MUWHUCTEPCTBO 3/JPABOOXPAHEHWS
POCCUMCKOH ®EJEPAITAU
UHCTPYKIIUA

1o NMPUMEHEHHIO JIEKapCTBEeHHOr 0 Npenapara i MeAMLIHHCKOro

I'JIIOKO3A MHH3IPAB POCCHH

JC-007966- 180416
C

OTTACOBAHO

PerncrpaunonHslit Homep: JIC-001966

ToproBoe HanMeHOBaHHe Npenapara: I'roko3a

MexayHapoaHoe HeNaTeHTOBAaHHOE HJIH FPYNIIHPOBOYHOEe HAMMEHOBAaHME: NEKCTPO3a
JlekapcTBeHHas ¢popma: pacTBop Ui MHQY3UH

Cocras:

AXTHUBHOE BellleCTBO:

JexcTpo3sl MOHOTHMAPAT B riepecyere Ha gekcrposy —50,0r —-100,0r
BcnomorarenpHble BELECTBA:

Hannff XJIOpUL —-0,26T =0,26r
PacTBOp KMCIIOTHI XJIOPUCTOBOAOPOAHOH 1 M o pH 3,2-6,5

Boga 1 uHBEKLMiA noln noln
TeopeTnyeckas 0CMOJAPHOCTh, MOCM/1 286 564
Onucanue

becusetHas npo3payHas XUIAKOCTD.

MdapmakoTepaneBTH4YecKas rpynmna:

CpencTBo yrieBOAHOIO ITUTAHHUS.

Kon ATX: BOSBAO3

dapmakKoj0ruyeckoe aeiicTeue

PdapmakoAMHAMHKA

I'moko3a yCHNIMBAET OKHMCIMTEIBHO-BOCCTAHOBUTEIBHBIE MPOLECCHl B OpraHU3Me,
p

yJIydllaeT aHTUTOKCHYECKYI0 (YHKUMIO MEe4YeHH, YCWIMBAET COKPATHUTENbHYIO

JEATENIBHOCTE MHOKAp/a, SBJSAETCS HCTOYHUKOM JIETKOYCBOSIEMBIX YTIIEBOJOB.

dapmakoguHaMuueckue cBoiictBa 5% u 10% pacTBOpPOB HEKCTPO3Bl AHAJIOTUYHBI

CBOWCTBAM TJIIOKO3Bl - OCHOBHOTO MCTOYHMKA 3HEPIMHM KJIETOYHOro MeTabonusMa. 5%

PacTBOp AEKCTPO3BI MPEACTABAAET CO6OH H30TOHMYECKHH PaCTBOP C OCMOJIAPHOCTBIO (C

YYETOM BCIIOMOTATENIbHBIX BeLECTB) okojio 286 MOcm/n. IIoTpebisemas KamopHiHHOCTD

P

§
!




5% pactBopa AekcTpo3bl cocTaBnsgeT 200 kxan/n. 10% pacTBOp AEKCTPO3bI MPEACTaBIISET
cobOM THIEPTOHMYECKHI pAcTBOP C OCMOJISIPHOCTBIO (C YYETOM BCIOMOTraTelbHBIX
BewecTB) okono 564 MOcwm/n. TloTpebniemas kanopuitHOCTh 10% pacTBOpa HEKCTPO3bI
coctaBnseT 400 kkan/n. B pamkax mnapeHTepaJlbHOro mnurtaHus 5%, 10% pacTBOpHI
JIEKCTPO3Bl BBOOAT B KayecTBE HCTOYHHMKA YTIIEBOJOB (OTAENbHO HWIM KaK 4acTh
NapeHTepalbHOTO UTaHUA NP HEOOXOIUMOCTH).
5% u 10% pacTBOpPHI AEKCTPO3BI MO3BOJISIOT BOCIIONHATH HEAOCTATOYHOCTD XUAKOCTH 6€3
OJJHOBPEMEHHOr0 BBEJEHHs HOHOB. JlekcTpos3a, mocTynas B TKaHH, GochopHiupyercs,
npeBpaiasich B I0OK030-6-hocdar, KOTOPHIH aKTMBHO BKJIIOYAETCS BO MHOTHE 3BEHbBS
oOMeHa BelecTB OpraHu3ma.
IIpy npHMeHEeHUM pacTBOPOB [AEKCTPO3bl [IJil Pa3BElEHUS W pPaCTBOPEHHSA BBOAMMBIX
nNapeHTepaibHO  JIEKApCTBEHHBIX  IIpernaparos, tdbapMakooruyeckue CBOWCTBa
pacTBopa OyayT 3aBHCETH OT 10OABISIEMOro BELLECTBA.
DapmaKoKuHemuKka
I'mokoza merabonu3upyercss AByMsi pa3ziMuUHBIMH NYTAMH: aHadpOOHBIM W adPOOHBIM.
JlexcTpo3a, pacnajasichk Ha NMHPOBHHOTPANHYIO WJIM MOJIOUHYIO KHCIIOTY (aHa3poOHBIH
TJIMKONM3), MeTaboau3upyercs A0 ABYOKHUCH YriepojJa ¥ BOIBl C BEICBOOOXIEHHEM
sHepruu. Ilpy mnpHMeHeHMHM pacTBOpa AEKCTPO3bl MUl pa3BEJeHHUs M pacTBOPEHHS
BBOAMMEIX NIaPEHTEPAJIBHO JIEKAPCTBEHHBIX NIpENnapaToB, GapMaKOKHHETHYECKHE CBOHCTBA
pacTBOpa 6ynyT 3aBUCETH OT A0OABJIIEMOro BelllecTBa.
Iloka3zaHus K NPUMEHEHHIO
5% pacTBOp TIJIIOKO3BI:
— B Ka4yeCTBE HCTOYHHKA YTJIEBOAOB (OTAEIBHO MM KaK YacTh MapeHTEPaIbHOrO
NMTaHUA IPH HEOOXOAUMOCTH);
— JJI1 perujipaTalyi B ciydae MoTepH XUAKOCTH, OCOOEHHO Y MalHeHTOB C BBICOKOM
NOTPEOHOCTHIO B YIJIEBOAAX;
— JJIA Pa3BEIEHHs U PaCTBOPEHHMs BBOAUMBIX NapEHTEPATBHO JIEKAPCTBEHHBIX
npenaparos.
10% pacTBOp ItOKO3BI:

— B Ka4€CTBE€ UCTOYHHKA YTJICBOJAOB (OT,HCIIBHO HJIK KaK 4aCTh NNapE€HTECPAJIBHOTO

TUTAHHSA NIPU HEOOXOAUMOCTH);




— U1 perupaTalidy B Cllyyae IOTePH XUAKOCTH, OCOOEHHO Y MallMeHTOB ¢ BBICOKOH
NOTPEOHOCTHIO B YTJIEBOJAX;
— JUId pa3Be/leHUs] U PaCTBOPEHHs BBOJUMBIX NAPEHTEPATILHO JIEKAPCTBEHHBIX
npenaparos;

— U1 MPOGUIAKTUKY U JIEYEHUS THIIOTIMKEMHUH.
IIpoTuBOoNoOKa3aHus
JleKOMIIeHCUPOBaHHBIA  caxapHeld  guaber (w1 5% u  10%  pactBopa);
AEKOMIIEHCUPOBAHHEI HecaxapHeld auaber (i1 10 % pacTBOpa); runepocMossipHas
KOMa; reMOJHITIOLIUS ¥ BHEKJIETOUHAs TMNEPrUApaTalys, FMIEpBOJIEMHsI; THIIEPTITMKEMHS
M TUNEpNaKTaTeMus; TsDKellas MoyedHas HeAOCTaTOYHOCTh (C OJIUTYpUeH WM aHypHei);
AEKOMIIEHCHPOBaHHAasl CepleYyHas HENOCTaTOYHOCTh; FeHEpaM30BaHHbIE OTEKH (B TOM
YhC/Ie OTEK JIETKMX W OTeK TOJIOBHOrO MO3ra) M LHMppO3 IEYEHH C aCLHUTOM; IPOYHE
M3BECTHBIE (HOPMBI HETIEPEHOCHMOCTH TIUIIOKO3B! (HanpuMep, MeTabonnyeckuit cTpecc);
TMOBBIIEHHAA YyBCTBUTEJIBHOCTh K KOMIIOHEHTaM IIperiapaTa; BBEACHHE pacTBOpa B
TE€YeHHe MNEepBBIX 24 4 II0C/E TPaBMBI TOJIOBHI; HCHOJIb30BaHHE TOH ke HHOY3UOHHOM
CHCTEMBI, 4TO M U1 FeMOTpaHChY3HH (M3-3a pUCKa FreMoJIH3a U TpoMG03a); IpUMEHEHHE Y
TNaLKEHTOB C U3BECTHOH HENEPEHOCUMOCTBIO KyKypYy3bl HJIH POAYKTOB U3 KyKypy3sl (IIpH
NOTYy4eHUH JEKCTPO3Bl M3 KYKYpY3bl); NpPOTHBONOKa3aHHMsA K JIIOOBIM IIpenapaTam,
106aBIsieMBIM K pacTBOPY TJIFOKO3HI.
C 0cTOpOKHOCTBIO
HexomreHcupoBaHHas XpOHHYECKas CEPAEYHAs HEOCTATOYHOCTh, XPOHMYECKAs TOYeqHast
HEJI0CTaTOYHOCTB (OJIMIO-, aHYpHs), CaXapHEIi JuabeT, ruIoHaTpHeMus, AETCKH BO3DACT.
IIpuMeHeHHe NpH GepeMeHHOCTH H B MePHO/| IPYAHOT0 BCKAPMJIMBAHUS
PactBop nmekcTposel 5 % BO Bpemsi GEpeMEHHOCTH OGBIYHO HCIHONB3YeTCS B KAuecTBE
THJPATHPYIOLIEro U TPAHCIIOPTHOTO CPEACTBA MPH NMPUMEHEHUM IPYTUX JIEKAPCTBEHHBIX
TNPENaparoB (B YaCTHOCTH OKCUTOLIMHA).
PacTBop nekctpo3st 5% u 10% MoxHO 6€301acHO MPUMEHATH BO BpeMs 6€pEMEHHOCTH 1 B
NepHoJ TPyIHOTO BCKapMJIMBaHHs NMpPH YCIOBHH, YTO 3JEKTPONMTHEINM 6anaHc W GanaHc
XKUJIKOCTH KOHTPOJIUPYIOTCS W HAXOAATCA B MpeAenax (pu3HONorudeckoil Hopmel. Ecnu

POXKEHHLE BBOAAT IIFOKO3Y BHYTPHMBEHHO, TO KOHUCHTpallMA TJIFOKO3Bl B €€ KpPOBH HeE

J0JDKHa npeBblaTh 11 MMonp/i.




I'pyfHOE BCKapMITBaH¥e NpH MpuMeHeHHH 5% u 10% pacTBOpOB IEKCTPO3BI CTaparoTCs
He TpephIBaTh.
Ecni pacTBOp MAeKCTpO3bl [J0DaBAseTCs K JIEKAPCTBEHHOMY TIpenapary, CBOKCTBA
NIEKapCTBEHHOTO MpenapaTa U ero NpHMEHEHHE BO BpeMs OEPEMEHHOCTH U B NEPHOA
rPYAHOrO BCKapMJIMBaHUS PaCCMaTPUBAIOTCst OTACIIBHO.
ITo BO3MOXHOCTH, Npy 6EpEMEHHOCTH U B IEPUO/ TPYAHOTO BCKapMJIMBaHHsA, HEOOXOAHMO
Ha3Ha4aTh Npenapartbl AEKCTPO3bl U1 IpHEMA BHYTPb.
Cnoco0 npuMeHeHHs1 U 103bl
BuyrpuBenHo (kanenbHo). Ilpemapar OOBIYHO BBOJAT B INEPUPEPHYECKYIO HIIH
LEHTPAIBbHYIO BEHY.
KoHlleHTpauuss ¥ J03a BBOJMUMOIO pacTBOpa 3aBHUCAT OT BO3pacTa, MacChl Tejla W
KJIMHUYECKOT0 COCTOSHUS MaLMEHTA.
[lpuMeHeHHe Tmpenapara CIAeAyET OCYWIECTBIATh IOJ PETYJSIPHBIM MEIHULMHCKUM
HaOJIIOACHUEM. |
CnenyeT TIIATENBHO KOHTPOJMPOBATH KJIMHHYECKHE M OHOJIOTMYECKME NapaMeTphl, B
YaCTHOCTH KOHLIEHTPALIMIO TJIIOKO3bl B KPOBH, a TaKkke BOAHO-3JIEKTPOJIMTHEINA OanaHc.
Pacmeop oexcmpo3wt ona unpysuiu 5 %
PekomeHnyemass no3a B KayeCcTBE HMCTOYHMKA YTJIEBOAOB (OTAENBHO MM KaK 4acTb
NapeHTEePaJIbHOTO NMUTaHUs NP HEOOXOAUMOCTH):
Lna e3pocneix:

— 500-3000 M1 B CyTKH.
Jns Oemetl, 8xn04ast HOBOPONHCOEHHBIX!

— ¢ Maccoii Tena 0-10 kr — 100 MI/KT B CYTKH;

— ¢ maccoii tena 10-20 xr — 1000 ma + pononHuTepHble 50 MJT Ha KaXXbIH KI' MacChl
Tena cBelne 10 Kr B CYTKH;

— ¢ Maccoii tena 6onbime 20 xr — 1500 ma + pononHuTensHbie 20 M Ha KaXAbIA KI
Macchl Tefnia cBblie 20 K B CYyTKH.
CxopocTh ¥ 06BeM HH(]Y3HH 3aBUCAT OT BO3pacTa, MacChl TeNa, KIMHMYECKOTO0 COCTOSIHUA
M MeTabonu3Ma MNanueHTa, a TakkKe OT COMYTCTBYIOIIEH Tepanuu. Y HeTed UX NOJDKEH
OTIpe/IENIATh JieYallli Bpay, UMEIOLIUI OMNMBIT NPUMEHEHNS BHYTPUBEHHBIX NPENapaToB y

JIaHHOH KaTeropnu nalju€HTOB.




Henp3s mnpeBspllIaTh NOPOr YTWIKM3aLMM TJIIOKO3bl B OpraHu3Me BO H30exaHue
TUIIEPrIMKEMHH, TIO3TOMY MaKCHMasibHas 103a AEKCTPO3bl BapbUpYyeT OT 5 MI/KI/MUH AJS
B3pocibIX U 10-18 MI/KI/MHMH /i1 HOBOPOX/AEHHBIX U IeTeH B 3aBUCMMOCTH OT BO3pacTa H
ob1eit Maccel Tena.

PekoMeHayemass [03a MpH NPUMEHEHUW AN pa3BeleHHs U pacTBOPEHHS BBOAMMEIX
NapeHTepaJIbHO JIEKapCTBEHHBIX IMpernapatoB — o00byHO 50-250 Mn Ha opHy Ro3y
BBOJMMOIO JIEKQpCTBEHHOTO Ipernapara, OAHAKO HeoOXOAMMEBIM 00BeM cremyer
OTIpeNeNIATh Ha OCHOBAHHWH HMHCTPYKLMH IO NPUMEHEHHIO N0OaBIsAEMBIX JIEKApCTBEHHBIX
npenapatoB. [Ipy 3ToM 103a U CKOPOCTH BBEAEHHUS pacTBOpa ONPENEIAI0TCS CBOMCTBAaMH U
PEXUMOM JI03MPOBaHHs pa3BOJAHMMOrO JIEKapCTBEHHOIO Tpenapara.

Pacmeop dexcmpo3st 0na ungysuii 10 %

B3pocnvie u noscunvie n1o0u

PekoMeHayeMpie 10381 B Tabnuue 1 ciayxaT B KauecTBE OPHEHTHpa [Js NPHUMEHEHHUS Y
B3pOCIIBIX C Maccoi Tena okoso 70 kr.

Ta6auna 1. Pekomenaauuu no J03MpoBaHHI0 y B3pocibix (70 kr)*

[lokazaHue x NpUMEHEHHIO HauaneHas CkopocTb MHpy3nH Pexomennyemas

CYTO4Has A03a JJIUTENBHOCTD

NPUMEHEHHS
B kauecTBe HCTOYHHMKA 500-3000 mn B MakcumansHas ITponomxurensHOCTH
yrineBonos (OTAeNBHO cyTku (7-40 ma/kr B | pekOMeHlyeMasl CKOPOCTb [J/IeYEHHst 3aBUCHT OT
WM KaK 4acTh CYTKH) HHY3MH He N0/KHa KJIMHUYECKOTO
napeHTepaibHOro NpeBbIIaTh Nopor COCTOSIHMA TALIMEHTa
NUTaHKUS NPy YTHJIM3aLMK TTIHOKO3bl B
HeoOX0AMMOCTH) OpraHu3Me naLlueHTa, TaK
KaK 3TO MOXET NPHUBECTH K

INpodunaktrka 1 neveHne

THNEPriINKEMHUH!
THNOrJ1IMKEMHH

5 mr/kr/muH (3 mn/xr/u)

Pernpparauus B cnyyae
MOTEPH XXUAKOCTH U NpH
AeruapaTalmy y NauMeHToB ¢
BBICOKO# NOTpeOHOCTBLIO B

yrnesoaax
Hns passeneHus u 50-250 mn Ha onHy | B 3aBHCHMOCTH OT B 3aBucumocTu.oT
pPacTBOPEHHs BBOAMMBIX 2103y BBOAUMOTO pasBOAMMOro pa3BoOAMMOro
napeHTepasbHO NEKapCTBEHHOTO JIeKapCTBEHHOTO NIEKapCTBEHHOTO
JIEKapCTBEHHBIX NpErnapaToB |npernapara npenapara npenapara

* MakcuManbsHble 0OBEMBI B Mpefieflax peKOMEHAYEMBIX 03 CIeAYyeT BBOAWTH B TEUEHHUE
24 yacoB, 4TOOBI U30eXXaTh FreMOJUITIOLIMH.

Lemu u noopocmku




PCKOMGHIL}’CMHC J03bl B Tabnuue 2 CJIy>XXaT B Kay€CTBE€ OpHUEHTHpa AJid NPUMEHCHHA Y

JETEN U NOAPOCTKOB U 3aBUCAT OT MAcChbl T€JIa U BO3pacTa.

Tabnuua 2. PekomeHaauuH 1o JO3HPOBAHHIO Y IeTeH U NMOJPOCTKOB

ITokazanue k

HauaneHas

HauanbHas ckopocts HHY3HH*

MIPUMCHEHHIO cyrounas Ao3a Hosopoxxaenusie | Mnaaenus! | [letu INonpocTkn
u M JETH (2-11 net) (ot 12 po
HEJIOHOLUEHHBIE | PAHHETO 16-18 ner)
OETH BO3pacTa
(1-23
MecsLa)
B kauectse ucTounuka |e c maccoi 0-10 kr [6-11 ma/kr/u 5-11 4-8 Or4
YT1€BOJOB (OTAENBHO — 100 ma/kr/cytkn |(10-18 MI/Kr/4 MIV/Kr/y4 mn/kr/y
WJIH KaK 4acTh e ¢ Maccoii ot 10 go [Mr/kr/MuH) (9-18 (7-14 (7-8,5
napeHTepanbLHOro 20 xr — 1000 mn + MT/Kr/MHH) | MI/KI/MWH) | MI/KT/MWH)
NHATaHHUA TIpH JOTNOJIHUTENIbHEIE
HeoOX0AUMOCTH) 50 M1 Ha KaXablii

IIpodmnakrrka U
NIe4EHHE THIOTIHKEMHH

Perugparaums B
clydae notepu
JKHUAKOCTH H NpH
JEruapaTaumu y
NalUUEHTOB ¢
BBICOKOH
noTpebHOCTHIO B
yrneBoaax

KI' Macchl Tena
ceeilie 10 kr/cyT

e C Maccot#i bonslue
20 xr— 1500 mn +
JIONOJIHUTENLHBIE
20 M1 Ha KaXX bl
KT Macckl Tena
cebie 20 kr/cyT

Jns passeneHus u
pacTBOPEHMS
BBOJIMMBbIX
NapeHTePajibHO
NeKapCTBEHHBIX
npenaparos

Havaneshas po3za: ot 50 no 100 mMn Ha oaHy 103y BBOAMMOTO JIEKAPCTBEHHOTO

npenapara. Hesasucumo ot BO3pacTa.

CkopocTb HH(]Y3Hii: B 3aBUCMMOCTH OT Pa3BOAMMOr0 NEKapCTBEHHOTO

npenapaTa. HezaBucumo oT Bo3pacra.

*CKOpoCTh, 00BEM UHPY3UH U ATUTETBHOCTH JIEUEHHUS 3aBUCAT OT BO3pacTa, MacChl Tela,

KJIMHUYECKOTO COCTOSIHUS M MeTabom3ma NnannyueHTa, a TakKkKE OT COH)/TCTBY}OIHC?I

Tepanuu. KX [OoJDKeH OIpenenaTs JieyallMd Bpad, HMMEIOIIMHA OINBIT TIPUMEHEHHUs

BHYTPUBEHHBIX TIpENapaToB y AeTei.




ITIPUMEYAHME: MakcumanpHble 00BEMBI B Tpelenax PEKOMEHAYEMBIX H03 CIENYET

BBOJMTH B TeYeHHE 24 yacoB, yTOOBI H36eXaTh reMOJUIIOLMH.

MakcuManbHas CKOpOoCTh HHY3UH He 0J/DKHA NPEBHIIATh I0POr YTHIM3ALHH IIIOKO3BI B
OpraHu3Me MalMeHTa, TaK KaK 3TO MOXXET MPUBECTH K TMIIEPIIIMKEMHUH.

B 3aBUCHMOCTH OT KIIMHHYECKOIO COCTOSIHMS MalKieHTa CKOPOCTHh BBEACHUS MOXET OBITh
CHIDKEHA JIJIi YMEHBIIEHUS pUCKa BOBHUKHOBEHHSI OCMOTHYECKOI O AHYpE3a.

IIpu npUMeHEeHUY NpenapaTta Ajist pa3BeleHHs ¥ paCTBOPEHMS JIEKAPCTBEHHBIX NpENapaToB
A1 MHOY3MOHHOTO BBeJ€HHS HEOOXOAMMBIA 00BEM ONpedeNnsloT Ha OCHOBaHUH
MHCTPYKIMH 10 TPUMEHEHHIO 100aBIIsEMBIX JIEKAPCTBEHHBIX NIPENapaToB.

ITo6o4yHoOe neHcTBHE

HexenartenpHble peakuyu (HP) crpynnupoBaHsl 0 CHCTEMaM U OpraHaM B COOTBETCTBHHU
co cnoapeM MedDRA wu inaccudukanmeit yactotsl passutus HP BO3: oyeHp yacTo
(>1/10), gacto (>1/100 mo <1/10), neuacto (>1/1000 no <1/100), peaxo (>1/10000 mo

<1/1000), ouenp peaxo (<1/10000), yacToTa Heu3BecTHa (YacTOTa HE MOXET OBITH

orpe/esieHa Ha OCHOBE UMEIOLIMXCS JaHHBIX).

Co cmopoHbl UMMYHHOU cUucmeMbl. 4acTOTa HEU3BECTHA — aHA(HIAKTUYECKUE PEAKLMH,
TIOBBIIIIEHHAS YYBCTBUTEIBHOCTD.

Co cmopoHbl o0bmena 6ewecmé U nUMAHUA. YacTOTa HEU3BECTHA — HapylIEHHs
3JIEKTPOJIMTHOrO  OajaHca  (TUIOKaJIMEMHMs, TMIOMarHuemus, runodocdaremus),
TUNEPIIIMKEMUS, TEMOAWIIONNS, AeTHAPAaTalUs, TUIIEPBOJIEMUS.

Co cmopoHbl coOcyd08: YaCTOTa HEU3BECTHA — BEHO3HBIH TpoM603, (pnedbut.

Co CMOpoHbl KOXMCU U NOOKOJNCHbIX MKAWelN: 4acToTa HEM3BECTHA — TMOBHIIEHHOE
NOTOOTAEJIEHHE.

Co cmopoHbl noyex U Mo4esbl800UUX Nymell. 4YacTOTa HEU3BECTHA — MOJIMYPHS.

Obwue paccmpoicmsa u HapyuleHus 6 mecme 88e0eHuUs. YacTOTa HEU3BECTHa — O3HOD,
NMXOpagKa, HHGEKUUs B MecTe HWHBEKLUMH, pa3ipaKeHHe B MECTE WHBEKIIMH,
9KCTpaBa3aluys, 00JIE3HEHHOCTh B MECTE HHBEKLIUH.

JlabopamopHo-uncmpymenmaneHvle OaHHble. YaCTOTa HEU3BECTHA — [UIIOKO3ypHs.
HexxenaTenbHple peakUMHM TakXe MOTyT OBITH CBSI3aHBl C INpenapaTroM, KOTOPHIA Obln
n06aBJieH K pacTBOpPY. BeposSTHOCTD APYTUX HEXXENaTeNbHBIX peaKLMid 3aBUCHT OT CBOHCTB
KOHKPETHOTrO 100aBJisieMOro JIEKapCTBEHHOTO Npernapara.

HpI/I BO3HHKHOBCHHH HEXENATCIIBHBIX peaKumTI BBEACHHE paCTBOpa CNENYET NPCKPATUTD.




Ilepeno3upoBka

CUMITOMEL: IJINTEeNbHOE MH(QY3UOHHOE BBEAECHHUE I[Ipernapara MOXET IpPHUBECTH K
TUNEPIIMKEMHY, [JIIOKO3YpUM, THIIEPOCMOJIAPHOCTH, OCMOTHYECKOMY JHYype3y H
obe3BokMBaHMIO. BBeneHue OonplunX OOBEMOB Mpenapara WIM BBICOKas CKOPOCTb
MH(}Y3MH MOTYT NMPUBOJAUTH K HAKOIUICHHIO XMAKOCTH B OpPraHM3MeE C FeMOAMIIIOLMEH H
runepBojieMuei. ITIpy NpeBBIIEHHU CNOCOOHOCTH OpraHu3Ma K YTMIM3AaLUH TJIIOKO3BI
OpicTpoe BBedeHHe OONbIIMX 03 NpenapaTa MOXXET BBI3BaThb TMIEPIIIMKEMHIO. Taroke
MOXET HMETh MECTO CHIDKEHHUE COAEPKAHUA KalUs U HeopraHuyeckoro gocgara B rmnasme
KpOBH.

[Ipn npuMeHeHHH pacTBOpa AEKCTPO3bl M1s MHOY3UH Ui pa3sBENEHHS M pacTBOPEHMA
IpYTUX JIEKapCTBEHHBIX IIpenapaTtoB sl BHYTPMBEHHOIO BBEJAEHHS, KINHHYECKHUE
IpU3HaKH M CHUMIITOMBl TIEPEJO3HMPOBKM MOFYT OBITH CBS3aHBl CO CBOWCTBaMH
MCII0JIb3YEMBIX JIEKapCTBEHHBIX MpenapaTos.

JledyeHue: IpH NMOSABIEHHUM CUMIITOMOB NEPEAO3UPOBKHU ClEAyeT NPHOCTaHOBUTH BBEACHHE
pacTBOpa, OLICHUTh COCTOSHHE IALIMEHTa, BBECTH MHCYJIMH KOPOTKOrO AEHCTBHUSA, NpH
HEOOXOJUMOCTH MPOBECTH NMOAJEPKUBAIOIIYIO CHMIITOMAaTUYECKYIO TEPaIUIo.
B3aumopeicTBHe ¢ APYTHMH JieKapCTBEHHbIMH NpenapaTamMmu

CoBMecTHOE IPUMEHEHHE KaTeX0JIaMUHOB U CTEPOUIOB CHI)KAET YCBaMBaHUE ITIOKO3BI.
Ilpu cMemiMBaHUM C JPYTHMMH JIEKapCTBEHHBIMU MpernapataMd HeoOXOOUMO BHU3YaJlbHO
KOHTPOJIMPOBATh MX Ha HECOBMECTUMOCTb.

Jlns pa3BeneHHs] UM pPacTBOPEHUs [PYTHX JIEKAPCTBEHHBIX CPEACTB IMpenapar cienyer
OPUMEHSTh TOJBKO MNPH HAIWYUM YKa3aHWH O pa3BEJEHHH pacTBOPOM JEKCTPO3bl
COOTBETCTBYIOLUEH KOHLEHTpPaUMM B HMHCTPYKUMM 1O TIPUMEHEHHI0O Ha JaHHBIH
JIeKapCTBEHHBIH Tipenapat. Ilpu oTCYyTCTBHH MH(pOpPMALIMK O COBMECTHMOCTH Ipenapar He
CJIEyeT CMEIIMBATh C APYTUMH JIEKAPCTBEHHBIMH CPEJCTBAMH.

Ilepen no6aBneHNEM Kakoro-Jnbo JIeKapCTBEHHOTO CpPeICTBA HEOOXOAUMO YOEAUTHCS, UTO
OHO pacTBOPUMO M cTabUIBHO B Boje B nuanasoHe pH mpenapara. [locne no6asnenus B
npenapaT COBMECTHMOIO JIEKAPCTBEHHOTO CpENCTBa IOJYYEHHBIH pacTBOp CleqyeT
BBOJIMTH HE3aMEJTUTENBHO.

JlexapcTBEHHBIE CPEACTBA C M3BECTHON HECOBMECTUMOCTHIO UCIOIB30BATh HEJb3s..

IIpu BBeIeHUM pacTBOPOB AEKCTPO3bl YEPE3 TY K€ MHQY3UOHHYIO CUCTEMY, YTO U AJIA

reMoTpaHC(y3uH, BO3MOXEH PUCK reMoJIM3a U TpoMbo3a.




Oco0ble yka3zaHus

JIist pacTBOpOB rimoko3bl 5% u 10%.

[TockONBKY Y TALMEHTOB C CaxapHbIM AuabeToM, MOYEYHOH HEeAOCTATOYHOCTBIO WU
HAXOIALIUXCS B OCTPOM KPUTHUYECKOM COCTOSIHHUH, IEPEHOCHMOCTD IIIOKO3HBI (A€KCTPO3BI)
MOXeT ObITh HapylleHa, cieayer o0cob0  TUIATENBPHO  KOHTPOJHPOBATh  HX
KJIMHUKO-OMOIOTHYECKHE TapaMeTpbl, B YaCTHOCTH KOHLIEHTPALHIO 3JIEKTPOJIHMTOB B
IU1a3Me KpOBH, B TOM YHMCJIe MarHUs UM ¢pocdopa, KOHLIEHTPALMIO III0K0361 B KpoBU. IlpH
HAJIMYUM TUTIEPTIIMKEMHH ClIelyeT CKOPPEKTHPOBATh CKOPOCThH BBEIEHHUS Npernapara 1/ uiu
Ha3HAYUTh UHCYJIMH KOpOTKOro AerctBus (noakoxHo 4-5 EJl u3 pacuera 1 EJl uncynuna
KOPOTKOI'O IEHCTBUSA Ha 4-5 I' IEKCTPO3HI).

OOBIYHO T©MIOKO3a TIOJHOCTBIO YCBAaWBaeTCsl OpPraHU3MOM (B HOpME TOYKaMHU He
BBIBOJUTCS), TIO3TOMY MOSIBJICHHE TIJIIOKO3Bl B MOYE MOXXET SIBJISATHCS NAaTOJIOTHYECKHM
IIPU3HAKOM.

B cirydae npoAoDKUTENBHOTO BBEAEHUS WM NMPUMEHEHHMS AEKCTPO3bl B BBICOKHUX A03aX
HeoOXOAMMO KOHTPOJIMpPOBaTh KOHLEHTpAaUMIO Kajluid B IJIa3Me€ KpOBM U IIpH*
HeoOXOJMMOCTH BBOJUTH KaJIMil OTIOJIHUTENBHO, YTOOB! M30eXaTh TMIOKAIMEMHUH.

[Ipy smu30aX BHYTPHUYEPENHOH TMICPTEH3MH HEOOXOAMM TINATENBHBIA KOHTPOJIb
KOHILICHTPALH TJIIOKO3b] B KPOBH.

IIpMeHeHHe pacTBOPOB IE€KCTPO3bl MOXET NPUBOAMTD K runepriukeMuu. Iloatomy ux He
PEKOMEHIYeTCss BBOJAUTH IIOCJIE€ OCTPOrO MIIEMHYECKOTO MHCYNbTa, TaK Kak
TUIIEPTIIMKEMHUS CONPSKEHA C YCHJIEHHEM HIIIEMHUYECKOTO MOBPEXACHUS I'0JIOBHOIO MO3ra
U NPEIATCTBYET BHI3IOPOBJICHHUIO.

Oco60 TIIaTeNnbHBIA KJIMHUYECKUH MOHHUTOPHUHI TpeOyeTcs B Hayaje BHYTPHUBEHHOIO
BBEJIEHU TIpernapara.

Jinid pernapaTallMOHHON Tepanuy pacTBOPHI YTJIEBOJOB CIEAYET IPUMEHATH B KOMOWHALMH
C pacTBOpaMM 3JEKTPOJMTOB BO H30exaHHME HapyIIEeHHs JJIEKTPOJMTHOro 6OanaHca
(runoHaTpueMHSs, THIIOKAIIUEMHS).

Heo6xoaumMo KOHTPOIMpPOBaTh KOHLIEHTPALMIO TNIIOKO3bl U COAEP)KAaHUE JIEKTPOJUTOB B
KPOBH, BOAHBIN HajlaHC, a TAaKXKe KUCIIOTHO-OCHOBHOE COCTOSIHUE OpPraHU3Ma.

Ilepen nprMeHeHHEM pacTBOp CJIELyeT OCMOTPeTh. IIpUMEHSATH TOJBKO MpPO3pauHbIi
pacTBop 06€3 BUAMMBIX BKJIIOUEHUH U MPH OTCYTCTBUU MOBPEXACHUI ynakoBkU. BBoAUTH

HEMOCPEACTBEHHO MNMOCJE NNOAKIIIOYEHHNA K I/IH(by3PIOHHOI7I CUCTEMC.




3aMopaxuBaHHE IpenapaTa NMpU YCJIOBHM COXPAaHHOCTH Te€PMETHYHOCTH YIIAKOBKH He
SIBJSIETCA NPOTHBOMNOKA3aHUEM K €ro NPUMEHEHHIO.

HecmaunBaeMOCTh BHyTpEHHEH MOBEPXHOCTH YTIAKOBKH HE SABJIAETCS MPOTHBOIOKA3aHHEM
K €ro pUMEHEHHUIO.

PacTBOpB! IEKCTPO3BI CleLyeT BBOAUTH C NMPUMEHEHHEM CTEPUIILHOrO OOOpYHOBaHHA C
cobJoieHeM NpaBuJl aCENTHKU U aHTUCETITHKH.

Bo u3bexanne Bo3AyHOH 3M6011H CleqyeT YOaUTh BO3MYX U3 HHPY3HOHHOM CUCTEMBI C
NOMOIIBIO pacTBOpA.

Hob6aBiseMble BEIECTBA MOTYT BBOAMTHCA Nepes HHGY3UeH uan B Xode HHQY3UH depes
MECTO BBOJA (TIpH HAJIMYMH CNIELMANIbHOTO NOPTa AJIs BBOJIA NPEMApaToB).

Jlo6apnenre B pacTBOp JAPYTMX JIEKApCTBEHHBIX CPEACTB WM HapyleHHE TEXHHKH
BBEJICHHs MOXET BBI3BATH JIMXOPAJKY BCIAEACTBHE BO3MOXHOIO IMOMAJaHUs B OPraHHU3M
nuporeHoB. IIp¥ pasBUTHM HeXENaTENbHBIX peakuui HHOY3HIO CIeNyeT HEMEJIEHHO
NPEKPaTUTh

Ilpu no6asyienuy ApyTHX JIeKapCTBEHHBIX NPerapaToB Iepe/ apeHTepaIbHEIM BBEACHHEM
HE0OXOAMMO IPOBEPUTH H30TOHUYHOCTH TOJIyYeHHOTo pacTBopa. IToHOE M TINATeabHOE
NepeMelliBaHNEe B aCENTHYECKMX YCIOBUAX SBJETCS 00s3aTeNbHEIM. PacTBOpEI,
coliepxaliye AOTOJHHTENbHEIE BELECTBA, CIIEAYET NPUMEHSATh HEMEUIEHHO, HX XpaHEHHE
3amnperieHo.

Ilpu BBeAeHWM [ONOJIHUTENBHBIX NHMTATENBHBIX BELIECTB ClIEAYET OMPEIENUTh
OCMOJIAPHOCTB MOJIy4EHHOH CMeCH 10 Havyana HH}y3uu. [TonydeHHYI0 cMech HE06X0AUMO
BBOAMTH Yepe3 LEHTPAILHEIN MM NepHEPUIECKUIl BEHO3HBIN KaTeTep B 3aBUCMMOCTH OT
KOHEYHOH OCMOJISIPHOCTH.

COBMECTHMOCTD  JIOTIOIHMTENBHO BBOAUMBIX JIEKAPCTBEHHBIX CPEACTB HEOOXOIUMO
OLIEHMTb TMepefl WX A06aBleHMEM B pacTBOP (AHAIOTMYHO TNPUMEHEHHMIO APYTUX
NapeHTepabHBIX pacTBOpOB). OLlEHKa COBMECTHMMOCTH JOIOJIHUTEIBHO BBOAUMBIX
NIEKapCTBEHHBIX CPENCTB C IpenapaToM BXOOWT B KOMIETEHUMIO Bpaua. Heobxomumo
NPOBEPUTH TMIOJYYEHHBIH pacTBOpP Ha H3MEHEHHME I[BeTa /MM TMOSABJIEHHUE OCajKa,
HEpacTBOPMMBIX KOMILIEKCOB MJIM KPUCTAILJIOB.

Cnenyer n3yyuTh MHCTPYKLHIO N0 IPUMEHEHHIO N0GABIIEMBIX JIEKAPCTBEHHBIX CPEACTB.
C MHKpOOMONIOrHYeCKOH TOYKM 3PeHMs Da3BEACHHBIH Ipernapar cjexyeT NpPUMEHSThH

HE3aMCIJINTEJIBHO. Hcxmouenue COCTAaBJIAIOT  pa3BCICHMHA, [NPpUTOTOBJICHHEIE B




KOHTPOJIUPYEMBIX aCeNTHYECKHUX YCIOBHUSX. B pOTHBHOM cCilyyae Mocijie NpUroToBIECHUS
pacTBOpa CPOKM M YCJIOBHS €ro XpaHEHHs [10 BBEIACHHMA SBJIAIOTCS OTBETCTBEHHOCTBIO
110JIb30BaTENS.

Ecnu npenapat conep>XUT A€KCTpO3y, NMOTYYEHHYIO U3 KYKYPY3bl, IPUMEHEHHUE Ipenapara
MPOTUBOINOKA3aHO MaLlMeHTaM C U3BECTHOM HENEPEHOCHMOCTBIO KyKYPY3bl Ui NPOAYKTOB
M3 KYKYpYy3bl, T.K. BO3MOXHBI CJEAYIOLIHE TNPOSBJIEHUS T'MIIEPUYBCTBUTENBHOCTH:
aHaQUIAKTUYECKHUE pPEAKIMK, 03HOO U TMXOpajKa.

Hemu

Y HOBOpPOXIEHHBIX, 0COOEHHO Y HEIOHOLIEHHBIX HJIH POAMBIIMXCS C HU3KOH MaccoH Terna,
TIOBBILIEH PUCK PAa3BUTHS TMIIO- UM THIEPIIIMKEMUH, IO3TOMY B IIEPHOJ BHYTPUBEHHOIO
BBEJICHHS pacCTBOPOB JEKCTPO3bl HEOOXOAMM TINATENBHBIH KOHTPOJIb KOHLIEHTpaLHH
IMIOKO3Bl B KpPOBM BO H30exaHWe OTHAIEHHBIX HeXeJaTeNbHBIX TOC/eICTBUM.
IunornukeMus y HOBOPOXACHHBIX MOXET NPUBOAUTH K JUIUTENIBHBIM CYAOpOTraM, KOME U
MTOBPEXJICHUIO TOJIOBHOTO MO3ra. I MIeprivukeMHUI0 CBSA3BIBAIOT ¢ BHYTPHUIXKETYIOYKOBBIM
KPOBOHU3JIUSHUEM, OTCPOYEHHBIMH OaKTEpUANTbHBIMH U T'PUOKOBBHIMH HHOEKLHOHHBIMH
3ab0neBaHUsAMH, pETUHONATUEH HEJOHOIUEHHBIX, HEKPOTHYECKHM JSHTEPOKOJIHTOM,
OpPOHXONErOYHON AUCIIIA3UEN, NPOJOJDKUTEIBHON MOCIIMTAIU3aMENd U CMEPTHOCTBIO.

Bo u3bexxaHue NOTEeHLHMAIBbHO JIETaIbHOM IMEepeN03UPOBKH BHYTPUBEHHBIX IPEIApaToB y
HOBOPOXJAEHHBIX 0c000€ BHUMaHue HEOOXOAUMO YAENATH COCO0y NMPUMEHEHHMUS.

IIpy wucnonp3oBaHuM [Jis BHYTPUBEHHOTO BBEAEHMS IIPErnapaTroB HOBOPOXIAECHHBIM
IOTNPULIEBOIO HAacocCa, KOHTEHHEpP C pacTBOPOM HENb3sl OCTABJSTH NPHUCOEAUMHEHHBIM K
mnpuny. [Ipy Mcrnonb3oBaHUM HMHQY3MOHHOro Hacoca, Nepel yAajJ€HHEM CHCTEMBI C
Hacoca UJIM ero OTK/IOYEHHEM HeoOXOAMMO 3aKphITh BCE 3aKMMBI CUCTEMBI, HE3aBUCHMO
OT HaJW4YUsi B CHUCTEME YCTpPOMCTBa, MPENATCTBYIOLIETO CBOOOAHOrO TOKY >XHUAKOCTH.
VYcTpoiicTBa s BHYTPUBEHHOM HMH(QY3uMM M mnpouyee oOOpyHOBaHME [Ji BBEACHHA
TIpenaparoB ClieyeT peryjispHO KOHTPOJIMPOBATh.

Biausinue Ha cnocoOHOCTL YNPaBJSITb TPAHCMOPTHBIMH CPeACTBAMH, MeXaHH3MaMH
He npumeHuMo (B CBA3M C UCNOJIB30BaHUEM TIpenapaTa UCKIOUMTEIBHO B CTallMOHAPE).
Popma BbiNlyCKa

PactBop anst unoysuit 5 %, 10 %.

ITo 200, 250, 400, 500 Mn B OYTBUIKM M3 MOJHMITHJIEHA HU3KOHM TJIOTHOCTH 6€3 Koimayka

WJIX C HaBapHBacMbIM €BPOKOJIIAYKOM HJIK MJACTUKOBBIM KOJIIIAYKOM, HIIH 1'Ip06K0ﬁ



MH(}Y3UOHHOM, MJIK KOJIMA4YKoM (€BPOKOIIAYKOM).

ITo 1 6yTHINKE B TEPMETHYHO 3aNasHHOM MaKeTe W3 MJIEHKH NOIMMEpHOH UK Oe3 rmakeTa
BMECTE C HHCTPYKLIMEH 10 PUMEHEHHIO B MaYKe U3 KapTOHA A7 NOTPEOUTENBCKON Taphl
NOArPYINI XPOMOBBI MJIM XpOM-3p3all WX APYTroro aHaJOrMYHOro KayecTBa.

Ot 1 no 96 6yThTOK 6€3 mauek B repMETUYHO 3aMasHHBIX NakeTax Wik 6e3 MakeToB ¢
paBHBIM  KOJIMYECTBOM HMHCTPYKLHMH 110 TIPUMEHEHHUIO B SINHKE K3 KapTOHa

roGprMpoBaHHOIO (/151 CTallIOHAPOB).

Cpok rogHocTH

3 roxa.

He ucnonp3oBathk mpenapar no MCTE€YEHUH CPOKa FOAHOCTH.

YcioBHA XpaHeHHs

IIpu TemMneparype He BhIIIe 25 °C. XpaHUTb B HEJOCTYITHOM JUIA I€TEH MecTe.

YciaoBHus oTIycKa

o peuenty.

IIpon3BoauTens/Opranuzauusi, (pHHUMAIOLAs] IPeTEeH3UH NOTpedHTeNeH

000 «®apmacunTe3-TioMEHbBY,

625059, r. Troomens, 7-ofi kM Bemwxkanckoro Tpakta, n. 2. Ten.: (3452) 694-510.

IIpeTeH3nu HanpasyATE 110 apeCy MPOU3BOAUTENS.

I'eHepanbHbIf AUPEKTOD
000 «®Papmacuntes-TroMeHB»




