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OBILASI XAPAKTEPUCTUKA JEKAPCTBEHHOTO TTPEHAPATA "

1. HAUMEHOBAHHME JIEKAPCTBEHHOI'O IIPEITAPATA

Honukcanon, 270 mr oma/mit, pacTBOP TSI HHBEKITUHA

Woaukcanon, 320 mr #ona/mi1, pacTBOp Ui HMHbEKIUN

2. KAMECTBEHHBI 1 KOJIMYECTBEHHBII COCTAB

JleficTByroniee BEUIECTBO: HOIUKCAHOI.

Wonukcanon, 270 Mr oaa/mMii, pacTBOD JUISL UHBEKLIUHI

1 M1 pactBOpa comepxut 550 mMr HomukcaHosa (3KBUBaJIeHTHO 270 MT B mepecueTe Ha o).
Kaxnprii ¢makon ¢ 20 mit pactBopa conepxut 11000 mr fiogukcanona.
Kaxxnprit drakon ¢ 50 M1 pactBopa cogepkut 27500 mr HonukcaHoa.

BcrnoMorarespHbIe BelIecTBa, HAJIMYKME KOTOPHIX HAJ0 YUYUTHIBATh B COCTaBE JICKAPCTBECHHOTO
npenapara: Hatpuit (cm. paznen 4.4.).

Uonukcanon, 320 Mr iioga/Mii, pacTBOD JUISL MHBEKLIUHI

1 M1 pacTBOpa coaepx uT 652 Mr HonukcaHosna (3kBuBajieHTHO 320 Mr B repecuere Ha Hon).
Kaxnpiii makon ¢ 20 mit pactBopa conepkut 13040 mr onukcaHona.
Kaxnasrit ¢pmaxkon ¢ 50 mi pactBopa copepxkut 32600 mr ioaukcaHona.

BeiecTBa, HaTMUME KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Mpernapara: HaTpHid (CM.
pasznen 4.4.).

ITonupIit MEpCUYCHDb BCIIOMOIaTCJIbHBIX BCIICCTB IMIPHUBCJCH B PA3/JCJIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBOp mi1s MHBEKIUI.
becuBeTHBIN UM CBETIIO-KENITHINA IPO3PAYHBINA PACTBOP.

Ddu3nKo-xuMHUYECKHE CBOWCTBA

Nomukcanomn - HEHOHHOE, TMMEpHOE, rekcailogupoBaHHOE, BOJIOPACTBOPHUMOE
PEHTIeHOKOHTpacTHOE cpeAcTBO. PH npenapara 6,8 - 7,7.

UucTelil BOJHBIA PacTBOpP MOJAMKCAHOJIA BO BCEX KIMHUYECKUX HMCIHOJIB3YEMbBIX KOHIIEHTPAIUAX
MMEET MEHBUIYI0 OCMOJISJIBHOCTb, YEM LEJIbHAs KPOBb MU HEMOHHBIE MOHOMEPHBIE KOHTPACTHBIE
CpeACTBa B Te€X k€ KOHIeHTpauusx. [Ipemapar MoaAnKCaHOn M30TOHMYEH TI0 OTHOIIEHHIO K
HOPMaJTHHBIM KHUJIKOCTSM Tella 33 CUET JOOABICHHS SJICKTPOIUTOB.

OcmMmossutbHOCTD Tipenapata Moaukcanomna coctaBmsieT ot 260 MOcMm/kr 10 320 MOcm/KT.

Bsskocts npenapata Monukconon npuseena Tadnuue 1.
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Tabnuma 1. Bsaskocts npenapara Monukcano.

Bsizkocth (MlIla © ¢)
Jlo3upoBka

20 °C 37°C
270 wmr fioxa/mi | 13,0 6,1
320 mr #fioga/min | 24,5 11,2

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K NPUMEHEHHUIO

HeKapCTBeHHBIﬁ npemnapar mNpuMEHACTCA UCKIIOUUTCIIBHO B IMATHOCTHYCCKUX LCJIAX.

[Ipemapar MoaukcaHon moka3aH K MPUMEHEHUIO y B3POCHBIX B KaueCTBE PEHTIC€HOKOHTPACTHOTO
CpeICTBa JUIsl IPOBEJICHUS:

e kapauoaHruorpaduu, kKopoHaporpaduu, nepeOpanbHON aHruorpaduu, nepudepruyeckoi
anruorpaduu, abmoMHHANBHON aoprorpaduu (BHyTpuapTepuanbHas (B/a) TUTHUTANbHAS
cyorpakuuonnas anruorpadus ([ACA)), yporpadbuu, d¢uedborpadun, KOHTPACTHOTO
ycusieHus npu komnbiotepHoit Tomorpadun (KT) n uccnenoBanus KemyI04HO-KAIIEIHOTO
TPAKTa;

e 1IOMOAJILHOM, TOpPAaKaJIbHOM U LIEPBUKAIBLHON MUeETOrpadui;
e aprporpaduu u rucrepocanbnuarorpaduu (I'CT).

[Ipenapar Moaukcanon moka3aH K NPUMEHEHHUIO Yy AeTell B Bo3pacte oT () MecsleB B KayecTBE
PEHTTEHOKOHTPACTHOTO  CpeACTBa Uil  TPOBEACHMS:  KapauoaHruorpaduu,  yporpaduu,
koHTpacTHOro ycwienus npu KT u ucciienoBanus KelyI0uHO-KUIIEYHOTO TPAKTa.

4.2. PexxuMm 103MpOBAHMSA M CIIOCOO MPUMEHEHHUS

.HCKapCTBeHHI)II\/JI npemnapar HO}II/IKC&HOJ’I JOJIKEH BBOJAUTHCA TOJIBKO MEAUITMHCKHUMUA pa6OTHI/IKaMI/I,
HUMCIOIIUMH OIIBIT ITPOBEACHUA UCCIICAOBAHUS C IPUMCHCHUEM PECHTTCHOKOHTPACTHBIX CPEACTB.

PexxuM 103upoBaHus

Jlo3upoBaHWE 3aBUCHT OT THMA M METOAA MCCIENOBAHUSA, BO3pacTa, MacChl TeJjda, COCTOSHHS
TeMOJMHAMUKH, OOMIETO COCTOsHUSA TanueHTa. OOBIYHO UCHONB3YIOTCS TE€ K€ KOHIICHTpalus U
0o0beM, 4YTO M TNpHU MPUMEHEHHUU APYruX HOJACOAEpkAIIUX PEeHTTeHOKOHTPACTHBIX cpeAcTB. B
HEKOTOPBIX HCCIENOBAaHUSAX OblIa TONydYeHa JOCTAaTOYHAsl JUarHOCTHYecKas WHGOpMaius Mpu
HCMOJIb30BAaHUH MOJUKCAHOJIA C HECKOJIBKO MEHBIIIEH KOHIIEHTpaluen noza.

OpHEHTHPOBOUHBIHN peXUM JTO3UPOBAHUS AJIsl B3POCIIbIX MTPUBEIEH B TabIuIe 2.

2103]31 IIpU BHYTPUAPTECPpUAIBHOM BBCACHWUN YKa3aHBbI IJId OJIHOKpaTHOﬁ HHBEKIUH, KOTOpast MOXCET
OBITE MMpOBCACHA ITOBTOPHO.

Tabnuua 2. OpreHTUPOBOUHBIN peXUM 03upoBaHus npemnapara Moaukcanos.

Ioka3anue/o0ce10BaHue Konuenrpauus Oo6bem

BuyrpuaprepuasnHoe (B/a) BBeieHIe

Apmepuoepaghus

CenexTuBHas 1epeOpaibHas 270/320" wmr jiona/ma 5-10 MuI/UHBEKIIUA

2
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Moka3zanue/o0cenoBanue Konuenrpanus OoneM
Aoprorpadust 270/320 mr ioga/mit 40-60 mMi1/uHBEKIUS
[epudepuueckas 270/320 Mr ioma/mi 30-60 mMi1/uHBEKIUSL

CenekTuBHasl BUCIIEpalibHAas B/a
JACA

270 mr Hioma/mi

10-40 mu/uabekuus

Kapouoaneuoepagus

JIeBbli )Kemy104eK U KOPEHb
A0pTHI

320 wmr foga/min

30-60 Mu1/uHbEKIUA

CenekTuBHas1 KOpoOHaporpadus

320 wmr foga/min

4-8 M/UHBEKIUS

BuyrpuBennoe (B/B) BBeeHHE

Yporpadust 270/320 mr ifoma/mi 40-80 mn®
dnedorpadus 270 mr fioga/mi 50-150 mMi1/KOHEYHOCTH
Yeunenue npu KT

KT rosossl 270/320 mr Homa/mn 50-150 mn
KT Tena 270/320 mr ioga/mn 75-150 M
HNHuTpaTekajbHOE BBeeHHE

JlombanpHass w  TopakampHas | 270 Mmr Homa/Mi 10-12 ma @
muenorpadus (smoMOanbHas | win

WHBEKITHS) 320 mr fioga/mi 10 mo®
LepBukanbHas muenorpadus | 270 mr Hoga/mi 10-12 mnt @
(uepBUKaIbHAA WIN JIIOM-OanbHast | WK

WHBEKITHS) 320 mr fioga/mi 10 mo®

BBenenue B noJiocTH TEJIA

Jlo3y noi0uparoT HHIUBUAYaIBHO

JUIA OINTUMAaJIbHOU BU3yaJIM3alluU

Aptporpadus

270 mr Homa/mi

1-15 mn

I'ucrepocansnunrorpagus (I'CI')

270 Mr fioma/min

5-10 M

Pexomenmyemast j103a MOXKET OBITh
MPEBBIIIICHA B  HECKOJIBKO  pa3s,
HampuMmep, pu o0OpaTHOM
3aTeKaHWd BO Blarauuile (ObUTH
M3y4YeHbI 10361 10 40 M)

HccaenoBanue JKeJIyI04YHo- | /o3y momOuparoT MHANBUAYANBHO 7S ONTUMAIbHOM BU3YyaIN3alluN
KHIIEYHOT0 TPAKTa

Ilepopanvho

Ouenka naccaxa o KKT 320 mr oma/mi 80-200 mn

ITumeBon 320 mr floga/mi 10-200 mn

Kenynox 320 mr foma/mi 20-200 mu

(3]
@
®

Oco0Oble T'PYIIIBI TAIIMECHTOB

ﬂuua noJ2HCU1I020 803pacma

Koppexiust 10361 y TallMEHTOB MOXKHIIOTO BO3pacTa He TpeOyeTcs.

HauueHmbz C NOYEYHOU U/UNU NEeYeHOYHOU HeOOCMAMOYHOCTbIO

MoryT HCIT0Ip30BaThCs BCE KOHIIEHTPANUH, HO B OOJBIIMHCTBE CiIydaeB pekoMmeHayercst 270 Mr ioxa/mir.
[Tpu BeICOKO103HOIT yporpaduy MOKHO HCITONB30BaTh O0JIee BEICOKHE JO3BI.
Jis yMeHBIICHHUS BO3MOYKHBIX HEXKETaTeNbHBIX peakiiid o0mias g03a He JOJDKHA MPEeBHIIaTh 3,2 T Hofa.

Koppexkiust 10361 y TallMEHTOB C MEYEHOUYHOMN H/UITK TOYEYHOU HEI0CTaTOYHOCTHIO HE TpedyeTcs.

3
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OpuEHTUPOBOYHBIN PEKUM JO3UPOBAHMS IS JETEH IpUBeACH B Tadyumie 3.

Tabmuma 3. OpueHTHPOBOYHBINA PEXHUM JI03UPOBaHUS npenapara Moaukcanou 11 1eTei.

IMoka3zanue/o0caenoBanue Konuentpauus Oo0bem

Buyrpuaprepuajnnoe (B/a) BBe1eHue

B 3aBHCHMOCTH OT BO3pacTa, MacChl
TeNa ¥ MaTOJIOTHH (pPEeKOMEHTyeMas
MakCHMallbHas oOIas [go3a He
6omee 10 Mi/kr)

Kapouoaneuoepagus 270/320 mr ioga/mit

BuyrpuBennoe (B/B) BBeeHHe

Ypoepaghus

Hetu (macca Tena < 7 Kr) 270/320 Mr ioma/mn 2-4 mi/kr
2-3 Mi/kr

et (Macca Tena > 7 Kr) 270/320 mr Homa/mi Bee moser B - samuchMocTH 0T
BO3pAacTa, Macchl Tejla M MaTOJIOTUU
(MakcumansHO 50 MI1)

Yeunenue npu KT

2-3 mu/kr, 1o 50 M
Bce 03B B 3aBHCHMMOCTH  OT
KT rosoBsl 1 Tena 270/320 Mr ioma/mMn BO3pacTa, MacChl TEJa U MaTOJIOTUH
(B OTHENBHBIX CIyYasx MOXHO
BBOJIUTH 710 150 mir)

HccaenoBanue KCJITYAOIYHO-KHIICYHOT0 TPAKTa

[epopanbHO 270/320 mr oga/mn 5 mut/kr mMaccsl Tena, 10-240 mi

PexranbHO 270/320 mr Homa/mn 30 — 400 mn

Cooco0b nnpuMeHeHus

[Ipenapar npenHazHayeH Ui BHYTPUCOCYAHUCTOTO (BHYTpHApTEpUANbHOTO, BHYTPUBEHHOTO) H
MHTpaTeKajJbHOTO BBEJCHMS, BHYTPHUIIOJIOCTHOTO BBEACHHS, a TaKXkKe I MEepopaJbHOro U
peKTaIbHOrO NpUMeHeHus npu nccnenoBanusx JKKT.

[Tpu BEITONTHEHNH aHTHOTPAPUUECKUX HCCIIEIOBAHUH CIeTyeT TIATEIbHO COOMIONATh UX METOAUKY
M YacTo MpOMBIBaTh KareTep (Hampumep, TrelapUHU3MPOBAHHBIM M30TOHHYECKHM pPacTBOPOM
XJIOpUJIa HaTpHs) UIsl MUHMMHU3AlMK prcKa TpoMOo3a 1 aMOoiauu (cM. paszen 4.4.).

WHcTpykuuu no paboTe ¢ mpenaparoM nepea NpuMeHeHHeM CM. B paszene 6.6.
4.3. IIporuBonoka3anus

e [ unepuyBCTBUTENHHOCTh K HOJUKCAHONY WM K JTIOOOMY M3 BCIOMOTATENbHBIX BEIIECTB,
MEePEYUCIIEHHBIX B paznene 6.1.

L4 I[aHHBIe 0 CCPBE3HLIX HCKCIIATCIIbHBIX PCAKIUAX HA MOIMKCAHOII B aHAMHE3€E.

e ManudecTupyomuii THPEOTOKCHKO3.
4.4. OcoOble yKka3aHHMs M Mepbl NPEJ0CTOPOKHOCTH NPH NPHUMEHEeHHH

I'nnep4yBCTBUTEIHHOCTD
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Hannuue B anamHe3e ayiepruu, OpOHXUATBHONW acTMbI MU /'tw;;'rﬂ %E&&I&E‘ﬁﬂ?ﬁe&%‘%h

Hoacoaepxkaliue pPeHTTeHOKOHTPACTHBIE CPEICTBA YKa3blBaeT Ha HEOOXOAMMOCTH COONIOAEHUS
0COOBIX MEp MPEIOCTOPOKHOCTH. PeKOMEHIyeTCsl mpeMeIUKaIHs TITFOKOKOPTHKOCTEPOUIaMH HITH
anTaronrctamu H;- u Hy-ructaMiMHOBBIX perienTopos.

Puck pa3BuTHs Cepbe3HBIX HEKENATEIbHBIX PEAKUMU IIpU NPUMEHEHHH npenapara MoaukcaHou
cuutaercs HeOosmpmmM. OpfHako Hopconepkalue pPEeHTTeHOKOHTPACTHBbIE CpPEACTBA MOTYT
BBI3BIBAaTh aHA(PMIAKTOUIHBIC PEAKIIMH WIH APYTHE MPOSIBICHUS TUIEPYYBCTBUTEIHHOCTH.

Bcerna crnenyer yunThIBaTh BO3MOKHOCTD THUIIEPUYBCTBUTEIBHOCTH, BKIIIOYAsl CEPhE3HBIE, OMACHBIC
IUIS1 )KU3HH, (aTaibHble aHapHIaKTHIeCKUe/aHAQUIAKTOUAHbIE PEaKIIUU. BOIbIIMHCTBO Cephe3HBIX
HE)KeNaTeJIbHBIX pPEeaknuii BO3HUKAeT B TedeHHe MepBbIX 30 MUHYT. MOryT BO3HUKATh pPEaKIMH
THIIEPYYBCTBUTEIHLHOCTH C MTO3IHUM BO3ZHUKHOBEHHEM (depe3 | yac u Oojee mocie BBEICHHS).

Crnenyer 3apaHee NpogyMaTh NMOPSIOK ACUCTBUN B CIIy4ae CEPbE3HBIX PEAKIHMI U UMETh HaroTOBE
HEOOXOIMMBIE TIpenaparbl 1 000PYI0BaHUE JUISL SKCTPEHHOTO OKa3aHUs IIOMOIIIH.

PexomenayeTcss Bcerma ycTaHaBIUBATh KaHIONIO HMIIM Karerep Juis oOecriedeHus OBICTPOro
BHYTPHUBEHHOTO JIOCTYIIA Ha MPOTSHKSHUH BCEH MPOLICAYPHI PEHTICHOTpadUH.

HpI/IMeHeHI/Ie 66Ta-aﬂpeHO6J'IOKaTOpOB MOXCT CHHXXATb IIOPOI' BOBHHMKHOBCHUA 6p0oncna3Ma y
IHalMuEHTOB C 6p0HXI/IaJII)H0ﬁ aCTMOfI, a TaKXKC CHWXACT YYBCTBUTCIBHOCTb K TCpaIlun
aHa(bHJIaKTOI/I,I[HBIX peaKuHﬁ aJIPpCHAJIMHOM.

[MarieHTI ¢ OpOHXMANBHOM acTMOMW, TMOJYYalOU[Me CONMYTCTBYIONIYIO Tepanmuio Oera-
aZipeHo0I0KaTOpaMHu, MOABEP>KEHBI OOJIbIIEMY PUCKY (CM. pasnen 4.5.).

[Tocne BBemeHHS PEHTIEHOKOHTPACTHOTO CpPEIACTBA MAIIMEHT JOJKEH HAXOAWTHCS O]
HaOmronenueM He Menee 30 MUH.

Koarynonarus

Henonnsle oncoaep:kaliye KOHTPACTHBIE Cpe/ICTBA 00JIaal0T MEHEE BBIPAKEHHBIM d(PPEKTOM Ha
CHCTEMY CBEpTHIBAHUS KPOBU in Vifro, 4eM HOHHBIE KOHTpacTHbIe cpencTBa. Coolmanoce o
Cllyyasix CBEpTHIBaHMS, KOIZa KpPOBb OCTaBajdach B KOHTAaKTe CO IINPUIAMH, COJEpKAIUMU
KOHTPAacTHBIE BEINECTBA, BKJIIOYAsh HEMOHOTEHHble cpenbl. CooOmianock, 4TO HCIOIb30BAHHE
IUTACTUKOBBIX IIIPHIIEB BMECTO CTEKJISIHHBIX CHIJKAET, HO HE YCTPaHsAET BEPOATHOCTh 00pa30oBaHUs
TPOMOOB in vitro.

Puck tpoMG03MO0IHu

Cepbe3nble, penko (QaraibHble, TPOMOOIMOOIUYECKHE OCIOKHEHHUS, BBI3bIBAIONINE HWH(MAPKT
MHUOKapJa ¥ HHCYJIBT, OBLITN 3apETUCTPUPOBAHBI BO BpEMsl aHTHOKApAHOTpadhUIECKUX MPOoIenyp Kak
C MOHHBIMH, TaK 1 C HCHOHHBIMH KOHTPACTHBIMU BCUICCTBAMMU. HOBTOMy HGO6X0}II/IMa THIaTCJIbHAA
TE€XHHUKA BHYTPUCOCYAMCTOTO BBEJECHUS, OCOOCHHO BO BpeMs aHTHOTpahUueCKUX MPoLeayp, YTOObI
CBECTH K MHUHHMYMY TPOMOOSMOOJIHMYECKHE OCJIOKHEHHS. MHOrouuciaeHHbIe (aKTOPhl, B TOM
qHclie MPOIOKUTENLHOCTD MPOIIEYpPhl, MaTepral KaTeTepa U LINpUlla, OCHOBHOE 3a00iieBaHuEe U
CONYTCTBYIOLIME  JIEKAPCTBA, MOTYT  CIOCOOCTBOBAaTh  Pa3BUTHIO  TPOMOOIMOOINYECKUX
ocnokHeHu#. [1o 3TUM mpuYMHAM PEKOMEHIYeTCsl TIIATeIbHO CIIe0BAaTh METOIMKE aHTHOTpaduH,
B TOM 4YHCJIC YACIATH MPUCTAIbHOC BHHUMAHUC MAHUIYIALOUAM C IMPOBOJHUKOM H KaTCTCPOM,
WCIONB30BaTh cUcTeMy MaHU(OIA W/WIM TPEXXOMOBBIX KPAHOB, YacTO IMPOMBIBATH KaTeTephl
(Hammpumep, renapuHU3UpPOBaHHBIMU COJIEBBIMU pacTBOpaMM) u MUHUMU3UPOBATh
MNPpOAOJLKUTCIBHOCTE TPOLCAYPHI. HeO6XO,Z[I/IMO HUMETh HAroToBC HGOGXO,Z[I/IMBIG npenaparbl U
o0opynoBaHuE 7151 SKCTPEHHOTO OKa3aHUsl TOMOIIIH.

Oco0yt0 OCTOPOKHOCTD CIEIYET MPOSBIATH Y MAIIIEHTOB C TOMOIIMCTHHYPUEH.

luaparanus
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OcoOeHHO 3TO OTHOCUTCS K MAallMeHTaM C MHOXECTBEHHOW MMEJIOMOI, caxapHbIM JHa0eTOM,
HapyIICHUSIMHA (YHKIIUU MTOYEK, a TAKKE K MIIAJICHIIaM, MaJICHbKUM JIETSAM U MAIUEHTaM TOXHUIIOTO
Bo3pacta. Manenbkue netu (BozpacT <l roma) U OCOOEHHO HOBOPOXKACHHBIE IOBEPIKEHBI
HapYIICHUSIM JJICKTPOJIMTHOTO OaJlaHCa U TEMOMHAMUYECKIM HAPYIICHUSM.

Hapy1ienns co cTOpOHBI CEpASYHO-COCYIMCTON CHCTEMBI

Crnenyer Tak e COONIOAATh OCTOPOXKHOCTh y TMALIMEHTOB C TSHKEIBIMH CEpACYHO-COCYIUCTHIMHU
3a00JIeBaHUSIMU U JIETOYHOM TUIEPTEH3UEN M3-3a pUCKA PA3BUTHUS HAPYIICHUNA TeMOJUHAMUKU WU
apUTMUNA. 3aperucTpPUpPOBAHBI PEIKHE CIlydad TSDKEIbIX, ONACHBIX JUISl JKU3HU peakuuid Hu
JIETAaJbHBIX MCXOAOB B PE3yIbTare CEpACYHO-COCYIMCTBIX SIBJICHUM, TaKMX KaK OCTaHOBKA
CepACYHOI UITH CepICUHO-JIETOUHON AEATEIbHOCTH U HH(APKT MUOKap/a.

Hapyiienus co cTOpOHBI IEHTPaJIbHOW HEPBHOM CHCTEMBI

Coobmanoce 0 ciyyasx pa3BUTHs 3HIE(DATONaTUM MPU MPUMEHEHHH HOAMKCaHoMa (CM. pasien
4.8.).

KOHTpaCT-I/IH[IYHI/IpOBaHHaﬂ BHHC(i)aJIOHaTI/ISI MOXCT IPOABIIATHCA CHMIITOMAMU W IIPHU3HAKaAMH
HEBPOJIOTHYECKUX HApYyLICHUH, TAKUX KakK, TOJIOBHAs 00Jb, HapyllIEeHHE 3pEHUs, KOPKOBasl CIIEINOTa,
CIIYTAaHHOCTb CO3HAaHHA, CydOpOru, moTrepsa KOOpAMHALWH, I'CMHIIAPES3, a(1)a31/1;1, oTepss CO3HAHMA,
KOMa M OTE€K MO3ra, B T€UEHHE HECKOJbKUX MHUHYT WJIM YacoB IOCI]E BBEJIEHHs HoauKcaHoda U
OOBIYHO TIPOXOOUT B TEYCHHWE HECKONbKMX aHed. [lpemapar ciemyeTr HCIONB30BaTh C
OCTOPOXXHOCTBIO Yy TAIMEHTOB C COCTOSIHMSIMH, IPU KOTOPBIX HAONIONAeTCsl HapylleHHe
[EJIOCTHOCTH TeMarodHuedanmueckoro Oapbepa (I'DB), 9TOo MOXET NpUBECTH K TMOBBIMICHHIO
npoHunaemMocty I'Db 1 KOHTpAacTHOrO  CpeACTBA W YBEIMUYEHHIO pPHUCKA  PAa3BUTHSA
sHIIe(hasIonaTHu.

Crnenyet cobmto1aTh OCTOPOKHOCTH Y MAIMEHTOB C OCTPOH 11epedpanbHOM MaTOIOTHEH, OIyXOISIMH
WJIM SIHWJICTICUEN B aHAMHE3€ B CBS3M C MPEAPACIION0KEHHOCTRIO JaHHOM KaTe€ropyuy MalMeHTOB K
cynoporaM. Puck pa3BuTHs CyIopor U HEBPOJIOIMYECKUX PEAKLIUM TAKXKE MOBBILICH Y MMALUEHTOB C
AJKOTOJIM3MOM  WJIM  HApPKOTUYECKOW 3aBHCUMOCTBIO. [IpM  BHYTpPUCOCYOIMCTOM  BBEIECHHH
HeoO0X0aUMO COONIO[aTh OCTOPOKHOCTh Yy TMAallMEHTOB C OCTPHIM HMHCYABTOM WM OCTPBIM
BHYTPUYEPEIIHBIM KPOBOM3IIMSIHUEM, HAPYIICHHSMU TeMarodHIedainieckoro Oapbepa, OTEKOM
MO3Ta WIK OCTPOU IeMUETU3aLUEH.

[Ipu mono3peHMH Ha KOHTPACT-MHAYLHPOBAHHYIO SHIE(AIONaTHIO BBEACHUE Mpernapara cleayeT
IIPEKPATUTh U HAYaTh COOTBETCTBYIOIIEE JIEUECHUE.

Hapyiiieans co cTOpOHBI TOYEK

OcHOBHBIM (HaKTOPOM PHCKA MHIYIIMPOBAHHOW KOHTPACTHBIM BEIIECTBOM He(pOMaTuu SBISETCS
noueyHasi AUCHYHKITHSA.

Caxapublii quaber ¥ 00beM BBOAMMOIO HOACOJEPIKALIETO KOHTPACTHOTO BEIECTBA SIBISIOTCS
¢akTopaMu, CIOCOOCTBYIOIIMMU  Pa3BUTUIO TOYEYHOM JuUCOYHKUMH. JIOMOJTHUTENbHBIMU
OTIACEeHUSIMU SBIIAIOTCS 00€3BOXKHMBAHUE, BHIPAXKEHHBIA aTepOCKIepo3, Iuioxas rnoyeyHas nepdysus
W Haouuue Jpyrux (QakTopoB, KOTOpPblE MOTYT OBITh HEPPOTOKCHUYECKMMH, TaKHe Kak
OTIpE/IETIEHHBIE JIEKAPCTBA WM CEPbE3HOE XUPYPrUUECKOE BMEIIATEIbCTBO.

Jns  mpegoTrBpalieHus pa3BUTHS OCTPOM MOYEYHOM HEAOCTATOYHOCTH TMOCJI€  BBEICHHS
PEHTICHOKOHTPACTHBIX CPEACTB CIEAYeT IPUMEHATb C OCTOPOXKHOCTBIO Yy IIAIUEHTOB C
HapylIieHneM (QyHKUIUU MOYeK M caXxapHbIM JuabeToM, a TakKe MallMeHTaM C MaparpoTenHEeMUeH
(Muenomaro3oM u MakporioOynuHemueit Banpaencrpema).

Meps! 1poMITAKTUKY HEXKEIATEILHBIX PEAKIIHIL:

e lnenTudukanys naveHTOB TP pUCKA.
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MOCTOSTHHOW B/B MH(Y3HUH, HAYaTOl 0 MOMEHTA BBEICHHUS Ipernapara U MpooiKaroniencs
JIO €T0 BBIBEJICHUS IOYKAMHU.

e [IpenorBpalieHne AOMOJHUTEIBHONM HArPy3KH Ha IMOYKH, BO3HHMKAIOLIEH NMPU NPUMEHEHUHU
HEe(POTOKCUYHBIX  MpEnaparoB,  JIGKAPCTBEHHBIX  CPEACTB  JUId  MEpPOpalIbHOM
xonenucrorpaduu, mnepexarud MOYSYHBIX apTEepUld, aHTHOIUIACTHKH MOYEYHBIX apTepui,
XUPYPrUUYECKUX OIEepanusix, 10 BBIBEACHUS IIpenapara u3 opranusma.

e CHmxenue A03bI 10 MUHUMYMaA.

L4 HOBTOprIe HCCIICAOBAHUA C MNPUMCHCHHUECM PCHTTCHOKOHTPACTHBIX CPCACTB JOJIKHBI
BBITIOJIHATBCS HE paHCC TOI0O MOMCHTA, KOTAa (I)YHKI_[I/HI IIOYCK BOCCTAHOBHUTCA JO HCXOOHOI'O
COCTOsAHMUA.

HaIII/IeHTaM, HaxoagIuMCA Ha IeMoJuain3c, MOXHO BBOJHTH ﬁonconepmamne KOHTPACTHBIC
BCIICCTBA, ITOCKOJIbBKY OHHU YAAJIAKOTCA B IIPOLIECCE qUAJIN3Aa.

HaIII/IeHTI)I C CaXapHbIM I[I/Ia6CTOM, NOJIy4aromue Mer)ODMI/IH

BnyTtpucocyaucroe BBeieHnE HOACOAEPKALIUX KOHTPACTHBIX CPEJICTB MOXKET IMIPUBECTU K OCTPOMY
HapyILICHUIO TMOYE€YHOM (YHKIMM M CBSI3aHHO C pa3BUTHUEM JIAKTOAIM03a y MAlUEHTOB C
HapYIICHHON (yHKIHEH MOYeK, MOTYYaroIIUX METHOPMUH.

Ilepen BHYTPUCOCYOUCTBIM BBEIECHHUEM HOACOAEPHKALLETO PEHTTEHOKOHTPACTHOIO CPEICTBa
NalMeHTaM ¢ CcaXapHblM JAMa0eToM, MOJIy4YalolMM MeT(GOpMHUH, Ui HPEAOTBpAILECHUS
BO3HUKHOBEHHUSI MOJIOYHOKHCJIOTO aluj03a cJielyeT H3MEpUTh KOHLEHTPALHMI0O KpeaTMHWHA B
CBIBOPOTKE KPOBH.

1. TlamueHTsl ¢ pacueTHOM CKOPOCThIO Ki1yOoukoBoi ¢umibrpanuu (pCKD) 60 ma/mun/1,73 M2
winn Oombine (XxpoHuueckas Oone3Hb mouek (XbBII) 1 w 2 craguit) 0OBIYHO MOTYT
MIPOAOJIKATH MPUHUMATh MET(HOPMUH.

2. Tlammentsl ¢ pCK® 30-59 mn/mun/1,73 M2 (XBII 3 cragun):

a) TMammentst ¢ pCK® 45 mu/mun/1,73 M° wiu  Goblle, MONYYAiONHe BHYTPHBEHHOE
KOHTPACTHOE CPEACTBO, 0OBIYHO MOTYT MPOJOIKATh MPUHUMATh MET(HOPMUH.

b) V manumeHtoB, moay4aroIux KOHTpacTHOE cpeiacTBo BHyTpuBeHHO ¢ pCK® ot 30 mo 44
m/MuE/1,73 M® ¥ HAIEEHTOB, MOMYYAIOIINX KOHTPACTHOE CPEICTBO BHYTPHAPTEPHATBHO,
He00XO0MMO OTMEHUTHh MET(GPOPMHH B TeueHHE HE MeHee 48 4acoB 10 U B TeueHue 48 yacos
nocyie BBeJCHUS Mpernapara, eciy nodeyHas GyHKIUs He YXYIIINUIach.

3. Y mammentoB ¢ pCK® menwmre 30 mu/mun/1,73 M2 (xporndeckas 6one3np nouek (XBIT) 4
U 5 cTajuif) Wik ¢ COMyTCTBYIOIIMM 3a00JI€BaHUEM, CONMPOBOXKIAIOIIUMCS OcIalbiIeHHON
GbyHKIMEeW MeyeHH WM TUIOKCHeH, mpueM MeT(opMHHa MPOTUBONOKA3aH, U BBEACHUS
fojicoeprKalero KOHTPaCTHOTO CPeACTBAa HEOOXOMMO H30erarh.

4. B SKCTpeHHBIX cllyyasiX, y MalHMEHTOB C HapylleHueM (QyHKIUH To4eKk (B T. 4., €cliu
(YHKIMOHAJIBHOE COCTOSIHHE IMOYEK HEM3BECTHO) Bpad JOJKEH OIICHUTh COOTHOIIEHHUE
PHUCK/TIONIb3a TIPOBEACHUS HCCIEAOBAaHUS C TMPUMEHEHHEM KOHTPACTHOIO CpE/CTBa.
Heo6xonumo npekpaTuTh mprueM MeTgOopMUHA Ha BPEeMs BBEJCHUS KOHTPACTHOTO CPE/CTBA.
ITocne 3aBepiieHus MpoLeaypbl NalMeHTa HEOOXOAMMO OCTABUThH IOJ HAONIOAEHUEM IS
OTCJIEKHMBAHUS MPU3HAKOB MOJIOYHOKUCIIOrO anujo3a. BozoOHOBUTH mpueM meTdopMuHa
MOXHO uepe3 48 4YacoB IOCJ€ BBEIEHHUS KOHTPACTHOIO CPEICTBA, €CIM COOTHOILICHHE
ChIBOpOTOYHOTO KpeatnHuHa/pCK®D He M3MEHUIIOCh OTHOCUTENBHO 3HAYEHUS, TIOJIyYeHHOTO
710 UCCIIEIOBAHHUS.

Hapyiiienus co cTOPOHBI IEYSHU U HOYEK
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VY nmanueHTOB ¢ Cephe3HBIM HapylIeHHEeM (DYHKIIMHU |I0YEK i el Nkt Getts Hratmtitiao

CHIDKEH KJIMpEHC Ipenapara. [[anueHTsl Ha reMouanu3e MOryT I0JIy4aTh KOHTPACTHBIE BEILECTBA
IIpU NPOBEACHUM DPEHTTEHOJIOTMYECKUX HCCIENOBaHMM. JlOKa3areinbcTBa TOro, YTO IIPOBEIECHUE
reMoJuajn3a y ManueHToB ¢ HapylleHHOH (PyHKLMEH MOoYeK MperoTBpaIlaeT pa3BUTHE KOHTPACT-
uaaynupoBanHoir Hedpomnarun (KMH), orcyrctByer. IlosToMy HEOOXOAMMOCTH B KOPPEISALHMU
MEXly BPEMEHEM BBEJCHUS PEHTI€HOKOHTPACTHBIX CPEICTB U MPOBEICHUEM T€MOJUAIN3a HET.

MuacTeHus rpaBuc

BBenenue ionconaepKaliuxX pPEeHTICHOKOHTPACTHBIX CPEACTB MOXKET YCYI'YONSiThb CHMIITOMBI
MUACTEHUH TPaBUC.

DeoxpomoriToMa

HpI/I BBIIIOJTHCHHUH MHBA3UMBHBIX I/ICCJIGZIOBaHI/If/'I M BMCHIATCJILCTB Y NAIMCHTOB C @COXpOMOHHTOMOﬁ
HeO6XO,I[I/IMO HpO(bI/IJIaKTI/I‘IeCKOC HCIIOJIB30BAaHUC anb(ba-az[peHo6n0KaTopOB I IPpEAYHPCI)KACHUS
THIICPTOHUYCCKUX KPU3O0B.

Hapymenus d)VHKHI/II/I IIUTOBUIHOM JKEJI€3bI

[TarueHTHI C BBIPQXCHHBIM, HO €II¢ HE JIUArHOCTUPOBAHHBIM THIICPTHPEO30M, IAIMECHTHI C
JATEHTHBIM THIIEPTUPEO30M (HAIpUMEp, Y3JOBBIM 3000M) M TalMEHThl C (YHKIIMOHAIBHOU
ABTOHOMHCH (HampuMep, IOXKWIbIE IMalUeHThl (O0COOEHHO B permoHax ¢ JeUIUTOM HOJa))
MOJIBEpraloTcsi  0o0jee BBICOKOMY PHUCKY OCTPOrO THPEOTOKCHKO3a TIOCIE TMPUMECHEHUS
HocoNepKAIIUX KOHTPACTHBIX BEIIECTB. Y TaKUX IMAIMCHTOB CIEAYET OICHHUTH JOMOJHUTEITBHBIN
PHUCK Tiepel MPUMEHEHUEM HOICOMEpKAIEr0 KOHTPACTHOTO BeliecTBa. TecTupoBaHue (DyHKIIMU
IIUTOBUTHOW JKEJIe3bl Tepe] BBEACHHEM KOHTPACTHOTO BEMISCTBA HW/MIU MPO(QHIAKTUICCKUM
TUPEOCTAaTUUYECKUM JICUEHHEM MOXKET OBITh MPEIyCMOTPEHO Y TMAalMEeHTOB C IOAO03PEHHEM Ha
runeptupeo3. [TanueHTsl U3 TPYIIBI PUCKA JOJDKHBI HAXOMUTHCS O] HAOMIOACHHEM Ha MPEIMET
Pa3BUTUS TUPEOTOKCHUKO3a B TEUCHHE HECKOIBKHUX HENIeb MOCIe HHBEKIIHH.

Ilocne BBeAEHN HOACOAEPIKAILETO PEHTTEHOKOHTPACTHOIO CPEACTBA B3POCIBIM U JETSAM, BKIIIOYas
MIIQJICHLIEB, (YHKIMOHAJIbHbIE MCCIEOBAHUS IIUTOBUAHOM Kele3bl CBUAETEILCTBOBAIM O
TUIOTUPEO3€ WIM NPEXONAlIeM IOAaBIeHUM (YHKIUU IMIMTOBUJIHOM kene3bl. HexoTopbie
MALUEHTHI JICYUIUCH OT TUIIOTUPEO03a.

DKcTpaBa3aims

bnaropapst cBoeit H30TOHMUHOCTH MOMKCaHOMI BBI3BIBAET MEHBIIYIO JIOKAJIbHYIO 0OJIb U OTEK, YeM
TUIEPOCMOJISIPHBIE  PEHTI€HOKOHTpAacTHble cpeactBa. llpu  skcTpaBasamuu  peKOMEHAYETCs
MPUTIOTHATD U OXJIAUTh MOPAXKEHHBINA YIaCTOK.

HpI/I Pa3sBUTHUH CUHAPOMA CAABIMBAHUA MOXKCET HOTpe6OBaTLC$I XUPYprudyeckKas 1CKOMIIPECCHs.

Ha6moz[eHHe 3a NAIUMCHTOM ITOCJIC MPOUCAYPhI

ITocne BBCACHHA PCHTICHOKOHTPACTHOTO CpEACTBa MAIMCHT JOJDKCH  HAXOAUTBCA  IIOA
Ha6J'IIOI[eHI/ICM He meHee 30 MHHYT, ITOCKOJIBKY OOJIBIIIMHCTBO CCPLC3HBIX HCKCIIATCIBbHBIX pCaKLII/II\/'I
Pa3BUBAIOTCA B 3TOT IIEPpUOL BPEMCHH. OHHaKO I/IMGIOHH/If/iCSI OIIBIT IIOKA3bIBACT, YTO PCaAKIUU
TUNICPUYYBCTBUTCIIBHOCTH MOT'YT pPa3BUBATBCA W YCPC3 HECKOJBKO YaCOB M IOAXKC ,Z[HCI>'I IIocCJec
NHBCKIMH.

HHuTpaTekalbHOE BBEACHNUE

Ilocne Muenorpaguu mNamMeHT [ODKEH B TeuyeHHME | Yaca HAXOAMUTBCS B TOPU30HTAIBHOM
IIOJIOKEHUM € MPUNOAHATHIMU Ha 20° rojaoBoi u rpynsto. Ilocie yero manueHT MOXeT OCTOPOXKHO
XOJUTbh, HO HE JJOJKEH HAKJIOHATHCS. EciM manueHT ocraercss B KpOBaTH, TO B T€YEHUE 6 YacOB €ro
roJIOBa U TPYIb JOJKHBI OCTAaBAThCSA MPUIIOAHATHIMU. [Ipy momo3peHuH Ha HU3KHUI CyIOPOXKHBIN
IOpOr MAalMeHT B O3TOT MEpPHOA BPEMEHHM [OKEH OCTaBaTbCs 07, HAOIIONCHMEM Bpaua.
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PEHTICHOKOHTPACTHOI'O CPEACTBA.

T'ucrepocanbprnarorpadus

l'uctepocanpnuHrorpaguio He cieayeT MPOBOAUTH y OEPEeMEHHBIX JKCHIIWH U MpU HAIUYUU
OCTpOTO Ta30BOI0 NEPUTOHUTA.

Ha6ODaTODHBIe HCCICAOBAaHNUA

Bce Hionconepikaiiye KOHTPacTHBIE CPEJCTBA MOTYT BIUATH HAa CIIOCOOHOCTH IIIMTOBHIHON KEIE3bI
CBSI3BIBAaTh MOJ, KOTOpas MOXET OBITh MOHWKECHA B TEUCHHE HECKOJILKUX HE/IEsb, YTO MOBIUSICT HA
pe3ynbTaThl aHalM3a MOMIOUICHUs Hofa (C HMCIONb30BAHMEM PAJAMOAKTHBHOTO Homa). Breicokume
KOHIICHTPAIIMH Tperapara B ChIBOPOTKE U MOUE IMAlMEHTa MOTYT OKa3aTh BIUSHHUE HA PE3yJIBTaThI
71a00paTOPHBIX HCCIEJOBAaHUI 10 ONpEeACTCHHI0 OMIupyOMHa, OEIKOB MM HEOPTraHMYECKUX
BEIIECTB (HampuMmep, Kenes3a, Kajblus, Meaun u ¢ocdara). [losTomy momoOHbIe aHAIM3bl HE
CIJIE/TyeT BBIMOJHATH B JICHb UCCIICIOBAHMSL.

BcnomorarenbHbI€ BEILIECTBA

Hoouxcanon, 270 me tioda/mn, pacmeop Ons unvexyuil
Hannsiii npernapar coaepkut 0,03 mmons (0,76 mr) Harpus B 1 mo1.

[Ipenapar BBOAMTCS BHYTPUBEHHO B 00beme a0 150 mi, yto coorBercTByeT 114 Mr Harpus u
SKBHUBAJIEHTHO 5,7 % OT pexomeHayemoro BecemupHoit opranuzanueit 3apaBooxpanenus (BO3) mis
B3POCIIOTO YeJI0OBEKa MAKCHMAJIBHOTO €KEAHEBHOTO MOCTYIUICHUS, PABHOTO 2 T HATPHSI.

Hoouxcanon, 320 me tioda/ma, pacmeop OJisi UHbeKyull
Hanusriii npenapar coaepkut 0,02 mmons (0,45 mr) Hatpust B 1 Mot

[Ipemapar BBOAUTCS BHYTPUBEHHO B o0Obeme 10 150 mi, 4Tto cooTBeTcTBYeT 67,5 Mr HAaTpus U
sKkBUBaJEHTHO 3,4 % oT pekomeHayemMoro BecemupHoii opranuzanueit 3apaBooxpanenus (BO3) nns
B3pPOCIJIOTO YeJI0BeKa MaKCUMaJIbHOTO €KEeTHEBHOTO MOCTYIUICHUS, PABHOTO 2 T HATPHSI.

[Ipenapar BBomuTcst mepopaibHO B o0beme a0 200 mu, uro coorBeTcTByeT 90 Mr Harpus u
SKBHUBAJIEHTHO 4,5 % OT pexoMeHayemoro BecemupHoit opranuzanueit 3apaBooxpanenus (BO3) mis
B3POCIIOTO YeJI0OBEKa MAaKCHMAJIBHOTO €KETHEBHOTO MOCTYIUICHUS, PABHOTO 2 T HATPHSI.

CTH

Ocoboe BHHMMaHUE cCieIyeT YIAENATh JeTSIM B BO3pacTe 1O 3 JeT, MOCKOJIbKY THIO(YHKIIHS
IIUTOBHUIHON JKeNle3bl B PAaHHEM BO3PacTe MOXKET OBbITh BpelHa JAJs JABUraTelIbHOTO, CIYXOBOTO U
KOTHUTHUBHOTO Pa3BUTHSI U MOXET MOTpe0OBaTh BpPEMEHHOM 3aMecTUTeNbHON Tepanuun T4.
3a00seBaeMOCTb THUIIOTUPEO30M Yy JeTell 10 3 JIeT, MOoABEPriInXcs BO3ACHCTBUIO HOACOIEpKAILETO
PEHTTEHOKOHTPACTHOTO CpefacTBa, cocTaBisier oT 1,3 mo 15 % B 3aBuUcHMMOCTH OT BoO3pacTta
MAIMEeHTOB U J03bl HOJCOAEPIKAIIEro PEeHTTEHOKOHTPACTHOTO BELIECTBA M Yalle HaOmonaercs y
HOBOPOXK/ICHHBIX M HEJOHOUIEHHBIX JEeTeH. Y HOBOPOKIEHHBIX, IOABEPTHIMXCS BO3IEHCTBUIO
HojiconepKalero peHTTeHOKOHTPACTHOIO IMperapara B MEepuoj BHYTPUYTPOOHOTO pPa3BUTHA,
PEKOMEHAYETCS] KOHTPOIMPOBATh (DYHKIUIO IIUTOBUAHOM JKEJI€3bl.

CrnenyeT mpoBOJUTh MOHUTOPHHT (PYHKIIMM IIMTOBHUIHOM >KeNle3bl Y HOBOPOXKICHHBIX M JeTed B
BO3pacTe 10 3 JEeT B TeYEHUE 3 HEAEINb MOCE BBEACHUSA MOACOAEPKAINX KOHTPACTHBIX CPENICTB C
HH&FHOCTH‘IGCKOﬁ O CIbIO. HpI/I BBISABJICHUW THUIIOTUPCO3a CIICAYCT paCCMOTPCTh HGO6XOI[I/IMOCTB
JICYCHUS U KOHTPOJIUPOBATH (PYHKIIMIO IIUTOBUAHOM XKeJe3bl 10 €€ HOpMATTU3aLUH.

4.5. Bzaumopeiicteue ¢ JAPYrMMH JICKAPCTBEHHBIMH IpenapaTaMM HW JApyrue BHIbI
B3aHMoOJeHCcTBHS
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ouryanuasl (MeTHOpPMHUH), MOXKET MPUBOAUTH K IMPEXOIAINIEMY HAPYIICHHIO (DYHKIIMH TOYEK H
Pa3BUTHUIO MOJIOYHOKHUCIIOTO anuao3a (cm. pasaen 4.4.).

[TanreHThI, MPUHUMABIINE MEHEE YeM 3a 2 HEJeNU J0 MCCICOBaHUS MHTEPICHKUH-2, CKIOHHBI K
MOBBIIIEHHONW YacTOTE OTCPOUYEHHBIX HEXKEIATeIbHBIX PeaKiuii (TPUIIONOA00HbIE COCTOSIHHS HITH
KO>KHBIE PEaKIHH).

Nmerorcst nokazareinbcTBa TOTO, YTO NpUMEHEHHEe OeTa-OJoKaTropoB sBISETCS (DAKTOpPOM pHCKa
BO3HUKHOBEHUS aHA()WIAKTOMIHBIX pEaKIMii Ha PEHTTCHOKOHTPACTHOE BEIIECTBO (TsDKeNas
apTepuajibHasgd THUIIOTCH3UA Ha6JIIOI[aJIaCB npu BBCACHUHU PCHTICHOKOHTPACTHOIO CpCACTBa
MAIMEHTY, ToydatonieMy Oerta-Onokaropsl). [lanueHTsl ¢ OpOHXHATBHONH aCTMOM, IMOTYYArOIIUe
COITYTCTBYIOLIYIO TEpAIUI0 OeTa-aIpeHOOIOKaTOpaMu, TIOABEPKECHBI OOJIBIIIEMY PUCKY (CM. pa3men
4.4.)).

4.6. PepTHIBLHOCTH, 0EPEMEHHOCTD H JIAKTAIUS

bepemeHHOCTH

besonacHoCTh TpHMEHeHHMS HoaWkcaHoda Tpu OepeMeHHOCTH He ycraHoBieHa. OleHka
9KCIEPUMEHTAIbHBIX HCCIIEJOBAHMM Ha JKUBOTHBIX HE YKa3bplBA€T HAa IPSIMOE WJIN KOCBEHHOE
BpPEIHOE BO3JCHCTBHE HA PENPONYKTHBHYIO (DYHKIMIO, pa3BUTHE SMOpPHOHA WMJIM IUIONA, TEUYCHHE
O0epeMEHHOCTH U IePU- U TOCTHATAJIbHOE PAa3BUTHE.

[Ipemapar He cienyer NPUMEHATh y OEpEMEHHBIX, 3a MCKIIOYEHHEM TeX CIllydyaeB, Koraa
[pearnoaaraeMas 1mojb3a A MaTepyu OT €ro NPUMEHEHMS NIEPEBEIIMBACT TOTCHIUAIbHBIM PUCK IS
IU10/1a, ¥ IOAOOHOE UCCIIE0BAaHNE HA3HAYAETCsl BPAYOM B CHILy HEOOXOAUMOCTH.

JlakTanus

KOHTpaCTHI)Ie BCIICCTBA IIOYTH HC IOINAAA0T B TPYAHOC MOJIOKO YCJIIOBCKA, B KHUIICYHHKC
BCAChIBACTCA MX MHHHMAJIBbHOC KOJIMYCCTBO. HOBTOMy BCPOATHOCTD NPUYMHCHUSA BpPEIa pe6eHKy,
HaxoqdmeMyCsa Ha TPYAJHOM BCKapMIIMBAHUHU, HNPCACTABIACTCA M&J’IOBCpOS[THOfI. OI[HaKO Inpu
H606XO,I[I/IMOCTI/I BBCACHUA Ipeliapara CJICAYCT NPCKPATUTH TI'PYAHOC BCKAPMJIIMBAHUC TICPCH
BBCACHUCM IIpCliapara M HE BO300HOBIIITE KaK MHHUMYM Ha HOPOTAKCHUU 24 4YacoB Imocie
HUCCICOOBAHMA.

DepTHILHOCTE

Bnusiaue #onukcaHona Ha penpoayKTUBHYIO (YHKIHMIO YelloBeKa HE YCTAHOBJIEHO. Pe3ynbTarsl
AKCTIEPUMEHTAIBHBIX HCCICJOBaHUI Ha JKUBOTHBIX HE YKa3bIBalOT HA TPSMBIC WM KOCBEHHBIC
BpenHbIe 3(p()eKThl B OTHOIEHUH (PEePTHUIIBHOCTH.

4.7. Biusinue Ha CHOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMU CpeACTBAMM M padorarb C
MeXaHH3MaMu

UccnenoBanuii 0 BIMSHUM Ha CIOCOOHOCTh  YIPABISATh TPAHCIOPTHBIMU  CPEACTBAMH,
MEXaHM3MaMH He MpoBoauiochk. He pexomeHayeTcs ynpaBisiTh TPAaHCIOPTHBIMU CPEACTBAMU M
3aHMMAaThCsl JIPYTMMHM  TOTEHLMAJbHO OMACHBIMM BHJAMU  JAESITEIBHOCTH, TpPEOYIOUIUMU
MOBBIIIEHHONW KOHIIEHTPALMU BHUMAaHHUS M OBICTPOTHI NICUXOMOTOPHBIX PEAKIMH, B TeueHHe 24
9acoB M10CJIE IPOBEACHHSI UCCIIEAOBAHMSL.

4.8. He:xennatesibHbIE peakIumn

Pesrome nmpodmiag 6e30macHOCTH

HexenarenpHble peakiiiu, CBS3aHHBIE C WOTUKCAHOJIOM, OOBIYHO YMEPEHHO BBIPAKEHBI H HOCST
oOparuMslil xapakrep. Cepbe3Hble peakiuy, a TaKXkKe JeTalbHbII NCXOJ BOSHUKAIOT JIHUIIb B OYEHb
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OCTPYIO IIOYEYHYI HEJOCTATOYHOCTh, aHA(DUIAKTUUECKUIN UM aHA(UIAKTOUIHBIN ILIOK, PEaKLHIO
TUIEPYYBCTBUTEIBHOCTH C MOCIEAYIOLUIMMH PEaKLUsIMHU CO CTOPOHBI cepaua (cunapom Koynuca),
OCTAaHOBKY CEpJIEYHON WM CepIEeYHO-JIETOYHON AEATeNbHOCTH U MH(ApKT MUOKapnaa. Peakuus co
CTOPOHBI Cep/illa MOXKET OBITh CIIPOBOLIPOBAHA OCHOBHBIM 3a00JIEBAHUEM WIIH IPOLETYPOI.

Peaknuy TUNEPYYBCTBUTEIBHOCTH MOTYT TIPOSIBISTHCS —PECHHPATOPHBIMHU WM KOXKHBIMH
CUMITOMAaMH, TaKUMHU KaK OJBIIIKA, CHIlb, dPUTEMA, KPANUBHUIA, 3y, BBIPAKECHHBIC KOKHBIE
peaKIiy, aHTHOHEBPOTHYCCKUI OTEK, TUIIOTEH3US, JTMXOPaaKa, OTEK TOPTaHU, OPOHXOCTA3M WU
OTEK JICTKUX. Y TAIMEHTOB ¢ ayTOMMMYHHBIMH 3200JICBAaHUSAMH HAOTIONAJNCH CIIyYad BaCKYJIUTA U
CCJI-momo6noro cunapoma (cuaapoma CtueHca-J[>koHCOHA).

Peaknmu MOTryT MOSBUTHCSA cpa3dy TOCIE HMHBEKIHUHA JMOO uepe3 HECKONIbKO IHei. Peakium
THIIEPYYBCTBUTEILHOCTH MOTYT BO3HHMKATh HE3aBHCHUMO OT JI03bl M CIIOCO0A BBEICHHS, a JICTKHUC
CUMITOMBI MOTYT TIPEICTABIATH COOOW TIEpBBIE NPH3HAKA CEPHE3HON aHAPMIAKTOMIHON
peaKIuu/moKa.

B cityuae pa3BuTHs peaklMu TMIEPUYYBCTBUTEIBHOCTH BBEJICHUE PEHTITCHOKOHTPACTHOIO CPEICTBA
JOJDKHO OBITh HEMEUICHHO MPEKpaIIeHO U MpU HEOOXOAMMOCTH HAYaTo Crenu(uuecKkoe JeueHue.
Y nmanueHToB, NPUHUMAKOIIMX OeTa-aapeHOOJIOKATOphl, MPU MPUMEHEHUU HOAUKCAHOJIA
MPOSIBTICHHUST aHA(PUIAKCUU MOTYT OBITh ATUNMUYHBIMU U OLIMOOYHO MPUHUMATHCS 32 BaryCHbIE
peakuuu.

ITocne BBCIACHUA ﬁO,Z[COZ[Cp)K&H.[CFO KOHTPACTHOI'O Cp€aACTBa 4aCTO Ha6J'IIOI[aeTCH HC3HAYUTCIIBHOC
TPAaH3UTOPHOC IIOBBIIICHHUEC KpPCaTUHHWHA B CBIBOPOTKC KpPOBH, KOTOPOC OOBIYHO HE MMEET
KIIMHUYCCKOI'O 3HAYCHU .

TabnuuHoe pE310ME HEXKEIATCIbHBIX PEeAKITHM

YactoTa HeXeNaTeNbHBIX SBICHHN KiIacCU(DUIUPYETCS CIEeAyIIIUM 00pa3oM: OdeHb yacTo (>
1/10), wacto (> 1/100, no < 1/10), mewacro (> 1/1000, no < 1/100), peaxo (> 1/10000, ro < 1/1000),
odeHb peako (< 1/10000), wactora HeuszBecTHa (HAa OCHOBAaHHHM HMMEIOIIUXCS TaHHBIX OIECHHUTH
HEBO3MOXHO).

[IpuBeneHHble 3HAYEHHS OCHOBAHBI HAa MEPBUYHOM KIMHHUYECKOH MOKYMEHTAllMd M JIaHHBIX
OMyOJIMKOBAaHHBIX MCCIIEOBAHM, B KOTOPBIX ydacTBOBaJIO Oosee 57705 manueHTos.

Buympucocyoucmoe ssedenue

Tabnuua 4. TabnuuHOE pe3toMe HeXKeNaTeIbHbIX PEaKIUi PH BHYTPUCOCYIUCTOM BBEICHUU.

CHCTeMHO-OPraHHbIi KJIacce Yacrora HeskenareabHasi peakuus

Hapymenust co ctopons! kpou | Yactota HensBecTHa | TpomOouuTOnEeHHS
1 TUM(aTHIECKON CUCTEMBbI

Hapymenns  co  cropons! | Hewacto I'nep4yBCTBUTENBHOCTD
VMMYHHOH CHUCTEMBI Yacrora HensBecTHa | AHaduIakTUYeCKUil/ aHa(UIaAKTOMIHBINA
II0K; aHaduIakTHYeCcKas/

aHaQUIAKTOUAHAS  peaKlus, BKIIOYas
aHa(UIIAKCHIO, MPEACTABISIONIYIO YIpO3y
JUTSI 5KM3HU, BIUIOTH JI0 JIETAJIBHOTO UCX0Ja

OHJIOKpUHHBIE HAPYIICHUS Yacrora HensBecTHa | ['uneprupeos, rumotupeos
[Icuxnueckue HapylIeHUs O4eHb penko AxxuTanys, TpEBOKHOCTb
Yacrora HenszBecTHA | CIIyTaHHOCTH CO3HAHUS
Hapymenns  co  cropons! | Hewacto T'onoBHast 6071
HEPBHOM CHUCTEMBI Penxo TonoBokpyxeHue, HapylleHue

YYBCTBUTCIIbHOCTH, BKJIHOYad AWCTCB3UIO,
MapecTe3no, MAPOCMHUIO

OueHb pesKo I'eMopparndeckuii ~ MHCYJIBT, aMHE3MS,
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CHCcTEeMHO-OPraHHbII KJacc

Yacrora

HealnneIERRSAIRIRHOCTo 0002)

00MOpOK, TpeMop (mpexomsmmii),
THITEPCTE3HSI

YactoTa HEU3BECTHA

Koma, HapylieHue CO3HaHHS, CYIOPOTH,
TPaH3UTOPHAsI KOHTPACT-UHIYIIUPOBAHHAS
sHIeaIonaTus*, BBI3BaHHAs
AKCTpaBa3alfeil KOHTPACTHOTO BEIIECTBA,
KOTOpas ~ MOXET  HpOSBIATHCS  Kak
CCHCOpHasi, MOTOpHas WM  oOmias
HEBPOJIOTUYECKass TUCHYHKIUS (BKIIOYAS
aMHE3MI0, TaJUTIONUHALIMK,  I[apaiind,
nape3, JC30PHCHTALIMIO,  IPEXOoAsIIce
paccTpolCTBO  peuw, adasuro "
JIN3apTPUIO)

Hapymenuns
Oprasa 3peHus

Cco CTOPOHBI

OueHnb penko

KopxkoBas clernora (mpexopsrias),
HapyUICHUS 3peHUs (BKIIOYAS TUTUIOUIO,
pacdOKyCHpOBaHHOE 3pEHHE), OTEK BEK

Hapymenus
cepala

CO  CTOPOHBI

Peaxo

Apurmust (B T.4. Opanukapaus,
TaxuKapaus), HHPapKT MHOKap/a

Ouensb penko

OcranoBka cepaua, y4YaIleHHOe
cepaueOueHne

YactoTa HEU3BECTHA

Cepneunas HEJOCTAaTOYHOCTb,
KETYIOYKOBasl ~ TUIIOKWUHE3MS,  CIIa3Mbl
KOPOHAPHBIX apTepHii, OCTAHOBKA Cepla
U JIbIXaHUs, HapyLIeHHe MPOBOJUMOCTH,
TpoMOO03 KOPOHApPHBIX apTepui,
CTEHOKapAus

Hapymenuns  co

COCY/IOB

CTOPOHBI

Heuacto

[TpunuBBI KPOBU K JIUILY

Peaxo

CHIKEHHE apTePHAIIBHOTO JaBICHUS

Ouensb penko

IloBbImIcHNE ApTCPUAIBHOTO  TaBJICHUA,
NIIEMUs

YacToTa HEH3BeCTHA

Mok, crasM
TpoMOOhIeouT

aptepuii,  Tpom0o03,

Hapymenus
NBIXaTeILHON
OpraHoB TI'pPyAHOMN
CpPEeAOCTEHUS

CO  CTOPOHBI
CHCTEMBI,

KIICTKH H

Penxo

Kamrens, unxanue

OueHnb penko

Onpiika,
TOPTAaHU

pasmpaxeHue Tropia, OTEK

YactoTa HEU3BECTHA

Hexapanorennsiit OTEK JICTKHX,
OCTaHOBKa JIbIXaHUS, JIbpIXareabHas
HEJOCTAaTOYHOCTh, OPOHXOCIIa3M, YyYBCTBO
CTECHEHUS B TOPJIE, OTEK MNIOTKU

Hapymenus co CTOPOHBI
YKEITYAOYHO-KHUIIIEYHOTO TPAKTa

Heuacto

TomrHoTa, pBota

OueHsb penko

Boinb/nuckoMdopT B )KUBOTE, TUapest

YactoTa HEU3BECTHA

OcTtpsrii MaHKPEATHT, obocTpenue
MaHKpeaTuTa, yBEIWYCHHE  CIIOHHBIX
xKeres3

Hapymenust co cTopoHbl KOXH
U IOIKOXKHBIX TKaHEH

Heuacto

CpIllb  MJIIH JICKApCTBCHHAA Cblllb, 3YI,
KpallMBHHIIA

OueHb penko AHTMOHEBPOTUYECKUN  OTEK, JIPUTEMA,
TUIEPrHIPO3
Yacrora HensBecTHa | bymie3Hblid W aKC(OoTUATUBHBII

nepmarut, cuaapom CtuBeHca-/[KoHCOHa,
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CucTeMHO-Oprannblii kaace | Yacrora HexenarenbHas peakdis - = = 0= <)

MyabTU(GOpPMHAS JpUTEMA, TOKCUYCCKUN
SNUJEPMAIBHBIA ~ HEKPOJIW3,  OCTPBIH

re€HEepaJIn30BaHHbIN 3K3E€HTEMAaTO3HbII
NyCTyJIe3, JIEKapCTBEHHAas  ChIllb  C
s03uHOpHIITHEH " CUCTEMHBIMHU
CUMIITOMaMH
Hapymenuss co  cropossl | OueHb penko Bbonb B crivHe, MbIIIEYHBIE CLIA3MBI
MBIIIEYHOM, KOCTHOM u
COETMHATENLHOH TKAHH Yacrora Hens3BecTHa | ApTpairus
Hapymenust co ctoponsl noyek | Hewacro OcTtpoe  mOBpeXJeHUE  IMOYEeK WU
Y MOYEBBIBOJISIIMX ITyTEH Tokcuueckas Hedpomarus (KOHTpacT —
uHaynupoBanHas Hepponarus, KIH)
UYactora HensBecTHa | [loBbllIeHHAs KOHIEHTpALMs KpeaTMHUHA
B KPOBHU
OO6mue Hapymenus u peakiuu | Heuacto bone B rpynHOW KIETKE, OILYIIEHHE
B MECTE BBEACHUS M3MEHEHUS TEMIIEpaTyphl Teja
Penko O3H00, TMXOpaZIouHOE COCTOSIHUE, 0ONb U

TUCKOM(OPT, peaKIi B MECTE BBEICHUS,
BKJIKOUAsl KCTaBa3alHIo

Ouensb penxo AcTeHudeckue COCTOSIHMSA — (Hampumep,
mucopus, yTOMIISIEMOCTh), OTEK JIMIIA,
JIOKaJIM30BaHHBIN OTEK

Yacrora HensBecTHa | OTEYHOCTh

TpaBmbl, uHTOKCHKamu ¥ | Yactota Hem3BecTHa | Momusm
OCJIOKHEHUSI TIPOLIETTYP

* Jloist mostyueHust 6osiee moapoOHoi nupopmanuu cM. noapasaen «Onucanue OTACIbHBIX HEXKEIATSIbHBIX PEAKIIA.
Humpamexanvroe esedenue

[locne uHTparekalbHOTO BBEIACHUS HEXenareabHble 3(h(EKThl MOTYT BO3HUKATh Yepe3 HECKOJIBKO
4acoB WJIM JJaXKe JTHEH I0CIIe MPOBEACHUS INarHOCTUYECKOU npouenypsl. Yactora HekenareabHbIX
peakuuii Takas 'ke, Kak 1ocie JIoMOanbHON MyHKIUH.

[Ipn BBeneHHMHM JPYrMX HEHOHHBIX HOACOAEpPKALUIMX PEHTTEHOKOHTPACTHBIX CPEACTB OINMCAHBI
CIydyal MEHHMHIEaJbHOTO pazapaxeHus, (poropoOun, MEHHMHTU3MA U XUMHUYECKOTO MEHUHTHUTA.
Taxoke cienyer yYuThIBaTh BO3SMOKHOCTH Pa3BUTHUS MHPEKIIMOHHOTO MEHUHTHUTA.

Tabnuua 5. TabnuuHOe pe3toMe HexKeNaTeIbHbIX PeaKIUi PH UHTPAaTeKaIbHOM BBEICHUU.

CucremHo-oprannblii kjace | Yacrora HesxkenarejJbHasi peakuus
Hapymenuss co  cropons! | Hactora ['unepuyBCTBUTENBHOCTD, BKJIFOUast
MMMYHHOH CHUCTEMBI HEU3BECTHA aHaunakTHyeckue/aHaUIaAKTONIHbIE
peakuun
Hapymenus  co  croponsl | Hedacro ['onoBHast 6076 (MOXeET OBITH CHIBHOW U
HEPBHOM CHUCTEMBI JUTUTEITLHOMN)
Yacrora Koma, HapylieHue co3HaHMs, CYIOpPOTH,
HEN3BECTHA TPaH3UTOpHAas KOHTpacT-
MHAYLUPOBaHHAs sHIIeanonaTus’™,
BBI3BaHHAas JKCTpaBazaluen
KOHTPACTHOI'O BELIECTBA, KOTOPAsk MOXKET
MPOSABIIATHCS KAaK CEHCOPHAsl, MOTOpPHAs
W oOrmras HEBPOJIOTMYECKast
TchyHKIHS
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CucreMHo-opranublii kjace | Yacrora Heme.l'l'a%lﬂb'l!ﬁtﬁ':p%ﬁﬂﬁﬁ A 1B VL
Hapymenus  co  cropons! | Hedacro PBora
KEITYIOYHO-KUILIEYHOIO TPaKTa
Yacrora TomHoTa
HEN3BECTHA
Hapymenuss co  cropossl | Hactora MpblieuHsble cria3Mbl
MBIIICYHOM, KOCTHOM U | HEM3BECTHA
COEAMHUTEJIbHOM TKaHU
O6mue HapyuieHus u peakiuu | Yactora O3H00, OomneBble OUIYIICHHS B MeECTe
B MECTE BBEJCHUS HEHU3BECTHA BBEJCHUSA

* Jloist mosrydeHust 0osee moapoOHo# nHpopManny cM. moapasnen «OnrucaHue OTACTHHBIX HeXKEeNaTeTbHBIX PeaKIIA.

T'ucmepocanvnuneoepadghus (I'CI)

Tabnuua 6. TabnuuHoe pe3tome HexenareabHbIX peakuuii npu I'CI.

CucremHo-opransblii kjacc | Yacrora HeskenareabHasi peakuus
Hapymenuss co  croponsl | HacTora ['mnepuyBCTBUTENIBHOCTD
VMMYHHOMW CHUCTEMBI HEU3BECTHA

Hapymenus co  croponsl | Hacro I'onoBHas 6011b

HEPBHOU CUCTEMBI

Hapymenuss co  cropossl | OueHb 4acTo bonb B xuBOTE

KEITYIOUHO-KUIIIEYHOTO
TpakTa

Yacto

TomraoTAa

Heuyacto

PBota

Hapymenus co  cTOopoHbI
PENPOAYKTUBHOW CHUCTEMBI U
MOJIOYHBIX JKeJIe3

Quenp 4acTo

BarnnaneHOE KpoBOTEUEHUE

Ob6mmue HapyIICHUS u
peaxIy B MECTE BBEACHUS

Yacto JInxopanka
Yacrora O3HO0, OoJyieBbIE ONIYIIEHUS B MECTE
HEU3BECTHA BBEJICHUSA

Apmpoepagus

Tabnuma 7. TabnuuHoe pe3toMe HexenaTeNlbHbIX peakluil pu apTporpaduu.

CucremHo-opransblii kjaacc | Yacrora HexenarejJbHas peakuus
Hapymenuss co  croponsl | Hactora ['MnepuyBCTBUTENBHOCTD, BKJIOYAs
WMMYHHOUN CUCTEMBI HEHU3BECTHA aHadunakTuueckue/ aHa(UIAKTOUTHBIE
peakimn
O6mme HApYIICHUS u | Yacro bosnb B MecTe BBeEHUS
peaKLuu B MECTE BBEICHNUS Yacrora O3H00
HEU3BECTHA

Uccneoosanue JKKT

Tabnuma 8. TabnuuHoe pe3toMe HexeaTesIbHbIX peakiuil npu uccienoanuu XXKKT.

CucremHo-opransslii kjaacc | Yacrora HexenarejbpHas peakuus

Hapymenuss co  croponsl | Hacrora ['unepuyBCTBUTENBHOCTD, BKJIFOUast

MMMYHHOH CHUCTEMBI HEU3BECTHA aHaunakTHyeckue/aHaUIaAKTONIHbIE
peakuun

Hapymenne co  croponsl | Hacro Huapest, 60116 B )KUBOTE, TOLTHOTA

KEITYTOYHO-KHILIEYHOTO

TpakTa Heuacrto PBora

OO6mme HapyLICHUS u | Yacrora O3H00

pEeaKIMu B MECTE BBEJICHUS HEN3BECTHA

Onucanue OTJICTBbHBIX HEXKEIATCIbHBIX PEAKIIMH
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(NOCNEOCBATENEHOCTE 0002)

IIpexoosawasn koHmpacm-uHOYYUpoBaAHHas dHYyedaronamus

B Heu3BeCTHBIX CiIydasiXx KOHTPACTHOE BEIIECTBO MOXET MPOHUKATh Yepe3 reMaTodHIehaTnuecKuii
Oappep, YTO MPHUBOAMT K IOIVIONICHHIO KOHTPACTHOTO BEIIECTBA KOPOWM TOJOBHOTO MO3Ta, 4TO
MOKET BBI3BaTh KOHTPACT-UHIYLHUPOBAHHYIO JHIe(anonaruo. CHMITOMBI MOTYT BKJIIOYaTh
QKUTALMIO, TPEXOJAIIYI0 KOPKOBYIO CIIENOTY, aMHE3MI0, TaJUIIOLUHALMM, [1apajud, Iapes,
JI€30pUEHTAIUIO, IIPEXOo/Islee HapyIIeHHe peun, aa3uto, AU3apTPHIO.

Coo01ieHune 0 MoA03PEBAEMBIX HEKEIATEIbHBIX PEAKIIHIX

BaxHo coo0marb O IOA03PEBAEMBIX HEXKENATENBHBIX PEAKIMSIX I0CNIe  PErucTpaluu
JICKApCTBEHHOTO Tpernapara ¢ Lelbi0 00ecneyeHusi HEMpPepbIBHOTO MOHHMTOPHHIA COOTHOIICHUS
«II0JIb32 - PHUCK» JIEKAPCTBEHHOIO Mpenapara. MenuuuHCKUM paOOTHUKAM PEKOMEHIYeTCs
coo0IaTh O JOOBIX MOA03PEBAEMBIX HEXKEIATEIIbHBIX PEaKIHUAX JIEKapCTBEHHOIO IIpenapara 4epes
HallMOHAJIbHBIE CUCTEMBbI COOOLIEHMS O HEXKeNaTelbHbIX peaklUsX TOoCylapcTB - 4YICHOB
EBpazuiickoro 5kOHOMHYECKOTO COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a Mo HaJ30py B cepe 3ApaBOOXpaHEHUS
Anpec: 109012, . MockBa, CnaBsaHckas miomasisp, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

91. moura: pharm@roszdravnadzor.gov.ru

w npr@roszdravnadzor.gov.ru

Caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CUMIOTOMBEI

[lepeno3upoBka MajnoBepoOATHA Yy NAIMEHTOB C HOpMalbHOW ¢yHKuMeW mnoyek. B cmyuae
HCIOJIb30BaHMUs BBICOKMX J103 Ipernapara OOJbIIOe 3HAY€HHE B OTHOIIEHHM BIIMSHHUS Ha TOYKH
MMeEeT JUIMTEIbHOCTh MPOLEAyphl (IEpHO/ MOTYBBIBEACHUS Mpernapara NpUOIU3UTENbHO paBeH 2
gacam).

JleueHune

B ciydae nepeno3supoBKu HEOOXOJMMO KOMIIEHCUPOBATH MOTEPIO BOABI M ANIEKTPOIUTOB. [loueunyro
(GYHKIMIO clefyeT KOHTPOJIMPOBaTb B TEUEHHE KaK MHHMMYM cienyrommx 3 gued. [lpu
HEOOXOIMMOCTH MOXHO MCIIONIb30BaTh TEMOAMAIM3 Ul yHaleHHs MOIUKCaHOJNa U3 OpraHu3Ma
nanueHTa. Crnenuuyeckoro aHTUAOTa HE CYLIECTBYET, JEUEHHUE CUMITOMATUYECKOE, BO3MOXKHO
[IPOBEICHHUE TEMOIUAIIN3A.

5. PAPMAKOJIOTMYECKHUE CBOVCTBA

5.1. ®apmakoguHAMHYECKHE CBOHCTBA

dapmakoTepaneBTUUeCcKasi Tpylra: KOHTPACTHBIE CPEICTBA; PEHTIC€HOKOHTPACTHBIE CPEJNCTBA,
coziepiKaliye Mox; BOAOPACTBOPHMBIE HE(PPOTPONHbIE HU3KOOCMOJIIPHBIE PEHTIC€HOKOHTPACTHBIE
CpeAcTBa.

Kox ATX: VOSAB09

MexaunsM neicTBrsa U apMakoauHaMudeckue 3P deEKToI

HNoaukcanoi - HeMOHHBIA HOACOEPH AU PEHTTEHOKOHTPACTHBIN Mperapar.
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HU3Ty4YCHHUC.

Jlyiss GONBIIMHCTBA TEMOJWHAMUYCCKUX, KIMHUKO-XUMHUYECKUX U KOATYISIIMOHHBIX TMapaMeTpoB,
WCCJIEIOBAHHBIX M1OCJIE BHYTPUBEHHON MHBEKIIMHN HOAMKCAHOIA 3I0POBBIM TOOPOBOJIbIIAM, HE OBLIO
O00HApY)KEHO 3HAYMTEIHHBIX OTKJIOHEHUN OT 3HAYCHWH J0 HMHBEKIUU. HecKOIbKO W3MEHEHUH,
HaOJI01aeMbIX B JIaOOPaTOPHBIX MapaMeTpax, ObUIM HEe3HAUUTEIbHBIMU U HE UMEJIH KIMHUYECKOTO
3HAYCHMUS.

IIpumenenue npenapara HoauKcaHos y 64 NalMeHTOB CaXxapHbIM 1MAa0ETOM C YpOBHEM KpeaTHHUHA
B CBIBOPOTKE KpoBHU 1,3—3,5 MI/mi1 cOmpoBOX/1a10Ch MOBBIICHHEM YPOBHSA KpearuHUHA Ha > 0,5
MI/IUI, HO HM Yy OJHOIO IalueHTa He HaOmozxanock nosbiueHus Ha > 1,0 mr/mi. Ilpu
HCIIONB30BAHMN Tperapara MoanMKcaHon cekperus (epMeHToB (uienounoii docgarassl 1 N-
aleTwI-B-IIF0KO3aMUHHIIa3bl) B NPOKCUMAbHBIX KaHalbl[aX IO4YeK Oblia cialee, yeM mocie
BBE/ICHUS HEMOHHBIX MOHOMEPHBIX KOHTPACTHBIX CPEACTB M TaKOH e, KaK IOCIe BBEICHHUS
MOHHBIX IUMEPHBIX KOHTPACTHBIX CPE/ICTB.

Takue cepAeyHO-COCYAUCTBIE IIOKA3aTelM, KaK KOHEYHO-AMACTOIMYECKOE MABIEHUE B JIEBOM
KEIIyAOUKe, CHCTOJMYECKOE [aBJICHUE B JIEBOM JKEIYIOUYKE, 4acTOTa CEPIEYHBIX COKpALICHHH,
untepBasl QT u ckopocTh TOKa B O€IpeHHON apTepUu B MEHBIIEH CTENEHU W3MEHSJIUCh IOoCie
BBEJCHUS MOAMKCAHOIA, YEM [TOCJIE BBEICHUS APYTUX KOHTPACTHBIX CPEACTB.

5.2. ®apmakoKHHeTHYEeCKHE CBOMCTBA

Pacnpenenenue

Wonukcanon GBICTPO paclpenenseTcs BO BHEKJIECTOYHOM IKHAKOCTH opraHmsMa. Ilepmorn
pacripesielieHusl B cpeiHeM cocTaisieT okoio 21 muHyThl. Kaxkymmuiicss o0beM pacnpeneneHus
COBMaJlaeT ¢ 00beMOM BHEKJIETOUHOM x)uakoctu (0,26 1/Kr Maccel Tena), 4TO CBUIETEIBCTBYET O
pacripesieIeHuH Ipernapara TOJIBKO BO BHEKJIETOUHYIO JKUIKOCTh. C OeJIKaMu CBS3BIBAECTCS MEHeEe
2 % npenapara.

Buorpauncdopmariust

MeTa0oIuThI I\/'IOI[I/IKcaHOJ'Ia HE BBISIBIICHBI.

OnIMMUHaIMA

Tlepuos MONMYBBIBEICHNS B CPEIHEM COCTABIISET OKONO 2 YacoB. MOJMKCAHON MPEHMYIIECTBEHHO
BBIBOJIUTCSL TOYKAMU IIyTeM KiIyOoukoBoi ¢uubTpanuu. [locie BHYTPUBEHHOTO BBEIEHUS
HoaukcaHoNia 3I0pPOBBIM J100pOBOJBIIAM B TeYeHHE 4 4YacoB C MOUOM B HEM3MEHEHHOM BHU/IE
BbIBOAUTCS mnpuMmepHo 80 % BBeneHHOM 103bl, a B TeueHue 24 yacoB — 97 % mnpemnapara.
KumeunukoM BBIBOOHUTCA TONLKO 1,2 % BBeAeHHOI J03bI B TeUeHHE 72 dJacoB. MakcuMaiabHas
KOHIIEHTpaIMs [penapara B MoO4e JOCTUTAeTCsl IPUMEPHO Yepes3 | yac nmociae MHbEKIHH.

JIMHEHHOCTh (HEIMHENHOCTD)

B nnamazone PCKOMCHAYCMBIX T03 q)apMaKOKI/IHCTI/IKa HE UMeeT J030BOM 3aBUCHUMOCTH.

KOHerTHI)IX q)apMaKOKI/IHeTI/I‘ICCKI/IX I/ICCJ'I@)IOBaHI/Iﬁ JJISL HpI/IMeHeHI/Iﬂ B IIOJIOCTAX TE€JIa HEC
MIPOBOJIUIIOCH.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. Ilepeyenb BCIOMOraTe/IbHbIX BelIECTB

Tpomeramon
Harpus xnopun
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Kanpuus xmopuna quruapar

Hatpus xaneuus sgerar
XJIOpUCTOBOAOPOAHOM KUCIOTEI SM pacTBOp

Bona nist naneximi
6.2. HecoBMecTHMOCTE

B cBs3u ¢ OTCYTCTBHUEM I/ICCJ'ICI[OBaHI/Iﬁ COBMCCTHMOCTH, ,I[aHHbIﬁ HeKapCTBeHHBIﬁ npemnapar HE
CJICAYCT CMCUIMBATL C APYTrUMU JICKAPCTBCHHBIMU IIpCriaparaMu.

6.3. Cpok roqHocTH (CPOK XpaHEeHHUs)
2 rona.
6.4. OcoOble MepbI MPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3aLIUIICHHOM OT CBETAa U BTOPUYHBIX PEHTTEHOBCKHX JIydeld MECTe, MPU TeMIepaType
He Boie 30 °C.

6.5. Xapakrep u cogep:kaHue ynakOBKH

I[To 20 wm 50 mn mpenapata mo3upoBkoi 270 mr Homa/mu, mo 20 mimm 50 mur mpemapara
no3upoBkoi 320 Mmr Homa/mi BO (uIakoHBI M3 OECIBETHOTO CTEKJA MEPBOTO THIPOIUTHIECCKOTO
KJlacca, TepMETHYHO YKYNOpEHHble MNpoOKaMu U3 OpoMOYTMJIOBOM pE3HMHBI U  KOJMayKaMH
AIIFOMUHHEBO-TUIACTUKOBBIMU (QTIOMUHUI/TIOTUAITUIIEH).

ITo 1 ¢pakoHy BMecTe ¢ MHCTPYKIIMEH 110 MPUMEHEHUIO B MAYKy KapTOHHYIO.
I[Io 10 ¢nakoHOB BMecTe ¢ MHCTPYKIMEH IO MNPUMEHEHHIO B KOPOOKY KApTOHHYIO C

IIEPErOPOIKaMH.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIU3ANMH HCIOJIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara WiH OTXO/I0B, MOJYYeHHBIX MOCJIe MPUMEHEHMs JIEKAPCTBEHHOI0 Mpemapara,
Apyrue MAaHUMYJISIMH C MPenapaTom

HNHCTpYyKIIUM 1O pa60Te C IpenaparomM nepea NpuMEcHCHUECM

Kak Bce mpenaparbsl mapeHTepaibHOro BBeAeHMs, MomukcaHon mepen HCMONb30BaHUEM OJIKEH
OBITHh OCMOTpPEH BU3YyaJIbHO Ha MPEAMET OTCYTCTBHS HEPAaCTBOPHMBIX YaCTHIl, U3MEHEHUH 11BETa U
HapyIICHUH [EJTOCTHOCTH YITaKOBKH.

[Ipemapar Mogukcanon crieayeT HaOMpaTh B IIMPUIl HEIOCPEICTBEHHO Tepen nmpuMeHeHueMm. He
CIelyeT CMEIIMBaTh TpemapaT ¢ JAPYTMMH JIGKAPCTBEHHBIMH CpEICTBaMH  (HEOOXOIMMO
WCIIOJIb30BaTh OTAEJIbHBIN HIMPHIL).

[lepen BBemeHHeM mperapar MOMKCAHON MOXET OBITh HarperT mo Temmeparypbl 37 °C (10
TEeMIIepaTyphbl Tea).

Yruansanus

Bech ocraBmmiicss JeKapCTBEHHBIN Mpemapar U OTXOAbI CIEAYET YHHUTOXUTH (YTUIM3UPOBATH) B
YCTaHOBJICHHOM IOPSJKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccuiickas ®@enepanus
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COOTBETCTBYET SKCINEPTHOMY OTHETY

ot 30.03.2026 N2 6397

000 «OskoTaprer» (MOCNEQOBATENEHOCTL 0002)

Opunnueckuii agpec: 109316, r. MockBa, BH.TE€p.I. MyHUIIUNIAIbHBIN OKpyT [ledyaTHUKH, MPOCTIEKT
Bonrorpanckuit, 1. 42, x. 24, stax 2, koM. 193

Ten.: 8(495)233-01-38

Anpec 31eKTpoHHO# mouThl: info@oncotarget.pro
7.1. [IpencraBuTe b Aep:KaTe/isl PerMCTPANMOHHOIO YIOCTOBEPEeHUs

IIperen3un HOTDC6HT€HCﬁ HamnpasJIATH 110 aAPECY.:

Poccuiickas @enepanus
00O «OnkoTaprer»

FOpunnueckuit agpec: 109316, r. MockBa, BH.Tep.I. MyHUIIMNANbHBIN OKpyr [leyaTHUKH, mpoCHeKT
Bonrorpanckuit, 1. 42, x. 24, stax 2, koM. 193

Ten.: 8(495)233-01-38

Anpec anekTpoHHON oUTHL: info@oncotarget.pro
8. HOMEP (HOMEPA) PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA

9. KATEI'OPHUS OTIIYCKA JIEKAPCTBEHHOI'O IIEITAPATA

HeKapCTBeHHBIﬁ Impenapar OTHOCUTCA K KaTCropuu OTITYCKa 110 PCUCIITY.

O6mast XapakTepUCTHKA JIeKapCTBEHHOTO Tpenapara MOIMKCAHON JIOCTYIHA B €MHOM DEecTpe
3apETHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB EBpa3miickoro 3KOHOMHYECKOTO COr03a W Ha
oduIHMaTEHOM caiite YIIOJTHOMOYEHHOTO oprana (axcmiepTHOM OpTraHHU3aI1H)
http://lk.regmed.ru/Register/EAEU_SmPC.
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