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1. HUME HA JIEKAPCTBEHHA IMMTPOAYKT | | Kparmma xzpeis u;,;.,u LB 1 NOOQYRME - 1 S et
KM Pea. Ne Pb/@‘oaaj :

HUAIIPEJI MR 60 mg TabneTku ¢ H3MeHEHO OCBOOOKAABAHE
DIAPREL MR 60 mg modified-release tablets

raspetuerue Ne .....=. .. 0. oot cearveneaneirenrenanes.

FDGOOOOAIEN ..o oo
2. KAYECTBEH A KOIMYECTBEH CBHCTAB T ~ e — . - —

Enna tabnetka ¢ m3ameHeHO ocBoOOXKpaBaHe Coabpka DNiHknasua (gliclazide) 60 mg
IToMOWHO BEIECTBO: ¢ H3BECTHO ACHCTBHE IAKTO3a MOHOXH/IPAT.
3a ITBJIHMA CIHCHK HA MTOMOIIHKTE BEIIECTRA, BHXKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

TabneTku ¢ H3MeHeHO OCBOOOKIaBaHE.

benH, npoaearoeat TableTky, ¢ ALDKHHA 15 mm H mwypounHa 7 mm, ASAHMH B TPABHPAHH OT BETE
cTpaHH ¢ ‘DIA 60°.

TabneTkaTa MOXKe Aa ce pa3eNH Ha paBHH JO3H.

4. K/IHHNAYHH JAHHHA

4.1 TepaneBTHYHH NOKA3AHHA

HenHcynuno-3asucuM auaber (THI 2) npH BB3pacTHH, KOTATO CAMO JHSTHMHATE MEPKH, (PUIHICCKHTE
YIPAKHEHHA U HAMAJIABAHETO HA TENECHOTO TEerno He €a JOCTATHYHH 32 [IOCTHraHe HA MIHKEMHYEH

KOHTPOJI.

4.2 [o3npoRka H HaTHH Ha HPRJIOKCHHE

Jo3uporka

Huesnara no3a na JJIUAIIPEJI MR 60 mg mMoxe 1a Bapupa OT NOJIOBHH 0 2 TabNeTKM AHEBHO, T.€. OT
30 o 120 mg npueTH nepopanHo, KaTe SHOKPATEH NPHEM Ha 3aKyCKa.

[IpenopbuBa ce A03aTa Aa ce nperabina 6e3 Aa ce HATPOLIABA HIH AbBYE.

AKO ce npolycHe NPHEMAHETO Ha J03a, TO CAe/ABAlIHA AeH He TpabBa Aa ce yBeJHYaBa NPHEMAHATA
nos3a.

KakTo 1mpH BCHHKM XUTIOTTIMKEMHYHM NPENIAPaTH, 103aTa TpAOBa Aa ce YTOUHH cnopen
HHAHBHyaIHH4 MeTa0ONHTEH OTrOBOP Ha NauuenTa (KpsBHa 3axap, HbAlc).

. HauanHa nosa
[ipenopbusaHaTa HauanHa go3a € 30 mg auerno (moaoeuH Tabwerka JJHAITPEJI MR 66 mg). Ipu

MOJIOKEHHE, Y€ KPBbBHATA 3aXap Obae ¢PeKTHBHO KOHTPORHMPAHA, Ta3H J03a MOXKE 1A C¢ HAMION3Ra 34
MOUAbpPIKALLA TCpaIHs.

AKo KpbBHATa 3aXap He Obe aNeKBaTHO KOHTPONHpaHa, 403ara Moske Jia 6bae nocnegoBaTeHo
nosuiueHa a0 60, 90 wim 120 mg aAxeBHO KaTo nocneAoBaTeNHH CTHNKY. HurepBarbT MeXAy BCJKO
NOBHIIaBaHe Ha Ji03aTa TpaOBa aa Obae Hali-Manko | Mecell, KATO H3KITIOYECHHE NPABAT NALYIER
YMATO KPHBHA 3aXap He Ce pedyLMpa cnex AByceAMHYHa Tepanui. [Ipu Takusa ciiydau goig
Ja Obe NOBHINEHA B Kpasd Ha BTOPaTa CeMMIIA OT JIEYSHHETO. ’
MakcuManHaTa nmpenopbuBaHa AHEBHA 03a ¢ 120 mg. ;
Enua Tabnetra c uameHeno ocsoboxaarane JIMAITPEJI MR 60 mg ce pasHABa Ha nq'
H3meHeHo ocsoboxaasane JUAIIPEJI MR 30 mg. desmmoctra Ha JJMATIPEJ]I MR 64 &
C M3MEHEHO 0CBOOOKAABAHE MO3BOJIABA 4 CE NNOCTHTHE I'bBKABOCT MPH JOINPAHETO.




. [Ipemunarane or JIMATIPEJL 80 mg Tabnetky xbm JIMATIPEJI MR 60 mg TabsieTku ¢

H3MEHEHO OCBOOOKAABAHE:
1 Tabnerxa JIUAIIPEJI 80 mg e pagnocToiiHa Ha 30 mg or dhopMaTa ¢ H3MEHEeHO OCBODOXAaBaHE (T.€.

nonosuH Tabnaerka ot JJMAIIPEJI MR 60 mg). CnegoBarenHo npeMHHABAHETO MOXKE Jla C€ U3BBPLUH
MPH BHUMATENHO NPOCIeAaBaHe HA XPbBHATA 3aXap.

’ [IpeMAHaBaHe OT Opyr opajieH aHTHAHabeTeH npenapar xbM JJMATIPE]I MR 60 mg:
JHHUAITPEJI MR 60 mg mosxe na 3aMecTH APYrH OpaiHH aHTHAHAOeTHH CPEACTBA.

[Tpu npemunasaneTo koM JJUAIIPEJT MR 60 mg Tpa6ra aa ce B3eMar NoJ BHUMaHHE LO3UPOBKATa H
IUTA3MEHUAT NOMYKHBOT Ha NPeaX0oKAaIHa AHTHAHA0EeTeH mpenapar.

O6HKHOBEHO He € HeoOXomHM npexoaeH nepuoa. Tpabra na ce npwiara HavanHa n03a ot 30 mg 1 T4
TpsOBa Ja c€ KOPUTHpa cnopej NPOMEeHUTE Ha KPBHBHATA 3aXap Ha MAlMEeHTA, KaKTO € OIHCAHo No-
rope.

AKO ce npeMHHaBa OT cyadaHWIypeeH XUNONTHKEMHYCH JIEKAPCTBEeH MPOAYKT ¢ YABIDKEH
NOJTY;KHBOT, € Heo0X0oauMo GOITHUAT 1a OCTaHe HAKOJKO JAeHa €3 Tepanus, 3a a ce U3derHe
aZUTHBHHAT e(EKT HA ABATA MPOAYKTA, KOWTO MOXKE Aa NprU4HHY Xunornukemud. [lpy npemunasane
xbM JJUAIIPEJL MR 60 mg TpabBa na ce W3non3ea onMcaHaTa Mpoueaypa 3a BBBEKIAMOTO ICYCHHE,
T.€. HaUaIHA J03a OoT 30 mg AHEBHO, H B 3aBHCHMOCT OT META0OIHTHHS OTrOBOP — MOCIICABAILIO
MOCTENCHHO YREIHYABAHE HA 1034TA.

. KombHHHpaHO npyunaraHe ¢ Apyry opajHy aHTHAnaOeTHH NpenaparTy:
AHUATIIPE]]I MR 60 mg moxe fia ce HazHauyaBa B KOMOHHaUmA ¢ OureaHHaM, HHXHOHTOPH Ha anda-

rRIOKO3HAa3aTa WM HHCYITHH. |
[1pu naumenTH, KoUTO He ca agekBaTHO KoHTponupanH ¢ JJUATIPEJI MR 60 mg, enHoBpeMeHHO
JIEYeHUE C HHCYNIHH MOKe J1a 6B¢ 3anmoYHaTO Mo BHUMATETHO JIEKAPCKO HAbmoASHHE.,

Crieupanuy nonysanyny

Iayuenmu e nanpednana evpacm
HAHUAIIPEJI MR 60 mg Tpsa6Ba Aa ce npeAMUCBa B CHIUNA JO30B PEXKHM, IIPENOPHYBAH 3a [IAHEHTH
Ha BB3pACT nojg 65 rOaMHH.

bvbpeuno yepexcoane

Ilpyu maumeHTH ¢ Neka A0 ymepeHa OB0peyHa HEJOCTATRUHOCT MOXKE Ad C€ H3MOA3BA ChIUUAT RO30B
peXHM, MPENnopHYBaH 34 NALHEHTH ¢ HOpMaiHa Os0peyna PyHKLMS, NP BHUMATEIIHO NpOcesiBaHe
Ha nauueHTa. Te3H faHHU ca NOTBBPACHH NPH KIHHUYHH [IPOYYBAHHA.

Ilayuenmu ¢ puck om noaea Ha XuNOAUKeMUA;

- C HenoxpaHBaHe WIH HETIPABWIIHO XpaHEHE,

- C TeXKH WK JIOINO KOMIICHCHPaHH CHIOKPHHHHN 3a00/9BaHIA (XUTIONHTYHTAPH3bM,
XHIIOTHPEOHAH3BM, aAPEHOKOPTHKOTPONHA HEAOCTATHYHOCT),

- Ilpn oTMsAHA Ha NPONBIOKHUTENHA H/UIIA KOPTHKOCTEPOMAHA TEpanis BB BUHCOKH JIO3H,

- TexkH cpa0BH 3200JMBaHHA (TEXKKA HCXEMHYHA OOJIECT HA CHPLETO, TEXXKHM KAPOTHAHH
YBPOKAAHUSA, CHCTEMHH CHAOBH 3a00/IABaHMR).

IIpenopruBa ce MUBHMAaJIHATA AHEBHA CTapTOBA A03a Ja ¢ 30 mg.

ITeduampuuna nonynayus
bezonacHocTTa ¥ epukacHocTTa Ha Jluanpen MR 60 mg mpH Aenia H 10HOIIM HE € YCTaHOBeHA. Hama
HANWYHHU AAHHHK DPH Jela.

43 IIporABOonOKaA3AHHE

ToBa nexapcTBO € NPOTHBONOKA3aHO B CITy4aii Ha:

Fsoerm B

. CBpBXUyBCTBHTENHOCT KbM [IIHK/IA3HJ, WIH KBM HAKOS OT NOMOIIHHUTS BELIECTBA, H30 7o

TouKa 6.1, Apyr cyndaHHIypeeH npenapar, cylpoHaMHIH,




. Muaber Tun 1,

. HualeTHa npexoMa M koMa, JuabeTHa KeroallHa03a,

. Texxka 6B0peuna WiIn YepHOAPOOHA HEAOCTATHYHOCT: NPHU T3 CIYYaH Ce NPEnoprysa
[IPHIIATAHETO HA HHCYIIHH,

. Tepanusa ¢ MUKOHAa301 (BX. TO4Ka 4.5),

KnpMmene (Bx. Touka 4.6).
44 Coennanum npeaynpekIeHHA H OpeJNa3HH MePKH OPH ynoTpeda

XHOOTIIHKEMHA:

JleweHnero cneasa Aa ce NPEANKUCEa CaMO HA MTALIHEHTH, KOWTO C& XPAHAT PSAOBHO (BKIIOYHTENIHO
3aKycBar). BaxkHo € nauMenTHTe peaoBHO a NpHeMaT BbrACXHAPATH NMOPAAH MOBHILICHHA PHCK OT
XHIOTVIHKEMHS, aKO SASHETO ¢€ MpHeMa KbCHO, KOraTo ¢€ KOHCYMHpa HEAOCTaThYHO KOJHYECTBO
XpaHa HWIH KOraTo XpaHarta € Oeana Ha prraexuapati. Haii-epoaTtHo e aa ce NOSBH XHIOTTIMKEMHA
N0 BpEME HA HUCKOKAIOPHYHKE AUETH, ClIe NTPOABLKHUTENHO WIH YCHIEHO (PU3HYECKO HaTOBapBaHe,
ynorpeba Ha aJIkoXon WIH B ClIy4aif Ha KOMOMHHPaHO NIpUIaraHe Ha XMIOrJIMKEMHUYHH Nperiapary.
XHITOTTHKEMHS MOXKE Aa C€ MOABH ClTe/ pIiaraHe Ha cynQaHinypeeH npenapar (Bxk. To4uka 4.8).
Hsxown cyvan Morat aa 0b4aT TEXKKH H NPOABDKHTENHA. MoxXe Aa ce HalloK# XOCTIHTaNH3alMa K
NPHJIATaHETO HA MIIIOKO034 Aa MPOARLKHA HAKONKO JHH.

3a na 6pae HaManeH PUCKET 0T XHIIOTTIHKEMHYEBH eNH3004 ¢a HEOOXOHMH IHATEHA CeleKLUA Ha
NALHECHTHTE, Ha U3NON3BaHAaTa A033 H TOYHM YKa3aHHA KbM MALMEHTHTE.

tl)alc'ropn, KOHTO YBC/IMYABAT PHCKA OT XHINOTTTHKEMHUA.

. INaumeHTBT OTKa3Ba WM (0co0eHo NpH HHOWBHAM B HaTIpeHANIA BB3PAcT) HE € crocoOeH Aa
CbTPYAHMYH Ha JICUSHHETO,

. Henoxpaneane, HepenOBHO XpaHEHe, POITyCKAHe HA MOPENHO XPaHEHe, ICPHOAH Ha [JlaayBaHe
WJIM IIPOMEHM B JIHETATA,

. HecporseTcTBHE MEXDY (PHINYECKOTO HATOBAPBAHE K TPHEMa Ha BEIIICXHAPATH,

. bp0peuna HelOCTATHUHOCT,

. Texka ueproapobHa HeAOCTATHUHOCT,

. Ipenosnpane ¢ IMATTPEN MR,

. Hsaxon eHAOKpHHHE 3a00aBaHnA: OONeCTH HA IUTOBHAHATA XJ1€3a, XUITIOTTHTYMTAPHIEM H
HanOBOpeYHa HEAOCTATHYHOCT,

. KoM6HHHpaHO npunaraHe ¢ ApyrH JICKAPCTBEHH NMPOTYKTH (BXK. ToUXa 4.5).

bbpOpeyna H yepHOApOOHA HEROCTATHEUHOCT: (PapMaKOKHHETHKATa H/WIH GapMaKoOJUHAMHKATA Ha
IAHKJIA3H] MOXKE Jla & H3MEHH MPH NalHEeHTH ¢ YepHOApoOHa HEAOCTATEUHOCT WK TexKa 61L0pedHa
HEAOCTATHYHOCT. XUMOTIHKEMHYHHTE EMHM3044, Bh3HHKBAILH MPH TAKHBA NALMEHTH, MOraT Aa 6baat
NPOAL/DKUTEIHH, TaKa Ye € HeoOXONMMO NMPOBEXIAHETO HAa CHOTBETHO ICUEHHE,

Urdopmaiiua 3a nauHeHTa:

Ha nanenTa ¥ Ha 9ICHOBETE HAa CEMeHCTBOTO TpAOBa na ObAAT OOACHSHH PHCKOBETE 33
XMIOTJIHKEMHA, KAKTO ¥ HEHHHMTE CHMITTOMM (BX. TOUKA 4.8), JeueHre # PaKkTOpH, npeapasnonarauiy
32 HCHHOTO pa3BHUTHE.

ITasenTeT TPAOBa A2 ObAE HHGOPMHPAH 3a BAXKHOCTTA JIa CJIEABA YKAZAHHATA 33 JHETa, PEIOBHO
¢H3HYeCKO HATOBAPBAHE H PENOBHO KOHTPOJHpAHe Ha CTOMHOCTHTE Ha KPHBHATA 3axap.

HBQOGT&TB‘IBH KOHTPOJ Ha KPBBHATA 3aXap:. KOHTPON'LT Ha KPbBHATA 3axap NPH alHe

PHEMALIN AHTMAMAOETHH TIPENapaTH, MOXE /1a C& BJIOLIHM IIPH HAKOH OT CIIEAHHTE 0GCTBHTedTead /)
npenaparH, ceabpxatid 6unkara St. John's Wort (Hypericum perforatum} (xxpnT Kagfiaptor(},,, /t'i@,
| . . . :-.L - ‘-.:-:.-: ‘ IA
(BK.TOUKA 4.5), TeMnepaTypa, TpaBMa, HHGIEKIMI WK XHPYPriHYHa HHTEpBeHLMA. B ot 0ppe 2
MOXK€ Ja ¢€ HAJIOXKH NMPUIAraHeTO Ha HHCYJIHH. o | g e =% | =
t'| ale RN ;“’{'r ‘:f?‘{' o f : %
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Xwun MAT 2 \ Egnuso
OTTIHKEMHYHHAT e(reKT Ha BCEKM OpajieH aHTHIHaOeTeH npenapar, BKJ]IO‘IHTEJIHA\‘ B NIURTTASH ], Qgg

TTPH MHOTO NMALHEHTH HAMaJifBa ¢ BPEMETO: TOBAa MOXKE J1a Ce IH/DKU Ha POrpecupaHeto Ha, TEKET TR

Ha AuabeTa WIH Ha HAMATISBAHETO HA TEPANEBTHUHMSA OTrOBOp. To3H PeHOMEH € H3BeCTERARIT, .

—
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BTOPHYHA HEAOCTATBYHOCT, KOATO CE pa3iniaBa 0T NbPBHYHATA HEAOCTATRYHOCT, KOraTo NpH
NBPBOHAYAJIHOTO NPWIATAHE Ha AKTHBHATA CYOCTaHIMA He ce HaOmoaasa edekt. Ilpean pa ce
ONpeAeH JATH NalMEHTET € ¢ BTOPHYHA HEJOCTATHYHOCT, TPsOBa na ce 00chaH BEIPOCET 32
NpaBHWJIHHA H300p Ha JO03aTa M CMIA3BAHETO Ha JHETHUYHRS PEXKHM.

Hucrinukemus

CpoOlleHu ca HapylICHHs B KPBBHATA 3aXap, BKJIIOUBALIH XHIOMTMKEMHS H XMITEPTIHKEMHA NPH
MalMEHTH ¢ Auabet, NpueMallld €THOBpEMEHHO JieueHHe ¢ GIyOPOXHHONOHH, 0COOEHO NPH NALICHTH
B CTapyecka Bb3pacT. JeiicTBuTennHO € HEOOX0AMMO BHMMATEHO NPOC/eAABaHe Ha KPbBHATA 3aXap
[PH BCHYKH NaLMeHTH, ipuemalny eaHospeMenHo JIMATIPEJ] MR 60 mg u nekapcTso, ChABPIKAILO
(hITYOPOXKHOJIOH.,

JlabopaTopHu nokazaTeny: 3a oLeHKAa Ha KPbBHO-3aXAPHHA KOHTPOI CE MPENnophyuBa H3MEPBaHEe Ha
HHBATA HA MNHKHpaHUA XeMODIOOHH (WIIH KPBBHATA 3axap Ha rianHo). Moxe na 6bae mosie3Ho H
IPOCTICASBAHETO Ha KPbBHATA 3aXap OT CAMHA MaLHEHT.

JleueHHeTO NMPH NMALKEHTH C AeHIMT Ha NIIOK030-6-pocdaTHaTa JeXHAPOTEeHa3a Che
cyndaniTypeiHl npenapaTd MoXke Aa A0BeAe A0 XeMOJIUTHYHA aHeMud. Tl KaTo TIHKIa3ng
NPHHALJICKH KbM XMMHYHATA rpyna Ha CyJa(aHmTypHiHKTe OpenapaTH, NPH NAUHEHTH ¢ AepULIHT Ha
rmoKo30-6-gocharTHaTa ACXHAPOTeHAa3a, € HeOOXOAUMO TIOBHIEHO BHHMAaHHe U TpA6Ba Ja ce 00ChaH
AITEPHATHBHO JICUEHHE ¢ HECYIPaHWIypeHHU NpenapaTH.

IToMoLyHH BeHIECTRA:
JUAITPEJI MR 60 mg He TpaOBa na ce npuemMa OT MALMEHTH ¢ PeJIKH HACNIEACTBEHH 3a00n9BaHuA

KaTO HEMOHOCHMOCT KbM rajiakTo3a, Lapp nakrazen AeHIMT WIH NIFOKO30-TAIAKTO3HA
ManadbcopOoums.

4.5 BsaHMoOAeHCTBHE € APYIH JIeKapCcTBeHH NPOAYKTH H APYTrH POopMH Ha B3aHMoaeHcTBHe

Cneanure npenapary NOBUMIABAT PHCKA OT XHIIOITHKEMHA

Kombunayuu, xoumo ca npomusonoxazanu
* Muxona301 (CHCTEMHO NPHIOKEHHE, OPOMYKO3€H Iell): MOBUIABA XHIOTTTHKEMHYHHA €JEKT C
BBb3MOXKHA MOABA Ha CUMITTOMH Ha XHNOTTIMKEMHS H JIOPH KOMA.

Kombunayuu, xoumo ne ce npenopvyeam

* ©Peana6yTa3on (CHCTEMHO NMPUIOXKEHHE); MOBUIIABA XMITOMTHKEeMIYHHA eeKT Ha
cynganniypeiiHure npenapatu (M3MeCTBa I'H OT MECTaTa Ha CBLp3BaHe KbM IUTA3MEHHTE NPOTEHHH
W/WIH HAMANIABA TAXHOTO STHMHHHPAHE). |

3a NpeanovYHTaHE € Aa CE H3N0N3BAT APYTH NPOTHBOBB3NAIMTEAHH CPE/ICTBa HIIH B IPYTH CITy4an fa
Ce NpeaynpeaH NalHeHThT ¥ Ja Ce [TOAYEPTA¢ BAXHOCTTA HA CAMOKOHTPONa Ha KPbhBHATA 3axap.
Korato e HeobX0auMO, IO BpeMe Ha JISYEHHETO H CJIEH JTEIEHHETO ¢ IPOTHBORB3NAIIUTE/IHOTO
CPEACTBO, A03aTa HA aHTHAMAGETHHA npenapaT MOXeE Aa ce KOPHUTHpa.

* AJIKOXOJI: MOBHILIABA XHNIOITTHKEMHYHOTO AeiicTBHE (upe3 HHXHOHMpaHEe Ha KOMIEHCATOPHH
MEXaHH3MH), KOETO MOJXKE Jia JOBEE KO NMOABA Ha XMIIOTJIMKEMHYHA KOMa.
Jla ce H308rBa KOHCYMALIHMATA HA aJIKOXOJ M Ha JIEKAPCTRSHH MPOAYKTH, ChABPKALIM aJIkKo

Kombunayuu, usuckeauwiy npednasuu Mepku npu ynompeba /4
3aciiBaHe Ha eyeKTa Ha IOHIWKABAHE HA KPBBHATA 3aXap M O Ta3H NPHYMHA B HAKOH/ 3

14 HACTBIIH XHIIOTJTHKEMHS TIPH IIPHEMAaHe Ha HAKOH OT CIIC/IHHTE JIEKAPCTBEHH NPO/Y
Apyrd aHTHAHaOeTHH npenapaTH (HHCYIHHH, akapbo3a, MeTdOPMHH, THA3OMHIHHIHORP
nentHaaza-4 uaxuduropu, GLP-1 penerrrop aroudctn), 6eta-6riokepH, GIykoHa30, HMXHL

. . Y __ &
AHHOTCH3NH-KOHBEPTHPAaIHs eH3UM (KarTonpii, eHananpun), H2-penenropiu aHraro \ W
HHXHOMTOPH, CYA(POHAMHIOH, KIAPHTPOMHLIMH M HECTEPOHIHH NPOTHBOBL3NATHTETHH CPeACTRaT




CJIGQHHTE apenapaT MOraT Ja rnpein3BUKaT NOBHIIABAHE Ha CTOMHOCTHTE HA KPBBHATA 3axap

Kombunayuu, xoumo He ce npenopbueam

» Mana3zou: guaberoreHeH edekT Ha JaHA3OJ.

AKO H3MOI3BAHETO HA TOBA AKTUBHO BEIIECTBO HE MOXKE 1a ce H3berte, Jia ce npeaynpeay naueHTa
M Ja C€ NOoAYEPTae, Ue € BAXKHO Aa Ce KOHTPONHMpa IMIOK03aTa B YPUHATA M KpBBHATA 3axap. Moxe na
CE HAJIOKM J1a Ce KOPHTHpa X03aTa Ha aHTHAMA0EeTHHA Npenapar 1o BpeMe Ha JE4YEHHE U ClIe]
JICYCHHE C AAHA30JL.

Kombunayuu, usuckeawu npeonasnu mepku npu ynompeba
» XsniopupoMa3un (HEBPONENTHK): BUCOKH A03H (> 100 mg qHEBHO XNOPNPOMa3HH) NOBHLIABAT

HHBOTO Ha KpbBHaTa 3axap (HamaJicHO 0CBoOOKIaBaHe Ha MHCYJINH).

Ha ce npeaynpenu naiMenTa | Aa ¢e NOJUEPTAae, Ye € BRKHO Ja ¢e KOHTPOJIMpa KPbBHATA 3aXap.
Moxe Aa ce HalIOKH J1a C€ KOPHIHpa 103aTa Ha AHTHAHAOETHOTO AKTHBHO BELIECCTBO 110 BPEME Ha
JICYCHHUETO U CJIe] JICUEHHETO ¢ HEBPONEIITHYHKMA Npenapar.

* I'TIIOKOKOPTHKOHAN (CHCTEMHO H JIOKAJIHO MMPHIOKEHHE: BETPECTABHH, KOWHH H PEKTallHH
NPETapaTH) H TETPAKOCAKTPHH: MOBMINABAT HUBATA HA KPBHBHATA 3aXap ¢ BE3MOKHA KETO03a
(NOHKXKeHa TOJICPAHTHOCT KbM BBITIEXHAPATH, MPEAU3BHKAHA OT IJIIOKOKOPTHKOHAMTE).

Ha ce npeaymnpeay naluMenTa U Aa ce NOAYEPTae, Ye € BAKHO, 0CO0eHO B HAYANOTO HA ICUEHHETO, A4
ce KOHTPOJIHpa HUBOTO Ha XpBBHAaTa 3axap. Moxe 1a ce HalIOXH ia c€ KOPHIHpa 103aTa Ha
aKTHBHOTO AaHTHAHA0ETHO BEHIECTBO N0 BpeME Ha JICUEHHETO H Cliel] IeUEHHETO € IMOKOKOPTHKOHH.

* PaToapnn, caanbyramod, tepoyraann: (i.v.)

TloBMIIeHH CTOMHOCTH HA KPHBHATA 3aXap BbB Bpb3Ka ¢ edekxTuTe Ha Oera-2 aroHHCTH.

Ha ce noaueprae, ye e BAXKHO J1a € KOHTPONHpa HHBOTO Ha KpbBHATA 3axap. AKo € Heo6XxoauMo Ja
ce MPEMHHE KbM HHCYJIMH.

¢ Ilpenaparn, coappikanm 6nakxara St. John's Wort (Hypericum perforatum) (xbar
KAHTAPHOH)

St. John's Wort (Hypericum perforatum) (kbiT KaHTapUOH) HaMaIABa EKCMO3ULIMATA HA [JIMTHA3HA,
Jla ce noayeprae, ye € BAXHO NPOCHeAIBAHETO HA HUBATA HA KPHBHATA 3axap.

Cre po MOTAT N4 MPHYUHAT OTHCTIIHKEeMHA

Kombunayuu, usuckeayu npednasnu Mepxu npu ynompeba

¢ OIyopoxXHHONOHH: B CJiydail Ha eqHoBpeMeHHa ynoTpeda Ha JIMATIPEJI MR 60 mg u nekapcteo,
ChIBPAKALNO (PIyOpOXHHONOH, NalHeHTa TpAORa Aa 61ae npeaynpeneH 3a pUCKa OT NOABaTa HA
RUCTAMKEMHSA H Ja C€ MOAYEpPTae BAKHOCTTA OT NPOC/IeAABAHE HA HHBATA HA KPBBHATA 3aXap.

KoMOpHaimu, XoMTO TpAGBA Na ce B3eMaT NoJ BHHMAHUE
* ANRTHKOAry.,IanTHA Tepamas (Hanp. BapdapuH ...):

CynganwiypeiHuTe npenapaTd MOraT Aa AOBeAAT A0 3aCHJIBaHE HA AHTHKOATyJaHTHUA e(eKT NpH
¢IHOBPEMEHHO NpHarane.
IIpn HeobxoguMocT aa ce KOpUrHpa J03aTa Ha 8HTHKOAryJaHTa,

4,6 PepTHIRTET, OPEMEHHOCT R KBPMEHE

bpeMEHHOCT /
Jluncear wiv MMa OrpaHAYCHH NIaHHHM (32 H3X0Aa Ha No-Manko oT 300 cayuas Ha Opeme

ynotpebaTa Ha IIHMKIAa3HA Npy OPEMeHHH JKEHH BBIPEKH, Y€ HMa MAJIKO JaHHH 34 np'yrf
cyndbaHuNypesiny NpenapaTH. \ 'ci- s
[Ipy npoy4BaHUS NpH XKUBOTHU [IIHKAA3K HE € MOKA3an TepaToreHeH ehexr (BX.ToYka f).




Karo npeanasHa Mapka e 3a NpeinoYMTaHe Aa ce u3dArea ymorpedara Ha MIMKIA3KA N0 BpeMe Ha
OpeMEHHOCT.

Konrponvpanero Ha nuabera TpsOBa na 3ano4dne npeiH nepHoAa Ha 3aYeBaHe, 32 J1a c€ HaMaJlk pHCKa
OT KOHI'CHHATAIHH YEPEXKAAHUs, CEbPIaHH ¢ HEKOHTPONupaHug Auader.

OpayiHuTe XHNOrMMKEMHYHHU MIPENapaTH He Ca NMOAXOAAINH, HHCYIHHET € IEKapCTBEH NPOAYKT Ha
MbpBH H300p 3a JIeUeHHETO Ha Auaber no Bpeme Ha OpemennocTTa. IIpenopbusa ce opanHara
XHIIOTIHKEMHYHA TEpanus Ja ¢ce CMEHH C MHCYJIHH TIpenH 3a0peMeHaBaHeTO WIH BE3MOXHO Hal-
CKOpO c¢lien KaTo OpeMeHHOCTTa € YCTAHOBEHA.

KxpMene
He € n3BECTHO JaNU IJIMKIIA3U] WIH HA HETOBHTE MeTabOJIMTH Ce eKCKPeTHpaT B kbppMaTa. [lopaau

HAJTMYHETO HA PUCK OT HEOHATAMHA XMITOTJIMKEMMS, IEKAPCTBEHUAT IPORXYKT € NPOTHRONOKA3AH 10
BpeMe Ha KbpmeHe. He Moxke fa ce HIKITIOMHM PHCK 32 HOBOPOJICHHTE/KbPMaYeTata.

De HTET
He ca 3abens3anu edexty BhpXy PepTUIHTETA HIIH PENpOXYKTHBHATA CAOCOOHOCT NMPH MBXKH H
HAKEHCKH IUTBXOBE (BXK. TOYKA 5.3).

4.7 Edexrn Bbpxy cnocofHocTTa 33 mopHpaHEe H pafoTa ¢ MAIINHE

AUAIIPEJ] MR 60 mg He noBnHABa HAH NOBNHARA TIpeHEOpeKMMO CIOCOOHOCTTa 32 MO(pUPAHE H
pabora ¢ MamHHH. Bee nak, nanMenTure Tpa6Ba 5a 6H4aT 3aM03HATH CbC CHMITTOMHTE HA
XHNOTANKEMHA N Tpa6sa Aa GbaaT BHUMATEHHE NpH WwiodupaHe Wi npy paboTta ¢ MalIMHK, ocobeHo
B HAYAIOTO Ha JICYEHHETO.

4.8 HexenaHn JeKADCTBEHH PEeAKIHE
Tlpenpun onuTa C MIHKNA3MA, CIEAHATE HEXENAHH PeaKiMH ca OMIHM CHOOILEHH.

Haii-uectaTa HexxenaHa peakuus ¢ TTHKIA3H] € XHUIOTITHKEMHA

Kakxto npyrure cympaHmwnypeiinn npenapat, Taka u nevennero ¢ JUAITPEJI MR Moxe aa
TIPEAM3BHKA XHIOTIIMKEMHS], aKO XPAHSHETO € HePeIOBHO H 0c00eHO aKo ce NPOIyCcHE HAKOE OCHOBHO
xpaHeHe. Bp3MOXHH CHMITTOMHE Ha XHIMOTIMKEMHA ¢a: rIaBobonMe, CHIICH T4, raZicHe, NOBPhINAHE,
OTMAHANIOCT, Pa3CTPOHCTRBO HA CHHA, BB30ya, arpeCHBHOCT, HAMAICHA KOHLUECHTPALHA, HAMaIeHa
SmurenHocT U 3abaBeHH peakluu, ACNpecHs, 0OBPKAHOCT, PAa3CTPOMCTBO Ha 3pEHHETO U TOBOPA,
athaszus, TPEeMOp, Nape3a, CEH30PHH HapyLIEeHHs, CBETOBBPTENK, UyBCTBO Ha Oe3cHnue, 3aryda Ha
CaMOKOHTPOJ, ACJIHPUYM, KOHBYJICHH, IOBBPXHOCTHO jHillase M OpasuKapand, CHHIMBOCT H 3aryba
Ha Cb3HAHMETC, KOHTO MOr'aT Na JOB&AAT J0 KOMA H JICTAIEH Kpail.

B nonbanenne Morar ga ce HabmoaagaT CHMITTOMH Ha afipeHEPriyHa KOHTpaperynanHa: M3noTABaHe,
XN1afiHa ¥ BJIAXKHAE Kojka, 6e3nmoKoHCcTRO, TAXHKAPANSA, XHIIEPTOHHKS, NAJIMUTALMHM, CTCHOKApAXA H
ChpAEUHA APHTMHA. '

OOHKHOBEHO CHMITTOMHTE M3ue3BaT ¢jie]l pHeMaHe Ha BhIiexuaparH (3axap). HakycrseRn
nojacnaanTeny, odave, Hamat edext. ONUTEHT ¢ APYrH CYIdaHWITYpeiHH NpenapaTy roKa3sa, 4e
XUMOTTHKEMHUATA MOXKeE /1A Ce IOABH OTHOBO, AOPH KOTATC B3€THTE MEPKH B HAYAIIOTO CE€ OKA3BaT
€(EKTHBHH.

AKO XHMITOITTHKEMHATA € TEXKKa B MPOABIDKHTE/IHA, OPH aKO T4 0bJ¢ BpeMEHHO xomponnpaﬂa qpes

H HCHKCJIAHH JICKA CHH H!:

Mnmmnsupa'r NpPH NpUEMaHe Ha MNIHKIA3KA CBC 3aKYCKAaTa.

Io-psako ce crobLiaBa 3a CACAHATE HEXEIAHH PEAKIIMM:
* Hapymeuusa Ha Xo)KaTa H NOAKOXHATa ThbKaH: OOpHB, ChpOek, ypTrHKApHS, AHTHOEAEM, ep



MaKyJIO-TlamyIapHM oOpHBH, OyJI03HH peakUH (KaTo CHHAPOM Ha Stevens-Johnson H TOKCHYHA
enuAepManHa HEKPOJIH3a) H B H3KHOYNTEITHH CIIYYaH, JIEKapCTBEH OOPUB ¢ €03MHOMDHIHA H CHCTEMHH
cumrroms (DRESS).

* HapynieHns Ha KpEETa ¥ TMM(HATA CHCTEMA: XEMATOJJOTHYHHTE OTKIOHEHHS ¢a peAku. Te Morar aa
BKJIIOYBAT AHEMMS, JICBKONIEHMA, TPOMOOLMTONEHNS, MPaHYJIOUMTONCHHA. Te 0DMKHOBEHO M34e3BaT
Cliell MpEeKLCBaHE HA ACUEHHETO.

* Xenato-OUNUapHH HapyIleHHs: TIOBHILECHH CTOMHOCTY Ha uepHonpoOHuTe eH3uMi (ASAT, ALAT,
ankanaa ¢ocdaraza), xenaTuT (eAMHUYHHK CROOIEHN). JledeHnero cneaBa 1a ce npexbeHe, aKo ¢
IIOABH XOJIECTATHYHA JKHITCHHIIA.

Tesn cuMnTroMH 06GHKHOBEHO M34e3BaT ciiell MPeKpaTaBaHe Ha JIEYEHHETO,

* Hapymenus Ba ouure |
[IpexoaHu 3puTEIHA HAPYLIEHHA MOTAT Ia Ce MOABAT OcO0EHO B HAYATOTO Ha JIEYEHHETO B pe3ysiTarT
Ha IMPOMAHA HA HUBATa HAa KPBLBHATA 3aXap. |

EdeKTH, CBBEDP3aHH ¢ TEpaneBTHYHHS KITAC:

Kakto npu apyrure cyndoHnnypeifin npenapaTH, CNCIHHTE HeXeNIaHH Peakiivi ca Owim
HaOmoJaBaHy; CTydaH HA EPUTPOLIFTONICHHA, ArPaHyJIOLHTO3a, XEMOJTHTHYHA aHEMHA,
NaHIHTONICHNS, ANIEPriycH BaCKYJIUT, XUIIOHATPHCMMS, TIOBHIICHHE HA YSPHOAPOOHHUTE CH3HMH H
AOPH HapyImEHHE Ha YyepHoApoOHaTa QyHKIMS (Hanp. X0onecTasa H XK BITCHHLA) H XeNaTHT, KOUTO ca
perpecHpany ciel CMpaHeTo Ha CyidaHUAypeHus Npenapar, WiM B H30JIMPaHH CJIyvad ¢a JOBEIIH
[0 YKHBOTO3acTpaliasaiia yepHoApoGHa HEAOCTATEYHOCT.

Crofmapane HA NOAOIHPAHE HEXKEJAHH PeAKIAH
CrolImaBaHeTo HA NOAO3HPAHH HEXKETaHH PEaKIiiH Clic pa3pelllaBate 3a ynmoTpeba Ha nekapcTBeHHA

NPOAYKT € BAXKHO. ToBa NMOBONABA J1a MPOALIDKH Ha0MIOIEHHETO HA CHOTHOLIEHHETO MOJI3a/pHCK 3a
NeKapcTBeHUusa MpoaykKT. OT MEIHLIMHCKHTE CHEHATHCTH C€ M3HCKBa Aa ¢ho01aBaT BCAKA
NOAO3MpPaHa HEXKEIJaHa peaKLius Upes HallMOHaIHATa CHCTeMa 3a ChoOlIaBaHe WK Ha:

broarapas

‘WanenuuTtenHa arequps no nexapersara (MAJD)
¥a. ,,daman I'pyes™ Ne 8

1303, rp. Codusn

Ten.: 4359 2 8903 417

yebcaiiT: www.bda.bg

4.9 Ilpeaozmpane

IIpenosznpareTo ¢BC CyNPaHWIYpeeH NMpenaparT MoKe a NPSAUZBHKEA XUIIOTTHKCMHS.
YMepeHH cuMIITOMH Ha XUHOrTIHKeMus, 0e3 BcAKkakBa 3aryda Ha CE3HAHHETO HIIH HEBPOJIOrAvYHA
CHMITTOMaTHKa, TPAOBA 1a C& KOPUTHPAT ¢ MPHEMAHETO Ha BbIAIEXHAPATH, KOPUTHpaHe Ha 03aTa
H/MIH IPOMAHA B NueTaTa. CTPMKTHOTO MOHHTOPHpaHe TpAOBa Ja ce TIPOAB/DKH JOKATO JICKAPAT €
CHI'YPEH, Ye OOMHUAT € U3BBH ONAaCHOCT.

BB3MOKHH ca TEKKH XHIOTITHKEMHYHH PEaKiHM ¢ KOMA, KOHBYJICHK WIH JpYTH HEBPOJIOTHYHH
HapylIeHUs H TpAOBa Jja & TPETUPAT KATO CTIIEIITHH MEIUIMHCKH CITY4YaH, H3UCKBAIIU Heaaﬁaaﬁ" -
XOCTIHTATH3ALHA. g&iﬂ
AKO € IMaTHOCTHUHPAHA HITH CE NOJO3HPA XHIIOTNHMKEMHYHA KOMa, Ha TalHeHTa T‘pﬂﬁBag Y BRiEne. .
6bp30 i.v. 50 ml xoHUeHTPUpaH pasTBOP Ha rmoko3a (20 ao 30%). Tosa TpaGBa Aa ce HOCHE] ;
HeNpeKbCHAaTa HH(DY3HA HA NO-PaspencH rokoseH pasTeop (10%) ¢BC CKOPOCT, KOATO u% *if: P
cTOMHOCTHTE Ha KphBHaTa 3axap Haj 1 g/l. MaunenTuTe TpaOBa BHUMATENHO A Ce HaOMOTaRET A
3aBHCHMOCT OT TAXHOTO CJIE/IBAILO CHCTOAHME, IEKAPAT NPElieHnBa NaTH € HeoBX0mUMO No<,
HATATBUIHO NPOCNEAIBaHE.

Jiuanusara He BOIH no noaocOpeHHe Ha NAIHEHTHTE, Thil KaTO MMHKIA3KH], & CBbpP3Ba 311pano ¢




IUIA3MEHHUTEC IPOTEHHH.

5., @OAPMAKOJOI'MUHH CBOHCTRA

5.1 <PapMakoIHHAMHYRH CBOHCTBA

PDapmakoTepaneBTHYHA rpyna: cyndoHaMHan, ypeHHH NpoH3BOAHH
ATC kon: A10BB09

MexaHN3BEM HA AeHCTBHE

I'nuknasuz e xunornukeMusupail cyindaHuAypeeH opaieH anTAHabeTeH nIpenapar, pasHyaBatl ce
OT CPOAHMUTE CHEAHHCHUA IO HaNKYMeTO HA N-ChABpKALL XeTePOLMKIHYEH NPLCTEH ¢ CHAOLMKIHYHA
Bpb3Ka.

I'nmuxnazua noHmkasa CTOHHOCTUTE HAa KPbBHATA 3aXap ype3 CTHMYJHPaHE Ha HHCY/IHHOBATa
cexpenus oT Oera-wierkure Ha Jlanrepxancoeure octposy. [lOBHIDaBaHETO HA NMOCTIPAHIHATHUSA
HMHCYJIHH H C-NienTHAHATA CEeKPELMs MPOALIDKABAT ABE NOJAMHH CJIE] JICYCHHETO.

B pombnHenne KeM Te2H MeTaGONUTHH e)eKTH MIMKIIA3KA NPHTEXKABA H XEMOBACKY.JIApHH CBOMCTBA.

dapMaxonHHAMHYHH ebeKTH

E[hEKTH BBPDXY HHCYIIHHOBATA COKPCIIMA.

IIpH auabeTrum ¢ quaber THN 2 IMMKIA3HI BH3CTAHOBABA ITHPBHA [IHK HA MHCYJIMHOBATA CEKPELIMA B
OTTOBOp Ha IUITOK03a H NIOBMILIABA BTOpaTa (a3a Ha HHCYJIHHOBATa CeKpelds. 3HaYHMO YBEIUYaBaHe
Ha HHCYJIHHOBHMA OTTOBOP ce HabmoaBa cineq cTHMYAaHA, MpeAN3BAKAHA OT XpaHa WiIH II0Ko3a.

XeMOBacKYJIApHH CBOMCTBA:

["uxnazun Hamangsa MEKpoTpoMG03aTa, KOSTO MMa 3HaUeHHe 3a YCIOKHCHHUATA HA AHaleTa,
NMOCPECTBOM JABA MEXAHMU3MA!

. TloTHCKA 9aCTHYHO arperalMaTa H agXxe3usaTa Ha TpOMOOLMTHTE, KOSTO BOJAH A0 HAMA/IABaHE Ha
MapkepHTe Ha TpoMOOLMTHOTO akTHRUpaHe (GeTa-TpoMBornodun, rpombokcaH B,).

. [MornuaBa (GHOPHRONMTHYHATA aKTHBHOCT HA CHJOBHS €HAOTEN, KOSTO BOAH A0 NOBHIIARAHE
Ha aKTHBHOCTTA Ha tPA.

5.2 @apMakoKHHCTHYIHH CBOHCTRA

Abcopbumsa
Ilpe3 mpBuUTE 6 uaca IUIa3MEHATa KOHIIEHTPAlIMA MPOrpecCHBHO HApacTBa M JOCTHIa IJIATO, KOETO CE

NOAABPsKa OT 6-ua 10 12-Ha yac Chel MPUEeMAHETO Ha JIEKAPCTBEHHA MPOLYKT.
HuausuayanHata BapuabHIHOCT € HHCKA.
I'nimcnazup ce pezopbrpa HanbnHo. [IpHeMBT Ha XpaHa He BITHAE BBPXY CKOPOCTTA H CTENMEHTA Ha

pe3opbuuA.

Pasnpenenenue
CBBp3BaHETO C [UTa3MEHKHTE MPOTEHHM € oKolo 95%. OGeMbT Ha paznipenesieHueTo € okono 30 nuTpa.

EnnokpateH nuesen npuem Ha JIUATTPEJT MR 60 mg noaabpika e(peKTUBHH [/1a3MEHH
KOHLIEHTPALWH Ha IMTMKIa3ug Ao 24 vaca.

bun opM ,
I'nmarasug ce merabonmsppa riaaBHO B YEPHHS Apod M ¢e eKCKPETHpa C YPHHATA: B ypmg
OTKpHBa NO-Manko oT 1% B HenpomeHena gopma. B miiasMara He ca OTKPHTH amBHH ‘

EaumpHnpase
[1omy>KMBOTBHT Ha CTMMUHHPAHE Ha IMKNAa3H Bapupa Mexxay 12 u 20 uaca.



JInnelinoct/He NUHEHHOCT
ChOTHOICHHETO MEXKIY BhBEASHATA A03a BapHpamia g0 120 mg ¥ muoira noj Kpusara
KOHLICHTpauHA-BpEME € JIMHCHHO..

CrenHansy nonyaaniuy
Ilayuenmu & nanpeonana ev3pacm

[Ipy1 nanpeHTH B HaMpeAHAMA BL3PAcT He ¢a HabnionaBaHH KITHHIYHO 3HAYMMH NTPOMEHH BhLB
¢$hapMaKOKHHETHUHHTE NapaMeTPH.

53 Ilpeasinnnunn AaHHH 33 6ejenacHOCT

IIpenknunnysMTe AaHHY, 6a3UPAHH HA KOHBEHIJHOHAJIHH IIPOYYBaHNA ¢ MOBTAPALIM CE AO3H, He
NMOKa3paT TOKCHYHOCT MJIH NEHOTOKCHYHOCT IpH xopaTta. He ca nmpoBeKNaH| ABJIIOCPOYHH
NMPOYYBaHKA 32 KAHUEPOTeHHOCT. HAMa JaHHM 3a TepaTOreHHH H3MEeHEHH!S NpH NPOYUBAHHATA C
*XHBOTHH, HO C¢ HAOMoOAaBa HAMAIABaHE HA TEJIECHOTO Terjio Ha eMOPHOHA NPH XKHBOTHH,
NOJMyYaBalld 25 IbTH NO-BHCOKHU A03H OT MAKCHMAJIHO NpelopbYyBaHaTa 103a NpH xopata. B

MPOYUBAHHATA ¢ )KMBOTHH (PEPTHINTETA ¥ PENPOAYKTHBHATA CMIOCOOHOCT He Ca OWITH 3aCErHaTH ClIeh
npHeMa Ha DIHKIa3HA.

6. GOAPMAIIEBTHYHH JAHHHA

6.1 CuoHchbk Ha IOMONMIAHTE BEUIECTBA

JlakT03a MOHOXHApAT,

ManroaekcTpuH,

XHITpOMEI1032,

MarnesueB creapar,

CunngieB nHoxkcHI, XoaouaeH 6e3B0€eH.

6.2 HecLBMECTHMOCTH

Henpunoxxumo.,

6.3 Cpox =a rogaOCT

3 roauHMN.

6.4 Chenmaann ycJ10BHS HA ChXpAHEHHE

To31 nexapcTBeH NPOAYKT HE H3HCKBA CIICHAIHM YCJIOBHMA HA ChXpaHCHHE.
6.5 /lannH 32 ONAKOBKATA

po3pauen PV C/anymunnes Gimctep, ONakoBaH B KAPTOHEHH KyTHH.

CoabpxaHne HA ONAKOBKATA

7,10, 14, 15, 20, 28, 30, 56, 60, 84, 90, 100, 112, 120, 180 u 500 TabneTkn.
He BcHuk# BUIOBE OMAKOBKK Morar aa ObAar MycHATH B npoaaxba.

6.6 CnenuajHH NpeANAIHH MEPKH NPH H3XBHLPJSHE

HaMa cnelManam u3MCKRAHKAS.
BCeKH HeH3MON3BaH MPOAYKT WIH OTNIANBK TpAGRa Ja ce H3XBHPIIs CHrIaCHO MECTHUTE H3

11



7. IIPHTEXATEJI HA PAZPEINIEHHUETO 3A YHOTPEEBA
Les Laboratoires Servier

50, rue Camnot
92284 Suresnes cedex

DpaHLAA
8. HOMEP(A) HA PASPEINIEHHUETO 3A YIIOTPEBA
20100003
9. JBATA HA TBPBO PAIPEIMIABAHE/TIOMHOBSBAHE HA PASPEIIEHHETO 3A
¥YIIOTPEBA

4.01.2010

10. JATA BA AKTYAJINZUPAHE HA TEKCTA

MM/ITIT




