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1. HME HA JTEKAPCTBEHHA TPOAYKT

Munpoden 100 mg dunmupany Tabretku

Myprofen 100 mg film-coated tablets

2. KAYECTBEH H KOJJMMECTBEH ChCTAB
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Beska dunvupana TaGrerka ceabpxka 100 mg dmypGanpoden (flurbiprofen).

IloMONHY BEINECTEA C H3BECTHO JieiicTBHE:

Beska dunmupasa Tabnerxa chappxa cbmo 129,2 mg nakrosa DC (Jlakrosa mosoxuapar 96,5 % u

Hosugon 3,5%).

3a ITHEIHHA CIIHCEK HA MOMOIHHMTE BEIECTRA, BHKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®0PMA

Ouwvmpana TabmeTka.

Cynn, npoasrobaTH TabneTky ¢ qenuTenHa Yepra OT eJHaTa CTpaHa.

Tabnerxara moxe Na 6Bae pasjieneHa HA BE PABHH MOMOBKHA.

4. KIAHAYHH JAHHHA

4.1 TepaneBTHYHH NOKAIAHAY

Munpoden e mokalaH 3a NieueHHe Ha pPeBMAaTOHAHa OOJKa, OCTCOAPTPHT, AHKWIOMpAW CTIOHAMIIMT,
MYCKYJHO CKeJIeTHH CMYIICHHMS M TPaBMH KATO TEPHAPTPHT, CHHAPOM Ha 3AMPL3HANOTO paMo, Oypcwr,
TEHMHHT, TCHOCHHOBHT, GO/TKH B KPBCTa, HABAXBAHHA W M3KBJTUBAHHS.

Munpoden cHINO Taka NpUTekaBa aHANrETHYEH e(eKT H € nokKasaH 3a obnek4apaHe Ha cnaba A0 YMEPEHo
cunHa 6onka karo 3u60601, cnenoneparHeHa Goska, THCMEHOPEs M MHTPEHa.

4.2 J03poBKa H HAYHA HA NPHJICKERNE

03] BK&

Hexenanure peakuyu MoraT Aa ObIaT CBeleHM A0 MMHHMYM KaTO 3a KOHTPOJHMpaHe Ha CHMITTOMHTE ce
npHeMa Hali-HHCKaTa epMKacHa 103 32 BB3MOXHO HAH-KpaTBK NIEPHOA OT BpeMe (Bik. ToUKa 4.4).

Bw3pacmuu

IIpenopbunrennara aoza ¢ 150 mg zo 200 mg aHeBHO pasnpenencHa Ha ABa npHema. llpn naumeHTH C
TEXKH CHMIITOMH HiIH 3a60n4Bake OT CKOPOIIEH MPOU3Xo[ WK 110 BpeMe Ha OCTPH ek3auepGainy, obiara
AHEBHA No3a MOXE Ja Onae yBennuera no 300 mg pasnpeneseHa Ha HAKOJIKO IPHEMA.

TTpu mLpeHYHA AHCMEHOpEd HEBHATA 034 TpAGBa Aa Ohae afanTHpana HHAMBHAYaIHO. [1pu 3anousane Ha
AevenHero Tpabea na ce mpunokar 50 go 100 mg pasnmpeaencHH B MHTEPBAJM OT NET [0 LIECT 4aca.

MakcHManHaTa JHEBHA A03a HE TpaOBa na Haasuimapa 300 mg.

Heya

He ce npenopbura ynorpebara ot gena nozx 12 roguau.




Hayuenmu 6 cmapuecxa sv3pacm

Ilps naupeHTH B cTapuecka BBIPACT PHCKA OT NPOABATA HA CEPHO3HM HEXKENAHW PEaKiiH € MOBHINCH.
Bonpexu ToBa, duypbunpoden obHkHoBeHO ce nonaca ofpe oT nalpeHT™ B CTapyecKa BE3PACT.

IIpu HAXOH OT Ta3 IPyna nanMeHTH, 0coleso Te3n ¢ HapymeHa GpOpeuna GyHKUMA, ¢TMMUHHPAHETO HA
HCIIBC e no-6aBHO ot HopManHoTo. B Tesn cnyuan, ¢uypbunpoden Tpsbpa na ce H3NON3Ba C MOBHINEHO
BHHMAaHHE H JO3HPOBKATA 13 C€ NPELiCHIBa HHANBHAYATHO.

Axo e BeoGxomumo na ce npacThH kuM npaem Ha HCTIBC, tpabea na ce npunara Haii-Huckara ebeKTHBHA
X032 H 32 BB3MOKHO Hali-KpaThk cpok. [laimeHTsT Tpa®Ba Na ObAC MOHHTOPHpPAH PEJIOBHO 33 HANMYHE HA
CTOMAIHO-4YPEBHO KbPBEHE [0 BpeMe Ha Tepamrgra ¢ HCIIBC.

Haynn Ha pprioxkeHne

3a nepopaliHoO MPHNOKEHHE.
43 IIporasonoxazanng

- CepbxyBcTBHTENHOCT KBM GrypOunpodeH HiM KbM HAKOE OT NOMONIHHMTE BEINECTBA, H3OPOCHH B
TOoYKa 6.1;

- OmypbunpobeH e NpoTHBONOKA3aH IIPH MALMEHTH ¢ aHAMHE3a 33 PEAKIHH Ha CBPBXYYBCTBHTE/IHOCT
(HATIp. aCTMa, PHHMT, SHTHOS/ACM HIH YPTHKapHi) KAaTo OTToBop Ha neveHue ¢ duypbunpoden,
AUETHICATMIMAIIOBA KHCE/IHHA WM APYTH HECTCPOMIHH NpoTHBOBE2nanuTeNnHy cpeactsa (HCIIBC),

- @ypbunpoden crino Taka e MPOTHBONOKA3AH MPH MAUKCHTH ¢ HATHYHC HIH JaHHH B aHaMHE3aTa
33 KbpBEHE WIH Nepdopallid HA TOPHATA 9acT HAa CTOMAITHO-YPSBHHA TPAKY, CELP3IAHH C NPEIXOAHO
neuenene ¢ HCIIBC;

-  Q@uypbunpoden He TpalBa Na ce W3MO0M3Ba OT MALMEHTH ¢ AKTHBHA HJIM ¢ HCTOPHA HA PEKYpPEeHTHa
MISMTHYHA #3BA HA CTOMAaxa M JBaHaeCeTONPLCTHUKA/XeMOparns (JBa WIIH NoBeye OTAENHH eTH30/a
Ha NOTBBPAEHA Y/Illepalid HiH KEPBEHE);

- Onypbunpoden ¢ MPOTHBONIOKA3aN NPH MNALHEHTH ¢ TeXKA ChPAEUHA, YepHoApoGHa iH 6ubpeuna
HEJOCTATBHMHOCT (B, TOYKA 4.4);

- OnypGunpoden e NpOTHBONOKA3AK IPE3 TIOCTIEAHUA TPHMECTEP OT GpeMeHHOCTTa (B, Touka 4.6).

4.4 Coennaynn npexynpexnenss B npeJna3sa MEpKH NpH ynorpeba
Hexxenanure peakuun Moxke na GbhiaT CBeJieHM OO MHHHMYM K&TO 33 KOHTPOJHpAHE HA CHMIOTOMHTE Ce

npuema Haji-HHCKaTa ebWKacHa 103a 33 BBIMOXHO HAl-KPaTBK MEpHOA OT BpeMe (BK. Touyka 4.2 W
Cromamuo-apeBin H CbpAeYHO-ChAOBH PHCKOBE).

TNanpenTH ¢ pelikn HacneACTBEHH NpOGIIEMA HA HENOHOCHMOCT KbM ralakTosa, ¢pykTosa, Lapp naxrosen
AehRIMT, IIIOKO30-TANIAKTO3HA ManaGcopOLmMs WIH CyKpa3a-H30OMAITA3Ha HEAOCTATEYHOCT He TpAbBa Aa
TIpHEMAT TOBA JIEKAPCTRO.

Hznonapaunero Ha durypubynpoden easioppemento ¢ npyru HCIIBC, BKIMOYHTENHO CENCKTHBHH
HHXHOHTOPH Ha WHKIOOKCHTeHAasa -2, TpAOsa Na ce w3baAraa (Bxk. Touxa 4.5).

Hayuenmu s cmapuecka svapacm

Ilpu nanpeHTH B CTapuecka BB3PacT ce HAOMOAaBa MOBHIIEHA YECTOTA Ha HEKETIARUTE PEAKUMH KbM
HCIIBC, ocobero kbpBeHe # niepdopaliiHs Ha CTOMAUIHO-YPEBHIA TPAKT, KOHTO MOske 1 6BAaT ¢ haTancH
Kpa# (Bx. Touxa 4.2).

Cmomawuno-upegno Kvpeene, yruepausia uii nepphopayus

KppBoManuE OT CTOMAIDHO-YPEBHHA TPAKT, A3BA WM mepdopauwa ca JOKI
scuuky HCTIBC 3a nenus mepwoa Ha NeueHHeTo. Te3H HEXENaHH PEAKUMH M



HATHYKETO WIH OTCHCTBHETC HAa NpeaynpeAWTeNHH CHMITTOMH HJIH aHAMHE3A 38 CEPHO3HH CTOMAlIHO-
ypeBHH cHOHTHA,

PHCKBT OT CTOMAlLIHO-YPEBHA KPHBOHIIMBH, 13Ba WX NepGOpalHy ce MOBHINABS ¢ YBENHYABaHE NO3HTC HA
HCTIBC npH nalieHTH ¢ aHAMHE3a 33 A3Ba, 0CODEHO ¢ YCOKHEHHA OT KPBBOHUIHB HIH nepdopatms (Bx.
Touka 4.3) H PH NAUMEHTH B cTApUecka Bh3pacT. Takusa nalweHTH TPSOBA A 3aNOYBAT JIEYCHHETO C HaMH-
HMCKaTa J103a.

ITpn Takvea MaMEeHTH KOMOMHHPAHATA TEPANMHA ¢ MHCONPOCTON HIM HHXHOHTOPH Ha IPOTOHHATA NOMIA C
aHTUTPOMOOTHYHH TIPOAYKTH KATO AUETHICAJMIIIOBA KHCEMHHA WIH ¢ APYTH JIEKapCTBEHH NPOAYKTH,
KOHTO OMXa MOIJIM Ja yBelwuaT pUCKa OT A3Ba WM KPBBOMIIMB TpaOBa Aa ce mpHara ¢ MOBHINEHO
BHMMAaHKE (BXK. To9Ka 4.5).

TlauMeHTH ¢ aHAMHE3a 3a CTOMAITHO-YpeBHO 3a00MABaHe, CMICLMANHO B CTapyecKa Bh3pacy, Tpabma na
ceo0uiaBar BcekH HeoOWuaeH abaoMuHameH cHMOTOM (0co0EHO CTOMAIHO-YPCBHO KBPBEHE) M IO-
CNEeLHAIHO B HAYAIHMTE CTA[IHH Ha JICYSHHETO.

Ilpenoppyea ce NOBMIICHO BHUMAHHAE NPH [ALMEHTH NTPHEMALIH SAHOBPEMEHHO JIEKAPCTBaA, KOMTO MOTAT a
MOBMINAT PHCKA OT A3BA WIH KbPBEHE, KATO HANPHMED NEPOPATHH KOPTHKOCTEPOHRH, AHTHKOATY/IAHTH KaTo
BapdapuH, HHXHOHTOPH Ha OBPATHOTO 3axpallake Ha CEPOTOHHMHA MM aHTHTPOMOOTHYEH MPOAYKTH KATO
AUESTHICAIHITHIIORA KHCEeNHHA (BK.ToUKa 4.5).

Ilpn nosea Ha KPLBOHINMB OT CTOMAINHO-YPEBHMA TPAKT WIH 5383, NPH IMANHEHTH NpHEMallH
daypSunpoden, neuerHneTo Tpada Ja GhAe NPeyCTAHOBEHO.

Pecnupamopnu 3abonsearnun

Tpabsa na ce BHIMaBa, ako durypOunpoden ce npuiara NpU NANMEHTH CTPaAAMYN HIIH ¢ PeHIIHA
aHamMHe3a 33 OPOHXHANHA acTMa, THil KaTO ¢a ZOKIA/ABAHK CJIyYad Ha [OSBA Ha NpeIH3BHKAH OPOHXOCTIA3bM

nps ynotpeba va HCIIBC.
Covpdeuno-cudosu, 6o0peuriu u weprodpobHu yepedcoatus

VnorpeGara ma HCIIBC wmoxe Jfga [oBeAe A0 [JO303aBMCHMO HaMansBane Ha oOpasyBaHeTo Ha
[pOCTArNaHAdHy M TNperMiuTHpaHe Ha OnOpeuHata HepocrarbyHOocT. IlauHenTH ¢ Hali-rogaMm pHCK OT
TaKABA PeaKums ca Te3d ¢ HapyeHa Ou6peunHa QyHKUHS, CHPACUHO-CHAOBH HAPYLICHHSA, YePHOAPOOHO
YBpEKJaHe, TAKHBA NMPHEMAINM AUYPETHIM W Te3H B cTapyecka Bh3pact. Ilpn Tezu nanpenTy TpaGea Aa ce
H3BBPHIBA MOHHTOPHHT Ha OB6pevnaTa GyHKIMS (B, TOUKa 4.3).

Copdeuno-co0osu 4 MOIBUHO-CHO06U eexmu

HeoGxomaMo ¢ moBunieno BHumanue (oGcwkaane ¢ nekap WM GapMalleBT) NMpej| 3an04Bake JieYeHNne Ha
NalHEeHTH ¢ aHAMHE34 33 XMICPTOHHA W/WIH CBPACYHA HEAOCTATHYHOCT, THH Karo MMa ChODUIeHMS 3a
3aApLKKA HA TEYHOCTH, XUMIIEPTOHMA H OTOK, CBHp3aiHn ¢ nedendero ¢ HCTIBC.

KinnnyHH npoy4saHns ¥ enHAEMHOIONMMHM JaHHE 110Ka3BaT, 4e ynorpebara na Haxou HCIIBC, ocobeno
BBB BHCOKH JIO3H M NPH NPOTBDKATEIHO NEYCHMe, MOXe a Obje CBBP3aHA C JICKO NOBUIIEH PHCK OT
aprepuaiHH TPOMOOTHHMHM CHOWTHA (KaTo MEHOKapAeH WHGApKT WiaH HHCYnT). Tesn nanuu TpiGBa xa ce
HMAT TpeABHA U Opu yNoTpebata Ha Gaypbunpoden.

MalenTH ¢ HEKOHIPOMpaHa XMIICPTOHHMY, KOHTECTHBHA CBHPIEYHA HENOCTATHUHOCT, YCTaHOBEHA
ucxemudna Gonect, 3aonisane Ha meprdepHUTE apTepud WM MOBYHO-CHAOBO 3ab0/ABAHE MOTAT A
Obaar nekyBaHH ¢ ¢yp6unpoden camo cney BHUMaTe/Ha NIPEIEHKA Ha PHCKOBETE H MOASHIE. OT JIEYCHHETO.
Taxkasa npenetka Tpabea na Gpae HanpaBeHa MpeAH HHUIHHPAHE HA MPOXBIDKHTEIHO
NALMEHTH ¢ PHCKOB (axTop 3a MO3BYHO-CH0BO 3ab0aBaHe (HaNp. XMNEPTOHHA,
auaber, TIOTIOHONYHICHE ).




Egpexmu svpxy vbpevnama dynxuyun

Tpabra ne ce BHMMaBa NpH 3anov4saHe Ha JedeHne ¢ HCIIBC, karo ¢urypSunpodeH, npH NaLHEHTH CBC
CCPHO3HO JEXMApaTHpaHe.

CIIE (Cucmemen aynyc epumemamosyc) 4 CMECERU CheOURUMERRO-MOKANRU 360/ R6aHUR

ITpu naupenTH che cueteMen symyc epatemarodyc (CJIE) i cMeceHH ChEAHHHTETHO-TEKaHHH 3a0019BaHIA
CHIIECTBYBA NOBHIUIEH PHCK OT ACENTHYEH MEHMHTHAT (BXK. ToUKa 4.8).

Hepmamonozuunu epexmu

MHoro pajko, 8bB Bps3ka ¢ ynorpebara Ha HCIIBC, ca cnobmasayy CepHO3HH KOXKHH peakliMH, HAKOH OT
KOMTO (haTaliHH, BKTIQYATENHO eKC(oNHaTHBEH NePMATHT, CHHApOM Ha Stevens-Johnson M TOKCH4HA
envaepManHa Hekponuza (BX. vouka 4.8). Harnexaa nanMeHTHTe €4 HIAGHKEHH HA HAH-BHCOK DHCK OT
TAKHBA PeakliiK B HAYAJIOTO Ha JISIEHHETO: PeakiHTE Ce NOABABAT B MIOBEYETO CITY4aH NPe3 MbPBHA MeCell
ot nevennero. Jieuenuero ¢ bnypbunpoden Tpaba na 6p1e NMpeyCTAHOBEHO NMPH ITEPBATA NOABA HAa KOXKEH
0OpHB, J1e3¥H 110 IMTABH1IATA MITH KAKLBTO M A2 € JPYT NPH3HAK HA CBPBXYYBCTBHTEIHOCT.

Xemamoaocuunu eexmu

Pnypbunpoden, noxobuo na apyrure HCIIBC, moxe Aa uuxnGHpa TpoMGOIMTHATA arperanid H yAB/DKaBa
BpeMeTO Ha Kepsene. Dmypbunpoden TpaGea ja ce npHnara ¢ MOBHIIEHO BHHMAaHWe NpH TNMAlUMEHTH C
TIOTEHIMAN 3a aOHOPMHO KBpBeHe.

Hapyuwen dpepmunumem npu sceriume

Hma orpaHnueHM JaHHH, Ye JICKAPCTBATA, KOMTO NOTHCKAT IMKJIO-OKCHTeHa3a/IPOCTAIIMHOBATA CHHTE3a
MOXKe Jia [IPS/IN3BUKAT HAPYINEHUE Ha (EPTIIHTETA TPH XKeHHTE KATO MOBAHABaT opyJawaTa. Tosn edexr ¢
oOpaTHM NpH NpeKpaTIBaHe HA ICUCHHETO.

4.5 BsauMopeficTBre ¢ APYra JeXapCTBENH OPOAYKTH K APYrH GopMA HA B3aAMoAciicTBEE

Hopaan BEIMOKHCOCT OT JIGKZPETBEHH B3auMoJelicTes e peoGxoaumo ga ce o6LpHe crnelHanie BHUMaBUE
npeaH ynotpebara Ha GypOHNIpodeH ¢ HAKOH OT H3OPOCHHTE JICKAPCTBEHH MPOYKTH, 4 HMEHHO!

Auypemunu, AIIE unxubumopu u anzuomenzun I peyenmopru aumazonucmu

HCIIBC e BE3MOXHO Jia peayLHpaT edekra Ha AMyPETHIATE W APYTH aHTHXMIICPTCH3UBHY siexapcTea. [lpu
HAKOM NAlMEHTH ¢ KOMOpoMeHTHpaHa 6u0peuna (yHkina (Harp. AeXHAPATHPAHN NMALMEHTH WK NaLUeHTH
B CTapuecka Eb3pacT ¢ HapymeHa Gufpeuna dynkigs) eanoepemenHoTo npunoxkenye Ha ACE naxuGrropn
Wi auruorersud Il pelenTOpHM AHTArOHHCTH M JIEKAPCTBEHH CPEACTBA, KOHTO HMHXMOMpaT LMKIO-
OKCHT€Ha3ara, MOXe Ja JioBefie O MO-HATATBUHO BIOMAaBaHe Ha OGnOpeuHaTta dyHKUMA, BKIYHTEAHO
BPB3MOKHA ocTpa 610peuHa HeAOCTATEYHOCT, KOATO OGHKHOBEHO € 00paTHMa.

Ipenopr4Ba ce NOCTOSHEH KOHTPOR 32 Pa3sBHTHE Ha HEXENAHH JIEKAPCTBCHH PEaKilHH H TOKCHYHOCT 1pH
nauyMenTH npuemMatu ¢rypounpoden emHorpemeHRo ¢ ACE HAXHUOMTOPH WM aHrHoTeH3dH Il peuetrropHi
anTaronncTy. [lo Tazm npuumHa nopoOha xomOuHaimsa Tpabpa ga ce Opuiara ¢ MOBHINEHO BHHMAHHE
(ocobeno Npu ManMeHTH B cTapyecka Bb3pact). [Iph nogofHa koMGHHIpaHa Tepanud NaUMeHTHTE TpsaGea a
OBIAT aNeKBATHO XHIPATHPAHM, Ja ce HAOMOZAaRAT BHHMATENHO M Ce TIPENOpPEYBA MOHHMTOPHpPAaHE Ha
6nOpeunara QyHKUHMA.

Copoeuru 2nuxozuou
HCIIBC morat pa oGOCTPAT CHpA€YHATa HENOCTATHYHOCT, Aa MOHMKAT [IIOMEPYIIH;
MOBHINAT IUIA3MEHUTE HHBA HA MIHKOZHAMTE,

Anmuroazyranmu
HCTIBC moxxe na 3acunaT edekra Ha aHTHKOATYJIAHTHTE, KaTo BapdapHH (BX.



Auemuacanuyunosa Kucenuna

IIpreMBT Ha alleTHICATMIMIIOBA KKCeHHa 3aedHO ¢ GmypOunpoden Tpatra na ce H30ATBA - OCBEH aKO HE ©
MPEANKCAHa B HUCKA 11033 (He MoBeve OT 75 mg JHEBHO), Thil KATO TOBA MOXKE A4 MOBHILH PHCKa OT [TOAB&
Ha HexKeJlaHH peakly (BxK. Touka 4.4).

Anmuazpezanmu u cenexmusnu uuxubumopu na oGpamuomo 3axeaniane na cepomonun (SSRI)
INoBuuieH pHCK OT CTOMANIHO-IPEBHH KPLBOH3NIHBH (BX. TOYKa 4.4).

Jumuesu conu
Hma naHHy 2a NOTEHIHANIHO MOBHIIABAHE Ha [U1a3MEeHHTEe HHRA Ha JIHTHIA.

Memompexcam
EnnoBspeMenHata ymorpeba ma ¢nypOunmpoden M MeToTpekcaT MOXe Aa [0BeAe A0 NOTEHUHUIHO
MOBHMIUABAHE HA IUIA3MEHUTE HHBA Ha METOTPEKCAT.

Huxnocnopun
[lorMmen pHck OT HeQPOTOKCHYHOCT.

Kopmurocmepoudu
Mooxe Ja NOBHINAT PHCKA OT CTOMAIIHO-YPEBHH A3BH M KPBBOKXTABH (BX. Touka 4.4).

Apyzu HCIIBC u 81004 umeNH0 CeneKmusii uixubumopu Ha RUKI00KCUZena3a-2
Ha ce u3bsrea eanoBpeMeHHaTa ynorpeGa Ha ape win noeeue HCTIBC, prmounrenno Cox-2 HHXHOHTODH,
TBi KaTO TOBA MOKE /ia MOBHIEH PHCKA OT [0ABA Ha HEXKEJIAHW PEAKIlHH (BiK. Touka 4.4).

Xunononosu anmubuomuiiu

JaHHUTE OT MpoyvyBaHHA BHPXY XHBOTHM Mokaspar, ye HCIIBC moxe fa MOBHIEAT PHCKA OT I'bpHoBe
CBBp3aHH C NpPHEMA HA XWUHONOHOBH aHTHOMOoTHUM. Jlaumenture Ha neuweHue ¢ HCIIBC B XWHONTOHOBH
aHTHOHOTHIIH MOXE Aa Ca H3TOWKERH Ha IOBHIIEH PHCK OT NOAB2 HA IBPYOBE.

Mugpenpucmon
HCIIBC ne TpaGea na ce npunarar 8-12 nuu cnen ynotpe6a Ha Mudenpucton, Toii kato HCIIBC moxe na
oTcnabaT edekra Ha MUDENPHCTOH.

Taxpoaumyc
BramoskeH e MOBHIIEH pHCK OT HeppoTokcH4HOCT, koraro HCIIBC ce npruarar ¢ TakponuMyc.

3udosyoun

CrinecTByBa NOBMINEH PHCK OT XEMATONOrHYHA TOKCHYHOCT NPH eAHOBpeMeHHo npunoxesne Ha HCIIBC u
3HAoByMHH. HMa JaHiH 3a HOBHINEH PHCK OT XeMarposa # xeMaromu npe HIV (+) xemodrnnim, koMo ca
Ha eIHOBPEMEHHO JIcueHHe che 3unosyaus u HCIIBC.

HpoyupaHuaTa He ca ycrel Aa MOKAXKAT HAKAKBO BaauMogelicTeie Mexay duypbunpoden 1 TonGyTamua
WIH aHTHAIMH.
Hsama noxasatencrea, ye durypGunpoden npetau Ha craHnapTHH J1aGOpaTOPHH TECTOBE.

4.6 PepTHanETET, GPeMEBHOCT B KhpPMEHE

Epemennoct
HMuxubupaHeTro Ha CcHHTE3a Ha IPOCTAINIAHAHH MOXE Ja OKaKe HeONaronmpHATHO BIHSIHHE BBLPXY

OpeMeHHOCTTa W/HTH eMOpHoHATHOTO/PEeTatHOTO pa3sBHTHE HAa WICAR. JaHHHTE OT ENMJACMHONOrHYHHTE
MpOyYBaHHA NOKA3BAT NOBMIIEH PUCK OT CTIOHTaHEH alopT M chpAc4HH MandopMalHH cne,u ynmpeﬁa Ha
HHXHOHTODH Ha OpPOCTATN2HAHHOBHA CHHYE3 B HAYanoOTo Ha 6peMeHHoc'rra -
CHPACYHO-CHAOBA MaiiopMaluH ce yeenudara ¢ 1% mo oxono 1,5%. Csumura ce,-$ % .
ynenmaBaHe Ha »[o3ara W HPOJI'BIDKH'IBJ]HOC'ITE Ha JICYECHHETO. HpHJ'lOlK




BKJIOUHTENHO CBPACYHO-CHAOBH, ca OWIM AOKIAJABAHA TIPH JKMBOTHH TPETHPAHH C HHXHOWTOpP Ha
NPOCTArNIAHAHHOBHS CHHTE3 10 BPEMe Ha NEpHOIa Ha OpraHOTeHe3aTa.

Oaypbunpodien He TpAGBa Aa ce mpuwiara MO BpEME Ha ITBPBHA H BTOPHA TPHMECTHP Ha OpPeMEHHOCTTa,
OCBEH aKo He e abcoMmoTHO HeoOXOAHMO.

Axo ynotpebara Ha GurypOHTIpodeH NpH KeHH, KOHTO ce OMUTBAT Aa 3a0peMeHEAT WK N0 BPpEME Ha MbPBUs
H BTOpHA TPHMECTHP Ha GpeMeHHOCTT2 e HaNOKHTenHa, No3ara Tpatea ga Oblle MakCHMMATHO HHMCKA H
NPOABDKHTENHOCTTA Ha JICYEHKETO Bb3MOXHO Haf-KpaTKa.

[To speMe Ha TpeTHs TPHMECTHP HA GPEMEHHOCTTA, BCHYKH HMHXHOHTOPH HA MpPOCTAIVIAHJHHOBHA CHHTE3
MOTaT [a H10kKaT (eTyca Ha:
~  KapAHO-ITYJIMOHAIHA TOXCHYHOCT (C NpexAeBPEeMEHHO 3aTBapaHe Ha AYKTYC apTEPHO3YC Ha IJIoJia H
6enoapobHa XHNEPTOHHA NIPH HOBOPOAEHOTO);
- OnbpeydHa AuchyHKUMA, KOATO MOMKE Ja mporpecHpa Ao OnOpeuHa HeNOCTaTHYHOCT ¢
OJIATOXHAPAMHHOH;
[lo BpemMe Ha TpeTHS TPHMECTHP HA GpeMEHHOCTTa, BCHYKHM AHXMOHTOpH Ha NMPOCTATNAHAMHOBHUA CHHTE3
MOTAT N2 M3N0KAT MAKATa H HOBOPOAEHOTO, B Kpas Ha GpeMEHHOCTTA Ha:
~  BB3MOXKHO YAB/KABAHE Ha BPEMETO HA KLPBEHE, KOETO MOXKE Ja ce NOABH JIOPH K NPH MHOTO HUCKH
AO3M;
- NOTHCKAHE HA MATOMHHKTE KOHTPAKLHWH,

Cnenopatesno, daypbunpodieH e IPOTHRONOKA3aH N0 BpEME Ha TPETHN TPHMECTHP Ha GpeMEHHOCTTA.

Knpmene
B orpanwdens npoyusaHuMa ¢ ycraHoseHo, ye HCIIBC ce mosBsBaT B KbpMaTa B MHOr0 HHCKH

KOHLCHTPAIMA H € MHOTO MANKO BEPOATHO Ja NOBAHSAT HEONATONPHATHO KBPMEHETO. AKO € BB3MOXKHO,
HCTIBC Tpabsa aa ce u36Arsar npd KspMere (BXK.TovKa 4.4).

4.7 Edexrn B1pxy cnocoGroctTa 33 modupane u pabora ¢ MAMIMEH

[pu npuemane ra HCIIBC, Kato HekenaHu peakiyy ¢a Bb3MOXHH CBETOBBPTEX H 3aMbINIeHO BHxknaHe. B
TE3H CTYYaH NalMeHTsT He TpaAbBa Aa modHpa wiv Aa paboTH ¢ MAUIMHEH.

4.8 HexenanH IeKapcTBEeRN PeaKnAH

CrHcbKBT HAa HEWENaHHTE JIEKAPCTBEHH DEaKiyH, NpPEACTaBeH MO-JIONY, €€ OTHACS 33 KPATKOCPOYHA
ynorpeba wa QuypOunpoden. TlpH DNpOABDKHTENHO NCHCHHWE HA XPOHHYHM CBCTOAHHMA MOXE Ja ce
HabmonaBaT JOIMBJIHUTEIIHH HEKEIIAHH PeaKiHK.

CroMamHo-4peBHE HAPYIICHHR

Morart j1a ce NoABAT NEMTHYHA A3BH, NepGHOPALMS WITH CTOMALNHO-PEBHO KbPBEHE, MOHAKOra (aTaiHH,
oco0eHO MpH MaLUMEHTH B CTApYECKa BR3pacT (BHXK To4Ka 4.4).

l'anene, noBpemade, AHapHA, AUCTIETICHSA, METEOPHIEM, 3aIIEK, KOpeMHa GoiIKa, MeneHa, XeMaTeMesa,
YALIepO3eH CTOMATHT, ofocTpane Ha konuT H Gonect Ha KpoH (Bmxk Toukn 4.3 u 4.4) ca cpobimaBanu cen,
npremMa Ha QuypSunpodien.

INo-panko e Habmonasana MoABATA HA FACTPHT.

[TaHkpeaTHTH ca JOKNAZBaHH MEOTO PANIKO.

Hapymennsa na BMyHHATA CHCTEMA
,I[oxna,rmann C¢a peaKiii Ha CBPBXYYBCTBHTENHOCT CICA JICYCHHE C HECTCPOHMHH MPOTHBOBB3TIATHTC/THM
cpenctea (HCTIBC). Te Moxe fa BKIOYBAT:
- HecneUH(HYHM ANEPrUvHH peakiui H aHa(HIAKCHS;
- PEaKTHBHOCT Ha JWXaTe/iHMTe NBTHINA, BKIIOYBAlld 4CTMA, BIOIIABaHe Ha acrMa, 0
HITH TMCITHEs;
- pasHooOpasHW KOXKHH 3a00naBaHWd, BKMIOYMTENHO OOPHBH OT paal,
YPTHKapHs, IypIypa, AHrHOENEeM H MO-PAAKO eKCoIHaTHBHA H GyN03HH
TOKCHYIHA EMUJIEpPMANHA HEKPONH3a H epETeMa MyTrHpOpMe).

HXOCNA3HEM

=

s,



ChpAedHO-CHAOBH H MO3LYUHO-CHAOBH HAPYIICHHS
Hma cro0weHns 3a 01O, XHNEPTOHHA M CHPACYHA HEMOCTATHUHOCT, KOHTO ¢a CBBP3aHH ¢ yrorpebara Ha
HCIIBC.

KnuHA4HM IpoyvBanma H emMAEMHMOIOrHYHE JAHHH TOKA3BAT, e ynoTpebara Ha ¢mypOunpoden, ocoberno
BBEB BUCOKH JI03M H NpPH NPOIBDKATENHO MPHIOXKEHHE, Moxe Aa Oblle CREp3aHa C JICKO MOBHLICH PHCK OT
apTepHanHH TPoMOOTHUHH CHOUTHA (HampHMep MHOKapaeH HHGapT WM HHCYAT) (BX. Touka 4.4).

PecnupaTopas, rphAHE H MeAHACTHHAJIHE RAPYII¢HUS
PeakTHBHOCT Ha JMXaTeHUTE TFTHINA (acTMA, HPOHXOCNAZEM, JUCITHER).

Apyrn HexenaHM peakuHH, cboOlaBanu MO-psaxe H 338 KOHTO NMPHYMHHO-CIEACTBEHHTE BPB3KH HE €
3aABJDKUTEITHO A4 Ca YCTAHOBEHH, BX/IOUBAT:

HapymeRns Ba KPBBTA H JRMQHATR CHCTEMS
TpomBouTONe AU, HEYTPOTIEH S, ATPaHYJIOIMTO34, ATUIACTHYHA AHEMHS M XeMOJIHTHYHA aHEMUA.

Iicaxu9HE Bapymenny
Jenpecusa, ofBPKAHOCT, XATIONMHALIMHL.

Hapymienns HA HEPBHATA CHCTEMA
Mo3B4HO-CBH0B HHIHACHT, HEBPHT Ha 3pHTENIHUA HEPB, rTaBoGo/IHe, NapecTesHd, 3aMasHOCT H ChHIHBOCT.

AcenmirieH MCHHHTHMT (0coGeHO NpH TNALMEHTH CHC CHUIECTBYBAIM aBTOMMYHHH 3a0onsBaHHA KaTo
CHCTEMEH JIYITYC CPHTEMATO3YC M CMeccHO 3a00/jiBaHE HA CHEOWHMTE/IHATA THKAH) CBC CHMITTOMH Ha
CXBAHAT BparT, IMiaBoboNKe, rafeHe, NOBPBIIAHE, TPECKA HIIH AE30pHEeHTals (BIDK Touka 4.4).

Hapyuwicnns a3 0unTe
Hapymenue na 3penneto.

Hapynienns Ha yX0T0 H JIAGHpHEATA
1llym B yimTe, CBETOBBPTEXK.

XenaTo-0HNEAPHH HApYIIeHHS
Hapymena yepHoapoGHa GyHKINA, XenaTHT U X hATEHHLIA.

Hapynienns Ha KOXKATA H DOAKOKHATA THKAH

Koxnun 3aGoaBanus, BKMO4HTENHO OOpHB, ChpOe#k, yprukapus, IYprypa H MHOTO psako, OynosHH
JepMaTo3d (BKJIOYATEITHO CHMHAPOM Ha Stevens-Johnson, TOKCHYHA emuaepMaiHa HEKpOnH3a H epHTEMa
My ITH(GOpPME) H peaxumy Ha GOTOUYBCTEMTENHOCT,

Hapymennn 5a 6n0penBETe B THKOYHATE DLTAINA
TokcHuHa He(ponaTHA B pazau4Hi hopMH, BIUIOYHTENHO HHTEPCTHIHANCH HEPHT, HePPOTHYEH CHHAPOM
H 6p0pedna HeNOCTaTEYHOCT.

OGmu RapymieHHS B ¢EKTH HA MICTOTO HA TPRIOKEHHE
Hepasnonoxenue, ymopa.

JowianBany ca NMpe/AroNaracMy HexKellaHH peakiyy, CREp3aHH ¢ ynotpebara na HCIIBC, kato octpa
616peuHa HENOCTATHYHA, IANTMIAPHA HEKPO3a, 0COOEHO MPH NPOILIDKHTETHA YNoTpeba, CBhp3aHa ¢
TOBHINICHA CepyMHA ypea H OTOLH.

CrpobniaraHe Ha NOAO3MPAHM HEMENZHN PEaKIIHU
Cro0ImasaHeTo Ha MOKO3HPAHH HEXKEAHH PEAKIMH ClIe Pa3pelliaBaHe 3a YII

NPOIYKT € BaxcHo. ToBA MO3BOMIARA 213 MPOBILKH HAGTIONEHHETO Ha CHOTHOMIEHHGED /1{ 38
NIEKAPCTBEHHA MPOAYKT, OT MEIHIMHCKHTE CTIELMAHCTH C¢ H3HCKBA 1a CHob s



HexxenaHa peaknusa. Hexenanure peakupn Moxe 12 653aT ¢hobileHH AupexTHo Ha H3mMbIHUTEIHA areHums
no nexapcrsara (MAJT):

va. Jamsu I'pyes 8, Codpua 1303
Tei. +359 2 8903417

en. noma: bda@bda.bg
yebcaiir: www.bda.bg

4.9 Tlpenozmpane

Cumnmomu

CuMITTOMHTE Ha MpeJio3dpaHe MOraT Ja BKIOYBAT [asofomue, rajeHe, NOBpPhilaHe, enHracTpanta 6onka,
CTOMAIIHO-4YpeBHO KEPBEHE, PANKO: ANApHA, Ie30pHeHTalNs, BB30yKaHe, koMa, ChHIHBOCT, BHEHE Ha CBAT,
IOyM B YIIIHTE, NPHIIAAEIM H MIOHAKOT2 KOHBYACHH. B cyuanTe Ha Mo-CepHO3HM OTPABAHHA Ca BH3MOXKHH
ocTpa 6B0peyHa HIOCTATEYHOCT M YBPEXKAAHE HA MepHHA Apob.

Tepanesmusnu mepxu

TepanesTHunmuTe Mepkh Tpabea Ja OBIAT CHMITOMATHYHH H MOAXbpkaimd. J[o eHH vac cliell IpHeM Ha
[OTCHIHANIHO TOKCHYHH KOTHYECTBA, NIEPOPAITHO Moske a Ob/e JalcH aKTHBEH BBIVIeH. AJITEpHATHRHO, NPH
BB3PAaCcTHH Ce H3BBPIIBA CTOMALIHA [TPOMHBKA.

Cnenpa na ce npeU3BHKa 3aCHJIEHO OT/ENIAHE HA YPHUHA,
Br6peynata u uepHoApoGHA (yHKIHN TPAOBA [Ia C& CNEAAT BHUMATETHO.

Iauuenture Tpabea na Gbaar HaGmogaBaAK B NPOTWDKEHHE HA Hal-MaNKo HETHPH Haca clied NOorThlaHe
Ha MOTEHLHATHO TOKCHYHH KOTHYECTBA.

Yectd HIH NPOTBDKHTENHE IbpuyoBe TpAGBa ga GBAAT NEeKyBaHW ¢ AHA3ENaM MHTpaBeHosHo. Morar na
6baT npeNpueTH U APYTH MEPKH, KOHTO CE ONPEAENAT OT KIMHHIHOTO ChCTOAHHE HA NAMEHTa.

5. @®APMAKOJOI'HYHH CBOMCTBA
5.1 PapMakoIHBAMHYHH CBOHCTBA

(apmakoTepanieBTHYHA rpyna: IIpoTHBOBE3MAKHTENHA M TPOTHBOPEBMATHYHH TNpPOAYKTH, HECTCPOMIHH
ATC xon: MO1AE09

MurypbHnpodeH € HecTepHONEH NPOTHBOBBL3AIHTENCH JIEKAPCTBEH NPONYKT W JTIPHTEXKABA AHAIITETHYIHO,
NIPOTHBOBE3NAIMTENHO M AHTHIHPETHIHO AelicTBHe. TepaneBTHUHMAT edeKT Ha NEKAPCTBEHUA TPOAYKT €
pesynTaT Ha HHXMOHpaHe HA MPOCTANTHHOBATA CHHTE3A.

5.2 @apMaAKOKHHETHYHH CBOHCTRS

®rypbunpoden ce abcopbupa NecHO 0T CTOMAIIHO-UPEBHHS TPAKT, KATO NMHKOBH IU1A3MEHH KOHUEHTPALIHH
ce JOCTHIAT 3a 0K0J10 90 MMHYTH ClieZl MPHEMAHETO MY .

Onypbunpoter ce¢ CEBP3BA BBB BHCOK INPOLEHT C [UIa3MeHwWTe npoTewHH (okomo 99% ) ¥ uMa
eJIMMHHALIMOHER TONYKKMBOT OT OKOMO OO 4 uaca.

OaypbunpodeH 65p30 npeMHAABA Npe3 TANOTO, KATO OCHOBHO ¢¢ MeTabO/H3Hpa Mpe3 XHAPOKCHIHpaHE H e
EKCKpeTHpa upe3 6p0permre.

XuapoxcH-4-6ideHinn) nponHoHosa KucenuHa) u [2- (2-dayopo-3'-Xxuapokcn
TIPONTHOHOBA KHCENHHA]) € noxo0Ha NMpU OpanHO M PEKTaJHO MPHICKEHHE.
Ka4yeCTBCHO CXONHHM IPH JBATA HAYMMHA HA MPHBOXKEHHE.



5.3 IlpeaxIHRARYHH JAHHH 33 Gezomacmoct

Henpunoxumo

6. DOAPMAINEBTMYHH JAHHHU
6.1 CpEchbk Ha DOMOMHEATE BEINecTBA

Jlaxrosa DC (Jlakroza MoHoxuapar + ITosuaon)
MnuxpocranHa uenynoza PH 102
KpocxapmMenosa HaTphii

Konouaen 6e3poicH CHIHITHEB THOKCHA
Marnesues creapar

CreraR Ha GWIMOBOTO [IOKDHTHE
Tonu(BHHUNOB AJKOXO)
ITomeTvneH rimkon

Turanos anokcny (E171)

Tank

Huauroxapmus (E132)

XBnT xenezed okcua (E172)

6.2 HecbBMECTEMOCTH

Henpunoxumo

6.3 Cpok na roguEocT

2 rogusM

6.4 Coenmanad YCJOBHS HA ChXpaHeHHe

Jla ce crXpansaBa Ha M¥CTO, HEZOCTBITHO 2a Aelia.

Ja ce cpXpaHfBa B OPHTMHAITHATA ONAKOBKA, 32 A3 CE NPEANas3H OT CBETIMHA.
Ja ce cexpanasa nopn 25 °C.

6.5 BHA E CLABPAKAHHE HA ONAKOBKATA

Munpoden 100 mg ¢punmupann Tabnerku ca onmakosaHM B Omacrepu or menpospauno PVC/PE/PVDC-
AnymusHeBo Qomuo.

Brpose onaxkoexu:

30 punmMupanu TabneTkH onakosaHn B SnucTepH o 15 puimMupann TabNeTKH BCEKH.
15 ¢uimnpans Tabnerku onakosauu B 6mucTep, chappxkauy 15 ¢punmupany TablieTkH.
6.6 Cnenuajsus NpeANAIHN MEPKH IIPH H3XBLPIAHE

Hsama cneupyaniu H3UCKBaHHA.

Hen3non3saHMAT AEKApCTBEH MPONYKT MIH OTHAXBYHHTE MATEPHAIH OT HEro
CHOTBETCTBHE C MECTHWTE H3HCKBAHMA.

Tpaﬁ/lana-



7. NPHTEXATEJ HA PASPENIEHHETO 3A YIIOTPEBA

HOBEJ ®APMA EOOJ,
yn. OkonoBpbcTeH obT Ne36
1415 Co¢ms, Brnrapus
Tedl.: +359 2 962 62 80
axc: +359 2 962 90 36

e momma: info@nobelpharma.bg
8. HOMEP HA PAZPENIEHHETO 3A YIIOTPEBA

Per. Ne 20160315

9. JIATA HA IThPBO PA3PEIIABAHE/MIOAHOBABAHE HA PAPEIIEHHAETO 3A
YIIOTPEBA

Jara Ha mepBo paspemnagase: 24.10.2016
Jlara Ha nocAeaHO NOAHOBABAHE:

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

10.2021




