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Signed by: IVO TSVETANOV MANCHEV

Ha ocnoBanue 4. 36 ot JloroBopa 3a ¢yHKIIMOHMpaHe Ha EBpomneiickus cpro3, 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 AJMUHUCTPATUBHOIPOLECYaTHUS KOJACKC U BbB BpB3Ka C

HCAOCTHUI'a HA JICKAPCTBCHU NPOAYKTHU 34 HAKOH KMBOTO3aCTpalIaBali 3360JI$[B3HI/I$[,

HAPE XK JIAM:

|. 3a0pansBam n3HOCa 110 cMHChIa Ha Wil. 217a, an. 3 oT 3akoHa 3a JIeKapCTBEHUTE MPOTYKTH
B XyMaHHaTa ME/IMIIMHA Ha CJIETHUTE JIEKAPCTBEHHU NMPOIYKTH, MOJIYUHIIN pa3pelieHne 3a ynorpeba
no pena Ha Pernament (EO) Ne 726/2004 na EBponeiickus napiaameHT u Ha CbBeta oT 31 mapT
2004 romuHa 3a ycraHoBsiBaHe Ha mpouenypu Ha Cbro3a 3a paspemiaBaHe W KOHTPOJ Ha
JIEKapCTBEHM IMPOJYKTH 3a XyMaHHa U BeTepUHaApHa ynoTpeba u 3a ch3jlaBaHe Ha EBpomelicka
areHIys 1o JIEKapCcTBaTa U JIEKAPCTBEHU MPOJYKTH, MOJYYHIIN pa3pelleHne 3a ynorpeoda no ui. 26,
an. 1 ot 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIMHA, KIacu(pUIpaHu ChOOPa3HO
aHaTOMO-TEparneBTUYHO-XMMHUYHA KJIacu(UKalMsl B CbOTBETCTBHE C U3UCKBaHUsATAa Ha CBeTOBHATA
3npaBHa opranm3ainus (C30) BBB (apMakOJIOTHYHU TPYNMH W MEXKIYHAPOJAHO HEMATEHTHO
HaMEHOBaHHUE:

1. A10A ,,VIHcynuHM 1 aHaI03u" - JekapcTBeHU MpoAyKTH ot rpynara ¢ INN Insulin human;
INN Insulin Aspart; INN Insulin degludec; INN Insulin detemir; INN Insulin glargine; INN Insulin
Lispo.

2.J01 ,,AnTUHH(pEKINO3HU JIEKAPCTBEHHU NMPOIYKTHU 32 CUCTEMHA yIoTpeda“ — JeKapCTBeHU
npoayktu ot rpymnarta ¢ INN: Amoxicillin, clavulanic acid u INN: Azithromycin B nekapcTBeHI

dbopmu ,,powder for oral suspension” u ,,granules for oral suspension”.



3. Al0BK ,HHxuOuTtOopM Ha HATPUEBO-INIIOKO3HUs Ko-TpaHcmoprep 2 (SGLT-2) —
nekapcrBenu npoayktu ot rpynata ¢ INN: Dapagliflozin u INN: Empagliflozin.

Il. MoTusBu:

JlnabeTbT € XpOHMYHO 3a00JsBaHE, KOETO BB3HMKBA MM KOTaToO IaHKPEachbT He
MPOU3BEXK/A TOCTAThYHO MHCYJIUH, WIM KOTaTO OPraHU3MbBT HE MOXe e(EeKTUBHO Ja M3MOJ3Ba
WHCYJIMHA, KOUTO Tmpou3BexAa. MHCYIMHBT € XOpPMOH, KOWTO peryjaupa KpbBHaTa 3axap.
[ToBuiieHaTa KpbBHA 3aXap - XUIIEPIIIMKEMUs, € PE3yJTaT OT HEKOHTPOJIMpaHUs 11ualdeT U ¢ TeUeHne
Ha BPEMETO BOJIU JI0 CEPHO3HO YBPEXJIaHE HA MHOT'O OT CUCTEMUTE Ha TAJI0TO, 0COOEHO Ha HEPBUTE
1 KPbBOHOCHHUTE ChJOBE.

Huaber tun 1 (M3BeCcTEH KAaTO MHCYJIMHO3AaBHCHM) C€ XapaKTepusupa ¢ HEAOCTAThYHO
IIPOM3BO/ICTBO HA MHCYJIMH U U3UCKBA €KEHEBHO NMAaPEHTEPATHO MPUIIOKEHNE HA UHCYJIUH.

Juaber Tunm 2 3acsira HauyMHA, MO KOWTO IJIIOKO3aTa B OpraHu3sMa ce€ YCBOsIBA H
TpaHchopmupa B eHeprusi. ToBa € maToJIOTHYHO ChCTOSIHUE, IPH KOETO KIETKUTE WM HE yCIISBAT
Jla pearupar HOpMajJHO Ha XOPMOHA UHCYJIMH, WM € HaMaJleH Oposi Ha MHCYJIMHOBUTE PELIENTOPU
B OTIOBOP Ha XUMEPUHCYJINHEMHUSL.

OcHOBHa OMacHOCT MpU Jauabera ca XPOHWYHUTE My YyclokHeHMs. [InaGeTbT BOAM 10
pa3BUTHETO Ha YBPEKIAaHUS Ha ouuTe, OBOpenuTe, HEpBHATa CHCTEMA, CbPIAECUYHO-CHJIOBU
3a00JIsIBaHMSI, MO3bYHH WHCYIITH, OOJIKM B JIOJHUTE KPAHHHULIN U JP.

C nen U3BBpLIBAHE HA AHAJIM3 HA CUTYALUATA 32 HAIMYUETO HA JEKapCTBEHU MPOAYKTH 3a
JeyeHre Ha JuabeT W aHTUMH(EKIMO3HU JIEKapCTBEHU NMPOJYKTU Ha (papMalleBTUYHUSA Ma3ap U
J0CThIIAa HAa MAllMEHTUTE A0 TAX, Oemle m3nuckaHa nHdopmanusa ot M3mbeinHuUTENHATa areHIUs 1O
nekapcrBara (MAJI) OTHOCHO H@JIWYHUTE KOJUYECTBA OT JIEKAPCTBEHU NPOAYKTH OT
(bapMakoJIOTHYHUTE TPYNHU, 00EKT Ha 3a0paHaTa 3a W3HOC B THPrOBUM HAa €IpO U amlTeKH, OT
Pernonanuure 3paBHU HHCIEKIIMM OTHOCHO U3BBPILBAHE HA IPOBEPKHU B alITEKH OT ,,OTKPUT TUI*
OTHOCHO HAJIMYHOCTTa OT JICKApPCTBEHH MPOJIYKTH, KaTo ca OOXBaHATU TOJEMU U IO-MaJKH
HaceneHu Mecta. OT uHTepHeT cTpaHuiata Ha Hanmonannara 3npasHoocuryputenta kaca (H30K)
€ HampaBeHa CIpaBKa 3a TMOTPeOJIeHUEeTO Ha JIEeKapCTBEHWTE NPOAYKTH U Opos Ha
3JIpaBHOOCUTYPEHHTE JIULIA.

Cnen o6o01ienue 1 nperies Ha MocThIuIaTa HHpopMalus OT MOCOYEHUTE HHCTUTYLIUH Ca
HaJIMIIe JaHHU 32 HEPEeryJsipHU JAOCTaBKH/3a0aBsiHE WJIM OTKa3 OT CKJIAJ0BETE Ha ThPrOBLUTE HA
€1po 3a JIEKapCTBEHM MPOAYKTH OT cienHute ¢apmakoioruynu rpynu: A10A ,UHcynuHu U
aHao3u‘ - JlekapcTBeHU NpoaykTu oT rpymara ¢ INN Insulin human; INN Insulin Aspart; INN
Insulin degludec; INN Insulin detemir; INN Insulin glargine; INN Insulin Lispo, JO1
»AHTUUH(EKIINO3HH JIEKAPCTBEHH MPOAYKTH 32 CUCTEMHA yIOTpeda“* — JEKapCTBEHH MPOAYKTH OT

rpynata ¢ INN: Amoxicillin, clavulanic acid u INN: Azithromycin B nekapctBenu dhopmu ,,powder



for oral suspension” u ,,granules for oral suspension”, kakto 1 A10BK ,,Uuxubutopu Ha HaTpHEBO-
[IIIOKO3HUS Ko-TpaHcrnoptep 2° (SGLT-2) — nekapcTBeHHM MNpOAYKTH OT rpymara ¢ INN:
Dapagliflozin u INN: Empagliflozin.

[To oTHOmIEHWE Ha JEKAPCTBEHW NPOAYKTH OT dapmakonoruyHata rpyma - AIlO0A
, JIHCYTUHHN ¥ aHaJO03Hu" OTUETIMBO ce 3a0eis3Ba, Y€ YeTUPU OT MHCYJIMHHUTE ca C HeperysipHa
JOCTaBKa/I0CTaBKa Ha IMO-MAaJIKO KOJIMYECTBO WM 3a0aBsiHE HA TOCTAaBKa MpU 0KojI0 wiu Haz 50 %
OT BCHYKM OO0JacTW B cTpaHaTa. 3a JpYyrH YeTHpPHU JIEKApCTBEHU MPOJIYKTH 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
CHAa0AsIBAaHETO, KAaKTO HA AaNTEeKUTe, Taka W Ha MAlHUEHTHTE C JIEKAPCTBEHHUTE IMPOIAYKTH OT
dapmakonornynara rpyna - AIOA ,MHcynuHUM W aHano3u CbC CICAHUTE MEXIAYHAPOIHH
nenarentar HanMeHoBauus INN Insulin human; INN Insulin Aspart; INN Insulin degludec; INN
Insulin detemir; INN Insulin glargine; INN Insulin Lispo. Ilpensun ToBa e HEoOXOmUMO
[IOCTAaHOBSIBAaHE Ha 3a0paHa 3a U3HOC Ha IOCOYEHUTE JIEKAPCTBEHU IPOAYKTH.

[To oTHoOmIEHHE Ha JEKAapCTBEHU MPOIYKTH OT cienHara apmakonoruyHa rpyma - JO1
,»AHTHHH(EKIINO3HU JIEKAPCTBEHH MPOIYKTH 3a CUCTEMHA yIoTpeda‘:

Crnen mpernen W aHaiau3 Ha MOCThIWIATA MH(GOpPMAIMS C€ YCTAaHOBH, Y€ HAW-TOJSMO
3a0aBsiHe, HEPETYSIPHOCT B JIOCTABKHUTE, BKIIFOUUTEITHO OTKA3 OT CKJIaI0OBETE HAa THPTOBIH HA €PO
MMa 3a JICKapCTBEHH MPOAYKTH, KOUTO mpuHamiexar kbM INN: Amoxicillin, clavulanic acid — 8
JIEKapCTBEHM MPOAYKTH OT 001110 19 ca cbe choOiIeHns 3a 3aTpyiHeHus B foctaBkute. [Ipu 61130
32 % ot obyacTuTe B CTpaHaTa ce ChOOIIABAT 32 OTKA3 W/WJIM HEPETYJSIPHU JOCTaBKU Ha €IWH OT
TE3HU 0CeM JIEKapCTBEHH MPOAYKTH, JoKaTo Tipu 14 % oT oOnacTuTe nMa 3a0aBsHE UM OTKA3 HA TPH
JIEKapCTBEHW MPOJYKTH, HO B pa3MyHa KOHLEHTpalMs Ha akTUBHOTO BemiectBo. Ilpu apyr
JIeKapCTBEH MPOAYKT, KoiTo npuHauiexku kbM INN Azithromycin ce HabmonaBa 3aTpyHEHHE B
JIOCTaBKUTE M/UITN OTKAa3 OT CKJIAJ0BETE HAa ThProBIUTE Ha e1po 1pH 21% oT obsacTuTe B CTpaHara.
[Ipn ocraHanuTe IE€KApCTBEHU NPOAYKTH, NPUHAAIEKAIIM KbM Ta3d TIpyna ce HalmaojaBa
HEPETYISIPHOCT B JIOCTABKUTE, 3a0aBsSHE WM OTKa3 OT CKJIaJla Ha ThPTOBEIl Ha €/Ipo B 710 4 06acTy.

[Topanu Te3u naHHM, HEOOXOAMMOCT OT 3a0paHa Ha M3HOCA ce 00yClaBs 3a JICKapCTBEHU
npoaykti ¢ INN: Amoxicillin, clavulanic acid u INN: Azithromycin B nexapctBeHu (opmu
»powder for oral suspension” u ,,granules for oral suspension”.

[To oTHOWIEHUE Ha JIeKapCTBEHU MpoAyKTU OT cieanara rpyna A10BK ,Muxubutopu Ha
HATPHEBO-TIIOKO3HUS KO-Tpancnoprep 2 (SGLT-2):

Crnen W3BBpIIEH aHaIM3 OTHOCHO TMOTPEOJCHHETO W HAJIMYHUTE KOJUYECTBa OT
JIEKApCTBEHHUTE TPOJYKTH C€ YCTAHOBH, Y€ MOTPeOIeHneTo Ha jekapcTBeHuTe nmpoayktu ¢ INN:

Dapagliflozin u INN: Empagliflozin yyBcTBUTETHO HaiBUIIIaBa HAJIMYHUTE B CTPaHaTa KOJIMYECTBA.



Ilo nannm Ha P3M, nBata nexkapcTBEHMs NPOAYKTAa ca C HEPETYJISIPHOCT, 3aTpyJHEHUE Ha
JOCTaBKUTE WM OTKa3 OT CKJIaJI0OBETE Ha THProOBLUUTE HA eApo mpH 46% OT obiacTuTe B CTpaHara.
ITopanu Te3u naHHU, HEOOXOAUMOCT OT 3a0paHa Ha M3HOCA ce 00yciaBs 3a JEKapCTBEHU IPOAYKTH
¢ INN: Dapagliflozin u INN: Empagliflozin.

Brorpeku 3anersanure B 3aKOHOJATEICTBOTO MEXaHM3MH 3a OIpaHMYaBaHE Ha M3HOC Ha
JIEKapCTBEHM IPOJYKTH, IIOcTaHOBEHU B I'naBa nesera ,,0° ,,JI3HOC Ha JeKapCTBEHU MPOIYKTH.
Crnenuanu3upaHa eJ1eKTPOHHA CUCTEMA 3a ITPOCIIE/sIBAaHE U aHAJIU3 Ha JIEKapCTBEHUTE MPOJYKTU B
3aKkoHa 3a JIEKapCTBEHUTE NMPOAYKTH B XyMaHHAaTa MEAMLIMHA, BHIHO OT aHAJIW3a Ha JIaHHMTE,
MOCTBIMIIN OT CIIOMEHATUTE MO-TOpPe MHCTUTYIMH MPOABIDKABa Ja ce HAOI0JaBa HEIOCTUT Ha
JIEKapCTBEHUTE NPOAYKTH. Jl0Ka3aTeICTBO 3a TOBA € ChIIO Taka U KoHcTaTupaHarta ot P3U nurmca B
anTe4yHaTa MpeXa Ha Te3U JeKapcTBa KaTo €Ha OT Bb3MOXKHUTE MPUYMHU 32 TO3U HEJOCTUT €, 4e
Te3U MPOAYKTU Morar ja ObJaT OOeKT Ha M3HOC OT Tepuropusata Ha PemyOnuka bbiarapus kbm
JOpYTd CTpaHU B KOJMYECTBA, Ch3JaBallld IMPEANOCTAaBKM 3a MOTEHLUAIEH HEIOCTUI OT TE3U
JIEKapCTBEHU MPOJYKTH 3a OBbJIrapcKus mnasap.

He3zaBucuMo OT 3aKOHHHUS XapakTep Ha M3BbpIIBaHATA ACHHOCT, U3HOCHT HA JICKAPCTBEHU
IPOAYKTH 3a JIeYeHHE Ha AMa0eT W Ha aHTHOAKTepHaIHHU JICKApCTBEHH IPOAYKTH 332 CHCTEMHAa
ynotpe0a, mocoyeHu B T. |, kakTo U HabM01aBaHUTE 3a0aBsAHUA B JOCTaBKUTE HapyllaBa OanaHca
MEX/1y JJOCTaBEHUTE Ha TEPUTOPUSATA HA CTpaHaTa JEKapCTBEHU MPOAYKTH U MOBUIIECHUTE HYXIU
OT TSX 32 33/10BOJISIBAHE HA 37paBHUTE NOTPEOHOCTH HA HACEJIEHUETO.

Crnen w3BBbpUIEH 3a7bJ00YEH aHaIM3 Ha akTyaJHaTa CHUTyalus ¢ HaJUYHOCTTA Ha
rOpecroMeHaTUTe TPYNHU JIEKapCTBEHU MPOAYKTH U IO MPEeJoCTaBeHaTa 1no-rope HHpopmarus, ce
YCTaHOBHM HEOOXOJMMOCT OT BBBEXJAaHE Ha 3a0paHa 3a M3HOC Ha ompenaenaeHuTre B T. | rpymu
JIEKapCTBEHU MPOAYKTH.

Ha cnenpaino MscTo, upes onpenensHe Ha nocoyeHus B T. |1 ot 3anmoBeara cpok 3a 3ab6paHa
Ha M3HOC Ha JIEKAPCTBEHHUTE NPOAYKTH MO T. |, me ce mocTurhe OalaHC MeXAy LeNTa Ha
MIPUJIOKEHATa MApPKa — OCUTypsIBAHE HA JIOCTAThYHO KOJUYECTBO OT TE3U JIEKAPCTBEHU MPOAYKTH,
HE00XO0IMMHU 3a JICYEHUETO Ha OBITapCKUTE NAlMEHTH, ONla3BaHe Ha TAXHOTO 3/JpaBe U rapaHTHpaHe
Ha HENMpeKbCHATOCT Ha JIEKapCTBEHaTa MM Tepamus — OT €JHa CTpaHa, U OT Jpyra cTpaHa
HEHapyllaBaHe 3a IbJIBI MEpPUOJ] OT BpeMe Ha MPaBOTO HAa MKOHOMHYECKHUTE CYOEKTH Ja
OCBIIIECTBSIBAT CBOOOJHOTO JIBUXKEHHE HA CTOKUTE, C KOUTO THPIyBaT — B Ciydasl JIEKapCTBEHH
MPOJYKTH.

Tobpcenata nen — ga Obae obesnedeH OBATAPCKUAT JIEKapCTBEH Mas3ap C J0CTaThbYHO
JIEKapCTBEHH MPOJIYKTH 3a 33J0BOJISIBAaHE TOTPEOHOCTUTE HAa HACENIEHUETO, CJIE/IBA J1a € Chpa3MepHa
Ha €BEHTYaJIHUTE MKOHOMUYECKHU MOJI3H, KOUTO OMXa UMaIU MPUTEKATEIUTE HA pa3pelleHue 3a

TBPTOBHA C JICKAPCTBCHU IMPOAYKTHU, AKO B IMOCOYCHHA IIEPUOJ MOXKEXA Aa OCBIICCTBABAT U3HOC C



ONMMCAaHUTE TPOAYKTHU. Upe3 BBBEICHHS CpPOK 3a 3abpaHa HE ce HapyllaBa NPUHIUIBT Ha
ChpPa3MEpPHOCT, TIOCTAHOBEH B AJIMHHHCTPATHBHOIPOIIECYATHUSI KOJEKC, YAATO OCHOBHA SN €
QIMUHUCTPATUBHUAT aKT M HETOBOTO M3ITBIHEHHE Ja HE MOTaT Ja 3acsrar mnpaBa W 3aKOHHH
HWHTEPECH B IO-TOJISIMA CTETICH OT Hal-HE0OXOAMMOTO 3a 1eJTa, 32 KOATO aKThT ce u3aana (Wi. 6,
an. 2 ot AIIK).

CpoxbT Ha JeiCTBUE Ha 3a0paHaTa, KAKTO M Ha KOHKPETHHUTE JICKAPCTBEHU MPOJIYKTH Ca
OTIpEe/ICJICHU MPU CTPUKTHO CIIa3BaHE Ha NPHHIIUIA 3a MPOMOPIIMOHATHOCT, C IIeJI OlMa3BaHE Ha
3/IpaBETO Ha HACEJICHUETO U MPHU CHOJII01aBaHe Ha 3a0paHaTa 3a MPOU3BOJIHA JUCKPUMHUHAIIAS WITH
MIPUKPHUTO OTPAHIYCHUE HA ThPTOBHSITa MEXKIY IBPIKABUTE YWICHKH, TOCOYeHa B Wwi. 36 oT JloroBopa
3a (pyHKIMOHHMpaHe Ha EBpomneiickus chios.

I11. 3abpanara o 1. | € B cruta ot 22.10.2024 r. no 22.11.2024 1.

IV. 3amoBeara na ce nyOnukyBa Ha WHTepHeT cTpaHunata Ha MUHUCTEPCTBOTO Ha

3/IpaBEOIa3BaHETO M J1a C€ U3MPaTH Ha AreHIus ,, MUTHULIK 32 CBEICHUE U U3ITbIHCHUE.

21.10.2024 r.

X Kondeva

[-p lans KoHgeea
MUWHUCTBP Ha 34paBeona3BaHETO

Signed by: Galya Georgieva Kondeva-Mankova



