JIMCTOBKA

Dexamethasone 2 mg/ml/ {lekcamera3on 2 mg/ml
WmxeKknnoHeH pa3TBop 3a KyueTa u KOTkH, 2 mg dexamethasone (as disodium phosphate)/ 1 mi

1. HUME U IIOCTOSHEH AJIPEC HA IIPUTEXATEJISAA HA JIMILEH3A 3A YIIOTPEBA
N HA ITIPOU3BOAUTEJIA, AKO TE CA PA3JINYHU

Alfasan International B.V.
Kuipersweg 9

3449 JA Woerden

The Netherlands

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA IPOAYKT

Dexamethasone 2 mg/ml/ Texcameraszon 2 mg/mi
WHKeKIIMOHEH pa3TBOP 3a KydeTa i KOTkH, 2 mg dexamethasone (as disodium phosphate)/ 1 mi

3. CbABPKAHUE HA AKTUBHATA CYBCTAHIA U EKCIIMITMEHTUTE

Bcexkn ml ot pa3TBOpa chabpiKa:
2 mg dexamethasone (as disodium phosphate)

4. TEPAIIEBTUYHU ITOKA3AHUS

- Ilpn BB3MAIUTENHU CBHCTOSHUS Ha CKEJIETHO-MYCKyJIHaTa CHCTEMa, Karo apTPUTH, TEHIWHHTH,
TCHJOBaruHuTH, CHHOBHUTHU,

- AJ'ICpI‘I/I‘IHI/I KOXHHU CbCTOSHUA,

- AnepruyHu 6eoApOOHU CHCTOSHUSA, KaTO OPOHXHUAITHA aCTMa;

I[CKCEIMCTHSOH'BT € CHUHTCTHUYCH TJIIOKOKOPTUKOHJ CBHC CHUIHO IPOTHUBOBBIMNAIUTCIIHO I[eﬁCTBHe.
®dapMakoIOrMyHOTO JCUCTBUE W TEPAICBTUYHHUTE WHAMKAIIMM HAa aKTUBHATa CyOCTaHIUs ca Jo0pe
MO3HATH.

Karo mommppkamia Tepammsi, IEKCAMETa30HBT MOXE Jla CE H3IOJI3BAa 3a JICYCHHWE HA PA3IHMYHU
pPEeBMATUYHU, AJEPTHYHU, AEPMATOJIOTMYHHM 3a00NsBaHUs W Npu OOJECTH, 3a KOWTO ce 3Hae, ue ce
MOBJIMSIBAT OT MPOTHBOBB3NAIUTEIHH KOPTHKOCTEPOWAH. Pa3TBOpPBT Ha JIEKCaMeTa3oH MOXe Ja ce
npuiiara HHTPaBeHO3HO, KOTaTO ce M3MCKBa He3a0aBHOTO My JICHCTBHE.

5. IMIPOTUBOIIOKA3AHUA

[la He ce U3M0I3Ba NP CIEIHUTE ChCTOSHUS:

- Bupycnu nndekunu (npe3 BupemuyHara ¢asa);
- 3axapeHn quaber;

- OcTeonoposa;

- 3a00JIIBaHuUs Ha CHPIIETO;

- brOpeunu 3abomnsBaHus;

- I'eOuvHM MHEKINY;

- SI3Ba Ha poroBuLaTa;

- Nsrapsxus;

- BpemenHM KUBOTHH (BBB BUCOKH JI03H).

6. HEBJIAI'ONIPUSITHU PEAKLIUUN

- AGOpT B mocneHaTa TpETHHA OT OPEMEHOCTTa,
- HamarneHa pe3ancTeHTHOCT Ha OpraHW3Ma Cpelly BCHUKH MAaTOT€HHU MHUKPOOPTaHU3MU; CENTHIIEMHUS
U CENITHYEH IUCTUT; 3aMacKUpaHe Ha ChIIECTBYBAIla HH(EKINS; IMyHOCYIIPECHST;
- Ilpu mponwmkuTenHa ynotpeba, aipeHaliHa CypecHs ¢ aJpeHaTHa HeIOCTaThUYHOCT B CIyJYauTe Ha
HETraTUBHU BB3ACHCTBUS KaTO CTPEC WIIM BHE3AITHO CIIUPAHE Ha TEpaInATa C MPOAYKTa;
- AxTHBeH KaTabonu3bM, BOJCI] JI0 aTpodusi Ha MYCKYyJIUTe, MHOIIATHs, 3a0aBsiHE Ha 3apacTBaHe Ha
panwure;



- OcTteornopo3a;

- Maxubupane pactexa U yabDKaBaHe Ha KOCTUTE;

- Atpodus Ha KoXKarta;

- 3axapeH quader;

- [Tonuypusi, MOTUIUTICHS

- [lomudarus;

- EyQopus;

- SI3BM B CTOMAITHO-YPEBHUS TPAKT;

- [Tankpearur;

- XUMepiunuaeMus;

- YBenuieHa JIMnonm3a;

- MactHy HHQUITpAIMK B YEPHUS IPO0, KATO CTEPOH/IHA XeMaTONaTHs;
- Maxubupane Ha Xxunoranamyc-xunodusa-Haaop0pednHa cucTema;
- Hamanena cuHTe3a B IIMTOBHIHATA KIIC3a;

- YBenu4uaBaHa CUHTE3a B MAPATUPOHTHATA JKIIe3a;

- bonect Ha KbmuHr.

[IpoTHBOBB3NATUTEIHUTE KOPTUKOCTEPOUAHN, KaTO JEKCAMETa30Ha MIPEAU3BUKBAT IPOSBA HA MHOTO U
pasnn4Hu HeOnaronmpuaTHH peakiuu. OOMKHOBEHO €AMHHYHATAa BHMCOKa J03a ce IoHacs xo0pe.
[TponyKTHT MOXE Ja TpeAru3BHKa HEOJIATONPHUATHM PEaKIUU MPHU MPOIABDKUTENIHA YHOoTpeda WIu
KOraTo ce MPUJIOKH MPOJIYKT C yIBIKEHO AEHCTBUE, ChABPKAL €CTEPH.

Jo3zara npu cpenHa ¥ AbAra NpOABJDKUTEIHOCT Ha MIPUIaraHe Ha MPOAYKTa TpsAOBa 1a € MUHUMAaJIHO
HEo0XouMara, 3a a ce KOHTPOJIMPAT CUMIITOMUTE.

AKo 3a0enexnuTe HIKAKBU HEONArompHusaTHH PEaKLUH, BKIIOUYUTEITHO TAKWBA, KOUTO HE Ca OMHCAHHU B
Ta3W JIUCTOBKA WM MUCIUTE, Y€ BETEPUHAPHOMELMLMHCKHUAT HPOLYKT He padoTh, Mois na
yBenomuTe Bamus BeTepruHapeH Jekap.

7. BUJOBE JKUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BMII

Kyuera u koTkH.

8. JAO3UPOBKA 3A BCEKH BU/J] ’KUBOTHO, METOJ U HAUYHH HA ITPUJIATAHE
[la ce npuiara camMo 110 JIEKapCKO NpeIIIcaHue.

HHTpaMycKyIHO, MHTPaBEHO3HO MM UHTPAApTUKYJIAPHO IPUIIOKEHHE.

Kyuyera u kotku: 0,25 —2,0 ml.

9. CBBET 3A IIPABUJIHO ITPUJIOKEHUE

[IponbmxuTenHaTa Tepanust ¢ NpogyKTa TpsiOBa 1a ce cIpe MOCTENEeHHO, KaTo ce MpuiaraT 0aBHO
HaMaJIABAIIH 103U OT MPOIYKTa.

10. KAPEHTEH CPOK

He e mpunoxumo.

11. CHEINUAJIHU YCJIOBUS 3A CbXPAHEHHUE HA ITPOAYKTA
Ja ce chxpansiBa rpu Temieparypa 15- 25 °C.

Jla ce ma3u OT CBETJIMHA.

Jla He ce 3amMpa3siBa WM J]a C€ ChXPaHsBa B XJIAJWIIHH YCIOBUSI.

12. CHELHUAJIHU NPEAYHNPEXIEHUA

CHCHI/IaHHI/I OpeanasHy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPOAYKTA.




JKuBoTHHTE, TpeTHpaHU C KOPTUKOCTEPOUIM TPsAOBa na ObIAT MO MPSAKO JIEKaApCKO HaOIromeHHe.
ITopagy TpOTHBOBB3MANUTENHUSA CH e(EKT KOPTUKOCTEPOUIUTE CKPUBAT CHUMIITOMHUTE HAa HHPEKITUSI U
MO3Ke€ J1a CE CIpe TPETUPAHETO, 3a J1a CE TIOCTABU MO-HATAThIIHA AUATHO3A.

[lpy mo—mpoawkKUTENIHA yHOTpeda Ha MPOIyKTa, MAIMEHTUTE TpsAOBa IMEPUOJUYHO Ja ObIaaT
MIPETJIKAAHNA OT BETEPUHAPEH JIeKap.

Koptukocreponanre MoraT na Mpenu3BHKAT cllaba PE3NCTEHTHOCT WM Ja YCHIIAT CHINECTBYBaIla
uHgeknus. [Tpu Hanvuue Ha OakTepuaiHa UHPEKIUS, Ce U3UCKBA U YIIOTpedaTa Ha aHTHOAKTEPHATHH
MPOAYKTH U HA CTEPOUIHU MPOTHBOBB3MAIUTENHH. [Ipn Hammumne Ha BupycHA WHGEKINSA, CTEPOHUIUTE
MOTaT J1a BJIOMIAT WIIX Ja YCKOPST MpoIiieca Ha 3a00JIIBaHETO.

CroenyanHy IOpeanasHd  MEPKM  3a  JIMIATa, OpUaranid BeTEpUMHAPHOMEIUIIMHCKHUSA HPOAYKT Ha
JKMBOTHHTE:

Xopa Cc yCTaHOBEHa CBPBXUYBCTBHUTEITHOCT KbM JEKCaMeTa30H, TpsOBa ga W30srBaT KOHTAKT C
BETEPUHAPHOMEIUIIMHCKUSA TPOMYKT. WMHAWBHIOyanHO mpeama3sHo oO0OpyIBaHE, CHCTOSIIO CE OT
pBKaBUIH, TPsIOBa Ja C€ HOCHU, KOTaTo ce paboTH C BETCPUHAPHOMETUITUHCKUS POTYKT.

BbpeMeHHOCT M TaKTallUsA:
He ce mnpenoppuBa mpujaraHeTo Ha NPOAYKTa 1O BpeMe Ha OpeMeHHoOcT. [IpumaraHero My B
MOCJICIHATA TPETHHA OT OPEMEHHOCTTAa MOJXKE J1a MTPEIU3BUKA a00PT.

BsanMoselicTBre ¢ Ipyru BETEpUHAPHOMEIUIIMHCKH IIPOAYKTHA U APYTH GOPMH HA B3aMMOJIEHCTBHE:
Hsima Hanuuay qaHHu.

I[Ipeno3upane (CHMITOMH, CIICITHU MEPKH, aHTUJIOTH:
Hsma npyru ctpannuH#u eheKTH, OCBEH OMMCAHUTE B T. 6.

OCHOBHHM HECHEBMECTUMOCTH:
He ca u3BecTHHU.

13. CHELNHUAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3ITIOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKHUBA

Bcexn HeuwsnomsBan BCTCPUHAPHOMCIUIIUHCKN TPOAYKT WM OCTAThLMU OT HECTO, TpH6Ba Ja 6’B,Z[aT
YHUIIIOKCHHU, B CbOTBCTCTBUC C UBMUCKBAHUATA HAa MECTHOTO 3aKOHOAATCIICTBO.

14. JATATA HA NOCJIEJHATA PEJAKIUA HA TEKCTA
09/2022

15. JOHNBJHUTEJIHA UHOOPMAILIUSA

He Bcuuku pazmepu Ha omakoBKaTa MOTAT Ja ObJaT MpejiaraHu Ha masapa.

3a Bcska I/IH(l)OpMaLIPISI OTHOCHO TO3U BETCPUHAPHOMCACHUHCKU ITPOAYKT, MOJISI CBBPIKETC CE C
TECPUTOPUATIHUA MIPEACTABUTECII HA MPUTCIKATECIIA HA JIMLICH3a 3a yrIOTpe6a.

J-P NBAH IIUKOB
H3ITBJIHUTEJIEH JIHPEKTOP



