NNPUJIOXEHHUE 1

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



1. HNME HA JIEKAPCTBEHUS ITPOAYKT

Cyramanekc Adroiq 100 mg/ml WHXEKIIMOHEH pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 ml cpabpxa cyramagekc HaTpuid, ekBuBajieHTeH Ha 100 mg cyramaznekc (sugammadex).
Bceeku dhmakon ot 2 ml chappka cyramaaekc HaTpui, ekBuBaieHTHH Ha 200 mg cyramazexc.
Bceku ¢uakon ot 5 ml cbbppka cyramaziekc HaTpui, ekBuBaieHTHH Ha 500 mg cyramanekc.

TToMOIITHO BEIECTBO ¢ U3BECTHO JCHCTBUEC
Copawpxa 10 9,7 mg/ml HaTpwii (BXK. Touka 4.4).

3a IIbJIHMS CIIMCHK Ha ITOMOIIMHUTE BEIICCTBA BUXKXTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

MHXeKIMOHEH pa3TBOP
Buctbp 1 6e31BeTeH 10 CBETIIOKBIIT Pa3TBOP.
Husoro na pH e mexny 7 u 8 u ocmonanutersT € Mexkay 300 u 500 mOsm/kg.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHU MOKA3AHUS

Bw3cTanoBsiBaHe 0T HEBPOMYCKYJIHA OJIOKa/1a, MHAYLMPaHa C POKYPOHUH UM BEKyPOHUH MpH
BB3pPACTHH.

[Ipu neauatpuyHata nomyaanus: CyraMaaekc ce MpernopbuBa camo 3a PyTUHHO Bb3CTaHOBSBAHE OT
HEBPOMYCKYJTHa OJI0Kaja, MHAyIUpaHa C pOKYPOHUH, IIPH JeTla U IOHOIIN Ha BB3PacT OT 2 110
17 roguaM.

4.2 Jlo3upoBKa M HAYMH HA NPUJIOKEHHE

Cyramanexc TpsiOBa Jia ce Ipuiiara caMo OT WM 110/ HaOMI0ICHUETO Ha aHECTE3UOJIOT.
[IpenopbuBa ce nmpuaaraHeTo Ha MOAXOASIIA HEBPOMYCKYJIHA TEXHUKA Ha HAOJIOACHHE, 3a J1a ce
MpOCIesiBa Bh3CTAHOBSIBAHETO OT HEBPOMYCKYITHATa Oiiokana (Bx. Touka 4.4).

ﬂO3I/I[20BKa

[IpenopbuntenHaTa 103a CyraMaiekc 3aBUCH OT CTEIICHTa Ha HEBPOMYCKYJIHA OJI0Kaza, OT KOSITO
NanyeHTHT TPsIOBa 1a ce BH3CTaHOBH.

[IpenoppuntenHaTa 103a HE 3aBUCH OT AHECTETUIHHUS PEXKUM.

Cyramaziekc MoXe Jia ce TIpHjIara 3a Bb3CTaHOBSBaHE OT PA3IMYHU HUBA HA HEBPOMYCKYJIHA OJIOKafa,
MHIyLUpaHa ¢ POKYPOHUI W BEKYPOHHIA:

Bwvspacmuu

PyTHHHO BB3CTaHOBSBaHE

IIpenopruBa ce no3a 4 mg/kg cyramanekc, ako Bb3CTAHOBSIBAHETO € JOCTUTHAIIO Hail-mManko 1-2
MOCTTETAHUYHH MoTpenBanus (post-tetanic counts, PTC) cnen HeBpoMycKkyiHa 0ji0Kaia, MHIyIIHpaHa
C POKYpOHHMII WK BEKypOoHHil. MennaHnaTa Ha BpeMeTO JI0 Bh3CTaHOBSIBAHE HA ChOTHOIICHUETO T4/T)
1o 0,9 e okono 3 MmuHYTH (BX. Touka 5.1).




[IpenoppuBa ce no3a 2 mg/kg cyramaznekc, ako € HaCTBIIMIIO CIIOHTAaHHO BH3CTAaHOBSIBAHE Hal-Maiko
JI0 TIOBTOpHATa NosiBa Ha T cie HeBpoMyCKyJIHa OJIoKa a, HHAyIHpaHa ¢ POKYPOHHH HIIH
BEKypoHHUil. MeanaHaTta Ha BpeMeTO 10 Bh3CTaHOBsIBaHE Ha choTHOmEHueTo T4/Ti 1o 0,9 e okoio

2 MUHYTH (BXK. TOuKa 5.1).

[punaraneTo Ha MpeNOPBHUYUTENHATA 71032 32 PYTUHHO BH3CTAHOBSIBAHE IIIE JIOBEJIE JI0 JIEKO YCKOPEHA
MeMaHa Ha BPEMETO JI0 Bh3CTaHOBsABaHE Ha choTHOMEHHETO T4/T 10 0,9 mpu HEBpOMYCKYJTHA
OJlokaia, MHAYIMpaHa ¢ POKYPOHUIL, B CPABHEHUE C HEBPOMYCKYJTHA OJI0Kaja, MHAYIIUPaHA C
BEKYpOHHH (BX. Touka 5.1).

He3abaBHo BBb3CTaHOBsIBAHE OT HEBPOMYCKYJIHA OJIoKaa, MHIYNHUPaHa C POKYPOHUH

[Ipu xMHUYHA HEOOXOAUMOCT OT He3a0aBHO Bh3CTAaHOBSBAHE CJIE]| IPUIIaraHe Ha pOKYPOHHIA ce
npenopbuBa mo3a 16 mg/kg cyramanekc. Koraro 16 mg/kg cyramanmekce ce mpriara 3 MAHYTH CITCIT
6omyc no3a 1,2 mg/kg pokypoHueB Opomu, MOKe Jla c€ OYaKBa MeIMaHa Ha BPEMETO 10
BB3CTaHOBsSIBaHE Ha choTHOIIEHHETO T4/T1 mo 0,9 okono 1,5 MunyTH (BX. TOUKA 5.1).

Hsama mannm, 3a 1a ce mpenopbyBa MPIIIOKEHHUETO Ha CyraMazieKe 3a He3a0aBHO BH3CTAHOBSIBAHE OT
HEBPOMYCKYJIHA 0JI0OKaaa, MHAYIpaHa C BEKYPOHHIL.

IloBTOpPHO NpMIaraHe Ha cyramasiekc

[Ipu n3karounTeTHU OOCTOSTEICTBA Ha IOBTOPHA I1051BAa HA HEBPOMYCKYJIHA 0JI0Kaja Cllefl Oolepanus
(Bx. Touka 4.4), cnen mbpBoHavyanHa go3a 2 mg/kg wim 4 mg/kg cyramaznekc ce mpenopbyBa
MOBTOPHO MpHJIaraHe Ha 1o3a cyramazexc. Ciel MoBTOPHO MpUiIaraHe Ha 103a cyramasiexc,
HalMeHTHT TPsIOBa J1a ce HaOJrojaBa BHUMATEIIHO, 32 J1a C€ YCTAHOBH TPAHHOTO Bb3CTAHOBSBAHE HA
HEBPOMYCKYJTHATa (DYHKIIHS.

IToBTOpHO IpHIarane Ha pOKYPOHUH MIIM BEKYPOHUM CJIES CyraMaJieKe
3a mepruoanTe HA M3YAKBaHE JI0 TOBTOPHOTO MpPUJIaraHe HAa POKYPOHHM MM BEKYPOHHM CIIE]
BB3CTAHOBSIBAHE ChC CyraMaJieKC BIUKTE TOUKa 4.4.

Cneyuanuu nonyrayuu

brOpeuno yBpexnane

[IpunoxeHneTo Ha cyraMmaieKc MpH MallUeHTH ¢ TeKKa CTeTeH Ha ObOPEYHO yBpeKIaHe
(BKJIFOUMTETHO MalMeHTH, Hyxaaemu ce ot quanusa (CrCl < 30 ml/min)) He ce npenopbyBa (BK.
Touka 4.4).

[IpoydBaHusATa TP MALIMEHTH C TEKKA CTETNEH HAa OBOPEYHO YBpEKIaHe HE TMPEJOCTaBAT T0CTATHIHO
uHQOpMaIys B IOJKpena Ha Oe3omacHara ynotpeda Ha cyramajieKe Mpy Te3H NalueHTH (BXK. ChIIO
Touka 5.1).

IIpu nexa no ymepeHa crereH Ha ObOpedHo yBpexaane (KpeaTHHHHOB KiauphHC > 30 u < 80 ml/min):
TIPETOPHKATE 32 TO3UPAHE ca CHIUTE KaTO TE3W 3a Bh3PACcCTHH 0e3 OBOpeUHO YBpEKIaHe.

IlamuenTH B cTapYecKa Bb3pacT

Cren mpumarane Ha cyraMajieke Ipu IMOBTOPHA MosBa Ha T, clies] HEeBpOMYCKYITHA O10Kaaa,
WHAyIUpaHa ¢ POKYPOHHUH, MeIaHaTa Ha BpEMETO JI0 Bb3CTaHOBsIBaHE Ha ChoTHOMIEHUETO T4/T| 10
0,9 mpu BB3pacthu (18-64 roauHm) € 2,2 MUHYTH, IPU TALMEHTH B CTAp4YeCcKa Bb3pacT

(65-74 roguam), TO € 2,6 MUHYTH, a TIPY TAIIMEHTH HA BH3pacT 75 TOAMHU WX TIOBEYE, TO ©

3,6 MuHyTH. BBIpekn ue B3CTaHOBSBAHETO TPH MAIMEHTUTE B CTApUECKa BB3PacT € M0-0aBHO,
Tpsi0Ba Ja ce crma3Ba Cchllara NpernophbKa 3a JI03UPaHe KaTo 32 Bh3pacTHH (BXK. Touka 4.4).

INanmeHTH Che 3aTIBCTABAHE

[Ipu nanmeHTH Che 3aTIABCTIBAHE, BKIIOYUTEIHO MAIIMEHTH ¢ 00JIECTHO 3aTIbCTsABaHe (MHICKC Ha
TenecHata Maca > 40 kg/m?), nosata cyramaziekc Tpsi6sa na 6b1e 6azupana BbpXy AeHCTBUTETHOTO
TeNecHo Terso. TpsOBa J1a ce cras3BaT ChIIUTE MPENOPHKH 32 T03UPAaHE KAaTO 3a B3PACTHH.

YepHoAPOOHO YBpEXKIaHe
He ca npoBexIaHu Mpoy4IBaHus IPH MAIMCHTH C 4ePHOAPOOHO yBpexkaane. [IpunoxeHreTo Ha
cyramajiekc TpsiOBa fja ce OOMHUCITH BHUMATEHO MPH MAIlMEHTH C TEXKKa CTENEH Ha YePHOIPOOHO




yBpeXIaHe I KOraTo YepHOAPOOHOTO YBPEkKAaHE € IPUAPYKEHO C HapyLICHHs B
KPBHBOCHCUPBAHETO (BK. Touka 4.4).

ITpu nexa 10 ymMepeHa CTEIeH Ha YepHOAPOOHO yBpeKIaHe: Thii KaTO CyraMaJeKc ce OT/AEINs TI1aBHO
npe3 OpOpennTe, He ¢ HeoOX0ANMa MPOMSHA B JO3UPOBKATA.

IHleduampuuna nonyrayus
Jlena u ronotu (2-17 roauHmn)

Cyramazaekc Moxe Ja ce paspekaa 1o 10 mg/ml, 3a ma ce momodpu TOYHOCTTA Ha JO3UPAHE TTPH
neAraTpuyHaTa nomynanus (Bx. Touka 6.6).

PyTHHHO BB3CTaHOBABaHE

[Ipu BB3CTaHOBSIBaHE OT HEBPOMYCKYJIHA 0JI0Kaga, MHIyLMpPaHa ¢ POKYPOHUIl ce MPenopbuBa 103a
4 mg/kg cyramaziekc, ako Bb3CTaHOBSIBAHETO € IOCTUTHaIO Haif-manko 1-2 PTC.

[Ipu BB3CTaHOBABAaHE OT HEBPOMYCKYJIHA OJIOKaa, MHIYLMPaHa ¢ POKYPOHHA, IPH ITOBTOPHA MOSIBA
Ha T, ce mpenopruBa no3a 2 mg/kg cyramanekc (Bxk. Touka 5.1).

HezabaBHO Bb3CcTaHOBSIBAHE
HezabaBHO BB3cTaHOBSIBaHE MPH JeTla U IOHOIIN HE € TPOYUIBaHO.

HoBoposieHnu u Mayiku jera

ChIlecTByBa caMO OTPaHHUCH OMUT ¢ MPUIIOKEHUETO Ha cyramajiekc npu manku aena (30 qau 1o

2 TOWHM), a HOBOpOIeHUTe (1mo-Manko oT 30 qaM) He ca mpoyduBaHu. CIIeI0BaTEIIHO MPUII0KEHUETO
Ha cyramajieKc Ipu HOBOPOJICHN M MAJIKH JIella He ce MPENopbhyBa 0 ChOMPaHETO Ha MoBeYe JaHHHU.

HauwnH Ha mpuaoxxeHune

Cyramanekc TpsiOBa J1a ce Ipuiiara HHTPaBeHO3HO KaTo eAHOKpaTHa Ooiryc nHxekus. bomyc
MHKEKIHsITa TPsIOBa Aa ce mpuiiara 0bp30, 10 10 cekyHIu B ChILECTBYBAIa HHTPABCHO3HA CUCTEMA
(Bk. TouKa 6.6). Ilo Bpeme Ha KIMHUYHM W3NUTBAHUS CyraMajieKc € MpHiaral caMo KaTo eJHOKpaTHa
00JIyC MHKEKIIUS.

4.3 IIporuBonoKa3zaHus

CBpPBXYYBCTBUTEIIHOCT KbM aKTUBHOTO BEIIECTBO WJIM KbM HSIKOE OT IIOMOIIHHUTE BEIIICCTRA,
n30pOoeHH B TOUKa 6.1.

4.4 CrhenuajaHu npeaynpexaeHus U NpeANa3sHAd MePKH NPH ynoTpeda

Criopen obnuaiiHaTa mpaKkTHKa ciell aHeCTe3HsI, ClIe]] HEBPOMYCKYITHA OJI0Ka/ia ce MpernopbyBa
HaOII0/IcHNE Ha MAlMeHTa 32 HeXXeJlaHW ChbOUTHUS B IEPHO/Ia HEMTOCPEICTBEHO CIIEH ONepanusTa,
BKITFOYMTEITHO 32 TOBTOPHA MOSBa HA HEBPOMYCKYJIHA OJIOKa/Ia.

Ha6J'IIOIIeHI/Ie Ha auxarceJiHaTa d)VHKIII/IH 10 BpEMEC€ Ha Bb3CTAHOBABAHEC

[Ipu manueHTHTE € 3aABIDKUTEITHO MOAIbPKAHE HA BEHTUJIAIMATA 10 Bh3CTAHOBSBAHE Ha aJICKBATHO
CTMIOHTAHHO JMIIAHE CIIe]] Bb3CTAHOBSABAHE OT HEBPOMYCKYJIHA OJ0Kasa. JIopu ako Bb3CTaHOBIBAHETO
OT HEBPOMYCKYJIHA OJIOKaja € IbJIHO, APYTH JIEKAPCTBEHU IIPOAYKTH, M3TIOJI3BAHU B MEPH- U
MOCTOTICPATUBHMSI IEPHOJ, MOTAT JIa TIOTUCHAT AMXaTelHaTa (QYHKIUS U CICIOBATESIHO BCE OIIE MOXKE
Jla ce Hajara noJyIbp)KaHe Ha BEHTUIAIUATA.

AKO HEBpOMYCKYJTHATa OJIOKaJa Ce IMOSBH OTHOBO CJIe eKCTyOaIus, TpssOBa na Ob/ie OCHTypeHa
aZIcCKBaTHA BCHTUJIALIHUA.

IloBTOpHA IOsIBa HA HEBPOMYCKYJIHA OJI0Kaga

B xIMHUYHY IpOYYBaHUS MPU YYACTHUIH, JIEKYBaHU C POKYPOHMIA WM BEKYPOHUH, KbJETO
cyramasieKkc ce Mpuiara U3Moi3Baiiku 103a, OlpeiesieHa CIpsAMO CTENeHTa Ha HEBPOMYCKYJIHA
Onokana, e HabIOAaBaHa MOBTOPHA MOsIBa HA HEBPOMYCKYJIHa Oyokana ¢ yectoTa ot 0,20 %, Bb3
OCHOBA Ha HaOJI0JIeHNE HAa HEBPOMYCKYJIHATa (PyHKIIMS WM KIMHUYHH JoKa3aTencTsa. [Ipuiaranero




HA MO-HHUCKH JI03U OT NMPENOPHYUTEITHUTE MOKE JIa IOBHIIIU PUCKA OT ITOBTOPHA MOSIBA HA
HEBPOMYCKYJTHA OJIOKa/a CJIe/l MbPBOHAYATHOTO Bh3CTAHOBSIBAHE U HE CE MPENopbhuBa (BK. Touka 4.2
u Touka 4.8).

Edekr Bbpxy XemocTazara

IIpu npoy4Bane mpu 3apaBu o0poBoH qo3ute oT 4 mg/kg n 16 mg/kg cyramanekc BomsT 10
MaKCHMAJIHO CPEIHO YAb/DKaBaHe Ha aKTUBMPAHOTO MaplUHaiHo TpoMOomiacTHHOBO Bpeme (aPTT),
CBHOTBETHO CbC 17 1 22 % U Ha MPOTPOMOMHOBOTO BpeMe, MEXIyHapOAHOTO HOPMAITU3UPAHO
otrnomrenue [PT(INR)], crorBetHo ¢ 11 1 22 %. Te3u orpaHmyueHy cpeTHNA CTOHHOCTH Ha yIBIDKBAHE
Ha aPTT u PT(INR) ca ¢ kpatka npoasmkutentoct (< 30 munyTn). B3 ocHOBa Ha KiMHHUYHATa 6a3a
nanau (N=3 519) u Ha cnennduuno npoyusane npu 1 184 manuenTw, npeTsprsuin ppakTypa Ha
OeqpeHara KOCT/TEXKKa oIepanys 3a CMsHa Ha CTaBa, He ce HaOJI0JaBa KIMHUYHO 3HAYUM €(EeKT Ha
cyramazaexc 4 mg/kg, caMOCTOSTETHO UM B KOMOMHALMS ¢ aHTUKOATYJIaHTH, BPXY Y€CTOTaTa Ha
NIepHU- WK MIOCTONIEPATUBHH YCIOXKHEHUS, CBBP3aHH C KbPBEHE.

Ilpwu in vitro onuty ¢ HabOMIOJaBaHO (hapMaKOAMHAMHYHO B3anMoAcHcTBHE (yabnkaBaHe Ha aPTT u
PT) ¢ anTaronncTu Ha ButamuH K, HepakimoHUpaH xermapuH, HOICKOMOJICKYJTHH XeNapuHOU/IH,
puBapokcabaH u gaburatpas. [Ipu manuenTy, moayvyaBaly CTaHAaPTHA ITOCTONIEPaTUBHA
mpoMITaKTHYHA aHTUKOATyIAIs TOBa (apMaKOAMHAMHUYHO B3alMOJIEHCTBIE HE € OT KIIMHUIHO
3HaueHwue. [IpmioxkeHneTo Ha cyramajiexce TpsioBa /1a ce OOMHUCITN BHUMATEIIHO TIPH MMAIUEHTH Ha
TEpareBTUYHA aHTUKOATYJIaIlHs 32 BEUYE ChIIECTBYBAIIO WU KOMOPOUIHO 3a00IIsIBaHe.

He e m3x:rodeH NOBHIIIEH PUCK OT KbPBEHE NP MAIHEeHTH:

o ¢ HacnencTBeH AeunuT Ha BuTaMuH K-3aBucrMu KpbhBOCHCHpBaIy (GpakTopw;
o C Bede ChIIECTBYBAIIN KOATyJIOMATHH;

. Ha JieYeHue ¢ KymMapuHoBu ipou3BojHu U ¢ INR Hag 3,5;

. KOWTO YITOTpeOsABaT aHTUKOATYJIaHTH | IOTydaBaT jgo3a 16 mg/kg cyramanexc.

HpI/I HaJIn4uye Ha MCAUIMHCKO MMOKAa3aHWE 3a IMMpujiarane Ha CyraMaJIeKC Ipu TE3U MallUCHTU €
HCO6XOZ[I/IMO AHCCTC3UOJIOTBT Aa PCIIU AaJid IOJ3UTC HAABUIIIABAT BEPOATHUS PUCK OT YCIOKHCHUS,
CBBbpP3aHU C KBPBCHE, B3eMaHlKH 1101 BHUMAaHUC aHAMHE3aTa Ha IMAalUCHTUTE 3a €IIM3001 Ha KBPBECHE U
BUa Ha IJIaHUpaHaTa onepanus. Axo ce Impuiiara cyraMaJi€kcC npu T€3u NalueHTH € MPEIopbIUTECIIHO
Ja Ce CICOAT NMapaMCTPUTC HAa XEMOCTa3a U KoaryJianus.

Ilepuoau Ha M34aKBaHe 10 IOBTOPHOTO MpWIarade Ha CPEACTBa, OJIOKHPAIY HEBPOMYCKYIIHOTO
npenasade (neuromuscular blocking agents, NMBA), ciie1 Bb3CTaHOBIBAaHE ChC CYTraMaJIeKC

Ta6auua 1: IloBTOpHO NpuJjIaraHe HaA POKYPOHUI UM BEeKYPOHUIl cJie/l pyTHHHO
Bb3CTaHOBsIBaHe (10 4 mg/kg cyramanekc)

MuHuMaJIeH epuox Ha NMBA u 1032 Ha mpuJiIaraHe
H3YaKBaHe
5 MEHYTH 1,2 mg/kg poxyponuit
4 qaca 0,6 mg/kg pokypoHuit Wi
0,1 mg/kg BekypoHHi

HauanoTo Ha nelicTBue Ha HEBPOMYCKYJIHaTa 0JI0Kaa MOKe J1a ObJle YABIDKEHO 0 NPUOIM3UTEIHO
4 MUHYTH Y TIPOJBIDKUTEITHOCTTA H Ja ObJie ChbKpaTeHa 10 MPUOIM3UTEHO 15 MUHYTH ciie]] TIOBTOPHO
npuiarane Ha pokyponuit 1,2 mg/kg B pamkute Ha 30 MUHYTH Clle]] TpUjlaraHe Ha CyramageKc.

B®3 ocHoBa Ha hapmakokuHeTHuHO (PK) Mozenupane, MpenopbYUTENHUAT NEPUO]] HAa H3UaKBaHEe

IpY MALUEHTH C JIeKa 10 YMepeHa cTerieH Ha ObOpedHo yBpexaaHe 3a HOBTOPHO MpHJlaraHe Ha

0,6 mg/kg poxyponuii mnu 0,1 mg/kg BekypoHUii, cie/l pyTHHHO Bb3CTaHOBSIBAHE CHC CYraMaJieKc,
TpsiOBa 1a 06ae 24 yaca. AKO ce M3UCKBA MO-KPATKO M3YaKBaHE, J103aTa POKYPOHHIl 3a Clie/IBaIaTa
HEBpOMYCKYJIHa 0J0Kaaa TpsioBa aa opae 1,2 mg/kg.

IToBTOPHO TIpHUJIaraHe Ha POKYPOHUH WM BEKYPOHHIA ciiex He3abaBHO Bh3cTaHoBsBaHe (16 mg/kg
CyraMajiekc):



3a MHOTO peAKUTE CIIy4au, KOraTo TOBa MOKE Ja C€ M3UCKBA, CE MPENOpPbUBa MEPUO]I HA U3UAKBAHE
24 Jaca.

AKoO ce Hajara HeBpOMYCKYJIHa OJIOKaja MpeJr W3THYAHETO Ha MPETOPBHUUTETHUS TIEPHO Ha
M3YaKBaHe, TPsIOBa J1a ce M3II0JI3Ba HeCTepOoMIeH HeBPOMYCKYJIeH 0Jiokep. Hauanoro Ha neiictBue
Ha JICTIONIApU3UPAILisl HEBPOMYCKYJICH OJIOKep MOjke J1a ObJie 10-3a0aBEeHO OT 04aKBAHOTO, Thil KaTo
3HAYUTENHA YacT OT MOCTCUHANITHYHUTE HUKOTHHOBH PELENTOPH MOTaT Ja ObJaT Bce OIIE 3aeTH OT
HEBPOMYCKYJIHHUS OJIOKED.

Br0Opeuno yBpexmane
He ce npenoppuBa ynorpedara Ha cyramaieKc MpH MaIlUeHTH C TeKKa CTEIeH Ha OBOpedHO
YBpeXAaHe, BKIIOUHTETHO MAUEHTH, HYKIaelly ce OT quanu3a (Bxk Touka 5.1).

Jlexa anecresust

KoraTto nauneHTr yMUIUIEHO ca Bb3CTAHOBSIBAHHM OT HEBPOMYCKYJIHA OJIOKa/a 0 BpeMe Ha aHECTe3Us
IpY KIMHUYHY W3IUTBAHUS, B OTACIHHU ClIy4yau ca 3a0eisi3aHy IPU3HAIM Ha JICKa aHeCTe3ns
(mBUXKeHMe, KallUIiHe, TPUMAcH M CMyUYeHe Ha TpaxealHaTa Tpb0a).

AKo manueHT ObJie B3CTAHOBEH OT HEBPOMYCKYJIHA OJI0Kaa IO BpeMe Ha aHecTe3us, TpsiOBa a ce
HPUIOXKHU JOIBJIHUTEIHA 1032 AaHECTETHK W/WMIH OIMOUA CIOPE] KIMHUYHNUTE TOKa3aHMS.

Uspasena Opajukapaus

B penxu cinyyan ce HaOr0naBa n3pa3eHa Opagukapans B paMKUTE Ha MUHYTH CJIe]] pUIaraHe Ha
cyramasieKkc 3a Bb3CTaHOBSIBAHE OT HEBPOMYCKYJTHa Ookana. B oTnennn cimydyan OpagukapausiTa
MOJKe J1a IOBeJe 10 ChpaedeH apecT (BxK. Touka 4.8). [lanmenture Tps6Ba 1a 6b1aT CTPUKTHO
MOHHTOPHPAHU 33 XeMOJIWHAMUYHHU TIPOMEHH T10 BPEME Ha U CIIe/l Bb3CTAHOBSIBAHE OT
HEBPOMYCKYJTHaTa 0Jokama. AKo ce HaOmogaBa KIMHIYHO 3HaYMMa Opaaukapans TpsOBa aa ce
IMPUIJIOKU JICUCHUE C aHTUXOJIMHECPTUYHU CPEACTBA KaTO aTPOIIHH.

YepHOAPOOHO YBpEKIAHE

Cyramazekc He ce MeTadoIM3upa UITH eKCKPEeTUpa dpe3 YepHus apo0, mopaanu ToBa HE ca
MIPOBEXKIaHU KOHKPETHH MPOYYBAHUS IIPH MAIMEHTH C YSPHOAPOOHO yBpexaaHe. [lanmeHTu ¢ Texka
CTETIeH Ha YepHOIPOOHO YBpeKAaHe TPsOBa 1a ce TPETHPAT C MOBUIIICHO BHUMaHue. B ciydait Ha
YepHOAPOOHO YBpEKAaHe, MPUAPYKEHO C HAPYIICHUS B KPHBOCHCUPBAHETO, BUKTE HH(OpMAIIHATA 32
e(exT BbpXy XeMocTaszara (Bxk. Touka 4.2).

IIpuoxeHne B MHTEH3UBHOTO OTACICHUE
CyramMaziekc He € IpOy4BaH MpH MalMeHTH, Ha KOUTO ca MpUJIaraHd pOKYPOHHUH UM BEKYPOHUH B
UHTEH3UBHOTO OTJEIICHUE.

IIpunokeHne Ipu BE3CTAHOBIBAHE OT HEBPOMYCKYJIHA 0JI0Kaaa, MHAYLIMpPaHa ¢ OJOKEPH, Pa3IMYHU
OT POKYPOHUM MJIM BEKYPOHUI

Cyramajiexc He TpsiOBa Ja ce mpuiiara 3a Bb3CTaHOBSIBaHE OT HEBPOMYCKYITHA OJ0Ka1a, HHIAYLIMPaHa C
HECTEPOMIHHN HEBPOMYCKYITHH OJIOKEPH, KaTO CheIUHECHUS Ha CYKITHHUIXOJIMH WITH
OCH3UIN30XUHOJIMH.

Cyramajiekc He TpsiOBa Ja ce mpuiiara 3a Bb3CTaHOBSIBAHE OT HEBPOMYCKYJIHA OJIOKaia, HHyIIUPaHa
ChC CTEPOHIHH HEBPOMYCKYITHH OJIOKEPH, Pa3IMIHK OT POKYPOHHUH WM BEKYPOHHUH, THI KaTo 3a
TaKWBa CJIy4au HsAMA TaHHU 3a epUKacHOCT U Oe3omacHocT. HamuuHu ca orpaHrueHY JaHHU 32
BBH3CTAHOBSIBAHE OT HEBPOMYCKYJTHA OJIOKajia, MHAYIIUPaHA C TAaHKYPOHHIA, HO Ce IIPenopbhuBa
cyraMajieKc Jia He ce Mpujiara B TaKbB CIydai.

3abaBeHo BH3CTAHOBSIBAHE

ChCTOSIHUSA, CBBP3aHHU ChC 3a0aBEHO KPBBOOOPAIIICHUE, KATO CHPJICYHO 3a00sIBaHE, HATIPETHANA
BB3pacT (Bk. Touka 4.2 3a BpEMETO 0 Bh3CTAHOBSBAHE IPHU MAIIMEHTH B CTAPYECKa Bh3PacT) WU
€7IeMaTO3HO ChCTOSTHUE (HAIp. TEKKA CTEICH Ha YSPHOAPOOHO YBpEXKIaHe), MoraT Jia ObAaT CBbp3aHU
C TIO-/IBJITY TICPUOJIU HAa Bh3CTAHOBSIBAHE.




Peakiny Ha CBPBXYYBCTBUTEIHOCT KM JICKAPCTBOTO

Knunuiucetute TpsOBa qa 6bJaT MOJArOTBEHH 32 Bh3MOXKHH PEAKI[HH HA CBPBXUYBCTBUTEITHOCT KbM
JICKApCTBOTO (BKJIFOUUTEIIHO aHA(UIAKTHYHHU PEaKI[UH) U J1a B3eMaT HEOOXOAUMHUTE MPEANa3Hu MEPKH
(Bx. Touka 4.8).

Harpuit
To3u nekapcTBEH MPOAYKT ChIAbPka 10 9,7 mg HaTpuil Ha ml, KouTo ca ekBuBajeHTHU Ha 0,5 % oT

NIPENOPBYUTETHNS MaKCUMaJeH JHEBEH MpueM 2 g HaTpHii 3a Bp3pacTeH Ha C30.
4.5 BzaumopeiicTBHe ¢ IPYIrd JeKapCcTBEHH NPOAYKTH M APYrH ()opMH Ha B3auMojeiicTBHe

WudopmarusTa B Ta3u ToUKa ce 6a3upa BrpXy aUHUTETa HAa CBBP3BaHE MEXy CyraMaieKc U ApyTu
JIeKapCTBEHH MPOIYKTH, HEKJIMHUYHY EKIIEPUMEHTH, KIIMHUIIHH MTPOYIBaHUSA M CHMYJIAITUH,
M3IOJ3BAIIN MOAEN, KOMTO B3eMa npenBua hapMakoIUHAMUYHUS e(peKT Ha HEBPOMYCKYJIHUTE
Onokepr U PapMaKOKMHETHYHOTO B3aMMO/ICHCTBHE MEX/Ty HEBPOMYCKYITHUTE OJIOKEPH U CyraMajieKc.
Ha 6a3a Ha Te3u maHHM, HE Ce 0OYaKkBa KIIMHUYHO 3HAYUMO (DapMaKoJUHAMHYHO B3aMMOJEHUCTBHUE C
JPYTH JICKAPCTBEHU MPOTyKTH, C M3KITIOUCHUE Ha CIICTHUTE:

[Tpu Topemuden u Qpy3uaoBa KHCeNrHa HE MOTAT Jla c€ U3KII0YAT B3aUMOJICHCTBHSI ¢ U3MeCTBaHe (He
C€ 0YaKBaT KIIMHUYHO 3HAYMMH B3aUMOJICHCTBUSI ChC 3aXBall[aHe).

HpI/I XOPMOHAIHUTE KOHTPALCTITUBU HE MOXKE J1a C€ M3KITIOYN KIMHUYHO 3HAYUMO B3aI/IMO):[eI\/’ICTBI/Ie
ChC 3axXBaIlaHe (He CE OYaKBaT B3aUMOJICHCTBUS C U3MECTBAHE).

BsaumMoieiicTBus, MOTEHIINAIHO 3acaraniy epruKacHOCTTa Ha cyraMagekc (B3auMOJEHCTBHUSA C
HM3MECTBAHE)

[Mopanu mpunaraneTo Ha OIIPEEIeHU JIEKapCTBEHH MTPOYKTH CIIe] CyraMaeKC, POKYpOHHUN M
BEKYPOHHI TEOPETHYHO MOTaT J1a ObIaT U3MECTCHH OT cyramaaekc. B pe3ynrat Moxe aa ce
Ha0JII0/1aBa MOBTOPHA MOsIBA HA HEBPOMYCKYJTHA O6JI0Kana. B TakwB citydail manueHThT TpsiOBa na Obe
BeHTHIMpPaH. [IpuiaraneTo Ha JeKapCTBEHUS MPOIYKT, KOWTO € IPUYHHUI U3MECTBAHETO, TPSAOBaA J1a
ObJle MpEeKpaTeHo B CciIyvail Ha MHPY3us. B cuTyanuu, B KOUTO MOXKeE JIa Ce TMPEIBUIAT MOTSHIIUATHA
B3aMMOJICHCTBUS C U3MECTBAHE, MAIMCHTUTE TPSOBa 1a ObJaT BHUMATEIIHO HAOJII0JaBaHH 3a
MIPHU3HAIY Ha MMOBTOPHA ITOSBA HA HEBPOMYCKYJTHA OJiokaa (MpuOIM3uTENHO 10 15 MUHYTH) Cliel
MapeHTEePaTHO MPUIIOKESHHUE Ha JIPYT JIEKapCTBEH MPOAYKT, MOSBSABAIIY Ce B IIeproja oT 7,5 4aca cief
MpHIaraHe Ha cyramaiekc.

Topemuden

IIpu TopemueH, KOHTO UMa CPAaBHUTEITHO BUCOK aMHUTET 32 CBBP3BAHE ChC CyraMajiekc U KOHUTO
MOJXKE Jia IPUCHCTBA B CPABHUTCIIHO BUCOKU IIJIa3MEHU KOHIICHTPAIIUK, MOXKE a CC IMPOSABU N3BECTHO
M3MECTBaHE Ha BEKYPOHUH MM POKYPOHHUH OT KOMILIEKCa Che cyramajekc. CienoBaTeHo
KIIMHUIMCTHT TPSAOBA 1a ObJ/ie HAsICHO,49€ Bh3CTaHOBABaHETO Ha choTHOIIeHneTo T4/T1 no 0,9 moxe na
0b11e 3a0aBEHO TIPH MAIMEHTH, KOUTO ca TOJIYIHIIH TOpeMU(DEH B JICHS Ha OllepaIusTa.

WHTpaBeHo3HO MpuItokeHUe Ha (y3uI0Ba KUCEINHA

IIpunaranero Ha Qy3umoBa KuceanHa B IIpeIonepaTuBHara (asa Moxke Ja ToBee 10 3a0aBsHe Ha
BB3CTaHOBSIBaHETO Ha choTHOMEeHHETO T4/T1 o 0,9. He ce ouakBa moBTOpHA MOsIBA HA
HEBPOMYCKYJIHa 0J0Kaaa B TIOCTONepaTuBHaTa ¢as3a, Thii KaTo CKOpOCcTTa Ha MH(Y3Us Ha Qy3uaoBaTa
KHCEJIMHA TOKPYBa NIEPUOJT OT HIKOJIKO Yaca M HUBaTa B KPHBTA ca KyMYJIATUBHU 3a 2-3 AHH. 3a
MOBTOPHO MpHJIaraHe Ha CyraMajieKc, BIDKTE Touka 4.2.

BsaumoaeicTBYsl, MOTEHIMAIHO 3acAralii e(hUKACHOCTTa Ha APYIU JEKAPCTBEHHN IIPOAYKTH
(B3aMMOAEHCTBHUS ChC 3aXBalllaHe)

[Topaau nmpuiaraHeTo Ha Cyramajekc, €PEeKTUBHOCTTA Ha ONPEICIICHHU JICKAPCTBCHH MTPOAYKTU MOXKE
Ja Ob/ic MOHMKEHA MOPaIu MOHIKaBaHe Ha (CBOOOHUTE) MIa3MEHH KOHIICHTPAIIUH. AKO ce
HaOJII0[aBa TaKaBa CUTYaIlWs, C€ IPEMOPhYBa KIMHUIIMCTHT Ja OOMKCIH IIOBTOPHOTO MPHUIaraHe Ha
J'IeKapCTBeHI/HI HpOI[YKT, HpnnaraHeTo Ha TepaHeBTI/IqHO CKBHUBAJICHTCH J'IeKapCTBeH HpOILYKT (3a
MIPEIIOYUTAHE OT PA3JIMYCH XUMHYCH KJIAC) W/WJIH MOAXO/IAIIN HEMEIMKAMEHTO3HH UHTEPBEHITUH.




Xopmonannu koHmpauenmusu

BaaumoneiictBueto Mexny 4 mg/kg cyramasieke M IporecToreH ce 09akpa Ja J0Be/Ie 10 HaMallsiBaHe
Ha eKCIO3uIusATa Ha iporectoreH (34 % ot mioIra Moj KpUBara Iia3MeHa KOHIICHTPALUsA/BpeMe
(AUC)), nogo6HO Ha HaMaJIsIBAaHETO, HA0JII0JaBaHO, KOTATO JTHEBHA /1032 IIEPOpaJicH KOHTPAIICTITUB CE
npuema 12 gaca mo-KbCHO, KOETO MOXKE Jia IOBEIC 0 MOHMWKaBaHe Ha eekTuBHOCTTA. [Ipn
eCTPOTeHHUTE ce 0YaKkBa e(heKTHT 1a ¢ 1mo-cirad. CiemoBaTeTHoO MpIIaraHeTo Ha 0oJTyC mo3a
CyramaJiekc ce CuMTa 3a eKBUBAJICHTHO Ha €/[Ha MPOITyCHATa JHEBHA 71032 MEPOPAIHU CTCPOUTHU
KOHTpAlenTUBH (KOMOWHUPAHU MIIK CaMO TPOTECTOreH). AKO CyraMaJiekc ce Ipuiiara B ChIIHS JICH, B
KOHTO Ce MpHeMa U IepopajieH KOHTPAIeNTUB, TPsOBa 1a ce MperjeaaT ChbBETUTE 3a MPOITyCHATA /1034
B JINCTOBKATA 3a MallMCHTa Ha TIEPOPAIHUS KOHTpAIeNTUB. B cilyyali Ha Mpujiarane Ha XOPMOHATHH
KOHTPAIICITUBH, KOUTO He €a MEePOPAIHH, MAIUCHTHT TPIOBa J1a U3II0JI3BA JIOMBIHUTEIICH
HEXOPMOHAJICH KOHTPALCNTHBEH METO/I Pe3 CICABAIIUTE 7 JHU U Ja Mperiie/ia ChBETUTE B
JUCTOBKATA 3a MAlMEeHTa Ha IPOAYKTA.

BzanmoneicTBHs, AbIDKAIIM ce Ha MPOABIDKUTETHHS e(heKT Ha POKYPOHUH WIIH BEKYPOHHN

Koraro B mocTomnepaTuBHUS TIEPUO/T CE€ U3IOI3BAT JIEKAPCTBEHU MPOIYKTH, KOUTO MOTEHITUPAT
HEBPOMYCKYJIHa OJI0Kaja, TpsiOBa 1a ce 00bpHE 0COOEHO BHUMAaHUE HA BE3MOXKHOCTTA 3a TIOBTOPHA
MosiBa Ha HEBPOMYCKYJIHA 0JioKaaa. MoJist, BUXKTE B JIMCTOBKATa HA POKYPOHHUH MM BEKYPOHUH
CIMCHKa HA KOHKPETHUTE JIKAPCTBEHH MPOIYKTH, KOUTO IOTEHIIPAT HEBPOMYCKYITHA Onokana. B
CIy4ail Ha MIOBTOpHA MOsIBa Ha HEBPOMYCKYJIHA OJIOKaja, MAIMeHThT MOXKeE Jia ce HyXAae OT
MEXaHWYHA BEHTHJIAIUS ¥ IOBTOPHO NpUiIaraHe Ha cyramajiekc (Bxk. Touka 4.2).

BrmsiHue BEpXyY 1a00paTOpHH U3CIICABAHUS

CyraMa,ueKc I10 MMPUHLUII HE BJIUAC BBPXY J]a60paTOpHI/I H3CJICABaHMsA, C BEPOATHOTO U3KIIIOYCHUC HaA
TEcTa 3a CEPYMHH HHMBA Ha mporecTepoH. HabmronaBaHo ¢ BAMSHUE BbPXY TO3U TECT MPH TUIA3MEHH
KOHIIEHTparmu Ha cyramaaekc 100 mukporpama/ml (mukoBo mra3MeHo HUBO ciien 8 mg/kg 6omyc
WHXKEKITNSA).

[Ipu nmpoy4uBane npu 3apaBu qoOpoBoiH no3ute oT 4 mg/kg u 16 mg/kg cyramanexc BOIsT 10
MaKCHMAaJIHO CPETHO YAb/DKaBaHE Ha aKTHBHPAHOTO MapuuaiHo TpomOomiacTuHoBO Bpeme (aPTT),
cpoTBeTHO ¢ 17 1 22 % u Ha PT(INR), crorBetHO ¢ 11 11 22 %. Te3u orpannueHu cpeiHu CTOHHOCTH
Ha yaeinkBane Ha aPTT u PT(INR) ca ¢ kparka npogbmkutensoct (< 30 MuHyTH).

IIpu in vitro onntu e HabMOAaBaHO (PapMaKOIMHAMUYHO B3auMoecTBe (YabKaBaHE Ha
aKTUBUPAHOTO NapiuanHo TpombormaactruHoBo Bpeme (aPTT) u PT) ¢ anTaronnctu Ha ButamuH K,
HeQpaKIHOHUPaH XelapruH, HUCKOMOJIEKYJITHU XENapuHONIN, PUBapoKcabaH u qaduraTpaH (Bx.
TouKa 4.4).

IlenpaTpyyHa DomyJaamus

He ca mpoBexxmanu ouIuaiHA TpOyIBaHMS 33 B3aUMOIeHCTBUATA. [ openocoueHnTe
B3aMMOJICCTBUS TIPU BH3PACTHU U MPEIyNPEKISHUATAa B Touka 4.4 TpsiOBa ChINO J1a ObJAaT B3ETH MO
BHUMAaHHE MPH MeANaTPUIHATA MTOTYJIAIHS.

4.6 @DepTUaANTET, OPEMEHHOCT U KbpMeHe

bpemennoct
3a cyramaiekc HIMa KJIMHUYHH JJAHHU 32 EKCIIO3UIIHS 110 BpeMe Ha OPEMEHHOCT.

ExcniepuMeHTaIHUTE POYYBAaHUS IPU KUBOTHHU HE NOKa3BaT MPSAKO WM HETIPSIKO BPEAHO
BB3ACHCTBHE BBPXY OPEMEHHOCTTA, EMOPHOHATIHOTO/(PETATHOTO Pa3BUTHE, PAKAAHETO HIIH
MTOCTHATAJTHOTO Pa3BUTHE.

[Ipunaranero Ha cyramajekc Ipy OpEMEHHH KEeHHU U3HUCKBA MOBUILIEHO BHUMAaHHE.

Kspmene
He e u3BecTHO nanmm cyraMmanekc ce eKCKpeTHpa B KbpMaTa. EKCIIepIMEeHTATHUTE TIPOYYBAHSI TIPU

JKMBOTHHU IMOKA3BaT EKCKPCUHA Ha CyraMaJICKC B MJIAKOTO. HepopaJIHaTa a6cop6u1/m Ha
HUKIIOACKCTPUHU IO IMPUHIUII € HUCKA U HC CC OYaKBa BJIUAHHC BbPXY KbpMAUCTO CIICA IPpHUJIAaraHe Ha
C€IHOKpaTHA J03a IPpU KbpMaduKara.



Tpﬂ6Ba Aa €€ B3CMC PCHICHUEC JaJIX [1a CC€ NPCYCTAHOBU KbPMCHCTO HUJIU Aa CC HpeyCTaHOBI/I/HC Cce
IMPUIJIOKU TCpaIlniATa CbC CyraMaZCKC, KaTo €€ B3EeMaT MPEABU I10JI3aTa OT KbpMCHECTO 3a ACTCTO U
ImojizaTa OT TCpalysiaTa 3a JXCHarta.

DepTunurer
He e mpoy4BaHO BIMsSHUETO Ha cyramMaaekc Bppxy Geprumurera mpu xopa. [Ipoyusanus mpu

JKHNBOTHHU 34 OIICHKA Ha @epTHHHTeTa HC NIOKa3BaT BpPCAHO BIMUAHUC.

4.7 EdexTn BbpXy cniocoOHOCTTA 32 mopupaHe U padoTa ¢ MAIIUHU

He e m3BectHo Cyramanekc Adroiq moBiusiBa CIOCOOHOCTTA 3a moQupaHe u paboTa ¢ MaITuHHU.
4.8 HexelaHu JieKAPCTBEHU PeaKIIul

Pesrome Ha mpoduna Ha 6€30MaCHOCT

Cyramagexc Adroiq ce npuiiara eJHOBPEMEHHO ¢ HEBPOMYCKYJIHH OJIOKEPH U aHECTETHIIH MPH
XUPYPruuHy nanueHTH. CieqoBaTeTHO € TPYAHO Ja Ce OLIeHU MPUYMHHO-CIIECACTBEHATa BPb3Ka C
HEKEJIAHUTE ChOUTHS.

Haii-uecto JOKJIaABAHUTC HCKCJIAHU PCAKIIUH ITPU XUPYPTUYHU MAIMUCHTH Ca KallJIIla, YCIOKHCHUA
Ha JUXaTeJIHUTE IBTUIIA B Pe3yNTaT Ha aHECTE3UATa, YCIOKHEHHUS TI0 BpeMe Ha aHeCTe3N,
XHIIOTOHHS B PE3YJITAaT Ha MPOLeypaTa U yCIOKHEHUS B pe3yiTaT Ha npoueaypara (Yectu (> 1/100
1o < 1/10)).

BesomnacHocTTa Ha cyramajieKkc e oleHeHa npu 3 519 oTaenHu yuacTHUIM B 0a3ata JaHHU OT COOPHH
m3nuTBaHusA 3a 6e3onacHocT (azu I-1I11. CrolimeHn ca ciemHnTe HeXKeIaH!u PEaKITuy IpH Irare6o-
KOHTPOJIMPAHU M3IUTBAHMSA, KBJICTO YYACTHUIIUTE TIOTY4aBaT aHECTE3Us H/UIH HEBPOMYCKYIIHA
6nokepu (1 078 yyacTHHIM, H3T0KEHU Ha cyramajiekc cpsamo 544 Ha minane6o).

Heoicenanume peaxyuu ca uzdpoenu no-00ry no CUcmemMo-opeanet Kiac u no 4ecmoma, Kamo Ha
PO MACMO Ca HAll-4ecmume peakyuu, CoC CleOHUme yKazanus: MHo2o yecmu (> 1/10); uvecmu

(= 1/100 0o < 1/10); newecmu (= 1/1 000 0o < 1/100); peoxu (= 1/10 000 oo < 1/1 000),; mHo20 peoxu
(< 1/10 000). B pamxume Ha 8caKo epynupane no Yecmoma Hedjceianume peakyuu ca npeocmageni no
peoa Ha HaMANABAHEe HA CEPUOIHOCMMA UM.

Taonuua 2: TadauvyeH cCNMCbK HA HeKeJAHUTE JIEKAPCTBEHU PeaKIuu

Cucremo-opraieH Kiac UYecroTa Hexenanu nekapcTBeHu
peakuuu
(ITpenmmovynTaHl TEPMIHH)
Hapyenust Ha ”MyHHaTa Heuectn Peakuuu Ha
cucrTema CBPBXUYBCTBUTEITHOCT KbM
JIEKapCTBOTO (BXK. TOUKa 4.4)
PecniupaTopuu, rpbaHU U Yectu Kanuna
MEIMACTUHAIHYA HAPYIICHHUS
Hapansianusi, oTpaBsiHus u Yectu YcnoxxHeHus Ha JUXaTeTHUTE
YCIOXHEHUS, Bb3HUKHAIIU B II'THUIIA B PE3yATAT Ha
pe3yaTaT Ha UHTEPBEHITUU aHeCTe3nATa

VYcnoxkHeHne mo Bpeme Ha
aHecte3us (BXK. Touka 4.4)

XUMOTOHUS B pe3ynraT Ha
mporierypara

VYcnoxHeHus B pe3ynrTar Ha
npoueaypara




Onwucanue Ha I/136DaHI/I HCXCJIaHW pCaKIINH

Peaxyuu na cepvxuyscmseumennocm KoM 1eKapcmeomo

[pu HsIKOW TTAIMEHTH U JOOPOBOJIIH Ca Ce TIOABUIIN PEaKIMK Ha CBPHXUYBCTBUTEIHOCT,
BKJTFOUHTETTHO aHadrmakcus (3a mHGpOpMAaITis 3a JOOPOBOIITUTE, BXK. IMO-10ry MHbopMarus 3a 31paBu
noopoBouin). ChoOLIeHUATA 32 TAKUBA PEAKLIUHU OT KIIMHUYHH U3MUTBAHUS IPU XUPYPTUIHH
MAIMEHTH Ca HEYECTH, a OT MOCTMAPKETHHTOBUS MIEPUOJI Ca C HEU3BECTHA YECTOTA.

Te3u peakuu Bapupart OT U30JHPAHU KOKHH PEAKIIUH IO CEPHO3HU CUCTEMHH PEaKiny (T.e.
aHadunakcus, aHapUIAKTHYCH [IOK) U Ca Ce MOSIBHIIM MTPU NMalMeHTH, 03 MPeIX0IHO MpUilarane Ha
cyramazgexkc. CHMITOMUTE, CBBP3BAHH C TAKKMBA PEaKIiH, BKIIOYBAT: 3a4epBsiBaHe Ha KOXKaTa,
YPTHKApUSI, EPUTEMATO3CH OOPUB, (TEXKKA) XUITOTOHHUS, TAXUKAP.IUS, TOyBaHE HA €3KKa, TIOJyBaHe HA
(hapuHKCca, OpOHXOCIIA3bM U OCIOAPOOHN OOCTPYKTUBHH CHOUTHS. TEKKUTE peakiny Ha
CBPBXUYYBCTBUTEIHOCT MOTaT a ObaaT (ataiHu.

B nmocTMapKkeTHHTOBH CHOOIIEHHS € HAOI0aBaHa CBPbXUYBCTBUTEIHOCT KbM CyraMaJieKC, KaKTo U
KbM KOMIIIIEKCA CyraMajieKC-pOKypOHUH.

Yenoorcnenus na ouxamennume nvmuuwia 6 pe3yamain Ha anecmesuima

VcnoxxHeHnsITa Ha TUXaTETHUTE IIBTHINA B pE3YIATAT HA AaHECTE3MA BKIIFOYBAT 3aJIaBAHE OT
CHAOTpaxcaiHaTa pr6a, KallIAHE, JICKO 3adaBsAHC, PCAKIIUA Ha HpO6Y)I(ZIaHe 110 BpEMEC Ha onepanus,
KallUIAHC 10 BpEME Ha aHECTE3U UJIK 11O BPpEME Ha OICpalus, Wi CIOHTAHHO JUIIIaHC Ha MalUCHTA,
CBBP3aHO C aHCCTC3UATA.

Ycnooicnenue no epeme na anecmesus

VYcnoXHEHHS 10 BpeMe Ha aHeCTe3Hsl, TOKA3aTeIHH 32 Bb3CTAHOBSIBAHETO HA HEBPOMYCKYJIHATA
(GyHKIMS, BKIIFOYBAT ABM)KEHHUE HA KPAHHUK WM Ha TSIOTO WM KalUISTHE 10 BpeMe Ha aHECTE3Hs HITH
10 BpeMe Ha olepanus, TpUMacH WM CMy4YeHe Ha eH0TpaxeanHara Tpboa (Bxk. Touka 4.4).

Ycnooicnenus 6 pezyimam na npoyedypama
VYcnoxkHEeHUATa B pe3yJiTaT Ha POIeypaTa BKIFOYBAT KallUIIHE, TaXUKapIUs, OpaguKapIus,
JIBIKEHUE U YCKOPSIBaHE Ha ChpJCUHATA YECTOTA.

HWspaszena bpaduxapous

[Ipu mocTMapKETUHIOBHS OMUT ca HAOJII0aBaHU U30JIMPAHU CITy4an Ha M3pa3eHa Opaaukapiavs u
OpaauKapIus ChC ChPACUYCH apecT B PAMKHUTE HA MHHYTH CJIE]l IpUjlaraHe Ha cyramaiekc (BxK.
TouKa 4.4).

Iloemopna nosasa na He6pOMYCKYIHA O10KA0a

B knmMHMYHU NpOyYBaHUS MIPU YYaCTHHUIH, JIEKYBaHHU C POKYPOHUH WM BEKYPOHHM, KbIETO
CyraMmajieKkc ce Ipujara U3IoJ3BaiiKy 1034, ONpeesieHa CIIOpe CTEIEeHTa Ha HeBPOMYCKYJIHA
onokana (N=2 022), e HabmogaBaHa MOBTOPHA MOsIBa HA HEBPOMYCKYJTHa OJIoKaa ¢ 4ecToTa OT
0,20 %, B3 OCHOBa Ha HAOJIIOJJCHNE Ha HEBPOMYCKYJIHATa (YHKUUS WM KIMHUYHH JOKa3aTeJICTBa
(Bx. Touka 4.4).

Hupopmayus 3a 30pasu 0obpogoryu

Pangomu3upano, IBOHHOCIANO MPOYYBaHE U3CIIC/[BA UECTOTATA HA PEAKIIMUTE HA
CBPBXUYYBCTBUTEIHOCT, IPUYUHEHH OT JICKAPCTBOTO IPH 3JIPaBU JTOOPOBOIIIH, TIOTYyYaBAIN 10 3 03U
wrane6o (N=76), cyramanekc 4 mg/kg (N=151) wim cyramanekc 16 mg/kg (N=148). Cro0OuicHusTa 3a
MOJI03UPaHA CBPBhXUYBCTBUTEIHOCT Ca TOMBJIHUTEIHO OIICHEHH 3acieneHo oT komucus. Yectorata Ha
JIOITBTHATENHO OlleHeHaTa CBPhXUyBCTBUTENHOCT € 1,3 %, 6,6 % 1 9,5 % choTBETHO B TpymuTe Ha
iane6o, cyramanekce 4 mg/kg u cyramanekc 16 mg/kg. Hsama cpoOmienus 3a anaguinakcus ciie
npueM Ha mianedo win cyramanekc 4 mg/kg. Mima eiMHNUYeH, TOMBJIHUTEIHO OIICHEH CiTy4yail Ha
aHaduIakcus cieq| mbpBarta fo3a cyramajaexc 16 mg/kg (aectora 0,7 %). Hsama nannam 3a moBuieHa
YeCTOTa MIIM TEXKECT Ha CBPBXUyBCTBUTEIHOCT MPY TIOBTOPHO MpHJIaraHe Ha cyramajexc. B
MPEIUIIHO MPOYYBaHE CbC CXOJICH U3aiiH, UMa TPHU AOI'BIHUTEIHO OLIEHEHHU Cllydas Ha
aHadunakcus, BCHUKH ciell mpueM Ha cyramazaekce 16 mg/kg (decrora 2,0 %).

10



B 6a3arta nanuu Ha cOopHU poyuBaHus (asa [ HexxenaHuTe peakuuu, oreHeHn karo yectu (> 1/100
1o < 1/10) nnu mHOTO Yectu (> 1/10) u HaOMIOAaBaHM MO-YECTO CPEM YIACTHUIINTE, JIEKyBaHU ChC
cyramajiekc, OTKOJIKOTO B Tutane0o rpymara, BkimtouBar gucreysus (10,1 %), rmaBobomnue (6,7 %),
ragene (5,6 %), yprukapus (1,7 %), npypuryc (1,7 %), 3amasHoct (1,6 %), moBpbmane (1,2 %) u
kopemHa 6oka (1,0 %).

Llonvinumenna I/IHCbODMaMuﬂ 34a cneyuaiHu nonyaayuu

Tayuenmu c 6en100pobnu 3ab60136anus

B nmocTMapKkeTHHIOBH JJaHHU U B €IHO KOHKPETHO KJIMHMYHO M3MUTBAHE MPH MAIUECHTH ¢ aHAaMHE3a 3a
0emoIpOOHM YCIIOXKHEHUS € JIOKIIAJBaH OPOHXOCIa3bM KaTO BEPOSITHO CBBP3aHO HEXENaHO ChOUTHE.
IIpu BCHYKHM MAIUEHTH ¢ aHAMHe3a 3a 0eoJPOOHH YCIOXKHEHUS, JICKapsT TPOBA Ja € 3amo3Har ¢
BBH3MOYKHATA MMOSIBA HA OPOHXOCMA3bM.

THeouampuuna nonynayus

[pu npoyuBanus ¢ NeqUaTPUYHH NANMEHTH Ha BB3pacT oT 2 0 17 rogunu, npouirbT Ha
0e3onacHocT Ha cyramazaekc (1o 4 mg/kg) kato 1s1o e mogodeH Ha npoduia, HabIOAaBaH MPH
BB3PaCTHH.

Hauueﬂmu ¢ bonecmno 3amabcmseame

B KJIIMHUYHO M3IMTBAHE, CIIEIUAIHO HACOUYEHO KbM IMAI[HEHTH C 00JIECTHO 3aTIBCTIBAHE, TPOQUITBT
Ha 0€301MacHOCT KaTo ISUI0 € [000€H Ha TO3U MPH Bh3PACTHH MALMEHTH B COOPHM MpoyuBaHus ¢asa |
no III (Bx. Tabmumia 2).

Hauueﬁmu C MedICKo cucmemmo 3abosaeame

B usnuTBaHe npu manueHTu, KOuTo ca oneHenu kato Knac 3 unu 4 cnopen AMEpUKaHCKOTO
Ipy’KecTBO Ha aHecTe3nono3nute (American Society of Anesthesiologists (ASA)), (mauueHTH ¢ TEXKO
CHCTEMHO 3a00JIIBaHEe WU MAMEHTH C TEKKO CUCTEMHO 3a00JIIBaHe, KOETO € IIOCTOSIHHA 3ariaxa 3a
KUBOTA), MPOMUITBT HA HEeXeNaHUTe peakimu mpu Te3u Kiac 3 u 4 criopes; AMEpUKaHCKOTO
Ipy’KeCTBO Ha aHecTe3nono3nuTe (ASA) MaMEeHTH KaTo ISUT0 € TI0I00eH Ha TO3H NP Bb3PACTHH
ManueHTy B coopau npoyuBanus ¢asa [ go I (Bx. Tabmmma 2 u Touka 5.1).

Cpo0111aBaHe HA TOIO3MPAHN HEXKEIIAHH PEAKIINN
Cw0o0I11aBaHeTO Ha TOI03UPAHU HEIKEIIAHU PEaKIIMU CIIe] pa3pelaBaHe 3a yrnorpeda Ha JeKapCTBEHUS

IMPOAYKT € BaKHO. Tora nmo3BosBa 1a MPOABIIKU H36HIOI[€HI/ICTO Ha CbOTHOIICHUECTO HOHBa/pI/ICK 3a
JICKAPCTBCHUSA TPOAYKT. OT MEIUIIMHCKUTE CISHHAINCTH CE U3UCKBA J1a C’BO6H_IaBaT BCsKa
IIOoJ03MpaHa HEXKEIaHa peaKrdg 4YpE3 HaAllMOHAJIHA CUCTEMA 3a C'I)OGHIaBaHC, II0COYCHA B

Ilpunoxenue V.

4.9 TIlpeno3upane

[Ipu xIMHUYHY IPOyYBaHMS € JOKIanBaH | ciaydail Ha ciydaitHo npenosupane ¢ 40 mg/kg 6e3
HSIKaKBU 3HAYMMHU HexkellaHu peakuuu. [Ipu npoyuBaHusTa 32 IOHOCUMOCT NP XOPa, CyraMasieKe €
npuitarad B 103u 10 96 mg/kg. He ca moknaaBaHu HUKaKBH HEKeJIaHH ChOUTHS, CBHP3aHU C J103aTa,
HUTO CEPHO3HH HEXKENaHU CHOUTHSL.

Cyramazaekc Moxe fa ObIe OTCTPaHEH Upe3 XeMOIHuaIn3a ¢ PIITHP ¢ BUCOKA CKOPOCT Ha ITOTOKA, HO

He ¥ ¢ GUITHD ¢ HUCKA CKOPOCT. Criope/ JaHHUTE OT KIMHUYHUTE MPOYYBaHUS, TNIa3MeHaTa
KOHLICHTpAalMs Ha cyramaaekc ce Hamanssa 10 70 % cnen 3 no 6-yacoBa guanusa.
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5. ®APMAKOJIOTHMYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHHU CBOHCTBA

®dapmakoTepaneBTUIHA IPyNa: BCHUKU APYTH TeparneBTUUHN MpoayKTH, aHTunoTH, ATC kox:
V03AB35

MexaHu3bpM Ha IEUCTBUE

Cyramanekc e MoauduIupad raMa-IUKJIOJEKCTPUH, KOWTO € CEJIEKTUBHO CBBP3BALLO CE C
MHOpENaKCaHTH cpeAcTBO. Toil 06pa3zyBa KOMILIEKC ¢ HEBPOMYCKYIHHUTE OJIOKEPH POKYPOHHUH HITH
BEKypOHHH B IJIa3MaTa U Taka HaMalsiBa KOJMYECTBOTO HEBPOMYCKYJIEH OJIOKep, criocoOeH a ce
CBBP3Ba C HUKOTHHOBY PELENTOPH B HEBPOMYCKYITHUTE CUHAINCH. TOBa BOJU 10 BH3CTAHOBSBAHE OT
HEBPOMYCKYJIHA 0J0Kaaa, MHAYLUPaHa ¢ POKYPOHHUH MU BEKOPYHHH.

dapmakoAMHAMUYHY e)EKTH

Cyramanekc e npuiaras B 1o3u mexay 0,5 mg/kg n 16 mg/kg mpu npoydBanws 3a onpeaeiisTHe Ha
3aBHCHUMOCTTA J]03a-0TTOBOP IPU HEBPOMYCKYJTHA OJI0Kaa, MHAyIHpaHa ¢ pokyponuii (0,6, 0,9, 1,0 u
1,2 mg/kg pokypoHueB OpoMUA Che 1 Oe3 MoLAbpIKalla 103a), ¥ IPU HEBPOMYCKYJTHa OJlokana,
uHaynupana ¢ Bekyponuit (0,1 mg/kg BekypoHHEeB OpoMHU ChC U 0€3 MOIIbpIKAIIA 103a), B pa3THIHI
BpPEMEBU TOYKHU/Pa3IMYHK CTEIIEHN HA HEBPOMYCKYJITHA Oyokana. [Tpu Te3u npoyuBaHus e
HaOr01aBaHa sICHA 3aBUCMOCT J103a-0TTOBOD.

Knnangna CSDI/IKaCHOCT u 0e30IacHOCT

CyraMajiekc MOXe J1a ce MPUIIOKHU B HAKOJIKO Pa3IMYHU BPEMEBU TOUKH CIIe/ MpHUIaraHe Ha
POKYPOHHEB MJIM BEKYPOHHEB OpOMHUIL:

Pymunno ev3cmanossagane — 0v100Ka HeBPOMYCKYIHA O10KaA0a

B enHo 0CHOBHO MpoyuBaHe, MALMEHTUTE Ca PAaHJOMU3UPAHH B TPYITU HA POKYPOHHUH U Ha BEKYPOHHIA.
Cren mocnenHaTa 103a pOKYPOHHUHA HIIM BEKYPOHHH, IpH 1-2 MOCTTeTaHUYHM NOTPENBaHMSA, Ca
npuinoxxenn 4 mg/kg cyramanexc unu 70 meg/kg HEOCTUTMUH B paHJOMHU3UpaH pell. Bpemero ot
HAYaJIOTO Ha MPHJIOKEHUETO Ha CYraMaIeKC MM HEOCTUTMUH JI0 Bb3CTAHOBSBaHE HA ChOTHOLIEHUETO
T4/T1 10 0,9 €:

Taéaunua 3: Bpeme (MUHYTH) OT NPUJIOKeHHe HA CyraMaJeKe MM HEOCTUTMUH NMPH IbJI00Ka
HEBPOMYCKYJIHA 010Kkafa (1-2 mocTTeTAHNYHY MOTPENBAHUSA) cJle]l POKYPOHHMI WM BeKypPOHMIi
J10 Bb3CTAaHOBsIBaHe HA choTHomenuerTo T4/T; no 0,9

HespomyckyieH 0i1okep CxeMa Ha JieueHne
Cyramanekc (4 mg/kg) Heocturmun (70 mcg/kg)
Poxyponuit
N 37 37
Mennana (MUHYTH) 2,7 49,0
I'pasumm 1,2-16,1 13,3-145,7
Bekyponuii
N 47 36
Mennana (MUHYTH) 3,3 49,9
I'pasumm 1,4-68,4 46,0-312,7

Pymunno ev3cmanossasane — ymepena neepomyckyina oioxaoa:

B npyro ocHOBHO npoy4BaHe, MAIEHTUTE Ca PAHJOMU3UPAHU B TPy HA POKYPOHHIA U BEKYPOHHIA.
Cren mocneHaTa 1032 pOKYPOHUN WITH BEKYPOHHH, MPY MOBTOpPHATA MOsiBa Ha T», ca MPHUI0KEHU

2 mg/kg cyramanekc nian 50 meg/kg HEOCTUTMUH B paHAOMU3HpPaH pea. Bpemero oT HadamoTo Ha
MPUJIOKESHUETO HA CyraMajiekC WM HEOCTUTMHH JI0 Bh3CTaHOBsBaHE Ha choTHOIIEeHUEeTO T4/ T 1m0 0,9

c:
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Taéanuna 4: Bpeme (MUHYTH) OT NPUJIOKeHNe HA cyraMaJeKc WJIH HEOCTUTMHUH NPH MOBTOPHATA
nosipa Ha T cijiex poKypOHHUI MJIN BEKYPOHHIi 10 Bb3CTAaHOBSIBaHe Ha cboTHOMeHneTo T4/T xo

0,9

Hespomyckyinen 0io0kep

CxeMa Ha Je4YeHHe

Cyramanexc (2 mg/kg) Heocturmun (50 meg/kg)
Pokyponuii
N 48 48
Menuana (MUHYTH) 1,4 17,6
I'panumm 0,9-5,4 3,7-106,9
Bekyponuii
N 48 45
Mennana (MUHYTH) 2,1 18,9
I'panuu 1,2-64,2 2,9-76,2

Bw3craHoBsiBaHe ChC CyraMasiekc OT HEBPOMYCKYJTHA OJIOKala, MHAYIIHPaHa C POKYPOHUH, € CpaBHEHO
C BB3CTAaHOBSBaHE C HEOCTUI'MHH OT HEBPOMYCKYJTHA 0JI0Kajia, MHAYIIMPaHa C Uc-aTpakypui. [Ipu
moBTOpHA TosiBa Ha T» € mpuimoskeHa fgo3a 2 mg/kg cyramanekc wim 50 mcg/kg HeOCTUTMUH.
Cyramajekc ocurypsiBa mo-06p30 Bb3CTaHOBSBaHE OT HEBPOMYCKYJIHA OJIOKaja, MHIYLUpaHa C
POKYpPOHUH, B CPAaBHEHHE C BH3CTAHOBSBAHE C HEOCTUTMHUH OT HEBPOMYCKYJTHA OJI0Kaa, UHAYUPaHa

C LUC-aTpaKypuil:

Taéanna 5: Bpeme (MUHYTH) OT NPUJIOKeHNe HA cyraMaJeKc WJIH HEOCTUTMHUH NPH MOBTOPHATA
nosisa Ha T> ciien poKypoOHMid MU LUC-AaTPAKYPHIi 10 Bb3CTAHOBSIBAHE HA CHbOTHOLLIEHUETO

T4/ T1 a0 0,9

Hespomyckynen 0i0kep

CxeMa Ha Je4YeHHEe

Poxyponuit u cyramajiekc

[uc-arpakypuii 1 HEOCTUTMUH

(2 mg/kg) (50 meg/kg)
N 34 39
Menunana (MUHYTH) 1,9 7,2
I'panunn 0,7-6,4 4,2-28,2

3a nezabasno év3cmanosssane

BpemeTo 10 Bh3CTaHOBSABaHE OT HEBPOMYCKYJIHA OJI0Ka/Aa, HHIyIIMpaHa ChC CYKIMHMIXOJIHH
(1 mg/kg), e cpaBHEHO ¢ BB3CTaHOBsABaHE chC cyramajnekc (16 mg/kg, 3 MUHYTH MTO-KBCHO) OT

HEBPOMYCKYJIHA OJIOKaja, MHAyIMpaHa ¢ pokyponuit (1,2 mg/kg).

Taéauua 6: Bpeme (MUHYTH) OT NPUJI0:KeHHe HA POKYPOHHI U cyraMajiekc Wi
CYKIIMHWJIXOJIMH 10 Bb3cTaHoBsBaHe Ha T; 10 %

Hespomyckynen 6mokep

CxeMma Ha JICUCHHE

Pokyponuii u cyramajiekc CyKIMHWITXOJTNH
(16 mg/kg) (1 mg/kg)

N 55 55

Menuana (MUHYTH) 42 7,1

I'pannmm 3,5-7,7 3,7-10,5

IIpu cOopeH aHamU3 ca AOKITABAHU CIICHUTE BpeMeHa Ha Bh3CTaHOBsIBaHe Npu 16 mg/kg cyramanekc
cien 1,2 mg/kg poxyponueB 6poMu;

Tabauua 7: Bpeme (MUHYTH) OT NPUWJIOKEHUE HA CyraMaeKkc 3 MUHYTH cJie] POKYPOHUIA 10

Bb3CTAHOBSAIBaHE HA CbOTHOMEeHueTo T4/ T no 0,9, 0,8 nau 0,7

T4/T1 o 0,9 T4/T1 a0 0,8 T4/T1 o0 0,7
N 65 65 65
MenuaHa 1,5 1,3 1,1
(MUHYTH)
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| I'panunum | 0,5-14,3 | 0,5-6,2 | 0,5-3,3

bvopeuno yspescoane

JIBe oTBOpEHM MPOYUYBAHUS CPABHSBAT 0E30MMACHOCTTA M €(PUKACHOCTTA HA CYraMaJIeKe TpU
XUPYPTUYHU MALUEHTH Che U 0€3 TeXKa cTerneH Ha ObOpedHo yBpexkaane. B eqHoTo npoyuBane
cyramajieKkc € MpUJIOXKEH ciies 0Jokaga Ha 1-2 mocTTeTaHudHHU oTpenBaHus (post-tetanic counts,
PTC), unnyuupana ¢ poxyponuii (4 mg/kg; N=68); npu 1pyroto npoydsaHe, cyraMaiekc € mpuiokeH
mpu noBTopHata nosiea Ha T» (2 mg/kg; N=30). Br3craHOBABaHETO OT OJIOKazaTa € yMepeHO
YABJDKEHO MPY MAaLMEHTH C TEKKa CTENEH Ha ObOPEYHO yBpeXkIaHe, B CPaBHEHHUE C MALMEHTUTE 03
0b0peuHo yBpexxaane. [Ipu Te3u mpoydBaHus He ca JOKJIaIBaHU OCTaThYHA HEBPOMYCKYJIHA OJIoKazna
WJIM TIOBTOPHA MOSIBa HAa HEBPOMYCKYJIHA O6JI0Ka/ia IpY MAIMEeHTUTE ¢ TeXKa CTEIeH Ha ObOpedHo
yBpEeXIaHe.

IHayuenmu c 6orecmuo 3amnvcmsasane

WznurBane npu 188 maryieHTyH, TMarHOCTULIMPAHU ¢ OOJIECTHO 3aTIILCTIBAHE, U3CIIC/IBA BPEMETO 3a
BBH3CTAHOBSIBAHE OT yMepEeHa WJIH JIBII0OKa HEBPOMYCKYJITHA OJIOKaa, MHAYIIUPaHa C POKYPOHUH HITH
Bekyponwuii. [lanmentrre momydasar 2 mg/kg nimm 4 mg/kg cyramanekc, B 3aBUCHMOCT OT CTEIICHTa Ha
0JI0Ka/1a, TO3UPaH WK CIIOPE JSHCTBUTEIHOTO TEIIECHO TETJI0, WK CIIOPE]] UICATHOTO TSIECHO
TErJI0, Ha paHJAOMHU3UPaH, ABOHHOCIN mpuHIUI. COOPHO 3a cTeleH Ha 0JI0Kaaa U HEBPOMYCKYJICH
0JIOKep, MeTMaHaTa Ha BPEMETO JI0 BH3CTaHOBSIBaHE Ha ChoTHOIIEeHHUETO train-of-four (TOF) > 0,9 nipu
MMalUeHTH, Ha KOUTO € TIPIIIOKEHA J103a CIIOpe IEHCTBUTETHOTO TesecHo Terio (1,8 MmunyTn), €
CTaTUCTUUECKH 3HaunMO mo-mainka (p < 0,0001) B cpaBHEHUE ¢ TAIIUEHTH, HA KOUTO € MPUIOKEHA
J103a CIIOpe UIeaTHOTO TeJIeCHO Terdo (3,3 MUHYTH).

Teouampuuna nonynayus

M3nuTBane npu 288 marueHTH Ha B3pacT oT 2 A0 < 17 romuHu u3ciieaBa 0€30MacHOCTTa U
e(pUKaCHOCTTa Ha CyraMaJieKC CIIpSIMO HEOCTUTMHH KaTO CPEICTBO 32 Bb3CTAHOBSABAHE OT
HEBPOMYCKYJTHa 0JI0Kaja, MHAYIUpaHa C POKYPOHUH WM BEKypOHHIA. Bb3cTaHOBABaHE OT yMepeHa
osokana 1o crotHoImenwue train-of-four (TOF) > 0,9 e 3HaunTeTHO 1MO-0HP30 B Ipymara Ha cCyraMajnekc
2 mg/kg B cpaBHEHHUE C rpynaTa Ha HEOCTUTMHUH (CpeHa reOMeTpHYHA CTOMHOCT OT 1,6 MUHYTH 3a
cyramazekc 2 mg/kg u 7,5 MUHYTH 32 HEOCTUTMUH, CHOTHOILICHHE Ha CPEAHUTE TEOMETPHYHH
crorinoctu 0,22, 95 % CI (0,16; 0,32), (p< 0,0001)). Cyramanekc 4 mg/kg moctura Bb3cTaHOBSIBaHE
oT abI00Ka 6JI0Ka/Ia Che CpelHa TeOMETpPUYHa CTOMHOCT OT 2,0 MUHYTH, TOI00HO HA Pe3yITaTUTE
HaOJIr0IaBaHH NIPU BB3pacTHU. Te3u eeKTH ca MOCTOSIHHY 38 BCUYKH POYYBaHU Bb3PacTOBH
KoxopTH (2 10 < 6; 6 1o < 12; 12 no < 17 ronuHM) KakTo MpH POKYPOHUHl, Taka U MPH BEKYPOHUH (BK.
Touka 4.2).

HauueHmu C MeNHCKO CUCEMHO 3a00146aHe

M3nutBane npu 331 marueHTH, KOUTO ca onleHeHu kato Knac 3 wim 4 ciopen; AMEpUKaHCKOTO
JIpYy’KeCcTBO Ha aHecTe3nono3ute (American Society of Anaesthesiologists, ASA), u3cnenBa 4yecrorara
Ha TIOSIBUJINTE C€ BB BPBh3Ka C JICUCHHETO apUTMUM (CHHYCOBa OpaJiuKapvsi, CHHYCOBa TaXHKap IUs
WM JPYTH ChPACYHU ApUTMUH) CIIE]] IPHIIOKEHNUETO Ha CyTaMaIeKc.

[pu naumentu, nonyyasamu cyramazaekc (2 mg/kg, 4 mg/kg nunu 16 mg/kg), yectorara Ha MOSBUINTE
CE BBB BPB3Ka C JICYCHUETO apUTMUU KaToO ISUI0 € 110100Ha Ha Tas3u npu HeocturmuH (50 pg/kg no

5 mg makcuMaiHa mo3a) + raukonupoiat (10 ug/kg no 1 mg makcumanaa mo3a). [Ipodhunst Ha
Hexxenanure peakmuu mpu ASA Kiac 3 u 4 manueHTH Kato 170 € mof00eH Ha TO3H MPH Bh3PacTHU
nanueHTH B cOopHu npoyusanus ¢asa I no III. 3aroBa He e HE0OX0AMMA KOpPEKIUs Ha A03aTa (BXK.
Touka 4.8).

5.2 ®apmMakoKMHETMYHM CBOlicTBa
dapMaKOKMHETHYHUTE apaMeTpH Ha CyramMaJeKc ca M3UUCICHU OT O0Ius cOOp Ha KOHLCHTPALMUTE
Ha HECBBP3aHUS U CBBP3aHUs B KOMIUIEKC cyraMajekc. @apMakOKMHETUYHM ITapaMeTpH KaTo

KIIMPBHC U o0eM Ha pasnpeacicHue ce nmpueMar 3a €JHAKBA MIPU HECBBbP3aHUA U CBbP3aHUA B
KOMIIJIEKC CyraMaacKcC IIpu JIMa ImoJ aHECTE3Us.
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PasnpeneneHue
Hab6mronaBanusr crarmonapeH obeM Ha pa3mpenesieHue Ha cyraMaiekc e mpuommsutenno 11 go

14 nutpa npu B3pacTHU MAIMEHTH C HOpMaiHa ObOpeuHa QyHKIUs (Bh3 OCHOBA HA
KOHBCHI[HOHAJICH, HEKOMIAPTUMEHTEH hapMaKOKHHETHYeH ananu3). Huto cyramaiekc, HUTO
KOMITJICKCHT OT CyramajJiekC U pOKYpPOHHIA, ce CBBbP3BaT € TIA3MEHUTE MIPOTSUHH WK C EPUTPOIUTHUTE,
KaKTO € IIOKA3aHo in Vifro, Karo Ce U3MO0JI3Ba YOBEIIKA IJIa3Ma OT MBbXKW WHIUBU U 1151714 KPBB.
CyramMajiekc nposiBsiBa JIMHEITHA KWHETUKA B JI030BUTE rpaHuiy oT 1 10 16 mg/kg, koraro ce npuiara
KaTo i.v. 6oyc ao3a.

MeTtabonussm
B mpeAKIMHIYHY U KIMHUYHY MTPOYYBAHUS HE ca HAOII0JaBaHU METa0OIUTH Ha CyTaMaieke U €
HaOJII0JaBaHa caMo ObOpeYHa eKCKPEeLrs Ha HEITPOMEHEHHMS ITPOAYKT KaTo IIbT Ha EIIMMUHUPAHE.

EnvMmunupane
EnmvmMuHANIMOHHUAT TTOTYKHUBOT (t1,2) HA CyraMaJeKc P Bb3PACTHH MAIMEHTH C HOpMaTHa 0BO0pedHa

(yHKIUS IO/ aHECTE3MsI € OKOJIO 2 yaca, a M3YHUCIICHUT TUIa3MeH KIMpPBHC € okolio 88 ml/min. Exxo
mass balance npoyuBane moka3ssa, ye > 90 % ot go3aTa ce ekckpetupa a0 24 gaca. 96 % ot gozata ce
eKCKpeTHpa B YPUHATA, OT KOUTO MoHe 95 % ce IhnKaT Ha HEMPOMEHEH cyramajekc. Exckpennsra
upe3 dereca Wik U3AUIBaHUS B3AyX € mo-mManko oT 0,02 % ot mozara. [lpunaranero Ha cyramajexc
IIpH 37paBH JOOPOBOJLM BOAM A0 MOBUILECHO OBOPEYHO eTMMUHIPAHE HA POKYPOHUH B KOMILIEKC.

Cneyuannu nonynayuu

BrOpeuHo yBpexkaaHe U Bb3PACT

IIpu dhapMaKOKHHETHIHO MTPOYUIBAHE, CPABHSIBAIIIO MAITUEHTH C TE)KKA CTEIICH Ha ObOpeuHO
yBpeXKIaHe U MaHeHTH ¢ HopManHa 0b0peuHa QyHKIUS, IUTa3MEHUTE HUBA Ha CyraMaJieKC B JBETE
rpynu ca NoJ00HU Tpe3 MBPBHUS Yac ciiell MPUIIaraHeTo, a cell TOBa B KOHTPOJIHATA TpyIia HUBaTa
HaMaJsIBatT Mo-0bp30. ToTamHaTa eKCIO3UIIMS Ha CYraMajieKe € YABDKeHa, KOeTO BOIU 10 17 mbTH HOo-
BHCOKA €KCIIO3UIIMS TP TAIlMEeHTH C Te)XKa cTeneH Ha 0b0peyHo yBpexaane. [Ipu manueHTn ¢ Texka
O0BOpedHa HeAOCTaTHYHOCT Ca IOJIOBUMH HUCKHM KOHIIGHTPAIMK Ha cyraMmajiekc rmoHe 48 gaca cien
JIO3UPAHETO.

[pu BTOPO papMaKOKMHETUIHO NMPOYUYBAHE, CPABHSBAIIO JIUIA C YMEPEHA WITH TEXKa CTEIeH Ha
0BOpEeYHO yBpEXKIaHe U JHUIAa ¢ HopMaliHa ObOpeuHa QYHKIHS, KIUPBHCHT HA CYTraMajIeKC
MIPOTPECUBHO HaMasABa U ti,2, MPOTPECUBHO Ce YIBIDKABA C BIOIIABAHETO HA ObOpeyHaTa QyHKIHS.
Excrniozunusita € 2 MbTH ¥ 5 MBTH NO-BUCOKA MPH JIMIA CHOTBETHO C yMEPEHa U TeXKKa CTEICH Ha
0b0peuHo yBpexnaane. [Ipu nuia ¢ Texxka 6b0peuHa HeJOCTaTHYHOCT, cie/l 7 THU OT MPHJIaraHeTo Ha
J103aTa KOHIIEHTPALIMHUTE Ha CyraMa/ieKC Beue He Ca yCTaHOBUMH.

Taoauuna 8: Io-101y e npeacraBeHo 00001IeHUe HA (PAPMAKOKUHETUYHUTE MapaMeTpH HA
cyramMajiekc, crpaTuuIupaHu Ha 6a3a Bb3pacT U 0bOpevyHa GpyHKIMA:

N30paHu xapakTepucTHUKM HA MAIIHEHTA Cpeanu nporuo3upanu @K napamerpn
(CV*%)
Hemorpadcku bropeuna pynkus Knupsac O6eMm Ha Enumunanmonen
JAaHHU KpeaTnHrHOB KIMpPBHC (ml/min) | pasnpenenenue | moxyxuBoT (h)
Br3pact (ml/min) pu
TenecHo Terno CTal[MOHAPHO
cbcrosinue (1)
Br3pactHH Hopwmaiaa 100 84 (24) 13 2 (22)
40 roguHA VYBpenena Jlexo 50 47 (25) 14 4(22)
75 kg Ymepeno | 30 28 (24) 14 7(23)
Texko 10 8 (25) 15 24 (25)
Crapuecka Hopwmanna
BB3pacT 80 70 (24) 13 3(21)
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75 ronquHU YBpenena JIexo 50 46 (25) 14 4(23)
75 kg YmepeHo | 30 28 (25) 14 7(23)
Texxo 10 8 (25) 15 24 (24)
IOnoma Hopwmaiaa 95 72 (25) 10 2 (21)
15 ronunu YBpenena Jleko 48 40 (24) 11 4(23)
56 kg Ymeperno | 29 24 (24) 11 6 (24)
Texxo 10 7 (25) 11 22 (25)

Cpenna nercka | Hopmaiaa
BB3PACT 60 40 (24) 5 2 (22)
9 roguaM VYBpeneHa Jlexo 30 21 (24) 6 4 (22)
29 kg Vmeperno | 18 12 (25) 6 7(24)
TexKo 6 3 (26) 6 25 (25)

Panna nercka | Hopmanna
BB3PACT 39 24 (25) 3 2 (22)
4 ropunu VBpenena JIexo 19 11 (25) 3 4 (23)
16 kg Vmepero | 12 6 (25) 3 7(24)
Texko 4 2 (25) 3 28 (26)

*CV= xoe(puIHEeHT Ha BapHalus

Tlon

He ca Ha6J'IIOI[aBaHI/I IMOJIOBU PA3JIUKH.

Paca

[Ipu npoy4BaHe Ha 3/paBH JIKIa OT SMOHCKU IMPOU3XOJ U OT €BPOIEHIHATa paca He ca HaOI01aBaHu
KIMHAYHO 3HAYMMU Pa3IMKH BbB (PapMaKOKWHETHUHUTE apameTpu. OrpaHUueHH JaHHHU HE MTOKa3BaT

pas3nuuns BbB (PapMaKOKMHETHYHHUTE TapaMeTpy MPH YEPHOKOXKU WK adpo-aMepUKaAHIIH.

TenecHo Terno

HOHy.TIaI_II/IOHHI/ISIT (I)apMaKOKI/IHCTI/I‘IeH AHAJIM3 Ha BB3PACTHU MMAUCHTHU U MMAITUCHTHU B CTAPYCCKa

BB3pacCT HE IMOKa3Ba KJIMHUYHO 3HAYMMa BPb3Ka Ha KIIMPBHCA U obema Ha pasnpeaciacHue ¢ TEIICCHOTO

TETJI0.

3arTbCcTsIBaHe

B kJIMHUYHO MpoyYBaHEe MPH MAIUSHTH ¢ 00JIECTHO 3aTIbCTABaHe, cyramaaekc 2 mg/kg u 4 mg/kg e

JO3MPaH CIOpea JCHCTBUTEIHOTO TEIECHO Tero (n=76) WK UIeaTHOTO TeJeCHO Terio (n=74).
Excnozunusara Ha cyramaziekce ce yBeanyasa Mo J0303aBHCUM, TUHECH HauuH, CIel IpUjIarae B
3aBUCUMOCT OT ACHCTBUTEIIHOTO TEJIECHO TEIJIO I MIEATHOTO TejecHo Terno. He ce Habmonasar

KIIMHUYHO 3HAYMMU PA3JINKU BbHB Q)apMaKOKI/IHCTI/I‘lHI/ITC napamMeTpu MEXKAy NalluCHTUTE C 00JIECTHO

3aTIBbCTABAHC U 06H_IaTa nomyJaanus.

5.3 IlpeakJMHUYHU JAHHHU 32 0€30MACHOCT

IIpeaxTMHUYHUTE TaHHU HE MMOKa3BaT 0COOCH PHCK 3a XopaTa Ha 0a3a Ha KOHBEHIINOHATHATE
(hapMaKoJOTrMYHN U3MUTBAHUS 32 OE30MaCHOCT, TOKCUYHOCT IMPH MHOTOKPATHO MpUIIaraHe,

TCHOTOKCHUYCH NMOTCHIHA U PCIIPOAYKTUBHA TOKCUYIHOCT, JIOKaJIHa TIOHOCUMOCT U CbBMECTUMOCT C

KPbBTa.

Cyramaiexc ce H349ucTBa ObP30 MpU MPEAKIMHAYHN BUOBE, BBIIPEKH Y€ OCTATHYHH KOJTUICCTBA
cyramajiekc ca HaOJIF0/IaBaHU B KOCTUTE M 3b0UTE Ha He3peiu Iurbxose. [IpeqxinanyHmnTe
MIPOYYBaHUS TPY MIIAH BB3PACTHH U 3peId TUIHXOBE ITOKa3BaT, Y€ CyraMa/ieKc He TIOBIHIBa
HEOJIarOMPHUATHO IIBETA HAa 360UTE UM KAYECTBOTO, CTPYKTypaTa WIH MEeTa00JIn3Ma Ha KOCTHTE.

CyraMajiekc HE BIHsC BbPXY 3apacTBAHETO Ha (PPAKTypU U KOCTHOTO PEMOJICITUPAHE.
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6. DAPMAIIEBTUYHU JAHHHU
6.1 CHoucbk Ha IOMOLIHHUTE BelleCTBAa

X0poBOJOPOIHA KHCETHHA (3a KopeKIus Ha pH)
Harpues xunpoxcun (3a kopekmust Ha pH)
Bona 3a umxeknuu

6.2 HecbBMECTHMOCTH

To3u nekapcTBEH NPOIYKT HE TPIOBa J1a Ce CMECBa C JIPYTH JICKAPCTBEHU MPOJIYKTH, C U3KIIOYCHHE HA
TE3H, ITOCOYECHH B TOYKA 6.6.
JoxmnanBana € pu3nIHA HECHBMECTHMOCT C BEPAITAMILI, OHIAHCETPOH U PAHUTHINH.

6.3 Cpoxk Ha rogHoCT
3 roguHU

JloxaszaHa e XMMHYHA 1 (PH3UYHA CTAOMITHOCT TI0 BpeMe Ha yroTpeba 10 48 gaca cieq mbpBOTO
oTBapsiHe U paspexaane, mpu 2°C go 25°C. OT MEKpOOHOJIOTHYHA TIIeIHA TOYKA Pa3peICHUSIT
MPOJYKT TpsiOBa Ja ce M3M03Ba He3a0aBHO. AKO HE CE U3I0JI3Ba He3a0aBHO, TOTPEOUTEIAT HOCH
OTTOBOPHOCT 33 BPEMETO U yCIOBUATA HA ChXPaHEHHE 0 BpeMe Ha yrnoTpeda, KaTo Te OOMKHOBEHO HE
TpsOBa 1a HagXBBPIAT 24 vaca mpu 2°C mo 8°C, oCcBeH ako pa3pekIaHeTo He € U3BBPIICHO MPH
KOHTPOJIMPpAaH!U U BAIMAUPAHU aCEITUYHU YCIIOBUS.

6.4 CuoenuajHu ycJl0BHUS HA CbXpaHEHHUE

Ha ce cpxpanssa nox 30°C.

Ja He ce 3ampa3sBa.

CuxpaHsiBaiiTe uiakoHa B KapTOHEHATa OIIAKOBKA, 32 J]a ce MpeJna3d OT CBETINHA.
3a ycioBUsiTa Ha ChbXpaHEHHE Ha pa3pelieHus JIeKapCTBEH MPOAYKT, BIKTE TOUKa 6.3.

6.5 Buau cbabp:kaHue HA ONMAKOBKATA

2 ml wim 5 ml pa3TBOp BB ()IAKOH OT CTHKJIO THII |, 3aTBOPEH ChC 3amyIialika OT XJIOPOOYTHIIOBA
ryMma ¢ YepBeHa rpamnasa roppupaHna amyMUHHEBa 00KaTKa U OTYYIIBAIIO Ce Karaye.

Bunose onakosku: 10 ¢makona mo 2 ml wim 10 ¢makona mo 5 ml.

He Bcuuku BHI0BE OMTAKOBKU MOTAT Ja ObJIAT MMyCHATH B TIPOAAX0A.

6.6 ChoeunuajHu nNpeanasHu MepKHU NP U3XBbPJisiHe H padoTa

Cyramazaekc Adroiq Moxe J1a ce MHXEKTHpa BbB BEHO3HATA JIMHUS B X0J1a HA WH(Y3US ChC CIICIHHUTE
WHTPaBEHO3HH pa3TBopu: Hatpues xiopun 9 mg/ml (0,9 %), rmokoza 50 mg/ml (5 %), HaTtpues
xyopun 4,5 mg/ml (0,45 %) u rroko3a 25 mg/ml (2,5 %), pa3TBop Ha Punrep nakrat, pa3TBop Ha

Punrep, riroxo3za 50 mg/ml (5 %) B HaTpues xmopua 9 mg/ml (0,9 %).

Wudy3uonnarta cucrema TpsiOBa J1a ce mpomue ajaeksatHo (Hamp. ¢ 0,9 % HaTpueB XJIOPUI) MEXKITY
npuiaranero Ha Cyramanekc Adroiq u qpyTH JIGKApCTBEHH MPOIAYKTH.

Ynorpeba npu neaguaTpuyHa IOIYJIAIHS

[Ipu nequarpuanmn nanuent Cyramanekce Adroiq Moxke fa ce pa3TBapsi C pa3TBOp Ha HATPHUEB XJIOPU
9 mg/ml (0,9 %) no xornenTpamus ot 10 mg/ml (Bx. Touka 6.3).

Hewnsnon3sanusr JICKAPCTBCH MPOAYKT WJIN OTHAABUYHUTEC MAaTCpUaJIN OT HET'O Tpﬂ6Ba Ja CC U3XBBPJIAT
B CBbOTBCTCTBHUEC C MCCTHUTC U3MCKBAHUA.
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7. MNPUTEXATEJ HA PASPEILIEHUETO 3A YIIOTPEBGA

Extrovis EU Ltd.

Patriarka utca 14.

2000, Szentendre

YHrapus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/23/1733/001

EU/1/23/1733/002

9. JATA HA IBPBO PASPEIIABAHE/IIOJJHOBSIBAHE HA PASPELHIEHUETO 3A
YIHOTPEBA

[ata Ha mbpBo pa3pemaBane: 26 maii 2023 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[MonpoOHa nH(OpMAaIUs 3a TO3U JICKAPCTBEH MPOIYKT € MpejocTaBeHa Ha yeOcaiita Ha EBporelickara
areHIus 1o JiekapcTBaTa http:// www.ema.europa.eu.
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INPUJIIOXKXEHUE I1

IMPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOXIABAHE
HA TAPTHU AN

YCJIOBUS NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUSA N UBUCKBAHUSA HA PASPEIIIEHUETO 3A
YIHOTPEBA

YCJIOBUS NJIX OTPAHUYEHMNSA 3A BE3OITACHA U EOEKTUBHA
YIHHOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. TIPOU3BOJUTEJI, OTTOBOPEH 3A OCBOBOX/IABAHE HA ITAPTUIHN

Hme m afpec HA NPOU3BOJMTENS, OTTOBOPEH 3a 0CBOOOK/IaBaHE HA MAPTHIAUTE

Pharma Pack Hungary Kft
Vasut u. 13, Budaors
2040 Yurapus

Pharma Pack Hungary Kft.
Building B, Raktarvarosi Ut 9,
Torokbalint,

2045 Varapus

[leuaTHarta TUCTOBKA Ha JIEKAPCTBEHUS IPOIYKT TPsIOBA Aa ChIBPKA HMETO U afpeca Ha
IPOU3BOAMTEIS, OTTOBOPEH 32 OCBOOOXKIABAHETO Ha CHOTBETHATA NApTHA.

b. YCJIOBUSA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexkapcTBEHUAT MPOIYKT C€ OTITyCKa IO OTPAaHMYEHO JieKapcKo npeanucanue (Bx. [Ipunoxenne [:
Kpatka xapakrepucTtika Ha MpoayKTa, Touka 4.2).

B. JAPYI'M YCJIOBUS U UBNCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA
. I[epuoauynu aKkTyaan3npanm aokiaaau 3a oezonacuoct (ITAIB)

M3uckpanmsTa 3a nogasane Ha [TA b 3a To3u 1eKapCTBEH MPOAYKT ca MMOCOUYEHHU B CITUCHKA C
pedepentaute natu Ha EBponeiickus cbto3 (EURD cnuchk), npeasuzaeH B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH ClIeBAIIN aKTyJIM3alH, ITyOJHUKYBaHH Ha
eBpoIeicKus yedmopTai 3a JIeKapcTBa.

. YCJI0BHUA NWIN OTPAHUYEHUSA 3A BESOITACHA 1 E®OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA TIPOAYKT

. IInan 3a ynpasjaenue Ha pucka (ITYP)

[Ipurexarensat Ha pa3pemernero 3a ynorpeda (IIPY) tpsbsa na u3BbpIBa H3UCKBAaHUTE ACHHOCTH U
JeWCTBYS, CBBP3aHH C MPOCIEsIBaHEe Ha JIeKapcTBeHaTa 0€30MacHOCT, mocoyeHu B ogoopenus [1YP,
npencrased B Mozyin 1.8.2 Ha pa3perieHueTo 3a ynorpe0a, KakTo U BbB BCHUKHU CJIEABALIN 0JJ00pEHH
akTyanu3anuu Ha ITYP.

Axtyammsupas [1YP Tps6Ba na ce monasa:

. 1o uckaHe Ha EBporneiickaTta areHIys 1o JeKkapcTBara;

. BUHArM, KOraTo ce U3MEHs CHCTeMara 3a yIpaBJIeHHE Ha PHCKa, 0OCOOCHO B pe3yiTaT Ha
NOJTy4aBaHe HAa HOBa HH(OPMaLs, KOSITO MOXKE /1a I0BeJle 10 3HAaYMMH IIPOMEHHU B
CBOTHOIIEHHUETO M0JI3a/PHUCK, UK CIIe]] JOCTUIaHEe Ha Ba)kKeH eTall (BbB BPb3Ka C IPOCIIe/IIBaHe
Ha JIeKapCTBEeHaTa 0e30MacHOCT MM CBEXIaHe Ha PUCKA 10 MUHUMYM).
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NMPUJIOXKXEHUE 111

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. IJAHHHA BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JJIA CbABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA, 10 x 5 ml ¢prakonn

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Cyramaznekc Adroiq 100 mg/ml nHXeKIIMOHEH Pa3TBOP
cyraMmasiekc

2. OBSIBSIBAHE HA AKTUBHOTOMMTE) BEIHIECTBO(A)

1 ml ceappika 100 mg cyramazekc (KaTo cyraMaaeKkc HaTpuid).
Beeku dnakon ot 5 ml chabpika 500 mg cyramanexc (Karo cyraMajaekc HaTpHid).

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

Jpyru chcTaBKU: XJIOPOBOJOPOAHA KUCEIMHA H/WIH HATPHEB XUAPOKCcH (3a Kopekiusa Ha pH), Boxa
32 UHXKEKIHH.
Buxre nuctoBkaTa 3a noBede HH(GopManus.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MmxeximnoHeH pa3TBop
10 ¢makona
500 mg/5 ml

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MLIA) HA BBBEXJIAHE

WHTpaBEeHO3HO MPHUIIOKEHUE
3a emHOKpaTHA yIIoTpeda
[penu ynorpeda npovereTe IUCTOBKATA.

6. CIIEHMAJIHO INPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOI'VIEJA U JOCETI'A HA TEITA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 [CIA.

7. APYI'U CHEIIMAJIHU TPEJAYIPEXKJIEHUA,AKO E HEOBXO/JUMO

8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ha ce cpxpansBa moxa 30°C. Jla He ce 3ampazsBa. CbxpaHsBaiiTe QakoHa B KAPTOHEHATa OIIaKOBKA,
3a Ja ce Mpeas3y OT CBETIMHA.

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

I/I3XB’bpﬂ€Te HCU3IIOJI3BAHUA pa3TBOP.

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Extrovis EU Ltd.
Patriarka utca 14.
2000, Szentendre
YHrapus

‘ 12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/23/1733/002

‘ 13. HNAPTHUIEH HOMEP

ITapTunen Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHWUJ 3A YIHOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

IIpueTo e ocHOBaHME 11a HE Ce BKIIOYH MH(popManus Ha bpaiiinoBa a30yka.

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JBynsMepeH 0apKoJ ¢ BKIIOYEH YHUKAICH HACHTHU(DUKATOD

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

PC {Homep}
SN {HOMED}
NN {Homep}
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MUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIUHNYHU
II'bPBUYHU OITAKOBKH

ETHUKET HA ®JIAKOHA, 10 x 5 ml ¢p1akonu

1. HNME HA JIEKAPCTBEHMUS NTPOAYKT U ITBbT(MIIA) HA BBBEXJIAHE

Cyramazaekc Adroiq 100 mg/ml nHXeKIIMOHEH Pa3TBOP
cyraMmasiekc
Lv.

‘ 2. HAYHNH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

ITapTugen Ne

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHUILIN

500 mg/5 ml

| 6. JIPYTO
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JAHHU, KOUTO TPABBA JJIA CBbABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA, 10 x 2 ml ¢praxkonn

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Cyramaznekc Adroiq 100 mg/ml nHXeKITMOHEH Pa3TBOP
cyramayiekc

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

1 ml ceappka 100 mg cyramazekc (KaTo cyraMaaekc HaTpuid).
Bceku ¢nakon ot 2 ml ceappka 200 mg cyramaznekc (KaTo cyramaekc HaTpuil).
200 mg/2 ml

|3. CHUCBHK HA HOMOUIHUTE BEIECTBA

Jpyru cheTaBKU: XJIOPOBOJOPOAHA KHUCEIMHA W/WIM HATPUEB XUAPOKCcHT (3a Kopekuus Ha pH), Boxa
32 UHXKEKIHH.
Bmxre nucroBkaTa 3a moBeue HHGpopMaIms.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MxexunoHeH pa3TBop
10 ¢pmaxona
200 mg/2 ml

| 5. HAYMH HA MMPWJIOKEHUE U MbT(MIIA) HA BbBEXKJIAHE

HHTpaBeHO3HO NPUIIOKEHUE
3a efHOKpaTHA yroTpeda
[Ipenu ynoTpeba mpoverere IMCTOBKATA.

6. CIEIUAJHO OPEXYIPEXJIEHUE, UE JEKAPCTBEHUST NPOJYKT TPSIBBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEY OT NOTIJIEJA U JJOCET A HA JIELA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBIIHO 34 [ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUSA,AKO E HEOBXOAUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ha ce cpxpansBa moxa 30°C. Jla He ce 3ampazsBa. CbxpaHsBaiiTe QyakoHa B KAPTOHEHATa OITaKOBKA,
3a Ja ce Mpeas3y OT CBETIHNHA.

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

I/I3XB’bpﬂeTe HCUIIIOJI3BAHUA Pa3TBOP.

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

Extrovis EU Ltd.
Patriarka utca 14.
2000, Szentendre
VYHrapus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/23/1733/466/001

13. NAPTUJIEH HOMEP

ITapTugen Ne

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

[Tpuero e ocHOBaHME J1a He ce BKIIIOUM nHpopManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HACHTU(PHUKATOP

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

PC {nomep}
SN {Homep}
NN {HOoMmep}
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MUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPKXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETHUKET HA ®JIAKOHA, 10 x 2 ml ¢p1akoHu

1. HNME HA JIEKAPCTBEHMUS NTPOAYKT U ITBT/UIIA HA BBBEKJAHE

Cyramazaekc Adroiq 100 mg/ml nHXeKIIMOHEH Pa3TBOP
cyraMmasiekc
v,

‘ 2. HAYHNH HA ITPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

ITapTugen Ne

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJJMHUILIN

200 mg/2 ml

| 6. JIPYTO
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b. IUCTOBKA
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JIncroBka: Undopmanus 3a norpeduTess

Cyramazaexc Adroiq 100 mg/ml uH:KeKIMOHEH pa3TBOP
cyramazekc (sugammadex)

IlpoyeTeTe BHUMATEJIHO ISJIATA JUCTOBKA MpeIH TOBA JIeKAPCTBO 1a Bu 0be NpuiioxkeHo, Thid
KAaTO THA ChAbp:Ka BaxkHA 32 Bac nundgopmanus.

L4 3amasere Ta3u IMCTOBKA. Moxke Ja CC HAJIOXKHU Aa i MPOYUCTCTEC OTHOBO.
L4 Axo0 nmaTe HIKaKBU AOI'BJIHUTCIIHU BBIIPOCH, ronuTanTe Bamms anecTe3no10T Hin JICKap.
L4 Axo MOJIYYUTC HAKAKBU HCIKCIIAHU JICKAPCTBCHU PCAKINU YBEJOMETC Bamms aHecTe3nonor wim

IpyT Jiekap. ToBa BKIIOYBA M BCHYKH BH3MOXKHHU HEXKEJIAaHU PEaKITNH, HEOITUCAaH! B Ta3n
JMCTOBKA. Brkre Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

Kakso npencrasnsBa Cyramaaekc Adroiq 1 3a KakBO ce U3I0JI3Ba

Kakgo Tpsi0Ba na 3Haere, npeau 1a Bu 0b1e npunoxen Cyramanexc Adroiq
Kax ce npunara Cyramanekc Adroiq

BBb3MOXHM HEXEJIaHH PeaKiluu

Kak na cexpansiBate Cyramanexc Adroiq

CpabpprkaHre Ha OMAaKOBKaTa W JOMBIHUTETHA HH)OpMAITHs

ANl e

1. Kaxkso npeacraBasasa Cyramanekc Adroiq u 3a KakBo ce H3M0JI3BA

Kaxkso npeacraBiasasa Cyramanekc Adroiq

Cyramanekc Adroiq cbIbpika akTHBHOTO BELIECTBO cyramazaekc. Cyramazexc ce cumTa 3a cpedcmeo,
KOemo CeNeKmueHo ce c8bp36d ¢ MUOPENAKCaHmu, Thil KaTo JeUCcTBa caMo BbPXY clielM(pUIHN
MYCKYIJIHH PENIaKCaHTH, POKYPOHUEB OPOMHU/I MIIH BEKYPOHUEB OpOMHU]I.

3a kakBo ce u3noJ3Ba Cyramagexc Adroiq

IIpu HsKOM BUIOBE OlepaIui, MycKyauTe Bu TpsOBa fja ca HATBIIHO OTITyCHATH. ToBa yJIecHsIBa
XUpypra Jia u3BbPIIH omepalusaTa. 3aToBa ooaTa ynonka, Kosato Bu ce mpuiara, BKI0O4Ba
JIeKapcTBa, KOUTO OTHycKaT Bammre myckymnu. Te ce Hapudat myckynuu peraxcanmu, HalpuMmep
POKYpOHHUEB OPOMU M BEKypOHHUEB OpoMu. T'hii KaTo TE3H JIeKapCcTBa CHINO OTITycKaT Bammre
JXaTeHA MYCKYJIH, TIO BpeMe Ha | clief orepanusaTa Bu e HeoOxouma omor, 3a J1a IuiaTe
(M3KyCTBEHO OOAMIIBAHE), TOKATO 3aIIOYHETE /1A AUIIATE CAMOCTOSTEIHO.

Cyramanekc Adroiq ce u3Mmoi3Ba, 3a 1a YCKOPH Bb3CTAaHOBSIBAHETO HAa Bammmre MycKym cien
onepanus, 3a 1a Bu mo3BoJiy J1a 3al104HETe MO-CKOpO Ja AUIIATEe CaMOCTOSITENHO. To#l AeiicTBa, KaTo
Ce CBBP3Ba C POKYPOHHEBUS OPOMHU/I MIIM C BEKYpOHUEBHUs OpoMu B opranuszmMa Bu. Moxe na ce
W3II0JI3BA MIPH BB3PACTHH, KOTATO C€ M3MONI3BAT POKYPOHHEBHS OPOMUJI WIIK BEKYPOHUEBHSI OPOMUJI, U
TIpH JIeTIa ¥ IOHOIIH (Ha BB3pacT 2 10 17 roauHm), KOTaTo pOKYPOHUEBHIT OPOMHM/T CE M3ITOJI3BA 32
YMEpEeHO HUBO Ha pelaKcalys.

2. Kakgo TpsadBa 1a 3HaeTe, npeau aa BU 0be npuio:xken Cyramaaexe Adroiq

He TpsioBa na Bu ce npuiara Cyramajaekc Adroiq

o aKo CT€ AJIEPTUYHH KbM CyramaJleKC WM KbM HIKOSI OT OCTaHAJINTE ChCTaBKH Ha TOBA
JeKapcTBO (M30pOEHH B TOUKA 6).

— YBenomere Barust anecTe3nosor, ako ToBa ce oTHacs 3a Bac.

Ipenynpe:xaeHus U NpeaNasHu MEPKH

I'oBopere ¢ Bamus anecresuonor, npeau 1a Bu 0b1e npunoxen Cyramanekc Adroiq

. aKo MMaTe WK CTe uMaiu 0b0peyHo 3abomnsBaHe. ToBa e BaxHO, Thil kaTo Cyramanekc Adroiq
ce oTAens upe3 OpOpenuTe.

30



. aKo UMaTe WIH CTE UMK YePHOIPOOHO 3a00sIBaHE.

. aKo UMaTe 3aJpbKKa Ha TEIHOCTHU (OTOK).

o aKo MMare 3a00JIsIBaHMs, 32 KOUTO € M3BECTHO, Ye MOBUIIIABAT PUCKA OT KbPBEHE (HapyIICHUS B
KPBHBOCHCUPBAHETO) WIIM CTE HA JICYCHUE C AHTUKOAryJIaHTH.

Jeua u roHOIIN
ToBa ekapcTBO HE ce MPenopbhYBa MpU KbpMadeTa Ha Bb3pacT Mo 2 TOAUHH.

JApyru aexapcrBa n Cyramanexc Adroiq

— Mudopmupaiite Bammst anecte3nosnor, ako npuemMare, HACKOPO CTe MPUEMANH MU € Bb3MOXKHO Ja
pueMeTe JIpyTH JeKapcTBa.

Cyramazekc Adroiq MO2K€E J1a TIOBJIMSE HA APYTH JIEKapCTBA WX 1A ObJie MMOBIIUSH OT TIX.
Hsxoun jsekapcTBa Mmorar 1a HamaJaT egexkra Ha Cyramajiekce Adroiq

—3KIII0unTeNHO BaXKHO € J1a yBeJOMHTe Barms anecte3nosor, ako HaCKOpo CTe MpHeMallu:
o Topemu(eH (M3MOI3BaH MPHU JICUCHUE HA PaK HA T'bpaTa).
o ¢by3un0Ba KUcenrHa (aHTHOMOTHK).

Cyramanekc Adroiq Mo3ke 12 MOBJIMsie XOPMOHAJTHUTE KOHTPALCNITUBH
. Cyramazaekc Adroiq Moxe Ja TOHMKH edekTa Ha XOPMOHAITHN KOHTPAIICTITUBY, BKIIOYHTEITHO
IMPOTUBO3a4YaTbYHU T36HCTKI/I, BarvHaJICH NPBHCTCH, UMIIJIAHTATH UJIM XOPMOHAJIHA
BBTPEMAaTOYHA CUCTEMA, 3al[0TO HaMaJIIBa KOJIMYECTBOTO Ha XOPMOHA MPOTeCTOTeH, KOETO
npueMate. KoamaecTBOTO MporecToreH, 3aryoeHo mopaau u3noi3BaneTo Ha Cyramasekc
Adroiq, € IpuOJU3NUTEITHO CBHIIOTO KAaTO MPH MPOIyCKaHe Ha €JIHA J103a IIepOopaieH
KOHTPAICITHB.
— AKO B3eMaTe NPOTHB03a4aTh4HA Ta0JeTKa B ChUINS JIeH, B KOUTO Bu e npuioxen
Cyramazaekc Adroiq, cieaBaiiTe HHCTPYKIIMUTE 3a MIPOITyCHATA 1033 B TUCTOBKATA Ha
MPOTHUBO3auaThbUHUTE TAOIETKH.
— AKx0 U3MoI3BaTe APYTM XOPMOHATHY KOHTPALCITHBY (HAIIPUMEDP BarHAJICH MPBCTEH,
MMIUTaHTaT WK BETPEMaTOYHa CHCTEMA), TPSIOBa /1a U3I0NI3BaTe AOMIBIHUTENIEH
HEXOPMOHAJIEH METO/I Ha KOHTpAIEus (KaTo Mpe3epBaTHB) MPe3 CIASABAIIUTE 7 THU U
Ja cjeaBaTC CbBETUTE B JIUCTOBKATa.

Buansinne BbpXy KpbBHH M3CJeBAHUS

Karo wsuio, Cyramaznekc Adroiq He oka3Ba BIUSHUE BbPXY J1a0OpaTopHU u3ciieaBanus. Tol Moxke
obaue J1a MOBJIKsAEC HA PE3yNTATUTE OT KPBBHU M3CICIBAHNS HA XOPMOH, HapeUeH MPOreCTePOH.
VYBenomere Bamist ekap, ako HuBara Ha Bamms nporectepoH TpsOBa Jia ObJIaT H3MEPEHH B CHITUS
IieH, B KoiiTo Bu ce mpmiara Cyramanekc Adroiq.

BpeMeHHOCT U KbpMeHe

—¥YBenomere Bamus anecteznosnor, ako cte OpeMeHHa WM MOXe J1a cTe OpeMeHHa, MM KbPMUTE.
Brnpeku ToBa Mosxe na Bu ce npunoxu Cyramanexc Adroiq, HO mbpBO TpsiOBa J1a ro 00CHIUTE.
He e u3BecTHO manu cyramazekc MOKe J1a MpeMrHe B KbpMaTa. BammsT anecresnonor e Bu
IIOMOTHE J]a PEeLNTe JaJI1 12 IPEyCTaHOBUTE KbPMEHETO WM a He Bu ce npuioxu tepanus cbe
cyramajiekc, KaTo ce B3eMart IIpeABU/ 110J13aTa OT KbPMEHETO 3a AETeTO U nois3ara ot CyraMmajaekc
Adroiq 3a maiikara.

Ilopupane u padoTa ¢ MAIIUHU
He e m3BectHo Cyramaznekc Adroiq J1a moBusIBa CIOCOOHOCTTA 32 IopUupaHe 1 padboTa ¢ MaIlluHU.

Cyramanekc Adroiq cbabp:ka HATPU

ToBa nekapcTBO ChABPkKA 10 9,7 mg HaTpuii (OCHOBHA ChCTAaBKA HA TOTBApPCKATa/Tparie3HaTa coJi) BbB
Bcekn ml.
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ToBa e exBuBajeHTHO Ha 0,5 % OT NpenopbYNTETHNS MAaKCHMAJIEH JHEBEH XpaHUTEEH PUEM Ha
HATPHi 32 Bb3pacTeH.

3. Kak ce npniara Cyramanekc Adroiq

Cyramanekc Adroiq me Bu 0bae npunoxeH ot Bamus anecTe3nonor wiv moa Haja3opa Ha Bamms
aHeCTEe3HOJIOT.

JlozaTa

Bamusit anectesuornor 1me onpenenu HeoOxoaumara go3a Cyramaaekc Adroiq Ha 6a3a Ha:

. Bameto termno

o B KaKBa CTEIIEH MYCKYJIHUAT PEIaKCaHT Bce orie Bu Bhuse.

Oo6wnuaitHara f03a e 2-4 mg Ha kg TenecHo Teryo mpu Bb3pacTHH U TIPH Jiella ¥ FOHOIIA Ha Bb3PacT
Mexnay 2-17 ronuan. [Ipu BB3pacTHH MOXKeE J1a ce IPHIIIOXKH 103a oT 16 mg/kg, ako e HeoO6xoauMo
CIICIIIHO Bh3CTAHOBSIBAHE OT MYCKYJIHATA PEJIaKCaIIs.

Kak ce npuiara Cyramagekc Adroiq
Cyramazaekc Adroiq me Bu 0bae npuinoxeH oT aHecTe3noor. Toil ce mpuiara KaTo eTHOKpaTHA
WHXKEKIIHS [TPe3 HHTPABCHO3HA CUCTEMA.

Axo Bu e npuiokena nmosede ot Heodxoaumara n1o03a Cyramagexc Adroiq

Toii kaTo anectesnonor me HabaroaBa Bamero cherosiHMe, Manko BeposaTHO € na Bu 0bae
npuiokeH npekaieno Muoro Cyramanekc Adroiq. Ho nopu u ToBa ga ce cirydu, Majnko BEpOSTHO €
TOBA J]a IPUYUHN HAKAKBU ITPOOIEMH.

AKO UMate HSKaKBH JOITBIHUTEIHN BBIPOCH, CBbP3aHHU C yroTpedaTa Ha TOBa JIEKapCTBO, MOJIS
nonuraite Bamus aHecTe3U0I0T UK APYT JIeKap.

4. Bb3MoxKHM HeKeJIaHU peaklun

KaxTo BcH4kH IeKapcTBa, TOBA JIEKAPCTBO MOKE J1a MPEIU3BUKA HEXKEJaH! peakiuy, BEIIPEKH Ye He
BCEKH TH TMOJTy4YaBa.

AKO Te3H HeXeJlaH! JIEKapCTBEHN PEaKIINH CE TOSBAT, TOKATO CTe MO/ yIOoHKa, Te e ObaaT

3a0eisa3aHu U JICKYBaHU OT Bamus anecresnonor.

YecTH HexeJaHU peakuum (Moxe na 3acernar 10 1 Ha 10 gymm)

° Kammmma

. 3aTpyaHEHHS ¢ TUITAHETO, KOSTO MOXKE J1a BKIIFOUBA KaIUITHE WM IBMKCHHE, KaKTO TIPH
CHOYXKIaHe W TTOEMaHe Ha BB3IIyX

° Jleka aHecTe3uss — MOJKE J1a 3aIIOYHETE JIa Ce ChOYKIATe OT IBJIOOK ChH M Ja C€ HY)KAaeTe OT
omie aHecTeTuk. ToBa Moxke 1a Bu Hakapa na ce ABMXKHUTE WITH 1 KAIILJISTE B Kpas Ha
ormepanusTa

° VYca0xKHEeHus o BpeMe Ha Mpoleaypara, KaTo MPOMEHHU B ChbPJCUYHUS PUTHM, KaIUIIHE WU
JBHKCHHUE

) [TormkeHo KPBBHO HAITAHE, IBDKAIIO C€ HAa XHPYypTrAIHATA MIPOIIeaypa

Heuectn He:xxennaHu peakuuu (Mo:ke Aa 3acerdar a0 1 ma 100 qymmn)

o [Ipu manuenTu ¢ aHaMHe3a 3a 6€0IPOOHM TPOOIIEMH Ce TIOSBSIBA 3a/1yX, AbJDKAI ce Ha
MYCKYJTHH KpaMITH Ha JUXaTeTHUTE TbTHIIA (OPOHXOCTIa3bhM)
o AJIepTHYHH peakiny (CBPHXUYBCTBUTEIHOCT KbM JIEKAPCTBOTO) — KaTO OOPHB, 3a4epBeHa KOXKa,

MOJIyBaHE Ha €3UKa U/WIIK T'bPJIOTO, 3a1yX, IPOMEHU B KPBBHOTO HAJIATAHE WM ChPJICYHUS
PUTBM, TIOHSAKOTA BOJCIIH IO CEPUO3HO MOHIKEHNE Ha KPBBHOTO HaysiraHe. Texkure
aJICPTUYHH PEAKIIMH WU TIOJOOHUTE Ha aJIEPTHYHN PEaKIIHy MOTaT Aa Obaat
JKUBOTO3aCTpalliaBaiiy. AJCpriuHu peakiliy ¢a JOKJIaJABaHU M0-4ECTO MPH 3APaBU JTOOPOBOJIIIH
B Ch3HaHHE
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. BB300HOBsIBaHE HA MYCKYJIHA peaKcalyst CJIe] orepanusiTa

C Hen3BeCTHA 4eCTOTA
o Cepuo3Ho 3a0aBsiHEe HA pUTHhMa Ha CHPIIETO U 3a0aBsHE HA PUTHMA Ha ChPILETO J0 ChpAcUeH
apecT MOXe J1a ce TosiBK pu npmiarane Ha Cyramanekc Adroiq.

Chol0maBaHe HA HeKeJIAHM PeaKIHHU

AKO TIONy4YHTe HIKaKBH HEXEJIaHH JIEKAPCTBEHN PEaKINH, yBeJoMeTe Bamms aHecTe3HoI0T Wil IpyT
JICKap. ToBa Bk/II0YBa BCHUKH BB3MOKHH HEONMMCAHHU B Ta3H JINCTOBKA HEKEIaHU pCaKkuu. Moxere
CBIINO J1a ChOOIINTE HEXKETAHH PEaKINH JUPEKTHO Ype3 HAIMOHAIHATA CHCTEMa 32 ChOoOIaBaHe,
mocoueHa B [Ipmnoxenne V. Kato crobmaBate HeXeIaH! PEAKITHN, MOYKETE JIa AZCTE CBOS MIPHUHOC
3a IojlyyaBaHe Ha oBeye MH(pOpMalrs OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak 1a coxpansiBate Cyramagekc Adroiq
ChbXpaHEHHETO IIe C& U3BBPIIN OT METUIIMHCKUTE CIICITUATUCTH.

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 34 JICTIA.

He u3non3Baiite TOBa JIGKApCTBO CIIE] CPOKA HA TOJTHOCT, OTOEIsI3aH BbPXY KapTOHEHATa OITAaKOBKA U
etukerta cien ,,l'ogen 10:“ u ,,EXP*“. CpokbT Ha TOJHOCT OTTOBApA HA MOCIIEIHHUS JIEH OT MTOCOUYECHUS
MeceII.

Ha ce cpxpansBa moxa 30°C. [la He ce 3ampazsaBa. CbxpaHsBaiite giakoHa B KAPTOHEHATA ONAKOBKA,
3a Ja ce Mperas3y OT CBETIMHA.

Crenr mbpBOTO OTBApSTHE M pa3pexkaanHe Jla ce ChxpansBa npu temieparypa ot 2°C mo 8°C u ma ce
U3II0JI3Ba B paMKUTeE Ha 24 yaca.

6. Cwn,pma}me Ha OIMAaKOBKAaTa U JO0II'bJIHUTEJIHA I/IH(l)OpMaIII/Iﬂ

KaxBo chabp:ka Cyramanexce Adroiq

- AKXTHUBHOTO BEIIECTBO € CyraMmaJieKc.
1 ml MHXEeKIMOHEH Pa3TBOP ChIbpIKa Cyramaaekc HaTpul, ekBuBajieHTen Ha 100 mg
cyraMmasiekc.
Bcexku dnakon ot 2 ml cpabpxa cyramajziekc HaTpuid, ekBuBajgeHTHH Ha 200 mg cyramasexc.
Bceku ¢uakon ot 5 ml cbabpka cyramaaekc HaTpui, ekBuBaneHTHH Ha 500 mg cyramanexc.

- Jpyrurte cbCTaBKH ca: BOAA 33 MHXKEKIWHU, XJIOPOBOAOPOIHA KUCEJINHA /UM HATPUEB
XUAPOKCH]T (3a Kopekius Ha pH).
- Buxre Touka 2 ,,Cyramanexc Adroiq ceabpska HaTpHiL,

Kak m3raexna Cyramaaexc Adroiq 1 KakBO ChABPKA OMAKOBKATA

Cyramanexc Adroiq e OMcTbp 1 O€3LBETEH IO CBETIOKBIT HHKEKIIHOHEH Pa3TBOP.

Hanwuunu ca aBa pa3ianyHu BUIa ONIAKOBKH, ChIbpxkaiiy 10 ¢uakona mo 2 ml wim 10 ¢akona o 5 ml
HMHXEKI[HOHEH Pa3TBOP.

He Bcuuku BHIOBE OMAKOBKU MOTaT Ja ObJAT MyCHATH B IPOAAKOA.

IIpuTeskaTes Ha pa3pelieHUETO 32 YIOTpeda U MPOU3BOAUTE
IIpuTeskaTes HA pa3pelIeHUETO 32 YOTpeda

Extrovis EU Ltd.

Patriarka utca 14.

2000, Szentendre

VYHrapust
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ITpousBoauTen

Pharma Pack Hungary Kft
Vasut u. 13, Budadrs
2040 Yarapus

Pharma Pack Hungary Kft.
Building B, Raktarvarosi Ut 9,
Torokbalint,

2045 Yarapus

3a AOMBIHUTETHA HHPOPMAITUSI OTHOCHO TOBA JIGKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHUS
HPECTaBUTEI Ha TIPUTEKATENS Ha pa3pelIeHUETOo 3a yrnoTpeda:

Belgié/Belgique/Belgien
Extrovis EU Ltd.
Tél/Tel: +41 41 740 1120
pv@extrovis.com

Bwarapus

Extrovis EU Ltd.

Tem.: +41 41 740 1120
pv(@extrovis.com

Ceska republika
Extrovis EU Ltd.
Tel: +41 41 740 1120
pv@extrovis.com

Danmark

Mashal Healthcare A/S

TIf: +45 71 86 37 68
faiza.siddiqui(@mashal-healthcare.com

Deutschland
Extrovis EU Ltd.

Tel: +41 41 740 1120
pv@extrovis.com

Eesti

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv(@extrovis.com

EALGoa

Extrovis EU Ltd.

TnA: +41 41 740 1120
pv(@extrovis.com

Espaiia

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv(@extrovis.com

France

Extrovis EU Ltd.

Tél: +41 41 740 1120
pv@extrovis.com

Lietuva

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv(@extrovis.com

Luxembourg/Luxemburg
Extrovis EU Ltd.

Tél/Tel: +41 41 740 1120
pv@extrovis.com

Magyarorszag
Extrovis EU Ltd.

Tel.: +41 41 740 1120
pv@extrovis.com

Malta

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv(@extrovis.com

Nederland

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv@extrovis.com

Norge

Mashal Healthcare A/S

TIf: +45 71 86 37 68
faiza.siddiqui(@mashal-healthcare.com

Osterreich

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv@extrovis.com

Polska

Extrovis EU Ltd.

Tel.: +41 41 740 1120
pv(@extrovis.com

Portugal

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv@extrovis.com




Hrvatska

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv(@extrovis.com

Ireland

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv@extrovis.com

Island

Extrovis EU Ltd.

Simi: +41 41 740 1120
pv(@extrovis.com

Italia

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv@extrovis.com

Kvnpog

Extrovis EU Ltd.

TnA: +41 41 740 1120
pv(@extrovis.com

Latvija

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv@extrovis.com

Romaéania

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv(@extrovis.com

Slovenija

Extrovis EU Ltd.

Tel: +41 41 740 1120
pv@extrovis.com

Slovenska republika
Extrovis EU Ltd.
Tel: +41 41 740 1120
pv(@extrovis.com

Suomi/Finland

Mashal Healthcare A/S

Puh/Tel: +45 71 86 37 68
faiza.siddiqui@mashal-healthcare.com

Sverige

Mashal Healthcare A/S

Tel: +45 71 86 37 68
faiza.siddiqui(@mashal-healthcare.com

United Kingdom (Northern Ireland)
Extrovis EU Ltd.

Tel: +41 41 740 1120
pv@extrovis.com

JlaTa Ha moc/1eHO nmpepasriiesKaaHe Ha JUCTOBKATA.
Jpyru n3rouyHuny Ha uHGOpMaIus

IToapo6Ha wHGOpMAITHS 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTa areHnus
o jekapcreata: http://www.ema.europa.eu/.
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