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Sufentanil

CBLCTAB

1 ml pa3TBOP 32 HHIKEKIHH ChABPIKA:

Axroero BemecTro: 50.0 ng sufentanil (exprBanenTHn Ha 75.0 pg sufentanil
citrate).

IlomMompn BemecTBa: HATPHEB XJIOPHA, JMMOHEHa KHCEIHHAa, BOJiA 3a
HH)KEKITAN.

DOAPMAKOTEPAIIEBTHYHA I'PYITA
OnHoHncH aHalreTHK/aHeCTETHK.

TEPATIEBTUYHH HOKA3SAHVA
3a ymorpeba B aHeCTe3pATa IO BpeME Ha BCHYKH XHPYPIHIHM NPONSAYPH UPH
HapeHTH € eHJoTpaxeanHa UHTYOanmud, IONyuYaBallHl MeXaHHYHA
BEHTHNIAIAA:
- Karo apanreTsded KOMIIOHEHT 110 BpEME Ha YBOJ, B AHECTE3HS M HONABDIKAHE
Ha DanaBcHpaHa aHecTe3Hu .
- Karo amecTeTHIHO CpeCTBO 32 BbBEXKAAHE i 32 IOAABPKAHE Ha aHCCTE3H.

INPOTUBOIOKAIAHWA
ITpunoxernero Ha Cydentannn “TopeKkc” e IpOTHBOMOKA3aHO HpH:
. TIaNAeHTH ¢ JIOKa3aHa CBPBXUYBCTBHTCIHOCT KBbM Cy(dEHTAHEI WIH
JPYTH ONHOHAH
. MaEeHTH Chc 3a00iiBaHuWg, HpH KOWTO TpaOBa HAa ce u3darBa
MIOTHCKAHeTO Ha AUXATEIHUS HEHTED
. HaIEEeHTH C 0CTpa YepHoApoOHa ophuprs
. TIANHEHTH, ¢AHOBpeMeHHo nmpueMamy MAQO HHXHONTOPH, HIH KOUTO

ca nonydasani MAQO urkubuTopH npe3 mocnexauTe 14 nam.

CIIEIIMAJNHNA NPEATTAZHNA MEPKH ITPE/TH YIIOTPEBA

Cydenrannn “Topexc” Moxe Ia Upein3BUKa [O303aBHCAMA peCIHpaTOpHa
JEIpecHs, KOSTO Moke Nja O51¢ OBNajsfHa Ype3 MPHIOKEHHETO Ha CeIM(QHIHH
AHTArOHKCTH (Hanp. HanokcoH). HeoOxommmara [o3a W HMHTEPBANET MEXKAY
NO3WATe Ha AHTATOHMCTA 3aBHCAT OT NPIJIOKEHaTa A03a CYQEHTaHWI H OT
BpeMeTO Ha NIpPHNOKECHHE Ha HOCHAeHATa J03a. MHOIO BaXHO € MANHEHTHTE Aa
ce MOHWTOpHpaT cliefonepaTHBHO. 3a peaHuManys Ha IanueHTa TpsOBa Aa ce
OCUTYpH aJieKBaTHa SKUIIMPOBKA ¥ JIEKapCTRA, BKAIOYMTEIHO aBTarOHHCTH.

Cydenranun “Topekce” TpsOBa Ja ce H3II0N3Ba ¢ H3KIIOYHTENHO BEUMAHEE NIPH




He ce mpenmoprusa mpunoxesmero Ha Cydenranun “Topexc” mo speme Ha
paxaaHe WM Ne3apoB0 CeYeHMe NpedH IIpeps3BaHe HA IIBIIHATA BPEHB, HOPatH
PHCK OT HpeIH3BUKBAHE Ha IOTHCKAHE Ha AHINAHETO IIPH HOBOPOXEHOTO.

Kaxto # B ciygamTe ¢ JpYIH OIHOW, C€ OYaKBa HOBOPOZEHHTE Ha OLaaT
0co0eHO TyBCTBHTEIHM KbM Hexkenanure edextd Ha cybenranmi. Heobxommvo
¢ nperu ynorpeba Ha Cydentanun “Topexe” npy HOBOPOXSHH H KbpMaYera Ja
OBbe BHEMATEITHO OIICHEHO CHOTHOINECHHETO 038/ PHCK.

Ilpunoxerrero Ha cydeHTaHHI MoOXe Ja Jgopele J0 PHIHOHOCT Ha
MYCKyJIaTypara, BKIIOYHTENHO Ha MycKynure ga rppoHauHus creib. Tosu edexT
MOXe Ja ce m30erse, ako ce OcHrypH 0aBHa 1.v. MEKCKIMA Ha JIEKapCTBOTO,
NpUIOKEHHe Ha OeH30/[Ma3eMHOBO IPOU3BONHO, HIM JPYyro NEKapCcTBO,
motackamo ITHC mpegu yBoma B aHecresds, H H3MON3BAaHE Ha MYCKYNHH
penaxkcaHTH,

B pemi ciywau criiecTByBa pHCK OT OpaAnKapiis ¢ aCHCTOIHS, aKo J03ara Ha
IpeABapuTeNHO MPUIOKECHUTE aHTHXONUHEPIWYIHA CPEfICTBA € HEROCTATHUIHA,
HIM aKo Cy(eHTaHmI ¢ MPHIOKEH SHHOBPEMEHHO C HEBATOIHMTHICH MYCKYJICH
penaxcanT. bpanuKapmusaTa ¢e OBIHIBA OT ATPOIHH.

IIpupnoxenreTo Ha CY(QEHTAaHHI MOXEe Ma NPCAH3BHKA XHOOTOHHS U
Opamuxapmis, ocoOEHO MIpH HAalMEHTH C XHOOBOJEMH:A. B TakeBa Ciydad,
TpsOBa Ja ce B3eMaT NONXOIINE MEpPKH 3a Ja ce CT20Wmizupa KpHEBHOTO
Hansrage.

Ilprnoxkenmero Ha cy(QenTaHUI MOXKe Ja JOBEHE IO NpPEIU3BAKBAHE HA
3aBHCHMOCT, JABIDKama ce Ha MophuHonmono0nure My cBoifcTBa. AXo0
cydenTannn ce ynorpebsBa caMo KaTo aHECTETHK B XHPYPIHATa, HE C& OYaKBaT
ebextn Ha DpucrpacIaBade. Cnel NPONLIDKUTEHHO IPHIOKCHHE B
peasAManusra 00age, MOJKE Ka Ce IOy 3aBHCHMOCT.

JIEKAPCTBEHW Y TIPYI'A B3AUMOJAENCTBHS

IIpn ensoBpemerHo npmiokeHue Ha Cydentanmn “Topekce” ¢ dapburypath,
€TOMHIAT, AHKCHONWTHOH, HEBPOJCITHIMH, ONHOWAM, OOINI aHECTCTHNOH,
mpyra notrckanm [THC sexaperpa i ankoxos, MOXKE 12 ce IPOSBE B3aHMHO
noreHnupane Ha edekture Bepxy IIHC u Ha moTHckaHe Ha Aumianero. Ilpm
€IHOBPEMEHHOTO IpWIOKEHHE € HeoDXonmMmo HOHMKCHHE Ha Jlo3aTta Ha
edHOTO WIHM Ha JBETe JeKapcTBa B KoOMOWHANUATA. EAHOBpEMEHHOTO
TIpHNIOXKEeHWe Ha OeH30[Ma3elHHH W a30TeH OKcHE (palicku ra3) Moxe Ja
JIOBELE N0 HOHIWKABaHe Ha KPERHOTO HAJIATaHe.

IIpenopruBa ce npeycraHoBABade Ha npHema Ha MAQO waxmburopm npe
CEIMUNH IIPEHW XMPYPTHYECKH WM AaHECTE3HONOTHYHH TIPOIEHYDH.
EnHOBpEMEHHOTO NPHIOXEHHWE Ha Cy(heHTaHHA ¢ VECUronin HIH CBC
suxamethonium Moxxe a BoBele N0 OpagmKapiaus, 0cobeHO ako myJicoBata
9ecTOTa € Bede 3alaBeHa (Hallp. IpH NanueHTH, IpHeMalnu ONOKepH Ha
KaJTAeBATE kanamu 1w Oera-0iiokepy).




EGQEKTH BHPXY CIHOCOBHOCTTA 3A INO®HPAHE W PABOTA C
MAMWHNA
Cren ymoTpe6a Ha TO3M JIeKapcTBEeH NPOAYKT 3a AHECTE3HMs, NANNEHTHT He
TpsOBa Ja modmpa WX na paboTH ¢ MamMBd 33 NEepHOJ OT BpeMe,
onpefiened oT nexapsa. IlanuenTsT TpsGeRa na OpJe CBIUBTCTBAH OF
NPHEAPYXETEN ¥ TpsaOBa xa 6b1e NOCHBETBAH fia He YIOTpeOsIBa alkoXol.

JO3HPOBKA Y HAYH HA HPRJIOXKEHWE
Cydertanun “Topexc” TpsbBa fa ce IpHiara caMo OT IeKapy aHECTE3HOM03H
(a1 mon TeXHWS KOHTPOX), 3alI03HATH C HETOBHS HAYMH Ha ymoTpeba u
ethexTH.

Hozata Tpsabra na Gpie HHIHBHMIOyalH3HpaHa CHOpPEN BH3pPACTTa, TEAECHOTO
TErNO Ha [AUMeHTa W KIHHWYHATA CHTyanus (KI@HWYHATA JHarH03a,
CBITBTCTBAMIO NiCUCHUE, aHECTE3HONONIHN NPOHENYPH, BPEMETpacHe W BHI
Ha xupypresiTa). EQekTsT Ha HadanHara fo3a Tpa0Ba Aa ce MMa HPEIBH]I IPH
onpenensae Ha JONBIHATENHRETE JO3H.

3a ma ce uszberge pHcka OT Opaxukapiis, HEMOCPEACTBEHO IIpeNyl YBOLA B
amecTe3ds <C©¢ OpenopsuUBa Ja Ce HIDKEKTHpa HHACKa Jo3a  OT
aHTHXOJHHCPIHYHO CpelcTBO. [aJicHeTo K MOBPHIIAHETO MOraT ja ce
IPEROTBPATAT dpes IPHIIOKEHIE Ha aHTHEMETHIHN JIEKapCTBa.

e J{03upoBKA NIpH BE3PACTHN R DOAPacTBANIH:

0 Kargo aHanreTHYeH KOMIIOHCHT HpH OamapcupaHa aHecTe3Hs, MHAYIHpAaHA
H IOATBRKaHA Upes yoTpeba Ha pa3iAdnE aNecTETHIH.

Havanna 003 — npunara ce xaro 6ases 1.v. doiayc unu nHGysna 3a 2 - 10
min: 0.5 - 2 pg cydenranu/kg TeNecHo Ternio.

TlporpmxaTenHOCTTa Ha edieKTHTe 3aBHCH OT No3ara. [IpoaBIDKRTEHOCTTA Ha
edexraTe npy no3a 0.5 pg cyperranun kg renecHo Terno e oxono 50 min.

Hoodwvporcaupa  0o3a - TpUNOXKEH 1.V. HpH HaIMu@e Ha NpH3Hamy 3a
orcnabpade Ha anecTesmara: 10 - 50 pg cydewnranan (oxono 0.15 - 0.7 pg/ke
TEIECHO TELJIO).

Paza Ha OTBHKBAHE — IT0 BpeMe Ha Ta3M ¢aza, no3ara TpAoBa Ja ce JOHIDKABA
mHOoro 6asHO.

0 Kato anecteryk 3a ppBelKAaHE /MOINBPIKAHE HA aHECTE3UT
Hauanna 0oza ~ npanara ce mox ¢gopMa Ha OaBHa 1.v. BEKEKIHI HIH KpaTKa
uHby3ua 32 2 - 10 min: 7 - 20 pg cydbenTammi /Kg TENECHO TETTO.

IHodovparcaiya 0osza — npunara ce 1.v. IpH HaJW4KE Ha DpH3HAWH 32
oTciabBane Ha apecTesnsTa: 25 - 50 pg cybenramun (oxono 0.36 - 0.7 pgkg
TEIECHO TErJIO0).

Tommepaamy Jio3u B o6xBata 25 - 50 pg cydentanun 0OHKHOBEHO Ca
JOCTATHYHH 32 HOUIbPIKaHe Ha CTa0mileH KapAHoBACKyIApeH CTaTyc II0
BpeMe Ha aHeCTE3MSITA.




3abenexxa: NOAXBDKAIETE Jo3W TpaOBa Jla ce ONpeNensT Cuopexn
H3IWCKBaHATA HA BCEKY HAlHEHT W 09aKBAHOTO ONEPATHBHO BpeMe.

o Jlo3upoBKa NPH Fena:

E¢duxacnocTra o 6e30nacH0cTTa Ha cy(enTanan ciel| i.v. IpHAOKeHNe IpA
JieTla IOF, 2 TONWHHM € choOINeHa caMo IIpH OrpaHHdeH Opoii cliydan.

a] 3a BpBeXHaHe M MOANBDIKAHE HA AHECTE3Hs J0 BpeMe HA CHEDASTHO-
CBAOEA HIH 004 XHpYprEd, nanokes csc 100% xucnopon, ce rpernopsasar

CHCHHEHHUTE TO3H.

- Hosopoznenu, 6edera u pewa no 3 r.. 5 - 15 pg/ke tenecHo Terio
- JHena no 12 rogmau: 5 - 20 pg/ke renecno Tero.

SABEJIEZKKA

TlonnepxamuTe A03W TpsaOBa A3 CE ONPSHENAT COOpPEX HHIUBHEAYATHHATE
HM3YCKBAHUS HA BCEKH HAHCHT H OYAKBAHOTO BpeMe A0 Kpas Ha OIICpailfiira.
Tlopamy mo- BHCOKES KIHPBHHC Ha JIEKAPCTBOTO IPH AEUa, HPH Ta3H IPyna ot
TANEEHTH, MOXKE /2 C& HANOXH IPHIOKEHHETO Ha MO-BHCOKHM HO3M, HIH
NpUIoOXKeHAe Ha  no-gects  uHTepBand. CydeHTasun,  NpUiOXeH
CaMOCTOATENHO KaTo aHecrerux wox ¢opMa Ha OOXyC WHXEKIus, He
OCHUTYpsBa JOCTaThuda NbN00UHMHA Ha aHecTe3WITa M M3MCKBAa aIrOBAaHTHA
AHecTeTHYHA METHUKATHA.

. IIpenynpexnenns 3a creliuiHa JO3HPOBKa:

Ilpu BBE3pacTHM H M3TOINEHH NAIHEHTH CE M3MCKBa TPHIOKCHHETO HA HO-
HHCKH HO3¥. BpeMeTo Ha ITONY:KHBOT Ha Cy(eHTaHHI He € YABDKEHO IpH
BPB3PACTHY NMANHEHTH, HO IPH TAX ce Habironasa HOBHIIEH PHCK OT HpoOIeMu
OT CTpaHa Ha CHPACIHOCHIOBATA CHCTEMA.

Oobmara moza TpsOBa BHUMATENHO Xa ce THTPHpa Ipy HANUEHTH ¢ HAKOE OT
cnequuTe 3a0oNsBamus: NEKOMIEHCHpAaH XUTOTHPEOMNH3IEM, OeloXpobHE
Oonectu, ocobeHO ¢ pemynupaH BHTANEH KaanureT, 3aTIBCTIBAHC H
amkoxomuzbM. JlpE Te3sw mamueHTH ce DPENOphYBa HPOABIDKATEACH
ClieAONEepaTHBEHE MORRTOPHHT.

IIpu manmeHTH ¢ YepHOApoOHa U OBOpeTHa HEAOCTAaTHUHOCT TPAOBa Ja ce IMa
IpeaBH BE3MOXKHOCTTA 32 HOHHKECHO €IHMHHUpPaHe Ha JIeKapCTBOTO, KaTo B
Te3H CIyJau ce NpenophuBa OHIKCHHE Ha J03aTa.

TManperTATe, TOMIOKEHK HA IPOTBIDKATETHO IEYCHHE C ONAOHAM, HIH TE3H C
HCTOPHs Ha ONHMaTHa 3aBHCHMOCT, MOXKE Ia W3HUCKBAT IPHIOKEHHETO Ha HO-
BHCOKH JIO3H.

TIpORBIDKUTENHOCTTa HA NPHIIOKEHHe 3aBACH OT OYaKBaHOTO OIEpPaTHBHO
BpeMe.

MHOTOKpaTHa J034.




TpabBa na ce m30ArBa NMpHAOKEHHETO Ha OBp3sy OOMyC MEKEKNHH. AKO ce
HpHiara €FHOBPEMEHHO ChC CEaTHBHO CPEICTRO, ABETE ieKapeTsa TpaOBa a
CE OPINAraT B OTAEHHE CIPUHITOBKH.

HPEAO3HPAHE

B 3aBrcEMOCT OT MEIMBHAYaTHATa IOHOCHMOCT, HAH-CEPHO3HHSAT CTpAaHIYeH
edexT mpu Npeno3HpaHe e IOTHCKaHETO Ha NUINAHETO, KOETO MOXKEe Ha ce
IIPOSBH Ha BCHYKM HHBA NODH B TPaHUIIMTE HA TepalieBTHUHHTE No3u (i.v. >
0.3 pgkg Temecro Terno. THH xaro Cy(QeHTaHHN ce€ Xpmiara O
KOHTpONMPAaHU YCIIOBHS, TpsAGBa na OBble OCATYPEHO HOAXOAINO HETeHNE IPH
TIOSIBA Ha TAKWBa CAMIITOMH.

Jeyenue

Ilpm xwmoBenTHIamAA KN amHes TpsOBa Ja ce IpHnara KHCIOPOR HOJ
BEHTHIIATOPHA aCHCTCHIMA HIE KOHTPOIMpPaHo Apmane. 3a Ja ce KOHTPOIHpa
TMOTHCKaHeTO HA Julliagero, Moxe Ja Obje npuiaral coelddHYeH
8HTATOHHCT, Halp. HanokcoH. Ilo ckmoTo Bpeme, TpsabBa fia ce mpepmnpreMe
He3a0aBHO CHMITOMATHYHO JedeHme. 1hH Karo NpOABIDKHTENHOCTTA Ha
etbexta Ha CYQEHTAHHI, MOXe Nia Tpae IO-FBAT0, OTKOJIKOTO JelicTBHETO Ha
aHTarOHUCTZ, MOXE Ja C¢ HAIOXE IPUIOXKEHHE HAa HOBH O3 aHTArOHHCT.
Ilpy Hammdme Ha PUTHAHOCT Ha MYyCKynaTypata, MOYar Jha Ce IpHIarart
MYCKYTHH peJIaKCaHTH, 3a J1a ce YIeCHHM acCHCTHPaHOTO W KOHTPOIUpAaHO
Ipnage.

CrcrosiHIETO Ha NaleHTa TpsAOBa BHMMATEHHO fa e NPOCIEHIBa, KaTo ¢
HeoDXomEMO Ha ce IIOANBpXKa TEMIeparypara Ha TANOTO H OamaHca Ha
TEYHOCTH. XMIOBOIIEMUsATa TpaOBa fa ce CUHTa KaTo BBE3MOXKHA HPHYHHA 33
TEXKa WA HpONbIKHTEHa XENoTo M. B Takss ciyqali, € HeoOXommuMo na ce
IPUIIOKA CHOTBETHOTO O0EMHO 3aMeCTRANHE.

BEXEJAHW JEKAPCTBEHH PEAKTUIH

Morar Ja ce IposABIT HEXeNaHH JIEKapCTBEHHM peaKlHH, XapakTepHH 34
OIIHOHIWTE, KATO Hamlp. IOTHCKAKe HAa JUITAHETO, allHesd, CKEICTHO-MYyCKYHHA
PHTHAHOCT, MHOKNOHHYHHM CHA3MH, XHUIIOTOHMS, Opamwxapmud, TafeHe,
NOBPHINAHE, CBETOBEPTEXK, eyhopus, MIO3a, K 2a)pEikKa Ha ypuHa. [lo-psaxo
MOrarT Ja ce IposBsT CEpOek H 6onKa B MACTOTO HA MHDKEKTHpaHe,

Ho-panxo ce cro0maBa 3a NapEHTOCHA3bM, all€pTHIHHE PEaKllMi H aCHCTONHES.
Thit KaTO HpPE aHECTE3HA C€ HPHIAraT ¢IHOBPEMEHHO DasiHIHH BEMIECTBA, HE
Moke 7a Obfle yCTAHOBEHA TOUHO IPWYMHHATA BPB3KA 32 TE3H HEXKEHAHH
PEAKITHH C TPHICKEHHETO Ha CyQeHTaHUIL.

HECEBMECTHMOCTH

Cydentanun nurpaT € O(u3p9HO HECHEBMECTHM ¢ [Ha3enayM, Jopaselam,
denobapbuTan Harpwii, GEeHUTOHNE H THOCHTAIL
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KorTeliHepsT fla ce chXpaHgBa B OIaKOBKaTa. Ja ce masd Ha 3alMHTEHO OT
CBETJIMHA MSICTO.
JA CE HHA3W HA HEAOCTBITHO 3A JJELIA MACTO.

CPOK HA N'OTHOCT

Ilpeou omeapane Ha avnynama:
3 FOOHMHH.

Cned omeapsmne Ha amnynama u paspesicoane:

Hoxazana e XMMHYecka B ¢Qu3zmyecka cTabHIHOCT Ha pPa3sTBOPHTE CICH
paspexpane 3a 72 gaca mpu 25° C. Ot mukpoOwonormusa rieflHa TOUKa
pasTBOpETE TpsOBa na ce M3NON3BaT BefHATAa. AKO HE C€ H3IION3BaT
He3a0aBHO, METHITHHCKOTO JIHIE IT0EMa OTTOBOPHOCT 32 YCIIOBHATA H BPEMETO
Ha cexpaHeHHe He ce mpemoppdBa chxpaseHHe 3a MOBEYe OT 24 4vaca IpH
Temueparypa oT 2 — 8 °C, ocBeH akO IPUTOTBAHETO Ha pasrsopa He e
H3BBPIICHO IIPYU KOHTPOIMPAaHH U BATAAWPAHA aCEIITHYHE YCIOBH.

HME H AAPEC HA JPHUTEXATEJY HA PAIPEHIEHHUETO 3A
YIIOTPEBA

Torrex Chiesi Pharma GmbH
Gonzagagasse 16/ 16
A-1010 Vienna

Ausiria

UME U ATPEC HA HPOMIBOANTEJIA
Torrex Chiesi Pharma GmbH

Gonzagagasse 16/ 16

A-1010 Vienna

Austria

JATA HA TIOCJHENHA PEMAKINA HA TEKCTA
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