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TJIMMEAKC 0,074 % npoMHBKa 3a ycTa 
GLIMBAX 0.074 % moutlh wash 

3 

3a nbJIHHA CIHCBK Ha nOMoHHTe BeU[ecTBa, BHKTe TO4Ka 6.1. 

4. 

4.1 

100 ml npoMMBKa 3a yera cbbpxaT: lHKNOGeHaK (Diclofenac4-07y 

IIpoMHBKa 3a yeTa 

KPATKA XAPAKTEPHCTMKA HA IIPOIYKTA 

HME HA JIEKAPCTBEHHI IIPONYKT 

KAYECTBEH KOJIMYECTBEH CHCTAB 

4.3 

4.4 

JIEKAPCTBEHA OOPMA 

4.2 Ao3HpOBKa H HaYHH H mpuJ0KeHHe 

KJIMHMYHM LAHHM 

4.5 

TepaneBTHYHH IIOKa3aHHA 

3a cHMITTOMaTHYHO JeYeHHe Ha BL3I1aICHHA B YcTHaTa KyxHHA, IpHnpyxeHH c óoJTKa (HanpHMep: 
rHHTHBHTH, CTOMaTHTH, HapHHrHTH), KaKTO H BCJneNCTBHS Ha neYEHHe HJIH BaNeHe Ha 3Bo. 

4.6 

Ilpenops4HTeNHATa AosupoBKa e 2-3 npoMHBKH MIH raprapu AHeBHO C 15 ml (1 MepreIHa yauKa) 
oT NEKapCTBeHMA NpoAyKT, Hepa3peneH IH paspeFeH c ManKO BOMa. 

IIpoTHBon0Ka3aHHA 

M31bJ1HMTENHA ArEHUMA NO NEKAPCTBATA 
Kpamka xapakmepucmuKa Ha npogykma - lpuAOKOHUe 1 

KbM Pee, Ne 

TpeTH TpuMecTbP Ha QpemeHHOCTTa (BHKTe T. 4.6) 

PapeweHUe Ne 

BG/MA/MP 

la He ce npuiiara ipu 1ela nog 16 ronHHH. 

IaHHH 3a CBpbX4yBCTBMTeNHOCT KLM AMKIOeHak HIH KBM HAKoe OT IIOMOLIHHTe BemeCTBa. 
CBpBX4yBCTBHTeNHOCT KLM aleTHJICaJIHHIOBATa KHceJIHHa HJIH KBM ApyrH HeCTepOHIHH 
IpoTHBOBL31aJTHTeJIHH JIeKapcTBeHH npoIyKTH. 

6 70J6 ,12 -- 2024 

CuenuaJIHH IpeynpexjeHKA H IpexnasHu MepkH npH ynotpeoa 

EBeHTyaIHO, HeCb3HaTeJIHOTO IOrIbIIlaHe Ha pasTBOpa 3a ipOMMBKa 4IH raprapa He npHYnHABa 
yBpexnaHHA Ha naneHTa, Tb� KaTo ce paBHABa Ha elHa neTa oT npernopb4aHaTa Ao3a 3a CHcTeMHO 
npuioKeHHE. 
Vnorpeõara Ha JieKapcTBeHH IIponyKTH 3a JIOKaJIHO InpuIOKeHHe, OcobeHO KOraTo TS 

npoNbJIKHTeNHa, MOKe la npuyHHH CeH3auIH3aHA. AKo IpH H3I10JI3BaHETO Ha ioyKTa ce cJIy4H 
TOBa, NeyeHHETO TpaPBa 1a ce ipeKpaTH H IIpu Heo6xOIHMOCT 1a ce Ha3HaYH IONXONAia Tepanus. 
TIponykTBT e IpeAHasHaveH 3a ynorpeba nipu BL3pacTHH. 

BpemeHHOCT H KbPMeHe 

B3auMOIcHcTBHecApyru JIEKapcTBeHH IpoIyKTH H ApyrH opMH Ha B3AHMONeHcTBHe 

HAMa AaHHH 3a HeraTHBHH B3aHMOJeHcTBHA nIpu napaneNHa ynoTpeba c 
IiponyKTH no BpeMe Ha JieYCHHETO. BbpeKH TOBa, Tpa6Ba na ce HMa npenay3MHR 
B3aMMONeHcTBME C JICKapcTBa, CBbp3aHH BBB BHCOKa cTeneHC IJIa3MeHHTe Pest CTBATA 



BpemeHHOcT 

HaMa kJHHH4HH NaHHH OT ynoTpe6ara na I'aHMPaKc nO BpeMe Ha opeMenHOCT. lopu ako cHCTeM HaTa 
eKenO3HUns e no-HHCKa B cpaBHCHMC C Ta3n cnen nepopannO IipuIOKeHHe, He e w3BecTHO 1atH 
CHCTeMHaTa cKcno3uIs TuMbakc, nocTHTHaTa cnen nOKaTHo ripunokcHHe, MOKe na yBpenH 
eMopHOHa/eryca. TIpes ibpBuA H BTopua TpuMeCTbP OT 6peMeHHOCTra IIHM6akc He TpaPBa Ia ce 
H3110J13Ba, ocBeH ako HC e abcoJIIOTHO HCo6xONHMO. AKO ce u3IIOJI3Ba, n03aTa TpAPBa la 651e 

B3MOKHO Ham-HHCKa n iipoFbKHTeNHOCrra Ha JICYeHMeTO BBIMOKHO HaH-Kpatka. 
Tlo BpeMe Ha TpeTHA TPuMeCTbP oT ópeMCHHOCTTa CHCTeMHOTO IIpuJIOKeHHe Ha HHXHOWTOpu Ha 

InpocTarHaHAMHOBHA CHHTC3, BKJIIO4HTeNHO \HKJIOeHak, MOKe [la penu3BHKa Kap1HOTryIIMOHaTHa H 
6bQpeYHa TOKCH4HOCT IPH heTyca. B kpaA Ha QpeMeHHOCTTa MOKe na HacTbfIH yIbIKEHO BPeMe Ha 

KbDBeHe KakTO iph ManKaTa, TaKa H ipu 1eTeTO H paxnaHeTO MOKe J[a ObÊe 3aQaBeHO. Ilopanu TOBa 
THMPaKC e npoTHBONOKa3aH Iipe3 nOcHeNHHA TPHMCcTbp Or 6pemeHHOcTTa (BK. TOYKa 4.3). 

4.7 

HAma. 

4.8 HexenaHH JCKapcTBeHH peaksMH 

O6HKHOBeHO JIHMBAKC ce InOHacA no6pe. HaH-yecTHTe HexeJlaHH NeKapcTBeHH peaKIHH H TO 

rJIaBHO IIpH IpoNbJDKHTeJIHO JNeYEHHe ca: npH3HauH Ha cIabo H3paseHo BL311aJIeHHe B ycTHaTa 

KyXHHa, H3TPbIIBaHe Ha e3HKa, 3aneK M KaIJIHLa. 

BInAHHe BLpxy KOHUeHTpanuaTa upH mooHpane H paQora C MamHHH 

IlporbDKMTEJTHara ynoTpeba Ha IeKapcTBeHH nponyKTH 3a JIOKaNHO puIoKeHHe, MOKe ja npHYHHH 
ceHCHÕHIH3aLIHA. AKO TOBa ce cIy4u, JIeYEHHeTO TPAÒBa na ce ipeycTaHOBH H 1a ce ipIOKH 

IiONX01Ala TepanuA ipH Heo6xONHMOCT. 

CTOMaIHO-4peBHM HapyueHHA (c HeH3BeCTHa YeCTOTa): ycemaHe 3a iapeHe B yCTaTa 

CLO6IaBaHe Ha iONO3HpaHH HeKeNAHH peaklHH 
CLOPIIaBaHeTO Ha nojO3HpaHH HeKeJTaHH peaK;HH CIeA paspelaBaHe 3a ynotpeba Ha JIeKapcTBeHHA 
IIpoayKT e BaKHO. ToBa InO3B0J1ABa Aa IiponbJDKH HabJIONeHHETO Ha CHOTHOIeHHeTO IION3a/pHck 3a 
JIeKapcTBeHHA IponyKT. OT MeNHIHHCKHTe cIieIHaNHCTH ce H3HCKBA 1a cLOOlaBaT BCKa 
IIO103HpaHa HeKENAHa peakiHA Ype3 HaLHOHaJIHa cHCTeMa 3a CHo6laBaHe: M3nbJIHHTeJIHa areHuHA 

no JIeKapcTBaTa, y1. �laMAH TpyeB" Ne 8, 1303 Cooua, Ten.: +359 2 8903417, yefcaäT: 

www.bda. bg. 

4.9 

5. 

HAMa naHHH 3a npeno3paHe c IJIHMBAKC. 

IIpeno3upane 

DAPMAKOJIOTMYHH CBOGCTBA 

5.1 DapmaKOJHHaMHYHH CBoHCTBa 

IIpu 

DapmakorepanesTHYHa rpyna: npyrH cpencTBa 3a nokaHO opanuo JIeHeHHe, ATC Kon: A01ADI1 

CHCTeMHOTO ip4IOKOHHe Ha AHKNO)eHak HMa 

IIpoTHBOBL311aJIHTeJIHH CBO}CTBa. 
JIOKaJIHO IIpuJIOKEHHe JIeKapcTBeHOTO 

InOTHBOBL31aJIHTeJIHH CBO}CTBa. 

5.2 DapmaKOKHHETHYHH CBOHCTBa 

aHaJireTHYHH, 

BeIeCTBO IIpHTeKaBa 

aHTHIIHpeTHYHH 

ablHMIE NEHLMA 

AEnysIMA 6bIAVA 

2 



CnektpoþuyopockoIMATa IIOKasa, yc Koraro nMKIOhcnak cc KOHIICHTPHpa Bbpxy yCTHaTa JlHTaBMla 
H caen TOBa nocTeneHHO ce aÑcopQupa, inopaxna nnCKH KOHICHTpaiun B cepyMa, kowTO o0a4e ca 
HeNOCTaTLYHH, 3a noJIyyaBaHe Ha cHCTCMHH þapMakonorHYHH C)eKTH. 
AMKIO)eHak ce OTIeJNA OCHOBHO Ypc3 ypuHaTa ioÊ hopmara Ha MeTaboiuTH, a ocraHaJiata yaCT CC 
eKCKPeTHpa ypes KIBYKaTaH hekanHHTC. 

5.3 

TOKCHKOJIOTHA 

MHIUKH 

ILJILXOBe 

MOpCKH CBHHYeTa 

6 

6.1 

Tlpu TpHMeceYHO nepopaNHO JIEYeHHe Ha JIBXOBe c n03H T 2 mg/kg/neH He ce HaQnolaBa xpoHHYHa 

TOKCHYHOCT. IlpoBeNeHHTe oIIHTH Ha ca nOkasaiH MYTareHHH, KapHHOreHHH HJIH TepaTOreHHH 

eeKTH Ha nHKNOHeHak. 

6.2 

IlpexkJIHHHYHH 1anHH 3a õc30nacTHOCT 

6.3 

CopbuTOJI, XOJIHH XJIOpHA, HaTpueB XHnpOKCHA, HaTpHeB GeH30aT, HaTpueB eneTaT, a[ecyn(paM 

KaIHÄ, HaTypaieH MeHTOB apoMaT, HaTypaneH apomaT 0T IIpacKoBa, Aiypa pen AC (El29), 

npe4HcTeHa BOna. 

HenpuOKHMO 

6.4 

6.5 

OAPMAIEBTHHH JAHHM 

TpH roIHHM B 3aTBOpeHa onakOBKa. 

CuHcLK Ha InOMOIHHTe BemecTBa 

HecbBMeCTHMOCTH 

7. 

Cpok Ha ronHOCT 

CpoK Ha ronHOCT CJIEA OTBapAHe Ha OnakOBKaTa: 12 Mecea 

la ce czxpaHABa nog 25°C. 

8. 

1300 mg/kg cneÊ 48 4aca 
231 mg/kg cien 15 MHH 
1500 mg/kg cnen 48 yaca 

CnenuaJIHH yCJIOBHA Ha CbXpaneHHe 

233 mg/kg cien 15 MHH 
1250 mg/kg 

Ban H CLALpkaHHe Ha oaKOBKaTa 

200 ml TbMHa CTbKJICHa QyTHIKa CHC 3auuTeHa oT 1eLa kailayka, Ii0CTaBeHa B KapTOHeHa KyTHA. 

AHIKeIHHH ÖapMa BbJIrapua EOOI 

yI. "HuKOJNa Tecna" No 3. 

LDso per os 

IIPHTEXATEJI HA PA3PEIIIEHHETO 3A YIIOTPEBA 

Cooua 1574, BbIrapua 
61. Bu3Hec IleHTbp BCP Coua 1, eT. 4, oHc 401, 

Ten.: +359 2 975 13 95 

20050526 

HOMEP HA PA3PEIIIEHHETO 3A YIIOTPEBA 

w3bHur 
ANEHMg 

3 



9. 

10. 

IATA HA TLPBO PA3PEIABAHE/MOJHOBABAHE HA PA3PEIIEHMETO 3A 
yIIOTPEEA 

10 HoeMBpu 2005/ 23.02,2011 

IATA HA AKTYAJIH34PAHE HA TEKCTA 

10.2024 

AHHrque 

AEHIMG 

PEnysA 6bnTAP 
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