KPATKA XAPAKTEPUCTHKA HA IlpolIYRTf:/ 0009/ 9/ 20 /2

1. HME HA JIEKAPCTBEHMUS ITPOAYKT
XX /-7 18-05 202
bpormun 500 mg ¢punMupanu TabneTku
Brotmin 500 mg film-coated tablets
bpormuu 850 mg ¢dunMupaHu TabneTku
Brotmin 850 mg film-coated tablets
Bbpormun 1000 mg punMupanu TabneTku
Brotmin 1000 mg film-coated tablets

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Besaka dpunMupana tabnerka cpabpka S00 mg MerdopMHuHOB Xuapoxyaopua (metformin
hydrochloride), cvorBercTBaiuu Ha 390 mg merdhopmuH Oa3a (metformin base).

Bcesaka ¢punmupana tabnerka cpabpxka 850 mg meTrgopMHHOB xuapoxsopua (metformin
hydrochloride), cbhorBercTBalm Ha 662,9 mg meTtdhopmuH 6a3a (metformin base).

Bceska dpunmupana tabnerka cpabpaka 1000 mg MmerdopMHHOB Xuapoxiaopua (metformin
hydrochloride), choTBercTBaiim Ha 780 mg MetdhopmuH 6a3a (metformin base).

3a MbJIHUS CITUMCHK HA MOMOILHMTE BELECTBA BH)KTE TOUKa 6. 1.

3. JIJEKAPCTBEHA ®OPMA

DunmupaHa Tabnerka.

bporMun 500 mg ¢punmMupanu Tabnetku: benu oBaiHM puaMHpaHu TabNeTKHU, MMaaKy OT ABETE
CTpaHH, ¢ pazMepu 16 mm x 8 mm

bpormun 850 mg punmupanu Tabnetku: XKbjiTh OBaIHU QUIMHUPAHH TAONIETKH, ¢ pesedHO
o3HayeHue ,,MC" OT eaHara cTpaHa M IJ1lalky OT Apyrara crpaHa, ¢ pasmepu 20,1 mm x 9,8 mm.
bporMun 1000 mg duamupanu Tabnetku: benu oBanuu GpuamMupaHu TabneTKH, ¢ ACIUTE/HA YepTa OT
JBETE CTpaHH, ¢ pa3mepu 21,2 mm x10,2 mm. TabneTkara moxe ga Obae pazaeneHa Ha paBHH JO3H.

4. KJIMHHYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

JleyeHue Ha 3axapeH auader Tvn 2, 0coOEHO NpH NaUMUEHTH ¢ HAITHOPMEHO TerJIo, KOrato camo JMera
U OU3HMUYECKH YNPAKHEHHUS HE BOJST /10 al€KBATEH MNIMKEMHYEH KOHTPOII.

[Ipu BBb3pacTHU METPOPMHH MOKE Jla Ce MpUiara KaTo MOHOTEpPAIMs HWIH B KOMOMHALMA C ApYyrH
MepopajHu aHTUAUAOETHH JIEKAPCTBEHHU NMPOAYKTH UIIM C UHCYIIHH.

[Ipu neua Haa 10-roguiHa BB3pacT U FOHOLIK METGOPMHH MOXKE J1a Ce Npujiara KaTo MOHOTEepaIrus
WK B KOMOMHALIMSA C HHCYJIMH.

YcTaHOBEHO € HaMaJIeHHe Ha YCJI0KEHEHHUATa, CBbP3aHU C AUWA0ET, NMPU NaUMEeHTH C HAAHOPMEHO
TErJio ¥ auader Tun 2, 1eKyBaHu ¢ MeT(OPMHUH KaTo IbPBU U300p Ha JIeYEHUE Clie]] HEeYCMelHa A1ueTa
(BH>KTE TOUKA 5.1).

4.2 Jlo3MpOBKA H HAYHH HA NMPHJIOKEHHE
Jo3upoBKa

Bw3pacmnu ¢ nopmanna 6vopeuna @pynxyus (GFR >90 mL/min)
Monomepanusa u kombunayus ¢ opyeu nepopaniiu anmuouabemuu cpeocmaea.
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O6uuaiiHara HavaiHa no3a € 500 mg uau 850 mg METHOPMHUHOB XHUAPOXJIOPUI 1Ba UJIH TPH ITbTH
OHEBHO 10 BpeMme Ha wiM cnej xpaHeHe. Cnen 10 no 15 nuu no3ara tpsaOBa na ce ajarnrupa B
3aBUCUMOCT OT H3MEPEHHUTE CTOMHOCTHU Ha KpbBHAaTa 3axap. [locteneHHOTO yBeIMYaBaHe Ha A03aTa
MOKe J1a moaoOpH CTOMAaLIHO-4YpEeBHATa MOHOCHUMOCT.

[Ipn nalMeHTH, JeKyBaHU ¢ BUCOKA 1032 METGOPMHUHOB XHAPOXJIOpUA (2 10 3 g Ha I€H) € Bb3MOXKHO
Aa ce 3aMeHAT ABe puamMupaHu Tadaetku bporMud 500 mg ¢ eaHa punmMupana tabnerka bpoTMuH
1000 mg.

[IpenopbuKTEIHATAa MAKCMMAaJTHA JHEBHA 1032 MET(OPMHUHOB XUAPOXJIOPUA € 3 g, pa3Ae/ieH! Ha TPH
npueMa. AKO ce NpeBHXK/1a 3aMsHa Ha APYro NnepopajHO aHTUAHWAOETHO CPeICTBO: MPEYCTAHOBETE
JIEYEHHETO C APYTUd aHTHAHAO0eTeH MPOAYKT M 3aroyHeTe JeUeHHETO ¢ MeTHOPMHH B 103aTa,
[oco4eHa no-rope.

Kombunayus ¢ uncynun

MeT(hopMHH U MHCYJIMH MOTraT J1a C€ U3MOJI3BaT B KOMOMHUpaHa Tepanus 3a NOCTUIraHe Ha Mo-A00bp
KOHTPOJI Ha KpbBHATAa 3axap.

OOuuaitHaTa HayaaHa A03a MeThopMUHOB xuapoxjaopua € S00 mg wiun 850 mg 2 nim 3 NbTH AHEBHO,
JIOKAaTOo 03aTa Ha UHCYJIMHA Ce aJanTUpa B 3aBUCUMOCT OT U3MEPEHUTE CTOWHOCTH Ha KpbBHATA

3axap.

llayuenmu 6 cmapyecka 8b3pacm

[lopaau BepoATHOCTTA OT HaMajIsiBaHe Ha ObOpeyHaTa PYyHKLMS NPU NAUMEHTH B CTapyeCKa Bb3pacT,
no3ara Ha MeT(OpMHH TpsaOBa /1a ce KOpUrupa B 3aBUCUMOCT OT ObOpeyHara ¢pyHkuus. Heobxoaumo e
PEOBHO H3cjie/BaHe HA ObOpeuHaTa GyHKLUs (BUXKTE TOUKA 4.4).

bvbpeuno yspeocoane

[Ipeau 3anoyBaHe Ha JIeYEHWE C NMPOAYKTH, ChAbpKallKi MeTHOPMHH, TPAOBa Aa ce HanpaBu OLIEHKA
Ha GFR cToiiHOCTHTE, a cjle]] TOBA — MOHE BEAHbK roAMIIHO. [Ipy NaLueHTH ¢ NOBUILIEH PUCK OT
NocJie1Balllo MporpecupalHe Ha 0bLOpeYHO yBpeXx/aaHe U NpH MalUeHTH B cCTapyecka Bb3pacT TpsaOBa
[10-4ECTO Ja Ce MpaBM OLleHKa Ha ObOpeyHaTa hyHKUMSA, HanpUMeEpP Ha BCeKH 3-6 mecela.

GFR (mL/min) | Obwa makcumanna oneeHa Jonvanumennu cvobpadicenus

003a (0a ce pazoenu Ha 2-3
OHe8HU 003U)

60-89 3000 mg Moxe na ce oOMUCIM NOHWXKABAaHE Ha J103aTa
BbB Bpb3Ka C HAMaJIIBaHETO Ha ObLOpeyHaTa
QyHKLHS.

45-59 2000 mg dakTopUTe, KOUTO MOrar Jia yBeJIM4yaT pucka

30-44 1000 mg OT JIaKTaTHa aluao3a (BWKTe Touka 4.4) tpsadOBa

na 0baaT OLEHEHU NMpEeaU aa ce 0OMHCIH
3aMO4YBAHETO Ha JIeYeHHUE ¢ MET(POPMHH.
HauanHaTta no3a € Hali-MHOTro rMoJIOBUHATA OT
MaKCHMaJIHaTa J03a.

<30 - MeTthopMHH € NPOTHBOMNOKA3aH.

[leduampuuna nonyiayus

Monomepanus u xkomounayus ¢ uHcynuH

MeTrgopMHH MOXe 1a ce W3nos3sa npu aeua Hajg 10-roauuiHa Bb3pacT U FOHOLIM.
ObuuaiinaTa HayanHa a03a € 500 mg wau 850 mg MeTpopMHUH XUAPOXJIOPH BEAHBK AHE
NpyMeMaHa Mo BpeMe Ha WM Clie]l XpaHEHe.

Cnen 10 no 15 nHu no3ara TpsbBa na ce Kopurupa B 3aBUCHMOCT OT HUBOTO Ha KpPb
[TocreneHHOTO yBeMYaBaHe Ha J03aTa MOXe Jla NoA00pH CTOMaUIHO-4YpeBHATa oY o
MakcuMasiHaTa npenopbyMTe/Ha 103a MET(HOPMHUHOB XHAPOXJIOPU] € 2 g THEBHO, hm&e M
3 paszesieHH J103H. \ L




HauuH Ha NpUIokeHue
IlepopanHo NMpUIOKEHHE.

Tpabea na ce npeanpHeMar NpeANa3HA MEPKH Npeay padora ¢bhe WIK NPWIOKEHHE Ha JIeKapCTBEHUA
NPOLYKT.

4.3 IlpoTHBONOKa3aAHMSA

CBpbXUYBCTBUTEIHOCT KbM aKTUBHOTO BELIECTBO WM KBM HAKOE OT MTOMOILHUTE BEIECTBA,
n36poeHH B To4ka 6.1.

Bcexu THN ocTpa MeTabonuTHA aup03a (KaTo JIaKTaTHA allM103a, AMabeTHa keToaungo3a).

JNuabeTHa npe-Koma.

Texxka 6b6peuna HegocraTeyHOCT (GFR <30mL / min).

OcTpH ChCTOAHMA, 3aCTpalliaBalliy Aa Biouar 0b0pedHaTa QyHKLUS KaTO: AeXUApaTal|s, TeXKa
HH{peKLus, HOK.

3abonsaBaHe, KOETO MOXeE J1a NPUYHHH ThKaHHA XUITOKCHA {0co6eHo ocTpo 3abonaBaHe WIH
BJIIOILIABAHE HA XpPOHHYHO 3a0osBanHe) KaTO: ACKOMIICHCHPaHa ChpASYHA HEAOCTaTHYHOCT, AUXATE/HA

HEJOCTATBYHOCT, CKOPOIIEH UHPAPKT HA MHOKApAa, LLIOK.
YepHoapobHa HEAOCTATBYHOCT, OCTPa alIKOXOHA HHTOKCHKALUS, aKOXOJIM3bM.

4.4 CrennajJAH nNpeIynpexienus H NpeANa3HH MEPKH NpH ynoTpeba

JlaKkTaTHa auMaosa
JlakTaTHaTa auMA03a, MHOTO PAAKO, HO CEPHO3HO MeTabOIMTHO YCNOXKHEHHE, HAal-4ecTO ce NpoaBABa

MpH OCTPO BJIOWIaBaHe Ha ObOpeuHaTa GyHKLIMA WIM KapAUO-peCTHPATOPHO 3ab0/IIBaHe HITH CElCHC.
HaTtpynBaneTro Ha MeT(OpPMHH BB3HHKBA NIPH OCTPO BIOLIABaHE Ha OBLOpeuHaTa QYHKLHA U MOBHLIABA
pPHCKa OT 1aKTaTHa aLKa03a.

B cmyuaii Ha gexunparauna (TexXKa Auapus WM NMOBPBLIAHE, NMOBUIIEHA TeMIIepaTypa WiH HaMaleH
[IpMeM Ha TEYHOCTH) TpAOBa BpeMEHHO Aa Obje NpeyCcTaHOBEH MPUEMEBT HA MET(OPMHH H €
NPENoOPbYHTENHA KOHCYJITALHATA C MEJMUHHCKH CNELMANTHCT.

IlpueMbT Ha IEKApCTBEHH NPOAYKTH, KOUTO MOraT OCTPO Aa BIOWAT ObOpeuynaTa QpyHkums (kato
aHTUXunepreH3uBHy, AnypeTuud H HCIIBC), Tpabsa na ce 3anoysa ¢ NOBUIICHO BHHMaHHE NIPH
NAUMEeHTH, IeKYBaHU ¢ MeTGOpMHUH. Jpyru puckosy QakTopy 3a JJAKTATHA allK03a ca NPEKOMEPEH
MPUEM HA AJIKOXO0J, YepHOAPOOHA HEIOCTAaTBYHOCT, HEAOCTATEYHO KOHTPOIMpaH auabeT, Kerosa,

MPOABLDKHTEIHO I71alyBaHE H BCAKAKBH CBCTOAHHA, CBBP3aHH ¢ XHITOKCHA, KAKTO U €XHOBPEMECHHATA
yroTpeda Ha IEKapCTBEHH NMPOAYKTH, KOMTO MOTaT [ia MPUYHHAT JJaKTaTHA auuao3a (BUKTE TOYKH 4.3
H 4.5).

ITarwenTyre W Wnu 6onHornenavuTe Tpsbea Aa 6bAaT HHOOPMHUPAHH 3a PUCKA OT JIAKTATHA aLlMA034a.
JlakTaTHaTa aUKMA03a Ce XapaKTepH3Hpa ¢ alli03Ha JUCNHesA, KOpeMHa 00/1ka, MyCKYJIHM KpaMIIH,
acTeHHUA U XUITOTEPMUA, NOCAeABaHa OT KoMa. B cirydail Ha ChMHEHHE 3a CUMITTOMM, TTAUMEHTHT
TpaOBa J1a cripe npueMa Ha MeT(POpMHH U He3abaBHO Ja NOTHPCH Jiekapcka noMoLl. JluarHocTHYHHKTE
nabopaTOpHH HaXoJkM ca NoHMxeHOTO pH Ha KpbBTa (<7,335), NOBUIIEHUTE HHBA HA TUTA3MECHUA
nakrar (> S mmol / L) u# yBenu4eHa aHHOHHA pa3/iMKa H CBOTHOLLIEHHETO NAaKTaT/ NUpYBar.

[ayuenmu c ycmarnogenu unu NOOO3IUPAHU MUMOXOHOPUAARU 3a60NRABAHUA:
[Tpu nauMeHTH ¢ YCTAHOBEHW MUTOXOHAPHUAIHN 3a001%BaHMA, KATO CHHAPOM Ha MUTOXOHAPUAIHA
eHLieanonaTus ¢ TaKTaTHA auMao3a 1 uacyaronogodun enuzogu (Mitochondrial Encephalopathy
with Lactic Acidosis, and Stroke-like episodes, MELAS) n HacneacTeen auaber u rimyxora no

maiiuvHa nuHHA (Maternal inherited diabetes and deafness, MIDD), MerdopMuH He ce npenopbuBa
nopagy pUcKa oT 060CTpAHE Ha JIAKTaTHA allM03a H HEBPOJIOTHYHH YCJIOKHEHUA, KOUTO MOXKE Ja
NOBEAAT A0 BJolIaBaHe Ha 3a00J4BaHETO.

B cryuyait Ha NpU3HALK M CHMITTOMM, MoKasatenHy 3a MELAS cunapom i MIDD /£
MeT(HOPMHH, JIEMEHHETO C MEeT(GOPMHH TpAOBa Ja ce Clipe BEAHAra ¥ aa ce Hanpaau_fﬁ o
JHArHOCTHYHA OLIEHKA. | -




brOpeuna pyHk

GFR tpa6ea n1a ce oneHsaBa Npeay 3ano4BaHe Ha JICYCHHETO U PEAOBHO CJIE] TOBA, BHXKTE TO4Ka 4.2,
MerdopMuHbT € npotrBonokasad npu nauueHTd ¢ GFR <30 ml/min u npueMbsT My TpsOBa BpeMeHHO
13 CE€ NMPEYCTAHOBH NPH HAIHYHE HA CHCTOSHHUA, KOUTO NMPOMEHAT ObOpeyHaTa QpyHKIMA, BUKTE TOUYKA
4.3,

CohpaeuHa GpyHKUMS
[TaupeHTHTE CHC ChpAESYHA HEOOCTATHYHOCT Ca U3NOXKEHH HA MO-BHCOK PHCK OT XUIOKCHA H

O0bOpeuHa HeocTaTHUHOCT. [Ipy NanMeHTH CBC CTabWIHA XPOHUYHA ChpJeYHa HEAOCTATHYHOCT
MeTQOPMHH MOXE a C& M3NOJ3Ba MPH peaoBHO HabmoaeHUue Ha chpAcuHaTa U On0peunara GyHkums.
3a nauMeHTH ¢ ocTpa ¥ HecTabWiIHa ChpAieHA HEJIOCTATBYHOCT MET(POPMHH € IIPOTHBOMOKA3aH
(BHxTE TOUKA 4.3).

[IpunoxxeHne Ha HoAWpaHH KOHTPACTHHU BEILECTBA
BrTpechbaoBOTO NpUWIOKEHHE Ha HOOHPAHH KOHTPACTHH BELUECTBA MOXKE Aa AoBele A0 KOHTpacT-
HHIYLUMpaHa HedpomnaTus, BoJ€ELa 10 HATpyNBaHe HA METQOPMHH H MOBHIIEH PUCK OT JIAKTATHA

aupaosa. IlpvemsT Ha MergopMHH TpaOBa fa ce cnpe Ipeay WIH NO BpEME Ha MpoLeaypara 3a
obpa3zHa AMarHOCTHKA U 1a He ce Bb300HOBABA Hail-Manko 48 yaca ciej ToBa, NpH YCJI0BUE 4e

ObpOpeuHaTa QYHKIHA € OLICHEeHA OTHOBO M € YCTAHOBEHO, Ue € cTabWiHa, BibkTe TOUkH 4.2 U 4.5.

Oneparus

[IpuMsT Ha MeThopMHH TpaOBa Ja ce IPEKPATH MO BpeMe Ha onepaumi noj ollua, CNHHAIHA WK
enuAypaiHa aHecTe3ud. Tepanuara MOXKe Ja Oble Br300OHOBEHA HE NO-paHo OT 48 yaca cnen
onepalmia WK Bb300HOBABAKETO HA XPaHEHETO IPE3 YCTaTa ¥ NpPH YCIOBHE, ye¢ OnOpednara pyHkums
€ OLI€HEeHa OTHOBO H € YCTAHOBEHO, 4e € cTabriHa.

[lequaTpuyHa nomyJaauus
[Tpeny 3anouyBaHe Ha NedyeHUE ¢ METGOPMHMH TpAOBA Ja ObJe NOTBBLPAECHA MarHo3ara 3a auabdert Tun

2.

He e ycranoBeHO BNIHAHHE HA METHOPMHH BLPXY PacTexa M myodepTeTa 110 BPEME HA NPOBECHHTE
KOHTPOJTHPAHH KJIIMHHYHH W3MHTBAHHA C NPOABDKHTETHOCT €HA rOAWHA, HO HAMA JAHHH OT
ABArocpouno HabmoaeHUe B Taszu obnact. ETo 3a110 ce npenopbyBa BHUMATENHO [IPOC/IEAIBaHe Ha
edexkra Ha MeTGOPMHH BBLPXY TE3H MapaMeTpH MpH AeLa, ICKyBaHH ¢ METQOPMHH, 0COOEHO NMpH Jeua

B npeAny0epTeTHA BB3PACT.

Heya na ev3pacm medxncoy 10 u 12 200unu

Camo 15 nuua Ha Be3pacT Mexay 10 1 12 ronunm ca OWIH BKIIOYEHH B KOHTPOJIIMPAHHTE KIMHUYHU
[Mpoy4YBaHUi, IPOBEACHH IPHU Je1a ¥ IOHOLIH. Benpekn ye edpuxkacHocTTa M O€30MacHOCTTa Ha
MeT(dOPMHH TIPH TE3H JELA HE CE paznuyvaBaT OT epUKacHOCTTa U 6e30IacHOCTTA NPH MO-TOJIEMH Aeua
M IOHOIIM Ce NpenopryBa 0co0E€HO BHHMAaHHKE MpH MPEANTHCBaHE HA AcLa Ha Bb3pact Mexxay 10 u 12
FOJIMHH.

pyru npeanasHyi MepkH

Bcuuky naudeHTH TpaOBa Aa NPOIb/DKAT ANETATAa CH ¢ PEAOBHO pa3npeaesicHUE Ha NpHeMa Ha
BBIJIEXHAPATH Mpe3 AeHd. [TauueHTHTe ¢ HAAHOPMEHO Terno TpabBa Ja NpoabIHKAT
HUCKOKAJIOPHYHATA CH JHeTa.

ObuuaitHuTe 1abopaTOpHK H3CNCABaHHUS 3a NPOCACAIBaHe Ha AuabeTa TpabBa na ce nposexaar
PENOBHO.

MeThopMHH MOe Na HaMalli CepyMHHTE HMBa Ra BUTaMHH B12. PUCKET OT HHCKM fiaiRw
B12 ce yBenuuaga ¢ yBenu4apaHe Ha J03aTa Ha MeTO(OPMHUH, POABDKHTETHOCTTY/Ha: e IR
WY MPH NALUEHTH ¢ PUCKOBH (PAKTOPH, 32 KOUTO € H3BECTHO, Y€ NPUYHHABAT APy
B12. B ciyuait Ha ceMHeHHe 3a Je@HUUT Ha BHTaMHH B12 (kaTo aHemus WM HEBf
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Ha BUTaMuH B12 npn nauyeHTH ¢ pucKOBH (haxTOpH 3a AepuuUT Ha BUTAaMHH B12. Tepanusra ¢
MeTQOPMUH TpaOBa N2 MPOAB/DKH TOJIKOBE IBJI0, KOJKOTO C€ [IOHACH H HE € IIPOTHBOIIOKA3aHO H
NOAXOAALIO KOPHTHPALLO JieueHHe 3a JeGUUMT Ha BUTaMHH B12 € ocHrypeHo, B CbOTBETCTBHE C
HACTOALIUTE KIIMHUYHH PBKOBOJCTBA.

MerdopMuH, Npunaral CaMOCTOATENTHO He NMPEAU3BUKBA XHIOTIIKKEMHA, HO C€ NpenopbUBa
NOBHLLICHO BHHMaHHE, KOTaTo Ce H3roa3Ba B KOMOHHALNA ¢ HHCY/IMH WIM APYTH NEPOPaHH
aHTHAHAOeTHHM jieKapcTBa (HanpuMep CyN(pOHWITYPEHHH NPOAYKTH HIIH METJIMTUHUN).

Topa nexapcTBO ChabpKa MO-Manko oT 1 mmol HaTpuii (23 mg) Ha enHa Tabierka, T.e. C€ CUMTA, 4
HE CBABPXKA HATPUH.

4.5 B3auMOAeHCTBHE C APYIH JIeKAPCTBEHE NPOAYKTH H APYIrA JOPMHE HA B3AHMOJEHCTBHE

He ce npenoppuBa chrBMecTHA ynorpeba
Anxkoxon
AJIKOXOJTHATA HHTOKCHKALIMA Ce CBBLP3Ba C MTOBHILECH PHUCK OT JIAKTATHA alMA03a, 0COOEHO B CIIy4YaH Ha

rJagyBaHe, HEAOXpaHBaHe WK YePHOAPOOHO yBpEKIaHe.

Hooupanu xonmpacmuu sewjecmea

IIpueMsT Ha MeTdopMHH TPAOBA fa ce MpekpaTH NPeaH WIH MO BpEME Ha NpoleayparTa 3a oopasHa
AWArHOCTHKA H J1a HE ce BB30OHOBsABA Hali-Manko 48 Jaca cien TOBa, MpH yCJIOBHE, e Ob0peuyHaTa
G YHKIMA € OLEHEHA OTHOBO H € YCTAHOBEHO, ue € cTabunHa, BIOKTE TOUKH 4.2 1 4.4.

KomOuHalMK, H3UCKBAIM NPEana3Hi MEPKH MpH vrioTpeda
HsaxoH nekapcTBeHH MPOAYKTH MOTraT J1a NOBIHAAT HeOIaronpusaTHO Ha OnLOpeuHaTa QyHKIHA, KOETO

MOXE Jla YBEJIMYH pUCKa OT JIaKTaTHa alunosa, Hanp. HCIIBC, BKIIOUUTENHO CElIEKTUBHH
uHxuburopu Ha uuknookcurenasa (COX) I, ACE uaxuburopn, anruoreHsus Il peuentopHu
AHTArOHUCTH W OUYpPETHLH, 0c0beHo OpumkoBH aAnypeTHUH. [Ipn 3anouBane unM ynorpeba Ha TaKMBa
NpOOYKTH B KOMOHHaLus ¢ METPOPMHH € HEoOXOoAMO BHHMATENHO NIpocieasBaHe Ha Ob0peuHaTa

dyHKLMA.

Jexapcmeenu npodyxmu ¢ 6ompeuina Xunep2iuKemMudia AQKmugHOCM, Hanp. 2RI0KOKOPMUKOUOU (3a
CUCMEMHO U NOKAIHO NPUROICEHUE) U CUMRAMUKOMUMEMUYU

Moxxe Ja ce HaNoXKH Mo-4eCTo NpocesBaHe Ha KPbBHATA 3axap, 0co0eHO B HAYAIOTO Ha JIEYEHHETO.
AKO e Heob6Xx0nuMo, KOpHTHpalTe A03ara Ha METPOPMHH MO BPEME Ha JICUEHHETO CbC CHOTBETHUA
JIEKAPCTBEH MPOOYKT H CNEA MPEKPATABAHETO MY.

Tpancnopmepu na opeanuunu kamuonu (OKT)

MetrdopmuHBT € cybeTpar Kakto Ha npeHocHrenute OKT 1, Taka u Ha OKT2.

EnHOBpeMEHHO NMPHIOXKEHHE Ha METGOPMHH ¢

- HNuxuouroputre Ha OKT1 (xaTo BepanaMWi1) MOrar Ja HaMasIfaT €pMKaCHOCTTa HAa MEeTHOPMHH.

- HMupyxropure Ha OKT1 (karo pudamMnuuyH) MOTaT Ja NOBULIAT CTOMALIHO-YpEeBHATa abcopOLu
M e(pHKaCHOCTTa HA METQOPMHH

- HNuaxuburopure Ha OKT2 (xaTo uMMeTHAMH, AOMYTErPaBUp, PaHOA3UH, TPHMETOINIPHM,
BaHJATaHWO, HCABYKOHA30J1) MOTaT Aa HAMaNAT ETUMHHHPAaHETO Ha MeTQOPMHH Npe3 ObOpeLuTe U na
AOREAAT OO MOBMINABAHE Ha TU1A3MEHATA KOHLIEHTPALMa Ha MeTQOPMHH.

-  Huxuburopure kakto Ha OKT1, Taka n Ha OKT2 (kaTo kpu3oTuHKHO, onanapub) morar na
NpOMEHAT ePUKACHOCTTA H 6BEOPEUHOTO eJTHMHHHpPaHE HA METPOPMHUH.
3aToBa ce mpenopbuBa MOBHILEHO BHUMaHHe, 0COOEHO NpH nalueHTH ¢ 60peuHo yBpexkaal b
TE3M JIEKApCTBa CE NMPUIArat CbBMECTHO ¢ METQOPMHEH, Thil KaTO TUIa3MeHarTa KOHLIEHTpALMA .
METGOPMHH MOXeE 3 ¢ YBEJIHYH. AKO € HeOOX0IMMO, MOXe J1a C€ OOMHCIIH KOPEKLIMA Ha JOt
MeTdopMuH, ThH kKaTo OKT uHXubUTOpUTE/ MHAYKTOpUTE MOTaT Aa IIPOMEHAT ePHKACHOOTTA
MeT(HOPMHUH. Lk

4.6 @epTHAHTET, (PEMEHHOCT H KbpMene



bpeMeHHOCT
HekoHTponupaHaTa XHUNeprivKeMHA B NEPHKOHLETILHOHHATA ¢asza u no Bpeme Ha OpeMeHHOCT €

CBBbp3aHa C NOBHILEH PHCK OT BPOACHH aHOMAJIMH, 3aryba Ha OpeMEeHHOCT, XHNIEPTOHMA,
npeansBHKala OT OpEeMEHHOCTTA, MPeeKIaMIICHA M NEPUHATANIHA CMBPTHOCT. BaxkHO e Aa ce
NOAABPKAT HHBATA HA KPbBHATA 3aXap Bb3MOXCHO Hal-ONH3KO 10 HOPMANHUTE Npe3 LsnaTta
OpeMeHHOCT, 3a Ja c€ HaMaJIM PUCKLT OT HeONAronpUATHH M3XOIH, CBBP3AHH C XUNEPTIMKEMH, 3a
MaHKaTa H HEHHOTO JeTe.

MerdopMmuH npemHHaBa nmpe3 MaleHTaTa ¢ HUBa, KOMTO MOrart jaa ObJaT TONKOBA BUCOKH, KOJIKOTO
KOHLUEHTPALMHUTE NPH MaKHKaTa.

["onamo koiHyecTBO AaHHH 3a OpeMeHHH KeHH (noseue ot 1000 excnonnpaHu pe3yiTara) OT
Ga3upaHo Ha perMcTbp KOXOPTHO NPOY4YBaHE U MyONWKYBaHH JaHHHU (METa-aHATH3H, KITHHUYHH
MPOYYBAaHHUR M PErHCTPH) HE MOKA3BAT NOBUIIEH PUCK OT BPOACHU aHOMAaIUH WK deTo/HeoHaTalHa
TOKCHYHOCT CJI€]] €KCMNO3UIIKMA KbM MEeTHOPMHMH B MEpUKOHLIETIHMOHHATA (ha3a W/unu no BpeMe Ha
OpeMeHHOCT.

HmMa orpaHnyeHd U HeyOeIUTENIHH TOKA3aTe/ICTBa 34 eeKTa Ha MET(POPMHUH BBPXY ABJATOCPOYHMS
pe3yJITaT Mo OTHOLLIEHWE Ha TEMJIOTO MPH AeLa, HITOKEHH BbhTpeyTpodHOo. MerdopMuH He marnexaa
712 MTOBJIHABE HA JABHIaTEJIHOTO M COLMAJIHOTO Pa3BHTHE N0 4-rOAMILIHA B3pacT NPH AeLd, U3JI0XKEHH
o BpeMe Ha OpeMEHHOCTTA, BHIPEKH Ye NJaHHUTE 3a ABJIFOCPOYHHUTE PEe3YIITATU ¢4 OTPAHHYEHH.
AKO € KIHHHYHO HeoOxoaumMo ynotpebdaTta Ha MeTGOpMHH MOXke Ja ce 0OMHCIH Mo BpeMe Ha
OpeMEeHROCT H B MepHKOHLUENIHOHHATA ¢a3a KaTo AOITBJIHECHHUE WM ANTEPBATHBA HA HHCYJIHH.

KbpMeHe

MerdopMHH ce ekckpeTHpa B KbpMaTa. He ca HabmiogaBaHM HeXeENlaHH peaKLUH IIPH KbpMEHHUTE
HoBOpoAcHH/ Oebera. BrIipexkd ToBa, ThH KaTO ca HAJTMYHHA CaMO OMPAHHYEHHU JAHHH, KbPMEHETO He
C€ MPEenopbLYBa Mo BpeMe Ha JieueHHeTo ¢ MeTgpopMHH. Tpabpa Aa ce B3eMe pellueHue Janu 1a ce
MpeKpaTH KbPMEHETO, KaTo e B3eMaT NpeABHJ 110J13aTa OT KbPMEHETO H NOTEHLUA/THUAT PUCK OT
HE)KEeNaHu JIEKAPCTBEHU peaKlMH NPH JETeTO.

DepTUIUTET

DepTIWIHTETET Ha MBKKH WIH )KEHCKH ILTHXOBE He Ce MOBIMABA OT METQOPMHH, NpUIarad B J03H,
no-eucoxu ot 600 mg/kg/neH, koeTo e NpUBIAUIUTENHO TPH MBTH MAKCUMAJTHATA NPENOPHUYMUTENHA
IHEBHA J03a MpH Xopa Ha Ha3a cpaBHEHME HA TeNeCHATa MOBBLPXHOCT.

4.7 EdexTn BopXy cnocofHOCTTA 32 mMOodHpane B paboTa ¢ MAINHHYA

MeT¢hopMHH KaTO MOHOTEpAINHA HE NPHYMHABA XUIOTTMKEMHUS H CJIeJOBATEIHO HE OKA3Ba BIMSHHE

BbpPXY CNIOCOOHOCTTA 3a modupaHe win paborta ¢ MaliMHA. Bunpeku TOBa, nauueHTHTE TpAOBa Aa
ObAAaT NpegynpeaeHH 3a pUcKa OT XUIOTJIHKEMMA, KOraTo MET(OPMUH C€ H3MOI3Ba B KOMOHWHaLMA C

IpYyry aHTUAHAOeTHH JIEKAPCTBEHH NPOAYKTH (HAaNpHMED CYJIGQOHKUTYpEeHHM NPOAYKTH, HHCYJIHMH HIH
MErJIHTUHHUIH).

4.8 HexeqaHn JeKAPCTBEHH peaKiiHy

[Tpu 3anmouBaHe HA JIEYEHHETO HANR-YECTUTE HEKEIIAHH PEAKLUH Ca raicHe, NOBPbIIAHEe, AHapus,
KopeMHa 60onka 1 3aryba Ha aneTur, KOUTO B MOBEUYETO Cly4aH OTIUIYMABAT CIOHTAHHO. 3a
NpeJOTBPAaTABAHETO KM C€ MPENopbYBa METHOPMHH Ja e NprUeMa Ha 2 WIM 3 JHEBHHM JIO3U H
MOCTENEHHO YBeIUYaBaHe Ha JO3UTE,

IIo BPCEMC Ha JICHCHHC C MET(I)OPMHH MoOrar ga c€ MOABAT CJICAHHUTC HCXKCTAHH PO

ce onpeeNs Kakro cneasa: MHoro dectd (1 / 10), wectu (=1 / 100 go <1/10), ne
<1/100), peaxu (=1 / 10 000 go <1 / 1 000), MHOrO peaku (-f-’.]/ 10 000), ¢ HeusBecsk

HapyiiieHus Ha meTabonusMa H XpaHEeHeTo




Yecmu
Hamansease/ nedpuuut Ha BuTaMuH B12 (BikTe TOUKa 4.4)

Mnozo peoxu
JlakTaTHa aino3a (BIKTE TOYKA 4.4)

HapyilieHHs Ha HEPBHATA CUCTEMA
Yecmu
[IpoMeHrH BBB BKYCA.

CTOMalIHO-YPEeBHH HAPYIHEHHA

Muoco vecmu

CTOMalIHO-YpEeBHH HApYLUEHHS KaTO raZIeHe, MOBpbIlaHe, 1Mapusa, KopeMHa 6oika u 3aryba Ha
aneTuT. Te3n HeKeNnaHU peaklMK Ce IIPOABABAT Hal-4eCTO NPH 3aIIOMBAHE Ha JICYSHHETO H OTMHHABAT
CMOHTAHHO B MOBEYETO CIy4YaH. 3a Aa ce NpeAOTBPATAT C€ NpenopbYBa MeTQOPMHH J1a ce IpHEMA Ha
2 WM 3 AHEBHU AO3U IO BpeMe Ha WM cniel XpaHeHe. ITocTeneHHOTO YBeIHYaBaHe Ha 103aTa MOXKe
CBLUO Ja NoJ00pPH CTOMAaUIHO-4YPEBHATa MOHOCHMOCT.

XenaroOHnHapHH HaApYLICHHSA

Mnozo pedxu

EauHuyny CHO0LIECHHUS 33 AHOMAJIHK B YepHOAPOOHHUTE H3CIeABaHUA WIH XeNaTHT, KOUTO
[IPEMMHABAT CJIe]l IPEYCTAHOBABAHETO HA JIEYEHUETO ¢ MET(HOPMHUH.

Hapyiuenus Ha koxara ¥ NOAKOXKHATA THKAH
Mnozo peoxu
KoXHH peakUMH KATO €PHTEMA, NPYPUTYC, YPTHKApPHA.

IleapaTpuyHa noryiauus

HexenanuTe jieKapCTBEHH peaKLiMH OT ITyONMKaLHH K NOCTMAPKETHHIOBH M3TOYHHMLH, KaKTO H OT
KOHTPOJIHPaHH KIIHHHUYHH MPOYYBaHHA [IPH OTPaHHUYCHA NeAMATPHYHA NOMy1ausa Ha Bb3pact 10-16
rOOWHH, ICKYBaHa B MPOAB/DKEHHE HA 1 roAWHa, JOKNAABAHETO HAa HEXeNNaHH PEaKLMH € CXOAHO IO
XapaKkTep H TeXeCT ¢ TOBa, CHOOIIEHO MPU Bh3PACTHH.

CrobliagaHe Ha NOAO3NPAHN HEKENAHU PCAKLINH
CrobiasaneTo Ha NOAO3HPAHU HEXKENIAHW PEaKLMM Cllell pa3pelllaBaHe 3a ynorpeda Ha JeKkapcTBEHHS
NPOAYKT € BaxHo. ToBa Mo3BoIsiBa Ja NPOAB/IKHA HabNi0eHHeTO Ha ChOTHOLIEHHETO MoA3a/ PHCK 3a

JleKapCTBEHHA NMPOAYKT. OT MEAHULIMHCKHTE CTIELIMANIHCTH CE M3HCKBA 1a ChOOLIAaBaT BCsAKa MOA03UPaHa
HEXKeJIaHa peaklis upe3 HallHOHATHATA CHCTEMA 3a ChOOINaBaHe:

H3nbaHuTeIHA areHuya no Jekapersara

yi. ,,JlaMsH ['pye” Ne 8

1303 Codus

Ten.: +359 2 890 34 17

yebcalT: www.bda.bg

4.9 TIlpemosmpane

XunornukeMus He € HabmoaapaHa npy 1031 Ha METHOPMHH XHAPOXJIOPHA 110 85 g, BEIIpEeKH Ye NPH
TaKMBa OOCTOATENCTBA € HACTHITHIA JJAKTaTHA auMAao3a. BUcokoTo npenosupase Ha MeThOpMHH WIH
CBHITHTCTBALLMTE PUCKOBH (PAKTOPH MOTaT Jla JOBEAAT JO NaKTaTHa auMao3a. JlakrarHara anmgo3a e
CNIELIHO CHCTOAHHE M TPAOBa A ce Nekypa B OonHMLR. Hali-eeKTUBHHAT METOA 32 OTCTPaHABAaHE HA
NAKTaT U METPOPMUH € XEMOJHATH3ATA. )7

5. ®APMAKOJOTHYHHU CBOUCTBA

5.1 PapmMakoIAHAMHYHH CBOHCTBA



(dapMakoTepaneBTH4YHA Ipyna: JIeKapCTBEHH MPOAYKTH, IOHMXKABALIM HUBOTO HA KPbBHATA 3axap, €
H3KTIOYEeHHe Ha HHCyauHu, bursanuan, ATC koa: A10BAO2.

MexaHu3BM Ha NEHCTBHE

MetdopMHH € ODUrBaHK] ¢ AHTUXHITEPIIIMKEMHYHH e(eKTH BbpXy OasanHaTa M NnoCTIpaHaHanHaTa
xunepriavkeMmus. ToHA He CTUMYNIHpa HHCYJIMHOBATA CEKpeLIuA, 3aTOBA He NMpedU3BUKBA
XHUIOrTHKeMHA.

Merdopmun HaMansaBa Oa3anHaTa XUIIEPUHCYJIMHEMHA U B KOMOUHALIMA C MHCYIMH HaMaJlaBa
HYJ)KJATa OT HHCYJIHH.

MerdopMHH nNpoABABa CBOSI AHTHXHNEPIIIMKEMHYEH €(DEKT Ype3 MHOMKECTBO MEXaHH3MH:
MerdopMHH HaManaBa MPOAYKLMATA Ha IJIIOK03a B YepHHA ApobD.

MetdopmuH ynecHsBa nepudepHOTO YCBOSBAHE U U3NOJ3BAHE HA ITIIOK03a, OTHACTHU Ype3
yBE/IMHABAHE HA MHCYJIHHOBOTO ACHCTBHE.

MerdopmuH 3acara MetabonH3ama Ha DIIOKO3a B YepBaTa: Y CBOSABAHETO OT KPbBOOOPALIEHHETO CE
yBejtiuapa, a abcopbuuara ot XxpaHata HaManaea. JIOMbJIHUTETHH MEXaHH3MH Ha AeHCTBHE B YepBaTa
BK/IIOYBAT YBeJIM4aBaHe Ha OcBOOOXKIaBaHeTo Ha riokaroHonoaoobex nerrrua 1 (GLP-1) u
HaMaJITBaHE Ha pe3opOuuMATa Ha XKIBYHU KUCeTHHH. MeThOopMUH TIPpOMEHA MUKpoOHOMa HA YepBarTa.

Merdopmun Moxe xa noacOpH JTHNHAHKA MPOQII MPH UHAUBHUAH C XMUNEPrIUKEMHS.

B xiuHM4HM npoy4BaHHa ynorpedaTa Ha MeETQOPMHH CE€ CBBP3Ba WM CbC CTAOWIHO TENIECHO TETJIO,
WJIH ¢ YMepeHa 3aryba Ha Terno.

MeTt¢opMHH € akTHRAaTOp Ha aACHO3UH MOHOJocaT-nnporenH-kuHa3a (AMPK) u nosuwaga
TPAHCTIOPTHHSA KaIallMTET HA BCHUKH BHAOBE MeMOpaHHH rmox0o3Hy TpaHcnoprepu (GLUTS).

KnuHu4yna ePeKTHBHOCT
[IpocnekTuBHOTO panaoMK3MpaHo npoyuBane (UKPDS) ycranoBH abiarocpoyHara nosusa ot
MHTEH3UBHHUA KOHTPOJ HA KPbBHATA 3aXap NpH Bb3paCTHHU NALMEHTH ¢ Auabet Tvn 2.

AHAU3BT HA Pe3YJITATUTE TIPH NMALUEHTH ¢ HAZHOPMEHO TErJOo, JIEKYBaHHU ¢ METQOPMUH CJIe] KaTo
fe3 ycnex e npuwiokeHa caMo Auera, nokasa:

- 3HAUMTEJIHO MOHIDKABaHe Ha a0COMKOTHHA PUCK OT BCAKO CBBP3aHO ¢ Auaber yCJI0XKHEHUE B
rpynara Ha MeTopMuH (29,8 cubutnsa/ 1000 nauueHT-rogvHK) cnpaMo NaUHAEeHTH CaMo Ha
auera (43,3 cubutud/ 1000 nauueHT-rogusn), p = 0,0023 u B cpaBHeHHe ¢ KOMOUHUPAHUTE
rpymnM Ha cyJpOHWITYPEeHHH fieKapeTBa U MOHOTEpanua ¢ MHCYNHH (40,1 cuburust/ 1000
nauMeHT-roguHM), p = 0,0034;

- 3HaUMTEJIHO NMOHWKABaHE Ha aOCOMIOTHUA PUCK OT CBbp3aHa ¢ AHaber cMBPTHOCT:
merdopmun 7,5 cpbutia / 1000 naument-roaunu, camo auera 12,7 cuburua/ 1000 naumenT-
roavuu, p = 0,017;

- 3HAYMTEJIHO NMOHKXKEeHHe Ha abCoMOTHUA pUCK OT 00iua CMBPTHOCT: MeTdopMun 13,5
ceOuTHa/ 1000 natmeHT-roauHu cnpamo camo aueta 20,6 cxbutus/ 1000 naument-rogunu (p
=0,011) u B cpaBHeHHe ¢ KOMOMHUpPAHUTE MPYNHU HA CYNPOHWITYPEHHH 1eKapcTBa U
MoHOTeparua ¢ MHCYNIHH 18,9 cubutus/ 1000 nauuent-roauHu (p = 0,021);

- 3HAYHTEJTHO HAMAIABAHE Ha aGCOMOTHHA PHCK OT HH(APKT HA MHOKapaa: merdhopmuH 11
c¢rOuTis/ 1000 naupeHT-roguHy, camMo auerta 18 cuburua/ 1000 nauuent-rogunn (p = 0,01).

He ca nabniogaBaHy KNMHHYHH NOJI3K NPU H3NMON3BaHe HA METHOPMHH KaTO BTOPA JIMHKA Ha JIeHeHHe
npH KOMOUHALIMA CEC CYNIQOHUWTYpes.
Kombunaumsara ot MeThopMUH X HHCYNHH € 61na u3no3pasda npy H30paHH NauMeHTH C
1, HO KJIMHMYHATA NOJ13a OT Ta3HW KOMOHHAaLIUA He € KATerOpHYHO YCTaHOBEHA. |

[leauaTpyuna nomynanus ;.




KoHTponupaHUTe KIMHHYHH MPOYYBaHUA NPH OrpaHUuYEHa MeAMaTpHYHA nomynauus Ha en3pacr 10-
16 roguHn, NeKyBaHK B NPOAL/DKEHHE Ha | TOXMHA, MOKA3BaT CXOAEH OTTOBOP B IITHKEMHYMHHSA
KOHTPOJ Ha To3H, HabmoaBaH NPH BB3PACTHH.

5.2 ®apMaKOKHHETHYHH CBOHCTBA

Abcopbiius

Cnen nepopajieH npreM Ha TabieTka MeT(GPOpPMUHOB XHAPOXJIOPHI, MAKCHMAJTHATA IUIasMeHa
KOHLeHTpauusa {Cmax) ce focTHra 3a npubiu3surenyo 2,5 yaca (tmax). A6comoTHaTa SHOHAIMYHOCT
Ha 500 mg unu 850 mg MeThopMHHOB Xuapoxsopua e npubnuzutenHo 50-60% npu 3apaeu xopa.
Cnen nepopajieH npHeM, HEYCBOEHaTa ppakius, oTkpura BB (pekanuure e 20-30%.Cnen nepopanHo
npuwioxeHue abcopbiuara Ha MeTrPOPMHH ¢ HACUTEHA H HembiHa. [Ipeanonara ce, ye
¢apmakoKHHeTHKaTa Ha abcopOumsaTa Ha METHOPMHH € HENNHHEHHA.

[Ipn nperiopbYUTENHKTE JO3H U CXEMH Ha J03HUpaHe Ha MeT(GOPMHH, CTAllMOHAPHUTE IUIa3MEHH
KOHLIEHTpaLMK ce JOCTUraT B paMKHTE Ha 24 10 48 yaca 1 0OUKHOBEHO ca 1o-HUckHu ot 1 pg/ ml. [1pu
KOHTPOJIUPAHHN KIMHUYHH NPOYUBAHUA MAKCHMAJIHUTE IJ1a3MEHHU HHUBa Ha MeTQOopMHH (Cmax) He
HaABMILABAT 5 pug/ ml, A0py NpH MAKCHMAaTHHA JO3H.

XpaHaTa HaMaJlsfBa cTeneHTa H aexo 3abapa abcopbumara Ha Merdopmun. Cnea nepopalHo
npunoxkeHue Ha Tabnerka ot 850 mg ce Habmoparar 40% no-HUCHK IMHK HA MIA3MEHATA
KOHLICHTpaLMs, 25% HaManeHue Ha AUC (ol noJ kpHuBaTa) M YAB/DKaBaHe ¢ 35 MHHYTH Ha
BPEMETO A0 ITHKA HA IUIa3MEHATa KOHLUEHTpaUMA. KINHHHYHOTO 3HAYEHHE HAa Te3H OTKPUTHA HE €
U3BECTHO.

Pasnpenencuue

CBBbp3BaHETO ¢ IUIA3MEHHTE NPOTEHHH € HE3HAUHTEIHO. MeThOpMHH Ce pa3npeacsia B pHTPOLIUTHTE.
[TMKXET B KPBBTA € MO-HUCHK OT IUVIA3MEHHA ITHK H ¢€ NMOABABA NPUOIH3UTEIHO NO €JHO U CHILO BpEME.
HepeeHHTE KPHBHHU KJIETKH Hal-BEPOATHO NPEACTARBNABAT BTOPUYHO pa3npeelieHHe.

Cpeanuart obeM Ha pasnpenesieHne (Vd) Bapupa Mexnay 63-276 1.

buotpaHcpopmauua
MeTgopMHH ce eKCKpeTHpa HENMPOMEHEH B ypuHaTa. He ca ycraHoBeHH MeTabonuTu npu xopa.

Enemunupase
bu6peuHnaT kTupbHC Ha MeTHOPMHUH ¢ >400 ml/ min, KoeTo noxasea, 4¢ METPOPMHHBT C€

CIMMHHHUPA Ype3 MMOMeEpYyIHa ¢puntpauna ¥ TyOyaHa cekpeuns. Cnea nepopancH npyeM, BATHUAT
KpaeH eJIMMHHAIIMOHEH MOJTYKUBOT € npubausurenHo 6,5 yaca.Koraro 6u6peuHara QyHKums €
HapyluieHa, O50peHHHAT KIMPBHC ¢€ HaMaNAaBa NPONOPLUOHAIHO Ha KPeaTHHHHA M NOpaaH TORa
€NUMHUHALIMOHHUAT NMOTYKHUBOT C€ YABJDKABa, KOETO BOAU 0 MOBHIICHH HHBAa HA MET(OPMHH B

niasMarta.

XapakTepHCTHKH MPH CNEeLMATHH FPYIH NAaUHEHTH

bvbpeuno yepexcoane

HanuuHure AaHHW NpKY NaLMEeHTH ¢ yMepeHa 6b0peuHa HeA0CTATBYHOCT €a OCKbAHMU M HE MOXKeE Ja Ce
HanpaBy HAASKAHA OLIEHKA Ha CHCTEMHATA eKCNO3ULIMA Ha MeTGOPMHUH B Ta3u NMOATPYIA B CPABHEHHE
¢ muna ¢ HopManHa OB6peuna ynkuusa. CnegoBaTenHO, KOPEKLMATA HA A103ara TpAbBa Ja ce
M3BLPLIH Bb3 OCHOBA Ha CLOOpaKeHH 3a KIIMHUAYHA €UKACHOCT/ TIOHOCHMOCT (BHXKTE TouKa 4.2).

Ieouampuuna nonyaayus
Hzcnedeane npu ednoxpamua 6o3a. PapMaKOKMHETUUHUAT npod Wi NpH Aena, NONy4YUId €HOKPATHA
ao3a or 500 mg MeTdpOpMUHOB XHAPOXNIOPHUA € NOACOEH HAa TO3M NPH 3ApaBU BL3PACTHH.

HamaneHH ¢bOTBETHO ¢ 33% n 40%, B cpaBHEHHE ¢ BB3PAacTHH ¢ AuabeT, KOUTO ¢a Mo
ot 500 mg gBa MBTH OJHEBHO B NpoAb/DKeHHE HAa 14 aHK. Te3n pe3ynraTH ¢a ¢ OrpaHud
3HAYCHHE, Thil KaTO J103aTa C€ THTPHpAa UHAUBHAYAJIHO Ha Oa3aTa Ha INTHKEMHYHHA KOH
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53 IlIpeakTHHAYAH AAHHH 32 0€300aCHOCT

HpB,Ill-UIHHH'—IHH’I‘e AaHHH, OCHOBABAalllH CC Hd KOHBCHLIMOHAJIHHA [IPpOYHBAHHA 34 SBSOHEICHOCT,
t})apmalconorm, TOKCHYHOCT ITPH MHOTOKpPaTHO JO3HPAHC, TCHOTOKCHYHOCT, KAHLCPOIrCHCH
MNoTeHUuHal U peripoaykKTHBHA TOKCHYHOCT, HC [TOKA3ZBAT ocobeH PHCK IIDH XOpa.

6. OAPMAIIEBTHYHHA JAHHH
6.1 CoHcbk HA NIOMOIOIHHTE BeHIeCTBA

CrpuesrHa Ha TabeTkaTa:
KpockapMenosa HaTpuii
[IoBraoHn K 30

Lenyno3a, MHKpOKPHUCTATHA
Marsesues creapar

O6BHBKa Ha TabneTkaTra.
300 mg u 1000 mg
[Tonu(BHHIN aTKOX0M)
TwuranoB guokcua (E171)
Maxporonu

Tank

8350 mg

XKenezen okcun xwuiat (E172)

[Noau(BuHHN ankoxon)

Turanor auokcup (E171)

Makporosnu

Tank

6.2 HechbBMECTHMOCTH

Henpunoxwumo.

6.3 Cpok Ba rognocrt

3 ronvHH

6.4 ChnennajHN YCJIOBHSA HA CBXPAHEHHE
To3n nexkapcTBeH NPOAYKT HE H3UCKBA CIICLIHAJIHH YCJIOBHA HAa CHXPAHCHHE.

6.5 BHIH cbLALPKAHHE HA ONIAKOBKATA

500 mg Tabnerku:

9, 20, 21, 30, 40, 50, 56, 60, 84, 90, 100, 120, 200, 500, 600 wiu 1000 TabreTkH, onakoBaHH B
onucrepu (PVC-anyMuHui)

He BcHUYKM BUAOBE ONAKOBKH Morar aa 0baaT ITYCHAaTH Ha Ila3apad.

850 mg u 1000 mg Tabnerku:
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8,9, 10, 14, 20, 21, 30, 40, 50, 56, 60, 84, 90, 100, 120, 300, 600 unu 1000 TabneTkH, ONaKoBaHU B
onuctepu (PVC-anyMmuHuit)

He BCHYKH BHIOBE ONMAaKOBKH MOraT Ja ObaaT ITyCHATH Ha Masapa.
6.6 CoenHAJIHH OpeANA3EE MEPKH NIPH H3XBbpJifiHe

Hewnsnon3saHKAT 1€KapcTBEH NPOAYKT KIIH OTHATbYHUTE MATEPHAIH OT Hero TpAadBa 1a ce U3XBBPIAT
B ChOTBETCTBHE C MECTHUTE U3HCKBAHUSA.

7. MNPHUATEXATEJ HA PAZPEINIEHUETO 3A YIIOTPEBA
Medochemie Ltd.
1-10 Constantinoupoleos Str., 3011 Limassol, Kumsp

8. HOMEP(A) HA PAJPEIIEHHUETO 3A YIIOTPEBA

300 mg:
Per.Neo: 20210119

850 mg:
Per.Neo: 20210120

1000 mg:
Per.Ne: 20210121

9. JATA HA IIBPBO PASPEIIABAHE/ ITIOTHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Jara Ha mepBO paspelnaBaHe: 20 Mait 2021 r.

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

03/2025
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