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XJIOPA3OJIMH 150 mukporpama tabnetku Paspewetue K é‘ f 7 27 -17- 003 |
CHLOPHAZOLIN 150 micrograms tablets BG/MA/MP - et ]
 OGOEDERUG N oeerosrrercidoirs o ;

2. KAYECTBEH U KOJIMMECTBEH ChCTAB

Beska TabneTka ¢uIbpka akTHBHO BELLECTBO KIOHHARHOB XUAPOXIOpHA (clonidine hydrochloride) 150
MHKpOrpaMma.

[ IoMOIHY BEeLIECTBA ¢ H3BECTHO AEHCTBHE: JIAKTO3a, NIIEHUYHO HHLLECTE.

3a NBAHUA CIUCHK HA MIOMOIIHHUTE BEILECTBA, BUXXTE TOUKA 6. 1.

3. JEKAPCTBEHA ®OPMA

Tabnetka

Kpbriy, 1BOHHOU3NIBKHANM TabNETKH ¢ AeAUTE IHA YePTa OT €JHATA CTpaHa, JHaMeTbp 7 mm, 6enu Ha LBAT,
Oe3 mupuc.,

TabneTkaTta moxe aa 6bje pasaeneHa Ha Be paBHH JO3H.

4. KJIMHUYHH JTAHHH

4.1 TepaneBTHYHH NOKA3AHNUS

XJOPA3OJIMH e mokasaH 1npu Bh3paCcTHH 3a J€UEHHE HA BCHYKA CTETNEHH HA eCeHIMAIHA HTH BTOPUYHA
apTepUATHA XUTIEPTOHHS - CAMOCTOATEIIHO HIH B KOMOWHALIMA ¢ APYTH aHTHXUIIEPTEH3UBHH CpEICTRA.

4.2 [o3upoBKA H HAYKH HA IPHI0KEHHE

HozupoBka
JlozupaHeTo e uHauBKAyaTHO. [1o BpeMe Ha nedyenuneTo TpAOBA Ja ce KOHTPORKpPa ApTEPUATTHOTO HATATaHE.

Bovzpacmnuu

Hauanuara no3a € no 75 mukporpama (1/2 tabnetka) 2-3 nbTH aHesHO. [IpH HeJOCTATHYEH TEPaNEeBTHUCH
OTIOBOP A03aTa ce MOBHIIaBa NocTeneHHo (npe3 2-3 aHu) 1o 150 - 300 Mukporpama 2-3 by AHEBHO. [Ipn
MOBEYETO OT MALWEHTHTE KPBBHOTO HANAraHe e ObJie KOHTPOJIHPaHO ¢ JHeBHH A03u ot 300 — 1200
MHKporpaMa. Hakou matneHTH MOXe J1a ce HYIKAAAT OT NO-BHCOKU J0o3u, Hanpumep 1800 MukporpaMa Wiu
floBeYe,

XJTODA3OJIMH Moxe na ce nobapy KbM IpoBeXAaHa TEPanHs ¢ aHTUXMIIEPTEH3MBHU CPEACTBA, KOraTo HE
€ MOCTUIHAT KOHTPON HA KPBBHOTO HAIAraHe. AKO €a HAJIALIE HEXETaHK JIEKAPCTBCHH PeakUH MpH
NpOBEKIAHA TEpANHA ¢ APYTH aHTHXHNEpTeH3uBHH cpeacTsa, XJIOPA3OJIMH mMoxe aa ce nodasu ¢ TOBa
Aa IIO3BOJIM 1A c€ HAMAJIH JI03aTa Ha APYTUTE aHTUXUNEPTEH3UBHY CPE/ICTRA.

Ilpy nauMeHTH, NOAJIOXKEHH HA aHecTe3Hs TpAOBa Aa ce poabiku neuecHUeTo ¢ XJIOPAIOJIMH npeau, no
BPEME Ha M CJIe]] aHECTE3HATA, ITOCPEACTBOM NEPOPANHO WK HHTPABEHO3HO MPHIIOKCHHE B 3aBUCUMOCT OT
HHAUBUAYATHUTE OOCTOATENCTRA.

He e nanuue cneuuguyEa MHPOPMALIUA 34 PHUAOKCHUCTO Ha TO3M MIPOAYKT MPH NAMCHTH B CTapyecka
Bb3pacT. [lainedt nan 65 roa. Bp3pacT ca OMIM BKIIOYEHH B KAMHHYHH W3NHMTBAHKA H HE ca HaO/I0JaBaHH
HEXKCITAHW PCAKLIMM B Ta3H Bb3pacTORA rpyma.

Heduampuuna nonynayus
ChbillecTBYBAT HEJOCTATHYHM JAHHKU OTHOCHO NTPUIOXKEHUETO Ha KITOHWAMH Y Jela U IOHO
roIMIIHA Bb3PACT, NOPAIH KOSTO HE Cé Npelopbyba HeroBOTO NMPHIOKEHHE Y NeIUaTPH

l[ayuenmu c bvbpeuno yapexcoane



JlosupoBkaTa Tpa0OBa J1a ce KOpHrHpa:

- B 32BHCHMOCT OT MHAMBHAYAIHHUSA TEpANeBTUYECH OTIOBOP, KOHTO MKOXE Jla MMa rOJiAMa
BapHAOMIIHOCT NPH NaLKEHTH ¢ ObOpeYHa HEJOCTATBYHOCT, HEOOXOUMO € BHHMATEITHO MOHHUTOPUPAHE (BX.
T. 4.4);

- B 3aBHCHMOCT OT CTENEHTa Ha OBOpeyHOTO yBpeKaaHe.

4.3 TlpoTHBOMOKA3AHHA

XJTODA3OJIHMH ue Tpabsa na ce mpuaara rpH NaifMeHTH ¢ U3RCCTHA CBPBXUYBCTBUTENHOCT KbM AKTHBHOTO
BEIICCTBO HJIM HAKOE OT MOMOIIHUTE BEUISCTBA HA MPOAYKTA, KAKTO U MPH MALMEHTH ¢ TEXKKA
OpajuapuTMus, IpeIM3BUKAHA OT CHHAPOM Ha GONHMA CUHYCOB Bb3eSt nian AV- 6ok I unu 111 cTenen.

B cinyyvail Ha pEAKM HACJAEACTBEHU ChCTOAHUA, KOUTO MOTaT Ja 6bAaT HeChbBMECTHMU C HAKOM OT
EKCIIHNTHCHTUTE HA NPOJYKTa (MOs, BIDKTE TOUKa 4.4 ,,CrielMaTHH IPEAYIPERKACHUA U NPeaNnasHu MEPKH
npu ynorpeba®), ynotpebara Ha mpoiykra ¢ npoTHBOMOKA3aAHA.

4.4 CroenHaJHH NpeIynpexIeHHN d NpeAIaiHd MEPKH NIpH yrnorpeba

HeoOXxoqumo ¢ TOBUINEHO BHUMAHUE TIPH ITalNeHTH ¢ 6onecT Ha PelfHo Mnu fpyra neprdepHa CbI0Ba
OosnecT. KakTo BCHUKH NiekapcTra, Hanoia3eadu npu xuneptorus, XJIODA3ZOJIUH Tpadea na ce u3nonssa ¢
OBUIIICHO BHUMaHHE NPH NALMEHTH C MO3bYHO-CH/IORA HJIH KOPOHAPHA HEAOCTATBYHOCT.

XJTOPA3OJIUH Tpsabea chI10 Taka Ja ce H3MOM3Ra € MOBHUIIEHO BHUMaHHE MTPU MALUMEHTH C JIEKa 10
ymepeHa DpagnaputMus, KaTo 0aBEH CMHYCOB PUTEM, U C [TOJIHHEBPOIIATHA MJIH 3aMEK.

[TanMenTuTe ¢ aHaMHe3a 3a Aenpecus TpsadBa a 6baaT BHHMAaTEIHO HabmonasaHu MPH IPOJb/IKUTEHO
nederue ¢ XJIODMA3IOJIMH, 1ol kaTo e uMano cnydaiiHi ¢hOOLICHHS 32 AOMBbIHUTEITHH JENPECHBHH
€MU30/I1 110 BPEME HA MEPOPATHO JICHEHUE [IPH TAKUBA [TALMUEHTH.

KakTo ¥ IpH Apyru auTUXUIIEPTEH3NBUHM JIeKapcTBa, nedeHreTo ¢ XJIOMA3OJIMH tpabaa Aa ce caeau
0Co0EeHO BHUMATEJIHO NMPH NAKHEHTH ChC ChP/IEYHA HENOCTAThYHOCT.

[lpy XxUNepTOHUS, TPUYUHEHA OT (heOXPOMOLIMTOM He TpAOBA A4 ¢e OHaKBa TepareBTHUCH ¢(PEKT HA
XJTODA3OJIUH.

Knonuan, aktuBHata cbetaBka Ha XJIOMA3OJIMH # HeroBuTe MeTaloIMTH €€ €KCKPETHPAT B YPHHATA.
Josuposkara Tpa0Ba aa ce aganTupa KbM HHIHBHAYATHHS AaHTHXHIIEPTEH3HBEH OTTOBOP, KOHTO MOMKE Aa
TOKaKe BUCOKA BAPHAOHIHOCT MpH HaleHTH ¢ 650pedHa HeJoCTaThbYHOCT (BHX T. 4.2); H3HCKBA ce
BHUMATENHO HabmogeHue. THi KaTo caMO MUHMMAJTHO KOJTHYECTBO KIIOHH/HH CE OTCTPAHABA [0 BPEME Ha
PYTUHHA XeMOoIuanu3a, He € HeoOX0oaMOo Jia e JaBa JOIIbJIHMTENRO KIOHUAHH Cllel AMalH3a.

Buesanuo cnupase Ha nevenueto ¢ XJIOPA3OJIMH, ocobeHo npu malMeHTH, IpHEMAId BUCOKU JO3H,
MOXe Ja goBese Ao pedaynn xunepronusa. Crllo Taka ca OHIM JOKIaABaH| CTydad Ha Bb30yaa,
besnokoicTBo, chplieOHeHe, HEPBHOCT, TPEMOD, [1aBobonne u abaoMMHaIHa cuMIToMaTuka. [lalnueHTnTe
TpAOBa Aa 6bAaT MHCTPYKTUPAHH [a HE NIPEKBCBAT JICYEHHETO, €3 Ja ¢& KOHCYJITUPAT ¢ JIEKYBALIUS CH
nekap. [Ipy npeycTanoBsBaHe Ha ICUSHUETO JJeKapaT TpsAbBa Aa HaMallH Jo3ata nocreneHHo. Brnpexkn tosa,
aKO BCE MK C€ NOABAT CUMIITOMH Ha OTHEMAaHE, T¢ 0OMKHOBEHO Morart a ObAaT IEKYBAHHU C
Bb3CTAHOBSBAHE HA JIEYCHUETO C KIOHUWH UK ¢ aiida- 1 OeTa-aapeHeprudtu OJIoKepH.

Axo XJIOMA3OJIMH ce npunara ennospemenHo ¢ Oeta-6okep, neuenuero ¢ XJIOMA3OJINH ue Tpsabdsa
Ja ce MpPeKbCBa 10 HAKOJIKO JHM Clief OTTersHeTo Ha BeTa-biokepa.

HaunenTuTe, KOMTO HOCAT KOHTAKTHH JIelIH TpsAOBa Ja Obaar npeaynpeReHH, ye Jede
XJIOPA3OJIMH mMoke na NpHYNHU MOHKKEHO OTASISHE HA CHI3H.

[leanarpyyvHa nonyJalus
JoKazaTencTaara oT paHAOMH3IMPAHH KOHTPOJIUPAHH NPOYYBAHHA B IOAKPENa Ha U3




0e30MacHOCTTa HA KIIOHWAMH NPH J€la U IOHOIIH Ca HEJOCTAThYHH U CJIS0BATENHO TOH HE MOXe Jia ce
IPEenopbya 3a ynorpeda npu tasu nomynamus.

Cepro3HH HeXeNTaHH peakiiMK, BKNKYUTETHO BHE3allHa CMbPT, ¢a OWIIM JOKIIaABAHY TIPH ¢IHOBPEMEHHATA
ynotpeba ¢ MmeTundenugar. bezonacHocTTa Ha MeTHI(EHHIAT B KOMOMHALIMA ¢ KNOHUIHH HE €
CUCTEMATUYHO OLCHSBAHA.

JIEKapCTBEHHAT NPOAYKT ChAbPKA TOMOIIHO BEIECTBO JTaKTo3a, [TaLHEHTH ¢ peIKM HACIeCTBEHH
npoOIIeMH Ha ramakTo3Ha HETOHOCHMOCT, Lapp lakTaseH AeHUUMT WK DIOKO30-TATAKTO3HA ManabcopOLus
He TpabBa ja preMaT ToBa NEKapCTBO.

JlexapcTBEHUAT NPOAYKT ChABPAKA NOMOLIHO BEIECTRO TIIEHHYHO HAHLIECTe. | [IIEHHYHOTO HUILIECTE MOKE
Ja CbABPKA CAMO ¢l OT IIIYTEH U Ce CUMTa 32 6e30MacHO NPH X0pa ¢ 1IbOTHAKHS,

4.5 BianmojelicTBHe ¢ APYTH JIEKAPCTBECHNA NPOAYKTH H APYyry (JOpMH HA B3anMojelcTBHe

[TOHMKEHHUETO HA KPBBHOTO HAJIATAHE, NPEJHIBUKAHO OT KIIOHHIMH MOXE 14 ObJIe IOMbAHUTETHO
OTEHLHPAHO OT €AHOBPEMECHHOTO NpHIaraHe Ha Apyrd XHIOTCH3UBHU CpeAcTBa. ToBa Moxe Ja OB4e OT
[10J132 MPH YAOTpeda Ha JpYTH aHTHXUNEPTEH3UBHU ATCHTH KaTO JHYPETHIIH, Ba3OAMIATATODH, DeTa-
PELUCNTOPHH ONIOKepH, KanHeBH aHTaroHucTH U ACE-unxuburopu, HO edexTbT npu andga -61okepure e
HENMpeacKasyeM.

AHTUXUNEPTEH3IUBHUSAT ecpeKT Ha KJIOHWAWH MOXe a Obe HaMalleH UM JIa ¢ NMPEeKPaTH U MOXKE A ce
[IPOBOKHPA OPTOCTATUYHA XUIIOTOHUA KM TH Id ¢€ YTCIKHH NPH SAHOBPEMCHHOTC NPHIOKEHHAE HA
TPULHK/IMYHY aHTUAETIPSCAHTH HIIH HEBPOJIENTHIIM ¢ OM0KMpaIy anda-pelenToOpuTe CBOMCTRA.

BelnecTara, kOMTO HOBULWIABAT KPBBHOTO HANATAHE H NPEAUIBMKBAT 3aXbPKaI eQexT Ha HATPUEBH HOHM
(Na +) H BOJIa, KATO HECTEPOHAHH IPOTHBOBBINAIKHTEIHH CPEICTBA, MOXKE 1a HAMAIAT TepaneBTUHHUS
e(QeKT Ha KITIOHUIHH.

Bewectsa, bnokupainy anda: -peuentopuTe, KATO MUPTA3ANMH, MOXKE A4 APEKpaTAT andaz-penenTop-
MCIUUPAHNTE €(PEKTH Ha KIOHW/IUH B J030-3aBHCHM HA4YHH.

CbBMECTHATa ynoTpeba Ha BELIECTBA ¢ HEFaTHBEH XPOHOTPOIICH HITH JIPOMOTPOIIEH eeKT, KATO HAIIpUMEp
OeTa-peLenTopHy HIIOKEpH WK ChPACUHH TIIMKO3MIH, MOXKE 1d IPEAU3BHKAT MM 14 NOTCHIUPAT
OpaauKapANYHH PUTEMHH HAPYLITEHHS.

He mMoxe na ce M3Koun, e ¢IHOBPEMEHHOTO NPHIIOKEHHE Ha OIoKep Ha OeTa-peLleNTOpUTe Lie
peAM3BHKA WM YCUIIN nepudepHUTE ChIOBK pa3CTpoiicTBa.

Bb3 ocHoBa Ha HaOJoaeHuA IPU NAUMEHTH B CBCTOAHUE HA AJTKOXONIEH ASTHPHYM Ce MpeAINonara, ue
BUCOKMTE WHTPABCHO3HH J103M Ha KJIIOHMIMH MOXE a YBEIMYAT apUTMOreHHUSA NOTeHUHAA (YABIDKABAHE HA
QT-uuTEpBana, KAMEpHO MBXKICHE) Ha BUCOKM WHTPABEHO3HH 4034 Xantonepuaoi. [IpyudHHO-CNeACTBEHa
BPb3KA M 3HAYCHUE 34 aHTUXHUIIEPTEHINBHOTO JACYSHHUE HE C& YCTAHOBEHH.

Edexrure na LIHC-penpecanTr it ankoxon Moxe Ja e NOTCHLUPAT OT KIIOHUAHH. .

4.6 @epTHAMTET, OPEMEHHOCT H KbPMEHE

bpemeHHOCT
JlannuTe 3a ynotpebara Ha KJIOHWAMH NpU OpEeMeHHH XeHH ca orpanideHr. To3n npoaykT TpabBa /a ce

W3I10JI3Ba 10 BpeME Ha OPEMEHHOCT CaMO aKO C€ CYUTa 3d KpaitHo HeobXoauMo oT Jekaps. I Iperng
BHHMATECIIHO HADAKOACHWE HA MalikaTa U JAETETO.

KnoHuaus#t npeMHHaBa npes IUlaneHTapHaTa fapuepa 1 MoXe J1a HaMajli ChpAeuHaTa Yec
MOJKE Ja C€ W3KJIIOYH CJIEAPOJOBO IIPEXOAHO NOBULIABAHE HA KPBBHOTO HANATAHE ITPH H
JIunicea agexBaTeH ONUT MO OTHOLIEHUE HA ABATOCPOUHUTE eEKTH OT IPEHATAIIHA EKC
[1o BpeMe Ha bpemeHHocTTa TPAGBA Aa c€ NPeanoUYMTaT NepopaitnTe GOPMH HA KIIOH
HHTPaBeHO3HOTO NPUIIOKEHHME HA KIIOHUIUH TpsAOBa fa ce nibarsa.




HexnuunuuawuTe NpoyyYsaHus He MOKa3BaT MPEKK WM HETIPEKH BpeHH edieKTH 10 OTHOIICHHE Ha
penposlyKTUBHATa TOKCUYHOCT.

KupMmene
KnonuauH ce ekckpeTdpa B KbpMaTa. Belpeky ToBa, HAMA JOCTATHYHO HHPOPMALHA 3a edekTa MpH
HoBopogenu. Cnegorarenyo #3non3saHeTo Ha XJIOPA3OJIMH ve ce npenopbyBa 110 BpeMe Ha KbPMEHE.

DepTUIHTET

He ca npoBexJaHU KIMHUYHU [IPOYYBAHUA C KJIIOHHJIHH OTHOCHO ¢(hekTa BBPXY (PEPTHIUTETA NPH XOpara.
Hexnunyuay npoyuBagus ¢ KJIOHMAUH HE ITOKA3BAT PEKH WM HENPEKH BPEAHH e(PEKTH MO OTHOLIEHUE HA
HHJIEKCA HA QepTHITHTETA.

4.7 EdexTH BLpXy cnocofHOCTTA 3a mopHpaHe H paboTa ¢ MAIIHHH

He ca npoBexiaHu npoy4ysaHHs 3a ¢heKTUTE BbPXY CIIOCODHOCTTA 34 LiodupaHe u padboTa ¢ MalllMHy.
Berpexu ToBa, nauueHTuTe TpAOBa Aa ObIAT npeaynpeacHH, Ye MOraT ia MOJIy4aT HEXKETaHH peakilii KaTo
3amaiBaHe, ceJauMs ¥ PasCTPOICTBO HA akoMojaluaTa o Bpeme Ha neuenueto ¢ XJIOMA3OJIMH. Ako
MallHEHTUTE NOAyYaT MOCOYEHUTE MO-rope CTpaHUYHU eeKTH, Te TpaOBa Aa U30ATBAT NOTECHUHAITHO ONACHH
AeHHOCTH KaTO WodHpaHe Ui paboTa ¢ MatlMHH.

4.8 Hexenanm nexapcTBeHH peakUHH

Hexenanvre nexkapcTBeHy peakuu ca KiacH(puLMpaHy no YecToTa ¥ No CUCTEMA OpraH-Kiac.
YecroTtara o MedDRA orrosaps na: maoro gects (>1/10), yectu (>1/100 go <1/10}, HeuecTH

(>1/1 000 no <1/100), pexku >>1/10 000 no < 1/1 000), muoro peaku (<1/10 000), ¢ Heu3BECTHA YE€CTOTA
(OT HAIMYHHUTE JaHHMA HE MOXKE /la ObJe HallpaBeHa OLEHKA).

Hapymienug Ha €HIOKPUHHATA CUCTEMA
Peodrxu: THHEKOMACTHS.

IlcuXWYHN HApyLICHHA

Hecmu: nenpecus, HapyilICHHA Ha CHHA.

Hevyecmu: HApYWEHU Ha Bb3NPHATHATA, XATIOUUHAIIMY, KOIHMAapH.
C neuzsecmna wecmoma. o0bpKBaHe, HaMaJIEHO THOHTO.

HapyuieHus Ha HEPBHATA CUCTEMA

Mro20 vecmu:. CBETOBLPTEK, OTRYCHATOCT.
Yecmu: rnaBobonue, rb30yaa.

Hewecmu: napecTe3uny,

CoprieyHu HAPYIUEHUS
Hewecmu: cunycoBa Dpaaukapaus.
Peoxu: AV Onok.

C neuzgecmua wecmoma. OpaiapuTMHI.

CbZ0BH HApYIUCHUS
Mnozo yvecmu: OPTOCTATHYHA XUITOTOHHS.
Hevecmu: gpenoMen Ha Peifno (nepudepHa Ba3OKOHCTPHKITHA ).

Hapyuiense Ha ouuTe
Peodxu: HaManeHye Ha CITh3HATA CeKpelHs.

C neuszsecmna yecmoma: HapyIICHHUC HA aKOMOJAliuATA.

PecnvpaTopHH, IPbAHNA H MEIUACTHHAIHN HapyIleHUs
Pedxu: Cyx0Ta Ha HOCHATa TUTaBHIIA.

CToMalllHO-YpEBHU HAPYLIEHUS




Mrno20 wecmu: cyxora B ycTara.
Hecmu: rajieue, moBpullaHe, 60Kka U OTOK HA OKONIOYIIHHTE 3KIIE3H, 3aIIeK.,
Peoxu: TiceBIOUNEYC.

HapvilleHHs HA KOXAaTa ¥ MOOKOXKHATA ThKaH
Hewecmu. ¢ppbex, oOpus, ypTukapus.
Peoxu: anonelus.

HapylileHWd Ha Bb3NPOMIBOAUTEIHATA CUCTEMA U IEPAATA

Yecmu: epekTuiiHA JUCHYHKIUA.

Oﬁgu HADYIICHWA U EEKTH Ha MACTOTO Ha NNPDHIIOKCHHE

Yecmu: yMopa.
Hevecmu: HepasznonoxkeHue.

Hacineasanns
Peoxu. NOBHIIABAHE HUBOTO HA KPhBHATA 3axap.

Croflapate Ha DOO3MPAHH HEXKENAHH PEaKLMK

CpobmaBaHeTo Ha MOKO3IMPAHH HEXEJIAHU PEaKUMH Clie[ pa3pelianane 3a yroTpeba Ha leKapCTBeHHUA
NpoAYKT € BakHO. ToBa N03BONARA 12 MPOILIKHM HAOI0IEHHETO Ha CHOTHOIICHUETO 10M13a/PHCK 34
JICKApPCTBEHHMA NPOAYKT. OT MEIMIMHCKHTE CNESIHAINCTH CE H3MCKRA Aa ChOOIIABaT BCAKA [10A03HpaHa
HexcellaHa peakiuus ypes M3nbiuutenta areHuus no nekapereara, yi. ,,Jlamad I'pyes” Ne 8; 1303 Codus,
Tes1.: 1359 2 8903417; yebcaiiT: www.bda.bg,

4.9 IHpeaolupane

CHMIITOMH:

[TposgBUTE HA HHTOKCUKALMA C€ TBhJKAT HA reHEpaluIupasa CHMITATHKOBA ACTIPECHS ¥ BKIIIOYBAT CBUBAHE
Ha 3¢HHIIATA, IeTaprus, Opagukapaus, XMIIOTCH3HA, XHIIOTEPMHUS, CHHAMBOCT, BKIIIOUHTEIHO KOMa U
pecnupaTopHa JICNpeCH, BKIIOYUTENHO anHes. Moxe Aa ce MogBH napaoKCallHa XUIIEPTOHUSA, IPUYHHEHA
OT CTUMYJIAlMA Ha nepudepuuTte anda -peuentopd. [IpexoaHa XHnepTOHUA MOXe Ja ¢ce Habmoaaga, ako
obuiara no3a e Hax 10 mg.

Jleuenue:

Hama crienuuyed aHTHIOT NpH npeAo3Hpane Ha KIOHHAMH. Tpadsa Aa c¢e NPUIIOKH aKTHBEH BBIJIEH,
KOTaTo € IMOAXO0AAIO.

Ioanbprxanara Tepanus MOKe Ja BKIOYBA aTPOIMH CyJipar 3a CHMATOMAaTHYHa Opaaukapaus H
MHTPABEHO3HH TEYHOCTH H/UIH MHOTPOIIHH CUMITATHKOMHUMETHYHH CPEICTBA 33 XUIOTOHUA. TexkaTa
HEPCUCTHPAILA XWUTICPTOHKHA MOXKE J1a H3UCKBA KOpEeKIHA ¢ anda-0JokepH.

Hanokcon Moxe aa 6ne nonezeH karo JOMbIHEHUE KbM JIEYEHHETO HA MPUUMHEHATA OT KIOHUIMH
JAUXaTellHA JelpecHs,

5. ©HAPMAKOJIOTHYHH CBONUCTBA
5.1 PDapmakoINHAMMYHH CROICTBRA

dapMaKoTepaneBTHYHA I'pyMa; AHTUXUOEPTCHINBHY CpeACTBa, LEHTPAIHO AelicTBainu aida-aJpeHepriiHy
aroHdcTH, ATC xkoa: C02ACO1

JlokasaHo e, 4e KJIOHW/IMH UMa UCHTPAIHO 1 nepudepHo AeiicTaue. [Ipyd NpoabIDKATE
KJIOHH/IHH HaMallsiBa 4YyBCTBUTEIIHOCTTA HA [IepHPEPHUTE ChI0BE KbM Ba30KOHCTPH
Ch/IOpa3ILMPABAIIY BEIIECTBA ¥ CUMNATHKOBA HEPBHA CTUMYJIAlUA. B HAa4YaJloTO H
[MOHM)KABAHETO HA KPBBHOTO HAIATAHE € CRbP3aHO ¢ HAMANABAHE HA HEHTPATHOTO
IOBHILIIEH TOHYC Ha Baryca.




Kinnn4no Moxe Z1a ce HadmoaaBa HaMAIEHO BEHO3HO BpbilaHe H jieka Opajukapaus, BoJeIa 10 HaMalleH
ChpleueH AeOMT. BunpekH, ye MbpBOHAYATHO NepUPEPHOTO CHIPOTHBICHAE MOXE Ja ObAE HETPOMEHEHO,
TO € IPOABABA CKIIOHHOCT KbM HaMalisiBaHe B X0/Aa Ha jaeueHueTo. He ce 3acara MUOKapaHua
KOHTPaKTHIUTET. [IpoyuBaHusTa NOKA3BAT, Y€ CHPACYHO-CHAOBUTE peduiekCH €a 3ana3cHH, KOETO € BHIHO
OT JTHIICATa HA OPTOCTATHYHA XUIIOTOHHA M XHITOTOHHMA clel pU3uYecKa akTHBHOCT.

E¢ukacHocTTa Ha KIOHHAMH NP JISYEHHE Ha XUNEPTOHHUS € U3C/IEXBaHa B [T KTHHHYHH [IPOY4BaHUs Npy
neIHaTPpUYHH NalUeHTH. J[aHHHTE 32 e(PUKACHOCT MOTBBPXIaBaT CBOHCTRBATA HA KIIOHHAWH OTHOCHO
HaMaIfBAHE HA CUCTOIMYHOTO M AHACTOIMYHOTO KPbBHO HAIAraHe. BhipekH TOBA, MOpaaX OrpaHH4EHHTE
JAHHH H METOAMYECKH HEIOCTATHLIM, HE MOJKE JIa C€ HAIIpaBU OKOHYATEINHO 3AKJIFOUCHUE 32 H3MOI3BAHETO
Ha KJIOHUAWH TIPH JAela ¢ XUIIEPTOHHS.

E¢ukacHoCTTa HA KIOHHAMH € W3C/ICIBAaHA CBIIO H B HAKOJIKO KIMHHYHU MPOYYBAHUA ¢ ICAMATPHYHH
MALHCHTH ¢ XHIIEPaKTUBHOCT, CHHAPOM Ha TypeT M 3ackBaHe. EQUMKacHOCTTa Ha KIIOHUIHH IIPH TE3H
CHCTOAHUA HE € AOKa3aHa.

[IpoBeicnu ca ¥ JBe MaJIKH IPOYYBAHHS NPH L@ C MUTPeHa, HUTO eIHO OT KOUTO He JEMOHCTpHUpa
edukacHoCT. B neauaTpuyHu KAMHHYHYA NPOYYBAHHA Hal-ueCTHTE HeXeNnaHH peakiliy ca ChbH/IMBOCT,
CyXOTa B yCTara, rmaBobonne, BUeHe Ha CBAT U Oe3chbHre. Te3u HeXeNnaHd peakliid MOTaT Aa HMaT CEPHO3eH
eexT BEpXy eXeAHEBHATA JEiHOCT NP NEAUATPHUHMATE MAL[HEHTH.

Karo usno, 6e3onacHocTTa M €(pMKACHOCTTA Ha KJIOHHIHH [IPH J€la M IOHOLIM He ca YCTAHOBeHH (Bx T. 4.2).

5.2 <PdapmMakoKHHETHYHH CBOHCTBa

Abcopbuus u paznpeaenenue
(DapMaKOKHHETHKATA Ha KJIIOHHAKH € MpONMOpUNOHAaNHa Ha fo3aTa B obxeara oT 75-300 Mukporpama; Haz

TO3M AMAIAa30H, TUHEHHOCTTa He € HAITBIIHO AoKa3aHa. Kiionuaun, aktnBuara cketarka Ha XJIOPA3IOJIUH,
ce abcopbupa B ronsMa cTeneH M IPeThPIIABa He3HAYUTENEH e(eKT Ha [THPBO NTpeMuHaBaHe. [TukoBuTte
IUIA3MEHU KOHUEHTpALMH ¢¢ AOCTUraT B paMkuTe Ha 1-3 yaca cien nepopainno npunoxkeHue. CBbp3BaHETO ¢
1a3MeHuTe npotendu e 30-40%.

Knonuauu 66p30 ¥ HIHPOKO ce pa3NpocTpaHABa B ThKAaHUTE M MPEMHHABA KPBBHO-MO3BUHATA Dapuepa,
KaKTO ¥ [U1aneHTapHara 6apuepa. KIoHHIMH ce ekcKpeTHpa B KbpMaTa. BeIipekd TOBA, HAMA JOCTATLYHO
uHGpopMaluA 3a edexTa Ipd HOBOPOICHH.

buorpancopMauua 1 eTHMUHHUPAHE

YCTEHOBEHO €, Y€ TEPMUHATHAAT SIMMHHALIMOHEH MTOJTYKHBOT Ha KJIOHMJHH Bapupa oT 5 710 25,5 yaca. Toi
MOXe 1a Obae yabiokeH 10 41 yaca [IpH NALHEHTH ¢ TEXKO yBpeaeHa 6p0pedHa GyHKLEA.

Oxkono 70% oT npunoxeHara Ao3a ¢¢ eKCKpeTHpa ¢ YpHHATa rIaBHO moj ¢opMara Ha NpeJICKapeTBO B
HerpoMmeHeH Bua (40-60% ot nozarta). OCHOBHHAT MeTabOIUT p-XHAPOKCH-KIOHHAMH € (PapMakonorHyHo
HeakTHBeH. [Ipubimantenno 20% ot 0610TO kKONHUECTBO ce oTaens ¢ dexkanuure. HaMa OKOHYaTETHH
JAaHHHY OTHOCHO e(eKTa Ha XpaHaTa UM pacoBaTa NPUHALIEKHOCT BhPXY (apMakOKHHETHKATA Ha
KIIOHMAHH,

AHTHXMIEPTEH3UBHUAT ¢EKT C€ JOCTHTA NPH TIA3MEHH KOHIIEHTpauuu Mexay okomno 0.2 # 2.0 ng/ml npu
NMALKHEHTH ¢ HOpManHa Ob0peuHa QyHKUHSA. XUIIOTEH3UBHUAT e(EKT HamMaABa NP [1a3MEHH
kOHUeHTpauuu vaj 2.0 ng/ml. |

5.3 IIpeaxaMHHYHH JAHHH 3a GezomacHoCT

He CBUICCTBYBAT NDCAKIHHHYHHK JAHHH OT 3HAYCHHE 3a IIPpSANMCBaIllkMA, OCBCH TC3H, KOMTO BCHC <4
BKJIHOYEHH B JIPYTHTE pa3ficlid HA KPAaTKaTa XapakKTepUCTHKA HA MPOOYKTA.

6. ©APMAIEBTUYHH JAHHHU

6.1 CHoHcbK HA DOMOITHBTE BELIECTBA




JlakTo3a MOHOXHIpAT

Kanuues xuaporeHgochar fuxuapar
[IlueHUYHO HUIIECTE

Llenmynosa, MUKpOKpHUCTATHA

Tank

MarHesues cTeapar
CunuuuneB AMOKCH, KONoUIeH Oe3BoaeH

6.2 HecLBMECTHMOCTH

Henpunoxumo.

6.3 Cpok na rognocrt

3 FOMHH.

6.4 Choennajny ycJoBHSAl HA ChXpaHEHHE

Jla ce cbXpaHsBa B OpuIrvMHAIHATA ONAKOBKA, 3a Jia Ce Npeana3y oT CBETIHHA. [[a ce ChXpaHABa MpH
Temneparypa noj 25°C.

Ja ce cexpaHsBa Ha MECTa, HEJOCTBIIHH 3a Jiena’

6.5 Buj M chabpAKaHHe HA ONIAKOBKATA

50 (netaecet) 6pos TabNeTKH ce ONakoBaT B OJUCTEDP OT TBBPAO, Oe3lBETHO, Mpo3payHo [IBX donno u
ATYMUHHEBO (HOTHO.

1 (enuH) OJHCTEP W JINCTOBKA CE NOCTABAT B €IMHNYHA, CIhBAEMa KyTHA, H3paOoTeHA OT EAHOCTPaHHO
ITUTMEHTHOITOKPHT KapTOH.,

2 (apa) OncTepa M TMCTOBKA CE MOCTAaBAT B €JHHUYHA, Cr'bBaeMa KyTHs, H3paboTeHa oT eAHOCTPAHHO

NUCMCHTHOIIOKPDHT KapTOH.

6.6 CrneumaaHn npeqnasHH MEPKH NIPH H3XBbpJIsAHe H paGoTa

HsamMa crienMaiHy H3MCKBAHU 4.

7. IIPUTEXATEJ HA PASPEILIEHHUETO 3A YIIOTPEBA

CODPAPMA ALl
yi1. Unuencko woce 16, 1220 Codusa, buarapus

8. HOMEP(A) HA PASPELIEHUETO 3A YIIOTPEEBA

20010275

9. JATA HA IBPBO PA3PEIIABAHE/IIOAHOBSIBAHE HA PA3PEIHIEHHUETO 3A
YIIOTPEBA

06.03.2001/23.05.2006

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

HOuu 2023




