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KPATKA XAPAKTEPHCTHKA HA



1. HME HA JIEKAPCTBEHHfl

Poue<j)HH H cBipsaHH HMeHa (uw. IIpiiJioHceHHe I) 2 g npax 3a HHtj>y3HOHeH
Rocephia H cBtpaaHH HMeHa (BHC. FIpHJiOHceHHC I) 2 g powder for solution for infusion
Poiie<j>HH H CBT>p3aHH HMeHa (BHC. IIpHJlOHCeHHe I) 2 g npaX 33 HHSCeKUHOHCH HJIH HHCjiy

pasxBop
Rocephin H csrBpsaHH HMeHa (BHC. IIpmiOHceHHe I) 2 g powder for solution for injection or infusion
PouecbHH H cBipsanH HMeHa (BHC. IlpHJiOHceHHe I) 1 g npax sa HHHceKiwoHeH HJIH HHcfiyaHOHeH
pasxBop
Rocephin H csipsaHH HMeaa (BHC. ripmioaceHHe I) 1 g powder for solution for injection or infusion
Poue<j>HH H cBipsaHH HMena (BHC. ripHJioaceHHe I) 1 g npax H pasTBopmeji 3a HHHceKUHOHCH paaiBo
Rocephin H CBtpsaHH HMCHa (BHC. npHJio)KeHne I) 1 g powder and solvent for solution for injection
POUC(})HH H CBtpSaHH HMCH3 (BHC. FIpHJIOHCeHHC I) 500 mg npax H paSTBOpHTCJl 33 HHJKCKUHOHeH

pa3TBOp

Rocephin H CBtpsami HMeHa (BHC. FIpiiiiOHceHHe I) 500 mg powder and solvent for solution for
injection
PouetJiHH H cstpsaHH HMena (BHC. FIpHJioKenne I) 250 mg npax H pasTBOpmeJi sa HHxeKUHOHCH
pasiBop
Rocephin H cBipaann HMCHa (BHC. flpHJioKeHHe I) 250 mg powder and solvent for solution for
injection
Poue<J>HH H cBipsaHH HMeaa (BHC. npnno»eHHe I) 250 mg npax sa HiDKCKUHOHeH paatsop
Rocephin H csipaaHH HMeaa (BHC. flpmioweHHe I) 250 mg powder for solution for injection
[Bw. ripHJio*eHHe I - fla ce noniJiHH ctrnacno HauHOHanHHie

2. KAMECTBEH H KOJIHHECTBEH CLCTAB

[fla ce norrbJiHH c'brnacno HauHOHajimrre HSHCKBantra]

3. J1EKAPCTBEHA OOPMA

2 g npax sa HHtjjysiioHCH
UpaX 33 HH(J>y3HOHeH pE3TBOp

[fla ce nom>JiHH ciniacHO HauHona/iHHre H3HCKBaHnn]

2 g npax 33 HHHCeKUHOHCH HJIH HH$V3HOHeH paSTBOp

1 g npax 33 HHHCeKUHOHCH HJIH HH^VSHOHeH p33TBOp

FlpaX 33 HHHCeKUHOHCH HJIH HH(j)>'3HOHeH p33TBOp

[fla ce norr&JiHH ctrjiacHO HauHonajiHHTe

250 mg, 500 mg, 1 g npax H paaxBopHxeji sa HH^eKUHOHeH pasiBop
FlpaX H paSTBOpHTCJI 3a HHHCeKUHOHCH pa3TBOp

[fla ce norrbJiHH ctrnacHO HauHOHajiHHre

250 mg npax 3a HHHceKUHoneH paaxsop
Ilpax sa HHweKimoHeH pasrsop
[fla ce nonwiHH ciraacHo HauHOHajiHHie H3HCKBaHHs]
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4. KJDHHHHHH

4.1 TepaneBTHHHH

Rocephin e notcasan sa jieneHHe na cneaHHTC HH^CKUHH npn BispactHH H aeua, BKJHOHHTCJIHO
HOHOCCHH HOBOpoaeiiH (OT MOMCHTa

BaKTepHanen
IliieBMOHiw, npH4o6nTa B oomecTBOTO
HosoKOMHanaa IIHBBMOHHK
OcTtp cpeaen OTHT

YcnOHCHeHH HH^CKUHH H3 nHKOHHHTe nVCKUK. (BKJHOHHTCJ1HO

HH(j>eKU.HH H3 KOCTHT6 H CTaBHTB

HHC^eKUHM H3 KO»3Ta H MCKHTC TbKaHH

CH(J)HJ1HC

Rocephin MOTKC aa ce ranojma:
3a jieneHHe Ha oGocrpHHRH Ha xpoHi^iHa oGcTpyKTHBHa 6enoapo6Ha SojiecT npH
3a JieneHHe Ha flHceMHHHpana naHMCKa 6ope«H03a (panna (craaHfi II) H KrbCHa (cTa^HH III))
npn BtspacTHH H aeua, EKJIMSHTCJIHO HOBOpofleHH na Bi,3pacT OT 1 5 ̂ HH Harope.
3a npeflonepaiHBHa npocJHiiiaKTHKa Ha HH<|)eKUHH na onepaiHBHOTO NWCTO.

IlpH jieneHHCTO na naiweHTH c 4>e6pHJiHa He>aponeHRa, 33 KOSTO ce noaosHpa, ne ce OT»JIWH na
6aKTepnajiHa HHCJJCKUHH
Ilpn JieneHHeto na nauHCHTH c GaKTepne.MHa, KOHTO Bi>3HHKBa BIB BpisKa c HHKOS OT

e, Hs6poeHH no-rope, HJIH ce noaosupa, ne e cB-bpsaea c HSKOH OT TJTX

Rocephin Tps6fia na ce npanara eflHOBpeMCHHO c apyra aHinGaKTepHajiHH cpeacTBa BHHarn, KoraTO
BTj3MO»HH5lT COeKTbp H3 6aKTepHaJlHHTC npHMHHHTCJIH HC HOnafla B HCrOBIW CIieKTBp (fl)K.

ToiKa 4.4).

Tp«6Ba aa ce HMHT npeaBHa o4»HUHajiHnre HacoKH 33 npaBHnna ynoTpe6a na
cpeacTsa.

4.2 JIosiipoBKa H naHHH na npn.rro>KenHe

33BHCH OT TCiKeCTTa, HyBCTBHTeJIHOCTTa, MHCTOTO H BHaa H3 HH(|)eKUHaTa, K3KTO H OT

Btspacrra H iepHoapo6HaTa H 6t6peHHa (JjyHKm-w na

e, npenop-b^aHH B Ta6nHUHTe no-aoiry, ca o6HMaflHHre npenoptHHTCJinH aosn npH TBSH
H. IlpH oco6eHO TCHCKH cjiynaH TpaGsa aa ce OGMHCJIH npnnaraHe na aosH Ha ropnaTa

rpaHHua Ha npenopiHHTejinHH aHana30H.
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Ho3HpOBKil Iia

Ue4>TpH3KCOH*

1-2 g

2 g

2-4 g

MecTOia Ha
npujiaratie**
Be,am»>K JIHCBHO

Befliib/K aeeBHO

Be,aHl>>K flHCBHO

OoKasaHHH

riHCBMOHMH, !TpHH06nTa B oGlUCCTBOTO

O6ocTpaHiw na xpOHimna o6cTpyKTHBHa 6ejioflpo6Ha
Gojiecx
HHTpaaOflOMHHaJIHH HH(J>eiOIHH

VcJIOJKHeHH HHtjieKUHH Ha HHKOHHHTe ITbTHlUa

(BKJIK>llHTeJlHO nHeJIOHC(J)pHT)

H030KOMHajIH3 OHeBMOHHSl

YCJITOKHCHH HH^CKUHH Iia KOyKaTH H MCKHTC TBKaHH

MH^eKUHH H3 KOCTHTC H CTaBHTC

JleieHHe Ha nauweHTH c 4)e6pnnHa HeyrponeHHa, sa KOHTO
ce noflosupa, ne ce fltnvKH na 6aKTepH3JiHa HH^eKmw
BaKTepHajicH eiwoKapai-rr
BafcrepnajieH MCHHHrHT

flOKyMCHTHpaHa 6aKTepneMHJi rp>i6Ba aa ce o6MHc;in npmiaraHe Ha aosH na ropnaTa
npenoptHHTejiHua anana30H.

** Mo*e aa ce ODMHC^H npHJioa<eHHe asa O-BTH flHesno (npes 12 naca), Koraxo ce npHjiarar JIOSH
nO-BHCOKH OT 2 g HHCBHO.

33 BtspacTHH H fleqa na stspact naa 1 2 roflHHH (> 50 kg), npn KOHTO HMa
cneunajiHH CXCMH Ha npHJiarane:

or

OcTtp CpeflCH OTHT

Mo*e 43 ce npRno>KH eaiiHHHHa aosa Rocephin 1-2 g HHTpa.vrycKyjiHO. OrpamiHeHH naHHH
He B cJiynan, Korato nausieHTST e c TOKKO 3a6o:MB3He HJIH npeaxoitHOTO JieneHne HC e 6Hno
ycneuiHo, Rocephin MO/KC aa e ecjjeKTHBen npw npiuiaraHe na aosa 1 -2 g aneBHO iimpaMycKyjiHO B
npo/n.jT»ceHHe ea 3

npeflonepaTHBHa npo^HJiaKTHKa Ha HH4>eKUHH Ha onepaxHBHOio MHCTO
2 g Kato eflHHH^na npeaonepaTHBHa aosa.

500 mg Kate eflHHH'iaa aosa HHTpaiuycKyjiHO.

CHCJJHJIHC
npenoptHHTCJiHHTe BOSH ca 500 mg-1 g BC/IHI* flHCBHo, c noBHinaBaHe ao 1 g BenHi>>K

HHeBHO npH HCBpOCHC|)HJlHC 33 10-14 flHH, ripenOplKHTe 33 /1033T3 npH CH^HJJHC, BKJIlOHHTenHO

HeBpocH^HJiHC, ce 6a3Hpar Ha orpanpiqeHH aaHHH. TpHOBa aa ce HMat npeafina HauHOHajiHHte HJIH
MCCTHH

JiafiMCKa 6ope/iH03a (panna [cxaaHH II] H Ktcna [cxaaHH III])
2 g Beamb>K HHCBHO sa 14-21 ami. npenop-bHHTejiHata npOflT,jBKHTejiHOCT na .neneHHe e pasjiHHHa H

aa ce HMBT npeaBHfl nauHOHajiHHte HUH MCCTHH



rieduampiwHa nony.iaiiufi

Hoeopodenu, Kbpumema u dei\a HO evspacm om 15 dmi do 12 ^o^uHu (< 50 kg)
3a aeua c TejiecHo rerao 50 kg HJIH nosene xp»6Ba aa ce aasa o6HliaftHaTa 4033 33 BispacTHH.

JI03IipOBKa H3

Ue<j>TpHaKCOH*

50-80 mg/kg

50-100mg/kg
(M3KC. 4 g)

80-100 mg/kg
(M3KC. 4 g)

100 mg/kg (MEKC.
4g)

HecTora na
npHJiarane**
BeHH-bVK flHBBHO

BeflHt>>K flHCBHO

Beanie flnesHO

BC.HHTWK aaeBHo

IloKajaniin

HHTpaa6flOMHHanHH HH^CKUHH
YCJIOHCHCHH HH(})eKUHH HE OHKOHMHTC O^THIUa

(BKrtlOHHTeJlHO nHCJIOHe^pHt)

HueBMOHUfl, npHfloom'a B o6iuecTBoto
Ho30KOMHaJIHa nHCBMOHHS

YcJIOJKHeHM HHCjlEKUHH HE KO/KaTa H MCKHTC

TBKaHH

MH4>eKUHH H3 KOCTHTC H CT3BHTC

JleneHHe Ha nauneHTH c 4>e6pnjiHa HeyrponeHHH,
3a Koato ce nonosHpa, He ce flwiMCH na
GaKiepnajina HH^CKUHJI

BaKiepnajieH MeHHHnrr

BaKTepnajicH eHaoKapaurr

* ITpH aoKVMCHTHpaHa 6aKTepneMHH TpaGaa aa ce o6MHc;iH npHjiarane na HOSH Ha ropHaxa
rpaHHua Ha npenopviHTejinmi flHanasoH

** Mowe aa ce o6MHCJiw npHnonceHHe asa ntra flHCBuo (npei 12 naca), Korato ce rrpHJiarar aosn
nO-BHCOKH OT 2 g HHCBHO.

sa HOBopoaeHH, lapMa^era H aena na Biapacx OT 15flHH no 12ro4HHH (< 50 kg), KOHTO
HM3T nyama OT cneiinanaH CXBMH na npHJiaraHe:

OTITT

3a naqajiHO jieneHiie Ha ocrbp cpeaen OTHT MO/KC jia ce npmio>KH eauHHHHa aosa Rocephin OT
50 mg/Tcg HHTpaMycKyjiHo. OrpaHHHCHH aaumi noKasssT, ne B cnynaH, Koraio aeteTO e c TCXCKO
3a6o/WBaae HJIH m^pBOnaHajiHOTo jieHenne HC e GHJIO ycneiiino, Rocephin MOHCC aa e ec{)eKTHBeH npn
npniiaraae na HnxpaMycKyjiHa aosa OT 50 mg/kg aHBBHO B npoaij-wceHHe Ha 3

IlpeaonepaTHBHa npo4)HnaKTHKa Ha HH^CKHHH Ha onepaTHBHOTO MHCTO
50-80mg/kg K3TO eflHHHHHa npe/ioneparaBHa aosa,

CM(j)HJIHC

IlpHHUHnHO npenoptiHHTejiHHTe BOSH ca 75-100 mg/kg (MBKC. 4 g) Bezmv/K AHCBHO sa 10-14 anvi.
npenoptKHTe 3a aosaTa npn CH^HJIHC, BKjno'n-rrejiHo HCBPOCH^HJIHC, ce GaswpaT Ha MHOFO

. Tp»6Ba aa ce HMBT npeflsaa HauHOHajiHure HJIH MCCTHH ynasaHHs.

/I,HceMHHHpaHa jiaiiMCKa Sope/inosa (panna [cTaflHH II] H K'bcna [cTaaiiH III])
50-80mg/kg BeflHiw flHesHO 33 14-21 HHH. npenopiHHTejiHaia npoawuKHTejiHocr Ha jreneHHe e

H TpaGfla na ce HMHT npeflBHu nauHOHanHHTe win MCCTHH

Hoeopodemi 0-14 dun
Rocephin e npOTHBonoKasan npn nejjOHOceHH HOBOpoaenn ao nocTMeHcrpyanHa Bi>3pacT 41
ce4MHun (recTaiinoHHa B^spacr + KaneHaapHa
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floSHpOBKa H3
ue4>TpHaKcoH*
20-50mg/kg

50 mg/kg

HecTora Ha
npujiaraHe
BeaH-b>K fluesHO

BeaHT>>K flHCBHO

HoKasaiiHH

HHTpaa6aoMHHaJiHii HH^CKUHH
YcjIOOKHeHH HH(j>eKUUiH H3 KOVKaia H M6KHTe

TbKaHH

YcJlOXHeHH HH(j)eKUHH H3 nHKOHHHTC [TbTHma

(BRjiKWHTejiHO rmejiOHe<J)pHT)
riHeBMOHHH, npHao6HT3 a o6mecTBGTo
HO30KOMHaJIH3 OHeBMOHHH

HH^CKUHH Ha KOCTHTC H erasure
JTe^euHe na nauHCHTH c 4>e6pii!iHa HeyiponeHHa,
sa KOSTO ce noao3Hpa, ne ce OTJDKH na
6aKTepHajina HH^CKUHH

BaKTepHaJICH MeHHHFHT

BaKTepnaJieH eHHOKap,nnT
* IlpH flOKyMeHTHpana oaKTepne

rpamma Ha npenopi>MHTe/!HRS
He TpHDBa aa ce Ha^xstpJiH MaKCHManna aiieBHa A03a OT 50 mg/kg.

ce o6MHCJin npHJiaraHe na JIOSH Ha ropHaxa

sa HOBopoaeHH Ha Bt3pacT 0-14 ann, KOHTO HMET nyayia OT cneunajinH CXCMH na
npHJiarane:

OCTbp
3a Hanajiuo neiieHHe Ha OCTBP cpeaea OTHT MOJKC aa ce npHnoscH eaHHHHua aosa Rocephin OT
50mg/kg

IlpeflonepaTHBHa npo<j)HJiaKTHKa na HHI^CKUHH Ha onepaTHBiioTO M^CTO
20-50mg/'kg Kaxo enHHHHHa npeaonepatHBHa aoaa.

npenoptMwrejiHaTa aosa e 50 mg/kg BeflHi.>K flHCBHo sa 1 0-1 4 BHH. IIpenopT,KHTe 3a
ao3ara npn CH^HJIHC, BK-ifOiraxexiHO HCBpocH^ntniHc, ce Gasupar Ha MHOFO orpaHHqeHH aaHHH.
Tpa6sa fla ce HMar npeaBHj HauHonajiHHTe vum MBCTHH yKasaHH3.

a aa jieneHHeTO e paajiHina cnopea xo«a na saOo^nBaneTO. KBKTO npn BCSKO
aHTH6HOTHHHO flCHeHHe HO npHHUHO, npHJlOXCHHeTO H3 U6(j)TpHaKCOH Tp«6Ba fl3 CC npOflTjJIJKH 48 -

72 naca cnea Karo nauHCHTbt crane ai|)e6pHJieH win e nocTHrHara epaaHicauHH Ha 6aKrepHHre.

Xopa e cmap'iecKQ

aosupOBKH 33 Bi,3pacTHH He ce Hyacaaar or MO.rw(pHKauHS npw xopa B crapnecKa
Bispacr, npH ycnoBHe ne 6i>6peqHaTa H MepnoflpoOHa 4>yHKUHa ca 3aaoBonHTCJiHH.

nauuenmu c vepHodpofiHO yepewdaite

HC noKasaaT Heo6xoaHMocr or KopeKuna ea aosara npn J16KO HJIH j'MepeHO
HapyuieHHe Ha HepHoapoGnara ^yireunfl, npH ycnoBHe qe 6^6peHHara 4»yHKiw» He e napyuieHa.

PLsMa aaHHH or npoyHBamw npn nauneHTH c TOKKO HepHoapoGno yapexmaHe (B>K. roHKa 5.2).

nauuenmu c 6-b6pe<-mo yepeycdam

FTpH nauHCHTu c HapymeHa S-hopeiHa (JPVHKUHH naMa Hy>Kaa or peayuHpane Ha aosara na
ue<{)TpHaKcoH, npH ycjiosne ne HepHoapo6nara fyymmya, HO e napyuiena. CBMO B cjiynaH Ha
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nperepMHHanHa 6T>6pe<™a Heaocxax&HHOcx (KpeaxHHHHOB Kjrap'bHC < 10 ml/min) aosupOBfcaxa na
He Tpa6Ba HC xpaoBa aa HaaBHiuaBa 2 g flHesHo.

naiiHeHXH na anajiHsa HC ce Hajiara aom>JiHHxejiHO npHJiarane Ha aosa cnea aHaaraaxa.
U,e(j)xpHaKcoH HC ce emiMHHHpa ipes nepHxoHeajma HJIH xeMoaHamoa. npenoptHwrejiHO e cxpuKXHO
KJIHHVWHO MOHHTOpHpane 3a SeaonacHocx H e(|)HKacHOCT.

nannenrnu c meytCKO y epnodpo6no it 6-b6pemo yepexdaHe

IIpH naimeHTH c Te>KKa 6T>6peHHa H HepHoapo6na flHCtj>yHKUHH e npenop-bHHxejiHO CTPHKTHO
KJIHHHHHO MOHHXOpnpaHe 33 6e30naCHOCT H e(J)HKaCHOCT.

Ha

Rocephin MO»B aa ce npn^ara Mpes HHTpaBCH03Ha HH<j)y3na B npoflt>ji>KeHHe Haft-ManKO Ha
30 MHHyrH (npeano^iHTaH ntx Ha nprniOHceHHe), npes GaBHa HHrpaBenosHa HtDKCKUHH B
npofliJiaceHHe na 5 MHH>TH HJIH lipe3 4i.ji6oKo HHrpaMycKyjiHO HH^eKTHpane. MHiepMHTenTHa
HHTpaBCH03Ha HH>KeKUHS TpflOfia Tia ce npunara B npoya'bJi»ceHHe na 5 MHHJTH sa npenopiMBane B no-
roiieMH BBHH. HHTpaBCH03HH BOSH ox 50 mg/kg HJIH no-rojieMH npn K-spManexa H aeua ao
12-roaHuiHa stspacx ipnGBa aa ce npwiarax npes HH^ysra. Ilpn HosopofleHH HHTpaBeH03Hnre ao3H
xpHosa fla ce npHJiarar B npoatJiaceHHe Ha 60 MHHVTH 33 HaMajiasaHe Ha noTeHiwajiHHX PHCK OT
6HJinpyoHHOBa eime(j)ajionaTHJi (B«. TOHKH 4.3 H 4.4). HHTpaMycKyjiHHxe HHSCCKHHH Tpa6aa aa ce
nocxasax B Macaxa na OXHOCHXCJIHO FOJISM MycKyji, Kaxo Ha CAHO MHCXO xp»6Ba aa ce HHKeKXHpa HC
noBene ox 1 g. HHxpaMycKVJiHoxo npwJioweHHe xpaosa aa ce Hiwa npeasna, Koraxo npHJiOKCHHexo no
HHxpaBenoseH irbx He e Bt3MO»HO HJIH e no-Henoaxoflfluio 3a nauHCHxa. HpH aosH Haa 2 g e
HC06xOaHMO HHlpaBCHOSHO

AKO Kaxo pasxBopuxeji ce H3noji3Ba jimioKaHH, noifyneHMx pasxBOp HHKora He xpaosa aa ce npHJiara
HHXpaB6H03Ho (B*. xo^iKa 4.3). Tp«6Ba aa ce saeivie npeaBHa HH^opMauHaxa B KpaiKaxa
xapaKxepucxHKa na J

e npoxHBonoKaaan npn HOBOpoaeHH (< 28 ann), aKO HMax ny^Kaa (HJIH ce onaKBa aa
HM3X Hy>Kaa) OX JieMCHHC C HHTpaBCH03HH pa3XBOpH, CT.atpHCaiI.lH KaJTUHH, BKJIIOHHXeJIHO

HenpeKicHatH HH^ysHH na pasxBOpn, d,aT>p>KamH Kajnmfi, nanpHMep napenxepaaHo xpanene,
nopaan pncKa ox npeunnHxauHa na ue^xpnaKCOH Kajiimft (B». xoHKa 4.3).

PaapeanxejiH, ctatpxcainii Kajiuufi (nanp. pasxaop na Ringer HJIH Ha Hartmann), He xpaSsa aa ce
H3noa3Bax sa pasxaapaHc na (j)JiaKOHHxe c ue^xpnaKcon HJIH 33 aontaHHxeano paspe/Kaane na
pa3xsopeH 4>jiaKOH sa HHXpaseH03HO npHJio>KeHHe, aaiaoxo MOJKC aa ce o6pasyBa npeuHUHxaT.
ITpeuHnHxauHa na uecJjxpHaKcon KajiuHft MTOKC aa ce nojij'HH H Koraxo uec^TpnaKCOH ce CMBCH c
pa3XBopn, ctatpwaiHH KajiuHH, B eaua H c^ma anHHa sa HnxpaseHosna HH^V-SHS. Bo xaan
ue(j)xpnaKcOH H paaxBopn, cifltpHcauiH KanuHH, He xpaGsa aa ce CMecaax HJIH aa ce npnaarax

(B». xo^Ka 4.3, 4.4 H 6.2).

3a npeaonepaxHBHa npo^naaKXHKa na HH(j)eKUHH, BMHHKHaJin na onepaxHBHoro MHCXO,
aa ce npmiara 30-90 MHuyxn npean onepaxHBHaxa

3a yKasaHHH OXHOCHO paaxBapsHexo Ha jieKapcxBeHiw npoayKx npean npHJioHceroie BH/KXC xoMKa 6.6.

4.3

KtM ue<|)xpHaKcoH, KBM apyr uec})ajiocnopHH HJIH K-BM HHKoe OT
BernecxBa, roGpoeHH B XOMKB 6. 1 .
Anawnesa 3a xe>KKa CBpiiXHyscxsHxejiHocx (nanp. aHa(j)HJiaKXHHHa peaKuna) KibM HHKOH apyr xnn
oexa JiaKxa.MHH aHXH6aKxepnajiHH cpeacxsa (neHHUimHHn, MonoSaKxaMn H KapoaneneMH).

27



e npoiHBonoKasaH npn:
HeaoHOceHH noBOpoaeHH 40 nocTMCHcrpyanHa Btapaci 41 ceflMHUH (recxauHOHHa
KajienaapHa Btapacx)*

HOBOpoaeHH (flo 28-aHCBHa Btspacx):
c xHnep6miHpy6HHeMHH, »o.jrreHHua HJIH c xHnoaji6yMHHeMJM HJIH aiuwosa, "nbii KETO xoaa ca
CtCTOHHHH, npH KOHTO 6 BBpOHTHO CBT>p3BaHeXO H3 6HJfflpy6HHa fla C HapyillCHO*

EKO HMax Hyjima (HJIH ce onaKBa aa HMBT nywaa) ox HHTpaaeHosHO ne^eHHe c KanuHH HJIH
HH$y3HH, CMipxcaiuH KajiuHH, nopaaH pHCKa OT npeuHUHTauHfl na ueiJirpHaKCOH KajiiweBa
con (BJK. TOHKH 4.4, 4.8 H 6.2).

* In vitro npoynBaHiw ca noKasami, HC ue(j)TpnaKcoH Mo>Ke aa HSMCCTH 6njiHpy6nHa OT Mecxaxa
wy Ha cBtpsaane ci>c cepyMHHH an6yMHH, BoaeftKii no BMMOweH pwcx OT 6njiHpy6nnoBa

npH xe3n

HHTpa.wycKyjiHo HHMceKTHpaHe Ha uecfrrpnaKcoH 'ipa6Ba aa ce HSKJUonax npoxHBonoicaaaHRa sa
, Koraxo xaxo pasTBopmren ce H3no;i3Ba pasTBop na jinaoKaHH (BW. To^Ka 4.4). BHMCTC

HH(}>opMaunjiTa B KpaTKaxa xapaicrepHCTHKa na jinaoKaHH, oco6eHo npoxHBonoKasaHHHxa.
PasTBOpHie Ha uecJ3TpnaKCOH, ctfltpmamH JiHflOKaHH, He Tp«5Ba HHKora aa ce npH/iarax
HHTpaBCH03HO.

4.4 CneiiHajiHH npejiynpe)KaeHHH H npeanasHH MepKH npn ynoTpe6a

PeaKUHH Ha

KaKTO npn BCHHKH O6Ta JiaKT3MHH aHTHOHOXMUH, HM3 CloGmCHMH 3a CCpHOBHH H nOHMKOra (j)aTajIHH

peaKUHH Ha csptxHyBCTBHTejiHocT (BJK. toHKa 4.8). B cnj^aH Ha TOKKH peaKUHH Ha
CBpixHyBCTBHTejiHOcr jieHCHHeto c uecJiTpnaKCOH xps6Ba fla ce npexpaxH HesaSaBHO H aa ce
npHJiowar aaeKBaxnH cneuiHH MepKH. IlpeflH sano^BaHexo Ha jieneHHe xpaGaa aa ce ycxaHOBH aajiH
nauHeHTtx HMB anaMHesa 3a TCHCKH peaKUHH Ha CBptXHyBCTBHTeJiHocx KT>M ue^TpnaKcoH, KI.M Apyrn
ue4>anocnopnHH HJIH KIM KOHTO H aa SHJIO apyr BHH oexa JiaKxaMHO cpeacxBO. AKO uecftxpiiaKcoH ce
npHjiara Ha nauneirrH c aHaMHesa 33 neTexoca CBpt>XHyBCTBnxeJinocT KT>M apyrn oexa J

a, Tosa xp5i6Ba ;ja crasa c noBHineno

H.Ma cT.o6meHHa sa TOKKH KOKHH HeacejiaHH peaKtmn (CHHUPOM na Stevens-Johnson H^H CHHapOM Ha
Lyell/xoKCHHHa ennnepMajina HCKpojiH3a); necxoxaxa na TC3H d>6nxna oSane ne e JOBecTHa (BX.

4.8).

B3aHMOJCHCTBHe C nppaVKXH. CWttPHCaiUH K3J1UHH

OnucanH ca cnynan Ha s^axajiHH peaiouni c npeuHnHxaxH na uec^xpnaKCOH Ka/iuHH B 6ejiHxe apo6oBe
H SiopeiiHxe npn He^oHOceHH H jionoceHH HOBopoaeHu na Bi>3pacT noa 1 MCCCU. Haft-MajiKo B
OT TC3H CJiyHBH Ue(j)TpHaKCOH H KaJlUHH ca npHJiaraHH B paSJIMMCH MOM6HT H np63

HHxpaBeH03HH jiHHHH. B HaiiHHHHTe HayqHH flaHHH HflMa ctoSmcHiw 3a
HHTpaBacKyjiapna npeuHnHTatuw npn nauHCHTH, HSBLH BtspacxoBaxa rpyna na
jieKysaHH c ue<J)TpHaKcoH H paaxBopn, cifli>p»camH KajiuHH, H apyra npo/ryKXH, ciaipiKamH
In vitro npoyHsaHHs aeMOHcxpHpaT, 4e npn HOBOpoaeHHxe MMa noBHiuen PHCK ox npeminHxauHH na
uetj)TpnaKCOH KanuHH B cpaBHCHHe c apyrHxe BtspacxoBH rpynn.

Ilpn nauneHTH na BCHKB Bi>3pacT ueiJnpiiaKCOH He rpaGsa na ce cwecsa HJIH npmiara eaHoapeMCHHO c
pa3TBOpH, Cfa/ItpaCaiUH KajIUHH, flOpH np£3 pa3JIHHHH HH(})y3HOHHH JIHHHH HJIH H3

iwecra Ha HHCJJVSHH. BinpeKH roaa, npn nauneHTH Ha BtspacT naa 28 AHH uet^xpHaKcoH H
pasxBOpii, c-bR-bpyKaiu.il KajiUHH, MoraT aa ce npunaraT nocneaoBaTeJiHO eflHH cjiea opyr, BKO ce
H3nOJ13BaT HH(|>y3HOHHH JIHHHH Ha pa3JIHHHH MCCTa HJIH aKO HH$y3HOHHHTe JIHHHH CC nOaMCH«T HJIH

ce npoMHBax ao6pe Me>Kay oraejiHHTe HH^VSHH c cj)H3HojiorHHeH pasTeop, sa aa ce Hsoerne
H. Dpn nauHeHn-i, KOHTO ce HyxmasT OT nenpeicbCHaTa HH^yswa ea pasraopH 3a

napeHxepanHo xpaneHe, ci>ai>pKamH KajiuHH, MeanuHHCKHre cneunajiHCTH Morax aa
oSMHcmtT ynoipeSara na apyrn aHTH6aKxepHariHH cpeacxaa, npn KOHTO iwMa noao6eH pHCK ox

Ji. AKO iranojraaHexo na ueeJjxpHaKCOH ce C'lHxa sa eeo6xoflHMO npn
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ce OT HenpeKbCHaxa HH^ysMfl, pasxBOpnre 33 xoxajwo napenxepajmo xpaneHe H
ue<t>xpHaKCOH MOFBT aa ce npmiarax eaHospeivieHHO, HO npes pa3JiHHHH HH(j>y3HOHHH JIHHHH HE
pasjiHHHH Mecxa. Kaxo apyr sapHanx HH^ysraxa Ha pasxsopa 3a xoxanno napeHxepaJiHo xpanene
MOHCC aa ce cnpe 33 nepHoaa Ha HH^ysHH Ha ue^xpnaKcon, H HH<}>y3HOHHHTe JIHHHH aa ce npoMHsrr
Me>icay paaxBopHxe (BK. XOIKH 4.3, 4.8, 5.2 H 6.2).

norrvnauHa

EesonacHocrra H e<j>HK3CHOCTxa na Rocephin npa HOBOpoaeHH, KtpManexa H aeua ca ycxaHOBeHii 33
ao3HpoBKnre, onHcan^ B flosHpoBKa H HanHH Ha npmio>KeHHe (BX. XOHKB 4.2). DpoynBaHKH ca
noKasajiH, ne uefjrrpHaKcoH, noao6HO Ha HHKOH apyra uecjjajiocnopHHH, MO»e aa HSMCCTH
6HJiHpy6HHa ox cepyMHHfl anSyMHH.

na Rocephin e npoxHBonoKaaano npn HeaonoceHH H aonoceHH HOBOpoaeHH c PUCK
ox paaBHTHe Ha 6HJiHpy6HHOBa eHue4»anonaTHH (B*. XOMKH 4.3).

xeMonHXHMHa aneMiiH e HaOjiroaasaHa npH nauHenxH,
anxH6aKrepnajiHH cpeacxsa ox miaca Ha ue(J)ajiocnopHHHxe, BwnoHnxejiHO Rocephin (B>K. xo»uca 4.8).
TCJKKH c.ay»iaH na xeMOJiwrHUHa aneMHsi, BKJirowrejiHo (Jtaxannn, ca cioSmaBaHH no speMe na

c Rocephin npH BispacxHH H aeua.

AKO aaaen naunenx pa3BHe aHCMna, aoKaxo e Ha jieMenne c uesJixpHaKCOH, 'ipaoBa aa ce HME
anaraosa aneMHa, cB^psana c ue^anocnopHH, H npHJiojKeHHero Ha ue(J)TpnaKcoH xpsSsa aa ce
npenpaxH ao onpeaejiane na exuojioraaxa.

Ho BpeMe na neieHHe c rojiHMa npoai>Ji>KHxejiHocx xpa6Ba na peaoBHH HHxepsajiH aa ce
m>jma

KojIHT/CBp-bXpaCTOK Ha HeqVBCTBHTeJIHH MHKpOOpraHH3MH

ripi-i noHXH BCHMKH aHXHSaKxepHOHHH cpeacxBa, BiunoHiHxejiHO ue<J)xpHaKcoH, ce ctoGmaaa 3a KOJIHT
H nceBaoMeM6pano3eH KOJIHT, cBtpsaH c aHTn6aKTepHajiHOTO cpeacxso, KOHTO iworax aa ca c
pasjiHHua xexcecx, ox JICKH ao ^KHBoxosacxpauiaBamH. IIo xasH npHHHHa e BE*HO xa3H awarnosa aa ce
HMa npeaBHa npH nauneHTH, KOHTO HMEX anapna no BpeMe Ha npHJiOKCHHexo Ha ue^xpnaKCOH HJIH
cjrea xosa (B>K. TOMKa 4.8). Tp«6Ba aa ce o6.MHc;ra npeKpaxaBane Ha JieneHHexo c uecJjxpHaKCOH H
npHj:o>KeHHe Ha cneuH^HHHa xepaniw 33 Clostridium difficile. He xpaGfla aa ce aaaax JieKapcxBCHH
npoayKTH, noxHCKamn nepncxajixHKaxa.
Morax aa BisHHKHax cynepHH^eKUHH c HenyBCTBUxejiHn MHKpoopranHSMH, KSKXO

6-bSpeHHa H qepHoapo6Ha

ripn xe>KKa 6t>6peHHa H HepHoapoOna neaocxaxtMHOCT e npenopi>HHxejiHO cxpHKTHo KJIHHHHHO
MOHHTOpupane sa Sesonacnocx H e(j)HKacHOCx (BMC. xo^xa 4.2).

ct>c

Mo>Ke aa ce nojiynn BsaHMoaeiicxBHe c xecxose na Coombs, XT>H xaxo Rocephin MO>Ke aa aoseae ao
(j)aJiiiiHBO noJioHCHxeJiHH pcayjixaxH ox xecxoBexe. Rocephin MO>Ke aa aoseae H ao 4)ajniiHBo

pesyjrraxH ox xecxosexe sa rajiaKxoseNHLa (B>K. TOHKB 4.8).
MexoaH 33 onpeaejiHHe Ha rniOKOsa B ypHHaxa Morax aa aaaax <j}ajmiHBO nojio>KHTejiHH

. OnpeaeaHHexo Ha rmoKosa B ypnnaxa no BpeMe na JieneHHe c Rocepliin xpaSBa aa ce
H3BT>pIIIBa C CH3HMHH MCTOaH (B>K. TOIKa 4.8).
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BceKH rpaM Rocephin ctai>p>Ka 3,6 mmol HaxpHH. losa xps:6Ba aa ce HMa npeaBna npn
KOHTO ca Ha anexa c KOHXpojiHpano KOJIHHCCTBO HaxpHH.

14e<J)TpHaKCOH HMa orpaHiweH cneKTbp Ha aHTHSaicrepHajiHO aeficTBHe H MOJKC aa He e noaxoaam
K3TO eflHHCTBCHO CpeflCTBO 3a JICHCHHe H3 HSKOH BHflOBC HH<j>eKUHH OCBCH 3KO IiaTOreHlT 6 BCHC

noxBtpaeH (BW. xoHKa 4.2). FIpn nojiHMHKpo6HH HH^CKUHH, npn KOHTO noaosupaHHTc naxoreHH
BKJIIGHBaT OpraHHSMH, pCSHCXCHTHH Ha UC(j)TpHaKCOH, Tpa6Ba fla C6 O6MHCJIH npHJIOHCCHHe H3

aHTH6HOTOK.

VnoTpe6a Ha JinmoxaHH

B cjiynaft, ne Kaxo pasTBopuxe.T ce n3non3Ba pasxBop na jmaoKaHH, paarsopHTe na
rpHOsa fla ce HsnonsBax caivio 33 HHTpaMycKy.iHO HHweKTHpaHe. ripean ynotpeGa Tpaosa aa ce
npeueiiHT npoTHBonoKasanHSTa 33 JiHaoKaHH, npeaynpe/KaeHHHTa H apyra npmioacHMa
nocoieea B KpaxKaia xapaKrepHcrnKa Ha nnaoKaun (B*. TOHKB 4.3). PasxBop-bT na jin/iOKaHH HHKora
He xpsoBa fla ce npiinara HHtpaBCHOSHO.

Koraxo npn yjrrpaaBVKOBo HscjieasaHe ce Ha6nioflaBaT CCHKH, Tp»6sa aa ce HMa npeflBitu BKJMOHCHH
npeuHnmaxH ox ue^TpHaKcoH-KajiuHii. CCHKH, norpeuiHO npwexH sa auii.HHH KaMtHH, ca
npw yjixpasBVKOBO HscjieasaHe Ha >KHI>HHHA Mexyp H ca naojiioflaBaHH no-necio npn aosn

g JUIH noBCHe aHCBHO. C oco6eHO BHHMaHHe xpH6sa aa ce noaxoMOta npn
nonyjiaura. TaKHBa npeuHnHxaxn Hs^esaaT cjiea npeKpaiSBaHe na tepanHflia c

ue<|)Tpi4aKcoH. PnflKO npem-iriHTaTHxe ox uec^TpHaKCOH-KanuHH ca cBtpsaHH etc CHMHTOMH. B
cnyHaH ce npenoptHBa HexupyprHHHO jieneHHe H ncKapax xpnGsa aa

Ha neieHHexo c ue4)xpnaKCOH BIS ocHoaa na oueHKa na KOHKPCTHOXO
(B>K. xoMKa 4.8).

Xojecraaa

ripH nauHenxH, ncKysaHH c Rocephin, ca CLOomasaHH cjiynaw na nanicpeaTHX c Bi3MO>Kna aortHHa
Kaxo exHonornMHa npHMnea (B>K. XOHKB 4.8). Elpn noBenexo nauHenxH ca najinue

4>aKXOpH sa xojiecxa3a H yraasaHe, Hanp. npeauiecxBaino jieneHHe, XOKKO 3a6o;iflBaHe H
xoxajiHO napeHxepajiao xpaHene. He MOWB aa ce IOKJIKRH oxiaiiOHBaiu IIJIH KO(J)aKxop Ha
c Rocephin

HMa cto6meHHH sa cjiynan na ne^ponnxHasa, KOHTO e oBpatHMa npn npeKpaxaBane na
(B>K, TOHKa 4.8). B CHMnxoMaxHHHH caynaH xps6sa aa ce HSBipuiH ynxpassyKOBo
YnoTpeoaTa npn nauHCHTH c anaMHesa 33 He(J)pojiHTHa3a HJIH c XMnepKajmnypna xpaSsa aa ce
o6\tHcaH ox JieKapK Bt3 ocHOBa na otienica Ha KOHKPCTHOTO ctoxnonieHHe noasa/'pncK.

4.5 BaamioaeHCTBHe c apyrn jieKapcxBCHH npoayicra H apyrH (^opMH Ha BianMoaeikruHe

KanuHH, HanpHMep paaTBopn na Ringer HJIH na Hartmann, He xpaGBa aa ce
H3noji3Bax sa pa3TBapsne na (jjJiaKOHHxe c Rocephin HJIH sa aoirtJiHHTejiHo paspetfaane Ha paaxBopen
c|)jiaKOH sa HHXpaBCH03Ho npujiTOKCHne, saiuoxo Mowe aa ce oSpasysa npeuHnnxax. npeunnHTauns
Ha ue4>xpnaKcoH -KOJIUHH Moxce aa ce nojiynH H Koraxo uec))xpHaKCOH ce CMCCH c pasxBopH,
ctatp^amH KaiiuHH B eana H ci>ma HHHH^ sa HHrpaBenosna HHc^ysHa. U,e4>xpHaKCOH HC xpfl6Ba aa ce
npHJiara CflHOBpeMeHHO C HHXpaBCH03HH paSXBOpH, Cta^p^KaiUH KajlUHH, BKJlK»HHTeJlHO HH(|iy3HH,
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, nanpHMep napeHxepaiiHo xpaHene npes Y-o6pa3CH TOT. BinpeKH xosa, npH
naUHCHTH, KOHTO He Ca HOBOpOflCHH, Ue4>TpHaKCOH H p33TBOpH, CT,aT>p)KamH KajIIWH, MOf3T fl3 CC

npHJiarar nocjieaoBaxejmo eflHH cjiefl apyr, axo HH<j>y3HOHHHre JIHHHH ce npoMHBaT flo6pe Meatfly
HH<|>y3HHTe etc cbBMCCTHMa TcvHOCT. In vitro npoyHBaHna c H3noji3BaHe na ruiasMa HE BtspacxHH H
HOBOpOaCHH OT KptB OT ITBIIHaTa BpTbB nOKa3B3T, MC npH HOBOpOflCHHTe HMa nOBHUI6H pHCK OT

Ha uetJnpHaKCOH-KajiUHH (B>K. TOHKH 4.2, 4.3, 4.4, 4.8 H 6.2).

EflHOBpeMCHHara ynoxpeoa c aHTHKoaryJiaHTH sa nepopajino npnjio«eHHe MOXC fla ysenHMH e(J)eicra
na aHTHBHtaMHH K H pHCKa OT KipBeHe. Hpenop^MBa ce necTO npocjieflHBaHe na MeamynapoaHOTO
HOpMaJlH3Hp3HO C-bOTHOUICHHe (INR), K3TO fl03HpOBK3Ta Ha JIBKapCTBOTO C CC^CKT Ha 3HTHBHTMHH K

ce KopHrapa CIOTBCTHO KEKTO no Bpeiwe, xaKa H cjiea jieneuHe c ue^TpnaKcoH (B». TO"JKa 4.8).

npoTHBopeHHBH aaHHH sa noteHUHariHO nosHiiieHHe Ha SiGpennaTa TOKCHHHOCT Ha
aMHHorjiHKOSHflHTe, KoraTO ce H3noJi3B3T c ue^anocnopHHH. B nofloGiiH cnyqaH TpnGsa CTPHKTHO aa
ce cnassa npenopi^HTejiHoro MOHHTOpHpane na HHBara Ha aMHaornHKosHUWTe (H G'b
(})yHKUH.Jl) B KJIHHHHHaxa npaKTHKa.

B efliio in vitro npoyMBane ca HaGjiroaaBaHH anTaroHHCTHHHH e(j}etcra npH KOM6HHauH« na
xjiopaM(J)eHHKou H ue^i'ipHaKcoH. KJJHHHHHOTO sHaneHne HarasH HaxoflKa He e HSBCCTHO.

Hniwa cboSmeHHH 33 BsaHMOfleficxBHe Meacay ue(J)TpnaKcoH H nepopajinn npoayicTH, ci>fli>p«amH
, HJIH BsaHMOfleRcTBHe Mcsmy HHtpaMycKyjien uecJiTpHaKCOH H npoflyiera,
(HHTpaBCHOSHH HJIH nepopajiHH).

nauneHTH, neKysaHH c uecjjTpnaKCOH, TCCTBT na Coombs MOJKC aa noxa^Ke
pesyjixaTH.

L],e(|)TpHaKcoH, noao6HO i-m apyrn aHTH6HOTHU,H, Mo>Ke aa flOBefle ao cj)ajiuiHBo
pesyjixaxH ox xecxoBe sa

na xoBa, HeeHSHMHHxe MexoaH sa onpeaejisHe na niioKcna B ypuHaxa Morax aa flaaax
(})ajiijJHBo nojioMCHxejiHH peayjiTara. Ilo xasH npuHHHa onpeaejiaHexo Ha HHBOXO Ha ni!OK03a B
ypHHaxa no BpeMe Ha Jie'ieHne c uec^xpHaKCOH Tpn6Ba fla ce HSBtpmaa c CHSHMHH

He e Ha6jiK>aaBaHO BjiomaBane na 6i>6peHHaTa ^YHKUHH cnea enHOspeMCHHO npHJiaraHe na BHCOKH
ao3H ue^xpnaKcoH H MOIUHH anypexHUH (nanp. f

EflHOBpeMCHHoxo npHJioJKCHHe na npo6eHem-m He peflyunpa e.uHMHHHpaHCTo na uet|)-ipHaKcoH.

4.6 C&epxHJiHTeT, 6peMenHocT H Ki>p>ieHe

EpeMenHocT

I|e4>TpHaKcOH npeMHHasa npes njiaueHrapnaTa 6apnepa. Hna orpaHHuenn flaHHH OT ynoxpeGaxa na
ue^'ipnaKcoH npn GpeMCHHH WBHH. ripovHEaHHaxa npH >KHBOTHH He noKassax npeKH HJIH HcnpeKH
BpeflHH et|)eKXH, cBipsaHH c eMopHOHajiHOTo/4)exajiHoxo, nepHHaxajiHOTO H nocraaxajiHOTo pasBHTH
(BJK. xoHKa 5.3). Ll,e4)TpHaKCOHTpH6Ba aa ce npanara no BpeMe na SpeMenHOcr H no-cneuHajmo B
ntpBHa TpHMecrtp Ha 6peMeHHOCTxa, caMO 3Ko noJisaTa npeBHuiaBa

H ce cKCKpeTHpa B Rtpinaxa B HHCKH KOHueHxpaunH, HO npn xepaneBTHHHH aosu na
uec})xpHaKCOH ne ce onaKaax e(|)eKTH npn K^PMCHH HOBopofleHH/KT.pMaHexa. BtnpeKH xoaa He M
fla Ce H3KJIK3HH pHCK OX flHapHH H PbGHMHa HHCJ)eKU,HH H3 JIHraBHUHTC. Bt3MO>KHOCTTa 33

ceH3HOHJiH3am«i Tpa6Ba aa ce HMa npeaBHfl. TpaSsa fla ce BSCMC peuieHHe aajiH aa ce npeycTaaoBH
KipMCHexo HJIH aa ce npeycxaHOBH/aa ne ce npHJioxn Tepannaxa c uecJixpnaKCOH, Kaxo ce B3e.MaT
npeaana nojnaxa OT KbpMeHexo sa aeTCTO H nojnaTa OT xepaniwxa sa /Kenaxa.
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Hiua CT>o6meHH}i sa cnynaH Ha npeuHnnrauHa B 6i6peiWTe, maBHO npn aeua naa 3-roaHUiHa
Btapacr, KOHXO ca jieKysaHH HJIH c BHCOKH OTCBHH ao3H (nanp. > 80 mg/kg/aeH), HJIH c o6mn
npeBHUiaBauw 10 rpaiwa, H npn KOHTO e HMEJIO apyra PHCKOBH 4>aicropH (nanp. orpaHMHCHHe Ha
xenHOcxHxe HJIH nocxejien poKHM). PHCKLT QT oopaayaaHe Ha npeuHnnxaxH e noBHUien rtpH
HMo6tUIH3HpaHH HJIH fleXHJJpaXHpaHH naUHeHTH. TOB3 Ct&HTHC MOtKQ /ja e CHMnrOMaTHMHO HJIH

, MO)Ke fla flOBefie flo 6i>6peHHa HeflociaTiHHOCT H aiiypiw H e o6paxHMO npn
na ue^xpnaKCOH (BHC. to^Ka 4.4).

Ha§jiK>,aaBaHa e npeuHnnxauHx Ha uecjnpHaKCon KajmHesa con B WJII'IHHH Mexyp, rnaBHO npn
nauHCHTH, jieKyBaHH c flO3H, KOHTO ca no-BHcoKH OT npenoptHHTejiHaxa cTaauapTHa aosa. Hpn aeua
npocneKTHBHH npovMsaHHa ca noKaaajin BapHa6iuiHa necToxa HE npeuHOHTauHa npn HHTpaseHOSHo
npnjio)KeHHe - Han 30% B HHKOH npoyHBaHHH. HecTorara H3rjie»cfla e no-HHCKa npn 6aaHa HHi|)y3HH
(20 - 30 MHHyTH). TOSH e(J)eKT o6nKHOBeHO e acHMnroMaTHMCH, HO B pe;iKH cJiynaH npeunnHTaxHTe
ca oHJiH npiwpyxceHH OT IOIHHHHHH CHMITTOMH Kaio 6oJiKa, ra^eHe H noBptmaee. B TCSH c/iynaH ce
npenoptHsa cHMirroMaTHMHo JieqeHHe. npeunnHTaunaia OOHKHOBCHO e oGpaxuMa npn
Ha ue^rpHaKcon (B». xoiKa 4.4).

C-bo6maBaHe na noaosupaHH HeacejiaHH
CioGmaBaHexo Ha noaoanpaHH HexenanH peaioiHH cjiea paapeiuaBane sa ynoxpe6a
npoayKT e Ba*:HO. Tosa nossojisBa fla npofli>JDKH Ha6nrofleHHero Ha cioxHOiueHHexo nojisa/pHCK sa
neKapcxBCHiw npoayKT. OT MCflHUHHCKHre cnenHajiHCTH ce usHCKBa aa ctoGwaBaT BCHKa
nojio3HpaHa Hewenana peaKunx npes HanHOHajina CHcreina sa CboSmaBaHe, noconeHa B

V.

4.9

IIpH npeaosHpane Morax ua BtsuHKitax CHMOXOMH Kaxo raflene, nospibiuaHe
Ha qe^TpnaKcon He Morax aa ce noHH.»caT iipes xewroflHajiHsa HJIH nepnxoHeaJiHa

a. Hsna cnemidpHHCH aHTKaox. HeneHHexo npn npeaosHpaHe ipHSBa aa e

S. OAPMAKOJIOrHHHH CBOHCTBA

5.1 4>apiviaKoaHHaMHHHif

rpyna: AnTH6aKrepHajiHH cpeflCTBa 33 CHCTCMHO npHJioKCHHe, xpeTa
ue<j)ajiocnopHHH, ATC KOZI: J01DD04

MeX3HH3TbM H3 jeHCTBHC

Ue<J3TpHaKcoH HHXHDHpa CHHTesa Ha 6aKxepHanHaTa K.aeTbHHa cxena cjiea npuKpensaHe KBM
neHHUHJinH-CBi>p3BaiuHTe npOTCHHH (PBP). Tosa npHHHHaBa nperbCBaHe Ha 6nocHHxesa na

cxena (nenTHflorjiHKaH). KOCTO BO/JH jio nnsHpane H CM^px Ha oaKTepnajiHaxa

PeSHCTeilTHOCT

pesHCTeHTHOcx KT.M ue(J)xpnaKCOH MOJKC aa ce fltiDKH na eauH HJIH noseMe ox
MeX3HH3MH:

ox 6exa naKiaMasH, BKJHOHHreJiHo 6eia JiaKxaMaan c pasuinpen cneKn.p (ESBL),
Kap6aneHCMa3H H Amp C CHSHMH, KOHTO Morax fla ce HHayuHpax HJIH na ce nepenpecnpax
cxa6HJiHO npn onpeae^CHH aepoOHH FpaM-oxpHuaTejiHH 6aKxepHajiHH
HaManen ac|)HHHTeT Ha neHHUHJisiH-CBtpsBamHxe npoxeHHH
HenponycKJiHBOCT Ha BtHmnaxa MeMSpana npn FpaM-oxpHuaxejiHH MHKpoopraHHSMH.
SaKxepnanHH e4»nyKCHH
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IIparoBHxe CXOHHOCXH 3a MHHHManHa nfrxw6HxopHa KOHueiixpauHH (MIC), ycxaHOBCHH ox
EsponeHCKaxa KOMHCIMsa xecxgaHe Ha aHXHMHKpo6na gyBCTBHreJiHocr (EUCAST), ca cneflHtrre:

"-

IlaToreH
Enterobacteriaceae
Staphylococcus spp.
Streptococcus spp.
fTpynn A, B, C H G)
Streptococcus pneumoniae
Streptococcus ox rpyna
Viridans
Haemophilus inflitenzae
Moraxella catarrhalis
Neisseria gonorrhoeae
Neisseria tneningitidis
HeCBt,p33H C BHJl

Tecr c paspeacaane
(MIC, mg/l)
lIyBCTBHT6JieH

< 1
a.

6.

< 0,5"

<0,5

<0,12"-
< 1
<0,12
<0,12Br

<l r

PeSHCTeHTCH

> 2
a.

6.

>2

>0,5

>0.12
> 2

J>0,12
>0,12
> 2

a. HyscxBHxejiHOCx, no^pasGnpama ce ox HyBCXBHxeiiHocxxa KI>M uetj)OKCHXHH.
6. 4yBcxBHxejiHOCx, noapasOiipama ce ox HyBcxBHxejiHOCxxa KIM neHnumiHH.
B. Msojiaxm'e c MIC Ha uecjrrpHaKCOH Haa nparosaxa CXOHHOCX sa uyBCXBHxejiHOCx ca peflKH H, BKO

ce oxKprax, xpa6sa aa 6vaax xecxsaHH noaxopHO, H, axo 6uaax noTBtpaeHH, xpaSsa aa ce
mnpaxHX Ha pe^epeiixaa naoopaxopHa.

r. FIparoBHxe CXOHHOCXH ce oxHacax sa flHCBHa HHXpaseHosHa 4033 ox 1 g x 1 H BHCOKB 3033 ox
M3JIKO 2 g X 1.

e4>HKacHOCT cpeury cneuH^HHHH naxoreHH

'-lecToxaxa na npHAoonxa peancxenxHOcx MOHCC aa aapupa reorpa(})CKH H BI>B speMexo aa
BHfloae H e xoejiaTejiHO HajiHHHe Ha noKajiHa HH(|)opMauHS sa pesHcxeHTHOciTa, oco6eHo npH jie
Ha XOKKH HHt^eKiiHH. flpn HeoGxoaHMOcx xpaOsa aa ce nox~bpcH eKcnepxeH ci>Bex, Koraxo

Ha pesucxcHXHocx e xaKasa, ne no/iesHocrra Ha ue(})xpHaKCOH npH none HHKOH
e nofl Bt>npoc.



aepo6n

Staphylococcus aureus (MeTHUHJiHH-syBCTBHrejiHH) £
Koaryjiaaa-HeraxHBHH CTacjwjioKOKH (MCTHUHJiHH-iyBCTBHTejiHH) £
Streptococcus pyogenes (Fpyna A)
Streptococcus agalactiae (Tpyna B)
Streptococcus pneumonias
Streptococcus ox rpyna Viridans

aepo6.H

Borrelia burgdorferi
Haemophilus influenzas
Haemophilus parainfluenzae
Moraxella catarrhalis)
Neisseria gonorrhoea
Neisseria meningitidis
Proteus mirabilis
Providencia spp
Treponema pallidum

BnaoBe, 3a KOHTO MOHCC Aa HMa npoSjieM c npnjo6iiTa pe3HCTCHTHOCT

aepo6n

Staphylococcus epidermidis*
Staphylococcus haemolyticiis*
Staphylococcus hominis"

aepo6H

Citrobacter freimdii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli%

Klebsiella pneumonias^
Klebsiella oxytoca%

Morganella morganii
Proteus vulgaris
Serratia marcescerts

Bacteroides spp.
Fusobacteriiim spp.
Peptostreptococcus spp.
Clostridium perfringens
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MtiKpoopramoMH c npHObma pesHCTeHTHocT

aepp6n

Enterococcus spp.
Listeria monocytogenes

rpaM-OTpHuaTe.iiHH ..agpofJH

Acinetobacter baumannii
Pseudomonas aeruginosa
Stenotrophomonas maltophilia

AHaepoS.H

Clostridium difficile

Chlamydia spp.
Chlamydophila spp.
Mycoplasma spp.
Legionella spp.
Ureaplasma urealyticuin

£ BCHMKH MeXHUHJHlH-peSHCXeHTHH CT3(J)HJIOKOKH Ca peSHCTCHTHH KTbM

Hecxoxa Ha peswcxcHXHocx >50% B Haft-MaJiKo CHHH pernoH
% ESBL-rrpoayuHpaiuHxe maMOBe ca BHHara pesucxeHTHii

5.2 cfrapMaKORttHeTiiHHH csoficTBa

A6cop6uHfl

C.iej HHTpaB6H03Ho 6ojiyc npujioHceHne na ue(J)TpHaKcoii 500 mg H 1 g, cpejiHHTe HHKOBH
HHBa Ha uecjrrpHaKcoH ca ctoTBetHO npnGjiHsmejiHO 120 H 200 mg/1. Ciiea HHTpaBeHOBna
na ue4>TpHaKCOH 500 mg, 1 g H 2 g, njrasMemiTe HHBa Ha ue(j)xpHaKCOH ca C-BOTBCTHO npn6nH3nrejiHO
80, 150 H 250mg/l. Cjiea HHTpaMycKyjiHO HH>KeKTHpaHe cpeaHHte HHKOBH ruiasMCHH HHBE na
uetJ3TpHaKcoH ca npH6jiH3HTenHO Hano.iOBHHa na HaGmoflaBaHHie cjiea HHTpaseHOSHO
Ha eKBHBaneHTHa aosa. MaKCHMajiHata njiasMena KOHuenrrpauHH cjiea ejiHHH^Ha aosa OT 1 g
HHTpaMycKyjiHO e OKOJIO 81 mg/'l H ce aoerara 2 - 3 Haca cjiea npH^o)KeHHe.
IlnoiuTa noA KpiiBaxa ruiasMCHa KOHUeHi-pamw-speMe cnea HHXpaMycKyjiHO npHJioaceHHe e

Ha xa3H cjiea imxpaBSHOSHO npHjio/Kenne na CKBHsajieHXHa

O6eMiT na paanpeaejieuHe HE ue^TpnaKcon e 7 - 12 1. KoHueHipaiiHH MHOFO
HHXH6HTOPHH KOHUCHTpauHH !ia nOBCHCTO npHJIOSKHMH naXOFCHH MOFHT 33 CC OTKptlHT B

BKJHOHHTCJ1HO 6eJIHTC flpo60BC, CT,pUeTO, HOllHHHTe ITbTHma/HepHHH flpo6, CJIHBHUHTC, CpeltHOTO yXO

H HOCHaxa jiHi-aBHua, KOCTHTC H B uepeGpocnsiHajiHaTa, ruieBpajiHaxa, npoctaxHaxa H cnHOBiiajmaxa
TCHHOCT. Ilpn MHoroKpaxHO npiiJioHceHHe ce Ha6.riK)flaBa 8 - 1 5 % noBiiuieHHe Ha cpeaHaxa HHKOBa
ruiasMCHa KOHuenTpauiw (C,MX); cxauHOHapno CT>cxoaHHe ce aocxiira B noaeieTO cjr,fHaH B paMKiixe
Ha 48 - 72 naca a 3aBHCHMocx OT nvm na npanaraHe.

e KOH Kge rn H it

U,ec})xpHaKCOH npomiKaa B MenHi-irnxe, ripoHUKBanexo e Haii-rojwMo, Koraxo MeHHHFHxe ca
BwnajieHH. CpeaHH OHKOBH KOHnenxpauHH na ue{J)TpnaKCOH B jiHKBOpa npH naimeHXH c
oajcxepHaJTcn MCHHHFHX ce cto6maBax CT.C CXOHHOCXH ao 25 % ox rmaaMeiiHxe HHBa B cpasneHHe c
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2 % ox ruiasMeHHxe HHsa npn naiweHTH c HCBianajieHH MCHHHTH. HHKOBH KOHuempauHH Ha
uecfrrpHaKcoH B uepeopocraiHajiHaxa XBHHOCX ce aocxurax npn6jiH3nrejiHO 4-6 naca cjien,
HHTpaBCHO3HO HHxccKTHpaHe. LJecjnpHaKCOH npeMHHasa ruiauenrrapHaTa 6apnepa H ce eKCKpexiipa B

B HHCKH KOHHCHTpaUHII (fi)K. TOHK3 4.6).

CewsaaHe c npomeuHU

IJecjxrpHaKCOH ce cctpsaa o6paxH\io c aji6yM*raa. CB-bpssaHexo c njmsMeHuxe npoxeHHH e OKOJIO
95 % npH KOHueHxpamiH a luiaaMaxa noa 100 mg/1. Cs^pSBanexo e HacHinaeMO H CBtpsanaxa nacx

noBHiuaflaHe na KOHuenxpauHJtxa (ao 85 % npn KOHuemrpamm B rataaMaxa 300 mg/1).

EnoxpaHC(j)opMaunH

H He nperi>priHBa CHCTCMCH MexaooJiHai.M, a ce npesp'tiua B HeaKXHBHH Mexaoojiimi OT

EjiHMHHHpane

minpT>HC Ha o6miia ue^'ipnaKCOH (cBtpsaH H HecatpsaH) e 10-22 ml/min.
e 5 - 12 ml/min. 50 - 60 % ox ue<j)TpHaKCOH ce eKcjcpeiHpa HenpoMeneH B ypHHaxa, OCHOBHO

rjioMepyjiHa cj>iinTpamw, aoKaxo 40 - 50 % ce CKCKpeTHpax HenpOMeneHH B aaitHKaxa.
nojiyxcHBOT Ha o6iuH« ue^xpHaKCOH npn B-bspacTHH e OKOJIO 8 naca.

HO unit vepHodpooHO vepeoxdane

ripn nauHCHTH c &b6pe<ma HJIH HepHoapoSna flHc4>yHKmw (JiapMaKOKHHexHKaTa na uecjJTpnaKcoH ce
npOMCHa MHHHMaJlHO c neKO yatjijKaBaHe na nojry«CHBOxa (no-MajiKo OT flBVKpaxHo), aopn npn

c xex<ico napymena 6'b6peMHa (

CpaBHHxejiHO wajiKOTO YflTjjixaBaHe na nojry>KHBoxa opn 6t6peHno yBpe>KaaHe ce
KOMnencaxopHo noBHiiieHHe na He6i>6peHHHH KJIHP^HC, no.TyiaBamo ce B pesynxax na
na CBtpsBaHexo c npOTCHiraxe H ctoxBexno ysejiHMeHHe na jje6ib6peHiiHfl KJiaptHC Ha

IlpH nauHCHTH c qepHoapo6HO VBpe»maHe e.iHMHHauunoHHHHT nojiyHCHBor Ha qe(|)TpnaKCOH He ce
BCneacxBHe na KOMCHcaxopHO >'BejinHeHne na 6i>6peHHH« KJIHPT.HC. Tosa ce ai>ns<H u na

Ha CBo6oflHaxa 4)paKUHH na ueejJ'ipnaKcoH B rmasMaxa, Koexo aonpHHacH sa
Ha6jiK)flaBaHOTO napanoKcajino ysenHHeHne Ha o6miw JieKapcxBCH tciHptHC, c yBejiHHeHPie na o6eivia
na pa3npeae/ieHHe napajiemio na xosa Ha oOmna KrrapibHC.

Xopa e cmapyecKa svipacm

ripn xopa B cxapiecsca Biapacx eaa 75 roflHHH cpeanHj?x ejiHMHHaiwoHeH nojiy>KHBOx o6HKHOBCHO e
flsa so xpH m>™ no-rojiHM ox TOSH npH MiiaflH BKJpactHH nauHenxH.

FJeduampmHa nonvnamai

riojiy5KHBoi-bx Ha ue(})xpnaKcoH e yatJiJKCH npn HOBopoaeHH. Ox pa>KaaHexo JK> 14-flHCBHa Btspacx
HHBaxa na CBoGoaen ue^xpHaKcon Morax aa ce noBHiiiax aorrbJiHirreJiHO ox 4>aicropn naxo
HaMajienaxa rjioMepyjiHa (Jimrrpaiuw H npoMeHenoxo CBipssaHC c upoxeHHHxe. B nepnoaa Ha
jjeTCTBOTO nO^VHCHBOTbT 6 OO-HHCtK OT TO3H npH HOBOpOfleHH HJIH [lpn B"b3paCTHH.

ITjiaaMeHHirr KJiHp-biic H o6eMT>x na paanpeaejieHHe na OOUIHSI ue^tpHaKCOH ca HO-BHCOKH npw
HOBOpoaeHH, KBpwaMeTa H aeua, OTKOJIKOXO np«
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JlHHeHHOCT/HejIHHeHHOCT

Ha ue4>TpHaKcoH e HemiHeHna H BCHHKH OCHOBHH (J)apMaKOKHHeTHltHH
, c HSKJBoneHHe Ha ejiHMHHauHOHHiw ncwiyxcHBOT, ca aoaosaBHCHMH, HKO ce 6a3Hpax Ha

o6maia JieKapcxseHa KOHuempamiH, ncmmuaBaHKM ce no-cjia6o OT nponopuHonajiHo c aoaaxa.
ce HBJDKH Ha caxypauHfl Ha cBipssaeeTO c rumsMeHHre npoTCHHH H saTOBa ce

sa o6iunfl njiasMCH uecfxrpHaKCOH, a He sa CBOOOflHiw (HecBtpaae)

Kaicro npn flpyra 6exa nairraMH, nn/ieKCf.T 4)apMaKOKHHeTHKa-4)apMaKOHHHaMHKa, noKasBaiu Haft-
no6paxa Kopenauiw c in vivo ecfjuKacHOcrra, e npoueHTbT OT rorrepBajia Ha flO3HpaHe, B KOHTO
KOHuempaumtTa na HecBipsano JicKapcrBO ocxaBa nan MHHHMajiHaTa nHXn6m:opHa KOHueHTpauna
(MIC) Ha ue<i>TpHaKcoH 3a OTflCJiHHTe rapreiHH Bnaoae (i.e. %T > MIC).

5.3 npeAK-iHHHHHH aaniin aa SesonacHocr

Hwa aaHHH OT npoyHaaHUH npn /KHBOTHH, ne BHCOKH BOSH na u.e4)TpHaKCOH KanioieBa con BOHHT 40
oGpasyBane Ha KOHKpeMCHTH H npeumiHTaTH B KjrbHHRH Mexyp na fcynexa H M3HMYHH, KOCTO ce e
oKasano oopaxHMo. ripoyireaHH^Ta npn HCHBOTHH HC ca aajiH aaHHH sa penpoaj'KTHBHa TOKCIWHOCT H
rCHOTOKCHHHOCT. npOVHBaHHfl 33 KapUHHOrCHHOCT Ha UC(|>TpHaKCOH HC Ca

6.

6.1 CHHCI.K Ha noMoiUHiire aemecTBa

[Ra ce nombJiHH cirjiacHO HaunonanHHTe

6.2 HeCT>BMCCTHMOCTH

Bi3 ocuoBa Ha aaHHH OT JinrrepaT>'paTa uecjjnpnaKCOH ne e CT.BMCCTHM c a.McaicpHH,
4>JiyKOHa3on H

, cTiirbpwatuH uei|)"ipnaKcoH, ne Tpa6Ba fla ce CMCCBBT HUH aa ce npHDaBHT KT>M
a, c HSKJiroHCHne na noconeHHTe B TOHKa 6.6. FIo-cneiuiajiHO sa pa3TBapaHC Ha cjwaKOHprre c

uetJ)TpHaKCOH HJIH 3a flonwiHHTejiHO paspeHcaaHe Ha pasTBOpen cfwiaKOH 33 HHTpaBCHosHo
npHJioaceHHe He Tpa6sa aa ce H3noji3EaT paspeaHienH, cbflipxcamH KEJIUHH (nanp. pasTBop Ha Ringer
H Ha Hartmann), samoio Nioxce aa ce oopasysa npeunnnT3T. Ueij)TpHaKCOH ne xpa6Ba fla ce CMecaa
H^H aa ce npHiiara eaHOBpeMCHHo c pasTBOpn, ctflipacamH KanuHfi, BicnroHHTejiHo paaraopH 3a

iiapeHTepajiHO xpanene (BHC. TOHKB 4.2, 4.3, 4.4 H 4.8).

[fla ce noniJiHH ci>niacHO HaunoHajiHHTe

6.3 CpoK Ha rojjHOCT

[fla ce nonrwiHH CT>r:iacH

6.4 CnemiajiiiH VCJTOBHH na

[fl,a ce norn>jiHH ciniacH

6.5 Bun H ci>,ibp>KaHne na onaKOBKara

[ fla ce norrbjiHH cirnacno HauHouarmnTe H3HCKBannfl]
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6.6 CneunajiHii npe^nasHH MepRH npn HsxstpJiHHe H paGora

KoHueHtpauHH 3a HHTpaBeHosHa HH/KeKmw: 100 mg/ml,
KoHiKHTpauHH 3a HHTpaBcuosHa HH<j)y3Hfl: 50 mg/ml
(3a florrbjiHHTejiHa nHc|>opMaiinfl MOJM, Hanpaaere cnpasKa B TOHKa 4.2).

[fla ce nonBJiHH ctrjiacHo HaunoHajiHHre H3HCKBaHH«]

7. IlPHTEaCATEJI HA PA3PEUIEHHETO 3A YIIOTPEEA

[Bx. ripRno«eHne I - J$a. ce noni>JiHH c-braacHO HaunoHajiHtrre H3HCKBaHH»]

8. HOMEP(A) HA PA3PE1UEHHETO 3A YIIOTPEEA

f fla ce noiTbJiHH ciraacHO HaunoHajiHHre

9. 4ATA HA m>PBO PA3PEIJUABAHE/nOflHOBHBAHE HA PA3PEUIEHHETO 3A
VnOTPEBA

[fla ce non-fa^HH cbrnacao HauHOHajiHffre

10. flATA HA AKTYAJIHSHPAHE HA TEKCTA

[fla ce norrwiHH ctraacHO HaunonajiHUTe
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BT>PXY OOAKOBKATA



f MHHH, KOVfTol7?!!̂ ^

onaKOBita

. tMEHA JIEKAPCTBEHHH nPOJIVKT

Rocephin H CBtpsaHH HMeHa (BHC. UpmioHeHHe I) 2 g npax sa HmfcysHOHCH paarsop
Rocephin H CBtpsaHH HMeHa (B*. ripHJiosceHHe I) 2 g npax sa HHaceKunoHCH HJIH
pa3TBOp
Rocephin H CBtpsanH HMeHa (BX<. ripHJio/Kenne I) 1 g npax sa HHWCKUHOHCH HJTH HH^VSWOHCH
pasTBOp
Rocephin H cBtpaami HMCHE (B>K. tlpmioxceHHe I) 1 g npax H pa3TBOpHTeji 33 HHHceKiwoHeH paaiBop
Rocephin H cstpsaHH HMena (BHC. HpHnoweHHe I) SOOmg npax H paaiBopHren 3a HHMceKUHOHCH
pasiBop
Rocephin H CBi>p3aHH HMeHa (B>K. npi-uiOKCHHe I) 250mg npax H pasTBOpirreJi sa HH>KeKUHOHeH
paaiBOp
Rocephin H cstpsaHH HMena (B>K. FIpHJiOHceHne I) 250mg npax sa HH-JKCKUHOHCH
[B«. ITpiuio)i<eHHe I - JJa ce nom>JiHH c^niacno HaunonajiHUTe H3HCKBaHna]

(K3TO UCCJ)TpHaKCOH

2. OBHBHBAHE HA AKTHBHOTO(HTE) BEIUECTBO(A)

[fla ce nonbJiHH c^raacno HauaoHanHHie

3. COHCT>K HA nOMOIUHHTE BEIJU,ECTBA

ce nom>JiHH ctraacHO aauHOHajiHHTe

4. JIEKAPCTBEHA OOPMA H KOJ1HHECTBO B EflHA OOAKOBKA

ce norrwiHH ci>rJiacHO

5. HAMHH HA HPHJIATAHE H nbT(HUJ[A) HA

He CMecBafiie c pasrsopH, KOHTO ciatpHcax KanuHH, BKJiioHHTenHO pasxsop Ha Hartmann, na Ringer
H 3a TOTauHO napeHxepajiHo xpaHene.

npeflH yno'qDe6a nponeieTe

2 g npax 3a HH^VSHOHCH pa3TBOp
HHTpaB6H03HO n

250 rng, 500 mg, 1 g npax H pa3TBopnreji sa HH^CKUHOHCH pasTBop
250 mg npax 3a HiDKCKUHOneH pasisop
1 g npax 33 HHvKCKI^HOHeH HJ1VI HH(})y3HOHeH pa3TBOp

2 g npax 33 HMXCCKUHOHeH HJIH HH$y3HOH6H pa3TBOp

HHTpaBCH03HO HJIH HHTpaMyCKyjIHO
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6. CIIEIHlAJfflO nPEflyiLPEHCflEHHE, HE JIEKAPCTBEHUHT nPO^YKT TPflEBA
HA CE C"bXPAHflBA HA MflCTO flAJIEHE OT tlOrjIEflA H flOCEFA HA

/la ce cixpanmsa na MJICTO, HeflocTtnHO 3a

7. flpyra cnEHHAJfflH OPEjynpEac/iEHHH, AKO E HEQEXO.HHMO

8. JIATA HA H3THHAHE HA CPOKA HA FOflHOCT

ce nonwiHH ciraacHo HauHOHaJlHHTe H3HCKBaHH»]

9. CHEIIHAJIHH VCJIOBHH HA C1.XPAHEHHE

Jla ce nom>JiHH cirnacHo HauHOHaJlHHTe H3HCKBanra

10. COEUHAJfflH HPEAHA3HH MEPKH HPH H3XBl,PJIflHE HA HEH3HOJI3BAHA
HACT OT JIEKAPCTBEHHTE HPOflyKTH HJIM OTHAa^HHH MATEPHAJTH OT TflX,
AKO CE H3HCKBAT TAKHBA

11. HME H AJ1PEC HA nPHTE^KATEJW HA PA3PEI1IEHHETO 3A ynOTPEBA

. ce norrbjiHH ciraacHo HauHOHaJlHHTe

[TJ. HOMEP(A) HATA3PEHJEHHETO 3A VnOTPEEA

ce nom>JiHH ctrnacno HauHOHaJlHHTe H3HCKBanna]

13. HAPTH/IEH HOMEP

[/la ce nontuHH cirnacHO HauHOHaJlHHTe

14. HAHHH HA OTnYCKAHE

[/la ce norrb^HH ctrnacHO HamioHanHHre n3ncKB3HHfl]

15. y KA3 AHHfl 3 A yHOTPEBA

[Jj[a ce norrbJIHH ctrjiacHO HaunOHajiHUTe

16. HH<DOPMAU,HH HA BPAHJ1OBA ASBYICA

[/la ce nom>JiHH ctrjiacno HauHOHaJlHHTe H3HCKBaHHH
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MHHHMYM HAHHH, KOHTO TPHBBA £A CtAWHCAT MAJIKHTE
m>PBHMHH OHAKOBKH

<J>JiaKOH

1. HME HA JIEKAPCTBEHHfl HPO^YKT H IIT>T(HmA) HA BT»BE5iQHAHE

Rocephin H CB-bpsaHH HMena (BHC. IlpujiojKeHHe I) 2 g npax 3a HH^ysHOHeH pasxsop
Rocephin H CBT>psaHH HMena (B>K. I"IpHJio>KeHne I) 2 g npax 3a HH*:eKnnoHeH HJIH HH<J>y3HOHeH

Rocephin H caipsaHH HMena (BXC. JlpKnoxceHHe I) 1 g npax 3a HHweKUHoneH H^H HH4)>'3HOHeH

Rocephin H csipsaHH HMena (BJK. npanojKCHHe I) 1 g npax H pasTBopureJi 33 HH>KeKUHOHeH pastBop
Rocephin H CBi>p3aHn HMena (BJK. IIpHjioJKeHHe I) SOOmg npax H pastBOpHieji sa
pa3TBOp
Rocephin H CBipaami iiMena (B>K, npwioMceHHe I) 250mg npax H pasTBOpHieji 33

Rocephin H caipaaHH HMena (BJK. npHJioaceHne 1) 250mg npax aa HHaceKUHOHCH pa3TBOp
[B*. npnno3KeHHe I - Zla ce nom>JiHH ctrnacno naunoHajiHHTe

ue4>xpHaKcoH (KBTO uet^xpwaKcoH

Ilvr Ha BiBeacflaHe: [Ha ce norrwiHH cir^acHO HauHOHaJlHHXe

2. HAMHH HA nPHJlAFAHE

He ce CMecaa c paarBopn, KOHTO

3. flATA HA H3THHAHE HA CPOKA HA TOflHOCT

ce

4. OAPTHHEH HOMEP

[fla ce non-bJiHsi cirnacno HaunoHajiHHxe

5. CT>fl1>PaCAHHE KATO MACA, OEEM HJIH EflHHHUH

[fla ce nom>JiHH c^rnacHO HauHOHajiHHTe H3HCKBaHH«]

6.
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JIHCTOBKA
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a: mi4>opMaunH sa nauneH ra

H cBtpsaHH HMeiia (B5K. UpHJioMceHiie I) 2 g npax sa nn(J>y3iioneii pasrBOp
Rocephin H CBi>psanH iiMeiia (B>K. HpHJio<KeHHe I) 2 g powder for solution for infusionPoueif'i"
H cBtpsaHH HMena (BSK. ITpmio^KeHne I) 2 g npax 33 nn/KeKunoneH HJIH HH<t>y3iioHeH pasTBOp
Rocephin H CBipsaHH HMeita (BJK. IIpHjioJKeHHe I) 2 g powder for solution for injection or
infusion

PcmecJntH H cni,p3ann iiMeiia (BVK. Hpicio/KeHHe I) 1 g npax 3a nHVKeKuiionen HJIH iiH(|>y JHOHCH
pa3Tsop

Rocephin H cBtpsann HMCHE (B«. npH.aoMceHHe I) 1 g powder for solution for injection or
infusion

P0ue<|>HH H CBi.p3ann HMena (B/K. IlpHJio-/KeHne I) 1 g npax H pasTBopureji sa iitmeKUiioHeH
pasTBop

Rocephin H CBtpsann HMeua (BJK. IlpHjioMceHHe I) 1 g powder and solvent for solution for
injection

Pouecj>HH u CBtpsaHH HMcna (B>K. IIpHjioiKeHHe I) SOOmg npax H pasTBOpHreji sa nn-/KeKunonen

Rocephin H cstpsaHH HMena (B». npHjiojKenne I) 500 mg powder and solvent for solution for
injection

PouecfiHH H cBt-psami HMCHB (B>K. Ilpn.no/Kenne I) 250mg npax u pasTBOpwreji sa nn'<KeKunoiten
pasTBOp

Rocephin H CBBpsaHH HMena (B/K. npiiJio%eHiie I) 250 mg powder and solvent for solution for
injection

Poue<|>HH H cBi>pjaHii HMCHa (B>K. IIpHjioMceHHe I) 250mg npax sa HH/KeKmioHen pasraop
Rocephin H cstpsaHH HMeua (sac. ripiino-yKeHne I) 250 mg powder for solution for injection

Ue<|)TpnaKCOH (Ceftriaxone) (KSTQ uecJ)TpHaKCOH

npoMerere BUHMarejino ua^ara jiiicroBKa, npejjii aa sanoHHere ,ia npiieMare roaa jieKapcrao,
Tbfi Karo TH cijabpaca BavKiia sa Bac HH<t>opMaunsi.
• Sanaaexe xa3H JIHCTOBIO. Moxce aa ce HOJIOJKH aa x npoMexexe OTHOBO.
• AKO HMaxe iiaKaicBH florrtHHurenHH Bi>npocH, nonmaHTe Batumi jieKap, (fjapMauesx IUIH

Tosa jieicapCTBO e npeanHcaHo JIHHHO Ha Bac. He ro npeoTCThnsaHTe Ha flpyra xopa. To
na HM naepeflH, nesaBHCHMo HC npusHauHTe na xaxHoxo 3a6ojiHBane ca c-biaHxe KHTO BaaiHre.
AKO nojryHHxe HHK3KBH HOKeJiaHH JieKapcTBCHH peaKUHH, yBeflOMexe BauiHH neKap,
4>apMaiieBx MJIH MeflHUHHCKa cecxpa. Tosa BKJiioMBa H BCHHKH BT>3M<mHii HeacenaHH peaKUHH,
HCOnHCaHH B Xa3H J1HCXOBK3. BHvKXe XOl!K3 4.

KaKBo
1. KaKBo npeacxaBJiHaa Poue(j>HH u sa Karao ce
2. KaKBo xpa6Ba aa aeaexe, npean aa BH Siae npiuiaraa Poue(j)HH
3. KaK ce npnnara PouecfiHH
4. Bl>3MO5KHH HOKCJiaHH peaKUHH

5. KaK aa cixpaajiBaxe Pouec|)HH
6. CinbpHcaHHe na onaKOBKaxa H aonibJiHHxejiHa

1. KaKBo npefleraBJiJiBa Ponet(>HH u sa KaKBo ce

Pouet{>nH e aHTn6noTHK, KOHTO ce aasa aa Btspacxmi H fleua (BKJiK«HxejiHO HOBOpoaeHH 6e6exa).
Toft aeftcxsa Kaxo yGnsa 6aKxepnnre, npitMHHHBamn HH^CKUHH. Toft npnHaaae»n KBM rpyna
neKapcxBa, HapeneHH ue^ajiocnopmiH.



PouecfjHH ce HsnojisBa sa JieneHne na HHfJ)eKU,HH Ha
• M03T>Ka (MCKHHrUT)

apo6oBe
yxo

• KopeMa H KopeMHara CTena (nepHTOHirr).
• HHKOHHHTe ITbTHLUa H 6T>6peUHTe

• KOCTHTC H CTaBHTC

HJIH MCKHTC TbKEHH

• ctpuero.

Ton Moace aa ce aasa:
• 33 jieieHHe na HHKOH HH^CKUHH, npeaasaHH no FIOJIOB m>T (ronopea H CH<J>HJIHC).
• sa jieneHHe Ha naiineHTH c HHCBK Spofl 6enH KPT>BHH KJICTKH (neyrponeHRa), KOHTO HM3T

noBHiiiena TeMnepaTypa scjieacTBHe na 6aKTepnajiHa HH^CKUHH.
• sa jieMCHiie Ha rpoflHH HHC^CKUHH npH B-bspacTHH c xpoHHHBH 6poHXHT.
• sa jieieHHe ea naftMCKa SOJICCT (npniiHHeHa OT yxansaHe OT tcbpjie*) npn BtspacTHH

BKJHOHHTeJlHO HOBOpOflCHH 6e6eTa OT 15-aH6BHa Bl>3paCT.

• sa npeanaasaHe OT HH^eKiWH no speMe na xnpypn«Ha onepaiwa.

2. KHKBO TpaSaa aa saaere, npean aa BH 6t,ae npmiaraH

He Tp«6Ba aa BH 6vie npHJiaran Poqc(j)HH, aKo:
• CTe ajiepn-iHHH KT>M uecj)TpHaKcoH HJIH KT>M H^KOS OT ocTaHajinre cicTaBKH na roaa jieKapcTso

(HsSpOCHH B TOHKa 6).

• CTC HMajiH npoasa na BHesanno Bi>3HHKBama HJIH Tea<Ka ajieprnHHa peaKUHji KBM
HJIH nOaoSlIH aHTH6HOTHUH (K3TO U£(|)aJIOCnOpHHH, Kap6aneHCMH HJIH MOHo6aKT3MH).

CHMirroMHre BKjnoHBaT BHesanno noaysaHe na rtpjioTO HJIH JIHUCTO, KOCTO MTOKB aa
aHuiaHCTO HJIH nperji-biuaHCTO, BHesanno noaysaHe na ptueTC, KpaxaTa H rjieseHHTe, KBKTO H
TC5KbK oSpHB, KOHTO CC pa3BHB8 6lp30.

• CTC ajiepniHHH KT.M JiHaoKann, a rpaGBa aa BH ce npunara PouetjMiH noa (j)opMaxa Ha
HHKCKIUW.

Poue4>Hii ne rpaSBa aa ce npH.iara npw 6e6era, aKo:
• 6e6ero e HeaoHoceno.
• 6e6eTo e HOBOpoaeno (ao 28-aHeBHa Bi>3pacT) H HMa onpeaejienn npoGjieMH c Kp-bBTa

>KijiTeHnua (nojKtjiTHBaHe na KowaTa nan na 6)uiaTa imcT na OHHTC) HJIH BBHOSHO TpsGsa aa
My ce npmiara npoayKT, KOHTO ciaipxca

npeaynpe>KaeHHH H npeanasmi M
FoBopexe c BaujHH JieKap, 4)apMaueBT HJIH Meam.iHHCKa cecxpa, npean aa BH 6iae npnnaraH
PonecJiHH, aKo:
• nacKOpo CTB npneMajiH HJIH me npHCMaTe npoayKTH, KOHTO ctatpacaT KaauHH.
• HacKopo CTC HMOJIH awapM cJiea JienCHHe c aHTH6noTHK. HiviajiH CTC npo6aeMH c nepaaTa, no-

cneuHanHO KOJIHT (B-bsnajieHne na aeSejioTO Hepao).
• iiMare Mepnoapo6HH HJIH GijGpeMHH npoGjieMH.
• HMET6 KENTbHH B KJTbHKaTa HJIH B 6t6peUHT6.

• iiMare apyrn saSonaBaHRsi, HanpHwep xeMOjiHTHHHa aneMHH (noHHwenne na HepseHHTe
Kpi>BHH KJICTKH, KOCTO MO)Ke aa Hanpasn Ko»aTa BH 6jieao>KtJiTa H aa IIPHHHHH cjiaSocT
HeaocTur Ha Btsayx).

• CTC na aneTa c HaMaaen npne.M Ha
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AKO rpHGaa aa BH ce HanptiBH inc.neaBaHc Ha Kpte HJIH ypitna
AKO BH ce npHJiara Poue(j)HH npojbJiacnrejiHO Bpeme, Moace aa ce Hajio/KH aa npaBmre peaoBHH
Kpi>BHH H3CneaBaHH». Pou,e{|>HH Mo»e fla noBJiHfle Bi.pxy pesyjjTaTHTC OT HscjieaBane Ha saxap B
ypHHata H Bipxy pesyjrraTHTe OT KPT.BHO rocjieaBane, HSBCCTHO Karo TCCT Ha KyiwSc. AKO BH ce

aa nnuero, KOCTO BSCMB npoSara, HC ce jiexyBaTe c Poue(j)HH.

fleua
FoBopeTe c BaiiiHK ucKap, 4>apMaaeBT HJIH MefliiunHCKa cecxpa, npenH na aerero BH aa
npiuiaraH PouecjiHH, BKO:
• TO HacKopo e nonynaBajio HJIH me noJiynaBa BCHOSHO npoayKT, KOHTO ciatpaca

yrn jieKapcTBa H Poueij)HH
HH(})opMHpaHTe BauiHfl Jiexap HJIH (j)apMaueBT, BKO npHCMate, nacKopo ere npHCMajin HJIH e
Bi>3MO)KHo aa npHCMere apyrn JieKapcTBa.
Ilo-cneiiHajiHO, Ka^exe Ha BaiiiHfl Jiesap HJIH cfiapMaueBT, aKo npHCMate HSIKOC OT caeaHHTe

• BHfl aHTHOHOTHK, HapCHCH aMHHOFJIHKOSHa.

• aHTH6HOTHK. Hape^CH XJIOpaMCfjeHHKOJI (H3nOJI3BaH 33 JieneHHe Ha HH(f>eKUHH, OCO6eHO Ha

OHHTC).

EpeMeimocT, KipMeue n <j>epTHJiHTeT
AKO cTe opeMCHHa HJIH lapMHie, cMHTaxe, He MOKe aa CTC 6pewieHHa HJIH ruiaHHpaTe GPCMCHHOCT,

ce c Barnmi Jienap npean ynoxpe6aTa na TOBa

JleKapHT me npeueHH nojiaaxa OT JieneHHeTo BH c Poue<JwH cnparwo pucKa sa BameTO 6e6e.

IlIo({)iipaHe H paSora c M
Poue(j)HH MO>Ke aa npniHHH aaMaxHOCT. AKO ce nyBCTBaTe saMaaHH, He wofyiipawK H He
H3nOJ13B3HTe HHCTpyMBHTH HJIH M3UIHHH. I'OBOpeTe C BaUIHS .ICKap, aKO HM3TC T3KHB3 CHMITTOMH.

3. KaK ce npHJiara

Pouec{)HH oGHKHOBCHo ce npujiara OT jieicap HJIH MeanmiHCKa cecrpa. Ton MO>Ke aa ce
KaOKOBO (HHTpaB6H03Ha HH(j)y3HJl) HJIH K3TO HH5KCKUHa aHpeKTHO B^bB BCHE HJIH B MyCKyjl. POUCCJ)HH

ce npHroTBH OT JieKapa, 4>apMaueBTa HJIH MeaHiWHCKata cecrpa H HHMa aa ce CMCCBB HJIH aa BH ce
npHJiara eanoBpeMeHHO c HH5KCKUHH,

BauiHHT jienap me onpeaeJin TOHnaTa aosa POUC^HH sa Bac. flosaTa me saBHCH OT TexcecTra H Tuna
na HH<})eKUHHTa; aaJiH CTC Ha iwKaKBH apyra anTHGnoTHUH; OT TCFJIOTO H Bispacrra BH; OT TOBa KaK
4>yHKiiHOHHpaT 6t6peuHre H qepniM BH apoo. BpoHT aHH Him ceaMHUH, B KOHTO BH ce npnaara
PoiJie4)HH, 33BHCH OT TOB3 KaKlB BHa HH(|>eKUWS HM3TC.

, xopa B crapsecKa Btspacx H aeua na Biapacr 12 H nouc-ie roannn, c TCJICCHO rer.io
no-rojiHMo HJIH paBHO na 50 KHJiorpaivia (kg):
• 1 BO 2 g BCaHt>K aHCBHO B 33BHCHMOCT OT TOKCCTTa H BHaa H3 HH^eKmtaTa. AKO HMaTC TCHCKa

HH<})eKUHH, BamiuiT jieKap me BH aasa no-BHCOKa aosa (ao 4 g Beam>>K aneBHo). AKO
BH aosa e no-BHCOKa OT 2 g, MOKC aa BH ce npmio/KH KaTO eaua aosa BeflHi>>K anesHo HJIH
K3TO aBC OTaeJIHH 303H,
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HoBopoaeHH, KipiviaHeTa H aeua Ha atspacr or 15 AHH ao 12 roaiinn c re/iecno rerjio noa
50kg:
• 50-80 mg PouecjmH na BCCKH KHJiorpaM xenecno Terjio Ha aexexo Beam,*; aneBHO B

33BHCHMOCT OT TCHCeCTTa H BHUE HE HH<}>eKU,H«Ta. AKO HM3TC TOKK3 HH(J>eKUH», BaUIHHT JieKap

me BH aaae no-BHcoKa aosa no 100 mg Ha BCCKH tuiriorpaM XCJICCHO xerao ao MaKCHMyM 4 g
BeaHTiK aneBHO. AKO flHCBHaTa BH aosa e no-BHCOKa OT 2 g, MOKC aa BH ce npanojKH Karo

aoaa Beam.:* flHCBHO HJIH KBTO HBC OTJICJIHH HOSH,
c TejiecHO xerao 50 kg HJIH noBene xpaGsa aa noJiynaBai oGiiMafiHaxa aosa sa

HoBopoaeHH 6e6eTa (0-14 ami)
• 20-50mg Poue(})HH Ha BceKH KHJtorpaM TCJICCHO xerno Ha aexexo BCflHiac BHCBHO

ox xesKecrra H BHjja Ha HH^etcHHflxa.
• MaKCHMajTHaTa flHCBHa aosa He TpaGaa aa e Haa 50 rng na BCCKH mnorpaM TCJICCHO Terno Ha

6e6eTO.

Xopa c qepHoapo6HH H
MOHCC aa BH ce aasa pasnHHHa aosa OT o6HHaHnaxa. BauiHax jieKap me peuiH OT K3KBO KOJIHMCCTBO
PonecJDHH me HMHTB ny^aa H me BH cnean ox6jiH3o cnopea TOKecxxa na nepnoapoOHOTO H 6i>6peHHo
3a6oJiHBane.

AKO BH Gtae iipn.iOyKeii none'ie OT Heo6xoanMara aosa Poue<j>iin
AKO c/iyqafiHo nojrj'HHTe noBeie ox npeaniicaHaxa BH aosa, Beaeara ce CBipacexe c BauiHii

AKO ere nponycnajin aa H3noJi3Bare Pouet])nn
AKO cxe nponycHajjH HHKeKmia, xpa6Ba aa BH 6tae npHJioscena Bi>3MO5KHo Hafi-cKopo. Bi>npeKH
TOBa, aKo HOHTH e Bpeine 3a cjieaBaiiiaxa BH KWKeKum, nporrycneTe nuncBauiaxa HH^CKUHH. He
H3nojT3BaHre 3BOHH3 aosa (ase utoKCKUHH eaHOBpeMeHHo), sa aa KOMncHcupaTe npoirycHaxaxa

AKO ere cnpejiH ynoTpe6ara na
He cnHpafixe ynoipeGaxa Ha POUCCJJHH, OCBCH BKO BauiHjrr jieKap HC BH Ka«e aa ro HanpaBiixe, AKO
HMaxe HSKaKBH aom>jiHHTejiHH Bi,npocH, cstpsaHH c ynoxpe6axa na xosa JieKapcxso, nonHxafrre
BaiuitH JieKap nan MeaiiuiiHCKa cecipa.

4. BviMWKHH HCVKejiaHH peaKUHH

KaKTO BCHHKH JIBKapCTBa, TOB3 JlCKapCXBO MOJK6 33 npeaH3BHK3 HC)KeJ13HH peaKUHH, BtHpCKH HC HC

BceKH TH nojiyiaBa.
TOB3 JICKapCTBO MOF3T 33 BT>3HHKHaX CJICflHHXe HOKe/I3HH

a.ieprHMHH peaKUHH (c neujBecTna Hecrora, OT najiirinnTe aaiimi HC MO/KC aa 6tae
iianpaBeua oueHKa)
AKO HMaTe xe>KKa ajieprnqHa peaKUHH, CBtp^exe ce Beanara c aeKap.

Morax aa BmnoHBar
noayBane Ha jrauexo, rbpjioxo, ycxniixe HJIH ycxaxa. ToBa MO^KB aa saxpyaHH

anniaHexo HJIH nperaTjiuanexo.
noaysane Ha pi>ij,exe, KpaKaxa H nrreseHHxe.

TC5KKH K05KHH flSpHBH (C HCHSBCCTHa HCCTOTa, OT HajltiMHJITe aailflH He M05KC aa StflC
nanpaaeHa oueHKa)
AKO aware xe:aa,K KO/KCH o6pnB, cstp^exe ce Beanara c JieKap.
• CHMnxoMUxe Morax aa BKjuoHBax TearbK oSpHB, KOHXO ce pasBHBa 6i>p30, c Mexypn HJIH

6ejiene na Koacaxa H eBCHTyanHo Mexypn B ycxaxa.



BT>3MO)KHH HOKCJiaHH peaKUHH!

(Morar aa sacernar 30 1 na 10 ayimi)
OTKJ10HCHHH B 6pOH H3 GejIHTe KptBHH KJICTKII (HEnpIIMCp nOHI-DKeHHC H3 6pOfl H3 JieBKOUHXHXC

H yBejiHMCHHe Ha 6poa Ha eo3iiHo4)HJinre) H TpoM6ou,HXHxe (noHHKCHHe Ha 6poa Ha

• npOMCHH B pesyjtxaxHxe OT KpiBHuxe H3CJieaBaHHfl 3a MepHOflpo6Haxa
• o6pHB.

HCHCCTH (iworar aa aacernar no I Ha 100 ayuin):
HH(J>CKHHH (HanpuMep MJieHHHua).

Ha 6po« Ha onpeae.neH BHfl 6ejm KPI.BHH KJICTKH
na 6po« na HepseHHTe KPT>BHH K.ICTKH (aHCMHs).

c HannHa, no KOHTO ce ctcupBa Kpi,BTa BH. CHMirrOMMie Morax jia BiairoHBaT jiecHO
oGpasyBane na CHHHHH, K3KTO H GojiKa H nojryBaHe na crasHTe BH.
raaBo6ojine.
33MaHHOCT.

raaene HJIH noBptmane.
npypHtyc (c-bp6e>K).
6ojiKa HJIH yceiuane 3a napeae no Benaxa, icbaexo e rtpHJicmeH POUC^HH. BojiKa Ha MHCXOXO Ha
nocxasHne na HH^KCKUHHra.
BHCoKa xeMnepaxypa (xpecKa).
oTKnoneiiHe B HscjienBane sa GtGpeHHaxa 4>yHKUH5i (noBHmen KpeaxuHHH B KpibBxa).

(Morar aa jacernar no 1 na 1 000 ayuin)
Bt3najieHne na fle6enoxo lepao (KOJIHX). CuMnxoMHxe BKjiroHBax flnapus, o6nKHOBCHO c KptB
H cjiya, oo.iKa B KOpeMa H nOBHUiena xeMnepaxypa.

iuaHe (6poHxocna3i.M).
o6pHB (ypxHKapHfl), KOHTO MO>Ke aa noKpue rojiHMa nacx ox XJUIOXQ BH, etc ctpGe* H

HJIH saxap B ypunaxa.
• noayBane (aafltpwaHe na TCHHOCTH).
• xpenepene.

C iieHiBecxiia necroxa (or najiHHHHTe aaHHH HC iviowe aa 6bae Hanpaeetia oueHKa)
• BxopHMHa nH4>eKmta, KOJIXO Mo*e aa ne ce e ncm.imma ox npeanncaHH» npeaw xoaa

aHXH6noxHK.» cJjop.Ma HH aHeMra, npH KOHXO MepBeHHxe KPI>BHH KjiexKH ce paspyiiiaBax
aHCMH«).

noHHJKenae Ha 6pox na onpeaeneH Biia 6enn KPT.BHH KJICXKH

CBCTOBl,pXe>K

B-b3najienHe na namcpeaca (naHKpeaxnx). CnMnxoMHxe BKjiioHBax MHOFO CHjina 6ojiKa B
KOpeMa, KOHXO ce paanpocxpaHHBa KT>M n>p6a.
BT>3najieHiie na jinraBHuaxa na ycxaxa (cxoMaxmr).
BtsnaJieHHe Ha esmca (FJIOCHX). CaMnxoMHxe BtcmoHBax noayBane, sanepBHBaHe H
H3 C3HK3.

npo6neMH c McsitHHiw Mexyp, KOHXO Morax aa npHHHHax 6onKa, raaene H nospiiuaHe.
HCBpojiorHHHo aaooJisreaHe, KOCTO Mo/ice aa BtsHHKHe npH HoaopoaeHH c xe>KKa
(fcepHHKxep).
npo6neMH c 6"b6peuHxe, npHHHHCHH ox oxnaraHHa Ha uecJ)xpHaKCOH- Kajiuwfl, Bi>3MO)KHO e aa
HMa 6onKa npH ypauHpane HJIH \ia/iKo KOJIMMBCXBO Ha oxae/ienaxa ypHHa,
(jjajiimiBO nono»HxejieH pesyuxax OT xecx na KyMOc (H3CjieaBane 33 HHKOH
HapyiueHHfl).
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• 4>ajiiiiHBO nojiO)KHTenen peayjrraT aa ranairroaeMua (HeoGtmfiHO HaTpynsane na saxapxa
rajiaicrosa).

• Poue(})HH MO>Ke aa nou.nn.se Btpxy HKKOH BHUQBC TCCTOBC 3a Kp^BHa aaxap - MOJIH, nomrraHTe
BauiHfl jieKap.

ChofimaBaHc Ha HOKe.iaHH peanuHH
AKO nojiyHHTe HaicaKBH HexcenaHH jieKapCTaeHH peaKUHH, yBeaoMere Bamna JieKap, (fiapMaueBT HJIH
MeflHUHHCKa cecrpa. Tosa BfciuoiBa BCHHKH Bt3Mo/KHH neonHcanH B Taan JinciOBKa HOKejiaHH
peai<UHH. Moa<eTe ctmo aa ctoGuiHTe HCMcejiaHii peaicuHH AHPCKTHO npes HauHOHajiaaTa CHcxeMa aa
CBo6maBaHe, nocoqena B ITpHJioaceHHe V. Kaio ci>o6uxaBaTe HOKenaHH peaxuHH, Moxcete &a aaflete
CBO« npHHOC 3a nojiy^asaHe na noBeie HH(J)opMaunfl OTHOCHO 6e3onacHocrra HaTosa JieKapcxBo.

5. KHK aa cbxpaHHBare Poue(j)iiH

[fla ce norrbJiHii CT>r;iacHo HaiiHOHajiHHTe H3HCKBamia]

6. Ci>aT>pvKaniie Ha onaKOBKaTa H flom,jiniiTe.iHa nH(t>opManmi

KaKBo cta^p'/Ka Pone4»HH

[J\a ce nom>JiHH cirjiacHo HaunoHaJiHHxe usHCKBaHHs]

KaK Hjr.ieyKua PoueijttiH H KSIKBO cMbp'*:a onaKOBKara

[fla ce nom>jiHH cirnacno HaimoHanHHre H3HCKBaeH»]

npHrewaxeji Ha paapeuienHero 3a ynorpeSa H npon3BoaHTeji

[B>K. OpHjiOKeHne I - fla ce nontJiHH ci>rjiacHo HaqHOHajiHtrre H3HCKBaHH«]

TOSH jicKapcTBen upoayKT e paapeiuen sa ynorpe6a B atpataBUxe HJICHKH na EHIT
CJieUHHTC

2 g npax sa HH4)y3noHeH pasisop
H, JIroKceM6ypr: Rocephine

lBenHM: Rocephalin
H, Majira, Hnnepnaiwna, nopTyraniw, PywfaHioi: Rocephin

: Rocefm

2 g npax sa HHaceKUHOHeH HJIH HH(}>y3HOHeH paaxBOp
O6eflHH6HO KpajicTBo: Rocephin

1 g npaX 33 HHXeKHHOHCH HJ1H HH(j)y3HOHeH pa3TBOp

HpJiaHnH», JlaTBHJi, Majrra, OGeflHHCHo KpajictBo: Rocephin

1 g npax H pa3TBOpnTej! sa HH>KeKunoaeH pa3TBOp
nuHs, JlK>KceM6ypr: Rocephine

, <t>HHJiaH^{w, HcjiaHflHH, UlfleuHJi: Rocephalin
, FT>PUHH, yHrapiur, HpnaHfliw, Hnn;ep:riaH,aHH, riopT>'rajiii»: Rocephin

: Rocefm
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500 mg npax H pasTBopureji 33 HH^eKUHOHea pasiBop
flamta, <J>HHJiaHflHH: Rocephalin
<t>panunfl: Rocephine
FepMaHH.H, YHrapHfl, HHjxepjmnura, IlopTyrajiKH: Rocephin

: Rocefin

Rocephin 250 mg npax H pasTaopHTcn sa Hira<eKunoneH
op-ryrajiHH: Rocephin

: Rocefin

Rocephin 250 mg npax 33 HHJKeKHHOHCH pasiBop
Mania, Hvmepnawuin, O6eaHHeHO KpaiiCTBo: Rocephin

[B». npHJio>KeHHe I - fla ce nontmiH ci>rjiacno naiiHOHajiHHTe HBHCKBEHHH]

flara Ha nooieflHo npepasrjiejKaaHe na jiHCTOBKara <{MM/rrrr}> <{Meceu rrrr}>.

[J3,a ce norrbjiHH ctmacao HauHonaiHure
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