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1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

BynuBakaus, 5 MI/MJ1, pacTBOp JAJIs1 HHBEKIUH.

2. KAYMECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JlelicTByro1IIEE BEIIECTBO: OyIMBAaKaKH.

1 mMu1 pacTBOpa COACPKUT 5 MI OynMBaKarmHa THIPOXJIOPHUIA.

Kaxnpiii pakon oo0bemMom 2 mut conepkut 10 Mr OynuBakanHa TUAPOXIIOPUAA.
Kaxnapiii hiaaxon oo6bemom 4 mit conepkut 20 Mr OynuBakanHa TUAPOXIOPUAA.
Kaxnpiii hmakon oobemom 10 mit cogepkut 50 Mr OynuBakamHa THAPOXIOPHIA.
Kaxnapiit ¢paaxon oobemom 20 mi cogepxut 100 Mr OynuBakanHa THIPOXIOpUIA.
Kaxnpiii dhakon oobemom 30 Mt comepxut 150 Mr OynuBakanHa THAPOXIOPUIA.
Kaxnapiit paaxon oobemom 40 mi comepxut 200 Mr OynuBakanHa TUIpOXIOpUAA.

BemecTBa, HATM4Ire KOTOPBIX HAJI0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO TIperapara; HaTpui (CMm.
pasnen 4.4).

[TonHbIii IepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop nu1 nHBEKIUI.

ITpo3pauHblii OeCBETHBIN pacTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHus1 K IPUMEHECHHUIO

[IpenapaTt bynuBakanH nokasaH K IPUMEHEHUIO y B3pOCIbIX U AeTel B Bozpacte oT 0 10 18 ner:
e CrnuHanbpHas aHeCTe3Hs;

e UutparekanpHas (cyOapaxHouAalibHas, CIHHAJIbHAs) aHECTE3Usl IpPU XUPYPrHUUECKUX
BMELIATEIbCTBAX U AKYILIEPCKUX ONEpaLMSIX;

e [lpu omepanusXx Ha HIKHMX KOHEUHOCTSX, BKJIIOYas Ta300€IpeHHBIH  CycTas,
MIPOJIOJKUTENIBHOCTD KOTOPBIX cocTaBisieT 1,5—4 gaca.

4.2. Pesxum 103MpOBaHus U CNIOCO0 MPUMEHEeHUs!

2103131, MPUBCACHHBIC HHWXKE, SBJIAIOTCA OPUCHTUPOBOYHBIMU IJIsI B3POCJIBIX MALIMCHTOB. 2103}’
CJICOAYCT KOPPCKTUPOBATL MHANBUAYAJIBHO IS KAXKIOTO KOHKPCTHOI'O IMAlUCHTA. 3a HH(I)OpMaHHeﬁ
00 WHIAWBHUYaJIbHBIX norpe6Hocmx MMaIfMCHTOB U O (i)aKTOan, BJIMAIONIUX HAa TCXHUKY IIPOBCACHUA
6HOKE[,Z[BI, CJIeayer 06paTI/ITLCSI K CTaHAAPTHBIM PYKOBOJACTBAM.
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AHCCTC3HH.

PexxuM mo3upoBanus

Bspocnvie

Pexomenoyemvie 0o3w1 0nst npenapama bynusakaun y 63pociivlx

HauaJgo IIpoao/LKUTEIbHOCTH
IMoxazanus K . "
Jo3a, B ma | lo3a, B Mr | meiicTBusi, MHH | JeHCTBHS, q
NPUMEHEHH IO
(mpuMepHO) (mpumepHO)
XuUpypruyeckue
ONepali B HIKHHUX
part 24 M 10-20 vr | 5-8 Mun 1,54 u
KOHEUYHOCTSIX, BKJIIOYast
Ta300eIpeHHbIN CyCTaB

B HACTOAIICEC BPEMA HET OINbITA KIIMHUYCCKOT'O ITPUMCHCHUS 103 BBIIIC 20 mr.

Oco0Oble I'PpYHIIBI MIalIMCHTOB

Hat;uenmbz nooaicus1oco so3pacma

VY manueHToB MOKUJIOr0 BO3pacTa CleAyeT MCIOIb30BaTh Mpenapar B yMEHbBIIEHHOH J103€, CHU3UB
ee Ha 20-30 % (cm. paznen 4.4).

Kenwunvl Ha nO30HUX CpOKax bepemenHocmu

VY JKCHIUH Ha MO3JHUX CPOKaX OCPEMEHHOCTH CJICIYET MCIOJIb30BaTh MpermapaT B YMEHBIICHHON
no3se, cuusus ee Ha 20-30 % (cm. paznen 4.4).

eTH
Ilemu (c maccoit mena 0o 40 ke)

bynuBakauH MOXET TpPUMEHAThCA Yy JeTed. Y HOBOPOXAECHHBIX M MJAJCHIEB 00beM
CIIMHHOMO3T'OBOM JKUKOCTH OTHOCUTENIBHO OOJIBILIOH, TO3TOMY UM TpeOyeTcs Oojiee BbICOKas J103a
B pacyeTe Ha KHJIOTPpaMM MAacCChl Te€la, Y€M B3POCIBIM, I JOCTHKEHHUS aHAJIOTUYHOIO YPOBHS
OJI0KaIBI.

PGFI/IOHapHaSI AHCCTE3UA Yy z[eTeﬁ JOJDKHA IMPOBOAUTHCA BpadoM, I/IMGIOHII/II\/’I OIIBIT MCIIOJIB30BAaHUA
AAaHHOTO BHUJd aHCCTC3UU Y ITALIUCHTOB ﬂaHHOﬁ BOSpﬁCTHOﬁ IpYIIIIBI.

Jlo3bl, TpUBEACHHBIE B TaONUIlE, SIBISIOTCS OPUEHTHUPOBOYHBIMU I TAIMEHTOB JIETCKOTO
BO3pacTa; HaOIIOJAMCh HHANBUAYATbHBIE OTKIOHEHHS. B cTaHAapTHBIX PyKOBOJCTBAX MpUBEICHA
nHopManus o (HakTopax, BIUSIONIMX HA Pa3IMYHbIE TEXHUKHU OJIOKAIbI, 1 00 WHIWBUIYATHHBIX
MOTPEOHOCTAX MalKueHToB. HeoOXoauMMo HMCHONb30BaTh HAUMEHBIIYIO W3 BO3MOXHBIX 103 TS
aJICKBATHOW aHECTE3MH.

Pexomenoyemvie 0o3vi 0ns npenapama bynueakaun y demet

Macca tena (Kr) Jo3a (Mr/kr)
<5 0,4-0,5

5-15 0,3-04
15—40 0,25-0,3

Cnooco0 nmpuMeHeHns

I[O Ha4daJla BBEACHUA IIpCriapara ByrII/IBaI(aI/IH HCO6XOJII/IMO YCTaHOBUTDH BEHO3HBIM KaTeTep.

Crnenyer BBOOUTH  CHUHAJIBHYIO  HMHBEKIMIO  TOJBKO  TOCIAE  TOYHOTO  ONpPEIeTeHUs
cy0apaxHOUIATHHOTO MPOCTPAHCTBA MyTeM TIOMOAIBbHON MYHKIMH (IIPO3pavyHas CIIMHHOMO3TOBas
KUJKOCTh BBITEKAET W3 WTJIbI JUIsI CIMHAJIBLHON aHeCTe3WH WM HaOJIoJaeTcs TpHu acnupaiuu). B
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NPEINPUHATA TOJBKO B CIIy4ae €ro BBEIECHHUS Ha JPYrOM YpOBHE M B MEHbIIeM oOobeme. OnHOM U3
OpUYMH  OTCYTCTBUS d3(ddexta MoxkeT ObITh IJIOXO€ HHTPATeKaIbHOE paclpe/esieHne
JICKapCTBEHHOTO IIpernapara, KOTOPOE MOXKET OBITh HCIPABICHO WM3MEHEHHUEM MOJOXKCHHS
MalHEHTA.

4.3. [IporuBONOKA3aHUS
e [ Unep4YyBCTBUTEIHHOCTh K OYNMBaKaWHy MM K JPYTAM MECTHBIM aHECTETHKaM aMUIHOTO

THUTIA, WU K JIIOOOMY M3 BCTIOMOTATEIIbHBIX BEUIECTB, IEPEUNCICHHBIX B pasene 6.1.

e BuyTtpuBeHHas peruoHapHas aHecte3usi (Oimokana bupa), Tak kak ciayyaiiHoe momanaHue
OyrnuBaKawHa B CHCTEMHBI KPOBOTOK MOKET BBI3BATh OCTPYIO CUCTEMHYIO TOKCUYHOCTD.

Cnez[yeT IIPUHATE BO BHHUMAaHUC O6H_[I/Ie IIPOTHUBOIIOKA3aHUA K IPOBEACHUIO HHTpaTeKaHBHOﬁ
AHCCTC3HUMH:

e ocTpeie 3aboneBanusi IeHTpanbHOW HepBHOW cucrembl (IIHC), Takme kak MEHUHTHT,
HOBOOOpa3OBaHME, TOJMOMHUEIUT, TIOBBIIICHHE WM TMOJO3PEHHE Ha TOBBIIICHHOE
BHYTPUYEPEITHOE JIaBJICHUE, BHYTPUUEPEITHOE KPOBOU3IHIHIE,

e Cy)XCHHE CIMHAIBHOTO KaHaia 1 3a00JIeBaHUs MIO3BOHOYHMKA B (haze 000CTpeHus (Hampumep,
CHOHIWINT, ONYyXONlM, TyOepKyie3) WIM HENaBHAA TpaBMa (HampuMep, I[EpesioM)
[T03BOHOYHUKA;

e CENTHULIEMUS,
e IIEPHUIIMO3HAs AHEMHUS C [TOJOCTPON KOMOMHUPOBAHHOM JIereHepalueil CIIMHHOTO MO3ra;

e THOMHMYKOBOE IMOPAKCHUEC KOXHU B MCCTC npez[nonaraeMoﬁ MMYHKOUU WK T'paHHU4aiee C
MCCTOM IIYHKIIUU;

o Kap,I[I/IOFeHHHﬁ WJIM THUIOBOJIEMUYECKHI 10K, cepAcuHasd HEJOCTATOUYHOCTD,

e HapylICHHE CBEPTHIBAEMOCTH KpPOBU WJIM COIYTCTBYIOLAs AHTUKOATyJIsIHTHas Tepanus (3a
HCKJIFOYEHUEM HU3KHX J103 FerapuHa);

e crnenupuUecKre cepAeuHO-COCYIUCThIEe 3a00JIeBaHNUSI MUOKAPAUAIBHOT0, UIIEMUYECKOTO UITU
KJIAITAaHHOTO MPOMCXOXAEHUS, €ClIM MPOBOAMMAs Mpoleaypa NoTpedyeT CeHCOpPHOro Oyoka
Té.

4.4. OcoOble yKka3aHus U Mepbl NPEJI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

e VY ManuMeHToB MOXKUIJIOTO BO3pacTa.
e VY JKEHUIMH Ha MO3JHUX CPOKaX OEPEMEHHOCTH.

e OOmee TsMKeIO€ COCTOSHUE: Yy MAIMEHTOB C aIUJ030M WJIM THIIOKCHEH CyIIeCTByeT
MOBBIIIECHHBIH PUCK Pa3BUTHUSA TSDKEIBIX TOKCHMYeCKMX peakuuid co ctoponsl [HHC u
CEPAEYHO-COCYIUCTON CUCTEMBI.

o [Iporpeccupyroiue 3ab6o1eBaHusl IEYEHN WU TsDKEJbIe HapyIIeHNs QyHKINUN TOYeK.

e UYacTuyHas WM NOJHAs aTPUOBEHTPUKYIsipHas (AB) Onokaza, BBUIY yrHETEHUS MECTHBIMU
aHEeCTeTHKaMH NPOBOJUMOCTH MUOKap/a.

e CoBMecTHOE TpUMEHEHUE C aHTHapuTMUYeckuMu mpemnapatamu Il kmacca (Hampumep,
aMUOMapoH), Tpelyrolee NPHUCTAIBHOTO HAOMIOMEHHWS W KOHTPOJS  IapamMeTpoB
anekTpokapauorpammsl (OKI), BBHIY MOTEHIIMPOBAHUS CepACUHBIX YD (HEKTOB.
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e CoBMecTHOE MPUMEHEHHE C APYTHMMU MECTHBIMU aHgtlz:feT-llllf_(;l\;ﬂE Eﬁﬂt HrrpegapaTaMH

MMEIOIIUMH CTPYKTYPHOE CXOJCTBO C MECTHBIMU AHECTETUKAMU aMHUJHOTO TUIA, TAKUMH KaK
aHTHapuTMUYeckue npenapatsl [b kiacca (Harpumep, JIMJOKauH, MEKCHIICTHH).

e ['WnoBoJieMHUsI M3-32 PHUCKA PA3BUTUsA BHE3AMHOM M TSKEJIOW TMIOTEH3MHM, HE3aBUCUMO OT
KCMOJIb3yEMOI'0 MECTHOTO aHECTETHKA. [ MIMOTEeH3Ms 1TOCIe HHTPATEKAIbHOM aHECTE3UH Yalle
BCTpPEYAETCs y B3POCIBIX, YEM Yy JIETEH B BO3pacTe 10 & JIeT.

Oco0Oble YKa3aHHuA

I/IHTpaTCKaHBHaﬂ AHCCTC3UA NOJDKHA MPOBOAUTHCA TOJIBKO BpadOM, MMCIOIIMM OIIBIT IMMPOBCACHUA
peFI/IOHapHOﬁ AHCCTE3UHN, HWIJIM II0J KOHTPOJEM CII€HUalncCTa, 06J'Ia,HaIOH_[CFO HCO6XO,I[I/IMBIMI/I
3HaHHUAMUA U OIIBITOM.

ITponienypa pernoHapHOW aHECTE€3MM BCerja JOJDKHA IPOBOAMUTHCS B HaAJEKallUM oOpa3oM
000pYJJOBaHHOM M YKOMIUIEKTOBAaHHOM II€PCOHAJIOM IOMENIEHHH C HEMEIUICHHBIM JOCTYIIOM K
pEaHUMAIIOHHOMY  OOOpYZOBaHMIO U  JIEKapCTBEHHbIM IpenaparaMm Uil  oOecredyeHus
MOHUTOPHMHIA U PEaHUMALIMOHHBIX MepolnpuaThil. [lepen HayanoM CIMHaIbHOM aHECTE3UH JTOJKEH
ObITh YCTAHOBJICH BHYTPHBEHHBIH Katerep. IlepcoHan, mpoBOAsIIMI aHECTE3UI0, JOJKEH ObITh
COOTBETCTBYIOIIMM 00Opa3oM IOATOTOBIEH M OOYy4YeH JIUArHOCTHKE M JICYEHHUIO BO3MOXKHBIX
HEXCEJIATCJIbHBIX PEaKLUH, CUCTEMHBIX TOKCHUYECKHMX PpEaKUMH WO JAPYTUX BO3MOJYKHBIX
ocioxHeHu# (cm. paszzaen 4.9).

CHUHHOMO3TOBYIO HHBEKIIMIO CIIEAYET BBIIOIHATH TOJIBKO IOCIE MOATBEPKIACHUS ONAAaHUs UIJIbI
B Ccy0apaxHOUJAIBLHOE TPOCTPAHCTBO TPU MOSCHUYHON TyHKIWH. [[0g00HO IpPyruM MECTHBIM
aHeCTeTHKaM, OyNHMBAaKaWH MOJXET BBI3BIBATH OCTPhIE TOKCHYECKHE pPEaKIUH CO CTOPOHBI
[EHTPAJIILHOW HEPBHOM M CEPJCUYHO-COCYAUCTON CHUCTEM, €CIIM €r0 HCIIOJIB30BaHHE MPHUBOIUT K
BBICOKOM KOHLIEHTpAIMM Ipernapara B KPOBU. DTO OCOOEHHO aKTyaJIbHO NP HeNpeIHaMEPEHHOM
BHYTPHUCOCYJUCTOM BBEJIECHUU UM BBEJEHUH B XOPOILIO KPOBOCHAOXKAEMYIO 00JIaCTh.

Ha ¢oHne BpICOKOI KOHIIEHTpanuu OyNMBaKanHa B IJIa3Me€ KPOBH ObLIM 3a(UKCHPOBAHBI CIydyau
Pa3BUTHSA KEITyAOYKOBOW apUTMHH, GUOPUIUISILIMY JKEITyA0YKOB, BHE3AITHOTO OCTPOIr0 HapyIIEHUS
KpoBooOpamieHuss 1 cMepTd. OnHAaKO CTaHJApTHBIE JO3bl, MCHOJb3YEMBbIE JUIsI MHTpaTeKaJbHOU
AQHECTE3MH, HE TPUBOAAT K BBICOKOM CUCTEMHOM KOHIICHTPALMHK IIpernapara.

IIpy mnpoBeneHMHM MECTHOM aHAJIbIEe3UH MALMEHTaM CO CTEHOKapAMEW WM IIEPEHECEHHBIM
MH(}apKTOM MHOKapja NPeANoYTeHHE OTAAeTCs NMPUMEHEHUIO SMUAYPaJbHOM aHalbre3uu, MNpu
KOTOpOH OoJyiee MeUIeHHOE Hayaylo JeHCTBHSA Mpenapara IO3BOJISET CHU3MThb DPUCK TSKEION
runoTeHsuu. JUid  CIMHAJIBHOM — AQHAJIbIe3MM  TAK)KE€  MOXHO  HCIOJIB30BATH  TEXHUKY
cyOapaxHOMJAIILHOTO BBEACHUS Mpernapara, pu KOTOPOH MPOUCXOAUT MOCTENIEHHOE HACTYIUIEHUE
aHAJIbIe3UH.

XoTs MeCTHasi aHaIIbre3ust OOBIYHO SBIISICTCS MpEAIOYTUTCIIbHBIM METOJOM aHECTC3UH, HCKOTOPBIM
nalnueHTaM HCO6XOI[I/IMO YACIATH ocoboe BHUMAHUC, YTOOBI YMCHBIINUTDb PUCK Pa3BUTUSA TAXKCIIBIX
HCXCIIaTCIIbHBIX peaKI_II/Iﬁi

e TMAIMEHTHI MOXKUIIOTO BO3PACTA U MAIIUEHTHI C OOIINUM TSHKEIIBIM COCTOSTHUEM. Y MAIlMEHTOB C
AlMJI030M WJIM TUIIOKCUEN CYLIECTBYET MOBBILICHHBIA PUCK PA3BUTHSI TKEIIBIX TOKCUYECKUX
peaKIrii CO CTOPOHBI LIEHTPATBLHON HEPBHOM U CEPJIEUHO-COCYAUCTON CUCTEM;

¢ [IAMCHTKHU HA MMO3JHUX CPOKaAX 6CpCMeHHOCTI/I;

e TIAIIMEHTHI C YACTHYHON Wiau monHoi AB-Ookanoii, Tak KaKk MECTHBIA aHECTETHK MOXKET
YIHETATh POBOJUMOCTh MUOKAP/Ia;

e TIAIMEHTHl C MPOTPECCHPYIONMM 3a00JieBaHWEM TICUYSHH WM TSDKEIBIM HapyIICHHEM
(GYHKIMU TIOYEK;

¢ Yy IMAaIMUCHTOB C TUIIOBOJIEMHEH BO BpEMs HHT‘paTeKaﬂBHOfI AHCCTE3MMN MOXKET PA3BUTHCA
BHC3allHasg U TsAXKEIasd apTCpUalibHAd TMIIOTCH3UA HE3aBUCUMO OT IMPUMCHACMOT'O MECTHOI'O
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MHTpaTEeKaJIbHON OJIOKA Ibl, PEIKO OTMEYAeTCsl y JIeTei B Bo3pacTe 110 8§ JeT.

e TIAllMEHTHI, NPHUHUMAIOIIME aHTHapuTMH4yeckue mnpenapatel [II  kmacca (Hampumep,
aMHOJapOH), HYXIAIOTCS B THIATEIbHOM HabOmogenun u Mouutopuare OKI  mu3-3a
BO3MOYKHOCTH Pa3BUTHS aJJINTUBHOTO TOKCHYECKOTO 3(PQeKTa €O CTOPOHBI CEPICUHO-
COCYJUCTOM cuCTeMBI (CM. pazzen 4.5).

CrnuHanbpHas aHecTe3Usi MOXKET BbI3BATh AapTEPHUANBbHYI0 THIIOTEH3UI0 M Opaaukapauio. Puck
pasBUTHs TOMOOHBIX HEXKENATeNbHBIX PEAaKIHi MOKET OBITh yMEHBIICH, HalpUMep, IMyTeM
BBEJICHUS Ba30NPECCOPHBIX IpenaparoB. [Ipyu pa3sBuTuM y manuMeHTa apTepUalbHOW TMIIOTEH3HH
HEOOXOMMO HEME/UICHHOE€ BHYTPUBEHHOE BBEIEHHE CHMIIATOMUMETHKOB, KOTOpOE NIpHU
HE00XOIUMOCTH MOKHO MIOBTOPHUTH.

Penkasi, HO B TO k€ BpeMs cepbe3Has HeXeJlaTelIbHas peaklus, KOTopas MOXKET Pa3BUThCS MpU
CIIMHAJIBHOM aHECTe3WHW — OSTO BBICOKAS WJIM TIOJHAS CHOUHAIbHAs OJloKanga, MPUBOIAIIAS K
YTHETEHUIO CePACUYHO-COCYTUCTON JIEATEITPHOCTH U JBIXaTeIbHOW (QYHKIMH. YTHETCHHE CepACUHO-
COCYMCTOM [NESATENbHOCTH BBI3BIBACTCS OOIIMPHONW CUMIATHUECKON OJO0Kamol, KOTOopas MOKET
MPUBECTH K THUIOTEH3UM, OpaguKkapIuud U JOaXKe OCTAaHOBKE cepaua. biokaga wHHepBaluu
JIBIXaTeNbHBIX MBIIII], B TOM 4ncie quadparMbl, BHI3BIBACT HAPYILICHUE JIbIXaHUS.

Cy1iecTByeT TMOBBIIICHHBI PUCK BBICOKONW WM TOJHOM CHUHAIBHOM OJIOKAABl Yy TOXKHIIBIX
MAlUMEHTOB W TAIlMeHTOK Ha TO3JHUX cpokax OepeMeHHOcTH. [losToMy y Takux MalMEeHTOB
PEKOMEHYETCS MPUMEHSATh YMEHBIICHHBIE JI03bI MIPENapara.

ApTtepuanbHas THUIIOTEH3UsI YacTO pa3BUBAETCAd Y IMAlMEHTOB C THUIIOBOJIEMUEH BCIEACTBHE
KPOBOTEUYCHHSI U Y MAIMEHTOB C A0pPTO-KaBAJIbHOW OKKJIIO3MEH BCIIEJICTBUE HOBOOOpPA30OBaHUM B
OpIOLITHOM TOJIOCTH WJIM YBEIUYECHHUS pPa3MEpPOB MAaTKH Ha TO3JHUX CpOKax OepeMEeHHOCTH.
AprepuanbpHasi TUIOTEH3UsI IIJIOXO MEPEHOCUTCS MAallMeHTaMU C CEPICYHO-COCYIUCTHIMHU WITU
1epeOpOBACKYIISIPHBIMU 3200JI€BAaHUSIMHU.

HGBPOJ'IOFI/I‘-IGCKaSI TpaBMa ABJIACTCA PCAKHUM IMOCJICICTBUEM HHTpaTCKaHBHOﬁ AHCCTC3MHN U MOXCET
MNPUBCCTH K MApCCTC3UU, aHECTC3UU, HBHFaTCHLHOﬁ c1abocTH U Inapajinuy. I/IHOFI[a OTU TPaBMBbI
SABJIAOTCA IMTOCTOAHHBIMH.

Cuutaercs, 4YTO UWHTpaTeKallbHas aHECTe3Wsl HE OKa3blBaeT HETaTHBHOTO BIMSHUS Ha
HEBPOJIOTHYECKHE PACCTPOMCTBA, TaKHME KaK DPACCESTHHBIM CKJIEpO3, TeMUIUICTHs, Taparuierus U
HEPBHO-MBIIIIEYHBIE HAPYIIEHUS, HO CIeAyeT coOM0aaTh OCTOpOKHOCTE. [lepen HavaaoM eueHus
CJIEyeT PACCMOTPETh BOIPOC O TOM, IEPEBEIIUBAET JIM M0JIb3a BOZMOXKHBIE PUCKH ISl TalMEHTA.

BcnoMorarenbHbIE€ BEIIECTBA

JlaHHBIH JeKapCTBEHHBIN Npenapar coAaep uT MeHee 1 Mmoinb (23 mr) HaTpus Ha 1 M1, TO €CTh, IO
CYTH, «HE COJIEPKUT HATPUS».

4.5. B3aumopeiicTBHe ¢ JAPYrHMH JIEKAPDCTBEHHBIMHM TMpenapataMu W Jpyrue BHbI
B3aNMOIeHCTBUA

bynuBakanH NOJKEH NPHUMEHATBCA C OCTOPOKHOCTBK) y NAIMEHTOB, MOJYyYarOUUX JIpyTHE
MECTHBIE AHECTETHKM WIHM IIpEenaparbl, CXOAHBIE IO CTPYKTYpe C MECTHBIMU aHECTETHUKAMHU
aMHJIHOTO TUIIA, TAKUMH KaK aHTMapUTMHUecKHe npenapatsl b kinacca (Hanpumep, JTUA0KaNUH), U3-
32 BO3MOXXHOCTH Pa3BUTH aJIMTUBHOIO TOKCHYECKOT0 3¢ deKra.

CoBMecTHOE TMpUMEHEHHE OynuBakauHa ¢ aHTHapuTMuyeckumu npenaparamu Il kmacca
(HanmpuMmep, aMHOIapOHOM) HE U3Y4aJIOCh B CIIELUANIBHBIX HCCIEN0BAHUAX, OJHAKO PEKOMEHAYETCS
CO0JIF01aTh OCTOPOKHOCTD IIPU OJJHOBPEMEHHOM Ha3HAUEHHH THUX MpenaparoB (cM. paszaen 4.4).

I_II/IMCTI/IILI/IH CHHIKACT KIIMPCHC 6yHI/IBaKaI/IHa, 4qTo Tpe6yeT BO3MOXHOI'O CHHXXCHHA I/ICHOHLSYCMOI‘;I
JO3BbI.
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CoBMecTHOE TpUMEHEeHHEe OynuBakalHa U BeparnaMu HOBBIHIEL:T m;l(gc‘%agén¥%xan£rbemuz{.

CoBMmecTHOE TIpUMEHEHHE OynuBakamHa U MPONoQoia MOXKET NPUBECTH K TOBBIIICHHIO
THITHOTHYECKOTO0 3¢ dekTa mpornodoa.

Wuruburopsl anruoreHsuHnpenpamiamomero ¢epmenta (AIlD) coBmecTHO ¢ OynmuBaKanHOM
MOBBIIAIOT PHUCK pa3BUTHS OpaJMKapAMU U apTepUAIbHOW TUNOTEH3UH, NPUBOAALIMM K
HapyLIEHUSIM CO3HaHUS.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

[Ipenapat bynuBakanH MOXHO Ha3HaYaTh BO BpeMsi OEPEMEHHOCTH.

bynuBakanH HCIONB30BaJICS y OOJBIIOrO KOJIWYECTBA OCPEMEHHBIX JKEHIIUH U KCHIIMH
JIETOPOJIHOTO BO3pacTa. BimsHuUs mpenapara Ha pPEenpoOAYKTUBHYIO (DYHKIIMIO HJIM TTOBBIIICHUE
9aCcTOTHI MOPOKOB PA3BUTHUSI OTMEUEHO HE ObLIO (CM. pasnen 5.2). Y maueHToK Ha MO3JHUX CPOKax
OEpEeMEHHOCTH PEKOMEHJYETCS HCIIONb30BaTh YMEHbBIICHHBIC 03Bl Mpernapara W3-3a pHUCKa
YIHETEHUSl JIbIXaHUsI HOBOPOXKJIEHHBIX, apTepUalbHON TMIOTEH3MM M Opagukapauu (CM. pasfieln
4.2).

JlakTarms

HpenapaT ByHI/IBaKaI/IH MOKHO Ha3HadaTb BO BpEM:A TI'PYAHOI'0 BCKapMIIMBAHUA. ByrII/IBaKaI/IH
IMPOHUKACT B I'pyaAHOC MOJIOKO B HC3HAYUTCIIbHBIX KOJUYCCTBAX, HC MPCACTABIIAIOINX OIMACHOCTHU
JJIA pe6eHKa IIpH IIPUMCHCHUMU IIpCIIapaTa B TCPAIICBTHYCCKUX N03aX.

4.7. BiusiHue Ha CHOCOOHOCTH YIpPaBJIATh TPAHCHOPTHBIMHU CpPpEACTBAMHU M paGOTaTb C
MeEXaHU3MaMHu

[ToMrMO TIPSIMOTO AHECTE3UPYIOMIETO JCHCTBUS MECTHBIC AHECTETUKH MOTYT OKa3bIBaTh OUYCHBb
cinaboe yrueramliee [eHCTBME Ha KOTHUTHUBHYI (YHKIHIO W KOOPAMHAIIMIO U BBI3BIBATH
BPEMCHHBIC HAPYIICHUS BUTATCILHON (DYHKIIMU W BHUMAHUS Jake TIPU OTCYTCTBUU BBIPAKCHHOMN
cucteMHoit TokcuyHocTd Ansi [IHC u MoOryT BpeMeHHO yXyAllaTh JBHUraTelIbHbIE HAaBBIKU U
OIUTENBHOCTD.

4.8. He:xennaTebHbIE peakuu

Pesrome nmpodmiig 0e30ImacHOCTH

HexenarennHble pCaKku Ha 6y1'II/IBaKaI/IH AHAJIOTUYHBI HECXKCJIATCIbHBIM PCAKIHUAM, BOSHHUKAIOIIUM
IIPpHU UHTPATCKAJIBbHOM BBCACHHUU APYTUX MECTHBIX aHECTCTHUKOB AJIUTCIIBHOT'O HeﬁCTBHﬂ.

HexenaTenbHble peakluy, BbI3BaHHBIE CAMHUM JIEKAPCTBEHHBIM MIPENAPATOM, CJI0KHO OTIIMYUTDH OT
(U3MONIOrMYECKUX TMpOSIBIEHUN OJoKaabl HEpPBOB (HampuMep, apTepualibHas TUIIOTEH3US,
Opanukapaus, BpeMEeHHas 33/Iep)KKa MOYM), pEaKkIUif, BBI3BAaHHBIX HEMOCPEICTBEHHO (Hampumep,
CHHUHAJIbHAsl FeMaToMa) WM KOCBEHHO (HampuMep, MEHUHTHUT, 3MUypalbHbIi abcliecc) BBEIEHUEM
UTTBl, WIM pEeakUuuil, CBjI3aHHBIX C TOTEped CHUHHOMO3TOBOM IKHJIKOCTH (Hampumep,
MOCTITYHKLIMOHHASI TOJIOBHAs 00JIb).

HH(bOpMaHHﬂ O CUMIITOMAx M JICHCHHUH OCTpOﬁ CHUCTEMHOM TOKCUYHOCTHU IMMPUBCJCHA B pa3aciic 4.9,

Tabnuynoe pE310ME HEKENATCILHBIX PEaKITNH

HexenaTenbHple peakiiy TPEACTaBIEHB B COOTBETCTBHH C TOPaKEHHEM OPTraHOB M CHUCTEM
OpPraHOB B TOCJIEIOBATEIIHHOCTH MEIUIIMHCKOTO CJIOBAPS ISl HOPMATHBHO-ITPABOBOH J€SITEILHOCTH
(MedDRA). Yacrora BO3HUKHOBEHHS ONpeAeNsiach B COOTBETCTBUH CO  CIEAYIOLUUMHU
KaTeropusiMu: ouensb yacmo (> 1/10); uacmo (> 1/100, vo < 1/10); newacmo (= 1/1000, vo < 1/100);
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peoro (= 1/10000, Ho < 1/1000); ovens peoro (< 1/10000); ddemoml doizeelmier (A obRobarmh
UMEIOIIUXCS TAaHHBIX OLEHUTh HEBO3MOXKHO).
CucTeMHO-OpraHHbIi KJIace
Yacrora HesxkenarenbHble peakunu
(COK)
Hapywenus co cmoponst | Penko Anepruyeckue peaxiuu,
UMMYHHOU cucCmembl aHapUIAKTHYECKUN [IOK
Hapywenusa co cmoponwr nepsnoti | Yacto [TocTmyHKIIMOHHAS TOJIOBHAS 00JIb
cucmemol Heuacto [Tapecrtesusi, mapes, AU3ecTe3ust
Penxo ToTtanbHbII CIIMHAJIBHBIN 010K
(HEenmpenHaMepeHHBIN), naparierus,
napajgud, HeHponaTus, apaXHOUJIHUT
Hapywenus co cmoponvl cepoya Ouenb yacto | bpaaukapaus
Penxo OcTtaHoBKa cepJila
Hapywenus co cmoponwl cocyoos | O4ueHb 4acto | AprepuanbHasi TUIIOTEH3US
Hapywenus co cmoponwl | Penko YrHeTeHue AbIXaHUsA
ObIXamenbHOU CUCmeEMbl, OP2AHO8
2PYOHOU KNemKU U CPedOCmeHUs.
Hapywenus co cmoponst | Ouenb yacto | TomrHoTa
JHCey00UHO-KUUEYHO20 MPAKMA Yacro PBota
Hapywenus co cmoponsl | Hewacto Mpimeunas ¢1abocTh, 00JIb B CIUHE
MblUEeYHOU, KOCMHOU u
COCOUHUMENIbHOU MKAHU
Hapywenus co cmoponvr nouex u | Hactro 3aniepkka MOYH, HEJACPKAHUEC MOYH
MOYeBbIBOOAWUX nymell

€T

v I[eTefI OTMCYAKOTCA TAKUC KE€ HCKCJIATCIBHBIC PCAKIHUU, KaK Yy B3POCIIbIX IMAIUCHTOB, OAHAKO
BBISIBJICHUC PAaHHUX HpOS[BJIeHI/IfI TOKCHUYHOCTH MCECTHBIX AaHCCTCTUKOB Yy I[CTCI\/'I MOXET OBITh
3aTPYAHCHO, €CIIN 6J'IOK8.I[3. IIpOBOAUTCH HA (I)OHG ceaanu Uin 06H_Iel71 AHCCTC3H1 M.

Coo011eHne 0 IMOI03PEBAEMBIX HEXKETATEIBHBIX PEAKIIUIX

BaxHo coo0marh O TOJO3peBacMbIX HEXKENATEeNbHBIX PEaKUUAX IMOoCie  PEerucTpanuu
JIEKapCTBEHHOI'0 IIperapara C LEeJIbl0 00eCreueHus: HENpPEepbIBHOIO MOHUTOPHHIA COOTHOIIEHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOro Mpenapara. MeAUUUMHCKUM pPaOOTHUKAM pPEKOMEHIYeTCs
coo0MIaTh O JHOOBIX MO03PEBAEMBIX HEKEJIATEIIBHBIX PEAKIMAX JEKAPCTBEHHOIO IIpenapaTa 4epes
HallMOHAJIbHBIE CHCTEMBl COOOLIEHHMS O HEXENaTeNbHbIX pPEaKLUUsAX ToCylapcTB — WICHOB
EBpazniickoro 5KOHOMHU4ECKOT0 COK3a.

Poccuiickas ®@edepayus

®denepanpHas cayk0a o Haa30py B chepe 3apaBoOXpaHEHUS

Agnpec: 109012, r. MockBa, CnaBsiHcKast miiomiaib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexrpoHHas noura: pharm@roszdravnadzor.gov.ru uinu npr@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka

CHUMIITOMBI
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Ocmpaﬂ cucmemHas moKCcu4Hocmbs

IIpuMeHeHnEe JIEKapCTBEHHOIO Ipenapara bynuBakauH B COOTBETCTBUM C PEKOMEHIALUAMU HE
IIPUBOJAUT K TAaKOM KOHLEHTpaUuu IIpernapara B IIa3Me, IPU KOTOPOM MOIYyT BO3HUKHYTH
CHCTEMHBbIE TOKCHYEcKue MnpossieHHUs. OpHAaKo NpH NPUMEHEHMM IpenapaTa B KOMOMHAIMU C
JPYTMMU MECTHBIMM AHECTETHKAaMH MOKET Pa3BUTHCS OCTPAasl CUCTEMHAas TOKCHUYHOCTb 3a CUET
CYMMHPOBaHUS TOKCUYECKHUX 3(PPEKTOB.

Jleuenue

[Ipu nosiBIIeHNU MTPU3HAKOB OCTPOM CUCTEMHON TOKCHYHOCTH HJIM TOTAJbHOTO CIMHAIBHOTO OJI0Ka
HEOOXOUMO  HEMEJIEHHO TMPEKPAaTUTh BBEACHHE MECTHBIX aAHECTETHKOB, KYIMHUPOBATh
HeBpoJjioruuyeckue HapymeHusi (cygoporu, yraerenue I[HC), oOecneunBas aJaeKkBaTHYIO
BEHTWJISIIIMIO JIETKUX (CBOOOJHBIC JbIXaTCNbHBIC IYTH, KHUCIOPOJ, MPU HEOOXOJUMOCTH
MIOCPEACTBOM MHTYOAIIMU U KOHTPOJIUPYEMOTO JbIXaHUS).

B ciydae pa3BUTHS COCYAMCTOrO IIOKa CIEIyeT HEMEIJICHHO NPHUCTYNUTh K CEpAECYHO-JIETOYHOM
peaHMMAaIK: BBECTH IOOYTaMUH, W, IO HEOOXOAMMOCTH, HOpaJpEeHAINH (IEPBOHAYAIBHO B J103€
0,05 MKr/kr/mMuH, U, ecnu moTpedyercs, yBennuubas 103y Ha 0,05 Mxr/kr/mun xkaxasie 10 MunyT),
PYKOBOACTBYSCh JaHHBIMA MOHHUTOPHHIa Te€MOJMHAMUYECKHX MapaMeTpoB B 0Ooiiee TKEIBIX
ciydasix. JKW3HEHHO BaXHBI ONTHUMAIbHOE CHAOXKEHHE KHCIOPOJOM, BEHTHUJISIMS JIETKHX,
CTaOMJIM3aLUsl CUCTEMBI KPOBOOOPAIIEHHS U JICUCHHE alli103a.

[Ipn yrHeTeHUM CepAEYHO-COCYIUCTOM CHUCTEMbl (apTepuayibHas TUIIOTEH3Us, OpaguKapaus)
HEOO0XOMMO MPHUMEHEHHE Ba30NPEcCOpoB (MPEIMNOYTUTENBHO C HHOTPONHBIM 3ddexTom),
HarnpuMep, BHyTpUBEeHHOe BBeneHue 5—10 mr adenpuna, KOTOpoe MpU HEOOXOTUMOCTH CIETyET
MOBTOPUTH 4epe3 2—3 MUHYThI. [lalieHTy Takxke BBOAUTCS BHYTPUBEHHO JAONOJHUTEIbHBIN 00beM
KHUJIKOCTH. JIeTsIM cieryeT BBOIUTH 103y A(ellpruHa B COOTBETCTBHU C UX BO3PACTOM U BECOM.

IIpu mnosiBNeHUM cynopor Ha (OHE CHUCTEMHOW TOKCHYHOCTH ClEAyeT HpOBOJUTH TEparuio,
HaIpaBJICHHYI0 Ha MOJAJEp)KaHUE JEsTeNbHOCTH CEpAEUHO-COCYIUCTOM CHCTEMBbI, aJeKBaTHOU
OKCUTEHalluu M KynupoBaHue cyaopor. Ecaum B Tteuenue 15-20 cexkyHI Cynoporn He
MPEKPALAIOTCS CAMOCTOATEIBHO, CIIEAYET BHYTPUBEHHO BBECTH MPOTHBOCYIOPOXKHBIN Mpenapar.
BHyTpuBeHHOE BBeJIeHHME THONEHTana HaTtpus 1-3 Mr/kr obecreunBaeT ObICTpO€ KyNMHUpPOBaHHE
cynopor. MoxkHo ucnonbs3oBath 0,1 MI/Kr nuaszenama BHYTPUBEHHO, XOTSI €ro JIeHCTBUE OyaeT
pa3BuBaThCcs Oosiee MeasieHHO. JlTUTeNnbHbIE CyJIOpOTHM MOTYT MpPENsTCTBOBATH BEHTWIALUU U
okcureHanuu. Jlyis OpICTPOro KymupoOBaHUS CyIOPOT MOXHO BBECTH cykcameToHuil 1 mr/kr. J{ms
KOHTPOJISI OKCUT'€HAllUM CIEAYET PacCMOTPETh BO3MOXKHOCTb IPOBEIEHHUS DHIOTpaxealbHOU
UHTYOAIH.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoguHAMHUYECKHE CBOIICTBA

dapmMakoTepaneBTUYECKas IPyIIa: aHECTETUKU; MECTHBIE AHECTETUKU; aMUIBI.
Kox ATX: NOIBBO1

MexaHusM aeiictBusl, hapmMakoguHamMuyeckue d3QpPeKTol

bynuBakanH — MECTHBIN aHECTETUK JUTUTEIBHOIO ACHCTBHUS aMUAHOTO THNA. [Ipy MHTpaTexkambHOM
BBelleHUU (et HacTymaeT OBICTPO, a €ro MPOJOJDKUTENBHOCTh BapbUPYET OT CpedHei a0
JUTATENbHOU. JITUTeThHOCTh () (eKTa 3aBUCHUT OT JI036I.

bynuBakanH o0paTUMO yrHETaeT IpPOBEACHUE HMITYJIbCOB IO HEPBHOMY BOJIOKHY 3a CYET
OJIOKMPOBAHUS MTPOXOXKACHUS HOHOB HATPHSI Yepe3 KIETOUHYI0 MeEMOpaHy.
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runepOapuyecknii pactBop mnpu Ttemmneparype 20 °C u obnamaer cBoiictBamu crnaboro
runobapuyeckoro pactsopa mnpu Temneparype 37 °C. B 1memoMm pacTBop mpemapara MOXHO
paccMaTpuBaTh Kak M300apUUECKUi, TIOCKOJIBKY Ha €ro paclpocTpaHEHHE B CyOapaxHOUIATbHOM
MIPOCTPAHCTBE HE3HAYUTENLHO BIIUSAET CHJIA TSKECTH.

OtHocuTenbHas WIoTHOCTH npu Temmneparype 20 °C coctasusier 1,004 (1,000 npu temneparype 37
°C).

5.2. apmakoknHeTHYECKHE CBOIICTBA

AOGcopOrus

bynuBakanH TOMHOCTBIO abcopOupyercs U3 CcyOapaXHOWIAIBLHOTO MPOCTPAHCTBA; abCcopOIUs
HOCUT ABYX(a3HbIil XapakTep, NEpPUO MOTYBBIBEICHUS IS IBYX (a3 COCTABISIET COOTBETCTBEHHO
50 u 408 mMuHyT. MemneHHas >IMMUHAIMS OyNMBaKawmHa ONpPEIeseTcss HATIMYUeM MeIJICHHON
¢da3pl abcopOmum, 4To OOBSCHSIET Oojee MIUTENbHBIM Tepuoa nonysbiBeneHus (T:) mocne
SMHUIYyPATBHOTO BBEACHUS 10 CpPaBHEHHIO C BHYTPUBEHHBIM BBeJeHHEM. KoHIEHTpamuus
OynuBakavHa B MJIa3M€ KPOBU IOCIIE MHTPATEKAIbHOM OJOKaAbl HMXKE 10 CPAaBHEHUIO C JIPYTUMU
BUJAMU PETMOHAPHON aHECTE3MH, TaK KaK Ul MHTPATEKaIbHON aHECTe3WH TPEOYIOTCS MEHBIINE
7103BbI IIpenapaTa. B nenoMm, yBennyeHne MakCUMalIbHOM KOHIICHTPAIMH Mpenapara B Iia3Me KpoBU
coctasisieT okoJo 0,4 mr/n Ha kaxnabeie BBeneHHble 100 Mr nmpenaparta. 910 03Ha4aeT, 4To 103a 20
MT CO3[1a€T KOHIIEHTPAIIMIO B IJIa3Me KpoBH npubauzutensHo 0,1 mr/m.

Pacopenenenne

[Tocrne BHYTpHUBEHHOTO BBEIEHUS OOIIMN IUIa3MEHHBIN KiMpeHC OynuBakanHa coctaBisieT 0,58
J/MUH, 00bEM pacpe/ICIICHUS B PABHOBECHOM COCTOSIHUU 73 JI, KOHEYHBIN TICPUO/I ITOJTYBBIBEICHUS
2,7 yaca, IpOMEXYTOYHBIN MOKa3aTeab NEYEHOUYHON 3KCTpakuuu 0koio 0,38 mociie BHyTPUBEHHOTO
BBEICHMUS.

bynuBakanH B OCHOBHOM CBSI3bIBA€TCSI C 0.1 -KHUCJIBIMH TJIIMKOIPOTEHHAMH TUIA3MbI (CBS3BIBAHHE C
OenmkaMu 11a3Mel — 96 %).

Knupenc OymuBakanHa TpPaKTHUYECKU TOJTHOCTHIO OOYCIIOBIEH MeTabonu3MoM OynHuBaKkanHa B
neyeHu W Oojiee 4YyBCTBUTENEH K W3MEHEHUSM aKTHBHOCTH TIE€YEHOYHBIX (EPMEHTOB, YeM K
MeYeHOYHOH nepdy3uu.

bynuBakauH jerko NpoHUKaeT yepes MIaleHTapHbIi Oapbep ¢ OBICTPBIM TOCTUKEHHUEM PaBHOBECHUS
1o HecBsi3aHHOM (ppakiuu. CTeneHpb CBsA3bIBaHUSA ¢ O€JIKaMM IUIa3MaMU B KPOBOTOKE IJIOZA HUIKE,
4YeM y MaTepH, 4TO MPUBOJIUT K OoJiee HU3KUM KOHIIEHTpAlMsIM IpernapaTa B Iula3Me KpOBH IJI01a
10 CPaBHEHUIO C 00IIeM KOHIIEHTpalueil mpenapara B 1j1a3Me KpOBH MaTepHu.

ByrII/IBaKaI/IH MMPOHUKACT B IPYAHOC MOJIOKO B HC3HAYUTCIIbHBIX KOJIMYCCTBAX, HC MPCACTABIAIOIINX
OITIACHOCTH IJIA pe6eHKa.

bynuBakaun umeer nokazarens pKa — 8,2, koaddunuent paznenenus 346 (npu 25 °C B cpene H-
oktanoi/pocharueiii Oypep pH 7,4). dapmakonsoruueckas akKTUBHOCTb META0OIMTOB HHUXKE IO
CPaBHEHHUIO ¢ OYNHUBAKaNHOM.

Buorpaunchopmariust

bynuBakauH nojaBepraerca MeTabOJIM3My B IE€UYEHH, IJIaBHBIM 00pa3oM, IMyTEM apoMaTHUYECKOTo
TUIPOKCHIINPOBAHHUS 10 4-runpokcu-OynuBakanHa u N-aeankuaInpoBaHus 10
nunexkonunkcuianania (PPX), ¢ yuactuem gepmenton nuroxpoma P4503A4.

ONUMUHALIMS

Oxono 1 % OynuBakanHa 3KCKPETUPYETCS ¢ MOYOM B HEM3MEHHOM BHJIE B T€UEHHE CYTOK IOCIe
BBeJIeHUs, U npubau3utensHo 5 % B Bune PPX. Konnenrpauus PPX u 4-runpokcu-OynuBakanHa B
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BBEJICHHOU J103€ Ipenapara.

6. PAPMAIIEBTUUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOTaTEJbHBIX BelIECTB:

Harpus xnopun
1 M xnopoBoaopoiHas kuciora (s koppekuuu pH) wim
1 M pactBop Hatpus ruapokcuaa (s Koppekiuu pH)

Boxa miist uHbeKIun
6.2. HecoBMecTHMOCTH

B cBs3u ¢ OTCyTCTBMEM HCCIIENOBAaHUN COBMECTUMOCTH, JAHHBIM JIEKAPCTBEHHBIN IIpernapaTr He
clIeyeT CMEIINBATh C APYTUMH JIEKapCTBEHHBIMU IIpenapaTaMu.

6.3. Cpok rogHocTu (CpoK XpaHeHHs )

3 roxa.

6.4. OcoObie MepbI IPEOCTOPOKHOCTH NIPU XPAHEHHUH
XpaHuTh npu Temnepatype He Bbiie 25 °C. He 3amopaxuBaTh.
6.5. XapakTep u cofep:kaHue YIaKOBKHU

ITo 2, 4, 10, 20, 30 unu 40 ma Bo (prakoHBI U3 OECIBETHOTO CTEKIA, TEPMETUYHO YKYHOPEHHbBIE
poOKaMu U3 PE3UHBI, 00XKATHIE KOJIMAYKaMHU aTIOMHUHUEBBIMU WU ATFOMUHHEBBIMH KOJITTAYKaMU C
IUTaCTUKOBOM KpbIikoil Tuna «flip-ofth.

ITo 1 ¢pnakoHy BMECTE ¢ TMCTKOM-BKJIAJIBIIIIEM IOMEMIAIOT B MAYKY U3 KapTOHA.
ITo 5 wm 10 ¢1akoHOB MOMEMIAIOT B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY U MO 1 WM 2 KOHTYpHBIE

STYEHKOBEIC YIDaKOBKH BMCCTC C JIMCTKOM-BKJIAJIbIINIEM ITOMCIIAIOT B IMaAYKy U3 KapTOHA.

6.6. Oco0Oble Mepbl MPEAOCTOPOKHOCTH NMPH YTHIH3ALUHM HCNO0Jb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WIM OTX0A0B, MOJY4YEeHHBIX TocjJe TMPUMEHeHHsl TMpenapara, W JApyrue
MAHHMIYJISIIHMH € IPEenapaTom

HO)IFOTOBK& npemapara K BBCIACHUIO [JOJDKHA MPOBOJUTHCA MCAUIUHCKHUM CICHUAIUCTOM B
ACCIITUYCCKHUX YCIIOBUAX.

[IpenapaT mpenHa3HaueH TOJBKO JJIi OJHOPA30BOT0 MCIOJB30BaHUS, JIIOOOM HEMCHOIb30BAaHHBIN
pacTBOp AOJKEH OBITh YTUIIM3HPOBAH.

Becw ocraBmmiics IeKapCTBEHHBIM Mpenapar U OTXOAbl CIEAYEeT YHUYTOKUTh B YCTAaHOBJICHHOM
HOPSIAKE.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccutickas ®@enepanus
000 «MOCDAPM»
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

noMenieHue 32, stax 2.
Ten./®axc. 8 (496) 5453000.
info@mosfarm.su

7.1. llpencraBuTe b AepKaTesisi PErucTPAIMOHHOTO YA0CTOBEPEHUS.

[Iperen3un noTpeOUTENIEH HAIPABIATh 110 aJIPECy:

Poccuiickas @enepanus

000 «MOCDAPM»

141342, MockoBckas 0071., CeprueBo-Ilocanckmit p-H, pn. boropoackoe, a. 63, mutep b,
noMenieHue 32, aTax 2.

Ten./®axc. 8 (496) 5453000.

info@mosfarm.su

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUA OTITYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA

HCKapCTBeHHbIﬁ npemnapat OTHOCUTCA K KaTCTrOpuH OTITYCKa I10 PCLCIITY.

OOmiasi XxapaKTepUCTUKA JIEKAPCTBEHHOIO Mperapara bynmuBakauH JOCTyIHA B €IUHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBPa3sMiiCKOro 3KOHOMHYECKOIO CO03a M Ha
ouIMaTbHOM caiite YIOJHOMOYEHHOTO opraHa (9KCIIepTHOI OpraHHU3aI1H)
https://grls.rosminzdrav.ru (https://lIk.regmed.ru/Register/EAEU _SmPC).
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