OBIIASI XAPAKTEPUCTUKA JIEKAPETBEHHOTO HPEHAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

JINJOKANH BEJI®APM, 10 mr/mi, pacTBop AJIsl HHbEKITUH.
JIMJIOKAVH BEJI®APM, 20 mr/mi, pacTBOp AJisi UHbEKLIUH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelicTByromee BEMIECTBO: JINIOKAUH.

JIMJAOKAMNH BEJIGAPM, 10 mMr/mia, pacTBOp Uil MHBEKIHI

Kaxnprit M1 pactBopa cogepsxkut 10,67 Mr nupokanHa THAPOXIIOPUIAa MOHOTUIpAT (B TIepecueTe Ha
JHIOKANHA THAPOXJIopHT — 10 Mr).

Kaxnas amnyna 3,5 M cogepxut 37,345 Mr auaokanHa TUAPOXJIOPHIa MOHOTHAPAT (B MIEpecUeTe
Ha JIMJI0KauHa THIPOXIIOPHI — 35 Mr).

Kaxnas amnyna 5 mut conepxut 53,35 Mr ujokanHa THAPOXIIOPHIa MOHOTHAPAT (B IIEpecuere Ha
TuAoKanHa rupoxsaopun — 50 mr).

Kaxnas ammyna 10 mu cogepskut 106,7 Mr nugokanHa THAPOXIIOPUJIa MOHOTUIPAT (B IepecyeTe Ha
nuaokanHa ruapoxiopus — 100 mr).

BemecTBa, HATM4IrEe KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO TIperapara: HaTpui (CM.
paznen 4.4).

JIMAOKAHNH BEJIGAPM, 20 Mr/mi, pacTBOp Uil MHBEKIIUI

Kaxxnprit M1 pactBopa cogepkut 21,34 Mr iupokanHa THAPOXJIOPUIa MOHOTHIpAT (B TIepecueTe Ha
TuAoKanHa Tuapoxsaopu — 20 mr).

Kaxxnas ammyna 2 mit conepxut 42,68 Mr JinIokanHa TUIPOXJIOPUIa MOHOTHIpAT (B mepecyeTe Ha
TuaoKanHa rupoxyaopun — 40 mr).

Kaxnas amnyna 5 mu conepxkut 106,7 mMr iniokanHa THIAPOXJIOPUIa MOHOTHIpAT (B mepecyeTe Ha
nuaokanHa ruapoxaopus — 100 mr).

Kaxnas ammyna 10 mu cogepskut 213,4 Mr mugokanHa THAPOXIIOPU]Ia MOHOTHIPAT (B IepecyeTe Ha
nuaokanHa ruapoxaopus — 200 mr).

BemecTBa, HATM9Ire KOTOPBIX HAJIO YYUTHIBATh B COCTABE JICKAPCTBEHHOTO IIperapaTa: HaTpui (CM.
paznen 4.4).

[TonHbI TepeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBENICH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop ni1 nHBEKIUI.

Hpo3paqHa;1, 6GCI_IBCTH3.}I WK CJICTKA KEJIITOBATasd XKUJIKOCTh.
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4.1. ITokazaHusl K NIPUMEHEHHIO

[Ipemapar JINMJIOKAMH BEJI®APM mnoka3aH K HPUMEHEHHUIO Il MPOBEACHUS MECTHOU U
pETHOHAPHON aHECTEe3WH, MPOBOJHUKOBON AHECTE3UH NPHU OOJBIIUX W MAIbIX XUPYPTUYECKUX
BmemarenscTBax. [Ipenmapar JIMJIOKAWH BEJI®APM B nosupoBke 10 Mr/mi mokazaH K
IIPUMEHEHUIO Y B3pOCibIX U JeTeil B Bo3pacte oT 1 roxa po 18 ner. Ilpenmapar JIMJTOKAWH
BEJI®APM B no3upoBke 20 Mr/mi moka3aH K MPUMEHEHHIO Yy B3POCIIBIX B Bo3pacTe oT 18 jeT.

4.2. Pe:xuM 103MPOBaHUS U CIOCO0 MPUMeEHEeHHU s

PexxuM mo3upoBanus

Pexxum 103upoBaHus ClieayeT Moa0upaTh, OCHOBBIBASCh HA PEAKIUH MMALMCHTA U MECTES BBE/ICHHS.
[Ipenapar cieayeT BBOIUTh B HaWMCHBLICH KOHICHTpAMM M HAMMEHbIICH Jj03e, arolieit
TpeOyeMblii P PEKT.

O0Bem pacTBOpa, MOJIKALIMA BBEJCHUIO, 3aBUCUT OT pa3Mepa aHecTe3upyemoro yuyactka. Eciu
€cTb MOTPeOHOCTh BO BBEACHHUU OOJBIIOrO 00bEMa C HU3KOW KOHILIEHTpAIMEW, TO CTaHIApPTHHIN
pactBop pas3BoAT coneBbiM pactBopoM (0,9 % pactBop HaTtpus xijopuna). Pa3penenue
OCYILIECTBIISIETCS HEIIOCPEICTBEHHO IIEPE BBEICHUEM.

JleTsiM, MOXWIBIM W OCJIa0JICHHbIM IallMeHTaM IHpenapaT BBOASAT B MEHbIIMX /103aX,
COOTBETCTBYIOIIUX UX BO3pAacTy U (PU3NUECKOMY COCTOSIHUIO.

MakcumanbHas 7103a Jisl B3pOCIbIX — HE Oosiee 4,5 MI/Kr, peKOMEHAYETCS HE IMPEBBINATh 103y
300 mr; as BHYTPUBEHHOUM permoHapHO aHecTe3nu — He Oosee 4 mr/kr. [ToBTopHOE BBEIeHUE B
TeueHue 24 4acoB HE pEKOMEH/IYEeTCHl.

/lo3vl, pekomenodyemvie 0751 83pOCvlx

‘ 10 mr/ma ‘ 20 mr/ma
NupuabTpanmoHHasi aHecTe3Ms1: BHYTPUKOXKHO, ITOJIKOXKHO, BHYTPHUMBIIIEYHO
Marnsle BMeNaTenbCcTea 2—10 M7 (20-100 mr)
Bonpume BMemaTenbcTBa 10-20 mx (100-200 wmr) 5-10 mu (100200 mr)
IIpoBoaHuKkoBasi aHecTe3ust (aHecTe3us/Oiokaga mnepupepuvyeckux HEpPBOB, B T.4. OJOKaje
HEPBHBIX CIUICTCHUI )
[lepuneBpanbHO: 3-20 Mz (30-200 mr) 1,5-10 mn

(30-200 mr)

biokana HEPBOB MaJbIIEB KUCTH U CTOIIBI 2—4 v (2040 mr) 2—4 v (40—-80 mr)
brokana HepBHBIX CIIETEHUI 10-20 mz (100-200 mr) 5—10 mi (100-200 mr)
brokaapl MexxpebepHBIX HEPBOB 3 ma (30 mr)
brokasia niedeBoro Hepea 25-30 ma (250-300 mr)
[TapaBepTeOpanbHas aHeCTe3Us 3-5 mi (30-50 mr)
Barocummarnyeckast 6y10kaja: MIEHHOTO 5 M (50 mr)
oTaena
Barocumnaruueckas Onmokana: 5-10 mi (50-100 mr)
MOSICHUYHOTO OT/IeNa
B cromaronorun 1-5 mx (20-100 mr)
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PerpobynsOapHast anecte3us 3—4 v (60—80 mr)
[TapaOynb0apHast aHecTe3us 1-2 mn (2040 mr)
dnuaypajibHasi aHeCTe3us
TopakanbHbIN OTAET 20-30 mut (200-300 mr) 10-15 mn
(200-300 mr)
JIromOapHBIN OTAEI 25-40 M (250—400 mr) 12,5-20 M
(250 — 400 mr)
CakpaJIbHBIN OT/EI 20-30 M (200-300 mr) 10-15 mn
(200-300 mr)
BuyTpuBeHHasi pernonapuasi | He Gosee 5 mut (50 mr) He 6omnee 2,5 mi (50 mr)
aHecTe3usi  (BBEJACHHE  aHECTCTHKA
HETIOCPEJICTBEHHO B BEHY KOHEYHOCTH
(Ipu  yCIIOBHH, HAIOKCHHS JKI'yTa BBIIIC
MeCTa BBEJICHHS))

He pexomeHayercs NpUMEHATh HENPEPHIBHOE BBEICHUE AHECTETUKA C IIOMOIIBIO Karerepa;
BBEJICHUE MaKCUMAJIbHOM J103bl HE TOJKHO MOBTOPSATHCS yalle, 4em yepe3 90 MUHYT.

Oco0Oble I'PpYHIIBI TAIIMCHTOB

IToxxuneM 1 oci1a0JICHHEIM MnanucHTaM Iperapar BBOAAT B MCHBIIUX 103aX, COOTBCTCTBYIOIIIUX HUX
BO3pacTy u (I)I/ISI/I‘ICCKOMy COCTOsIHHUIO.

€T

[Tpenapat JIMJJOKANH BEJI®APM B no3upoBke 20 MIr/mi1 IpOTHUBOINOKA3aH y IeTeil B BO3PAcTe OT
0 no 18 ner. bezomacHocTh 1 3 dexTuBHOCTH NMpenapara JINJJOKANH BEJIGAPM B no3upoBke
20 mr/min y aereit B Bozpacte ot 0 10 18 neT He ycTaHOBNEHBI. JJaHHBIE OTCYTCTBYIOT.

[Ipenapat JINJIOKANH BEJI®APM B no3uposke 10 Mr/mui npoTUBONOKa3aH y JeTeil B Bo3pacTte
1o 1 ronxa.

Jlemu 6 sospacme om 1 200a 0o 12 nem

MaxkcumanbHas no3a npenapara JIMJIOKANH BEJI®APM s neteii B Bozpacte ot 1 roga go 12
net coctasinger 4,5 mr/mr maccsl Tena 1 % pacrsopa (10 mr/mun).

Cnoco0 mpuMeHeHus

JlupokauH MpUMEHSIOT U1l MHQWIBTPALMOHHOW, MPOBOAHMKOBOW, BHYTPUBEHHOW pErMOHapHOM,
SMUAYpaTbHON AaHECTE3UMU.

NHCTpyKIIMM 10 TPHUTOTOBJICHWIO JICKAPCTBEHHOTO IIpemapara TIepe] NpPUMEHEHHEM CM. B
paznene 6.6.

4.3. IlpoTuBONOKa3aHUS

- ['unepuyBCTBUTENBHOCTh K JTUAOKAWHY, aHECTETHKAM aMUIHOTO THUIA WU K JTOO0OMYy U3
BCIIOMOTATEJIbHBIX BEIIECTB, IEPEUNCICHHBIX B pazzaene 6.1.

- Tsokenas  cuHoaTpuanbHas — Oyiokaja, CHHAPOM  cinaboCTH  CHHYCOBOTO  y37a,
aTpuoBeHTpuKyJsipHas (AV) Onmokama 3 cTenmeHu, TOKENble HapyIICHUS BHYTPHKEITYJOYKOBOU
npoBogumoctH, curpom WPW (cunapom Bonbda-Ilapkuncona-Yaiita).

- KapavoreHHblii WJIM TUIIOBOJEMHYECKUM IIIOK, OCTpas JIE€KOMIICHCAIUS CepACYHOM
HEJIOCTAaTOYHOCTH.

- Hetckuii Bo3pact 1o 18 et (s mo3uposku 20 mMr/mi).

3
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- Hetckuii Bo3pact 1o 1 rona (s qo3upoBku 1) mr/mi).

4.4. OcoOble yka3aHus ¥ Mepbl PeI0CTOPOKHOCTH NPH NPUMEHeHUH

CrietyeT ¢ OCTOPOXKHOCTBIO IIPUMEHSTh Yy ITAI[HEHTOB:
- C MUacTeHHEH gravis;
- HIOXKUJIOTO BO3DAcTa;

- ¢ snmiencueid. HeoOxoaumo TimaTensHO HaOMIONATh 3a MAMEHTAMU C CYIOPOKHBIMH
paccTpoicTBaMH Ha MPEIMET CUMITOMATHKHA CO CTOPOHBI IIEHTpalbHOW HepBHOU cucTembl (LIHC).
Huskue 10361 JInI0KanHa TaKKE€ MOT'YT MOBBIIIATH CYJOPOKHYIO TOTOBHOCTH;

- C IOJHOM WJIM HENOJHOH OJI0KaI0i BHYTPUCEPAECUHOI'O MPOBEACHUS, IOCKOIBKY MECTHBIE
aHECTETUKU MOT'YT YrHeTaTh AV-IIpoBeJeHHUE;

- C XpOHquCKOﬁ CCpI[G‘lHOﬁ HEOOCTAaTOYHOCTBIO, 6pa,[[HKapI[Heﬁ " YTHCTCHUCM JbIXaHU;

- ¢ koaryiomnarueil. Tepanus aHTUKOAryJlIsiHTaMu (HalpuMep, renapuHoM), HECTEPOUHBIMU
npoTuBoBocHaIuTeNbHbIMU  npenapatamu (HIIBII) wnm  mima3mo3amMeHUTENsIMH — MTOBBILIAET
CKJIOHHOCTb K KpoBoTedeHMsIM. CiyyailHOe MOBPEXJIEHUE COCYJOB MOKET MPUBECTU K TAKEIBIM
KpoBoTeueHHUsIM. [Ipr HEOOXOIUMOCTH ClielyeT MPOBEPUTH BpeMsi KPOBOTEUCHUSI, aKTHBUPOBAHHOE
gacTuaHOE TpombormiactuHoBoe BpeMsi (AUTB) u coneprxkanue TpoMOOIUTOB;

- ¢ CHHIAPOMOM MGHBKepCCOHa-PO3CHTaH${ (annepmquKHe U TOKCHYCCKHEC PpCaKIHuHu CO
CTOPOHBI HepBHOﬁ CHUCTCMBI B OTBCT Ha BBCICHUC MCCTHBIX aHCCTCTUKOB MOT'YT Pa3BUBATLCA anHC);

- B KOMOMHAIMU C MpernapaTaMu, B3aUMOJCHCTBYIOIUMH C JUIOKAaMHOM M MPUBOISIIUMH K
MOBBIIICHUIO €r0 OMOJIOCTYIHOCTH, NMOTEHIIMPOBAHUIO 3(PPEKTOB (Hampumep, (EHUTOMHOM) WA
3aMEIJICHUIO BbIBEIEHUS (Hampumep, TMpH MEYEHOYHOW MM TEpPMUHAIBHOM MOYEeyHOU
HEZ0CTaTOYHOCTH, PU KOTOPOH MOTYT KYMYJIUPOBAaTh META0OIUTHI JIMJI0KAauHA);

- B TPEThEM TPUMECTpEe OEPEMEHHOCTH.

Pernonapas u MecTHas aHeCTe3Wsl [JOJDKHA IIPOBOJAUTHCA ONBITHBIMU CIELUAINCTAMH B
COOTBETCTBYIOLIIEM 00pa3oM O0OOpYIOBAaHHOM IOMEUIEHMH NpU JOCTYMHOCTH TOTOBOTO K
HEMEJIEHHOMY MCIIOJIb30BaHUIO OO0OpYJOBaHUS U IPENapaToB, HEOOXOAMMBIX JJIsi MPOBEACHUS
MOHUTOPHMHIA CEpPACYHOM JEATEIBbHOCTM M pPEAaHMMAlUOHHBIX Meponpuatuii. Ilepconan,
BBITIOJHSIOLINI aHECTE3UI0, T0JKEH ObITh KBAIM(UIMPOBAHHBIM M O0yUY€H TEXHUKE BBIIIOJIHEHUS
aHECTEe3UH, JI0JKEH ObITh 3HAKOM C JMAarHOCTHKOM U JIEYEHHEM CHUCTEMHBIX TOKCHUYECKHX PEaKLUi,
HEXKENATeNIbHBIX SIBJICHUN U PEAKLUN, U IPYTUX OCIIOKHEHUH.

JluokauH ciaeayeT ¢ OCTOPOKHOCTBIO MPUMEHSATH y MAIIMCHTOB ¢ MUACTEHHUEH gravis, amuierncuei,
XPOHUYECKON CEpJICYHOM HEAOCTAaTOYHOCThIO, OpaauKapIuel M YyTHETCHUEM JbIXaHUs, a TaKKe B
KOMOMHAIIMK C TperaparaMd, B3aUMOJCHCTBYIOIIMMU C JUAOKAMHOM U TPHUBOIALIIUMH K
MIOBBIIICHUIO €r0 OMOJOCTYITHOCTH, MOTEHIIUPOBaHHIO d(DPekToB (Hampumep, (EHUTOUHOM) HIIH
YIJIMHEHUIO BBIBEJACHHUS (HampuMep, TMpU TEYEHOYHOM WM TEPMUHAIBHOM MOYEYHOU
HEJIOCTAaTOYHOCTH, MPH KOTOPOH MOTYT KyMYJIUPOBATH META0OIUTHI JINIOKAUHA).

3a manueHTamH, MOJIydYaloMMy auTuapuTMuueckue npenapatsl 111 kiacca (Hanpumep, aMHOgapoH)
HEOOXOJMMO YCTaHOBUTh TIIATEIbHOE HaOmoneHne u djekrpokapauorpadudeckuit  (DKI)
MOHHUTOPHHT, IIOCKOJIbKY BJIIMSIHUE Ha CEPJLIE MOKET IIOTEHIIUPOBATLCS.

[loctynany MOCTPETUCTPALMOHHBIE COOOIIEHHS O XOHJAPOJIU3€ Yy MalUEHTOB, KOTOPBIM
OCYIIECTBIISUIN JUTUTENNBbHYIO BHYTPUCYCTAaBHYIO MH(Y3HIO MECTHBIX aHECTETUKOB ITOCIIE ONEpalHH.
B OonpmMHCTBE CilyyaeB XOHAPOJIM3 OTMEYAJCs B IUIEYEBOM cycTaBe. BeieacTBue MHOXeCTBa
BHOCSIINX BKJIaJ (PaKTOPOB U MPOTUBOPEUYMBOCTH HAYUYHOU JTUTEPATYPhl OTHOCUTEIHLHO MEXaHU3Ma
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PIH(byBI/ISI HC ABJISICTCA PA3PCUICHHBIM IMOKa3aHUCM K ITPUMCHCHHUIO JIMAOKAWHA.

BHyTpuMbIlIeyHOE BBEJCHHE JIHI0KanHA MOKET MOBBIIIATh AKTUBHOCTh KpeaTUH(POCHOKHUHA3DI, YTO
MOJKET 3aTPYAHHUTH TUATHOCTUKY OCTPOTO HH(APKTa MUOKaP/A.

[TokazaHo, YTO JTMIOKAaWH MOXET BBI3BIBATh MOPQHUPHIO y KUBOTHBIX, €O NMPHUMEHEHUS Y JIUI[ C
nopdupuei cienyer n3deratb.

HpI/I BBCACHWHU B BOCIIAJICHHBIC UJIN I/IH(bI/II_[I/IpOBaHHI)Ie TKaHHU 3(1)(1)CKT JINJOKanHa MOXXCT CHMXKATbCA.

Hepe):[ Ha4YaJIOM BHYTPHUBCHHOI'O BBCACHHA JIMJOKAaWHA H€O6XOI[I/IMO YCTPAaHUTL T'HIIOKAJIMCMUIO,
THIIOKCHUIO U HAPYIICHUE KUCIIOTHO-OCHOBHOI'O COCTOSHUA.

HGKOTOpLIe npoucaypsl MECTHOM aHEeCTEe3UHU MOr'yT MIPUBOAUTHL K CCPBLC3HBIM HCKCIATCIbHBIM
pC€aknusaM, HE3aBUCHUMO OT IIPUMEHACMOI'0O MECTHOI'O aHECTCTHUKA.

HpOBOI{HI/IKOBaﬂ AHECTE3Us CIIMHHOMO3I'OBBIX HECPBOB MOKCT NPUBOANTH K YTHCTCHUIO CCPACUHO-
COCYI[HCTOﬁ CHCTCMBI, 0COOEHHO Ha (1)0He THIIOBOJICMUU, ITIOOTOMY IIPpU ITPOBECACHUU 3n1/mypaan0171
AHCCTC31U nanuceHTaM C CCPACUHO-COCYANCTBIMU HapymcHHUAMU CJICayeT CO6JIIOI[3,TI)
OCTOPOIKHOCTD.

OnuaypanbHas aHeCTe3Usi MOXKET NMPUBOJUTH K apTepUaAIbHOW TMIIOTEH3MH W Opaaukapanu. Puck
MOXKHO CHU3HUTH IIPEABAPUTEIILHBIM BBEIACHUEM KPUCTATIOMIHBIX WU KOJUIOMIHBIX PacTBOPOB.
Heo0xoanMo HeMeIIeHHO KYIPOBATh apTEPUATBHYIO THIIOTEH3HIO.

B HekoTophIX cilydasx mapaliepBUKaibHas OJOKaga Npu OCPEMEHHOCTH MOXET MPUBOIUTH K
OpaguKapIuy WIM TaXUKApAWH Y IJI0JIA, B CBSI3W C 4YeM TPeOyeTcsl TIATeNbHBIH MOHHTOPHHT
JaCTOTHI cep/ieorenus y mioaa (cM. pasaen 4.6).

BBenenue B 0011acTh rOJIOBBI U IIEW MOXKET MPUBECTHU K HENPEHAMEPEHHOMY TOMNa/laHUIO B apTEPHUIO
C pa3BUTHEM LiepeOpaIbHOM CUMITOMATHUKU Ja)Ke B HU3KHX J103aX.

PerpoOynsbapHoe BBeIEHHME B PEAKUX CIydasX MOXKET TMPUBOAUTh K TOMAJaHUI0 B
cybapaxHOHIaTbHOE MPOCTPAHCTBO Uepemna, MPUBOS K CEPhE3HBIM/TSHKENBIM PEAKIUsIM, BKIIOUYas
CEPJIEYHO-COCYAUCTYIO HELOCTATOYHOCTD, AlTHO), CYI0POTY U BPEMEHHYIO CIIENOTY.

Perpo- u mnepubynbbapHOe BBEJEHME MECTHBIX AHECTETMKOB HECeT HM3KHIl PHUCK CTOHKON
rJ1a307BUraTeabHON IucGyHKIMU. K OCHOBHBIM NpHUYMHAM OTHOCST TpaBMy M (MJIM) MECTHOE
TOKCHUYECKOE JAEUCTBUE HA MBIIILBI U (UJIH) HEPBBI.

TskecTb MOJOOHBIX PEAKINI 3aBUCUT OT CTEIIEHU TPABMbl, KOHIIEHTPALMU MECTHOI'O aHECTETHKA U
MPOAOIDKUTETBHOCTH €r0 SKCHO3MIMU B TKaHAX. B CBS3M ¢ 3TUM 1000 MECTHBIM aHECTEeTHK
HE00X0IMMO MPUMEHSTHh B HauMeHbIIeH () PeKTUBHON KOHIIEHTPALIMU U J103€.

PaCTBOp JIJIsI HUHBEKUMH JHAOKaWHA He PCKOMCHAYCTCA MNPUMCHATL Y HOBOPOXKIACHHBIX.
OnTuManbHas CBIBOPOTOYHAd KOHOCHTpAUsd JIMJOKAHWHA, I103BOJIAOIIAA n30exaTh TaKoOU
TOKCHUYHOCTH KaK CYJOPOTH U apUTMHUH, Y HOBOPOKACHHBIX HC YCTAaHOBJICHA.

Crnenyet u3beraTb BHyTPUCOCYIMCTOTO BBEICHHUS, €CJIM TAKOBOE HAIIPSIMYIO HE MTOKA3aHO.

JlunokanH pacTBOp Ui MHBEKIMH B Jo3upoBkax 10 mr/mi, 20 Mr/Ma He paspeuieH s
MHTpPATEKAJIbHOTO BBECHUS (CyOapaxHOUJAIbHON aHECTE3HH).

BcnoMorarenbHEIE BEIIECTBA

JlaHHBIN JTeKapCTBEHHBIN MIpenapar colepXuT MeHee 1 Mmomb (23 MT) HaTpus Ha OJHY aMITyJy, TO
€CTbh, [10 CYTH, HE COAEPKUT HATPUS.
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B3aMMO/elCTBHSA

TOKCHYHOCTB JINJIOKANHA YBEJIMYUBAETCA IIPU €0 OJHOBPEMEHHOM MPUMEHEHUH C [IUMETUIMHOM U
MIPONPAHOJIOIOM BCIIECTBHE MOBBIIICHUS KOHIIEHTPALIUH JIMOKAanHA, 3TO TPEOYyeT CHIKEHHS 103bI
mupokanHa. O6a mpenapaTa CHIKAIOT IIEUeHOUHBIH KpoBOTOK. Kpome Toro, HuMeTHANH HHTUOUPYET
MUKpPOCOMAJIbHYI0 aKTMUBHOCTb. PaHWUTHIMH HE3HAUUTEIBHO CHUXKAET KIMPEHC JIMIOKaWHA, 4TO
MPUBOAUT K TMOBBIIIEHUIO €ro KOHUEHTpauuu. I[loBbllleHWE CHIBOPOTOYHON KOHILIEHTPALUU
JUAOKAWHA TAaKXXE MOTYT BbI3bIBaTh IIPOTUBOBUPYCHBIE CpEICTBA (HAIpUMEpP, aMIpPEeHaBUD,
aTazaHaBU, JapyHABUP, JOTUHABUD).

I'umokanuemusi, BbI3bIBaEMasi JAUYPETUKAMH, MOXKET CHUXKATh JIEHCTBUE IJIMJOKAaMHA TPU KX
OJTHOBPEMEHHOM IpuMeHeHHH (cM. pasaen 4.4).

JIuiokamH cieayer ¢ OCTOPOKHOCTBIO MPUMEHATHh Y MAILMEHTOB, MOJYYAIOUIUMX APYTHE MECTHBIC
AQHECTETUKH WM CPEICTBA, CTPYKTYPHO CXOJHBIE C MECTHBIMU aHECTETUKaMU aMHUJHOTO THUIIA
(Hanpumep, aHTHAPUTMUKAMH, TAaKUMU KaK MEKCUJICTHH, TOKAWMHH]), TOCKOJIbKY CHCTEMHbIC
ToKcu4eckue 3(pPeKTsl HOCIAT aJAUTUBHBIN XapakTep. OTAeTbHbIE UCCISI0BAHUS JIEKAPCTBEHHOTO
B3aUMOJICHCTBUS MEXKIY JUA0KauHOM 1 antuaputMmukamu 11 kimacca (Hanpumep, aMuoapoOHOM) HE
MIPOBOAMIINCH, OJJTHAKO PEKOMEHAYETCS COOII0IaTh OCTOPOKHOCTD.

VY nanueHToB, OJHOBPEMEHHO IOJYYAalOUIMX AHTUIICUXOTHYECKHE CPEACTBA, YAJIUHSIOLUIUE WU
crocobnble yanuHATh uHTepBasn QT (Hampumep, MUMO3UI, CEPTUHION, OJAH3AIlWH, KBETHAIMH,
30TEIHH), MPESHUIIAMUH, STTIMHEPPUH (TIPU CITy4aifHOM BHYTPUBEHHOM BBEJICHHH) WJIA aHTATOHUCTHI
5-HT3-cepOoTOHMHOBBIX pelenTopoB (HampuMep, TPOMUCETPOH, AOJACETPOH), MOKET MOBBIIIATHCS
PHUCK KENyI0UKOBBIX apUTMHUIA.

OI[HOBpeMCHHOG MMPUMCHCHUC XI/IHYHpI/ICTI/IHa/I[aJ'IL(I)OHpI/ICTI/IHa MOXKET YBCJINYNBATDH
KOHIOCHTpAIUIO JIMJOKAMHA W IIOBBINIATH, TAKUM 06p330M, PUCK KCITYJOUYKOBBIX apHTMHﬁ; nux
OOTHOBPEMCHHOI'O IPUMCHCHUSA CICAYCT n30eraTh.

VY nmanueHToB, OAHOBPEMEHHO IOJIYYAIOIIUX MUOPEIAKCaHThl (HampuMep, CYKCAMETOHMI), MOXKET
MOBBIIIATHCS PUCK YCHJIEHHON M MTPOJIOHTUPOBAHHON HEPBHO-MBIIIEYHON OJIOKAIbI.

[Tocne nmpumeHeHus OynuBaKkavHa y MallMEHTOB, NOJyYaBUIMX BepanaMuil U TUMOJIOJ, COOOIIAIOCh
O pPa3sBUTHM CEPJACUYHO-COCYAUCTON HEIOCTaTOYHOCTH; JUAOKAauH OJM30K MO CTPYKType K
OynuBaKkauHy.

Z[OHaMI/IH u S'FI/I,I[pOKCI/ITpI/IHTaMI/IH CHHIXXAIOT TOPOT Cy,I[OpO)KHOfI TFOTOBHOCTH K JIMJAOKAUHY.

Onuousl, BEpOSITHO, 00TaIaI0T TPOCYAOPOKHBIM JIEUCTBHEM, UTO TTOATBEPKIAETCS JTAHHBIMHU, YTO
TUOKAWH CHUKAET CYOPOKHBIN MOPOT K (PEHTAHUITY Y YeJIOBEKa.

KOM6I/IHaHI/I$I OIMMONJ0B " HpOTI/IBOpBOTHBIX Cpe}ICTB, HNHOT1a HpI/IMeHﬂeMaﬂ B LOCIIX cedalnu y
,Z[CTefI, MOXKET CHU3UTH CYI[OpO)KHBIﬁ MOpor K JIMAOKAWHY U TOBBICUTH €I'0 YTHCTAIOIICC ,Z[CI>'ICTBI/IC Ha
IIHC.

[TpumeHenue snMHEPpPUHA BMECTE C JIMJJOKAUHOM MOXKET CHU3UTh CUCTEMHYIO a0COpOIIo, HO MpH
CIlydaifHOM BHYTPHBEHHOM BBEICHHH PE3KO BO3PACTACT PHUCK JKEIyIOYKOBOW TaXWKApAUU U
(GUOPHILIALNY HKETYI0UKOB.

OnHOBpEeMEHHOE MPUMEHEHHE MPOYMX aHTHAPUTMHUKOB, [-aJpeHOOIOKaTOpoB U OJIOKATOPOB
«MEJICHHBIX» KaJIbLIMEBbIX KAHAIIOB MOKET JIONIOJHUTENIBHO CHUXATh AV-TIpOBEe/IeHUE, POBEICHHUE
IO JKeITYA0YKaM U COKpPaTUMOCTb.

OnHOBpeMEHHOE MPUMEHEHHUE COCYAOCYKUBAIOIINX CPEACTB YBEIMUUBACT JJIUTEIbHOCTh ACHCTBUSA
JIAJIOKanHa.
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BBI3BATh TAKCIIYHO apTCPpHUAJIbHYIO T'MIIOTCH3HIO.

Heo6xoanMo cobiofaTe OCTOPOKHOCTh NPU MPUMEHEHUH CEJaTUBHBIX CPEICTB, MOCKOJIbKY OHHU
MOTYT IOBJIMATH Ha JeiicTBUE MeCTHBIX aHecTeTukoB Ha [THC.

Cnenyer coOmogaTh OCTOPOKHOCTh HPH JUIMTEIFHOM HPUMEHEHHH HPOTHBOSIMICTITUYECKIX
cpeacts (penutonn), 6apoUTYpaToOB U APYruX HHTUOUTOPOB MUKPOCOMANIBHBIX ()ePMEHTOB IEYEHH,
MIOCKOJIBKY 3TO MOJKET HMPUBECTH K CHIKEHHIO (P(PEKTUBHOCTH M, KAaK CIEJCTBHE, MOBBIIICHHON
norpeOHocTH B JjujaokanHe. C Jpyroil CTOPOHBI, BHYTPUBEHHOE BBeACHHE (DEHUTOMHA MOXKET
YCHWJINTH YTHETAIOIIee eCTBUE IM0KanHa Ha CEp/LE.

AHanpre3upyrommii  3QpQPEeKT MECTHBIX aHECTETUKOB MOXET YCHJIMBATHCS ONUOUJAAMH H
KJIOHUJIUHOM.

OTWIOBBI CNUPT, OCOOCHHO MPH JUINTEILHOM 3JI0YMOTPEOJICHUN, MOXKET CHUXKATh JCHCTBHUE
MECTHBIX aHECTETUKOB.

.HI/IZIOKaI/IH HE COBMCCTHM C aM(i)OTepI/IIII/IHOM B, MCTOI'CKCUTOHOM U HUTPOITIMICPUHOM.

IIpy 0nHOBpEMEHHOM NPUMEHEHHMM JIMIOKAMHA ¢ HAPKOTHUYECKUMHU AHAIBIETUKAMHU PA3BUBACTCS
anaUTUBHBIA 3(QeKT, YTo HCHOoIB3yeTcs] NMpPU MPOBEACHUU SIHIYpPATbHOW AaHECTE3MH, OJHAKO
ycunusaeT yruerenue [IHC u npixanus.

BazokoHcTpuKTOpHI (3nIMHEPPUH, METOKCAaMUH, GeHUII(PPUH) YATUHIIOT MECTHOAHECTE3UPYIOIIEE
JefCTBUE JIMI0KAaUHA U MOT'YT BbI3bIBATh MOBBIIIEHUE aPTEPHATILHOIO AABJICHUS U TaXUKapAMIO.

Hcnonp3oBanre ¢ THTHOMTOpaMH MOHOAMUHOOKCHIa3bl ((ypa3osiuIoH, NpoKkapOa3uH, CEIETUNHIH)
BEPOSITHO YCHJIMBACT MECTHOAHECTE3UpPYIolllee eHCTBUE JIMJOKaUHA U MOBBIILACT PUCK CHIDKEHUS
apTepUaAILHOTO JaBJICHUSL.

I'yananpe:n, ryaHeTHIMH, MEKaMUJIAMUH, TpuMeTadaHa KaM3WiIaT MOBBIIIAIOT PUCK BBIPAKEHHOTO
CHIDKEHHUS apTepUaIbHOTO J1aBJIeHUs U OpajuKapIuu.

AHTHKOArylIsiHTBl (B T.4Y. apJenapuH HaTpus, JalTenapuH HaTpHs, JaHAmapouj HaTpus,
SHOKCANapuH HaTpus, TenapyuH, BappapuH U JIp.) yBEJIUYUBAIOT PUCK Pa3BUTHS KPOBOTECUEHUI.

JIngokanH CHHUXKaeT KapI[I/IOTOHI/I‘IeCKI/Iﬁ 3(1)(1)6KT JUTUTOKCHUHA.

.HI/I)IOK&I/IH CHHMIXXACT 3(1)(1)6KT AHTUMHUACTCHUYCCKUX JICKAPCTBCHHBIX CPCACTB, YCUIIMBACT U YAJIUHACT
ﬂeﬁCTBHC MUOPCIAKCUPYIOMIUX JICKAPCTBCHHLIX CPEICTB.

IIpu o6paboTke MecTa MHBEKIHUM Ae3MHQUIUPYIOIMMMU PacTBOPaMH, COAEPKAIIUMHU TSXKEIble
METaJUIbl, MOBBIIIAETCS] PUCK PA3BUTHUSI MECTHON peakIMH B BUJe OOJIE3HEHHOCTH U OTeKa.

CMemunBarh JMAOKAWH C JPYTrUMHU JICKaApCTBCHHBIMHU IIp€riapaTaMyi HE pCKOMCHOYCTCA.

4.6. ®epTUIBLHOCTDH, 0€PeMEHHOCTD M JIAKTALMSA

bepemeHHOCTH

JlunokanH paspemiaeTcss MPUMEHSATh BO BpeMs OEpPEeMEHHOCTH U TPYAHOTO BCKApMIIMBAHMSL.
HeoOxonuMo cTporo mpuiep:kuBaTbcs Ha3HAYEHHOIO pekrMa J03upoBaHus. [Ipu ocrnokHeHUsX
WY KPOBOTEYCHUU B aHAMHE3€ IIPOBEACHUE DIUAYPaIbHOM aHECTE3UH JIUA0KAauHOM B aKyILIEpCTBE
IIPOTUBOIIOKA3aHO.

JlupokanH NpuMEHsITH Y OOJBIIOTO Yrcia OepEeMEHHBIX KEHIIIUH U KEHIIKH JIETOPOTHOTO BO3pacTa.
Kakune-mmb0o penponyKTUBHBIE HApPYIICHUS HE 3apErHCTPUPOBAHBI, T. €. TMOBBIIMICHUS YacTOTHI
IMOPOKOB Pa3BUTHS HE OTMEYAJIOCh.

BCJ'IGI[CTBI/IG NNOTCHIHUAJIBHOT'O JOCTHIXKCHUA BBICOKOH KOHICHTPAIMKU MECTHBIX aHCCTCTUKOB, Y IJIOAAa
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dertanbHas Opaaukapaus. B CBs3M ¢ 3THM JHMIOKaWH B KOHIIGHTpAlMu, npesbimaromieii 1 %, B
aKyIIepCTBE HE IPUMEHSIFOT.

B nccrnenoBaHusx Ha )KHUBOTHBIX BPEIHOE BO3/ICHCTBUE HA IO HE OOHAPYKEHO.

JlakTamus

JlupokanH B HEOOJBIIOM KOJMYECTBE IPOHHKACT B TPYAHOE MOJIOKO, €ro IepopaibHas
OMOJOCTYIIHOCTh OYEHb HH3Kasg. Takum 00pa3oMm, OXUIaeMOe KOJUYECTBO, IOCTyHaroliee C
TPYAHBIM MOJIOKOM, OY4€Hb HEOOJIBIIOE, CIEA0BATEIHHO, MOTCHIIMATLHBINA BPe ISl peOeHKAa OUYeHb
HU3KUI. PernieHre o BO3MOXHOCTH NMPUMEHEHHS JHI0KaWHA B MEPUOJ T'PYJHOTO BCKapMIMBAHUS
MIPUHUMAET Bpad.

DepTUILHOCTE

JlaHHBIE O BIUSHUY JUA0KAWHA HA (EPTUIHLHOCTh YEJIOBEKA OTCYTCTBYIOT.

4.7. BiusiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCIOPTHBLIMH CpeACTBAMHM M padorarh ¢
MeXaHHu3MaMu

B nepuon nedenus, n3-3a BO3MOKHBIX HEXKEJIATENIbHBIX PEAKIMIA CO CTOPOHBI CEPJICUHO-COCYAUCTON
U HEPBHOH CHCTEMBI, HEOOXOAUMO COOJII0/IaTh OCTOPOKHOCTH IPHU YIPABIEHUU TPAHCIOPTHBIMU
CpeACTBAMU U 3aHATUAX JAPYTMMHU MOTEHLUAIBHO ONACHBIMHU BUAAMHU JESATEIbHOCTH, TPEOYIOIUMHU
MOBBIIIEHHONW KOHUEHTPALlMU BHUMAHUS U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHI.

4.8. HexenaTelbHbIE peaKIMU

Pesrome mmpodmiig 0e301macHOCTH

[TonoGHO APYrMM MECTHBIM aHECTETHKaM, HEXeJaTelbHble PEaKlIMU Ha JIMJOKAUH PeAKH U, Kak
MpaBWIo, OOYCJIOBJEHBI MOBBIILIEHHOW IJIa3MEHHOW KOHILEHTpalUuel BCIEACTBUE CIy4allHOTO
BHYTPHUCOCYAMCTOTO BBEJCHMS, MPEBBILIEHUS 03Bl HJIM OBICTpOH aOcopOIUM M3 Y4YacTKOB C
OOMJIBHBIM KPOBOCHA0XEHHEM, JTUOO BCIEACTBUE THIEPYYBCTBUTEIBHOCTH, WIUOCUHKPA3UU WU
CHIDKEHHOH NEepeHOCHMMOCTH MalMeHTOM. Peakuuu cHCTeMHOM TOKCHYHOCTH, IJIABHBIM 00pa3oM,
MIPOSBIISIIOTCS CO CTOPOHBI IEHTPAJIbHOW HEPBHOM U/UITU CEPI€YHO-COCYAUCTOMN CUCTEMBI (CM. TaKKe
paznen 4.9).

Pe3roMe HexenaTeabHBIX DEAKIINI

HexenarenbHble peakiiuy MPeACTaBICHbI B COOTBETCTBUU C OPAKEHUEM OPTaHOB U CUCTEM OPTaHOB
B TIOCJIEIOBATEILHOCTH MEIUIIMHCKOTO CJIOBAps IS HOPMATHUBHO-TIPABOBOM  JEATEIHLHOCTH
(MedDRA). Yacrora BO3HUKHOBEHHS ONpeAensiach B COOTBETCTBHH CO  CIEAYIOIIUMU
KaTeTOPHSIMU:

oueHsb vacto (>1/10);

gacto (=1/100, o <1/10);

HeuacTo (>1/1000, Ho <1/100);

penko (>1/10000, vo <1/1000);

oueHsb peako (<1/10000);

JaCcTOTa HEM3BECTHA (HA OCHOBAHUW MMEIOIINXCS TAHHBIX OIICHUTh HEBO3MOXHO).

Hapywenus co cmopoHvl uMMYHHOU cucmembl: PEIKO — PEAKIIUU THIIEPUYBCTBUTEIBHOCTH, KOXKHAs
ChIIb, KPAIIMBHUIIA, aHTHOHEBPOTUYECKUH OTEK, aHAPUITAKTHUECKUN IIOK.
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Hapywenus co cmoponwvl HepgHou cucmembl: 4acTo|— ronoé%\;ﬂg&ag%ﬂ;ggbmﬁlgﬁgcw—

CyJOpOrH, NapecTe3usi BOKPYr pTa, OHEMEHUE fA3bIKa, TUIIEPAKy3Hsl, HApYILIEHUE 3PEHUs], TPEMOP,
COHJIMBOCTD, IIyM B yIIaX, CIIyTAHHOCTb CO3HAHUSA, AU3APTPUS; PEIKO — HEUPOIIATHs, IIOBPEXKICHUE
nepudepuyecKix HepBOB, APAXHOUINT.

Hapymenuﬂ CO CMOPOHbL Op2aHa 3peHUA. PEAKO — 3aTYMaHCHHOC 3pCHUC, JUILIOIIN .

Hapywenus co cmoponvl cepoya. dYacto — Opagukapius; PEaKo — YTHETEeHHE MHUOKapaa
(oTpuLlaTeNbHBIA WMHOTPOMHBIA 3(P¢eKT), apuTMUU, BO3MOKHA OCTAaHOBKA cepAlla WU
HE/I0CTaTOYHOCTh KPOBOOOpAILICHHS.

Hapywenus co cmoponul cocy0os: 04eHb 4acTo — apTepHajibHasi TMIIOTEH3Us; 4acTO —apTepralibHas
TUIIEPTECH3HUA.

Hapywenus co cmoponst ObixamenvbHOU cucmemul, 0p2ano8 2pyOHoll KIemKU U CpeodOoCmeHUst: PeIKO
— OJIBIIIKA, OPOHXOCIa3M, YTHETEHUE JAbIXaHUS, OCTAHOBKA JbIXaHHUS.

HapymeHuﬂ CO CNMOPOHbI DfCeﬂyOOHHO-KMWBLIHOZO mpaxma. 4acTo — pBOTa.

Coo011eHne 0 ITOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIINIX

BaxHo coo0marb O DOJO3pEBAacMbIX HEXKEJIATEeNbHBIX PEAKUUAX IMOCIEe PEerucTpanuu
JIEKapCTBEHHOT'O IIpenapaTa ¢ LieIblo 00eCIIeYeHNs] HEOCPEICTBEHHOTO MOHUTOPUHIA COOTHOLIECHHUS
«II0JIb3a — PUCK» JIEKAPCTBEHHOro Mpenapara. MeAWUUMHCKUM pabOTHHKaM PpPEKOMEHIYeTCs
coO00IIaTh O JTIOOBIX IO03PEBAEMBIX HEXKEATEIbHBIX PEAKIHSIX JIEKapCTBEHHOTO IIperapaTa yepes
HallMOHAJIbHBIE CHCTEMbl COOOLIEHHS O HEXeNaTeIbHbIX pEeaKIUsIX TIOCYAapCTB — YJICHOB
EBpa3uiickoro 5KOHOMUYECKOT 0 COK03a:

Poccuiickas ®@edepayus

®denepanpHas cayx0a o Haa30py B cdepe 3apaBoOXpaHeHUS

Apnpec: 109012, r. MockBa, CnaBsiHCKast ruionianip, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DnextponHas mouta: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B MHOPMAIMOHHO-TEIIEKOMMYyHUKAIIMOHHOM ceTh «HTepHeT»: WwWw.roszdravnadzor.gov.ru
4.9. llepeno3upoBka

CHUMIITOMBI

Tokcuunocts co ctopons! [IHC nposiBisieTcss cumMnToMaMu, HapacTaroLMMH 1o TsbkecTd. CHavana
MOJKET Pa3BUTHCS MapecTe3usi BOKPYr pTa, OHEMEHHE 53bIKa, TOJIOBOKPYKEHHE, TOUIHOTA, PBOTA,
siiopus, runepaky3us U mIyMm B ymax. HapyiieHue 3peHust U MbIIIEYHBIH TPEMOpP HIJIM MBILIEYHbIE
MOJIEPTUBAHUS  CBUJAETEIBCTBYIOT O 0oJiee CEephe3HOM TOKCMYHOCTH M HPEIIIECTBYIOT
TeHEePaJIM30BAHHBIM CYI0pOraM. 3aTeM MOTYT HACTYIUTh MOTEPs CO3HAHUS U OOJIBIINE CYIOPOKHBIE
MPUMAJKH TPOJOJDKUTEIBHOCTBIO OT HECKOJIBKMX CEKYHJ J0 HecKolbkux MuHyT. Cynoporu
NPUBOAAT K OBICTPOMY HApacTaHUIO TUMOKCHM M THIEPKAIHUM, OOYCIIOBJIEHHBIX IMOBBIIIEHHON
MBIIIEYHON aKTUBHOCTHIO M HAPYIICHUEM JIbIXaHUA. B TSXKeNbIX ciydasx MOXKET pa3BUTHCS allHO?.
A1ui03 ycuinrBaeT Tokcuueckue 3(h(HeKTbl MECTHBIX aHECTETHKOB.

B TspkenbIx ciydasXx BO3HUKAKOT HapyLIEHUS CO CTOPOHBI CEpAEYHO-COCYAHMCTON cHucTeMbl. [Ipu
BBICOKOM CHCTEMHOW KOHILIEHTPAIlMH MOTYT Pa3BUTHCS apTepHalibHasi THIIOTEH3Ms, Opaaukapaus,
apUTMHS U OCTAHOBKA CEPJILIA, KOTOPBIE MOTYT OKa3aThCs JIETAJIbHBIMHU.


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
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IHHC u ero metabonu3Ma, OHO MOXKET MPOTEKATh JJOCTATOUYHO OBICTPO (eciu He OblIa BBEIEHA OYEHB
OoJpIIas 103a Impenapara).

Jleuenue

IIpy BO3HMKHOBEHUM IPU3HAKOB MEPEAO3UPOBKM BBEJECHHME AHECTETHKA ClEeLyeT HEMEAJICHHO
IIPEKPATUTD.

Cynoporn, yrHerenue IIHC M KapAMOTOKCHYHOCTH TpPeOYIOT MEIUIIMHCKOIO BMEIIATEIbCTBA.
I'maBHBIE LI€M Tepanuu 3aKJIIOYAIOTCS B NOIJEPKAHUM OKCUIEHAIMH, MPEKpallleHUuu CYIO0por,
HOJIep>KaHUU aJIEKBaTHOI'O KPOBOOOpAILIEHUS ¥ KYIIMPOBAHUU alluj103a (B Cllyyae ero pa3Butus). B
COOTBETCTBYIOIIUX CJIy4asX HE0OXOIUMO OOECHeYUTh IPOXOJAUMOCTb JbIXaTEIbHBIX IyTEH u
Ha3HAYUTh KUCIIOPO/I, a TAKXKE HAJIAUTh BCIOMOTaTeIbHYIO BEHTHIIALUIO JIETKHX (MaCOYHYIO WM C
nomouipbio Memka AmOy). Ilognepxanue KpoBooOpalleHHs OCYILECTBISIETCS IOCPEACTBOM
BJIMBAHUS IJ1a3Mbl MJIM UH(PY3UOHHBIX pacTBOPOB. [Ip1 HEOOXO0IMMOCTH ATUTEIBHOTO MOAEPKAHUS
KPOBOOOpAIIEHUS CIIEAYET PacCMOTPETh BO3MOXKHOCTH BBEJCHHS Ba3ONPECCOPOB, OJHAKO OHU
nosbimaoT puck Bo3OyxaeHuss ILIHC. KonTposnb cynopor MOXHO JOCTHYb IOCPEICTBOM
BHYTPUBEHHOI'O BBEJICHUS auasernama (0,1 mr/kr) W THOIIEHTasa HaTpus
(1-3 Mr/kr), mpH 3TOM CIEAYET YYUTHIBaTh, YTO MPOTUBOCYAOPOXKHBIC CPEACTBA MOTYT TAKKE
yrHETaTh JbIXaHue U KpoBooOpaumieHue. IIpogomkurenbHble CyAOpOrM MOTYT IpPENsITCTBOBATH
BEHTUJISILIVM JIETKUX U OKCUI'€HALIMM NAlMEHTa, B CBA3H C YEM CIIELYET PacCMOTPETh BO3MOXKHOCTh
paHHeH »SHAOTpaxeanbHOW wHHTyOammu. [lpu OCTaHOBKE cep/ia NPUCTYMAIOT K CTaHIAPTHOU
CEpACYHO-JIETOYHON PEaHUMALIUN.

D dekTUBHOCTD qUaIN3a MPH JICYCHUHA OCTPOM MEPEI03UPOBKH JIMIOKAMHOM OYCHb HU3KAS.

5. PAPMAKOJIOTMYECKHUE CBOHCTBA
5.1. ®apmakoaMHaMHUYecKHe CBOlicTBa

dapmakoTepaneBTUYECKas IPyIa: aHECTETUKU; MECTHBIC AHECTETUKU; aMUIBI.
Koxg ATX: NO1BBO02.

MexaHu3M AelCTBUS

JInpokauH sBieTCsS KOPOTKOJAEHCTBYIOIMM MECTHBIM aHECTETUKOM aMHJIHOTO Tuna. B ocHOBe ero
MeXaHU3Ma JIeHCTBHSI JISKUT YMEHbLICHNE IPOHUIIAeMOCTH MeMOpaHbl HelpoHa JUIsi HIOHOB HATPHUSL.
B pesynbrare 3TOro CHMXKaeTcsi CKOPOCTh JIEMOJIIPU3ALMN U MOBBIIIAETCS MOPOr BO30YXKAEHUS,
OpUBOAS K 0OpaTMMOMY MECTHOMY OHEMEHHIO. JIMJOoKauH NPUMEHSIOT B ILEJSIX JOCTHUKEHUS
MIPOBOJAHUKOBOW aHECTE3UH B Pa3IMYHBIX YUacTKax Tejla U KOHTpoJid aputMuid. Obmagaet ObICTpbIM
HavajioM JedcTBus (0koio 1 MUHYTHI 1OCi€ BHYTPHUBEHHOTO BBEIEHUS M 15 MUHYT mocie
BHYTPUMBIIIEYHOT0), OBICTPO paclpocTpaHseTcsl B OKpyKarouiie TkaHu. JlelicTBre mpoaoKaeTcs
10-20 munyT M okoino 60-90 MUHYT mHOCi€ BHYTPUBEHHOIO M BHYTPUMBILIIEYHOTO BBEICHHS
COOTBETCTBEHHO.

5.2. GapMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOrtus

Jlunioxaus O66ICTpO abcopOUpyeTCs U3 )KETYA0UHO-KUIIEYHOTO TPAKTa, OHAKO BCIEICTBHE dPQeKTa
«MEPBUYHOTIO TMPOXOXKJIEHUS» dYepe3 IeYeHb JIMIIb HEOOJBIIOEe €ro KOJIMYECTBO JOCTUTaeT
CHUCTEMHOI'O KPOBOTOKA.
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dapmakosnornueckuM npoduieM. MakcuMmanbHass KOHIGHTpAlWs B KPOBH JIOCTUTAETCS IOCIE
MexpeOepHoil Onokanapl, najee (B MOPSJIKE CHIDKEHUS KOHIIGHTpAlMH), IOcle BBEICHHUS B
MOSICHUYHOE AMUAYPaIbHOE IMPOCTPAHCTBO, IUIEYEBOE CIUIETEHUE U MOJKOXKHbIE TKaHU. OCHOBHBIM
(bakTopoM, ONpeNeNsIoIUM CKOPOCTh a0COpOIMM M KOHIICHTPAILMI0 B KPOBH, SIBIsieTcs oOmias
BBEJICHHAs 7034, HE3aBUCHUMO OT YydacTKa BBeIcHMs. VIMmeercs nMHENHAs 3aBUCUMOCTb MEXAY
KOJMYECTBOM BBEJEHHOIO JIMJOKaMHa M Pe3yJIbTHUPYIOMIEH MaKCUMaJbHON KOHIEHTpauuen
aHEeCTETHKA B KPOBHU.

Pacopenenenune

JluioxauH CBsI3bIBAaETCS C O€IKaMHM IJ1a3Mbl, BKIIIOYast o1-KUCIbIi rimukonporenH (AKID) u ansOymuH.
CreneHb cBA3bIBaHUS BapuabesbHa, COCTaBIAeT NpUOIN3UTENbHO 66 %. [Ina3meHHas KOHIeHTpanus
AKI' y HOBOpOXXJIEHHBIX HU3Kasl, IO3TOMY Y HUX OTMEYAETCsl OTHOCUTEIBHO BBICOKOE COJIEPIKAHNE
CBOOOJHON OMOJIOTMYECKH aKTUBHOM (paKLUy JIUT0KauHa.

JluokaH TPOHHMKAET Yepe3 TeMaTOdHIe(aTMUeCKuil W IUIAICHTApHBI Oapbephbl, BEpPOSITHO,
MOCPEACTBOM NaccUBHOU AU dy3un.

Buorpancdopmarms

Jlupokaun wmerabonusupyercs B medeHd, okojo 90 % BBemeHHo#l m03bl moaBepraerca N-
NE3AKIINPOBAHUIO ¢ oOpa3zoBanreM MOHOATHINHMIUHKcHIuauaa (MEGX) u rmunusakcuiuamaa
(GX), ob0a BHOCAT BKIax B TEpaleBTHYECKHME W TOKCHYECKHE dS(PPEKThl JHMI0KaWHA.
dapmakonorunueckue 1 Tokcndeckne 3 dexrst MEGX 1 GX conocTaBUMBI ¢ TAKOBBIMH JIMJOKAWHA,
HO BbIpakeHbI cnabee. GX obnamaer Oonee AMMHHBIM, YeM JIHIOKAWH, IEPHOJOM IOJIYBBIBEICHUS
(okoz0 10 yacoB) U MOXKET KyMYyJIHUPOBATh TP MHOIOKPATHOM BBEJICHUU.

MeTtabonuthl, oOpasyroniecs: B pe3ynbTare MOCIEAYIONIEro MeTadoInu3Ma, BBIBOJSATCS C MOYOH,
coJiepKaHuEe HEM3MEHEHHOTO JIUJIOKanHa B Mo4e He npeBbimaet 10 %.

ONIUMUHALIMSA

TepMuHaNBHBIN NEPUOJ MMOTYBBIBEICHUS JIUIOKAWHA T1OCJIE€ BHYTPUBEHHOTO OOJIFOCHOTO BBEIICHUS
3JI0pPOBBIM B3pOCIIBIM JOOPOBOIIbIIAM cocTaBiseT 1-2 yaca. TepMUHATBHBIN TEPHO/T TOTYBBIBEICHUS
GX cocrasiaget okoao 10 yacos, MEGX — 2 yaca.

Oco0nIe T'PYHOIIBI NATWUCHTOB

Ileyenounas nedocmamounocms

BcenenctBue OpicTporo MmerabonusMa Ha (hapMaKOKHHETHKY JIMJOKauHA MOTYT OKa3bIBaTh BIUSHUE
COCTOSIHMSI, Hapymiaronme (yHKIUIO MeUYeHu. Y MaIMeHTOB ¢ MEeYECHOUYHON MUChYHKIIMEH Tepros
MOJTYBBIBE/ICHUS JIMIOKAaWHA MOXKET MOBBIMIATHCS B 2 U OoJee pas.

Toueunas neoocmamoyunocme

Hapymenne GpyHKIMU MoYeK He BIUsAET Ha (apMaKOKUHETUKY JIMJOKaWHA, HO MOYKET MPUBOIUTH K
KyMYJISILIUK €r0 MeTa0O0JIUTOB.

CTH

VY HOBOpOXJIEHHBIX OTMeuaeTcsi Hu3kas koHueHTtpauus AKID, mostomy cBsi3b ¢ OenkamMu MJ1a3Mbl
MOXKET CHMKaThbcsi. BcleacTBHe MOTEHIMAIBHO BBICOKOW KOHIEHTpAalMU CBOOOAHOHN (pakiuu
IIPUMEHEHHE JTUJA0KauHa Y HOBOPOXKIECHHBIX HE PEKOMEHYETCS.
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6. ®PAPMAIIEBTHYECKHE CBOMCTBA (NOCMELIOBATENBHOCTS 0005

COOTBETC TEn'ET IKCTEPTHI 'H-' OTYETY

6.1. Hepeqenb BCIIOMOraTe/JIbHbIX BCIIECCTB

Harpus xnopun
1 M pactBop HaTpus ruapoKcua

Bona niist nuHbexImn
6.2. HecoBMecTHMOCTH
JlaHHBIN JIGKApCTBEHHBIM TIpemapaTr HE CIeAyeT CMEIIMBaTh C JIPYTMMU JIEKApCTBECHHBIMH

IpernapaTamu, 3a UCKJIIOUEHUEM YIOMSIHYTHIX B paszzaene 4.4.

JluiokanH HEe COBMECTUM C aM(POTEPUIIMHOM B, METOreKCUTOHOM U HUTPOTIUIICPUHOM.
6.3. Cpok roaHocTH (CpoOK XpaHeHusl)

3 roxa.

6.4. Oco6ble Mepbl MPEAOCTOPOKHOCTH PH XPAHEHUH

XpaHUTH B 3aIUIIEHHOM OT CBETa MECTE TpU TeMIiiepatype He Bbimie 25 °C.

6.5. XapakTep u cojep:kaHue YIAKOBKH

IIpu npoussodcmee nexapcmeennozo npenapama Ha O0OO «Bengapmy, Poccus

ITo 3,5 mm, 5 mi, 10 M mpenapara no3upoBkoir 10 mr/miu, mo 2 mia, 5 mu, 10 M mpenapara
103UpoBKOH 20 MI/MII B aMIyJibl HEUTpaIbHOTO OeCIBETHOTO cTekiaa. Ha aMImynbl JOMOMIHUTENBHO
MOYKET OBITH HAHECEHO OIHO, IBa UJIM TPU LHBCTHBIX KOJIbIIA.

Ha AMITYJ1y HAKJICUBAIOT CAMOKIJICAIIYHOCA STUKETKY.

5 aMITyJl MOMEIIAa0T B KOHTYPHYIO ﬂqeﬁKOBYIO YIIAKOBKY M3 IIJICHKHU HOJ'IPIBHHPIJ'IXJ'IOpHI[HOfI u
IIJICHKHA HOHHMCpHOfI WU 0e3 TICHKH HOJ'II/IMepHOI\/’I.

1, 2 KOHTypHBbIE TYEHKOBbIE YIIAaKOBKH MOMEIIAIOT B AUKy U3 KapTOHA.
B kaxyro mauky BKJIJbIBAIOT JIMCTOK-BKJIA/IBIII  CKAPU(PHUKATOP aMITYJIbHBIH.

Ckapudukatop aMInyabHbIA HE BKJIAJBIBAIOT MIPH MCHOIb30BAaHUHU aMITyJl C KOJIBLIOM H3JIOMa WM C
HaJpe30M U TOYKOMU.

IIpu npoussoocmee nexapcmeennozo npenapama va OO0 «Bengapm-My, Poccus

ITo 3,5 mu, 5 mi, 10 M nmpenapara go3upoBkoit 10 mr/mi, mo 2 miu, 5 mi, 10 Ma npenapara
J03UPOBKOM 20 MI/MJI B aMITyJIbl MOJUIPONHICHOBBIE.

Ha AMITYJIbl HAKJICUBAKOT 3TUKCTKY CAMOKIICAIIYIOCA.

5, 10 aMIys BMeCTE C JIMCTKOM-BKJIAIBIIIIEM [TOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3ALUHM MCIO0JIb30BAHHOIO J1eKAPCTBEHHOI 0
npenapara WJid OTXO0J0B, MOJYYEHHBIX MOc/e NMPUMEeHEeHHs JeKAPCTBEHHOro mnpenapara, u
Apyrue MAaHMMYJISILMYU € MIPenapaTom

Oco0Oplie TpeOOBaHMsI IO YTHIIU3AIIUN OTCYTCTBYIOT.
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7. IEPJKATEJb PETUCTPALIMOHHOIO YIOCTOBEPE s~ 54 TEITEHOCTS 0005)

Poccuiickas @enepanus

OO6mIecTBO ¢ OrpaHUYEHHON 0TBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapmy)
115184, r. Mockaa, niep. O3epkoBckui, a. 12, stax 1, nomem. |, kom. 9

Ten.: +7 (3522) 48-60-00

E-mail: fsk@velpharm.ru

7.1. IlpeacraBuTeNb AepKATE/Is] PETHCTPALMOHHOIO Y10CTOBEPEHUSI

IIperen3un HOTD€6I/ITGH€I\/JI HanpasJIATh 110 agpPECy:

Ilo sonpocam 6ezonacHocmu u 3¢hGhexmuenocmu 1eKapcmeeHHo20 Npenapama K O0epicamento
PpecucmpayuoHHo20 YOOCMOBEPEHUSL:

Poccuiickas @enepanus

OO01m1ecTBO ¢ OTpaHUYCHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
640008, Kypranckas o0:1., r. Kypran, npocnekt Koncrutynuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

Ilo eonpocam kauecmea 2omogoti npoOyKyuu K npouseo0umenio 1eKapCcmeeHHo20 npenapama.
Poccuiickas @enepanus

OO6miecTBO ¢ orpaHUYEHHOM 0TBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapmy)
640008, Kypranckas o6:1., r. Kypran, npocnext Koncturynuu, n. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

I

Pocculickas @enepanus

OO611ecTBO ¢ OTrpaHUUYEHHOM 0TBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-My)

124460, r. MockBa, BH.Tep.T. MyHUIIUIIAJIBHBIN OKpyr CHWIMHO, T. 3eJIeHOrpa, NpocneKkT ['enepana
Anekceena, 1. 50

Ten.: +7 495 780-00-70
E-mail: quality@velpharm-m.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTETOpPUU OTITYCKa MO PELenTy.
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O611as xapakTepuCTHKa JIEKapCTBEHHOTO Mpenaparta J HHOKA%%:B%M%%}%TE&HHBM

peecTpe 3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3niickOro ’KOHOMHMYECKOIO COK03a U HA
oduIaILHOM cairte YIOJIHOMOYEHHOI'O opraHa (3xcriepTHOM OpraHU3AIIHH )
https://eec.eaeunion.org.
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