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Ha ocroBanye wi. 266 oT 3aKoHa 3a ICKapCTBEHHUTE IIPOAYKTH B XyMaHHATa MEMIINHA, BB
BpB3Ka ¢ wi. 15, an. 1 m 2 uwwr. 17 ot IIpaBriHuKa 3a yCIIOBUATA M pejia 3a paboTa na Komucusra
no mpo3pagnoct no 3JIIIXM, BB Bpe3ka ¢ wi. 97 or AIIK orHocHO kanéa ¢ Ne 111-
6179/31.10.2018 r., BXojMpaHa B aJIMHHHCTPATHBHO-UHPOPMAIHOHHATA CHCTEMA HA
MunucreperBo Ha 3apaseonassanero mog Ne KIT-00-131/12.11.2018 r. cpemy Pemenue Ne
HCP-17023/19.10.2018 r. na HanuoHamHdsi chBeT 10 NeHd M peuMGypcmpane Ha
JIEKAPCTBEHH NPOAYKTH

Komucusra no npospadaoct
PEIIIH:

OTMEHHA ususio Pemenne Ne HCP-17023/19.10.2018 r. na HannoHAIHES CHBET 110 LIEHH
¥ peuMOypCHUpane Ha JIEKapCTBEHH IPOIYKTH, C KOETO CE YTBLPIK/aBa IPOMSHA Ha [EHATA 10 I
261a, an. 1 or 3JIIIXM u ce Jomycka npomsiHa Ha LeHarta no w@wi. 261a, an. 1 or 3JIIIXM B
ITpunoxenne Ne 1 ,,JlexapcTBeHH IPOAYKTH, NPEeAHA3HAYECHY 34 JeYeHNe HA 300 ISBaHUs, KOUTO
Ce 3aI1amar 10 pefia Ha 3aK0Ha 32 31paBHOTO ocurypsasane’ u B [Ipunoxenne Ne 2 , JlexapcTBeHH
NPOJIYKTH, 3aIlIalllaHd OT OI0[pKeTa Ha JieyeOHUTE 3aBefeHus 110 WI. 5 OT 3aKoHa 3a JeueOHuTe
3aBE/ICHHUS ¥ OT OIODKETA Ha JicueOHNTE 3aBEeNeHHS C JbPXKABHO M/HIH OOIIMHCKO YHaCTHE 10 9T
91 10 ot 3axoHa 32 ieuebHuTE 3aBe/IcHUA" Ha [I03UTHBHMS IeKAPCTBEH CIUCHK HA JIEKAPCTBEHHMS
npoxykT Montecon chewable tablet 5 mg x 30

MOTHUBH:

lIponssoacreoro npen Kommcmsara mo npospaunoct /KII/ e ofpasysano mo xanfa Ha
»Papmaxonc” AL, EVIK: 131447477, cne cenanuie u azgpec Ha ynpasienue: rp. Codus, 1164,
6yn. ,II. K. SIBopoB* Ne 44, er. 1, an. 1, npeacrasinssano ot 3os Jemuera - M3mbsaHuTecH
JHPEKTOP.

Janbara e noxagena upe3 Hanmonansus ChBeT O LEHH ¥ peuMGypCUpane Ha JTIeKapCTBeH:
nponyktu /HCIIPJIIT/, xaro opran, 4miiTo akT ce OCIIOpBa IO aIMHHUCTPATUBEH pef, A0
Komucusita no Ipo3paqnHocT, B KA4ECTBOTO # HA IO-rOPECTOSIIMS aIMMHMCTPATHBEH OpraH
cornacHo wi. 81 u ci. ot ATIK, BB BpB3Ka ¢ wi. 2 1 wi. 17 ot [IpaBuiHuK 32 yCIOBHSTA U pena
3a pabota Ha Komucusra 1o mpo3pauHoCT M0 3aKOHa 3a JIEKapCTBEHUTE MPOIYKTH B XYMaHHATA
MenuuuHa (IIpaBunHuka).

C xanbara ce ocropsa Pemenne Ne HCP-17023/19.10.2018 r. Ha HaumoHanuus ¢bBeT o
LieH! ¥ peuMOypCUpaHe Ha JIEKapCTBEHUTE IIPOIYKTH, C KOETO Ce YTBBPXK/IaBa IIPOMSHA Ha (EHATA
no wi. 261a, ann. 1 oT 3akoHa 3a IeKapCTBEHUTE IPOAYKTH B XyMaHHaTa Mexuimua /3JIIIXM/ u ce
JOITycKa MPOMsHA Ha UeHaTa 10 4wi. 261a, an. 1 ot 3JIIIXM B Ilpunoxenne Ne 1, JlekapcTrenu
IIPOAYKTH, NPSAHAZHAYCHM 3a JIEUCHHE Ha 3a00IBaHMs, KOUTO Ce 3aIlIalaT [0 pefa Ha 3akoHa
3a 3paBHOTO ocurypsBaHe™ u B IIpmioxenue Ne 2 , JlexkapcTBeHH NPOLYKTH, 3aILIAINAHM OT
Oro/pxeTa Ha JieyeOHUTE 3aBeJICHUS 110 I, 5 0T 3aKoHa 3a JleyeGHUTE 3aBeCHHS B OT BroKeTa Ha
7e4eOHUTE 3aBENCHUS C JBPXABHO M/MIM OOIIMHCKO ydacTie mo wi. 9 u 10 or 3akona 3a
negeOHuTe 3aBencHus” Ha losuTuBEMA JekapcTseH cruchk /IIJIC/ Ha nekapcTBEHHS NMPOLYKT
Montecon chewable tablet 5 mg x 30.

JKanbara ChObPKA BCHYKH 3aKOHOYCTAHOBEHHM PEKBH3MTH CBIIACHO 9i. 85, am. 1 oT
AIMHHHCTpaTHBHOIpoLecyanHus Kogexe /ATIK/ ¢ mocoueHn BE3paXKeHHs ¥ OCHOBAHHETO MM,



KaKTO ¥ ()OPMYJIMpaHO HCKaHE 3a OTMsHa Ha Pemenwe Ne HCP-17023/19.10.2018 r. ma
HCLIPJIIT.

XKanbara e momazmeHa B cpoka mo wi. 84, an. 1 or AIIK, pecn. . 8 ot [lpaBunuuka.
JKanbonoparesnsit e 6un ysenomen 3a Pemenue Ne HCP-17023/19.10.2018 r. va 19.10.2018 r.,
KaTo € II0JIyYU/I PEUICHHETO 0 eneKkTporeH nbT. JKanbara g0 KII e momaxena upes HCI[PJIIL,
KBIETO € 3aeaeHa 1oj per. Ne 111-6179/31.10.2018 r., B 3akoHOycTaHOBeHHS 14-IHEBEH CPOK 32
obxansane. B KomucusTa 110 mpo3padHoCT € IOCTBIMIIA 3a6JHO ¢ OKOMIIIEKTOBAHATA TIpenucKa
¥ € 3aBejicHa B aJMHHHCTPaTMBHO-HH()OpDMAlMOHHATA CHCTeMa Ha MWHHMCTEPCTBO Ha
3apaBeonasBaneTo noj per. Ne KI1-00-131/12.11.2018 1.

JKanbara e mo/azeHa OT MPUTEXKATENA Ha Pa3pelIeHHeTo 3a yroTpeba Ha JeKapCTBEHHs
npoxyxt Montecon chewable tablet 5 mg x 30, a mmenno ,,@apmakonc* AJl, EMK: 131447477,
ChbC ceflanuule u agpec Ha ynpasinenue: rp. Copus, 1164, 6yin. ,,I1. K. IBopos* Ne 44, et. 1, am. 1,
IpEACTABIIBAHO 0T 305 [[enyeBa, B Ka4eCTBOTO ¥ Ha M3IBIHUTENEH JUPEKTOP.

Cnen cimyxebna cipaska B Teprosexus peructsp no EMK e ycranosena npecTaBuTeHATA
BracT Ha 3o01 JerueBa crupsmo ,,Dapmakonc AJL.

Ilopamu mOCOMEHOTO, NpPEBM/ HATMYAE HA OTHOCHMHTE IOJNOXUTENHH HpPENIOCTABKH,
IIPEACTaBJIABAIIM MIPHIIOXKEHUA o cMHUChIa Ha AlIK, xanbata e pe/loBHA OTHOCHO cIIa3BaHe Ha
M3UCKBaHuATa Ha 4i1. 86 ot ATIK.

BnB Bpb3Ka ¢ ropemsinoxeHorto, xanbara Ha Papmaxonc” AJl, EWK: 131447477,
npencraBisiBano ot 3o Jemuesa - Manmbiamurenen mupexrop cpemy Pemenme No HCP-
17023/19.10.2018 r. ma HCIIPJIII e peioBHA OTHOCHO CIA3BAHETO HA M3MCKBAHMATA HA WI. 85
wr. 86 ot AIIK. Iloganena e B cpoka no 4. 84 ot AIIK u e jonycTEMa 3a pasrnexzgane ot KIT
Ch00pa3sHO KOMIIETEHTHOCTTA ¥ Ha OcHOBaHue Wi. 266, ain. 1 ot 3JIIXM.

Cuieq1 3ano3naBane ¢ xanbata, mpeneHKa Ha U3JI0XKEHUTE JOBOIH 1 IIPEICTABEHATE TUCMEHH
noxasarenctsa, KII mpuema 3a ycTaHOBEHO OT aKTHUECKa M [IpaBHA CTPAHA CIIEJHOTO!

Kanbara ¢ Bx. Ne KII-00-131/12.11.2018 r. cpewy Pemenne Ne HCP-17023/19.10.2018 .
na HCIIPJIII, e momycruma u crobpasena ¢ usucksanusTa Ha AITK.

C xanbarta ce ocnopea Pemenne Ne HCP-17023/19.10.2018 r. na Harmonanuus ¢hBeT 1o
LICHX ¥ peMMOypCUpane Ha JIEKAPCTBEHMTE IIPOLYKTH, € KOETO CE YTBBPK/1aBa IPOMSIHA Ha I€HATA
10 Wi. 261a, an. 1 ot 3JIITXM u ce mommycka IpoMsHa Ha IeHaTa 1o wi. 261a, an. 1 ot 3JIIIXM B
lpunoxenue Ne 1, JlexapcTBenu NpoIyKTH, IpeAHA3HAYCHH 3a JIEYCHUE HA 3260 IBAHMSA, KOUTO
Ce 3aruraniar 1o pesia Ha 3aKoHa 3a 3/{paBHOTO OCHTypsiBane” u B [Ipunoxenue Ne 2, JIexapcTBenn
IIPOAYKTH, 3alllaliany oT Oro/KeTa Ha neueOHUTe 3aBe/IeHns [0 Wi, 5 0T 3aKoHa 34 JleueOHUTe
3aBe/IeHUS U OT OI0/DKETa Ha JIeueOHUTE 3aBEICHIS C bP)KABHO M/WIK OGIIMHCKO YYacTHe 110 4.
91 10 oT 3akoHa 3a 1eyeOHUTE 3aBeeHus Ha [[O3UTHBHMS JIGKAPCTBEH CHUCHK Ha IEKAPCTBEHUS
npoaykxT Montecon chewable tablet 5 mg x 30.

Hckanero e 3a otmMana u3usio Ha Pemenue Ne HCP-17023/19.10.2018 r. ma HCLIPJIIT kato
HENPABUIIHO, HE3aKOHOCHOOpasHo M HeobocHoBano. JKalnbomozarensT ocrnopsa H3RBPLIEHOTO
IIEHOBO CpaBHEHME IIO pesa Ha WiI. 8, an. 5 or Hapenbara 3a ycnosusTa, npasunara u pena 3a
peryiupane ¥ PErucTpupaHe Ha LEHUTEe Ha JeKapcTBenure npoxyktd (HYIIPPPIIJIIL), karo
pesieBupa, 4e He € ACHO Ha KaKBa HOpMaTHBHA 6a3a U ¢ KaKBO PEleHNe € OLIpe/IelieH pedepeHTHHMS
IIPOIYKT, CHPSIMO KOMTO € M3BBPUIEHO CPaBHEHMETO, KAKTO M C KAKBO pEIIEHHE M HA KaKBa
HOpMAaTHBHA 6a3a ¥ METOJOJIOTHA Ca HANPABEHY M3YHMCIICHUSATA U KaK € BaIMMPAH TO3H [IPOLEC.
TBpan, ye He e ACHO 3amo TpsOBa 1a ce H3BBLPIIBA IPUPABHABAHE KBM APYTa 103a U ONaKOBKA
ClIe]l KaTO IPY CPaBHSABAHE B JIPYTH AbPKABH CE M3IIOI3Ba APYra METOAHKA.

Pasrie/iana 1o chIIecTBo xanbara € 0CHOBATeNIHA, IOPaAX CIIEIHATE ChOOPAKEHUS:

B 1. 43 or HYIIPPPIJIII e BbBeneHO 3abIDKEHNE 33 IIPUTEKATEATE HA PA3PEIUICHHETO
3a ynoTpeba [Ja IoJaBaT B ONpeeNeHHTe CPOKOBE OT JATaTa Ha yIBBpXIABAHE Ha IIOCIEIHATA
IIeHA Ha JIEKAPCTBEH IPOAYKT 3asABIICHUE/ ICKIIApaIs 32 HAIMYMAETO MK JIUIICATA Ha IPOMSHA Ha
pedepeHTHUTE LIeHH Ha IPOU3BOIMTE]L.



Cermacuo wr. 43, an. 7 or HYIIPPPIUJIII ,koraro IIp¥ [pPOBEPKA HA II0JAJCHUTE
AeK/Iapalyy 110 all. 1 ¥ 2 cnenuanmusupanara aqMUHICTpauus Ha ChBeTa yCTAHOBH, 4e IIeHATa Ha
IIPOM3BOJUTEN 110 WI. 8 € 0-HKUCKA B CPABHEHHE C [IEHATA Ha IPOM3BOAUTE, Bh3 OCHOBA HA KOSTO
e Ouna obpasysana IeHaTa Ha JIEKApCTBEH NPOMYKT O wr. 2, am 1, CHBETBT yYBeIoMsBa
MPHUTENKATENS Ha PA3PENICHHE 3a YIIOTpeba MM YIrbIHOMOINCH HEroB MPEeACTABMTEN 4 [0/1a/le
3asBJICHUC 34 IPOMSTHA B | 4-1HEBEH CPOK OT yBEJJOMJICHHETO U 33 OTKPUTHUTE LEHH".

Coriacno gi. 43, ai. 8 or HYITPPPIUIII, xoraTo B CpOKa IT0 ai. 7 3asBUTENAT HE II0Haje
saspyenue, HCLPJIII ciryxe6Ho B3eMa peluenue 3a IpoMsiHa HA YTBBP/EHa LieHa Ha JIEKapCTBEH
IPOJIYKT.,

B nacTosuums ciywait xanGormojaTensT e IMojan JeKIapanus ¢ per. Ne 111-6179 ot
27.08.2018 r., ¢ K0ATO € yHOCTOBEPEHO, Y€ NOCNEJHATA YTBBPIACHA IEHA HA JIEKapCTBEHUS
NPOAYKT HE € II0-BUCOKAa OT HAM-HUCKAaTa LEHA HAa NPOM3BOJMTEN 32 CHIIMS TPOLYKT B
pedepenTruTe Appxasy 1m0 pena ya HYIIPPPIIIT u otroBaps Ha 06CTOSTENCTBATA 110 pena Ha
wi. 8 or HYITPPPIJIII, kato Ha MSCTOTO Ha ,,0lUCaHAE HA IIPOJYKTa ChC CBIIOTO MEXIYHAPOIHO
HCIIATCHTHO HAHMEHOBAaHME M JICKapCTBEHAa (opMma, KOMTO € ¢ Hal-HHUCKATA CTOHMHOCT 3a
JI1J1/TepaneBTuyen Kypc, onpe/eneHa mo pejaa Ha paszen II1 ot riiasa mecTa KbM MOMEHTA Ha
NOJaBaHE Ha 3ajgBICHHETO O wWi. 33, al. 1“ e mekiapupaH JeKapCTBEHHUST apoaykr Ephyra
granules, 5 mg pack 30.

B MOTHBHTE Ha PELIEHMETO € IIOCOUEHO, Y€ ,,IPH IPOBEpKA Ha IIOJaeHATA IeKJIapanus OT
IIPUTEXATE/s HA Pa3spelleHHeTo 3a ynoTpeba Ha JTexapcTBeHHs IpoaykT Montecon chewable
tablet 5 mg x 30, u3Bppmena kem 27.08.2018 r. (marara Ha JEKJIapanysaTa) He € YCTaAHOBEHA IICHA
Ha IPOM3BOJUTCI B CTPAHMTE, IIOCOYEHH B Wi. 33, al. 2, KAaKTO W LieHa HA MPOM3BOIUTEN 3a
OKOHYaTeIHa OIIaKOBKa, Hak-OIM3Ka 10 3asBEHATa, CBIUIACHO WI. 8, ail. 4 oT Hapenbara.”. Coun
Ce O1IE, 4€ JICKAPCTBEHUAT IIPOAYKT C HAK-HUCKA cToMHOCT 3a JIJ/]/TepaneBTdeH KYPC B CBILIOTO
MEXIYHApOAHO HENAaTEeHTHO HauMeHosaHne e Montelukast Accord chewable tablet 5 mg x 30 ¢
IleHa Ha npou3BoauTen 4,17 ns.

Pesynrarure ot ciyxebrara mnposepka ma HCIIPJIII ca OTPa3CHH B IIPUJIONKCH KBM
npenuckara Excnepren noxiaaj no nponegypa Ne 111-6179 or 28.08.2018 1., K0#TO O CHIIECTBO
KOpECIIOHANpa C MOTHBUTE Ha OCIIOPEHOTO DpelneHHe, 0e3 Jla YCTAHOBSBA MM M3SCHIBA
JONBIHUTEIHM TakuBa. HampoTus, BHAcs IOUBIHHTENHA HEACHOTA OTHOCHO M3IION3BAHMS 32
pedepenTen sekapeTBen npoxykt Montelukast Accord chewable tablet 5 mg x 30, Thif xato B
JOKIIaa II0COYEHATA [IeHA Ha IIPOM3BO/IUTEI HA TO3H IPOAYKT ¢ 2,17 1B., a He 4,17 18.

Csriacso wi. 8, an. 5 or HYIIPPPIIII (pea. JIB, 6p. 92 ot 2015 I.) ,,KOraTo 3a JIEKApCTBEH
IPOJYKT HE MOXe Na Ob/le HaMepeHa leHa Ha IPOM3BOANTEN 32 ChIIUS JTEKapCTBEH IIPOAYKT II0
pela Ha TO3H 4IEH, 3asBCHATA IIeHA Ha IPOU3BOAUTEI HE MOXE J1a Ob/Ie I0-BUCOKA OT /BA [I'HTH
IIeHaTa Ha IPOU3BOJMTEN HA JIEKAPCTBEHUS IPOJIYKT CBC CHINOTO MEXIAYHAPOIHO HEHATEHTHO
HaMEHOBaHME W JIEKapCTBEHA (POpMa, KOHTO € ¢ Hall-HACKaTa CTOHHOCT 3a JJJl/tepanesTruen
Kypc, ompelenena 1mo pepa Ha paspen lII or rnasa mecra xbM MOMEHTa Ha NOJABaHe Ha
3a4BJICHUETO 110 wi. 33, am. 1¢.

B HacTosIIMS CiTydaii HEsICHA OCTaBaT PeObT M MEXAHU3MBT, KOUTO HCLIPJIIT e u3nonssai,
32 Jia yCTaHOBH, € MMEHHO JIeKapCTBeHUAT NponykT Montelukast Accord chewable tablet 5 mg x
30 ¢ nena Ha npoussoauTen 4,17 NB. cienBa 4a ce U3NON3Ba 32 pedepeHTeH TakbB, [1o Kakbe pexn,
METOJIO/IOTHA ¥ CHOOPAKCHAS TO3M JEKAPCTBEH IIPOLYKT € U3II0N3BaH B IPOLECHHUS cllyqait ¢
OTJIe]l NIPWJIOXKEHME Ha pasnopenbara Ha wi. 8, am. 5 oT HVYTIPPPITJIIT. Ome moseye, ue B
Tio/1azieHaTa NeKapanys, KaTo OTTOBapSI Ha Te3H U3UCKBAHMS 32 IIPUIIOKEHHE HA CleubruHaTa
pasmopenba Ha wi. 8, an. 5 or HYIIPPPLUIIL, e mocouen Apyr nekapcTBeH IPOIYKT, a B
TOPEIIOCOYCHUSL IOKIa GUIyprpa Apyra [eHa Ha IPOM3BOJUTEL.

Ocgen Tosa, HCLIPJIIT e moco4mt KaTo OCHOBAHKE 32 U3/aBaHE HA 0OXKANBAHOTO peumeHne
CIMHCTBEHO pasnopendara Ha 4. 43, ain. 8§ or HYTIPPPLIJIII Ge3 na e HaIIpaBWJ U3UCKyeMara
CBIIIACHO BHJ/IA HA HOpMaTa BPB3Ka C JIPYTH PEIEBAHTHH Pa3nope0H, BKIIOYUTEIHO TAKMBA OT
MaTepHaNHONPABEH XapakTep ¢ oriaea KoukperHus ciydad. HCIPJIII we e mortuBupan



NIOCPEICTBOM IPABHO OCHOBAHWE M3/aJICHOTO PELIEHME OTKBM TOBA, Y€ CYMTA, 4 € HAIMIE
npuiioxeHne Ha 4. 8, an. 5 or HYITPPPIJIIL

ITopajm roprOTO, He € ACHO KOHKPETHOTO (PaKTUHECKO M IPABHO OCHOBAHME 3a H3II0/3BAHE
Ha I1eHara ot 4,17 J1B. XaTo peepeHTHA TakaBa 3a IPOMIHA Ha [IEHATA HA KOHKPETHHS IeKapCTBEH
IpoIykT Ha 4,34 7B.

B pomsiHenue, npesun crienuGuUHES XapakTep Ha IPAIOKEHATA pasmopenba Ha . 8,
ar. 5 or HYIIPPPIUIIL, neobxomuma ce siBSBa M HampaBaTa Ha OpeNeHKa 3a BCEKH CIIydail
JIOKOJIKO IIPUII0KEHHETO Ha CHIIATA € TIOJIE3HO, eEKTUBHO 1 COLMAIIHO OIPaBIaHo. APIyMeHT 3a
TOBa Ca M MOTHBUTE B ChIIMA CMHUCBII B JJOKNa) Ha MUHUCTEDa Ha 31paBeONa3BaHeTo KbM IIPOEKTa
3a m3menenue Ha HYIIPPPLUIIL, nosenn o u3sMeHeHue Ha pasnopes6aTa Ha diL. 8, an. 5 ¢ JIB,
6p. 94 oT 2018 r.

Ilopaym u310%€HOTO, ¥ IPEABH/ IIBIHNS 06XBAT Ha IPOBEPKA OT crpana Ha KIT karo no-
ropecTosiius opran cupsaMo usganesus ot HCIIPJIIT agmunucTpatusen akt, Pemenne No HCP-
17023/19.10.2018 r. crexra ga 6611¢ OTMEHEHO.

KII me cinensa na Bpwina Ipenwckara 3a HoBO npousHacsHe Ha HCLIPJITI. HCIIPJIII uma
BB3MOXKHOCT IIPM HOBA IIPEICHKA U CIa3BaHe Ha ChOTBETHHUTE IIPEAIIOCTABKY /[a CE IPOM3HECE 110
HOBO NIPOM3BO/ICTBO 3a MPOMSIHA HA [I€HATa Ha JIEKapCTBEHUSA [IPOTYKT.

IlpenBun M3NMOXEHWTE MOTHMBH, CIIEHBA 14 CE OTMEHH u31Ano Pemenuwe No HCP-
17023/19.10.2018 r. ma Hauvonanuus chbBeT 0 LEHW U peuMOypcupaHe Ha JIeKapCTBEHUTE
IIDOIYKTH, C KOETO CE€ YTBBPXK/aBa INPOMAHA Ha LeHara no wi. 26la, am. 1 ot 3JIIIXM u ce
JI0ITyCKa IpOMsiHa Ha IeHaTa 1o wi. 261a, an. 1 ot 3JIIIXM B IIpunoxernme No 1 »JIEKapCTBEHH
TIPOIYKTH, IIPSAHA3HAYECHH 32 JIeYeHHE Ha 3a00JIIBaHus, KOUTO CE 3aIUIANAT II0 peja Ha 3aKkoHa
32 30PaBHOTO OCHrypsBaHe™ u B Ilpunoxenue Ne 2 | JlekapcTBEHM IPOLYKTH, 3aMIAIAHH OT
6roxeTa Ha JieueOHUTE 3aBE/IEHHS IT0 WI. 5 0T 3aK0HA 32 JIeuebuuTe 3aBEeHUs B OT OIoIKeTa HA
JIeueOHUTE 3aBEIEHUA C JBPXABHO W/WIM OBIIMHCKO yuacTHe 10 @i 9 u 10 or 3axoma 3a
neueOnuTe 3apeneHys’ Ha [I03UTUBHESA IEKAPCTBEH CIIMCHK HA JIeKapCTBEHHA IpoayKT Montecon
chewable tablet 5 mg x 30.

Hacrtosimoto perenue na ce cro6mum He3abGasHo HA 3aMHTEpPECOBAHNTE JIHLA.
Pemennero momrexu Ha 00XaBaHe npes AIMHHUCTPATHBEH CBJ Cotus — rpag B 14-
JIHEBCH CPOK OT Ch0OIaBaHETO My Ha 3aHHTEPECOBAHUTE JIMI(A.
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