KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHMS ITPOAYKT

Mertdopmun Exodapm 500 mg dpunmupany Tabnetku W3NLAHUTENHA ATEHUAA N0 NEKAPCTBATA
Metformin Ecopharm 500 mg film-coated tablets Kpamxa xapaxmaepucmuka Ha npogyxma

i ]

095/97 )95

Merdopmuu Exodapm 850 mg dunmupanu Tabnerku o res ¥

Metformin Ecopharm 850 mg film-coated tablets Paspewenue Ne 2 § -10- 2023
BG/MA/MP - . 6- ?.é 0 'z e Poyeen

Metgopmut Exoapu 1000 mg Gunmupanu tabnerkm OgobpeHE M .................oveeeve /. ...............................

Metformin Ecopharm 1000 mg film-coated tablets

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

Beska punamupana tabnerka Merdopmun Exodapm 500 mg chabpxa 500 mg MeTrdhopmMuHOB
xunpoxnopun (metformin hydrochloride), exsuBanenren Ha 390 mg metrdopmun Gaza (metformin
base).

Bcesaxa punmupana tabnerka Merdopmun Exodapm 850 mg cuabpika 850 methopMuHOB
Xuapoxnopun (metformin hydrochloride), exeuBanenten Ha 662,9 mg metdhopmut 6aza (metformin
base).

Beska dunmupana tabnerka Merdopmun Ekodapm 1000 mg cuabprxa 1000 merdhopmMuHoB
XUApOXnopua (metformin hydrochloride), exsuBanentex Ha 780 mg MetdhopmuH 6asa (metformin

base).

3a MbJHWsS CNIHCHK HA TOMOLIHHUTE BELIECTBA, BIXKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
®unmupana tabnerka

Metdopmun Ekodapm 500 mg dhunmupanu tabnetku ca 6enun, KpbIiM, JBORHOM3MTbKHAIH
dunmupanu TabaeTkH, ¢ rpaBUpaH Haamuc ,,500 ot enHaTa cTpaHa.

Merdopmun Exodapm 850 mg dunvupann tabnetku ca 6enu, KpbIriib, ABORHOM3IbKHANM
bunMupany TabneTkH, ¢ rpaBUpaH HaAMKC ,,850“ oT enHaTa cTpaHa.

Metdopmun Exodapm 1000 mg prnmupanu Tabnetku ca 6enu no nouru 6enu, NpoabrosarH,

ABOHHOM3IbKHANH QHIMHpPaHU TabneTkH, ¢ Haanue ‘10° u ‘00’ oT ABETE CTpaHM HA NeNUTENHATA
yepTa BbpXY €lHaTa CTpaHa Ha TabiieTKaTa U ¢ Jle/IUTeNHa YepTa OT Jpyrara.

4. K/IMHWYHHU JAHHA

4.1 TepaneBTHYHH MOKA3AHHS

¥ QU3HYIECKH YTIPAKHEHUS He BOISAT O aeKBATEH MHKEMHYEH KOHTPOI.
. [TIpu BB3pacTHH, MeTGOPMUH MOXKE [a ce Mpuiiara KaTo MOHOTEPANHUS UITH B KO
APYTH NEePOPanHN aHTUANAOETHH JIEKAPCTBEHH MMPOAYKTH UJIU C MHCYJIHH.



° Ilpn neua nan 10 rogvHH U IOHOLLIM, MOXE /1A CE NPHUJIAra KaTo MOHOTEPANHNA U B
KOMOWHALIMA C MHCYJTHH.

YCTaHoBEHO € HAMAIEHHE HA YCIIOKHEHHSTA, CBbP3aHH C AWabeTa, NPy NalMEHTH C HAAHOPMEHO

TErN0 W AMabeT ThM 2, IEKyBaHM ¢ METGOPMHUH, KaTO MbPBU W30OP Ha JIEYEHHE ClIeMl HEYCMeIHA

nueta (Bxk. Touka 5.1).

4.2 Jlo3MpoBKa U HAYHH HA NPHJIOKEHHE

ﬂowposxa

Bw3pacmnu ¢ nopmanna ovopeuna gynkyus (GFR > 90 ml/mun)
MouoTepanus 1 B KOMOHHAIMS ¢ IPYTH MEPOPAIHH ANTHAUAGETHH CpeACTBa

O6uuaitnara Ha1anHa Ko3a e 500 mg uiK 850 mg MeThOPMUH XMAPOXAOPUA BA MM TPH TBTH
NHEBHO, NMPHEMAaHAa MO BPEME HIH Clle] XpaHeHe.,

Cnen 10 no 15 anu no3ara Tps6Ba Aa ce aJanTupa B 3aBUCHMOCT OT U3MEPEHUTE CTONHOCTH Ha
KpbBHaTa 3axap. [loCTeneHHOTO NMOBHUILIABAHE HA 103aTa MOXKE J1a MOAOOPH raCTPOMHTECTHHAJIHATA
TOSIEPAHTHOCT. [IomycTMMaTa MakcHMaTHa IHEBHA 1032 MeTdhopMUHOB xuapoxiopua e 3 g,
pa3AcieHH Ha TpU MpHeMa.

AKO ce npeBKIa 3aMIHA Ha AAPY!’ IEPOPANeH aHTHAUAGETEH MPOAYKT, NPEAULIHOTO
XUTIOFIMKEMAYHO Jieuerne TpIOHrRA na Hh/le NpeycTAaHOBEHO M A ce 3aMeCTH ¢ MeTQOPMMH B 103aTa,
1OCOoUeHa Mo-rope.

Kom0unanus ¢ aacynH

MeTtdopmuH ¥ MHCYJIMH MOTAT Aa Ce M3M0J3BAT B KOMOUHMpPAHa TepanHs, 3a a Ce MOCTHIHE
no-100bp KOHTPOJ HA KPbBHATA 3aXap.

Ofnuaiinara Ha4yanHa fo3a € 500 mg wiu 850 mg MeThOpMUHOB XMAPOXIOPUA 2 UK 3 NBTH AHEBHO,
AOKATO /103aTa HA HHCY/IMHA CE aJanTHpa B 3aBUCUMOCT OT HU3MEPEHUTE CTOMHOCTH Ha KPbBHATA
3axap.

Haz;ueymu 6 cmapy4ecka ev3pacm

Ilopaau BepoaTHOCTTa OT HamaneHa 6pOpeuHa GyHKLMSA NPH NALMEHTH B CTAPYECKA BB3PACT, 103aTa
Ha MeTGopMuH TpsOBa 1 ce afanTHpa B 3aBUCUMOCT OT ObOpeyHarTa GpyHKUHMs, KOATO PeJOBHO
Tpa6Ba Aa ce KOHTpoaupa (BXK. Touka 4.4).

Bvopeuno yepeacoane

IIpenu 3anouBaHe Ha NIeHEHHE C MPOAYKTH, CbAbPXKALIY METHOPMHUH, TpAOBa /1a Ce HANPABH OLIEHKA
Ha GFR cto#iHocTHTE, a ciient ToBA - NOHE BeHBK FOAMUIHO. [IPH AUMEHTH C TIOBHILUEH PUCK OT
MO-HATaThIUHO Nporpecrpare Ha GBOPEUHO yBpeXKAaHe U NPU MALKWEHTH B CTapyecka Bb3pacT TpaOsa
N0-4CCTO f1a Ce MpaBH OLieHKa Ha OpOpeuHaTa GyHKUMs, HATPUMEP HA BCEKM 3-6 MeceLa.

GFR ml/Mun | Obwa MakcumanHa AHeBHa 1032 | JIOMbIHUTENHH CHOOPAXKEeHHs
(na ce pasmenu Ha 2-3 nHEBHU

Jl03H1)

60-89 3000 myg Mosxe fa ce oOMHUCIM MOHKKABAHE HA [03aTa
BbLB BPb3Ka ¢ HamansiBaHeTo Ha ObOpeuHaTa
byHKUWS.

45-59 2000 mg DaKTOpHTE, KOWTO MOT'aT [a YBel

JlaKTaTHAa aluao3a (BHXK Touka 4

6baaT npepasrieaatu, npeau 1
30-44 1000 mg 3aro4YBaHETO HA NIEYEHHUE C MET 0:_

npor

\ %\

N



MaKCHUMa/THaTa a03a.

<30 - MeTtdopmuH e npoTHBOMNOKazaH

Lleouampuuna nonyiayus
MonoTepanus H B KOMOHHAILHA C HHCYJIHH

° Mergpopmun Ekodapm Moxke na ce u3nonssa npu aeua Haa 10 roaMHY ¥ IOHOLLY.

. ObuuaiinaTa HavanHa nosa e 500 mg win 850 mg METHOPMHUHOB XHAPOXJIOPH HA JEH, KOATO
Ce MPHEMa NO BPEME WUJIH CIIE XpaHEeHe.

Cnen 10 no 15 num nosata Tpsabea aa ce anantupa B 3aBUCHMOCT OT HUBOTO Ha KPbBHATA 3aXap.

[locTeneHHoTO NOBHIIABAHE HA 03aTa MOXE [a MOA00PH raCTPOUHTECTHHAIHATA TONEPAHTHOCT.

[Ipenopbuanara makcuManHa JHeBHA 1032 METHOPMHUHOB XHAPOXJIOPUA € 2 g IHEBHO, Pa3ENEHH Ha

2 uiu 3 npuema.

4.3 Hporasouokazanua

. CBpbX'yBCTBHTCIHOCT KbM MET(OPMHH MITH KbM HAKOC OT MOMOLIHHTE BEILECTBA, H30pULHU B

TOYkKa 6.1;

Bcekwn Tvn ocTpa MetabonuTHa anrao3a (KaTo akTaTHa auna03a, AHabeTHa KeToauna03a);

JunabeTHa npexoma;

Texka 6u0peuna HenoctaThunocT (GFR< 30 mi/mun);

OcTpu cbCTOAHMS, 3acTpallaBally Aa Baowar 6Ge0peutara hyHKIMS, KaTo; AeXHAPATaLM,

TeXKa HHEKIUs, WOK;

° 3ab0/14BaHuUsA, KOMTO MOTAT A2 NPUUUHAT THKAHHA XHIIOKCHs (0COBEHO OCTpH 3a60NABAHUS MM
BJIOLIABAHE HA XPOHM4HH 3a005BaHNS) KATO: AEKOMIIEHCHPAHA ChpAeUHa HEAOCTATHYHOCT,
pecnMpaTopHa HEJOCTaTBYHOCT, HACKOPO MpeKapaH MUOKapaeH UHMAPKT, LIOK;

@ HepHoapobHa HEOCTATBYHOCT, OCTpPA ANIKOXOJIHA MHTOKCHKALIMS, AJIKOXOTH3bM.

4.4 CoennajiHu npelynpe:xIeHHs H NPeINa3HH MEPKH NPH ynoTpeda
Jlakmamua ayuooza

JlakTaTHaTa aLKM03a, KOSTO MPE/ICTABIIABA MHOTO PSIKO, HO CEPHO3HO METAGONHTHO YCIOKHEHHE,
Hali-4€CTO HACTBIIBA MTPH OCTPO BlIOIIaBaHe Ha ObOpeuHaTa hyHKUMS, KApIAHO-PECTIMPATOPHO
3abosseane nam cencuc. HarpyrneaHeto Ha MeTOpMUH HACTBIIBA IPH OCTPO BIOLIABAHE HA
6BpOpedHara GyHKUMSA H YBEJIMYABA PUCKA OT JaKTaTHA alya03a.

B ciyuait na nexuaparauus (Texka AMapHs WM NOBPBLUAHE, TPECKA WIIH HAMAJIEH IIPHEM HA
TE4HOCTH) TPAOBA BPEMEHHO /1a Ce Crpe MpreMa Ha METQOPMHUH U € NPENOPbYMTEIHO 1A CE YCTAHOBH
BPb3Ka ¢ MEUAMLMHCKH CNELIUAJIHCT.

[IpeMbT Ha NeKapCcTBEHH NPOIYKTH, KOUTO MOraT OCTPO Aa YBpeast 6b0peuHara GyHKLHs (KaTo
4HTUXMIICPTCH3UBHH CpeacTBa, Auypetuuy 1 HCIIBC) Tpsabea pa ce 3amo4He ¢ MOBHULIEHO BHUMAHHE
MPY MalMEHTH, JIeKyBaHU ¢ MeTGopmuH. J[pyru puckoBu GakTOpH 3a aKTaTHA aLKA03a ca
MPEKOMEPEH NPUEM HA AJIKOXOJ1, HEPHOAPOOHA HENIOCTATRYHOCT, HEIOCTATHYHO KOHTPOJTUpaH nuaber,
KEeT03a, NPOAB/KUTENHO IT1alyBaHE U BCIKAKBH CHCTOSHHS, CBbP3aHH C XHIIOKCUS, KAKTO U
€JHOBPEMEHHATa ynoTpeba Ha IEKapCTBEHU NPOAYKTH, KOWTO MOraT Ja MPUYMHAT JIAKTATHA aluA03a
(Bx. Touku 4.3 u 4.5).

ITarenTure n/unu Gonnornenauure Tpabea Aa GbAAT MHGOPMHUpPAHH 3a PUCKA OT JIAKTATHA aLH103a.
JlakTaTHaTa alKa03a Ce XapaKTePH3Hpa C alkI03HA UCIIHEs, KOpeMHa GOoKa, MyCKY/THH KPaMITH,
aCTEHHA ¥ XUIIOTEPMHUs, IOC/IEABAHH OT KoMma. B cnydail Ha cbMHEHHE 32 CUMNTOMH, 11
TpaGBa na cnpe npuema Ha MeTHOPMUH 1 He320aBHO 1a MOTHPCH NEKAPCKA MOMOLL.
71abopaTOpHU HAXOIKH Ca MOHMXKEHO KpbBHO PH (<7,35), noBMileHN HUBA Ha M/1a3
(>5 mmol/l) ¥ nosHILEHa aHUOHHA pa37HKa M CbOTHOLIEHHE NAKTAT/THPYBAT.




BroOpedna diyHKUMs

Ilpenu 3anousane Ha Je4eHHETO TpAOBA a ce HampaBH OLeHKa Ha cTolHocTHTe Ha GFR 1 penoBHO
cnen ToBa (B Touka 4.2). MerdopmuH e nporueonokasan npu nauuenty ¢ GFR <30 mi/mMun u
TpsibBa a 6'ble BPEMEHHO CIIPSIH NPH HAJIHYKE HA ChCTOSHHUS, KOMTO MPOMEHAT ObOpeuHaTa hyHKUMS,
BX. Touka 4.3).

CobpaeyHa dyHKLMS

[launeHTH che ChpaEUHA HENOCTATLUHOCT Ca U3NIOXKEHH HA MO-TOJIAM PUCK OT XMIOKCUSA U 6bOpeuHa
HeI0CTaTHYHOCT. [IpH NauMeHTH cbe cTabuHa XPOHHYHA ChpAEUHa HEOCTATHYHOCT, METHOPMHH
MOXe [1a Ce U3MOJI13Ba NPH PeOBHO HabJIIOAEHHE Ha chpAeYHaTa U GbOpeunara QyHKIus.

3a NaLMeHTH ¢ 0CTpa M HeCTabU/IHA ChpAeUHa HEAOCTATLYHOCT, METGOPMHUH € POTUBOMNOKA3aH (BIK.
Touka 4.3).

[Tpunoxenue Ha HOAMPAHH KOHTPACTHH BEIIECTBA

BhTpech10BOTO NpHIoXKeHHE HA HOAMPaHU KOHTPACTHH BELECTBA MOXE [a JOBE/E 10 KOHTPACT-
HHOYLHPaHa HeponaTHs, BOAELLA A0 LATPYMBAIICTO HA MCThOPMIH W MOBHILCH PHCK OT JIAKTATHA
auuzosa. Merdopmun Tpabdsa a ce cripe npeau WM no BpeMe Ha NpoueaypaTa 3a odpaszHa
AWAarHOCTHKA M HE TpAOBa Na ce Bb306HOBsBA A0 Hal-Mako 48 yaca ciejl TOBa, [PH YCIOBHUE Ue
6b6peuHaTa hyHKLMS € OLeHEHa OTHOBO H € YCTAHOBEHO, Y€ € CTaOMIHA, BXK. ToukH 4.2 1 4.5.

Onepayust

Merdopmun Tpadea na ce cnpe no BpeMe Ha Onepauus Mo 061, CIMHAAHA WK EMHAYPaTHA
a”ecTte3us. Jleuenneto moxe a 6bae BL300OII0BEIIO Hie 0-paHo OT 48 yaca ciell onepauMsaTa WK
Bb300HOBABAHETO HA XPAHEHETO MPe3 yCTa, M MPH YCNOBUe Ye GhOpeunara GpyHKLMS € OUeHEHa
OTHOBO U € YCTAHOBEHO, Ye € CTabuiiHa.

[leauarpuuHa nonynaums

Ilpean 3anousane Ha jevyeHUe ¢ MeTHOPMHH, TpsOBa A2 ObIe NMOTBLPAEHA IMarHO3aTa 3a AMA6eT THI
2.

IIpoBeeHUTE KOHTPOTUPAHH KIMHUYHU H3CJIEABAHUS B MPOAB/DKEHHUE HA €4HA FOAMHA He ca
YCTaHOBHUIIM BIIMSIHHE HA METQOPMHH BBPXY pacTexa U nybepreTa, HO 3acera Hama
MO-NPOXB/DKUTENHHA HAONIONEHHS B Ta3k 061acT. 3aToBa ce NpenopbyBa BHUMATEHO NPOC/IEASBAHE
edexTrTe HAa METHOPMHUH BBPXY TE3H NaPaMETPH, [O-CIIELNATHO NPH JIEUEHHE Ha AELa B
npeanybepTeTHa Bb3pacT.

Hena mexay 10 u 12 roguun

B xoHTponMpanuTe KIMHUYHY IPOYUBAHHA HA €L W IOHOIIK ca OWITM BKTIOUEHH camo 15 naugeHTa
Ha Bb3pact Mexay 10 u 12 rogunu. Benpexu ue epukacHocTTa M 6e30nacHoCTTa Ha METHOPMHUH pH
TE3M JIeLd He Ca MO-PasiIvylIi OT Te3H MPH MO-roJICMH ACLA H FOHOLUH, CC MPCNOphYBa 0COOEHO

BHHMAaHHUE MpPH NPEANMCBAHETO HA METHOPMHUHOB XHAPOXNOPHU Ha Aetia Mexay 10 u 12 ro
Bb3pacT.

Lpyru npeaynpesxieHus

HUCKOKaJIoOpH4HaTa CH QueTa.



ObuyaiinuTe 1a6opaTOpHU TECTOBE 32 MOHUTOPHUpaHe Ha (yabeta TpsAOBa 1a Ce M3BbPLIBAT PEAOBHO.

MeTtdopmuH MOXe Ja HAMAIH CEPYMHUTE HUBA HA BUTAMHH B12. PUCKBT OT HUCKM HHMBA HA BUTAMUH
B12 ce yBenn4asa ¢ yBenuuaBaHe Ha 103ata Ha METGOPMHUH, MPOIBIKUTENTHOCTTA Ha JIEYUEHHETO
W/MAH MPU NAUUSHTH C PUCKOBH GakTopH, 3a KOUTO € U3BECTHO, Y€ IPUUMHABAT JAe(MULIMT HA BUTAMHH
B12. B ciyuaii ua cbMHeHHe 32 JedHLMT Ha BUTaMuH B12 (kato aHemust unu HeBponatus), Tpsosa aa
Cce MpOC/IeABAT CEPYMHHUTE HUBA Ha BUTaMUH B12. Moxe fa ce Hajto)u nepuoauyHO npociesiBaHe
Ha BuTamuH B12 npu nauuenTu ¢ puckosu daktopu 3a Aepuuut Ha ButamuH B12. Tepanusara ¢
METQOPMHKH TpAOBa 1a MPOABIKH TOJIKOBA CBIr0, KONKOTO CE MOHACSH H HE € MPOTUBONOKA3aHO
MOAXOAALIO KOPUIHPALLO JIeYeHHe 3a AeULIMT Ha BUTaMUH B12 e ocurypeHo, B ChbOTBETCTBHE C
HACTOSALUMTE KIMHHUYHH NPOYUYBAHUS.

MetdopmuH, npunarad caMoCTOATESHO, He MPEAN3BUKBA XHIOTIMKEMHUS, HO TPAORA 1a ce BHHMABa,
KOIaTo ce U3M0a38a B KOMOHHALIUS C MHCYJIMH WIIH APYTH NepOpaiHA aHTHAWa0ETHH MPOAYKTH (HArp.
Cy1pOHMNYPCHHH MPOTYKTH HWITH METVIATUHUIK).

4.5 BzanmonelicTBHe ¢ APYTH J1eKAPCTBEHH NPOAYKTH H APYTH GOpMH HA B3aUMO/elicTBHE

He ce [penopLUBa CLOLTCTRALIA VioTpeda ¢:

Anxoxon
ANKOXONMHaTa MHTOKCHKALIMS CE CBBP3Ba C MOBHUILUCH PUCK OT JIAKTaTHA aLUA03a, 0COOEHO B Cyyau Ha
rnajgyBaHe, HeJOXpaHBaHE WIH YepHOApOoOHA HEAOCTATHYHOCT.

Hodupanu xonmpacmuu eewecmsa

Metdopmun Tpsa6Ba 3aABHKUTETHO Aa ce cnpe Mpeu KK 10 BpeMe Ha npolieaypara 3a obpasHa
AMArHocTWKa M He Tpsi6Ba na ce Bb30OHOBsBA 10 Hail-Manko 48 yaca ciieq TOBa, NPH YCIOBHE Ue
6pOpeyHarta QyHKLIMS € OLIeHEHa OTHOBO U € YCTAHOBEHO, Y€ € CTabuIIHa, B Toukn 4.2 u 4.4.

Kombunayuu, usuckeawju npeonasnu mepxu npu ynompeba

Hsikou jiekapCTBEHH NPOAYKTH MOraT Aa ce OTpassaT HebnaronpuaTHO Ha 6bOpeuHaTa QyHKLHS, KOETO
MOJKE 14 YBE/IMYH PUCKa OT JIakTaTHa auuno3a, Hanpumep HCIIBC, BKIIIOYUTENHO CEEKTHBHH
uHXHOUTOpH Ha LHKJookcureHasza (COX) I, ACE unxuburopu, anrdorensus Il peuentopHu
AHTarOHMCTH M JHYPETULIM, ocobeHo 6puMkoBH quypetuus. [1pu 3anouBaHeTo Wiy ynorpebara Ha
TaKMBa NPOJYKTH B KOMOMHALMA ¢ METGHOPMUH € HeOOXOAUMO BHUMATETHO NPOC/IEASABAHE Ha
6bbpeunara ¢yHkLMs.

Jlexapcmsenu npoOykmu ¢ 6bMpeutHa XunepeaukeMuuHa aKmusHOCH (Hanp. 2HI0KOKOPMUKOUOU
(cucmemHoO U NOKATHO NPULONCEHUE) U CUMRAMUKOMUMEUYY)

Moxxe na € Heo6XOAUMO MO-4eCTO MPOCIIeiiBaHe HUBOTO HA KPhBHATA 3aXap, 0COOEHO B HAYANOTO Ha
neuenueTo. [pu Hyxna nozata Ha MeTdopMuH TpOBa Aa ce amanTHpa MO BPEME HA JIEYEHHUETO ChC
CHOTBETHHMS JIEKAPCTBEH NPOAYKT H CJI€ HErOBOTO CITUPAHE.

Tpancnopmepu na opzanuunu kamuonu (OKT)
MetdopmuH e cybeTpar u Ha narta Tpancnoprepa OKT1 u OKT2.

EnHoBpeMeHHOTO npunokeHue Ha MeThOPMUH C

° Wuxubutopu Ha OKT1 (kaTo BepanaMun) MoraT fa HaMaIAT eGUKACHOCTTA Ha METPOPMHUH.

° Hunyxropu Ha OKTI1 (kaTto puthamnuiiH) MOraT aa NOBRKINAT TaCTPOHHTECTHHA]
abcopbuusa v eprkacHOCTTa Ha METHOPMHEH.

° Huxnburopu Ha OKT2 (kaTo uMMeTHIMH, AOMYTErPaBUp, PAHONA3HH, TPHM, ;
BaH/JETaHMO, UCABYKAHA30JI) MOraT Aa MOHIKAT eTMMUHUPAHETO Ha MeThqP Ml
6b0peLuTe U TOBa 1a AOBEAE 10 MOBHLIEHA [U1a3MEHA KOHLEHTPALIMS HA M

° Huxn6uropu Ha OKT1 1 OKT2 (kato kpu3oTuHub, onanapus) Morar aa i oc;éu
edukacHOCTTa U GBOPEUHOTO eTUMUHUPAHE HA METHOPMHH. <




CnenosaresiHo, HEO6X0AUMO € a ce 0OpbLIa BHUMAHKE, OCOOEHO NMPU NMALUEHTH ¢ 6BOPeUHO
YBPEXKAaHe, KOraTo Te3H JICKAPCTBEHH NPOAYKTH CE MPpUJIarat eIHOBPEMEHHO ¢ MeTHOPMHH, ThH KaTo
f1a3mMeHaTa KOHUEHTpaLMa Ha MeTGOPMHUH MOxXe /1a Obe MoBuLIeHa. AKO € HEOOXOAMMO, MOXKE J1a ce
O6MHC/IH KOPEKLMS Ha 103aTa, Thi kato OKT WHXUGHTOpUTE/HHAYKTOPHTE MOTAT /1a IPOMEHST
edHKacHOCTTa Ha MET(HOPMHH.

4.6 ®eprHaHTET, OPEMEHHOCT H KbpPMeEHe

BpemenHocT
HekonTponupanaTa xunepriankemMus B NEpUKOHLENUMOHHATA (a3a v 10 BpeMe Ha BpeMEHHOCT ce

CBBP3Ba C MOBUUIEH PUCK OT BPOAEHU AaHOMAJIUY, 3aryda Ha OpeMEHHOCT, XMNEPTOHHS, MPeAU3BUKAHA
OT 6PEMEHHOCTTA, MPECKIaMICUs ¥ IEPUHATATTHA CMBPTHOCT.

[lo BpemMe Ha GpeMEHHOCT ce NpenopbUBa NOAAbPXKAHE HA HUBOTO HA KPbBHATA 3aXap Bb3MOXKHO HaM-
O/1M3KO A0 HOPMAJTHOTO, 33 1A C€ HAMAJIH PHCKLT OT NEGIArONPHATIIH HIXOAH, CRLPAAIH C
XUINEPTIIMKEMHUS], 34 MailkaTa 1 HeIHOTO AeTe.

AKO € KIIMHH4YHO HEOOX04UMO, ynoTpebaTa Ha MeThOPMUH MOJKe a ce OGMHCIHM N0 BpeMe Ha
OpeMEHHOCT ¥ B MEPUKOHIEMIIMOHHATA (ha3a KATO SONBAHEHHE HIH AITEPHATHBA 11a HIICY/IHIIA.

MeTCbOpMHH NpeMHHaBa npe3s rialeHrara ¢ HUBa, KOUTO MOorar aa 6’bllaT TOJKOBAa BUCOKH, KOJIKOTO
KOHNUEHTPALUHHTE MPHU MaiKkaTa.

['onsamoTo KonHuecTBO AaHHM 3a GpemeHHH xkeHU (noeede oT 1000 excnoHupaHu pesynrara) ot
6a3upaHo Ha PErUCTBP KOXOPTHO MPOYUYBAHE U MyOIMKYBaHH NaHHH (METa-aHATN3N, KITMHWYHH
MPOY4BaHHUS U PETHCTPH) HE MOKA3BAT MOBHLIEH PUCK OT BPOAEHH aHOMAIWH KM (eTO/HeOHATANIHA
TOKCHYHOCT CJie[l €KCMO3ULHS KbM METGOPMHH B MEPHKOHLEMIIHOHHATA (asa W/WiM 1o BpemMe Ha
OpemeHHoOCT.

VimMa orpaHuueHu n HeyGenuTeHH JOKa3aTeICTBa 3a edekTa Ha METGPOPMHUH BBPXY AbJITOCPOUHHS
pe3yiTaT NO OTHOIIEHHE HA TEMIOTO NPH AELA, U3JI0KEHU BHTPeYTpoOHO. MeThOpPMHUH He H3rnexna
Jia MOB/IMABA ABHTATEJIHOTO H COLMATHOTO Pa3BUTHE 00 4-TOOUIIHA BB3PACT MPH [elia, U30XKEHH 10
Bpeme Ha OpEMEHHOCTTA, BLIPEKH Y€ JAHHHTE 3a IBITOCPOUHHTE PE3YJITATH CA OrPAHHYEHH.

Kvpmene
MetdopmuH ce exckpernpa B kbpmara. He ca HabroqaBaHu HeXelaHU JIEKAPCTBEHH PEAKLIAM npu

HOBODOJIEHH KbpMayeTa/Malku Aeua. Bee nak, nopaau orpaHHueHHTe HANIMYHHA JAHHH, KbPMEHETO He
Ce NPenopbuBa NO BpeMe Ha JIeYeHHe ¢ METHOPMHMH.

Ilpu B3emMaHe Ha peLueHHME 1A [a Ce PEYCTAaHOBH KbPMEHETO TPSAOBa ce MMa MpeBK/L 110/13aTa OT
HEro ¥ NOTEHUHWAIHHA PUCK OT HEXKEJIaHH JIEKAPCTBEHH PEaKUMH 3a AETETO.

®eprunmrer
Ipu MBKKM M XKEHCKH MITHXOBE (DEPTHITUTETHT HE Ce MOBIHSBA OT METGOPMHH, MPUIIOKEH B IO3H A0

600 mg/kg/Ha fieH, KOETO € MOYTH TPH IBTH MOBEeYe OT MAKCUMATHATA NPENOPbYaHa JHEBHA 1032 MPH
xopa 11a 6a3a cpaBHeHHe Ha TEICCHA MOBLPXHOCT.

4.7 EdexTn BbpXy cH0COOHOCTTA 32 mIOdHpPaHe H paboTa ¢ MAIHHH
MeThopMuH, KaTO MOHOTEPANUsA, HE BOAH A0 XUIOrIMKEMHS. M 3aTOBA HAMA BJIMSAHHE BbPXY
crnoco6110cTTa 3a wodHpaHe i paboTta ¢ MALIKHH.

Bcee nak, naunenture Tpsa6pa Aa ca npeynpeneH: 3a pucka OT MOsABATa Ha XMIONTMKEMMUS, KOraT
cynoHUITY peiiHH, HHCYTMH HITH METJIATHHUIH).

4.8 Hexe/anH JieKAPCTBEHH PeaKIHH

B Hawanoro Ha neyeHHeTO, Hal-4ECTHTE HEXKeNlaHH JIEKAPCTBEHH PEakKUMH Ca rajieHe, MORRHE (e
1y,
auapwus, cTomauiHa 6o/ka U 3aryba Ha aneTuT, KOMTO B OBEYETO C/y4an OTMHHABAT cnow@fﬂp; 3a
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npeaoTBPATABAHETO UM C€ NpenopbyBa MeTCbOle/lH Aa ce lpyuemMa Ha AB€ WU TpH AHEBHU A03H H
NOCTECINEHHO YBE/IMYaBaHEe HA JO3HTE.

[To Bpeme Ha neuenune ¢ MeTGOPMHH MOTaT [a Ce MOSBAT CJIEAHUTE HEXKeENaHU IEKAPCTBEHH PEAKLIUH.
YecToTara UM ce onpeaens Kakro ciaeasa: MHOro yecth: >1/10; wectu: >1/100, < 1/10; uevyectu: >
171000, < 1/100; peaku: > 1/10000, < 1/1000; muoro peaxu: < 1/10000, ¢ HeusBecTHA yecTOTa (OT
HAJINYHUTE JaHHK HE MOXKe Aa ObJe HanpaBeHa OLEHKA).

le/l BCAKO IpYNHPAHC B 3aBUCHUMOCT OT YECTOTaTa, HEXEMAHUTE NEKAPCTBEHH peakKLMK Ce [d36p05lBaT
B HU3XO 41l pea NO OTHOLICHUE HA TEXECTTA.

Hapyuenus na metabonusma u XPaHEHETO

Yecmu
° Hamanasane/nebuunt Ha Butamun B12 (B3k. Touka 4.4)

Mnozo peoxu
° JlaktaTHa aumunosa (Bx. Touka 4.4)

Hapyiuenus Ha HEDBHATA CHCTEMA
Yecmu
° Hapywenns Ha rkyca

CroMalliHO-4YPEBHH HAPYIIEHUS

Mnozo vecmu

° CromalHo-upeBHH HapyIUCHUs KaTO raJieHe, NoBpbIIaHe, AHapHs, abJoMUHaTHA 60JIKa U
3ary6a Ha aneTut. Te ce MosBsABAT HAR-YECTO B HAYAIOTO HA TEPANUATA H OTMHHABAT
CHOHTaHHO B MOBEYETO CilyyaH. 3a Aa ce MPeAOTBPATAT Te3U CUMIITOMH, € NPENOPHUHTENHO
MeT(HOPMUH J1a ce npHemMa Ha 2 Wik 3 AHEBHHM A03H N0 BpEME MK CJel XpaHeHe. baBHoTo
yBe/MUYaBaHe Ha [03aTa MOXE CbLIO Aa NOA0OPH raCTPOMHTECTHHANHATA TOJIEPAHTHOCT.

Hapyienus na yepHoapodHaTa 1 sibuHa GOyHKIHA

Mrnoezo peorxu

o EnvHu4HKM ciyyan Ha aHOMaJTUK B YEPHOAPOOHKMTE M3C/EABAHMS UIH XENaTHT, KOUTO
[IPEMHHABAT CJIE/ [IPEYCTAHOBABAHE HA JIEYEHHETO C MET(HOPMHH.

[IpoMeHH Ha KOIKATA U MOJKOKHUTE ThKaHH
Mnozo peoxu
° Koxnu peakumu kato epurema, NpypUuTyC, ypPTHKAPHAL.

IHeanaTpuyuna nonyJjianus

HesxxeraHuTe JIeKapcTBEHH PeakLMH OT MyOIMKALMH U NOCTMAPKETHHIOBU W3TOYHHIH, KAKTO H OT
KOHTPOJIMPAaHH KIMHUYHH NPOYYBaHHS HA Malka rpyna neua, Mexay 10 u 16 roguHu, TpeTupaHu B
Npoab/uKeHKe HA | roaMHa, ca nogoOHu Ha HabMIOAaBaHUTE MPU Bb3PACTHH [0 OTHOILIEHHE HA
XapaKTepa U TeXeCTTa UM.

Cho011asaHe Ha MONO3HPAHN HEIKENAHH PEAKLIHK
CrobliaBaHeTo Ha NOJO3MPaHH HEXENAHW PeakLMy Cile/l pa3peLuaBaHe 3a ynoTpe6a Ha 1eKapCTBEHHMs
MPOAYKT € BaxkHO. ToBa no3BosisiBa 1a MPOABIKH HAGTIOICHHETO HA CHOTHOLUEHHETO MO3a/PUCK 32

JekapcTBeHHs OpoaykT. OT MeIHLHIICKHTE CIIELIMAJIHCTH CC H3HCKBA a ChOOLIABAT BCAKA
M0/103MpaHa HeXeNlaHa peakuys ypes M3nbiHuTeNHa areHuys 1o ekapeTsata, yi. ,,/1
Ne 8, 1303 Codus, Ten: +359 2 8903417, yebeaiit: www.bda.bg

4.9 [Ilpexozupane



Xurnornvkemus He ce Hab.I01aBa IOpH NPH 103K Ha MeTHOPMHKH 10 85 g, BLIPEKH Ye NP TaKKBa
obCcToATENCTBA Ce MOSBABA JIAKTATHA AUMI034.

3HAYUTENHOTO NPeSO3UPaHe Ha METHOPMHHOB XHAPOXJIOPHA U CHITBTCTBALLMTE PUCKOBH GaKTOPU
Morar Aa AoBedaT [0 JIaKTaTHa alka03a.

JlakraTHata auM103a € CMELIHO ChCTOAHUE M TPsAOBa fa ce jiekyBa B GonHuua. Haii-edexTusHoTO
Jie4eHWE € OTCTPaHABAHETO HA JIAKTAT U METPOPMHUH Upe3 XeMoAnan13a.

5. ®APMAKOJIOIMYHU CBOMCTBA
5.1 dapmakogHHAMHYHH CBOHCTBA

®apmaxoTtepanesTHyHa rpyna: JlekapcTBeHH NPOayKTH, OHWKABALM HUBOTO HA KPbBHATA 3aXap,
bursanuau. ATC xon: A10BA02

MexaHn3sM Ha aelicTBue

Merdopmun e SurBaHuz ¢ AHTHXHIIEPrANKEMUYHN ePEKTH BHPXY Ga3aiHaTa W OCTNPAHAMAIATA
xunepriukemus. Tol He CTUMYHMpa HHCYJIMHOBATA CeKpPeLMs, 3aTOBA HE NMPeaH3BUKBA
XUIOTJIMKEMUS.

Metbhopmuu HamansBa 6aszanHaTa XUIIEPHHCYTHHEMHS M B KOMOGHIIALMS C MHCYJIMH HAMAIABA
HY>K/1aTa OT UHCYJIHH.

MeTtdopmuH nposBsBa CBOS AHTHXHIEPIIUKEMUYEH ePEKT Upe3 MHOKECTBO MEXAHU3MU:
MeTtdopmHH HamasIsiBa [POLYKLMATA HA [HOKO3a B YEPHHS IpO0.

MeTdopmuH yiiecHsBa nepUdEpHOTO YCBOSBAHE U U3MON3BAHE HA [JIIOKO3a, OTYACTH upe3
YBE€JIMUaBaHe Ha UHCYJIMHOBOTO OEHCTBHE.

MeTtdopmun 3acara MeTabonM3Ma Ha rIIF0KO3aTa B YepBara: Y CBOSBAHETO OT KPhBOOOPAIIEHHETO Ce
yBennuasa, a abcopbumaATa OT XpaHaTa Hamansra. JIONkIHATEIHH MEXaHH3MH Ha IeHCTBYE B YepBaTa
BKJTIOYBAT YBE/IM4aBaHE HAa OCBOOOXKNaBaHETO Ha rnrokaroHonoaobed nentua (GLP-1) u namansasane
Ha pe30pOuKMATa HA XUTLYHH KMCETHHH. MeThOpMHH NPOMEHsl MUKpOOHOMa Ha YepBaTa.

Methopmun Moxe 1a MogobpH TUNUAHUS OPOGUI PU HHAMBUAK C XHUIEPIAHIHAESMHS.

B kiuMHM4nM npoyysaHus ynotpebaTta Ha MeTGOPMUH € CBbP3aHa WM ChC CTAGUITHO TEIECHO TErJIO.
WIH ¢ yMepeHa 3aryba Ha Terno.

Merdopmun e akTuBaTOp Ha aneHo3uH MoHodocar-nporenH-kuHasa (AMPK) v nosuiuasa
TPAHCIIOPTHHSA KaMalMuTET HA BCHYKH BUAOBE MeMOpaHHH MMIOKO3HH TpaHcnoptepu (GLUTS).

KnunnuHa epexrusHocT

ITpocnekTuBHOTO panaomusrpado npoyusane (UKPDS) notebpau awsarorpaiinata noasa ot

MHTEH3WBHHS KOHTPOJI Ha KPBbBHATA 3aXap NpHU Bb3PACTHU NalWEHTH ¢ auabeT Tun 2.

AHaJIM3bT Ha PE3y/ITATUTE TIPH MALMEHTH C HAAHOPMEHO TErJ0, JEKyBaHH ¢ MET(OPMHH CJIE] KATO

6e3 ycrnex e npuImKeHa caMo JUeTa, OKa3Bar:

. 3HAYUTEJIHO HAMAJIEHUE HA aOCOIOTHMA PUCK OT BCAKAKBH YCIIOXKHEHHS, CBbP3aHu ¢ nuabeTa, B
rpynara Ha MeTopmHH (29,8 ciyuas/1000 naukeHT-rofdH1) B CpaBHEHHE C IPyNaTa MalUeHTH
camo Ha adera (43,3 cnayuasn/1000 nanuenT-roauun), p=0.0023, u B cpaBHEHHE C rPYIIUTE HA
CyOHUITY pEHHY IeKapCTBEHH MPOLYKTH W HHCYNKH, MOHOTepanus (40,1 ciayuyas/1000
nauMeHT-roauiin), p=0.0034;

° 3HAYMTE/IHO HaMa/ICHHE Ha abCONIOTHHA PHUCK 32 CMBPTHOCT, CBbp3aHa ¢ auabera: MeThopMuH
7,5 cityqas/1000 nauuenT-roguHu, camo auera: 12,7 ciayuas/1000 nauueHT-roquHu, p=0

ciy4as/1000 naument-rogunu (p=0.011) 1 B cpaBHeHHe ¢ KOMOMHHpaHUTE rpynu
cyndoHuNypeHHM IEKapCTBEHU NPOLYKTH U MHCYJIWH, MOHOTepanus: 18,9 cnyqaﬂ
nauxeHT-roguuy, (p=0.021);



° 3HAYMTENHO HamasleHne Ha aOCOIOTHHUS PUCK 3a MHOKapaeH uHpapkT: meTdopmun 11
ciy4as/1000 naupen-roauuu, camo auera 18 ciyuas/1000 nauuent-roannu (p=0.01).

He ca nabnogasanu k1MHU4HM Noi3u Npu kKoMOGHHKPaHe Ha MeTOOPMHH Che CyIBOHMTYpes,
TIpUJIaral KaTo BTOPA JIMHHS Ha JieUeHHe.

Kom6uHaumsTa Ha METHOPMHH W MHCYJIHH € NpuiaraHa npy W3GpaHu naumeHTy ¢ auadet Tun 1, HO
KJIMHUYHA 0133 HE € KaTErOPHYHO YCTAHOBEHA.

[TeauaTpuuna nonynaus
Kontponupann kinnu4ny npoy4sanus ¢ Herossima rpyna aeua mexay 10 u 16 ronunu, TpeTHpanu B
NpoAb/KeHUe Ha | roiMHa, ca nokasaaH MPOMEHH B HUBOTO Ha KPbBHATA 3aXap, AHAJIOTHYHH HA TE3H
NpH Bb3PacTHU MALKEHTH.

5.2 ®apMakoKMHETH'IHH CBOHCTBA

Abcopbuus
Cnen nepopaHa 1032 METHOPMHHOB XHPOXJIOPH TabaeTKa, MAKCHMAHATA MU1a3MeHa

ionuenTpauus (Cuax) ¢C JoCTHra Mpubmu3uTento ciea 2 yaca u 30 MuHyTH (tmax). AGcoswrHara
GuoHanuuHoCT Ha 500 mg unm 850 mg MeTHOPMUHOB XUAPOXIIOPUA TABNETKHM € MPHOTHIUTENHO
50-60% nipu 3npaBu xopa. Criext nepopasua Jo3a, HeaGcopOrpaHara Gpakilus, OTKPHTA BbB
dexanuure e 20-30%.

Caen nepopanen npuem, abcopbumsta Ha MmeThopMrH e Hacuiaema H HembiHa. Ipeanonara ce, ue
abcopbuusTa Ha MeTOPMHH He € TMHEHHA.

IIpy npenopbyaHuTe 1034 U A030BH CXEMHU ¢ METHOPMHUH, CTAGHUIIHUTE IIa3MEHH KOHLIEHTPALWH Ce
mocturar ot 24 no 48 yaca 1 o NpUHUMI ca No-HUckH OT | microgram/ml. [pu koHTponHpaHu
IJTMHUYHH M3MTUTBAHWA MaKCHManHUTe MiasMeHu HuBa Ha MeTHOPMHUH (Cmax) HE HAJBULLABAT 5
micrograms/ml, IOpK K NMPK MAKCHMATHH 103H.

XpaHata Hamaisisa cTeneHTa u ciabo 3abaps abcopbuusTa Ha MeTdopmun. Crien mepopasieH npuem
Ha Tabnetka ot 850 mg ce Habmonasa 40% MO-HUCHK MUK HA NJIa3MEHaTa KOHLEeHTpauus, 25%
HamansBane Ha AUC (momra noa kpusara) ¥ 35 MUHYTHO ybJKABAaHE HA BPEMETO [0 NHKA Ha
nya3MeHara KoHueHTpauus. KiinHuvHuTe nocaeacTBys OT NpOMSHATA Ha T€3U NapaMeTpy OCTaBaT
HEM3SCHEHH.

Paznpenenenue
CBDbp3BaHETO € MIA3MEHHTE MPOTEUHH € HE3HAUMMO. MeThopMHH ce pasnpenens B epUTPOLIUTHTE.

IIMKBT B KPBBTA € NO-HHCBK OT MIA3MEHHS [THK U Ce NOSABABA MPUBIHU3ZUTEHO MO CHILOTO BpEME.
HepBeHHTE KPBBHYU KIETKY HAK-BEPOSTHO IIPEACTABIISABAT BTOPAUYEH ETAN HA pa3NpeeeHHe.
Cpennusat obem Ha pasnpesesnieHue € B paMKuTe Mexay 63 1 276 1.

Metabonuzsm
MetgopmMuH ce ekckpeTupa HempOMEHeH B ypuHaTa. He ca HIEHTUOHLHPAHU MeTaOOTUTH NIPU
xopara.

Enumunavpane
Bu6peunuar knnpbHe Ha MeThopmuH € > 400 ml/mMuH, KOeTo NoKa3Ba 4e METGOPMHH Ce ETHMHHHPA

upes rioMepyHa Gpuntpauus u TyOysHa cexperus. Cies nepopanta 103a, 04€BHAHO KPaiHOTO
BPEME Ha MOJTyeNMMHHHpaHe e npubnusuTentio 6,5 vaca.

Koraro 6b6peunarta dyHkums ¢ HapyieHa, 6bOpeYHHAT KIMPHHC C& HAMANABA POMOPLIMOHANHO Ha
HHBA Ha METQOPMUH B I1a3Mara.

XapakTepHCTUKH MPH CHEUMAIHE TPYTIH NALUHEHTH

bnOpeuno yepeicnane




Hannunute nannu npy nauveHTH e ymepena Gb0peyHa HeIOCTaThb4HOCT Ca OCKBHH M HE MOXKE 1a ce
HarpaBy HaIC)K/AHA OLEHKA HA CUCTEMHATA €KCMO3H UM HA METGOPMHH B Ta3H NOArpyra B CPABHEHHUE
C nauveHTH ¢ HopmaiHa 6b6peuna dyHkuma. CneaoBaTesnHo, afanTUpaHe Ha qo3aTa TpaOBa Aa ce
M3BBPLUBA Bb3 OCHOBA HA KJIMHUYHH ChOOpaXKEHHUs 3a €PUKACHOCT/MOHOCHMOCT (B3K. TouKa 4.2).

[leanarpuyna nonynaius

Wscnepsane npu enqHokpatHa no3a: GpapMaKOKMHETHUHHUAT NPOGUI NpU U, ONYHNIH €HOKPATHA
no3a ot 500 mg MeThOPMHHOB XHUIPOXJIOPHA, € MOA0OEH HA TO3H MPH 31PaBU Bb3PACTHM.

Pesyntatu cnen MHOroKpaTHO BO3MpaHe: BCHUKM JaHHH Ca MOJlyYeHH OT eHO u3caeasane. Cnef
npuinokeHve Ha no3a ot 500 mg ABa MbTHU AHEBHO B NPOAb/IXKEHHE HA 7 IHW HA [€LA U IOHOLLY,
MaKcHmanHara rjasmeHna konueHtpauus (Cmax) u cucremuara excrnosuuus (AUCO-t) ca Hamanenu
¢bOTBeTHO € 33% W 40% B cpaBHEHUE C Bb3paCTHU AHAOETHUM, NONYyYUau 1034 ot 500 mg ABa MbTH
AHEBHO B NpoabkeHHe Ha 14 nHu. Te3u pesynTaTu ca ¢ orpaHHUYeHa KIHHHYHA 3HAYUMOCT, NOpaau
WHMBHAYATHOTO OMPENEIISIHE HAa JO3MTE B 3aBUCHMOCT OT HHBOTO Ha KPbBHATA 3axap.

5.3 IlpeaknuHHYHM AaHHH 32 Ge30MaACHOCT

[IpeaKnMHMYHNTE JaHHH, OCHOBABALIM CE HA KOHBEHLIMOHAIIHY IPOYUYBaHHs BbPXY 6€30MacHOCT,
dbapmaxosorus, TOKCH4HOCT CIIEA, MHOTOKPATHO I03UpaHe, TEHOTOKCHYHOCT, KAHLIEPOreHeH
MOTeHLUMaN W PENPONYKTHBHA TOKCHYHOCT, HE MOKa3BaT OCOGEH PUCK MPH XOpa.

6. OAPMAINIEBTUYHHA JAHHHA
6.1 CuoHcbK HAa NOMOINHHTE BEleCTRA

Anpo Ha Tadbnerkara

Harpues HuwiecteH ravkonar (tumn A)
IToBunon K-30

apesuuHo HULIECTE

Konouaen 6e3soaen cunmupes 1MOKCHL
Maruesues creapar

DUIMOBO MOKPUTHE
Xumnpomenosa

Turanos guokcun (E171)
[Ipeuucren Tank
Makporon — 6000
IIponunenrnukon

6.2 HecbpBMecTHMOCTH

Heupuioxkumo.

6.3 Cpok Ha rogHocr

Merdopmun Exodapm 500 mg: 4 ronnHu

Metdopmun Exodapm 850 mg: 4 rogunu

Metdopmun Exodapm 1000 mg: 2 roaunn

6.4 CrnenHa/iHH yC/JOBHS HA ChbXpaHEHHE

To3u nexapcTBeH MPoAYKT He U3HCKBA CHELMATIHI YCIIOBHUS HA ChXPaHEHHE.

6.5 Buau chIbpKaHHE HA 0NAKOBKATA

PVC/ PVDC/AI 6nucrep(u) B KapTOHEHA Ky THs




Merdopmun Exodapm 500 mg u 850 mg - onakosku, chabpkamu 14, 28, 30, 50, 56, 84 u 100
dunmupanu TabneTku

Merdopmun Exodapm 1000 mg - onakoskH, cbabpxaiiu 30, 50 u 100 punmupann Tabnerku

He BcHukH BUI0BE OMAaKOBKHM MOraT Aa ObaT MyCHATH Ha nasapa.

6.6 Cneunma/IHH NpeANa3HH MEPKH NPH H3XBbPJIsiHE

Heuznonzpanusr nexkapcTeeH NpoAyKT MM OTNANbYHUTE MaTepPHad OT HEro TPAOBA [ C€ M3XBBPIIST
B CbOTBETCTBUE C MECTHUTE U3UCKBAHHMS.

7. IMPUTEXKATEJI HA PASPEINEHUETO 3A YIIOTPEBA

Exodapm I'pym Al

yJi. Atanac Jlykos Ne 29, er. 3

1407 Cocus, bvarapus

8. IHHOMEP(A) HA PA3PEIIIEHUETO 3A YIIOTPEBA

MerthopMmuH Exodapm 500 mg. Per. Ne 20180293

Metdopmun Exodapm 850 mg: Per. Ne 20180294
Metdopmun Exodapm 1000 mg: Per. Ne 20180295

9. HATA HA ITBPBO PA3PEIIIABAHE/IIOHOBSBAHE HA PASPEHNIEHHUETO 3A
YIHOTPEBA

Hata Ha nbpBO pazpeurasane: 18.10.2018 r,
Jara Ha nocneaHo nMoJHOBsABaHe:

10. [TATA HA AKTYAJIU3UPAHE HA TEKCTA




