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KPATKA XAPAKTEPHCTHKA HA MPOOYKTA




1: NME HA JIEKAPCTBEHHA MPOAYKT

OMAJITHH 500 mg/ml HHKeKUHOHEH pa3TBOP
OMALGIN 500 mg/ml solution for injection

2. KAYECTBEH H KOJIJHYECTBEH CHbCTAB

I ml pasTeop chabpua kato akTHBHO BewecTso 500 mg MetaMu3ox Hatpuii (metamizole sodium).
3a MBIHMS CIHCHK HA MOMOLIHHTE BELICCTBA, BIDKTE TOuka 6.1,

S L

3. JEKAPCTBEHA ®OPMA J'l?n.wsl-i% !Eﬂrm Arfaéiﬁlﬁﬁ o ﬂFKAPQ)ﬁATA
!‘(,oamx Xapaxi o /

7 S——— 2 XApAKMEPUG mux;\ Ha g;ngwma fMouwaxnenua 1

Buctep 1 c1abo sk bITCHUKAB PA3TBOP. iK'bM Pee. A .... s?ﬂ 0"£ S

ansssesmss -.n-. Fassssconsasanseteetans

50 08. 20

seRerssssssesssanieses
e e semm——

;P _v,g,eﬂl'aﬂl~‘,g //(747/7)" J‘jf%%

4.  K/IMHHYHHU JAHHH
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4.1. TepaneBTHUYHH MOKA3AHNA

3a KpaTKOTPaiiHO MOBMMABAHE HA OCTPA, YMEPEHO A0 CPEIHO CHIHO H3pa3eHa 00JIKa (cnex xupypruvsan
HHTEPBEHUHH, OOIKH NPH CHA3BbM HA I71aJKATA MYCKYIaTypa Ha THKOYHUTE M *KITBYHH MBTHIIA).

4.2. J10o3upOBKA H HAYMHH HA NPHI0KEHHE

,ﬂ03l/l POBKa

Merayuson nox dopmara Ha HHKEKUMOHCH PasTBOP TPsOBA 12 CC M3MOI3BA CAMO KOTATO NEPOPATHOTO
[PUIOAKEHHE HE € TOKA3aHO.

Hosata ce ompeaeas OT uHTEH3uTETa Ha GOIKATA MIH MOBHIUCHATA TEMMEPATYpPa M OT HHIHBHAYATHATA
ayscTBuTennoct kbM OMAJITUH 500 mg/ml umkexunonen pastsop. Basxuo ¢ aa ce n3bepe Haii-Huckata
7034, IPH KOATO CE OBIAINBAT OOIKATA I MOBHIICHATA TCMICPATYpa.

[Tpn neua u roHOWN Ha Bb3pacT 10 14 roanuu 8 — 16 mg MeTavn30:1 HA KHIOTPAM TEIECHO TEIIO0 MOKE Aa
Ce MPHIAraT Karo eAMHW4HA 703a. B cayuaii Ha moBuwmeHa temmeparypa 1o03a ot 10 mg meramMm3on Ha
KHJIOrPaM TEIECHO TEerao OOHKHOBEHO € JOCTATBYHA 32 Acua. BB3PacTHM M IOHOWIN HA BB3PAcT Hax 15
roaunu (> 53 kg) morar 1a noayuasat 10 1000 mg karo eamnnmuna 103a.

B 3aBucumocT 0T MakcuMaiHaTA AHEBHA 1033, CAMHIYHA 1034 MOKE 13 CE TIpHeMa 10 4 MbTH IHEBHO Tpes
nHTEpBaH OT O -8 uyaca.

Hauwanoto na ananrernunus umu aHTHIHPETHYHI epeKT MOKE aa ce ovaksa 30 MHHYTH CICI MPUIOKCHHE.
OOuKHOBEHO MPOABUKHTEIHOCTTA HA ACHCTBHE ¢ 0K0710 4 uaca.

Teii KaTo XHIIOTCH3HBHATA pCakum:a CJIca HHJKCKTHPAHCTO MOKC 114 3aBHCH OT MPHIIOKEHATA 1034,
HA3HAYABAHCTO HA CAMHHYHA 1032 30 NapeHTCPasHo npuaoxkeHue mo-sncoka or 1000 mg metamuzon Tpabsa
Aa 6‘5,:[(3 BHHMATCIHO 06)«1HCHCHO. G ucna ga ce ¢Beac 1o MHHHMYM PHCKa OT XHNOTCH3HBHA peaxkuus,
HHTPABECHO3HATA MHKEKUMA TpsadBa aa cc mpumara MHOro 0asHo. BipkTe cbmo Touxa Hauun Ha
MPHIOAKEHHE.

B caeasawara Tabmuua ca mokazaHu APCHOPBUHUTCIHATE CIMHHYHH A03H H MAKCHMAJIHHUTE
3aBHCHMOCT OT TCIVIOTO MJIH BB3pacTTa:




TeaecHo ter:o Eannuana 103a MaxkcuManHa JHeBHa 103a
kg BB3PACT ml mg ml mg

5-8 3-11 Meceua 0,1-0.2 50-100 04-0.8 200-400
9-15 | — 3 roauun 0,2-05 100-250 08-20 400-1 0600
16-23 4 — 6 roaunn 0,3-0.38 150-400 1.2-32 600-1 600
24 - 30 7 —9 roaunu 04-10 200-300 1,6 -4.0 800-2 000
31-45 10— 12 roannu 05-14 250-700 20-506 1 000-2 800
46 -53 13 — 14 ronunu 08—-1.8 400-900 32-1772 1 600-3 600

> 53 2 |5 roaunn 1,0-2,0*% 500-1 000%* 4.0 -8,0% 2 000-4 000*

e Aro ¢ He0OX0AMMO, CAMHHYHATA 1032 MOKE Ja ce yBeamyn 10 5 ml (cwoTBeTcTRamo Ha 2 500 mg
MeTaMH30:71), a AHeBHaTa 103a — 10 10 ml (cvorsereTBamo Ha 5000 mg mMeravuson).

HO}”J‘}’.?GI{HH 6 CMAPHECKA GB3PACI, UZMOUWEHU NAYHEHNIU I RAYHEHIN ¢ HAMATeH KpedmitHitHOG KIUPBHC
,HO33T¢'1 Tl}}i6Ba Ja ¢¢ HaManu npH NauHeHTH B CTapHuccKa BB3PACT, NPH H3TOLWICHH NALMEHTH I npu
NanNcHTH ¢ HAMAJICH KPEAaTHHHHOB KIHPBHC, TBIT KaTo CAMMHHHPAHCTO Ha MeTaboANTHUTE OPOAYKTH HA
METAMH30I MOYKC 1A CC YABIAKH.

Hayuenmu ¢ 0vOpenno it yepnodpodHo vepescoare

Twii KaTo CKOPOCTTA HA ETMMHHHPAHE € HAMAICHA NPH MALMCHTH ¢ HAPYLIEHA GBOPEUHA HIH YePHOIPOOHA
(pyHKLIA, MHOTOKPATHH BHCOKH 1031 TPAOBA 1a ce n3bsarsat. He ce Hanara HaMasisBase Ha 103aTa caMo IIpH
KpaTKOcpouHa ynotpeda. Hama HaauueH OMHT OT ApArocpoyHa ynoTpeda.

Haumn Ha opuiaoskenne

Heobxoamvo e 1a ce rapanTipa, 4e c1ea mbPBUTE CHMITOMH HAa aHA(DUIAKTHYIHA/AHAHIAKTOMAHA PCAKIINA
(Bk. Touka 4.8) HHKEKTHPAHETO MOXKE Aa Obe NPEKBCHATO H PUCKBT OT H30TMPAHA XMIIOTEH3HBHA PEAKLIHS
— cBeleH 10 MuHUMYM. [Io BpemMe Ha MapeHTepaIHO NPIIOKEHHE € HEODX0ANMO NALUMEHTHTE 14 ObIAT 104
BHUMATEHO HaOMAEHHE OT MEIMLMHCKO JHIE H B JErHAIO MOAOKEHNE. 32 Aa ce M30erHe XHIOTCH3HBHA
peaxuus, MHTPABCHO3HATA MHKCKUMA TpsiOBa 1a ce npuaara muoro GasHo, Hanpumep 1 ml (500 mg
METAMHM301) HA MHHYTA KaTO MAKCHMATHA CKOPOCT.

4.3. IIporuBonoxazanus

o CBpBXYYBCTBUTEIHOCT KBM METAMH30/, BKIOUHTEIHO H KBM APYTH MHPA30JOHOBH JCKAPCTBCHHM
MPOAYKTH M HMHXMOMTOPH HAa TMPOCTArNaHIMHOBATA CHHTE3a (KATO ACHHPHH, WHIOMETALMH, BOJTAPEH,
MHPOKCHKAM) N KBM HIKOE OT HOMOLUHHTE BELWICCTBA, H30poeHH B Touka 6.1.

e Hapymienne B kpbBOTBOPEHETO (TPOMBOLNTONEHHUS M T PAHY TOLUTONCHHNS ).

° [enetnuno obycroeena numnea Ha criewUUHMS SH3UM TIIOK030-6-(hocaT-aexnaporenasa.

° Octpa ueproapobua mopdupus.

e [IpunoeHHeTo MpH XEMATONOrH4HO OOMHH € caMO B MIKIUUTENHM CIyual, TpH CTPOro
KOHTPOJIMPAaHE MOKA3aTEIUTE HA XOMOMOE3aTa i TOMHA NPELEHKA HA CBEHTYATHIS PICK.

° He ce npunara npes nupeist i mociaeaHus TpuMecTsp Ha GPEMEHHOCTTA M IO BPEME Ha KbPMCHE.

e [Ipu aema 10 15 roxunm.

4.4, Cienma/nn OPeTYNPE/KICHAsSE B IIPEANA3HH MEPKH NPH ynoTpeda

[MapenTepannoTo npunoxkenne npu aeua u 60IHM ¢ yBpeacHa 0BOpeuna (yHKLHS ¢ICaBa 1a ce H3GArsa.
BenozHOTO npuiarane Ha MEKapcTBEHHA NPOAYKT CTABA CAMO B M3KTIOMHTEIHH CIydYaH, NOPaaH PHCK OT
Pa3sBHTHE HAQ TEKKH AICPrUYHM PEAKUMH, BKIOUMTEIHO 1 aHA(IIAKTHYCH WOk U konanc. [101koxHoTO My
HHJKEKTHPAHE CIEABa Aa ¢¢ M30irBa NOPAIH JOKATHO IPA3HEILO ACHCTBHE M PUCK OT Pa3BUTHE HA abuLecH.
[Ipn nmauueHTH ¢ MOBHIIGH PHCK OT AHA(MIAKTHYHHM PEakUMH € HEOOXOMMMA BHHMATEIHA II CLCHKA Ha
CBOTHOLUICHUETO PHCK/TIOA3A.

llapentepaanoro npunoxenne na OMAJITHH 500 mg/ml unseximonen pasteop M
NoABATa HA XHMIOTOHHsA, OCODCHO MPH MALUMEHTH € ACXIAPATALMA, HAYMAACH LU
no;mrpasMa H ap.




Bb3MoxHO € uepBEeHO OuBeTHABAHE HA YPHHATA, B PE3y;ITAT HA OTJACTAHETO HA METaGOIMTA PybA30HOBA
KHCCTHHA,

C ocobeHo BHIMAHNE TIPH TIALHEHTH CbC CBPBXYYBCTBHTETHOCT KbM Hakon HCTIBC, ankoxon u xpasu, npu
MALHCHTH CTPAJalM OT OPOHXNANHA aCTMA H XPOHHYHH 0e10ApoOHH HH(EKLHI.

HEKHQCTBCHO HHIVIIHPAHO ‘IE[[HOJQOGHO VBPE/KIAHEC

Crobuwenin ca cryyan Ha OCTBP XEMATHT, MPEIHMHO OT XCMATOLCTYTAPSH THII, TPH MALHCHTH, ACKYBAHH C
METaMH30/1, ¢ HAYaI0 OT HAKOJIKO AHM 10 HAKOIKO MeCela CIed 3alouBaHe Ha jcucHueTto. IlpusHanute n
CHMMOTOMHUTE BKIIOYBAT MOBHIUCHH YCPHOAPOOHH EH3HMH B CEpyMa CBC IWIH 0C3 KLATEHHLA, 4YeCTO B
KOHTCKCTA HAQ JAPYTH PEAKLUUH HA CBPBXYYBCTBHTEIHOCT KbM ICKapCTBOTO (HAMP. KOKCH OOpPHMB, KPBBHH
AHCKPAa3HH, MOBHILCHA TEMNCPATYPA M O3MHOMILTNA) HIH NIPHIPYKEHH OT XaPaKTCPHCTHKH HA ABTOMMYHEH
xenatnt. [ToBeyeTo MauMEHTH ca ce BH3CTAHOBH/IN MPH MPEKPATABAHE HA JIEUCHUETO C METAMI301, BHAPEKH
TOBA B OTACIHH Cy4aH WMa CbOOLICHHUS 3a MPOTPeCHs 10 OCTPa UepHOAPOOHA HEIOCTATHUHOCT, HATArama
YCPHOIPOOHA TPAHCTIIAHTALLMA.

Mexann3MBT Ha HHAYUHPAHOTO OT METAMH30] YCPHOIPOOHO YBpeKIaHe HE € H3ICHEH HAIIBIHO, HO JAHHUTE
MOKA3BaT HMYHO-AICPIHYCH MEXAHIZBM,

[MauuentuTe Tpadbea 1a OBIAT HHCTPYKTMPAHM Ja Ce CBBPAKAT ChC CBOS JICKAp B CIyuaii HA MOABA HA
CHMITOMH, TPEANOAaramu uepHoapodHo yspexaase. [Ipu TakueBa nmammeHTH ynoTpedara Ha METAMHIOI
TpsA0Ba 12 ce NPeyCTAHOBH H Ja CE OLICHH YEPHOAPOOHATA ()Y HKIIHSL.

Metavuzon He TpsOBa 1a cc BBBEKIA MOBTOPHO TMPH MALUMEHTH C CMM301 HA YEPHOIPOOHO YBPE/KIAHE IO
BPEME HA JIEUCHHE C METAMH30/1, IPH KOUTO HE ¢ YCTAaHOBEHA APYyTa MPHYHHA 32 YCPHOAPOOHOTO YBPEIKIAHE.

4.5. BsammoaeiicTBHe ¢ APYTH JICKADCTBEHH MPOAYKTH H APYTH (POPMH HA B3aHMOACHCTBHE

DapMaKOKMHETHYHO B3aUMOACHCTRIE — HHAVUMPAHE HA IEKAPCTBO-META00IM3HPALIH CHIMMIL:
MeTtavms3on MoKe Ja HHAYLHPA JeKkapeTso-Metabonnsupamn exsuvu, skmounteano CYP2B6 u CYP3A4,
EnHOBpeMEHHOTO NPHIIOMKCHIIC HA METAMH30I ¢ OYTIPOMHOH, e()aBHPEHL, MCTAA0H, BANMPOAT,

LHKIOCTIOPHH, TAKPOIUMYC HIH CEPTPAIHH MOKE 1a J0BEIE 10 HAMABAHE HA MIIa3MEHHUTE KOHLUECHTPALIH
HQ TE3H JIEKAPCTBA ¢ TOTCHIMATHO HAMaIABAHe Ha KImHIMHATA edimkacHocT. [Topaan Tosa ce npenopbusa
MNOBHILCHO BHIMAHHUE MPH €HOBPEMEHHO NPHIOKCHHE HA METAMH30T, KIMHHUYHUAT OTFOBOP W/HIH HHBATA
Ha IeKapcTBaTa TPAOBA 1a CE MPOCICASIBAT N0 MOAXOAAL] HAUHH.

[Tpn eanospemenno mpunoxenne va OMAJITMH 500 mg/ml uwkexumnonen pa3TBOp ¢ APYTH HECTEPOMIHH
NPOTHEOBB3NAINTEIHN JEKAPCTBEHH MPOAYKTH, MOKE A CC MOBHIUN PHCKA OT ajxepruu. [Ipu eanospemenHo
NPHIOKEHHE € JICKAPCTBEHH NPOAYKTH, CHABPIKALLM 3JATHH COMH, KAKTO M APYFH, TOTHCKALIH KOCTHO-
MO3BUHATA (D)YHKLHS MPOAYKTH, C€ MOBHLIABA PHCKA OT ArPaHyI0LHTO34.

OMAIJITUH 500 mg/ml HHKeKUHOHEH Pa3TBOP MOKE A3 MNOTHCHE CKCKPEINMATA HA METOTPEKCAT H 13 Ce
MOBHILAT ILIA3MEHHTE MY HHBA M HErOBaTa TOKCHYHOCT.

HeeponenTnim 1 TPAaHKBUIM3ATOPH MOTEHUHPAT AHAITETHYHUA MY e(DeKT.

ANKOXOTBT MOTEHUMPA aHAITCTHYHMA edekT Ha Meramu3on. [IposiBsiBA CHHEPIH3BM U ce KOMOMHHpa
yenemHo ¢ nepudpepun M-xoamHonuTHON, aMHHO(CHA3HH, XHHHH, KoaeHH. Moske na ce komOuHupa c
arponuH, OYCKOMM3HMH, APYTH CHAasMOAMTHIM. XI0paM()EHHKOT M APYTH MHEIOTOKCHMYHH JICKapCTBEHH
NPOAYKTH NOTCHUMPAT PHCKA OT CTPAHHYHH (EKTH OT CTpaHa Ha xemonoesara. Edextute My ce notenunpar
I OT TPULHKIHYHUTE AHTHACTPECAHTH, OPATHHTC KOHTPALENTHBHH JEKAPCTBEHH MPOAYKTH, AJOMYPHHO B
pe3yaTaT Ha CGH3MMHA MHXuOMUMa u 3abaBsHe Ha OuOTpancQOpMalMATa My B PE3yITaT HA 4ePHOIPOOHA
CH3HMHA MHAyKUHA., MeTaMu307 MOHIKABA AKTHBHOCTTA HA KYMAPHHOBHTC AHTHKOATYJAHTH. TCMIIHIOH
YCHIBA H NPOTOHrHMpa IeicTBHeTo Ha MeTaMm3on. He mpomens edekta Ha yTCPOKMHETHUHHTE U
YTEPOTOHMYHH JICKAPCTBEHH MPOIVKTH.

[Tpu naumeHTH mpHEMaIIN ACMHPHH KATO AHTHATPETAHT, METAMH301 MOKE Aa OTC1abM aHTHATPETaHTHHA
edexr, moaoduo Ha nOynpodeH.

4.6. @epruaurer, HPEMEHHOCT M KbPMEHE

He ce npenopsusa npmmaranero va OMAJITHH 500 mg/ml meskekuuonen pasts
OpeMeHHOCTTa, 0COOCHO B IBPBHSA H MOCACIHHA TPHMECTB H B IICPHOIA HA KbPMEHE.




4.7. EdexrTu Bbpxy cnocodnocTra 3a mogupane 1 padora ¢ MANIHHA

Hsima nawHM 32 HeOnarompuaTHO NOBIMABAHC HA AKTHBHOTO BHUMAHNC M pe)IeKCHTE, MOpamu KOETO
JACKaPCTRCHMAT MPOIYKT MOKE Ja ce npuaara npu wodeopyu 1 auua, padoremn ¢ Mamuan. Karo npeanaszua
MAPKA MAUHEHTBT TPsOBa 1a Obae MpeaynpeskIaBaH 32 Bb3MO/KHOCTTA 3a MOSIBA HA XUIIOTOHHS 11 CRBP3AHHUTE
C HEsl CHMIITOMH.

4.8. He:xeranH JIEKAPCTBEHH PEAKIIIN

HesxeaannTe nekapcTBeHH peakiui ca KIacH(HLUMPAHN N0 YCCTOTA M 110 CHCTEMA -OpraH-KiIac.
Yectorara mo MedDRA otrosaps na: mHoro gects (> 1/10), wectu (> 1/100 u < 1/10), neuectn (= 1/1 000 n
< 1/100), peaxu (= 1/10 000 u < 1/1 000) i muoro peaxu (< 1/10 000), BKAIOYHTEIHO eIMHIYHN ChOOLICHHS.

KpesoHOCHa 1 auM@HA cHcTeMa
Panko ce Ha®Ir01aBA ACBKONEHHS H MHOTO PSAKO arpaHyIOLNTO3a (HAMATIBAHC HA Gel1NTe KPLBHU KISTKH I
YBpE/KIaHE HA KPBBOTBOPCHETO) WIH TPOMOOLMTONICHHS.

CopaeyHo-ChI0BA CUCTEMA
Psaako vorar 1a ce HAGMIOZABAT XHIOTOHHYHI PEAKLIHIL.

JluxareaHa cucreMa
Meuoro psiaxo — Oponxocnazsm. [Ipi nAUNEHTH ¢ AHANTCTHYIHA ACTMA — ACTMATHYHH MPHCTBITH.

Kosxa u aurasui
Psiako ca BB3MOKHH KOKHH ANEPru¥HN PEakLHy, IPOsABH HA CBPBXHMYBCTBHTEAHOCT, cnHapoM Ha Layell and

Stevens-Johnson.

Peakitii Ha CBPBXIVBCTBHTEIHOCT
Psaxo ce nabmiozaBar peakuni Ha CBPBXUYBCTBHTEIHOCT: YPTHKAPHS, OPOHXOCHA3BM, AHA(ILTAKTHYICH ILOK,

Oraexnrenna cucrema
MHoro paako ce HadIr0JaBa OCTPO BIOIABAHE HA ObOpeuHata (JyHKUMS, MOCICABAHO OT MPOTCHHYPHI,
ONMUTYPHA 1 aHypHs. B oTaemHn cay=an MosKe Aa e pa3BHe H OCThP HHTEPCTHLHAICH HE(DPUT.

XenaToOunHapHu HAPVILCHUS
C nenzpecTHa yecToTa: JICKAPCTBEHO HHAYLHPAHO YEPHOAPOOHO VBPEKAAHE, BEIIOMHTEIHO OCTED XEMATHT,
JKBITCHHIIA, TOBHILCHH 4EPHOIPOOHM eH3nMH (B:K. Touka 4.4).

CroluaBaHe Ha NOAQ3NPAHHN HEKEIAHN PEAKIHH

CrolmasaneTo HA MOIO3MPAHN HEKCTAHH PEAKLHMH CIed paspeliaBaHe 3a vrnoTpeda Ha TeKapCTBEHHs
NPOAYKT € BAKHO. TOBA MO3BOABA I NPOXBIKH HAaOMIOACHIETO HA CHOTHOLICHHMCTO MOM3a/PHCK 34
ﬂeKapCTBCHHﬂ HpDﬂyKT. OT MCAHUHMHCKHUTC CIICUHATIUCTH CC HM3UCKBaA 14 C'bOﬁU.[aBaT BCAKA HO,Z[O'SHP&HH
HEKEIAHA Peakiid 4pes:

H3nsaHuTeIHA Ar€HIN 110 JICKAPCTBATA,

yi. “Hamsu [pyes” No 8;

1303 Codus;

Te1.:+359 2 8903417;

yebcaiit: www.bda.bg.

4.9. Ipenoszupane

CumnTomMu
[lpr npexozupaHe ce HAOMWIABAT CIHLICOTH(OPMEHH TIBPUOBE, HAMAIABAHC HA I
(mocHHSABAHE ), KOIATIC, MEHHEPOTIOI00HN SBICHI, TAASHE, KOPEMHH OOIKH.

Jleuenne
Hava cneundyiaes anTHIoT.



JleueHHETO © CHMOTOMATHYHO.
OcHoBuusaT MeTaboauT (4-METHIAMIHOAHTHIHPHH) MOKE 1a ObJe EIMMHHHPAH C MOMOLITA Ha
XEMOIHATH3A, XeMO(HATPALIMS HIH TIa3MOHITPaLHA.

5.  ®APMAKOJIOTHYHHM CBOHCTBA
5.1. PapmakoIHHAMHYTHH CBOIiCTBA

®apmaxotepaneerHdHa rpyna: JApyru anaaretuun u avtunupetuun. [upasotonmn.
ATC roa: N0O2BB02

MexaHu3sM Ha JelicTRHE
MeTtamnszon HaTpuil NPHHAIICKH KbM IPYNAaTa HA NHPA30JOHHTE W MPHTE/KABA H3PA3CH aHAITHTEHYEH U
AHTHIHPETHYEH e()EeKT.

DapmaxoanHaMuysu e)eKTH

HelcTBieTo My e 00YCI0BEeHO OT H3Pa3eH0 HHXHOHPAIIO BIHSHHE BBPXY UMKIOOKCHICHA3ATA NPEAMMHO B
MO3bKa M MO-MAdKo B mepudepusra. broxmpaHeTo Ha CHHTE3aTa HA CHIOTCHHUTE MHPOTCHH — HAKOM
NPOCTATIAHINHI, JICKH B OCHOBATA HA AHTHIHPCTHUHHS MY ©()EeKT, HO HMa TOIAMO 3HAYEHHE H 34
OCBIIECTBJBAHE HA AHANTCTHYHOTO My aciicteue. [lo-mazka pons wrpae  HavalgiBaHETO Ha
MPOCTATIAHANHOBATA CHHTE3d B NEpHU(EPHATA, PECICKTHBHO HAMAIABAHC YYBCTBHTCIHOCTTA HA HCPBHUTE
OKOHYaHHS B OTHHUILICTO HA BB3MAICHHETO KBM MCCTHHTE aIrOr€HHH MEAHATOPH. 34 PasiNKa OT OCTAHAIHTE
HEHAPKOTHYHH aHAIrETHLM, METAMMW30JH HATPHH CTHMyaHpa oTaensHeTo Ha Oerta - edzopdunu. Tosa
00s1CHABA, KAKTO CHIHHAT MYy aHaAreTHueH e()exTt, Taka n e()eKTHBHOCTTA My TIPH BHcuepanHi 6oxkd. Myva
cnado ceIaTHBHO ACHCTBHE. Y NPAKHABA CIA3MONHTHYCH ¢(DEKT BBPXY INIAAKATA MYCKYIATYpa HA jKIBUKATA
M MHKOYHHTE MBTHIIA H BBPXY MATOYHATA MYCKYIaTypa.

5.2. @DapMaKOKHHCTHYHH CBOiicTBA

Abcopbuus
Cien WHTPaMYyCKYIHO TIPHIOKEHHE c¢¢ pesopbupa OBp30 M DBIHO, KATO MAaKCHMAIHATA I71a3MEHa

KOHLEHTpaLus ce xoctura caex 1/2 gac.

PaznpenencHue
Ceepzea ce ¢ muasmenute nporenHn B 50-60 %. [Ipemuuasa xematoeHue()anHata ¥ IUIALCHTAPHATA

Bapuepn. Obem Ha pasnpenereHue — oxono 0,7 kg,

buorpanchopmanna

[lonnara ce Ha mHTeH3uBHa OunoTpaHchopmauust B wepHmst apod. OcHosHuaT My wmetabomur 4-
METHAAMHUHOAHTHIUPHH ce MeTaboansnpa B uepHus ApoO 10 Apyrd MeTabonuTH, BKIHOYHTEIHO 10 4-
AMHHOAHTUIMPHH, KOITO ¢ (JapMaKk0JI0rHYHO AKTHBEH.

MakcHMaIHH IDTa3MEHH KOHLUCHTPAUHH (110 OTHOLICHHE HA BCHYKH METa0ONHTH) C€ YCTAHOBABAT CIIC1 OKOJI0
30 1o 90 MuHyTH.

Eannvunupane
Orzenst ce npes OuOpeunte nox (opmara Ha METadOIMTH, KATO caMo 3 % OT M3IBUCHOTO KOIMYCCTBO

MCTAMH30]I € B HCIIPOMCHCH BHI. BPEMC Ha NOOYKHBOT OKOIO 10 gaca.

HMaunenTy ¢ 4epHO APOOHI HAPYILIEHHS
Bpemero HA nmonyKHBOT HA AKTHBHHA META0OINT 4-METHIAMHHOAHTUIMPHH MPH MALHEHTH ¢ YepHOAPOOHH
HapYIICHHA € YABIKEHO Ha OK0A0 3 mbTH. [Ipu Te3M mauneHTn ce nMpenophyBa NCYCHHE C TO-HUCKH 103H
METAMM30T.

[MaumenT ¢ 0p0PCYHN HAPVILICHHUS
[Tpu naunenTu ¢ HapyweHa Op0peyna (hyHKLHS ce HADIH0AaBA TOHHYKEHA CTEICH H
veTtaboautu. [pu Tes3n nauneHTH ce NpenophiBa ICUCHHE C NO-HHCKN J03H METaMH!




5.3. IMpeaxannuann 1aHEH 3a 6€301aCHOCT

[Ipu onuTH BBEPXY MHLIKH METAMHU307 ¢ mokasal cnaba ToxcuuHocT. LDs) cex mepopaiHo MpHIOKCHHE €
no-romsiMo ot 2.5 g/kg terecHa maca. Hsama naHHM 32 TEHOTOKCHUHO M MYTAréHHO I¢iicTBHE TNpH
SKCTIePHMEHTH BBPXY KHBOTHH.

6. DAPMANEBTUYHNI JAHHN

6.1. CouchbK HA MOMOHIHNTE BEIIECTBA

Boaa 3a umxexunn.

6.2. HecbBMeCTHMOCTH

He ca n3pectrn.

6.3. Cpox Ha roaHoCT

3 rOIMHH.

6.4, CunenmMajnu yci0BHsi Ha ChbXPaHeHHe

IIpu remnepatypa moz 25°C, Ha cyX0 H 3QIIKUTCHO OT CBCTINHA MSACTO.
Jla ce cpxpaHsBa Ha MICTO, HEAOCTBITHO 3a Aeua!

6.5.Bua H ChABLPKAHEE HA ONAKOBKATA

IMepeuTHA OMAKOBKA
Amnymu no | ml n 2 ml, camouyneiu ce, OT ThbMHO HEYTPAJIHO CTHKIO, | XHAPOIHTHYECH Kiac.
AmnyanTe ce nocrasat B onuctepu ot PVC domno.

BTO])“‘HIR OIMAKOBKA
KJIHLI.[HpaHH, CI'bBACMH KYTHH.

6.6. Cuoenmajaum mpeamasi MEPKH OPH H3XBBISIHE 0 padora

Hsiva cneunansy H3HCKBAHMHAL
HCHBHOH'}B{IHHHT HpO,I[yKT WA OTHNaIbYHIITE .\iﬂTEpHﬂﬂH OT HEro TpH6Bﬂ Ja ce I'IBXB'bp,'I}IT B CBOTBCTCTBHUC C
MCCTHUTC U3UCKBAHHA,

i IMPUTEXATEJ HA PAZPEIHEHHETO 3A YIIOTPEBA

JAHCOH-BI' OO

yi. ,,Oreu [Mancnii®™ Ne 26
2400 rp. Pazomup
brarapns

Tea.: 02 451 93 00,

e-mail: office(@danhson.bg

8.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 9900407




9.  JATA HA TbPBO PA3ZPEIIABAHE/IIOJJTHOBSAABAHE HA PA3ZPEIIEHUETO 3A
YIIOTPEBA

Mata Ha mbpBO paszpewasane: 23 aeremepu 1999 r.
Jata Ha mocaeano noaHossBane: 25 despyapn 2011 1.

10.  JATA HA AKTYA/IM3UPAHE HA TEKCTA

anpui, 2021 r.




