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KPATKA XAPAKTEPHCT

g3 Mo i

1. HME HA JEKAPCTBEHHA OPOAYKT . coceue Ne A 6./ /747 /175/;5!-”;;10

CTPEIICHJIC 3A JIEIIA 1,2 mg / 0,6 mg TaueTkn 38 cMy9eHe
STREPSILS FOR CHILDREN 1,2 mg/ 0,6 mg Lozenges

2. KAYECTBEH H KOJTHYECTBEH H CECTAB

Beaxa rafnerka 3a cMydeHe ChABpXKa:
Amunmetaxpeson (Amylmetacresol) 0,6 mg
2,4-ixnopbenzunos ankoxon (2,4-Dichlorobenzyl alcohol) 1,2 mg

TTomourHy BeiecTEa ¢ H3BECTHO AEHCTBHE 32 efHA TAOICTKA 32 CMy4eHe:
Harpuii: 0,23 mg

ITpormanenrankon (E 1520): 7,30 mg

Hzomanmunon: 1830 mg

Manraron: 458 mg

ApoMaT, CEABPXKAI anepreH: 6eH3WIOB aNKOXOM.

3a IHMA CECTAR HA TIOMOIIHKTE BelllecTBa, BIDKTE TouKa 6.1,

3. JJEKAPCTBEHA ®OPMA

Kpsria pozosa TabiieTka 3a cMydeHe ¢ apoMarT Ha ATOAA H OTIIEYaTaHO JIOrO OT ABETE CTPaHH
4. KIMHAYHHA JAHHA

4.1 TepaneBTHURH NOKAIAHAL

3a CaMOCTOSTENIHO CHMITOMATHYHO JieYEHME MM B KOMIUIEKCHaT2 TepalnHd Ha HAQEKLHO3HO-
BEEMAUTHTEHH 3a00/IABAHNA HA YCTHATA KyXHHA (CTOMATHTH, (aApHHTHTH, TapHHIHTH).

4.2. lo3apoBKka H HAYHH HA DPHICKEeRRE:

Ho3apoBka
Ja ce M3noniBa Hali-HHCKATA e)eKTMBHA 032 33 HAH-KapTHK MEpHO] OT BpeMe HeodXOIMM 3a
o0JIeKIaBaHE Ra CHMITTOMHTC.

Bo3pacTan B gena Haja 6 ronasn

Enna Tabnerka npea 2 — 3 gaca WiIH KaKTO € HEOGXOAHMO.

Jla He ce npeBMINaBa NpenopbUBAaHATA 4034 OT 12 TabieTku 3a cMyueHe 3a 24 uaca.
JleueHneTo He TpaOBa 2 MPOARIIKAaBa HOBEYE OT 3 THH.

Jena moa 6 rogEmAa BLIPACT:
Crpencunc 3a Jlena e NpoTHRONOKA3aH NMpH Aena moA 6 roaumba eb3pacT (BIK 1.4.3). M3uckea ce
BHIMAaHHE [PH MANKH Jela, ThH KATO OHXa MOTIIH Ja ¢e 3a71aB4T.

IlanBeHTH B CTAPYECKA BBIPACT:
IIpu mauueHTH B cTAp4¥ecKa BB3pacT He € HeoOXOMMMO Aa ¢ HaManABa f038Ta.

HausH HS DPpRIGKEHNE



Opomykosno npunoxenne. Octapere TaberkaTa 3a cMy4€He /ia e pa3TBOpH GaBHO B ycTaTa.
4.3. IlporEBonOKA3aHAN

CBpPBXUYBCTBHTEITHOCT KM KEM AKTHBHHTE BEINECTBA WIH KEM HAKOH OT IOMOIIHHTE BEINECTBA
nocoyeHu B T.6.1. '

Jena nog 6 rogHInHa BL3PACT.
4.4 Cnenua/IEH NpeAynpexIeHAs B NPeANa3HH MEPKH OpH ynotTpeba

Jla He ce npunara nosede ot 3 axu 6€3 KOHCY/ITALMA C IEKap HiH (apMalieBT.
Ja He ce npepHINABa NOCoUeHATA HO3A.

Crnemmdugny 3a Jeka; HHA CHHA:
Toba nexapcTso cBELpXa NMo-Manko ot 1 mmol Hatpuit (23 mg) Ha eaHa TaGnerka 3a CMy4eHe, T.e. MOXKE
Ja Ce Kaoke, 9e NPaKTHYECKH HE CHABPKA HATPHiA.

Topazy chIBpKAHUETO HA TEUEH MANTHTON M H3OMATTWION MOXe A4 HMa cabo H3pa3eHo cnabHTenHo
neifctaue. [lanueHTH ¢ peaKH HAC/IEACTBEHH NPOOIEMH HA HETIOHOCHMOCT KbM (pyKTo3a He Tpabaa na

NPHEMAT TOBA JIEKAPCTRO.

TlampueHTH ¢ peIkH Hac/Ie/ICTBEHH Npo0NeMu Ha HETIOHOCHMOCT KbM (pyKTo3a He Tpabisa Ja MpHeMaT
TOB& NIEKAPCTBO.

ApoMaT, chIbpAKal] anepreHn
Crpencuinc 3a Jleua cxappxa apoMat ¢ GEH3WIOB ATKOXOM.
BeH3HIOBHAT AMKOXON MOXKE 13 NIPHYHHU AJIEPrHYHH PeaKLyH.

4.5 BaanmosieiicTBRe ¢ APYTH JeKAPCTBeHH NPOAYKTH H APYrH GOPME Ha B3AHMOACHCTERE
He ca m3pecTHH NeKapcTBeHH U OPYTH B3aHMoAelicTRHA.
4.6 GepraanTeT, GpEeMEHHOCT H KEpMene

BpemMennocT

besonachocrTa Ha Crperncuiic 2a Jlena no speMe Ha OpeMEHHOCT He € 6HNna YCTAHOBEHa, HO HE € I0ka3aHo
CHIIECTBYBAHETO HA PACK [0 BpEME HA Te3H MepHOAM. Bcee mak, kakTo fpH BCHYKM JIEKADCTBEHH
TIPOAYKTH € HEOOXOAMMO TIOBMINEHO BHHMAaHHE N0 BpeMe Ha GpeMEeHHOCT H NpH HeoOXOAMMOCT Oa ce
MOTEPCH KOBCYJITAIMA OT JIeKap.

Knpmene

He e msectro mamn 2,4-J[motopbeH3HIOB aNnKoXoA, AMHJIMETAKpe30i WIH TEXHHTe MeTabonuTH ce
€KCKpeTHpaT B MaifunHOTO Mako. BesonacHocerra Ha Crpencuic 3a Mena mo BpeMe Ma KEPMEHE HeE €
HAMBIHO YCTAHOBEHA, HO HE CE OYakBa Ja MpPe/CTaRIABa omacHocT. Bee mak He Moke 3 ¢¢ H3KIIOYMH
pHCKa 3a HOBopojcHHTe/0ebeTara. KakTo npu Bcuukn nekapcTBeHH TIPOAYKTH, TPAOBA Aa c€ BHMMaBa 110
BpEMe Ha KBPMEHE K MpH HCOOXOAHMOCT fia ce OTHPCH KOHCY/TalA OT JIeKap.

DepraaETET
Hsama nanuyHH naHHu 3a edexTa BepXy (epTHIHOCTTA.

4.7 EdexTn BLPXY cnocof6EOCTTS 32 modupARE H pafoTa ¢ MAHIHHH




Crpencuic 3a Jlenia He oBMHABa coco0HOCTTA 33 ModMpaHe H paboTa ¢ MAIHHH.
4.8 HexxelaHH JIeKAPCTBEHE PEAKIER

CnMCBHKET Ha HEXENAHH JIEKAPCTBEHU PEakKLMH NI0-10JTY C€ OTHACA 3a KPaTKOCpOYHa ynotpeda Ha
AMuMeTakpeson H 2,4-nxnopOeH3HIOB AKOXO0I B A03HpoBKa kaTo 38 OTC npoaykT. JonmbaHHTEIHA
HEXENAHH peaxiii MOTAT Ja ¢ HaOMORABAT NPH ABITOCPOYHO JISYCHHE HA XPOHHYMHH CHCTOAHHA.

BE3MOXHHTE HEXENAHH NEKAPCTBCHM PeaKIMy, KOMTO MOraT Aa GbAaT CEbp3aHM ¢ AMHIIMETaKpe30/
2,4-JluxnopbeH3nnos ankoxo/l ca MNpeACTaBeHH Io-40Ny, IPyDHPaHH IO CHCTEMa-OpraH Kiac
KIaCH(HKAIIUATA M HeCTOTa.

YecroTaTa ce onpenens KakTo cleapa:

MHoro gectu (21/10);

Yecru (>1/100 go <1/10);

Heuectu (>1/1,000 mno <1/100);

Penxu (>1/10,000 no <1/1,000);

Mmuoro peaxsn (<1/10,000);

C Hem3BecTHa JecToTa (He MOXE Aa Gbe onpenenena o HATHYHHTE JAHHH).

B ornennuTe TPYNM 10 4€CTOTA HEKENZHHTES PeakiHM Ca NPEACTABCHH B HH3XO0ZAH] PEN CIIOPEH, CTCIICHTA
HAa CCPHOZHOCT.

CHcTeMa-opran Kaac Yecrora HexeIaHA PLRKIHA

Hapymenus ©a  umynsara | C HEH3BeCTHa | Peakipin Ha CBPBXUYBCTEHTENHOCT'
CHCTEMa ' 4ecToTa

Cromanmo- upeBHH HapymeHua | C HewspecTHa | Bonkn B kopeMa, rajeHe, AMCKOM}OpPT B
JeCTOTA YCTHATa KyXHHA

Onncange Aa onpeaeeHH HEXEJARH PeAKIEHHE

'PeakuMHTe HA CBPEXUYBCTBHTGIHOCT MOTAT f]a C€ OpOSBAT NOX (OpMaTa Ha OOPHB, aHIHOe[eM,
YpTHKApHA, GpOHXOCIATEM H XMITOTOHHS CBC CHHKOII.

He¢ Ha NOJO3HPANE ACKEIAN HH

Cr00IaBaHeTo Ha NOAO3KPAHATE HEKEAHH JIEKAPCTBCHH PEAKIMH CIIEH Pa3pelaBaHeTo 3a ynorpela Ha
NEKAPCTBEHHA TPOAYKT ¢ BaKHO. TOBa MO3BONABA NMPOAWDKHTENROTO HAOMIONEHHE HA CHOTHOLICHHETO
TIOM3a/PHCK OT NEKAPCTBEHHA MPOAYKT.

MenpumMHCKHTe crieMantucTs Tpabea a cLob1aBaT 3a MOAO3HPAHHTE HEXEIAHHN JIEKApCTEEHH PeakiiK
H0:

H3menaATeHA areHIHs 10 JeKapeTBaTa

yi. ,.Jlaman I'pyes“ Ne 8

1303 Codnux

Ten.: +359 2 8903417

yebcaiT: www.bda.bg
4.9 Ilpeno3apane

Ipenosupanere OH MOTIO 3 NPHYMHH CAMO TACTPO-HHTECTHHANCH AuckoM(popt. Jleuennero ¢
CHMITTOMATHYHO.

5. PAPMAKOJOTHYHH CBOMCTBA

5.1 ®apMaxoIHEAMHAYHE CBOHCTBA




PapmaxorepaneBTHIHA rpyna: [IpoaykT 3a rbpJio: AaHTHCENTHK
ATC kon: RO2AA 03

2,4 — JimxnopbHeH3INIOB ATKOXON H AMWIMETAKPE30JT HMAT AHTHCEITTHYHH CBOHCTBA ¢ aHTHOAKTEpHATHA,
HApOTHBOrEOHYHA W AHTHBHPYCHA aKTHBHOCT. 2,4 — JIHxiopOeH3HIOB aKOXMT H AMHIAMETaKpe30
Gnokupar oOparMO MHOYLMPAHHTE OT JENO/IIpH3alMa MOHHH KaHANM 10 HAYHH NoAo00eH Ha JIOKAJIHHTe
4HEeCTeTHLIH.

Korato Te3H Ape aKTHBHH BEIIECTBA ce KOMOMHHpAT ce HalumoaBa CHHEPIHYHO ACHCTBHE, KOSTO BOAH 10
HaMAJISBaHe HAa M3TIOJI3BAHUTE B KOMOHHRAILMATA 103H npn Crpencuic TableTKH 3a cMyUeHe.

AnTubaKkrepHanHaTa H aHTHrOHYHa aKTHBHOCT HA CTpencric TabneTky 33 CMyUeHe ¢a YCTaHOBEHH NpH
in-vitro W in-vivo npoyusanus. In-vitro anTuBHpycHOTO neficreue cpenyy o0BHTH BHpY<H Ha CTpencric
TabNeTKH 32 CMYUEHE € ASMOHCTPUPANO ciie/ KOHTAKT 3a 1 MuHyTa. JIBATOroAMINHATA B CBETOREH Mamal
ynorpeba ra CTpenciic TabneTks 3a cMyqeHe He NOKa3Ba HamMa/sBaHe HA AKTHBHOCTTA CPEILy PAXIHIHH
NATONCHH, KOETO 11I0Ka3Ba, Y¢ He CE Pa3BHBA PE3HCTECHTHOCT.

KHHHYHH OpoyuBaHHs JOKA3BAT aHANTeTHUHHA edekT Ha CTpencuic npH HamMaaBaHe Ha GoJkuTe B
T'BPTIOTO H 06IeK9aBAHE Ha 3ATPYAHEHOTO NperbillaHe ¢ HAYaN0 Ha AeHCTBHE B PAMKHTE Ha 5 MHHYTH H
NPOTBDKHTETHOCT Ha edyekTa X0 2 Yaca. 3HAYHTENHO NO-TOJIAMO ODJICKYABAHE B CPaBHEHHE C
HeJIeKapCcTBeHH TableTkH 3a cMy'eHe € IOKA3aHO TIPH TeYeHHe B MPOAL/DKCHHE HA 3 AHH.

5.2 PapMaKoKHHETHYHH CBOHCTBA

Ipoy4rane 3a GHOHAMMHOCT TIPH MepopaicH NpHeM Ha CTpencuic TabNeTkH 3a cMYUeHe € YCTAHOBHIO
65p30 oceoboxkaapaHe Ha 2,4-JluxnopbeH3WIOB ankoxol H AMHIMETaKpe3o/ ¢ JOCTHTaHe Ha IHKOBH
HHEA B CJIOHKATA 33 3-4 MHHYTH OT HAYAJIOTO Ha cMyyeHe Ha Tabaerxure. HabmoaasaHo e yapossaHe Ha
KOJIHYMECTBOTO CNIOHKA B PAMKHTE Ha ¢/jHA MMHYTA W 3aJbpkaHe HA HUBA HAJ GasucHUTE CTOAHOCTH 10
ITIHOTO pasTBapAHe Ha Ta0jierkata 3a CMyueHe 3a OKONO 6 MHHYTH. H3MepHMH KONH4ECTBA OT
aKTMBHHMTE BellECTBR Ce OTAENAT C eKCIeKTOpaludATa B NpoxbDKeHne Ha 20-30 MHHYTH cliel [03aTa;
OTHe/ICHHTE HETHH KONHYECTBA AKTHBHA BCUIECTBA TPEATIONAaraT YABIDKEHOTO MM 3aIbpaHe B
JIMTABHIIATA HA YCTHATA KyXHHA H FBpJIOTO.

CumHrHrpadckd npoyueanua ga Ctpencunc TabNeTKH 3a CMyueHe NMOKAIBAT OCTENCHHO pa3TeapiHe Ha
TaNeTKUTE ¢ OTNArTaHe B 06NACTTa HA YCTHATA KYXHHA H TBpJIOTO OT BTOPATA MHHYTA JO 2 Haca cneq
TIPHIOHKEHME W BJITOTPACH CMEKUABAL APA3HEHETO HA IBPJIOTO eeKT.

5.3 llpeaxnuBn9yHH AaHEY 33 GezonacHocT

Octpara nepopanHa TOKCHYHOCT Ha 24-JIuxnopOeH3wIOB ankoxol H AMHWIMETAKpPE30A € HUCKAa H
TOKCHKOJOTHYHHTE ITPOYYBAHHA ITOKA3BAT MHOFO Jieko GB0pedHO YBpeXkAaHe NPH AO3M B YeTHPHKpaTHa
CTENCH NO-BHCOKH OT CTAHJapTHHTE.

IIpy TecToBe 32 XPOHHIHA TOKCHIHOCT BLPXY IUIBXOBE € YCTAHOBEHO IIOBHINIABAHE TEITIOTO Ha Gubpernire
H YepHHS Apob cnen Jedente ¢ nepopantu AHeBHH A03u oT 200 u 400 mg/kg 2,4-Jluxnopbensnn amkoxon
(MuoTO Haj AneBHnd npuem ot Ctpencuic Tabnerkn 3a cMyuene). OcBeH ToBa e HabmoAaBaHo H 103a-
3ABHCHMO YBpeXHAHe Ha cramalitus enwred. [logeasar ce YINEPO3HHM NPOMEHH ¥ HEKPO3a 3AEAHO C
XHIIEPILTA3HA H XHNIEPKEPATO3a Ha eMHTeNa.

In-vitro W in-vivo IPOYYBAHHA 3a TEHOTOKCHMHOCT Ha 2,4-TxnopGeH3sIon ankoxon H AMHIMeTaKpeson
He NOXa3BAT HATHYHE Ha FEHOTOKCHYEH NoTeHIHan Ha CTPENCHIC B NPENOpLYBaHATE H03H. JaHHHTE 32
TEHOTOKCHYHOCT H ABITOTOAMINHATA YNOTpeba He HaBaT OCHOBAHHA 33 JONMYCKAHE HA KAHIIEPOT¢HHOCT.

IIpoyusare 3a eMOPHOTOKCHYIHOCT NpH 3aHIM H NPOCNEKTHBHO NPOY'BaHe Ha
He NoKa3paT TepaToreHHH edexTH. IIpoyusaneTo npu 3afillH DOKasBa JIMIT




OpemernoctTa, deranHoTo pasBuTHe W deTanmu mandopmamms ot Crpencunc B Ao3# 50 METH Han
crangapramure. HiaMa HanuvHK naHam 3a edekTH BEpXY depTiimTeTa H NEPH-TIOCTHATANHOTO Pa3BHTHE.

6. PAPMANIEBTHYHHA JAHHH
6.1 Cnachk HA DOMOMHATE BeNiecTBa

IToMomHN BeIECTRA:

Aroaoea ecenspn Flav P

AntonmanuaM Pink Antho P-WS (E
163)

3axapun Harpuii
BuBeHa kHceHHA
Hzomamraron (E 953)

Teaen manruron (E 965)

6.2. HecbBMECTHMOCTH

Henpunoxumo

6.3 Cpox ma roanoer

24 mecena.

6.4 CoenmansH yCJI0BHS B CHXpaHeHHE

Ha ce cbxpansBa npu Temneparypa noa 25°C.

6.5 Bua u coappXatae Ha OOAKOBKATA

beqm, nenpospasnn dmactepn ot PVC/PVDC/AL - domno.
BJIHC‘IBPI‘H’B Ca MOCTABCHH B KAPTOHCHA OIMAKOBKA.,

OnaxoBkata ceaIbpxka 12, 24, 36 TabneTkn 3a CMydeHe.

He Bcuuky BHAOBE OITAKOBKM MOTAaT Ja ObaT MycHATH Ha nasapa.
6.6 Cnennanpn BEpeANa’HE MEePKH OPH HIXBLPJIGHE

HsMa cnenmayHi HINCKBAHHA.

HemnsnomssaHuTe KOMMYECTBA JEKAPCTBEH MPOAYKT H OTIHATHMHH Ma'nepuaﬂml TpabBa J1a ce M3XBLPIAT B
CHOTBETCTBHE C MECTHHTE H3HCKBAHHMA.

7. IPHTEXATEJ HA PASPEHIEHHETO HA YIIOTPEBA
Reckitt Benckiser (Romania) S.R.L.

48 Jancu de Hunedoara Boulevard, Building Crystal Tower

11th Floor, District 1, Bucharest, Pymbaus

8. HOMEP HA PA3PEIIEHHETO 3A YHOTPEEA

Per. Ne 20140190




9. JIATA HA ITBPBO PASPENIABAHE/TIOMHOBABAHE HA PASPEIHEHHUETO 3A
YHOOTPEBA

Hara Ha mepBo paspemasane: 20.06.2014
Hara Ha nocneRno noaHoseane: 29.07.2019

10. TATA HA AKTYANH3HPAHE HA TEKCTA

maprt, 2021




