KPATKA XAPAKTEPUCTUKA HA TIPOLYKTA

Ospexin® 250 mg/ 5mi granules for oral suspension

Ospexin® 250 mg capsules,

Ospexin® 500 mg, 1000mg film-coated tablets ctp. 1018

1. TEProBCcKO UMe Ha NeKapcTBeHUA MPOAYKT
Ospexin® 250 mg/ 5ml granules for oral suspension

Ospexin® 250 mg capsules
Ospexin® 500 mg film-coated tablets MUHKCTEPCTBO HA SQPAB;EOﬂASBAHETO
Ospexin® 1000 mg film-coated tablets T SIS TS E R e

/Ocnexcnn/ paspewane 3a ynorpetalte 905 .05.08,

2. KauecTBeH U KONMYECTBEH CHCTaB! 65’(/@{" 0% 0p W

Ospexin® 250mg/ 5mi granules for oral suspension
5 ml (1 mepuTenHa MbXU4Ka) OT FoToBaTa CYCNeH3usA ChAbPXa 250 mg cefalexin
Ospexin® 250 mg capsules

1 kancyna cbabpxa 250 mg cefalexin

Ospexin® 500 mg film-coated tablets

1 chunmupana TabneTka cbabpxa 500 mg cefalexin

Ospexin® 1000 mg film-coated tablets

1 hunmupana TabneTka cbabpxka 1000 mg cefalexin

3a nomoLuHnTe BeluecTea Bk 6.1.

3. NlekapcTBeHa thopmMma:

Ospexin® 250mg/ 5mi rparyny 3a nepopanHa CyCrneH3us
Ospexin® 250 mg kancynu

Ospexin® 500 mg dunMvpaHn TabneTiu

Ospexin® 1000 mg unmupanit TabneTku

4, KnuHU4HY OaHHK:

4.1. FNlokazaHua:

Jlekn [0 YMepeHOo TexXKM MHekuyuu, npuHvMHeHn OT  MyBCTBUTENHU  Ha

LiehanocAoprHY MUKPOOPFaHN3IMu, Hamp.:

e VHdpekumn Ha NMKXOYO-NIONOBATA CUCTEMa, BK1. MPOCTATUT, MPUYNHEH OT E. coli,
Pr. mirabilis n Klebsiellae

e Undhexkumu Ha Koxata M MEKMTE TbKahu, NPUHUHEHW OT cTannokokn wWunu
CTPENTOKOKN ‘

o UHhekuun Ha KOCTUTE ¥ €TaBUTE, BKI. OCTEOMUENNT, NPUYUHEH OT CTadUTOKOKN
w/vnv Pr. mirabilis

o WHbekuuu Ha pecnupaTopHust TPaKT, NpUdnHEeHW oT S. pneumoniae 1 rpyna A
peTa-XeMOonUTUYHN CTPEMTOKOKM

e OTUTUC Megua M apuHMUT, MPUYHEHU OT S. pneumocniae, H. influenzae,
staphylococci, streptococci u Neisseria catarrhalis.

« B cromaTonorusita- urHdekuuy, npuunHern ot staphylococci n/vnn streptococei.

o [poabMmKeHNe Ha MbpBEOHaYaNHa napeHTepanta Tepanis ¢ wedanocnopuHu.

4.2. [loanpoBKa # HaYWUH Ha NPUIIOKEeHUE!

Hayu+ Ha npunoxeHue

Ospexiﬂ® ce npuema npe3 ycrata HesasBUCUMO
dunMTadneTkuTe ce Npremar ¢ Jaiia BOAa.

/



KPATKA XAPAKTEPUCTUKA HA NMPOLOYKTA

Ospexin® 250 mg/ 5ml granules for oral suspension
Ospexin® 250 mg capsules,
Ospexin® 500 mg, 1000mg film-coated tablets c1p. 2078

Ospexin® 250mg/5ml rpadyrnute ca paspaboTeHu 3a neauaTpudHata npakTuka.
®dnakoHbT ce Hanbiea ¢ nuTellHa Boda TOMHO A0 MapkupoBKata n BejHara ce
pasknalla eHeprudHo. [obass ce owe BoAa [O MapkupoBkaTta W OTHOBO e
pasknalia (33g rpanynu + 37ml soga= 60ml cycnewxsus, 55g rpanynu + 62ml Boga=
100ml cycrensusi). PnakoHbT Ce pasknaila NPpegn BCEeKU Npuem.

Bwapacmuu

[HesHaTa no3a npu nHdeKumnn ¢ YyBCTBUTENHA MUKPOOPFaHu3Mu (Gr+)e 14 g.
[lHeBHATa 1033 NPU WHPEKLMY C NO-MAFIKO HYBCTBUTENHI MUKDOOPraHuamm (Gr-)e
4-6 g 1 ToBeuYe, pasgenetu 8 2, 3 unu 4 eAVHUYHK AO3K.

[HeBHaTa fjoaa He Tpsibea Aa € no-Hucka ot 1g. Obwuaitio 3 x 1 dunmupaxa
tabnetka 1000 mg.

Heuya

[nesnarta gosa e 25-50 (o100) mg/kg, pasgenexa Ha 2, 3 um 4 eguHUYHU 03U,
BebeTa 1 aeua 4o 6-roauiiHa Bb3pacT He TpsadBea fa npyemar nosede ot 100mg/kg
pHesHo. [pw no-roremMuTe geua U Bb3pacTHUTE AHeBHaTa [103a MOXe [a HaJBuLin 4

g camo axko e aBecosioTHO HeobXxo4UMO.

Heua go 1 roguHa 3 x ¥4 -1mepuTenHa nmbxuuka, (Vz-tkancyna 250mg)
[Jeua Ha sb3pacT 1-3 roguHu 3 x 1 mepuTernta nmbxudka, (1kancyna 250 mg)
Jeua Ha sbapacT 6-10 roguan 3 X 1 counmupana Tadnetka 500 mg

[eua Ha sbapact 10-14 roguHn  3-4 x 1 counmmupana Tabnetka 500 mg

Mpu fekn, HEYCNOKHEHU YPUHAPHU uHdekunn, UHMEKUUN Ha Koxara u MeKkuTe
ThbKaHW M CTpenTokokosu hapuHrT, obwata AHEBHa [03a moXe fa 6bae
pasneneHa B Asa npuema Ha 12 1daca.

KnuHYYHW NpoydBaHus Mokaseat, Ye 3a NeveHve Ha OTUTUC Mepuna e noAxohsua
aHeBHa goaa ot 75-100 mg/kg, pasaenexa Ha 4 npuema.

JleyeHueTo TpaBea ga NpoAbMKu 2-5 AHW crnel OTWYMABaHE Ha CUMATOMUTE. Mpw
nHbekUmM ¢ BeTa-XeMONMUTUYHWU CTPENTOKOKM G& Mpenopb4da nedeHue 3a Han-
manko 10 gHu, 3a aa ce nNpefoTepaTu peunauns.

Losuposka npu HapyweHo ejiuMuHupane
CTaHfapTHUTe A0sMpoBKM TpaAGBa ga ce peadyuwpar, B Cfydan Ha 3HaYUTeNHO
MapylleHa 6bOpeyHa yHKLMS.

KpeaTuHUHOS KNUPBHC eAauHUYHAa 0033 no3oe vHtepsan (h)
{mi/min)

40-80 500-mg

20-30 500 mg

10 250 mg

5 250 mg

at 250 mg 1-2
KBUBANEHTHO

MayveHTy Ha guanusa U Ha Tepanus ¢ uedanekcuH

ObTW AHEBHO u ponbnHuTendHo 500 mg cnep sCsKa |
~

Ha oBLua gosa oT 1g B AeHs Ha guanusarta.

L+



KPATKA XAPAKTEPUCTUVKA HA TIPORYKTA
Ospexin® 250 mg/ 5ml granules for oral suspension

Ospexin® 250 mg capsules,
Ospexin® 500 mg, 1000mg film-coated tablets ctp. 3078

4.3. MpoTuBOIOKa3aHus :
e NOTBBPAEHA U NOA03VPaHA CBPbXYYBCTBUTENHOCT KbM LiedarnocnopuHu
e [pU CBPBLXYYBCTBUTESHOCT KbM MEHWLMNIUH, BEPOATHOCTTa 32 KpbCToCaHa
aneprus e okono 5-10%
o TEXKW CUCTEMHM WHDEKUMWM, U3UCKBalUM napeHTepanHa Tepanus C
vedanocnopuHn He TpsbBa fa ObAaT NekyBaHW NepopanHo npes ocTpuA
cTaguii

4.4 CrieumarnHu npedynpexaeHuns ¥ npeanasku Mepku 3a ynotpeta.

B cnyyait Ha npegllecTsalla nenvuunuHoBa aneprus (BX. [TpoTuBOnokasaHust)
HYXKHO MOBULLEHO BHUMaHue. [pu fauueHTn, KOUTO ca passlin TEXKW CUCTEMHU
peakL HeaaGaBHO crief MpveM Ha NeHuUMnuH, uedanocnopuHn TpsidBa Aa ce
Ha3HaYaBaT camMo Cred BHUMATenHa Nekapcka npeueHka. AKo ce rposiBy peakuus
Ha CBPBXUYYBCTBUTENHOCT U 0COGEHO aHadunakTyeH Wok, neveHneTo Tpsbsa aa ce
npekpaTn W nauMeHTLT Sa ce NOAMAoKy Ha obuualHaTa Tepanus ¢ afpeHanvh,
AHTUXUCTAMWHK N KOPTUKOCTEPOUAN.

Mpy BBL3MOXHOCT npegy HasHavapBaHe Ha aHTUbnoTu4Ha Tepanus ce npenopbyea
fa ce Hanpasy aHTubuorpama.

Mpw npegwecTeayo 6LOpeYHO HapylleHre ce u3cnessar brbpeyHuTe napameTpu.
MNpu NPOALIBKUTENHO IEYeHne ce npenopbYBa peryiiapHo fpocnefasaHe Ha
KpbBHaTa KapTuHa 1 YepHoapobHUTE nokasatenu.

Bb3MOXHO € pa3BWTWE Ha DE3UCTEHTHY MUKDOOPraHWaMu Wmy’ rboudku npw
NPOABLIBKMTENHa Tepanud. AKO Bb3HWUKHE BTOpUYHa WHdeKuns, Tpsibea pa ce
npegnpuemaT HeobXxooumMuTe MEPKU.

Mpu nosiea Ha TeXxa W nepcucTupalia auapusi (C KepBasW XUIKW, MyKOuaHa Y
BOAHWCTA puapusi, ¢ Tbha pudysHa wunu  konukoobpasHa KopewmHa Oonka,
cheBpunuteT M noHgkora TeHesmu), Tpabsa Aa ce obcban ncesgomembpaHoseH
KOMUT, KOWTO e CcBbp3aHd ¢ npuema Ha aHTubuotuk U moxe ga Ovge
XUBOTO3acTpalwaeall. B TakuBa cnyvau npuema Ha Ospexin® Tpsibea fa ce
npekpati HesaBaBHO W 4@ Ce MHWUMMpa Tepamua Bb3 OCHOBA  HA
BaKkTepuonorMyHMTe MacnefBaHua (Hanp. nepopanHo vancomycin 250 mg 4etTvpy
MbTW GHEBHO). AHTUMEPUCTANTUYHY NEKapCcTsa ca NpoTUBONOKa3aHu.

BuoxumuyHu peakyuu .

DaMUNBO NONOXKUTENMHW pesynTati MoraT ga MoKakaT TecToBeTe 3a onpefdernsdHe
FAIOKO3a B ypuHAaTa U gupektHus TecT Ha Coombs (CbLUO U NPU HOBOPOAEHU, HUUTO
Malikv ca npuemanu uedanekcyH o BpeMe Ha paxnaHeto). B Tean cryyan morat
Aa ce uanonssar MeToAn, basnpady Ha rMIoKo300KCKaasHaTa peakuymst.

HSKOMKO CrydYas Ha JIeKo NMPEXoAHo noswllasaHe Ha Husata Ha SGOT u SGPT ca
OTKPUTY Crea Tepannsa ¢ Ledanekcut.

LiecbanocrnopuHute MoraT [fa MOBMSST ONpPefefsHeTO Ha KeTOHOBW Tena B

ypuHarta.

MpedynpexderHue Kkbm Ouabemuyume
1 mepuTenda abxuua ot Ospexin® 250mg/5ml cycng
3axap.




KPATKA XAPAKTEPWCTUKA HA MPOLYKTA

Ospexin® 250 mg/ 5mi granules for oral suspension

Ospexin® 250 mg capsules,

Ospexin® 500 mg, 1000myg film-coated tablets cip. 4018

4.5. llexapcTBEeHM ¥ APYTY B3aUMOAEUCTBUS:

Toit KaTo LedanocnopuHnTe, KakbBTO € U uedanekcuHa AercTBaT camo BbpXy
nponudepupaily  MUKpooprakusmu, Te He Tpsibsa Aa ObaaT kKomMGBuHUpaHu ¢
BakTepuocTaTuYHN aHTUBMOTILN.

EnHoBpeMenHaTa ynotpeba ¢ npobeneumng (Hanp. 0.5 g nepopanHo 4eTMpu NbTuU
OHEBHO, KOETO e MPOTUBONOKa3aHo Npy Aeua nog 2-roaniiHa BbapacT) BosAn [0 no-
BUCOKV ¥ MO-NPOOBLMKUTESIHN MNasMeHu KOHLeHTpauuy, nopaan uHxubupane Ha
6bOpe’HOTO enNVMMUHNPAHE.

KombuHWpaHeTo Ha Uedanocnopuin ¢ OpumkoBM  AuypeTuum  (eTakpuHosa
KMCEnWHa, chyposemua) vunu ¢ APYrd NOTEHUMANHO HedPOTOKCHYHN aHTMONOTUUM
(aMUHOIMMKO3MAY, MOMUMUKCUH, KOMMCTWH) MOXE A& MOBUWN HE(hPOTOKCUYHNA
edexT.

ELHOBPEMEHHOTO MPUSIOXKeHUe Ha LedanocnopuHi U nepopantn aHTukoarynaHTy
MOXE [a YOBIDKN NPOTPOMOVHOBOTO BpeMe.

LlechanocnopuHnTe Morat ga HamansaT eekTa Ha nepopasHuTe KOHTpauenT1Bem.
BL3MOXKHO € B3anmMoaeiicTere mexay uedanekcd u meT@opMuH, KOeTo fa foBeae
0O KyMmynvipae Ha METHOPMUH.

4.6. BpeMeHHOCT U KbpMeHe :

Jocera HaMa paHHW 3a eMOPUOTOKCUYEH, TEpPaTOreHeH Unu MyTareHeH edekT Ha
Luechanekcud no speme Ha OpeMEHHOCT. Tpsabsa pa ce wuma npegeua, de
LedaneKkcuH NpeMnuHasa 8 MandHOTO MISKO.

4.7. EchexTyn BbpXY cnocoBHOCTTa 3a wodupaHe n pabota ¢ MaumHu:
Hama gaHnu uedbanexcuH da sacsara criocobHoctTa 3a wodunpate u pabortata ¢
MaLIMHW.

4.8. Hexxenakhu nekapcTBeHU peakuum :

HeenaHnTe peaxkuum ca oTHocuTenHo peakn. [locera HsiMa CbOOLUeHU TeXKW
HEXeraHu peakumy. HeyecTo Bb3HVKBAT CTOMALUHO-YPEBHU HEPASNONOMEHNUs KaTo
onapns (KOSTO B MOBEYETO Cflydau OTLIYMsBa CROHTAHHO LOpYU W nO-Bpeme Ha
TepanusTa), cblio rnasofonve, cnaboct, samasHocT, 06bpKaHoCT, e03nHOMUNNG
HEYTPONEHUs, CTOMAaTWT, BarvHanHda MoHUInasa, aHaneH npyputyc. AKo ce nossu
OWapvisi No Bpeme Ha TepanusTa, Tpsitea Aa ce 00ChAN BePOSTHOCT 3a passuTue Ha
nceepomMembBparoseH konnT (BX. Cneunanin npeanasHy  Mepkw). EounHn4HO
Bb3HNKHANMTE Ciy4aun Ha HapylueHa 6bOpeduHa dyHKuusa ca obpaTtumu.

Kakto npu HAKOW NeHuuunHn 1 uedanocrnopudy, B pefkn cnyqan moxe Aa
Bb3HUKHE XOofecTaTuyHa Xbnrernya.

ANEPIMUHM KOXHN peakuny, NPOsIBEHV KaTto APYpWTYC, ypTUKapus wunw obpusu ca
MHOTO peaky (eputema MynTUgOpPME, CUHAPOM Ha Stevens-Johnson). Kato usano
anepruuruTe peakumn KbM LedanocrnopuHnTe ca no-criado UsABEHN B CPABHEHNE C
Te3n KbM NeHuuurimHuTe. Te ce NposBABaT MO-Y4ECcTO NpU NMauneHT C W3BECTHA
aneprua KoM MEHWLMNUH. AHaQUNakTUYHY peakLy Bb3HWKBAT W3KMOUUTENHO

PAOKO.




KPATKA XAPAKTEPUCTUKA HA TIPOLYKTA

Ospexin® 250 mg/ 5ml granules for oral suspension
Ospexin® 250 mg capsules,
Ospexin® 500 mg, 1000mg film-coated tablets cTp. 5078

4.9, lNpepozupaHe

CUMATOMW HA UHTOKCUKELINS

CumntoMuTe Ha nNpefosupaxe ¢ Ospexin® [0 ronsma cTened NPUNoKpueaT npogunia
Ha CTpaHWYHWTE peakuuu, BKN. rageHe, NoBpbliaHe, enuracTpaned AuckomdoprT,
Onapus n Xxematypua.

Tepanus Ha Npege3npaHeTo

Hsima cneuududed aHTMaoT npy npegosvpare. He e HeobxoAuMO M3npasBaHe Ha
CTOMALUHO-YPEBHUS TPaKT, OCBEH @KO HE € NOrbfHaTo KONMWYECTBO 5-10 nBvTM No-
rofisiMO  OT HOpManHarta Josa Uedanekcwd. TpabGBa pfga ce fnpefnasart
Bb3AYXOHOCHUTE NbTWLla Ha nauueHTa WM f[a ce NoAnoMOrHe seHTunauyusita u
nepdyausta. BiumatenHo Tpabea fa ce HabnioaasaT v NogAbpikat B NpUEMvBN
paHuLM XM3HEHUTE MoKazaTeny Ha NauMeHTa, KPbBHWA ra3oo0MeH, CepymHuTe
enexTponuT u T.H. Pesopbunsta Ha NexapcTeoTO OT CTOMALUHO-4YPEBHUS TPaKT
MOE @ Ce Hamany Ypes MpYeM Ha aKTUBEH BbINeH, KOUTO, B MHOro OT CriyvanTe,
no-edmkaceH OT eMe3uC WM naBax; Taka 4e Tpsibea fAa Obae 0OMUCTEHO
NPUMOXEHMETO Ha aKTMBEeH BbMMeH kaTo fobaska Ha CTOMALLHOTO U3NpA3BaHE.
MHOrokpaTHUTE 403U akTUBEH BBITIEH MOXe [a YCKOPAT eNUMUHNPaHETO Ha HSKou
flexkapceTea, kouto ca Gunu peaopbupann. logcurypete Bb3[lyXOHOCHATE NbTHLLA Ha
nauveHTa, KoraTo npunaraTe CToMallHO U3npassaHe unu akTMBEH BbImeH.

5. ®apMmakonorn4Hy JaHHu:

5.1, ®apmakoaMHaMuiHN CBOWCTBA:

Ospexin® e rfepopafieH LIMPOKOCNEKTBPEH aHTUOUOTUK OT rpynata Ha
nofycuHTeTUYHUTE  UedhanocnopuHn. B HopManbuy  KOHUeHTpaluu  uMa
BakrepuLnaHO ASNCTBUE BBHPXY YYBCTBUTENHW Nponudepnpallyt MMKpoopraHnsmu,
KOETO CE u3passBa B MOTUCKaHE Ha DuocuHTesaTta Ha KNeTbyHa CTeHa. Ospexin® e
MOAXOASAL ChLUO W NPY NMaLMeHT ¢ YyBCTBUTENEH CTOMAX.

Cnexkmbp Ha Oelicmeue
OT OnUCaHUTE MO-A0NY NaTOreHy, NOBEHETO LLaMOoBe 10Ka3BaT YyBCTBUTENHOCT.

Gram(+) mukpoopranuamu  staphylococci (koarynasa-nosuTmeHi U neduunnmHasa-
rpodyumspaiun amoee)
streptococci
PNEUMGoCOCCi
Corynebacterium diphtheriae
Bacillus anthracis
clostridia, Listeria monocytogenes u Bacillus subtilis,
Bacteroides melaninogenicus

Gram{-) MmukpoopraHuamn  Escherichia coli, salmoneliae, shigellae
neisseria
Proteus mirabilis
Haemophilus influenzae (Hskow wWamose) W APYMY
brucellaceae
Klebsiella spp.
Treponema pallidum u

th




KPATKA XAPAKTEPUCTUKA HA TTPOLYKTA

Ospexin® 250 mg/ 5mi granules for oral suspension
Ospexin® 250 mg capsules,
Ospexin® 500 mg, 1000mg film-coated tablets c1p. 6 07 8

Lletbanekeur Hsima 3Haunma akTUBHOCT cpetlily proteus, enterobacter, Pseudomonas
aeruginosa, Mycobacterium tuberculosis, chlamydiae, protozoa v fungi.

5.2. DapMaKkoOKWHETUYHN CBONCTBA:

Ospexin® ce peaopBupa GBP30 1 ROYTH HANbIHO (NoBeue OT 90%) cniep nepopanex
npuem. Tbit kato pe3opbupaHoTo KOMUYECTBO W CTEReHTa Ha pesopbuunsa He ce
NOBAWABAT OT xpaHa, NauMeHTUTe C JYBCTBUTENEH CTOMax morat Aa npuemart
Ospexin® no speme Ha xpaHere. TMKOBUTE MTA3MeHU KOHUERTpauuu ce gocturar
60-90 min cnep nepopaneH npuem.

LiechanocnopuHute AudyHaMpaT BefHara KbM ThKaHute, koctute W crasute, a
ChLUIO W B NEPUKAPAHUTE W fneepanHute KyxuHu. CBLp3BaHETo ¢ AnasmenuTe
npoTenHy e Hucko (okono 10-15%). TinasmeHnsT NoAYX1BOT & OKONo 50 min. Tbi
Karto Ospexin® ce ekckpetupa rmasHo npea §uOpeunTe W MOYTU HaMbNHO B
TepareBTWYHO akTvBHa dopma, Morat ga ObgaT AOCTUIHATV TEpaneBTUHHO
epeKTUBHN YPUHHI KOHLEHTPauMu SOPW 1 Npu NauyeHTi C HapylueHa tvbpeuHa
dyHKLUUS.

Ospexin® Moxe Aa 6bae OTCTpaHeH OT TANOTO Ype3 XxeMoAuanusa U nepuroHeanta
ouanuaa.

5.3. MpeaknuunyHM AaHku 3a 6ezonacHoCcT

EQHOKDPATHO, MHOFOKPaTHO ¥ MPOABIDKUTENHO MPUIOXKEHWe Ha LedanekcuHs npu
pa3AMYHY BUhoBe NabopaTopHY KUBOTHU NMOKA3BAT USKITKOYMTENHO peaKu cry4aum Ha
TOKCU4HW edekTy 6e3 Aa ce YTOUHABa onpedeneH TuMn ThKax.

OcTpa TOKCUYHOCT

LDsq crieg nepoparneH npueM Npyu nnbxose € >10g/kg, npw mukm LDsg e 0.5g/kg.
0.6g/kg n 3.1-6g/kg cnef i.v., i.p. ¥ NepopanHo NpMnoXeHue.

MakcuManuara equHndHa nepopanya gosa (g/kg), KosTo MOPCKU CeUH4YEeTa, 3anum,
KOTKW, KydeTa 1 MaikMyHu ca npuemany B NPpoAbIDKeHNe Ha 7 AHn e cvoTeeTHO 1.0,
1.0, 1.0, 0.8 n 0.45.

TOKCUYHOCT cnej MHOMOKpaTHO NpuaaraHe

MpunaraHy ca nepopanHo AHEBHW [,03U A0 800 mg uedanekcuH/kg TeNECHO Terno
3a 13 cegMuum npu nbxose. HabniogasaHo e ABYKpaTHO NOBULUABAHE Ha SGPT
criesl BCsika TECTOBA A03a U MOXE J1a Ce 3abenexu neko noHukasade Ha Husara Ha
cepymHaTa ankanHa docdatasa. Cneg gosa ot 600 mg/kg/nen ce ysenunyasa
obema Ha ypunaTa, a cneq gosa oT 800 mg/kg/aeH ce OTkpuBa NPoTeuH 8 ypuHara.
Ternoro Ha Gu6peunTe NPYU MBXKMA NITbX0BE Ce NoBuLlasa 3Ha4nTENHo Npu Aosn o7
400, 600 u 800 mg/kg/neH, Oes szabenexumy aHoManuu Npu  XUCTONOMUHHW
nscnegsaHus. [poyysaHns Npy Ky4eTa He NoKassat NpoMeH.

6. ®PapmaneBTUYHN JaHHM !

6.1 CNUCHK HA NOMOUHNTE BellecTBa:
Ospexin® 250mg/5mi granules for oral suspension
sodium benzoate

saccharin sodium

slucrose

yellow iron oxide (E-172)




KPATKA XAPAKTEPUCTUKA HA MPOJOYKTA
Ospexin® 250 mg/ 5mi granules for oral suspension
Ospexin® 250 mg capsules,

Ospexin® 500 mg, 1000mg film-coated tablets

cip. 7or8

simethicone

citric acid

strawberry flavour powder
raspberry flavour powder
apple flavour powder
guar galactomannan

tutti frutti flavour

Ospexin® 250 capsules
magnesium stearate,
cellulose, microcrystalline
indigotin

yellow ferric oxide
fitanium dioxide

gelatine

Ospexin® 500 film-coated tablets
macrogol 6000

magnesium stearate,

sodium carboxymethyl starch
povidone

lactose

saccharin sodium
peppermint oil

titanium dioxide (E-171)

talc

hypromellose

Ospexin® 1000 film-coated tablets
macrogel 6000

magnesium stearate,
sodium carboxymethyl starch
povidone

lactose

saccharin sodium
peppermint ol

titanium dioxide

talc

hypromellose

6.2. DU3INKO-XUMUYHK HECHBMECTUMOCTH.
Hama 1M3secTHU.

6.3.Cpok Ha rofHOCT:
Ospexin® 250 mg/5 ml rpaHynv 3a opasiHa cycnexcus
Ospexin® 250 mg Kancynu

Ospexin® 500 mg unmupany TabneTku
Ospezexin® 1000 mg dunMmupanu TabneTku




KPATKA XAPAKTEPUCTUKA HA NPOLYKTA

Ospexin® 250 mg/ 5ml granules for oral suspension

Ospexin® 250 mg capsules,

Ospexin® 500 mg, 1000mg film-coated {ablets cTp. 8078

6.4. Cneyasniim UMCKBaHMA 38 ChXPaHeHue
MpopyxTsT TpsibBa Aa ce cbxpanasa npy Temnepartypa nof 25 ° C.
M a ce nasu Ha mecma, HedocmbHU 3a deya.

6.5. ﬂaHHu 3a OnaKoBKaTa :

Ospexm 250 mg/5 mi rpanynu: nHaueBupyanHa onakoska 3a 60 ml rpadynu 3a
nepopariha cycrieHcus

Ospexm 250 mg xancynu: uHauBrayanyn onaxosku ot 12, 100 n 1000 kancynn
Ospexm 500 mg/1000 mg dunmupany Tabnet: MHANBUAYaNHY ONaKoBKK OT 12,
100 1 1000 dounmupanu TadbneTm

6.6. Cnieumarikm ycrnioBus 3a yniotpeba:
Hama cnenuantin ycriosus 3a ynotpeba.

7. Me 1 appec Ha NpUTeXaTens Ha pa3peilieHneTo 3a ynoTpeba:
Sandoz GmbH
10 Biochemiestrasse, 6250 Kund), Austria

8. Pemc‘rpauuoueﬁ HoMmep B Peructhpa:.
Ospex.'n 250mg/5mi - 20000100
Ospexm 250 -20000097

Ospex.'n 500 -20000098

Ospexm 71000 - 20000089

9. [lata Ha NbPBO pazpeliaBaHe 3a yorpeba Ha JIeKapCcTBeHWs NPOLYKT:
04.02.2000

10. [ata Ha akTyanusauma Ha TeKkcTa:
MapTt 2004

11. Pexxnm Ha npeanucBaHe:
No riexapcko npepnucaHne






