KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. AME HA JIEKAPCTBEHUS MPOAYKT

Avo 1o 0o// Ol
Menoued 1 g npax 3a HHKEKILIMOHEH Pa3TBOP

Medocef 1 g powder for solution for injection /2 Z / k7 /L. T 16

Menoued 2 g npax 3a HHKEKUHOHEH Pa3TBOP 25 01, 201
Medocef 2 g powder for solution for injection

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Bceku ¢nakoH chabpka 1 g unm 2 g uedonepaszoH (cefoperazone) karo nedonepasoH HaTpUi
(cefoperazone sodium).

[IoMOLIHO BEIECTBO C U3BECTHO ICHCTBUE: HATPUIA.
Bceku ¢nakon ot 1 g cpabpxka 34,4 mg HaTpHii.

Bceku ¢nakon ot 2 g ceabpxka 68,8 mg HaTpmii.

3a MbJIHUA CITUCHK HA MOMOILHHTE BEILLECTBA BHKTE TOYKa 6.1.
3. JEKAPCTBEHA ®OPMA

[Ipax 3a MH)KEKLIMOHEH pa3TBOP.
bsn 10 cBETIO XKBAT XUIrPOCKONMUYEH Ipax.

4. KIMHUYHU JAHHUA
4.1 TepaneBTHYHH NOKA3AHHS

MosnoTepanus

LledonepasoH e nokazaH 3a JieueHHe Ha CJieIHUTE HHDEKLIMH, IPUYUHEHH OT YYBCTBHUTEIHH KbM
HEI'o MHRPOOPF&HHBMHZ

HUHpexkumu Ha 1uXaTeTHUTe MbTUILA (TOPHHU U 10JTHH);

HUHpexumuu Ha NMKOYHUTE MbTHINA (TOPHU M JIOJIHH);

[lepHTOHMT, XOJNIELIMCTHT, XOJIAHTHT U APYrH HHTpaabIOMUHAIHK HH(EKLMY,;
CenTuuemus;

MeHHUHrHT;

HUHdekumn Ha KoXKaTa U MEKHTE ThKaHH;

HMudexuum Ha KOCTUTE W CTABUTE;

Ta3oBo-Bp3nanureniHa Gonect, eHAOMETPUT, FOHOpes W APYrd MHPEKLUHMH Ha TeHUTAITHHA
TPAKT.

IIpoduaakTuka

[ledonepason moxe na OGbae mokasaH 3a npodMIAKTHKAa HAa MOCTONEPAaTHBHH HH(EKLMHM TNpH
MAaLMEeHTH, MOMJIOKEHH HAa KOPEMHHM, TMHEKOJIOTMYHH, CbpPACYHO-CHAOBH H OpTONEIAMYHH
OTEepaLyH.

KomOuaupana repanus
[lopagy mMpOKHs CIEKTHP Ha aKTMBHOCT Ha 1iedonepa3oH, nopevyero HHGpEKUHH Morat aa Obaar
JIEKYBaHM a[eKBaTHO CaMO C TO3W aHTHOMOTMK. Bbnpeku ToBa, uedonepasoH Moxe na Obae
MpHaarad B KOMOMHALMs C ApYrd aHTHOMOTHIIM, KOraTo TakMuBa KOMOMHALMM ca Mo
TpsOBa na ce npuiara eIHOBPEMEHHO C AMMHOTJIMKO3HU, TO M0 BPEME HA JICYEHH
MOHHUTOpHpa ObOpeuyHara pyHKuMs (BHXKTE TOYKA 6.2).

4.2 103MpOBKA H HAYHH HA NPHIOKEHHE



EOBH@BK&

Buvapacmuu

O6wwativara fo3a Ha Hedonepa’on nNpy BB3pacTHHU € 2 A0 4 g AHERHO, pasAelieHd Ha PaBHH 103M
H TipMarasa Ha Bcekd 12 waca. IIpu Texxkn wndekuun AHEBHATA 1032 MOXKE Ja Oble nopHineHa
Ao obmo 8 g nHeBHO, NMPHIOKEHH KAaTo ABE PAaBHO pa3JiefleHH RO3H HAa BCEKH [2 daca.
IprnoxeHuero na 12 g AHeBHO, pasAesneHH Ha paBHH RO3# npe3 8 Yaca, KaKToO H NMPHIOKEHHETO
1o 16 g IHEBHO, pasfeliEeHH B PABHH JIO3H, HE € J0BEN0 N0 YeaoxHeHus, JleueHHeTo Moxe 1a Obae
3aMOYHATC M OPENH Ja Ca NOMYUECHH pe3yTaTHTe 34 YYBCTBUTEIHOCT Ha MPHYMHHTEN.

[IpenopeunTennata go3a 3a jJeYeHHe Ha HeyCioXKHEH rOHOKOKOB yperpuT € 500 mg, npunoxeHH
€HOKPATHO HHTPaMYCKYJTHO.

JlekapcTBOTO TpabGBa /ia Cce mpHiara OBI00KO MYCKYJIHO B ronsmMa MYCKYJIHA MacCa OT rojemus
CeJIANTHIIEH MYCKYN HJIM NPENHATA YacT Ha SeapoTo.

Yepnoopobua ouchynxyun

Moxe 1a e HeoOXOAMMa KOPEKIMA HA J103aTa B CIyYad HA TEXKA XXThYHA OOCTPYKIIMA, TEXKO
4eprOAPOOHO 3abonsBaHe Win CEITETCTBAA OLOpeuHa HeaocTaTbunOCT. B TE3M Cimyvam Ao3ata
HE TpAOBa fNa HaJBUINABA 2 g THEBHO 0e3 CTPUKTHO NPOC/ISAIBAHE HA CepYMHHMTE KOHLIEHTPALHH.

Bvopeuna cuchyurnyus

Twit xaro 6nOpeuHaTa eKcKpellMd He € OCHOBHHMA NMLT Ha €IHMHHHpaHe Ha ledorepas’oH oOT
OprasH3Ma, NpH NauMeHTH ¢ OB0peuHa HeAOCTATEYHOCT He € HeoOXoOMMa KOpeKlHA Ha J103aTa,
KOraTo ce npuiarar obukaiinure zosu (2 — 4 g aHeBHo). 1IpH naukeHTH, MPH KOUTO CKOPOCTTA Ha
riyMepynHaTta ¢urrpaiiis € no-Hucka ot 18 ml/min Wi npu KOWTO CEPYMHHAT KPECATHHHH € ITO0-
BUCOK OT 3,5 mg/dl, MmakcMannara nosa nedonepaszoH Tpadea aa Onvae 4 g IHEBHO.

CepyMHHAT nomy:xuBOT Ha ucdonepa’oH HaMmanigBa cnabo npn xemomHaau3a. ETo 3auio
CHOTBETHATA [03a TPAOBA Aa ce ILIAHMpa 33 BbBeXKAAHE CJIel AHATH3HATA OpoLeaypa.

HYeproopobna u conemememya bvbpeyna ouchynryun

[Ipu maumenTH M ¢ yepHOAPOGHA AHCYHKLMSA, H CBC CBHITBTCTRAINO GBGpeuHO yBpexknaHe Tpabea
A3 C& MOHWTOPMPAT CEPYMHMTE KOHLEHTpPalMA Ha Ledonepa3od W MpH HEOOXOAHMOCT A03aTa
TpabBa na ce Kopurupa. B Te3sm cimydam nosara He TpAOBa Oa HaaBMIIaBa 2 g JHeBHO Oe3
BHHUMATEJIHO a2 ¢€ MOHHTOPHPAT CEPYMHHTE KOHLICHTPALHH.

Ileduampuuna nonyrayun

[Ipn kepMaveTra B aeua TpaOBa na Opaat papand or 50 go 200 mg/kg uedonepaioH AHEBHO,
pa3neneHyl Ha paBHM N03¥ Ha BeekH 8 A0 12 waca. MakcHManHara Do3a ne Tpabsa Aa HAABHINABA
12 g npHeBHO (BHXKTE TOUKA 4.4).

IIpunoowcenye npu nosopodenu
Ilpn HOBOpOAEHH Ha BB3PACT Mo-Manka oT 8 AHH, TekapcTeoTo TpAOBa Aa ce Mmpunara Ha Bcexku 12
Haca.

HauyuH Ha npuioXkeHHe
JlexapCTBEeHHAT NPOAYKT € MpeaHa3Ha4YeH 3a HHTPABEHO3HO WIH HHTPaMYCKYJIHO MPHIIOKEHHE.

Humpaeeno3no npunoxcenue npu 8b3pacmuu i 0eya
3a kpaTKoTpaiiHa MHTPaBeHO3HA WHGY3HA Beeku (iakoH oT 1 g wim 2 g uedonepascH TpaOBa Ja
Obae pasreaped B 20 no 100 ml ceeMecTiM naTpAREHO3€EH pasTBOP K Ja ce BIHBA 34 oaor 15

nobaeaT He nosede or 20 ml kpM PpaakoHa.



3a NpoabIDKATENHA HHTPABEHO3HA HHDY3HA BeekM rpaM nedonepalon Tpsdpa Ja ce pasTBOPH B 5
ml crepHIHA BOJA 38 HEDKCKLMH HTH B 0aKTepHOCTaTHWHA BOAA 33 MIDKEKUMK ¥ PA3TBOPLT A4 Ce
nO0aBH KbM NMOAXOAAL HHTPABEHO3EH pa3peaHTell.

3a IMPEKTHO MHTPABEHOZHO HIKEKTHpaHe, MaKCHMaJTHATa Jo3a Liedonepa3or TpsOBa aa oOwae 2 g
NpH NPWIOKEHHE Ha Br3pacTHH M 50 mg/kg npu npunoxerue Ha nena. Jlexapersoro Tpsbea na
Gbne pasTBOPEHO B MIOAXOAALI Pa3peAnTe, 3a a C& MOMYYH KpaiiHa KoHUeHTpauys oT 100 mg/mli,
H Ja Ce fipANara 3a Neproa He No-MAJIKo OT 3 JI0 5 MHHYTH.

3a aHTMOHOTHHHA NpOdQHNAKTHKA IPH XAPYpruyHy npouedypn, 1 g win 2 g tpabsa na Onaar
MPHIOKEHH HHTpaBeHO3HO 30 a0 90 MHHYTH Npeny HAuANOTO Ha onepauyara. Jo3ata moxke na
OBJe noBTapAHa Ha BCeKH 12 yaca B paMKHTe Ha He NO-IBAro B NoBedeTo cnyqay or 24 vaca. [lpu
orepalHH, NpH KOHTO € H3BECTHO, Y€ YeCTOTATA HA HHQEKUMHTE ¢ MOBHIICHA (HApHMEp
onepauusa Ha ne6enoTo 4epro), WM NpPH KOHTO NOfBaTa Ha HH(eKkMH MOXe na 6bae ocodeHo
oracHa (HanpHAMep omepallHa Ha CHPLETO WIH NpPOTE3Ha apTpOIUIacTHKA), NpOQHIAKTHYHOTO
NPHIOKEHHE Ha LeponepazoH Moxke Aa ObAe mpoAB/DKEHO A0 72 vaca ciied NPUKTIOYBAHE Ha
ONCPALMATA.

3a HHCTPYKUMM OTHOCHO NPWIOTBAHETO H pPa3perkAaHeTO Ha NCKAPCTBEHHA MNPORYKT NpeaM
ynotpeba, pikTe ToOuKa 6.6,

4.3 IlporaBonoxasanng

CBpPBEXYYBCTBHTETHOCT KbM AKTHBHOTO BEIECTBO WIH KbM HAKOE OT NOMOINHHTE BELISCTBA,
H30poeHH B Touka 6.1, AWK KM LedaToCTIOPHHOBH aHTHOHOTHILH.

4.4 Cnennannn npeaynpexienns H UpeJNa3HH MEPKH 33 ynorpeba

CBpPLXUYBCTBATEAROCT

[Ipy naumeHTH, KOMTO nNONydYaear OeTa-AaxTaMBy MM 1e(anoCTOPUHOBH aWMTHOMOTHLM,
BIJTIOYHTENHO liedonepaloH ca cHOOMABAHW CEepHO3HYU, a4 MOHAKOra W QATAIHM peakuuy Ha
CBPBXUYBCTBHTENHOCT (aHapumakTHYHH peakupi). Te3H peakuiH ca No-BepOATHH NPH MALMEHTH,
KOHTO HMAaT NPeAXOAHH NPOABH H2 PEAKLMH Ha CBPBXYYBCTBHTENHOCT KEM PasIHYHH aJICPTeHM.

IIpenn HasHauaBaHe Ha JieveHMe ¢ liedonepazoH TpAOBa Aa ¢e CHeMe INaTejHa AHAMHE3a, 34 JIa ¢
OTMPEASNH AW DNALKEHTET € HMaJ MNPeJLIcCTBAl PEAKUHH Ha CBPBXYYBCTBHTENIHOCT KBM
nedanocnopiiy, NEHWIMNMHAA U APYTH NeKapCTBeHH NpoAykTH. To3w mpoaykr Tpsabsa za ce
Ha3Ha4aBa ¢ TOBMINEGHO BHUMAHWE MPH NAUMEHTH CbC MYBCTBHTENHOCT KbM NEHHIWIHHHM.
AHTHOHOTHIIHTE TPAOBA a CE HAIHAYABAT ¢ BHMMAHME MPH NANMEHTH, KOWTO HOKa3BaT HAKAKBA
(hopMa Ha aneprud, oco6eHO KLM IEKAPCTBA.

Ilpn mosBa Ha anepruvHa peaknMs, JeKapcTBOoTO TpAOBa fa Obae CHPAHO H Ja C€ Ha3sHauH
NoAxoAAWo JieueHHe. CepHo3HUTE aHaDMIAKTHYHH pPeaKIMH M3HCKBAT He3a0aBHO CrEINHO
NPHIOKECHHE HA afipeHanHH. AKO € NMOKa3aHo, TpAOBa Aa ce MPHIOKAT KHCIIOPOAd, HHTPABEHO3HH
CTEPOVAN ¥ KOHTPON Ha JUXATETHHTE ITHTHILA, BKNIOYHTETHO HATYDauA.

Yepuoapobua yachynxnns
[ledonepazon OCHOBRHO C€ €KCKPETHpPA upe3 MOTLYKATa. IIpM DALMEHTH ¢ 4epHOAPOOHO
3abonsBane W/rnH OMMMapHa OOCTPYKIMA CepyMHHAT NONYXKHBOT Ha Uedonepason OOHKHOBEHO
Ce yIb/DKABA, a eKCKPelHATa ¢ YPHHATA Ce yBenuuaBa, JIopu NpH NAUKEHTH ¢ TEKKA YePHOApOOHa
AMCOYHKIMA ce AOCTUraT TepANEBTHYHH KOHLEHTPAIMH Ha Uedonepa’oH B XITBYKATA U (€
Habmonasa camo 2 0 4 ITbTH NOBHILIEHHE HA TOMYKHBOTA (BHXKTE TOUKa 4.2).

O6mu nonoxenns
Kakro M pH Apyry aHTHOHOTHIIH, NPH HAKOH NALHEHTH, JICKYBaHH ¢ Ledon 1
AehHIMT Ha BuTamuH K. MexanH3MBT MOXKe BEpOSTHO 2 € CEBP3aH ¢ NOTHYK
¢nopa, kOATO HOPMATHO CHHTE3WPa BHTAMHH. PHCKOBH ca Te3H naupewr




HEAOXpaHBaHe, ChLCTOAHHE Ha Manabcopbuma (HanpuMep kucTHuHA (HOpO3a) M MALMEHTH Ha
PEXHM Ha NPOXBIDKHTENIHO HHTPaBHO3HO XpaHene. I1pu Te3u mauxenTn TpgOBa Aa ce npocieassa
npoTPOMOMHOBOTO BpEME M Ja ce TIpHIIara €K30reHeH BUTaMHH K, KakTo € NoKa3aHo.

Kakro H npu apyrn aHTHOHOTHIM, MOXE€ Ja HACTHIM CBPBLXPACTEXK HA PE3UCTEHTHH
MHKPOOPraHH3MH MpH NPOABDKMTENH: YIoTpeOa Ha uedonepasoH. [Taupenthre Tpabea aa 6baar
BHHMATEIHO NpOCACHABaHH MO BpeMe Ha neucHHeTo. KakTo M npH ApYrH MOIRHH CHCTEMHH
CpEACTBa, NO BpeMeé HA MPOABLIDKHTEIHO JiedeHWEe € TMPeHopRUYHTENHO Ja c€ NpoBepABa
NEePHOAWYHO 32 CHCTEMHA OpraHfaa AMCQYHKUHA, BKIIOYHTENNHO Ha Ob0OpevyHara, YepHoApoOHaTa H
XEMATOMOETHYHATA CHCTeMa. Toma € OT ocoDeHa BaXXHOCT NPH HOBOPOACHHTE, 0cOOEHO TIpH
HeAOHOCEHHTE H KbPMAYETATA.

[Tpu moyTH BCHUKM aHTHOAKTEPHANTHM CPeACTBA, BKIIOYMTENHO Hedorepa3oH ca choblapaHH
CNy4ad Ha QuapHs, npHuuHeHa ot Clostridium difficile (CDAD — nuapus, cebp3ana ¢ Clostridium
difficile). TexecTTa Ha AHApBATa MOXKe 4 BapHpa OT JieKa Auapus Ao dataneH konuT. JledeHueTo
¢ aHTMOaKTepHanHi NPOXYKTH NPOMeHs HOpMaiHata $nopa Ha Ae6enoTo 4epBo Karo BOAM A0
cBprxpacTex Ha Clostridium difficile.

Clostridium difficile npoussexaa Tokcuad A H B, xoHTO AonpuHacaT 3a passiBaHe Ha CDAD.
XUneprokCHH-IpoxyLMpaiure aMoBe Ha Clostridium difficile BogAT 1[0 noBHILIEHA
3adoneBacMOCT W CMBPTHOCT, KaTO Te3H HHbpeKIMH Morar ca Onaar pedpakTepHM Ha
anTHMHMKpOOHa Tepanyd W Morar Aa usHckeaT konektomus. CDAD Tpabea na ce HMa npeaBux
Opd BCHYKM NMAUMEHTH ¢ Juapua chen ynorpeba Ha anTnOMoTHK. HeoOxoAHMO € BHHMATENIHO
CHEMaHe Ha aHaMHe3a, TBA Karo ca ¢hboOuIaBauH Cilyvad, MPH KOMTO MOSBATA HA OMaphs €
HACTERITHIA CJlejy/ 3a NOBEYE OT JBa Mecella Clie/l NPHIOKEHHE HA aHTHOAKTEPHAITHH TEHTH.

ITonyyeHH ca chOOILEHHA 33 CIyYaM HR CEPHO3HH KPBBOHAIIMBH, BIIIOUHTENHO JIETATHH, IIPH
ynotpeba Ha Ledonepa3oH. PHCKOBH ca Te3H NMALMEHTH, KOHTO Ca ¢ HeloXpaHBaHe, ChbCTOAHHA Ha
ManaGcopOums 1 NALMEHTH Ha PEXKHM HA NMPOABIDKHTEHO HHTPABEHRO3HO XpaHeHe. Te3u naneHTH
Tps0Ba /13 Ce MPOCNEAABAT 32 NPH3HALM Ha KbPBeHe, TPOMOOLMTONEHEA 1 XUIONPOTPOMOHHEMHS.
[edonepazon TpaGea ma ce cnpe, ako ce HaOMOAABa MEPCUCTHPAW KPHEOMIIME, 3a KOHTO He
MOJKe Ja ¢ HaMepu Apyro 00gCHeHHe.

IlenHaTpyuna nonyiainns
I];ecbonepaaw c¢ MpWiara YCnelHO MpH MadKH dend. [oW He € HIUPOKO NpOyHBaH IpH

HEJIOHOCEHH KbpMadera ¥ HOBOPOAEHM Aeila. ETo 3210, npeAd Ha3HayaBaHE Ha TepanHid NpH
HEZOHOCECHH KbpMayeTa H HOBOPOJSHH € Heo0X0oauMO fa ¢& OLICHH NOTeHIIMANHATA 0132 CNPAMO
NOTEHHATHHA PUCK (BHIKTE TOUKA 5.3).

Iips HOBOpoAeHM C BATEHHUa nedONepasoH He HIMECTBa OWIMpYOHHa OT MecTaTa My Ha
CBBP3BaHE C TUIa3MEHHTE IPOTCHHH.

Mepoued coappixa 34,4 mg Harpult Ha enun daaxon or 1 g v 68,8 mg naTpwii Ha e1HH Qnakon
or 2 g. Topa Tpabsa Aa ce ¥Ma NpeaBHA MPH NALUMEHTH Ha AHETa C OrpaHHUEH NPHEM HA HATPUE.

4.5 BaaumoaelicTBHe ¢ APYTH JeKapCTBeHH NPOAYKTH B Apyra ¢opMH Ha BIRAMOAeiHcTBHE

AAKOXON
IIpd enHOBpPEMEHEH UpWeM Ha ankoXon wnM ynotpebara My 5 AHM Cnea NICYEHHETO C
ueponepazon e crpobwaBaHa aucyndupam-nonotHA peakuys, XapaxTepu3dpaila ce Cue
3auepBsABae, H3NOTABaHe, IMaBofonre U Taxukapaus. [NoaobHa peaxuus e cpo0maBaHa W TPH
HAKOHM JPYTH LedanociOpHHH B NalMeHTHTe TpsOBa Na OBAAT MOCHBETBAHH 34 OMACHOCTTa OT
NpHEMa Ha ajikoXoJl IO BpEME Ha ne4eHHero ¢ uegonepasoH. [Ipu nauwme A &
HeOOXOAMMO H3KYCTBEHO NEPOPATHO M NAPEHTEPalHO XPaHEHe, 110 BpeMe Ha J
Aa ce n30ArBaT pa3TBOPH, KOMTO CHABPXKAT €TAHOJL. §
3
%

BiaumoaeiicTBad ¢ aGoparopan n3caeABAREA




Moxe na ce nojydn QanuHBO NOJIOKHTEICH Pe3yNTaT OT TECT 3a [VIIOKO3a B YpPHHaTa IO MeToaa
Ha benenukr u Oenyur.

4.6 ®eprRanTeT, OPEMEHHOCT H KhPMEHE

bpeMeHHOCT
IIpoBeneny ca penpOOYKTUBHH NPOYYBAHMSA IPM MULIKH, TUTBXOBE B MaliMyHH ¢ 1034 10 10 meTH

NMO-BHCOKH [03H OT Te3H IIPM XOpa, KOMTO He OTKPHBAT AOKA34TEJICTBA 34 YBpEXKOaHE Ha
¢epTHIHTETa U HE NOKA3BaT HAINYME HA TEPATOTEHHH cBoiicTBa. He ca mpoBexaHH CHOTBETHH H
AoOpe KOHTPONHpAHH NpOy4BaHMA npu OpeMeHHM JKeHHM, ThH KaTo penpONYKTHBHHTE
Mpoy4YBaHHA NpH )KHBOTHH He BUHAIH MpeJCcKa3paT OTTOBOpa NpH XOpa, TOBA JIEKapcTeO TpadOBa na
ce M3IMOJI3BAa 110 BpeMe Ha OPEMEHHOCT CaMo MpH AOKa3aHa HEOOXOAHMOCT.

KbpMeHe
Iedonepa3zor ce eKCKpeTHpa B MAaJKH KOJMMYECTBA B KbpMATa. BBnpekH ue nedonepasoH

npeMHHaBa ¢1abo B KepMara, Toil TpsaOBa aa ce nmpuiara ¢ BRUMaHHE TIPH XKXEHH, KOHTO KBPMAT.
4.7 E¢exTn Bbpxy cnoco0HOCTTA 32 mOgHAPaHE H PAGOTA ¢ MAIIHHH

KnuaH4HHST onmut ¢ uedonepazoH Nokas3ea, 4ye € MajKo BEpOATHO Toi Aa nosiuse cnocobHOCTTa
Ha MAUMEHTHTE 3a IodHpaHe H paboTa ¢ MalIHHH.

4.8 Hekenan| JeKaAPCTBECHE Ppeaknnl

CrcTeMa Muoro qecrn YecTH HenecTH C HEH3BECTHA
Opraf KJac (=1/10) (=1/100 no <1/10) (=1/1 000 po | wecToTa
<1/100) (He Moxke na Obae
HanpapeHa
OLleHKa OT
HaJIHYHHTE
JAHHH)
Hapyimnenns Ha | IToHmxen Heyrponenus, XHnonpoTpoMOK-
KPBETA H | xeMorimoOHH IonoxuTenHHA HEMHA
JuM@Hara [Homwken pesynrata ot Tect
CHCTEMA XEMAaTOKPHT Ha Kymbe,
Tpombonuronexuns,
EosuHo¢mna
Hapyinenus Ha Peakitnn Ha
HMYHHaTa CBPBXYYBCTBHTE]
CHCTEMa HOCT,
aHa(QHNAKTOHAHH
peaKiUuH
{ BKMOYUTEITHO
aHa(pUNaKTHIEH
[IOK)
CoaoBu ®neGuT Ha MACTOTO Kpseonanmnz
HAPYIOIEHHA Ha HHY3HS
CroMaiHo- Muapus [losprinane [Icepaomembpa-
YpEeBHH HO3€H KOJIHT
HapylIeHHS
YepHoapobun IloBuIIeHH HWBA Ha
HApYILUeHHs acnapTar
aMHHOTpaHcdepasa,
aNaHuH
aMHHOTpaHcepasa
H ANlAHUH




¢pociarazata
AKurrrennua
Hapyuienus na CopOex ToxcHuen
KOXaTa H Yprukapus CHHAPOM Ha
NMOAKOMHATA Makynonamynosex CTHBBHC-
THKAH obpHB JI>XOHCEH,
Emupepmanna
HEKPOJIH34
Hapymenus Ha Xemarypus
OvOpeuTe W
MHKOYHUTE
ITBTHINA
O6mu bonka Ha
HApYUICHAS W MACTOTO Ha
edexTH HA NPHIOKEHHE
MSACTOTO HA [THpexkcud
TIPWIOXKEHHE

Cro0uiapaHe Ha MOAOIMPAHH HeXKENAHH PEAKITHH
CrolwaBsaneTo Ha NOJAO3MPAHHM HEXKEJAHH peakLMP clej paspeliaBaHe 3a ynorpeba Ha

NEKAPCTBEHHS MNPOAYKT € BaXHO. 10Ba 1O3BONABA Ja NPOALDKH HADMIONEHHETO Ha
CBOTHOLICHHETO NON3a/ PHCK 33 JIEKAPCTBEHHA MPOAYKT. OT MEJAHUMHCKMTE CHELMANIMCTH CE
M3HCKBa Aa choOlIaBaT BCAKA MOAO3MPAHA HEXENAHA PEAKLMA Ype3 HAIHOHAJHATA CHCTEMA 3a
cpobiIaBaHe:

M3nmbanwrenda areHums N0 IeKapeTBara

yi. ,,Jlaman I'pyes” No 8

1303 Codpua

Ten.: +359 2 890 3417

yebcaiir: www.bda.bg

4.9 IIpexo3upane

CuMOToMH

JaHHHTE 32 OCTpa TOKCHMYHOCT Ha Ledoriepa3on ca orpaHndeHd. Ouaksa ce ITpH NpeRo3upaHe Ja
PE3HUKHAT DPEakUMH NOAOOHH Ha HEXKENAHHTE NEKAPCTRENH peakuun, HalmogasaHHW IIPH
HOPMANHO NPHNONKEHHE, HO NO-CHITHO nposeend. TpaGea fa ce BIeMe NOJA BHUMAHME QAKTET, Ye
BHCOKHTE KOHLICHTpaumn Ha Oera-TakTaMHUTe AHTHOHOTHIM B lepeOpOCIHHANIHATA TEYHOCT
MOFAT [Ia NPeAU3BHKAT HEBPOJIIOTHYHH e()EKTH H Ja NOTEHIHMpAaT NOABAaTa Ha rbpPYOBe.

OBnanspaHe Ha CHMIITOMHTE
Teil kaTo uedonepasoH ce OTCTPAHABA OT LMPKYJALMATA MpPH X€MOIHAaNM3a, Ta3u MpoLeAypa
MOJKE J1a C€ H3MOJI3Ba, 34 Ja ¢€ YCKOPH eTHMHHHPAHETO HA JIEKAPCTBEHH NPOAYKT OT OPraHH3Ma

B CJTy4aH Ha NMpefo3HpaHe NPH HAKOH NAllMEHTH ¢ YBpeneHa Oxbpeyna pyHKIMA.
5. DPAPMAKOJOTHYHMU CBOUCTBA

5.1 PapmMakoanAAMAYHE CROKCTBA

(QapMmakoTepanesTHYHa Trpyna: ApyrH OerajaktaMHH aHTHOAKTepHaliHH CpPEIOCTBA, TpeTa
reHepauna uedanocnopunm; ATC koa; JO1DDI12

bakrepuuunuuTe e€pexkrH Ha nedonepa3zoH ¢e ARDKAT HAa MHXHOHpaH

& \
OaxTepnannaTta KIETLYHA CTeHa. Lledonepalon e in vitro akTHBEH CIIPAMO A DP -%;‘
3HAYHMH MHKpPOOPraHH3MH M € PE3HMCTEHTEH Ha pasrpaxaamoTo IACHCTS 3 ‘oo B

nakTaMasu. UyBCTBHTENIHHTE OPraHH3MH BKIIOYBAT: '

I'pamM-nono:xuTe/IHH GAKTEpHA




Staphylococcus aureus (neHUUMIa3a-NPOAYLIMpPALIH H NeHHUMNA3a-HENPOAYUMPALLH IAMOBE),
Staphylococcus epidermidis,
Streptococcus pneumoniae (pemuiued Diplococcus pneumoniae),.

Streptococcus pyogenes (Tpyna A 6eTa-xeMOIHTHYHH CTPENTOKOKH),
Streptococcus agalactiae (tpyna B GeTa-XeMOJHTHYHH CTPEITTOKOKH),

Streptococcus faecalis fenterococcus)
Beta haemolitic streptococci

I'pam-oTpanaTensn GaKTepHH

Escherichia coli,
Klebsiella spp.,
Enterobacter spp.,
Citrobacter spp.,
Haemaphilis influenzae,
Proteus mirabilis,
Proteus vulgaris,

Morganella morganii (npepumen Proteus morganii),
Providencia rettgeri (npepymen Proteus rettgeri),

Providencia spp.,

Serratia species (BKIIOYHTEIIHO u Serratia marcescens)
Salmonela spp. n Shigella spp.,
Pseudomonas aeruginosa v Hakou ApyrH wamose Pseudomonas,
Acinotobacter calcoaceticus,

Neisseria gonorrhoeae,
Neisseria meningitidis,
Bordetella pertussis,

Yersinia enterocolitica.

Anaepodan SaxTepun

I pam-nonoxwurennd u ['paM-orpHUaTenHy kKokH (B ToBa unehxo Peptococcus, Pepiosteptococcus #

Veillonela spp.)

I'paM-nonoxurennn 6atumu (B Tosa uncno Clostridium spp., Eubacterium w Lactobacillus spp.).
I'pam-orpunarennu Oammym (B ToBa umcno Fusobacterium spp., MHOro mamoBe Bacteroides
Sfragilis u npyru mamone Bacteroides spp).

5.2. ©apMakoKHHeTHIHH CBOHCTBA

AbcopbLis

Chnea eHOKpaTHO MPHAOKERHE Uedonepa3oH NOCTHTa BHCOKH KOHLIEHTPALHH B HUTBYHHA CEpyM
W ypuHara. Tabnuiua 1 nokasBa cepyMHHTe KOHLEHTpAlMH Ha LiedoriepasoH TNpH 3JpaBH
AOGPOBONMIM KAKTO CleA SNHOKpaTHA MHTpPaBeHo3HAa MHPy3NA C© TOCTOAHHA CKOPOCT ¢
NpOALLKHTENHOCT 15 MUHYyTH Ha 1 g, 2 g, 3 g u 4 g OT NeKapCTBOTO, TaKa H ClIe] €AHOKPaTHA

HHTpaMYCKYJIHa HIDKEKIHA Ha 1 g M 2 g OT ICKAPCTBOTO.
[Ipobenenmn He noBNMABA CEPYMHHTE KOHLICHTPAIHH Ha LeQonepa3oH.

Ta6auua 1 CepymMun kOBUEHTPANEH HA Ne¢gonepa3oH

Cpennu cepyMHH KOHLIEHTpauHH (pg / ml)
Hoza/ Thet | O* 0,5 yaca | 1 uac 2 Yaca 4 vaca 8 yaca 12 yaca
Ha
BBBEXIaHe
1 gi.v. 153 114 73 38 16
2giv. 252 153 114 70 32
rZ’;_Ei.v. 340 210 142 89 41
4giv. 506 325 251 161 71
1 gi.m 32 52 65 57 33
| 2 gim. J** 69 93 97 58




*Yacoe cnea npwiloxkeHHe, BpeMe 0 ce M3YHMCNABA KATO MOMEHTA HA NPUKIIOYBAHE Ha
HH}Y3HATA.
**CroliHocTHTE, YCTAHOBEHH 15 MHUHYTH Cllell HHKEKTHpPaHE,

Pasnpenenenvie
CpeaHnaT cepyMeH NOMY>KHBOT Ha 1e(onepa3’oH € NpHOIM3IHNTeNHO 2 Yaca, He3aBHCHMO OT IThTA

Ha BBbBEKIAHE.

Ledonepason pocTura TEpanesTHYHH HHBA BbB BCHUKH ITPOYYEHH THKAHH H TEJIECHHW TEYHOCTH.
Mexny nocneaumuTe ca aCHMTHA ¥ UepeOpo-CIMHANHA TEYHOCT (NPH MAlLMEHTH C BB3NANCHH
MEHHHTH), YPHHA, TbYKAa H CTEHa Ha JILYHHA MEXYp, Xpauka H 6si1 apof, HeOHa Ton3una H
CHHYCHAa JMraBH4Ha MeMOpaHa, yxo Ha Npeachpauero, 6nOpenw, yperep, MpocraTta, TECTHCH,
MaTKa B panomieen TpbOH, KOCTH, ITENHA BPEBE H AMHHOTHYHA TEYHOCT.

EaumMundpane
HedonepasoH ce exckperHpa KaKTo B YpHHATA, TdKa H B XIThUKaTd. MakcHMaIHH KOHUESHTPaLHH

B MUTHYKATA C€ JOCTHraT OOMKHOBCHO MEWAY NEPBUS W TPETHs 4Yac Cfied NpuiIokeHHe Ha
JICKApCTBOTO H HAABHINABAT KOHKYPECHTHHTE CEpYMHH KOHLCHTpauuH ¢ Jo0 okoio 100 meTH.
Cpob1apanuTe KOHLEHTpaUHH Ha nedonepasoH B *ITbYKaTa BapHpaT ot 66 mcg/ml Ha 30-Ta
muHyTa 10 6000 mcg/ml ua 3-Tua dac crnen mATpaBeno3na OoNycHa MIDKEKUMA Ha 2 g mpu

NALHEHTH C OOCTPYKIMA HA JKITHYMHHUA TPAKT.

Cnen pazHooOpa3zHu J031 ¥ MHTHINA HA BEBEKAARE CPENAHOTO KOMHYUECTBO Nedorepas’oH, KOETo ce
CKCKpeTHpa B ypHHaTa npH cyOexTH ¢ HopmanHa 6u0peuna ¢yHkIMA B paMKuTe Ha 12-yacorus
HHTEpBaJl BapHpa cpeaHo Mexay 20-30% or npuioxenara aosa. Crnen 15-MuHyTHa HHDY3H4 Ha 2
£ B YpHHaTa Ce OTKpMBAT KOHueHTpauud Haj 2200 meg/ml. Cnen uaTpaMycky/iHO HIDKeKTHpaHe
Ha 2 g B YPHHATa Ca OTYETEHH MHKOBM KOHUEeHTpauMH npubnmzutenHo 1000 meg/ml.

Cren MHOTOKpaTHO A03upaHe ¢ HedonepasoH TPy 3ApaBH CYOEKTH He € HACTBIHIO aKyMy/THpaHe
Ha JIEKapCTBOTO.

Yeproapobaa nuchynxnus

ITpu naupenTH ¢ YepHOAPOOHA AUCHYHKINA CEPYMHHAT NOMYKMBOT C& YAWDKABa, A EKCKPELHATA
¢ ypHHaTa ce yBennuapa. IlpH naumenTu ¢ koMbunupaHo 6B0peyHo H YepHOAPOOHO yBpeKAaHe
nedonepa3oH MoXe Ja ¢e AKYMYJIHpa B CepyMa.

bulpeuna auchyuKknns
[InkoBuTe cepyMHH KoHueHTpaiMH, AUC H CepyMHHAT nOJY>KMBOT ¢a CXOAHH OpH 3[paBH
cyOexT# 1 naupeHTH ¢ 6u0peuno yepekgaHe.

5.3. IIpeaknHERYHE JAHAH 38 Ge30NACHOCT

Hexenann edexty Ha uedonepasoH ca HabmoaaBaHK NPU W3CAEABAHH LTLXORE Npead nmyleprera
BB BCHUKH H3cneABaHH xo3H. [logkoxno mpunoxenne Ha 1000 mg/kg anesHo (npnbauM3uTENnHO
16 mpTH cpemHaTa go3a NpH BB3PAacTHH XOpa) BOAM A0 INOHIDKEHO TECTHKYJIAPHO TErNo,
MPEKBECBAHE Ha CICPMATOICHE34aTa; HaMaJIeHa (BCTOTA HA CEMCHHUTE KACTKH M BaKyOIH3anMs Ha
I[IHTOIIa3MaTa Ha KieTkHre Ha Ceprond. TesxecTra Ha NE3HHTE € [10303aBHCHMA B AHAIA30HA OT
100 zo 1000 mg/kg nneeHo. Hucku 034 BOAAT A0 JIEKO MOHMKEHHE Ha CiepMaTOLMTHTE. T03H
edext He e HafmopamaH npu BBIPACTHM TUTLXOBe, OOpaTHMM XMCTONOTMMHM IIPOMEMH Ca
HaObMonapaHy NMPH BCHYKH A03H ¢ H3KNMIOYEHHE HA BUCOKHTE 103H. Te3u NpoyYBAHHA HE OLIEHABAT
NOCNeABAUIOTO pa3BUTHE Ha PENPOAYKTHBHATA (yHKIMA MPH TUTBXOBETE. JHAYCHHETO Ha TE3H
HAXOJKH [IPH XOpaTa HE € HIBECTHO.

6. PAPMAIIEBTHYHHN JAHHHA

6.1. Cnacubk Ha NOMOIMAHTE BEeIECTBA




Hama.

6.2. HechbBMECTHMOCTH

AMHBOI/IHKO3HAH

Pasreopure Ha nedonepazoH H aMHHOITHKO3HIH HE TPAOBa J1a ce CMecBaT AMPEKTHO, T KaTo
MENAY TAX CHIECTBYBA (PU3IMKO-XBMMHMHA HECHBMECTHMOCT. AKO ¢€ IUIaHHpa JIEYEHHE ©
ledonepa3’on M ¢ aMUHODAHKO3UA (Bwire TOuka 4.1), TOBAa MOXKE Ja C€ NOCTHTHE C
NOCIEAOBATENHA KpPAaTKOTpaHHA MHTpaBéHO3HA HH(QY3uA, NPU TNONOKEHHE, Y€ C& H3MOI3BA
OTHAENHAa BTOpPUYHA HHTPABEHO3HA CHCTEMA, a ITHpPBHYHATA HWHTPABCHO3HA CHCTEMA C€ INpOMHeE
CTAPATENHO ¢ 0A00peH pasTBopHTen Mexay aosute. IlpenopsuBa ce chilo Taka Ledonepaso Aa
Obae NpUIOXKeH TPy AMHHOTITHKO3M A,

6.3. Cpox Ha rognocrt
2 TOOMHH
CrennnTe NapeHTEpalIHU paspelMTeNd U NpHOIU3UTEIHH KOHLEHTpally Ha uedonepa3oH AaBaT

CTaOHNHN PAITBOPH IPH CAEIHWTE YCIIOBHMS 32 YKA3aHHTE NEPHOIH OT BpEME.

Kontponupana craiiHa Temnepatypa (15-25°C) 3a 24 yaca (cne ykasaHMTE MEPHOOU OT BpeMe
HEH3NOMB3BAHHTE KOJTHYECTBA OT Pa3TBOpHTE TPAOBA Ja C& H3XBHPIIAT).

Pa3TeopH IprOaB3ATE/IHH KOHIEHTPAIHE
bakTeprocTaTiuna BOIA 33 HHKEKIMH 300 mg/mi

5% rmokosa 2 mg no 50 mg/ ml
2% rmokosa B PuHrep nakrar 2 mg a0 50 mg/ ml
5% rmoko3a B 0,9% watpHes xopHz 2 mg no 50 mg/ ml
5% rmokosa B 0,2% natpues xnopun 2 mg g0 50 mg/ mi
10% rmokoza 2 mg no 50 mg/ ml
Punrep nakray 2 mg/ ml

0,5% NHAQKAHHOB XHAPOXJIOPUA 300 mg/ ml

0,9 natpues xnopun 2 mg 1o 300 mg/ ml
Hopmozon M u 5% rmokosa 2 mg a0 50 mg/ ml
Hopmozon R 2 mg no 50 mg/ ml
Crepwixa poza 3a HHOKEKLHH 300 mg/ ml

[IpuroTeennTe pazTRopy Ha redonepason MOraT Aa ce ChXPAHABAT B CTHK/IEHH WM IUIaCTMACOBH
CIIPHHUIOBKH WJIH B CTBHKJICHM HJIH MEKH ILIACTMACOBH KOHTEHHECPH 23 NApESHTEPANHN PasTBOpU B
NPOAB/DKEHHE HAa 5 AHH B XiaauTHHK (2-8°C).

Pa3TtBopH IIpabaa3HTeNHE KOANEATPANEH

baxTepuocTaTH4Ha BOJA 32 HEDKCKLMH 300 mg/m]

3% rmoKo3a 2 mg no 50 mg/ mi

2% rmoko3a B (,9% Hatprer xiopuj 2 mg no 50 mg/ ml

5% rmoxko3a B 0,2% HaTpHEB XN0pHA 2 mg zo 50 mg/ ml

PHHrep Jrakrar 2 mg/ ml

0,5% nuaokaMHOB DOXJIOPHA 300 mg/ ml

0,9 naTpuer xJ10pHA 2 mg no 300 mg/ ml
_Hopmozon M u 5% rmoxo3a 2 mg a0 50 mg/ ml

Hopmozon R 2 mg 5o 50 mg/ ml

Creprnna BOAa 38 MHDKCKLIMH 300 mg/ ml

IIpMroTBEHITE Pa3TBOPH Ha LEGONepa3OH MOTAT A4 ce CHXPAHABAT B CTh
CIPHHUOBKH HIH B CTHKIICHH WIH MEKH IUIACTMacOBH KOHTeliHepH 3a
npoakmKeHne Ha 3 ceaMuim Bes Ppusep (-20 no -10°C).




Payreopu TNprban3aTe HE KORREATPANHA
5% rmokoza 50 mg/ ml

5% rmoxo3a 8 0,9% HaTpueB XIOpUA 2 mg/ ml

5% rmoko3a B (,2% HaTpHEB XJI0pH/ 2 mg/ ml

5 ceAMHLH

0,9 HaTpHeB xnopua 300 mg/ ml

CrepriiHa BOJIa 38 HHXKEKLIMH 300 mg/ mi

IlpurorseHnTe pasTBOpH HA UedONEpa3oH MOraT Ja C€ ChXpaHsBaT B IUTACTMAcOBH CNPHHIIOBKH
HWIH B MEKH TJIaCTMACOBH KOHTEHHEPH 32 NIAPEHTECPATHH Pa3TROPH.

3aMpa3cHUTe PasTROpH TpabBa na ce pasMmpasgBar npH craifHa TemnepaTypa TpeAn YNOTpeOa.
Cnen pazMpassasane HEH3NON3BAHATA YacT TpsOBa Aa ce M3XBBHPNA. J]a He ce 3aMpassBa NOBTOPHO.

6.4. Cnennaninn yc/10805 Ha ChXpAHEHEE

Ja ce cbxpanaea moa 25°C B OpUrHHATHATA OTAKOBKA,
3a yCI0BHATA Ha ChXpaHCHHE CNIE] pa3TBAPAHE HA JIEKAPCTBEHHA NPOIYKT BHXKTE TOUka 6.3.

6.5. Bua B chAbpXKAHHE HA ONAKOBKATA

Be3zuseru $nakonr or c¢rexino THN 1 ¢ obem 20 ml, zanevarans ¢ ryMeHa 3amymaika H
aTyMHHHeBa 00xarka. Beexu dnakon chaepxka | g wim 2 g nedonepasoH Kato uedonepason
HaTPHH.

Hannunu ca kapToHeHH KyTuH, ceappxamu 10 # 100 ¢pnakona.
He BcHuk# BHAOBE ONAKOBKH MOTaT Jja OBAAT MyCHATH B npoaaxkOa.

6.6. Cnensanng npeAnasnn MepKH UPH H3XBLp./agHe A pabora

HHETPaBSHOIHO UPHJOXKEHHE

DNaKOHHTE CHC CTSPUIEH MpaX nedonepa’on MOXKe TEPBOHAYANIHO Aa C& PasTBOPAT ¢ MHHHMYM
2,8 ml Ha rpaM udedonepazon oT koHTO W pa OWIO OT CHBMECTHMMTE, NOAXONMMIM 33
HWHTPABEHO3HO NPWIOKEHHE pa3TBOpHTenH, HW3bpoeww B Tabmmua 2 mo-gomy. 3a NO-NECHO
NPHIOTBAHE C€ MNpEeNoppYBA M3NON3BAHETO HA 5 ml CHBMECTHM pAa3TBODHTENN Ha rpam
uegonepasoH.

Tabnvna 2. PasTeopH 3a Ha4aHO NPHroTBIHE

5% rimoko3a

10% rmoxoza

3% rmoxesa B 0,9% HaTpueB Xnopu

0,9% natpues xnopun

Hopmozon M u 5% tiuoxosa

5% rmokoza B (,2% HaTpHeB xnopua

Hopmozon R

Crepunna BoA2 3a WIDKEKUHH

XNAN R W

Cisien ToBa LWIOTO KOAMYECTBO OT MONYYEHHA PA3TBOP Ce paspexcaa 3a NMPHIOKEHHE ¢ HAKOE OT
CpajacTBaTa 32 HHTPABeHO3HA HHGY3Ha, H30pocHHn B Tabnuua 3 no-aomy.
Tabauua 3. Bexuxynym# 3a MHTPaBeHO3H2 HHDY3HA

l. 5% rmokoza

5% rmokosa g 0,9% HaTpueB XNOpHI
Hopmo3zon M u 5% rmokoza

2. 10% rmokoza

3. 5% rmokosa g Puarep nakrat
4. Punrep nakrar

5. 0,9% HarpHeB xn10pHa

6.

7.




8. Hopmozon R
9. 5% rmokoza B 0,2% HaTpHeB xnopuz,

HABTpaMycRyJIR0 DPAJIOKEHHE

CrepunHara BOA3 3a HMIDKEKUMH MM 0AKTEpUOCTATHYHATA BOAA 32 MIDKEKLMM MOraT aa Owpat
M3MI0138AHH 33 TIPHTOTBSHE Ha pasTBOp Ha nedonepasoH 3a HHTPaMyCcKyIHO npuioxeHHe. Koraro
TpaOBa Ja ce BBBEAJAT KOHuUEHTparmy oT 250 mg/ml unu no-ronemu, Tpadea Aa ce U3MON3BA
pazTBOp Ha nuRoxkaud. Tesn pasTeOpH TpabBa Na ce MPUTrOTBAT KATO & W3NO/I3BA KOMOMHAUMA OT
CTCPHIHA BOAA 32 HIKEKUMH H 2% NHAOKaHHOB XHAPOXJIOPHA, koeTo € mpubmusurenso 0,5%
Pa3TBOp Ha JIMAOKAHHOB XHAPOXIIOPH.

Iipenoprusa ce paspexaHeTo fia ce M3BBPIOM Ha ABA €Tana, KakTo CJElpa: MepBo: npHbaseTe
HeQOXOAUMOTO KOAWMMECTBO CTEPIWIHA BOJA 34 HIDKEKIIMH H paskiarTeTe (PJIaKoHa AOKATO NMpaxXsT
nedonepazoH ce pa3TBOPU HAMEIIHO; BTOPO: Nipubagere HeoOXOAMMOTO KOIMYecTBO 2% NHIOKAHH
H pa3Kiarere.

Kpatina Crenka 1 CTenka 2 Konuuectpo, xoero
KOHLEHTpalMd Ha | KonuvecTso KomnuecTso MOXKE Ja ce
uedonepazon crepwina BoAa 3a | 2% muokamH | h3TerinH*
HHKE KUK
l1g | 250 mg/ ml 2,6 ml 0,9 mi 4,0 ml
333 ml/ml 1,8 ml 0,6 ml 3,0 ml

*Bre (1axoHa ce ChABPAKA JOCTATHYHO AOMBLIHHTEIHO KOJIHYECTBO OT JIEKapCTBEHOTO BELIECTBO,
32 712 MOKe Aa Ce H3TETIST H HPAJIOXKAT NOCOYEHHTE KONHYECTBA.

Heusnon3eaHWAT NeKapcTBEH NPOAVKT HWAM OTNAALYHMTE MATepHasu oT Hero Tpabea na ce
H3XBLPIIAT B CBOTBETCTRHE C MECTHHTE H3UCKBaHHA.

7. IPUTEXATEJI HA PA3PEIIEHHETO 3A YIIOTPEFBA
Medochemie Ltd., 1-10 Constantinoupoleos str., 3011 Limassol, Kunep

8. HOMEP(A) HA PASPEIIEHMETO 3A VIIOTPEBA

Menoued 1 g
Per. Ne:20050001

Memoued 2 g
Per.Ne: 20050002

9. JATA HA ITBPBO PA3SPEIIABAHE/ IIOJHOBSIBAHE HA PA3SPEINEHHETO 3A
YIHOTPEBA

Zlata Ha mspBO paspemaeaHe: 05 auyapu 2005 r.
HNata Ha nocnenHo nogHosapaxe; 04 noemepr 2010 r,

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

11/2021




