KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

B Sy e

i AR
?_{qtri ,

.f"hsn:?ﬁbri};ﬁTEanﬁﬁ | ) NIEKA
| 12nbnHm ATEHUWS 70 NEKAPCT

Hypogen ®opre 400 mg oOBuTH TabneTku | \PamKa xapakmepucmuxa na npegyxma e

e ST —

\UMaHLE |
Nurofen Forte 400 mg coated tablets ;_Kbm Pea. Ne .............. 9 WOjSLf |
2. KAYECTBEH U KOJIMYECTBEH CbCTAB | Paspewenve ne §
somame- 6377 30-05- gy
Bcesika oOBuTa Tabnerka coabpka MOynpoden (lbuprofen)400mg =~ e forstrammtsnsssicssisinssen, |
L Ogobperue Ne ............. foo |

[ToMOLIHM BelleCcTBa C U3BECTHO JIEHCTBHE:
3axapo3a - | Tabserka cbabpka 232,2 mg 3axapo3a, cboTBeTcTBallo Ha 0,68 mmol
Hartpwu# - 1 Tabsnerka coabpxa 34,69 mg HaTpuii, cborBeTcTBallo Ha 1,51 mmol

3a MbJIHKUS CITUCHK Ha NMOMOILLHHTE BELLECTBA BUXKTE To4Yka 6.1.
3. JIJEKAPCTBEHA ®OPMA

OO6BuTa Tabnertka
benu 10 nouTH 6€iH, 1BOHHO U3ITbKHAIN, KPBIJIH, OOBUTH TabJIETKH ChC 3aXap, ¢ HAEHTH(PHUKALIHOHHO JIOTO
B YEPBEHO OT €JlHATa CTpaHa.

4. KJIUHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHUSA

Hypopen ®opre 400 mg obButu Tabnetku cbhabpka uOynpodeH ¥ € mnokasaH 3a CHMIITOMATHYHO
obnek4aBaHe Ha cjaba 10 cpeiHO CHJIHA O0JIKa KaTo: MUIpeHO3HO riaBobonue, 60ska B repba, 36000011,
HEBPAJITHsl, MEHCTPYaJIHHU O0JIKH, PEBMATHYHHU U MYCKYJIHH OOJIKH.

Hypoden ®opre obaekuaBa 6onkaTa, HaMasiBa Bb3MNaJEHUETO H TEMIIEPATYPATA.

4.2 JIO3HpOBKAa H HAYHH HA NPHJIOKEHHE

[lepopanHOo NpUIOKEHUE U CaMO 3a KpaTKOBpeMEHHA yrnoTpeba.

HexenanuTe peakiMuu Morar aa ObJaT CBEACHU 10 MUMHUMYM 4pe3 ynotpeba Ha Hali-HUcKaTa e(eKTHBHA
7032 3a Bb3MOXXHO HaH-KpaTKo BpeMe, HEOOXOAHUMO 3a OBJIa/IsBaHE HA CHMINTOMUTE (BHX T.4.4).

Bb3pacTthu M aeua Haa 12 roguuu: [TspBoHayanHa no3a eaHa tabneTtka; npuema ce ¢ Boja, ¢jiel TOBa ako
€ He0OXO0AMMO ce MpreMa Mo eiHa TabJieTka Ha BCeKH YeTHPH Yaca. /]a He ce npuemMar noseye oT 3 TabJIeTKH
3a 24 yaca.

Jla He ce npunara Ha aeua noa 12 roauHu 6e3 iekapcko npeanucaHue.

3a nalLMEeHTH B cTapyecka Bb3pacT: He ce u3KkckBa npoMsiHa Ha j03aTa.

Munumasinata edexkTHBHA 1032 TpsAOBa Aa ce W3MOJ3Ba 3a KpaTbK NEPHOJ OT BpeMe, HEOOXOAMMO 3a
o0jiek4yaBaHe Ha CUMIITOMMTE.

HOHowmu (Bb3pacroBa rpanuua: > 12 roausu 10 < 18 rogunn)
AKO IpU HOHOLLHX TO3H JIEKAPCTBEH MPOAYKT € HeOOXO0AMMO Aa Ce U3MO0JI3Ba 3a MOBeYEe OT 3 JHU HUIIU

CHMIITOMMTE Ce BJIOLIAT, TpAOBa 1a ce KOHCYJITHpATE ¢ JieKap.

Bn3pacTHH




AKO TO3H JIEKapCTBEH MPOAYKT € HEOOXOAUMO J1a Ce U3MO0JI3Ba 3a NMOBEYE OT 4 IHW, NMALIMEHTHTE TPAOBa
na ObaaT NOCHBETBAHM [1a CE KOHCYJITUPAT C JieKap.

Jla ce oCTaBH MOHE YETHPH 4aCOB MHTEPBAJl MEX/Y J03UTE U Ja He ce npueMa noseye ot 1200 mg 3a 24
yaca.

Hali-Huckara eexTHBHA n03a TpsOBa 1a ce W3MO0JI3Ba 3a Bb3MOXHO Hal-KpaTKOTO BpeMe, HEOOXOAUMO 3a
obnexyaBaHe HA CUMNITOMUTE (BX. TOuka 4.4).

4.3 [IpoTHBONOKA3aHUS
CBpbXUYyBCTBHTEIHOCT KbM aKTHBHOTO BELIECTBO HOYNPO(EH HIIH KbM HAKOE OT NOMOLLHUTE BELECTBA.

[TaniieHTH ¢ MpeAIecTBalld peakiMi Ha CBPbXYYBCTBUTEJIHOCT (HAmNp. acTMa, PUHHUT, aHTHOEAEMA UITH
YPTHKapHsi) KbM aleTuicanMuuiona kucenuHa unu apyru HCIIBC.

Hanuyue wiiv 1aHHU B aHaMHE3aTa 3a peKypeHTHA NeNTHYHA A3Ba/KPbBOU3IIKB (11Ba HIIH MOBEYE OTYET/IMBH
€M130/1a Ha /I0Ka3aHa yJlepalus UJiH KbpBEHE).

AHaMHe3a 3a CTOMallIHO-YPEBEH KPbBOM3JIUB WK nepdopalus, CBbp3aHu ¢ npeauiHo seyedue ¢ HCIIBC.

Texxka yepHoApOOHA HEAOCTATHLYHOCT, OBOPEYHA HEAOCTATHLYHOCT MK Chp/ieuHa HepocTtaTbyHocT (NYHA
Knac 1V) (BuxTe TOUKa 4.4).

[IpoTHBONOKa3aH € npe3 nocieHus TPUMECTbP Ha OpeMeHHOCTTA. (BHXKTE ToYka 4.6)
4.4 CnennanHu npeaynpexaeHss H npeana3HHd MepKH NpH ynorpeda

Prcka oT HeXe/laHH JIeKapCTBEHH PeaKLMU MOXe Ja Ob/le HaMalleH, KaTo 3a KOHTPOJIMpaHe Ha
CHMIITOMHUTE C€ YNOTpeOsiBa Bb3MOXHO Hail-HUCKaTa ePEKTHBHA 03a 3a Bb3MOXHO Hal-KpaTbK CPOK OT
BpeEME.

(BHXKTE CTOMALLIHO-YPEBHH U CbPAEYHOCHA0BH PHCKOBE I10 JI0J1Y)

HPH NalMCHTH B CTAap4YCCKa Bb3PaCT MMaA IMOBHIUEHA YECTOTA HA HEXKEJIAHH JICKAPCTBEHH pPEaKLUH OT

HCIIBC, ocobeHo cToMalliHO-upeBeH KpbBOH3IHB WK Nepdopaliks, KOWTO MoraT Ja Obaat dartaiHu (BHX
T.4.2).

CbpaedyHo-CbA0BH H MO3b4YHO-Ch/10BH edekTH: Heo0Xx01MMO € noBUileHO BHUMaHUE (00ChKIaHe ¢
JieKap WM (papMaleBT) Npeiy 3ano4YBaHe Ha JIeYeHHE MPH NalUEHTH C aHaAMHE3a 3a XUIIEPTOHUS W/ UIH
Cbp/ie4Ha HEAOCTATBbYHOCT, ThbH KaTO HMa CbOOLLIEHHS 3a 3a/IpbXKKa HAa TEYHOCTH, NOBULLIEHO apTEPHAJTHO
HajisraHe H OTOK, CBbp3aHHu ¢ jeueHuero ¢ HCIIBC.

KJIMHUYHHTE MPOYyYBaHUs NOKa3BaT, ye ynorpedbara Ha uOynpodeH, ocodeHo BB BUCOKH 103H (2400
mg/neH) Moxe J1a Ob/ie CBbp3aHa C JIEKO YBEJHYEH PUCK OT apTepHaiHU TPOMOOTHYHH ChOUTHS (Hamp.
MHOKap/JeH HHGAPKT WM HHCyaT). Kato 110, enHIeMHOJOrHYHUTE W3CIEABAHUS HE MOKA3BaT, Ye
HUCKHTE 1031 HOynpodeH (Hanp. < 1200 mg/neH) ca cBbp3aHu ¢ YBEJIIHYEH PUCK OT apTEpHAITHH
TPOMOOTHYHH CHLOUTHS.

[laliMeHTH ¢ HEKOHTPOJIMPAaHa XMIIEPTOHUS, 3aCTOoiHA chbpaeuHa HepocTaTbuHOCcT (NYHA I1-111),
yCTaHOBE€Ha HCXeMH4YHa 00JIECT Ha CbPLETO, NepudepHa aprepruaiiHa 00JIeCT U/HIIH MO3BbYHO-CH10BA
Oosect Morar 1a Obaat JiekyBaHu ¢ ubynpodeH caMo ciesl BHUMATEIHO OOMHUCIIAHE
1 BUCOKHTE 1034 (2400 mg/neH) TpsadbBa 1a ce u3dsAraar.




ChbI10 Taka € HeoOX0AUMO BHUMATETHO OOMMUCIISIHE TIPEIH 3aM0YBaHe Ha MPOABDKHUTEHO JICYEHHUE Ha
MalHEHTH C PHCKOBH (PAaKTOPH 3a CbPAECYHO-ChAOBH CbOUTHS (HAINp. XUMEPTOHUS, XHIIEPIHITHAEMHS,
3aXapeH Auader, myieHe), ocob6eHo ako ca HeoOXoauMH BUCOKH 1034 (2400 mg/nen).

[Ipu naunenTy, nexysanu ¢ Hypogpen ®@opre, ce cbobuiasa 3a ciyyan Ha cHHApoM Ha Kounis.
CuHapoMbT Ha Kounis ce onpejiens KaTo BTOPHYHH ChbPA€YHOCHAOBH CHMIITOMH Ha ajlepruyHa peakius
WJIM PEaKLMs Ha CBPbXUYYBCTBUTENHOCT, CBbP3aHH C KOHCTPUKLIUSA HA KOPOHAPHUTE apTEPHUH,
MOTEHLIHAJIHO BOAELIA 10 MHOKAp€H HH(APKT.

PecnupaTopun: Moxe 1a ce HabnoaBa OpoHxocna3zbsM npu 60JIHU CTpajalllyd WM C JaHHU B aHAMHE3aTa
3a OpPOHXHMAJIHA aCTMa WJIK aJiepruyHu 3a00/19BaHu4.

Apyra HCIIBC: EnHospemennara ynorpeba Ha U6ynpoden ¢ apyru HCITIBC, BKJIIOYHTENHO CEIEKTHBHH
HHXHOMTOPH Ha LIMKJIOOKCUIeHa3a-2, TpsabBa aa ce u3osrea (Bux T. 4.5).

CJIE u cMeceHH CheIHHHTeIHO-THKAHHH 3a601aBaHus: [TallueHTH CbC CHCTEMEH JTyNyC EPUTEMATO3YC
HJIH CMECEHO CbEAMHUTEHO-TbKaHHO 3a00JigABaHe ca C MOBHUIEH PUCK OT aCENTHYEH MEHWHTHUT (BHXKTE
TOYKa 4.8).

BHCOKO KpBBHO HajIiraHe W/MJIK Cbp/AEYHO YBpeXAaHe oT ObOpeyHaTa GyHKI KA, MOraT 1a c€ BJIOLLAT H/UJTH
J1a Ce MOsIBU 3abpP)KAHE HA TEYHOCTH.

bbnOpeunn: brOpeuHo yBpexaaHe, Thil kaTo € Bb3MOXHO ObOpeuHaTa GyHKUMS 1a ObAE JOMBIHUTEIHO
BnoueHa (Bux 1. 4.3 u 1.4.8).

ChbuiecTByBa pUCK OT OBOpEeUYHO yBpexkaaHe NPH JeXHAPATHPAHH FOHOLLH.
Yepuoapobuu: YepHoapobHa nuchynkuus (Bux 1. 4.3 1 1.4.8).

YBpeaen deprunnTeT npH xenu: MMa orpannueH Opoii Jokas3aTescTsa, ye JIeKapCTBa, KOUTO MOTHCKAT
CHHTE3a Ha LMKJIO-OKCHI'€Ha3a/pocTarjaHMHU, MOraT Ja MPUYMHAT YBpEX/JaHe Ha (DEPTHIIMTETA NpH
)KEHHUTE, Ype3 Bb3/IEHCTBHE BbPXY OBYJauuaTa. ToBa € 00paTHMO, NpH NPeKbLCBaHE Ha JICYCHHUETO.

CromamHo-upeBHH: [JaMEHTH ¢ XPOHUUYHH Bb3NAJUTENHH 3a00/1BaHUs Ha YyepBaTa (YJILEPO3EH KOJIMT,
bonect Ha KpoH) ca ¢ MoBHILEH PUCK OT 0OOCTpsSIHE HA T€3H ChCTOSAHHS (BHXTE TOuka 4.8).

[lo Bcsko Bpeme Ha neuernnero ¢ HCIIBC moxe na Bb3HHKHE KPbBOM3JIUB OT CTOMAIIIHO-YPEBHHS TPAKT,
A3Ba UM nepopauus, ¢ HaM 6e3 npeaynpeAnTeNHU NPU3HALKM WM aHaMHe3a 3a MPEIMIIHH CEPUO3HH
CTOMALIHO-YPEBHHU CHLOUTHSI.

PUCKBT OT CTOMalIHO-YPEBHH KPBHBOM3JIMBH, 5A3Ba WM nepdopalus e No-BUCOK Npu ynorpeba Ha rno-
Bucoku no3u HCIIBC, npu nauueHTH ¢ aHamHesa 3a 53Ba, 0OCOOEHO C YCIOXKHEHHS OT KPbBOW3JIHMB MM
nepgopauus (Bux T. 4.3), KAKTO M NPH NALKUEHTH B CTapyecka Bb3pacT. TakuBa MauMeHTH TpsAOBa naa
3anoy4BaT JICYEHUETO C Hal-HUCKATa Bb3MOXHA J1034.

[MauneHTHTe C aHaMHe3a 3a CTOMAILLHO-YPEBHA TOKCHYHOCT, 0COOEHO B cTapuecka BB3pacT, TpaOBa aa
cboOuIaBaT BCEKH HeoOWyaeH abJOMHHaNEeH cCUMNTOM (0COOEHO CTOMAIIHO-YPEBHO KbPBEHE) M TO-
CMEelHaJIHO B HAYAJIHUTE CTA/IMU HA JICYEHHUE.

BHuMaHHe ce M3MCKBA MPH MALMEHTH, NMOJyYaBallld eJHOBPEMEHHO JIEKAPCTBA, KOMTO OMXa YBEIHYHIIH
PUCKa OT #A3Ba U KPbBOM3JIUB, KAaTO MEPOPAIHH KOPTHKOCTEPOMAHM, AHTHKOAryJlaHTH KaTo BapdapHH,
CEJIeKTHBHH HHXHOMTOPU Ha 0OpaTHOTO 3axXBalllaHE HA CEPOTOHMHA MJIM AHTHArPErHpally CPEeICTBa KaTo
alleTHJICAJIMLIMIIOBATA KUCEIMHA (BHX T.4.5).

[Ipy mosiBa Ha CTOMAlIHO-YPEBHO KbpPBEHE HIJM YJLEpalus NMPH NalUEHTH, npuemaiy uoym
JICYEHHETO TPsOBa 1a ce NpeKpaTH.




TexkH KOKHH Hexkes1aHH peakuun (SCAR)

Texku koxxHH HexenaHu peakuuu (SCAR), BKIIIOYHTENHO €KC(ONMATUBEH AEPMATHUT, EpUTEMA
MyaTHu(OpMe, CUHAPOM Ha Stevens-Johnson, TOKCHYHA enuaepMaiHa HEKPOJIK3a, IEKapCTBEHA peaKiius ¢
€03HHO(HIIHSA U cHCcTEMHH cuMnTOMH (cuHApoM DRESS) u ocTpa renepanu3upana ek3aHTreMaTo3Ha
nyctyJio3a (AGEP), kouto morar aa 6baart )xMBOTO3acTpalllaBalllk WK Jia A0BEAAT A0 JIETANEH U3X0/, Ce
cboOlLLaBaT BbB Bpb3ka ¢ ynorpedara Ha ubynpodeH (Bx. paszaen 4.8). [ToBeueTo oT T€3u peakiuu
HaCTBIIBAT MPE3 MbPBUS MECELL.

[Ipn nmosiBa Ha NpH3HALM U CHMITTOMH, [TOKa3aTE/IHH 3a Te3H peakluu, ubynpoden TpsbdBa na ce crpe
He3a0aBHO M J1a ce OOMUCIIM APYTo JieueHHe (cnope HeoOXoaAuMOCTTa).

Macknpane Ha CHMIITOMHTE HAa NOAJIeXKAHTe HHPEKIHH

Hypogen dopre Moxe aa MacKupa CUMOTOMUTE Ha MH(DEKIIMS, KOETO MOXe Ja JoBeje 10 3abaBsHe Ha
3a104YBaHE HA NMOAXOASALLO JISYEHHE U 110 TO3M HAYMH J1a BJIOLIY U3X0/1a OT HH$ekuusaTa. ToBa ce Habro1aBa
npyu OaKTepualHa MHEBMOHHUS, NpUAOOUTA B OOLIECTBOTO, KAKTO M NMpH OaKTEPHAIHUTE YCIOKHEHHUS Ha
Bapuuena. Koraro Hypoden ®opre ce npuiara 3a JieueHHWe Ha TMOBHMLIEHA TeMIEpaTypa WM 3a
obnekyaBaHe Ha Oojikara BbB Bpb3Ka C MH(EKUHUs, ce npenopbyBa HabmoaeHHe Ha uHpekuusTa. [1pu
W3BbHOOJHHYHH YCJIOBHS MAaLMEHTHT TPAOBA a ce KOHCYJITHpA C JieKap, aKO CHMIITOMHTE NEPCUCTHPAT
MJIK C€ BJIOLlIABAT.

CrneunduyHH 32 JIeKAPCTBEHHS NMPOAYKT MpeaynpexIeHHA:

To3u nekapcTBeH npoaykT cbabpxka 232,2 mg (uau 0,68 mmol) 3axapo3a B enna gosza (1 tabnerka).
[TaueHTH C peakd HacneacTBEHH MpOOJEMH Ha HEMOHOCHMOCT KbM (PYKTO3a, MIIOKO30-rajakTo3Ha
ManiabcopOLHs HIIH CyKpa3a-u30oMaliTasHa HEJOCTaTbYHOCT He TpsAOBa J1a mpHemar ToBa JIEKapCTRO.

To3u nekapcTBeH MpoAyKT chAbpka 34,69 mg HaTpuil 3a Tabnerka, KOUTO ca ekBUBajJieHTHH Ha 1,73% ot
npenopb4yMTeIHATa MaKCHMaJsiHa AHeBHa 103a oT C30 ot 2 g HaTpuii 3a Bb3pacTeH.

ETHKETBT L€ ChbAbpXkA ceaHaTa HHhDOoOpMalLUs:

BHMMaTeIHO npoYeTeTe NpHJIOKEHATa JIMCTOBKA Npeau ynotpeda Ha TO3H NPOAYKT.

He ro npuemaiiTe ako uMaTe WM HAKOra CTe UMaJIM A3Ba Ha CTOMaxa, nepdopaiks WiIH KbPBEHE HIIU CTE
aJleprH4€H KbM HOYNpO(eH MU HAKOS OT CbCTAaBKMTE Ha NPOAYKTA, aCUPHH, WJIM APYrH NOJ0OHH
oosikoycnokosBaiu, B3umare aApyru HCIIBC GonkoycnokosiBaiiy MM alleTHACAIMLHIOBA KMCBJIMHA C
JHEBHA /103a HaJl 75 mg; aKko cTe B nocjeAHUTe 3 Mecela oT OpeMeHHOCTTA.

Ob6cbaere ¢ Baius nekap v papManeBT Npeau Aa B3MMAaTe TO3M NMPOAYKT ako MMaTte acTMma, npobjeMH ¢
yepHHUs Apo0, cbpLeTo, ObOpeUUTEe UK YepBaTa ako CTe B MbPBUTE 6 Mecella OT OpeMeHHOCTTAa.

AKO CHMIITOMHTE C€ 3ara3Bar WJIM C€ BJIOLIAT KOHCYJTUpaiiTe ce ¢ Baius nekap.
He npesuluaBaiiTe nonycrumara 103a.
Jla ce cbxpaHsiBa Ha MACTO, HEJIOCTBITHO 3a Jiela.
4.5 B3anmojelcTBHE C APYIH JIEKAPCTBEHH NPOAYKTH H ApPYrd ¢opMH Ha B3aHMoOJeiHCTBHe
Hbynpoden (kakro u apyrute HCITBC) He TpsabBa na ce u3nons3sa B KOMOUHALIMA C:
- ANETHJICAHIH/IOBA KHCEJIHHA (HUCKH /103H):

EnHoBpeMeHHara ynorpeba Ha uOynpodeH 1 aueTHICATHLIMIOBA KUCEJIMHA HE CE NpenopbyBa
MOpPaJH Bb3MOXXHOCTTA 3a [NOBHILIABAHE HA HEXKEJIAHHUTE PEeaKLIMH.




EKcriepMMeHTaIHK JaHHH MOKa3Bart, 4e HOynpodeH Moxe KOHKYPEHTHO Jia MOTHCHE edekTa Ha
HUCKHUTE JI03H alleTHJICAJIMLIMIIOBA KUCEJIMHA BbPXY TPOMOOLMTHATA arperaius, KOrato ce
[NpUEeMaT €/IHOBPEMEHHO. BbIpeku 4ye HMa HECUTYPHOCT NMPH €KCTPanojJMpaHeTo Ha T€3H AaHHM
OT KJIMHUYHH ClTy4yaH, HE MOXKeE /la C€ U3KJIIOYH Bb3MOXHOCTTA PEOBHHSA, MPOAB/KUTENIEH NIPHEM
Ha HOyrnpo@deH na Hamalu KapAHONPOTEKTHBHHS e(DEKT Ha HUCKH [03H alEeTHJICAIMLIUIIOBA
KKcelHHa. He € Bb3MOXKHO 1a ce Habuio1aBa KJIMHUYHO 3Ha4uM eeKT NpH HepeoBHATA
ynotpeba Ha ubynpodeH (Bux 1.5.1).

Apyrn HCIIBC, BK/IIOYHTE/NHO Cce/IeKTHBHH HHXHOHTODH HA HHKJIOOKCHreHasa-2: Jla ce
H30srBa eqHoBpeMeHHaTa ynorpeba Ha ase wiu noseye HCIIBC, Toii kaTo TOBa MOXe 1a foBeje
J10 MOBHILIABAHE HA PUCKA OT HEXEJIaHH PeaKLMH (BHXKTE Touka 4.4).

ExcnepuMeHTalHM JaHHM Noka3BaT, ye HOynpodeH Moxe aa MHXHOUpa epekTa Ha HUCKUTE 103H
aueTWICAIMLINIIOBA KHCEJIMHA BbPXY TpOMOOLMTHATa arperaiMs, KoraTo ce MpuJarar
€AHOBPEMEHHO. DBbnpeku TOBa OrpaHMYEHMsATa HA TE3M JaHHW M HECHTYPHOCTTA MpPH
€KCTparnoJialMs Ha ex vivo JJaHHM B KIMHMYHATa MpaKkTHKa 03HA4yaBarT, 4€ HE MOraT Jia Ce MpaBsT
KaTeropu4yHU 3aKJ4YE€HUs OTHOCHO obuyaiHata ynorpeba Ha ubynpodeH U 4e He ce O4yakBa
BEPOATEH KJIMHHYHO 3HaYUM €(EKT Npu HepeloBHA ynoTpeba Ha ubynpoden (Bux 1. 5.1).

HUOynpogen TpsabBa na ce u3noa3sa BHUMATEIHO B KOMOMHALMA C:

- AHTHXHNEPTEeH3HBHH JieKapcTBeHH NpPoAYKTH (ACE HHXMOHTOpPH, AaHTArOHMCTH HAa

anruoreH3un-11) m aumypernumn: HCIIBC moxe aa noHwxkar edekra Ha Te3H JieKapCTBEHU
npoaykTu. [lpu HAKOM NMaLMEHTH ¢ KOMIpoMeTHpaHa ObOpeuHa QyHKLHS (AeXHIAPaTUPAaHU WK B
CTap4yecka Bb3pacT C yBpeJeHa OnOpeuHa (yHKUHMA) eqHOBpeMeHHOTO npunoxeHue Ha ACE
HHXHOMTOPH, O€Ta-0JI0KepH MM aHTArOHUCTH HAa aHrHOTEeH3UH-11 ¢ ekapcTBa, KOMTO HHXHOUpPAT
LIMKJIOOKCHI€Ha3aTa MOXeE Jla J10BeJe A0 JOINBbJIHUTENHO BJolllaBaHe Ha ObOpeuyHata yHKLMS,
BKJIIOYMTEIHO OCTpa ObOpeuHa HEAOCTAaTbYHOCT, KOETO OOUKHOBEHO € 0OpaTumo. Crie10BaTeNHO
KoMOuHaLusaTa TpsdBa Ja ce NpHjlara BHUMATENHO, 0COOEHO NpH NalMEeHTH B CTapYECKa Bb3PACT.
[Tauventure TpsiOBa na ca ajeKBaTHO XHApPAaTHPaHH M Ja ce OOMHC/IM HEOOXOAMMOCTTa OT
npocie/sBaHe Ha ObOpeyHara QyHKLHS B HAYAJIOTO HA KOMOMHHUPAHOTO JIEYEHHE M NEPHOJUYHO
ciea Tosa. JlnyperviMTe Morar Jia noBuLat pucka ot HepporokcuyHoct Ha HCITBC.

AnTukoarynanTH: HCIIBC morar aa ycunsar egexra Ha aHTHKOAryJIaHTH KaTto Bap(apuH (BHXK T.
4.4).

KopTHKocTeponaH: MOrart Ja yBeau4ar pucka OT HeXeJlaHa peakiiis B CTOMALHO-YPEBHHUS TPAKT
(BHXKTE TOUKA 4.4).

AHTHATPEraHTH H CeJIEKTHBHH HHXHOMTOPH Ha 00paTHOTO 3axBalllaHe HA CEPOTOHHHA
(SSRI): IloBHIuEH pUCK OT CTOMALLIHO-YPEBHH KPbBOW3JIMBH (BHX T.4.4).

Copaeunn rankosnan: HCIIBC Morat na o6ocTpsAT chpieyHaTa HEJOCTaTbYHOCT, Ja HAMaJIsT
raoMepyJiHata (pMJITpauUs M [a MNOBULLIAT MJIa3MEHUTE HUBA HA MNIMKO3HAMTE.

JlnTuii: Uma nokaszarencrsa 3a noTeHLUHANHO YBEIHYaBaHe Ha MJIa3MEHUTE HUBA HA JIUTHS.
MetoTpekcaT: CblleCTBYBa NOTEHLHAN 32 NOKaYBaHE Ha MJIa3MEHUTE HUBA HA METOTPEKCATA.
[uxiaocnopun: [loBHILIEH pUCK OT HEPPOTOKCHUYHOCT.

Mudgenpucron: HCIIBC He TpsabBa na ce npuemar no 8-12 aHM ciel NpuIIOKEHHE Ha
MU¢enpucToH, Tbit karo HCIIBC morar na Hamanat epexra Ha MUENPUCTOH.
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- Takpoaumyc: Bb3MOXKEH € NOBHILIEH PUCK OT HedpoTokcuyHocTt, korato HCITBC ce npunarar ¢
TaKpOJIUMYC.

- 3upoByauH: IIOBHIIEH PUCK OT XE€MaTOJOrMYHA TOKCHYHOCT NMPH €AHOBPEMEHHO JIEYEHHE C
HCITBC u 3unoBy 1. UMa nokasarencTsa 3a NOBHILIEH PUCK OT XeMapTpo3a U xematom npu HIV
(+) xeMouaKLK, MOJTyyaBallly YCINOPEAHO JIEYEHHE ChC 3UAOBYIUH U HOYnpodeH.

- XHHOJIOHOBH AaHTHOMOTHIM: JaHHU OT NPOYYBAHUS BbPXY )XKMBOTHH nokassat, ye HCIIBC morar
/la MOBHILIAT PUCKA OT KOHBYJICHH, CBbP3aHH C XMHOJIOHOBHTE aHTHOUOTHLIM. [TaumenTn npuemailu
HCIIBC u XHHOJIOHH ca M3J10)KEHH Ha NMOBHIIEH PUCK OT MOSBa HA KOHBYJICHH.

4.6 DepTHIAHTET, OPEMEHHOCT H KbpMeHe

bpeMeHHOCT:

[loTrckaHeTo Ha NpocTarjaHAMHOBATa CHHTE3a MOXE J1a MOBJIUsie HeBIaronpuaATHO OGPEMEHHOCTTA H/UITH
eMOpHO-(eTaHOTO pa3BUTHE. JIaHHM OT enMAEMHONOTHYHH TNPOYYBAHHMA MOKA3BaT MOBMILEH PHCK OT
HEJJOM3HOCBaHE W CBbPAEYHH MayipopMalMM M racTpOLUM3KC ciej ynorpeba Ha WHXMOUTOPH Ha
npocTarjiaHAMHOBaTa CHHTE3a B paHHA OPEMEHHOCT. AOCOIOTHHUSAT PUCK OT ChpAEUYHH MajihopMaliHH e Ou
MOBULIEH OT no-manko ot 1% a0 okono 1,5%. Cuura ce, ye pUCKbT ce MOBHILABA NMPH BUCOKH JO3H M
NPOABJKUTENHO JieueHHE. [IpH ONMUTH € )KUBOTHH NPHIIOKEHHETO HAa HHXHOUTOPH Ha NpoCTarjiaHHHOBATA
CMHTE3a BOAM OO Mpe- W MOCT-UMIJIAaHTALlHOHHA 3ary0a u emOpuo-deranen neranurer. OcBeH TOBa ce
cbOoOLIaBa 32 MOBUIIEHA YECTOTA HA BPOJEHHTE Mai(popMaluH, BKIIOYHTENHO ChbPAEYHO-CHIOBH, MPH
)KMBOTHH NOJYYHJIH HHXHOUTOPH Ha MpOCTarjiaHJMHOBaTa CHHTE3a Mo BpeMe Ha OpraHoreHe3ara.

Or 20-rata ceamuua ot OpeMEHHOCTTa HaTaTbk ynoTpebara Ha uOynpodeH Moxke Ja NPHYHHM
OJIMTOXHIPAaMHHOH B pe3yaTaT Ha ObOpeyHa nucyHkuus Ha nioaa. ToBa MoXe /a ce CJYYH CKOPO Clie]
HayajoTO Ha JICYEeHHETO M OOMKHOBEHO € OOpaTHMO MpH NpeyCTaHOBsABaHETO MYy. B JombiHeHHe ce
cb0oOLIaBa 3a Clly4an Ha KOHCTPHUKLIMS Ha IyKTYC apTepHO3yC Clieji IeYeHHE BbB BTOPHS TPHMECTB], KATO
MOBEYETO Ca pa3pellieHu clie] npeycraHoBaBaHeTo My. CnenosarenHo ubynpogeH He TpsbGBa nga ce
U3M10/13Ba MPe3 MbPBUS H BTOPHS TPHMECTBP HAa OPEMEHHOCTTA, OCBEH aKO HE € KaTeropHYHO HEOOXOAUM.
Axo HOynpodeH ce H3M0JI3Ba OT KEHH, KOUTO CE OMUTBAT Aa 3a0peMEHEAT WM Mpe3 MbpPBUS H BTOPHS
TPUMECTbP Ha OpeMeHHOCTTa, Jo3aTa TpsbBa aa ObJe MAaKCHMAJIHO HHUCKA M MMPOABIDKHUTEIHOCTTA Ha
JIeYEHUEe BB3MOXHO HaW-kpatka. HeobxoauMo e na ce obmMuciM mnpeHaTanHo HaOMoOAEHHUE 3a
OJIMTOXHIPAMHHOH M KOHCTPHUKLIHS HA NYKTYC apTEPHO3yC Clie]l u3araHe Ha HoynpodeH B Npoab/DKEHHE
Ha HSKOJIKO AHM OT 20-TaTa recrallMOHHA ceaMHLa HaTaTbK. JleueHuero ¢ ubynpodeH TpsdBa na Obae
MPeyCTaHOBEHO NPH HAJHYUE HA OJIMTOXHIPAMHHOH U KOHCTPHKIUS Ha JYKTYC apT€pHO3YC.

B nocneiHoOTO TpUMeEceure Ha OPEMEHHOCTTa BCHUKH MHXHOWTOPH Ha NMpOCTarjiaHAHHOBaTa
CHUHTE3a MOrar J1a U3J10XKar:

e [liona Ha pUcCK OT:

- KapAWOMyJIMOHANHA TOKCHYHOCT (C MpEeXAECBPEMEHHAa KOHCTPUKLHMSA/3aTBapsHE Ha OYKTYC
apTepuo3yc U 6enoapobHa XMnepToHus);

- ObOpeyHa AMCOYHKUHMS, KOATO MOXe Ja mnporpecupa 10 ObOpeyHa HENOCTATBYHOCT C
OJIMTOXUAPAMHUOH (BHXKTE MO-rope).

e MaiikaTa 1 HOBOPOAEHOTO B Kpasi HAa OPEMEHHOCTTa Ha PUCK OT:

- Bb3MOXHO y1bJDKaBaHE Ha BPEMETO HA KbPBEHE, aHTHArPEraHTeH e(eKT, KOWTO MOXKe
Aa ce HabJio1aBa 10pH B MHOTO HUCKH 103U,

- NOTHCKaHE HAa MAaTOYHUTE KOHTPAKLMH U 3a0aBEHO WJIH YIbJDKEHO paXJaHe.

CnenosareiHo HOynpogeH e NpOTUBONOKa3aH Mpe3 NocleAHOTO TPHMeceYHe Ha GpEMEHHOCTTA.




JIakTanus U KbpMeHe:

B orpaHu4eH Opoi npoyuBaHus HOynpogeH ce HabmoaaBa B KkbpMara B MHOIO HUCKA KOHLIEHTpALIMS U €
MaJIKO BEPOSITHO /1A MOBJIMsiC HEOIAroNnpUATHO HA KbPMEHETO.

MepTHIIHTET:

MMa M3BECTHH JaHHH, Y€ JIeKapcTBaTa, KOWTO MHXMOMpAT LMKJIO-OKCHMIeHa3HaTa/lpocTarjiaHAHMHOBA
CHHTE3a MOXe€ J1a MPeAM3BUKAT yBPEXKIaHE Ha )KEHCKHS PEPTHIINTET Ype3 Bb3IeHCTBHE BbPXY OBYJIALIMATA.
To3u edekr e oOpatuMm ciien npexpaTsBaHe Ha JieueHHeTo. Bukre Touka 4.4 OTHOCHO (epTHIINTETA NPH
KEHUTE.

4.7 EdexTn BbpXy cnnoco6HOCTTA 32 IOpHpaHe H padoTa ¢ MAIIHHHA
He ce ouakBat npu npenopbyMTE/IHATA 1032 H BpEMETPAEHE Ha JIEYEHUETO.
4.8 HexeJlanu J1leKapcTBEHH PeaKIHH

CnMCBKBT OT ClIeIBALIMTE HEXEJIaHH PEaKLIMH Ce OTHACH 3a Te€3H, yCTaHOBEHH NpH ynoTpebda Ha ubynpodeH
npu OTC no3u (Makcumym 1200 mg Ha feH), 3a KpaTbK nepuoj ot Bpeme. [Ipu eueHue Ha XPOHHUYHM
CbCTOSIHHUS, IJIOCPOYHO JIEYEHHE, MOTaT /1 C€ MOSABAT NOMbJIHUTEIHU HEXKENIaHH PEAKLIMH.

Bb3MOXHHTE HEXEJIAaHH JIEKAPCTBEHH PEAaKLUMHU, KOUTO CE MPOSABSABAT NMpH HOYNpodeH ca npeacTaBeHy no-
A0y, FpyNHPaHH MO CUCTEMA-OpPraH KJjiac KjacH(HUKalMsiTa U 4YeCTOTa.

Yecrorara ce onpeens kakTo cieasa: MHoro yectd (>1/10); Yectu (>1/100 go <1/10); Hewectu (>1/1,000
po <1/100); Peaku (=1/10,000 no <1/1,000); Muoro penku (<1/10,000); C HeusBecTHa uyecToTa (OT
HaJIMYHHTE JaHHH HE MOXE Ja ObJe HanpaBeHa OlieHKa). B oTaenHUTE rpyny 1o 4ecTora HeXeNaHUTe
PeaKLHH Ca NMPEeJICTABEHH B HU3XOASALL PEA CIIOPEA CTENEHTa Ha CEPHO3HOCT:

Haii-yecTuTe HeXenaHW JIEKAPCTBEHU pEaKLUMH ca C XapakTep Ha CTOMAIUHO-YPEBHU HApYLLEHHS.
HexxenanuTe peakiuu ca NpeJMMHO 3aBUCHMH OT 03aTa, 0COOEHO PHUCKa OT NMOsiBa HA CTOMALIIHO-YPEBHO
KbpPBEHE, KOETO € 3aBUCHMO OT 1030BaTa rpaHULia ¥ NPOAbJDKUTEIIHOCTTA HA JICYEHHETO.

Hexxenanure peakiuuu ca no-pejiki Npu MakCMMaJiHa IHeBHa J103a 0 1200 mg.

KnuHWYHHTE M3CNE]BaHMs MOKa3Bar, ye ynorpebara Ha ubOynpodeH ocobeHo BBLB BHCOKHM 103U (2400
Mg/I€H) MOXE /a CE€ CBBPXKE C JIEKO YBEJIHYEH PUCK OT apTEePHANHO-TPOMOOTHYHH ChOMTHs (Hamp.
MHOKapJieH HH(APKT WK UHCYNT) (BHX T.4.4).

CHcrema-opraH KJjac YectoTa HexelaHH peaknuu

HapylieHus Ha kpbBTa U TMMQHaTa [ Mroro Hapywenus Ha  xemonoe3ara  (aHeMus,

cUcTema peaKH NIEBKOINEHUs, TPOMOOLIMTONIEHU S, TAHLIUTOTIEHUS,
arpaHyJInuuTo3a).

[IbpBUTE NpU3HauM ca temneparypa, OOJKM B
bPJIOTO, IIOBBPXHOCTHH S3BM IO YyCTara,
FPUNONOJAOOHH CHMNTOMM, CHJIHA OTIAJHAJIOCT,
KPbBOM3JIMBH OT HOCA H 10 KOXaTa.

Hapyuenus Ha MMyHHarta cuctemMa | Hedectu Peakiuu Ha CBPBXYYBCTBHUTEJIHOCT
BKJIFOYBAILIN ' ;
HeuecTu YPTUKApHsl U IPYPHTYC.
MHoro Texkun peakuud Ha CBpPBXUYYBCTBUTEIHOCT.
PEAKH CHMIITOMHUTE BKJIIOYBAT OTOK HA JIMIIETO, €3UKa

W JIapUHKCA, 3a4yX, TaXUKapAus, XOMOTEH3uA,
(aHaMIAKCHS, AHTHOE/IEM HJTH TEXBK ILIOK).

Heussectna | [loBHlleHa peakTHMBHOCT Ha peCnMpaTOpHHS
TPAKT, OTHACALL C€ 0 aCTMa M BJIOLIABAHETQH,
OpOHXOCNa3bM HIIH 3a/yX. /




HapylieHus Ha HepBHATa CHCTEMA

HeuyecTH

["'naBoOoHE

MHoro ACenTHYEH MEHHHTHUT?
peaKH
Cbp/Jie4yHH HapylLEHUS HeussectHa | CppaeyHa HEAOCTATbYHOCT H OTOLIM
CbA0BH HapyLIeHUS HeusBecTHa | ApTepHajiHa XHIIEPTOHUS
C CunapoM Ha Kounis
HEU3BECTHA
4yeCcToTa
CToMallHO- YpEBHHU HApYILIEHUS Heuectu KopeMHa 0oska, iMcnencus U rajieHe.
Peaku Juapusi, ¢QnaryjeHuus, KOHCTHMaUus W
MOBPbLIAHE.
MHoro [lenTuyna A3Ba, neppopauus HJIHA
peaKH raCTPOMHTECTUHAJIEH  KPbBOW3JIMB, MeJIEHa,
XeMaremesa, noHskora (arajiHa, Nno-CrelraiHo
NpH MalMEeHTH B CTapuecKa Bb3pacT. YJLEPO3eH
CTOMAaTHUT,  racTPUT,  YJLUEPO3eH  KOJIUT,
obocTpsHe Ha KOJAUT M Oonect Ha KpoH (BHx
T.4.4).
XenaToOMJIMapHU HapYLIEHUS MHoro YepHoapobHo yBpexaaHe
€1KH
Hapywienus Ha  koxara W | Heuectu Pa3in4HH KOXXHH OOpHBH
MOAKOXHATa ThKaH MHoro Texku koxHH Hexenanu peakuun (SCAR)

pPEIKH (BKJIKOUHMTEJTHO epuTeMa MyJTH(DOpPME,
eKkCc(OJIMATUBEH JEPMATHUT, CHHIPOM Ha Stevens-
Johnson 1 TOkCHYHA enuAEpMalIHA HEKPOJIH3a)

C JlekapcTBeHa peakuus C €03MHODMIHS W
Heu3BecTHa | cucteMHU cuMnToMu (DRESS cunapom)
4yecToTa Octpa reHepaju3upaHa €K3aHTEeMaTO3Ha
nycryno3a (AGEP)
PeakiiMi Ha ()OTOUYBCTBUTEIHOCT
Hapywenus Ha ObOpeuute ¢ | MHoro Octpa OBOpeyHa HEIOCTAaTbYHOCT, MaMUjIapHa
MUKOYHHUTE MbTHULLA peAKH HEKpOo3a, 0CODEHO MpHU ABIArOCpoUYHa ynorpeoda,

CBbp3aHa C MOBMILIEHA CEPYMHa KOHLEHTpalus
Ha ypest H OTOLIH.
[ToHHXeH OBOpEeUYEH KIHPBHC Ha ypesi.

N3cnenBaHus MHoro [loHMXeHHU HUBA HA XeMOTIJIOOMHA.

q

PCAKH

' JloknaaBaHMTE peakLMi Ha CBPbXYyBCTBHTEIHOCT NPH Jie4eHHe ¢ HOYnpodeH ce OTHACAT J0:
(a) HecneUM(PUYHH AJICPrHYHHU PeaKLMH, €AUHHYHH ClTyyad Ha aHa(pHIaKCHUS;

(0) noBHILIEHA PEAKTUBHOCT HA PECTIMPATOPHHUS TPAKT, OTHACSLI CE J0 aCTMa W BJIOLLIABAHETO i,
OpOHXOCNa3zbM, WJIH 331y X;

(B) pa3HOBUIAHH KOXHHU NPOSBH, BKIIIOYUTETHO OOPUBU OT pa3jiMueH THI, MPYPUTYC, YPTHKAPHS,
nypnypa, aHrdoeieMa M MHOro psako ekC(hOJHATHBHU M OYJIO3HM JepMaTo3u (BKJIHOUMTETHO
TOKCHYHA €NUJepMaliHa HEKPOJInu3a, CHHAPOM Ha CTUBBHC-/[DKOHCBHH U epuTEMaA My aTH(DOpME).

* [laTOreHeTHYHUAT MEXAHM3BM HA JIEKAPCTBO-MHAYLIMPAHHUS ACENTHYEH MEHUHTHT HE € HAIThJIHO
H3sCHEH. Bpripeku ToBa HanM4YHUTE AaHHU 3a cBbp3aHus ¢ HCITIBC acenTHueH MEHMHIMT HACO4YBAT
KbM peaKlHs Ha CBPBbXYYBCTBHTEJHOCT (MOpaju ChHBMNAJEHHWE NO BpeMe ¢ ynorpebara Ha
JICKapCTBOTO H NpEeMHHABaHE HA CUMIITOMHMTE CJlIE€J MpeKpaTsBaHe Ha JeyeHuero). TpsbBa na

........
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¢ uOynpodeH npH NauMeHTH C aBTOMMYHHH HapylUeHUs (KaToO CHCTEMEH JIyNyC €pHTEMAaTo3yc,
CMECEHa CbEAMHUTENIHO-ThbKaHHa 00omecT).

CpoO1uaBane Ha MOJO3UPAHN HEXKEJAHH JIEKAPCTBEHH PEaKLIUM

Cro01aBaHeTo Ha MOJI03MPaHHTE HEXENIaHH JIEKApCTBEHH Peakluy cjiel pa3pellaBaHeTo 3a ynotpeba Ha
JICKapCTBEHHUA NMPOAYKT € BaXKHO. ToBa Mo3Bo/sABa NMPOABL/KUTENHOTO HAOJIIOAEHHE HA ChOTHOLUEHHETO
[10J138/pUCK OT JIEKAPCTBEHHS NPOIYKT.

MIE:HHLI.HHCKHTE CIIE€UHAJTHCTH TpﬂﬁBEl JAda C‘I:EIGIJIHBHT 34 NNOAO3HPAHHUTE HEXECJIAHH JICKAPCTBCHH pCaKLHH 10:
HN3nbJHHTEIHA areHI M 110 JIEKApCTBAaTA

yi. ,,Jlamsan ['pyes* Ne 8

1303 Codus

Ten.: +359 2 8903417 yebcaiiT: www.bda.bg

4.9 Ilpexo3upane

[lornbianero Ha nosede ot 400 mg/kg oT aAeua Moxke Aa ce NpOsBH 4pe3 pa3jiiyHu CHMNTOMH. [Ipw
Bb3paCTHH PEAKLUMHUTE NPH NPEAO3MPaHE HE ca Taka u3paseHH. [leproaa Ha noay->KUBOT NpH Npeao3upaHe
e 1,5 - 3 yaca.

CumnTomu: Tlpy noBeueTro MauMEHTH, KOMTO Ca MOrbJHAJM 3HAYMTEIHO OT KIMHMYHA rjeJHa TOYKa
konuuectBo HCIIBC, mnpenosupaHeTro HsMa fAa ce MposiBU C JAPYro OCBEH rajeHe, MOBPBLIAHE,
enuractpajiHa 00Jika uiH no-psaxo auapus. lllym B yuiure, rnaBo6oJime, CTOMaIIHO-YPEBHO KbPBEHE CHLIO
ca Bb3MOXHH. [IpH nmo-cepro3HH OTpaBsiHMS, TOKCMYHOCTTA 3acsAra LEHTpaJHaTa HEPBHA CHCTEMA M Ce
MposiBiBa C BEPTHIO, CHHJIMBOCT, MOHAKOra npeBb3dyda W Je3opuHeHTalus HiM koma. [loHskora
MalHEHTUTE pa3BHBAT KOHBYJICHMHM. [Ipu cepHo3HO OoTpaBsiHE MOXe€ Ja HacTbnNH MeTaboJIMTHA aluao3a.
Moxe /1a ce MOSBH XHIEPKAJIMEMHUS U J1a Ce yIbJDKH MpoTpoMOHHOBOTO BpeMe/INR, BEPOATHO AbJIXKALLO
C€ Ha CMYILLEHHUS Ha ACHCTBHETO HA LMPKYJMpALUMTE CbCHpBAIIM (pakTopH. Moxe faa ce MmosIBAT OCTpa
ObOpeuHa HEJ0CTATbYHOCT, XMIIOTOHHS, MOTHCKAHE HA JAMILAHETO M 1IIMaHO3a, KAKTO W YBpPEXAaHE Ha
yepHHs Apo0. BioiaBaHe Ha acTMara € Bb3MOXHO MPH aCTMAaTHLIH.

Jleyenue: neyeHuero TpsGBa na ObAe CUMNTOMATHYHO M TMOANOMArailo, M BKJIOYBA MOMAAbPKAHE Ha
CBOOO/IEH BB3/yLIEH TbT H MOHUTOPHHI HA CbPAECYHHUTE U KHU3HEHUTE MOKA3aTeNH 10 CTAOUIN3UPAHETO
M. Moxe na ce B3eMe npeBu/l NepopajHOTO NpUjiaraHe Ha akTHBEH BbIJIEH W CTOMAIIHA TPOMHMBKA, aKo
nauveHta Obae JekyBaH A0 | 4ac OT MOMIBLIAHETO HAa MOTEHUHAJHO TOKCHMYHO KOJMYECTBO. AKO
nOynpogeHn Beue ce e abcopbupan, MOXe Ja ce MpoJIoXKaT ajkajHH cyOCTaHLMM, 3a Ja CTUMYJUpaT
OTAENAHE HA KUCeNnUs HOYnpodeH Ype3 ypuHarta. AKO 3a4ECTAT WJIM Ce YIbJDKAT KOHBYJICUMTE, TpsiOBa Ja
ObAaT NiekyBaHH ¢ HHTPaBEHO3€EH AMa3enaM Wiy jopasenaM. [1pu acTMa ce npunarat GpOHX0HIATATOPH.

5 ®APMAKOJIOTHYHU CBOUCTBA
5.1 @®apmakoAMHAMHYHH CBOliCTBa

OAPMAKOTEPAIIEBTUYHA TI'PYIIA: [TPOTUBOBB3IAJIMTEJIHU U AHTUPEBMATUYHU
[MTPOAYKTH, HECTEPOUJHH ITPOU3BOJIHU HA IMTPOITHOHOBAHA KUCEJIMHA

ATC KO/I: MO1AE 01

Hoynpoden e HCIIBC, npou3BosiHO Ha NpONMOHOBaHAa KHCENMHA, KOMTO € JEMOHCTPHpal CBOSATA
€(PMKACHOCT 4pe3 MOATHCKAHE aKTUBHOCTTA HA MPOCTArjlaHMHOBAaTa CHHTE3A.

[Ipu xopa, nbynpoden HamassBa 601KaTa NPUYHHEHA OT Bb3NAJICHHE, OTOK H Temneparypara. OCBEeH ToBa
noynpogeH oOpaTuMo NOTUCKA arperauusTa Ha TpOMOOLIUTHTE.

ExcrniepuMeHTaIHH JaHHHU MOKa3Bar, 4ye HOynpodeH Moxke KOHKYPEHTHO Jia NOTHCHE edekTa Ha H




€AHOBpEeMEHHO. Hskon (apmakoauHaMH4HK NPOyYBaHUs OKA3BaT, Y€, KOraTo eJMH1YHa 103a ot 400 mg
HoynpodgeH, npuera 8 yaca npeau uam 1o 30 MuHyTH ciien 81 mg aueTHICaIMLMIIOBA KMCEIHHA ¢
He3a0aBHO 0CBOOOX/1aBaHe, € Hab/K01aBaH NMOHMKEH e(PEeKT Ha aLETHIICATMLIMIIOBA KHCEIMHA BbPXY
00pa3yBaHeTO Ha TPOMOOKCaH MJIM arperauusra Ha TpoMbouuTHTe. Bbhpeku, 4e HMa HECHTYPHOCT NpPH
€KCTpanoJialus Ha Te3H IaHHH OT KJIMHUYHH CJIy4yaH, He MOXKe Aa Ob/ie H3KIJIIoYeHa Bb3MOXHOCTTA, Ye
[pH pelOBHATA, MPOJAbJDKUTENIHA ynoTpeba Ha uOynpodeH Moxe a HaMaJli KapAMONPOTEKTUBHUS eeKT
Ha HUCKH JI03H alIETHJICAJIHLMIIOBA KHCeJIMHA.He e Bb3MOXHO Ja ce HabI0/1aBa KIMHUYHO 3HAaYUM eeKT
MpH HepeaoBHa ynotpeda Ha ubynpoden (Bux 1.4.5).

5.2 @®apMaKkOKHHETHYHH CBOHCTBA

Hobynpogdet ce abcopbupa 106pe ot croMalHo-4peBHHs TpakT. UGynpoden € cBbp3aH BbB BUCOK POLEHT
C MJIa3MEHHUTE NPOTEHHHU U NIPEMHUHaBa B CHHOBHAJTHATA TEYHOCT.
MakcHMaJlHi CepyMHH KOHLIEHTpaLMK ce Habmonasat 1-2 yaca cliel] NpHIIOKEHHETO MY.

HOynpogen ce MeraboiM3upa B 4epHHs Apo0 Ha [Ba raBHM MeTabOIMTa C OCHOBHA EKCKPELMs Mpe3
ObOpeunTe WM KaTO TAaKMBa MJIM KAaTO KOHIOraTH, 3a€JHO C HE3HAYHTEJHO KOJIHYECTBO HEMPOMEHEH
noynpogeH. Exckpeuunsita npe3 666peniute e 6bp3a U LAIOCTHA.

BpemMeTro Ha nojiy>kKMBOT € 0KO0JIO 2 yaca.

He ce HabntoaaBaT 3HAYMTENIHM pa3jiiky BbB (PapMaKOKMHETHYHHMS NMPO(QHI NMPH MALMEHTH B CTapyecka
Bb3pacT.

[1pu orpannyenu npoy4sanus ubynpodeH ce oTelNs B KbpMaTa B MHOIO HHCKH KOHLIEHTPALHH.
5.3 IlpeAKJIHHHYHH JaHHH 33 0e30MaCHOCT

HsMa npeknMHUYHY JaHHK 32 0€30MacHOCT OT 3HaYeHHUeE 3a NoTpedHTeNs

6. OAPMALIEBTUYHH JIAHHHU

6.1 Cnucbka HA IOMOIIHHTE BellleCTBa

Cvpyeeuna na mabremxama
Kpockapamenosa HaTpui
Hatpues naypun cyadar
HatpueB uurpar

CreapuHOBa KHCEIMHA
CulrMuueB AHOKCHI, KOJIOMdAJIEH

Cvcmas Ha 3axapnama obeuska
Kapamesio3a HatpueBa co
Tank

ApabOcka ryma, cyx cnpei
3axap

TuraHoB AUOKCHU

Makporona 6000

[1peuncrena Bona

Omneuameawo macmuio Ha mabiemkama
YepseHno mactuno Onakoja S-1-15094

6.2 HecbBMecTHMOCTH
HenpuiaioxumMo




6.3 Cpok Ha rogHocr
3 roaAuHH

6.4 CneunajHH yCJI0OBHS HA CbXpaHEeHHe
bauctrep or nonmusuuuiaxiopua (PVC). [la ce cbxpanssa noa 25°C. CbxpaHsiBaiiTe B OpUrHHATHATA
OMaKoOBKa.

6.5 JlaHHH 32 ONaKOBKAaTA

Tabnerkure e 6baaT onakoBaHU B OJUCTEPH, CHCTOSLIM CE OT;

Henpo3spaden 6sn 250 pm nonusunuaxnaopun (PVC), tonnunHo 3aneyaran kbM 20 pm alyMHHHEBO
¢onmo.

bnucrepure ce cbxpaHsBar B kapToHeHa KyTHsi. OnakoBku ¢ 10, 12, 20, 24 tabneTku.

He BCHYKH ONakoBKH L€ ce IMycKaT B npoaxoa.

6.6 CnenunajHH npeAnasHH MepPKH NPH H3XBbPJIsSHE
HsimMa cneuuanHy M3MCKBaHUA.

7. TIPUTEXATEJI HA PABPEILIEHUETO 3A YIIOTPEBA

Reckitt Benckiser (Romania) S.R.L.

48 lancu de Hunedoara Boulevard, Building Crystal Tower
1 1th Floor, District 1, Bucharest, PymbHus

8. HOMEP HA PAZPEHIEHHUETO 3A YIIOTPEBA
Per. Ne 9800354

9. JATA HA IIBbPBO PA3PEHIABAHE/MOJAHOBSIBAHE HA PA3PELIEHUETO 3A
YIIOTPEBA
05.11.1998

10. JATA HA PEBU3US HA TEKCTA
HOeMBpH, 2023




