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Signed by: IVO TSVETANOV MANCHEV

Ha ocnoBanue wi. 36 ot [loroBopa 3a ¢pynkunonupane Ha EBpomneiickus cbio3, wi. 10 ot
Pernament (EC) 2015/479 na EBponeiickus napnameHT u Ha CpBeta oT 11 mapt 2015 r. oTHOCHO
o0muTe mpaBuia 3a U3HOC, WI. 73 OT AJIMUHUCTPATHUBHOIIPOIIECYATHUS KOJACKC U BbB BPB3Ka C

HCEAOCTHUIAa HA JICKAPCTBCHU NPOAYKTHU 34 HAKOH KMBOTO3aCTpalIaBali 3360JI$IBaHI/I$[,

HAPEXIAM:

I. 3abGpansBam U3HOCA [0 CMUCHJIA Ha 4. 217a, an. 3 oT 3aKoHa 3a JIeKapCTBEHUTE MPOIYKTH
B XyMaHHaTa MEAMIIMHA Ha CJIEAHUTE JIEKApCTBEHU MPOAYKTH, TOJIYUYHUIIU pa3pelleHre 3a ynorpeda
no peaa Ha Permament (EO) Ne 726/2004 na EBponeiickus napaameHT v Ha CbBera oT 31 mMapT
2004 rommHa 3a ycTaHOBsBaHe Ha mnpoueaypu Ha Cplo3a 3a pas3peliaBaHe M KOHTPOJ Ha
JIEKapCTBEHM MPOAYKTH 3a XyMaHHa M BeTepHHapHa ynorpeba W 3a ch3gaBaHe Ha EBpomeiicka
areHIIMs 110 JICKapCTBaTa M JIEKAPCTBEHU MPOIYKTH, TIOJYIHIIA Pa3pelieHne 3a yrnorpeoda mo wi. 26,
an. 1 or 3akoHa 3a JIeKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIMIIMHA, KIacuUIIUPaHU CHOOPa3HO
aHaTOMO-TEPaNeBTUYHO-XUMHYHA KJIaCU(pHUKAIHS B CbOTBETCTBHUE C M3UCKBaHUATa Ha CBETOBHATA
3npaBHa opranuzanus (C30) BbB (PapMaKkoJIOrMUHU TPYNH W MEXAYHApOJHO HEMAaTeHTHO
HauMEHOBaHHE!

1. A10A ,MHCcynuHu M aHano3u* - jpekapcTBeHu npoayktu ot rpymnara ¢ INN Insulin
human; INN Insulin Aspart; INN Insulin degludec; INN Insulin degludec and insulin aspart; INN
insulin degludec, liraglutide; INN Insulin detemir; INN Insulin glargine; INN Insulin

glargine/Lixisenatide; INN Insulin Lispo.



2. JO1 ,,AHTMMH(EKIMO3HH JIeKapCTBEHM IMPOAYKTH 3a CHCTeMHa ynorpeba“
JeKapcTBeHH MpoaykTH oT rpymara ¢ INN: Amoxicillin, clavulanic acid u INN: Azithromycin B
nekapcTBeHu Gopmu ,,powder for oral suspension” u ,,granules for oral suspension”.

Il. MoTusBu:

JnaberpT € XpOHMYHO 3aloiiiBaHE, KOETO BB3HMKBA MJIM KOraTO IIaHKpEachT HE
MPOU3BEXK/IAa TOCTATHYHO MHCYJIUH, WIM KOTaTO OPraHU3MbBT HE MOXe e(EeKTUBHO Ja H3MOJ3Ba
UHCYJIMHA, KOHTO mpou3BexJa. MHCYIMHBT € XOpMOH, KOWTO peryiaupa KpbBHaTa 3axap.
[ToBuiieHaTa KpbBHA 3aXap - XUIIEPIJIMKEMUs, € PE3yJTaT OT HEKOHTPOJIUPaHUs 1uadeT U ¢ TeUeHne
Ha BPEMETO BOJIU /IO CEPHO3HO YBPEXKIaHE HA MHOTO OT CUCTEMHUTE Ha TSIIOTO, 0COOEHO Ha HEPBUTE
Y KPbBOHOCHHTE ChJIOBE.

Juaber tun 1 (M3BecTEH KAaTO MHCYJIMHO3aBHCHM) C€ XapaKTepu3upa ¢ HEAOCTATHYHO
IIPOM3BO/ICTBO HA MHCYJIMH U U3UCKBA €KEHEBHO NMAaPEHTEPATHO MPUIIOKEHUE HA MHCYJIUH.

Juaber Tunm 2 3acsara HauMHA, MO KOMTO TIJIIOKO3aTa B OpraHu3Ma ce€ ycBOsBa U
Tpanchopmupa B eHeprusi. ToBa € maToJIOTHYHO ChCTOSIHUE, PH KOETO KIETKUTE WM HE yCISBAT
Jla pearupar HOpMaJIHO Ha XOPMOHA UHCYJIMH, WM € HaMaJleH Oposi Ha MHCYJIMHOBUTE PELETOPU
B OTIOBOP Ha XUMEPUHCYJINHEMHUSL.

OcHOBHa OMacHOCT Mpu auadera ca XPOHWYHUTE My YclokHeHHs. [[nabeTbT BOAM 110
pPa3BUTHETO Ha YBPEXKIAHHWs Ha OYHTE, OBOpenuTe, HEpBHATa CUCTEMA, CBHPICYHO-CHIOBU
3a00J1s1BaHMsl, MO3bYHU UHCYIITH, OOJIKU B JIOJIHUTE KpAHULIU U Jp.

C men U3BBpLIBAHE HA AHAJIM3 HA CUTYAIUATA 32 HATMYUETO HA JEKapCTBEHM MPOAYKTH 3a
JedeHre Ha nuabeT W aHTUMH(EKIIMO3HU JIEKApCTBEHU NMPOJYKTH Ha (DapMaleBTUYHUS Ta3ap U
JOCTBIIa HA TAMEHTHTE J0 TAX, Oemie m3uckana nHpopmamus oT M3nbIHUTENHATA areHIHs 110
nekapctBata (MAJI) OTHOCHO HaJIWYHUTE KOJMYECTBA OT JIEKAPCTBEHM MPOAYKTH OT
(bapMakoJIOTHYHUTE TPYNHU, 00EKT Ha 3a0paHaTa 3a M3HOC B THPrOBLM HA €IpO U amlTeKH, OT
Pernonanuure 3paBHU UHCIEKIIMM OTHOCHO W3BBPILIBAHE HA IPOBEPKH B alITEKH OT ,,OTKPUT TUI*
OTHOCHO HAJIMYHOCTTA OT JICKAPCTBEHH MPOIYKTH, KaTo ca OOXBaHATH TOJEMHU M IIO-MaJKH
HaceneHu Mecta. OT uHTepHeT cTpaHuiata Ha Hanmonannara 3npaBHoocuryputensa kaca (H30K)
€ HampaBeHa CIpaBKa 3a TOTPEeOJIEHHETO Ha JIeKapCTBEHUTE NPOAYKTH U Opos Ha
3JIpaBHOOCUTYPEHHTE JIULIA.

Crnen o0o0mIeHue 1 TIperiie/l Ha MOCThITMIIaTa HHGOPMAIIHS OT TOCOYEHUTE WHCTHTYIIUH Ca
HAJIMIE TaHHW 33 HEPETYISIPHH JOCTaBKW/3a0aBsiHE WM OTKa3 OT CKJIAZOBETEe HA THPTOBIMTE HA
€Ipo 3a JICKapCTBEHH MPOAYKTH OT cieauurte Qapmakonsoruunu rpynu: A10A ,MHCynuHM U
aHao3u‘ - ylekapcTBeHU Npoayktu oT rpymara ¢ INN Insulin human; INN Insulin Aspart; INN
Insulin degludec; INN Insulin degludec and insulin aspart; INN insulin degludec, liraglutide; INN
Insulin detemir; INN Insulin glargine; INN Insulin glargine/Lixisenatide; INN Insulin Lispo u JO1



,»AHTUUH(EKIINO3HHU JIEKAPCTBEHH MPOIYKTH 33 CHCTEMHA YIoTpeda“ — JeKapCTBEHH MPOAYKTH OT
rpynara ¢ INN: Amoxicillin, clavulanic acid u INN: Azithromycin B iekapcTBenu dpopmu ,,powder
for oral suspension” u ,,granules for oral suspension”.

[To oTHOmIEHWE Ha JEKAPCTBEHW MNPOAYKTH OT dapmakonoruyHara rpyma - AlO0A
,, JIHCYTUHN ¥ aHaJo3u" OTUETIMBO ce 3a0ens3Ba, ue YETUPHU OT MHCYJIMHHUTE ca C HeperyispHa
JOCTaBKa/I0CTaBKa Ha IMO-MAaJIKO KOJIMYECTBO WM 3a0aBsiHE HA TOCTAaBKa MpU 0KojI0 wiu Haz 50 %
OT BCHYKM OO0JacTH B CTpaHaTa. 3a JpYrM YEeTHPU JIEKAPCTBEHU MPOIYKTH OT rpymnara ca
JOKJIaJIBAaHU HEIOCTUT Tpu O6sin30 min Hag 30% OT BCMUKH 00JIacTH B CTpaHaTa.

Crnen ananu3 Ha MOCTHIIWIATA MHPOPMALIUS, C€ YCTAaHOBHU, Y€ € HAJMIIEC 3aTPyJHEHUE B
CHAa0AsIBAHETO, KAaKTO Ha AaNTEeKUTe, Taka W Ha MALHUEHTHTE C JIEKAPCTBEHHUTE IMPOIYKTH OT
dapmakonornynara rpyna - AIOA ,MHcynuHUM W aHano3u CbC CICAHUTE MEXIAYHAPOIHH
nenarentar HanMeHoBauus INN Insulin human; INN Insulin Aspart; INN Insulin degludec; INN
Insulin degludec and insulin aspart; INN insulin degludec, liraglutide; INN Insulin detemir; INN
Insulin glargine; INN Insulin glargine/Lixisenatide; INN Insulin Lispo. IlpeaBun ToBa e
Heo0X0IMMO MMOCTAHOBSBAHE Ha 3a0paHa 3a U3HOC HA TIOCOYCHUTE JICKAPCTBEHU MPOTYKTH.

[To oTHoOmIeHME Ha JEKApCTBEHU MPOIYKTH OT cienHara (apmakonoruyHa rpyma - JO1
,AHTUUH(EKIINO3HHU JIEKAPCTBEHU MPOJIYKTH 32 CUCTEMHA yroTpeda“:

Crnen mpernen W aHaiau3 Ha MOCThIMIATA WHGOpPMANMsS CE YCTAaHOBH, Y€ HAW-TOJSMO
3a0aBsHe, HEPET'YJSIPHOCT B JOCTABKUTE, BKIIFOUUTEIHO OTKA3 OT CKJIAJOBETE HA ThPTOBLHU Ha €pO
MMa 3a JICKapCTBEHH MPOAYKTH, KouTo mpuHaiexar kbM INN: Amoxicillin, clavulanic acid — 9
JIEKapCTBEHH MPOIYKTH OT 00110 22 ca ChC ChOOIICHNUS 3a 3aTpyAHEHHUs B octaBkute. [Ipu 29 %
0T 00JIaCTUTE B CTpaHaTa ce choOLIaBaT 3a OTKa3 W/WJIM HEPETyJsIpHU JOCTAaBKHM HA JiBa OT TE€3U
JIeBET JIEKapCTBEHHU MPOAYKTH, J1oKaTo mpu 25 % oT obnactute nma 3abaBsiHe MM OTKA3 Ha €1UH
OT TE€3H JIBa JIEKaPCTBEHM MPOJIYKTH, HO B pa3IMyHa KOHIIEHTPAIIM Ha aKTUBHOTO BeliecTBo. [Ipu
OCTaHAINTE JIEKAPCTBEHW TMPOAYKTH, MPUHAANESKAIM KbM Ta3u Tpyma ce HalmroaaBa
HEPETYJISIPHOCT B IOCTABKUTE, 3a0aBsHE WM OTKa3 OT CKJIaJla Ha ThPTOBEIl Ha €/Ipo B 710 4 06acTy.

[Topanu Te3u nmaHHM, HEOOXOIMMOCT OT 3abpaHa Ha HW3HOCAa ce O00yciaBsg camo 3a
nekapctBeHu npoayktu ¢ INN: Amoxicillin, clavulanic acid u INN: Azithromycin B nekapcTBeHU
dopmu ,,powder for oral suspension” u ,,granules for oral suspension”.

Bbnpekn 3anersanite B 3aKOHOJATEIICTBOTO MEXaHHU3MH 3a OTpaHWYaBaHE Ha M3HOC Ha
JIEKapCTBEHH TMPOJYKTH, MTOCTaHOBEHW B ['7aBa gemera ,,0° ,,I3HOC Ha JeKapCTBEHU MPOIYKTH.
Crienmanu3upaHa eJIeKTPOHHA CUCTEMa 3a MPOCIIE/sIBaHe M aHAJIN3 Ha JIEKAPCTBEHUTE MPOAYKTH B
3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIWIIMHA, BUIHO OT aHajdu3a Ha JaHHUTE,
MOCTBITMIIN OT CIIOMEHATUTE MO-TOPEe MHCTUTYIIMH MPOABIDKaBa Ja ce HaONIoJaBa HEIOCTUT Ha

JIEKapCTBEHUTE MPOAYKTH. Jl0Ka3aTeacTBoO 3a TOBa € ChIIO0 Taka U KoHcTaTupaHata oT P3U nurmca B



anTeyHaTa MpeXa Ha Te3U JIeKapCTBa KaTo €Ha OT Bb3MOKHUTE MPUYMHU 33 TO3H HEJOCTUT €, Ue
TE3W MPOAYKTH Morar Jia ObJaT 0O0eKT Ha M3HOC OT TepuTopusaTa Ha PemyOnuka Bbiarapus xpm
AIpyrd CTpaHU B KOJHMYECTBA, Ch3IABALM NPEANOCTaBKM 3a MOTEHLHUAIEH HEIOCTUT OT TE3H
JIEKapCTBEHU MIPOAYKTH 3a OBJIrapCKuUs masap.

He3aBucumo oT 3akOHHMS XapaKTep Ha U3BbPIIBaHATA ACHHOCT, N3HOCHT HA JICKAPCTBEHH
MPOAYKTH 3a JICYCHHE Ha AHa0eT W Ha aHTUOAKTEPUAHU JICKApPCTBEHH MPOAYKTH 3a CHCTEMHA
ynotpeba, mocodeHu B T. |, kakTo u HaOIr0AaBaHUTE 3a0aBSIHUA B IOCTAaBKUTE HapyllaBa OanaHca
MEX]y IOCTaBEHUTE Ha TEPUTOpUATA HA CTpaHaTa JIEKAPCTBEHU MPOAYKTH U MOBUILECHUTE HYXAU
OT TSIX 32 33/I0BOJISIBAHE HA 37PAaBHUTE NOTPEOHOCTH HA HACEICHUETO.

Crnen w3BBpUIEH 3abi00YeH aHaIM3 Ha aKTyaJHaTa CHUTyalls C HAJIUYHOCTTA Ha
rOpeCOMEHATUTE IPYIHU JIEKAPCTBEHU MPOJYKTH U 10 MIpeJocTaBeHara 1no-rope uHpopmanus, ce
YCTaHOBHU HEOOXOAMMOCT OT BbBEXJaHe Ha 3a0paHa 3a W3HOC Ha ompejeneHuTe B T. | rpymu
JICKapCTBEHH MTPOILYKTH.

Ha cneasamo mscro, upes onpenensiHe Ha nocoueHus B T. |l ot 3amoBeara cpok 3a 3abpana
Ha M3HOC Ha JIEKAPCTBEHHUTE MHPOAYKTH MO T. |, me ce mocturhe OajaHC MeXAy LelTa Ha
IPUIIOKEHATa MSIpPKa — OCUTYpsIBAaHE Ha JOCTAThYHO KOJIMYECTBO OT T€3U JEKapCTBEHU MPOJYKTH,
HEO0XO0/IMMHU 32 JICUCHHETO Ha OBITAPCKUTE MAIMEHTH, OTIa3BaHe Ha TSIXHOTO 3/[paBe M TapaHTHUPaHE
Ha HEMPEeKbCHATOCT Ha JIGKAPCTBEHATa MM Tepamus — OT €JHa CTpaHa, U OT Jpyra cCTpaHa
HEHapyllaBaHe 3a IbJIBI IEPUOJ OT BpeMe Ha IPaBOTO HAa HKOHOMHYECKUTE CYOEKTH Ja
OCBILECTBSIBAT CBOOOJHOTO IBHM)KEHHE Ha CTOKUTE, C KOUTO ThPryBaT — B Cllydyas JICKapCTBEHH
TIPOIYKTH.

Twpcenara men — na Obae obOe3rneyeH OBJITapCKUST JICKAPCTBEH IMa3ap C JA0CTaThYHO
JIeKapCTBEHM MPOJIYKTH 3a 3310BOJISIBAaHE NOTPEOHOCTUTE HA HACEJICHUETO, CJIeJ[Ba Jla € Cbpa3MepHa
Ha €BEHTYaJTHUT€ MKOHOMHUYECKU IMOJI3M, KOMUTO OMXa MMalM MPHUTEXKATEIUTe Ha pa3pelieHue 3a
TBPrOBHUS C JIEKAPCTBEHHU MPOIYKTH, aKO B TIOCOUYEHHUS NEPHO MOXKEXA J1a OCHLIECTBABAT U3HOC C
ONMCaHWTE TPOAYKTH. Upe3 BBBENCHHS CPOK 3a 3a0paHa HE Ce HapyllaBa MPUHIUIBT Ha
Chbpa3MEepHOCT, TIOCTAHOBEH B ATMHHHCTPATUBHOIIPOIECYATHUSI KOJIEKC, YMATO OCHOBHA IIEJ €
aJIMUHUCTPATUBHUAT aKT W HErOBOTO HU3IBJIHEHHWE Ja HE MOrar Jia 3acsArar npaBa M 3aKOHHU
MHTEPECH B MO-TOJISIMA CTENEH OT Hail-He00X0AUMOTO 32 LIENTa, 32 KOATO aKThT ce u3aana (4. 6,
an. 2 ot AIIK).

CpokbT Ha neiicTBue Ha 3a0paHara, KaKTO W Ha KOHKPETHHTE JICKAPCTBEHU MPOAYKTH ca
OIpeJIeJIeH! MPH CTPUKTHO Clla3BaHE Ha MPHUHIMIIA 32 MPONOPIMOHAIHOCT, C LeJI Olla3BaHEe Ha
3JIpaBETO Ha HACEJIEHUETO U MpH ChOII0aBaHe Ha 3a0paHaTa 3a MPOM3BOJIHA AUCKPUMHUHALIUS HITH
MIPUKPUTO OTPAHNYEHHUE HA THPTOBUSTA MEXKAY IbPKABUTE WICHKH, ITIOCOYEHA B WI. 36 oT JloroBopa

3a (pyHKuHMOHMpaHe Ha EBpomneiickus chio3.



I11. 3a6panata o T. | e B cuna ot 20.09.2024 r. 1o 21.10.2024 r.
IV. 3amoBeara na ce nyOmukyBa Ha VHTepHeT crpanMuata Ha MUHHCTEPCTBOTO Ha

3ApaBCOIIa3BaHCTO U Ja CC U3IIpaTH HA AreHmus ,,MI/ITHI/IHI/I“ 3a CBCACHUC U U3ITBJIHCHUC.

19.9.2024 r.

X Kondeva

A-p Fans Konaesa
MWHUCTBP Ha 34paBeonasBaHeTo
Signed by: Galya Georgieva Kondeva-Mankova




