COOTBETCTBYET 2KCNEPTHOMY OTYETY

OBILIASI XAPAKTEPUCTUKA JEKAPCTBEHHOFO TIPEHAPATA

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

brokkoC, 5 mMr/mi1, pacTBOp JJI1 UHBEKITUH.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleficTBytoIIIee BEIIECTBO: OyIMMBaKauH.

Kaxapiii M1 pacTBOpa JUIsi UHBEKIIUN CONEPKUT 5 MT OynUBaKavHa TUAPOXIIOpUIa MOHOTHIpaTa B
nepecyeTe Ha OynuBaKanHa TUAPOXIIOPUL.

Kaxnas ammyna oobemom 4 mir comepxut 20 Mr OynuBakanHa THAPOXJIOPUAA MOHOTHIpaTa B
nepecyere Ha OynuBaKauHa THIPOXIOPUIL.

BemecTBa, HaMuue KOTOPBIX HAJO YYUTHIBATH B COCTaBE JICKAPCTBEHHOrO Tperapara: HaTpui
(cm. paznen 4.4).

[TonHbIii IepeYeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop mi1d nHBEKIUI.

[Ipo3paunblii OECIIBETHBIN pacTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

e Xwupyprudeckasi aHeCTe31sl y B3pOCIbIX U JIeTeil B Bozpacte oT 12 jer;

e UHGUIBTPAIIMOHHAS aHECTe3Hsl, KOr/ia TpeOyeTcsl JOCTH)KEHHE JITUTEIBHOTO aHECTE3UPYIOIIEro
s dexra, HaTpuUMeEp, MPU OCICONEPAITNOHHON 00IIH;

® IIPOBOJHUKOBAs AHECTE3UsI C MPOAOKUTENBHBIM 3((EKTOM WM 3MHIypanbHas aHeCTe3Us B
cllyyasix, OpU KOTOPbIX J00aBieHHe »SNUHEeYPHUHA MPOTHBONOKA3aHO, M 3HAYUTEIbHOE
pacciabieHue MBI He TpeOyeTcs;

® aHecTe3Ws B aKyIIEPCTBE.
4.2. Pe:kxuMm 103MPOBaHNS M CIOCO0 MPUMeEHEeHUs!

HpenapaT BrnoxkoC JOJDKCH IPUMCEHATHCA TOJBKO BpadaMH, HUMCIOIIMMH OIIBIT ITPOBCACHHA
MECTHOM aHEeCTE3UH WUIIN noa ux Ha6J'IIOIlCHI/ICM.

PexxuMm no3upoBanus

CJ'ICI[yeT HCIIOJIb30BATh MUHHUMAJIBHYIO 103y, ITO3BOJIAIOMIYHO JOCTUTHYTH aJIeKBaTHOM aHECTE3HHU.

HpI/IBe}IeHHBIe HWXKE JO3bI HOCAT peKOMeHHaTeHLHBIfI XapakTep, BI)I60p JAO3BI IMPOBOJAT C YUHETOM
FJ'IY6I/IHBI AHCCTC3UU U O6IJ_[CFO COCTOsHHA ITAalIUCHTA.

Hngpunompayuonnasn anecmesus

5-30 M npenapara (25-150 mr GynuBakauHa).
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Meoxcpebepnasn bnoxkada

2-3 mn mpenapara (10-15 mr OynmBakamHa) Ha OAWH HEpB, B OOIIEH CIOXHOCTH, HE Ooiee
10 HepBos.

Obwupnvle 610Ka0bl (Hanpumep, SnudypaibHas O10KA0A, CaKpaibHas O10Kada, 610Kada Nieueso2o
cniemenus)

15-30 M mpenapara (75-150 mr OynuBakanHa).
Dnudypanvras anecmesusi npu Kecapesom ceueHuu
15-30 M mpenapara (75—-150 mr OynuBakanHa).
Maxcumanvuvie pexomenoo8anHvle 003bl

MakcumanbHass peKOMEHJIOBaHHas J103a OynuBakawHa, ONpeesieHHas U3 pacueTa 2 MI/KI MaccChl
Tena, /Ui B3poCibix cocTaBiseT 150 Mr B TedeHne 4 yacoB (4To 3kBHUBaJIeHTHO 30 Mu mpermapara
bnokkoC 5 mr/mu). MakcumanbHasi pPEKOMEHIOBAaHHAs CyTO4Has jgo3a coctasisier 400 mr.
CymmapHyto 103y Ipenapara clielyeT KOppeKTUPOBaTh C YI€TOM BO3pacTa U COCTOSIHUS MallMeHTa,
a TaKKe JPYTUX 3HAYMMbIX 00CTOSATENbCTB.

Cnocob IIPUMCHCHU A

WHOUIBTpallnoHHO, AMHAYPAIBHO, sl MeXKpeOepHOi OJI0KaIbl M OOIIUPHBIX OJIOKA/.

Heo6xoanMo cobmofate OCTOPOKHOCTh, 4YTOOBI M30€XKaTh CIIy4allHOIO BHYTPHCOCYIHCTOTO
BBEJICHHS OynuBakanmHa. PeKoMeHIyeTcsl MPOBOAWTH aCIHUPANMOHHYIO MPoOy 10 BBEJICHHS U BO
BpeMs BBeJleHHMs mnpenapara. IIpemapar cieayeT BBOIUTH MEUIEHHO, CO CKOpOCThiO 25-50 mr
OynuBaKamHa B MHHYTY, WU IPOOHBIMH JJ03aMH, TTOAEPKUBAsi HENPEPHIBHBIN CIIOBECHBI KOHTAKT
C MALMEHTOM M KOHTPOJMPYS 4YacTOTy CEpAEYHBIX COKpameHuid. Tak, Inpu ciydyallHOM
BHYTPUCOCYJMCTOM BBEJCHMM OTMEYACTCA KPATKOBPEMEHHOE YBEIMYEHHE 4YACTOThI CEPIECYHBIX
COKpAalllCHWH, a IMpU CIy4alHOM MHTPATEKaJIbHOM BBEACHUM MOTYT Pa3BUTHCA CHUMIITOMBI
cnuHaJbHOTO OJyioka. Ilpy mosiBA€HMM CHMITOMOB TOKCMYHOCTM BBEJIEHHE IMpernapara cienyeT
HEMEJJICHHO NPEKPATUTb.

Ecnu Tpebyercs BBeeHHE O0IBIION 103bl, HAIIPUMED, P MUTypaIbHON OJ0Kae, pEKOMEHAYETCs
IIpeBapUTENIbHOE BBEACHNE TECT-103bl: 3—5 MJI OynMBaKanuHa ¢ aJJpeHaTMHOM.

CTHU

O¢dextuBHOCTE M Oe3omacHOCcTh mpenapara binokkoC y nereir B Bo3pacte a0 12 mer He
YCTaHOBJIEHA, NUMEIOLIMECS TaHHbIE OTPaHUYEHBI.

O¢dextuBHOCTE M Oe3omacHOCTh mnpenapara biokkoC mis 3OUIypaJibHOrO OONIOCHOTO MU
HEIPEPBIBHOIO BBEJICHUS HE YCTAHOBJIEHBI, UMEIOIINECS JaHHbIE OTPAHUYEHBI.

4.3. IIpoTnBonoOKa3aHus

I'unepuyBCTBUTENBEHOCT K OYMHUBAaKauHy, JPYTUM MECTHBIM aHECTETHKAM aMUAHOTO THUIIA MU K
JT000MY M3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEYNCIIEHHBIX B pa3zaene 6.1;

COCTOsIHM:, IIPU KOTOPBIX IPOTUBOIIOKA3aHO IIPOBCACHUC 3HI/Illypa.]'H)HOI71 AHCCTE3UN.

—  Tekymme 3aloneBaHMs ILeHTpaidbHOM HepBHOH cuctembl (IIHC), Takue Kak MEHMHIHT,
MOJINOMUEIIUT, BHYTPUUEPETTHOE KPOBOUBIHUSHIE, a Takxke HoBooOpazosanus [{HC;
—  TyOepKyJie3 M03BOHOYHHUKA;

- MEPHUIIMO3HAsA aHEMUS C MTOAOCTPON KOMOMHHUPOBAHHOM JIereHepalueil CIMHHOTO MO3Ta;

— THOMHHMYKOBOE MOPAXKCHHUE KOXKH B MECTC npennonaraeMoﬁ IDYHKOWUW WKW TpaHHu4yaiee C
MCCTOM IMYHKIIUU;
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- KapJAUOT€HHBIN WJIM THIIOBOJIEMUYECKHM IIOK;

—  HapyLIeHHE CBEPTHIBAEMOCTH KPOBH WJIM COIYTCTBYIOIIAs aHTUKOATYJITHTHAS Teparusl.
bnokkoC 5 mr/mi He 0100peH Ui npUMEHeHus y AeTel B Bo3pacre 10 12 jer.

[IpemapaT He UCHOIB3YETCS MPU MIPOBEICHUU BHYTPUBEHHOM perMOHApHOM aHecTe3uu (010Kaaa 1mo
bupy).

4.4. OcoOble ykazaHusi 1 MepPbl MPEI0CTOPOKHOCTH MPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

e [loxwuiol Bo3pacr;

e oci1a0JIeHHBIE TAIIMEHTEL,

e arpuoBeHTpUKYyisipHas omokana |l u 1l crenenwy;

e HapymeHue QyHKIUH IEYCHH U TTOYCK TSHKEION CTEIICHU;
® O KCHIWHBI HA TIO3THUX CPOKaX OEPEeMEHHOCTH;

® COBMECTHOC TIPUMCHEHUE C aHTHapuTMH4YeckuMmu mnpemaparamu |l kmacca (mampumep,
aMUOJapOH);

® COBMECTHOE IPUMEHEHHE C IPYTUMHU MECTHBIMHM aHECTETHMKAaMH WJIM MpenapataMu, UMEIOIUMU
CTPYKTYpPHOE CXOJACTBO C MECTHBIMH aHECTETUKAMU AaMUJHOIO THIIA, TaKUMH Kak
aHTHapuTMUYeckue npenaparsl Ib kinacca (Hanpumep, TMI0KauH, MEKCHUIICTHH);

e [apalepBUKalbHas OJI0KaJa.

Oco0nbIe YKa3aHusA

[Ipy BBIMOTHEHUU PETHMOHAPHOM W MECTHOW aHECTEe3WH, 3a HCKIIOYEHHEM Ham0oJiee MPOCTHIX
6mokaz, o0opyI0BaHUE AJIsl MPOBEACHUS PEAHUMAIIMOHHBIX MEPOTIPUSATHI JOKHO OBITH TOCTYITHO
JUTST. HEMEIJIEHHOTO WCIOJIb30BaHusA. [Ipy BBIMONTHEHUM OOMIMPHBIX OJOKaa mMepes BBEICHUEM
MECTHOTO aHECTETHKAa HEOOXOAMMO YCTAHOBUTHh BHYTPUBEHHBIN KaTeTep.

bbuin oTMeueHs! cilydyan OCTaHOBKHM CEp/Alla WIM CMEPTH BO BpeMs NPUMEHEHHUs OynuBaKauHa JUIs
SMUIYpAIbHOW aHecTe3uM WM mnepudepudeckoil O610kaapl. B HEKOTOPBIX clydasx peaHuMarius
ObuIa 3aTPy/IHEHA WM HEBO3MOXHA, HECMOTPSI Ha IIPABUIIBHOE €€ MPOBEICHHE.

[IpoBenenue 610kabl epudepUUECKUX HEPBOB CBA3aHO C BBEJEHHEM OONBIIOT0 00beMa MECTHOTO
aHEeCTeTHKA B 00JIACTH BBICOKOM BAaCKYJSPH3AIUH, YACTO — OJM3KO K KPYITHBIM cocynaM. B Takux
CIlydasix yBEIWYMBACTCS PUCK CIYyYalHOTO BHYTPHCOCYIMCTOTO BBEACHHS MECTHOTO aHECTETHKA
W/WIIM CUCTEMHOW a0copOluu TMperapaTa, 4To, B CBOIO OU€peilb, MOKET MPUBECTH K MOBBIIICHUIO
MJIa3MEHHOM KOHIEeHTpanuu. Kak W Bce OCTalbHBIE MECTHBIE aHECTETHKH, IMPU BBICOKOM
KOHIIEHTPAIINU B KPOBH OYITMBAaKaWH MOXKET OKa3bIBaTh TOkcuueckue apdektsl Ha [ITHC u cepreuno-
COCYIUCTYIO CHCTEMY. OTO OTHOCHUTCS B OCOOCHHOCTH K CIIy4alHOMY BHYTPUCOCYIHCTOMY
BBEJICHUIO WJIM BEJICHUIO B 00J1aCTH BHICOKOW BAaCKYIISIPHU3AIIHH.

OmnpeneneHHbIe BUIBI OJIOKaI MOTYT OBITh CBSI3aHBI C CEPhE3HBIMU HEOJIAT ONPUSATHBIMU PEAKIIUSIMH,
HanpuMep:

e SNHAypalbHAsl AHECTE3US MOXKET COMPOBOKIATHCSI YTHETEHUEM CEPJICYHO-COCYAUCTON CUCTEMBI,
oco0eHHO Ha ¢oHe runoBojeMuu. [loaTomy cienyer cobI0aaTh OCTOPOKHOCTD y MAIIUEHTOB C
HapylieHneM (QyHKLINU CEepJIeYHO-COCYIUCTON CHUCTEMBI,

® B peAKUX CIIyYasX Mpu peTpoOyab0apHOM BBEIEHUU BO3MOXKHO IMPOHUKHOBEHHE IpernapaTa B
KpaHHaJbHOE Cy0apaxHOMJAIbHOE MPOCTPAHCTBO, NMPU ITOM BO3HUKAET BPEMEHHas CIIEINoTa,
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HE3aMCAJIUTCIBHOI'O JICUCHUA,

e mpu perpodynbbapHOM U NepuOyIbO0apHOM BBEACHUM MECTHBIX AHECTETUKOB CYIIECTBYET
HEOOJIBIION PUCK BOZHUKHOBEHHUSI CTOMKOTO HAPYIICHUs! (PYHKIMHU TJIA3HBIX MBI, OCHOBHBIMU
IIPUYMHAMU SABJISIIOTCSA TPaBMa M/MIIM MECTHOE TOKCHYECKOE JIeHCTBHE BBEICHHOIO IIperapara Ha
MBILIIBI /UK HEPBHI;

e cCllydailHOe BHYTPUCOCYAMCTOE BBEJCHUE MECTHBIX AaHECTETUKOB B 00JIACTH T'OJIOBBI U IIEH JTaKe
B HU3KHUX J103aX MOKET BBI3bIBATH CUMIITOMBI TOKCHUHOCTH cO cTopoHbl LTHC;

e mapanepBUKaibHas 0J0KaJa WHOTJA IPUBOIUT K OpaJuKapAuU/TaxUKapIuu y IJI0/1a, TO3TOMY
cJielyeT TIIATEeIbHO MOHUTOPUPOBATh CEPJICUHBIN PUTM Yy IUIOAA.

TspkecTh MOJOOHBIX TKAHEBBIX PEAKIUN 3aBUCUT OT CTENEHH IOBPEXKACHUS, KOHIICHTPAIUH
MECTHOI'O aHECTETHUKAa M JUIMTEIBHOCTU HKCIO3UIIMM TKAaHU K MECTHOMY aHecTeTuky. [loatomy
ClIeIyeT UCIOJIb30BaTh HAMMEHbINYIO Y (EKTUBHYIO A03Y IpernapaTa.

Cnenyer coOmrofaTb OCTOPOXKHOCTh Yy IALIMEHTOB C AaTPUOBEHTPUKYJsApHOU Onokanon |l umm
Il craguu, MOCKOJIBKY MECTHBIE AaHECTETUKU MOTYT CHHXKATh IIPOBOAMMOCTh Muokapza. Ciemyer
COOJIIOIaTh OCTOPOXKHOCTh Y TMALMEHTOB C HapylmieHHeM (YHKIHWW MEYEHW WM TOYEK TKEIIOH
CTEIEHH, MTOKWIIBIX WJIM OCJIa0JIEHHBIX MMAI[IEHTOB.

[TanmenTsl, nmomydvaromue antuaputmuueckue npenapatsl I kmacca (Hampumep, amuonapoH),
JIOJKHBI HAXOIUTHCS ITOJ] TIATEIbHBIM HabojeHneM ¢ KonTposieM DKI' ¢ yueTom pucka pa3BuTus
OCJIOKHEHUH CO CTOPOHBI CEpPAECYHO-COCYIUCTOM CHCTEMBI H3-32 BO3MOXKHOIO aJJUTHBHOIO

addexra.

[Ipu smumypanbHON aHECTE3WHW MOTYT OTMEUaThbCs apTepHaibHAs THIIOTEH3HS W Opaaukapius.
CHH3UTH BEPOATHOCTb JITHUX OCIOKHEHHUH MOXXHO IIyTEM IIPEABAPUTENBHOIO  BBEICHMS
KPUCTAJJIOUJIHBIX WJIM KOJUIOMJHBIX pacTBOpoB. B ciyuyae aprepuasibHOM TUIIOTEH3UH CIIEAYyET
IIPOBOJIUTH TepaNHI0 HEMEUIEHHO, HallpUMep, BHYTPUBEHHO BBECTH 3deapHuH B 1o3e 5—10 mr, npu
HE00XO0JIMMOCTH BBEJIEHUE MOYKHO ITOBTOPUTD.

bbutn oTMeYeHBI cllyyad XOHAPOJIHM3a HPU MOCIEONEPAMOHHON IMPOJJIEHHONH BHYTPHCYCTaBHOM
MH(QY3UN MECTHBIX aHECTETUKOB. B OOJIBIIMHCTBE OMMCAHHBIX CIydyaeB MpPOBOAMIIACH MH(DY3US B
1ieyeBoi cyctaB. [IpuunHHO-CIIeICTBEHHAs CBA3b C UCMOJIb30BaHUEM aHECTETUKOB HE YCTAHOBJIEHA
13-3a HAJIMYMS HECKOJIBKUX Mpepacionararomux pakropos. biokkoC He 0g00peH 171 MpoIeHHON
BHYTPHUCYCTaBHOM HH(Y3HH.

BcnoMorarensHble BellecTBa

JlaHHBIN TIpenapar coAepuT MeHee | MMmounb (23 Mr) HaTpusi Ha amITyiy, TO €CThb, IO CYTH, «HE
COJZIEP’KUT HATPUS».

4.5. BzaumojeiictTBie ¢ JAPYIrMMH JIEKAPCTBEHHLIMH MNpenapartaMu # JApyrue BH/bI
B3aUMOJIEeHCTBUA

bynuBakauH T0JKEH IPUMEHSTHCS C OCTOPOKHOCTBIO Y MAIMEHTOB, MOJYYArOIIUX JPYTrHe MECTHBIC
AQHECTCTHKH WIIM aHTHapUTMHUYeckwe mpemaparbl b kmacca, #3-3a BO3MOXHOCTH Pa3BUTHS
aJTMTUBHOTO TOKCUYECKOTO 3 dekTa.

CoBMecTHOE TIpUMEHEHHE OyNMBaKanHa C MECTHBIMH aHECTETHMKAaMHU W aHTHAPUTMUYECKUMHU
npemapatamu |l kmacca (Hampumep, aMHOZapOHOM) HE H3YYalloCh B  HCCIEIOBAaHUSAX
JIEKApCTBEHHOTO B3aWMOJICHCTBUS, OJHAKO PEKOMEHAYETCs COOJI0IaTh OCTOPOKHOCTh TIPH
OJIHOBPEMEHHOM Ha3HAUY€HHMH 3TUX IpenaparoB (cM. pazaen 4.4).
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4.6. ®epTUIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

Cnez[yeT IIPUMCHATE MperapaT TOJBKO B TOM ClIy4dac, €CJIHM OXuaacmas II0Jib3a JId MaTCpu
IMPECBLIIACT BO3MOXKHBIN PUCK IJId IJ1044a.

bynuBakauH ucnonb3oBajics y OOJBIIOrO Yuciaa OEpPEeMEHHBIX KEHIIUH U JKCHIIUH JI€TOPOIHOTO
BO3pacTa, OIHAKO JI0 HACTOSAIIETO BPEMEHM HE OTMEYaJIoCh CIEHU(PUUECKUX H3MEHEHUH
PENpPOAYKTUBHON (DYHKIIMU Yy >KEHIIMH JETOPOJHOIO BO3pPACTa U IMOBBIIMICHUS YaCTOTHI Je(pEKTOB
pa3BUTHSA y IJIOJA.

Jlo6aBnenue snuHehprHa K OyMBaKanHy MOXET YMEHBIIATh KPOBOTOK B MAaTKE U €€ COKPATUMOCTb,
0c00EHHO TpH CITy4aifHOM BBEJICHHH PacTBOpPa aHECTETHKA B cocynbl MaTepu. [lo6ounbIe 2P eKTHl,
BBI3BaHHBIC JICHICTBUEM MECTHOTO aHECTETHKA y IJIOJa, TaKue Kak Opaaukapnusi, HauOojee 4acTo
OOHApYKUBAIOTCS MPH TapalepBUKAIbHON OJioKane (aHECTETUK IMPH 3TOM JOCTHraeT IUIofa B
BBICOKOI KOHIICHTPAIIHN).

JlakTamnms

Tak ke Kak u APpYyru€ MCCTHbIC aHCCTCTUKH, 6YHI/IBaKaI/IH MOKET NPOHUKATh B I'pyAHOC MOJIOKO B
HC3HAYUTCIIbHBIX KOJIMYECTBAX, HC NPCACTABIIAIOINX OIMACHOCTH JIsA pe6eHKa.

4.7. BiusiHMe HA CHOCOOHOCTHb YNPABJATH TPAHCHOPTHBIMH CpeACTBAMH H pPadoTaTrh ¢
MeXaHU3MaMu

B 3aBucumocTH oT croco6a BBeneHUs, OylIMBaKauH MOXET OKa3blBaTh TPAH3UTOPHOE BIUSHHE Ha
JIBUTATENBbHYIO (DYHKIMIO U KOOPIUHALIHUIO.

4.8. HexenaTelbHbIE peaKIMU

Pesrome nmpodmiig Oe30macHoCTH

IToGouHble peakuuu, BbI3BaHHBIE IpenapaTtoM biokkoC, TpyIHO OTIMYHUTH OT (PU3HOTOIMUYECKHX
MpOsABJIEHUH OJIOKaabl HEPBOB (HAlpUMep, apTepuanbHas TMIIOTEH3Us, Opaaukapausi), peakuui,
BBI3BAaHHBIX HEMOCPEACTBEHHO (HaNpUMep, MOBPEXJICHHE HepBa) WIM KOCBEHHO (Hampumep,
ANUAYPATBHBIN a0cliecc) BBEIEHUEM UIJIbL.

[loBpexneHre HEPBHOM TKaHU SBISAETCA PEAKUM, HO H3BECTHBIM OCJIOKHEHHEM DPETHOHApPHOU
aHecTe3uH, B 0COOEHHOCTHU AMHUAYPaIbHON U CHMHAIBHON aHECTE3UH.

I/IH(I)OpMaHI/IH O CUMIITOMAx M JICUCHUH OCTpOﬁ CHCT€MHOM TOKCUYHOCTH IIPUBOAUTCA B pa3zciic 4.9.

TabauaHoe pPE3FOME HEXKENIATSIbHBIX pPeaKIIHi

HexenatenbHble peakiuy MPHUBEACHBI B COOTBETCTBUU C KiIaccH(UKAIMEW CHUCTEMHO-OPTaHHBIX
kinaccoB MedDRA u ymopsigoueHbl MO 4YacTOTe WX BO3HUKHOBEHHS. YacToTa BCTpedaemMocTd
OTIpEe/IeTISIeTCS. B COOTBETCTBUU ¢ Kiaccudukanueil BecemupHoil opraHuzanuu 31paBOOXpaHEHUS
CJIETYIOIIM 00pa3oM:

oueHb yacto (> 1/10);

gacto (> 1/100, vo < 1/10);
HedacTo (> 1/1000, Ho < 1/100);
pexko (> 1/10000, o < 1/1000);
o4eHb penko (< 1/10000);

qacToTa HEM3BCCTHA (Ha OCHOBAaHHMH UMCHOINUXCSA JaHHBIX OICHUTH HeBOSMO)KHO).
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Hapywenus co ctioporbi €ocVo08T apTeprabias MHIOTCH3NA.
Ouenb yacTo Hapywenusa co cmoponsi swcenyoouHo-kuueyHo2o mpakma.

TOIIIHOTA

Hapywenus co cmoponvl nepgnoil cucmemvl: TapecTe3us,

rOJIOBOKPY>KEHUE.

Hapywenus co cmoponul cepoya: dpaauxapus.

Hapywenus  co  cmopouvr  cocyoos:  aprepualbHas
Yacro TUIEePTEH3US.

Hapywenus co cmoponvl d#ceny0ouHo-KueyHo2o mpakma.

pBOTA.

Hapywenusa co cmoponbl nouek u MouesbleoO0AWUx nymei.
3aJepkKKa MOYHU

Hapywenus co cmopoHvl HepeHOU cucmembvl: CUMIITOMbI
TokcuyHocTH co cropoHbl IITHC (cymoporu, nepuopanbHas
Heuacto napecre3usi, OHEMEHHUE $3blKa, TUIEPAKYy3Usl, 3PHUTEJIbHbIE
HapyIlleHHsl, MOTepsl CO3HaHWs, TPEMOP, T'OJIOBOKPYKEHHE,
LIYM U 3BOH B ylIIax, AU3apTpusi)

Hapywenusa  co  cmoponvl ~ UMMYHHOU — CUCHEMbL.
AIJIEPTUYECKHE PEaKINH, aHa()MITAKTHYECKHA TIOK.
Hapywenua co cmoponwi nepsnoii cucmemvi: HeWponatus,
MOBpEXJICHHE Nepu(hepruuecKuX HEPBOB, apaXHOHUIUT, Mapes,
naparuierts.

Penko
Hapywenus co cmoponul opeana 3penus: TATUIONHSL.
Hapywenuss co cmoponvt cepoya: OCTaHOBKa Cepjla,
ApPUTMUSL.
Hapywenus co cmoponvl OvixamenbHotl cucmemvl, 0peaHo8
2PYOHOU KNemKU U cpedOoCmeHUsl: YTHETCHUE JAbIXaHus

eTH

y I[CTGI\/'I OTMCYAKOTCA TAKHUC KEC HO60‘-IHBI€ peaKHI/II/I, KaK y B3pOCJ'II)IX MManMMEeHTOB, OJHAKO BBIABJICHUEC
paHHUX TPOSBICHUI TOKCUYHOCTH MECTHBIX aHECTETHUKOB Yy JIeTel MOXET OBITh 3aTPYyIHEHO, €CIU
0JI0Ka/1a TPOBOAUTCS HA (POHE ceanuu Wi O0IIei aHECTE3UH.

COO6H_IGHI/IG 0 MOA03PEBACMBIX HEXKCIATCIIbHBIX PCAKIIMAX

BaxHo coo0mars O NOJO3pEBAaCMBIX HEKEJIATEIbHBIX PEAKIMAX IOCIE€ PErucTpanuu
JIEKapCTBEHHOT'0 Iperapara ¢ Leibio 00ecreueHHs] HeNpPEepbIBHOIO MOHUTOPUHIA COOTHOUICHUS
«T10J1b3a — PUCK» JIEKAPCTBEHHOrO IpenapaTa. MeAMIMHCKUM paOOTHUKAM pPEKOMEHAYETCs
coo0mIaTh O JIOOBIX MMOI03PEBAEMBIX HEXKEJIATENIbHBIX PEAKIUAX JIEKAPCTBEHHOTO Mpernapara uepes
HalmMOHAJIbHBIE CHCTEMBbI COO6H1€HI/I$I 0 HCXKCIATCIBbHBIX PCaKIUAX TOoCyaapCTB — YJICHOB
EBpasuiickoro 5KOHOMHUYECKOTO COHO3a.

Poccutickas ®@edepayus

DdenepanbHas ciryx0a 1Mo Haa30py B cepe 3ApaBOOXPAHCHUS
Anpec: 109012, r. MockBa, CnaBstHCKast 1J101aab, 1. 4, cTp. 1
Tenedon: +7 800 550 99 03

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

i npr@roszdravnadzor.gov.ru

CaiitT B mHGOpPMaIIMOHHO-TENIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:
https://www.roszdravnadzor.gov.ru
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4.9. Ilepeno3upoBka

CHUMIITOMBI
Ocmpas cucmemuas moKCU4HOCMb

CuUMIITOMBI OCTPON CHUCTEMHOM TOKCMYHOCTH MOTYT oTMmeuarbesi co croponbl IIHC u cepreuno-
cocyauctoil cucreMbl. OHM 00YCIOBIEHBI BBICOKOM KOHIIEHTpAI[Eel MECTHOTO aHECTETHKA B KPOBU
B pe3yJIbTaTe CIIy4aifHOr 0 BHYTPHCOCYIMCTOTO BBEICHUS IIpenapaTa, nepeo3upOBKH MIIM HEOOBITHO
ObIcTpOi abcopOmK U3 00IaCTH BRICOKOM BacKyssipu3anuu (cM. pazaen 4.4).

Cumnromsl TOkcuyHOCTH c0 cTopoHbl LIHC cx05ku 17151 BceX MECTHBIX aHECTETUKOB aMHJIHOT'O THUIIA,
B TO BpeMsl KaK MPOSIBJICHUS CO CTOPOHBI CEPIEYHO-COCYAUCTOIN CUCTEMBI pa3IMyaloTcs B Oobleit
CTENEHU NIpPU IPUMEHEHUM pa3IUuHbIX mpenaparoB. CiydyaliHOE BHYTPHUCOCYIUCTOE BBEICHHE
MECTHOT'O aHECTETHKA MOXKET HEMEJJICHHO (OT HECKOJIBKHUX CEKYH/I 10 HECKOJIbKMX MUHYT) BBI3BaTh
CUCTEMHYIO TOKCHUECKYIO peakltio. B ciydae nepe1o3upoBKU CUMIITOMBI CHCTEMHOM TOKCUYHOCTH
pasBuBaroTCs mnozxke (depe3 1560 MUHYT Mociie HHBEKIUHU) U3-3a 00Jiee MEJICHHOTO MOBBIIICHHUS
KOHLEHTPALlUU MECTHOI'O aHECTETHUKA B KPOBHU.

[IposiBnenuss TokcuuHoctu co ctopoHsl [IHC pa3BuBarOTCS NMOCTENEHHO B BHJIE NPU3HAKOB U
cumnToMoB HapyueHus pynkuuu [THC, TsxecTs KoTOpbIX HapacTaeT. HauanbHbIMU IPOSBIEHUSMU
TOKCUYHOCTU OOBIYHO SIBJIIIOTCSI TOJOBOKPY>KEHUE, MEepHOpalibHAs MapecTe3us, OHEMEHHE S3bIKa,
TUIIEPAaKy3us, IIyM U 3BOH B YIIaX M 3pUTEJIbHBIE pacCTpOCTBa. [lu3apTpus, NOAEPrUuBaHUS MBIIIIL
WIM TpeMoOp SBISAIOTCA Ooliee CEpbe3HbIMU CHUMITOMAMHU U MPEALIECTBYIOT Pa3BUTHIO
reHEepaIM30BaHHbIX CYJIOPOT. DTH SIBJIIEHUS HE CIEAYET OINOOYHO PACIIEHUBATh KaK HEBPOTHUECKOE
noBeseHue. Benmen 3a HUMH BO3MOXKHA TMOTEPS CO3HAHUSA M Pa3BUTHE OOJBLINX CYAOPOKHBIX
IIPUIIAJKOB JUINTEIBHOCTBIO OT HECKOJIBKMX CEKyHJ JO0 HECKOJIbKMX MUHYT. Bcnencrsue
MOBBIIICHHOW MBIIIEYHONM AKTHUBHOCTH M HApyLIEHHUs HOPMAJIbHOTO IMPOLECCa JbIXaHUS BCKOPE
II0CJIE Hayaja CyAOpOr IOSBISIOTCS THUIIOKCUS WM TUIIEPKalHHUA. B TsKEnbIX Ciydasx MOXKET
pa3BUBATHCS alHO3. AIUMA03 YCHIIMBAET TOKCHUECKH 3()(HEKT MECTHBIX aHECTETUKOB.

JlanHble SBJICHHS pas3pemialoTcs 3a CueT MeTaboju3Ma MECTHOTO aHeCTEeTHKa U €ro
nepepacnpenenenus u3 [IHC. KynupoBaHue TOKCHUECKUX SABIEHUI MOKET HACTyHaTh OBICTPO, €CIIU
AHECTETHK HE OB BBEACH B OUEHB OOIBIIIOM KOJIWNYECTBE.

[TosiBIEHME CUMIITOMOB TOKCHUYHOCTH CO CTOPOHBI CEPAECYHO-COCYAMCTON CHUCTEMBI, KaK IPABUIIO,
CBUACTCIIBCTBYET O TAXKECTU KIIMHAYECKOM CHUTYyaluu. UM 00ObIYHO npeaAmcCTBYIOT CHMIITOMBI
ToKCcHYHOCTH co cTopoHbl [IHC, paco3HaBaHne KOTOPBIX MOKET OBITh 3aTPYIHEHO B cliydae oomei
AHECTC3UU HJIN FJ'Iy60KOI>i ceaanuu npyu NpUMEHCHUN TaKUX IIPEraparoB, KakK 6€H3OI[I/Ia3€HI/IHI>I n
Oapoutypatel. Ha ¢oHe BBICOKOI CHCTEMHOW KOHIICHTPAIMM MECTHBIX aHECTETUKOB OTMEYEHBI
apTepuanbHas THUIOTEH3Us, OpajauKapAus, apuTMHs M B psje CIydaeB, OCTAaHOBKA Cepjlla.
Tokcnueckne peakliii ¢O CTOPOHBI CEPACUYHO-COCYAUCTON CUCTEMBI YAaCTO CBSA3aHbI C HAPYLIEHUEM
BHYTpHUCEPI€YHON TPOBOJUMOCTH U (PYHKIIMU MUOKApP/1a, YTO PUBOJIUT K YMEHBIIEHHUIO CEPJICYHOTO
BBIOpOCA, apTepHaTbHOW THIOTEH3WH, aTPHOBEHTPHUKYISAPHOW Onokaze, OpaauKkapIuud U B pse
CIly4aeB K KeNyJI0YKOBOW apuUTMHUH, B TOM UHCIE, K JKETyIOUYKOBON TaxuKapauu, GpuOpHILISIun
KEIyI0YKOB U OCTAHOBKE CepIia. ITUM CUMIITOMaM OOBIYHO MPEIIIECTBYIOT MPOSBICHUS TAKEION
ToKcMyHOCTHU co ctopoHsl LIHC, Hanpumep, Cya0poru, 0JJHaKo B pEAKUX CIydasix OCTAaHOBKA cepAla
BO3HHKaNa 0e3 mpeamiecTByomux cuMntoMoB co croponsl [IHC. Ilpu ouens ObicTpom
BHYTPUBCHHOM 0O0JIFOCHOM BBCACHHU B KOPOHAPHBIX apTCPHAX MOKET AJOCTUIaTbCA BBICOKAA
KOHIIEHTpalus OynuBakanHa, U TOKcudeckue 3(HPeKTs CO CTOPOHBI CEPICUHO-COCYAUCTON CUCTEMBI
MOTYT BO3HHKATh 0€3 MPEeIIECTBYIONUX CUMITOMOB co ctoponbl [IHC wnm npenmecTBoBaTh STUM
cumMnToMaM. B Takux cioydasx yrHeTeHHe MHOKapJa MOXET OBITh TMEpPBBIM CHMITOMOM
TOKCUYHOCTH.

Oco0oe BHIMaHHE HY)KHO 00paIiaTh Ha BHISIBICHHE PAaHHUX MPU3HAKOB CUCTEMHOM TOKCUYHOCTH Y
JIEeTEeH, TaK KaK y HUX OOIIUPHBIE OJI0KaAbl YAaCTO BHITIOHSIOTCSA Ha (poHE 001IIel aHeCTe3 U .
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Jleuenue

B ciyyae moHOTO CIMHAIBHOTO 0JIOKA CIIeAYeT 00ECIIeYNTh a/IeKBaTHYIO BEHTUJISINIO (00eCeunTh
MPOXOJMMOCTh JIBIXaTeNbHBIX ITyTeH, MoJady KUCIOpPOAa, IPHU HEOOXOIUMOCTH — HHTYOAIHIO U
MCKYCCTBEHHYIO BEHTHJILMIO Jerkux). llpm aprepuanbHO rumoTeH3uu/OpajuKapanu BBOJSAT
BAa30IIPECCOPBI, IPEAMIOYTHTEIHHO C MOJI0KUTEILHBIM HHOTPOITHBIM 3 (EKTOM.

[Ipy mosiBAEHMM CUMITOMOB OCTPOH CHCTEMHOM TOKCHUYHOCTH CJIEIYET HEMENJIEHHO IPEKPaTUTh
BBEJICHHE MECTHOI'O aHEeCTeTHKA. JleueHue NOKHO ObITh HAIIPABJICHO Ha MOJAEp KaHUE aJeKBaTHON
BEHTWISILIMM (C TIOJa4yel KUCI0pOoia) U FEMOJUHAMUKHU.

Bo Bcex ciydasix cucTeMHOM TOKCHUYHOCTU HeoOxonuMma okcurenotepamnus. [Ipu HeoOxoaumocTu
clieyeT UpuUOETHYTh K MHTYO0AMM M MCKYCCTBEHHON BEHTHISLUHM JIETKUX (BO3MOXKHO, C
runepBenTwisinueit). Ilpu cymoporax mnokazaHo BBeICHHE [WaszernaMa, Npu Opagukapauu —
aTpoNMHA.

IIpu pa3BUTHM COCYIUCTOrO IIOKA (apTepuajbHas TUIOTEH3Us, OpaguKapus) Tepanus BKIHOYAET
BHYTPUBEHHOE BBEJIEHME HH(DY3MOHHBIX PacTBOPOB, Ba30IPECCOPOB, MHOTPOIHBIX IpENapaToB
W/WIN SKUPOBBIX 3MyJbcHid. CrielyeT BHYTPUBEHHO BBOJUTHh MH(Y3MOHHbBIE PACTBOPBI, 100yTaMUH
U, eciam moTpedyercs, HopaapeHanuH (mepBoHadanbHO B go3e 0,05 MKI/Kr/muH, H, eciu
notpelyercsi, yBenuuuBaTh 103y Ha 0,05 MKI/Kr/mMuH Kaxxasle 10 MUHYT), pyKOBOACTBYSICh IaHHBIMU
MOHUTOPUHTAa TEMOJUHAMUYECKHX IIapaMeTpoB B 0oJiee TSDKENBIX CiIydasx. Takke MOXKHO
npuMeHuTh 3denpul. IIpm ocraHOBKE KpOBOOOpAILIEHHS MOIYT MOTpeOOBaThCsA AJIUTEIbHBIE
(HECKOJIPKO  4YacoB) peaHUMAlMOHHblE Meponpusatus. Bo Bcex ciydasx HeoOXoIuMo
KOPPEKTHPOBATh aI1J103.

CTHU

IIpu siedeHun OCTpON TOKCMYHOCTH Y JIeTeH cCile[yeT yuuThIBaTh MX BO3PACT U Maccy Tella MpHU
BBIOOpE 7103 MpEnaparos.

5. PAPMAKOJIOTMYECKHUE CBOHCTBA

5.1. ®apmakoaMHaMHuYecKHe CBOiicTBa

dapmakoTepaneBTUYECKas IPyIa: aHECTETUKU; MECTHBIC AHECTETUKU; aMUIBI.
Kox ATX: NO1BBO1.

MexaHu3M JeUCTBUS 1 d)aDMaKOHI/IHaMI/I‘-IeCKI/Ie B(bd)eKTBI

MecTHBIN aHECTETHK JUIMTEIILHOTO JEWCTBHUS aMHIHOTO THIA, B 4 pa3a CUJIbHEE JIHMJIOKAaWHA.
OO6patumo 6IOKUPYET MPOBEJCHIE UMITYJIbCa IO HEPBHOMY BOJIOKHY 3a CUET BIIHSHHSI Ha HATPUEBbHIE
kaHaybl. OKa3bIBa€T THUIOTCH3WBHOE [EUCTBHE, 3aMEUISIET YacTOTY CEpACUHBIX COKpPAICHUM.
[TocneoneparnmonHas aHanbre3us MoAepKUBaeTcs B TeueHue 7—14 4 npu mexxpedepHoit Omokane.
[Ipn OMHOKpAaTHOW HHUAYPATHPHOW WHBEKIIMUA JUIUTEIBHOCTh A(QeKTa Mpu HUCMOIH30BAHUN
KOHIIEHTPAIIMU 5 MI/MJI COCTaBIISIeT OT 2 10 5 4 u 10 12 4 — npu nepudeprueckoit 61okaae HepBa.

Hcnons3oBanne pacTBOPOB B KOHIGHTpamuu 2,5 MI/MJI  OKa3biBaeT MEHbIUNA 3PEGEeKT Ha
JIBUTATEJIbHbIE HEPBHI.

5.2. dapmakoKHHETHYECKHUE CBOIiCTBA

bynuBakann umeer nokaszarens pKa — 8,2, koo duuuent pazaenenus 346 (npu temneparype 25 °C
B cpezie H-okTaHou / pocdartusiii 6ydep pH 7,4).
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AOGcopOrus

BbynuBakanH MOJIHOCTBIO aOCcOpOMpyeTcs B KPOBb U3 3MUAYPAIBHOIO MPOCTPAHCTBA, abcopOuus
HOCHUT JBYX(a3HbIil XapakTep, NepHo/ MOITYyBbIBEEHU s ABYX (a3 COCTABISIET COOTBETCTBEHHO
7 MUHYT ¥ 6 yacoB. MeuieHHas SIMMUHANUs OynUBaKauHa ONMpPEesseTcsl HaTMIueM MeIJICHHOM
¢da3pl abcopOLMM AMUIYPATBHOIO MPOCTPAHCTBA, YTO OOBACHAET Oojee AIUTEIbHBIA IEepUO]
nonyBbiBeieHUs (T1/2) mocie 3MUAypaabHOrO BBEIEHHS MO CPAaBHEHHIO C BHYTPHUBEHHBIM (B/B)
BBEJICHHUEM.

IIna3menHas KOHICHTpalud GYHI/IBaKaI/IHa 3aBUCUT OT AO3UPOBKH IpCriapaTta, MCTOAAa BBCIACHHA
Impemnapara, BaCKyJisipu3aliu B obnactu BBCACHUSI.

Pacnopenenenne

OO6mwmit TUTa3MeHHBIN KIupeHc OynuBakanHa coctaBiser 0,58 in/MuH, 00beM pacrpeicieHus B
PaBHOBECHOM COCTOSIHUM 73 JI, KOHEYHBIM IEpUOJ IOIYBbIBEACHUS 2,7 yaca, MPOMEKYTOUHBIN
MoKa3areiab MeUYeHOYHOM 3kcTpakuuu okoio 0,38 mocine B/B BBeneHus. bymnuBakauH TIJIaBHBIM
00pa3oM CBS3BIBACTCA C 01 -KHUCIBIM TIIMKOIPOTEHHOM IUIa3Mbl (CBSI3BIBAHUE C OCJIKAMHM IJIa3Mbl —
96 %). Knmupenc 6ynuBakanHa MpakKTHYECKU MOJHOCTHIO 0OYCIIOBJIEH METab0IM3MOM TIpernapara B
MIEYCHH U OOJIBIIIE 3aBUCHUT OT aKTUBHOCTH (PEPMEHTHBIX CHCTEM IMEYCHH, YeM OT IepQy3uu MeUeHU.
MeTtabonutel 001a7a10T MeHbIIEH (HapMaKOIOTHYECKOM aKTUBHOCTBIO, YeM OYIUBaKaWH.

Buorpancdopmarus

bynuBakauH moaBepraercss MeTa0oIM3My B IEYEHH IJIABHBIM 00pa3oM IIyTeM apoOMaTUYECKOTO
TUAPOKCWIMPOBaHUS 10  4-rujpokcu-OynuBakanHa U N-geankunmupoBanus 1o 2,6-
nunekonokcunuauna (PPK).  O6e peakuuu mOpoucXoOsiT ¢  ydacTHeM  u30depMeHTa
uroxpoma CYP3A4.

OIMMUHALIMA

Oxkono 1 % OynuBakanHa 3KCKPETUPYETCS] ¢ MOYOM B HEM3MEHHOM BHJIE€ B T€UEHUE CYTOK IOCIE
BBeJIeHUs, U npubausurensHo S5 % B Buge PPK. Konuentpanus PPK u 4-ruapokcuynuBakanHa B
IUIa3Me BO BpeMs M IOCe MPOMJICHHOTO BBEIEHHUS OynmuBakaWHa HU3Kas 10 OTHOIICHHIO K
BBEJICHHOI! J103€ Mpernapara.

[Iponukaer yepes mianeHTy. CBs3b ¢ O€IKaMuU IU1a3Mbl B OpraHU3MeE I1J10/1a HIDKE, YEM B OpraHU3Me
MaTepH, KOHIEHTpalMs HECBS3aHHOM (pakuuu OynMBakauHa B OpraHuU3Me IUIoJa M MaTepu
OJIMHAKOBA.

CTH

VY nereii B Bo3pacte oT 1 roga no 7 get gpapMakoKHMHETHKa Mpenapara CXoJHa C MOoKa3aTelsiMU y
B3POCIIBIX.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeueHb BcnoMoraTebHbIX BelleCTB

Harpus xnopun
Junatpus snerar

XnopucToBogopoaHO# Kucnotel pactsop 0,1 M! mmm matpus ruapokcuma pactsop 0,1 M2 (mns
Kkoppekiuu pH)

Bonaa m1st nenexnmin

1XJIOpI/ICTOBOJ:[opoL[H017I kucioTel pactBop 0,1 M mosy4aroT U3 XJIOPUCTOBOAOPOJHON KHCIIOTHI
KOHIEHTPUPOBAHHOWN U BOJBI JIJI1 UHBEKIIHIA.
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6.2. HecoBMecTUMOCTH

B cBs3u ¢ OTCYTCTBHUEM I/ICCJ'IGI[OBaHI/Iﬁ COBMCCTHUMOCTH, I[aHHBIfI JICKapCTBeHHBIP'I nmpemnapar HE
CJICAYCT CMCIIMBATL C APYTUMHU JICKAPCTBCHHBIMU IIPLCIIapaTaMu.

6.3. Cpok rogHocTH (CpOK XpaHeHMusl)

S JIeT.

6.4. OcoOble Mepbl MPeI0CTOPOKHOCTH MPH XPAHEHUH
XpaHuTh npu Temnepatype He Boiie 25 °C. He 3aMmopaxuBarts.
6.5. XapakTep u coep:kaHue YIAKOBKHU

4 M1 B AMITYJIbI 6€CHB€THOFO crekna tam I ¢ OBCTHBIM KOJIBIIOM pas3jioMa W C HBGTHOﬁ TOYKOH U
Haceukod. Ha aMITyJIbl JOIIOJIHUTCIIBHO HAHOCAT OAHO, JBA WJIM TPpU HBCTHBIX KOJIbIAa WA 6e3
JOIIOJIHUTCIIBHBIX IBCTHBIX KOJICII.

Ha KaKAYH0 aMITyJly HAKJIICUBAIOT CAMOKJICAIIYIOCS STUKETKY.

S aMIyn NOMEHNIaloT B KOHTYPHYIO SYEHMKOBYIO YNAKOBKY W3 IUICHKH IOJUBHHWIXJIOPUIAHOW M
IUIEHKU OJMMEPHOH, WK 6€3 MIICHKH.

1 unu 2 KOHTYpHBIE SIYEHKOBbIE YIAKOBKHM BMECTE C MHCTPYKLUEH MO MPUMEHEHUIO MOMELIAOT B

MMa4YKy U3 KapTOHA.

6.6. OcoOble MepbI MPETOCTOPOKHOCTH MPU YTHIM3AIUH HCMOJIb30BAHHOIO JIEKAPCTBEHHOTO
npenapara MM OTXOAO0B, NMOJYYCHHBIX NOCJI¢ NMPHMEHEHHs JEeKAPCTBEHHOI0 INpenapara, u
Apyrue MAHMIYJISILMYU € IPenapaTom

Becp ocraBmmiics 1eKapCTBEHHBIN Mpenapar U OTXOJbl CIeIyeT YHUUYTOXUTh (YTHIM3UPOBATh) B
YCTaHOBJIEHHOM MOPSIKE.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

Poccutickas ®@edepayus

3A0 «Papm®Pupma «CoTeke»

141345, Mockogckast 001., T. Ceprues Ilocan, n. benukoso, 1. 11
Ten.: +7 (495) 956-29-30

DnexTpoHHas nouta: info@sotex.ru
7.1. IlpeacTaBuTeIb AEpKATEJIS] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperensun notpeduTesell HaMpPaBIATh MO aAPECY:

Poccuiickas ®@edepayus

3A0 «®DapmDupma «CoTeKc»

141345, MockoBckas o6u1., T. Ceprues [locan, n. benukoso, 1. 11
Ten.: +7 (495) 956-29-30

10



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 13.01.2026 N= 134
(NOCNEOCBATENEHOCTE 0002)

DnexrponHas moura: pharmacovigilance@sotex.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KATETOPUU OTITYCKa IO PELIENTY.

OOmiasi xapakTepuCTUKa JIeKapcTBEHHOro mpemnapara bnokkoC nocTymHa B €IMHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEeACTB EBpa3uiickoro 3KOHOMHYECKOTO COI03a U Ha

oduIaILHOM caiite YIOJIHOMOYEHHOI'O opraHa (3KCmIepTHOM OpraHU3aIINH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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