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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUSA ITPOJAYKT

JUATIPEJI MR 60 mg TtabneTKu ¢ H3MEHEHO 0CBOOOK1aBaHE

DIAPREL MR 60 mg modified-release tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna TabmeTka ¢ M3MeHEHO 0CBOOOKIaBaHe Chabprka riauknasun (gliclazide) 60 mg

TToMoI1IHO BEIIECTBO: C U3BECTHO AEHCTBUE JIAKTO3a MOHOXHUIPAT.
3a MBJIHUA CHMCHK Ha MOMOIIHUATE BEIIECTBA, BIDKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

TabeTku ¢ U3MEHEHO 0CBOOOXKIaBaHe.

bemu, nmpoaparoBaTy Ta0NeTKH, ¢ ABDKUHA 15 MM 1 mmpoynHa 7 MM, IeTUME U TPABUPAHU OT JBETE
ctpanu ¢ ‘DIA 60°.

TabneTkara MoXe 1a ce pasJeid Ha PaBHH J03H.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU NMOKA3AHUSA

Hewnncynuno-3aBucum nuaber (Turt 2) npu B3pacTHU, KOTATO CaMO JUETHYHUTE MEPKH, (PH3HIecKnuTe
YIpaXHEHHS ¥ HAMAJIIBAHETO Ha TEJIECHOTO TETJIO HE €A IOCTATHYHHM 32 IMOCTHI'aHEe HA TIINKEMUYEH
KOHTPOJL.

4.2  Jlo3UpoBKAa M HAYUH HA MPHUJI0KEHHE

ﬂOBI/I[zOBKa

JuesHara no3a Ha JIMAIIPEJI MR 60 mg moxe n1a Bapupa OT IMOJIOBUH 10 2 TaOJIETKH THEBHO, T.€. OT
30 go 120 mg npueTu nepopaiHo, KaTO €AHOKPATEH MIPUEM Ha 3aKyCKa.

[IperopwuBa ce no03arta Aa ce mperirbina 0e3 J1a ce HaTpollaBa Wid TbBYE.

AKO ce MpoITycHEe MpHEeMaHeTo Ha /1032, TO CIISABAIIYS ACH He TPsAOBa J1a ce yBelInJyaBa mpueMaHara
Ji03a.

KaxTo npu BCHYKH XUTIOTIIMKEMUYHH TIpeTapaTH, 103aTa TPsSOBa J1a ce YTOUHH CIIOpeT
WH/IMBH Ty aJTHUS METa0OJIUTEH OTTOBOP Ha MarrienTa (KpbBHa 3axap, HbAlc).

. Hauvanna 1o3a
INpenopbuBanaTa HavaaHa 103a ¢ 30 mg qHeBHO (mosoBuH Tabnetka JIMATIPEJT MR 60 mg). ITpu

MOJIOKEHHUE, Ye KpbBHATA 3axap Obe epeKTUBHO KOHTPOJIMPaHa, Ta3! 4032 MOXKE Ja Ce U3II0JI3Ba 3a
MOJIbpIKaIla TepaIusl.

AKo KpbBHaTa 3axap He ObJle aleKBaTHO KOHTPOJIUpaHa, 103aTa MOXKe J1a ObJie MOCIIeA0BATEIHO
noBumieHa 10 60, 90 wiu 120 mg AHEBHO KaTO MOCJIEI0BATEIHHU CThIKU. IHTEepBaBT MEXTY BCAKO
NOBHIIIaBaHE HA JI03aTa TPsAOBa Ja ObJe Hall-MasKko 1 Mecell, KaTo U3KIII0YEeHHUE MTPAaBAT alUeHTUTE,
YHUATO KPBbBHA 3aXap He ce peaylupa ciiel] IByceIMU4Ha Tepanus. [Ipy TakuBa cioyyaun 1o3aTa MOXe
Ja ObJie MOBHILIEHA B Kpas Ha BTOpaTa CeIMHUIIA OT JICUCHUETO.

MakcuManHarta npernopbuBaHa JHEBHaA 1o3a € 120 mg.

Enna tabnetka ¢ msmeneHo ocsodoxxaasane JJUAITPEJI MR 60 mg ce paBHsBa Ha J1Be TaOJIETKH C
n3meneHno ocsoboxaasane JJUAITPEJI MR 30 mg. Henumoctra na JJUAIIPEJI MR 60 mg tabneTku
C U3MEHEHO 0CBOOOKAaBaHe MMO3BOJISIBA J]a C€ MIOCTUTHE I'bBKABOCT MPH JO3UPAHETO.




o IIpemunasaue ot JJUAITPEJI 80 mg tabnerku koM JJMAITPEJI MR 60 mg tabnerku ¢
M3MEHEHO 0CBOOOKIaBaHE:!

1 rabnerka JIWMAIIPEJI 80 mg e paBHocToitHa Ha 30 Mg ot opmara ¢ ©I3MEHEHO OCBOOOXKIaBaHe (T.€.
nosnoBuH Tadierka ot JUATIPEJI MR 60 mg). CnenoBaresiHO MpeMUHABAaHETO MOXKE JIa C€ U3BBPIIN
NpY BHUMATEITHO MpocieasBaHe Ha KpbBHATA 3axap.

o IIpemuHaBane ot Apyr opaneH anruanabered npenapar keMm JMATIPEJI MR 60 ma:
JUATIPEJI MR 60 mg moxe 1a 3aMecTH APYTH OpaHU aHTUIMA0ETHH CPEACTBa.

IIpu npemunasanero kpMm JAMAIIPEJI MR 60 mg Tpssi6Ba aa ce B3eMaT 10 BHUMaHUE T03UPOBKATa U
TUTa3MEHHAT TOTYKUBOT Ha MPEAXOXK AN aHTHINA0EeTeH Tpemnapar.

OOUKHOBEHO HE € HeoOXoauM Tpexo/ieH nepuo. TpsoBa fa ce mpuiiara HagaimHa 103a ot 30 mg u T
TpsI0Ba J]a ce KOpUTupa CIope MPOMEHUTE Ha KPbBHATA 3aXap Ha MalMeHTa, KaKTo € OMUCAHO TI0-
rope.

AKo ce mpeMIHaBa OT CyJI(haHMITYpPECH XUITOTITUKEMUYEH JIeKapCTBEH MPOAYKT C YIABIDKCH
MOJTY’KUBOT, € HEOOX0INMO OOITHUSAT Jla OCTaHe HAKOJKO /ieHa 0e3 Tepamnus, 3a 1a ce n30erHe
aJIUTUBHUAT eeKT Ha JBaTa MPOIyKTa, KOUTO MOKE Ja MpHIuHHN Xxunorivkemud. [lpu npemMrHnaBane
kM JIMAITPEJI MR 60 mg tpsi6Ba 11a ce n3mos3Ba onucaHara mporeaypa 3a BbBEXKIAII0TO JeUeHue,
T.€. HaganHa 1032 oT 30 mg THEBHO, ¥ B 3aBUCHMOCT OT META0OJIUTHUS OTTOBOP — TOCIIEIBAIIO0
MOCTENIEHHO yBEeITMYaBaHe Ha /103aTa.

. KomOunupaHo npujarade ¢ Ipyryd OpajHy aHTUAMA0CTHYU NPenapartu:

JUAIIPEJI MR 60 mg mo>xe ia ce Ha3HadYaBa B KOMOWHAIUS C OUTBaHUIN, NTHXHOUTOPH Ha anda-
TJIFOKO3UAa3aTa WM UHCYIIHH.

[Tpu marmenTn, KouTo He ca agekBaTHO KoHTponupanu ¢ JJUATIPEJI MR 60 mg, exHOBpeMeHHO
JIeYCHHE C MHCYIIMH MOXKe Aa ObJie 3a[10YHATO 110l BHUMATEIHO JIEKAPCKO HAOJIIOICHHE.

CrenyanHy nonyJanuu

THayuenmu 6 nanpeonana 6v3pacm
JUAIIPEJI MR 60 mg Tps6Ba ia ce mpeAnucBa B ChINUS J030B PEKUM, IPETIOPHYBAH 32 MAIIUEHTH
Ha BB3pacT 1o 65 roJIuHU.

bvopeuno yspescoane

I[Ipyn manueHTy ¢ exa 0 ymMepeHa 0b0peuHa HeJOCTaThYHOCT MOJXKE JIa C€ M3I0I3Ba CHIIUAT J030B
PEeXUM, IPENOPBYBAH 3a MAIMEHTH C HopMaliHa ObOpevyHa (GYHKIUS, TPU BHUMATEITHO TpOCTe/siBaHe
Ha nanuenTa. Te3n JaHHW ca IOTBBPACHH NMPH KIMHUYHUA TPOYIBaHMUS.

Tlayuenmu c puck om noaea Ha XUNO2IUKEMUSL:

- C HeloxpaHBaHe WM HETIPABUIIHO XpaHEHE,

- C TEeKKHU WU JIONIO KOMIICHCUPAHU SHIOKPHUHHY 3a00JsIBaHHs (XUTIOMUTYUTAPU3BM,
XHUIIOTUPEOUTU3bM, aIPEHOKOPTUKOTPOIIHA HEAOCTATHYHOCT),

- [Tpu oTMsIHA Ha IPOABIDKUTETHA U/WITH KOPTUKOCTEPOUIHA TEPAITUs BbB BUCOKH JI03H,

- Texku cb10BU 3200Js1BaHMsI (TEKKA HICXEMUYHA OOJIECT HA CHPIIETO, TEKKH KAPOTHUIHU
YBPEKIaHUsI, CHCTEMHHU ChJIOBU 3a00JISIBAHMS).

IIpenioppuBa ce MUHMMAaNIHATa THEBHA CTapToBa A03a 1a € 30 mg.

Ileduampuuna nonynayus
Besonacnoctra 1 eukacHoctta Ha Juanpen MR 60 mg npu nena u roHOIIM He € ycraHoBeHa. Hsama
HaJIMYHY JJAaHHU [IpU Je1a.

4.3 IlporuBomoka3aHus

ToBa JICKApPCTBO € NPOTUBOIIOKA3aHO B cnyqaﬁ Ha:

° CBp’bX‘IYBCTBI/ITeHHOCT KBbM TJIMKIa3uJ UJIW KbM HAKOC OT IIOMOIIHUTEC BCIICCTBA, I/I36pOCHI/I B
Touka 6.1, 1pyr cyndanunypeeH npemnapar, cyadhoHaMHIH,
. Jwnaber tom 1,



° ﬂI/Ia6CTHa IMpeKOMa 1 KOMa, )_'[I/Ia6eTHa KEToanmuao3a,

. Texxka ObpOpevHa UK YepHOAPOOHA HEAOCTATHYHOCT: MIPH TE3H CIIyYaH ce MPEnophUBa
MpUIaraHeTo Ha MHCYJIHH,

. Tepamnust ¢ MukoHa301 (BX. Touka 4.5),

. Kbpmene (Bk. Touka 4.6).

4.4 ChneuuajaHu mpeaynpe:kaeHUs] U Mpeana3Hu MepKHU NMPHU ynoTpeda

XUNOTJIUKEMHUS:

JledenueTo cieqBa 1a ce MpeANrcBa caMo Ha MAIMEeHTH, KOUTO C€ XPaHsT PeIOBHO (BKIFOUNTETHO
3aKycBar). BaxHO € marMeHTuTe peOBHO J1a MpUeMaT BBIJIEXUAPATH ITOPATU TIOBUIIICHHUS PUCK OT
XUTOTIINKEMHS, aKO SIEHETO Ce MpHueMa KbCHO, KOraTo ceé KOHCYMHpPa HEJJOCTAThUYHO KOJIMIECTBO
XpaHa WIM KOTaTo XpaHaTa e OefiHa Ha BbriiexuapaTi. Hali-BeposTHO € f1a ce MMOSIBU XUTIOTTHKEMHS
10 BpeMe Ha HUCKOKAIOPHYHH TUETH, CIIE]] IPOABIKATENHO WITH YCHICHO (PH3MYecKo HaTOBapBaHe,
ynoTrpeda Ha aJKOXOJI WX B CIIydail Ha KOMOMHHUPAHO MpHJIaraHe Ha XUMOTJIMKEMHYHH TpeTrapaTH.
XHUITOTIANKEMUS MOXKe J1a Ce ITOSIBY cliel IpIIarane Ha cyindaHuiaypeeH npemnapart (BXK. Touka 4.8).
Hsxou cirydan morat fa ObIaT TEXKKU U MPOIBIDKUTETHH. MOJKe 1a ce HATOKU XOCTUTATN3AIUS ’
MIpHUJIATaHeTO Ha TIF0K03a Ja MPOIBIIKHI HAKOIKO THH.

3a ma ObAe HaMAJIeH PUCKBT OT XUIOTJIMKEMAYHH EMTU30/IM Ca HEOOXOIMMHU IIATEITHA CEJICKIIHUS Ha
MAIMeHTHTE, Ha U3IOJI3BAHATA /1032 U TOYHH yKa3aHUS KbM IMallUEeHTHTE.

q)aKTOpI/I, KOHMTO yBEJIMN4YaBaT pUCKa OT XUIIOTJIUKEMMUA:

. [MTanueHTHT O0TKa3Ba Wi (0COOEHO IPH MHIUBUIM B HAIIpeIHAJa Bb3PacT) HE € CIIOCO0eH aa
CHTPYAHUYY Ha JICYCHHUETO,

. HenoxpaHnBaHe, HEpeOBHO XpaHEHe, IIPOITyCKaHe Ha MOPEIHO XpaHEeHe, EPHOAN Ha IJ1aayBaHe
WM IPOMEHH B JIETaTa,

. HecvotBercTBHE MEKay PU3MUECKOTO HATOBApBAHE U MPHEMa Ha BBITIEXHUIPATH,

. BvOpeuna HenoCTaTHUHOCT,

. Texka uepHOAPOOHA HENOCTATHYHOCT,

. [Ipenozupane c JUAIIPEJI MR,

. Hsikon ennoxpruHHE 3a001siBaHus: 00NECTH HAa NIMTOBUHATA JKJI€3a, XUTIOMUTYUTAPU3bM U
HaI0b0peYHa HeIOCTATHYHOCT,

. KoMOuHMpaHo nmpuiiarale ¢ IpyrH JIeKapCTBEHH MPOIYKTH (BXK. Touka 4.5).

brOpeuna u uepHOAPOOHA HENOCTATHYHOCT: (hapMaKOKMHETHUKATA W/UIH (papMakogMHAMUKATa Ha
TJIMKIIa3u] MOXKE Ja C€ U3MEHH IIPU HalMeHTH C YepHOAPOOHAa HEAOCTaThUHOCT WM TeKKa ObOpedHa
HEIOCTAThYHOCT. XHUIMOTITMKEMUYHUTE €U30/H, Bb3HUKBALH [IPYU TAKMBA NAIIMEHTH, MOTaT 1a ObaaT
NPOABIDKUTEIHH, TAKa Y€ € HE00X0IMMO MPOBEXKIAHETO HA ChOTBETHO JICUEHHE.

WNudopmarnus 3a manueHTa:

Ha nanuenTa u Ha 4iieHOBETE Ha CEMEHCTBOTO TPsiOBa /1a ObAaT OOSICHEHU PUCKOBETE 3a
XUMOTIIMKeMHUS, KaKTO i HEHHUTE CUMITOMU (BXK. TOUKA 4.8), ledeHne u paKkTopH, Mpeapasnoiarai
3a HEWHOTO pa3BUTHE.

[armenTHT TPsIOBA A OBJe HHOOPMHPAH 32 BAKHOCTTA JIa CJIe/[BA YKa3aHUSTA 3a JHETa, PEIOBHO
(hM3MYECKO HATOBAPBAHE M PEIOBHO KOHTPOJIMPAHE HA CTOMHOCTUTE HAa KPhBHATA 3axap.

HenocrarbueH KOHTPOJI Ha KPbBHATA 3axap: KOHTPOIBT HA KPbBHATA 3axap MPH MalHeHTH,
npUeMally aHTUANA0CTHH MpenapaTi, MOXKe Jia Ce BIIOLIH P HIKOU OT CJICJHUTE OOCTOSTENICTBA:
npenapath, chabpxkanm ounkara St. John's Wort (Hypericum perforatum) (sxbat kaHTapuoH)
(Bk.TOUKA 4.5), TemriepaTypa, TpaBMa, HHPEKIMS K XUPypruuyHa UHTEpBEHIUS. B Hikon ciydan
MOJKE JIa C€ HAJIOKH MPUJIaraHeTO Ha UHCYJIHH.

XUIMOTTUKEMUYHUST e(l)eKT Ha BCCKHU OpaJICH aHTI/I,Z[I/Ia6CTCH npenapar, BKIIIOYUTCIIHO Ha TJTIMKIIA3u,
IIPpU MHOTO MalMCHTU HaMaJIsiBa C BpEMETO: TOBA MOKE 1a CC ABJIKU HA IMPOTrPECUPAHETO HA TCIKECTTA
Ha }_II/Ia6CTa HJIM Ha HAMAJIABAHCTO HAa TCPANICBTUYHHA OTTOBODP. To3u (I)CHOMCH € U3BCCTCH KAaTo
BTOpHUYHA HEAOCTATHYHOCT, KOATO CC pasjindaBa OT IbpBUYHATA HEAOCTATHbYHOCT, KOT'aTO IIPpHU



I'bPBOHAYATHOTO MPHUJIAraHe Ha aKTHBHATa CyOCTaHIUS He ce HaOmoaaBa edekt. [Ipenu aa ce
onpeed Aaju MalliEeHThT € ¢ BTOPUYHA HEAOCTAThYHOCT, TPSAOBA 1a ce 00CHAM BHIIPOCHT 3a
TIpaBWJIHKS M300p Ha J03aTa U CIIa3BaHETO HA JUCTHIHHS PEKUM.

JlucrmmkeMust

CpoOmieHn ca HapymIeHus B KpbBHATA 3aXap, BKIIFOYBAIIN XUTOTJIMKEMHS U XATIEPTITUKEMIS] IPH
MAIEeHTH ¢ TradeT, IpreMaIiy eJHOBPEMEHHO JIeYeHHE C ()IIyOPOXUHOIOHHU, 0OCOOEHO TIPH MAIleHTH
B cTapyecka Bp3pacT. [lopaau ToBa € HEOOX0IMMO BHIMATEITHO MPOCTeIsIBaHe Ha KpbBHATA 3aXap
IIPH BCUYKH HalueHTH, npueMaiu eagaoppemento IMAIIPEJI MR 60 mg u aekapcTBo, ChIbpIKAIIO
(hITyOpOXUHOJIOH.

JlabopatopHu mokaszarenu: 3a OlleHKa Ha KPbBHO-3aXapHHS KOHTPOJI Ce MPEophyuBa H3MEpPBaHE Ha
HUBAaTa Ha TJINKUPAHHS XeMOTIIOONH (MJIM KpbBHATA 3axap Ha Ti1agHo). Moske 1a OblIe MOIe3HO ’
MPOCIIEIIBAHETO HA KPhBHATA 3aXap OT CaMUs MAIHEHT.

JledenueTo npu marMeHTy ¢ neUIUT Ha TII0K030-6-pocdaTHaTa nexumporenasa che
CynaHWITypeiHN MpenapaTu MoXKe Ja JOBee 10 XeMOJUTHIHA aHeMus. Thil KaTo IIMKIa3nuy
NPUHAIICKN KbM XUMHUYHATA IPyMa Ha CyI(aHIypuitHATE perapaTH, TP MalUeHTH ¢ eGuiuT Ha
TIIFOK030-6-(hocaTHaTa nexuaporeHasa, € He0OX0AMMO TIOBHIIIEHO BHUMaHHE U TPsIOBa J1a ce 00ChaIu
QJITEPHATHBHO JICYCHHE C HeCyI(paHmITypeiHH TIpeTIapaTH.

IlomonHM BenecTBa:

JAUAIIPEJI MR 60 mg He TpsiOBa 11a ce mprieMa OT MAIlUeHTH C PeJKH HacleCTBeHN 3a00IIBaHUS
KaTO HEMOHOCHUMOCT KbM rajlakTo3a, Lapp akrazeH qeUUUT WK [TIFI0KO30-TaJaKTO3Ha
MarabcopOIys.

4.5 BzanmopaeiicTBHe ¢ IPYrd JIeKaApPCTBEHH NMPOAYKTH U APYrH (pOopMH HA B3aUMojelicTBHE

Crennure mpenaparyd HOBUIIABAT PUCKA OT XUIIOTJIMKEMUS

Kombunayuu, xoumo ca npomusonokasauu
* MukoHa30.1 (CHCTEMHO PUJIOKEHNE, OPOMYKO3€H T'ell): MOBHUINIABa XUITOTITUKEMUYHHUS €EKT C
BB3MO’KHA TTOSIBA HA CUMIITOMH Ha XHUITOTIIUKEMUS U JIOPH KOMa.

Kombunayuu, koumo ne ce npenopvusam

* ®eHNJI0YTA30H (CUCTEMHO PUIIOKESHHE): TIOBHUINIABA XUTIOTIIMKEMIYHUS €PEeKT Ha
cyndaHwIypeHUTe MpernapaT (M3MecTBa TH OT MeCTaTra Ha CBbpP3BaHE KbM IUIA3MEHUTE MPOTEHHU
W/WJIA HAMaJIIBa TSXHOTO EIMMHUHUPAHE).

3a mpenrounTaHe € Ja ce U3IMOJ3BAT APYTH MPOTHBOBB3MAIUTEIHH CPEJICTBA MIT B IPYTH CIy4au Ja
ce TpeAynpeau MaUeHTHT U J1a Ce TIoJUepTae BaXXHOCTTa Ha CAMOKOHTpOJIA Ha KPpbBHATA 3aXap.
Koraro e Heo0x011Mo0, TI0 BpeMe Ha JISYCHUETO U CJIe]] IYCHUETO C IPOTHBOBB3MAIUTETHOTO
CpPEeJICTBO, 03aTa Ha aHTUANAOSTHHS MIpermapaT MOXe Jla ce KOPUTHpA.

¢ AJIKOXOJI: IIOBHIIIaBAa XUIIOTTUKEMHUYHOTO ,I[eﬁCTBHC (qpe3 I/IHXI/I6I/IpaH€ Ha KOMIICHCAaTOPHHA
MeXaHI/I3MI/I), KOC€TO MOXKE Ja JOBCAC 0 I10sABA HA XUIIOITIMKEMHWYHAa KOMa.
I[a ce n30sarBa KOHCYyMallUATa Ha aJIKOXOJI U Ha JICKAapCTBCHU NPOAYKTH, CbAbPIKAIIN AJIKOXOJI.

Kombunayuu, usuckeawu npeonasnu mepxu npu ynompeoa

3acunBaHe Ha eeKTa Ha MOHMKaBaHE Ha KpbBHATA 3aXap M IO Ta3H NPUYMHA B HAKOH CIIy4au MOXKeE
Jla HACTBITU XHUIIOTIIMKEMHUS IPH IpHEMaHe Ha HAKOH OT CIIEHUTE JIEKApCTBEHU POIYKTHU:

JIpyrd anTuauabeTHH npenapaTy (MHCYJIMHH, akap0o3a, MeTQOPMUH, THA30IUIUHINOHH, JUTEITHINI
nentuaasza-4 naxuourtopu, GLP-1 peuenTtop aronucru), 6era-6okepH, haykoHa30), HHXHOUTOPU Ha
AQHTMOTEH3MH-KOHBEPTUPALIHS €H3UM (KanTonpwi, eHananpui), H2-peuentopau anraronucta, MAO
MHXUOUTOPH, CyN()OHAMUAN, KIAPUTPOMHULMH U HECTEPOHIHI IPOTHBOBB3MAIUTEIHN CPEICTBA.




CrenanTe IpenapaTi MOTaT Jia MPEJIU3BUKAT ITOBHUINIABAHE HA CTOMHOCTUTE Ha KPhBHATA 3axap

Kombunayuu, xoumo ne ce npenopwvusam

* Jlana3oJ1: quaberoreHeH eeKT Ha JaHA30.

AKO HM3IOJI3BaHETO HA TOBA aKTHBHO BEIIECTBO HE MOXKeE Jla ce M30erHe, J1a ce MpeAyIpeIn MaiueHTa
U JIa ce TojiuepTae, 4e € BaKHO Jia ce KOHTPOJIMpa III0KO3aTa B ypHHATA U KpbBHATA 3axap. Moxke na
ce HAJIOXKH JIa ce KOPUTHpPA J103aTa Ha aHTUIHA0CTHHSI ITPerapaT 1Mo BpeMe Ha JICUCHHE U Cle]
JICUCHHE C JAHA30JI.

Kombunayuu, usuckeawu npeonasnu mepku npu ynompeba

* XJjiopnpoMa3suH (HEBPOJIENITHK): BUCOKH 03¢ (>100 mg qHEBHO XJIOPIIPOMa3HH) ITOBUIIIABAT
HUBOTO Ha KpBhBHATa 3axap (HamMalieHO OCBOOOKIaBaHe HA MHCYIIHH).

Jla ce mpenynpey nayeHTa u a ce moueprae, 4ye € BaKHO Jia ce KOHTPOIUpa KphBHATA 3aXap.
Modxe J1a ce HaJIOXKH J]a ce KOPUTUpa J103aTa Ha aHTHIHA0ETHOTO aKTUBHO BEIIIECTBO 110 BpeMe Ha
JICUCHHUETO U CJIe]T JICYEHUETO C HEBPOJICITUIHUS Mperapar.

* [1I0KOKOPTHKONIM (CUCTEMHO U JIOKAIHO NMPUJIOKEHNE: BbTPECTABHU, KOKHH U PEKTATHH
npenapaTy) U TETPaKOCAKTPHH: IIOBUILIABAT HUBATA HA KPbBHATA 3aXap C Bb3MOXKHA KET03a
(IOHMKEHA TOJEPAHTHOCT KbM BBIJICXUIPATH, IPEIU3BUKAHA OT TTIFOKOKOPTUKOUIUTE).

[a ce npenynpeny nanyeHTa 1 1a ce mogueprae, ye € BaxkHo, 0COOCHO B HAYaJOTO Ha JEYCHHUETO, 1a
ce KOHTPOJIMpa HUBOTO Ha KpbBHATa 3axap. Moxe Ja ce HaloXKHU Aa ce KOpUrupa 103ara Ha
AKTUBHOTO aHTUANAOETHO BEILECTBO I10 BPEME Ha JICUCHUETO U CIIe]l JICYEHUETO C TTIIOKOKOPTUKOUIH.

* Puroapun, canéyramou, tepoyranun: (i.v.)

[loBumenu cTOMHOCTH Ha KPhBHATA 3axap BHB BPb3Ka C epexTuTe Ha OeTa-2 arOHWCTH.

[a ce momuepTae, 4e € BaXXKHO J1a c€ KOHTPOJIMPa HUBOTO Ha KpPbBHATA 3axap. AKO € He00X0IuMo /1a
ce MPEeMUHE KbM HHCYJIHH.

e IIpenapatu, chabpxkaum ouaxara St. John's Wort (Hypericum perforatum) (Kbt
KAHTAPHOH)

St. John's Wort (Hypericum perforatum) (kbJIT KaHTApHOH) HAMaJIBa €KCIIO3UIIAATA Ha TJIMTIIA3HI.
Ja ce nogueprae, 4e € BaXKHO IPOCIIEASIBAHETO HA HUBATa Ha KphBHATA 3aXap.

CreHuTE IPOJYKTH MOTAT Ja IPUYHUHAT JUCTIIMKEMHUS

Kombunayuu, usuckeawu npeonasHu mMepxu npu ynompeoa

o DIyopoOXHMHOJIOHU: B ciTydail Ha eqHOBpeMenHa yrnoTpeda Ha JIMAIIPEJI MR 60 mg u nexapctso,
ChIBPKALIO (IIyOPOXHUHOJIOH, MAIMEHTa TPsIOBa Ja ObJe NMpeaypeeH 3a pUcKa OT MosiBaTa Ha
JOUCTJIMKEMUS 1 /1a Ce Mo4epTae BaKHOCTTA OT IpocieIsiBaHe Ha HUBATa Ha KpPbBHATA 3axap.

KomOuHanymy, KouTo TpsiOBa Jia ce B3eMar 1101 BHUMAaHUE
e AHnTHKoaryJaHTHa Tepamusi (Hanp. Bapdapun ...):
CyndanunypeliHUTE IpenapaTyi Morar /a J0BeaT 10 3aCHJIBAHE HA aHTUKOArYJIaHTHUS €eKT MpH
€IHOBPEMEHHO IpUjlaraHe.
[Ipu HEOOX0AMMOCT Aa ce KOpHUTrHpa J103aTa Ha aHTUKOAaryJaHTa.

4.6 @epTHINTET, )PEMEHHOCT U KbpPMeHe

Bbpemennoct
Jluncear wim nMa OrpaHUYeHU JaHHU (3a U3X0/a Ha o-Maiko oT 300 ciay4as Ha OpEeMEHHOCT) OT

ynoTpebaTa Ha IIHMKIa3ua Ipyu OpeMEHHH KEeHU BBIIPEKH, Y€ MMa MaJIKO JaHHU 3a JPYTrd
cyJ(aHWITypeiiHu penapaTH.
[Ipu npoyuBaHust IpH )KUBOTHU TIIMKIIA3UA HE € TIOKa3ajl TepaToreHeH edekt (Bx.Touka 5.3).

Karo mpeamasna Msipka ¢ 3a npenovnTane aa ce n30sarea yrnorpedara Ha TIUKIa3K/] 10 BpeMe Ha
OpeMEeHHOCT.



KonTtponupanero Ha quabeTa TpsOBa Ja 3arioyHe Mpe/y Nepruo/ia Ha 3a4eBaHe, 3a Jia ce HaMalli PHCKa
OT KOHTCHHUTAITHU YBPEXKIAaHHS, CBbP3aHH C HEKOHTPOJIMPAHUS THa0eT.

OpaHATE XUITOTIIMKEMUYHH TPETapaT He ca MOIXOSAIIH, HHCYTHHBT € JIGKAPCTBEH MPOJYKT Ha
IIEPBHU U300p 32 JICUCHUETO Ha AuabeT mo BpeMe Ha OpeMeHHocTTa. [IpermopbpuBa ce opamHaTa
XHUIMOTJIMKEMUYHA Tepanus J1a ce CMEHU C MHCYJIHH Mpeau 3a0peMeHsIBAHETO WM Bb3MOXKHO Hali-
CKOpO cJIe]] KaTo OpEMEHHOCTTA € YCTAaHOBEHA.

Kwpmene
He e n3BecTHO manm TIIMKIIA3U] MM HAa HETOBUTE META0OJIUTH C€ EKCKpEeTHpaT B KbpMaTta. [lopagu

HAJIMYMETO HAa PUCK OT HEOHATAIHA XUTIOTTTUKEMHS, JIEKAPCTBEHHUAT MPOYKT € MMPOTHBOIOKA3aH 110
BpeMe Ha KbpMeHe. He Modke J1a ce M3KITI0UM PUCK 32 HOBOPOACHUTE/KbpMaUeTaTa.

depTuaurer
He ca 3abens3anu eexTH BbpXY (PepTUIINTETA HITH PEPOAYKTHBHATA CIIOCOOHOCT PU MBXKKH U

JKEHCKH TUTHX0BE (BXK. ToUka 5.3).
4.7 EdexTu BbpXy crioco0HOCTTA 32 modupaHe U padoTa ¢ MAIIMHU

JUAITIPEJI MR 60 mg He moBi#siBa WK MTOBJIHABA TPEHEOPEKUMO CITOCOOHOCTTA 32 modupaHe u
pabora ¢ MmammHA. Bee mak, manueHTrTe TpAOBa 1a OBIAT 3aI03HATH ChC CHMITOMUTE Ha
XUTOTIIMKeMHS U TPsAOBa 1a ObJaT BHUMATEHU NIpH ModrpaHe Win mpu padboTa ¢ MalInHA, 0COOEHO
B HA4aJI0TO Ha JICYCHHUETO.

4.8 HesxenaHu JIeKapCTBEeHU PeaKHH
[IpenBux onwra ¢ TIAMKIA3HI, CIISTHATE HEXKEIAHH PEaKIUu ca OMIIN ChOOIICHN.

Haii-yectaTa HexkenaHa peakiys ¢ TIHUKIa3U] € XUIOTIUKEMHUS .

KakTto npyrute cyndannnypetinu npenapaty, Taka u ederuero ¢ JJUAIIPEJI MR moxe na
NpeIU3BUKA XUIIOTIIMKEMUS], aKO XPaHEHETO € HEPEIOBHO U 0COOEHO aKo ce MPOIyCHE HIKOE OCHOBHO
XpaHeHe. Bb3MOXXKHN CHMIITOMH Ha XUIIOTJIMKEMHS ca: IJ1aBO0OJINe, CUJICH TJ1ajl, TaJeHe, IOBPbILAHe,
OTIIAIHAJIOCT, PA3CTPOMCTBO Ha ChHs, Bb30y1a, arpECUBHOCT, HAMAJIEHa KOHIICHTPALUs, HaMaJleHa
O1uTEeTHOCT 1 3a0aBEHH PEaKLNH, Jenpechs, OObPKaHOCT, Pa3CTPOMCTBO Ha 3pEHUETO U TOBODA,
acdaszusi, TpeMop, napesa, CEH30pHHU HapyILIeHHs, CBETOBBPTEX, YyBCTBO Ha Oe3cuiue, 3aryda Ha
CaMOKOHTPOJI, ICJTUPUYM, KOHBYJICUH, TOBBPXHOCTHO JUILIAHE U OpaguKapaus, CbHIMBOCT U 3aryda
Ha Ch3HAHMETO, KOUTO MOTaT /ia I0BeIaT JO KOMa U JIETaJeH Kpaw.

B nombiHeHne mMorart z1a ce HaOnro1aBaT CUMIITOMHU Ha aipeHEePruiHa KOHTpaperynanus: H3noTsIBaHe,
XJIaJHa ¥ BJIa)KHA KOXa, O€3MIOKONCTBO, TAXUKAPAUS, XUIIEPTOHHMS, MAINUTALNN, CTCHOKAPIUS 1
ChpACYHA aPUTMHUAL.

OOVKHOBEHO CUMIITOMHTE M34€3BaT CJe] MPUEMaHe Ha BbIUIeXuApaTH (3axap). M3kycTBeHn
noacnaanTeny, odbaue, HIMaT edekt. OMUTHT ¢ APYrH cyadaHUIypeHH penapaTH MoKas3Ba, 4e
XHUIIOTIIMKEMUSITa MOKE J1a C€ TOSIBU OTHOBO, IOPH KOr'aTo B3€TUTE MEPKH B HAYAJIOTO CE OKa3BaT
e(heKTHBHHU.

AKO XUIOTIMKEMHUSTA € TEKKA U IPOABIDKUTEIHA, IOPH aKo T ObJe BpeMEHHO KOHTPOJIMpaHa upe3
nprueMaHe Ha 3axap, ca He0OXOAMMHU CIIEIIHA MEJUIIMHCKA MTOMOIL WIN IOPH XOCITUTAIH3aLusl.

I[DVFI/I HCXCJIaHU JICKAPCTBCHHU PCAKIINN

CTOMaIHHO-‘IpeBHI/I HapylnieHus, B TOBA YUCJIO CC C"bO6IJ.IaBa 34 KOpEMHa 6OHKa, TaJICHC, ITOBPBIIIAHC,
JAUCTICTICHA, INapUd U KOHCTUIIAIUA: aKO CC MOABAT TaKUBa, TC MOraT Ja CC H30erHaT uin
MHUHHUMU3UPAT [IPU IIPUEMAHC Ha TJIIMKJIA3U A CbC 3aKyCKarta.

[o-psanxo ce cro01IaBa 3a caeIHUTE HEKEJIAHN PEaKIHU:

* HapymieHnus Ha Ko)kaTa U IIOAKOXHATa ThKaH: 00pHB, ChbpOEX, yPTUKAPHsL, AaHTHOETEM, EpUTEMA,

MaKyJIo-TianyjapHu o0puBH, OyJI03HHM peakuy (Kato cuHApoM Ha Stevens-Johnson n TokcuuHa

enuIepMaHa HEKPOJIU3a) U B U3KIIIOUNTENIHH CITy4au, JEKapCTBEH OOPUB C €O3MHO(YUIINS U CHCTEMHU
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cumrromu (DRESS).

* Hapymienuns Ha kpbpBTa 1 TUM(HATA CHCTEMA: XEMAaTOJIOTHYHUTE OTKIIOHEHH ca peakn. Te morar ia
BKITFOYBAT aHEMUS, JIEBKOIICHUS, TPOMOOIIUTOTICHNS, TPAHYIOIUTONIEHHS. Te OOMKHOBEHO M34e3BaT
ClIell IpeKbCBaHe Ha JIEYEHUETO.

* XemnaTo-OUarapHu HapYIIEH: IOBUIIEHN CTOWHOCTH Ha yepHoapoOHuTe eH3numu (ASAT, ALAT,
ankamHa docdarasa), Xemarut (SAMHIIHA CHOOIeHus). JIeueHneTo ciaeaBa aa ce MpeKbCHe, ako ce
TIOSIBY XOJIECTATHYHA XKBITCHHUIIA.

Te3u cuMnToMu OOMKHOBEHO HM34e3BaT CJI€q IpEKpaTsaBaHE Ha JICUCHUECTO.

* Hapyuienus Ha ounte
[IpexoaHu 3pUTEIHU HApYIIEHHUS MOTAT Ja Ce MOSBIT 0COOEHO B HAYAJIOTO HA JICUEHUETO B PE3yTatT
Ha NIPOMSIHA Ha HUBAaTa Ha KpbBHATA 3axap.

Edekry, cBEp3aHu ¢ TepaneBTUYHHS KIIac:

KaxTo npu apyrute cynpoHMWIypeiiHN IpenapaT, CISAHNTE HeXKETaH! Peakiy ca Omin
HaOJII0IaBaHM: CITy9ad HA €PUTPOLUTONICHHS, arPaHyJIOUTO3a, XeMOJIUTHYHA aHEMHS,
NaHIUTOIICHNUS, AIEPTHYEH BACKYJIHUT, XMIIOHATPUEMHSI, TOBUIICHUE HA YEPHOIPOOHHUTE EH3UMHU H
JIOpH HapyIIeHNe Ha YepHoapoOHaTa GyHKIHS (HAmp. X0JIecTa3a M XBJITSHUIIA) U XEMaTHT, KOUTO ca
perpecupaiy cies CUpaHeTo Ha Cyl(paHmTypeHHS penapaT, WM B H30JIMPaHH CIIydau ca JIOBEIN
JI0 )KUBOTO3acTpalIaBaila Y4epHoApoOHa HEIOCTaTHYHOCT.

Cno01IaBaHe Ha MOJ03MPAHH HeKeJIaHH PeaKInn

CpobmiaBaHeTo Ha IMOIO3MPAHH HEXKETIAaHU PEaKIIUH CIIe/ pa3peiaBaHe 3a ynorpeda Ha IeKapCTBeHHS
MPOAYKT € BakKHO. TOBa MOABOMSABA 1a IPOABIKHA HAOIIOIEHUETO Ha CHOTHOIIIEHUETO TI013a/PHCK 32
JeKapcTBeHUS MPOAYKT. OT MEAMIIMHCKATE CTICIHAIICTH CE H3UCKBA J1a ChOOIIaBaT BCAKA
MOIO3MPaHa HeXKeTlaHa PeaKius Ype3 HallMOHATHATa CHCTeEMA 32 ChoOIaBaHe UiTH Ha:

Boarapus

W3mpnuuTenHa arennus mo tekaperara (MAJ)
Va. ,,JJamsa I'pyes* Ne 8

1303, rp. Codus

Ten.: +359 2 8903 417

yeOcaiT: www.bda.bg

4.9 TIlpemo3upane

[Ipeno3upaneTo che CynpaHmITypeeH MpenapaT MOXKe J1a PEJH3BUKBA XUITOTIINKEMHSI.

YMepeHu CUMIITOMHU Ha XUIIOTJIMKEMUsI, 0€3 BCAKaKBa 3ary0a Ha Ch3HAHUETO MJIM HEBPOJIOTHYHA
CHMIITOMAaTHKa, TPsIOBa J]a Ce KOPUTHPAT C IPUEMAHETO Ha BBIVIEXUIPATH, KOPUTHPAHE HA J103aTa
W/Wi poMsiHa B Auerata. CTPUKTHOTO MOHUTOpPUpAHE TPsIOBa J1a ce MPOIBJIKH JOKATO JIEKAPSIT €
CUT'ypeH, 4e OOJIHUST € U3BBH OMAacHOCT.

BB3MOXKHY ca TEXKH XUIMOTTMKEMUYHN PEAKLIUH ¢ KOMa, KOHBYJICHH WM IPYTH HEBPOJIOTHYHU
HapylIeHus 1 TpAOBa Jla ce TPETHPAT KaTO CIIELIHA METUIIMHCKHU CITydan, H3UCKBAll He3abaBHa
XOCHHUTAIU3ALHSI.

AKO € AMarHOCTHIMpaHa WK Ce MOJ03Upa XUIIOTIIMKEeMUYHA KOMa, Ha TIallueHTa TpsiOBa Aa ce BbBEe
0bp30 i.v. 50 ml koHUEHTpHUpaH pa3TBOp Ha rimoko3a (20 xo 30%). Tosa TpadBa na ce mocieaBa OT
HenpeKbcHaTa HH(Y3Us Ha O-paspelieH Itoko3eH pa3TBop (10%) cbe ckopocT, KOATO 1€ MOAIbPKA
CTOMHOCTHTE Ha KpbBHaTa 3axap Haj 1 g/l. [lanmenTure TpsiOBa BHUMATENHO Aa ce HAOII0AaBaT U, B
3aBHCUMOCT OT TSIXHOTO CJIEJBAILO CHCTOSHUE, JIEKApAT MPELeHsBa Ak € HEOOXOIUMO I10-
HaTaTBIIHO NPOCIEIsIBaHE.

Juanusara He BOIM 10 MOJOOpEHNE Ha MAMEHTHTE, Thil KATO INIMKJIAa3H]] ce CBBP3Ba 3PaBo C
TUIa3MEHHUTE TIPOTEHHH.




5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoauHAMHUYHH CBOICTBA

dapmakoTepaneBTHIHA Tpyna: cylOHAMUII, YPSHHN TPOU3BOTHU
ATC koxm: A10BB09

MexaHn3bM Ha ISUCTBHE

I'muknasuy e XumormuKkeMu3upal cyahaHmIypeeH opalieH aHTHanabeTeH mpenapar, pasindaBall ce
OT CPOJHHUTE CheIWHEHUS 110 HATMIHEeTO Ha N-ChIbpiKall XeTEPOIIUKINYEH MPBHCTEH C eHIOIIKINIHA
BpB3Ka.

I'mrknasuy moHMXaBa CTOMHOCTHTE HAa KphBHATA 3aXap Upe3 CTUMYJIHpaHe Ha HHCYJIMHOBATa
cekpernus oT OeTa-kineTkuTe Ha JlanrepxaHcoBuTe ocTpoBH. [loBuIIIaBaHEeTO HA OCTITPAHUAITHUS
wHCYNMH 1 C-TIenTHAHATa CEKPETHs TPOBIKABAT JBE TOAWHH CIIE]] JICYCHUETO.

B mombaHEeHNE KbM T€3U META0OMUTHH e(eKTH TITUKIA3U/I IPUTEkKAaBa H XeMOBAaCKyJIapHHU CBOHCTBA.

dapmakoanHaMUYHU €PEKTH

EdekTu BbpXy HHCYJIMHOBATA CEKPELIMSL:

[Tpu quaberumu ¢ aradeT THIl 2 TIUKIA3K]] Bb3CTAHOBSIBA ITBPBUS UK HA HHCYJTWHOBATA CEKPENNs B
OTTOBOP Ha TIFOKO3a 1 TIOBHIIaBa BTOpaTta (ha3a Ha MHCYJIMHOBATA CEKPEIHsl. 3HAYNMO yBeIINIaBaHE
Ha WHCYJIMHOBHS OTTOBOP CE Ha0III0/1aBa Clie]] CTUMYJIAIHS, TPEIN3BIUKAHA OT XpaHa WIIH TIIF0KO03a.

XeMOBaCKYJIapHH CBOMCTBA:
I'mukna3ua HamansiBa MUKpOTpoMOO03aTa, KOSTO MMa 3HAUYCHHUE 32 YCIOKHEHHATA Ha quabera,
MOCPEICTBOM JIBa MEXaHU3Ma:

. [ToTHCcKka YacTUYHO arperanuaTa ¥ aaxe3usiTa Ha TPOMOOIIMTHTE, KOETO BOAM JI0 HAMalsiBaHe Ha
MapKepHuTe Ha TPOMOOIIMTHOTO aKTUBHpaHe (OeTa-TpoMO0rI00uH, TpoMOOKCcaH By).
. [NToBnusiBa GpUOPUHONMMTHYHATA AKTUBHOCT Ha CHJOBUSI €HOTEN, KOETO BOJM JI0 TOBUIIABAHE

Ha aKTUBHOCTTA Ha tPA.

5.2 ®dapmakoKkWHETHYHU CBOIICTBA

AOGcopouus
ITpe3 mbpBUTE 6 Yaca MIa3MeHaTa KOHIICHTPAIHS TPOrPECUBHO HAPACTBA U JIOCTHUTA IJIATO, KOETO CE

HOAIBPIKA OT 6-1s 10 12-us yac cies IpUeMaHeTo Ha JIEKapCTBEHHUS MIPOIYKT.

WNunuBnayanHaTa BapuaOMITHOCT € HUCKA.

['muknasuz ce pe3opbupa HarbiaHO. [IpHeMbT Ha XpaHa He BIIHsE BHPXY CKOPOCTTA M CTEIICHTA Ha
pe3opOomwsL.

PasnpenencHue
CBBp3BaHETO C TIA3MEHUTE MPOTEUHU € 0KOJIO 95%. O0eMbT Ha pasnpeneneHuero e okoso 30 aurpa.

Ennoxpaten auesed npueMm Ha JJIMAIIPEJI MR 60 mg noanbpka epeKTUBHU IIa3MEHN
KOHIIEHTpAIK Ha TIUKIa3ua 1o 24 yaca.

BI/IOTDaHCd)ODMaLII/IH
FJ'II/IK.]'Ia3I/I}_I ce MeTa6OJ'H/I3I/Ipa TJIaBHO B UCPHU Z[p06 " CC CKCKpPETHpA C YpUHATA: B yprUHATaA CC
OTKpHBa 1IO-MaJikO OT 1% B HCIIPOMCHCHA (bopMa. B mma3smara He ca OTKPHUTU aKTUBHU METa0OJIUTH.

EnvMunupane
[TonyXMBOTHT Ha ETMMUHMpPAHE HA ININKIIa3u Bapupa Mexay 12 u 20 gaca.

JIuHeilHOCT/HE TUHEHHOCT
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CBHOTHOIIICHHETO MEXTYy BhBEIeHAaTA 103a Bapuparia 1o 120 mg u miomra nox Kpubara
KOHIICHTpAIHS-BpEME € JIMHEHHO..

CrernyaisHu MoIyJIalunl

Tayuenmu 6 nanpeonana v3pacm

[Ipu manMeHTy B HaIpeIHalIa Bh3pacT HE ca HAOII0JaBaHu KIMHUYHO 3HAYNMU IIPOMECHH BbB
(hapMaKOKMHETUYHHUTE IapaMETPH.

5.3 IlpeakJMHUYHHU JAHHHU 32 0€30MACHOCT

[IpenxiMHUYHATE NaHHU, Oa3WpaHd HA KOHBEHIIMOHAIHH MMPOYYBAHUS C TIOBTAPSIIH CE 03U, HE
MOKa3BaT TOKCHYHOCT MIIM TEHOTOKCUYHOCT IPH XopaTa. He ca mpoBexaaHu JpITOCPOTHH
MIPOYYBaHUS 32 KaHIIepOreHHOCT. HsiMa maHHY 3a TepaTOreHHU H3MEHEHHS IIPH MIPOYIBaHUATA C
JKUBOTHH, HO Ce Ha0JIf0/1aBa HaMaJIIBaHE Ha TEJIECHOTO TETJI0 HAa eMOpHOHA P KUBOTHH,
MOJTy4YaBaIliy 25 THTH MO-BUCOKH JTO3M OT MAKCHUMAITHO MperopbyBaHara jo3a mpu xopara. B
MPOYYBAHUSATA C KUBOTHU (PEPTUIINTETA U PETPOTYKTUBHATA CITOCOOHOCT HE ca OWJIVM 3aCEeTHATH CIe.
TpreMa Ha TIHKIa3HI.

6. DAPMALIEBTUYHU JAHHUA

6.1 Chnucbk Ha IOMOIIHHUTE BellleCTBA

JlakTo3a MOHOXHIpAT,

ManTtonekcTpuH,

Xunpomenosa,

Marse3ueB cTeapar,

CunuimeB TUOKCHI, KOJIOUIEH Oe3BOIEH.

6.2 HecnBMecTuMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHOCT

3 rOauHH.

6.4 CrneuuajJHM ycJI10BHSI Ha CbXpPaHEHHe

To3u nexkapcTBeH MPOAYKT HE M3UCKBA CIIEIIMATHH YCIOBHUS Ha ChXPaHEeHNUE.

6.5 JlaHHM 32 omaKoBKaTa

[Ipozpauen PVC/anymunues Onuctep, OMakoBaH B KAPTOHEHU KYTHH.

Cbabp:kaHue HA ONIAKOBKATA

7,10, 14, 15, 20, 28, 30, 56, 60, 84, 90, 100, 112, 120, 180 u 500 TabmeTku.
He Bcuuku BH0BE OMAKOBKW MOTaT Jja ObAAT MMyCHATH B MPoJIax0a.

6.6 CnenuaJHu Npeana3sHu MepPKHU NMPU U3XBBPJIsIHE

Hsama CcricnyaJIHi U3MCKBAaHU .
Bcexu Hensnon3Ban MIPOAYKT WJIM OTHHAaABK TpH6Ba Ja €€ U3XBBbPJIA ChITIACHO MCCTHUTC U3UCKBAHUAA.
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7. IMPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Les Laboratoires Servier
50, rue Carnot
92284 Suresnes cedex
®paHuus
8. HOMEP(A) HA PABPEIHLIEHUETO 3A YIIOTPEBA
20100003
9. JATA HA ITbPBO PA3PEINABAHE/IIOJTHOBSBAHE HA PASPEHHIEHHUETO 3A
YIIOTPEBA

4.01.2010/09.09.2015

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

04/2016
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JAHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JJA CbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

‘ 1. HUME HA JJEKAPCTBEHUSA ITPOAYKT

JIUATIPEJT ®MR 60 mg TabieTKu ¢ U3MEHEHO 0CBOOOK/1aBAHE
I'muxnasug

DIAPREL ®MR 60 mg modified-release tablets
Gliclazide

‘ 2. OBSIBABAHE HA AKTUBHOTO/UTE BEHIECTBO/A |

Besika TabneTka ¢ M3MEHEHO 0CBOOOKIaBaHe ChbpiKka: riiukiazua 60 mg

| 3. CNMCBHK HA TOMOIIIHUTE BEIIECTBA |

Chabpxa J1akTo3a. 3a moseue nHGOpMaIus MPOYETETE JUCTOBKATA.

| 4. JIEKAPCTBEHA ®OPMA U KOJUYECTBO B EJJHA OMIAKOBKA |

7 neauMH TaOJIETKU ¢ U3MEHEHO 0CBOOOYKJaBaHe
10 menuMu TaGJIETKU ¢ M3MEHEHO OCBOOOK/1aBaAHE
14 nenvmu TaOJIETKH ¢ U3MEHEHO OCBOOOKIaBaHE
15 nenuMu TaGIIETKU ¢ M3MEHEHO OCBOOOK/1aBaAHE
20 penvmu TabIETKH ¢ U3MEHEHO 0CBOOOXK 1aBaHe
28 nenuMu TaOJETKH ¢ U3MEHEHO OCBOOOYKJaBaHe
30 genuMu TaOJIETKH ¢ U3MEHEHO OCBOOOYKJaBaHe
56 genuMu TaOJIETKH ¢ U3MEHEHO OCBOOOYKJaBaHe
60 genuMu TaOJIETKH ¢ H3MEHEHO OCBOOOYKIaBaHE
84 nenuMu TaOJIETKH ¢ H3MEHEHO OCBOOOYKJaBaHE
90 genuMH TaOJIETKH ¢ U3MEHEHO OCBOOOYKJaBaHe
100 menmnmu TaOJIETKH C U3MEHEHO OCBOOOIK1aBaHE
112 nenmrmu TaOJIETKH C U3MEHEHO OCBOOOIK1aBaHE
120 menmrmu TaOJIETKH C U3MEHEHO OCBOOOIK1aBaHE
180 menmmmu TaOJIETKH ¢ U3MEHEHO OCBOOOIK1aBaHE
500 menuMu TaOIETKH ¢ H3MEHEHO OCBOOOYKJaBaHe

5. HAYUYH HA ITPUJIATAHE U ITBbT/UIIA HA BBBEKJIAHE

TabneTkuTe ca AeIMMHU B MOTAT JIa C€ pa3yuyIiaT Ha IBE€ PaBHU MIOJIOBHHH.

[MpernbTHETE HABEIHBK TOJOBUH WM 11sa(n) Tabnerka(u). Jla He ce IbBYAT MIIM HATPOIIIABAT.
Crna3BaiiTe MHCTPYKIIMHUTE Ha BamIus Jiekap 3a po3upoBkara. [Ipeau ynorpeda mpodereTe TUCTOBKATA.
[TepopanHo npunoxeHue.

6. CHHEHHUAJIHO NPEAYIIPEXAEHUE, YHE JIEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEY OT IIOIVIEJA U TIOCEI'A HA IELTA

Ja ce cpxpaHsBa Ha MsCTO, HETOCTHITHO 3a JIeTa.

| 7. JIPYT'Y CHEUMAJIHYU MPEJYNPEXKJIEHMS, AKO E HEOBXOJJUMO |
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‘ 8. JATA HA U3THYAHE HA CPOKA HA TOAHOCT

l'ogen no: {mm/rrrr}

9. CIIEHUAJIHU YCJIIOBUSA HA CbXPAHEHUE

10. CHEIUMAJIHU MIPEANNAZHU MEPKHU TPU U3XBBPJSIHE HA
HEM3ITOJ3BAHATA YACT OT JIEKAPCTBEHUMTE INPOAYKTHU NJIN
OTHAABYHU MATEPUAJIN OT TAX, AKO CE U3BUCKBAT TAKUBA

11. HUME U AJJPEC HA IPUTEXKATEJISI HA PASPEHLIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
Dpanuus

‘ 12.  HOMEP(A) HA PABPELHIEHUETO 3A YIIOTPEBA

| 13. MAPTUJEH HOMEP

IMaptrma Ne

14. HAYUH HA OTIITYCKAHE

ITo JICKApCKO MpEeATNIMCaHueC.

| 15. VKA3AHMUSI 3A YIIOTPEBA

| 16. MH®OPMAIIMS HA BPAIJIOBA A3BYKA

JUATIPEJI MR 60 mr
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CBABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEP

| 1. HME HA JIEKAPCTBEHUSA ITIPOAYKT

JUATIPEJI ®MR 60 mg, TabeTky ¢ M3MEHEHO 0CBOOOK/IaBaHE.
I'muknasun

| 2.  HME HA IPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier

| 3. JATA HA U3THYAHE HA CPOKA HA T'OJHOCT

l'ogen no: {mMm/rrrr}

| 4. TTAPTHIAEH HOMEP

IMapTuma Ne

|5.  JIPYTrO

CT»IL’Bp)Ka JIaKTO3a. 3a II0BeYe I/IH(i)OpMaLII/IH MMpOYCTCTEC JINCTOBKATA.

16




JINCTOBKA
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JlucToBKa: l/IH(l)OpMaIlPlﬂ 3a ManMeHTa

JUAIIPEJI MR 60 mg Ta0/1eTKH ¢ H3MEHEHO 0CBO0OKIaBaHe
DIAPREL MR 60 mg modified-release tablets
I'muxasuz (Gliclazide)

IIpoyeTreTe BHUMATEIHO LAJIATA JUCTOBKA NPEIH /12 3all04YHETe a2 IpHUeMaTe TOBA JIEKapCTBO,
TBHH KaTo TS ChABPKA BaskHA 3a Bac unpopmanus.

L 3ama3ere Ta3u JUCTOBKA. Moxke Ja C€ HAJIOXKU Ja s NpOoUYCTETC OTHOBO.

L AXo0 uMaTe HIKaKBH JTOIBIIHUTCIIHU BBIIPOCH, nonuraite Bamms JICKap Uin Q)apMaueBT.

L Tora JICKApCTBO € NpCANNCaHO JIMYHO Ha Bac. He ro HpeOTCT’BHBaﬁTe Ha Ipyru xopa. To moxe
JAa UM HaBpE€au HE3aBUCUMO, YC IMPU3HAIIUTEC HA TAXHOTO 3a00/I9BaHeE ca ChIIUTE KaTo Bamure.

L Axo MOJIYYUTC HAKAKBU HCKECIJIAHU JICKAPCTBCHU PCAKIIUU,YBCIOMETC Bamus JICKap Uin

(bapMaueBT. ToBa BKIIOYBA ¥ BCUYKH Bb3MOKHU HEXKEIAHU pCaKkuun, HCOMMCaHu B Ta3n
JIMCTOBKA. Brkre Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA:

1. Kaxkso npexacrasnsa Juampen MR 60 mg tabneTku ¢ ©3MEHEHO 0CBOOOXKIaBaHE U 32 KAKBO CE
U3I0JI3BA

2. Kakso Tpsa6Ba na 3Haete, npenu Aa npuemere Juampen MR 60 mg tabneTku ¢ n3MeHEeHO

0cBOOOXKJaBaHE

Kak na npuemate /Iuanpenr MR 60 mg TabneTku ¢ n3MeHEeHO 0CBOOOKIaBaHE

BB3M0OKHU HEXXEITAaHH PeaKInu

Kak na cexpansBare uampen MR 60 mg tabneTkn ¢ ©3MEHEHO 0CBOOOKIaBaHe

ChapprkaHue Ha ONAaKOBKaTa M AOIBIHUTEIHA HHPOpMANUs

oukw

1.KakBo npeacrasissa Iuanpea MR 60 mg, Ta6jieTKH ¢ HI3MEHEHO 0CBO0OKTaBaHe H 32 KAKBO
ce H3M0JI3Ba

Huanpen MR 60 mg tabietku ¢ m3MEHEHO 0CBOOOXK/IaBaHe € JIEKAPCTBO, KOETO TIOHMKaBa HUBOTO Ha
KpbBHATA 3axap (OpaTHO aHTHIHAOETHO JIEKAPCTBO, MPHUHAIICHKAIIO KbM IpyIaTa Ha
cyndaHWITypeHUTE MIpernapaTH).

Huanpen MR 60 mg tabieTku ¢ M3MEHEHO 0CBOOOXIaBaHEe C€ M3M0JI3Ba IIPHU Bh3PACTHU 32 JICUSHHE
Ha ompenenena opma auadeT (3axapeH AunadeT TUIl 2) KOTaTo caMoO TUETHIHUTE MEPKH,
(bU3NYECKUTE YITPAKHEHUS U HAMASIBAHETO HA TEJIECHOTO TETJIO HE ¢a JOCTATHUHH 32 MOIbPIKAHE
Ha HOPMAJTHU CTOWHOCTH Ha KpbhBHATA 3axap.

2.KakBo Tpsi6Ba 1a 3HaeTe, mpeau a1a mpuemete Juanpea MR 60 mg TabiaeTku ¢ u3MeHeHO
0CBO0OXKIaABAHE

He npuemaiite Juanpea MR 60 mg TadiaeTku ¢ n13MeHeHO 0CBOOOKIaBaHe:

- aKO CTC aJICPprudyHun (CBp’bX‘IYBCTBI/ITeHHI/I) KBM TJIUKJIa3ua UJIN HAKOS OT OCTAHAJINTE CbCTABKU Ha
Huarnpen MR 60 mg Ta6iieTku ¢ u3MeHEeHO 0cBOOOK1aBaHe (M30pOSHH B TOUKA 6), HITH KbM
JIPyTH JeKapcTBa OT ChIlaTa rpymna (cyndaHmiypeiHn npenaparu), Wik KbM JPyTH TIOJO0OHU
JIeKapCcTBa (XUTIOTITUKEMIUYHH CYI(POHAMHETH);

- aKo cTpajaTe OT MHCYJIUHO3aBUCHM auadet (tun 1);

- aKo MMaTe KCTOHHH TeJa U 3axap B ypuHara (TOBa MOXKeE Jia 03HA4aBa, 4ye uMarte JnadeTuiHa
KeTOanu103a), [MadeTHIHa IpeKoMa WIN KOMa;

- aKo cTpaziaTe OT TeKKU YEPHOJIPOOHHU Wih ObOpedHH 3a00IIsIBaHus;
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- aK0 B MOMEHTa IpUeMaTe JeKapcTBa 3a JCYCHUE Ha I'bONYHN HHPEKINN (MUKOHA3011), BIKTE TOYKa
“ Ipyru gexapcrBa u Jlmanpesa MR 60 mg TadjieTku ¢ H3MeHEHO 0CBO0OKIaBaHe);
- aKo KbpMHTE (BHXKTE TOUKa “BpemeHHOCT 1 KbpMeHe”).

Ipenynpe:xnenns u npeanasHu MepKu

T'oBopere ¢ Baius nekap npeau na npuemare Juanpeia MR 60 mg tabnetku ¢ u3aMeHEHO
OCBOOOJKIaBaHe.

Bue Tps0Ba n1a cnia3Bare JieueOHUS TUIaH, IPEHCaH OT Bamwus ekap, 3a 1a ObJaT NOCTUTHATH
HOPMAJTHH CTOMHOCTH Ha KpbBHATa 3axap. ToBa 03HaYaBa, 4e OCBEH PEIOBHOTO MPUEMaHEe Ha
Tabnerkute, Bue TpsOBa 1a cria3Bare AUETHUCH PEKUM, Ja PaBUTE HU3NICCKU YIPAKHEHUS U, aKO €
HEO0XOIUMO, JIa HAMAITUTE TEJIECHOTO CH TETJIO.

[To BpeMe Ha JICUCHHETO C MIIMKIIA3K]l € He0OX0IMMO PEJOBHO U3CIICBaHE Ha KPbhBHATA 3axap (U
€BEHTYaJHO 3aXapTa B YpHUHATA), a ChIIO U Ha rHMKupaHus xemoriaooud (HbAlc).

IIpe3 mppBUTE CenMUIM HA JIEYCHHETO PUCKBT OT MOHIDKEHHE Ha KPbBHATA 3aXap (XUIOTIIMKEMIIS) €
TIOBHIIIEH. 3aTOBa € HEOOXOIUMO IMO-YECTO MEITUITMHCKO KOHTPOJIMPAHE.

Huckn croiiHOCTH Ha KphBHATA 3aXap (XUITOTJIMKEMHS) MOTAT J1a Ce MOSBAT:

- aKo ce XpaHWTE HEePEJOBHO WM NPOITycKaTe OCHOBHU XPaHEHH,

- aKo rianyBare,

- aKo CTe C HeJIoXpaHBaHe,

- aKO IPOMEHHUTE XPAHUTEIHUS CH PEXKUM,

- aKo yBenu4HTe PU3HyYecKaTa CH akTHBHOCT, a KOJIMYECTBOTO Ha MpHeMaHuTe OT Bac
BBIJICXUIPATH HE CHOTBETCTBA HA TOBA YBEJIHUYCHHUE,

- aKo KOHCYMHpaTe aJKoXo0ll, 0cOOCHO B KOMOMHAINNS C TIPOIYCKaHe Ha OCHOBHU XpaHEHUS,

- aKo IpUeMaTe ApYrH JIKapCTBa WM HATYPAIHU JIeYeOHU POAYKTH 110 CHIIOTO BpEME,

- aKo IpUeMaTe MPEeKajeHo TOJIEMH 03U TIUKIIA3UI,

- aKo cTpajaTe OT Cneuu(pUIHN XOPMOHATHO-3aBUCUMH 3a00IsIBaHuUs (HapyleHa (GyHKIUS Ha
IIUTOBUIHATA JKJIe3a, Ha XUMNO(U3HATA JKJIe3a WK KOpara Ha Hajn0obOpeka),

- ako OBOpevHara miM YepHoApoOHaTa By GyHKIMS € CHITHO HaMaJleHa.

AKo MMaTe HUCKa KpbBHA 3axap, Bue Moxxe 1a moiIydnTe ClIeJHUTE CUMITOMHU:

riaBo0oJIe, CUJIeH IJiaj, TajeHe, MOBPbILaHe, OTHaIHAIOCT, pa3CTPOUCTBO HA CHhHS, HEPBHOCT,
arpecuBHOCT, HaMaJleHa KOHIIEHTpALHs, HaManeHa OUTEIHOCT U 3a0aBeHU PeakIiy, ACIPecHs,
00BPKaHOCT, Pa3CTPONCTBO HA 3pEHUETO MIIM FOBOPA, TPEMOP (TpenepeHe), CEH30pHH (CETHBHU)
HapyILIeHHUs], CBETOBBPTEX U UyBCTBO Ha OE3MOMOIIHOCT.

Morar aa ce NosIBST U CIeIHUTE CUMIITOMH: M3MOTSABaHE, XJIaJHA U BJa)KHa KOXa, O€3[I0KOHCTBO,
YCKOpEHa WM HEPUTMHYHA ChbpAEYHA AEHHOCT, BUCOKO KPBBHO HaJlsiraHe, BHE3aIlHA CHJIHA 0OJIKa B
IBPANTE, KOSITO MOXKE /1a CE€ Pa3sNpOCTPaHsIBa KbM ChbCEAHU 00JIACTH (CTEHOKApAUS).

AKo KpbBHATa 3axap IpOABIDKH Jja ce IOHMXKaBa, Bue Morke 1a u3nagHeTe B ChCTOSIHUE Ha CHITHA
00BpKaHOCT (IeTUpUyM), a pa3BUETE KOHBYJICHH, J1a 3aryOUTe CAMOKOHTPOJI, IuIIaHeTo Bu Moxe na
CTaHe IOBBPXHOCTHO, a ChpAeuHaTa Bu neiiHocT na ce 3a0aBu, MOXe Jja H3NaJHeTe B Oe3Ch3HAHME.

B noBeuero ciryyan CHMITOMUTE Ha HUCKaTa KpbBHA 3aXap MPEeMUHABAT MHOTO OBP30, KOTaTo
KOHCYMHpare 3axap 1oJ| Hikaksa (opma (Hanp. TaOJIETKH IITI0K03a, 3aXapHH Oy4KH, CIIaJIbK COK,
THIOZICITAJICH Yaii).

ITo Tasm mpuymnHa Bue TpsOBa BUHArM J1a HOCUTE ChC ceOe CH HSIKAKbB BHJ 3axap (TIIFOKO3HH
tabnetky, Oy4ku 3axap). [lomMHere, 4e W3KYCTBEHHTE IOJCIAAUTENN HE ca epeKTHBHH. Mo,
CBBpKETe ce ¢ Bamms snexap wim ¢ Haili-Onmu3kara OOJHHUIA, aKO MPHEMAHETO Ha 3axap HE IMOMOTHE
WA CUMIITOMHTE C€ MOSIBAT TOBTOPHO.

CuUMIOTOMHTE HA HUCKA KpbBHA 3axap Morart a OTCbCTBAT, Aa ca mo-ciaado H3pa3CcHU UJIK [1a HC
YCETUTEC HAaBpPEMC, Y€ KPbBHATA Bu 3axap € CriagHaJjia. ToBa Moxe Ja €€ ClIy4u, aKO CTC B HallpcaHajla
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BB3PACT U IPUEMATE HAKOU JICKapCTBa (HAIp. TaKWBa, JCHCTBAIN BHPXY [IEHTPATHATA HEPBHA
crcreMa nuim 0era-6J10Kepn).

AKO cTe B CBhCTOSIHHE Ha CTpec (Hamp. 3JIOMONYKH, XHPYPTHYHH OTEpaIyiu, TeMIepaTypa U T.H.),
Bamwsr jiekap Moke BpEMEHHO Jla CMEHH TOBa JIEKAPCTBO C HHCYJIHH.

CuMmnTOMH Ha BHCOKA KpbhBHA 3axap (XHUIEPTIUKEMHUs) MOXE Jia ca HAIWIE, KOraTo IIIMKIA3u] BCe
Ollle HE € TOHIKUII B JIOCTAThUHA CTETNCH KPbBHATA 3axap, KOraTo He CTe CHAa3Wiv JIeYeOHHs TUIaH,
npeAnucad oT Bamms jekap, ako IpHeMaTe Ipemapard, Chabpikamm Ommkara St. John's Wort
(Hypericum perforatum) (>xbaT KanTapuon) (Bxk.Touka “J[pyru nekapctsa u J[uampen MR 60 mg
TaOJIETKH C M3MEHEHO OCBOOOXKIaBaHE’) WJIM MPH CHEHU(DUYHU CTPECOBH CHUTyalMd. Te morat na
BKITFOYBAT JKaXJ1a, YeCTO YPUHUPAHE, CyXOTa B YCTaTa, cyXa M ChpOsIa KoxKa, KOXKHA UH(PEKIUU |
HaMajieHa paboTOCITIOCOOHOCT. AKO HACTBHIAT TaKWBa CHMIITOMH TpsOBa Ja ce CBBpXKeTe ¢ Bamms
JeKap uin GapmaresnT.

Hapymenue B kxpaBHaTa 3axap (HHCKa WIKM BUCOKA KPBBHA 3aXap) MOJXKE /1a Ce MOSBU, KOraTo
IIMKJIa3K] € MIPEINUCaH €THOBPEMEHHO C JIEKapCTBa, MPUHAICKALIY KbM KJIaC aHTUONOTHUIIH,
HapedeHH (pIIyopOXHHOIIOHH, 0COOCHO MPH MAIMEeHTH B cTapuecka Bh3pacT. B To3u ciydvaii, Bammst
nexap e Bu mpunoMHu BaKHOCTTa OT IpoOCieA IBaHe Ha KPbBHATA 3axap.

Axo BBB Bamero cemelicTBo nMa ninm Bue 3Haere, de mMare HaCIIECTBEHOTO CHCTOSHUE ACPUINT HA
rII0K030-6-hocdar mexumporenasa (I'6MDJI) (aHOMandHMs HAa EPUTPOILUTHTE), MOXKE 1da CE IOSBH
MOHIKABaHE HAa CTOMHOCTHTE Ha XEMOTJIOOWHA M pasmaj] Ha epUTPOIUTHTE (XEMOIUTHIHA aHEMUS).
OO0bpHETE ce KbM Bamms jgexap mpenu 1a 3alroqHeTe 1a IpreMaTe TO3H JIEKAPCTBEH MPOYKT.

Huanpen MR 60 mg tabieTku ¢ m3MeHEHO 0CBOOOKAaBaHE HE Ce MPETIopbyBa 3a yrnorpeda mpu Jemna
HIOpaJX JIUIICA HA TaHHMU.

JApyru nexkapcrBa u J{uanpea MR 60 mg TadjieTKH ¢ H3MEHEHO 0CBO00KIaBaHe
Wndopmupaiite Bamms nekap wim (apManeBT, ako B MOMEHTa IpHEMaTe WM HAcCKOpO CTe
MpHeMaJIH, WIK MOXE J1a [IpHeMare IpyTrH JIEKapcTBa.

[ToHmxkaBamusT KpbBHATA 3aXap e(PEeKT Ha TIIMKIIA3U] MOKE J1a CTaHE MO-CHJICH M J1a HACTBIIST

NPOSIBU HA HUCKA KPBBHA 3aXap, KOraTo ce ynoTpeOsiBa HIKOE OT CIICJAHUTE JICKapCTBa:

- JPYTH JIEKapCTBa, KOMTO CE yIoTpeOsBaT 3a JIeueHHEe Ha BUCOKA KPbBHA 3axap (IepoparHu
anTHIMabeTHu cpeacta, GLP-1 penenTopan aroHUCTH WM WHCYIINH),

- AQHTUOUOTHITH (Hamp. CyAPOHAMUIHI, KJIAPUTPOMHIIKH),

- JIeKapcTBa 3a JIeYeHHE Ha BUCOKO KPBHBHO HAJISITaHE WIIM ChpJiedHa Hel0CTaThuHOCT (OerTa-
onokepu, ACE-uHXHONUTOPH, KaTO HAMP. KalITONPIII HIA SHAJIATIPIIT),

- JIEKapCTBa 3a JIeYeHNe Ha 'bOMYHN WHPEKINN (MUKOHA30II, (hITyKOHA301),

- JIeKapcTBa 3a JICYeHHE Ha s13Ba Ha CTOMaxa MM JBaHaieceTonpbeTHHKA (Hz-penentopHu
AHTarOHNCTH),

- JIeKapcTBa 3a JIeYeHHe Ha Jienpecusi (MHXHOMTOPH Ha MOHOAMUH OKCHIa3aTa),

- 00JIKOYCTIOKOSIBAIIM WM aHTUPEBMATUYHH cpenicTBa (PpeHnndyTa3oH, uOynpodeH),

- JIeKapCTBa, ChbPIKaIIH AITKOXOJ.

[MoHmwkaBamusaT KpbBHATa 3axap e()eKT Ha INIMKIJIA3UI MOXKe J1a ObJie 0TCIIa0eH U J1a HACThIIN

NOBUIIABaHE HA KPBbBHATA 3axap MpH yHnoTpeOda Ha €HO OT CIECTHHUTE JeKapCTBa:

- JIeKapcTBa 3a JieueHHe Ha 3200 sIBaHKS Ha IICHTpaJlHaTa HEpBHA CHCTeMa (XJIOPIPOMasuH),

- JIeKapcTBa, HAMAIISBAILY Bb3MaJICHUs (KOPTUKOCTEPOUIIH ),

- JIeKapcTBa 3a JIeYeHHE Ha aCTMa MIIM KOMTO Ce YIOTpeOsBaT 10 BpeMe Ha poJioBa JEHHOCT
(MHTpaBEeHO3€eH caabyTaMol, pUTOIPUH U TePOYTaINH),

- JIeKapcTBa 3a JieueHHe Ha 3200 sIBaHKs Ha I'bpJaTa, CHIIHO MEHCTPYAIHO KPBBOTCUCHUE U
eHIOMETpro3a (aHa30i1),

- [Mpenaparu, ceappxanm ounkara St John’s Wort -Hypericum perforatum (xbat kaHTapuoH).

Hapymenne B kppBHaTa 3axap (HHCKa WM BHCOKA KPhBHA 3aXap) MOXKE Jia ce TosBH, Korato [luanpen
MR 60 mg TabneTku ¢ U3MEHEHO 0OCBOOOXkAaBaHEe Ce IprueMa eTHOBPEMEHHO C JIEKapCTBO,

20



MPUHAJUISKAIO KbM KJIAC aHTUOMOTHUIIH, HapeueHH (DITyOPOXHHOIIOHHU, 0COOCHO OT MAlUEHTH B
cTapvecKa Bb3pacT.

Huanpen MR 60 mg TabneTku ¢ U3MEHEHO OCBOOOXKIIaBaHE MOXKeE Jia 3acuii e(eKkTa Ha JIeKapCTBa,
KOUTO TIOTUCKAT KPBBOCHCUPBAHETO (Harp. BapdapuH).

INocwkBeTBaiiTe ce ¢ Bammwst iekap npeau a 3al0YHETE J1a pUeMaTe JAPYT JCKapCTBEH MPOIYKT. AKO
MOCTHIIUTE B OOJHUIIA, CHOOIIETE HAa METUIIMHCKHS mepcoHan, 4ye npuemare wanpen MR 60 mg
TabJIETKU C U3BMEHEHO 0CBOOOK 1aBaHE.

HMuanpea MR 60 mg Ta6JieTKH ¢ H3MEHEHO 0CBO0OKIaABAHE C XPAHA, HAIUTKH H aJIKOXO0JI
Huanpen MR 60 mg TabieTku ¢ H3MEHEHO 0CBOOOKIaBaHe MOJKE Ja Ce IpHUeMa C XpaHa U
0e3aIKOXOTHY HAITUTKH.

KoncyManusra Ha ankoxon He ce IpenopbuBa, Thid KATO TOM MOXKE 12 HapyII KOHTPOJIUPAHETO HA
Bamms nrabet 1o HempenckasyemM HaduH.

BpeMeHHOCT 1 KbpMeHe

Huanpen MR 60 mg TabneTku ¢ u3MeHeHO 0CBOOOXKIaBaHEe HE Ce MPenopbhbuBa 3a ynorpeda mo Bpeme
Ha OpeMEHHOCT. AKO CTe OpeMeHHa, MHUCIIHMTE, Y€ MOXKE Ja CTe OpeMEHHa WM IUIAaHUpaTe Ja MMaTe
Jlere, onuTanTe Bamus gekap 3a CbBET IIPENX Ja IPUEMETE TOBA JIEKAPCTBO.

He tpsa6sa na mpuemare J{nanpen MR 60 mg tabneTku ¢ n3MeHeHO 0CBOOOXKIaBaHE TOKATO KEPMHUTE.

Mlo¢gupane u padoTa ¢ MAalIUHU

CriocoOHOCTTa BU J1a c€ KOHLEHTPHpaTe WK J1a pearupaTe Moxke J1a ObJe HapylleHa, ako KpbBHATa
BU 3aXap € MPEeKaJIeHO HUCKA (XUIOTIMKEMUs) WIH MPEeKaJIeHO BUCOKA (XUTIEPTIIMKEMHS ), WITH aKoO Ce
MOSABAT 3PUTEITHU HApyLICHUS B PE3YJITaT HA Te3U ChCTOsAHMS. MMaliTe mpensun, ye OUXTe MOIIH Ja
3acTpamuTe cebe CM WM IpYru Xopa (Hamp. KoraTo modupare wiu paboture ¢ Mamwan). Mo,
nornuTaiTe Bamms ekap gamu MoxeTe 1a modupare:

- aKO MMaTe YeCTH €NM3041 Ha HUCKA KPbBHA 3aXap (XUIIOTIIMKEMHUSI),

- aKO CUTHAJIUTE 32 HUCKa KPhBHA 3aXap (XUIOTJIMKEMUs ) ipu Bac ca cnabu uinu aurcsart.

Basxna nHgopManus 0THOCHO HSIKOM OT cheTaBkuTe Ha Jlnanpea MR 60 mg TabdaeTku ¢
H3MEHEeHO 0CBO0OKNaBaHe

Huanpen MR 60 mg cbabpika nakro3a. Ako Bamusrt nekap Bu € Ka3al, 4e UMaTe HEIOHOCUMOCT KbM
HSIKOM 3aXapH, TOBOPETE C HETO MPEIH J1a B3eMETe TOBa JEKapCTBO.

3. Kak na npuemare {luanpea MR 60 mg Ta6;1eTkn ¢ u3MeHeHO 0CBOOOKIaBaHe

Jo3upoBka

BuHaru npuemaiite TOBa JIEKapCTBO TOUHO KAKTO BU € Ka3an Bammsr nekap wim gapMmareBT. AKo He
CTe CUTYpHH B Helllo, monuraiite Bamms nekap nim dpapmaresr.

[lo3ara ce onpenens OT JIekapsl B 3aBUCHMOCT OT CTOMHOCTUTE Ha KpbBHAaTa BH 3axap 1 €BEHTyallHO
OT 3axapTa B ypHHATA.

[IpomennTe BBB BHHIIHUTE (pakTOpH (HANp. HAMANISIBAaHE Ha TEJIECHOTO TETJIO, MPOMSIHA B HAYMHA Ha
JKUBOT, CTPEC) WIX NOAOOPEHUETO Ha KOHTPOJIMPAHETO Ha KPbBHATA 3aXap MOraT Ja HaJloKaT
MIPOMsIHA HA JJO3UTE Ha MIIUKIA3HI.

[IpenopbuBanara 1HEBHA 703a € OT MOJIOBUH 110 ABe TabneTku (MakcuMyM 120 mg) B3eTH HABETHBK
10 BpeMe Ha 3aKycka. Tst 3aBHCH OT OTTOBOpa KbM JieueHneTo. TabieTkaTa Moxe a ObJie pa3aeeHa
Ha paBHU JI03U.

Huanpen MR 60 mg tabneTku ¢ u3aMeHEeHO OCBOOOXKIaBaHe € 3a mepopaiHa ynorpeda. [Ipuemere
tabneTkara(Te) ¢ yalia BoJa 110 BpeMe Ha 3aKycKa (M 3a MpearoYuTaHe Mo €IHO U ChII0 BpEME BCEKU
neH). [IpernpTHETE MONOBUHATA W 1s1aTa TabneTka(n) HaBegHBXK. He nbBUeTe u He uynere
tabnerkara(ure).Bunaru TpsdBa na ce HaxpaHuTe cieq npueMa Ha BamaTa tabnetka(u).
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AKo ¢ 3anoyHaTto koMOuHupaHo jedenue ¢ Juanpen MR 60 mg TabneTtku ¢ H3MEHEHO
ocBOOOXKTaBaHe C METHOPMHH, HHXHUOUTOP Ha anda-TIoK03uaa3aTa, THA30IHINHINOH, TUTICTITH I
nenTunaza-4naxuoutop, GLP-1 penenToper aroHnCT wiu ¢ HHCYNNH, BammsaT nekap e onpenenn
WHANBHTyaTHO 3a Bac moaxopsimara 103a Ha BCIKO OTJIETHO JIEKAPCTBO.

AKko 3abenexuTe, ye HIBaTa Ha KpbBHATa Bu 3axap ca BUCOKM BBIIPEKH IIpreMa Ha JIeKapCTBOTO, TaKa
kakTo Bu e mpeanmcano, TpsaOBa ga roBopute ¢ Bamms nexap wim dhapmarenT.

AKO cTe IpHue/Id noBeve oT Heodxoaumara 103a Juanpea MR 60 mg Ta6jieTku ¢ H3MeHEHO
0CBO0OOKTIaBaHe

AKO cTe Tmpuenu moBede OT HeoOXoauMus Opoii TaOJIeTKH, CBBpIKETEe ce He3abaBHO ¢ Bammus nekap
WIH ChC CIEIIHOTO 3BCHO Ha Haii-Onm3karta OomHmna. [IposBuTe Ha Tpeno3WpaHe ca TE3HW IMPU
MOHW)KaBaHe Ha KPbBHATA 3axap (XMITOTIIMKEMHSs ), ONMCAaHU B Touka 2. Te MoraT aa ObJaT OBIAASHU
4ype3 He3a0aBHO MpHeMaHe Ha 3axap (4 10 6 OyYkH) WM TEUHOCTH, ChIIbPIKAIIM 3axap, MOCICIBAHO OT
0o0MJIHA 3aKyCKa WM OCHOBHO XpaHEHe. AKO MAalMEeHTHT ¢ B Oe3ch3HaHME, BenHara wHpopmupaiite
nekap W noBukaiiTe bbpsa momorl. ChIOTO TpssOBa 1a ObAe HAIpaBEHO, aKO HAKOW (HAmp. aeTe) e
MOT'BJIHAJ CIy4YalHO TO3u HpoaykT. Ha mammeHnTn B Oe3ch3HaHHME He TpsAOBa Ja ce JaBaT XpaHU U
TEYHOCTH.

BuHaru Tpsi0Ba aa ce ocurypsiBa JO0CTaAThUYHO HHPOPMHUPAHO JIHIIE, KOSTO MOXKE J1a IOBUKA JICKap B
CIy4ail Ha CHELIHOCT.

AKko cTe nponycHanu aa npuemere Jduanpea MR 60 mg TadeTku ¢ n3MeHeHO 0CBOOOKIaBaHe
BaxxHo e na mpuemare BalleTo JIEKapCTBO BCEKU AEH, Thil KATO PEIOBHOTO JICUEHHE UMa MO-100Bp
e(exT.

AKO Bce mak mporrycHerte Aa npuemere eana go3a Juanpen MR 60 mg rabnerku ¢ m3MeHEHO
O0CBOOOKIaBaHe, IpUEMETE CIieABaIIaTa /103a o oOn4aiiHoTO BpeMe. He B3emaiite aBoiiHA 1034, 32 11a
KOMIIEHCHpaTe NPOITyCHATaTa 103a.

AKko cTe cpeau nmpuema Ha Jlmanpea MR 60 mg TadaeTku ¢ ©3MeHEHO 0CBOOOKIaBaHe

Tbit kaTo eyeHneTo Ha AradeTa OOMKHOBEHO MPOIBIDKABA II5UT XKUBOT, Bue TpsiOBa fa ce
nochbBeTBatTe ¢ Bamms iekap npeau ga cupere Ja npueMaTe TO3M JIGKapcTBEH NpoAyKT. CrimpaHeTo
My MOJKe J]a JIOBeJle /IO TIOBHIIaBaHe Ha KpbBHATA 3axap (XUIEPIIIMKEMHUs ), KOSTO TOBHIIIaBa PUCKA OT
pa3BHBaHEe Ha YCIIOKHEHHS Ha auadeTa.

AKO WMaTe HAKAKBU JOMBIHHUTEIHH BBIPOCH, CBBP3aHM ¢ ymoTpebara Ha TO3M TPOIYKT, MOJI,
nonuraiiTe Bamus iekap win ¢apmaiieBT.

4. Bb3MOKHY HeKeJIaHU peakuun

Kakro Bcuukn JICKApCTBa U TOBA JICKAPCTBO MOKE Ja IMPEAN3BUKA HECIKCIIaHU PCAKIIUU BBIIPCKH, UC HE
BCCKH I' TIOJTy4aBa.

Haii-uecto HaOnroiaBaHa HEXKENaHa JIEKAPCTBEHA PEaKLUsl € HUCKA KPbBHA 3aXap (XMUIIOTJIMKEMUs). 3a
CHUMIITOMUTE U MPU3HaLUUTE BIKTE Touka “[Ipeaynpexxaenus u npeanasHu MepKy IpH ynoTpeda”.
Ako He OBJAT JIEKyBaHH, T€3H CHUMIITOMH OWXa MOTJIH Jia MPOTrpecHpar J0 CHHIMBOCT, 3aryda Ha
Ch3HAHWE WM JOpPH KOMa. AKO €MU304bT Ha TOHM)KCHHE Ha KpbBHATa 3axap € TEeXBbK WIH
MPOABIDKUTENICH, JOPH M BPEMEHHO Ja CTe T'0 OBJIAJENH KaTo CTe MpHeNu 3axap, Bue TpsOBa na
MOThpCcHUTE He3abaBHA MEAMIIMHCKA TTOMOIII.

YepHoapoOHM HapyLIeHHUS

WNma enuHWYHM CHOOIICHHS 32 HapylleHa YepHOAPOOHA (YHKIHUS, KOATO MOXKE Ja IpeJu3BHKA
MOXBITSIBAHE HA KOXKaTa W oynTe. AKO TOBa ce ciy4n Ha Bac, oObpHeTe ce He3abaBHO KbM Barus
nekap. Te3u cumnroMu OOMKHOBEHO M3Ye3BAT Cie] CIIMPAaHE Ha JIEKApCTBOTO. Bammsr jekap 1me
B3E€Me€ pellIeHHe TN Ja CIIpe JICYEHNUETO BU.
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KoxHu Hapymenus

Mma cpoOtieHns 3a KOKHH PeakIliy, HaIlp. 0OpHB, 3aU4epBsiBaHe, ChPOEK, KOPUBHA TPECKA,
aarroeneM (0bp30 MmoayBaHe HAa THKAaHUTE KAaTO KJIETIAYH, JIUIE, YCTHH, €3UK WU I'BPII0, KOUTO MOTaT
Jla ToBeaaT A0 3aTpyAHeHo numrane). OOpuBBT MOKE /1a IPOorpecupa A0 U3IPHIIBAHE MK 00eIBaHe
Ha TOJIEMH y4acThIM OT KOXKara.

B m3xmrounTenan cirydan ca Onin ChOOIMIEHH CHMITOMH Ha OCTPH PEaKIUH Ha CBPHXUYBCTBUTEITHOCT
(DRESS): mppBOHAYAIHO KATO TPUITOIOA00HN CUMIITOMH U OOPHB Ha JTUIETO, TIOCIEABAHN OT
pasmpocThpaHe Ha 00pUBa M BHCOKA TeMIIepaTypa.

KpbBHY HapymieHus

HawmarnsBane Ha Opos Ha KJIIETKUTE B KPBbBTA (HAIpP. HA TPOMOOITUTHTE, CPUTPOIIUTHTE U
JIEBKOITUTHTE), KOETO MOJKE Ja MTPEeIN3BHKA IMOOIEAHIBAHE, YIBIDKEHO KbPBEHE, CHHIUHH, UMa
CHOOIICHNS 32 Bh3MAICHNE Ha ThPJIOTO U TeMIepaTypa. Te3n cuMnroMu 0ONKHOBEHO M34Y€3BaT CIIE]]
MIPEKbCBAHE HA JICYCHUETO.

XpaHOCMMJIATEITHA HAPYIICHUS

Kopemna 6osnka, ranene, moBpbliaHe, HAPYIICHO XpaHOCMIJIaHe, THApHs U 3amek. Te3n edexTu
HamausBat npu npueMane Ha [{uanpenr MR 60 mg taGnetkn ¢ m3MeHEHO 0CBOOOXIaBaHe C XpaHa,
KaKTO Ce TPernopbyBa.

Hapymrenns Ha ouure
3peHueTo BU MOXKE Jla ObJle 3aCEerHaTo 3a KpaTKO BpeMe, 0COOCHO B HAYajOTO HAa JeUueHUETO. To3u
e(heKT ce IBJDKU Ha MPOMSIHATA B CTOMHOCTUTE HA KPpbBHATA 3axap.

Kakto mpu apyrute cyndoHWIypelHH NpenapaTtd, CICIHUTE HEKENaHH peakiud ca Owin
Ha6HIOI[aBaHI/I: CJIydyad Ha TCKKH IMPOMCHU B 6p0$1 Ha KPBBHHUTEC KIICTKU U aJICPTUYHO BHIMAJICHUC Ha
CTeHaTa Ha KPbBOHOCHHUTE ChJIOBE, HAMaJsIBaHEe Ha HATPHs B KPBBTA (XUIIOHATPUEMHUS ), CHMITOMHU Ha
YepHOJIPOOHO YBpeKIaHe (Hamp. JKBJITCHUIA), KOUTO B ITOBEYETO CIIy4au MPEMUHABAT CJIC] CIIMpaHEe
Ha CcyJa(aHUITypeiHus pernapaT, HO B SAMHIUYHM CIIydad MOTaT Jia TOBEAAT 10 KHBOTO3acTpalliaBalia
YepHOAPOOHA HETOCTATHYHOCT.

CrLo0naBane Ha HeKeJIaHH PeaKIMH

AKO TIONyYHTE HSIKAKBU HEXKEJIAHU JICKAPCTBEHH PEakiiu, yBeJoMeTe Barus ekap i GapMarieBr.
ToBa BKITIOYBA U BCUYKH Bh3MOXKHH HEXEJIAaHH PEAKIIMH, HEOMCAHH B Ta3H JIMCTOBKA. MOXKETE ChINO
Jia ChOOIIUTE HEXKETAHU PEaKIK JUPEKTHO Ype3 HAIIMOHATHATA CUCTEMA 3a ChOOIaBaHe:

Bbarapus

WznmeanTenna arennus no iexapersata (MAJD)
yiL. ,,JlamsiH I'pyeB” Ne 8

1303, rp. Codus

Tem.: +359 2 8903 417

yebcaiit: www.bda.bg

Karo cpoOmaBare HeXellaHW PEeaklUH, MOXKETE Jia JaJeTe CBOS MPHUHOC 32 MOJydYaBaHE Ha IOBEYE
MH(OPMALU OTHOCHO 0€30MIaCHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak aa coxpansBate JIuanpesa MR 60 mg Ta6jeTku ¢ ©3MeHEeHO 0cBO00KIaBaHe
CoxpassaBaiiTe TOBa JIGKAPCTBO HA MSICTO, HEJOCTBITHO 32 AeLa.

He u3nosn3Baiite ToBa 1eKapcTBO ciell CpOKa Ha TOJHOCT, 0TOEN3aH BhPXY KapTOHEHATa ONIAKOBKa U
onucrepHata nenra cien 'oned 1o:. CpokbT Ha TOJHOCT OTTOBaps Ha MOCIEIHUS IEH OT HOCOYCHHUS

MCCCI.

To3u JICKApCTBCH NPOAYKT HC U3UCKBA CIICLIMAJIHU YCJIOBHA HAa CbXPAaHCHUC.
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JlekapcTBara He TpsOBaA Jla ce U3XBHPIIAT B KAHAIHM3AIUATA WIN B KOHTCHHEpPA 3a JIOMAITHH OTHATIBIIH.
[lonmraiite Bamms ¢apmaneBT Kak aa HW3XBHPIWTE HEHY)KHHTE BU JIeKapcTBa. Te3um Mepkw IIe
CIIOMOTHAT 32 OTIa3BaHe Ha OKOJHATA Cpe/a.

6. Chabp:kaHue HA OMAKOBKATA U Apyra nHgopmamnus

Kakgo cbabp:xa Iuanpea MR 60 mg TadjeTKku ¢ H3MeHEHO 0CBOOOKIaBaHe

AKTHUBHOTO BEIIIECTBO € TTMKiIa3u]. Beska TabiaeTka ¢ m3MeHeHO 0CBOOOXK 1aBaHe chabpika 60 mg
TIIAKIIa3H I,

Jlpyrute CbCTaBKH ca: JIAKT03a MOHOXHUAPAT, MATOJCKCTPHH, XUIIPOMENI03a, MAarHE3UEB CTEapar,
KOJIOHJICH OE3BOJICH CHITUIIMEB JTHOKCH/I.

Kak usrnexnaa Juanpea MR 60 mg Ta6jieTku ¢ H3MeHEHO 0CBO0OKIaBAHE H KAKBO ChIbp:Ka
ONaKoBKaTa

Huanpen MR 60 mg ca 6enu poasiaroBaT TabJIETKH C HI3MEHEHO 0CBOOOXKIaBaHe, ¢ IbIDKIUHA 15
MM u mupuHa 7 MM, AeTUMHU | TpaBupaHu OT aBeTe ctpanu ¢ ‘DIA 60°. TabneTkuTe ce mpesuiarar B
OnmcTepu, ONlakoBaHU B KapToHeHH KyTtnu c¢he 7, 10, 14, 15, 20, 28, 30, 56, 60, 84, 90, 100, 112, 120,
180 umu 500 TabneTku.

He Bcuuku BHUJOBE OIIAKOBKH MOTI'aT Ja ca HAJIMYHMH.

IIpuTeskaTes Ha pa3pelIeHUETO 32 yoTpeda U NPOU3BOAMTEII
IIpuTeskaTes Ha pa3peLIeHUETO 32 ynorpeoda:

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
Opanuus

IIpousBoaurenu:

Les Laboratoires Servier Industrie
905 route de Saran

45520 Gidy

OpanHnus

nIn

Servier (Ireland) Industries Ltd.
Gorey Road,

Arklow - Co. Wicklow
Upnannus

NI

ANPHARM Przedsigbiorstwo Farmaceutyczne S.A.
Ul. Annopol 6B

03-236 Warszawa

TTomnma

MecTeH npeacTaBuTeN :
Cepue Menukan EOO/]
Tem.: +359 2 921 57 00
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To3u JekapcTBeH MPOAYKT € pa3pelleH 3a ynorpeda B 1bpxkaBute yieHku na EWII noa
cJIeIHUTE UMEHA:

ABcTpus DIAMICRON MR 60 mg
Benrus UNI DIAMICRON 60 mg
bearapus JUAIIPEJI MR 60 mg
X®bpBarcka DIAPREL MR 60 mg
Kunsp DIAMICRON MR 60 mg
Yexust DIAPREL MR 60 mg
Hanus DIAMICRON UNO 60 mg
EcTtonus DIAPREL MR 60 mg
Opanuus DIAMICRON 60 mg
I'epmanus DIAMICRON UNO 60 mg
I'bprius DIAMICRON MR 60 mg
VYHrapus DIAPREL MR 60 mg
Ucnanaus DIAMICRON UNO 60 mg
Wpnangust DIAMICRON MR 60 mg
Uranust DIAMICRON 60 mg
JlaTBust DIAPREL MR 60 mg
JlutBa DIAPREL MR 60 mg
JIroxkcemOypr DIAMICRON 60 mg
Manta DIAMICRON MR 60 mg
Xomanaus DIAMICRON MR 60 mg
[Mommra DIAPREL MR
[Mopryranus DIAMICRON LM 60 mg
PymbHUS DIAPREL MR 60 mg
CroBakust DIAPREL MR 60 mg
CroBeHus DIAPREL MR 60 mg
Hcmanust DIAMICRON 60 mg
Benukobpuranus DIAMICRON 60 mg MR

JlaTa Ha MOCJIeIHO mpepa3riaexaane Ha nucropkara: 04/2016



