INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Cyramazexc Fresenius Kabi 100 mg/ml umxexiiioneH pa3rBop

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 ml coappika cyramazaexc HaTpuii, ekBuBanenTeH Ha 100 mg cyramamekc (Sugammadex).
Bceku ¢uakon ot 1 ml cbabpika cyramanekc HaTpuid, ekBuBajienTeH Ha 100 mg cyramazekc.
Bceku ¢uakon ot 2 ml chabpika cyramasiekc HaTpuid, ekBuBaieHTHH Ha 200 mg cyramaexc.

Bceku ¢uakon ot 5 ml cpapprka cyramaznekc HaTpuid, ekBuBaieHTHH Ha 500 mg cyramanexc.

ITomomrao(n) BemecTBo(a) ¢ U3BBECTHO AECHCTBHUE

Coabpxa 10 9,7 mg/ml Hatpuii (BX. Touka 4.4).

3a IBJIHUA CIIUCHK HA ITOMOIIHUTE BEIECTBA BHKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA
MHXEeKITMOHEH pa3TBOP (MHKEKITHSI)

BucThp 1 6e31BETEH 10 CBETIIOKBIIT Pa3TBOP, 0€3 BUAMMHE YaCTHIIH.
Husoro na pH e mexay 7 u 8 u ocmonanuteTsT € Mexkay 300 u 500 mOsm/Kg.

4, KJIWMHUYHU JAHHU
4.1 TepaneBTUYHM NMOKA3AHMSA

Bw3cranoBsiBane oT HEBpOMYCKYITHA 0JI0Ka/1a, HHAYIHPaHa ¢ POKYPOHHI MM BEKYPOHUH TPH
BBH3PACTHH.

IIpu neauaTpryHaTa MOITYJIANNAS: CYTaMaJIeKC Ce MPENophIBa CaMo 3a PyTHHHO Bh3CTAHOBSIBAHE OT
HEBPOMYCKYJIHA OJIOKaja, MHAYIIUpaHa C POKYPOHUH, ITPH Jella U IOHOIIN Ha BB3pacT OT 2 110
17 roaunu.

4.2 Jlo3upoBKa M HAYUH HA MPHIOKEHHE

gO?»H[}OBKa

Cyramagekc TpsiOBa Jia ce Impriara caMmo OT WIIH 10T HaOMIOACHUETO Ha aHECTE3HOJIOT.
[IpenoppuBa ce ymorpedara Ha OJIXO/IA1Ia HEBPOMYCKYJIHA TEXHUKA Ha HaOIO/ICHHE, 3a Ja ce
MpocCIesIBa Bh3CTAHOBSIBAHETO OT HEBPOMYCKYJTHATa OJ10Kaa (BX. Touka 4.4).
[IpenopbunTenHara q03a CyraMa/iekc 3aBUCH OT CTETICHTa Ha HEBPOMYCKYJTHA OJI0Kaja, OT KOSATO
MAIMeHTHT TPSOBA J1a e Bh3CTaHOBHU.

[IpenopbunTenHaTa 103a HE 3aBUCH OT AaHECTESTHUHUS PEXKHM.

Cyramajziekc MOe J1a ce M3M0JI3Ba 3a Bb3CTAHOBABAHE OT PAa3IMYHU HUBA HA HEBPOMYCKYJIHA
Oyokama, MHAYIIMpaHa ¢ POKYPOHUI MIIA BEKYPOHHUIA:



Bwv3pacmuu

Pymunno év3cmanosssane:

[IpenoppuBa ce no3a 4 mg/kg cyramazaekc, ako Bb3CTaHOBSBAHETO € JOCTUTHANIO Hall-Manko 1-2 mocT-
TeTaHWYHU noTpenBanus (post-tetanic counts, PTC) cien HeBpoMycKyITHa 0JI0Kana, HHAYITHPaHa C
POKYPOHHMI HJIM BEKYpOHHUiL. MeinaHaTa Ha BpEMETO JI0 Bh3CTaHOBSIBAHE HA ChOTHOIIEHHETO T4/T1 10
0,9 e okono 3 MuHyTH (BK. TOuKa 5.1).

[IpenopbuBa ce go3a 2 mg/kg cyramajiekc, ako € HaCTBITHIIO CIIOHTaHHO BBh3CTaHOBSBAHE HAH-MaJIKO
JI0 TIOBTOpHATA MosiBa Ha T clie1 HeBPOMYCKYJTHA 0J10Kaja, MHAYIUPAaHA C POKYPOHUH WITH
BeKypoHuii. MenanaTta Ha BpEMETO JI0 Bb3CTaHOBSBaHE Ha choTHOIIeHNETO T4/T1 710 0,9 ¢ okoio

2 MuUHYTH (BX. TOUKa 5.1).

[Ipunarane Ha mpenopbyYBaHaTa 103a 32 PyTHHHO Bb3CTAHOBSBAHE LIE JJOBEAE A0 JICKO HaMajIeHa
MeraHa Ha BPEMETO JI0 Bb3CTaHOBABAHE Ha CHOTHOIIEHHETO T4/T1 10 0,9 mpu HEBPOMYCKYJITHA
0IoKajia, MHIYIMPaHa ¢ POKYPOHUiL, B CpaBHEHUE C HEBPOMYCKYITHA OJI0Ka/Ia, HHAYIMpaHa C
BEKypOHHUH (BXk. Touka 5.1).

Heszabasno svscmanossasane om He8pOMYyCKYIHA O10KA0A, UHOYYUPAHA C POKYDOHUILL:

[Ipu xHUYHA HEOOXOAUMOCT OT He3a0aBHO BH3CTAHOBSIBAHE CIIE/ NPUIIOKEHHE Ha POKYPOHUIL ce
npenopbyBa fo03a 16 mg/kg cyramanekc. Korato 16 mg/kg cyramanekc ce npuiara 3 MUHYTH CJIe]
6omyc no3a 1,2 mg/kg pokypoHreB OpOMH/I, MOKE Jla C€ OYaKBa MEJIMaHa Ha BPEMETO JI0
BB3CTAHOBSIBaHE Ha ChOTHOMIEHHETO T4/T1 10 0,9 okono 1,5 munyTH (BXK. TOuka 5.1).

Hsma nannu, 3a na ce nmpenopbyuBa yHnotpedara Ha cyramazieke 3a He3a0aBHO Bb3CTaHOBSIBAHE OT
HEBPOMYCKYJIHA OJI0Ka/a, MHIYIIUpaHa ¢ BEKYPOHHIA.

Tlosmopno npunoosicenue Ha cy2amaodexc:.

[Ipu u3kIFOUKTETHA 0OOCTOSATENICTBA HA TIOBTOPHA MOSIBA HA HEBPOMYCKYJTHA 0JI0Kaja CIIe oreparus
(Bk. Touka 4.4), cieq mbpBoHavaaHa q03a 2 mg/kg umn 4 mg/kg cyramanaekc ce mpernopbhysa
mpusarade Ha moBTopHa f03a 4 mg/kg cyramazexc. Creq MOBTOPHO MpUIIATaHe Ha J103a CyraMaJiekc,
MAIMEHTHT TPsAOBaA J1a ce HaOIt01aBa BHUMATEITHO, 32 J1a CE YCTAHOBU TPAHOTO Bh3CTAHOBSIBAHE HA
HEBPOMYCKYJIHATa (OyHKIIHS.

Tlosmopno npunodicenue Ha poKypOHUIL UTU 8eKYPOHULL CNle0 CY2aMAOeKC:
3a mepuoANTE Ha U3YaKBaHE O MOBTOPHOTO MPUIIOKEHNE Ha POKYPOHUH MM BEKypOHHI Cle]

BB3CTAHOBSIBAHE ChC CYraMaJIeKC BHKTE TOUKa 4.4.

ﬂOnbﬂHumeﬂH(l qu)ODMauM}Z 3d cneyuajiHu nonyiayuu

Tayuenmu 6 cmapuecka 6v3pacm:

Cren npuiiokeHHEe Ha CyraMajieKe py MOBTOPHA MosiBa Ha T cieq HeBpoMycKyHa Oyiokana,
WHIyIIIPaHa ¢ POKyPOHUil, MelMaHaTa Ha BPEMETO JI0 Bh3CTaHOBsSIBaHE Ha choTHOIIeHNUETO T4/T1 0O
0,9 ipu BB3pactam (18-64 roguum) € 2,2 MUHYTH, IPU TAITUEHTH B CTapUYecKa BB3pacT (65-74 roamHm)
¢ 2,6 MUHYTH, a IPY MHOT'O BB3PACTHU MaIMeHTH (75 roanHu Wiy noseue) € 3,6 MUHyTH. Bbrpeku ue
BPEMETO 32 Bb3CTAHOBSIBAHE MPY MAIIMEHTUTE B CTAPUECKA Bh3PacT € Mo-0aBHO, TPsOBa Jia ce cra3Ba
ChITaTa MPEMophKa 3a TO3UpaHe KaTo 3a Bh3PacTHH (BXK. Touka 4.4).

bvopeuno yspescoane:

Ynorpebara Ha cyraMaiekc TIpH MaIMeHTH ¢ TeXKa CTelleH Ha ObOpedHO yBpeKaaHe (BKIFOUUTEITHO
nanueHTH, Hyxaaenu ce ot auanusza (CrCl < 30 ml/min)) He ce mpemopbuBa (Bxk. Touka 4.4).
[IpoyuBaHMsATa P MALMEHTH C TEXKa CTEIIEH HAa OBOPEYHO YBPEKAaHE HE PEIOCTABAT JOCTATHYHO
uHQOpMaIHs 32 0€30IacCHOCT B MOJIKpeNa yrnorpedara Ha cyraMaieke Py Te3U MallUeHTH (BXK. ChIO
Touka 5.1).

[Ipu neka no ymepena crerneH Ha ObOpeyHO yBpexkIaHe (KpeaTHHUHOB KIUPBHC > 30 u < 80 ml/min):
NPETOPHKHUTE 32 TO3UPAHE ca CHIIUTE KaTO TE3U 3a Bb3pacTHH 0e3 ObOpEedHO yBpexKIaHe.



Yeprnodpobno yepescoane:

He ca npoBexianu mpoy4YBaHus MpH MAIMEHTH ¢ YePHOPOOHO yBpeKaaHe. Ynorpedara Ha
cyramajiekc Tps0Ba ja ce OOMHUCIIM BHUMATEITHO TIPY NMAIMEeHTH C TeXKa CTEIEH Ha YePHOIPOOHO
YBPEKIaHE WIH KOTaTO YEPHOAPOOHOTO YBPEIKIAHE € MPUAPYKESHO C HAPYIIICHUS B
KPBBOCHCUPBAHETO (BK. TOUKa 4.4).

[pu neka 1o ymepeHa cTerneH Ha 4epHOpoOHO YBPEKIaHe: Thil KaTo cyraMajieKe ce OT/IeNs TIIaBHO
npe3 OBOpenuTe, He € HeoOXoAUMa MPOMSHA B JIO3MPOBKATA.

Hayuenmu cvc 3amavemsasane:

[Ipu manueHTH ChC 3aTIBCTABAHE, BKIOYUTEITHO MAIIMEHTH ¢ OOJIECTHO 3aTIhCTSIBaHE (MHIIEKC HA
TesecHara Maca > 40 kg/m?), noszata cyramanekc TpsabBa 1a Obe 6a3upaHa BbPXY JAEHCTBUTEIHOTO
TesnecHo Teruio. TpsOBa Aa ce crma3BaT ChIINUTE MPENOPHKH 32 TO3UPaHE KAaTO 32 Bh3PACTHU.

Ieouampuuna nonynayus

Jlena u toHomH (2-17 TONMHM):

Cyramanekc Fresenius Kabi 100 mg/ml moxe ma ce paspexzaa mo 10 mg/ml, 3a 1a ce mogoopu
TOYHOCTTA Ha JI03MPaHE MPH MeHaTPUIHATA TOIyamnus (BXK. Touka 6.6).

PyTuHHO Bb3CcTaHOBSABaHE:

[Ipu BB3CTaHOBSIBaHE OT HEBPOMYCKYJHA 0JIOKaa, MHIYLIHPaHa ¢ POKYPOHUIl ce MpenopbyBa 103a
4 mg/kg cyramazekc, ako Bb3CTaHOBSIBAHETO € IOCTUTHAIIO Hail-manko 1-2 PTC.

ITpu BB3cTaHOBSABaHE OT HEBPOMYCKYJIHA OJIOKa/a, HHAYIHUpPAaHa C POKYPOHHH, IPH TOBTOPHA MOSIBA
Ha T, ce mpenopbuBa no3a 2 mg/kg cyramanekc (Bx. Touka 5.1).

HezabaBHo Bb3CTaHOBSIBAHE:
He3abaBHO Bb3CTaHOBSIBaHE IPH JI€Ia U IOHOIIN HE € IPOYYBaHO.

Horoponenu u Manku siena (30 gHu A0 2 TOMUHM):

CrlmecTByBa cCaMO OT'paHWYCH OIMHT ¢ yoTpedara Ha cyraMmajeke mpu Maiku nera (30 gam 1o

2 ronuHM), a HOBOpoaeHuTe (mo-manko ot 30 aHM) He ca nmpoyuyBaHu. ClieoBaTeHO yroTpedaTa Ha
CyramMaJiekc Ipy HOBOPOJICHHU U MAJIKH JIela He Ce MPENopbuBa JI0 ChOMPAaHETO Ha MTOBEYE JaHHU.

Hauue Ha npuoxeHue

Cyramazekc TpsiOBa J1a ce Ipujara HHTpaBEHO3HO KaTo eIHOKpaTHA 00IyC MHXKEKITHs. boyc
WHXEKIMSITa TPsIOBa Ja ce mpriara 66p30, 1o 10 ceKyHIM B CBHITICCTBYBAIla MHTPAaBEHO3HA CHCTEMA
(BX. TOuKa 6.6).

ITo BpeMe Ha KIIMHUYHU U3MUTBAHUS CyraMajieKC € MpUjlaral camo KaTo €HOKpaTHa 00ITyC
WHKEKIIUSI.

4.3 IIpoTuBOomOKa3aHus

CBp’bX‘IyBCTBI/ITeHHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BECIICCTBA,
n30poeHu B Touka 6.1.

4.4 ChneuuajHM mpeaynpe;kaeHUs U MpeANa3sHy MepKH NpPU ynoTpeda
Criopen oOnuaiiHaTa MpakTUKa el aHEeCTe3Hsl, Cliel HEBPOMYCKYJIHA OJ0Kaa ce MpernopbyBa
HaOJIIOIeHNE Ha MAIEeHTa 3a He)KeNIaHW ChOUTHS B IIEPHO/Ia HEIIOCPEICTBEHO CIIE ONeparusiTa,

BKJIFOUYUTCIHO 3a [TOBTOPHA ITOsIBAa HA HECBPOMYCKYJIHA 6J'IOKa,Z[a.

HabGmronenve Ha quxaTteiaHaTa QYHKIUS 10 BpeMe Ha Bh3CTaHOBSIBAHE:

[Tpu manmeHTHTE € 3aABDKUTEIHO MOAIbPKAHE HA UXAaTeTHATa BEHTUIIAIUS 10 Bb3CTAHOBSIBAHE HA
aJICKBATHO CIIOHTaHHO JIMIIIAHE CJIe]] Bh3CTAHOBSABAaHE OT HEBPOMYCKYIIHA Oiokana. Jlopu ako
BBH3CTAHOBSIBAHETO OT HEBPOMYCKYJIIHA OJIOKa/Ia € ITBJIHO, IPYTH JEKapCTBEHHU MPOTYKTH, N3IIOJI3BaAHH



B IICPU- M MTOCTOIICPATUBHUS IIEPHO], MOT'AT Ja MMOTUCHAT JUXaTelHaTa QYHKIIMS U CIICIOBAaTEIIHO BCE
OIIle MOKE J1a Ce Hayiara MoJiIbpKaHe Ha BEHTHIIAIMSITA.

AKO HEBpOMYCKYJIHaTa OJI0Ka/Ia Ce MOSBU OTHOBO CIIE]] €KCTyOaIus, TpssOBa 1a Obje OCUrypeHa
aJleKBaTHA BEHTHIALHS.

IloBTOpHA MOSBa HA HEBPOMYCKYJTHA OJI0KaNa:

B ximHWYHY TPOYYBaHUS PU YYACTHUITH, JIEKYBAaHH C POKYPOHHI WIIH BEKYPOHUH, KbIETO
CyramaJieKkc ce Tpuiara u3MoiI3Baifky 1034, ONpeieeHa CIpAMO CTEIIEHTa Ha HEBPOMYCKYITHA
Omokana, e HaOMOAaBaHa MOBTOPHA MOsIBa HA HEBPOMYCKYJIHa Ostokana ¢ yectota 0,20 %, Bb3 ocHOBa
Ha HaOJI0IeHUE HAa HEBPOMYCKYJTHATa QYHKLMS WM KIMHUYHY OKa3aTelcTBa. YIoTpebara Ha 11o-
HUCKH JIO3Y OT MPEMOPBHYBAHNUTE MOXKeE 1A TIOBUIIIH PHCKa OT MOBTOPHA MOsIBA HA HEBPOMYCKYJTHA
Onokana cieq MbPBOHAYATHOTO BH3CTAHOBABAHE U HE CE MpenopbuBa (Bxk. Touka 4.2 n Touka 4.8).

Edekr BbpXy XeMocTazara:

[Ipu npoyuBane npu 3apaBu noOpoBonm go3ute 4 mg/kg u 16 mg/kg cyramaznekc BOIAT 10
MaKCHMAJIHO CPEIHO YAb/DKaBaHe Ha aKTMBUPAHOTO MapluaaIHo TpoMOoriacTHHOBO Bpeme (aPTT),
CBHOTBETHO ChC 17 1 22 % 1 Ha MPOTPOMOMHOBOTO BpeMe, MEKIYHAPOAHOTO HOPMAITU3UPAHO
otHomenue [PT(INR)], ceorBetHO ¢ 11 1 22 %. Te3u orpaHudeHu CpelHH CTOWHOCTH Ha YAbIKaBaHE
Ha aPTT u PT(INR) ca ¢ kpaTtka npoabmkutennoct (< 30 munyTH). B3 ocHOBa Ha KiiMHUYHATa Oa3a
nanad (N=3 519) u Ha cnieniuduaHo poyuBane npu 1 184 manuenTty, nperbprenu GpakTypa Ha
OenpeHaTa KOCT/TeKKa orepalys 3a CMsHa Ha CTaBa, He ce HaOIro1aBa KIMHUYHO 3HaYMM e(eKT Ha
cyramazgexc 4 mg/kg, caMOCTOSTETHO UM B KOMOMHAIMS C aHTUKOArYJIaHTH, BbPXY YecToTaTa Ha
NIepU- WIK TIOCTONIEPATUBHH YCIOXKHEHUS, CBbP3aHU C KbPBEHE.

ITpwu in vitro onuty ¢ HabIrO1aBaHO (hapMaKOAMHAMUYIHO B3auMmoeiicTue (yabiokaBane Ha aPTT u
PT) c anraronnctu Ha ButamuH K, He(pakunoHUpaH XenapuH, HICKOMOJICKYJTHH XETIapUHOUIH,
puBapokcaban u naburarpad. [Ipu nanueHTH, MoryyaBaiy cTaHapTHa MOCTONEPATHBHA
npoduIaKTHYHA aHTUKOATyJIalys ToBa papMakoAMHAMHYHO B3aHMOJCHCTBHE HE € OT KIMHUYHO
3Ha4YeHue. YoTpedaTa Ha cyramaeKkc TpsiOBa 1a ce OOMHCIM BHUMATEIIHO NPH MALIMEHTH Ha
TepaneBTUYHA AaHTUKOATYJIAIMs 32 Be4e ChIECTBYBAIIO MM KOMOPOUIHO 3a00sBaHe.

He e n3xiroueH noBuiieH PUCK OT KbPBCHC IIPHU MAIUCHTU:

o C HACJIEJICTBEH JIeUIUT HA BUTAaMHH K-3aBHCHMU KPBBOCHCHPBAIIH (HAKTOPH;
o C BEUE ChINECTBYBAIIU KOATYJIOMATHH;

. Ha JIedeHHe ¢ KyMapHuHOBHU npou3BoaHu U ¢ INR nHan 3.5;

o KOHUTO yIOTpeOsSBaT aHTUKOATyJIAHTH U Tojy4yaBaT no3a 16 mg/kg cyramaniekc.

HpPI HaJIMIMUC HA MCAUIIUMHCKO IMOKAa3aHUC 3a MPUJIAraHe Ha CyraMaJCKC IMPpU TC3U IMMAUCHTHU €
HGO6XOIII/IMO AHCCTC3UOJIOIBT Ja PCIIMN AaJIW MOJ3UTC HAABUIIIABAT BEPOATHHUA PUCK OT YCIOKHCHU,
CBBbpP3aHU C KbPBCHC, B3eMaiiku 1o BHUMAaHHUEC aHaMHE3aTa Ha MMAIUCHTUTE 3a €IIM3041 Ha KbPBCHC U
BHJa Ha IJIaHUpaHaTa onepanus. Axo ce Ipujiara cyraMaacKce npu T€31 Mague€HTU € IMPEIOPBUUTEITHO
Ja C€ CIICOAT MapaMCTPUTE HAa XEMOCTa3a U KoaryJjanuus.

HCDI/IOI[I/I Ha M349aKBAaHC 10 MOBTOPHO INPHUIOKEHUEC HA CPCACTBA, 6J'IOKI/IDEII_HI/I HCBPOMYCKYJIHOTO
OopcaaBa”He, CJIC BE3CTAHOBABAHE CHC CyraMaJacKC:

Ta6anna 1: IloBTopHO NpHUII0KEeHNEe HA POKYPOHUIA HJIM BEKYPOHMIi cjle[l pyTHHHO
Bb3CTaHOBsIBaHe (10 4 mg/kg cyramajiekc):

MunumaneH HMBA wu n03a Ha nmpusiarane
NepHo] HA H3YAKBaHe
5 MuHyTH 1,2 mg/kg poxyponuit
4 gaca 0,6 mg/kg pokypoHHii MK
0,1 mg/kg BekypoHwmii




HauanoTo Ha nelicTBre Ha HEBPOMYCKYJTHATa OJI0OKa/Ia MOXKe Ja ObJe YIBIDKEHO JI0 MPHOIN3UTEITHO
4 MUHYTH U TIPOIBIDKATETHOCTTA ¥ 1a OB/Ie ChKpaTeHa 10 IPUOIN3UTETHO 15 MUHYTH clies] TOBTOPHO
TIPUJIOKEHUE Ha poKypoHwmii 1,2 mg/kg B pamkuTe Ha 30 MHHYTH CIIe TPUIOKCHHE HA CYyraMajIeKC.

Bb3 ocHoBa Ha ®K Mozenupase, NIpenopbUUTEIHUAT IEPUO Ha U3YaKBaHE IPU MALMEHTH C JIEKa J10
yMepeHa CTeleH Ha ObOpeuHo yBpeXkKaaHe 3a OBTOpHa yrnorpeda Ha 0,6 mg/kg poKypoHHiA WK

0,1 mg/kg BeKypOHHIA, cliell pyTHHHO Bb3CTaHOBSBAHE ChC CyramajeKc, TpsoBa aa obae 24 yaca. Ako
ce M3UCKBa MO-KPaTKO M3YaKBaHe, /103aTa POKYPOHUIl 3a cie/BaniaTa HEBpOMYCKYTHa Oiokaza TpsiOBa
na obae 1,2 mg/kg.

IToBTOPHO NPHUIIOKEHHE HA POKYPOHHUI WIIM BEKypOHHH ciie] He3abaBHO Bh3cTaHOBsiBaHe (16 mg/kg
cyramajiekc): 3a MHOTO PEJKUTE CIIydaH, KOTaTo TOBAa MOJKE Jla CE M3UCKBA, CE MPETIOPhYIBa MEPHUO/I Ha
W34aKBaHe OT 24 Jaca.

Axo ce Hajara HeBPOMYCKYJTHA 0JIOKa/ia PeIy U3THYAHETO Ha MPENOPBYNTEIHHUS IEPHOJT Ha
M34aKBaHe, TP0BA J1a Ce M3I0JI3BA HeCTePOU/IeH HeBPOMYCKY.J1eH 6.10kep. Hauanoro Ha neiicTBue
Ha JICTIOJSIPU3UPALLHS. HEBPOMYCKYJICH OJIOKep MOXe Jia ObJie 110-3a0aBEHO OT 0YaKBAHOTO, Thil KATO
3HAYUTENIHA YaCT OT MOCTCHHANTUYHUTE HUKOTHHOBHU PEIIEITOPH MOTaT J1a ObJaT BCE OIIE 3a€TH OT
HEBPOMYCKYJTHHS OJIOKED.

Bu0OpeuHo yBpexane:

He ce npernopbpYBa yrIOIpe6aTa Ha CyraMaacKce Ipu MmanucHTU € TCIKKA CTCIICH Ha 6’L6pCLIHO
YBPCKAAHC, BKIIFOYUTCIIHO MAIUCHTH, HYXKJACIIH CC OT ArUaJIN3a (B)K. TOYKa 5. 1)

JIeka aHecTe3ns:

Korarto nauyeHT yMUIIIIEHO ca Bb3CTAHOBSIBAHM OT HEBPOMYCKYJIHA OJIOKa/a 10 BpeMe Ha aHEeCTe3us
IpU KIMHUYHY U3MIUTBAHUSA, B OTJENIHH CIIydau ca 3a0ensI3aHu IPU3HALHU Ha JIEKa aHEeCTe3Hs
(mBrXeHuUe, KalUlsHe, TPUMacH U CMydYeHe Ha TpaxeajHaTta Tpbhoa).

AKko manueHT Ob/ie Bb3CTAaHOBEH OT HEBPOMYCKYJIHA OJIOKaja 1o BpeMe Ha aHecTe3us, TpsiOBa aa ce
HPUIOKH JTOITBIHUTEIHA 1032 aHECTETHK W/MIIH OITHOM]] CIIOPE]] KITIMHUYHHUTE ITOKA3aHHS.

Uspasena opagukapaust:

B penku cinyuau ce HaO0AaBa U3pa3eHa OpaauKkapaAus B PAMKUTE Ha MUHYTH CJIe] IPUIOKCHHIE Ha
CyraMaJiekc 3a Bb3CTaHOBSIBAHE OT HEBPOMYCKYJHA O0Kaa. B oTnenHu cinydan OpagukapusTa
MOJKe J1a JIOBEJIE IO ChpJIeueH apecT (Bxk. Touka 4.8). [lanmenTure TpsOBa 1a ObJaT CTPUKTHO
MOHHMTOPHPAHHU 32 XeMOJAMHAMUYHHU IIPOMEHH 110 BPEME Ha U CJIC] Bb3CTaHOBSIBAHE OT
HEBPOMYCKYJTHaTa 0Jokaaa. AKo ce HaOIroAaBa KIMHUYHO 3HaunMa Opaaukapaus TpsOBa aa ce
MIPHUIIOKY JICYCHHUE C AHTUXOJIMHEPTUYHH CPEJICTBA KaTO aTPOIIHH.

YepHoapoOHO YBpEKIaHE:

Cyramaziekc He ce MeTaboJIM3upa WM EKCKPEeTHpa dpe3 YepHuUs Apoo, opaan ToBa HE ca
MPOBEKIAHU KOHKPETHH MPOYYBAHMUS TIPH MAIMEHTH C YePHOIPOOHO yBpekaane. [aieHTH ¢ Texka
CTETICH Ha YepPHOAPOOHO YBpEkKIaHe TpsOBa Ja ce TpeTHpaT ¢ MOBUIIIEHO BHUMaHUe. B ciyyaii Ha
YEPHOAPOOHO yBpEXKIaHe, MPUAPYKEHO C HAPYIICHNS B KPbBOChCHPBAHETO, BUXKTE WH(pOpMAIUsITA 32
e(eKT BppXy XeMocTaszaTa.

yHOTD€6a B MHTCH3MBHO OTACJICHHUC:

Cyramagekc He € IpOoy4BaH IIPH MallMeHTH, Ha KOUTO ca TpUIaraHi pOKYPOHUH HITH BEKypOHHUU B
HMHTEH3UBHOTO OTJCICHUE.



Yiorpeba npu Bb3CTAHOBSIBAHE OT HEBPOMYCKYJIHA OJIOKa[a, MHAYIIMPAaHa C OJOKEPH, PA3IMYHHA OT
POKYPOHHH MIIM BEKYPOHUH:

Cyramagekc He TpsiOBa Jia ce U3M0JI3Ba 32 Bh3CTAHOBSIBAHE OT HEBPOMYCKYJTHA OJIOKaaa, MHAYIIUPaHa
C HECTePOUJHU HEBPOMYCKYIIHHU OJIOKEPH, KATO ChEJMHEHNS HA CYKITMHUIXOIHH HITH
OCH3MIIN30XUHOJINH.

Cyramagekc He TpsiOBa Ja ce U3IM0JI3Ba 32 Bh3CTAaHOBSIBAHE OT HEBPOMYCKYJTHA OJIOKaa, MHAYIIUpaHa
ChC CTEPOMIHM HEBPOMYCKYJIHHU OJIOKEPH, Pa3IMuHU OT POKYPOHUI HIIM BEKYPOHHIA, ThI KaTO 3a
TaKWBa CJIydan HiMa TaHHU 3a e(i)I/IKaCHOCT u 6e3omacuoct. Hanmmunu ca OrpaHUYCHU JaHHU 3a
BBH3CTAHOBSIBAHE OT HEBPOMYCKYJTHA 0JI0Kaja, MHAYIIMPaHa C TAHKYPOHUI, HO Ce IpenopbhyuBa
CyramaJieKc J1a He Ce U3M0JI3Ba B TAKbB CIy4ail.

3a0aBEHO BH3CTAHOBIBAHE:

ChbCTOSIHUSA, CBBP3aHU ChC 3a0aBEHO KPBBOOOpAITICHHE, KaTO ChPICYHO 3a00sIBaHe, HapeIHaIa
BB3pacT (BXK. ToUka 4.2 3a BpEMETO /10 BH3CTAHOBSIBAHE IIPH MMAIIMEHTH B CTApYECKa BH3PaCT) WU
€7IeMaTO3HO ChCTOSHUE (HAIp. TEKKA CTETICH HAa YePHOAPOOHO YBPEKIAAHE), MOTAT J1a ObJIaT CBhP3aHU
C TO-JBJITY TIEPHOJIHN Ha BH3CTAHOBSIBAHE.

Peakiiun Ha CBpbX4YBCTBUTEIHOCT KbM aKTHUBHOTO BEIIIECTBO:

Knuannuctute TpsOBa 1a 6bAaT MOATOTBEHHU 32 BH3MOKHH PEAKIIMN HAa CBPBXUYBCTBUTEITHOCT KbM
AKTUBHOTO BEIECTBO (BKIIOUUTEIHO aHAQWIAKTUYHHI PEaKLMH) U J1a B3eMaT HeOOXOAUMUTE
npeArna3Hd MepKH (Bk. Touka 4.8).

Hatpuii:

To3zu nekapcTBEH MPOAYKT ChABPXKaA 10 9,7 mg HaTpuii Ha ml, ekBuBanenTHH Ha 0,5 % ot
MpenophIBAHUS MaKCUMAJICH THEBECH IMpreM 2 g HaTpuil 3a Bb3pacteHn Ha C30.

4.5 B3aumoaeiicTBHe ¢ APYI'HM JIEKAPCTBEHH MPOAYKTH M APYrd (OpMHU HA B3auMoJelcTBHE

WNudopmanusira B Ta3u ToUKa ce 6azupa BbpXy adMHUTETA HA CBhP3BaHE MEXKIy CyraMajieKc U IpyTru
JIEKapCTBEHHU NMPOJYKTH, HEKIMHUYHHU €KCIIEPUMEHTH, KIMHUYHU TIPOYYBaHUs U CUMYJIAIlNH,
W3MOJI3BAINN MOJIEN, KOWTO B3eMa MpeBujI (apMaKkoIMHAMUYHUS e(EeKT Ha HEBPOMYCKYITHUTE
O5oKkepH 1 hapMaKOKHHETHIYHOTO B3aHMMOJICHCTBHE MEXTy HEBPOMYCKYITHHUTE OJIOKEpU U CyramajieKc.
Ha 0a3a Ha Te3u qaHHU, HE c€ OYaKBa KIMHUYHO 3HAYMMO (DapMaKOAWMHAMHUYHO B3aMMOJICHCTBHUE C
JIpYyTH JEKapCTBEHU NPOAYKTH, C U3KIIOUCHHUE Ha CICAHUTE:

[Tpu Topemuden u Qy3uaoBa KHceIMHA HE MOTAT J1a c€ U3KITF0YaT B3aUMOJICHCTBUS ¢ M3MecTBaHe (He
Ce 0YaKBaT KIMHUYHO 3HAYUMH B3aUMOJCHCTBUS ChC 3aXBallaHe).

[Ipu xopMOHANHNTE KOHTPALIENTHBU HE MOXKE Jla C€ M3KIIIOYH KJIMHUYHO 3HAYNMO B3aUMOJCHCTBUE
ChC 3axBallaHe (He ce 04YaKBaT B3aUMOJICHCTBHS C U3MECTBAHE).

BBaHMOIICfICTBHH, TNOTCHIIMAJIHO 3acCATralin e(bI/IKaCHOCTTa Ha cyraMaiackc (B3aHMOI[€I71CTBPISI C

U3MECTBAHE):

[opanu npuoKeHUETO Ha ONIpEAeSICHH JIEKapCTBEHH MPOAYKTH CJIE] CyraMaeKc, POKypOHHUH nin
BEKYpOHHUH TEOPETUYHO MOTaT Ja ObJaT U3MECTEHH OT cyraMajaekc. B pesyarar moxe na ce
Ha0JIF01aBa TIOBTOPHA ITOsIBA HA HEBPOMYCKYJTHA 0JI0Kana. B TakbB ciydaii marmeHThT TPSOBa 1a Obae
BeHTWIMpaH. [IpuioskeHneTo Ha JeKapCTBEHUs MPOAYKT, KOMTO € IPUUMHII U3MECTBaHe, Tps0Ba na
ObJe mpekpaTeHo B ciyyail Ha nHQY3us. B cuTyanum, B KOUTO MOXKe a ce MPEABUIAAT MOTCHIMATHN
B3aWMOJICHCTBUS C U3MECTBaHE, MAIIMEHTUTE TPIOBA Jja ObJIaT BHUMATEIIHO HAOIIO/IaBaH! 32
NPU3HAIM Ha TOBTOPHA IMOsIBA HA HEBPOMYCKYJITHA OJiokaa (MPpUOIU3UTEIHO 10 15 MUHYTH) clien
napeHTepaIHo NPUIOKEHNE Ha APYT JIEKapCTBEH NPOIYKT, MOSBSIBALLY CE B IEpHoJia OT 7,5 yaca ciiex
NPUIOKEHUE Ha CyramMajeKc.



Topemudhen:

IIpu TopemudeH, KOWTO UMa CPaBHUTEIIHO BUCOK a)MHHUTET 3a CBbP3BaHE ChC CyramMajaeKkc U KOHTO
MOJKE J1a IPUCHCTBA B CPABHUTEITHO BUCOKH ILIA3MEHU KOHIICHTPAIUH, MOXKE JIa CE MPOSIBH U3BECTHO
M3MECTBaHE Ha BEKYPOHUI WM POKYPOHHUH OT KOMILIEKCA Che cyramajekc. CienoBaTerHo
KJIMHAIUCTUTE TPsIOBa Ja ObIaT HasICHO, Y€ Bh3CTaHOBABAHETO HA ChoTHOMEHNETO T4/T1 10 0,9 MoXKe
Ja ObJie 3a0aBEHO MPH NAIMEHTH, KOUTO Ca TOJYYHIN TOPeMU(EH B JICHS HA OTIEPaIHsITa.

Humpasenosrno npunodicenue Ha (hy3u008a KUCETUHA:

VYnorpebara Ha Gpy3u0Ba KUCETMHA B IIpeonepaTHBHATA (pa3a Moxe 1a JoBejIe 10 3a0aBsiHe Ha
BB3CTAaHOBSIBaHETO Ha choTHOMIEHHETO T4/T1 10 0,9. He ce oyakBa moBTOpHa MOsIBa Ha
HEBPOMYCKYJIHa OJIOKaja B TIOCToNepaTuBHaTa (a3a, Thii KATO CKOPOCTTa Ha MH(Y3uUs Ha Qy3ugoBaTa
KHCEJIMHA TOKPHBA MEPHOJ OT HAKOJIKO Yaca M HUBAaTa B KPHBTA Ca KyMyJIaTUBHU 3a 2-3 AHH. 3a
MOBTOPHO MPHUJIOKEHHUE HA CyraMaieKc, BIDKTE TouKa 4.2.

BsaumMoneiicTBus, NOTEHIMAIHO 3acsaraiy ehUKacHOCTTA Ha IPYIHU JEKAPCTBEHH IPOIYKTH
(B3aMMOIEHCTBYSI CHC 3aXBalllaHE):

[Mopanu npuoKeHUETo Ha cyraMajieke, epeKTUBHOCTTA Ha ONPEJICIICHN JICKAPCTBEHHU MPOTYKTH
MOJKe J1a ObJie TOHIDKEHA MTOpaIy MTOHIKAaBaHe Ha (CBOOOIHUTE) IIa3MEHH KOHIICHTPAITHH. AKO ce
HaOII0/]aBa TaKaBa CUTYaIUs, CE MPEMOPhYBa KIMHUIIUCTHT J1a OOMUCIH TTOBTOPHOTO MPUIIOKECHUES HA
JICKapCTBEHUS POAYKT, MPHUIIOKCHUETO HA TEPANICBTUYHO SKBUBAJICHTEH JICKAPCTBEH MPOIYKT (32
NPEMOYUTAHE OT Pa3InieH XUMHUUYCH KIIac) W/ UK MOJXO AN HeMENKaMEHTO3HH HHTEPBCHITUH.

XOpMOHa]ZHM KOHmpayenmueu.:

BsaumopeiictBuero Mexay 4 mg/kg cyramaiekc U mporeCTOreH ce 0YaKBa Jia A0Bee 10 HaMalsiBaHe
Ha ekcro3unusTa Ha mporectoret (34 % or AUC), momo6HO Ha HaMaJIsIBaHETO, HAOII0JaBaHO, KOTaTO
JTHEBHA J103a TIEpOpaAJICH KOHTPAIIETITUB ce npueMa 12 yaca mo-KbCHO, KOETO MOXKe J1a IOBEE 10
MoHKaBaHe Ha epekTuBHOCTTA. [IpH ecTporenute ce ouaksa eheKThT 11a e mo-cnad. CiaemoBaTeTHO
MIPUJIOKEHUETO Ha 0OJIyC J103a CyraMaJieke Ce CUMTa 3a eKBUBAJICHTHO Ha €/lHa MPOITyCHATa JHCBHA
J103a MEPOPATTHH CTEPOUIHH KOHTPAIlENTHBY (KOMOMHUPAHU WIIA CaMO TIPOTECTOreH). AKO
CyramMaJiekc ce mpusara B ChIIUs JIeH, B KOUTO ce MpHueMa U IIepopaieH KOHTPAIENTHUB, TPIOBa J1a ce
mperjieaaT ChBETUTE 3a MPOIyCHATA J103a B JIMCTOBKATA 3a MAllMeHTa Ha IIEPOPATHKsI KOHTpalLenTHR. B
CllydJaii Ha TpuJIaraHe Ha XOPMOHAJIHU KOHTPAIICTITUBY, KOUTO He ¢a MEePOPaJTHH, AI[UCHTHT TPsAOBa
Jla M3M0JI3Ba JIOTBIHUTENICH HEXOPMOHAJICH KOHTPAIICITUBEH METO/T Pe3 CIIeBAIIUTE 7 JHU U 1A
MperJie/ia ChBETUTE B JIMCTOBKATA 3a MAIIMEHTA Ha JICKAPCTBEHUSI IPOJYKT.

BBaHMOHCﬁCTBHH, AbJIKaIy C€ Ha IPOABDKUTCITHUS ed)eKT Ha DOKVDOHI/Iﬁ I BCKVDOHHﬁZ

Koraro B mocTonepaTuBHUS EPUOJT CE U3MOI3BAT JIEKAPCTBEHU IPOAYKTH, KOUTO MOTEHIIUPAT
HEBPOMYCKYJIHa OJI0Kaja, TpsiOBa Aa ce 00bpHE 0COOEHO BHUMAaHUE HA BB3MOXKHOCTTA 33 TIOBTOPHA
1osiBa Ha HEBPOMYCKYJIHA O10Kaaa. Mois, BUXKTE B JIMCTOBKaTa HA POKYPOHUH MM BEKYpPOHUI
CIUCHKa Ha KOHKPETHUTE JIEKAPCTBEHU MPOIYKTH, KOUTO MOTEHIIUPAT HEBPOMYCKYJIHA OiloKana. B
cJIydail Ha TIOBTOPHA MOsIBa HA HEBPOMYCKYITHA 0JIOKa/a, MAIIMEHTHT MOXKE JIa Ce HyXKJae OT
MeXaHMYHa BEHTHJIALKs 1 TOBTOPHO MPHIIOKEHHUE Ha CyraMaaekc (BxK. Touka 4.2).

BaunsHue Bppxy 1a00paTOPHH M3CACABAHMS:

Cyramajekc 1o MPUHIUI He BIUsIC BhPXY JJA0OPATOPHU M3CICABAHUS, C BEPOATHOTO M3KITIOUCHHE HA
TECTa 3a CEPyMHHM HHBa Ha rporectepor. HabiromaBaHo € BIMSHHAE BbPXY TO3H TECT IPH MIa3MEHH
KOHIIeHTpaImu Ha cyramazekc 100 mukporpama/ml (mukoBo miasMeHo HuBo cien 8 mg/kg donyc
WHKEKITHS ).

[pu npoyuBane npu 31paBu nodposomiwm go3ute 4 mg/kg u 16 mg/kg cyramaiekc BOJAT 70
MaKCHMAJTHO cpelHO yabinkaBane Ha aPTT, ckorBetHO ¢ 17 11 22 % u Ha PT(INR), chotBeTHO C 11 M1
22 %. Te3u orpaHuueHH cpeaHu cToitHocTH Ha yabirkaBane Ha aPTT u PT(INR) ca c kpatka
MPOABILKATENHOCT (< 30 MUHYTH).



IIpwm in vitro onutH e HabmoaBaHo (hapMaKOAMHAMHUIHO B3auMoeiicTBue (yabpinkaBane Ha aPTT u
PT) c anTaronnctu Ha ButamuH K, Hepakiimonnpan xemapu, HUCKOMOJIEKYJTHH XeTapuHONIH,
puBapokcaban u jaburatpat (Bx. Touka 4.4).

Ilennarpuysa nomyJanus

He ca mpoBexxmany opuITHATHA TPOYIBAHHUS 32 B3auMoiecTBusITa. ['openocodeHnTe
B3aMMOJICHCTBUS TIPU BH3PACTHU U MPEAYNPEKICHUATA B ToUKa 4.4 TpsOBa CHINO a3 ObJAT B3ETH O]
BHUMAaHHE MIPH NEeJUATPUIHATA IOy IIaIHs.

4.6 @epruauTeT, )PEMEHHOCT H KbPMEHe

BpemenHoct

3a cyraMajieKC HIMa KIMHUYHH JJAHHH 32 SKCIIO3UIUS 10 BpeMe Ha OPEMEHHOCT.

[IpoyuBanwusiTa MPH )KUBOTHU HE TIOKA3BAT MPEKH WIH HETIPEKH BPeTHU e(EKTH BPXY OpEeMEHHOCTTA,
eMOPHOHAITHOTO/(ETATHOTO pa3BUTHE, PAXKJAHETO MITH MOCTHATATHOTO Pa3BUTHE.

[Ipunaranero Ha cyramajiekc Ipu OpeMEHHHM XKEHH M3UCKBA MOBUIIICHO BHUMAaHUE.

Kspmene

He e u3BecTHO manu cyraMajiekc ce eKCKpeTrpa B KbpMaTa. [IpoyuBaHusTa MPHU )KUBOTHU NTOKA3BAT
EKCKpelns Ha cyraMajiekc B MIsIKoTo. [lepopanHara abcopOIust Ha IUKIOASKCTPUHH 10 TPUHITHIT €
HUCKa ¥ HE CE 0YaKBa BIUSIHUE BBPXY KbPMadyeTO Ha ECTECTBEHO XPaHEHE CIIe/ MpIJlaraHne Ha
eMHUYHA J103a IPU KbpMavKaTa.

TpsiOBa Ja ce B3eMe pelIeHue Jal Jja ce MPEYCTaHOBH KbPMEHETO WIIN JIa Ce TIPEYCTAaHOBHU/HE Ce
NPUIIOKHU TEpaIusiTa ChC CyraMajieke, KaTo ce B3eMar IpeIBH/I 10J13aTa OT KbPMEHETO 3a JCTETO U
MoJI3aTa OT TepalusaTa 3a XKeHara.

DepTunurer

He e npoy4Bano BIMSIHUETO HA cyraMasieke BbpXY (hepTunurera npu xopa. IIpoyuBanus npu
JKMBOTHH 32 OIICHKA Ha (pepTHIINTETa HE TIOKa3BaT BPEIHO BIUSHUE.

4.7 EdexTu BBpXy cioco0HOCTTA 32 IopupaHe U padoTa ¢ MALIUHA

He e u3Bectro Cyramanekc Fresenius Kabi na mosiusiBa crmocoOHOCTTa 3a modupaHe U padora ¢
MaIluHH.

4.8 HexeaaHu JeKapcTBEHH peaKIu

Pesrome Ha ipoduia Ha Oe30macHOCT

Cyramanekc Fresenius Kabi ce mpriara etHOBpeMEHHO ¢ HEBPOMYCKYIIHH OJIOKEPH ¥ AHECTETHIIN TIPH
XUpyprudnu narueHTd. Caea0BaTeHO € TPY/IHO Ja Ce OLCHU MPUYMHHO-CIIEACTBEHATa BPh3Ka C
HEe)XeJTaHUTE CHOUTHSI.

Haii-uecto choOIIaBAaHUTE HEXKETAHH PEAKIIMU TPU XUPYPTHUHM MAIMEHTH Ca KAIUTUIIA, YCIOKHCHHUS
Ha JIMXaTEeTHUTE IbTHIIA B PE3YJITAT HA aHECTE3UATA, YCIOKHEHHUS 110 BpEME Ha aHECTE3Hs,

XHMIIOTOHHS B pe3yJITaT Ha MpOolLeypaTa U YCIOKHEHUS B pe3ynTat Ha npoueaypara (Yectu (> 1/100
1o < 1/10)).

Tabanna 2: Tadnu4veH CINCBK HA HesKEJAHUTE PeaKIiu

besomacHocTTa Ha cyramanekc e oeHeHa rmpu 3 519 otaenHu ydacTHUIM B 0a3zaTa TaHHU OT COOpHU
u3nuTBaHus 3a 0e3onacHocT (asu I-111. CroOmIeHH ca ClIeAHUTE HeXKETaHU PEaKIMK TIPU ILTae6o
KOHTPOJIMPAHU M3MHUTBAHMA, KbACTO YYACTHULUTE MOTy4aBaT aHECTE3Us /UM HEBPOMYCKYJIHH
osokepu (1 078 ydacTHUIH, C €KCTIO3UIIMS Ha cyraMajiekc crpsmo 544 Ha 1uiane6o):



[Mnozco uecmu (> 1/10); wecmu (= 1/100 0o < 1/10); neuecmu (> 111 000 0o < 1/100), pedxu
(> 1/10 000 0o < 1/1 000); mnoco peoku (< 1/10 000)]

Cucremo-opraHeH Kjac Yecrora Hexenanu peakuuu
(ITpenmoynTany TEPMUHH)

Hapyuienust Ha uMyHHaTa Heuectn Peakuuu Ha

CHUCTEMA CBPBXUYBCTBUTEIHOCT KbM
AKTUBHOTO BEILECTBO (BXK. TOUKA
4.4)

Pecniuparophuu, rppaau n Yectn Kamumna

MENACTHHAIHN HapyIIEeHUs

HapansBanus, otpaBsHust u | Yectn YcnoxxHeHns Ha

YCIIO’KHEHHUS], BB3HUKHAIIU B JUXaTeJIHUTE IbTHUIIA B

pe3ynTaT Ha UHTEPBEHINH pe3yJITaT Ha aHECTE3UITAa

VYcnoxxHeHue 1o BpeMe Ha
aHecte3us (Bxk. Touka 4.4)

XUNOTOHUS B pe3ynTaT
Ha IIpoletypara

YcioxxHeHus B pe3yaTar
Ha IIpolestypara

Onucanue Ha I/I36I)aHI/I HCXCIaHU pCaKIInu

Peaxyuu na cepvxuyscmeumennocm KoM akmueHOMO 6eUieCmeo.

[Tpu HsIKOM MAIMEHTH W JJOOPOBOJIIH Ca CE TIOSBUIIM PEAKITUH HA CBPHXYYBCTBUTECITHOCT,
BKITFOUUTEITHO aHa(mIakcus (3a nHPopMaIus 3a JOOPOBOIIMTE, BUKTE MO-A0TY ,, M HpopMmarus 3a
3apaBu 1o6poBoiu’). ChOOIIEHUATa 33 TAKWBA PEAKIUU OT KIIMHUYHU U3IUTBAHUS TIPU XUPYPTUIHU
MAIMEHTH Ca HEYECTH, & OT TOCTMAPKETUHTOBHSI TIEPUO]] ca C HEU3BECTHA YECTOTA.

Te3u peakiuy Bapupar OT U30JIMPAHH KOXKHH PEAKINH 0 CEPUO3HU CUCTEMHH PEaKInu (T.e.
aHadwIakcHs, aHAQIAKTUYCH II0K) U ca CE MOSBWIIH MTPH MAIUSHTH 0€3 MPEAXO0IHO MPHiIaraHe Ha
cyramasekc.

CuMritoMuTe, CBBP3BaHU C TAKMBA PEAKIUH, BKIIFOUBAT: 3a4EPBSIBaHE HA KOXKAaTa, yPTHKAPHS,
epuTeMaTo3eH 00PHB, (TEXKKA) XUITOTOHUS, TAXUKAP/IUs, TTOIyBaHe HA e3UKa, oAyBaHe Ha (papuHKca,
OpoHXOCMma3bM U 0eJI0pOOHN OOCTPYKTUBHH ChOUTHA. TEKKUTE pEaKIMU Ha CBPBXUYBCTBUTECIHOCT
Morar aa ObAarT ¢ JeTaJleH U3XOJ.

Yenoorcnenus na ouxamennume nvmuuwia 6 pe3yaimam Ha aHecmesUusl:

VYcnoxaeHuATa Ha JUXATCJIHUTE IIbTUIIA B PE3YJITAT HA aHCCTC3HA BKIIOYBAT 3aJIaBAHEC OT
CHAOTpaxcajIHaTa Tp1,6a, KalllJIsIHE, JICKO 3aJaBsAHC, PCAKIIUA Ha np06y>Kz[aHe 10 BpEMC Ha onepanus,
KallIAHE 110 BPEMEC Ha aHECTC3WA WK 110 BpEME Ha OINCpalusd, WM CIIOHTAHHO JUIIIAHC HA MAllUCHTA,
CBBpP3aHO C aHECTE3UATA.

Yenooicnenue no epeme na anecmesus.:

YcnoxHEeHUs 110 BpeMe Ha aHEeCTEe3Us, TI0Ka3aTeIHH 32 Bb3CTaHOBSIBAHETO HA HEBPOMYCKYJTHATA
®YHKHHH, BKJIFOYBAT ABUXXCHHUEC HA KpaﬁHHK HUJIN HA TAJIOTO UJIN KAIJIAHE 1O BpCMC Ha aHECCTC3UA UJIN
0 BpeMe Ha OrmepaIysi, TpPUMacH Wik CMyYeHE Ha eHII0TpaxeanHarta Tph0a. Bikre Touka 4.4 ,,JIeka
aHecrTe3us .

Yenoocnenus 6 pesynmam na npoyedypama:

YciioxkHeHHATa B pe3ynTaT Ha Ipolelypara BKIIOUBAT KalUIsHe, TaXUKapAus, OpaguKkapans,
JIBUKEHHE U YCKOpsSIBaHE Ha Chp/ieyHaTa 4eCTOTa.
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Hspaszena bpaouxapoust:

[Tpu NOCTMAPKETHHTOBUSI OIUT ca HAOIIOIaBaH! U30JMPAHHU CITydau Ha U3pa3eHa OpajuKapaus u
Opaaukapus ChC ChPACUCH apecT B PAMKHUTE HA MUHYTH CJIe]l IPUIOKCHHUE HA CyraMasieKe (BXK.
Touka 4.4).

Tloemopna nosea Ha He8POMYCKYIHA OA0KAOA:

B xiIMHWYHY TPOYYBaHUS IPU YYACTHUIIH, JIEKYBaHH C POKYPOHUI WM BEKYPOHUH, KBIETO
cyramajieKkc ce Mnpujiara u3IoJi3BaifKu J103a, onpe/ielieHa CIIope]] CTENeHTa Ha HEBPOMYCKYITHA
ookama (N=2 022), e Habmro/1aBaHa MOBTOPHA T0sIBA HA HEBPOMYCKYJIHA Otokaaa ¢ gectota 0,20 %,
B3 OCHOBA Ha HaOIIO/ICHIE HA HEBPOMYCKYJIHATA (YHKIMS WM KIMHUYHY JI0KA3aTeJICTBa (BXK. TOYKA
4.4).

HUnghopmayus 3a 30pasu 006posoyu:

Panpgomusupano, JBOWHOCIANO NPOYYBaHE U3CIEIBA YECTOTATa HA PEAKLIMUTE Ha
CBPBXUYYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MPH 3]paBy TOOPOBOJIIIH, TOTyYaBaH JI0 3 03U
miane6o (N=76), cyramanekc 4 mg/kg (N=151) unu cyramanekc 16 mg/kg (N=148). CpoluicHusITa 32
HO003MpaHa CBPBXYYBCTBUTEIHOCT Ca JOIBIHUTEIHO OLCHEHH 3acClieTleHO OT KoMucHs. YecToTaTa Ha
JIOTIBJIHATETHO OIIEHeHaTa CBphXUyBcTBUTENHOCT € 1,3 %, 6,6 % 1 9,5 % CHOTBETHO B IpyNHTE HA
iane6o, cyramaaekc 4 mg/kg u cyramanekc 16 mg/kg. Hama cpobmienns 3a anapumakcus cies
npueM Ha mane0o wim cyramaziexc 4 mg/kg. Mima emHuYeH, JOBIHUTEIHO OLCHEH CiTydail Ha
aHaduIakcus ciie mbpBaTa go3a cyramazaekc 16 mg/kg (uectora 0,7 %). Hama nannu 3a noBuieHa
YeCTOTa MM TEKECT Ha CBPHXUYBCTBUTEIHOCT MIPU MIOBTOPHO MpUJIaraHe Ha CyraMasexc.

B npenumrHo npoy4BaHe ChC CXO/CH AM3aiH, IMa TPU JOIBIHATEITHO OLICHEHH CITydas Ha
aHa(uIIaKCcHs, BCHUKH CJIejl pueM Ha cyramazaekc 16 mg/kg (qecrora 2,0 %).

B 6a3ara manHu Ha cOOpHU MpoyuBaHus ¢asza I HexemaHuTe CHOUTHS OlleHeHH KaTo yectu (> 1/100
10 < 1/10) nnu MHOTO YectH (> 1/10) 1 HaOMOAaBaHU MO-YECTO CPEJ] YYACTHUIIUTE, JICKYBaHH ChC
cyramajsiekc, OTKOJIKOTO B muare0o rpynara, Bkimtousar gucreysus (10,1 %), rmaBobomme (6,7 %),
razgene (5,6 %), yprukapus (1,7 %), npypuryc (1,7 %), 3amasaoct (1,6 %), moBpbimane (1,2 %) u
kopemHa 6oska (1,0 %).

ﬂOVl'bJZHMmeJZH(l UHdJODMauM}l 3d cneyuajiiu nonyiayuu

Hayuenmu c 6e100pobHu 3a60196aAHUSL:

B nocTMapkeTHHTOBY TaHHU U B €IHO KOHKPETHO KIIMHHYHO WU3IUTBAHE MPH MAlMEHTH C aHAMHE3a 3a
0e1oAPOOHH YCIIOKHEHUS € ChOOIIEH OPOHXO0CIIAa3bM KaTO BEPOSTHO CBHP3aHO HEIKEIAHO CHOUTHE.
[Ipu BCHUKM MALIMEHTH ¢ aHAMHE3a 32 0eNToIPOOHU YCIOKHEHUS, JICKapsAT TPSIOBa Jja € 3al03HaT ¢
BB3MO)KHATA TI051Ba HA OPOHXOCTIa3bM.

Ileouampuuna nonynayus

[Ipu npoyuBaHus ¢ HeIUaTpUYHK NALMEHTH Ha BB3pacT oT 2 10 17 rogunu, npouiasbT Ha
Oe3onacHocT Ha cyramazaekc (1o 4 mg/kg) kato 110 € noo0eH Ha npoduiia, HabII0AaBaH MPH
BB3PACTHH.

Tayuenmu ¢ 6onecmno 3amavcmsasane

B KJIMHUYHO M3NUTBAaHE, CIICIUATHO HACOYCHO KbM IMAIUCHTH ¢ O0JIECTHO 3aTIbCTABAHE, MPOQUIBT
Ha 0€30IaCHOCT KaTo I[SUI0 € 10100€H Ha TO3U MPHU Bb3PACTHH MALMEHTH B COOPHM MpoyuBaHus ¢asa |
no III (Bxk. Tabmuma 2).

Tayuenmu ¢ mesicko cucmemno 3a60as18ame

B usnuTBaHe npu nauueHTH, KOUTO ca oueHeHu kato Knac 3 unu 4 cnopea AMEpUKaHCKOTO
IIpyKecTBO Ha aHecTe3noso3nute (American Society of Anesthesiologists (ASA)), (TalMEeHTH C TEXKO
CHCTEMHO 3a00JIsIBaHE WM MALUEHTH C TEKKO CUCTEMHO 3a00JIsIBaHe, KOETO € MIOCTOsIHHA 3ariaxa 3a
KHUBOTA), MPOMUIBT HA HEeXKeTaHuTe peakuuu rpu Te3n ASA Knac 3 1 4 nanyeHTH KaTo 1msio e
nmo100eH Ha TO3U MPHU BH3PACTHH MalMeHTH B cOOopHH npoyuBanus ¢asza I no I (Bx. Tabnuma 2).
Buxre Touka 5.1.
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Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH

Cro0maBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIUU CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BaKHO. ToBa MMO3BOJIsBA Ja PO IBIDKH HAOIIOICHUETO Ha ChOTHOIIICHUETO I0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsAKa
0I03UPaHa He)KETaHa Peakiiys Ype3 Hal[HOHAIHA CHCTeMa 3a ChOoOIaBaHe, MOCOUYCHA B

[punoxenue V.

4.9 Ilpeno3upane

[Ipu xIMHUYHYN pOyYBaHUA € choOIIeH | ciayvail Ha cirydaitHo npegosupane ¢ 40 mg/kg 6e3 HsIKaKBU
3HAYUMH HeXelaHu peakuuu. [Ipu npoydBane 3a TOHOCHMOCT MPH X0pa, CyraMaIeKc € pujarad B
no3u 110 96 mg/kg. He ca cho0aBaHN HUKaKBU HEXKEIIaHU CHOUTHSI, CBBP3aHH C J103aTa, HUTO
CEPHUO3HU HEeKEITaHU CHOUTHSI.

Cyramajekc Moxe Jia ObJie OTCTpaHeH upe3 XeMoIuali3a ¢ GUITHP ¢ BUCOKA CKOPOCT Ha MOTOKA, HO
HE ¥ ¢ GUITHP ¢ HUCKA cKopocT. Criope JaHHUTE OT KIIMHUYHUTE MPOYYBAHMS, TUTa3MEeHAaTa
KOHLICHTpalus Ha cyramajaexc ce Hamanssa 10 70 % cnen 3 no 6-uacoBa quanusa.

5. ®APMAKOJIOTUYHHU CBOMCTBA
51 @apmakoguHAMUYHH CBOMiCTBA

dapmakoTepaneBTU4HA IPyNa: BCUUKU APYTH TeparneBTUUHH MpoayKTH, aHTuaoTH, ATC xox:
V03AB35

MexaHU3bM Ha IEWCTBUE:

Cyramanekc e Moau(unpan raMa-IuKIOASKCTPHUH, KOWTO € CEIEKTUBHO CBHP3BAIIIO CE C
MHUOpeJIaKcanTH cpeacTBo. Toil 0Opa3yBa KOMIUIEKC C HEBPOMYCKYJIHHUTE OJIOKEPH POKYPOHHI
WM BEeKYPOHUH B IJIa3MaTa U Taka HaMmajsBa KOJUYECTBOTO HEBPOMYCKYJICH OJIOKeED,
CIIOCOOCH J1a Ce CBbP3Ba C HHKOTHHOBH PEIENTOPH B HEBPOMYCKYITHUTE CUHAIICH. ToBa BOAH
JI0 Bb3CTAHOBSIBAHE OT HEBPOMYCKYJIHA OJIOKa[a, MHIYIIUpaHa ¢ POKYPOHHIA WIIH BEKOPYHHH.

dapMakoIMHAMUYHU e(PEKTH:

Cyramanekc e npuiaras B 1o3u Mexnay 0,5 mg/kg u 16 mg/kg npu npoy4Banus 3a onpeaeisiHe
Ha 3aBHCUMOCTTA /1032-0TTOBOP IPH HEBPOMYCKYJTHa OJloKaaa, MHIynrupana ¢ pokyponwuii (0,6,
0,9, 1,0 u 1,2 mg/kg pokypoHHeB OpOMU ChC U 0€3 MO IbPIKAIIA 103a) U ITPH HEBPOMYCKYJIHA
Onmokana, nanyurpana ¢ Bekyponuii (0,1 mg/kg BekyponueB 6poMua cbe 1 6e3 moaabprkaina
J1032) B pa3IMYHU BPEMEBH TOUYKH/Pa3IMYHU CTEIICHH Ha HEBPOMYCKYJHa O6Jokana. I1pu tesn
MPOy4YBaHUs € HaOMo1aBaHa sICHa 3aBUCHMOCT J[03a-0TI'OBOD.

Knnanuna edukacHocT 1 0€300aCHOCT:

Cyramaziekc MoXKe J1a ce IPWIOXKHU B HAKOJIKO pa3jInYHU BPEMEBH TOUKH CJIe]l IPIIOKECHHE Ha
POKYPOHHEB WJIM BEKYPOHHEB OpOMU:

Pymunno evscmanossasane — 0b100Ka He8POMYCKYIHA OA0KAOA.:

B exHo ocHOBHO npoyuBaHe, MALMEHTUTE Ca PAaHJOMHU3UPAHH B TPYITH HA POKYPOHHUI U Ha
BeKypoHuil. Ciiel mocieHara 103a pOKypOHHU WM BEKYPOHUH, NTPH 1-2 MOCTTETaHUYHU
noTpenBaHus, ca npuiokenn 4 mg/kg cyramanexc mwin 70 mcg/kg HEOCTUTMUH B
paHIOMU3UpaH pell. BpeMero oT HA4anoTo Ha MPUIIOKEHUETO Ha CYyraMajieKC WM HEOCTUTMUH
JIO BB3CTAaHOBSIBAHE HA ChOTHOIIEHHETO T4/T1 10 0,9 e:

Ta0auna 3: Bpeme (MHHYTH) OT IPMJIOKeHHE HA CyraMaleKCe WM HEOCTUTMUH NPH AbJI00KA
HeBpOMYCKYJIHA 010Kkaga (1-2 mocTTeTAHUYHYU MOTPENBAHUSA) CJIe/l POKYPOHHUI WJIN BeKypPOHMIi
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10 Bb3CTAaHOBsIBaHe HA choTHomenuero T4/T: o 0,9

HeBpoMmycKyJieH OJI0Kep

Cxema Ha JeUeHNE

Cyramanekc (4 mg/kg) Heocturmus (70 meg/kg)
IPoxyponuii
IN 37 37
Menuana (MUHYTH) 2,7 49,0
["panum 1,2-16,1 13,3-145,7
Bexyponmuii
N 47 36
MennaHa (MHHYTH) 3,3 49,9
["panum 1,4-68,4 46,0-312,7

Pymunno eév3cmanossnsane — ymepena He8poMycKyaHa 010xkaoa:

B npyro ocHOBHO npoy4BaHe, MAIUEHTUTE Ca PAHIOMHU3UPAHU B TPYITH Ha POKYPOHHUH U BEKYPOHHIA.
Cren mocneHaTa 103a POKYPOHHA WM BEKYPOHUM, IIPH ITOBTOPHATA 1MOsIBa Ha T, ca MpHUII0)KEeHH

2 mg/kg cyramanekc wiu 50 mcg/kg HEOCTUTMUH B paHIOMU3HUpaH pea. BpeMeTo oT HayanoTo Ha
MPUIIOKEHUETO HA CyraMaJIeKC MM HEOCTUTMUH JI0 Bb3CTaHOBSIBAHE Ha ChoTHOIIEeHHETO T4/T1 10 0,9

c:

Tabanna 4: Bpeme (MHHYTH) OT NPHJIOKeHHE HA CyraMaJieKC WM HEOCTUTMUH NPH MOBTOPHATA
nosisa Ha T2 cien poxkypoHuii niM BeKypoOHMii 10 Bb3CTAHOBSIBAaHEe HA cbOoTHOLIeHUeTO T4/T1 no

0,9
HeBpomyckynen 6mokep CxeMa Ha JIedeHUE

Cyramazexc (2 mg/kg) Heocturmus (50 mcg/kg)
Poxyponmii
N 48 48
Menuana (MUHYTH) 1,4 17,6
["panum 0,9-5,4 3,7-106,9
BexkypoHuii
N 48 45
Menuana (MUHYTH) 2,1 18,9
["parwm 1,2-64,2 2,9-76,2

Bb3craHoBsiBaHE ChC CyraMaieKc OT HEBPOMYCKYJIHA 0JI0Ka/a, MHAYLMpaHa C POKYPOHHUH, € CPaBHEHO
C Bb3CTAHOBSIBAaHE C HEOCTUTMHUH OT HEBPOMYCKYJIHA OJIOKaa, MHIyLUpaHa ¢ uc-arpakypuid. [lpu
noBTOpHa nosBa Ha T e mpuioxeHa no3a 2 mg/kg cyramanekc win 50 meg/kg HeocTUTMUH.
Cyramazekc ocurypsisa 1o-0bp30 Bb3CTaHOBSBAaHE OT HEBPOMYCKYJIHA 0JI0Kaga, MHIyLIUPaHa C
POKYpPOHHI, B CPABHEHHE C Bb3CTAHOBSIBAHE C HEOCTUTMHH OT HEBPOMYCKYJIHA O10Ka/a, MHAYLMpaHa

C IIMC-aTpaKypHii:

Ta0auna S: Bpeme (MUHYTH) OT IPHJIOKEHHE HA CyraMaJleKC UM HEOCTUTMHUH NIPH NOBTOPHATA
nosiBa Ha T> cJjieg pOKYPOHHI 1N NMC-aTPAKYPHil 10 Bb3CTAHOBSIBaHE HA CHOTHOLIEHNETO

T4/T1 no 0,9

HeBpoMycKyJieH OI0Kep

Cxema Ha JeUeHNE

IPoxypoHMii U cyramaiekc

[luc-aTpakypuii © HEOCTUTMUH

(2 mg/kg) (50 mcg/kg)
N 34 39
MennaHa (MHHYTH) 1,9 7,2
["panum 0,7-6,4 4,2-28,2
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3a nezabasno evscmanoeasane:

BpemeTo 10 Bb3CTaHOBSBaHE OT HEBPOMYCKYJIHA OJIOKa a, HHAYIHPaHa ChC CYKIIMHUIXOIHH
(1 mg/kg) e cpaBHEHO ¢ Bb3cTaHOBsBaHE Che cyramazekc (16 mg/kg, 3 MUHYTH TO-KBCHO) OT
HEBPOMYCKYJIHa OJI0Kaa, MHAyIHpaHa ¢ pokyponwuii (1,2 mg/kg).

Tabauua 6: Bpeme (MUHYTH) OT MPUWJIOKEHUE HA POKYPOHMIA U cyraMmaaeKkc Wi
CYKIMHWJIXOJIMH 10 Bb3cTaHOBsiBaHe Ha T1 10 %

HeBpomyckynen 6okep CxeMa Ha JieueHue
IPoxypoHMii U cyramaiekc CyKITHHIIXOJINH
(16 mg/kg) (1 mg/kQg)

IN 55 55

MennaHa (MHHYTH) 4,2 7,1

["panum 3,5-7,7 3,7-10,5

ITpu cOopen aHau3 ca ChOOIICHHU CICIHUTE BpEMEHA Ha Bh3CTaHOBsIBaHe Npu 16 mg/kg cyramazexc
cien 1,2 mg/kg pokypoHuer OpoMu;

Tadauua 7: Bpeme (MUHYTH) OT IPUWIOKEHUE HA CYyraMaJeKe 3 MUHYTH cJie/l POKYPOHUIi 10
Bb3CTAHOBsAIBaHe Ha choTHOoIenuero T4/T1 mo 0,9, 0,8 nim 0,7

T4/T1 a0 0,9 T4/T1 a0 0,8 T4/T1 a0 0,7
N 65 65 65
Menuana 1,5 1,3 1,1
(MuHYTH)
I'parumm 0,5-14,3 0,5-6,2 0,5-3,3
bvopeuno yspescoane:

JIBe OTBOpEHU MPOYYBaHHS CPABHIBAT O€30IACHOCTTA U €(PUKACHOCTTA Ha CyramMajieKC MpH
XUPYPTUYHH MMALUEHTH ChC U 0e3 TeKKa cTeneH Ha Ob0peuHo yBpexxaane. B eqnoro npoyusane,
cyramajiekc e npuioxeH cien 0mokana Ha 1-2 PTCs, unnynupana ¢ pokyponuii (4 mg/kg; N=68);
IIpH APYTOTO IPOyYBaHe, CyraMaieke € IPUiIoKeH Ipu moBTopHara nossa Ha T2 (2 mg/kg; N=30).
Bb3cranoBsiBaHeTo OT 0J10KagaTa € yMEPEHO YABIDKESHO IIPH NALMEHTH C TeXKa cTereH Ha ObOpeyHo
yBpeXKJIaHe, B CpaBHEHHUE ¢ MalueHTuTe 0e3 0b0peuno yBpexaane. [lpu Te3n npoyuBanus He ca
ChOOIIaBaHU OCTAThUHA HEBPOMYCKYJTHA OJIOKaJ[a WM TIOBTOPHA T0sIBa Ha HEBPOMYCKYJIHA OJioKana
MIPH MAIUEHTUTE C TEXKa CTENeH Ha ObOPEeYHO yBpeXKIaHe.

Ilayuenmu c bonecmno 3amibcmsagane:

WznurtBane npu 188 maruenTy, TMarHOCTHLIMPAHU ¢ OOJIECTHO 3aTIAbCTABAHE, U3CIEABA BPEMETO 32
BBH3CTAHOBSIBAHE OT YMEPEHa WM IbJIOOKA HEBPOMYCKYJIHA OJIOKa/a, MHAYLIMPAaHaA C POKYPOHUH WK
Bekyponuil. [lanmenture momyuasar 2 mg/kg nim 4 mg/kg cyramazexc, B 3aBUCHMOCT OT CTEIICHTa Ha
0J10Kaza, JO3UpaH UK CIIOpe JeHCTBUTEIHOTO TEIECHO TETII0, WIIK CIIOPE]l UACATHOTO TEJIECHO
TETrJI0, Ha paHIOMM3HPaH, IBoWHOCIsN npuHIKI. COOpHO 3a cTeneH Ha 0J10Kaga 1 HEBPOMYCKYJIEH
O50Kep, MeiMaHaTa Ha BPEMETO 10 Bb3CTaHOBsIBaHE Ha cboTHOWIEHHETO train-of-four (TOF) > 0,9 mpu
MaIMeHTH, Ha KOUTO € TPUI0KEHA J103a CTIOpea NEHCTBUTETHOTO TesecHo Terio (1,8 munytn), e
CTaTHCTUYECKH 3Ha4YuMo no-mainka (p < 0,0001) B cpaBHEHHE ¢ MAIIMEHTH, HA KOUTO € MPUIIOKEHA
J103a CIIOPEe UAEATHOTO TEJIECHO Tero (3,3 MUHYTH).

Ileouampuuna nonynayus:

WznutBane npu 288 manuenTy Ha Bb3pacT OT 2 10 < 17 roguHu u3cineaBa 0€30MacHOCTTa U
e(uKacCHOCTTa HA CyraMa/ieKC CIpPsIMO HEOCTUTMHUH KaTo CPEACTBO 332 Bb3CTAHOBABAHE OT
HEBPOMYCKYJIHa OJI0Kaja, MHAYLIMpaHa ¢ pOKYPOHHI WM BEKYpOHHiA. Bb3cTaHOBsIBaHE OT yMepeHa
omokazna no crotHomeHnero TOF > 0,9 e 3HaunTeHO MO-O0HP30 B rpynara Ha cyramazekc 2 mg/kg B
CpaBHEHHME C IpyIaTa Ha HEOCTUTMUH (CpeiHa reOMEeTpHUYHa CTOMHOCT OT 1,6 MUHYTH 3a CyraMazeKc
2 mg/kg 1 7,5 MUHYTH 32 HEOCTUI'MHH, ChOTHOIIEHUE Ha CPETHUTE TeOMETpUIHH cToiHOCTH (0,22,
95 % CI (0,16; 0,32), (p< 0,0001)). Cyramazaekc 4 mg/kg nmoctura Bb3CTAaHOBSBAHE OT JBJI0O0OKA
0JI0KaZia ChC CpeTHa TeOMETPUYHA CTOHHOCT OT 2,0 MUHYTH, TOAOOHO Ha pe3yNITaTUTE HAOII0gaBaHH
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TIpH BB3pacTHH. Te3u epekTH ca MOCTOSHHY 33 BCHYKH ITPOYYBAHU BH3PACTOBH KOXOPTH (2 110 < 6;
6 mo < 12; 12 go < 17 ronuHn) KaKTO MIPH POKYPOHUH, TaKa M MpH BeKypoHuid. Brkre Touka 4.2.

Hayuenmu ¢ meosicko cucmemuo 3abona6amne:

M3nuTane npu 331 manueHTH, KOUTO ca oneHeHn karo Kiac 3 nmm 4 ciopen ASA, m3cnensa
YecToTaTa Ha MOSIBUIIMTE CE BbB BPH3Ka C JICUCHUETO APUTMUM (CHHYCOBa OpaJiMKapIus, CHHyCOBa
TaXUKapIus WK APYTH CbPACYHH apUTMUM) CIIe] IPUI0KEHUETO Ha CyraMaieKC.

[pu nanmentu, moryyasamm cyramanexc (2 mg/kg, 4 mg/kg v 16 mg/kg), yectorara Ha MOSIBUIATE
Ce BBB BPb3Ka C JICYCHHETO apUTMUHU KaTo ISJI0 € MoA00Ha Ha Ta3u npu HeocturmuH (50 meg/kg o

5 mg makcumanHa n103a) + rimkonuponat (10 meg/kg no 1 mg makcumansa no3a). [Ipodunrst Ha
Hexxenanute peakimu mpu ASA Kiac 3 u 4 manmeHTH KaTo msu1o € Ioj00eH Ha TO3H P Bh3PACTHH
nanueHT B cOopHu npoyusanus ¢asa I no I1I. 3aTtoBa He e HeoOXoaMMa KOpPEKIHS Ha J03aTa. Brkre
Touka 4.8.

5.2 dapmakoKHMHeTHYHH CBOWCTBA

DapMaKOKMHETUIHUTE NapaMEeTPH Ha CyraMaieKe ca U34MCIICHH OT o0Ius cOOp Ha KOHLEHTPALUUTE
Ha HECBBP3aHUs U CBbP3aHUs B KOMILIEKC cyraMajiekc. @DapMaKOKMHETUYHU TApaMeTpH KaTo
KIMPBHC ¥ 00€M Ha pasIipe/ieNIeHre ce IpHeMar 3a eIHaKBU MTPHU HECBBbP3aHUS U CBbP3aHUs B

KOMILJICKC CYyraMaaCKC IIpU Jina 1moJ aHeCTe3usl.

Pasnpenenenne:

HabnronaBanusT craiimoHapeH 00eM Ha pasIpe/ieliecHue Ha CyraMaieke € mpuoim3utenHo 11 1o

14 nutpa npu B3pacTHH MAIMEHTH C HOpMaiHa ObOpeuHa QyHKIUs (Bh3 OCHOBA Ha
KOHBEHI[MOHAJICH, HEKOMITAPTUMEHTEH (DapMaKOKMHETHYCH aHau3). HUTo cyramanexkc, HUTO
KOMILJIEKCHT OT CyraMaJieKC U POKYPOHHIA, Ce CBBP3BAT C TUIA3MEHHUTE MPOTEHHHU UM C EPUTPOITUTHTE,
KaKTO € TOKa3aHo iN VIitro, Kato ce M3IoJ3Ba YOBeIKa [ia3Ma 0T MbXKHA HHAUBHUIL H 1is71a KPbB.
Cyramagnekc mposiBsiBa IMHEITHA KMHETHKA B J030BUTe rpaHuiy oT 1 1o 16 mg/kg, koraro ce mpuara
Karo 1.v. 0oiyc 103a.

MertabonuseMm:

B npeaxiMHUYHA ¥ KITMHAYHA IPOYYBAHUS HE ca HAONIOaBaH METa0OIUTH Ha CyTraMaJieKC U €
HabI0JaBaHa caMo ObOpedHa eKCKpenrs Ha HETPOMEHEHHSI MPOIYKT KaTo IbT Ha EIMMHHHPAHE.

EnumMunupase:

EnuMuHAITHOHHMAT MOTYKUBOT (t1/2) Ha CyraMajiekc MPpH Bh3paCTHHU MAIlMEHTH ¢ HOpMaliHa ObOpedHa
(hyHKIES TI0JT aHECTE3MS € OKOJIO 2 Jaca, a M3YNCIICHHUAT IIa3MeH KIIMPBHC € 0koio 88 ml/min. Exro
Mpoy4BaHe 3a O0ajaHc Ha MacuTe MoKasea, 9e > 90 % ot mo3ata ce ekckpetupa a0 24 gaca. 96 % ot
Jlo3aTa ce eKCKpeTHUpa B ypuHaTa, OT KOUTO NoHE 95 % ce AbinKaT Ha HeMPOMEHEH CyraMajieKc.
Exckpernusita upes dereca win U3IUIIBaHAS BB3IyX € mo-Mainko ot 0,02 % ot mo3ara. [lpunoxeHunero
HA CyramajieKC IpH 3paBu JOOPOBOJIIIH BOAM JI0 MOBUIIIEHO ObOPEYHO SIIMMUHUPAHE HA POKYPOHUH B
KOMITJIEKC.

Cneuuaﬂyu nonyaayuu.

bvbpeuno yspeoicoarne u ev3pacm:

ITpu hapMaKOKHHETHYHO TPOYUBAHE, CPABHSIBAIIO MAIUEHTH C TEKKa CTENEH Ha OBOPEUHO
YBPEKIaHE U MAIUEHTH ¢ HOpMaHa ObOpeuHa HYHKIMS, IUTa3MEHNUTE HUBA Ha CyraMajiekC B JBETE
IPYITH ca MOJA0OHU Mpe3 MbPBUSI Yac CJIe/] MPUIIAraHeTo, a Clie] TOBa B KOHTPOJIHATA IPyIia HUBATA
HaMaJIsiBat Mo-0bp30. TOTaTHATA SKCIIO3MITHS HAa CYyraMajeKe € yIb/DKeHa, KOeTo Boau 10 17 mbTu
MO-BUCOKA SKCIIO3UIINS TP MAIHEHTH ¢ TeXKa CTENeH Ha Ob0peuHo yBpexaane. [Ipu nanueHTn ¢
TeKKa ObOpeUHa HEJOCTATHYHOCT Ca TOJOBUMH HUCKH KOHIIGHTPAI[MK Ha Cyramajiekc moxe 48 yaca
CIIeJT I03UPAHETO.
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[pu BTOpO PpapMaKOKUHETUIHO MPOYUYBAHE, CPABHSBAIIO JIUIIA C YMEpEHa WM TeXKa CTETICH Ha

0BOpevHO yBpeXJaHe U JHLA C HopMaiHa ObOpedHa QyHKIHS, KIUPBHCHT HAa CyraMaaeKc

MPOrPECUBHO HAMAJISIBA U t1/2 POTPECUBHO CE€ Y/IbJDKaBa C BJIOIIABAHETO Ha ObOpeYHaTa (yHKITHSL.
ExkcriozunusTa € 2 mbTH U 5 THTH MO-BUCOKA MPH JIUIA ChOTBETHO C YMEPEHA U TE)KKA CTETICH Ha
0B0peunHo yBpexmane. [lpu iauma ¢ Texxka 0b0pedHa HETOCTATHYHOCT, CJIe 7 THU OT MPUIAraHeTo Ha

J03aTa KOHLICHTPAIUUTE Ha CyraMaJI€KC BE€UC HE Ca YCTAHOBUMMU.

Ta6anna 8: Ilo-goay e npeacTaBeHo 06001meHne Ha GapMaKOKHHETHYHUTE MApaMeTPH Ha
cyramajiekc, crpaTupuuupany Ha 6aza Bb3pacT H 0bOpeyHa QyHKIMA:

MN30pann xapaKkTepUCTHKH HA MALMEHTA Cpennn nporuosupann ®K napamerpu (CV*%)
Hemorpadcku bropeuna GyHKInsa Kmmpsrc O6em Ha Enumunanuonex
JaHHU KpeatnHnHOB KIMpBHC (ml/min) pasnpezneneHue noyxuBoT (h)
Bw3pacr (ml/min) MIPU CTallHOHAPHO
TenecHo cecrosiaue (1)
TETJIO
Bw3pacren | Hopmanna 100 84 (24) 13 2 (22)
40 romuan | YBpeneHa | Jleko 50 47 (25) 14 4(22)
75 kg Ymepeno | 30 28 (24) 14 7 (23)
Texko 10 8 (25) 15 24 (25)
Crapuecka | Hopmanna 80 70 (24) 13 32D
Bb3pacT
75 romuan | YBpenena | Jleko 50 46 (25) 14 4 (23)
75 kg Ymepeno | 30 28 (25) 14 7 (23)
Texko 10 8 (25) 15 24 (24)
IOnoma | Hopmanna 95 72 (25) 10 2 (21)
15 rogunn | YBpenena | Jleko 48 40 (24) 11 4 (23)
56 kg Ymepeno | 29 24 (24) 11 6 (24)
Texko 10 7 (25) 11 22 (25)
Cpenna Hopmaimua 60 40 (24) 5 2 (22)
JeTcKa
BB3pacT
9 romuan | YBpeneHa | Jlexo 30 21 (24) 6 4 (22)
29 kg VYmepeno | 18 12 (25) 6 7 (24)
Texko 6 3 (26) 6 25 (25)
Panna nercka| Hopmanna 39 24 (25) 3 2 (22)
Bb3pacT
4 roguan | YBpenena | Jleko 19 11 (25) 3 4 (23)
16 kg Ymepeno | 12 6 (25) 3 7 (24)
Texko 4 2 (25) 3 28 (26)

*CV= KoepuITMEHT Ha BapHaIns

Tlom:

He ca Ha6J'IIO}_IaBaHI/I IMOJIOBH pa3JIMKHU.

Paca:

[Ipu npoyuBaHe Ha 37ApaBH JHLA OT SMOHCKH MPOU3XO0/ U OT €BPONEHIHATA paca He ca HaOIro1aBaHu
KJIMHAYHO 3HAYMMH Pa3JIMKH BbB (papMaKOKMHETHUHUTE NapameTpu. OrpaHnueHH JaHHU HE TIOKa3BaT
pasnuyus BbB PapMaKOKWHETUUHUTE ApaMETPH MPU YSPHOKOXKH WK apo-aMepHKaHIIH.
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TemecHO Terno:

HOHynaI_II/IOHHI/IHT (bapMaKOKI/IHCTI/I‘leH AHAJIN3 Ha Bb3PACTHU MAUCHTHU U MMAIUCHTHU B CTApUCCKa
BB3pPacCT HE ITIOKa3Ba KIIMHUYHO 3HAYMMa BPpb3Ka Ha KIIMPBHCA U obeMa Ha pasnupeacia€Hue ¢ TCJIECCHOTO
TETJIO.

3aTIbCTSIBaHE:

B ximHUYHO mpoyYBaHe MpH MAIUEHTH ¢ 00JIECTHO 3aTTbCTABaHe, cyramazekc 2 mg/kg u 4 mg/kg e
JIO3UpaH CIopea ISHCTBUTETHOTO TEJIECHO TeTIo (n=76) Win UACATHOTO TEIECHO Terio (n=74).
Excno3umusita Ha cyramajiekc ce yBeJIn4aBa 110 JI0303aBUCHM, JITHECH HaYMH, CIe] TIPUIIOKEHHE B
3aBHCUMOCT OT JICHCTBUTEIIHOTO TEJIIECHO TETJIO WM HJEATHOTO TeJiecHO Terio. He ce HabmonaBar
KIIMHUYHO 3HAYUMHU PA3JIUKU BbB (PAPMAKOKUHETHYHUTE MTAPAMETPH MEXKITY MAIUSHTUTE C OOJIECTHO
3aTIBCTSABAHE U 00IATa IMOMYJIalysl.

5.3 IlpenkJIuHUYHU TaHHH 32 0€30MACHOCT

IIpenxmuHUYHUTE TaHHU HE MOKa3BaT 0COOEH PHUCK 3a XOpaTa Ha 0a3a Ha KOHBCHIIMOHATHUTE
(hapMaKoOJIOTUYHY U3MUTBAHMS 32 0€30TACHOCT, TOKCHYHOCT IPU MHOTOKPATHO TpUiIaraHe,
TEHOTOKCHYECH MOTEHIIMA U PENPOIYKTUBHA TOKCUYHOCT, JJOKAJIHAa MOHOCUMOCT U CbBMECTUMOCT C
KpBBTA.

Cyramajekc ce U34ucTBa Obp30 NP NPEAKIMHAYHHA BUOBE, BHIIPEKU Y€ OCTATHUHU KOJINIECTBA
cyramajiekc ca HaOJroJaBaHu B KOCTUTE M 360MTE HA IOBCHWIIHU TUTEXOBE. [IpeKTnHnIHATE
MIPOYYIBAHUS TIPH MJIAJH BB3PACTHH M 3PEJU IUTHXOBE IMOKA3BaT, Y€ CyraMaieKC He MTOBIUIBA
HeO0JIaroNpHUATHO [IBETa Ha 3b0UTE WM Ka4eCTBOTO, CTPYKTypaTa Wik MeTaboM3Ma Ha KOCTHUTE.
Cyramajekc He Biusie BbpXY 3apacTBaHETO Ha (PpaKkTypu ¥ KOCTHOTO PEMOICIIUPAHE.

6. DPAPMALIEBTUYHU JTAHHHU

6.1 Chnucbk Ha IOMOIIHUTE BelIeCTBA

XJI0pOBOJAOPOAHA KUCETHHA (3a KopeKius Ha pH)

Hatpues xunpokcun (3a kopekius Ha pH)

Bona 3a nexkexknuu

6.2 HecbBMeCTHMOCTH

To3u ekapcTBeH MIPOAYKT He TpsiOBa 1a ce CMecBa C JpYyTry JIEKapCTBEHU NIPOJYKTH, C U3K/IIOUCHUE Ha
Te3H, IOCOYCHH B TOUKa 6.6.

CpoOuieHa e pu3ndHa HECHBMECTUMOCT C BepanaMull, OHIaHCETPOH M PAHUTH/INH.

6.3 Cpok Ha rogHOCT

3 roguHu

Jokasana e xumu4dHa 1 pU3NYHA CTAOMIIHOCT 10 Bpeme Ha yrmoTpeba 110 48 gaca ciefi MbpBOTO
otBapsiHe u paspexaane, npu 2°C no 25°C. Ot MUKpOOHOIOTHYHA TIIeHA TOYKA pa3peACHHUAT
IPOJYKT TPAOBa Ja ce M3IM0JI3Ba He3abaBHO. AKO HE Ce U3I0JI3Ba He3a0aBHO, OTPEOUTENSAT HOCH
OTrOBOPHOCT 3a BPEMETO M yCIIOBUATA HA ChXPaHEHHE 10 BpeMe Ha yrnorpeda, KaTo Teé OOMKHOBEHO He

TpsiOBa na HagxBHPIAT 24 gaca npu 2°C o 8°C, 0CBeH ako pa3pekIaHETO HE € U3BBPIIEHO MPH
KOHTPOJIMPAHU M BAJIMIUPAHU ACETITHIHH YCIIOBHSI.
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6.4 ChnenuajJHM ycJI0BUS HA ChbXpaHeHHe

To3u nexapcTBeH NPOAYKT HE U3MCKBA CIICIIUAIHY TEMIIEPATYPHH yCIOBHS Ha ChbXpaHEHUE.
a ue ce 3ampasspa.

CrxpansBaiiTe (prakoHa B KapTOHEHAaTa OIAKOBKA, 3a Jla c€ MPEe/a3u OT CBETINHA.

3a ycoBHATa HA ChXPAHEHHUE HA Pa3peIeHUS JIEKapCTBEH POIAYKT, BIDKTE TOUKa 6.3.

6.5 Bwuau chbabpkaHHe HA ONAKOBKATA

1 ml, 2 ml u 5 ml pa3TBOp BBB (hi1aKOH OT CTHKIIO THII |, 3aTBOPEH CHC CHBA 3aITyIIaiKa OT
XJIOpOOYTHIIOBA TyMa 3alledyaTaHo ¢ alyMUHHEBO OTYYIBAIIIO ce Kamaye.

Bunose onakosku: 10 ¢makona mo 1 ml, 2 mlu 5 ml.

He Bcuyky BHIOBE OMaKOBKH MOTarT Jia ObIaT MyCHATH Ha Ma3apa.

6.6 CneuuajHu npeanasHu MepKH NPHU U3XBbPJsiHe U padoTa

Cyramanekc Fresenius Kabi mosxe na ce nHyKeKTHpa B MHTPaBEHO3HATA JIMHKS B X012 Ha HHDY3HS ChC
CIICTHATE MHTPAaBEHO3HH pa3TBopH: HaTpues xiopun 9 mg/ml (0,9 %), rmrokoza 50 mg/ml (5 %),
Hatpues xjopun 4,5 mg/ml (0,45 %) u rmokoza 25 mg/ml (2,5 %), paztBop Ha Punrep nakrar,

pastBop Ha Punrep, rimokosza 50 mg/ml (5 %) B Hatpues xmopua 9 mg/ml (0,9 %).

WudysnonHaTa cucteMa TpsAOBa J1a ce MpoMHUe aJeKBaTHO (Hamp. ¢ HaTpueB xiaopua 9 mg/ml (0,9 %))
Mexy npuiokenneTo Ha Cyramanekce Fresenius Kabi u npyru nekapcTBeHH POITYKTH.

Yrnotpeba npu neauaTpuyHa MOnyIaius
Ipu nemuarpuunu narmentn Cyramanexc Fresenius Kabi Moxe fa ce pa3TBapsi ¢ pa3TBOp Ha HATPHUEB
xnopua 9 mg/ml (0,9 %) no kounentparus 10 mg/ml (Bxk. Touka 6.3).

Hewnsnon3panusar JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tpﬂ6Ba Aa CC U3XBBPJIAT
B CBOTBCTCTBHUEC C MCCTHUTC N3HMCKBAHH.

7. IMPUTEXATEJ HA PAZPEIIEHUETO 3A YIIOTPEGA
Fresenius Kabi Deutschland GmbH

Else-Kroner-Strafie 1,
61352 Bad Homburg v.d.Hohe

I'epmanus

8. HOMEP(A) HA PASPEHHIEHUETO 3A YIIOTPEBA
EU/1/22/1663/001

EU/1/22/1663/002

EU/1/22/1663/003

9. JATA HA TbPBO PA3PEINIABAHE/TIOJHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[arta Ha mbpBO pa3pelaBaHe:
10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[MonpoOHa nHOpManus 3a TO3M JICKAPCTBEH MPOAYKT € MPeI0CTaBeHa Ha yeOcalita Ha EBponeiickara
areHIus 1o JeKapcTBaTa http:// www.ema.europa.eu.
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IMPUJIOKEHHUE IT

MHNPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA
IHAPTU N

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TIOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U UBNCKBAHUSA HA PASPEHHIEHUETO 3A
YINOTPEBA

YCJIOBUA NJIN OT'PAHUYEHNUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A.  NIPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOXXJABAHE HA ITAPTUIN

Hme n aapeC HAa MPOU3BOAMTCIIA, OTTOBOPEH 34 0CB060)KI[aBaH€ Ha IapTUAUTC

Labesfal - Laboratorios Almiro, S.A.
Zona Industrial do Lagedo

3465-157 Santiago de Besteiros
Tlopryranus

b. YCJIOBUSA NWIN OI'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOAYKT CE€ OTITyCKa [0 OTPaHUUEHO JIeKapcKo npeanucanue (Bx. [Ipunoxenue I:
Kpatka xapakTeprcTika Ha MpOAyKTa, TOUKa 4.2).

B. JPYI'U YCJOBUSA U N3UCKBAHUSA HA PASPELHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJau3npaHu aokjaanau 3a 6ezonacuoct (IIAIB)

M3uckpanusTa 3a nonaBane Ha [TAJIb 3a To3u JeKapCTBEH MPOAYKT ca MMOCOUYEHHU B CITUCHKA C
pedepentHute natu Ha EBponerickus cpio3 (EURD cnucek), npeasuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, n BbB BCUUKH CJI€ABAIIN aKTyaJIN3aLIH, ITyOJIUKYBaHU HA €BPOIEHCKUS
yeOropTa 3a JeKapcTBa.

. YCJIOBUs NWJIN OTPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS IPOAYKT

. Ilnan 3a ynpaBienue Ha pucka (ITYP)

[IpurexxatensaT Ha pasperienuero 3a ynorpeda (IIPY) Tps6Ba na n3BbpIIBa H3UCKBAHUTE JIEHHOCTU U
JeHCTBUS, CBBP3aHU C IIPOCIIeAsIBaHe Ha JeKapcTBeHaTa 0€301acHOCT, mocoueHu B ogoopenus I1YP,
npezacraBed B Moayin 1.8.2 Ha pa3pelieHueTo 3a ynorpeda, KakTo U BbB BCUUKH CIIC/IBAIIHA 0JJOOpEHH
akTyanu3anuu Ha ITYP.

Axrtyanusupas [IYP TpsOBa na ce mogasa:
e 110 ucKaHe Ha EBpomnelickaTa areHuus 1o JeKapcTBaTa;
® BHHAarHW, KOTaTo C€ M3MEHs CHCTEeMaTa 3a yIpaBlieHHe Ha prUCKa, 0COOCHO B pe3ynTar Ha
MoJTydaBaHe Ha HOBa MH(OpPMAIIUs, KOSITO MOXKE Jla IOBEJIC 10 3HAUUMHU IPOMCHH B
CHOTHOIICHHUETO I10JI3a/PUCK, WK CJIC/ TOCTUTaHE Ha BayKEH eTall (BbB BPh3Ka C
MpocJeIsBaHe Ha JIeKapCTBEHATa 0€30TACHOCT WIJIHM CBEXIaHE Ha PUCKA 10 MHHAMYM).
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ITPHUJIOKEHHUE I1I

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA, 10 x 1 ml ¢iakonn

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Cyramanekc Fresenius Kabi 100 mg/ml umkeKImoHeH pa3TBop
cyramajeKc

‘ 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 ml pa3tBop chabprka 100 mg cyramanekc (kato cyramanaekc HaTpHid).
Bceeku iHaKOH ot 1 ml ceapprka 100 mg cyramanexc ( ).

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomnTHm BemiecTBa: XJIOPOBOJOPOIHA KUCEIMHA, HATPUEB XUIPOKCHI, BOAA 32 MHIKCKITHH.
Bwxre nmucToBkara 3a moeue wH(pOpMaIus.

‘ 4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

10 ¢nakona
100 mg/1 ml

‘ 5. HAYUH HA ITPUJIOKEHUME U ITT(MIIIA) HA BBBEKJAHE

MHTpaBEeHO3HO NPUITIOKEHUE
3a emHOKpaTHa yroTpeoa.
[Ipenu ynoTpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Crnen mbpBOTO OTBApSHE U pa3pekAaHe, 1a Ce ChXpaHsaBa Npu TeMrneparypa 2-8°C u na ce
U3II0JI3Ba B paMKHUTE Ha 24 yaca.
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja He ce 3ampassiBa. ChxpansBaiiTe (hjakoHa B KAPTOHEHATA ONIAKOBKA, 32 JIa CE TPEINasu OT
CBETIIMHA.

10. CIHENOUWAJIHU INNPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

I/I3XB’LpHeT€ HCUSIIOJI3BAHUA Pa3TBODP.

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Fresenius Kabi Deutschland GmbH
Else-Kroner-Strafie 1,

61352 Bad Homburg v.d.Hohe
I'epmanus

12. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/22/1663/001

13. TTAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HACHTU(DHUKATOP.

‘ 18. YHUKAJIEH WIEHTUH®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETHKET HA ®JIAKOHA, 10 x 1 ml daakonn

1. NME HA JIEKAPCTBEHUSA IMTPOAYKT U ITbT(MLIA) HA BBBEXK/JIAHE

Cyramanekc Fresenius Kabi 100 mg/ml urkexist
cyramajeKc
iv.

‘ 2. HAYUH HA ITPNJIOKEHHNE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4, INAPTUJIEH HOMEP

ITaptuna:

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

100 mg/1 ml

| 6.  JIPYTO
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA, 10 x 2 ml ¢1akonun

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Cyramanekc Fresenius Kabi 100 mg/ml uHKeKIIMOHEH pa3TBOP
cyramajeKc

‘ 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 ml pa3tBop chabprka 100 mg cyramanekc (kato cyramajaekc HaTpui) .
Bceeku iHaKOH ot 2 ml ceapprka 200 mg cyramazekc ( ).

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHM BetiecTBa: XJIOPOBOJOPOIHA KUCEIMHA, HATPUEB XUIPOKCHI, BOAA 32 MHXKCKITHH.
Bwxkre nmucToBkara 3a mopeue uH(poOpMaIys.

‘ 4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

10 ¢nakona
200 mg/2 ml

‘ 5. HAYUH HA ITPUJIOKEHUME U ITT(MIIIA) HA BBBEKJAHE

MHTpaBEeHO3HO NPUITIOKEHUE
3a emHOKpaTHa yroTpeoa.
[Ipenu ynoTpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Crnen mbpBOTO OTBApSHE U pa3pekAaHe, 1a Ce ChXpaHsaBa Npu TeMrneparypa 2-8°C u na ce
U3II0JI3Ba B paMKHUTE Ha 24 yaca.
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja He ce 3ampassiBa. ChxpansBaiiTe (hjakoHa B KAPTOHEHATA ONIAKOBKA, 32 JIa CE TPEINasu OT
CBETIIMHA.

10. CIHENOUWAJIHU INNPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

I/I3XB’LpHeT€ HCUSIIOJI3BAHUA Pa3TBODP.

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Fresenius Kabi Deutschland GmbH
Else-Kroner-Strafie 1,

61352 Bad Homburg v.d.Hohe
I'epmanus

12. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/22/1663/002

13. TTAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — IBYU3MEPEH BAPKO/|

JBynsmepeH 0apKo ¢ BKIIOYECH YHUKAJIEH HACHTU(DHUKATOP.

‘ 18. YHUKAJIEH WIEHTUH®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN

27



MHUHUMYM JAHHU, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETHUKET HA ®JTAKOHA, 10 x 2 ml ¢aakonu

1. HUME HA JIEKAPCTBEHMUSA INTPOAYKT U ITBT(MIIA) HA BBBEKJIAHE

Cyramanekc Fresenius Kabi 100 mg/ml urkexiust
cyramasiekc
1.V.

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onmen mo:

4. ITAPTUJIEH HOMEP

ITapTuna:

‘ 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

200 mg/2 mi

| 6. JPYIO
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA, 10 x 5 ml ¢iakonn

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Cyramanekc Fresenius Kabi 100 mg/ml uHKeKIIMOHEH pa3TBOP
cyramajeKc

‘ 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 ml pa3tBop chabprka 100 mg cyramanekc (kato cyramamaekc HaTpHid).
Bceeku iHaKOH ot 5 ml ceapprka 500 mg cyramaznexc ( ).

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHM BetiecTBa: XJIOPOBOJOPOIHA KUCEIMHA, HATPUEB XUIPOKCHI, BOAA 32 MHXKCKITHH.
Bwxkre nmucToBkara 3a mopeue uH(poOpMaIys.

‘ 4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

10 ¢nakona
500 mg/5 ml

‘ 5. HAYUH HA ITPUJIOKEHUME U ITT(MIIIA) HA BBBEKJAHE

MHTpaBEeHO3HO NPUITIOKEHUE
3a emHOKpaTHa yroTpeoa.
[Ipenu ynoTpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Crnen mbpBOTO OTBApSHE U pa3pekAaHe, 1a Ce ChXpaHsaBa Npu TeMrneparypa 2-8°C u na ce
U3II0JI3Ba B paMKHUTE Ha 24 yaca.
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja He ce 3ampassiBa. ChxpansBaiiTe (hjakoHa B KAPTOHEHATA ONIAKOBKA, 32 JIa CE TPEINasu OT
CBETIIMHA.

10. CIHENOUWAJIHU INNPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

I/I3XB’LpHeT€ HCUSIIOJI3BAHUA Pa3TBODP.

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Fresenius Kabi Deutschland GmbH
Else-Kroner-Strafie 1,

61352 Bad Homburg v.d.Hohe
I'epmanus

12. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/22/1663/003

13. TTAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — IBYU3MEPEH BAPKO/|

JBynsmepeH 0apKo ¢ BKIIOYECH YHUKAJIEH HACHTU(DHUKATOP.

‘ 18. YHUKAJIEH WIEHTUH®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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MHUHUMYM JAHHU, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETHKET HA ®JIAKOHA, 10 x 5 ml daakonn

1. HUME HA JIEKAPCTBEHMUSA INTPOAYKT U ITBT(MIIA) HA BBBEKJIAHE

Cyramanekc Fresenius Kabi 100 mg/ml urkexiust
cyramasiekc
1.V.

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onmen mo:

4. ITAPTUJIEH HOMEP

ITapTuna:

‘ 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

500 mg/5 ml

| 6. JPYIO
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b. JUCTOBKA
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JIucroBka: nHpopManus 3a noTpeduTeNIs
Cyramagexkc Fresenius Kabi 100 mg/ml unkexkunonen pa3rsop

cyramaznekc (sugammadex)

IIpoyeTeTe BHMMATETHO HSAJIATA JIUCTOBKA, PEAN TOBA JIEKAPCTBO Aa Bu 0bae MpuiIokeHo, Thil
KaTo TH ChAbP:Ka BaxkHa 32 Bac nundopmanus.

° 3anazere Ta3u JUCTOBKA. MOXe /1a ce HANOXKU J1a 1 IPOYETETE OTHOBO.

° AKO UMaTe HAKaKBU TOIBJIHUTEIHU BBIPOCH, MONUTalTe Bamus anecTe3nonor win Jekap.

° AKO MOTy4YuTE HIKAKBU HEXKEJIAHU PEaKlUu, yBe1oMeTe Baius aHecTe3noor uiu Apyr jJeKap.
ToBa BKITIIOUBA ¥ BCHYKH Bb3MOKHU HEXEJIAHU PEaKIIUY, HEOMMCAHH B Ta3H JINCTOBKA. BrokTe
Touka 4.

Kakgo CbABbPiKa Ta3u JIMCTOBKA

KaxBo npencrasnsiBa Cyramazekc Fresenius Kabi u 3a kakBo ce u3nosn3sa

Kaxkso Tpsi0Ba na 3naere, npenu na Bu 6b1e npunoxen Cyramanekc Fresenius Kabi
Kak ce nmpuara Cyramazekc Fresenius Kabi

Bb3MOXXHH HEXKENaH! PeaKiuu

Kak na cpxpansBate Cyramanekc Fresenius Kabi

ChbabpkaHue Ha ONIAKOBKATa M JOMBIIHUTEIHA HHPOPMALIUS

SOk wdE

1. Kakso npeacraBasiBa Cyramanekc Fresenius Kabi u 3a kakBo ce u3nonsBa

Kakso npeacraBasiBa Cyramanekc Fresenius Kabi

Cyramanekc Fresenius Kabi cbabpika akTHBHOTO BelllecTBO cyramajekc. CyramaaeKc ce cuuTa 3a
CPEJICTBO, KOCTO CENeKMUBHO Ce C8bP36d C MUOPENAKCAHMU, THI KaTo IHCTBA CaMO BBPXY
criel(pUIHN MYCKYJIHH PEIaKCaHTH, POKYPOHHEB OPOMHU UM BEKYPOHHEB OPOMUI.

3a kakBo ce n3nou3Ba Cyramanekc Fresenius Kabi

IIpu HAKOM BUAOBE orepanny, MycKyinuTe Bu TpsiOBa a ca HarbJIHO OTIycHATH. ToBa yJecHsBa
XUpypra Jia M3BBPIIN onepaiusaTa. 3aToBa odIara ymoika, Kosto Bu ce mpuiara, BKITtoYBa
JIeKapcTBa, KOUTO OTIycKaT Bammre Mmyckynu. Te ce Hapu4at MyckyaHu perakcanmu, HanpuMmep
POKypoHHEB OpOMUI M BeKypoHueB Opomu. Thil KaTo Te3H JIeKapcTBa ChIIO OTIycKar BammuTe
JIUXaTeTHA MYyCKYJIH, TI0 BpeMe Ha U clie/] onepamusaTa Bu e HeoOxoarMa oMo, 3a /1a AUIIaTe
(M3KycTBEHO OOIUILIBAHE), TOKATO 3alIOYHETE /1A IUIIATE CAMOCTOSITETHO.

Cyramanekc ce U3M013Ba, 32 1a YCKOPH Bb3CTaHOBSIBAaHETO Ha Bamure MycKyiu ciiefi onepanusi, 3a Aa
Bu no3Bosu ja 3ano4vHeTe mo-cKopo Ja JAMIIATe cCaMOCTOSTeNHO. ToM AeiicTBa, KaTo ce CBbP3Ba C
POKYpOHHEBHSI OPOMH/T MIT C BEKYPOHHEBHS OpoMu[ B opranuzMa Bu. Moxke fa ce m3nomn3pa mpu
BB3PACTHH, KOTATO CE€ M3MOI3BAT POKYPOHHEBUS OPOMHU/T WIIM BEKYPOHHUEBYSI OPOMUJI, U TIPH JIela 1
FOHOIITHN (Ha BB3pacT 2 10 17 roauHM), KOraTo POKYPOHHEBHUAT OPOMHEJI CE U3II0I3Ba 32 YMEPEHO HUBO
Ha peJaKcarusl.

2. Kakso Tps6Ba 1a 3Haere, npeau aa Bu 6bae npuiaosken Cyramaneke Fresenius Kabi
He TpsoBa 1a Bu 0b1e npuiaran Cyramanekce Fresenius Kabi
J aKo CTe aJepruuHu KbM CYraMa/IeKC MM KbM HSKOSI OT OCTaHAJINTE ChCTAaBKU HA TOBA
JIeKapcTBO (M30pOEHH B TOUKa 6).

VBegomMmeTe Bamms aHecTe3noIior, ako ToBa ce oTHacs 3a Bac.

IIpenynpesxkaenus U npeanasHu MepKH
I'oBoperte ¢ Bamus anecresuodior, npeau Aa Bu 0blie NpHIokKeH cyraMmaaekc.
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. aKo MMaTe WIK CTe UMaiu 0bOpeuHo 3a0omnsBaHe. ToBa € BaXHO, Thi KaTO CyraMaJiekc ce
oTHens Upe3 OnOpenure.

®  aKO MMare WIH CTe UMaJIH YePHOIPOOHO 3a00IIBaHE.

®  aKo UMare 3aJphXKKa Ha TSYHOCTH (OTOK).

®  aKo uMmare 3a00JIIBaHUS, 32 KOUTO € U3BECTHO, Y€ TIOBUIIIABAT PUCKA OT KbPBEHE (HAPYIIICHUS B
KPBhBOCHCUPBAHETO) MIIM CTE Ha JICYCHUE C AaHTUKOAryJIaHTH.

Jlena u roHOIIH
ToBa nexapcTBO HE ce MPENopPbYBa NPU KbpMadeTa Ha Bb3PacT MO 2 TONHHU.

Jpyru nekapcrBa u Cyramajgekc Fresenius Kabi

TpsioBa a kaxxete Ha Bamms anecTe3nosor, ako mpruemMare, HACKOPO CTE TIPHEMATH WK € B3MOYKHO
I IpUeMaTe IPYTH JIeKapCTBa.

Cyramajiekc MOXe J1a TIOBJIHsIC Ha APYTH JIEKapCTBa WK J1a ObJIe MOBJIUSH OT TSIX.

Hsikou JexapcTBa Morat Aa HamaasaT edpexra Ha Cyramaaekc Fresenius Kabi
W3KITI0YHMTEITHO BaXKHO € J1a yBEAOMHUTE Balust aHecTe3no10T, ako HaCKOPO CTe IPHEMaJIH:
. TopemudeH (M3M0I3BaH MPH JICYCHHE Ha paKk HA T'bp/Iara).

. ¢by3umoBa kucenuHa (aHTHOMOTHK).

Cyramajekc Fresenius Kabi moske 1a moBjnsie XOpMOHAJIHHTE KOHTPALENTHBH

o Cyramazekc Fresenius Kabi moxxe na moHmwku eekra Ha XOPMOHAJIHH KOHTPAIICITHBH,
BKJIFOUUTEIIHO MPOTHBO3a4aTh4YHH TaOJICTKH, BATHHAIICH PBCTCH, UMIUIAHTATH WITH
XOpMOHaIHa BbTpeMaToyHa cuctema (BMC), 3amoTo HamansiBa KOJIMYECTBOTO HAa XOPMOHA
HPOrecTOreH, Koeto nmpuemare. KomnaecTBoTo nporecToreH, 3ary0eHo mopay H3Hoa3BaHeTo
Ha CyramasieKc, € pUOIM3UTENTHO CHUIOTO KAaTo MPH MPOIYCKaHe Ha e/1Ha /1032 IepOopaeH
KOHTPALCIITUB.

—AKO B3eMare NPOTHBO3aYaTh4HA Ta0JIeTKA B ChIUIUS JICH, B KOWTO B € mpuinoxeH
cyramajiekc, cieBaiiTe HHCTPYKIMUTE 3a MPOIyCHATA J103a B JINCTOBKAaTa Ha
HPOTHBO3a4aThbuHUTE TAOIETKH.

— AKO H3M0JI3BaTe APYrH XOPMOHAIHN KOHTPALICNITHBH (HAIIpUMEp BarHHAJICH MPBCTEH,
UMIUTAHTAT WIK BbTPEMATOYHA CUCTEMa), TPSOBa J1a U3IMOJI3BATE AOMBIHUTEIICH HEXOPMOHAJICH
METOJ Ha KOHTpalenuus (KaTo mpe3epBaTHB) Mpe3 CIIeIBALINTE 7 THU U JIa CIICIBATE ChBETUTE
B JIMCTOBKATA.

Bausinue BbpXy KPbBHH H3CJIeABAHUS

Karo msiio, cyramaniekc He Oka3Ba BIMSHUE BBPXY JIA0OPATOpHU U3cieBanus. Toil Moxxe obaue ja
MIOBJIMSIE HA PE3YATATUTE OT KPbBHU U3CJICIBAHUS HA XOPMOH, HAPEUYECH NMPOTECTEPOH. Y BEIOMETE
Bamms nekap, ako HIBaTa Ha IIPOTEeCTEPOH MpH Bac Tps6Ba na 6b1aT N3MEPEHH B CHINUA JCH, B KOHUTO
Bu ce mpunara cyramajiekc.

BpemenHocT U KbpMeHe

YBenomere Bammms aHecTe3nonor, ako cre OpeMeHHa WM MOKe a cTe OpeMeHHa, T KbPMUTE.
Brrpeku ToBa Moxe f1a Bu ce mpriioxku cyramajnekc, Ho mbpBo TpsiOBa Ja ro o0ChaUTE.

He e u3BecTHO nanu cyramajiekc MOXKe Jia MpeMHUHE B KbpMata. Bamusat anecresnoor 1ie Bu
MMOMOTHE J]a PEIINTE JaJIM Ja MPEYyCTaHOBUTE KbPMEHETO WK Jia He BU ce MpHIIoKU Tepamnus Che
CyraMaJiekc, KaTo ce B3eMaT MpeABH]I IoJ13aTa OT KbPMEHETO 3a JIETETO U TOoj3aTa OT CyraMaieKce 3a
Makkara.

Ilodupane u padoTa ¢ MAIIUHU
He e usBectno Cyramazekc Fresenius Kabi ga moeiusiBa cioco6HOCTTA 32 1iodupane u paboTa ¢
MaIIHHH.

Cyramanexc Fresenius Kabi cbabp:ka HaTpuii

ToBa sekapcTBO ChIBPKa A0 9,7 mg HATPpHii (OCHOBHA ChCTABKa Ha TOTBApCKaTa/Tparne3Hara coJl) BbB
Bceku MUIHTHP (MI). ToBa e ekBuBaneHTHO Ha 0,5 % OT MpenopbYBaHUS MAKCUMAJICH JTHEBEH
XpaHUTeNIeH IPUEM Ha HATPU 3a Bb3PacTeH.
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3. Kak ce mpuaara Cyramanekc Fresenius Kabi

Cyramanekc Fresenius Kabi me Bu 651e mpumoxken ot Baimst aHecTe3n0I0T WK IO HaA30pa Ha
Bamwus anecte3unoior.

Jlo3aTa

Barmmst aHecTe3HOIIOT 11ie onpeaean Heooxoaumara qo3a Cyramanexc Fresenius Kabi na 6a3a Ha:
. Bamero Terno

o B KaKBa CTEIICH MYCKYJIHUSAT peJlakCcaHT Bce omie Bu Biuse.

Obunyaiinata 103a e 2-4 mg Ha kg TeslecHO Teryo Npy Bb3pacTHU M IPH JIella U IOHOIIHY Ha BH3PacT
Mmexay 2-17 rogunu. [Ipu Bp3pacTHr MOXe Aa ce u3nois3sa no3a 16 mg/kg, ako e HeoOxoaUMO
CIICIITHO BH3CTAHOBSBAHE OT MYCKYJIHATA PENaKCaIlysl.

Kak ce npuiara Cyramanekc Fresenius Kabi
Cyramanekc e Bu 6b/1e npuiioxer ot aHecte3nostor. Toif ce mpuiiara KaTo eJHOKpAaTHA HHKESKIHS
pe3 HHTPABEHO3HA CHCTEMA.

Axo Bu e npuiio:keHa noBeue ot HeodxonumaTta no3a Cyramaaekc Fresenius Kabi

TBit kKaTO aHECTE3MOJIOT 11 Ha00AaBa BaiieTo chcTOsIHEE, MAJIKO BEPOSATHO € 11a Bu Obje mpuioxkeH
MpeKaieHo MHOTO cyramasiekc. Ho mopu u ToBa 1a ce Ciryqn, Mallko BEPOSTHO € TOBA J1a TPUIHHA
HSKaKBH MPOOJIEMH.

AKO MMaTe HSIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH € yIoTpebara Ha TOBA JIEKApPCTBO, MOJIS
nonuTaiite Bamus aHecTe3n0I0r WK IPYT JIeKap.

4. Bb3MOKHYN HexKeTaHU peakIuu

KaxTo BCcHUKM JIeKapcTBa, TOBA JIEKAPCTBO MOKE /1a MPEIU3BHUKA HEXEJaH! peaKkIy, BbIIPEKH Ye He
BCEKU T'Yl TT0JTyyaBa. AKO TE3H HEXXEIaHH JICKAPCTBEHU PEaKIMH Ce MOSBAT, IOKATO CTe MOJ YIOHKa, Te

e ObaaT 3abemnsa3aHu 1 JeKyBaHH OT Bamms anecTe3nonor.

Yectn HexeTaHu peaknuu (Moske 1a 3acersat a0 1 Ha 10 xymm)

° Kamnuma

. 3aTpyAHEHUS C TUIIAHETO, KOETO MOXKE J1a BKJIIOYBA KAIUISHE WU ABMKEHHE, KAKTO MPU
CcBHOYKIIaHEe WITH TIOEMaHe Ha BB3AYX

° Jleka aHecTe3ms — MOXKE J1a 3aITOYHETE J]a ce ChOYXKIaTe OT ABJIOOK ChH M J]a Ce HYKIaeTe OT
olie anecteTuk. ToBa Moxke Aa Bu Hakapa na ce ABMXKHUTE WU J1a KAILJIsATE B Kpas Ha
omnepanusTa

. VYcaoxxHEHUs 1o BpeMe Ha IPoLeypaTa, KaTo MPOMEHHU B ChbPJCUYHUS PUTHM, KAIUIIHE WU
JIBIDKEHUE

. [TormxeHo KPBBHO HAJITaHE, IB/DKAIIO CE Ha XUPYpPTUYHATA TIPOoIeaypa

HeuecTu Hexkesanu peaknun (Mo:xe fa 3acerHar 10 1 Ha 100 qymim)

. [Ipu naumenTu c anamHe3a 3a 0e10IPOOHN MPOOIEMH Ce MOSIBSIBA 3ayX, ABJDKAIL cE Ha
MYCKYJIHU KpaMIIH Ha JUXaTeIHNuTe MbThia (OpoHxocna3zbm)
. AJnepruuHu peakiuu (CBpbX4yBCTBUTEIHOCT KbM aKTUBHOTO BELIECTBO) — KATO OOPHB,

3a4epBeHa KOXKa, [TOJlyBaHE Ha €3UKa W/WIH TBPIOTO, 3a]{yX, IPOMEHU B KPHBHOTO HaJISITaHE
WIH CBPACYHUS PUTHM, TOHAKOTa BOJEIIHN 10 CEPHO3HO TIOHMKEHHE Ha KPBBHOTO HaJISTaHE.
TexxkuTe anepruviu peakiyy Wik MoJOOHUTE Ha aJISprMYHH PEaKLMU MOTaT Aa Obaat
KHMBOTO3aCTpalllaBallly.
AJIepTUYHHU peaky ca ChOOLIaBaHU 0-YeCTO MPHU 3ApaBH JOOPOBOIILH B Ch3HAHUE

. Bb300HOBsBaHE Ha MyCKYJIHA peaKcalus ciell olepanusira
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C Hen3BeCTHA YeCTOTA
o Cepro3HO 3a0aBsHe Ha pUTHhMa Ha ChPIIETO U 3a0aBsHE HA PUTHMA Ha ChPIETO 10 ChPACUYCH
apecT MOJKe JIa ce TIOSBY MPH NPUIIaraHe Ha CyraMaJieKc.

Cpo01aBaHe HA He:KeJIAHU peaKIun

AKO TTOTyYnTe HIKAKBU HEXKEJIAH! JICKAPCTBEHHU PEaKIINH, YBEIOMETe Bammsi aHecTe3noI0T WIH
IpyT Jiekap. ToBa BKITI0OYBAa BCHYKH BH3MOKHH HEOTICAHH B Ta3H JINCTOBKA HE)KEITAHU PEAKITHH.
MoskeTe ChIIo Aa ChOOIIUTE HeKEIAHN PEeaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CUCTEMa 3a
choOIaBane, mocodeHa B [pmiokenue V. Kato cbo01aBare HexeIaH! peakivy, MOKETE Jia JaJieTe
CBOSI PUHOC 3a TOJIy4YaBaHe Ha moBede HHPOPMAIUs OTHOCHO 0€30IIaCHOCTTa Ha TOBA JISKAPCTBO.

5. Kak 1a chxpanaBare Cyramaaekc Fresenius Kabi
ChbXpaHEHHETO 1€ C€ U3BBPIIU OT METUIIUHCKUATE CIICIHATNUCTH.

Ja ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTIA.
He uznon3Baiite TOBa JIEKapCTBO CIIE] CPOKA HA TOJHOCT, OTOEsI3aH BEPXY KapTOHEHATA OMAaKOBKA U
etukera cien ,,l'omer 10:“. CpoKbT Ha TOMHOCT OTTOBAPS Ha MOCICTHUS JEH OT TOCOYCHHS MECETI.

To3zu ekapcTBEH MPOAYKT HE M3UCKBA CHELMAIHU TEMIIEPaTypHH yCIOBUS Ha cbxpaHeHue. Jla He ce
3aMpassBa. CbxpaHsaBaiiTe ¢iakoHa B KapTOHEHATa OMAaKOBKa, 3a [a ce mpeanasu ot cetnuna. Ciex
IEPBOTO OTBAPSHE U pa3pekiaHe Ja ce chXxpansaBa mpu Temmeparypa oT 2°C go 8°C u 1a ce u3moissa
B paMKHTe Ha 24 yaca.

He u3xBbpisiiTe nekapcTBaTa B KaHAJIU3AIMATA WM B KOHTEHEPA 3a JOMAIIHU OTHadbIH.
[NonmTaiite Bamms papmaneBT kak Ja H3XBBPISATE JEKapCTBaTa, KOUTO BeUye He n3noin3Bate. Te3u
MEPKH L€ CIIOMOTHAT 3a OIa3BaHe Ha OKOJHATa Cpeaa.

6. Chbabp:xaHue Ha OIAKOBKATA M JOIIbJIHUTETHA HHpOpManus

Kaxkpo chabp:ka Cyramaaekc Fresenius Kabi

o AKTHUBHO BEILIECTBO: CyraMaJeKc.
1 ml MHKEKIMOHEH Pa3TBOP ChABPIKA CyramMaJieKC HaTpHii, ekBuBasieHTeH Ha 100 mg
cyramaekc.
Bceeku ¢uakon ot 1 ml ceabpxa cyramaaeke Hatpuii, ekBuBaneHTeH Ha 100 mg cyramasekc.
Bceku ¢uakon ot 2 ml cbappika cyramanekc HaTpui, ekBuBaneHTHH Ha 200 mg cyramaexc.
Bcexu ¢makon ot 5 ml ceappika cyramanekc HaTpuii, ekBuBasieHTHH Ha 500 mg cyramasexc.

o Jpyru cbcTaBKU: BOJA 3a HHXKEKLUH, XJIOPOBOJOPOAHA KUCEIHHA (3a Kopekuus Ha pH),
HaTpUeB XUIAPOKCU (3a kopekuus Ha pH). Bukre Touka 2 ,,Cyramaznekc Fresenius Kabi
ChIObpKa HATpUU

Kak m3raexaa Cyramanekc Fresenius Kabi n kakBo chabpka onakoBKaTa

Cyramanexkc Fresenius Kabi e 6ucTbp u Oe31BETEH 10 CBETIOKBIAT HHKEKIUOHEH Pa3TBOp, 0e3
BUIMMH 4acTUIM. HaluaHu ca TpH pa3IudHU BHIA OIAKOBKH, Chabpkamiy 10 ¢makona mo 1 ml, 2 ml
i 5 Ml HHKEKIMOHEH pa3TBoOP.

He Bcnukm BHIOBE OMAKOBKH MOTAT Jja ObJAT IIyCHATH Ha Ta3apa.

IpuTexaTes Ha pa3pelIeHUETO 32 ynoTpeda
Fresenius Kabi Deutschland GmbH
Else-Kroner-Strafie 1,

61352 Bad Homburg v.d.Hdhe

I'epmanus
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IIpousBoauTen

Labesfal - Laboratorios Almiro, S.A.
Zona Industrial do Lagedo

3465-157 Santiago de Besteiros
Tlopryranus

I[ara Ha MOCJIECAHO MpepasrjaeKaaHe Ha JUCTOBKaTa

[TonpoGHa uHOpMaIKs 3a TOBA JIEKApCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
o Jekapcreara http:/www.ema.europa.eu.

IMocouenaTa mo-x01y mHGpoOpMAaNus € MPeTHAZHAYEHA CAMO 32 MEIUIMHCKH CHEIAATHCTH:
3a mogpobHa mHGOpMaIHS ce 0OBPHETE KbM KpaTKaTa XapaKTepUCTHKa Ha poaykTa CyraMmamekc
Fresenius Kabi.
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