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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 11.04.2023 N= 6906

(Bxopmwmit M3 N24227477)

MHUHUCTEPCTBO 3JPABOOXPAHEHII POCCHUMCKOM ®EEPAIIN

| MHCTPYKIA
T10 MEJIMLIMHCKOMY TTPUMEHEHMIO JIEKAPCTBEHHOT O ITPETIAPATA
IUIATAKAJT®

PerucrpaunoHHbLIA HOMED: |

" Toprosoe HaumenoBanue: ITJATUKAJT®

Me:KayHapoIHOEe HeNATEHTOBAHHOE HJIM IPYNITHPOBOYHOE HAUMEHOBAHME: OKCATUIUIATHH

Jexapcreennas ¢gopma: nHOGMIH3AT I IPUTOTOBIECHUS KOHIEHTPATa Ui IPUTOTOBICHU

pactBopa st nHy3Hit

Cocras

1 ¢naxoH ¢ mpenapaToM COAEPIKHT:

. Oeticmeylouyee seujecmso; OKcaTUILIaTiH B nepecyere Ha 100 % Bemectso 50,0 mr wm 100,0 mr;

gcnomozamenvroe gewecmeso. nakto3sl Monoruapar 450,00 mr wmur 900,0 Mr COOTBETCTBEHHO.

Onucanue:

- TTopucras Macca 6eJI0ro MM II0YTH GEJIoro [BeTa.

dapmakoTepaneBTHYECKas IPynna

" TIpoTHBOOITYXOJIEBOE CPENCTRO, ATKIIUPYIOIIES COE/IHEHHE.,
" Kox ATX: LO1XA03

PapmakoJOrn4ecKue CBoiicTBa

DapmakoouHamuxa

OxcanumiaTie SBISIETCH IIPOTUBOOIYXOJIEBEIM IIPE€IIapaTOM, OTHOCAIIMMCI K HOBOMY KIIACCY
NPOMU3BOIHBIX IIATHHBI, B KOTOPOM aTOM IJIATHHBI 06pa3yeT KOMILICKC € OKCaJlaTOM H 1,2-

JramuHonukiorekcasoM (JJALD).

- OKCaluIUTaTHH [pPEICTaBJIeH €IWHCTBEHHBIM SHAHTHOMEPOM — IHuc-[okcanaro(Tpanc-1-1,2-

JNAIDNmnaruxa).
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COOTBETCTBYET 3K(
ot 11.04.20

: . (Bxogawmin M3 NS
OKcayMIIaTHH TOPOSBISET INHPOKHM CHEKIp IIUTOTOKCHUECKOTOQ I

TIPOTHBOOIIYXONEBOM aKTHBHOCTBIO i1 Vivo Ha Pa3MYHBIX MOZEIISX OIyXOJeH, BKIIOYas MOJENb
KOJIOPEKTAIBHOro paka denoBeka. OH Takke NPOSBIET aKTMBHOCTb in Vitro U in vivo Ha
 Pa3IMYHBIX yCTOXYMBBIX K [UCIUIATHHY KyJIbTypax KIETOK.

‘B xombumamuu ¢ QTopypanmioM Npenapar OKasblBaeT CHHEPIHYECKOE HUTOTOKCHIECKOE
JieiicTBUeE in vilro U in vivo.

Mexanusm Oeticmeus

. M3yyeHne MeXaHH3Ma NIEHCTBMA OKCANMIUIATHHA IIOATBEPXKAAET THUIOTE3y O TOM, HTO
OuoTpancOpPMUPOBAHHEIE BOAHBIE IIPOM3BOJHBIE OKCAIMIIATHHE, B3aMMOICHUCTBYIO C
nesoxcupubonyxnennoBoit kucnoroit (JJHK) myrem oOpasoBanMsA MeX- M BHYTPUTSDKEBBIX
MocTukoB, nomassor cumHTes JIHK, 49ro oOycnmaBimBaeTr NHMTOTOKCHYHOCTH H
' IIPOTHUBOOITYXOJIEBEIHA 3 PeKT.

(Dapmakbkuuemuka

Abcopbyus u pacnpedenenue

In vivo OKCaJMIUIATHH IIOJ(BEPraeTCs aKTHBHOM GHOTpaHC(hOPMAIIMM U HE BBIABIAETCSA B IUIa3Me
| KPOBH Y€ K KOHILY €ro 2-X yacoBOro BBexeHus. [Ipu 9ToM 15 % BBeIEHHOH IIAaTHHBI HAXOJUTCA
B KpOBH, & OCTaNbHbIE 85 % GBICTPO PACTIPENENSIOTCS [0 TKAHSAM MM BBIBOJATCH NOYKAMH.
Heo6patuMoe CBA3BIBAHME IUIATHHEI ¢ SPUTPOIUTAMA M KOMIIOHEHTAMH IUTa3MbI IIPHBOIUT K
_ T0M§, YTO MEPHOJ MOTYKH3HA CBA3aHHOTO OKCAILIATHHA IIPUOIMKAETCS K IEPHOAY MOy XKU3HH
OPUTPOIUTOB M CBHIBOPOTOYHOro anpOymuHa. Ilocne BBemeHus B nose 85 MI/M? KaxKzple JBE
Hemenmy win 130 Mr/m? Kaxaele TpH Henem;l aKKyMyJIIOUH B yJIbTpaduibTpare mia3Mbl HE
HabIoJaI0Ch, YCTOWYNBAsA KOHIIEHTpAlMd B 9TOM MATpHUIle NOCTHIAnach B TEUCHHE IIEPBOTO
- 1MKIa. MeXUHIUBU Y aTbHas ¥ BHY TPHHHNBHIYaJIbHAsS BapruaOenbHOCTh, KaK IPaBHIIO, HA3KAsL.
Memabonusm

OKcaJMILUTaTHH II0/IBEPraeTcs OOmMpBoi OnoTpanchopManuy, u B yiIbTpaduIbTpaTe miIa3Mal B
KOHIIE 2-9acoBoif MH(Y3MM HEM3MEHEHHBIH MHpemapar He ompenenserca. B Gonee mosmame
' MOMEHTHEI BPEMEHH B CHCTEMHOM KPOBOTOKE OOHAPYKHBAIOTCS HECKOJBKO LHTOTOKCHYHBIX
IPOAYKTOB OmOTpaHchopManuy IUTATHHBL, BKJIIOYAas MOHOXIOp-, JUXJIOp- M JAHaKBa-
quamuHOIuKIorekcasopyio (DACH) mnatuHy, BMECTE ¢ psiAOM HEAKTUBHEBIX KOHBIOTATOB.

" Buigedenue ' |

[InatuHa cBS3bIBaeTCS ¢ ATHOYMHHOM ILIa3MEl KPOBH M BBIBOJUTCS ITOYKAaMM B TEUEHHUE IEPBBIX
48 wacos. K msrroMy IHIO K010 54 % Beeit 03Bl 0GHApYKHBaeTCs B MOUe 1 MeHee 3 % - B Kalle.
Hayuenmot ¢ Hapywenuem QyHxyuu nouex

. BoiBeieHHe OKCAIMILIATHHA JOCTOBEPHO Koppenupyer ¢ kiupeHcoM Kpeatuausa (KK). O6muit

IUIa3MEHHBIA KIMPEHC YIBTpadmIsTpyomeics maTuus! ymenpmaercs iipu KK 50-80 m/MuH Ha
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34 %, upu KK 30-49 mun/muH - Ha 57 %, a p
taxosiM 1pd KK Gomee 80 mm/muH. IIpn CHIDKEHMH (YHKIMHM IIOYEK TaAKXKe CHUKAIOTCS

TOYEYHBIH KIUPEHC YIbTPadIbTPYOIeNCs IAaTHHBI X BRIBEICHHE IUIATHHEI IIOYKaMH.

IlokazaHus K IpUMEHEHUI0
e AnsroBaHTHas Tepanus paka 06omounoit kumks 111 crammu (cramus C mo knaccupuKanuu
Jlioka) mocie paiuKaJIbHOM pe3eKIMH IIepBHYHOM omyxomu (B KOMOMHAIMH C
$hTopypammIoM / KabLus HOIUHATOM).
o JlnCCeMHUHHMPOBAHBBIA KOMOPEKTATLHBIM paK (B KOMOHHAIMH C (I)Topypaﬁnnom/xanf,una
honuHaTom). \
e MeTacTaTHueCcKuil KOJIOpPEKTaNbHBIA pak (B Ka4ecTBE Tepanuyl IIEpBOA JIMHHUH B

KOMOHMHALMHK ¢ GTopyparmiIoM/Kaiabius GomiEaToM 1 6eBanuzyMaboMm).

e Pax AMYHUKOB (B KaYE€CTBE TEpaUy BTOPOH JIUHKH).

| IIpoTuBonoKasaHus -

o TloBbmmennas YyBCTBHTENHHOCTh K OKCAIUIUIATUHY U JIPyTHM KOMIIOHEHTaM IIpenapara,
a TaKOKe JPYTUM IPOU3BOIHBIM IITaTHHBIL.

e Muenocynpeccus (dncio HeitrpodutoB < 2 x 10%/n u/mmi tpombomuros < 100 x 10%/m)
JI0 HaJaya IIepBoOro Kypca JICYEeHusI.

o Ilepubepuueckas ceHcopHas HEHPOIATHS C (byﬂmnonanbﬂbﬁ\m HapyIIeHUAMH [0 Hadaa,
HEepBOTO Kypca JICUCHHUS.

® bepeMEeHHOCTb.

o [lepmoj rpyIHOrO BCKapMIIMBaHMSL.

o Jlerckuit Bo3pact no 18 ner.

e Tspkennle HapyIIeHUs QYHKIHK TOYeK (KIIMpPEeHC KpeaTHHrHA MeHee 30 MII/MUH).

C OCTohomnochm
V nanueHToB, B aHAMHE3€ KOTOPBIX OTMEUANIOCh yJUIMHeHue uHTepBana QT, WM y ManueHToB ¢
. IIpenpacmoararomuMe $haxTopamu K yamHeHuto uarepsaia QT (Hampumep, IIpu OIHOBPEMEHHOM
TpUMEHEHHH C IIperaparamu, yUMHommME uatepBan QT; mpu 31eKTpOIUTHBEIX HapyIIeHHsX,
TAaKUX KaK THIIOKAMEMHUS, mnoxaﬂbunemﬁﬂ WM THnoMmarHueMus) (cM. paspmensl «OcoOble
yKa3aHusD» B «B3auMoeicTBIE ¢ IPYTHMH JIEKAPCTBEHHBIMU CPEACTBAMUY).
" Ilpu omHOBpEeMEHHOM TIPUMEHEHHH C IpelaparaMH, KOTOpble MOTYT BBI3BaTh pa3BHUTHE
pabmomuomisa (cM. pazzgensl «Ocobble ykazanus» 1 « B3auMoecTBHe ¢ IpyTHMH JIEKapCTBEHHBIMU
CPENCTBAMMY).
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COOTBETCTBYET 3K
ot 11.04.20

IIpumenenue npu HepeMEeHHOCTH U B IEPHO/ IPYAHOr0 BCKAPMJIMBAHASA

. bepemenrnocmop |

Ha wmacTosimuii MOMEHT HET [JOCTYNHOM wuHpopManuu O O€30IacCHOCTH NPUMEHESHHS
OKCATHILIATHHA y OepeMeHHBIX JKEHIIMH. B HCCIeNOBaHMAX HA >XKMBOTHBIX HalIOAany
PENPOAYKTUBHYIO TOKCUIHOCTE. [IprMeHeH e IpenapaTa IPOTHBOIIOKA3aHO Y XKEHIIUH BO BPEMH
- OepeMEHHOCTH. ‘

Heo0xoauM0 NpUMEHATH HaJEXKHBIE MEPhl KOHTpAallelNIMH BO BPEMS JIEYCHUS U IIOCIE €ro
IpeKpallesus B Tedenre 9 MecsueB 11 XKEHIIMH | B TeYeHHe 6 MECSUEB 1 MyXKIHUH.

llepuoo épyauoeo BCKAPMAUEAHUSA

" Belgenenye B IPy/HOE MOJIOKO XEHIIMH He ObLIO H3y4eno. Bo BpeMs JeueHus NpenapaToM 4 B

TeUeHHE 3 MECSIIEB I10CIIE BBENEHUSL IOCJIEAHEN 10351 KOPMIICHHE I'PYABIO IIPOTUBOIIOKA3aHO.

- Cooco6 mpumeHeHHst 1 J03b1

pemnapar ITTATUKAJI® npumerseTcs TOIBKO Y B3POCIIBIX.

Pesicum 003uposaniis

Aovioeanmmnas mepanus paka 06000YHOU KuwiKy. BHYTPUBEHHO II0 85 Mr/mM* | pa3 B 2 Henenu B
. KOMOHHAIMH ¢ (TOPYpPALIOM U Kalblus GoirHaToM B TeyeHue 12 nuxios (6 MeCSIEB). |
JleueHue OUCCEMUHUPOBAHHO20 KONOPEKMAIbHO20 PAKA. BHYTPHBEHHO 110 85 Mr/M? 1 pas B 2 Henenu
B KOMOMHALMH ¢ (TOPYpaLMIOM ¥ Kabist GOIMHATOM WK (HTOPYPAIIOM/KATBIKA (OIMHATOM 1
Gepanu3ymMaboM (IO HpOrpeccMpoBaHds 3a00NeBaHWS MM Pa3BUTHA SIBJICHMH HENPHEMIIEMOR
" TOKCHYHOCTH).

Memacmamuyeckuti KonopexmansHblii pax; BHyTPHBEHHO 1o 85 Mr/m” 1 pa3 B 2 Helenu B KadecTBe
MOHOTEpANMH WIM B KOMOMHAIME ¢ (HTOPYpaEuIoOM/ Kby (OIMHATOM H GeBaLmByMafSOM (mo
[IPOTrPECCHPOBAHMS 3a00JIEBaHMUs WX pa3BUTHS ABIICHAH Henpﬁemnemoﬁ TOKCHYHOCTH).

 PexuMe! n03upoBanus (Topypampia, Kaaplus GonuHara 1 GeBaru3ymaba Ipy MX KOMOHHAIMH C
OKCAITMILIATHHOM CM. B HHCTPYKIIMSIX TI0 IIPUMEHEHHUIO 3THX IIPENaparoB.

[lpn npUMeHeHHH. JaHHOH KOMOMHAUMM MH(QY3MS OKCAIMIUIATHHA BCErJa JOJDKHA IIPOBOMUTHCS
_ 1ocrie BBeLeHMs GeBanuzymaba, HO Ipe/IIecTBOBaTh BBEAEHUIO (TOpypalIa.

Jleuenus paka suHUKOG: BHYTPUBEHHO TO 85 Mr/m? 1 pas B 2 HENENH B MOHOTEDAIMM WIH B
KOMOHMHALINHY ¢ APYTHMH XHMHOTEPAIeBTHYECKIMH IIperiapaTaMH. |
PexxuMBI  JO3MPOBAHUS pYruX npenapaTdB Opd HX KOMOMHAIMK ¢ OKCAIMIUIATHHOM CM. B
- MHCTPYKUMAX IO IPUMEHEHHIO 3TUX IIPENapaToB.

Cnoco6 npumenenun

Mudysus oxcanuIuiaTiHa BCEra A0JDKHA TPEIIIeCTBOBATh BBEISHHUIO (hTopypauua.
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COOTBETCTBYET 3KI(
ot 11.04
(Bxopswmi M:

‘ BuyTpuBerHas nH(y3Hs IpemapaTa IpoBOIUTC ’
BEHBI WM Yepe3 IeHTpalIbHbBIA BEHOBHBIA KaTeTep OJHOBPEMEHHO ¢ BHYTPUBEHHOM HH(Yy3ueil
Kabus GouHaTa B 5% pacTBOpe AEKCTPO3bl B TEUEHHE 2-6 U ¢ IOMOMIBIO Y-00pasHO# CHCTeMBI
 [1s1 BEYTPEHHETO BBE/IEHHS, [IO/ICOEIMHEHHON HETIOCPECTBEHHO IIepe/l MECTOM BBE/ICHHA. Ot 1Ba
IIperiapaTa HEJb3sS CMENMBATh B OfHOM HHGy3HoHHOH emkocTd. Kanmbims domvHar He HOIDKEH
COfIEpKaTh B CBOEM COCTABE TPOMETAaMON B KAa4eCIBE BCIIOMOIaleNBHOTO BEIIECTBA W JIOJDKCH
 pa3BOHUTHCS TOIBKO 5% pacTBOPOM AEKCTPO3bI M HUKOIZA HE JOJDKEH Pa3BOUTBCS INETIOYHBIMH
* pacTBOpaMM MITH pachopéMn HaTPUS XJIOPUIa ¥ XJIOPHACOAEPIKAIIMMH PAaCTBOPAMH.
PaCTBop OKCATMIUIATHHA HE CIEIyeT CMENIMBATh B ONHOM M TOM XK€ MHQY3HOHHOH €MKOCTH C
JPYTHMU TIPETapaTaMi.
B ciyyae sxcTpaBazanuu (fonaganus HHGY3HOHHOTO pacTBOpa ¢ PENapaToM B OKpY KarOIie BeHy
' TAKHM) BBENEHHWE €ro JOJDKHO OBITh HEMEIUIEHHO IpEKpamieHO M HadaTo OOLIMHOE MECTHOE
CUMIITOMAaTHYECKOE JICUCHHE.
[Tpu nprMeHEeHNH OKCATMILIATHHA HE TpeOyeTcs THIepruipaTaliyHy.
[loBropHBIE ~ BBENEHMS  OKCAIMIUIATMHA  IPOM3BOAAT  TOJBKO  IPH - KOJHMYECTBE
| Heitrpodmios >1,5 x 10%/1 1 TpoMGormToB >75 x 10°/11.
Koppexuyun pesrcuma 66edenus oKcaluniamuna
BBoumas 103a JODKHA KOPPEKTHPOBATHCA B 3aBUCHMOCTH OT IEPEHOCUMOCTH NIpenapara.
B ciyuae reMaTONOrMYECKHX HapyIIEeHHsAX (KOJMuecTBOo Helrpodmuop < 1,5 x 10°/m w/mm
TpoMOOIUTOB < 75 X 10°/m) mocne MUKIa XMMHOTEPANMY I 10 Ha4aya JIedeHns (10 IepBoro
HKIIa JIEYeHus) CICHYIONMHA LMKI WIH MEpBBIM IHUKI OTKJIAABIBAIOT JI0 BOCCTAHOBJICHHS
KONMuYecTBa (DOPMEHHBIX DSIEMEHTOB KPOBH [0 IPUEMIIEMBIX 3HAUCHHH (O KOIMYECTBA
- Heitrpoduios > 1,5 x 10%/1 w/wm TpoMGomuroB > 75 x 10°/m). Jlo Havana jeyeHus u mepex
K&KIBIM CIEAYIOIAM [UKIOM JIOJDKEH npono,umbéﬂ 6K aHATH3 KpPOBH C OIpENEeIICHHEM
KOJIMYECTBA JIEUKOLUTOB, JISHKONUTAPHON (hOopMyIIEI H TPOMOOIIUTOB.
IIpy pasBHTHH THKEIOW/YIPOKAIOMEH KU3HM IHapeH, TSKEION HEUTPONEeHHH (KOJIHYECTBO
 gefitpodmnos < 1 x 10°/1), debpunsHoit HeliTponenuy (TMXOpaAKa HEU3BECTHOTO IeHesa (e3
© KIMHMYECKW WM MHKPOOMOJOIHYECKH NOATBEP)KICHHON MHQEKINH; OIpeneiIeTcs Kak
COYETAaHHE HEUTPOIEHUH [a6con}0TH6e ypcno nefixomutoB < 1 x 10°/n] ¢ OmHOKpaTHEIM
~ TIOBBILICHHEM TEMIIEPaTypsI Tena > 38,3°C miu yCcTOWYMBEIM INOBBIIIEHUAE TEMIIEpaTYphl TEa
> 38°C B TeueHue Gonee ueM 1 vaca), TSOKENOM TPOMOOIUTONIEHUH (KOJMYECTBO TPOMOOIIUTOB
< 50 x 10°m) BBemeHME OKCANMIUIATHHA IOJDKHO OBITH IIPEKPAIIEHO A0 YIYYIIEHHS HIH
BOCCTAHOBJICHHS 3THX ITOKa3aTenei, W 03a OKCAIMIUIATHHA IPU IOCIEAYIOUMX BBEICHUAX
| XOJKHa GBITH CHIKeHa Ha 25% B JIOTIOJIHEHHUE K KKIOMY TpeOyeMOMY B 3TOM CIIy4ae CHIDKCHHIO

J10351 (TOpYypanmia.
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HOMY QTUETY

ot 11.04.20
\;

( — NpOSBICHHA

[Ipx BO3HUKHOBCHHM HEBPOJOTHYECKUX CHMI
nepu(epueckol CeHCOpHOH HeHpONaThH) PeKOMEHIYIOTCS CIETYIOIUe H3MEHEHHs DEXMMa
NO3UPOBAHMS, UCXOII U3 X IPOJOIDKATENLHOCTH U BEIPOXXEHHOCTH:!

e IpH HEBPOJIOTHYECKUX CHMIITOMAX, ﬁa6mo)1afomnxc;1 y IallieHTa B Te4ueHue oonee ueM 7
JHE# WIH TIpH COXPaHEHHMH '110' CHIEyIOWEro IHKIA IEYeHHs TapecTe3sud 0e3
DYHKIMOHANBHBIX HApyIIEHMH, [OCIEAYIOMas 1032 OKCATHMILIATHHA HOJDKHA OBITH
cHmKeHa Ha 25%;

e IpM IapecTe3nd C (yHKIMOHAIBHBIMY HAPYIICHHAMH, COXPAHSIOMECHCS 10 cnezxyromerb
IIWKJIA, BBE/IEHME OKCATUIUIATHHA JJOJDKHO OBITH HIPEKpamIeHo;

® [pd YMEHBIICHWH BHIPRKEHHOCTH HEBPOJOTMYECKMX CHMITOMOB IIOCJIE OTMEHBI
OKCaJIMIIIATHHA MOXHO PACCMOTPETH BOIIPOC O BO30OHOBIIEHHH JIEYEHHUS.

- Hayuenmot c noue4Hol HEOOCMAMOUHOCHbIO

V nmanueHToB ¢ HOPMAaNbHOM (yHKIMeH MoYeK MM ¢ HapylleHHeM (YHKIMM II0YEK JIETKOH U
CpefiBeil CTEeNeHH TSDKECTH KOPPEKIHMsS 03Bl Ipenapara IUIATUKAJ® cocraBiser 85 Mr/m?.
HpHMeHeHne OKCATMIUIaTHHA y MAIllMeHTOB C TSDKENBIMM HapyIICHHSMH (QYHKIHH IOYEK
IIPOTHBOIIOKA3aHO.

Hayuenmest c napywenuamu QyHKyuu nevenu

M3MeHeHKe 10351 Y IAlMEHTOB C JETKUMU ¥ YMEPEHHbIMH HapyIIeHUAMH (QyHKIUHM IE€YEHH HE
~ Tpebyercs. JIaHHBIX 110 TIPUMEHEHHIO OKCATHIIIATHHA Y NAallMeHTOB C THKENBIMU Hapy IICHUIMA
(GYHKIIMHM [I€9eHN HeT.

Hayuenmsl noxcunozo éospacma

Ipoduis GE30MaCHOCTH OKCANMIUIATHHA IIPH KOMOMHAIMH C (TOPYDAIMIOM y MALHEHTOB
© cTapuie 65 JIeT aHaJIOTHYEH TOMY, YTO HaGIONaeTCs y NALMenToB 10 65 net. Koppekmuu pexuma
JIO3MPOBAHHS y IAITMEHTOB MOXKMIIOT0-Bo3pacta He TpebyeTcs.

HHucmpyKuus no npuzomoenenuio pacmeopa

Ilpu npuroToBIEHUN K npn BBEZICHHH IIperiapara HJIATI/IKAI[® 3aIIPEIIeHO UCIIOJIB30BATE UITIEI X
- mpyroe o6opynOBaHME, COAEpKallee amoMuHMH. J[is pasBeleHHs IpelapaTa CIemyeT
HCIIOJIE30BATh TOJIBKO PEKOMeHToBaHHbIe pacTBopuTeny. He paszsoauts 0,9 % pacrsopoM BaTpus
XJIOpHU/IA U HE CMENIMBATE C APYTHMH IIENOYHBIMA PACTBOPAMHU MM PACTBOPAMK HATPHS XIOPHAA
¥ XJIOPCOAEPXKALIMMY PACTBOPAMH. '

Boccmanoenennwiii pacmeop

Jl1s BOCCTAHOBIEHHMS PacTBOPA HCIONB3YIOT HCKIIOYUTETIBHO BOAY UL MHBEKIMH HiH 5 %

PacCTBOP ACKCTPO3LI COITIACHO HI/I)I(erHBe)IGHHOﬁ TaGJII/IIIe.
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ot 11.04. 2023

- < g

J{03upOBKA OKCATHILIATHHA Y s
KonuuecTBo pacTBOpUTENS 10 M 20 M1
Konnenrpanus TIOJIyYEHHOTO 5 mMr/ma 5 mr/mi
pacTBopa |

BoccTasoBIEHHBINH pacTBOP HOJDKEH OBITH Cpa3y pa3BelieH 5 % pacTBOPOM JEKCTPO3BL.
Tomosuwiti pacmsop 011 un@y3uil .

| Heo6XxomuMoe KOIHYECTBO BOCCTAHOBIEHHOIO pacTBopa pazsoasaT B 250-500 mu 5% pacteopa

JekcTpo3sl. KOHIEHTpaluus MOJNy4eHHOrO pPacTBOpa OKCATMIUIATHHA JOJDKHA COCTaBIATH OT

0,2 no 0,7 mr/mur; mpu stom 0,7 Mr/mil — HauOosee BHICOKAs KOBIIEHTpAUHs, NPUMEHseMas B

. KIIMHUYECKOH paKkTuKe mpu fo3e 85 Mr/M>.

[Ipenapar HJIATI/IKAI[@ B BHJIC pacTBopa A MH(QY3UH PEKOMEHIYETCS BBECTH Cpa3y IIOCIE

IPUTOTOBJICHUS.

PactBop ¢ npu3HaKaMy BBIIAJACHHMS 0CANKA IOJIEXKUT YHUUTOXEHHIO. BBOIUTE NAlMEHTY MOXKHO

" TOJIBKO IIPO3payuHblil pacTBOD. |

Henp3st BBOIUTH BOCCTAHOBJICHHBIN pacTBop oe3 IIOCJICAYIOMICTO Pa3BCACHUA.

ITo6ouHoe neiicTBHE

HanGonee 4aCTHIMM HEXETaTEIBHBIMH PEaKIIHSIMH 'npu INPUMEHCHUH OKCAIMIUIATHHA B
KOMOMHAIME ¢ (TOPYpaLMIOM/Kalblisi (ONMHATOM SBISIOTCS HAPYUICHHS CO CTODOHEL
KENTYIOUHO-KMIIEYHOro TpakTa (Iuapes, TOIIHOTa, PBOTA, MYKO3HUT), CHCTEMBI KPOBETBOPEHHUS
 (mefitportenus, TPOMOOUMTONEHHMS) K HEPBHOM cCHCTeMbl (ocTpas H  KyMyJSTHBHAS
nepudeprueckas ceHcopHasi Helipomartus). B IienoM, JaHHbBIE HapyIIeHHd Yalle 4 ¢ OOoJbIIeH
CTENEHBI0 TKECTH INPOSBISAIOTCS IIPH COYETAHWM OKCAIMIUIATHHA B KOM6HHauHH c
dropypanuioM/Kaneius (HONMHATOM, YeM [pU NPUMEHEHMH TONBKO (Topypaliia/Kalbuus
. (honuHaTa.

YacToTa pasBUTHS HEXENATeIBHBIX PEakIHi, NIEepeulcleHHBIX HIKE, ONpeensIach
COOTBETCTBEHHO CIIEAYIOIIER rpamaunuu: ouens yacmo (> 1/10), wacmo (= 1/100 u < 1/10),
neyacmo (> 1/1000 u < 1/100), peoxo (> 1/10000 u < 1/1000), ouens peoxo (< 1/10000), Bximrogas
" OTHENBHBIE COOOIIEHHs; uacmoma Heu3gecmua (10 UMEIOIIUMCS TAaHHBIM ONPEIETUTh JacTOTy
BCTPEYAEMOCTH HE IIPE/ICTABIIACTCA BO3MOXKHEIM).

Kombunuposannan mepanua oKcanuniamuHom u mopypauuion/Kanbyua Gorunamom
JlaGopamopHsie u uHCIMpPYMEHMAIbHblE OAHHbBIE

Ouenw yacmo

o [loBBIIIEHNE AaKTUBHOCTH «II€IEHOYHBIX)» TPaHCAMUHA3, MET0UHOM (ocdarassl
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o T'mmepOumupybunemMus.
e JloBBHINIEHHE AKTHBHOCTH JIAKTATAECIHAPOTCHA3EI.
¢ [loBbImIEHHE MACCHI TENA.
- Hacmo
e I'unepKpeaTHHUHEMHS, CHIDKEHHE MACCHI TEIa.
Hud)ekuuouubté U napazumapusle 3a001€6aHUA

Ouenv yacmo
o Uudexuun.
Yacmo
o Vudexuuu BepXHUX IBIXaTENbHBIX Iy TEH.
. »  Punwur.
e HeiiTponenndeckuii cerncuc (BKII09as néTanLHLIe HCXOHBI).
Heuacmo “
o Cencuc (BKmodas feTATbHBIE HCXOZBI).
- Hapywenua co cmoponst Kpogu u 1uM@amueckoii cucmemst
Ouenv yacmo
e AmHemusl.
e Hef#rponienusl.
e TpomMOOIUTONCHUS. l
o Jlelikonenus.
o Jlnmdonenus. ‘
- YacToTa BO3HMKHOBEHMS YKa3aHHBIX HEXENATENbHBIX PEaKLUd YBEIMYMBAETCS IPH JICUYCHUU
oxcanumiaTiHoM (85 Mr/m> Kaxaple 2 HejleNn) B KOMOHHAIMH C (bTopypauHJIOM +/- KabIus
¢onrHaT 110 CPABHEHHIO C MOHOTEpanuen OKCA/MIUIATHHA B fo3e 130 Mr/M? Kax/pie 3 Hemend,
ganpuMep, yactora anemuu (80 % mo cpaBuenuio ¢ 60 %), yactora He#irponernu (70 % 1o
* cpaBHEHHMIO ¢ 15 %), wacToTa TpomGonuTonernu (80 % 1o cpasaeruo ¢ 40 %).
Tsoxenas aHeMus (TeMOroOMH <8 T/IM) MIM TsKenas TPOMOOIMTOIEHHS (KonnqeéTBo
TpoMGomuToB <50 X 10°/1) BO3HMKaNa C ONMHAKOBOM vactoTolt (<5 % INAlMEHTOB, KOria
 OKCAMILIATHE IPUMEHSICS B BAJE MOHOTEPAIINK Ml B KOMOUHALUH C QTOPYPALIIOM).
Tsoxenas Hel‘/'ITpoiIeHH;I (xommgecTBO HefTpodmuos < 1 x 10%/m) BO3HHKANA ¢ GOIbIIeH YacTOTOM
Ip¥ NPUMEHEHHM OKCAIUIUIaTHHA B KOMOMHAaImMuM ¢ (QTOpypalMiIoM 10 CPaBHEHHIO C
MOHOTepanuei okcanumiaTisa (40% o cpaBHEHUIO ¢ <3% NalUEeHTOB).
- Hacmo

o (QebpuitbHas HEUTpoTeHUs (BKItovast 3-4 CTENeHb).
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COOTBETCTBYET 3KCNEPTH
ot 11.04.2023 N= &!
YT AT

(Bxogmwmia M3 N24227477)

OMY OTYETY

Peoxo

. I/IMMyHo-annebrnqecxa;{ IeMOJIUTHYECKAST aHEMHUS U TPOMOOLIUTOIIEHHUS.

o JlucceMMHMPOBAHHOE BHYTPHUCOCYIMCTOE CBEPTHIBAHME KPOBH, BKIIIOYAS JIETAILHEIE HCXOIBI
(cM. pasnen «OcoOble yKazaHUs»).

Hapywenusa co cmoporst 31ceiy004HO-KUMEUHO20 MPaKmMa

Ouenv uacmo

"o Tommora.

e Pgora.
o Jluapes.
e 3amnop.

C ToKeNBIMH Juapeed M/MIM PBOTOM MOXET OBITh CBA3aHO pa3sBUTHE [ETHApaTalldH,

THIIOKANMEMHUH, MEeTaOO0IMYECKOTO alui03a, NapaldTHYECKOH KHIICYHOM HeﬁpoxonuMocm,

OOCTPYKIUM TOHKOTO KHMIIEYHHKA, HapyIIeHWH (YHKIUHM IIOYeK, OCOOEHHO IpU IPHUMEHCHUM

. KOMOHHAIMY OKCATHIUIATHEA U HTOPYpAIlIa. ‘

e CroMAaTHT MK MYKO3HUT (BOCIIalIeHUE CIM3UCTBIX 000J09EK).

e bonu B XKHUBOTE.

Yacmo

o Jlucnencus.

e TactpoazodareansHas pedrokcHas 601e3Hb.

o Kenyno4HO-KHIIEYHOE KPOBOTEYCHHUE.

o Kpoporeuyenue U3 IpsAMON KHIIKH.

Heuacmo

e KumeyHas HEIPOXOAUMOCTb, B T.4. IIAPATATHIECKAS.

e OOCTpyKIMS KHIIEYHHUKA.

- Peoxo

o KoJuT, BKIOYas rceBaoMeMOpaHO3HEIA KOJIUT, BeI3biBaeMblid Clostridium difficile.

e [lankpearur.

_ Hapyiueuuﬂ co CHOPOHbBL NEYeHU U HCENUeBble00AUUX HYMEi]

" Ouenw peoko

o CHHIpPOM NEYCHOYHOH CHHYCOHOANBHOM OOCTPYKIMH, TAaKXK€ HM3BECTHBIA IO/ Ha3BaHHEM
BEHO-OKKITIO3HOHHON GONe3HH WM TATONOTHIECKHE [IPOSIBJICHMSI, CBSI3aHHBIE C 3TUM
3aboyieBaHMEM TI€UEHM, BKIIOYAsS MEIHO3HBIA TEIaTUT, Y3JIOBYIO pEreHepaTHBHYIO

THIIEPILIA3HIO, IEPUCHHYCOMJAIBHBIA (UOPO3, KIMHUYECKUMH MPOSIBIEHUSIMU KOTOPBIX
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'MOryT OBITH IOpTNbHAs TUIEPTEH3HS H/WIM IOBBIIEHHE AKTUBHOCTH «IEYCHOYHBIX)

TpaHCaMUHa3 B CHIBOPOTKE KPOBH.
Hapywenus co cmopbuu HepeHOll cucmemsl
QOuenv yacmo
e Octpsle HEHPOCEHCOPHBIE IPOSBICHHUA.
DTH CUMIITOMBI OOBIYHO BO3HUKAIOT B KOHIIE 2-4acOBOH HH(Y3MH OKCATHMIUIATHHA UK B TEYCHUE
HECKOJILKHX 4YacOB IIOCIE BBEACHMS Iperapara M CaMOCTOSATEIHFHO YMEHBIIAIOTCA B TEYCHHE
HECKOJNBKHX CIIEYIONMX 9ACOB MIIM THEH M 9acTO BHOBb BO3HMKAIOT B IOCIEIYIOIIMX IHMKIAX.
OHM MOTYT BOSHHKATb MM YCHIMBATECS TIPH BO3NEHCTBHM HU3KUX TEMIIEDATYD MM XOJOXHBIX
npeameroB. OOBIYHO OHM BEIPAXAIOTCA B IOSABJIECHHM NPEXOASAINEH IapecTe3uy, JM3ECTE3HH 1
THIECTE3HH.
OcCTphlif CHHAPOM TOPTaHHO-TMIOTOYHOHM JHM3€CTe3WH BO3HHKaeT y 1-2 % IalMEHTOB H
XapaKTepU3yeTcs CyOBEKTUBHBIMU OIIYLICHMAMH AUCHAarH¥ WK OABIIKH/OLIYIIEHHS YAyLIbs
6e3 Kakux-100 OOBLEKTUBHBIX OBIXATENBHBIX PACCTPOMCTB (OTCYTCTBUE IHAHO3a WM TUIIOKCHH),
WIN JKe JIApUHrocmasma u Gponxocrasma (6e3 CTpuIopa WIM CBHCTALIETO JbIXaHMA). B Takux
ClOy4asx Ha3HA4YalOT AHTHTHCTAMHHHEIE Ipenaparsl M OpOHXOAMIATATOPHI, OJHAKO JaHHEIE
CHMIITOMBI OBICTPO 0OPaTHMBI 1aXKe IIPY OTCYTCTBHH JICUCHHUS. Y BETHYEHHE IPOJODKUTENBHOCTH
HH(Y3UH CII0COGCTBYET CHHXKEHHUIO YaCTOTHI JaHHBIX CHMIITOMOB.
Hpyrue, MHOra BCTPEYAIOINMECH CHMIITOMBI, B YaCTHOCTH, HAapyIIEHUSA (QYHKLIMH YEPEIHBIX
HEPBOB, KaK aCCOIMMPYIONIMECS C BBIIEIEPEUMCICHHBIMUA HEXENaTeIbHBIMU ABICHUAMH, TaK U
BCTPEYAOIMECH H30JMPOBAHHO: IITO3; AWIUIONMs (XBOeHWe B TInasax); adomus, muchoHus,
OXPHILUIOCTh TI'0JI0Ca, HMHOTAA ONMCHIBAEMBIE KAaK IMapalhd TIOJOCOBBIX CBA30K; HapyﬁIeHne
YYBCTBUTEILHOCTH H3BIKA WK JW3apTpUsA, HMHOTAA ONHMChIBaeMass kak adasusd; HEeBpaIrusd
TPOMHMYHOTO HEPBa, JIHIIeBEIe GONMH, 60NN B I1a3aX, CHIKEHHE OCTPOTHI 3pEHHUS, CYKEHHE TONeH
3pesns. Kpome 3TOro, HaGMIOJANHCH CIECAYIOIME CHMITOMBI: CIIa3M >KEBaTEIbHBIX MBIIIII,
MBINIEYHBIE CHIa3MBI, HEIIPOM3BOJIBHEIE MBIIEYHBIE COKPAIEHUH, MBIIICYHBIE [IOAECPIHBAHMU,
MHOKIIOHYC; HapylIeHHe KOOpAUHAIlH, HapyIIeHHE MOXOKH, aTaKCHA, HAPYILECHHS PAaBHOBECHS,
YYBCTBO CHABIICHHUS/OIIYIIECHUE HaBIeHUs/IUCKOM(OPT/O0B B TTIOTKE HIIK IPYAHON KIETKE.
o JluzecTe3us MM HapPECTE3H KOHEYHOCTeH 1 nepudepudeckas CeHCOpHas HeHpomaTus.
JIAMATHPYIOIEN TOKCHIHOCTBIO OKCATHIUIATHHA ABIIAETCS HEBPOJIOrHYeCKask TOKCHIHOCTS. OHa
OpOsABIAETCS B BHAe MepuepHueckoil CEHCOpHOHM HelpomaThM, XapaKTepH3yIoIeHcs
nepubepIIecKoil AM3ECTE3NEH W/ IapecTe3neil ¢ Pa3BUTHEM MK 6€3 Pa3BUTHSA CyIOPOKHEIX
MBIIIEYHEIX COKPAIEHHH, 9acTO IPOBOLUPYEMBIX X01010M (85 % - 95 % nauueHToB).
JIUTENbHOCTh DTHX CHUMIITOMOB (BBIPaXXEHHOCTh KOTOPHIX OOBIYHO YMEHBINACTCA MEXIY

ITMKJIaM#A JIC'-ICHI/DI) BO3pacTacT ¢ YBCIMYCHHCM KOJHMYCCTBA NPOBEACHHBIX IIHKIOB TCpaIlnu.
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BozuukHOBeHME Ooeil Wi (yHKIXOHAIIBHE]

 SIBJISIOTCS TIOKA3AHMSIMH /U1l KOPPEKIIMA PEXIMA JO3UPOBAHUS MM JIXKE OTMEHBI JIEICHHS (cm.

pasmen «Croco6 mpuMEeHEHHS M J03bL PekoMeHJamuu IO KOPPEKUHH pPEXHMa BBEICHUS

OKCAJIMIIIATHHAY ). DT QyHKIMOHAIbHEIE HApYIICHHUs, BKIIFOYas 3aTPYAHEHNS IPH BHIIOIHEHUH

TOYHBIX [B)KEHHI, SBISIOTCS IIOCIEACTBUAME CEHCOPHBIX HapyIIeHHH. PHCK BOSHHKHOBEHHSA

. QyHKIMOHAJBHEIX HAPYIICHHH IS KyMynaTHBHOH m03bI 850 mr/m? (10 HMMKIOB) COCTaBIISET

okono 10 %, mst kyMyIsTusHO# 10361 1020 Mr/m? (12 nukioB) - okono 20%. B GosmmHCTBE

CJTy4aeB HEBPOJIOTHYECKUE TIPOSBICHHUA ¥ CHUMIITOMBI YMEHBIIAIOTCS HJIM IIOJHOCTHI0 HCYE3aI0T

Iocie mpekpamenus jgeyeHns. 1Ipa axbloBaHTHOM JIeYCHHE paka 060[04YHOM KUIIKA depe3 6

| MeCsIIEB IOCiIE TpeKpaleHust Tepanuu y 87% ManueHToB JaHHBIE CHMITOMBI OTCYTCTBOBAIH

6o 6BUTH JIerko BEIpaxeHHBIMHM. Uepes 3 roja y oxoso 3% NaiueHTOB HaGIIOAaIMch JIHOO

COXPAHSIOIINECS JOKAIN30BAHHBIE IIApECTE3MH YMEPEHHOW HMHTCHCHBHOCTH (2,3 %), nubo -
HapecTe3uu, CIOCOOHBIE BIUATH Ha dyHKIHOBANTEHYIO akTHBHOCTD (0,5%).

e Jlucres3us (HapylueHUe BKYCOBBIX OHNIYINEHUH). |

o [onoBHas 601m5.

Yacmo

. o T'onoBokpykeHHe.

o MeHUHTHU3M.

e HeBpuT MOTOPHBIX HEPBOB.

Peoko

e Jlusaptpus.

o HcuesHoBeHHE IIyGOKUX CYXOXKMIBHBIX pedIekcoB.

e Cumnrom Jlepmurra.

e CuHapom 3ajiHel oOpaTuMoi neﬁxosnue(banonainn (cM. paszen «OcoOble yKa3zaHusI»).

Hapywenus ncuxuxu

Yacmo

o Jlempeccus.

- o beccornuna.

Heuacmo

e HeppozHOCTS.

Hapyutenua co crmopomnst CKelemuo-MulUedHol U COeOUHUMENbHOE MKAHU

" Ouens wacmo

e bomu B cinne.
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COOTBETCTBYET 3KI
ot 11.04.202
.:Eifljg_u][ '

B cnyuae nossieHus izaHHoﬁ HEXKEJaTEIbHOH .
* HCKIIIOYEHMS FEMOJIM3a, TaK KaK HMEIHUCh PEAKUE COOBIIEHHS O ET0 PA3BUTHHL.
Yacmo
e Aprpanrus.
e bousb B KOCTAX.
| Hapywenua co cmopoHsl 0bIXameibHOl CUCMEMbL, OP2AHOE ZPYOHOU KAemKu u cpedocmenus
Ouenv yacmo
o Opnpixa.
~ o Kamens.
e HocoBoe KpOBOTEUYEHHE.
Yacmo
e Jxora.
o Jlerouynast sMbomnus.
Peoxo |
e Ocrpoe HHTépCTHHHaHLHOC IOpaXEHHE JIETKUX, MHOIJA CO CMEPTENBHBIM HCXOJ0M;
Jeroynsli pudpos (cM. pasmen «Ocobble yKazaHus»).
| Hapywienua co cmoponut cocyooe
Yacmo
o «IIpunuser».
.« KpopoTteuenue
e Tpom603 rimyOoKux BEH.
. TpoM603M6o;m;1 (BKIIIOYAs JIETOYHYIO SMOOJIHIO).
. HOBBIIﬁeHHe apTepHAIbHOTO NAaBIICHUS.
- Hapywienusa co cmbpoubt HOYeEK U MOUEEbIE00AULUX nymei
Hacmo
o [emarypus.
. Jmzypus.
o lI3MeHeHUE YaCTOTH MOYEHCITY CKAaHHUS.
Ouyenwv pedko |
e OcTpelif KaHaIBLERBIH HEKPO3.
o OcTpaiit HHTepéTnuHam;Hmﬁ HehpHUT.
o Ocrpas noyeysast HeAOCTATOYHOCTb. A :
Hapywenua co cmopoHsl KOycu U ROOKOICHbIX MKAHEH

QOuenw yacmo
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COOTBETCTBYET 2KCINEPTH
ot 11.04.2023 N= &!
T AT

(Bxopomwmia M3 N24227477)

OMY OTYETY

) HopameHhe KOXH.

Yacmo

e Aonenus (MeHee 4yeM y 5% IaMEHTOB IIPU MOHOTepannH).

e DpuTEeMaTo3Has CHIIb.

- o Illenymenue KoxXu (J1aOHHO-IOIOIIBEHHBIA CHHIPOM).

e IloBBIIIEHHAS IIOTIUBOCTE.

e lI3MeHEHHS CO CTOPOHBI HOTTEH.

¢ Cpius. |

| Hapywienus co cmopoHbl 0p2ana 3peHus

Yacmo

e KOHBIOHKTUBUT

o Hapymenue 3peHus

_ Peoko

o Ilpexonsiee CHMKEHHE OCTPOTHI 3pEHNS; BBINAJCHHE TI0JIeH 3PEHHS, HEBPUT 3PUTEIBHOTO
Hepsa.

- o Ilpexojsimas noTeps 3peHus, 0OpaTuMas I0CIe IPEKPAIIEHUS JTCICHUS.

Hapywienua co cmoponsl 0pzana cyxa u 1a0upurntsle HapyweHus

Heuacmo '

¢  OTOTOKCHYHOCTE.

* Pedxo

e I'nmyxora.

Hapywienus co cmopoHbl UMMYHHOU cucmembl

- Ouenv yacmo

o AJUleprus/ajuylepraueckue peaknuy, pa3BUBAIOIIUECS TIABHBIM obpazoM BO Bpewms
IpoBeneHus] HHPY3UHU, HHOTAA C JIETAIbHBIM MCXOJ0M (4aCTO BCTPEYAIOTCS KOHAS CHITH (B
YaCTHOCTH, KPAaIMBHHIA), KOHBIOHKTHBUT, PUHUT)

-~ Yacmo |

o AmnadumakTHueckue WIH  aHa(pUIaKTOHJHBIE PEaKIKy, BKJIFOYAs
OpoHxOCIa3M, aHTHOHEBPOTHYECKUH OTEK, CHIDKEHHE apTePHAIbHOIO JABICHHUS, OLyIEHHE
Gomeit B TIpPyRHON KiIeTKe H aHaQUIAKTHYECKUH oK (maHHBle peakmuy 4Yale BCEro
BO3HHKAIOT BO BpeMs HH(Y3MH OKCAIMIUIATHHA, OJHAKO BO3MOXHO HX OTCPOYEHHOE
TIPOSIBJICHUE B TEUCHUE HECKOIBKUX JaCOB HITH Hae QHel ¢ MOMEHTA BBEACHNS).

Ob6uue paccmpoiicmea 1 HAPYUWEHUA 8 Mecme 66e0eHUA

~ Ouenv uacmo -
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COOTBETCTBYET 2KCINEPTH
o1 11.04.2023 N= 6!
T AT

~ (Bxopmwmin M3 N=4227477)

OMY OTUYETY

- o JloBplmieHHAA YTOMJIIEMOCTD.

o Jluxopamka, 03HOO (IPOXB) WX M3-3a PA3BUTHA HHpEKImH (C bebpupHol HeTponeHueit
niK 6e3 Hee) Wid, BO3MOXKHO, BCIEACTBHE MMMYHOJIOTHYESCKIX MEXaHU3MOB.
o Acfemm.
e Peaxnyu B MeCT€ BBEJEHHUSL.
Coobmanock 0 pa3BUTHU PEAKIMA B MeCTe BBEIEHHs Ipenapara, BKIKOYas 00Jib, THIEPEMHIO,
orek ¥ TpomO03. OKcTpaBazanus (IONaJaHUE I/IH(I)S/BI/IOHHOI“O pacTBopa ¢ IIpernaparoM B
. OKpY)KAIOIIFE BEHY TKAHM) MOXKET TAK)Ke LPUBOIHUTH K BO3HMKHOBEHHIO JIOKAJBHBIX OONCH U
BOCIIAJIEHUS, KOTOPBIE MOTYT OBITH PE3KO Bi,IpaxceHHr)nwn Y IIPUBOUTD K OCTIOXHEHUAM, BKIIOYAL
HEKPO3, 0COOEHHO KOTA OKCAJIMILIATHH BBOIHUTCS Yepe3 NEpH(EpUIECKYIO BEHY.
Hapywenua co cmoponst 00Mena éeuiecms u RUMAaHUA
- Ouenb yacmo
»  AHOpEKCHsl, THIICPTIIMKEMHUS, THIIEPHATPUEMHS, TUTIOKATHEMHS], THIIOHATPHEMHSL.
Yacmo
o [unoxanbuueMus.
e OGe3BOXHBAHEE.
Heuacmo
o Merabonuueckuil anumo3.
- Hocmmapkemunzoeutii onsim
- Hugpexyuonmvie u napazumaprole 3a601e6aHun
Yacmoma HeuzsecmHa
o Cenruyeckuit MoK (BKIIEFOYAs JIETATHEIE HCXO/BL).
- Hapywenus co cmopoﬁbt Kpoeu u TUM@Pamu4ecKoi cCucmemsl
Yacmoma neusgecmua
* T'eMONUTAKO-YPEMUYCCKUN CHHAPOM.
¢ . AyTOMMMYHHAsl TaHIIUTOIICHHUS.
o [laumuronenusd.
. Bfopnqﬂaﬂ eKeMusl.
Hapywienua co cmopoHsl HEPEHOU cUuCmeMmbl
. Hacmoma neussecmna
e Cynoporu.
o IlepeOpoBacKysipHbIE HapyIICHUS reMopparnqecxdro ¥ HIIEMHYECKOTO THIIA.
Hapyuwenua co cmoponst cepoya

" Yacmoma Heuszgecmua
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e Vnmaenne uarepana QT, koTopoe Mok
apPUTMHEM, BKIIOYas XKETyTOIKOBYIO TAaXHKApIUIO TUIA IIHPYIT», BO3MOXKHO C JICTANLHEIM
HCXOZIOM. | |

e OcTpslif KOpOHAPHEIA CHHAPOM, BKITIOYas] MH(APKT MUOKap/a, KOpOHAPHBIH apTeproCIasM 1
0CTaHOBKY cepua (cM. pazaern «Ocobble yKazaHus»).

o Cepneunbie apuTMUH, BKIIOYast OpafuapUTMHIO, TAXMKAPAHIO U GUOPHILIAUMIO [IPECePAHH
(cm. pazpen «Ocobble yKazaHua»).

- Hapywenus co cmopoHbl ObIXAMeNbHOU CUCMEMbL, OP2AHO8 zpyduoﬁ KJ1emKU U CpedO0CmeH U

Yacmoma neusgecmua

o HapnﬁrocnasM.

e [TueBMOHHMA K OPOHXONHEBMOHMS, BKIIOYas JI€TAIBHBIE HCXOIBL.

O | Hapywienua co cmopoHyt 2#ceny004Ho-KUMEeUH020 MpaKma

Yacmoma Heuzgecmua

o  VlmeMust KAIIETHAKA (BKJHOYast NETANbHBIE HCXOIBI) (CM. paszien «OcoObIe yKa3aHusy»).

e Dsodarur. '

e SI3Ba JIBEHAMUATHIEPCTHOM KUIIKK M €€ INOTEHIUAIbHBIE OCIOXHEHUS, TAKUE KaK SI3BEHHOE
KpOBOTeUeHue U Tepdoparus S3Bsl (BKIIOYAs JeTalbHble UCXOAbl) (cM. pasgen «Ocobble
YKasaHus).

- Hapywienusa co cmopoHsl CKe1emHo-MbliedHOl U COCOUHUMENbHOT MKAHU

Yacmoma neuseecmua

e Pabpomuonu3 (BKIIOYas JeTaubHble UcX0sl) (cM. pasgen «OcoOble yKazaHHA»).

Hapywienus co cmopoHst UMMYHHOIL cucmembsl

o Yacmoma neusgecmna

. VOTcpoquHax peaxIys TUIepuyBCTBUTENEHOCTH.

Hapywenus co cmopoHbl Kodicu u ROOKOHCHHIX MKanell

o T'umepyyBCTBUTENBHBIA BACKYJIUT.

' Tpaemsl, UHMOKCUKAYUYU U OCTOHCHEHUA MAHURYIAUUT

o [lajmeHus U CBSA3aHHLIE C TaJIEHUEM TPaBMEI

Kombunupoeannan mepanusa oOKCAIURNAMUHA C (QMOPYPAYUIOM/KANOUUA DONUHAMOM

' (FOLFOX) u 6esayuzymabom

Be3onacHOCTh IPIMEHEHHUS KOMOMHAIMH OKCAITMIUIATHHA ¢ TOPYpaniIoM/KaIbIus (OITHHATOM

(FOLFOX) u 6eBanuzymabom B Ka4eCTBE Tepalry IepBOi JIUHNK ObUTa orieHeHa y 71 nanueHdTa

C METACTaTHYECKUM KOJIOpeKTaabHEIM pakoM (uccnenoBanue TREE).

' B [OIONHEHME K HeXeNaTeIbHbIM PEaKIisIM, OKHIAeMbIM B pesyNbTaTe IPHIMEHEHHS PeKuMa

FOLFOX, vexenaTeapHbIE peaxunn npu kombunanuu FOLFOX ¢ 6eBanu3zymaboM BKIIOYAIH
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O

KpPOBOTEYEHMs, INPOTEMHYPHIO, YXYALICH
nephopaluy, apTepuaIbHyO IHIEPTEH3HIO.

st Goree moapobHOH MHpOpManyy, Kacarolleifcss G6e30macHocTy NpUMeRerus OeBanu3ymaoa,

* CM. COOTBETCTBYIOIIYIO HHCTPYKIIHIO 110 IIPUMEHEHHIO 3TOr'0 Iperapara.

Ilepeno3upoBKa

Cumnmomwi

B Ccily4yae IEpemo3HpPOBKH MOXHO OXHIAThb Gonee BBIPOKCHHOTO IIPOSABIICHUA HEXKEIATCIbHBIX

peakuui.

Jleyenue

_ AHTHIOT K OKCaJIMIINATHHY HEU3BECTCH. PBKOMGHIIY €TCA TIIATCIBHOC Ha6mozerHe 3a [TaUEeHTOM M

CTpOl"HfI KOHTPOJIb TEMATOJIOTHICCKUX noxaszaresed. JleueHne CUMIITOMAaTHIECKOE.

BzaumopeiicTBHE ¢ JPYTHMU JIEKAPCTBEeHHBIMHU npenapaTaMn

CyILEeCTBEHHOrO U3MEHEHHs CBSI3BIBAHMS OKCAIMIIIATHHA C OelKaMu IUIa3Mbl KPOBH i1 Vifro TIPH
OJTHOBPEMEHHOM [PUMEHEHHH C SPUTPOMUIIIHOM, CATULMIIATAMH, IPAHHCETPOHOM, TAKITTAKCETIOM
U BJIBIIPOATOM HATPHUSI HE HaOIIOAAIOCk.

HpI/I BBHHMOIIef/'ICTBHK C AIXOMHHHEM BO3MOXHO o6pa3013aHHe 0CaZlka U CHIDKCHHEC aKTHBHOCTH

" OKCalMIUIATHHA.

PexoMeHyeTcst COOIOAATh OCTOPOKHOCTD IIPH IPUMEHEHUH OKCAIIMIIIATHHA COBMECTHO C IPYTAMH

JIEKapCTBEHHBIMA CpefcTBamMu, ymmHsmonmme untepBan QT (u3-3a pHCKa PasBUTHS TDKENBIX

KETYIOUKOBEIX apUTMHM, BKIFOYAs JKEIyJOYKOBYIO TaXMKapAHIO THIIA «IHPYdT»). B ciydae

KOMOMHAIIMM ¢ TAKAMH JIEKAPCTBEHHBIMK CPENCTBAMH HEOOXOAMMO TIIATEBLHO KOHTPOIHMPOBATH
unrepsai QT mpu mposenenrn DKI (em. pasnen «Ocobble yKazaHUsD»).

PCKOMCHIIy €TCA CO6J'IIOJIaTI> OCTOPOXKHOCTS IIPH IIPIMEHEHUN OKCATHAIUIATHHA COBMECTHO C IPYTIMH

. JICKAPCTBCHHLIMHA CpeHCTBaMH, KOTOpBIE MOTYT BBI3BaTb pPasBUTHC pa6IIOMI/IOHPISa (1/13-321

TOBBIIIEHHOTO PUCKA PabIOMHUONK34, CM. pasien «Ocobble yKa3aHus»).
Ipenapat ITTATUKAI® hapmanestudecku He coBmecTiM ¢ 0,9 % pacTBOpOM HATpPUs XJIOpHIA

A IPYTAMH COJIEBBIMU (IIIGJ'IO‘{HI)IMI/I) pacTBOpaMu HJIX pacTBOpaMy, COACPKAIIUMHU XIOPHUBI.

-V [aIKMEeHTOB, TIOIYYai0IyX OKCATHILIATHH B 03¢ 85 MI/M? HEIOCPEICTBEHHO IEpE BBEACHUEM

¢ropypanuna, He HabIIONAIOCH H3MEHEHHUH B KOHLEHTPAIMAX QTOpypalia B KPOBH.
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ot 11.04

’ ’ (BxopAuwmit e
Oco0ble yKazaHus 2

[Ipenapat [UIATUKAZI® gmomxeH TpPUMEHSATHCS TONBKO B CHENHANM3MPOBAHHBIX
OHKOJIOT'MUECKHX OTHENEHHsX, ¥ €ro BBEJCHHE ODKHO IIPOBOJMTBCA IMOA HaOMOAEHUEM
OHKOJIOTa, MMEIOILETrO OIBIT PaboTHI € npmeoonyxoneBmMH nperapaTaMu.

[ToCTOSIHHBI KOHTPONb DPAasBUTHS BO3MOXHBIX TOKCHYECKMX 3(QGEKTOB mpu JeUeHHH
 OKCAJMIUIATHHOM O0sI3aTENEH.

_ PérynﬂpHo (pa3 B Hememo), a TaKKe Iepen K@KIbIM BBEICHHUEM ‘Ipenaparta IUIATUKAT®
clle/lyeT IIPOBOJIUTH KOHTPOIIb CORepXKaHusl GOPMEHHBIX SIEMEHTOB B NEpU(hepUIECKO KPOBH U
noxaszarened (pyHKLUH [T0YEK U IIEYECHH.

B cBs3u ¢ orpaﬂmenﬁocm}o JAHHBIX B OTHOIIEHHMH 0E30IacHOCTH IPUMEHEHHMs IIpenapara y
" MAlMEHTOB C HapyIeHWeM OGYHKIMH II0Y€K CpefHed TsHKECTH, PEKOMEHIOBAHO IEpen
IIPUMEHEHHEM IPEeTIapaTa TINATENLHO COOTHECTH PUCK ¥ TONB3Y. Y NAlMEHTOB JaHHOH TPyl
HEOOXO0/IUMO CTPOr0 KOHTPOJIMPOBATh (PYHKIHIO [I0YEK X KOPPEKTHPOBATH 03y OKCATMILIATHHA
B COOTBETCTBHH C IIPOSBICHUAMH TOKCHYHOCTH.

 Tlpu npumerenny npenapata INTATUKAL® aineprideckue peakiuy MOTY'T BO3HHKATD BO BPEMSI
moboro muxia. B cioydae pasBuTHA IOLOGHBIX aHaQMIIAKTUYIECKUM DpeaKiui Ha npenapa’f
HJ’IATI/IKAII®, er'o ﬁH(i)y3na xoﬁmﬂa OBITh HEMEIJIEHHO IIpeKpalieHa U cIeIyeT cpasy jKe HavyaTh
~ COOTBETCTBYIOIIYIO CHMITOMATMYECKYIO Tepamuio. B 9ToM ciiydae IIOBTOPHOE BBENCHHE
npertapara IINTATUKAJI® npoTuBomokasaqo.

[lepen KaxIpIM BBEIEHHEM W IIEPHOJMYECKH IIOCNIE BBEJCHMS OKCAIUILIATHHA CIEIyeT
NPOBOAUTH  HEBpOJOrMYecKoe  oOCIeNoBaHHE HA  IpPEIMET  BBIABICHHMS  [IPHU3HAKOB
. HEHpOTOKCHYHOCTH (lepudpepudecKoil CEHCOPHOH HEHpomaTHH), OCOOEHHO €CId Ipernapar
KOMOHMHUPYETCS! C  JIpyTUMH JIEKapCTBEHHBIMHU IpenapaTaMH, 00JTaar0 UMK
HEUPOTOKCUYHOCTBIO.

PexoMeHganpyd IO KOPPEKIMM JO3BI M DPEXKMMa BBEAEHHS OKCAIUILIATHHA IIPH
' Heﬁporoxcﬁqnocrn, reMaTOJIOTHYECKHX M JKETyZAOUHO-KUIIEYHBIX IPOSBICHUAX TOKCHYHOCTH
IpUBeCHEI B pasznere « Criocol NpUMEHEHNUs U I03bI».

[ManuenTOB clieayeT NPOoRH(OPMHIPOBATH O BO3MOXXHOCTH YCTOMYHBOIO COXPAHEHMS CHMIITOMOB
nepudepuyeckoil CEeHCOpHOM HeHWpomaTHH IIocjge OKOHYaHMsA Kypca JieueHHus. JIoKaibHble
yMepEHHBIE MAPECTE3NH ¢ QYHKIMOHATBHBIMA HAPyIIEBHSIME MOTYT JEPXKaThCs 0 3 JIET TOCIe
OKOHYAHH JICUSHHUS II0 CXEME aIBIOBAHTHOIO IPHUMEHEHUS MIperapara.

TamuenTaM, y KOTOPEIX B Xofe MHDY3HH MIM B TeUeHHE HECKOJIPKHX 4acoB IIOC/IE 2-4acOBOH
 uHYy3UH pa3BHUBAETCA OCTpas TOPTAHHO-ITIOTOYHAs [U3ECTE3Ud, CIEAYIOIIYI0 HMH(QY3HIO
OKCaNUILIAaTHHA CIeNyeT nposb}lmb B TeueHHE 6 YaCOB. JIns mpenoTBpamieHusl pasBUTHUSL

AU3CCTEC3NHN NAIlUCHTY PEKOMCHAYCETCA n3beraTs TNEPCOXNOKICHUA, a TaKXE IIpUeMa CIIHAIIKOM
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XOJIOLHOM MM ¥ HAITUTKOB BO BPEMSI BBEJICH
npenapata [NTATUKAJI®.

- ITpn [OSBIIEHHH He 0/ AIOIIAXCS Jpyromy oOBSICHEHHIO CHMITOMOB CO CTOPOHBI JIBIXaTeIbHON
cucTeMbl (CyXOM Kamlenb, OJ(BULKA, XPHIBI M BEIABJIEHWE HHQUIGTPAIMH JITKHX IPH
PEHTTEHOIOINYECKOM HCCNEN0BAHMM) JIEYCHHE OKCATHILIATHHOM CIEAyEeT NPUOCTaHOBUTH JO
HCKIIOYEHHS C TIOMONIBIO JONOJHUTENBHBIX HCCICIOBAHHH HAIMYAA HMHTEPCTHIHATBHOTO
' IIOpaXEHHU JICTKHX.

Yenynouno-KuuIednas TOKCAYHOCTb, KOTOpas NPOABIAECTCA TOUIHOTOX X DBOTOH, MOXKET
SHAYMTENEHO YMEHBIIATHCS MM yCTPAHATHCS LPH IIPUMEHEHMH IPOTHBOPBOTHBIX cpencrs. C
TSOKETBIMA  AuMapeedl u/wid  pBOTOM MOXET OBIThb CBS3aHO pasBUTHE JCIMApATalluy,
THIIOKAJIMEMUH, MeTabOIMYECKOTro Aaluao3a, MapaldTUYeCKOH KHINEYHOM HEMPOXOAUMOCTH,
oOCTpYKIMHM TOHKOTO KHMIIEYHMKA H J@Ke HapyUICHHH (GYHKIMM IOYeK, 0coOeHHO IIpH
OpYMEHEHMH KOMOMHALUY Ipenapara [JIATUKAJ® u ropypanmna.

TlaupeHTsl MOJDKHEL OBITH MOAPOGHO NIPOMHGOPMHPOBAHBI O BO3MOXKHOCTH Da3BHTHA
IMapew/pBOTHl M HEWTPOIEHHM I0CTe NPHMEHEHHS OKCAIMIUIATHHA B KOMOMHAIMH - C
@TopypanHHOM C peKOMeHJalueil IpH HX IOABICHHH HEMEUIEHHO OOpaTHThCS K CBOEMY
nevameMy Bpady s CPOYHOTO IIONyYeHMs HEOOXOAMMOIO JIEYEHHUS 10 MOBOAY Pa3BUTHS
* YKa3aHHBIX CUMIITOMOB.

[lpu npuMeHEHHH Ipenapara [UIATUKAI® coobmanoch O ciydasX pasBUTHs HIIEMUM
KMIIEYHMKA, BKJIOYas JEeTaTbHBIE UCXOJBL. B ciaydae pa3BUTHA HIIEMHH KHIIEYHHUKA CIIeTyeT
JIPEKpaTUTh TPUMEHEHHE OKCAIMIUIATHHA M IPOBECTH COOTBETCTBYIOIIME JiedeOHbIE
© MEpOIPHATHSL.

Ecin OKCaIMIUIATHH KOMOMHHUpyeTca ¢ hropypaummioM (¢ Kamblms (HOIMHATOM MK 6€3 Hero),
IpY Pa3BUTHH TOKCUYHOCTH, CBA3AHHON ¢ (TOPYpaLMIOM, CIeLyeT IPUMEHATh OOBIYHYIO B 9TUX
CITy9asX KOPPEeKIMIO 10351 GTopypammia (CM. HECTPYKIHIO 10 IPUMEHEHMIO (TOpypaluia).
[Ipy3HaKaMy U CHMIITOMAMH CHHIpOMa 3aiHeil o6paTHMoOl JeltkosHIedanonaTuy MOryT OBITh
royoBHAsA 6OJb, HAPYLIEHME YMCTBEHHBIX CIIOCOOHOCTEH, CyIOpOTrH, HapyIIeHHs 3peHus (OT
PACILIBIBYATOCTH M300paXKEHHs /IO CHENIOTH), COYETAIOIIMECS MM HEeT C IOBBIIIEHHEM
. apTePUATHLHOTO JAaBJIeHHs (CM. pasnen «HesxenarensHsle peaknumy). Jlnarso3 cHHApOMa 3aJHeH
66paTHM0171 JNedKovHIeDATONATHE TOATBEPXKIACTCS ¢ ITOMOIIBI0O MAarHHTHO-PE30HAHCHON HIIH
KOMITBIOTEPHOH TOMOTpaduy TOJIOBHOTO MO3TA.

I'Ipn nevennn npenapatoM ITJIATHUKAJI® coobmanochk 0 pasBATHH TakMX HEXeNaTelIbHBIX
| peaximit Kak Celcuc, HeWTPOIIEHWIECKUH CENCHC MM CENTHYECKHH IIOK (BKIIOYAs JIETalbHbIC
ucxosl) (cM. paszen «HexxenarensHble peakuun»). IlpaMenenne npenapara cﬁenyeT IIPEKpaThTh

B CJIy4a€ pa3BUTHUAL 100010 U3 IIEPEYUCIICHHBIX COCTOSIHHM.
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COOTBETCTBYET 3KCMEPTHC

or 11.04 2023 N= 6

MY OTHETY

' - PP aark BAD KA TATT
(Bxopmwmit M3 N24227477)
Ilpu nOpuMeHeHHE —Ipemapata [UIATU "Arﬂ® COO0IMATOCh 0 — CIyYasX PA3BUTUA

nmcceMnﬁHpOBaHHoro BHYTPHCOCY/IUCTOTO CBEPTHIBAHMSA KPOBH, BKIIOYAs JETAIbHbIE HCXOMBL.
IIpx pa3BUTHS JAHHOTO COCTOSHMS CIIEYET IPEKPaTUTh IPUMEHEHHNE OKCATMIIATHHE X IPOBECTH
COOTBETCTBYIONIUE J€ICOHBIE MEPOLIPUSITHS.

[eMOJITHKO-YPEMHUECKHH CHHAPOM SIBISETCS JKI3HEYTPOKAIONIEH HEXeNaTelbHON peakiuex.
_ HpnMeH'eHne OKCAMIUIATHHA JODKHO OBITH IIPEKPAIleHO IPU HOSBICHUM NEPBBIX CHMIITOMOB
MHAKPOAHTHOIIATHYECKOH TeMONMTHIECKON aHEMHUH, TAKHX KaK OBICTPOe CHIKEHUE [eMOITIo0HHa
C COIIyTCTBYIOIIEH TPOMOOLUTONECHUEH, TIOBbIIEHHE KOHIIEHTpanuil 6unupyOnHa, KpeaTuHuHa,
a30Ta MOYEBMHBI, aKTUBHOCTH JjakrartaeruaporeHassl (JIAI) B CBIBOPOTKE  KPOBH.
- PaspuBaromasics Ipd 3TOM [OYedHAas HEIOCTATOYHOCTh MOXET OBITh HEeoOpaTHMOH Iocie
IpeKpanieHys Tepaiy 1 MOXET I0TpeOOBaTh IPUMEHEHNE TUaln3a.

B ciyyae OTKIOHEHHS OT HOpMBI 1a0OPATOPHBIX NoKa3aTened QyHKIMY [IeYeHN WK Pa3BUTHA
TIOPTaJIbHOU MUIIEPTEH3UHU, HE SBIIIOMMXCS C OUEBHIHOCTHIO CIISZICTBUEM HAIMYMA METaCTa30B B
| [IedeHH, ceayeT 06CIe0BaTh NAHEeHTa Ha TPEAMET OUeHb PEIKO BCTPEUAIOIIETOCs MOPaKEHUs
[EYEeHOYHEIX COCY/I0B, BBI3BIBAEMOT0 OKCAIMIIIATHHOM.

IIpu IpUMEHEHHH OKCAIMILIATAHA BO3MOXHO pasBuTHe ymmuHeHns untepana QT (cm. paspen
«Hexenarenpuple peakLuu»), KOTOpPOE MOXET IIPHBECTH K BO3HHMKHOBEHMIO TSDKEBIX
KEJIYJIOUKOBBIX apUTMHU#, BKIIOYAs JKEIYZOUKOBYIO TAXHKAPIHIO THIIA KIIHPY3T», BOSMOXHO C
JETAIBHBIM MCXOMOM. Y MAIHMEHTOB, B aHaMHE3€ KOTOPBIX OTMEYAJIOCh yIMHEHWE HHTEpBala
QT, wiM TaNMeHToB C IpeApacrojaralomuMe GakropamMu K ymmHenmio unTepBana QT
. (BampuMep, IpH OJTHOBPEMEHHOM IIPHMEHEHHH C IpelapaTaMy, yAmuHsonmMe uaTepsait QT;
OpyM  BIEKTPOJUTHBIX HApPYIIEHWSX, TAKAX KaK THUIIOKAIMEMMs, THIOKAIBIUCMHS MM
runomarsnemus) npemapar TUIATHUKAJI® cremyeT NpHMEHSTH C OCTOPOXHOCTBIO. Ilpu
pasBuTuY yIyiMHeHns uHTepBana QT neueHue OKCaAIUIIaTHHOM ClIEAYeT IPEKPATHTh.

" Ilpu NIpUMEHEHHH OKCAIMIUIATMHA OTMEYAJIOCh Pa3BHTHE OCTPOrO. KOPOHAPHOIO CHHAPOMA
(BKMOYas MHGAPKT MUOKAp/ia, KOPOHAPHEIM apTepHocasM B OCTaHOBKY CEPANA) M CEPAEUHBIX
apuTMui (Bxﬁ}oqaﬂ OpamuapuTMUIO, TaXMKapaMo U QuOpmUNUIO mpeacepaui). B ciydae
DA3BUTHS OCTPOTO KOPOHAPHOTO, CHHAPOMA WM CEPIEYHBIX apUTMHI MOXET HOTpeGOBaThCs
IepepblB MJIM HIpPEeKpalleHue JIEYeHHs C IIOMONIBIO Ipenapara IUTATUKAI® ma ocHoBe
MHIMBUIYAIBHOM OLEHKH COOTHOUICHMS NpeAnoaraéMoH IOJb3Bl M BO3MOXKHOTO PHCKa JUIL
HanuesTa. Boib B rpyu WM ydalleHHOE cepAlleOHeHre MOTYT OBITE CUMITOMAaMH CEPIEYHOTO
npuctyma. B ciiyyae BO3HUKHOBEHHSI HOZOOHBIX CHMITOMOB HEOOXOAMMO HEMEICHHO
oOpaTHTECA 332 MEIUIMHCKOH IIOMOIBIO Ul IPOBEIeHWs OOCIeNOBAHMS M HOJTyYEHHS

COOTBECTCTBYIOUIETO JICUCHHS.
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COQTBETCTBYET 3KCMEPTHOMY OTUYETY

ot 11.04.2023 N2 &¢

[lpy mpuMeHeHuM IIperapara TUIATUKA® mmeqanocﬁ%%%%ﬁg Déﬁb’l\?fﬁogf%s_a_ 'BKmogas

. JeTaJbHBe WCXOXbl. B ciydae mosBieHMss 00MM B MBIIIAX M OTEYHOCTH B COYETAHHM CO
caboCTBIO, IMXOPAIKOH HIIM IOTEMHEHMEM MOYH, JIEYEHHE IIPENIapaToM TIATUKAL® momxHO
6BITH IpEKpalero. Eciu uarso3 pabnoMHoIm3a IOATBEPIHIC, TO JOJDKHE! OBITh IIPOBEACHEI
COOTBETCTBYIOIIHE JieueOHBIE MEPOIPHUATH. PeKoMenJyeTcst COONIOAATh OCTOPOXKHOCTE IPH
" OJTHOBPEMEHHOM Ha3HaueHWH C Ipenaparom [JIATUKAJZT® mexkapCTBEHHBIX IPENapaToB,
KOTOpBIE MOTYT BBI3BaTh pa3BUTHE pabnomuonmsa (cM. pashensl «HexenareabHbIe peakiuuy,
«B3anMozelcTBHE ¢ JPYTUMH JIEKAPCTBEHHBIMU CPEACTBAMMUY). '
[Ipu npuMeHeHUM Ipenapara TUIATUKAJI® BO3MOXHO pasBUTHE S3BBI JiBEHALATHIICPCTHOH
| KMIIKM M ee TIOTEHIMAIBHBIX OCIOKHEHMH, TAKMX KaK S3BEHHOe KPOBOTEUEHHE M Nepdopaius
SI3BBI, KOTOPBIE MOTYT OBITH JIETAIGHEIMA. B cilydae pa3sBUTHA A3BbI IBEHALIATAIICPCTHON KHIIKH
neuenne npenapatom TIATUKAI® reo6XoauMO NPEKPATHTh M JOIDKHBI OBITH NPOBECHHI
~ COOTBETCTBYIOIIUE JIEYEOHBIC MEPONIPHSTHL.

IIperrapar TTJIATUKAJI® Hemb3s BBOAWTH BHYTPUODIOIIMHHO, TaK Kak IIPH TAKOM BBEJCHME
MOJXET PasBUThCS KPOBOTEUEHHE B GPIONIHYIO TIONOCTS.

B ciydae sKcTpaBasalMu HHQY3HIO CleIyeT HEMEMUICHHO NpPEeKpaTHTh W HayaTh MECTHOE
. CUMIITOMaTHYECKOE JJ€YECHHE.

XKenmuaam u MqunﬁaM BO BpeMs JICICHHS OKCAJMIUIATHHOM M IIOCIE OKOHYAHMS JICUCHHUS B
TeyeHHE 9 MeCAIEB I KEHIIMH ¥ 6 MECSIEB JUIl MYXYHH CJIeIyeT MCIONb30BaTh HAJEKHBIE
METO]Ib] KOHTPALIENIHH.

[Ipu o6palleHny C OKCATMIUIATHHOM JOJDKHBI COOJIOAATBCS BCE OOBIYHBIE PEKOMEH/AIMH IO
OOpAEHHIO ¢ UTOTOKCHUYECKUMHE IIpertapaTamMy. [Ipy monajaHuy OKCaIMIIaTHHA HA KOXY I

CIIM3UCTBIE 000JIOUKH UX ClIEnyE€T HEMEIJIEHHO U TINATENBHO IIPOMEBITDH BOJOH.

Biinsinue JIeKAPCTBEHHOr0 NpemnapaTa JJIsi MeJHIHUHCKOI0 IMPHMEHEHHSI HAa CIOCOOHOCTD
yIpPAaBJATH TPRHCIOPTHBIMH cpencTBaMH, MeXaHU3MaMH

He wusywanoch. OpmHako TpUMEHEHHE OKCAIMIUIATHHA YBEIMYMBAET DPUCK BO3HHKHOBEHI
_ rOHOBoi(pyx(eHHﬂ, TOIIHOTEI, PBOTBl U OPYTHX HEBPOJOTMYECKHX CHUMIITOMOB, BIHMSIOLIMX Ha
CKOPOCTB H a/IeKBATHOCT PEAKIINH, KOTOPHIE MOTYT OKa3bIBaTh HE3HAIUTEIILHOE MM YMEPEHHOE
BIIMSAHIE Ha CIIOCOOHOCTH YIPaBIIATh 'i‘p&HCHOpTHBIMH CpencTBaMK U paboTaTh C MEXaHU3MAMH.
Hapymienust 3penusi, B 0COOEHHOCTH MpEeXosmas moTeps 3peHus (oOparumas MoCie OTMEHE
© TE€paluy) MOTYT NPEACTaBIATH ONACHOCTh AJIS NMAlMEHTOB IPH YIPaBIEHUH TPAHCIIOPTHBIMU
CPEeCTBAMH W 3aHATHM JPYTHMH ITOTEHIHMAIBHO OITaCHBIMH BHJAMM JEATENBHOCTH. [losTomy
TAIHEHTHl JO/DKHBI OBITH INPEeIyNpPEeXIEeHB! O BO3MOXHOM BJIMSHWE STHX SBNEHHHA HA HX

CII0COOHOCTD YIPaBJIATh TPAHCIIOPTHBIMU CPEACTBAMHU KU 3aHHMATbhCA IﬁpyFHMH IIOTCHIHAJIBHO
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OIlIaCHBIMU BHIAMHU OEATCIIBHOCTHU. HpI/I TI0

. ClIEAYET BO3AEPKAThCA OT BBIIIOJIHEHHU YKa3aHHBIX BHOOB ACATEIBHOCTH.

@opma BbIIIyCKA

JIvoumM3aT U NPUTOTOBIEHHS KOHUEHTpaTa Uil IPUTOTOBIEHHS PacTBOpa s MHQY3ui,
, 50 mr, 100 mr.

o 50 mr mim 100 Mr JelcTBYIOMEro BeIecTBa BO (1akoHb! 6€CIBETHOIO HEUTPAIBHOTO CTEKIIA
I IEOPOTHTHYECKOTO KIAcca, TEPMETHYHO YKYIOPEHHBIE PE3MHOBBIMH IPOOKaMu ¢ 0OKaTKo
. AMIOMHHHMEBBIMH KOJNaYKaMyl C IIACTHKOBOX KPBIIIKOH THIIA «flip-offy. Ha xaxmplii ¢nakon
HaKJICUBAIOT STUKETKY CaMOKIIESIILYIOCH.

Ilo 1 (uakoHy ¢ MHCTpYKLMEW O NPMMEHEHHIO NOMEIAIOT B Na4yKy M3 KapToHa, Wid 1o 1
(hIIAaKOHY B KOHTYPHYIO SUEHKOBYIO ynakoBKy u3 [IBX IUIeHKH ¢ MHCTPYKIHeH IO NPUMEHEHHIO

MIOMEIAIOT B Ia4YKy U3 KapTOHA.

HonycxaeTcg HakJIEUBaHUE STUKETKHA KOHTPOJIA IEPBOrO BCKPBITUA Ha TAYKy M3 KapTOHa.

YenoBust XxpaHeHH
XpaHUTH B 3aMIUIIEHHOM OT CBETa MecTe NPy TeMIepaType He Boime 25 °C.

" XpaHuTh B HEAOCTYIIHOM JUIs IeTel MecTe.

' Cpox rognocru

3 roxa.

He IIPUMEHATE 110 KCTCYECHUH CPOKA IT'OAHOCTH.

- YcaoBus oTIycKa

OtnyckaroT HO pelentTy.

Biazesnen perucTpansoHHoOro yaocToBepeHust

- AO «BHOKA[]I», ‘Poccmsi, 198515, T. 'Canxr-IlerepGypr, BH.Tep.r. nocenok CrpernbHa,
n. Ctpensra, ya. Ces3y, 1. 38, ctp. 1, nomem. §89. A |

Ten.: +7 (812) 380 49 33, daxe: +7 (812) 380 49 34; e-mail: biocad@biocad.ru

IIpounzBoauTten .
AO «BUOKA]I», Poccus, 143422, Mockogckas 0611, r.0. KpacHoropck, c. Ilerposo-/lansnee,

yn. [Ipomsmuiensas, a. '5, K. 2.
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COOTBETCTBYET 2KCNEPTHOMY OTUETY
ot 11.04.2023 N= 6306
(Bxopmwmi 227477}
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_’ 000 «IIK-137», Poccusa, 124460, r.Moc
r. 3enenorpas, npoesa 5557-#, 1. 2.

Opranusanus, IpUHEMAIOAs OPETEH3UN NOTPeduTe el

- AO «BHIOKAl», Poccus, 198515, r. Camxt-IletepGypr, BH.Tep.r. mocemok CTpemnsHa,
1. CrpenpHa, yi. Cssy, a. 38, ctp. 1, momen. 89.
Ten.: +7 (812) 380 49 33, daxc: +7 (812) 380 49 34; e-mail: biocad@biocad.ru

Wudopmanuio o pa3BUTHM HEXENATEIBHBIX Peakl[Mil HAIPABIIATE 110 aapecy: safety@biocad.ru

o nexachBeHme cpencts B PO u cTpanax; / )
AO «BUOKATI» ‘

H. B. UypakoBa

« » 20 1.
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