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Signed by: IVO TSVETANOV MANCHEV

Ha ocnoBanue wi. 36 ot [loroBopa 3a ¢pynkunonupane Ha EBpomneiickus cbio3, wi. 10 ot
Permament (EC) 2015/479 na EBponeiickus mapiamenT u Ha CeBera ot 11 mapt 2015 1. oTHOCHO
o0mMTe mpaBuia 3a U3HOC, WI. 73 OT AJIMUHUCTPATHBHOIIPOIIECYATHUS KOJACKC U BBB BPB3Ka C

HCEAOCTHUIa HA JICKAPCTBCHU NPOAYKTHU 34 HAKOH KMBOTO3aCTpalIaBalin 3360JI$[B3HI/I$[,

HAPE XK JIAM:

|. 3a0pansBam n3HOCa 110 cMKChIa Ha Wil. 217a, an. 3 oT 3akoHa 3a JIeKapCTBEHUTE MPOTYKTH
B XyMaHHaTa MEJIMIIMHA Ha CJIeTHUTE JIEKAPCTBEHHU NMPOIYKTH, MOJIYUMIIN pa3pelieHne 3a ynorpeba
no pena Ha Pernament (EO) Ne 726/2004 na EBpomneiickus napiameHT u Ha CbBera oT 31 mapT
2004 romuHa 3a ycraHoBsiBaHe Ha mpouenypu Ha Cbro3a 3a paspemaBaHe W KOHTPOJ Ha
JIEKapCTBEHM IMPOJYKTH 3a XyMaHHa U BeTepUHApHa ynoTpeba M 3a ch3naBaHe Ha EBpomelicka
areHIysl Mo JIEKapCcTBaTa U JIEKApCTBEHU MPOJYKTH, MOJYYHIIN pa3pelleHne 3a ynorpeda no ui. 26,
ant. 1 or 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA, KIacu(PUIPaHU ChOOPa3HO
aHaTOMO-TEparneBTUYHO-XUMHUYHA KJIacu(UKalKsl B CbOTBETCTBHE C M3MCKBaHUsATAa HA CBeTOBHATA
3npaBHa opranuzanus (C30) BbB (papMaKkoIOrHUHU TPYTIN:

1. A10A ,,VIHCYnTUHM U aHATIO3U" - BCUYKH JIEKAPCTBEHU NMPOJIYKTH OT TpymaTa;

2. A10B “TloHmxaBamy KpbBHaTa 3axap JIEKapcTBa C M3KJIIOUEHHE HAa MHCYJIMHU™ -
nekapctBeH npoykT ¢ ATC kox A10BJ06 B nH)kek1IMOHHA JiekapcTBeHa (popma,

3. JO01 ,,AaTHHH(}EKINO3HH JIEKAPCTBEHU IMPOJYKTH 3a CHCTEMHa yIoTpeda™ - BCHYKH
JIEKapCTBEHH TNPOJAYKTU OT rpymara B jekapcTBeHH (opmu ,,powder for oral suspension” u

,»granules for oral suspension”.



Il. MoTuBHM:

JunabeTbT € XpPOHUYHO 3a00JisiBaHEe, KOETO BB3HMKBA WMJIM KOraTo MaHKpeachT HE
MIPOU3BEX/IA JTOCTATHYHO MHCYJIHMH, WIM KOraTo OpPraHu3MbT HE MOke e(eKTHBHO Ja U3IO0J3Ba
WHCYJTUHA, KOWTO mpou3Bexaa. MHCYIMHBT € XOpPMOH, KOMTO peryinupa KpbBHATa 3axap.
[ToBumienara KpbBHA 3aXap - XUIIEPIIIMKEMUS, € Pe3yATaT OT HEKOHTPOJIMPAHUS JHAOET U C TCUEHUE
Ha BPEMETO BOJIM JI0 CEPHO3HO YBPEXKIaHE HA MHOTO OT CHCTEMHUTE Ha TSUIOTO, 0COOEHO HA HEPBUTE
U KPHBOHOCHHUTE ChJOBE.

Juaber tun 1 (M3BecTEeH KaTO MHCYJIMHO3aBHCHM) CE€ XapaKTepu3upa C HEeIOCTaThYHO
MMPOU3BOJACTBO HA HHCYJIMH U U3WCKBA CKCAHCBHO IMMAPCHTCPAIIHO NPUIIIOKCHHUEC HA NHCYJIMH.

Huaber Ttun 2 3acsra HayuMHA, MO KOWTO TJIOKO3aTa B OpraHu3Ma Ce€ YCBOsSBA M
Tpancopmupa B eHeprusi. ToBa € maToIoruuyHo ChbCTOSTHUE, MPU KOETO KIETKUTE WM HE YCIIsIBAT
Jla pearupat HOpMaJHO Ha XOPMOHA MHCYJIMH, UJIM € HaMalleH Oposi Ha UHCYJTUHOBHUTE PELENTOPU
B OTTOBOp HA XUIICPHUHCYJIMHCMUA.

OcHOBHA OITACHOCT TpH JUadeTa ca XPOHUYHUTE MY yclokHeHHUs. /lnabeThT BOAM JI0
pa3BUTHETO Ha YBPEXKIAaHUS Ha oOuyuTe, OBOpenuTe, HEpBHATA CHUCTEMa, CBHPICYHO-CHIIOBU
3a00IABaHUsI, MO3BYHU UHCYATH, OOJIKH B TOTHUTE KPaWHULIU U JIP.

HpI/ILII/IHa 3a IpuJjiaraHe Ha Ta3u OrpaHU4MUTCIIHA MAPKa € TOBA, Y€ BBIIPCKU 3AJICTHAJIUTE B
3aKOHOJIATEJICTBOTO MEXAHM3MU 3a OrpaHWYaBaHE HA HM3HOC Ha JIEKAPCTBEHH TIPOJYKTH,
nocraHoBeHu B ['maBa nesera ,,0° ,J3Hoc Ha nekapcTBeHH mpoAykTtu. CrnenuanuzupaHa
€JIEKTPOHHA CHUCTEMAa 3a MPOCIENsBaHE M aHAJIW3 Ha JIEKapCTBEHUTE MPOAYKTH B 3aKoHa 3a
JIEKApCTBEHHUTE MPOJIYKTH B XyMaHHATa MEAMIIMHA, TIPOIBJDKaBa Ja Cce HaOJI0JaBa HEIOCTUT Ha
JIEKapCTBEHHUTE MPOAYKTH. JloKa3aTencTBO 3a TOBa ca MPOIBKABAIIOTO MOCTHIIBAHE HA CUTHAIH
3a JUIcCa B anTeyHara Mpeka Ha Te3W JieKapcTBa TMOJy4eHHM B MMHHCTEPCTBOTO Ha
3/1paBEOIa3BAHETO IMpEe3 MOCIEIHUTE MECEeld, KaTO €JHAa OT BB3MOXXHUTE MPUYMHU 3a TO3HU
HEJOCTUT €, Y€ Te3M MPOAYKTU ca 00EKT Ha M3HOC OT TepuTopusiTa Ha Pemybnuka bearapus kem
Apyru CTpaHUu B KOJHMYECTBA, Ch3JdaBallld IMPCANOCTABKU 3a MOTCHOHUAJICH HEAOCTHUI OT TE3U
JIEKapCTBEHH MPOAYKTH 3a OBJITapPCKHUS Mazap.

He3aBucuMo OT 3aKOHHHUS XapaKTep Ha W3BBbpIIBaHATa JEHHOCT, U3HOCHT HA JIEKAPCTBEHU
MPOJYKTH, U3IMOJI3BAHU 3a JICUEHUE Ha JMa0eT B MEPHOJ Ha YBEIUYECHO MOTPeOIeHHEe, KaKTO U
Ha0Ir0JTaBaHNTE 3a0aBSIHUS B IOCTABKUTE HApyIIaBa OalaHca MEX Iy JOCTABEHUTE Ha TEPUTOPHSITA
Ha CTpaHaTa JICKapCTBCHU NPOAYKTH U TOBHIICHUTE HYXAW OT TAX 3a 3aJOBOJIAIBAHE HA 3JPaBHUTC
MOTPEeOHOCTH Ha HACEICHHUETO.

Bronpeku chiecTByBaluTe MEXaHU3MU 3a 3a0paHa Ha U3HOC Ha JIEKAPCTBEHH MPOAYKTH,

noctaHoBeHn B ['maBa pesera ,,0. ,,JI3HOC Ha nekapcTBeHW MpoaykTu. Creruanu3upaHa



€JIEKTPOHHA CUCTEMA 3a IpOCJEAsBaHE W aHAIW3 Ha JIEKAPCTBEHUTE INMPOAYKTH B 3aKOHaA 3a
JIEKapCTBEHHUTE MPOJYKTH B XyMaHHATa MEIULIMHA, KbM MOMEHTA BCE OIIE C€ HAaOJII0JaBa HETOCTUT
Ha JIEKapCTBEHUTE MPOAYKTH 110 T. I.

[Tpe3 3uMHMS CE30H 3a4ecTsBaT CllydyauTe Ha MHOXECTBO CUTHAJIM U JXKalOu 3a Jiumca B
anTeyHaTa Mpeka M Ha aHTHOAKTEpHUAIHU JIEKAPCTBEHHU IMPOAYKTH, OCOOCHO Ha JICKApPCTBEHHUTE
dbopMu, ipeTHA3HAYCHH 32 JIeTIa.

Cnen w3BBbpUIEH 3a7bi00YEH aHaIM3 Ha akTyaJlHaTa CHUTyalus € HaJU4YHOCTTAa Ha
rOpPEeCOMEHATUTE IPYNH JIEKAPCTBEHU MPOLYKTH M IO MPEAOCTaBeHa MO-rope MH(popmanus, ce
yYCTAaHOBHM HEOOXOAMMOCT OT BBbBEXJaHE Ha 3a0paHa 3a W3HOC Ha ompeneneHuTe B T. | rpymu
JIEKapCTBEHU MTPOTYKTH.

Ha cnenpaino MscTo, upes onpenensHe Ha nocouenus B T. |1 ot 3anmoBeara cpok 3a 3ab6pana
Ha M3HOC Ha JIEKAPCTBEHHUTE MHPOAYKTH MO T. |, me ce mocturhe OajaHC MeEXAy LeNTa Ha
MIPUJIO’KEHATa MApPKa — OCUTYpsIBAHE HA JIOCTAThYHO KOJUYECTBO OT TE3U JIEKAPCTBEHU MPOAYKTH,
HEO0XO0/IMMHU 32 JICUCHHETO Ha OBITAPCKUTE MAIMEHTH, OTIa3BaHe Ha TSIXHOTO 3/]paBe M TapaHTHUPaHE
Ha HENpeKbCHATOCT Ha JIEKapCTBEHaTa MM Tepamnus — OT €JHa CTpaHa, U OT Jpyra cTpaHa
HEHapyllaBaHe 3a IbJBI IEpPUOJ] OT BpeMe Ha IpPaBOTO HAa MKOHOMHMUYECKHUTE CYOEKTH Ja
OCBIIECTBSIBAT CBOOOJHOTO JIBUKEHHE HA CTOKUTE, C KOUTO THPIyBaT — B Cilyd4as JIEKAPCTBEHU
MPOJYKTH.

Tbpcenata nen — na Obae obe3meyeH OBIArapckus JIEKApCTBEH Ia3ap € JOCTaThYHO
JIEKapCTBEHM MPOJIYKTH 3a 330BOJISIBaHE NOTPEOHOCTUTE HAa HACENIEHUETO, CIE/IBA J1a € Chpa3MepHa
Ha E€BEHTYaJHUTE UKOHOMUYECKHU MOJI3H, KOUTO OMXa MMAIN NMPUTEKATEIUTE HA pa3pelieHue 3a
THProBUS C JIEKAPCTBEHU MPOAYKTH, aKO B ITOCOUYECHUSI IEPHUOJ MOXKEXA /1a OCHILECTBABAT U3HOC C
ONMCaHUTE NPOAYKTH. Upe3 BBBEIEHHMS CPOK 3a 3abpaHa HE Ce HapyllaBa NPUHLUUIBT Ha
ChpPa3MEpPHOCT, NIOCTAHOBEH B AJMHHHCTPATUBHOIIPOLIECYAIHUSI KOJEKC, YAATO OCHOBHA LIEN €
aJIMUHUCTPATUBHUAT aKT W HErOBOTO HU3IBJIHEHHME Ja HE MOrar Jia 3acsArar npaBa M 3aKOHHU
WHTEPECH B TMO-TOJIsIMA CTETIEH OT Hal-He0OXOAMMOTO 3a IeNTa, 32 KOATO aKThT ce u3zaana (Wi. 6,
an. 2 ot AIIK).

CpokbT Ha JieiicTBUe Ha 3a0paHara, KaKTO U Ha KOHKPETHHUTE JIEKAPCTBEHU MPOAYKTH ca
OIIpEEIIEHU NIPU CTPUKTHO CIa3BaHE Ha NMPHUHIMIIA 33 MPONOPLHOHAIHOCT, C II€J Olla3BaHe Ha
3/IpaBEeTO Ha HACeJIEHUETO U IpU ChOI01aBaHe Ha 3a0paHaTa 3a MPOU3BOJIHA JTUCKPUMHUHALIMS UITU
MIPUKPUTO OTPAHUYEHHUE HA THPTOBUSTA MEXAY IbP’KABUTE WICHKH, ITIOCOYEHA B WI. 36 oT JloroBopa
3a (yHKIMOHMpaHe Ha EBponeiickus cbios.

I11. 3a6panata mo T. | e B cuna ot 01.03.2024 r. 1o 31.03.2024 r.



IV. 3anoBeara na ce ga ce nmybaukyBa Ha MHTepHeT crpaHunara Ha MUHHCTEPCTBOTO Ha

3/paBEOIa3BaHETO U Jla C€ U3NpaTu Ha AreHIus ,, MUTHULIK 32 CBEICHUE U U3ITbIHEHUE.

1.3.2024 r.

X

Signed by: Hristo Ruskov Hinkov

MMPO®. XPUCTO XUHKOB

Munucmvp na 30paseonazéanemo



