yB€ZOMUTEIHO
mucmo Ne 60-01-4465 no 4469 /30.01.2015 r., HO BBIPEKH yKa3aHUATA 3a OTCTPAHABAHE HA
KOHCTATHPAHUTE HEPEIBHOCTH OT CHIIHNA HE € MOCTHIIAIIO 3asBICHUE 32 IIPOMSAHA Ha IeHaTa Ha
JIIT. B cwvorBercTBHe ¢ kommerenmuute cu HCIIPJIII, Ha ocHoBanme 4i. 43, am. 8 ot
Hapenbata, € B3eN pelieHue 3a HamajsBaHe Ha ueHara. Ilo-Huckata pedepeHTHa LieHA 3a
comms JII1 e ycTaHOBeHa B MyONHMYHHS PErHCTHP HAa pedepeHTHHTEe ABPKABH, KOHTO e
onoBecteH Ha MaTeprer crpanuuara Ha HCIIPJIIL. M3TOYHUKBT HA uHpopMauITa € I0COYEH
i B MotuBHTe Ha Pemenue Ne HCP —5775 ot 09.03.2015 r. wa HCIIPJIIL. Hamepenara kbM
JlaTaTa Ha MpOBepKaTa MO-HHUCKa IIeHa Ce MOTBBpXKAaBa OT EKCIICPTCH AOKIal OT 18.02.2015
I., CTAHOBHILIE HA AUPEKIHS ,,AHATUTHYHH JEHHOCTH U kouTpoX” Ne 70-00-57/23.03.2015 1. u
IIPATIOKEHHTE pasredarky, Kakro W or mporokonu Ne 106 or 26.02.2015 r. u Ne 110 ot
25.03.2015 r. sa HCIIPJIIL.

CrieoBaTenHO, BB3paKEHWsTa Ha Kanbomojaressi, 4e ca HaJMIE NpOLeCyaTHH
napymenus Ha HCLIPJIII o u3naBaneTo Ha aKkTa, ca M HE/IOKa3aHH.

B3 OCHOBa HAa W3IOKEHUTE CHOOpaXEHHs M IPEICTABEHUTE [0Ka3aTesICTBa,
Kommucusta IO TpPO3Pa4HOCT IIpHEMa 3a YCTAHOBEHO, Y€ H3JANCHUAT OT HCILIPJIIT



a[MAHECTPATHBEH aKT € 3aKOHOCHOOpa3eH, IOCTAHOBEH € OT aIMHMHHCTPATHBHUSA OpraH, B
YHATO KOMIIETEHIWH € POMsHATA Ha YTBBP/CHA [[eHa Ha JICKAPCTBEHHUS IPOIYKT, MOCOUCHH
ca (haKTHYECKUTE U NPABHA OCHOBAHHS 32 M3/aBAHETO MY. Haymie ca BCHYKH U3UCKYEMHU OT
3aKOHA TPE/INOCTABKH 33 BAIMIHOCTTA My- CIa3cHa € ImicMeHara ¢dopma 3a M3aBaHETO MY,
[I0COUEH € CPOKBT M OPTaHbT, Ipel KOWTO Moxe 1a Ob/e 00KayBaH, 1aTaTa Ha H3/1aBaHeTo, a
TaKa ChIIO ¥ JTHKHOCTTA HA MOIMKCAIOTO I'O OMPaBOMOIIECHO JATBXHOCTHO JIHIIC. [Tocouena
e JIBbp)KaBara, B KOATO € OTKpHUTa [O-HUCKara IeHa Ha JIT1, mocoueHa € 1eHara ¥ myOoIuYHuUs
PErucTHp Ha ABPKABATA, OTIOBECTEH HA CHOTBETHATA C/ICKTPOHHA CTpaHHIA na HCIIPJIIL

AJIMEHECTPaTHBHHAT OpraH € CIashjl yCTAHOBEHHTE HOPMATHBHH M3MCKBAHMS M €
W34 pelieHre, ChoOPaseHo ¢ aIMMHUCTPATHBHO-IPONECYATHATE NPABHIIA 1 € MATCPHATHO
npasauTe pasnopenou Ha 3JIIIXM u moJ3akOHOBUTE HOPMATHBHI aKTOBE OTHOCHO MPOMSIHA
Ha 1ieHa mo Wwi. 261, an. 1 oT chIuus 3aK0H U OTPA3sBAHE HA IPOMCHCHATA LICHA B [Tpunoxenue
No 2 na ITo3UTHBHUS JIEKAPCTBEH CIHMCBHK 3a JICKApCTBEHHUS MPOAYKT CISPLATIN ACCORD
concentrate for solution for infusion 1 mg/ml 1 x 100 ml.

C orie]i TOPEU3JIOKEHOTO W B3 OCHOBA Ha NPEJICTABEHUTE I0Ka3aTe/CcTBa KIT B3e
peleHue J1a OTXBbPIIH xanoara Ha ,, DAPMAKOHC” AJl xaro HEOCHOBATE/IHA.

HacTosimoro pemeHue aa ce cHO0ImHU He3a0aBHO HA 3aMHTEPECOBAHUTE CTPAHH.

PeleHEETo TOUIEKH Ha 00YKaIBaHe pel aIMUHACTpaTHBHUS b — Codust rpaj, B
14-7HEBEH CPOK OT CHOOIIABAHETO MY HA 3aHHTEPECOBAHUTE CTPAHH. '
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