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KPATKA XAPAKTEPUCTHKA HA HPOJAYKTA

METFODIAB MAHUCTEPCTBO HA 3[IPABEQOMAZBAHETO

1. THPTOBCKO MME HA JIEKAPCTBEHIS IPO I Yiepretiie (b i-{6l6 g
Metfodiab paspewenne sa yrovpesatl (- 170
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2. KOJIMYECTBEH M KAMECTBEH CbCTAB  |PPF [HH1R-0%c

JlexapcTBeno BemecTBo 8 1 dunmupana Tabrerka: Metformin hydrochloride 500 mg
JlexapctseHo BemectBo B 1 punmupana Tadnerka: Metformin hydrochloride 850 mg

3. JEKAPCTBEHA ®@OPMA
Ounvupany TabeTKE

4, KINHAYHA JAHHI

4.1. TIOKA3AHHA

Metfodiab ce mpmmara xaro MOHOTepallii WM B KOMOuHAIMA ¢ APYTH IepOopaiHi
auTHAua0eTHYHy  JIEKapCTBeHM  MpPOAYKTHM KM HHCYJIMH 324  JISUCHHE Ha
HEHHCYIHHO32BHCHM THII 3axapeH Juaber (TIpH BB3paCTHH) CBC CBPBXTEINO H
3aTIBCTABANE, KOraro caMo JueTa W (PM3NUECKH YIPaXKHEHHI HE ca AOCTaThYHM 32
afeKBaTCH INUKeMHUYEH KOHTPOI.

4.2. TO3APOBKA 1 HAYHH HA YHHOTPEBA

Hpenopvueanu 003u npu MoHOmMepanus u KOMGUHUpane ¢ Opyeu opantu anmuduabemny
cpedcmea

O6nuaiigaTa HayaaHa 1034 € enua TadleTKu 2-3 NbTH JHEBHO II0 BpeMe Ha XpaHeHe Wil
cien ToBa. Cnex 10-15 mHE mo3aTa MOXKE Jia ¢& IJPOMEHHM B 3aBHCHMOCT OT H3MCPEHUTE
CTOHHOCTY Ha III0K03aTa B KPEBTAa.

MaxkcuMallHaTa ApernophuBata 103a € 3 g IHEBHO.

Ilpemunasane KoM Opy20 anmuouademno ieyeHue

Koraro nanueHTHTe MPEeMHHABAT 0T CTAHAapTEeH NIEPOPAICH XUMOITIHKEMITICH MPONYKT,
pasnuueH or xnoprponamuy, xsM Metfodiab, we ce nanara npexoieH NEpHON. Koraro
ce IpeMHHABa OT JIEYeHHe C XJIOPIPONaMuJ ce Hajara HaOmroJeHue Ha TalHeHTa II0
BpeMe Ha IBpPBUTE JBe CEAMUIM TOpagH 3aJppiKaHe Ha XNOPIpPONAaMEJ M PHUCK OT
XUTIOTTTHKEMHL.

Kombunupana mepanus ¢ Metfodiab « nepopannu cyngonunypeinu npoOyKmu npu
6L3PACHIHU NAYUEHMU

AXO NIaHiEHTHTE He OTTOBOPAT B NPOJBIDKEHUE HA YETHPH CEAMHULIM HA MOHOTEPAINS C
MakcuMansa nosa Metfodiab, ce npunara cThIaNOBUAHO NpHOABIHE Ha CYNQOHAIYpECH
nponykT. Tps#bBa ma ce npeleny MUHIMAaNHaTa ehbexTHBHA 1032 Ha BCEKU NPOAYKT. Ilpu
KOMOGHHUPAHOTO JIEYEHHE PYICKBT OT XUIOTIHKEMIS, CBBp3aHa C ChC CyNbOHMIypeeH
MIpOXYKT CHHIECTBYBA, a MOXe Xa ObAe ¥ HOBUIIEH. AXO NAIMEHTHTES HE IOKaspaT
3a{0BOJIMTEICH OTTOBOP Ha KOMOWHHPAHOTO JEYEHNe B NPOABILKEHHE Ha eﬂ’ﬁﬁ 1-1511:9}1\
Mecela ¢ Makcumansa nosza Metfodiab 1 makcuMaiina 103a cymponmypeeﬂ/nponym*

TpabBa Jpa ce OOCEHKIAT aNTepHAaTHBHM KaTO BRIIIOYBAHE HA micym;m C.HIH, 633‘ < \
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Kombunupana meparus ¢ Metfodiab v uncynun npu nayuenmu 6 Hanpeonana §3pacm
Metfodiab ce npunara B xo3u oT 500 mg BeAHEXK JHEBHO IpH MANMEHTH Ha HHCYIHHOBA
tepanust. [Tpn nanyeHTH ¢ HeaJeKBaTeH OTroBOp Ao3aTta Tpaba Ja ce mosuim ¢ 500 mg
cuel enHa cenmmia U ¢ S00 mg Ha ceaMHIA [0 TIOCTUrAHE HA aJeKBaTeH KOHTPOIL.
MakcpumanHaTa npernopeuBaHa foza € 2500 mg. Ilpenoprysa ce pamaniBane Ha
pHCyinHOBaTa qo3a ¢ 10% 1o 25% xoraTo KphbBHO-3aXapHOTO HUBO HA IajHO JOCTHIHE
120 mg/dL y manueHTH Ha KoMOUHEUpaHa Tepams.

Creyugpunnu epynu nayuenmu

Metfodiab He ce npenopryBa Npu GpeMEHHH.

Hawanpara ¥ mogbpikama Xo3a IIpd NAIWeHTH B Hampegsana BB3pacT TpsabBa Ja ce
cp00pasu ¢ nommxenara OvOpeyna (ymknua. Half-o0uio Takpsa manweHTH HE ce
TPETHpAT C MaKcHMallHaTa JeuedHa nosa.

TTopaznu nuIca Ha JaHHE DPOAYKTET HE ce MpUiara npy Jela.

4.3. MPOTHBOIIOKA3ZAHMA

Metfodiab re ce npunara npu:

¢ CBpBHXUYBCTBHTENHOCT KbM IPOAYKTa HIIH KbM HAKOH OT IIOMOIIHNTE BEIECTBA;

e DbpOpeunnu 3abonapanus ¥ 6pOpedna AucHynxuus (CepyMHM HEBA HA KPEATHHIHA
>1,5 mg/ml npa MBxke H >1,4 mg/ml mpu xemu wnu aCHOPMHM HMBA Ha
KpeaTHHIHA), KOHTO MOraT Ha Ce pasBUAT B CIECTBHE Ha KapAMOBACKyIapeH
KOJIATIC, OCTEP WH(APKT Ha MHOKAPJA, CETITHLIEMI,;

e KomrecrnsHa CEpAcYHA HEJOCTATHUHOCT, H3HCKBAINA JICYEHUE;

e Octpa mMiu XpoHHYHA MeTa0ONMTHA anuio3a, BKIIOUMTENHO JuabeTHa
KeToalnuxo3a ¢ miy 6e3 xoma. J[nabeTHaTa KeToallnio3a ce TpeTupa ¢ HHCYIHH;

e OcTpu CHCTOSHHS ¢ BBE3MOMKHOCT 32 HapyHlapaHe Ha 6b0peunara GQyHKIHMA KaTo
JEeXUAPATAITASL, TeXKa HHOEKINS, oK,

e UYepHOonpoOHA HEJOCTATBYHOCT, YEPHOJPOOHM YBpeXIAHWA [PH AIKOXONU3BM,
OCTpa AIKOXOJHA UHTOKCHKAL(LI;

e JluxaTenHa HENOCTATHYHOCT;

e KataGonuTHM CHCTOSHMS — HEOINACTHYHH 3a6oiapanus, neprudepra aprepuanta
OKIIy3KBHa GoJecT;

e Ilpu BRTpechIOBO NPHUIOKEHHE Ha HOJHN PEHTTEHOKOHTPACTHH CPEACTBRA.

4.4. CHEITHAJIHA HOPOTHUBOIIOKA3AHUS u CHEIMTUAJTHHA
HNPENAVIIPEXXAEHNSA 3A YIIOTPEBA

TIpoAyKTHT Ce mpuiara ¢ xpaHa. Hauamnarta no3a Tps6pa fa € WUCKa ¢ oriie]] H30areane
TACTPOHMHTECTHHANHE CMYIICHHS U ONpEAeiisHE Ha aJeKBaTHaTa M3HcKBaHa qosa. lIo
BpeMe Ha THTpHpaHe Ha Ho3ara KpbBHATA 3aXap CE OIPeJENa Ha IIAfHO 32 YCTAHOBABAHE

Ha OTroBOpa M ONpeAcNsHe Ha MHHHManHaTa edexkTWBHA [H03a. [ HKMpaHuAT
xeMmornobun TpabBa Ja ce CleNd Ha TpHUMeceyHH MHTepBand. Jleyenuero nemu
HaMaJIsiBaHe Ha HHMBOTO Ha IIIOKO3aTa HAa ITIAJHO K IIMKUPAHUA XEMOITIOOMH RO _HMBA,
ONM3KH 10 HOpMaJHHTE NpH MHAMMAaNTHa e(peKIMBHA HO34. Kpamorpanno,»ﬂ’” eHHe‘E“é;
IPOXYKTa MOXKe ja ObJe HOCTaThuHO IO BPEME Ha IEPUONU Ha npexomia nnhoa Ha \&
KOHTPOII ¥ HALMEHTH, KOUTO KOHTPOIHpaT fuadera CH caMo ¢ JHeTa. 2V




Jlaxmoayudosa

Ta e psgxo, HO TeXKO METa0OMUTHO YCHOXKHEHHE, KOSTO MOXKE Ja HacThIU OT
natpymsane Ha Metfodiab mo Bpeme Ha neueHmero. OOHKHOBEHO € (aTanHa B OKOJIO
50%. JlakToauumoza MoKe Ja HACTRIM H HpH MHOIO JAPYTH NATOQH3NONOTMYHH
YCIIOBHSI, BKITFOUHTEIHO qrader, KakTo K MpH CUrHuduKanTHa ThKaHHA XUIonepdysus 1
xumokceMusd. T9 ce XapakTeprupa ¢ elieBaliMs Ha HHBaTa Ha jakrara (>5 mmol/L),
TOHIDKEHO KpbBHO pH, emeKTpoIUTHH HapyIieHHd, IpoMsAHa B CHOTHOIIEHHETO
nakTaT/mipysaT. YecToTaTa Ha clIydapTe Ha JaKTOAlumo3a INpH Nanuenty va Metfodiab
€ MHOro HHcKa. OIucanure CIy4ay ca MPeJuMHO Npu AHAOCTHIIN ChC CHTHU(HKAHTHA
On0peuna uHCYQHIHEHIHA, BKIOUHTENTHO OBOpeuno 3abomsasane u  OnOpeuwa
xunorepy3us, YECTO HPH MACHPaHH MERMIHHCKI/XAPYPTHYECKH MpobieMH H
MacHpana ChIBTCTBAIlA Tepalius.

ITanuenTH ¢ KOHTECTHBHA ChpACYHA HE{OCTATBUHOCT, IIPH KOUTO CHINESCTBYBA ONACHOCT
OT Xurnonepdys3us ¥ XHUIIOKCEMHA Ca ¢ MOBHIIEH PUCK OT Pa3BHUTHUE Ha JIAKTOAIMIO32.
PucksT ce MOBMINABA C IIOBHMIIABAaHE CTEIleHTAa Ha OBOpedmaTra IMCOYHKUMS IIPH
Halpe/ABaHe Ha BB3pacTra Ha nayuentute. [Ipn MoHuropupane Ha Op0peunaTa dyHKImA
W TIpUJIaraHe Ha MHHMMalHarta edexkTusha fjo3a na Metfodiab Tosu puck Moxe ma 6pae
HaMaNeH B 3HaunTenna creneH. HeoGxomiMo e npocinelssaHe Ha Op0peyHaTa QYK C
OTIpeACTIsIHe HA KpeaTHHHHA [P 3all0YBaHe Ha JICYEHUETO.

Metfodiab ne ce mpunara npy nanuent Hax 80-roauimHa BE3pacT 0e3 MpeaBapUTenHo
YTOYHABAHE KPEATHHUHOBHA KIHPBHC.

TTpu manyeHTH ¢ 9epHOAPOCHO YBPEXAaHe NPONYKTHT He TPAOBA fa ce Ipuiiara Nopaiy
dbaxra, ye TAKTATHT CE OTAEN 1F0-0aBHO OT YBPEASHH YePHOAPOOHHN KIIETKH.

Ilo BpeMe Ha JISYEHHETO TAUEHTHTE He TpAOBa Ja ynoTpedABaT alkoXol, Thif KaTo TOH
noTeriupa epexra Ha Metfodiab BEpxy nakTaTHIA MeTa0OIUIEM.

Tp# IpeACTOAO MHTPARACKYJIAPHO PEeHTTEHOKOHTPACTHO M3CHEABaHEe WIKH XUpYyprAdHa
Tponeaypa IPHEMBT Ha IPOAYKTa C& CIHpa BPEMEHHO M MOKE Aa Ce BB3CTAaHOBH HE I10-
paHo oT 48 yaca ciiefl HHTepBEHIUATA.

Haganoro Ha JaKToAlM03aTa Ce XapaKTepusupa ¢ HecnelU(pH4HY CHMIITOMM Karo
HEPasMOJIOKEHNe, MHaJTHd, PECHHpaTOpeH  JHCTpeC, [OBHINEHA  CBHHIHBOCT,
Hecnenubuyar KopeMEr Oonku. Morat za ce npubaBAT XUIOTEPMES, XHIIOTEH3MI,
ycToiupsa GpajuapurMus ¢ anunosa. IlammenTuTe TpsOBa na OBaT IpeXyNpefcHu 3a
n3GpOEHUTE CUMIITOMH M BEAHara Ja ce o0bpHar KpM Jekap. Jieuermero Tpabsa ma ce
MpeKpaTH O U3ACHABAaHe Ha CHCTOAHUETO. IIpoBexcaar ce uscaeIBaHud Ha ENeKTPOIUTH,
KETOHH, KPbBHa TIIIOK03a, KpbBHO pH, HMBa Ha naxrara. PaHHM CHMIITOMHE OT CTpaHa Ha
racTPOMHTECTUHANHIS TPaKT ca o0MuaiiHy B Ha49aNoTO HA JIEYSHHETO, HO TaKuBa Ha II0-
KBCEH eTall Ha Tepalusra MoraT OBJaT CHMIITOM Ha JIAaKTaTHa aluAo3a MiH ApYyro
cepuo3uo 3abonsBane. HyBa Ha JlaktaTa HaJ FOpHHTE IPaHHUHI HIWA B HOPMa, HO HO-
uuckd oT 5 mmol/L npu ranventy Ha Metfodiab He BuHArHM 03HAYaBaT JaKTOAHA03a U
MoraT za ObIaT OOSCHEHM WM C JpYrM MEXaHu3MH{ KaTO HEKOHTpONMpaH juaber M
3aTNECTABAHE, 34ACHNICHA (I3UYECKa aXTWBHOCT MM TEXHMYECKH IIPOOIeMH YO
CHXpAHCHHMETO Ha Tpoxyxra. Jlakroamuposza TpsaGBa Ja Ce€ IONO3Mpa IPH BCHYKU
nuabeTHH IaHeHTH ¢ MeTaOOoMITHA aluao3a 0e3 rmpossa Ha KeToauunosa — Ke:r‘é'ﬁ’emm e,
KeToHypud. Jlakroauunosara € CHOSMHO CHCTOfHHE, KOEYo Ce JIeKYBa;;sB 6OJIHI/P-IHO
sasemenue. Metfodiab mogmexu Ha mmamza (upu KIMpeHC jJo 170 ml/mm u 3106p1»1
XeMOJHHaMHMYHY IIOKA3aTeNH) ¥ ali03aTa MOXKE [ia & KOPUTHpa. Ehe




Obugu npedynpexncoenusn

Habniodenue na 6vbpeunama @Qynxyus

Metfodiab ce u3nBpYBa OCHOBHO Ipe3 OBOpEIUTe K PHCKBT OT HATPYIBaHe HA MPOAYKTa

ce IOBHIIABA CbC CTENEHTa Ha YBpexaaHe Ha OnOpeunara (ysxiud. IlammeHTs c

KpEeaTHHHHOB KIMPHHC HAa ropHaTa IpaHUlia 3a TAXHATa Bh3pact He TpsOBa Ja mpuemar

Metfodiab. IIpn mamueHTH B HallpefHada BE3pacT josara TpabBa Ja ce TUTpHpa JO

YCTAHOBABAHE HAa MHUHHMANHA 7033 33 aleKBaTeH INIMKEMHMYEH KOHIpON, Thi Karo ¢

HalpeIBaHe Ha BB3pacTra OOpeuHaTa QyHKUIAA THPIM NpoMeHn. brOpednara GyHKIa

Tpa0Ba a c€ MOHHTOPHpA PEJOBHO — BEOHBK TOZUIIHO NPH DAIMEHTH ¢ HOpManHa

Os0peuna ¢yuxkipd ¥ 2-4 DBTH TOAUINHO HPH IANUEHTH ¢ KPEaTHHHH HA TOpHATa

rpaHMIa Ha HopMaTa U HalpeJHana B63pactT. IIpy IpoMeHH B CTOHHOCTHTE IEUCHUETO CE

cvpa.

Penmeenosu uscnedsanus ¢ UHMpasacKyIapHO NPULONCEHUE HA KOHMPACHHA MAmepus

(senosna ypospagus, 8eHO3HA XOAaHzUOZpaQuUs,  aH2UOZpaAPUA,  KOMWIOMBDHA

momozpacghus)

TaxyBa H3CIEABAHMS MOTAaT Aa YBpeddr OpOpeunara (QYyHKIMA H Ja O0BEHAT JAO

naxToamyao3a. Ilpyw IMaHmpaHe Ha TaKOBa H3CNEABaHE JICUEHHETO C IPOAYKTa Ce

npekparssa 48 yaca IIpens H3CIEHBAHETO W Ce INPOABIDKABAa CJEH H3CHEABaHE Ha

OnOpegnara byHKIy U Hall-paHo 48 yaca cel HHTEPBEHIUATA.

Xunoxcuunu cocmoanus

KapmuoBackymapeH KONAlc OT BCIKAKBO €CTECTBO, OCIpPa KOHIECTHBHA ChpjevHa

HEZOCTATHYHOCT, OCTBP MEOKapIeH HHGbapKT W JPYTH CHCTOAMMA Ha XHIIOKCEMHS Ce

CBBP3BAT C JIAKTOAITNI03a K MOI'aT Jia JOBEaT a30TEMUsL.

Xupypeuuecku npoyedypu

Jleuenuero ¢ Metfodiab ce mpekparsaBa MpH BCHYKH XUPYPIHYECKH HHTEPBEHIMH (C

M3KIIOYEHNE Ha MajKH{ TPOLEiypH, IIPH KOUTO HE CE M3MCKBA rNAJyBaHe M CIIHpaHe

IpHeMa Ha TEYHOCTH) AOKATO Cliel HHTCPBEHINITA HE CE YCTaHOBY HOpManHa Op0pedta

bynxams.

IIpuem na anxoxon

AnkoxonsT notenupa edexra va Metfodiab pEpxy naxTaTHES METa00IH3BM.

Vepedena ueprnodpobrna ynryus

Metfodiab Tps6Ba 1a ce n30srea Npy MAIMEHTH ¢ KIHHHIHY MIE 1ab0paTopHy MPOsSBH

Ha yepHOIPOoOHO 3200J1BaHE.

IIpomenu 6 KIUHUYHOMO COCMOSHUE HA NAYUEHNY C KOHmMpORupar ouadbem mun IT

IMammentn ¢ muaber tum II, xouro ca mo6pe koHTpomupany ¢ Metfodiab u noxaxkar

naopaTopHy MPOMEHM WIH KIMHHYHO 3aboisBaHe (0COOEHO C HEACHM CHMIITOMHY)

TpA0B2 Ja ce M3CIEABAT 3a KeTOAaI|I03a MK JaKToannao3a. IIpoBeKaar ce u3cneBaHusi

HA CEpyMHH eJeKTpONMTH W KeTOHM, KpBbBHA 3axap, JaKTaT, NHpPYBaT, HHBA Ha

Metfodiab. Axo ce ycraHOBM aluzo3a OT KaKGBTO M Aa GUI0 IMPOM3XOL, JICYSHHETO C

TIPOAYKTA ce NpeKpaTaBa.

Xunoenurxemua

Ts He HacThiBa IpH oOwyaitna ymorpeba Ha Metfodiab, o Moxe xa HacTenM IpH

HAMANEH TIpHeM Ha KaJloOpMH WIM [Py eJHOBpEMEHHa ymoTpeba };a,—-ﬂpyrn

aHTEAUa0eTHysy MpOAYKTH (MHCYIMH, cyndoHuMIypes, €TaHON). Haiglffyin B

HATIpe/iHana BB3PacT, YBPENCHM WIM C HENOMMBUHO XpaHeHe, KaKTQ' W -Takusa .-

HHCYQUIMEHIV Ha HAZOBOPEUHHTE U XUIOOH3HN XOPMOHH Ca npe,upasno O}I{GHH K‘BM
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Xunoraukemusd. T4 TPYAHO ce YCTaHOBABA IPH INAUEHTH B HAIpEAHANa BB3PACT H IIpH
TaKHBa, N[pUeMalliy OeTa-aapeHeprHIHH GIOKESPH.

3azy6a Ha KOHMPON 6BPXY KPEHAMA 30XaAD

Korato manyeHTH ¢ YCTAHOBEH PEXKHM Ca H3I0XKEHM Ha CTpec Karo TpecKa, TpaBMa,
MH(EKITNT WK XUPYPrUYecka MaHHUITYIanys MOYKe Ja HaCThIIM BPEMEHHO HapylieHHue Ha
KOHTpOJia BBPXY KpbBHaTa 3axap. B Takupa mepuoau Ce u30arsa NDHIOKCHHETO Ha
Metfodiab 1 BpemenHO ce Tipmiara uHcynuH. Jledenueto ¢ Metfodiab ce BE3cTaHOBABA
IIpY MpEMHUHABaHE Ha OCTPHS EITH30/.

EdexrnBrOCTTa Ha TEpOpalHHTe aHTHAMAOETHH JIEKapcTBa CIEA ONpEeNeNeH IepHoj|
HaMajlgBa TIPH [fOBEUETO INal[eHTH. lo3u (EeHOMEH, KOHTo MOXe Ia ce NBIDKH Ha
Iporpecrpane Ha OCHOBHOTO 3a00IBaHe MIH HA HaMallABaHEe BE3MOXKHOCTTA 34 OTTOBOP
¢ U3BeCTEH KAaTO BTOPWYEH HEyciex Ha JISICHHETO, 34 Jia Ce OTIHYX OT MBPBHYHNA
HeycIex, TP KOHTO JeKapCTBOTO € HeeeKTHBHO OIIE B Ha4alo0TO Ha JIeYEeHHMETo. AKO
ce HaOJMXOfaBa BTOPHYEH HEyCIeEX ce Ipuiara koMOmEMpaHa Tepanus ¢ Metfodiab u
cynboHmIypes, 2 aKo Topa ce HaOIoxaBa 1 IpH koMOuHanuATa, Tpabsa 1a ce obcpau
HPHIOKEHAECTO Ha HHCYIHH.

4.5, TEKAPCTBEHH B3AMMOJENCTBHSA

Dyposemud — KomOunupay exsokpateH npueMm ¢ Metfodiab nosuinasa nnasMeHuTe
HuBa Ha Metfodiab Ge3 na mosnuse Ha oTAeNsHeTo My. Hiima naHau 3a NPOABIDKATENHA
KoMOMHupaHa yrorpeba.

Hucpedunun — nopuHiaBa IIa3sMeHUTe HuBa 1 konudectsoto Metfodiab, exckpeTnpaso B
ypHHaTa Yipd eJHOKpaTeH HpueM y 3apasu JoOposonuu. Hudemwmus mnmoBminasa
abcopbrmara na Metfodiab.

Kamuonnu nexapemea (aMunopuod, OULOKCUH, MOP@UH, NPOKAUHOMUO, XUHUOUH, XUHUH,
POHUMUOUH, MPUAMMEDEH, MPUMEMONPUM, EAHKOMUYUN) — CINHMUHAPAT C€ TIIpe3
Ou6penuTe 1 MOrar Aa ce KoHkypupar ¢ Metfodiab 3a 650peunus TyOyIeH TPaHCIIOPT i
TOBa Ja JOBEHe JO NOBMIIABaHE Ha ILiasMeHara KonueHTpauus Ha Metfodiab (mamp. ¢
LUMETHANH).

Jpyzu — onpeneneHn NPOAYKTH BOAAT A0 XHIEPTIUKEMUS 1 3aryba Ha KOHTPOI BEPXY
KppBHaTa 3axap. 1e3H MpOAYKTH BKIHOYBAT THASHAM M JAPYTH JUYPETHUH,
KOPTHKOCTEPOUAY, (EHOTHa3MHM, THPOUIHHM TNPONYKTH, €CTPOTeHH, IEPOPaHN
AHTUKOHIEITHRY, (EHUTOWH, HUKOTHHOBA KHCEIHHA, CHMIATOMMMETHIHM, KalullHeBH
aHTaroHWCTH, u3ouuasul. KomGummupanoro neuenuero ¢ Metfodiab u maxon OT Tesu
IpOAyKTH Hajara CTPOr KOHTPON Ha KpbBHATA 3aXap IIOpaid PWCK OT 3aryba Ha
xouTpon. IIpH mpeKhCBAaHE Ha JIEYCHUETO C Te3M IPOAYKTH, MAWeHT, IpHeMaln
Metfodiab tpa6ra ga 0p/e HabONABAH 34 XHUIIOTIHKEMUA.

ACE-unxubumopume, bema-6ioxepume u QHMUXUNEPMEH3UGHU NPOOYKMU HAMAIABAT
HYBOTO HA TIIOKO3a B KpBBTa. KIMHMUHO 3HaYEHWE HM4 TEXHMAT NOHMKABAI eheKT
BEPXY XOpMOHAJIHATa ¥ HEBpallHa KOHTpa-perylanysl NpH HATHIHe Ha XUTOTIHKEMI,
KOETO IIOBIHsBA CyOEKTHBHOTO YCelane Ha IIpeRyIpeAUTeHITE CHMIITOMH.

Hodwu penmzenoxonmpacmuy eeujecTBa, TPIIOKSHH BFTPECHIOBO MOraT Aa JOBENAaT
0o 6p0peuna HeZOCTATHUHOCT, HATpYIIBaHE Ha METPOPMHH U nonnmage_};re:’f"ﬁm,i?fé‘ﬁ%f‘*o%\
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IMpn npopmmkurenso nedeHue ¢ Metfodiab moxe na ce HaGmomaBa HaMajlBaHe
aGcopOiuaTa Ha BUTAMUH B |, ¥ HaMajiiBaHe HA CEpYMHUTE MY HuBa. 10Ba OOMKHOBEHO
HAM2 KITHHAYHO 3HAYCHUE.

4.6. BPEMEHHOCT 1 KbPMEHE

Metfodiab e ce npunara mo BpeMe Ha 6peMEHHOCTTa U KEPMEHETO.

IIpoAyXTHT ce M3NBUBA B MAalUMHOTO MILIKO CBC CTOHHOCTH, OAM3KH JO IUIa3MEHHTE.
[Topamy OmacHOCT OT XHHOIIMKEMHA y KBPMA4YeTO CC Hajara WiHM IpEeKparaBaHe Ha
KBPMEHETO kM n300p Ha Ipyra BE3MOXKHOCT 34 JISICHME Ha MawkaTa.

4.7. EOEKTH BBPXY CIIOCOBHOCTTA 3A IIO®HUPAHE M PABOTA C
MAIITWHA

Metfodiab He oxa3Ba BIMIHEE BEPXY CIIOCOOHOCTTA 32 IIOpHUpane i padoTa ¢ MaIIMHH.
Tamuentire Tp1OBa A2 OBAAT IpeAyNpeAcHn IpH modupade Wiy paboTa ¢ MAlIKMHH Jia
BHHMAaBaT 3a NpHU3HAIM HA XHUIOTIEKEMHS, KOraro IPOAYKTBT C€ H3[I03Ba B
KOMOWHALIKS ¢ APYTH aHTAAYA0ETHN JeKapCTBEHH IPOJYKTH.

4.8. HEJXKEJJAHU JEKAPCTBEHM PEAKIIH

Ipy XMTUAEWYEN W3CICABAHMUA NIPH MAnieHTH ¢ Auaber Tall I ce ycTaHoBsBaT HeKeNaH!
peaknuy B okolo 5% oT manuentuTe. Hal-uecTHTe HEXEIAHH pPEaKlHH Ca MeTaleH
BKYyC, AMapusd, FajeHe W NOBpbIlaHe, (GIaTymenIwd, acTEHHA, KOPEeMEeH JHMCKOM(OPT,
riaapo0omue. BE3HUKBAT B HAYAJIOTO Ha JICYEHHETO M B IIOBEYETO CIIydaH OT3BydaBaT
CIIOHTaHHO.

Morat pa ce HaOmoZaBaT OINe MUANTHA, NUCIHEes, 00pHB, IOBUIIEHO II0TEHE, IPOMEHH
BBB BKycCa, TOpely BhIHH, NaIIHTalHY.

B m3onmpaHu CIyJam MoOXke Ja C€ CpeliHe HapylmeHa aGcopOuma ¥ HaMalueHde Ha
CepyMHNTE HHBa Ha BUTaMUH B, 1 HapylleHue Ha XeMOI0e3aTa.

Mmuoro pagko — 0,03 cryuas/1000 manmeHTH 3a FOQUHA MOXKE 14 ce HaOlIF01aBa TaKTaTHa

anyao3a,

4.9. IIPEAO3NPAHE

XunoriukeMus He ce HabmogaBa nopu mpy npuem Ha 8 g Metfodiab, senpexu e npu
Te3 00CTOATEICTRA CE pa3BUBA JIaKTOAIU03a,

Ipuiara ce XxeMOAMANIN3a 34 W3BEKAaHe Ha NPOAYKTa OT OpraHm3Ma.

5. DPAPMAKOJOI'MYHHA JAHHU

5.1. PAPMAKOIUHAMIYHN CBOMCTBA

ATC xon A10 B A(2

Metformin ¢ aHTHXHIIEPINMKEMUYEH TPOAYKT, KOHTO MOoJ00psaBa IIIOKO3HHS TOJICpaHe
npu auader Tum I, Hamanspaiiku Gasanpata M ITOCTOPAHAHANHA IUIA3MEHA IMTIOKO3a.
®apMakOJOTHYHMAT MEXaHW3BM Ha JeHCTBHE € pasiud¥eH OT TO3M Ha JpYyruTe
AHTHXINEPIIMKEMIHH poAykTy. Metformin naMangsa dYepHOAPOOHHA CHHTES:.HA
[HIOKO3a, HaMmallfsa dpeBHaTa #H peszopOuus m monobpsBa quCTBmeJIHOCITa K’BM >,
MHCYTHH. 3a pasnuka OT cyldoHmWIypelHHMTE NPOLYKTH, Metformmf Gy BO,III/I 7o, .
XUMOTTIMKEMHS Y 3ApaBH XOpa, KakTo ¥ He IpUYMHABA xnnepm{cynnﬂemm Hpnw
nedgepnero ¢ Metformin wuHCYMMHOBaTa CeKperusa OCTaBa HenpomeHeHa xoxa'ro




HHCYJIMHOBHTE HUBA HA MMAJHO U JHEBHHUTE HHBA Ha MHCYJIMHOBHUA OTTOBOP MOTAT 2 Ce
TIOHIDKAT.

5.2. DAPMAKOKUHETHYHI CBOMCTBA

AGcomotHara OuoHanmuHocT Ha Metformin 500 mg, mpuer Ha rmagao e 50-60%.
Hacnepsanus ¢ po3u ot 850, 1500 u 2550 mg nokaspar, de JIKIICBA IIPOIOPIMOHANTHOCT
fIpH TIOBHIABaHe Ha J03aTa, KOETo ce NHDKM Ha HaManeHaTa pesopbums. IlpuemMsT Ha
XpaHa mOHIKaBa W 3abaBg neko pesopOmuara pa Metformin, nabmomasa ce
npubmmsuTenno ¢ 40% mo-Hucka miasMeHa KOHIEHTpaMa (Cry), 25% no-miacko AUC
1 35 MEHYTHO YABIKaBaHe Ha BpeMEeTO [0 BBPXOBaTa ImasMeHa KOHIEHTpaudd (Tma)
crer exHOKpared mpueM Ha 850 mg Metformin ¢ Xpana B CpaBHEHME CBC CBHINHA IPUEM
Ha IJIaJHO.

O6emsT Ha pasupeneienue Ha Metformin cnen enmapyna mnosa oT 850 mg e 6542358 L.
Metformin ce cBsp3Ba HE3HAYMTENHO C IVIASMEHHTE NPOTEHHH 33 pas3iinka OT
cy IhOHIWIYPEHHNTE MPOAYKTH, KOUTO Ce CBBP3Bar ¢ TAX Iopede oT 90%. Steady state
a3MEHH KOHIIEHTPAlluK ce jocTrrar chexn 24-48 gaca u ca <10 g/ml.. Makcumanuute
IUIa3MeHy HuBa He npesumasat 50 g/ml., 7opy Npyu MaxcHMaliHa 103a.

Crney, nepopanen mpueM cpenHo 90% ot pe3opOupanHud HPOAYKT C€ €AMMEHEpA Mpe3
OnOperuTe Tpes mppBuTe 24 yaca, ¢ NONY)KHBOT Ha ennMuHHpaHe 6,2 yaca. B xpeBTa
TIOMy>KUBOTHT € 17,6 uaca. '

Creyuainy 2pyny RQyuermu

[anwenty ¢ guadet I Tui

Ilpu wHamuupme Ha HOpMaNHa ObOpeyHa Oy HIMa pasjiuka MEXHY
(apMaKOKUHETHKATA Ha IIPOLYKTA IIpH IIpHeM Ha HAKOJNKO JO3M y HalMeHTH ¢ Auader
tumn 11 u 31pasy nvua, HETO ce HabMoJapa HaTPYyIIBaHe NpH HAKOSA Ipyra IpH IpueM Ha
o0xyaiHu JHO3H.

TanpenTH ¢ 6p0peyuHa HEAOCTATHYHOCT

Ilpu man@eHTH ¢ HamaleHa ObOpeuna ¢ynxums (6asmpana Ha KPEaTHHHHOBY HUBA)
noiyxuBoTHT Ha Metformin B mnasMara ¥ KpBRIA € YAB/DKSH IPOMOPIMOHATHO HA
HAMAJICHACTO Ha KPeaTHHHHOBMA KIMPEHC.

IManmenTs ¢ YepHOAPOOHA HEAOCTATEYHOCT

Hama panau 3a dbapMakoKHBETHIHN H3caesaHi Ha Metformin npu Takusa TAalHEHTH.
IlanueHTy B HapeaHana BE3pacT

OrpaHu4eHy K3CIACABAHNA OT KOHTPOMHM (apMaKOKHHETHYHH CTY[uW¥ IIOKa3BaT
YOBIAKEH TONYKHBOT HA HPORYKTa B CPaBHEHHE ChC 31paBH J0OPOBOILIH.

5.3. IPEAKJINHITYIHI TAHHW 3A BE3OITACHOCT
Kapyurnozennocm

IIpoBesiens ca U3CIeABAHMS 32 KapUMHOTEHHOCT IIpY INIBXOBE B MPONBDKenue Ha 104
ceMUIIH ¥ TpH MUIIKEM B HPOABIDKenue Ha 91 ceaMuuu ¢ NO3H pecnekTHBHO 10 900
mg/kg/maepro u 1500 mg/kg/naesno. ToBa ce mosu oxono 4 IETH MaxcHManHaTa
mperopbyBaHa AHeBHa doBemika foza oT 2000 mg. He ce oTKpuBaT AaHHM 32
KapUMHOIEHHOCT IpH MBXKHM ¢ OSkeHcku Mumxy. He ce oTkpupa TyMOpG)T’-_‘-@Hx.
MOTEHIMAN ¥ MEXKKH IIHX0BE. Y JKEHCKHUTE INIBX0BE ce Habmo apat )106p01caqegiBeHn K
CTPOMAITHM MaTOYHY IIONKITH IIpH fo3u oT 900 mg/kg/nuesHo. -




Mymazennocm

Hsama npospy Ha MyTareHeH noreHnuan Ha Metformin B in vitro TectoBe (Ames test,
TeCT 3@ FeHHU MYTalMH, TeCT 3a XPOMO3OMHHE abeparumn).

Depmunumem

@DepTHITHOCTTA HA MBKKU ¥ KEHCKH INIFXOBE HE Ce MOBIMABA OT HPOMNYKTa MpH JO3H,
HaABHIIABAINY TPY IIBTH MAaKCHMAaJIHAT2 YOBEIIKa JHEBHA JO34.

6. DAPMAIIEBTUYHY TAHHH

6.1. CIINCHK HA ITIOMOIITHWUTE BEINECTBA
Povidone

Polyethylene glycol 6000

Sorbitol 100 %

Magnesium stearate

Opadry Y-1-7000

Paraffin, hard

6.2. PU3HKO-XNTMHAYHU HECHBBMECTHMOCTH
He ca 13BeCTHH.

6.3. CPOK HA TOTHOCT
Metfodiab 500 mg - 5 (rieT) roAUHM OT JaTata Ha JPOHU3BOJCTBO.
Metfodiab 850 mg - 5 (mer) romuHN OT JaTaTa Ha MPOU3BOACTBO.

6.4. CIIEIIA THH YCJIOBI/I}I HA CHXPAHEHUE
TIpu Temneparypa nog, 25 °C.
JTa ce chXpaHsaBa Ha MACTO, HEJOCTHITHO 32 Aena!

6.5. TAHHH 3A OIIAKOBKATA

Metfodiab gunvupans Tabnerkn 500 mg, mo 10 B Gircrep ot PVC/Alu oo, 6 u 10
OmacTepa B KapTOHEHA KyTHA

Metfodiab dbumvuparnu tadrerku 850 mg no 10 B 6muctep o1 PVC/Alu domo, 3, 6110
OJIHCTEpPa B KAPTOHCHA KYTHA

6.6. IIPEITOPBKH IIPHU YIIOTPEBA
Hama,

7. AME W AJIPEC HA IPUTEXATEJISI HA PA3SPEIIEHHUETO 3A
YIIOTPEBA

“AxrtaBuc” AJ{

Oya.”Kuaraasa Mapus Jlynsza”Ne 2

Co¢us, beirapus
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8. PETUCTPAIIMOHEH HOMEP B PETICTHPA I1O 4WI. 28 ot 3JIAXJYI’““ -

9. JATA HA ITBPBO PA3PEIHABAHE 3A YIIOTPEBA HA HEKAPCTBEHHff
IPOAYKT \\ = ! ‘ .
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10. TATA HA YACTHYHA AKTYAJIM3AIIAA HA TEKCTA
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