KPATKA XAPAKTEPUCTHUKA HA HPO,H,YK'TA

= o

1. UME HA JIEKAPCTBEHHUS ITPOAYKT | “ﬁ“HMTEﬂHﬁ AFEHUKWS NO HEI(APCTBAT;,\
Hnamﬂ EHDHKFHFDUEH’.'UKE Ha npﬂgynmd ﬂm r

Lleq)TpHaKCDH-MIP 2 g mpax 3a MHIKCKLMOHCEH pasTBOp E_H’ bM Pgz, e ......... "ZGC\G‘D%{‘
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| dpnakoH cvabpxka 2 g uepTpuakcoH (ceftriaxone) kato e TPHAKCOH HATPHIA.
1 ¢pnakoH cvabpxka 166 mg (7,2 mmol) HaTpui.

3a MbJIHUA CIMUCBK HAa MOMOILIHUTE BelllecTBa BUXKTE TouKka 6.1.

3. JIEKAPCTBEHA ®OPMA

[Ipax 3a HHKEKLLIHOHEH pa3TBOp
DuH, 041 10 O1€A0XKBIT Mpax.

4. KJIAHUYHHA JAHHH

4.1 TepaneBTHYHH NOKA3AHHSA

LlepTpuakcon-MIP e nokasaH 3a jiedeHHe Ha ciieAHUTE HH(EKLIUU TTPU Bb3PACTHH M AELla, BKIIKOYHTEJTHO
JOHOCEHHU HOBOPOIAEHH (OT MOMEHTA Ha PaXKJ1aHEToO):
- baxktepuasieH MEHUHIUT
- IlHeBMOHUA, npuaoOUTa B 0011ECTBOTO
- Ho3okomuasHa MHEBMOHMS
- OcTbp CpelieH OTUT
- HTpaabnoMuHaIHU UHDEKLHH
- YC10XHEeHH MH(PEKLIMH Ha MTUKOYHHUTE MbTHLIA (BKIOYUTETHO NMHET0HeDPHT)
- HHdexkumun Ha KOCTUTE U CTaBUTE
- YcnoxHeHH UH(PEKLMH Ha KOXKaTa U MEKMTE TbKaHH
- I'oHopes
Cudpunnc
bakTepuaneH eHOOKapauT

LlepTpuakcon-MIP moxe na ce u3nonsaa:
3a sieyeHHe Ha OOOCTPSAHUA Ha XpOHHYHA OOCTPYKTHBHA OenoapodHa OonecT npu Bb3pacTHH
3a neyeHue Ha JMceMUHHMpaHa JlaiiMcka Oopenuosa (paHHa (craauii II) u kbeHa (craamii I11)) npu
Bb3PacTHH M J€La, BKJIFOYUTEIHO HOBOPO/JEHH Ha Bb3pacT OoT 15 aHM Harope
3a npeaonepaTtuBHa NpoduiakTHKa Ha HH(MEKLIUK Ha ONMEPATUBHOTO MACTO

- Ilpu neyeHneTo Ha NalMeHTH ¢ pedpuiHa HEYTPONEHMS, 3a KOATO CE MOA03Upa, Ue ce€ Ab/DKHU Ha
OakTepuaiHa UHDEKLHUS

- Ilpu neyeHHETO HA NALMEHTH ¢ DaKTepHeMHs, KOATO Bb3HUKBA BbB Bpb3Ka C HAKOS OT HH(EKLIUUTE,
U30pOEHH MO-Trope, WIH Ce NOJA03Mpa, Y€ € CBbP3aHa C HAKOSA OT TAX




4.2 Jlo3mpoBKa H HAYHH HA NPHJIOKEHHE

Jo3upoBka
Jlo3aTa 3aBUCH OT TEXECTTa, YyBCTBUTEJIHOCTTA, MACTOTO M BH/1a HA MH()EKUHUATA, KAKTO H OT Bb3pacTra M
yepHoApoOHaTa n ObLOpeuHa QyHKLMA Ha NalMUeHTa.

Jlo3uTte, npenopbyaHu B TaOJIMLUMTE NMO-A01Y, ca 00HYaHHUTE NPENOPBUYUTEIHH J03H NMPH TE3H NOKA3aAHHA.
[Ipu ocobeHo TexKH caydau TpsAaOBa na ce 0OOMMCIIM NpUJIaraHe Ha /1034 Ha ropHaTa rpaHvla Ha
MPENOPbYUTEIHUA AUAMNA30H.

Bw3pacmuu u oeya na ev3pacm nao 12 2oounu (2 50 kg)

Jo3upoBKa Ha YecToTa HA Ilokazanun

nepTrpHaKCOH™ npujaarane**

1-2 g BenHbx 1HEBHO [THeBMOHHM, Npu100MTa B 00LIECTBOTO
ObGocTpsiHMsA Ha XpOHU4YHA OOCTpYKTHBHA OenloapoOHa
0oJiecT

UHTpaad1o0MMHAJIHH HHPEKLIMH
YcnoKHeHH HHPEKUMH HA NMMKOYHUTE MbTHULLA
(BKJIFOUMTEJTHO NMUEJIOHE(PHUT)

2¢ BeaHBbXK IHEBHO Ho3okoMuaiHa NHEBMOHHSA
YcnoKHeHH HH(PEKLIMHY Ha KOJKaTa U MEKMTE TbKaHH
MHbeKUMHU Ha KOCTUTE U CTABUTE

2-4 g BeaHbX 1HEBHO JleueHue Ha naumueHTH ¢ peOpHIHA HEYTPOIIEHHUH, 3a
KOATO ce M0034pa, Ye ce Ab/DKH Ha DaKTepHaliHa
MH(DEKLHUA

bakrepunaneH eHJ0KapauT

bakrepuajieH MEHHMHIHT

* Ilpu noxymeHTHpaHa OakTepueMHs TpsaOBa na ce 0OMHUCIIM NpUilaraHe Ha 1034 Ha ropHaTa rpaHuLa Ha
NpenopbYMTE/IHUA 1Hara3oH.

** Moxke na ce 0OMHCIIH NPUIIOKEHHWE 1Ba NBTH JAHEBHO (npe3 12 yaca), Korato ce npujarar 1034 No-BUCOKH
OT 2 g AHEBHO.

[loka3zaHus 3a Bb3pacTHU M Aeua Ha Bb3pacT Haa 12 roauHu (2 50 kg), npd KOWTO UMA HYXKAA OT CNELHaIHH
CXE€MH Ha npuJiaraHe:

OCTbp CpeieH OTHT

Moxke n1a ce npuJIoKK eauHuYHa 103a Llegrpuakcon-MIP 1-2 g untpaMmyckynHo. OrpaHH4eHH aHHH
MOKa3BaT, 4€ B CJIy4YaH, KOraTo MauMeHTHT € C TEXKKO 3a009BaHE WJIK NMPEAX0AHOTO JIEHEHHUE He € OUo
ycnewHo, Lleprpuakcon-MIP moxe 1a € egeKTHBEH npu npuiaraHe Ha 103a 1-2 g AHEBHO HHTPAMYCKYJTHO B
NMPOAbJI’KEHUE HA 3 IHH.

[IpenoneparuBHa npoduiakTHKa Ha HHPEKLIMK Ha ONEPATHBHOTO MACTO
2 g KaTo €AMHUYHA npeaonepaTMBHa a103a.

['oHOpes
500 mg kaTo eAMHWYHA 1032 HHTPAMYCKYJIHO.

Cudunuc




JIncemuHupaHa narimcka oopenuosa (paHHa [crtaauit 1] m kbcHa [cTaauii 111])
2 g Be/IHbK AHEBHO 3a 14-21 nuu. [IpenopbunTrenHara npoaAbL/IKHTETHOCT Ha JIeYeHHe € pa3jinyHa U TpAOBa
Jla C€ UMart MnpeaBH] HAUMOHAJIHUTE WJIK MECTHH YKa3aHu4.

lleduampuuna nonyiayus
Hoeopooenu, kepmauema u oeya na év3pacm om 15 onu oo 12 coounu (< 50 kg)
3a neua c tesiecHo Terio S0 kg unu noseye TpsAadbBa na ce naBa oOMyaiiHaTa 103a 3a Bb3pPacTHH.

Jlo3upoBKa HA YecToTa Ha Ilokazanusn
neprpHakcon™ npuJjarase**
50-80 mg/kg BeaHbK JHEBHO MHTpaadblOMHUHAIIHH HH(PEKLIMH

YcnoxHeHH HHPEKLMH Ha MUKOYHHUTE MbTHILA
(BKJIFOUMTEJIHO TTHENOHePHT)

[THeBMOHMs, NpHa00UTa B 00LLECTBOTO
Ho3okomMuajiHa MHEBMOHUSA

50-100 mg/kg Beanbxk AHEBHO Y CJI0)KHEHH HH(EKLIMH Ha KOXKaTa U MEKHTE ThKaHH
(makc. 4 g) Mudexkunn Ha KOCTUTE U CTABUTE

JleyeHne Ha nauMeHTH ¢ pedpHIIHA HEYTPOIEHHH, 3a
KOAITO ce NMOJ03Hpa, Ye ce Ab/KK Ha DaKkTepuaiHa

HMH(EeKLHs
80-100 mg/kg BenHbx qHEBHO bakTepuaneH MEHUHIUT
(Makc. 4 g)
100 mg/kg BeaHbK IHEBHO bakTepuaneH eH10KapAUT
(Makc. 4 g)

* TIlpu nokymeHTHpaHa OakrepueMus TpaOBa 1a ce OOMHMCIIM MpUIAarale Ha 034 Ha ropHarta rpaHyia Ha
NPENnOPbYNTEIHUSA JUATIA30H.

** Moxe n1a ce OOMUCIU NPUIOKEHHUE J1Ba MbTH AHEBHO (npe3 12 yaca), KoraTo ce npujiarar 1031 M0-BUCOKH
OT 2 g THEBHO.

[lokazaHus 3a HOBOPOJAEHU, KbpMayeTa M aeua Ha Bb3pacT oT 15 nuu a0 12 roaunu (< 50 kg), kouto umar
HY’K/1a OT CNEeLHaIHU CXEMM Ha MpUIaraHe:

OcTbp CpeieH OTHT

3a Ha4aJTHO JICYEHHE HA OCTBP CPEAEH OTUT MOXE J1a ce MPUII0KHU eaAMHUYHa no3a Llegprpuakcon-MIP ot

50 mg/kg uHTpaMycKyJIHO. OrpaHH4eHH JaHHH MOKAa3BaT, Y€ B CJIy4yaH, KOraro JeTeTo € ¢ TeXKO 3abosisiBaHe
WJIM TbPBOHAYAJIHOTO JIeYeHHE He € Oulo ycnewHo, Lledprpuakcon-MIP moxe na e eekTuBeH npu npunaraHe
Ha HHTpaMycKYyJiHa J103a oT 50 mg/kg nHEBHO B NpOABLIKEHHE Ha 3 JIHH.

[IpenonepatuBHa npodunakTuka Ha HHPEKLMK Ha ONEPATUBHOTO MACTO
50-80 mg/kg kaTo eAMHMYHA NpeonepaTUBHA 103a.

Cudunuc

[IpyHUMNIHO npenopbuUTeNHUTE 1034 ca 75-100 mg/kg (makc. 4 g) BeaHBbXK AHEBHO 3a 10-14 aHu.
[IpenopbKuTE 3a n03aTa NPH CUHPHUIIKC, BKITIOUYUTEIHO HEBPOCH(DHITHC, ce ODa3upaT Ha MHOTO OrpaHHYEHH
naHHu. TpsabBa aa ce UMaT nNpeaABU HALIMOHATHUTE WKW MECTHM YKa3aHuA.

JlucemuHupana naiiMcka obopenuosa (paHHa [craauit II] u kbcna [cTagui 111])
50-80 mg/kg BeaHbk nHeBHO 3a 14-21 nHu. [lpenopbunTesiHaTa NpoAb/HKUTEHOCT Ha JIeYEHHE € pa3/iIMyHa U
TpaOBa Aa ce UMaT NpeaBu HalHOHAJTHUTE WKW MECTHH YKa3aHu4.

Hoeopooenu 0-14 onu
Lle¢rpuakcon-MIP e nporrBonokasaH rnpu HEIOHOCEHH HOBOPOJAEHH 10 MOCTMEHCTPYAJIHA B
CeIMMLIM (recTalilMOHHA Bb3pacT + KajJleHAapHa Bb3pacT).




Ado3upoBka na YecToTa Ha Ilokazanus

neprpuakcon™ npujaaraHe™*
20-50 mg/kg BeaHbK IHEBHO MurpaabaoMuHaiHun MHGEKIHU

Ycn0KHEHH MHPEKLIMH Ha KOXKATa U MEKHTE ThbKaHH
YcnoxHeHH HHPEKLMH Ha MUKOYHHUTE MbTHLLA
(BKJIFOUMTEJIHO MHEJIOHEPPHUT)

[IHeBMOHHMA, npua00OHTa B O0LIECTBOTO
Ho3okoMHasiHa MHEBMOHUS

MHdeKUHH Ha KOCTUTE U CTaBHTE

JleyeHue Ha nauMeHTH ¢ pedpUIHa HEYTPOIIEHHUS, 3a
KOATO Ce€ MOA03Mpa, Ye ce Ab/DKH Ha DaKTepuasiHa
HHGEeKLMs

50 mg/kg BeaHbx 1HEBHO bakTepHaneH MEHHHIHUT
bakTepHaneH eH10KapuT

* Tlpn nokymeHTHpaHa OakTepueMus TpsOBa na ce OOMUCIH NpuUaraiHe Ha 034 Ha ropHarta rpaHyua Ha
MpenoOpbYMTEHUA AHAMNa30H.
He Tpsa0Ba na ce HaaXxBbp/s MaKkcHMMaliHa AHeBHa no3a ot 50 mg/kg.

[loka3zaHus 3a HOBOPOAEHHU Ha Bb3pacT 0-14 nHU, KOUTO HMAT HYXJ1a OT CNELUaIHH CXeMHU Ha MpuJiaraHe:

OcTbp cpeieH OTUT
3a Ha4YaJIHO JIEYEHHE Ha OCTBP CPEAEH OTHT MOXKE J1a ce NMPHII0KH e€MHHYHa a03a LlepTpuakcon-MIP ot
50 mg/kg MHTpaMyCKYJIHO.

[IpenoneparuBHa npomiakTHKa Ha HHPEKUHH Ha ONEPATHBHOTO MACTO
20-50 mg/kg kaTo eAMHHYHA NpeaonepaTHBHA /103a.

Cudunuc

[IpyHUMnHO nNpenopbuMTenHara no3a € S0 mg/kg Beaubxk aHeBHO 3a 10-14 auu. [lpenopbkure 3a no3aTa npu
cU(HIUC, BKIKOYUTETHO HEBPOCH(DHUIUC, ce Da3upaT HAa MHOIO OrpaHHYeHH JaHHU. TpsadBa na ce umar
NpeaBUA HALLMOHAJIHUTE WJIH MECTHH YKa3aHMA.

IIpoovadcumennocm Ha 1eyeHueno

[IpoabinKUTEIHOCTTA HA JIEYEHHETO € pa3jIMyHa cnopel Xoaa Ha 3abosnsBaHeTo. KakTo npu Besko
AHTHOMOTHYHO JICYEHHE T10 MPUHLIMII, MPHUJIOKEHHUETO Ha LePTpHAKCOH TpsaOBa 1a ce npoabixku 48-72 yaca
CJIe/1 KaTo NMauMEeHTHT cTaHe adeOpUeH WM € NOCTUrHaTa epajuKalus Ha OaKkTepuuTe.

Xopa 6 cmapyecka 8b3pacni
[IpenopbuuTeIHUTE 103UPOBKH 3a Bb3PACTHHU HE C€ HYXKIAAT OT MoAU(UKaLIMA NPU XOpa B cTapyecka
Bb3pacT, NNpHU ycaoBue ye ObOpeuHaTta U yepHoaApoOHa hyHKLMSA ca 3a10BOJIUTESTHH.

[layuenmu ¢ yeproOpobHo yepedcoamne
Hannunure naHHHU He rnoka3BaT HeOOXOAMMOCT OT KOpEKLIMs Ha A03aTa NpH JEKO WKW YMEPEHO HapylIeHHUE Ha
yepHoApoOHaTa QyHKLHA, NMPH ycaoBHE Yye ObOpeyHaTa GQyHKLUA HE € HapylueHa.

Hsma naHHM OT NpOoy4YBaHHUsA MPH MALUMEHTH C TEXKKO YEPHOAPOOHO yBpexaaHe (BXK. Touka 5.2).

IHayuenmu ¢ 6vOpeyHo yepedxcoamne
[Ipn naumeHTH ¢ HapylieHa ObOpeyHa pyHKLMSA HAMa Hy>KJa OT peAyLHpaHe Ha J103aTa Ha uedTpHakcoH, npu
yCJI0BHE, Ye YepHOoApoOHaTa ¢pyHKLMA He € HapyueHa. Camo B cilyyad Ha npeTepMHHaiHa ObOpeuHa
HE0CTaTbYHOCT (KpeaTHHUHOB KJIMPBbHC < 10 ml/min) no3upoBkara Ha uegTpHakcoH He TpsOBa 21 —
HaZBH1lIaBa 2 g IHEBHO.

[Ipn nauneHTH Ha AMaJIM3a He ce Hajlara AOMbJIHMTEHO NpUIaraHe Ha J103a clie/l 1Maju3ara.
LledpTpHakcoH He ce eTMMUHHUPA Upe3 NEPUTOHEATHA UITH XeMoauanu3a. [IpenopbunresniHo e
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KJIMHUYHO MOHHUTOpHUpaHe 3a 0e30nacHOCT U e(hUKaACHOCT.

Iayuenmu ¢ mexicko ¥epHoopobHO u 6bOPeUHO YBPelNcOane
[Ipu maumeHTH ¢ TeXxKa ObOpeUHa ¥ yepHOAPOOHA AUCPYHKLIMSA € MPENOPBLUYUTETHO CTPUKTHO KJIMHUYHO
MOHHUTOpPHpaHe 3a 0€30MacCHOCT H €(PUKACHOCT.

Ha4yuH Ha NpUIOKEHHE

LledpTprakcon-MIP moxe na ce npuiara ype3 HHTPABEHO3HA UH(PY3HA B MPOABLIIKEHHE HA-MAJIKO Ha

30 MUHYTH (NPEATIOYHUTAH ITBT Ha MPUIIOKEHHUE), upe3 OaBHA HHTPABEHO3HA HHIKEKLIUA B MPOAb/KEHHE Ha

5 MHHYTH WJIH Ype3 AbJOOKO HHTPaAMYCKYJTHO HHXKEKTHpaHe. MHTEpMHTEHTHA HHTPaBEHO3HA MHIKEKLIUS
TpAOBaA Aa ce npuiara B NpOAbJ/DKEHUE HA S MUHYTH 3a NpenopbyBaHe B No-rojeMy BeHU. UHTpaBeHO3HH
1034 ot 50 mg/kg wiau no-rojsieMu nNpu KbpMadera M aeua a0 12-roguiiHa Bb3pact TpAOBa aa ce npuwiarat
ype3 UHGY3ud. [Ipy HOBOPOIEHU UHTPABEHO3HHUTE /1031 TpsAOBa Ja ce npujarar B Npoab/KeHue Ha 60
MUHYTH 32 HaMaJIABAHE HA MOTEHUMAJIHUA PUCK OT OWJIMpYyOHHOBaA eHLiedanonaTus (BxK. ToUuku 4.3 u 4.4).
UHTpamMyCKyJIHUTE MHXXEKLMU TPAOBa a ce MOCTaBAT B MacaTa Ha OTHOCHTEJIHO MOJIAM MYCKYJI, KATO Ha €/1HO
MACTO TpsAOBa 1a c€ HHXXEKTHpa He nmoBeye ot 1 g.

MHTpaMyCKyJIHO NpUiIoKEHHe TPOBa 1a ce€ UMa IpeABU, KOraTo NpHJI0KEHHETO 110 HHTPABEHO3€EH ITbT HE €
Bb3MOXKHO WUJIM € MO-HeNnoAXoAs1o 3a nauueHTa. [1pu 103u Haa 2 g € HeoOX0IMMO MHTPABEHO3HO
NPUIIOKEHHUE.

AKO KaTo pa3TBOpPHUTES C€ U3I0JI3Ba JIMAOKAUH, MOJYUYEHHUAT pa3TBOp HUKOra He TpAOBa Ja ce npuJjara
MHTPaBEHO3HO (BXK. Touka 4.3). Tpabsa na ce B3eme npeaua MHGOpMaLMsATa B KpaTKaTa XapaKTepHCTHKA Ha
JINAOKAUH.

[ lepTpHakcoH e NpOTHBOMNOKA3aH MpH HOBOPOJeHH (£ 28 1HHK), aKO UMaT HY»Xk/1a (WJIKM ce OYaKBa Ja uMar
HY>/1a) OT JIEYEHHE C HHTPABEHO3HHU Pa3TBOPH, ChAbPIKALIM KaJILIMH, BKJIFOYHTEIHO HENMPEKbCHATH HH(Y3HH
Ha pa3TBOPH, ChABPHKALLHK KaJILIUH, HAIPUMEP NAapPEHTEPAJTHO XpaHEHE, MOPa/IM PUCKA OT NPELUITUTALIMSA Ha
e TpUakcoH Kajauui (BxK. Touka 4.3).

Pa3penurenu, cbabpKally Kaauui (Hanp. pa3TBop Ha Ringer unu Ha Hartmann), He TpsiOBa na ce u3noJi3Bar
3a pa3TBapsHe Ha (piiakoHUTE ¢ LePTPUAKCOH UIIM 3a JIOMBJIHUTEIHO pa3pex/aHe Ha pa3TBOpeH (pJlakoH 3a
MHTPABEHO3HO MPUJIOKEHHE, 3aLL0TO MOXe Aa ce oOpa3zyBa npeuunurar. [Ipeuunuranus Ha ueGTpHaKkcoH
KaJILIMA MOJKE J1a CE MOJIyYH U KOraTo e TpHaKCOH C€ CMECH C pa3TBOPH, CbAbPIKALUW KaJILIMi, B €1Ha U
Cbllla JIMHUA 32 HHTpaBeHO3Ha UH(Y3u. [1o Ta3u npuunHa HedTPHAKCOH U Pa3TBOPH, ChABbPIKALIM KAJILIWH, He
TpsAOBa 1a ce CMeCBaT WJIM J1a Ce npuiarar e1HOBpeMeHHO (BxK. Touka 4.3, 4.4 u 6.2).

3a npeaonepatiBHa Npo(uiakTUKa Ha HHPEKLUHUH, Bb3HUKHAIU Ha ONEPATUBHOTO MACTO, Le(PTPUAKCOH
TpaOBa na ce npuiara 30-90 MUHYTH nNpeau onepaTMBHaTa HHTEPBEHLIUA.

3a yKa3aHUsA OTHOCHO PEKOHCTUTYMPAHETO HA JIEKAPCTBEHUA NMPOAYKT MPEeau NPHUI0KEHHE BHIKTE TOUKA 6.6.
4.3 IlporuBonoka3zaHus

CBpBbXYYBCTBHTEJIHOCT KbM LEe(PTPHAKCOH, KbM APYT Le(halOCMOPHH HIH KbM HAKOE OT MOMOIIHHTE
BELLlECTBa, H30poeHM B TO4Ka 6.1.

AHaMHe3a 3a TeXXKa CBpbXUYBCTBUTEIHOCT (Harnp. aHaduIaKTHYHA peaKLMsa) KbM HAKOM aApyr Tun Oera
JJAKTAMHH aHTHOAKTEpPHAJTHH CpeACTBA (NMEHULIMIIMHK, MOHODAKTaMH M KapOaneHeMH).

LledpTprakcoH e npOTHBONOKA3aH NpPHU:

HenoHoceHH HOBOPOJAEHH 10 NOCTMEHCTpYasiHa Bb3pacT 41 ceaMULM (recTallMOHHA Bb3pacT + KaJleHaapHa

Bb3pacT)*

JloHOCEeHH HOBOpOAeHH (/10 28-1HEBHA Bb3pacT):

- ¢ XUNepOunUpyOHHEMHS, KBJITEHULA WIH C XHUIOaN0YMHHEMHS WIH alMA03a, Thbid KaTo T
CBCTOSAHHUS, IPH KOUTO € BEPOSATHO CBBbP3BAHETO HAa OMIIMpYOUHA 11a € HapyLUeHO™
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ChAbPIKALLM KaJILUMH, MOPAAU PUCKA OT NpEeUMnUTalMa Ha Le) TPHAKCOH KaJiluueBa coJl (BxK. ToUkH 4.4, 4.8
H6.2).
* In vitro npoy4yBaHMs ca rnokasaju, 4ye ue)TpuakCoH MOsKe 1a M3MecTH OMnpyOHHa OT MecTaTa My Ha
CBbpP3BaHE CbC CEPYMHHs aJIOYMHUH, BOAEHKH 10 Bb3MOKEH PUCK OT OMaHpyOHHOBaA eHuedanonaTus npu Te3u
MauUMEHTH.

[Ipean HHTpaMyCKYJIHO MHXKEKTUpaHe Ha uedTpuakcoH TpAOBa J1a ce U3KJIKoYaT NPOTHBOMNOKAa3aHHUsA 3a
JTMA0OKAUH, KOraTo KaTo pa3sTBOPUTEJI C€ U3MOJI3Ba PA3TBOP HA JIMAOKAUH (BXK. Touka 4.4). Buxre
HHpopMauMsATa B KpaTKaTa XapaKTepUCTHKA HA JIUJI0OKaHH, 0COOEHO NPOTHUBOINOKA3aHHUATA.

PazTBOpHTE Ha LEPTPHAKCOH, CHAbPKALIHU JIMJOKAUH, He TPAOBA HUKOra 1a ce npujiarat HHTpPaBeHO3HO.

4.4 CoenuHa/JHH nNpeAynpexaeHHs H NpeaAna3sHd MePKH NpH ynorpeda

PeakliMyu Ha CBPbXYYBCTBUTEJIHOCT

KakTo npu BcHuku Oera JJakTaMHM aHTUOMOTULIM, UMa CHOOLIIEHUA 3a CEPUO3HHU U NMOHAKOra (aTajiHu peaKLvm
Ha CBPBbXYYBCTBUTEIHOCT (BXK. TOUKa 4.8). Peakuuure Ha CBPBXUYBCTBUTEJIHOCT MOraT J1a nmporpecupar J10
cuHapomMa Ha Kounis, ceprHo3Ha ajiepruyHa peakius, KoSTo MOXe Aa 0Bejae 10 HHDApKT Ha MUOKap/a (BixK.
Touka 4.8). B ciiyyai Ha T€XXKH peakLMHd Ha CBPBbXYYBCTBUTEIHOCT JICYEHHUETO ¢ LiedTpUakcoH TpsadBa aa ce
[NpeKpaTH He3a0aBHO M J1a CE€ NMPUJIOKAT al€KBATHU CIEeLIHA MEPKH.

[Ipeau 3anoyBaHeTO Ha JieyeHHE TPAOBA /1a C€ YCTAHOBM Jalii NAalMEHTbT HMa aHAMHE3a 3a TeXKKH peaKLMU Ha
CBPbXYYBCTBUTEIHOCT KbM Le(pTPHAKCOH, KbM APYrH LiedanocnopuHu WK KbM KOWTO U Aa OUJIO IpYT BH]L
OeTa JaKTaMHO CpeACcTBO. AKO Le(TPHAKCOH Ce Mpuara Ha NnalMeHTH ¢ aHaMHe3a 3a HETeXKa
CBPbXUYYBCTBHUTEJIHOCT KbM JApyrd O€Ta JJaKTaMHHM CpeCcTBa, TOBA TpAOBa J1a cTaBa C MOBUILIEHO BHUMaHME.

TexKH KOXKHHM HeKeNnaHW peakuuu (CHHApoM Ha Stevens Johnson wnu cunapom Ha Lyell/ TokcuuHa
enuaepMallHa HEKpOJIM3a U JIEKapCcTBeHa peakums ¢ eosuHopunus u cucremuu cumntomu (DRESS)), kouTto
MOJKe 7a ObaT KUBOTO3ACTpallaBallld HIIH C JIETaJIEH U3X0/1, Ce ChOOLLABAT BbB BPb3Ka C JIeYEHHE C
Le(dTpHAKCOH; YecToTaTa Ha Te3H CbOMTHA 0Daue He e U3BeCcTHa (BXK. TOuKa 4.8).

Peakuus Ha Jarisch-Herxheimer (JHR)

Hskon nauMeHTH cbC CIUPOXETHU MH(EeKLMU MoKe 1a noayyart peakuus Ha Jarisch-Herxheimer (JHR) manko
cjell 3arnouyBaHe Ha jeueHueTo ¢ uegrpuakcoH. OoukHoreHo JHR e camoorpannuaBaiio ce 3abossiBaHe, KOETO
ChLLO TaKa MOJKE J1a ce OBJIaJlee€ ChbC CUMINTOMATHYHO Jle4eHHe. AHTHOMOTHYHOTO JieyeHHe He TpsabBa Ja ce
MpeycTaHOBABA IPH Bb3HUKBAHE HA TaKaBa peakLus.

B3aumoaelCcTBUE C NMPOAYKTH, ChAbPXKALIW KaJILUH

OnucaHM ca ciayyau Ha (paTanHu peakuuu ¢ NpeLUnuTaTi Ha uedTpruakcoH Kajuuii B 6enure apodoe
OBOpeLUTe NPH HEJOHOCEHHU U JIOHOCEHH HOBOPOJEHHM Ha Bb3pacT noj 1 meceu. Hail-Manko B e1MH OT Te3M
cllydyad ueTpHaKkCOH M KaJILMid ca NpwjlaraHy B pa3jiMu€H MOMEHT M 1pe3 pa3/IMuHU UHTPABEHO3HU JIMHUM. B
HAIMYHHUTE HAYYHU JJaHHHU HAMA ChOOLUEHHUS 3a NMOTBbPACHA HHTPABACKYJlIapHa NpeUUNnUTaLUs NPH MaUUeHTH,
W3BbH Bb3pacToBaTa rpyrna Ha HOBOPOAEHHUTE, JIEKYBaHU C Le(TPUAKCOH U Pa3TBOPH, ChAbPIKALLM KLU, U
APYTY NMPOAYKTH, ChAbpXKaLUM KaJIUMA. [n vitro npoy4YBaHUS AEMOHCTPUPAT, Y€ MPH HOBOPOAEHHUTE UMA
MOBULLIEH PUCK OT MPELUITUTaUUsA Ha UedTPUAKCOH KAl B CpPaBHEHHWE C IPYTUTE Bb3PAaCTOBHU I'PyIH.

[Ipn naumMeHTH Ha BCAKA BB3pacT e TpUaKCOH HE TpsaOBa Aa ce CMeCBa WK NMpujiara €1IHOBPEMEHHO C
MHTPaBEHO3HH Pa3TBOPH, ChbAbPKALLW KaJILMKA, J10pH NMpe3 pa3IMYHH HHPY3UOHHH JTUHUM WIH Ha pa3jIHuyHH
MecTa Ha HHDY3us. Bbripeku ToBa, Npu NauMeHTH Ha Bb3pacT Haj 28 AHHU LeTPHAKCOH W pa3TBOPH,
ChAbpAKaLIK KaJILIMH, MOraT Jia ce npujarart nocjae/10BaTe/IHO €1MH CJIel APYT, aKO C€ U3M0J13BaT HHPY3HUOHHH
JIMHUM Ha pa3/IMYHU MECTa WM aKO HH(PY3UOHHHUTE JIMHHHU CE TOAMEHAT WK Ce€ MPOMHUBAT N00Ope Mexay
OTJAEJHUTE HH(PY3UH ¢ PU3HOJIIOTHYEH pa3TBOP, 3a J1a ce u3berHe npeuunuraums. [Ipu naumeHTH, KOUTO ce
HY)KJaAT OT HenpeKbcHaTa HH(Y3H1s Ha pa3TBOPH 3a TOTAJHO MapeHTEPATHO XpaHEHE, ChAbPXKALIM KaJILIUH,
MEIHULIMHCKHUTE CMNELMaIUCTH MOraT 1a OOMMCIAT ynorpedara Ha Ipyru aHTHOAKTEpHAJIHU CPE/ICTB
KOUTO HAMA NoA00OEH PUCK OT NpeurnuTaums. AKO H3MOA3BaHETO Ha Lle)TPUAKCOH ce cuMTa 3a H
MPH NMaLMEHTH, HYJKIA€lllH Ce OT HeNMpeKbCHaTa HH(QY3Hs, pa3TBOPHUTE 3a TOTAJIHO NAapeHTEPaH
e TpHaKCOH MOrar Jia ce npuJiaraT €IHOBPEMEHHO, HO Npe3 pa3InuyHH HH(PY3UOHHHU JIMHUHK H




mecTta. Kato apyr BapuaHT HH(Y3MATA HA pa3TBOpaA 3a TOTAIHO NAPEHTEepaIHO XPaHEHE MOXKe J1a Cce cnpe 3a

nepuojaa Ha HHY3HusA Ha uedTpHaKCOH, U HHPY3MOHHHUTE JIMHUH J1a CE TPOMHUAT MEXKY Pa3TBOPUTE (BXK.
Touku 4.3, 4.8, 5.2 u 6.2).

[leauaTpuyHa nomyJams

be3onacHocTtTa U edpukacHoctTa Ha Lledrprakcon-MIP npu HOBOpOAEHH, KbpMayeTa M Jela ca YCTaHOBEHH
3a I03UPOBKUTE, ONMUCAHU B JIO3UPOBKA U HAUYMH HA NMpUIoKeHHUe (BXK. Touka 4.2). [1poyuBaHus ca nokasaiu,
ye ueTPHAKCOH, MOAOOHO Ha HAKOMW APYTrH LedanocnopuHmu, MOXe 1a U3MeCTH OMJIMpYyOHHa OT CepyMHUs
a10yMHH.

[Tpunoxenuero Ha LlepTpuakcon-MIP e npoTuBonoka3aHo rnpu HEAOHOCEHH U JOHOCEHH HOBOPOJEHH C PUCK
OT pa3BUTHE HA OMIUpYOHHOBA eHLUedanonaTus (Bx. Touka 4.3).

HMMyHOMeMHpaHa XEMOJIMTHYHA aHEMMUS

UMyHOMeauKnpaHa XeMOJIMTHYHA aHEMUS € HabJilolaBaHa Nnpy NaLuMeHTH, MoJlyyaBally aHTUHOaKTepUaiHu
CpeACTRBa OT KJjlaca Ha uedanocnopuHute, BKIIOUUTENHO LledTpuakcoH-MIP (Bxk. Touka 4.8). Texku cinyyau
Ha XeMOJIMTHYHA aHEMHUS, BKJIIKOUHMTENIHO (haTaliHH, ca ChOoOI1laBaHH MO BpeMe Ha JieueHue ¢ LledpTprakcoH-
MIP npu Bb3pacTHHU U geua.

AKO aaJieH NaluMeHT pa3BHe aHeMHs, JO0KaTO € Ha JieuyeHHe ¢ LedTpHakcoH, TpAOBa aa ce MMa npeaBu
IUarHo3a aHeMMs, CBbp3aHa ¢ 1edaocnopyH, U NPUIOKEHHETO Ha LieTpUaKCOH TPsAOBa J1a ce MPeKpaTH 10
onpeaensHe Ha eTHOIOTUsATA.

BbIArocpoyHo je4yeHue
[lo BpeMe Ha neueHue ¢ rojasma NpOAbIAKUTETHOCT TpAOBa Ha PEIOBHU HHTEPBAJIM J1a C€ U3CJIe/1Ba ITh/IHA
KpbBHA KapTHHA.

KoJuT/CBpbXpacTeX Ha HEUYBCTBUTEIHH MUKPOOPIraHU3MHU

[Ipu nouTH BCHYKK aHTHOAKTEPHATIHU CPEACTBA, BKIOYMTEHO LEePTPHAKCOH, Ce ChoOl111aBa 3a KOJIMT U
nceBaOMeMOpAHO3€H KOJIUT, CBbp3aH ¢ aHTHOAKTEpHANTHOTO CPeICTBO, KOMTO MOIaT /1a ca ¢ pa3/iHyHa TEKECT,
OT JIEKM 110 ’KMBOTO3acTpaluasailu. [1o Ta3m npuumHa € BaXKHO Ta3u AuarHosa ja ce uMa npeasui rnpu
MalMEeHTH, KOUTO HMAT AHApPHs 110 BPEME Ha NMPUJIOKEHHETO Ha e TPHAKCOH MM ¢ie]l TOBA (BXK. To4YKa 4.8).
TpsaOBa na ce 0OMMUCAU NpeKpaTABaHE HA JTIEYEHHUETO C Le(PTPHAKCOH U MPUIIOKEHHE Ha cneurdHYHa Tepanus
3a Clostridium difficile. He TpsbBa na ce naBar JiekapCTBEHHW NMPOJAYKTH, NOTHUCKALIHU NEPUCTANTHKATA.

Morart 1a Bb3HMKHAT CYTNepHH(EKLIMH C HEYYBCTBUTEJIHH MUKPOOPIraHU3MHM, KAKTO MPH APYTrUTE
aHTUOAKTEepUaIHU Cpe/ICTBa.

Texxka 6b0peyHa U YEpHOAPOOHA HEAOCTATBLYHOCT
[Ipu Texxkka OBLOpeyHa U UepHOAPOOHA HEAOCTATHLYHOCT € MPENOPbYHUTETHO CTPUKTHO KIIMHHYHO
MOHHUTOpHpaHe 3a 0e30MacHOCT U ePUKACHOCT (BXK. TOuka 4.2).

Enuedanonarus

[Ipn ynorpebara Ha ueTpHakcoH ce cbobiuaBa 3a eHuedanonarus (Bx. Touka 4.8), 0COOEHO NMpH NaLMEHTH B
CTapyecKa Bb3pacT C TEXKKa CTeneH Ha ObOpeyHOo yBpex/aaHe (BXK. TOUKa 4.2) WK ¢ HapyLIEHHUs Ha
LIeHTpaJiHaTa HepBHa cucTema. [Ipu cbMHeHHe 3a eHuedaionaTus, CBbp3aHa ¢ uedTpuakcoH (Hamnp.
[MOHUXKEHO HUBO Ha Cb3HAHUE, IPOMEHEH NCHXHUYEH CTaTyC, MUOKJIOHYC, KOHBYJICHH), TPsAOBA 1a c€ OOMHCIIH
[peKpaTABaHe Ha NpUeMa Ha e TpPHAKCOH.

B3aumMoaeicTBHE ChC CEPOIOrHYHH M3CIIEABAHUA
Mosxe na ce nojiyuu B3aumoneincteue ¢ tectoBe Ha Coombs, Tbi kaTo Lleprpuakcon-MIP moxe na nosene 10
dbanuKBO NMOJIOXKUTETHH pe3yaTaTH oT TecTtoBete. LledpTtpuakcon-MIP moxe na noseae U 10 panmmBo .=

MOJIOXKHUTEHHU Pe3YyJITaTH OT TECTOBETE 3a rajlakTo3eMus (BxK. ToUKa 4.38).
HeeH3uMHHTE METO/IH 3a onpeesisHe Ha IJIF0KO3a B ypUHaATa Morart aa aaaat GaaluuBo NnoJ1oXKUTe
pe3yaratu. OnpeaesssHeTo Ha IJII0KO3a B ypHHaTa no BpeMe Ha jieyeHue ¢ Lleprpuakcon-MIP Tp
U3BBbPLIBA C EH3UMHHU METOAHU (BXK. TOUKA 4.8). '




Harpuii

To3u nekapcTBeH NpoaykT cbabpxka 166 mg (7,2 mmol) Hatpuit Ha 1 ¢aakoH LledTpuakcon-MIP 2 g, kouto
ca eKBHMBaJIeHTHHU Ha 8,3 % OT npenopbyuTE/IHUA MAaKCHMAJIEH JIHeBEH NpHeM OT 2 g HaTPHUii 3a Bb3PaCTEH.
[Ipyn naumMeHTH ¢ KOHTPOJIMpaHa HaTPHUEBA JIHETA WM C €JIEKTPOJIMTEeH AucOanaHc, CbhAbPKAaHUETO Ha HATPHUi
TpsOBa J1a ce UMa B NPeaABUL.

AHTHOAKTEpPHAJIEH CIIEKTb]

LledTpHakcoH uMa orpaHHY€H CNEKTHP HAa AaHTHOAKTEPUATHO ACHCTBHE U MOXKE J1a HE € MOAXOAALL KaTo
€AMHCTBEHO CPE/ACTBO 3a JICYEHHE HA HAKOH BUA0BE HH(EKLIMH OCBEH aKO MaTOreHbT € Beue MOTBbPACH (BXK.
Touka 4.2). [Tpu nonuMUKpoOHM HHPEKLIMH, MPH KOUTO MOAO3UPAHUTE NMATONeHH BKJIKOYBAT OPraHUu3MHu,
PE3UCTEHTHM Ha LlepTPHAKCOH, TpAOBa 1a ce OOMMCIIM NPHJIOKEHHE HA AONbJIHUTENEH aHTHOMOTHK.

Ynorpeba Ha JTH10KaUH

B cnyuaii, ue kaTo pa3TBOPUTEN C€ M3MNOJI3BA Pa3TBOP HA JTMAOKAWH, pa3TBOPUTE Ha LedTpUAKCOH TpaOBa aa
ce M3MOJI3BAT CaMO 3a MHTPaMYCKYJIHO HHXKeKkTUpaHe. [Ipenu ynorpeba TpsabBa na ce npeueHaT
MPOTHUBOINOKAa3aHUATA 3a JIWJIOKAUH, NpeAyNnpeXaAeHUATa U Apyra npuioxuma HHhopMauus, rnocoveHa B
KpaTKaTa XapaKTepUCTHKA Ha JIMJ0KauH (BXK. Touka 4.3). Pa3TBOpbT Ha IMIOKaWH HUKOra He TpsaOBa ja ce
rpujiara MHTPaBEHO3HO.

XoneauTHasa

Koraro npu ynTpa3BykoBO M3cCjieiBaHe ce HaOI0aaBaT CEHKH, TPAOBA Ja ce MMa NMpeBH/ Bb3MOXHH
MpEeUMnUTaTH OT UeGTpUakCOH-KanUHi. CEHKH, MOrpeliHO MPHUETH 3a HKITbYHU KaMBbHHU, Ca OTKPUBAHH NPHU
YJITPa3BYKOBO M3CJIe/IBAHE Ha AUTbYHUA MeXYyp U ca HabJirojaBaHH NMo-4ecTo NpH 1034 HedTpuakcod 1 g uiu
noseye JHeBHO. C ocobeHO BHMMaHUe TpsOBa 11a ce noaxosKaa Nnpu neavarpuyHara nonysauus. Takusa
MPEeUHUNUTATH U34E3BaT CJIe/l NNPeKpaTaBaHe Ha TepanuiaTa ¢ e TpuakCcoH. PAaKo npeuunuraTture or

e TpHAKCOH-KaJILIMH ca CBbP3aHU CbC CHMITOMHU. B CUMNITOMAaTHYHHU Cily4au ce NpenopbyBa HEXUPYPruyHO
JIeYEeHHUE U JIeKapAT TpsOBa Aa OOMHCIU NpeKkpaTaBaHe Ha JICYEHHETO ¢ e TPHAKCOH Bb3 OCHOBA Ha OLICHKA
Ha KOHKPETHOTO CbOTHOLLUEHHUE 1noJi3a/pucK (BxK. Touka 4.8).

XoJiecrasa

[Ipn nauuenTu, nexyeanu ¢ Lle¢prpunakcoH-MIP, ca cbo011aBaHu ciiyyam Ha MaHKPEATUT ¢ Bb3MOXKHA HKJIbYHA
OOCTPYKILIMS KATO €THOJIOTHYHA npUYUHa (BXK. TouKa 4.8). [1p1 noBeyeTo nalMeHTH ca HaJIMLE PUCKOBH
(dhakTOpH 3a X0JIeCTa3a v yTasBaHe, Hanp. NpeallecTBallO JIEeYEHHE, TEXKKO 3a00/19BaHE U TOTAJTHO
napeHTepaiHo XpaHeHe. He Moxke aa ce U3KIII0YM OTKJIKOYBAaLL MM KOodaKTop Ha cBbp3aHara ¢ LledpTpuakcoH-
MIP xnpuHa npeuunuTanms.

Hedponurunasa

MmMa cboOliieHus 3a cirydan Ha HeppoMTHasa, KOsITO € oOpaTiMa Nnpu npeKpaTsBaHe Ha LePTpUAKCOH (BXK.
Touka 4.8). B cuMnroMaTHYHM ciiyuyad TpAOBa Aa ce M3BBPLIM YJITPa3BYKOBO U3ciieABaHe. YnoTpedara npu
MallMEHTH C aHaMHe3a 3a HepoMTHa3a WK ¢ XUnepKajiuuypus TpsadBa na ce oOMHUCIU OT Jiekaps Bb3 OCHOBA
Ha OLIEHKAa Ha KOHKPETHOTO ChbOTHOLIEHUE M0J13a/PHUCK.

4.5 B3zaumoaelcTBHE C APYIrH JIEKAPCTBEHH NPOAYKTH H APYrd (pOpMH HA B3aMMO/AeHCTBHE

Pazpenurenu, cbabpKally Kaauumid, HanpuMep pa3TBopu Ha Ringer unu Ha Hartmann, He TpsOBa na ce
M3M10J13BaT 3a pa3TBapsHe Ha (nakoHuTe ¢ LlepTprakcon-MIP wiu 3a 1onbaHUTENHO pa3pexaaHe Ha
pa3TBOpeH ()JIaKOH 3a UHTPABEHO3HO NMPHJIOKEHHE, 3aLl0TO MOXKE /1a ce 0Opa3yBa NMpeLuIuTar.
[Ipeuunuraums Ha LePTPUAKCOH -KaJILUI MOJKE /1a C€ MOJIYYH M KOraTo e TpHaKCOH C€ CMECH C pa3TBOPH,
CbhAbPIKALIM KAJILKMHA B €1HAa U Chlla JIMHUA 32 UHTpaBeHO3Ha HH(Y3ud. LledTpruakcon He TpsaOBa na ce
npujiara €IHOBPEMEHHO ¢ HHTPABEHO3HHU Pa3TBOPH, ChAbPIKALUH KAJILUH, BKJIIIOYHTEIHO HH(]Y3HH,
ChAbPXKaLUM KaJIUMH, HanpuMep napeHTepaiHO XpaHeHe npe3 Y -o00pa3eH nbvT. Burnpeku Tosa, np
KOUTO HE Ca HOBOPOJAEHH, LUe(PTPUAKCOH U pa3sTBOPH, ChAbPXKALLM KaJLMi, MOraT aa ce rpujar
MoCJ€e0BaTE/IHO €AUH Clle/l APYT, aKkO HH(PY3UOHHUTE JTUHUHU CE€ NTPOMUBAT 100pe Mex 1y HHDY
CbBMECTHUMA TE€YHOCT. /n vitro Npoy4YBaHHUsA ¢ U3MOJI3BAHE HA IJla3Ma Ha Bb3PaCTHH H HOBOPO/E




[MbIIHATa BPbB MOKa3BaT, Y€ MPH HOBOPOJAECHHUTE UMa MOBULLIEH PUCK OT MPELMUNUTaLMA Ha LeTpHaKCOH-
Kanuuil (BK. Touku 4.2, 4.3,4.4,4.8 u 6.2).

EnHoBpemMeHHaTa ynorpeba ¢ aHTMKOAryJlaHTH 3a MepopajiHO NMPUIIOKEHUE MOXKE [1a YBEJIMUU eeKTa Ha
aHTMBMTaMMH K ¥ pucka ot KbpBeHe. [Ipenopbusa ce yecTo npocieasBaHe Ha MEX/1yHApOAHOTO
HopMasin3upaHo cboTHOLIEHHE (INR), kaTo no3upoBkara Ha 1ekapcTBOTO ¢ e(peKT Ha aHTUBUTMHH K ce
KOpUIrupa CbOTBETHO KaKTO 10 BpEME, TaKa U clie]] JieYeHHe ¢ Lie(hTPHAKCOH (BX. Touka 4.8).

MMa npOoTHBOPEYMBH JIaHHH 3a MOTEHLMATHO NMOBHLIEHHE HA ObOpeYHaTa TOKCHYHOCT HA AMHUHOTJIMKO3U/IUTE,
KOraTo ce u3noi3sar ¢ uedasocnopuiu. B nonobum cinyyau TpsbBa CTpUMKTHO Aa ce cna3pa
NpenopbYMTEIHOTO MOHUTOPUPAHE HAa HUBATa HAa AMUHOIIMKO3UauTe (U ObOpeyHara pyHKUHMA) B KIIMHMYHATA
[MpaKTHKA.

B enHo in vitro npoyuBaHe ca HaOMOgaBaHU aHTArOHUCTUYHU €(PEKTH NpU KOMOMHALMA Ha XJI0paM(dEHUKOJT U
nedrpuakcoH. KNIMHMYHOTO 3HaYE€HUE Ha Ta3W HAXOJIKa HE € U3BECTHO.

Hsma cboOuienuns 3a B3aumMoAeiCcTBHE MEXIY Le()TPHAKCOH U NEPOPATIHH NMPOAYKTH, ChAbpXKalllk KaJILUH,
WJIM B3aUMOJEHCTBHUE MEXY HHTPAMYCKYJIEH Ue(TPHAKCOH U MPOAYKTH, ChAbPKalllK KaJLMH (MHTPaBEHO3HH
WJIK TEPOPaIHM).

[Tpu naumeHTH, NeKyBaHH ¢ uedTpuakcoH, TectbT Ha Coombs MoXe Aa Nokaxe (GallMBO MOJOKHUTETHH
pe3yaTaTH.

[ledTpuakcoH, nogo0OHO Ha Apyrd aHTUOMOTHULIM, MOXE Aa A0Be/le 10 (PalllUBO MOJOMKHUTEIHU PE3yJITaTh OT
TE€CTOBE 3a rajlaKTO3EMHs.

[TonobHO Ha TOBa, HEEH3UMHMUTE METO/IM 3a OTpeJIe/IsHE Ha IJIKOKO3a B ypUHaTa Morar Jia Aanaat (ajiimBo
MOJIOXKHUTENHHU pe3yaTaT. [1o Ta3u npuyHHa onpeaensHeTO Ha HUBOTO Ha MIKOKO3a B YPUHATa Mo BpeMe Ha
neyeHHue ¢ uedTpUakCoH TpsAOBa 1a ce U3BBPILBA C EH3UMHH METO/IHM.

He e HabmopaBaHo BiolaBaHe Ha ObOpeyHaTa QyHKUHA cie/1 EAHOBPEMEHHO NMpuJlaraHe Ha BUCOKH J03M
e TpHaKCOH U MOLLIHH JUYpPETULH (Hanp. pypo3emun).

EHOBpEMEHHOTO NMPpUIIOKEHHE Ha NpoOeHeLn ] He peayliipa eJIMMUHUPAHETO Ha e TPHAKCOH.

4.6 Depruanrer, OpeMEeHHOCT H KbPMeEHe

bpeMeHHOoCT

LledTpHakcoH npeMKrHaBa npes3 ruialeHTapHara oapuepa. MMa orpaHM4eHH JaHHHM OT yrnoTpedara Ha
nedrpuakcoH npu OpeMeHHH KeHH. [IpoyuBaHusATa MPH )KUBOTHH HE MOKA3BAT MPEKH WIIH HEMIPEKH BPEeaHH
edexTH, cBbp3aHHU ¢ EMOPHOHAIIHOTO/PETATHOTO, NEPUHATAIIHOTO U MOCTHATAIHOTO pa3BUTHE (BXK. TOYKa 5.3).
lledTpuakcoH TpsaOBa aa ce npuiiara rno BpeMe Ha OpeMEeHHOCT M NMO-CNeLHaHO B TbPBUSA TPUMECTBP Ha
OpeMEeHHOCTTa, CaMO aKo I10Ji3aTa NpeBulliaBa pyUCKa.

KbpMeHe

LledTpHakCcoOH ce eKCKpeTHpa B KbpMaTa B HUCKM KOHLICHTPALMH, HO MPU TeparneBTHYHHU 103U Ha

e TpHAKCOH HE ce OYakBaT e(PEeKTH NPpU KbPMEHH HOBOPOAEHW/ KbpMayeTa. BbIpekH ToBa HE MOXe J1a ce
H3KJIKOYM PUCK OT AHApHUA M 'bOMYHA HHpEeKUMs Ha nuraBuldTe. Bbr3MoXKHOCTTA 32 CeH3MOMIn3anus TpadBa
na ce uma npensua. TpaOBa na ce B3eMe peleHHE Jalik [a Ce NMPEYCTAaHOBH KbPMEHETO MJIH J1a ce
[peyCTaHOBHW/Ja He ce MPHJIOKH TepanusaTa ¢ LeTPHaKCOH, KaTo ce B3eMaT NMpeABH/ 110J13aTa OT KbPMEHETO
3a IETETO M 10J13aTa OT TeparusaTa 3a JXeHara.

DepTUIUTET
PenpoaykTMBHHTE Npoy4YBaHUsl HE ca MOKa3aJiu IaHHM 3a HEeXKelaHW peaKLMi BbpXY (hepTHiIn
WJIH KeHCKH YXUBOTHM. '
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4.7 EdexkTH BLpPXY cocOOHOCTTA 32 I1opHpaHe H padoTa ¢ MAILIHHH

[lo Bpeme Ha sieyeHHne ¢ e TPHAKCOH MOraT Jila Bb3HUKHAT HEXKeJIlaHW peakLMu (Hamnp. 3aMasiHOCT), KOMTO
MOraT J1a MOBJIMAAT CNocoOHOCTTA 3a wodupaHe U paboTta ¢ MalMHM (BXK. Touka 4.8).
[launeHTHTe TPpsAOBA 1a cCa BHUMATEIHHU NpH WwodupaHe Win padbora ¢ MallliHH.

4.8 HexellaHH JIeKAPCTBEHH peaKkIHn

Haii-yecTo chobl1aBaHUTE HEXETAHU peaKLMH 3a Le)TpHakCoH ca €03UHO(UINA, IEBKONEHMHS,
TPOMOOLIMTONEHMS, AMapus, OOPUB U MOBULLIEHHE HA YePHOAPOOHHTE €H3UMH.

JlaHHuTE 3a onpeaesHe Ha YECTOTAaTa Ha HEXKEJIAHUTE peakKUMH Ha e TPUAKCOH ca MOJYUYE€HH OT KJIMHUYHH
MPOy4YBaHMA.

3a knacuUKaluMsA Ha YECTOTaTa € M3MOoJ3BaHa clie/IHaTa KOHBEHLIMA:
Muoro yectu (= 1/10)
Yectu (2 1/100 1o < 1/10)
Heuectn (= 1/1 000 no < 1/100)
Peaxu (2 1/10 000 no < 1/1 000)
Muoro peaku (< 1/10 000)
C HeM3BecTHa yecToTa (OT HAJIMYHHUTE JJaHHU He MOXKe J1a Oble HanpaBeHa OLIEHKa)

Cucremo- YecTn HeuecTHn Peakn C Hen3BecTHa yecTOoTa®

OpraHeH KJjac

Mudekumm u ["eHuTanHa [TceBnomembpano | Cynepundexuus®

HH(ecTalHnH rbOMYHa 3€H KOJIUT’

HHEeKLUS

HapylueHus Ha Eo3unodunus [ ' panynoumTtone XeMOJIMTHYHA aHeMH®

KpbBTa U JleBKoneHus HUSA ArpaHyJIOUHTO3a

numdHara TpombouuTone | AHemus

cucTema HUSA Koarynonatus

Hapyuienus Ha AHadu1aKTHYEH LOK

MMYHHaTa AHaduaKkTHYHA

cUcTEMaA peaKius
AHadunakTou1Ha
peakLms

CBpBX4YYBCTBUTEJIHOCT®
Peakuus Ha Jarisch-
Herxheimer®
Hapywenus Ha ['naBobonue Eduedanonarus | I'vpu
HepBHaTa 3amMasHOCT
CUCTEMA
Hapywenus Ha CBETOBBPTEXK
YXOTO M
nabupuHTa
Cbpaeynu Cungpom Ha Kounis
HapyLUeHHs
PecnuparopHH, bpoHxocna3zmm
rPBbAHH U
ME/IMAaCTHHAJIHH
HapyLIEHMUs




CucremMo- YecTH HeuecTn Penku C "Hen3BecCcTHA yecTroTa?
OpraHeH KJjac

CToMaLlIHO- Juapus® ["anene [TankpeaTut®
YpEeBHH Kawasu [loBpbluane Cromarur
HapyLUeHHs M3IPaKHEHUS [ 1ocuT
Xenaroouiuapuu | [loBuiuieHu [Tpeunnuraums B
HapyLUEeHHUs 4epHOAPOOHH KITbYHUA Mexyp’
€H3UMH KepHukTep
XenaTrur®
XoJiecTaTH4YeH
XenaTuT>®
Hapyuienus Ha O06pusB [Tpyputyc Yprukapus CuHapom Ha Stevens-
KOJKaTa Johnson®
MOJAKOXKHAaTa TokcuuHna enuaepmanHa
ThKaH Hekposin3a®

Epurema myatugopme
OcTpa reHepaausupaHa
€K3aHTEeMHa IyCTyJ03a
JlekapcTBeHa peakums C
€03HHO(UIHUA U
CUCTEMHH CUMITTOMH

(DRESS)®

Hapymenus Ha XeMmartypus Onurypus

OBLOpeumTe U [ 1roKo3ypus bropeuna

NMAKOYHUTE npeLunuTaLus

NbTHLLA (oOpaTuma)

O01mum Onedur OTok

HapylIeHUs U boJsika Ha msicToTO | BTpHcaHe

e(ekTu Ha Ha UH)KEKTUPaHE

MSACTOTO Ha [Tupekcus

[IPUIIOKEHHE

H3cnenBaHus [loBuiEH danmnBo NOJOKHUTEJIEH
KpEaTUHHH B tectT Ha Coombs®
KpbBTa @anmMBO NOJOKHUTEJICH

TECT 3a rajlakro3emMus’®
DanmnBO NONOMKHUTETHH
HEEH3UMHH METO/IM 3a
onpeaensHe Ha
rinoko3a’

?  Bwb3 0CHOBa Ha MOCTMApPKETUHIOBH CHOOWIEHUs. Tbi KaTo T€3M peakLMH ce ¢boO1aBaT 100pOBOJIHO OT
MOMyJlalMs ¢ HECUTYPEH pa3Mep, HE € Bb3MOXKHO HAZeXK/HO J1a C€ OLIEHHU TAXHATa 4eCToTa, KOATO IO Ta3u
NMPUYMHA C€ KaTeropu3vpa KaTo HEU3BECTHa.

Buxre Touka 4.4.

OOuKHOBEHO OOpaTUM NMpPH NpeKpaTABaHE HA JICYEHUETO ¢ LePTPHAKCOH.

Undekuuu u nuHdbecraumu
CpoOlieHusTa 3a auapusa ciej ynorpeda Ha uedrpuakcoH morar Jaa ca cebp3andu ¢ Clostridium difficile.
Tpabea na ce npunara NoAXOAA1LLO JIEYUEHHE C TEYHOCTU U €JIEKTPOJIMTH (BXK. TOUKa 4.4).

[Ipeunnuraumns Ha LEePTPUAKCOH KaLIHH
Penku, TeKKH M, B HAKOM CIy4aH, (paTajlHM HEXKeJlaHH peakL UM ca CbOoOLaBaHU NPU HEJOHOCE
HOBOPOAEHHM (Ha Bb3pacT < 28 JHHM), KOUTO Ca JIEKYBaHU C HHTPABEHO3€H LePTPHAKCOH U KaJl
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Mma cboOlieHns 3a cjiyyam Ha npeudnurauus B Ob0peuure, raBHO NpH Jiena Haa 3-roMiiHa Bb3pacTt, KOUTO
ca JIEKYBaHH WJIM ¢ BUCOKM AHEBHHM 103U (Hanp. = 80 mg/kg/neH), uim ¢ odm no3u, npesuinasainy 10 rpama,
1 NPH KOMTO € UMAJIO JIPYrd pUCKOBHU haKTOpH (HAmp. OrpaHHYEHUE Ha TEUHOCTUTE WIIH MOCTENEH PEXUM).
PuckbT oT 0Opa3zyBaHe Ha NPELUMNUTATH € NOBUILEH NPH HMOOUIM3UPAHH WK AEXHAPATHPAHHU NMaLMEHTH.
ToBa cbOMTHE MOXKE /1a € CUMITTOMATHYHO WJIM ACUMITTOMAaTHYHO, MOXKe /1a J10Be/ie 10 ObOpeyHa
HEJ1I0CTaTBbYHOCT M aHYpPHUA U € 00paTUMO NpH NpeKpaTaBaHe HA uePTpHAKCOH (BK. TouKa 4.4).

HabnronaBaHa e npeuMnuraumsa Ha e TPUAKCOH KaJILIMEBA COJ B XKJIbYHUSA MEXYP, IN1aBHO NMPH NALHEHTH,
JIEKYBAaHH C 103U, KOUTO Ca MO-BUCOKH OT NMPENoOpbYUTEIHATA CTaHAapTHA a03a. I1pu aena npocneKTHBHH
MpOy4YBaHUA ca NMOKa3ajau BapuabMIHaA 4eCcTOTa Ha NMpeLMIUTALUMA NPH UHTPABEHO3HO npuioxeHue - Haja 30 %
B HAKOM npoy4BaHud. YecroraTa usriexa e no-uHucka npu 6asHa uHdysus (20-30 muayTH). To3u edexr
OOMKHOBEHO € aCUMINITOMATHY€H, HO B peKH Clly4au NpeLMunuTaTuTe ca OWiu NpuApyKEeHH OT KIIMHHYHH
CUMNTOMHM KaTo O0sKa, raaeHe W rnoppbuilaHe. B Te3u ciyuyaun ce npenopbyBa CHMITOMATHYHO JIeUEHHE.
[IpeuunuranmsaTa OOMKHOBEHO € 0OOpaTHMa NpH npekparsaBaHe Ha ueTpuakcoH (Bxk. Touka 4.4).

CboO11aBaHe Ha MOA03UPAHU HEXKEJIAHW PEaKLIHM

CboOl1aBaHeTO HA NOJA03UPAHHU HEXKENIaHHU pPeakLUH clie]l pa3pelliaBaHe 3a ynorpeda Ha JIeKapCTBEHHA
NMPOAYKT € BaXKHO. ToBa no3BosisiBa Ja NpoAbIKHA HA0IIOAEHHETO Ha ChOTHOLLIEHHETO MOoJI3a/pUCK 3a
neKapcTBeHUs NpoAyKT. OT MeAULIMHCKHUTE CNELMaIMCTH Ce M3UCKBA /1a ChoOLIaBaT BCAKa Noao31MpaHa
He)KenaHa peakuus 4ype3 M3nbiiHuTenHa areHuus no Jekapcereara yi. ,,Jlaman I'pyes* Ne 8, 1303 Codus.

Ten.: +359 2 8903417, yebOcaiit: www.bda.bg.

4.9 Ilpeno3upane

[Ipu npenosupane Morar Ja Bb3HUKHAT CHMITTOMH Karo rajieHe, noBpbliaHe U auapusa. KoHueHTpauuure Ha
e TpHaKCOH HE MOrarT Jla ce MOHWKAT Ype3 XeMOAHaii3a WM nepuToHeaHa aanu3a. Hama cneunduuen
AHTUIOT. JIeueHHeTO NpHu npeao3upaHe TpsadBa Ja € CAMNTOMAaTHYHO.

5. ®APMAKOJIOIT'HYHU CBOUCTBA

5.1 ®apmakoAHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHA rpyna: AHTUOAKTEpHAJIHU CPeACTBa 32 CUCTEMHO INPUJIOKEHHUE, TPEeTa reHepalms
nedanocnopuuu, ATC koa: JO1DDO04.

MexaHu3bM Ha JEUCTBUE

LledTprakcoH uHXHOMUpa CHHTE3a HA OaKTepuaiHaTa KJIeTh4Ha CTEHA CJie/] PUKpEenBaHe KbM NMEHULIMJIUH-
cebp3Balure nporedHy (PBP). Toa npuunHsABa npekbcBaHe Ha OMOCHHTE3a Ha KJI€ThbYHATa CTEHA
(MenTUaorivKaH), KOETO BOAM 10 JIM3UpAHE U CMBPT Ha OaKTepHUaiHaTa KJIeTKa.

Pe3UCTEHTHOCT
bakrepuanHaTta pe3uCTEHTHOCT KbM LIETPHAKCOH MOXE /1a C€ ABJDKH Ha €JMH WJIM NOBEY€E OT CJIEAHUTE
MEXaHH3MH:

- Xuaposusa ot Oeta jaKkramasu, BKIFOUMTEIHO OeTa 1akTaMasu ¢ pasimupeH cnektsp (ESBL),
kapbaneHeMa3zu 1 Amp C €H3MMH, KOUTO MOrar Jia ¢ce MHAyLUMpaT WK Ja ce Jepernpecupar cCTabUIHO NpH
onpenesaeHu aepoOHM I pam-oTpuuaresiHi OaKTepUaiHi BUIOBE.

-  HaMaJieH aMHUTET Ha NMEeHULIWJIMH-CBbP3BalllMTe MPOTEUHHM 3a LIeTPUAKCOH.

- HeNnponycCKJIMBOCT Ha BbHIIIHATa MeMOpaHa npu | pam-oTpuuaTeIHH MUKpPOOPraHU3MH.

- OakTepuaiHM e(JIyKCHH MOMIIH.

I1paroBu CTOMHOCTH MPH TECTBAHE 32 YYBCTBUTEJIHOCT »
[TparoBure cTOHOCTH 32 MHHHMAaTHa MHXHOHTOpHA KoHLeHTpauus (MIC), ycranoenn ot EBpo eHFKAE

KOMMCHA 3a TecTBaHEe Ha aHTUMUKpOOHa yyBcTBUTENIHOCT (EUCAST), ca cneanure: \l“ . H,g, R A
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Tecrt ¢ paspexxkaane (MIC, mg/l)
IlaToren YyBcTBHTEIEH Pe3uncrenren
Enterobacteriaceae <1 > 2
Staphylococcus spp. % %
Streptococcus spp. 0. -
(I'pynu A, B, C u Q)
Streptococcus pneumoniae £ 0,5% >
Streptococcus ot rpyna Viridans <0,5 >0,5
Haemophilus influenzae <0,12* >0,12
Moraxella catarrhalis <1 > 2
Neisseria gonorrhoeae <0,12 > 0,12
Neisseria meningitidis <0,12* > 0,12
HecBbp3aH ¢ BUJ Pl >2

YyBCTBMTEJIHOCT, NoApa3Oupalllia ce OT YyBCTBUTETHOCTTA KbM LIEPOKCHTHH.

YyBCTBUTEJIHOCT, NOApa3zOMpallla ce OT YyBCTBUTEIHOCTTA KbM NMEHULIMJIUH.

B. M3onature ¢ MIC Ha uedTpHakcoH Haj nparoBaTa CTOMHOCT 32 YYBCTBUTEIHOCT ca PEJKH M, aKO ce
OTKpMAT, TpAOBA Ja ObaaT TECTBAHHW NOBTOPHO, H, aKO ObAAT NOTBBLP/AEHH, TPAOBA 1A C€ U3NPATAT Ha
pedepeHTHA 1adbopaTopus.

r. IlparoBuTe CTOHHOCTH C€ OTHACAT 3a AHEBHA MHTPABEHO3HA J03a OT 1 g X | ¥ BMCOKa J103a OT Hal-MaJIko

2% 1.

o P

KnnHuyHa eduKacHOCT cpeuly crneurGuyHu naToreHu

YecroraTa Ha npuaoOKTa pe3MCTEHTHOCT MOXKe J1a Bapupa reorpa)cku U BbB BpeMETO 3a U30paHU BHUIOBE U €
KeJlaTeJIHO HAJIMYHE Ha JIOKasiHa HHGOpMaLMA 3a pe3UCTEHTHOCTTA, OCOOEHO NMPH JIEYEHHUE HA TEKKH
uHdekuun. [Ipu HeoOxoaumocT TpaOBa aa ce NOTbPCH EKCNEPTEH CbBET, KOraTo JIOKaJIHaTa 4ecToTa Ha
PE3UCTEHTHOCT € TaKaBa, Ye MoJIe3HOCTTAa Ha Le(TPUAKCOH MPHU MOHE HAKOU BUA0BE UH(EKLHUU € N0 BBIIPOC.

OOHKHOBEHO YYBCTBHTEJHH BH10BE

['paM-noJIOXKUTEIHU aepodu

Staphylococcus aureus (METHLWIHH-4YBCTBUTETHH )"
Koaryna3sa-HeraTuBHH cTaQUIOKOKH (METHLIM/IMH-YYBCTBHTEIHH )"
Streptococcus pyogenes (I'pyna A)

Streptococcus agalactiae (I'pyna b)

Streptococcus pneumoniae

Streptococcus ot rpyna Viridans

[ paM-OTpULIATEIHH aepoOH
Borrelia burgdorferi
Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis
Neisseria gonorrhoea
Neisseria meningitidis
Proteus mirabilis
Providencia spp.

Treponema pallidum
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Buaose, 3a KOHTO MOKe 1a HMA Npo0JjieM ¢ NPHI00HTA PE3HCTEHTHOCT

['paM-nonoKUTEIIHK aepodu
Staphylococcus epidermidis
Staphylococcus haemolyticus’
Staphylococcus hominis”

[ pam-OoTpULIaTEIHK aepoOH
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli”
Klebsiella pneumoniae™
Klebsiella oxytoca™
Morganella morganii
Proteus vulgaris

Serratia marcescens

AHaepobu

Bacteroides spp.
Fusobacterium spp.
Peptostreptococcus spp.
Clostridium perfringens

MHKpPOOPraHH3MH € IPHCHIA Pe3HCTEHTHOCT

[ 'paM-noa0KUTEIHU aepodu
Enterococcus spp.
Listeria monocytogenes

[ ' paM-OTpHLIATEIHH aepoOH
Acinetobacter baumannii
Pseudomonas aeruginosa
Stenotrophomonas maltophilia

AHaepobu
Clostridium difficile

Ipyru:

Chlamydia spp.

Chlamydophila spp.

Mycoplasma spp.

Legionella spp.

Ureaplasma urealyticum

*  BCcHYKM METHUMIMH-PE3UCTEHTHH CTA(PHIIOKOKH Ca PE3UCTEHTHH KBbM LE(TPHAKCOH.
" YecroTa Ha pe3ucTeHTHOCT > 50 % B Hal-MaJIKO €JIMH PETHOH.
ESBL-npoayuMpaliimre 1aMoBe ca BHHATH PE3MCTEHTHH.

5.2 @dapMaKOKHHETHYHH CBOHCTBA

AOcopOLus
Cnen MHTpaBeHO3HO D0yC npuiokeHue Ha uedrTpuakcod 500 mg u 1 g, cpeaHUTE NMUKOBHU U
ieprpuakcoH ca cboTBeTHO Npubau3uTeaHo 120 u 200 mg/l. Cnen uHTpaBeHO3Ha UHQY3HUA H
500 mg, 1 g u 2 g, nJa3sMeHUTe HMUBA Ha LIe()TPHAKCOH ca cbOTBETHO npubausuTenHo 80, 150/
Cne1 MHTPaMyCKYJTHO HH)KEKTHpPaHE CPeJIHUTE MUKOBH IJ1a3MEeHW HMBA Ha LehTpUaKCOH ca
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HaroJIOBHHA Ha HAOJIIOIaBaHUTE CJle]l HHTPABEHO3HO NPUJI0KEHHE HA €eKBUBAJIEHTHA 103a. MakcumalHaTta
nia3sMeHa KOHLIEHTpalMs cjie/l AMHUYHA 103a OT 1 g MHTpaMyCKYJIHO € okofio 81 mg/l u ce noctura 2-3 yaca
cnen NpUJI0KEHHUE.

[ 1owra noa KpUBara rJjia3MeHa KOHLUEHTpaUUsa-BpeMe CJiel MHTPaMYCKYJIHO MPHJIOKEHHE € EeKBUBAJIEHTHA Ha
Ta3u Cjie/l MHHTPABEHO3HO IMPHUJIOKEHHE HAa €eKBHBAJICHTHA J1034a.

Pa3npeneneHue

OOGembT Ha pasnpenaeneHue Ha uedrpuakcoH € 7-12 1. KoHueHTpauuu MHOro HaJil MUHMMAJTHUTE HHXHOUTOPHH
KOHLIEHTPALIUK Ha MOBEYETO MPUJIOMNKUMHU MATONEHU MOraT J1a C€ OTKPUAT B TbKAHUTE, BKJIKOYUTETHO OEIUTE
Apo0OoOBe, CHPLETO, HAITBYHUTE MBTHLLA/YEPHUS P00, CIIMBULIUTE, CPEIHOTO YXO U HOCHATA JIMraBULIA, KOCTHUTE
M B LiepeOpocnrHaIHaTa, IUieBpajiHaTa, NpocTaTHaATa U CHHOBHaJIHAaTa TeYHOCT. [Ipy MHOrokpaTHo
NpujoKeHue ce Habmoaaea 8-15 % noBULLIEHWE HA cpeiHaTa MUKOBA 1JiazMeHa KOHUEHTpauus (Cmax);
CTALlMOHAPHO CHCTOSTHUE C€ JOCTUIra B MOBEYETO Ciiyyau B paMKuTe Ha 48-72 yaca B 3aBUCUMOCT OT ITbTA Ha
[pujiaraHe.

IIponuxeane 6 KOHKpenHu MvKaHu

LlebTpuakcoH npoHukBa B MEHUHIHTE. [ IpPOHHKBAHETO € HAH-rOJIAMO, KOraTO MEHUHIMTE Ca Bb3MAJIEHM.
CpeaHH NMKOBH KOHUEHTPALUMK Ha LePTPHUAKCOH B JIMKBOPA IPH MALMEHTH ¢ OAKTepHaIeH MEHUHIHUT Cce
CbOOLIaBaT CbC CTOMHOCTH A0 25 % OT miasMeHUTe HUBa B CpaBHEHUE € 2 % OT IJ1a3MEHUTE HUBA TPH
MalMeHTH C HeBb3MAJIEHH MEHUHIH. [IMKOBH KOHLIEHTpaLMHK Ha Le(TPHAKCOH B LEepeOpOCNUHAIHATA TEYHOCT
ce aocTurat npuoau3uTenHo 4-6 yaca ciel HHTPaBEHO3HO HHXKeKTHpaHe. LledTpuakcoH npeMuHapa
JlaueHTapHara 6bapvepa U ce eKCKpeTHpa B KbpMaTa B HUCKM KOHLIEHTpaLKMu (BXK. Touka 4.6).

Cewpzeane ¢ npomeutu

[ledTpuakcon ce cBbp3Ba 0OpaTHMo ¢ aidoymuHa. CBbP3BAHETO C IMJIa3MEHHUTE MPOTEUHH € 0KOJ10 95 % npu
KOHLeHTpauuu B rjazMara noa 100 mg/l. Cebp3BaHeTO € HACHIIIAEMO U CBbp3aHaTa 4acT HAMaJIsBa C
MOBHIIIABaHE HAa KOHUEHTpauuaTa (10 85 % npu koHueHTpauus B razmara 300 mg/l).

buorpancdopmanms
[ledbTprakcoH He NpeTbpsABa CUCTEMEH METab0IU3bM, a CE NPEBPbLIA B HEAKTHBHH METAOO0JIMTH OT YpeBHaTa

¢daopa.

EnMMHHUpaHe

[InasMeHUAT KIUpbHC Ha 001MsA LedpTpruakcoH (CBbp3aH U HeCBbp3aH) € 10-22 ml/min. brOpeuHuaT kKnupbHC
e 5—12 ml/min. 50-60 % oT uebTpPHAKCOH Ce EeKCKpEeTHpa HENPOMEHEH B YPUHATA, OCHOBHO Ype3 IJIOMEpYJIHA
dbuarpaums, nokato 40-50 % ce eKCKpeTHpaT HEMPOMEHEHH B HKJIbYKaTa.

EAMMHUHAUMOHHHUAT MOJYKUBOT Ha 001U LedTPUAKCOH NPHU Bb3PACTHH € OKO0J10 8 yaca.

Iayuenmu ¢ 6v0peyHo wiu 4epHoOPOOHO YEpelcoane

[Tpu naumenTH ¢ ObOpeuHa U yepHoaApoOHa AUCHYHKLHA (papMaKOKHMHETHKATa HAa Le(PTPHUAKCOH Ce
NMPOMEHS MUHUMAJIHO C JIEKO YAb/)KaBaHE Ha IMOJY>KMBOTA (MO-MAJIKO OT ABYKPAaTHO), AOPH NMPHU NALMEHTH C
TEXKKO HapylieHa Ob0peuHa QyHKLuA.

CpaBHHUTETHO MAJIKOTO Y/Ib/DKaBaHe Ha MOJIY)KMBOTa Nnpu 0b0peyHo yBpexaaHe ce 00sICHsABa C
KOMITEHCATOPHO MOBHLIEHHE Ha HEOBLOPEUYHHUS KIUPBHC, MOJTy4aBalllo Cce B pe3yJiTaT HaA HAMAJIiBaHE Ha
CBBP3BAHETO C MPOTEUHUTE U CbOTBETHO YBEJIMYEHHE Ha HEOBLOpEYHHA KIUPBHC HA OOLIMA LePTPHAKCOH.

[Tpy nauMeHTH ¢ YepHOAPOOHO YBpeK/1aHe eJIMMHUHALIMOHHUAT MOJTY)KMBOT Ha LIe()TPHAKCOH HE Ce YbJKaBa
BCJIECTBHE HA KOMEHCATOPHO yBeJIHueHHue Ha ObOpeuHns KIMpbHC. TOBa ce AbJKH U Ha YBEJTHUYEHHE Ha

cBoOoHaTa ppakiusa Ha LedTPUAKCOH B Ijla3MaTa, KOeTo JOoNpHHAcs 3a HabJ1i01aBaHOTO NapagoKCcaaHO
yBeJIHUYE€HHE Ha 00IHS JIEKAPCTBEH KIIMPBHC, C YBEJIMYeHHe Ha o0eMa Ha pa3npe/ieJieHHue rnapasnel
Ha 00K KJIUPBHC.

Xopa 6 cmapyecka ev3pacm
[Ipu xopa B cTapuecka Bb3pacT Hajl 75 rOJAMHHU CPEAHHUAT €IMMHUHALIMOHEH MONTYKHBOT OOUKH



TPH ITBTH 1O-TOJIAM OT TO3H IIPH MJ1IaZ1X Bb3pPACTHH INALIHCHTH.

[leouampuyna nonyiayus

[[omy>KMBOTHT Ha LEPTPHAKCOH € YABLKEH NPU HOBOpOAeHH. OT paxkaaHeTo 10 14-1HeBHA Bb3pacT HMBATA
Ha cB00OAeH Le)TPHAKCOH MOraT Jia C€ NMOBHULLIAT AOMbJIHHUTEIHO OT (JaKTOPH KaTO HaMaJleHaTa rjioMepyJiHa
(¢unTpaLmrs ¥ TPOMEHEHOTO CBBP3BaHE C NpoTeMHuTe. B neprnoaa Ha AE€TCTBOTO MOJYKUBOTBT € MO-HUCHK OT
TO3HW NPH HOBOPOJAEHH WJIH TNPH Bb3PACTHH.

[[1a3MEeHMAT KIMPBHC U 00eMBT Ha paznpeneseHue Ha o0Lus e TPUAKCOH ca NO-BUCOKH MPH HOBOPOJEHH,
KbpMaueTa u Jella, OTKOJIKOTO MPH Bb3PACTHUTE.

JIMHEHHOCT/HETMHENHOCT

dapMakOKHHETHKaTa Ha Le(PTPUAKCOH € HEJIMHEHHA U BCUMKH OCHOBHM (papMaKOKMHETHYHM MOKa3aTeH, ¢
M3KJIFIOYEHHUE HA €JIMMHHALMOHHHUA TOJTY>KHUBOT, €a 10303aBUCUMH, aKO ce Oa3upaT Ha o0lLaTa JieKapCTBEeHa
KOHLIEHTpaLMs, NMOBUILIABaiKK ce Mo-cj1abo OT NMpOoNnoOpLUMOHAJIHO ¢ 103aTa. HenuHeliHOCTTA Ce Ib/KH Ha
caTrypaulMs Ha CBbP3BaHETO C IMNJIa3MEHHUTE NMPOTEUHHU M 3aTOBa ce Hal0r0AaBa 3a OOLIMA MJ1a3MeH
edTpuakcoH, a He 3a cBO0OAHMA (HeCBbp3aH) e TPHAKCOH.

Bpb3ka(u) dapmakokuHeTnka-bapmMakoauHaMHKa

KakTo npu apyru 6era jakramMu, MHAEKCHT (hapMaKOKMHeTHKa-(hapMakoAMHaMHKa, 1oKa3Ball Hail-qobpara
KOpeJiaums ¢ in vivo epUKacHOCTTa, € NMPOLEHTHT OT UHTEpBaJla Ha 103UpaHe, B KOUTO KOHLIEHTpaLMATa Ha
HECBBP3aHO JIEKAPCTBO OCTAaBa Ha/l MUHUMaJIHATa HHXUOUTOpHA KOHUeHTpauus (MIC) Ha uedrpuakcoH 3a
otae/iHuTe TapreTHu Buaose (1.€. %T > MIC).

5.3 IlpeAK/IHHHYHH JAHHH 32 0€30NACHOCT
MMa naHHM OT Npoy4YBaHHUSA MPH KUBOTHH, Y€ BUCOKH J03H Ha LEe(DTPHUAKCOH KajlllueBa CcoJl BOAAT 10
oOpa3yBaHe Ha KOHKPEMEHTH U MPELUITUTATH B XKJIbYHHUA MEXYP Ha Ky4eTa U MaiiMyHH, KOETO Ce € OKa3aso

obpatumo. [TpoyuBaHHsTa NpH HKUBOTHHU HE ca JajM JAHHHU 3a penpOayKTHBHA TOKCHYHOCT M
reHOTOKCHYHOCT. [IpoyuBaHMs 3a KApLIMHOTE€HHOCT Ha LIe(hpTPHAKCOH HE ca NMPOBEX1aHH.

6. PAPMALEBTUYHU JTAHHHU

6.1 ChnucbkK HA NOMOIIHHMTE BellecTBA
Hsama.
6.2 HecbBMEeCTHMOCTH

Bb3 OCHOBA Ha JJaHHHU OT JIUTepaTypaTa LHedTpPHAKCOH HE € CbBMECTHUM C aMCaKpHH, BAHKOMMLHH,
(bIyKOHAa30/1 U AMMHOTJIUKO3H/IH.

Pa3TBOpH, ChaAbpKaLHM LedTPHAKCOH, HE TPAOBa /1a ce cMecBaT WM /la ce NpudaBaT KbM JApPYrd CpeAcTBa, C
M3KJIKOYEHHE Ha NocoYeHHUTe B Touka 6.6. [1o-crieumnanHo 3a pa3rBapsiHe Ha PJ1aKOHUTE € LEePTPHAKCOH WM 3a
JOMBJTHUTEJIHO pa3pexaHe Ha pa3TBOPEH (PIaKOH 3a UHTPABEHO3HO NPUIIOKEHHE He TpsAOBa aa ce U3Moa3Bar
pa3peauTeNy, ChAbpKaLUKM Kauuuii (Hanp. pa3TBop Ha Ringer u Ha Hartmann), 3aioto Moke aa ce obpa3yBa
npeuunurar. LlegTpuakcon He TpsaOBa na ce cMecBa WM Ja ce npujara €1HOBPEMEHHO C pa3TBOPH,
ChAbPXKALLM KaJIUMH, BKJIIFOYUTEIHO pa3TBOPH 3a TOTAJHO MapeHTepaHo XpaHeHe (Bx. Touka 4.2,4.3,4.4

4.8).
6.3 Cpok Ha rogHocr
[lpax 3a MHXKEKLIMOHEH pa3TBOp: 48 Meceua.

[IpuroTBeH pa3TBop: TpsAOBa J1a ce U3MoJ13Ba He3abaBHO.




XumuueckaTa ¥ (puznuyecka cTaOMIHOCT Ha NPUrOTBEHUS Pa3TBOP € onpejaeseHa 3a 24 yaca npu Temrneparypa
ot 2 no 8°C.

Ot MHUKpOOHOJIOrHYHa IJie€Ha TOUYKa, FTOTOBHUAT 3a yrorpeda npoayKT TpsOBa J1a ce u3nos3sa He3abaBHO. AKO
HE Ce U3I0J13Ba He3abaBHO, NOTPeOUTENS € OTIOBOPEH 3a YCIIOBUATA W Mepuoaa npeau ynorpeda, KOiTo He
TpsaOBa na npesuiIaBa 24 yaca npu cbXpaHeHHe Ha Temneparypa ot 2 a0 8°C.

6.4 CnenHa/IHH YC/IOBHSA HA CbXPaHEHHE

[Ipax 3a HHXKEKLIMOHEH Pa3TBOP:
Jla ce cbxpanaBa noa 30°C B opuruHajiHaTa OrnakoBKa C LeJ1 Npeara3BaHe OT CBETIMHA.

[IpurorBeH pa3TBop:
3a yCJIOBHAATA HA CbXPaHEHUE Clle/]l PEKOHCTUTYHUPAHE HA JICKAPCTBEHUA NMPOAYKT BUXKTE TOUYKa 6.3.

6.5 Bua uH cbaAbpKaAHHE HA ONIAKOBKATA

Dy1akOHH OT OE3LBETHO CTBHKIIO ¢ OpOMOYTHIIOBA 'YMEHA 3amnyllajika v OTYyIBallla ce alyMMHHUEBa Karnauka.
OnakoBku ot 10 ¢akoHa.

6.6 CnennajiHu npeana3sHH MepKH NPH H3XBBbPJisiHe H paboTa

[lo BpeMe Ha NOAroTOBKAaTa 3a MHTPaAMYCKYJIHA WX HHTPaBEHO3HA WHIXKEKLIUsA, MpaxTa ce pa3TBaps B CBETJIO
XXBAT 10 KEXJIMOapeH pa3TBop.

[IpurorBeHuAaT pa3TBop TpsAOBa Aa ce npoBepsBa BU3yaiHo. TpsaOBa aa ce u3noas3eaTt camo OUCTPH pa3TBOPH
0e3 BUAMMHU YacTHLM. [ IpUroTBEHUAT NPOAYKT € NnpeAHa3Ha4Y€eH 3a eIHOKpaTHa ynorpeda. HeusnonzsaHoTo
KOJIHYECTBO TpAOBa /1a c€ U3XBBPJIH.

B HMKakBB ciyuai ueTpHakcoH He TpAOBa 1a ce CMECBa B €/1Ha CIPHUHLIOBKA ¢ JIpYrH JiekapcTsa (¢
H3KIoueHue Ha 1% pa3TBop Ha JIMJIOKaHWH, CaMO 32 HHTPaAMYCKYJIHH HHXKEKLIMH ).

KoHueHTpaumum 3a uHTpaBeHo3Ha HHxekumsa: 100 mg/ml,
KoHueHTpauuu 3a uHTpaBeHo3Ha HHPY3ua: 50 mg/ml
(3a nonbJaHUTEIHA HH(POPMALIUA MOJIA, HATIpaBETE CIIpaBKa B TO4YKa 4.2).

HMHTpaBeHO3Ha HHKEKLINS

3a MHTPaBEHO3HO UHXKEKTHpaHe 2 g uedrpuakcoH ce paszrsapsa B 20 ml Boaa 3a urwxekuuu. Taka
MPUTrOTBEHUAT PA3TBOP C€ HHMKEKTHPA AUPEKTHO HHTPABEHO3HO B MPOAB/KEHUE HA S MUHYTH (BUIKTE ChILIIO
ToukKa 4.4 CneuraiHu NpeaynpexKaeHus ).

MHTpaBeHO3HA HHQVY3US

CbabpxkaHueTo Ha pnakoHa ce pasrBaps ¢ 40 ml oT eauH OT clieAHUTE HE CHAbPXKALLU KaJILMUH pa3TBOPM:
- Harpues xjopua 0,9 %

- HatpueB xuopua 0,45 % + rmokosa 2,5 %

- rmoko3a 5 %

- rmoko3a 10 %

- nekctpaH 6 % B pa3TBop roKo3a S %

HUndy3uara TpabBa na ce npuiioxkH 3a Hai-manko 30 min.

MHTpaMyCKYyJIHA HHXKEKLIUA
3a uHTpamyckyiHa uHxkekuus Lleprpuakcon-MIP 2 g tpsbsa na ce pazrBopu B 7 ml 1 % pa3steop Ha
nuaokauH. [TonyueHuaT pa3TBop TpAOBa 1a ce NPHUI0KH AbJIOOKO MYCKYJIHO B ITyTeajiHaTa o0acT.
TpsAOBa Ja ce MHXKEKTHpaA noBeye OT 1 g Ha €1HO HHXXEKLUHOHHO MACTO. ChabpiKalluu JTUA0KAHUH P
HUKOra He TpAOBa Ja ce npujarat MHTPaBEHO3HO.

Heu3znon3BaHusT JICKAPCTBCH MPOAYKT WJIH OTIIAABYHHUTC MATCPHAJIH OT HEI'O TpﬂﬁBﬂ Jda CC U3



CbOTBECTCTBHE C MCCTHHUTC U3UCKBAHHA.

7. IMMPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA
MIP Pharma GmbH

Kirkeler Strasse 41

D-66440 Blieskastel-Niederwurzbach
['epMaHus

8. HOMEP HA PAZPEHIEHHUETO 3A YIIOTPEBA

PerucrpauuoneH Ne 20060761

9. JATA HA ITBPBO PA3ZPEIHIABAHE/INIOJAHOBSIBAHE HA PA3SPEIHIEHUETO 3A
YIIOTPEBA

JaTa Ha MbpBO pa3peluaBaHe: 27.12.2006
JlaTa Ha nocnenHo noaHossBaHe: (09.05.2012

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
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