N3MbARUTENHA ATEHUNS NG NEKAPCTBATA |

1. HME HA JIEKAPCTBEHHUSA NIPOAYKT

" Hypodern 200 mg o6ty TabneTku
Nurofen 200 mg coated tablets

2. KAYECTBEH U KOJIHYECTBEH CHCTAB

Hoynpoden 200mg
Ibuprofen 200 mg

[ToMomHHK BELIECTBA C H3BECTHO AcHCTBHE:
3axaposa — 1 Tabnerka ceabpxa 116,1 mg 3axaposa, koeTo oTroBaps Ra npubnuzurenso 0,34 mmol
Harpuii - 1 Tabnierka chappixa 12,65 mg natpuii, koeTo orrosapd Ha nprSmanTento 0,55 mmol

3a IMbJIHKA CIIMCHK HA IOMOIIHUTE BELECTBA, BIDKTE TOUKa 6. 1.

3. JNEKAPCTBEHA ®OPMA
QbBuTa TabGneTKa

bsana no DenesHHKaBa, ABOHHO H3MBKHANA, KPBIa, 00BHTA TabAeTKa ¢ OTMEYAaTAHO YEPHO
HASHTH(HKAWHOHHO noro “Nurofen” ua eanara cTpana.

4. KIMHAYHHN JAHHH
4.1 TepanmesTRuHH mOKA3aHAA

3a obnexuasaHe Ha MMIPeHO3HO Inapobonme, Gonku B KpheTa (IOKATM3MpaHH B TyMGO-CakpaiHaTa
obnact), 3u6000x, HeBpaNTHs, MEHCTPYANHH BOMKY, PEBMATHYHH M MYCKY/THH BONKH.

Hypogen obnek4asa Gonkara ¥ HaManABa BH3NANEHHETO H TEMIEPATYPATA, ObJIEKYaBA H [VIaBOGOIME, U
Apyru Buose Oonka. Cuilo Taka ofeKkuaBa CHMITOMETE TIPH IPHI H IPOCTYAHM 3a00/19BaHMA.

4.2 /lo3upoBKa H HAYHH HA NPHJIOKCHEE
IIpHema ce nepopanno. 3a KpaTKOBpeMeHHa ynoTpeba.
TlampenTure TpabBa na OBSAaT MOCHBETRAHM AA CE KOHCYATHPAT ¢ Jekap, ako TC BpeMe Ha
KpaTKOCpOYHATA YNoTpefa CHMOTOMHTE HE CE NOBIHABAT HIH CE BJIOLIABAT. |
[Tpu BE3pacTHH M Aeta Haa 12 roguuu: MHPBOHAYANHA 11033 — 2 TaGNETKH NPHETH ¢ BOAA, KO CISH TOBA €

HeoOXonUMO efiHa WM jse Tabnerku Ha Boeku 4 yaca. MHTepsBansT MexIy npueMuTe TpaOsa 1a e
MHHHMYM 4 uaca. [la He ce mpHeMar noeeue ot 6 Tabnerxu (1200 mg) 3a 24 yaca,

He ¢ nomxonsaus 3a neua nox 12 rogunu 6e3 nexkapcko MpeANHUCaHHE




[TaumenTu B crapaecka Bb3pact: He ce n3nckea npomsHa Ha nosupopkara (Bux 1.4.4).

3a KOHTPOJHpaHEe Ha CHMOTOMHTE ce YIOTpebABa BE3MOXKHO HAll-HHCKATA edeKTHBHA 1032 332 BB3MOKHO
Hal-KpaTBK CPOK OT Bpeme, Ako ¢ HeoOXomuMa ynoTpeGa Ha NpoAYKTA 33 NoBeye OT 10 AuM WM aKo
CHMIITOMHTE C€ BIOIABAT, TAUHEHTHTE Tpa6Ba Ja c€ KOHCYNTHPAT ¢ Jiexap.

4.3 Ilporuponoxasanus

INannpeHTH ¢ H3BECTHA CBPBLXYYBCTBHTENHOCT KbM HOYyNpogeH HNH HAKOA OT CHCTABKHUTE HAa
NCKAPCTBEHHA NPOAYKT.

TlannenTy ¢ anaMHesa 3a PeakUMH HA CBPBXYYBCTBHTENHOCT (Mamp. GPOHXOCMA3HM, acTMA, PHHAT MIH
YPTHKapH#), CBRP3aHA ¢ AUETHIICANHIANOBA KACEINAA MM APYTH HECTEPONAHH TPOTHBOBBINAINTEIHM

nexapcTBa (HCTIBC).

Hanwude unm nanBm B anaMHe3aaTa 3a PeKYPeHTHA MENTHYHA A3Ba/KPBBOH3MNB (IBA MM TOBEYE
OTUCTIHMBH €H30/1a HA AOKA3aKa YLepaluusa HIH KbPBeHE).

AHaMHE3a 3a CTOMALIHO-YPEBEH KPHBOHINHB HIIH mepdopals, CBbP3aHH C OpefHmind ymorpeba Ha
HCIIBC.

HanuenTu ¢ Texka wepHONPOGHA HENOCTATBYHOCT, TEXKKa GHOPEUHA HENOCTATHYHOCT HIIH TEXKA
CBHPASYHA HENOCTATHYHOCT (BUXK T.4.4).

EnnospemennHara ymotpe6a ¢ apyru HCIIBC, BKNIOUHTERHO COX-2cneuupnyan AuXUOHTOPH,
YBelHYaBa PUCKa OT HEXENAHH PeaKiiiu (BHk T.4.5). -

Ilporusonokasak e fpes NOCAEXHHA TPHMECTBP HA GPeMEHHOCTTA Nopany pucCK OT NPEeXKACBPEMEHHO
33TBAPAHE HA NYKTyc aprepHo3yc H GenonpobHa XunepToHHS Ha HOBOpoAeHOTO. Moke Ja ce nabmonasa
380aBEeHO HAYANI0 Ha PAKIAHETO H YABDKEHA MPONB/DKMTEHOCT, NPHAPYKEHA OT 3ACHIEHA TeHACHIAS
KEM KbPBEHE NIPH Maiikara H HOBOPOAeHOTO (BHX T.4.6).

4.4 Coenuajinn npeaynpexnenss ¥ Npeanaia MepkH NpH ynorpeba

Hexenanure nexapcTBeHH peakiiMi MOraT Aa GAAT HAMAJICHH KaTo 3a KOHTPOJIHPAHE HA CHMITTOMHTE CE
ynoTpebsBa BE3MOXKHO Hali-HHCKAaTa e(EKTHBHA 033 38 BBEIMOKHO HaH-KPATBK CPOK OT BpeMe (BHXTE
NG-A0JTY IOCOYEHATE racTPO-AHHTECTHHANHH H ChPACHHO-CHAOBH PHCKORE).

llpu nanueHTH B crapuecka BER3pacT ¥MAa MOBHLIEHA YECTOTZ HA HEKEIAHH TEKApCTBEHH PEAKIIMM OT
HCIIBC nekapcrBens mpoaykTd, ocofeHO CTOMALIHO-YPEBEH KPbBOU3NMHB WIH nepdopalHs, KOHTO
Morar fa 6paat darandu (Buwx 1.4.2).

Pecomparopnn: Moxke na ce mpemussuka GpoHXocnasbM NpH GONHA CTpajailii HIH ¢ JAaHHH B
aHaMHe3ara 3a OPOHXHAIHA aCTMA WJIH ANeprH4HK 3a6onsBanms.

Apyra HCIIBC: ExnospemenHsara ynotpe6a Ha iGynpoden ¢ apyru HCIIBC NIEKapCTEEHH NPOAYKTH,
BKIIFOTHTE/IHO CENEKTHRHH HHXHOHTOPH Ha LIMKIOOKCHIernasa-2, TpA6Ba aa ce nabarsa (Bux T. 4.5).

CJIE u cMeceHN CheAHRAMTENHO-THKAHNE 3a60asaBanuga: CHCTeMeH TyRyC epPUTEMaTO3YS.
ChC CMECCHH CHLERHHHTCNHO-ThKAHHH 3300J8BaHHA — NOBHINEH PHCK OT ACENTHYECH
T.4.8).




Cromamno-upesnn edexra: HCIIBC nexapcTeens nmpoaykTH TPAOBa Aa ce NPHUIATAT BHHMATENHO ITPH
NalHEHTH ¢ aHAMHE34a 33 CTOMAIIHO-YpEBHH 3abosiBanus (yiueposeH KoauT, Goaect Ba KpoH), Thi KaTo
Te3H 3abongapaHna Moxe aa ce obocTpaT (BHK T.4.8).

ITo Beako speme Ha neteruetro ¢ HCTIBC mMoxe za Bh3HMKHE KPBBOH3IIHEB OT CTOMALIHO-YPEBHHA TPaKT,
A38a HIM nepdopauns, ¢ Him 6e3 npeaynpeANTENHH NPU3HALA WM AHAMHE3A 32 NPSAMIIHY CEPHO3HH
CTOMALITHO-YPEBHH CHOUTHA.

PHCKBT OT CTOMAIHO-YPEBHH KPHLBOM3AHBH, A3Ba MM nepdopaliud € no-BHCOK NMpH ynoTpeda Ha mo-
BHcoxH Ao3u HCIIBC, npu nanmenTn ¢ aHaMHe3a 3a 93Ba, 0COGEHO ¢ YCIOKHEHHS OT KPHBOH3INHE HIIH
nepgopanns (Bux T. 4.3), KAKTO M NpH NALMEHTH B CTapyecka BhapacT. TakuBa nauuenTH TpaGba Ja
3a8MM0YBAT JICUEHHETO ¢ HAN-HUCKATA BL3MOKHA [034.

[lanHeHTHTE ¢ aHaMHE3a 32 CTOMALIHO-YPEBHA TOKCHUYHOCT, OCOOEHO B CTApyecka BL3pact, TpAGBa ja
CbOOWABAT BCeKH HeoDMYaeH abpoMHHANEH CHMITOM (OCOGEHO CTOMALIHO-YPEBHO-KBPBEHE) H 110-
CMELHATHO B HA4AJIHUTE CTAJHH Ha ICUSHHe.

BauMalHe ce H3KCKBA NP NAlMEHTH, NONYYABALIM ¢AHOBPEMEHHO JIEKAPCTBA, KOHTO GMXa YBEeIMYRIH
PHCKa OT CTOMAINHO-YPEBHA TOKCHYHOCT, A3Ba M KPHBOM3JIHB, KATO NEpOpalJHH KOPTHKOCTEPOH/H,
aHTHKOAryJaHTH KaTo BapdapuH, CeIeKTHBHH HHXMOMTOPH Ha O0paTHOTO 3aXBalllaHe Ha CEPOTOHMHA HITH
AHTHArPErHpallid CPEACTBA KATO AETHICANIMUNIIOBATA KHCETHHA (BHXK T.4.5).

[Tpu nosiBa Ha KPHBOH3JIMB OT CTOMAIIHO-YPEBHHA TPAKT WIH A3Ba JIeUeHHETO TPAOBA fa CE NpeyCTaHOBH.

YBpeaeH GepTHARTET NIPH JKeHH!

MMa paHHH, Y€ JeKapceTBaTa, KOHTO MOTHCKAT LHKI0-OKCHICHA3a/IPOCTarNaHAMHOBATa CHHTE3a MOXE Aa
NPHYHHAT YBpEXKAAHe Ha (pepTHAMTETA NMpH XEHH 4pes NOBIMABAHE HA OByNaUMATa. To3H edexT €
00paTHM C NPEYCTaHOBABAHE HA JICUSHHETO

ChpaeuHo-cLAOBH H MOIBUHO-CHLIOBH ePeKTH:

Heobxoaumo e nopuiuero BHuManne (06chxaaHe ¢ nexap Wid GapMmaileBT) Mpead 3ano4paHe Ha JeueHHe
NpH NALMCHTH ¢ AHAMHE3a 33 XHIIEPTOHHA H/HH ChPASHHA HEOCTATHYHOCT, Thif KaTO HMa CHOOILEHH 34
33[1PbKKA HA TCHHOCTH, NOBHHICHO apTEpHAIHO HANATAHE H OTOK, CBBP3aHH ¢ Jedexuero ¢ HCTIBC.

KnuHu4HH npoyuBaHHa NOKa3BaT, 4ye ynotpebara Ha nGynpodeH, ocofeHo BB BHCOKa A03a (2 400 mg
AHEBHO) H NpH MPOABL/BKHTENHO NPHIOKEHHE MOXE Aa ObAe CBbP3aHA C JIEKO TOBHILIEH PHCK OT
aprepHanny TpoMOOTHYHH CBhOWTHA (Hampumep MHOkapaeH HHbapkr unu BHcynt). Haamveute
CHHACMHONOTHYHH NPOYYBAHHA He NOKA3BaT, Y€ HUCKH A03u ubynpodeH, (Hanp. < = 1200 mg aAHeBHO)
CE CBbHP3BAT C YBENHUEH PHCK OT MHOKap/ieH HH(apKT.

BuOpeunn: brbpeuno yBpexaane, Tei Kato € Bb3MOKHO 6hGpeuHaTa dyHkIMs Aa 6bA¢ AOMBIHATERHO
BiIOIIeHa (BHX T. 4.3 n 1.4.8).

Yeproapobnn: YepnoapoOHa guchyuxuus (Bux T. 4.3 u 1.4.8).

Aepmatomoraunn: MHoro paaxo ce cpobiasa 3a CEpHO3HH KOXHH PEaKiuH, HAKOM ¢ (paTaneH U3XolH, B
TOBA HHCNO €KC(ONUATHBEH AEPMATHT, CHHAPOM HAa CTHBBHC—/[KOHCHH M TOKCHUHA ENHAEPMAJHA
Hekponusa np ynorpebara Ha HCTIBC (ux T. 4.8). To3n pHck e Hali-BHCOK B Ha4aJIOTO Ha JIeUEHHETO:!
MOBEYETO CiTyyaH ca HaGMmoAaBaHN B MbPBUA MECEl| Ha NPRICKEHAE. YroTpebata Ha H6ynpoden Tpadra
Aa ce MpeyCTaHOBH Ollle MPH IIbpBaTa MOsBA HA KOKCH OOPHB, /IE3MM HA MYKO3aTa HIH .
CHMIITOM Ha CBPBXYYBCTBHTEIHOCT.,

Cnennduuni 3a JeKapcTBeHHS NPOAYKT NpeaynpeKIcHAN:




Hudopmanus 3a nauueHTH ¢ HapyiieHa oOMSHA Ha 3aXapH:

Tosy nekapcrsed npomykT chAbpka 116.1 mg (unn 0.34 mmol) 3axapo3a B eqHa A03a (1 TabGnerka).
TlaupeHT! € peaky HacneACTBEHH MPOGNEMH HA HEMOHOCHMOCT KbM @pyKToza, rIOKO30-TalaKTO3Ha
MasiabcopoLHs HAH CyKpa3a-H3OMANTa3HA HEAOCTATHYHOCT He TpAGBa 2 MpHEMAT TOBA JIEKAPCTRO.

Hudopmauns 3a nauyeHTH Ha ANeTa ¢ KOHTPOIMPAH NPHEM Ha HATPHii i npueMaiy 2 2 TabaeTku Ha AeH:
To3n nexapcTsen MpomykT chABpkKa 1.1 mmol (anm 25.3 mg) Hatpuii Ha 2 nosu (2 tabnerxku). Toea
TpAOBa Jia ce #Ma NpeaBi] NIPH NIalMEHTH Ha JMeTa ¢ KOHTPOJIHPaH NpHeM Ha HaTpuii.

Ha eTHkeTa € HANKMCAHO:
IIpoyetere npunoxkeHaTa TUCTOBKA, TPENH A [[PHEMETE NEKAPCTBEHHA IIPOAYKT.

Ha He ce ymotpefssa ako:

HMaTe HJIM CTe HMAJIM CTOMALITHA A3Ba, NepdopaLis WiH KbpBEHE
CT€ anepruyHy KoM HOYpoden HiIn KbM HAKOA OT APYTHTE ChCTABKH HA HPOJYKTa,
KBbM alICTHNCATHIMIIOBA KHCEIHHA MK APYTH NOACOHH 60KoyCmoKosBali

® axko npuemare ApyrH HCIIBC OGonkoycrmoKosBaiH HAM ALETHICANHIMIOBA
KHCeHHA B IHEBHA J103a Hax 75 mg

® CTE B NOCJCAHHTE 3 Mecena Ha GpeMeHHOCTTa
NalMEeHTHT € Ha BbapacT nofa 12 rogunn

Koncynrupaiire ce ¢ dapManest uau ¢ Banms nexap axo:

HMaTe aCcTMa, ChPACUHH, YEPHOAPOOHH, OBOPEYHH HIIH YPEBHH NPOBIEMH
® CT¢ B MbPBATE 6 Mecena Ha GpeMEHHOCTTa

AKO CHMIITOMHTE NPOAB/DKABAT HIH ¢ 3aXb160YaBaT Wil CE NOSBST HOBY CHMIITOMH, KOHCYNTALIHATA C
AeKap € HaNoXKHTEHA.

4.5 B3aumoneilcTBHE ¢ APYTR JICKAPCTBENH NPOXYKT H APYTH GOPMH HE  B3RHMOREHCTBHe

Hoynpoden (kakto u apyrute HCITBC) He Tpabsa Aa ce 3101383 B KOMGHHALHA C:
- ALCTHICATHIHIOBA KUCE/IMHA, OCBEH aKO T HE ¢ NPEANHCAHA B HHCKH 034 (He [oBeye
oT 75 mg nHeBHO) ToBa MOXce fa AOBe/e 10 YBENHYABAHE HA HEXENaHHTE PeaKuuH (BHX
T.4.4).

- HApyru HCIIBC nexapcTseHH mpoAyKTH, BKIOUHTESHO CENEKTHBHM MHXHGMTODH Ha
IHKIOOKCHTeHasa-2: Jla ce u30sarea eqHOBpeMeHHaTa ynoTpeGa Ha IBe WIM TIOBEYe
HCIIBC, Toit kaTo TOBa MOXeE na foBEAE A0 YBeNnHyaBaHe HA HeKENaHUTE ebext (BHXK
T.4.4).

- ExcnepuMenTanHH NaHEM MOKa3paT, Ye MOYmpoden Mmoxe Na WHXHOMpa edexta Ha
HHCKHTE JI03H aUCTHICATHLHAOBA KHCEAHHA BbpXY TPOMOOLMTHATA arperaus KoraTo ce
NpHNArar €AHOBPEMEHHO. BbnpexH TOBA OrpaHHYEHHATA HA TE3H JRAHHH H
HECHTYPHOCTTA NPH €KCTPamnojialHd Ha €X vivo JAaHHH B KIMHHYHATA NpPaKTHKa
O3Ha4aBaT, Y€ He MOTaT Ja C€ MpaBAT KATErOPHYHH 3aKIIOYEHHS OTHOCHO OO0uudatiHata
ynotpeba Ha HGynpoden M, ye He ce OYaKkBa BepOSTEH KIHHHYHO 3HAYMM e(eKT NnpH
HEepenoBHa ynotpeda na nbynpoden (Bux 1. 5.1) e,

-
. e,
e

Hounpoden tpabpa na ce H3NOA3BA BHUMATENHO B KOMGHHALMA C:

- KopTEKocTepoMau: HOBHIIEH PHCK OT HEXENaHH PeaKiHH, 0COBEHOo
A3BA HIIH KbpBEHE {BUX T. 4.4).




- AHTHXHREPTEH3IRBHH JekapcrBeBn NpoaykTH (ACE nEXuGATOpH, ANTATOHHCTH HA
anraoTensnu-iI) n anyperuun: HCIIBC aexapcTseHHTe MPOAYKTH MOXKE A3 MOHMKAT
edekra Ha Te3M JeKkapcTBEeHH NpoAyKTH. IIpH HSKOM NALMEHTH ¢ KOMIpPOMETHpaHa
OpOpevHa ¢yHKUHA (AeXHAPATHPaHH HIH B CTapuecka BB3PACT C yBpeneHa GhOpedHa
byHKIMA) eaHOBpeMeHHOTO mpunokeHue Ha ACE uuxuGuropu, Gera-GnokepH wmm
AHTATOHMCTH HAa aHTHOTeH3MH-II ¢ JexapcTBa, KOMTO HHXHOHMpAT LHKJIIOOKCHTEHA3aTa
MQ3KE 13 AOBEAC N0 AOMBIHHTEIHO BAOUIaBaHE HAa ObOpeuHaTa QYHKUHA, BKIIOMHTETHO
ocTpa OBOpeuHa HEAOCTATBUHOCT, KOeT0 OOMKHOBEHO € ofpaThMo. CrenoBaTeHO
KoMOHHauusTa TPA6Ba Aa Ce NpHara BHAMATENHO, 0cOGEHO MPH NALMEHTH B CTApYecKa
Be3pact. IlauuenTture TpaGea na ca azekBaTHO XHAPATHPAHHM H Ja ce OOMHCAH
HeoOXOMMMOCTTa oT mnpocneAsBaHe Ha Owu0peynara ¢yHKIMS B HAYaNOTO Ha
KOMOMHHPAHOTO /lCHeHHEe H NEPUORHYHO Ciej ToBa. J{HYPETHLMTE MOTAT Aa TOBHILAT
pucka oT HedporokcHyHocT Ha HCIIBC.

- Anrvxoarynamtm: HCIIBC nekapcteeHd TpoAykTH 3acHnBaT edekTa Ha
HTHKOATYJIaHTH KaTo BapdapuH (Bux 1.4.4).

- AHTHATPETARHTH M CeJleKTHBHH HHXHOHTOPDH Ma oOOpaTHOTO 34XBAIIAHE HA
ceporonuna (SSRI): INosnien prck 0T cTOMAIHO-YPEBHA KPBBOM3IMBH (BIDK T.4.4).

Coupaeunn rankosaau: HCIIBC Morar aa o60CTPST chpAeHHATA HEAOCTATHUHOCT, A2
HaMaJlAT rmoMepyaHata GUATPanna 4 Aa NOBMIIAT NNA3MEHNUTE HEBA HA TTIHKO3HAHTE.

- JIaThi: Ma 1aHHH 33 NOTEHUHANHO YBENHYABaHE Ha NNa3MEHHTE HHBA Ha JINTHIA

- Merorpexcar: Hma naHHH 32 NOTEHUHANHO YBENWYaBAHE Ha TIA3MEHMTE HHBA HA
METOTPEKCAT.

- Huxnocnopnn: [MTosuiueH puck oT HEPPOTOKCHUHOCT.

- Mudenpucron: HCTIBC nexapcTBenu npoaykru He Tps6sa Na ce npHemar o 8-12 aun
Cnell NpRNOKEHNe Ha MHQENpPHCTOH, Thil kKato HCIIBC morar aa HaManaT edexra Ha
MH{ETIPHCTOH.

- TaxpoauMyc: BramoxeH € nosuileH puck oT HegporokchHunoct koraro HCTIBC ce
MPHATaT ¢ TAKPONUMYC.,

- 3npoByamn: [ToBHIIEH PHCK OT XEMAaTOJIOTHYHA TOKCHYHOCT NpPH  eOHOBPEMEHHO
nedenHe ¢ HCHBC u supoByaun. MMa paHHM 3a yBenMYeH PHCK OT XeMapTposa H
xemaToMu npu HIV(+) xemodunuum mpoBexpamid eJHOBPEMEHHO JIGYEHHE C

HOYNpodeH 1 3HIOBYAHH.

- XHHOJIOHOBH AHTHOHOTHIOM: NaHHH OT NpPOYYBAHHS BbPXY XKHBOTHH TIOKA3BaT, Ye
HCIIBC morar a2 noBHINAT pPHCKA OT KOHBYNCHH, CBBD3aHH C XHHOJNOHOBHTE
anthOnoTuM. [Tanuentn npuemamy HCTIBC 4 XHHONOHH ca M3NOXEHH HAa MOBHIIEH
PHCK OT NIOSBA HA KOHBYJICHH.

4.6 Depruanrer, GpeMeHHOCT B KhpMeHe

Bpemennocr:

Hoynpoen:
[loTHckaHeTo Ha NPOCTATIAHAMHOBATA CHHTE3a MOXKe J1a TIOB/HSAE HeGnaronpraTHO GpAMENHo

eMOpHo-peTantoro passuTHe. JlaHHM OT eNHAESMHONOTHYHH TNPOYYBAHHMS MOKA3BAT [RCEAA




HEMOH3HOCBAHE M ChPACHHH ManQOpMallAl M racTPOLIM3NC cled Ynorpeba Ha HHXMOMTOPH Ha
MPOCTarjanAWHOBATA CHHTE3a B PaHHA OPEMEHHOCT. AGCOMOTHHAT PHCK OT ChpAeuHH Man(opMallHH €
Oun nopuweH oT No-Maiko oT 1% 710 okoxo 1.5%. CuuTa ce, ye pUCKBT € MOBHIUABA NPH BHCOKM JO3H H
NPOALIDKUTENHO JeveHue. JIpH ONMHTH ¢ JKHBOTHH MNPHIOKEHHETO HA MHXMOHTOpH Ha
NpocTarjaHi¥HOBaTa CHHTE3a BOAH A0 Npe- H NOCT-HMILIAHTALIAOHHA 3aryGa u emGpuo-deranen
neranuter. OCBeH TOBa ce choOIIaBa 3a MOBHIIEHA YECTOTA HA BPOACHUTE MAT(OPMALIMH, BKIIOYHTERHO
CBPACYHO-CBAOBH, IIPH XXMBOTHH MOMYYHIIH HHXHOHTOPH Ha NPOCTATNAHZHHOBATA CHHTE3a MO BpEMe Ha
OpraHoreHesara.

HOynpogeH He TpsOBa Aa ce H3NON3BA NP3 MLPBHSE H BTOPHS TPHMECTHP Ha OPEMEHHOCTTA, OCBEH aKO He
€ KaTeropHyHoO HeoOxoauM. Axo HOYNpopen ce U3MON3Ba OT JKEHH, KOHTO Ce OnMTBaT Ja 3abpeMenesT
HIIH NPE3 MBPBHA H BTOPHA TPHMECTHP HAa OPEMEHHOCTTa, Ao3aTa TpAOB2 Aa OBbAC MAaKCHMATHO HHCKA H
NPOABDKUTENTHOCTTA Ha JIEYCHHE Bb3MOKHO Haki-KpaTKa.

B nocneawoto TpHMeceune Ha OpeMEHHOCTTa BCHYKM HMHXMOHTOpM HA MPOCTAMIAHAMHOBATAZ CHHTE3a
MOTaT A4 H3NOXKAT HA PHCK:
* IInopa Ha puck or:
o Kapauomuonarns (c npexaeBpeMeHHO 3aTBapsHe Ha (detannus ductus arteriosus
Genoapobna XxunepTeH3uA);
0 bubpeuna auchyHKUHs, KOATO MOXe Ja mporpecHpa A0 GbGPeYHa HEAOCTATHYHOCT C

ONIUrOXOAPaMHHO3a;

* MaiikaTa B HOBOPOAEHOTO B Kpas Ha GPeMEHHOCTTa, HA PHCK OT:

0 BB3MOXHO yAbIDKaBaHE Ha BPEMETO HA KbPBEHe, AHTHATPETAHTEH e(heKT, KOHTo Moke Ja
ce Habnrozaea JOpH B MHOIO HUCKH J03H;

O TOTHCKAHE Ha MATOSMHHTE KOHTPaKUMH H 3a0aBCHO HIIH YABKCHO paxkaaHe.

Cnenosarenno HOynpodeH e npoTHBONOKa3aH npe3 NoCcNeAHOTO TpUMeceYHe Ha GpeMeHHOCTTa

Jlakranun B KbpMene:
Ilo nanHy oT orpanHyeHH NpoyusaHus HOYNpodeH NpeMHHABA B HECKH KONHYECTBA B KbPMATA H € MAJKO
BEPOATHO Ja MMa BPeaHH edeKTH BEPXY KbpMAyeTo.

QPepTHARTET:

HMa n3BECTHH aHHA, Ye JICKAPCTBATA, KOHTO HHXHOUPAT LHKJI0~OKCHTeHA3HATA/

NpOCTarJaHAHHOBA CHHTe3a MOXE Jia MNPEIH3IBHKAT YBpPEXKAaHe Ha XKEGHCKHA (EepPTHIHTET upes
BB3JCHCTBHE BBPXY OBYJIaunATa. To3n edekr e oOpaTHM ciiel MpekpaTaBaHe Ha JeveHHeTo. 3a edexTa Ha
nOynpodeH Bepxy depTHANTETA TPH KEHH BHX T.4.4.

4.7 EdexTn Bnpxy cmocobnocTTa 32 modnpane » pabora ¢ Malmunm

He noemmsea cnocoGHocTTa 32 modmupane u pabota ¢ MamHHH B NpENOpHYBAHATAa 033 M
NPOABDKUTENIHOCT HA JICYEHHE.

4.8 Hexenand JeKapcTBEHH peakiMH

CHHCBKBT HA HEXKENaHM JIEKapCTBEHH PEaKUMK NO-KONY Ce OTHACK 33 KPATKOCpOdHa ynoTpeba Ra
néynpoten B no3upoBka karo 3a OTC npoayxT (MakcumyM 1200 mg Ha ner). JIOMbJIHUTENHH HeXeNauH
peaK1uH MOTarT Ja ce Hab/oaasat NpH ABJITOCPOUHO IeUeHHE HA XPOHHYHH ChCTOSHHS.
B13MOKHHTE HEXENaHH NIEKapCTBEHH PEaKIUHH, KOHTO ce MPOSBABAT NpH HOYNpodeH ca
A0aYy, TPYNIHpaHH NO CHCTEMAa-OpraH KiIac kKnacnpukauaTa ¥ 4ecTora.

YecToTara ce onpeaens kaxto cieapa: Muoro wectn (21/10); Yectu (21/100 o
(21/1,000 no <1/100); Peaxu (21/10,000 mo <1/1,000); Muoro peaxu (<1/10,000); He




fa Obue ompeaencHa OT HaIHYHHTE AaHHM). B oraennuTe rpynH no 4ecToTa HeKENAHHTE PEaKilHH ca
MPEACTABEHH B HUIXOAAL PEA, CIOPEX CTENEHTA Ha CEPHO3HOCT:

Hali-duecTHTe HEXenaHH NeKAPCTBEHH PEakUMH ca C XApaKTep Ha CTOMALIHO-YPEBHH HApYLIEHAL.
Hexenannte peakini ca ApeAHMHO 38BHCHMH OT J032T&, 0CODEHO PHCKA OT NOSBA HA CTOMALIHO-YPEBHO
KBLPBEHE, KOKHTO € 3aBHCHM OT J030BATA MPAHMLA W MPOXBDKATEIIHOCTTA Ha JICUEHHETO.

HexxenanuTe peakiiyi ca mo-peaKH NpH MAKCHMANHa JHeBHa Ao3a Ao 1200 mg.
KnHHHYHH H3NUTBAHHA U eNUAEMHOJOMHYHH AAHHM IOKa3BaT, Ye ynotpedarta Ha ubynpodeH ocobeHo

BB BHCOKM %03H 2400 mg NHEBHO ¥ NPH NPOXBIDKUTENHO NIEYEHHE MOXKE /1A Ce CBBPXKE ¢ JCKO YBENHYEH
PHCK OT apTepHAITHO-TPOMOOTHYHE CHOMTHA (Hanp. MHOKapAeH HHQAPKT WK BHCYAT) (BAX T.4.4).

Cucrema-opras YecToTa Hexenann peaknun
KJIac

. — - . M
HapyiueHnd Ha | MHOrOo peakn | Hapymenus Ha  xemonoesara  (aHemud,
KpbBTa H JMM(HaTa NEeBKONCHUA, TPOMOOLMTONEHUS, MAHUUTONEHHA,
CHCTEME arpaHynnuMrTosa).

[IbpBuTe TMpH3HALH ca TeMneparypa, Gonku B
TLPIOTO, MOBBPXHOCTHH A3BH N0 YCTATA,
rpunonofodHH CHMNTOMHM, CHIHA OTNAAHANOCT,

KPBBOH3JIHBH OT HOCA H IO KOXKATA. ]

Hapymenus Ha Peakuyu Ha CBPbXUYECTBHTENHOCT BKMOYBALM: |
HMYHHATa CHCTEMA HevectH YPTHKapHs H IPYPHTYC _

Mnuoro peaks | Tekku peakuuM Ha  CBPbXUYBCTBHTEHOCT.
CHMNTOMHATE BKJIOYBAT OTOK Ha JIHLETO, €3HKA H

NapHHKCa, 3aAyX, TAXHKApAHA, XOMOTEH3Hd,
(anadMnaKCHA, aHTHOSAEM WIIH TEXBK LIOK).

HeuseecTHa [lopumeHa peakTHBHOCT Ha pPECHHPATOPHHA
TPAKT, OTHACALL C€ A0 acTMa H BIIOLIABAHETO M,

_ OpoHXOCAasbM HITH 387YX _
Hapyuiennsa Ha | Hewectn | I'nasobonue
HEPBHATa CHCTEMA Mmnoro peaks | AcenTHYeH MEHHHTHT _
Cupreynu Heuseectna CuplieyHa HEJOCTATHYHOCT H OTOLH
HapyLIcHHS _

Coaosy Hapywienuss | HenseectHa | AprepHanHa XMNEpTOHHSA |
Cromamigo- upepnu | Heuectn KopeMHa Gollka, AHCNENCHs H TaJcHe

HapyUIeHHs Penxu HAunapus,  duiaryneHUHs, KOHCTHNaUMs H
MOBpbILAHE _

MHoro peaxn | Ilentuuna s3pa, nepdopaurs HIH  racTp-

OHHTECTHHAJIEH KPBBOK3JIMB, MEIIeHa,

XeMareMesa, noHskora daTanHa, NO-CHELHAIHO
1ipy MAalMEHTH B HaNpeAHAIA BB3PAcT. ¥YJILEPO3EH
CTOMATHT, raCTPUT, 000CTPIHE Ha KOJIHT U fonect

_ Ha KpoH (Bux T.4.4)
Xenato-OHitdapHH MHoro peaky | YepHoapobHO yBpeXxaaHe
HapyLICHHS
Hapywenna na | Heuectn PasaH4HH KOXKHH OGpHBH E
KOXara H | Muoro peakn | TexkH KOXHEM peakiiiH KaTo OyNo3HH oOpyiiiag .
NOAKOKHATA THKAH BKJIOYRAIIH CHHApoM Ha CTHBBHC- ,

HCKPOJIH3a




Hapymenus Ha | Muoro peaku | Octpa 6bGpevHa HEAOCTATBYHOCT, MAMHJIAPHA
OnOpenure H HEKpo3a, ocodeHo NMpH gparocpouHa ymorpeba,
NMHKOYHUTE MHLTHINA CBBp3aHa ¢ MOBHIUEHA CEpYMHA KOHLEHTpal}a Ha
ypes H OTOI(H.
Ionwxken Ga0peuen KIMPLHC Ha ypea
Hacnenpanus Mroro peakn | IloHmwxeny HiBa Ha XeMornoOuHa

CrolmaBane Ha NOJOIHPAHN HEKEAHH PEAKIHN

CrobmaBaHeTo Ha MOZOSHPAHM HEXENaHM PEAKIMH Cliejl paspeliaBaHe 3a ynorpeda Ha NeXapCTBEHHs
UPOAYKT € BaKHO. ToBa no3B0/ABA A3 MPOALIDKH HaGMOAEHHETO HAa CHLOTHOIIEHHETO MON3A/PHCK 33
JIEKAPCTBEHHA MPOAYKT. OT MEAHUMHCKATE CNENHANHCTH ce H3HCKBA fla ChOOMABaT BCAKa NOAO3HpaHa
HOKCNAHA PEAKIHA Ype3 HAlHOHAMHATA CHCTEMA 3a ChobllaBaHe,

M3nsnuaTenna Areanad no Jexapcreara

Codms 1303, yn. lamsm [pyes 8

Tel.: +359 2 8903555; daxc: +359 2 8903434

¢-mail:bda@bda.bg

4.9 Hpeaoinpane

Ilpa neua npuemsr Ha moBeye oT 400 mg/kg MoxKe Aa foBele N0 NOABATA HA CHMITTOMH. Ilpu BB3pacTHH
e(eKThT 103a-0TrOBOP € NO-Mako OTKpoeH. [10/TyKUBOTET NpH npeno3Hpane € 1.5-3 yaca.

CEMnTOME Ha npenosHpane
TloBedyeTo naumeHTH NpHENnH KAMHHYHO 3HAUMMHM KojnyectBa HCIIBC pa3BBBaT Hali-Beye rajene,
oBpbIIaHe, eMUracTpanHa Gonka, ¥ no-paako auapnd. llym B yiuure, rnaoGonue 1 CTOMAIIHO-YPEBHO
KbPBCHE ChlIO ca Bb3MOXHH. Ilpn mo-cepnosnn oTpaesHHs ce Habmonasa TOKCHYHOCT OT CTpAHA HA
UCHTPaHA HepBHa CHCTeMa, H3pa3fBallla Cé B CBETOBLPTEXK, CHHNHBOCT, NOHAKOra BB3GYza u
AC3OPHEHTALNA HIH KoMa. IloHaKora nauueHTHTe NOJNy4aBaT rhpuoe. [IpH cepHO3HM OTpaBsHus ce
TOABABA XHIICpKANTHEMAS, METaOOIHTHA alMlo3a M yXbIDKEHO NpOTPoMOHHOBO Bpeme/INR, BeposTHO
OpajaH 34TPYAHEHO NEHCTBHE HA WUPKYIMpauguTe PAKTOPH HA KPbBOCHCHPBaHETO. MOXe Ja ce TOABaT
ocTpa OBOpEYHa HENOCTATHYHOCT, XHNOTOHHA, NOTHCKAHE HA AWNIAHETO H LMAHO3A W qepHOApoOGHO
yBpexnane. BhamokHso € 0GocTpaHe Ha acTMaTa PH acTMATHLIY.

TepaneBTHUHH MePKE IpH Bpeao3Hpane -
TepanesTuunuTe MEpkn Ca CHMITOMATHYRE H NOJtbPXKallH, H BKIOYBAT MOAABPXKAHE HA NPOXOAHMH
AMXATCTHH NBTHIIR B MOBMTOPHpDAHE HAa CHPACYHHMTE M BHTAIHHTE DNOKA3ATeNH A0 TAXHOTO
Crabunusnpane. Jlo MbpBHA 4ac OT NpHeMa Ha NOTEHLHAMHO TOKCHYHH KOIHYECTBA MOXKE na ce aane
NEPOPANHO AKTHBCH BBITIEH HIH Ja Ce €BAKYHpa CTOMAIIHOTO ChABPKHMO. Ako ubynpodien Bede ce e
abcopOupan, Moke Ja ¢e NPHIOKAT ATKAIHH CyOCTaHIMHK, 33 Ja CTHMYJIHpa OTOCNAHE HA KHCETHA
nOynpodeH upes ypuHata. AKO ¢a Y€CTH H NPOTb/KHTETHH KOHBYJICHHTE C€ KOMMHMPAT HHTPABEHO3HO C
Inasenam uit gopasenam. [Ipu acTMa ce mpunarat GposxonnIaTaTopH.

5. ®APMAKOJOI'MYHM CBONCTBA

5.1 dapmaxoaaHAMHYRE CBO#CTEA

DapMaKkoTePANESTHIHA IPYNA: NPOTHBOBB3NATMTE/IHH H AHTHPEBMATHYHM MPOAYKTH, HEC:
NPON3BO/IHH HA NMPONHOHOBAaHA KHCENHHA

ATC xox: M01 AEO1




H6ynpodex e mpou3BoJHO Ha nponHoHopaHa kucenuna, HCIIBC nokasano epuKacHOCT 4pe3 MOTHCKAHE
Ha MPOCTAINMaHAUHOBATA CHHTE3A.

Tipu xopa HOynpodeH Hamansea Gonkara, OTOLIMTe W TEMIIEPaTypara NpH Bh3najeHue. OCBEH TOBA
ubynpoder obpatiMo HHXHGHpa TpOMOOLIHTHATA arperaHs.

ExcriepuMeHTaNHH HAHHHM NOKas3saT, 4¢ uHOynpodeH Moke Oa WHXHOHpa egeKkTa HA HHCKHTE J(O3H
ALETHICATHUHIOBA KHCENHHA BBpPXY TpoMOoLMTHaTa arperaups, KOraro ce NMpuiarat eIHOBPeMEHHO.
Tpy enwo npoyyBaHe ¢ eAHOKpATHA 1034 0T 400 mg uGynpoden, npuera 8 daca npeau wiH A0 30 MAHYTH
crnen 81 mg aneTHICANMIMNIOBA KHCENHHaA ¢ He3a6aBHO ocBOGOKAaBaHe, € RAGMIONaBaH NMOHIDKEH e(eKT
Ha ACK ebpxy ofpasyBaHeTo Ha TpoMOOKCaH MM arperauuara Ha TpoMOouuTHTe. BhITpexu ToBa,
OrpaHHYEHHUAT2 Ha Te3H JAHHH M HECHT'YpHOCTTA IPH eKCTParoJauud Ha €X Vivo RaHHH B KJMHHYHATA
NpakTHKa O3HAYABAT, Y€ HE MOTAT Ja Ce TPABAT KATEropWuHM 32KNOYCHHA OTHOCHO oOWuaiiHaTa
ynotpeba Ha uOynpodeH M, 4e He Ce OYaKBA BEPOATEH KIHHHYHO 3HAYMM &(peKT NMpH HepeAoBHA

ynorpeba Ha HOynpodeH.

5.2 PapMakoKHHETHYHH CBOiicYBa

H6ynpoden ce pesop6upa 65p30 criea npuema u 6Bp30 ce pasnpenend B uennsa opranusbm. Hoynpoden
C€ CBbP3BA BbB BUCOK MPOLEHT C IIASMEHHWTE MTPOTEHHH.

MaKkcHMAa/IHH CepyYMHH KOHLEHTpaLWH ce HaOmonasar 1-2 4aca cneg NPpUioKeHHETO My.

H6ymnpodeH ce MeTabonu3upa B uepHUs Apob 10 JBa OCHOBHH HEAKTHBHH MeTabONHTa C IJIABEH MBT 32
exckpels mpe3 Ov0OpeuMTe KaTO TAKWBA, MJIM KaTO KOHIOTATH, 33a€0HO ¢ OCKBAHH KOMHYECTBA
HenpoMeHeH noynpoden. Ekckpeunsara npes 6n6pennre € 6bp3a H ejIHa.

EAHMHHAMOHHMA NONYKHBOT Ha HOYNPOgEH € OKOMo 2 Yaca.

He ca HabmonasaHy 3HAYHMH pa3iiuus BHB apMakOKHHETHYHHA npodHi NMPH NALHEHTH B HANpeAHATa
BBL3PAacT.

[Tpu orpanmyenn npoyuBaHusa HOynpodeH ce oTaens B KbpMaTa B MHOTO HUCKH KOHLISHTPALHH.
5.3 IlpeaxinonuuH Nagad 3a GesomacHoCT

HaMa 3Ha4YMMHM JAHHH JIOITEIIHHTEIHA KbM APeRCTaBeHuTe B ocTaHanuTe pasaenH Ha KXTL

6. PAPMANEBTUYHH AAHHH

6.1 Coucrhbka 53 NOMOINHHTE BeIECTBA

KpockapMenoza HaTpHeRa comn, OMpeKeHa,
Harpues naypun cyndar,

Harprer umMrpar,

CreapHHOBA KHCECTHHA,

CHnnigieB JHOKCHA, KONOHIEH,
Kapmenosa HaTpHeBa con,

Kanuues cyndar auxuapar,

Apabcka ryMa, H3cyIeHa upes panpamasaune,
3axap,

TuraHoB AHOKCHA,

KapHayOGckH BOCBK,

Yepuao macTino 3a neqar S-1-277001.




6.2 HecrBMeCTHMOCTH
HenpunoxumMo.
6.3 Cpox na roanocr
36 Mecella
6.4 Cnenmansn yc10BEA HA CHXPAHEHHE

Ha ce cexpaHsaBa pH TeMneparypa nox 25°C.
Ha ce cpXpaHABa B OPHIrHHANHATA ONAaKOBKA.

6.5 Bua H crabpxkaHHe HA ONAKOBKATA
TaGnerxure ca onakoBaHHu B OJIHCTEPH, CHCTOAILH C€ OT :

JlaMuHaTr oT Hempo3spaveH, 6an 250um nmonwBuHMN xnopua (PVC), TomnmHHO 3amedareHo ¢ 20 pm
AUTYMUHHEBO (OIHO.
701 %
Jlamunar or Henmpozpauves, 6an 250pm nomupumun xnopua (PVC) ¢ 40 gsm NosMBHHAINEH XAOpHI
(PVdC), ronmHHe 3ane4aTedo ¢ 20 pm amyMHHHEBO (HONHO.
bancTepuTe ca onakoBaHH B KapToHeHa KyTna Onakoskarta ceabpska 10, 12 unu 24 Tabmerk.
He Bcuuxu onmakoekw e 66aaT MapKeTHPaHH.
6.6 Coenmanms npennazan MepKH OPH HIXBELD/ASHE
Hama cnenHanHy H3UCKBaHHS
7. IPATEXKATEJ HA PAPEIIEHHUETO 3A YITOTPEBA
Reckitt Benckiser Healthcare International Litd.
103-105 Bath Road, Slough, Berkshire SL1 3UH
BenuxoOpuranua
8. HOMEP HA PASPEIIEHMETO 3A YIIOTPEBA
9800355

9. JATA HA ITBPBO PA3PENIABAHE/MIONHOBABAHE HA PA3PEINEHHETO 3A
YIIOTPEBA

05.11.1998
10. IATA HA AKTYAJIM3APAHE HA TEKCTA

Anpun, 2013






