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1. HME HA JEKAPCTBEHH [TPOAYKT

Kparmra xacaxmanucmuka Ha Npogykma - NpuAcxenue 1
Ocned 500 000 IU dunMupanu TabneTku | Kunt Poz, Ne @8 Y il ivcioton, / C’.Z
Ospen 500 000 IU film-coated tablets . 14 -09- 70%
; PazreuieHue %3‘74.1“"76_‘/ .............................
Ocner 1 000 000 IU ¢unmupanu tabnerky :
Ospen 1 000 000 IU film-coated tablets “f!:ﬁ'?:lifih ﬁ.frm“w,«"

Ocnen 1 500 000 IU ¢unMupann tabnerku
Ospen 1 500 000 IU film-coated tablets

2, KAYECTBEH H KOIHYECTBEH CHCTAB

Ocnen 500 000 IU gpunmuparnu mabaemru
Bceska puimupana tabnerxa ceabpxka S00 000 IU (npubnusurenno 327 mg)
(eHOKCHMETHIITEHHIIWIMH XaTo Kanuesa coll (Phenoxymethylpenicillin potassium).

Ocnen 1 000 000 IU gpurmupanyu mabremru

Bcesxa pmnmupana rabnerka ceaspxka 1 000 000 IU (mpudmasurenno 654 mg) -
dernokcumeTUnNeHAUWIMH (Phenoxymethylpenicillin potassium) karo xanuepa coll (IpHOJH3UTENHO
64 mg xanuif).

Ocnen 1 500 000 IU cpunmupanu mabremxu

Beska pmimipana Tabnetka csaspxa 1 500 000 IU (mpubnmzurento 981 mg)
penokcuMmerwineHumwiuH (Phenoxymethylpenicillin potassium) xaro xanuepa coJ1 (NpUdIH3HTENHO
96 mg Kanui). |

3a OBAHKUY CIIMCEHK HAa NTOMOIIHHKTE BeINecTBa, BIDKTE TOuKka 6.1,

3. JEKAPCTBEHA ®OPMA

Ocnen 500 000 IU Quimupanu mabremxu

dunmupanuTe TabNneTkH ca 0eH J0 CBeTJIO KPEMaBH , KPBIUH, JBOHHO M3TEKHANTH (TIPHOIM3HTEIHO
10 mm). |

Ocnen 1 000 000 IU gunmupanu mabremxy

OunMupaHuTe TabJIeTKH ca 6elu A0 CRETIO KpeMaBH, NPOXBIr0OBaTH, JBOHHO H3ITBKHAIH
(npubauzurenno 7 x 18 mm), ¢ AeNHTEIHN Y€PTH OT ABETE CTPAHH.

TabneTkuTe MOTAT Ha ce IENAr,

Ocnen 1 500 000 IU ¢unmupanu mabremxu

DunmupasuTe TabneTkH ca OelIH 0 CBETNO KPEeMaBH; OBATHHU, ABOAHO H3IIBKHATH (NIPHOIM3HUTEIHO
10 x 21 mm), ¢ geTHTeNHH YEPTH OT JBETE CTPAHH.

TabGneTknTe MOTAT Ja ce ACJIAT.

4. KIMHAYHHA JAHHHM

4.1 TepaneBTHUYHA NOKA3AHHS




OcIieH e MoKa3aH 3a NeUeHHe X npodIakTHKa Ha I€KHA A0 YMEPEHO TEKKH HHd}elcmm, NpHYMHEHH OT
YYBCTBHTE/IHH KBbM IEHULIATHH Muxpmpraﬂmmn

HHcl}eKuHH HAa YIOH, HOC ¥ I'BPJIO:
~  CTPENTOKOKOBH MH(peKUMH (CKapiaaTHHa, TOH3MIApHA aHrWHa, bonect Ha Vincent, dapuHIHT,
TOH3WJIOGAPHHTHUT, THOCH PHHO(PAPHHTHT), OCTHP OTHTHC MEJIUA, CHHY3HT.

Hudexipu Ha pecnivpaTOpHRS TPaKT:
-  DakrepManeH OpoHxHT, OakTepManHa ITHCBMOHHA WIH 6p0mmm{eﬂuomm aKo He ¢
Heo0X0AMMO MAPSHTEPATHO jISUYCHHE.

HMndekiun Ha KoxaTa:
- CPH3HNE], epU3HNENOMd, NMogcpMa (HMMNETHro KOHTarHosa, ¢(ypyHkynosa), abclec,
(pnerMoH;

- Erythema chronicum migrans 1 ApyTH IMHHYHH npossH Ha JlaiiMcka GonecT

Zpyrs urcpextun:
- padM OT yXanpaHe (Harp. JIMUEBH PAHH HIIA IhI0OOKH paHH Ha PHLETE) H H3TapPIHHA.

[TpoduinakTrKa Ha:

- CTPENTOKOKOBHM HH(EKIMH H TEXHWTE TOCTEACTBHS, HANP. PEBMATHILM WK Xopea Sydenham’s
MHHOP, NOJIMAPTPHT, CHIOKAPINT, INIOMEPYIIOHEPHT;

- ODakrepHayieH EHOOKApOWT MpH NAUHMEHTH C KOHTGHHTAIHO WM PpEBMATHYHO CHPIAEUHO
3ab07Bane U clieZ MaJIKH XMPYPriadHHA Orepalfii KaTo NpeMaxBaHe Ha CIIHBHIIM, H3BAXKIAHE HA
350H ¥ T.H.

-  NHEBMOKOKOBH m-ltbemum NpH fe1a ChC ChPIOBHIHOKNETHYHA aHEMUA

4.2 Jo3HpOoRKa H HAMHH HA NPAJIOKEHHE

JluesHaTa no3a npy gena e 50 000-100 000 TU (30-60 mg) Ha KMIorpaM TENECHO TErIo
(PCHOKCHMETIINCHHLITHH.
3a Jlelia UM HATHMHH HHCKO-ZIO3HDAHH, TEUHN (hapMaLIeBTHIHM (HOPMH.

Ioopacmeawu u ev3pacmuu
3.0-4.5 mega IU (1500-3000 mg)
3a Aena MMa HAMTHYHK HACKO-IO3HPAHH, T€YHH (apMaleBTHIHH QOpMH.

Ilpenopruea ce AHEBHATA 4034 Ja e pa3fenu Ha 2 10 3 oraenHy npueMa. v npu aeua 1 npy
BB3PAaCTHH JHEBHATA 1032 Ha PeHOKCHMETWINCHHUITWINH He TpabBa aa Obpae no-Manka ot 25 000 TU
(15 mg ) Ha xkunorpam renecHo TenecHo. Ilpn pp3pacThan gHeBHa no3a a0 6.0 mega [U (4000 mg) -
(PEHOKCHMETIIITICHHIIIMH Ce TIOHACH JIeKO, 6¢3 yCIoKHEHHS.

OCHOBHH NPENOPEHKH 32 JO3HPAHE:
- Ocnen 500 000 IU ¢punmupanu mabremxy

[Tonpacreamu (Hax 40 kg) u se3pacTau (mox 60 kg): 3 x 2 TabneTku
B®3pacTHH, NaleHTH ¢ HAQHOPMEHO TETO,
XOpa B HAIIpeIHATIA BB3pacT ¥ OpeMeHHH XKEeHH: 3 x 3 Tabnerxu
Ocner 1 000 000 IU durmupanu mabremxu
[Tonpacreramu (nan 40 kg) u Be3pacTru (o 60 kg): 3 x 1 TabieTxu
Bb3pacTHH, NALHEHTH C HAJHOPMEHO TELIIO, T TR
XOpa B HalpeIHaIa BB3PAcT U GPEMEHHH SKEHH: 3x UhTabneTkm 7 cobE i S0
- - | ..f".-"’if;f;{k/ ATy t\\ ; -lx‘
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Ako e HeobxoaHMO, AHEBHATA /1032 MOXKe Aa Obje ChOTBETHO YBEIMYCHA.

CrielHaaHy NpeNopPLKU 3a Ao3HpaHe MPH NpoduIakTHKa:
- Crpernrrokokosa HHekia (Hanp. TOH3WIApHa AHTHHA, CKApJIATHHA):

[Ipu xoHTakTHH, 10 qHEBEH KYypC ¢ mepopaiieH NEHULIWIHH B TEPANeBTHYHH JO3H LI NOTHCHE
'pa3sBHTHETO Ha OOnecTTa, NPHU PHCKOBHTE NMALMEHTH.

- 3a JIcUEHHE Ha PEeBMATH3BM, Xopea Sydenham’s MUHOP U CHPIIOBHAHOKIICThYHA AHEMHEA CE
NpenopbYBa JIpyra, no-HUCKO Jo3upana popma Ha OcrieH

- [IpodunakTHka Ha eHEOKAPANT (C/IE] MAITKHM XHPYPrHUECKH ONEPAlMU KaTO TOH3MIEKTOMHA,
W3BaKJaHe Ha 3b0H H T.H.): |
[Ipu noapacTealiy ¥ BE3pACTHH ce IpenophyBar 3 ¢punmupann Tadbnerku Ocnen 1 000 000 IU
WM 2 punmupasi tadnetku Ocnex 1 500 000 JU oxomo 1 wac npeau onepanuara, nocjieapaHo
ot 2 ¢puamupann Tabnerku Ocner 1 000 000 TU wn 1 ¢prnmupana Tabnerka Ocmen 1 500 000
IU, 6 uaca cnep onepaiiaTa.

O3MPaHE MPH NAUMEHTH ¢ HAPYLIEHO €MTHMHHHpAaHEe
Heo0xoauMoCTTa OT KOPHIHpaHE Ha [103aTa C¢ IPEUCHABA HHAMBHIYAIHO 32 BCEKH OT/ICNEH CTy4dail.
ITpu nargieHTH ¢ aHYpPHa JO3HPOBKaTa TpAOBa ga GpAe pedylMpaHa WiIH JO30BHA HHTEPBA YABDKEH.

HauuH Ha OpHnoxKeHHe;
Punmupanute TabNeTKH ce NMpUeMar ¢ yama BOJIa HE3aBUCHMO OT XpaHaTa. OuiMHpaHHuTe TabNneTKH
TpAOBa 1a ce MOrabLIaT uelH, 6€3 Oa ce COBRKBAT.

Ipoas/DKUTENHOCT HA JISYEHHETO
Jleyennero TpaAGBa Ja NpoABIKK 3 IHH ciief] OTIIyMSBaHe Ha CUMITOMHATE. CTpenTOKOKOBHTE
MH}pEeKIVH TpAOBa Aa Ce JIEKyBaT Hail-MalKo B npo,umemie Ha 10 nHH, 3a ga ce u3berne noeTopHa

HHGEeKUu.

4.3 IIpoTrHBONOKAZARNSA

DeHOKCUMETHIINICHHIWTHH € MPOTHBONOKA3aH NPH NalHEHTH ¢ YCTAHOBEHA CBPBLXYYBCTBHTEITHOCT
KBM MEHUIWIHHKA HITH KbM HAKOC OT INOMOIHATE BCINCCTBA, CHABPIKAILIH CC B JICKADCTBCHHA
MPOAYKT, H TpAOBa Na Ce W3MON3BA C IOBUNIEHO BHUMAHKE TIPH MALMEHTH ¢ YCTaHOBEeHa aHAMHE3a 32
aJICPrHH.

4.4 Coenuanam npeaynpeKIeHns B ApeaNa3Hl MEPKH npu ynoTpeba

(DeHOKCHMETHIINEHHLIIMH TpAOBa Jla ce H3MOJI3Ba ¢ IIOBMINIEHO BHHMAHME NpPH Xopa ¢ MHHaNa
aHaMHesa 32 TeXKKH alleprMH |/HIH acTMa.

Ilepopannara ¢opMa Ha (peHOKCMMETIINICHHLELTHH He TpA0OBa /1a ce H3MOJ3Ba KATO JOMBIHHUTENHA
NpO(PUIAKTHKA 32 NEHHTO-YPHHAPHA HHCTPYMEHTAJIHH WM XHPYPrUdHH HHTEPBEHITMM, Ha JI0JTHATA
YacT Ha CTOMALIHO-YPEBHMA TPaKT, CATMOMAOCKOIUA M npu paxaaHe. [lanuenTH, koHMTO ca
NMPOBEXAANH NPOABIDKHTETHA MPOPIITAKTHKAE HA PEBMAaTHYHA TPECKA MOTaT 14 Pa3BHAT NSHUIWIHH-
PE3UCTEHTHH MUKpoOpraHuiMu. [Ipu TakiBa nanuerTH, TpAOBa 1a c& OOMUCIH HA3HAYaBaHETO Ha
APYT MpOQHIAKTHYCH NIEKAPCTBEH IPOAYKT. TekKH GopMH Ha eMmHeM, OaKTEpHEMHA, IEPUKAPINT,
MEHMHIHMT H apTPHT He TpAOBa 14 ¢¢ IEKYBAT ¢ (PEHOKCHMETHINICHALFIHH 110 BpeMe Ha OCTpaTa HM
dasa.

HabmonaBaHu ca BCHYKH CTENEHH Ha TeXECT HA PeakHM Ha CBPBXMYBCTBHTEIHOCT, I0PY ,n-tim'mnﬂq\
aHA(DUIAKTHYHH PEAKI(AH [IPY MPUEM Ha NiepopaiieH neHuwInH, KpbectocaHa qyncmmé:ri —1&%#@

e T
Ja ce TIpOABH NpH Le(daoCnOPpHHH M APYTrH OeTa-TaKTaMHH aHTAOHOTHLIM. / o T
Te3n peakuMy ca NO-BepOATHO Aa Ce NPOABAT NPH JIHLA C AHAMHE3A 32 '-IYBCTBHTGJ]HQGT ii’.bM |
MeHULWIMH, 1ehaToCnOpHHH U ApyTH aneprenn. Tpsbsa aa ce npopenat pasroBopy aa Talcana B




‘aHaMHe3a, Ipeay J1a e 3anoyJHajla Tepanud. AKo BE3HUKHE A/1eprHYHa peaKklHa, JICKapCTBCHHAT
NPOAYKT TpaOBa A2 ce NpeKpaTH K MaLHCHTHT J1a C¢ JIEKYBa 10 NOAXOAALI HAYMH ¢ oOHyaiiHuTe
cpencTBa (HAIpP. aXPSHAIMH K PYTH NPECOPHH aMHHM, aHTHXHCTAMHHHE M KOPTHKOCTepoHIH). IlpH
NalMEeHTH ¢ TeXKO 3a0onaBane, ¢ rajcHe, MOBPHIIAHE, CTOMAIIHA AHIATALHsA, aXalasHd HIH YpeBeH
XHIEPMOTUIIMTET He TpAOBa Ja c¢ pa3uMTa Ha nepopayHa tepanusd. IloHsxora naHeHTHTE He
abcopOHpaT TepaneBTHIHH KOJIHYECTBA MPH IIEPOPATHO MPWIOKEHHE Ha (PEHOKCHME THTICHHIIAIMH.

OeHOKCHMETHINEHHIWIHNH CIICIBa A4 C€ NpHjiara ¢ NOBHIIeHO BHUMaHMe [IPH Ha/IMIHS Ha H3pa3eHa,
yBpeneHa 6p0peyna GpyHKIu, IopaAH YBEIIHYEH PUCK OT eHnedanonaTud. besonacHara 103a MOXe
JAa € No-HHCcKa oT 00MuaiiHo npenopbiaHara.

[Ipn npoap/oxUTENHA TEpamHa ¢ AaRTHOHOTHLIM MOXKE Ja C¢ pa3BHe MPEKOMEPEH pacTekK Ha
PE3ACTCHTHH MHKPOOPraHH3MH, BKIIOYHTEHO MBOMYKH. AKO C¢ MOABH cyrnep-uudekimd, Tpadpa Aa
ce B3EMAT MOAXOAALIH MEPKH. |

Ocnen I 000 000 IU purnmupariu mabremxu
To3u nekapcTeeH NPOAYKT Chabprka 1,68 mmol (64 mg) kanuii BEB Beska dHIMupaHa TabeTka.

Ocnen 1 500 000 IU ¢punmupanu mabremxu
To3u nexkapcTBEH NPOAYKT ChABPKa 2,46 mmol (96 mg) xanuii BEB BCAKa pHIMHpaHa TabneTka.

ChbappianneTo Ha Kandi TpAOBa 1a ce HMa NpeIBHI NPH MANKHEHTH ¢ HapylneHa Op0peyuHa pyHKImsA
IH NIPH NALMEHTH HA KOHTPOJIHpaHa OT KaJIMH QHETA.

[lanenTH ¢ paaxaTa HaCIeACTBEHa HEIOHOCHMOCT KbM PYKTO3a, IMOKO3EH - FATAKTO3CH CHHIAPOM
Ha MastabcopOLus Wik 3axapo3HO H3oManTaseH Aeduuut He TpaGBa qa npremar OCIcH.

Ocnen 1 000 000 IU - 1 500 000 IU gpuamupanu mabremxu
1 dummupana TabneTka cpabpka mo-Manko ot 0,01 BernexuapaTHH ¢ MHHLH.

4.5 BiaaMoaeiicTBHe ¢ APYTH JEKAPCTBEHH NPOAYKTH H APYrd GOopMHE Ra B3aHMOACHCTBRE

I'yma ryap: namanena adcopOums Ha PeHOKCHMETIINICHULIUTHH.

Anmmoary.uanm (peHOKCHMETUITICHUITWIIHH MOXe J1a B3aMMOJEHCTBA C AHTHKOArY IAHTHHS
KOHTPOII. -

IIpobenensa: HaMajicHa EKCKPELHA Ha (PEHOKCHMETHATCHHLIMIMH NOpajiH KOHKYpHpaHe Py
6p6peuHaTa TYOyIapHa CeKPELHA.

baxkrepuocTaTHINYA AHTHOROTHIA: 32 HAKON DAKTCPHOCTATHYHH AHTHOMOTHIM KaTo
xnopaMpEeHHKON, EPUTPOMULIMH H TEPTPALHMKIIMHA € JOKNAABAHO, Ye Ca AHTArOHUCTH Ha
OakTepHLIMAHATA AKTHBHOCT HA [IEHUIM/IMHUTE H €AHOBpeMEHHATa MM yrioTpeda He ce mpenophuBa.
AMABOT/IAKO3BAR: JOKIABAHO €, 4¢ HEOMHIMH HaMalaBa abcopOumara Ha
(EHOKCHMETIINCHUIHIHH.

MeToTpexcar: H3NON3BaHETO HA (DEHOKCHMETHIINICHHLIMINH, ;:[mca'ro Ce MpHEMa METOTPEKCAT, MOKe
13 HAMAJTH eKCKPELUSATa Ha METOTPEKCaT H TaKa Ja MOBHIIH PHCKA OT TOKCHYHOCT. |
CyapuHNApA30H: EKCKPELMATa Ha NCHHUIIMHH € HaMaJIeHa OT CYI(UHITHPA3OH.

BakcHHa cpemy Kopemen TH) (mepopajina): NCHUIIWIMHATE MOTAT Aa HHAKTHBHPAT nepupa.lma
BAKCHHA Cpemy KOpeMeH TH(.

4.6 DepransTeT, OpeMEHHOCT H KbPMEHE
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MerabonuTute Ha PEHOKCHMETHITNICHHIIMIMH CE €KCKpPEeTHpPaT B MaWYHMHOTO MIIKO B KOJHYECTBO,

KOETO Hali-BEPOATHO MOXKE Ja OKaKe BIIHSHHE BBPXY HORBOPOACHOTO.
4.7 EdexTn BEpXy cnocofnocTTa 32 modHpane H padoTa ¢ MAMAHA
He ca u3BecTHH.

4.8 HexelaHn feKAPCTBEHH PeaKNHH

MHoro Jectu | (21/10)

YecTr (2/100 go <1/10)
HeuecTH | (/1,000 no <1/100)
Peaxn (/10,000 no <1/1,000)
MHoro peakH (<1/10,000)

C HeM3BeCTHa 4YecToTa (He MOXe 7a ObJ1¢ yCTAaHOBEHA OT HAMIMYHHTE JaHHH)

Haii-qecTHTe peakium npH NepopaicH NeHULIIHH €a 0T CTOMAIIHO YPEBHHS TPAKT (TaJeHe,
NIOBPHIIAHE, CITUracTpajcH AUCTPEC, AHAPHS, YePEeH KOCMAT €3UK) H peakilHH Ha
CBPBXUYBCTBHTEIHOCT. |

BoenpekH ue HeKeNaHH peakuy ¢a AOKIaABAHH MHOTO TTO-PAAKO ¢l NepOpaiHa, OTKOJIKOTO ek,
[apeHTepaHa Tepanug, TpaOea Aa ce 0TYUTA, Y€ BCHYKH (OpMH HA CBPBXYYBCTBHTENIHOCT,
BKJIFOMHMTENHO paTanHa aHadhuaakcus, ca OmiH HabmoAaBaHu ¢ nepopaieH NEeHHI[MIHH.

Hndexnau B HHpECTANHR

-~ Peoxu: mcepnoMeMOpaHO3EH KONMHT

HapymeHHd Ha KPBBTA H JAMOAATA CHCTEMA

- Muozo pedxu: npomsiHa B Opos Ha KPBBHHTE KIICTKH, BKIIOUHTENHO TPOMOHLIUTONIEHHS,

HEYTPONEHH, IEBKONICHHA, €03HHO(HINA H XeMONUTHIHA aHeMud. CuIIoO ca OHIH J0KIaABaHH
HapyLICHAS B KPbBOCHCHPBAHETO (BITIOYHUTENHO YAB/DKABAHE HA BPEMETO 32 KbPBCHE H HapyleHa

(GYHKUHA HA TPOMOOILIHTHTE).

Hapymenns qHa nmynna'ra CHCTEMA

Yecmu: aJIEepruyHy peakiMH, Hali-42ecTo C npoaaa Ha KOXHH peakuuy (B Hapyuienua na xoocama
U ROOKOJICHAMA MBKAH).

Peoxu: TeXKy alleprHYHH PeaKiliH, peIH3BHKBAILM aHIHOCAEM, TAPHHI€AJIEH OTOK H aHa(HIIaKCcH.

Peakipm, HanopoGApamy cepyMHa OOJIECT, XapaKTEpHU3HPAIIH Ce ¢ ITOBHIICHA TEMIICPATYPA,
BTPHCAHE, APTPAITHUS ¥ OTOLH.

Hapyumienns Ha HEPBHATA CHCTEMA

Heuecmu: HeBponaTHA, OOMKHOBEHO CBBP3aHA C BUCOKH JO3H NapeHTepallcH NeHHIMIHH.

C neuzeecmna vecmoma: TOKCHYHOCT HA UEHTPATHATA HEPBHA CHCTEMA, BKIIIOUYHUTEITHO KOHBYJICHH Ca
Ounu crobimapanu (0CODEHO IPH BHCOKHU A03H MIIH TEXKO GR0pedHo HapyIIeHUE); TIpH
NPOAB/LKUTENHO TIPHIOKEHHE MOXKe J1a C€ NOSBH NapecTe3ni.

CromMmammo-IpeBHH HAPYIICHHAA
Uecmu: TafieHe, NOBpBINAaHe, KOpeMHA O0OJIKa, JHapHA.
Peoxu; Br3NaneHne Ha ycTaTa ¥ YepeH KocMar €34K (o0e3lBeTaBaHe Ha €3HKA).
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Pedxu: excponHaTHBEH NepMaTHT.

Hapymenns na 6n6pennre 7 nHKOTAATE NbTHINA
Heuecmu: nedponaTtii, OOUKHOBEHO CBBP3aHA ¢ BUCOKH J03H NapEHTEPAICH IICHHLIUIHH.
Muozo pedxu: uATEpCTHIMANIEH HeGPHT

Crobmasane Ha NOAO3IHPAHK HEXKEJIAHH PEaKITHH

CrofImaBaHeTo Ha NIOJO3HPaHH HEXKEIaHH PEaKLMH Clie]l pa3pelaBaHe 3a ynorpeda Ha ﬂekapcrﬂeﬂml
NpOAYKT € BaXHO. TOBA MO3BOJIABA J1a MPOAEIDKHA HaOMOASHHETO Ha CHOTHOLICHHETO TO3a/PHCK 32
IeKapCTBeHMA NponyKT. OT MEAHIIMHCKHMTE CIIELIHATHCTH Ce H3HCKBA Aa Ch0O0IaBaT BCAKaA
MOA03HPaHA HesKelaHa peakilig upe3 HAl[HOHAJIHATA CHCTeMA 3a ¢ch00maBane kbM M3mbiHuTenHaTa
areHuMs o JieKkapcTBara, yi. ,,Jamad I'pyer” Ne 8, 1303 Codusg, Ten.: +35928903417, yebcaiir:
www.bda beg.

4.9 IIpeno3npane

Hpuznayu u cumnmomu |
Texxo nepopanso npeao3npane Ha PEHOKCUMETIINICHRLIWINH MOXE Ja NpeIU3BHKa raacHe,
MOBPLINAHE, CTOMAIIHA 0OMKa, IMapHA H PAAKO, 3HAYUTEIHH MOTOPHH [BPUYOBE.

AKO HE ¢a HUIMYHU APYTH CHMITTOMH, TpAOBa a ce HMa npeBUI BEPOATHOCTTA OT aJiepruiHa
peakijps. |

B pesyrrar Ha IpeA03HpaHeTO MOXKeE Ja CE MOABH XHIIepKalueMHusa, 0COOEHO NIPH MALHEHTH C
OBOpeyHa HeNOCTATBEYHOCT.

Jeyenue

He e w3BecTeH crnienudmden anraot. [Ipenoprysa ce cUMITOMaTHYHO H NOAABPKAIIO JICUCHHE.,
AKTHBHHAT BBIJIEH C OYUCTHTENHO, KATC HANpHMEP COPOHTOMN, MOKE J1a YCKOPH €THMHHHPaHETO Ha
NeKapCTBEHUS MPOAYKT. PeHOKCHMETHINIEHHIMIMH MOKe J1a Obe IMPeYUCTeH Ypes XeMOIHAIIH3A.

5. GAPMAKOJOI'MYHH CBOHCTBA

51 PapMakoJHHAMAYHA CBOHCTBA

(dapMmakoTepanerTUHHA rpyna: 6eTa-1aKTaMa3a-JyBCTBHTE/IHH NEHHUHIHHH,
(peHOKCHMETHITICHUIIILTHH

ATC xon: JOICE2

DeHOKCHMETHINSHALIIHH € aHTHOAKTepHaJIeH, IIepopalieH NeHMIPUTHH. Toit nMa GakTepuImaeH
e()eKT 32 YyBCTBHUTEIIHH HOpoHepHpallH MUKPOOPraHH3MHM, Ype3 MOTUCKaHe OMOCHHTE3aTa Ha
KIIeTBYHATA UM CTEHaA.

CnexTHphT Ha AelcTBHE Ha (PEHOKCHMETHINEHHIPUTHH € TIPaKTHUYECKH MIICHTHYECH Ha TO3H Ha
OeH3WITICHALWIMH. -

I'panuunu crotinocti cnopen EUCAST 3a mamosete Staphylococcus, Streptococcus, M. catarrhalis u
H. influenzae ca KakTo cnejsa: IyBcTBUTENHH < 0.125 mg/l 1 pesuctenTHH > (.25 mg/l.

UyBCTBHTCIHHE

I'pyna A, C, G, H, L 1 M ctpenroxoxn
Streptococcus pneumoniae

. He-nemnmnﬁﬂaaa-npomﬂpanm CTaHITOKOKH
Neisseriae 7
Erysipelothrix rhusiopathiae
Corynebacteria |
Bacillus anthracis | |
Actinomycetes




Streptobacilli

Pasteurella multocida

Spirillum minus

[IlamoBe ciiMpoxera xato Leptospira, Treponema, Borrelia v apyrd CIIMPOXETH.
ARaepobu Kato peptococci, peptostreptococci M fusobacteria

YMepeHO WK BAPHPAIO YYBCTBHTEIHH:
Clostridia

Listeria

Enterococei (rpyna D cTpenToKokH)

Pe3nCTEHTHH:
Klebsiella spp.

E. coli
Enterobacter spp.
Pseudomonas aeruginosa

- Nocardia spp.

Staph. aureus (Dera-naKkTama3a-IoIOKHTETHH )

5.2 PCapMaAKOKMHETHYIHH CBOHCTBA

Pezopbyus

DeHOKCHUMETWINCHUIINAH HE € MHAKTUBHAPA OT CTOMAIITHATA KucellHHa. CTeneHTa Ha pe3opOis e
npubmmsurenHo 60%. EanoBpeMeHHOTO NpHEMaHe Ha XpaHa BOAH 0 HaMallcHa pe3opOLmA.
ITukoBHTE CEpYMHH KOHIIEHTPALIMH & HJOCTHTAT B paMkuTe Ha 30 -60 MuHyTH. @apMakOKMHETHKATA €
IOYTH JIMHeNHa, mnomra noa kpuparta (AUC) ce yBeniaBa MponopLHOHAIIHO Ha J03aTa Cliel
SAMHHYIHO MPHIOXKEHHE Mpe3 yeTaTa B paMkute Ha (,12-3 g.

PasnpenesieHue
ID1asMeHHAT OMYXKHBOT € 30-45 MHHYTH, CBBP3BAHETO C TUIA3MEHHTE NIPOTEHHH € MPUOIM3HTENHO

55% ot npunoxeHata 403a. JlekapcTBOTO AMYHAHPA BeAHATa KBM THKAHHTE Ha OBOpeny, benu
apoboBe, gepeH apod, KoXkKa, TMraBHIH, MYCKYJIH H KbM NOBeYeTO ThKaHHH TeYHOCTH, 0co0OeHO NpH
HaJIH4YHE Ha BB3NAMTENEH nponec. JIudy3naTa KbM KOCTHTE € yMepeHa. MHHHMAaNHM KONHYECTBA OT
AKTUBHATA CHCTABKA C& EKCKPCTUPAT B MallMMHOTO MIAKO, A0KATO 10 50% OT KPBBHHUTE

KOHLIEHTPALMH IIpEMUHABAT TIpe3 IUTaleHTapHaTa DapHepa.

Memaboruzom | .
IMpubauzurenHo 34 + 20% ot go3ara ¢e yCBOABAT BHB BHJ Ha HEAaKTHBHH MeTaboNHOTH (HanpHMep
OSHUITWIOHIHA KHCETHHA).

EnumuHHpare
OecHOKCHMETUATIEHHIWIHH Ce enummmpa npe3 6p6penUTe B HeMpoMeHeHa PopMa 9pes TJIOMepy/iHa

¢mnTpauus U TyOynHa cekpenus. Maika ppakiyas ot fo3aTa ce CIHMHHHPA YPE3 JKITHYKATA B
axtueHa Gopma. [Ipu xopa ¢be 3anazena 660peuna dynkima cepymuus noayxusot (T1/2) e 30 po
45 MuUHYTH. BpeMeTo Ha nomy>MBOT 3aBHCH OT Ao3ara. Crien npunoxkedre Ha 0.4 g u 0.3 g, no naHHu
OT KJIHHUYHH IIPOYYBaHMs, T, OTIETEHOTO BPEME Ha MOJYXKHBOT € ¢hOTBeTHO 0,5 H 1,1 7aca.

Kunemuxa npu cneyuanuu pynu nayuenmu
EnTMMHHHAPAHETO € YABJDKEHO NPH HOBOPOISHH M MpH MAaIMEeHTH ¢ HApyIeHa 0n0pevHa gyHKImA

5.3 IpenkNAHAYHE JaHHEH 38 6€30NaCHOCT P
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OT reHOTOKCHYHUTE NPOYYBaHH: ¢ GEHOKCHMETHINEHHLIHH A0 cera He Ca MOIy4YeHH nM‘
KAKBUTO M Ja € KIMHHIHO CBbp3aHH edekTH. [Ipra qparocpouHs Npoy4BaHUs BEPXY nm.x@ Hm &,
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WscnensaHusTa BbpXy pa3iIMuHH BHAOBE JKUBOTHH HE IaBaT CBEeHHA 3a TepaTOreHeH edeKkT Ha
(€HOKCUMETHIIIIEHHIAIHH.

6. O®APMAIEBTHYHU JAHHHA

6.1 Couchk HA NOMOINHATE BeIMecTBA

Aopo:

Marsxezues creapar
Maxporon 6000
Hoswnon
MarronexcTprH
Tank

Obsuexa.

3axapvH HaTpHii
JhoTtuBa MeHTa, MaciIo
THTaHOB AHOKCH]L
Tank

XHIIpoMesosa

6.2 HeChEMECTHMOCTH

Hsma v3recTHN.

6.3 Cpok Ba roamocT

Ocnen 300 000 IU gunmupanu mabremxu
2 roauHH

Ocner 1 000 000 1U ¢punmuparnu mabremxu
2 TOOHHH

QOcnen 1 500 000 IU punmupanu mabnemsu
2 rOaAMHH

6.4 Cunenzajann ycJOBHA Ha ChXPAHEHHE

Jla ce cpxpaHsaBa B OpUrHHAHATA ONAKOBKa [IPpH TeMnepartypa nof 25 °C.

6.5 JaHHA 332 ONAKOBKATA

Ocnen 300 000 IU durmupanu mabremxy

bimcTepu B onakoBkH ot 12 u 30 gunmupand tabnetky, u 6oiHraHU onakoBkH oT 1000 punmupann
TaONeTKH.

Ocnen 1 000 000 IU drunmupanu mabnemiu

bructepu B onakoeku ot 12 1 30 ¢unmupanu tabnerkn, B 6onHuuHM onakoskH oT 1000 ¢puMupanu
TabIeTKH.

Ocnen 1 500 000 1U punmupanu mabaemxu

bmucrepu B omakoBKH OT 12 ¥ 30 punmupanu tabnerku, H 60IHEIHE ONIAKOBKH OT 1000 %’ﬁf{ . 2w, .
Ta0JIeTKH. | R ELE




He BcHYKH ONaKOBKH MOTaT Aa GhAaT MycHaTH B npoAaxsa.
6.6 Cuoenmajum npeAna’HH MEPKRA NPR H3XBLPASAE B paboTa

HamMa criemyanHy M3HCKBaHHA,
Heu3nom3paHMAT MpOAYKT MIH OTIAABYHMTE MaTEPHaliH OT Hero TpAOBa Jla ce M3XBBPAAT B
ChOTBETCTBHE ¢ MECTHHTE U3UCKBAHMS.

7. TIPHTEXATEJ HA PA3SPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10, A-6250 Kundl
ABcTpus

8. HOMEP(A) HA PAJPENIEHHETO 3A YIIOTPEBA

Ocnen 500 000 U ¢unmupann Tadbnerku: 20000304
Ocnen 1 000 000 IU dunMupanu TabaeTku: 20000303
Ocnen 1 500 000 IU duwnmupann Tabaetkn: 20000302

9. JATA HA ITBPBO PA3PEMABAHE/MIOJHOBSABAHE HA PA3SPEINIEHHETO 3A
| YIIOTPEBA

IIspro PY: 08/06/2000
ITupro nogHoBaBaHe: 14/06/2006
Bropo noaHoesagane: 12/08/2011

10. AATA HA AKTYAJIHZUPAHE HA TEKCTA

02/2016
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