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[IpoveTeTe BHAMATEIHO RANATA JTHCTOBKA HPEXH Aa 3ANM0YMHETE A2 NPHJIATATE TOBA JeKapCTBO.

- 3arnaszere Ta3M MUcTOBKA. Moxe f1a ce HANOXH a A MPOYETETE OTHOBO.

- AKO MMATE¢ HAKAKBM JOIIBJIHUTCIIHM BBIIPOCH, MOMHTalTe Baills nexap win ¢apmalienr.

- Tosa nekapctBo € npeanucano MTuuHo Ha Bac. He ro npeorcTenBaitre Ha npyru xopa. To Moxe Aa UM
HaBpeau, He3aBUCHMO OT TOBA, Y€ TEXHHTE CUMITTOMHM Ca ChlIUTE KaTo Bammure,

- AKO HAKOS OT HEXKEJIAHHUTE NEKapCTBEHH PeakuHH CTaHe CepHO3Ha, UM 3abenexure ApyTH,

HEOITHCAHH B TAa3M JIMCTOBKA HEXE/IAHK PCaKUUH, MOJIA yBegoMeTe Bamus nexap unv gapMauesT.,

B Ta3u AHCTOBKA:

KakBo npeacrapnsasa Aganat ARHC U 3a KaKBO ce H3M0N3BA
{Ipeau na n3nonzsare Ajaitar AHC

Kak na u3nonssare Aaanar AfHC

B13MOXKHY HEKETaHHM peakIUM

Kak na cexpanasaTe Ananat AHHC

. JormenaHuTenHa nHdopMaLs

hh b=

1. KAKBO IPEACTABJISIBA ATAJIAT AMHC H 3A KAKBO CE U3I0OJI3BA

To3u nexapcTeed NPOAYKT € MOKa3laH MPHU JCUCHHE HA XUNIEPTOHU. AflanaT ANHC € aHTHCTEeHOKAapAeH/
AHTUXHITEPTEH3UBEH JIEKapCTBEH MPOOYKT.,

HudeannuHeT € KaTUMeB aHTarOHUCT OT 1,4 AMXMAPONUPHUAHHOB THIL. KalliMeBUTE aHTaroHUCTH
HaMaABaT TpaHCMeMOpaHHHUA MHPITYKC Ha KaJIUMEBH HOHM Ype3 DaBHUA KajlUMeB KaHAJ B K/IeTKATa.
Hudenunuusr neiictBa 0cobeHO BBPXY KIECTKHTE HA MUOKapAa ¥ 1M1aJK0 MyCKYJIHUTe KJIETKH Ha
KOPOHAPHHUTE apTepHH H Ha Nepru(epHOTO CHIPOTHBAEHNE Ha CHAOBETE.

B chpueTo HUpEeMIHHBT pa3slIMpABa KOPOHAPHHTE apTEpPUH, CMELMAIHO I'OJIEMUTE CHIOBE, JOpH B
cBOOOJHHTE YHaCTBIH HA YACTHYHO CTEHO3HMpaHuTe UM obnactu. HupenunuHBT HaMassiBa TOHyca Ha
CHLAOBATA FTIAZKa MYCKYJIaTypa B KOPOHAPHHTE apTepuM M Npearnazba 0T Ba3oCnaibM.

KpaiinusaT pe3ynrar € mopuiiaBaHe Ha MOCTCTEHOTHYHHA KPBBEH TOK U MOBHLIECHO KUCIIOPOAHO cHabaqBaHe.
Vcenopenso ¢ ToBa, HUQEQUITHHET HAMANABA KACIIOpOaHATa NMOTPeBHOCT upes CHIbkaBaHe Ha mepU(epHOTO
CHIPOTHBEHUE (Ces HaToBapBaHe). Cnien npoAb/KUTETHA yrioTpeda HudeUITUHEBT MOXKE CBIIO Ad
npeAnasu ot o0pa3yBaHe Ha HOBH aTePOCKIICPOTHYHH JjIe3UH B KOPOHAPHHUTE apTEPHH.

HudeaunuHeT HaMa/IIBa TOHYCA Ha INIafKaTa MyCKyaaTypa B apTEpHOIHTE, KaTO 110 TO3H HaUUH [TOHIDKABA
[OBUINIEHOTO Nepu¢ePHO CHIPOTHBIIEHHE U B MOCIECACTBUE KPbBHOTO HAJIAraHe. B HawanoTo Ha fieueHueTo C
HUudeaUITUH MOXKeE 1a HMa MPEXOAHO pedAeKTOPHO YCKOpABaHE Ha CHbPACHHUA PUTHM U CHPAEYHOTO
H3TnackBaHe. ToBa yckopsBaHe He € JOCTAThYHO, 3a Ja KOMITEHCHpa BazoaunaTaunaTa. JonbaHuTenHo
HUEeAHNUHET MOBUILIABA EKCKPELIMATA HA HATPHUH U BOAa NPH Kpatka H NPOABIDKHMTENHA yrioTpeda.
[TourxasamuaT epekT BBPXY KPBbBHOTO HANIATaAHE Ha HueaunuHa e ocobeHo godpe nposBeH MpH NalMEHTH
C apTeprasiHa XMIICPTOHNA.

2. IIPEJM JA U3IIOJ3BATE AJAJIAT AMHC

He m3nosaBaiite Agajaart AHHC i/
- aKO CTe anepruuHy (CBbPbXUYBCTBHTENHM) KbM HUDEIHIIUH WIH KBM HAKOS OT 0CT4

Ha Aganat ANHC; \
- [0 Bpeme Ha SpemenHOCT nipeau 20 ceaMULIA H KBPMEHE; “
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- B CITydaH Ha CHPACYHOCHAOB UIOK;
- B KOMOHHauud ¢ prudaMmHLMH, 3aUI0TO Ce NOTy4YasaT HeeheKTHBHH IV1a3MEHH HHBa Ha HudeAHNHH,
NnopagH €H3UMHA HHIYKLIUA.

O0LpHeTe cHeHANTHO BHEHMAHHE NPH yHoTpedaTa Ha Anaaar AfHc

BHumaTenHO aa ce nmpusiara npH MalHeHTH ¢ MHOr0 HUCKO KPBBHO HANAraHe (TeXKa XHIIOTCH3HS ChE
CHCTOIMYHO HaJIAraHe ro-Hucko oT 90 mm Hg), B cirydan Ha nssgBeHa chplaeuHa HEOCTATHYHOCT U B ClTy4an
Ha TEXKKa a0pTHA CTEHO3a.

BuuMaTenHo Ja ce npuaara npu 6peMeHHH XEHH, KoraTo ce ynotpetasa HugeauniH 8 KoMOUHaIU ¢
Marunesues cysgar.

[Tpu mauueHTH € YBpeaeHa uepHoapobHa GyHKUHA € HEOOXOAMMO MOHHTOPHPAHE H B TEKKHTE CITY4aH €
HeoOXOAUMO HaMalldBaHe Ha JA03aTa.

Ynortpeba Ha APYIrH JICKApPCTBa

Mons undopmupalite Bamus nekap wiH ¢papMaliesT, aKo NPUEMATE HJIH HACKOPO CTE NIPHEMANTH XpyTH
IEKaPCTBa, BKIIOUMTE/HO M TaKUBa, OTIYCKaHH Oe3 pelenTa,

JexkapeTBa, KOHTO BIIMAAT HA HAQEINNHH

Hudeaunun ce merabonusupa 4upes cucreMara LHroxpoM P450 3A4, pasnmonoxkeHa B YpeBHATA MYKO3a H B
yepHuA ApoO. JlekapcTBaTta, 3a KOHTO € H3BECTHO Y€ MHXHOHPAT HH HHAYLMpAT Ta3H €H3HMHa CHCTeMa
MOTAT [a MPOMEHST ITbPBOTO NpeMyHaBaHe (CAe] NEPOPANTHO NPHIIOKEHHE) HAH KIHPBHCA HA HUGEIHITHH,

CreneHTa, KakToO M NMPOAB/DKUTETHOCTTA Ha B3aUMOJCHCTBHATA TPAOBa Aa Ce HMaT MpPeaBu/, KOrato
HUGUAMIIKH C¢ IpUIara 3acAHO CHC CIISAHHUTE JIEKapCTBa:

Padamnunun

PudaMnuuuusT CHWIHO AHAYLIHpa CHcTeMaTa LUTOXpoM P450 3A4. Tlpu eAHOBpeMEHHO NPUWIOKEHHE C
praMIHIINH, CHOHANMMHOCTTA Ha HUQEAHUITHH € 3HAYNTE/IHO PEAYLIHpaHa ! M0 TO3H Ha'YHWH Herosara
edbuxacHocT orcnabea. CnenosarenHo ynorpedarta Ha HubequITMH B KoMOMHaLM ¢ pHaMITHLIHH €
[MPOTHBOINOKA3aHa.

IIpu eAHOBpEeMEHO HPUIIOKEHHE Ha c1abu 10 YMEPEHH HHXHOWTOPH Ha cucTeMara UMTOXpoM P450 3A4,
KpBBHOTO HasIATaHe TpAOBa Aa ce MOHUTOPHPA H, aKO € HEOOXOANMO, 1a C€ HMa Mpel BUI peayKLHA Ha
go3ata HAQEeOuImuH.

MakpoaHaan AaHTHOHOTHIRH (HaNp. ePHTPOMHANIHH)

He ca npoBemeHH MpOYyYBaHUI BBPXY B3aHMOICHCTBHETO HAa HA(EAUTTHH W MaKPONHIAHN aHTUOHOTHLIM.
U3BecTHO €, 4e MaKpOAUAHHATE aHTHOHOTHLM HHXUOHpaT uHToXpoM P450 3A4 MeaunpaHus MeTabONM3BEM
Ha Apyrd Aekapcrsa. CieJoBaTenHO HE MOXKe 1a ce H3KITFOYH NMOTEHUHAN 32 MOBHIIaBaHe [1a3MEeHHTE
KOHLIEHTpauHy Ha HH(eIUIHH NpH EAHOBPEMEHHO NPHITOKEHHE Ha ABETE JICKAPCTBA.

A3UTPOMHLIMHET, BBIIPEKH Ue CTPYKTYPHO C€ OTHACA KbM KJ1aca Ha MaKpOMHIHHTE aHTHOHOTHLM, He
npu4HHABaT uHxubupane Ha CYP3A4,

Anru-HIV nporeasny HAXHOHTOPH (HANP. PHTOHABHP)

Bce otiie He e npoBeAcHO KIMHHYHO [MPOyYBaHe 3a U3C/IeABaHe Ha NOTEHLIMAJI2 Ha JICKAPCTBEHO
B3aMMOeHcTBIE MEXAY HU(EIUIHH U onpeeeHH NpoTeasHn HHXuOuTopH. JlekapcTeara OT TO3H Kiac e
H3BECTHO, Ye HHXHOHUpaT uutoxpoM P450 3A4. JIonbIHHTENHO € U3BECTHO, Y€ JIeKapCTBaTa OT TO3H THII
HHXHOHpaT un 6umpo untoxpom P450 3A4 meaunpanua MeTabonusbM Ha HUQeaunuH. KoraTo ce npuarar
3aeHO ¢ HU(eUNKH, He MOXKe Ja C€ U3KIIOUH 3HAYMTENHO TOBUINABAHE HA TUIa3MCHUTE KOHLICHTPALMH Ha
HUdEAUNMH, JHDKALIO ¢ce Ha MOHMKEH MeTabOMM3BM Ha MBEPBO NPEMHHABAHE H HAMAJICHO €ITHMHHUPAHE.

"""-r\.._

A30/10BH AHTHMHKOTHIH (HANP. KETOKOHA30J1) S Rl ,;f:‘\?\‘«%
.:* - .
Bce olue He € npoBeacHO 0GHLHATHO KIHHHYHO MPOYUYBaHe 33 H3C/ICABAHE Ha [TOTEHUHAIA Hh/ gék/apﬁ;@gm&uﬂg . Hx

B3aUMOeHCTBHE MEXTY HH(EIUITHH U a3010BH AHTUMHKOTHLM. H3BecTHO ¢,4e ieKapcTBar: 91‘ ;l“@gﬁ 1Re) ity %, \
uHXUOMpaT cucteMata uToxpom P450 3A4. Korato ce mpuaarat nepopaiHo 3ae(HO ¢ HH '
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MOKe J1a C€ M3K/IO4YH 3Ha4HTENHO NOBHIIaBaHe Ha CHCTEMHATA OHOHAITHYHOCT Ha HUGEIUNMH, TH/DKALIM Ce
Ha MOHWKEH MeTaboMU3bM Ha ITHPBO NMPeMUHABAHE,

DayoKCceTHH

Bce oue He € nMpoBeIeHO KIMHAYHO NMPOYYBAHE 33 H3C/ACABAHE Ha MMOTEHIMAIA HA IEKAPCTBEHO
B3aUMOAEHCTBHE MeXIy HHeHNHH K duryokceTHH. JIokazaHO e, ue QuTyOKCeTHH HHXHOHPa uH sumpo
uuroxpom P450 3A4 meaunpanus Merabomi3eM Ha HUbeaUnUH. CleIOBATENHO He MOXKE [1a CE H3KTIOUH

MOBHLIABAHE IUTa3MEHHTE KOHLIEHTPAUMH Ha HH(EAHITHH NP eJHOBPEMEHHO NPWIOKEHHE HA [JBETe
JICKapCTRa.

Hedazonon

Bce omte He e npoBeieHO KIIHHHYHO NPOYyYBaHe 3a HIC/ACABAHE Ha MOTCHLHANA HA JIEKAPCTBEHO
B3ariMoIeHiCTBHE MKy HUQeAHNHH U HedasomoH. H3BecTHO e, e HedasomoH naxuGupa nuToxpom P450
3A4 meaumpanus MeTaGoNH3BM Ha ApYTH fAekapcTsa. CAeaoBaTesTHO He MOXKeE Aa ¢e M3KIIOYH NOBHMIIABAHE
I1a3MeHUTe KOHUCHTPAUHH Ha HHEeIUITUH NPH eAHOBPEMEHHO MPHIOXKEHHE Ha /IBETE JIEKAPCTBA.

Xanynpucran/landonpacTen
EQHOBPEMEHHOTO NPWIOKEHHE Ha XMHYNPHCTHH/Aan¢onprucTHH ¥ HUQeAUITHHE MOXKe /1a AOBEAE 10
MOBUILICHH TU1a3MEHH KOHLICHTpalMX Ha HU(EUIIHH.

Baanpoepa KHCeIHHA

He e nmpoBeieHO 0PHUMATHO KITHHHYHO MPOYYBaHE 3a H3C/IeJBAHE Ha MOTEHIIMANA Ha JIEKAPCTBEHO
B3aUMOAEHCTBHE MEXTY HUGEAHMNHH ¥ Ba/HIpOeBa KHCeNUHA. J[oKa3aHo €, 4e BAINPOEeBaTa KHCETHHA
NOBHILIABA IUIA3MEHMTE KOHLIEHTPALMH Ha KANMEeBHA AHTATOHHUCT HUMOAMIIHH, Ype3 €H3UMMHA HHXHOHIHA,
CJICIOBATE/IHO He MOXE [1a C€ H3K/IIOYH MTOBHILIABAHE HA NIa3MEHUTE KOHLEHTPAIUH Ha HU(EIUNHMH U
MOBHINABaHE Ha €PUKACHOCTTA.

HumMeTugnn
[Topagu unxnbupanero Ha cHcTemara UMTOXpoM P450 3A4, nMMETHAHHDT NOBULIARA T1/1a3MEHUTE
KOHLEHTpaUMH Ha HUQEIUNHUH U MOXKE [1a MOTEHLHHPa aHTHXUIIEPTEH3UBHUA e€(eKT.

JApyru npoyusanus

In3anpua
EnHOBpEeMEeHHOTO NPUNOKEHUE Ha LM3anpu 1 HUeaUMHH MOXe Aa AOBEE A0 NOBUILIEHH NNla3MeH!
KOHLIEHTPALIMH HA HU(EaUIIHH.

AHTHENH/ICONTHYHH JIeKApPCTBa, KaTo penuTonH, kapbamazennn n penoGapOéuTOoH, AHAYNHPAINH
cucremara muToxpom P450 3A4

DeHUTOHH HHAYLIHPa cHcTeMaTa LHTOXpoM P450 3A4, Tlpu eanoBpeMeHHO NpHIoKeHHE ¢ (PEHHUTOHH,
OHOHANMUYHOCTTA Ha HUGEIUITHH C& HAMAaNABA M 1O TO3M Ha4MH oTcnabea Herosarta eduxacHocT. Korato
JIBETE JIEKAPCTBA CE€ NPUIAraT €IHOBPEMEHHO, KIIMHHYHHMAT OTTOBOp KbM HH(pHAeNHH TpaOBa aa ce
MOHHTOPHUPA H aKO € HeoOXOIHUMO, [1a C€ MOBHIIN A03aTa HA HUEOUTTHH. AKO J03aTa Ha HUeIUMNHH €
MOBHILECHA MO BpeMe Ha €AHOBPEMEHHOTO MPHIOKEHHE HA ABETE JIEKapCcTBa, HO3aTa Ha HHdeaunul TpadBa
Ja ce HaMalli, KOraTo JICUCHHUETO ¢ PEHUTOUH CE MPEKBCRA.

He ca nposeaesy opHuManHH KIHHHYHU IPOYYBAHHUA 32 U3CAEABAHE HA MOTEHIMANA HA IEKAPCTBEHO
B3aHMOACHCTBHE MEXOY HUPEIUITHH U KapOaMalenuH UK deHobapbutoH. JlokasaHo e, ue qBeTe NeKapcTBa
HaMaABaT IUTa3MEHUTe KOHLEHTPaUUH Ha CTPYKTYPHO Hanoaobsaall, OoOKMpall] KalLHeBHUTe KaHATH
HUMOJUIMHH Ype3 €H3HMHA HHAYKUYUR U HE MOXKE J1a C& U3KTIOUH NOHDKABAHE Ha MJIa3MEHUTE

KOHUEHTpALKH H MOHIKaBaHe €PHKACHOCTTa HA HU(DERHUITHH. :L : - » :-:1:..;:\\
A
Bananne na HudeaMNuH BLPXY APYTHTE JIEKAPCTBA: 7 sx%*i% :"f )
JIexapcTBa, NOHHXABAIIH KPLBHOTO HAJATAHE ii “f_; iﬁ‘?‘: fﬁ f r
Huduaunuy Moxe Na 3acuiy eexTa Ha JIeKapCcTBaTa, KOUTO MTOHKABAT KPBBHOTO Hamraﬂé\}\mrz‘\rﬂ Bl »r**,f; /i
fpUaaraT eAHOBPEMEHHO, KaTo: \?HH ey
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- JMYypeTHLH,

- B-6noxepu,

-  ACE-unxuburops,

- Al-aHTaroHucTH,

- BPYTHK KaILUEBH aHTarOHUCTH,
-  O-aapeHeprudHH OnokepH,

-  PDES nxubnropn,

- O-METHIILOOIA.

Koraro HudeaunuH ce npusara eHOBpeMeHHO ¢ B-6nokepu, nauueHTsT TPAOBA Aa 6bA€ BHUMATEIHO
MOHHMTOPHPaH, Thil KaTO € BL3MMKHO BJIOIIABAaHE HA CHPAEYHATA HEAOCTATBUHOCT, KOETO € MOXKeE Aa ce
[MOJTyYd B H3OJIMPAHH CITy4aH.

JHroxcnn

EXHOBpEMEHHOTO NMPHIOXKEHUE HA HUDEIUNKH H IMI'OKCHH MOKE A2 JOBeAE IO HAMAJIABAHE Ha
AUTOKCHHOBHA KIIUPBHC U OT TYK A0 MOBHIIABAHE HA IUTA3MEHUTE KOHLEHTPAlLUM HA JUIOKCHHA.
CrenoeaTenHo Karo npeanasHa MApKa NalMEeHThT TpAOBa Ja ce npoBepH 3a Oesie3d Ha JHTOKCHHOBO
peao3vpade U ako € HeoOXOoaUMO, 103aTa Ha IIIOKO3MAA Ka OB/ie HaMalIeHa, KaTo Ce B3eME Npell BU
nIasMeHaTa My KOHHEHTpaLu4.

Xunugnn

Koraro HapeaunuH U XWHAOWH C€ MPUIaraT € AHOBPEMEHHO, KOHLICHTpaL{ATa HA XMHUHHA Cce HaMalABa
HJTH ClIe[] IpeKbCBaHe Ha HU(eAUNTNH, B OTAC/IHM Clydad € HaOnogaBaHO 3HAYNTENHO NMOBHUIABAHE Ha
M;1a3MeHaTa KOHLIEHTpauHA Ha XUHUAMH. [lopaay Tasu npuuvHa, Korato HU(pEOUITHH C€ BKITIOUYBA
OOITBJIHUTEMTHO HJIH Ce CITHpa MPHIIOKEHHETO MY, HJTH C€ MPENnopbrYBa MOHUTOPHpAHE Ha I71a3MEeHAaTa
KOHLICHTpaUMA Ha XHHHUAKH, H aKO € HeoOXOIuMO, ce KOpHrHpa Jo3aTa Ha XMHUAUH. Hakou asropu
¢chOOIIABAT 33 MOBUILEHH TUTa3MEHH KOHLICHTPALUMY Ha HUQEAUITHH NPH €IHOBPEMEHHO MPUIOKEHHE Ha
ABETE NIEKAPCTBA, IOKATO APYTH aBTOPH HE YCTAHOBABAT YBpexKAaHe Ha dapMaKOKHUHETHKATa Ha HueTUIHH.
Ciie1oBaTesIHO KPBBHOTO Hajisrase TpaOBa BHUMATEIIHO a e MOHHTOPHPA, aKo ce A00aBU XUHUIUH KBM
CBIECTBYBALIOTO JICUeHUe ¢ HUpEeAUTHH. AKO € HeOOX0IUMO, 103aTa Ha HU(eAMITHH TPAOBA Aa Ce HAMAJTH.

Taxkpoaumyc

Hokazano e, ue Takponumyc ce Metabonusupa upes cuctemara uuroxpom P450 3A4. [Tybnukyeanure
ChbBpEMEHHH JaHHH MOKa3BaT, Y€ J03aTa HAa TAKPOIUMYC, IIPHIOKEHR €JHOBPEMEHHO C HU(DEUITUH MOXKeE J1a
ce HaManu B OTAENHHU ciy4au. [IpyU eTHOBpEMEHHO NMPWIOKEHHE Ha JIBETE JIEKAPCTBA, [IA3MEHUTE
KOHLICHTpALlHH Ha TaKpO/JIMMYC TpAOBA [a ce€ MOHHUTOPHpAT H ako € HeoOX0MMO, A03aTa HA TAKPOIHUMYC Ce
HaMAaJiABAaT.

BianmoaeiicTBHA, KOHTO He ChINECTBYBAT

AHAMAJIHH
EAHOBPEMEHHOTO MPHUNOKEHHE HA HHUGEIUINTMH U AaMAJTHH HAMA BIAHAHUE BBPXY cl)apmammﬂemka'ra Ha
HU(EAUTINH.

AcnHpHH

EnnoBpeMeHHOTO MpHUIOKEHHEe HAa HU(eauruH H acmupuH 100 mg naMa BIMsAHHE BBPXY
dapMakOKMHETHKATA HA HUGeanTTHH, EAHOBPEMEHHOTO MPHUIOKEHHE Ha HUGDEANITHH HE MPOMEHA e(PeKTa Ha
acriiprH 100 mg BBppXy arperauusTa Ha TpOMOOLIMTHUTE H BPEMETO Ha KbPBEHE.

Benaszenpua

EnroBpeMeHHOTO NpiioxeHne Ha HUGEMIUH U GeHasenpUI HAMa BIMAHHE BBPXY (GapMaKoK fFg’ra A,

HudeaUNUH, D ST
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EQHOBpPEMEHHOTO NPUIOKEHHE HA HAPEANIMH M KaHJecapTaH LMIEKCETHIT HAMA Bnmm{g BRIy : U )

hapMaKOKHHETHKATA HA JIEKapCTBOTO. \ 7 N S A
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HeGpacoxkBHH

EnsoBpeMeHHOTO NPHIIOKEHHE HA HUQEOAHITHH K NeOPHCOKBHH HAMA BIUAHHE BLPXY (DapMaKOKMHETHKATA
Ha HUQEIMITHH.

JMoxcazocHH

EHOBPEMEHHOTO NMPHJIOXKEHHE HA HUPEAUNHMH U AOKCA30CHH HAMA BAMAHME BHPXY (apMaKOKHHETHKATA HA
HMQEIUTTHH.

HpbGecapran
EnHOBpeMEHHOTO NpHIIOKEHHE HA HUQEHUITHH H HpbecapTaH HAMA BIUAHKME BHPXY PapMaKOKHHETHKATA Ha
HU(pEeRUMHH.

Omenpazon

EHOBpEeMEHHOTO NPHIOKECHHE Ha HHPEAHNHH ¥ OMEINPA30 HAMA BIMAHIE BEPXY (apMaKOKMHETHKATA Ha
HUDEIUIINH.

Opancrar
EIHOBpEMEHHOTO MPHIOKEeHHE Ha HU(eQUITHH H OPJIMCTAT HAMA BIIUAHHE BHPXY (apMaKOKHHETHKATA Ha
HU(eIUITHH.

IanTonpasoJ

EiHOBpEMEHHOTO NpWIMKECHKE Ha HUQEOHITUH W NAHTOPa30N HAMA BAUIHUE BEPXY (apMaKOKHHETHKATA
Ha HUEAUIHH.

PanutTHauH

EQHOBpeMEHHOTO MpHUIOKEeHHE HA HU(EeIUNUH U PAHUTUIUH HAMA BJIHSHHE BBPXY (apMakOKMHETHKATA Ha
HUQETUTHH.

PocuraurasoH
EHOBPEMEHHOTO MPHUJIOKEHHUE HAa HU(eAUITUH B POCHIIUTA30H HAMA BJIHAHUE BHPXY (apMaKOKHHETHKATA
Ha HA(QeaUIIH.

TaaTHHO0J1
EnHOBpeMEeHHOTO NMPUITOKEHHE Ha HU(EHUITHH K TAIHHOJON HAMA BRUSHKE BbPXY (PapMaKOKHHETHKATA Ha
HUEeAUIHH.

TpaamrTepeH X4APOXJAOPOTHAIHN
EnHoBpeMeHHOTO NMPHIIOKEHUE Ha HUGEIUITHH U TPHAMTEPEH XUPOXJIOPOTHA3M]L HAMA BJIMAHHE BBPXY
chapMaKOKHHETHKATa Ha HU(EIUTIHH.

JApyru hpopMu HA B3aHMOEHCTBHE

Hudeaunun Moxe aa noeeae A0 GasiliiBo MOBULIEHU CTOHHOCTH HA BaHUN-0aleMOBaTa KUCe/IMHA B
ypHHaTa, oTyeTeHH cnekTpodoromerputHo. M3MmeppaHeto ¢ HPLC e Hernpuioxumo.

¥Ynorpeta na Ananar AHHC ¢ XpPaHH W HANNHTKH

Cox or rpeiindpyT

CoxaT ot rpeiindpyr uHxudbupa cucremara uuroxpoM P450 3A4. Hpunoxenuero Ha HUPEUITHH 3a€QHO
CBC COK OT rpefindpyt Moke a JoBeae OO NOBUIIEHH IU1a3MEeHH KOHICHTPALHH Ha Hmbenunnu;;t:yﬂ‘sn
BpeMe Ha JeACTBHE, AKDKAIIY ce Ha MOHWKEeH MeTab0/IH3bM Ha TBPBOTO NpEMHHaBaHe. B ¢ ,ch‘ahéf”" Gy \\\
edeKTHT Ha NOHIDKABaHE HAa KPBBHOTO HaJAraHe Moxe fa Obje 3acuieH. (e peaoBeH npﬁmyféomm . ..«;,ﬁ. a.
rpeitndpyT TO34 eQeKT MOKE Aa NPOABIDKH HaH-MaJIKO 3 AHH C/le NOCIEAHNA MPHEM Ha n‘;ﬂﬁ o‘rrpf;“ pp3 |
CnemoBarenHo NMPHEMET Ha rpeindpyT / cok ot rpekndpyt Tpabsa aa ce u3barsa, .E[OKHTGJ{C‘E; IEMA m | i ] _;'
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bpeMeRHOCT B KbpMeHe
IloceeetBaiite ce ¢ Balums nexap unu ¢apmauesT npeau ynorpebara Ha KOETO U Aa € JIEKapCTBO.

bpemenHoct
Hudenumuu e nporusonokasad npu dSpemeHHOCT npeau 20 ceamuua.

Hama agexBaThu 1 100pe KOHTpOJIMpaHK NPOYYBaHHUA IIPH OpeMEHHM HKEHH.

A) IIpu npoy4yBaHus ApH XHBOTHH € KOKa3aHO, Ye HU(peAUITHH NPHYMHABA cMOPHOTOKCHYHH,
(PETOTOKCUYHH M TepareHHH e(eKTH.

b) lokasaHo e, ye HUGeAUNHH TPHYHHABA TEPATOTCHHH YBPE:KAAHMS MPH IUTHXO0BE, MULLIKH W 3aifliy,
BIJIFOYHTENTHO aHOMAJIHK Ha NPBCTHTE, MaN(pOPMALMH Ha KpalfHHIIMTe, BPOXCHa LIeNka Ha HeOLero, BposieHa
LIeNIKa Ha IPBAHATA KOCT M MandopMaliuu Ha pedpara.

BB3MOXHO € aHOMAIHMHTE Ha NPECTHTE H MAN(OPMALMHTE Ha KpaliHULKTeE 12 ca B PE3yJITAT HA HAPYIIEHO
MHTPAyTEPHHHO KPBBOOOpAUICHHE, HO ca HAOMIOAaBaHH CBILO NPH KUBOTHH, KOMTO Ca JIEKYBAHH CaMO ¢
HueUNUH Cie Kpad Ha NEpUoaa Ha OpraHoreHe3ara.

[Iprnoxennero Ha HUGEAHITHH NPH )KUBOTHH € CBBP3aHO C PasHYHA eMOPHOTOKCHYHHY,
MIAUCHTOTOKCHYHH U (PETOTOKCHYHH edeKTH, BKITIOUBAIIM CNIMPAHE HA pacTeXka Ha 3apojuiuuTe (ITHXO0BE,
MHILKH, 3af1), HEIOPA3BHTH (MAJIKH) IUTALCHTH H HEIMTBIHO Pa3BUTH XOPHOHHHU BBCH (MaiiMyHM), CMBPT Ha
eMOpHOHa U deTyca (rurbXose, MHIIKH, 3aiLH), YABIKEHa 6peMEeHHOCT/HAMATIEHA TIPEKHBAEMOCT Ha
HOBOPOREHHTE (TUTBXOBE, APYTH BUAOBE HE Ca H3y4daBaHu). Beaka eqHa or n0o3KTe, CBBP3aHa C TEPaTOTreHHH,
eMOPHOTOKCHYHH WIH QETOTOKCHYHH €EKTH MPH KUBOTHM € OHIa TOKCHYHA 32 MAMKHWTE H HAKOMIKO IBTH
MO-BHCOKA OT MpenopbYBaHUTE MAaKCHUMAJIHU JO3H IPU XOpa.

B equHUYHH Cyyan HA un umpo GEpTHIN3ALMSA KAJILIMEBUTE AHTATOHHCTH, KaTO HUEIHUITHH ca CBBEP3aHH C
obpatumMy OMOXHMMHYHH MPOMEHH B 00J1aCTTa Ha [JIAaBaTa Ha CIIEpMAaTO30M/1a, KOSTO MOXE 2 AOBEAC 10
yBpex/IaHe Ha criepManHaTa GyHkuua. [Ipyn MBxe ¢ MOBTOpEeH HEYCTICIICH OIIKT 3a OIUIOXKIAHE UK 8UMpPO W
aKo HAMA ApYyro o0ACHEHHE, KaTO BB3MOKHA MPUYHHA 32 TOBA MOTAT Ja Ce IIPHEMAT KATLUEBUTE
AHTArOHUCTH KATO HU(EIHMITHH.

Knpmene
Hudenunux I[pEMHHAaBa B MAHYHHOTO MJIAKO. BBIpexku nuncara Ha 1aHHA 32 BB3MOXKHH eeKTH BBPXY

HOBOPOJEHH, KbpMeHeTOo TpA0Ba a Ce MPEKPaTH, ako € HeobX0AUMO JiedeHHe ¢ HUMEAUITHH 110 BpEME Ha
KbpMeEHe.

Illopupane a paGora ¢ MAIIHHA

Peakuuire KM JIEKAPCTBEHUA NPOXYKT, BApHpALIH 110 HHTEH3UTET MPH OTACSTHHUTE HHAUBHAH MOFaT
11a YBpeAsaT crnocoOHoCTTA 2 ¢e wodHupa unM aa ce paboru ¢ mamurHH. ToBa ce oTHacqd ocobeHo 3a
Ha4yanoTo Ha NeYeHHUeTo, MpH NPOMAHA Ha JO3IUPOBKATa U B KOMOHHALINA ¢ aJIKOXOJT.

Baxxna andopManus OTHOCHO HAKOH OT ChCTABKHTE HA Ajanat A#fHc
Axko Bammar nekap Bu e ka3san, 4e nMaTe HEMOHOCHMOCT KbM HAKOHU 3aXapH, MOCHBETBaliTe ce ¢ Hero npeau
7a B3EMETE TO3M NMPOAYKT.

3. KAK JA H3IIOJ3BATE AJAJIAT AHHC

Bunaru u3nonzpaiite Aganat AHHC TOYHO KakTO Bu € xaszan Baluuar nekap. AKO He ¢Te CUIYpHU B Helllo,
nonurante Baiuns nekap unu papMauesT. [Ipoab/DKUTENHOCTTA Ha JISHEHUETO € O MPELieHKa Hw
neKap. S

JIOKONIKOTO € BB3MOKHO ACUEHHETO TpAOBa Aa 6B/1e ch06pa3eHO ¢ HYKAWTE Ha MALHeHTa.,; fr/, x}*‘*‘{bwy Yy
B 3aBHCHMOCT OT KIIMHHYHOTO CHCTOAHHE OCHOBHATA /103a TpaGBa Aa 6B BbBeeHa mocT 1;:6111{@» th ki)
otaeneH caydait. [Tpy nauMeHTH ¢ yBpeleHa YepHoApoGHA QYHKIMS € HeoOXOIUMO BHHMaTem@% Y
MOHHTOPHpAHE H B TEXKKH CJIy4ay HaMaldBaHe Ha J03aTa.
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ObuuaiinaTta 103a 3a BB3PACTHH € (aKO HE € MPESAITHCAHO ApYTo):
3a neyeHHe Ha XHINEPTOHHNA: Ananat Aitac 30 1 rabnetka equn neT gHeRHO (1 x 30 mg/AHeBHO)
Ananat Aiinc 60 1 Tabnetxa equn neT AHeBHO (1 X 60 mg/aHeBHO)

Karto npaBiwio newennero Tpadsa aa 3anouHe ¢ 30 mg eauH MBT AHEBHO.
B 3aBHCHMOCT OT TexkecTTa Ha 3a00/1BaHeTO K OTTOBOpA Ha NALMEeHTa, A03aTa MOXe Ja OBhAe MoBHILeHa
nocrenedHo 10 120 mg eauH bt JHEBHO.

Apanat ARHC TaONeTKH ¢ YARDKEHO 0CBODOXAaBaHe OOMKHOBEHO C€ NMOTIBIIAT e ¢ MAIKO TEYHOCT. AKO
e/IHOBpeMEHHO Ce rpHeMa XpaHa, abcopdiumaTa Moxe na 6vze 3abaBeHa, HO He HaMajleHa.

O6sutuTe TabneTkn TpAGRa Ja ce B3EMAT Ha 24 9ACOBH HHTEPBA/H, T.e. BAHATH 10 €AHO H CHLINO BpeMe
Ha A¢HA, 3a npeanodnTtane 1/2 yac gpexn 3akycka.

Koraro ce npueMat Ananar Aiiic TabneTku ¢ yABDKEHO OCBOOOXKAaBaHE HEIMOCPEACTBEHO Clel XPaHa,
Oorara Ha Ma3HHHM MOraT fa ¢ HaOJI0/aBaT MOBUIICH MAKCHMAIHN KOHUCHTPALMH B TIa3Mata,

3a aa ce OCHIYPH IMPOXB/LKUTENHO ASHCTBHE H ¢C H30ArBaT NOBHIICHH MAKCHMANTHH IU1a3MEHH
KOHLIEHTpallHH Afanat AHHC TabieTku C yaOBDKEHO ocBOGmklaBaHe BB BCHUYKH CIIy4yau TpiaOBa Aa ce
npUeMart Lieny, 6e3 aa ce JeaAT WiH AbBYAT.

AKO ¢Te R3U0J3BAJIH OBeYe OT HeoDXoaaMaTa 5032 Anajar AinHe

CHMIITOMMU:

Cneanyre CHMIITOMY ¢a HaOMIOLAaBaHH B ClIy4yad HA TE€XKa HAQECAUITHHOBA HHTOKCHKALMA:

HapyuieHus B ¢h3HaHHETO 40 KOMa, TOHMKABAHE Ha KPbBHOTO HAATAHE, PUTBMHH ChP/ACYHH HapyIICHUS
Taxy/OpaguKapaus, XMNepriukeMus, MeTaboluTHA alU03a, XHITOKCHA, KapAHOreHeH LIOoK ¢ Genopoben
OTOK.

JleueHHe Ha NPEAQ3HPAHETO:

JleueHueTo ce ChCTOH B OTCTPaHABAHE HA aKTHBHATA CHCTABKA M C IIPHOPHMTET € Bb3CTAHOBABAHETO Ha
cTabuneH ChPACHYHO-CHIOB CTATYC.

Cren nepopasTHO NPWIKEHHE € MOKA3aHa CTOMAILHA POMUBKA, aKO € He0DX0AHMO B KOMOHHALIHA ¢
MpoMHBKa Ha ThHKHUTE yepBa. OcobeHO B CiIyyad Ha HHTOKCHKAUHSA € MIPOAYKTH € YAB/DKEHO
ocBobOxAaBaHe, kato AJanaT ARHC, STMMUHHPARETO TpaOBa Aa 0b1e MaKCUMATHO, BKTIOYUTENHO THhHKUTE
yepBa, 3a Aa NpeAnasy ot nocjaensama paranHa abcopbLMA Ha IEKapCTBEHOTO BELUECTRO.
XeMoouanu3aTa HaMa 1on3a, Thil KaTo HHEIUNHHBT He Ce AUaNN3Hpa, HO CE NpenopbyBa IuasMadepesa
(BHCOKO CBBP3BaHE C IUIR3MEHHA NPOTEHH, OTHOCHTEIHO MajIbk 00eM Ha pasiipefie/icHHe).

PUTEMHHM HAPYUICHHS OT THIIA Ha OpaJuKapauA MOTaT Aa ce JIEKYBaT CUMITTOMaTHYHO ¢ [3-
CHMITATUKOMHMETHULM H NPH YKHBOTO-3acTpaluasaiiy OpaaukapAHuHH HApYLIEHHA Ha ChpACUHHUA PHTHM CE
MPEeNOpPBhUBA BPEMEHHO MTOCTaBIHE HA NEHCMEHKBP.

XunoreH3uATa B pe3yATAT Ha KApAUOIr€HEH LIOK H apTepHAIHATA Ba3oJU/IaTalMia MOraT Ja Ce JIEKYBAT C
Kanuuii (kanumes rimoxoHat 10% 10-20 ml, mpunoxkeH 6aBHO HHTPaBEHO3HO U MOBTOPEH, aKo €
HeoOXxoauMO). B pe3ynTar Ha TOBa HUBOTO Ha CEPYMHUA KATIIMHM MOXE Ja JOCTHUI'HE rOpHaTa HOpMailHa
CTOMHOCT HO JIEKO MOBHIIIEHH HHBA. AKO KPBBHOTO HAIAraHE HE C€ MOBHINH JOCTATHYHO C KaNlLui,
JOMBJHUTE/HO Ce MPUAAraT BasoCIaCTHYHH CHMIATHKOMHMETHLIM KaTo AONaMHKH HITH HOpaJpeHaHH,
J{03MpOBKaTA HA TE3H fIEKAPCTBa Ce OMpe/es eAMHCTBEHO OT NOMy4yeHus eQexT.

TTOMBIHUATENHM TEYHOCTH WIN 00eMHH 3aMecTHTENH TpsaOBa Aa ce MpUiarat BHUMAaTEeTHO, 3aLI0TO HMa
OMAcHOCT OT MpPEeTOBapBaHe Ha CHPLETO.

AKO UMaTe HIKAKBH JOIBJIHHTENHY BBIIPOCH, CBBP3aHHU ¢ YIoTpedaTa Ha TO3M MPOAYKT, MOJIA TNONUTAHTe
Bauuns nexap uiu gapMauesT.

[
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KakTo BcuukH JlekapeTsa, Afanat AHHC MOxe 1a MPEIU3BUKA HEKENaHH PeaKUHH, B‘bﬂpﬂlﬂflf 16 He BCEKH Pit
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HexxenannTte nekapcTBeHU peakiiHH, Bb3 OCHOBA Ha MAaLC00-KOHTPOIHPaHH KIHHUYHH NPOYHBAaHHUA C
HU(eaNnHH, NoApeacHH B3 0cHOBa Ha kpuTepunuTe Ha CIOMS I1I no yectora (6a3a naHHH OT KIHHMYHO
npoy4sane: HudeaunuH n= 2 661; mnauebo n= 1 486; craryc 22 dpespyapn 2006 H KIMHHYHO NPOYUBaHe
ACTION: nudesunun n=3 825; miauebo n= 3 840) ca npeacTrapeHn Ha TabMuuaTa MO-A0IY:
Hexxenanure siekapCTBEHH peakLIHy, NpeACTaBeHH KaTo “decTn” ca HabmogasaHH ¢ YecToTa nog 3%, ¢
H3KMouYeHUe oTok (9,9%) u rnasobonue (3,9%).
Hesxenanure JIeKapCTBEHH peakUMH, NPEACTaBEHH OT MIOCTMAPKETHHIOBH ChobWmeHNA (cTaTyc: 15 derpyapu
2006) ca mpencraBenu B bold italic.

(n=9566 nauuenTH, 13.10.1998)

-

Knaaaudao onucanne | Yectn HeuecTn Peaxn Mﬂorolpenlca
>1% no <10% >0,1% no <1% >0,01% no <0,1% | <0,01%
~ - ~l — : ) —_— -
L L _ _ Hapyimenns BAa AMYHHATAa CHCTEMA ]
OcTpr peakmpH HA AnepruvHa Coupbex AnadunaxTHuyHR
CBPBXYYBCTBHTEIHOCT peakums /
Yprukapus anagaIAKTOHAHA
ANEpruycH peakuas
orok/anrnoeneM | OOpuB
_ HCHXHATPHYHR HAPYIRCHHAA [
IlpoMens B Peakuuu Ha
NOBEXCHHETO H O€3MOKOHCTBO
HAPYIIeHNS B CHHS
Hapywenns  Ha
_ CBHA N
q _ _ HapymmeHHs HA HEPBHATA CACTEMA
Hecnenupuann I'maBoGonue CBETOBBpTEXK
MO3bYHO-CHA0OBH
CHMIITOMHA MurpeHa
Hecnennpuunan 3aMasHOCT
HE¢BPOJTOrHYHH
CHMIITOMH Tpemop
Hecnenndnana [Map-/ auzecre3ns
yBpeaeHa mepuHdepHa
nepuenmHs )
Hapymiennsi Ha oOUHTE
Hecnenuduann 3PHTE/IHH
3pHTETHH HapyleHHs
HApPYUIEeHHS
l N CopaeyHs napyuwenns
Hecnenudranu Taxuxkapaus
APMTMHH
CopuebueHe
| - ~ -_____ ____CubnosH HapymieHns i
Hecnenndprann Orok XUNOTOHUS
CHAOBH
HapYIIeHHA Basoaunarauus CuHKon
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ﬂnxamnﬂ-nagxmeuuﬂ

CaMnTomMn
ropuns
AHXATEJICH TPaKT

Ha

CromamiHO-
YpeBHH
CHMIITOMH

Cyxora B ycTaTa

—

KpsBoTeueHne or 3aoyx
HOCA ;
Hazanna
) KOHI'€CTHA _ ) _ |
. Cmmamno-gpenﬂa na]gy_menﬂn L
3anex CroMalmHo-4YpeBHa Xﬂneprmazm Ha | Kamvnu
H KopeMHa 60f1Ka | BEHLHTE
Huchazun
['aneHe
3anywsane Ha |
Jucnencus uepeama
MeteopussM H3sa na yepsama

IHospvuiane

}I{nﬁqﬂﬂ-qepnonboﬁnﬂ HAPYIEHHS

KOKHH pEeaKIHH

Jlexn no ymepenn [Ipexonuo
YyepHOAPOOHHA MOBHMILIABAHE  Ha
peaKkuaH yepHOApOoOHHUTE
_ _ N CH3HMH N
_ _ _ _Koka H HApYmIEHHA AA NOJKOKHHETE ThbKAHH
Hecnenndpuanu Epurema

I-Iap_ymemm HA MYCKYJIHO cKeJeTHaTR cumma H CbeAMHHTEJIHATA THKAR

O6mu HapYIeHHA H HAPYIICHAS HA MACTOTO HA HPH/I0XKEHHE

Hecneuﬂ(bﬂtmn MyckynHH KpaMIIH
CTABHH n
MYCKYJIHH OTOK Ha CTaBUTE
HApYUIeHANA _ _ 1
_ _ bL0pevyHn H HApYIIEHHSA HA NHKOYHHTE NLTHIA
Hapymerus  Ha [Tonuypua
NAKOMHATE
NLTHINA Husypus
: HapymeHnas HA penpOXYKTHBHATA CHCTEMA |
Cexkcyasina Epextinna
AAC)YHKIHAA JUCOYHKLMR )

O6mo uyBcTBO 32
doJrecT

He 10dpo
CaMOYYBCTBUE

Hecneunduyna
Oosika

BrpucaHe

l'IpH NalyeHTH Ha JHanr3a ChC 3/I0KaueCcTBCHa XUITCPTOHHUA H XHITTOBOJICMHKA MOXKE Ja CC IMTOABH 3HAYUHNTCIIHO
[MOHWXKAaBaHE HAa KPBbBHOTO HAJIATAHEC B pE3YNTAT HA Pa3sUIHPABAHCTO HA KPBBOHOCHHUTC CBIOBC

(BazogunaTanus).

AKO HAKOA OT HEXETAHUTE NeKAPCTBEHH PEaKiMU CTAHE CEpHO3Ha, WK 3abernekuTe APYTH, He mﬁgm}xiﬁ

Ta3¥ JIMCTOBKA HEXEAaHHU PEaKkLHH, Mo/ YBeioMere Balnusa nekap uiv ¢apManesT.

S.

KAK JIA CBhXPAHSIBATE AJAJIAT AMHC
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ChxpaHABaiiTe Ha MACTO, HEAOCTHIHO 3a JeLa.

He n3nonseaiite Ananat AHHC ciien Cpoka Ha rofHOCT ordenasan BbpXy 6nHcTepa M KapTOHEHaTa
onakoeka, CpOKBT Ha rOJHOCT OTTOBaps Ha MOCAEAHHS ASH OT MOCOYEHH MeCceLl.

Tabnerkure Oa ce CvbXpaHABAT B TAXHATA OPHIHHAJIHA ONAKOBKA.

Jlexapcreara He TpaGpa Aa ce H3XBBPJIAT B KAHATH3AUMATA WIM B KOHTeliHepa 3a JIOMAaLIHH OTNaXbLH.
[Toruraiite Bawuna ¢apmMaleBT kKak Aa YHHINOXKHTE HeHYKHUTe By iekapcTa. Te3u MepkH e CriOMOTHAT

3a OMa3BaHe Ha OKOJHaTa cpela.

6.  JOITLJHHUTEIHA HHOOPMAISA

KakBo ¢babpxa Aganar ARHC

- AKTHBHOTO BElLIeCTBO €: HUdenUmnuH (nifedipine). Beaka Tabnerka Apganat Aitne 30 mg, 60 mg
chABpXka ¢cboTBeTHO 30 mg, 60 mg HndeaunuH.

- Jpyrute ¢hCTaBKU €a: XHMAPOKCHIIPOITHI LIEAYN03a ¢ HUCKA M BHCOKA IUTBTHOCT, TAKTO3a MOHOXHAPAT,
ckopOsia, MUKPOKPHUCTATHA LETYJ103a, BUCOKO AUCIIEPrupaH CHIHLHEB THOKCHL,
NOJIMBHHWINKHPOIUIOH HEPA3TBOPHUM (KPOCITOBUAOH ), MarHE3MEB CTEapaT, XUIPOKCHITPOITHIT METH
uemyno3sa, noaueruneH rnukon 4000, sxenesen okcun yepseH (E172), Turanos auoxkcua (E171).

Kak m3rjaexaa AJanat AHHC H KAKBO ChbABPKA ONAKOBKATA
Apanar ARHC ce npeiara B OfTaKOBKH, ChABPAKALIHU 30 TaONEeTKH ¢ YAWLKEHO OCBOOOXKIaBaHe.

[IpurexaTes1 HA pa3pellleHHETO 33 ynoTpeda

Bayer Schering Pharma AG

13342 Berlin
['epmanus

ITpoussoauTen

Bayer Schering Pharma AG

51368 Leverkusen
['epmanus

3a JOOWIHUTEIHA HHQOPMALMS OTHOCHO TOBA JIEKAPCTBO, MOJIA CBBPXKETE C€ C JIOKATHHA NPEACTABATEN Ha

NpHTEXATENS Ha paspeilleHHETO 3a yrorpeda:

baiiep Brarapaa EOOJ

yi. Pezbapcka Ne 5, 1510 Codus

brirapus

HaTa na nocjeano ogo6penne Ha acropkaTa XX/XXXX
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