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1. HME HA JEKAPCTBEHHA MNNPOAYKT

Cuodop 850 mg punmupann tabneTku
Siofor 850 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Eana dunmupana Ttabnetka cbabpka 850 mg  MetdGopMHHOB  XuApoxiopua (metformin
hydrochloride), exsuBanienTeH Ha 662,9 mg meTdhopMun (metformin).
33 NbJIHMA COKUCHK Ha MOMOLLHHWTE BEUIECTBA, BUXTE ToOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

dunMupana Tabnerka
Benu, npoALAroRaTyd GusjaMUpaHy TabNETKY ¢ AENUTENHA YE€PTA OT ABETE CTPAHM.
JlenuTenHaTa 4yepra € caMoO 3a YJeCHABaHE Ha CUYINBAHETO C LEN NO-JECHO NOoribllaHe, a He 3a

pa3nciAaHE Ha paBHU QO3H.

4. KJIAHWYHU JAHHH

4.1 TepancBTHYIIH MOKAZAHHS

Jleuenne Ha npennaber NPH BH3PACTHH, KOWTO €A C BUCOK PHUCK 3a Pa3BUTHETO Ha 3axapeH axader
Tin 2 (Hanp. nMia ¢ HapyulueH rmokozeH Tonepade (HI'T) » Hapyliena 1iasMeHa riiloKo3a Ha Tajio
(HI'T) u Haxoe ot cneguute: < 60 roaniuHa Bu3pacT; MHJEKC Ha TenecHaTa Maca (MTM) 230 kg/m?;
daMuIHa aHaMHe3a 3a POAHHMHM NbpBA JIMHUA C AHalbeT, NOBHUIEHN TPUrNULEPUIN; NoHWxeH HDL
xonecrepon; xunepronus; HbAlc 26,0%; anamuesa 3a recTanoHeH auader.

JNleuenne Ha 3axapen auabet Tun 2, 0Co00E€HO NpH NAUMEHTH C HaAAHOPMEHO TErJio 33 aJIEKBATEH
KOHTPOJ Ha KpBBHATa 3axap.

. [Ipn BB3paCcTHH cbe 3axapeH avaber tun 2, Cuodop 350 mg Moxe Aa ce H3MO0N3Ba KaTo
MOHOTEpanys Ui B KOMOHHALIMA ¢ APYTH NEpPOpaiHi aHTHAHA0ETHH NEKAPCTBA WIH HHCYNHH.
. ITpy Aena ot 10-roauiliHa BL3pACT ¥ FOHOWH C¢bC 3axapeH anabet thn 2, Cuodop 850 mg Moxke

1a ¢e U3M0NI3Ba KATO MOHOTEPAlNsg HIIH B KOMOKHALMS C HHCYJIHH.

YCTAHOBEHO € HamalleHHe Ha yCNOXHENHATAa Ha AuadeTa NMpH Bb3PACTHH MAUMEHTH ¢ HAJIHOPMEHO
Terno v auaber TMN 2 npu jedyenne ¢ MeTHOPMUHOB XHAPOXJIIOPUA KATO NBPBO CPEACTBO Ha H300p

clej Heycrnex OT avetarta (BX. Touka 5.1).
Neuenunero ¢uc Cnodop 850 myg Tpsbea ga ce NpuapyXasa OT MOAXOASL XpPaHUTENEH DEXHM U

(DHIHTIECKH YNPAKHEHHA.

4.2 Jo3npoBKa U HAUYHH HA NPHJIOKCHHE

IlozupoBka

BbipacTiy ¢ HopmanHa 6vOpeuna dviikuna (GER>2 90 ml/miin)




Mownomepanusa u xombuHayust ¢ Opyeu nepoparnu aumuouabemiu rekapemea
O6uualinaTa HavaaHa J103a € eada (punMupada TabneTka 2 unH 3 MbTH AHEBHO, MPUAATAHA N0 BpEME

HAH CNea XpaHeHe.
Cnen 10-15 auu nosarta TpabBa ga c€ KOPHrHpa B 3aBHCHMOCT OT M3MEPEHHTE HWBA Ha XpbBHATA

zaxap. [TocTenenHOTO NOBULICHUE HA A03aTa MOXE J1a IOA00PH CTOMALIHO-YPEBHATa NMOHOCUMOCT.
MakcHuManHaTa npenophuuTeNiia 1033 Ha MeT(HOPMHHOB XMIPOXNOPHA € 3 g JAHEBHO, pa3fieNieHa Ha
TPH NpHEMA.

AKO ce NpeABWXJa NMPeMUHaBaHe OT ApYro nepopanHo aHTHAWMabeTHO NekapcTBo, TpsbBa na ce
NpeycTaHOBM NPHEMBT Ha APYroTO JIEKAPCTBO M Jla C€ 3alo4He MeTQOPMUHOB XHAPOXNOPHA B

ropecnoMeHnarara J103a.

Kombunayus ¢ uncyauu

MeTopMHHOB XMAPOXNOPHA ¥ MHCYNHH MOrar Aa €€ M3MON3BaT Karo kKoMOmMHMpaHna Tepanus 3a
NOCTUraHe Ha Mo-A00bP TNHKEMHUYEH KOHTpPoA. MergopMHHOB XHMADOXJOpHA Cce MpHiara B
obunualiHaTra HadanHa no3a oT 850 mg 2-3 mbTH NHEBHO, KOKATO [03aTa Ha MHCYIHHA C€ KOpHTrupa

cropen H3MEPCHUTE HHUBA HAa KPbBHATA 34Xap.

Crapyecka Bb3pacT

[opaan BepoaTHOCTTa OT HamaneHa OwnOpeuHa @YHKLMs B CTapuecka BB3pacT, J03aTa Ha
MeTGOPMHHOB XHIPOXJIOpUAR TpsbBa a ce xopurupa cnopen 6bn6peunata ¢ynkuus. Heobxonnmo e
peAoBHO npociciaBane Ha 6bOpeyHarta dyHkuud (BX. 1. 4.4).

bLOpeyHo yBpeXlaHe

[lpeay 3anoysaHe Ha JiedeHHe C MPOAYKTH, ChABPKALIH METHOpMHH, TpsOBa Na ce€ HampaBk OLCHKa
Ha GFR cToitHOCTUTE, a Cciell TOBa - IOBE BEAHDBK TOAWUMHO. IIpH mauneHTy ¢ NOBUIUEH PHCK OT MO-
HaTaTbLHHO Nporpecupare Ha 6bOPEUHO YBpeX/JaHe ¥ MPH MAMEHTH B CTapuyecka BL3pacT TpadBa 1o-
yecTo fia C€ NpaBy OleHka Ha ObOpeunaTa QyHKLUMs, HanpuMep Ha BCeku 3-6 Mecela.

GFR ml/mMun O6ua MakcHManHa JHeBHa | JIoNBJIHUTENHY CLOOpaXeHNs
no3a (aa ce paszaesm Ha 2-3
JHEBHH AQ3H)

60-89 3000 mg Moxe jga cc oOMUCIW ITOHMXKABAHE HA f03aTa
BbB BpB3Ka ¢ HaMangaBaHeTo Ha ObOpeunara
DYHKLUHA.

45-59 2000 mg dakTopuTe, KONTO MOTAT /la YBEIHYAT PHCKA OT

NlaKTaTHa auMo3a (Bx. Touka 4.4) Tpsbsa Na
ObAaT Npepasrieiaany, Npeam na ce ooMucnm

30-44 1000 mg 3aN04YBAHETO Ha JCUEHHE C METROPMUN.
HauanHaTta no3a € Hau-MHOTO NTOJIOBUHATA OT
MAaKCHMAanHaTa J03a.

— —_—

<30 - MeThopMHH € NPOTHBONOKa3aH




[leanaTpuyHa nonynauHs

Monomeparnus u kombunayua ¢ uHCYauH

. Cuodop 850 mg Moxe 1a ce u3non3sa npy aeua ot 10-roanuiHa Bb3pacT ¥ Npy IOHOLIA.

. O6uuaiinata nauvanda nosza e 500 mg nnu 850 mg MeThOpMUHOB XHAPOXAOPUA BEAHDBX
AHEBHO, NPHJIOXKEHA NO BpeMeE WM Cliell XpaHeHe.

Cnen 10 pno 15 nHu po3aTta TpsOBa 1a e KOpUrvpa CnpsMo H3MEpPEHWTE HHBA Ha KPBbBHATA 3axap.
[TocTENEHHOTO YBEIMYEeHHEe Ha Ao3aTta MOKe Aa 1oaodpy cTomallltHo-UpeBHaTa HOHOCHMOCT.

MakcHManHaTta NpernopbLuyTClHa 103a METHOPMHIIOD XHAPOXJIOPHA € 2 g HA JIeH, pazJie/IeHa Ha 2 RITH
3 npuema. |

Mosotepanus (fpesdaber)

[IpenopbunTEIHATA HaYaNHa 1034 € elHa ¢puiaMupaHa Tabnetka aveBHo (850 mg), koaTo MoXe Jia ce
yBENNYM [0 [Ba MbTH AHEBHO, aKO € HEOXOAUMO (/1Ba NbTH AHEBHO no 850 mg).

DunMupanuTe TabNETKH MOXeE J1a CE NPHEMaT MO BpeMe Wil Cliell XpaHa.

CtoMalIHo-4peBHaTa MOHOCHMOCT MOXE Na ce NoAoOpH upe3 NOCTCNCHHO YBEINYEeHHE HA 103aTA.
JlekapAaT nie npeleHH Janu JeMeHUeTo TpsSOBa Aa MpoAb/iXK, Bb3 OCHOBA HA PEJIOBHO NMpOCHeaIBaHe
Ha FMTUKEMHYHHS KOHTPON U PHCKOBUTE (hakTOpH.

4.3 TIlpornBonokasaHHA

- CBpPBLXYYBCTBUTENHOCT KbM AKTMBHOTO BELIECTBO MM KbM HSKOE OT NOMOLIHHTE BELIECTBa,
130poenn B T. 6.1
- Bceku Tun octpa MeTaboNMTHA auuao3a (KaTo JaxkTaTHa auMjosa, nuabeTHa KeToaluao3a),
nHabeTHa NpeKoMa
- Tewxxa 6mbpeuna HegocTaTb4HOCT (GFR < 30 mi/MuR)
- OcTpy CBCTOSHUA € PHCK 3a MpoMsAHA B ObOpeuHaTa (yHKUMA KAaTO AEXWApATalliA, TEXKa
WHPEK U, LLHOK
- 3abonsBaHe, KOETO MOXE 1a JOBEAEe A0 ThKaHHA XUIIOKCHA (0CODeHO ocTpo 3abongBaHe HIH
BlOLLIABaHE Ha XpOHU4HO 3abonsBaHe) KaTo:
- JeKOMIIEHCUpaHa ChpAcHHA HEAOCTATHYHOCT
- JMXaTejlHa HeJOCTaThYHOCT
- HACKOPO NpekapaHd HH(apKT Ha MHOKapaa
- 1IOK
- YepuoapobHa HEAOCTATBYHOCT, OCTPa aJlKOXONHA HHTOKCHKAUHS, alKOX0JIH3bM

4.4 ChnenHaJlHH NpeaynpexaeHHA U Npeanasid MepKH npx ynorpeda

JlaxTaTHa aMAao03a

JlakTaTHaTa auKao3a, MHOrO PAAKO, HO CEPUO3HO METaDONMTHO YCIOXKHEHHE, HAaH-4eCTO HACTHLIIBA
npu OCTpo BjOlIABaHe Ha ObOpevHaTa QYHKLMA, KapaHO-pechHpaTOPpHO 3a00NABaHE WX CEncuc.
Harpynsanero Ha MeTdhopMHH HacTblBa INPW OCTPO BiollaBaHe Ha ObOpeuHaTa (yHKUMA H
VBEHYaBa PUCKa OT NAKTATHA allnA03a.

B cnyuall na mexuiparauns (Texkka AHaApyUa WM NOBPBUIAHC, TpeCKa WM HaMalleH NpUEM Ha
TeullocTH) TPsiIOBA BPEMEHHO Ja ce CNpe NpHeMa Ha MeTPepMHH H € NPCTTOPEYHTETHO
BPB3Ka ¢ MEAMUMHCKH CNEUHANNCT.

[TpyieMBbT HA JICKAPCTBEHH NMPOJIYKTH, KOWTO MOrat ocTpo Jla yBpelsT Onbpeus
aHTIXHOepTen3yBHK cpejlcTa, auypethun i HCTTBC) Tpabsa jla ce 3anouHe ¢




NpH NAaLMEHTH, JIekyBaHW C MeTGopMHH. JIpyrn puckoBn (akTopy 3a jakTaTHa anuao3a ca
IpEKOMEPEH NMPHEM Ha aJIkoXON, YepHoApOOHa HEAOCTATLYHOCT, HEAOCTATHYHO KOHTPOIHpaH avaber,
KETO3a, NPOABIKHTENHO TINajlyBaHE M BCAKAKBH CbCTOAHHA, CBBP3aHM € XWNOKCHA, KaKTO H
eTHOBpeMEHHATa ynoTpeba Ha nekapCcTBEHH NMPOAYKTH, KOHTO MOraT Aa NPHYHHAT JlaKTaTHa alHA03a
(Bx. Touku 4.3 u 4.5).

Huaenoza

[TauuentuTe H/Unu Gondornenauute Tpadsa na 6bvaar HHGOPMUPAHU 33 PHCKa OT JNaKTaTHA alKA03a.
JlakTaTHaTa alMAO3a Ce XapakTepuaupa C allMJ03HA AMCNHes, KopeMHa Oonka, MyCKYJIHH KpaMiH,
ACTEHMS U XUIIOTEPMHA, NOCNEABAaHM OT koma. B ciyuad Ha CbMHCHNE 3a CHUMNTOMH TaUMEHTDLT
Tps6Ba f1a cripe npHeMa Ha MeTHOPMHH 1 He3a0aBHO /ia 1OTHPCH JieKapcka NOoMolL, HiarsocTHYHATE
nabopaTopHA HAXOAKH ca NOHWXeHo kpbBro pH (<7,35), noBHLIEHN HHBA Ha IUIA3MEHUA nakTatr (>5
mmol/l) ¥ noBHllIEHa aHMOHHA pPa3/inka U CBOTHOLIEHHE NAKTAT/IMPYBAaT.

JlexapuTe TpsOBa na npeaynpexaaBar NaLUKEHTHTE 33 PUCKA K 3a CHMIITOMHTE Ha JIaKTaTHa alna03a.

b16peuna PpyHKIHS

Toit kaTo MeTOPMHH Ce excKpeTHpa oT ObOpelnTe, Npeiy 3anoyBaHe Ha JICYEHHETO TPpa6Ba na ce

HanpaBH olleHKa Ha cToliHocTuTe Ha GFR 1 penoBHO ciel ToBa, BX. Touka 4.2:

- NOHE BeAAHBK FOAMLIHO NPY NalKEHTH ¢ HopMainHa OL0peuHa QyHKkuns,

- MOHE ABA 0 YETHPH NBTH TOAMINHO NpPY NAUHEHTH ¢ HMBA HAa KPCaTMHHHOB KAMPBHC Ha
AOJIHAaTa MpaHHLA Ha HOPMATa U [pH JHLA B CTap4eCKa Bb3pacT.

MetdopMHH € nporusonokasan npu nauuedty ¢ GFR <30 ml/Mun n tpabsa na ObJe BpeMEHHO
CIIPSIH TIPH HaJIMUHE Ha ChCTONHUS, KOMTO NPOMEHAT 6bOpeunaTa gpyHKuUuMA, BXK. ToUka 4.3).

Hamanenata ©OnOpeuHa (QyHKUMS IIPH NHLA B CTApuecKa Bb3pacT € 4yecTa M acUMIITOMaTH4Ha.
CrieuMalHO BHHUMAHHME € HeoOXOAMMO B CAydaH, TIpH KOWTO MOXe Ja ce Hapywu Owvdpeynara
GyHKLMA, HaNpUMeEp NPH 3aNOYBANE Ha AHTHXHIIEPTEH3MBHO JICUeHHE, RUYPETHYHO JICUEHHE HIIH TIpH
3aIlOYBaHe Ha JeuyeHUe ¢ HECTEPOUIHH NpoTHBOBbananuTentu cpeactsa (HCIIBC).

CbpaeyHa pyHKLHS

[TauKeHTHTE CBE ChPJEtdHa HEOCTATBYHOCT Ca C NO-TOJISM PUCK OT XHIOKCHA 1 ObOpeyHa
HeAOCTAThUYHOCT. MeThopMHH MOXe 1a Ce H3T0N3Ba NPH NALUEHTH ChC CTabNUIHA XPOHHYHA
ChpAEYHA HEJOCTaTHLUYHOCT NPH peoBHO Habmonaenne Ha Chpaeunarta v 6b0peuHara pyHkUm.

MeThOopMHH € NPOTHRONOKA3aH 3a NAIMEHTH € OCTPa W HeCTabyNHa ChbpleyHa HEROCTATLYHOCT
(BUTE TOuka 4.3).

[MprnoxeHne Ha HOAKPAHW KOWTPACTHH BEUIECTRA

BLTpechaoBOTO NPHIIOKEHUE Ha HOAMPAaHM KOHTPACTHM BELECTBA MOXE Jia A0BEAE N0 KOHTPACT-
WHAYLMpaHa HedponaTus, BOACILA A0 HATPYTIBAHETO HA METOOPMHH M MOBHLIEH PHCK OT AaKTaTHa




Onepauus

MeTtdopmun TpabBa jaa ce clipe N0 BPEME Ha onepauns noa obula, cnuHajlHa MM enuaypanHa
anecTesud. Jleuenuetro moxe Aa O6bae BL30OHOBEHO HE M0-paHo OT 48 yaca ciea onepauusaTa My
Bb30GHOBABAHETO Ha XpaHEHETO Npe3 YCTa, ¥ NpPH ycnoBue ue OLOpeynata (pyHKUMA € oucHeHa
OTHOBO M € YCTAaHOBEHO, e € cTabunna.

pyru npeanasHi MEpKH

. Benuxy nauMenTd TpsOBa Aa npoabinkar Aa Cra3BaT AMETATa CH C PaBHOMEPHO pasnpeieneH
NpUeM Ha Bbriexuapaty npes aeHs. ITannenTuTe ¢ HaNHOPMEHO TErno TpsbBa Na NPOABIDKAT
14 ¢na3BaT JIMeTaTa, orpaHiyvyaBalla KajiopHHTE.

. O6nualinute nabopaTopHH TecToBe 3a NpocneasBaHe Ha Auabera TpaOBa na ce NpaBAT
penOBHO.,
. MeTdhopMHH, NpUIaraH CaMOCTOSTEIHO, HE NMPUYHHSABA XMIOTNHMKEMHSA, HO € HeoOXoauMo

BHHMAaHHE NPH NDPHIOKEHUETO MY B KOMOMHaUHsA ¢ HHCYNHH KK C JApyr# MnepopanHy
anTMaMabeTHY nekapeTBa (Hamp. cyjibannaypeitHl N1eKapCTBa UKW METIUTHHAAN).

. MeThopMHH MOXe Ja HaMamy CEpyMHHTE HYBA Ha BUTaMHH B12. PHCKBT OT HHCKK HWBA Ha
suTaMuH B12 HapacTsBa ¢ yBeNnW4yaBaHE Ha J103aTa Ha MET(HOPMHH, TIPOXBLIDKHTENIHOCTTA Ha
NevYeHRETO U/NNKM NpH NalHdeHTH ¢ PUCKOBU (AaxTOpH, 3a KOHTO € U3BECTHO, 4€ NMPHUYNHABAT
aeduunT Ha BuTaMuH B12. B cayyaii Ha cbMHeHHe 3a Ae@UUMT Ha BUTaMud B12 (karo aHemns
WAM HespomaTths), TpsGBa na ce NpOCIeRsBAT CEpyMHMTE HMBa Ha BuTamyuH Bl2. Moxe na ¢
HeOBXOAHMO TIEPHOAHYHO TIpociielisBaHe Ha BUTaMUH B12 npu nanuenTy ¢ pUCKOBH (aKTopH
3a neduUnT Ha BUTamMnl B12. Tepanusra ¢ MerdopmuH TpaOBa na NPOABIDKH TOJIKOBa ABATO,
KOJNKOTO CE€ NOHACS U He € NIPOTUBONOKA3aHa U C& OCHIYPSBa MOAXO0ASII0 KOPUTHPpAlle JiCUeHHE
33 AeULHT Ha BUTaMMH B12 B CLOTBETCTBHE ¢ HACTOALINTE KIMHUYHN yKa3aHHU4.

[leavaTtpuysa nonynauug

[Tpenu 3ano4saHe Ha NeyeHHe ¢ MeT(HOpMHH TpAOBa Na ce NOTBLPAM AHArHO3aTa 3axapeH AuabeT Tun

2.
KOHTponAMpaHHTe KAKHUYHH NPOYUBaHUA B NPOABIKEHUE HA €1Ha IOJIMHA HE YCTAHOBABAT CPEKT HA

MeT(hOPMHH BbPXy pacTexa u nybeprera, HO HAMA ABNCOCPOYHH AaHHH B Tasn cnenudpuyna obnacr.
FTo 3awio ce npenopbuBa BHUMATEJIHO TpOCIEAsBaHE Ha e(eKTa Ha MET(HOPMHH BLPXY TeE3H
napaMeTpH TNpH jeua, NeKyBaHW ¢ MeT(OPMHHOB XHIAPOXIOPHI, OCOOEHO NpW [ena B Npen
nybepteTHa Bb3pacT.

Heya na svspacm mexncoy 10 u 12 coounu

Camo 15 auua Ha Bb3pacT mexay 10 u 12 roaunu ca BKMOYEHH B KOHTPONHPAHH KAWHHYHH
NpoyuBauua, NPOBEAEHY NPH AeuUa W IOHOWM. Bonpekn ve edukacHOCTTa KW 0OE301aCHOCTTA Ha
MeT(hOPMHH NPH TE3M el HE ce pa3iuuaBa oT €(PUKACHOCTTa H DE30MacHOCTTa NPH NO-rojleMH elia
M IOHOLWLM, CE NpenopbuBa ocobeHO BHUMAHHWE NIPH NPEANNCBAHETO Ha MET(HOPMHHOB XHAPOXJIOPHA
ta eta Ha Bw3pacT mexay 10 v 12 roanHm.

4.5 BzaumoaeHcTBHe ¢ APYIH JeKAPCTBEHH NPOAYKTH B APpYrd opMu Ha B3aHMOJIeHCTBNE

He ce npenopbuBa CbNLTCTBALLA YNOTpeda:

~-Amcoxon
ANKOXOIHATA MHTOKCHKALMA CC CBLP3BA ¢ NOBHLIEH PUCK OT JAKTaTHA alka03
FNAAYBAHE, HENOXPAHBAHC HAH llepi-t{}ﬂpﬂﬁ}{a HENOCTATBLYHOCT.




Jla ce n306srea nNpyUeMbT Ha alKOXO0J HJIM Ha AJIKOXOJI-ChAbPXKALLH NeKAPCTBCHU TIPOAYKTH.
-Hooupanu xonmpacmuiu geujecmea

MeTtdhopMHH Tpa6Ba 3a[biDKUTENHO J1a ce CMpe NPEeAM MAH o BPEME Ha ApoueaypaTa 3a obpasHa
JIMaTHOCTHUKA W He TpabBa ma ce Bb30OHOBABA [0 Hal-manko 48 yaca cfie/l TOBa, NPH YCNOBHE 4E
6b6peuHaTa DYHKIMS € OLeHeHa OTHOBO M € YCTAHOBEHO, 4e € cTabuiiHa, BX. Toukd 4.2 u 4.4,
BbTpecha0BOTO NpPUIOXKEHHE Ha HOAMpPAHM KOHTPACTHM BEUIECTBa MOXE Jla AOBEAE A0 KOHTPACT-
HHAYUMpaHa HedponaTHs, BoJeHIa A0 HATPYNBAHETO Ha METQOPMHH 1 NMOBHILEH PHCK OT NAKTaTHA
anugo3a,

KoMOnHalui, n3McKBaluy NpeAna3Hl MepKH Npy ynoTpeda

-Hakou nexapcmeeru npodykmu mozam 0a ce ompassm Hebrazonpuamno xa dvbpeunama gynxyus,
xoemo Mmoxce Oa yeeauwu pucka om aakmamua ayudosa, wanpumep HCIIBC, exmouumento
cenexmugHU unxubumopu Ha yurrooxcucenaza (COX) I, ACE wunxubumopu, anzuomensun Il
peyenmopru asmazonucmu u ouypemuyu, ocobeno bpumxosu ouypemuyu. l1py 3anouBaHETO KITHA
ynoTpebaTa Ha TakusBa NPOAYKTH B KOMOMHALUMS C METGOpMHH ¢ HeOoOXOAMMO BHHMATCIHO
npocnenssaHe Ha ObOpeyHaTa QYHKLHA.

Jlexapcmeenyu npoOYKMu C 6bMPEULHA XUNEDSAUKEMUYHA AKMUSHOCH (KAMO 2MOKOKOPMUKOUOU
(CuCTEMHO U NOKANHO NPUIONCEHUE) U CUMNAMUKOMUMEMUYL).

Moxe 1a ce HANOKU NO-YeCTO ApocieqsiBaHe Ha HUBOTO Ha KpbBHATa 3axap 0Co0€HO B HAYaJIOTO Ha
neuenuero. [Ipm HeoOXOAUMOCT, KOPUIHpaiTe A03aTa HA METHOMUHOB XMAPOXJIOPWL MO BpeMe Ha
neyeHHe ChC CHOTBETHHUR IEKAPCTBEH NPOAYKT H Clie]] IPEYCTAHOBABAHETO MY.

-Tpancnopreph Ha oprasnyHu KaTHOHH (OCT)

MerdopmuH e cyGeTpaT 1 Ha ABata Tpancnoptepa OCTI u OCT2.

ENHOBPEMEHHOTO NPUIOKEHNE HA METHOPMHH C:

»  uHxubutopn Ba OCT1 (xaTo BepanamMni) Moxke a Hamanu eUKkacHOCTTa Ha METHOPMHUH,

«  puayktopute Ha OCTI1 (xato pHdaMnyLInE) MOXE J1a yBEMUH CTOMAllIHO-ypeBHaTa abcopdums
M epUKACHOCTTA Ha METHOPMUH;

»  unxuouTopute Ha OCT2 (KaTo UWMETHAHH, A0NYTETPABHP, PAHONA3HH, TPHMETOTIPUM,
BaHeTaHUO, HCABYKOHA300) MOXKe Aa HamanH 610pednoTo ennMiHHpatle Ha METHOPMHH H TOBa
14 10BeA€E N0 MOBHIaBaHe Ha KOHUEeHTpalMaTa na meT(oOpMHH B Nia3mara;

« yuxudbuTopute U Ha OCT1, n Ha OCT2 (xaTo KpH30THHNWO, 0Nanapnsd) MOKe la TPOMEHH
e(pMKACHOCTTA U OBOPEYHOTO ENUMHHHPAHE HA METHOPMUH.

CneJloBaTEHO €€ NpenopbuBa BHUMarvue ocoOEHO NpH NMauleHTH ¢ 0B0peuHo YBpeXaaHe, KOrato
Te3W NeKapcTBa Ce MPRAAraT eJHOBPEMEHHO ¢ MET(HOPMUH, Thil KaTO KOHUEHTPALMATA Ha MET(HOPMHH
B Ma3MaTa MOKe [a ce YBeNH4YM. [1pH HeoOXOAMMOCT MOXE fta ce ODMHCIH KOPUTHpaHe Ha 103aTa
MeThOpPMUH, T Kato uHxnOuTopuTe/MuaykrTopute Ha OCT Morar /ia RPOMEHST e(hUKacHoCTTa Ha

MET(HOPMHUH.

4.6 @epTUINTET, OPpEMEHNOCT H KbPMEHE

bpeMeHHoCT
HekonTponupaHuar avabeT no Bpeme Ha OpeMEHHOCT (reCTAUMOHCH HIH X
yBEIHYCH PUCK OT BPOAEHH AC(PEKTH HITH NepHHaTamia CMBPTHOCT.




HanuuuuTe OrpaHMueHd AaHHU OT ynoTpebara Ha MeThOPMHH mMpu OGpeMEHHH XEHU HE MOKA3BAT
YBENUUEH PUCK OT BPOJACHHU AE(EKTH.

[poyuBaHusTa C >HBOTHH HE NOKAa3BaT BpeleH e(eKT Mo OTHOWIEHHE Ha OpPEeMEeHHOCTTa,
eMOpPHOHANHOTO U (DETANIHOTO PAa3BUTHE, 10 BPEME HA PaXKAaHE U NIPH MOCTHATATHOTO PA3BUTHE.

AKO MNaUWEeHTKATa MjaHMpa fAa 3abpeMeHee, KakTo M MO BpeMe Ha OpPeMEHHOCTTa, CE€ [IpenopbyBa
KaKTo AMabeThT, Taka U NpeaAnadeTsT Aa He ce JiekyBa ¢ MeThOpMHUH, a npu 3axapeH auaber tun 1l 3a
noAdbpxaHe HA HUBATa Ha KphBHATA 3axap 01M30 10 HopMaTa TpabRa Ja ce M3MoN3Ba UHCYIIMH C UE
HaMaleHHe Ha pHCKa OT MallpopMaLiMK Ha nioja.

KbpMeHe
MeTdopMuH ce H3TbuBa B KbpMaTa MpHu xopa. He ce npossapar edexti Ha MeTGOPMHH NPH KbPMEHH

HOBOpPOACHH/KbpMAieTa NpH JIEYEHHE Ha Maiikata. BBhnpeku ToBa, Tl KaTo ca HATRYHH CAMO
OrpaHHYECHH NaHHH, HE Ce MPENnopbuBa KbPMEHE NO BPeME Ha jieueHue ¢ MeThopMuH. PemeHuero aa
ce NpeyCTaHOBH KbPMEHETO TpAOBa Ja Obhe HanpaBEHO Bb3 OCHOBA HA M0/13aTa OT KLPMEHETO H
MOTEHLUHANITHUA PHCK 32 AETETO OT HEXEJAHH peakLHH.

QOepTUNHTET
OEPTUIHTETHT NPH MBXKKH WM KEHCKHM IUTbXOBE € He3acerHart MPH NPHIOKEHUE HA MET(POPMHH B

nosu po 600 mg/kg/nen, koeTo € NpUONU3NTENHO TPH MBbTH HAJ MAaKCHUMAallHaTa MpenopLYMUTENHA
JIHEBHA 1034 [PY XOpa MpPH CpaBHEHHUE € MIIOLITA HA TEJECHATA TOBLPXHOCT.

4.7 Ed¢exkTH BLpXY cnoco0HOCTTa 32 modHpane H padoTa ¢ MAINHHH

MoHoTepanuaTa ¢ MeTQOPMHUH HE BOAM A0 XHnoraukemus W nopaad tosa Cuodop 850 mg He
NOB/JMABA WIIH TMOBJHABA MpPeHEOpeXxXUMO crnocofHoCcTTa 3a modupaHe ¥ paboTa ¢ MALIMHH.
HesaBucuMO OT TOBa, nauMeHTHTEe TpabBa da ObaT npeaynpeledH 3a pHCKAa OT XHUIOTAMKEMHS,
koraro MeTOpMHMH ce H3NOoJN3BA B KOMOMHAUMA ¢ JAPYrH aHTHAUAOETHH nexapcrea  (Hamp.
cyndaHunypeiHu, HHCYJIUH WK METJIMTHHUIN).

4.8 Hexenanu JeKapcTBeHH peakIHH

CneannTe HeXenaHu peaklUK MOXe a Bb3HHKHAT TIPH JicYeHHe ¢ MeTHOPMHH.
YectoTarta ce onpeacis KakTo cleaBa:

MHoro uecTy; > 1/10)

YecTu: (> 1/100 go < 1/10)
HeuecTu: > 1/1000 mo < 1/100)
Penku: > 1/10 000 ao < 1/1000)
Muoro peakn: (< 1/10 000)

C HEM3BECTHA YECTOTA: (HECTOTATAa HE MOXE Ja Ce ONPEAC/IH OT HATMYHHTE JaHHU)

HapylieHus Ha metabonusMa U XpaHeHeTo

Hecmu:
- HamansiBaHe/RedHUHT Ha BUTaMuH B,

Mrozo peoku:
- JlaKTaTHa auyaosa (BHxTe To4ka 4.4);

HapyluieHus HA HepBHATA CHCTEMA
Yecmu: HapyUICHHS Ha BKyca

—
- il B



CToMalllHO-YpEeRHU HAPYLICHUS

Mnozo vecrmu: CTOMAIUHO-UPEBHK HApPYLICHMA KATO rajcHe, NMoBpbluaHe, quapHusa, KopeMHa 0olika H
3aryba Ha aneTuT. Te3u HexenaHu edekTu ce HabmogapaT Hall-4ecTo B HAYANOTO Ha JIEUEHHETO N B
MOBEYETO ClIYUYaH OTIUYMSABAT CIIOHTAHHO. 3a Ja ce NpodHUNakTUpaT, ce npenopbusa MeThopMHUH Ja ce
npuema 2 WNU 3 MBTH JHEBHO MO BPEME UM ciael XpaHeHe. [[oCTeneHHOTO MOBHILEHUE Ha Jg03aTa

CBILIO MOXE Ja noJo0pH CTOMAILHO-UYPEBHATA MOHOCHMOCT.

Xenaro-OMINapHU HADYLIEHHS
Mnozo peoxu: U30JUPAHH CHOOLUEHHUS 32 OTKJIOHEHUA B M3CICABAHUATA Ha YepHOoapoOHaTa (PyHKLIHS

WJIH X€NATHT, KOUTO NMpeMHUHaBAT Cle/l NPeyCTaHOBABAHE Ha NEUYECHHETO ¢ METGOPMHH.

HapvuieHHs Ha K0)kaTa Y MOAKOXHATA ThKaH
Mrozco pedxu: KOXHH peakLUMH KATO EPUTEMA, TIPYPUTYC, YPTHKAPHSA.

[TennaTpuuHa nonyaauus
B nybnnkyBaHuTe M NMOCTMAPKETHHTOBH NaHHK, KaKTO H B KOHTPOJHPAHH KJIHHMYHM NPOYYBaHUSA B

OrpaHHyYeHa nearaTpd4Ha nonynanus Ha Be3pacT oT 10 a0 16 roauny, neKyBaHa B Npoab/LKEHNE Ha
eQHa rOAWHA, [NOKJIAJABAHUTE HEXeNnaHuTe ChOUTHA ¢a NoJOOHH MO BHA W TEXKECT HAa TE3H,

cboOLaBaHH I1PH BH3PaCTHH IMMAUHCHTH.

CrobuiapaHe HA NOAO3MPAHU HEKETAHN DEAKLIUH

Cb001aBaHETO HA NOAO3MPAHN HEXENIaHU PEaKUWH cliell pa3pelliarane 3a ynorpeda Ha JIeKapCTBEHUS
NpOAYKT € BakHO. ToBa no3eonsasa Aa NpoAbJKH HabMIOACHUETO Ha CHOTHOLUEHMETO MOJ3a/pUCK 32
NeKapcTBEHUA TNpoAyKT. OT MEAHUHHCKHTE CHELHaNMCTH C€ M3HCKBa Ja cCbhoOllaBaT Bcedka
NOAO3NpAaHA HEXENAHA peakliya Ype3 HALMOHANIHA CHCTEMA 32 ChoDllaBaHe:

ManbnHuTENHA areduys no JIeKapcTBaTa
yin. ,,Jdamsan I'pyes” Ne 8

1303 Codus

Ten.: 4359 28903417

yebcalit: www.bda.bg

4.9 Ilpepozupane

XHIOrMHKEMHs He € HabnrogaBaHa MpH 1034 Ha METHOPMHHOB XHIPOXNOPHA A0 85 g, BhIIPEKH ue B
TaKHBa cly4an € HabnoJaBaHa JlakTaTHa alKHA03a. JHAYMTENHO MpeAo3HpaHe ¢ METPOPMHH HIH
CBABTCTBALLM PUCKOBU (PaKTOpPH MOraT jJa ACBeAAT A0 JiakTaTHa auujosa. JlaktaTHara auugosa e
CMEINHO CLCTOAHHE N TpAOBA Ja ce fiekysa B OonHuua. Hal-edek THBHHSAT HAYHH 3a OTCTpaHABaHE Ha

NaKTaT U MET(POPMHH € XEMOJHATH3ATA.

5. GOAPMAKOJIOI'HUHH CBOUCTBA

5.1 apMakoaHHAMHYHH cBolicTBA

q)ﬂpM&KGTCPHHEBTH‘IHa pyiia. NEKAPCTBCHH NMPOAYKTH, IMOHW)KaBalllH HHBOTO Ha KpbBHAaTa 3axap, €

H3KJIIOYEHHE Ha HHCY/IHH. burBanuan
ATC kon: A10BAQ2

MexaHu3bM HA JelicTBue




Metdopmun € OMrBaduj ¢ aHTHXUIEPrMUKEMUYHY eeKTH, MOHMXKABall KakTo OazanHaTa, Taka M
MOCTNPAHAHANIHATA NNAa3MeHa rNoKo3a. Tol He cTUMyIUpa ceKpeuusaTa Ha HHCYJMH U CIENOBaTENHO
H¢ npeAU3BUKBA XWMOrnukeMud. MergpopmHH HamansBa ©OazanHara XHNEPUHCYJHHEMHS W B

KoMOWHALMA ¢ MHCYJIMH HaMaNABa HyXKIaTa OT HHCYIHH.
MeThopMUH NPOABABA CBOS AHTUXUIIEPrIUKEMHYEH e(PEKT Upe3 MHOXKECTBO MEXAHHU3MH:

MeTrgopMHH HamalsBa POU3BOACTBOTO HA FJIKOKO3a B YepHUs Jpob.

MeTthopMUH  ynecHsBa MepHPEpHOTO YCBOSBAHE M H3MON3BAaHE HA TIIOKO3a, OTYACTH upes3
YBE/IHYaBaHE Ha HWHCYAMHOBOTO jaelicTeue. MetdopMHH 3acdara Metabonuima Ha rIOKo3aTa B
HepBaTa: YCBOSBAHETO OT KPhBOOOpAalLEHHETO ce yBenuvasa, a abcopOLUaTa OT XpaHaTa HaMansBa.
JOIbIHUTENIHH MEXaHU3MH HA AEHCTBUE B YepBaTa, BKJIKOUBAT YBENHYaBaHe HAa 0CBOOOKIaBaHETO Ha
rmokarodononoden nentia 1 (GLP-1) v namanspaHe Ha pe3opOuusTa Ha XIBUYHM KUCENHHH.
MetrgopMuH npoMeds MUKpOoOUOMa Ha YyepBaTa.

MerdopMuH MOXe Aa TOJ00PH NUIUAHNS NPOQUNI NPH UEAABUAK C XMIIEPIUITHAEMHUS.

B xiMHH4YHH npoyuBaHus ynotpebata Ha MeThOPMHH € CBbP3aHa HIIH CbC CTAaOMIIHO TENECHO Terio,
UK ¢ yMepeHa 3aryba Ha terno.

MetgopMHH € aKTHBATOp Ha 4aaeHO3MH MoHodocdar-nporedH-kuHaza (AMPK) W nosuuiara
TPaHCNIOPTHHUA KaMaluMTeT Ha BCHYKH BHJAOBe MeMOpaHHH TIMoko3HW TpaHcnoprepu (GLUTS),

H3BCCTHH 1O MOMCHTA.

KnnHnuvHa edekTHBHOCT M 6€300acHOCT

[Ipy HOBOAHArHOCTHUHPAHH MAUMEHTH ¢ Auabet T4n 2 ¢ HU3xoAHM HHBA Ha HbAi. Mexay 7-9%,
MeT(HOPMHH HaMansBa HUBarta Ha HbA . ¢ okono 1,1-1,5% 3a nepuon ot 2 rogunn. HamaneHuero Ha
rIFOKO3aTa Ha rNajiHo 3a ChLUMs nepyoa e Mexay 1,7 u 2,4 mmol/l (30-44 mg/dl).

Jleuennero ¢ MeTQOpMHH HaMansBa pHcka OT MAKPOBACKYJApHH ABJITOCPOYHH YCNOXKHEHHS MpPH
Bb3PACTHH NAUMEHTH C HAQHOPMEHO TETJI0 U JuabeT THn 2.

[IpocnekTtuBHO pangomuskapano npoyusBaHe (UKPDS) noreepkaaBa Abarocpoydara mnoiza or
HHTEH3M(HUMPAHUA KOHTPOJI HA KPbBHATA 3aXap MpPH Bb3PACTHH MALUEHTH ¢ AWabeT Tun 2:

AHalM3bT Ha Ppe3yNTaTHTe MNpPH MALUEHTH C HAJZHOPMEHO TErNo, NeKYBaHH ¢ MET(HOPMHHOB
XHAPOXNIOPUA CNe)l HEycnex OT NPUIoKEHHE CaMO Ha JHMeTa, [I0Ka3BarT:

~CHFTHH(HKAHTHO HaMaleHHe Ha abCOMIOTHHA PUCK 3a BCHYKH YC/IOXHEHHWS, CBBP3aHH C
auabera B rpynata, nexyBaHa c¢ MeThOpMHHOB xuapoxnopun (29,8 wuHumaenrta/1000
NAlUEHTOrOAMHN) COPAMO NPUIMKEHHEe caMo Ha gueta (43,3 wHuuaenta/ 1000 nanuedtoroauun),
p=0,0023 » cnpsMo KOMOHHHpAHH IPYNH — CyadaHunypeiiHH ¥ MOHOTepanus ¢ HHCYIUH (40,1
uHunaeHTa/1 000 nauuerToroauun), p=0,0034;

-CHTHUQUKAHTHO HaMaJieHHe Ha abCOJIOTHHA PUCK 3a CMBPTHOCT, NMPHYHHEHA OT Auaber:
METGOPMHHOB XuApoxyiopusi 7,5 uHUMAeHTa/1000 nauumeHTOoroguHu, a camo avera — 12,7
uHuMaeHTa/ 1000 nauuenroroauuu, p=0,017;

-CHTHH(PMKAHTHO HamaneHHe Ha abCOMOTHUS PHCK 3a 00lIa CMbPTHOCT: MET(OPMHHOB
xuapoxnopua 13,5 nauuaeHta/ 1000 nauueHTOroAHHHN cipamo camo Jueta — 20,6 nHuuaenta/1000
nauuentoroarHy (p=0,011) u cnpaMo koMBHMHHpPaHU rpyNH — cy/ihaHUTypEHHH H MOHOTEpPANHA C
HHCYJIHH — 18,9 nHuuaenta/1000 nauuedroroaunu (p=0,021);

-CUTHH(QUKAHTHO HamaneH’e Ha abCONOTHHS PUCK OT UH(PApKT HA MUOK
xuapoxnopua 11 usinneHta/1000 npauueHTOrOOAMHH, caMoO AueTa —
nanueHroroauuu (p=0,01).



Iecetroavinio npocheassane na npoyusaHero UKPDS nokasga, ue Te3W NalLKWEHTH, KOHUTO
IIOJYYABAT PaHo JieueHne ¢ MeT(HOPMUH, ca UMAJTH NMPOABIXUATENHN 103N B CPABHEHUE € TE3H, KOUTO
monyuaBar MeTdOpPMHUH CNel 3aBbPIIBAHETO Ha HA4annorto npoyypaHe. CHUTHH(HKAHTHOTO
HaMaleHHe Ha pUCKa MEePCUCTHPa 3a BCAKA KpaiiHa Touka, cBbp3aHa ¢ nuabeta (21%, p=0,01), anaber
acouMupana cmbpTHOCT (30%, p=0,01), eMBPT OT Besika npHunHa (27%, p=0,002) u muoxapaeH
unopapkt (33%, p=0,005).

He e ngokazana nofiza 3a KJIMHWYHWA HU3XO0A MpH H3NON3BAHE Ha MEeTPOPMHHOB XUAPOXJIOPHI KaTo
BTOPO CPEACTBO Ha H300p, B KOMOHHALNS CbC CYNPOHUTYPEHHH JeKapCTBa.

[Ipu nuaber Tun 1, xoMOuHannATa OT MET(HOPMHHOB XHAPOXJIOPHI U MHCYIWH € NpHjiaraHa npy
onpeAeNeHH NalMeHTH, HO NOM3KWTE OT TOBA JIeYeHHE He Ca OPHLIHANHO YCTAHOBEHM.

[leagnaTpu4na nonynauus
KoHTponupany KIMHWYHM MNpPOy4YBaHMA B OrpaHHYEHa NeAMaTpH4Ha nonynauus Mmexay 10 u 16
rONMHY, IEeKyBaHa B NPOALIDKEHHE HA €/IHA TOAWHA, NOKAa3BaT rMXKEMHYEH KOHTPOA NoAo0EH Ha TO3H

NPH BBE3PACTHH NALHEHTH.

5.2 PapMaKOKHHETHYHH CBOHCTBA

Abcopbuy

Cnen nepopanHo npviaoxeHHe Ha METPOPMHUHOB XUApPOXNOPHA, Tmex € 2,5 uyaca. AbconmorHara
6uonannysocT Ha 500 mg unu Ha 850 mg MeThopMUHOB XUAPOXIOpUA € 0Kono 50-60 % npu 3apasu
uHausuaK. Crel NepopaHoO TPHIOKEHHE, HEPE3OPOHPAHOTO KONHYECTBO, KOETO CE OTKpPHBA BELB

deneca, e 20-30 %.

Cnep nepopanno npunoxenue, abcopbunsta Ha MeThHOPMHUH ce HacHlia U € HembaHa. Ilpuema ce, ue
apMakokuHeTHKaTa Ha abcopOuusaTa Ha MET(POPMHH € HEelTMHEapHa.

[Tpn ofuualink [03M # J030BH CXeMH Ha METQOPMUHOB XHAPOXJIOPHI, CTAOMIIHKW NNa3MEHM
KOHLIEHTpauuH (steady state) ce MOCTHTaT B paMKHTe Ha 24-48 vaca M no ApHHLMN ca noa ! pg /ml. B
KOHTPOJMPAHM KIMHHYHKM NpOYYBaHWs, MaKCUMAIHWTE [a3MeHu KoHueHTpauuu (Cmax) Ha
meT(OPMUH He HaJBHILABAT 4 Lg/ml, 10pH NpY MAaKCUMallHU A03H4.

XpanaTa HamajisBa CTeNeHTa W seko 3abass abcopbumata Ha merTdopmud. Cnel npunoxedHue Ha
tabnetka ot 850 mg MerdopmHHOB xuapoxnopua ce Habmojasa 40% no-HUCKa MaKCHMajiHa
naa3sMeHa KoHUeHTpauus, 25% namanenne Ha nnowra noa kpusata (AUC, area under the curve) n 35
MHUHYTH YABIDKEHHE HA BPEMETO 3a NOCTHIaHe Ha MaKCHMAanHaTa MNia3MeHa KOHueHtpauus. He e
M3BECTHO KAHHHYHOTO 3HAYEHHUEC OT NPOMAHATA HA TE3W NapaMeTpX.

Paznpenenenne

CBLP3BAHETO C Na3MEeHUTE NPOTEHHU € HE3HaUNTENHO. MeTPOPMHHOB XHAPOXNOPU/L Cce pasnpeaens
B epuTpolnTHTE. TIHKOBUTE HUBA B KPBLBTA €A NO-HHCKM B CPABHEHHE € NMUKOBUTE NMNA3MEHN HUBA Y
Ce NpOosBABAT NO CLUWIOTO BpeMe. HepBEHHTE KPbBHU KJIETKH HAH-BEPOATHO NPCACTABAABAT BTOPHYEH

KOMNAPTUMeEHT Ha paznpeaenenue. CpeaHuat obem Ha pasnpenenenue (Vy) Bapupa Mexil %

buorpanchopmallis




EnumMuHnpane

B1OpeunnsaT knMpbHC Ha MeThOpMUH € > 400 ml/min, koeTo nokassa, 4e METHOPMHH Ce EANMHHNPA
upes rnoMepynHa punrpauys u TyOynHa cexpeums. Cnen nepopanHo NPHIAGKEHHE, KPAHHOTO BpeMe
Ha TIONY>XUBOT € 0K0NOo 6,5 Yaca.

[Mpu napyweHa Obb6peuHa ¢yHkuus, OBOPEUHHAT KNWPBHC HaMaisBa B CHLOTBETCTBME C TO3W Ha
KpeaTHHHHA W Taka BPEMETO Ha NOJYSNHMKUHHPAHE Ce YABLIDKABA, KOETO BOAH A0 YBENHIEHH HHBA HA

MeTHOPMUH B N1a3Mara.

[lenunatpuyna nonynauunsd

Ipoyusane ¢ ednoxkpamna oo3a: Cnej NPUNOXKEHHETO Ha eiuHUYHA po3a 500 mg MeTrdopmMuHOB
XHAPOXJIOPHI, PapMaKOKHHETHUHHAT OPOQUI MPHU Jeua € noacdeH Ha To3u, HabNl0AaBaH NpHU 3ApaBH
BBL3PACTHH.

Hpoyusane ¢ mnozoxpamnu 0o3u: JJaHHMTE Ca OrpaHHYEHU N0 €1HO ApoyusaHe. Cnea MHOIOKPAaTHO
npunoxeHne Ha 500 mg MeTGOpPMHUHOB XUIAPOXJOPHA ABa N'BTH AHEBHO 3a 7 [OHHM NpH JAela,
MakCHManHaTta niasmeHa koHueHTpanus (Cmax) M cucTeMHaTa ekcnosnuua (AUCe.) ca HaMalleHn ¢
okono 33% un 40%, CHLOTBETHO B CpAaBHEHME C BBb3PACTHU ITAUMEHTH C AnabeT, KOMTO NpUeMart
MHOrokpatHu no3un ot 500 mg nsa neTd AHEBHO 3a 14 nuu. TH# kato pozara ce TUTPUpa
HHAMBWYATHO B 3aBUCHMOCT OT MNIUKEMUYHHS KOHTPOJ, TOBA € OT OrpAHHYEHO KIWHHUUYHO 3HaUYEHHE.

5.3 IlpeaKNIHHHYHH AaHHM 33 0€30NACHOCT

HexknuBHYHUTE JaHHW HE PA3KpUBAT CHCUH(HUEH PHCK 32 XOpa, Bb3 OCHOBA HAa KOHBEHLHOHANHM
NPOY4YBaHHs 3a 0e30nacHoCcT, PapMakonordd, TOKCHYHOCT NP TPUJIOKEHUE HA MHOIOKPaTHH J103M,
FEHOTOKCHYHOCT, KAPLHHOIE€HEH NOTEHLHAJ], pENPOAYKTHBHA TOKCHYHOCT,

6. OAPMAIIEBTHYHH JAHHHU

6.1 CnucebkK Ha DOMOLIHHTE BENlecTB

ChplueBHHA Ha TabNETKATA:

XHunpoMmesosa

[ToBnaon K 25

Marnesues cteapat (Ph. Eur.) [pacruteneH]

(DHIMOBO ITOKPHUTHE:
XHNPOMENo3a

Maxkporon 6000
Turanues auokcug (£ 171)

6.2 HechbBMEeCTHMOCTH
e ca 13BeCTHU.

6.3 Cpok Ha roanocr




3 roguny
6.4 CnenynanHH YCJI0BHSI HA CbhbXpaHeHHe

To31 NeKapCTBEH NPOAYKT HE U3HCKBA CNELHAHH YCIOBUA 32 ChXPaHEHUE.

6.5 BuaucoabpKaHHe HA ORAKOBKATA

PV(C-Al 6aucrep
Onakosky ¢ 30, 60 u 120 puamupaHu TabNeTKH.
He BCcHYKN BHAOBE ONAKOBKH MOrat Aa 0bLAaT NnycHaTH B npoAaxoa.

6.6 CnenHa/inM MpeANnazHn MEePKR NPpH H3XBLPJIsSIHE H padoTa

HsaMa cnennandy H3KUCKBaHUA

7. TIPUTEJXATEJI HA PASPEILEHHUETO 3A YIIOTPEDA

BERLIN-CHEMIE AG Glienicker Weg 125
12489 Berlin, [ epManus

8. HOMEP(A) HA PASPELIEHHUETO 3A YIIOTPEBA

9700067

9. JIATA HA NBPBO PA3ZPEIIABAHE/MIOAHOBSBAHE HA PA3ZPEIHIEHHMETO 3A
YIIOTPEBA

Jlata Ha mbpBO pazpetnapane: 06.02.1997
JlaTta Ha nocnegHo nogHosspaHe: 11.02.2008

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA
12/2023




