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| MME HA JIEKAPCTBEHMUSI IPOJYKT AooSd0036%

Vuasun 1,0 /0,5 g npax 3a MHKEKLHOHCH pa3TBOp 6 980/ 97 -05- 707
Unasyn 1,0 g/0,5 g powder for solution for injection g ;

7 KAYECTBEH Y KOJIMYECTBEH CbCTAB

Beeku duakot chabprka 500 mg cynbakTam (sulbactam) kato cysn0akTam HaTpuii u | 000 mg aMMULHINH
(ampicillin) KaTo aMNUUKAHH HATPHH.

Cynbakram HaTpHH € NPOU3BOAHO HA OCHOBHOTO I1pO Ha NEeHULHIINHA. XMMHYECKH TOHW € NeHnuun1anar

cy/1)OH ¥ NPEACTAB/ABA CBETIOCHB Mpax ¢ MHOTO no6pa BoA0Pa3TBOPUMOCT. MOJIEKYTHOTO MY TEIVIO €
255.22,

AMIHULUMAWH HATPUIA € MPOM3BOAHO HA AAPOTO Ha NeHUUHIMHa — 6-aMHHOMNEHULIM/IaHOBA KHCC/IMHA.
Xymuyecky Toit e D(-)-0-aMHHOOEH3H/I MEHHLH/IMH HATpHEBA COJI K UMa MOJIEKYJTHO TErJ10 OT 371.39.

YHa3uH CbhabpKa cyndaKTaM HaTpHi ¥ aMIHLUKIIHH HaTpH B CbOTHOLIEHHE |:2

[ToMOLLHO BElLEeCTBO C H3BECTHO NEHCTBUE
ToBa jiekapcTBO chabprka 115,1 mg HaTpHH BB BCEKH prakoH.

3a MbJIHUS CIMIUCHK HA MOMOLUHHWTE BELIECTBA BUKTC TOHKA 6.1,

3. JIEKAPCTBEHA ®OPMA

[Tpax 3a MHKEKLUHMOHEH pa3TBOP

4, KJIUHHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHS

VHA3HH e NoKka3aH 3a MH(pEKUNH, NPHUHHEHN OT MHKPOOPraHH3MH, HyBCTBHTCIHH KbM cynbakTam/

aMnuuUnJIMH. OCHOBHHUTE MMOKasaHus ca.

- MH(EKLMH Ha FOPHUTE M 0/IHUTE IUXATCHH MBTHLLA, BKIIOYNTEIIHO CHHY3HUT, OTUTHC MEUs H
ENUIJIOTHT

= OakTepHalIHi [THEBMOHHH;

- WHPEKLHH HA TMKOYHUTE MTbTHILA U nuesoHepuT;

- HHTPaabAOMHUHATHH HHPEKUHH, BKIKYUTENHO NEPHTOHNT, XOJIELUUCTUT, EHAOMETPHUT U TA30B
LEeJTYJINT,

= OakTepuaiHa CENTHUEMHA,

= HH(EKLHH HA KOXKATa, MEKHTE TbKaHH, KOCTHTE H CTABUTC,

= FOHOKOKOBH MH(EKLHH.

VHA3HH MOYKE CbLLO A CE MPHIAra NeproriepaTHBHO 3a HaMaJIsIBAHE HA YECTOTATa Ha NOCTONCPATHBHHTE
paHeBH HH(EKUMH NPH NauUeHTH, NOJIOKEHH Ha aO10MHHAJIHA WK MeJIBUYHA onepauus, npH KOATO €
BB3MOJKHO /1a HMa NepuTOHealHa KoHTaMuHauus. [1py npekbCBaHe Ha OpeMEHHOCTTA WJIH MPH L1Ee3apoBO
ceyenue YHA3MH MOJKE /1a ce W3I013Ba NPOo(UIAKTHYHO 32 HaMalsABaHE Ha NOCTONCPALus CHEK

4.2 Jlo3upaHe M HAYHH HA NPHJIOKEHHE

QOEHQUEI{B

VHa3uH MOJKE 71a e npujara no MHTpaBeHO3eH WM M0 HHTPAMYCKYJICH TTbT.



Pa3TBapsiHeTO MOXKe [1a Ce HanpaBu 110 CJIeJHUSA HAYMH:

Ob0uia ExBUBalIEHTHHU 103U OnakoBka O0eM Ha Makcumasnua

J103UpOBKa cynbakTam-aMNULHINH pa3TBOpUTENsl  KpaiiHa

(g) (2) (ml) KOHLEHTpauus
(mg/ml)

1,9 0,5-1,0 20 ml ¢nakon 3.2 125 - 250

3a MHTPaBEHO3HO NpUIokKeHHe YHa3uH TpsbGBa J1a Ob/ie pa3TBOPEH B CTEPHUIIHA BOJA 32 MHIKEKLIMH WITH JApYT
CbBMECTUM Pa3TBOP (BXK. TOUKa 6.6). 3a 1a ce OCHIypH MBJIHOTO pa3TBapsiHe, TPAOBA /1a ce OCTABH, JOKATO
M34e3HE Ms1HaTa, 32 1a MOXKE Aa ce MpoBepH BU3yasHo. Jlo3arta TpsaOBa na Obae npuioxeHa karo 601ycHa
MHXKEKLIMA 32 MUHUMYM 3 MUHYTH HIIM MOXeE J1a C€ M3I10/13Ba B [0-TOJIEMU Pa3pekAaHns KaTo HHTPABEHO3HA
nH}y3us 3a 15-30 MUHYTH.

YHa3uH MOXKe CblIO Aa Ob/ie npuarad nocpeacTBOM AbA60Ka HHTPaAMyCKY/THA HHXKEKLHs. AKO MMa 00JiKa.
MOxe Aa Obae u3nonssan 0,5% pa3sTBOp Ha NMA0KAHHOB XHAPOXJIOPU, O€3BO/IEH 3a pa3TBapsHe Ha npaxa.

Vnompeba npu év3pacmnu
OOuyvaiiHata 1031MpoBKa Ha YHa3uH e B pamkuTe Ha 1,5 g 10 12 g AHEBHO, pa3jeieHa B OTAE/HH 1031 Ha

BCEKH 6 10 8 uaca 710 10CTHraHe Ha MaKCHMaJlHa JIHeBHa Jlo3a Ha cynbaxkTaM ot 4 g. He ToKoBa TeKKUTeE
MH(QEKIHK MoraT aa 0baar JIeKyBaHH CbC CXeMa Ha NpPUJIokKeHHe Ha BcekH 12 yaca.

Texect Ha uHeKkLMATA JIHeBHa J103a cysibakTaM HaTpUil/aMIUUKMIMH HATPHIT ()
Jleka 1,51003(05+1 g0l +2)

YMepeHa 10 6 (2 +4)

Texka no 12 (4 + 8)

YecTorara Ha npuIOKEHHE HA J03UTE MOXKe Ja Objie M0-BMCOKA MJIM MO-HUCKA B 3aBUCMMOCT OT TEXKEeCTTa
Ha 3a00s1BaHeTo M OT ObOpeyHaTa yHKIHs Ha nauueHTa. JleueHneTo 06MKHOBEHO NMPOabIkaBa 10 48 yaca
C/lie]1 OT3ByYaBaHe Ha IOBHIlIEHATA TEMIIEpaTypa U Ha Apyrute abHOPMHH npu3Halu. JleueHueTo o6uyaiiHo
Ce HazHavaBa 3a 5 10 14 1HM, HO TO3M Nepuoa Moxke aa ObJe NpoaAb/IXKEH UK Ja Ce U310/13Ba
JAOIBJIHUTEIHO aMITULIMJIMH NTPH MHOIO TEXKKHU ciyyau Ha 3aboligBaHe.

3a npoguiakTHKa Ha XUpYpruyHu uHpekunu, 1,5-3 g YHasun tpsaoBa 1a ObaaT 1ageHu Mpu BbBEXK/IAHETO B
aHeCTe3Us, KOCTO /1aBa 10CTaTb4HO BpEME 3a 10CTUraHe Ha e(peKTHBHA CepyMHA M ThbKaHHA KOHLEHTpALUK
o BpeMe Ha onepauusTa. 1a3m n03a Moxe 1a Ob/j1e MOBTOpeHAa HAa BCeKH 6-8 yaca; npuaokKeHHeTo
OOMKHOBEHO ce criipa 24 yaca cie/l Kpasi Ha NOBe4YeTO XMPYPruuHU MpoLelypH, OCBEH ako He € MoKa3aH
TepareBTHYEH KYpC ¢ YHa3MH.

[Ipwn nevyenneTo Ha HeyCJIOKHEHA TOHOpest YHA3MH Moxe 1a Obe JaBaH KaTo eIHOKpaTHa j103a oT 1,5 g.
EnHoBpeMeHHO TpsAOBa rnepopaiHo Ja ce npuara npodeHeuna 1 g, 3a aa ce yab/KaT njaa3MeHuTe
KOHLEHTpalMM Ha cybakTaM U aMIIMLIMITUH.

[leouampuuna nonyrayus

Jlo3upoBkara Ha YHa3MH 3a 0BEYETO MH(EKLUMHU NPH aela, KbpMayeTa U HoBopoaeHu e 150 mg/kg/nen
(ekBHUBaNeHTHO Ha cysibaktaM 50 mg/kg/nen n amnuuunnuu 100 mg/kg/nen).

[Ipu geua, kbpmMayeTa 1 HOBOPO/IEHH J03MpoBKaTa OOMKHOBEHO € Ha BCeKH 6 J10 8 yac
obuyaiiHaTa npakTHKa 3a aMITULUIIUH.




[1pu HOBOpOZEHH O BpeME HA MbpBATa CeIMULIA OT KMBOTA (0COOEHO HEIOHOCEHH) MPENnopbYBaAHATA 1034 €
75 mg/kg/nen (exBuBaneHTHO Ha 25 mg/kg/nen cynbaxkram u 50 mg/kg/nen aMnuuuIng), pasaeneHa Ha
npueMH Ha BcekH 12 yaca.

[ayuenmu ¢ 6OvOpeuno yspesicoane

[Ipn manueHTH ¢ TexKO yBpexaaHe Ha ObOpeuHarta pyHKUMS (KpeaTUHUHOB KJIMpbHC <30 ml/min)
e/IMMHHUPAHETO Ha cy10aKTaM U aMITMLWIIMH Ce MOBJUSBA 110 CXO/IeH HAYMH, €TO 3al1l0 ChbOTHOLIEHUETO B
r1asMarta Ha €JHOTO BELUECTBO CIPAMO APYroTo e OCTaHe HenpoMeHeHo. [1pu TakMBa naumeHTH 1030BUTE
HHTEepBaIM Ha YHa3uH TpsdBa 1a ObAaT yAb/IKeHH, B CbOTBETCTBHE ¢ 0O0MYaiiHaTa NPAKTHKA 32 aMITMLIMJIUH.

4.3 IlpornBonokaszaHusi

YHa3uH e [MPOTHBOITOKA3aH IpH [MAUHEHTH C UH3BECTHA CBPBXYYBCTBHUTEJIHOCT KbM cynﬁamam, dMITULHITHH
HJITH KbM TIEHHLHITHHH.

4.4 ChneuuajJHH npeaynpexaeHHs U npeanasHu MepKH npH ynorpeda

CboOLiaBanu ca Cepro3HHU U MOHAKOra (ataiHu peakuuu Ha CBPbXUYBCTBUTETHOCT (aHA(DUIAKTHUHN
peaKL1H) MpH NALKEHTH Ha JIeYeHHe C MEHULININH, BKIIIOYHTENHO YHa3uH. Te3un peakiiuu e no-BeposTHO Ja
Ce MPOSBAT IPH HHAMBH/IM C AaHAMHE3Aa 3a CBPbXUYYBCTBUTE/IHOCT KbM NEHUUMIIMH W/MIIK peakLMy Ha
CBPBXUYYBCTBUTENHOCT KbM MHOXECTBO alepreHu. MmMa cboblieHns 3a MHAMBHUIM ¢ aHAMHe3a 34
CBPBXYYBCTBUTEIHOCT KbM MEHULIWINH, KOUTO ca MPOSBUIIN TEXKKHU peakLMH, KOrato ca OU/IM MoaI10KeHH!
Ha JleyeHHe ¢ uedanocnopuuu. Ilpean neyeHune ¢ neHUUUIMH TpAOBa 1a ce HANpaBH LIATETHO CHEMaHe Ha
aHaMHe3a 3a [peX0AHHU peaKLMH Ha CBPbX4YBCTBUTEIHOCT KbM MEHUUMIUHH, UeDaNTOCTIOPHHU U APYTH
allepreHu. AKO ce MosBM ajlepruyHa peakuus, JJeKapcTBOTO TpsiOBa /1a ce NMpeyCTaHOBH U J1a Objle HA3HAUYEHO
CbOTBETHO JICYEHHE.

CepnosHuTe aHaUIAKTUYHHU peakU My U3MCKBAT He3a0aBHO JieYeHHe Mo crnewHocT ¢ enuHedpud. Tpsadsa na
Ce MPHJIOKAT KHCOPOJ, HHTPABEHO3HH CTEPOH/IH H MEPKH 3a 0O0AMILIBAHE, BKIKOUUTETHO MHTYOALMS, aKO ce

Hallara.

Cbo011aBany ca TEKKH KOXKHHU peakLrH, KaTo TOKCHMYHa enuaepmanta Hekposinza (TEN), nekapcrBena
peakLus ¢ eo3nHoPuaua u cucreMuu cumnroMu (DRESS), cunapom Ha CtusbHe-J[xoHeBH (SJIS),
eKC(OoJIMaTUBEH JAEPMATHUT, epuTeMa MyaTH(HOPME M OCTpa reHepaln3upaHa eK3aHTeMaTo3Ha MmycTyJ/103a
(AGEP), HAKOM OT KOMTO MOXe J1a ca XXMBOTO3acTpalllaBallli K JIeTaIHU BbB BPb3Ka ¢ Teparius ¢
amnuuuand/cynbakram. [Ipu npeanucBanero nayueHTuTe TpsidBa 1a ObAAT NOCHBETBAHW OTHOCHO
MPU3HALIMTE U CUMIITOMUTE U TPAOBA J1a ce NMPOCaeIsiBaT BHUMATE/IHO 3a KOXHHU peaKInH.

[Ipu mosiBa Ha NMpU3HALK ¥ CUMITTOMH, MPEANoJaraluli Te3n peakuuu, NpueMbT Ha aMULIHIMH/CYI6aKkTam
Tpsa0bBa He3abaBHO /1a ce npekpaTH, TpAOBA J1a ce Ha3HA4YM CbOTBETHA Teparnus U 1a ce 0OMHUCIH
aJITEpHATHBHO JIeYeHHe. AKO Npu ynorpedaTa Ha aMIMULIMIIMH/CY/I0aKTaM MalMEHTHT pa3Bue CePHO3HA
peakuus, kato SIS, TEN unu DRESS, neyennero He Tpsa0Ba j1a ce Bb30OHOBSBA MPHU TO3M MaLMEHT 110 KOETO

U /1a € BpeMe (BX. Touka 4.8).

KakTo ¢ BCeKH JIpyr aHTHOMOTHK, OT CBLIECTBEHO 3HAYEHHUE € HeNPEeKbCHATOTO Hab/loleHre 3a NMpU3HalM Ha
CBPBXpACTEXK HAa HEUYBCTBUTEIHH MUKPOOPIraHU3MHU, BKIIOYUTEIHO rbOMYKH. [Tpu nosia Ha
cyrnepuH(exLus JiekapcTBOTO TpsiOBa [a ce npeycTaHOBH H/MJIM J1a ce NpoBeje MOAXO/IA10 TeUeHHe.

Clostridium difficile cebp3ana auapus (CDAD) e cbob1uaBaHa npu npuJIoXKeHHETO Ha MOYTH BCHUKH
aHTHDAaKTEepHAIIHU MPOAYKTH, BKIFOUMTEIIHO Y Ha3uH, KaTO TEXKEeCTTa MOXKe Ja Bapupa OT Jieka Auapus 0
(aranen xonut. Jleuenneto ¢ aHTubakTepHasHu NPOAYKTH NMPOMEHs HOpMasnHara (uopa Ha aebenoTo
4yepBO, KOETO BOAHU 10 cBpbXxpactex Ha C. difficile.

C. difficile npou3Bexaa TokcuHu A U B, kouTo nonpunacsar 3a pazsutuetro Ha CDAD. XH
npousBexaad ot wamosete Ha C. difficile, npuunHsABa rnoeuiieHa 3ad01eBaEMOCT H cma

HH(pEeKUMH MoraT Ja 0baaT pepakTepHU Ha AHTUMUKPOOHO JIeYeHHE U MOKE J1a M3UCKE 'nf
CDAD Ttpsa0Ba aa ce uma npeAIBUA NMpH BCUYKHA NMAUMEHTH ¢ AUAPUS clie] aHTUOMOTHYH y!
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HeobOxoauma e warenHa aHaMHe3a, Thil kaTo e cbhoOLaBaHo 3a nossa Ha CDAD Haj 1Ba Mecela clien
MPUJIOKEHHUETO Ha aHTHOAKTEPHUAJIHU MPOAYKTH.

KakTo ¢ BCekH MOLLUEH CUCTEMEH NPOJYKT, NPenopbyBa ce nepuouyHo aAa Obje npasBeHa npoBepka 3a
OpraHHa CMCTEMHA ANCHYHKLMS [0 BpEMe Ha MNPOABLIKUTENHO JieYeHHe; ToBa BKIOYBa ObOpeyHaTa,
4epHOo/ApoOHATA U XeMOMOeTHUHATa cucTeMH. ToBa e OT rojissMo 3HaueHHe NPH HOBOPOJAEHH, 0COBEHO KOraTo
ca HEIOHOCEHHU, U NPU KbpMayera.

Ynotpebara Ha aMIUIMIMH/CY10aKTaM ce CBbP3Ba C JIeKAPCTBEHO WH/YLIMPAHO YEPHOAPOOHO YBPEXIAHE, B
TOBA YHUCJIO XOJIECTATHYEH XENATHUT C KbaTeHnua. [launenture TpsadBa 1a ObAAT MOCHBETBAHU /1A CE
CBBbPKAT C TEXHHUS JIeKap, aKO pa3BUAT MPU3HALKM U CHMIITOMH Ha 4epHOApoOHO 3abossBaHe.

I'bit KaTO MHQEKLMO3HATA MOHOHYKJIE03a € BUPYCHA [0 CBOS MPOU3X0J, YHa3uH He TpAOBa Aa ce U3MoJI3Ba
3a HEHHOTO JieyeHHe. BMCOK NMPOLEHT OT MalMeHTHTe ¢ MOHOHYKJIE03a, KOMTO ca NpueMasii aMIiLUINH, ca
pa3BUJIM KOXXEH OOpUB.

MUHdopMauus 3a MOMOIIHUTE BellleCTRA
Tosa siekapcTBo chabpka 115,1 mg HaTpuii BLB Bceku (iiakoH, KOUTO ca eKBUBAJIEHTHH Ha 5,8% oT
[penopbYMTETHNUS MaKCHUMAIIEH JIHEBEH IPUEM OT 2 g HATPHil 3a Bb3pacTeH.

MakcumanHara HeBHa J103a ot 12 g (T.e. 8 g amnuuunuH HaTpuii u 4 g cynbakram HaTpuii) (BK. Touka 4.2)
CbOTBETCTBA Ha npueM oT 920,8 mg HaTpHii, KOUTO ca eKBUBAJEHTHHU Ha 46% OT NMpenopbunuTEHUS
MaKCHMaJseH JIHeBEH NpHeM Ha HaTpHil. JIekapCcTBEHUST MPOAYKT Ce CYMTA C ,,BUCOKO HUBO® HA HATPHIA.
CbAbpiKaHMETO HA HATPHUIi B TO3W JIEKApPCTBEH MPOAYKT CJIe/IBa /1a Ce B3eMe Mpe/IBUJI, KOraTo ce rnpuJara Ha
MalMeHTH Ha AHeTa C HUCKO ChAbP)KaAHUE HA COJl.

4.5 BzaumopeicrBHe ¢ APYrH JeKAPCTBEHH MPOAYKTH H APYrH (JOpMH HA B3auMoOeiicTBHe

Anonypunon: EAHOBpEMEHHOTO MPUIIOKEHHUE HA aJIONYPHHOJI U aMITHLIMJIMH MOBULIABA CHLIECTBEHO
yecTorara Ha OOpHUBHUTE NPH MALMEHTH, KOUTO M0Jy4aBaT M JBeTe JIeKapCcTBa, B CpaBHEHHE C MalUEHTH,
KOHTO [10JlyyaBar cam0 aMIMLIHJIHH.

Amunoenuxoszuou: CMecBaHETO Ha aMITMUMIIMH C AMUHOTTHKO3H/IM i1 Vitro BOAM /10 ChILUECTBEHA B3aUMHA
MHAKTHBALUA; aKO T€3H IPYINH aHTHOAKTEPHUAIHU JIEKAPCTBA Ce U3I10/13BaT eIHOBPEMEHHO, TpsOBa /1a ObaaT
NpuaraHu Ha pasjiMyHU MecTa, pa3/ie/IeHH ¢ HHTepBal OT MUHHUMYM | yac (BxkK. Touka 6.2).

Aumuxoazyranmu: I1lapeHTepaqHuTe NEHUUMIMHA MOraT J1a JJOBeaT /10 MPOMEHU B TPOMOOLIMTHATA
arperauusi ¥ KoaryjaalHOHHHUTE TeCcToBe. Te3n eekTu Moxe 1a ObaT aAUTHBHHU C e(heKTUTE Ha
AHTUKOAryJIJaHTUTE.

bakmepuocmamuynu 1ekapemea (XA0pam@eHuKon, epumpomMuyut, Cyig)oHamuou i mempayukiutL):
bakTepuocTaTHYHUTE JieKapcTBa MOraT Ja [OBAUSAAT Ha OAKTEPULIMAHOTO JIeHCTBUE HA MEHULUMIMHUTE, Hail-
no0pe e aa ce u3dsArea eJlTHOBpeMeHHarTa Teparnus.

Ecmpozen-cvovporcawyu nepopannu konmpayenmusu: Ma cbobuieHns 3a HamasieHa e(peKTHBHOCT Ha
MepopaJiHNTE KOHTPALECNTHBH TMPH XKEHHU, KOUTO NMpHeMaT aMIMLMUINH, BOACLLO /10 HexenaHa OpeMeHHOCT.
Bbnpexu ye B3auMoBpb3Karta e cinada, Ha nauuMeHTKUTe TpsaOBa aa ce npe1oCcTaBi Bb3MOXKHOCTTA /14
H3MOJI3BaT aITEPHATUBEH MJIU JOMBJIHUTENIEH METO/1 Ha KOHTpALeNLNA, JOKATO NpueMaT aMITHLIHJIUH.

Memompexcam: EHOBpeMEHHOTO MPHIIOKEHHE C MEHULIMIMHN BOH 10 HAMAJSABAHE HA KINPbHCA HA
METOTpeKCaT H ChOTBETCTBALLO HAPACTBAHE HA TOKCMYHOCTTA HA MeTOTpekcat. TakuBa nauueHTH Tpsabea ja
ObjaT CTPOro npociesBaHu. Mosxe a ce HaloXkH MOBHIIABAHE HA J103UTE HA JIEBKOBOPUH H_IQUTATAHERE
MY 3a [10-ABJITH MEPUOH OT BPEME. “g\r No

&

IIpobeneyuo: I1lpobeHeuna HamansBa ObO0peyHaTa KkaHalIHA CeKpelus Ha aMMULIMIIHH U
C€ U3I10J13Ba €IHOBPEMEHHO C TAX; TOBA BOJAM /10 NMOBHILEHU U YIBIDKEHU CEPYMHHU KOH
€JIMMHHALIMOHEH TOJY>KMBOT MU MOBULLIEH PUCK OT TOKCHYHOCT.,

f




Bzaumooetcmeus ¢ rabopamopru mecmoge: ManinBo NMojJoKUTEHA peakiius 3a MII0K03a B YPUHATA MOKe
na 0b/1e HaOo1aBaHa Mpy aHaIu3 Ha ypHHAaTa ¢ peareHT Ha beHeaukT, peareHT Ha ®enuur u Knuuurtect™.
Cnea npunoxeHue Ha aMIIMUMIMH NIPYU OpeMEeHHHU XKeHU e Ha0JIt01aBaHO MPEX0/AHO MOHKKAaBaHe Ha

nia3mMeHaTa KOHUEHTpPALUA Ha OOLLMA KOHIOTMPAH eCTPOreH, €CTPUO-TIIOKY POHH/L, KOHIOTMPAHHS €CTPOH U
ecTpaanosl. To3u epexT CbLIO0 MOXKE J1a HACTBIM NPU NMPHEM Ha YHa3HH.

4.6 DepruauTer, OpeMEHHOCT H KbpPMeHe

DepTHINTET

[IpoyuBaHmnsTa BbpXy penpoayKTHBHOCTTA MPH KMBOTHU HE pa3KpUBAT JJOKA3aTE/ICTBA 3a HapylUEHHe Ha

hepTUIMTETA MM YBPEXJIaHe Ha I10/a, AbJ/DKALLM Ce Ha cyJ0akTam M aMIULMIIKH,

bpeMeHHOCT

Cynbakram n aMIMUMAMH IpEMUHABAT TUlalleHTapHarTa Oapuepa. besonacHoctra npu ynorpeda rno BpeMe Ha
OpeMeHHOCT He e ycTaHoBeHa. [lopaau ToBa cynbakram HaTpUil/aMITMUMIMH HATPUil TpsOBa Ja ce U3MoJ3Ba
o Bpeme Ha OpeMEHHOCT, CaMO aKO MOTEHLMAIIHUTE NOJI3H NpPEeBULLIABAT MOTEHIIMAIIHUTE PUCKOBE.

KbpMeHe

Hucku koHuenTpaunu cynbaktam (~ 0,13 go 2,8 mg/l) u amnuumnns (~ 0,11 a0 3 mg/l) ce ekckpetupar B
Kbpmara. Ynorpedara Ha cyn0akTaM HaTpUil/aMNUUMANH HATPUIH OT KbPMELIH )KEHH MOXeE Ja J0Bee 10
HEXeJlaH! peaklHu MpHu AE€TeTO, KaTo HanpumMep Juapusa. Cyndakrtam HaTpUil/aMNULIMIIMH HATPHIT MOKe J1a
Ce M3I10J13Ba 110 BpeMe Ha KbpMEHE, aK0 MOTEHUHANTHUTE MOJI3HU NMPEBUILIABAT MOTEHUMATHUTE PUCKOBE.

4.7 EdeKTH BBpPXY ¢noco0HOCTTA 32 modupane u padora ¢ MaIIHHM

He ca u3BECTHHU.

4.8 Hexenanu jekapcTBeHH peaKUHH

Hesxelanute 1eKapCcTBEHU peakUH, CBbP3aHH CbC CAMOCTOATEIHOTO MPUIOKEHUE HA AMITULIMIIMH, MOTaT ja
ObaaT HabaKOAaBaHU ¢ Y Ha3MH.
Bcuuky HexeslaHu peakuuu ca rpynupadi no MedDRA cuctemo-opraven kinac. BbB Besika rpyira o

HCCTOTA HCAKCIIAHHUTE pCAKUHH Ca MNPEACTABCHH B HU3XO AU PC/1 110 OTHOLICHHUEC HA TAXHATAa
CCPHO3HOCT. TexxecTTra Ha HEXKEJTaHUTE pE€aKLIMH € OolNnpecaciieHa C orjieJ] Ha TAXHOTO KJIMHUYHO 3HAUYEeHUe.

Cucremo-opranen | Yecrn HeuyecTHn Peakn C HeHn3BeCTHA YeCcTOoTAa
KJac (>1/100 ao <1/10) (>1/1 000 o (>1/10 000 xo (0T HAJIMYHHUTE JAHHH
<1/100) <1/1 000) He MOXKe 1a 0bj1e

HalnpaBeHa OLIEHKA)
Hapylmuenus Ha AHemus, HeyTporneHus, ATrpaHyJ0LHTO3A.,
KpbBTa H TpombouuTonenus, | JleBkonenus XEeMOJMTHYHA aHEMMUH,
aumdpHarTa Eo3uHodunms TpombounToneHuyHa
cHCcTeMA nypnypa
Hapywenus Ha AHapHIaKTHYEH LIOK,
HMYHHATA AHaduiakTHYHA
cHCTeMA peaxKLus,

AHadHUIaKTOU/IEH LLIOK,

AHa(pHUIaKTOUIHA

peakLHs,

Cunapom Ha KyHuc,

Cap BﬁTBIﬂeﬂHGCT
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Cucremo-opraven | Yecrun HeuecTn Peaxkn C HeusBecTHA yecTOoTA
KJjac (=1/100 no <1/10) (>1/1 000 go (=1/10 000 ;10 (OT HAJTHYHHUTE JAHHH
<1/100) <1/1 000) He MoKe 1a Obae

HANPABEHA OLIEHKA)

Hapymenus Ha [ naBobonue ["bpuoBe,

HepBHATA CUCTEMA 3amaiiBaHe.
CBHIIMBOCT,
Cenauus

CobaoBu Dnebut

HapYLUeHHS!

PecnnupaTopuu, 3aayx

rPLAHH U

Me/IHACTHHAIHH

HapylIeHHs

CromamHo- Juapus [loBpbl1aHe Kopemua 6onka, | [IceBaomemOpaHo3eH

YpeBHH ["ageHe, KOJIUT,

HApPYIIECHHS [ nmocur EHTEpOKOHT,
MeleHa,
Jucnencus,
CTOMATHT,
Obe3uBeTsiBaHe Ha
e31Ka

XenatoOuaunapuu | XunepOuainpyOuH- XosecTtaTH4eH XeraTur,

HAPYILEHHS] eMHUS XoJiecrasa,
JKbaTeHuua,
AOHOpMHA
yepHoApoOHA PYyHKLIMUS

Hapylmenus Ha OO0pwuB, Tokcuyna enngepmasnza

KOXKATA U Copbex HEKPOJIM3a,

MOJAKOKHATA CunipoM Ha CTUBBHC-

ThbKaH JIKOHCBH,

JlekapcTBeHa peakiius ¢
€03MHODUIHUA U
CHUCTEMHHU CUMIITOMM,
Excdonunarusen
AepMaTuT,

Eputema myntugopme,
Epurema,

OcTpa reHepaiusupana
eK3aHTeMaTo3Ha
[ycTyJi03a,

JInHeapHa IgA
JepMaro3sa,
AHIHoeeM,
YpTukapus,

JlepMaTut

Hapymenust Ha
ObOpeunTe M
MHUKOYHHTE
MbTHILA

TyOysnonHTepcTHUH-
aneH Hepput




Cucremo-opranen | Yecrn Heuectn Peakn C HeusBecTHA yecTOTA
KJac (>1/100 10 <1/10) (=1/1 000 1o (=1/10 000 go (OT HAJAMYHUTE JAHHH
<1/100) <1/1 000) He Moze Ja Ob/e
HAIIpaBE€HA OLIEHKA)

O061n bonka Ha MACTOTO Ha | YMopa, Peakuus Ha MACTOTO Ha
HAPYUIEHHSA U HUH)KEKTUpaHe OrnagHanocT HHXKEKTHpaHe
epeKTH HA
MSICTOTO Ha
IPHJI0KEHHE
HUscnenBanus [loBuuieHa anaHuH

aMHHOTpaHcdepasa,

[loBuiIeHa acnapTat

aMUHOTpaHcepasa

CboOlaBaHe Ha 0A03MPAHU HEXKEIAHU peaKuu

Cbo0LaBaHeTo Ha 110103MpaHi HeXKeNaHW peakLMu cliejl pa3peluaBaHe 3a ynorpeda Ha 1eKapcTBEeHUS
[MPOAYKT € BakHO. ToBa no3posisBa /1a NpoAbIAKY HAOMIOAEHHMETO Ha ChbOTHOLLIEHHETO I10J13a/pUCK 3a
IeKapCcTBEHUA NMpoaAyKT. OT MEAMLMHCKUTE CMIEUHAIIUCTH Ce M3MCKBA J1a choOlaBaT Besika 1101031 paHa
HeXkeslaHa peakuus upe3 M3nbiaHuTeHA areH1us 1o jekapeTsarta, yi. ,,Jlamsu ['pyes” Ne 8, 1303 Codus,

Ten. +359 2 8903 417, yebcaiiT: www.bda.bg.

4.9 IIpeaosupane

Mma orpaHuveHa nHpopmaums 3a 0CTpaTa TOKCHYHOCT Ha aMITMUMIIMH HATPUid K cynbakram HAaTpuil npu
xopa. [Ipeio3upaneTo ce 04akBa J1a rpejin3BUKa MposiBU, KOUTO M0 ChLIECTBOTO CH ca MPOABbIKEHHE Ha
HEeXeJTaHUTe peaklUHH, CboOLIaBaHu ¢ JiekapcTBeHUs NMpoaykT. TpsadBa j1a ce otuuTa PakThT, 4e BUCOKUTE
KOHLEHTPaUHUH Ha [3-1aKTaMHW aHTHOMOTULM B LiepeOdpocnuHaiHaTa TEeYHOCT MOraT /a JI0Be/1aT J10
HEBPOJIOTMYHHU MPOSABH, BKIIOUHTEHO rbpyoBe. Thil KaTO aMNMUMINH U cy0aKTaM ce OTCTpaHABaT OT
KpbBOOOpAILEHHETO Ype3 XeMOAHAJIH3a, Te3H NPOLIEAYPH MOraT Ja YCKOPST eNTUMUHUPAHETO Ha
JIEKapCTBOTO OT OpraHu3Ma B Cjly4yad Ha npeo3upaHe npu nauueHTH ¢ HapyuieHa 0b0peuHa GyHKLMS.

5. ®APMAKOJIOT'MYHHU JAHHHU

5.1 ®apmMakKoAHHAMHYHH CBOICTBA

@apmakoTtepaneBTuuHa rpyna: KoMOMHauMM Ha NeHUUUIMHH, BKJIIOUYHTE/IHO Ha OeTa-nakTaMasHu
nHxubutTopu, ATC koa: JOICROI.

bHOXUMHYHH MpOoyUBaHUs C O€3KJIETbYHU OaKTepHaaIHU CUCTEMH pa3KpHUBaT cy/10akTaM KaTo HeoOpaTuM
MHXHOUTOpP Ha MOBEYETO BAXKHHU DeTa-aKkramasu, KOUTO ce MOsBsBAT B PE3UCTEHTHUTE KbM IMEHULIMIIHH
MHUKpoopraiusMu. Jlokato aHTHOaKTepHaIHOTO AeiCTBME HA Cys10aKTaM € OrpaHHYeHO OCHOBHO 10
Neisseriaceae, NOTEHUHAIBT Ha Cy/I0AKTaM HATPUit 3a NpeOTBpaTABaHE pa3rpa)XJ1aHeTO Ha MEHULIMTHHUTE
1 1e]aloCIOPUHUTE OT PE3UCTEHTHU MUKPOOPraHU3MH € MOTBBbPAEH B MPOYUBAHUS C LIEJIH OPraHU3MHU ¢
W3I0J13BaHE HA PE3UCTEHTHM 111aMOBe, MPH KOUTO Cys10aKTaM HAaTpUi NMposiBIBA U3pa3eHH CHHEPTrUYHH
e(PeKTH C MEHULMUIMHU U uedanocnopuHu. Tbil kaTo cyndakTaM ce CBbP3Ba ChIO C HAKOW MEHULMUIHH-
CBBP3BallH MPOTEUHHU, HAKOW YYBCTBUTE/IHH LLIAMOBE C€ OKa3BaT MO-4yBCTBUTEIHU KbM KOMOMHALIMATA,
OTKOJIKOTO KbM OeTa-jakTaMHUS aHTUHOMOTHK, NpUJiaraH caMoCTOATEITHO.

bakTepuuu/aHaTa cCbCTaBKa Ha KOMOMHALUMATA € aMITMUMIIHH, KOIHTO, M0100HO0 Ha OeH3U/1 NEHULIMIIMHA,
JIEHCTBA Cpelly YyBCTBHTEIHU MUKPOOPraHU3MH I10 BpeMe Ha eTana Ha akTUBHO MYJITHILIH
HHXUOHMpaHe Ha OHOCHHTE3a Ha MYKOIENTHAA Ha KJIeTbYHATa CTEHA.

YHa3uH € e(PeKTHBEH Cpelly WHPOK CIEKTbp rpaM-roJ0KHTEJIHU U IpaM-0TpHLIATE!]
BKJIIOUUTEIHO: Staphylococcus aureus v epidermidis (BKIFOUUTENTHO NEHUUMIUH-pe3
METHLIMJIMH-PE3UCTEHTHH LWaMOBe); Streptococcus pneumoniae, Streptococcus faeca




Streptococcus spp., Haemophilus influenzae w parainfluenzae (6eta-nakramasa-nojioxKUTeNHN 1 OeTa-
JlaKTamMa3a-0TpHLIATEe/IHU LaMoBe); Branhamella catarrhalis; anaepobu, BkmouuTenHo Bacteroides fragilis u
JApYTH CPOAHM wWamoBe; Escherichia coli, Klebsiella spp., Proteus spp.(MH10M-MONOKUTETHU U UHIO-
OTpuuaTeNHu wamose), Morganella morganii, Citrobacter spp.. Enterobacter spp., Neisseria meningitidis w
Neisseria gonorrhoeae.

5.2 @dapMakKoOKHHeTHYHH CBOHCTBA

YHasuH ce paznpejienis Obp30 B NOBEYETO ThKAHHU M TEJECHU TEUHOCTH B YOBELIKHS OPraHU3bM.
[IpoHMKBaHETO B riaBHUS MO3bK M B IpbOHAYHATA TEYHOCT € ¢J1ab0, OCBEH KOraTo MEHMHIUTE ca
Bb3najieHH. BUCOKM KOHUEHTpALMU B KPbBTA Ha Cy/10aKTaM U aMITULMIIMH Ce JA0CTUIaT CJie[] HHTPABEHO3HO
HJIH HHTPaMYCKYJIHO MPHJIOKEHHUE, KAaTO U JIBETE CbCTABKM UMAT MOJIYKMBOT OT npubaunsurenHo | yac. [1o-
rojiamMara 4acT OT Y Ha3uH Ce eKCKpeTUpa HeNmpoOMeHeHa B ypHHaTa.

5.3 IIpeaKJNHHHYHH JAHHH 32 6€30MacHOCT

[TpoBenieHn ca npoy4BaHKs 3a MOAOCTPA TOKCUYHOCT Ha cynbakTaM M cynbakTam/aMmuLUINH P MIXO0BE
H Ky4€Ta C HHTPABEHO3HO, MOAKOXHO U MepopaiHO Jo3MpaHe Ha cyndakTaM WM cynbakraM/aMIULHANH 33
17 nuu go 10 ceamuim,

[IpoBeseHu ca chLIO TPOYYBAHHMS 32 XPOHHYHA TOKCUYHOCT Ha Cyj16akTaM M cynbakTam/aMIuIIMINH [1pH
nbXoBe U Kyveta. CynbakraMm M cysibakTam/aMIULMINH ca pUJIaraHu MoJAKOKHO Hall 6 Mecela.
HabnonaBanu ca epekTH OT NPUIIOKEHUETO HA CyN0akTam BbpXy YepHHs 1po6. B 1onbiHeHHe KbM
yBeanuyeHusaTa Ha yepHoapoOHuUTe eH3umu (GOT, GPT u LDH) e HabnroaaBaHo 103080 U TOJIOBO
00yC/IOBEHO HATPYIBAaHE HA IIIMKOTEH B YepHUs P00 ¢ Bb3MOKHA 0OpaTHMOCT cJiej/l CiupaHe Ha
JIeKapCTBOTO. TOBa HaTpynBaHe Ha IIMKOreH He € MOIJ10 ja 0b/1e CBbP3aHO ¢ U3BECTHO 3a00sBaHe ¢
MIMKOMeHOBO HATpYIBaHe.

B Te3u npoyuBanus cyn0aKTaMm He MPUYMHABA 3HAYMMHU NIPOMEHH B IUTIOKO3HUS MeTabonn3bm. [Tpu
MaLMEeHTH ¢ AUabeT, nosyyasailu cyjlbakrTaM/aMIIULIMINH 3a MOBEYe OT 2 CeJAMMULIM, He e HabIo1aBaH
KJIMHUYHO 3Ha4YUM eeKT BbpXyY [IIOKO3HATa HaATMYHOCT. Bb3 ocHOBA HA JaHHUTE OT NMPOYYBAHUSA N1PH
KUBOTHH, MaKCHMasHaTa JHeBHA /103a Ha Y HA3WH MpPH YOBEK He TpsAOBa j1a HaaBuwaBa 12 g, T.e. 4 g
cynbakTam.

Bbnpexu ye npu naboparopHu :KUBOTHH € HabmoAaBaHa obpaTUMa MIMKOreHo3a, Ta3u HaXo/Ka e /1030-
M BpeMe3aBHCHMa U HE Ce OYaKBa /la ce NMPOosABU MPH TePareBTHYHH J03H U CHOTBETHUTE M1a3MEeHHU
KOHLEHTpaLWH1, TOCTUIHATH MPe3 CPABHUTEHO KPATKHU NMEPHOAM HAa KOMOMHUpaHa Teparnus ¢
aMIMUUMIKH/cynbakTam npu xopa.

He ca npoBexaaHu AbAroCpOYHH NMPOYUYBAHUA MPH KUBOTHH 34 OLIEHKA HA KaPLMHOrEHHHM MOTEHLHAIL.
OTnenHuTe ChbCTaBKH, AMIULIMIIMH U cynbakTam, 1aBat oTpuLATeIeH pe3ysITaT Mpu U3MUTBAHETO 3a
MyTareHHoOCT. [Ipoy4yBaHus 3a TepaTOreHHOCT NMPH MULIKH, MIHXOBE U 3aillM HEe MMoKa3BaT JOKa3aTescTBa 3a
JIEKapCTBEHO 00YCI0BEHH aHOMAJTHH.

[IpoBeaeHu ca penpoayKTHBHU NIPOYUYBAHUSA MPU MULLKH U MIBXOBE ChC CYJITAMHULIMIUH — [IEPOPAITHO
POJEKApCTBO, KOETO C€ XM/IPOJIM3UPA in vivo 10 OCBODOXK/1aBaHe HA aMITULIMIMH U cyjbaKkTam, pu J03H,

[MpeBHILABALLHK TE€3M MPH XOpa, M HE Ca M0JyYEeHH A0KA3aTe/ICTBA 3a HapyLUeH (pepTHUIIMTET WIIH YBPeK1aHe
Ha ¢eTyca.

6. DOAPMAINEBTHUYHHU JAHHHU
6.1 CrnucbK HA NOMOIHHTE BelllecTBA

Hsama




6.2 HecbBMeCTHMOCTH

YHa3uH 1 aMHHOTTIMKO3HANTE TPOBa Aa ce pa3TBApAT M NPUIAraT OTACHO MOPAH in Vilro MHaKTHBUpPaHE
Ha aMUHOIIMKO3UAUTE OT AaMUHOMNEHULIMITUHH.

CynbakraM HaTpHii € CbBMECTHM C MOBEYETO MHTPABEHO3HU PA3TBOPH, HO aMITULIMAMH HATPHIL, U ChOTBETHO
YHasuH, e 1o-Majko cTabuIeH B pa3TBOPH, ChAbPIKALLM [JTHOKO3a WK APYTH BbIIEXHAPATH, U He TpiOBa 1a
Ce€ CMeCBa C KpbB, KPbBHH MPOAYKTH UJIM IIPOTEUHOBH XHJIPOIH3ATH.

AMNOUUMWIKH, 4 CbOTBETHO YHAa3MH, € HECBBMECTUM C AMHUHOTTHKO3UAN U He TpadBa ¢pu3Myecku aa Obaar
CMECBaHH,

6.3 Cpok Ha rogHocTt

3 rOAMHH

6.4 CpoeunajaHM ycJIOBHSI HA ChXpPaHeHHe

Jla ce cbxpansBa npu Temneparypa noja 30°C.,

Jla ce na3u OT CBeT/IMHA.

6.5 BuaHa onakoBKaTa M CbAbpPKAHHE

| psrakon ot Oe3usetHo, THN Il cTLKIIO ¢ rymeHa 3anyiuasnka.

6.6 ChneunajHu npeanasHd MepKH MPH U3XBbPJsiHe U padoTa

KOHUEHTPUPAHUAT pa3TBOP 3a HHTPAMYCKYJIHO NpUIOKeHHe TpsaOBa Ja ce U3Mo/3Ba B paMKuTe Ha | yac
Cle/l MpUroTBSIHE HA pa3TBoOpa.

BpemeBuTe HHTEpBaAIK 3a ynorpeda ¢ pa3jiM4HUTE Pa3TBOPH 3a paspex/aaHe 3a MHTpaBeHO3Ha MH(DY3MA ca
KaKTO cJie/1Ba:

Pa3TBop 3a paspexaaHe KoHuenrpauus Bpeme 3a
H3I10/13BaHe
(B yacoBe)
Cyabakram + AMIHUMHIHH 25°C 4°C
CtepuiiHa BOJIa 32 MHKEKLUHUH 10 45 mg/ml 8
45 mg/ml 48
no 30 mg/ml 72
M30TOHUYEH HATPHEB XJIOPU] 10 45 mg/ml 8
45 mg/ml 48
10 30 mg/ml 72
M/6 pa3TBOp Ha HATPUEB 710 45 mg/ml 8
JlaKTar
10 45 mg/ml 8
5% BojaeH pa3TBop Ha mtoko3a 15 10 30 mg/ml 2
no 3 mg/ml 4
10 30 mg/ml 4
5% rmoko3a B 0.45% NaCl no 3 mg/mli 4
10 15 mg/ml
10% BoeH pa3TBOp HA 10 3 mg/mi 4
MHBEPTHA 3axap
710 30 mg/ml




Pa3TBop 3a paspexaane KoHueHTpauus Bpeme 3a

H3M0/13BaAHe
(B yacoBe)
Cyabakram + AMOMUHINH 25°C 4°C
PUHrep j1akraTeH pa3TBop 10 45 mg/ml 8
10 45 mg/ml 24

Heusnon3saHuAT 1ekapCTBEH MPOAYKT UM OTNAAbYHUTE MAaTepUaIn OT Hero TpsAdBa J1a ce U3XBBPJIAT B
CbOTBETCTBHE C MECTHUTE U3UCKBAHMUS.

7.  HPHUTEXATEJ HA PASPELHIEHUETO 3A YIIOTPEBA
Pfizer Europe MA EEIG
Boulevard de la Plaine 17

1050 Bruxelles
benrus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

20030034

9. JATA HA ITbPBO PASPEIIABAHE/INIOJHOBSIBAHE HA PABPEINIEHUETO 3A
YIIOTPEBA

JlaTa Ha bpBO paspeluasaHe: 26 gekemepu 1990 r.
Jlata Ha nocneaHo nogHoBsBaHe: 07 mait 2008 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
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