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HHCTPYKI U
(uurdopManHUs I NAINEHTOB)
10 MeJAMINHCKOMY NPHMEHEHHIO npenapara
Vasrpakann® JI-C (Ultracain® D-S)

Brumamensno npouumaiime 3mom AUCMOK-GKAAObIM neped HAYANOM NpUEMd NEKAPCMEERN020
npenapama. Coxpanaiime 3mom 1UcmoK-¢x1aosiut. Bam moacem NOHA00OUMbCA nepesumams €20
cnoea. Ecnu y Bac 603HuUKHym O00OROJIHUME/IbHbIE 80RPOCHI, npoxoncyaremupyiimeco ¢ Bawum
Neauum epaiom. Imom npenapam npedHasHaven 1Ko Bam, noymomy ne credyem nepeoaeams
€20 Opyzum auyam. mo Mmodcem HaHecmu 6ped UX 300p06bl0, 0GdCe eCau CUMHMOMbL UX
3a0071e6aAHUA CXONCU C meMu, Komopble Habiodaiomcea y Bac.

Toprosoe Ha3BaHue npenapara. Vsrpakaun® JI-C (Ultracain® D-S).

MexayHapoaHoe HemarenTosannoe masanme (INN): aprukann, KOMOHHALHH /
articaine, combinations.

Xumuyeckoe panuonajasnoe naspaunue: (R) —1- (3, 4-nurunpoxcupenun) -2-
(METHJIaMHHO) 3TaHOJ.

COTJACOBAHO
o MUHHNCTEPCTBOM S8APABOOXPAHEHUA
JIelcachBe}maﬂ cbopma: pacTBOp AJIst HHBEKIIUH. PECITYBIIHMKH BENAPYCH
IIpuxas Mnxnc;epmna BAPABOOXDAHEHHA

Cocras

B 1 M1 pacTtBOpa conepkHUTCS:
aKmueHble éeujecmeq; apTUKAHHA THAPOXIOpU - 40 Mr, SnHHE(DPUHA THIPOXIOPH -
0,006 mr;

écnomozamenvuble 6eujecmea: HATpUs AUCYIbGUT (Harpus merabucymsdur) (E 223)
— 0,5 mr, Hatpus xopua — | Mr, Boja 111 HHBEKIUH — 10 1 ML

Onucanue
[Ipo3paunbIit GecIBETHBIA pacTBOP.

dapmakoTepanesTuueckas rpynna: Cpeacrsa Ui MECTHOH aHecTe3un. AMUAJIBL.
Kox no knaccudukanmun ATX — NO1BBSS.

®apMakKoJIOrn4ecKoe AeHcrene

Dapmarxoounamuxa

Vnsrpakaun® J[-C — MECTHBIM aHECTETHK 1A HHOHUIBTPALMOHHON H IIPOBOXHUKOBOM
aHECTE3WM B CTOMATOJIOrMYecKod mpakthke. Oka3piBaeT ObICTpoe AeHCTBHE
(marentHBIA nepuon - ot 1 1o 3 muHyT). [IpOAOIKUTENLHOCTL AHECTE3UN COCTABIIACT
OKOJIO 45 MUH.

[Ipeanonaraercs, Y10 MeXaHU3M JEHCTBHS apTHKaHHA OCHOBAaH HAa MHIHOMPOBaHHH
POBOJMMOCTH HEPBHEIX BOJIOKOH 33 CYET OJOKagbl TOTEHIMAT03aBUCHMBIX Na’
KaHaJIOB KJIETOYHOU MeMOpaHsbl.

BeneacTBue HU3KOTO colepkaHHS SNUHEPpUHA B IIpenapaTe €ro BIMSAHHE Ha
CEpACYHO-COCYAUCTYIO CHUCTEMY BBIP@KEHO HE3HAYUTENBHO: IIOYTH HE OTMEYacTCs
NOBBIICHHS] ApPTEPHAIIBHOIO JABJIICHHS M  YBEJIMYEHUs YacTOTBl CEPACYHBIX
COKpAILIEHHIA.

Ilennatpuyeckue NanueHTh]

B Xole KIMHHYECKMX HCCIEeNOBaHMHM, BKmoyaBmux a0 210 mamueHToB, ObLIO
TIOKa3aHo, 4TO y JeTeil B Bo3pacre ot 3,5 mo 16 ner Ynsrpakaun® JI-C B 103ax 10 5
MI/KI  apTHKauHa B BHIIE (HUKHEYeJIIOCTHON) UHQUIBTPALUH W

PIL _27.01.2020_v3.0



HO PS5
1403 -2020

(BEpXHEUETIOCTHOH) HEpBHOW GroKambl OOECHEUHBAIOT  yCICIMHYIO  MCCTHYIO
aHecTe3nio. TIPOXOIDKUTENBHOCTD aHECTE3MH ObUIa CXO0XKa C NMPONOIDKATCILHOCTRIO
JUIS BCeX BO3PACTHBIX TPYIIT M 3aBHCENA OT BBEAEHHOTO 00BEMA.

DapmaxkoKkuHemuxa

Ces35IBaHHE C OeNKaMH IUIa3MBl apTHKauHa cocTaBigeT 95%. [locne MHBCKUMH B
IOJICTH3UCTYI0 O0OJNOYKY IOJIOCTH pTa MEepHOA MOJYBBIBENCHNS COCTAaBACT B
cpenHem 25,3 + 3,3 Mus. 10 % apTHKauHa MeTaOONH3NPYETCS B MIEUCHH, B OCHOBHOM
[UIa3MEHHBIMU M TKAHEBBIMH 3CTepa3aMu. APTHKAWH 3aTEM BBIBOJUTCS HEpe3 IOUKH,
TJIaBHBIM 06pa3oM, B BUJE apTUKAaMHOBON KHUCIIOTEI.

V nereit 06mAas SKCIIO3UIUS IOCIE MEIHOH HHQUIBTPALMH CXOXKa € IKCIIO3HLUEN y
B3POCJIbIX, HO MAaKCHMalbHas KOHIEHTPAINs B CBIBOPOTKE JIOCTHIaCTCs OsICTpEE.

COT'JIACOBAHO
Iloxazanusi MMHUCTEPCTBOM 3/IPABOOXPAHEHHS

WNHunpTpallioHHas ¥ MPOBOAHUKOBAsA aHECTE3UA B CTO aTOJIOPBENTYBIMKN BEJIAPYCH
- HEOCJIOKHCHHBIE YAAJIECHHSA OQHOTO UIIK HECKOJIb ‘3’5’6WQ:“T;WWBMMnooxpanennn
v HKY De,
- o6paboTka nosocreit 1 muTHGOBKa 3y60B 1epen 1 apyee

IpoTuBONOKa3aHHUA

IoBbiIeHHAs YyBCTBUTEIHHOCTH K apTUKauHy WIH K JIPYTUM
MECTHOQHECTE3UPYIOMM CPEICTBAM aMHUJIHOIO THIA, 32 HCKIIOYCHHCM CIIy4acs,
KOrga TpH THUIEPYyBCTBUTEIBHOCTH K MECTHOAHECTC3MPYIOUIUM  CPCICTBAM
AMHIHOIO THIA aUIEprUs K AapTHKauHy Oblla HCKIIOYeHa C  IIOMOIIBIO
COOTBETCTBYIOIIMX  MCCJIEOBAaHHMM, TMpPOBEJEHHBIX C  COONIIONCHHEM  BCEX
HEOOXOAMMBIX TIPaBMII U TPEOOBAHUIA.

IIOBBINIEHHAs YYBCTBUTENBHOCTH K ONHHEQpUHY, CyabduraM HIH K moboMy
IpyroMy KOMIIOHEHTY IIpernapara.

Tsokenple HapylmleHHs GYHKIHM CHHYCOBOTO Y3J1a WM TSKCIBIC HApylIICHMS
NPOBOAMMOCTH (Takue, KaK BLIpaXCHHas Opajukapius, aTpHOBCHTPHKYIApHAS
Onokana 2-3 CTENEeHH).

OcTpas HEKOMIIEHCHPOBaHHAs CEpJACYHas HENOCTaTOYHOCTh, PE3KO BBIPAKCHHAA
apTepuajibHas THIOTEH3U.

Tak kak B npemapare COXEPIKHTCS SMHHE(PHUH, OH MPOTHBOIOKA3AaH B CJICAYIONIIHMX
ciydasx:

- IpY MapPOKCH3MAIBHOH TaXUKapJAMH M APYTHX HApyIIEHHAX CEPACYHOro pHTMa, 4
TAaKXK€ IIPH 3aKPHITOYTOJIEHOH (popMe IIayKoMbl;

- IIPH TIpHEME HECEJEKTHUBHEIX 0€Ta-aJpeHo6I0KAaTOPOB, HANpPHMEp, aHANPUIMHA
(pMCK pa3BUTUS THIIEPTOHNYECKOTO KPH3a U TSKENOH Opaqukapiun);

- OOJBHBIE C TUIIEPTHPEO30M;

- GoBHBIE ¢ (HEOXPOMOLIMTOMON;

- 6onbHBIE, HelaBHO nepeneciiue (3 — 6 Mecs1eB) MHPApKT MUOKApHa;

- GonbHBIE, HEJaBHO mepeHecmine (3 Mecsma) ONMEpPaUyUIo IO aOPTOKOPOHAPHOMY
IIyHTHPOBAHUIO,

- GoJIbHEIE C TSDKENOM apTepUaTIbHOM MMIIEPTEH3HEN,

- IIPH aHECTE3MH KOHLEBBIX 3JIEMEHTOB KOHEYHOCTEH, TAaKUX KaK MaJbUbl PYK X HOT
(OmacHOCTH UILIEMUH);

- CONYTCTBYIOLIas Tepanmysd TPUIMKIHYECKAMH  AHTHICHPECCAHTaMH  WIH
pHru6uTopaMt MAO, MOCKONBKY 3TH AKTHBHBIC CYOCTaHLMM MOTYT YCHJIMBATDH
cepaeuHo-cocyaucTbie 3bdeKTs dnuHEdGpUHA. ITO MOXKET NPOUCXOIUTH BIUIOTH 110
14 nueit mocne okonuanus tepanuu MAO.
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Henb3s HCIONB30BAT y OOMBHBIX OpOHXHMAIBHOH acTMOH IpH HOBBIIICHHON

9yBCTBUTECABHOCTH K CyJ'II)(bI/ITaM.
HpOTI/IBOHOKa3aHO BHYTPHUBCHHOC BBCJICHHUC.

Cnocod npuMeHeHnsi i 03bl

[Ipy HEOCNOXHEHHOM YyJalleHHH 3yOoB BEpPXHEH YEITOCTH MpH OTCYTCTBHH
BOCTIANEHHAS. OGBIYHO BBOJAT B IONCIHM3HCTYIO B OONIACTH TEPEXOIHOHM CKIAJKH C
BeCTUOYIIAPHOH CTOPOHBI 1,7 MII Vierpakanna® JI-C (Ha Kaxmeid 3y0). B penxux
clydasx TpebyeTcs JONOIHMTEIbHOE BBEACHHE OT 1 Mt 10 1,7 Mt JUIsL JOCTHIKEHUS
oNHOH aHecTe3uu. OT GONE3HEHHOH HEOHOW WHBEKIUHM B OOJIBIIMHCTBE CIydach
MOYHO OTKa3aThCs. J[/IA aHecTe3WH NPH HEOHBIX paspe3ax M HaJOXKEHMH IBOB C
Ienplo CO3JaHMs HebHOro jeno Heobxomumo okono 0,1 M aHecTeTHka Ha
uHbeKIno. [IpH ylaJeHud HECKONBKUX PALOM PACTONOBCHHHA EXYBH FPOT oo 110
UHBEKIHHA 0OBIYHO y/1a€TCsA OrPaHUYHTh. MUHHCTEPCTBOM B/IPABOOXPAHEHUS
B ciyuae ynajleHds NPEMOJAPOB HIDKHEH dYemmio 'Hga gﬁﬁﬁm’ﬁﬁ?ﬂ"ﬁ\’%amﬂ
MOXHO 00o0HTHCH 6e3 MaHaUOYIApHOM aHeCTe3jH, Taxpﬁ;‘?ﬁ?ﬁm%mwmﬁ%
aHecTe3ns, obecneynBaeMas UHBEKIHUEH 1,7 MJI Ha 3Y0 PO —ReeRaseHd.
Ecnmu ke TakuM ITyTeM HE YIaJIoCh JOCTH4Yb JKEJACMOro sddekra, craeayer
BBIMTOJIHATG JOMOJHUTENBHYIO HHBEKIHIO 1-1,7 MJI aHECTETHKA B HMOACIM3UCTYIO B
001acTH TEPEXOHOM CKIaIKH HYDKHEH YEIIOCTH C BecTHOYJIApHO# cTopoHbl. Ecin
e W B 5TOM Cilydae He yIaIoch JOCTHYb MONHOH aHECTe3nH, HeO6X0UMO MPOBECTH
6J10Ka Iy HHKHEYEJIFOCTHOIO HEPBa.

Jlns TOATOTOBKH IIONOCTH 3y0a HIM TOATOTOBKHM 3yba MO KOPOHKY — 33
MCKTIOUCHHEM HIKHHX MOJSPOB — IMedHas uHbekmus ot 0,5 1o 1,7 mi
Vierpakauna® J-C  Ha 3y0, KOHKpeTHas JI03a 3aBHCHT OT HCIH  H
NPOJOIDKUTENBHOCTH JIEYEHHUS.

IIpy BHINOJHEHUH OJHOH J1e4eOHOM MPOLEAYPBI B3POCIBIM MOKHO BBOAUTE 10 7 mr
apTukamHa Ha 1 kr maccel Tena. OTMEYEHO, YTO MAIMEHThI XOPONIO NEPEHOCHIIH O3B!
10 500 Mr (cooTBETCTBYET 12,5 MII pacTBOpa I HHBEKLHI).

ITpu wcnonb3oBaHUK Viprpakanna® JI-C y jeTelt He0oOXOMMMO HCIOJIB30BATH IO
BO3MOJKHOCTH MEHBLIMH o00BeM mpemapara, O00ECIEYMBAIOUIMA  a/ICKBATHYIO
aHeCcTe3MIo; /1034 IpernapaTa NOAOUPAeTCA B 3aBUCHMOCTH OT BO3pacTa U MacChl Telia
pebenka, HO OHa He [JOJDKHA NPEBBINATh 7 MI apTHKauHa Ha 1 xr maccel Tena.
[Mpenapat He U3yJasncs y A€TeW MiIaJlle OJHOrO rozaa.

BO3MOKHO MOBBIIIEHHE IUIA3MEHHBIX YPOBHEH apTHKauHa y OOJNBHBIX MOXHJIOro
BO3PAacTa M y OOJNBHBIX C TSOKEIBIM HapyHIEHHEM (YHKIHH II0YCK M IICHUCHH. Jlns
TAKHX OOJIBHBIX OCOGEHHO BAXKHO HCIIONB30BATH MHHUMAJIBHEIC JI03bI, HEOOXOJIMMBIC
JUIS TOCTAaTOYHO ITyOOKON aHEeCTE3HH.

a

Vnprpakaun® JI-C nmpeaHasHadeH JUis BBEIEHUS B POTOBYIO TIOJNIOCTD.

Bo wu3bexaHHe BHYTPHCOCYIMCTOH HHBEKUMH IPUHIMIHAILHO —HEOOXOIMMO
IIPOBOJMTDH TECT Ha aCIHPAIHIo. ACIHPAUHMIO CIeNYeT NPOBOIUTH B IBE CTA/HH, T.C. C
MOBOpPOTOM HrIel Ha 90 rpaxycoB, a mysme — Ha 180 rpaxycos. N36cxkaTh
CIy4aiHOrO BHYTPHUCOCYIHCTOTO BBEJECHHUS U CONYTCTBYIOUIMX €MY 3HAYHTEIBLHBIX
CHCTEMHBIX peakIuii MOXHO 3a CYET TEXHHUKH BBEJCHUS — IMPOBECTH aCIHPALHIO,
3aTeM MemienHo Beectd 0,1 — 0,2 M mpenapata u 1o ucredeHuu ne menee 20 — 30
CeKYHJ MEUIEHHO BBECTH OCTABIIYIOCH 9acTh A03bl. HHNBEKUMOHHOC NaBJICHHE
IOJDKHO COOTBETCTBOBATH YYBCTBUTEIIBHOCTH TKAHH.
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VcoNMb30BaHKHE IMOAXOAAMIEro umpuna (wis HHQUIGTPAIOHHOH —aHECTE3HH:
Ounmrext® K wm FOuumxektS K Bapuo; i “BHYTPHCBA30YHOH aHECTE3UH:
YﬂbrpamxeKT®) o6eciieyrBaeT MAKCHMAIbHYIO 3alIUTy OT pa30uTHA CTEKIa H
rapaHTHPYET YCIELIHOCTh IPOLEeyphl. 3apeIlaeTcs HCIoab30BaTh TIOBPEKICHHBIC
KapTPHUIDKA. |

Yro6sl #30exaTh pucka MH(GUIUPOBaHHs (HalpuMep, Iepeaauyn BUpYCa refaTuTa),
HeOGXOMMMO CIEUTH 3a TeM, 4TOOB MpH 3a60pe PacTBOpa M3 KapTPHIKEH BCEria
HCIIOJIB30BATUCH HOBBIE CTEPUJIBHEIC ITPUIIBI M UTJIBL.

3anpelaeTcs MCIONB30BaTh IIPENapar B Ciydae MYTHOCTH HIIH M3MCHENHS LBCTA
pacTBopa.

IIpoTHBOIIOKAa3aHO BHYTPHUBECHHOC npuMeHeHue!
HeJp3sa npou3BONTE UHBEKIIHIO B BOCTIAJICHHYIO 00J1aCcTB!

COTJIACOBAHO

MHHHCTEPCTBOM 31PA
ITIoGounoe necTBUE IF’ECI'IVBJWIm:llI BE?&%’;EHEH""

ITpuxaa Muuucre

PCTBA Igpap
B cnyuae nosenenHusa cumnmomos, noOOGHbIX 0 ucannbmmﬁysﬁgwwgm Y
He3amednumebHo obpamumecsy K Bawemy nevauwiemy spauy!

Jins xraccuUKalMM 9acTOThl MOOOYHBIX MEMCTBHH HCIOJB3YIOTCS CIICAYIOMINE
KaTErOpHH:

Ouensp vacto (> 1/10)

Yacro (> 1/100, < 1/10)

Heuwacro (> 1/1 000, < 1/100)

Penxo (> 1/10 000, < 1/1 000)

Ouens peaxo (< 1/10 000)

YacToTa HeW3BeCTHA (YacTOTa He MOXET OBITh OLIEHCHA Ha OCHOBAHMH HMCIOIMXCA
JAHHBIX)

Co cTOpOHBI HMMYHHOH CHCTEMBI:

YacToTa  HEM3BECTHA:  ANIEPrHYECKHE  WIM  aUIepronmofoOHble  PEaKIHH
IHIIepYyBCTBHTENHOCTH. OHM MOTYT NPOSIBIATECA: B BUJIE OTEKA W/MIIH BOCTIA/ICHAS
B MECT€ HHBEKUHMM WM NpOSBICHHUS HE3aBHCHUMO OT MECTa BBEICHMS, BKJIIOYAs
THIIEPEMHH KOXKH, 3y[a, KOHBIOHKTHBHTA, PHHUTA, OTEYHOCTH JIHA (orex KBuHKE) C
OIlyXaHHEM BEpXHEH H/UIH HIKHEH TyObl, OTeKa roJIOCOBBIX CBA30K C 1yBCTBOM KOMa
B TOpJIe U 3aTPYAHEHHBIM [TIOTAHUEM, KPAIMBHHUIIBI, 3aTPy/HENNH JbIxanus. Bee oTn
IPOSIBIIEHHS MOTYT TIepepacTH B aHA(DUIAKTHIECKUH LIOK.

Co CTOPOHBI IICHTPATbHOW HEPBHOMN CHCTEMBL:

YacTo: mapecTe3us, FUIECTE3Hs; FONIOBHAA OOJIb MO-BUANMOMY BCIICACTBUC HAIHIHA
anUHEePPUHA B COCTaBE Ipernapara.

HedacTo: roioBOKpyKEHHE

YacToTa HEU3BECTHA!

- Jlo3zo3aBucuMoe (0COOCHHO IIpU CIIMIIKOM BBICOKHX J03aX HIIM HCHaMEPCHHOro
BHYTPHCOCYJMCTOrO BBEIEHMA), MOTYT HACTYyIHUTh HAPyUIEHHA JCATEIBHOCTH
LEHTPAIbHOM HEPBHOH CHCTEMBI: BO30YXKAEHHE, HEPBO3HOCTB, CTYIIOP (uHoTHA
BIJIOTh JO NOTEPHU CO3HAHMA), KOMA, HApYIICHUSA NBIXaHHA N0 YrpoXKaroeH st
HM3HM OCTAHOBKM, MBIIICYHBIH TpEeMOp H MOJEPruBaHUS MBI  BIUIOTH IO
reHepaIM30BaHHHBIX CY0POT; )

- IloBpexmeHue HEPBOB TEOPETHYECKH  BO3MOXKHO B ClIydac 1100010
CTOMATOJIOTMYECKOr0 BMEIIATENbCTBA, H3-32 HENPAaBUJILHOW TEXHUKH BBEICHUS HIIH
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BCJIEACTBHE AHATOMHYECKHX XapaKTCPUCTHK MeECTa BBCIACHHA. B atux cay4asax
BO3MOXXHO MOBPEXIEHHE JIMIEBOr0 HEPBA, KOTOPOE MOXET IPHBCCTH K pa3BUTHIO
mapanryya JIMLEBOrO HepBa. OTO MOXET IPHBECTH K CHIDKCHHIO BKYCOBOH
qyBCTBHTEIHHOCTH.

Co CTOpOHBI OPIraHOB 3PEHHUS:

YacToTa HEW3BECTHA: HapyIIEHHE 3peHUs (HEYETKOCTh 3PHTEIBHOrO BOCIPHUATHA,
JIBOEHHE B riIa3ax, MUJpHA3, CIENoTa), 0OBIYHO 0OpaTHMBIE, BOSHHUKAIOIICE BO BPCMsl
WIA Yepe3 KOPOTKOe BpeMs I0C/Ee HHBEKIMH MECTHOAHECTENPYIONIEro CpecTsa B
001aCTh rOJIOBEL.

Co CTOPOHBI CEPIEYHO-COCYAUCTON CHCTEMBL:

Heuacro: Taxukapaus

YacTOoTa HEH3BECTHA: CepjeYHas apuTMHs, MOBBIUICHWE apTEPHAbHOrO NAaBJICHUA,
TUIIOTEH3Hs], GPaIHKap/IUs, cepAedHast HeAOCTATOYHOCTh M IOK (BO3MOXHO OTaCHBIA
IUIS JKU3HH). I
Co CTOPOHBI XKENTYAOYHO-KUIIEYHOrQ TPAKTA:
YacTo: TOINHOTA, PBOTA.

O6ue HApYIIEHHs ¥ HeKelaTebHble Peakny B MeqIBpRRe Mptfirepersa axpanooxpanenis
YacToTa HEHM3BECTHA: CIydalHas BHYTPHCOCYINCTA FOnYRmeBoppBECTH K
MOSIBJIEHHMIO 30H MIIEMUH BIUIOTH IO HEKPO3a TKaHei B MecTe HHBEKIHH. (CM. PasiT)

“Oco0bie yKa3zaHuA").

COTTACOBAHO

MUHHUCTEPCTBOM BPABOOXP
AHEHHUS
PECITYBIIMKY BENAPYCE

IlepenozupoBka

Hemeonenno obpamumecs K 6pauy uiu ¢ omoeaenue CKOpoli ROMOWHU 6 ciyiae
nepeoo3upoeKu nexkapcmeal

a) CHMIITOMBI IEPENO3UPOBKHU

Crumymuposanue [[HC: OecrmokoiHOE COCTOAHHE, TPEBOKHOCTb, CIYTaHHOCTH
CO3HAHHS, YYALIEHHOE JbIXaHHe, TAXHKAPIWs, MOBBIIEHHE apTEPHAILHOrO JaBICHHA
C NOKPacHEHHEM JIMLA, TOIIHOTA, PBOTA, TPEMOP, CYTOPOXKHBIE JBHIKECHUS, TOHHKO-
KJIOHHYECKUE CYIOPOrH.

Vraerenue [IHC: ronoBokpyXeHHE, HapylIeHHE CilyXa, IOTEps petH, CTYyIop,
MOTEps CO3HAHMA, MBILICYHAs AaTOHMA, Ba3OMOTOPHBIA napain4 (cirabocrtn,
O71€IHOCTD), JUCITHOD, CMEPTh B PE3Y/IbTATE Mapajinya JbIXaHHs.

YTHeTeHHe CepIeIHOCOCYANCTON CHCTEMbl: GpaiiKapius, apuTMHs, QUOpHLIALHIS
XKETy0YKOB, NaJleHue apTepHUAIbHOrO JaBIEHHs, [[MaHO03, OCTAHOBKA CEpANA.

0) DKCTpeHHbIE MePhI M AHTHIOTHI

[Ipy MOABIEHWH TEPBBIX INPU3HAKOB MOOOYHOrO ACHCTBUSA WIIM HMHTOKCHKAIMH,
HAIPUMEP, TOIIHOTHI, JBHIATENBHOrO OECIIOKOWCTBA, ITOMYTHEHHS CO3HAHHA BO
BpeMs WHBEKLUH, €€ CIIeAyeT NpepBaTh, MAalHEHTa NEPCBECTH B IOPU3OHTAIBIOC
MOJI0KEHHWE, MPUAATh HHKHUM KOHEYHOCTSM BO3BBIIIEHHOE IOJIOXEHHE, OYHUCTUTH
JBIXaTeNbHEIE IIYTH, KOHTPOJHMPOBaTb INyIbC W  apTepHalbHOE  JIABJICHHC.
PekoMeHayeTcsl 00ECTIEYHTh BHYTPHBEHHBIH JIOCTYTI, JaXKe €CJIM CHMIITOMBI KaKyTCs
HE CIIMILIKOM BBIPA’KEHHBIMH.

[py HapylIeHUAX DBIXaHUs, B 3aBUCHUMOCTH OT TSKECTH HapyIICHHUS: pEKOMEHIYCTCA
HCIIONIb30BAHUE KUCIOPOJa, NMPH HEOOXOMMMOCTH — HWCKYCCTBEHHAA BEHTUIIAINASA
JIETKUX, a B OCOOBIX ClIydyasX — JHIOTpaxealbHas HHTyOauus ¥ KOHTPOJUpyeMas
BEHTUIIALIMA.

HGHTpaJII)Hble QHAJICIITHKU IIPOTUBOITIOKA3aHbI.
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[lomepruBaHMs  MBILL[ WIH  TCHEPAIM3MPOBAHHBIC ~ CYAOPOTH  CHHMAIOTCA
BHYTPHBEHHOW HHBEKIMEH MPOTHBOCYHAOPOXKHEIX CPE/CTB (HanpuMep, AUAa3enam).
PeKkoMeHIyeTcs BBOAUTH 3TH TNpENapaTsl MeUICHHO, HOJ IOCTOSHHBIM KOHTPOJICM
npousBoguMoro 3¢dexra (PUCK TreMOIUHAMHUYCCKHX PacCTPOUCTB M YTHCTCHHUA
JBIXaHHA), C OJHOBPEMEHHOH MOJ@4ell KHCIOpoa  KOHTPONCM YHKIHH CHCTEMBI
KpOBOOOpaIeHus.

[lajgeHne apTepUalbHOrO NABICHHS WM OpamgukapAus 4acTo YCTPaHAIOTCA IIpH
NepeBOfic MAlMEHTa B TOPH30HTAILHOEC MOJOXKEHME C NPHAAHHEM HIKHHM
KOHEYHOCTSIM BO3BBILIEHHOIO IIOJIOKEHHS.

IIpy THKENBIX HAPYNICHHSAX KPOBOOOpAlICHHs M INOKE JIOOOro reHe3a BBEACHHE
nperapaTa JOJDKHO OBITH TNPEKpAIICHO, H TALMEHT MOKEH OBITh TNEpEeBe/eH B
FOpH30HTAIBFHOE HOJIOKEHHE C NPHUAAHHEM HIKHUM KOHEYHOCTAM BO3BBIICHHOIO
nonoxkenns. JIOJDKHa ~OPOBOJUTHCA — IOfa4a  KHCIOpoJa M oOccriedeHue
MPOXOJMMOCTH JBIXATENbHBIX MyTeii, BHYTPHBEHHOE BIMBAHHUE JKHAKOCTH (PacTBOPSI
3NEKTPOJIHTOB), ITIOKOKOPTUKOCTEPOUI0B (Hanpumep, 250 — 1000 mr npezmmonorra
WIN 9KBHBAJICHTHOE KOJINYECTBO €ero PO O TR O B AT TP

METHINPEAHU30I0HA).,  JIOMOJHUTENBHO  MOXHO Mmaﬁmvmmaﬁm%ﬂg
aEOyYMUH. PECIIVBJIMKY BEJIAPYCh

h§
[Ipu yrpoxarmmieM HapyIIeHHH KpOBOOOpaIleHHs ) %Wm‘ﬂﬂ
ClIelyeT HEMEIIEHHO BBeCTH dSnuHebpHH (axpel 2RO

pasBezieHns 1 M koMMepueckoro pactsopa snuaedpuna 1:1000 xo 10 w1 (mubo mpu
HCIIONB30BAHUH pacTBopa amuHedpuna 1: 10 000) 0,25 — 1 M pactsopa (= 0,025 —
0,1 Mr snMHedpHUHA) MEUIEHHO BBOAAT IIPH NOCTOSHHOM KOHTPOJIE YaCTOTBI IyJIbCa 1
apTepPUAIBHOIO JIaBIIeHUs (BHUMAHUE: CePACYHBIE ADHTMHH).

OZXHOKpATHas 1033 BHYTPHBEHHOH MHBEKLMH SNMHHEe(QPHHA HE JODKHA NPEeBbILATh |
mi (0,1 Mr snuHe(pUHA), B JAIbHEHNIEM IPH HEOOXOMUMOCTH IMHHEPPUH MOKHO
BBOIWTH KaleJBGHO (CKOPOCTh BIMBAHUSA YEPE3 KalleNbHUIY pPETyIupyeTcs B
3aBHCHMOCTH OT YaCTOTHI ITyJIbCA ¥ JaBJICHUS KPOBH).

Tsxensle GOPMBI TAXUKAPANH ¥ TAXUAPHTMUH MOTYT OBITh YCTPAHCHBI IPUMCHEHHEM
aHTHAPUTMHYECKHX IIPENapaToB, OJHAKO HE CIEIAYCT MCIOJIL30BAaTh HECEICKTUBHBIC
6era-agpenobnokarops! (cM. pasgen “TIpormBonokasanus™). [lonava xuciopona u
KOHTPOJIb 3a KpoBOOOpaILeHieM He0OX0IUMEI B JII000M Clry4dac.

IIpH HOBBINIEHHH aPTEPHATBHOTO NaBIEHHs Y GONBHBIX, CTPAJAlONIMX apTepHaIbHOH
TMIIEpTOHHME, CIIEdyeT, B ciiydae HeoOXOAMMOCTH, IIPHUMEHATH NEpHpepHyecKue
Ba30/IMJIATATOPHL.

CremyeT IOMHHUTH, YTO y INAaI[HEHTOB, NMOMYYalOMIUX aHTHKOAryJIsSHTHYIO TCPAIHIO
(HanmpEMep, TeNapHHOM HWIH AUNEeTHICATHIHIOBOH KHCIOTOH), CIIy4aifHBIA MPOKOI
coCyla B XOJI€ MECTHOH aHECTE3HH MOXKET NPHBECTH K CEPLE3HOMY KPOBOTCUCHHIO, 1
YTO Y JAHHBIX NAIIUEHTOB B I1€J0M NOBBIIIEHA TEHIEHIMA K KPOBOTCUEHHAM.

Ocolble ykasanus

U3-3a coiepKaHUs HATpUA IUCYIb(QUTA B OTHEIBHBIX Cly4asx y OOJBHBIX
OpPOHXHAIBHON aCTMON MOTYT IOSBUTHCSA PEAKIMH IIOBBIIIEHHON YYBCTBHUTEIBHOCTH,
IPOSIBJISIOIIUECS B BHJIEC PBOTHI, IIOHOCA, YYANIEHHOrO ABIXaHHs, OCTPOro MPHCTYMa
aCTMBI, HApYIIEHN I CO3HAHUS WK 110KA.

[TanuenTaMm ¢ IeHUIMTOM XOIHMHICTEPA3b Visrpakaur® JI-C 1o/pKeH Ha3HAYaThCs
TOJILKO B Ciiydae 0c000H HEOOXOAMMOCTH, MMOCKONBKY IEHCTBHE NPENapaToB, CKOpee
BCEro, OyeT POJIOHTHPOBATECA U MOXKET OKA3aThCA CIIMIIKOM CHIILHBIM.
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Viprpakaun® J-C Henb3sd Ha3HayaTh OONBHBIM C alyiepruedl WM TOBBINICHHOM
YyBCTBUTENHHOCTBIO K CYNbQHTaM, a TakKe OONBHBIM € TSOKENON OpOHXHANBHOM
actmMoil. V  Takux OonpHbBIX Yierpakamn® J-C  MOXeT BbI3BaTh  OCTPBIC
aJIeprHyecKye Peakiuy ¢ CHMIITOMaMH aHa(HIIaKCHH, TAKHMH Kak OpOHXOCHa3M.
Visrpakaun® JI-C crefyeT npuMeHATh ¢ 0CO00H OCTOPOKHOCTBIO IPH:

- HApYIIEHUAX CBEPTHIBAHUA KPOBH;

- TSDKEJION MOYEeYHOU YITH TIEYCHOYHOH HEIOCTaTOYHOCTH;

- COIYTCTBYIOLIEM JIEYCHHH TaJOr€HMPOBAHHBIMH HHTaIIIMOHHBIMI aHCCTECTUKAMU
(cM. paszen “B3auMojecTBUE C APYTHMH JICKAPCTBECHHBIMH cpencTBamMu’);

- smencuu (cM. paszaen “IloGouHoe neicTBUE”).

Visrpakaur J[-C HOIDKEH MPUMEHATHCSA C OCTOPOXKHOCTLIO IIPH:

- CEpHEYHO-COCYHUCTHIX 3a0oneBaHuAX (HampuMep, cepacubas HEIO0CTATOYHOCTD,
uiemMuyeckas OoJie3Hb cepaua, CTEHOKapIus, apKC ON'YPKAOTFB R
HapyLICHUS pUTMa CepAla, anepTOHHﬂ), MHUHHCTEPCTBOM 3PABOOXPAHEHHS
-aTepOCKIICPO3E, npﬂﬂ::{i?{:fi““:iiﬁ:‘:l:b

- HApYLIEHHAX MO3TOBOr0 KpOBOOOpAIICHHS, HHCY/TE B e Benapycs paRenia
- XpOHHYIECKOM OpOHXUTE, IMPU3EME,

- caxapHoM juabere,

-TSDKEJIBIX TPEBOXKHBIX PAaCCTPONCTBAX.

=

He pexkomeHayeTcss BBEIEHHE Mpernapara B BOCHAJICHHYIO (MH(ULUPOBAHHYIO)
o6nacts (yBEIHYEHNE HAKOTUIEHHS NPENapaTa ¢ IOHMKEHHEM dQQEKTUBHOCTH).
I[lepen HCIONB30BaHHEM IIperapaTa HEoOXOAMMO BBLICHMTH aHAMHE3 NAlMEHTA U
HHPOPMALMIO O COIYTCTBYIOIIMX TepamusaxX, ¢ MalHeHTOM CIIEHYeT NOIICPKHUBATh
BepGAIbHBIA KOHTAKT M CIENaTh MPOoOHYI0 HHBEKLHIO C HCIIONB30BaHUEM 5 % WIH
10 % oT OOBIYHOM JIO3BI HA CITy4al pHUCKa aJlIeprui.

Jlnis1 IpeoTBpallieH|st HeOIaronpusaTHBIX 3Q(EKTOB CIEAYET YIUTHIBATDL CJICAYIOUHC
aCMEKTHI:

- ICIOJIB30BaTh Kak MOXKHO MEHBIIYIO J103Y;

- mepexl WHBEKUMEH CIeayeT NPOBECTH AaclHUpanuio B JBC CTalUH (s
TIPEOTBPALEH s CIyIaiHON BHYTPHCOCYIHCTOH HHBEKIIHH).

[IprHEMATH THITY MOXHO JIMIIB 110 BO3BPALICHUH YYBCTBHUTEILHOCTH.

Vaprpakaun® J[-C comepuT HaTpuif, HO B KOJIM4ECTBE MeHee 1 MMOIb (23 ™mr)
HATpHs Ha MIL.

[eanarpuyeckye NANUEHTHI

ONeKyHOB MaNeHBKMX JeTell ciefyeT NPOHH(GOPMHPOBATh O PHCKE CiIyqaiHOro
NOBPEXAEHUS MATKMX TKaHEH OT CaMOYKYCOB BCIEJICTBHUC IPOJOIIKHMTENBHOTO
OHEMEHHUA MATKUX TKaHEH.

ObazamenvHo ungopmupylime Bawezo newawiezo spaua 060 ecex nekapcmeax,
Komopsie Bol npunumaeme, dasice eciu 3mo nPOUCX00Um OM CAYHAA K CYHal0.

B3auMopneiicTBHe ¢ JPYrHMHM JIEKApCTBEHHBIMU CPEACTBAMY

KOMOHHALMH Pa3lIMYHBIX MECTHBIX aHECTETHKOB OONANAIOT aJIMUTHUBHBIM AEHCTBHEM
Ha cepaeuHococyauctyio cucremy u [THC.

JleiicTBHEe Ba30KOHCTPHKTOPOB, HOBBHILAIOMMX apTepUaNbHOE JNABJIEHHC, THIIA
aJ[PEHOMHMETHKOB, TaKHX, HaNpuMep, Kak OIUHEe(QPHH, MOXKET yCHIHBATHCA

PIL_27.01.2020 v3.0



HO PE
1403 -2029

TPULMKJIMYECKMMA AHTHAENPECCAaHTaMH MM HHrUOHTOpaMH MAQO, nostomy HX
OIHOBPEMEHHEI IpHeM NPOTUBOINIOKA3aH (CM. paszen “IIpoTUBOIIOKa3aHUA ).
SOnuHeppPUH MOXKET MHTHOUPOBATH BHICBOOOMKIEHHE HHCYIHHA H3 TI0JIKETTY JOYHON
XeJe3bl U YMEHBIATE 3G (EKTH THIIONUKEMHYECKUX CPEICTB.

HekoTopsle MHTAISIHAOHHBIC aHECTETHYECKHE CPEICTBA, TaKHE KaK rajloTaH, MOryT
IOBBICUTh  YYBCTBHTENBHOCTH MMOKapAa K JEHCTBUIO KaTEXOJaMHHOB W,
CJIe0BaTENbHO, MOTYT CIIOCOOCTBOBATH Ppa3BUTHIO APUTMHH IOCIE HMHBEKLHH
npenapara anTpaKaHH® H-C.

CnexyeT MOMHHTH, YTO y MAIIMEHTOB, MOIYYAIOIIMX AHTHKOArYJISHTHYIO TCPAIHio
(HampuMep, TeMapHHOM WIH AUETHICATHIUIOBOM KMCIOTOH), Cly4aiHbId MPOKON
coCyZia B XO€ MECTHOH aHECTE3UH MOXKET NPHUBEC, BOTCUEHUIO, U
9TO y JaHHBIX NalMeHToB B nesom nopsimena TerfennnPOEpBbeABAIO
IMpoTuBonoOKa3zaHa KOMOWHAIMs C HECEJIEKTH gﬁ%?ﬁaﬁﬁw u,
HalpuMep, aHaIllpHJIMHA M3-32 PUCKA Pa3BUTHA I AR EYE b AR M eSS
Opaaukapaud. Pecny6nuxn Bexapycs

=<

IIpuMeHeHHe BO BpeMsi 0epeMeHHOCTH H B MEPHO JAKTANHH

ONBIT DNpPUMEHEHHS apTHUKAauHAa Yy OEpEMEHHBIX JKCHINHH OTCYTCTBYET, 32
HCKIIIOYEHHEM TPHMEHEHHs IIperapara BO BpeMs poAoB. BB HccieroBaHUsAX Ha
YKABOTHBIX He OBUIO BBIABIECHO NPAMBIX HJIM KOCBEHHBIX HEOIAaronpHaTHLIX 3(Q(EKToR
Ha OepeMEHHOCTh, IMOPHOHANBHOE / (peTabHOE pa3sBUTHUE, POIBI U IOCTHATAIBHOC
pa3BuTHE. BBUIO MOKa3aHOo, YTO 3MUHEGPHH 00JaJaeT TOKCHYHOCTHIO B OTHOIICHUH
PENPOIYKTUBHOW (DYHKIHMH Y >KUBOTHBIX B JI03aX, MPEBLIIAIOIINX MaKCUMaIbHYIO
PEKOMEHIOBAHHYIO N03y. DMHHEPPHH U apTUKaWH NPOHHUKAIOT Yepe3 IIalleHTapHbIA
Oapbep, OJTHAKO apTUKAMH 00JIaaeT HaMMEHbIIEH MPOHUIAEMOCTBIO 110 CPABHEHHUIO C
OPYTHMH MECTHBIMH aHecTeTHKaMHu. CBIBOpPOTOYHAs KOHUEHTpauMs apTHKanHa,
U3MEpeHHas Y HOBOPOXKACHHEBIX, cocTaBsina okoyo 30 % OT KOHICHTpAaLHUH Y
matepu. [Ipu cTy4aifHOM BHYTPUCOCYIHCTOM BBEICHUH Y MaTEPH SITHHEPPUH MOXKET
CHIDKATh KPOBOCHA0XXEHHE MATKH.

BBHAY HEIOCTATOYHOCTH KIIMHHYECKUX JaHHBIX, PEIIEHHE O HA3HAUEHHUH Ipernapara
BpPadoM MOXKXET OBITh MPHHITO TOJIFKO IOCJIE TINATEILHOTO H3Y4€HHS COOTHOUICHHS
[10JIb3a-PHUCK.

B CcBA3M ¢ OYeHb OBICTPHIM NAJCHHEM YPOBHS apTHKaWHAa M OBICTPLIM BLIBCICHHECM
€ro U3 OpraHu3Ma OH MOCTYIaeT B MaTEPHHCKOE MOJIOKO B KIMHMYECKH HE3HAYUMBIX
KOJIMYECTBAX. ONHHE(QPUH NPOHHKAET B TPYAHOE MOJOKO, OIHAKO 0Omanaer
KOPOTKHM IIEPHOJIOM IOJyBBIBEEHHS. [103TOMY NpephIBaTh KOPMIENHE IPYIBIO [IPH
HENPOJOJDKUTEIBHOM IIPHEME YJIBTpaKaI/IHa® I-C ne Tpebyercs.

B uccrenoBaHusAX ¢ y4acTHEM XKHBOTHBIX apTukamHa 40 mr/mi + smunedpun 0,01
MI/Mii He OBUIO IOKa3aHO BIMSAHHE Ha QepTunbHOCTh. OKHAaeTcs, YTO B
TEpaneBTHYECKUX J03ax 10004YHOe JeicTBHe Ha (GEpTUIBHOCTL YEJOBEKA
NpOSIBIIATECA HE OyIeT.

BisinMe Ha cOCOOHOCTHL YNPABJIATH TPAHCIOPTHLIM CPEACTBOM MJIM APYrHMH
MeXaHM3MaMHu

Iocne BBenenns Ynprpaxkanua® JI-C penieHre o BO3MOKHOCTH MAIHEHTA BEPHYTHCS
K BOXJIEHHIO aBTOTPAHCIIOPTAa MOCJE CTOMATOJIOTMYECKOr0 BMELIATENBCTBA, TOJDKEH
NPUHUMATH Bpad. UyBCTBO TPEBOIM M CTPECC, CBA3AHHBIA C OIEpalncHd, MOryT
HOBJIUATh Ha 3(GEKTUBHOCTD NpENapara; XOTs MECTHas aHeCTE3Hsl VibrpakanHoM®
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I[-C, KaK ITOKa3aJIn HUCIBITaAHHs, HEC BLIZLIBACT KaKOTo-Tu00 3aMETHOr0 OTKJIOHEHHUS
OT OOBIYHOH CITOCOOHOCTH K Y4aCTHIO B JOPOXXHOM ABHXXCHHU.

®opMbI BBINIYCKA:
B ymakoske 100 kapTpumxeit o 1,7 Mt pacTBopa U1 HHBEKIMIA.

Cpok xpaHeHnus
Kaprpumxu — 30 Mecsiues. COTJIACOBAHO
OcTaToK BO BCKPBITOM KapTPHIDKE TOJDKEH ObITHMAMACTERORBEMBIPABOOX PAHEHUS

Io ncrevennn cpoxa romHOCTH mpenapar NpUMEHATE RENRSHMKN BEJAPYCH
Hpukaa Musnncrepcras 32paBOOXpaHeHMA
Pecnybamnyu Benapycs

YcnoBus xpanenus
IIpu Temneparype He Boie 25°C B 3aIHIIEHHOM OT CBETA MECTE.

Xpamnb npenapar B HEAOCTYITHOM JIJIsl aereit mecre!

YcaoBus 0TIyCKA U3 aNTeK
Ornyckaercs o peuenry. Cnucok b.

IIpousBoaurenn:

Cano¢pu-Asenruc Joiunang I'm6X, lepmanns
Unpycrpunapk Xexcr,

65926, ®pankdypr-Ha-Maiine, ['epmanus

HpeTenxml o Ka4vYeCTBY JIEKAPCTBEHHOI0 npenapara w coodienusi o
HEXKEJIATEIbHBIX PEAKINAX HANPABIATSD:

HpencrasurensctBo AO «Sanofi-Aventis Groupe» ®panysckas Pecniybnuka

B Pecriy6nuke Benmapycs (Bemapycs): 220004 Munck, yn. Jumurposa 5, oduc 40,
Ten. (375 17) 203 33 11, Pharmacovigilance-BY @sanofi.com

B Pecniybimke V36ekucran (YsGekucran, Typkmenncran, Tamxuxncran): 100015
Tawkent, yn. Olibeka, 24, oducHsiit 6ok 3JI, Tem.: (998 71) 281 46 28/29, daxc.:
(998 71) 28144 81, Uzbekistan. Pharmacovigilance@sanofi.com

B Pecniybnuxe I'pysus (I'pysus u Apmenus): 0103 TGuiucy, yin. Merexu, 22, Ten.:
(995 59) 533 13 36

B Pecriybmuke Kaszaxcran (Ksipromseran): A15T6K6, r. Ammarsl, IIPOCIIEKT
Hypcynran HasapGaes, 187 «b», Busnec ueHtp «STAR» 3it ar., ten.: +7(727)
2445096/97, daxkc.: +7(727) 2582596;

TI0 BOIIpOCaM K Ka4eCTBY npemnapara e-mail: quality.info@sanofi.com;

1o BonpocaM (papmakonan3opa e-mail: Kazakhstan.Pharmacovigilance@sanofi.com
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