KPATKA XAPAKTEPUCTHUKA HA TIPOJAYKTA
KBbM PA3SPEIHIEHHUE 3A THPI'OBUS C BJIII Ne 0022-3064
1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

AHAJITUH BUO®APM 50% mHXEKIIMOHEH Pa3TBOP
ANALGIN BIOPHARM 50% solution for injection

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHA cy0OCTaHIMA:

B 1 ml ot nmpoaykTa ce chabpxa:

Metamizole sodium monohydrate 500 mg

Excuunuentn:

3a MBJIHUA CHUCHK Ha EKCLIMIIMEHTUTE, BIK T. 6.1,

3. DOAPMAINEBTUYHA ®OPMA

WHXeKIMOHEH pa3TBoP.

4, KINMHNYHUAU JAHHU

4.1 Bugose ;kMBOTHH, 32 KOMTO e npeaHazHayed BMII

I'oBena, koHe, CBUHE U Ky4eTa.

4.2 TepaneBTUYHHU MOKA3AHUS, ONIPeAeIeHH 32 OTAETHUTE BUI0BE KUBOTHHU

[IponyKThT ce U3MoJ3Ba KaTO aHAITE€TUYHO, AHTUIUPETUYHO U IMPOTUBOBB3NAIUTEIHO CPEICTBO NPU
MPOBEHTPUKYJApHA CHACTHUYHOCT; KaTapajdHO-CIIa3MaTHYHU KOJMKH, METEOpU3bM M YpPEBHA
oOCTHUMNANKS; OCThP MYCKYJICH U CTaBeH PEBMATH3bM; TPECKa; e3odareanHa oOCTPyKIUs; Cria3Mu Ha
IMHKAaTa Ha MaTKaTa [0 BPeME Ha Pa)kKJaHe; MOATOTOBKA 3a M3BBPILBAHE HA MPOCTH XUPYPTUUYECKU
WHTEPBEHIINHU, KacTpalus (3aeHO C JIOKaJTHA aHECTE3Hs); 11€3apOBO CCUCHUE.

4.3 IIporuBonokazanus

Jla He ce M3M0JI3Ba MPHU CBPHXUYBCTBUTEIHOCT KbM aKTHBHATa CYOCTAHIIMS, BKIIFOUUTEIHO aJieprUu
KbM JPYTH THPA30JIOHW W WHXHOWUTOPH Ha CHUHTE3a Ha NPOCTArNIaHAWH (HANpUMeEp AacIlupHH),
XeMaTONOCTUYHN HapyIlIeHus, ocTpa dYepHoApoOHa mopdupus. Jla He ce u3Mmon3Ba 3aeqHO C
XJIOpIpOMa3uH, 0apOouTypatu u/mwin GeHuI0yTa30H.

Jla He ce u3mo3Ba Mpy >KUBOTHU C UCTOPHUS HA KPHBHA AUCKPA3USL.

4.4 CneuuajJHu mMpeaAna3sHu MePKH 3a BCeKH BHU]I (KMBOTHH, 32 KOUTO e npeaHasnayen BMII
Hsama.

4.5 CrneunuaJilHu mpeana3Hu MepKy npu ynorpeda

CHe]_II/IaJIHI/I OpearnasHy MCPKHU 3a ) KUBOTHUTEC ITPHU VHOTDe6aTa Ha NpoAYyKTa.
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OTroBOpBHT MPHU NPOABIDKUTEIHO JIEYSHHE TPIOBa Jja ce CIelr Ha PEJOBHA WHTEPBAIN OT OTTOBOPHHUSA
BeTepHuHapeH Jiekap. [lpn nHTpaMyCKyITHO TIPHIIOKEHHE € JKeIaTeTHO obmmaTa 103a Ja ce pasnpeaean
B HSKOJIKO MECTa Ha MHXKEKTUPaHe. MHKEKTUpaHeTO Ha pa3TBOpa MOXKE Jia MpeAu3BUKa JIpa3HEHE Ha
MOIKOXHUTE ThKaHH.

CnenuanHy Opeana3sHd  MEpKH 3a JHIaTa, OpWIaralid BETEPUHAPHOMETUIIMHCKHS MPOAYKT Ha
JKHUBOTHUTE:!

Xopa ¢ ycTaHOBEHA CBPBXUyBCTBHTEIHOCT KbM aKTHBHATA CyOCTaHINA TPsiOBa Aa N30ATBAT KOHTAKT C
BETEPUHAPHOMEIULUHCKUS IPOAYKT.

Tps0Ba ga ce BHMMaBa, 3a J1a ce U30erHe CIy4yaiiHOTO CAMOWH)KEKTUPaHE.

BerepurapHOMEINIIMHCKHUAT POAYKT He TPsiOBa Ja ce mpujiara oT OpeMeHHH KEeHH.

Jla ce m30srBa KOHTAaKT ¢ KokaTa W oduTe. [Ipy cirydaeH KOHTaKT C OYHTE WM KOXKaTa, U3MHUUTE
no0pe MICTOTO C YUCTa Tevalla Boja.

Wammuiite priieTe cien padora ¢ MpoayKTa.

4.6 Heo0naronpusiTHH peakuuu (4€CTOTA H BAXKHOCT)

[TpoabIKUTENHOTO MpUIaraHe Ha MPOAYKTa BbB BHCOKH J03UM MOXKE Ja NPUYMHH JICBKONCHUS H
arpaHyJIONUTO3a.

4.7 Ynorpe6a no BpeMe Ha OPeMEHHOCT, JIAKTAMS WIH SlIeHOCeHe

Moxe na ce mpuiara 1o BpemMe Ha OpeMEHHOCT U JIaKTaLlHsL.

4.8 B3aumopeiicTBue ¢ APYrd BeTePUHAPHOMETUIIMHCKHA MPOAYKTH U APYru (popMHU Ha
B3aHMOJeHCTBHE

Jla He ce M3MOI3Ba 3a€/THO C XJIOPIIpOMa3nH, OapOuTyparu n/wnn heHmnoyTazoH. [IpoagykTeT MoXe na
ce KOMOWHHpA ¢ aTPOIMH, OYCKOJIM3HMH U JPYTH CIIa3MOJIUTHUIIH.

B pesynrtaT Ha UHAYKIUSA Ha YEPHOAPOOHUTE SH3UMHU METaMHU30J1 HATPUI HaMaJlsiBa aKTUBHOCTTA Ha
KyMapyH aHTHKOAryJIaHTH, KOUTO HaMaJIsIBaT IUIA3MEHUTE HUBA HA IUKJIOCHIOPHH.

4.9 J1032 ¥ HAYHH HA MPUJIOKEHHE

[TpoyKThT MOXKE JIa Ce NpHjIara MHTPaMyCKyJIHO W OABHO HHTPABEHO3HO.

Komne: 4 mo 10 mI/100 kg Tenecua maca ot npoaykTa (ekBuBaigentHo Ha 20-50 mg/kg tenecna maca).
T'oena: 4 mo 8 ml/100 kg renecna maca ot npoaykra (exBuBanentHo Ha 20—40 mg/kg TenecHa maca).
Ceunre: 3 10 10 ml/100 kg renecna maca ot npoaykra (exBuBaienTHo Ha 15-50 mg/kg tenecha
Maca).

Kyuera: 0,4 — 1 ml/10 kg Tenecna maca ot npoaykra ( ekeuBaientHo Ha 20 — 50 mg/kg tenecHa
Maca).

410 IIpeno3upane (CHMITOMHU, CIIEIIHA MEPKH, AaHTHI0TH), AKO € HE0OOX0TUMO

[IpoabKUTETHOTO TpUiIaraHe Ha IMPOJYKTa BbB BHCOKM JIO3M MOXKE Jia TPUYUHU JICBKONICHUS U
arpaHyJoIUTO3a.

411 KapeHTHH CpOKOBe

I'oBena:
Meco u BbTpEIIHN OpraHu: 28 THHU.

KoHe u cBuHe:
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Meco u BbTpEITHU Opranu: 17 mHu.

Muasko:
He ce pa3pemana 3a ynorpe0a npu >KMBOTHH, YHETO MJISIKO € MPEIHA3HAYCHO 32 KOHCYMaIlHs OT X0pa.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

®apmakoTepaneBTUYHa rpyna: AHareTuy. Jpyru ananreTuny 1 antunupeTuu. [lupazononu.
MeTtamu305 HaTpUH.
Betepunapnomenunuackun Aratromo-TepamnesrrueH Kox: QN02BB02

51 DapMaKoOANHAMUYHH CBOWCTBA

MeTaMu30IbT € MHPA30JI0HOBO HECTEPOUIHO MPOTUBOBB3MAIUTEIHO CpeAcTBO. [IpoaykTuTe Ha Oasa
METaMH30Jl C€ MpWiarat Nnpu KOHE, TOBEla, CBUHE W KAaTO JIONBJIHWUTEIHA TEpamus IpPU MHOTO
BB3MAJUTEIIHN ChCTOSIHUS HA OIOPHO-JBUTATCIHMS anapar. MeXaHu3MbT Ha JCHCTBHE, KaKTO IPU
HSKOW JPYTH aHAITETUIM, HE € H3ICHeH NoJpoOHO. M3BecTHO ¢ WHXMOWpaHe Ha CHHTE3a Ha
npoctarnannuH (PG), 6a3upaHo Ha B3amMmonelcTBHe ¢ pa3nmuuHu nukiookcurenasu (COX), Koero
BOJIM /IO MPOMEHH B MeTa00IM3Ma Ha apaxuIoHoBarTa kucennHa. OcBeH neprudepHoTo HHXHUOUpaHe Ha
cuHTe3a Ha PG ce mpenmnosara v JOKYMEHTHPA IICHTPAITHA aKTHBHOCT.

5.2 DapMaKOKHHETHYHH 0CO0EHOCTH

Crnen nmepopalieH npreM Ha MeTaMH30JI, TOX ObP30 ce XUAPOIN3UPa B CTOMAIITHO-YPEBHUS TPAKT U C€
pe3opbupa. CyOcTaHIMsITa HE Ce OTKPUBA B CEpyMa, HO TIOJIIC)KH Ha MTbJIHA METa0O0IU3aIusl.
MeTaMu30bT € MpeIeKapCcTBO Ha hapMakoIWHAMUYHU aKTHBHU MOJIeKy . Morart na ce
naeHTudunrpar Hai--manko 7 1o mosede ot 20 MeTabonuTa. 4-MeTHII-aMHHO-aHTUTTUPUH (MAA) e
MEeTabOMTHT ¢ HAl-BHCOKA KOHIICHTPAILUsA. MakcuManHuTe Tia3MeHn KoHIeHTpaud (Cmax) ce
otkpuBaT 30-90 MUHYTHU CJIe/ IEPOPATHO MPUIIOKECHHE.

6. DPAPMALIEBTHYHU OCOBEHOCTHU

6.1 CnuchbK HA eKCHUITHEHTHUTE

Boga 3a nHxexkuun

6.2 OCHOBHHM HECHBMECTUMOCTH

Jla He ce mpuiara 3ae{HO ¢ XJIOPIPOMa3nH, 0apOUTypaTH W/ HiH (PEeHUIOYTa30H.

6.3 Cpok Ha rogHoCcT

CpoOK Ha TOTHOCT Ha KpalHUS BETEPUHAPHOMEAUIIMHCKU IPOAYKT: 2 TOJIUHU.
CpoK Ha TOHOCT CJIeM ITFPBO OTBApsSHE HAa IMbPBUYHATA OITAKOBKA: 28 THHU.

6.4. CnenuaJHu ycJaoBHUS 32 CbXpaHeHHE HA MPOAYKTA
Ha He ce cpxpansBa npu Temneparypa nazg 25 °C.

Jla ce ma3u OT cBeTIMHA.

a He ce 3ampa3siBa.

Jla ce cbxpaHsABa Ha CyXO MCTO.

Jla ce cpxpansBa ganed OT Morjie/ia ¥ Ha HETOCTHITHH 3a JIeTla MecTa.

6.5 BuaucbhbcTaB HAa NLPBUYHATA OMAKOBKA
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Kadssu creknenu daakonu, o IT ot 50 ml 1 100 ml, mocraBeHn B KapTOHEHA KyTH.
dnakoHUTE ca 3aTBOPEHH ¢ Oy THIITYMEHH 3aIyNIAJKU U aTyMUHUECBH KalayKy.
He Bcuuku pa3Mepu Ha OonakoOBKaTa MOTat Aa ObJaT MpeajaraHy Ha masapa.

6.6 CnenmaJHiM MepKH 32 YHUI0’KABaHE HA HEU3MOJI3BAaH MPOAYKT WJIM OCTATHIU OT HEro

Bceku HenzmoisBaH BCTCPUHAPHOMCIUIIMHCKHA MMPOAYKT WJIN OCTAaTbIIHU OT HET'O TpSI6Ba Ja 6’I)I[aT
YHUIIOKEHU B CHOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO.

7. MMPUTEXXATEJI HA PASPEHIEHUETO 3A ThbPI'OBUS
CODAPMA Al
yi. Unuencko moce 16
1220 Codust, brirapus
E-mail: sopharma.bg
8. HOMEP HA PASPELHIEHUETO 3A ThbPI'OBUS
0022-3064
9. JATA HA TbPBOTO U3JABAHE HA PASPEHIEHUETO 3A THbPTOBHUSA
JlaTta Ha TEpPBOTO W3/1aBaHE Ha pa3pemieHueTo 3a Thpropus: 08.07.2021
10. JATA HA NOCJIEAHATA PEJAKLUS HA TEKCTA
12/2025
3ABPAHA 3A TIPOJAXKBA, CHABISIBAHE U/UJIN YIIOTPEBA

He e npuiioxxumo.

11.12.2025 .

X

[-P KPACUMWP 3/IATKOB
JOVPEKTOP HA ANPEKLINA KB/M
Signed by: KRASIMIR YANKOV ZLATKOV
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