HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

Cyramanekc Mylan 100 mg/ml nHxeKIIMoHeH pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 ml ceappxa cyramazexc HaTpuid, ekBuBajeHTeH Ha 100 mg cyramazaexc (sugammadex).
Bcexu ¢makon ot 2 ml chabpika cyramanekc HaTpuii, ekBuBaneHTHH Ha 200 mg cyramanaexc
(sugammadex).

Bceku ¢uakon ot 5 ml cbappka cyramaziekc HaTpui, ekBuBaieHTHH Ha 500 mg cyramanekc
(sugammadex).

ITomorHo(u1) BemecTBo(a) ¢ U3BECTHO AEHCTBUE
Coappxa 10 9,2 mg/ml Hatpuit (Bx. Touka 4.4).

3a IBJIHUA CIIMCHK HA IIOMOIIHUTE BEIECTBA BIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

WmxexnoneH pa3TBop (MHKEKIIN)
BucTbp 1 0e31BETEH 0 CBETIIOKBJIT Pa3TBOP
Hugoto Ha pH e mexny 7 u 8 u ocmonanutetrsT € Mexay 300 u 500 mOsm/kg.

4. KJIMHNYHU JAHHU
4.1 TepaneBTHYHU OKA3AHUS

Brb3cTaHoBsBaHE OT HEBPOMYCKYJIHA OJIOKa/a, MHAYIIMPAaHA C POKYPOHUHN HJIH BEKYPOHUH MpH
BBH3PACTHH.

[Ipu nenuatpudyHaTa MOMYJAIKS: CyTaMaIeKC ce MPErophyuBa CaMo 32 PyTHHHO BH3CTAHOBSBAHE OT
HEBPOMYCKYJIHa OJIOKaja, MHAYIIUpaHa C POKYPOHUH, ITPH JeTla U IOHOIIN Ha Bh3pacT OT 2 110
17 roaunu.

4.2 ]Iozmpomca U HAYUH HA NMPUWITOKEHUE

2!03I/I[ZOBKa

Cyramagekc TpsiOBa J1a ce Impriara caMmo OT WIJIH T0JT HaOJII0ACeHHETO Ha aHECTE3HOIIOT.

[MpenopbuBa ce nMpuilaraHeTo Ha MOAXO/SIIA HEBPOMYCKYJIHA TEXHHKA Ha HAOIIOICHHE, 3a JIa ce
MpociiesiBa Bh3CTAHOBSIBAHETO OT HEBPOMYCKYJIHATa OJ10Kaja (BX. Touka 4.4).

[IpenoppunTennara q03a cyrama/ieKc 3aBUCH OT CTETIEHTa Ha HEBPOMYCKYJTHA OJI0Kaja, OT KOSTO
MAIUEeHTHT TPSOBA J1a e Bh3CTaHOBH.

[IpenopbunTenHaTa 103a He 3aBUCH OT U3IOJI3BAHATA CXEMa 33 AaHECTE3H .

Cyramajiekc MOKe Jia ce TIpuiiara 3a Bb3CTaHOBSIBaHE OT PAa3JIMYHU HUBA Ha HEBPOMYCKYJIHA OJI0Kaa,
WHIYIIUPaHa C POKYPOHUH M BEKYpPOHHU:

Bwvspacmuu

PyTnHHO BB3CTaHOBsIBaHE

IIpenopbuBa ce no3a 4 mg/kg cyramajiekc, ako Bb3CTAHOBABAHETO € JIOCTUIHAJIO Hal-Maiko 1-2
noctretannyHu notpenBanus (PTC) cnen HeBpomyckynHa 070Kana, MHAyIHPaHa ¢ POKYPOHHUNA WITH
BEeKypoHui. MemaHaTta Ha BpEMETO 0 Bb3CTaHOBABaHe Ha choTHOoUeHueTo T4/Ti 1o 0,9 e okomno

3 munyTH (BXK. Touka 5.1).




IpenopbuBa ce q03a 2 mg/kg cyramaiekc, ako € HaCThIIHIIO CIIOHTAHHO Bh3CTaHOBSIBAHE Hail-MaJIko
JI0 TIOBTOpHATA MOsiBa Ha T e/l HEBPOMYCKYJIHA OJI0Ka1a, HHAYIIMPaHa ¢ POKYPOHHI HITH
BeKypoHuii. MennanaTta Ha BpEMETO JI0 Bb3CTaHOBsSBaHe Ha choTHOIIeHHEeTO T4/T 10 0,9 e okoio

2 muHyTH (BX. Touka 5.1).

[Mpunaranero Ha MpemOPHUUTETHATA JI03a 32 PyTUHHO BH3CTAHOBSABAHE 1€ JIOBEJIE JI0 JIEKO YCKOpEeHA
MejIiaHa Ha BPEMETO JI0 Bh3CTaHOBsBaHE Ha choTHOMEHUeTo T4/T 10 0,9 nmpu HeBpoMyCKyITHA
Onokajia, MHIYIUPaHa ¢ POKYPOHUil, B CpaBHEHUE C HEBPOMYCKYITHA OJIOKa/Ia, HHAYIMPaHa C
BEeKypoHUil (BX. Touka 5.1).

Hes3abaBHO Bb3CTaHOBSIBAHE OT HEBPOMYCKYJIHA 0JIOKa/Ia, MHAYLIUPaHa C POKYPOHUI

[pn xMHIYHA HEOOXOANMOCT OT He3a0aBHO BH3CTAHOBSIBAHE CJIE] ITPUIaraHe Ha POKYPOHUil ce
npenopbyBa fo03a 16 mg/kg cyramanekc. Korato 16 mg/kg cyramanekc ce npunara 3 MUHYTH ClIEJ
6onyc no3a 1,2 mg/kg pokypoHHEB OpOMKJI, MOKE Jla CE OYaKBa MeHaHa Ha BPEMETO JI0
BB3CTaHOBsIBaHe Ha choTHOIIeHnEeTo T4/T1 mo 0,9 okono 1,5 MunyTH (BX. Touka 5.1).

Hsma mannn, 3a 1a ce mpenopbyuBa MPUIOKESHUETO Ha CyraMaJieKe 3a He3a0aBHO B3CTAHOBSBAHE OT
HEBPOMYCKYJIHA OJIOKaJa, MHAyLUpPaHa C BEKYPOHH.

ITOBTOPHO MpuIaraHe Ha cyraMajiekc

[Tpu 3KITFOUUTETHH OOCTOSITEICTBA HAa TIOBTOPHA TI0SIBA HA HEBPOMYCKYJTHA OJIOKa/ia CIiel OTeparust
(Bk. Touka 4.4), cieq mppBoHAYaIHa qo03a 2 mg/kg wim 4 mg/kg cyramanekc ce mpernopbrysa
MOBTOPHO TpUIIarane Ha J1o3a cyramajekc. Cie/ MoOBTOPHO MpUIarane Ha 703a CyraMajiekc,
MalMEHTHT TPsOBa J1a ce HalIojaBa BHUMATEIHO, 32 JIa C€ YCTAHOBH TPaHOTO BH3CTAHOBSBAaHE HA
HEBPOMYCKYJIHATa (DYyHKITHS.

IToBTOpPHO IpHIIarane Ha POKYPOHUN MM BEKYPOHHUM CIIET CyraMaJieKC
3a mepuoANTE HAa U3UYaKBAHE 10 TOBTOPHOTO MPHJIaraHe Ha POKYPOHUI WM BEKYPOHHH CIIEH
BB3CTAHOBSIBAHE ChC CYraMaJieKC BIUKTE Touka 4.4.

ﬂOl’l'b]lHl/lme]lHa qu)opmauuﬂ 3a cneyuannu nonyiayuu

bnOpeuHo yBpexkaane

[IpunoxeHueTo Ha cyramMajieKkc IpH NalMeHTH C TEKKa CTeleH Ha ObOPeyHO yBpEeKIaHe
(BKJTIOUMTEIHO NalMeHTH, Hyxaaemu ce oT quanusa (CrCl < 30 ml/min)) He ce npenopbuBa (BiK.
Touka 4.4).

[IpoyuBaHusTa IPH NALMEHTH C TEKKA CTENIEH HAa OBOPEYHO yBpEKIaHE HE TIPEIOCTABAT JOCTATHYHO
uHQOpMaIUs B IoJKpena Ha Oe3omacHara yrnorpeda Ha cyramMajieKC MpH Te3H MalMeHTH (BXK. ChIIO
Touka 5.1).

IIpu nexa 1o ymepeHa crereH Ha ObOpedHo yBpexaane (KpeaTHHHHOB KiIuphHC > 30 u < 80 ml/min):
NPENOPBKUTE 32 JO3UPAHE ca CHIIUTE KaTO TE3H 32 Bh3pacTHH 0e3 ObOPEYHO YBpEKIaHE.

IlanyeHTH B cTapyecka Bb3pacT

Cren npunaraie Ha cyramaJieKc IpH OBTOpHA MosBa Ha T» ciiex HeBpoMycKyHa OJ10Kaaa,
WHIyIIIPaHa C POKYPOHUii, MeIlMaHaTa Ha BPEMETO JI0 Bb3CTaHOBABaHE Ha choTHOLIeHNETO T4/T 0
0,9 mpu BB3pacTau (18-64 rogunm) e 2,2 MUHYTH, IPH NALMEHTH B CTapyecKa Bb3pacT

(65-74 rogunn), To € 2,6 MUHYTH, a IPU MALMEHTH HA Bb3pacT 75 FOJMHU W II0BEYE, TO €

3,6 MuHYTH. BBIIpeKn ue Bb3CTaHOBSBAHETO NPY MAIEHTUTE B CTapYECKa BH3PACT € 110-0aBHO,
TpsIOBa Ja ce clia3Ba ChIlaTa MpermopbhKa 3a JO3UpaHe KaTo 3a BE3PACTHH (BX. Touka 4.4).

[MaieHTH ChC 3aTIBCTIBAHE

[Ipu manueHTH ChC 3aTIBCTIBAHE, BKIOYUTEIHO HAIIMEHTH ¢ 0OJICCTHO 3aT/IbCTBaHE (MHACKC Ha
TesecHara Maca > 40 kg/m?), no3ata cyramaekc Tpsabsa 1a Ob/e 6a3upaHa BbPXY JEHCTBUTEIHOTO
TesnecHo terio. TpsOBa ja ce cras3Bar ChIUTE MPENOPHKH 32 JO3UpaHE KaTo 3a Bh3PACTHHU.

YepHoapoOHO VBpEKIaHe
He ca npoBexxaanu nmpoydYBaHus MPHU MAIMEHTH ¢ YePHOIPOOHO yBpexknane. [IpunokeHueTo Ha
cyramajiekc Tps0Ba Ja ce OOMHUCIIM BHUMATEIHO IIPY HNAIIMEHTH ¢ TEXKKa CTEIEH Ha YePHOIPOOHO




YBPEKIaHE UM KOraToO Y€PHOAPOOHOTO YBPEIKIAHE € MPUAPYIKEHO ¢ HAPYIICHUS B
KPBBOCHCHUPBAHETO (BK. TOUKaA 4.4).

ITpu stexa 10 yMepeHa CTEIeH Ha YepHOAPOOHO YBPEkKAaHe: Thil KaTo CyraMazeke ce OT/ICIs TIIaBHO
npe3 OBOperuTe, He € HeoOXoAUMa MPOMSHA B JIO3MPOBKATA.

Ileouampuuna nonynayus
Jlena u ronomd (2-17 roguan):

Cyramanexc Mylan 100 mg/ml moxe na ce pa3pexaa 1o 10 mg/ml, 3a ga ce mogo6pu TOYHOCTTa Ha
J03UpaHe NpH NMeAnaTpUIHATa NOMyIanus (BXK. Touka 6.6).

PyTHHHO BB3CTaHOBSIBaHE:

[Ipu BB3CcTaHOBSIBAaHE OT HEBPOMYCKYJTHA 0JI0Kaaa, MHAYIIUPAaHA C POKYPOHUH Ce MpernophYBa J103a
4 mg/kg cyramajiekc, ako Bh3CTaHOBSBAHETO € JOCTUTHAIIO Hali-manko 1-2 PTC.

[Ipu BB3CTaHOBSIBaHE OT HEBPOMYCKYJTHA OJIOKaaa, UHIYIIUPaHa C pOKYPOHHIA, TIPH MOBTOPHA MOSIBA
Ha T» ce mpemopruBa m03a 2 mg/kg (Bx. Touka 5.1).

Hes3abaBHo Bb3CTaHOBSIBAHE:
He3a0aBHO Bh3CTaHOBSIBAHE TIPH JIEI[a U FOHOIIU HE € MTPOYYBAHO.

HoBopoaeHu u Maniku jena

ChbIecTBYBa caMO OTPaHUYCH ONUT C MPUIOKEHUETO Ha cyramaeKkc npu Maiku aeua (30 nau no

2 rouHM), @ HOBOpoaeHuTe (mo-manko ot 30 1HK) He ca npoy4BaHu. Cie10BaTeTHO NPUIIOKEHUETO
Ha cyramaJieKc Mp1 HOBOPOJICHH U MaJIKH JIella He ce MPEnopbyBa 0 ChOMpPaHeTo Ha MoBeYe JaHHH.

HauwuH Ha npuiioxxeHue

Cyramaziekc Tpa6Ba ja ce npujara HHTPaBEHO3HO KaTo eJHOKpaTHA Ooiyc nHxkekuus. bomyc
MHKEKIUATa TpsiOBa 1a ce mpriara 06p30, 10 10 cekyHIM B ChIECTBYBAIlla HHTPAaBEHO3HA CHCTEMA
(BX. TOUKa 6.6).

[To BpeMe Ha KIMHUYHYU M3MMTBAHUS CYTaMaJIeKC € IMpUjlaral camo KaTto eJJHOKpaTHa 0oiyc
WHKEKIINS.

4.3 IIpoTuBOMOKA3aAHUA

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

4.4 CroenuajaHu npeaynpeskaeHust U NpeANna3sHil MepKH NPU ynorpeda

Crnopen oOnyaiiHaTa IPAaKTHKA CIIE/l aHECTe3Nsl, CJIe] HeBPOMYCKYJIHA OJI0Kaja ce Mpernopb4Ba
HaOJII0/IeHNE Ha TTAI[MeHTa 32 He)KEeNIaHW ChOUTHS B IIEPHO/Ia HEIIOCPEICTBEHO CIIE ONepalusiTa,
BKJTFOYHMTEITHO 33 OBTOPHA MOSIBA HA HEBPOMYCKYJIHA OJIOKaa.

HabnroeHue Ha quxaTenHara yHKIHS 10 BpeMe Ha Bb3CTAHOBSBAHE

[Ipu manueHTHTE € 33BDKUTEIHO MOAIbPKAHE HA BEHTUJIAIMATA 10 Bh3CTAHOBSBAHE HA aJ[CKBATHO
CTIOHTAHHO JIMIIIaHE CIie]l Bh3CTaHOBSBAaHE OT HEBPOMYCKYJIHA OJI0Kaja. JJopu ako Bh3CTaHOBSBAHETO
OT HEBPOMYCKYJIHA OJIOKaja € bJIHO, APYTH JIEKAPCTBEHH MPOAYKTH, U3I0I3BaHU B MIEPHU- U
MOCTOTICPATUBHUSI IIEPHOJ, MOTAT J1a IOTUCHAT AMXaTelHaTa PYHKIUS U CIEIOBATEIIHO BCE OIIE MOXKE
Jla ce Hajara MmoJyIbp)KaHe Ha BEHTUIAIUSTA.

AKO HEeBpOMYCKYyJIHaTa 0JI0Ka/ia Ce MOsBU OTHOBO CIIe/] eKCTyOalus, TpsAOBa j1a Objie OCUTypeHa
aJIcKBaTHA BEHTUJIAIINA.

HoBTopHa mosiBa Ha HEBPOMYCKYJTHA 0JIOKaIa

B xiuHWYHM IpOyYBaHUS IIPU YYACTHULM, JIEKYBAaHU C POKYPOHUMM MM BEKYPOHHM, KbJETO
CyramMaJiekc ce mpuiara u3nojiI3BaiKu 7034, ONpeIeieHa CIIPSIMO CTEIIEHTa Ha HEBPOMYCKYITHA
0Jiokaza, ¢ HaOIrO1aBaHa IIOBTOPHA M0sBa HAa HEBPOMYCKYJIHA Oj10kaaa ¢ yectota oT 0,20%, Bb3




OCHOBA Ha HAOJIOJICHUE HA HEBPOMYCKYJIHATA (DYHKIINS W KIMHUYIHHU JJOKA3aTelIcTBa. [IpriaraneTo
Ha MO-HUCKH JI03H1 OT MPEMOPHUUTESITHUTE MOYKE JIa IOBUIIIK PHCKa OT MOBTOPHA MOsIBA Ha
HEBPOMYCKYJIHA OJI0Kaja ClIe/l MbPBOHAYATHOTO Bh3CTAHOBSIBAHE U HE CE MpenopbhuBa (BK. Touka 4.2
u ToukKa 4.8).

EdexT Bbpxy XemocTaszara

[Tpu npoyuBaHe mpu 3apaBu 1o0poBoiny no3ute ot 4 mg/kg u 16 mg/kg cyramanekc BoasT 110
MaKCHMAJTHO CPEHO YAbIDKaBaHe Ha aKTHBHPAHOTO MAPIHAIHO TpoMOoriacTHHOBO Bpeme (aPTT),
CBHOTBETHO ChC 17 1 22% u Ha TPOTPOMOMHOBOTO BpeMe, MEXTyHAPOJHOTO HOPMATH3UPAHO
otnomenue [PT(INR)], ceorBeTHO ¢ 11 1 22%. Te3u orpaHuueHH CpEeAHN CTOMHOCTH Ha YIbIDKBAHE
Ha aPTT u PT(INR) ca c kparka npoxbkurentoct (< 30 MuHyTH). BB3 ocHOBa Ha KimHHYHaTa 0aza
maaan (N=3 519) u Ha ciertudwnyao poyuBane mpu 1 184 manuenTy, npeThpIsuy ppakTypa Ha
OenpeHaTa KOCT/TeKKa orepanus 3a CMsHa Ha CTaBa, He ce HaOIro1aBa KITMHUYHO 3HAYNM e(eKT Ha
cyramazekc 4 mg/kg, caMOCTOSTETHO MM B KOMOMHAIUS ¢ aHTUKOATYJIaHTH, BbPXY YecToTaTa Ha
IIepHU- WIN TIOCTOIEPATUBHY YCIOXKHEHUS, CBbP3aHHU C KbPBEHE.

IIpwu in vitro onuTu e HabMOAaBaHO hapMaKOJUHAMUYHO B3auMozelicTBre (yabokaBane Ha aPTT u
PT) c anraronuctu Ha ButamuH K, HepakunOHUpPaH XeapuH, HUICKOMOJIEKYJIHH XEeTIapUHOUIH,
puBapokcaban u gaburatpas. [Ipu manuenTty, noayyasay CTaHAAPTHA IOCTOIIEPAaTUBHA
npoduIaKTHYHA aHTUKOAryJanus ToBa (apMakoIMHAMUYHO B3aiMOJICHCTBHE HE € OT KIMHUYHO
3HaueHue. [IpuinokeHrero Ha cyramaaeKkc TpsioBa Jia ce OOMHCIIM BHUMATEITHO TP MAIEHTH Ha
TepaneBTUYHA aHTUKOATYJIallKs 3a Be4Ye ChIIECTBYBAIIO MM KOMOPOUAHO 3200 sIBaHe.

He e u3xiroueH NOBULIEH PUCK OT KbPBEHE IIPU MALUEHTH:

o C HacJIeJCTBEH IeUIUT HA BUTaMHUH K-3aBUCHMU KpBBOCHCHPBAIH (DakTopH;
o C Beu€ ChINECTBYBAILN KOATYJIOMATHH;

. Ha JIedeHHe ¢ KyMapruHOBU npousBojaHu u ¢ INR Han 3,5;

o KOUTO yIOTpeOsSBaT aHTUKOAryJIaHTH U Moy4yaBaT no3a 16 mg/kg cyramaniekc.

HpI/I HaJIMYUE€ Ha MCOANIHWHCKO ITOKa3aHUEC 3a NNpUjIaraHe Ha CyraMaacKC IIpu TE31 MallUCHTU €
HCO6XOI{I/IMO AHCCTE3NOJIOTBT Ja PEIIN AAJIH IMOJISUTE HaABUIIaBaT BEPOATHUA PUCK OT YCIOXKHECHUA,
CBBbpP3aHU C KbPBCHC, B3eMalKu 104 BHUMAaHHEC aHaMHE3aTa Ha MAIMUCHTUTE 3a €1IM3041 Ha KbPBCHC U
BHUJIa HA IUIaHHUPAHATa OIiepanus. Axo ce npujiara CyramMaZicKC 1Ip1 T€31 NAlUCHTH € IIPCIIOPBUUTEITHO
Ja €€ CIICHAT MapaMCTPUTE Ha XEMOCTAa3a U KoaryJiamnus.

Ileproan Ha M39aKBaHE JO TOBTOPHOTO MpHJIaraHe Ha CPEeACTBa, 6JIOKI/IDaHII/I HEBPOMYCKYJIHOTO
OpcaaBa”He, CJIC] BE3CTAHOBABAHE CHC CyraMaJcKC

Ta6anuna 1: IloBTopHO NpHUIarane HA POKYPOHHUI WM BeKYPOHU cJie[l PyTHHHO
Bb3cTaHOBsiBaHe (10 4 mg/kg cyramanekc)

MuHuManeH nepuoj Ha HMBA u no3a Ha npuiarase
W3YaKBaHE
5 MUHYTH 1,2 mg/kg pokypoHuit
4 vaca 0,6 mg/kg poxypoHnuit WM
0,1 mg/kg Bexyponuit

Hauganoto Ha neiicTBre Ha HEBpOMYCKYJIHATa 0JI0Kaga MOXe Ja Ob/Ie yIBIDKEHO A0 MPUOIU3UTEITHO
4 MUHYTH ¥ TPOJIBIDKUTETHOCTTA i 1a ObJe ChKpaTeHa A0 MPUOIM3UTENTHO 15 MUHYTH cJiell TOBTOPHO
npuiarase Ha pokyponuil 1,2 mg/kg B pamkure Ha 30 MUHYTH Clle]] IpUJIaraHe Ha CyramajeKc.

B®3 ocnoBa Ha @K mMozenupane, NIpenopbUUTETHUAT IEPUO/L Ha U3YaKBaHE NP MALMEHTH C JIeKa J10
yMepeHa CTeleH Ha ObOpedHo yBpexkIaHe 3a HOBTOPHO mpuiarane Ha 0,6 mg/kg pokypoHuid uiu

0,1 mg/kg BeKypOHHWIA, cliell pyTUHHO Bb3CTAHOBSBAHE ChC CyramajieKkc, TpsioBa 1a Obe 24 aca. Ako
ce M3UCKBA MO-KPAaTKO N34aKBaHe, 103aTa POKYPOHUIl 3a cieBaliaTta HEeBpOMYCKYIIHA OJIokaga TpsioBa
na opxe 1,2 mg/kg.



[ToBTOpHO NpHIaraHe Ha POKYPOHHUI WM BEKYPOHHUH cliea He3abaBHO Bh3cTaHOBsBaHe (16 mg/kg
cyramajiekc): 3a MHOTO PEJIKUTE CIIydau, KOraTo TOBa MOXKe J]a ce M3HCKBa, Ce PENOphYBa MEPUO/T Ha
n3uakBaHe 24 gaca.

AXo ce Hajlara HEBPOMYCKYJIHA OJIOKaza IMpea N3THIAHETO Ha MPEHIOPBHUUTEIHIUS IEPHO.T Ha
M39aKBaHe, TPAOBA /1a ce M3IM0JI3Ba HeCTePOn/1eH HeBPOMYCKY.1eH Os10Kkep. Hawanoro Ha nelicTBue
Ha JETIONAPU3UPAILI HEBPOMYCKYJIEH OJIOKEp MOke J1a ObJie mo-3a0aBeHO OT 0YaKBAHOTO, ThH KaTo
3HAYUTENIHA YacT OT HOCTCHHANTUYHUTE HUKOTHHOBH PEIIENTOPH MOTaT J1a ObIaT BCE OIIE 3aeTH OT
HEBPOMYCKYJTHHSI OJIOKED.

bs0peuHo yBpexkiaHe
He ce mpenoppuBa ynorpedara Ha cyramaieKkc IpH MAIUeHTH C TeXKKa CTeTIeH Ha 0B0pedHo
YBpEKIaHEe, BKIIOYUTEITHO MAIIMSHTH, HYK/IaCIlly Ce OT quaym3a (Bx Todka 5.1).

Jleka anecresns

Koraro nanyeHTH yMUIIIEHO ca Bb3CTaHOBSBAaHU OT HEBPOMYCKYJIHA OJI0Kaaa 110 BpeMe Ha aHeCTe3Hs
IIpU KIIMHWYHU U3IMUTBAHUA, B OTAC/IHU CIIydaHn Ca 3a0esi3aHu IMpU3HaUHX Ha JICKa aHCCTC3UA
(mBIKEHUME, KallUIIHE, TPIMACH ¥ CMYY€HE Ha TpaxeallHaTa Tpbh0a).

AKo manyeHT Ob/ie Bb3CTAHOBEH OT HEBPOMYCKYJIHA OJI0Kaa 0 BpeMe Ha aHecTe3us, TpsiOBa 1a ce
IMPUJIOKHU OAOIIBJIHUTCIIHA 103a aHCCTCTUK I/I/I/IJ'II/I onmuon [ Criopea KIMHUYIHUTC IMTOKa3aHUs.

W3paszena Opagukapans

B penxu cinyuau ce HaOmoaBa n3paseHa Opagukapaus B paMKUTe Ha MAHYTH CJe]] IpUjlaraHe Ha
cyramajieKc 3a Bb3CTaHOBSIBaHE OT HEBPOMYCKYJHa OJiokana. B otnennu ciyuan Opaankapausira
MOJKe J1a JIOBEJIE IO ChpJIeUeH apecT (Bk. Touka 4.8). [lanmenTure TpsiOBa Aa ObIAT CTPUKTHO
MOHHTOPHPAHH 32 XeMOJIUHAMHYHHU IIPOMEHH I10 BpEMe Ha U CJIe/T Bb3CTAHOBSBAaHE OT
HEBPOMYCKYJIHATa OJIoKaia. AKO ce HaOoJaBa KIMHUYHO 3HaYnMa OpaauKkapans TpsoBa aa ce
IMPUJIOKH JICUCHUEC C AaHTUXOJMHCPIUIHU CPEACTBA KaTO aTPOIIMH.

YepHOapoOHO YBpEKIaHE

Cyramajekc He ce MeTaboIM3Hupa WM eKCKPETHpa upe3 YepHus Apo0, TopaIu ToBa He ca
NPOBEXKIaHN KOHKPETHH MIPOYYBAHMUS MIPH TAIMEHTH C YEPHOIPOOHO yBpekaaHe. [TarueHTn ¢ Texka
CTEICH Ha YepHOAPOOHO yBpeXkIaHe TpsiOBa Ja ce TPETUpAT C MOBUIIIEHO BHUMaHHe. B cirydaii Ha
YepHOAPOOHO YBPEKAaHE, IPUAPYIKEHO ¢ HAPYIIIEHNS B KPBBOCHCHPBAHETO, BIDKTE HH(DOPMAITHITA 3a
e(eKT BbpPXY XemMocTasara.

IIpunoxeHnue B UHTEH3UBHOTO OTACJICHUE
Cyramajekc He € IpOy4BaH IpH MalMeHTH, Ha KOUTO ca IpUIaraHu pOKYpPOHUH HIH BEKypOHHUH B
MHTEH3UBHOTO OTJEJICHUE.

[IpunosxeHue Npu Bb3CTaHOBSIBAHE OT HEBPOMYCKYJIHA OJI0Ka/1a, MHAYIMPaHa ¢ OJOKepH, pa3ianyHu
OT POKYDOHUU WIIM BEKYPOHUN

Cyramazekc He TpsiOBa Ja ce mpuiara 3a Bb3CTaHOBSBAaHE OT HEBPOMYCKYJIHA OJI0Kaa, MHAYLUpPaHa ¢
HECTEPOMIHHM HEBPOMYCKYJIHU OJIOKEPH, KaTO CheIMHEHNS Ha CYKIIMHUIXOJIMH WIIN
OCH3MIM30XHHOJIHH.

Cyramazekc He TpsiOBa Ja ce mpuiiara 3a Bb3CTaHOBSBAaHE OT HEBPOMYCKYJIHA OJIOKaa, MHIyLUpaHa
ChC CTEPOMIHM HEBPOMYCKYJHU OJIOKEpPH, pa3IMyHU OT POKYPOHHH MIIM BEKYPOHHMH, ThI KaTo 3a
TaKWBa cly4au HsMa JIaHHH 32 eUKacHOCT u Oe3omacHoCT. HamvHu ca orpaHiyueHn TaHHH 32
BBH3CTAHOBSIBAHE OT HEBPOMYCKYJIHA 0JIOKala, MHAYIMPaHa C MAaHKYPOHHiA, HO c€ IPENOphHYBa
CyTraMaJIeKcC J1a He Ce Mpujiara B TakbB CIIy4ai.

3a0aBeHO BB3CTAHOBSIBAHE

ChCcTosiHUSA, CBBP3aHU ChC 3a0aBEHO KPBhBOOOpaIlleHHEe, KaTO ChP/ICYHO 3a00IIsIBaHe, HAMPETHATA
BB3pacT (BX. ToUka 4.2 3a BpEMETO /IO BH3CTAHOBSIBAHE IIPH MMAIIMEHTH B CTApYECKa BH3PACT) WU
€7IEMaTO3HO CHCTOSTHHUE (HAIP. TEKKa CTETICH HAa YePHOAPOOHO YBpEKIaHE), MOTAT Ja ObJaT CBhp3aHU
C MO-J'BJITY NIEPUOU Ha BH3CTAHOBSIBAHE.




Peakiny Ha CBPBXYYBCTBUTEIHOCT KBM JICKAPCTBOTO
Knmuanmmerure TpsOBa 1a 0bAaT MMOATOTBEHU 33 BE3MOXKHHU PEAKITUH Ha CBPBXTYBCTBHTEITHOCT KBM

JIEKapCTBOTO (BKIIOYUTEIIHO aHA(QUIAKTUYHN PeaKkiK) U Aa B3eMaT HEOOXOJUMHUTE MPeaa3Hi MEPKU
(BXk. Touka 4.8).

Harpuii:
To3u nexkapcTBEeH NPOAYKT ChIbpxka 110 9,2 mg HaTpuil Ha ml, KouTo ca ekpuBasieHTHH Ha 0,5% OT
MPETIOPHUYNTETHIS MaKCUMAJICH JTHEBEH MpreM 2 g HaTpwii 3a Bh3pacteH Ha C30.

4.5 BsamMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH MPOAYKTH M APYTrH (opMH Ha B3auMojelicTBHe

WndopmanusaTa B Ta3u To4Ka ce 0a3upa BbpXy aMHUTETa Ha CBbP3BAHE MEXy CyraMaZieKc U Ipyru
JIEKapCTBEHU MPOAYKTH, HEKIIMHUYHU €KINEPUMEHTH, KITMHUYHU NPOYYBaHUS U CUMYJAlHH,
M3M0J3BAIIN MO/IEN, KOWTO B3eMa MpeaBua apMaKkoJUHAMUYHUS e(hEeKT Ha HEBPOMYCKYJIHUTE
610kepH 1 hapMaKOKMHETHIHOTO B3aMMOJEHCTBHE MEXY HEBPOMYCKYJIHHUTE ONOKEpU U CyraMaeKc.
Ha 0a3a Ha Te3u naHHU, HE c€ 0YaKBa KJIMHUYHO 3HAYMMO (DapMaKOIMHAMUYHO B3aUMOJIEIICTBUE C
JIpYTH JIEKapCTBEHU MPOITYKTH, C U3KIIOUEHUE HA CIeTHUTE:

ITpu Topemuden u Gpy3umoBa KUCENMHA HE MOTAT Jla C€ U3KII0YaT B3aUMOJCHCTBUS ¢ U3MECTBaHe (He
€€ 0YaKBaT KJIMHMYHO 3HAYUMH B3aUMOJECHCTBUS ChC 3aXBalllaHe).

HpI/I XOPMOHAQJIHUTE KOHTPALCTITUBU HC MOKE 1a C€ M3KIIHOYN KIIMHUYHO 3HAYUMO BSaHMOI[efICTBHe
ChC 3axBallaHe (He ce 0OYaKBaT B3aUMOJICHCTBHS C U3MECTBAHE).

B3anMoneiicTBUS, NOTEHIUAIHO 3acsATalid eUKACHOCTTA Ha CyramMajieKc (B3auMOJCHCTBHS C
U3MECTBAHE)

[Topaau mpuaraneTo Ha ONpeeIeH! JEKapCTBEHH MPOIYKTH CIIE CyraMaeKe, pOKYPOHHUH HITH
BEKYPOHHI TEOPETHYHO MOTaT Jla ObJaT H3MECTEHHU OT CyraMajiekc. B pesynrar Moxe na ce
Ha0JIr01aBa MOBTOPHA M0sIBa HA HEBPOMYCKYJIHA OJ10Kaja. B TakbB ciydail manueHTsT TpsaOBa 1a Obae
BeHTHJIMpaH. [IpunaraneTo Ha JiekapCTBEHHUS MPOIYKT, KOWTO € MPUYMHII U3MECTBAHETO, TPAOBa a
Obie IpeKkpaTeHo B ciiydail Ha HHQY3us. B cuTyanmu, B KOUTO MOXe /1a ce TIPEIBHISAT ITOTCHIINATHH
B3aUMOJICHCTBUS C U3MECTBaHE, MALIMEHTUTE TPAOBa Ja ObJaT BHUMATEIIHO HAOII0JaBaHu 32
MPU3HAIM Ha TOBTOPHA MOsIBA HA HEBPOMYCKYJTHA OJiokaaa (MpUOIM3UTENHO 10 15 MUHYTH) ciien
HapeHTEePaTHO MIPUIIOKEHUE Ha APYT JIEKApCTBEH MPOIYKT, MOSBSBAIIY C€ B IEpHoa oT 7,5 gaca ciex
HpUIaraHe Ha Cyramajiexc.

Topemuden

[Tpu TopemudeH, KOWTO MMa CPAaBHUTEITHO BHCOK aMHHUTET 33 CBBP3BAaHE ChC CyraMaaeKkc U KOWTO
MOJKe J]a PUCHCTBA B CPABHUTEITHO BICOKH IJIa3MEHU KOHIICHTPAIH, MOXKE J1a CE TIPOSIBH U3BECTHO
U3MECTBAaHE Ha BEKypPOHHH MM POKYPOHUI OT KOMILIEKca cbe cyramaaexc. Cie1oBaTeIHo
KIMHUIUCTBT TPsiOBa a Ob/ie HAsICHO, Y€ Bb3CTAaHOBSIBAaHETO Ha choTHOIEeHNEeTo T4/ T 1o 0,9 Moxe na
ObJie 32a0aBEHO MPU NMAMEHTH, KOUTO ca MOIYYMWIH TOPEMU(EH B JICHS Ha OlepalusiTa.

WNuTpaBeHo3HO NMpritokeHHe Ha (y3UI0Ba KUCEIIMHA

[Ipunaranero Ha Qy3uI0Ba KMCEIUHA B IIpeoiepaTHBHATA (aza MOXKe J1a TI0Be/e A0 3a0aBsHe Ha
BB3CTaHOBsIBaHETO Ha choTHOIIeHHEeTO T4/T1 1o 0,9. He ce ouakBa moBTOpHA MOSIBa Ha
HEBPOMYCKYJIHa OJI0Kaja B IocToNepaTuBHaTa (a3a, Thii KATO CKOPOCTTa Ha MH(Y3Us Ha Qy3ugoBaTa
KHCEJIMHA TOKPUBA MIEPUOJI OT HAKOJIKO Yaca M HUBaTa B KPbBTa ca KyMyJIaTUBHU 3a 2-3 nHHU. 3a
MOBTOPHO MpUJIaraHe Ha CyramaJiekc, BIDKTe Touka 4.2.

BsaumMonaeiicTBus, NOTEHIHMAIHO 3acsraliy e(UKAaCHOCTTA Ha APYIU JEKAPCTBEHU MPOJIYKTH
(B3aMMOJEHCTBHSI CHC 3aXBaIllaHE)

ITopaau npuiiaraHeTo Ha cyramajekc, epeKTUBHOCTTA Ha OIPEICIICHU JICKAPCTBCHH MTPOAYKTH MOXKE
Jia Ob/Ie TOHIKEHA MOy MMOHKABaHE Ha (CBOOOHUTE) TIA3MEHU KOHIIGHTPAUU. AKO ce
HaOII0/]aBa TaKaBa CUTYAIIUs, CE MPEMOPhYBa KIMHUIIUCTHT J1a 0OMUCIIA IOBTOPHOTO MpHIJIaraHe Ha
HeKapCTBeHI/IS[ HpO}I}/KT, HpI/IHaFaHeTO Ha TepaHeBTI/I‘IHO CKBHUBAJICHTCH HeKapCTBeH HpOHYKT (3a
npeﬂnquTaHe oT pa3n1/1qu XUMHUYCH KJIaC) I/I/I/UII/I IIoAXo s HEMCANKAMCHTO3HHU I/IHTepBeHHI/II/I.




XOpMOHAITHU KOHTPAIICTITHBH

BzaumoneiictBueto Mexy 4 mg/kg cyramaliekc B porecToreH ce 04akpa Ja JoBeJIe 10 HaMallsiBaHe
Ha ekcno3unusTa Ha nmporectoret (34% ot AUC), nogo0HO Ha HaMaJIsIBaHETO, HA0JIF01aBaHO, KOTAaTo
JTHEBHA /1032 MepopalieH KOHTPALENITUB ce pueMa 12 gaca mo-KbCHO, KOETO MOXKeE Aa JOBEE /10
moHIKaBaHe Ha eexTuBHOCTTA. [Ipn ecTporeHuTe ce ogakBa eeKThT Aa € 1mo-cinad. CiaemoBaTenHo
MPUJIaraHeTo Ha 0OJIyC J103a CyraMaJIeke ce CUMTA 32 EKBUBAJICHTHO Ha €JJHA MPOITyCHATA THEBHA J103a
MepopaTHH CTCPOUIIHY KOHTPAIICNITUBY (KOMOUHUPAHHU MU CaMO MPOTECTOreH). AKO CyramaJieKkc ce
npuiiara B CbIIMS JCH, B KOMTO ce MpHeMa 1 NiepopalieH KOHTPAIICTITHB, TPSAOBA Ja ce MperienaT
CHBETHUTE 3a MPOITyCHATA 71032 B JIMCTOBKATA 3a MAI[MCHTA Ha MIePOPATHUS KOHTpaIlenTuB. B cirydail Ha
MpuUJiaraHe Ha XOPMOHATHU KOHTPAICIITUBH, KOUTO He ¢a MEePOPAJIHH, MAIMECHTHT TPAOBa J1a
W3II0JI3BA IOMTBTHUTEIICH HEXOPMOHAJICH KOHTPAIICTITUBEH METO/I ITPE3 CISABAIIUTE 7 THU U JIa
nperiie/ia ChBETUTE B IUCTOBKATA 3a MAI[UCHTA HA TIPOJIYKTA.

BzaumoneicTBusl, IDKAIIM ce HA MPOIBIDKUTECIHIS e(DEKT Ha POKYPOHHA WIH BEKYPOHUI
Koraro B mocTomnepaTuBHUS IEPUOJT CE M3MOI3BAT JIEKAPCTBEHU IPOAYKTH, KOUTO MOTEHIIUPAT
HEBpPOMYCKYJIHa OJoKaza, TpsOBa Aa ce 00bpHE 0COOEHO BHUMAaHNE Ha BH3MOXKHOCTTA 32 MIOBTOPHA
NosiBa Ha HEBPOMYCKYJIHA O10Kaaa. MoJis, BUXKTE B JIMCTOBKATa HA POKYPOHUH HJIM BEKYpOHUH
CIUCHKa Ha KOHKPETHUTE JIEKAPCTBEHU MPOIYKTH, KOUTO MOTEHIIUPAT HEBPOMYCKYIJIHA OiToKkana. B
CITydJaif Ha TIOBTOpHA ITOSBa HAa HEBPOMYCKYJTHA OJIOKaja, MAIUEHThT MOXKE Jla ce HyXKAae OT
MEXaHUYHA BEHTHJIALUA U TOBTOPHO MpUilarane Ha cyramajekc (Bx. Touka 4.2).

Bausnue BbpXyY 1a00paTOPHU H3CIIEABAHUS

CyraMaz[eKc 110 MPUHIMUII HE BJIMAC BBPXY na6opaTopHH H3CJICABaHUA, C BEPOATHOTO U3KIIIOYCHHUC Ha
TecTa 3a CepyMHH HHUBa Ha rporectepoH. HabmiogaBaHo € BIUsIHAE BBPXY TO3M TECT MPH MIa3MEHH
KOHIeHTparuu Ha cyramasekc 100 mukporpama/ml (mukoBo murasMero HUBO cier 8 mg/kg 6omyc
WHKEKITH ).

[Tpu npoyuBane mpu 3apaBu 1o0poBoiny no3ute ot 4 mg/kg u 16 mg/kg cyramanekc BoasT 110
MaKCHUMaJHO cpeqHo yabkaBane Ha aPTT, ceorBetHO ¢ 17 11 22% 1 Ha PT(INR), chotBeTHO € 11 1
22%.

Te3u orpannuenu cpeqau croinocty Ha yabkBane Ha aPTT u PT(INR) ca ¢ kpaTtka
MPOABIDKATENHOCT (< 30 MUHYTH).

[pwu in vitro onuty e HabmonaBaHo (hapMaKoJUHAMHYHO B3anMoielicTBue (yabmkaBane Ha aPTT u
PT) c anTaronucru Ha BuTamMuH K, HepakiimoHupaH xernapuH, HAICKOMOJIEKYJTHH XeTapuHOUIH,
puBapokcabaH u gadurarpaH (Bxk. Touka 4.4).

IleqgpnaTpyuHa monyJiarust

He ca nposexnanu opuunainu npoyyBaHus 3a B3auMoieiicTBusATa. I 'openocouenure
B3aWMOJICHCTBUS IIPH BH3PACTHU M MPEayNpexkIeHuATa B Touka 4.4 TpsiOBa cbuio 1a ObAaT B3ETU O/
BHHMMAHME IIpY NEAUATPUYHATA [TOITYJIALHNS.

4.6 @epruanrer, )peMEeHHOCT U KbpMeHe

Bbpemennoct
3a cyraMajieKC HIMa KIMHIUYHU JIAHHH 32 €KCIIO3UIIUS 10 BpeMe Ha OPEMEHHOCT.

ExcriepuMeHTaTHUTE TPOYYBAaHUS TP )KMBOTHH HE TIOKAa3BaT MPSAKO MU HETIPSIKO BPEIHO
BB3/ICUCTBIE BbPXY OpeMEHHOCTTa, EMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAKIAHETO UITH
MOCTHATAJIHOTO Pa3BUTHE.

[Ipunaranero Ha cyramajiekc Ipu OpeMeHHH KEeHH N3UCKBA MTOBUIIIEHO BHUMAaHHE.

Kopmene
He e u3zBecTHO nanu cyramaziekc ce eKCKpeTupa B KbpMaTa. EKcriepuMeHTamTHuTe NpoyyuBaHUs IPU

KUBOTHH TIOKa3BaT EKCKPEIUs Ha CyraMaieKc B MIISIKOTO. [lepopannaTa abcopOums Ha
IIAKJIOACKCTPHHM 110 TIPUHITHAII € HUCKA U HE CE OYaKBa BIMSIHHUE BEPXY KbPMAUETO CJIC]T IIpIIaraHe Ha
€HOKpaTHA 71032 MPH KbpMayKara.



TpsiOBa 1a ce B3eMe pelIeHue Jalii Ja ce MPEYCTaHOBH KbPMEHETO WIIU JIa Ce TIPEyCTaHOBH/HE Ce
MPUJIOKHU TepamnusiTa ChC CyraMajieke, KaTo ce B3eMar MpeJIBU/I I0J13aTa OT KbPMEHETO 3a JIETETO
1oJI3aTta OT TepamusiTa 3a JKeHaTa.

depTunurer
He e mpoy4Bano BIHSHHETO HA CyraMajeKc BbpXY depTuinTera npu xopa. [Ipoyusanus mpu

JKUBOTHH 32 OLICHKa Ha epTIINTETa HE ITOKa3BaT BPEeJHO BIUSHHUE.

4.7 EdexTu BbpXy crniocodHOCTTA 32 mioupaHe U padoTa ¢ MAIIUHA

He e uzBectno Cyramaznexkc Mylan ga nosnusBa cmocoOHOCTTa 32 modupaHe U padoTa ¢ MalIiHU.
4.8 Hexenanu JeKapcTBEHH peaKIUH

Pesrome Ha npodmia Ha 6€30MacHOCT

Cyramanekxc Mylan ce npuiara eTHOBpEMEHHO C HEBPOMYCKYITHHU OJIOKEpPH W aHECTETHITH TIPU
XUPYPruyHU manueHTH. CIeI0BaTeNHO € TPYIHO JIa CE€ OIICHU PUYMHHO-CIICICTBEHATA BPh3Ka C
HEeXXeIaHUTe ChOUTHSI.

Haii-yecto nokmanBaHuTe HEXEAHN PEAKIH TIPU XUPYPIUYHU TAIMEHTH Ca KAIIUIA, YCIOXKHEHUS
Ha JIUXATCTHUTE IBTHIIA B PE3yJITAT Ha aHECTE3HUATA, YCIOKHEHHUS 110 BPEeME Ha aHEeCTE3Hs,
XHUIIOTOHUS B PE3YJITAT Ha MPOLEAypaTa U YCIOKHEHHUS B pe3ynTat Ha npoueaypara (Yectu (> 1/100
1o < 1/10)).

Tabauna 2: Tabnu4eH CNIMCBK HA HesKeJaHUTE JIEKAPCTBEHN PeaKuu

besomacHocTTa Ha cyramanekc e oreHeHa rmpu 3 519 oraenHu ydacTHUIM B 0azaTa TaHHU OT COOpHU
m3nuTBaHuA 3a 0ezonacHocT (asu [-11I. CrobmieHn ca creqHUTe HeXKETaHH PeaKIuy PH T1ane0o-
KOHTPOJIMPpAHWU U3NHUTBaHUA, KbACTO YHACTHUIHUTEC I1OJIydaBaT aHCCTEC3UA I/I/I/IJII/I HEBPOMYCKYJIHU
ostoxepu (1 078 yuacTHUIIM, U3I0KEHHU Ha cCyramajieke crpsamMo 544 Ha rmiaie6o):

[MHuoro wectu (> 1/10); wectn (> 1/100 mo < 1/10); mHeuectr (> 1/1 000 o < 1/100); penxu

(> 1/10 000 oo < 1/1 000); muoTO peaku (< 1/10 000)].

CucremMo-opraseH Kiac YecroTa Hexenanu nexkapcTBeHN
peakuun
(IlpeamounTanu TEPMHUHH)
Hapymienust Ha uMyHHaTa Heuectu Peakuuu Ha
CUCTEMA CBPBXYYBCTBUTEIHOCT KbM
JIEKapcTBOTO (BXK. TOuKa 4.4)
PecnimparopHu, rpbaHY U Yectn Kanumna
MEINACTHHAIHN HapyIIEHUs
HapansBanus, oTpaBsHUS 1 Yectn VY C0KHEHNS Ha TUXATEITHATE
YCIIO’)KHEHUS], Bb3HUKHAJIH B MIBTHILA B pe3yNITaT Ha
pe3yaTaT Ha HHTEPBEHLIUN aHecTe3usITa

VYcnoxxHEeHne o BpeMe Ha
aHecTe3us (BXK. Touka 4.4)

XUNOTOHUS B pe3yiTaT Ha
npoleaypara

VYcinoxHEeHus B pe3ynTar Ha
poleaypara

Omnucanne Ha U30PaHU HEKEIIAHU PEAKIIUK

Peaxnuu Ha CBPBXYyBCTBUTEIHOCT KbM JIEKapCTBOTO:

HpI/I HSKOU ITAITMCHTHU U )IOGpOBOH]_H/I Ca CC MOABUJIN PCAKIMU HAa CBPBXYYBCTBUTCIIHOCT,
BKITIOUMTENTHO aHadwinakcus (3a nHopManus 3a 1o00poBOIIUTE, BUXKTE 1M0-101y MHbDOopMmarus 3a




31paBu 100poBoiy). ChOOIIEHUTA 32 TAKWBA PEAKITMU OT KIMHUYHY U3MTUTBAHUS MPH XUPYPTUIHU
MAIMEHTH Ca HEYECTH, & OT TOCTMAPKETHHTOBUS IIEPHO]T Ca C HEU3BECTHA YECTOTA.

Te3u peakuy Bapupar OT U30JIMPAHU KOXKHU PEAKIUH IO CEPUO3HU CHCTEMHU PEakInu (T.e.
aHadwIakcus, aHaQUIAKTUYCH IOK) ¥ ca CE MOSBWIM IPU NAIMEeHTH, 0€3 MPEIXOAHO IpuiaraHe Ha
cyramajiekc. CHMIITOMHTE, CBbP3BaHU C TAKMBA PEAKIHH, BKITFOUBAT: 3a4epBsABaHE HA KOXKATa,
YPTHKApUsl, PUTEMATO3CH O0PUB, (TEIKKA) XUITIOTOHHUS, TAXUKAP/IUS, TOTyBaHE HA €3MKa, OJyBaHEe Ha
(hapuHKCa, OpOHXOCIIA3bM U OSIOAPOOHU OOCTPYKTHBHU ChOUTHS. TEXKKUTE peakIuu Ha
CBPBHXUYYBCTBUTEIHOCT MOTAT Jia O'bJIAT CIETAICH U3XO/I.

VYcnoxkHeHNs Ha TUXaTeTHUTE MTUIA B PE3YyJITAT HA aHECTE3UsITa

VYcnoxxHeHHATa Ha JUXaTeTHUTE MMTUIIA B PE3YyJITAT HA aHECTE3UsI BKIIFOUBAT 33JIaBSIHE OT
eHI0TpaxeaiHaTa Tpb0a, KaluIsgHe, JIEKO 33/IaBsiHe, Peakrs Ha MpoOy KIaHe MO0 BpeMe Ha OTleparvs,
KalllJISHE TI0 BpEMe Ha aHECTE3Ms WM 110 BpeMe Ha OIepallus, Wi CIOHTAHHO AUIIAHE HA MAI[UCHTA,
CBBP3aHO C aHECTE3UATA.

Yciio)xHEeHNE 110 BpeMe Ha aHecTe3ns

VYci10)KHEHUS 10 BpEME Ha aHEeCTe3HUs, I0Ka3aTeIHU 33 Bb3CTaHOBABAHETO HA HEBPOMYCKYJIHATa
(byHKLUS, BKIIOYBAT ABKEHUE HA KPAalHUK WIX Ha TSUIOTO WM KAIJISIHE IO BpeMe Ha aHeCTe3Us MU
10 BpeMe Ha OTIepallvsi, TpuMacy Wik CMy4YeHe Ha eHAoTpaxeanHaTa Tpb0a. Bmkre Touka 4.4 Jleka
aHecTe3us.

YcnoxHEeHns B pe3yiTaT Ha Mpoleaypara
VYcoxxHeHusATa B pe3yiiTaT Ha Mpolelypara BKIIOUBAT KalllsHe, TaXUKapAus, OpaguKkapaus,
JIBUKEHHE U YCKOpsSIBaHE Ha Chp/ieYHaTa 4eCTOTa.

N3zpazena Opanukapaus

[Tpu mocTMapKETHHTOBHS ONUT Ca HAOJI0JaBaH! M30JIMPAaHU cly4yau Ha u3pa3eHa Opagukapaus u
OpaaukapIus ChC ChPACUCH apecT B PAMKHUTE HA MUHYTH CJIC]I IIpUJIaraHe Ha cyramasiekc (BxK.
Touka 4.4).

[ToBTOpHA MOsIBa HA HEBPOMYCKYJIHA OJI0Kaa

B xiMHWYHM IPOYYBaHUS PU YYACTHHIM, JIEKYBaHH C POKYPOHHI HJIH BEKYPOHHUH, KBETO
cyramaJieKc ce mpuiiara n3NoJ3BaiiKy /1032, ONpeiesieHa CIIope/l CTENeHTa Ha HeBPOMYCKYJTHA
omokana (N=2 022), e HaOIojaBaHa MOBTOPHA MOsIBA HA HEBPOMYCKYJTHA OJIOKaJia ¢ 4eCToTa OT
0,20%, BB3 OCHOBA Ha HAOJIOIEHUE HA HEBPOMYCKYJIHATa (QYHKIMS WM KIMHUYHU J10Ka3aTeICcTBa
(Bk. TOuka 4.4).

Wudopmarus 3a 3apaBu 100pOBOIIN

Panpgomusupano, JBOWHOCIANO NPOYYBaHE U3CIEIBA YECTOTATa HA PEaKLMUTE Ha
CBPBXUYBCTBUTEIHOCT, IPUYMHEHH OT JIEKAPCTBOTO MPH 3paBu JOOPOBOJIIIH, ITOTyYaBAIU 10 3 03U
miane6o (N=76), cyramanekc 4 mg/kg (N=151) unu cyramanekc 16 mg/kg (N=148). CpoOuieHusITa 32
MOJ03UPaHa CBPbXUYBCTBUTEIHOCT €A JOIBJIHUTEIHO OLICHEHH 3acieneHo oT Komucus. Yecrtorara Ha
JIOITBITHUTEIHO OLIEHEHATa CBPBX4yBCTBUTENHOCT € 1,3%, 6,6% 1 9,5% CHOTBETHO B IpyIUTE Ha
iane6o, cyramaaekc 4 mg/kg u cyramanekce 16 mg/kg. Hama cpobmienuns 3a anapumakcus ciej
npreM Ha miane6o i cyramanekc 4 mg/kg. iMa equHUYeH, TOMIBJIHUTEIHO OLICHEH CiIy4al Ha
aHaduakcus ciies mppBarta go3a cyramanaekc 16 mg/kg (uectora 0,7%). Hsima nanum 3a moBuieHa
YEeCTOTa WITH TEXKECT HAa CBPBXYYBCTBUTEIHOCT MPH MOBTOPHO MPUJIAraHe Ha CyramaJieKc.

B npenumHo npoyuBaHe ¢he CXOJIEH JU3aiH, IMa TPH JOMIBITHUTEIHO OIICHEHH CITydasl Ha
aHaduIakcus, BCHUKH cje] mpueM Ha cyramazaekc 16 mg/kg (uecrora 2,0%).

B 6a3ara naHHu Ha cOOpHM pOoyuYBaHus (asza | HekenaHuTe peakiuy, OlleHeHH KaTo decTH (> 1/100
10 < 1/10) nim mHOTO YectH (> 1/10) 1 HaOMOJaBaHU MMO-YECTO CPEJl YYACTHUIINTE, JIEKYBAHH ChC
cyramajiekc, OTKOJIKOTO B Iane0o rpynara, Bkitousar gucreysus (10,1%), rmaBobomnue (6,7%),
razgene (5,6%), yprukapus (1,7%), npypuryc (1,7%), 3amasaoct (1,6%), moBpbiane (1,2%) u
kopemHa 60xka (1,0%).
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Jlonvanumenna unghopmayus 3a cneyuaniy NONYIayuU

[NaruenTtu ¢ 6enoapoOHU 3a00IBAHUS

B nmocTMapkeTHHIOBY TaHHU U B €IHO KOHKPETHO KIIMHMYHO U3MUTBAHE MPU MMAIMEHTH ¢ aHAaMHEe3a 3a
0erroIpoOHM YCIIOKHEHUS € JOKIJIaZBaH OPOHXOCTIa3bM KaTO BEPOSITHO CBBP3aHO HEXKeJIaHO ChOUTHe.
[Ipn Bcruky manueHTy ¢ aHaMHe3a 3a 0e10poOHN yCIOKHEHHS, JISKapsAT TPSAOBa Jja € 3aI03HaT ¢
BB3MOXKHATA TI051Ba HA OPOHXOCTAa3bM.

Ileouampuuna nonynayus

[Tpu mpoyuBaHus C MeIUATPUYHU TAIIMEHTH Ha BB3pacT OT 2 10 17 roguHu, npoduibT Ha
6e3omacHocT Ha cyramazekc (no 4 mg/kg) kato 1s10 e momobeH Ha npoduia, HabIOJaBaH IPU
BB3PaCTHHU.

Hauuenmu ¢ bonecmno 3amavecmsgane

B KIMHWUYHO M3MUTBAHE, CIICIIMATHO HACOYEHO KbM MAIEeHTH ¢ O0JIECTHO 3aTIBCTABAHE, TPOPIITBT
Ha 06€30MacHOCT KaTo II5UI0 € o100eH Ha TO3M IMPHU BH3PACTHH MAIMEHTH B COOPHH IpoydYBaHus ¢asa |
mo III (Bxk. Tabmuma 2).

HCIL[MEHWZM C MENCKO CUCMeEMHO 3ab0s6aHe

B u3nuTBaHe npu maueHTH, KOUTO ca oreHeHn karo Kitac 3 wim 4 ciope; AMEpHKaHCKOTO
JpYKECTBO Ha aHecTe3nono3nTe (American Society of Anesthesiologists (ASA)), (maneHT ¢ TEKKO
CHCTEMHO 3a00JIsIBaHE WIIU MAIIMEHTH C TeKKO CUCTEMHO 3a00JIsIBaHe, KOETO € MOCTOsIHHA 3aIuiaxa 3a
JKUBOTA), MPOHITBT HA HeXeNnaHuTe peakiuu npu te3u ASA Kiac 3 u 4 manueHTH KaTo msio e
noJ00CH Ha TO3M NPH BB3PACTHU MAMEHTH B cOOpHU mpoyuBanus ¢asza [ mo III (Bx. Tabnuua 2).
Buxre Touka 5.1.

CrobInaBane Ha IMOI03MPAHN HEXKEITAHHN PEAKITUH

CphoO11aBaHeTo Ha MO0I03UPAHH HEXKEIAH! PEaKIUK CJIe]] pa3peliaBate 3a yrnorpeda Ha JeKapCTBeHUsI
NPOAYKT € BaxkHO. TOBa MO3BOJISBA 1a IPOIBIKH HAOIOICHUETO Ha ChOTHOIICHUETO TOJI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICIUATHCTH CE U3MCKBA J]a ChOOIIABAT BCSIKA
N0/I03MpaHa HeKeNaHa peakilns uype3 HalMoHalHa CUCTeMa 3a ChoOIaBaHe, MoCoYeHa B

IIpunoxxenue V.

4.9 Ilpeno3upane

[Ipu kMTMHUYHYN TpOoyYBaHUS € AOKIaABaH 1 ciaydail Ha ciydaiiHo ipeqo3upane ¢ 40 mg/kg 6e3
HSIKAKBU 3HAUYMMHM HeKeslaHu peakuuu. [Ipu npoydBaHusTa 32 MIOHOCHMOCT TIPH XOPa, CyTaMaJieKe €
npuiiaras B 103 10 96 mg/kg. He ca poxnajBany HUKaKBH HEXeJIaHU ChOUTHS, CBHP3aHU C J]03aTa,
HHUTO CEPHO3HM HEexkenaHu crouTus. Cyramagekc Moske a ObJie OTCTpaHEeH Ype3 XeMOJUaIH3a C
(GUITHP ¢ BUCOKA CKOPOCT Ha MOTOKA, HO HE U ¢ QMITHP ¢ HUCKa CKOpocT. Criopen JaHHUTE OT
KIMHUYHUTE POYYBaHMUs, INTa3MeHaTa KOHIIEHTpAIMs Ha cyramaziekc ce HaMmaisiBa 1o 70% cien 3 1o
6-JacoBa auanusa.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 ®apmakoaMHAMUYHHU CBOWCTBA

®dapmakoTepaneBTU4HA IPpyNa: BCHUKU APYTH TepareBTUUHU poayKTH, aHTuA0TH, ATC kox:
V03AB35

MexaHu3bM Ha JIENCTBUE
Cyramajnekc e Moau(uIMpaH ramMa-IuKIOASKCTPUH, KOUTO € CEIEKTUBHO CBHP3BAIIIO CE C
MHOpPEIaKCaHTH CPeACTBO. Toi 00pa3yBa KOMILJICKC ¢ HEBPOMYCKYIHUTE OJIOKEPU POKYPOHHH MK
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BEKYPOHHMH B IUIa3MaTa U Taka HaMasBa KOJIMYECTBOTO HEBPOMYCKYIIEH OJIOKep, CIIOCcOOeH /1a ce
CBBP3Ba C HUKOTUHOBU PELIETITOPU B HEBPOMYCKYJIHUTE CUHAIICH. TOBa BOAM 10 Bb3CTAHOBSABAHE OT
HEBPOMYCKYJIHA OJIOKaja, MHAYLUpPaHa C POKYPOHHH UIIM BEKOPYHHI.

DdapmakoHAMIUYHY eDEKTH

Cyramanekc e npuaras B g1o3u Mexay 0,5 mg/kg n 16 mg/kg nmpu nmpoyduBaHus 3a onpe/ensae Ha
3aBHCHMOCTTA JI03a-OTIOBOP MIPH HEBPOMYCKYJIHA OJIoKaja, HHayupana ¢ pokyponwuii (0,6; 0,9; 1,0 u
1,2 mg/kg poxypoHneB OpomuIl Cbe U 6€3 MoaIbpIKaIia 103a), ¥ TP HEBPOMYCKYITHA OJIOKaa,
uHaympana ¢ sekyponnii (0,1 mg/kg BekypoHueB OpoMu che U 6€3 MO IbpIKAIa 1032a), B Pa3IHIHU
BpPEMEBHU TOUKU/PAa3TUYHU CTETIEHU HAa HEBPOMYCKYJIHA Osiokana. [Ipu Te3u nmpoydBanus e
HaOJIroaBaHa sSiCHa 3aBUCHMOCT /1032-0TTOBOD.

Knnanuna edukacHocT M 0€300aCHOCT
Cyramajiekc MOe Jia ce MPUIIOKHU B HAKOJIKO Pa3InYHU BPEMEBU TOUKH CIIE MpUIarane Ha
POKYPOHHEB WIIA BEKYPOHUEB OPOMUI:

Pymunno ev3cmarnossisane — 0v100Ka He8POMYCKYIHA O10KA0A

B enHO OCHOBHO IIpoyYBaHe, MAIMEHTUTE Ca PAaHJOMHU3UPAHH B TPYIN HAa POKYPOHHI M Ha BEKYPOHHH.
Crnen nocnegHaTa 103a POKYPOHHM WM BEKYPOHUU, IpH 1-2 MOCTTETAHUYHU NOTPENBAaHUS, Ca
npunoxxenu 4 mg/kg cyramanexc win 70 meg/kg HeocTUrMUH B paHAOMU3UpaH pel. Bpemeto ot
HAYaJIO0TO Ha PUIIOKEHUETO Ha CyraMajieKC WIIM HEOCTUTMUH JIO Bb3CTaHOBSBAaHE HA ChOTHOLICHUETO
T4/T1 10 0,9 e:

Tadauua 3: Bpeme (MUHYTH) OT NPUWIOKEHUE HA CYTaMaJeKC UM HEOCTUTMHUH NPH TbJA00KA
HeBPOMYCKYJ/IHa 0;10Kkana (1-2 mocTreTaHUYHM NOTPENBAHUS) cJieJ POKYPOHMIl WM BEKYPOHMA
J0 Bb3CTAHOBSIBAHE HA ChOTHOIIeHHeTo T4/T1 mo 0,9

HeBpomyckynen 6mokep CxeMa Ha JieueHue
Cyramanexc (4 mg/kg) Heocturmun (70 meg/kg)
Pokyponuit
N 37 37
Mennana (MHUHYTH) 2,7 49,0
I'panuuu 1,2-16,1 13,3-145,7
Bekypouuit
N 47 36
Mennana (MAUHYTH) 3,3 49,9
I'panuuu 1,4-68.4 46,0-312,7

Pymunno év3cmanossasane — ymepena negpomyckyina 6.10kaoa

B npyro ocHOBHO npoy4BaHe, NAIEHTUTE ca PAHJOMU3UPAHH B TPYIH HAa POKYPOHHUN U BEKYpPOHHIA.
Crnen mocneanara 103a pOKypOHHMH WIH BEKYPOHUI, IIpH MOBTOPHATA MOsABa Ha T2, ca MpUIOKEHH

2 mg/kg cyramanekc uiau 50 mcg/kg HeoCTUTMUH B paHIOMHU3UpaH pel. Bpemero ot HauanoTo Ha
MPUIOKEHUETO HA CyraMaJIeKC MM HEOCTHTMHUH JIO Bh3CTaHOBsIBaHE Ha choTHoIeHnero T4/ T 1o 0,9

c:
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Ta6auna 4: Bpeme (MUHYTH) OT IPWJIOKEHNE HA CyraMa/IeKC WM HEOCTUTMUH NPH MOBTOPHATA

nosisa Ha T cieq pokypoHuMii nin BeKypoHmMii 10 Bb3CTaHOBsIBAHe HA ChoTHOLIeHUEeTO T4/ T 10
0,9

HeBpomyckynen 6mokep CxeMa Ha Je4yeHue
Cyramanexc (2 mg/kg) Heocturmun (50 meg/kg)
Pokyponuii
N 48 48
Menauana (MMHYTH) 1,4 17,6
IMpanuum 0,9-5.4 3,7-106,9
BekypoHuit
N 48 45
Menunana (MUHYTH) 2,1 18,9
I'panuium 1,2-64,2 2,9-76,2

Bb3craHOBsIBaHE ChC CyraMaJeKc OT HEBPOMYCKYIIHA OJ10Kala, HHAYIUPaHa C POKYPOHUIA, € CPaBHEHO
C Bb3CTAHOBSIBAaHE C HEOCTUTMUH OT HEBPOMYCKYJIHA OJI0KaJa, MHIyLUpaHa ¢ Huc-arpakypuid. [lpu
MOBTOpPHA TosiBa Ha T e mpunoxkena po3a 2 mg/kg cyramanekc nim 50 meg/kg HeOCTUTMUH.
Cyramaziekc ocurypsiBa no-0bp30 Bb3CTaHOBSIBAHE OT HEBPOMYCKYJIHA OJI0Ka/1a, MHIYIHPaHa C
POKYPOHHH, B CPaBHEHHE C B3CTAHOBSIBAHE C HEOCTUTMHH OT HEBPOMYCKYJIHA OJ10Ka/1a, MHAYHpaHa
C HUC-aTpaKypui:

Ta6anuna S: Bpeme (MHHYTH) OT NPHJI0KeHNe HA CyraMa/ieKe MM HEOCTUTMHUH MPHU MOBTOPHATA
nosisa Ha T, cie pOKYpPOHHMIA MM HUC-ATPAKYPHIi 10 Bb3CTAHOBSIBAHE HA CbOTHOLIEHHETO
T4/ T1 a0 0,9

HeBpomyckynen 6mokep Cxema Ha JeyeHue
Poxyponuii u cyramajiekc Iuc-atpakypuii ¥ HEOCTUTMUH
(2 mg/kg) (50 meg/kg)

N 34 39

Mennana (MHUHYTH) 1,9 7,2

I'panuuu 0,7-6,4 4,2-282

3a nezabaeno évscmanossasane

Bpemeto 110 Bb3cTaHOBSIBAaHE OT HEBPOMYCKYIIHA OJI0Ka/1a, HHAYIMPaHa ChC CYKIIMHUIXOJHH
(1 mg/kg), e cpaBHEHO ¢ Bb3CTaHOBsIBaHE Che cyramajiekc (16 mg/kg, 3 MUHYTH MO-KBCHO) OT
HEBPOMYCKYJHa OJoKaja, MHAyIMpaHa ¢ pokyponuii (1,2 mg/kg).

Tadanna 6: Bpeme (MUHYTH) OT NPHUJI0KeHNe HA POKYPOHUI H cyraMafeKc Wiu
CYKIMHWIXOJIMH /10 Bb3cTaHOBsiBaHe Ha T1 10 %

HeBpomyckynen 6mokep CxeMa Ha JIeyeHue
Pokyponmii n cyramanekc CyKUMHWIXOINH
(16 mg/kg) (1 mg/kg)

N 55 55

Menunana (MUHYTH) 4,2 7,1

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

IIpu cOopen aHanm3 ca JOKIAJABaHH CIIETHUTE BpEMEHA HA Bh3CTaHOBsBaHe Npu 16 mg/kg cyramazaexc
cien 1,2 mg/kg pokyponuer OpoMu;
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Tabauua 7: Bpeme (MUHYTH) OT MPUWIOKEHHE HA CyraMajaeKc 3 MUHYTH cJie[ POKYPOHUIi 10
Bb3CTAHOBAABaHe Ha choTHoIenuero T4/T1 70 0,9; 0,8 nam 0,7

T4/T1 10 0,9 T4/Ty 10 0,8 T4/T; 1o 0,7
N 65 65 65
Menuana 1,5 1,3 1,1
(MuHYTH)
['parnmm 0,5-14,3 0,5-6,2 0,5-3,3
bvopeuno yepescoane

JlBe OTBOpEHH MPOYYBaHMS CPaBHABAT O0€30MACHOCTTA U e(PUKACHOCTTA HAa CyraMaieKe TIpH
XUPYPTUYHH MMALUEHTH ChC U 0€3 TeKKa CTeNeH Ha Ob0peuHo yBpexxaane. B eqHoTo mpoyusane,
cyramajiekc e mpuioxeH ciex onokana na 1-2 PTCs, nanyunpana ¢ pokyponuii (4 mg/kg; N=68);
MIPH JPYTOTO IPOYyYBaHe, CyraMaiekc € IPUJIoKeH MpH MOBTOpHATa nosBa Ha Tz (2 mg/kg; N=30).
Bb3craHoBsBaHETO OT OJI0Ka/1aTa € yMEPEHO YABIDKEHO MPH MAIIMEHTH C TeXKa CTeNeH Ha Ob0pedHo
yBpeXKIaHe, B CpaBHEHHUE C MalUeHTUuTe 0e3 0b0peuHo yBpexaane. [Ipu Te3n npoyuBanus He ca
JIOKJIaZBaHU OCTaThUHA HEBPOMYCKYIIHA OJIOKa/1a MM IIOBTOPHA TIOSIBa HA HEBPOMYCKYJIHA OJIOKaa
TIpH MAIUEHTUTE C TEXKKa CTENeH Ha ObOpPEeYHO yBpexKIaHe.

Iayuenmu c bonecmno 3amavemsagane

Wznuteane npu 188 marnmenTH, TMarHOCTUIIMPAaHU ¢ OOJIECTHO 3aTTBCTSABAHE, M3CTIeIBa BPEMETO 32
BB3CTAHOBSIBAHE OT YMEPEHa WIIN IBJI0OOKA HEBPOMYCKYJIIHA OJIOKa/la, MHAYIIMPAaHA C POKYPOHUH WTH
Bekyponuii. [lanmenTure momyyasar 2 mg/kg nim 4 mg/kg cyramajnexc, B 3aBUCHMOCT OT CTETICHTa Ha
Onokana, JO3MpaH WU CIOpe. ASHCTBUTETHOTO TEJIECHO TETJI0, WM CHOPE HACATHOTO TEIECHO
TErJ0, Ha PaHAOMM3HPaH, IBoWHOCIN mpuHIMI. COOpPHO 3a cTeneH Ha 0JI0Kaga 1 HeBPOMYCKYJIEH
O5oKep, MeaHaTa Ha BPEMETO JI0 B3CTaHOBsIBaHE Ha choTHOMIEHHETO train-of-four (TOF) > 0,9 mpu
MalMeHTH, Ha KOUTO € IMPUJIOKEHA J103a CIIOpE IEUCTBUTEITHOTO TenecHo Terio (1,8 Mmunytn), e
CTaTHCTUYECKH 3HaYuMO mo-Manka (p < 0,0001) B cpaBHEHUE ¢ AIIUEHTH, HA KOUTO € TIPUIIOKEHA
J103a CTIOpe]] UJICATHOTO TeJecHO Teruio (3,3 MUHYTH).

THeouampuuna nonynayus:

WznutBane npu 288 marmeHTy Ha Bh3pacT oT 2 10 < 17 ToauHu n3cienBa 0e301macHOCTTa |
e(UKacHOCTTa Ha CyraMaJieKC CIpPsIMO HEOCTUTMHUH KaTO CPEACTBO 32 BH3CTAHOBABAHE OT
HEBPOMYCKYJIHA OJI0Kaa, MHIYLUpaHa ¢ pOKYpPOHHUH MM BEeKypoHHiA. Bb3cTaHOBsIBaHE OT ymMepeHa
6nokana no ceotHomerneTo TOF > 0,9 e 3HaunTenHo no-0bp30 B rpynara Ha cyramazekc 2 mg/kg B
CpaBHEHHE C rpynaTa Ha HEOCTUTMUH (Cpe/lHa reOMeTpUYHa CTOMHOCT OT 1,6 MUHYTH 3a cyramajeKkc
2 mg/kg u 7,5 MUHYTH 32 HEOCTUTMUH, ChOTHOIIIEHHE Ha CPETHUTE TeOMEeTpUYHH cToiHOCTH 0,22,
95 % CI (0,16; 0,32), (p< 0,0001)). Cyramanexc 4 mg/kg mocTura Bb3CTAaHOBSBAHE OT IBJIOOKA
0J10Kaza ChC cpeiHa TeOMETpHUYHA CTOMHOCT OT 2,0 MUHYTH, TOJOOHO Ha pe3ysITaTUTe HabII0gaBaH!
NpY BB3pacTHU. Te3u ehekTH ca MOCTOSHHY 33 BCHUYKH [TPOYYBAHU Bb3PACTOBU KOXOPTH (2 10 < 6; 6
1o < 12; 12 no < 17 roguHm) KakTo MPU pOKYPOHUH, TaKa U TP BEKypoHU. BimkTe Touka 4.2.

Hayuenmu ¢ medsicko cucmemno 3a6oasi6amne

W3nureane npu 331 nanuenTu, Kouto ca oueHeHu kato Knac 3 unu 4 cnopen ASA, uscnensa
YyecToTaTa Ha MOSIBUJIMTE CE BbB BPB3Ka C JICUCHUETO apUTMUH (CHHYCOBa OpaauKapans, CHHYCOBa
TaxXUKapIus WU IPYTH ChPJACYHN apUTMHUH) CIIE]] IPUIIOKEHUETO Ha CyraMaJIeKc.

[pu nanmenTy, moryuasamy cyramanekc (2 mg/kg, 4 mg/kg nnu 16 mg/kg), yectorara Ha MOSIBUITUTE
ce BbB BPB3Ka C JICUCHUETO apUTMHU KaTo LISJI0 € oJ00Ha Ha Ta3u npu HeocturmuH (50 pg/kg no

5 mg makcumaiHa a03a) + rimkonuponar (10 pg/kg 1o 1 mg makcumaisa g03a). [Ipoduabt Ha
Hexxenanute peaxun mpu ASA Kiac 3 u 4 manmeHTs KaTo msu1o € IoJo0eH Ha TO3H IIPH Bb3PACTHH
nanueHTH B cOopHu npoyusanus ¢asa I no I1l. 3arosa He e HeoOxoaMMa KOpeKIHs Ha Jo3aTta. Brkre
TouKa 4.8.

5.2 ®apmMakoKMHETHYHH CBOWCTBA
DapMaKOKMHETUIHUTE MMapaMeTPH Ha CyraMaIeKC ca M3UMCICHU OT OOIIHs cOOp Ha KOHIICHTPAIIUNTE

Ha HECBBP3aHHA U CBbP3aHHA B KOMIUICKC CyraMaJcKcC. (DapMaKOKI/IHeTI/IT-IHI/I napaMeTpu KaTto
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KIUPBHC ¥ 00eM Ha pasIpe/esieHre ce MpreMaT 3a eTHAKBY NP HECBbP3aHUs 1 CBhP3aHUS B
KOMIUIEKC CyraMaJIeKc IpH JIUIA MOl aHECTE3HsL.

PasnpeneneHue
HabmromaBanusT craiimonaper o0eM Ha pasmpeeseHne Ha cyramanekce e mpuomusurtento 11 qo

14 nutpa pu B3pacTHH MAIMEHTH C HOpMaiHa 0b0peuHa QyHKIMs (Bh3 OCHOBA Ha
KOHBEHI[MOHAJICH, HEKOMITAPTUMEHTEH (DapMaKOKMHETHYCH aHanu3). HUTo cyramanekc, HUTO
KOMILJIEKCHT OT CyraMaJIeKC U POKYPOHHIA, Ce CBBP3BAT C TUIA3MEHHUTE MPOTEHHHU UM C CPUTPOITUTHTE,
KaKTO € TIOKa3aHo i1 Vitro, KaTo ce M3MO0JI3Ba YOBEIIKa TIa3Ma OT MBKKHA UHIUBHL U 1518 KPBB.
Cyramajiekc nposiBsiBa JIMHEIHA KMHETHUKA B 030BUTE rpanuiy oT 1 10 16 mg/kg, koraro ce mpuiara
Karo 1.v. 0oIryc 103a.

Meraboanussm
B npeaxkIMHUYHY U KIMHUYHY TIPOYYBAHUS HE ca HAOJF01aBaHU METa0OJUTH HA CYraMaJieKC U €
HaOJroIaBaHa camo ObOpeYHa eKCKpelus Ha HelTPOMEHEHHS IPOIYKT KaTo BT HA SIMMUHHPAHE.

EnumMunupane
EnvMuHAnMOHHUAT MOMYXHUBOT (t1,2) HA CyraMaieKC P Bb3pACTHH MAIUEHTH C HOpMaiHa 0b0pedHa

(YHKIIHS TTO/T aHECTE3HsI € OKOJIO 2 Yaca, a M3YHUCIICHHAT TUIa3MeH KIUpBHHC € okono 88 ml/min. Exro
mass balance npoyuBane nokassa, ue > 90 % ot no3ara ce exckperupa 10 24 gaca. 96 % ot no3ara ce
EKCKpeTUpa B ypHUHaTa, OT KOUTO MoHe 95 % ce IbinKaT Ha HepoMeHeH cyramaniekc. Exckpenusita
ype3 ¢ereca UM U3OUIIBAHUA Bb3AyX € mo-manko ot 0,02% ot no3ara. [Ipunaranero Ha cyramagexc
MIPH 31IpaBy TOOPOBOJILIM BOJIH JIO TIOBUIIICHO OBOPEUHO STMMHUHHUPAHE HAa POKYPOHHMIA B KOMILICKC.

Cneyuannu nonyrayuu

Br0OpeuHo yBpekaaHe v Bb3pacT

[Tpu PpapmMakOKHMHETHYHO MPOYYBaHE, CPABHSBAIIO MALIMEHTH C TEXKKA CTENeH Ha ObOpeYHO
YBpEKIaHe U MAIMeHTH ¢ HOpMaIHa ObOpeuHa (YHKIHS, IUIa3MEHNTE HUBA HA CyraMaJIeKC B JBETE
TpyIHU ca NOAOOHU Mpe3 MbPBUS Yac ciie]l MPUIIaraHeTo, a cjie]l TOBa B KOHTPOJIHATA TpyTia HUBaTa
HamamsaBar no-0bep30. ToTaHaTa eKCIO3UIHS Ha CyraMaJieKC € yIbKeHa, KOeTo BoJu 1o 17 mbTH 1mo-
BHCOKA €KCITO3UIINS ITPH TAIIMEHTH C TeXKa CTeNeH Ha ObOpedHo yBpexnane. [Ipu nmamueHTn ¢ Texka
OBOpeYHa HEOCTATHYHOCT Ca JOJIOBUMH HHCKU KOHIIEHTPAIMK Ha cyramaJieKkc oHe 48 Jaca cien
JIO3UPAHETO.

[1pu BTOpO hapMaKOKWHETHYHO MTPOYYBaHE, CPABHSBAIIO JIUIIA C YMEPEHA HIIH TeXKa CTEIIeH Ha
0B0peyHO yBpeXaaHe U JTUIla ¢ HopMaliHa ObOpevyHa (GyHKIUS, KIMPBHCHT HA CyraMaJieke
MIPOrPECUBHO HAMAJISIBA U t/2 MPOTPECUBHO C€ YIbJKaBa C BJIOIIABAaHETO Ha ObOpeuHaTa (QyHKIHS.
Excrniozunusita € 2 mbTH ¥ 5 IBTH TIO-BUCOKA TIPH JIMIA CHOTBETHO C YMEPEHa U TeXKa CTETeH Ha
0p0peuHo yBpexaane. [Ipu numa ¢ Texka ObOpeyHa HeOCTATBYHOCT, CIe]] 7 JTHU OT MPUJIaraHeTo Ha
J103aTa KOHIICHTPAIUUTE Ha CYyraMa/IeKC Beue He Ca yCTAaHOBUMH.

Tadauua 8: Ilo-mosy e npeacraBeHo 00001meHne Ha GpapMaKOKUHETUYHUTE IapaMeTPH Ha
cyramajekc, crpaTupuuupanu Ha 0a3a Bb3pacT U 0b0peuyHa GyHKIUSA

N36panu xapakTepucTHKHU HA MalUEHTA Cpennu nporuo3upanu ®K nmapamerpn
(CV*%)
Hemorpadcku brOpeuna GyHkmus Knupsae O6em Ha Enumunanuonen
JTaHHU KpearnHnHOB KIIMpBHC (ml/min) | pasmpenenenue | monyxuBort (h)
Bwr3pact (ml/min) pu
TenecHo terio CTaLlMOHAPHO
cocrosiaue (1)
Bo3pacTau Hopmanna 100 84 (24) 13 2 (22)
40 roguHu YBpenena Jlexo 50 47 (25) 14 4(22)
75 kg VYmepeno | 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 ronunu YBpenena Jleko 50 46 (25) 14 4(23)

75 kg Ymepeno | 30 28 (25) 14 7(23)
Texxo 10 8 (25) 15 24 (24)
IOnoma Hopmanna 95 72 (25) 10 2(21)
15 ronuuu VBpenena Jleko 48 40 (24) 11 4(23)
56 kg Ymepeno | 29 24 (24) 11 6 (24)
Texko 10 7 (25) 11 22 (25)

Cpenna nercka | Hopmamna
BB3pacT 60 40 (24) 5 2(22)
9 roguH" VYBpenena Jlexo 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
BB3pacT 39 24 (25) 3 2 (22)
4 roguHN YBpenena Jlexo 19 11 (25) 3 4 (23)
16 kg Ymepeno | 12 6 (25) 3 7(24)
Texko 4 2 (25) 3 28 (26)

*CV=koe(HIIMEHT Ha BapHalUs

Ilon
He ca HaGmoaBany MoJIOBH Pa3IUKH.

Paca

[Tpu npoy4BaHe Ha 3paBH JIMLA OT AIMIOHCKU TPOU3XOA U OT €BpOIIEUIHATA paca He ca HaOIoJaBaHu
KITMHIYHO 3HAYUMH PA3JINKH BB (papMakoKUHETHYHHUTE TapaMeTpu. OrpaHnyYeHn JaHHH He TIOKa3BaT
pa3iuuus BbB (papMaKOKHHETHYHUTE MTAPAMETPH IIPH YSPHOKOKH FITH apo-aMepHKaHIIH.

TenecHo Terno

[NomymanroHHAUAT (hapMaKOKHHETHYCH aHAITN3 HA BH3PACTHH MAIMEHTH 1 TIAIIMEHTH B CTapuecka
BB3paCT He M0Ka3Ba KIMHUYHO 3HAYMMa Bpb3Ka Ha KIMpHHCA 1 00eMa Ha pa3npeielieHUe C TEIeCHOTO
TETJIO0.

3aTIbCTsABAHE

B kiIMHUYHO Mpoy4BaHe MPU NAIMEHTH ¢ 00JIECTHO 3aTIIbCTABaHe, cyramaiekc 2 mg/kg u 4 mg/kg e
JIO3UpaH CHOpea NEHCTBUTEITHOTO TEIECHO TerIo (n=76) WiIn UACATHOTO TEIECHO TeTio (n=74).
Excrio3unusita Ha cyraMajieKc ce yBelInJana 1o JI0303aBUCHM, JIMHEEH HauWH, CJIe]l IpujlaraHe B
3aBUCHMOCT OT JICHCTBUTEIHOTO TEJIECHO TETJIO MU HACATHOTO TelnecHo Tero. He ce HabmonaBat
KJIMHUYHO 3HAYUMH PA3IUKU BbB (PAPMaKOKHHETHYHHUTE MTAPAMETPH MEXK/TY MAlIUEHTHTE C 00JIECTHO
3aTIBCTSBAHE W O0IATA IOy IaIHsL.

5.3 IlpeakJMHUYHU AAHHH 32 0€30MACHOCT

[IpeaxnMHUYHUTE TaHHHU HE MOKa3BaT 0cOOEH PHCK 3a XopaTa Ha 0a3a Ha KOHBEHIIMOHAIHUTE
(hapMaKoJIOTHYHH U3MUTBaHUsI 32 0€30IIACHOCT, TOKCHYHOCT NP MHOTOKPATHO MpHJIaraHe,
T€HOTOKCHYEH TIOTEHINAT U PETPOTyKTHBHA TOKCHYHOCT, JIOKATHa TOHOCHMOCT U ChBMECTUMOCT C
KpBBTA.

Cyramajiekc ce U34nucTBa Obp30 NPH BUJIOBETE KUBOTHH, U3IIOJI3BAHU B IPEIKIMHUYHU H3ITUTBAHNS,
BBIPEKHU Y€ OCTaTHYHH KOJIMUECTBA CyraMaZieKc ca HaOJo1aBaH! B KOCTUTE U 3b0MTE Ha HE3peiH
rexoBe. [IpeakTuHMYHUTE POyYBaHUS IPU MJIAIN BB3PACTHHU U 3pEJH IUTbXOBE [TOKA3BaT, e
cyrama/iekc He TIOBJTHSIBa HEOIArONPHUATHO IIBETA HA 360MTE MITH Ka4eCTBOTO, CTPYKTypaTa Wil
MeTaboan3Ma Ha Koctute. CyramageKc He BIUse BbPXY 3apacTBaHETO Ha (PaKTypH U KOCTHOTO
peMoJieNnrpaHe.

16




6. DODAPMAIIEBTUYHHU JAHHU
6.1 CHoucbk Ha IOMOILIHHUTE BelIeCTBA

XimopoBoaopoIHA KHCeTrnHa (3a Kopekiusa Ha pH)
Harpues xuapokcun (3a kopekius Ha pH)
Bopa 3a unxkekuun

6.2 HecnBMecTUMOCTH

To3u nexapcTBEeH NPOAYKT He TPSOBa Jla ce CMecBa ¢ APYTH JICKAPCTBCHH MPOJYKTH, C U3KIIFOUECHUE Ha
TE3M, IOCOYEHH B TOYKA 6.6.
JoxnansaHa e (pM3nyHa HECHBMECTUMOCT C BEpaIriaMull, OHJAHCETPOH U PAaHUTH/IVH.

6.3 Cpok Ha roaHOCT
3 roguHu

Jokazana e xumuyHa 1 (U3NIHA CTAOMITHOCT IO BpeMe Ha yrotpeba 1o 48 gaca cien mbpBOTO
otBapsiHe ¥ paspexaane, npu 2°C no 25°C. OT MUKpOOHOJIOTUYHA TJICAHA TOUKA Pa3peACHHUST
MPOAYKT TPsiOBa Jia ce M3MOoJI3Ba He3abaBHO. AKO HE ce U3I0JI3Ba He3a0aBHO, MOTPEOUTENAT HOCH
OTrOBOPHOCT 32 BPEMETO M YCIIOBHATA Ha ChXPAaHEHHUE IO BpeMe Ha yrorpeda, KaTo Te OOMKHOBEHO HE
TpsiOBa na HanXBBPJIAT 24 yaca npu 2°C o 8°C, 0CBEH ako pa3pekIaHETO HE € U3BBPILICHO MPH
KOHTPOJIMPpAHU U BAJITMAUPAHU aCCIITUYHU YCIIOBUS.

6.4 CroeuuaJjiH4 yCJI0BHUSI HA CbXPAHEHUE

Ha ce cexpanssa mox 30°C.

a He ce 3ampasspa.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a Jia ce TpeAa3u OT CBETINHA.
3a yclioBusATa Ha CbXpaHEHHUE Ha Pa3peleHNs JIeKapCTBEH MPOIYKT, BIKTE ToUKa 6.3.

6.5 Buau chabpkaHue HA ONIAKOBKATAa

2 ml w5 ml pa3TBoOp BBB (IIaKOH OT MPO3PayHO CTHKIIO THII |, 3aTBOPEH ChC CHBA 3aIyIIAIKa OT
XJIOpOOYTHIIOBA T'yMa € aTlyMHHHEBO CBETIO-CHHBO OTUYIIBAILO CE Kamaye.

Bunose onakoBku: 1 ¢uakon mo 2 ml, 10 gnakona mo 2 ml, 1 ¢pnakon mo 5 ml wmu 10 uakona o
5 ml.

He Bcuuku BUOBE OMAaKOBKU MOTar jia ObJar IMyCHATH Ha Tasapa.

6.6 CrnenuanaHu npeanasHu MepKHU NP U3XBHPJIsiHEe H padoTa

Cyramanekc Mylan Moxe J1a ce HHXEKTHpa B MHTPABEHO3HA CHCTEMa B X0J1a Ha HH(Y3US ChC
CJICIHUTE UHTPABEHO3HU pa3TBOpH: HaTpueB xjopua 9 mg/ml (0,9%), riroko3za 50 mg/ml (5%),
HaTpueB xyopun 4,5 mg/ml (0,45%) u raroko3a 25 mg/ml (2,5%), paztBop Ha Punrep nakrart, pa3rBop
Ha Punrep, rimoko3a 50 mg/ml (5%) B HaTpues xmopun 9 mg/ml (0,9%).

Mudys3nonnara cucreMa TpsiOBa na ce mpoMue afgexkBatHo (Hamp. ¢ 0,9% HaTpHUeB XJIOPHUT) MEKITY
npunaraneto Ha Cyramanekc Mylan u npyru nekapcTsa.

Ynorpeba npu neauaTpuyHa MOnyIaus
[Ipu nenmarpuunn nanuentn Cyramanexc Mylan Moske 1a ce paspeau KaTo ce U3I0J3Ba pa3TBOp Ha
HatpueB xyopun 9 mg/ml (0,9%) no konuentpauus 10 mg/ml (Bx. Touka 6.3).

Hewnsnon3sanust JICKAPCTBECH NPOAYKT WM OTHAABYHUTC MaTCpUalid OT HETO Tp516Ba Ja C€ U3XBBPJIAT
B CBbOTBCTCTBUEC C MCCTHUTC U3MCKBaHMA.
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7. IPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Ireland Limited
Unit 35/36

Grange Parade

Baldoyle Industrial Estate
Dublin 13

Hpnannus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA
EU/1/21/1583/001
EU/1/21/1583/002

EU/1/21/1583/003
EU/1/21/1583/004

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

Jata Ha mppBO pazpemanane: 15 HoemBpu 2021 1.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

[MonpoOHa uH(popMaIUs 3a TO3U JICKAPCTBEH MPOIYKT € IpejocTaBeHa Ha yeOcaiita Ha EBporelickara
areHnus 1o JekapcTeaTa http:// www.ema.europa.eu.
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HPUJIOKEHUE I1

MMPOU3BOJUTEINA, OTTOBOPHU 3A
OCBOBOJKJIABAHE HA APTUIN

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'N YCJIIOBUA N UBNCKBAHUA HA PASPEHHIEHUETO 3A
YIIOTPEBA

YCJIOBUA NJIN OT'PAHNYEHUSA 3A BE3OITACHA 1 E@OEKTUBHA
YIOTPEBA HA JIEKAPCTBEHMSA ITPOAYKT
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A. NPOU3BOIUTEJL, OTTOBOPEH 3A OCBOBOXXJABAHE HA ITAPTUIN

HwMe u azipec Ha TPOU3BOIUTENS, OTTOBOPEH 3a OCBOOOKIABAHE HA NAPTHINTE

Viatris Santé
1 rue de Turin
69007 Lyon
Opanuus

Eurofins Analytical Services Hungary Kft.
Kerulet, Anonymus Utca 6/IV, IV Kerulet,
Budapest

1045

Yarapust

Mylan Germany GmbH
Benzstrasse 1

Bad Homburg

Hesse

61352

I'epmannus

[leuaTanaTta IMCTOBKA Ha JIEKApCTBEHUS MPOAYKT TPsiOBa 1a ChAbpKa UMETO U aipeca Ha
MPOM3BOJUTEINS, OTTOBOPEH 32 OCBOOOKIaBAaHETO HA CHOTBETHATA MApTHIA.

b. YCJOBUS NN OT'PAHUYEHUA 3A TJOCTABKA U YIIOTPEBA

JlexapcTBEHUAT MPOYKT C€ OTITYCKa I10 OTPaHUYEHO JieKapcko npeanucanue (Bx. [punoxenue I:
KpaTka xapakTepucTrka Ha IpOAyKTa, TouKa 4.2).

B. JAPYI'M YCJIOBUSA N UBUCKBAHUA HA PASPEIIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJau3npanm aokiaanau 3a oesonacuoct (ITAIB)

NzuckBanwusra 3a mojgaBane Ha [TAJIb 3a To3u JIeKapCTBEH MPOAYKT Ca MMOCOYCHH B CIIHICHKA C
pedepentnute natu Ha EBponeiickus cpio3 (EURD cnucek), npensuzes B wi. 1078, an. 7 ot
Hupektusa 2001/83/EO, 1 BbB BCHYKH CJICIBAIIN aKTyaJIN3alluH1, TyOJIMKYBaHU Ha
eBpOTICHCKHs yeOIopTan 3a JeKapCcTBa.

. YCcioBus NWJin Or'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITPOAYKT

. IInan 3a ynpasaenue Ha pucka (ITYP)

[IpurexxatensaT Ha pasperienuero 3a ynorpeda (IIPY) Tps6Ba na n3BbpIIBa H3UCKBAHUTE IEHHOCTH U
JeHCTBUS, CBBP3aHU C IPOCIeAsIBaHe Ha JeKapcTBeHaTa 0€301acHOCT, mocoueHu B o00penus [TYP,
npencrased B Monyn 1.8.2 Ha pa3pemieHnero 3a ynorpeda, KakTo U BbB BCHUKH CIIEIBAIIN 0100pEHH
akTyanu3anuu Ha ITYP.

Axryammsupas [IYP TpsiOBa na ce mogasa:

o 1o uckane Ha EBpomneiickara areHIus 1o JieKapcTBaTa;

o BUHArd, KOTaTo ce M3MEHsI CHCTEMAaTa 3a yIpaBJIeHUE Ha PHCKa, 0OCOOCHO B pe3yiTaT Ha
MmoJTydaBaHe Ha HOBa MH(OpMAITHs, KOSTO MOXKE J1a JOBEJIE 10 3HAYMMHU POMEHH B
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CHOTHOIIIEHUETO TOJI3a/PUCK, WITH CIIe/T JOCTHT'AaHE Ha BAXKEH eTan (BbB Bpb3Ka C TIPOCIe/sIBaHE
Ha JIEKapCTBEHATa 0E30TACHOCT WIIH CBEXKJIaHE Ha PUCKA JI0 MUHUMYM).
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HPUJIOKEHUE I11

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

BTOPUYHA KAPTOHEHA OITAKOBKA, 1 x5 ml u 10 x 5 ml ¢prakonn

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Cyramanekxc Mylan 100 mg/ml nHXeKIIMOHEH pa3TBOP
cyramajexc

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

1 ml ceappxa 100 mg cyramazexc (KaTo cyramMajexc HaTpHii).
Beeku duakon ot 5 ml chabspka S00 mg cyramajnekc (KaTo cyramaaeKkc HaTpu).
500 mg/5 ml

‘ 3. CITMCBK HA TIOMOIIIHUTE BEIIECTBA

Jpyru chcTaBKU: XJIOPOBOJOPOAHA KUCETIMHA H/UIIM HATPHEB XUAPOKCcH] (3a Kopekius Ha pH), Boaa
33 MH)KEKLIUH.
BmxTte nmucToBKaTa 3a moBevye HHPOPMAITHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKIMoHEeH pa3TBop
1 hnakoH

10 ¢gakona

500 mg/5 ml

| 5. HAYMH HA MIPUWJIOKEHUE U MHT(MIIA) HA BBBEXKIAHE

WHTpaBeHO3HO MPUIIOKEHHE
Cawmo 3a emHOKpaTHa ynoTpeoa.
[Mpeau ynorpeba npovereTe JIMCTOBKATA.

6. CIIEHUAJIHO IPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT ITIOIVIEJA U TOCET'A HA JEITA

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

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUSA,AKO E HEOBXOANUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
Crnen mbpBOTO OTBApSIHE U pa3pekAaHe, 1a ce chXpaHsaBa npu teMneparypa 2°C — 8°C u aa ce
M3IIOJI3BA B paMKUTe Ha 24 4Jaca.
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‘ 9. CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ce cexpanssa mox 30°C. Jla He ce 3ampa3ssBa. ChxpaHsaBaiTe (pilakoHa B KAPTOHEHATa OTIaKOBKa,
3a J1a ce Mperasy OT CBETIIMHA.

10. CIENUAJIHU ITPEAIIASHU MEPKU ITPU U3XBBPJISSHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INTPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

W3xBBpIIeTe HEN3MOI3BAHMS PA3TBOP.

11. HME U AAPEC HA ITPUTEKATEJISAA HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Ireland Limited
Unit 35/36

Grange Parade

Baldoyle Industrial Estate
Dublin 13

Upnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1583/003
EU/1/21/1583/004

13. NMAPTHUJIEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIITYCKAHE

| 15. YKA3AHMHS 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipuero ¢ ocHOBaHUE J1a He ce BKJIOYM nH(popMalus Ha bpaiiosa a30yka.

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByr3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD
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18. YHHUKAJIEH UWIEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHH, KOUTO TPABBA JIA CBABPKAT MAJIKUTE EJUHNYHU
II'bPBUYHH OITAKOBKH

ETUKET HA ®JIAKOHA, 1 x5mlu 10 x S ml

1. HNME HA JIEKAPCTBEHUSA NTPOAYKT U IBbT(MLIA) HA BBBEXKIAHE

Cyramanexc Mylan 100 mg/ml nmxekuus
cyramajexc
V.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIHN EJUHUIIN

500 mg/5 ml

6. JIPYTO
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA, 1 x2 ml u 10 x 2 ml ¢prakonn

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Cyramanexc Mylan 100 mg/ml nHxeKImoHeH pa3TBOpP
cyramajexc

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

1 ml ceappxa 100 mg cyramazexc (KaTo cyramMajexc HaTpHii).
Bceku duakon ot 2 ml chabspika 200 mg cyramajnekc (KaTo cyramaaekc HaTpu).
200 mg/2 ml

3. CIIMCBK HA ITIOMOIIHUTE BEIMECTBA

Jpyru chcTaBKU: XJIOPOBOJOPOAHA KUCETIMHA H/UIIM HATPHEB XUAPOKCcH] (3a Kopekius Ha pH), Boaa
33 MH)KEKLIUH.
BmxTte nmucToBKaTa 3a moBevye HHPOPMAITHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKIMoHEeH pa3TBop
1 hnakoH

10 ¢gakona

200 mg/2 ml

S. HAYUH HA ITPUJIOKEHUE U I'bT(MIIA) HA BBBEXJIAHE

WHTpaBeHO3HO MPUIIOKEHHE
Cawmo 3a emHOKpaTHa ynoTpeoa.
[Mpeau ynorpeba npovereTe JIMCTOBKATA.

6. CIIEHUAJIHO IPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSBA HA MSICTO JAJIEY OT IOI'JIEJIA U JOCET' A HA IELIA

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

7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUSA,AKO E HEOBXOANUMO

8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
Crnen mbpBOTO OTBApSIHE U pa3pekAaHe Aa ce cbhXpaHsaBa npu Temneparypa 2°C —8°C u ga ce
M3IIOJI3BA B paMKUTe Ha 24 4Jaca.
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‘ 9. CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ce cexpanssa mox 30°C. Jla He ce 3ampa3ssBa. ChxpaHsaBaiTe (pilakoHa B KAPTOHEHATa OTIaKOBKa,
3a J1a ce Mperasy OT CBETIIMHA.

10. CHEINUAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJIAHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INTPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

W3xBBpIIeTe HEN3MOI3BAHMS PA3TBOP.

11. HME U AAPEC HA ITPUTEKATEJISAA HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Ireland Limited
Unit 35/36

Grange Parade,

Baldoyle Industrial Estate,
Dublin 13

Upnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1583/001
EU/1/21/1583/002

13. NMAPTHUJIEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIITYCKAHE

| 15. YKA3AHMHS 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipuero ¢ ocHOBaHUE J1a He ce BKJIOYM nH(popMalus Ha bpaiiosa a30yka.

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByr3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD
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18. YHHUKAJIEH UWIEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

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

ETUKET HA ®JIAKOHA, 1 x 2 ml u 10 x 2 ml ¢urakonun

1. HNME HA JIEKAPCTBEHUA NPOAYKT U IBT/UIINA HA BBBEXJIAHE

Cyramanexc Mylan 100 mg/ml nrxekuus
cyramajexc
V.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIHN EJUHUIIN

200 mg/2 ml

6. JIPYTO
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b. IUCTOBKA
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JlucroBka: Undopmamusi 3a noTpednTeIs

Cyramanexc Mylan 100 mg/ml nH:keKIIHOHEH Pa3TBOP
cyramaziekc (sugammadex)

IIpoyeTeTe BHMMATEIHO ISIJIATA JIMCTOBKA NMPeIH TOBA JIeKAPCTBO 1a Bu 0bae nmpuiioskeHo, Thii
KaTo TH ChAbp:Ka BaxHa 32 Bac nunpopmanus.

L 3ama3ere Ta3u IUCTOBKa. Moke Ja C€ HAJIOKHU a s MPOYCTECTS OTHOBO.
L AXo0 MaTe HIKaKBU JOI'BJIHUTCIIHUA BBIIPOCH, nonuraite Banins aHecTe3Hu010T Uik JICKap.
L Axo IMOJIYYUTC HAKAKBU HCKCIIAHU JICKAPCTBCHU pCAKIIUKU YBCIOMETC Bamus anecte3nonor wiu

npyr sekap. ToBa BKITIOYBA U BCUYKH Bh3MOXKHH HEXKEIIAHU PEaKIIUU, HEOMTUCAHU B Ta3U
JINCTOBKA. BrkTe TOuka 4.

Kakso ChAbpiKa Ta3u JIMCTOBKA

KakBo npencrasnsBa Cyramanexkc Mylan 1 3a KakBO ce U3I10J13Ba

Kakgo TpsiOBa aa 3Haere, npenu Aa Bu 0b1e npunoxen Cyramanekc Mylan
Kaxk ce mpunara Cyramagexc Mylan

BB3MOXHN HEeXellaH! peakiinu

Kak na cexpansiBate Cyramanekc Mylan

ChapprkaHre Ha OMAKOBKAaTa U AOMBIHUTENHA HHPOpMAanns

SNk v~

1. Kaxkso npeacraBasasa Cyramanexkc Mylan u 3a kakBo ce U3moj3Ba

Kaxkso npeacraasasa Cyramaaexkc Mylan

Cyramanekc Mylan chabpxka akTHBHOTO BelllecTBO cyramajiekc. Cyramanekc Mylan ce cuura 3a
Ccpeocmeo, Koemo ceneKmugHoO ce C8bP36a ¢ MUOPENAKCanmu, Thil KaTo JeHCTBa CaMO BbPXY
creurn(pUIHU MYCKYJIHU PEJIAKCAaHTH, POKYPOHHEB OPOMUII MJIX BEKYPOHHUEB OPOMHULI.

3a kakBo ce u3noassa Cyramagexc Mylan

ITpu HIKOM BHIOBE OIlEpally, MyCKyJuTe Bu TpsiOBa fa ca HaIrbJIHO OTIycHAaTH. ToBa yJecHsBa
XHpYpTa J1a U3BBPIIYU oNepanusiTa. 3aToBa o0IaTa ymoika, Kosto Bu ce mpuiara, BKIFOUBa
JeKapcTBa, KOUTO OTITycKaT Bammre myckynu. Te ce Hapu4aT myckyanu peraxcanmu, HalpuMep
POKypOHHEB OpoMHI M BeKypoHHeB Opomu. T'hil KaTO TE€3M JIEKapCcTBa ChIIO OTIycKar BamuTe
JUXaTeJIHU MYCKYJIH, 110 BpeMe Ha U cieq onepanusata Bu e HeoOxonuma oMo, 3a Aa Auiiare
(M3KyCTBEHO OOJIUINIBAHE), IOKATO 3aIIOYHETE J1a IUIIATEe CAMOCTOSTEITHO.

Cyramazekc Mylan ce u3noinsBa, 3a 1a yCKOPH Bb3CTaHOBSIBaHETO Ha Bammte Myckynu cien
orepauusi, 3a 1a Bu mo3Bonu fa 3amoyHeTe Mo-cKopo Ja JUIaTe camocTosTenHo. Toil neiictpa, kaTo
Ce CBBP3Ba C pOKYPOHHEBUS OPOMHUI HITH ¢ BEKYpOHUEBHsI OpoMuj1 B opranu3ma Bu. Moxe na ce
W3M0J13Ba MPH BH3PACTHH, KOTATO Ce M3IOJI3BAT POKYPOHHEBUsI OPOMUJI MITH BEKYPOHHEBUSI OPOMHUI, U
IIpY JIelia ¥ I0HOIIHX (Ha Bb3pacT 2 A0 17 roguHu), Koraro pOKypOHHUEBHUAT OpOMUJ C€ U3I0JI3BA 32
YMEpPEHO HUBO Ha PeJIaKCALIHSL.

2. Kakso Tpsa0Ba na 3Haete, npeau Aa BU 0be npuiaoxked Cyramagexe Mylan

He Tpsi6Ba na Bu ce npuiara Cyramanexce Mylan

o aKO CTC AJICPIrUYHU KbM CyraMaJ€KC UKW KbM HAKOS OT OCTAHAJINTE CbCTAaBKU Ha TOBA
JeKapcTBO (M30pOeHH B TOUKa 6).

VBegomere Bammist aHecTe3noIor, ako ToBa ce oTHacs 3a Bac.

IIpenynpesxaeHust U NpeanasHu MePKH
I'oBopere ¢ Bamus anecresnosnor, npeau n1a Bu 0pae npunoxxen Cyramanexkc Mylan

o aKo MMaTe WK CTe UMan 0b0peuHo 3a0omnsBaHe. ToBa € BaXKHO, ThH KaTO CyramMaiekc ce
oTaens Upe3 Onopenure.
. aKo UMaTe WIH CTEe UMaJIM YepPHOIAPOOHO 3a00sIBaHE.
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L AdKO MMaTe 3aJIpbiKKa Ha TCHHOCTH (OTOK).
L aKoO umarte 3a6OHHBaHI/Iﬂ, 3a KOUTO € U3BCCTHO, Y€ MOBUIIIABAT PHUCKAa OT KbPBCHE (HapyH_IGHI/IFI B
Kp’BBOCT:CI/IpBaHeTO) WIN CTC HA JICUCHHUEC C aHTHUKOAIr'yJIaHTH.

Jena v roHOmIM
Tosa JICKApCTBO HEC CC MPLEIOPBHYIBA IPHU KbpMaUu€Ta Ha Bb3PACT 110 2 TOOAWHU.

JApyru aexkapcrBa u Cyramaaexkc Mylan

HNudopmupaiite Bamms aHecTe3no10r, ako MprueMate, HACKOpO CTe MPUEMaIH HITH € Bb3MOXKHO Ja
IpUeMeTe APYIHU JIEKapCTBa.

Cyramazexc Mylan Mosxe 1a moBnusie Ha IpyIy JIEKapcTBa WK Aa ObAe HOBIMSH OT TAX.

Hskon nekapcra Mmorar 1a Hamauaat egexta Ha Cyramagexc Mylan

MBKIII09nTETHO BAXKHO € Ja yBenoMuTe Bammis anecTe3nosnor, ako HaCKOpO CTe MpHUeMallu:
. TopemudeH (M3M0I3BaH MpH JICUCHUE HA PaK Ha T'bpaara).

. ¢y3umoBa KucenrHa (aHTHOUOTHK ).

Cyramanexc Mylan mo:ke 1a noBJ/iMsie XOpPMOHAJHATE KOHTPalenTHBH

Cyramazekc Mylan Morxe 1a moHn®H eeKTa Ha XOPMOHAJIHHU KOHTPALETIITUBH, BKIIFOUUTETHO

MPOTHBO3a4aThYHM TaOJIETKH, BATMHAJICH IPBCTEH, UIMIUIAHTATU WM XOPMOHAJIHA BbTPEMaTOYHA

CHCTEMa, 3alll0TO HaMaJIABa KOJIMYECTBOTO HAa XOPMOHa MIPOrecToreH, koero npuemare. Konudectsoto

IIPOrecTOreH, 3aryoeHo nopaau usnonszaneto Ha Cyramagexc Mylan, € mpuOIM3UTENHO CHIIOTO KaTo

[P IPOITyCKaHe Ha elHa /1032 IepopajieH KOHTPALEITHB.

. AKoO B3eMaTe NpPOTHBO3aYaThb4yHa TaldJleTKa B ChILUA JCH, B KOiITO Bu e mpuioxen
Cyramanekc Mylan, ciieqBaiiTe HHCTPYKIIMUTE 32 MPOITyCHATA J103a B JINCTOBKATa Ha
MPOTHUBO3aYaThYHHUTE TAOJICTKH.

. AKO u3M0J3BaTe APYru XOpMOHAIHU KOHTpAlleNTUBH (HapuMep BarHajeH MPbCTEH,
MMILIAHTAT WK BbTPEMaTOYHA CHCTEMa), TpsIOBa J1a M3I10JI3BaTe JOIIBJIHUTEICH HEXOPMOHAJICH
METO/I Ha KOHTpalenus (KaTo mpe3epBaTHB) Npe3 clenBaluTe 7 THU U J1a clieBaTe ChbBETUTE
B JIMCTOBKATA.

Biausinue BbpXy KPbBHU H3CJIeABAHUSA

Karo 1smmo, Cyramagexc Mylan He oka3Ba BIUSIHHE BBpPXY J1a00paTopHU U3cieaBanus. Toi Moxe
obade f1a TOBJIHsIe HA PE3yNTATUTE OT KPhBHU H3CIICBAHMS HA XOPMOH, HapeUueH IMPOreCTEPOH.
YBenomere Bamms nekap, ako HUBaTa Ha Barmms nporectepoH TpsOBa 1a ObJaT U3MEPEHH B CHINUS
JieH, B koiTo Bu ce nmpunara Cyramanexc Mylan.

BpeMeHHOCT 1 KbpMeHe

VYBenomere Bammus anectesunosor, ako cre OpeMeHHa WM MOXe Jla CTe OpeMeHHa, WIIH KbPMUTE.
Brwnpeku ToBa Moke na Bu ce npunoxu Cyramanexc Mylan, HO mspBo TpsiOBa ja TO 00CHIUTE.
He e usBecTHO manu cyramaziekc MOXKe Jja IPEMHUHE B KbpMara. Bammsar anecreznosor me Bu
MTOMOTHE J]a PEIINTE TaJIM Jja IPEYCTaHOBUTE KbPMEHETO WX Aa He BU ce MpUIIoKu Tepanus cbe
cyramajiekc, KaTo ce B3eMar IpeABU/]I 110J13aTa OT KbPMEHETO 3a JeTeTo U noj3ara or Cyramanexc
Mylan 3a maiikara.

Ilodupane u padoTa ¢ MAIIMHHA
He e uzBectno Cyramazekc Mylan ja nosnusisa crmocoOHOCTTa 32 modupaHe U padoTa ¢ MalIiHU.

Cyramanekc Mylan cbabpska HaTpHid

ToBa jekapcTBO ChABPKA 70 9,7 mg HaTpuli (OCHOBHA ChCTaBKa Ha TOTBApCKAaTa/Tparie3HaTa cojl) BbB
Bceku ml. ToBa e ekBuBanenTHO Ha 0,5% OT MpENMOPHUNTEITHNS MaKCUMAIIEH JTHEBEH XPaHUTEIICH
MIpUEM Ha HATPUH 3a Bb3PACTEH.
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3. Kak ce npuiaara Cyramagexc Mylan

CyraMa}JeKc Mylan me Bu 6’BILC IMPUJIOKEH OT Bammmus anecTe3noior Win moj Haa30pa Ha Bamus
aHCCTEC3HOJIOT .

Jo3ara

Bamusr anectesunosnor me onpeaenn Heooxoaumara no3a Cyramanexc Mylan Ha 6a3a Ha:

. Bamero Terno

o B KaKBa CTENICH MYCKYJIHUAT peJakcaHT Bce omle Bu Biuse.

Ob6wnuaitHara f03a e 2-4 mg Ha kg TenecHo Terno npu Bb3pacTHH U IPH JIeTia ¥ FOHOIIN Ha BH3PacT
Mexay 2-17 romquan. [Ipu Bp3pacTHH MOKE /1a ce MPIIIOXKH 1o03a oT 16 mg/kg, ako e Heo6x0IMMO
CICITHO BH3CTAHOBSABAHE OT MYCKYJIHATA PeaKCalIlHs.

Kak ce npuiara Cyramanexkc Mylan
Cyramanekc Mylan me Bu 6bae npunosked ot aHecte3noior. Toii ce mpunara Kato eJHOKpaTHa
WH)KEKIHS TIpe3 UHTPaBeHO3HA CUCTEMA.

Axo Bu e npuiioxena noseuye or Heodxogumara go3a Cyramagexc Mylan

Tbit kaTo aHecTe3uoJIOT 11e HaOIr0AaBa BaieTo cheTosiHMEe, MAJIKO BEPOSTHO € J1a Bu Obae
npuiiokeH npekaineno MmEoro Cyramagekc Mylan. Ho mopu u ToBa j1a ce cirydu, Majko BEPOSTHO €
TOBa A3 NPUYMHU HAKAKBU IPOOIIEMHU.

AKO UMaTe HSIKaKBHU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHU € YIOTpebaTa Ha TOBa JIEKApCTBO, MOJIS
nonuTaiite Bamus anecTe3noa0r Wik IpyT JIeKap.

4. Bb3MOKHY HelKeJIaHU peakluu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPEAN3BHUKA HEKCIAaHU PCaKIIUH, BBIIPEKU Y€ HC

BCCKH T'Y ITOJTy4aBa. AKO Te3u HexXeJIaH! JICKApCTBCHU PEAKIHUHU CC MOABAT, JOKATO CTE 1O ynoﬁKa, TC

me 6’I>,HaT 3a0€eNs3aHU U JICKYBaHHU OT Bamms anecTe3unonor.

YecTH HexeJIaHU peakunu (Mo:xe 1a 3acernat a0 1 Ha 10 qyumm)

° Kanummma

° 3aTpyaHEHUS C TUIITAHETO, KOETO MOXKE J1a BKJIFOUBA KAIIUISTHE WU ABIKCHHE, KAKTO MIPU
CcBHOYKIIaHE MITH TIOEMaHe Ha BB3IYX

. Jlexa aHecTe3ns — MOXKe J1a 3aIIOYHETE J1a Ce ChOYKIIaTe OT IBJIOOK CHH U J]a C€ HYXKIaeTe OT
omie anecTeTuk. ToBa Moxe 1a Bu Hakapa 51a ce ABMKHUTE WIIH JIa KaILIsTe B Kpas Ha
omepanusTa

° YcnoxxHEeHHs 10 BpeMe Ha MPoIleypaTa, KaTo IPOMEHHU B ChPJICYHUS PUTHM, KaIUISTHE WA
JIBIDKEHUE

° [TormkeHO KPBBHO HAJIATAHE, THDKAIIO CE Ha XUPYypruIHaTa mpoIeaypa

HeuecTu He:kenanu peaknuu (Mo:ke aa 3acertar 10 1 na 100 qyumm)
. IIpu maruenTy ¢ anamMHe3a 3a 6e10ApoOHN MPOOJIEMH Ce MOSABSIBA 3ayX, JBIDKAII Ce Ha
MYCKYJTHU KpaMITH Ha JUXaTeIIHUTE MbTUIA (OPOHXOCTIa3bM)

. AnNepriuuHu peaknnu (CBPhbXIyBCTBUTEIHOCT KbM JIEKAPCTBOTO) — KATO 0OpYUB, 3a4epBEHa KOXKa,

MOJlyBaHe Ha €3UKa W/UIIU T'BPIIOTO, 3aIyX, IPOMEHU B KPBBHOTO HAIIATAHE WIH ChPJCUHUS
PUTBHM, MOHSKOTA BOJICIIH JIO CEPUO3HO MOHMKEHNE HA KPbBHOTO HaJIATaHE. TEXKKUTE
aJIepPTUIHY PEaKINH WU TOJ00HNUTE HA AJICPTHYHU PEAKIIMH MOTaT Aa ObaaT

JKMBOTO3acCTpaliaBaliu. AJ'ICpFI/I‘lHI/I pCaKknum Ca 1OKIIaIBaAH! MO-4€CTO IIPpU 3IpaBU ,Z[O6p0BOJ'H_[I/I

B Cb3HAHUC
L Bb300OHOBsIBaHE Ha MYCKYJIHA pejlakCalud CJICA OliCpalusaTa
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C Hen3BeCTHA YeCTOTA
o Cepuo3Ho 3a0aBsiHEe Ha pUTHhMa Ha ChPIETO U 3a0aBsHE Ha pUTHMa Ha CHPIIETO JI0 ChPJCUYCH
apecT MOXe J1a ce MMosiBU 1pH nprnarane Ha Cyramagexc Mylan.

Cpo0laBaHe HA HeXKEJIAHU PeaKIun

AKO TIONTyYnTe HAKaKBU HEXEJIaH! JIKAPCTBEHH PEAKIINH, yBeIoMeTe Barms aHecTe3HoIor Witk IpyT
nekap. ToBa BKIIFOYBA BCHYKH Bh3MOYKHH HEOITMCAHH B Ta3H JINCTOBKA HEXKEJIaHU peaknud. Moxkere
CBIIO Ja ChOOIINTE HEKETaHU PeaKky AUPEKTHO Ype3 HallMOHATHATA CHCTEMa 32 ChOOIIaBaHe,
mocodena B [Ipmnoxkenne V. Kato cro01maBaTe He)XeNaH! peaklii, MOKETe 1a JaIeTe CBOS IPUHOC
3a [oJTy9aBaHe Ha IoBede HHPOPMAIHst OTHOCHO O€30IIacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na coxpansBate Cyramaaexc Mylan
CpXpaHEHHUETO I1I€ CE U3BBPIIN OT MEAUIIMHCKUTE CIIEUAIHUCTH.

[a ce cpxpaHsBa Ha MSICTO, HEJJOCTHITHO 32 JIeTa.

He u3non3BaiiTe TOBa JIGKapCTBO CJIe]] CPOKa HA TOAHOCT, OTOENSI3aH BbPXY KapTOHEHATa OITaKOBKa U
etukera cuen ,,l'onex 10:“ u ,,EXP*“. CpokbT Ha TOTHOCT OTIOBapsl HA MOCIEAHUS I€H OT IOCOUYECHHUS
Mecell.

[a ce cexpansiBa o 30°C. [la He ce 3ampa3ssBa. ChxpaHsaBaiiTe (piakoHa B KapTOHEHATa OMIAaKOBKa,
3a Jla ce Mpe/a3y OT CBETIHNHA.

Crnen mbpBOTO OTBapsiHE U pa3pexaaHe J1a ce cbXpaHsaBa npu temmnepatypa ot 2°C no 8°C u ga ce
M3II0JI3Ba B paMKuUTe Ha 24 yaca.

6. Cb)n)pmalme Ha OonMaKoOBKaTa M JO0II'bJHUTEC/IHA m{(l)opMaum[

Kakso cpabp:xka Cyramagexc Mylan

- AKTHBHOTO BEILIECTBO € CyraMaeKc.
1 ml HHXKEKIIMOHEH Pa3TBOP ChIBPKaA CyraMajiekc HaTpui, ekBuBaieHTeH Ha 100 mg
cyramagiexc.
Bcexu ¢nakon ot 2 ml chabpika cyramanexc HaTpuii, ekBuBaneHTHH Ha 200 mg cyramajexc.
Bceku duakon ot 5 ml cbappka cyramaziekc HaTpui, ekBuBaneHTHH Ha 500 mg cyramanexc.

- Jpyrure cbcTaBKH ca: BoJa 32 HHKEKITUH, XJIOPOBOIOPOJIHA KUCEIIMHA ¥/WITU HATPHUEB
XUIPOKCH]I.

Kak n3rue:xxna Cyramagexkec Mylan u KakBO ChbIbp:Ka OIIAKOBKATA

Cyramanexc Mylan e 6ucTbp 1 6€31BETEH 10 CBETIONKBIIT HHKEKIIMOHEH Pa3TBOP.

Hanuunu ca siBa pa3jivyHu BHJIA ONTAKOBKH, Chabpxkaiiy 1 wim 10 durakona o 2 ml; u 1 unu
10 ¢makoHa 1o 5 ml MHKEKIIMOHEH Pa3TBOP.

He Bcuuku BHIOBE ONTAaKOBKU MOTaT Aa ObJIAT ITyCHATH Ha ma3apa.

IpuTexaTes Ha pa3pelleHHETO 32 yNOTpeda
Mylan Ireland Limited

Unit 35/36

Grange Parade

Baldoyle Industrial Estate

Dublin 13

Npnannus

IIpounsBoguten
Viatris Santé

1 rue de Turin
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69007 Lyon
Opanmus

Eurofins Analytical Services Hungary Kft.
Kerulet, Anonymus Utca 6/IV, IV Kerulet,
1045 Budapest

VYHrapus

Mylan Germany GmbH
Benzstrasse 1

Bad Homburg

61352 Hesse
I'epmannus

3a momreTHATENTHA WHGOPMAITHSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JTOKATHHS

NpPEICTaBUTEN Ha MPUTEKATENsI Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Viatris
Tél/Tel: + 32 (0)2 658 61 00

Bbarapus
Maiinan EOO/]

Ten: +359 2 44 55 400

Ceska republika
Viatris CZ s.r.o.
Tel: + 420 222 004 400

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH

Tel: +49 800 0700 800

Eesti
Viatris OU
Tel: +372 6363 052

E\MGda
Viatris Hellas Ltd.

TnA: +30 2100 100 002

Espaiia
Viatris Pharmaceuticals, S.L.
Tel: +34 900 102 712

France
Viatris Santé

Tel: +33 437 25 75 00
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Lietuva
Viatris UAB

Tel: +370 5 205 1288

Luxembourg/Luxemburg
Viatris

Teél/Tel: +32 (0)2 658 61 00
(Belgique/Belgien)

Magyarorszag
Viatris Healthcare Kft.

Tel.: +36 1465 2100

Malta
V.J. Salomone Pharma Ltd

Tel: +356 21 22 01 74

Nederland
Mylan BV
Tel: +31 (0)20 426 3300

Norge
Viatris AS
TIf: + 47 66 75 33 00

Osterreich
Arcana Arzneimittel GmbH

Tel: +43 1 416 2418

Polska
Mylan Healthcare Sp. z o.0.
Tel.: + 48 22 546 64 00

Portugal
Mylan, Lda.

Tel: + 351 214 127 200



Hrvatska
Viatris Hrvatska d.o.o.

Tel: +385 1 23 50 599

Ireland
Mylan Ireland Limited
Tel: +353 1 8711600

island
Icepharma hf.
Simi: +354 540 8000

Italia
Viatris Italia S.r.l.

Tel: +39 (0) 2 612 46921

Kvnpog
Varnavas Hadjipanayis Ltd
TmA: +357 2220 7700

Latvija
Viatris SIA
Tel: +371 676 055 80

Romaénia
BGP Products SRL
Tel: +40 372 579 000

Slovenija
Viatris d.o.o.
Tel: + 386 1 23 63 180

Slovenska republika
Viatris Slovakia s.r.o.

Tel: +421 2 32 199 100

Suomi/Finland
Viatris Oy
Puh/Tel: +358 20 720 9555

Sverige
Viatris AB

Tel: + 46 (0) 8 630 19 00

United Kingdom (Northern Ireland)
Mylan IRE Healthcare Limited
Tel: +353 1 8711600

IlaTa Ha MOCJCIHO MPepasrjackaaHne Ha JIMCTOBKaTa

[Honpo6Ha nH(OpMaIKs 3a TOBA JIEKAPCTBO € IMpeAoCTaBeHa Ha yeOcaiita Ha EBpornelickaTta areHus

o Jiekapceraara: http://www.ema.europa.eu.

ITocouyenara no-10.1y uHGOpManusi € NpeJHA3HAYEHA CaMO 32 MeIMIIUHCKH CIIeHATUCTH:
3a noapoOHa nHpOpMaIUs ce 00bPHETE KbM KpaTKaTa XapaKTepHUCTHKa Ha npoaykra Cyramaaekc

Mylan.
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