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X PA-01-219/23.05.2025 r.

Signed by: IVO TSVETANOV MANCHEV

Ha ocnoBanue un. 36 ot JloroBopa 3a ¢yHKIMOoHMpaHe Ha EBponeiickust cpro3, uwi. 10 ot
Pernament (EC) 2015/479 na EBponeiickus napnameHT u Ha CpBeta oT 11 mapt 2015 r. oTHOCHO
o0mTe mpaBuia 3a U3HOC, 4Wi. 73 0T AIMUHUCTPAaTUBHOMNPOIIECYAIHHUS KOJIEKC U BbB BPb3Ka C

HCEAOCTHUIAa HA JICKAPCTBCHU NPOAYKTHU 34 HAKOH KMBOTO3aCTpalIaBalin 3360JI$IBaHI/I$[,

HAPEXJAM:

|. 3a0pansBam n3HOCa o cMHChIa Ha Wil 217a, ain. 3 oT 3aKoHa 3a JIeKapCTBEHUTE MPOYKTH
B XyMaHHaTa ME/IMIIMHA Ha CIIETHUTE JIEKAPCTBEHU MPOJYKTH, ITOJYYMIIN pa3pelieHne 3a yrnorpeda
no pena Ha Pernament (EO) Ne 726/2004 na EBponeiickus napnameHT U Ha CpBeta oT 31 mapr
2004 ronuHa 3a ycTaHOBsBaHe Ha mporuenypu Ha Cpro3a 3a paspeliaBaHe M KOHTPOJI Ha
JIEKapCTBEHH MPOAYKTH 3a XyMaHHa M BeTepHHapHa ynorpeba W 3a ch3maBaHe Ha EBpomeiicka
areHIysl 10 JIEKapCcTBaTa U JIEKApCTBEHU MPOJYKTH, MOTYUYHIIM pa3pelieHne 3a ynorpeda no ui. 26,
ant. 1 or 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEJUIIMHA, KIaCU(PHUIIMPaHU CbOOpa3HO
aHaTOMO-TEPANeBTUIHO-XUMHIYHA KIIACU(PHUKAIHS B ChOTBETCTBHE C M3UCKBaHMATa Ha CBETOBHATA
3npaBHa opranuzanus (C30) BbB (hapMaKoJIOrMUHU TPYIH, KaKTO CIIEBA!

1. A10A ,VHCcynuHHM M aHaNO3U* - JIEKAPCTBEHU MPOAYKTH OT Ipynara ChC CIEAHUTE
THPrOBCKH HAMMEHOBAHUS:

- Actrapid Penfill, Solution for injection, 100 1U/ml - 3 ml, Pack: 5;

- Levemir Penfill, Solution for injection, 100 U/ml - 3 ml, Pack: 10;

- Insulatard Penfill, Suspension for injection, 100 1U/ml - 3 ml, Pack: 5;

- Tresiba Solution for injection 100 1U/ml -3 ml -5 Pre-filled pen (FlexTouch);



- Fiasp, Solution for injection, 100 U/ml — 3 ml, Pack: 10 (2x5) pre-filled pens (multipack);

- Fiasp, Solution for injection, 100 U/ml-3 ml, Pack: 10 Cartridges;

- Humalog solution for injection 100 1U/ml - 3 ml (3.5 mg/ml, Pack: 10).

2. A10BK ,MlHxuOuTOopM Ha HATPUEBO-INIIOKO3HUs Ko-Tpancmoprep 27 (SGLT-2) —
JIEKapCTBEHH MPOJYKTH C ThPrOBCKM HAMMEHOBAHUSA:

- Forxiga Film-coated tablet 10 mg x30;

- Jardiance Film-coated tablet 10 mg x30.

3. A10B — ,IlonmxkaBany KpbBHATa 3axap JIEKapCcTBa C M3KIIOYCHHWE HA MHCYIUHH -
nekapctBeH nmpoaykt ¢ INN Semaglutide B umkekimonHa iekapctBeHa Gopma.

II. MoTusu:

JnaberpT € XpOHUMYHO 3aloJisiBaHE, KOETO BB3HUKBA WJIM KOraTo IIaHKPEAchT HE
MPOU3BEXK/IA TOCTATHYHO MHCYJIWH, WIM KOTaTO OPraHU3MBT HE MOXKE €(PEeKTHBHO J1a M3II0JI3BA
WHCYJTUHA, KOWTO mpou3Bexaa. MHCYTMHBT € XOpPMOH, KOMTO peryinupa KpbBHATa 3axap.
[ToBuieHara KpbBHA 3aXap - XUNEPIIIUKEMHUS, € Pe3YJITaT OT HEKOHTPOJIUPAHUSI AUA0ET U C TeUCHUE
Ha BPEMETO BOJIU /10 CEPUO3HO YBPEXK/1aHE HA MHOT'O OT CUCTEMUTE Ha TSI0TO, 0COOEHO HAa HEPBUTE
1 KPbBOHOCHUTE ChJOBE.

Juaber tun 1 (M3BeCTEH KaTO MHCYJIMHO3aBHCHM) C€ XapaKTEepH3Upa C HEJOCTATHYHO
MIPOM3BOJICTBO HA HHCYJIMH U M3MCKBA €KETHEBHO MAPEHTEPATHO IPUIIOKEHUE HA UHCYIUH.

Juaber Tunm 2 3acsra HauWHA, MO KOWTO TJIOKO3aTa B OpraHu3Ma Ce€ YCBOsIBA H
TpaHchopmupa B eHeprusi. ToBa € maToJIOTHYHO ChCTOSIHUE, TIPH KOETO KIETKUTE WM HE YCIISBAT
Jla pearupat HOpMajJHO Ha XOPMOHA MHCYJIMH, WM € HaMaJleH Oposi Ha HHCYJIMHOBUTE peLENTOPU
B OTTOBOP Ha XUMEPUHCYJINHEMHUSL.

OcHOBHa OMacHOCT Mpu Juabera ca XPOHUYHUTE MY YyCIOXKHEeHUs. [{nabeThT BOAU 10O
pa3BUTHETO Ha YBPEKJIAaHUS Ha ouuTe, OBOpenuTe, HEpBHATa CHCTEMA, CHPJCHYHO-CHIOBU
3a00J11BaHUsI, MO3BYHU UHCYJTH, OOJIKU B JOJTHUTE KPalHULIU U JIp.

C uen U3BBPIIBAHE HA AHAJIM3 HA CUTYaLUATA 3a HAJTMUYMETO HA JIEKAPCTBEHU MPOIYKTH 3a
JeyeHre Ha JuabeT W aHTUMH(EKIMO3HU JEKapCTBEHU NMPOJAYKTH Ha (papMalleBTUUHHUSA Ma3ap U
J0CThIIAa HAa MAIMEHTUTE 10 TAX, Oele u3nuckaHa nHdopmauus ot M3mbiaHuTEeNHATa areHuys 1o
nekapcrBara (MAJI) OTHOCHO HaJIWYHUTE KOJMYECTBA OT JIEKAPCTBEHHM NPOAYKTH OT
(bapMakoJIOTHYHUTE TPYITH, OOEKT Ha 3a0paHara 3a H3HOC B THPrOBIM Ha PO U MPHUTEkKATEIH Ha
paspelieHue 3a ymnorpeba, or PernoHamHuTe 3[paBHM HMHCIEKLIMH OTHOCHO H3BBPILIBAaHE Ha
MIPOBEPKU B aNTEKU OT ,,0TKPUT TUM* OTHOCHO HAJIMYHOCTTA OT JIEKAPCTBEHM MPOJYKTH, KaTo ca
00XBaHATH rOJIEMHU U MIO-MaJIKU HaceleHu Mecta. OT mpuTexaTellnTe Ha pa3pelieHns 3a ynorpeda
€ U3UCKaHa HH(pOopMaIHsi OTHOCHO HAJIMYHU KbM MOMEHTA KOJIMYECTBA JIEKAPCTBEHU MPOIYKTH OT
rpyna A10A ,,ucynunu u ananoszu®, rpyna A10BK ,,IHXuObuTOpH Ha HaTPUEBO-TIIIOKO3HUS KO-

tpaucnoptep 2 (SGLT-2) u nexapcrBenus npoaykt ¢ INN Semaglutide o maprtuaen Homep u



CPOK Ha TOJHOCT, KaKTO M MH(OpMaIMs 32 TOCTaBEHH KOJMYECTBAa OT HAYAJIOTO Ha TOAMHATA 3a
JIEKapCTBEHUTE MPOIYKTH OT ChUIUTE IPYIH, U IJIAHUPAHU JOCTAaBKH 3a cienpamute 6 mecena. Ot
WHTEepHET cTpanunata Ha Hamumonanunara 3npaBHoocuryputenna kaca (H30K) e wmampaBena
crpaBka 3a 3amiateaure oT H30K nekapcTBenu npoaykTu 1 Opost Ha 3[paBHOOCUTYPEHUTE JIUIIA.

[Toctpnunara nHGopMmalus Oerie pasrieiaHa U aHAIU3UpaHa, a B 000011eHre ce YCTaHOBH,
4ye ¢ Hajuile 3aTpyJHeHHEe B CHa0AsIBaHETO, KAKTO Ha anTeKuTe, Taka U Ha MAI[MEHTHUTE C
JIEKapCTBEHUTE MPOAYKTU OT (apmakonornynara rpymna - Al0A ,VIHCynuHM ¥ aHAJIO3U C
TOPENOCOYEHUTE ThPrOBCKA HanMeHOBaHUsA. OTUeTnuBO ce 3a0ems3Ba, Ye CIeIHUTE WHCYIUHU C
ThproBcko HaumenoBanwue: Fiasp 100 IU/ml - 3 ml. cartriges (INN: Insulin aspart ), Levemir Penfill
300 IU (INN: Insulin detemir), Insulatard Penfil 100 IU/ml - 3 ml (INN: Insulin human) ca c
HEeperyJIsipHa JTOCTaBKa/JOCTaBKa Ha MO-MaJKO KOJIMYECTBO WK 3a0aBsHe Ha qocTtaBka B 10-11 ot
BCHYKH 00JIaCTH B CTpaHaTa UK OKOJIO B 05130 40%.

3a jekapcTBEHUTE MPOIYKTH ¢ ThbproBeku umena: Actrapid Penfil 100 IU/ml - 3 ml (INN:
Insulin human), Fiasp Flex touch 100 IU/ml - 3 ml (INN: Insulin aspart ), Humalog 300 1U (INN:
Insulin Lispro) u Tresiba 100 IU/ml - 3 ml (INN: Insulin degludec ) mpobnemu ce nabmogaBart npu
okoJio ¥ Hag 20% OoT BcHYKH 00JIacTH. 32 OCTAaHAIMTE OT JIOKJIAJIBAHUTE WHCYJIUHU, TPOOJIEMH Ce
HaOo/1aBaT B €AUHUYHU oOnacTu M anteku. [IpenBun ToBa € HEOOXOJUMO MOCTAHOBSIBAHE HA
3a0paHa 3a U3HOC Ha MOCOYEHUTE JIEKAPCTBEHH MPOTYKTH.

[To oTHOIIEHUE HA JIEKAPCTBEHUTE MPOAYKTH OT (papMakojoruuHa rpyna ,, iuxudutopu Ha
HATPHEBO-TIIFOKO3HUs KO-Tpancnoprep 2 (SGLT-2):

Ha Tepuropusita Ha Hamara cTpaHa ¢ BaJIMJHO pa3pelleHue 3a ynorpeda U ¢ yTBbpJeHa
IICHa ca CIIeHUTE JekapcTBeHn npoaykTu: Forxiga film-coated tablet 10 mg (INN Dapagliflozin),
Jardiance film-coated tablet 10 mg (Empagliflozin) u Invokana film-coated tablet 100 mg (INN
Canagliflozin). JlekapcTBeHHTE NPOAYKTH, CBIJIACHO OJ00peHaTa KpaTKa XapaKTepUCTUKa ca
MIOKa3aHU IpH JIEYEHHE Ha BBb3PACTHU C HEJOCTAThU€H KOHTPOJ Ha 3axapeH Aualder Tum 2 KaTo
JON'bJIHEHHE KbM JAMeTa M YNPaKHEHUsS: KaTO MOHOTepanus B CiIydau, KOraTo yrnorpebara Ha
MET(GOPMHUH € HEeTOAXOIIA OpaJd HEMOHOCUMOCT WM B JIOITBJIHEHUE KbM JPYTU JIEKapCTBEHU
MIPOJYKTH 3a JiedeHue Ha quader. CUTHAIM 3a HEJAOCTHT, 3aTPYAHEHNE WM OTKa3 OT JOCTaBKa Ce
HabmoaBar npu okojio 21% ot obnacTute B cTpaHaTa 3a JeKapcTBeHHs NpoAykT Jardiance u
ChOTBETHO 29% 3a nexapcTBeHus npoaykT Forxiga. 3a nexapctBenurte npoayktu Jardiance 10 mg
u Forxiga 10 mg uyBcTBUTENHO ca ce moumnin namueHTure (opos 30JI), kouTo ca Ha Tepanus
ChC criOMeHaTuTe NpoaykTu. Mexay Mapt 2024 u mapt 2025 r. yBEIMYEHUETO HA TALIUEHTUTE HA
tepanus (peumOypcupana ot H30K) c Jardiance 10 mg e moytu aBa mbTH. YBEIWYEHHETO Ha
nanueHTuTe Ha Tepanus (peumOypcupana or H30K) ¢ nekapctBenust mpoaykt Forxiga 10 mg e
okozo 1,6 metu. [lopaau yBenuuenus: Opoii MaMeHTH Ha Tepanus ChC CIIOMEHATUTE JIEKapCTBEHU

MIPOAYKTH, OYAKBAaHO ce 3a0ess13Ba UyBCTBUTEIHO YBEJIIMUEHNE HA TOTPEOICHUETO.



[Topanu Te3u maHHM, HEOOXOIMMOCT OT 3abpaHa Ha HW3HOca ce oOyciaBs camo 3a
nekapcTBeHuTe mpoaykTu Forxiga film-coated tablet 10 mg (INN Dapagliflozin) u Jardiance film-
coated tablet 10 mg (Empagliflozin).

[lo orHOmeHMEe Ha JI€KapcTBEH MPOAYKT OT (apmakonornyna rpyna ,,Al0B —
“IToHn>kaBaIy KpbBHATA 3aXap JIEKApCTBa C U3KIIOYEHHUE Ha UHCYJIMHU - IEKapCTBEH MPOAYKT C
INN Semaglutide B wumxekiuoHHa jekapctBeHa ¢opma. [lpu mpoBepkuTe OT cTpaHa Ha
PernonannuTe 31paBHA MHCTICKIIUY € KOHCTaTUPAHO, Y€ € HAJIUIIE HEPETYISIPHOCT, OTKA3 OT CKJIaaa
Ha THProBela Ha €Ipo, KOWTO r'o JOCTaBs, 3a0aBsSHE B JIOCTABKUTE WJIM JOCTaBKAa Ha MO-MalKO
KOJM4YEeCTBO 3a jekapcTtBeHus npoaykT ¢ INN Semaglutide B nmkekunoHHna jekapcTseHa gpopma.
3a TO3W HPOAYKT mpobiemMHu ca KOHCTaTupaHu B 15 oOmactu, cheTaBnsBamid 54% OT BCHYKH
obiactu B cTpaHara. 3a mpoaykTa oomio 116 anteku ca cro0UIIM 32 MPOOJIEMH B OCUTYPSIBAHETO
My, OT KOUTO 99 anTeku ca ChOOILIUIIN 32 HEPETYIISIPHOCT B TOCTABKUTE.

[Topaau KU3510)K€HOTO, TIOCTAHOBSIBAaHE HA 3a0paHa 3a U3HOC Ce Hajlara U 3a JEeKapCTBEHUS
npoaykt ¢ INN Semaglutide.

[To oTHOIIEHNE HA U3BBPIICHUS aHAIIN3 3a HATMYUETO Ha aHTUUH()EKIIMO3HU JICKAPCTBCHH
MPOIYKTH CIIEABA Ja C€ OTOCJIekH, 4e KbM MOMEHTAa HsAMa IPEANOCTaBKU 3a IMOCTAaHOBSIBAaHE HA
3a0paHa Ha HM3HOC 3a Te3W JieKapcTBeHH MpoaykTu. Ilopaau ToBa Te ca M3BBH oOXBaTa Ha
HACTOSIATa 3aIOBE/I.

Bwrpeku 3anersanure B 3aKOHOJATEICTBOTO MEXAaHM3MH 3a OrpaHMYaBaHE Ha M3HOC Ha
JIEKapCTBEHH MPOAYKTH, MTOCTaHOBeHU B [7aBa gesera ,,0° ,,I3HOC Ha JE€KapCTBEHU MPOIYKTH.
Crieninanu3upaHa eIeKTPOHHA CUCTEMa 3a TIPOCIIC/IBAaHE M aHAIN3 Ha JIGKAPCTBEHUTE MPOTYKTH * B
3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MEIWIIMHA, BUJHO OT aHAIMW3a HA JaHHUTE,
MOCTBHIUIN OT CIIOMEHATUTE MO-TOpe MHCTUTYIIMHU MPOIBJDKABa J1a ce HaOto/1aBa HEJIOCTHT Ha
JIEKapCTBEHHUTE MPOAYKTH. J[0Ka3aTeIcTBO 3a TOBA € ChINO Taka M KoHCTaTUpaHata ot P3U ymrica B
amnTeyHaTa MpeXa Ha Te3W JISKapCTBa KaTo €1Ha OT Bh3MOXKHHUTE MMPUYHUHU 32 TO3H HEJOCTHUT €, Ue
Te3HW MPOAYKTH MOTar Ja 0bJaT 0O0EKT Ha M3HOC OT Tepuropusara Ha Pemybnuka bwiarapus xbm
JIpYTU CTpaHW B KOJHMYECTBA, CH3JABAllld MPEANOCTABKUA 32 TOTEHIUAIEH HEJOCTUT OT Te3H
JICKapPCTBCHH MPOJIYKTH 3a OBITapCcKus ma3ap.

He3aBucuMo OT 3aKOHHHS XapaKTep Ha W3BBPIIBAHATA JIEWHOCT, H3HOCHT HA JIGKAPCTBECHU
MIPOYKTH, IOCOYEHH B T. I, KakTO U HaOMIO1aBaHKUTe 3a0aBSIHUS B IOCTAaBKUTE HapylIaBa OamaHca
MEXIy JOCTaBEHUTE Ha TEPUTOPHATA Ha CTpaHaTa JEKApPCTBEHU MPOAYKTH U MOBUIICHUTE HYXIU
OT TAX 3a 33/I0BOJISIBAHE HA 3J[PaBHUTE IMOTPESOHOCTH HA HACEIICHUETO

Crnen W3BBpIICH 3abJ00YCH aHAJIM3 Ha aKTyaJdHaTa CUTyalHus ¢ HAJIAYHOCTTA Ha
rOpeCIOMEHATUTE TPYIH JIEKAPCTBEHU MPOAYKTH U MO MpeAocTaBeHaTa Mo-rope uHpopmarus, ce
yCTaHOBU HEOOXOAMMOCT OT BhBEXK/IaHE Ha 3a0paHa 3a U3HOC Ha OmpeieleHuTe B T. | mekapcTBeHn

MIPOYKTH.



Ha cnenBamo mscto, upe3 onpezaensae Ha mocoueHus B T. Il ot 3amoBenra cpok 3a 3abpana
Ha W3HOC Ha JIGKQPCTBEHUTE MPOAYKTH MO T. I, mie ce mocTurHe OamaHC MeXAy IeNTa Ha
MPUJIOKEHATa MIpKa — OCUTYPsIBaHE Ha JOCTAThYHO KOJIMYECTBO OT TE€3H JIEKAPCTBEHU MPOIYKTH,
HE0OXO0TMMHU 3a JICYCHHETO Ha OBITapCKUTE MAIMEHTH, ONIa3BaHEe HA TSAXHOTO 3/[paBe ¥ TapaHTHPaHE
Ha HENPEKbCHATOCT Ha JIEKapCTBEHaTa MM Tepamusi — OT €Ha CTpaHa, U OT Jpyra CTpaHa
HEHapylllaBaHe 3a JBJIBI TEPHOJ OT BpeME Ha IPaBOTO HAa HWKOHOMHUYECKHTE CYOEKTH Ja
OCBILECTBSIBAT CBOOOAHOTO JABUKEHUE HA CTOKHUTE, C KOUTO ThPryBaT — B Cilydas JICKQpCTBEHHU
MPOIYKTH.

Twpcenara men — ma Obae o0Oe3neyeH OBJTAPCKUAT JICKAPCTBEH Ia3ap € JIOCTAThYHO
JIEKapCTBEHM ITPOJIYKTH 3a 33/I0BOJISIBAHE MOTPEOHOCTHTE HA HACEJICHUETO, CJIEIBA JIa € Chpa3MepHa
Ha €BEHTYaJTHUTE MKOHOMUYECKH IOJI3M, KOUTO OMXa MMM MPUTESKATEIUTE HA pa3pelieHue 3a
THPTOBHS C JIGKAPCTBEHH MPOAYKTH, aKO B TTIOCOUYEHUS TIEPUO] MOXKEXA Ja OCHIIECTBSIBAT U3HOC C
OMMCaHUTE NPOAYKTU. Upe3 BbBEACHHsS CpPOK 3a 3a0paHa He ce HapyllaBa MNPUHIUIBT Ha
ChpPa3MEpPHOCT, IMOCTAHOBEH B AJMUHUCTPATUBHOIPOLIECYAIHHUS] KOJEKC, YMATO OCHOBHA LEN €
QIMUHUCTPATUBHUAT aKT M HETOBOTO M3ITBIHEHHE Ja HE MOTrar Ja 3acsrar mpaBa U 3aKOHHU
WHTEPECH B MO-TOJIIMA CTETNEH OT Hai-HEOOXOIUMOTO 3a IENTa, 3a KOSATO aKThT ce u3aana (Wi. 6,
an. 2 ot AIIK).

CpoxbT Ha neiicTBUE Ha 3a0paHaTa, KAaKTO U Ha KOHKPETHHUTE JICKAPCTBEHU MPOJIYKTH ca
ONpPEACJICHU NPU CTPUKTHO CIIa3BaHE Ha MPUHIMIIA 3a MPOMOPLUUOHAIHOCT, C 1€ Ola3BaHe Ha
3/IpaBETO HA HACEJICHUETO U MPHU CHOJI01aBaHe Ha 3a0paHara 3a MPOU3BOJIHA TUCKPUMHUHAIIUS UK
MPUKPUTO OTPAHUUYEHHUE HA THPTOBUSITA MEXKTY IBPKaBUTE WICHKH, TocoueHa B wi. 36 ot JloroBopa
3a (yHKIMOHMpaHe Ha EBponeiickus cbios.

I11. 3abpanata mo 1. I e B cuna ot 25.05.2025 r. 10 23.06.2025 r.

IV. 3anoBeara na ce mnybnukyBa Ha MuTepHeT crpaHuniara Ha MUHHCTEPCTBOTO Ha

3ApaBEONAa3BaHETO U J1a C€ U3IPaTh Ha ATeHIUs ,, MUTHULIHA 32 CBEICHUE U U3IIbIHEHHUE.

23.5.2025 .

X Cunsu Knpunos

Jou. a-p Cuneun Knpunnos, am
MUWHUCTBP Ha 34paBeona3BaHeTo
Signed by: Silvi Kirilov Petrov




