KPATKA XAPAKTEPUCTHKA HA l'[PO)IyKTA

IBUPROFEN ACTAVIS
NUBYIIPO®EH AKTABUC

1. WMEHAJEKAPCTBEHRS IPOIVKT U3MbIAHUTENHA ATEHUNS 110 NEKAPCTEATA

Ibuprofen Actavis 400 mg film-coated tablet KpalTika XapaKTIepGIiuka Ha PO FPUAGKEHUS T
HU6ynpoden Axkrasuc 400 mg GpriMHpaHa talneTxa Kbm Pe2. Ne 7? e 2042 2.

5. KAUYECTBEH U KOJUYECTBEH ChCTAB  |Paspewerue Ns oy 04 201

Beska punMupana Tabnerka Chabpika 400 mg ubynpodeH. | Ogobpenue Ne /.

34 [TBLIHMA CIIMCHEK HA MTOMOILHHUTE BEIIECTBA, BUIKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA

dunMupany TabNETKH.

400 mg TabneTxu: 6EU, OBATHY, ABOHHO-H3ITBbKHAIH rnmupany TabyeTky, ¢ JeAUTENHa YepTa OT eAHATa
CTpaHa.

Ta6nerkara Moxe 1a Obe pasaesncHa Ha IBe PaBHHU NOJOBUHH.

4. KJUHAYHU JAHHA
4,1 TepaneBTUYHH NMOKA3AHUIA

Jleka mo ymepeHa Goska, Hanp. npu rinaso6onue, BKIFOUHTENHO MUTPEHO3HO rnasoGonme, 36606011
[TbpBHUHA AMCMEHOPES.

DeOpWTHA CHCTOSHHUA.

PeBMATHYHH CHCTOSHMSA: APTPUTH (HAMp. PeBMATOWMEH apTPHT, B TOBA YHICJIO MITAJEXKKH PEBMATOUIEH
ApTPHT), IETCHEPATHBHN APTPHTHH CHCTOAHIA (HArp. OCTEOAPTPHT), HEH3ABEHH PEBMATHHH CBCTOSHUS,
APyTH MyCKYJIHH U CTABHU HapYIICHHS U TPaBMH Ha mekarta ThbKaH.

42 J{o3upoBKa H HAUHH HA NPHJIOKEHNE

HeskenaHuTe AeKapcTBEHH PeaKLMi MOraT fa C¢ HaMajlaT 110 MUHHMyM, KaTO C¢ W3TIONI3Ba Hal-HICKATA
ed)eKTHBHA 1032 B IPOIB/KEHHE Ha Haii-kpaTkusa nepros, HeoGX0uM 3a OBIajABAHE Ha CUMIITOMHTE (BHX
T. 4.4).

Tlosata Ha nOynpodeH 3aBrcu OT BB3pacTTa 1 TeJIeCHOTO TErNIO Ha NalkeHTa. MaxcHManHaTa eIHOKpaTHa
MHEeBHA J103a 32 Bb3pacTHH HE TpsbBa na HaJBUILIABA 800 mg udynpodeH.

TaGneTkaTa TPAOBa Aa ce MpHEMa C Jallia BOJA TIO BPEME HIH CHieT XpaHeHe.

JTexa 0o ymepena 60aKa u pebpuntil CoCMOANUA
Bw3pacmHu u 10HOwU Hao 12 200unu (240 kg):
200-400 mg KaTo eIHOKpaTHA 1032 WK 3.4 [HTH IHEBHO [PE3 MHTEpBa OT 4 10 6 Yaca. JlosupoBKaTa MpH
MMI'PEHO3HO I1aBobOIHE € 400 mg eIHOKPATHO, NpH Heo6xomumoct 400 mg npes HHTEPBal OT 4 go 6 4aca.
MakcuManHaTa IHEBHA 034 He TpsbBa [ia HaBHIIaBa 1200 mg, oL

Jleya na evspacm 6-12 200unu(>20 kg):

Jeua Ha 6-9 ronvHH (20-29 kg): 200 mg 1-3 mBTH AHEBHO NPE3 vHTEpBa OT 4 710 6 4act
MakcuMasIHaTa AHEeBHa J03a He TpaOpa la HalBhLiaBa 600 mg. e
Jeua Ha 10-12 roguHu (30-40 kg): 200 mg 1-4 mbTH THEBHO NPE3 HHTCPBAT oT4 10 6 ‘fgica
MakcumaHaTa JHeBHa 1032 He TpsOBa fa Ha[BULIABA 800 mg. E
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ITvpeuuna oucmenopes
Buwspacmuu u degoitku Had 12 codunu.

’) » . N »
200-400 mg 1-3 mbTH AHEBHO Npe3 HHTEPBA OT 4 10 6 yaca. MakcnManHaTa JIHEBHA 11032 He TpsiOBa Ka
Haapumasa 1200 mg.

Pesmamuunu 3ab6o01a6dnun
Bw3pacmuu: :

O6uuaiinata o3a € 400-600 mg 3 meTH aHesHo. [Toamspxaiw fo3u oT 600 mg-1200 mg AHEBHO MOTaT Aa
6baaT ePeKTHBHY NPH HAKOM MalHeHTH. [1pi OCTPH M TEXKH CBCTOSHAA 103aTa MOXKE [1a €€ YBEMHH 110
MakcuManHo 2400 mg, paszesicHa Ha 3 WiH 4 rpuema.

FOnowm nad 12-200umna evspacm (>40 kg).
Ipenopruurennara n03a e 20 mg/kg 1o MakCHMYM 40 mg/kg TenecHo Tero AHEBHO B 3 10 4 mprema.

Ilayuenmu ¢ nanpeonana 6v3pacm

HecTepoHIHuTe IPOTUBOBB3NANMTEIHN CPEICTBA (HCIIBC) Tpsa6Ba fa ce mpwiarar ¢ MOBHIICHO BHUMAHHE
TIpH TIAHMEHTH B HATIPEIHANA BB3PACT, KOUTO Ca NO-CKIOHHH /13 PAa3BUAT HEXeJIaHU JISKapCTBEHH PeaKLMHu U
TIpY KOUTO UMa TOBUILIEH PUCK OT MOTEHIHATHO dbaTaneH CTOMAIUHO-IPEBEH KPBBOU3IIVB, yILEPALH HITH
nepdopauus (Brx T. 4.4). Ao e HEOOXOIHMMO JIEHEHHUE, TpsibBa Ja ce U3MON3Ba Hali-HACKATa 103a B
NPOIBIDKEHUE Ha Hail-KpaTKKs NEpHO/, HEOOXOMM 3a OBNTAAIBAHE HA cumnromute. Jleuenuero Tpabsa 1a
ce MOANIAra PeIOBHO Ha NPEolieHKa 1 1a Oble NpeyCTaHOBEHO, aKO HE ¢C HabmoaaBa nogo0peHne HitH
HACTBITA HEMOHOCUMOCT KBM JIEKapCTBOTO.

Vepeoena 6vopeuna QyHKuuA

Tlpy MALMEHTH C JIEKO 10 YMEPEHO yBPeKIaHe Ha 6B6peunata QyHKUMA, 103aTa TPIOBA Na 6bae BB3MOXHO
Hali-HMCKA W [A Ce MPWIAra 3a Bb3MOXHO HaH-KpaTKus NepUoL, HeOOXOIUM 32 OBJIaJsABaHe HA CHMNTOMHTE,
KATO CHIIEBPEMEHHO € HEOOXOMMMO Jia Ce ClteaH GrOpeunara GyHKL (32 MALMUEHTH € TEKKO yBPe/IeHa
6B6peuna GyHKIWA BIK T. 4.3).

Yepeoena ueproOpoOHa PYHKHUA

TIpu MaLMEHTH C JIEKO I0 yMEPEHO YBPEKIAHE Ha yepHoApoGHaTa PyHKUHS, 103aTa TpabBa na 6bae
BE3MOYKHO HAli-HMCKA 1 I CE TPUMIAra 3a BE3MOKHO Hali-KpaTKIs NIEpHOL, HeOoOXOAMM 33 OBJIAJSIBAHE HA
CHMITTOMHTE, KaTO ChLIEBPEMEHHO € HEOOX0MMO A1a C¢ Cliel yepHoxpoGHaTa QyHKIMA (32 NALMEHTH C
TeKKO yBpeneHa uepHoapoGHa PYHKIHA BHXK T. 4.3).

4.3 TIpoTuBOonOKa3aHUH

U6ynpoder AxTaBuc € MPOTUBOTIOKA3AH MPH MALHEHTH ChC:

- CBPBXUYBCTBHTE/HOCT KbM aKTHBHOTO BELUCCTBO HITH KBM HAKOC OT MOMOIIIHUTE BELNECTBA HA
H6ynpodeH AKTaBuC

- TIPEMILIHH PEAKIIMH Ha CBBPXUYBCTBUTECNHOCT (HampuMep acTMa, PUHUT, YPTHKapH WK aHTHOEEM)
KbM ALETHICATHLINOBA KuceanHa win apyru HCTIBC

- aHaMHe3a 3a CTOMAIIHO-YPEBEH KPBBOW3IHB WITH Nepopalus BbB BPB3KA ¢ Mpekapana Teparus ¢
HCTIBC

- AKTMBHA WM HEOTAABHA PEKAPAHA NeNTHYHA 13Ba/KPhBOU3/NHB (mBa WM NOBeYe M3ABEHH enu3oia Ha
[OKa3aHa yILEepauys Wik KbpBEHe) '

- TexKa uepHOAPOGHA Kk Texka 6bOpeHHa HeROCTATEHHOCT

- TekKa ChpAEYHA HeAOCTaTh4YHOCT WK KOpOHApHa 60necT Ha ChPLETO

- TIOCHEHOTO TpUMeceUHe OT OpeMEeHHOCTTa (BiK T. 4.6) o

- 3HQUUTE/THA JEXHAPATAINAA (IPHUMHEHA OT [OBPbHINAHE, AMapUsl WK HEJOCTATEHCH nga’é}}i"uat
TE4HOCTH) et

- LepeGPOBACKYTAPHH WIH APYFH aKTHBHH KPbBOU3JIHBH ST s

- HEM3SCHEHH CMYLIEHHs B XeMoIloesarta

- Jetla Noj 6-roJuiiHa Bb3pacT.




4.4 Cuenuajuu npeaynpexicHAa H npeanasHy MepKH IpH ynotpeba

EnHOBpeMEHHATA ynotpeba Ha H6ynpoder AKTaBUC ¢ HCIIBC, BKIIOHHTEMHO ceNleKTHBHA HHXHOUTOPH Ha
uuxnooxcureﬂa3a-2 TpsbBa Ja ce n30qrea. ‘

BonHMTe OT acTMa TpsOBa 1a & KOHCY/ITHPAT ¢ JieKap MpeaH Ja npueMaT ubynpoder (BUX no-gony).

Heskenanure JeKapeTBeHI peaxii MOrar ja ce cBeaT A0 MHHHMYM, aKo €€ M30I0/13Ba HaH-HHCKATA
e(exTHBHA 1033 B TIPOAB/DKEHUE HA BB3MOMKHO HaH-KPAaTKHA CPOK, HeoGX0ANM 3a OBJIAAABAHE HA
cumriTomMuTe (BIK T. 472. ¥ raCTPOUHTECTHHATHHTE H CBPIEUHOCHAOBH PHCKOBE no-gony). HauneHTuTe,

nexyBaH! HpO}Z[‘bII)KI/ITeIlHO BpEME Cc Hecrepommu HpOTHBOB’bBIIaJ'IHTeI[HH cpe)lcma Tpﬂ6Ba nace uscneasar
pe)IOBHO 33 MosiBaTa Ha HerKelnaHu peaxmm.

U6ynpodeH AKTaBHC C€ mpuniara camo Ciiefl oueHKa 4ia CHOTHOLIEHUETO [10/3a-PUCK B ClIeMHKTE CITydan:
- CHCTEMEH JyITyC epuTeMaToneC (SLE) nnu ApyTH ABTOMMYHHH 32001ABAHI,

- BPOJIEHO HAPYLICHHE HA metaGonusma Ha mopQuprH (nanpumep OCTPa MHTEPMUTEHTHA nopbupys);
- Tipe3 IbPBOTO 1 BTOPO TpUMECEUHE HA BpeMeHHOCTTa,

- KbPMEHE.

Heo6X0uMO € Crielaitio RHUMAHHE B ClIEIHATE ClIyHan:

- racTPOUHTECTHHAIHN saGoNBaHMs, B TOBA YHCIO XPOHHYHH BBANANHTETH MHTECTHHAIHH
saGonsBanus (yuepaTuseH kouT, bosiecT Ha Kpon);

- ChPACUYHA HeAoCTaThYHOCT H XHTIEPTEH3H;

- namarneHa OpOpevHa pynKuma:

- yBpefeHa yepHonpoGHa YKL,

- HapyLISHA Koarynauws HA KPBBTA;

- anepruu, ceHHa Xpema, XpOHHUEeH OTOK Ha HOCHATA JTMTaBHLA, aNEHORIM, XPOHHYHA 0bCTpYKTHBHA
GesnonpobHa Gonect UK GPOHXMANIHA ACTMA;

- BefHArA CIIEA CeprO3HA XUpypruvHa HHTEpBEHLNA.

T acmpouHmechuHanno KppeeHe, ynyepayti i nepgopayus

3a TaCTPOWHTECTHHATHO KbpBOHE, y/Lepatii wnu nepdopauus ¢ BB3MOJKEH (paTasieH U3XOA Ce cpo0mIaBa
nipy yroTpe6a Ha BCHUKH HECTEPOUIHH TIPOTHBOBB3TATHTEIHH cpe/cTBa 10 BCAKO BpeMe Ha JICGEHHETO, CBC
iy 6e3 peXynpeauTeHi CHMITTOMH WM aHaMHe3a 3a CEepUO3HU racTpOUHTECTUHATHA UHLMAEHTH B
MHHANOTO.

PucksT OT FacTPOWHTECTUHATHO KbpBEHe, yLepaius Wit niepopalus ce 3acuisa MIpH yBE/HYABaHEe
103UTe Ha HCIIBC npy naukeHT! apaMHe3a 3a A3BeHa GonecT, 0co0EHO aKo € cHIpoBOACHA OT
YCOKHEHHUS KaTO xemoparusa win nepopanus (BHAK T- 4.3), KaKTO ¥ TIpH [ALMEHTH B HaNpeaHana BB3PaACT.
Taxypa NauMenTH TPAOBa A3 3arOYHAT NIEUCHUETO € Hali-HUCKATA HAMM1Ha 1038

3a xkoMGMHMpaHa Teparud ¢be salATHH CpeAcTBa (HarpHUMep MI30TIPOCTON WK WHXMGHTOPY Ha TIPOTOHHA
nomra) Tpabsa na ce [IOMMCIM KaKTO TpK Te3K [ALMCHTH, TaKa ¥ PH MAlAeHTH, KOWTO [OJTyHaBat
€THOBPEMEHHO aleTWICATHLIAIOBA KuCeNMHa B HUCKH 031 WK JpyTH JIEKapCTBa, KOUTO MOTAT Ja 3aCHIIAT
racTPOMHTECTHHATHAL pycK (BHXK no-gony HT. 4.5).

[lalpeHTUTe ¢ aHaMHe3a 32 racTpOMHTECTHHATHA TOKCUUHOCT, 0CO0SHO aKo ¢a B nampeHana Bp3pacT,
Tpa6Ba Aa cboOLIABAT 33 BCHYKH HeOOHUaHHH KOpEeMHH CHMITOMH ([TO-CrIeunanto 3a FACTPOWHTECTHHAITHO
KbpBeHe), 0c00eHO B HAuAIHHMS CTaHH HA NEUEHUETO. .

Heo6X0auMO € MOBHLICHO BHUMAHHE TP TTALIMEHTH, KOWTO ce NeKyBaT SIHOBPEMEHHO C fleKapcTBa, KOUTO
Morar ia MOBHINAT pHcKa OT ynuepauus uin KBpBEHE — OPAHA KOPTHKOCTEPOUAH, AHTHKOArYNaHTR —-.
papdapuH I XSHapHH, ceeKTHBHU HHXUOHTOPH Ha obpaTHus 3aXBaT Ha CepOTOHMHA WITH - o
AHTATPOMOOIMTHH cpencTBa KaTo aneTWwICaANMITNIoBa wuceiHa (BK T.4.5). A
AXO HACTBIIH racTPOUHTECTHHATIHO KbpBEHe WM yNIepaty TIp¥ TIALMEHTH, JIEKyBaHH C
AKTaBHC, JIEUCHHETO tpabea na 6bae IpeyCTAHOBEHO. :
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HecrepounHuTte NpOTHBORB3NAIMTENIHN CPEACTBA TPAOBA Ja ce NMpwiaraT ¢ NOBHUWEHO BHUMaHHE TIpH
MALMEHTH ¢ AHAMHE3a 33 TaCTPOMHTECTHHANHO 3a00MsBaHe (y/epaTHBeH koauT, Sonectra Ha KpoH), ThH
KAaTO ChCTOSHHETO KM MOXeE 1a ce 000cTpH (BiK T.4.8V.

Hayuenmu 6 HanpedHANa 8b3PACM

[TanyeHTHTE B HAMIPEIHATa BB3PAcT [0-YECTO MOJTyYaBaT HeWeNlaHH peakii CBbp3aHH C HCTIBC, ocobeHo
racTPOMHTECTHHAHO KbPBEHE W TIeppopaius ¢ Bp3MOxeH daraneH U3XOA (BIK T.4.2).

Copoeynocv008u U §epebposacKyIapHil eghexmu
~ .
HeoGX0oaMO € MOHHTOPUPAHE ¥ KOHCYNTALMK 32 MAUHEHTH ¢ AHAMHE32 32 XHNEPTeHINA H/Wnu nexa no

yMepeHa 3acTOHHa ChPJIeUHa HEA0CTATHYHOCT, ThH KaTo ce ¢bOOLIABAT CyUaH Ha 3aQbPKaHEe Ha TCYHOCTH,
XMIEPTEH3HA U eleM BbB BpB3ka ¢ Tepannus ¢ HCTIBC.

K TMHHYHY M3IHTBAHMS W eNMAEMHUONOFHUHH IAHHH [IOKA3BaT, 4e ynorpebara Ha uGynpodeH, ocobeHO BbB
BHCOKH 11034 (2400 mg AHEBHO) U 32 POIBIKHTENEH NMEPHOLL, MOKE J1a € CBbP3aHa ¢ JICKO MOBHLICH PHCK
OT apTepHanHK TPOMBOTHYHY CHOMTHS (HaNpHMep uHGbapKT Ha MHOKap/a uiiu uHeyaT). Kato o,
CITHIEMMOJIOTHYHHTE [POYUBAHMs He MOKa3BaT, ue ubynpoder B HUCKH 103U (uamp. < 1200 mg) ce cBBp3Ba
C TIOBMIIEH PUCK OT HH(APKT HA MHOKapAa.

[lALMEHTH ¢ HEOBIAAAHA XHTIEPTOHHUS, 3aCTOHHA ChpJieYHa HeJOCTATHHHOCT, MOTBLPACHA HCXEMHIHA
onecT Ha ChpLETO, NeprdepHa apTepuanta donect w/u nepeGposackynapHa 6onect TpsiGBa na 6baaT
nexysaH# ¢ MOynpoden camo cliesi BHUMATENHA NPELeHka. Taxasa npetieHka TpsOBa /a ce HaTpasy U Npean
HAYASIOTO HA LIFOCPOUHO JleueHHe Ha ALIMEHTH ¢ PUCKOBH (aKTOpH 38 KAPAUOBACKYJIAPHH cuOuTHA
(HArpUMep XUIIEPTOHMUS, 3aXapeH Auabet u nyuieHe).

Kooiwcnu peaxyuu

CepHO3HH KOXKHH PEAKLIKH, HAKOH OT KOUTO C haTaneH u3Xo, B TOBA UMCIO eKCHONMATHBEH ACPMATHT,
CHHIpOM Ha Stevens-Johnson 1 TOKCHUHA eTIUACPMAIHA HEKPOJIH3A Ca OKNIa{BAHH MHOTO PAAKO BB BPb3Ka
¢ ynorpe6ata va HCTIBC (8rok T. 4.8). TlameHTUTE W3IMIENKIA Ca ¢ TOBUILEH PHCK OT TAKKBA peaKkLHH B
HAYATOTO HA TEPAITHATA, KATO PEAKLMHTE HACTBIBAT B NOBEUETO ClyHan Tpe3 MBPBHA MECELl HA NEUCHHETO.
ITpuemst Ha GynpodeH AKTaBHC Tps6Ba na Gbae MPEYCTAHOBEH NPH THPBATA M10ABA Ha KOXHA peaKLmsl,
fe3dH TIO JUTaBHMUATA WIH APYTH TIPH3HALW Ha CBPBXMYBCTBHTE/HOCT.

Egexm evpxy bvbpeyume

H6ynpoder Moske Ja IPeAN3BHKA 3a/(bPiaHe Ha HATPHHA, KaITHii H TETHOCTH NPH TALKCHTH, KOWTO HE Ca
CTpajiany B MHHANOTO OT 6bOpedHu HapYICHHS NOpaiit Herosus edpekT BBPXY GhOpeunara nepdysus. Tosa
MOsKe [a TIPHYMHY OTOK HJTH JaXe Ja IOBEAE [0 ChPACHHA HeJOCTATBYHOCT MIM XUIIEPTOHHS MPH MAlMeHTH
C TaKoBa TIPEAPasoNOKEHUES.

Kakro u nipy gpyrure HCTIBC, npoAB/OKUTEHOTO nprIoXKeHHe Ha HOYNpoQeH MpH JKUBOTHH BOIH 10
6pOpeuna namiapHa HeKPo3a U APYTH [MaTONOrMHHH IpOMeHH, CBBp3aHH ¢ GpOpenuTe. Ipu xopa ce
cpo0iiara 32 OCTHp MHTEPCTHLIMAEH HEQPUT C XeMAaTypHs, MPOTEHHYpHS H TIoHsiKora He(hpOTHIECH
cunzpom. Habmonasauu ca u Cilyvan Ha 6B6peUHa TOKCHYHOCT MPH NALMEHTH, TP KOHTO
IPOCTAMNIAHIMHUTE MIPasiT KOMIEHCATOPHA pOIlA 32 nopIbpKaHe Ha GbOpevHaTa nepdysus. Tpu Te3u
naipentn npunaradeto Ha HCIIBC moxe fa nosezie 1o J10303aBMCHMO HamasieHo ofpa3yBaHe Ha
poCTarjaHANHH H Ha BTOPO MACTO, B 6BOPEUHHA KPBBOTOK, KOSTO MOXE J1a TipeAn3BHKa ABHA 6u0peyHa
fexoMrercanuys. [TareHTuTe ¢ Haff-rojAM PUCK OT Takapa PeaKilii ca Te3H HapylieHa OpOpevHa
dyHKIMS, CBP/IEHHA HEAOCTATHIHOCT, HapyIICHa yepHONPOGHA QYHKIHA, ALMEHTH NPUEMALIH MY PETHIH
1 ACE uHXUOUTOpH, U NIALMEHTH B HaNpeiHajla Bh3pacT. Cren kato nederuero ¢ HCIIBC 6bze :
[pEeyCTAHOBEHO, TALMEHTHTE Ce BPBIIAT KbM CBCTOAHMETO CH OT MpEeH NIEUEHHETO.

pyeu npednasni MepKu P L
BB3MOXHO € TIpeAU3BHKBaHE Ha GPOHXOCTIA3hM, yPTUKAPHA WM aHTHOCACM npy nanHerTy; CTPANALII OT . .
WK ¢ aHAMHe3a 33 GPOHXHAMHA aCTMA, XPOHUYEH PHHUT, CHHY3HT, NOJIMITA B HOCA, aIHOHIN WILR: epruy..

U6ynpodeH Moske Aa TPUKPUE NPUBHALHTE N CHMITOMMTE Ha HH}eKLH (nosumeﬂé i@mn@paty @Qﬂi(aiﬁdi:
TIOAYBAHE). Do




TIpH ABATOCPOUHO JISHEHHUE ¢ BUCOKH [103¥ aHAJITETHLE MOXe Aa HACTHIH raBoGorHe, KOeTo He TpA0Ba Aa ’
ce NeKyBa C BHCOKH JO3H OT JICKapCTBCHUA nponykt. OO0 B3ETO, O6HUAHHYSAT IIPHEM Ha aHAITeTHLH,
0coGeHO Ha KOMOMHHPAH MPHEM Ha pasHHHH AHATTETHYHN CyOCTaHLMH, MOXE 1 [ipeIU3BHKA IOCTOAHHO -
yBpeXaaHe Ha GBOpeLHTe ¥ PHCK OT fBOpeyHa HEOCTATEHHOCT (aHanreTH4HA HedpomaTHs).

[To BpEME Ha JieYeHue ¢ H6y1’lp0(l)€l‘l ca HabmoaaBaHu cnydaun ChC CHMIITOMH Ha acenTHyeH MEHUHIHT KaTO
cxBpalllade Ha Bparta, rnasobonue, rageHe, NOBPBIIAHEC, (b@GpPUIHTeT HiIH 11e30pnem‘aum npH MauveHTH CbC

CbilleCTBYBALY aBTOUMYHHH HapyLieHns (CHCTEMEH TTyTTyC epUTEeMaToAeC, CMeceHa TbKAHHOCHEAWHHTENHA
Gonect).

U6ynpodeH MOXe BPEMEHHO 113 pHXE6Ypa TPOMOOLMTHATA arperatii ¥ fa YIBJDKH BPEMETO Ha KBPBEHE.
Fro 3210, MaipeHTUTe ¢ HapyLUeHH! A B KOAryNaLMATa KW Ha JIEUCHNE C AHTHKOATYJIAHTH TPAOBA
BHMMATENHO fa ObaaT HabmoaaBaHu.

Tpu MPOXBIDKUTENHO JEHEHHE C uGynpode ¢ HeoGX0MMO pe/lOBHO MOHMTOPHpAaHE Ha uepHogpoOHATA U
6pGpeunara GyHKIMH, KAKTO W Ha KpbBHATa KAPTHHA, 0coBEHO MPH BUCOKOPHCKOBH NALUEHTH.

TpstBa fa ce u3bArsa KOHCYMalA Ha A7KOXOJ, Thil KATO TOM 3aCHIIBA CTPAHNIHHTE edextn na HCIIBC,
ocofeHo KoraTo ce yBpewkaa FACTPOMHTECTHHAHUS TPAKT WK [leHTpa/HATA HEePBHA CHCTEMA.

TanpeHTuTe Ha ©OynpodeH TpsGBa Aa choOLIaBaT Ha Jiekaps, aKo 3abenexar MpU3HALWM H CUMITTOMU Ha
FaCTPOMHTECTHHANIHA YIILEpAti W KBPBEHE, 3aMBIVICHO BIDK/IAHC WK APYTH CUMITTOMH, CBBP3att ¢
ouuTe, KOXKeH oGpuB, OBULIABAHE HA TEJIECHOTO TEITIO WK EIeM.

4.5 BsanmopgeficTBHE ¢ APYTH JieKapcTBeHM NPOLYKTH ¥ IpYFH dopmu HA p3aHMojeiHcTBHE

EonogpemeHHama ynompeba na ubynpogpen u cneoHume euecmen mpadsa oa ce w3bnzea:
Ayemuncanuyunosa Kuceuna wucku 003u: EXCTIepHMEHTAHH JAHHT rokasgar, qe u0ympodeH uHX1bHpa
edeKTa Ha ALETHIICAIMIMIOBATA KHCENMHA B MASIKH HO3H BBPXY TpOMOGOLIMTHATA arperauys rpH

¢ /IHOBpEMeHHa yroTpeda. OrpaHu4eHUTe NaHHH, o6ave, U HECUrypHATa eKCTParoyaiys Ha JAHHUTE eX VIVO
B KUTMHWYHA CHTYaLWs NOKa3BaT, He He Morat 12 ce MPaBAT TRbPAH 3AKIFOICHNA OTHOCHO pelIOBHATA
yrnorpeba Ha wbynpodeH 1 HIMa KITHHATHO 3HauMM e(eKT 1py CBOOOIHATA ynotpeba Ha ubynpoder (BHXK
1.5.1).

Lpyau HecmepoOuoHu NPOMUBVEBINANUMENIU ¢pedcmea: B pe3ynTat Ha CHHEPrrUYHH €PeKTH,
eJHOBPEMEHHOTO MpHiIarane na HSIKOJKO HECTEPOHIHH [IPOTHBOBB3NANMTEIIHY CPEACTEE MOXKeE J1a TOBHILH
pHCKa OT FaCTPOUHTECTHHAIHY g3pH ¥ KpbBOy3nuBH. [To Tasu MpUIHHa e IHOBPEMEHHOTO NPHIIOKEHHE Ha
ubynpodet ¢ ApYyry HCIIBC tpabsa na ce w36srsa (Brx T.4.4).

Anmuroazynarmu.; HeCTEpOUIHUTE TPOTHBOBB3NATIMTENHH CPEACTER MOTaT /ia 3aCHIIAT eeKTa Ha
AHTHKOAryJIAHTHATE KaTo BaphapuH WIH XenapuH (B T.4.4). B cysait Ha € HOBPEMEHHO NPHJIONKCHNUE CO
IpenopsyBa Jia & MOHHTOPHPA CBCTOSHHETO Ha KoaryJiatus.

Tuxnonuoun.: HecTepoHIHHTE IPOTHBOBB3NATHTEIHA CPEACTEA He TpGBa & ce KOMOHHUPAT C THKJIOMAIHH
TI0pajiyi PUCK OT aAUTHBCH eheKT Mpu MHXMOUPaHe Ha TpomBoLuTHATa PYHKLKS.

Memompexcam. HecTepOUIHHTE MPOTHBOBB3TIAJMTENHH CPeACTRA Grokupat TyQyapHaTa CeKpelus Ha
MeTOTpeKcaT | MOTaT J1a HaCTRIAT HAKOU MeTAGOUTHHA B3aUMONCHCTBHA B pesynTaT Ha HAMaJICHHA
KIMPBHC Ha METOTPEKCAT. [TpUI0KEHUETO Ha M6ynpoden AxTaBuc 24 1aca Npent WM cliel] ipularale Ha
METOTpEKCaT MOXe ia I0BEAE 1O [OBMILIEHA KOHIIEHTPAIMsA Ha METoTpekeat u AQ 3acUJIBAHE HA TOKCUUIHHMTE
My edextu. ETO 32110 Tpsa6Ba na ce H30ATBA ¢IHOBPEMEHHATA ynoTpeGa Ha HECTEPOUAHH - o ‘
[IPOTHBOBb3ATMTEHH CPECTBa A METOTPEKCaT BbB BHCOKH 103K OcBeH ToBR, Tpﬂ6Ba/-l):'(é:L,ge‘5“ B3EME TIO
BHAMAaHME MOTEHLHATHHSA PUCK OT B3aMMO/IEHCTBHE C HUCKH HO3K METOTPEKCAT, oco6eﬁqf§ipé RAUHEHTH
yspeeHa 6bOpetHa dyukims. [pu KOMOHUHHPAHO JICHCHHS TpsabBa 1a € MOHHTOPHPA GhbpeuHaTa;
byHKIHA. LR




Hoynpodgen (n0d06HO Ha Opy2U HecmepouoHu npomugosv3nAIUMenHi cpe()cmgu) ;mpﬂﬁea dace

npuaazac SHUMAHUE 6 KOMOUHAKUA CBC cleOHume eulecmea:

Moxnobemud: 3acunba edexTa Ha ubynpoded.

Denumoun ,mumuil: ENHOBPEMEHHOTO NPHIOKEHNE Ha UGynpoden AKTABHUC C (heHUTOMH UITH JIUTHEBH
fleKapCTBEHH IPOLYKTH MOKE 13 MOBUIIN CepyMHATa KOHUEHTPALHA Ha nocaeanuTe, Heobxoamumo € jia ce

. ¢IeM CepyMHATA KOHUSHTpaLwA Ha NWTHE W CE NpenopbyBa Aa Ce CIeAH HWBOTO Ha CEPyMHATa
KOHUEHTpaLws Ha QEHHTOHH.

Copoeunu 2nuKo3uou (Hanpumep ouzoxcun): HecTepouAHNTE IPOTHBOBB3MANHTENHI CpencTBa Morar id
0GoCTpAT ChpAEUHATa HeJOCTATBUHOCT, Ad MOHIKAT GFR 1 fa NOBHLUAT I/1a3MCHATA KOHIIEHTpaLus Ha
CHPIEUHNTE MIOKO3HIY. TIpeniopbuBa Ce MOHUTOPUPAHE Ha cepyMHHA AUTOKCHH.

Juypemuyu aHmMUXUREPMEH3UGHU CPEOCMBA. JuyperHuure 1 ACE-HHXMOHTOPHUTE MOTaT /a NOBUILAT
He(pOTOKCHIHOCTTA HA HECTEPOUIHHTE TIPOTHBOBB3NATHTEHA cpenctsa. HeCTepOUIHATE
[IPOTHBOBB3NAHUTETHH cpeAcTBa MOPat Aa HaMajAT edexTa Ha AUYPETHLMTE U AHTHUXHNEPTEH3UBHHUTE
CpesCTBA, BKIIFOUUTEIIHO ACE-unxuburopy u 6eta-610KepH. [Tpu MALMEHTH ¢ HAMAICHA oB6peuHa
dyuxuus (HampuMep JeXUAPATAPAHH MALMEHTH WIH [ALMEHTH B HANpeHana Bb3pacT ¢ HamaneHa
HrOpeuHa yHKIMA), e AHOBPEMEHHOTO TPUIIOKEHHE ua ACE WHXHOUTOp U aHTaroHUCeT ta anrnorensun 1 ¢
JIeKapCTBEH MPOMYKT - MHXUOWTOp Ha LIAKIIOOKCHTeHasa, MOKC Jla OBE/E JIO NO-HATATHIIHO yBpeKIaHe Ha
GBOpeunara GyHKIA U CIEL tosa 10 ocTpa 6pOpeina HegocTaThuHOCT. ToBA oGuxHOBeHO € obparimo. ETo
34110, TPAOBA Jia C& BHUMABA C raKUBa KOMOHHALMH, 0COOSHO TIPH [alMeHTy B HATpeJHAa BB3PacT.
[ManuenTHTe TpAOBa Ja c& MHCTPYKTHpAT Ja noeMart JOCTaTHYHO TEYHOCTH U cTOMHOCTHTE Ha GBOpeUHaTa
ynxums TpaAbGBa peAOBHO 1A ce CIIEAAT BeJHAra Ciiejl Ha4asoTo Ha KOMOHMHHpaHaTa Tepanua.

EQHOBPEMEHHOTO NPHIIOKEHHC na WU6ynpoder AKTaBHC H KaJTM-CHXpaHsBaLLy Y pETHIH win ACE-
AHXHOUTOPH MOXe [a JOBEAE 11O XUTIEPKATHEMHL. Heo6X0aMMO € BHUMATEJTHO Jd CC MOHUTOpHPa HHBOTO
Ha KaluH.

Kanmonpun: JJaHHYA OT IpoydUBaHMs TIOKa3BaT, Ie n6ynpodeH NpOTHBOASHCTEA HA edexTa Ha KamTonpui 3a
[TOBUIIICHA eKCKpeLns Ha HATPUH.

AMHHOE‘IIUKOB’U@H.‘ HECTepOI/I)lHl/ITe UpOTHBOB’b3HaHHTeﬂHH CpC)lCTBa Morart Aa 3a0aBAaT eNMMHUHNpPAHeTo Ha
AMMHOTJIMKO3WIH H Aa }’BCIIH‘{aT TAXHATA TOKCUYHOCT.

CenexmugHu uHxubumopu Ha obpamHus 3ax6anm Ha CepomOHUHA (SSRI): MOBULIEH PHCK OT
racTPOUHTECTHHAHO KbPBEHE (B T.4.4).

L{uxnocnopun: PACK®T OT GHOpEUHO YBPEKIAHE, TPUYUHEHO OT IMKIIOCTIOPHH, ce 3acuniBa oT
¢IHOBPEMEHHOTO TpHUIarate Ha HAKOM HeCTEpOUIHH IPOTUBOBB3NANATETHH cpeacrea, To3u eheKT He MOXKE
7@ ce MU3KJIIOYH 1 33 KOMOMHALKMATA OT LIUKIIOCTIOPAH 1 ubynpode.

Xonecmupamun.: ELHOBPEMEHHOTO JleUeHHE ¢ XONeCTHPaMMH H uGynpodeH BORH 110 yABIDKEHA ¥ HAMAJICHa
(25%) abcopbuus Ha uOynpodeH. JlexapcTBEHUTE MPOAYKTH Tpsa6Ba Jia ce mpuyiarar npe3 uHTepsai oT Hak-
MAJIKO €IMH 4ac.

Taxponumyc: TIOBULIEH PHCK oT He(POTOKCHIHOCT. .

3udosyoun: ViMa JaHHH 33 [IOBMIIEH PHCK OT XeMapTpo3a ! xematom Tipu HIV-NIONoAMHTETHA XeMOGHITHLIH,
KOWTO ¢a Ha KOMOWHUPAHO JICHCHHE ChC 3H/IOBYMH H ubynpoden. Ipu ¢(HOBPEMEHHATA yriotpeba Ha
3MAOBYIWH A HECTEPOUAHH POTHBOBB3NATITEIHNA CpeZCTBA MOXKE [1a CC HabnrofaBa MOBUILCH PUCKQT.
XEMATOTOKCHYHOCT. [IperioppuBa ce Jacie/BaBe Ha KpBBTa 1-2 CeIMULI CIIC HAYANOTO HY

e JHOBPEMEHHOTO MPUIIOYKEHHE. -

Pumonagup: Moxe a NOBULIN [U1a3MeHHTE KOHIEHTpalmu Ha HECTePOUAHNUTE [POTHBOE 4114,
CpencTBha. '




Mugpenpucmon.; AKO HECTCPOUIHHUTS nporusosmnanmenﬂﬁ cpefcTBa ¢ NpHIarat 8-12 pau cnen
NPUIOKEHHUETO HA MU(ETPUCTOH, Te MOTAT a HaMaliT edexta Ha MUQENPHCTOH.

Ipobeneyud ur cyagunnupazon: Moxe 1a 3aBaBy SMMMUHHAPAHETO HA ubynpogen. Hamanssa ce
ypUKO3yPHYHOTO AEHCTBHE HA TE3H BEIECTBA.

Xunononosu aHmubuomuUylu: [TanuesTH, KOUTO npueMar HECTEPOUAHH HpOTI/IBOBBSHaJU/ITeHHH cpeacTsa u
XUHOJIOHH Ca U3JI0KEHH Ha TIOBUIIIEH PUCK OT KOHBYJICHH, i

Cyngponunypeiinu cpeocmea. HecTepouAHNTE NMPOTHBOBB3NATHTEIHH cpeacTBa MOraT ia NOoBHLaT
XUTOTJIMKeMHIHHS edekT Ha CyNHOHUTYPESHHHTE CPEACTEA. TIpy eNHOBPEMEHHO IPHIIOKEHHE CC
MpenopbuBa JIa e MORUTOPUPAT HUBATA Ha KpbBHATA 3axap.

Kopmuxocmepouou. TToBHILEH PHCK OT racTPOMHTECTUHANHA YNLEpalys WIH kbpBene (BuK T. 4.4).

AnmumpomboyumHu acpecanmu (Hanpumep KIORUOOZPEN U muxaonudus): TIoBHIIABAT PUCKA OT
raCcTPOMHTECTHHANIHO KBPBEHE (BuK T. 4.4)

Anxoxon, 6ucgpoconamu u OKCHeHMUDUIUH (nenmoxcugunun). Morar 1a npean3BUKaT
FaCTPOUHTECTHHATHH HEXEaHH JeKApCTBEHHA PEAKiMK 1 PUCK OT KbPBEHE ynLepauus.

Baxnogen: TlopuiieHa TOKCHIHOCT Ha GaKsodeH.
4.6 DpeMeHHOCT H KbPMEHE

Bpemennocin

BJIOKMPAHETO Ha POCTAr/aHIMHOBHA CHHTE3 MOJKE 12 MMa Hexxesan eekT BBPXY GpeMeHHOCTTa U/HITH
eMOPHOHAIHOTO/QETATHO PA3BHTHE. JlaHHM OT EMAAEMHOJIOTHHU [IpOyHBAHHS TIOKA3BAT MOBHLICH PHCK oT
CIIOHTaHeH abopT, CHIIO Taka ChpACHHH MaihopMaLlii ¥ racTPOLIH3HC CIlell ynotpe6a Ha MHXHOUTOP Ha
TIPOCTArIAHAMHOBHS CHHTE3 B HAYATOTO HA GPEeMEHHOCTTA, AGCOIOTHHAT PHCK OT CBHP/AEUHOCHAOBA
mas1popMaLHs CE 3aCHIIBA OT M0-MAaKo ot 1% mo npubIU3ATENHO 1.5%. PUCKDT ce yBeanUana ¢
JO3MPOBKATA H MPOXBIKHTEIHOCTTA Ha neuenueTo. LIpH SKMUBOTHH, NPUIOKESHHETO HA nHXubUTOp HA
[pOCTAryIAHANHOBUS CHHTES BO/M /10 34T /6a Ha TUIOAA MPEH U Clie/l IMINAHTaus 1 emOpuo/deTanHa
cMBpTHOCT. OCBEH TOBA €& cnoGiiapa 3a HapacTBal Opoii Ha pasfuiHy MasiOpMaLiiK, BKITFOUUTETHO H
CHPIEUHOCHIOBH, IPH KUBOTHH, Ha KOUTO ¢ MpUIaraH MEXHOUTOP Ha [POCTAr/IAHMHOBHA CUHTES [0 BPEME
Ha opraHoreHesa. 1pe3 MbpBOTO ¥ BTOPO TpEMeceune OT GpeMEHHOCTTa, H6ynpoder AKTaBHC HE TpsbBa na
ce TpwIara, OCBEH MpH ACHH MEAULIHHCKH rokasanms. Ako M6ynpoder AKTaBHC ce H3TIONI3EA OT KeHa,
KOFTO Ce OIUTBA 1a 3abpeMeHee KK npes TbPBOTO ! BTOPOTO TPUMECEHHE HA GpeMEHHOCTTa, JO3UPOBKATA
TpabBa aa Obae BH3MONKHO Haii-HUCKa, & MPOABIIKHTENHOCTTA Ha CTCHHETO = BB3MOKHO Hall-KpaTKo.

Ipe3 TpeTOTO TPHUMECEUHE HA OpeMEHHOCTTa BCHUKH UHXHBUTOPH HA MPOCTArAaHAMHOBUA CHHTES MOraT aa
M3JI0KAT FUIO/AA Ha CACIHHUTE PUCKOBE:

- KapUO-ITyIMOHAPHA TOKCHIHOCT (¢ TpexaAeBPeMEHHO 3aTBAPAHE HA ductus arteriosus ¥ Iy/IMOHapHa
XHIIEPTOHHMA),

- yBpex/aHe Ha ObOpedHaTa yHKLKS, KOETO MOXKE [1a Iporpecupa 1o 6BGpetHa HEIOCTATEYHOCT € OJTUro-
XUAPaMHHMO3HUC;

4 MaiiKkaTa i HOBOPOJEHOTO, B Kpas Ha OpeMeHHOCTTa, Ha PHCK OT:

- BB3MOYKHO yIB/UKABAHE HA BPEMETO Ha KBPBEHC = aHTHArperaHTeH eheKT, KOHTO MOKE 12 HACTBIH JXKE
TP MHOTO HMCKH JO3H.

- GIOKMpaHE HA KOHTPAKLMKTE HA MATKATa, KOCTO BOJIH /10 3a6aBEHO WM YABIDKEHO PAXIAHE. = R

CrenopareiHo, MGynpodeH AKTaBUC © MPOTHUBOTMOKA3aH [0 BPeME Ha MOCSAHOTO TpHMecgqugz,Héf
GpeMeHHOCTTA. '




Kvpmene o

MGynpodeH ce eKCKPEeTUpa B KbpMaTa, HO IIPH TepaneBTHHHU 103K N0 BpEME Ha KpaTKOCPOUHO JEHeH e
PHCKET OT eeKT BBPXY KBPMAHeTO M3IIEKIA MAIKO BEpOSTEH. AKO BCE NAK € TIPEANHCAHO Mo-
TIPOABIDKUTENHO JIEUCHHE, Tpa6Ba fa ce MOMUCIH 33 PAHHO oT6uBaHe Ha KbPMAUETO.

Depmunumen

Ynorpe6ara Ha uGynpoden Moxe Ja yBpei (epTUIHTETA H 3aTOBA HE CE [penopby4Ba MPH KEHH, KOUTO C&
ONWTBAT A 3aueHar. IIpH eHH, KOHTO HMAT npo6ieMH ChC 3aUeBAHETO HITH €O w3cepar 3a besrioaue,
TpabBa Ja ce MOMHCTIH 33 npeycTaHOBABaHE NpHeMa Ha ubympodeH . )

4.7 EdexTu BBPXY criocoGHOCTTa 32 modupane u paboTa ¢ MAMIMHH

O6uKHOBEHO HOYTPO(eH HE NOBINABA cTI0COGHOCTTA 3a modupane H paboTa ¢ MAIWHH. Y Bee nax, THiA
KATO B FOJIEMMU 103U MOTAT a ce Hal/oaBaT HewkelatH peaKiuy KaTo yMopa, ChRIUBOCT, cBEeTOBBPTEX (32
HEro ce ChoBLIABa YeCTO) W 3PHTEIHH CMYLLICHHA (HeyecTo), B OTHENHM C/TyHau Te MOraT 1a OBITHALT
cri0coBHOCTT 3a Modupane 1 paboTa ¢ MALIMHA. Tosu edeKT ce 3aCHTBa OT eIHOBPEMEHHATA KOHCYMaLins
Ha aJKOXOJI.

4.8 Hexenanu JIEKAPCTBEHH peakuuy

Hajt-uecTuTe HEXENAHN PEAKIH Ca racTPOHHTECTHHAIIHUTE CMYHICHHA. Ha6momapat ce: NenTH4Ha 4384,
nepdopalins WIH FaCTPOMHTECTHHAITHO KBPBEHE, NOHAKOTA ¢ daTasnen WIXOL 1 ocoBbeHO NPH NIALIMEHTH B
HanpenHana Bp3pacT (Bwk T. 4.4). Uma cBOBLICHIA 32 FaeHe, NOBPbLIAHe, HapHa, (naTyaeHLHA,
KOHCTHALMSA, AUcnencus, KopemMHa Goika, MeJIeHa, XeMaTemesa, yalepaTuBer CTOMATHT, OOOCTPEH KONHT X
Gonect Ha Kpon (s T. 4.4). KaTo HeuecTa peaklis ce Habmo1asa racTpur.

HesxeaHuTe peaKiliy ca B OBEHETO CllyHan nososasucumu. Ocobero pucKeT OT FaCTPOMHTECTHHAIHO
KbpBEHe 3aBUCH OT IO3UPOBKATa H TIPOTB/KHTENHOCTTA Ha JISHEHUETO. 3a [pyrH¥ PUCKOBH (AKTOPH BIDK T.
4.4.

JlaHHu OT KIMHUYHA H eITHIEMHAONOTMYHH H3IUTBAHHA [IOKA3BAT, ye yrnorpebara Ha uGynpodeH, 0coGeHO B
rofleMH 038 (2400 mg AHEBHO) ¥ TPH IPOIB/DKUTENHO IEYCHHE, CC CBBP3BA C JIEKO [IOBHUIIEH PHCK OT
apTepHaiHy TpoMOOTHYHH cBOUTHA (HATTpUMEp MHOKapacH pHHPpapKT WIH MHCYAT) (BHX T. 4.4).

Bos BpB3Ka C JICUEHHETO C HECTSPOHIHH HpOTHBOB’bSHaﬂHTeﬂHI’l cpeacTsa uMma cbOOLUIEHUs 38 SHEM,
XHIIEPTOHUA H ChpacyHa HenOCTaTbHHOCT.

HesxenaHuTe peakliy He ¢a TONKOBA yecTH IIPY MaKCHManHa 1034 1200 mg fHeBHO.

Heske/laHUTE JNEKAPCTBEHH PEaKiliy C€ rpynvpaT 3aBUCHMOCT OT YeCTOTaTa MO CIeAHNA HATHH:
Mpeoro yects (21/10)

Yectu (21/100 mo <1/10)

Heuectu (21/1,000 1o <1/100)

Penku (1/10,000 no <1/1,000)

Muoro pezx# (<1/ 10,000), ¢ Hen3BECTHA HECTOTA (He MOXe Aa ce MPELeHH OT HaJTHIHWTE JaHHH).

JaGopamopuu HICTEO8AHUA R
Pedxu: MOBMIIEHH HUBA Ha a30T B KPBBHATA yped, Ha CepyMHITE TPAHCAMIHA3H H alKajHa docdarasa,
TOHMYKEHH CTORHOCTH Ha XeMOTIOOHH ¥ XeMaTOKPHT, Gnokupane Ha TPOMOOLMTHATA arperalus, yIBIDKCHO

BpeMe Ha KBpPBCHE, HaMajeHO HHUBO Ha cepyMHHA KaJTyi, NOBHILIEHHC Ha cepyMHaTa KOHLEeHTpalisl Ha
NHKOYHATa KUCevHA. e

Copoeunu Hapyuienua .
Mro20 pedxy: TANTATALKH, CHPACHHA HEeA0CTATHYHOCT, MHOKAPICH HUHGAPKT, OCTEP 6eio
efem. ' ‘




Hapywienua Ha Kppema U TUMPHAmMA cucmema
Mnozo peoxu: HapyIeH!s B XeMOI0e3aTa (aneMus, TEBKOMSHHS, Tp0M6ouMTonéHHﬂ, NaHLUUTONEHNA,
arpasysonutosa). [IpBuTE CHMITOMH WM NIPU3HALHM MOTAT A2 BKJIIO4BAT: beOpriTHU ChCTOAHKS,

BB3TaEHKE Ha I'bPJIOTO, IOBBPXHOCTHH A3BH B YCTHATa KyXHHa, FpHI‘IOﬂOI{O6HI/l CUMITOMH, TEXKKA yMOpa,
KBHPBEHE OT HOCA H KoXara.

Hapyuienus Ha HepeHama cucmema

Yecnu: T1aBOGOHE, CHHINBOCT, CBETOBBPTEXK, yMOPA, AKHUTALUS, 3aMaHBAHE, fe3CchHUE, Pa3sgpa3sHHMOCT
Mnozo pedxu: acenTuieH MEHHHIUT

OuHU HApYHIeHUA
Heuecmu: 3puTeIHNA CMYLICHAS
Pedxu; ToOkCUYHA aMOIHOTIHS

Hapywienus na yuiume u 1abupunma
Mhnozo pedxu: THHATYC

Jluxamennu, zpoOHUL U MEOUACMUNAIHU HAPYWIEH A
C HeussecmHd Yecnmoma: PUHNT, BpoHXoCTaskM

Tacmpounmecmutaanu HapyweHua

MHo20 yecmi; TACTPOHHTECTHHAHH HAPYICHHS KATO CTOMAIIHM KHOCTUHH, JUCTIeNcHs, KopeMHa 6onka 1
rajieHe, MOBpbIlaHe, GraTyleHLHus, THapKs, KOHCTHIIAIN

Yecmu: TaCTPOHUHTECTHHAIIHH S13BH, TIOHAKOra € KbPBEHE U nepdopauus (BIK T. 4.4), CKpUTa KpbBO3ary0a,
KOSTO MOYKE [a IOBEJIE IO aHEMHs, MeJleHa, XeMaTeMesa, YIIUepaTHBeH CTOMATHT, KOJIHT, 000CTpAHE Ha
BBAMATHTENTHOTO 3200/ ABAHE YPEBHA HEMPOXOAMMOCT, YCIOKHEHHS OT NMBEPTHKYJIH Ha 1e6e0TO YepBo
(nepdopaums, Guctysa)

Hevecmu: racTpuT

Moo pediu; €30(aruT, MaHKPeaTHT, HHTECTUHATHH CTPUKTYPHU (UPEBHH CTECHEHHS )

Hapywenua na 6v0peyume u RUKounUme nemunid

Hevecmu: TiosBa Ha €feM, 0COGEHO NP MALWEHTH ¢ apTepraita XunepToH¥s My GpOpetHa
HEOCTATBUYHOCT, HePOTHUYEH CHHAPOM, HHTCPCTHLMATICH HedpUT, KOUTO MOXKE Jia © CBBP3aH ¢ 6p6peuHa
HEOCTAaTBUHOCT

Mhozo peoxu: GBOpeuHa NanviapHa HeKpo3a HpH NPOABIDKUTENHA ynotpeba (Bwk T. 4.4)

Hapywienua Ha KoXeama u ROOKOHCHAMA MBbKAH

Hevecmu: GoTOCEHCHOXTN3aLNA

Mnozo peoxu: TeXKH GOPMH HA KOXKHH PEAKLMH (eputema MyTH(OPME, eKCHOTUATHBEH AEPMATHT,
6y/03HU PeaKLMH BKIIOUUTENHO CHAAPOMA Ha CTHBBHC-TIKOHCHH M TOKCHYHA elHepMAIIHa HEKPOIH3a,
aJIOTIELIHs, HEKPOTH3HpALI pacLyT

Cvoo6u HaApYUEeHUA
Mhnozo pedxu: XANEPTOHHUA

HapywieHua Ha UMYHHAMA cucmema .
Heuecmu: peakiliy Ha CBPBXUYBCTBHTEIHOCT — YpTHKApHi, chpbes, TypITypa U €K3aHTEMA, KaKTO 1
acTMATHYHY TIPHCTBITH (TTOHAKOTa ¢ XHUIOTOHKA)

Pedxu: CHHIPOM Ha JIyIyC epUTeMaTonce e

Mi1020 pedKu: TEXRKH PEAKLHH Ha CBPBHXUYBCTBUTEIHOCT. CUMIITOMHTE MOFAT i BKIOUBAT, JIMLIEH!Q 0K

HaGB6BaMHe HA €31Ka, BPTPELIHO JIapHHIeaTHO Ha6b6BaHe ChC CBUBAHE HA zmxaTenHme.-ﬁ}?i‘mﬂa“fmfcnﬁéﬂ

Taxukapaus, [MOHMXABaHE Ha KPbBHOTO HajigraHe 10 ToYkKarta Ha )KHBOTOSaCTan.IaBaHi LHOK
; f




XenamoOuauapHu HapyweHuA )

Mno2o pedxu: HapylieHa 4epHOAPoGHa GyHKIHA, 0COOEHO NPy NPOABKUTEIIHA ynorpeba, 4epHoapodHa
HEeIOCTAaTh4YHOCT, OCTBP XENaTHT, KbATEHHLA

Hcuxuunu napyuieHun
Pedxu: aenpecus, o6bpKBaHe, XaIIOLMHALHA

4.9 Tlpenozupane

Cumnmomu

TMoBeueTo MaLUEeHTH, KOHTO ¢a NObJAHAIM KIHHAYHO 3HAYMMH KOTHUECTBA HECTEPOUATH
NPOTHBOBL3NATHTE/HH CPEACTBA, NOTYHABAT CaMO raficHe, NOBPBILAKC, GOMKY B EMTUTACTPUyMa WIH M10-
PAOKO AMapHst. BB3MOKHO € 1a HACTBIAT H THHUTYC, riaso6oJue, 3aMaiBaHe, CBETOBBPTEK 1
racTPOMHTECTHHAIHO KbpBeHe. [TpH MO-CepHO3HO OTPABIHE C& HabMroaaBa TOKCHYHOCT B IEHTpaTHATA
HEpBHA CHCTEMA, KOATO Ce U3Pa3aBa B CHHIIMBOCT, MOHAKOTA eKCHTALMA B AE30PUEHTAlMA WITH KOMA.
ToHsKOra NALMEeHTHTE U3NafaT B KOHBYJICUU. [1py neuata MOXe na ce HaBAI0ABA MHOKIOHYC € KPAMIIH.
ITpu ceprO3HO OTpaBAHE MOXKE a HACTBITA MeTa6OTUTHA aliI03a U npoTpoM6uHoBoTo Bpeme /INR moxe
Ja Ce YIBIDKHU, BEPOATHO TOpajiy AeHCTBUETO Ha LMPKYITHpaluTe KpbBOCHCUpPBAIIH (akTopH. Bramorkuu ca
ocTpa GBOpeyHa HEAOCTATHHHOCT, 4epHOAPOBHO YBPEeXKAaHE, XUITOTORNS, MTOTHCKAHE HA JIMLIAHETO
mano3a. IIpH acTMATHIUTE € BE3MOXKHO oBocTpsHE Ha acTMAara.

Jeuenue

Jleuennero Tpa6Ba fa GbA¢ CUMITOMATHYHO U NOIXBPHKALIO, KATO BK/TIOUBA TOALBPKAHETO Ha YHCTH
MXATEJTHH ITHTHIIA U MOHUTOPHPAHE Ha CHPACUHNTE U KHUIHEHH nokazatenu 10 cTaduiH3HpaHe Ha
narpenTa. [Ipenopbusa ce 3NPa3BaHe Ha CTOMAXA WM MepOpatHo IPUJIOKEHHE HA AaKTHUBEH BBIJIEH B CPOK
OT €{H 4ac, aKO MALMEHTHT ¢ MOIbIHAJ [TOBCYC OT 400 mg/ kg TenecHo Terno. AKo H6ynpoden AKTaBHC
peue ¢ abcopOupat, € HeOOXOAMMO NPHUJIAraHe Ha AIKATHA cy6CTaHUMH, 32 a €& YCKOPY EKCKPELMATa Ha
xuceuunHWst u6ynpoder B ypunata. [Ipy Hamu4ne Ha 1eCTi UK TNIPOIBIDKUTENIHA KOHBYJICHH, T€ TpabBa na
ce JIEKYBaT C HHTPABEHO3HO TPHIIOKEH HA3CTIaM I nopasenaM. B cirydali Ha acTMa 11 €€ H3TON3BAT
GporxonunaTaTopH. He chilecTByBa cneLduieH aHTHIOT.

5. ®APMAKOJIOI'M4HU CBOWCTBA
5.1 dapMaKoAMHAMHYHM CBOICTBA

dapMakoTepaneBTHuHa rpyna: HecTeponaHu NPOTHBOBB3NANUTENHI ¥ AHTHPEBMATHHH JICKapCTBOHH
TIPOTYKTH, IPOH3BONHH HA NPOMHOHOBATA KUCE/INHA. ATC xon: MOIAEOL

V6ynpodeH e HecTepOH/IHO, MPOTHBOBBINAIUTEIHO CPEACTEO, KOETO [IPHTEXAaBa MPOTHBOBB3NATHTEIHO,
AHAJITETHYHO ¥ AHTHITAPETUMHO AekicTBHE. KHBOTHHCKN MOJCIH 32 Gosxa ¥ BB3MAJICHNe NOKa3Bar, 1€
uoynpodeH eheKTHBHO MHXUOHpa CHHTE3a Ha NPOCTArIaHIMHHTE. TIpu Xopa, ubympodeH obnexyasa
GonKaTa IPUUHHEHA OT BB3MANEHYe WK CBbP3aHa ¢ Hero, OTOK H noBumeHa TeMnepatypa. U6ymnpodeH nma
UHXHOUTOPEH eeKT BhPXY MPOCTArIAHAMHOBHA CHHTE3 KaTO MHXMOHpa aKTHBHOCTTA Ha [IHKJIO-
okcurenasata. OcBeH ToBa, HOYNpodeH uMa HHXUOHTOPEH edexr Bopxy ADP (aneHo3uH audocdar) uiu
KOJIAreH-CTHMYJIHpPaHa TpOMOOLMTHA arperatus.

ExcriepdMeHTaIHH JaHHU rnokassar, ye néynpoder Moxe na 6roxupa ediexTa Ha aCNUPHH B HACKHK 1031
BHpXY TPOMBOLUTHATA arperaLps, KOraTo ce fApHjlarar e{HOBpEMCHHO. B efiHO MPOY4BAHE, MPH KOETO
enHOXpaTHA Ao3a uOynpoden 400 mg e npuiokeHa 1 yac npeau wid 30 MUHYTH CJIE TIPWIArane Ha
ALETHICATUIIMIOBA KHCEMHA ¢ He3abaBHO 0cBOGOKAaBaHE (81 mg), ce HaGJO/1ABA HAMAJICH SQEKT-Ha- -
AL THIICATMLMIOBATA KHCEJHHA BBPXY 00pasyBaHeTo Ha TpoMGOKCaH KK TPOMOOLIMTHA arperauys.’
OrpaHHYeHuTe JaHHH U HECHTYPHOCTTA OTHOCHO SKCTPANONALMATA HA JIAHHH €X Vivo KEM""igfiﬁ'ﬁﬁ'tii—i
CHTyaLHs [I0KA3BAT, Y€ HE MOTaT Jia Ce TPaBAT TBLPAH 3AKTIOHCHIA 32 penoBHATa ynoTpeGa Ha b
U Ye KIMHIHYHO 3HauMM eeKT e MATKO BEPOATEH NIpH cBoboAHATa yrnorpeba Ha n6ynpo¢e"ii
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H6ynpoden THXHOHPa NPOCTATIaHIHHOBHS CHHTE3 B MaTKaTa, C KOeTo HamaisiBa OTIyCKaHeTO Ha MaTKata
M AKTHBHOTO HANATAHE, MEPHONMUYHNTE KOHTPAKIMH Ha MATKaTa U KOJHYECTBOTO npoc*rarnamu‘i-m, KOHUTO Ce
ocBoboxknaBat B kppBooOpaueHneTo. C Te3d npomeHH ce oGiacHBa 006/1eK4aBAHETO HA MEHCTPYATHHUTE
Gonxu. MGympoden Grokupa 6b0peuHns NpocTarnanAnHOB CHHTE3, KOETO MOXKe 1a 10BeNe 10 OB6peuHa
HENOCTATHYHOCT, 3aIbpiKaHe Ha TEUHOCTH M ChpEHYHAa HEAOCTATHYHOCT IPU PUCKOBH MALIMEHTH (BHXK T.
4.3).

TTpocTaryangMHHTE Ca CBBP3AHU C OBYJIALMATA U 3aTOBA ynoTpedaTa Ha NeKapCTBEHH NPOIYKTH, KOWTO
6.I0KUPAT IPOCTATNAHAHHOBHS CUHTE3 MOTAT [1a NOBIUAAT (GEPTHIMTETA Ha KEHHTE (BIK T. 4.4, 4.6u5.3).

5.2 ®dapMakoKHHETHYHH CBOCTBA

Abcopbuyusi
H6ynipoden ce abcopOupa GbP30 OT FraCTPOMHTECTHHAIHHS TPAKT, MAKCUMATTHHTE CEPYMHH KOHUCHTpALHH
HACTHIIBAT 1-2 daca ClieA pUnoxKeHue,

Paznpeoenenue

U6ynpoden ce pasnpegens Gbp30 B Leus opraHnbM. CBBP3BAHETO C IVIA3MEHUTE NPOTCHHH € B OKOTIO
99%.

Memabonuzom
HM6ynpodeH ce MeTaGoTn3upa B YepHus AP0 (XUIPOKCHIIMPAHE, KapOOKCHITHPaHE ).

Enumunupane
ENMMHHALIAOHHHUAT TTOAYKHBOT € MPUOIH3UTENHO 2.5 yaca npy 3ApaBy HHAHBHIM. OapMaKOIOrHYHO
HeaKTUBHHTE MeTabOHTH Ce eKCKPETUpaT OCHOBHO (90%) nipe3 GbOpenuTe, HO ChLIO U MPE3 HKIIbHKATA.

5.3 TIpeakJMHHYHM IAHHH 32 Ge30MaCHOCT

Tt kato uGynpodeH e Jo6pe MO3HAT H MPOKO H3MON3BAH, NPEAKINHITTHHTE JaHHH 32 Ge30MacHoCT ca
JOKYMEHTHPAaHH.

Cy6Xp0HI/I‘{HaTa ¥ XpOHWYHA TOKCHYHOCT Ha H6ynpocbeH € noKa3aHa I'JaBHo B IIpoy4BaHns ¢ JKUBOTHH KaTo
YBPEXAaHe Ha XpaHnoCMHIIaTES/IHNA TPaKT W A3BH.

TecToBETE in Vitro B in Vivo He NOKA3BaT KIMHAMHO 3HAUMMH NPH3HALA HA MyTarcHeH NoTeHLUHAN Ha
ubynpodeH.

He ca HaG/oaBaHy KAPUMHOTEHHH e()eKTH PH MUIIKH H TUIBXOBE.

U6ynpoden HHXUOMpa OBy IaLMATa MPY 3aiLH K yBPEk/a MMILTAHTALUATA [PH pa3ITHYHH XKUBOTHHCKH
pHOBe (3aifLy, TUTHXOBE H MUIIKH). TIpH penpOAYKTHBHI TECTOBE, MPOBEACHHU € ILTBXOBE H 3aiL,
uGynpodeH MpeMUHaBa Npe3 rutatenTara. Korato ce U3MOJ3BaT TOKCHIHH 32 Maiikata J03H, [0-4eCTo Ce
HaGmroaaBaT MandOopMaLuH (T.€. BEHTPHKY/IAPEH CentaieH nedexr).

6. PAPMANEBTUYHU JAHHHU

6.1 Cnucebk Ha NIOMOHIHHTE BELECTBA
Hopo na mabnremxama

MHKpOKpHCTANHA 1IeJyN103a

CUIMLIMEB THOKCHII, KOJIIOHEH Oe3BOIeH
XUaApOKCHITPOTHILENTYJIO3a

Harpues naypwicyndar

KpockapmMesosa HaTpuii

Tanx

Tabremna o6euexa (Opadry (6sn) 06B28499)
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XumnpoMmenosa

Maxporon 400

TutanoB auokxeua (E171)
6.2 HecbBMeCTHMOCTH
Hempunoxumo

6.3 Cpok Ha rogHoCT

2 TOOUHH

6.4 CrnennajHH yCJOBHA HA ChXpPaHeHHe

To3u nekapcTBeH NPOLYKT HE H3HCKBA CMIEUHANHH YCTIOBHSA HAa ChXPaHSHHE.
6.5 JlanHmn 32 ONAKOBKATa

Henpospauuu Gauctepry onakosku ot PVC/AL

Ipospaunu GiucrepHy onakosku oT PVC/AL

OnaxoBkH (onueTHIeH) 3a TablIeTKH ¢ Kanayka oT MOJIUIPOTIHIIEH.
Pasmep na onaxogxume:

Bimmcrepu: 6, 10, 12, 20, 24, 30, 50, 60, 90, 100 1 250 ¢punmupats TabneTku
OnakoBkH 3a Tabsetkn: 10, 20, 30, 50, 100 1 250 ¢unmupanu TabneTku

He BCUUKY BMIOBE OTIAKOBKH MOT'aT fa ObAAT IyCHATH B npoAaxba.

6.6 CreunajHH NpeaNasHu MEPKH MNP H3XBbpJsAHe u paboTa

Hsama crienmajiHu M3UCKBaHKUS

7. IIPUTEKATEJ HA PASPEHIEHHAETO 3A YIIOTPEBA

Actavis Group PTC ehf.
Reykjavikurvegur 76-78
220 Hafnarfjordur
HNcnannpsa

8. HOMEP(A) HA PABPEIIEHHETO 3A YIIOTPEBA
Ne20090202

9. JIATA HA IIbPBO PA3PEINTIABAHE/TIOJHOBSIBAHE HA PA3ZPEIIEHHETO 3A

YIIOTPEBA
19.05.2009

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA

Asgrycrt, 2009 .




