KPATKA XAPAKTEPUCTUKA HA BETEPUHAPHOMEJIULUHCKUA ITIPOAYKT
MHPUJIOKEHMUE 1

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA ITIPOAYKT

Oxcurerpanuknud xuapoxiaopua-NGP 11/ 0,510 g nenoobpa3yBaiiy KOMIpeTH

2. KO/IMYECTBEH U KAYECTBEH CbCTAB
AKTHBHA cyOCTaHIMSA:

Bcesika komnpera chabpxa Oxytetraciclin hydrochloride0,51g

ITomomrHHu BemecTBa:

3a IeJIeH CIMCHK Ha IIOMOIIIHUTE BEIlecTBa, BIK T. 6.1.

3. GOAPMALHEBTUYHA ®OPMA

[lenooOpa3zyBamy KOMIpeTy 3a BbTpeMaTodHa yrnoTpeoa.

4. KIMHUYHU JAHHHA
4.1 Bunose :xnBOTHH, 32 KOUTO e NpegHasHaYeH BMII

CBuHE MaiiK1, KO3H, OBIIE.

4.2 TepaneBTHYHH MOKA3aHUA, CTIENM(PUIHM 32 OTACTHUTE BUI0BE KUBOTHH
3a mpeAnasBaHe U JICUCHNE Ha aKyTHU €HJOMETPUTH M CEIICHC, CIIEA TPYAHO pakKIaHe, 3aAbpKaHe Ha
IUTalenTaTa, (eToToMHs, I[e3apoBO CEYeHHE, NpU CHIOMETPUTH U THOMETpPa C BB3MOXKHA

MMpOXOAUMOCT Ha LICPBUKCA

OKCHTETpaUMKIMHBT € aHTHOMOTHK C IIHUPOK CIEKThP Ha AeiicTBue Bimsell BbpXy [pam (+) (-)
MUKpPOOpPTaHU3MH, HSKOW €IpH BHpPYCH M Mporo3ou. [lonTucka pa3BUTHETO Ha HIKaW IAMOBE
nporeyc, nuonnaneyc u np.Ilpu ammnupane u pasnafaHe Ha KOMIIPETUTE B MaTOYHaTa KyXHHa ce
oOpa3zyBa OoOWIHA MsHA, KOSATO TO3BOJSIBA PAaBHOMEPHOTO paslpencisHe Ha aHTHOMOTHKA BBPXY
1sIaTa MOBBPXHOCT HA MaToO4HaTa JmraBuia. OOpa3yBaHUST BBIVIEPOJIEH ABYOKUC Apa3HHU clabo U
crioMara 3a Bb3CTaHOBSIBAaHE Ha TOHyCa W TOABM)KHOCTTA, PECIEKTUBHO 3a YCKOpSIBAaHE HA

HWHBOJIYLUATA U OUYUCTBAHCTO HA MATKaTa.



4.3 [MpoTuBonOKa3aHus

I[a HC CC M3M0JI3Ba MPU JKUBOTHU CBPBXYYBCTBUTCIHN KbM TCTPALIUKIIMHUTEC.

4.4 Crnenna/iHu NpeANa3sHu MEPKH 32 BCeKH BH/I 'KUBOTHH, 32 KOUTO e nmpexHa3Hayen BMII
[Ipu HEoOXOmUMOCT, 0COOCHO TIpH JAPEOHM TPEKUBHU KUBOTHU (OBIIE W KO3M) U CBHHE Ja CE

H3M0JI3BAT OCIM3sABaIlU IMOJIOBUTEC I'bTUIIA CPCACTBA.

4.5 Crnenmna/iHu NpeANasHU MePKH NIPH yoTpeda
Crenna/iHu NpeANa3Hu MEePKH 32 )KHBOTHHTE NPH ynoTpedaTa HA MPOAYKTA

He ca HeoOxomumu.

ChneuuajHu mpeInasHU MEPKH 3a JIMIATA, NPWIATAIIH BeTePMHAPHOMEIMIUHCKHUS TPOAYKT Ha
JKHBOTHHTE

HpOIIy'KT'I)T CC npuiara CbC CTCpUJIHA PBKaBUIla C LCIT H30srBaHEe Ha I/IH(l)eKLII/II/I U pCaklMu Ha

CBPBXYYBCTBUTCIIHOCT KbM TCTPALIUKIINHA

4.6 CrTpaHu4HM peakUHu (4€CTOTA U BAXKHOCT)

He ce na0ironaBauu.

4.7 Ynorpeda nmo Bpeme Ha OPeMEHHOCT U JIAKTALMS
He ce mpumara mo Bpeme Ha menus Tepuoj OT OpeMeHHocTTa. Ilpu TpermpaHe mo BpeMe Ha
JIAKTAI[MOHHUS TIEPHOJ, MPU OTBOPSH I[EPBHKC HA MaTKaTa, MJSKOTO Ja HE C€ H3ION3Ba 3a

KOHCyManus OT Xopa.

4.8 BzamMmopeiicTBHe ¢ IPYr¥ BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmMu Ha
B3aMMO/IelicTBHE

He ca usBectHu.

4.9 Jl0o3a 1 HAYMH HA IPWJIOXKEHHe

Ogue u ko3u — 1 xommpera 3-5 nHu npe3 24 vaca.
CsuHe Maliku — 2 koMnpeTH 3-5 qHH npes 24 ygaca.
[IpoaykTsT ce mpuiara BbTPEMaTOYHO, IPU MPOXOAMMOCT Ha IiepBUKca. IIpu cyxocT Ha Matkara,

€THOBPEMEHHO ¢ KommpeTute ce BnpbckBaT 300 ml 3aromien crepuiieH ¢usuonorunueH pasrsop 38°
C.

4.10 IIpemo3dmpane (CHMIITOMM, CHIEIIHA MEPKH, AaHTU/IOTH), AKO € He0OX0UMO



He e usBectHO.

4.11 KapeHTeH cpok (KapeHTHH CPOKOBe)
Meco 1 BBTpEIIHN OpPTaHy - TPETUPAHNUTE JKUBOTHH HE MOXKE J]a C€ U3IOJI3BAT 32 KOHCYMAaIs OT Xopa

Misko - 1mo BpEMC Ha TPCTUPAHLCTO U Haii-Maiko 4 - 5 AHU CJIC TOBA KMBOTHUTC OTACIIAT KOJIACTpa,
KOSTO HC CC KOHCYMHpa OT XOpa.

5. GAPMAKOJOTUYHU/HUMYHOJOTNYHU OCOBEHOCTH
dapmakoTepaneBTHYHA IpyNa: aHTHOAKTEpUAIHN CPENICTBA

ATCvet code: QJO1AA

5.1 ®apmakoguHAMHYHH CBOMCTBA

TerpauuKIMHUTE W B YACTHOCT OKCHUTETPALMKINHA Cca IIMPOKOCIEKThPHH AaHTUOMOTHIHU C
OakxTepuocTaTuueH edexT. 3a ga 0bae ehUKacHO NEeWCTBHETO HA TETPALMKIMHUTE T TPsIOBa Aa
MPOHMKHAT B OaKTepuanHaTa Kierka. ToBa cTaBa ¢ macuBHA AU(Y3HS WU Ype3 aKTHBEH TPAHCIOPT.
TerpauMKIMHUTE BB3MPENATCTBAT pa3BUTHETO Ha [pam-monoxutensu W ['pam-orpunaTenHu
0aKTepuu, MUKOIJIa3MH, PUKETCUN XJIaMUIUHM W HAKOW MPOTO30HM Upe3 WHXHOHpaHEe HA CHHTE3a Ha
MPOTEeMHH, KaTo ce CBBp3BaT HeoOpaTuMo ¢ peunentopute Ha 30S pubozomHaTa cyOeneHHIA.
OchblecTBsiBaiKl KOHTAaKT ¢ Ta3u cyOeqeHWna Te OJIOKMpaT cBBp3BaHeTo Ha amuHoaunui-tPHK
BBpXY akuenTopHus kpaid Bbpxy mMPHK pubo3omHUS KOMIUJIEKC, KaTO MO TO3W HA4YUH ce
BB3IPEMsATCTBA 100aBsIHETO Ha HOBM aMUHOKHCEINHH KbM IMENTHHATA BEpUra U OJIOKUpa CHHTE3a

Ha INPOTCHUHHU.

5.2 ®dapmMakOKMHETHYHH 0CO0EHOCTH

OxcuterpallMKIMHBT ce abcopbupa nobOpe, KaTo ToBa € B NpsKa Bpb3Ka C HauMHA UM Ha
npuiokenue. [lopaau TUNHIOPa3TBOPHUMACTTa MM C€ pa3npeAcisT MHOTO A00pe B THKaHHTE Ha
opranmusma. [loutu He ce metabonu3upar. M3 puBaT ce TIaBHO € ypHHATA U B 110 OrpaHUYEHa CTETIeH

C XKJI'b4YKarTa.

6. OAPMALNEBTHUYHHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUINEHTHTE

Lactosum monohydratum; Microcristalline Cellulose; Acidum citricum anhydricum; Amilum Tritici;

Povidonum (Kolidon K 25); Natrii hydrogenocarbonas; Talcum; Silica colloidal anhydrous.

6.2 HecLBMeCTHMOCTH

He ca usBectHu.



6.3 Cpoxk Ha romHocT

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCAUIIMHCKU MTPOAYKT: 2 TOOWHH.

6.4. CrnenuanaHu ycJI0BHA 32 CbXpaHeHHe HA MPOAYKTA
Jla ce cpxpaHsBaBa Ipu Temnepatypa mnox 25 °C.

Ja ce cbxpaHsiBa B OpUTHHAIHA OMTAKOBKA.

Jla ce cpxpaHsBa Ha CyX0 MSACTO.

I[a CC I1a3u OT IIpdKa CJIbHYCBA CBCTJIIMHA.

6.5 Bwuau cbcTaB HAa NBPBHYHATA ONIAKOBKA

14 KOMIIPCTHU B IJIaCTMACOBa TY6a C U3CYHIUTCI U Kallayka, XCpMETUIHO 3aTBOPCHA.

He Bcnukn pasMCpu Ha OIMAKOBKAaTa Morart Ja 6’bﬂaT npeajiaraHv Ha 1ma3apa.

6.6 CrenuajaHH MepKH 3a YHHII0KaBaHe HA HEM3I0JI3BAH NMPOAYKT MJIH OCTATHIM OT HEro
Bceku Hemsnon3BaH BETEpHHAPHOMEANLIMHCKH TPOAYKT MM OCTAaTBIM OT HETO,

TpSI6Ba Ja 6’I>I[aT YHUIIIOKCHU, B CbOTBCTCTBUC C U3BUCKBAHUATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. MNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA
NGPpharm - CBJl EOOJ] — CeBnueno;

ya. Xamxu Anren 10, rp.Cesnueso, benrapus

Ten.:0359 675 83156; 0359 884 467606

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA
769; 0022-1649-03-11-2011

9. JATA HA ITBPBOTO U3JABAHE HA JIMIIEH3A 3A YIIOTPEBA
11.06.07; 03-11-2011

10. JATATA HA NOCJIEAJHATA PEJAKIUS HA TEKCTA
12/07/2011 r.

3ABPAHA 3A ITPOJAXKBA, TOCTABKA U/NJIN YIIOTPEBA

Hama.



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA ITIPOAYKT

Oxcurerpanuknud xuapoxiaopua-NGP 22/ 1,020 g nenoobpa3yBaiiy KOMIPETH

2. KO/IMYECTBEH U KAYECTBEH CbCTAB
AKTHBHA cyOCcTaHIMSA:

Bcesika kommnpera cpabpixa Oxytetraciclin hydrochloride 1,02 g

ITomoirHHu BemecTBa:

3a eJIeH CIUCHK Ha TIOMOIIIHUTE BEIlecTBa, BIK T. 6.1.

3. GOAPMALHEBTUYHA ®OPMA

[lenooOpa3zyBaiy KOMIpeTy 3a BbTpeMaTodHa yrnorpeoa.

4. KIMHUYHU JAHHHA
4.1 Bunose :xnBOTHH, 32 KOUTO e NpegHasHaYeH BMII

BI/IBOJ'II/ILII/I, KpaBH, KO6I/IJ'II/I, mMarapuny, KaMuJiivi, CBUHC, KO31, OBIIC.

4.2 TepaneBTHYHH NMOKA3aHUA, CTIeNM(PHIHM 32 OTACTHATE BUI0BE KUBOTHH
3a mpeAnasBaHe U JICUCHNE Ha aKyTHU €HJOMETPUTH M CEIICHC, CIIEA TPYAHO pakKIaHe, 3aAbpKaHe Ha
IUTalenTaTa, (eToToMHs, I[e3apoBO CEYeHHE, NpU CHIOMETPUTH U THOMETPa C BB3MOXKHA

MMpOXOAUMOCT Ha IICPBUKCA

OKCHTETpaMKIMHBT € aHTHOMOTHK C IIUPOK CIEKThP Ha AeiicTBue Bimsell BbpXy [pam (+) (-)
MUKpPOOpPTaHU3MH, HSKOW €IpH BHpPYCH M Mporo3ou. [lonThcka pa3BUTHETO Ha HIKaW IAMOBE
nporeyc, nuonnaneyc u np.Ilpu armmnupane u pasnajaHe Ha KOMIIPETUTE B MaTOYHaTa KyXHHa ce
oOpa3zyBa OoOWIHa MsHA, KOSITO TO3BOJISIBA PAaBHOMEPHOTO paslpencisHe Ha aHTHOMOTHKA BBPXY
[s1aTa MOBBPXHOCT HA MaTO4HaTa JmraBuia. OOpa3yBaHUST BBIVIEPOJEH ABYOKHC Apa3HHU clabo U
crloMara 3a Bb3CTaHOBSIBAHE Ha TOHyca W TOABM)KHOCTTA, PECIEKTUBHO 3a YCKOpSIBAaHE HA

HWHBOJYLUATA U OUYUCTBAHCTO HA MAaTKaTa.

4.3 [MpoTuBonOKa3aHus



I[a HC CC M3M0JI3BA MPHU JKUBOTHU CBPBXYYBCTBUTCIHNU KbM TCTPALIUKIIMHUTEC.

4.4 Crnenna/iHu NpeAnasHu MEPKH 32 BCeKH BH/I 'KUBOTHH, 32 KOUTO e nmpexHa3Hayen BMII
[Ipu HEoOXOmUMOCT, 0COOCHO TIpH JAPEOHM MPEKUBHU KUBOTHU (OBIIE W KO3M) U CBHHE Ja CE

H3M0JI3BAT OCIM3sBaIlU IMOJIOBUTC I'bTUIIA CPCACTBA.

4.5 Crnenmna/iHu NpeANasHH MePKH NIPH ynoTpeda
Crenma/lHu NpeANa3HU MEPKH 32 )KHBOTHHTE NPH yoTrpedaTa Ha NPOAYKTA

He ca HeoOxomumu.

ChneuuajHu mpeInasHU MEPKH 3a JIMIATA, NPWIATAIIH BeTePMHAPHOMEIMIHUHCKHUS TPOAYKT Ha
JKHBOTHHTE

HpOIIy'KT'I)T CC npuiara CbC CTCpUJIHA PBKaBUIlA C LCIT H30srBaHEe Ha I/IH(l)eKLII/II/I U pCaklMu Ha

CBPBXUYYBCTBUTCIIHOCT KbM TCTPALIUKIINHUA

4.6 CrTpaHu4HM peakUHu (4€CTOTA U BAKHOCT)

He ce na0ironaBauu.

4.7 Ynorpeda nmo Bpeme Ha OPeMEHHOCT U JIAKTALMS
He ce mpumara mo Bpeme Ha menus THepuoj] OT OpeMeHHocTTa. Ilpu TpermpaHe mo BpeMe Ha
JIAKTAI[MOHHUS TIEPHOJ, TPU OTBOPSH I[EPBHKC HA MaTKaTa, MJSKOTO Ja HE C€ H3ION3Ba 3a

KOHCyManus OT Xopa.

4.8 BzamMmopeiicTBHe ¢ IPyr¥ BeTePpUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmu Ha
B3aMMO/IelicTBHE

He ca usBectHu.

4.9 Jl0o3a 1 HAYMH HA IPWJIOXKEHHE

BuBonuim, koOWIM, KpaBu, MarapuIy, KAMIIIH, CBUHE MaliKu- | KOMIIpeTa, B IPOIbJDKEHHE Ha 3-5
IHU Tipe3 24 daca.

[IpoaykTsT ce mpuiara BbTPEMaTOYHO, IPU MPOXOAMMOCT Ha IepBUKca. IIpu cyxocT Ha Matkarta,
eIHOBPEMEHHO ¢ KommperuTe ce BnpbekBaT 300 ml 3aromsen crepusieH ¢usnonoruieH pasrtsop 38°
C.

4.10 IIpemo3dmpane (CHMIITOMM, CHIEIIHA MEPKH, AHTUI0TH), AKO € HeOOX0TUMO

He e usBectHO.

4.11 KapeHTeH cpok (KapeHTHH CPOKOBeE)



Meco u BBTPCHIHU OpraHU - TPCTUPAHUTEC )KUBOTHU HC MOKC a CC M3II0JI3BAT 3a KOHCyMaliusd OT Xopa

Misko - 1mo BpEMC Ha TPCTUPAHLCTO U Haii-Mainko 4 - 5 AHU CJIC TOBA KMBOTHUTC OTACIIAT KOJIACTpa,
KOSTO HC CC KOHCYMHpa OT XOpa.

5.  ®APMAKOJIOT'HYHU/UMYHOJOI'MYHU OCOBEHOCTHU
dapmakoTepaneBTHYHA TPyTa; aHTHOAKTEPUATHN CPENCTBA
ATCvet code: QJO1AA

5.1 ®apmakoguHAMHYHH CBOMCTBA

TerpauuMKIMHUTE W B YACTHOCT OKCHUTETPALMKINHA Cca IIMPOKOCHEKThPHH aHTUOWOTHIHU C
OakTepuocTaTuueH edexT. 3a ga Obae ehUKacHO NEWCTBHETO HA TETPALMKIMHUTE T TPsAOBa Aa
MPOHMKHAT B OaKTepuanHaTa Kiierka. ToBa cTaBa ¢ macuBHA AU(Y3HS WU Ype3 aKTHBEH TPAHCIOPT.
TerpauMkIMHUTE BB3MPENATCTBAT pa3BUTHETO Ha [pam-monoxutensu u ['pam-orpunatenHu
0aKTepuu, MUKOIJIa3MH, PUKETCUN XJIaMHUIUHM U HAKOW MPOTO30HM Upe3 WHXHOHpaHEe HA CHHTE3a Ha
MPOTEeMHH, KaTo ce CBBp3BaT HeoOpaTuMo ¢ penentopute Ha 30S pubozomHaTa cyOeneHHIA.
OchblecTBsiBaiKl KOHTAaKT ¢ Ta3u cyOeqeHWna Te OJIOKMpaT cBBp3BaHeTo Ha amuHoauui-tPHK
BBpXY aknenTopHus kpai Bbpxy mMPHK pubo3omHUS KOMIUIEKC, KaTO MO TO3W HA4YUH ce
BB3IPEMATCTBA 100aBsSHETO Ha HOBM aMUHOKHCEIWHH KbM IMENTHHATA BEpUra U OJIOKUpa CHHTE3a

Ha NPOTCHUHHU.

5.2 ®dapMakOKMHETHYHH 0COOEHOCTH

OxcuterpalluKIMHBT ce abcopbupa nobOpe, KaTo ToBa € B NpsKa Bpb3Ka C HaYMHA UM Ha
npuiokenue. [lopaau TUNHIOPa3TBOPHUMACTTa MM C€ pas3npeAcisT MHOTO A00pe B ThKaHHTE Ha
opranmusma. [loutu He ce Metabonu3upar. M31puBaT ce TIaBHO € ypHHATA U B 110 OrpaHUYEHa CTETeH

C XKJI'b4YKara.

6. OAPMALNEBTHUYHHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUIINEHTHTE

Lactosum monohydratum; Microcristalline Cellulose; Acidum citricum anhydricum; Amilum Tritici;

Povidonum (Kolidon K 25); Natrii hydrogenocarbonas; Talcum; Silica colloidal anhydrous.

6.2 HecLbBMeCTHMOCTH

He ca usBectHu.

6.3 Cpok Ha romHoct

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCIAUIIMHCKU MTPOAYKT: 2 TOOWHH.

6.4. CrnenuanaHu ycJI0BHA 32 CbXpaHeHHe HA MPOAYKTA



Jla ce cpxpaHsBaBa Ipu Temnepatypa mnox 25 °C.
Jla ce cbXpaHsBa B OpUTHHAIHA OMAaKOBKA.
Jla ce cpxpaHsBa Ha CyX0 MSACTO.

I[a CC I1a3u OT IIpdKa CJIbHYCBA CBCTJIMHA.

6.5 Bwuau cbcraB HAa MBPBHYHATA ONAKOBKA

EI[Ha KOMIIPCTA B IJIACTMAaCOBa TY6a C U3CYHIUTCI U Kallayka, XCpMECTUIHO 3aTBOPCHA.

He Bcnukn pasMeCpu Ha OIMAKOBKATa Morart Ja 6’bﬂaT npeajiaranv Ha 1ma3apa.

6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHE HA HEU3IOJA3BAH IPOAYKT HJIH OCTATHIU OT HET'0
Bceku HensnonsBaH BET CPUHAPHOMCANIMUHCKHU ITPOAYKT WJIM OCTATHIIU OT HCTO,

TpSI6Ba Ja 6’I>I[aT YHUIIOXKCHU, B CbOTBCTCTBUC C U3NUCKBAHUATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. MNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA
NGPpharm - CBJl EOOJ] — CeBnueno;

ya. Xamxu Anren 10, rp.Cesnueso, benrapus

Ten.:0359 675 83156; 0359 884 467606

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA
769

9. JATA HA ITbPBOTO U3JABAHE HA JIMIIEH3A 3A YIIOTPEBA
11.06.07

10. JATATA HA IOCJIEAHATA PEJAKIUS HA TEKCTA
12/07/2011 .

3ABPAHA 3A ITPOJAXKBA, TOCTABKA W/NJIN YIIOTPEBA

Hama.



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA IIPOAYKT

Oxcurerpanuknud xuapoxiaopua-NGP 7/ 0,340 g nenooOpasyBaiiy KOMIpeTH

2. KO/IMYECTBEH U KAYECTBEH CbCTAB
AKTHBHA cyOCTaHIMSA:

Bcesika kommnpera cpabpixa Oxytetraciclin hydrochloride0,34 g

ITomoirHHu BemecTBa:

3a IIeJIeH CIIUCHK Ha TIOMOIIIHUTE BEIlecTBa, BIK T. 6.1.

3. GOAPMALHEBTUYHA ®OPMA

[lenooOpa3zyBamy KOMIIpeTy 3a BbTpeMaToOdHa yrnoTpeoa.

4. KIMHUYHU JAHHHA
4.1 Bunose :xnBOTHH, 32 KOUTO e NpegHasHaYeH BMII

CBuHE MaiiK1, KO3H, OBIIE.

4.2 TepaneBTHYHH MOKA3aHUA, CTIENM(PUIHM 32 OTACTHATE BUI0BE )KUBOTHH
3a mpeAnasBaHe U JICUCHNE Ha aKyTHU €HJOMETPUTH M CEIICHC, CIIEA TPYAHO paKIaHe, 3aAbpKaHe Ha
IUTalenTaTa, (eToToMHs, [e3apoBO CEYeHHE, NpU CHIOMETPUTH U THOMETpPa C BB3MOXKHA

MMpOXOAUMOCT Ha IIEPBUKCA

OKCHUTETpaUMKIMHBT € aHTHOMOTHK C IIUPOK CIEKThP Ha AeiicTBue Bimsell BbpXy [pam (+) (-)
MUKpPOOpPTaHU3MH, HSKOW €IpH BHpPyCH M Mporo3ou. [lonTucka pa3BUTHETO Ha HIKaW IAMOBE
nporeyc, nuonnaneyc u np.Ilpu armnmnupasne u pasnafaHe Ha KOMIIPETUTE B MaTOYHaTa KyXHHa ce
oOpa3zyBa OoOWIHa MsHA, KOSATO TO3BOJSIBA PAaBHOMEPHOTO paslpencisHe Ha aHTHOMOTHKA BBPXY
[s1aTa MOBBPXHOCT HA MaTO4HaTa JuraBuia. OOpa3yBaHUST BBIVIEPOJIEH ABYOKUC Apa3HHU clabo U
crloMara 3a Bb3CTaHOBSIBAHE Ha TOHyCa W TOABM)KHOCTTA, PECIEKTUBHO 3a YCKOpSIBAaHE HA

HWHBOJIYLUATA U OUYUCTBAHCTO HA MAaTKaTa.



4.3 [MpoTuBonOKa3aHus

I[a HC CC M3MI0JI3Ba MPHU JKUBOTHU CBPBXYYBCTBUTCIHN KbM TCTPALIUKIIMHUTEC.

4.4 Crnenna/iHu NpeAna3sHu MEPKH 32 BCeKH BH/I 'KUBOTHH, 32 KOUTO e nmpenHa3Hayen BMII
[Ipu HEoOXOmUMOCT, 0COOCHO TIpH JAPEOHM TMPEKUBHU KUBOTHU (OBIIE W KO3M) U CBHHE Ja CE

H3M0JI3BAT OCIM3sBaIlU IMOJIOBUTC I'bTUIIA CPCACTBA.

4.5 Crnenna/iHu NpeANa3HU MePKH NIPH ynoTpeda
Crenma/iHu NpeANa3HU MEPKH 32 )KHBOTHHTE NPH ynoTpedaTa Ha NPOAYKTA

He ca HeoOxomumu.

ChneuuajHu mpeanasHU MEpPKH 3a JIMIATA, NPUIATAIlH BeTePMHAPHOMEIMIHHCKHUS TPOAYKT Ha
JKHBOTHHTE

HpOIIy'KT'I)T CC npuiara CbC CTCpUJIHA PBKaBUIla C LCIT H30srBaHEe Ha I/IH(l)eKLII/II/I U pCakKlMu Ha

CBPBXYYBCTBUTCIIHOCT KbM TCTPALIUKIINHA

4.6 CrTpaHu4HM peakUHu (4€CTOTA U BAKHOCT)

He ce mabironaBauu.

4.7 Ynorpeba nmo Bpeme Ha OPeMEHHOCT U JIAKTALMS
He ce mpumara mo Bpeme Ha menus THepuoj] OT OpeMeHHocTTa. Ilpu TpermpaHe mo BpeMe Ha
JIAKTAI[MOHHUS TIEPHOJ, TPU OTBOPSH I[EPBHKC HA MaTKaTa, MJSKOTO Ja HE C€ H3ION3Ba 3a

KOHCyManus OT Xopa.

4.8 BzamMmopeiicTBHe ¢ IPYr¥ BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmMu Ha
B3aMMO/IelicTBHE

He ca usBectHu.

4.9 Jl03a 1 HAYMH HA IPWJIOKEHHE

Ogue u ko3u - 1 xoMmpera 3-5 nHuU npe3 24 4Jaca.
CsuHe Maiikn - 3 komnpetu 3-5 aau mpe3 24 gaca.
[IpoaykTsT ce mpuiara BbTPEMATOYHO, IPU MPOXOAMMOCT Ha IiepBUKca. IIpu cyxocT Ha Markarta,

€THOBPEMEHHO ¢ KommpeTute ce BnphckBaT 300 ml 3aromien crepuiieH ¢usuonorunueH pasrsop 38°
C.

4.10 IIpemo3dmpane (CHMIITOMM, CHIEIIHA MEPKH, AHTU/IOTH), AKO € HeOOX0TUMO

He e usBectHO.



4.11 KapeHTeH cpok (KapeHTHH CPOKOBeE)
Meco 1 BBTpEIIHN OpPTaHu - TPETUPAHNUTE JKUBOTHH HE MOXKE J]a C€ U3IOJI3BAT 32 KOHCYMAaIHs OT Xopa

Misko - 1o BpEMC Ha TPCTUPAHLCTO U Haii-Mainko 4 - 5 AHU CJIC TOBA KMBOTHUTC OTACIIAT KOJIACTpa,
KOSITO HC CC KOHCYMHpa OT XOpa.

5. GOAPMAKOJOTUYHU/HUMYHOJOTNYHU OCOBEHOCTH
dapmakoTepaneBTHYHA IpyNa: aHTUOAKTEpUaIHN CPENICTBA

ATCvet code: QJO1AA

5.1 ®apmakoguHAMHYHH CBOMCTBA

TerpauuKIMHUTE W B YACTHOCT OKCHUTETPALMKINHA Cca IIMPOKOCIEKThPHH AaHTUOMOTHIHU C
OakTepuocTaTuueH edexT. 3a ga 0bae ehUKacHO NEeWCTBHETO HA TETPALMKIMHUTE T TPsAOBa Aa
MPOHMKHAT B OaKTepuaiHaTa Kiierka. ToBa cTaBa ¢ macuBHA AU(Y3HS WU Ype3 aKTHBEH TPAHCIOPT.
TerpauMKIMHUTE BB3MPENATCTBAT pa3BUTHETO Ha [pam-monoxutensu W ['pam-orpunaTenHu
0aKTepuu, MUKOIJIa3MH, PUKETCUN XJIaMHUIUH U HAKOW MPOTO30HM Upe3 WHXHOHpaHEe HA CHHTE3a Ha
MPOTEeMHH, KaTo ce CBBp3BaT HeoOpaTuMo ¢ peunentopute Ha 30S pubozomHaTa cyOeneHHIA.
OchblecTBsiBaiKl KOHTAaKT ¢ Ta3u cyOeqeHWna Te OJIOKMpaT cBBp3BaHeTo Ha amuHoaunui-tPHK
BBpXY akuenTopHus kpaid Bbpxy mMPHK pubo3omHUS KOMIUJIEKC, KaTO MO TO3W HA4YUH ce
BB3IPENsATCTBA 100aBsIHETO Ha HOBM aMUHOKHCEIWHH KbM IMENTHHATA BEpUra U OJIOKUpa CHHTE3a

Ha INPOTCHUHHU.

5.2 ®dapmMakOKMHETHYHH 0CO0EHOCTH

OxcuterpallMKIMHBT ce abcopbupa nobOpe, KaTo ToBa € B NpsKa Bpb3Ka C HauMHA UM Ha
npuiokenue. [lopaau TUNHIOPa3TBOPHUMACTTa MM C€ pa3npeAcisT MHOTO A00pe B THKaHHTE Ha
opranmusma. [loutu He ce metabonu3upar. M3 puBaT ce TIaBHO € ypHHATA U B 110 OrpaHUYEHa CTETIeH

C XKJI'b4YKarTa.

6. OAPMALNEBTUYHHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUIINEHTHTE

Lactosum monohydratum; Microcristalline Cellulose; Acidum citricum anhydricum; Amilum Tritici;

Povidonum (Kolidon K 25); Natrii hydrogenocarbonas; Talcum; Silica colloidal anhydrous.

6.2 HecLbBMeCTHMOCTH

He ca usBectHu.



6.3 Cpok Ha romHoct

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCIAUIIMHCKU MTPOAYKT: 2 TOOWHH.

6.4. CrenuanHu ycI0BHA 32 CbXpaHeHHe HA MPOAYKTA
Jla ce cpxpaHsBaBa Ipu Temnepatypa mnox 25 °C.

Ja ce cbxpaHsiBa B OpUTHHAIHA OMTAKOBKA.

Jla ce cpxpaHsBa Ha CyX0 MSACTO.

I[a CC I1a3u OT IIpdKa CJIbHYCBA CBCTJIIMHA.

6.5 Bwuau cbcTaB HAa NBPBHYHATA ONIAKOBKA
14/21 xommperu B miacTMacoBa Ty0a ¢ MU3CYIIMTEN U Kanavka, XepMETUYHO 3aTBOpEHA.

He Bcnukn pa3sMCpu Ha OIMAKOBKAaTa Morart Ja 6’bﬂaT npeajiaranv Ha 1ma3apa.

6.6 CrenuajaHH MepKH 32 YHHII0KaBaHe HA HEM3I0JI3BAaH NMPOAYKT MJIH OCTATHIM OT HEro
Bceku Henznon3BaH BETEpHHAPHOMEANLIMHCKH TPOAYKT I OCTAaTBIM OT HETO,

TpSI6Ba Ja 6’I>I[aT YHUIIIOXKXCHU, B CbOTBCTCTBUC C U3NUCKBAHUATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. MNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA
NGPpharm - CBJl EOOJ] — CeBnueno;

ya. Xamxu Anren 10, rp.Cesnueso, benrapus

Ten.:0359 675 83156; 0359 884 467606

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA
769; Ne 0022-1649-03-11-2011

9. JATA HA ITbPBOTO U3JABAHE HA JIMIIEH3A 3A YIIOTPEBA
11.06.07; 03-11-2011

10. JATATA HA IOCJIEJHATA PEJAKIUS HA TEKCTA
12/07/2011 r.

3ABPAHA 3A ITPOJAXKBA, TOCTABKA W/NJIN YIIOTPEBA

Hawma.

H3IBJIHUTEJIEH JIHPEKTOP



