JIMCTOBKA:

AHAJITUH BUO®APM 30% uHXEKIIMOHEH pa3TBOP
ANALGIN BIOPHARM 30% solution for injection

il UME U TITOCTOSAHEH AJIPEC HA IIPUTEXATEJISAI HA PASPEIIEHUETO 3A
ThPI'OBUSIN HA ITIPOU3BOJUTEJISA, AKO TE CA PA3JINYHU

[puTexaTen Ha pa3pelIeHUETO 32 ThPrOBUSL:
CODPAPMA ALl

yi. Unuencko moce 16

1220 Codust, brirapus

E-mail: sopharma.bg

IIpousBoauTen:
CODAPMA A/]

P. Bearapus, rp. Cnusen 8800
Byn. Tpakus Ne 75

Ten.: +359 44 66 25 89

(akc: +359 44 61 60 66

2. HAMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TPOAYKT

AHAJII'MH BUODAPM 30% uHXKEKIMOHEH Pa3TBOP
ANALGIN BIOPHARM 30% solution for injection

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHUUA U EKCUUITUEHTUTE
B 1 ml ot mpoaykTa ce chabpxa:
AKTHBHA CyOCTaHIINS:

Metamizole sodium monohydrate 300 mg,

Excrounuenr:
Bona 3a nmkekmmu

4. TEPAIIEBTUYHU ITOKA3AHUSA

[IpoayKThT ce M3MOJI3Ba KAaTO aHAIT€TUYHO, AHTUIMPETUYHO U MPOTUBOBB3MAIUTEIHO CPEACTBO MpPHU
MIPOBEHTPUKYJIapHAa CHACTUYHOCT; KarapajeHO-Clla3MaTUYHH KOJIMKHM; METEOpU3bM U 4YpeBHA
oOcTunanys; ocTbp MYCKYJIEH M CTaBE€H PEBMAaTHU3bM; TPECKa; e3odareaaHa oOCTPYKIUS; CHa3MU Ha
mIMKKaTa Ha MaTKara [0 BpeMe Ha pakAaHe; MOATOTOBKA 33 W3BBLPIIBAHE HAa MPOCTH XUPYPTrUUECKU

HWHTCPBCHIIUU, KaCTPpALlUA (3aez[H0 C JIOKaJIHa aHeCTe3I/I${); [e3apoOBO CCUCHUC.

5. ITPOTUBOITIOKA3AHUSA

Jla He ce M3MON3Ba MPH CBPHXYYBCTBUTETHOCT KbM aKTHBHATA CyOCTAaHIIWA, BKIFOYUTEITHO aJlepTUH
KbM JpYTH TNHPa30JOHH W WHXWOMTOPH Ha CHHTE3a HA NPOCTAlNIaHAWH (HampuUMep AaclupHH),
XEMaTOMOETUYHN HapyLIeHusl, OocTpa 4YepHOIpoOHa mopoupus. Jla He ce H3Moi3Ba 3aeAHO C

XJIOPIIPOMA3HH, OapOuTypaTy u/uiu GpeHn0yTa3oH.
[la He ce n3moJ3Ba Npyu )KUBOTHU C UCTOPHUS HA KPbBHA AUCKPA3UsL.

6. HEBJIATOIIPUATHHU PEAKLINN
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HpOIIT:JDKI/ITeHHOTO Inpuiiarane Ha IpoAYKTa BbB BHUCOKH JO3UW MOXE a INPUYUHU JICBKOIICHUA U
arpaHyJjiogurosa.

7/ BHUJOBE ) KUBOTHMH, 3A KOUTO E IITPEJHA3ZHAYEH BMII
l'oBena, koHe, CBUHE U Ky4eTa.
8. JO3UPOBKA 3A BCEKHM BU/JI /KUBOTHO, METOJ U HAYNHU HA ITPUJIATAHE

ITpoayKThT MOXKeE Jia Ce TpHiIara HHTPaMyCKYyJIHO WK OABHO HHTPABEHO3HO.

Kone: 6,7 no 16,7 ml/100 kg tenecna maca ot nmpoaykra (ekBuBaneHTHO Ha 20-50 mg/kg TenecHa
11\“42;21.3: 6,7 no 13,3 ml/100 kg Tenecua maca ot npoaykta (ekBuBaigentHo Ha 20-40 mg/kg Tenecua
gan;zé: 5 1o 16,7 m1/100 kg tenecuna maca ot nmpoxaykra (ekBuBasentHo Ha 15-50 mg/kg tenecna
E?lfli}a: 0,7 — 1,7 ml/10 kg TenecHa maca ot npoaykra ( ekBuBanentHo Ha 20 — 50 mg/kg renecna
Mmaca).

9. CBBET 3A ITIPABUJIHO ITPUJIIOKEHUE

ITpu MHTpaMyCKyJIHO NPUIIOKEHHE € JKeJIaTeTHOo odIara /103a J1a Ce pa3npe/eiy B HIKOJIKO MeCTa Ha
MHKeKTUpaHe. HKEeKTHPaHeTo Ha Pa3TBOPa MOXKE Ja MPeIM3BUKA JIpa3HEeHE Ha MOAKOKHUTE ThKaHH.

10. KAPEHTHH CPOKOBE

I'oBena:

Meco u BbTpELIHU OpTraHu: 28 THHU.

Komne u cBune:

Meco u BbTpelHu opranu: 17 nxu.

Muasiko:

He ce pa3pemasa 3a yrorpe6a rmpu >KHBOTHH, YHETO MIISIKO € TIPEHAa3HAYEHO 332 KOHCYMAIIHS OT X0pa.

11. CHELHUAJIHM YCJIOBUs 3A CbXPAHEHHUE HA ITPOAYKTA

Jla He ce cpxpaHsBa npu Temreparypa Hax 25 °C.

Ja ce masu OT cBeTJIMHA.

Ha He ce 3ampa3sBa.

[a ce cpxpaHsBa Ha CyX0O MsACTO.

Ja ce cbxpaHsiBa ajed OT IOorJIeia U Ha HEJOCTBIIHU 32 JIeLa MECTa.

Cpok Ha TOOHOCT ciell MbPBOTO OTBApsIHE HA ONAaKOBKaTa: 28 JHU.
12. CHELUWAJIHM NPEAYNPEXJIEHUS
CrienmanHy npeanasHi MEPKH 3a JKUBOTHHUTE IPU YIIoTpebaTa Ha MPOIyKTa:

OTFOBOp’LT IpUu NPOABIIZKUTCIIHO JICHCHUC Tpﬂ6Ba Ja c€ CJIeU Ha pEAOBHU MHTCPBAJINA OT OTTOBOPHUA
BCTCPUHAPCH JICKAP.

CrierMaaHy Ipeina3Hi MEPKH 32 JIUIATa, IPUIaraiiyd BeTepUHAPHOMETUIIMHCKUS TIPOYKT Ha
JKUBOTHUTE.

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIMS TPIOBa Jla N30sATBAaT KOHTAKT C
BETCPUHAPHOMEANIUHCKUA IIPOAYKT.

Tps0Ba 1a ce BHUMAaBa, 3a J1a ce n30erHe CIy4aifHOTO CAMOUHKEKTHPAHE.
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BerepurapHOMEONIIMHCKHUAT IPOAYKT He TPsiOBa Ja ce mpujiara oT OpeMeHHH KEeHH.

Jla ce m30srBa KOHTAaKT C KOXKaTa W oduTe. [Ipm ciiydaeH KOHTaKT C OYHMTE WM KOXKaTa, U3MHUHTE
no0pe MICTOTO C YUCTa Tevalla Boja.

Wzmmuiite priieTe cien paboTta ¢ MpoayKTa.

BpeMeHHOCT 1 nakTanms:
Moske ia ce mpuiara 1o BpeMe Ha OpeMEHHOCT U JIaKTaIlvsl..

B3auMosieiicTBrE ¢ IPpYTH BETEPUHAPHOMEUIIMHCKY MMPOAYKTH U IPYTH OPMH Ha B3aUMOJICHCTBUE:
Jla He ce u3moa3Ba 3aeHO C XJIOPIPOMAa3HH, 0apOuTypaTH u/wiu GeHmnoyTa3oH. [IpoaykThT MOXe 1a
ce KOMOWHHpA ¢ aTPOITUH, OYCKOJIM3HMH U IPYTH CTIA3MOJIUTHIIH.

B pesynrar Ha MHAYKIUS HA YepHOAPOOHUTE CH3MMH METaMH30JI HATPHH HaMaisBa aKTHBHOCTTA Ha
KyMapHH aHTHKOAryJaHTH, KOUTO HAMaJISIBAT IJIa3MCHUTE HUBA HA ITUKIOCIIOPHH.

IIpeno3upane (CHMIITOMH, CIEIIHNA MEPKH, AHTUAOTH), aKO € HEOOXOIMMO:
[TpoABIKUTETHOTO TIpUIaraHe Ha TMPOAYKTa BBB BHUCOKH JIO3M MOXKE Jia NMPUYMHH JICBKOTICHUS U
arpaHyJoIuTOo3a.

13. CIELNUWAJIHU MEPKH 3A YHUIIIO’)KABAHE HA HEU3IIOJI3BAH ITPOJAYKT
NJIN OCTATHBLHU OT HEI'O, AKO UMA TAKUBA

BMII =e Tps6Ba na 6bAaT U3XBBPISIHU Ype3 OUTOBH OTIIAABLM WINM OTHAIHU BOAU.

ITonuraiite Bamus BeTepuHapeH Jekap KakBo Aa npasure ¢ HeHykHute BMII. Te3n Mepku nie noMmorsar
3a OIa3BaHE HA OKOJIHATA CPeJa.

14. JATATA HA NOCJIEAHATA PEJAKLIUS HA TEKCTA

12/2025

15. JAOHNBJHUTEJHA UHOOPMALIUA

He Bcuukn pa3sMEpu Ha OIMaKOBKATa MOrar Ja 6’L,Z[aT npeayiaranv Ha 1masapa.

3a Bcsika MHGOpMAIHS OTHOCHO TO3W BETEPHHAPHOMEIUITUTHCKH TIPOIYKT, MOJISI CBBPIKETE Ce C
TEPUTOPHATHUS NPEICTABUTEI HAa IPUTEKATENsI Ha JIMIIEH3a 3a ynoTpeoa.

11.12.2025 r.

X

[A-P KPACUMWP 3/IATKOB
OVPEKTOP HA ANPEKLNA KB/
Signed by: KRASIMIR YANKOV ZLATKOV
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