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Z KDAMKa XapaKMEPUCITUKE HE npogyKkma  [lpunosisnie
1. HAME HA JIEKAPCTBEHUSA NPOAYKT | Kum Poz. Mo Jdo{JIt"f
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Merdoramma 500 mg punmmpann TabneTkn s esye’ 31-10- 213
Metfog a 500 mg film-coated tablets : B2/ AAAME - T ATV
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2. KAYECTBEH H KOMIMYECTBEH CHCTAB

Enna ¢punmupana Tabnetka chappika 500 mg Merdopmutos Xxunpoxnopun (metformin hydrochloride),
exBHBAJIeHTEH Ha 389,9 mg merdopmun Oa3a.

3a MBJTHUA CTHCBK HA NOMOIIHATE BELIleCTBA, BHXKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA

®unmupada TadbaeTka.
benn, kpeIyY, rmagku GUIMHpasn TabneTKH.

4, K/IMHHYHHA JAHHH
4,1 TepaneBTHUHH NOKAIAHHS

Jleuenre Ha 3axapeH awaber THN 2, 0COOEHO NPH MalHEHTH ¢ HATHOPMEHO TErNO, KOraTo CaMo AMeTa H
(GU3HYECKH YIIPAKHEHUA HE BOAST A0 aA€KBATEH [ITHKEMHYEH KOHPOJL.

. lIpu eu3pacTay, Merdoramma Moxe A2 ce npuiara KaTo MOHOTEpanus WK B KOMOMHaIIHA ¢ NPYTH
TIepPOPAJTHH aHTHAHAOETHH JIEKAPCTBEHH MPOAYKTH HIHM ¢ HHCYJIHH.
. Ilpu neuia Hag 10 roauuay u oHoux, MeThoramMma MoXe Ja ce mpuniara KaTo MOHOTepanHa HWiIH B

KOMOWHALMA C HHCYJIMH.

YCTaHOBEHO € HaMaJIeHWE Ha YCIIO)KHEHHATa, CBBP3aHH ¢ auabeTa, NMPH MAUMEHTH ¢ HaJHOPMEHO TETJIO H
Auaber THI 2, AEKYBaHH ¢ METQOPMHH, KATO MEPBH M30OP HA NEYCHWE Cleq HEYCHIEIHA aueTa (BHK ToYKa
5.1).

4.2 JIo3MpOBKA H HAYMHH HA HPHJI0KEHHE

Jlo3upoBKa

Bvspacmuu ¢ nopmanna 6v6peyna pyuxyus (GFRZ 90 ml/mun)
MonoTepannsa 1 B KOMOHHAIIHSA ¢ APYTH NEPOPATHH ANTHAHAGETHA CpeacTBa

ObuyaiinaTa HavyanHa a03a € 500 mg wnv 850 mg merdgopMHHOB XHAPOXIOpHA Ba WIH 3 IBTH IHEBHO,
NpUEeMaHa 1o BpeMe WIH CJIe XpaHeHe. ——
Cnen 10 no 15 num posara TpaGea na ce aganTHpa B 3aBUCHMOCT OT H3MEPEHHTE CTOﬁH | *m
3axap. [locTeneHHoTO NOBHIIABaHE Ha 103aTa MOXKe Aa MoAo0pH racTPOMHTECTHHAIHAT 5708 DAHTHG
IlpH NalMeHTH, mpUeMaiiyd BHCOKH JIO3M METPOPMHH XUAPOXJIOpHE (2 1m0 3 g AHEBHOIR
Tabnetk Metdoramma or 500 mg morar na 6baat s3aMeHenH ¢ eana ¢puaMupana TabjprRa/MetT(ioramma oT”, |
1000 mg. A L e

JlomycTHMaTa MaKCHMAaHa AHERHA 1033 METQOPMHHOR XHAPOXAOpUN € 3 g, pasaeneHy 1 TpHema
RN
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AKO Ce IpeABHXKIa 3aMsfHa Ha APYT NEpOpaicH aHTHOHAOETEH NMPOAYKT, MPEAMILIHOTO XHIIOTIIHKEMHYHO
AeueHue TPAOBRA a Ob/e NPEYCTAHOBEHO U 12 CE 3aMECTH ¢ MET(OPMHH B JI03aTa, TIOCOUEHa M0-rope.

KomM0OHHANAS ¢ HECYIHEA

MerdopMHH H HMHCYITHH MOTaT lia Cce M3MOJI3BaT B KOMOMHHpAHA Tepamus, 3a Ja Ce MOCTHrHe Mo-Zo0Bp
KOHTPOJI Ha KPbBHATa 3axap.

OOwuaiinara Havanwa noza e 500 mg unn 850 mg MeTHOPMHHOB XMAPOXJIOPHA 2 WIH 3 ITBTH JHEBHO,
JOKATO 103aTa Ha HHCYJIMHA C€ aJanTHpa B 3aBHCHMOCT OT U3MEPEHHTE CTOMHOCTH Ha KPhBHATA 3aXap.

Hayuenmu 6 cmapuecka gv3pacm

[lopaju BeposTHOCTTa OT HamaneHa ObOpeyHa (QYHKUHMA NpPH NALMEHTH B CTAPYECKa BB3pacT, 7103aTa Ha
MeTQOPMHUH TpaAOBa 1a ce amanTHpa B 3aBHCHMOCT OT OhOpeuHaTa QyHKIHA, KOATO PEIOBHO TpsAOBa 11a ce
KOHTpOIUpa (BHX TOUKa 4.4).

Bvbpeuno vepexcoane

[Ipean 3artouBane Ha edeHUWe C MPOAYKTH, ChIBPKAIIH MeThopMuH, TpaOsa Aa ce Hanpaew oueHka Ha GFR
CTOHHOCTHTE, a CJIe[l TORA - MOHE BeAHBXK TFoAMIHO. [IpH MalMEeHTH ¢ MOBHINEH PHCK OT NMO-HATATBHLIHO
nporpecHpae Ha OBOPEUHO YBpeKIaHe M NPH NALMEHTH B CTAPYECKA BH3pacT TpAOBa M0-4€CTO J1a ce NpaBH
oneHka Ha 6L0peynara GyHKIMA, HaTIpHMeEpP Ha BCeKH 3-6 Mecera.

GFR ml/mun O6ma MakcuManHa JlonmsIHHTETHY CHOOpaKeHHS
JHEeBHA 1033

(na ce pasnend Ha 2-3
JHEBHH JO3H)

60-89 3000 mg Moxe na ce obMuUcIN NOHUXKABaHE
Ha 103aTa BLB Bpb3Ka ¢
HaMaJI1BaHeTo Ha 6bpOpeyHaTta

(yHkm.

45-59 2000 mg DaKTopUTE, KOHTO MOAT Aa
YBEIWYAT PHCKa OT JIaKTaTHa
awuao3a (Bk Touka 4.4) tpadea 1a
OBaaT Npepasrienalu, Ipeau aa ce
OOMHCITH 3anOYBAHETO Ha JICUCHHE C
MeThOpPMHH.

Havasnara 7103a € Hai-MHOTO
[OJIOBHHATa OT MaKCHMAaJIHATA J03a.

30-44 1000 mg

<30 - Met¢opMHH € NMPOTHROIIOKA3AH.

Heouampuuna nonyrayus

Monorepanus H B KOMOHHALHS ¢ HHCYJIHE

. Merdoramma Moke Ia ce w3nonssa npu gena aan 10 FOQHHA U FOHOLIH.

¢ ObnuaiiHaTta HayanHa noza 500 mg wia 850 mg MeTdopMHHOB XHAPO
[IpPHEMA 1O BPEME WIR Clie]] XpaHEHe.

Cnea 10 go 15 auum foszara Tpabea na ce ananTHpa B 3aBUCHMOCT OT HUBOTO HA

npHeMa. £ T N s



4,3 TIlpormEonoxa3zanns

* CBpBXUYBCTBHTEIHOCT KbM aKTHBHOTO BELECTBO HIH HAKOE OT MOMOINHHTE BelllecTBa, U30POCHH B
TO4YKa 6.1;

. Bceku THI ocTpa MeTabo/MTHA alao3a (Hamp. NaKTaTHA aliHao3a, THabeTHa KeToalua03a);

° JuabetHa npe-koma;

. Texxa 6s6peyuna HepocTaTeuHOCT (GFR < 30 ml/MuH);

° OcTpH CBCTOAHMSI, 3acTpallaBalli AA BiIomaTr OnOpeyHara (QyHKIMA, KATO: JACXHIPATALMA, TEKKA

AH(pEKIA, MOK;

o 3abonaBaHus, KOMTO MoraT Ja NPUYHHAT ThKaHHa XHIOkcHA (ocofeHC OcTpH 3abondBaHMs WM
BJIOIIABaHE Ha XPOHHYHH 3a00MABaHMsA), KaTO. JEKOMIEHCHpaHa ChPACYHA HEAOCTATHYHOCT, PECIIUPATOPHA
HEIOCTATBYHOCT, HACKOPO NpeKapaH MHOKapAC¢H HH(apKT, IUOK;

* YeproapoOHa HEAOCTATHUHOCT, OCTPA ANKOXOJIHA HHTOKCHKAIHA, ATKOXOTH3BM.

4.4 ChnenuajHu npexyNpexIcHAS H NPeANA3ZHAA MEePKH IPHA YNoTpeda

JlakTaTHa auMnoza

JlaktaTHaTa anuMao3a, MHOTO PAJAKO, HO CEPUO3HO MeTADONUTHO YCIIOKHEHHME, Hai-4yecTo HACTBIIBA [IPH
OCTpo BaowasaHe Ha OB0pevHara pyHKnMA, KapaHO-pecnHpaTopHo 3abonsasaHe Wwin cencuc. Harpyneanero
Ha MET(QOPMHH HACTBHIIBA NPH OCTPO BIIOINABaHe Ha OBOpeuHaTa GyHKIHA M YBeIHYABA PHUCKA OT J1aKTaTHA
auMao3a.

B ciyyaill na nexunmpaTaums (Te)kKa AHAPMs HITH MOBPEUIAHE, TPECKa HIIH HAMAJIEH NIPHEM HAa TEYHOCTH)
Tpa6Ba BPEMEHHO Aa Ce crpe MpHeMa Ha METPOPMHH H € MPENOPBhUHTENHO Aa ¢ YCTAHOBH BPB3KA C
MEIHLIMHCKH CHEHANINCT.

[IppeMBbT Ha neKapcTBEHH NpPOAYKTH, KOMTO MOTar OCTpO Aa yepeaar OwOpeuHara ¢yHKUMA (KATO
aHTHXMIEePTCH3HBHU cpeacTBa, auypetund 1 HCIIBC) TpsadBa na ce 3anodHe ¢ MNOBHIIEHO BHHMAHUE TPH
MMALMEHTH, JIEKyBaHH ¢ MeTopmuH. Jlpyrn pHcKOBH ()aKTOPH 3a JIAKTATHA aLKZI03a Ca NMIPEKOMEPEH MPHEM
Ha aJIKOX0Jl, YepHOApOOHa HEZOCTATBYHOCT, HEIOCTATHYHO KOHTPONHpaH OHaber, keTo3a, NPOAB/LKUTEIHO
rMagyBaHe H BCAKAKBH CbCTOSHHA, CBBP3aHM ¢ XHIIOKCHS, KaKTO H CIHOBPEMCHHATa YNOTpeba Ha
JEKApPCTBEHH NPOAYKTH, KOUTO MOTaT Aa NPUYHHAT JIaKTaTHa alliao3a (BK Toukd 4.3 1 4.5).

[TanyenTure wwumu GonHornmenauure TpsGea da 6baaT MHGOPMHPAHH 3a PHCKA OT JIaKTATHA auUKAO3a.
JlaxTaTHaTta anMA03a ce XapaKTepH3HPa ¢ allMAO3HA IHCIIHESA, KOpEMHA G0JIKa, MyCKY/THH KpaMITH, aCTCHHA H
XHIIOTEPMHA, MOCIEABAHNA OT KoMa. B ciyuait Ha ¢chbMHEHHE 3a CHMITOMH [MALHEHTHT TpAOBa da cripe
ApHeMa Ha METHOPMIA H He3a0aBHO Aa NMOTHPCH AeKapcKa NOMOIL,. JIHarHOCTHUHHTE J1a00paTOPHH HaxOAK4
ca MoOHKKEHO KpbBHO pH (<7,35), noBumenn HKHBa Ha ua3Mends aakTat (>5 mmol/l) n nopuieHa aHMOHHA
Pa3THKa ¥ CHOTHOLICHHE IaKTaT/THpYyBar.

brOpeuna dynkums:

[Ipenu 3amouBaHe Ha Je4YeHWeTo TPAOBA Na ce HanpaBH OlleHKa Ha cToiHocTHTe Ha GFR H penoBHo cnen
TOBa, BWXK Touka 4.2. Merdopmun ¢ nporuBonoxaszan npi nauueHtn ¢ GFR <30 ml/mun u Tpabea na 6vae
BPEMEHHO CITPAH TIPH HAJIH4He Ha ChCTOAHUA, KOHTO NMPOMEHAT OBOpedHaTa GyHKLIMA, BHXK To4YKa 4.3).

Copaeuria dyHKIN:

[laiieHTH CBC ChbpeYHA HEAOCTATHYHOCT ¢4 HMIIOKEHM Ha NO-To/IAM PHCK OT XHMIOKCHA H OnOpeuHa
HEOCTaTHYHOCT. [1pH nmauMedTH ¢be cTabuinHa XpOHWYHA ChpAeYHAa HEAOCTATHYHOCT, METHOPMHH MOXE Aa
Ce M3MOJI3Ba NPH PEIOBHO HaONIOACHHE Ha ChpAeYHaTa M 6bOpeyHara GyHKIHA.

3a MaUHeHTH ¢ OCTpa M HecTaGHNHa ChpJevHa HEAOCTATEYHOCT, MET(OPMHH € MPOTHBONOKA3aH (BHXK ToUKa
4.3).

Hpunoxenwne Ha HoaupaHu KOHTPACTHH BEILIECTBA

Br1pechaoBOoTO npuiokeHwe Ha HOAHpaHM KOHTPACTHH BEINECTBA MOXKE
HHAYLMpaHa HedponaTHs, BOJEIIA A0 HATPYMBAHETO Ha METHOPMHH M TIOBHIIE
Merdgopmun Tpabea ja ce cnpe npenu WK o BpeMe Ha NIPOLEIypaTa 3a obpazug A
fia ce Bb300HOBABA N0 Hali-Maiko 43 waca cien ToBa, NpH ycnosHe Ye GuOpedddTa dyHKI

OTHOBO H € YCTAHOBEHO, Y€ € CTa0MIHa, BiK. TOYKH 4.2 H 4.5. N A
3 RS RNETS
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Onepauus
Merdopmun TpabBa na ce cnpe 1o BpeMe Ha onepaiusa Noj odia, CHHAHA WIH eNHIyPaTHa aHECTE3H.

JledenneTo MoXe fa 6ba€e BE300HOBEHO HE 110-paHo ot 48 yaca ciell onepanyaTa Wik Bh300HOBIBAHETO Ha
XpAHEHETO MIPE3 YCTa, H NpH ycloBHe 4e OnOpeuHaTta QyHKUHA € OLCHEHa OTHOBO H € YCTAHOBEHO, U€ €
cTabMIIHA.

[leqHaTpyyHa NOMyaaLMA
Ilpenn 3anoysade Ha eucHHe ¢ MeTOPMHH, TpaOBa qa ObAe NOTBBPAEHA AHarHo3ara 3a quader Tun 2.

IIpoBeAcHHTE KOHTPONMPAaHH KIMHWYHM M3CICIBAHHA B MPOALIDKEHHE Ha eQHa NOAHHA HE Ca YCTAHOBHJIH
BIVAHMC HAa MCT(OPMMH BBPXY pacTeka M myOepTeTa, HO 3aCera HiMa NO-TPOXBIDKUTEIHNM HaOMOACHHS B
TasH obnact. 3aToBa ce MpeNnophLYBa BHMMATENHO MpochensBaHe eQeKTHTe Ha MeT(OPMHH BbpXY Te3H
MapaMeTpH, NIO-CIISLIHAJTHO TIPH JIeueHHEe Ha Jella B npeamybepreTHa BB3pacT.

Jena mexay 10 n 12 rognnn

B KOHTpOIMpaHHTE KJIMHHYHH NMPOYYBAaHHA HA Jelia ¥ FOHOIIH ca OWIH BKIIOYEHH caMO 15 mauueHra Ha
BB3pacT Mexay 10 u 12 rogunu. Benpeky, de ednkacHOCTTa H 0€30MacCHOCTTa Ha METHOPMHH NIPH TE3H
Iella He Ca MO-Pa3zIMuHK OT Te3H [PH NO-TOJIEMH Jelia ¥ IOHOLIH, ¢€ I[IPenophyYBa 0COOEHO BHHMaHWe NpH
NpeANHCBAHEeTO HA MeTQOPMHH Ha Jelia Mexay 10 u 12-rogumua BB3pact.

g II CHHUA

BeHuke MaumeHTH TpadBa Ja mpoaBDKAT AMETaTa CH C PABHOMEPHO Pa3Npele/iCHHE HA BHIVIEXHIPATHHS
npHeM Tipes AeHA. [lauMenTUTe ¢ HaAHOPMEHO TErIIo TPADBa Ja cna3BaT HUCKOKAJIOpPHYHATA CH JHETa.

ObuaiiHuTe 1a00pAaTOPHH TECTORE 32 MOHHTOPUpPaHe Ha AHabeta TpabBa Aa ce H3BBPILIBAT PEIOBHO.

MeThopMIH MOXKE Ja HAMATH CepyMHHMTE HHBA Ha BUTaMUH B12. PHCKBT OT HMCKH HMBA Ha BUTaMHH B12
Ce YBelMuaBa ¢ YBENIMYABAHE Ha A03aTa Ha MeTQOPMHH, NPOIB/DKHTENHOCTTA HA JICUCHHETO H/WIK TIPH

HNAlHEHTH ¢ PHCKOBH (PaKTOpH, 3a KOHTO € M3BECTHO, Ye NMPpHUYMHABAT nepULHT Ha BHTaMHH B12. B cnyuai
Ha CBMHEHHE 3a AchHuUMT Ha BHTaMHH B12 (karo aneMus HAM HeBponatusa), TpaGBa Ha ce npocieasear
CepyMHHTE HUBa Ha BuTaMuH B12, Moxe na ce Hanoxu nepHoAMYHO NpocieAsBaHe Ha BHTaMuH B12 mpu
NallHeHTH ¢ PHCKOBH (paKkTopu 3a neduuut Ha BUTaMuH B12. TepanusaTa ¢ merdgopmun TpiaOBa 1a NpoabIDKH
TONKOBA ABArQ, KONKOTO C€ MOHACd H HE € MPOTHRONOKA3aHO M MOAXOAAUIO KOPHIUpaIllo JICYSHHE 3a
AedHIMT Ha BUTAMHH B12 e ocHrypeHo, B COTBETCTBHE ¢ HACTOAIMHTE KIMHHYHH PHKOBOACTBA.

MetdopmuH, npunarad caMOCTOATE/IHO, HE NPEAH3BUKBA XHITOTIMKEMMs, HO TPAOBA 1a c€ BHHMaBa, KOTaTo
Ce HM3MOI3BA B KOMOWHAUMSA C HWHCYNHH UMM JpYrd TEepopalHH aHTHAWAOEeTHH MPOAYKTH (Hamp.
cyJaHANypeiiHi IPOAYKTH WIH METTTUTUHHAAM).

Topa nexapcTBO ChpaBpAxa NMO-Manko oT 1 mmol Harpwuii (23 mg) Ha Tabnerka, T.e. MOXKE J1a Ce Kaxke, ue
[PaKTHYECKHU HE ChALPKA HATPHH.

4.5 BianmojeiicTBre ¢ APYrH JeKAPCTBEHE NPOAYKTH U APYrH opMn Ha B3anMoaeHCTBHE
He ce npenopvysa cenvmemeawa ynompeba

Anxoexon
AJIKOXOJTHaTa HHTOKCHKALIMA CE€ CBBP3Ba ¢ MOBHULICH PACK OT JIAKTATHA ampao3a, ocC
TIagyBaHe, HEMOXPAHBAHE HIH YEPHOIPOOHA HEAOCTATHUHOCT.

Hooupanu xonmpacmuu eetyecmea



Merpopmun TpaOBa 3agDKUTENHO 1a ce CNpe Npead HWIH N0 BpeMeé Ha Mpoleqypara 3a obpasHa
IHArHOCTHKA U He TpabBa 11a ce BB300HOBARA N0 Haii-Manko 48 yaca cnea ToBa, npH yciioBue Ye ObOpeuHaTa
dbyHKUMA € OLeHeHa OTHOBO U € YCTAHOBEHO, Ye © cTabunna, Bix Touku 4.2 u 4 4.

Komounayuu, usuckeawyu npeonaznuu Mepxu npu ynompeoa

Hskou eKapCTBEHH MPOAYKTH MOTaT Ja ¢€ OTPa3AT HeQOMaronpHATHO Ha 6L0pe4HaTa yHKIMA, KOETO MOXeE
Aa yBENHYH PHCKA OT NakTaTHa amunosa, HanpiMep HCIIBC, BkIOYHTENHO CeneKTHBHH MHXMOMTOPH Ha
muknookcHrenasa (COX) 1I, ACE waxubuTopn, aHrnoTeH3uH Il pelienTopHH aHTATOHMCTH ¥ JXHYPETHLIH,
ocobero 6pumkoBu aHyperunu. IIpu 3anousaneTo win ynorpefara Ha TaKHBa NMPOAYKTH B KOMOHHAIMA ¢

METPOPMHH € HeOOXOANMO BHUMATETHO npocieaasaHe Ha 6h0peuHaTa GyHKIHA.

Jexapcmeenu npooykmu ¢ SbMPEUIHQ XUNEPIUKEMUYHA AKMUGHOCTM (HAND. 2MOKOKOPMUKOCMEPOUOU
(CUCMEMHO U ROKATHO NPWIONCEHUE) U CUMNAMOMUMEmUYL)

Moxke na e Heobxogumo Mo-uecTo mpocreisBaHe HMBOTO Ha KPBBHaTa 3axap, oco0eHO B Ha4aloToO Ha
neyeHueTo. llpu Hyxna, mosarta Ha meTdopMHH TpabBa Ha ce ajamTupa MO BpeMe Ha JIEYEHHETO CBC
CHOTBETHHA JIEKAPCTBEH NPOXYKT M CJIEA HETOBOTO CITHPAHE.

Tpancnopmepu na opeanuurnu kamuonu (OKT)

MetdopmaH e cybctpar u Ha neara TpaHcnoptepa OKT1 u OKT2.

EaHOBpeMEHHOTO NPUIOKEHHE Ha METHOPMHEH C

. Huxuburopun Ha OKT1 (xaTo BepanaMiur) Morar a HaMajAT €(pHKacHOCTTa Ha METQOPMHH.

¢ Hunyxropn #a OKT1 (xaTo pudaMnuimn) morar a TOBHINAT TaCTPOMHTECTHHANHATA abcopOLMs U
e(pHKaCHOCTTa Ha METGOPMHH.

. HMuxuburopn Ha OKT2 (kato uMMeTHIHH, N0MyTerpaBHp, paHOIa3uH, TPHMETOTIPHM, BAHIETaHHO,

HCaBYKOHA30J1) MOT'aT Ja MOHWKAT eIHMHHHPAHETO Ha MeT(hopMIH 1ipe3 Ox0pennTe H TOBa Ja
A0Beae J0 MOBHIIEHA IJIa3MEeHa KOHLICHTPAIMA Ha MeTQOpMHUH.
. Huxuburopr Ha OKT1 1 OKT2 (kato kpH3oTHHHO, OjlaniaprO) Morar Ja NpOMEHAT e(PHKaCHOCTTa H
0p0peunara enmMuHaLHA Ha MeTHOPMHH.
CrienoBatesiHo, HeoOX0mMMO € a ce oOpsina BHHMaHue, 0COOEHO MpH MaiueHTH ¢ 6BOpeyHo yBpexnaHe,
KOraTo Te3H JICKAPCTBEHH MPOIYKTHM C€ NPUIaraT €QHOBPEMEHHO ¢ METQOPMHH, ThbH KATO IUIa3MeHAaTa
KOHLEHTpalHsA Ha MerdopMHH Moke na Oble noBHimmeHa. AKO e HeoOXOQumo, Moxe 1a ce OOMHCIH
KOpeKIHs Ha mo3ata, Tbid kato OKT HHXMOUTOpHTE/MHIYKTOPHTE MOTAT [a MPOMEHAT e(HKACHOCTTA HA
MeT(OPMHH.

4.6 @epTHAATET, GPEeMEHHOCT B KLPMERE

bpeMeHHOCT

HekouTponnpanaTa XuneprinkeMus B NEPHKOHIIEMUMONHATA $a3a U O BpeMe HA GPEMEHHOCT € CRBp3aHa ¢
MOBHIICH PHCK OT BpPOJICHH aHOMajHM, 3aryba Ha OpeMeHHOCT, XHICPTOHHMA, NPEAH3BHKaHA OT
OpeMEHHOCTTa, PEeEKNaMIICHA H MIepUHATAHA CMBPTHOCT. BaXKHO € J1a ce HOAXbpKaT HUBaTa Ha KPbBHATa
3aXap BB3MOXHO Hai-OnM30 [0 HOpMalHMTE Mpe3 Lanara OpeMEHHOCT, 3a Ja €€ HaMalH PHCKBT OT
HeOAronpHATHH W3XO0H, CBhP3aHH ¢ XMNEepTIIMKeMHs, 328 MaHKaTa M HefHOTO JIeTe.

MetdopMHH OpeMHHaBa Npe3 MialieHTaTa ¢ HHMBA, KOMTO MOTaT Ja ObAaT TONKOBA BWUCOKM, KONKOTO
KOHUECHTPALMHTE NPH MalikaTa.

I"'onaMo koHYECTBO AaHHH 32 OpeMeHHH xeHH (roseue oT 1000 ekcCnoHHpaHH P
Ha PerucThp KOXOPTHO NMpOYYBaHe M IyO/NHKYBaAHH NAHHM (METa-aHAIM3H,
PErMCTPH) HE MOKa3BaT MOBHIICH PHCK OT BPOJEHH aHOMAJIUH WJIH (PEeTo/Heo
CKCTIO3HIIMA KbM METPOPMHH B NEPUKOHIICTILMOHHATA (a3a W/HIIM N0 BpeMe Ha



MMa orpaHHYeHH W HeyOeAWTENHM AOKa3aTelcTBA 3a edeKTa Ha MeTHOPMHH BBPXY ABIIOCPOUHMs
pesy/ITaT 1o OTHOIIEHHE HA TETJIOTO MpH Aena, H3IoKeHH BETpeyTpoOHO. MerdhopMHH He H3Iiexaa aa
MOB/IHABA JABUTATEJHOTO H COLMAIHOTO Pa3BUTHE 10 4-TOAMIIHA BB3PACT MPH JACLIA H3IOKEHH 110 BpEME
Ha OpeMEHHOCTTA, BEIPEKH Y€ JAHHHTE 3a JBJITOCPOYHHTE Pe3Y/ITATH Ca OrpaHHYEHH.

AKO € KIHHHYHO Heo0XoauMo, ynorpedaTa Ha MeT(hOpMHH MoOXe Aa ce OOMHCIH MO BpeMe Ha
OpPEMEHHOCT H B TIEPUKOHLISMMIHOHHATA (ha3a KATO JOITEIHEHHE HTH aJITSPHATHBA HA HHCYJIHHA,

KspmeHe

MerdopMHH ce ekckperHpa B KbpMaTa. He ca HaOmoaBaHH HeXeNaHH JISKAPCTBEHH pEakLUW IIPH
HOBOPOJICHH KbpMadeTa/ MAJIKK fiella. Bee mak, mopaiy OrpaHHYEHHTS HAJMYHHW JaHHH, KbPMEHETO HE CC
MPENIOPBYBA 110 BPEME Ha JICUEHHE C MET(POPMHH.

Tpabsa na ce B3leMe pellleHHe, JajH 14 C€ NPESYCTAHOBH KbPMEHETO, KATO C& HMa NpenpHj IMo3ara oT
KbPMEHETO K NOTEHLHANIHNA PHCK OT HEXKEMAHHM JIEKAPCTBCHH PEAKIHU 3a JISTETO.

depTHIIHTET

IIpH MBXKH H XKEHCKHM IUTbXOBE (GEepTHIHTETHT HE CE MOBIUABA OT MeT(HOPMHH, NPHIOKeH B 403H A0 600
mg/kg/Ha 1eH, KOEeTO € NOYTH TPH METH NMOBEYe OT MAKCHMAITHATA MpEeNnopbhYaHa JHEBHA 103a NPH Xopa, Ha
6a3a cpaBHEHHE Ha TeJlecHa NOBBPXHOCT.

4.7 EdjexTn BLpxy cnocofHOCTTA 32 modHpaHe B paboTa ¢ MAIINHA

Merdopmun, xaTo MOHOTEpan®s, He BOOH 110 XHIIOTIMKEMHA H 3aTOBA HAMa BIHAHHE BHPXY CMOCODHOCTTA
3a moHpase 1 paboTa ¢ MAIlIHHU.

Bce mak, nmaumenTure TpaOBa na ca MpeAYNpPEeAEeHH 3a PUCKAa OT MMOABATA HA XHOOIVIMKEMHS, KOTATO
METPOPMHH Ce¢ H3MoA3Ba B KOMOWHANMA ¢ JpyrH anTHIHaO0EHTHH JIeKapCTBEHM TNPOJAYKTH (Hamp.
CyN(paHWIYpeHHU, HHCYJIMH WIH METTTHTHHHAH).

4.8 Hexenaun 1ekapeTBeHN peakning

B HayajioTo Ha IeYeHHeTO, Hali-uecTHTe HeXeNaHH JIEKAPCTBSHH PEaKIMH ca rajcHe, HOBPbLIAHE, JHAPHA,
cromammHa Oonka u 3aryba Ha ameTwT, KOHTO B IIOBEUYETO C/y4ad OTMHHABAT CIOHTAHHO. 3a
NPeaOTBpATABAHETO HM C€ MpenopbyBa MeTPOpMHMH Aa ¢€ npHemMa Ha ABE WIH TPH IHCBHH J03H H
NMOCTENEHHO YBE/IHYaBaHe Ha JO3HTE.

[To BpeMe Ha nedeHHe ¢ METHOPMHH MOraT Aa €€ IOABAT CICIHHTE HEXENAHH JICKAPCTBEHW PEaKUMH.
YecToraTta HM ce Oonpenens KakTo ciieasa: MHOTO Yectd: >1/10; wectn: >1/100 po <1/10; neuectu: >1/1000
a0 <1/100; peaxn: >1/10000 no <1/1000; muoro pexxu: <1/10000.

IIpu BcAKO rpynHpase B 3aBHCHMOCT OT YECTOTATA, HEXKENAHHMTE JIeKApPCTBEHM PEaklHH ce H30posBatr B
HH3XOALI pel 10 OTHOLIEHHE Ha TEKECTTA.

CHeTeMO-OpraHen Kjiac Hexelannd JeKapcTBeHH peaKOHHA YeeToTa
Hapywenun na memabonusma | Hamanasave/neduuur Ha Buramun B12 | Yectn
U xpanenemo (Brk TOouka 4.4)

JlakraTHa anMaoza (Bwk Touka 4.4) MHOro penkH
Hapywenus na nepenama | Hapymenus Ha Bkyca Yectn
cucmema
Cmomawno-upeenu CroMaliHO-YpEBHA  HApYIICHHUA,  KaTo
HAPYUEHUS razicHe, NOspLIIaHe, AUapus, adZOMHAHANHA

Gonka M 3aryba Ha ametur. Te ce mosgBABaT
HaW-4eCcTO B HAYAJOTO Ha TepanuATa H
OTMUHABAT CMIOHTAHHO B MOBEYETO CIYYaH.
3a 1a ce NpenoTBPATAT TE3H CHMITTOMH, €

6




NPENnOpHYHATENIHO METPOPMEH a CE TIpHEMA
Ha 2 Wik 3 JHEBHH JO3H MO BPEME HIIH CIe]l
XpaHeHe. baRHOTO yBenHuaBpaHe Ha J03aTa
MOXKE CBILO Ia nmogobpu
rAaCTPOHHTECTUHAITHATA TOJIEPAHTHOCT.

Xenamobwruapnu vapywenus | EayauyHl  ciyya Ha  aHoManuH B | MHOro peaku
YepHOAPOOHHTE M3CNEABAHHA WIH XeMATHT,
KOHMTO HMPEMHHABAT C/Iel NMPEYCTAHOBABAHE
Ha JIeYeHUETO ¢ MEeTHOpPMHH

Hapvwuenua na xoxcama u | KoxHu peakumu, kate epureMa, npypurye, | MHOre penku
ROOKONCHAMA NMbKaH YPTHKapHA

IleanaTpuuna IOy 1alNs

Hexenanure nekapCTBEHH peakuMd OT NyONMKAUMM H OCTMApKETHHIOBH W3TOUHMIM, KaKTO # OT
KOHTPOJIMPaHH KJIHHHYHH TIPOYYBAaHWA Ha Majka rpyna jgena, mexay 10 w 16 romMHu, TpeTHMpaHu B
NPOOBDKEHHE Ha | roarHa, ca nonodHu Ha HaOMOAaBaHWTE MPH BB3PACTHH IO OTHOLIEHHE Ha XapaKTepa H
TEKECTTA HM.

Crobiapase Ha MOAOSHPAHHA HEXKEIAHN peakLHH
Cro01aeaHero Ha NMOAO3HPAHH HEXENAHH peaKUMH cjiefl paspellapaHe 3a ynoTpeda Ha JEeKapCTBEHHSA

IPOOYKT € BakHO. ToBa MO3BOMAR2 a2 NPONBDKH HAOMOJEHHETO HAa CHOTHOUICHHETO T0A3a/PHCK 32
NEKApCTBeHHA NPOAYKT. OT MeIMLMHCKHMTE CIeNHallHCTH Ceé M3MCKBa Aa ChOOLIABAT BCAKA IOJO3HpaHA
HEXeNlaHa peakiws Ype3 H3mbanuTenHa areHums mo Jekapersara, yi. ,,Jlaman I'pyes” Ne 8, 1303 Codus,
Ten.: +35 928903417, yebcaiit; www.bda.bg.

4.9 Ilpenosmpane

XHNOruKeMHs He ce Habmonasa IOPH 1P 103M Ha MeTPOPMHHOB XHAPOXJIOPHA A0 85 g, BeIOpekH ue MpH
TaKHBa OOCTOATENCTBA Ce MOABABA JJAKTATHA AllHR03a.

3HaYMTEIHOTO MpeAo3Hpase Ha MeT(GOPMHH H CHITBTCTBALIHTE PHUCKOBH (DAKTOpPH MOraT aa AoBenar [0
JaxTaTHA auMao3a.

JlakTaTHaTa an03a € CNEHAC CHCTOAHME W TPAOBa Na ce JeKysa B 6onnuna. Hail-edeKTHBHOTO eueHHUE €
OTCTPAHSABAHETO Ha JIAKTAT U MeTGOPMHH Hpe3 XeMOIHAIH3A.

5. ©®APMAKOJIO'HYHU CBOMCTBA

5.1 <PapMakogHHAMHYHE CBOHCTBa

dapmakoTepanieBTHMHA IPyma: JlekapCcTBEHH NPOAYKTH, MOHWXKABALIM HHBOTO Ha KPBBHATA 3axap.
bursamigu. ATC xoa: A10BA02

MexaHH3bM Ha nelicTBUe

Metdopmun € OUrBaHH] ¢ aHTHXMNEPTIMKEMHYHH e(heKTH, BHPXY 0a3anHara v mocTHpaHAHaIHATA
XUnepriankeMua. Toi He CTUMYIHpa HHCYJIMHOBATA CEKPELMS, 3aTOBA He MPeJH3BHKBA XUTIOTTTHKEMHA.
MeTtdopmHH HaMansBa OasaTHaTa XHNEPHHCYIMHEMHS H B KOMOMHALUA C HHCY/IHH HaM
WHCYJIHH.

MerdopMUHET nposBABa CBOS AHTUXHIIEPTIIHKEMHUEH e(eKT Upe3 MHOKECTBO M
Mer¢gopmunr HamangBa NPOAYKLHATA Ha FIIIOKO3a B YepHHUs ApoD;
MeTtdopMuH ynecHsaBa nepadepHOTO yCBOABAHE H H3MOM3BaHe Ha ITII0KO34,
VHCYJIMHOBOTO ACHCTBHE.

MerdopMuH 3acgra MeTabo3Ma Ha IUIIOK03aTa B YepBaTa; Y CBOABAHETO OT
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BKTIOYBAT YBEJIHYABAME Ha 0CBOOOKAaBaHeTO Ha rmokaroHonoaobeH nentua 1 (GLP-1) ¥ HaMansdBaHe Ha
pe3opbrmATa Ha AITHYHH KHCENTHHA. MeTHOpPMHH NIPOMeHs MEKPOOHOMA Ha YepBaTa.

Metdopmun MoXe Ja noaoOpH TUIMAHHSA PO TIPH MHIWBH/K C XUIEePAUTIe TUMHSL.

B 1WHUYHY Npoyusanud, ynorpebaTta Ha MeTHOPMHH € CBBbp3aHa HIH ChC CTAOMIIHO TEECHO TETJIO, HIIH C
yMmepeHa 3aryfa Ha Terno.

MerdopMiH € akTHRaTOp Ha aneHO3HH MoHodocar-npreuH-kunasa (AMPK) u nosHinaBa TpaHCIOPTHHA
KarnanuTeT Ha BCHYKM BHIOBE MeMOpaHHH MNTIOKO3HH Tpaxcnoprepu (GLUTS).

KnuHuuna epUKacHOCT M 0e30nacTHOCT

IIpocnexTuBHOTO paHaomuzupado npoyusade (UKPDS) norsspan apirorpaiHara nojiza 0T HHTEH3HBHHA

KOHTPOI Ha KPBBHATA 3aXap NPH BLIPAaCTHH nanueHTH ¢ amuaber tvn 2.

AHaM3BT Ha Pe3y/ITATHTE NMPH NAKMCHTH C HAJHOPMEHO TErJIo, JeKyBaHH ¢ MeTgopMuH, ciea kato Oe3

ycrex e NpWIOKeHa CaMo JIUeTa, NOKa3BaT:

. 3HaYMTEIHO HaAMaeHWe Ha abCONIOTHHMA PHCK OT BCAKAKBH YCIOKHEHHA, CBBP3aHH ¢ nuabeta, B
rpynara Ha MeThopmuH (29,8 ciayyas/1000 maumeHT-rOAWHH) B CPABHECHHUE C rpylara MauHCHTH
camMo Ha aveta (43,3 cnywaa/1000 namment-roaunn), p=0,0023, U B cpaBHeHHE C IpylnHuTe Ha
cynaHuTypetiHA JeKapcTBeHH NPOAYKTH H HHCY/IMH, MoHoTepanus (40,1 ciywas/1000 maupeHT-
rogunu), p=0,0034;

) 3HAYHTCIIHO HaMalleHHe Ha abCOJIOTHHA PHCK 33 CMBLPTHOCT, CBBp3aHa ¢ Auabera: MeTdopmud 7,5
ciy4as/ 1000 nauueHT-roguuu, camo aueta: 12,7 cnyuas/1000 naumenr-rogunu, p=0,017;
. JHAYMTEIIHO HaMalleHHe Ha aOCOMOTHUA PHCK 3a o0ma CMBPTHOCT: MeTdopmus 13,5 ciyqas/1000

NMaLHEHT-TOOUHH, B CPaBHEHHWE ¢ Ipymnara MalHeHTH c¢aMo Ha auera: 20,6 cnyyas/1000 nmanuent-
roguid (p=0,011), u B cpapHeHHe ¢ KOMOWHHpaHMTE TPyNU Ha CY/paHHITYpPeHHH JICKAPCTBCHH
NPOJXYKTH H HHCYJTHH, MOHOTepanHua: 18,9 cayuas/1000 narment-roguasn (p=0,021);

* 3HAUMTEIHO HAMaJleHHe Ha aOCOMOTHHA PHCK 33 MuokapiaeH HHbapkT: merdopmud 11 ciyuas/1000
nalHeHT-rogsHy, camo aqueTa 18 cryuas/1000 naupenr-roguan, p=0,01.

He ca HabmoaBaHH KNMHHYHU 0134 NPH KOMOHHHpaHe Ha METGOPMHH CBhC CYIdaHWTypes, IPHIarad Kato
BTOpa JIMHHUA HA JICYCHHE.

KomOuHauuATa Ha METQOPMHH ¥ MHCYIIHH € MpHjIaraHa npd w30panm naimeHtH ¢ aupaber tan 1, HO
KIHHHYHA 107133 HE € KATETOPHYHO YCTAHOBEHaA.

lleanaTpuyHa Domyanys
KoHTponupaH# KIWHHYHH NPOYYBaHHMA C HETOJMIMAa Ipyma fera, Mexay 10 m 16 romwHH, TpeTHpaHH B

IMPpOABDKCHHC Ha 1 FollHHa, Ca IMOKa3aJlH NpCMCHH B HHBOTO Ha KPBBHATA 3aXap, aHATOIri4HH IIPH Bb3paCcTHH
NAIMCHTA.

5.2 ®PapMAKOKHHETHYHH ¢BOHcTBA

Abcopbums

Cnea nepopanHa no3a MeTHOpPMHHOB XHAPOXJIOpHI TableTka, MakCHMalHaTa IUIa3MeHa KOHLEHTpaLHi
(Crmax) ce mocTHra npuOIH3MTENHO chen 2 yaca ¥ 30 MUHYTH (tma). AGcomoTHaTa GuonanuiHocT Ha 500 mg
wiH 850 mg merdgopmuHOB Xuapoxyiiopua TabneTkH € npHOaHzuTenHo 50-60 % npn 3npasu xopa. Cnen
nepopanHa 1034, HeabcopOupaHata gpakuus, oTkpuTa BbB Pexanuure € 20-30 %.

Cnen nepopaneH mnpHeMm, aGcopOuusiTa Ha MeTGOPMHH € HACHTEHA H HEThIHaZA %
abcopOumaTa Ha MeTHOPMHH HE € JIMHEHA. - 78

[Ipy npenopruaHHTE NI03H M NO30BH CXEMM ¢ MET(OPMHH, CTaCHIHHTE RPpriepTp:
focTurar ot 24 10 48 yaca M MO NPHHIMI ca No-HuckH oT 1 microgram/ml. TIgh BoATHOIMPAHI KKim
H3MHTBAHHA MAKCHMAIHHTE IUIa3MEHH HUBA Ha MET(GOPMUH (Cuar), HE HANBHIIZBEY S Microgranis/ml, nopH
H [IpH MAKCHMAJTHH O3H. ZH;-.%. ;'ﬂ'“:r— |
\"*:Tx.%’f.-.x:, X ¥ )



Xpanata HamansBa creneHta M cmabo 3a0asst aGcopOuusaTa Ha Merdopmun. Crel nepopajeH NMPHEM Ha
Tabnetka ot 850 mg, ce HaGmoaapa 40% Mo-HUCHK MUK HA IUIA3MEHaTa KOHUCHTpauHs, 25% HaMansBaHe Ha
AUC (nimomra moa KpuBaTa) H 35 MHHYTHO YAB/DKABAHE Ha BPEMETO A0 MHKA Ha [UlasMcHATa
KOHUEHTpaLus. KIHHHYHKUTE TOCJI€ACTBUS OT MMPOMAHATA HA TE3H [ApaMETPH OCTABAT HEH3ACHEHH.

PasznpeneneHue

CBBP3BAHETO ¢ TUIA3MEHHTE NMPOTEHHH € He3HAUYUMO. MeT)OopMHH ce pasnpejens B epuTpourTure. [lnket B
KPBBTA € MO-HUCHK OT MNa3MEHHMS MHK U Ce MOABABA MPHUOMUZUTENHO MO CHIIOTO BPEME.

YepeeHHTE KPBBHH KIICTKH HaH-BEPOATHO MPEACTABNIABAT BTOPHUEH eTall Ha pasnpencincHHe. CpetHUAT
obeM Ha pasnpenesicHUe € B paMKUTE Mexay 63 u 276 |,

buotpanchopmaris

MetdopMHH ce eKCKpeTHpa HepoMeHeH B ypaHaTa. He ca naeHTHGHIMPaHH MeTaGONMTH NIPH XOpaTa.

EnumuHupaHe

bbOpeuHnAT KiMpbHC Ha MeTdopMuH ¢ > 400 ml/MHH, KOETO MOKa3Ba Y€ MET(HOPMHH Ce eMMMHHHPA Ype3
raoMepyJiHa puiTpauus H TyOynHa cexperusa. Cnen nepopaina 103a, O4€BHAHO KpaHHUAT €TUMHHALHOHEH
MOy KHBOT € MPHOIHIUTEIHO 6,5 Yaca.

Korato 6u6peunara dyukuus ¢ Hapymena, On0peuHMsIT KIHPBHC € HAMAJICH TPONMOPIHOHATHO Ha TO3M Ha
KpEaTHHHHA M 3aTOBa CIMMHHALMOHHHAT II0JYKHBOT € YAB/DKEH, KOSTO BOJAM 10 MOBHIICHA HHWBA Ha
MeT({OPMHH B IU1a3MAaTa.

XHQEIKTGL)HCTHKH MPH CIICITHAJIHH TPYNH NAIIUEHTH

bubpedHo yBpexaaHe

HanuiHuTe naHHH NPH ManMeHTH ¢ yMepeHa OBOpeYHa HEAOCTaTBUHOCT Ca OCKBAHH M HE MOXKe Ja ce
HAlPaBH HANCKAHA OLICHKA Ha CHCTEMHATa €KCHO3HIMA Ha MET(HOpPMHH B Ta3H MOArPyNa B CPaBHCHHE C
MAUHUEHTH ¢ HopMaiiHa OuOpeuna ¢yuxuua. CrneaoraTenno, agantTupaHe Ha fo3ara TpaOBa fa ce H3BBHpILBA
BH3 OCHOBA Ha KIIMHHUHH ChOOPAKEHHA 3a e(PMKACHOCT/ MOHOCHMOCT (BIK TOuKa 4.2).

[leauaTpuyHa nomyianus

HM3cnearane mpy emHOKpaTHa 403a: (apMaKOKMHETHUYHHAT Opodit mpH Aela, NoMyYHIH €/lHOKpaTHa 1032
ot 500 mg MeTHOPMHUHOB XHAPOXIIOPHA, € NOACOEH Ha TO3M TPH 3JpaBH Bb3PACTHH.

PesyniTaTH cjeA MHOIOKpaTHO JAO3HWpaHe: BCHYKH JAaHHM ca MONyuYeH# OT enHo HicnensaHe. Cren
NpHaOKEHHe Ha no3a or 500 mg 1OBa WHTH AHEBHO B IPOAB/DKEHHWE HAa 7 JHM Ha Aella H IOHOIIH,
MaKCHMAJTHaTa rutasMeHa koHUeHTpaumsa (Cumsx) ¥ cucreMHara excnozuiums (AUC 0-t) ca HaMmaleHH
cbOTBETHO € 33% 1 40% B cpaBHeHHe ¢ BB3paCTHH AHaOeTHLH, MOMYYHIR Xo3H oT 500 mg ABa MbTH AHEBHO
B npoAwbkeHue Ha 14 nauu. Te3u pesynratu ca ¢ oOrpaHdueHa KIHHMYHA 3HAYHMOCT, [MOpaM
HHAWBHAYATHOTO oNpeie/isHe Ha IO3HTE B 3aBUCHMOCT OT HHBOTO HA KPBBHATA 3aXap.

5.3 IlpesxknunanyHH A2HAR 3a 6e30nacHOCT
IlpenknyHUYHATE [JAHHW, OCHOBaBallH C€ Ha KOHBCHUHMOHAJIHH MPOYYBAHMA BBPXY 0€30MacHOCT,

¢apMaKoIorus, TOKCHYHOCT ¢l MHOTOKPATHO J03HMpPaHe, F€HOTOKCHYHOCT, KAPLMHOTEHEH MOTCHUMA H
PETIPOAYKTHBHA TOKCHUHOCT, He MOKa3BaT 0cOOEH PHCK mpH Xopa.

6. PAPMAIIEBTUYHMU JAHHH
6.1 CnRchK 42 NOMONIANTE BellleCTBA

HarpHeB HULIECTEH ITHKONAT,




IlapeBywuHo HELIECTE,

[Toeunon K30,

be3BoIeH KONOHIEH CWIHIMER TUOKCH,
Marunezues creapar,

XHrnpoMenosa,

Turanuer xuokcun,

Ilponunen rauxon,

Maxporon 6000,

TaJIK.
6.2 HecbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpox Ha rogHoct

5 roguuHu.

6.4 Cnennajnd ycJa0BHA HA ChXPAHEHAE

To3mn nexkapcTBeH NMPOOYKT HE U3ACKBA CNIELMAIHY YCIIOBHA 3a ChXpaHEHHE.

6.5 BHA M cBLALPKARHE RA ONAKOBKATA

Onakoeky no 30 ¢pruiMupanH TabIeTKH.

6.6 Cnennannn npeanasHu MEPKH NPH HIXBBLPJasHe H paboTa

Heuznon3sauuar nekapcTBeH NPOIYKT WIHM OTNATRYHMTE MATEpHANIH OT Hero TpAOBa Aa ce H3XBBPIAT B
CBOTBETCTBHE C MECTHUTE H3UCKBAHHY.

7. IPHTEXATEJ HA PABPEIIEHHETO 3A YIIOTPEBA

Worwag Pharma GmbH & Co. KG

Flugfeld-Allee 24

71034 Boblingen

['epManus |
Ten.: +49 (0)7031/ 6204-0

®axc: +49 (0)7031/ 6204-31

8. HOMEP HA PAZPEIIEHHETO 3A YIIOTPEBA

20010544

9. JATA HA IIBPBO PA3PEHIABAHEAIOJHOBABAHE HA PA3SPEIIEHHUHETO 3A
YIIOTPEBA

Hata Ha mepeo paspemasaune: 12 ¥Ouu 2001 r.

Hara na nocneano nogHoesarane: 15 Mekemepu 2010 .

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

09/2023
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