KPATKA XAPAKTEPUCTHKA HA TTPOAYKTA



1. UME HA JIEKAPCTBEHUS NPOAYKT

Hicypop 500 mg (puamupani TadileTkH
Insufor 500 mg film-coated tablets

| Kowe o, 1 2
Hicydop 850 mg punmupann tadbnerku —— -
Insufor 850 mg film-coated tablets | Paspewenue 2»’ !
_éf;‘:’—‘,-/;g,;(;. P . ¥ 70 i 05- ¢ .
Hucydop 1000 mg dunmupanu tabnerku ’ £ - } Wit ) {

Insufor 1000 mg film-coated tablets = LEOMW i iisiicinsen ‘ “ !

2. KAUYECTBEH H KOJIUYECTBEH ChCTAB

Uncydop 500 mg ¢prnmipatin Tabnerku:
Besika duumipana tabietka cbinpika S00 mg MerOpMHHOB XHAPOXIOPHSL (metformin hydrochloride).
cvoreercrBan Ha 390 mg metdopmun (metformin).

Hucypop 850 mg dunmirpann TabneTku:
Besika dusvipana tTabnetka chiabpika 850 mg MeTGOPMUHOB XUAPOXIOPHL (melformin hydrochloride),
choTBeTCTRalM Ha 662,9 mg merhopmun (metformin).

Hucydop 1000 mg dunmnpanu rabierku:
Besika QiiMupana Tabnetka chabpika 1000 mg MeThopMUHOB XHAPOXIIOpHIL (metformin hydrochloride),
cworsercTBaiy Ha 780 mg merdopmun (melformin).

3a nbJIHMA CINUCHR Ha ﬂOMOLIlHHl'L‘ pelecTRa BUATe Touka 6. |

3. JIEKAPCTBEHA ®OPMA
Dunmupana rabnerka

Hicydop 500 mg dunmnpanu tabnerkir:
Benu, Kpbiviu, ABONHON3MBKHANM (UIMHPaHK TabNeTKH.

HMucydop 850 mg dunmupanu tabierku:
Besu, Kphriay, 1B0iHON3IMLKHANTY (PHIMHPAHK TaDIeTKH.

Hncydop 1000 mg dunmvupany tabieTku:

e, oBalTiv. IBOHHOMIIBKHAIN HIMMPAHU TaBIETKH C JeUTeIHA YepTa.

Jlenwrennara yepra € camo 2a YIeCHsBaHe Ha CMYNBAHETO ¢ eI MO-IECHO I'bJiTaHe, a He 3a pas/ieliaHe
Ha PaBHH JI03H.

4. KIAUMHUYHHW JAHHH
4.1 TepanesTHHHH MOKA3AHMSA

JMevenue va aaxapen juader tun 2, ocodbeHo NmpH NalKMeHTH ¢ HaJIHOPMEHO TErJIO, KOraTo camo jiHeTa 1
(pu3nUecKH YNpajxKHeHUs He BOAST JIO AJIEKBATEH ITIHKEMHYEH KOHTPOIL.
e [Ipu Bu3pacthu HMHcydop Moke 1a ce npuiara Kato MOHOTEpaNus Wik B KOMOMHALMSA ¢ ApyrH
NePOPATHH aHTHIIUAOCTHH JICKAPCTBEHH NPOJIYKTH MM C MHCY/THH.
o Ilpu neua nan 10 roJiniuHa Be3pact 1 onou Mucydop mMoxe 1a ce npuiara Karo MOHOTEpA
11K B KOMOMHALMS C MHCYJIHIL.




VCTaHOBEHO ¢ HAMAICHUE 1A YCHOAKHENuATa, CBbp3arN ¢ AWabera, NpH BB3PACTHH MAUMCHTH C
HAZIOPMEHO TErNO W xuaber THIT 2, JickyBaHH ¢ MeTOPMUHOB XHAPOXIIOPHA, Kato ITbPSH H3Gop Ha
IS e e CTe Heycnelha aneta (B, Touka 5.1).

42 JIo3HpOBKA H HAMHH HA MHITCKEINC
Jo3upoBsxa
Bv3pacmuu:

Monomepanun_u 6 kambunayug ¢ Apyau nepepary anmuduwabemnu cpedemeq:
O6uualinara vadatna nosa ¢ 500 mg win 850 mg MeTdhOpPMHHOB XMAPOXIOPH/ AB2 HAH TPH ITHTH

JHEBHO, NpHeMaHa 1o BPEME HITH €1¢)] XpaHEHC.

Cnen 10 1o 15 nHu pnosata Tpabea la Ce KOPHIHPA BL3 OCHOBA Ha H3MEPBAHMATA Ha KPhBHATA 3axap.
IMocTeneHHOTO NOBHIUARAHE 112 103aTa MOXeE jtd NOJ0OPH CTOMAUTHO-YPEBHATA IOHOCHMOCT.

ITpH NAUMEHTH, IPHEMANIK BUCOKH 403 MCTGOPMHHOB XHAPOXIOpHA (2 10 3 g IHEBHO) € BB3MOXHO 1a
ce 3aMeHsT uBe hunMHpanu Tabnetku Maucydop 500 mg ¢ enna gunmupana tabnerka Hucygop 1000
mg.

MakcumanuaTa npernopLYMTENHA AHEBHA 03a MCTGOPMHHOB XMAPOXNOPHA € 3 g, pa3neieHH Ha TPH
npuema.

AKO cC 1IPEIBHKIAA 3aMAHA Ha JIpyr nepopalieH aHTHAnabeTeH NPONYKT, NPEAHIIHOTO NeveHue TpaGsa
Ja 6B]1€ NpeyCTAHOBEHO U /1a Ce 3aMECTH ¢ MEeT(POPMHH B J103aTa, NPEIopbYaHa Nno-rope.

Kornbunauus ¢ uncyaun:
MeTdopMHHOB XHAPOXJIOPHA ¥ MHCYJHH MOTaT A Ce M3NOA3BaT B KOMOHHMpaHa Tcpanusd, 3a Ja ce

IOCTHTHE RO-A00BP KOHTPOA Ha KpbBHATA 3axap. OGuualiHaTa Hauanya 1032 MET(GOPMHHOB
xuapoxiopui € 500 mg win 850 mg 2 WM 3 NBETH HHEBHO, JOKATO AO3aTa HA UHCYNHHA CE AJANTHPA B
32BUCHMOCT OT H3MEPEHHTE CTOHHOCTH Ha KPhBHATA 3axap.

Haqueumu & CmapYecKka ev3apacm

[Mopaau BeposTHOCTTA OT HaManewa OeOpeuna GyHKUNA IPH NALHEHTH B CTApUecKa Bb3PAcT, A03aTa Ha
mcTqopMHH Tpi6Ba Ja ¢C ANaNTHpa B 3amHMcHMocT oT GulpeuHara dyHkuns. BnOpeunara ¢ynkums
TpAGBa A4 ce KOHTPO/IMpa pefloBlio (Bx. Todka 4.4).

Heduampuuna nonyrayus

Heua nag 10-roaninga BL3IPACT K WHOLUH

Monomepanua u KoMOUHAYUA C UHCY TN
O6iualinara HavyanHa no3a ¢ eqda tabnerka or 500 mg unm 850 mg AHEBHO, 110 BpeME Ha MM clel

XpaHeHe.
Crex 10 no 15 giv ao3ara TpaOBa fa € KOPUTHpa B3 OCHOBA HA H3MEPBAHWATA HA KPBEHATA 3aXap.
MocTenennoTo NOBMILABAHE Ha J03aTa MOXe Ja noao0pH CTOMAllHO-YPEBHATA NOHOCHMOCT.
MagcuManHaTa NpenopbuMTEsiHa ABCBHA 1032 METHOPMIHOB XHAPOXJIOPHA € 2 g, Pa3Ae/ieHH Ha 2 yiH
3 npuema. '

Hauun Ha npHaoKeHNE
[Tepopanno NpHUIOKEHHE.

4.3 IlporuBonokazanms

s CBpPbXUYBCTBHMTEIHOCT KbM AKTHBHOTO BEUICCTBO MM KbM HAKOE OT IOMOLLUHHTE B
Habpoenu s Touka 6.1;




Juaberna keToaunnosa, AuaberHa npe-koma;
F16peuna I1eAoCTaTLHHOCT WK HApylieHa Gu6peuna dyHKuus (KpeaTHHHHOB KNMpBHC < 60
ml/min);
e OCTPM CLCTOAHH, 3aCTPAILARANLT A2 NPOMEHAT yHKumMATa Ha 616peuTe, KaTo:
- JIeXIIpaTauHs;
- TCKKA UKL
- LUOK;
- BHWIPECHOBO MPIIOKEHHE HA #0A-ChIbPKALLY KOHTPACTHH BelecTsa (B, Touka 4.4).
OcTpy WK XPOHUUTH 3a00MIBaHMA, KOUTO MOTAT a IPHYMHAT TbKaHHA XHNOKCUA, KATO!
- CbpJeYHA HITH PECIHMPATOPHA HEAOCTATHHHOCT;
- CKOpOILCH MHOKapAeH HH(PAPKT;
- WOK;
YepHoapoGHA HEAOCTATHYIIOCT, 0CTPA ANMKOXONHA HHTOKCHKAIHMA, AKOXONHIbM.
Kspmene.

L

4.4 Cneusa/inis nperynpeIcHns M NPeANasHH MepKH Npx ynorpeba

Jlaxmamua anudosd;

JlakTaTHATZ 2a11K/303@ C PRAKO, HO CEPHOZHO METAGOIMTHO yCNOMKHEHHE (BICOK2 CMBbPTHOCT NPH JTMNCATa
HA CBOCRPEMEHHO NEUEHHC), KOETO MOKE [a C& NOABM NOpajy aKyMy/JMpPaHeTo Ha MeTGOPMHHOB
xuapoxnopua. CrhoGiiaBaHKTe CIyuan Ha TAKTATHA AUKA03A NPH NALMEHTY, NEKYBaHH C MeThOPMHHOR
XMIPOX/IOPHA, CE CPELAT IIaBHO NpH AuabeTHily ¢ n3paseHa 6u6peuna HeaocTaTbuHOCT. Cly4anTe Ha
NAKTaTHAa AUMA03a MOraT H TpabBa Ja ¢ HAMANABAT Hpe3 OLEHKA H HA JpPYrH, CEbPIAHH PHCKOBH
$aKTopH, KaTo JIOIO KOHTpONHpaH AWabeT, KCTO3a, MPOARDIKUTEIHO TJIadyBaHe, NPHEM Ha roaMo
KOJIMUECTBO ANKOXOJI, YepHOAPO6HA HEACCTATHUIOCT H BCAKAKBO CLCTOSHME, CBBP3AHO C XHIIOKCHA.

Hrwaznosa:

Tpa6pa na ce MMa 1PeABIT PUCKHT OT JIAKTATHA ALNW033 NPH HECTIEUM(UYHH CHMIITOMH KaT0O MyCKYJIHK
CrazMu ¢ xpauocmmaremm CMYIIEHHS KATO CTOMAlHa Bonka H TEXKKA ACTEHHS.

Tosa Moxe @2 loBede HO alkAo3Ha AMcrHes, abzoMuHanHa Gofika, XHMNOTEPMHMS M KOMA.
HnarsocTiuinTe NabopaTopHu HaxoAkn ca HUCKO pH Ha KphBTa, IUIA3MEHH HHBA HA MNICYHA KHCENMHMHA
Hay 5 mmol/l, noBULIEHa aHUOHHA TPA3NHHA M CHOTHOLIEHHE JakTar/mupysar. [lpd ChbMHEHHA 32
MeTafoNNTHE AUMOO33, MPHIOKEHHETO HA MCT(OPMUHOB xu,upoxnoppm TpadBa aa ce NpeyCTaHOBH 1
MALMEHTDT Aa C& XOCIUTANU3Npa He3abaBHO (B)K Touka 4.9).

brvOpeuna dynxyun;
Toil kare MeTHOPMHIIOB XHIAPOXIOPHI CE CKCKperHpa “pes OnOpeluTe, KPCATUHHHOBHAT KIHPBHC
(KOIfTO Ce M3UMCIABA OT HUBATA HA CEPYMHMA KpeaTHHuH nocpeactsoM dopmynara na Cockeroft-Gault)
TpaGRA Aa ce onpeleNs el 3an0YsaHe Ha JEHEHUETO H PSIOBHO CIIe] TOBa:

*  DOHE BeANLK TOMMILHO NP NAUMCHTH © HopMaira ObOpeyuHa GryHKIMS,

»  NOHE JIBa JI0 YeTHPH ITbTH FOSHLINO IPH NALMEHTH ¢ KPeaTHMHHHOB KJIMPBHC HAa JOITHATA

' rpanyua na HOPMATA, KAKTO U TPH MALMCHTH B CTapuecka BH3pacT.

Hamanenara 6u6peuna (yHKUHA NpH fauuelTH B CTAapyecka Bh3PAcT € YeCTa M aCMMITOMAaTHYHa.
Cnennanno Buumande TpAbGBa Ja ce obbpile, KOraTo CBLLICCTBYBA OIACHOCT OT NMOHHXKABaHE Ha
Gubpeunara GyHKUWS, HANPHMED KOI'aTO CC 3dNO4YBA AHTHXHIIEPTEH3WBHA W/IH JIMYPETHUHA TEpanusd,
KaKTO M B HAYATOTO HA JICUCHHUE C HECTEPOMIHM MPOTHBOBBL3NAIHTENHHN CPEACTBA (HCIBC).

Hpunooicenue ha ﬁ(rd—ébdbpgig@gu KOHMDACMEL 8ewjecmaq
HHTpaBeHO3HCTO MPUITOKCHAE Ha HOU-ChALPKAUIM KOHTPACTHH BEILECTBA 33 PAAMONIONHYHH
U3CNEBAHUA MOXeE Jia Jopene 10 Gx0peuna HeaocTaThuHOCT. ToRa MOXE Jla NPeAH3BHKA AKYMYTHPAHS
Ha MCTGOPMHHOB XMAPOXJIOPHA H A2 N0BEAe L0 NAKTaTHA alwnosa. [Ipuiokennero Ha METHOPMUHOB
XHAPOXUIOpHA TPAGBA Aa ce Crpe IpeaH ¥ 5a cc Bb3oOHCBH He No-pano oT 48 yaca cien ToBa ¥ TO Camo
pH NOTBLP/ICHA CRER HACTEaBaHe HOpMUIHA G1OpeUHa dy KUK (BX. Touka 4.5).




Xupypeuunu npoyedypu.

Jlencuuero ¢ MeTOPMMHOB XHAPOXJOpHI TpaGsa na Obie npeycraHoseHo 48 uaca mpeaM BeAka
oncpauus ¢ ofilua, ClIMHAJIMNG UK LICPHIYPallHa aticeTesua. Jlevenuero Moxe fa 6bA¢ BB3CTAHOBEHO HE
1o-palio ot 48 yaca ciie/l ONEPALMATA MK BL3CTAHOBABAHE HA [IEPOPAITHOTO XpaHEHE X TO CAMO Cliell

ycTanosyuBaNe Ha nopMasa GL6peuna Gy k.

Heduampuuna nonynayus.
Mpean 3anousane Ha NedeHue ¢ MeTGOPMUHOB XiIpoxaopua, Tpadea Aa Obae NOTEbpAEHA AHArHO3aTa

3a aiader Tan 2.

TlporeieHHTE KOHTPOIUPALIK KIHHHYHH U3CNE/IBaHHA B IPOIBIDKCHHE Ha EHA MO/IMHA HE €A YCTAHOBIIH
BINAKMC HA MeTIOPMHHOBNS XMAPOXJIOPHI BbpXY pacTexa M myleprera, HO 3acera HsMa [MO-
nporskUTenHH 1abmogenyds B TasW ofnacr. 3aTopa ce mMpenopbyBa BHHMATEIHO IPOCIIC/iABAHE
eekTuTe Ha METGOPMHHOBHA XHAPOXJIOPHI RBPXY TE3H MAPaMETPH, IMO-CNELMANHO NPH JICUCHHE HA
Jela B npenry0epTeTHa BbIpacT.

Heya mexcoy 10 u 12 200UHU!

B KoluTposHpaHuTe KIMHW4HH NPOYUBAHIA Ha LA H IOHOUIH ¢a OHIH BKIIIOYEHH caMo |5 nauneHTa Ha
pbapacT Mexay 10 u 12 romunu. Bunpexu ue edukacHocTTa M 6€30MaCHOCTTa HA METHOPMUHOBHA
XMAPOXIOPHIL MPH TE3H NELA HE Ca 1I0-PAIMYHM OT TE3H IIPH MO-TONICMH 116113 H KOHOLH, Ce NPENnopbyBa
ocoGeHo BHUMaHHE MPH MPEIIMCRAHETO MY Ha Jeua Mexty 10 H 12 roauinua pw3pact.

Hpveu npedynpescdenua.

Beuuky nauueHTH TpaGea Ja Npojib/kaT AUeTaTa cH ¢ PABHOMEPHO Pasnpe/ie/ieHHe Ha BrUeXUIPATHHA
npreM npes aeud. [lalgieHTHTe ¢ HANOPMEHO Terno TpAtRa Aa cnaspaT HUCKOKAIOpHYHATA CY IHETa.
OGuatinre ;1a6opaTOPIIH TECTORE 38 MOHMTOPHpaHe Ha JuabeTa TpAGBa Aa ce WIBBLPLIBAT PEOBHO.
MeThopMHUHOB XHAPOXNOPHIL, (IPUNATAH CAMOCTOSTENHO, HE NIPEAH3BHKBA XKNOTIMKEMH, HO TpAOBa na
Ce BHAMaBa, KOPaTO C€ WIMOM3Ba B KOMOMHALMA C MHCYJIMH HIH APYTH NEepOpajHH aHTHAHabCTHH
npoaykTH {Hanp. cyadoHuypeHl POy KTH HIKM METTIMTHHHAN),

4.5 BsanmopelicTnue ¢ Apyru AcrapeTBen nphnyx’ru u ApyrH GOpPMH HA BIAHMO/IEHCTBHE

KoMbunayuu, Koumo e ce Hpenopbiean:

Anxoxon

Ocrpara aIKOXO/EA HHTOKCHKALIMA CE CBBLP3BA C TIOBRILEH PHCK OT JIAKTAaTHA al03a, 0COBCHO B ciyuau
Ha FaayBase Wi HEQOXPaHRAHE WNH YepHORPOGHA HENOCTATLYHOCT;

Jla ce wabsrea ynorpe6aTa Ha ANKOXONHM HAMMTKH M TPHEMAHETO HA JIEKAPCTBEHH MPOLYKTH,
ChABPKALLA UTKOXON. ' T '

Hoo-cudvpycawu konmpacmu seujecmea

MHTpaBacKyIapHOTO NPHJIOKEHHE H2 HOA-CHOLPKALIM KOHTPACTHH BELIECTBA MOXE 12 JOBele 10
fn6peuna HeLOCTATLUIOCT, BOACLIA 10 HATPYNBAHE Ha METOPMHHOB XHAPOXJIOPH K MOBHILIEH PUCK OT
jlaKTaTHa anuLo3a.

TpunoxeHHeTo Ha MeTHOPMHIOB XI{APOXTOpU]L TpAOBA Aa Ce Crpe NMpelM TecTa i Aa ¢¢ Bh300HOBH He
no-pario or 48 waca ciies TOBa H TO €aMO TIPH MOTBBP/AEHA ClEA M3CNeOBaHe HopMaiia OBOpeuna
tynknua (8. Touxa 4.4).




Kombunayuy,_yszuckeauiy npeQnaaiy Mepku.

Jlexapcmeenu RpoOYkmu ¢ @pmMpewia XURCDRAUKEMUNNG  aKmueHocm  (Hanp. 2AOKOROPMUKOUOU
{Cucmeaio u JOKaAHO RPIIONCENIE) U CUMAQMUROAIMEMUYY

Moxe 1a ¢ HeoGXONMMO NO-YECTO NpOoCIeABane HHBOTO HA KPbBHATA 3axap, 0COGEHO B HA4ANOTO Ha
neuennero. TIpH Hyxaa fo3ata Ha MeTHOPMUHOBHS XIIpoxIopu TpA6Ba a ce afantupa no BpeMe Ha
NCUCIHCTO CbC CLOTBETHHS JICKAPCTRCH TTPOAYKT H CAeJ HErOBOTO CNUpaHe.

Huypemuyu, ocoberno bpumkosu duypemuyu
Te Morar Aa yBEAH'IAT PUCKA OT NIAKTATHA alH}1032, NIOPaaH TOBa, Y€ MOraT Aa NPeIM3BUKAT HaMasiaBaHe
n1a 6ubpeunara GynxuyA.

4.6 DepritanTeT, GpeMCHHOCT N KLpMelte

BpemenHocT
Mo BpeMe Ha GPEMEIHOCT 11EKONTPONMPAHHUST AkabeT (FecTauHOHEH MIH NOCTOSHEH) CC CRLP3BA C

[OBLILIEH PUCK OT BPOAEHH aHOMAJIHH WIH NIEPHKATAINA CMBPTHOCT.

OrparuucHHTE N2NHH 33 YNoTpeGara Ha MeTGOPMHHOB XHIPOXIOPHA NPH OpeMeHHM XCHU HE Ce
CEBP3IBAT C IIOBUILEH PHCK OT BPOACHU aroManuu. ONMTHTE ¢ XHBOTHH HE TIOKA3BAT yBPEKAallH eeKTH,
CEBp3aiM ¢ GPEMEHHOCTTa, eMOPHOHAIHOTO WiH (ETANHOTO Pa3BUTHE, PLKAAHE HIH OCTHATAIHO
passuTHe (BX. Touka 5.3).

B ciyuaii Ha inanupato Gbieino 3afpeMeHABaNe 1 N0 BpeMe Ha GpeMEHHOCT, ce NpenopbYBa 3a ICUCHHE
Ha JabeT /12 He ce M3M0382 METGOPMUHOR XMAPOXITOPUL, 3 32 IIOANBPKkAHE HA HUBOTO HA KPLBHATA
3aXap BLIMOXKHO HAN-GNIM3KO [0 HOPMATHOTO, [a Ce NpPHIara MHCY/HH, 32 HAMAlLiBAHE HA PHCKA OT
ManpopmaLHy 1ia nnosa.

Knpmene

MeTdhopMHHOBHA XHAPOXJIOPHA Ce eKCkpeTnpa B kbpMata, He ca HaGmolaBaHy Hexe/aHH NIEKapCTBERH
PEAKIHN TIPH HOBOPOAEGHH KbpMaueTa/Manku acud. Bcee nak, nopan orpaHMu€HHTE HANHYHH AAHHN,
KLPMEHETO HE CE IIPCNIOPBYBA IO BPEME HA JIEHCHHC C meTdopmuHoB xuapoxnopua. TpaGea na ce Bieme
pelienc Aanun Ja cc HpeymHOBH KbPMEHETO, KaTo CE HMa IIpEABHA non3arta OT KBPMEHETC H
[MOTCHUHMANTHUA PUCK OT 1exenaHy .TICKVapCTBCHH peaxuun 3a JIETETO.

DepTuanTer
DEpTHAUTETLT HA MLAKKH WM EHCKK IUThXOBE He ¢ M/ 3aCerHaT OT MeT(OPMHHOB XHIPOXJIOPHI,

npunarai B a034 ot 600 mg/kg RHEBHO, KOCTO € NPHOTHIUTENIO TP MBTH MOBEYEC OT MAKCHMAIHATA
Opernopbupana AHEBHA 1032 33 XOpa, a 0a3aTa Ha CPaBHEHHE MEXTY NOBBPXHOCTH Ha TANOTO.

4.7 Eq)elcrli BLPXY cnocofHocTTA 3a modHpane 1 pabora ¢ MamiuHu

MeTdopMHHOB XHAPOXTIOPH, KaTO MOHOTEPAITUs, HE BOAM IO XHNOTTIMKEMHS ¥ 3aTOBA HAMA BITHAHHE
BBpXY cnocobHocTTa 34 wodwpane 1 paborta ¢ MAILHHA,

Bee mak nanmentute Tpabsa na ca LIPEAYNPEIEHH 33 PHCKA OT MOABATA HA XMIIOTITHKEMMA, KOTaTo
MET(POPMUHOB XMIPOXIOPH], C& N3NON3BA B KOMOMHAUMA C APYTH anTHAnaGeTHY eKapeTBEHH NPOAYKTH
(Hanp cynadonnnypeftn, UHCYTHH K1 Mernummu)

4.8  Hexeaani ACKapCTBCHH peakuyH

B HauajoTo Ha NCHCHHETO, HAl-uecTWUTe HEMCNdHH JIEKApCTBEHH DEAaKIMH Ca rajJcHe, NOBPLLUIAHE,
jsmapus, cromautHa Gomxa H 3ary(a Ha aTneTHT, KOUTO B M0BENETO Cyual NpeMHHABAT CIIOHTAHHO. 3a
NPCAOTBPATHBANCTO UM CE MPENopbysa MeThOPMUHOB XHAPOXIOPUA A2 Ce NpPHUEMa Ha JBE WU TPH
AHEBHY JIO3M 1 MOCTENCHHRO JIa CE YBEJIKYABAT A03KTE.

[To-zony c©a OIMCAHI HEXKENAHMTE JICKAPCTBEHH PEAKUMH, ¢bOOLaBaH¥ NpH MPHIOXKCHUE HA
MeTOPMRHOB XHIPOXIIOPHIL, KaTo ca KnacHduuupanH cpofpasHo uectorara:
- Muoro uectu (>1/10); '
- Yectu =1/100 o <1/10);

-. !;}EJM‘A\D‘QS
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Heuecru (=21/1 000 no <1/100};

Peixu (1/10 000 no <1/1 000),

Muoro peuxu (<1/10 000);

- C neun3necriia yecTora (OT HATMUMMTE ARHIN He Moxe 1a Gble HanpaBeHa OLEHKa).

Hapyuienus ia Memaoomssa it Xpanenemao.

Muoro penxir: Jlakrarha anuio3a (Bx. Todxa 4.4).

Hamanena a6copBuus Ha BuTamun B12 i naManapane Ha CEpyMHMTE HI{BaA IO BPEME Ha NPOLBINKHTEIHO
JiedeHde ¢ metdopmunos xunpoxaopua. [penopbusa ce noaobHa eTHONOTHA [la ce B3eMe NpEiBHI, B
C/IYUuait ue NAIHEHTHT HMA MeratobnacTHa aieMus.

Hapyueenua na nepenama cucmenia
Yecu: HapyuicHua ta Bryca.

Ctosmauo-upeghy Hapyuenus

Mitoro ycern: CTOMAIIAO-UPEREN HapylLEHiA KAaTo FaA¢cHe, NOBPhIIARe, AHapys, abiloMuHaiHa 6omka
1 3ary6a Ha anerut. Te ce NOABABAT Half-4ecTo B HAYAJIOTO HA TEPANMATa ¥ NPEMHMHABAT CIIOHTAHHO B
MOBEYCTO CAyuaWw. 3a ja ce¢ NPenoTBPaTAT TC3H CIIMITOMH, € MPENOPBYHTENHO METHOPMHHOB
XHIPOXJIOPHA fia C& NpHema Ha 2 Wik 3 juiesHd M03M no speMe win cren xpaxeHe. [loctenennoro
MOBHUJARAHE 113 03aT2 CHILO MOXC /13 10106pH CTOMANIHO-UPERHATA TIOHOCHMOCT.

Xernamobunuapuu napytuenus
Muoro peaxn: EnvHHuHE CIyuad Hi aHOMANUH B YEPHOAPOOHHTE M3CNE/IBAHMA HIH XENaTHT, KOHTO
MPEMHHEABAT CCA NPEyCTAHOBARAHE HA JICHEHHETO C METQOPMHHOB XHAPOXAOPHI.

Hapytuerua Ha koxcama i ROOKONCHAMA MbKaH
Muoro peaxn: KoxHu peakLiiiv KaTto eprreMa, NPYpHTYC, YPTHKApHA.

e uarpuuna nonysauns
HexenaHdre IeKkapcTseNM peakuyi oT myOiMKAUMH M [TOCTMAPKETHHIOBH W3TOYHMLIM, KaKTO M OT

KOHTPOIMPAHH KIMHMUHK NPOYUBAHHS HA MIKa rpyna aeud, Mexgty 10 W 16 roauHs, TpeTMpaHd B
[IPOABIKEHME 1Ha | roiMHa, ca noaoGhy Ha Hab/IoaBaHHTE IPY Bb3PACTHH 110 OTHOILEHHE HA XapaKTepa
M TCHECTTA HM.

Cnobiiapane Ha NOAO3HPAHN HEKENAUN PEAKLIHK
CrobmaBaseTo HA 1003HPAHR HEKENAHN PCaKLMH Clle] paspeliasaHe 3a ynotpeda Ha JCKapCTBEHHA

UponyXT € BaxHo, TOBa MO3BONARA Ja IPOLLIKH HaGMOLEHUETO HA ChOTHOIIEHHETO noJ3a/pick 3a
JNieKapcTREHNs NPOAYKT. OT MCAMIHCKHTE CHEUHMANKHCTH CE H3UCKBA A3 ChoGLIaBaT BCAKA NORO3HPaHa
HEKENANA PeaKIlis Ypea:

H3nennuTénia arcHimsa 1o aekapersara

yi. Jamad [pyen” Ne §

1303 Codun

ren: +359 2 8903417

yeGcaiit; www.bda.bg
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XunornukeMmus He ce ralmomana Npu A103M Ha MeThOpPMHUIIOB XUAPOXIOpHI A0 85 g, BBIPEKU Ue NpH
TakuBa oBCTOATENCTHA CE MOABABA JIAKTATHA AIMA03A. 3HAUMTENHOTO Mpefo3upane Ha MeTPOPMHHOB
XHEPOJIOPHA HAW ChIBTCTRALIMTE PMCKOBH (hakTopH MOraT ja AOBeAaT A0 /IAKTaTHA auuaosa.
JlakTaTHaTa alHA03a € CIIEIHO CbCTORHKE K TPAOBA Aa ce nexysa b GonHuua. Haki-chexTuBHOTO neyeHue
€ OTCTPAUABAKCTO Ha JIAKTAT U MET{POPMHHOE XKAPOXIIOPHE Y4pe3 XeMOHANN3A.




5. ©®APMAKOJIOIHYHU CBOUCTBA
5.1 MdapmaxkoaHnamuklld cBoHCTBA

dapmakotepancTHIa rpyna: JlekapcTren TIPOIYKTH, TOHWKABAIM KPLBHATA 32Xap, ¢ H3KJIIOUEHHE

12 MHCY I, Sursanuan
ATC xon: A10BAO2

Mexanu3bmM Ha nelicTeHe
MeT¢gOpMHHOR XHAPOXIIOPH;L ¢ GUI'BAIMJL C aHTHXHNEPTIIMKEMUYHHN eeKTH, HaManABall GazanHaTa ¥

nocTnpandantara KpbBHa 3axap. Toit He cTHMYNIHPaA MHCY/IHHOBATA CEKPELIMA 3aTOBA HE NpERH3IBHKBA
XHNOTMHKEeMA.

MeThOpPMHHOB XHUIPOXJIOPH] MOXE J1a ICHCTBA 4Pe3 TPH MEXaHU3MA!

(1) namaisea uepHoApobliaTa NPOAYKIMA HZ TIOKO3Aa 4pe3 HHXnOupaHe Ha IINOKOHEOrcHe3ara M
IJIMKOrCHONN3aTa;

(2) B MycKY/IHTE, 4DC3 IOBUIIABAHE HA HYBCTBHTENHOCTTA KbM HHCYJIHH, NOA0GpABaHe Ha nepHepHuA
NPHCM U YCBOABAHE Ha IM0K03aTa;

(3) upes 3abassne Ha aGcopSunsTa Ha VIIOKO3ATA B UEPBATA.

(dapyMakoIHHAMUYHE edeKTH
MeT(gOopMUHOB XHAPOXNOPHI CTUMYJIHMPA HHTPALEIYNApHHA CHHTE3 HA [VIMKOTeH, KaTo Bb3jcHcTsa
BhPXY [MIHKOTEH-CIHTA3aTa.

MergopMUHOB XMAPOXJIOPHI NOBHIUABA TPAHCMOPTHHA KAIALMTET HA BCHYKHM BHIOBE MemOpaHHH
npcHocutey Ha rmoko3a (GLUT), n3secTHH nocera.

B KAHHUYHM DpoyuBanus, Ynotpebala Ha METQOPMHHOB XHIPOXIOPHA CE CBBP3BA ChC CTaGHNH3NpaHEe
112 TErNOTO WK ¢ yMepeHa 3aryfa Ha Terno,

MeTdopMHHOB XHAPOXACPHA HMA GnaronpusTHit edeKTH BBPXY JHIMAHHA MeTabonu3eM MpH XOpa,
HE3ABACHMO OT HEroBOTO JEHCTBHC BLPXY TIIMKeMHATa. ToBa ¢ MOKa3aHO B TEpaneBTHYHH AO3H MNpH
KOHTPOIMPAHH, CPEAROCPOYHM WIH JABAFOCPOYHH KNMHMMHH IIPOYUBAHMA: MET(OPMHHOBHA
XHAPOXIOPUA HAMANABA HiHBaTa HA obwuA xonectepon, LDL-xonectepona s TPHITIHUEPHANTE.

Knitrnuia eduracHocT ¥ Ge3onaciocT
INpocnextusioro panioMusupaHo npoyusane (UKPDS) noreepam abarorpaitHara nonsa oT
MHTCH3IWBHHSA KOHTPON HA KPhBHATA 3aXap TP BL3PACTHY NAUKEHTH ¢ auabet Tun 2.

AHAIMILT Ha PE3yNTaTHTE NP TNALMEHTH C HATHOPMEHO TEMNIO, JIEKyBaHu ¢ MeTdOPMHHOB
XWJIPOXJIOPHI, Clle/l KaTO 6e3 yCIIeX € IPHIOKENa CaMO AMETa, NOKa3BaT:

* 3HAYWTEAHO HAManeHue Ha abCONIOTHNA PHCK OT BCAKAKBH YCIOXKHEHHS, CBbP3aHH ¢ AxabeTa, B
rpynara Ha Metgropmrros Xuapoxnopua (29,8 cmyuwas/1000 mauHeHT-rofMHH) B CpaBHeHHe ¢
rpyriaTa NauHeHTi camo ha jueta (43,3 cnyuas/1000 naumeut-roanau), p=0.0023, u B cpaBHetue
¢ rpynure Ha cyncbommypeum{ NEKApCTBCHH TNPOAYKTH W HMHCYJIMH, MOHOTCpanud {40,1

" cnynas/1000 natment-rosuun), p=0.0034

* 3HAUHTENHO AMAICHUE HA AGCOMIOTHHA PHCK OT CMBPTHOCT, CBBp3aHa ¢ auabera: MeT(OPMHHOB
xujtpoxnopua: 7,5 cnyuas/1000 naumenT-ronuHu, camo auera: 12,7 cayuas/1000 narment-
roaunu, p=0.017; ' '

® 3HAVMTENHO HaMaNeHHe Ha abConioTHMA pUCK OT 06illa CMBPTHOCT: METQPOPMHHOB XHAPOXIIOPHA:
13,5 ciayyas/1000 nalMEHT-TOQMIYM, B CPABHEHHE C rpynara NalMeHTH camo Ha auera: 20,6
cnyuas/1000 naument-roauun (p=0.011) » B cpasHende ¢ komOuHMpasvuTe TpyNd Ha
cynoRMIypeiiHM TeKapeTBENH POy KTH H HICYIIHH, MOHoTepanus: 18,9 cnyuasn/1000 naunent-
roauun (p=0.021);

® 3HAYMTCAHO HAMANEHUC 11a aBeoRIOTIIHA pHCK OT MMOKap)lBH AH(apKT: MeThOPMHHOB

(p=0.01).




He ca naGmonaasaHM KIMHMYHK NON3d pH XOMOGMHHpaHe Iia MET(QOPMHHOB XHIAPOXJIOPHA ChC
cynoHIIY peHHH IeKapCTBEHH NPONYKTH, TIPHJIATAH KAaTO BTOpa JIMHHA Ha JIEYeHUE.

KoM6Gimanmsata Ha MeTGOPMHHOB XHAPOXJIOPHA H WHCYJHH € NpHAaraHa npH uibpaHu [IaUMEHTH C
JAHafer THN 1, HO KIMHIMYHA NOJI3A HE ¢ KATErOPUYHO YCTAHOBEHA.

Heanarppysg nonynasus
Kontponipans sniniHuiiy npoyuBanis ¢ Herojmma rpyna aeua mexay 10 u 16 roguuu, TpeTHpasy B
npoabikeHte Ba | roauna, ca MoKasand IPOMEHH B HHBOTO H& KPbBHATA 3axap, aHAIOCHYHM MpH

BBIPACTHH [ALMCITI.

52 @apMaKOKHHETHYHH CBOIHCTBA

AfQcopbims
CJICJI nepopatiHa no3a MeT(IlOpMHHOB XH,’IpOX.’lOpHJl Taﬁnerxa, MAKCHMaJIHaTa niasMeHa KOHNCHTpalHA

(Cumax) €€ 2tOCTHTE TipHGIHAMTENHO Cca 2 yaca 1 30 MUHYTH (Tma). AGcomoTHaTa SHOHAMYHOCT Ha 500
mg iin 850 mg meThopMHHOR XHipoxJiopua TabneTku ¢ npubnusutento 50 - 60% npH 31paBy xopa.
Cney nepopaitsa j103a, HeaGcopGupanara (pakis, OTKpHTa BbB $exannute € 20 - 30%.

Cuen ucpopanen 1pueM, aGcopOuuATa Ha METQOPMKHOB XHIPOXJIOPHI € HACMTEHA W HEIThJIHA.
TIpennonara ce, ye abeopBuuata Ha MeThOPMIHOB XHAPOXJIOPH He ¢ JiHHeHHa.

[Tpy mpenophYaHHTE 03 H AC3OBH CXeMH ¢ MET(HOPMHHOB' XWJIPOXJIOPHN, CTaCWIHUTE MIAIMCHM
KOHIIEHTPALHH CC JIOCTHTAT B PAMKHTE Ha 24 1o 48 yaca ¥ Mo MPHHLKI €A IO-HUCKH OT | MUKpOrpam/MmiL.
Ipy  KOHTPOMMpAan¥ KIHMHMYHM W3MHTBAHHA MAKCHMMATHATC IJIA3MEHM HHMBA HAa MeET(QOPMHHOB
XHAPOXOPHA {Cmax) 1€ HANBHIIABAT 5 MHKPOrpaMa/mil, AOPH H [IPH MAKCHMAIHH JO3H.

Xpanarta namansBa cTelienta H neko 3abaea abcopOumsta Ha merdopMuHOB Xuapoxjiopua. Cnen
nepopaneit npueM Ha Tabnerka or 850 mg ce Habmopasa 40% 10-HHCBK MUK HA I1a3sMEHaTa
KoHUuewTpaund, 25% naManseane na AUC (nadwra noa kpiBaTa) M 35-MHHYTHO yABLDKapaHe Ha
BPEMETO O THKA HA TLIAIMEHATA KOHICHTPALMS. KIHHHYIHOTO 3HAUSHHME HA TE3H HabJoneHmMs ocTasa
HEH3ACHEHO.

Paanpeacnenne

CBbP3BaHCTO C MIA3MCHHKTE TIPOTEHHH € HEe3HaunmMo. MeThOpMHHOBHA XHIPOXJIOPHL CE pasnipeens 8
epHTPOUNTHTE. TIMKBT B KPLBTA € NIO-HHCHK OT ILTa3MEHHA ITHK H Ce MOABARA npuﬁnuan'renuo 10 CBILOTO
BpeMe. YepBeHHTE KPBBHH KNETKY Hali-BEPOSTHO MPENCTABIABAT BTOPWYEH €Tal Ha pasiipeiesieHHe.
Cpenyust o0eM 11a pasnpcuenenm (Vd) e B pamkuTe Mesty 63 u 276 1.

Buorpancdopmatis
MeThopMHHOERT XHUPOXIOPHA CC CKCKPETHpa HenpomeHeH B ypunara., He ca naentuduuupany
MCTaGOJ'IHTI-[ 1pH xopaTa.

EmiMpunpane

Bu6peunnsar KIUpLUC Ha MeTdhOpMIHOR XHapoxopHa e > 400 ml/ min, KOGTO T10Ka3Bd, € METHOPMHUHOR
XUIPOXTIOPHI ce eNMHHIPA upe3 rIoMepyHa guntpauns ¥ TybynHa cexpenas. Crnea nepopanta 103a,
OUCBU/IHO KPAHHHAT €JIHMUHALMOUEH TOMY#MBOT ¢ IpHONHINTENHO 6,5 Yaca,

Korato Gufpeunata GyHKUMA ¢ Hapylera, G56peuHHAT KIMPBHC € HAMATEH MPONOPLMOHATHO HA TO3M
Ha KPEATHHHIIA 1 3ATOBA SIHMKHHALIMOHHHAT NIONRYKHBOT € Y/ThJUKEl, KOETO BOAH 1O NOBHILEHA HHBA HA
MeThOPMHHOB XHAPOXAOPHA B HIa3Mara.

[eavarpudha nonyaaund
Hacneneane npir e/HOKpaTHa 1034 rDapmaKoxmle"qunﬂT npodu1 Npy Zeua, DOMYHHITH €IHOKPaTHa

ao3a ot 500 mg MeThOPMHHOB XHAPOXJIOPHY, € nofobeH HA TO3H NPH 3PaBH Bb3PaCTHH.
Pe3ynTaTi cneji MHOTOKPATHO Ao3upaHe: BeHuky JaHHM ca MOMyueHM OT eoHo wicneasaxe. Cren
NpHAOKEHHE Ha A03a oT 500 mg ABa NETM AHEBHO B NPOAB/KEHME HA 7 AHM Ha Aeua
MAKCHMAIaTa rnasMeda kosuentpaiiis (Cine) H cucTemuata ekcnosumua (AUCo-1) ca
CHOTBETHO ¢ OKOjI0 33% u 40% B cpaBHelHE ¢ ampacruu AuabeTHLH, NO;TYHHIIH I03H OT




nbTH AHCBHO B npo;m::m«:HMe Ha 14 ann. Tean PEe3yITATH €a ¢ OrpaHHY¢Ha KITMHHYHA 3HAYHMOCT, NOpajHx
HMELIMBULYaN10TO ONIPCHAC/IAHE HA JIOIUTC B 3aBHCUMOCT OT HHBOTO Ha KpbhBHATA 3axXap.
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Hexnmgsure Jfanny 1e nokaspar ocoben pHCK 3a Xopa Ha 6asara Ha KOHBEHUHOHATHUTE
(apMakoNorHuIK  BPOyUBauitA  3a  OC30NACHOCT, TOKCHYHOCT NPH MHOTOKPaTHO IIpHMIaraHe,
ICHOTOKCHUIOCT, KAPIHHOTEHEH NOTEHIIHAN, PELIPOTYKTHEHA TOKCHYHOCT H TOKCHYHOCT 33 PA3BHTHCTO.
6. GAPMAUEBTHYHH JAHHU

6.1 CundcLK Ua DOMOINKETE BEUICCTRA

Adpo na mabaemrama.

Maruesuen creapar

[Tosunon (K-30)

[TosunoH (K-90)

[TpeskenaTHHU3HPAHO HUNIECTE

Kpocriosnaon

Obsuara na mabaemeama:

MonuBHHKUIOB AJIKOXON

Makporon

Turanos auokcng (E171)

Tank

6.2 HecnBMeCTHMOCTH

Henpunowknso

6.3 Cpox na roanoct

3 routam

6.4 CucnraiiH ycAcBuR Ha ChXpaHenHc

To3m nexkAPCTBEH MPOAYKT HC H3UCKBA CIICLMANHH YCIOBHA HA ChXPaHeHHE.

6.5 Bui u chABLPKAHMUC HA ONAKOBKATA

Hucydop 500 mg, 850 mg u 1000 mg ¢ramupany tabnerxu ca onaxosadu 8 Alu-PVC/PVDC
Gnuctepy no 10 TabneTi.

Bunoge onakosxu: 30 win 60 dunmupany TabNeTKY B kKaPTOHEHA KYTHA.

He BCHUKI BHAOBE ONAKOBKH MOTaT A2 O1LAaT NyCHATH HA naapd.

6.6 Cneuuasiui upeisasny MEPKH MPH HIXBBPMHE 1 paGoTa

Heu3non3panHAT NekapCTBEH TIPOAYKT MAH OTNAALYHMTE MATEPHAH OT HEro TPAGBA J1a C& MIXBBPIAT B
CBOTBCTCTBHE C MECTHHTE II3HCKBAHNA.
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7. [OPHTERATIVI HA PASPEUICHUETO 3A YIIOTPEBA
Bopiup Mepuenne Espona EQOOJE

yi JLopuc Pymeros™ 16

1407 Codpus, brirapis

8. IHOMEP(A) HA PA3PEIHEHHETO 3A YIIOTPEBA

Hucydop 500 mg drmmupatin rabierkit
Per, Ne 20180323

Hucypop 850 mg duuivipaun tabnerra
Per, Ne 20180324

Unicydop 1000 mg punmipany tabretkn
Per, Ne 20180325

9. JATA HA TBPBO PA3PEIIABAHE/TIOJHOBSABAHE HA PA3PEILIEHHETO 3A
¥YIIOTPEBA

Jata na mupro paspeuiaBane: 13 noemspy 2018 .
Jlata 1a nocnenno nogHoessane:20 mait 2024

16. JAATA HA AKTYAJIU3HPAHE HA TEKCTA

01/2026
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