HPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Cyramazexc Fresenius Kabi 100 mg/ml umxekiuoneH pa3tBop

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 ml chabprka cyramaziekc HaTpuid, ekBuBajieHTeH Ha 100 mg cyramanekc (Sugammadex).
Bceku ¢uakon ot 1 ml cpabpika cyramazaeke HaTpuid, ekBuBajieHTed Ha 100 mg cyramazekc.
Bcexu ¢makon ot 2 ml cpaspika cyramanekc Hatpuil, ekpuBasieHTHH Ha 200 mg cyramasexc.

Bceku ¢uakon ot 5 ml cbabpika cyramaziekc HaTpui, ekBuBaneHTHH Ha 500 mg cyramanexc.

ITomorao(m) BemecTBo(a) ¢ U3BECTHO AEHCTBHUE

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

3a IBJIHMSA CIIUCHK Ha IIOMOIIHUTE BEIECTBA BIDKTE ToUKa 6.1.

3. JEKAPCTBEHA ®OPMA
WmxexnoneH pa3TBop (MHKEKINA)

BrcThp 1 6e31BETEH /10 CBETIOXBIT Pa3TBOP, 03 BUANMH YACTHIIH.
Husoto Ha pH e mexxay 7 u 8 u ocmonanutetsT € Mexay 300 u 500 mOsm/Kg.

4. KJIMHUYHU JAHHHN
4.1 TepaneBTUYHU NOKA3AHUSA

Bb3cranoBsiBane 0T HEBPOMYCKYJIHA 0J10Ka/1a, MHAYLMPaHa ¢ POKYPOHHUI MJIM BEKYPOHUH MPH
BB3PACTHH.

[Tpu meamaTpuyHaTa MOMYIANKS: CyraMaIieke Ce TIPENopbyuBa CaMo 33 PyTHHHO BB3CTAHOBSBAHE OT
HEBPOMYCKYJIHA OJIOKajia, MHAYIIMpaHa C POKYPOHUH, ITPH Jelia U IOHOIIN Ha Bh3pacT OT 2 J10
17 rogunu.

4.2 Jlo3MpoBKa M HAYMH HA MPUJIOKEHHE

ﬂOBI/I[zOBKa

Cyramazekc TpsiOBa Jia ce mpujiara caMo OT WJIH 1OoJ HabJIF0IEHUETO Ha aHEeCTE3HOJIOT.
IIpenopbuBa ce ynorpebara Ha MOAXOAAIa HEBPOMYCKYJTHA TEXHUKA HAa HAOJIOCHHE, 3a J1a Ce
MPOCIIe/Ba Bh3CTAHOBSIBAHETO OT HEBPOMYCKYJTHATa OJIoKaaa (BK. Touka 4.4).
[IpenopbunTenHara q03a CyraMaiekc 3aBUCH OT CTEIICHTa Ha HEBPOMYCKYJIHA 0J10Kajia, OT KOSATO
MaleHTHT TPSIOBA J]a Ce BH3CTAaHOBH.

[IpenopbunTenHara 103a HE 3aBUCH OT AaHECTETHYHUS PEXKHIM.

Cyramaziekc MOXKe J1a ce U3I0/13Ba 32 Bb3CTAHOBSIBAHE OT Pa3JIYHU HUBA HA HEBPOMYCKYJIHA
Onokaza, MHIYyIMpaHa ¢ POKYPOHHUH WM BEKYPOHUI:



Bwv3pacmuu

Pymunno év3cmanosssane:

[IpenopbuBa ce no3a 4 mg/kg cyramanekc, ako Bb3CTAaHOBSIBAHETO € IOCTUTHAIIO Hail-Manko 1-2 moct-
TeTaHWYHHU moTpenBanus (Post-tetanic counts, PTC) ciien HeBpoMycKyIiHa 0J10Ka/1a, HHIYIIUpaHa ¢
POKYPOHHI HJIM BEKYpOHHU#. MeanaHaTa Ha BpEMETO JI0 Bh3CTaHOBSIBAHE HA ChOTHOILICHUETO T14/T1 10
0,9 e okono 3 MuHYTH (BK. TOuKa 5.1).

IpenopbuBa ce n03a 2 mg/kg cyramanekc, ako € HaCThIIMIIO CIIOHTAHHO Bh3CTaHOBSIBAHE Hail-MaIko
JI0 TIOBTOpHATA MosiBa Ha T» Ciie]] HEBPOMYCKYJTHA OJI0Ka[a, MHAYIUPaHaA ¢ POKYPOHUH TN
BeKypoHuii. MenaHaTa Ha BpEMETO JI0 Bb3CTaHOBSBaHE Ha choTHOIIEHHETO T4/T1 10 0,9 € okoio

2 MUHYTH (BX. TOYKa 5.1).

[Tpunarane Ha mpenopbYBaHaTa 7032 32 pyTUHHO Bb3CTAHOBSIBAHE IIE AOBEJIE JI0 JIEKO HaMaieHa
MeraHa Ha BPEMETO 710 Bh3CTaHOBSIBAHE HA ChOTHOMICHUETO T4/T1 10 0,9 npu HEBpOMYCKyITHA
OnokaJia, MHIYIUPaHa ¢ POKYPOHUil, B CpaBHEHUE C HEBPOMYCKYITHA OJI0Ka/Ia, HHAYIMpaHa C
BEKYpOHUil (BX. Touka 5.1).

Hesabasno év3cmanosseane om He8pOMYCKYIHA O10KAOA, UHOYYUPAHA C POKVDOHULL'

[Tpu kIMHUYHA HEOOXOIUMOCT OT He3a0aBHO Bh3CTAHOBSIBAHE CIIC/ MPUIIOKESHUE Ha POKYPOHHUIL ce
npenopbuBa 1o03a 16 mg/kg cyramanekc. Korato 16 mg/kg cyramanekc ce npuiara 3 MUHYTH CJIe]
6omyc no3a 1,2 mg/kg poxypoHueB 6poMuI, MOKE J]a ce OYaKkBa MeIMaHa Ha BPEMETO JI0
BB3CTaHOBSIBaHE Ha ChOTHOMIECHHETO T4/T1 10 0,9 okoso 1,5 munyTH (BX. TOuka 5.1).

Hsima manHwm, 3a 1a ce mpenopbyuBa ynorpedara Ha CyramaJieKe 3a He3a0aBHO Bb3CTaHOBSIBAHE OT
HEBPOMYCKYJIHA OJIOKasa, HHAyIUpaHa ¢ BEKYPOHHH.

Tlosmopro npunodicenue Ha cy2amadexc:.

Ipy n3KIIOUNTENIHE 0OCTOSATEICTBA HA TOBTOPHA 110SIBAa HA HEBPOMYCKYJIHA OJI0Ka/ia cief oneparus
(Bk. Touka 4.4), cieq mrpBoHavanHa qo3a 2 mg/kg mmm 4 mg/kg cyramanexc ce mpernophrBa
npuiIaraHe Ha noBropHa no3a 4 mg/kg cyramanekc. Ciest MOBTOPHO NpUJIAraHe Ha J03a CyraMaJieKc,
HAalMEeHTHT TPA0Ba Ja ce HabJro1aBa BHUMATEIHO, 3a Ja Ce YCTAaHOBHU TPAalfHOTO Bb3CTAaHOBSIBAHE HA
HEBPOMYCKYJTHATA (DYHKIIHS.

Tlosmopno npunodcenue Ha pOKYPOHULL UNU BEKYPOHUL Clle0 CYeamaoexc:
3a nepuoauTe Ha U34aKBaHE /10 MOBTOPHOTO NPWIIOKEHUE Ha POKYPOHUI MIIM BEKYPOHUIL citen

BB3CTAHOBABAHEC CHC CYyraMaZICKC BHXKTC TOUKaA 4.4,

Llonvanumenna qu)opMauwz 3d cneyuajiHu nonyiauuu

Hayuenmu 6 cmapuecka 6b3pacm:

Cnen nputoXeHue Ha cyramajJieKkc IIpy MOBTOPHA MosBa Ha T2 ciiesr HeBpoMycKyHa OJI0Kaa,
MHIyLHpaHa C POKYPOHUIl, MelaHaTa Ha BpEMETO JJO Bb3CTaHOBsABaHE Ha choTHOLEeHueTo T4/T1 o
0,9 npu BB3pactHu (18-64 ronuum) e 2,2 MUHYTH, IPY TAIIMEHTH B cTapdecka Bb3pact (65-74 roauHm)
e 2,6 MUHYTH, a IPY MHOTO Bb3PACTHHU ManeHTH (75 roanHu wiy noseue) € 3,6 MUHyTH. Bhripeku ue
BpPEMETO 32 Bb3CTAHOBSIBAHE MPU MALIMEHTUTE B CTApUECKa Bb3pacT € 10-0aBHO, TpsOBa Aa ce cras3Ba
chIllaTa NpenopbKa 3a JO3UPaHE KaTo 3a Bb3pacTHH (BX. Touka 4.4).

bvopeuno yspescoane:

YnoTpebara Ha cyramaieKc MpH MalMeHTH ¢ TeXKa CTeNeH Ha OhOPeUHO YBpeKaaHe (BKIFOUUTEITHO
nanueHTH, Hykaaernm ce ot auanmsa (CrCl < 30 ml/min)) ue ce mpemoppuBa (Bxk. Touka 4.4).
IIpoyuBaHMATA TPH MAIKUEHTH C TEKKA CTEIEH HAa ObOPEYHO YBPEIKIAHE HE TIPEIOCTABAT JOCTATHYHO
nH(opMarus 3a 0€30MacHOCT B MOJIKpeTa yrnorpedara Ha CyraMaJieKC Py Te3u MalueHTH (BXK. ChII0
Touka 5.1).

Ipu neka 10 ymepeHa creneH Ha 0b0pedHo yBpexaane (KpeaTHHHHOB KiupbHC > 30 u < 80 ml/min):
MIPENOPBHKUTE 32 O3UPAHE Cca CHIUTE KaTO TE3H 3a BB3PACTHH 0€3 OBOpETHO YBpEKIaHe.



Yeprnodpobno yepesicoane:

He ca npoBexaanu mpoydYBaHus MPH MALMEHTH ¢ YePHOAPOOHO yBpekaaHe. YorpebaTa Ha
cyramajiekc TpssOBa Ja ce OOMHUCIIM BHUMATETHO TPH MAIIMEHTH € TeXKa CTETEeH Ha YePHOAPOOHO
YBpEXKIaHE W KOraTo YepHOAPOOHOTO YBPEIKIAAHE € IPUAPYKEHO ¢ HAPYIIICHHUS B
KPBBOCHCUPBAHETO (BK. TOUKa 4.4).

[pu neka 1o ymepeHa cTerneH Ha 4epHOpOoOHO YBPEKAaHe: Thil KaTO CyraMajieKe ce OT/IENs TIaBHO
npe3 ObOperuTe, He € HeoOXoAUMa IPOMSHA B JJO3UPOBKATA.

Tayuenmu cvc 3amivemseane:

ITpy ManMeHTH ChC 3aTABCTIBAHE, BKIIFOYMTEHO MAIIMEHTH ¢ 0OJICCTHO 3aTIbCTABaHE (MHICKC Ha
tenecHara maca > 40 kg/m?), nosara cyramazexc Tpsabsa n1a 6b1e 6a3upaHa BEPXY AEHCTBUTENIHOTO
TenecHo Tero. TpsOBa /ia ce cra3Bar ChIMUTE MPEMOPHKH 3a J03MPaHE KaTo 3a Bh3PACTHH.

Ileduampuuna nonyrayus

Jena u ronouw (2-17 roauun):

Cyramanekc Fresenius Kabi 100 mg/ml moxe na ce paspexaa g0 10 mg/ml, 3a ga ce momgobpu
TOYHOCTTA Ha JO3MpaHe MpH MeJuaTpuIHaTa MOmyJanus (BXx. Touka 6.6).

PyTHHHO Bb3CTaHOBSIBAHE:

[Ipu BB3CTaHOBSIBAHE OT HEBPOMYCKYJIHA OJIOKA/a, MHAYLIMpaHa C POKYPOHHH ce MPernopbyBa 1032
4 mg/kg cyramaJieKc, ako Bb3CTaHOBSIBAHETO € JOCTUrHaJo Hai-manko 1-2 PTC.

[1pu Bb3CTaHOBSIBAaHE OT HEBPOMYCKYJIHA OJI0Ka1a, MHIYLMPaHa ¢ POKYpPOHHIA, TIPH MMOBTOPHA TOsIBa
Ha T, ce mpemoppuBa 03a 2 My/Kg cyramaaexc (Bx. Touka 5.1).

HeszabaBHo Bb3CTaHOBSIBAHE:
He3a0aBHO Bh3CTaHOBSIBAHE TIPU JIEIa U FOHOIIU HE € MTPOYYBAHO.

Hosoponenu u manku aena (30 gau 10 2 roauaun):

CrlniecTByBa caMo OIpaHUYeH OIUT C yroTpedaTa Ha cyramaekc mpu Manku fera (30 gau 1o

2 roIuHK), @ HOBopoieHUTe (mo-Maiiko ot 30 mHu) He ca npoyuBanu. CleoBaTeIHO yroTpedara Ha
cyramajieKc Ipy HOBOPOJICHU M MAJIKH JIela He ce TIPEnopbhyuBa 10 ChOUPAaHETO Ha TIOBEYEe JaHHH.

Hauwun na OPHUITOKCHUC

Cyramanekc TpsiOBa 1a ce npuiiara MHTPaBeHO3HO KaTo eqHOKpaTHa Ooiyc nxekuus. boiyc
MHKEKIUATa TpsiOBa 1a ce npuiara 06p30, 10 10 CekyHIM B ChILECTBYBAIlla HHTPAaBEHO3HA CHCTEMA
(BX. TouKa 6.6).

[To BpeMe Ha KIMHUYHYU M3MUTBAHUS CYTaMa/IeKC € MpHUjlaral caMmo KaTto eJHOKpaTHa 00Jyc
WHKEKIINS.

4.3 TIIpoTuBOMOKA3aHUSI

CBpPBXYYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MJIM KbM HAKOE OT IIOMOIIHUTE BEIECTBa,
n30poeHu B Touka 6.1.

4.4 CneuuaJHu npegynpe:kaeHus ¥ NpeAna3Hu MepKH NpH ynorpeda
Crniopen oOnuaifHaTa MpaKkTUKa CIie]l aHECTE3HsI, Clie/l HEBPOMYCKYIIHA OJI0Ka/1a ce mpenopbyBa
HaOJIro/IeHNe Ha NAlMeHTa 3a HeXellaH! ChbOUTHS B MIEPHO/Ia HETTOCPEICTBEHO CIIEH ONepanusTa,

BKJTFOUUTEITHO 32 TOBTOPHA MOSBA HA HEBPOMYCKYJIHA OJIOKa/Ia.

Ha6J’IIO,E[eHI/Ie Ha qjuxarcjiHaTta dJVHKHI/IH 1O BpEME HAa Bb3CTAHOBABAHC!

[Ipn manmeHTHTE € 3aABIDKUTEIHO MOAIbpXKaHe Ha AUXaTeTHaTa BEHTHIIAINS 10 Bb3CTAHOBSIBaHE HA
a/IeKBaTHO CIIOHTAHHO JUILIAHE CJIe] Bb3CTaHOBsBaHE OT HEBPOMYCKYJIHA Onokaza. Jlopu ako
BBH3CTAHOBSIBAHETO OT HEBPOMYCKYJIHA OJIOKa/a € IBIIHO, APYTH JIKApCTBEHN MPOIYKTH, U3MIOJI3BaHU



B TICpH- ¥ ITOCTONIEPATUBHHS TIEPUOJI, MOTAT Jia TIOTUCHAT JuXaTeiHaTa QYHKIHS U CIeIOBATEITHO BCE
oIlle MOJKE JIa ce Hajiara MmoJyIbp)KaHe Ha BEeHTHJIAINATA.

AKO HEBpOMYCKYyJIHaTa 0JI0Ka/ia Ce MOSBU OTHOBO CJIE]] €KCTyOaIus, TpsIOBa 1a Obje OCUrypeHa
aJICKBaTHA BEHTUJIAIIUS.

TToBTOpHA MOsBA HA HEBPOMYCKYJIHA OJIOKaa:

B KIMHHYHY TIPOYYBAHUSI IPU YYACTHHIIH, JICKYBaHH C POKYPOHHI HJIH BEKYPOHHUH, KbJCTO
CyramaJieKc ce mpuiiara U3Moj3BaiiKy 1032, OMpe/iesieHa CIPsAMO CTEIIEHTa Ha HEBPOMYCKYJTHA
OJsiokaza, ¢ HaOMro1aBaHa TIOBTOPHA T0sBa Ha HEBpOMYCKYJiHA Onokana ¢ yectota 0,20 %, Bb3 OCHOBa
Ha HaOJIOICHHE HAa HEBPOMYCKYJTHATA PYHKIUS WK KIMHHUYHH JJOKa3aTeJICTBA. YTIOTpebaTa Ha 1mo-
HHCKH JTO3H OT MPEMOPhUBAHUTE MOXKE [1a MOBHUIIK PHCKA OT IOBTOPHA MOsABA HA HEBPOMYCKYJTHA
6s10Kaj1a cie/] M>PBOHAYATHOTO Bh3CTAHOBSBAHE U HE Ce MpenopbuBa (Bxk. Touka 4.2 u Touka 4.8).

EdexT BEpXy XeMocTa3ara:

[Tpu npoyuBane mpu 3apaBu 1o0poBoinu no3ute 4 mg/kg u 16 mg/kg cyramanexc BOAST 10
MaKCHMAJIHO CPEIHO yIb/DKaBaHe HA aKTHBUPAHOTO MapIHaiHo TpoMOomacTuHoBO Bpeme (aPTT),
CbOTBETHO ¢bC 17 1 22 % 1 Ha TPOTPOMONHOBOTO BpeMe, MEKAYHAPOAHOTO HOPMAIU3UPAHO
otHoienue [PT(INR)], chorBeTHO ¢ 11 1 22 %. Te3u orpaHudeHr CpeHH CTOMHOCTH Ha YAb/DKaBaHE
Ha aPTT u PT(INR) ca c kparka npoxbxurentoct (< 30 MuHyTH). BB3 ocHOBa Ha KiMHHYHAaTa 0aza
maaan (N=3 519) u Ha crieruduvnao npoyusane mpu 1 184 manuenTy, nperspreny Gppaktypa Ha
OenpeHarTa KOCT/TeXKa OIlepalys 3a CMsHa Ha CTaBa, He ¢ HaOJII0JaBa KIIMHUYHO 3HAYUM eeKT Ha
cyramagekc 4 mg/kg, caMOCTOSTETHO MM B KOMOMHAITUS C aHTUKOATYJIaHTH, BPXY UeCTOTaTa Ha
NepU- WIN TIOCTONEPATUBHH YCIOXKHEHUS, CBbP3aHU C KbPBEHE.

[Ipwm in vitro onutyu e HabIrOIAaBaHO (hapMaKOIMHAMHYIHO B3aumoeiicTere (yabiokaBane Ha aPTT u
PT) c anTaronuctu Ha BuTamMuH K, HedpakiimoHupaH xenapuH, HOICKOMOJIEKYJTHH XeNapuHOU/IY,
puBapokcaban u naburatpas. [Ipu manueHTy, nMoayJaBanid CTaHIapTHA TIOCTOIIEPATHBHA
npoduIaKTHYHA aHTUKOAryJanus ToBa GapMakoIMHAMUYHO B3aUMOJICHCTBUE HE € OT KIMHUYHO
3HaueHue. YnorpedaTa Ha cyramajexc TpsiOBa qa ce 0OMMCIIM BHUMATEITHO NIPU MAIlUeHTH Ha
TepareBTHYHA aHTHKOATYJIAIMs 33 BEYe ChIECTBYBAILO MM KOMOPOUIHO 3200 IsIBaHe.

He e u3kiro4eH NOBULIEH PUCK OT KbPBEHE IPH MALUEHTH:

o C HaCJIEeJICTBEH JIePUIUT Ha BUTAaMHUH K-3aBUCHMU KpBBOCHCHPBAIH (DakTopH;
o C BeYe CHIIECTBYBAIIM KOATYJIONATHH;

. Ha JIeueHHe ¢ KyMapuHoBH npousBoanu u ¢ INR Hap 3,5;

o KOHMTO yHOTpeOsBaT aHTUKOATYJIAHTH U MoTy4yaBar go3a 16 mg/kg cyramanexc.

HpI/I HaJIMYUEC Ha MCIUIIMHCKO ITOKAa3aHUEC 3a MpujlaralHe Ha CyraMaacKC Ipu TE3U MalUCHTHU €
HeO6XOI{I/IMO AHCCTC3UOJIOTBT Ja PCIIN AaJId ITOJ3UTC HAABUIIIABAT BEPOATHUSA PUCK OT YCIIOKHCHUS,
CBBbpP3aHU C KbPBCHC, B3eMalKu oL BHUMAaHHC aHAMHE34aTa Ha MMAallUCHTUTEC 3a T304 Ha KbPBCHC U
BUIa HA IUIaHUpPAaHaTa ornepamnus. Axo ce mpujiara CyraMaJickC npu T€3u NalueHTH € MPECropbYUTCIIHO
Ja €€ CIICHAT MapaMCTPUTE Ha XEMOCTAa3a U KoaryJianus.

Tlepuoau Ha M3YaKBaHE JIO IOBTOPHO IPUIOKEHHE HA CPEJICTBA, OJOKMPAIIX HEBPOMYCKYIIHOTO
opeaaBa”He, CJIC] Bb3CTAHOBABAHE CHC CyraMaJiCKC:

Ta6auna 1: [ToBTOpHO NPHUJI0OKEHNE HA POKYPOHUI HJIM BEKYPOHMIi cjie[l pyTHHHO
Bb3cTaHOBsiBaHe (10 4 mg/Kkg cyramamexc):

MuHnumasieH HMBA u 103a Ha npujiarabe
NMepHoj Ha H3YaKBaHe
5 MunyTH 1,2 mg/kg pokyponuit
4 yaca 0,6 mg/kg pokypoHwmii miH
0,1 mg/kg BekypoHwmit




HauanoTo Ha nelicTBre Ha HEBPOMYCKYJIHATA OJIOKa/Ia MOXKeE Jia ObJie YBIDKEHO JI0 MPHOIU3UTEITHO
4 MUHYTH ¥ TIPOIBIDKUTEITHOCTTA ¥ 1a OblIe ChKpaTeHa 10 MPUOIH3UTEIHO 15 MUHYTH clie] TOBTOPHO
MIPUJIOKEHUE Ha poKypoHwuii 1,2 mg/kg B pamkuTe Ha 30 MUHYTH CJIe] IPUIOKEHHUE HA CYyraMaJIeKC.

B3 ocroBa Ha ®K mMozpenupane, npenopbUnUTETHUAT IEPHOJ] HA H3YaKBaHE MIPY MAIMSHTH C JIeKa 710
yMepeHa cTeleH Ha Ob0pedHo yBpexaaHe 3a ToBTOpHa ynorpeda Ha 0,6 mg/kg poKypoHwHii nim

0,1 mg/kg BeKypOHHMid, cliell pyTHHHO Bb3CTAHOBSBAHE ChC CyraMajieKc, TpsOBa qa 0bae 24 yaca. Ako
ce M3HUCKBA MO-KPAaTKO N34aKBaHe, 103aTa POKYPOHHII 3a ceBaniata HEeBpOMYCKyJIHa OoKana TpsoBa
na 6e1e 1,2 mg/kg.

IToBTOPHO TPUITOKEHHUE Ha POKYPOHHUI MM BEKYpPOHU#t ciies] He3abaBHO Bh3cTaHoBsiBaHe (16 mg/kg
cyramajiekc): 3a MHOTO PEAKHTE CITydan, KOraTo TOBa MOKE Jla Ce M3UCKBA, C€ MPENOPhYBa MEPUO Ha
“34akBaHe oT 24 Jaca.

AKo ce Hajlara HEBPOMYCKYJIHA OJIOKaJa Tpea N3THIAHETO Ha MPEHOPBUUTEIHIUS IEPHOT Ha
M39aKBaHe, TPAOBA /1a ce M3II0JI3Ba HeCTePON/1eH HeBPOMYCKY.1eH Os10Kkep. Haganoro Ha nelictBue
Ha JENOJIIPU3HUPAILNS HEBPOMYCKYJIEH OlI0Kep MoXe Aa ObJie 10-3a0aBEHO 0T 04aKBAaHOTO, Thil KaTo
3HAYUTENIHA YacT OT HOCTCHHANTUYHITE HUKOTHHOBH PEIIENTOPH MOTaT Jia ObJaT BCE OILE 3aCTH OT
HEBPOMYCKYJIHHSI OJIOKED.

Bu0Opeuno yBpexaaHe:

He ce npenoppuBa ynorpebara Ha cyraMazekc Ipy MallUeHTH ¢ TEKKa CTENeH Ha ObOpedHo
yBpeXKJIaHe, BKIIOUUTEIHO MAlMeHTH, HyKIaelli ce OT quanu3a (Bxk. Touka 5.1).

Jleka aHecTe3H:

KoraTo nmanmeHTn yMUIIUIEHO ca Bh3CTAHOBSIBAHM OT HEBPOMYCKYJIHA OJIOKa/ia 10 BpeMe Ha aHecTe3us
NP KIMHAYHYE U3IHUTBAHUS, B OTJICITHH CIIy4au ca 3a0elsI3aHu MPU3HALY HA JIeKa aHEeCTe3Us
(mBMXeHUe, KalUIsTHe, TPUMAcH U CMydYeHe Ha TpaxeajHaTta Tph0a).

Axo nanueHT 0b/ie Bb3CTAaHOBEH OT HEBPOMYCKYJIHA 0JIOKaJa 10 BpeMe Ha aHecTe3Hs, Tpa0Ba aa ce
HPUJIOXKH JOITBIHUTEITHA 1032 aHECTETHK W/MIIH OITUOM]] CIIOPE]] KITMHUYHHUTE ITOKa3aHHS.

Uspaszena Opagukapaus:

B penku cnydan ce HaOr01aBa M3pa3eHa OpajuKapaAns B pAMKUTE Ha MHUHYTH CJIe]T TIPHJIOKEHHE Ha
CyramMaJIeKc 3a Bb3CTaHOBSIBaHE OT HEBPOMYCKYJIHa Onokaja. B oTnennu ciydan OpanukapansaTa
MOXe J]a TOBeZIe 10 chpjeucH apecT (Bxk. Touka 4.8). [Tanmenture TpsOBa 1a ObJaT CTPUKTHO
MOHHTOPHPAHH 332 XeMOJIUHAMHYHU IIPOMEHH T10 BpEMe Ha U CJIe/I Bb3CTAHOBSBAHE OT
HEBPOMYCKYJIHaTa 0JIoKaa. AKO ce HaOJIroJaBa KIMHUYHO 3HaYMMa OpajuKapans TpsioBa aa ce
IMPUJIOKU JICUCHUEC C AaHTUXOJMHCPIrUIHU CPEACTBA KaTO aTPOIIUH.

YepHoapoOHO YBpEKIAHE:

Cyramaekc He ce MeTadoIM3Hpa WM eKCKPeTHpa upe3 YepHus Apo0, Mopaay ToBa He ca
NPOBEKAAHN KOHKPETHH MPOYUYBAHMUS PH MALMEHTH C YePHOIPOOHO yBpexaaHe. [lanuenTu ¢ Texka
CTETeH Ha YepHOAPOOHO YBpEXKAaHe TPsIOBa Ja ce TpETHpaT ¢ MOBHUIIEHO BHUMaHKe. B ciydJaii Ha
YepHOJPOOHO YBPEKIaHe, IPUAPYKEHO ¢ HAPYIICHHUS B KPHBOCHCUPBAHETO, BIKTE HH(POpMAIHSITA 32
e(eKT BhpXy XeMocTasara.

Ynome6a B MHTCH3UBHO OTJACJICHHUC:

Cyramaekc He € Ipoy4BaH Iy MalUeHTH, HAa KOUTO Ca MPWJIaraHd pOKYPOHHUI WM BEKYPOHHI B
WHTEH3UBHOTO OT/IEJICHHUE.



Yiorpeba npu Bb3CTAHOBSIBAHE OT HEBPOMYCKYJIHA OJIOKa A, HHAYIIMPAHA C OJIOKEPH, PA3IMYHUA OT
POKYPOHHH MIIM BEKYPOHHUM:

Cyramajekc He TpsOBa Jja ce U3IM0JI3Ba 32 Bh3CTAHOBSIBAHE OT HEBPOMYCKYJTHA 0JI0Kaa, MHAYIUPaHa
C HECTePOUJHHU HEBPOMYCKYIIHU OJIOKEPH, KATO ChEMHCHISI HA CYKITMHUIXOJHH WITH
OEH3MIM30XUHOJIHH.

Cyramajekc He TpsOBa Jja ce U3IM0JI3Ba 32 Bh3CTAHOBSIBAHE OT HEBPOMYCKYJTHA 0JI0Kaja, MHAYIIMPaHa
ChC CTEPOMTHH HEBPOMYCKYJTHU OJIOKEPH, Pa3IMYHN OT POKYPOHHH WIIM BEKYPOHHI, Tl KaTo 3a
TaKWBa cIyvad HsIMa JaHHH 32 eUKaCHOCT H Oe3omacHoCT. HamvHu ca orpaHiyYeHn TaHHH 32
BBH3CTAHOBSIBAHE OT HEBPOMYCKYJTHA 0JI0Kaja, MHAYIIMPaHa C TAHKYPOHUH, HO Ce TPernophyBa
CyraMaJiekc Jia He e M3M0JI3Ba B TAKBB CIIy4ail.

3a0aBeHO Bh3CTAHOBSIBAHE:

ChbCTOSIHUSA, CBBP3aHU ChC 3a0aBEHO KPHBOOOpAITICHHE, KaTO ChpIeTHO 3a00sIBaHe, HaITpeIHAIA
BB3pacT (BXK. ToUka 4.2 3a BpeMETO 110 BH3CTAaHOBSIBAHE IPH MMAIIMCHTH B CTapUecka Bb3pacT) WU
€1eMaTO3HO ChCTOSIHUE (HAIp. TEKKa CTENEH Ha YepHOAPOOHO YBPEKAaHe), MOTaT Jia ObJIaT CBbp3aHU
C MO-JBJITY TICPHOJIH Ha BH3CTAHOBSIBAHE.

Peakiuu na CBPBXYYBCTBUTCIIHOCT KbM aKTHBHOTO BCIIIECTBO.

Kimmannucrure TpsioBa 1a Ob1aT MOATOTBEHH 332 BH3MOYKHH PEAKIINHU Ha CBPBXIYBCTBUTEIHOCT KbM
AKTUBHOTO BEILECTBO (BKIFOUUTETHO aHAQWIAKTUYHH PEaKIMH) U JIa B3eMaT HeOOXOAUMUTE
Mpeina3Hu MepKH (BX. Touka 4.8).

Harpuii:

To3u ekapcTBeH MPOAYKT Chabpxka 10 9,7 mg HaTpuii Ha ml, ekBuBanenTHH Ha 0,5 % ot
MpPENopBHUYBAHUS MAKCUMAJICH THEBEH NpueM 2 g HaTpuid 3a Bb3pacteH Ha C30.

45 BzamMmopeiicTBHe ¢ IPYrH JeKAPCTBEHH MPOAYKTH M APYrH (PopMH Ha B3auMojeiicTBHe

WNndopmanusira B Ta3u ToUKa ce 6a3upa BbpXy adMHUTETa Ha CBBP3BaHE MEXKIy CyraMazeKc U Ipyru
JIEKapCTBEHU MPOAYKTH, HEKITMHIYHU €KCIIEPUMEHTH, KIIMHUYHU MPOYYBAHNUA U CUMYJIALINH,
M3I0JI3BAILN MO/IEN, KOMTO B3eMa npenBua hapMakoIMHAMUYHUS e()EeKT Ha HEBPOMYCKYJIHUTE
O5oxepH 1 hapMaKOKMHETHIHOTO B3aMMOJICHCTBHE MEX/1Yy HEBPOMYCKYJIHHUTE OJIOKEpH U CyramajeKc.
Ha 6a3a Ha Te3u gaHHM, HE ce OYaKBa KJIMHUYHO 3HAYMMO (hapMaKOJIUHAMHUYHO B3aUMO/JICHCTBHUE C
JIPYTH JIEKapCTBEHH MPOIYKTH, C U3KIIOUEHNE Ha CIETHUTE:

ITpu Topemuden u Qy3umoBa KUCeNMHA HE MOTAT Jla c€ U3KII0YaT B3aUMOJCHCTBHS C U3MECTBaHe (He
ce OYaKBaT KIMHUYHO 3HAYHMHU B3aWMOJIEHCTBUS ChC 3aXBalllaHE).

IIpu xopMOHaTHUTE KOHTPAILIETITUBY HE MOJXKE Jja c€ U3KIIF0YM KIIMHUYHO 3HAYUMO B3aHMOIEHCTBHE
ChC 3axBallaHe (He ce 0YaKBaT B3aUMOACUCTBHS C HU3MECTBAHE).

BzaumoeiicTBHS, MOTCHITUAIHO 3acsTally ed)I/IKaCHOCTTa Ha cyraMaJckc (BSaHMOHeﬁCTBHH C

U3MECTBAHE):

ITopaan npuitokeHNETO Ha ONPEEIICHH JIEKAPCTBEHN IPOAYKTH CIIE]] CyTaMaeKC, POKYPOHUH HITH
BEKYPOHUI TEOPETUYHO MOTAT Ja ObJaT M3MECTEHH OT cyraMmajiekc. B pesynrat moxe 1a ce
HaOJr01aBa MOBTOPHA MOsIBA HA HEBPOMYCKYJHa Oyiokana. B TakbB cimyuail manueHTsT TpsioBa 1a Obae
BeHTHWIMpaH. [IpuoxxeHnero Ha JeKapcTBEHUs MPOTYKT, KOWTO € MPUYNHIII U3MECTBaHe, TpsiOBa 1a
ObJIe IpeKkpaTeHo B ciiyvail Ha HHPY3Hs. B cuTyanum, B KOUTO MOXKE Jia Ce TIPEABH/IAT MOTESHIIUATHA
B3aUMOJICHCTBUS C U3MECTBaHE, MALIMEHTUTE TPAOBa Ja ObJaT BHUMATEIHO HAOII0JaBaH! 32
NPU3HAIM Ha TIOBTOPHA MOsIBA HA HEBPOMYCKYJTHA OJiokaga (MpuOIM3UTEIHO 10 15 MUHYTH) ciiex
MapeHTepaTHO MPUIIOKEHHE Ha IPYT JIEKaPCTBEH MPOAYKT, MOSABABAIIH C€ B Iepro/ia oT 7,5 Jaca cien
MIPUJIO’KEHUE Ha CyramaJiekc.



Topemudhen:

IIpu TopemudeH, KOWTO UMa CPaBHUTEIIHO BUCOK a)MHUTET 3a CBBP3BAHE ChC CyraMajieKc U KONTO
MOJKE J1a IPUCHCTBA B CPABHUTEITHO BUCOKH IIA3MEHH KOHIICHTPAIIUH, MOXKE JIa CE MPOSIBH U3BECTHO
M3MECTBaHE Ha BEKYPOHUI WM POKYPOHHUI OT KOMILIEKCA Che cyramajnekc. CienoBaTeHo
KIHMHAIUCTUTE TPsAOBa Ja ObJaT HAsICHO, Y€ Bh3CTaHOBABAHETO Ha ChOoTHOMEHHNETO Ta/T1 0 0,9 MoKe
na Obae 3a0aBeHO MpH MAIMEeHTH, KOUTO ca TOJIYYHIN TOpeMu(eH B IeHS Ha ONeparusTa.

Humpasenosno npunosicenue Ha (hy3u008a KUCETUHA:

Ymnorpebara Ha (hy3u0Ba KHCENHHA B TIpejonepaTiBHaTa (pa3a Moke Ja JoBeie 10 3abaBsiHe Ha
BB3CTaHOBsIBaHETO Ha choTHOMEHHETO T4/T1 10 0,9. He ce oyakBa moBTOpHA MOSIBA Ha
HEBPOMYCKYJTHa OJIOKajia B MOCTONEpaTUBHATA (Da3a, Thii KATO CKOPOCTTA HAa MH(Y3Hs Ha Py3ugoBaTa
KHCEJIMHA TTOKPUBA MIEPUOJT OT HAKOJIKO Yyaca U HUBaTa B KPhBTA ca KyMYJIaTUBHU 3a 2-3 JHH. 3a
MOBTOPHO MPWJIOKECHUE Ha CyTaMasIeKC, BIKTE Touka 4.2,

BsaumMoneiicTBus, NOTEHIMAIHO 3acsraiy eUKaCHOCTTA HA IPYIU JEKAPCTBEHH IPOIYKTH
(B3aMMOJIEHCTBYSI CHC 3aXBalllAHE):

[Topaan MpHUIOKEHUETO HA CYyraMa/ieKC, €PEeKTUBHOCTTA HA ONPE/ICIICHN JISKAPCTBEHU TIPOAYKTH
MOJKe Ja ObJle TOHMKEeHA TIOpaIy IOHKaBaHe Ha (CBOOOIHHTE) IIa3MeHHN KOHIIEHTpAIH. AKO ce
HaOJro1aBa TakaBa CUTYaIHsl, Ce MPErnopbyBa KIMHULUCTHT Ja 0OMHUCIU IOBTOPHOTO MPUIOKEHUE HA
JICKApCTBCHUA NPOAYKT, IPUITOKCHHUCTO HA TCPAICBTUYHO €KBUBAJICHTCH JICKAPCTBCH MPOAYKT (33
NpEeANOYNTAHE OT PA3INIeH XUMHUUCH KIIac) W/WIH TOIXOIAIIN HEMEANKaMEHTO3HH HHTEPBEHIIIH.

Xopmonannu konmpayenmueu.

BaumogpeiictBuero mexay 4 mg/kg cyramaekc U mporecTOreH ce 09aKkBa Jia JI0Bee 10 HaMallsBaHe
Ha excno3unusaTa Ha nporecroreH (34 % or AUC), momo6HO Ha HaMalIIBaHETO, HAOIIOAABAHO, KOTaTO
JTHEBHA J103a TIepopaJieH KOHTPAIIeNTUB ce npuema 12 yaca mo-KbCHO, KOETO MOXe J1a I0BEJE J0
noHWXKaBaHe Ha eekTuBHOCTTA. [IpH ecTporenuTe ce ouakBa epekThT Aa € mo-caad. CrienoBaTenHo
NPUIOKEHUETO Ha OOJIyC /103a CyraMaJieKc Ce CUMTa 3a €KBUBAJICHTHO Ha eIHa MPOIyCHATa {HEBHA
J1032 MEPOPATHH CTEPOUIHU KOHTPALCTITUBY (KOMOMHUPAHU HITH CaMO TIPOT'eCTOreH). AKO
cyramaJieKkc ce mpuiara B ChIIHS JIeH, B KONTO ce MpHeMa U IepopaleH KOHTPAIENTUB, TpA0Ba 1a ce
nperienaT ChbBETUTE 3a MPOIyCHATa 032 B JIMCTOBKATA 3a MAallMeHTa Ha IepOpaiHUs KOHTpalenTus. B
ClIydail Ha IpularaHe Ha XOPMOHAJITHU KOHTPALENTHBU, KOUTO He ca NMepopaHM, TalueHTHT TpsOBa
Jla U3M0JI3Ba AOMBJIHUTENIEH HEXOPMOHAJIEH KOHTPAIENITUBEH METO/] IPe3 ClIeABAIINTE 7 JHU U /1a
nperiiesa CbBETUTE B JIMCTOBKATA 32 MALMEHTA HA JICKAPCTBEHUS IPOIYKT.

BzanmoaeiicTBys, IBIDKANM CE HA MPOABIDKUTEIHUS eDEeKT Ha POKYPOHUN I BEKYPOHUI:

KoraTo B mocronepatuBHUS NEPUO/] CE U3MOI3BAT JIEKAPCTBEHH NPOILYKTH, KOUTO MIOTEHIUPAT
HEBPOMYCKYJIHa OJI0Kaja, TpsiOBa Aa ce 00bpHE 0COOCHO BHUMaHUE Ha BB3MOXKHOCTTA 32 TIOBTOPHA
NosiBa Ha HEBPOMYCKYJIHA OJ10Kaa. MoJis, BHXKTE B JIMCTOBKATa HA POKYPOHHH HIIM BEKYPOHUH
CHHMCBHKA Ha KOHKPETHUTE JIEKAPCTBEHH MIPOAYKTH, KOUTO MOTEHIMPAT HEBPOMYCKYJIHA Oiokaza. B
ClIydail Ha IIOBTOPHA I10SIBa HA HEBPOMYCKYJIHA 0JIOKa/1a, MAIMEHThT MOXKE /1a Ce HyXIae OT
MEXaHWYHA BEHTHIJIANMA U TTIOBTOPHO MPHUIIOKEHUE HA cyraMajekc (BK. Touka 4.2).

Bausnaue BBPXY J'Ia60'[)aTODHI/I HN3CJICABAHUNA:

CyraMaz[eKc 110 IPUHIIMUITI HE BJIMAC BBPXY Ha60paTOpHI/I H3CJICABAaHUA, C BEPOATHOTO U3KIIFOYCHHEC HA
TecTa 32 CEpyMHHM HUBaA Ha nporectepoH. HaOmonaBaHo € BIUsSHUE BbPXY TO3HU TECT MPH IIa3MEHH
KOHIIEHTpaImu Ha cyramajiekc 100 mukporpama/ml (mikoBo mazmeHo HuBo cien § mg/kg Goiryc
WHKEKITHS ).

[Tpu npoyuBane npu 3apaBu 1oOpoBoiny go3ute 4 mg/kg u 16 mg/kg cyramanekc BoasT 10
MaKCHUMAITHO CpeHo yabipkaBane Ha aPTT, ceoTBeTHO ¢ 17 11 22 % n Ha PT(INR), chotBeTHO ¢ 11 1
22 %. Te3u orpannueHH CpeiHU cToiHOCTH Ha yabokaBane Ha aPTT u PT(INR) ca ¢ kparka
MPOABIDKATETHOCT (< 30 MUHYTH).



IIpw in vitro onnty e HaboaBaHo (hapMaKOAMHAMHUIHO B3auMoeiicTBue (yabpinkaBane Ha aPTT u
PT) c anTaronnctu Ha ButamuH K, He(ppakiimonnpan xemapuH, HUCKOMOJIEKYJTHH XeTapuHONIH,
puBapokcabaH u qaburatpat (Bxk. Touka 4.4).

IleanaTpuyHa HOMyJIaIus

He ca mpoBexxgann odumaIHu IPOyYBaHUs 332 B3anMoIeHCTBUATA. [ opernocodennTe
B3aMMOJICHCTBUS NIPU BH3PACTHU U MPEAYNPEKICHUATA B Touka 4.4 TpsiOBa ChINO 1a ObJaT B3CTH MO
BHUMAaHHE MPH TTeJUATPUIHATA IOy IIAIHS.

4.6 @epTHaANTET, OPEMEHHOCT H KbpMeHe

BpemenHoct

3a cyraMasieKC HsIMa KIMHUYHU JJAHHH 32 SKCIIO3UIIUS TI0 BpeMe Ha OPEMEHHOCT.

[IpoyuBanwusTa MpH )KUBOTHU HE TIOKA3BAT MPEKHU MM HEMPEKH BpeIHU e()EKTH BPXY OPEeMEHHOCTTA,
eMOpHOHATHOTO/(heTaTHOTO pa3BUTHE, PAXKIAHETO WIIH ITOCTHATATHOTO Pa3BHUTHE.

[Ipunaranero Ha cyramajeKc pyu OPEMEHHM )KCHHU U3MCKBA MOBUILICHO BHUMAaHUE,

Kbpmene

He e u3BecTHO fanm cyramajieKc ce eKCKpeTHpa B kKkbpMara. [[poyuBaHusTa P KUBOTHH TIOKa3BaT
eKCKpeLus Ha cyraMazekc B MILsikoTo. Ilepopannara abcopOrust Ha HUKIOASKCTPUHU 10 IIPUHLMIL €
HHCKA U HE CE 0YaKBa BIMSHHUE BBPXY KbPMAadeTO HA €CTECTBEHO XpaHEHE CIIe TpuUlarane Ha
eIMHUYHA J103a MPU KbpMauKaTa.

Tpsi0Ba na ce B3eMe pelIeHNe Jaly ja ce MPEyCTaHOBHU KbPMEHETO MIIU J1a C€ IIPEYCTAaHOBH/HE Ce
MPUIOXKHU TepanusiTa CbC CyraMazieKe, KaTo ce B3eMar IpeABH/ 110J13aTa OT KbPMEHETO 3a ACTETO U
[0J13aTa OT TepanusaTa 3a )KeHaTa.

DepTUnuTeT

He e npoyuBaHo BIMSHUETO HA cyramajiekc BbpXy deprunurera npu xopa. [Ipoyusanust nmpu
JKUBOTHH 32 OLICHKA Ha (PepTUINTETA HE ITOKa3BaT BPEIHO BIUSHHUE.

4.7 EdexTn BbpXy criocod0HOCTTA 32 mogupaHe U padoTa ¢ MAIIUHA

He e uzBectno Cyramanekc Fresenius Kabi na monusia ciocoOHocTTa 32 modupane u pabdora ¢
MaIluHH.

4.8 HexejaHu JeKaPCTBEHH PEaAKIIUH

PesroMme Ha npoduia Ha 0e301acHOCT

Cyramanexc Fresenius Kabi ce nmpuiara eiHOBpeMEHHO ¢ HEBPOMYCKYJIHH OJIOKEPH M aHECTETHIIN TTPH
XUPYPTUYHH manenTy. CIeloBaTeHO € TPYAHO Jia ce OI[eHH TPUYNHHO-CIIC/ICTBEHATa BPB3Ka ¢
HEeXXellaHUTe ChOUTHS.

Haii-gecTo cho0IIIaBaHNTE HEXEIIAHU PEaKIIUU PU XUPYPTUYHU NAIIMEHTH ca KallUINIA, YCIOXKHEHUS
Ha TUXaTEeITHHUTE ITHTHIIA B PE3yJNITAT HA aHECTE3UATA, YCIOKHEHHS TI0 BpeMe Ha aHeCTe3Hs,
XHMIIOTOHMS B PE3yJITAT Ha MPOIeyparTa U yCIAOKHEHHUS B pe3ynraT Ha nporeaypara (Yectu (> 1/100
1o < 1/10)).

Ta6auna 2: Tadnu4veH cIMCHK HA HeXKeJaHUTE Peakuu

BesonacnoctTa Ha cyramajiekc € oueHeHa npH 3 519 oraenHu yuacTHULM B 6a3ata JaHHU OT COOpPHU
n3nuTBanus 3a 6e3onacHoct ¢aszu [-111. Crobuienu ca cieHNTE HEXEIaHU PEaKkUy MPH Tu1anedo
KOHTPOJIMPpAHU U3NNUTBaHUA, KBACTO YHACTHUIHUTE 11OJIydaBaT aHECCTE3UA I/I/I/I.HI/I HEBPOMYCKYJIHU
ostoxepu (1 078 y4acTHUIM, C €KCIIO3UIIMS Ha CyraMajiekc crpsimo 544 Ha 1uiaie0o):



[Mnozo vecmu (> 1/10); wecmu (> 1/100 oo < 1/10); neuecmu (> 1/1 000 0o < 1/100), pedku

(> 1/10 000 0o < 1/1 000); mnozo peoku (< 1/10 000)]

CucremMo-opraieH Kjac Yecrota Hexenanu peaxkuuu
(ITpenmmounTaHl TEPMITHH )

Hapyuienns Ha umyHHaTa Heuectn Peaknuu Ha

CUCTEMA CBPBXUYBCTBUTEIHOCT KbM
aKTHBHOTO BEMIECTBO (BXK. TOUKA
4.4)

Pecnuparopuu, rppaHu 1 Yectn Kanmmma

MeIUACTHHAIHU HAPYIICHHS

HapansBanus, otpaBsaus u | Yectn YcnoxHeHnus Ha

YCIIOXHEHUS, BbSHUKHAJIN B
PE3YJITAT HA UHTCPBCHIIUN

JUXAaTCIIHUTC ITbTHUILA B
PE3YJITAT HA aHECTE3UATA

YcnoxxHEHUe 110 BpeMe Ha
aHecTe3us (BXK. Touka 4.4)

XUNOTOHUS B PE3YJTAT
Ha Ipoueaypara

YcnoKHEHU B pe3ynTar
Ha rpouexypara

Onucanue Ha U30paHu HEXKEJIaHHU PEaKIIMU

Pealmuu Ha C8PBXUYBCMBUMESIHOCM KbM AKMUBHOMO 8€U4ECMEBO.

I[1pu HAKOM MALMEHTH U JOOPOBOJIILH Ca CE MOSBUIIM PEAKLUK Ha CBPBXUYBCTBUTEITHOCT,
BKITIOUMTENTHO aHaduiIakcus (3a mHpopMaus 3a JoOpOBOJIIHTE, BUXKTE NO-101y ,,JHQopMmanus 3a
3apaBu 100poBouiK ). ChOOIICHUSTA 32 TAKMBA PEAKIMU OT KIMHUYHU U3MHUTBAHUS IPU XUPYPTUUHH
HAI[MEHTH Ca HEYECTH, a OT MOCTMAPKETHHTOBHUSI IEPHO/] Ca C HEU3BECTHA YECTOTA.

Te3u peaknuu BapupaT OT H30JUPAHN KOXKHHU PEAKIIUN JI0 CEPHO3HH CUCTEMHH PeaKiiuu (T.e.
aHadunakcus, aHapUIAKTHYCH [IOK) M ca Ce MOSBIIIHN MIPH NManueHTH 0e3 MPEeAX0/HO MpHuiaraHe Ha

CyraMaJiekc.

CumMritoMuTe, CBbP3BaHU C TAaKMBA PEAKIMH, BKIIIOYBAT: 3a4€pBIBaHE HA KOXKaTa, ypTUKapus,
epUTEMAaTO3eH O0pUB, (TEKKA) XUITOTOHHUS, TAXUKaP U, MT0{yBaHe Ha e3KKa, oJyBaHe Ha (apHHKca,
OpoHxocna3bM 1 0en0gpoOHN OOCTPYKTUBHHU CHOUTHS. TEeKKUTE peaklui Ha CBPbXUyBCTBUTEITHOCT
Morar Aa ObAaT ¢ JeTaJeH U3XOJ.

Yenooicnenus na ouxamennume nemuwa 6 pe3yamam Ha AHecme3us.

VYcnoxKHEHHATA Ha AUXATEITHUTE ITBTHIIA B PE3YJITaT Ha aHECTE3UsI BKIFOYBAT 3a/IaBsIHE OT
eHI0TpaxeaiHaTa Tpb0a, KallIsHe, JIEKO 33/1aBsiHe, PeaKiis Ha MPoOysKAaHe 110 BpeMe Ha olepariys,
KallJIAHE 110 BPEME Ha aHECTC3M NI 110 BpEME Ha Ooricpanus, Wik CIIOHTAHHO JUIIIaHC Ha MallMeHTa,

CBBP3aHO C aHCCTEC3UATA.

Ycnoowcnenue no epeme na anecmesusi:
VYcnoxHEHUs 10 BpeMe Ha aHeCTe3us, I0KAa3aTEIHN 32 Bb3CTaHOBSIBAHETO Ha HEBPOMYCKYJIHATA
(byHKLUS, BKIIOYBAT JIBMKEHUE HA KPAHHMK WX Ha TSUIOTO WM KalLISHE IO BpEMe Ha aHeCTe3Us MU
0 BpeMe Ha ollepalyisi, TpIMacH WK CMy4eHe Ha eHJj0TpaxeanHaTa Tpb0a. Bikre Touka 4.4 ,,Jleka

aHecTe3us .

Ycnoowcnenus 6 pezyamam na npoyedypama:

VYcinoxKHEHHsATa B pE3yJITaT Ha IIPOIeAypaTa BKIIOYBAT KaIlUISHE, TAXUKap/IUs, OpaguKapaus,

JABWKCHUC U YCKOPSABAHC HA ChbpJACYHATA YECTOTA.
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Hspaszena bpaouxapoust.

[Tpu NOCTMAapKETHHTOBUS OIUT ca HAOI0ITaBaHN U30JMPAHU CITydau Ha U3pa3eHa Opaaukapaus u
OpaaukapIus ChC ChPACUCH apecT B PAMKHTE HA MUHYTH CJIE] IPUIOKCHHUE HA CyraMasieKe (BiK.
Touka 4.4).

Tlosmopna nossa na He8pOMYCKyIHA O0KAOA:

B KIMHUYHA TPOYYBAHUS [TPH YUACTHHIIN, IEKYBAHH ¢ POKYPOHHUH MIIM BEKYPOHHM, KBHIECTO
cyramajieKkc ce mpuiiara u3noj3Baiiku 103a, OnpeesieHa Crope/l CTENeHTa Ha HeBPOMYCKYJTHA
omokana (N=2 022), e HaOIrro/jaBaHa MOBTOPHA MOsIBA HA HEBPOMYCKYITHa Oyiokana ¢ yectora 0,20 %,

BbH3 OCHOBA Ha Ha6J'IIOI[eHI/Ie Ha HCBPOMYCKYJIHATa (I)YHKIII/ISI WM KIMHUYHHU JOKAa3aTCJICTBa (B)K. TOYKa
4.4).

Hnghopmayus 3a 30pasu 00oposoyu:

Pangomusupano, JBOWHOCIAO MPOYYBaHE H3CIIEIBa YECTOTATa HA PEaKMHUTE Ha
CBPBXYYBCTBHTEIHOCT KbM aKTUBHOTO BEIIECTBO MPH 3IpaBH JOOPOBOIIH, HOITYyYaBaIH 10 3 103U
mwiare6o (N=76), cyramanekc 4 mg/kg (N=151) umu cyramagexc 16 mg/kg (N=148). CrobiieHusiTa 3a
MOJJ03UPaHa CBPbXYYBCTBUTEITHOCT Ca IOMBJIHUTEIHO OIICHEHH 3acieneHo OT Komucus. Yectorara Ha
JOITBJIHUTEHO OLIEHEHaTa cBpbXuyBcTBUTENHOCT € 1,3 %, 6,6 % 1 9,5 % choTBEeTHO B rpynuTe Ha
miaine6o, cyramanekc 4 mg/kg u cyramanexc 16 mg/kg. Hsama cpoOieHus 3a aHadUIaKcus cies
npueM Ha mane6o i cyramanekc 4 mg/kg. ima equHUYeH, TOIBJIHUTEIHO OIICHEH CiIy4all Ha
aHaduIakcus Ciell TbpBaTa J103a cyramazekc 16 mg/kg (uecrora 0,7 %). Hsama naHHu 3a MOBHUINICHA
YECTOTa WM TEKECT HAa CBPBXUYBCTBUTEIHOCT ITPH TIOBTOPHO IMPUIJIaraHe Ha CyramMajeKc.

B npeauinHo npoydBaHe cbC CXOJEH AU3aiH, UMa TPU JOIIBIHUTEIHO OLEHEHU CIIydasi Ha
aHa(uIIaKCHs, BCUUKH CJIe/l IpueM Ha cyramazaekc 16 mg/kg (dectora 2,0 %).

B 6a3ara mannu Ha cOopHu npoyuBanus (asa | HexenanuTe chOUTHS OrleHeHn Kato vectu (> 1/100
10 < 1/10) nnu mHOTO YectH (> 1/10) n HaOMIOAaBaHU MO-YECTO CPE]] YYACTHULIUTE, JIEKYBaHHU ChC
cyramajieKc, OTKOJIKOTO B Iuiarebo rpymata, BkarouBaT aucreysus (10,1 %), rmaBobonue (6,7 %),
rajene (5,6 %), yprukapus (1,7 %), npyputyc (1,7 %), 3amasaoct (1,6 %), nopbmane (1,2 %) u
kopemHa 6osika (1,0 %).

Llonvanumenna qu)opMauwz 3d cneyuajiHu nonyiauyuu

Hayuenmu c 6en100pobHU 3a60136aHUL.

B mocTMapKeTHHTOBH JJaHHW | B €IHO KOHKPETHO KIIMHMYHO M3MUTBaHE NPH MMAIUEHTH ¢ aHAMHE3a 3a
0e101poOHH YCIIOKHEHUS € ChOOIIEeH OPOHXOCIIa3bM KaTo BEPOSTHO CBBP3aHO HEXKEIAHO ChOUTHE.
[Ipy BcHUKM MalMeHTH ¢ aHAMHe3a 3a 0e10IpOOHH YCIIOKHEHUS, JIEKapsT TpsOBa Ja € 3armo3HaT ¢
BBb3MO)KHATA T1051Ba HAa OPOHXOCIA3bM.

Tleouampuuna nonynayus

[Tpu npoyuBaHus ¢ TEIUATPUYHH NAMEHTH Ha BB3pacT oT 2 1o 17 rogunu, npoduisbT Ha
Oe3omacHoCT Ha cyramaziekc (1o 4 mg/kg) kaTo 11510 € mog00eH Ha npoduiia, HaOI0aBaH MPU
Bb3PaCTHH.

Iayuenmu c 6orecmno 3amivcmsagane

B xIMHMYHO M3MHUTBaHE, CIEIUAIHO HACOUYSHO KbM MAlMEHTH ¢ 00JIECTHO 3aTIbCTSIBAaHE, TPOPMITBT
Ha 0€30I1aCHOCT KaTo ISUI0 € TOA00SH Ha TO3M MPH Bb3PACTHU MAIlMEHTH B COOpHH npoyyBanus ¢asa |
1o Il (Bx. Tabmuma 2).

Tayuenmu ¢ mestcko cucmemno 3abonsigame

B m3nuTBaHe npy manueHTH, KOUTo ca oneHeHu karo Kmac 3 nnm 4 ciopen, AMEpHUKaHCKOTO
JpyXecTBO Ha aHecte3noso3ute (American Society of Anesthesiologists (ASA)), (maueHTH ¢ TEXRKO
CHCTEMHO 3a00JIsIBaHE WM ITALUEHTH C TEKKO CUCTEMHO 3a00JIIBaHe, KOETO € IIOCTOsIHHA 3ariaxa 3a
KUBOTA), MPOMUITBT HA HEXeTaHuTe peakuuu npu te3u ASA Knac 3 1 4 nauneHTn KaTo usjio e
nmo1o0eH Ha TO3U NP BH3PACTHH MallieHTH B cOopHU mpoyuBanus ¢asza I qo III (Bx. Tabnuma 2).
Bmxre Touka 5.1.
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Cpo0111aBane Ha MOA03UPAHN HEKETAHH PEAKITHH

Cpo0IIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIMU CIIS]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BaKHO. TOBa MMO3BOJISBA Ja MPOIBJIKH HAOIIOICHUETO Ha ChOTHOIICHUETO I0JI3a/PUCK 32
neKapcTBeHUs MpoayKT. OT MEIUIMHCKUTE CIISIIUAIMCTH CE M3MCKBA Ja ChOOIIaBaT BCAKa
[I0I03UPaHa He)KEIaHa PeakKiys Ype3 HAIlMOHAIHA CUCTEMa 33 ChOOIaBaHe, IOCOYCHA B

[puioxenue V.

4.9 Ilpemo3upane

[Tpu xMMHUYHY IPOYyYBaHMs € choOIIeH | cimyydail Ha cimyyvaiiHo npenosupane ¢ 40 mg/kg 6e3 HiIKaKBU
3HAYMMH HEXeJaHH peakiun. [Ipu npoydyBaHe 3a IOHOCUMOCT MPU XOpa, CyraMajieKc € MpHiiaraH B
no3u 110 96 mg/kg. He ca cho0maBaH HUKaKBU HEXKEIAHU ChOUTHS, CBBP3aHHU C J103aTa, HUTO
CEpUO3HU HEeXeJaHH CHOUTHSI.

Cyramagnekc Moxe f1a ObIe OTCTpaHEH Ype3 XeMoanain3a ¢ GUiIThp ¢ BUCOKAa CKOPOCT Ha MOTOKA, HO
He U ¢ puIThp ¢ HUCKA ckopocT. Cropes JaHHUTE OT KIMHUYHUTE POYYBaHUS, TTa3MeHaTa
KOHIIEHTpaIus Ha cyramaziekc ce HaMmaisBa 10 70 % cnen 3 1o 6-yacoBa nuanusa.

5.  ®APMAKOJIOIT'MYHHU CBOMCTBA
51 ®apmakoguHAMUYHH CBOICTBA

®apmMakoTepaneBTHUHA TPyIa: BCHUYKH JIPYTH TEpareBTUUHU NPOAYKTH, aHTuA0TH, ATC Kox:
V03AB35

MexaHu3bsM Ha JEHCTBHE:

Cyramazekc e MoguduuupaH raMma-uuKJIOASKCTPHH, KOWTO € CENEKTUBHO CBBP3BAILO CE C
MHUOpEJIaKCaHTH cpeacTBO. Toil 00pa3yBa KOMIUIEKC C HEBPOMYCKYJIHHUTE OJIOKEpH pOKYPOHHIA
WM BEKYpPOHUIA B TIa3MaTa M Taka HaMaJlsiBa KOJIMUECTBOTO HEBPOMYCKYJIIEH OJIOKep,
CHoco0€eH Ja ce CBbP3Ba C HUKOTHHOBH PELIEITOPH B HEBPOMYCKYJIHUTE cuHArcH. ToBa Boau
JI0 Bb3CTaHOBSIBAHE OT HEBPOMYCKYJIHA OJIOKaga, MHIYLUPaHa ¢ POKYPOHHUH WIIN BEKOPYHHH.

dapMakogMHAMUYHA €(DEKTHU:

Cyramanekc e npuiaras B 1031 Mexnay 0,5 mg/kg u 16 mg/kg npu npoy4Banus 3a onpeaessiHe
Ha 3aBHCHMOCTTA JI03a-0TTOBOP MPH HEBPOMYCKYJIHA OJ0Kaga, MHAyIMpana ¢ pokyponuii (0,6,
0,9, 1,0 m 1,2 mg/kg poxypoHreB OpoMu ChC U O€3 MO IbpPIKAIA 103a) U ITPH HEBPOMYCKYJITHA
oJsiokaza, uaayiupana ¢ Bekyponuii (0,1 mg/kg BekypoHueB OpoMul Cbe U 0€3 Mo IbpKaia
J1033) B pa3InyH{ BPEMEBH TOUYKH/PA3IMYHN CTETICHH Ha HEBPOMYCKYJIHa O1okaza. [Ipu te3n
NpOYyYBaHUS € HaOIIo1aBaHa CHa 3aBUCUMOCT J103a-0TTOBOP.

Kinnnnuna edukacHOCT ¥ 0€30aCHOCT:

Cyramagekc MOXke J1a ce MPUIIOKU B HAKOJIKO pa3IMYHU BPEMEBH TOUKH CJIE]] IPHWIIOKEHHE Ha
POKYPOHHEB WIIM BEKYPOHHEB OPOMU:

Pymunno év3cmanossasane — 0va00Ka HeBPOMYCKYIHA OA0KAOA:

B enHO 0CHOBHO MpOyYBaHe, MAMEHTHTE Ca PAaHIOMHU3UPAHU B TPYITH Ha POKYPOHUI 1 Ha
BeKypoHwuii. Cres mocieaHara 103a poKypOHHIA WM BEKYPOHUH, pu 1-2 mOCTTeTaHUYHN
noTpenBaHus, ca npuiokenn 4 mg/kg cyramanexc wim 70 mcg/kg HEOCTUTMUH B
paHzoMHu3upaH pel. BpeMeTo oT HayanoTo Ha MPUI0KEHUETO Ha CyramMaieKC WIH HEOCTUTMHUH
JI0 BB3CTAaHOBSIBAHE HA CHOTHOIIEHHETO T4/T1 10 0,9 €:

Tabanna 3: Bpeme (MHHYTH) OT NPHJIOKEHNE HA CyTraMa/ieKC MJIH HEOCTUTMUH NPH AbJ00KA
HeBPOMYCKY.JIHA 0J10Kkaga (1-2 mocTTeTAHUYHU MOTPENBAHMA) cJle/l POKYPOHUI WJIM BeKYPOHMii
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10 BL3CTaHOBABaHe HA chLoTHOmenneTo T4/ T1 mo 0,9

IHeBpoMycKyIieH OI0Kep CxeMa Ha JieueHne
Cyramanexc (4 mg/kg) Heocturmun (70 mcg/kg)
[PoxypoHuit
N 37 37
MennaHa (MHHYTH) 2,7 49,0
['panunu 1,2-16,1 13,3-145,7
BexypoHuii
N A7 36
Mennana (MHHYTH) 3,3 49,9
['panunu 1,4-68,4 46,0-312,7

Pymunno év3cmanossagane — ymepena He8poMycKyaHa 61oxaoa:

B npyro ocHOBHO mpoydBaHe, MAIUEHTHTE Ca PAHIOMHU3UPAHH B TPYITH HA POKYPOHHUI U BEKYPOHHIA.
Crnen mocneHaTa 103a pOKypOHHN WM BEKYPOHHH, TP MTOBTOPHATA T0sBa Ha T2, ca MpHiIoKeHH

2 mg/kg cyramanekc mwim 50 mcg/kg HeOCTUTMUH B paHAOMH3HpaH pel. Bpemero ot Havanoro Ha
NPUIOKESHUETO Ha CyraMaJIeKC I HEOCTUTMHH JI0 Bb3CTaHOBsIBaHE Ha ChoTHOIIEHHETO T4/T1 10 0,9

c:

Ta6anuna 4: Bpeme (MHHYTH) OT NPUJI0KeHNEe HA cyraMa/ieKe MM HEOCTUTMHUH NPU MOBTOPHATA
nosia Ha T2 cjiel pOKYPOHUi WM BEKYPOHHii 10 Bb3CTAHOBSIBaHEe HA ChOTHOLIEHUETO T4/T1 10

0,9

HeBpomyckymneH 610kep

CxeMa Ha JIEUeHUE

Cyramanekc (2 mg/kg)

Heocturmun (50 mcg/kg)

Poxyponuii

N 48 48
Mennana (MUHYTH) 1,4 17,6
["panumm 0,9-5,4 3,7-106,9
Bexyponuii

N 48 45
Menrana (MUHYTH) 2,1 18,9
["panumm 1,2-64,2 2,9-76,2

Bb3cranoBsiBaHe CbC CyraMaieKc OT HEBPOMYCKYJIHA OJI0OKa/a, MHAYLpPaHa C POKYPOHHUH, € CPaBHEHO
C BB3CTAaHOBABAHE C HEOCTUIMHUH OT HEBPOMYCKYJIHA OJ0Ka a, MHAYLMpaHa ¢ uc-aTpakypui. [lpu
NOBTOpHA MosiBa Ha T2 ¢ mpuitoxkeHa no3a 2 mg/kg cyramanekc wim 50 mcg/kg Heocturmus.
Cyramaekc ocurypsisa 1mo-0bp30 Bb3CTaHOBSBAaHE OT HEBPOMYCKYJIHA OJI0Kaaa, MHIyLIUpaHa C
POKYPOHHMH, B CPAaBHEHHE C Bb3CTAHOBSIBAHE C HEOCTUTMHH OT HEBPOMYCKYJIHA OJI0Ka/1a, MHAYLHpaHa

C LUC-aTpaKypuil:

Tadauua S: Bpeme (MUHYTH) OT PWIOKEHUE HA CYyTraMaJeKC UM HEOCTUTMMH NPU NOBTOPHATA
nosiBa Ha T> cjie pOKYPOHUIi MJIU NMC-aTPAKyPHii 10 BH3CTAHOBSIBAHE HA CHOTHOLIEHNETO

T4/T1 a0 0,9

HeBpomyckynen 6okep

CxeMa Ha JICUCHHE

PoxypoHMii U cyramanekc

[uc-aTpakypuil U HEOCTUTMUH

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

BpemeTo 10 Bb3CTaHOBSBaHE OT HEBPOMYCKYJIHA OJI0Ka a, HHAYIHPaHa CbC CyKIMHUIXOTHH
(1 mg/kg) e cpaBHEHO ¢ Bb3CTaHOBsIBaHE Che cyramaiekc (16 mg/kg, 3 MUHYTH TO-KBCHO) OT
HEBPOMYCKYJIHA OJIoKaja, MHAynupana ¢ pokyponui (1,2 mg/kg).

Ta6auna 6: Bpeme (MUHYTH) OT NPHUJI0KEeHNE HA POKYPOHUI M cyraMajieKe Wid
CYKIMHWIXOJIMH /10 Bh3cTaHoBsiBane Ha T1 10 %0

HeBpomyckynen 6mokep Cxema Ha JeueHue
IPoKypoHMii 1 cyramaziekc CyKIMHUIXOITUH
(16 mg/kQg) (1 mg/kg)

N 55 55

MennaHa (MHHYTH) 4,2 7,1

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

[Tpu cOopen ananu3 ca ChOOIIEHH CICIHUTE BpeMeHa Ha Bh3cTaHOBsBaHe nipu 16 mg/kg cyramanexc
cien 1,2 mg/kg pokypoHHEB OpOMUI:

Tadauua 7: Bpeme (MUHYTH) OT MPWIOKEHUE HA CyraMajgeKc 3 MUHYTH cJie]l POKYPOHUIi 10
BbL3CTAHOBSIBAHE HA ChOTHOWEeHueTo T14/T1 10 0,9, 0,8 nam 0,7

T4/T1 o 0,9 T4/T1 o 0,8 T4/T1 o 0,7
N 65 65 65
Menunana 15 1,3 1,1
(MuHYTH)
['parumm 0,5-14,3 0,5-6,2 0,5-3,3
bwvbpeuno yspexcoane:

JIBe OTBOpEHH MPOYUYBAHUSI CPABHSBAT OE30MACHOCTTA M €(DMKACHOCTTA HA CyraMajIeKC TIpu
XUPYPrUYHU MAIHMEHTH ChC U 03 TEXKA CTeneH Ha ObOpevHo yBpekaane. B eqnoTo nmpoyusane,
cyramaJieKkc e nmpuioxeH cien onokana Ha 1-2 PTCs, unaynupana ¢ poxkyponuii (4 mg/kg; N=68);
TIpH IPYrOTO MPOYYBaHe, CyraMaJIeKC € MPUIIOKEH IpH moBTopHara nosiBa Ha T2 (2 mg/kg; N=30).
Bb3cTaHOBSIBaHETO OT OJI0KA/IaTa € YMEPEHO YIB/DKEHO MPHU MAIMEHTH C TEXKA CTENEeH Ha OhOpedHo
yBpeX/aHe, B CpaBHEHHUE C MaleHTuTe 6e3 6h0peuHo yBpexaane. [Ipu Te3u npoyuBaHus He ca
ChOOIIABaHU OCTATHYHA HEBPOMYCKYJIHA OJIOKA/(a MJIH TOBTOPHA I10SIBA Ha HEBPOMYCKYITHA OJI0Ka1a
IPY MANKEHTHUTE C TEXKA CTENeH Ha ObOPEIHO YBPEKIAHE.

Ilayuenmu c bonecmno 3amivemsgane:

M3nutBane npu 188 manmeHTH, AMarHOCTUIIMPAHU ¢ 0OJIECTHO 3aTIIBCTABAHE, U3CIIEIBA BPEMETO 32
BB3CTAHOBSIBAHE OT YMEPEHa WITH IBJI0OOKA HEBPOMYCKYJITHA 0JIOKa/la, MHAYIIUPaHa C POKYPOHUH WK
Bekyponuii. [lanmenTure momyuasar 2 mg/kg nnu 4 mg/kg cyramajiekc, B 3aBUCHMOCT OT CTEIIeHTa Ha
0J10Ka/1a, TO3UPaAH WK CIIOPE/T ACHCTBUTEIHOTO TEJIECHO TETII0, WIH CIOpPET HICATHOTO TEJIECHO
TETJI0, Ha PaHIOMU3HPaH, JBOHHOCAMN npuHIMI. CO0PHO 3a CTeneH Ha 0JI0Ka/ia U HEBPOMYCKYJICH
0JI0Kep, MeIMaHaTa Ha BPEMETO JI0 Bh3CTAaHOBSIBaHE HAa ChOTHOIIEHHETO train-0f-four (TOF) > 0,9 npu
NalMeHTH, Ha KOUTO € TIPHJIOXKEHA /103a CIIope]l IeHCTBUTEITHOTO TesiecHO Teryio (1,8 MunyTH), e
CTaTUCTHYECKH 3HaunMo no-Manka (p < 0,0001) B cpaBHeHHE C MAITUEHTH, HA KOUTO € IPUIIOKEHA
J103a CTIOpe] UICATHOTO TeJecHO Teruio (3,3 MUHYTH).

Ieouampuuna nonynayusi:

M3nurBane npu 288 maneHTy Ha Bb3pacT OT 2 10 < 17 roguHu u3cieaBa 0€30MacHOCTTa U
e(pMKacCHOCTTa Ha CyraMajIeKc CIpsIMO HEOCTUTMHUH KaTO CPEJCTBO 3a Bh3CTAaHOBSBAHE OT
HEBPOMYCKYJTHA OJIOKaja, MHAYIIUPaHa C POKYPOHHUH WM BEKypOHHIA. Bh3cTaHOBSBaHE OT yMepeHa
omokasa o ceotHomenneTo TOF > 0,9 e 3HaunTenHo m0-0bp30 B rpynata Ha cyramajekc 2 mg/kg B
CpaBHEHHUE C rpynaTa Ha HEOCTUIMUH (Cpe/iHa FTeOMETPHYHA CTOMHOCT OT 1,6 MUHYTH 3a CyramajeKkc
2 mg/kg u 7,5 MUHYTH 32 HEOCTUTMUH, ChOTHOIIIEHUE HA CPETHUTE TeoMeTpuyHU cToiHOCTH 0,22,
95 % ClI (0,16; 0,32), (p< 0,0001)). Cyramanekc 4 mg/kg mocTura Bb3CTaHOBSIBAHE OT BJIOOKA
0J10Kazia ChC cpeiHa TeOMETPUYHA CTOHHOCT OT 2,0 MUHYTH, TOJOOHO Ha pe3yNTaTUTe HAaOII0gaBaHH
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NpY BB3pacTHU. Te3u ehekTH ca MOCTOSHHU 32 BCHYKH MTPOYYBAHU BB3PACTOBH KOXOPTH (2 10 < 6;
6 mo < 12; 12 mo < 17 roauHM) KaKTo MMPH POKYPOHUH, TaKka U IpU BeKypoHHid. Brxte Touka 4.2.

THayuenmu ¢ mesicko cucmemno 3a601a8aHe:

M3nuTBane npu 331 manueHTH, KOUTO ca oreHeHn karo Kiac 3 nmm 4 ciopen ASA, m3cnenBa
YeCTOTaTa Ha TMOSBUIINTE CE BB BPB3Ka C JICICHHETO apUTMHUH (CHHYCOBa OpanKapansi, CHHyCOBa
TaxUKapIUs WU IPYTH ChPJCYHU apUTMHUH) CJIE]] PUIOKCHUETO HA CyraMajieKC.

IMpu marmenTy, nonyyasanm cyramanaeke (2 mg/kg, 4 mg/kg nm 16 mg/kg), uectorara Ha MOSIBUIATE
ce BBB BPBh3Ka C JICYCHHETO apUTMHH KaTo IISJI0 € MoA00Ha Ha Ta3u npu HeocturmuH (50 mcg/kg mo

5 mg makcumanna no3a) + rimmkonuponat (10 meg/kg no 1 mg makcumansa no3a). [Ipodunst Ha
Hexenanute peakiyu mpu ASA Kiac 3 u 4 manueHTs Kato msu1o € IoJ00eH Ha TO3H P Bh3PacTHH
nanueHTy B coopru npoyuBanus (asa [ go III. 3aroBa He e HeoOXoaMMa KOpeKIys Ha o3aTa. BmkTe
Touka 4.8.

5.2 dapMaKkoKHHETHYHH CBOHCTBA

dapMaKOKHHETHIHHUTE MTapaMEeTPH HA CyraMaIeKC ca U3UMCIIEHH OT OOIIusA cOOp Ha KOHIIEHTPAIIHUTE
Ha HECBBbP3aHHsS M CBbP3aHHs B KOMIUIEKC cyramaaekc. @apMakOKHHETHIHHU MapaMeTPH KaTo
KJIMPBHC ¥ 00eM Ha pasnpee/icHHe ce MPUeMaT 3a ¢IHAKBU IPH HECBbP3aHUS U CBbP3aHHs B

KOMILJICKC CyraMaJacKC IIpu Jinla moJ aHeCTC3usl.

Pasnpenenenue:

HaGmromaBaHusT cTaiioHapeH o0eM Ha pa3mnpezelieHHe Ha cyramajieke € npuodausutento 11 no

14 nutpa npu B3pacTHU MAIMEHTH ¢ HOpMaHa ObOpeyHa QyHKIHUS (Bb3 OCHOBA Ha
KOHBEHIIMOHAJICH, HEKOMITAPTUMEHTEH (papMakOKHHETHYCH aHanu3). Huro cyramajexc, HUTO
KOMILJIEKCHT OT CyraMaJeKc U POKYPOHH, Ce CBBP3BaT € INIA3MEHHUTE MPOTEHHHU UM C EPUTPOLIUTHTE,
KaKTO € MOKa3aHo iN Vitro, kaTo ce MU3MoJ3Ba YOBEIIKa IIa3Ma OT MBKKH HHAUBH U 15714 KPbB.
Cyramanekc mposiBsiBa IMHEITHA KWHETHKA B 1030BUTe rpaHuiy oT 1 1o 16 mg/kg, koraro ce mpuara
Karo 1.v. 0oJyc f03a.

MeTaboau3sM:

B MNPECAKIMHAYHA U KIIMHUYHU IPOYYUBaHUs HE Ca Ha6J'II-OILaBaHI/I MeTa0OIUTH Ha CyraMaJiekC u €
Ha6J'IIOILaBaHa caMo 6’B6p€‘lHa CKCKpCH A Ha HCIIPOMCHCHUS TPOAYKT KAaTO ITbT HA CJIMMUHUPAHC.

Enumunupasne:

EnuMUHAIIMOHHMAT OJTYKUBOT (t1/2) Ha cyramaziekc Py Bb3pacTHH MAlMEHTH C HopMaiHa Ob0peuHa
(bYHKLUS 11071 aHECTE3HSI € OKOJIO 2 Yaca, a U3UMCICHUST IU1a3MeH KIUPBHC € 0kojio 88 ml/min. Exxo
npoyd4BaHe 3a 0ajlaHC Ha MacuTe 1okasBa, ye > 90 % ot go3ata ce ekckperupa 10 24 gaca. 96 % ot
Jl03aTa ce eKCKpeTHpa B ypuHaTa, 0T KOUTO IoHE 95 % ce IbKaT Ha HEIIPOMEHEH CyraMaJeKc.
Exckpenusita upe3 derieca wim u3IuIBaHus Bb3ayX € mo-mManko ot 0,02 % ot no3ara. [Ipunoxenuero
Ha cyramajieKc Ipu 37paBy JOOPOBOIIIN BOAM O MOBHUILIEHO ObOPEYHO ENMMUHUpPAaHE Ha POKYPOHUH B
KOMIUIEKC.

Crneyuannu nonyiayuu.

bvopeuno yspescoarne u gv3pacm:

[Ipu papMakOKHHETHYHO MTPOYUYBAHE, CPABHSIBAIIIO MALIMEHTH C TEXKKA CTEICH HAa ObOPEUHO
YBpEKJaHE U MAIMEeHTH ¢ HopMaHa Ob0pedyHa (QyHKIUS, JIa3MEHUTE HUBA Ha CyraMaJIeKC B JIBETE
TpyIH ca moIo0HU Tpe3 IbPBUS Yac CJIe]] MPUIIATaHeTo, a CJIe]] TOBA B KOHTPOJIHATA TPyTia HUBaTa
HaMaJIsIBaT Mo-0bp30. ToTanHaTa eKCIO3UIMS Ha CYTraMaJIeKC € YAbIDKEeHa, KOeTo Boau 10 17 mbTh
M0-BUCOKA CKCIIO3MIIMS IIPU MAIIMEHTH C TeXKa CTeleH Ha 0bOpeuHo yBpexaane. [Ipu manueHTu ¢
TeXKa ObOpeYHa HEIOCTATHYHOCT Ca JOJIOBUMH HUCKHM KOHIICHTPAI[MK Ha CyraMmajiekc moHe 48 Jaca
CcJIe]] TO3UPAHETO.
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ITpu BTOpO papMaKOKMHETHYHO NMPOYIBaHE, CPABHABAIIO JIUIIA C YMEPEHA HIIM TeXKa CTEICH Ha
0BOpevHO yBpeKaaHe U JHLa C HopMaiHa ObOpedHa QPyHKIHS, KIUPBHCHT HAa CyraMaaeKc
MPOTrPECUBHO HAMANABa U t1/2 IPOTPECUBHO c€ YIbJKaBa C BIOIIABAHETO Ha ObOpevHaTa (QyHKIHS.
Excrnozunusita € 2 mbTy ¥ 5 IBTH TO-BUCOKA MPH JIMLA CHOTBETHO C YMEPEHa U TeXKa CTETeH Ha
060peuno yBpexaane. [Ipu nmuma ¢ Texxka 0b0pedHa HeloOCTaThUYHOCT, Clle 7 THU OT IpUJIaraHeTo Ha
7103aTa KOHIIEHTPAMUTE HA CyraMa/IeKC Bede He ca YyCTAaHOBHMU.

Ta6anna 8: Ilo-goay e npeacraBeHo 06001meHne Ha GapMaKOKHHeTHYHUTE MApaMeTPH Ha
cyramMajiekc, crpaTupuuupany Ha 6aza Bb3pacT H 0bOpedHa QyHKIMA:

HN30pann xapaKTepHCTHKH HA MalMeHTAa Cpennn nporuosupanu ®K napamerpu (CV*%)
Hemorpadcku br6peuna dynkmus KimpsHC O6em Ha Enumunanuonen
JaHHU KpeaTuHnHOB KIUpPBHC (ml/min) pasnpezaesncHue noy>xuBoT (h)
Bw3pacr (ml/min) IIPH CTaLlMOHAPHO
TenecHo cecrosaue (1)
TErJI0
Bw3pacren | Hopmanna 100 84 (24) 13 2 (22)
40 roquan | YBpeaena | Jleko 50 47 (25) 14 4 (22)
75 kg VYmepeno | 30 28 (24) 14 7(23)
Texko 10 8 (25) 15 24 (25)
Crapuecka | Hopmamna 80 70 (24) 13 3(21)
Bb3pacT
75 romuan | YBpenena | JIeko 50 46 (25) 14 4 (23)
75 kg VYmepeno | 30 28 (25) 14 7 (23)
Texko 10 8 (25) 15 24 (24)
Onoma | Hopmanna 95 72 (25) 10 2 (21)
15 romuan | YBpenena | JIeko 48 40 (24) 11 4 (23)
56 kg VYmepeno | 29 24 (24) 11 6 (24)
Texko 10 7 (25) 11 22 (25)
Cpenna Hopmainna 60 40 (24) 5 2 (22)
JeTcKa
Bb3pacT
9roaunn | VYBpenena | Jleko 30 21 (24) 6 4 (22)
29 kg Ymepeno | 18 12 (25) 6 7 (24)
Texko 6 3 (26) 6 25 (25)
Panna nercka| Hopmanna 39 24 (25) 3 2 (22)
Bb3pacT
4droguan | Yepeaena | Jleko 19 11 (25) 3 4 (23)
16 kg VYmepeno | 12 6 (25) 3 7 (24)
Texko 4 2 (25) 3 28 (26)

*CV= KoeHUNEHT Ha BapHaLHsI

Lo:

He ca nabmroaBanu TIOJIOBH Pa3IuKy.

Paca:

[Tpu npoy4BaHe Ha 3/IpaBH JIMIIA OT AMIOHCKU MPOU3XOJ U OT €BPOIIEHIHATA paca He ca HaOJItoJaBaHn
KIMHAYHO 3HAYMMH Pa3JIMKH BbB (PapMaKOKWHETHYHUTE MapameTpy. OrpaHuveHH JJaHH! He TIOKa3BaT

paznnyius BbB (hapMakOKMHETHYHHUTE TIApaMeTpy IPU YSPHOKOXKHU HITH ad)po-aMeprKaHIIH.
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TemecHO TeTNHO:

HOHyJ’IaHI/IOHHI/IHT (bapMaKOKI/IHCTI/I‘lCH AHAJIN3 Ha Bb3PAaCTHU MAUCHTHU U MMAIUCHTHU B CTapUYCCKa
BB3pPacCT HE IMOKa3Ba KIIMHUYHO 3HAYMMa BPb3Ka Ha KIIMPBHCA U obema Ha pasnupeacia€Hue ¢ TEJICCHOTO
TETJIO.

3aTIbCTIBaHE:

B xiIMHUYHO poyYBaHe MpH MAIUSHTH ¢ O0JIECTHO 3aTIIBCTABaHe, cyramajiekc 2 mg/kg u 4 mg/kg e
JO3MPaH CIOPE JEHCTBUTEIHOTO TEIECHO TETIIO (N=76) WK HAEAIHOTO TellecHo Terio (N=74).
Excriozunusita Ha cyraMajieke ce yBelrudaBa 1o JJ0303aBUCHM, JINHEECH HAYHH, CJIe]] PHIIOKEHNE B
3aBHCUMOCT OT JICHCTBUTEIHOTO TEJIECHO TETJIO WK HICATHOTO TeliecHO Teriio. He ce HabmonaBar
KIIMHUYHO 3HAYUMU PA3TIUKU BbB (PAPMAKOKUHETHYHUTE MaPaMETPH MEXTY MAlUEHTHTE C O0JIECTHO
3aTIBCTSBAHE M 00IIaTa MOIMYJIAIHs.

5.3 IlpeakIMHUYHHU JaAHHU 32 0€30MACHOCT

[IpenxkmuHIYHNTE TaHHY HE TIOKa3BaT OCOOEH PHCK 3a XopaTa Ha 0a3a Ha KOHBEHIIMOHATHUTE
(hapMaKoJIOTMYHYU M3MUTBAHUS 32 0€30MMaCHOCT, TOKCUYHOCT IPU MHOTOKPATHO TpUIIaraHe,
T€HOTOKCHYEH TTOTCHIIMAJ U PEMPOTyKTUBHA TOKCUYHOCT, JIOKAJIHA TOHOCUMOCT i CbBMECTHUMOCT C
KpPBBTA.

Cyramaekc ce U34ucTBa Obp30 NPH MPEIKIMHUYHN BUOBE, BHIIPEKU Y€ OCTATHYHHU KOJIMYECTBA
cyramajieKc ca HaOJII0aBaHH B KOCTUTE U 3bOUTE Ha IOBEHWIHH IUTbX0Be. [Ipeaknuanunure
NPOYYBAaHUS MPU MIIaJH Bb3PACTHH U 3PEJIU ITbXOBE MIOKA3BaT, Ye CyraMaZeKc He MOBIUsIBa
HeOIaronpusTHO IBETa Ha 30UTE WM Ka4eCTBOTO, CTPYKTYpaTa M METa0O0IM3Ma Ha KOCTHUTE.
Cyramazekc He BiIusie BbPXY 3apacTBaHETO Ha (YPAKTYpU M KOCTHOTO PEMOJEIIUpPAHE.

6. DAPMAIEBTUYHHU JAHHU

6.1 Cnucbk HAa NIOMOIIHHUTE BeLIeCTBA

XimopoBoAOpOIHA KHCETHHA (32 Kopekius Ha pH)

Harpues xunpokcun (3a kopekius Ha pH)

Bona 3a urxexumn

6.2 HecbBMeCTHMOCTH

To3u nexapcTBeH NPOAYKT He TpsOBa J]a ce cMecBa ¢ APYTH JIEKAPCTBEHH MPOAYKTH, C U3KIIFOUEHUE Ha
TE3H, IIOCOYCHH B TOYKA 6.6.

CroO1ieHa e pu3nyHa HECbBMECTUMOCT C BepariaMull, OHIAHCETPOH M PaHUTHUIUH.

6.3 Cpok Ha rogHoCT

3 roauuu

JlokazaHa e xumMuyHa 1 (PU3NYHA CTAOMITHOCT IO BpeMe Ha ynotpeba 0 48 vaca cinen mbpBOTO
otBapsiHe u paspexaane, npu 2°C no 25°C. OT MUKpOOHOJIOTHYHA TJICAHA TOYKA Pa3PEACHHUST
MPOAYKT TpsiOBa Ja ce M3MoiI3Ba He3a0aBHO. AKO HE Ce U3I0JI3Ba He3a0aBHO, IOTPEOUTEISAT HOCH
OTTOBOPHOCT 32 BPEMETO U YCIIOBHUATA HA ChXPAHEHUE 110 BpeMe Ha YIoTpeda, KaTo Te OOMKHOBEHO HE

TpsOBa Aa HAIXBHPIAT 24 gaca npu 2°C mo 8°C, 0CBEH aKo pa3pekIaHeTO HE € U3BBPIICHO MPH
KOHTPOJIMPpAaHU U BAIIMAUPAHU aCCIITUYHU YCIIOBUS.
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6.4 CnenuaJHM yCJI0BUS HA ChbXpaHeHHUe

To3u nexkapcTBEeH NPOAYKT HE U3UCKBA CIICIIUAIHU TEMIICPATYPHU YCIOBHS HA ChXpaHEHHE.
[a He ce 3ampassiBa.

CroxpansBaiiTe (1akoHa B KApTOHEHATa OMAKOBKa, 3a Jla ce TPea3u OT CBETINHA.

3a ycrioBusATa Ha CbXpaHEHHUE Ha Pa3peleHHs JeKapCTBEH MPOTYKT, BIDKTE TOUKa 6.3.

6.5 Bwuau chabp:kaHHe HA ONAKOBKAaTa

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

Bunose onmakopku: 10 ¢gmaxona mo 1 ml, 2 mlu 5 ml.

He Bcuuky BUIOBE OMAKOBKU MOTAT Jia ObIaT IyCHATH Ha Ma3apa.

6.6 ChnenmajaHu NpeINasHu MEPKH IPH U3XBBPJIsiHE H padoTa

Cyramanekc Fresenius Kabi mosxe na ce nHKeKTHpa B MHTpaBEHO3HATA JIMHUS B X012 Ha HHDY3HS ChC
CIIeJIHATE MHTPABEHO3HH pa3TBopu: Hatpues xaopud 9 mg/ml (0,9 %), rmokosza 50 mg/ml (5 %),
uarpues xmopun 4,5 mg/ml (0,45 %) u rimroko3a 25 mg/ml (2,5 %), pastBop Ha Punrep nakrar,

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

Wudy3ronnaTa cucrema TpssOBa Ja ce mpoMue agekBatHo (Hamp. ¢ HatpreB xmopua 9 mg/ml (0,9 %))
Mex 1y npunoxenuero Ha Cyramanekc Fresenius Kabi u apyru jiekapcTBEHH MPOIYKTH.

Ynorpeba npu neAuaTpryHa MonyJarus
ITpu neauarpuunu nanuenty Cyramanekce Fresenius Kabi Moske na ce pa3tBapsi ¢ pa3TBOp Ha HaTPUCB
xmopua 9 mg/ml (0,9 %) mo xounentparms 10 mg/ml (Bx. Touka 6.3).

Hewusmon3paHnusar JICKApPCTBCH NPOAYKT WJIN OTHAABYHUTEC MAaTCpUaJId OT HETO TpH6Ba Ja CC U3XBBPJIAT
B CBbOTBCTCTBUEC C MCCTHUTC U3MCKBAHMA.

7. INPUTEXATEJ HA PASPEHHIEHUETO 3A YIIOTPEBA
Fresenius Kabi Deutschland GmbH

Else-Kroner-Stralie 1,

61352 Bad Homburg v.d.Hohe

I'epmanus

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

EU/1/22/1663/002

EU/1/22/1663/003

9. JATA HA ITbPBO PAZPEINABAHE/IIOJJHOBABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

[ara Ha mppBO paspelaBaHe:
10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[onpobna unpopmanys 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yeOcaiita Ha EBponelickaTa
areHIus 1o Jiekapceraata http://www.ema.europa.eu.
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HPUJIOKEHUE I1

MMPOU3BOUTE.], OTTOBOPEH 3A OCBOBOK/JABAHE HA
MAPTUIU

YCJIOBUA NJIN OTPAHUYEHUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA N UBUCKBAHUA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OT'PAHNYEHUS 3A BE3OITACHA "
E®OEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITIPOAYKT
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A.  TIIPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOXXJABAHE HA ITAPTUIN

HwMe u afipec Ha TPOU3BOJUTENS, OTTOBOPEH 3a OCBOOOKIaBaHE HA MAPTHIUTE

Labesfal - Laboratdrios Almiro, S.A.
Zona Industrial do Lagedo
3465-157 Santiago de Besteiros
ITopTyranus

b. YCJOBUs WJIN OI'PAHUYEHUA 3A TJOCTABKA U YIIOTPEBA

JlexkapCTBEHUSAT MPOYKT CE OTITyCKa 110 OrPaHUYCHO JieKapcko npeanucanue (Bx. [punoxenue I:
Kpatka xapakTeprcTika Ha TPOAYyKTa, TOUKa 4.2).

B. JAPYI'M YCJIOBUS N UBNCKBAHUS HA PASPEIIEHUETO 3A YIIOTPEBA
. IepuoanyHu aKTyaM3upaHu JoKaaau 3a 6ezonacuoct (ITAB)

W3uckpanusra 3a nogaBane Ha [TAJIB 3a TO3U neKapCcTBEH MPOAYKT Ca OCOYEHH B CIHUCHKA C
pedepentaute natu Ha EBponetickus cpro3 (EURD cnuchk), npeasuaen B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIICABAIIH aKTyJIN3al[1H, TTyOJINKYBaHU HA €BPOICHCKUS
yeOropTain 3a JeKapcTaa.

I'.  YCJI0OBUA NN OTPAHUYEHUS 3A BE3OITACHA 1 EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITPOAYKT

o Ilnan 3a ynpaBienue Ha pucka (ITYP)

[Mputexatensr Ha pa3pemieHrero 3a yrnorpeda ([IPY) tpsbsa na n3BbpIIBAa H3UCKBAHUTE AEHHOCTH U
JIECTBUS, CBBP3aHU C TIPOCiIe/sIBaHe Ha JIeKapcTBeHaTa 6e301acHOCT, mocoueHu B 0J100penus [TYP,
npezncrased B Moayin 1.8.2 Ha pa3pelieHueTo 3a ynorpeda, KakTo U BbB BCUUKH CJICABALIH 0J00PEHH
akTyanu3auuu Ha [TYP.

Axryanusupas [IYP tps6Ba na ce nonasa:

e 110 uckane Ha EBpomnelickaTa areHIus 1o JIeKapcTBaTa;

e BUHAru, KOraTo ce U3MEHs CUCTeMaTa 3a YIPaBJICHUE Ha PUCKA, 0OCOOCHO B pe3yiTaT Ha
MoJTy4aBaHe Ha HOBA MH(pOpMauus, KOATO MOXKE Aa JOBEE 10 3HAYMMHU IIPOMEHH B
CHOTHOILCHHUETO OJI3a/PUCK, WU CIIe]l JOCTUTAaHEe Ha BayKeH eTall (BbB BPB3Ka C
Ipocie/siBaHe Ha JIeKapCTBeHaTa 0€30MacHOCT WU CBEXKAAaHE Ha PUCKA 0 MUHUMYM).
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HPUJIOKEHHUE I11

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA, 10 X 1 ml ¢s1axonn

1. HNME HA JJEKAPCTBEHUA ITPOAYKT

Cyramanekc Fresenius Kabi 100 mg/ml umkekiioneH pa3tBop
cyramasiekc

‘ 2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 ml pa3tBop chabprka 100 mg cyramanekc (kato cyramajekc HaTpuii).
Bceeknu iHaKOH ot 1 ml ceapprka 100 mg cyramazekc .

| 3. CNHMCBHK HA MOMOIIHUTE BEULIECTBA

ITomornaM BemiecTBa: XJIOPOBOJOPOIHA KIUCETTMHA, HATPUEB XUIPOKCH]I, BOAA 32 WHIKECKIIHH.
BwkTe nmucToBkara 3a nmopeue HH(GOpMAIIHSIL.

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

10 ¢pnakona
100 mg/1 ml

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

HHTpaBeHO3HO NPHIIOKEHHE
3a exHOKpaTHA yroTpeoa.
[Ipenu ynorpeba npoyereTe JIMCTOBKATA.

6. CIHEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELITA

Ja ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JCTIA.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:
Crien mbpBOTO OTBapsiHE M Pa3pekaaHe, J1a ce ChXpaHsaBa npu Temmeparypa 2-8°C u aa ce
M3II0JI3BA B paMKUTe Ha 24 4Jaca.
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla He ce 3ampa3sBa. ChxpaHsBaiiTe (h1akoHa B KAPTOHEHATa OMAKOBKa, 3a J1a ce TPEAINa3u OT
CBETIIMHA.

10. CHELHUAJIHU IMPEANNASHU MEPKHU IMPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

I/I3XB’pr'IeTC HCU3IIOJI3BAHUA Pa3TBOP.

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Fresenius Kabi Deutschland GmbH
Else-Kroner-Stralie 1,

61352 Bad Homburg v.d.H6he
I'epmannus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1663/001

13. TAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

[Ipuero € ocHOBaHUE J1a He ce BKIOYM nH(opMalus Ha bpaiinosa a30yka.

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

JBynsmepeH 6apKoJ1 ¢ BKIIFOUYCH YHUKAICH HICHTU(DHUKATOP.

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

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EAMVHNYHU
I'bBPBUYHHU OITAKOBKH

ETUKET HA ®JIAKOHA, 10 x 1 ml ¢s1axonn

1. HUME HA JEKAPCTBEHMUSI NPOJYKT U MbT(MIIA) HA BbBEXKJIAHE

Cyramanexc Fresenius Kabi 100 mg/ml umxexiys
cyramajekc
(AY

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA T'OAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

[MapTuaa:

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

100 mg/1 ml

| 6.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA, 10 X 2 ml ¢s1axonn

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Cyramanexc Fresenius Kabi 100 mg/ml umkeKiioneH pa3tBop
cyramajekc

‘ 2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 ml paztBop chawspka 100 mg cyramaaekc (Kato cyramaaekc HaTpHi) .
Bceeku iHaKOH ot 2 ml ceapprka 200 mg cyramaznekc .

| 3.  CNHMCBHK HA MOMOIIHUTE BEUIECTBA

ITomomnam BemiecTBa: XJIOPOBOJOPOIHA KUCEITMHA, HATPUEB XUIPOKCH], BOAA 32 WHIKEKIIHH.
BwkTe nmucToBkara 3a nmopeue HH(GOpMAIIHSIL.

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

10 ¢pnakona
200 mg/2 ml

‘ 5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEK/IAHE

HHTpaBeHO3HO NPUIIOKEHHE
3a exHOKpaTHA yroTpeoa.
[Ipenu ynorpeba npoyereTe JIMCTOBKATA.

6. CIIEHUAJIHO IPEAYHPEXIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JIEIIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCTIa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OAHOCT

Tonen no:
Cren mbpBOTO OTBapsiHE M Pa3perkaaHe, 1a ce ChXpaHsBa npu reMreparypa 2-8°C u aa ce
W3M0JI3Ba B paMKHTe Ha 24 Jaca.
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla He ce 3ampassBa. ChxpaHsBaiiTe (hjakoHa B KAPTOHEHATA ONIAKOBKA, 32 JIa Ce TPEANasu OT
CBETIIMHA.

10. CHELHAJIHU MPEANIASHU MEPKU INPU U3XBBPJIISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

I/I3XB’pr'IeTC HCUIIIOJI3BAHUA Pa3TBOP.

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Fresenius Kabi Deutschland GmbH
Else-Kroner-Stralie 1,

61352 Bad Homburg v.d.H6he
I'epmannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1663/002

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

[Ipuero ¢ ocHOBaHuUe 1a He ce BKIOYM nH(popMaIus Ha bpaiiosa a30yka.

‘ 17. YHUKAJIEH UAEHTUO®UKATOP — IBYU3MEPEH BAPKO/

JBynsmepeH 6apKoJ1 ¢ BKIIFOYCH YHUKAICH HICHTH(UKATOD.

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHH OITAKOBKH

ETUKET HA ®JIAKOHA, 10 x 2 ml ¢s1akonn

1. HUME HA JIEKAPCTBEHMUSA INPOAYKT U II'BT(MIIA) HA BBBEKJIAHE

Cyramanexc Fresenius Kabi 100 mg/ml umxexims
cyramajekc
V.

‘ 2. HAYUH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. ITAPTUJAEH HOMEP

[Taptuna:

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHULIN

200 mg/2 ml

| 6. JIPYTO
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JAHHU, KOUTO TPABBA JA CBABP/KA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA, 10 x 5 ml ¢s1axonn

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Cyramanekc Fresenius Kabi 100 mg/ml umkeKiioneH pa3tBop
cyramajekc

‘ 2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 ml pastBop chaspxka 100 mg cyramazaekc (kato cyraMmaaekc HaTpHiA).
Bceeku ﬁHaKOH ot 5 ml ceappxa 500 mg cyramazaexc .

| 3. CNHMCBHK HA MOMOIIHUTE BEULIECTBA

ITomornam BemiecTBa: XJIOPOBOJAOPOIHA KIUCETHMHA, HATPUEB XUIPOKCH]I, BOAA 32 WHIKECKITHH.
BwkTe nmucToBkara 3a mopeuye HH(OpMAIIHSL.

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

10 ¢pnakona
500 mg/5 ml

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

HHTpaBeHO3HO NPHIIOKEHHE
3a exHOKpaTHA ynoTpeoa.
[Ipenun ynorpeba npoyereTe JIMCTOBKATA.

6. CIIEHUAJIHO NPEAYHPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JIEIIA

Ja ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JCTIA.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOINUMO

‘ 8. JATA HA NI3TUYAHE HA CPOKA HA T'OAHOCT

Tonen no:
Cren mbpBOTO OTBapsiHE M Pa3perkaaHe, 1a ce ChXpaHsBa npu reMreparypa 2-8°C u aa ce
M3IIOJI3BA B paMKUTE Ha 24 daca.
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla He ce 3ampa3sBa. ChxpaHsBaiiTe (aakoHa B KAPTOHEHATA ONAKOBKA, 32 Jia Ce TPEANasu OT
CBETIIMHA.

10. CHELHAJIHU MPEANIASHU MEPKU INPU U3XBBPJIISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

I/I3XB’pr'IeTC HCU3IIOJI3BAHUA Pa3TBOP.

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Fresenius Kabi Deutschland GmbH
Else-Kroner-Stralie 1,

61352 Bad Homburg v.d.H6he
I'epmannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1663/003

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAIJIOBA A3BYKA

[Ipuero ¢ ocHOBaHuUe 1a He ce BKIOYM nH(popMaIus Ha bpaiiosa a30yka.

‘ 17. YHUKAJIEH UIEHTUO®OUKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 6apKoJ1 ¢ BKIIFOYCH YHUKAICH HICHTU(DHUKATOP.

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHH OITAKOBKH

ETUKET HA ®JIAKOHA, 10 x 5 ml ¢paakonn

1. HUME HA JIEKAPCTBEHMSA NTPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Cyramanexc Fresenius Kabi 100 mg/ml umxexims
cyramajekc
V.

‘ 2. HAYUH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. ITAPTUJAEH HOMEP

[Taptuna:

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

500 mg/5 ml

| 6. JIPYTO
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b. JUCTOBKA
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JlucroBka: uHpopmanusi 3a morpeduTeIst
Cyramanekc Fresenius Kabi 100 mg/m| nnskekuuoHeH pa3TBop

cyramajekc (sugammadex)

IIpoyeTeTe BHMMATEIHO LSLJIATA JIMCTOBKA, NPeIH TOBA JIeKAPCTBO 1a Bu 0b1e npuio:keHo, Thi
KaTo T4 ChAbpPKa BaxHa 3a Bac undgopmanms.

° 3amazere Ta3u JUCTOBKA. MoKe J1a Ce HAJIOXKH J1a S POYETETE OTHORO.

. AKO UMaTe HIKaKBY JIOTBIHUTEITHA BBIIPOCH, TONMTaliTe Baius aHecTe3noIor wiu jiekap.

. AKO TIOJTyYnTe HAKAKBU HEXKEJIAaHU PEaKIluy, yBeJoMeTe Baius aHecTe3nonor win Apyr jekap.
ToBa BKJIIOUBA U BCHUKH BH3MOKHU HE)KEJIaHH PEaKIIMH, HEOIIMCAHH B Ta3U JINCTOBKA. BiokTe
Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

Kaxkso npencrasnssa Cyramazekc Fresenius Kabi u 3a kakBo ce u3mnoinssa

Kakso TpsibBa na 3Haere, npenu na Bu 6b1e npunoxen Cyramanekc Fresenius Kabi
Kak ce npuiara Cyramanekc Fresenius Kabi

BBb3M0KHM HEXETaHU pEeaKLUU

Kak na cexpansiBate Cyramanekc Fresenius Kabi

ChappKaHKe Ha OMAKOBKATA M AOMBIHUTENHA HHPOPMALIHS

Uk wdE

1. Kakso npeacrasasiBa Cyramajnekc Fresenius Kabi u 3a kakBo ce u3noassa

Kakso npeacraBasiBa Cyramanekc Fresenius Kabi

Cyramanekc Fresenius Kabi cbabppika akTHBHOTO BeliecTBO cyramazekc. Cyramaaeke ce CuuTa 3a
CPEZICTBO, KOCTO CeleKMUBHO Ce C8bP36a C MUOPENAKCAHMU, THI KaTo IeHCTBAa CaMO BBPXY
cnenu(UIHU MYCKYJIHU PeJIaKCaHTH, POKYPOHHEB OPOMHUT HITH BEKYPOHHEB OPOMHUI.

3a kakBo ce n3noa3sa Cyramazexc Fresenius Kabi

[Tpu HsIKOW BHJIOBE OIEpaliii, MycKynuTe Bu TpsiOBa /ia ca HamrbJIHO OTIycHAaTH. ToBa ylecHsBa
XHpYpTa J1a U3BBPIIU olepanusiTa. 3aToBa o0IaTa yrnoika, koato Bu ce mpunara, BKIIOUBa
JIeKapcTBa, KOUTO OTIycKaT Bammre myckynu. Te ce Hapu4at MyckyaHu perakcanmu, HapuMmep
POKypOHHEB OpOoMHI M BeKypoHHeB Opomu. T'hil KaTo TE€3M JIEKapcTBa ChIIO OTIycKar BamuTe
JXaTeITHA MYCKYJTH, TI0 BpeMe Ha U ciie]] onepanusita Bu e HeoOxonuma momoti, 3a J1a Auiiare
(M3KyCTBEHO OOUILIBAHE), TOKATO 3alIOYHETE J1a IUIIATE CAMOCTOSTEIHO.

Cyramazekc ce U3I0J13Ba, 32 J1a YCKOPH Bb3CTaHOBSIBaHETO Ha Bammre Myckyiu ciien onepanus, 3a aa
Bu no3Bosu aa 3ano4HeTe mo-CKOpo Jia AMIIATE cCaMOoCTOsATENHO. Tol NeiCTBa, KaTo ce€ CBBP3Ba €
POKYpOHHEBUSI OPOMH/T MJTH C BEKYPOHHEBHsI OpoMuJl B opranu3Ma Bu. Moxe 1a ce n3nosnssa npu
BB3PACTHH, KOTaTo C€ M3II0JI3BAT POKYPOHHEBHSI OPOMUJL MIIM BEKYPOHHEBUS OPOMHUI, U TIPH Jlela U
FOHOIIY (Ha BB3pacT 2 10 17 roAnHN), KOraTo pOKypOHHUEBUAT OPOMHU/] CE MU3II0JI3BA 3a YMEPEHO HUBO
Ha peJaKcarys.

2. KakBo TpsioBa 1a 3Haete, npean aa Bu 6bae npuiioken Cyramanekce Fresenius Kabi
He TpsoBa 1a Bu 0b1e npuiaran Cyramanekce Fresenius Kabi
o aKo CTe aJIeprHYHU KbM CyraMaieKC HiIi KbM HSKOSI OT OCTAHAIIMTE ChCTABKH Ha TOBA
JeKapcTBO (M30pOeHH B TOUKa 6).

VBegomeTe Bamms anecTe3nolior, ako ToBa ce oTHacs 3a Bac.

IlpenynpesxxaeHus u npeanasHu MepKH
I'oBopete ¢ Bammst anectesnosor, npeau aa Bu 661 IpuitokeH cyraMmaekc.
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. aKo “MaTe WU cTe uMann 0b0peuHo 3abomaBane. ToBa € BaKHO, Thil KATO CyraMajieKc ce
oTHeNs Upe3 OnOpenure.

®  aKO UMare WIH CTe UMM YePHOIPOOHO 3a00IsIBaHE.

®  aKO UMarTe 3aJphXKKa Ha TEYHOCTH (OTOK).

®  aKo uMarte 3a00JABaHMS, 32 KOUTO € U3BECTHO, Ye MOBHUIIIABAT PHCKA OT KbpBeHE (HAPYIICHHUS B
KPBBOCHCUPBAHETO) UITU CTE HA JICYCHUE C aHTUKOATYJIAHTH.

Jena v roHOImIM
Toga JlekapcTBO HE Ce MperopbUIBa MPH KbpMadeTa Ha Bb3PacT MO 2 TOIUHH.

Jpyru aekaperBa n Cyramanekc Fresenius Kabi

Tpsi0Ba na kaxkete Ha Barms aHecTe3n0IIOT, aKO MPUEMaTe, HACKOPO CTE MPUEMAITH HJIH € Bh3MOXKHO
Jla IpUeMaTe IPYTH JIeKapCTBa.

Cyramajiekc MOXe J1a TIOBIIHsIC Ha APYTH JIEKapCTBA WK J1a ObJIe MOBIUSIH OT TSX.

Hsixou JiekapcTBa Morat 1a HamaJsaT epexra Ha Cyramanekc Fresenius Kabi
W3kI104nTeTHO BAXKHO € JIa yBeIOMHTE Bammst aHecTe3no10r, ako HacKopo CTe MpUeMallu:
o TopemudeH (M3MM0I3BaH MPH JCYCHUE HAa PaK Ha T'bpaTa).

o by3umoBa kucenuHa (aHTHOMOTHK).

Cyramanekc Fresenius Kabi mozke n1a noBiiusie XopMOHAJIHHTE KOHTPALENTHBH

o Cyramanexc Fresenius Kabi mosxe ma moHmwk# eekra Ha XOPMOHATHH KOHTPAIICITHBH,
BKJIFOUUTECIIHO IPOTHUBO3a4YaTbiYHU Ta6ﬂeTKI/I, BarvHaJICH NPbCTCH, UMIIJIAHTATH UJIN
XOpMOHaJHa BrTpeMaTouHa cucteMa (BMC), 3amoTo HamansiBa KOJIMIECTBOTO HA XOPMOHA
IPOTeCTOreH, KoeTo npremare. KoamdecTBOTO MporecToreH, 3aryo0eHo mopay U3moJI3BaHeTo
Ha CyramaJieKc, € MpUOIM3UTEITHO CHIIOTO KAaTo IIPH MPOIMYCKaHe Ha €[HA /103 IepOpalICH
KOHTPAIICTITHB.

—AKO B3eMaTe NPOTUBO3aYaTh4Ha TaldJleTKa B ChIIUA JCH, B KOiITOo By e mpuinoxen
cyramasieKc, cieaBaiiTe MHCTPYKIMHUTE 3a MPOITyCHATA /1032 B JINCTOBKATa Ha
MPOTHUBO3aYaThYHHUTE TAOJICTKH.

— AKO H3M0JI3BaTe APYTM XOPMOHAITHH KOHTPALENTUBH (HalpUMEp BaruHAJICH MPBCTEH,
UMIUTaHTAT WIKA BETPEMAaTOYHA CUCTEMa), TPSIOBA J1a M3IOJI3BATE AOMBJIHUTEICH HEXOPMOHAIICH
METO/]] Ha KOHTpalenIiys (KaTo Mpe3epBaTUB) Mpe3 CIIeABAIINTe 7 JIHH U Jia CIIe/IBaTe ChBETUTE
B JIICTOBKATA.

Biausinue BbPXy KPbBHHU H3CJICABAHUA

Kato 151510, cyramaziekc He oOKa3Ba BIMSIHHAE BbPXY Ja00paTopHU n3cneasanus. Tol Moxe obaue 1a
MIOBJIMSIC HA PE3YJITATUTE OT KPBBHU MU3CIIEBAHNS HA XOPMOH, HApE4YEH MIPOrecTEPOH. Y BEJOMETE
Bamms siekap, ako HUBaTa Ha TIporecTepoH Mpu Bac TpsOBa fa ObJaT n3MEpeHH B ChIIHA JCH, B KOUTO
Bu ce npunara cyramazuexc.

BpemeHHOCT U KbpMeHe

VYBenomere Bammus anectesnosor, ako cre OpeMeHHa MM MOXKe Jla cTe OpeMeHHa, WIIH KbPMUTE.
Brnpeku ToBa MOXxe 1a Bu ce mpuinoxu cyramanekc, HO TbpBo TpsiOBa 1a ro 00chauTe.

He e usBecTHO nanu cyramazekc MoXke Jja IpeMHUHE B KbpMara. Bamusat anecresnoor me Bu
MTOMOTHE J]a PEIINTE TN Jja TPEyCTaHOBHUTE KbPMEHETO WM Aa He B ce Mpuiioku Tepanusi Che
cyraMasiekc, KaTo ce B3eMaT MPEeABH]I II013aTa OT KbPMEHETO 3a JIETETO U M0I3aTa OT CyraMasieKc 3a
Maiikara.

Ilodupane u padoTa ¢ MAIIMHH
He e m3BectHo Cyramazekc Fresenius Kabi na monusiBa cioco6HOCTTa 32 mogupane u padora ¢
MaIIHHY.

Cyramapekc Fresenius Kabi cbabp:xa HaTpuii

ToBa JilekapcTBO ChabpiKa 10 9,7 mg HaTpHii (OCHOBHA ChCTABKA HAa TOTBApCKaTa/Tpane3Hara coll) BbB
Bceku MutuauThp (Ml). ToBa e exBuBamenTHo Ha 0,5 % OT MpenopbYBaHMA MaKCHMAIICH THEBEH
XpaHUTENIEeH PYEM Ha HATPUH 3a Bb3PacTeH.
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3. Kak ce mpmaara Cyramagekc Fresenius Kabi

Cyramanexc Fresenius Kabi e Bu 6b/1e mpuioxken oT Baiust aHecTe31oI0T WK O] Ha30pa Ha
Bamus anecre3unodior.

Jo3ara

Bammst anecTe3nosior e onpezaean Heooxoaumara go3a Cyramaneke Fresenius Kabi na 6a3a Ha:
o Bamrero Termo

. B KaKBa CTENCH MYCKYJIHHAT PEaKCaHT Bee ouie Bu Biusie.

OowuuaiiHaTa 103a € 2-4 mg Ha Kg TeJleCHO TerJIo IPU Bb3PACTHH U MPH JIela ¥ IOHOIIU Ha Bh3PacT
Mmexay 2-17 rogunu. [Ipu Bp3pacTHH MOXe a ce u3noi3sa no3a 16 mg/kg, ako e HeoOxomumo
CIICIIHO BH3CTAHOBSIBAHE OT MYCKYJIHATA PEJIaKCAIIUSL.

Kak ce mpmiara Cyramagexc Fresenius Kabi
Cyramanexkc me Bu 6b1e npumoskeH ot anecte3noior. Toit ce mpuiara KaTo eJHOKpaTHA WHKEKIIHS
Ipe3 UHTPABEHO3HA CHCTEMA.

Axo Bu e npujio:keHa noseue ot Heooxonumarta go3a Cyramaaekc Fresenius Kabi

Twif kaTo aHecTe3noor 1me HabaroaaBa BameTo cbecTostHIe, MaTKO BEPOSATHO € a Bu Obae mpriioxkeH
IpekajgeHo MHoro cyramanekc. Ho nopu u ToBa na ce ciydu, Majako BEpOSITHO € TOBa Ja IPUIMHU
HSIKAKBU TIPOOJIEMH.

AKO UMaTe HIKaKBH JIOBJIHUTEIIHH BBIIPOCH, CBhP3aHH C YIIOTpeOaTa Ha TOBa JIEKAPCTBO, MOJIS
nonuraiite Bamuysa anecTe3noI0r Uiy ApYT JIeKap.

4, Bb3MOKHHM HeKeJIaHU pPeakuum

KaxTo BCcHUKH JIeKapCcTBa, TOBA JIEKAPCTBO MOXKE J]a MPEIU3BUKA HEXKEIIaHU PEaKLUH, BbIPEKHU Y€ HE
BCEKU TH MOJTy4aBa. AKO T€3HW HEXKEJIaHU JICKAPCTBEHH PEAKIIMU CE TOSBSAT, JOKATO CTE IMOJ YIIOHKa, Te

nre ObAaT 3a0es13aHn ¥ JIeKyBaHH OT Balmst aHecTe3noor.

YecTH HexxeJIaHM peakumnu (Moxe aa 3acersat a0 1 Ha 10 xymm)

° Kanutuia

. 3aTpyAHEHUs C TUIIAHETO, KOETO MOJKE JIa BKIIFOUYBA KAIIJITHE WK JIBUKCHUE, KAKTO TIPU
CHOYKIIaHE MJTU TIOEMAaHEe Ha BB3IyX

° Jleka aHecTe3nsT — MOYKE J1a 3aII0YHETE Ja Ce ChOYKIAaTe OT IBJIOOK ChH M J1a Ce HYXKIaeTe OT
ole aHecTeTHK. ToBa MoXke 1a Bu Hakapa a ce JIBIDKUTE HITH JIa KallUIATe B Kpast Ha
orepanusaTa

. VYcnoxHeHHs 0 BpeMe Ha MpoIelypara, KaTo MPOMEHU B ChPJCUHUS PUTHM, KaIUISTHE WITH
IBYDKCHUE

. IMToHmKeHO KPbBHO HAATAHE, B/DKAIIO CE Ha XUPyprHYHATA MPOIeIypa

HedecTn Heskesanu peaknun (Mo:ke Aa 3acerHat 10 1 Ha 100 qymim)

. [Ipu nauvenTn c anamue3a 3a 0eopPoOHN NPOOIIEMH ce MOSIBSIBA 3a0yX, AbJDKAIL ce Ha
MYCKYJIHU KpaMITH Ha JUXaTeHUTe MbTUIa (OpOHXOCa3bM)
. AJlepruyHn peakuuu (CBpbX4yBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO) — KaTO OOPHB,

3auepBeHa KOXKa, I0lyBaHe Ha €3UKa H/WIH ThPIIOTO, 33]{yX, IPOMEHHU B KPHBHOTO HAJIATaHE
WIH CBPJEYHUSA PUTHM, TOHAKOTa BOJEIIH 10 CEPHO3HO TIOHM)KEHNE Ha KPBBHOTO HaJISTaHE.
TexxkuTe anepruuHy peakuyuy Uik NoJ0OHUTE Ha aJlepIrMYHM PEeaKLUHU Morar aa Obaat
’KMBOTO3aCTpallaBally.
AJIepruYHHU peakyy ca ChboOLIaBaHu MO-YeCTO MPHU 3APaBH JOOPOBOJILM B Ch3HAHUE

o Bb300HOBsIBaHE Ha MYCKYJIHA pEJIaKCALS CIIE/ OIepalusTa
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C HeHU3BECTHA YeCTOTA

L CepI/IO3HO 3a0aBsgHE Ha pUThbMa Ha CbPUCTO U 3a0aBsgHE Ha puTbMa Ha CHPUECTO 40 CHPACUCH
aApeCT MOXKE a CE€ NMOABU IIPHU IpUJiarane Ha CyraMaJcKkc.

Cpo0ilaBaHe HA HeKeJIAHU PeaKIuu

AKO TIOTTyYnTe HAKaKBU HEXEJIaH! JIEKAPCTBEHH PEaKIINY, YBeJOMeTe Bammsi aHecTe3HOIoT Wik
IpyT nekap. ToBa BKITIOYBA BCHYKHA B3MOXKHU HEOITMCAHH B Ta3H JINCTOBKA HEXKEJIAHU PEaKIINH.
MoskeTe ChII0 A3 ChOOIIUTE HEKEIIAHN PEaKIUU IUPEKTHO Ype3 HAI[MOHAIHATA CUCTEMa 3a
choOIaBane, mocoueHa B [pmiokenue V. Kato cbo01aBare HexelIaH! peakivy, MOXKETE Jia JajieTe
CBOSI MPUHOC 32 TIOJy4YaBaHe Ha moBede HH(GOpPMAIUs OTHOCHO O0€30T1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiate Cyramajaekc Fresenius Kabi
ChXpaHEHHUETO I C€ U3BBPIIH OT MEUIIMHCKUTE CIICIIUATUCTH.

[a ce cpxpaHsiBa Ha MSICTO, HEJJOCTHITHO 32 JIeTa.
He u3non3BaiiTe TOBa JIGKAPCTBO CJIE]] CPOKA HA TOAHOCT, OTOEsI3aH BhPXY KapTOHCHATA OMAaKOBKA U
eTukera cuen ,,l'oneH 10:“. CpokbT Ha FTOAHOCT OTTOBaps Ha MOCJIEIHUS JEH OT MOCOYEHUS MECEL.

To3u nexapcTBeH NPOAYKT HE U3MCKBA CIIELUAIHN TeMIIEpaTypHHU yCIOBHS Ha chXxpaHeHue. Jla He ce
3ampa3ssBa. CbxpaHsBaiiTe (h1akoHa B KapTOHEHATa OIIAKOBKA, 3a Jia ce MpeAnasy oT ceeminHa. Cuen
II'BPBOTO OTBAPSHE U Pa3pekJaHe Ja ce chXxpaHsapa npu temmneparypa oT 2°C go 8°C u 1a ce u3nonssa
B paMKHTe Ha 24 yaca.

He u3xBbposiite nexkapcTBaTa B KaHAIM3aLUsATa WIM B KOHTEHHepa 3a JOMAIIHU OTHaIbIIH.
[ommmraiite Bamms dapMarieBT Kak ga U3XBBPIATE JIEKapCTBaTa, KOUTO Bedye He u3mnon3pare. Te3n
MEPKH IlI€ CIIOMOTHAT 32 OIIa3BaHE HAa OKOJIHATa CpeJia.

6. C'b)l'bp)l(aﬂlfle Ha OnMaKoOBKaTa M JOIIbJHUTEC/IHA m{(l)opMaum[

KakBo cbabpka Cyramaneke Fresenius Kabi

. AKTHUBHO BEIIECTBO: CyraMajieKc.
1 ml nHXEeKMOHEH Pa3TBOP ChABPKA CyramMaeKc HaTpHii, ekBuBaneHTeH Ha 100 mg
cyramajiekc.
Bceku ¢utakon ot 1 ml cbappika cyramanaeke HaTpuii, ekBuBaieHTeH Ha 100 mg cyramasekc.
Bceku dmakon ot 2 ml chabpika cyramanaekc HaTpuil, ekBuBasieHTHH Ha 200 mg cyramasekc.
Bceku ¢uakon ot 5 ml chappika cyramajiekc HaTpui, ekBuBaneHTHH Ha 500 mg cyramanexc.

o Jpyru chCTaBKU: BOJA 38 MHXKEKIIUH, XJIOPOBOJOPOIHA KUCETHHA (32 KopeKius Ha pH),
HaTpueB XUAPOKCcH/ (3a Kopekims Ha pH). Bmkre Touka 2 ,,Cyramanexc Fresenius Kabi
CBhABPKA HATPHUIL

Kak m3raexxna Cyramanekc Fresenius Kabi n kakBo chabpka onakoBKaTa

Cyramanekc Fresenius Kabi e OucTsp 1 O€31[BETEH 10 CBETIOKBIT HHKEKIHOHEH Pa3TBOP, O3
BHIMMH 4acTUIM. HaluaHu ca TP pa3IudHU BHA OTIAKOBKH, Chabpikanm 10 ¢aakona mo 1 ml, 2 ml
win 5 Ml HHKEKIMOHEH Pa3TBOpP.

He Bcuuku BHIOBE ONAKOBKK MOrar ja ObJaT IyCHATH Ha Ia3apa.

IIpuTekaTes Ha pa3pelIeHHeTO 3a yoTpeda
Fresenius Kabi Deutschland GmbH
Else-Kroner-Strafle 1,

61352 Bad Homburg v.d.H6he

I'epmanus
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

IIpousBoauTe

Labesfal - Laboratdrios Almiro, S.A.
Zona Industrial do Lagedo
3465-157 Santiago de Besteiros
ITopTyranus

I[aTa Ha MOCJICAHO MpepasriaciKaaHe Ha JIUCTOBKaTa

ITonpoOHa mH(pOpManHs 3a TOBA JIEKApCTBO € MpeJocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus
o jiekapctBata http://www.ema.europa.eu.

e e e e e e e e e e

Iocoyenara mo-goy HH(popManKA € MpeTHAZHAYEHA CAMO 32 METMIUHCKH CIEIMATINCTH:
3a moapoOHa nH(popMaIms ce 00bpHETE KM KpaTKaTa XapaKTepUCTHKa Ha poaykra Cyramaiexc
Fresenius Kabi.
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