KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBbM PA3SPEHIEHHUE 3A THhPT'OBHUS C BJIIT Ne 0022-2184

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Hogaxkox ¢opTte - HHPY3HOHEH pa3TBOP
Novacoc forte — solution for infusion

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

100 ml pa3TBOp CHOBPKAT:

AKTHBHM BelllecTBa:

Metamizole sodium

Caffeine

Calcium gluconate

Magnesium gluconate

Sodium dihydrogen phosphate dihydrate
Acetylmethionine

Glucose (katro monohydrate)

ITomo1nHHu BeniecTnBa:

4,009
0,35¢g
10,00 g
1,009
0,402 g
4,009
18,182 g

KauecTBeH chCTaB Ha NOMOIIHUTE
BelIEeCTBA U IPYIrUTe CHbCTAaBKH

KoanuecTBen CbCTaB, aK0O Ta3Hu I/IH(l)OpMaIII/Iﬂ €
BaKHA € OIJI€A HA MIPABUW/JIHOTO NMPUJIaraHe Ha
BETEPUHAPHUSA JICKADCTBCH MMPOAYKT

OEH3UIIOB AJIKOXOJI

1,059

0opoBa KHcennHa

HaTpHUEB XUIPOKCH] (3a Kopurupaxe Ha pH)

BOJIa 3a NHKEKITHNA

WHXeKIMoHEeH pa3TBOp 32 HHTPaBEHO3HA UH(Y3USI.

3. KIMHUNYHA THOOPMAILUA

3.1 BwuaoBe ;KMBOTHH, 32 KOUTO € npeaHasHaven BJIII

Kone, roBesa, Tenera u CBUHE.

3.2 Tloka3anus 3a ynoTpeda 3a BCeKH BH/I )KUBOTHH, 32 KOWTO € MpeIHa3HAYeH NPOAYKTHT

IIpunara ce kato HHTpaBeHO3Ha HH(Y3US IPU TPecKa, 00JIKA, CCTOSIHUS Ha CJIa00CT U U3TOLLEHHUE,
WHGEKIUH U MHTOKCUKAIMK KaTO KOJU-MAacTUTH, aKyTHA U T€XKa CENTULEMHUS, CIeIPOANIHA
CEeNTULIEMUSs], TUapHsl, THEBMOHUH, alleTOHEMUSI, TPAHCIIOPTHa 00JIeCT, MIIEYHA TPECKa U Mmapesa,

XEMOTITyOUHYpHSL.

Uznonzsanero Ha HoBakok (opTe KaTo AOMbIHEHUE KbM OCHOBHATA aHTUMH()EKIINO3HA TEPAITus ce

OKa3Ba JKMBOTOCIIAaCABAIl MOMCHT.

3.3 I[IporuBomoka3zanus




Jla He ce W3MOa3Ba MPU CBPBXUYBCTBUTEIHOCT KbM AKTUBHUTE BEUISCTBA WJIM KbM HSIKOH OT
ITOMOIIIHHUTE BEIICCTBA.

Jla He ce M3MOI3Ba IPU CEPUO3HH YBPEXKAaHUS Ha depHUs Apod u OpOpenuTe,

Ja He ce M3M0I3Ba IpU HapyIIEHO KPhbBOOOpa3yBaHe, ChpAedHa HEIOCTATHPYHOCT M APUTMHH.

3.4 ChnenmajHu mpexynpe:aeHus

Hsawma.

3.5 CnenmajHu npeanazHu MepKH MpH ynorpeoda

Crenuanany npeana3Hyu MEPKH 3a Oe3omacHa ynoTpeba IpH BUIOBETE KUBOTHH, 3a KOUTO €
npenraszHadeH BJIII:

Ha ce mpunara caMmo 6aBHO UHTPaBEHO3HO CIIeN PEABAPUTEIIHO 3aTOIUIAHE Ha OaHKaTa J0 TelecHa
TeMmIeparypa, KaTo eJHOBPEMEHHO Ce Cle[i ChbpAeyHaTa yectorta. [la ce mpekpaTu UHPy3usiTa B
CIIy4ail Ha TaXUKapIUs ¥ ChpJeYHA apUTMUSL.

Crenyaisy npeana3sHi MEPKHU, KOUTO TpsiOBa 1a B3EME JIUIIETO, IPUIArall0 BETEPUHAPHUS
JIEKAPCTBEH IIPOJYKT Ha KMBOTHHUTE:

HpI/I CJ'Iy‘-IaI\/'IHo CaMOUHXCKTHUPAHE, He3a0aBHO Ja C€ NOTbpPCU MEANIMHCKU CBBET, KAaTO Ha JICKaps CC
MpeaOoCTaBH JIMCTOBKATa UM €TUKETa Ha IIPOAYKTa.

CHe]_[I/IaJIHI/I OpeanasHy MCPKHU 3a 3alliTa Ha OKOJIHATa cpcaa:

He e mpunoxxumo.
3.6 He0aaronpusiTHu peakuuu

I'oBena, koHe, mpacera:
C HeusBecTHa yecToTa (OT Taxukapaus’, apuTmus’;
HaJIMYHUTE JaHHU HE MOXKe 1a Oblie
HaIpaBeHa OLIEHKa):

! Tpu Bucoka ckopoct Ha uH}y3UATA.

CT>06H_[aBaHeTO Ha HeGHaFOHpI/IHTHI/I PpCaKkium € BaXXHO. ToBa mo3BosaBa HEMPEKBCHAT MOHUTOPHHT
Ha 0e30IacHOCTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT. C’LO6HI€HI/I$IT3 TpH6Ba Ja C€ u3npariar, 3a
MNPEANTIOYNUTAHE UPE3 BETCPHUHAPCH JICKAP, WM HAa IPUTCIKATCIIA Ha pa3pClICHUCTO 34 ThbprOBUA WJIU Ha
MCCTHUA MY NPCACTABUTEI, UJIKM HAa HAIUOHAJIHUA KOMIICTCHTCH OPraH Ype3 HallMOHAJTHATa CUCTEMaA
3a C'I)O6HIaBaHe. 3a ChbOTBETHHUTE JaHHU 3a Bpb3Ka BUKTE JIMCTOBKATA.

3.7 Ynorpeda no Bpeme Ha OpeMEHHOCT, JIAKTALUS WIH AiieHOCeHe
Moske J1a ce mpuara 1o BpeMe Ha OpeMeHHOCT U JIaKTaIlHs.

3.8 BzammogeiicTBHeE ¢ APYTH BeTePHHAPHH JIEKAPCTBEHU NPOAYKTH U Apyru ¢opmu Ha
B3aHMoOJeicTBHE

EdexTbT Ha chpaeuHUTE TIIMKO3UIU U aipeHepruny (eTuinedprH) ce 3acuiiBa pH MOBUILIABAHE HUBOTO
Ha kanuus. [Ipy eqHOBpEeMEHHO NMPWIOKEHNE HAa MHXANTAMOHHA HAapKo3a € Bb3MOXKHA IOsSBaTa Ha
ChpJedHa apuTMusL. MeTaMHu30,TbT MOXKE J1a YCHITU JeHCTBUETO Ha aHTUKOATyJIaHTUTE, a OCTJIabBa TOBA
Ha (ypo3emMuaa. MarHe3MeBHAT IUIIOKOHAT HamalsiBa €(UKAaCHOCTTA HA AMHMHOTJIMKO3WAUTE |



TETPAUUKIMHUTE W 3aCUjIBa HEBPOMYCKYJIHOTO 6n01<1/1pa1uo JICICTBHE HAa aMHHOTJIMKO3WUINUTE U
HWHXAJTAIMOHHUTC HAPKOTHUILIH. KO(bCI/IH’LT 3aCujiBa e(beKTa Ha CbpACYHHUTEC ITIMKO3UOU.

3.9 HauyuH HA NPUJIOKEHHE H J03UPOBKA

baBna nnTpaBeHo3Ha HH(DY3US ClIe]] 3aTOIUISIHE Ha MPOJYKTa JI0 TEJIeCHA TeMIIEpaTypa.

Cpemuu u epu KOHE 150-250 ml
Hpe6nu xone (200-350 kg r.m.)  100-150 ml
Konuera o 100 ml
T'oena 0 250 ml
Mitanu rosena 80-100 ml
Bozaemnu tenera 50-70 ml
CBuHE 32 Pa3IuIox 50 ml
CBuHE 3a yrosiBaHe 30 ml
[Ipacenna 20 ml

B 3aBucuMocT oT 3a00isIBAHETO TPETUPAHETO MOXE [a C€ TOBTOPW B cienaBammre nHU. [lpm
MH(DEKIMO3HU 3a00JIABaHuUs MPOIYKTHT CE IpUIara yCropeIHo C OCHOBHOTO JICUCHUE OT aHTHOUOTHUITN
WM TPUMETOIIPUM - CYJIHOHAMUIHH MTPOTYKTH.

3.10 Cumnromu Ha mpexo3upane (4 KOraTo € MPUJIOKUMO — MPOLEAYPH HA JieiicTBHE MPH
CHELIHU CJIy4an ¥ AaHTHI0TH)

HebnaronpusatHute peakuuy Bb3HUKBAT MPEIUMHO NPU MHQY3US C BUCOKA CKOPOCT. Te BKIIOUYBAT
IUPKYJIAUOHEH KOJANC, ChPJCUYHU apuTMHH, 3aTPYJHEHO AMINAaHe, ClIa3MH U MYCKyJHa ciaboct. B
TE3W Ciy4Yad BIMBAaHETO TpsOBa Ja ce MNpEeKpaTH, a NpU HEOOXOAWMOCT Ja CE TPUIOKU U
CHUMIITOMaTHYHO JICUCHHE.

3.11 CrnenuajaHu orpaHUYeHHs 32 YIOTPeda U CIeNHAJHN YCJIOBHUS 32 yNoTpeoda,
BKJIIOUHMTETHO OTPAHUYEHHUS 32 YIIOTPedaTa HA AHTUMMKPOOHU ¥ MPOTHBONAPA3UTHH
BeTEPUHAPHU JIEKAPCTBEHU MPOIYKTH, C IeJ /1a ce OTPAHUYH PUCKBT OT Pa3BUTHE HA
Pe3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH cpOKOBe

Meco u BBTpEITHU OPTaHHU: CBUHE 3 1HHU
roeena 6 1HHu
KOHE 5 mHU

Musiko: 2 %2 mau (S u3nosiBaHus)

4. DPAPMAKOJIOI'NYHA NTH®OPMALUSA

4.1 BerepuHapeH jJexkapcTBeH aHaToMo-TepaneBTu4eH ko (ATCvet Code): QNO02BB52

4.2 @apmakoaMHAMHUKA

ToBa e cienuduuna TepaneBTHYHa KOMOMHALIMS OT METAMH30J1, KOYEeHnH U OpraHOTPOITHH KO-(haKTOPH
B IUIIOKO3eH pa3TBop. IlpenHa3HadeHa e 3a TpeTupaHe Ha (peOpuiiHH, MHOEKIMO3HH ¥ MHBAa3HBHH

3a001s1BaHUS IIpu MPOAYKTUBHUTEC XWUBOTHH, CBBP3aHU CHC CHIIHO HApPYyHICHO 061110 CbCTOSAHHC,
MNpu3HalI Ha MTHTOKCHUKAIUA 1 METa0OJUTHH HapyHICHU KAaTO pE3yJITaT OT TOBA.



AHanreTuyHUTE, AHTUIHMPETUYHUTE, EHEPIUTHYHHUTE, JIE€TOKCUKUPAIIUTE, XENaTOIPOTEKTUBHUTE,
TOHHU3UPALINTE, KapIUOCTUMYJHpAIIUTE W CTAOWIM3MpAIIUTE NEHCTBUS Ca pellaBalld, YecTo
YKUBOTOCTIACSIBAILY MTPH )KUBOTHU B CHCTOSTHUSI C BUCOK PHUCK.

MeTaMu300bT UMa AaHAJIT€THYHO (LIEHTPAIHO U epU(EpHO), AaHTUITUPETHYHO, TPOTUBOBH3IAIUTEIHO
U CIIa3MOJIUTHYHO JIeHiCTBUE, KOETO 1T0100PsABa OOIIOTO CHCTOSIHUE HA SKUBOTHUTE.

Kodennbr mputexkaBa ctumynupamr edexkr Bbpxy L[HC, akTuBupa aumaHeTo W JBUraTteilHaTa
aktuBHOCT. OCBeH TOBa JeicTBa AHTMKOHBYJICUBHO M aHruocmasmonntuyHo. IlputekaBa ek
OUTUTAINCONon00eH e(peKT BbPXY CHPLETO M NPEeAM3BHKBAa ciaba IuiiaTanuss Ha KOPOHApPHUTE
apTepuy, KOETO ce MpOosBSiBa MPH YBPEIEHOTO ChpLE ¢ OpaauKapaus W YBEJIWYEH MUHYTEH 00eM.
[loBumenata uMpKyjiamus B TJIOMEPYJIUTe W MOOWIM3AIMATAa HA TEYHOCTH OT THKAHWTE BOIHU IO
3acWIeHa JUype3a U ClajlaHe Ha OTOLMTE.

Kanuusar ce cpabpxka mon ¢opmara Ha TIIOKOHAT, KOETO MOBHUIIABA TOJEPAHTHOCTTA W YJIECHSBA
pe3opOumsita My. Toli yuacTBa B MHOTO pEaKIMHM Ha OpraHu3Ma KaTo KPbBOCHCUPBaHE, PEryirupaHe
BB30yAMMOCTTa Ha LEHTpajHaTa M nepudepHaTa HEpPBHA CHCTEMa, MYCKYJIHaTa Bb30yAMMOCT H
CBhKpPaTHMOCT, HaMaJIsIBaHE Ha OTOLUTE U YIUTbTHSABAHE HA ChIOBETE, IIPU BB3NAIUTEIHH MPOLECU U
MOTUCKAHE Ha allepTU4HU peakuuu. Tol mpeiacTaBisBa “BTOpH MenuaTop” 3a HAKOW XOPMOHH H
aKTUBAaTOp Ha EH3UMH. B pe3ynraT Ha IIUPOKOTO CH OPraHOTPOIIHO JEHCTBHE KaJIUAT MPUTEKaBa
ycnokosBai eexT Bppxy LHHC n cnazmonuTidHO neiicTBre pH pa3nuyHUTe (POPMU HA TETAHYC.
MarHe3usT akTUBHpa EH3UMHHTE QYHKIMH Ha QocdaruTe, KOWTO HIpasT BakHA pOJS TPH
MeTaboIM3Ma U MYCKYJIHOTO ChKpamaBane. [IpoayKTsT chabpka MarHe3ueBH HOHU moj opMara Ha
[JIFOKOHAT.

DocdopeT noanomara MeTadoIM3Ma Ha BBIJIEXUIPATUTE B PE3YJITAT HA KOETO CE MOBUIIABA IPUTOKBT
Ha eHeprus B OpraHu3ma.

MeTHOHUHBT € He3aMEHUMa aMUHOKHCEJIMHA U BayKEH KOMIIOHEHT 3a M3rPAXKAAHETO HA IIPOTEHHUTE B
XKUBOTHHCKHUS OpraHu3bM. Tol chabpiKa csipa B MOJIEKYyJIaTa CH M YECTO MIpae poJisi Ha JOHOP Ha cspa
npu OWOCHHTE3aTa Ha BAXKHUTE CSIPOCHABPKAIIM aMHUHOKHCEIMHM LUCTEMH W IHMCTHH. Kato
umoTporieH (aktop Toi yyactBa BbB (ochaTHIHATA CHHTE3a U MOANIOMAara TpaHCIIOpTa HAa MACTHU
KHCEJIMHH OT YEepPHHUS APOO.

['mroko3ara e Hail-IIMpPOKOo Pa3NpOCTPAaHEHUAT MOHO3aXapH/ I B AKUBOTUHCKOTO TSJIO U € KpaeH MPOIYKT
OT pa3srpaxJaHeTO Ha BaKHUTE IOJHM3aXapuIu - CKOpOsAia, IIMKOTEH M LeNyJo3a, KakTO U Ha
Iu3axapuaa MajiTo3a. I TMKOTeHbT, ACMOHUPAH B YEPHUS Ipod U MYCKYJIUTE, € U3rPALCH OT IIII0K03a.
I'moko3ara € equH OT Hal-Ba)KHUTE M3TOYHHULIM Ha €HEPTUs 3a ChbPACYHHMA MYCKYIN M 3a LEHTpaJHaTa
HEpBHA CHCTEMA.

4.3 dapmMakoKUHETHKA

AKTUBHHUTE BEIIIECTBA CE€ CBBHP3BAT B pa3linyHa CTEIEH C IUIA3MEHHUTE MPOTEHMHHU U C€ MPEBPBINAT B
CHOTBETCTBHE C META0OIMTHATA UM KWHETHKA (aKo 99% oT Tiroko3aTa ce KOHBepTHpa, To Haa 40% 1e
ObJie eKCKpeTupaHa oT ObOpenuTe).

EdexTpT oT MeTamuzon ce nposiBsiBa 10-15 MHHYTH cliel MHTpaBeHO3HO WHKeKTHpane. KodenHsr,
KOWTO € OT Tpynara Ha METHJIKCAaHTHHHTE, IPH KOHETe UMa BpeMe Ha moiypasmaj oT 18 go 22 gaca
(MakcuMarTHaTa TIa3MeHa KOHIIEHTPAIUs Ce IOCTHTA JI0 5 MUHYTH TIPU WHTPABEHO3HO WH)KEKTHPaHe)
1 gacTuuHO ce nemerwmmsupa. Kammumar (mo 40% cBwp3an) m maruesust (10 35% cBbp3aH) ce
Pa3pOCTPaHsBAT B MEXKIYKIETBUHOTO MPOCTPAHCTBO. ChIBPXKAIIUAT C€ METHOHUH ce MeTaboJIn3upa
B YepHUS IPOO /10 IIUCTEUH.

MeTaboiuTUTe OT TE€3M AKTUBHU BEIICCTBA OCHOBHO C€ CKCKPETHpAT 4pe3 YpPHHATa, SIUHCTBEHO
Mar"es3usT ce OTIeIIs C eKaIUUTE.

5. DOAPMAIEBTUYHU JAHHAU
5.1 OcHOBHH HECHEBMECTHMOCTH

[Ipu nurca Ha TaHHU 3a CbBMECTUMOCT, TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT He TPpsiOBa 1a Objie
CMECBaH C APYIr'd BETEPUHAPHU JIEKAPCTBEHU MPOTYKTH.



5.2 Cpok Ha romHoCT

Cpoxk Ha rOZHOCT Ha KpalHUs BETEpUHAPEH JIEKAPCTBEH NMPOAYKT: 2 TOIUHH.
Cpoxk Ha TOAHOCT Clie/l IBPBO OTBapsiHE HA MbpPBUYHATA onakoBKa: 28 mHu (mpu Temmeparypa 2 °C — 8

°C).

5.3 CnenmajiHu ycj10BHs 3a CbXpaHeHHe

Ha ce cpxpanspa B xnaauiHuk (2 °C — 8 °C). [la ce ma3u oT CBETIMHA.
5.4 Buau chbCTaB HA MbPBUYHATA ONMAKOBKA

benu creknenn ¢aakonu ot 250 ml, crekino tum Il (Ph. Eur.) ¢ 6pomOyTunosa rymena tana tum |
(Ph. Eur.) u aimyMuH#EB PHCTEH.

Pa3mep Ha omakoBkata: 1 X 250 ml

55 CnenuajHu MepKH 32 YHUII0KABAHE HA HEU3NOJI3BAHU NMPOAYKTH WU OCTATHIM OT TSAX
BerepuHapHuTe JIEKApCTBEHU TIPOIYKTH He TPAOBA 1a ObAaT U3XBHPISHU Ype3 OTIMAIHNA BOIH WITH
OUTOBHU OTIIAIBIIN.

W3znon3gaiite nporpaMu 3a BpbIllaHe MPH YHUIIO)KABAHETO HA HEU3IOI3BaHN BETCPUHAPHU
JICKAPCTBEHU TIPOYKTH WJIM OCTATBIIM OT TAX B CHOTBETCTBHE C M3NCKBAHHUITA HA MECTHOTO

3aKOHOJIATEJICTBO U C BCUUKU HALTMOHAIHU CUCTEMHU 3a ChOUpaHe, IPUIOKUMHE 332 CbOTBETHHS
BETEpUHAPEH JIEKAPCTBEH MPOAYKT.

6. HUME HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A ThPT'OBUSA

VetViva Richter GmbH

1. HOMEP(A) HA PASPEHIEHUETO 3A ThbPI'OBUsA

0022-2184

8. JATA HA TbPBOTO U3JABAHE HA PASPEIHIEHUETO 3A ThbPT'OBUSA

Jlata Ha TEPBOTO U3/IaBaHe Ha pa3petieHueTo 3a Tepropust: 04/12/2008

9. JATA HA NIOCJIEAHATA PEJAKIIUSI HA KPATKATA XAPAKTEPUCTHUKA HA
HNPOAYKTA

09/2025

10. KIIACU®UKAIIMSA HA BETEPUHAPHUTE JJEKAPCTBEHHU ITPOAYKTH

21a CC€ OTITyCKa CaMO II0 JICKApPCKO MpEAITMCaHuE.
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)eH JICKAPCTBEH IPOAYKT MOJKE J1a HAMEPHUTE B Oa3aTa JaHHU
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