KPATKA XAPAKTEPUCTHKA HA HPOAVKTA

1. HME HA JJEKAPCTBEHHUA ITPOAYKT

Hennupumin Kpucranusar @noemna 1 000 000 TU npax 3a uHKeKLMOHEH PasTEOp
Peniciilin Crystallisate Floella 1 000 000 IU powder for solution for injection

Ierunumn Kpucranusar ®noenna 5 000 000 IU npax 32 uwxeKmponex pasTBOP
Penicillin Crystallisate Floella § 000 000 IU powder for solution for injection

2. KAYECTBEH H KOJIHYECTBEH CBHCTAB

HNennuunua Kpucranusar ®noesta 1 000 000 TU: eaun duiakon cuaspaxa 1 000 000
IU Semswinenmummny Kanuit {benzylpenicillin potassium).
Hermmputun Kpucranmmsar ®noesna 5 000 000 TU: equn dnakon cuabpxa 5 000 000
IU 6enswmenuiiumy kammii (benzylpenicillin potassium).
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4.1 TepaneBTAYHHM NOKAZAHHA

bensunneHuumMIHE ce Npriara NpH TeXKH HHGEKUMH, NPHYHHEHH OT YyBCTBUTETHE MHKPOOPTaHHIMY,
Koraro € HeoOxoqumMo 65p30 Ja ce JOCTHrHE BHCOKA KOHIIEHTPALMs HA aHTHOHOTHKA.

® TouswmmT, nHeBMOHNS, GPOHXHT, NEPHKAPANT, XPOHHYEH SHIOKAPZNT, PHUAHEH OT CTPETTOKOKH,
(BKIIOUUTENHO TPYyTIa A), ITHEBMOKOKH, CTathUIIOKOKH.

Cenrruemns.

MeHHHrOKOKOB MEHHHTHT.

Hudexunn Ha KOKATA H MEKHTE THKaHM.

Audreprs (B xoMOHHAIMA C AHTHTOKCHH).

Emmnuem.

Epuzunen.

Octpa pesMaTH4na Tpecka, IPHYHHEHA OT CTPEIITOKOKOBA HH(MEKLHA, aPTPHT.

Ocreomuennur.

Ipunobur wim Bpogen cudiimc.

I"'oHopes.

HMudexipmy Ha reHuTaNnHEA TPakT, NpH4AHeny ot Fusobacterium spp.

Ortpasane ot rebu (4dmanita phalloides).

Anrpaxc, JlaiiMcka Gonect, Hubeximy Jbbxainy ce Ha Clostridium spp. (BKIIOUMTEITHO TETAHYC),
JMCTEpHO3a, NACTEOPEN03a, AKTHHOMHKO3A.

Ilpenu 3anousane Ha neueHHeTO TPSOBA Aa Ce B3eMAT NpeABHA ODHUHAIHY PBKO )
IKbpKaea 3a ynorpeba Ha aHTHOHOTHLM. Y 3




4.2 JJo3EpoBKa H HAYAH HA NPHIOKEHHAS

Jlo3MpOBKATA 3aBUCH OT TEKECTTA HA HH(DEKUMATA, HYBCTBHTEIHOCTTA HA MHQEKTHPAILMA ANCHT H
KTHHHYHHA CTATYC HA HAlHCHTa, Bb3pacT H TErO.

1 MimHoH [U GeH3unmeHHIHH kanuii otroeapa Ha 600 mg.

Bripacran

O6nuaiinaTa no3a ¢ 5 MunuoHa IU Ha Bcekm 4 1o 6 yaca.

Ilpn Texxn RHGEKIMI NPHIHHEHH OT CTPENTOKOKH, THEBMOKOKH, CTA(QMIOKOKH, KaTO ITHEBMOHMA,
SHAOKAPAWUT, MEHHHI HT, MHHUMaIHaTa 103a ¢ 8 MuinoHa IU gaesHO. IIpH TeXKH HHOEKLIMH, Ai03aTa
MOKe 12 ce yBesnud g0 20 Mmunrona IU wiu noseue qHEBHO.

IpuaoGur win Bposen cudmwmic. BEB Bpb3ka ¢ BHCOKATa YECTOTA HA IPIIATaHE CE NPENopHYBa
XoctHTaIM3aIMA. Jl03aTa # MPOABDKHTENHOCTTA HA I€YCHHE 3aBUCAT OT NPOXB/DKHTETHOCTTA Ha
3ab0JI9BaHETO W BH3PAcTTa HAa NalHeHTa.

[IpepeHIA Ha MepHHATATHY MH(EKIMM OT CTPENTTOKOKH rpyna B (Streptococcus agalactiae)
ITspBata go2a e 5 munuona IU muTpareHo3HO, ¥ Mocneasano ot 2,5 mwmona U Ha pceku 4 waca 1o

Kpas Ha paKAaHeTo.

Jena

Heua oo 3-z00ummuna ev3pacm: 50 000 no 80 000 IU/kg nieBrO, pasgeneny Ha 2 10 4 103K (Ha BCEKM
12~6 yaca), HHTPaMYCKYJIHO HJIH HHTPaBEHO3HO,

Heua om 3- 0o 14-200umna evapacm: 90 000 xo 1 200 000 IU/kg nHepHO, pasaenenH na 2 1o 4 103u
(Ha BcexH 12-6 uaca), HHTPaMYCKYITHO HIH HHTPaBEHO3HO.

Heua c memnepamypa u nemexuu: 250 000 [U/kg neeBro, pasfenenu Ha 4 Ko 6 03H, HHTPABEHOIHO.

Hannentn ¢ 6b6pevno yBpexaane
KpearaanHoB kinpbac Makcumanna goza {0308 AETEPBAT

(ml/min)
50--30 1 500 000 TU 4 yaca
30-10 1 000 0600 IU 4 yaca
<10 500 0600 IU 8 yaca

JonuiHuTennara fo3a ciaeg xemMonuanusa e 500 000 IU.

IpoabJUKHTEIHOCT HA JIEYEHHETO

Hpoas/xureTHOCTTa Ha JIEHEHHETO 32BHCH OT THII2 H T&XKECTTA Ha HHbeKuHuITA.

Ipyn nHpexIMA NPUYHHEHH OT CTPENTOKOKK OT IpyTia A JieYcHHETO TpabBa fa ce poBexe 3a riowe 10
JCHAa.

Havynn Ha npHAOKeHHE
BeH3WINEeHHIMNUH MOXKe 1a ¢ MPHIara MHTPaMyCKy/IHO (He noBede oT 2 muwnuoHa [U B enHa
MHXCKUNA) WIH HHTPABEHO3HO (S/HA MIDKEKITHA TIOCTABEHA 32 3 N0 5 MHHYTH MY MHTPABEHO3HA
HHGY3W).

Ao3u Hax 2 muwnona [U Tpa6sa aa 6baaT npunaraiy 6asHO WETpaBeHO3HO (He Mo-GBP30 OT

500 000 IU/min).

Ao3u ot 20 Munnona IU 1 no-Brcoky no3H TpAGBa Ja ce NPWIATAT camo upes mmasenm&am@yam
HHTpaMycKyTHHTE HIKEKIHH ¢ NSHALWIHE Tpa6Ba /1a ce NPaBAT MHOTO BHHM&TCJIHD,f '
YBpensT NeprupEpHE HEPRH H KPBBOHOCHH CBAOBE,
JlpenopruBa ce OBHMIEHO BHHMAHHE NPH HHTPABEHO3HO NPUIONKEHHE TIOpay B'L'.} _
pa3ssHTHe Ha TpoMOo(pneOHTH.




Pazmeopume na nenuyunun mpabea da ce npunazam ee0HA2a cneod npu2omeaHemo.
HucTpyknuu 3a npuroTBRHe Ha pa3TBOPH 3a IPWIATAHE, BIDKTE Touka 6.6.

4.3 IlporaBomoxazaHufl

CBpBXUYBCTBUTETHOCT KBM DeTa-IaKTAMHH aHTHOHOTHI.
4.4 Choenaansu npexynpexaeHus n NPeANAIHA MEPKH NPH yooTpeda

[Ipw mawpiedTH, TeKyBaHH ¢ NEHHLWIHH, MOYKE Ja BE3HHKHAT TSAKKH PEaKL(HA HA
CBPBXMYBCTBHTENHOCT, OCOOSHO IPH MALMEHTH ANEPTHIHM KBM MHOXeCTBO aneprenu. TpaGea ma cTe
CHTYPHH, "¢ MIALHCHTEHT HE € AICPrHYieH KbM NCHHULIHHE, HeQaTOCTIOPHHH HIH APYTH JIEKapCTBa U 1a
C€ pasiiiTa Jaid NAUHEHTHT € HMal KaKBHTO H Aa Ca AIEPTruMHE PEaKUHH B MHHATOTO, HE3aBHCHMO OT
TAXHATA NpHYMHA. JlancaTa Ha HATMMHKA JaHHM B aHAMHE3aTa 3a CBPbXIYBCTBUTENIHOCT KBM f-
JTAKTAMHH aHTHOHOTHIH He € JOKAa3aTeICTBO, Ye NMAlHeHTET HAMa TAKaBa CBPBXUYBCTBUTEHOCT.

AKo npunaraHeTo Ha SeH3WINICHNIDUTHH € a0COMOTHO HeobX0MMO H NAHHEHTHT AMA aHAMHE3a 33
JIEPIrHYHH peakliii (HE3aBUCHMO OT 3aaciicTraiHs HakTop) H aKO MPOLYKTHT 3a OIpesie/iHe Ha
CBPBXYYBCTBHTE/THOCTTA KBM TOBA JIEKAPCTBO € HAIMYECH, TECTHT TpAOBa fa 6ble HampaseH B
CBOTBETCTBHE ¢ HHCTPYKIHUTe 3a ynoTpeba Ha To3u npoaykT. He ce npenoprusa ja ce mpasu TecT ¢
NEHULMITHH, 3alI[0TO MPHIArAHETO HA NPEKOMEPHA 038 MOXE /ia JOBEAE N0 10K H AaXe A0 CMBPT HA
NaLKHeHTa.

Ako ce mosBy aHaHIAKTHYEH MIOK HJIA 2HTHOSIEM TIPH MALIMEHTA, ITHPBO ce TIpHIara enuHedpuH,
BIIOCIICACTENE aHTHXHCTAMMHOB ar¢HT U HaKpas kopTuKkocTeponn. Tpabpa na ce MOHMTOPHPAT CHIIO
KH3HEHHT® M0Ka3aTeny (AHIaHe, MyN¢ B KPBBHO HAIATAHE).

JlexapcTBEHMAT IPOXYKT ChABPKA Kanuii — 1o3a ot 1 Muwmon IU coaepika 63 mg kammii. [Tprnaradero
Ha BHCOKH 103K GeH3MIneHHINLTHHE nof dopmata Ha Kanuesa con (10 o 100 munuona IU/nHesHO) 1
(H111) ABAOCPOYHA yrioTpeba MoXe Jia IPUUHHH OCTPO KANHEBO OTPABsHE, 0COGEHO TIPH JHIa ¢
OBOpedno yBpekaaHe.

CeawpxaHuero Ha Kani TpAGBa Ja ce HMa MPEABH IIPY NALMEHTH C 6L0peqHo yBpexaAaHe U npH
TAHEeHTH, KOHTPOIHPAIIH CBOABP>KAHMETO HA KaJTHi B CROSTA JTHETA.

Ilpu naupenTn ¢ 666peuno yBpexnaHe GeH3WINEHUIWIMH, TIPHIOXKEH BB BUCOKH J03H, MOXE 14
focTHrHe KoHUeHTpaiud B LIHC, koato ga mpuumnn uepebpanto npasHeHe, KOHBYICHH U KOMa.

Ilpn HaKOM nanmeHTH MOXe Aa ce pa3Bue peakuys Ha Apuw-Xepuxatimep (Jarisch-Herxheimer) no
BPEME Ha Kypca Ha JIeUeHHe Ha CHIWINC, HelHHTe CHMITTOMH €a TeMIIepaTypa, 0610 Hepas[noNoKeH e
4 riagobonue. Cpeilia ce 0OHKHOBEHO Hali-4ecTo Mo BPEME Ha JICUEeHHETO Ha patieH cuduanc. Iloasara
Ha ONHCAHUTE N0-TOpe CHMIITOMH M0 BPEME Ha JICUSHHETO Ha paHeH CH)UIHC He ¢ca onackH, [Ipu
NALMCHTH ¢ HaNpeAHAN cTagmit Ha GoNecTTa ¢ OPraHHH YBPEXKAAHHS peaKIUaTa Ha Apnm-Xepuxaimep
C€ cpela MHOTO PAAKO, HO HEHHATA NOABA B TO3H CTaZMHi MOXE a NpHYHHN 06OCTpaHe Ha GonectTa 1
Ja TOTIPHHECE 34 TEKKH YCIOKHEHU.

Ilpanaranero Ha aHTROMOTHIW MOXKe Ja IPHYHHE IIPEKOMEPEH PacTexk HA HEUyBCTBUTEIHH GakTepny
WM FBOHUKH. AKO MALMEHTHT pa3BHe HOBa MbGHYHA WM GaKkTepHanHa MH(EKIFEA IO BpeMe Ha

JICYEHUETO C IIEHHIIHNIHH, AaHTHOHMOTHUKET TPAOBa He3abaBHO Aa Ce crIpe H Aa ce 3arouHe MOAXOAAma
TEpanus.

[1pu nosBa Ha TEXKa NepCHCTHpaIa AHapHs NPH NaLKEHTa, TPAOBA 13 C& HMa NPEIBH

bl 'l:l

. &

LS\ . A ’%3
R R S 4

lf:"' £ T
IIpu nanmenT ¢ 6p6pevHa yBpeaa v ChpAeYHO-CHAOBH GONeCTH TpaOBa xa qﬁeﬂl\i&npems&m
HaMaJABaHe Ha J03aTa. N E L e

i. ‘. L_.--P PR
YA

e
n
.

et

- ™



Ilpn manuenTH, MOMy4aBally BHCOKH T03H NICHUIIATHH, CE TIPENOphYBa MORUTOpHpaHe GYHKIHKTE HA
OpOpeunara, ueproApOoOHATA H KPEBOTBOPHATA CHCTEMH.

IIpu naumeHTH, NOTyYaBallH BUCOKH MHTPABEHO3HH 4031 NCHAIMWINMH, MOke QaIuIHBO Ja ce
nosnTheypa TecTa Ha Kymbe (Coombs).

4.5 Baaumoneiicraae ¢ APYTH JeRAPCTBEHH UPOAYKTH H Apyrd dopMu Ba B3anmoaeticTBHe

TIpobenerin, mpuioxKeH eTHOBPEMEHHO ¢ NEHHIWIMH, NOBHINABA CEPYMHNTE HHBA HA AaBTHOHOTHKA.

JlexapcTBa, H3MeCTBallK NEHHUWINH OT HPOTEHH CBHP3BALIMTE MECTA, MOXKE 13 IIPIYHHAT OBHILABAHE
Ha HeTOBHTE CEPYMHH HHBA.

EmioBpeMeHHOTO NpHIOKEHHE Ha NEHALMIMH ¥ 6aKTEPHOCTATHYHH aHTHOHOTHIIA KaTO ePHTPOMHLIMH
H TETPALMKIMH MOXe Ja Hamamy SaxTepuimanua ehekt Ha NeHNIHINHHTE.

EduracHocTTa Ha HEPOPATHHTE KOHTPALENTHBHH CPeACTBA HAMAIABA IO BPEME HA ICUEHHE C
neHuiMaKH, [ipenoprusa ce Aa ce U3NON3BAT JOMLIHATENHHN ¢eKTHBHM KOHTPALEITTHBHH METOIH B
X0Ja Ha JICYEHHETO C MEHHLITHH,

4.6 Pepruanter, GpeMEHAOCT B KbpMEHE

Bpemennocm

[Topapu minca Ha JOCTaTEYHO OGUIMPHU M JOGPE KOHTPONMPAHK KINHAYHH ITPOYYBAHUS ITPH
6peMeHHH XeHH, GEH3HINEHUIWINH MOXKe [1a Ce 31038 NPH GPEMEHHH KEHH, CAMO KOTaTo &
HAOIKHTENHO.

Kuvpmene |
beH3HNMeHULIWIHH Ce eKCKPeTHpa B MafHMHOTO MAIKO B MANIKY KOJIMYECTRA, KOETO € MpYYKHA [1a ce
H3HCKBA NOBHIICHO BHUMaHHWe, KOraTo ce npuiara SeH3WINeHNIMIIAE Ha JKEHH B TIEPHOA HA KbPMEHE.

Depmunumem

[Ipoyusanns npu IUTEXOBE, MHIIKH H 3L, NOTy4aBalii MEHHIIIHNH B JO3H MHOTO I10-BHCOKH OT
CPeIHUTE O3, H3IOI3BAHM IPH X0pPa, HE €4 NOKA3aIM TEPaTOreHHH eeKTH Ha TOBA JICKapCTEO.
AHTHOHOTHKET HAMA €EKTH BBHPXY (PepTUINTETA N HE € NPUIHHEA YBpeRa Ha ¢eTyca.
CrmecTeysauuTe HAOMIONEHHA MPH KEHH, KOUTO ca NPUEMATH ICHHUIIIHH 110 BpeMe Ha
OpeMEeHHOCTTa, CHINO MOTBHLPXKJ/IABAT JIMIICATA Ha HeraTHBHH edeKTH Ha EHHITHAHH BEPXY deryca.

4.7 Edexrn Bbpxy cnoco6rocrra 3a modnpane n paGora ¢ MamuaH

Hsma HanmuHM NaHHM 32 ehexTHTe Ha GeH3WIMICHUIYUIME BLpXY COCOBHOCTTa 3a wodupaHe i paGota
¢ MaLIHHY.

4.8 Hexenaun jexapcTBeHH peakiun

CriennaTa KOHBEHLHS € M3TOJI3BAHA 33 KIACHHKALMA HA HEXXEIAHHUTE JICKAPCTREHH PEaKii:
muo20 vecmu (21/10), vecmu (> 1/100 no< 1/10), nevecmu (> 1/1 000 50<1/100),

pedxu (Z1/10 000 no<1/1 000), Muozo peoxu (<1/10 000), ¢ neussecmua wecmoma (0T HATHIRHUTE
AGHHY HEe MOXKe Ja Obe HarpaBeHa OLeHKa).

Hudexunn 1 nHdecTaipm

C neusgecmna wecmoma. XOXHa 1 MYKO3Ha KaHAHIHA3a.




Hapymenns 5a kxppBTa ¥ quMpHaTa cucTeMa
Peoxu: HEYTPOTIEHHA, €03MHO(DUINA, TPOMBGOLNTONEHHS, XEMOIMTHYNA aHEMHS, 0COBEHO TIpH

NalMeHTH, KOUTO ¢a NOTYUM/IH BHCOKH 103H GEH3MINMEHULUIHE.

Hapyvilenns Ha HMYHHATa CHCTEMA

Mrnozo pedxu: Texxu peakidH Ha CBPLXUYBCTBHTENHOCT, BRIIOYHTEIHO aHrnoeneM, cepymna bonecr,
aHa(puIaKTHYIEH WIOK (BWKTE TOuKa 4.4).

C neuseecmua uecmoma: NOHAKOT2 MOXE Ja €€ Pa3BHE PeaKUMA Ha Apnm-Xeprxaiimep (Jarisch-

Herxheimer) npu naupen™™ no BpeMe Ha Jieyesye Ha cudunuc; HelHUTE CHMITTOMM ca TEMIIEPaTypa,
0010 HepasrnonoxeHue # rIaBoboHe.

HapynileHue Ha KOXATA M NIOAKOMHATA THKAH
Hevecmu: obpue, cpplex, ypruKapH.

Mro20 peOxu: TeXKH KOXXHH pPeakLiHH KaTo CHRAPOM Ha CTHBBH-IDKOHCHH ( Stevens-Johnson),
TOKCHYHA eIMACpMaTia HEKpOoIU3a, GynoseH ekcomHaTHBEH ASPMATHT (BHIKTE TOUKA 4.4).
C neuzeecmua wecmoma: epureMa MynTH(OPME.

HapymeHnns Ha HepBHATA CHCTEMA

C neuseecmna wecmoma: TPaH3UTOPHA XUIEPAKTHBHOCT, AXKHTALHS, TPEBOXKHOCT, CHHIHBOCT,
oOBpKBaHe, 3aMASHOCT — T& OT3BYYABAT ClIEA CrHpaHe Ha anTubHoTHKa. CHMITOMH Ha KalHeBo
OTPHBAHE KATO XHNICPPEQIIEKCHA, KOHBYJICHH H KOMA - T€ MOTAT Aa ¢¢ IIOABAT NPH MALHEeHTH ¢
656peuno yBpexKaaHe H/HIM NOMy4¥ABAINM BUCOKH 103U Ge H3HIIE HALVUTHH KAWL,

Coepacuny HapYINeHHs

Mrozo peoxu: apurMus.

CToMamHo-4YpeBHH HAPVIUEHHSA

C neussecmna vecmoma: nceBIOMEMOPAHOIEH KOMUT — MOXKE /14 CE TIOSBH 00 BpEME HITH CIIe
NCHEHHETO.

XenaToounapHu HapyIIeHUs

C neussecmna vecmoma: Nexo NPEXOJHO YBeJIMUEHAE HAa HMBATA Ha acriaprar aMMHOTpaHchepasa.

H, eHuR Ha Ovbpeyume u nuKouRume neMuA

Mro020 pedxu: NOBHINCHH HHUBA HA YPed B KPHBTA, KPEaTHHUH, HHTCPCTHIIMANIEH HEPPHT, OCHOBHO NpH
TIALMCHTH, N0/TyHaBalliH BUCOKY HHTPABEHO3HHU J03M OT AHTHOHOTHKA, WM MAIHEHTH ¢ NPeIX0KIallo
6u6peuro yBpexnane.

O0mH HapyleHus 1 edekTy Ha MACTOTO Ha NPHIOKEHHE

C neuseecmna wecmoma: 3auepeseane, Gpubposa, atpodus, TpoMOOdIeOHT Ha MACTOTO Ha
MIDKEKIIMATE, OCODEHO ClIefi MHOTOKPATHO NPHNOMXKEHHE.

Crobiasane Ha MOAO3NPANH HEXENAHH peaKiHK

Cpob1aBaneTo Ha NONO3MPAHH HEXENIAHN PEAKLHHE CIIE]] pazpelnaBane 3a yrnorpeta Ha JeKapCTBeHHS
NPOXYKT € BaXKHO. TOBA NO3BOJIABA Aa NPONEIDKH HaGIFOAEHUETO HA CHOTHOLIEHHETO oNn3a/pucK 3a
neKapCTeeHns NPoAYKT. OT MEAMIIMHCKHTE CIICUHANHCTH cé H3HCKBa /12 CHOBmAaBaT Beska
NOZO3HPaHa HEXETaHa PeaKLys upes
M3mbaxuTenHa areHnAs 1o JeKapeTBaTa
ya. ,,Jamsau ['pyes” Ne 8

1303 Codusn

Ten.: +35 928903417

yebcaliT: www.bda.bg

4.9 Ilpenozmpane




Ipenosupadero ¢ NeHUIHIHH MOXE Ja AOBEIE A0 BB30Y)KIaHEe HA LIEHTpATHATA HEPBHA CHCTEMa H
KOHBY/ICHH. B ciyqait Ha mpeaosupane Aa ce clipe aHTHOMOTHKA, 1a Ce MOHHTOPHPAT JKHUIHECHHTE
MOKA3aTeNH (AMIIAHE, ITYNC, KPBBHO HATIATAHE) H A4 CE H3MON3Ba CHMITFOMATHYHO JISYSHHE, aKo &
HeobX0oANUMO.

DeH3HINeHULIWTHE MOKE Ja C€ MPEMaXHE OT TAIOTO UPe3 XeMOAHAIH3A.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 PapmakoAHHAMHYHH CBoiicTBa

PapMaKkoTEePANEBTAYHA rpyna: aHTHOAKTEPHAIHH CPEICTBA 32 CHCTEMHA ynoTpeba, GeTa-nakraMuu
aHTHOAKTepHAIHH, B-NTaKTaMa3a YyBCTBUTEIHH IICHHIWIMHH.
ATC xoxn: J 01 CE 01

beH3sHINeHUIMIHH € aHTHOMOTHK OT B-TaKTaMHaTa rpyIa.

bakTepULMAHUAT MEXaHH3BM Ha JSHCTBUE Ha NTEHUIUTHH BKIIOYBA MHXHGHpaHe Ha GHOCHHTE3aTa Ha
KIETHYHUTE CTEHH Ha MJIAZiMTe NposindepHpanm SakTepuanay knerky. Kato pesynrar or NOTHCKAHETO
Ha TPAHCTICNTHAA3HATA AKTHBHOCT MEHUIIWIMH HHXHOHPa GOpMHpPaHeTO Ha BPB3KH MEKIY
NCHTANCNTHAXTE Ha MyKONOJIM3axapHaNTe Ha GakTepuanHuTe KISTHYHH cTeHd. BriocneacTene, karto
Pe3yATaT OT aKTHBHPAHETO Ha KASTHYHHTE XHAPOIA3H, HaCTHIBA JH3HC Ha GaKkTEpPHATIHMTE KJIETKH.

OO0XBaTLT Ha AaHTHOAKTEPHANHATA AKTHBHOCT Ha GEH3WATICHNITIHH in VIlFro BXIOYBA:

cTapHIOKOKH (C HIKIIOYCHHE Ha TICHHIWIa3a NPOAyLIMpaIiTe AMOBe), CTPENTOKOKH (TpynH A, C, G,
H, L n M) 1 nMeBMOKOKH. BeH3MIMEHUITMTHH © CHILO Taka aKTHBEH cpeiy Neisseria gonorrhoeae,
Corynebacterium diphtheriae, Bacillus anthracis, Clostridium spp., Actinomyces bovis, Streptobacillus
moniliformis, Listeria monocytogenes, Leptospira. Treponema pallidum noxassa MHOTO BUCOKa
YyBCTBHTE/THOCT KbM aHTHOAKTepHANHOTO AekicTBHe Ha GenswymenuiputiH. Hakon mamose Ha ['paM
HEeraTHBHH NPBYHIH, HANp. MOBEYETO WaMOBe Ha Escherichia coli, BcHUKH InaMose Ha Profeus

mirabilis, Salmonella w Shigella n naxon wmamose Ha derobacter aerogenes u Alcaligenes faecalis, ca
YYBCTBHTENHH HIH YMEPECHO YYBCTBHTE/IHH HA NCHHLIMH, HO CaMO NPH BUCOKH KOHLEHTPALMH
AOCTHTHATH IIPH HHTPaBEHO3HO NpHIoxkeHHe. Ierrmmnasa npogyuspaiHte cragunokoku (70~95% ot
BCHYKH IAMOBE) Ca pe3NCTeHTHH HA OEH3HINMEHHULIWIHH.

BeH3WINeHNLWIHH He NMPOHHKBA BHTPE B KJIETKATA H 3aTOBA HE € AKTHBEH CPEILLy BhTPeKIeThUHH
MHKPOOPTaHH3MH,

5.2 PapMakoKEHeTHYHH CBOHCTBa

berswnennumind ce abcopbupa 6p30 B KPBBHEA NOTOK CEA MHTPAMYCKYJIHO NIpHoxkeHHe. Cren
MHTpaMycKynHa nkekuus B 1033 oT 300 000 IU wnu 1 mumuon IU, Toii ce aGcopOupa B pamkute Ha 15-30
MMHYTH, NOCTHTaHKH HKOBA KOHLEHTpauHa npubnusurenno 2 mg/l (3 333 IU/D 1 12 mg/1 (20 000 TU/),
CBOTBETHO.

CpenHara ruia3MeHa KOHUEHTpaUMA Cliek HHTPaBeHO3Ha MHMKEKLHS oT 5 MittuoHa U, NPUNOKEHA 32 3
10 3 MMHYTH, MHBMEPEHO CIEA Kpad Ha HEDKeKUuATa, e npubnmsurenno 400 mg/l (666 666 IU). ITo
BpeMe Ha MHTPABSHO3HA MH(pY3MIA, MPOABL/DKABAIIA TOBeYe OT 6 yaca, NPH KOATO ChLIaTa 1034 e
IpHIOKEH], € IIOCTHIHATA KOHCTaHTHA KOHIeRTpawis ot 12 xo 20 mg/1 (20 000 TU xo 33 333 TUAN).
Cnen npunaraneTo Ha OcH3WIMEHHIGUTHH B 1033 oT 2 MiHona IU Han 2 vaca wiu 3 Munnona IU Han
3 yaca, aHTHOHOTHUKBT JIOCTHra cpelia KOHUeHTpauua npubnusurenso 20 mg/l (33 333 IU/l)

IIna3sMeHHAT MOIYKHBOT Ha NMEHHIHIHH € KbC H ¢ npubnuzurenno 30 MUHYTH, BE o
CBIIECTBYBAT rOJICMH PasIHuMA IIpH oTAenHuTe nuna. [Tpu nrua ¢ 6x0peuna HE
IUTA3MEHHAT MOMYKHBOT MOXKe Ja Ce YOBJDKH Haj 10 1aca. /



IIpH HOBOPOIEHH ILTA3MEHHAT NMOJTYKHBOT Ha OSH3WINEHHIMITHH € CBHIIO YABBDKEH M ¢€ CKhCSBA ¢ BB3pacTTa
oT 3,2 4aca B mppBaTa ceqMuLa A0 1,7 yaca BTopaTta ceamHua H a0 1,4 waca TperaTa ceIMHIIA OT JKHBOTA.
HHTpaMycKy THOTO NMpHIoKeHne Ha SeH3mwnenuwue B Ao3H ot 50 000-100 000 IU/kg npu HoBOpOAEHH Ce
IMPOABABA KATO CPEIHA ILIa3MEHa KOHUEHTpalys npudausurenno 25 mg/l (41 666 TU/D) wim 35 mg/l (58

333 IU/1), ceoTBETHO.

bEH3HNNEHHLUWIHH Ce CBBP3Ba ¢ IUIa3MEHHTE TIPOTCHHM MPHOIN3ATETHO 45—-65%.

BeH3uInmeHHUWWINH TPOHHKBA A00pe B IUIEBPAIHATE, [IEPHKAPIUATHHATE, IEPHTOHCATHHTE U
CHMHOBHAJIHHTE T€YHOCTH, JKTh4Ka, 6B0pews, THraptiia 1 YPHHA B He TONKOBA N00pe B aMHUOTHYHATA
TEYHOCT, (peTanHaTa KpbB H LepedpocnuRanHaTa TeqHOCT (ToH focTura 5% OT CepyMHHTE HHBA CaMO
TIPH BB3NMAICHHE).

Cnabo nmpoHHKBa B KOCTHTE, LiepeOpanHaTa TeYHOCT, BETPEOYHATA TEYHOCT H MAMUMHOTO MJISKO.

benzninenuIIHH ce MeTabonusnpa npuGmusirenno 40% B yepHHa Apob 10 NEHUIIONIO0BA
KHCEJTHHA.

Tol ce exckperHpa OCHOBHO B ypHHaTa (60 10 90%), Haii-Beue npes mrbpBus Yac, EKckpelHara Ha
OEH3WIMEHHUMTHH MOXKE [ia ¢¢ HAMa/IH OT €IHOBPEMEHHOTO NPUIoXKeHHe Ha nipobenenma. [Tpu
HOBOPOACHHU peHalIHATa eNTMMHUHALNA € No-0aBHa.

3.3 IlpeakARHEYHE AAHHHE 34 (e30MaCHOCT

Hama nanwana nHGopMaIys 33 AEITOCPOYHN H3CNEABAHHS BHPXY HKHUBOTHH, POYIBAINH MYTAPCHHHA H
KaHIICPOr¢HEeH NOTEHIMAN Ha OeH3HIMEeHULFUTHH.

6. ©OAPMAIEBTHYHH JAHHHA

6.1 CnEchk HA NOMOMIHKTE BEIIECTBA
Hama
6.2 HecbBMECTHMOCTH

beHzWINeHHLWITHH Ce HHAKTHRHDA B a/IKaTHA H B KHCeJIa CPEAa, M B PA3TBOPH HA BLITIEXHAPATH, HE
Tpa0Ba Aa ce CMECBA B €A1HA CTIPHHIIOBKA C JAPYTH JIEKAPCTBEHH NPOIYKTH.

6.3 Cpox na rogaOCT

[Ipenu orBapaHe Ha dakoHa

3 roguHn

Cnen oTeapane Ha GuakoHa ¥ NPHIOTBAHE HA PasTBOP

Pa3TeopeT Ha OeH3WIMEHHITMITHH TPAOBA a Ce NPHIOKH BEJHAra CJIE]| MPHUIOTBAHETO MY.

6.4 CroenHajJHH YC/IOBHSA HA ChXpaHeHne

Ha ce cexpaussa nox 25°C, Jla ce masy oT CBET/IHHA.
3a ycnoBuATa Ha ChXpaHEHHE Clie] pasTBAPAHE HA JIEKAPCTBEHUS MPOMYKT BIDKTE TOUKa 6.3.
6.5 BuascoaAbpkaRHe HA ONAKOBKATA

CTEK/ICHH (PIaKOHH ¢ ryMeHa 3amyIaika H ATyMHHHEBA 00KaTKa.
Enux dnakoH e nocraBeH B KAPTOHEHA KyTHS.




6.6 Croensajnu npeINa3HA MEPKH NPH H3XBLPASNHE H padora
HHACTpYKIESA 32 NPAroTBAHE HA PA3TBOPH

Humpamyckyna uniceKuun
Pazreopere chALPXKaHNETO Ha hnakona o1 1 munnon IU B npubnuzurento 2 ml Boaa 3a HIDKSKIHH.

Hrmpaeeno3na unicexyun

PazTtBOpeTe chabpxkanHeTo Ha (uakoHa ot 1 MumHoH IU B 5 10 10 ml Boja 3a HEDKEKUMH HITH B
PasTBOP HA HATPHEB XJIOPWA 32 MHIKEKIIHH.

Hrmpaeenosna unpysus

PasTBOperte chabpikatueTo Ha dnaxona ot 1 MunHoH IU wnu ot 5 manuoHa U, choTReHO, B Haii-

manko 10 ml wix 50 ml Bosa 32 HEDKEKLMH WIH PasTBOP HA HATPHEB XJIOPHJ 32 HHKEKI[MH ¥ ClIeN
TOBA AoJIeHTe A0 CHOTBETHHA 06EM ¢ pa3TBOP HA HATPHEB XJIOPHI 32 MEDKEKLIMH.

7. OPHTEXATEJ HA PAZPEIIIEHHETO 3A YIIOTPEEBA
Tarchomin Pharmaceutical Works “Polfa” S.A.

2, A. Fleminga Street
03-176 Warsaw

Ilonma
8. HOMEP(A) HA PAPEINIEHHETO 3A YIOOTPEBA

Ienmupnun Kpucramasar $noenna 1 000 000 IU; 20180019
Uenuummy Kpucramusar @noenna 5 000 000 TU: 20180020

9.  JATA HA ITbPBO PASPEINIABAHE/IIOAHOBABAHE HA PA3SPEIIEHUETO 3A
YHOTPEBA

Hata Ha mepBO paspemasane: 26.01,2018

10. JATA HA AKTYAJIM3APAHE HA TEKCTA
02/2018




