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Ha ocHoBanme 4. 266 ot 3akoHa 3a JIeKapCTBEHHUTE NPOIYKTH B XyMaHHATa
mequuuna (3JIIIXM), BbB Bpb3ka ¢ wi. 81 u wi. 97 0T AAMHHHCTPATHBHONPOIECYATHHS
kozieke (AIIK) u un. 15, an. 1 u an. 2 or IlpaBuiHuKa 3a ycioBusTa M peza 3a paboTa Ha
Komucusara no npospagnoct no 3JIIIXM u npotokon Ne 22 ot 10.06.2015 r. na KomucusTa
IO [IPO3payHOCT, OTHOCHO xainba ¢ Bx. KI1-00-119/02.06.2015 r.

Komucusra no npospagsoct

PE I K:

OTXBBPJISA xato meocHoBaTenHa xkanba ¢ Bx. KII-00-119/02.06.2015 r. cpemy
Pemenne Ne HCP-6177/08.05.2015 r. Ha HarmoHasHus CBBET [0 LIEHH U peuMOypCcHpane Ha
JICKapCTBEHHUTE MPOJIYKTH, C KOETO C€ HM3BBpIIBA YTBHP)KIaBaHE HA IPOMsIHA Ha [[€HA IO Y.
26la, an. 1 or 3JIIIXM B Il03MTHBHHS JI€KapCTBEH CIHCHK HA JIEKAPCTBEHHS IIPOIYKT
Pioglitazone Accord 30 mg tablets x 30.

MOTHUBHU:

1. OTHOCHO cra3BaHeTO HA H3MCKBAHMATA Ha W1 85 ot AIIK:

JKanbara e nopaznena ot ,,Axopn Xentkebp Jlumurua“ O6emuneno Kpaictso, upes
»Dapmakonc* AJl, EUK 131447477, upencrasisBano or 3os Credanopa Jlemdesa, w3l
JAHPEKTOp, ChC Celaiuile u aapec Ha ympasieHue: rp. Codus, paiion Jlosenern, Oyi. ,,Ileiio
SBopoB* 44, ert. 1.

JKanbara e mopazena no KommcusaTa mo mpo3padHOCT, Karo € ajpecupaHa dgpe3
Hauronanuus CbBeT M0 LeHH U peuMOypCHpaHe Ha JIEKApCTBEHH IIPOJYKTH, HO € BXOJUPaHa
B sienoBoacTBoTOo Ha M3 ( Ne KII 00-119/22.05.2015 r. ). OxoMIUIEKTOBaHATA MPENHCKA 110
xanbara e uznparena B KIT or HCL[PJIII.

B xanbGara ce mocouBa, ye akTBT, KOHTO ce oOxanBa ¢ Pemenme Ne HCP-
6177/08.05.2015 r. na HanmoHanHus ChBET 1O LEHH M peUMOYpCHpaHe Ha JIeKapCTBEHHTE
NPOAYKTH 3a YTBBpXJAaBaHE INpOMSHA Ha IeHara mo wi 26la, am. 1 or 3JIIIXM Ha
nexapcTBeHus mpoaykt Pioglitazone Accord 30 mg tablets x 30.

Hckanero e 3a ormsaHa Ha Pemenne Ne HCP-6177/08.05.2015 r. na HammonanHus
CHBET 110 IIEHH U peuMOypCcHUpaHe.

JKanbara e peloBHA OTHOCHO CIIa3BaHETO HA M3MCKBAHMATA Ha Wi. 85 oT AIIK.

2. OTHOCHO cna3BaHeTo HA cpoka no 41 84 or AIIK:

Kanbonomarensr e 6un ysenomen 3a Pemenme Ne HCP-6177/08.05.2015 r. na
11.05.2015 r., kato € MoMy4HI pelIeHHEeTO HA eIEKTPOHEH aapec. 3aKOHOYCTAHOBEHUST 14-
JHEBEH CPOK 3a o0xkajBaHe 3a jkanbonoaarens udruya Ha 25.05.2015 r. XKanbara e noxanena
Ha 22.05.2015 r., xpueTo e 3aBeneHa mox Ne KIT-00-119/22.05.2015 r. B Komucusrta mo
npo3pa4yHOCT XKanbara e nmonanena upes HCIIPJIII u e BxomupaHa B AJIMHHHCTPATHBHO-
vH(OpMaIMOHHATa cHcTeMa. Ha MUHHMCTEpPCTBO Ha 3/paBeomas3BaHero mox Ne KII-00-
119/02.06.2015 r.



XKanbGarta e nnoganeHa B cpoka no wi. 84 ot AIIK, pecn. un. 8 ot IlpaBunHuka 3a
yCIOBHUSIT2 U pefa 3a pabora Ha Komucusra mo mpo3padHocT 1Mo 3akoHa 3a JIEKapCTBEHHUTE
MPOAYKTH B XyMaHHATa MEIUIHA.

3. OTHOCHO cHIa3BaHETO HA M3MCKBAHUATA Ha 41 86 ot AIIK:

[IpuTexartensT Ha pa3pelieHueTo 3a ynorpeda Ha iekapcTBeHUs MpoAyKT Pioglitazone
Accord 30 mg tablets x 30 e Accord Heathcare Limited /,,Axopx Xentkevp Jlumurug
O6enuneno Kpanctro/, a xanbara e nonanesa ot ,,dapmakonc® AJl upe3 usn. aupexrop 305
Jlemuena.

Ypes cayxeOHa cripaBka B TEProBckusi perucThp M0 NapTHaaTa Ha xKanbomnoaress ce
YCTaHOBSB2, U€ MOIMUCATOTO xanbara muue — 305 JlendeBa € U3IIbIHUTEIEH JUPEKTOP.

KM sxanbara e mpencTaBeHO MBIHOMOIIHO, 0 CHylaTa Ha KoeTo ,,dapmakonc™ AJl e
YIOBIHOMOIUEHO Ja TMpENCTaBlsBa NpPWTEXaTels Ha pa3pelleHHeTo 3a ymorpeba Ha
nekapcTBeHHs npoaykT npexn KIT.

KbMm xanbara € mpuickeH JOKYMEHT 3a akTyajlHa PEerMcTpanus I0 HalHOHATHOTO
3aKOHO/IATENICTBO, M3/IaJieH OT KOMIIETEHTEH OPraH Ha ChbOTBETHATA AbpiKaBa Ha MPUTEXKATEIs
Ha pa3pelieHHeTo 3a ynotpeba Ha JTeKapcTBEHHS NPONYKT M B Ta3d Bpb3Ka € CIaseHo
u3uckBaneTo Ha wi. 86, T. 2 ot AIIK. OT n1oKyMeHTa ce yCTaHOBsBa, Y€ JIMLETO MOIIUCAIIO
IBIHOMOIIHOTO — JIKeiim3 BepT € IupexTop Ha APYXKECTBOTO M KaTo TaKbB MMa IIPaBoOTO Ja
IpEeACTaBIisBA.

XanbGara e penoBHA OTHOCHO CIIa3BaHETO Ha M3UCKBaHHUATA Ha wi. 86 ot AIIK.

[Tocoyenara :xanba e pencBHA M LOIYCTHMA 3a pasriieXIaHe 0 ChIIECTBO.

Pasrrenana mo chinectBo, xanbara Ha ,,Axopn Xentkesp JlumuTHa®  cpemy
Pemenne Ne HCP-6177/08.05.2015 r. 5a HaupoHa HWs CHBET 110 LIEHU B peUMOYpCHpaHe Ha
JIEKApCTBEHHTE IPOTYKTH, C KOETO ¢€ HM3BBDIIBA yTBBPXK/aBaHe Ha MPOMsHA Ha LICHA 110 I
26la, an. 1 or 3JI'IXM B Ilo2uTHBHHAA JIEKApCTBEH CHOHCHK Ha IMOCOYCHHUS IO-TOpe
JIEKapCTBERY: St IPOJIVKT & HEeOCHOBATEeNNHA ¥ Hel0Ka3aHa, opaay CIeHOTO:

C xanbata ce mcka ormsna Ha Pemenuwe Ne HCP-6177/08.05.2015 r. , u3aaeHo 1o
HCIIPJITT. va ocuomanwe ui. 435, an. 8 ot Hapenbara 3a ycioBusTa, MpaBHjaTa U peza 3a
peryiaupaHe U PErMCTPUpare HA IEHWTE Ha JeKapcTBeHnTe nponykTu (HapenGara ). B xanba
ce MOMIB[UKeT TSRPIEHHT 2a Ee3aKOHOUH00pa3HOCT Ha IMOCOYCHOTO PEIICHHWE IOopaan
U3BBPIICHY OT CTpaHa HA AIMAHUCTPATHBHYA OpraH HapylIeHHs Ha MpeABU/CHaTa B
Hapenbara mpouesnypa nc wi. 43 BEB BPh3Ka C U3/laBaHE HAa PELICHHETO W IO-TSCHO BBB
Bpb3Ka C YReIOMSBAHETO a2 HAMEPeHATa TO-HHUCKa [I€HA M ChCTABeHHs 32 LeNITa IPOTOKOI;
HEOOOCHOBAHOCT ¥ ITPOTHROpEYne Che 3akoHa. ITommepxa ce ChIO Taka TBBpJAEHHE, 3a
HEMOTHBHPAHOCT HA PEHICHNETO, TIOpard TaK¥OHWYHH MOTHBH.

OT cTpara Ka AAMWBRHCTPATHBAYST OpraH — HAIMOHANEH ChBET 110 IEHH ¥ peuMOypcrpane
Ha JieKapcT3eHuTe Mpoayx e (ChReTa) € OKOMIUIEKTOBaHa € M3NpaTeHa aMUHUCTpaTHBHATA
MPENUCKa (0]} OIUC.

[To orHOUIEHWe HA HANPA3eHOTO B Kajnbara BH3PAXKEHHE 3a PEIOBHOCTTa Ha
U3BBPIICHOTO YBEJOMSBaHe 1o uil. 43 or Hapenbara ¥ HapyllaBaHe Ha Ipoleaypara Imo
HU3JaBAHETO Ha AIMUHUCTPATABHHSA axT, cYhaTaMe, 4YC ChIIOTO € HEIAOKaszaHO H
HEOCHOBATEIHO. BHIAHO OT HAMPABEHHTE TBHPICHUS R kanbara, OTHOCHO H3MCKBAaHETO 3a
dopMa He HOKVMEHTA 3i yBEIOMSBZES — & MMEHHO Ja € MOANMCAH OT MpejcenaTels Ha
CpBeTa, - ¥anHono1areNs e 2&(I03HAT ¢HC ChIbPXKAHUETO HA YBEIOMHTEIHHS JTOKYMEHT.
Henpapu/isy 23 ¥3BONATE Ha XAI3010,5aTelis OTHOCHO M3MCKBAHETO 3a (JopMa Ha JOKYMEHT
3a YBEJIOMABAMETO My, 4 DaslMpUTENHOTO THIKyBaHEe Ha pasmopexbara Ha wi. 43 ot
Hapenbata. xoeto pa3Bppa B xamdata cu  HE CHOTBETCTBA HA LENTa Ha MHpouLexypara.
VBEAOMSBAHETO 110 W, 43 Al § ¢ HelcTEve, KOETO € YacT OT IIpoleaypara, KosSTo ce pa3BuBa
npen CeBera, 3a /1a MOXE TOZH NIPONEAypa /1& IPHKIIOYH ¢'5C ChOTBETHHS aIMUHUCTPAaTHBCH
aKT — pelrerze, 1o 0 THONeHde Fa yBesoMAFaHeTo ce MPUIIaraT npaBijara Ha Cho0IaBaHeTo
o wi. 61 or AIlK u cvOcunmanyo pasropendute Ha I'TIK. KpaiiHus aiMUHUCTPATHBEH aKT —
pemienue #a (BBeTE € 2XTBT, 710 OTHOIEHME HA KOWTO Clle[Ba Na ca CIa3eHH BCHYKH
M3MCKBaBWA B2 Hapeibare u cvicnmmapro ATTK oTHOCHO HeroBaTa popMma U ChAbPKAHHE, C



oryieq 3akoHOockoOpaszHocTTa Ha akT2. [lo OTHOmIEHWE Ha NEHCTBHATA, KOMTO IIPEAX0XIaT
H3[IaBAaHETO Ha KPAWHUS aIMAHUCTPATHREH 2XT € HeoOX0quMo Te Ja 6baaT 3aKoHOCHOOpa3HO
U3BBPIIEHA ¥ T&Ka, Y€ 2 H2 ¢2 OCYEeTIs2 NPaBOTO Ha cTpaHdara 3a 3ammra. Hama mocraBeHO
U3PUYHO H3HUCKB2HE 3a (OnMa HA TO3H BWJ NEHCTBHUS, KATO M U3UCKBAaHMs 33 PEKBH3HTH Ha
aKT, B KOWTO Ja ce Mmarepuanuzmpa yBejomsBaHeTo. CBINO Taka, IO IpPENMCKaTa €
IPEICTABEHO KOIKE Ha eNeKTPOHHO ¢holuieHne mo wi. 61, an. 2 ot AlIIK 3a chabpxaHueTo
Ha MIPOTOKOJ 3a MPOBEPKa. BUIHO 0T TOBa CHOOLIEHHE TO € H3IIPATEHO Ha €JIEKTPOHEH ajipec
Ha cyOexta @apmassaiic EOOJI, xaTo T034 aJpec ChOTBETCTB2 Ha (pUpMaTa Ha €IEKTPOHHHUS
aJipec, KOUTO € MOTOUEeH B CHIIPOBOUTENHOTO MMACMO ¥ B JEKJIApalusaTa copaBKa, ¢ KOUTO €
IOCTAaBEHO HAYaloTO Ha aavusrcTpatueHata mnpouenypa mnpex Cssera. Bumno ot
noco4yeHuTe nokvMmerTw 3asButer ¢ Dapvansaiic EOOJl u MMEHHO 10 TO3HM 3asABHUTENS €
H3NPATeHo ChOOIIEHUe 33 W3BLpIneHaTa o1 crpaHa Ha Chbera mposepka. Ilo mpenmckara
HsIMa IPEICTARCHNU TOKa3aTeNICTRA U HE C& ChABPXKAT JaHHY 32 HAIMYMETO Ha 3a/IbJDKCHHE OT
crpaHa Ha CBBETA N2 W3Nparia ChOTRETHHTE CHOOIIECHHUS 10 CYyOEKTH pasIudHU OT 3aABUTEIIS.
B To3u cmuCET nOperesumgrs wa karGomomarens ,,Dapmakonc AJl, 3a jmmcara Ha
YBEIOMSIBAHE M3MPATEHO NO HETO € HEOCHOBATEIIHA.

Be3cnopho VOTAROESE 1C apennckara GakT e, Y€ He € MOJaJNeHO 3asBlICHHE 3a
OTCTPAHSBAHC Ha HEPLABOL THTE #IIY MUGMAEA.

Cerriacao pasnopentara sa 4i. 43, 21. 7 o1 Hapeabara (neiicTsaia KbM MOMEHTa Ha
M3/ABAHE ia [EHICHNET0), X0iaTo ipy Tp0RepKa Ha IONaASHUTE IEKIapalyn o ajl. 1 u 2 Ha
wr. 43 creiMavsHpasEata asMinacTpaius Ha CheeTa yCTaHOBH, Y€ pedepeHTHATa [EeHa M0
wr. 8, ar. 1, 1. | @ Ie-HECcks B cpasieric ¢ pedepeHTHaTa ileHa, Bb3 OCHOBA Ha KOATO € Ouiia
obpasyBaiia LeHATa HAa NEKapCTBEH UPOLYKT MO Wi 2, al. 1 or Hapenbara, CuBETHT
YBEIOMSPA NpHATENATENs He PAPDETICHEEe 3a ynoTpefa WIM  YIBIHOMOIICH HEroB
OPEACTARUTEN JIA NI0TETe RATRICHVE 30 Tn0MsIHa B 14-1HEBEH CPOK OT YBEJOMIJICHHMETO H 32
OTKpHTHTE Tiewa. Koraro = epoka oT 14 7HH 3asBHTeNdT He nonane 3assieHue, ChBETHT
CIy’)KeOHO B3eMa NeIerHe 3a TPOMAYS #a yYTBBPJCHA eH2 Ha JIEKApCTBEH NPORYKT (WI. 43,
an. 8). BE3 0cHOBA wa w2TOMKEFMTS NO-TOPE MOTHBY M YCTAHOBEHOTO OT (aKThdecka H
IpaBHa CTPa™a. & HaiWie 0CEUIECTSSBAHETO HA XHMIIOTE3aTa Ha IOCOYeHara pasmopenba Ha
ui1. 43, arr. ® ot HapernGara.

ITpu Taka VCraHOREHOTO OT (hakTHyYecKa M IpaBHa cTpaHa ciensa, ye HCIIPJIII e
OCBILECTBMII 33KOHOCHOORA3HO Nponeavpara MO NPOMsSHa Ha IEHaTa Ha JICKapCTBEHHS
MPOAYKT, C OIJE] HA KO&1o Peilesuero, npeaIMeT Ha HacToswara jkajuba € MpaBUIHO H
3aKOHOCHOOpAsHo. Vi3maneno e o1 KOMIETEHTEH JBPKaBeH OpraH B PaMKHUTE Ha HErOBHUTE
NPABOMOI(MSL, TTDM ClIa3RaHe Ha M&1€pranno MPaBHUTE W IIPOIECYaTBONPaBHATE HOPMH Ha
Hapen6ara Karo aynuenmyanen aiMuuncrparuset akt, Pemenne Ne HCP-6177/08.05.2015
r. Ha Hanuonaiama ¢wBeT 110 1icHM i perviviOypcHpaHe Ha JIEKApCTBEHUTE MPOAYKTH ChIbpiKa
BCHUKH HEOOXOMHMY NEXBUXHIM, ChIJACHO pasnopendure Ha Hapenbara u Ha
AIMEBRCTOYATHRHO nponceyvanan xosexe (AIIK/, ¢ oryen ga KoeTo ce sBsSiBa MOTHBHPAHO H
TBBPIACHUE O 10 waniiars i+ € HEOCHORETEJIHO ¥ HEJIOKA3aHOo..

HACACIHO MOTART

Hi. Zawiucuesine:
C ornel da "AKA WRTOMEHMTE wOTE3H, Kanbara Ha Axopa Xentkewp JlumurHa“

cpemy Pewexsme Ne HOCP-6177/08.05.2075 . Ha HamuoHamHus CBBET 0 LIEHH H
peuMOypeupane ¥a FEKadCTREHVTS IHOAVATE, C KOETO ¢e W3BBpIIBA YTBbpXKJaBaHE Ha
npoMsiHa =a nesa mo owin 26ls an b o JHIXM B THo3uTHBHUS JIEKapCTBEH CIHCHK HA

NeKapeTBeHys npoiyxT Pioglitnione Accord 30 mg tablets x 30. e HeocHoBaTenHa H
HeOKazaHa ¥ Kovuciats 1o [polpauss.T B3€ PelleH’e, ¢ KOeTo Ja e OTXBBpIHM xanbara
KaTO HECCHOBATEIHA.

Hacrosimoto NELICHEE Oa CE ChoOIUE Hezaha2 3HO Ha 3aMHTCDECOBAHUATE CTPAHHU.



Pemienuero sa Kil mopnexu va obianBade npen AaMuHUCTpaTHBHUS Cha — Codus
rpag B 14-1HEBEH CPOX OT CBOCILABAHETO MY HA 3aMHTEPECOBAHUTE CTPAHHU.

-P BOMIKS IEHKC:
MPEACENATEJT HA KT




