KPATKA XAPAKTEPUCTHKA HA TITPOJIYKTA
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Jpomuekc 4 g/100 g + 1 g/100 g xankwu 3a yinu, paawﬂp 4 {?ﬂé@ / 2 1 - 20
Dropleks 4 g/100 g + 1 g/100 g ear drops, solution T R e

2, KAYECTBEH 1 KOJIMYECTBEH CHCTAB

B 100 g pazrBop cc cuirbpkar 4 g gpenazon (phenazone) u 1 g 1TM1I0KAaMHOB XHJIPOXJIOPH/I
(lidocaine hydrochloride).

| [loMOIIIHO BEHIECTBO € U3BECCTHO JICUCTBHUE : I'JTUIICPOJL.

3a II'bJIHUS CIIMCHK Ha ITOMOIITHHATC BCINCCTBA BHXTC TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Kariku 3a ymu, pa3rsop.

lIpencrasiisia OMCTBp, OE31BETCH J10 CBETIIO Ka(psiBO-XXBJIT pa3TBop.

4. KJ/IMHUYHU JJAHHU

4.1 TepaneBTHYHH NOKA3AHUS

1031 JIcKapcTBEH MPOJIYKT € 1IPC/IHA3HAYCH 3a JIOKAIHO CUMIITOMATHYHO ITOBJIMSIBAHC HA
OoJikara na ciieuure nernepdopaTuBHU 3a00JIBAJIMSL HA CPEJIHOTO YXO:

- OTaJII'vs, aCOIMUpaAa ¢ BHHIICH OTHUT;

- OCTBP, KOHI'€CTUBEH, Hellep(pOpaTUBCH CPEJICH OTHUT;

- OTHT IIPH I'PHUII, TaKa HAPCUCH BUPYCECH OYJIO3EH OTHUT;

- OapoTpaBMaTH4YeH OTUT (B pe3yJITaT HAa IMYPKAHE MJIM IIbTYBAHE ChC CaMOJIET).

TakuBa pOJIYKTH ce U3II0JI3BAT B JICYCHUETO Ha KaTapaJieH OTUT U 1IPC/IOTBpATsIBANC HA
[TMOI'CHHH YCJIOKHCHHS IPU JIcla na Bp3pact Mexty 1 u 12 rojmnn.

4.2 Jlo3mpoBKa U HAYHH HA HIPHJIOKCHHC

J1lo3upoBKa

Haxkamsar ce 3-4 Kallky BbB BLUIIHHS YIICH KaHall, 2 WIK 3 II'bTH JIHCBHO B O0JIHOTO yXO,
KaTo JICKO CC HATUCKA eJlacTH4HaTa 4yacT Ha allIMKaTopa-KarkoMep.

Hsima BH3pacToOBO OrpaHUyCcHUC 34 yiorpedara Ha 1npoJjyKra.

[{aunny Ha 1PHIIOKCHUEC
[ Ipwiara ce B ymmre. 3a Jia ¢cc u30€riue HCNPUSATHUST KOHTAKT Ha CTY/ICHUS
peJi yrorpeda Oy Tuiikara MOXKe Jia Ce 3aTOIIH MCX/y PhIETC.
L pojtsipkuTesiHOCTTa Ha JicueHueTo ¢ MakcuMyMm 10 jau.
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4.3 1IporHBONIOKA3AHHUSNA

- CBPLXYYBCTBUTEIHOCT KbM aKTHBHUTC BCIIECTRA MM KBM HAKOEC OT 1IOMOIIHUTC
BeneeTsa H30poeHU B Toyka 6.1,

- CBpBbXYYBCTBHTEITHOCT KbM 1IIPOM3BOIHU HA ITHPA30JIOHA (MCTAMH30I1, H3IIPOTINII-
aMmuo-gpeHa3oH, nponudenason).

- Mndexinosna wim rpasMaTiyiia liepdopallug 11a ThllaH4dcBaTa MeMOpana (Bux T. 4.4).

4.4 Cuenua/jiHy HPEAYIPCAACHHH H IIPEAIIa3HH MCPKH IIpH YiIoTpeda

H[postsinkureiniocrra Ha jicycuuero ¢ Makcumym 10 yam.

[ [peuan /14 cc UPHIIOXKH JICKAPCTRCHMS LIPOJIYKT JIa €€ IIPOBCPH JAlIM ThIIaHuCRATA
MCcMOpana He ¢ 1icpopHpana.

AKO ThllaHyeBara MeMOpana ¢ lepdopupana, MHTpaaypyuKyJIapHoTO HPUIOKCHUE
MOXE JIa JIOBEJIC JI0 KOHTAKT HA HPOJIYKTA ChC CIPYKTYPUTC HA CPC/IIOTO YXO U Jia
JIOBEJIC JIO HEXEJIAHU €¢(PEKTH B TC3U THKAHH.

[ [co0Xx0)1MMO ¢ BIMMaHKE HPH HIpUIIAralc Ha PO AYKTa 1A ITaUMCHTH ¢ IIPOMCHEHA
HCPHOJpoOHA QYIKIWMS, CUMIICICHS, PUTBMHN U HIPOBOIIIK HAPYILICHMS 1A ChPIECTO,
MHUACTCIIUS WIIH B CLCTOSHUC 114 MIOK.

1030 JIcKapCeTBCH HPOJYKT Ch)IBPXKA aKTHRHO BCIICCTBO, KOCTO MOWKC J[a JIOBC/IC 10
HOJOMUTCINU PE3YIITarTd 0T aHTH-JI0IMHI'OBH TCCTOBC.

4.5 B3zauMoaeHCTBHE ¢ /JIPYI'E JICKAPCTBCHH HPOAYKTH H JAPYI'H GOPMH HA
B3AUMOJCHCTBUC

[ic ca HpoBEXKIAHIHK LIPOYUBAHUS 38 B3AUMO,[CACTBUATA.
| [py IOKao 1lUpHIOKEHHE B YXOTO pasTBopyre Ha (PCHA30H M JIMJOKAMH HC 110Ka3Bart
B3aUMOJICHCTBUAC. BbL3MOXIIOCT 3a B3aUMOJICHCTBHE CC HBSBA CAMO KOI'ATO AKTHBHUTE
BCILICCTBA CC IIPHIIArAT Ypes JIPYrH UL THIIA Ha BBBCXKIANC WU B Cilydal nHa lIpUIOXKCHUE IPU
Hcpbopupana rhiianyesa MmemOpaiia.

| Iposeienn u3clic/iBaHUA 1IpY MUIIIKH 110Ka3BaT 3aCAJIBAHE HA KOHBYJICHBHATA aKTHUBHOCT HA
JIMJIOKAHIL, HM3HOJ3BAH KATO JIOKAICH AHCCICTHK, B ILIPHUCBCTBUC Ha (YMA3CHUII, KAKTO U
HapacTBalC B JIATCHTHOCTTA Ha KOHBYJICHUTC C 1HIOBUILIABAHC 1A j103aTa Ha ¢.ryMa3cHUII.
Jlokazano ¢ 31a4MMO napacrnallc Ha TOKCHYHOCTTA Ha KOK4HI 1IPH  CJIHOBPCMCHHO
MITTPABCHO3HO LIpHJIalale ¢ JIM)I0KANH, 1IpH Spraguc-Dawlcy MBKKH 1LTHXOBC.

[ u1oBpeMentnoro upuioxkeuuce na Jokanu amnccretruiim v LIHC jicupecanti, BKIIOUHTCIIHO
TAKHBA WU3110JI3BAIM 1IPH 11pcanacTe3us UM B JI00ABKA KbM JIOKaJIHaTa alCCTC3Us MOXKE J1a
JIOBCJIC JI0 AU TUBIH JICHPCCOPHHA CPCKTH.

MixulOupaticto Ha HCBPOHHUTE UMIIYJICH O JIOKAIHUTC aHECTCTHIIM MOXKC Jla amraronu3npa
AHTUMHACTEHIUIHUS ceKT Ha CKEICTHO-MYCKYJIHHTC pelakcaltu, ocodcno B ciyuall ua
aicopbypane Ha roJIMO  KOJNHYECTBO AHCCTCTHHH, MOXKC Jla ¢ HEODXO0/MMO 1IPCXOIHO
qJlalrrupate Ha jio3ara, 3a Jia ¢¢ KOHTpoimpar CHMIITOMUTC Ha MHACTCHAA 1'PABUC.
Yiorpedara na MCroxcamHMlli B KOMOMHAIIMS ¢ JIOKAIHH &HCCTCIHIM 34 Y)IL:DKaBaHe Ha
TEXIAAT CPCKT ¢ HCUPEHOPBLYHTCHNG, VILDKCHUAT cheKT HA MCTOKCAMUN MOXKE_JIO JIOBEJIC
/10 HPCKANICHO O1'Ppalivtanalic ld HHUPKYllauusra € HoCGICABallla T'hKdHHa .-r.. MW 'ra
Ha JIpYyI'd Ba3sOKOHCTPUKIOPH TpsOBa jla ¢e UPOBEXKd ¢ BHUMAHUC B Of Tq‘ﬂié ' £
KPbhBOTOK, HOPQIH BHB3MOXKIOCT O 103BA 114 HCXCMHS ¥ 1'aHTpeld. S/
bera-Osiokepure morar na 3abanst McTaboJIM3Ma Ha JIMJOKAUH upes3 PCA % fzf; B
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XW1IAHTOUH YA IIUMETHJIUH, KATO IIPY XHUJAHTOUH CBLIICCTRYRA U PUCK OT aJIMTUBHH
JICITPECUBIIN SPCKTH BLPXY ChLPJICYHATA JICHIIOCT.,

4.6 Pepruimrer, OpeMEcHHOCT H KbpPMCIIC

Jinesar Jloctarb4yHo OPC/IKIKHHYHYA HIIW KJIIMHUYHY J[@HHH OTHOCIHO 1IPpUJIaraicro Ha roBa
JICKapCTBO 11pH OpeMeHHoCT, eMOpHoHaliHO, GCTAIHO WM HIoCTHaTaNi0 pasBuIue. To3u
HHPOJIYKT HC TpsiOBa Ja c¢ tpHiiara 1ipd OpeMCeHHOCT, OCBEH B CHYYaHTC Ha JI0Ka3aHa
abcoinoTHa HCoOX0JIMMOCT M TO CaMO CJIC)I BHUMATCIIHA NPCIICHKA Ha CLOTHOIICHUCTO MCK/LY
LHOTCHIIMA THUAT PUCK 3a (peTyca U 11013ara 3a Maikara.

JIvtienar Jlanimn OTHOCHO BL3MOXKHOCTTA 33 UPCMUAHABAHC HA AKTHBHHATC BCINCCTRA B
kbpMara. | [penopbyrreinio ¢ j1a cc H30srea HPpHIOKCHUCTO Ha TOBA JICKAPCTBO 1IPH
KbpMauKH.

| [py vrrakTHa ThilaH4cBa MCMOpatia, CUCTCMEA IIEHeTpalus ¢ MalIKo BCposTHA.
[pu nopMasiiy yCiioBus 1a yuorpeda, upoJlyKThT MOXKC J{a ¢C lLpujiara 1ipy OpeMCHHOCT U
KLPMCHC, aKo ¢ HCODX0/IUMO.

4.7 FkFdexru Bepxy cuocodbnociTa 32 modupane u pabora ¢ ManuHu

| Ipyitarancero Ha tosa JICKapCIBO HC HOBIMABA CrIocoditocrra 3a modupane wid padbora ¢
MAIIIMHH.

4.8 Hexkenann JeKapCcrBeHU PCARIIUM

Hecrorara Ha HCKCIAHUTE PCAKIMH € ONPCHCIICHA 11O CICAHUS HAYUH: MHOIo 4ecTu (>1/10),
acery (> 1/100 10 < 1/10), nedectn (>'1/1 000 o < 1/100), pesxu (>1/10 000 ;10 <1/1 000),
MIHO01'0 pesikH (< 1/10 000), ¢ nensseeria uecrora (01 HAIMYHHTC JAHHK 11C MOXKC J1a OBhj1c
HalrpaBeHa oncHKa).

IHapymienust Ha yXoro H iabupuira
PeiKy - JIOKQIIHY WICPTUYHHK peaKiiii (ChpOCK, MaKyJIO-11allyJI03CH 0OpKUR), XUIICPCMHS 1ia
CHAYXOBHS 1IPOXOJI.

Cpo0niasalie Ha oJIO3Wpaly HCXCIIAINA peaK[iM

Chobiiasanero 11a 110J103Upalld HEXKCHAHHM PCAKIIUM CJIC)L pazpeinanalie 3a yrorpeda na
JICKapCTBCHUA 1IPOJIYKT € BaX0. 1 0o3a mo3roJisiBa 1a npo/IbInKU HAOIIQCITUETO 1A
CLOTHOUICHUCTO HOJI3a/PUCK 34 JICKAPCTBCIHHS HIPOJIYKT. OT MCIHIHHCKUTC CIICIHAINCTH CC
W3HCKBA Jia cboOIaBaT BCsKa NO)03Mpala IIeKeaHa PeaKI[H 4pc3 HalMoaaHa cucTema 3a
chLobImanane B M3nnimureina areuims 110 yickapersata yil. ,,Jlamsn 'pycs™ Ne 8, 1303
Codust, Teu.: +359 2 8903417, yebeaitr: www.bda.bg

4.9 1lpeposupane

Jlocera nsMa co00IICHUA 34 Cilydal Ha MPSJIO3UPaKC.




5.  ®APMAKOJIOTTYHU CRONCTBA

5.1 dapmakoauHaAMHYHH CBOHCTRA

MapmakorepalieBTHYHA rpynia: OTOJIOUMYHY CpejicTBA. AHAIICTHIIM U 3HECTCTUIIM,
koMOutaimu. ATC ko SO2IDA30.

IIpU[[HCKC HPCACTARBIIABA KGMGHIIHIIHEI OT (l]CIIEBOII H JINJTOKAaUIL. (OeHazoHbT ¢ ITHPA30IOHOBO
HPOHUIBOJ/HO C AHQJIT'CTHYIIH 1 HPOTHBOBL3NAJIUTCIIIHA CBOHCIBA. JIMjloKauL T ¢ JIOKaJCH
AHCCTCTHK O aMWJllala I'pylld.

AKTHBHOCTTA 1A JHJI0KAUH CC JILJDKH 1J1aBIIo 1a HHXHGHPHIIC Hd 'l'pﬂll(.‘MQMﬁpElHllHH
TpallCliopT Ha HATPHCBH ﬁOllH,_ KOCTO BOJ/JIHK O ITIOHHUKABAH€ Hd CHJIATad H HCCTOTAd 11a
JICHIOJIAPH3AIIHA B HCBPOHAIHATA 'MCMGPBH& H {ICBLIMONKHOCT 34 JJIOCTHI dHC Hd HEODX0/IMMOTO
HHBO 34 [IPpC/IaBaHC HHd dKITHOHHHA TTOTCHITHAJE, KOCTO BOJ/IH JIO DJIOKAX ¥ aHCCIC3UA.
AKrusuocrra na (lJCIHlB(}H BLPXY MYKO3aTad C cJ1ao dHCCTCTHYCII, 1HHOTCIHIIHPAIIl aHCCTCTHYHATA
AKTUBHOCT Ha JIH/JOKAHIIL.

3.2 @MapMAKOKUHCTWYHH CBOHCTBA

[ lopa; i1 BLHINNOTO HPHJIOKCHNAC U 1IPpHAralCcTo Ha HUCKH JIO3H, Ha IIpaKTHKA CHCTCMHATA
pe3opOIIMs ¢ HCBBIMOKIIA (1IPY MHTAKTIIA ThllaHyeBa McMOpana).

Derrazolt ce pe3opbupa ObP30 W HAIIBJIHO CJICH] ITepopaHo upHiioxeHuc. Tol ce cbp3Bba ¢
IL1a3MCHUATE HIPOTERHHM B no-Maliko o1 1 0%.

Jlujtokann ce abcopOupa nodpe cieil HapeHrepanto WM NCPOPATIIG HPHIIOKCHHC.
Hpub.msureno 70% o1 npuiioxkenara J03a ¢¢ nojJiara Ha 0OMoTrpaHcopManis B YCPHUAT
Jipo0. Cuicyr abcopdiius, TOH JICCHO HIPCMHUIIABA B aMIHKOTHYHATA TCYHOCT A (PCTAIHHST
KPLBOTOK, Kb/ICTO JOCTHIA KOHIICHTpalnK okoJio 40% o1 1¢3u Ha Maikara.

5.3 Illpeaxkimunnanyn jjanuu 3a 0ezonacHocT

HeamMa sanim.

6. GDAPMAILEBTHYHMU JIAHHU
6.1 CuuchbkK Ha NOMOIIIIITC BEICCTRA
Harpuesn tuocyndgar

t-ranol 96%

[ Ipcancrena Boua

Harpues xujpokcu)i

| 1nnepo.

6.2 HecnBMecrnmocern
Henpuiioxxumo.

6.3 Cpox Ha rojuoct

4 rojmnu.




CpokK cl¢/1 HBpBO orBapsiic na Oyruikara: 28 JiHu.

6.4 CuennasnM ycJJOBHA Ha ¢ChXPAanCHHE

Jla cc chxpansBa Ha MsACcro, HEJI0CTLIHO 3a Jicua. Jla He ¢ce ehxpanssa najt 25°C.
6.5 Bnau ch)ibpikalse Ha OHAKOBKATA

KaproHena Kyrus, chanpxaia Osuia neupospauna LDPIE 6y1wiika or 153 ml, ¢ s LDPLE
aligKarop-kalkomep, 3arsopena ¢ HDPL samprren nponeren 1 Osiia xairayka Ha BUNT.

6.6 Cueunaymnm nupeanasys MCpPKH IpH U3XBBpJAIC U pabora
Hen31oisBanusiT HPOJAYKT WIH OTUA(FYHHTE MATEPUAIM OT HET'O TPAOBA /1a CC UBXBBUSLT B

ChHOTBCTCTBHC C MCCTHHTC M3HCKRBAIIHA,

7.  TIPUTEXATEJI HA PASPEILLIEHHUETO 3A YIHOTPEDBA

Bopiyt Meywmenie ppoua 1OO]]
Oy:1. Cumcouoncko moce 130, ¢r. 3

1 700 Codins
bnirapus

8. HOMEP(A) HA PASPEIHEHUETO 3A YIIOTPEBA

Per. Ne: 20210104

9.  JATA HA ITbPBO PAZPEIHABAHE/NNOAHOBABAHE HA PASPEIHEHUETO
3A YIIOTPEDBA

Hara na irspio paszpceananc:27.04.2021
Jlara Ha 110CIICHHO 1HOJHOBSBAIIC:

10, JATA HA AKTYAJIUIUPAHE HA TEKCTA

03/2024




