PEINIEHUE

NS

Ha ocHoBanmue 1. 266 oT 3aK0Ha 3a JIEKAPCTBEHTE IPOIYKTH B XyMaHHAaTa ME/IULIUHA
/3JIITXM/ BBB Bpb3Ka ¢ 4. 81 u wi. 97 o1 AaMHUHHCTpaTHBHONpouecyanHus koxeke /AIIK/ u
1. 15, an. 1 u 2 ot [IpaBuinuKa 3a yciaoBusTa H peja 3a pabota Ha KomuusTa 110 mpo3paqyHocT
u mporokon Ne 16 or 5 mait 2015 r. orHocHo xanba Ha ,OAPMAKOHC” AL,
npencrasissano ot 3051 Ctedanosa JlenyeBa - H3MBIHATEIEH MPEKTOp, cpeily Pemenue Ne
HCP — 5773 ot 09.03.2015 r. sa Hanuonanuus ChBET IO LIEHH H peMMOypCHpaHe Ha
JIEKapCTBEHH MPOIYKTH,

KOMMUCHUSATA IO TIPO3PAYHOCT
PEIIM:

OTXBBPJISA kato HeocHOBaTeHa xainba ¢ BX. Ne 70-00-59 ot 20.03.2015 r. cpemry
Pemenue Ne HCP — 5773 ot 09.03.2015 r. na HanmoHaIHUS CHBET IO LIEHH U pEUMOypCHpaHe
Ha JexapcTBeHH npoxyktu 1o mpermcka Ne KIT-00-81 or 03.04.2015 r. na Komucusira mo
TIPO3PavyHOCT, C KOETO Ce YTBBPXK/AABa IPOMsSHA Ha IleHa 1o wi. 261a, an. 1 ot 3akoHa 32
JIeKapCTBEHUTE MPOIYKTH B XyMaHHaTa MEJIHWIMHA M Ce JOIyCKa MPOMsSHA Ha IeHaTa B
[punoxenne Ne 1 u Ilpunoxenne Ne 2 mHa Ilo3uTuBHHS JeKapcTBeH CHHCBK Ha JIII
MONTELUKAST ACCORD film coated tables 10 mg x 30.

MOTUBHU:

Crep 3amo3HaBaHe ¢ xajnbaTa ¥ MpeleHKa Ha U3JI0KEHUTE JIOBOIH M NMPEICTABEHUTE
IHCMEHH J0Ka3aTesIcTBa, KoMuCHATA 110 Mpo3pavHOCT pHeMa 3a YCTaHOBEHO OT (hakThuyecka
¥ [paBHA CTPaHa CJIEJHOTO:

IIpoussoactoTo npex Komucusra mo npospagnoct /KIT/ e obpasysauo ¢ mopasaue
na xain6a or AKOPJ] XEJITKEBP JIMMUTU]J] (ACCORD HEALTHCARE Limited UK) upe3
L,OAPMAKOHC” AJl, cbe cenanmine u ajapec Ha ynpasienue: rp. Copus, Paiion ,,Jlozenen”,
6yn. ,,Ileiio K. SIBopos” Ne 44, er. 1, mpeicTaBIsBAaHO OT U3IIBIHUTEIHHS AUPEKTOP 304
Credanosa Jlenuena.

C xanbata ce ociopsa Pemenune Ne HCP- 5773/ 09.03.20135 r. na Hanmonanuus cbBeT
3a [IEHH M peuMOypcUpaHe Ha JIEKapCTBEHH IPOAYKTH, ¢ KOETO C€ YTBbpXK/AaBa MPOMsHA Ha
neHa mo wi. 26la, an. 1 ot 3akoHa 3a JIEKQpCTBEHUTE NMPOAYKTH B XyMaHHaTa MeIMIIMHA
/3JIITXM/ Ha nexapcrBenus nmpoaykt (JIIT) MONTELUKAST ACCORD film coated tables 10
mg x 30 u ce nomycka npomsHa Ha IeHata B [Ipunoxenue Ne 1 u Ilpunoxenne Ne 2 Ha
[MosutuBHus jtekapcTBeH cruchbk /TIJIC/.

I[Iputexaren Ha paspemenunero 3a ynorpeda (ITPY) nma mocouenus JIII e AKOPJ]
XEJITKEBP JIMMUTU]L (,,ACCORD HEALTHCARE Limited UK), a HEroB ynsJiHoMoIIeH
peacTaBUTel IO poueaypara o wi. 43, an. 1 u an. 2 or Hapenb6ara 3a ycnosusra, npaBunara
W pela 3a perylMpaHe ¥ perucTpUpaHe Ha IIEHHTE Ha JICKapCTBEHHTE IPOXYKTH
(HYITPPPLUILI) e ,,(DAPMAlIBAf/'IC” EOO/1, npencrasnssano ot JI-p MiBa Anekcannposa
[TspBOBa-XpHuCTOBA.



Hckanero e Pemenune Ne HCP- 5773/ 09.03.2015 r. Ha HanuoHanHus ChBET 3a eHA
¥ penMOypcHpaHe Ha JICKapCTBEHH MPOAYKTH Ja ObJe OTMEHEHO KaTo HEeNpaBHIIHO,
HE3aKOHOCH0Opa3HO B HEOOOCHOBAHO.

HCLIPJIII e yBemomun ,,®APMAJIBAMC” EOOJI, npexcrapusBaso ot JI-p I/IBa
AnekcanapoBa [IspBoBa-XpucroBa, B Ka4eCTBOTO My Ha YI'BIIHOMOIIECH IpEJICTABUTEN Ha
AKOPJ1 XEJITKEBP JIMMUTU]J] (ACCORD HEALTHCARE Limited UK), na 09.03.2015
r. 3a mocraHoBeHoTo OT Hero Pemenue Ne HCP — 5773 ot 09.03.2015 r.

JKanbara e nonanena no Komucusra no npospagnoct upe3 HCLIPJIII na 20.03.2015
r., Kpaero € Bxomupana mox Ne 70-00-59/20.03.2015 r. B Kommcusita mo mpo3padqoct e
IOCTHIIMJIA 3a€QHO C OKOMIUIeKToBaHara mpenucka Ha 03.04.2015 r. u e 3aBemeHa B
aJIMHUHUCTPAaTUBHO-UH(POpPMAIIMOHHATA CHCTeMa Ha MMHHCTEpCTBOTO Ha 3/1paBeoIa3BaHETO
nox Ne KII- 00-81/03.04.2015 r. 3a mocranoBeHoto peutenue or HCLIPJIII e Oun yBenomen
,,QAPMAHBAﬁC” EOO/1, npeacrasnssano ot JI-p Ba Anexcanaposa [IspBoBa-Xpucrosa,
a xanbara ¢ momaneHa ot ,,@APMAKOHC” A]l, npeacTtaBisiBaHO OT H3MBJIHUTEIHUS
mupektop 3ost Credanona Jlemuesa.

Kanbara e moxgaeHa B 3aKOHOYCTaHOBeHHsI 14- THEBEH CPOK 3a 00KalBaHEe, CUUTAHO
OT Jarara Ha YBeJIOMSBAaHETO, MOPaJd KOETO ChIaTa € peJoBHA OTHOCHO CIa3BaHETO Ha
u3uckBanuaTa Ha 4. 84 ot AIIK.

KM xambara He ca HMPUIOKEHH JOKYMEHTH 3a TBHProBCKaTa PErucTpanus Ha
~»PAPMAKOHC” AJl ceriacHO OBIrapckoTO 3aKOHOAATEICTBO, HE € IPEACTaBeHO U
II'BJIHOMOIIHO OT IPUTEXKATENS Ha Pa3pelIeHHeTo 3a ynorpeda Ha I0COUEHHs B 00KaIBaHOTO
pelleHne JIeKapCTBEH MPOIYKT, o cuiara Ha koeto ,, DAPMAKOHC” AJl na npencraBnsiBa
IPY>eCTBOTO — xajnbomnoaaren. KpM mpenuckara HiMa JaHHH, OT KOHTO J1a € BUJHO KaKbB €
CTaTyThT Ha JIpyxkecTBoTO — [IPY, M uMa mu TO HaJUIe)KHA THPrOBCKA PErUCTpalys ChITIaCHO
HAIIMOHAJIHOTO 3aKoHOAarencTBo Ha Obenunenoto KpancTBo. He e mpencraBen 1okyMeHT 3a
HEroBara aKkTyajHaTa PEerucTpaiys | 3a pPbKOBOIHHUTE My OpTaHH.

ITopamu HepemoOBHOCT Ha ajnbaTa BbB Bpb3Ka C IpeICTaBUTENHATA BJIACT Ha
*ajbomoaress, Ha ChIMs € u3npareHo npenopbsyano macmo Ne KI1-00-81/07.04.2015 r., ¢
KOETO MY € YKa3aHO B 7-JHEBEH CPOK Jia OTCTPaHH JOMYCHATUTE HEPENOBHOCTH, CHITIACHO WL
87, an. 1 ot AIIK.

C nucmo, 3aBeieH0 B MUHHCTEPCTBOTO Ha 3apaBeonaspaHeTo ¢ BX. Ne KI1-00-85 ot
09.04.2015 r., xxanboroaaTenaT € IpeJCTaBil JOKYMEHTH 3a ThpProBCKaTa perUCTpalds Ha
ACCORD HEALTHCARE Limited UK u HeroBuTre pBKOBOJAHHM OpraHH, KakTO H 3a
yneiHoMomasasero Ha ,,OAPMAKOHC” AJl, npencraBisiBaHO OT HM3IBJIHUTETHHS MY
mupektop 305 Credanona JlermueBa. [TbIHOMOIIHOTO € HOTAPUATHO 3aBEPEHO, MOAIMCAHO OT
r-H [DxeiiMc bepx, B kagectBoTo My Ha aupektop Ha ACCORD HEALTHCARE Limited UK,
¢ koero e ymbaHoMomeHo ,,DAPMAKOHC” AJl na mpencraBisiBa Ipy>KECTBOTO IpeJ
pa3IuyYHU UHCTUTYIMH B Bwirapus, BimountenHo u npen Komucusra mo npospausoct. Ot
IPEJCTaBEeHOTO YJIOCTOBEPEHHE 3a aKTyadHOTO cheTosiHue Ha [IPY e BuaHO, ye nmiero,
IIOATIMCAJIO IIBJIHOMOIITHOTO, UMA IIPEACTAaBUTEIHA BJIACT.

K®M mucMoTO ¥ B npenuckara He € MPHIOXKEHO YIOCTOBEPEHHE OT ATEHIHSTA 110
BIIUCBAaHMATA 3a ThproBckara peructpamus Ha ,,DAPMAKOHC”, Ho e mocouen EMK Ha
JPY’KECTBOTO U IIPH U3BBpINEHATa CIyxeOHa CIipaBKa € YCTAaHOBEHO, Y€ CHIOTO JIPYIKECTBO €
HaJUIeKHO PETUCTPUPAHO 10 OBITapCKOTO 3aKOHOIATENICTBO M Y€ MOAIMMCATIOTO )Kau0aTa JIMIe
3o0s1 CrepanoBa JlemyeBa € HEroB HM3IBJIIHUTENIEH JAUPEKTOP M MMa IPEACTABUTEIIHA BJIACT.
Cnazenu ca u3uckBanusTa Ha wi. 85 u wi. 86 ot AIIK.

BsB Bpb3ka ¢ ropeusnoxenoro, KII cumra, ue mnocrenmiara xamba OT
»@APMAKOHC” AJl, mpexacraBiasiBaHO OT H3NbIHUTENHHS upekTop 3o0s Credanosa
JlemdeBa, e peioBHA U omycTrMa 3a pasriexaane ot KIT cbob6pa3Ho KoMIeTeHTHOCTTA ¥ — Wi
266, an. 1 ot 3JIIIXM.



Pasrnenana mo cemectBo jxanbara, momaneHa ot ,,@APMAKOHC” AJl cpemry
Pemenue Ne HCP — 5773 ot 09.03.2015 r. na HarimoHamHUS ChBET IO LIEHH B peUMOYpCHpaHe
Ha JIEKapCTBEHHU NPOAYKTH, C KOETO CEe U3BBpPIIBA HAMAJsBaHE Ha IeHa 1o wi. 261a, an. 1 ot
3akoHa 3a JIEKapCTBEHHMTE MpPOAYKTH B XyMmaHHaTta mexunmHa /3JIIIXM/ Ha nexapctBemHms
npoaykt (JIII) MONTELUKAST ACCORD film coated tables 10 mg x 30 wu ce momycka
npomsiHa Ha nenara B [Ipunoxenue Ne 1 u Ilpunoxenue Ne 2 Ha [103UTHBHES JieKapCTBEH
cnuchbk, KoMucusita mo mnpo3pauHocT  HaMupa, Y€ € HEOCHOBATEIHA, IO CIIEIHHUTE
CHOOpaKEHHUS: 3

B xanbara ce TBBpIM, Y€ PELICHHETO € He3aKOHOCHOOPa3HO, Thil KaTo He € Cla3eHa
npoleypaTa BbB Bpb3Ka C H3BbpIleHaTa Ciiy)keOHa IpoBepKa, KaTo XKaabOoIoAaTe ST He € Oui
YBEIOMEH 3a KOHCTaTHPaHHTE IPU IPOBEpKaTa HEPIOBHOCTH U HE € My € OuJia mpeiocTaBeHa
BB3MOXKHOCT Jla IIOJIaZic 3asBJICHUE 3a IPOMsIHA Ha IleHaTa Ha mocoueHus mno-rope JIIT.
W3noxeHu ca J0BOAM, 4e OOXKAIBAaHOTO pelICHHE € HEOOOCHOBAHO, Y€ HE € IIOCOYEH
M3TOYHUKBT Ha HH(POpMALUATA 32 HaMepeHara mo-Hucka ena ua JII1 B [lanus.

ITo oTHOIIEHME HA BBE3paXKEHHUATA 32 PEJOBHOCTTA HA H3BBPIIEHOTO YBEIOMSIBAHE I10
. 43, an. 7 or Hapenbara u HapymaBaHe Ha Npoleaypara IO H3JaBaHe Ha OCIIOPEHHS
axmuHHucTpaTHBEH akT, K11 cunra, 4e chimure ca HEOCHOBATETHH.

N3noxxenuTte 10BOIM, Y€ TUIICBA YBEIOMSBAHE 3a U3BbPIICHATA CIIy)KeOHa MPOBEpKa,
IpU KOSATO € YyCTAaHOBEHA IO-HUCKa IleHa B JlaHus 3a mocoueHHs B ajnbaTa JeKapCTBEH
IPOJYKT, Ca CAMO TBBP/ICHHUS, KOUTO HE ca MOJKPETICHH C J0Ka3aTeJICTBa.

Ot npeacTraBeHUTE U NPUIOKEHH KbM IpENKUcKaTa MACMEHH J0Ka3aTe/ICTBa € BHIHO,
4e ¢ gekyapanus ot 29.12.2014 r. ,, GAPMAIBAVIC” EOO/I, npecTaBIsSBaHO OT YIPaBUTEIS
n-p WBa AnexcanzpoBa I[IppBoBa-XpucToBa, B KayeCTBOTO My Ha YIIBJIHOMOIIEH
npeacrasuren Ha [IPY nma JIII MONTELUKAST ACCORD film coated tables 10 mg x 30, e
JieKJIapHupaa, 4e AefcTBalaTa 1ieHa Ha npousBoauTet Ha To3u JIIT He e mo-BHCOKa OT JieBoBaTa
PaBHOCTOMHOCT Ha Hal-HUCKaTa LeHa Ha npousBoamren Ha cbimus JIII B pedepenTHHTE
CTpaHH. i
Ha ocnoBanme un. 43, an. 7 or Hapepbara, cinex u3BbplI€Ha NpOBEpPKa OT
cnenmanusupanara agmuHMcTtpanus Ha HCHPJIII wBa mnomagenara Jexiapanus,
~PAPMAJIBAMIC” EOOJ], mpencraBisBaHo oT ympasutens a-p Mea Anexcanaposa
[TepBoBa-XpucroBa, € 6uno HamiexHo ysegomeno Ha 30.01.2015 r. 3a xoHcTaTMpaHHTE
HEPEZIOBHOCTH M yCTaHOBEHATa I0-HUCKA IIeHa 3a ropenocoyernus JII1 ¢ yBegomuTe1HO mucMo
Ne 60-01-4465 mo 4469/30.01.2015 r. B chINOTO M3pHYHO € yKa3aHO, Y€ clejBa ja Oblae
NOJa/ICHO 3asBJICHUE 3a MpoMsiHa Ha nenara Ha JII1 B 14-1HeBeH cpok OT mosy4aBaHETO My,
KaTo B MPOTHBEH Ciiy4aii mme O6n1e B3ero ciyxebHo pemenue or HCIIPJIII 3a nmpomsna Ha
YTBbpJICHATa IIeHa Ha OCHOBaHMe 4i. 43, an. 8 or Hapexnbara. IlucmoTo e m3mpareHo mo
enexktponHara nomia Ha 30.01.2015r. Ha mocoYeHuUs OT 3asIBUTEIS ,,QAPMAHBAVIC” EOO1
eNleKTpoHeH ajpec — pharmadvice.ltd@gmail.com. KeM mpenuckara € HaJM4HO KOMHE OT
CNICKTPOHHUS 3allUC Ha HU3MPATEHOTO ChOOIIEHHE. ENeKTPOHHHAT 3amuc yaocToBepsiBa
IOCTHIIBAHETO Ha CHOOIIEHHETO B €JIEKTPOHHATA CHCTEMa B HAcpellHaTa CTpaHa.
VYBeJOMIIEHHETO € M3IPaTeHo Ha ,,QAPMAHBAﬁC” EOO/l, Thit KaTO TO € YITBJIHOMOILEH
npencrasuren Ha AKOPJ] XEJITKEBP JINMMUTU/L u nexnapanusra-cripaBka 3a IieHaTa Ha
JIII e moganieHa OT CHIIOTO APYKECTBO.

Cerimacao un. 61, an. 2 or AIIK choGiyaBaHeTo MOXe Ja Ce W3BBPIIA U Ype3
€JIEKTPOHHA NOIIa WK (akc, ako CTpaHarta € MOCOYM/Ia TaKuBa. A CHIVIACHO 4. 42, an. 4 ot
['TIK Ha cTpaHara Morar Jia ce BpbUBaT ChOOIICHHS M Ha IIOCOYEH OT Hesl eNEKTPOHEH ajipec.
Te ce cmdaTar 3a BpBbUEHH € NOCTBIIBAHETO MM B IOCOYEHATa HMH(OPMAIIMOHHA CHCTEMA.
BpruBaHeTO Ha €NEKTPOHEH ajipec ChINAacHO Wi. 44, ai. 3 ot I'TIK ce ynocrosepsiBa ¢ xomnue
OT €JIEKTPOHHUS 3aIlKC 3a TOBA.




Or 1pyra cTpaHa, B MpelNuCcKaTa HsAMa [aHHHM, OT KOHTO Ja € BHAHO, Y€
xKanbonoaarenst, cpotBeTHO- ,,®APMAKOHC” AJl, npexacrasusiBano or 3os Credanosa
JlemueBa - M3BbIHKUTENEH aupektop, na ca yBexomuau HCLIPJIII 3a ynbiHOMOIaBaHETO Ha
L,OAPMAKOHC” AJl na npencrasnssa [IPY npex KII. AaMuHHCTpaTHBHHUAT OpraH HsiMa
sagpkeHHe ga  yeenomsBa ,,OAPMAKOHC” AJl 3a W3BBPLICHUTE OT HEro
a/IMHHUCTPATUBHY JEHCTBHS 110 OTIIOYHATATA OT ,,dDAPMAIIBAI/IC” EOO/] npouenypa 3a JII1
MONTELUKAST ACCORD film coated tables 10 mg x 30, 3a K0iTO € 02 ICHA AeK/IapaIus
OT CBHIIOTO APYKECTBO. 3a M3aicHNs aIMUHACTPATUBECH aKT — IPEIMET Ha pasriiexJIaHe B
HactosmoTo mpoussozctso, HCLIPJIII e yBemomun Ha 09.03. 2015 r; ,,CDAPMAIIBAI/IC”
EOOJI, B8 kadecTBoTo My Ha ymbiHomoueH npencraputen Ha AKOPJl XEJITKELP
JIAMUTU]I, kaTo M3pHYHO € MOCOYMNI 14- JHEBEH CPOK 3a 00KanBaHETO My, CUMTAHO OT
jarara Ha JIeHf, CleIBalll IoJTy4aBaHe Ha CHOOIEHHETO. Y BEIOMSIBAHETO CBIIO € H3BBPIICHO
Ha IIOCOYEHHS OT ,,®APMAHBAﬁC” EOOJI enextponen aapec. He ce ocnopsa, ue
PEIIEHHETO HE € MOJy4YeHO OT ajipecaTa M 4e € 00XkajIBaHo B yKa3aHHs CPOK, KOHMTO ¢baxTu ce
NOTBBPXKIABAT U OT moctimiara Ha 20.03.2015 r. B HCIIPJIII xanGa ¢ Bx. Ne 70-00- 59/
20.03.2015 r., moganena ot I1PY upes ,,GAPMAKOHC” AJT .

C orJjie[ W3JI0KEeHOTO, JOKIAIHIMTE HAMUPAT, Y€ Ca HAJIUIE BCUYKH MPE/OCTaBKU
32 PEJOBHOTO YBEJOMSBAHE HA 3asBHTENS, PECNEKTHBHO — Ha xanbomoaaTens, YUUTO
YI'BJIHOMOIIIEH IPEIACTABUTEI € ,,(DAPMAIIBAI/IC” EOO/I. YBenoMsiBaHETO € U3BBPIICHO B
choTBeTCTBHE ¢ pasnopendute Ha AIIK u cydcnmmapso — ¢ Te3u Ha ['TIK.

Be3pakeHusTa 3a HapylmlaBaHe Ha Ipoledypara [0 H3aBaHe Ha OCHOpPEHHUS
aJIMHHHCTPATHBEH aKT M 3a JIAIICAaTa Ha JaHHM 32 M3TOYHHMIMTE Ha OTKPUTATA 0-HHUCKA II€HA
B Jlanmsa, KII cumra, 4e ca CHIIO HEOCHOBaTeIHW. V3/I0XEHHTE NOBOJM 3a JIOMYCHATH
HApyIIEHWs HA MPOIE/ypaTa I10 3/[aBaHe Ha pemenueTo chriacHo Hapenbara 3a ycmosusra,
TIpaBUIIaTa ¥ PeZia 3a PeryJIupaHe  PErHCTPUpPAHE Ha [IEHUTE Ha JIEKAPCTBEHUTE NIPOJYKTH HE
KOPECTIOH/IUPAT C MPE/ICTABCHATE U IPUIIOKEHA KbM MIPEIHCKaTa MMCMEHH I0Ka3aTe/ICTBA.

B koHKpeTHHs ciydaii, ¢ Pemenne Ne HCP —5773 ot 09.03.2015 r. HCIIPJIII e
yTBBP/IAI HOBA IieHa 3a chimus jexaperser npoaykr MONTELUKAST ACCORD film coated
tables 10 mg x 30 cieq H3THYAHETO HA INECT Mecela OT Jarara Ha YTBBp)K/IaBaHE Ha
npeaxoaHara My 1esa. ToBa e Taka, 3a0TO CHITIACHO HOPMATHBHATE H3UCKBAHMS — WI. 43 OT
Hapenbara 3a ycloBHsATa, IPaBHJIaTa M peJia 3a peryjiupaHe U PerucTpHpaHe Ha LCHHUTE Ha
JIeKapCTBEHHUTE MPOAYKTH Ha BCEKH LIECT MeCella OT Jiarara Ha yTBbpXK/laBaHe Ha [0C/IeHaTa
mena Ha JIII mpuTexarensT Ha paspelleHHETO 3a ynoTpeba WM HEroB YIbIHOMOIICH
TpeIcTaBUTEIl € 3abJDKEH J1a TIPe/ICTaBsl AeK/Iapallysl/3asBiieH e 3a IPOMsIHA Ha YyTBbp/ICHATa
[[eHAa HAa CHOTBETHMs JIEKAPCTBEH NPOMYKT. 3asBHTENAT € H3IBJIHWI BMEHEHOTO My
3aIBIDKEHUE KaTo € MOJal B 3aKOHOYCTaHOBEHHMSI CPOK JICKJIapallys 3a JIUIca Ha MpoMsHa Ha
TocJeiHaTa yTBBpJeHa [eHa Ha mpousBoauten Ha To3u JIII. M3BbpiieHa e mposepka Ha
mojajeHaTa aeknapanus Ha 29.12.2014 r. (zatara Ha mojiaBaHe Ha JEKIApaKATa), IPH KOSTO
e OTKpHTA MO-HHCKa [leHa Ha npowusBoauten B Jlanus, B pasmep Ha 2,88 eBpo. 3asBUTENAT €
6un yBenomeH 3a Ta3u nena Ha 30.01.2015 r. ¢ yBenomutensno nucmo Ne 60-01-4465 no 4469
/30.01.2015 r., HO BBIIPEKH YKa3aHHSTA 32 OTCTPaHsABaHE HA KOHCTATHPAHUTE HEPEIBHOCTH OT
CHIIMS HE € IOCTHIOIIO 3asBieHMe 3a mpomsHa Ha ueHara Ha JIII. B crworBercTBHE C
xommeternuute cu HCLIPJITI, Ha ocHosanue wi. 43, an. 8 ot Hapenbara, e B3en pemenue 3a
HamansBaHe Ha neHara. llo-Huckara pedepentHa nena 3a cemusa JIIT e ycranosena B
MyONMYHAS PETMCThD Ha pedepeHTHHTE IbpXKaBH, KOWTO € omoBecteH Ha MHTepHeT
crpanunara Ha HCLIPJIII. M3TounuksT Ha MHQOpManusTa € [OCOYECH M B MOTHBHUTE Ha
Pemenne Ne HCP —5773 ot 09.03.2015 r. wma HCIIPJIII. Hamepenata keM narata Ha
IpoBepKara IMO-HHCKAa LeHa ce MOTBBPXKJIaBa OT ekcrepTeH noknan or 18.02.2015 r.,
CTAHOBMINE HA JUPEKIHs ,,AHATUTHYHH JedHOCTH U KoHTpon” Ne 70-00-59/23.03.2015 r. u



IPUIIOXKEHUTE PA3NEYaTKH, KaKTo0 U OT MPOTOKOIH Ne 106 ot 26.02.2015 r. u Ne 110 ot
25.03.2015 r. xa HCIIPJIIL.

Crie/I0BaTeIHO, BB3PAKEHHWATA Ha JKAIOOMoAaTess, 4e Ca HaMIE MPOLECyalH
napymenns Ha HCIIPJIIT no u3naBaneTo Ha aKTa, ca ¥ HeJIOKa3aHH.

BBz OCHOBA HAa H3JIOKEHHUTE CHOOpPaKEHHs M TIPEACTABEHUTE JIOKA3aTe/ICTBa,
KomucusiTa 1O IPO3PAa4yHOCT IIpHEMa 3a YCTAHOBEHO, Y€ H3JAJCHHUAT OT HCIIPJIIT
aJMUHECTPATUBEH aKT € 3aKOHOChOOpaseH, MOCTAHOBEH € OT a/IMHHHCTPATHBHUS OpraH, B
YHHUTO KOMIIETCHIIUH € TIPOMSHATA Ha YTBBP/EHA IIeHA HA JIEKAPCTBEHUS NPOAYKT, IOCOUCHH
ca (haKTHIECKUTE U TIPABHHU OCHOBAHMUS 32 M3/[ABAHETO MY. Hasmiie ca BCHYKH U3UCKYEMH OT
3aKOHA NIPEINOCTABKY 3a BaMIHOCTTA My- CIIa3€HA € MHCMeHATa ¢dopma 3a U3ABAHETO MY,
TIOCOY€H € CPOKBT U OPTaHsbT, Pl KOHTO MOXe 1a Obae o0>kaJiBaH, JaTaTa Ha U3/1aBaHeTo, a
TaKa CHINO ¥ JUTHKHOCTTA Ha MOJIUCAIOTO O OMPAaBOMOMIECHO UIBXKHOCTHO JIMIIEC. [Tocouena
e pehepeHTHATA IBPIKABA, B KOSTO € OTKPHTA IIO-HUCKATA IICHA Ha JIT1, moco4eHu ca 1exara u
IyGIMYHES PETMCTBP HA IbPIKaBaTa, ONOBECTCH HA CHOTBETHATA CNICKTPOHHA CTpAaHMNA Ha
HCIIPJIIL.

A/IMEHHCTPTHBHHSAT OPraH € CIIa3HJl yCTAHOBEHMTE HOPMATHBHH H3HCKBaHMA H €
W3/1an peleHue, Cho0paseHo ¢ aJMHHUCTPATHBHO-IPOLECYAHUTE NPABHIIA H ¢ MaTEpHATHO-
npaBuuTe pasnopentu Ha 3JIITXM u Mo13aKOHOBATE HOPMATHBHHA AKTOBE OTHOCHO IpoMSsiHa
Ha 1ieHa 1mo wi. 261, ain. 1 0T ChIIMA 3aKOH M 0TPa3sBaHE HAa IPOMCHEHATA [ICHA B [Tpunoxenue
Ne 1 u Ilpunoxenme Ne 2 Ha ITo3UTHBHES JICKAPCTBEH CIHMCBHK 3 JIGKAPCTBEHHUSA MPOLYKT
MONTELUKAST ACCORD film coated tables 10 mg x 30.

C ornen ropeusnokesoro, KII — B3e pemenwe na OTXBBPIH xkanbara Ha
L,PAPMAKOHC” AJl xaro HEOCHOBATEHA.

HacTosmoTo pemeHne aa ce CchOOIIM He3a0aBHO HA 3aMHTEPECOBAHUTE CTPAHHU.

PeleHreTo MOUISKH Ha o6KaiBaHe Mpesl aAMUHECTpaTHBHES Cb — Codust rpal, B
14-mHEBeH CpOK OT ChOOIIABAHETO My Ha 3aMHTEPECOBAHUTE CTPAHH.

MPEJACEJATEJL:
JI-P BOMKO INEHKOB




