KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA



I. HUME HA JJEKAPCTBEHMA ITPOAYKT

Cunodop 1000 mg dnaMupanun tabaeTku
Siofor 1000 mg film-coated tablets

2. KAYUECTBEH H KOJINUECTBEH CbhCTAB
Enna ¢unmupana Tabnerka cwpabpxka 1000 mg Merdopmunor xuapoxiopua (metformin

hydrochloride), exsuBanenred Ha 780 mg MeThopMHH (metformin) BbB BHJ HA OCHOBA.
32 NbAHUA CIHCBK HA MOMOLHUTE BELIECTBA, BUXKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

dunmupaHa Tabnerka.
bsna, ABOHHO M3nbKHanNa, NpojAbNroeara puaMupaHa tabaerka cbe ckocsBaHe (snap-tab) or emnara

CTpaHa, YAECHABALLO pa3ICAAHETO, ¥ C ACJIUTENHA YEpTa OT JpyraTta CTpaHa.
Tabnerkata MoXe Ja OB/l pa3/ieneHa Ha ABE paBHH A03H.

4. KJIUHHAYHHA JAHHHU

4.1 TepaneBTHUHH NOKAZAHHSA

JleyeHHe Ha Thn 2 3axapcH auaber, ocodeHo Nnpxu Malu€HTH C HAAHOPMCHO TETJNO, AKO ONUECTATA N
cbnanecxme YIIPpaAXXHCHHC HC BOOAT A0 aA€CKBATCH INIHKCMHYCH KOHTPOJ.

° [Ipu Bu3pacthu Cuodop 1000 mg Moxke a ce NU3noa3sa KaTo MOHOTEpanus Ui B KOMOHHaLNA
C IPYTH NepopaiHy aHTHAHA0ETHH NIEKapCTBA HITH HHCYIIHH.
. Ilpn aeua Hap 10-roauinga Be3pact U oHowH Cuodop 1000 mg MokKe Ja ce W3Mon3sa Karo

MOHOTEpPAIUA UM B KOMOUHAUMA C UHCYIIHH.

YCTaHOBEHO € HaMalleHHe Ha YCNOXHEHHATA Ha aHabera npH BL3pACTHH NAUHEHTH C HAXHOPMEHO
Terno U Auadber TUN 2 npu NeyeHue ¢ MeTHOPMHUHOBR XWAPOXJOPHA KAaTO MbPBO CPEACTBO HA U300Op
cjle] Heycnex oT Auerara (Bxk. 7. 5.1).

4.2 Jlo3npOBKA K HAYHH HA NPHJIOKEHHE

Jlo3upoeka

Bw3pacmnu ¢ nopmarna 6vbpeuna ynxyun (GFR= 90 mi/mun)

MoHnotepanig 1 KoMOMHaLMA C APYTH NEepoOpansi aHTHAHA0ESTHH IEKapCTBa
OobuuaiiHata HayanHa aosa e 500 mg unmn 850 mg MeThOpMHHOB XHAPOXNOPHA 2 UIHN 3 NBTH RHEBHO,

MpHIaral no BpeMe WK Clie XpaHeHe.
Cnen 10-15 anu pozara tpabBa ga ce KOpurupa B 3aBUCHMOCT OT U3MEPEHHTE HHUBA Ha KpbBHATA

3axap. ITocTeneHHOTO NOBUILEHHE HA A03AaTA MOXE Aa MOJ0OpH CTOMAIIHO-YPEBHATA TOHOCUMOCT.

[[pn nauneHTH, nNpUeMalld BHCOKHM N03H METHOPMUHOB XHApoXfnopua (2 Mnu 3 g Ha JeH), €
Bb3MOXKHO J1a ce 3aMenaT ABe dunamMupaHu Tabnetku MeTdopMuHOB xuapoxiopua 500 mg ¢
dunMupana tabaetka Cuogop 1000 mg.




MaxkcuManHaTa NpenopbynTeaHa 1032 Ha MET(HOPMHHOB XHAPOXNOPHA € 3 g/neH, pazlelieHa Ha TpH

npuema.,
AKO ce npeapHXAa NpeMHHaBaHe OT JApPYro NEpopajHe aHTWAMaberHo nekapctTBo, TpsOBa na ce

ApEYCTaHOBA MPHEMDBLT Ha ApPYyroTo JICKGpCTBO H Jda CC 3allOYHC MCTq)OpMHHOB XHAPOXAOPHA B
ropecnoMEHarara ao3a.

KomOnHauusg ¢ HHCY/INR
MeThOpMHHOB XMAPOXJOPUA M HMHCYNMH MOraT fAa C€ M3NoJ3BaT Karo KOMOHWHHpaHa Tepanus 3a

MOCTHIAHe Ha MNOo-N00Bp IIMKEMHUYEeH KOHTpoM. MeTgopMHHOB XHUAPOXJOpPHA CE€ npuiara B
obnuaiiHaTta HavanHa xo3a 500 mg uayu 850 mg 2-3 mbTH DHEBHO, AOKATO [03aTa HA HHCYJIHMHA C€
KOpHTHpa CIIOpea H3MepPeHHUTE HUBA Ha KpbBHATA 3axap.

Cmapuecxka av3pacm

[Topanu BeposTHOCTTA OT HaManeHa ObpOpeuHa GyHKUWSA NPH NALHEHTH B CTapyecka Bbh3pacT, 103aTa
Ha MeT(hOPMHHOB XHIpoxJiopua TpsbBa ga 6bae kopurupana cnopen 6OnOpeuHata QyHxLUHA.
Heobxoanumo e peoBHO npocnenssake Ha Ob0peyHaTa Qpynkuud (Bx. T. 4.4).

bvbpeuno yapeocoane

IIpeny 3anouBaHe Ha NEeYCHUE C NPOAYKTH, CHABLPKALLW MeThOpMHH, TpAOBa na ce HAMpABH OlLIEHKA
Ha GFR cTrofiHOCTHTE, a2 clieA TOBA - NOHE BEAHDXK NOAULIHO. [IpH NaUMEHTH ¢ NOBHIIEH PUCK OT NO-
HATaThLIUHO Aporpecupade Ha 6L0pedHO YBpeXKAaHe H NPH NMalMEHTH B CTapuecKa Bb3pacT TpadBa no-
4yeCcTO /12 ce MpaBy OllcHKa Ha Ob0peyHara PyHKUUs, HanpyuMep Ha BCekU 3-6 Mecena.

GFR ml/mMuH Obia MakcHMaliHa AHeBRa | JIOMbAHUTENHH CHLOOpaXKEHNA
n03a (#a ce pasaesau Ha 2-3
JAHEBHH N0O3H)

60-89 3000 mg Moxe fa ce 0OMMCNU NTOHHUXKaBaHE Ha 103aTa
BBHB Bpb3Ka ¢ HamansBaHeTo Ha 6nOpeunara
hyHKLHA.

45-59 2000 mg DakTOopHTE, KOWTO MOTAT Aa YBEAHYAT PHCKA OT

JaKTaTHa aunzo3a (Bx. Touka 4.4) Tpabra pa
Obaat npepasrnenaii, npean aa ce odOMUcu

30-44 1000 mg 3a104BAHETO HA JleYeHHe ¢ METQOPMHUH.
HauanHaTa go3a ¢ HalW-MHOTO NMOJIOBUHATA OT
MAaKCHMalHaTa J03a.

<30 - MeTdhopMHH € NpOTHBONOKA3aH

Heouampuuna nonyaayus
MoHoTepanug U KOMOMHALIUA C HHCYNTHH

¢ Cuodop 1000 mg moxe aa ce u3nonssa npu aeua Haa 10-roauiuHa sb3pacT M MIPH FOHOLLH.
. OO6nvaiiHaTa HavyanHa 103a e 500 mg unu 8§50 mg MeTPOpMHHOB XURPOXJIOPHA BEAHDK AHEBHO,
MPRIOKEHH N0 BPEME HJIN CNEJ XpPAHEHE.

Cnen 10 npo 15 nuu poszarta TpsaOBa Na ce KOpHrupa CnpsaMO U3MEPEHUTE HHBA HA KPbB
IToCTENEHHOTO YBEJIMYEHUE HA [03aTa MOXE aa noaodpH CTOMALLHO-YPEBHATA



MakcuManHara npenopbuuTenHa 103a MeTQOPMUHOB XUAPOXJIOPHA € 2 g Ha JIeH, pa3/ic/ieHa Ha 2 UIH
3 npuema.

Haunn Ha MPpHIOXKEHHC

bnaropapeHue HaNMYHETO HA CKOCABAHE OT €AHATA CTpaHa (snap-tab), punMupaHuTe TabneTkn Morar
na ObaaT pasfeneHy Mo [Ba HauMHa — NOJOOHO Ha APYrH TabNeTKH ¢ MOMOINTA Ha JABETE pblie, HIH
aKo Ce MOCTaBAT Ha TBBPAA PABHA OCHOBA CBC CKOCABAHETO OTAONY M C€ HATHCHE OTrope ¢ nasjaeua.

4.3

IIpoTHBONOKA3aHNS

CBPBbXYYBCTBUTENIHOCT KbM AKTHMBHOTO BELUECTBO MJIH KbM HAKOE OT NOMOLUHWTE BELLECTBA,

H30pOEHH B T. 6.1

Bcexd THn ocTpa MetabonuTHa auuno3a (KaTo JIaKTATHA auuao3a, auaberHa keroaumposa),
nuaberHa npekoma

Texxa Ob6peuna HepoctarbuHocT (GFR < 30 ml/min)

OCTpH CBCTOSHHMS € PUCK 3a NMpoMsHa B ObOpeuyHAaTa (PyHKIMSA, KATO AEXHUIApATALMS, TEKKA
HHpeKUHA, HIOK

3afonaBaHe, KOETO MOXE 1a AOBEAE A0 ThbKaHHA XMIIOKCHA (0cobeHo ocTpo 3abonsBaHe wam
BJIOILIABAHE Ha XPOHWYHO 3a00nsBaHe) KaTo:

- IEKOMIIECaTOpHA ChpJIeUHa HEROCTATHYHOCT

- AMXaTe/IHa HENOCTATBYHOCT

HACKOpO npekapaH HH(apKT Ha MHOKapaa
- HIOK
- UepHoapoOHa HEAOCTATBYHOCT, OCTPa AJIKOXOJIHA HHTOKCHKALHA, ATKOX0JIH3bM




4.4 CpneumnajJJHHU NpeaynpexieHnsa U Npeana3Hd MepKH NpHu ynotpeba

JlakTaTHa aunnosa

JlakTaTHaTa auua03a, MHOTQ PAIOKO, HO CEPUO3HO METaDOMUTHO YCIOXHEHHE, Hail-ueCTO HACTLIIBA
MpH OCTPO BAOLLABAHE Ha OBLOpevHara (yHKUHA, KapAUO-pecnUpaTOpHO 3a00siBaHE WU CEMCcUc.
HaTtpynBaHeto Ha MeTQOpPMMH HACTBLNBA MPH OCTPO BioLIaBaHe Ha ObOpeuHaTa ¢yHKUHS U
YBEJIMYABa PUCKA OT JJAKTATHA aLlMA03a.

B cnyuali Ha Aexuapatauug (TeXKa Auapus UM TIOBpPBLIAHE, TPECKA MW HaMajleH TPUEM Ha
TEYHOCTH) TpaOBa BpeMEHHO 1A ce CIpe nprueMa Ha MeTHOPMHH H € NpenopbUYBTEIHO Aa C& YCTAHOBH

BPb3Ka C MEAHLIMHCKH CNELIHANKCT.
[IpemMBbT Ha NEKApPCTBEHH TMPOAYKTH, KOMTO MOTAT OCTpPO Aa yBpeAsaT ObOpeuHara ¢yHxuMs (kaTo

aHTHXMIEPTEH3UBHH cpeacTBa, anyperuld 1 HCIIBC) tpabea ga ce 3anodHe ¢ noBHINEHO BHUHMaHWe
Apyd MalUMeHTH, neKyBaHUW ¢ MerdopmuH. JlpyrH pHckoBH (akTOpUM 3a JlaKTaTHa auMao3a ca
NpeKOMEPEeH MNpHEM HAa ajlKoXOoJ, YepHOAPOOHA HEAOCTATHBYHOCT, HEAOCTATHYHO KOHTPOJMPAH
NHabeT, KeTo3a, MPOALIKUTEIHO IM1afyBaHe B BCAKAKBH CHCTOSHHS, CBBP3AHH C XMIIOKCHS, KAKTO M
€IHOBpEMEHHATA ynoTpeba Ha JIEKApCTBEHW NPOAYKTH, KOHTO MOTaT Ja NpHYHHAT JaKTaTHA allMa03a
(Bx. Touknt 4.3 ¥ 4.5).

Huacnoza

ITauuentrTe W/ OonHornenavuute Tpadra aa ObAaT NHOOPMHPAHU 3a PHCKA OT JIAKTaTHa allia03a.
JlakTaTHaTa aungo3a ce XapakTepH3upa ¢ allMo3Ha JUCNHEs, KOopeMHA 00JIKa, MYCKYIHU KPaMMH,
acTCHHS U XHUMOTEPMHHA, NMOCNEABAaHHA OT KOMa. B Ciiyyall Ha CbMHEHME 32 CHMNTOMH MalHEHTDLT
TpsabBa Ja cnpe nNpueMa Ha MeTPOpMHH W He3a0aBHO Aa MOTHPCH NEKapcka nomoll, JIHarHoCTHYHHTE
nabopaTopHH HaXOAKH €a MOHMKEHO KpbBHO pH (<7,35), noBULLIeHW HUBA HA MIa3MeHNs naxTtat (>5
mmol/l) ¥ NOBUIUEHA aHHOHHA PaA3/IHKA H CHOTHOLIIEHUE NTAKTAT/NHpYBaT.

HEK&DHTB TpHﬁBﬂ Add TTPEAYIDEXKAaBaT NAaUHCHTHTE 34 PHCKd M 3a CHMIITOMHUTEC Ha JIaKTaTHa alKHA034.

brbpeuna ¢pyHKINS
Tbi kato meTdopMHH ce eKckpeTupa oT ObOpeunTe, NMpeau 3anoyBaHe Ha jeuyeHHero TpsabBa pa ce
Hanpaey oueHka Ha croiHocTuTe Ha GFR M penoBHO ¢nej TOBa, BX. ToOUKa 4.2;
- AOHE BEAHDBK MOAMILHO NPH MAUHEHTH ¢ HOpManHa 0b0peuHa QyHKIHA;
- noHe ABa N0 YETHPH MMbTH TFOAHLIHO TPH NAUHEHTH ¢ HHBAa Ha KPEaTMHHHOB KIHMPBHC Ha
AOJIHATA IPaHHUL@ Ha HOPMATAa M I1PH NALMEHTH B CTAPYECKA Bb3PACT.

MeThopMHH € npoTHBoNoKasaH Npu nauuedTd ¢ GFR <30 ml/muH u Tpabea na 6bae BpeMeHHO CpAH
NpPH HaNUYUE HA CBCTOAHNSA, KOUTO NMPOMEHAT ObOpeUnaTa QyHKuuA, BX. TOUKa 4.3).

HamaneHnara 6n0peuHa ¢pyHKUHS NpU NAUKMEHTH B CTApUeCKa Bb3PACT € 4€CTa U ACHMNTOMATHYHA.
CneLanHo BHHMaHHE € HeobXoAuMo B ciyvyadu, NMPH KOUTO MOXKE Ja ce¢ Hapymu ObbpeuHaTa
(YHKUNAA, HANpUMeEp NPH 3aNo4YBaHE HA AHTUXUNEPTEH3IUBHO JI€YEHHE, AUYPETUUHO JIEUEHHE HITH TIPH
3aNOYBaHEe Ha JICUEHYUE C HECTEPOHIHH NpoTHBOBb3NanuTenHu cpeactea (HCIIBC).

ChpaeuHa hyHKIUS




[TalueHTHTE CbC ChPACYHA HEJOCTATHLYHOCT €A C NO-roNAM PUCK OT XUIIOKCHS 1 ObOpedHa
HEeIOCTATHEYHOCT. MeTopMHH MOXKe Jla ce W3NO0J3Ba NPH NALMEHTH Che cTabUTHA XPOHHYHA
CbpAeHHa HEAOCTATHYHOCT NPH PEROBHO HabnoAeHHE Ha chbpleyHaTa H ObOpeuHaTa QyHKLHUA.

MeThOopMHH € MPOTHUBONOKA3aH 3a MALKUEHTH ¢ OCTPA K HECTAOUIHA CBPREYHA HEAOCTATBHHOCT
(BHXXTE TOUYKA 4.3).

[TpunoxkeHHe Ha HON-ChABPXKALY KOHTPACTHU BeLECTBA

BbTpecsA0BOTO NpUIIOKEHHE HAa HOAMpaH® KOHTpPAacTHH BEUIECTBA MOXE Ja AOBEAE A0 KOHTpAcT-
HHAYLHHpaHa HedponaTtusd, BOJAEWa A0 HATPYNBAHETO HAa MET(HOPMHH M MOBHILEH PUCK OT JIAKTATHA
annnosza. MerdopmnH TpabBa Ja ce cnpe npedd HAM NO BpeMe Ha Tnpoueaypara 3a obpasna
AWArHOCTHKA M He TpadBa Ja ce BL300OHOBsBA N0 Hal-Manko 48 4aca cjed TOBa, NMPH YCIOBHE e
6bOpeuHaTa GpyHKIHA € OliIeHeHa OTHOBO U € YCTAHOBEHO, Y€ € cTabunna, BX. Toukd 4.2 1 4.5.

Onepalius

MeTthopMHH TpabBa Ja ce chpe IO BpeMe Ha onepauns noja ofina, CNUHaNHA WIM €MUAYypaliHa
aHecTe3nd. JleueHneTto Moxe aa Obae Bb30OHOBEHO He MO-paHO OT 48 yaca ciel onepauUATa MAH
Bb300HOBABAaHETO Ha XpaHEHETO Mpe3 YCTa, H NpH ycnoBhHe ye ObOpeyHaTa (YHKLHUA € OLCHEHA
OTHOBO H € YCTaRHOBEHO, Y€ € cTabunHa.

Hpyru npeanasHy MEPKH

. Bcuuky nanueHTH TpaOBa Ja npoAbikaT Aa cna3BaT OHETaTa CH ¢ PABHOMEPHO pasnpefeneH
MPHEM Ha BBRIIEXWAPATH npe3 faeHs. [lannenTuTe ¢ HAAHOPMEHO Terjo TpAdBa Aa NPOABIDKAT
11a CMa3BAT JMETATA, OrPAHHYABAILIA KAJIOPHHUTE.

. O6nuaitnure 1abopaTopHH TECTOBE 32 npocieaspaHe Ha quabeta TpaOBa a ce MpaBAT PEAOBHO.

. MeTthopMHH, TpHNaraH CaMOCTOATENHO, HE TNPHYNHABA XMMOTIHKEMHSA, HO € HeocOXoaumo
BHHMaHHE TIpH NPHJIOKEHHETO MY B KOMOWHAUMS C WHCYJIHH HIH € APYrH aHTHAHAOETHH
nexapctsa (Hamp. cyndaHURYpeiiHN TeKapCTBA HIIH METIMTHHUIN).

[TleauaTpruba nonyjiaums
[Tpeay 3anouBaHe Ha nevyeHHe ¢ MeTGOopPMIUH TpabBa na ce NOTBbPIU JHarHo3ara 3axapeH AUabeT THIT

2.
KDHTPDJIHP&HHTG KNHHHYHH TNIpOYYBaAHHA B MNPOAB/KCHHE HA €IHA I'OJ1JHHA HE YCTAHOBABAT E¢EKT Ha

MeT(HOPMHH BbPXY pacTexxa U mybepreTa, HO HAMA ABATOCPOYHM JaHHHU B TazH cneuuduuHa obnacr.
Eto 3auo ce npemopbuBa BHMMATENHO INpocheissaHe Ha edekTa Ha MeTPOPMHH BbPXY TE3H
napaMeTpH MpH Aeua, JeKyBaHn ¢ MeThopMuH, ocobeHo npu Jeua B npeanybepreTHa Bb3pacT.

Hleya na sv3pacm mexncoy 10 u 12 zo0unu

Camo 15 nuua Ha Bm3pacT Mexny 10 w 12 roamHy ca BKIIOUYEHH B KOHTPOJNHMPAHU KJIMHHYHK
Npoy4YBaHUsA, MPOBEAEHU MNMPH Jena U HOWH. Bbnpekn ue edHkacHocTTa ¥ O€30MaCHOCTTA Ha
MeT(GOPMUH MPH TE3U AELla HE C€ pa3nKiyaBa OT €PUKACHOCTTa H He30nacHOCTTAa NMPH [0-roAeMH Jleua
H KOHOIUM, ce npenopbuBa ocofeHOo BHMMAHHE NpH IIPEANHCBAHETO Ha MeT(OpPMHH Ha Jeua Ha
Bb3pact Mexkay 10 4 12 roauHu.

4.5 B3auMoJeHCTBHE C APYrH JeKapCcTBEHH NPOAYKTH H APYrH GOopMH Ha B3aHMOAEHCTBHE

He ce npenopbuBa cbObTCTBANA ynoTpeba

Anxoxon




ANKOXONHAaTa HHTOKCHKaUKS Ce CBbP3Ba C MOBMUIUECH PUCK OT JIAKTaTHA alUn/103a, 0cOOEHO B Cyyau Ha
rnaayBaHe, HeOXpaHBaHE WJIM YepHOAPOOHA HEROCTATBLYROCT.
Jla ce u3bsarsa NpHEMDBT Ha aJKOXOJ W HA aNKOXOJI-ChbABPKALN JEKAPCTBEHM MPOAYKTH.

Hodupanu xonmpacmu sewjecmaa

MeTdopMuH TpAOBa 3aQBMKUTENHO Aa ce Clipe Mpedd UM MO BpeMe Ha npouelypata 3a obpa3Ha
RNArHocTHKa U He TpabBa na ce BbL30OHOBsIBA 10 HaW-Manko 48 yaca cien TOBa, MPH YCITOBHE Y€
6BOpeuHaTa PyHKIUA € OLICHEHA OTHOBO H € YCTAaHOBEHO, Y€ e CTabMuNHa, BX. TOUkH 4.2 1 4.4,
BBTpecbA0BOTO NPpUNOXKEHHE HA HOAMpPaHH KOHTPACTHHM BeEIECTBA MOXe Aa J0Bele AC KOHTPacT-
HHAYLHKpaHa HedponatHs, BOAeEIA A0 HATPYNMBAHETO HA MET(HOPMHH M MOBHILUEH PUCK OT JIAKTATHA
alMua03a.

Kom6uHainy, H3MCKBallY NMpeAna3Hi MEPKH NpH ynoTpebda

Haxou nexapemeenu npodykmu mozam 0a ce ompazam Hebagzonpusmno Ha bvopeunama pyuxyun,
KOEMO MOdice 0a yeeauuu pucka om aaxmamua ayudosa, nanpumep HCIHIBC, axrovumenno
cenekmugnu uxxubumopu na yuxnooxcuzenasa (COX) Il, ACE unxubumopu, arnzuomensun Il
peyenmopHu anmazonucmu u ouypemuyu, ocobeno bpumrosu ouypemuyu. Hlpu 3anoveanemo unu
ynompebama Ha maxkueéa NPOOYKMU 8 KOMOUHayus ¢ Mem@popmur ¢ HeobX00UMO BHUMOMENHO
npocaedssare Ha bvopeunama pyHxyus.

Jexapcmeenu npooykmu ¢ 8bmpewHa XUNepiuKeMudHa aKmueHoCm (Kamo 2M0KOKOPMUKOUOU
(CUCMEeMHO U JAOKARHO NPURONCEHUE) u cumnamuxomumemuyu): Moxe Ja ce HaJOXKH MO-4ecTo
MpocneAsBaHe Ha HHBOTO HA KPBLBHATA 3axap 0C00€HO B Ha4yanoTo Ha neyenueto. [1pu HeobxoaumocrT,
KOPHTUpaHTe J03aTa Ha MET(HOMUH NO BPEME HA IEUEHUE ChC CHOTBETHMA JIEKAPCTBEH NPOAYKT U MPH
IIpEYCTAHOBABAHE Ha NIPHEMBT MY.

TpaHcnoprepHn Ha oprannyHu katuoHH (OCT)

MeTtdopMuH e cybeTpaT M Ha aBata tpaHcnoptepa OCT1 n OCT?2.

EAHOBPEMEHHOTO NPHNOXEHHE HA METPOPMHH C:
*  WRxuOnTOpH Ha OCT] (kaTo BepanaMuJ) MoXe Aa HaMalu epuKacHOCTTA HA METHOPMUH;
* uHaykropuTe Ha OCT]1 (kaTto pudaMnULUKH) MOXKE 1a YBENHUYH CTOMAIHO-4YpeBHaTa abcopOuns

U epuKacHOCTTa Ha MeTHOPMMUH;
*  uHxuburopurte Ha OCT2 (xaT0 UMMETHINH, JONYTErPABUP, PAHONA3HH, TPHMETOIIPHM,
BAHAETAHHO, UCAaBYKOHA30/) MOXKE Aa HaManHi 61b0peyHoTO eNMMUHUpaHe Ha MeT(OPMHUH H TOBA

Ia [oBele A0 NOBULLIABAHE HA KOHIIEHTPAUUATa Ha MET(POPMHH B Nla3Mara;
*  nHxubOutopute U Ha OCT1, n na OCT?2 (kato xpu3oTHHHO, onanapr®) MoXke Aa NPOMEHM

e(pUKacHOCTTA ¥ OBOPEUHOTO eNUMUHMPAHE HA METHOPMHUH,

CrnenoBaresHO ce NpenopbyuBa BHHMaHHe 0CODEeHO NpH nauuerTH ¢ 0b0peuHo yBpexxaane, Korato
TE3HW JIE€KapCTBa Ce NpHIarar eAHOBPEMEHHO C METQPOPMUH, ThH KaTO KOHLEHTpALIMATA Ha MeT(hOPMHH
B [1J1a3MaTa MOXe Aa ce yBenuuu. [Ipy HeoOXoaAUMOoCT Moxe na ce 0OMHUC/IH KOpUTrHpaHe Ha Jo3ara
MeTHOPMHUH, Tbil kaTo HHXUOHTOpUTE/MHAYKTOpHTE HA OCT Morat Aa npoMeHaT edHKacHOCTTA Ha
MET(HOPMUH.

4.6 @epruanter, OPeMEHHOCT H KbPMEHE

bpeMeHHOCT




HexouTponupanust auaber no Bpeme Ha OpeMEHHOCT (reCcTalMOHEH MM XPOHUUEH) C€ CBLP3Ba C
YBENHYEH PHCK OT BpOAEHH Ae(eKTH UK NepHHaTalHa CMBPTHOCT.

HanuuHuTe OrpaHHueHH NaHHW OT ynoTpebara Ha METPOPMHUH NpH OpeMEeHHH >XEHH HEe MOoKa3Bar
YBEJIHYEH PHUCK OT BpoiacHH JcdexTd. [lpoyuBaHusaTa ¢ KHBOTHM He MoOKa3saT BpeleH edekT no
OTHOULICHUE Ha OpeMeHHOCTTa, eMOPHOHANHOTO U PETAIHOTO PA3BUTHE, O BPEME HA paXKJiaHe U MpH

NOCTHATAMHOTO Pa3BUTHE.
AXO nauveHTKaTa njaHHpa Jia 3a0pemeHee, KakTO M Mo BpeMe Ha OpemMeHHOCTTa, ce rnpernopbuBa

AuabeTsT Aa HE ce JNeKyBa ¢ METQOPMHH, a 3a NIOAAbP)KAHE HA HHBATa HA KpbBHATa 3axap 6am30 A0
HopMaTa TpA0Ba Aa Ce U3MO0JI3Ba HHCYJIMH C LieJ HaMaJIEHHE Ha PHCKa oT MaipopMallii Ra oja.

KbpMeHe
MerdopMHH ce H3NbYBa B KbpMara npu xopa. He ca nposeeHH edexkTH Ha MeTPOPMHH npH

KbpMCHHTE HOBOPOACHH H KbhPMAYUCTA Ha JICKYBAHHTC MAaHKH. B'Bl'lpeKH TOB4, Thil KaTO ¢a HAJINYHMH
O'paHHYCHH JaHHH, HE CC NIPCIIOPBHBA KBPMECHE MO BPEME Ha JICHCHHUEC C MBTdJOpMHHGB XHAPOXJIOPHA.
PeunieHnero aa ce NpCYCTdHOBH KBPMCHCTO TpﬂﬁBa Ha €€ HallpaBH Bb3 OCHOBa& Ha I[I0JI3aTa OT
KbpPMCHCTO H MOTCHUHAJNHHAA PHCK 34 ACTETO OT HCXKCIIAHH pCAKLIHHA,

QEepTUIHTET
OepTHINTETHT HA MBXXKH MJIH JKEHCKHM [UIBXOBE HE € 3acerHaT MpH Npuiokenue Ha MeT(OPMHH B

no3n go 600 mg/kg/meH, koeTo e NpHOIU3HTENHO TPH ITBTH HAJ MAKCHMATHAaTa MpPenopbYMuTENlHa
JIHEBHA 11034 NPH XOpa NPH CPaBHEHHE ¢ MJIOIH HA TEJNECHA MOBBbPXHOCT.

4.7 EderTH BHpXy cnnocobHocTTA 32 modupane B paboTa ¢ MaMHHU

MoRoTepanusaTa ¢ METPOPMHH HE BOAM 10 XMUIMOTIHMKEMHMA M [OpaJlH TOBA HSAMa WJIM MOBJHABA
npeHedpexumMo cnocobHoCTTa 3a wwodupaHe H paborta ¢ MatiMHH. He3aBHCHMO OT TOBa, NABKEHTHTE
TpAOBa Aa OBJAAT OpeaynpeleHH 3a PHCKa OT XMIMOTJTUKEMUA, Korato METHOpPMHH Ce M3MOoJi3Ba B
KOMOMHAUUA C JpyrH aHTuanabeTHU nexkapcrBa (nanp. cyndaHUNypeHHH, WHCYIUH WM
METIUTHHHUU).

4.8 HexXenaHH JeKapcTBEHH peaklHH

CHEJ_'I,HHTE HCXKCJIAHH PCAKLIHH MOXEC N4 BB3HHKHAT I[IpH NEYCHHE C METd)'DpMHH. YectoTaTa ce
ONnpCaciia KakTo ClcaBa.

MHoro uecTy: (= 1/10)

Yectn: (= 1/100, < 1/10)
HeuecTn: (= 1/1000, < 1/100)
Penku: (= 1/10 000, < 1/1000)
MHoT0 peaxH: (< 1/10 000)

C Heu3BeCTHa YecToTa: (HECT[}THTE! HC MOXC Ja CC ONpCACId OT HAJIMYHHTC ,HB.HHH)

HapvuieHua Ha Me1aboan3Ma U XPAHEHETO

Mnozo peoxu.

- NaKTaTHa allnao3a (BUXTe Touka 4.4);

- MOHW>KeHa abcopOLHA Ha BuTaMMH Bl2 ¢ noHMXKeHM NNa3MeHH HHBA NPH NPOAbIHKUTENHE

ynotpe6a Ha MeThopMUH. Ta3y €THONOrMA € NpEenopbUYHTENIHO Ja ce UMa NPeABHJ, aKo
MaUKeRTHT CTpaja oT MeranobacTHa aHeMus.

Hapyumienus Ha HEpBHATA CHCTEMA
Yecmu:
- HapYLLIEHKA Ha BKYCa




CToMalIHO-YPEBHU HAPYHIEHHUS

Muozo vecmu:

- CToMallHO-4peBHU HApYUIEHUS KaTO raJcHe, NOBPLILAHE, Auapus, KOpeMHa bonka M 3aryba Ha
aneTut. Te3n HexenaHud edekTH ce HAOMOAABAT HAKW-4ECTO B HAYaANOTO Ha JICYERUETO M B
MOBEYETO CHyYyad OTWIYMsABAT CNOHTAHHO. 3a Ja ce npodunakTvpar, c¢e npenopbuba
MEeT(OPMHH fa ce npuema 2-3 mbTH JHEBHO MO BpeMe WAM caeld XpaHeHe. IlocTeneHHoTto
NOBHUIIEHUE Ha A03aTa ChiI0 MOXKe J1a NoAo0pH CTOMAlllHO-YpeBHATa MOHOCUMOCT.

Xenato-OUNHapHU HapYLIEHUS

Mnozo peoxu:
- HN3onupann cbobLIEHHA 32 OTKJAOHEHMS B M3CJE€ABAHHMATA Ha 4YepHOApoOHaTa (YHKUHA HIM

XeNaTHT, KOHMTO INPEMHHABAT CJ€Jl IIPpEyCTAHOBSBAHE HA JIEYEHUETO C METPOPMHHOB
XHAPOXJIOPUA

HapviieHHs Ha KOXAaTa U NOJKQXHATA ThKaH
Mnoeo pedxu:
- KoxXHM peakLnH KaTo €pUTEMA, NIPYPHTYC, YPTHKAPHS.

[TeanaTputHa nonynauus
B nyOnuKyBaHHTE W NMOCTAPKETHHIOBH IAHHH, KAKTO U B KOHTPOJIMPAHH KJIHMHHYHM MPOYYBaHHSA B

OorpaHyducHa neanaTpuyHa nonynauus mexay 10 u 16 roaunu, JIEKYBaHH B NMPOABL/DKEHHE HA €hHA
rOANHA, AOKJIaABAHUTE HEXKENaHUTe ChOUTHS ca noJ0OHK MO BUJ M TEXECT HA Te3H, ChOOLMAaBaHH NpH
BB3PACTHH NALIUEHTH.

C‘LDﬁIl[aBaHﬁ Ha JICA03HPAHH HCKCIIAHH PEAKLIUH

Cpo0mmaBaHeTO Ha MnoAO3HNPaHH HCXCIMaHH pCaKLIHH CJIE] pa3pCllaBpaHC 3a )’HOT]}66& Ha JICKapCTBCHNA
NNPpOAYKT € BAXXHO. Toea no3posigBa ga [poabLJIKH Ha0AIOAEHNETO H2 ChOTHOWEHHETO HDHBﬂprCK 3a
NECKAPCTBCHHUA MNPOAYKT. OT MeauHHHCKHTE CINeUHaIMCTH C€ HW3HCKBa Ja cbolliaBar BcCsKa
noa03HpaHa HCXKE/1aHa pEaKL K HpC3 HAallHOHAJtHa CHCTCMA 34 cboOlLaBaHe:

HM3nbaHUTENHA areHLHs 1o 1eKapeTBara
yi. ,,JaMsaH I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcanT: www.bda.bg

4.9 TJlpenozupane

XHMNoravKeMHs He € HaOmoaaBaHa NpH A03¥ Ha MET(POPMHHOB XWAPOXNIOPUA A0 85 g, BLIIPEKH Y€ B
TAKHBA Cllydan € HaOnronaBaHa JlakTaTHa auuao3a. 3HAYHTENHO NpeAo3upaHe Ha METPOPMHUH HIHM
CHII'BTCTBALLK PUCKOBH (paxTopu MoraT Aa AOBEAAT A0 NaKkTaTHAa aumao3a. JlaktatHata aumMposa e
CNEemHO CHCTOAHUE ¥ TpabBa Ja ce JekyBa B OonHuuHa obcTraHoBka. Hal-eDekTUBHMAT HauyMH 3a
OTCTPAaHABAHE HA NAKTAT U MET(OPMHUH € XEMONANHU3aTA.

5. GAPMAKOJOIWUYHU CBOUCTBA

5.1 dapmMakoaAHHAMHYHH CBOHCTBA

H3KJIIOUEHUE Ha HHCYINH. brreannau




ATC xon;: A10BAQ2

MexaHu3bM Ha aeicTBHe

MeTrdopMHH MOXKe Aa JIgHCTBA upe3 TPU MEXaHU3Ma:

1. HamansBa oOpa3yBaHETO Ha TKOKO3a B uepHHUA Apob, KaTo MHXMOUpa rIOKOHeoreHe3ara H
ITUKOTEHON3aTa;

2. nofobpsea nepudepHOTO NOEMaHe U YCBOSABAaHE Ha INIOKO03aTa OT MYCKYJIHUTE, KaTo NMOBHLIAaBa
YYBCTBUTE/HOCTTA KbM HHCYJIHH;

3. 3abaBs abcopbuuATa Ha rNKXOKO3aTa B YepBaTa.

MeT]pOopMHH CTHMYyIHpa BbTPEKNETbYHATA CHHTE3A HA TNIMKOrEH, KaTo Bb3AeiCTBA BbPXY TJIUKOreH-
cuHTeTazata. MerdopMHH NOBUIIABA TPAHCMOPTHUS KanauUHMTET Ha BCHYKH BHAOBE MeMOpaHHM
npeHocuTenu Ha rmoko3a (GLUT), n3secTn fgocera.

(dDapMakOoIUHAMUYHHK eieKTH
MerdopMHH ¢ GHrBaHWJ C AHTUXMIIEPrIKKEMHYHH e(EeKTH, NMOHMXKaBally Kakto OazanHara, Taka u
NoCcTNpaHAHANHATA KpPbBHA 3axap. Tol He CTHMynupa cekpeuusaTa Ha MHCYJIMH W NOopaju ToBa HE

BOAH A0 XHINIOTNMHKEMHUAL.

an X0pd, HE3ABUCHMO OT JEeHCTBHETO CH BbpXY TI'THKCMHUATA, MET(])DPMHH OKa3Ba 6HEFOHPHHTHH

edbeKTH BBPXY JHUNWAHHA Metabonu3zbM. ToBa € JAEMOHCTPHpaHO ¢ TEpaneBTHYHH JO03H B
KOHTPOJIMPaHH KJIHHWUYHH NPOYYMBAHMA CbC CPeIHA WM rofsiMa NPOABIXKHTENHOCT: MeThOpMUH
MOHMXXaBa HUBATa Ha 0O xonectepon, LDL-xonectepona U TPUIIIHILEPUIHTE.

B kNMHUYHH npoy4BaHud, ynoTpebara Ha MeThOPMHH C¢ CBBP3Ba ChC CTaOHIU3NpaHe WIIH YMEpPEHO
HaMaJIeHHE Ha TEeJIECHOTO TEerno.

KinHH4HA edeKTHBHOCT H 6e30NacHOCT:

ITpocnekTUBHO paHaoMU3npaHO npoyusaHe (UKPDS) notebpkiaBa ABLArocpoyHara nojasa oOT
HHTEH3U(DHLHpaHKUS KOHTPOA Ha KpbBHATA 3axap MpH Bb3PacTHH MallMEHTH ¢ AnadeT Tun 2.
AHANN3ZBT HaA pe3YNTATUTE NPH IAUMEHTH C HAAHOPMEHO Terjo, JIeKyBaHW ¢ MeT(POpPMHHOB
XUAPOXAOPHA CNEA HEYCTIEX OT MPUIIOKEHHE CaMO Ha JKWETa, OKa3BarT:

- CUTHU(PUKAHTHO HaManeHue Ha aOCOMOTHHA PUCK 32 BCHUKH YCNOXKHEHHS, CBBP3aHH ¢ AnabeTa
B rpynara, lleKyBaHa ¢ MeTQOpMHUHOB xuapoxnopul (29,8 HHUKMAREHTA/1000 nauAeHTOroAHHH)
CNpPAMO NpPUHIOXKEHHE caMo Ha aueTa (43,3 wHuuacHTta/1000 nauumenrtoroaunu), p=0,0023 u
CpAMO KOMOMHUpaHU rpynd — cyiadasunypediHd B MoHoTepanusa ¢ HHCyauH (40,1
nHuuacHTta/ 1000 nauuedToroaunu), p=0,0034;

- CHFHU(HUKAHTHO HaMancHHe Ha abCoNIOTHHUA PHCK 3a CMBPTHOCT, CBbp3aHa ¢ JHabera:
METQOPMHUHOB Xuapoxnopua 7,5 uHuuaenta/1000 nauueHToroawHu, camMo amera — 12,7
nuHunaeHTa/ 1000 naumentoroannn, p=0,017;

- CHI‘HH(})HI{&HTHO HaManeHue Ha adbCoMmoOTHUA PHCK 3a oblta CMDBPTHOCT. MﬁTd)UpMHHOB

xuapoxaopua 13,5 wHumpenta/1000 nanuenToroanHu chnpaMo caMo avera - 20,6
HHUMAeHTa/1000 nmaupentoroanHn (p=0,011) u cnpsMo KOMOWHHpAHKM TpynH —
cynpanunypeHd U MoroTepanus ¢ HHcynuH — 18,9 uHuuaenTa/1000 nauueHTOroaHHM
(p=0,021);
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- CUTHU(UKAHTHO HaMaNeHHe Ha abCONIOTHUA PHCK OT MHGAPKT HAa MHOKapaa. MeTHOPMHHOB
xuapoxjaopua 11 HHUMAeHTa/1000 nauuWeHTOroAvHH, camo avetra — 18 wuHuWAeHTa/1000
nandeHToroauHy (p=0,01).

He e nokazaHa nonsa 3a KJIMHWUYHHS M3XO0J MNpH U3MNO0N3BaKe HA MET(HOPMHHOB XHIAPOXJIOPHA KAaTO
BTOPO CPEACTBO Ha H300p, B KOMOMHALUA CBC CYMPOHHTYPEIHHH.

KoMbnnauusta oT MeTpOpMHHOB XHAPOXRIOPUA U UHCYNIHH € NpujaraHa npH orpeaelen NnauueHTH C
auadet TUN I, HO NON3UTE OT TOBA NEUYECHHE HE a3 OPHLIHATIHO YCTAHOBEHH.

IleaMaTpuyna nonyaanus
KonTponnpanu KIHHHYHH [IpOYYBaHMs B OrpaHHYEHA MeAHaTpH4YHA nonyaauus Mexay 10 4 16
rOJAHHH, IEKYBAHH B NPOABLIDKEHHE HA €1Ha I'OAlMHA, MOKA3BaT IMHKEMHYEH KOHTPOJ, MoAoDeH Ha TO3K
[Py Bb3PACTHH MALHEHTH.

3.2 @PDapMaKoKHHETHYHH CBONHCTBA

Abcopbius

Cnen nepopanHO NPHIOKEHHE HA METHOPMHHOB XWAPOXNOpHA, Tmax CE JOCTHra cnei 2,5 wvaca.
AbcomoTHara bHoHATMYHOCT Ha 500 mg unn Ha 850 mg MeTGOPMUHOB XHAPOXIJIOPUA € 0KoJao 50-60
% npu 34paBu WHAMBUAK. Crex nepopajHO NPHIIOKEHHE, HEPE3OPOHPAHOTO KOJHYECTBO, KOETO CE
OTKp¥Ba BbB ¢erieca, e 20-30 %.

Cnen nepopanHo npunoxenue, abcopbuusta Ha MeET(OPMHH ce HacHIlla ¥ € HembJHa. [IpuemMa ce, ye
papmMakoKknHeTHKATa Ha abcopOuuaTa Ha MeTPOPMHUH € HeJIHHeapHa.

Ilpy oOnualiHM [O3H M NO30BH CXEMH 3a METQOPMHHOB XHApoOXJopui, crabunuu (steady state)
Mia3MeHH KOHILIEHTPAWH C€ NOCTHraT B paMKMTE Ha 24-48 4yaca ¥ no MNpUHIWN ¢a nop |
MHKporpaM/ml. B KOHTpOnMpaHH KIHHUYHH NpPOYYBAHWA, MAKCHMANHUTE NJIa3sMEHH KOHUEHTPaLMH
(Ciax) Ha METHOPMHH HE HaABUIIABAT 4 MHKpOrpamMa/ml, NopH npyu MakKCUMAaNHK RO3H.

XpaHara HaMallsaBa CTENeHTa M ieko 3abaBg abcopbuuara Ha Methopmud. Cresl MPHIOKEHHE HA 034
oT 850 mg MeTPOPMHHOB XHAPOXNOpHA c¢e Habmonaasa 40% no-HUCka MAaKCHMAaJIHA Mla3MeEHa
KOHUEHTpauus, 25% HaManende Ha naowra noa kpusara (AUC, area under the curve) u 35 MuHyTH
YABLAXKEHHE HAa BPEMETO 3a JOCTHI'AHE HA MaKCUMaJHaTa nnasMeHa koHueHnTpauusa. He e u3BectHo
KNUHUYHOTO 3HAYEHHUE OT NMPOMSAHATA Ha TE3M NapaMeTpH.

Pasnpejaenesue
CBbp3BAHETO C MM1A3MEHNHTE NPOTENHH € HE3HAYNTENHO. MeThOPMHH ce pasnpenesis B epUTPOLIUTHTE.,

[InkoBHTE HHBA B KPbHBTA Ca NO-HUCKH B CPAaBHEHHUE C MUKOBHTE NJIa3MEHH HUBA M C€ MPOSABABAT IO
CbLLOTO BpeMe. HepBeHHTe KPLBHH KJNETKH Hal-BEPOATHO NMpPEACTABIABAT BTOPHYEH KOMNAPTHMEHT
Ha pasnpeaencHue. CpelHHAT obem Ha paznpeanencuue (Va) Bapupa mexay 63-276 1.

buoTtpaHcdopMalins
MeTpopMuH ce 0TAEeNs HeNnpoMeHeH ¢ ypuHaTa. [IpH Xopa He ca OTKpUTH MeTaboaUTH.

EnvuMHHNpaHe
bbOpeHHHAT KNUpbHC Ha MeTPOpMUH € >400 ml/min, xoeTo nokasBa, ye METHOPMHUH Ce ENHMUHHPA

ype3 rioMepysiHa ¢guaTpauns ¥ TyOynaHa cekpeuns. Cnea nepopanHo NPUIOXKEHHE, KpaiHOTO
Ha MOJIYXXHUBOT € OKOJIO 6,5 yaca.




[Ipu HapywieHa O0bOpeyHa ¢QyHkUHA, OLOPEUHHAT KNHPBHC HaMaisBa B ChLOTBETCTBHE C TO3HW Ha
KpeaTUHHHA U TaKa BPEMETO Ha NOJYSIMMHHHUPAHE Ce YABXAaBa, KOETO BOAU N0 YBENUYEHH HWBA Ha

MeT(HOPMHH B NJ1a3Mara.

[lenuaTpvuHa NONyJIALMA:

Ilpoyueane ¢ ednoxkpamna odosza: Cnea NPUIOKEHUETO Ha eauHU4Ha ao3a 500 mg MeTHOpMHHOB
XUAPOXJIOpUI, PapMAKOKUHETHYHUSR NPodUR NpH aeua € noaodeH Ha To3u, RabNORaBaH NpU 3ApaBH

Bb3PaCTHH.
IIpoyusane ¢ mrocoxpamuu oo3u.; JJaHHWTE ca OrpaHHYEHHU 0 €AHO npoyuBaHe. Crien MHOTOKPaTHO

npunoxedne Ha 500 mg MeTQOpPMHHOB XHAPOXNOpHA ABa NbTH AHEBHO 3a 7 JOHH NpH [ela,
MaKCHMaJIHaTa njadMeHa KOHUEHTPAuUHA (Cmax) ¥ cHcTeMHaTa ekcnosuuusg (AUCo.) ca HaMalleHH ¢
okono 33% u 40%, CbOTBETHO B CpaBHEHHE € BBL3PACTHH MNAUHEHTH ¢ auadeT, KOWTO INpHEeMar

MHOrokpatHiu go3H or 500 mg aBa mbTH AHEBHO 3a 14 auHM. TBH KkaTo Jgo3ata ce€ THTPHpa
WHIMBHIYATHO B 3aBUCUMOCT OT MMHKEMHUYHUA KOHTPOJ, TOBA € OT OrPAHHYEHO KNTUHUYHO 3HAUCHHE,

5.3 IlpeaxJauunH4HH AaHHE 32 OezonacHocT

HexknUHAYHUTE AaHHH HE pa3kpHUBaT CneUHHYEH PHUCK 3a XOpa, Bb3 OCHOBa Ha KOHBEHLHMOHANIHH
npoy4sanus 3a 6ezonacHocrt, $hapMakonorus, TOKCHYHOCT NpH NPHIOKEHHE HA MHOFOKPATHH AO3H,
reHOTOKCHYHOCT, KAHLEPOT€HEH MOTEHIHAN H peNpOAYKTHBHA TOKCHYHOCT.

6. OAPMAIIEBTHYHHA JAHHH
6.1 CnHcbK Ha TOMOIIHHTE BellecTBAa

CrplLeBHHa Ha TabMeTkaTa:
Xunpomenosa

ITosuaon K 25
Marnesnes creapar (Ph. Eur.) [pacTurenes]

POUIMOBO NOKPHTHE.

XUMpoMeno3a
Makporon 6000
TutanoB auoxcua (E 171)

6.2 HecbBMECTHMOCTH

He ca n3BecTHH.

6.3 Cpox Ha roaHocT

3 roauHu.

6.4 CneuualHH YCJIOBHSE HA CbXPAHEHUE

T034 IEKAPCTBEH NMPOAYKT HE H3UCKBA CNIEUHANIHH YCIIOBHA 34 CbXPaHEHHE,
6.5 Buan cbabpKaAHHE HA ONAKOBKATA

PV(C/anymuHueB daucTep.




Onaxkosku ¢ 30, 60, 90 nny 120 punaMupany TabNMETKH,

He Bcuuky onakoBKHM MoraT aa 6baaT NycHatH B npojaaxoa.

6.6 ChnenuanHu NnpeaAnasHU MepKH NpH HIXBLPJAAHE H padoTa
Hsama cneunanHy 3uCKBaHUA.

7. IIPUTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA
BERLIN-CHEMIE AG

Ghenicker Weg 125

12489 Berhin, I'epManus

8. HOMEP(A) HA PABPELIEHUETO 3A YIIOTPEBA
Per, Ne 20050505

9. JATA HA H'bPBO PABPELIABAHE/TIOAHOBABAHE HA PAZPEINEHHUETO 3A
YIIOTPEBA

JfaTta Ha nBpBO pa3pewasane: 19.10.2005 r.
JlaTta Ha nocneaqHo noaHoeaBane: 12.11.2010 r.

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

12/2023




