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OBILIASA XAPAKTEPUCTHUKA JIEK

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
PonmBakann Kabu, 2 mr/mi, pacTBOp U1t HHBEKIHUH.

PonmBakann Kabwu, 5 Mr/mi, pacTBOp U1t HHBEKIHA.

Ponuakann Kabwu, 7,5 Mr/mu, pacTBOp JUIsi HHBEKIIUH.

PormmBakann Kabwu, 10 Mr/mut, pacTBOp U1 MHBEKIUH.

2. KAYECTBEHHBINA 1 KOJITMYECTBEHHBII COCTAB
JlefcTByOIIEE BEIIECTBO: PONIMBAKANH.

Ponusakaun Kabu, 2 Mr/mi1, pacTBOp Ui UHBEKLIUU

1 M7 pacTBOpa AJIst MHBEKIUI COAEPKUT 2 MI' pONMBaKavHa (B BUJE pONMBaKanHa T'UAPOXIOpUIA).

PormmBakanu Kadu, 5 Mr/mi1, pacTtBop Uil MHBEKIIHH

1 mu1 pacTBOpa SISt MHBEKITUN COACPKUT S5 MT polMBaKanHa (B BHJIC POTTMBAKaHA THIPOXIOPUIA).

PormmmBakanu Kaou, 7,5 Mr/mi1, pacTBoOp JUTSI HHBEKIIUH

1 mut pacTBOpa 11 HHBEKITHIA COAEPIKUT 7,5 Mr pornBakanHa (B BH/IE POITMBaKanHa THAPOXJIOPU/IA).

Ponusakann Kadu, 10 Mr/mi, pacTBOD Uil UHBEKIIMMI

1 mut pacTBOpa TSt UHBEKIUH copepkuT 10 Mr pormuBakanHa (B BUJIe pONMBaKanHa THAPOXIIOPHU/IA).
BcromorarenbHbIe BelecTBa, HAIWYHE KOTOPBIX HAIO YYHTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpuit (cM. pazaen 4.4).

[TonHbIi TepeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MIPUBEIICH B pazjeie 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTtBOp 1151 MHBEKIUHA.

[Ipo3paunblii OECIIBETHBIN PacTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHEHH IO

B koHneHTpanun 2 MI/MII npenapart PonuBakanH Kabu OPUMCHAIOT 110 CJICAVYIOIMKWM ITOKA3aHUAM !

KynupoBanue octporo 00jeBOro CHHIpoOMa y B3poCibIX U Aerell crapue 12 net:
— TpoJUIeHHas AMUIypajibHasi HHPY3Us WU NEepUoINUecKoe O0JIIOCHOE BBEACHUE, HAIPUMED,
JUIsL yCTpaHEHHs! TOCICONepaluOHHON 60K MK 06€300IMBaHUS POIOB;
— O5oKazia OTAENbHBIX HEPBOB U MH(DUIBTPALIMOHHAS AHECTE3HUS;
— npoJuleHHas O6iokaja nepudepuyecKux HEpBOB MyTeM MHQY3UU MM OOJTIOCHBIX MHBEKIHUI

(pu mocneonepauoHHON 601mM).
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— OJHOKpaTHas " MpOJICHHAs OJIoKaia mepruQepruuIecKux HEPBOB.
Y HOBOPOXJEHHBIX U AeTeH /10 12—1eTHero Bo3pacTa (BKIOUYUTEIBHO):

— KayJaibHas snuaypaibHas 0JI0Kana;

— TpOJUICHHAs SIUAypaTbHas HHPY3HSL.

B xonuenTpaumu 5 mr/mu npenapar Pornusakanud Kabu npuMeHSIOT O CIEAVIOLIMM MOKA3AHUIM:

AHecTe3us pHU XUPYPTrUYeCKUX BMEIIATEIbCTBAX Y B3POCIBIX | AeTel crapme 12 ner:
— HHTpaTeKaibHas OJoKaja.

KynupoBanue octporo 607eBOro CHHAPOMA B TIETUATPUH:
— Onokaia nepudepruIecKux HepBOB y Aeteid oT 1 roma 10 12 et BKIFOYHUTETHHO.

B xoumeurpammu 7.5 mr/min u 10 mr/mi npenapar PonmBakanu KaOu OpUMEHSIIOT V B3POCHBIX H

nerer crapite 12 JIeT mo CIEaVIOMINM IMOKA3aHUSIM:

AHecTe3us IpU XUPYPrU4eCKUX BMEIIATENbCTBAX:
— snuaypanbHas 0J0Kala IpU XUPYpPrudecKuX BMENIaTeIbCTBAX, BKIIIOUasi KECapeBO CEUCHHUE;
— 0Onokazia KpyNnHBIX HEPBOB M HEPBHBIX CIUIETEHUN;
- 6J'IOKa)Ia OTACIIbHBIX HCPBOB U I/IH(l)I/IJ'II)TpaHI/IOHHaSI AHCECTEC3UA.
BHyTpuCycTaBHass MHBEKIUS IPU apTPOCKOITUU KOJICHHOTO CyCTaBa.
4.2. PexxuM 103MPOBAHUSA M CTIOCO0 MPUMEHEHUs
PonmBakanH MOKEH HKCIONB30BATHCS TOJIBKO CHEIMAIMCTAMHU, UMEIONIUMH JTOCTATOYHBIN OITBIT
MPOBEACHUSI MECTHOW aHECTE3WH, WU TOJ WX HAOIIOJCHUEM, NMPH HAJIHMYUH OOOpYIOBaHHS W
JICKApCTBEHHBIX TpENapaToB Ui MPOBEICHHUS PEaHUMAIMOHHBIX Mepornpustui. Jlo Hauana
BBITIOJTHEHUS OOJIBIINX OJIOKAJI JOJDKHBI OBITh YCTaHOBIICHBI BHYTPUBEHHBIC KATCTEPBI.

PexxuMm fgo3upoBaHust

B nenom st aHecTe3uu Mpu XUPYPruvuecKUX BMENIATEIbLCTBAX TPEOYIOTCS Oosiee BHICOKHE 03Bl U
0oJiee KOHIICHTPUPOBAHHBIE PACTBOPHI IIpenapara, 4eM MPU HUCIOJIb30BAHUH aHECTETHKA C IENIbI0
00e300uBanus. [Ipu HCIIONB30BaHUM aHECTETHKA C 1EIbI0 00300 TMBaHKS OOBIYHO PEKOMEHI0BaHA
no3a 2 mr/mi. [{nsi BHyTpUCYCTaBHOTO BBEACHMSI PEKOMEHJ0BaHa J103a /7,5 mMr/mu. PonuBakanH B
no3ze 10 mMr/mi pekoMeHayeTcs AJisi SMUIYpPaTbHON aHECTe3WH, KOrJa IOJIHAs MOTOpHas Olokaaa
SBJIETCSA HEOOXOAUMOM JUTsl TpoBeeH s oneparuii. [1o3bl, ykazanHble B Tabnaumax 1 u 2, cauTaroTcst
JOCTATOYHBIMHM JJISl JTOCTHIKEHHS] HAAEKHOM ONOKaabl U SBJISIOTCS OPUEHTUPOBOYHBIMHU MPH
WCIONB30BAHUM TpEerapaTta y B3pOCHbIX M JAeTed crapme 12 jer, Tak Kak CyHIeCTBYET
WHIUBUAyaTbHAsl BApHAOETbHOCTh CKOPOCTH PA3BUTHSI OJIOKABI U €€ AITUTEIHHOCTH.

Jannbie Tabmuir 1 u 2 SBASIOTCS OPUEHTUPOBOYHBIM PYKOBOJICTBOM 10 I03UPOBAHUIO Mpenapara Jyis
MpOBEJIeHUs] Hamboyiee 4acTo HMCHoNb3yeMbix Onokan. Ilpw momabope mo3bl mpemaparta clieayer

OCHOBBIBATBHCA Ha KIIMHUYCCKOM OIIBITEC C YHECTOM (I)I/I3I/I‘-IGCKOFO COCTOsAHHA ITallMCHTA.
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Tabnuma 1. Pexomennanuu mo 103UpOBaHUIO TIperiapara Ponﬁgg;ghlﬁfgé%ﬁ' “ﬁ]iggmg&&:'{/fj&%

ctapiie 12 net B KOHIEHTpausx 2 Mr/mi, 7,5 mr/mia u 10 Mr/mu

Kounnentparu O0Bem [o3za (mr) Havano | [dnurensHOCT
s IIpernapara pactBopa (M) JIeHCTBU b JCUCTBUSA
(mr/m) g (MHH) (1)

AHecTe3us IPU XHPYPIrui4€CKUX BMEeHIATEJIbCTBAX:
3nu0ypaﬂbua}1 anecme3usn Ha NOACHUYHOM ypoeBHe:

Xupyprieckue 75 15-25 113-188 | 10-20 35
BMetateapersa 10,0 15-20 150-200 | 10-20 4-6
KecapeBo ceuenune 7,5 15-20 113-150 10-20 3-5
Dnudypanvuas anecmesus Ha ZpyOHOM YPOoGHe:

[Tocneonepannonnas

o0e30ouBaroas

ookazna " 7,5 5-15 38-113 10-20 —
XUPYpruvecKue

BMEIIATENLCTBA

Bokada Kpynuvix HepeHbIX CHIICMEHUIL:

Hanpiuep, — Gnokaza | 75 10-40 75-300% | 10-25 6-10
IJIEYEBOTO CIUIETEHUS

[TpoBoHUKOBAS 51

WHQWITPAIMOHHAS 7,5 1-30 7,5-225 1-15 2-6
aHECTE3Us

KynupoBanue ocTporo 60j1€eBOro CHHApoOMa:
InudypaivHoe gedenue Ha NOACHUYHOM YPOGHE:
Bbonroc 2,0 10-20 20-40 10-15 0,5-15
[Tepuoanueckoe 10—15
BBe/leHUE (Hampumep, 20 (MUHMMAJTBHBI
npu  00e3001MBaHUH ' it uarepsan 30
pPOJIOB) MUH)
Ilpoonennasn ungysus ona:
00e30011MBaHUs POJOB 2,0 6—-10 Mt/ 12-20 mr/u - -
HOCHCOTIEPAIIONHOT 2,0 6-14mr/u | 12-28mrfu | — -
00e300/1MBaHus '
bnokaoa nepughepuueckux nepsos:
Hanpumep, Onoxana
OepeHHOTO HEepBa
WIM  MEeXJIECTHUYHAs
0s10kaja (MpoJICHHbBIS 2,0 5-10 mur/g 10-20 mr/u — —
uHpy3un WIH
MTOBTOPHBIE
WHBEKITUH)
Anuodypanvroe 6sedenue Ha 2PYOHOM YPOGHe:
[Iponnennas uHQPy3ust
(Hammpumep, Ui
MOCIICOTIEPAIUOHHOTO
00e300MBaHus)
[IpoBoHUKOBAsK
Omokana u
MHOUIBTPALMOHHAS
aHecTe3us

20-30 - -

2,0 6-14 mn/u 12-28 Mr/u — —

2,0 1-100 2-200 1-5 2-6
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Kounnentparu O0beM f[l)!z'a' ('MIIF"J'L' Hatfano' = H}f‘["nlﬁeﬁﬁ'ﬁ'{)'c"r /
s IIpernapara pactBopa (M) JIeHCTBU b JCUCTBUSA
(mr/m) g (MHH) (9)
BHyTpucycTaBHOE BBe/leHHE:
Aptpockonust . 75 20 150%%* B 2 6
KOJIEHHOI'0 CyCTaBa

*Jlo3a asst GIOKambl KPYIHBIX HEPBHBIX CIJIETEHHH JOJDKHA MOJOUPAThCS B COOTBETCTBHM C MECTOM BBEICHHS U
COCTOSIHMEM TMalueHTa. Biiokaaa MieueBoro CIUIeTEeHUsT MEXIICCTHHYHBIM M HAIKITIOYAYHBIM JOCTYIIOM MOXKET OBITh
COMpSDKEHA C BBICOKOM YaCTOTON CEPhE3HBIX HEKEIATENbHBIX PEAKIUi BHE 3aBUCHMOCTH OT MCIIOIB3YEMOT0 MECTHOTO
aHecTeTHKa (CM. paznuen 4.4).

**C000IIaIoch 0 CIIyYasX XOHAPOIH3a MPH MOCICONEPAHOHHON MPOICHHON BHYTPHCYCTABHOW HH(Y3UH MECTHBIX
anecteTukoB. [Ipenapat PoruBakann KaGu He clieyeT MPUMEHSTh TS MPOAJIEHHON BHYTPUCYCTaBHON HHDY3HH.
***Ecnu PonmBakanH KaGu JOMONHUTENBHO UCIIONB30BANICS UIA APYTHX BHIOB aHECTE3WH, MaKCHMajbHas 03a HeE

JIOJDKHA MPEBBINIATE 225 MT.

Tabnuma 2. PekoMmeHngauu no 1o3upoBaHuio npenapara PonuBakana KaOu asis B3pocibIX U aeTeit

crapiie 12 et B KOHIIEHTPAIIUH S MT/MI

Konuenrtpanus O0BeM Ho3za (mr) Hauaino JITTenbHOCTh
npemnapara pactBopa (M) JIEACTBUS nercTBUs (4)
(mr/mi) (MuH)

AHecTe3Hsl NPH XUPYPru4ecKUX BMelIaTe1bCTBaxX:

Humpamekanvnasa oaoxaoa:

XUpypruyeckue
5,0 3-4 15-20 1-5 2-6
BMeEILIATENbCTBA

JIns mpenoTBpalleHus MOMaJaHWs aHEeCTeTHKa B COCyH cJeayeT oO0sf3aTeIbHO IPOBOJIUTH
acIupaIoHHy0 npo0y 0 BBEACHUS W B IpoIlecce BBeIeHMs mpemnapaTa. Eciu mpeamonaraercs
UCIIONIB30BATh Mpenapar B BBICOKOH J/103€, PEKOMEHIYeTCs BBECTH NMPOOHYIO J03y — 3—5 MI
nuaokauHa ¢ onuHedpuHoM. CrydaliHOE€ BHYTPHCOCYIHCTOE BBEACHHE pACIIO3HAETCS 10
BPEMEHHOMY YBEJIMYECHUIO YacTOTHl CEPJACYHBIX COKpAICHWH, a ClydyailHOe HHTpaTeKalbHOE
BBEZICHUE — I10 NPU3HAKAM CITUHAJIBHOTO OJI0Ka. [Ipy MOSIBICHNN TOKCHYECKUX CHMIITOMOB CJIEYET
HEMEJICHHO MTPEKPAaTUTh BBEJICHUE IIpenapara.

Jlo BBexeHMs M BO BpeMs BBeJeHUs npernapara PormumBakamn Kabu (koTopoe cieayeT mpoOBOIUTH
MEIUIEHHO WM ITyTEeM YBEJIWYEHHs] BBOIAMMBIX IIOCIEIOBAaTENBHO 03 Ipernapara co CKOPOCTHIO
25—50 Mr/MuH) HEOOXOIUMO TIIATETFHO KOHTPOJINPOBATh KU3HEHHO BaXKHbIE (PYHKIMH MAI[UEHTa U
MOJIEP’KUBATh C HUM BepOanbHbIil KOHTAaKT. OTHOKpaTHOE BBEJCHUE pOIIMBaKanuHa B 1o3e 10 250 Mr
IpU SMUAYPaIbHON OlloKazne Ui MPOBEACHHUS XUPYPrH4ecKOro BMEIIATEIbCTBA OOBIYHO XOPOLIO
MEPEHOCUTCS MalUEeHTaMU.

ITpu Gnokane mieyeBoro criereHus ¢ nomouibio 40 mu npenapara PormuBakaun Kabu, 7,5 mr/min

MAaKCUMAJIbHBIC [IJIA3MCHHBIC KOHICHTpAllMU POIMHUBAKANHA Y HCKOTOPBIX MAUCHTOB MOTYT

4
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

LIEHTpaJIbHOU HEpBHOU cucTeMsl. [loaTromy npumenenue 103bl Boiiie 40 mi npenapara PonuBakann
Kabwu, 7,5 mr/mn (300 mr poniuBakanHa) He pEKOMEHIOBAHO.

[Tpu nuTensHOM IPOBEACHUH OJIOKAAbI IyTeM MPOUIEHHOM HH(Y3UH WIH TOBTOPHOTO OOJIIOCHOTO
BBEJICHUS CJIEYET YUUTHIBATh BO3MOXHOCTh CO3/1aHUSI TOKCHUECKUX KOHIIEHTpAIMil aHecTeTHKa B
KPOBH M MECTHOT'O MOBPEXKICHHs HepBa. BBeneHne ponuBakanaa B TeueHune 24 1 B no3ze 10 800 mr
CYMMAapHO IPHU XUPYPIHUECKHUX BMEIIATENICTBAX U JUIS MOCIIECONEPAMOHHOIO 00e30011BaHus, a
TaKKe MPOJICHHAS SMUAYpaIbHas HH(PY3HUS MOCIE OTEPAMU CO CKOPOCTHIO 0 28 MI/4 B T€UEHHUE
72 9 XOpOIIIO MMEPEHOCUTCS B3POCIBIMH TTAIIHEHTAMH.

JUig KynupoBaHHs IOCJIEONEPAIMOHHON 00N pPEeKOMEHJyeTcs cileaylolas cXxeMa MpPUMEHEHUs
IpenapaTa: €ciid SMUAYPaIbHbIA KaTeTep He ObLI YCTAaHOBJIEH IPU ONEPATUBHOM BMEIIATENbCTBE,
IIOCJIe €r0 YCTAaHOBKU BBINOJHSETCS 3MUAypanbHas Oiokaga OOJIFOCHONM MHBEKIMEH mpenapara
PonmBakann Kabu (7,5 mr/mu). Ananmbresus nojjepxuBaetcs uH(y3ued mpenapara PonuBakaun
Kabu (2 mr/mur). B OGoJdbIIMHCTBE Ciy4aeB Ui KyHHPOBaHHs IMOCICONEPAMOHHON 00 OT
YMEPEHHOH JI0 BBIpOKEHHOW, WHQY3Us cO CKopocThio 6—14 mur/a (12-28 mr/4) obecrneunBaet
a/IeKBaTHYIO aHaJbIe€3UI0 C MUHHMAJIbHOM HE IMporpeccupyroleil ABUraTenbHoN Oiokanoil (mpu
WCIOJIb30BAHMU JIaHHOM METOIUKM HaOII0Aanoch 3HAYUTENbHOE CHIKEHHE MOTpPeOHOCTH B
OMMOUIHBIX aHATBI€TUKAX ).

Jlis mocsieoneparonHoro ooe36onmuBanus npenapat PonmBakann Kabu (2 Mr/mir) MOKHO BBOJIHUTH
HETIPEPBIBHO B BUJIC AMUAYypaTbHON MH(DY3UH B TeueHue /2 4 6e3 (peHTaHmIa i B KOMOUHAIIMH C
HuM (1-4 mxr/mn). Ilpu mpumenenun mpenapara PormBakamn Kabu 2 mr/mu (6—14 mu/gac)
o0ecrieunBanoch ajiekBaTHOE 00e3001nBaHue y OOJIbIIMHCTBA ManneHToB. KomOuHanus npenapara
ponuBakanHa U (¢eHTaHuia obecrieunBaia Oosiee cUIbHOE 00€300JMBaHUE, BBI3BIBAS MPU STOM
HeXKellaTeNIbHbIE PeaKiuy, MPUCYIINe HAPKOTUYECKUM aHanbreTukaM. lVcmosibp3oBaHue mpemnapara
PonuBakann KaOu B KOHIIEHTpaIiK BbIIIE 7,5 MI/MII IIPU KECAPEBOM CEUEHUU HE U3YUCHO.

Oco0Oble I'pyHOIIbl MNallMCHTOB

Toueunas neoocmamounocms

Kak IIpaBuJIO, IIpU BBCIACHUU OHHOKpaTHOﬁ JO3bI 1100 KpaTKOCquHOﬁ TCpalliu IMauCHTOB C
HapyHICHUCM (I)YHKI_II/II/I IIOYCK N3MCHCHHEC N0O3bI HEC Tpe6yeTc>1.

Tleyenounas nedocmamoynocme

PonmBakaun MeTa60J’II/I3I/IpyeTCH B IICUYCHU H, BCICACTBUC ISTOr0, HOJLKEH C OCTOPOXKHOCTBIO
MNPUMCHATHCA Yy MAlUCHTOB C CCPbE3HBIMU 3a00JIeBaHUSMH TICUYCHU. HOBTOp}IIOH_II/ICCH J03bI,

BO3MOJXXHO, HCO6XOI[I/IMO CHHWXKATb BCJIICACTBHUC 3a/ICPKKH BLIBCICHU .
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Iayuenmol, cmpadarowue eunogoiemueri

VY nanueHToB, CTPAJAIONIUX TUIIOBOJIEMHEH, MO JIF000H IPUYMHE MOXKET Pa3BUTHCS OCTpasi U TsDKeast
TUIOTEH3Us BO BpPEMS SIUAYpPAIbHON aHECTe3WH, HE3aBHCUMO OT HCIOJIb30BAHUS MECTHOTO
aHEeCTETHKA.

CTHU
Pexum JO3UPOBAHUA JIA IleTCf/'I crapme 12 JICT HC OTIIMYACTCA OT PCKHMMa HJO3UPOBAHUA IJIA
B3POCIIBIX.
BBI/IHy OTCYTCTBUA OOCTATOYHOI'O KOJHMYCCTBA KIIMHUYCCKUX Ha6JIIOLI€HI/II\/JI HC PCKOMCHAYCTCHA
MIPUMEHSTHh PONMBAKaNH B I03UPOBKE 5 MI/MJ1 y fieTell B Bo3pacTte 10 1 roaa.
Tabmuma 3. Pexomenmauu 1o 103upoBanuio npemnapara Ponmuakanu Kabu mist gereit ot 0 1o 12 ner

B KOHIIEHTDAIIMA 2 MT/MII

Konuentpanms O6nem pactBopa
Jo3a (Mr/kr)

npenapaTa (Mr/mi) (mi/kr)

KynupoBanue ocTporo 600,1€eBOro CHHApOMa (MHTPAaoNepalMOHHOE U NOCJIe0NepaAllMOHHOe):

Kayoanwvnoe snudypanvhnoe esedenue:

biokama B oOmactu
Hwke Thxn y nmereit ¢ 2,0 1 2

MaccoH Tejaa 10 25 KT

Ilpoonennasn snudypanvnan ungysusa y oemeii ¢ maccoiu mena 00 25 ke.

Boszpacm om 0 0o 6 mecayes:

Bonroc* 2,0 0,5-1 1-2
Nudysus no 72 gacos 2,0 0,1 mu/kr/4a 0,2 Mr/xr/4a
Boszpacm om 6 0o 12 mecayes:

Boiroc* 2,0 0,5-1 1-2
Nudysus no 72 gacos 2,0 0,2 Mi/kr/4 0,4 mr/xr/4
Boszpacm om 1 0o 12 nem eéxnouumenvHo:

Boiroc** 2,0 1 2
Wndysus no 72 gacos 2,0 0,2 Mu/kr/4 0,4 mr/xr/4

* MeHbIIHe 036l U3 MPEIIaraeMoro HHTEpBajia peKOMEHAYIOTCS TSI STy PaIbHOTO BBEICHNS Ha TPYIHOM ypPOBHE, B
TO BpeMst Kak OOJIBIIIE JO36I PEKOMEHIOBAaHBI ISl MUY PATHHOTO BBEJICHHS HA TIOSICHUYHOM M KayAaJbHOM YPOBHSX.
** PexoMeHIyeTCsl s SIUYPAIbHOTO BBEICHHUS HA MOSCHUYHOM ypoBHE. OOOCHOBaHHBIM SIBIISICTCS CHIDKEHUE JJO3EI

6outroca IS 31MIypaIbHON aHAIBI€3WH HA TPYIHOM ypPOBHE.
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Tabnuma 4. Pekomenaanuu o J03UPOBAHHIO Tpenap4ra POHI/II'lQlIKlé:l'I?I;l%ﬁﬁﬁgﬁﬂh‘gﬁ"bcr-rljrgﬁg T10

12 jieT B KOHLIEHTPALMHU 5 MI/MII

Konnentpanus O6ObeMm pactBopa | Jlo3a (Mr/kr)

npenapata (Mr/mi) (ma/KT)

KyHI/IPOBaHI/Ie ocTporo 00J1eBOT0 CHHAPpOMaA (HHTpaonepauuomloe u nocneonepaunonﬂoe):

bnokaoa nepugpepuueckux nepeos y oemeii 6 6o3pacme om 1 200a 0o 12 nem exnouumensvno:

Hamnpuwmep, JUTSt OJIOKa B
5,0 0,6 3
MOJ/IB3I0ITHO-TIaXOBOTO HEPBa

Jlo3bl, yka3zaHHble B Tabnuuax 3 u 4, SBISAIOTCA PYKOBOJACTBOM K MCIIOJIB30BaHHUIO Iperapara B
NeAUaTpu4eckol mpakThke. B To ke Bpems CylIecTBYyeT WHAMBHyallbHas BapHaOeIbHOCTh
CKOpPOCTH pa3BUTHSI OJIOKA U €r0 JAIUTEIbHOCTH.

V neteii ¢ n30BITOYHON Maccoil Tesla 4acTo TpedyeTcs MOCTENEHHOE CHIKEHUE J103bl TIperapara; mpu
3TOM HEOO0XOAMMO PYKOBOJICTBOBATHCS «HUACAIBHOW» Maccoil Tejla MalyeHTa. 3a CHpaBOYHON
uHpopmanued o ¢akTopax, KOTOpbEe BIMSIOT Ha METOJbI BBIIOJHEHUS OTAEIbHBIX OJOKax U O
TpeOOBaHUAX, MNPEIbIBISIEMbIX K KOHKPETHBIM TIpYIIaM IallUeHTOB, CIEAyeT oOpamarbes K
CHelHaTM3UpPOBaHHBIM pyKoBoJcTBaM. OObeM pacTBopa [UIsi KayAaJbHOTO SHUAYPaTbHOTO
BBEJICHUA M 00beM Oojroca IJisi SHUAYpPAIbHOTO BBEJEHUS HE JOJDKHBI IPEBbIIATh 25 Ml Ui
moboro mnanueHrta. J[ns npenoTBpalleHus HENpeJHAMEPEHHOTO BHYTPHCOCYIMCTOrO BBEJICHMS
aHeCTeTHKa CJIEAyeT TIIATEJbHO MPOBOAUTH ACHUPALMOHHYIO NMPOOY 10 BBEICHMS U B IIpolecce
BBEJICHUs Mpenapara. Bo Bpems BBeneHUs npenapara HEOOXOAUMO TIIATEIbHO KOHTPOJIMPOBAThH
KU3HEHHO BaXkKHble (QYHKUMHU NauueHTa. [Ipy MOSBIEHMHM TOKCHYECKHX CHMIITOMOB CJEIYyeT
HEMEJUIEHHO ITPEeKpaTUTh BBEJCHUE MIpernapara.

OnHoKpaTHOE BBEAECHUE POIIMBAKaMHA B JIO3UPOBKE 2 MI/Mi (M3 pacuera 2 MI/KI, 00beM pacTBopa
1M/kr) i mocieonepalMoOHHONW — KayJajdbHOM — aHalbre3ud o0eclednBaeT — aJeKBaTHOE
o0e30onmBaHue Hibke ypoBHS Thxi y OOJbIIMHCTBA ManMeHTOB. [leTw crapiie 4 jeT XOoporio
nepeHocAT 103bl 10 3 Mr/kr. OO0beM BBOAMMOIO pacTBOpa sl SMUIYPaJbHOIO BBEAEHHUS Ha
KayJlaJIbHOM YPOBHE MOKET ObITh U3MEHEH C LIeJIbI0 JOCTHXKEHHSI Pa3IMYHON PaclpOCTPaHEHHOCTH
CEHCOpHOro 0J0Ka, YTO ONHMCAHO B CHELMAIM3MPOBAHHBIX PyKOBOJCTBax. HeszaBucumo oT Tuna
aHeCTe3UH, peKOMEHyeTcsl OOJIIOCHOE BBEICHUE PACCUMTAHHOM 03Bl ITperapara.

[IpumeneHue npenapara B KOHLIEHTPAIMM BbIIIE 5 MI/MJ, a TakKe MHTpATeKaJbHOE MPHUMEHEHHE
moObIX KOHIEHTpauuil mpenapara PornuBakaun KaOu y nereit He uccnenoBanioch. [IpuMenenue
npenapara PoruBakaun KaOu y HeTOHOIIEHHBIX JeTel HE U3Yy4asoCh.

Cnocob nmpuMeHeHus

[Ipenapar PonuBakann Kabu npumensiercs Juis snuaypaibHOMN, COMHATBHOMN, MHPUIBTPALIMOHHON 1

HpOBO,Z[HHKOBOﬁ AHCCTC3HUH.
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6.6.
4.3. IIpoTUBONOKA3aAHHUS

e ['unepyyBCTBUTENBHOCTDH K PONIMBAKAUHY, UM K MECTHBIM aHECTETUKAM aMUAHOIO TUIIA, WIIH
K JTIOOOMY M3 BCIIOMOTaTeIbHBIX BEIIESCTB, IEPEUNCICHHBIX B pazjaeie 6.1.

e [lpenapar npoOTHBOMOKA3aH /jsi BHYTPUBEHHOW pPETHOHAJIBHOM aHecTe3uu, OO0JIbIION
OJI0Ka/Ipl y MAIMEHTOB C THIIOBOJIEMHEH U MapalepBUKAILHON aHECTE3UH B aKyIIEPCTBE.

e BBuagy oTCyTCTBUS JOCTATOYHOIO  KOJMYECTBA KJIMHUYECKUX  HAONIOAEHUH  HE
pEeKOMEHyeTCsl TMpPUMEHEHHe pONMBakauHa Yy Jered wuagme 1 roja, a Takke
MHTpaTEeKaJbHOE BBE/ICHUE IIpenapaTa ¢ KOHLUEHTpaueil 5 Mr/mMi1 ponuBakarHa U BbIILIE.

4.4. OcoOble yka3aHusi 1 Mepbl PeIOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTELIO

C OCTOpPOXHOCTBIO CJEeAyeT BBOAWTH IMpenapar OCIA0JIEHHBIM U MOXWIBIM TaleHTaM WII
MaueHTaM C TOKEIbIMH  CONYTCTBYIOIIMMHU  3a00J€BaHUSIMH, B TOM 4YHCIe OJOKaabl
BHyTpucepaeuHoi mnpooaumoctu Il u IIl cremenu (cuHOaTpHaibHasA, aTPUOBEHTPUKYISPHAaS,
BHYTPIWXKEIYAO0UYKOBas), Iporpeccupyromue 3aboieBaHUsl MEYeHH, TsDKenas Ie4YeHOYHas
HEI0CTaTOYHOCTh, TsDKENas XPOHHWYECKas IOoYedHas HEAOCTATOYHOCTh, OcTpas nophupus, mpu
TEpaluy TUIIOBOJEMHUYECKOro 10K, JETCKUH BO3pacT, OEpeMEHHOCTb, IEPHOA TI'PYIHOrO
BCKapMJMBaHuA. J[ns JaHHBIX TIpynn IaLMEHTOB  PETHOHApHas  aHECTE3Us  SBISECTCA
npeanourutesnbHoi. [lpu mpoBeneHun OoibIIMX OJOKaX € LENBIO CHUXKEHUS PHCKA pa3BUTHUS
TSKENBbIX HEOJaronpHsATHBIX SABJICHUA PEKOMEHIYeTCsl IpeABapUTENbHO CTAOMIM3UPOBATh
COCTOSIHHME ITALIUEHTA, a TAKKE CKOPPEKTUPOBATH 103y aHECTETUKA.

Crnenyet co0m01aTh OCTOPOKHOCTD ITPU MHBEKIIMA MECTHBIX aHECTETUKOB B 00JIACTH F'OJIOBBI U LIIEH,
B CBSI3U C BO3MOXXHOW ITOBBIIICHHON YaCTOTOM Pa3BUTHSI CEPbE3HBIX HEXKENATEIbHBIX PEAKLIUN.

IIpu BHyTpHCyCTaBHOM BBEIEHUM IpenapaTa CleAyeT COOM0AaTh OCTOPOKHOCTD IIPU MOA03PEHUU
Ha HaJM4ue HeJaBHeW OOLIMPHOM TpaBMBbI CycTaBa MM XUPYPrHMUECKON ONEpaluu CO BCKPHITHEM
OOIIMPHBIX IOBEPXHOCTEH CycTaBa, B CBA3U C BO3MOYKHOCTBIO YCHIIEHUS a0COpOLIMYU pollMBaKanHa U
6oJiee BBICOKOW KOHIIEHTPALMK POIIMBAaKauHa B IIa3Me KPOBU.

Ocoboe BHUMaHME ClieAyeT YAEISATh Ipu MPUMEHEHUH Tpenapara y JeTeil 1o 6 MecsIeB B CBSI3H C
HE3PENOCThIO0 OPraHOB U CUCTEM.

[TanenTam, HaXOSAIIMMCS Ha IMETE C OrpaHUUEHUEM HaTpusl, HEOOXOIMMO YUUTHIBATh CO/IEpPKaHHUE
HaTpus B IIpernapare.

Oco0ble yKa3zaHus

Anecresns JOJDKHAa  TPOBOAUTHCA  ONBITHBIMH cricnuainCTaMu. OO0s3aTeIbHO ~ HAJIU4ue

000pYZI0BaHUS U JICKAPCTBEHHBIX MPENapaToB Ui IPOBEACHUS peaHUMAaIlMOHHBIX MeponpusaTuid. [lo
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00ecreYnBaONIM  BBHIMOJIHEHHE AHECTE3MH, JOJDKEH OBbITh COOTBETCTBYIOIIMM  00Opa3oM
MOJrOTOBJICH M 3HAKOM C JMAarHOCTUKOM W JICYCHHEM BO3MOXKHBIX HEXKENaTEJbHBIX PpEeaKIHi,
CUCTEMHBIX TOKCUYECKHX PEAKIIUI, U JPYIMX BO3MOKHBIX OCIIOKHEHUH (cM. pa3zaen 4.9).
OcnoxHEeHHEeM HeTpeTHaMEePEHHOT0 Cy0apaxHOUATLHOTO BBEACHUS MOXKET SIBISTHCS CIIMHATBHBIN
OJIOK C OCTaHOBKOW JBIXaHHS U CHW)KEHHEM apTepualibHOro jaaBieHus . Cynoporu pa3BUBAIOTCS
qame npu OJIOKane IUICUYEBOTO CIUICTEHHSI W SMUAYPaTbHON OJO0Kaze, BEpOSTHO, BCIEICTBHE
CIly4aifHOrO BHYTPHUCOCYAWCTOTO BBEACHUS WM OBICTPOH abcopOLMKM B MECTE WHBEKIIHH.
Boinonnenue Onokan nepupepuyecKkux HEPBOB MOKET TpeOOBaTh BBEACHHME OONBIIOTO oObeMa
MECTHOTO aHECTETHKA B 30HBI C OOJIBIITUM KOJIMYECTBOM COCYJIOB, YAaCTO BOJIM3H KPYITHBIX COCY/IOB,
YTO MOBBIIIAET PUCK BHYTPUCOCYMCTOTO BBEACHUS W/WIIM OBICTPOTO CHCTEMHOTO BCACHIBAHHS, YTO
MOJKET IMPUBECTH K BBICOKOH KOHIIEHTPAIMH POITMBAKaWHA B TJIa3Me KPOBH.

HexoTtopsie mporenypsl, CBsI3aHHBIE C IPUMEHEHHEM MECTHBIX aHECTETHKOB, TAKHE KaK HHBEKITUH B
00JIaCTH TOJIOBBI M IIIE€H, MOTYT CONPOBOXKIATHCS TOBBIIICHHOW YaCTOTOW Pa3BUTHS CEPhE3HBIX
HE)XEJIaTeNbHBIX PEaKIHi, BHE 3aBUCUMOCTH OT THIIA MPHUMEHSEMOTO0 MECTHOTO aHECTETHKA.
Heo6xomumo co0mo1aTh OCTOPOKHOCTD ISt IPEAOTBPAIICHNS MHBEKIIMU B 00JIACTH BOCITAJICHHUS.
Cnenyer coOmooaTb OCTOPOXHOCTh IIpM BBEACHUHM IIpenapara NalMeHTaM ¢ OJoKajoi
BHyTpucepaeuHo mnpoBogumoctd Il wm III cremeHw, namueHTaM C TSOKEJIOM TMOYEUYHOU
HEI0CTaTOYHOCTBIO, MMOXKUIIBIM U OCIa0TIEHHBIM NAllUEHTaM.

NwmeroTcst cooOIIeHnst 0 peAKUX Claydasx OCTAaHOBKM CepAlla IPHU NPUMEHEHUHM PONMBAKAWHA JJIS
AMUIYpPATbHON aHECTE3WH WM OJIOKaI TepueprUIecKuX HEPBOB, OCOOECHHO IOCJE CIyYalHOTO
BHYTPUCOCYJMCTOTO BBEJICHMs IIpernapara, y MOXWIbIX I[AalUEHTOB M Yy NAalMEeHTOB C
COITYTCTBYIOIUMH CEPJIEYHO-COCYAUCTHIMU 3a00JIEBAHUSAMMU.

B psne ciaydyaeB peaHMMaMOHHBIE MEPOIIPUTHS OBbLIM 3aTpyJHUTENbHBL. OCTaHOBKA cepala, Kak
IIPaBUIIO, TpeOyeT Goee ATUTEIbHBIX PEAHUMALIMOHHBIX MEPOIIPHUITHH.

ITockonbKy pomnMBaKauH MeETA0ONIM3UPYETCS B NEUCHM, CIEAYET IHPOSBIATH OCTOPOXKHOCThH IPH
IIPUMEHEHHH Iperapara y NalueHTOB ¢ TSHKEIbIMU 3a00JIEBaHUSAMU IIEYEHH; B HEKOTOPBIX CIydasix
U3-32 3aMEUIEHHOM SJIMMUHAIMM MOXXET BO3HUKHYTh HEOOXOJMMOCTh YMEHBLICHHS IOBTOPHO
BBOJMMBIX /103 aHECTETHKA.

OOBIYHO y MAlMEHTOB C TOYEYHON HEAOCTATOUYHOCTHIO NP BBEIACHUHU NpernapaTra OJHOKPaTHO WIN
IIPU UCIIOJIb30BAaHUM IpernapaTta B TeUEHHE HEeNPOAOKUTENFHOIO TIEpHoia BpEMEHU He TpeOyeTcs
KOPPEeKTUpOBaTh 7103y. OHAKO alU03 U CHI)KEHUE KOHLEHTpAIMK OCJIKOB B IJIa3Me KPOBH, YacTO
pa3BUBAIOLINECS Y TALIUEHTOB C XpPOHUYECKON MOYEYHON HEOCTATOUHOCTBIO, MOTYT MOBBIIIATH PHUCK
CHCTEMHOI'0 TOKCHYECKOro JeicTBus mpemnapara (cM. pasnen 4.2). PUck cuCTeMHON TOKCHYHOCTH

TAKXKXC TIOBBIINICH IPH MPUMCHCHUH IIpCliapaTa y IallUCHTOB C MMOHIDKEHHONH Maccol Tejla u
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CHIDKEHHIO apTepUaIbHOTO JaBJICHUs U Opaaukapauy. BBeneHne cocy10Cy KMBAIOIIUX MTPETapaToB
WIA YBEJIHUYEHHE 00beMa LUPKYIHUPYIOUIeH KPOBH MOKET YMEHBIIUTh PUCK Pa3BUTHUSA MOJAO0OHBIX
HeXenaTeNnbHbIX peakuuil. CleqyeT CBOEBPEMEHHO KOPPEKTHPOBATh CHW)KEHHE apTEpHAIBLHOIO
JaBJICHHs] TIyTEM BHYTPHBEHHOTO BBeaeHUs 5—10 mr adenpuna, npu HEOOXOAMMOCTH BBEICHHE
IIOBTOPUTH.

[Ipu BHyTprCyCTaBHOM BBEACHUHU Mperapara ciieayeT coOIogaTh OCTOPOKHOCTh IPU MOJO3PEHUU
Ha HaJM4yue HeJaBHEH OOLIMPHOI TpaBMBI CycTaBa WJIM XMPYPrHUECKOH Olepaluu cO BCKPBITHEM
OOIIMPHBIX MOBEPXHOCTEN CyCTaBa, B CBS3U C BO3MOXKHOCTBIO YCWJIEHHs aOcopOLuu npemnapara u
0oJiee BHICOKOW KOHLIEHTPALIMHU Mperapara B 1ia3mMe KpOoBH.

[TanienTsl, modyyarolue Tepanuio aHThuapuTMudeckumu mnpemnapatamu Il kmacca (Hampumep,
aMHOJIapOHOM), JIOJDKHBI HAXOAMTHCS MOJ TIIATENbHBIM HalOmojaeHueMm, pexomenayercs OKI -
MOHHUTOPHHT B CBSI3HM C PUCKOM YCHJIEHUS CEPACYHO-COCYTUCTHIX (D PEKTOB.

Cnenyer u3berarh JUIMTEIHHOIO NPUMEHEHHUS INpernapara y MalMeHTOB, MPUHUMAIOIIUX MOIIHbBIE
unruouropsl n3opepmenta CYP1A2 (takue, kak QyBOKCaMUH U SHOKCAIMH).

CrnenyeTr y4uThIBaTh BO3MOXHOCTb MEPEKPECTHON THUIEPUYBCTBUTEILHOCTH MPH OJHOBPEMEHHOM
npuMeHeHuH npenapaTta PornuBakann KaOu ¢ ApyrumMu MeCTHBIMU aHECTETUKAMU aMUIHOIO THIIA.
[TarmenTam, HaxomAUIMMCS Ha JAMETE C OrpaHUYCHHEM HaTpus, HEOOXOAUMO NPUHUMATh BO
BHUMAaHUE COJIepKaHUE HATPUsl B IIpenapare.

PonuBakanH MOTeHIMAIBHO CIIOCOOEH BBHI3BIBATH MOPPHUPUIO U MOKET MPUMEHSATHCS Y MALUEHTOB C
JUArHO30M OcTpast mop(upHst TOIBKO B CIIydasx, €CJIu HET Oojee 6€30macHOM aJbTepHATHUBEI.

B ciiydae noBbII€HHON YyBCTBUTEIbHOCTH MMALIUEHTOB JOJKHBI OBbITh MPUHATHI HEOOXOAUMbIE MEPHI
MPEAOCTOPOIKHOCTH.

Coolmianoch 0 ciydasx XOHAPOJW3a IPU IOCIEONEPAMOHHONW MPOJIEHHON BHYTPUCYCTaBHOU
MH(QY3UU MECTHBIX aHECTETUKOB. B OONBIIMHCTBE OMHCAHHBIX CIy4aeB MPOBOAUIACH MH(DY3USA B
maedyeBoil cycraB. [IpuuMHHO-CIEACTBEHHAs CBSI3b C IPHUEMOM AHECTETUKOB HE YCTaHOBJICHA.
PonuBakauH He crieyeT IpUMEHSATH Ui IPOJIEHHON BHYTPHCYCTaBHOM HUH(DY3UU.

BcnomorarensHbIe BEIIECTBA

Ponusaxaun Kabu, pacmeop ona unvexyuil 2 me/min

JlaHHBI TeKapCTBEHHBIN MpemapaT coaepkuT 33,9 mr HaTpus Ha amnyny 10 M, 4TO SKBUBAJIEHTHO
1,7% ot pexomenayemoro BO3 mist B3pocCioro uyenoBeka MAaKCHMAllbHOTO €KeIHEBHOTO
MOCTYIUICHHSI, PABHOTO 2 T HATPHUSL.

JlaHHBIH TeKapCTBEHHBIN MpemapaT coaepKuT 67,8 Mr HaTpus Ha ammyny 20 M1, 4TO SKBUBAJIEHTHO
3,4% ot pexomenayemoro BO3 nans B3pocnoro degoBeKa MaKCHMATIbHOTO €XKEIHEBHOTO

MOCTYIUICHUSA, paBHOI'O 2T HaTpus.
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JlaHHBIN JNeKapCTBEHHBIM mpenapar coaepxutr 338,9 mr ﬁﬂ%‘y&jﬁ*}%ﬁi@rﬂbﬁ'%a ﬁ)l‘?,”‘tn‘o

skBuBaiieHTHO 17,0 % ot pexomenayemoro BO3 s B3pocioro dYeaoBeKa MaKCUMAaIbHOTO
€KEJIHEBHOT'O MOCTYIJIEHUS], PABHOT'O 2 T HATPHSL.
JlaHHBINM JIeKapCTBEHHBIH Mpenapar conuepxutr 677,8 Mr Hartpus Ha KoHTeiiHep 200 mu, uTO
skBuBaJIEHTHO 33,9 % ot pexomenmyemoro BO3 s B3pocioro dYemoBeka MaKCHMAaJIbHOTO
€KEJIHEBHOT'O MOCTYIJICHUS, PABHOT'O 2 T HATPHUSL.
Ponusaxaun Kabu, pacmeop ons unvekyutl 5 me/mi
JlaHHBII JIeKapCTBEHHBIN Mpenapat coaep xut 31,7 mr Hatpus Ha amiyry 10 mu1, 9TO SKBUBaJICHTHO
1,6 % ot pexomenmyemoro BO3 mis B3pocioro deigoBeKa MaKCUMAIBHOTO €XKEIHEBHOTO
MOCTYIUIEHUSI, PABHOTO 2 T HATPHUSL.
Ponusaxaun Kabu, pacmeop ons unvexkyuii 7,5 me/mn
Jlannenii mpenapat coaepkut 29,8 mr Hatpus Ha ammyiy 10 mi, yrto skBuBaneHTtHO 1,5 % OT
pekomenayemoro BO3 st B3pociaoro 4enoBeka MaKCHUMAaJIbHOTIO €XKEIHEBHOTO MMOCTYIJICHUS,
PaBHOIO 2 T HATpU.
JlaHHBII JIEKapCTBEHHBIN MpenapaT COAepKUT 59,6 Mr Hatpust Ha amiryry 20 MII, 9TO SKBUBAJICHTHO
2,98 % ot pexomenayemoro BO3 is B3pociaoro deloBeka MAaKCHMAJIBLHOTO E€XKEJIHEBHOTO
MOCTYIUICHHSI, PABHOTO 2 T HATPHUSL.
Ponusaxaun Kabu, pacmeop ons unvexyuii 10 me/mn
Hanuerii npemapar coxepxut 28,0 mr Hatpus Ha ammyny 10 mi, dro skBuBasnieHTHO 1,4 % oOT
pexomenayemoro BO3 st B3pOCIOro ueiaoBeka MaKCHUMAaJbHOIO €XKEIHEBHOI'O IOCTYILICHUS,
pPaBHOTO 2 T HaTPUSL.
JlaHHBII JIEKapCTBEHHBIN npenapaT coaepkUT 56,0 Mr HaTpusd Ha amnyty 20 MJI, 4YTO SKBUBAJICHTHO
2,8% ot pexomenayemoro BO3 nans B3pocioro uejgoBeKa MaKCHMAaJIbHOTO €XKEIHEBHOTO
MOCTYIUICHHSI, PABHOTO 2 T HATPUSL.

eTH
[Ipumenenne mpenapara y HOBOPOXKICHHBIX TpeOyeT ydeTa BO3MOXHOW HE3pPEelIOCTH OpPraHOB U
¢buznonornueckux QpyHKIUNH HOBOPOXKIeHHBIX. KipeHc HecBsi3aHHOW (pakiuy ponrBaKkanHa u 2,6-
MUTIEIOKCOIUINHA, aKTUBHOIO METa0OJMTa PONMBAaKaWHA, 3aBHUCHUT OT MAacChl Tejla U BO3pacTa
pebeHKa B MepBbIE TO/IbI JKU3HH.
Bnusinue Bo3pacta BhIpakaeTcs B Pa3BUTHUHM M 3PEIOCTH (YHKUUHU MEYEHH, KIMPEHC JOCTUTaeT
MaKCUMAaJIbHOTO 3HaueHus B Bo3pacte okojo 1-3 ser. Ilepuon mosyBbIBEEHUS pONUBAaKauHa
COCTaBJIsI€T 5—6 yacoB y HOBOPOKJCHHBIX U JieTel B Bo3pacTe 1 Mecsla o CpaBHEHUIO ¢ 3 yacaMu
y JieTeit 6osiee cTapiiero Bo3pacra.
B cBs131 ¢ He10OCTaTOYHBIM Pa3BUTHEM (DYHKIIUU MIEYEHU CUCTEMHAs SKCIO3ULIMS POITMBAKAaHA BbIIIIE

y HOBOPOXKJAECHHBIX, YMEPEHHO BBl — Y JieTell oT 1 0 6 MecsIeB 10 CpaBHEHUIO C IETbMHU Oosee
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HOBOPOJKJICHHBIX, BBISIBJIEHHbIE B KIMHUYECKUX MCCIEIOBAHUAX, II03BOJIIOT IpEANoiaraTh
MOBBIIICHHBIA PUCK BO3SHUKHOBEHHSI CUCTEMHON TOKCUYHOCTH B 3TOU rpymnie NaiueHToB, 0COOEHHO
IIPU MPOAJICHHOHN SIUIypaTbHON HHPY3HH.

PexoMeH10BaHHBIE J103bI [IsI HOBOPOXKJAECHHBIX OCHOBAHbI HA OTPAHUYEHHBIX KIIMHUYECKUX JAHHBIX.
[Ipu ucnonab30BaHUM PONMBAKaWHA Y HOBOPOXKIEHHBIX HEOOXOIMMO MOHUTOPUPOBAHUE CUCTEMHOMN
TOKCUYHOCTH (KOHTPOJIb NMPU3HAKOB TOKCUYHOCTH CO CTOPOHBI LEHTPaJbHOW HEPBHOW CHCTEMBI
(UHC), onexrpokapauorpadust (DKI'), KOHTpOJIb  OKCHUICHAIMKM KPOBHU) HM  MECTHOM
HEHPOTOKCUYHOCTH, KOTOPBIE CIIETyeT MPOJI0JIKATh I10CIIE 3aBEepIICHUs NH(DY3UU U3-3a MEAJICHHOTO
BBIBEJICHUSI ITpenapaTa y HOBOPOKICHHbIX.

[Ipumenenue npenapara B KOHUEHTPALMU BbIIIE 5 MI/MJI, a TakKe MHTpAaTEKalbHOE NMPUMEHEHHE
npenapaTta PonuBakann Kabu y nereil He nccieoBaiocs.

4.5. BzaumojeiictTBHe ¢ [JPYrHMH JIEKADCTBEHHBIMH IpenapaTamMM W Jpyrue BH/bI
B3anuMOAeiicTBUS

JlaHHBIN JIeKapCTBEHHBIM Mpenapar HeE CleQyeT CMENIMBaThb C JPYTMMH JIEKapCTBEHHBIMU
CpeaCTBaMH.

OnHOBpEMEHHOE IPUMEHEHHE PONMBAKaHa C MECTHBIMU aHECTETUKAMM, IperapaTaMu CTPYKTYPHO
CXOKMMHM C MECTHBIMH aHECTETMKaMHM aMHUJHOTO THWIIA WIM JIEKAPCTBEHHBIMU CpPEICTBAMH,
yraetatonumu [THC, moxet ycunuBaTh Tokcndeckue 3G (HeKTsl mpenapaTos.

[TanenTHl, TpUHUMAIONIME aHTHAapUTMHUYeckue mpemapathl |l kracca (Hampumep, amMHOIapOH),
JOJHKHBI HAXOJUTHCS O] MOCTOSHHBIM MEIUIIMHCKUM HaOmoneHueM u OKI'-MoHUTOpHpOBaHUEM,
TaK KaK MOTYT BO3HUKHYTb HEKEJIATEIbHbIE PEAKLIUU CO CTOPOHBI CEPACYHO-COCYIUCTON CUCTEMBI.
B menouHsIx pacTBopax ponMBaKauH MOXKET BBINAAATh B OCA/0K, TOCKOJIbKY OH cIabo pacTBOPUM
npu pH Baie 6,0.

In Vivo nipu 0ZIHOBpEMEHHOM TPUMEHEHHUH (ITyBOKCAMUHA, MOIITHOTO M30MPATEIbHOTO HHIHOUTOPA
nzopepmenta CYP1A2, nna3meHHBIH KIMPEHC poNHMBaKaWHa THAPOXJIOpHAa cHibkancs Ha 77 %.
Takum oOpazom, cunbHble HHruOUTOpHl U30hepmenta CYP1A2, takue kak ¢uyBOKCaMUH U
SHOKCAllMH, IPU COBMECTHOM IIPUMEHEHUU C PONHMBAKAUHOM MOTYT B3aUMOJEHCTBOBATH C
PONMBAKaMHOM THIPOXJIOPUIOM. JUUIUTENBHOIO HAa3HAUYEHMs PONMBAKaWHA THAPOXJIOPUAA CIEAyeT
n30eraTh y MallME€HTOB, MOJYYAOLINX JIEYeHUE CUIbHBIMU HHruouTopamu n3opepmenta CYP1A2.
In Vivo mpu 0AHOBPEMEHHOM MPUMEHEHHH KETOKOHA3051a, MOIHOTO M30MpaTeIbHOr0 HHIHOUTOpa
nzodpepmenta CYP3A4, mina3MeHHBI KIMPEHC pONMBaKaWHa THIPOXJIopHaa cHuxkaics Ha 15 %.

O,Z[HaKO I/IHFI/I6I/Ip0BaHI/Ie JaHHOI'O I/I30(I)epMeHTa BpsA JIA 6y,[[eT KIMHHUYCCKH 3HAYMMO.
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ot 11.11.2025 N= 28124

In vitro ponBakanHa ruIPOXIOPU SIBISCTCS KOHKYPSHTHBIM ﬁ&%é%MBEMQ&@%é

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

B TO K€ BpeMs MHTMOMPOBAaHHE TAHHOTO HM30(epMEHTa HE JOCTHUTaeTCsl NMPU NPHUMEHSEMBIX B
IIpaKTHKE KOHIIEHTpALUsAX [IpernapaTa B [J1a3Me KPOBHU.

4.6. ®epTUWILHOCTH, 0ePeMEeHHOCTD M JIAKTALUSA

bepemeHHOCTD

He npoBounuch uccineaoBanus o OLEeHKE BO3MOXHOTO AEHCTBUS pONIMBaKauHa Ha pa3BUTHE IJ10/1a
y JKEHIUH. PonuBakanH MOXXHO MPUMEHSATH NpU OEPEMEHHOCTH TOJIBKO, €CIIM OXKHMJaeMasi 10JIb3a
JUIS MaTepU MPEBBILLIAET MOTEHLUAIbHBINA PUCK IS I10/a (B aKyLIEpCTBE UCIIOIb30BaHKE Mpernapara
JUTSl aHECTE3UU WUJTH aHAIBI€3UU XOPOIIIO 0OOCHOBAHO).

Wccnenoanust BIUSIHYS poNMBaKalHa Ha PENPOAYKTUBHYIO (QYHKIMIO IPOBOIUINCH HA KUBOTHBIX.
B wuccnenoBaHuAX Ha KpblcaX pONHMBAaKauH HE OKas3blBaJl BIUSHUS Ha (QEpTUIBHOCTh U
PENpOAYKTUBHYIO (PYHKIIMIO B IBYX MOKoJieHUsX. [Ipu BBeleHnN MakCUMalbHBIX 703 pONMBaKanHa
OepeMeHHBIM KpblcaM HaOJI0JAJIOCh YBEIMUEHUE CMEPTHOCTH IIOTOMCTBA B MEPBBIE TPHU AHS MOCIE
POJIOB, UTO, BOBMOXKHO, OOBSICHSIETCSI TOKCHYECKUM 3(PPEKTOM ponrBaKanHa Ha MaTbh, IPUBOIAIIIM
K HapyLIEHUIO MaTepUHCKOTO MHCTUHKTA.

HccnenoBanusi TEpaTOreHHOCTH Ha KPOJUKAaX M KpbIcaX HE BBIABUIM MOOOYHBIX 3((HEeKToB
polMBaKkauHa Ha OpPraHOr€He3 MWIM pa3BUTHE IUIOAA HAa pPAHHUX CTaauax. Takxke B Xoze
NEPUHATANIBHBIX M TIOCTHATAIBHBIX MCCIEJOBAHUN Ha KpbIcaX, IOJIYYaBIIMX MaKCUMAaJIbHO
MEPEHOCUMYIO 103y PONMBAKaWHA, HE OTMEYaJIOCh HEXEJIATeIbHbIX PEaKUUi Ha MO3JHHE CTaJUU
pa3BUTHS IJI0/1A, POAOBYIO JIESATEIBHOCTD, JAKTALHIO, )KU3HECIIOCOOHOCTh MJIM HA POCT IIOTOMCTBA.
Jlaxranus

He u3yuanoch Bble/eHHE pONMBAaKauHa WM €ro METabOJIUTOB C IPYAHBIM MOJOKOM. Mcxons u3
SKCIEPUMEHTAIbHbIX  JIaHHBIX,  Jl03a  pONMBAaKaWHA,  IOJYyYaeMOI'O  HOBOPOXKJEHHBIM,
IPEINONI0KUTENBHO cocTaBisieT 4 % oT 103bl, BBEIEHHON MaTepH (KOHLEHTpalMs pOIMBaKanuHa B
MOJIOKE/KOHLIEHTpallMsl ~ pONMBaKavHa B IasMe KpoBu). OOmas go3a poluBaKauHa,
BO3/ICUCTBYIOIAs HA peOeHKa NP IPYJHOM BCKapMJIMBAHWHU, 3HAUUTEIILHO MEHBIIIE /103bl, KOTOpast
MOKET IoHacTb B KpPOBOTOK IUIOJA HPU BBEICHUM AaHeCTeTHMKa Marepu npu pojax. Ilpu
HE00XO0IMMOCTH NIPUMEHEHUs IIperapara B Iepuo/] IPyAHOTO BCKapMIIMBAHUSI CIIEAYET PaCCMOTPETh
COOTHOILIEHUE MMOTEHIUAIBLHOMN MOJIb3bI JJIs1 MaTEpU U BOBMOXKHOT'O PHCKa JUIs MIIQJICHLA.

DdepTUabHOCTH

He BbIsSIBIIEHO BIMSHUS polMBaKanHa Ha (I)CpTI/IJ'IBHOCTB U PEIPOAYKTUBHYIO (I)YHKI_II/IIO, a TaKXcC

TEPAaTOr€HHOI'O JIENCTBHS.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 11.11.2025 N= 28124

4.7. BiusiHHe Ha CHOCOOHOCTH YNPaBJATH TpPa cnopTﬂ'ﬂﬂ;lﬂ;'%%ﬁggﬁI:i'fl%gg&r';’;g:]c

MeXaHHU3MaMH

Ha Bpems npumenenus npenapata Ponuakann Kabu HeoOX0MMO BO3AepKAThCS OT MOTEHIIUATBEHO
OTIAaCHBIX BUJIOB JICITEIBHOCTH, TPEOYIONIUX MOBBIIEHHOTO BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX
peakiuii, Tak Kak MOTYT BPEMEHHO HapyIIaThCs JABUTATEIbHbIE (PYHKINHU, KOOPAHMHAIUS IBHKCHUN
U CKOPOCTb PEaKIIHH.

4.8. Hexkes1aTeJibHbIE peakIMu

Pesrome npoduiist 0€301acCHOCTH

HexenatenpHbie peakiuu Ha mpenapaT PornmBakamn KaOu aHamoruyHbel peakiusM Ha JIpyrue
MECTHBIE aHECTETHKU aMUHOTO TUMa. X ciaemyer oTinndars oT usnonorundeckux 3pPpexToB camoun
0JI0KaJIbl, TAKMX Kak cHKeHue AJl, Opanukapaus, wim 3¢(GHeKToB, CBSI3aHHBIX C TEXHUKOW BBEJICHUS
mpenapara, TaKMX Kak, CIWHHasg TeMaToMa, MECTHOE TMIOBPEXJICHHE HepBa, MEHUHTHUT,
MMOCTIYHKIIMOHHAS TOJIOBHAsI 00JIb, SMUYpaTbHBIN a0cIecc.

Heoicenamenvhuvie peakyuu, npucyujue mMeCmuovimM aHeCmemuKam

Hapyuwenus co cmoponsl HepsHol cucmembl:

Bo3moxHbl Helipornatus u HapyuieHHe (QYHKIMM CIMHHOIO Mo3ra (CHHIpPOM MepenHei
CIIMHHOMO3I'OBOM apTepHH, apaXHOUAUT, CHHIPOM KOHCKOT'O XBOCTa), OOBIYHO CBSA3AHBI C TEXHUKOMN
MIPOBEJCHUS PETHOHAPHOW aHECTE3UH, a HE C ICHCTBUEM IIpernapara.

B pesynbraTe ciiydallHOrO MHTPATEKaJbHOTO BBEIACHUS SMHUAYPATbHOM J03bI MOXET MPOU30WUTH
TMIOJIHBII CIIMHATIBHBIN OJIOK.

Bo3MOXHBI cepbe3HBIE OCIOKHEHHSI IPH CUCTEMHOM NEPENO3UPOBKE M HEMPEAHAMEPEHHOM
BHYTPHUCOCYIMCTOM BBEJICHUU npenapara (cM. pazzaen 4.9).

Ocmpas cucmemuas moKCUYHOCMb .

PonuBakanH MOET BBI3BIBATH OCTPbIE CUCTEMHbBIE TOKCHYECKHE PEaKIUU MpPU HCIOJIb30BaHUU
BBICOKMX JI03 HJIM HpU OBICTPOM IMOBBIIIEHUH €ro KOHLEHTPAllMd B KPOBU MpU CIydalHOM
BHYTPHUCOCYIMCTOM BBEJICHHUH Mpernapata 0o ero nepeao3uposke (cM. pazaensl u 4.9 u 5.1).

Haubonee yacmo sCcmpedarouuecs neaceramesbible peakyuu .

Coo0011a10¢h 0 pa3IMYHBIX MOOOYHBIX A(h(PeKTax mpernapara, MOJABIISAIONIEE OOJBITUHCTBO KOTOPHIX
ObUIO CBSI3aHO HE C BO3JICHCTBHEM HCIIOJIB3yeMOr0 aHECTETUKA, a C TEXHHKOH NpPOBEICHHUS
pErMOHApHON aHECTE3UH.

Hau6onee wacto (> 1%) orMmeuanuch clenyroIlIne HeXelaTelbHbIE pPEaklUd, KOTOpble ObUIH
pacIeHEeHbI KaK UMEIOIIHEe KIMHUYECKOE 3HaUeHHEe, BHE 3aBUCUMOCTH OT TOT0, ObLJIa TH yCTaHOBJICHA
MIPUYHUHHO-CIIEICTBEHHAS CBS3b C MCIOJIB30BAHUEM MECTHOTO aHECTeTHKa: CHIbkeHue AJl (maHHBIHA
CUMIOTOM OOBIYHO CBSI3aH C BHYTPHCOCYJIUCTBIM BBEJCHUEM, IEpPEelIO3UPOBKOM WU OBICTpOM

abcopOuueil), TomHOTa, Opagukapaus, pBOTa, I[apecTe3usi, IMOBBILICHUE TEeMIIEpaTyphl Tela,
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 11.11.2025 N= 28124

TOJIOBHAsE 0O0JIb, 3aJiepKKa MOYCHCIYCKaHMS, rcJIOBOKm;Q'e:H;r&E%g%%TEHm%Eﬁéj:I—A:J_':t,

TaxXUKapusi, TUIeCTe3us1, 0eCIIOKOMCTBO.

Tabnuunoe pe3ioMe HeXKeIaTSIbHBIX PeaKIINi

HexenatenbHble peakiuy, MPEACTABICHHBIC HIDKE, CTPYIITHUPOBAHBI B COOTBETCTBHH C KJIACCAMU
CUCTEM OpPTraHoOB MeTUITMHCKOTO0 ciioBaps MedDRA. {75t OIICHKY 9acTOTHI pa3BUTHS HEXKETATSIIbHBIX
peaKiuii UCIONB3YIOT CICAYIONMEe KpUTepuu: odeHb vacto (> 1/10), gacro (> 1/100, o < 1/10),
Hedacto (>1/1 000, vo < 1/100), penxo (> 1/10 000, o < 1/1 000), ouensr peaxo (< 1/10 000,
BKJIFOYAsl OTJCJIbHBIE COOOIICHHS) U «4acTOTa HEM3BECTHA» (HA OCHOBAHWU MMEIOIIUXCS JTAHHBIX
OIICHUTH HEBO3MOXHO).

Tabnuia 5. Pe3tome HexenaTeNbHbIX peaKuil

CucreMHO-OpraHHBIN KJ1acc Yacrora HexenarenbHble peakuyun
Hapymenuss co  cTOpOHBI | peako aJyieprudecKue peakuuu
VMMYHHOU CHCTEMBI (aHadumaKkTUYECKHE pEeaKIINUH,

AHTMOHEBPOTUYECKHA  OTEK,
KpamnuBHULIA),

aHa(UIAKTUYECKHH IIIOK

Hapymienuss co  CTOpOHBI | 4acTo apecTe3ns,
HEPBHOM CHCTEMBI TOJIOBOKPY)KCHHE, TOJIOBHAS
001b
HEYacTo 0OECITOKOMCTBO, CHMIITOMBI

TOKCHYECKOT'O  BO3IEHUCTBUS
Ha [{THC (cymoporu, 6onpmme
CYJOPOXKHbBIE NPUTIAJIKY,
NapecTe3ud B OKOJIOPOTOBOM
30HE, JWU3apPTPUs, OHEMEHHE
S3bIKa, HAPYIICHUS 3pCHHUS,
3BOH B YIllaX, TUIEpaKy3us,
TpeMop, MBIIIICYHBIC

MOICPTUBaHMs ) *, THIIECTE3US

HapyimieHuss co  CTOPOHBI | 4acTo Opanukapaus, TaxXuKapIust
cepana penKo apUTMUS, OCTAaHOBKA cep.Iia
Hapymienuss co  CTOpOHBI | OYEHB 4acTO cHIKeHue AJ1**
COCYZIOB 9acTo noBbItieHue A/l

HEYacTo 00MOpOK
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 11.11.2025 N= 28124

CucteMHO-OpraHHbIN KI1acc Yacrora ': ﬂ":i{:e:igegﬁéﬁgﬁg 555%5111/? Got2)
KenynouHo—KuIleyHbIe OY€Hb YaCTO TOIIHOTA

HaPYIICHUS 4acTo pBOTa***

Hapymiennst co  cTOpOHBI | 4acTo 3a/IepKKa MOUYEUCITYCKaHUS

IIOUEK MW MOYCBBIBOJAIIINX

nyTen
Hapymiennss co  CTOpOHBI | HEYacTO OJIBIIIKA, 3aTpyIHEHHOE
JbIXaTEIbHON CUCTEMBI, JIbIXaHHE

OpPraHoB TPYAHON KIETKU U

CpeaOoCTeHUs
OO6mme  paccTpoiicTBa | | 4acTO 0omp B cnuHE,  O3HOO,
HapyUICHUA B MCCTC BBCACHU A IIOBBIIIICHUEC TEMIICPATYPhbI
Tena
HE4YaCTO TUIIOTCPMUA

* JlaHHBIE CUMIITOMBI OOBIYHO CBSI3aHBI CO CITy4YallHbIM BHYTPUCOCY/MCTHIM BBEJCHHEM, IIEPEI03UPOBKON MM OBICTPOI
abcopOiuei.
** Cumxenne AJ] BctpedaeTcs y neteit yacro.

*** PBoTa BcTpeyaeTcs y AeTei OUeHb 4acTo.

Coo011enne 0 moA03pEeBAEMbIX HEKEIATEILHBIX PEAKIIAIX

Baxxno coobmiaTh 0 Mojo03peBaeMbIX HEXKeNaTeNbHbIX PeaKlusix MOocjie PerucTpanuy npemnapara ¢
1eNbI0 00ecTieyeH s HETTPEPHIBHOTO MOHUTOPUHTa COOTHOLIEHHS «I0JIb3a — PUCK» JIEKAPCTBEHHOTO
npernapata. MeAMIMHCKUM pabOTHUKAM pPEeKOMEHAyeTCsl cooOIaTh O JIOOBIX MOJ03PEBAEMbIX
HEeXKeJlaTeJIbHBIX PeaKlUIX JEKapCTBEHHOI'O Mpernapara 4epe3 HallMOHAIbHbIE CUCTEMbI COOOIIEHUS
0 HEXeJIaTEIbHBIX PEaKLUUIX TOCYAapCTB — YWIEHOB EBpa3uiickoro 3SKOHOMUYECKOIO CO03a.
Poccuiickas @eoepayus

OenepanbHas ciryx0a 1o Haa30py B cdepe 3paBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKas 1iomanp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

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

Caiit: www.roszdravnadzor.gov.ru

Pecnybonuxa Fenapyco

VII «LleHTp 3KCnepTU3 U UCIBITAHUMI B 3PABOOXPAHEHUN

Anpec: 220037, r. Munck, ToBapuiueckuii niep., 2a

Tenedon otaena papmakonaazopa: + 375 (17) 242-00-29

daxc: +375 (17) 242-00-29

OnexrpoHHas noyra: repl@rceth.by
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 11.11.2025 N= 28124
(MOCNEOOBATENEHOCTE 0002)

Caiit: www.rceth.by

4.9. llepeno3upoBKa

CuMOTOMBI

Ocmpas cucmemHas MOKCUYHOCb

[Tpu cmyyaitHOM BHYTPHCOCYIMCTOM BBEICHUU IIPU MPOBEICHUH OJ0KaJ HEPBHBIX CIUIETEHUHA WU
Apyrux mnepudepruueckux Ookaa HAOMIOJATUCh Cllydad BO3HMKHOBEHHs cyaopor. B ciydae
MHTPATEKAJIbHOT O BBEICHNS aHECTETHKA ITPU HENIPABUIILHOM IIPOBEIECHUU 3Ny PaJIbHON aHeCTe3nn
BO3MO’KHO BO3HUKHOBEHHE ITOJTHOTO CITMHAJIBHOTO OJIOKA.

CrnyuaiiHoe BHYTPHCOCYIMCTOE BBE/IEHUE aHECTETHKA MOXET BbI3BaTh HEMENJICHHYIO TOKCUYECKYIO
peakuuIo.

IIpn mnepeno3upoBke BO BpeMs NPOBEICHUsS PETrMOHAPHONW AHECTE3MHM CHMITOMBI CHUCTEMHOMN
TOKCHUYECKOW PEaKIUH MOSBIISIOTCS B OTCPOUYSHHOM Topsike yepe3 15—-60 MuH mocie nHbEeKIHH 13-
3a MEIUICHHOT'O MOBBIIIEHHS] KOHIIEHTpPAIlMM MECTHOTO aHEeCTeTHKa B Ia3Me KpoBu. CuctemHas
TOKCHUYHOCTb, B NEPBYIO Oudepedb, NposABisieTcss cuMmnromamMu co croponel ITHC wm cepaedno-
cocyucToi cuctembl. JlaHHbIE peaklUU BBI3BIBAIOTCS BBICOKMMH KOHIEHTPALUSMU MECTHOTO
aHeCcTeTHKa B KPOBH, KOTOpPbI€ MOTYT BO3HUKHYTb BCJEJICTBUE (CIy4ailHOr0) BHYTPUCOCYAUCTOTO
BBEJICHUS, IEPENO3UPOBKA WM  HCKIIOYMTENBHO  BBICOKOM  aJcopOLUUM M3  CHUJIIBHO
BAaCKYJIApU3UPOBaHHBIX oOmacteil. Peakmuum co croponsl IHHC cxoku 11 BceX MECTHBIX
aHECTETUKOB aMUJHOIO TUIIA, B TO BPEMs KaK PEaKIUU CO CTOPOHBI CEPACUYHO-COCYIUCTON CUCTEMBI
B OOJbIIEH CTENEHN 3aBUCAT OT BBEJCHHOTO ITperapara 1 e€ro J03bl.

Llenmpanvnas nepenas cucmema

[IposiBiieHUsT CHUCTEMHON TOKCMYHOCTH cO cTopoHbl [IHC pa3BuBaroTCs IOCTENEHHO: CHavaja
HOSIBJISIOTCS. PACCTPOMCTBA 3pEHUs, OHEMEHHE BOKPYT pTa, OHEMEHME S3bIKa, THIIEPAKY3Hsl, 3B0OH B
ylllax, roJOBOKpyXeHue. Jlu3apTpusi, TpeMOp M MbIIIEYHble IOJEPrUBaHUs SBIAIOTCA Oojee
CEPbE3HBIMU IIPOSIBJICHUAMHM CHCTEMHOM TOKCHYHOCTH M MOTYT IpPEALIECTBOBATH IIOSBICHUIO
IeHEePATM30BaHHBIX CYJI0pOT (3TU IPU3HAKH HE IOJDKHBI IPUHUMATHCS 32 HEBPOTUYECKOE MIOBECHUE
nanuenrta). Ilpu mnporpeccupoBaHMM HHTOKCHKALlMM MOXET HaOmoIaTbcs MOTEpsl CO3HAHMUA,
IPUCTYIBl CYJOPOr IPOJODKUTEIBHOCTBIO OT HECKOJIBKUX CEKYHJI 1O HECKOJIbKHX MUHYT,
COIIPOBOKJAIOIIMECS HAPYIIEHUEM JIbIXaHUs, ObICTPBIM Pa3BUTUEM IMIIOKCUH U TMIIEPKAIIHUU U3-32
MOBBIIIEHHONW MBIIIEYHOW aKTMBHOCTU M HEAJECKBAaTHOW BEHTUIIALMH. B TSHKENBIX CilydasXx MOXET
Jla)K€ HACTYNHUTh OCTAHOBKA JpIXaHUsA. BO3HMKaromue anuno3, TMNEpKaIueMusi, THIIOKAIbIIMEMHUS
YCUJIMBAIOT TOKCHUYECKHE d(PPEKTH aHECTETHKA.

BriocnenctBum, uz-3a nepepacnpeznenenus anecretuka u3 [IHC u ero nocnenyromiero merabonnszma
U 9KCKPEIMH, TPOUCXOAUT JOCTATOUHO OBICTPOE BOCCTAHOBIIEHHE (YHKILUH, €CIIM TOJBKO He Oblia

BBCACHA OoJbIIast J03a Mpenapara.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 11.11.2025 N= 28124
(MOCNEOOBATENEHOCTE 0002)

Cepoeuno-cocyoucmas cucmema

PaccTpoiicTBa CcO CTOPOHBI CEPACYHO-COCYIUCTONM CHCTEMBI SIBIIIIOTCS TIPU3HAKAMH OoJee
ceppe3HbIX ocnokHeHu. CHmkenue AJl, Opagukapaus, apuTMHs WU, B psAAE CIy4aeB, Jaxe
OCTAHOBKa CEp/lla MOT'YT BO3HMKAaTh BCJIE€ACTBHE BBICOKOM CHUCTEMHON KOHLEHTPALUHW MECTHBIX
AaHECTETUKOB. B peakux ciyyasx OCTaHOBKa Ceplla HE CONPOBOXKIACTCS MpPEIIIeCTBYIOLIEH
cumnToMatukoit co croponsl [IHC. B uccnenoBanusx Ha g00poBoJibLIaX BHYTpUBEHHAs UHQY3USA
poIMBaKanHa MPUBOMIIA K YTHETCHHIO TIPOBOJMMOCTH U COKPATUTEIBHON CIIOCOOHOCTH CepIeUHON
MbIbl. CUMIOTOMaM CO CTOPOHBI CEPJEYHO-COCYIUCTOM CHUCTEMBI OOBIYHO MPEALIECTBYIOT
MposABIIEHUsT TOKCHMYHOCTH cO cTropoHbl [[HC, koTopsle MOXXHO HE 3aMETUTh, €clu OOJbHOU
HaXOJUTCS MOJ ACWCTBUEM CEAATHUBHBIX CPEICTB (O€H30AMa3eNUHbl UM OapOUTYypaThl) WM IMOJ
o011el aHeCTe3UeH.

VY nerell paHHUE NpPU3HAKU CUCTEMHOM TOKCHYHOCTH MECTHBIX aHECTETHMKOB HMHOTAA CIIOKHEE
BBISIBUTH BCII€ACTBHE 3aTPYIHEHHH, MCIBITHIBAEMBIX E€ThbMHU IMpPH OMHUCAHUU CUMITOMOB, WIH B
cllydyae MpUMEHEHUsI perMOHApHOM aHeCTe3Un B COYETAaHUU C 001Iel aHeCTe3HEeH.

Jleyenue oCcTPoil TOKCUYHOCTHU

[Ipn mnosBiIeHUM MEPBBIX NPHU3HAKOB OCTPOM CHCTEMHOW TOKCHYHOCTH CIIEIYyET HEMEIJIEHHO
MpeKpaTuTh BBeAcHUE npenaparta. [Ipu mnosBieHun cygopor u cuMmntomoB yraHerenus [HHC
MaueHTy TpeOyeTcsl aieKBaTHOE JIeUeHHE, 1IETbI0 KOTOPOTO SBISETCS MOAepKaHHEe OKCUT'CHAIIUH,
KYIIHPOBAaHHUE CYJIOpPOr, MOAJEPKAHHME ACITEIBHOCTU CEPIEYHO-COCYAUCTOM cucTtembl. Caemyer
0o0ecreuynTh OKCHTEHAIMI0, a MPH HEOOXOIUMOCTH NEPEeUTH Ha HCKYCCTBEHHYIO BEHTHIISILIHIO
nerkux. Ecmm cmycts  15-20 cekyHa cymoporn HE TPEKpallaroTcs, CIEAyeT MPUMEHSTh
MIPOTUBOCYJIOPOKHBIE CPEJICTBA: THOIMEHTan HaTpus |-3 MI/Kr BHYTpuUBEHHO (oOecrednBaeT
ObICTpoe KynupoBaHue cyaopor) wiu auazenam 0,1 Mr/kr BHYTpUBEHHO (A€iCTBHE pa3BHBAaETCS
MeJUIeHHEee MO0 CPaBHEHHIO ¢ JAelicTBUeM THoreHTana HaTpus). CykcameroHuit 1 Mr/kr ObIcTpo
KyIUpYeT CyJIOpOrd, HO MPH €ro HUCIOJIb30BAHUU TpeOyeTcs MHTYyOalus Tpaxeu M HCKYCCTBEHHas
BEHTHWJISILIUS JIETKHX.

[Ipy yrHeTeHMH OESTENBHOCTH CEepACYHO-COCYIAUCTOM cucTembl (cHmkeHnue AJl, Opamukapaus)
HeoOxoauMo BHYTpuBeHHOe BBereHue 5—10 mr sdenpuna, npu HeobxomumocTu yepe3 2—3 MHUH
BBEJCHUE MOBTOPUTH. [Ipu pa3BUTHMM LUPKYIATOPHON HEJOCTATOYHOCTH WJIM OCTAHOBKE CEpalia
clelyeT HEMEMJIEHHO HayaTh CTaHJapTHbIE PEaHUMALMOHHbIE MeponpusaTHs. KU3HEHHO BaXKHO
MOAJIEP)KUBATh ONTUMAJIbHYIO OKCUT€HALIMIO, BEHTWISILUIO M IUPKYJSIMIO KPOBH, a TaKXKe
KOppeKkTupoBaTh anuao3. llpu ocraHoBKe cepana MoryT mnoTpeOoBaThCs Ooniee UTMTETbHBIC
pEaHMMALIMOHHBIE MEPOTIPUSATHUS.

[Tpu Tepanuu CUCTEMHON TOKCUYHOCTH y IeTe HE0OXOANMMO KOPPEKTHUPOBATH J03bI IEPEUNCICHHBIX

BbIIIC IPCIapaToOB COOTBCTCTBCHHO BO3PACTy U MACCC TCJIa MAlUCHTA.
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5. DAPMAKOJOTMYECKHUE CBOMCTBA (NOCHEOCGBATENEHOCTE 0002)

5.1. dapmakoamHaMHUYecKHe CBOHCTBA
dapMakoTepaneBTUYECKas IpyIIa: aHECTETUKU; MECTHBIE AHECTETUKU; aMU/Ibl.
Koxg ATX: NOIBB09

MexauusM aeiictBus U hapMakoauHaMmudeckue dhdeKThl

PonuBakanH — MeCTHBIN aHECTETUK aMUIHOTO TUIIA IJIUTEIBHOrO IEUCTBHUS, IBISIOUIUNACS YACTHIM
sHaHTHOMEepoM. O0JIaaeT Kak aHeCTE3UPYIOIINM, TaK U 00e300JIMBAOIINM JIeiicTBHEM. Bricokue
J103bl POIIMBAaKaWHA MPUMEHSIOTCS JUIsi MECTHOW aHECTE3UM IIPU XUPYPrU4e€CKUX BMEIIATEIbCTBAX,
HU3KHE JI03bl IpernapaTa 00eCHeunBalOT aHAJIbIE3UI0 (CEHCOpPHBIM OJ0K) ¢ MMHMMAaJbHBIM U HE
MIPOrPECCUPYIOLIUM MOTOPHBIM Os10kOM. Ha IMTenhHOCTh U MNHTEHCUBHOCTD OJIOKAJIbl, BI3BAaHHOMN
ponuBakanHoM, AoOaBieHne HuHePpuHa He BiuseT. OOpaTuMo OJOKUpPYS MOTEHIHAT3aBUCUMbIE
HaTpUEBbIE KaHAJIbI, IPENATCTBYET T€HEPAIMi UMITYJIbCOB B OKOHYAHMSIX UyBCTBUTEJIbHBIX HEPBOB
Y IPOBEJICHUIO UMITYJILCOB 110 HEPBHBIM BOJIOKHAM.

Kak u npyrue MecTHble aHECTETUKH MOXKET OKa3bIBaTh BIMSIHUE HA APYrUe BO30yAUMbIE KJIETOUHbIE
MeMOpaHbl (HanpuMep, B TOJIOBHOM MO3re U MHoKapae). Ecian n30bITouHOe KOJIMYECTBO MECTHOTO
aHEeCTEeTHKa JOCTUTaeT CHUCTEMHOI0 KPOBOTOKA 3a KOPOTKHI NPOMEXKYTOK BPEMEHH, BO3MOKHO
MPOSIBJIEHUE IPU3HAKOB CUCTEMHOU TOKCHUYHOCTH.

[Ipusnaku TokcuuHoctu co crtoponbl [[HC mpenmecTByroT mpu3HakaM TOKCHYHOCTH CO CTOPOHBI
CepJICUHO-COCYTUCTOM CHUCTEMbI, TaK Kak HaOmomaoTcs mpu Oojee HU3KUX KOHLIEHTPALUAX
pornuBakanHa B 11a3Me (cM. pazzaen 4.9). PornBakanH nMeeT MIUPOKUH TEPaAeBTUYCCKUN TUATIA30H
(IvamazoH MeXIy J[03aMH, OKa3bIBAaIOIIMMHU TEpareBTHUECKOe W TOKCHYecKoe eiicTue). B
MCCIIeI0BaHMX IN VIVO Ha )KUBOTHBIX IMOKA3aHO, YTO POITMBAKAMH OKa3bIBACT MEHBIIIEE TOKCHYECKOE
JeficTBHE Ha MUOKap/l TI0 CPABHEHHIO C OyTTHBAKAHOM.

[IpsiMoe nelcTBHE MECTHBIX AHECTETHMKOB Ha CEpALE BKIOYACT 3aMEIJIECHHE MPOBOJUMOCTH,
OTpHULATENIbHBIN HHOTPONHBIN 3G (EKT U, TPU BHIPAKEHHOU MEePEI03UPOBKE, APUTMUIO U OCTAHOBKY
cepaiia. BHyTpuBeHHOE BBe/IeHHE BBHICOKHX /103 pONMBaKanHa MPUBOJIUT K TakuM ke dpdekraM Ha
cepaue.

BuyTtpuBennsle uH(Y3uH ponMBaKanHa 3J0POBBIM JTOOPOBOJIBIIAM TMOKAa3aldd €ro XOPOIIYIO
MIEPEHOCUMOCTb.

Henpsimpie cepaeuno-cocyaucteie 3¢ ¢extsl (cHmwxeHune AJl, Opaaukapaus), KOTOpbleé MOTYT
BO3HUKATh IIOCJIE SHUAYpPalIbHOTO BBEACHHUS pPOIMBAKauHa, OOYCIOBJIEHbl BO3HUKAIOIIEH

CUMIIATUYECKON OJIOKaLOM.
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ot 11.11.2025 N= 28124
(MOCNEOOBATENEHOCTE 0002)

5.2. ®apMaKOKHHETHYECKHUE CBOHCTBA

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

AOcopbuus

Konuenrpanusi ponvBakanHa B IJIa3M€ KPOBM 3aBUCHT OT J103bl, IyTH BBEJACHUS U CTEICHU
BaCKYJISIpHU3AIMK 00IacTH WHBEKIMU. DapMaKOKHMHETHUKA PONHMBAKAaWHA JIMHEHHAs, MaKCUMaIbHas
KoHIeHTpauus (Cmax) NpOMOpPIHOHATBHA BBeACHHOW nmo3e. [locie snuaypanbHOTO BBEIEHUS
pOIHMBaKaWH IMOJIHOCThIO abcopoOupyercs. AOcopOmus HOCUT ABYX(as3HBIM XapakTep, NEpUOJ
nosryBeiBeieHust (T12) s nByX (a3 cocraBisieT COOTBETCTBEHHO 14 MuH W 4 4. 3amemjicHue
SIIMMUHAIIMKA PONUBAKaWHa OMNpEeIeNseTcs MeUIeHHOH abcopOumel, 4to OoOBsSICHsAET Ooiee
JUTTENbHBIN T1/2 TOCTIE AMUAYPATIBHOTO BBEJCHUS, HO CPABHEHHIO C BHYTPUBEHHBIM BBEJCHUEM.

Pacnopenencnne

OOmuii Ia3MeHHbBIN KIMpeHe poruBakanaa — 440 MuI/MUH, TUIA3MEHHBIN KIIMPEHC HECBSA3aHHOTO
BEIIECTBA § JI/MUH, IOYEUHbIN KIUpeHe | MiI/MHUH, 00BEM pacripeiesICHHs] B pABHOBECHOM COCTOSIHUN
47 n, mokaszarenb Ie4eHOYHOU skcTpakiuu okoio 0,4, Ti, — 1,8 4. PonmBakanH WHTESHCHBHO
CBs3bIBAaETCA € OelKaMu IUIa3Mbl KPOBH (TJIaBHBIM O0Opa3oM C o— KHUCIBIMU TJIMKOIMPOTEUHAMH),
HecBs3aHHas (Ppakiys pornuBaKanHa cocTaBisieT okosio 6 %. JlnutenbHas snuypanbHas UHQY3Us
ponuBaKanHa MPUBOJUT K IMOBBIIIEHUIO OOIIEro COJAEpXKaHUsS IMpenapara B IJIa3Me KpOBHU, YTO
00yCIIOBJICHO YBEIMUYEHUEM COJIEPKAHUS KUCIIBIX TIIMKOMPOTEUHOB B KPOBH MOCJE XUPYPIHUECKUX
omepanuii, TP OSTOM KOHIICHTPAIMS HECBS3aHHOW, (apMaKOJIOTHYECKH aKTHUBHOW (HOPMBI
polnMBaKanuHa B IJIa3Me KPOBU MEHSETCS] B rOpa3/i0 MEHBIIEH CTENeHH, YeM oOmIasi KOHLEHTPALUs
pornMBaKauHa.

PonuBakavH XOpOIIO NPOHHUKAET 4Yepe3 IUIAllEHTapHbIH Oapbep C OBICTPHIM JIOCTH)KEHUEM
paBHOBecHs 1O HecBsi3aHHOM (pakuuu. CTeneHb CBA3BIBaHUS C OelKaMu I1a3Mbl KPOBU y IUIOAA
MEHBIIE, YeM y MaTepH, YTO IPUBOJUT K Oojiee HU3KUM KOHIIGHTpAIMsM PONHBAKaWHa B IJIa3Me
IJ10/1a 0 CPABHEHHUIO ¢ 0OIIei KOHIIEHTpalKel ponuBakalHa B Ila3Me KPOBU MaTEPH.

BI/IOTDaHCd)ODMaI_[I/IH

PonmBakanH akTUBHO METa0OIU3UPYETCS B OpraHu3Me, TNIaBHBIM 00pa3oM MyTeM apoMaTUYECKOro
TUAPOKCHIIMPOBAHUA.  3-TUAPOKCHUPONMBAKaWH (KOHBIOTHUPOBAHHBI + HEKOHBIOTHPOBAHHBIH)
OoOHapyKUBAETCs B TUIa3Me KPOBU. 3-THAPOKCH U 4-TUIPOKCHUPOIIMBAKANH 00IagatoT 6osee ciabbiM
MECTHOAHECTE3UPYIOIIUM JACHCTBHEM 10 CPABHEHHUIO C POITMBAKAUHOM.

OnIUMHUAHALIUS

[Tocne BHYyTpuUBEeHHOTO BBeeHUS 86 % polrBakanHa BBIBOJUTCS ¢ MOYOW M TONIBKO okojo 1 % ot
BBIZICNIIEMOTO C MOYOM TpemapaTa BBIBOOUTCS B HeusMeHeHHOM Buae. Oxomo 37 % 3-
TUPOKCUPONMBAKaWHA, OCHOBHOIO  MeTabonMTa  pONMBAaKaWHA, BBIBOJAUTCA C  MOYOHU

NpEUMYIICCTBCHHO B KOHBIOFHpOBaHHOﬁ (I)opMe. 1-3% ponrBaKanHa BBIBOJAUTCA C MOYOH B BHUJC
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CIICAYIOMIUX META0O0JIUTOB: 4-THIPOKCUPOIMBAKANHA, N—ﬂe3£&mgﬁt:ﬁ1%gbgllfog %I—':'—

THPOKCUIC3ATKHIMPOBAHHOTO porMBakanHa. Het TaHHBIX O palieMu3aluy poruBakanHa in Vivo.
6. PAPMAIIEBTUYECKHUE CBOVCTBA

6.1. [lepeyens BcoMoraTebHbIX BellleCTB

Harpus xiopun

X10pUCTOBOAOPOHAS KUCoTa (1t Koppekiuu pH)

Hatpus ruapokcuaa (s koppexkuuu pH)

Boga o1 napexnuin

6.2. HecoBmecTUMOCTH

JIaHHBI JIEKapCTBEHHBIM TMpermapar He CJleayeT CMENIUBaTh C JAPYTHMMH JIEKapCTBEHHBIMU
IpernapaTamu, 3a UCKJIIOUEHUEM YIIOMSHYTHIX B paszzene 6.6.

B mienouHsIX pacTBOpax ponMBaKanH MOXKET BBINAIATh B OCAIOK, MOCKOJIBKY OH CIIa00 pacTBOpUM
ripu pH Bemre 6,0.

6.3. Cpok roaHocTu (CPOK XpaHeHHs )

AMHVJ’II)I TTOJHUIIPOIINJICHOBBIC

3 roma

Konreitaep (Mmerok) «®pudiaexc®»

2 rona

6.4. OcoOble MepbI MPEAOCTOPOKHOCTH NPU XPAHEHUH
XpaHuTh Npu Temmneparype He Baiie 25 °C.

6.5. XapakTep u cofepkaHue NePBUYHON YNAKOBKH

PacTBOp /u1g MHBEKIMHA 2 MI/MII

[To 10 M wam 20 MJ1 B aMITyJibl TOJIUITPONUIICHOBBIE.

I[lo 1 ammyne Moryr moMemiatb B KOHTYPHYIO — SYCHKOBYIO  YNAaKOBKYy M3
MOJTMKapOOHATa/TIOTUATHIICHA.

[To 5 amnyn B KOHTYpHBIX SYEHKOBBIX YMAKOBKAaX WJIM 0€3 HUX BMECTE C JIMCTKOM-BKJIAQJBIIIEM
MOMEIAOT B MMaYKy KapTOHHYIO.

Mo 100 mi mau 200 M1 B HOMMMEpPHO# yrakoBke THna «Ppudiexc®

», COCTOSIIIEH W3 MEePBUYHOTO
(BHYTpEHHEr0) KOHTEHHEepa ¢ MpenapaToM U 3alllUTHOT'0 HApy>KHOro Menika. [lepBuuHbIi KOHTeHHEp
cHa0OXeH JBYMs MOPTaMHU.

[To 5 MemKoOB BMECTE ¢ IMCTKOM-BKJIAbIIIIEM TIOMENIAIOT B MAYKy KaPTOHHYIO.

PacTBOp /U1 MHBEKIMIA 5 MI/MII

ITo 10 M1 B amMIyJ1bl MOJMIPOIHIICHOBBIE.
I[lo 1ammyne  Moryr  mnoMemiatb B KOHTYPHYIO  SYEHKOBYIO  YHAkOBKY M3

MOJIMKapOOHATa/OTUATHIICHA.
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ITo 5 ammynm B KOHTYpPHBIX SUEHKOBBIX YyHakOBKax HJIHU 0e3 '}IH/};:BEEQEE %“IEQEM‘E&&Q ;IEII'EI{/I

IMOMEIIAOT B NAYKy KAPTOHHYIO.

PactBop misg uebekuuit 7.5 mr/mir, 10 mr/ma

ITo 10 mut mnm 20 M1 B aMITyJibl OJIUIPONHIIEHOBBIE.

I[To lammyme  MoryT  moMem@arh B KOHTYPHYK  SYCHKOBYIO  YIAKOBKY U3
MOJTMKapOOHATA/TIONUATHIICHA.

[To 5 amMmynm B KOHTYpPHBIX SYCHKOBBIX YIAKOBKaX WM 0€3 HUX BMECTE C JIMCTKOM-BKJIQJIBIIICM
MTOMEIIAIOT B MMaYKy KapTOHHYIO.

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH MPH YHUUYTOKEHHH HCIOJIHL30BAHHOIO JIEKAPCTBEHHOT0
npenapara WM OTXO0J0B, MOJYYEHHbIX MOCJe MPUMEHEHHs JIeKAPCTBEHHOr0 Mpenapara, u
Apyrue MAaHUMYJISIMHU ¢ MPenapaTom

PacTBOp HE COMEPKUT KOHCEPBAHTOB M IPEIHA3HAYEH TOJBKO IS OJHOKPATHOTO MPHUMCHCHUS.
[ToteXXUT HEMEUIEHHOMY HCIIOJIb30BAHUIO TIOCIIE BCKPBITHS aMIyibl (KOHTEiHHepa (Merka)
«Dpudexc®»), HEUCIIOIB30BAHHBINA OCTATOK MpenapaTa yTUIU3UPYIOT.

[Tepen ucnoap30BaHNEM JICKAPCTBEHHBIN IIperapar HeoOX0IMMO BHIMATEIFHO OCMOTpETh. PacTBop
JUTSE MHBEKIIMH TIPUTOJICH K MCIIOJIb30BAaHHUIO TOJIEKO B TOM CJIydae, €CIId OH SBJISCTCS MPO3PAYHBIM,
BUJIUMbIE MEXaHUUYECKHE YaCTULIbI OTCYTCTBYIOT, @ EMKOCTh HE MOBPEK/ICHA.

[Ipenapar PonmBakann KaGu, pacdacoBanHbIil B TutacTHKOBbIE MHGY3UOHHBIE MemKkd mo 100 u
200 M1 TO CBOMM XHMHYECKUM M (U3MUYECKUM CBONCTBAM COBMECTHM CO CJICIYIOITUMU
JIEKapCTBEHHBIMU IIperapaTaMHy, EPeUnCcICHHbIMU B TabnuIie 6.

Tabmuma 6. Ilepeuenbp mnpenapatoB, ¢ KOTOPBIMH coBMecTUM Tipenapar PomnmBakamn KaOwu,

pacdacoBannbiii 1o 100 M1 1 200 M1 B TUIACTHKOBBIC HH(GY3UOHHBIC MEIIIKH

Konnentpanus PorrmBakanna Kabu: 1-2 mr/min

JobaBisiemblii pacTBOp Konuentpanus
denTannn 1,0-10,0 Mkr/min
Mopdun 20,0-100,0 mkr/ma

Hecmotpss Ha TOT (aKkT, YTO MOJYYEHHBIE CMECH COXPAHSIOT XUMHUYECKYI) U (PU3UYECKYIO
ctabuipHOCTh B Teuenue 30 nHelt mpu Temmnepatype He Bbimie 30°C, uMcxons U3 AAaHHBIX IO
MUKpPOOHOJIOTHUECKOI YUCTOTE, CIEAYET UCIOIb30BaTh MOJYUYEHHbIE CMECH PACTBOPOB HEMEITICHHO
MOCJI€ MPUTOTOBJICHHUS.

JIro60e KOTM4eCTBO pacTBOPA, OCTABILIETOCs B aMITyJie (KOHTEHHEPE) MOCIIe UCIIOIb30BAHUS, TOJKHO
OBITh YTUITM3UPOBAHO.

HeBckpeiTast aMmiynna ¢ pacTBOpOM He JIOJKHA ObITh aBTOKIIABUPOBAHA.

HeBckpbiTast KOHTYpHas SYEKOBas yIakoBKa 00ECTIEYUBACT CTEPUILHOCTh BHEITHEH MOBEPXHOCTU

AMITyJIbl U IIPCANIOYTUTCIIbHA JJIS UCTIOJIb30BAHHUA B YCIIOBUAX, Tpe6y10m1/1x CTCPUJIBHOCTH.
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Becp ocraBimMiiCs JIEKapCTBEHHBINM IpenapaTr U OTX(QbL cnthé:}:v%%ﬂEQ%%%éﬁ%ﬁ%ﬁ

IOPSAJIKE.

7. IEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

I'epmanus

®pesennyc Kadu [Joviunang I'm6X, I'epmanus/Fresenius Kabi Deutschland GmbH, Germany
Else-Kroener-Strasse, 1, 61352 Bad Homburg v.d.H., Germany

7.1. IlpeacTraBuTe /b AEpKATE/SI PErHCTPALMOHHOIO YI0CTOBEPEHHU

Ilperen3un nmorpeduTee HAIPABIATh IO AAPECY:

Poccniickas ®@enepanns

000 «®Ppezenunyc Kadu»

125167 r. Mockga, Jlenunrpaackuii nmpocrekt, 1. 37, kopmyc 9, OT. 3, [IOM. XXIV, KOM. 15
Temedon: +7 495 988-45-78

Dnexrponnas moura: drugsafety-ru@fresenius-kabi.ru
Pecry6nmka benapych

000 «Dpe3CeppucCucrem»

223053, Munckas o0iactb, MuHCKuU# paiioH, 1. BopoBiisHbI,
yi. bepezoBas pouia, a. 106, noment. 116

Ten.: +375 17 389 72 93

®axc: +375 17 370 87 02

DnekTpoHHas moura: fss@qrt.by

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITY CKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEHHBIH Mpenapat OTHOCUTCS K KaTErOpUU OTITYCKa MO pelenTy.

OO1as xapaKTepuCTHKA JIeKapCTBEHHOTO npenaparta PonuBakann Kabu noctynHa B e1MHOM peecTpe
3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB EBpa3uiickoro SKOHOMHYECKOTO COK03a M Ha
ouIHMaTEHOM caiite YHIOJTHOMOYEHHOT O opraHa (axcmepTHOM OpraHU3aIINH)

https://pharma.eaeunion.org/pharma/registers/26/ru/register, https://www.regmed.ru.
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