KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA
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1. AME HA JJEKAPCTBEHHA POXYKT CHELEREYTERRA AVERIE 11D NEKAPCTBATA
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CKpamni ABDIKTIGUCITIUKE HE NPOGYKIA - [IpunaweHue 1

Menoued 1 g npax 3a HIDKEKLMOHEH PasTBOP s Pes, e @B 22 B OGS (20
Medocef 1 g powder for solution for injection s e

Menoued 2 g npax 3a HIEDKEKIMOHEH Pa3TBOP ]3
Medocef 2 g powder for solution for injection i Ly
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2. KAYECTBEH H KOJIMMECTBEH CBhCTAB

Beexu ¢nakon champka 1 g wik 2 g nedonepasoH (cefoperazone) karo nedonepasoH HaTpHis
(cefoperazone sodium).

[loMOIHO BEMECTBO ¢ H3BECTHO ASHCTBME: HATPHIA.
Bceexn ¢nakon or 1 g cbanpaka 34,4 mg HaTpuil.
Beexkn ¢naxoH ot 2 g ceaspoxa 68,8 mg HaTphit.

3a ITEJIHMA CNACHK Ha MOMOIMHHTE BEIMeCTBa BIDKTE TouKa 6.1.
3. JEKAPCTBEHA ®0OPMA

IIpax 3a HHXKEKI{HOHEH Pa3TBOP.
ban go cBeTNo XKEAT XUrPpOCKONUYEH Npax.

4. K THHUYHHA JAHHHA
4.1 TepaneBTHYHH NOKAAHHA

MonoTepanus

Iledonepaszon € nNokasaH 3a JiCUCHHE HA CICIHUTE HHPEKIMH, APHYHHEHH OT TYBCTBHTEHHN KbM
HEro MHKpOOpraHH3MH:

* Hndexumu Ha quxaTeaHHTe NHTHINA (TOPHA M XONHH),

Hudexipm Ha nuKoYHATE TETHING (T'OPHH H AONHM);

[1epuTOHNT, XONESIMCTHT, XOMAHTHT B APYTH HHTPaabAOMUHANHH HHDEKITHY;

CenrreMns;

Menunrur,

Hndexip Ha KoxkaTa U MEKHTE THKAHU,

Hudexipn Ha KoCcTHTE M CTABHTE;

Ta30BO-BB3NAIMTENHA §ONECT, EHAOMETPHT, FOHOped W APYrdH UHQEKIMH Ha TeHHTANHMS
TPAKT.

Iipo¢punaxraka

Hedonepazon Moxe ga Obae mokazaH 3a nmpodHIAKTHKA H& NMOCTONEPATUBHH MHGEKIHMHM INpH
NALMCHTH, TOAJOXKEHH Ha KOPEeMHH, THHEKONOTHYHH, CBHPACYMHO~CHIAOBH H OPTONCHHHH
onepaLmy.

KomOnuaupasa Tepanns
[Topaak MHPOKHA CNIEKTHLP HA aKTHBHOCT HA LEeQONepasoH, MOBEYSTO HH(EKIH MOTaT aa Onrar
NeKyBaHH AJEKBAaTHO CAMO ¢ TO3H aHTMOMOTHK. Bobmpekn ToBa, Uedonepason Moxe na Obie
MpuiaraH B KOMOMHALMA ¢ APYrH AHTHOHOTHIIM, KOTATO TAKMBA KOMOMHALMM ¢a MOKA3aHW. AKO

MOHUTOpHpa ObOpeyHaTa pyHxKims (ByKTe Touka 6.2),

4.2 Io3npoBKA H HAYHA HA HPH/IOKERNE | f



Jlozupogka

Bvipacmuu

ObuuaiinaTa no3a Ha uedonepasol NpH BB3PACTHH € 2 A0 4 g AHEBHO, pa3/ieIeHd Ha paBHH JO3H
M npuiaraHu Ha Bcekd 12 uaca. Ilpu Texxkn nHGpeKIH JHEBHATA 1032 MOXE Na Obae nopHINeHA
a0 obmo 8 g AHeBHO, NPHIOKEHH KATO JBE PABHO pasieNieHH A03H Ha Beeku 12 waca.
[Ipunoxennero Ha 12 g [HEBHO, pa3/eiicHH Ha PABHH H03M npe3 § Jaca, KaKTo ¥ NPHIOKCHHETO
no 16 g nHeBHO, pa3feneHM B PABHH JIO3H, HE € AOBENIO JI0 YCaoxkHeHH4. JiedeHuero Moxe aa Onae
3allQYHATO W NpedH Ja ca NOMYYESHH PEe3YNTATUTE 3a yBCTBUTCIHOCT HA NPHYHHHMTEIA.

[lpenopsunTenHaTa J03a 34 JIeUSHHE Ha HEYCNOXKHEH FOHOKOKOB yperpHT € 500 mg, npHnoxeHu
€AHOKPATHO HHTPAMYCKY/IHO.

JiexapctBoTOo TpAOBa Aa ¢e Mpwiaara ALJIOOKO MYCKYJHO B rojisiMa MyCKYyJIHa Maca OT roneMms
CeAAMMIICH MYCKYTT WM PEaHATa 4acT Ra 6eaApoTo.

Hepnoopobna ouchyuxyus -

Moxe a e HeoOXORMMA KOPEKLHA HA JO3aTa B CIyYaH HA TEXKA JIBUHA OOCTPYKHMA, TEKKO
4epHOApPoOHO 3a6ongBaHe WIH CHITHTCTBAINA OLOpeUHa HEAOCTATEYHOCT. B Tean cayuam nosara
He TpsAOna fa HansHmapa 2 g AHERHO O€3 CTPHKTHO NMPOCHEIABAHE HA CCPYMHMTE KOHLICHTpALIHH.

bvopeuna ouchynxyun
Trit kato GnOpeyHaTa eXCKpellUd He e OCHOBHHA ITBT HAa €NMMHHMpaHE¢ Ha uedonepasoH OT

OpraHH3Ma, NpH NalUeHTH ¢ 060peyna HeAOCTATHYHOCT HE € HeoOXOAHUMA KOpEKLMa HA 103aTa,
KOTaTo ce npwiarar oonvaiieure no3u (2 — 4 g gueBHo). Ilpy nauueHTH, IpH KOHTO CKOPOCTTA HA
riyMepynHaTa GpuITpauMa € no-Hucka ot 18 ml/min HIM NpH KOMTO CEPYMHHMAT KPEATHHHH € IO~
BHCOK OT 3,5 mg/dl, MakcumanHaTa n03a nedonepason Tpabdsa ga 6nae 4 g AHEBHO.

CepyMHuAT nonyXuBOoT Ha nedonepasoH Hamanssa cnabo mpu xemomuanusa. Ero 3amo
CBOTBETHATA J03a TPAOBRa Jla ce IUIaHUpa 3a BLBEKAAHE e UAIM3HATA NIPOLEAYpa.

Yeprnodpobua u convmemeaiya 6vopeuna oucyHxyus

IIpu nauMeHTH B ¢ YepHOAPOOHA qHCHYHKLHA, U CBC CHITBTCTBAIC 6BE0peuHo yBpexKaaHe TpaOpa
Oa Ce MOHHTOPHpAT CEPYMHHTE KOHLCHTpalMH Ha HedonepazoH H NpH HeoDXOAMMOCT R03aTa
TpaOBa ga ce kopurupa. B Tesw cayuanm aozata He TpaAGBa Ja HajaBMInaea 2 g JgHEBHO Oe3
BHHMATEJIHO A3 C€ MOHUTOPHPAT CEPYMHHTE KOHIIEHTPALHH,

ITeouampuuna nonyaayus

IMpu kepMauera W Aella TpaGBa aa Ovxar nasanm or 50 ao 200 mg'kg nedonepalon AHEBHO,
pa3zesieHH Ha PaBHH A03H Ha Bcekn 8 no 12 vaca. MakcuManHaTa no3a He TpAOBa 1a HagBHINABa
12 g nHeBHO (BHXTE TOUKA 4.4).

Hpunoocenue npu nosopodenu
[Ipy HOBOPOAEHH HA BB3PACT TO-MaJIKa OT 8 [HH, NEKAPCTBOTO TPA6Ba Aa ce MpHiara Ha Boeky 12
yaca.

HaunH Ha npiiIcKeHHE
JleKapCTBEHHAT NPOAYKT € MPeAHA3HAUCH 32 HHTPABEHO3HO HIH HHTPaMYCKYIHO NPHIOKEHHE.

Humpageno3ro npunoicenue npu go3pacmnu u oeya
3a kpaTkoTpaiisa HHTpaBeHO3Ha WH(pY3nd Bcekn ¢nakoH ot 1 g wm 2 g uedonepason Tpabea aa
6rne pasreapeH B 20 no 100 ml ceBMecTHM HHTPaBEHO3CH PasTBOP U Aa CE BIIHBA 33 nepuon oT 15
MHHYTH 710 1 Yyac. AKO NPEATOMHTAHUAT PaspeIHTe)l € CTEPIUIHA BOJA 38 HHKEKITHH,
nobaesT He mopeye oT 20 ml xbM ¢nakoHa.




3a npoAbIDKHTEIHA HHTPABEHO3HA HHGY3HA BCeKH rpaM neonepa3oH TpiadBa 1a ce pa3TBOpH B 5
ml cTepiiiHa BOJA 32 MEDKEKI[HH MNH B 0aKTepHOCTaTHYHA BOAA 32 HHIKEKLMM M Pa3TBOPBT JA ce
x00aBH KbM NOAXONALY HHTPABEHO3CH pa3peauTe.

3a JHPEKTHO MHTPABEHOIHO MHKEKTHpaHe, MaKCHMANIHATA 1034 HedonepasoH Tpadea aa 6bae 2 g
npyu NpWIOKEHHE HA BB3pactH H 50 mg/kg npn npunoxenne Ha Aena. Jlekapereoro Tpabsa na
6B pasTBOPEHO B NOAXOAALI pa3peAHTEN, 3a [a ce NMOoy4YH Kpaiina KonueHrpaims ot 100 mg/ml,
H [1a ce TpHiAara 3a IepHoR He IO-MaJIKO OT 3 10 5 MHHYTH.

3a aHTHOMOTHUHA NMpPOQHIAKTHKA MPH XUPYPrHYHKM TmpouUeAypH, 1 g win 2 g Tpadea ga Onpar
npwioxKeHH HHTpaBeHo3Ho 30 no 90 MUHYTH npend HA4YanoTo Ha onepaumsara. Jlozara MOXe Aa
OBae noBTapAHa Ha Bceky 12 vaca B paMKHMTe Ha He NO-ABJTO B 1I0BEYETO ciydau ot 24 waca. Hipu
OfIEPALIAM, TIPH KOMTO € H3BECTHO, Ye YeCTOTaTa Ha MH(QEKMTe € MoBUllleHa (HAMPHMEpP
omepaiMs Ha Ae0enoTo 4epBo), WM NPpH KOMTO MOABATA Ha MHQeKumH Moxke da 6bae ocobeHo
onacHa (HANpAMEp OMEpAlLHA Ha CHPUETO HIH MNPOTE3Ha apTpONNacTHKa), NPoQHIaKTHYHOTO
NpIIO)KeHHe Ha Ledomepa3oH Moxke fa Oble MpoAbDKeHO A0 72 vaca Chell NpHIUTIOYBAHE Ha

onepanuaTa.

3a UHCTPYKLMM OTHOCHO ITPHIOTBAHETC H Ppa3speXkJaHETO Ha JICKApCTBEHHA NPOAYKT NpenH
yrnorpeda, BIXKTE To4Ka 6.6.

4.3 HpoTHRONMIOKA3AHHS

CBpPBbXUYYBCTBHTC/IHOCT KbM AKTHBHOTO BEIECTBO WIH KM HAKOS OT MOMOHIHHTE BCINECTBA,
H30poeHH B ToUKa 6.1, Ay KM tedanocnopuHHOBH aHTHOMOTHLIH.

4.4 CoenuajEH NpeayNpexAcHAdS R NpelNasHB MEPKH 32 ynoTpeda

CBpPLITYBCTBHTEIHOCT

[lpd nDaumeHTH, KOHTO mMonyuasar OeTa-makTaMHH Wil 1e(aNoCOPHHOBH aHTHOHOTHIIM,
BIJIIOYATENHO HedonepazoH ca choOIIABAaHH CEpHO3HM, a IOHAKOra ¥ ¢aTalnd peakiud Ha
CBPBXYYBCTBHTEIHOCT (aHAQUIAKTHYHK peakuuH). Te3n peakiiuu ca ro-BepoATHH NPH NALHEHTH,
KOHTO HMaT MpeIXOaHH MPOABH HA PEaKIMH HA CBPBXUYBCTBHTENHOCT KbM PasidIHH 8JAepreHH.

Ilpeau HazHauaBaHe Ha JeyeHHe ¢ LedonepazoH TpaOBa Jja ce CHEME 1LIATEIHA aHAMHE34, 34 Ja Ce
ONpeneny Jan¥ NAUKEHTHT € UMan MpemuiecTBall PeakiiHi HA CBPBXYYBCTBHTENHOCT KBbM
tedasoCnoOpuHy, NEHHWINHA ¥ APYTH JISKAPCTBEHH TMPOAYKTH. 103H NPOAYKT TpsadOea Ia ce
HA3HaYaBa ¢ NOBRMINCHO BHMMAHME NPH NAallHEHTH CBC YYBCTBHTEIHOCT KBM TICHHIVANMHHL
AxTHOMOTHIMTE TPAOBA 1a C€ HA3HAYABAT C BHMMAHUC MIPY MALHEHTH, KOWTO NMOKA3ZBAT HAKAKBA
¢opMa Ha aneprus, ocobeHO KbM JISKapcTBa.

[Ipn nmosBa Ha ajepru¥Ha peakums, JIEKAPCTBOTO TpAOBa Oa ObAe CApAHO H 4a ¢& HasHayuH
NOAXOMALIO JNiedeHHe. CepHosnnTe aHaAQHIAKTHYHH peaKlMH M3HCKBAT He3abapHO CHENIHO
MPUNOKCHHE HA aapeHanH. AKo € nokasaHo, TpabBa Jja ¢e NPWIOXKAT KHCIIOPO, HHTPABEHO3HH
CTEPOHIH H KOHTPOJI HA IHXATEHHTE IBTHINA, BKIIOYHTENHO HHTYOA1M.

Yeproapobua JachyEKnHs

lledonepazoH OCHOBHO ce eKCKpeTHpa upe3 >KITbukara. [IpH npaumeHTH ¢ d9epHOAPOOHO
za0onaBaHe W/ 6unuapHa OOCTPYKIMA CEPYMHHAT NOMYKMBOT Ha Ledonepalod 0OHKHOBEHO
Ce YABJDKABa, A CKCKpELHATA C YPUHATA ce yRenuyaea. JJopH Nnpy NAaHeHTH ¢ TeXKa YepHOAPoOHa
AUCHYHKIMA C€ AOCTHraT TEpaleBTHYHM KOHLEHTpaljud Ha uedomnepa3oH B XIbYkara H Ce
Habmonaea camo 2 A0 4 MBbTH NOBHIIEHHE Ha TTOMYXHBOTA (BIOKTE TOYKA 4.2).

O0mu moaoxenns
Kaxro u npH Apyry aHTHOHOTMLH, 1IPH HAKOH NAlJHEHTH, JIEKYBAHM ¢ Hedonepa’oH




HEeIOXpaHBaHE, CHCTOAHHE Ha Mamabcopbums (HamphMep KuCTH4HHa (QuOpo3a) H NALHEHTH Ha
pexHM Ha NPOAL/DKHTEIIHC HHTPABHO3HO XpaHeHe. IIpu Te3n naupeHTH Tpa0Ba a c¢ NpOCyensBa
NpOTPOMOHUHOBOTO BPEME H I CE MpHAAra eK30r¢éHeH BUTAMHH K, KaKTO e 110Ka3aHo.

Kakto » npu apyrd aHTHOHOTHIM, MOKE€ JA3a HACTBHIIM CBPEXPACTEXK Ha PE3HCTCHTHH
MHKPOOPTraHH3MH TIPH NPONDKUTENHA YHoTpeba Ha nedonepasod. [lauuenTure Tpsabea ga 6snat
BHHMATEJHO NPOCIEAABAaHH M0 BpeMe Ha jeucHWeTo. Kakro H NmpH ApyrH MOUIHH CHCTEMHH
CpeicTBa, IO BpPEME HA TPONL/DKMTENHO JieYeHHEe € TMPENophYMTE/IHO A4 ce TMPOBEpABa
TICPHOAWYHO 3a CHCTEMHA OpraHHa JHCYHKIIHA, BKMOUHTEHO Ha Opbpeunara, wepnoapobHara 1
XeMAaTonoeTHYHaTa cucreMa. Toma e OT ocoDeHa B&KHOCT NPH HOBOPOACHHTE, 0COOEHO IIPH
HEOHOCCHHUTE M KEpMadeTaTa.

[Ipy nouTH BCHYKHM aHTHOAKTEPHANHHM CpeACTBa, BKMIOMMTENHO HedomepaszoH ca chobuiaBaHm
CJIYYau Ha quapus, npuyusena or Clostridium difficile (CDAD — nuapus, cespiana ¢ Clostridium
difficile). TexecTra Ha AUApHATA MOXKE A BapHpa OT eKa AHapua A0 dataneH Konut. Jledenuero
¢ aHTHOaKTEpHANIHH MPOAYKTH NpoMeBsA HopManHata (ropa Ha AebenoTo 4epBo KaTo BOJIH JO
ceprxpacrex Ha Clostridium difficile.

Clostridium difficile npowssexkna TokcHHH A ¥ B, xouTo AompHHacAT 3a passuBaHe Ha CDAD.
Xuneprokcun-npoayimpamure aMope Ha Clostridium difficile soasr po nobHmeHa
3a6071€Ba6MOCT H CMBPTHOCT, KaTto Te3n HHpexuMH Morar ca Opaar pedpakrepHn Ha
aHTHMMKpPOOHA Tepamus H MOrar na M3HMcKeaT konekromua. CDAD Tpabsa na ce uMa mpeasHi
NpU BCHYKHM MALMEHTH ¢ AUapHa chnex ynorpeGa Ha aHTHOMOTHK. Heobxoawmo € BHMMaTenHo
CHCMaHe HA aHaMHe3a, Thil Karo ca choOIMAaBaHM CliydaH, PH KOHTO IOABATa HA AHApHA €
HACTBNMIA Clie/ 32 TIOBEeYE OT JRa Mecelia ciell MPIIOKEeHHe Ha AHTHOAKTEpHATHH areHTH,

[MonyueHu ca chpOOINEHHA 32 CIAy4YaH HA CEPHO3SHH KPBBOH3NMBH, BKIIOYHTENHO JICTAIHH, MpH
ynorpeda Ha uedoriepason. PHCKOBH ca T€3H NallMEHTH, KOMTO ca ¢ HEAOXPAHBAHE, CBCTOAHHA HA
ManabcopOiya ¥ NALMEHTH HAa PSXHUM HA NPOTE/HKUTENIHO HHTPABEHO3HO XpaHeHe. TesH NaleHT!
TpalBa Aa ce mpoCIeAABaT 3a MPM3HALI Ha KEPBEHE, TPOMOOLIMTONICHHS M XHIIOTIPOTPOMOHHEMMS,
Lleonepason Tpabea na ce cnpe, ake ce Habmoaaga nepcUcTHpAIN KPBEOH3/IHB, 38 KOHTO He
MOXe Ia ¢¢ HaMepH JApyro obscHeHume.

Ile HYHA ONy]A

Liedonepazon ce mpunara YCrnemiHO NpH MaJKH aena. Todl He e IMHPOKO NpOydYBaH HOpPH
HENOHOCECHH KbPMAYECTa M HOBOpoAeHH fena. ETo 3amo, npean HajHa4aBaHe Ha Tepanus MNpH
HEZIOHOCEHH KbpMadeTa 1 HOBOPOJASHH € HeoOXOIHMO 1a C€ OLIEHH MOTCHIHAIHATA TI0JI38 CIIPAMO
NMOTeHLMANIHUA pUCK (BIDKTE TOYKa 5.3).

[Ipn HOBOpomeHH c XBiTeHmua redonepa3zoH He H3MecTBa OWIHpYOHHa OT MECTaTAa My Ha
CBBP3BaHe C ILIASMEHHTE NPOTEHHH.

Menoued chaspxa 34,4 mg HaTpwmit Ha eauH dnakon ot 1 g u 68,8 mg narpuii Ha equH draxoH
or 2 g. ToBa TpaOBa /1a ce UMa HpeABHA NMPH NALMEHTH Ha JHETA ¢ OTPAHHYCH MIPUEM Ha HAaTpPHi.

4.5 BaanmojelicTBHE ¢ APYTH JIEKAPCTBERH NPOAYKTH H APYrH GopME Ha B3auMoacikcTBRE

AJIKoX0a

[Ipn eaHoBpeMeHeH NpHEM Ha ajkoXoj HIM ymorpedara My 5 JAHH Cled JICYEHUETO €
uedonepazon € CcboOLIaBaHA AUCYMpHpamM-nogoOHA peakUHA, XapaKTepMsHpama ce CbC
3auepBABaHe, U3NOTABaHe, raBobonHe U Taxukapama. [logobHa peakums e choOlfaBaHa H TPH

HAKOM APYrH UedarmoCniopHHH H mauMeHTHTe TpsOBa Ja ObAaT MOCHBETBAHM 3a ONMACHOCTTA OT =

npHeMa Ha aJKoXoJl MO BpeMe Ha JiedeHmero ¢ Uedonepa3oH. [Ipn naimenTure, npH
HEOOXOAMMO H3KYCTBEHO MEPOPANHO U MAPEHTEPAIHO XpaHEHe, N0 BpeMe Ha JICYCHH
na ce H30AreaT pa3TBOPH, KOUTO ChABPIKAT €TAHOI.

B3aamoneiicrBaa ¢ 1afopaTopHn HIC/IENBARAN




Moxe Ja ce NOMYyYH PadlMBO IONOKHUTENIEH Pe3Y/ITAaT OT TECT 3a IMIOK03a B YPHHATA 10 METOJA
Ha beHenukt H PeuHr.

4,6 ©eprraHTeT, OpeMEHHOCT H KhPMEne

bpeMeHHoCT
ITpoReAcHH ¢a penpOAYKTHBHM MPOYYBaHKMA MPH MHIUKH, ITbX0BE H MaliMyHH ¢ 1034 Ao 10 meTH

NO-BHCOKM 103K OT TE3W MPH XOpa, KOUTO HE OTKPHBAT NOKA3ATENCTBA 34 YBPCKAAHE HA
QepTHIHMTETa H HE MOKA3BaT HANWMHIE HA TepaTOr¢HHM cBolicTBa. He ca MpoBex/1aHN CHOTBETHH H
noOpe KOHTPOIHpaHH TIpOYYBaHHA INpH OpeMeHHM XCEHH. Tbhil KaTO pPEnpOAYKTHBHMTE
NPOYUBAHMA NIPH XXKHBOTHH HE BUHArH MIPEACKA3BAT OTIOBOpPa NPH XOpa, TOBA JICKapcTBo Tpabaa Ja
ce M3TIOJI3Ba IO BpeMe Ha OpeMeHHOCT camMo MipH iokazaHa HeoOxoauMocT.

KupMeHe
IlepomepazoH ce eKCKpeTHpa B MAIKH KOJNMMECTBA B KbpMaTa. Brmpexkw de medomepasoH

npeMHHapa c¢nabo B KEpMara, Toii TpadBa za ce npriara ¢ BHUMAHHE NPH XKEHH, KOUTO KBPMAT.
4.7 EdexTn BpXy cnocoOHOCTTA 38 MOodHpane H paboTa ¢ MAMHNH

KnmaHiHUAT onmeT ¢ Hedonepa3oH MOKa3Ba, 4e € MAIKO BEpOSTHO TO# Aa MOB/IHAEe CIIOCOOHOCTTA
HA NaLueHTHTe 32 IWodupane u pabora ¢ MamIMHU,

4.8 HexenaHn JIEKAPCTBEHH peaKIHH

Cacrema Muoro secra Yectn HeqecTH C  mHem3BecTRA
OpPran Kjaac (21/10) (21/100 mo <1/10) (=1/1 000 po | 9ecroTa
<1/100} (ne Moxe na Onae
HANpPaBeHA
OLCHKaA 01
HAIMTHHTE
JAHHN)
Hapyinenusa Ha | IToHmkeH Heytponenus, XunonporpoMon-
KPBETA H | XemornoOus IoaoxuTenHu HEeMHA
auM¢Hara [oxwxeH pe3ynratd oT Tecr
cucTeMa XEMATOKPHT Ha Kymbe,
TpomboupTOnCHNMA,
EosaHogmins
Hapyvmmesns Ha Peaxuuu Ha
MMYHHATa CBPBXYYBCTBHTE!I
CHCTEMA HOCT,
anapunakTouAH"
peaKiuy
(BKTIOUMTENTHO
aHa(PHIAKTHMECH
UIOK)
CraoBH DnedbuT Ha MACTOTO KpbBoH3NuB
HapyweHus | Ha HH(}Yy3HA
CroMaliHo- Hnapus [Toepbinane [TceBpomeMOpa-
YpeBHH HO3€H KOJIUT
HapYIOCHUA
YepHoapoOHu ITopmimesn HHBa Ha
HapyIeHHA acrnaprar
aMUHOTpaHChepasa,
aNaHuH
aMHHOTpaHC(epasa
" aNaHuH




¢pocgarasara
JXBiTeH!Ia
Hapyienna Ha Cupbex Tokcnuen
KOXKaTa U YpTukapus CHHApPOM Ha
NOJKOXHATA Maxynonanmyno3ieH CTHRBHC-
THKaH oOpuB JKOHCBH,
EmvaepmanHa
HEKpPOJIH3a
Obmm bonka Ha
HapylleHHd H MACTOTO Ha
edexTH Ha GpHIOKEHHE
MACTOTO HA Iupexcus
PHJIOKEHHE

Croflapate Ha IONO3WPAHN HEXEIAHH PEaKIHH
Cro0mapaHero Ha NOAO3HPAHH HEXENAHH peakiMM clejl paspemiaBaHe 3a ynorpedba Ha

NIEKAPCTBEHHA TNPOAYKT € BaKHO. ToBa MO3BOJiABa Ja TNPOANDKM HAOMIOACHWETO Ha
CHOTHOUIEHHETO MONza/ PUCK 32 JICKApCTBeHHA MPOAYKT. OT MENHLMHCKUTE CIELMATHCTH Ce
H3MCKBA Aa Cp00INABaT BCAKA TOJO3HPaHA HEXKENaHA peakiius Ype3 HALMOHANHATA CHCTEMA 32
chobInasane:

H3rbTHUTEIBA areHI|A 110 IEKApCTBATA

yi1. ,.Jamau I'pyes™ Ne 8

1303 Codusa

Ten.: +359 2 890 3417

yebcaiir: www.bda.bg

4.9 IIpeaosnpane

CHMITTOMH

JaHAuTe 32 ocTpa TOKCHYHOCT Ha uedonepa3oH ca orpaHM4YeHH. OvaKsa ce IpM fIpeAo3upane Aa
BB3HHKHAT peakiMM MNONOOHH Ha HEXKCEIAHWTE IICKapCTBEHH peakiyMM, HabmoJaBaHH npd
HOPMAJIHO MPHJIOKEHHE, HO TIO-CHWIHO nipoABeHH. Tpabea ma ce B3eMe NOx BHUMaHUE QaKThT, 96
BHCOKHTE KOHIIEHTpaunn Ha OeTa-naxTaMHHTe aHTHOHOTHLH B mHepeOpocnHMHamHATA TEYHOCT
MOTAT Ja NPESAM3BAKAT HEBPOIOrHUHH edeKTH H JIa NOTEHUMHPAT MIOABATA Ha I'bpIOBE.

Opnanapan¢ Ha CHMIITOMMTE

Twif xaro uedonepaloH ce OTCTPAHABA OT LHPKYJIALMATA NPH XCMOAHAIH3A, Ta3H MpoLeaypa
MOXKE Aa € H3MOMI3Ba, 34 /I3 C& YCKOPH eJIMMHHAPAHETO Ha JICKAPCTBEHHA NPOOYKT OT OpraHM3Ma
B C/Tyqaii Ha npeao3rpane NPy HAKOH MAHEHTH ¢ yBpeaeHa ObOpeuHa pyHrums.

5, ®DAPMAKOJIOTHYHHA CBOUCTBA

5.1 PapmMaKoIHEAMHYINH CBONCTBA

dapMakoTepaneBTHYHA TrpyNa: Apyrd OeTanakraMH¥ aHTMOAKTEpUANHH CpeACTBa, TPETA
redepauna uedanocoopunn; ATC kxoa; JO1DD12

Bakrepumipanure edektd Ha nedomnepazon ce ABDKAT Ha HHXHOMpaHETO HAa CHHTEsa Ha
GakTepuannara KiersuHa creHa. LedonepasoH e in vitro akTHBeH CnpsAMO ToisaM Opoii KIHHHYHO
3HAYMMH MHKPOOPraHM3MH M e PE3UCTEHTeH Ha pasrpaxaamoTo AckicreMe Ha peanua Oera-
naKraMazi. YyBCTBUTENHUTE OPraH3IMH BKIIIOYBAT:

I'paM-nonokuTe NN OakTepHn

Staphylococcus aureus (TeHHIANA3a-TIPOAYLHPAIIH H IICHUIIHIa3a-HEMPOXYLIHPAIH
Staphylococcus epidermidis,

Streptococcus pneumoniae (npepuiueH Diplococcus pneumoniae),.

Streptococcus pyogenes (rpyna A OeTa-XxeMOIMTHYHH CTPENTOKOKH),




Streptococcus agalactiae (rpyna B 6eTa-xeMONHTHYHH CTPENITOKOKH),
Streptococcus faecalis (enterococcus)
Beta haemolitic streptococci

I'pam-oTpEnarennu 6aKTepns

Escherichia coli,

Klebsiella spp.,

Enterobacter spp.,

Citrobacter spp.,

Haemophilis influenzae,

Proteus mirabilis,

Proteus vulgaris,

Morganella morganii (npepuieH Proteus morganii),
Providencia rettgeri (npenvinen Proteus retigeri),
Providencia spp.,

Serratia species (BKMOUUTENHO U Serratia marcescens)
Salmonela spp. u Shigella spp.,

Pseudomonas aeruginosa v HAKOH ApyTH mamMore Pseudomonas,
Acinotobacter calcoaceticus,

Neisseria gonorrhoeae,

Neisseria meningitidis,

Bordetella pertussis,

Yersinia enterocolitica.

AHaepoOan 6axTepun

["'pam-nionoxwrentn 1 ['pam-oTpHnarenHy Koku (B ToBa YMcno Pepiococcus, Peptosteptococcus u
Veillonela spp.) |

I'pam-nonoxuressny bawmy (B Toa uncio Clostridium spp., Eubacterium w Lactobacillus spp.).
I'paM-oTpruaTennu GaumnM (B ToBa umcio Fusobacterium spp., MHOTO 1amMoBe Bacteroides
fragilis n npyru miamoee Bacteroides spp).

5.2. PapMaKOKHEETHIHH cBOlicTBR

Abcopbius

Crnen eAHOXpaTHO NMPHICKEHHS Hedonepa3oH AOCTHIa BUCOKHY KOHLCHTPALWH B AUIBYHHA CEPYM
W ypuHata. Tabmupa 1 nokassa CepyMHMTE KOHUEHTpaUMM Ha UedonepasoH npH 3ApaBH
AOOpOBOMW KAKTO CNEA eNHOKPATHA MHTPABEHO3HA HMHQY3HA ¢ NOCTOAHHA CKOPOCT C
IPOABIDKHTETHOCT 15 MUHYTH Ha 1 2,2 2, 3 g2 H 4 g OT NEKapCTBOTO, TAKA H CNel €HOKPATHA
MHTPaMYCKYJIHa HHDKEKITMA Ha 1 g U 2 g OT IeKapCTBOTO.

ITpobeneunn He NOBNHABA CEPYMHHTE KOHLICHTPAUMH Ha IedonepasoH.

Tabauna 1 CepyMus KORIEHTPANHE BHa ueponepaon

Cpenu cepyMHH KOHLIEHTpauHH (ug / mi)

Hosza/ Iier | OF 0,5 yaca | 1 uac 2 yaca 4 yaca 8 yaca 12 gaca

Ha

BbBEXKIAHE

1 giv. 153 114 73 38 16 4

2giv. 252 153 114 70 32 8
3giwv, 340 210 142 89 41 9

4gi.v. 506 325 251 161 71 19

lgim 3%k 52 65 57 33 7

2 gim. 40** 69 93 97 58 14
*UacoBe cnex mnpwioxeHpe, BpeMe (0 ce H3UMCIABAa KaTO MOMEHTA Ha
MH(Y3HATA.

**CroiiHocTHTe, YCTAHOBEHH 15 MUHYTH Clie[l HIDKEKTHpaHe.




Pas eJIcHue
Cpennuar cepyMeH NONYKHBOT Ha nedonepazoH e MpHOAH3KMTENHO 2 Yaca, He3aBHCHMO OT ITHTA
Ha BBBEXIAHE.

1ledonepa3on AOCTHUFa TEPANICBTHYHA HMBA BbB BCHYKH IPOYYEHM THKaHH M TEECHH TSYHOCTH.
Mexay mocjieAHHTE Ca acuUMTHa W LepeOpo-CMHANHA TeqyHOCT (NPH MALMEeHTH ¢ BbH3NaICHH
MEHWHIH), YPHMHA, XKITBYKA H CTEHA HA MUTBYHMA MeXYp, Xpauka u 64n apod, HeOHa ToH3WIA M
CHHYCHA JIHTaBH4HA MeMOpaHa, yx0 Ha npeacbpauero, O0ndpelm, yperep, NMpocTaTa, TECTHCH,
MaTKa M anonresH TprOH, KOCTH, THITHA BPBE H AMHAOTHYHA TEYHOCT.

EnnmM ¢

IedonepasoH ce exCKpeTHpa KaKTo B ypHHATA, TAKA K B 3UThUKaTa. MakcHManHH KOHLEHTPAIHH
B KIBYKaTa C¢ JOCTHraT ODMKHOBEHO MEXIy IThPBHA M TPETHA 4Yac ClcJ[ MPHIOKEHHE Ha
JIEKAPCTBOTO W HANBHINABAT KOHKYPEHTHWTE CEpPyMHM KOHLIEHTpalHm ¢ Ao okono 100 metH
CrobmaBatnre KOHUSHTPAUHH Ha HedoriepasoH B *rpukara BapupaT or 66 mcg/ml na 30-ta
muHyTa 10 6000 mcg/ml Ha 3-TrA wac cien MHTpaBeHO3Ha OONYCHA HEDKCKUHMA HA 2 g NpH
HAUMEHTH ¢ 00CTpYKIUA HA XTHYHHA TPAKT.

Crnex pazHoo6pasHH 1034 M ITHTHIIA Ha BEBEKIAHE CPEAHOTO KOAHYECTRO HeonepasloH, KOETo ce
eKCKpeTHpa B YPHHATA TIpH cy0exTH ¢ HopManHa 6p0peuHa ¢yHKIma B paMKuTE HA 12-4acoBHA
MHTEpBaJl BapHpa cpenHo Mexay 20-30% ot npunoxkenara no3a. Cex 15-MuHyTHa HHQY3HA Ha 2
g B YPUHATA Ce OTKPHBAT KOHNeHTpauy Hag 2200 meg/ml. Cnen HHTPAMYCKYNHO MIDKEKTHpaHe
Ha 2 g B YPUHATA ¢a OTYETEHH IMKOBY KOHLIeHTpauuH npudmsurenno 1000 meg/ml.

Cnen MHOTOKpaTHO A03HpaHe ¢ LedonepazoH NpH 3ApaBH CyOEKTH HE € HACTHIMIO AKYMY/THPAHE
Ha JICKAPCTBOTO.

Yeproapobua aachpyaxnng
ITpy nauueHTH ¢ yepHoapoOHa JHCHYHKIMA CEPYMHHAT [IONY>KMBOT C€ YIBJIKABA, a EKCKpeLMaTa
C ypHHaTa ce yeenudapa. [Ipu naiuenTH ¢ kombuHMpano 6uOpeuHO U YepHOAPOOHO yBpEKIaHe

uedonepasoH MOXKe a & aKyMYJIHpa B CepyMa.

buOpeuna anchyaxnnsn
[IuxoBuTe cepymHm koHueHTpamud, AUC M CcepyMHHAT NOMY>KHBOT Ca CXOAHM NPH 3/paBH
cy0OexTH U nauueHTH ¢ 60pedHO yBpeKnaHe.

5.3. lIpeaxnuanann jannu 3a GezonacHocT

Hexxenann edextd Ha nedonepazoH ca HaAOMOAABAHN NPH M3CIEABAHN [LTHXOBE Npean Mybdeprera
BB BCHYKH M3cheABaHn no3u. [lonkoxHo npunoxkenne Ha 1000 mg/kg anesno (npubnmsurenso
16 neTH CcpegnaTra A03a NMpH BBIPACTHM XOpa) BOAM AO MOHWXKEHO TECTHKYIAPHO TErno,
OPEeKsCBaHE HA CNEPMATOTCHE3aTa; HAMAJIeHa FbCTOTA HA CEMEHHRUTE KIETKH M BAKYOJNU3AlHA HA
UMTOIVIa3MaTa Ha KneTtkute Ha Cepronn. TexecTra Ha ne3unTe € H0303aBHCHMA B JHANa3ona or
100 xo 1000 mg/kg nneBHo. HUuckm Ro3m BOAAT O JACKO NOHIDKEHHME HA CHepMATOLMTHTE. To3u
eexT He e HaOmOJaBaH nNpy BB3pPacTHH ITbXoBe. OOpaTHMM XHCTONOrMUYHH IPOMEHM Ca
Ha0/M0AaBaHH [TpH BCHUKH J03H ¢ H3KTIOUCHHE Ha BHCOKHTE J03H. TesH npoyypaHud He oLleHasaT
NOCMeNBAllOTO pa3BHTHE HA PENPOMYKTUBHATA (YHKUMA NpH IIEXOBeTe. 3HAYCHHETO HA Te3H
HAXOJKH IMPH XOPATa HE € H3BECTHO.

6. DPAPMAIEBTHYHA JAHHH

6.1. CnucuprKk HA NOMOIIHATE BEMECTBA

Hawma.

6.2. HechBMeCTHMOCTH




AMHHOITTAKO3HAH

Pazteopure Ha uedonepazoH H aMHHOTIIMKO3WAM He TpsibBa Ja & CMEeCBAT AMPEKTHO, Thil KaTo
MEXAY TAX CBIOECTBYBA (HM3HKO-XMMHUYHA HECHBMECTHMOCT. AKO C€¢ ILIaHUpa JICUEHHE C
nedonepas’oH M ¢ aMAHOIIIMKo3HO (BiDKTe TOouka 4.1), ToBa MOXKe Ja C€ MNOCTHTHE €
MOC/IEAOBATENHA KPATKOTpAaiHA WHTPaBeHO3Ha MH(Y3MA, NpH NONOKEHHE, 9 Ce H3IION3BA
OTACNHA BTOPHYHA HHTPABeHO3HA CHCTEMa, a ITHPBUYHATA MHTPABEHO3HA CHCTEMa C€ IIPOMHE
CTApaTeNIHO ¢ OOCOpeN pa3TBOpHTEN MeKAy mosute. [Ipenoprusa ce chio Taka nedonepasoH oa
6Be NpuIoKeH Mpeali aAMHHOITINKO3UA.

6.3. Cpok Ba rognocr

2 ronviHY
CnegHume napeHTEpalHH pa3peiauTeld ¥ IPUOITHIMTEIHA KOHIICHTpALY Ha uedonepa3on Aapar
cTAOHIHH PASTBOPH NPH CICOHUTE YCJIOBHSA 34 YKA3aHUTE NIEPHOAH OT BpeMe.

Konrponspana craliHa temnepatrypa (15-25°C) 3a 24 vaca (cinel yKa3aHHTe NMEPHOTH OT BpeMe
HEeH3IIOJI3BAHHTE KOJTHUECTRA OT PasTBOPHTE TPAORa Aa C& HIXBBPJIAT).

PazTBOpH Hpudaa3nTeHE KOHUCHTPANHRA
BaKTepHOCTATHYHA BOJA 38 HIDKEKITHH 300 mg/ml

5% rmokosa 2 mg no 50 mg/ ml
5% rmoko3a B PHHIEp AaKTaT 2 mg ao 50 mg/ ml
5% rmokoaa B 0,9% HaTpues XJI0pua 2 mg no 50 mg/ ml
5% rmoko3a B (,2% HaTpHeB XJIOpHA 2 mg 10 50 mg/ ml
10% rmokosa 2 mg o 50 mg/ ml
Punrep naxrat 2 mg/ ml

0,5% IHI0KauHOB XHAPOXJIOPHA 300 mg/ ml

0,9 HaTpueB XJIOpH] 2 mg g0 300 mg/ mi
Hopmoson M 1 5% rinoxosa 2 mg o 50 mg/ ml
Hopmoson R 2 mg no 50 mg/ ml
CrepuiHa BOJa 32 HHXCKIUMH 300 mg/ ml

[IpuroreenyTe pasTROpHU Ha LedonepasoH MOTAT Aa C€ CEXPAHABAT B CTHKICHH HWIH IIACTMACOBH
CIIPHHIIOBKY WM B CTHKJICHH HJIH MEKM IUTACTMACOBH KOHTEHHEPHM 3a NapeHTEepAIHH PAsTBOPH B

OPOABDKCHHE HA 5 DM B XnaguiHuK (2-8°C).

Pasreopn IIpaGan3aTelHE KOBREHTPALHE
baKkTepHOCTaTHYHA BOJA 34 HHIKEKLHH 300 mg/ml

5% rmokosa 2 mg g0 50 mg/ ml

5% rmoxosa B 0,9% naTpHeB Xaopua 2 mg xo 50 mg/ ml

5% rmoxo3a 8 0,2% HaTpHeB XJI0pHI 2 mg 1o 50 mg/ ml

PHHrep IAKTAT 2 mg/ mi

0,5% MHAoKaHHOB XHAPOXIOPHA 300 mg/ ml

0,9 HaTpueB XJOPHA 2 mg ao 300 mg/ ml

Hopmoson M 1 5% nmoko3a 2 mg a0 50 mg/ ml

Hopmoson R 2 mg no 50 mg/ ml

CTepu/iHa BOAA 38 MHKEKLHH

300 mg/ ml

[MpurorseHuTE pazTBOPH Ha LEGONEPAIOH MOTAT A4 C€ CHXPAHABAT B CTHKACHH HIH MIACTMACOBH
CHPHHLIOBKH MM B CTHKIIEHH WIM MEKH TNACTMACOBH KOHTEHHEPH 3a NapeHTepanHH pasTBOpH B

NpoABLDKCHUE Ha 3 ceAMHLM BBB (pmsep (-20 go -10°C).

Pasrsoph [IpuGaAR3RTEIHA KORNEHTPAKHE
5% rmokosa 50 mg/ ml

5% rmoko3a B 0,9% HATPHEB XJIOpHN 2 mg/ ml i
5% rmokosa B 0,2% HATpHEB XJIOPHL 2 mg/ ml




5 ceqmmu
0,9 HaTpues XJ1OpHa 300 mg/ ml
CrepriHa BOJA 32 MHKECKLHH 300 mg/ ml

IIpuroTBeHuTe pasTBOpH Ha Ledonepa’oH MOraT Ja ce€ ChXpaHABAT B IUIACTMACOBH CIIPHHIIOBKH
HIH B MEKH I1IACTMACOBH KOHTEHHEPH 32 NapeHTepaHi PasTBOPH.

3aMpazeHuTe pasTBOpd TpAOBA Aa ce pasMpasfBaT NpPH CTAiiHA TeMmeparypa mpean ynorpeda.
Crea pa3Mpa3dBaHe HeH3IION3BAHATA YacT TpAORa Aa ce u3xBLpiH. Jla He ce 3ampa3siBa NOBTOPHO.

6.4. Conenna/Hu yCJIOBHA HA ChXpaAaHCHHE

Na ce cexpangpa noj 25°C B OpMIHHATHATA OTIAKOBKA.
3a yCJIOBHATA Ha CHXPAaHEHHE CJIe]l pa3TBapAHE Ha JIEKAPCTBEHUA NMPOAYKT BHKTE TO4KA 6.3,

6.5. Bua H cpaAbpikande HA ONAKOBKATA

besusetHu ¢rakoHM oT ¢TRKIO THN I ¢ obem 20 ml, 3apeyaTaHd ¢ TyMEHa 3amylIanka H
anyMuHHEBa o0KaTka. Beexu duraxoH chaepka 1 g wm 2 g nedonepaloH karo medoriepasoH
HATPHM.

Hann4HHe ca KapToHeHH KyTHH, csabpxainy 10 1 100 ¢nakona.
He BCHYKH BHIOOBE OMAKOBKH MOI'aT Ja OBAAT MyCHATH B npojaxOa.

6.6. CoenpajBH npeanasin MEpKH OPH HIXBLpaAsHE H paboTa

HHTpaBeHO3HO NPRIOKEHAE

dnakoHUTE ChC CTEPHIEH Mpax LedonepasoH MOXe ITBPBOHAYAIHO ia ¢& Pa3TBOPAT ¢ MUHHMYM
2,8 ml Ha rpamM uegonepasoH OT KoHT0O WM aa OWIO OT CHLBMECTHMHTE, IOAXOAZINH 3a
HHTPABEHO3HO TIPHIOKEHHE pasTBOpuTenH, H3Opoenn B Tabmupma 2 mo-momy. 3a 10-J1eCHO
NPUTOTBAHE €€ TIPENOpbYBA MBNON3BAHETO Ha 5 ml CBLBMECTHM Ppa3TBOPHTEN Ha TpaM
1edonepaszoH.

Tabmuna 2. Pa3TRopy 3a Ha4alIHO NPUTOTBAHE

3% rnoKo3a

10% rmoko3a

5% rmoxosa B 0,9% HaTpHeB XJI0pHA

0,9% HaTpHeB XI0pHA

Hopmoszon M u 5% rmokosa

5% rmoxoza B 0,2% HaTpHER XJIIOPHA

Hopmo3zon R

CrepiinHa Bona 3a HIDKEKLMH

i B ARl e

Cnel ToBa LIAJIOTO KOJMYECTBO OT MOTYYCHUS Pa3TBOP CE paspeikia 3a NpHIoKeHHe ¢ HAKOe OT
CpaJcTBaTa 32 HHTpaBeHO3HA HH}Y3M, n30poenu B Tabnuna 3 no-pouy.
TaGnutia 3. Bexukymymu 32 HRTPaseHO3HA HHQY3HA
1. 5% rmokosa
10% rmoko3sa
5% raroko3a B PHHrep nakrart
Punrep naxrar
(,9% nHarpueB xnopun
5% rmokoza B 0,9% HaTpueB Xnopua
Hopmo3zon M u 5% raroxosa
Hopmozon R
3% rmoko3a B 0,2% HaTpHEB XIOpHA

000 O AW

HuarpaMycxy/IH0 NPRJIOKeHHE




CrepunHaTa BOAZ 32 HIDKCKUHH HIH GaKTEpPHOCTATMYHATA BOAA 33 MHXXEKIHM MoraT Aa OBjar
H3MO0N3BaHY 34 IPHTOTBAHE Ha PasTBOP Ha Uedoepason 3a HHTPaMycKyaHo npwioxkenue. Koraro
TpaOBa a ce BHBEXIAT KOHLEHTpammH or 250 mg/ml win no-ronemH, Tpabea na ce MIMON3BA
pa3TBOpP Ha NHAoKauH. Tesn pa3TBopK TpAOBa fa ¢ NPHIOTBAT KaTo CE H3NON3Ba KOMOHHALMA OT
CTEPHNIHA BOJIA 38 MIDKEKIMHM H 2% JIMAOKAWHOB XHAPOXIJIOpHJl, Koero ¢ mpubmmsurendo 0,5%
pa3TBOp Ha IHAOKAWHOB XHAPOXJAOPH.

IlpenopruBa ce paspexAaHeTo hNa Ce M3BBPIOH HAa ABA eTana, KaKTo CleABa: IMbpBO: MpHOapeTe
HeOGXO0UMOTO KOJHYECTBO CTEPHIHA BOAA 38 HIMKEKUHMH H pa3kjiareTe (MIAKOHA JOKATO NPaXbT
uedonepazoH ce pa3TBOPH HATKIHO; BYOPO: npubaBere HeoOX0QHMOTO KOMHUECTBO 2% MHAOKAHH
M pasKiaTere.

Kpaitua Crbiika | Cronka 2 KomiuecTBo, KOeTo
KOHUeHTpauus Ha | KommecTso Komuuecteo MOXE Aa  ce
HedionepazoH CTepuiHa BoAa 3a | 2% mpoxamH | M3TerM*
HHKEKLIMH
l1g | 250 mg/ mi 2,6 ml 0,9 ml 4,0 m)
333 ml/ml 1,8 ml 0,6 ml 3,0ml

*BoB (hnakoHa ce CHABPAKA AOCTATHYHO JOMBIHUTENIHO KOJHYECTBO OT JIEKaPCTBEHOTO BEIIECTRO,
32 fla MOXE 1A ¢€ H3TEINAT H MPHJIOKAT MOCOMESHHTE KOJIMYSCTRA.

Henznon3saHuAT NeKapcTBeH TMPOAYKT MM OTNaAbYHHTE MaTepHanu oT Hero TpabBa ja ce
H3XBBPJIAT B CHOTBETCTBHE ¢ MECTHUTE M3HCKBAHHUA.

7. IPHTEXATEA HA PASPEIIEHHETO 3A YHOTPEBA
Medochemie Ltd;, 1-10 Constantinoupoleos str., 3011 Limassol, Knnbp

8. HOMEP(A) HA PASPEINEHHRETO 3A YTIIOTPEBA

Menoued 1 g
Per. Ne;:20050001

Menoued 2 g
Per.Ne: 20050002

9. JATA HA ITHPBO PA3PEHNIABAHE/ IONHOBSABAHE HA PA3SPENIEHHETO 3A
YIIOTPEBA

Harta Ha IrspBO paspemanane: 05 anyapu 2005 r.
ata Ha nocaexuo nogHosasane: 04 Hoemepn 2010 r,

10. TATA HA AKTYAJIUIAPAHE HA TEKCTA

11/2016




