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1. UME HA JIEKAPCTBEHUS [IPOJIVKT | Paspewsriue ‘-?
E BG/MA/MP - 92

.........................................

NEOFORMIN 500 mg film-coated tablets e ——
HEO®OPMMHH 500 mg dunmupann rabierkn A A

NEOFORMIN 850 mg film-coated tablets
HEOM®OPMHWH 850 mg dunmupanu taderku

2. KOJMYECTBEH 1 KAYECTBEH ChCTAB

NEOFORMIN 500 mg - Besika gumnpana ra6ierka cbabpxka 500 mg MET(OPMHHOB XHJIPOXJIOPH/L
(metformin hydrochloride).

NEOFORMIN 850 mg - Besika guimuipana rabaerka cbbpxka 850 mg MET(HOPMHHOB XH/POXIJIOPH/I
(metformin hydrochloride).

3a ITbJIHKS CIIMCLK Ha ITOMOIIHUTE BELEeCTBA, BK. ToYKa 6. 1.

3 JEKAPCTBEHA ®OPMA

Duiamupann tabneTku.
besu, Kpbrim, ABOHHOU3MbKHANH QUIMHPany TalJICTKH.

4. KJIMHUYHHA JAHHU

4.1 Tepanesrnunu nokazanust

Jlcuenue na 3axapen puaber tun 2 npu BL3pacTHU, 0COOEHO TAKUBA C HAJIHOPMEHO TEIJIO, KOIraTo camo
jierara U (PU3HYECKUTE YIPaKHEHUs HEe BOJST J10 a/IeKBATEH IJIHKEMHYEH KOHTPOJL.
- Ilpw BB3pacTiu, MeThopMUH MOIKE J1a ce Npuiiara KaTo MOHOTEPAIINS HIIH B KOMOMHALLIS ¢ JIPYIH
NCpopasiii aHTHinabeTHH JIEKAPCTBECHU IPOJIYKTH WIIH C HHCY JIHH.

- lpwn pena nay 10 rogunu, meropmun MoKe Jia ce npujiara KaTo MOHOTEpallns UiIH B KOMOMHAINA C
MHCYJIMH,

HaOuonasano e Hamasienue Ha ycJioxKHeHUsTa Ha JinabeTa py NauueHTH ¢ HQIHOPMEHO Terio | 3axapex
jmader Tin 2, JiekyBaHu ¢ MeT(OPMUH KaTo ITLDBA JIMHUS Ha JIeYeHue, Cie)l HCYCIIEX Ha JIMETHYHUS PCIKHUM
(B12K TOuKa 5.1 PapMakoMHAMHYHH CBOCTBA).

4.2 Jlo3npoBKa H HAYNH HA NPHIIOKEHHC

Jlo3upoBka

Bunipacrun:
Kamo monomepanua wiu 6 kombunayus ¢ Opyeu nepopannu anmuduabemmnu cpeocmea

OOuualinara navaina j1o3a ¢ eana tabnerka or 500 mg uan 850 me jsa win TPKY 1L TH JIHEBHO 110 BpCME Ha
XPpaHCHE HJIK CIE)( TOBA.

Caen 10 1o 15 ann pozara tpsaGea jia ce pomMenu b3 0cHOBA Ha PE3YATATHTC OT U3MEPBAHETO HA IIIIOKO3aTa

B KpbhBTd. lloctencHnoro nosnmasane na jo3ara Moxe jia 10,100pH 1HOHOCHMOCTTA OT CTPAHA ia CTOMANIHO-
YPCBHUS TPAKT. - |

Makcumainara npenopbusana J103a MerdopMuil ¢ 3 g JeBHo, pasjencHa Ha TPUOTACI T TIPpHeMa: -
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- I1px npeMuHaBaHe OT APYro OpajiHO aHTHAHAOETHO CPEACTBO: CIMPAHE HA APYrOTO CPEACTBO K 3aN0YBAHE
NEUSHHETO ¢ METPOPMHH € NOCOUCIIATA MO-I'ope J03a.

Komburnayus ¢ uncynun

MeThopMHH 1 NHCYJIMH MOTAT J1a Ce NpHJjarat noa Gopmarta Ha KOMGHHHPAHO JieYeHHe 38 MOCTHIAHE Ha N0-
JI0OBP KOHTPOJI Ha KphBHATA 3axap. MeThopMHH ce npunara B o6HualinaTa HauaIHa a03a ot S00 mg v 850

mg TabneTka 2-3 NbTH AHEBHO, AOKATO J033Ta HA HHCYJIMHAE Ce KOPHTHpAa Bh3 OCHOBA Ha PE3yATATHTE OT
M3MEPBAHETO Ha [NIIOKO34Ta B KPLBTA.

ITauynenTH B cTap4ecka BL3PACT: OPaAH BL3MOXKHOCT 32 HaMalleHHe Ha p6pednara dyHKLUS [1PH
NaLKEHTH B CTAPYECKA BH3PacCT, A03aTa Ha METQOPMHH TpsGBa fla ce onpeaeny Bb3 0CHOBA Ha 6uOpedHaTa
dyHkuus. HeoGxonuma e penora onerka Ha 616peunata GyHkuma (BHx Touka 4.4).

IenHaTpHYHA MONYJIALHS
Kamo monomepanua u 8 KoMOuUHayus ¢ uHCyaun
- MetdopmiuH MOXKe Jla ce H3N0JI3Ba OpH Jieua Han 10 rOAHHH M IOHOLLIH.

- O6uyaiinaTa HavyaiHa 4034 ¢ efHa TabneTka MeTdopmun oT 500 mg unu 850 mg BeAHBIK AHEBHO, KOATO Ce
[PHEMA I10 BpEME UM Cllell XpaHEHe.

Caen 10 no 15 nuu noszara tpalea 1a ce yTOUHU B 3aBUCHMOCT OT CTOMHOCTHTE Ha KpLBHATAa 3axap.
ITocTeneHHOTO MOBHILABAHE HA J103aTa MOXKE 1@ NOA0OPH raCTPOUHTECTHHAIHATA IOHOCHMOCT.
[IpenopbusaHaTa MaKCHMAIHA HEBHA 1032 METGOPMHH € 2 g pa3JieNieHa Ha \Ba HJIH TPH NPHEMa.

HauuH Ha NpunoxeHye
[Ipe3s ycrara.

43 IIporaBONIOKA3AHNSA

- CBpBXYYBCTBHTENHOCT KbM METGOPMHUHOB XHAPOXIOPHA MITH HAKOE OT [TOMOILHATE BELLLECTB.
- HnaberHa xetoannno3a, AHabeTHa npekoMa.
- BEOpeyHa HeRoCTaThYHOCT HiH 616peuHa AuCYHKUMS (HHBA HA CEPYMHHUS KPEaTHHHH < 60 ml/min).
~ OCTPH CBCTOSHHUSA C Bb3MOXHOCT 3a HapyLleHHe Ha GuOpeuHaTa PyHKIHS KaTo:

- NeXHUApaTaLHu, |

- TEIKKA HHQEKIIU,

- IOK.
- OCTpH UNH XPOHMYHH 3a00NABaHHA, KOUTO MOTaT Ja IOBEAAT A0 ThKaHHA XHUIOKCHS, KATO:

- CbpJieYHa HJIH PECNIHPATOPHA HEROCTATHLYHOCT,

- HACKOpO NpeKapaH HHdJapm Ha MHOKapJa,

- HIOK.

- HepHoApo6GHa HEAOCTATHYHOCT, OCTPa aNKOXOIHA MHTOKCHKALMS, ATKOXOJIHZbM.

4.4 CrenMajJgn npeIynpexaeHHs H Npegna3sHA MEPKR IpH ynoTpeba

JlakTaTHA anuao3a

JlakTaTHara auua03a € PAAKO, HO CEPUO3HO (BHCOKA CMBPTHOCT, aKO HE Ce [PHIIOKH
METabOTUTHO YCIOKHEHHE, KOETO MOXKeE Ja BL3HUKHE B PE3YJITAT 1ia aKyMylalus H
JloknaaBaHATe CIIy4aH ¢ NaKTaTHa alug03a NPH JICUCHHE C MeTQOPMHUH ca Bb3IH
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AxabeTHuH ¢ u3pasera Ob0peuna HeHoCTaTHYHOCT. YecToTaTa Ha IAKTATHATA aLHA03a MOXKE H TpadBa fa ce
HaMaJIH Ype3 MPe/ABAPKTC/IHATA OUCHKA ¥ HA ADYTHTE PHCKOBH (PAKTOPH, KAaTO JIOLI KOHTPOJ Ha Auabera,
K€TO3a, NPOABJKMTEIHO ITIajlyBaie (ocTetie, AMETA), ipekamMepHa ynotpe6a Ha alKoXon, YepHoApoOHa
HeAOCTATBYHOCT H ChCTOSHHUSA, CBBP3aHH C XUMOKCHS.

JlHarnosa:

PuckbT OT N1aXTaTHA auuA03a TPAGE] Ja ce MMa OPEABHA JOPH M B CIIydyall Ha HECTICHHPHYHH CHMITTOMH,
KaTO CXBalllaH¢ HA MYCKYJIMTE, CTOMAILIIHO-UPEBHU CMYILECHNS, KaTo a0A0MHHAMHA O0IKA H TEXKA aCTCHHS.
JlakTaTHata aLMA03a C¢ XapaKTepH3upa ¢ AUMAOTHYHA JUCITHES, KOPEMHH GONIKY U XHNOTEPMHS, IOCNICABAHY
OT kOMa. J/[uarHocTHYHKTE ;1a6OpaTOpHH NOKa3aTeny ca: HHcko pH Ha KpBBTA, IUIa3MEHHM NaKTaTHH HHBA Haj
> mmoV/l, nosuiiehne Ha CBOGOAHUTE AHHOHHU ¥ ChOTHOLLEHHETO JakTaT/mupypart. [Tpu cbMHenue 3a
MeTalosIMTHA aLHJI038, IPUEMBT Ha MeTHOpMHH TpabBa 1a ce npelcpam a NalMeHTsT He3abaBHO ja ce
XOCIHTANH3HPA (BH}K TOUKA 4 9). |

bnlpeuna pyHknus:

Toit kaTo METHOPMHUHK Ce OTAES Mpe3 GhOpenHTe, IPEAN HAYAIOTO Ha IEYEHHETO | ClIEH TOBA N0 BPEME Ha
CaMOTO JieieHHe TpsA0Ba PeAOBHO Ja CE IPOCIIEAsIBAT HUBATA HA CEPYMHHS KPCATHHHH!

- HAR-MAJIKO BE/JHbXK MOJMIIHO IIPH MALMEHTHTE ¢ HOpMaJiHa Gb6peuHa QyHKLuS,

- Half-MasIko 2 10 4 IBTH FOJUILHO, NPH NALKEHTHTE C HUBA HA CEPYMHHUS KpeaTHHHH Ha FOPHATa rpaHMIla Ha
HOpMaTa ¥ TaKHBa B HanpeuHana sbv3pact. [ToHibkeHHeTo Ha Gbﬁpeqﬂla'ra (QYHKIMS NpH MaLHenTHTE B
HanpegHana Bb3pacT € 4eCTo H acHMnTomMHO. HeofxonMo e nosuineHo BHUMaHKeE B CIIyuauTe, KOTATO
O1OpevHaTa (pyHKIHS MOXE fa Ce HapyIUH, HAPUMED IIPH 3aM0YBAHE HA AHTHXHNEPTEH3MBHO UK
ARYPETHHHO JICYECHHE, KAKTO H B HayanoTto Ha aeyenue ¢ HCIIBC.

[Iprem Ha HOAHN KOHTPACTHH BELIECTBA

Tl kaTO MpyieM Ha JOAHKM KOHTPACTHH CPEACTBA 33 HYKJHTE HA PEHTTEHOBO H3C/CABAHE, MOXE /13 IOBEHE
fio 60petHo HapyLIEHHE, IPHEMbT Ha MeTGOPMHH TPAGBA J1a Ce NPEKPaTH IPENH HACHEHBAHETO, 110 BpEMe
Ha HEro M 3a nepuoj ot 48 yaca ciief] TOBa, KaTo ICYHEHHETO ce BE30GHOBSABA CAMO Clie/l HOBA OLICHKA Ha
61Opeunata QyHKUMs U B Clyyalt ue pe3ynTaTUTe NIOKA3BAT HOPMAIHO (PYHKHHOHHPAHE Ha 6n6peunte.

XUpYPruviHH ONepaAuHA

[puemsT Ha metdopmun TpsOBa Aa ce crnpe 48 yaca Npean XUPYPrudHa HHTEPBEHIAA ¢ O6Ila aHeCTe3ns U Aa
HE C¢ BR3CTAHOBABA N10-pAHO Or 48 vaca Clief TOBa KM Cle NPpeMHHaBaHe KbM NPHEMAHETO Ha TEbp/a XpaHa
W TO CaMO NpH NOTBLPAEHA, CNIEA KH3CIEBaHEe HOpManHa QYHKIIMA Ha OnGpenure.

[MeanaTprusa nomy anust

IHpenu 3anousane Ha neuenue ¢ MeTdopmuH TpaGpa Aa 611 HOTEbPACHA AWAIHO3ATA 3axapeH auadbert Tvn 2.
[lpoBeneHn KOHTPOJUPAHH KIMHHYHM NPOYYBAHUS B MPOJBIKEHUE HA eHA TOAMHA HE ca YCTAHOBHIJIH
BITUAHHE Ha METQOPMHUH BBPXY pacTexa ¥ mybeprera, HO 2acera HAMa JAHHH OT IPOTBIDKHUTENHH
HabroaeHNA B TasH obnacT. 3aToBa ce NPenopbYBa BHUMATENHO NPOCe/sBaHe e(eKTHTE Ha METHOPMUH
BbPXY NMOKA3ATEIIHTE, NO-CNCLUATHO 1IPH JICHEHHE HA Jella B NpeAnybepTeTHA BL3PacT.

Hpyra npeaynpexaeHus
- Benuky nauueHTd tpsaGea Na MPOXLIDKAT AMETATA CH ¢ PABHOMEPHO Pasnipeae/icHUE Ha HERHHS [PHEM Ha
Beraexuapatare. [lannenrure ¢ HanHOpMeHo Terno Tps6ea Jia NPOABIKAT CBOSTA AHETA ¢ OFpaHHYaBaHe HA
CHCPTHAHHS TIPUEM,

- HeobxonuMo € penosHo npoBex/iane #a pyTHHHUTE 1a6OPATOPHU H3CAEABAHMA 34 I
auabera. |




- CaMOCTOATENHOTO NIpHAarane na METQOPMHH HHKOra HE BOjIH 10 XHIIOrTHKEMHUS, BLIIPEKH TOBA €

HEO0XO0AMMO MOBKIICHO BHAMANKE TIPH KOMOHHHPANETO My C MIICYTHH, CYJNQOHUITYpeiHH win
METJTIMTHHH,IH.

4.5 B3aumopeicTene ¢ APYTH IeKapCTBEeHH DPOAYKTR H JIPYTH ¢opmu na B3auMonelicTane

He ce npenopnusa komGuuupase c:

AJlKoxXon

ChliiecTBYBa NOBHILEH PHCK OT AAKTATHA AUU03a IPH OCTPO ANKOXOIHO OTPABIAHE, OCOBEHO Mpu;
- TJIa/lyBaHe N HEJOXpaHBaHe,

- yepHOApOOHa HEAOCTATHLYHOCT.,

/la ce u3barea ynotpebara Ha anKoxXo/ WiIH 1EKAPCTBEHH NPONYKTH, ChABPKALUM ATKOXOJ.

Hoauu PEHTTCHOKOHTPACTHH NPOXYKTH (BHXKTE TOUKA 4.4)

HMHTPaBCHO3HOTO MPHJIOXKEHHE 11a KOAHH KOHTPACTHH ChEAHHEHUS MOXKe 1a AOBEe 0 6Bbpeuno
HapylIeHne, NOoCIeABaHO OT KyMYJIHpaHe Ha MeThOPMHUH U PHCK OT NAKTATHA ailHN03a.

[TpuembT Ha MeTHOpMHH TpAGBA A Ce NpEKpPaTH NPEAH U3CIECABAHETO, MO BpeMe Ha Hero M 3a nepuoj or 48
4aca CJIe/l TOBa, KaTo JICYEHHETO ce Bb30OHOBABA CaMo CIIE]l HOBa OLiEHKA Ha G1LO6pedHaTa hyHKIMS K B
Cy4aH, ue pe3ynTaTUTe NOKa3BaT HOpMalHO GYHKLMOHKHpaHe Ha On6penuTe.

KomOunanun, H3HCKBAIH NOBHIXEHO BHUMaHHE - |

| JIIOKOKOPTHKOCTEPOUIMTE (CHCTEMHH WITH 33 JIOKAHO NIPHIIOKEHHE) IPHTEXKABAT XUIICPTIMKEMHYHATA
GKTHBHOCT. YBEAOMETC 33 TOBA NALIHEHTHTE U POBEXAANTE N0-4ecT KOHTPOJ Ha KpbBHATa 3axap, 0cobeHo B
Ha4aoTo Ha neueHHeTo. [1pn HeobxoaumocT kopurupaiite fo3ata Ha aHTHAKRAGETHOTO NIEKAPCTBRO MO BpeMe
Ha pueMa Ha ApyTHUTe JIEKapCTBa M JO TAXHOTO CliUpaHe.

JuypeTyliy, ocobeHo GpUMKOBUTE, MOXKE /i@ IOBHILAT PHCKA OT NIPOABA HA JAKTATHA aln/i03a, Thi KaTo Te
NOHKXaBaT QyHKIHATA Ha 6BOpenuTe.

4.6 DepTHAHTET, GPEMEHHOCT H KLpMene

bpemerHOCT
Hexourtponupan anaber 11pe3 speMe Ha GpeMEHHOCT (TeCTalMOHEH HITH MOCTOSIHEH) € CBBbP3aH C ITOBHUILEH

PHCK OT BPOAEHH 2HOMAJIHH U MEPHHATAJIHA CMBPTHOCT.

OrpaHuueny JaHHH OT ynoTpeGaTa Ha METOOPMUH TIPH ﬁpememm KEHH He NMOKa3BaT YBEJIUYEH PHCK OT
BpOZEHH aHOMaNHH. [IpoyuBanusaTa Ipy AHUBOTHH HE NOKA3BAT YBPEKIAILM edeKTH 10 OTHOIIEHHE Ha
OpeMeHHOCTTa, EMOPHOHANTHOTO WM DETYCHO pa3sBUTHE MJTH MOCTHATATHOTO pa3BUTHE (BMX TOuKa 5.3).

B cnyuait Ha niiaHMpaHa 6peMEHHOCT HIM N0 BpeMe Ha GPeMEeHHOCT, MeT(hOpMHH He TpaGBa fa ce H3non3ea
3a neqeHHe Ha auaber. Tpsbsa aa ce npunara MHCYNHH 33 MOJIBPXAHE HA KOHUEHTpalMATa Ha 3aXap B
KPbBTa, Bb3MOXKHO Hal-0/IM3K0 0 HOPMAaNHHTE CTOHHOCTH, 33 [1a Ce HaMalH 0 MHHHMYM PHCKa OT
MajipopmMalny Ha 1710118, CBBP3aHHU C NATONOTKUHHUTE KOHUESHTPALMH Ha KphLBHaTA 3axap,

KbpMeHe
MeThopMuH ce eKCKpeTHpa B KbpMaTa npH xopa. [Ipu xbpMeHe He ca HabmoaaBaHU HUKAKBH HEeXENaHK
PEaKLMH IPH HOBOPOAEHH. BbnpekH ToBa, ThH XKaTo HAIMYHHTE JaHHU Ca OrPAHHYEHH, HE Ce IPENnopLYBA
KLPMEHRE 10 BpeMe Ha neuenHe ¢ mergopMut, Tpaba aa ce B3eMe pellieHue Jany fa ce cnpe KbPMEHETO,
KaTo ce MMAa NPEABHA ITON3aTa OT RbpMEHETG H B3MOXHMA PUCK 3a IIOABA HA HEXKENaHN
peaxiliy NPH ACTETO. |




4.7 EdexTn BLpXy cnocobuocTTa 32 modupane u pabora ¢ MALIARK

CaMOCTOATE;THOTO IPHIIOkKEHHE HA METGOPMHE HE BOAMK 0 XHNOTHKEMHS, TIOPAJH KOETO HE OKAa3Ba
BIHAHHE BBPXY cIOcOOHOCTTA 3a wodupane v pabora ¢ Malll¥Hy,

Bonpeku ToBa, npu kOMOHHKRpaHeTO Ha MeTGOPMUH C APYrH aHTHAXAGETHY CPEACTEA (cyndoHnnypeiinu,

HHCY/IHH, METTTMTHHUAM), ManKeHTHTE Tps6Ba Aa ObAAT npeaynpeneHH 3a Bb3MOMXHOCTTA OT Bb3HUKBAHE Ha
XMTIOTJIMKEeMHUS,

4.8 Hexenanu 1eKapcTBeHH peakIMH

[lo Bpeme na neveHue c MeTGopMHH MOTaT Ja CE MOABAT CEAHHUTE HEXENIAHH JIEKApPCTBEHH pEeaKLHH, KaTo
HECTOTATA HM CE OMPEACIIA KakTo cneApa: MHOrO YecTd (>1/10), wectu (>1/100 xo <1/10), Heyectn (>1/1000
0 <1/100), peaku (>1/10,000 no <1/1000), muoro peaxy (<1/10 000), ¢ HeH3BECTHA YeCTOTA (OT HATMYHHUTE
AaHHH HE MOXe Jia ObAe HanpaBeHa OLEHKA).

Hapyumienus Ha meTaGoiM3ma i XpaHeHeTo
Muoro peaku: JlaxtatHa aunposa (Bux Touxa 4.4), ,

Hamanenara abcopbuus na ButaMun B12 me noseje 10 HaMma IsBaHe Ha KOHLEHTPALMHTE MY B CepyMa o

BpEMe Ha NPOABLIDKHTENIHO AeveHHe ¢ MeTQopMMH. [Ipenophuba ce monobHa eTHOROr|A g ce B3eMe NpeaBul
B Cllyuali, 4e nalHdeHTdT HMa MeranobnacTHa aHeMHus.

Hapyilienus Ha HEpBHATA CUCTEME

YecTu: Hapyuienna na Bxyca.

CroMaulio-4YpeBHH HapylleHHS |

MHoro uectn: Fa.r.;eue, MOBpELIaHe, Auapus, 00jka B aGaoMuHasHaTa o6aacT 1 3ary6a Ha anetuT. Te ce
NpOsBABAT HAR-YECTO B HAYAIOTO HA TEPAMMATA H OT3BYYABAT CIIOHTAHHO B IOBEYETO CNIyuaw. 3a [a ce
[MPEAOTBPATAT TE3X CHMIITOMH, NPENOpbUBRa Ce JHEBHATA 1032 MET(HOPMHH Za ¢e TPHEMA Ha 2 WIM 3 JHEBHH

JLO3H 110 BpEME MK B Kpas Ha XpaHeHeTo. [1ocTeneHHOTO yBennyapane Ha 103aTa MOXe ChLIO A3 ToJo0py
raCTPOMHTECTHHAIHATA NOHOCHMOCT.

XenaToOHIMapHu HapyLIeHs |
MHroro peaku: M3onapain cbo0lieHns 3a OTKIOHEHHS B TaGOPATOPHHTE PE3YNITATH Ha YepPHOARPOOHHUTE
CH3HMH HIIH NOABA HA XCNATHT, KOHTO OT3BYUABAT C/IC] MPEYCTAHOBABAHE HA JIEYEHHETO ¢ MEeTPOPMHUH.

HapyigeHys Ha KOXKATa U IOAKOMKHATE ThKaH
Meuoro peaxu: KoxkHH peakuns, KaTo eprTeMa, pypHTYC, YPTHKAPHS.

Ilecuampuuna nonyaayus

Hexenannre nekapcTBend peakiuyy 0T ny6nuKyBaHH H NOCTMAPKETHHIOBY JIaHHH, KAKTO H OT KIHHHUHUTE
NpOy4BaHHA HA MalKa rpyna aena mexay 10 v 16 roauHmy, jlekyBaHH B Npogb/oKeHHe Ha | roguHa, ca
nofo6HY HA HaBMOAABAHUTE NIPH BE3PACTHMU 110 OTHOLICHHE Ha XapaKTepa U TEXECTTa M.




4.9 IIpeno3upane

He e nabinonaBana XuilormikeMus npy 4031 MerhopMun 110 85 g, BBIIPEKH 4€ B TE3H CIYHan Bh3HHKBA
NAKTaTHA aunjo3a. OcTpo npexo3npaHe UITH APYTH pUCKOBH (haKTOPH MOTAT Jia HOBEAAT A0 NOABaTa Ha
NaKTaTHA auuaosa. JlakraTHaTta auua03a ¢ CHEHO ChCTOAHHE B MEAHIMHATA M M3HCKBA BONHHUYHO JTeYSHMeE.
XeMoauannsara e Hal-ceXTUBHHAT MeTo, 3a oTéTpaHaBaHe Ha NaKTaTa v MeTGOPMHHA OT OPraHH3Ma.

g, GAPMAKOJIOr'HUHU CBOMCTBA

3.1 ®apMaKkoAHHAMHYIHHE CBOKCTBA

QapmakorepaneBTHYHA I'pyna: JlekapcTsa, MOHMKaBALLH KphBHaTa 3aXap, HENPUHALJEKAUIM KbM I'PYIaTa Ha
HWHCYJINH. BUIrBaHuu.

ATC xoa: AIOBAQO2

MeTthopMEH ¢ OUrBaHK) C AHTHXHIEPTINKEMHYHH CBONCTBA, TIOHHKAaBAL KAKTO 5a3aHATA TAKA H [OCT-

MpaHHaHaTa NAa3sMeHa rioko3a. Tol He CTHMYIMpa CeKpenusaTa Ha MHCYJIHH, TOPAAM KOETO He BOLH 10
XHMIOTTIHKEMHSI.

MeTtdopmuH MOXe aa aeiictba Mo 3 MexaHn3Ma;

(1) noHmkapane Ha YepHOAPOOHATA NPOAYKLMS HA IIIIOKO34 Ypes MHXUOHPaHe rIOKOHEOreHe3aTa U
rIHKOreHonM3ara , |

(2) B MyCKYJIHTE, upe3 OBHILABaHE Ha HHCYJTHHOBATA YYBCTBHTENHOCT, KaTO no4obpsABa nepudepHoTo
H3roA3BaHe ¥ YTUIH3AUMA Ha IMoKo3aTa

(3) n 3abaBsite Ha upeBHaTa abcopbuus Ha rMIOKO3aTa.

MeTdopMuH XUAPOXJIOPHJ CTHMYHPA BETPEKJIETHYHATAE CHHTE3a HA IIMKOTeH.

MeT¢hopMHE XHAPOXIOPHA NOBHLLIABA TPAHCHIOPTHHS KAMALHTET HA BCHYKH TUIIOBE mMeMOpaHHH
npeHocHTenH Ha rimokosza (GLUT).

[lpn yoBeka, HE3aBUCHMO OT Bb3ACHCTBHETO CH BBPXY IIMKEMHATA, METHOPMUH UMa BIaronpHsTHy eexTn
BBPXY MHIMAHHA MeTaboMu3bM. TOBa € yCTaHOBEHO NPH TEPANIEBTHYHH HO3H, 11O BPEME Ha KOHTPOIHPaHH

KIIMHHYHH NPOYHBaHH CbC CPEAHA HITH rOJIAMa NPOAB/DKHTENHOCT: METHOPMUH NOHMKABA HUBATa Ha O0LIMS
xonectepon, LDL xonecrepona u Tpurinuepuaure.

HYH4 e

ITpocniexTnano pangomusupano (UKPDS) npoy4saHe € YCTaHOBHIIO POLBIDKUTENHUSA Onaronpuaren edekr
OT HHTEH3HBHHSA KOHTPON Ha auabera oT 2 THIL.

AHANU3bT Ha PE3YNTATHTE OT AUHEHTH C HATHOPMEHO TEITIO, IEKYBaHH C MeTGOPMHUH cliel Heycnex oT
CaMOCTOSTENHO NpUIAaraHe Ha AHeTa NoKa3Ba;

- 3HAYUTEIHO MOHIKEHHE Ha aGCOMOTHMS PHCK OT HAKAKBO CBbP3aHo ¢ Anabera YCIIOXKHEHHUE NPH rpynara
Ha MeTdopmun (29.8 ciyuas/1000 nauneHT-roguHH), CNpIMO NALMEHTHTE CAMO Ha JHeTa (43.3 cayuas/1000

nauueHT-rogunn), p=0.0023 u copamo koMOGHHHpPaHETO Ha CYipOHMAYpeliHU NeKapCTREHY Mpenapary u
HuCynuH (40.1 cnyuas/1000 naunent-rogunn), p=0.0034.

- 3HAYHTENHO IOHWKEHHE Ha aGCOMIOTHMA PHCK OT CBbp3aHaTa ¢ auabera CMBPTHOCT; METPOPMHH 7.5

ciryyas/1000 nauneHT-roaHHy, CIpsAMO CaMOCTOATENHO NpHJIOKEHHE Ha AueTa 12.7 ciy ;ﬁu
roauuy, p=0.017; ' ﬁ___’ B
- 3HAYUTENHO NOHMXKEHNE Ha a6COMOTHHA PHCK OT CMBPTHOCT (0OL1a): MeTPopMHH " ymﬂimgo

6




NMalHEeHTO-rOANHH, CAPAMO CAMOCTORTETHO NpHJIOKEHHE Ha aAueTa 20.6 cayuas/1000 naumMeHT-rogquHy
CNPAMO KOMOMHHPAHCTO Ha CYNQOHMIYPCHHH ICKAPCTBEHH NpenapaTH ¥ HHCYIMH 18.9 ciyyas/1000
nanHeHT-roquny (p=0.021);

- JHAYUTCIIHO NOHMKEHUE HA aGCOMOTHUS pHCK OT UH(APKT HA MHOKap.a: MeTdopmuH 11 crnyyas/1000
NalUHEHT-TOAHHH, caMo Auera 18 cinyyasn/1000 nauuent-rogunu (p=0.01)

[Ipu npuaokeHHeTo Ha MeTPOPMMH KaTO BTOPA JIHHKA NEUeHHe, B KOMOHHALIMS Che CY/IQORUITY peliny
JICKApCTBCHH NpENaparTy, He € HabNnoAaBaHO NPeAMMCTBO N0 OTHOLIEHHE Ha KpaHUA KIMHHYEH pe3yaTar.

Ipu nuaber 1 THN KOMOMHUPaHETO Ha METHOPMHH H HHCYJIHH € H3MON3BAHO NPH ONpeIeneHN MALUEHTH, HO
NPEeAUMCTBOTO Ha TA3M KOMOHHALIMA MO OTHOLUEHUE Ha KpallHUA H3XO0/, HE € YCTAHOBEHO.

5.2 OapMaKOKNHETHYHRH CBONlCTBA

Abcopbyun.

Cnel nepopajtHo npuickeHHe Ha eAHa J03a MeTdopMiH, Tmax e 2.5 waca. AGCoNMoTHATa OHOHANHUYHOCT Ha
.500 mg nnu 850 mg MeTdopmun e npubnusuresno 50-60% npu 3xpasu gobporoaun. Crex [TepOpasIHO
npuioxkenue He-abcopbupanara ppakuus, oTaeneHa ¢ HanpaxkuenHsTa e 20-30%.

Cnen nepopaiHo npuiokeHKe, abcopbumsTa Ha MeTGOPMHH € HacHIIAIA ce W HembJHa, ToBa N0ka3sa, Ye
(papmMaKOKMHETHKATA HA MeTQOPMHH € HeNHHelHHa,

Ilpu obuyaliHarTa f03a ¥ cxeMa Ha IIPHIIOKEHNE, PABHOBECHH MIA3MEHH KOHUCHTPALWH Ce JOCTHIAT B
paMkuTe Ha 24 10 48 uaca M ca no-MankH ot 1 pg/ml. [Tpk KOHTPOAHPaHH KNTHHHYHY IIPOYYBAHMS,
MaKCHMANTHATE NJIA3MEHHU HUBa Ha MeTdopmuH (Cmax) He HaaBuasaT 4 pg/ml, AOpH NPH MaKCHMAHA 103a.
XpaHara ITOHIKaBa CTeneHTa U cnabo 3abass abcopOuusra Ha MeTGopMuH. Clled NPUIOKEHHETO HA 1038 OT
850 mg, ¢ Habmonaran 40% HO-HUCHK MUK Ha IJIA3MeHaTa KOHLCHTpALMA, 25% nonmxkenne na AUC u 35-

MHHYTHO YAB/DKCHHE Ha BPEMETO 3a ROCTUraHEe HAa MHKOBA MJ1a3MeHa Konuenrpanusd. Kimmuuvaara 3HaYUMOCT
Ha TE3H ITPOMEHH ([TOHUMKEHHA) HE € YCTAHOBEHA,

Pasnpedenenue:

CPBp3BaHETO C MNA3MEHNTE NPOTEHHH € He3HaUMTEeNHO. MeThopMEH HaBu3a B epuTpouTHTe. [IMKBT B
KPBBTa € {10-HHCBK OT TO3H B MJIa3MaTa, KaTo ABeTe Hall-BUCOKH KOHLEHTPAIIHY CE JOCTHraT 3a

OPHOJH3ATENHO E/IHO U CHILO BpeMe. YepBeHHTE KPbBHH KIETKH ca BTOPHYHUTE MECTA 3a pasnpencseHHe.
Cpenuunar o6eM Ha pasnpeaenedue e Mexay 63-276 |

Memabonusovm:
MerdopMuH ce oraens HCMPOMEHEH B YPUHATA, KaTO HE €4 YCTAHOBEHH METAaO0OMHTH NPH YOBEKA.

Enumunupane: | |
BBOpe4HNAT KIHPBHC Ha MeThopmuH € > 400 ml/min, koeTo nokassa ye MeTHOPMHH Ce OTAENS C MOMOLLTA

Ha rioMepynHa QuiTpauns u Ty6y Ha cexpenns. Cren NepoPATHO NPHIOKEHVE HA eHA 1034, kpaHHOTO
BpEME Ha MOAY-XXHBOT € 0KoJio 6.5 Jaca,

Ilpu yepexnane Ha 616peunara GyHKUHS, peHAIEHAT KITHPLHC HaMaisBa NMPOIIOPUHOHAIHO Ha KpeaTHHHHA,
BPCMETO Ha NOMy-)KHBOT C€ yAb/DKABA, 4 TOBA BOJAM A0 NOBHILABAHE HA MIa3MEHUTE HUBA HA METQOPMHUH.




3.3 Ipegxnuuavuin nannn 3a GesonacuocT

IpeAknBEAYHHTE TaHHH 110 OTHOLUEHHE HA NpodHa Ha 6e30MaCHOCT, TOKCHIHOCTTA IIPH MHOIOKPAaTHO
NPUIIOKCHHE, FCHOTOKCHYHOCTTA, KAHLEPOI'CHHHA DOTEHIHAN H PENpOAYKTHBHATA TOKCHYHOCT He ca
NoKasald creuu(pUYHO BpeAHO Bh3AEHCTBHE N0 BPEME HA IIPOY4BAHMUATA.

6. QAPMAIIEBTHYHHA JAHHH
6.1 CnHchK HR NOMOLEHTE BelIeCTBA

HaTpueB HULIECTEH TIMKONAT, LUAPEBUYHO HUILIECTE, IOBHAOH, CHIHIHMEB JUOKCH, KONOUAEH Ge3BojieH,
MartHe3nes creapar

DOHIMHPAHO NOKPUTHE:
XHnpomenosa, TuTaHoB auokcka E171, nponunen raukon, makporon 6000, npeuncTeH Tank

6.2 = HecnhbBMecTHMOCTH

Hﬂua;

6.3 épox HA r'OAHOCT

S roguuu | |

6.4 CrneuHaAny YCI0BHA HA CHXPAHEHHE

Hsma cnenmaniy ycnoBHus Ha ChXpaHEHHe.

6.5 JdaHHM 32 ONAKOBKATA

biucrepu PVC/PVDC/Al-oano no 10 taGnetku, nio 3, 6 u 12 6aucrepa B KyTuL.

6.6 CrneuHanHi OPpSAnA3HE MEPKH IIPU H3XBLPJISHE

Hsma.,
7. IIPUTEXATE] HA PASPEIIEHUETO 3A VIIOTPEBA

Heo Bankauuka EQO]
Y. "BeMMng" 35
Codus, benrapus

8.  HOMEP(A) HA PA3PELIIEHMETO 3A YIIOTPEEA

Neoformin 500 mg —20060299
Neoformin 850 mg — 20060300

9. HAATA HA ITbPBOTO PA3PEINABAHE/NIOAHOBSABAHE HA PAZPELIEHHMETO 3A
YIIOTPEBA e
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Hara Ha nbpBo paspewasane: 20.06.2006
Hara Ha nocaemno nogHoBsBaHe: 12.03.2013




10.  JATA HA AKTYAJIM3UPAKE HA TEKCTA
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