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Cyramanexc Pompapm 100 mg/ml nnxekunonen pasrsop Ogotperue M ..................... A st paanrassdi

Sugammadex Rompharm 100 mg/ml solution for injection
(cyramanekc/sugammadex)

IlpouereTe BHUMATENHO USIATA JHCTOBKA, NPEAH 12 3AM0YHETE 12 H3N0J3BATE TOBA

JEKAPCTBO, Thil KATO TA ChAbLPXKA BaKHA 3a Bac undopmauns.

- 3anasere Tasu nucToBKA. MOKe /1a Ce HANOKH 1a A NpoyeTeTe OTHOBO.

- AKO MMaTe HAKAKBH NOMBIHUTENHH BBIPOCH, Nonutaite Bawus nekap nnn papmauest,

- Toea nekapcTeo € npeanucado anyno Ha Bac. He ro npeorcrengaiite na apyru xopa. To Moske na
MM HABPEOH, HE3ABMCHMO Y€ NPU3HALMTE Ha TAXHOTO 3a0onaBaHe ca cbhluuTe KaTo Bawnte.

- AKO NONYYNTE HAKAKBH HEKENAHW peakunu, yseaomere Bawns nekap wnu apmauest. Tosa
BK/IIOYBA H BCHUKH Bb3MOKHHU HEKENaHHM PeakU K, HEOTIMCAHH B Ta3H JIMCTOBKA. BukTe Touka 4.

KakBo cbabp#a Ta3H THCTOBKA

1. Kakso npeacrasasea Cyramagexc Pomgpapm n 3a kakBo ce u3noassa

2. Kakso Tpu6sa aa 3uaere, npean 2a Bu 6bae npuaosxen Cyramaneic Pomgapm
3. Kak we Bu ce npuaara Cyramaaexe Pomdapm

4. Bb3MOKHH HEKETAHN PeaKUnH

5. Kak aa ewxpanssare Cyramanexe Pomgapm

6. Chbabpskanue HA ONAKOBKATA H A0NBIHHTENHA HHPOPMALHS

1. Kakso npeacrapasisa Cyramanexe Pomdapm 1 3a kakso ce n3noassa

Kakso npeacragansa Cyramanexce Pomgpapm

Cyramanekc Pomdapm cbabpika akTHBHOTO BelecTBO cyramaneke. CyraManesc ce cumuTa 3a
CPEeACTBO, KOETO CENEKTHBHO Ce CAbP3BA C MUOPENAKCAHTH, Thil KATO NEiCTBA CAMO BbPXY
cneun@uuHU MYCKYJIHH PENakcaHTH, POKY POHHER GPOMMIL MK BEKY pOHHEB GpoMul.

3a kakso ce n3noassa Cyramanexc Pomdapm

Tlpu Hsikon BuNORE ONepaumn, myckyinte Bu tpsaGea na ca nanbaHo otnycHaTv. Tosa ynecussa
XHpypra 1a M3Bbplin onepaunaTa. 3aTopa obwara ynoika, koato Bu ce npunara, Bknousa
NEKAPCTBA, KOWTO OTNycKaT Bawmnte Myckynun. Te ce HApHUAT MYCKY/THH PENakCaHTH, HANpUMep
POKYpOHHEB OPOMHA M BeKypoHHeB Opomua. Thil KaTo Te3n nekapeTea chbilo oTnyckar Bawmnre
ANXaTeTHN MYCKY M, N0 BPEME Ha W caed onepaunata Bu e neo6xoamma nomou, 3a aa auware
(n3kycTReHO 00MIIBAHE), JOKATO 3aM0YHETE 1A AMILATE CAMOCTOATENHO.

Cyramanexc Pomdapm ce ninonsea, 3a 1a ycKop BLICTAHOBABAHETO Ha Balwnte Myckynu cnen
onepauus, 3a 2a Brn no3sonu na 3anounere no-ckopo aa anuare camocrtostenyo. Toil aeficTea, Kato
Ce CBBLP3BA € POKYPOHHEBHA DPOMMA HAK C BEKYPOHHeBHA Opomua B oprannima Bu. Mosxe na ce
H3I10/13BA NPH BB3PACTHAH, KOFATO C€ H3N0N3BAT POKYPOHHEBUA DPOMMA MIN BEKYPOHHEBHS BGPOMMUIL, M
NpH Aeud W HHOWHK (Ha Bb3pacT 2 10 17 roanmtmu), KOrato poKy poHHEBHAT OPOMM/L Ce M3NO0/3BA 3a
YMEPEHO HUBO Ha penakcaums.

2. Kakso TpaGBa aa 3uaete, npean aa Bu 6bae npuioxken Cyramaaexe Pomdapm

He Tpu6Ba na Bu ce npnaara Cyramaaexce Pomgapm

- AKO CTE aNePruiHi KbM CYraMaaeKkc MM KbM HAKOS OT OCTAHAIMTE ChCTABKHM HA TOBA JIEKAPCTRO
(136poeHn B Touka 6).

VYeenomete Bawns anectesnonor, ako Toea ce oTHacs 3a Bac,

Ilpeaynpemxnenus u npeanasin Mepku

l'oBopete ¢ Bawusa anecresnonor, npenn na Bu 6bae npunoxken Cyramanexkce Pomdapm
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- aKo umare win cre umanu 6bu0peyno 3abonspane. Tosa e BaskHo, Tbit kato Cyramanek
otnens upes 6ubpeunre.



- aKQ UMATE HIIH CTe HMaNH YepHoapobHo 3abonssane.

- KO MMATE 3AAPBHKKA HA TEYHOCTH (OTOK).

- aKo MMaTe 3a00NABaHKA, 32 KOMTO € MIBECTHO, Y€ NOBMLLABAT PMCKA OT KbPBEHE {HapyLUCHHS B
KPBBOCHCHPBAHETO) M CTE HA NEYEHHUE C aHTUKOATYIAHTH.

Jeua o wHowHM
ToBa NekapcTBO HE Ce NPENOPBUBA MPH KbPMAYETA HA BB3PACT 1104 2 FOAHHH,

Apyrn nexapcerea n Cyramazexe Pomgapm

Hudopmupaiite Bawus arecTeznonor, ako NPHEMATE, HACKOPO CTe NPHEMAH HIK € Bb3IMOXKHO Aa
NpHEMETE NPYTH NEKapCTea.

Cyramanexkc Pomapm Moxe 1a NOBAWAE Ha ApYMH IeKapeTBa K na 6bae NOBAMAH OT TAX.

Haxon nexkapcrTea MoraT Aa HaMagaaT edexta Ha Cyramaaexkce Pombapm
H3knounTeNHo Ba)HO € 1a ypeaoMuTe Balns anecTe3Honor, ako HACKOPO CTe NpHeManu:
- TopeMHeH (MINON3BAH NPKU NEYEHHE HA PAK HA MbPOATA).

- dy31ua0Ba KHCEINHA (AHTHEHOTHK).

Cyramaaexc Pompapm moxe 1a noBaHse XOPMOHAIHHTE KOHTPAUENTHBH

Cyramanekc Pompapm Moke 13 NOHMKH €PeKTa HA XOPMOHANHH KOHTPALENTHBH, BKAIOYHTENHO
NPOTHBO3AYATBYHH TAONETKH, BAFHHANEH NPLCTEH, HMIIAHTH KIH XOPMOHATHA BLTPEMATOUHA
CHCTEMa, 3aIUOTO HAMANABA KOIMYECTBOTO Ha XOPMOHA NPOrecToreH, KoeTo npuemare. Konnuecreoto
nporecroren, 3aryfieHo nopaau uznon3sadeto va Cyramanesc Pomdapm, e npubaniantento cbuloto
KaTO NIPH NPOnYCKaHe Ha eNHA 103a NepopaieH KOHTPaUenTHs.

Ako BIEMaTE NPOTHBO3AYATEYHA TabneTka B ChiuMA A€H, B KOHTO B € npuncxken Cyramagexc
Pomdpapm, cnensaiite MHCTPYKUMHTE 33 NPONYCHATA 1033 B IMCTOBKATA HA POTHEOIAYATHYHHTE
TabneTkH.

AKO M3NOA3BATE OPYTH XOPMOHAITHY KOHTPALENTHBH (HANPHMEDP BATHHANEH NPLCTEH, HMITIAHT MITH
BLTPEMATOUHa CHcTema), TPAGEA Na HINON3BATE AONBLAHATENEH HEXODMOHANEH METO] HA
KOHTpaUeNUHA (KaTo Npe3epBaTUR) Npes cneagawvTe 7 OHA W Na CIEABATE ChBETHTE B NMHCTOBKATA.
Bananue BLPXy KPLBHH H3CAEABAHHA

Karto uano, Cyramanexc Pomdapm ne okazea BnnsHue Bupxy naGopaTopin nicnensanma. Toi Moxe
obaue 1a NOBNMAE HA PEIYATATUTE OT KPLBHM H3CAEABAHHA HA XOPMOH, HAPEYEH NPOreCTEPOH,
Yeenomere Bawna nekap, ako HMBata Ha Bawns nporecrepos TpaGsa na 6baaT HIMEPEHHM B ChILKA
AEH, B KOHTO Bu ce npunara Cyramanekc Pomdapm.

BpeMeHHOCT M KhpMeHe

Yeegomete Bawmsa anecteznonor, ako ¢te GpeMeHHA MAK MOXKE [a cTe BPEMEHHA, HAH KbpMHTE.
Bunpexu ToBa moixe na Bu ce npunoxu Cyramagekc Pomdapm, Ho nbpso Tpatea na ro ocbaure.
He ¢ n3BeCcTHO Banu cyramManexc Moxe Na npeMuHe B kbpMata, Bawnat anecresnonor we Bu
NOMOTHE 13 PELLUTE NA/IN AA NPEYCTAHOBHUTE KbPMEHETO MITH A He Bu ce npunoxu Tepanus cbe
CyraManexc, KaTo Ce B3EMar MPEABHA NoN3aTa OT KbPMEHETO 33 AETETO W noa3ata oT Cyramanekc
Pomdapm 3a Makkara.

lHodupane n pabora ¢ MaIHHY
He e uisecTHo Cyramanekc Pomdapm na noenusea cnocoGHOCTTa 32 wodHpade W paboTa ¢ MaLIHHH.

Cyramanexc Pombapm cbabpka natpui

Tosa nexapcTeo ¢haLp#a A0 9,7 Mg HATPHA (OCHOBHA CHCTABKA HA FOTEAPCKATA/TPANE3HaTA GON) BbB
sceku ml. Tosa ¢ exeuBanedTHo Ha 0,5 % OT NPENOPBLHUTENHHA MAKCHMANIEH AHEBEH XPAHUTENEH
NpHeM Ha HaTpHil 3a Bb3PACTEH.

3. Kax wme By ce npuaara Cyramagexc Pomdapm

AHECTEIHONOT.




Hozara

BawuaTt anecTe3nonor we onpeaeny Heobxoanumara aosa Cyramanekc Pomdapm ua 6aza Ha:

- BawerTo Terno

- B kakpa cTeneH mycKynHMAT penakcaHT Bce owe By Bnuse.

ObGwuaiinaTa 203a ¢ 2-4 mg/kg TenecHo Terno [P BL3PACTHH H NPH AEUA H IOHOLLH HA Bb3PACT OT 2
A0 17 ropuann. Tlpy sb3pacTtin Mome 4a ce npuaoskd noa ot 16 mg/kg, ako e HEOGXOAKMO cnewHo
Bb3CTAHOBABAHE OT MYCKY/IHATA PENaKcallna,

Kaxk ce npuaara Cyramaaexe Pomdapm
Cyramanexc Pomdapwm we Bn Gbae npunoxen oT aHecteznonor. Toll ce npuaara KaTo eAHOKpaTHa
HH>KEKLIHA PEe3 HHTPABEHO2HA CHCTEMA.

Axo Bu e npunoxena noseye or Heobxoaumara xo3a Cyramaaexc Pombapm

Twii kaTe anecTesnonor we Habntonasa BaweTo cLeTosHKUE, MANKO BEPOATHO € 1a Bu 6bae
npunoxen npexaneHo mroro Cyramaneke Pomdrapm. Ho aopu M ToBa na ce cayum, Manko BEpOATHO €
TOBA A NPHYHHH HAKAKBH npodaemu.

AKO HMaTe HAKAKBH AOMLIHUTENHH REAPOCH, CBBP3AHM C ynoTpebaTa Ha TOBA NEKAPCTRO, MO
nonuTahTte Bawus anecTe3nonor uau apyr nexap.

4. Bb3MOKHH HeXeaaHH peakuuu

KakTo BCHYKM NEKapCTBA, TOBA NEKAPCTBO MOME 1A NPEAU3BHKA HEMENAHH PEAKUHH, BBIPEKH YE HE

BCEKH M Moyvasa.

AKO Te3H HeXeNaHM ICKAPCTBEHH PeaKLIMM Ce NOABAT, A0KATO CTe noa ynoiika, Te e 6baaT

3abena3aHu W nekysanu ot Bawus anecresnonor.

YecTn nexenann peakunn (moxe aa 3acernat a0 1 na 10 aywn)

- Kawnnua

- 3aTpyAHEHHA C AWMWAHETO, KOETO MOXKE Na BKAKOHBA KALLASHE WM ABHXKEHNE, KAKTO Npy cbOyxnaHe
HIIM NOEMAHE HA BL3AYX

- Jlexa anecTeann - Mome Aa 3anouHeTe 1a ce cblykaate OT ABAGOK ChH W a Ce HYKIAeTe OT olle
aHecTeTHk. Toea moxe na Bu Hakapa na ce ABWXKHTE MW [a KALIATE B KPan Ha ONEpaunaTa

- YC0HERHA N0 BpeMe Ha NPOLENYPATA, KATO IPOMEHH B ChPASYHUA PHTHM, KALIISHE UK
ABYMKESHHE

- TlonnxeHo KPbBHO HaNAraHe, AL/DKALLIO C€ HA XMpYPruvHaTa npouenypa

HeuecTn Hewenaun peakunn (moxe aa zacernar ao 1 na 100 ayum)

- [py nauueHTH ¢ aHamHesa 3a GenoapobHU Npofinemu ce NoaBABa 3ayX, ALIAKALL CE HA MYCKYJTHH
KPAMIMH HA AHXATENHHTE NbTHILA (fpoHXxocnasbm)

- ANEprHYHY peakLMH (CBPbXUYBCTBHTENHOCT KbM EKAPCTBOTO) - KATO 0OPHB, 3a4EPBEHA KOXa,
NOAYBAHE HA €3MKA W/HAK MLPNOTO, 30y X, NPOMEHH B KPbBHOTO HANATAHE WIH CLPAEYHHS PHTLM,
NOHAKOra BOAELUH 4O CEPHOZHO NOHMKEHWE HA KPLBHOTO HanAraHe, TexkuTe anepruyxu
peaKLHH HAKM NOAOGHMTE HA ANEPrHYHH Peakiluy MOTaT fa GbAAT KHUBOTO3ACTPAABALLM,
ANEprHyHu peaklMK ca NCKNANBAHH MO-4eCTO Npk 34pasH A0GPOBOALK, KOHTO HE ca GHNK noa
aHEeCTe3MA.

- Bv3o0HosABaHe Ha MYCKYNHA pelakcalMa cnen onepauuaTa

C HeH3BECTHA HecToTa (MeCTOTATA He Moxe Aa (e OLEHEHA OT HATHYHHTE JAHHH)

- Cepro3no 3abaeaHe Ha pUTBMA HA CLPLETO M 3a0aBAHE HA PUTLMa HA CHPLETO [0 ChPASMEH ApecT
MOKE fa CE TMOSBH IIPU NMPHIAraHe Ha CYTaManeKc,

CoofuaBate Ha HeXKeNAHH peakuHy
AKO MONYUNUTE HAKAKBH HEXENAHN IEXKAPCTBEHH PEAKUWM, ysenomeTe Bawna nekap unn dapmauesr.

COOLIMTE HEKENAHH PEAKLHH AUPEKTHO Ypes:
H3nbannTenHa arennma no nekapereata
yn. , Jdaman Ipyes* Ne 8



1303 Codua

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Kato chobwaeate HexkenaHu peakunH, MOXETE 1a NAfETE CBOA TIPHHOC 32 NOy4aBaHe Ha noseue
HHPOPMALKE OTHOCHO GE30NaCHOCTTa HA TOBA NEKAPCTBO.

5, Kak aa cexpannsare Cyramagexe Pomdapm

C‘bxpaﬂennero € C€ H3BLPWH OT MEAHLMHCKHUTE CNEUHANNCTH.

Jla ce cbxpansBa Ha MACTO, HEAOCTBIHO 33 Acua.

He n3non3paiite ToBa NekapcTBO CNEA CPOKa HA FOAHOCT, 0TOENA3aH BbPXY KAPTOHEHATa ONAKOBKa H
eTHkerta cned . ["onen no:* u  EXP". Cpox®T Ha rOAHOCT OTroBapa HAa NOCNEAHHA AEH OT NOCOMEHUS
Mecell.

Ha ce cexpanaga nop 25 °C,

Ha He ce 3ampassba.

Copxpanspaiite nakoHa B KapTOHEHaTa ONAKOBKA, 38 A4 GE NPEANA3H OT CBETIHHA.

Cnen mspBOTO OTBAPAHE M Pa3peraAaHE A Ce CbXpaHasa npu Temnepatypa ot 2 °C ao 8 °C n pa ce
H3NOM3BA B PAMKHUTE HA 24 yaca.

6. ChanpxalKe HA ONAKOBKATA H JONBAHHTEIHA UHGOPMALHKA

Kakeo cuaspxka Cyramagexc Pomdapm

- AKTHBHOTO BELUECTEBO € CYraMaaekc,

1 ml HHXKeKUNOHEN pa3TBOP CbAbPKa CYraMaaekc HaTPHH, ekBuBanenTen Ha 100 mg cyramanexc.

Bcekn dinakon ot 2 ml chabpka cyramanexc HaTpHiA, ekeusanenTen Ha 200 mg cyramanexc.

- [loMowIHK BEWECTRA: BOAA 33 HHKEKHWH, XJTOPOBOLOPOAHA KUCEANHEA H/WAN HATPHER XHUAPOKCHI (3a
Kopekuua Ha pH).

Kak wsrnexaa Cyramagexc Pomdpapm 1 kaxBo cbabpxa onakoBkaTa

Cyramanekc Pomdapm e GucTep 1 Bezugeren A0 CBETAOKDBAT PasTBOpP, CBOBOAEH OT BUAMMM YACTHLM.
2 ml pasTeop B Ge3useTeH, cThKAEH GNakoH Thn |, 3aTecpeH che cuaa, GpomByTHROEA ryMeHa
3aNyWanka, ¢ anyMMHHera o0KaTKa M 3 bATO, NNACTMACOBO OTUYNBALLO Ce KAanaye.

Bun Ha onakoekata: 10 dnaxona no 2 ml.

lpuTexaTen HAa paspelleHHETO 3a YNOTPeda ¥ NPOH3IBOAMTEN

Rompharm Company S.R.L.
Eroilor Street, no. 1A, Otopeni, [Ifov County, 075100, PymMtuus

To3n nexapcTeeH NPoaYKT € pa3pewe B cTpaHn unedkn Ha EMIT non chnennnTe nmena:
Yurapua: Sugammadex Rompharm 100 mg oldatos injekcié

Pymbhna: Sugammadex Rompharm 100 mg solutie injectabila

byarapua: Cyramanekc Pomdapm 100 mg/ml nHekunonen pastsop

JlaTa Ha nocnexHo npepairnexnane HA AHCTOBKATA
04/2026

Nocouenara no-aony RHGOPMALIMA € NpeIHa3HAYEHA CAMO 3a MENHLHHCKH CNELMATHCTH!
3a noapoGHa nHpopmMaLma ce 0OBPHETE KbM KPAaTKATA XAPAKTEPHCTUKA Ha nponykTa Cyramanexkc
Pomdapm.




