KPATKA XAPAKTEPUCTHKA HA IMPOAYKTA
1. UME HA JIEKAPCTBEHMUA IMTPOAYKT

Ponoxun 750 000 IU / 125 mg ¢puamupanu tabsieTku

Rodogyl 750 000 IU / 125 mg film-coated tablets /0 I 0¥/

2. KAYECTBEH U KOJIJMMECTBEH ChCTAB Zr26 2 U5 -03- 2026
Eana ¢punmupana tabnerka cbabpika:

CnupaMUUMH (spiramycin) 750 000 1U

MeTtpoHuaazon (metronidazole) 125.00 mg

[lomolHHM BelecTBa ¢ U3BECTHO aeHcTBHE : 8 mg copbuTon (E420) BBB Beaka (huimMupaHa TabieTka
(Buxre Touka 4.4).

3a NMbJIHUA CIUCHK Ha MOMOLIHUTE BELLIECTBA BUKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

duamupana TabnerTka

4. KJIMHUYHHU JAHHU

4.1. TepaneBTHYHH MOKA3AHHSA

Te ca cieacrBue Ha aHTHOaKTepHalHaTa aKTMBHOCT W (hapMAaKOKMHETHYHMTE XAapaKTEPUCTHKM Ha
TO3M NMpOAYKT. Te ca cboOpazeHH ¢ pe3yaTaTuTe OT KIMHHYHUTE U3MHTAHUS BbPXY TOBA JIEKAPCTBO M
HErOBOTO MACTO B CMEKTbPA OT CbBPEMEHHHUTE AaHTHOAKTEpPHATHH NPOAYKTH.
Jleuenune
[lokaszaHHATa ce OrpaHH4aBaT 10 OCTPH, XPOHUYHH WIIH PELIMAMBUPALIHA CTOMATOIOMMYHH HHPEKLIMH:
- 3b0OHH abcuecH, GpaerMOHH, NEPUMAKCHIIAPEH LIEYJTHT, TEPUKOPOHHT,
- IMHTHBUTH, CTOMATHTH,
- MapOJOHTHTH,
- MapoOTHAWTH, CYOMaKCUJIapHUTH.

IIpeBanTHBHA Tepanus

- IOKQJIHW MH(EKLIHO3HH MOCTONEPATHBHH YCJI0KHEHUS OT CTOMATOJIOTHYHH W 3bOHM OnepaLmH.
He e n0ka3zaHa e)eKTHBHOCT B npeana3BaHeTo OT HH(EKLIHO3EH €HOKAP/IMT.

TpabBa na ObaaT B3UMaHM M0 BHUMaHKe OULMATHHTE NPENOPBLKH 3a NpaBuIHaTa yrnoTpeda Ha
aHTHOAKTEepHAIHU MTPOAYKTH.

4.2. Jlo3HpPOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

JleueHue

Bb3pacThu: /

— 4 10 6 TabneTkn AHEBHO pa3jie/ieHH Ha 2 WM 3 npuema 1o Bpeme Ha XpaHeHe (T.e. 3
criupaMHLIMH ¥ 500 1o 750 mg MeTpoHHaa3041).

— Ilpw Texku cnyyau, no3ata 6e3 npobiaemMu Moxe 1a ce yBenuuu 10 8 TabneTku 1

lleouampuuna nonyrayus.:




— Ha Bb3pact mexay 6 u 10 rongnnu: 2 tabnetku avesno (1.e. 1,5 MIU cnupamuiiud u 250 mg
METPOHHWAA30.)

— Ha Bb3pact mexxay 10 1 15 roansn: 3 Tabnerku aHesHo (1.€ 2,25 MIU cnupamuumn v 375 mg
METPOHHUAA301).

IIpesaHTHBHA Tepanus Ha NOKANHH HHGOEKLMO3HY MOCTONEPATHBHH YCIOMKHEHMA OT CTOMATONOHUHH
v 360HK onepaumu:
Bb3pacTHu:

- 4 po 6 TabneTku AHEBHO pa3jeNieHH Ha 2 UTH 3 NpUeMa Mo BpeMe Ha XpaHeHe,

[leanaTpyuHa nomyaaums:
- Ha swp3pact Mexay 6 v 10 roaunu: 2 tabnetku anesHo (t.e. 1,5 MIU cnupaMuiiyy u
250 mg MeTpoHHAa30N)
- Ha sb3pacT mexay 10 1 15 roaunn: 3 tabnerkn aHerHo (1.€ 2,25 MIU cnupaMuumH u
375 mg MeTpoHHAA30).

HaunH HA DpuiIoKeHRe:
[lepopanHo.
4.3. IlporHBOonoxasanus

Ponoxun HE TPABBA HUKOT'A JIA CE ITPUJIAT A B cnegHuTe cnyyau:
- CBPBXYYBCTBUTCAHOCT KbM HMHIA30/M0BH NPOAYKTH , CIIMPAMHLIMH MJIH KbM HAKOU OT
TIOMOLIHHTE BELIECTBA H3OpOEeHH B TOUKa 6.1
- IpM Ieua rnoa 6-roauliiHa sb3pact,3apaau JekapeteeHata gpopma (Bixre ,,Cnetunanyu
NpeaynpeXXaeHUa U NpeanasHu MepKH npu yrnorpeda™)

4.4. Cnenuanna npeaynpexieHHs H NpeANa3HA MEPKH NPH ynorpeda
CBpBLXYYBCTBHTENHOCT/ KOXKA H NPAJATBIH

- AnepruyHM peaxkuuH, BKIOYHUTETHO aHAQHIIAKTHYEH LHIOK, MOXKE [a Bb3HHKHE H MOXKE
Aa Obae xuporosacTpaluasain (Buwikre Touka 4.8). AKO Bh3HMKHE aNepruyHa peaxKuums,
ynoTpebata Ha MeTpoHrAa3on TpabBa na 6bae NpeycTaHOBEHa M Aa Obae HazHaveHa
NoAXoAsALla Tepanus.

- CopobiuasaHy ¢a cnyqan Ha CepHO3HU HEXKENAHU KOXHM PeaKLMK KaTo CHHAPOM Ha
Stevens-Johnson, TokcH4Ha enuaepManHa HEKPONH3a H OCTpa reHepaiM3HpaHa
€K3aHTEMAaTO3Ha IMyCTy03a npy ynorpebara Ha Ponoxmw. IMaunenTure Tpadaa na
ObaT HHPOPMHpPAHH 38 NPU3HALMTE U CHMITTOMMTE H Aa 6baat Habnmonasaym
BHHUMATE/THO 33 KOXXHH peaKLIMH.

- AKoO ce noABAT NpH3HaUM Ha Stevens-Johnson, TOKCUUHA enHAEpMAnHA HEKPOIH3a
(MporpecHBeH KOXEH OOPHB ¢ MEXYPH MM IMFABHYHH €PO3UH) WM OCTPa
FeHEpANU3IHPAHA €K3aHTEMATO3HA MYCTY/103a (reHEpalTH3MpaHa epUTEMA C MEXYPH)
(Buxcre Touka 4.8), nedennero ¢ Popoxxun Tpabea aa 6bae npeycTaHOBEHO, KAKTO U NO-
HaTaTbLIHOTO NPUNOKEHHE Ha CIIUPAMHULIUH WK METPOHUIA30/1 CAMOCTOATENHO WU B
KOMOHMHALIMA € NPOTHBONOKA3AHO.

ILleHTpa1na HEPBHA CHCTEMA

- AKO UMa HaJTHLIe CHMNTOMH Ha eHuedanonaT1s uak uepedpaneH cHHA
TpsadBa na Obae He3abaBHO NPeOLEHEHO U yNnoTpeGaTa Ha METpoHHU a3
[IpeyCTAHOBEHA.

- Cpobiuaeany ca ciyuad Ha eHuedanonatus npu ynorpeba Ha MeTpo
Ha MOCT-MapKEeTHHroBo Habmoaenue. Hakoun cnyuan va MRI npomen
eHueganonarrs ceuLto ca Sunu HabmoaasauH (Buxcre Touka 4.8). Ha6
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H B CIUIEHHYMa Ha Ma3osiectoTo T10 (corpus callosum). Muoro cnyuau Ha
eHuedanonatHn npoMeHu B MRI ca Bb3cTaHOBUMH NpH NpPeyCcTaHOBABAHE HA
ynoTpebara. CpoblaBasy ca MHOTO pelikH cilyuaH Ha daTaneH u3xoa.

- Ilauneurute TpsbBa na 6bAaT HabnoaaBaHH 3a MPHU3HALM NMOKa3Baillk eHuedanonaTus
H 32 0DOCTPAHE HA CUMIITOMMTE NPH NALHEHTH C HAPYLUEHHU Ha UEHTPATHATA HEPBHA
CUCTEMA.

- AKO 0 BpeMe Ha MPHJIOKEHHETO Ha METPOHMAA30/ Bb3HUKHE ACENTHUEH MEHUHIUT,
Nle4eHHeTo He TpaOBa 1a 6be NOBTOPHO HA3HAYABAHO, 4 NPH NALKEHTH CbC CEPHO3HM
HHpEKLHH CHOTHOUWEHHETO NO3a/ pUCK TpaOBa Aa OBae oueHEeHO.

Ilepndepna HepBHA cHCTEMA

- Axo e HeoOxoaumo Ponoxknn a ce npunara 3a NepHOA Ha IEYEHUE MO-AbALT OT 14 qHH
TpaAOBa Na Ce npocneaAsBaT peAOBHO XEMATONONMUHHTE HHBA, 0COBEHO BpoAT Ha
JIEBKOLIWTUTE M Ja ¢€ HabatonaBa 3a CHMITTOMH Ha nepudepHa WK LEHTPAIHA
HEBpOIaTHA (HaNpUMEp NapecTe3us, aTaKCHs, 3aMasHOCT, BEPTHIo, cnasMu) (Buxre
Touka 4.8).

Ponoxun TpsiOBa Aa ce npuiara BHUMATETHO NPH NALMEHTH C aKTUBHH MM TEXKH,
XPOHMUYHH HAPYLIEHHA Ha nepH(epHaTa U LEHTpaHATa HEPBHA CUCTEMA, MOpaaH
CBHIHECTBYBAI PHCK OT BJOLIABAHE HA HEBPOJIOTHYHOTO CHCTOSHHUE.

IIcHXHATPHYHHN HAPYIUECHHA

-  [lo Bpeme Ha 3anoyBaHe Ha NEYCHHUETO MOraT A2 Bb3HUKHAT MCHXHYHH PEaKLIMH C
BHCOKQ-PHCKOBO MOBEICHHE, NTPH NMALMEHTY C aHaMHe3a 3a NCUXHATPUYHU HapyLIEHHUS
( Brxkre Touka 4.8). Ako ToBa BB3HHKHE, ynoTpebara Ha METPOHHAa30/1 TpsAGBa aa
6be npeycTaHOBeHa, na Obae HHMOpMUpaH nekapa U HezabaBHO Na 6bAAT NpeaAnpHeTH
HEOOXOAUMHTE MEPKH.

XemarTonornunn epexTH

- Ilpn nauueHTH ¢ aHaMHe3a 32 XeMaTONIOrMYHU HAPYLIEHHS M [PH TE3H MONY4aBallp
BHCOKH JI03H H/HWIH ABJITOCPOYHO JieHeHHe, TpA0Ba peAoBHO Aa ObAaT NPOBEKAAHH
KPBBHH TECTOBE ¢ IU(PEpEeHUHATHO OpoeHe Ha OeNUTE KPLBHH KIETKH.

- Ilpn naumMeHTH ¢ NeBKEMHUA, NPOABIKUTETHOCTTA Ha
JIEYEHHUETO 3aBUCH OT CEPHO3HOCTTA Ha HH(EKLHUATA.

Yasmxasane va QT urTepBana

- Cnyuau Ha yabmxasaHe Ha QT vHTepBana ca cboGllaBaHy 3a NMALMEHTH, NPUEMALLK

MAaKpOJIHIHY, BKNIOYHTETHO CTHPAMHLHH.

- Crupamuumn Tpabsa na 6bae npunarad ¢ NOBHLIEHO BHMMAHHE TIPH NaLMEHTH, 3a

KOHWTO CBLUCCTBYBa PUCK OT yAb/DKaBaHe Ha QT uHTepBana kaTo Hanpumep:

- CbluecTByBalll €eKTPONINTEH AucOanaHe (Hanp. XMIMOKaleMHs, XHNOMarHe3eMH )

- BpoaeH cungpom Ha awarus QT uaTepBan

- CbpaevHo-cba0BO 3a60naBane (Hanp. CbpAeiHa HENOCTATBYHOCT, MHOKApAEH
WHapkT, Opagukapans)

- CbBMecTHa ynorpeba Ha 1eKapcTBa, 33 KOHTO € U3BECTHO, Ye yabakasar QT
HHTepBana (Hanp. kiac I1A u knac [l aHTHAPHTMUTHYHH NekapcTRa, TPHLIMKIHYHY
aHUTAENPECAHTH, HAKOH AaHTHOMOTHUH, HAKOH AHTUICHXOTHYHH JIeKapCcTBa).

- IlauxieHTHTE B CTapuECcKa BH3PACT, HOBOPOAEHHUTE U JKEHHUTE MOTAT f1a ObJiaT )30 e

YYBCTBHTE/IHH CNIPAMO NIeKapcTBa, yabkasawm QT ( Bvxre Touku 4.2, 4,5 4 \\

I'nok030- 6 pochar eHIEMHA HEAOCTATHYHOCT

- Cay4au Ha 0CTpa XeMOTHTHYHA aHEMMS ca BUH chOBIABaHM NPU NALK




ASPULMT HA TIIOKO30 - 6- dhocdaT gexuaporeHasa ynorpedsapaliyd CnMpaMUALMH
nepopatHO WIK HHXKEKUHOHHO. [Topaamn ToBa cnupaMHUMH He Tpabsa na 6bae
NPEANMCBaH H CTPOro € NPENnoOpbUBa M3NOA3IBAHE HA ANTEPHATHBHO JICYEHHE, aKO €

Bb3IMONHO.

AKO He CblIeCTBYBa alTepHATHBA, TpAOBa Aa Obae OOMHCNIER pUCKa OT XEMONUTHYHA
AHEMHA, KAKTO H NOTEHLHUATTHUTE OYAKBaHH MNOJ3HK OT JieueHHeTo Tpadpa aa 6baar
OaszupaHn HHAMBUAYRITHO. AKO € HeoOxoauMo npoayKTa aa 6be npeanucad, To TpsOsa Aa
6bae oCchmecTBeHO HAbNIAEHHE 38 HAYANO HA XEMOJIHTHYHA aHEMHA.

BiarmoaeH#cTBHA ¢ APYrH JEKAPCTBCHNA NPOAYKTH

- He ce npenopbyBa chbBMeCTHA ynoTtpeba Ha METPOHHIA30 H ankoxon (Buxre
TouKa 4.5)

- He ce npenopbusa cheMecTHa ynoTpeba Ha MeTpoHHAa30n u Oycyndan (Buxre
TOuKa 4.3)

- He ce npenopbusa cbBMecTHa ynoTpeba Ha MeTpoHKAazon U aucyndupam ( Brokre
Touka 4.5)

BianmogeiicTeus ¢ 1af0OpaTOpHA TECTOBE

- MerpoHuga3on MOXe 1a NOTHCHE TPETIOHEMUTE K CIEAOBATENHO Aa AOBEAE JIO
danmKBO NOAOKHTENHY Pe3y/ITaTH Ha TecTa Ha HencbH.

- MerpoHnaa3on MOXKE Ja NORJIHAE HA CTOHHOCTHUTE Ha ONpEACNEHH KPbBHH
H3cneasaHus (anaHMH amuHoTpaHcdepasa [ALT], acnaprat amuHoTpaHcdepasza [AST],
naxkrar-gexuaporenasa [LDH], rpurnuuepnay, rwokosa), KoeTo MOXe aa A0Bede 10
¢aniuuBo OTPULATENHH WM HeoOuUYaiiHO HUCKH pe3ynTaTH. Te3n aHaNUTHUHH
OTNpeaeNsHUA Ce OCHOBABAT Ha HaMalleHHeTo B abcopOuuaTa Ha YITpaBHONIETOBA
CBETJIMHA, KOETO Ce NOoJIyyapa MpU OKUCIEHHETO HA HUKOTHHAMM] aflecHHH
ourykneotua of NADH B NAD. OTtknoHeHueTo OT AeCTBHTEIHUTE Pe3yaTaTH ce
ABDKH HA CXOACTBOTO B nUKoBeTe Ha abcopduus Ha NADH (340 nm) u meTponuzazon
(322 nm) npu pH 7.

JloKnaaBaHu ca ciiyuaM Ha T€XKa XenaToTOKCHYHOCT/OCTpa YepHoApoOHa HEAOCTATBYHOCT,
BIJIFOYHTE/THO W CIIy4aH ¢ (aTaneH n3xo/ ¢ Obp30 NPOTHYAHE CNE] MPUIAraHe Ha JICUEHHE C
METPOHHAA30JT 3@ CHCTEMHO IMPHII0KEHHKE, NPH MMALMEHTH CbC CMHApOoM Ha Cockayne.

3aTroBa nNpU TE3X NALMEHTH METPOHHAA30N TpabGBa a ce U3NOJ3Ba CaMO CAEl BHHMATENIHA OLEHKA Ha
CHOTHOLLIEHHETO MNM0/13a/ PHCK H aKO HAMA JOCTHITHO aITEPHATHBHO NIeYeHHUE.

TpabBa na ce u3BbplIAT M3CcNeABAHHA Ha YepHHA Apol U yepHOAPOOHaTa PYHKLUMA NMPEaH HAYANOTO
Ha TEPANHATA, NO BPEeME Ha NEUYEHHUETO U Clle] Kpas Ha JICYSHUETO, OO TAXHOTO HOPMATU3HpaHe, UK
A0 AOCTUraHe Ha OCHOBHUTE HHBA. AKO pe3yNTaTUTE OT YepHOIPOOHHUTE HICAEABAHUA 3HAUYHTEHO Ce
NOBHULUAT 10 BpEME Ha JIEUEHHETO, yrnoTpedaTa Ha 1eKapcTBOTO TpAOBa /1a ce npeycTaHOBH.
[launentute cue curapom Ha Cockayne Tpabea na 6baar nocbBeTBaHH aa choOlIaBaT He3abaBHO
BCHYKH CHUMIITOMH HAa NOTEHLIHANIHO YBPEXKAAHE HA YEpHUA Opob Ha CBOMTE JieKapu KaKTo ¥ aa 6bae

NnpeycTaHOBEHa ynoTpedaTa Ha METPOHHIAa30/1.

IloMoUIHH BEIIECTBA ¢ H3BECTHO NeHCTBHE
[Topagn cbabpxkanueTo Ha copbuton Poaoxun He ce MpenopbUBa NPH NAUKEHTH C HETIOHOCHMOCT
KbM PpyKTO3a (PAIKO HACTIEACTBEHO HAPYLUEHHE).

CopbuToa

Tosa nexapcTBo cbabpxa 8 mg copburon BLB Beska duIMupaHa Tabnerka.
ToBa nekapcTBoO ChabLpAKaA Mo Manko ot 1 mmol Hatpuii (23 mg) Ha puaMupana Tabne
Ja C€ KaXe, e NMPAKTHUYECKH HE ChAbPKA HATPHH.




CBLp3aHH CbC CNHPAMHIHAS
Kombunayuu uzuckeawju snumanue npu ynompeba:

- JlexapcTBa npeauaBukBaiy torsades de pointes: kiac [A aHTHAPUTMHYHH JIEKApCTBA
(XHHHAHH, XHAPOXUHHAKH, OH3oNUpaMua), knac Il anrnapuTMuynn (aMmuoaapoH, coranon,
aogeTunua, UOYTHIUN), cyaTonpua (OeH3aMUieH HEBPOJIENTHK), U IPYTH (ChbeIUHEHHS Ha
apceHa, Senpuawni, uucanpua, audemanun, nonacerpod IV, epurpomunun IV,
NeBO(PAOKCAUHH, MH30JIaCTHH, MOKCH(IOKCALMH, NPYKANONPHA, TOpeMH(EH, BHHKaMHH V)

IToBulIEH PUCK OT KAMEPHHW APUTMHH , 0cobeHo torsades de pointes.

e Jlesogona (koMORHHpaHA ¢ xap6raoina)
AbcopbumsTa Ha kapbHaona ce UHXMOHPA ¢ OHIKABaHE TIa3MEeHHTE HHBA Ha JIEBOAOTA.
KnunHyHuTe AanHM TpabBa na ce npocnesBaT M aKo ce Haiara Aa ce KOpUrupa 103ara Ha n1eBoaona.

CBLp3aHK ¢ METPOHHAAZOL:

ATabyTanHu edekTh:
MHOro nexacTBeHy NPOAYKTH MOFaT Ja NpeAn3BHKAT aTabyTaiiu edekTu ¢ ankoxon. He ce
npernopbuBa KOMOMHHpaHaTa UM ynorpeda ¢ anKoxo.

Kombunayuu, xoumo ne ce npenopwvysam:

® AJKOXO0J ( HANHTKA HJH NOMOIIHO BEMECTBO)
Moxe 1a Bb3HHKHE auCyipHpaM noaobeH edekT (ropelly BbIHH, 3a4epBABaHe, MOBPbLIAHE,
Taxukapaui). Ja ce nu3barea npueMaHeTo Ha AKOXOMHH HAMKWTKH M JIEKAPCTBa, ChABPKALLY ATKOXOJ.
AJIKOXOJTHHTE HANMMTKH WK JIEKAPCTBEHHU MPOAYKTH ChALPKALLM aIKOX0 He OuBa na 6baar
KOHCYMHPaHH OTHOBO JJOKATO JIEKaPCTBEHHUA MPOAYKT HE Obae eNMMUHHPaH HaNbaHO. JlekapcTBeHns
MONY)XHBOT TpAOBa fa ObJe U3NON3BAaH KATO CMNPaBKa.

- bycyadan
C BUCOKK 103K OycyndaH, METPOHKUAA301a HHAYLIMPA ABOHHO KOHIEHTpauusaTa Ha 6ycynidan.

¢ [Iucyapupam

CBLUECTBYBA PHCK OT OCTPH NICHXOTHYHH ENU30AH WK 00BPKaHOCT, KOWTO ca o6paTHMHM NpH
npekpaTasaHe Ha KOMOMHHUPAHOTO JieHeHHe.

Kombunayuu usucxeawu cneyuaino HuMAaHnue:
EH3UMHO-HHOYUHpALIH aHTHKOHBYJICAHTH

Hamansasar ce cepyMHHTE KOHLEHTpaUMH Ha METPOHHAA30 TIOPAaH HapacTBaHe Ha YepHoApoOHHA
MeTabO/IM3bM Ha METPOHKUIA30A IO BIUAHHUE HA AHTUKOHBYJICAHTA,

Tpabea na Obae npoBeaeH KIMHHYEH MOHUTOPHHT M NPH HEOOXOAHMOCT KOPEKLMA Ha A03aTa Ha
METPOHUAA30] MO BPEME Ha JIEYCHUETO U CNIE CUPAHE Ha JICYEHHETO ¢ €H3UMHO-MH1Y UHPaLlH
AHTHKOHBYJICAHTH.

- PadaMnanmen

PraMmMUHMH npeau3BUKBa HaMaNABaHe HA CEPYMHHTE KOHLIEHTPALIMH HA METPOHHAL
MOBHILUABAHE HA YEPHOAPOOHUSE MY METabONMHIBM.

Tpsdea na 6ba€ NpoBeAEH KIIMHHYEH MOHHTOPHHT H NPH HEOBXOAUMOCT KOPEKLIMs Ha




MCTPOHKIA30/1 [TO BpEME Ha NECHCHHCTO U CIICA CITHPAHE HA NCHCHHETO C pm})amnuuuﬂ.

- JIuruh

HapacTBaHe Ha cepyMHMTE HHBA Ha JIMTUH C Bb3MOXKHOCT 33 JOCTHraHe Ha TOKCHYHH HHBA C
MPU3HALM HA JINITHEBO NMpeAOo3UpaHe.

Tpa6Ba na Obae OCHUIECTBEHO CTPUKTHO HAbMOAEHHE HA CEPYMHHUTE TUTUEBH HUBA H AKO €
HeODXOAMMO KOpeKLIHA Ha 103aTa Ha JIMTHA.

Kombunayuu, xoumo mpabsa oa ce umam npeoguo:
- Payopoypann (H, Ype3 eKcTpanoaHpane Teradpyp u kanenuradun):

[loBHLIaBaHE TOKCUYHOCTTA Ha GAyOpOYPALM NOPAAH NMOHHKEH KIHPBHC.

¢ JlexaperBa, KouTo yabakasaT QT HHTepBana:;

HoknaneaHo € yawmkasane Ha QT unreppana, ocobeHo KOraro METpPOHMIA30 € npunaraH
€HOBPEMEHHO C JIeKapcTBa ¢ noreHuyan aa yawmnkar QT wHtepBana.

-  Chnennannu, ¢Bup3anH ¢ oTKI0OHEARA B INR—choTROmeAneTo

["onam Opoit ca cnyyaHTe Ha 3aCHIBaHE HA @RHTHKOAry/aHTHATA aKTHBHOCT Ha NMEpPOpanHH
aHTHKOAryNaHTH OT NALMEHTH, JIEKYBaHH ¢ aHTHOHOTHUM. B 3aBHCHMOCT OT cTeneHTa Ha nadexumaTa
MJIM OT HAJTHYHOTO BBb3MaNCHHE, Bb3pacTTa Ha NMNallHeHTa U 00WOTO ChCTOAHHE MOraT 1a 6b1aT pHCKOB
dakrop. [Nopanu Tean obcrosarencrsa e TpyAHO Oa ce ONpeent A0 KAKBa CTENEH caMaTa HHbEKUUS
WK JIEYEHUETO UTPadT poiid B OTKIOHEHHATa HA INR. Bbunpeku Tosa, onpeneneHu rpynu
AHTHOMOTHLIH Ca MO—AHTAKUPAHK: (NYyOPOXHHOIOHH, MAKPOJIMAH, UHKIHHH, KOTPUMOKCA301 H HAKOM
uedanocnopHHH.

- [loenusnsane na pezynmamume om rabopamopnuume mecmose
MeTpoHHMAa301 MOXKE 12 NPOMEHH Pe3yJITaTUTE K Aa aane GamurBo NOJOXKHTENHH Pe3yATaTH
Ha HencoH tecra.

4.6. PeprHanTeT, OPEMEHHOCT H KLPMEHe

bpeMeHHOCT
AKO ce Hanara, To3¥ NMpOAYKT MOXE Ja Ce Npuara o BpeMe Ha OpeMEeHHOCT, HE3aBUCHMO OT erana.

Memponuoazon

KnvH1uHK HabnoneHus Ha ronsaM 6poit GpeMEHHH XKeHH NoKa3BaT, Ye METPOHKUAA30/ HAMA
cneuudHUEeH TepaTOreHeH WK deToTokcuyeH edekr. Ha npakTHKa caMo enHaeMHONOrHYHH
MPOYyYBaHHUA MOraT Ja NMOKaXKaT, 4e HAMa PUCK.

HUscneasanngTa npu xKHBOTHH HE NOKA3BAT TEPATOTEHHH M EMOPHOTOKCHYHH ePEKTH OT
METPOHUOA30I.

Cnupamuyur
AKO ce Hanara, CNHpaMHLIHH MOKE 212 ce NMpUnara no BpeMe Ha 6pemenHoct. HiMa npoTHBONOKA3HA
JAaHHH 32 U3NOJ3BAHETO Ha CIIHPAMHIIKH MO BpeMe Ha OpeMeHHOCT. HaMa faHHM 3a TepaTOreHHOCT M
dberoTokcHueH edekT Ha TOBA JIEKAPCTBO.

KnpmMene
MeTpoHHAA30/ M CNIHPAMHLIMH NPEMUHABAT B MaHUYHHOTO MNAKO, Nopaau Tosa Po
Aa ce rpHemMa Mo BpeMe Ha KbpMEHE,




4.7. EdexTn BBLPXY cnocodHOCTTA 32 modHpaHe H YNpaB/ieHHEe HA MAIIHHA

[lauvenTHTe TpabBa Aa OBIAT nNpenynpeacHH 3a BEPOATHOCTTa OT MNOABATa HAa CBETOBBPTEN,
00bPKBaAHE, XAMIOLWHALKY, NPUNAaabLK, KOHBY/ICMM WM OYHM HApYIIEHHd, cliesl ynoTpedara Ha TOBa
JIEKApCTBO U Aa OBbAAT NMOCLBETBAHU 4 HEe LIOPHUpAT WIK paboTAT C MAILIMHK, KOTFaTO TE3H CUMIITOMM
HACTBIIAT.

4.8. Hexenanan JekapcrBeHH peaKkiinn

HexenaHuTe nekapcTBEHH peakLMU, NO BpeME Ha KIMHHYHUTE TMPOYUBAHUA WM CHOOLUEHH
CIIOHTAHHO Ca NpeACTaBEHH NO-N0Ny.

Cevp3anu coC cnupamMuiis

ChLpaeaHo-cbAOBH HAPYIICHHH:
- C HensBecTHA yectoTa: yasmkeH QT wHTepBan, KaMepHa apUTMHS, KaMepHa
Taxukapaus, Torsades de pointes, kOWUTO Morart Ja AOBeJaT A0 cbpiaeucH apecT.( Buxre
Touka 4.4).

CromamHo-YpeBRH HAPYUICHHAS
- Yecrtn: cromaimna 605ka, rageHe, noBpbllaHe, enUracTpanta 6o1Ka, Anapus
- MHoro peakun: nceBIoMeMOpaHO3eH KOJIHT.
Hapymenns Ha K0KaTA H NOAKOXKHATA THKAH
- Yecru: obpusHu,
- C HEH3BECTHA YECTOTA: YPTHKAPHA, NPYPUTYC, AHTHOAEM,aHAQHUIAKTHYEH LLOK, CHHAPOM
Ha Stevens-Johnson, TokCH4YHa enuaepMarnHa HEKPOAKU3a U OCTpa reHepau3HpaHa
ek3aHTeMaTo3Ha mycTyno3a (AGEP) (Bwxre Touka 4.4)

Hapymenns na ueHTap/iHaTa H neprudepHATA HEPBHATA CHCTEMA
- MHoro yecTu: cny4yaiiHH NpexoqHH NapecTe3UH
- Yectu: BpeMeHHa aucreysus.

XenaroOnJInapHH HAPYIEHHA
- MHOro 4yecTu: OTKJIOHEHHS B PE3yATAaTHTE OT TECTa Ha YePHOAPOOHATA hYHKLMNS
-  C HeW3BeCTHA YECTOTA: XOJECTATHYHH/CMECEHH XeNaTUTH.

Hapymenus Ha KpbBTa H JAMPHATA CHCTEMA

- C HeM3BeCTHa YECTOTa: IEBKONEHMA, HEBPONEHHs, XeMONUTHYHA aHeMus ( Bibxre Touka
4.4)

Cevp3anu ¢ MempoHUOA30A

Hapymenns Ha KpLBTA H THMPHATA CHCTEMA
- HEYTPOMNEHH4, arpaHyJIOLMTO3a U TPOMOOLMTONEHHS

IIcHXAYHH HAPYIUCHHA
- XaMOUWHALMH
- NCHXHYHH PeaKLHH C NapaHoa W UNH OETHPHYM C Bb3MOXKHO B HAKOW W30/IUPaHH
Cly4au MHCJTY MIIH ONKTH 3a caMoyOuiicTBO ( BibkTe Touka 4.4).
- JACMPECUBHH HACTPOEHHS

Hapymienns Ha HepBRATA CHCTEMA
- nepudepHa CEH30pHA HEBPOTIATHA
- rnaBobonue
- 3aMmafBaHe
-  obbpkBaHe




- npunagbuM

- eHuedanonatusa ¢ MRI npomenu, kouTo ca o6paTHMK NpU NpeyCTaHOBABAHE HA
ynortpedara. CpobiaBrany ca MHOFO peaKH cily4an Ha ¢paTtaneH usxon (Buxre ,,
CneunanHu npelynpexacHU U Npeana3sHi MepKU NpH ynorpeba“)

- C HEH3BEeCTHa 4ecToTa: CHHIPOM Ha 3aaHa obpaTuMa eHuedanonaths (PRES)

- NoAocTbp UepedepalieH CHHAPOM (Hanp. aTaKCHA, IW3apTPHs, HAPYLICHHUSA HA MOXOIKATA,
HUCTArbM, TpeMOp (Buaxre Touka 4.4),

- € HEM3BECTHA YECTOTA: acenThueH MeHHHIrHT (Byxre ,, Crieunanyu npeaynpexaeHus u
NpeanasHyA MEpPKHU MpH ynotpeda‘), BepTHIO

3pHTEIHN HAPYINCHHAA:
- NPEXOJHH 3PUTEIHH HapyLLIEHUA KAaTO IBOHHO BHXKAAHE, KbCOTTIEICTBO, 3aMbIJIEHO
BH)KI2HE, HAMAJIEHa BH3YalHa OCTPOTAa, IPOMEHH B LBETHOTO 3pEHHE
- ONTHYHA HEBPONATHA/HEBPUT

Hapymenns Ha yXoTo H JaOHpHHTA:
- C HEM3BECTHA HECTOTA: XHIOAKY3HC/rNyXoTa (BIIIOMHTENHO HEBPOCEH30PHA), THHUTYC

ChbpaeyHn Hapymesus:
- ¢ HeH3BeCTHAa YECTOTa: AOKNAABAHO e yab/kaeaHe Ha QT, ocobeHo koraTo
METPOHHA30/1 € NPHIaraH eAHOBPEMEHHO C NIEKApCTBa ¢ MOTEHUMAN 13 YAbKAT
QT uHTEpRana.

CToMamuo-upeBHs HApyIIeHUS
- CTOMALUHO-YPEBHH CMYLIEHHA (enuracTpaiHa 0onka, rageHe, NoBpbliaHe, THAPHA ),
- TJIOCHT C YYBCTBO Ha CYyXOTa B YCTaTa, CTOMATHUTH, BKYCOBU HApYUICHHSA, AaHOPEKCHH,
- 0DpaTHMH Cny4au Ha MaHKpPeaTHT,
- ofe3uBeTABaHE Ha €3MKA WIIK MPOMEHH BEB BKAA MY (rbOHYHU HHDEKUHH)

XenaroOHIHADHA HAPYIIEHHS
- cpoOIaBaHM ca MOBHIICHH HUBA Ha YepHoapoGHuTe eHsumH (ACAT, AJIAT, ankanHa
docdaTasa), XONECTATHYEH WITH CMECEH XEMAaTHUT M XENaToLeTyIapHO YEPpHOAPOGHO
YBpexcaaHe, NOHIKOra NpUApPYkKaBaHu ¢ xbiTeHnUa. Cro01uarany ca cy4au Ha
YepHOAPOOHA HEAOCTATLYHOCT, HaNaralll YepHOAPOOHA TPaHCIUTAHTALIMS.

HapymenHa HA KOKATA H NOAKOKHATA THKAH
- 3a4YEpBABAHE HA JIHLETO, ChpOEkK, KOXKEH OOPHB, MOHAKOra C TPECKa,
- YpTHKapus, aHTHOeAEM, aHa(pHnakTHUYeH ok (Buxre Touka 4.4),
- MHOTO PeAKH CYYau Ha OCTpa reHepajiu3upaHa eK3aHTeMaTo3Ha MycTyno3a, ( Byxre
TouKa 4.4),
- TOKCHYHA eNuaepMasiHa HEKPOIIH3a,
- CHHApOM Ha Stevens-Johnson,
- (PMKCHpaH JIeKapcTBEH obOpus.

JApyra HapymeHnns
- YpHHaTa MOXe [1a C€ OLBETH B UepBeHO-KaaBO, Thil KaTO MOTAT Ja OBJAT OTKPHTH
BOAHOPA3TBOPHUMH MUTMEHTH, BEPOATHO OT METabONUTHTE.

CrobulapaHe Ha NOJO3UPAHKN HEXKENAHU peakLuu
Cr0o0aBaHETO HA NMOAC3HPAHN HEXETAHH peakuHH cnel paspeluaBaHe 3a ynorpeba Ha exapcTBeHHs

NPOAYKT € BaXXKHO. ToBa NO3BOAsBA A4 NPOABIDKH HAONOAEHHETO Ha ChbOTHOLLIEHHETO nonaafpucm 3a
NeKkapcTBEHHA NpoayKT. OT MEAULIMHCKHTE CNEUHANHCTH Ce U3HCKBA Aa cboOLIARAT BCAKA
NOAO3UpaHA HEXKENAHA PeaKLiMg Ha:

HinbianATeHa areANHA 10 JeKapCTRATA
ya. ,Jaman ['pyes” Ne 8, 1303 Codus,
Ten.: +35928903417,




yebcaidT: www.bda.bg.

4.9. Ilpenoznpane

Hama cneupuruHn aHTUOOTH 3a CIHPAMHULIMH U METPOHKMIA30M.
IIpu eBeHTYANHO rpeno3npaHe Tpadsa ga ce NpeAnpHEME CHMIIATOMATUYHO JICUEHHE.

Edhexmu cevpzanu cve cnupamuyun

TokcHuHaTa n03a Ha CrIMpPaMULIMHA HE € U3BECTHA.

CTOMaILHO-YPEBHUTE CMYIWUECHHA, KAaTO rajeHe, MOBpblUAaHe, SHApHA, MOraT Aa C€ OYaKBaT clel
NpUIaraHe Ha BUCOKYA AO3H.

Habnionaranu ca cayyan Ha yawukeH QT uHTepBan npu U3MON3BaHE HA CIHPAMHUIIMH BLB BHCOKH
034 NPH HOBOPOAEHH H CNEel WHTPABEHO3HO MPUIOKEHHE HAa CNMPAMHULIMH MIPH NMALUYMEHTH C PUCK 3a
yabDkeH QT wvHTEpBas, KOMTO 3aTUXBAT NpU MPEYCTAHOBABAHE HA JIEUEHUETO. AKO Bb3IHHKHE
npeno3dpaHe Cb¢ CNUpaMHULUHMH, TpaOBa ga 6baec HanpaBeHo ECG 3a usmepsaHe vHa QT uHTepsana,
O0CcO0OEHO aKo Cca HaNHLUe W IPYrH PUCKOBU (akTopH (xunokanvemus, BpoaeH yawvikeH QT uHTepran,
NexapcTBeHU KOMOHWHALIMK, KOMTO BOAAT A0 yAwmxeH QT uHTepBan W/HIK npean3BukBat “torsaded
de pointes™.

Egexmu cevpzanu ¢ mempornuoazon
[1pu npuemaHe Ha eqUHAYHH AO3M Haf 12 g ca OMMCAaHH CAydan Ha CUMIITOMH Ha Npego3upaHe.
Te3n cuMITOMH ca ONMCaHU KaTo NOBpPbLIAHE, aTAKCUS K JIEKA A€30PHEHTALHA.

5. ®APMAKOJIOT'HMYHH CBOUCTBA
Kombunauus ¢ gpyru anrubakrepuaniy cpeacTBa, CIUpaMHIMH ¥ MeTpoHKAazon ATC JOIRA(04
S3.1. PapMakoaAHHAMHYHH CBOHCTBA

To3u npoitykT € KOMOMHAUKA OT CNUPAMHLIMH, AaHTHOMOTHK, NPHHAIEkKAL KbM IPYNaTa Ha
MaKpPONHIHTE H METPOHUAA30/T, AHTHOHOTHUK NPHHALIEKALY KbM IPynaTa Ha S-HHTPO-HMHAA30JIMTE,
npeaHa3HaveH crieuHanHo 3a OykanHo-3u6HaTa HHEKIIHO3HA NAaTONOTHA.

CnekTbp Ha aHTHOAKTEPAAIHATA AKTHBHOCT (32 aHTHOHOTHK)

Cnupamuyun:

KpHTHUHHTE KOHUEHTpaLIMH, pa3rpaHd4aBally JOCTATbYHHUTE JO3H OT CPEAHHUTE AO3H H CJied TOBa OT
PE3HCTEHTHUTE NO3H Ca:

S<1Img/luR>4mg/l

Pa3BHTHETO HA DE3UCTEHTHOCT KbM TAa3H YCTAHOBEHA CMeC € reorpadckd W BpPEMEBC 3aBHCHMA.
Bunraru TpsabBa Aa UMa MECTHU QaHHH 33 PE3HCTEHTHOCTTA W CIIELIMANIHO 32 HAYHWHA Ha JieYeHHe Ha
oTAeNHUTE WHPpeKUHH. CaMO Te3H JaHHH ¢a AOCTOBEPHH 3a NpaBUJIHKA W360p Ha TO3H AaHTHOUOTHK.

Mempornuoazon

KpHTHUYHHTE KOHLEHTpALlMH pa3rpaHUyaBallid AOCTAaTLUYHHTE 103H OT CPEAHHUTE J03H U Clel TOBA OT
PE3UCTEHTHHTE NO3M Ca:

S<4mg/luR>4mg/I

Pa3sBUTHETO Ha PE3UCTEHTHOCT KbM Ta3W YCTaHOBEHa cMec € reorpaCck¥ W BpPEMEBO 3aBMCHMA.
BuHaru TpsabBa ga MMa MECTHW AaHHHU 33 PE3HCTEHTHOCTTA M CMELMATHO 32 HAUMHA HA JIeYEHHEe Ha
oTAenHUTe HHPekunH. CamMo Te3H NaHHW ca JOCTOBEPHK 3a NPaBWIHHA H360p Ha TO3H AHTHOHOTHK.

Cunepauzvm e L
Cpeannte crobiHocTH Ha MIC (cToiiHOCTH Ha MMHMMANHaTa NMOTHCKAllA KOHLIEH ugh
MPOAYKTa NMOOTACNAHO H B KOMOHWHALMA MOKA3BaT, Y€ ChLIECTBYBA CHHEPTH3IbM NP :I-I v.cxaue Ha’

HAKOW YyBCTBHUTE/NHH OakTepuanuu wamose. [lpu B. fragilis e Heobxoanm rpubinu Té 316 mbTH |
[0-MAJIKO CIIHPAMHLIMH M 4 ITHTH N10-ManKo METPOHHAA3OI. Y,




MIC ug/mi
LilamoBe Bacteroides MEJIAaHHHOTEHHH B. fragilis
CamMo MeTpoHHAA30 0,25 0.5
METPOHHAA30n + cniupaMyuuA 0,125 pg/mi 0,062 0,125
Camo cnupaMULIMH 2 32
cnupaMuuul + 0,125 ug/ml MmeTponuaazon 0,125 2

35.2. ®PapMakoOKHHETHWYHH cBolcTBa

Cnupamuyun

Abcopbyun
CnupamuunH ce pesopbupa 6up30, Makap ¥ HenbnHo. XpaHara He BaMse Ha abcopbuuara.

Paznpeoenenue Cnen nepopaneH npuem Ha 6 MIU, nnasMeHaTa KOHUEHTpALUHA AOCTUra MUK OT
3,3ng /ml.
[InazmenusT nonyxuBoT e npubnuszurenHo 8 yaca.
CnupamuunH He npemunaea B CSF. Toit ce v31buBa B MAHUYHHOTO MNAKO.
CBBP3BaHETO C MNIa3MEHUTE NPOTeuHM € HUucko (10%).
Paznpeaenente Ha IeKapCTBOTO B I1a3MaTa K ThKaHWTE € MHOTO J06pa (620 apob: 20-60 pg/e,
cauBuUn: 20-80 pg/g, nudexTupanu cunycu: 75- 110 pg/g, kocru: 5- 100 pg/g).
Hecer aeHa cllea NpeKbCBaHE HAa NPHEMa HUBOTO HA aKTHBHOTO BELIECTBO B AasiaKa, YepHus apob n
O6vOpeumre € 5 1o 7 ug/g.
MakponnauTe NpOHUKBAT K CE HATPYNBAT BbB GAroUHTHTE (HEYTPODHIIH, MOHOLIMTH, NEPHTOHHATHH
W anBeonapHH Makpodaru).
B uosewkuTe GarounTH ce HabnoAaBaT BUCOKH KOHLIEHTPALIMH.
AKTHBHOCTTA Ha MaKpOJIHAHTE CNPAMO HHTpauenyIapHHUTe DAKTEPHM ce ABHKH Ha Te3H CBOMCTBA.
buompancgopmayun
CnupamMHUHH ce MeTabonu3upa B 4epHHS Apo6 M B Pe3y/Tar ¢e Noay4aBaT XHMHYECKH HEM3BECTHM,
HO aKTUBHH METADOJIMTH .
Enumunupane

- Ypes ypunara oxono 10% ot npuerara nosa

- Oraens ce upes ypHHATa H AUTBYKATA, KbIETO HUBATA €4 MHOTO MO-BHCOKH - 15 10 40 nbTH

CTIPSMO ITa3MEeHHTE HUBA,

-  Moxe na 6bae OTKPHUT BB PeKaTHHUTE
Mempoxuoazon
Cnen nepopanes npuem MeTpoHHaason ce abcopbupa MHoro 6bp30, noutk 80% 3a lvac. Cnen
NEPOPANHO MpHUNAraHe AOCTUrHATHAT HA MUK HA TJIa3MEHATa KOHLIEHTPALMS € CBU3MEPHM ¢ TO3M MNpPH
napeHTepasIHO NpuIaraHe.
broHanuyHocTTa ¢ 100% npu nepopanen npueM. To He ce RIMAE NPH APHEMAHETO HA XpaHa.

Pasnpedenenue
IpubausntenHo eaunH uac cnen npueM Ha Ao3a or 500 mg, NIa3MeHaTa KOHLEHTPALHA JOCTHra MUK
ot 10 pg/ml.Cnexn TpH yaca cpeaHara nia3mena KoHueHTpauus e 13,5 pg/ml.

[na3meHuaT noyxusot e npubnnsutenno 8 1o 10 yaca. CebLP3BaHETO C NIA3MEHUTE NPOTEHHH €
HUCKO, okono 20%.

Otpennure obemu Ha qucTpHOyums ca ronemu ( okono 40 1 unm 0.65 l/kg).

AvcTprOyunsra e 6bp3a U ¢ BACOKH CEPYMHM KOHLEHTpauuu B Henus 1pob, 616peunure, YEPHHA
npob, koxara, »urbikara, CSF ( xonoHocTumynmpaum daxropy), ceMENHHTE M BATMHAN ¢
MeTpoHHa301 NpeMUHAaBa NTPE3 NAALEHTATA M CE H3ThYBA B MAHUMHOTO MISKO. |
buompancgopmayus

OKHCNCHHETO.




- ,aNKOX0JieH MeTabonMT ( riaseH MeTabouT) ¢ aHTHOaKkTEpUaHa aKTHBHOCT CIPAMO
aHaepoOHH bakrepuu, KoitTo € okono 30% oT METPOHHAA30MA U C eNTUMHHALIMOHEH
NOJAYXXHABOT OKoJ10 11 Haca.

- ,,KHCeN” MeTaboNHT, KOWTO € B MANTKO KOJIWYECTBO, C AHTHOAKTEpHATHA AKTUBHOCT C OKOJI0
5 % OT Ta3u Ha MeTpOHHIa30Na.

Eaumunupane

KOHUEHTpauKHTe B YepHHs Apob K #UTbuKaTa ca BUCOKH. KOHUEHTpauuaTa B YepBara € HUCKa.
Otnrensnero ¢ pekanunte € HUCKO. OTAENAHETO OT OPraHW3Ma CTaBa MABHO YPEe3 YPUHATA KAaTO
METPOHHAA30M H OKMCIICHUTE MYy METabONUTH, KOUTO Ce OTKPHBAT B YPHHATA OT OKOAO 35 10 65% ot
npHeTarTa 103a.

Pasnpedenenue 8 byxanno-3vbuama obaacm

JABETE CHLCTABKU HA TO3M MPOAYKT C€ KOHUEHTPHUPAT B CJIOHKATA, THKAHTA HA BEHLIUTE W
anseonapHaTa KOCTHa ThKaH.

JlBa yaca cnea npuem Ha npe Tabnetku Ponoxun 659xa H3MEPEHH KOHUEHTPALMHTE HAa CIIMPAMULIMH M
METPOHHAA30/1 B YOBEILKHA cepyMeH andyMHH W B NO-10JIy ONMCAHHUTE cpeld. PesyaTaTure, U3paseHu
B ug/ml nnu pg/g ca cneguure:

KOHueHTpEHH CepyM B [Cnronxa BeHnuwu B AHBEOJ'I&EHH KOCTH
CIHPaMHLIMK 0,68 + 0,22 11,54 £ 0,41 126,63+ 9,65 113,9+ 41,16
METPOHKIA30 35,03+ 1235 15,32 +£3,16 7.34 + 6,34 5,73 £2.72

3.3. Ilpeaxnnauvynn naHAH 32 GezonacHoct

Henpunoxumo

6. PAPMAIIEBTUYHHA TAHHHU

6.1. ChnHcbk HA NOMOMHAATE BeIECTBA:

LlapernyHo HuLIecTe, norHAOH (K30), kpockapMenosa HATPHHA, CHIHUKEB THOKCHI KONOHAEH
OessoaeH, copburon (E420), MarkHesues creapat, MUKPOKPHCTANHA LCTY 032, XHINPOMEN03a, THTAHOB
aunokcua (E 171), makporon 6000.

6.2 HecvrBMecTHMOCTH

Henpunoxumo

6.3 Cpox na rogHocT

3 FOOHHH

6.4 ChnenuanHu yc/IOBHS HA CBXPAHECHHE

Jla ce cpxpaHaBa npH Temnepatypa noa 25°C

6.5 BaaHcbhAbLpXKAHHE H2 ONAKOBKATA
20 Tabnerkn B TONNMHHO npecoBaky 6auctepu (PVC/anymunuit).

6.6 CnenmananH npeana3HH MEPKH NPH HIXBbLPJIAHE

Hen3non3saHHuAT neKapCTBEH NPOAYKT WM OTHALbUYHUTE MATEPHAIIH OT Hero TpsG
B CbOTBETCTBUE C MECTHUTE U3HUCKBAHMA




7. IIPUTEXATEJ HA PAZPEUIEHHETO 3A YIIOTPEBA
Septodont

58, rue du pont de Créteil

94100 Saint-Maur-des-Fossés

OpaHLuA

8. HOMEP HA PAZPEIIEHUETO 3A YIIOTPEBA

Per. No: 20020081

9. JATA HA ITbPBO PA3PEIIABAHE/TIOTHOBABAHE HA PASPEIIIEHHUETO 3A
YIIOTPEBA

Jlara Ha nbpBO paspewasane:; 24.01.2002
Hara Ha nocneaHo noaHoBsasaHe: 02.08.2007

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

01/2026




