IIPUNOKEHHE 1

KPATKA XAPAKTEPUCTHKA HA IPOAYKTA



s NEWTEHA ATERUAR 10 TIEKAPCTBATA

AKMBPUCMUKA HE npagyxkma - Apuaowerue 1

oo 22d »
' KuM Pez. Ne "__“”“,‘,_X: ...........................................

| L&/ FThT 174 - € 2543

PazpeweHUs Ne s e

; Kpamxa xap

1. HME HA JIEKAPCTBEHHA ITPOJYKT

Cuadern 100 mg/5 ml nepopanna cycnensus 1"_—;3.5;“5: Ms /
Syafen 100 mg/5 ml oral suspension

2. KAYECTBEH H KOJTMMECTBEH CBHCTAB

B 5 ml cycnensus ce chabpika aKTHRHOTO BewecTso HBympoden (ibuprofen) 100 mg.
IlomMowKn BemecTBa ¢ W3RECTHO fercTBHe: copGuton (E 420), metun napaxdapoxcubensoar (E 218),
nponun napaxuapokcubensoar (E 216).

3a IbJHKMA CHIMCHK HA MOMOIHKTE BELIECTBA BIGKTE TOUKA 6.1,

3. JIEKAPCTBEHA ®OPMA

IlepopanHa cycnensnsa
Cuponiena cycneHssa ¢ 65, 40 noYTH O5UT 1BAT, ¢ MMPHC Ha ILIOJOBE.

4. KJIHHWYHH JAHHH
4.1 TepameBTHYHH MOKAZAHHA

3a 6Bp30 ¥ €QCKTHBHO NOHIKABAHE HA TCMMEPATYPATa, BKIFOUHTEITHO CIEX HMYHH3ALIHH,

3a OBp30 K edexTHBHO OOAeK4aBaHe Ha claba 0 yMepera Gonka NpH BEINAIEHHE Ha MbPIOTO,
HUKHCHE Ha Mile4HM 360M, 3560600, Gosiky B yiuuTe, rmaBofosine, IGKH TPARMU W HABAXBAHMS, KAKTO
M 32 00J1€KYaBaHE HA CHMIITOMHTE [IPY [IPOCTY/THH U FPUITHH 3a60IISBAHHA.

4.2 [{03HpOBKa H HAYHH HA NPHIOKEHHE

Hexenanute nekapcrsenn peakiMH Morar ga 6bAaT cBeleHH 0 MUHHMYM, KATO 34 OBNTA/IABAHE HA
CHMIITOMHTE C€ NpAIara BL3MOKHO Hai-HHCKaTa e(DeKTHBHE 1034 32 BE3MOMKHO HAM-KPATHK NEPHO.
oT Bpeme (Biok 1.4.4).

. [Ipu Gonxa, TeMnepaTypa U CHMIITOMM HA IPOCTYAA W rpun: JIHeBHaTa go3a Ha Cuaden
nepopanHa cycnensus e 20 go 30 mg/kg TenecHo Terno, pasgencHa Ha HAKOIKO PHEMA O CIIGAHUS
HAYHH:

Kvpmauema om 3 00 6 meceya c menecro meano nad 3 x2. no 2,5 ml 3 meTH 3a 24 yaca.
Kvpmauema om 6 0o 12 meceya: o 2,5 ml 3 - 4 ouTH 33 24 yaca.

Heya am 1 - 3 200w 1o 5 ml 3 weTH 32 24 yaca.

Lleya om 4 - 6 200unu: 1o 7,5 ml 3 ouTH 33 24 yaca.

Heya om 7 - 9 200unu. o 10 ml 3 neTH 3a 24 yaca.

Heya om 10 - 12 200unu: no 15 ml 3 mbTH 3a 24 vaca.

Moxxe na ce napa npubnusuTenHo Ha Beeku 6 70 8 waca (WM Npes MHTEPBAN OT MUHH
MEX(TY OTAENHUTE NPHEMH, KOraTo € HeoGxoanmo). /la He ce mpeBHILABA HOCO4E
ao3a.

Cuaden nepopaia cycnieHsus He ce IPEMOPLYBA NPH JELA NoJ| 3-MeceuHa B
5 kg, OCBeH aKo He e [penKcan OT JIeKap.




. Ilpu nocrumMyHu3anronHa nupekcus: Jlosa ot 2,5 ml eaHokparHo. Ao € HeobX0IHMO, 103aTa
MOE Ja C¢ MOBTOPH CieA 6 yaca, HO He noBeve oT 2 1034 0o 2,5 ml 3a 24 yaca. Ako Temrieparypara
HC CC NOHIKARA, KOHC)IJITaI.IPlHTa C JIeKap € 3a0BIKHTEIIHA,

[popbmxuTennocT Ha severneTo: CuadieH nepopasiHa CyCreH3 s c€ NPEnopbLYBa caMmo 3a
KpaTkocpouHa yrorpea — He noseue or 3 gau.
— Kbpmauera na B3pact 3-5 meceua (¢ Terto Han 5 kg): TpafBa a ce noTPCH NEKAPCKa moMoll,
&KO CHMITTOMHTE C€ BIIOLIAT MJIH He ce NOBJIKAAT B PAMKUTE Ha 24 yaca, BLIPEKH yrnoTpebara
Ha CradeH nepopansa cycrnessu (Tpy A03H).
— KbpMayera 1 nena Ha BBb3pacT Hajg 6 Mecela: B CiTyuaii, 9e € HeoBXOAUMO TO3H JIEKAPCTBEH
APOOYKT Aa Ce MpHeMa MOBeYe OT 3 1HH WK AKO CHMITTOMUTE HA JIETETO ce Biowar, Tpabea
Ja ¢e TIOTBPCH CHBET OT JieKap.

Hali-Huckata eexTHBHa pnosza 1pabBa fga ce M3NOA3BA 3@ BBIMONKHO HARH-KPaTKOTO BpeMe,
HeoOXOMMO 32 obnekyaBaHe HA CHMITTOMHTE (BXK. Touka 4.4).

Hauvn Ha OpunoxkeHHe: nmepopaiHo.

4.3 IlporEBonoxazannn

- CBPbXUYBCTBUTENHOCT KBM aKTHBHOTO BEIIECTBO WITH KhM HAKOE OT [IOMOUIHHTE BELICCTBA,
u30poeHH B Touka 6.1.

- CBpBXUYBCTBHTENHOCT KbM ALCTHICATHLMIOBA KUCEWHA HITH APYTH HECTEPOH/IHH
ApoTuHBoBb3nanuTenHy cpeactea (HCIIBC) ¢ KIMHAYHA MposBa HA ACTMA, aleprHYeH PHHHT,
¥YPTHKApHA, HIH aHTHOSAEM B MHHAIOTO.

-IlaunenTH ¢ akTHBHA HITH aHaMHe3a 3a PELHIHBHPALIA NMENTHYHA A35a/KPhBOM3IMB (1Ba WIH NOBEYE
€MH30/12 HA JOKA3aHH A3BA WIH KPHBOUIIIHE).

- llaumeHTs ¢ HCTOPHA 3a KPBBOM3THB WIH NepdOpALMK B FOPHHTE OTAETH HA CTOMALIHO-UPEBHHA
TPaKT, NpeAH3BHKAHH OT ynoTpeba Ha IeKapeTBa OT Ta3u rpyna.

- Texxa yepnonpobHa, 616peuna u copaeuna HegocTaTBYUHOCT (BIXK T. 4.4.).

- [locnenen TpumecTsp Ha GpeMennocTTa (BHXK T. 4.6).

4.4 Cuenuansn npeaynpexIeHds 4 NpeANa3AH MEPKHM TpH ynoTpeba

HesxenaHHTe N1eKapCTBEHH PeakiMH MOTaT a Oh1aT CBeeHH 10 MAHUMYM, KATO 33 OBJI&ABAHE HA
CHMITOMMTE C€ NPHIATra Bh3MOXHO Haii-HHcKaTa e(peCKTHBHA 1032 33 BE3MOMKHO HA-KpPaThK MEPHO/
OT BpeMe (Bink T.4.2, KAKTO M [Ipe/IyPEKIEHHATA [10-10/1y 32 CTOMAIIHO-YPEBHH H ChP/IEUHO-CHIOBH
npobnemu).

Pechupamopnu:

Héynpodgen mose na OpoBoxHpa GPOHXOCHA3BM NPH NALHMEHTH ¢ aleprHYHy 3ab019BaHHMs (ceHHa
xpema, OpoHXHaTHA aCTMA, HA3AJIHA [I0JIMIIO38, MALMEHTH ¢ POSBH HA CEPHXUYBCTBHTEIHOCT KM
XPaHM ¥ ME/IMKaMEHTH) H Clie/Ba [ia C€ [PHJIAra ¢ BHHMaHHe.

Hpyzu HCIIBC:
Eanospemennata ynorpeda va ubynpoges ¢ apyro nexaperso ot rpynarta na HCIIBC, sknounrento
cemexTHBHA COX-2 nuxuburopwu, tpabea qa ce usbarea (Bixk T. 4.5).

Cucmemen nynyc epumeMamosyc u cmecena coedunumenro-mekanka 6orecm:
IIprnara ce c BHEMaHWE NIPK NALHEHTH ChC CBILECTBYBAILH aBTOMMYHHH 3200,
JIYTIC €pHTEMATO3YC HITH CMECEHA ChEAWHHUTETHO-TEKaHHa 60oJecT, nopany
aceNTHYCH MEHUHTHT (BIDK T. 4.8.).

Bvbpeunu:



JlekapcTBEHHAT MPOAYKT TPAOBA Ja ce HA3HAYABA ¢ TOBHUICHO BHUMAHHKE [IPH MalHeHTH ¢ 6pOpeunn
3a0onsaBaHHA, ThI KaTO MOXKE [a [10BEje 0 BIolagaHe Ha OnOpeunara dpyukuud (B T. 4.3 H T. 4.8).
CruiecTByBa pHck oT 6B0peyHO yBpexaane npH AeXHAPATHPaHH Jela.

Yeproopobru:
Yepuoapobua aucdysxuus (Bux 1. 4.3 u . 4.8).

Cupoeuno-cvoosu u MO3LYHO-CBLOOBH ehermu.

Heofxoqumo € noBuiIeHo BHMManue (obchiaaHe ¢ nekap wid GapMariesT) Mpeau 3arouBaHe Ha
JICUEHHE TIPH MNAaHEHTH C aHAMHE3a 3a XHNICPTOHHA WM ChpAcuHa HEAOCTATHEHHOCT, THH KaTo HMa
cbOOLIEHN 3a 3a/IPBKKA HA TEHHOCTH, TIOBULIEHO APTCPHATHO HANATAHE U OTOLM, CBBP3aHH C
Aeuenuero ¢ HCITBC.

KiuHHuHH poyuBaKusg H SNHISMHOIOTHYHM JaHHH NIOKa3Bart, 4e ynorpebara Ha ubynpodeH,
ocobeHo BB BHCOKH 1034 (2400 mg qHEBHO) M 32 MPOIBIDKUTENEH EPHO OT BpeMe MoxXe Jia Obne
CBEP3aHa C JIEKO NIOBHLIEH PHCK OT apTepHaIHH TPOMOOTHYHH CHOMTHA (HANPHMEP MHOKapAeH
nHdapkT wiu wHcynT). Kato nsiio, enupeMuoorHuHETE MPOYYBAaHKA He MOKA3BAT, Ye HUCKHTE A03H
ubynpoden (nanp. < 1200 mg AHeBHO) ca CBBP3aHH C MOBHIISH PHCK OT MHOKAapACH HHOApPKT.

Cmomawno-upegru egexmu;

HCIIBC tps6Ba na ce npuiaraT BHUMATEIHO NPH NALMEHTH ¢ aHAMHE3a 38 CTOMAIITHO-YPEBHH
3abonApaHus (yiLepo3eH KOIMT, Honect Ha KpoH), Thii kato Te3u 3aboasBaHMA Moske Aa ce 000CTPAT
(rmk T. 4.8).

ITpu ynotpebara Ha Bewuki HCTIBC uma peructpupaii cToMallHO-YPEBHH KPHBOHITHBH,
yJLepauuy U nephopalH (MoHAKOTa haTalaHK), 0 BCAKO BPEME B X0OJa HA ICUSHHETO, Che HiH §e3
PeAyNPEANTE/IHH CHMITTOMH, HWIH JaHHH 3a NPeAlieCTBALM CEPHO3HH HHUMIEHTH OT CTPaHa Ha
CTOMAIIHO-YPERHUS TPaKT.

ITpu nauuenTH ¢ aHaMHe3a 3a A38a, 0CO0EHO YCIOKHEHA ¢ KPBBOU3IHB WiH nepdopaius (Brok T. 4.3),
KakKTO H IIPH IAHHEHTH B CTApYECKA BB3pAacT, PUCKLET OT NMOSBA HA HEXEIIAHH peakluH OT CTpaHa Ha
CTOMALUHO-YPEBHHSA TPAKT € MO-BUCOK NpH ynorpeba Ha sucokn xo3u HCIIBC. Takusa naumeHTH
TpsbBa Aa 3anoysar neudennero ¢ HCIBC ¢ Haii-HHCKaTa BB3MOKHA 1034,

TNauwmenrHre ¢ aHaMHE3A 38 FACTPOMHTECTHMHAITHH CHMITTOMH CBBP3aHH C JIEKAPCTBEHA TOKCHYHOCT,
ocoDeHO Te3M B CTApHECcKa Bb3pacT, TpabBa Ja cho0lIaraT 3a BCHUKH HeoOuyaliHi cToMaIHu
CHMIITOMH ([O-CHELHATHO 33 CTOMAIHO-UYPEBHH KPBEOM3NHBHK), 0co0eHO B HavanHuTe dasd Ha
nevennero. Ilauuenture Tpabra 1a OLAaT NOCHBETBAHH 13 YNOTPEOABAT BHUMATCIHO TO3M IPOIYKT,
0c00EHO SHOBPEMEHHO C IPYTH NIEXapCTEEHH CPEACTBA, KOMTO MOFAT /1 YREJIHHaT PHCKA OT
YJIEPALMH WIH KbPBEHE KATO IIepOPATHH KOPTUKOCTEPOUIH, aHTHKOAryAaHTH Kato BaphapHH,
CeNeKTHBHH HHXUOMTOPH Ha 00paTHOTO 3axBailaHe HA CEPOTOHHHA, WM aHTHTPOMOOTHYHH CPE/CTBA
KaTO aUSTHICATHLUMIOBA KHCENHHA (BHXK T. 4.5).

ITpH nosBa Ha CTOMAIIHO-UYPEBEH KPBEBOWIIME MM A3B2 MPH MaLMEHTH, npremainy ueynpodeH,
TIeUeHHETO TPADBA J1a Ce NMPeKpaTH,

Ilayuenmu ¢ cmapuecka év3pacm:
Ipr naumeHTHTE B CTapYeCcKa BB3pacT YECTOTATA HA HADMOAABAHHUTE HeKENIAHH PEAKLIMH IIPH

ynorpeda Ha HCIIBC, ocobeno Ha cToMalHO-4peBHHTE KPHBOUXIMEH H nepdopaluy, KOHTO MOTaTr
a3 6b1aT QaTanHK € TIO-BHCOKA.

Hapywenue na penpooykmusnama dynxyun npu sicenume:

Hma n3BecTHu NaHHH, Y€ JIEKAPCTBATA, KOHTO HHXHOHPAT HKJIO-OKCHICHA3
CHHTE3a MOMKE J1a MPEM3IBHKAT HADYLIEHHA Ha PENPOAYKTHBHHTE QYHKIHH
BB3/ICHCTBHE BBPXY OBYNalMaTa, Tora e oOpaTuMO cllesl NpeKpaTaBaHe Ha JT




Teswcxu koxcHu pearyuu:

CrobuieHns 3a CEPHOIHH KOMKHH PeakLMH, HAKOH OT TAX JIETAIIHM, KaTO €KCOOIHATHBEH IEPMATHT,
CHHAPOM Ha Stevens-Johnson 1 TOKCHYHA eTTUepMaiHa HEKPONH3a, CBBP3aHK ¢ yroTpebaTa Ha
HCTIBC, ce cpewat paako (Bix T. 4.8). H3rinexua, 4e pHCKET OT Te3H PEAKIMH € HAM-BHCOK B
HAYAITOTO Ha JIEYCHHETO Ha MALMEHTHTE, KATO B TIOBEYETO CMYYaH OTKITIOUBAHETO HA peaki[HATA € 1pe3
nepeua Mecel. Chobimara ce 3a 0cTpa reHepaM3MpaHa eK3aHTeMAaTo3Ha MmycTyo3a (acute generalised
exanthematous pustulosis, AGEP) 18 Bpb3ka ¢ npoaykTH, chabspxaue ubynpoden. Hoynpoden
TpAOBA /1a C€ [IPEKPATH NPH ITEPBATA MOABA HA IPH3HAIM M CHMIITOMH HA TEXKH KOXHH PeAKUMH KATO
OOpHB N0 KOMATa, JIE3HH Ha JIMTABHLIATA WM PYT MPHIHAK HA CBPBXYYBCTBHTEAHOCT.

Mackupane na cumnmomume na nodaexcaugunte unexyuu

H6ynpoden Moxke 1a MACKHpa CUMIITOMHTE HAa HH(EKIMA, KOETO MOXKE 12 J0Be/E A0 3a0aBdaHe Ha
3aN04YBAHE HA NOJXOAANIO JICYCHHE H IO TO3H Ha4YMH Ja BIOLIM H3Xoaa oT HdekuusTa. ToBa ce
Habmoaasa npH OakTepHanHa MHEBMOHHA, HpHAoOHTa B 00IIECTBOTO, KAKTO H NPH DAKTEPHATHHTE
yCnoxHeHHs Ha BapHiena. Koraro ubynpoden ce npiiara 3a ieveHHe Ha MOBHLIEHA TeMIIEpaTypa
WK 3a obniekuaraHe Ha 6onkara BEB Bpb3Ka ¢ MH(EKIIHS, CE penophuBa HaboIeH e Ha
uapexnuaTa. [Ipu H3BbHOOIHNYHE YCITOBHS HALMEHTLT TPAGBEA 1a Ce KOHCYJITHPA C JIEKap, aKo
CHMNOTOMHTEC TIEPCHCTHPAT HITH CE BJIOLIABAT.

Homownu eewyecmea:

JleKapcTBEHHAT NPOIYKT ChBPKA METHII- H IPONAN N2PaxXHAPOKCHMOEH30aT, KOUTO MOrar Aa
NPHYHHAT AIEPIHYHH PEaKLMH.

Tosu nexapcTeeH npomykT cbhAbpxa 24 g copburon. Korato ce npieMa ChriacHO NPeropbKHTE 34
ac3upaHe, Besika 7o3a (5 ml) Habaea o | g copburon. IlausenTn ¢ peakn HacieICTBEHH
3a6019BaHHA, CBBP3AHH € HEMOHOCHMOCT KBM (DPYKTO3a, HE TPAOBA Aa IPHEMAT JIEKAPCTBOTO.

4.5 BaaumogeiicTBHE ¢ APYTH JIeKAPCTBEHH NPOAYKTH H ApYrH (OpMH HA BIaHMOIEHCTBHE

Ayemuicanuyunosa kuceauna: ETHOBPEMEHHOTO NPHIOKEHHE HA HOYIIpOodeH M aUeTHICAUITHIORA
KHCCITHHA He Ce MPEMopbYBa (OCBEH, KOraTo HUCKH J03H 2LETHICATHIMIORA KuceauHa (<75 mg/nen)
ca NpeAINTHCaHM OT JieKap), Thil KATO TOBA MOKe /1a TOBHIITH PHCKA OT HEXKENaHH Peakiud (BHX T. 4.4).

ExcrnepHMeHTaIHN JaHHH MOKA3BAT, Y€ MPH ¢AHOBPEMEHHO NPUIcKeHHE HOYpodeH Moxe 1a
NIOTHCHE €IeKTa Ha HUCKHTE J03H ALETHICATHIWIOBA KHCEIUHA BbPXY TPOMOOLIMTHATA arperawys.
Bbnpeku TOBA, TE3M JaHHK €A OrPAHHYCHM M HEJOCTATHYHH 33 OKOHYATEHH 3aKIIOUYEHMA OTHOCHO
KIHHHYHO 3HaYHM edekT npu obuuaiinata ynotpeba Ha ubynpodeH (Brsk 1. 5.1).

Hpyzu HCIBC, exniovumenno cerexmusnu COX-2 unxubumopu. EnnopeMennara ynorpeba Ha
ubynpodeH ¢ Apyro nekapcteo ot rpynara Ha HCIIBC, sxnoumreHo cenektupHy COX-2
MHXHOHTOpH, TpAOBa N1a ce H30ATBa MOpaaH NIOBHIIABAHE HA PHCKA OT HEXKENaHH peakiid (Bixk T.4.4).

Hauckra ce NOBHILEHO BHMMaHHUE NIDH SHORPEMEHHATA yIIoTpeba Ha HOynpodeH Che CeaHHUTE
JIEKAPCTBEHH CPEJICTBRA;

Aunmuroazyranmu: TIpn kombuHupano npunoxenne HCTIBC Moxe 1a IOTeHUHpaT OelCTBHETO Ha
AHTHKOATY/IaHTHTE (Bap(apuH), CHOTBETHO [a Ce MOBHILH PHUCKA OT Y/ILEPALIMH H XEMOParHu (BIX T.
4.4).

Anmuxunepmensusnu cpedcmsa: BbaMoKHO € MOHWKABAHE HA AHTHXHIIEPTEH3
€/IHOBPEMEHHO NPHIIOKEHHE ¢ HOYTIPOQECH.



AHuypemuyu: HCIIBC nomkasat TepaneBTHYHATa eEKTUBHOCT Ha AWy PETHIIHTE. JIHYpETHLATE
MOraT ka MOBHIIAT PHCKA OT HethPOTOKCHYHOCT CBLp3aHa ¢ ynotpedara na HCIIBC.

Kopmuxocmepouou. ENHOBPEMEHHOTO NIPHIIOKEHUE HA HOYIPOdEH C KOPTHKOCTEPOM/IH NOBHUIABA
PHCKA OT raCTPOMHTECTHHAIHH YIILIEPAlAH H KPBBOU3IIKBE (BUX T. 4.4).

Anmuazpezanmu u cerexmusry uwxubumopu na obpamnomo axeawane Ha cepomonuna (SSRIs):
EnunospemennoTo uM npuiioxeHue ¢ uGynpodeH Moxe Aa NOBHLIH PHCKA OT CTOMALIHO-4PEBHH
KPLBOHITHBH {BHX T. 4.4).

Cupoeuny eauxoudu: HCTIBC morar na 06ocTpaT chpaedHaTa HEAOCTATEYHOCT, J1a TIOHIKAT
IJIOMEpYJTHATA (GUITPALIHS K Ja MOBMLIAT TJIA3MEHHTE HHBA HA ChPJACUHHTE [THKOZH/IH.

Jlumuii: Handuuere AaHHH NOKA3BaT Bb3MOMKHO MOBHLIABAHE Ha TJA3MEHHTS H¥BA HA TUHTHCBUTE
COJIH.

Memompexcam. EnHOBpeMEHHOTO NpHiioKeHHe Ha HOYNIPOEH U METOTpEKCAT MOXKE 14 IOBEAE 10
IOBHLIABAHE HA ILTA3MEHHTE HHBA HA METOTPEKCAT H [0 YCHIIBaHE HA TOKCHYHUA My edeKT.

Luxnocnopun: Tlpn ennospemerHa ynorpeGa na HCIIBC 1 MKJIOCTIOPHH € HAJTHLIE TOBHIIEH PHCK OT
He()pOTOKCHUHOCT.

Taxpoaumyc: B3MOXHO € TOBHIIABAHE HA PUCKA OT HE(hPOTOKCHYHOCT TIPH ¢/IHOBPEMEHHA yoTpeba
Ha HCIIBC u Takponumyc.

3udogyoun: PHCKBT OT XeMATOMOTHYHA TOKCHUHOCT € MOBMLICH TIPH eHOBpeMeHHa yriorpefa na
HCIIBC # 3unosyanH. MiMa naHHM 33 YBEIH4EeH PHCK OT XEMapTPO3H M XxemMaTomd npy HIV-
MO3UTHBHK [ALMEHTH ¢ XeMOGDHITHS, IEKYBAHH €HOBPEMEHHO ChC 3HAOBYAHH H HOYMpodeH.

Xunononoseu aumubuomuyu: JJaHHH OT NPpOY4BaHHA BPXY XHBOTHH COYAT, Y€ CHLIECTBYBA M3BECTEH
PHCK OT [OABA HA rbPYOBE NPH koMOuHUpaHo npunarave na HCTIBC, sk, ubynpodeH u
XHHOIOHOBH aHTHOWOTHIM. [TaumenTy, npuemaiy ennospemenno HCTIBC u XHHOIOHH, MOXKE f1a cd
H3JIOKEHH Ha MOBKMIICH PHCK OT NOABA H& MBPYOBE.

Mughenpucmon: HCIIBC ne Tpsa6Ba 1a ce npunarar 8-12 1uu ciieq MPUIOKEHHE HA MHDENPHCTOH,
THH KaTO IOHKKABAT e(eKTa Ha [OCIEHHA.

4.6 @epranuTer, GPEMEHHOCT H KbPMEHe

Cuaden nepopasiHa cycreH3us e nekapcTeeHa Gopma 3a ynorpeba B JeTcka Bb3pacT, HO NpH
HeOOXOMMOCT MOXKeE 1a C€ H3IIO/I3BA ¥ OT Bh3PACTHH.

BBIOpeKH e, 10cera He € YCTAHOBEH TepaToreHeH eeKT MPH eKCIIEPHMEHTR C XKHBOTHH, € JKeJIaTeIH0
na ce u30srea ynorpebara Ha CradyeH nepopansa cycrneHsus npes MbPBUTE 6 Mecena oT
OpemeHHOCTTA.

Bpemennoct

Ot 20-1a cenmuua Ha OpeMEHHOCTTA HATATBK, yIOTpedaTa Ha UOYNMpodeH MoXe 42 IIPHYHHM
ONHIOXH/IDAMHHOH B PE3YIITAT Ha HapymieHHe Ha 6w0peunara dyukuma Ha detyca. Tosa moxke f1a ce
CIy4H CKOPO ClIE]| 3aN04BaHe Ha JICYCHHETO H 0DMKHOBEHO € 00paTHMO HpH npekparssaneTo My. [1o
BpEME Ha ITBPBHA M BTOPHA TPUMECTHP Ha OpeMeHHOocTTa HOynpodel He TpaGBa fa ce aBa, OCBEH

3abpeMeHee, KK NP3 IbPBHA H BTOPHA TPHMECTHP HA OPEeMEHHOCTTa, 103aTa
NoAabpXKa Bb3MOKHO Hal-HHCKA, a IPOIB/KMTENHOCTTA HA JIEYEHHETO € Bb3IM.



Ilo BpeMe Ha TpeTHs TPHMECTHD Ha OpeMEHHOCTTA BCHYKH MHXHOMTOPH Ha CMHTE3aTa Ha
NPOCTaraHMHH MOXeE Ja H3JIoKaT deTyca Ha:

- KapMOILYIMOHAIIHA TOKCHYHOCT (C NIpesKaeBpeMeHHO 3aTBapaHe Ha ductus arteriosus H myJIMoHaIHa
XHIIEPTOHHL);

- O6peuna aucdyHKIMs (BK. N0-rope);

MaiiKaTa H HOBOPOJCHOTO B Kpas Ha OpeMEHHOCTTA Ha:

- BEPOATHO YAbJIKABAHE Ha BPEMETO Ha KbPBEHE, AHTHArperapam eQekT, KOHTO MoXKe J1a ce IoTyH
JOpPH [IPYU MHOTO HHCKH JO3H;

- HHXHOHpaHe Ha MaTOUYHHTE KOHTPAKLMH, BOAELIO 0 3a0aBsHE HITH yIh/DKaBAHE HA PAXK/IAHETO.
Cnenosatenno nGynpodes ¢ NPOTHBOTIOKA3AH [0 BPEME HA TPETHA TPUMECTEP HA OpeMEHHOCTTA
(BrxTeE TOUKH 4.3. 1 5.3).

Knpmene
OrpaHnuens JaHHH co4ar, ye HOYNpodeH U HErOBHTe METaGOTHTH C& OTKPHUBAT B MHOTO HUCKH

KOHLUEHTpPALHH B MaifyHHOTO MIIAKQ, KOUTO A0Cera HE € U3BECTHO Oa JeHcTRar Hebar ONpPHATHO Ha
KbpPMa4€TO.

Deprunurer

Hma M3BECTHH JaHHH, Y€ NEKAPCTBATA, KOMTO MHXUOMPAT LMKIO-OKCHI€HA3HATA/ HPOCTATIAHIMHOBA
CHHTE3a MOXE /1a NPEJM3BHKAT HADYLIEHHSA HA PETIPOTYKTHBHUTS GYHKUHY [IPH KEHHTS dpe3
BB3ICHCTBHE BLPXY OBYJIAlMATa. TOBa € 0OpaTiMO Cliel IPEKpaTABAHE Ha JiedeHreTo (B T. 4.4).

4.7 Edexra pupxy cnocoGHOCTTA 32 modupane i pabora ¢ Mamunu

Ilpu kpaTkocpodHa ynotpeba B NPenopLYBAHKUTE JO3M TO3M MPOAYKT HE MOBIHABA WM TIOBIMABA
NpeHeOPEKMMO BhPXY CIIOCOOHOCTTA 32 luodhupane v paboTta ¢ MALIMHH.

4.8 Hewxenann JekapcTBeHH PeAKUHA

OnucanuTe no-A0Ty HEXENAHH PEAKLMM Ca PErMCTPUPAHM NPH KPATKOCPOUHa yrioTpeba Ha
nbynpoden 6e3 nexapceko npeanucanue. [Ipy NPoALIKUTETHO TEYEHHE H IIPH JISYEHHE HA XPOHHUYHH
CHCTOAHMA, GHXa MOTITH JIa HACTBIAT M APYTH HEXKENaHH JICKAPCTBEHH PEaKLMH.

Hesxenanure neKkapcTBeHN peakiliy ca KiIacH(pHLIMPaHH M0 4eCToTa KaTo: MHOro YectH (>1/10), uectu
(217100 no <1/10), redecTn (=1/1 000 go <1/100), peaxu (=1/10 000 o < 1/1 000), MHOTO peaxn
(<1/10 000), ¢ Hen3BecTHa YecTOTA (OT HANHYHHTE AAHHH HE MOXKE J1a b€ HANPaBeHa OLEHKA).
PerscTpupasuTe peakiuyy Ha CBPBXYYBCTBHTEIHOCT BKIIOYBAT:
*  HECTICLMGHYHY aJepriuyHH PeaKklMu U aHadunakcHs;
¢  aJepryuvHM PEAKlHK OT CTPaHa Ha AMXaTe/IHHTE [IBTHIIA, HAIIPUMEP TI0ABa HA 4CTMa KK
BIIOINABAHE HA CBUIECTBYBAINA Takara, OPOHXOCTIAZBM, JHUCIIHES,
®  PpazMYHH KOXHH PEaKLWH Ha CBPBbXUYBCTBHTEITHOCT, HAMPUMED ChpOek, ypTHKApHA,
AHTHOEJEM M NO-pAAKO ekcormaTiBes U OyIO3HH AepMaTo3H (BKIIOYHTETHO
eMMAEPMATHA HEKPOJIM3a M epUTEMa MYITHDOPME).

HapylueHus Ha KpbBTA H JIHMQH&T& CHCTEMA:

Mnozo peoxu: HapylleHHMs Ha XeMonoesaTa (aHeMHA, JIEBKONEHUA, TpoMOOLMTONEHNS,
NAHIATONICH!A, ATPAHYJIOLKTO3a). ITEpBUTE MpH3HALIM ca: NOBUIIEHA TeMIepaTypa, 0OJKH B FEPIIOTO,
NOBBLPXHOCTHH SI3BH MO IMraBHLATA Ha YCTATa, IPHITONOA00HH CHMIITOMH, TEKKO H3TOLICHHE,
HeODACHUMO KhpPBEHE M KPBBOHACS JAHMA.

HapylieHus Ha HEMyHHATA CHCTEMA:
Mnozo pedku. TEXKH peakuHH Ha CBPbXYYBCTBHTETHOCT, MpOTHYALUH CBC CNEIH

NIOAYBAHE Ha THLETO, €3MKA H IAPHHKCA, AMCITHEA, TAXHKAPIH, XMITOTEH3HS (aH]
aHrHoezemM UM TexXbk mok). OBocTpsHe Ha acTMa M OPOHXOCHATEM.



[1pu neuenune ¢ HOGYNPOdEH HA MALMEHTH CBC CHIIECTBYBALIM aBTOHMYHHH 3a00NaBaHHA (KaTo
CHCTEMEH JTYITYC €PUTEMATO3YC HITH CMECEHA CheAHHHTEHO-ThKAHHA OOECT) B €/IMHHUHH CllyHau ca
HabmoNaBAHH CHMIITOM# Ha acerrTHYeH MEHHHTHT (CXBalllAHE Ha BpaTa, rnaso{o/ue, rajieHe,
NOBPBIIAHE, TPECKA U Ae3opuenTanmn ) (Bx. Touka 4.4).

HapvinegHua Ha HEpBHATA CHCTEMA:
Hevecmu: tnaBoboiue.
Mnozo peoxy: acenTHUCH MEHMHIHT — eTHHHYHH CIIyYau,

Crpreyny HapymeHHs:

Mhnozo pedxu: ima chODIEHNs 33 MOABA HA OTOK, XMIEPTOHKA M CHPAEYHA HEAOCTATBYHOCT,
CBBp3aHH ¢ ynorpebara Ha BucokH nozn HCIIBC, nannurausy, rpeaHa 60ka, apHTMHA.
KITHHHYHH 1IPOYHBAHUA W SMMAEMHOJIOTHYHH JaHHH [I0Ka3BaT, 4e yrnotpebara Ha HOynpodeH,
ocobeHo BBB BHCOKA 034 (2 400 mg AHEBHO) M MPH NPOABKHTENHO NPHIOKEHHE MOXKE Ja ce
CBBPIKE C JICKO HOBHIIEH PHCK OT apTePHATHH TPOMOOTHYHK CHOMTHA (HANPAMEp MHOKAapICH
HH}apKT KM MHCYT) (BX. TOuKa 4.4).

PGGHHQaTOQHH, I'peAHH H METHACTHHATHH HAPYIICHHA.
Muozo pedxu ANCPrHYHH PCAKIIHH OT CTpPaHa HAa NHXATC,THHTE METHIIA, KOMTO MpOTHYAT ¢ aCTMd,

acTMaTHYCH NPHCTHII, OPOHXOCNIATEM, TUCITHES.

CTOoMaIIHO-YPEBHH HAPYHISHH:
Hait-uecTire Hexenanu peakipy 0OHYaiHO ce HaOIIOAaBaT OT CTPaHE HA CTOMAIIHO-YPEBHUS TPAKT.

Hevecmu: abpoMuuanua 60nka, rajeHe ¥ JUCHCICHA.

Peoxu: nuapus, METEOPHILM, 3aMeK ¥ IOBPBHAHE.

Muozo pedxu: nenTAYHA A3Ba, nepdopallid HAa %3BATA HIH CTOMALIHO-YPEBEH KPBBOHIIIUE, MENCHA,
X€MaTeMe3a, NOHAKOra (haTanHH, 0CO0EHO B CTAPYCCKA BB3pacT. YJIHEPO3EH CTOMATHT, TACTPHT.
ObocTpsHe Ha cohLLeCTBYBaL KOJIHT Wik Gonectra Ha Kpou (Biok pasaen 4.4).

XenarobuIHapHH HAPYIUEHHA:
Mrnozo pedxu: vepHonpobHO yBpexKaaHe.

Hapyuwenns Ha KokaTa M NOAKOMKHATA THKAH:

Hevecmu: X0)HU @ISPrHYHU peaKuH, IPOTHYAILH C YPTAKAPHI B CHpOex.

Mruozo peoxu: BpIMOKHNA ca TEKKH KOXKHH AJICPTHYHA PeaKUMH - OYTO3HH €PYNLHH, BKI. CHHAPOM Ha
Stevens-Johnson, epureMa MynTHGOPME H TOKCHYHE EMEIEPMATTHA HEKPOJIH3a.

C neusgecmna vecmoma. NeKapcTBEHA PpeAKUMA ¢ co3HHOGHIAA W CHCTeMHH cumnTomH (DRESS
CHHIPOM), 0CTPa reHEPaIM3MpaHa ex3anreMaTosHa mycrynosa (AGEP), peakunu Ha
POTOUYBCTBHTETHOCT.

Hapymenus Ha 6u0peliHTe ¥ NHKOYHHUTE TBTHINA:

Mnozo peoxu: octpa 6B0peyHa HeIOCTATBYHOCT, NANKWIAPHA HEKPO3a, 0cOBEHO NpH MPOIBIKUTC/IHA
ynorpeba, KoeTo € CBbP3aHO ¢ MOBHINABAHE KOHLICHTPAMATA Ha CEPYMHATA ypes M [OABA HA OTOLH.

ChobuaraHe HA NOJIO3UPAHNA HEXKETAHH PEAKIIHK

Coo011aBaHeTo HA NICAO3MPAHHN HEKEIIAHN PEAKIMM CJIejl paspeliaBaHe 3a ynotpeba Ha JeKapcTBeHus
MPOAYKT € BaxHO. TOBA MO3BONARA [d MPOABILKH HAOIFOJCHHETO HA CHOTHOIIEHHETO NON3a/PUCK 3a
JIEKAPCTBEHHA NPOAYKT. OT MEIHUMHCKHTS CIIELHATHCTH Ce M3HCKBA 1A cbo0iiaear BCAka

8; 1303 Codms; ten.: +35 928903417, yebeaiir: www.bda.bg

4.9 IIperosmpane




[Ipu neua nornsuianeTo Ha ubynpoder B Ao3u Hax 400 mg/kg Bonu 10 NoABATA HA CHMITTOMH Ha
npego3upaue. [Ipu Bb3pacTHHTE edekTa HA NIPeAO3HPAHE HE € TONKOBA OTYETIHR. EnMMUBanHAoHHMS
OTYKHEOT IIpH peAo3upane ¢ 1,5-3 vaca.

Cumnmomu npu npedosupane:

INose4eTo malMeHTH, NPHENH KIHHHUYHO 3Ha4uuMH koaudecTBa HCIIBC passuBaT B Hal-nOLIKAT
CJIyuai rafcHe, MOBPBLIAHE, €MUracTpaTHa GoJIKa H To-PAAKO THapHs. Bh3MoXkHM ca nIyM B yIIMTE,
rnapo0oKe M KbpPBEHE OT CTOMALIHO-4YPEBHEA TpakT. [IpH mo-cepro3HH OTpaBsHHA MOXKE Ja ce
HabIIoNaBaT HapyLIeHHA OT CTPaHA HA LIEHTPAIHATA HEPBHA CMCTEMA, H3DAa3aBallH CE B 3aMasHOCT,
MOHAKOTA Bb30yaa ¥ JesopHeHTauMa Win Koma. [lonskora ce nabmonasar repuose. [Ipu cepuo3Hu
OTpaBAHHA MOKE 1a HACTHIIM MeTa0oNKHTHa alpmo3a. Moxe ga ce Habmoaaea yabkaBaHe Ha
npoTpoMOHHOBOTO Bpeme/INR, koeTo BepoaTHo ce AbKH Ha HaMeca BbB (DYHKLIHHTE Ha
EpKyIHpaliuTe hakTopy Ha KpLBOCECUpBaHeTo. Moske 13 ce HaGmonasa 6x0peuna HeoCTaATLUHOCT
H YBpE:KIaHe Ha YepHHA Apo0. Be3MokHO € 000CTpAHE HA acTMaTa NPH aCTMATHLIA.

Jleuenue:

Hawma cnenmbpuyuen anTunor.

JleyenuneTo TpabBa /a ObIe CUMITTOMATHYHO M NMOAABPKALIO, KATO BKIIIOUBA OCHTYPABAHE Ha
NPOXOAMMOCT Ha IMXATE/IHHTE METHIIA H MOHHTOPHPaHE HA ChPACYHHTE U KH3HEHH 1I0KA3aTeNH 10
crabuinanpasero. J(o eauH yac clie MpHeMa Ha HOTCHUHAITHO TOKCHYHOTO KOJIMYECTBO MOXE /14 C€
NPHJIOKH aKTHBEH BBIUICH. B cnyyall Ha nosra Ha YECTH WIH NPOABIDKHTENHH MBPUYOBE € HeOOXOIHUMO
JAeUeHHE C HHTPaBEHO3EH Hazenam WiH JiopasenaM. [Ipu acTma ce npunarat OpoHXOIHIATATOPH.

5. ®APMAKOJIOTHYHH CBOHCTBA
5.1 <dPapmaxkoxHHAMHYHH CBOiicTBa

DapmakoTepaneBTHYHa rpyna: [IpOTHROREINANHTEHA ¥ AHTHPCBMATHYHH JICKAPCTBEHY MPOIYKTH —
HECTEPOHIHY; IPOH3BOIHU HA NPOIIHOHOBATA KHCEJIMHA.

ATC xoa: MOTAE 0!

HbynpodeH e npoH3BOIHO HA NPOITHOHOBATA KHCEIIMHA HECTEPOMAHO NIPOTHBOBK3MANHTETHO
cpencteo (HCTIBC), nokasano edexTHBHOCTTa M upe3 HHXuOUpaHe Ha NpoCTarnaH HHOBATA
cuHTe3a. B xymaHHaTa MeuumHa HOynpodeH ce M3M0/I3Ba 3a NOHWKABaHe Ha 0OJIKa, OTOK H
TEMIICPATYPa, NPHYHHEHH OT Be3naneHne. OceeH ToBa MOynpodeH obpaTumMo MHXHOHpa arperauHaTa
Ha TpoMOOIHTHTE.

ExcrnepuMenTanHu naHHH 1I0Ka3BaT, ye ubynpodeH MoKe Ja NOTHCHE elexTa HAa HUCKHUTE KO3H
aUETHICATHIWIOBA KUCENHHE (ACIHPHH) BLpXy TPOMOOLIMTHATA arperalys, Korato ce npueMar
eHOBpeMeHHO. B eHo npoyusaHe, KoraTo equHK4Ha 1o3a Oynpoder 400 mg € npueTa B paMKHTE
Ha 8 yaca npeaw win A0 30 muHyTH cied fo3a or 81 mg auerwicanHuunosa kiucenmHa (ACK) ¢
He3abaBHO ocBoboXkAaBaHe, cc Habmoaara nounwieH edekt Ha ACK pppXy obpasyBaHeTo Ha
TpoMOOKCaH WIH BEPXY TPOMOOUMTHATA arperaiud. Bernpexku Tosa obasue, orpaHHUeHHATa Ha TE3H
JaHHH ¥ HECHI'YPHOCTTA OTHOCHO €KCTPAIO/IalMATa Ha eX Vive JaHHUTe KbM KIHHMYHATA MPaKTHKA
03Ha4aBa, Y& He MOraT J1a Ce HAaNpaBAT KaTerOpPHYHH 3aK/IOMEHMA 32 PefIOBHaTa yoTpeba Ha
HOynpodeH M He ce 0MaKBa Ja Bb3HUKHE KIHHHYHO 3HAYMM eeKT MPH cnopanuyHa ynorpeba Ha
uOynpodeH.

5.2 @apmakoxHHEeTHYHH CBOACTBA

Abcopbyun:

Pe3opbupa ce B 3HAYMTE/IHA CTENEH B CTOMALIHO-YPEBHHA TPakT. MakcuManHa J7
KOHUEHTPALMS C¢ JOCTHra 45 MMHYTH Clle/l pHUeM Ha riaauo unu [-2 yaca -A‘
paznH4HMTE NeKapcTBeHH GopMH Ha HOyTpodieH BPEMETO 3a JIOCTHTaHE HA (b
KOHLIEHTpaLUs MOXKE /12 Bapypa.
Paznpecenenue:




Hb6ynpodeH ce cBEp3Ra ¢ IIasMeHuTe aTOYMHHE 10 99%.

buompanchopmayus:

Iloanara ce Ha uHTeH3MBHA GHOTpanchopMaLus B YepHUA APo6 OCHOBHO M0 THTS HA OKHCIEHHETO U
KoHiorauusra. MetaGonurure, koHTO ce o6pasysar cien tpanchopmanusra, ca 6HONOrHYHO
HEaKTHBHH BELIECTBA.

Enumunupane:

Bpemeto na nomy:kuBoT (t12) cien mepopanto npuiokeHde e 2 h. Enumunupa ce upes ypuHata 61p3o
 H3uAno. Exckperupa ce M ¢ MalfuMHOTO MIIIKO, MaKap M B HE3HAYHMTEIHH KOTHYECTRE.

5.3 TlpeaxnHuMuHM aanud 3a Gezonacuoct

Hama u3gecTHH TMpeaKIIMHAYHHA JaAHHH, KOHTO jJa C€a OT 3HaYCHUES 3a HO‘IPCSHTGIUL

6. DAPMAIEBTHYHH JAHHHU

6.1 CnHcbK HA DOMOIIANTE BelllecTBA

copGuron (E 420)

HATPHEB HHUINECTEH MMUMKONAT (THIT A)
KCAHTaHOBA ryma

noaucopbar §0

TITHLEPOT

AMMOHEHA KHCENMMHA MOHOXUApAT
HATPHEB LIHTPAT AUXH/PAT
NPOMU/IEHTTHKOJ

MeTHI napaxuapokcudensoat (E 218)
nponua napaxuapoxcubenzoar (E 216)
3axapHH HaTpHi

TeuHa eceHiMA “TyTH ppyrn”
IPEYHCTEHA BOA

6.2 HechBMeCTHMOCTH
Henpunosxumo
6.3 Cpok Ha rogHOCT

3 roamum.
Jla ce u3nonssa go 1 mecer ciea oTBapaHe Ha OyTHIIKaTa.

6.4 ChnemsaTHH yCIOBHS HA CLXPAHEHHE

Ma ce ¢hXpaHsBa B OPHrHHAJIHATA ONAKOEKa, NPH TeMIepatypa nox 25°C.
Ja He ce 3aMpazsga.

6.5 Bnaa B chALpAcanNe HA ONAKOBKATA

Cycnenzus no 120 ml B TEMHH CTBKIEHR OYTHIKM € TyMHHHMEBA HIH NIONIHETILIE auKa, WK

MEPUTE/IHA HALIKA U TMCTOBKA.
6.6 CuoenmanEH NpeANa3HA MEPKH NPH U3XBLPJIsAHe 4 padoTa

Hama criensanHg H3MCKBAHMA.



7. TIPUTEXATEJ HA PASPEINEHUETO 3A YIIOTPEBA

CODAPMA AJ]

ya. Hnuencko moce 16, 1220 Codus, Bunrapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne: 20090570

9.  JTATA HA IIBPBO PAZPEIIABAHE/IIOJHOBABAHE HA PA3PEIMMIEHMETO 3A
YIOTPEBA

Hara Ha mepeo pazpewmasane: 10.12.2009
Jarta Ha nocienno noqHossBane: 23.12.2014

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Oktomepn 2022




