KPATKA XAPAKTEPVICTHKA HA ITPOJITYKTA

1. TProBCKO YMe Ha TEKapCTBEHNS ITPOAYKT

ANESTESOL cutaneous solution (sol. cut.)
Bottle 60 ml

AHECTE3O/ nepMmaleH pa3TBop
ByTunka 60 ml

2. KonuyyecTBeH ¥ KAYECTBEH CbhCTAB

Vmena na cherasknre KoaHuecrsa 3a:

100 ml 60 ml
JlexapcTBeHM
BEHICCTBA:
Benzocaine 1.000 g 0.600 g
Procaine hydrochloride 1.000 g 0.600 g
Levomenthol 2.500 g 1.500 g

3. JlexapctBena (opma

Cutaneous solution (sol. cut.)
Jepmanen pasteop

4. KiadHryHH JAHHH

4.1. Toxazanua

MUHHCTEPCTED HA 3iPABEONASHAHETO

TIDHAOKEHNE KM

paspewcie sa ynorpesate §-bhb 1{06 - M0/

'

2193 09.0

Tt

O6e36011B2I110 CPEICTBO 32 MPHIOXEHUE BBPXY KOXATa MpH TPAaBMU 1

OOINKH.

4.2. To3upoBKa ¥ HAYMH Ha ynorpeda

C MOMOILTA Ha NOXXOSIL [TaMy4eH TAMIOH NPOXYKTHT C& HAMa3Ba UK
pasTpHBa Ha ChOTBETHYA OPA3EH KOXKEH yuacTbk 2-3 MbTH AHEBHO.

4.3. TIpoTusonoKasanus

ITopuwiena CBPBXYYBCTBUTENHOCT KM HaxKos 0T CbCTABKUTE.

Ja He ce npuyara Mpy Aeua o 5 FOOMHH.

4.4, Criel\MaiHK NPOTUBOIIOKA3AHNS ¥ CHELUaIH NPEfyNnpexIeHna 3a yrorpeda

Jla He ce npuemMa BBETPEILHO,
Ha He ce HaHAcA BbPXY JHUTABHLIH.




Jla ce npuaara ¢ BHUMaHue Ipy 00JHK OT GPOHXMANIHA acTMa M IPYry aTOMHEHH
3a60NsBaHKs NOPAAH OMACTHOCT OT aJIepTHYHY PEaKLH.

Crieli IpeIBapUTENIeH TECT 32 CBPBXUYBCTBUTEIHOCT BLPXY MAIBK y4acTbK OT
BHTPEIIHATA CTPAHA HA MPEAMHUIUHHIATA, MOXE Jia Ce [pHilara npu OTCbCTBHE HA
3ayeppABaHe Ha

24_'1'}[51T yac.

4.5. JlexapcTaeri 1 APYTH B3aUMOAeHCTBUA

He ca u3BecTHH. .
4.6. BpemeHHOCT 1 KbPMEHE

Hsama crenyaliiy NpegynpeKIeHns.

4.7.EdexTr BbPXY CIOCOGHOCTTA 34 [I0(GHpaHe i pabota ¢ MaluHH

He ca gabnofapayu.

4.8. HexenaHu neKapcTBeHn peakuiu

Bb3MOKHA € 10SBa Ha JIOKATHO Ipa3HeHe Ha KOXaTa, alepriiHH peakuyn.
4.9. [Tpenosupane

IMopany HHCKATa KOHUEHTPalMs HA AKTUBHUTE CBCTABKH U
cybnuManyaTa UM, KakTo W nopany Obp30TO U3NapeHue Ha pasTBopa
He ce yabmoxasa Npeo3upaHe.

5. PapMaxoNIOTHYHH JaHHH:

5.1. ®apmaxoarHaMUuHu CBOMCTBA

BeuzokanHbT M NPOKAMHBT TPUTEXaBaT HoOpe H3PaseH MECTeH
anecreTvueH edext. [Ipu pe3opOig UMAT H KPaTKOTPpacH aHaIreTHIeH
edeKT.

5.2. @apMaKOKHHETMYHH CBOHCTBA

A6copbupat ce npe3 KoxaTa. EnuMunnpar ce 65p30 nopaji HUCKATa
KOHLEHTpalUys W 4pe3s W3napeHye W cybmumauus OnarojapeHue Ha
BUCOKMSI cu TnapeH Hartuck. IIpuw mnpoHMKsaHe B OpraHusMa ce
eAMMUHUPAT Ype3 Bbp3a XMAPOIN3a ¥ NOCTEABall0 pa3TBapIHeE.

5.3. llpeAKTMHUYHK DaHHK 32 6€30MacHOCT

Hsama paHHu.




6. @apmaleBTUUHN JaHHH:
6.1. CRUChK HA [MOMOILHKMTE BELLIGCTBA W TCXHUTE KOMUIECTBA

HnveHa Ha ChCTABKHTE KonnuecTna 3a:

100 ml 60 ml
Ethanol (96 per cent) 72.70 ml 43.62
ml
Water, purified a0 100ml o 60
ml

6.2. ®U3NKO-XMMHUHH HECEBMECTHMOCTH

He ca U3BECTHH.

6.3. Cpox Ha TOZHOCT

1 {(egna) roguna.

6.4. CriequasHy yClnoBHsA Ha CbXPaHEHHE

Tpu TemaepaTypa 1ok 25°C, Ha MACTO 3ALMTEHO OT MPAKA CIIbHYCBA CBETIMHA.
6.5. Jlanuu 3a OnaxKoBKaTa

ByTMIKM OT TOJIMETHIEH BHCOKa IUIBTHOCT M CTBKICHH xadaBu
Gytunxu o1 60 ml, 3aTBOPEHHU € Karayku Ha BUHT OT HOJMNPOTIMIICH.

6.6. Ilpenopbky NpH ynorpebda

C [OMOLITA HA NOAXOJALL aMydeH TaMIoH NMPOAYKTHT ce HaMa3Ba HilH
pas3TpHBa Ha CbOTBETHHS MOPA3EH KOXKEH y4acThK.

7. ViMe ¥ afipec Ha MPUTEXATENs HA PA3PellIeHNeTo 3a yroTpeda

ET CTOSTH BAKAJIOB - TOHMI M
rp. SImGom, yi. Cpem Ne 3, BX. A

HiMe 1 agpec Ha NPOU3BOAUTENIA:

ET CTOSH BAKAJIOB - TOHH M

rp. SImGou, yn. Cpem Ne 3, BX. A

8. PerucratmoneH Ne B perncropa no 4i. 28 3 IAXM

9. JJaTa Ha MbPBO paspelliaBaHe 3a yrnoTpeda Ha NeKapcTBEHH MPOAYKT

10. TaTa Ha (4acTU4YHA) aKTYyanu3auys Ha TeKCTa.




