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Fra A MEHEE B

1. HME HA JEKAPCTBEHHS IPOIYKT ARERIS H sy

I'numeramMa 2 mg Tabnetku

Glimegamma 2 mg tablets

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

Beska Tabnerka coabpka 2 mg riamenupua (glimepiride).

TloMOIIHH BelecTBa ¢ M3BECTHO JEHCTBHE: ChABPKA Chino 137,92 mg nakro3a moHoxuapar 1 1,9 mg

HATpHHK Ha TabneTKa.

3a MbIHHUA CTHCEK HA NOMOLUHHTE BELIECTRA BHKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA
Tabnerka
3enenu, NPOALArOBaTH TabneTkH ¢ pasmepu MpubausutenHo 11 x 5,5 MM ¢ AeMTeNHA YepTa OT ABETES

CTPaHHU.
TabneTkara Mmoxke na Gbae pazzenena Ha ABE PaBHH JO3H.

4, KIJMHAYHU NAHHH
4.1 TepanesTHYHE NOKA3AHHE

['numeramma e nokazau 3a neueHue Wa 3axaped auaber THN 2, KOraTo caMoO QMETaTa, PHIMUECKOTO
HATOBAPBAHE M CHHIKABAHETO HA TEMNECHOTO TErNO ¢4 HeJOCTATLYHH,

42 J[o3ApoBKa H HAYHHE HAa OPHIOKEHHE

ﬂosnpoaxa

OcHoBa Ha ycnmewHoTo neueHne Ha puabera e nofpata avera, penoesara QM3n4ecka aKTHBHOCT,
KaKTO H DYTHHHHTE H3CISOBAHUSA Ha Kpbs U YpHHA. Hepopa.nHHTe aHTH,[[HaGe‘THH NICKAPCTBCHH
NPOAYKTH WJIH MHCYJIHHBT HEe MOraT Ja KOMMEeHcHpaT AMabeTra, ako NaUMeHTbT HE Crassa
npenopbyaHara quera.

Jlo3uposkara ce onpenens oT pe3yNTATATE OT U3ICNEABAHMATA HA 3aXap B KPbBTA H YPHHATA.

Havannara go3a € 1 mg rnumenMpnz aHeBHo. AKo ce MOCTUrHE n00Bp KOHTPON, TasW JO3UpPOBKA
TpabBa J1a ¢ H3NON3Ba 3a MOAILPKALIA TEPANMS.

AKO KOHTPONBT HE € 3aJ0BONMTENEH, JA03ara TPAGBA 1Na ce yBeauun, CboOpasHO CT
MOCTHTHATHS KOHTPON BLPXY KPbBHATa 3aXap, CTBHIKOBO, ¢ MHTEPBAI OT OKkoAo |
MENLY BCAKA CTHIKA 00 2, 3 Wi 4 Mg rUMENUPHA AHEBHO.

Tlpeqnarat ce TabneTkM ¢ pasnHyHa KOHUSHTPAUMS HA AKTHBHOTO BELIECT
Pa3MUHK CXEMH Ha I03HpaHe. K



J103a no-BucoKa OT 4 mg rMMeNKPHA JaBa No-A00pH Pe3yNTATH CaMO B H3KITHOMUTENHH ClTy4aH.
Maxkcumannara npenopbunTenna 403a € 6 Mg KIMMENUPHI HEBHO,

[lpu nauwenTH, NpH KOMTO HE Ce [ONy4aBa ajfeKBATEH KOHTPON ¢ MAKCUMANHATA AHEBHA 1033
MET(HOPMAH, MOKE /Ia 3aTIOYHE CHIBTCTBALLO NeueHHe ¢ ruMenupua. [Jozata Ha MerdopmuH TpsGaa
Aa ce 3anasy, a JIEYCHWeTO ¢ IJIMMENHPHI 3amo¥Ba C HMCKA [03a ¥ CIIS] TOBA ¢ THTpHpa B
3aBHCHMOCT OT JKENAaHOTO HHBO Ha MeTaboMTEH KOHTpOJ [0 MAKCHMMATHATA JHEBHZ 1034
KomGHHHpanaTa Tepanus TpaGBa aa ce 3anousa Mo CTPOro MEAHUMHCKO HabmonCHNE.

HPH NMAUNEHTH, NMpPH KOHTO HE ce NoTy4aBa aASKBAaTEH KOHTPOM ¢ MaKCHManHaTta AHeBHd O03a
I'nameramma, pu HeoOXOAMMOCT MOXe [a ce 3anocuHe Tepanus ¢ MHCynuH. [lpw 3anaseaHe Ha
A03aTa Ha FITHMENIMPK, HHCYJIHHOBOTO NEYEHHE 3aN04YBa ¢ HMCKA J03a U ce THTPHPpa B 3aBHCHMOCT OT
KENaHOTO HHBO Ha MeTabonHTen konTpon. KomOuHupaHata Tepanus TpaGBa ja ce 3anoysa nojp
CTPOro MeIHLIHHCKO HabmoneHHe.

AKO NaUMEHTLT pa3sBHE XWUMOIIMKEMHYHA DPeakLMA nNpH | mg rAWMenypui, TOBA MOKassa, ue
KOHTPOJIBT MOJKE /12 C€ OCHLIECTBABA CaMo ¢ AHeTa.

B Xopa Ha nevenuero, Thil karo NOJOOpPEHHETO B KOHTPOJMpaHeTO Ha AuabeTa € CRBP3aHO ¢ Mo-
BHCOKA YYBCTBUTEIIHOCT KbM MHCYJIHH, HYXKAMTE OT NIHMEMUPHA Moske &a HamamesT. CiieqoBarenHo,
3a fa ce H30EeTHe XWMOINHKEMHd, TpAGBa a ce oOMHCAM HaBPEeMEHHO HamalIABaHe Ha 703aTa WM
cnupaHe Ha Tepanuara. [Ipomsana Ha nozata Moxe Aa € HeoOXOAMMA H AKO UMA MPOMEHH B HAYMHA HA
JKHBOT HIH TEMIOTO Ha NalHEHTA UM APYTH Cl)a](TOpH, YBCTIHYMABAMM PHCKa OT XWIO- HIH
XHNEeprIHKeMHBd.

= [IpemuHABaHE OT APYrH NEPOpaNHH XHNOIIHKEMHYHH CPEACTBA KbM [ MMeraMma

[IpMHUMMHO € BL3MOKHO Aa Ce MPEMHMHE OT JAPYFH NEPOPAIHA XHMIIOTIHKEMMYHH CPEACTBA KbM
I'numeramma.

3a npemuHaBaHe KbM [nHMeramma TpsbBa 1a ce pieme NpeABH KOJUYECTEOTO HA aKTHBHOTO
BCLUECTBO B 003083 SAHHULIA H BPEMeTO Ha I]OJ'I}’)KHBOT Ha [IPCAHITHHA JIeKapCTBeH NpoaYyKT. B uaxon
Cilydad, 0coDeHO NMPH aHTHAMAGETHH CPEnCTRA ¢ MO-ALILr MONYKMBOT (Hanp. XJ1oponpamun), ce
IpenopLYBa A HMA [IEPHOA HA U3YMCTBAHE OT HAKOJIKO JHH, 33 JA Ce CBEAS IO MUHHMYM PHCKET OT
XHIOrNMHKEMHYHH PeaKiMK BCJISACTBHe Ha aauTHBeH ediekT. [IpenopruBayaTta HavanHa noza € 1 mg
TIMMenUpu AHERHO. B 3aBUCHMOCT OT noBnHABaHETO, 103aTa HA FITHMENTHPU, MOKE Aa Ce yBEIMYaBa
CTBIIKOBO, KAKTO € YKa3aHO [o-rope.

» [IpeMuHaBaHe OT HHCYNIHH KbM [MMeramMa

B M3KIIOYMTENIHH ClTy4aH, KOraTo MauueHTH ¢ anaber Thn 2 ca pery/IMpaHd ¢ HHCYJTHH, MOXe fa €
nokasaHo npemunasane kbM ['numeramma. [pemunaeareTo Tpabpa na ce U3BBpLLIBA CAMO NOA CTPOTO
MEIHLHHCKO HabioaeHHe.

Creyuanuu nonyaayuu

Hayuenmu ¢ 6vbpeuno uau yeprodpobno yepexcoane
Buxre Touka 4.3.

Heouampuuna nonynayun
Hsama nannn 3a NpHIoKeHUETO Ha ITMMENTMPUMI NIPH NALKEHTH Ha Bb3pacT nod 8 roguuu. 3a aeua or

He ce npenopwusa ynotpebara npH aeua nopagH HEZOCTATLMHH A2HHH
edHKacHOCTTA.

Hauuy na npunoxenue
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3a nepOPATHO NPUNIOKEHME

O6GHKHOBEHO eHOKPATHA AHEBHA J03a INIMMENUPUA ¢ AocTaThuka. [Ipenopbuea ce TasM 1o03a na ce
ApHEMAa MAIKO OPEOH HIH N0 BpeMe Ha oDMNHA 3aKycka WM, aKO He CE€ 3aKyCBa - MAJIKO NPEaH HIIH
Mo BpeMe Ha MLPBOTO OCHOBHO XpaHeHe,

Axo OwBae npomycHaT npeeM Ha 033, TOBa He TPAOGBA Ma ce KOMMEHCMpA 4pe3 YBEMHYABAHE HA
CACABAIIATA AO34.

Tabnerkure TpaOea Aa ce NOTTBILAT LEH € MATKO TEYHOCT.

4.3 TlporHsonoxkazannn

['nuMeramMma e NPOTHBOMOKA3HA B CACHHTE CITYHaH:

- CBPBXUYBCTBUTEAHOCT KbM 8KTHBHOTO BELHECTBO, KbM APYFH CYJipaHWIYpeiHH CPEACTBA WK
CynOHaMHIH, KM KbM HAKOE OT NIOMOLIHUTE BENIECTRA, M30pOEHH B To4Ka 6.1

- HWHCYNHHO3aBHCHM 3axapeH nuaber

- AuabeTHa KoMa

- KeToauma03a

- TEHKH HapyuwleHns Ha SOpeyuHaTa Wid YepHoapobHara dyHKuuA

B ciyuait Ha Texkd HapyimicHHs Ha Gplpeunara witn depnoapoGHata yuxums e HeoOXONHMMO
NPeMHUHABAHE KbM HHCYIHH.

44 Coeunaann npelyupexzesns W OpeINa3HA MEPKH IPH YRGTpeba
I'nimeramma TpaGea 1a ce mpueMa HENOCPEACTREHO NPEH WM NO BPEME HA XpaHEHe.

Korato xpaHenuATa ca no pamiH4HO BpeMe WM w3000 OMBAT UPONYCKaHW, JICHEHHETO C
numeramma moke 4a J0BEIE N0 XHMOTIHKEMHS. BB3MOXKHMTE CHMITOMHM Ha XHNOTIMKEMHI
BKJIIOYBAT: [1aBOOOJIME, HENPEOAONHM [Naj, rajeHe, NOBPBLIAHE, OTHAJHANOCT, CHHIIHBOCT,
HAapyUIeHNA Ha CbHA, GE3MOKOKCTBO, arpeCHBHOCT, HAPYIIEHUA B KOHIEHTPALMATS, GOAbLPCTBAHETO H
BPEMETO 38 peakuMs, Aenpecus, oOBpPKBaHe, OBOPHH M 3PUTENHH CMYLLEHHs, ada3ua, TpeMmop,
napesa, CeH3OPHH HApYINEHHS, 3aMasHOCT, Ge3MOMOLIHOCT, 3aryfa Ha CaMOKOHTPONd, JeTHPHYM,
LepedpaiHl rbpyOBE, COMHONEHTHOCT W 3aryba Ha CB3HAHME [0 H BIJIOYMHTENHO KOMa,
NOBbPXHOCTHO AULIAHE H OpaguKapaus.

OceeH ToBa MOKe Ja MMa NpH3HAUW Ha ajpeHepruuna ofpaTHa perynaums Karto: M3noTsBane,
NenKaBa KOXKa, TPEBOXKHOCT, TAXMKAPAHS, XHMEPTOHHS, NANMHTAUHH, aHIHHA NEKTOPHC W ChPAEYHH
APHTMHH.

KnuHM4HaTa KAPTHHA HA TEXKKHS XMIOrIHKEMHYEH MPUCTBI MOXKE J1a HANOAOOSBA TAZH HA MHCYT.
CHMIOTOMMTE NOYTH BHHATM MOXKE 13 c& OBNANEST 6Lp30 upes He3a0aBHO NMpUeMaHe Ha BBIIIEXHIPATH
(3axap). H3KycTBeHHTE NOACIAAKTENH HE OKA3BAT E(EKT.

Or apyrute cynadasniypeiiin JEKApCTBEHH NPOAYKTH € M3BECTHO, Y€ BHAPEKH MMbPBOHAUAAHO
YCOCIIHKTE KOHTPaMEPKH, XHNOTIHKEMHUATA MOKE J1a Ce NMOSBH OTHOEO.

TexXkaTta WM NMPOABLKHTENIHA XHITOTTTHKEMHAA, OBlaIdHA CaMO BPEMEHHO C oOHUaHHHTE KOMHUECTBA
3axap, Hanara HezabagHo MEAWLHHCKO JICYEHHE U B HAKOH CJTY4aH XOCMHTANH3alIMA.

DaKTOpHTE, KOWTO JOTIPHHACAT 32 Bb3HMKRAHETO HA XHIIOTIIMKEMHS BKITIOUBAT:
CHTPYRHHYM;

~ HCIOXpaneaHe, HEPEROBHKH 4YaCOBE€ Ha XPAHEHE WIIH MNpOITYCHATH XpaHe
Bb3BPAKAHE OT XpaHa,




- uchanatc Mexay (HUHYECKOTO HATOBAPBAHE M NIPHEMA HA BBIICXHAPATH,

- NPOMEHH B JIHETATA;

- KOHCYMalHA Ha IKOX0J1, 0Co0EH0 B KOMOHHALIMA € NPOMYCHATH XPAHEHHS;

- HapylneHa ObOpeuna GyHkws;

- CEPHO3HA YepHOAPODHA UChYHKUMS,

- npego3upaHe ¢ [numeramma;

- OTMpE/Ie/IeH: HEKOMMNEHCHPAHM HapYILEHHA Ha €HEOKPHHHATA CHCTEMA, 3aCATALIH BbIIEXWIpPaTHUS
MeTaboNnIbM IWTH 00paTHATA PEryauMs Ha XHIIOMIHKEMHATA (KATO HANPUAMEP MPH HIKOW CMYLUEHUS
BbB (PYHKLMATA HA WWHTOBMJHATA J1€3d M NpY NpeaHa XHNodu3apHa WM ANPEHOKOPTUKOMIHA
HEIOCTATBYHOCT);

- €/IHOBPEMEHHO NPHICKEHHE Ha ONpeeNeHH APYTH ASKAPCTBEHH MPOOYKTH {BX.Touka 4.5).

Jleuenuero ¢ ['mumeramma HM3ucksa pPE€AOBHO NpOCHACIABAaHC HHBaTa Ha MIHOKO3aTa B KPLBTA H B
YpuHara. OcBeH T0Ba ce NpenoprHBa oNpeaeiaaHe Ha ChOTHOLIEHHETO Ha MNMKHpaHHA XeMOrnoouH.

[1o Bpeme Ha neuenHeTo ¢ IuMeramma € HEOGXOMUMO PENOBHO NPOCIEAABAHE HA UEPHOAPOGHUTE H
XEMaTONOrHYHH NoKasaTen (0cobeHo NEBKOUNTH H TPOMOOLIMTH).

B cTpecoBH cHTyaimu (Hanmpamep 3MONONYKH, CIEIIHH ONEpaudd, WHQEKUHH, MPOTHYALK ¢
(ebpUIUTET 1 T.H.) MOXKE 12 € MOKA3aHO BPEMEHHO MPEMHHABAHE HA HHCYJIHH.

HsMa ONHT OT NPHIIOKEHHETO Ha MIIMMENHUPHA NPK NALKEHTH ¢ TEXKH HAPYLLEHHs Ha YEpHOAPOGHATA
dyHKUMA MNH DalMeHTH Ha Auanus3a. IIpM  DAnMEHTH ¢ TEXKO HapylleHHe Ha 6nOpeunara Wiu
uepHOApoOHaTa QyHKUMA € MOKa3aHO NPEMHHABAHE KbM JIEYEHHE C MHCYIIHH.

Jleyenneto Ha nauMentTn ¢ GO6PD-zedpuumt ¢he cyadanHmnypeHHd CpeacTsa MoXe Ja JOBele A0
XEeMONHTHYHA aHemua. Thi KaTo rimMenupua npuHALNeXH KbM kiaca Ha cyndanunypeiuure
JICKapCTBEHH NPOOYKTH, € HeoOXOAMMO MOBHUIEHO BHHMaHHe npH naudeHtH ¢ G6PD-aeduumT u
TpabBa Aa ce OOMHCIH ANTEPHATHBHO N€YEHWE ¢ TIpUNaraHe Ha Hecya(aHWTypelinu JeKapcTBeHH
MPOJYKTH.

[numeramMma chabpika 1akT03a MOHOXMAPAT H HATPHIA.

ITauMeHTH ¢ peakn HacneacTBeMu npoGEMH HA HEMOHOCMMOCT KbM TajldKTO38, MbIEH JIAKTA3eH
HedHUMT WA MIIOKO30-TATAKTO3HA Manabcopbuus He TpA6Ba 1a IPHEMAT TOBA JIEK2PCTRO.

Tosn nekapcTseH MpoayKT chabpka To-Manko ot 1 mmol narpuii (23 mg) Ha eaHa Tabnerka, T.e.
MO2Ke /1a ce K&KE, Y€ NPAKTHYECKH HE ChAbPIKa HATPHIA.

4.5 BsammogelicTBHe ¢ APYIrH JIEKAPCTBEHH NPOIYKTH H APYTH qiopmn HA B3aEModeHCTBHE

Axo 'lnmeramma ce npueMa €/IHOBPEMEHHO C HAKOM JPYrH JIEKAPCTBEHH MPOJAYKTH, MOXKe 1a ce
NONYYH KAKTO HEXKeNaHO TOBHIIABAHE, TAKA W HEXENaHO MOHIKABAHE HA XHMNOTITHKEMHYHOTO
AEHCTBHE HAa [IMMENMUPHA,

[lopaaw Tasu NpuuMHA JPYTH NleKapCTBEHH MIPOAYKTH TPAGRA 3 & MPHEMAT CAMO ChC 3HAHHETO (UIH
N0 NPeANHCAHHETO) Ha JeKap.

Inumenupua ce Merabomuznpa ot uuroxpom P450 2C9 (CYP2C9). UssecTHO €, 4€ HErOBHST
MeTaboNu3bM ¢¢ BiMsE OT eAHOBpeMeHHOTo mnpHemaHe Ha CYP2C9 wuuaykropu (Hanpumep
pHbaMIMUKH) UNH HEXHOHTOPH (Hanpumep QTyKaHo30:).

Joxnansanure B IHTEpATypaTa Pe3y/TaTH OT in Vivo NpOyYBaHe HAa B3aUMOJEHCT
¢nykonason, eHH ot Hali-mowHATE HuxHOHTOPH Ha CYP2CY, yeennyasa npu
[UI0UITA NTOA KPHUBATA HA [NIAMEHPH.
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B3 0cHOBa Ha OTIHTA © IMIHMENHPHI ¥ C APYrH cyiidanutypeiinu npoaykTy, € Heobxoaumo aa Sbaar
CIIOMEHATH CJIEAHUTE B3AHMOAEIHCTBH:

IloTeHuupaHe Ha NOHMKABAIMA HHBOTO HA KPbBHATA 3aXap eeKT - mOpaJy TOBA, B HAKOM CNyuaH,
MOXE [1a BL3HMKHE XMIIOTJIMKEMHA, MPH NMPHEMAHE HA €IHH OT CNENHHTE JIEKAPCTBEHH TIPOLYKTH
€AHOBPEMEHHO C I TIHMeramma, Hanpumep:

- pennnbyTasoH, asanpona3oH 1 okcHeHOYTA30H

- HHCYJTHH H NIEPOPATHH aHTHAMaOETHH CPEACTRA, KATO MET(HOPMHH
- CA/IMLIMJIATH H P-aMHHOCATIMLIIOBA KHCEAMHA

- aHaOONHK CTEPOU/IM U MBKKH TIOJIOBH XOPMOHH

- XNOPaMQEHHKOI, HAKOH CYHPOHEMHAH ¢ NMPOILIKHUTENHO AEHCTBHE, TETPALMKIMHEY, XAHOTOHOBY
AHTHOHOTULY W KIAPHTPOMMLIMH

- KYMApHHOBH aHTHKOAr'Y/IaHTH

- dhenduypamuH

- AU3OMUPAMHI

- pubparu

- ACE-unxnbutopu

- pnyokceTHn, MAO-uHXHOUTOpK

- aJIOMYPHHO, NPOSeHHLIA, cyndUHITUPaZOH

- CHMIaTHKOMHTHLA

- uuknodochamua, podochamun u nbochamunu

- MHKOHA30.1, QUIYKOHA301

- NEHTOKCHQHIHH (BHCOKM 03 [APEHTEPAITHO)

- TPUTOKBAJIHH.

OrcnabBane Ha MOHMXKABALIKS HHBOTO HA KPbLBHATA 3axap e)eKT - MOpajk TOBA MOXKE [a Bh3HHUKHE
MOBHIUABAHE HHUBOTO HA KpbBHATA 3aXap, KOraro c€ MpHEMa €JWH OT CIECAHWTE NEeKapCTBEHH
npoaykru. Hanpumep:

- @CTPOTEHH H NPOTECTArCHH,

- CanypeTHUH, THA3HIHN AMYPETHLIM,

- CpeacTBa CTUMYJ/THPAIUH LIIHTOBHHATA U1e3a, MNIKOKOKOPTHKOMIIH,

- IPOM3BOJHH Ha (PEHOTHAZHHA, XTIOPNPOMA3HH,

- aipeHASTHH M CHMITaTHKOMHMETHLH,

- HHKOTHHOBA KHCE/IHHA (BHCOKH J03H) K MPOH3BOAHH HA HUKOTHHOBATA KHCENMHA,
- NaKCATHERH (TIPH NPOabJDKUTENHA ynoTpeba),

- (heHUTOHH, AHAZOKCH

- FMIOKaroH, 0apOuryparu 1 prdaMnuuus,

- aLeTa3oNaMH.

Hz-anraronucrdte, Geta-6nokepHTe, KIOHHAMH K PE3ePIMH MOrAT Aa JOBEAAT MM A0 MOTEHUWPaHE
uIM 1o oTcnabBane HA MOHHKABALIMS KPbBHATA 3axap eeKT.

Ilpuznauure Ha anpenepruuna oOparHa peryauus Ha XUIOLIMKeMHATa Moxe a 6baar otcnabeHu
WIIH J1a A34E3HAT NoJ NAeHCTBHETO HA CHUMMATHKOIMTHLIM KaTo: GeTa-GloKepH, KIOHWAKH, TBAHETH/IMH
M pe3eprHH.

AJIKOXOIIBT MOKE HEMPEABHAMMO Aa TMOTEHUMPA, MAM Aa OTCIabH XHMOrMMKeMHUYHMA edeKT Ha
FITHMENMUPHL.

['nuMenupHa MOXKe KITH fa MOTeHUMpPa, WM Aa oTcnabK eeKTHTE Ha KYMapHHO



4.6 PepTHIATET, GpeMEHHOCT H KEPMEHE

Bpemennoct

Puckoge, cBbp3aHn ¢ qHabera

Hannumero no Bpeme Ha GpeMEHHOCT Ha CTONHOCTH Ha KPbHBHATA 3aXap, KOMTO CA H3BLH HOPMATA, Ce
CBBP3Ba C MO-TONAMA YECTOTA HAa BPOASHHTE AHOMAIHH K NNEPUHATAIIHATA CMBPTHOCT, 3aTOBA, 3a Ja ce
H30erae TEPATOreHHNA pHCK, CTOHHOCTHTE HA I'MIIOK03aT1a B KPBBTA TpﬂﬁBa BHHMATENHO [1a ¢C CICOAT
no speme Ha OpemenrocT. Ilpw TakuBa OGCTOSTENCTBA Ce W3MCKBA YNOTpeOa HA HHCYAWH.
IlaunenTkHTE, KOHTO NNaHHpaT GpeMesHOCT, TpaGBa Aa MHGOPMUpaT CBOA JieKap.

PHckoBe, CBLP3aHH ¢ [IMMENHpPHA

Hama anekpaTHM fJaHHA 332  DPMNOXKEHHETO HA  [JIMMENMDHA (IPM  OpeMeHHH  JKCHM.
EKCnepHMeHTalHHTE NpOy4BaHHA TP KMBOTHHM [OKA3BAaT PENPOAYKTHBHA TOKCHYHOCT, KOSTO

BEPOATHO € CBBp3aHa ¢ (apMaKoJOrHYHOTO AEHCTEHE (XMTIOMHKEMHSA) HAa IHMeNHpHA (BX. TouKa
5.3).

CanepoBarenHo rtHMenspua He TpsOBa 1a e H3NO36a Npe3 Lsnara GpemMeHHOCT.
[Ipy neueHHe ¢ MIMMENKEPH], AKO MALMEHTKATA IUIaHupa Ja 3abpeMeHee WM ce OTKpHe OpeMeHHOCT,
Tpa0Ba fa ce NPEMHUHE KOJKOTO € BE3MOKHO [O-CKOPO KbM JISHEHHE C HHCYJIHH.

Kxpmene

He e u3recTHO Janu ce exkckpeTupa B 4OBEUIKATA KkbpMa. [MMenupua ce eKcKperupa B MISKOTO Ha
mwibxose. [lo Bpeme Ha neuveHuHero c CIMMETIMPHLI He TPAOBA AR CE KbPMY, Thil KATO Apyiure
cyadaHuTypeiiHH MPOAYKTH CE EKCKPETHPAT B YOBELIKATA KbPMA H MMA PHCK OT XHIMOIJHKEMHS NpH
KbpMayerara.

4.7 Edexra sbpxy cnocobuocrra 3a modapane n pa6ora ¢ MalIuHK

He ca nposexkaanu npoyuBanEd 3a eexTHTE BbpPXY cloco0HOCTTA 32 Wwodupane a padora ¢
MANIHHH,

Crioco6HOCTTA Ha MALMEHTHTE 33 KOHLEHTPAUKA U peakums Moxe 1a Obje HApYLIeHa BCIeJCTBHE Ha
XHNOrMMKEMHAS HIIH XHNEPrNMKEMHKA, WIH HAPHMEp, KaTO Pe3y/TAT OT HapyLIEHHE HAa 3PEHHETO.
ToBa moxe 0a NpeACTaBIABA PHCK B CHTYAUMH, KbAETO TE3U CMOCOBHOCTH ca OT ocoﬁeHo TOTAMO
3HA4CHUE (HANPMMED WopHpane Wik paboTa ¢ MaluHK).

Nauuentnte Tpabea na ObJar nochBeTBAHM Oa B3eMAT MpelnasHH Mepkd, 3a Aa H3Gerdar
XHMOTJIMKEMHA 1o Bpeme Ha wodupane. Tosa e ocobeHo BakHO 3a Te3n, MPH  KOWTO
NpeaynpexIaBaliTe CHMMTOMH 332 XHNOIMTHKEMHUA ca OTcladeHd WM NUIICBAT, MK 34 TE3IH, KOMTO
HMAT YeCTH €MH30AH Ha XHNOTrIHkemHA. TpadBa fa ce oOMMCIM nany € MPENOPLUHTENHO [a ce
wodHpa WK paboTH ¢ MALIHHH TIPH TE3H 0BCTOATENCTRA.

48 Hexenann AeKAPCTBEHH PEAKIHH

CneaHnTe HeXENaHH JIeKAPCTBEHHM peaxUMH OT KIMHHUYHH H3CNenBaHMi, falMpaHn Ha OMNHUTA C
I'numeraMma w Apyrd cyndaHunypeiinu JeKapcTBEHH NPOLYKTH, Ca H3PEAEHH MO CHCTEMO-OpraHeH
KJac 4 B pedl Ha HAMA/IABALILR YECTOTA:
MHoro uectd (> 1/10)

decTH (= 1/100 o <1/10)

HeuectH (> 1/1000 mo <1/100)

penku (> 1/10 000 no <1/1000)
MHoro peaku (> 1/10 000)




HapywieHus Ha KpbBTA ¢1 IMM(HATA cHCTEMA

Penxu: TpoMOOuHTOMCHNUA, TEBKONEHAA,  SPHTPOUCHHA, PAHYNOUMTONEHMS, ATPAHYJOLUTO3a,
XeMOANTHYHA AHEMHS H NAHUHTONEHHH ), KOHTO 110 NPWHUMI ca 00paTHMHU NPK NIPEKPATIBAHE NIPHEMA
Ha NIEKAPCTBOTO.

C HensBecTHa 4ecTOTA: TEXKA TPOMBOUMTONEHHS ¢ Opoil Ha TpomGoLkTHTe mo-Mantk ot 10,000/ul u
TpoMOOLHTONEHUYHA Ty Pypa.

HapyineHus Ha HMYHHATA cHCTEMA

MHOro peaku: JNeBKOUMTOKNACTHYEH BACKYJIHT, JIEKH PEaKLKH HA CBPbXUYBCTBHTENHOCT, KOMTO
MOe [1a NIPSPacHaT B CEPUOIHM PeakulH ¢ AHCIIHEI, NMOHW/KABAHE HA KPLBHOTO HATAraHe U MOHSKOra
oK.

C Heu3sBecTHa YecTOTA:
Bu3moxtiu ca kpberocanu anepruu cbe CynadaHMIypelHH OPOLyKTH, CYJOHAMKIN WK CPOLHU
BEIIECTBA.

Hapywenus Ha MeTaboanaMa 1 XpaHeHeTo

Penku: XHnornukemus.

Te3n XMNOTIIMKEMHYHH PEAaKLMH B MOBEYETO CNiyYaH CE MOABABAT BEAHAra, MOXe Jla Ca TEXKH W He
BMHATH € JIECHO 1a 6baar KopurupaHu. [10sBaTa HA TaKHBA PEaKLMM 3aBHCH, KAKTO W NPU APYTHTE
XHUOOINUMKEMHYHH TEpailiH, OT HHAUBUAYANHH JAKTOPH KaTo XPAHMTEIHHTE HABULUH H A03KWpOBKATa
{BXK. NnOHATaTHK B TOUKa 4.4),

OuHH HAPYIIEHHA
C HewnasecTHa YecTota: CMYUIEHUA B 3PEHHETO, 0COBEHO B HAYANOTO HA JIEYCHHETO, NOPAIH NPOMEHH

B CTOHHOCTHTE Ha KPBBHATA 3aXap.

CToManiHo-upesHl HapYIICHH
MHoro penku: raseHe, NOBpbilaHe, AMApHi, NOXYBaHE HAa Kopema, aGlOMHHAneH AMCKoMdopT W
abnoMunanna 6oska, KOMTO PAAKO BOJAT O NPEKLCBAHE HA TEPANHATA.

XenaTto-OunuapHn HapyLieHus
Muoro pexxu: Hapymenue ua yepnoapotHata GyHKiMs (HaNPAMEp ¢ XOECTA3a H MKTED), XENATUT H

4YepHOAPOOHA HEAOCTATBYHOCT.
C HeM3BECTHA MECTOTA: MOBHIUEHH HHBA HA YEPHOAPOOHHTE SH3HMH.

Hapyiuenun Ha KOXKATS H HOAKOXKHATR ThKaH
C HCH3BECTHA YeCTOTa. BRB3MOMHO € Ja Bh3HUKHAT peaxunu Ha CBp’bX‘{yBCTBHTeﬂHOCT no KOXxara,
KaTo chpbexs, 0OpmB, YpTUKapHd U GOTOUYBCTBHTENHOCT.

Hscnenpauus
MHoro peaku: IloHIDKeHHE HABOTO Ha HATPWUS B KPBLBTA.

CrobuiagaHe Ha IOAO3HPAHH HEXENTAHH peakuMn

Crobuiaganero Ha ONO3NPAHH HEXENAHH PEAKLMHK CIIefl PA3PEIIABANE 33 yHOTPeOa Ha JICKAPCTBEHHS
NPOAYKT € BaxkHO. ToBa No3ronaBa Aa MPOALIKK HAG/HOAEHHETO HA CHOTHOWIEHHETO NON32/PHCK 32
NieKapcTBeHHA MPOAYKT. OT MEIHLIHHCKHTE CeLMATHCTH C& H3UCKBA Ja ChODIIABAT BeAka
MONO3UPAHA HEXERAHE PEaKLMY HPE3 HALUOHAIHA CHCTEMA 33 CHODIIABAHE:

byarapas

H3nbiHMTENHA Ar€HLMA MO NeKapeTBaTa
yi. Jlaman [pyer” Ne 8

1303 Codua

Ten.: +35 928903417

yebGcaiT: www.bda.bg
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CuMnToMu

Cnea npenosupane MosKe J1a ce NOABH XHIOTIHKEMHEA, npoAb/pKaralua ot 12 go 72 yaca, KOATO MOXe
Ja ce NOABH OTHOBO CjieN MbPBOHAYAIHOTO Bb3CTaHOBIBaHe. CHMNTOMHTE MOKE 12 He €A HATHLE A0
24 vaca cnen npuema. Ilo npasuun ce nmpenopbusa HaGniodeHue B GofHMua. Bb3MOXKHO € ja
BBL3HHKHAT rajeHe, nospuilade W 60skH B emuractpiyma. B obwMa ciryyail XUnoriMkeMHasaTa Moxe
Aa € MPHAPYXKeHa OT HEBPOJIOrHYHHA CHMITTOMM KaTO. HECTIOKOMCTBO, TPEMOp, IPUTENIHH HAPYLICHHA,
Npo0aeMH B KOOPAHHALMATA, CHHIHBOCT, KOMA H I'bPUOBE.

HeHcrpug

Jleuenueto ce ChCTOM TNABHO B MpEAOTBpaTABAHe Ha abcopOuUMATA vpe3 TNPENM3BMKBAHE Ha
NOBPBLIAHE, KATC CIE/ TOBA C& MpHeMa BOAA MIH NHMOHAJA ¢ AKTHBEH BBIiieH (agcopOeHT) H HaTpHER
Cyngar (AaKcaTHB). AKO ¢a [IPHETH rOJIEMH KOJIHYECTBA, € [10KA3aH CTOMALIEH JIaBaXK, Mocne/BaH oT
AKTUBEH BBITIEH W HaTpHes cyadaT. B ciyuaii Ha (Texko) npefo3HpaHe € NoKa3aHa XOCIUTATH3ALMA
B HHTEH3HBHO OTAcneHHE. [IpHnokenreTo Ha rTIoKo3a TpAbBa 2 3an04He KOJKOTO € Bb3MOXHO no-
CKOpO, aKO € HeobOXOAHMO ¢ GOJLyCHO HHTPaBEHO3HO MIXeKTHpaHe Ha 50 ml 50 %-en pasrsop,
OCNEeABaHO OT MH(y3usa Ha 10 %-eH pazTBOp ChC CTPHKTHO MpoOC/endBaHe HA KpbeHaTa 3axap. Ilo-
HATaTEIIHOTO AeYeHHe TpaOra 1a §bae CHMATOMATHYHO.

Iegyarpuyna nomynaius
OcobeHo MpH NeYeHne Ha XHMIOTJIIHKEMHS B CIEACTBHE HA cnyvaitHo npueMaHe Ha [MMeramma ot

GeGeta M Manky Nela, NPVNOKEHATA 103 TTIIOKO32 TPAOBA BHAMATENHO Na & KOHTPOJIMpa, 33 1A Ce
u3berHe BEPOATHOCTTA OT NpeNH3BUKBAHE Ha OnacHa xuneprnukemus. Huporo ma kpnBHara 3axap
TpAGRa Aa ce npocenssa CTPHKTHO.

5. ®APMAKOJOI'HNYHH CBOHCTBA
5.1 ®apmakoIHHAMHYHEA cBOlicTBA

®dapmakoTepaneBTHYHa rpyna: [ToHWKaBalwK KPLBHATA 3aXap JEKAPCTBEHH NPOAYKTH, ¢ M3KIIOUEHHE
Ha uHcyauH: CyndoHaMHIH, TPOH3BOAHH Ha ypesaTa

ATC kon: A10B B12.

['numenvpHa € NepopaTHO aKTHBHO XHIOTJIMKEMHYHO BEUIECTBO, MPHHAIEKALIO HA rPynara Ha
cynannnypeitunTe npoussosHy. Mosxe 12 Ce H3M0N3Ba NPH HEWHCYTHHO3ABMCHM 3aXapeH auaber.

[Faumenupnn feficTBa rMaBHO Ype3 CTHMYJIHMPaHE HA OTAENSHETO HA MHCYNHH OT GeTa-KIETKHTE Ha
NaHKpeaca.

Kakro # npu ocrahanuTe cyadanunypeitHi Mpor3BOaHH, TO3H CEKT ce OCHOBABA HA MOROGPEHHE HA
OTroBOpa Ha naHkpeaTtH4HuTe Oera KIeTKH KbM (HIHONOTHYHHA TNIOKO3eH CTHMyJ. OCBeH TOBa,
H3TNEXNA, 1€ FTHMENUPHIL NPOABABA W3PA3€HH eKCTpanaHkpeacHH ediekTH, KoeTo Ce npeanonara H 3a
OCTAHAJTHTE CyJhaHUTypeiiHi NPOH3BOAHH.

* OcBOGOXK/IABAHE HA WHCYIIHH:

Cyndanunypeiinute npoMsBOAHM pery/iMpaT MHCYJMHOBATA CEKpelHs 4pe3 3areapsHe Ha ATO-
UYBCTBHTENHMTE KankeBH KaHain B MemOpaHaTa Ha Oera-wnerkure. 3arBapiHeTo Ha KaiHeBHTE
KaHany BOAH JI0 ACNONApH3aLMs Ha OeTa-KIEeTKHTE H OTTAM Ype3 OTBapAHE Ha KanuM
710 IOBHIIABAHE HABJIH3AHETO Ha KANUMIi B KIETKATA.

ToBa BoAM 10 OTACNAHE HA HHCYJIMH YPE3 €K30LMTO3a.




I'numenupun ce xapakTepusupa ¢ BYCOKa CTENEH Ha ODPATHMO CBLP3BaHe ¢ MEMOPaHHHS MIPOTEUH Ha
Oera-kneTkuTe, KOHTO € cBbp3aH ¢ AT®-UyBCTBHTENHHS KANHEB KAHaN, HO € paiHyeH Of
051ualHOTO MACTO 3a CBBpP3BaHe Ha CyndaHHIYPEHNATE NPOH3BOAHH.

* ExcTpanankpeaTHyHa akTHBHOCT:

EkcrpanankpearuusnTe  edeKTH  BKIIOWBAT, Hampumep: Tnopo0peHWe Ha  MHCYNMHOBATA
YYBCTBHTETHOCT Ha nepnd)epl-m*re TbKaHH 1 HAMAABAHE HA '-lepHOleOGHOTO NOEMAaHE HA WHCYNTHHA.

IloemaneTo Ha rIOKO3aTa OT KPLETA B niepu(epHaTa MyCKyiHA U MACTHA ThKAH CE OCBUIECTBABA YPE3
CrneuManiy TPaHCIOPTHH NPOTEHHHM, Pa3NONOXEHH B KieTbuyHata meMOpaua. TpawcnoprsT Ha
IMIOKO3aTa B TE3W THKAHH € CTHNANOTO, KOSTO OrpaHHYaBa CKOPOCTTA Hd YCBOABAHE HA IVIHOKO33Ta.
[mvmenupun mosumara MHOTro 6bp30 Gpos Ha MOEKYTHTE 32 AKTHBEH TPAHCROPT Ha TUIIOKO3a B
IA3MEHHTE MEeMOpaHH HaZ MYCKYTHHTE M MACTHH KIETKH, KOETO BOAM A0 CTUMYIUPaHe Ha
YCBOABRHETO Ha IOKO3aTa.

Iaumenupun  noBmiuapa  akTHBHOCTTa HA  FNHKO3WI-PocdaTuaunuHosuton  crneuuduuHara
dhocomnnaza C, KoeTO BEPOSTHO € CBLP3AHO C MEAHKAMEHTO3HO NPEAMIBHKAHMTE JIMIOTEHE3A H
[JIHKOTEHe3a B M30/IHPaHM MACTHU W MYCKYJTHH KIIETKH.

nnmenvpen  muxuGupa ofpasyraHero Ha rmoko3a B vepHus Apo0 upe3 nOBUILABAHE Ha
BBTPEKJICTHYHATA KOHUEHTPaUKA Ha GpykTo3o -2,6-6ucdocdar, koiTo or cBom crpaHa uuxubupa
IOKOHEOreHe3aTa.

* O01a aKTHRHOCT

ITpy 3apaBH MHAMBUAN MUHUMANTHATA edleKTHBHA Nepopansa no3a ¢ npubnusurennto 0,6 mg. Edexrer
Ha TIMMENMAPHA € A0303aBHCHM M BBINPOM3BOAMM. DUIHOMOrHHHHUAT OTFOBOP HPH SAHOKPATHD
TEKKO (HIHYECKO HATOBAPBAHE, HAMAIABAHETO Ha HHCYHHOBATA CEKPElHs, €€ NOANbPXa N0 Bpeme
Ha JICHEHHETO C TITHMEITHPH,

Hama 3paunma pazauka B edexra, Ko NPUEMLT Ha IEKAPCTBEHHS ponyKT € Gun 30 MuHyTH npenw
XpaHeHe HIM HEeNoCPeACTBeHO mpead xpaHede. Ilp¥ naudentH ¢ auaGer, uo0bp MeTabonuTeH
KOHTPOJI MOKE /14 C€ NOCTHTHE B MPOABILKEHHE Ha 24 yaca ¢ IHOKpaTHA AHEBHA A03a.

Boipeki, ue XHAPOKCH-METaBOMUTHT HA TIMMENUPH] MPEIU3BHKBA MAJIKO, HO 3HAUUMO CHIDKABAHE B
HHBOTO Ha CEPYMHATA TIIIOKO3a MPH 3PaBH HHIHBHAM, TOH & OTTOBOPEH CaMo 33 HE3HAUMTENHa vacT
OT O01LHA edeKT HA AEKAPCTBEHHSA MPOAYKT.

* Kom6unupana tepanus ¢ MeThopMun

B enno npoydBaHe C MAUMEHTH, NPM KOMTO HE CE [OCTHIA ARSKBATHO KOHTPONMDAaHE upe3
MaKCHMa/lHara AHEBHA [Jo3a MEeTQOPMHH, € f10KazaHe noaobpeHo KOHTpoiaHpaHe Ha MeTabonusma
npy €AHOBPEMEHHO JIEYEHHE C TIIMMENHPHA, B CPaBHEHME C JICYEHWETO IIPOBEACHO C€aMo ¢
MET(QOPMHH.

* KoMDHHNpaHa Tepanus ¢ HHCYJIMH

Hanrute 38 KOMOWHHpaHO JIEYEHHE ¢ MHCYIMH ca orpaHudeHH. TIpH nauMeHTH, IPU KOWTO HE ce
MOJy4aBa aACKBATEH KOHTPOJ € MaKCMMAalHaTa 0032 [JIMMETMHPMI, MOXe [Ja € _T10Ka3aHa
€JHOBPEMCHHA Tepanks ¢ HHCYNHH. B aBe u3nUTBAHKA, NpH KOMOWHHpAHO jnede
CBILOTO NONOOPEHHE HA KOHTPOIMPAHETO Ha MeTaboNM3Ma KAKTO NIPH CAMOCTOSAT
H8 MHCYNWH; o0ave, npH KoMOGuHHpaHOTO Neuenue e Guna HeoOxoauma n
HHCYJ1HH.




Cneumanny nonynauyy

IenuarpuuHa nonynauus

TIpOoBEACHO € AKTUBHO KOHTPOJMPaHO KIMHWYHO W3NMTBAHE (FIMMENHPHA 10 § mg JHEBHO WiIH
meTdopmut 1o 2 000 mg aHeewo) ¢ 285 neua ¢ auaber tvn 2 (8-17 roaMLIHK), NPOABAKHTENHOCT -
24 ceaMBLH.

H rvmenspua, 4 MeTOpMHH Ca MOKA3ATH 3HAYHTENHO HAMANGHHE B CPaBHeHHe ¢ BA3MCHOTO HUBO
Ha HbAi. {rnumenupun -0,95 (se 0,41); merdopmun -1,39 (se 0,40)). OGave, TIHMEnHpHA He
OTrOBOpH HA KDHTEDHMTE 3a non-inferiority cnpaMo MeTHOPMHUH TIpH CPEIHOTO HM3MEHEHHE OF
OasucHoTo HMBO Ha HbA,. Pasnukara s nedenmsra e 0,44% B noasa Ha merdgopmud. [ophata
rpanuua (1,05) na 95%-nua noBepurennua uHTepean we € non 0,3% - rpaHduaTa Ha non-inferiority.
Cnen fewenueTo ¢ rIMMENHpHL, He ca oT0ena3any HOBH chobpakeHus 3a GeaonacHoCTTa NpH JeLa B
CpaBHCHHE C BBIPACTHH MALMEHTH Cbe 3axaped auaber Tin 2. Hama fJaHHH 33 ABATOCPOMHA
epHKACHOCT i 6€30MacHOCT MpH MEAHATPHHHA NALHEHTH.

5.2 (@apMakoKHHETHYHH CBOHCTBA

AGcopbuusa
BuoHanH4HOCTTA Ha rMMenupHa cnen NEPOpPANHO MpHIOKEHWE € MbaHa. [IpueMbT Ha Xpana

NPaKTHYSCKH HAMA BIHAHHE BLPXY abcopOuMATa, CaMo cKOpPOCcTTa Ha abcopOuMA JIEKO HaMalspa.
Makcamannu cepyMan kohueutpaun (Crax) c€ ZocTHrar npubnusuTenHo 2,5 vaca cies nepopaieH
npueM (cpeano 0,3 pg/ml no Bpeme Ha MHOrOKPATHO 034paHe ¢ 4 Mg AHEBHO) M HMa fWHEiHHa
3aBHCHMMOCT mexay n03ata W Cunax , KakTo M Mexay gosara 1 AUC (mnoilra noa kpusaTta
BpeMe/KOHLEHTPaLIkA).

Pasppenenenue

I'muMenupun uma Myoro Manbk obeM Ha pasnpegencHue (npubnusutenno 8,8 nutpa), koiito rpyGo
CC paBHABA Ha [POCTPAHCTBOTO Ha pasnpeaeneHne Ha anbyMuHa, BUCOKO CBBP3BaHE C NpOoTeHHH (>99
%) ¥ HUCBK KnUpBHE (Npubnusurenno 48 mi/min).

Tlpu KMBOTHW, IIMMENUPHI, CE EKCKPETHpa B MISKOTO. [JIMMENMPHA MpeMMHaBa B MaleHTaTa.
[pemunasaHeTo Npe3s xematoenuedasiHaTa Gapuepa € cnabo.

buorpanchopMauKa ¥ enUMHHUPaHE

Cpennuar npeobnaaasaill cepyMed NOMYKUBOT, KOHTO € OT 3HAYEHHE 32 CEPYMHHTE KOHLICHTpALMH
IIp4 MHOIOKpDaTHO JO3MpaHe € okono 5 no § vaca, Ched npuiarane Ha MO-BHCOKM J03M ca
Ha0I0IaBAHU MAJIKO NO-AB/ITH BPEMEHa HA NOAYKHBOT.

Cren eHOKpaTHa /1032 PAZIMHOAKTHBHO MApKUPaH FIMMENHPHL, S8 % OT paiHOaKTHBHOCTTA € OTKPHTA
B ypHHara U 33 % BBB dekannute. He ce 0TKpHBA HEMPOMEHEHO M3XOAHO BEWICCTBO B ypHHaTa. [lBa
MeTaboINTa, HAlH-BEPOATHO PE3yITaT OT 4epHOApobHUs Merabonuswm (raasHo upes CYP2C9), ca
HACHTHOHIMPANH M B YPHHATA, ¥ BBB (DEKATHHTE: XMAPOKCU-TIPOM3BOARO H KapGOKCU-TIPOM3BOHO.
Cnex nepopanto npuiokeHHe Ha IMMENMPH TEPMUHAIHUAT NOMYXKMBOT Ha Te3u MeTabonnTh e
CBOTBETHO 0T 3 20 6 yaca w oT 5 10 6 uaca.

CpaBHEHHETO MEXITY SAHOKPATHO ¥ MHOT'OKDPATHO AOSHPAHE BEJHEA AHEBHO HE MOKA3BA 3HAUHMU
Pasinky BbB (JapMaKOKMHETHKATA W BAPMaOHITHOCTTA MEXAY OTAEMHHTE HHIHBHAH € MHOTO HHCKA.
HaMa apakTHHECKH 3HAYHMO KyMY/THPAHeE.

Cnenmanun nonyaaumMy ,
DapMmakoknteTuxaTa Gellle CXOAHA IPA MBIKE U JKEHH, KAKTO H NMPH MAALH [ALMEHTH H NALKEHTH B
HanpeaHana Bu3pacT (Han 65 roaunu). [IpM MaLMEHTH ¢ HUCHK KPEATHHWHOB KIWPBHC HMailie

nporenty. bLOpeqHoTO enEMHMMpane HA nBaTa MetabonwTa Hele HapYLIEHO.
N1 ce nphemMe, Ye CLILECTRYBA JAOMbLIHUTENSH PHCK OT KYMYJTHPaHe NP TakuBa N
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DapMaxokHHeTHKaTa IPH NeT MauuenTH 6es auaber cren onepauyA Ha XJTHYHHTE NHTHINA € GHa
CXO/IHa Ha TA3W [P 3ApaBy JIMLIA.

Heua ¥ 10HOIIH

Eano fed study-npoyusaHe, uscnesBalo GpapMakOKMHETHKATa, 5E30MaCHOCTTa W MOHOCHMOCTTA Ha
| mg ennoxparna po3a rammenupus npyu 30 neamarpruny nauxentH (4 geua Ha Bw3pact 10-12
FOAMHA Y 26 aeua Ha Br3pact 12-17 roguHu) ¢ nuabet Tun 2 € nokasano cpeany croiHoctv 3a AUCq.
tasty, CMAX W {12, CXOAHH Ha HAOMOJABAHHTE LPECIH TOBA [IPH BH3PACTHH.

53 Ilpeaknanaauny nanan 3a GesonacHoCT

Ilpy npenknuuuuHMTe M3NUTBaHMA edekTH ca HaOMIOAABAHH CAMO MPH EKCTO3ULHH, KOWUTO ca B
AOCTaTbYHA CTENEH MO-TOMEMH OT MAKCHMAJHATA C€KCNO3MUMS NPR X0pa, NOKAsalH ca Manka
PEAEBAHTHOCT KbM KIHHMYHOTO NPHIOKEHHE, MIH ca GWIM NPHYMHEHH OT (apMakoiMHaMHUYHHA
edexT (XWMOrMHKEMMA) Ha BewecTBOTO. Te3d [AHHM C€ OCHOBABAT HA U3C/EARAHWA Ha
KOHBEHUHOHanHaTa dapMakosiorus 3a (e€30MACHOCT, TOKCHYHOCT MpH MHOTOKPATHO [03WpaHe,
FEHOTOKCHYHOCT, KAHUEPOreHeH NOTeHUMAN M pPEenpOdyKTHBHAa TOKCHuHOCT. [lpu nocneanure (3a
eMOPHOTOKCHYHOCTTA, TEPATOreHHOCTTA M TOKCHKONIONHS Ha PA3BATHETO), HAOMIOJaBaHHTE HEXENaHH
PEAKLHH CE CUMTAT 33 BTOPHYHH M0 OTHOLIEHHE HA XHMIIOTTIHKEMHYHHUTE €(eKTH, MpeIH3BHKaH OT
BELIECTROTO [TPH MAHKHATE H MOTOMCTBOTO,

6. GAPMALEBTHYHH CBOMCTBA

6.1 Cpnrenk Ba noMoWIRNTE BelnecTBa

JlakTo3a MOHOXHApaAT

HETPHEB HHINECTEH IIMKOAT (THI A)

MHMKPOKpPHCTAIHA LENy.103a

nopuacH K30

MarHe3Hes Creapar

HBAT Kenesen okena (E172), unauroxapmun (E132)

6.2 HecbpBMecTHMOCTH

Henpunoxumo.

6.3 Cpok na rogaocr

3 roaMHH

6.4 Cnendgannu yci0BHS HA ChXpaHEHHE

Tosu nexapcTBEH NPOXYKT HE MIUCKBA CTICLMANHH YCIOBHS Ha CLXPAHEHHE.

6.5 BHA K chALPKAHEE HA ONAKOBKATA

Ilpospaunn PVC/anymnnuern 6aucTepu.
Omnaxorku no 30, 60 u 120 Tabaerxu.

He BCHuKM BHIOBE OMaKOBKH MoraT aa 6b4aT ycHaTH B nponakba.
6.6 Cmenmajinu OpelnasEd MEPKn NpPH H3XBLPJIAHE

Hsama cneunanHi H3HCKBaHNS 38 U3XBbPJIAHE.
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Hensnon3paHusaT nexapcTBeH NPOLYKT MIH OTNATBUYHHTE MATEPHATIH OT Hero TpaBa na ce HIXBRPAAT
B ChOTBETCTBHE C MECTHHUTE H3UCKBAHHA. '

7. NIPHTEXKATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

Worwag Pharma GmbH & Co. KG

Flugfeld-Allee 24

71034 Boblingen

I'epManus

8. HOMEP HA PASPEIIEHHETO 3A YITOTPEEA

20080250

9. JATA HA ITBPBO PA3SPEIDABAHEMIOAHOBABAHE HA PA3IPEMIEHHETO 3A
YIIOTPEBA

Jlara Ha mepBo paspewagaune: 28 Hoemspu 2008 r.

Jara Ha mocnenno noaxosssaxe: 6 FOuu 2012 r.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

10/2021
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