COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 02.08.2024 N= 15932

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAUMEHOBAHMUE JEKAPCTBEHHOI'O IIPEITIAPATA
Punrackan, 240 mr fioga/mit, pacTBOp ISl HHBEKITUN
Punrackan, 300 mr fioga/mit, pacTBOp ISl HHBEKIIUN

Punrackan, 350 Mr ifoga/mi1, pacTBOp I MHBEKIIUH

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JelicTBytol1iee BEIIECTBO: MOT€KCOII.

Punrackan, 240 Mr foma/Mit, pacTBOP JUISL HHBEKIUI

Kaxnprii Mt pactBopa coaepxut 518 mr iiorekcona.

Kaxxnprit ¢pakon ¢ 20 mut npemnapata cogaepxut 10 360 mr iiorekcoua.

Kaxxnprit ¢pnakon ¢ 50 mu npemnapata coaepxut 25 900 mr rorekcoua.

Kaxnpriii ¢paaxon ¢ 100 mi npenapara cogepxut 51 800 mr fiorekcona.

Kaxnpriii ¢paaxon ¢ 200 mn npenapara cogepxut 103 600 mr iorekcona.

Kaxxnprit ¢pnakon ¢ 500 mut mpenapara cogepkut 259 000 mr iorekcona.

BcnomoraTenbHble BeleCcTBa, HaJM4KUe KOTOPBIX HAI0 YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOTO
npenapara: HaTpui (cM. pazzaen 4.4).

Punrackasn, 300 Mr iioga/mMi1, pacTBOD JUISL UHBEKLIUH

Kaxnp1ii M1 pactBopa coaepxut 647 mr iforekcosna.

Kaxnpiii paaxon ¢ 20 mit mpenapara coaepxut 12 940 mr iorekcoua.

Kaxnpriit ¢aaxon ¢ 50 mur mpenapara copepxut 32 350 Mr iforekcoua.

Kaxnpriii ¢aaxon ¢ 100 mi nmpenapara conepxut 64 700 mr iiorekcona.

Kaxnpiii ¢paaxon ¢ 200 ma npenapara cogepxut 129 400 mr iorekcodna.

Kaxnpiii ¢paaxon ¢ 500 ma npenapara cogepxut 323 500 mr iorekcoda.

BcromorarenbHbIe BeliecTBa, HATMYKME KOTOPHIX HAZ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpuii (cM. pazaen 4.4).

Punrackas, 350 Mr loga/mMi1, pacTBOD UL MHBEKLIUN

Kaxzip1ii M1 pacTBOpa coaepkuT 755 Mr iorekcona.

Kaxnapiit ¢pnaxon ¢ 20 mu npenapata cogepxut 15 100 mr iorekcona.
Kaxnapiit ¢pnaxon ¢ 50 mi npenapata cogepxut 37 750 mr Horekcona.
Kaxnpriii ¢paaxon ¢ 100 mi npenapara cogepxut 75 500 mr iiorekcona.
Kaxnprii ¢paaxon ¢ 200 ma npenapara cogepxut 151 000 mr iorekcona.
Kaxnprii ¢axon ¢ 500 M nmpemnapara cogepxut 377 500 Mr iorekcona.

BcnoMorarenbHEIE BCIICCTBA, HAIMYUC KOTOPBIX HAAO YUYUTBIBATH B COCTABE JICKAPCTBCHHOI'O
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(NOCNEQCBATENEHOCTE 0002)

npenapara: HaTpuid (cM. pazaen 4.4).

[TonHBIN nEepeYeHb BCIOMOTATENIbHBIX BEIIECTB MIPUBEIEH B paznene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTtBOp mi14 MHBEKIUH.
[Tpo3paunblii OECIIBETHBIN WA CBETIO-XKENTHIN pacTBOP.

Du3uKo-XUMHUYECKHE CBOMCTBA

Horekcon - HEHOHHOE, MOHOMEPHOE, TpUHOAUPOBAHHOE, BOJIOPACTBOPHUMOE
pPEHTTeHOKOHTpacTHOe cpeacTBo. pH nmpenapara 6,8 — 7,7.

OCMOJISTIBHOCTD U BI3KOCTh PI/IHFaCKaHa, IMPUBCACHBI HUXKEC!:

OcMOIANBHOCTD Bsizkocts (Mlla )
KonuenTpanus (MOCM/IiF H20) 20 °C 37 °C
37 °C
240 wmr fioxa/mi 511 5,6 3,3
300 wmr Hioma/mn 661 11,6 6,1
350 mr Homa/min 788 23,3 10,6

4. KIMHUYECKUE JAHHBIE

4.1. IMoka3aHusi K NpMMeHEeHHUI0

JlexapCTBEHHBIH MTpenapar NPUMEHSIETCS UCKIIIOUUTEIbHO B INATHOCTUYECKUX LIETIAX.

[Ipenapar moka3aH K NPUMEHEHHUIO y B3pPOCIBIX U JETEH B KayeCTBE PEHTI€HOKOHTPACTHOIO
CpeICTBa JUIsl BBHIIOJHEHUS KapAuoaHruorpaduu, aprepuorpaduu, yporpaduu, gpiedorpapuu u
KOHTPAcTHOT'O yCUJIEHHUs NMpH KommbioTepHoi Tomorpaduu (KT); mombanbHON, TopakanbHOM U
nepBukanbHoi muenorpaduu, KT-mucrepHorpaguu mocne cyOapaxHOMIATBHOTO BBEICHHUS;
apTporpaduu, 3HA0CKONMUYECKOU perporpaaHon mankpeatorpaduu (DPII), snmockonmnueckoit
perporpaaHon XOJIaHTMOMaHKpeaTorpapuu (OPXIIT), rUCTEepOCaTIbIIMHTOrpaduu,

FepHI/IOFpa(I)I/II/I, cnanorpa(bnn U MCCIIEJOBaHUI JKCIIYJOYHO-KHUIICYHOI'O TPAKTA.

4.2. Pe:xuM 103UPOBAHMS U CIIOCOO NPUMEHeHH s

JlekapcTBeHHBIN TpemnapaT JOJDKEH BBOJUTHCS TOJIBKO MEAMIMHCKUMHM pPaOOTHUKAMU,
UMEIOUIMMH  KJIMHUYECKMI  ONBIT  INPOBENEHUS  MCCIEAOBAaHMNW C  IPUMEHEHUEM
PEHTTEHOKOHTPACTHBIX CPEICTB.

PexuMm no3upoBanus

21033 nmpemnapara 3aBUCHUT OT BUJa UCCICA0OBaHMA, BO3pacTa U MAaCChl TCJIa MalUCHTAa, COCTOAHUA
I'S¢MOJHMHAMHKH, 06]]_[61"0 COCTOSAHUA 3O0POBbsA, a TAKIKC HpHMCHHCMOﬁ METOJHUKHU WU TCXHUKU

BBITIOJTHCHHUA HMCCICIOBAHUA. OOBIYHO MNPUMCHAIOT TC K€ KOHLCHTpAIUU Woxga u 00BEMBI
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BBEJICHUS TIpernapaTa, Kak M IpPU HCHOJIb30BaHUU zl'&/'l:'n;c-l %Qé;ng‘eEﬂliH%;@Gﬁé];%iHHx

PCHTICHOKOHTPACTHBIX CPCIACTB.

PexomeHtyeMblii pexxuM JO3UPOBAHUS IPUBEACH B TAOJIUIE HUXKE.

IHoka3zanue/ o6cienoBanme | Konuenrpauus O0BeM Mpumeuyanus
Buympueennoe (6/8) 66edenue
Ypoepagus
B3pocibie: 300 mr Homa/mn 40-80 mut B otmenbHBIX ciyuasx
WIH MOKHO MPUMCHSITh
350 mr fioma/mi 40-80 M 6onee 80 M
Hetu (maccoii Tena < 7 kr) | 240 mr fioma/mi 4 Mul/KT
WK
300 mr fioma/mi 3 Mu/kr Makc. 40 v
Hetu (maccoii Tena > 7 kr) | 240 mr fioma/mi 3 Mur/Kr
WK
300 mr #ioma/mi 2 MIT/KT
Dnebocpagus (amxHue | 240 Mr Homa/Mi 20-100 mn/HOTA
KOHEYHOCTH ) WK
300 mr Homa/mn
Lughposas 300 mr #oma/mi 20-60 mm ma 1
CYOmMpaKYuoHHasl WA UHBEKITUIO
aneuozpaghus 350 mr fiona/min 20-60 mn Ha 1
UHBEKLUIO
Komnvromepnas momoepaghus
Bspocasie: 240 mr iona/mn 100-250 mn Oouiee KOJIMYECTBO
58051 ftona o0brano 30-60 T
300 mr fioma/mi 100-200 mn
WA
350 mr #fioga/mi 100-150 mn
Heru: 240 mr Hona/mn 2 - 3 Mmi/kr Maccel | B penkux  cimyuasx
WA Tena, He Oonee 40 |MOXXHO TPHUMEHSTH JI0
MJT 100 mn
300 mr #ioga/mi 1 - 3 mu Ha KT Beca
He Oonee 40 mu
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Buympuapmepuansnoe (6/a) 6sedenue MOCMEAUBATENEHOCTE 0002]
Apmepuoepadghus
30-40 mmx ma 1|00BEM AHBEKIIUN
Hyra aopTbl 300 mr ioma/mi
WUHBEKIINIO 3aBUCHUT OT  MecCTa
CenexTuBHas nepedpaibHas 5-10 mum Ha 1 |uHBEKUIUU
300 mr fioma/mi
aprepuorpadus WUHBEKIINIO
40-60 M Ha 1
Aoptorpadus 350 mr oma/min
UHBEKITUIO
demopalnbHas 300 mr #ioga/mm umm |30-50 mim Ha 1
aptepuorpadus 350 mr oma/min WHBEKITUIO
3aBHCHT OT THUIA
Hpyrue 300 mr #oma/mi
WCCJICIOBAHHUSI
Kapouoaneuoepagus
Bapocnsie:
JleBwIii sxemy10ueK U KOpeHb | 350 Mr oma/mi 30-60 mm ma 1
AOPTHI UHBCKITUIO
CenekTuBHAA 350 Mr foga/mi 4-8 M Ha 1
KopoHaporpadus UHBCKIIUIO MakKc. 8 MII/KT
300 mr ioga/mi B 3aBUCHMOCTH OT
Hetu W BO3pacTa, Beca H
350 Mr foga/mi aTOJIOTUH
Lugposas 240 mr oma/mi 1-15 mn wa 1|B 3aBucumoctu  OT
CYOmMpaKyuoHHas W UHBEKITUIO MecTa UHBEKIIUH,
aneuozpagus 300 mr foga/mi 1-15 wmn wua 1|uHorma MOKHO
UHBEKITUIO MPUMEHSITh  OOJIBIITNE
o0Bbembl 710 30 mi
Humpamexanwvnoe 66edenue
Jlrombanvuas u|240 mr foga/mi 8-12 M
MOPAKAIbHAL Muenocpagduu
(JrromMOanbHAast UHBEKIINSA )
Lepsukanvhas 240 mr fiona/Mn 10-12 mn
Mmuenoepaghus (TroMOaTbHAS | UITH
WHBEKITHS) 300 mr Homa/mi 7-10 Mo
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Lepsukanvras 240 mr fioma/Mn 6-10@15'_1":"_iE"j""'E"';'TEm:'H"" CTE0002]
muenoepaghus (narepalibHas | I
nepBukaibHas uHbeKIUs) | 300 Mr foma/mi 6-8 mi
KT yucmepnocpagus | 240 Mr ioga/mi 4-12 mn

(;mrombanbHast MHBEKIIHS)

Jns MUHMMU3alMK BO3MOYKHBIX HEXENATENbHBIX peaknui o0mas jo03a HWoja HE J0DKHA

MpeBbIIATH 3 T

Beeoenue ¢ nonocmu mena

Aptporpadus 240 mr iiona/mi 5-20 M
WK
300 mr Homa/mn 5-15 mx
W
350 mr fioma/mi 5-10 M
OPXIIT/2PIIT 240 mr fioma/Mn 20-50 mi
I'epanorpadus 240 mr iioma/mi 50 mn Jo3a  3aBucur  OT
pasmepa rpbbKU
I'ucrepocansnuurorpadus | 240 mr ioma/mi 15-50 mn
W
300 mr fopa/mn 15-25 mn
Cuanorpadus 240 wmr fioga/Mi 0,5-2 mn
WITH
300 wmr fioma/mn 0,5-2 mn

Hccneoosanue o:cmydouno-xumeunozo mpaxkma

Ilepopanvho:
B3spocasie: 350 mr foga/mn MHAUBUAYAIbHO
2-4 mi/kr Maccel | MakcuManbHas qosa 50
300 mr foga/mi
Jeru: Tena M
A
- TIUIIIEBO.T 2-4 wmi/kr maccsel | MakcuManbHast no3za 50

350 Mr Hoga/mi

TCJ1a

MIJI

Henonomienurie aetu:

350 mr oma/mn

2-4 MI/KT Macchl

TCJ1a

Pexmanvuo: Ietn:

Pa3senenue

OUTLEBON BOJOH JIO

100-150 mr fioma/mn

5-10 mur/kr maccel

TCJ1a

[Tpumep: pas3BenuTe

Punrackan 240 wr
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roxa/mn uiun 350 mr
Homa/Mit [MATHEBO
Bonou 1:1 nm 1:2

Komnvromepuaa momozpaghusn

Ilepopanvro:

B3spocsre: Pazectn mutheBoii |800-2000 mi |Ilpumep:  pasBenute
BOJIOM 110 pa3BEICHHOT O Punrackan 300 wmr
~ 6 MTI Hoga/MiI pactBopa B|Hoga/mMi win 350 wmr

TEUYeHWe  OIHOTO |Homa/MiI ATHEBOU
nepuoja BpemMeHu |Boaou 1:50

Heru: PazBectu mutheBoii | 15-20 MJI
BOJIOM 110 pPa3BEICHHOT O
~ 6 Mr Homa/mi pacTBopa/Kr

Macchl Tela

Pexmanvno: Paseectn nurtheBoil | UHaMBHAYanbHO

Heru: BOJIOH TIO
~ 6 MI Hoja/MiI

Criocob nmpuMeHeHus

[Tpenapat nmpenHa3zHaueH Ui BHYTPUCOCYAUCTOrO (BHYTpHApTEpUATIbHOTO, BHYTPUBEHHOIO) U
MHTPATEKAJIbHOTO  BBEJICHHUS, BHYTPHUIIOJOCTHOTO BBEACHMs, INEPOPAIbHOrO IIpUEMAa U
PEKTAIbHOIO BBEJICHUS.

Wuctpykumu o padore ¢ mpenapaTtoM nepes MIpuMEHEHHEM CM. B pasjene 6.6.

4.3. IlpoTuBONOKA3aHUSA

e ['unepuyBCTBUTENIBHOCTh K HOTeKCONy MM K JHOOOMY M3 BCIIOMOTaTeIbHBIX BEILECTB,
NIEPEYUCIICHHBIX B pazzaene 6.1.

e KinnnHuuyecku MaHU(PECTHBIN THPEOTOKCHUKO3.

4.4. OcoOble ykazaHMsl 1 MepPbl NPeI0CTOPOKHOCTH NPH NIPUMEHEeHUH

C 0CTOPOKHOCTBIO

HpI/I HCIIOJIb30BAHUKU HCHUOHHBIX PCHTICHOKOHTPACTHBIX CPCACTB CICAYCT CO6J'IIOI[aTL

OCTOPOIKHOCTD:
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IpY HAJIMYKK B aHAMHE3E aJIepruu, Op HXHATBHOM AcT bl Ht HpYTHX HemeHA T EIX

peakiuii Ha Hoacoaep)Kaliue PEHTTeHOKOHTPACTHbIE cpeicTBa. MoxeT ObITh
paccMOTpeHa  MpeMeIuKalusi  KOPTUKOCTEPOMJaMH  WIM  aHTUTMCTAMUHHBIMHU
JIeKapCTBEHHBIMH IIperapaTamu;

IPY UCCIIEI0BaHUU NALIUEHTOB C TOMOLIMCTUHYPHEHN (pPUCK TPOMOOIMOO0IINN);

IIPY MCCIIEIOBAHNU TTALMEHTOB C TSHKEJIBIMU CepACYHBIMU 3a00JI€BAaHUSIMU HITU CEPIICYHO-
COCYIUCTBIMH 3a00J€BAaHMUAMU M JIETOYHOM TUIEPTEH3UEH U3-3a pHUCKA Pa3BUTHS
HapyleHUH reMOAMHAMUKHU UM apUTMUH;

IpU UCCIEI0BAaHUM HALUEHTOB C OCTPOM LepeOpanbHOM MaToJIoruel, OmyXoasiMU WK
SNWIENICUEN B aHaMHE3€, B CBSI3U C IPEIPACIIOIOKEHHOCTBIO JaHHOM KaTeropuu
NAIUEHTOB K cynoporaMm. PUck pa3sBUTHS CylOpOT M HEBPOJIOIMUECKHUX PEAKIMM Takxke
HOBBIIIEH Y MAllMEHTOB C AJIKOTOJU3MOM WJIM HAPKOTHUYECKOW 3aBUCUMOCTBIO;

IpPU HCCIICOBAHUM IMALMEHTOB C TSDKEIBIMM COYETAaHHBIMH HAapyLIIEHUAMHU (YHKIMU
NIEYEHH M TMOYEK, TaK KaK Y HUX 3HAYUTEIHHO CHMKEH KIIMPEHC PEHTI€HOKOHTPACTHBIX
CPEACTB;

JUIS NIPEJOTBPALLCHHs MOBBILICHNS KOHIIEHTPALUU KPEeaTUHHHA B CBIBOPOTKE KPOBU U
Pa3sBUTHSI OCTPOTO MOBPEXKAECHUS OYEK NOCIIE BBEICHUSI PEHTT€HOKOHTPACTHBIX CPEJCTB
ClelyeT yJensiTh 0co00e BHUMaHHME NAllMEHTaM TPYIIbI MOBBIILIEHHOTO PUCKa C paHee
CYLLIECTBOBABIIEH IMOYEYHOW HEJOCTAaTOUYHOCTbIO M CaXapHbIM JHAa0ETOM, a TaKXKe
nalMeHTaM ¢ [apanpoTeMHeMued  (MHeIoMaTo30M M MakporioOyJlInHeMHen
Bansaencrpema, nmiua3zMormToMoil);

IpU HCCIEIOBAaHUU MAIMEHTOB C MAaHU(ECTHBIM, HO €IIe HE JUarHOCTUPOBAHHBIM
TUIEPTUPEO3OM,  MMAlMEHTOB € JIATEHTHBIM  TUNEPTUPEO30M  (Hampumep,
y3JI0BBIM/MHOTOY3JI0BBIM 3000M) U MallMEHTOB ¢ (YHKIMOHAJIBHON aBTOHOMHEHN (4acTo,
HarpuMmep, MOXKWIblE MAlMeHThl, 0COOEHHO B permoHax c naepunurom iona). Ilpu
MOJI03PEHHUH Ha JAHHBIE COCTOSHUS CIeIyeT OLEHUTh (PYHKIIMIO IIUTOBUIHOM JKEJE3Hl;
IPYU MCCIEA0BAHUHU MAlUEHTOB C TMIIOBOJIEMHUEN HEOOXO0AMMO 00ECIEUUTh a/IeKBaTHYIO
ryujpaTtanuio, no kpaiiHed wmepe, 100 Mi kaxaplii 4yac B TedeHHE 4-X 4YacoB 10
UCCIIeIOBaHMS U 24 yacoB MOCIIE UCCIIEI0BaHMS;

OpA  WCCIENOBAHWM TAIMEHTOB C JWC- W TApanpOTeHHEMISIMH, TAaKHUMH Kak
MHOKECTBEHHAasi MHeEJIOMa, caXxapHbli Juaber, HapylmieHue (QyHKIUHM T[IOYEK,
TUIEPYPUKEMHUS, a TaKKe HOBOPOXKJCHHBIX U JeTei 10 1 roja, MOXKUIIBIX MalUeHTOB U
NAallMeHTOB B IIJIOXOM OOIIEM COCTOSHHM HEOOXOJIMMO IMPOBEJCHHE aJIeKBaTHOM
TUApaTaliy 10 U NOCIe BBEACHHSI pEHTT€HOKOHTPACTHOTO CPEJICTBA;

MIPY UCCIICIOBAHUU JIETEN;
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FI/IHGD‘-IVB CTBHUTCJIbHOCTD

Hanmuune B anamHe3e aieprud, OpOHXHAIBbHOW acTMbl WJIM HEXKEJIAaTEIbHBIX pPEaKUui Ha
Hoacoepkalie KOHTPAcTHbIE BELECTBA YKa3bIBaeT Ha HEOOXOAMMOCTh COOIIOAEHUS 0COO0M
ocropoxkHocTH. [ToaTOMy nepen npuMeHeHNeM KOHTPACTHBIX CPEICTB HEOOXOJUMO TIIATEIbHO
coOparb aHamMHe3, a y [IallMEHTOB C aUIEPTUYECKUM JUATe30M U  peakUusMu
TUIIEPYyBCTBUTEIBHOCTH TIOKA3aHUS K HCCIEOBAHUIO JOJDKHBI OBITH CTPOTO 00OCHOBAaHHBIMH. Y
NAllMEHTOB C PUCKOM pa3BUTHUS HENEPEHOCHUMOCTH MOXKET ObITh IPOBEJICHA MpeMeTuKaIusl
KopTukocrepousaMu mwiu Onokatopamu H1 m H2-rucraMMHOBBIX peLENTOPOB, OJHAKO ATH
npenapaTsl MOTYT HE MPENOTBpAIlaTh aHAPHIAKTHYECKUH IIOK, a (PaKTUYECKH MaCKUPOBATh
Ha4aJIbHbIE CUMIITOMBI.

VY nanueHToB ¢ OpOHXUAIBHOM aCTMOI OCOOEHHO MOBBILIEH PUCK pa3BUTHA OpoHxocnaszMma. Puck
CEpbE3HBIX PEAKIMIl B CBSI3M C INPUMEHEHMEM Ipenapara PUHrackan pacLEHMBAEeTCs Kak
He3HauuTeNnbHbIM. OjHako HOAcCOAepKallkue KOHTPACTHBIE BELIECTBA MOTYT BbI3bIBATh
cepbe3HbIe, ONAaCHbIC IS KU3HH, (aTajbHble aHAQHIAKTHYeCKHEe/aHAPHUIAKTOUIHBIE PEaKIINU
WIH APYTHE NPOSIBICHUS THIIEPYYBCTBUTEIBHOCTU. He3aBrCHMO OT KOJIMYECTBA U ITyTH BBEICHUS
TaKHE CUMIITOMBI, KaK aHTUOHEBPOTUYECKUH OTEK, KOHBIOHKTUBUT, Kalllellb, 3y, PUHUT, YNXAHNE
¥ KpanMBHHIIA, MOTYT CBH/IETEIILCTBOBATH O CEPhE3HON aHA(MIIAKTONTHON peaKIiy, TpeOyIomen
JICYCHMUS.

[To »5T0il mpuuMHe cleAyeT 3apaHee NPEAYCMOTPETh IOCIIEA0BAaTENbHOCTh JIeUeOHbBIX
MEpONpPHUATHIA B Clyyae UX BO3HUKHOBEHHUS M MMETh B HAJMYMU HEOOXOIMMBbIE Mpernaparsl U
000opytoBaHUE JUTsl OKa3aHUSI HEMEIJICHHON MeIMIIMHCKOM oMoy, [Ipu HagBuraromemcst moke
BBEJICHUE KOHTPACTHOIO BEIIECTBA JIOJDKHO OBITh HEMEUICHHO MpEeKpalleHo W, Mpu
HE00XO0IMMOCTH, JOJKHO OBITh HaYaTo crenuduyeckoe BHyTpUBEHHOE JeueHne. Pekomentyercs
UCIOJIb30BaTh MOCTOSIHHYIO KaHIOIIO WJIM KaTeTep Ui ObICTPOro BEHO3HOI'O JOCTYIa B TEUECHUE
BCET0 PEHTI€HOJIOTMYECKOT0 UCCIIEIOBAHUS.

[TarueHTs!, NpUHUMAaroIIKe 0eTa-aApeHo0I0KATOPbI, 0COOEHHO MAIlMEHTHI C ACTMOM MOTYT UMETh
CHIDKEHHBIN Mopor OpoHXOocCIa3Ma, U OHU MOTYT ObITh MEHEE YyBCTBUTENILHBI K JICUEHUIO OeTa-
aroHMCTaMH U aJPEHATMHOM, YTO MOXKET MOTpeOOBaTh MpUMEHEHHE 00Iee BRICOKUX 7103 JaHHBIX
JIEKAPCTBEHHBIX IIPENapaToB. Y TaKWX NAIMEHTOB TaKK€ BO3MOXHBI ATUIHWYHBIE CHUMIITOMBI
aHaUIaKCUH, KOTOPbIE MOTYT ObITh HEBEPHO HCTOJIKOBAHBI KaK BaryCHbIE peaKLUu.

OOBIYHO peaKlHU TUIEPUYBCTBUTEIBLHOCTH MPOSBISIOTCS HE3HAUYUTEIBbHBIMU PECIIUPATOPHBIMU
WU KOXKHBIMU CHUMIITOMaMH, TAKUMH Kak JIETKOE 3aTPyJAHEHHUE JBIXaHMs, ITOKPACHEHHE KOXHU
(apuTema), KpalliBHHULIA, 3yl UM OTEK JuIa. Tspkernble peakliiy, TakKie Kak aHTHOHEBPOTUYECKHI

OTCK, OTCK T'JIOTKH, 6pOHXI/IaJ'H)HI)II\/'I CIIasM M IIOK, BCTPCYAIOTCA PEAKO.
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BEILlECTBA. B penkux ciydasx THIEpYyBCTBUTEIBLHOCTh MOXET HPOSBISTHCS OTCPOYCHO (depes
Yachl HJIM JTHH), HO TAKHE CIy4au PEIKO OMACHBI ISl )KM3HU H B OCHOBHOM ITOPAXKACTCS KOXKA.
Koarynonartus

Coo0manoch O Cephe3HBIX, peaKo (aTagbHBIX, TPOMOOAIMOOIMYECKUX OCIOKHEHUSX,
BBI3BIBAIOIIMX MH(APKT MUOKAp/Ia K MHCYJIBT, BO BPEMs aHTHOKapHOTpahuIeCKUX MpoLeayp Kak
C NOHHBIMH, TaK ¥ C HEMOHHBIMH KOHTPACTHBIMH BelIeCTBaMu. [Ipy BBIMOJIHEHUU KaTeTePH3aLUH
COCYZIOB CJIEIyeT TIIATENIbHO COONIONATh TEXHUKY aHTHMOTpa(uy M 9acTO MPOMBIBATH KaTeTep
(HampuMep, TemapuHU3UPOBAHHBIM H30TOHHYECKHM pAcTBOPOM HATPHs XJIOPUAA), YTOOBI
MUHHMH3UPOBATH PUCK PA3BUTHUSI TPOMOO3a U IMOOIHH, CEA3AHHBIX C NPOYEeOYPOU.

[lpu kareTepu3aluy ClEAyeT YYHUTBIBaTh, YTO MHOXECTBO JpPYruX (HaKTOpOB, MOMHMO
KOHTPACTHOT'O BEIIECTBA, MOTYT BIIMATH Ha Pa3BUTHE TPOMOOIMOOINYECKUX OCIOKHEeHUH. K HuM
OTHOCSITCSA TPOJIOJDKUTENIBHOCTE 00CIIEOBaHUS, KOJMYECTBO MHBEKLMUI, TUI Karerepa H
Marepuaia MIpHuIa, COMyTCTBYIOMINE 3a00I€BaHUS U TEPAITHUSI.

JITUTEIbHOCTh UCCIIEIOBAHUS IOJDKHA OBITh MAKCUMAIIbHO KOPOTKOU.

Crnenyer coOir01aTh OCTOPOXKHOCTD Y MAIMEHTOB C TOMOIMCTHHYPHEH (PUCK TPOMOOIMOOIHN).
[lo cpaBHEHMIO C HMOHHBIMH TNpernapaTaMH, HEHOHHBIE PEHTTEHOKOHTPACTHBIC CpENCTBA
OKa3bIBAIOT OoJiee ci1aboe MHruOUpYyIolee JeicTBrE IN VItro Ha cucTeMy KOaryJisiiiu KpOBH.
Muapartanus

AnexBaTHas TuAparanys JOJDKHAa OBITh OOecIedYeHa 10 M IOCjie BBEACHHS KOHTPACTHOTO
BerecTBa. [Ipn HEOOXOAMMOCTH TAallMeHTa ClelyeT THAPATHPOBAaTh BHYTPHBEHHO 1O MOJIHOTO
BBIBE/ICHUSI KOHTPACTHOT'O BEIIECTBA.

OCoOeHHO 9TO OTHOCHUTCS K TMaIleHTaM C JWUC- W MapanpOTEHHEMHSIMH, TaKHMH Kak
MHO)KECTBEHHass MUeJIOMa, caXxapHbIi nuabeT, HapylieHue (PyHKINHU MOYeK, TUIePYPUKEMHUS, a
TaK)kKe HOBOPOXKICHHBIM, JAETSAM JI0 1 roja, MOKWIBIM NallMeHTaM U MaleHTaM B IUIOXOM 00IIeM
COCTOSIHUH.

VY manuMeHTOB M3 TPYIIbI PUCKAa HEOOXOIMMO KOHTPOJIHMPOBATH BOJHO-JIEKTPOJIUTHBIH 0OMEH
BEIIECTB M IMPHUHUMATh MEpPhl MO YCTPAaHEHUIO CHUMIITOMOB CHIDKEHHS YPOBHS KajbLUsl B
CBIBOPOTKE KPOBH.

Jlnst Toro 4YTOOBI OTPaHMYUTH PHUCK OCTPOrO TIOBPEXKICHHS TOYEK H3-32 BO3MOXKHOTO
00e3BOXKHMBAHUS, BBI3BAHHOTO JIHUYPETHKAMH, CHadaja HEOOXOJMMa perujpataius BOIbl U
AIIEKTPOJIUTOB.

CepaeuHO-COCYIMCTHIC HAPYIICHUS
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Crnenyer Takxe cOOJIOIaTh OCTOPOKHOCTH Y nauHeHT'&':E:EL,FthQEﬁJEJl'&fiﬁ;lggo?ﬁger&bmn

3a00JICBaHUSIMH WU CEPACYHO-COCYTUCTBIMUA 3a00JICBaHUSMH W JICTOYHON THUIIEPTEH3UEH,
MOCKOJIBKY Y HUX MOTYT Pa3BUTHCSI TEMOAMHAMUYECKUE U3MEHEHHUS WU apUTMHUHU.

DTO Ba)XXHO NMPHU BBEJACHUU KOHTPACTHOTO BEIECTBA B KOPOHAPHBIEC apTEPUH, JICBBIA U MPaBbId
Kenmymouku (cM. Takke pasaen 4.8.).

Oco0eHHO MpeApacroNoKEeHbl K PEAKIUsAM CO CTOPOHBI CEpJilla MAlUEHTHl C CEepACHHOU
HEJOCTAaTOYHOCTBIO, TSDKEIOW HIIEMUYEeCKOW OOJIe3HBIO Ceplila, HeCTAOUIBbHOW CTEHOKapaueH,
MOPOKaMH KJIaraHOB, MEPEHECEHHBIM MH(PAPKTOM MHOKapJa, KOPOHAPHBIM ITYHTHPOBAHUEM W
JIETOYHOM TUNEPTEH3UEH.

Y manueHToB MOXKHUIIOTO BO3pacTa W MAIMEHTOB C paHEee CYIICCTBOBABIIMMHU 3a00JIEBaHUSIMU
cep/lia yaIie BO3HUKAIOT Peakluu ¢ uieMuyeckumu u3Mmenenusmu Ha KT u apurmusimu.

VYV nmauveHToB C CepleYyHON HEJOCTATOYHOCThEO BHYTPUCOCYJUCTOE BBEJIEHHE KOHTPACTHOIO
BEIIIECTBA MOYKET BbI3BATh OTEK JICTKHX.

Hapymenng [THC

Coobmanocs 0 ciydasx pa3BUTHS SHIE]aIonaTHH NMpU NpUMEHEHHH Horekcona. KoHrtpact-
WHAYLUUPOBaHHAs dHUe(daIonaTuss MOXKET TMPOSBIATHCS CHUMOTOMAMU M IPU3HAKAMU
HEBPOJIOTUYECKUX HApYUICHHH, TaKMX KaK TOJOBHas O0Jib, HapyUICHHE 3pPEHHUs, KOPKOBas
CJICTIOTa, CITyTAHHOCTh CO3HAHUS, CYJOPOTH, TIOTEPs] KOOPIUHAIINY, TeMHIiape3, adasus, moreps
CO3HaHMsI, KOMa U OTEK MO3Ta B TEUYEHHE HECKOJIBKMX MHUHYT HWJIM YacOB IIOCIE BBEACHUS
fiorekcosa u 00bIYHO MPOXOJUT B TEUEHHE HECKOIBKHUX JTHEH.

@DakTophl, TOBBIIIAIIINE MPOHUIIAEMOCTh TeMaTodHIePaTUIecKoro Oapbepa, 0O0JIeryaroT
MPOHUKHOBEHNE KOHTPACTHOTO BEIECTBA B TKAaHb TOJIOBHOTO MO3ra M MOTYT TPHBECTH K
BO3MOXKHBIM peakiusam [THC, nanpumep, sHuedanonatuu.

Crnenyet co0mo1aTh OCTOPOKHOCTH MPU BHYTPUCOCYIMCTOM BBEJIEHUHU Y TAI[UEHTOB C OCTPHIM
WH(}ApPKTOM TOJOBHOTO MO3Ta WJIM OCTPHIM BHYTPUYEPEIIHBIM KPOBOTEUEHHEM, a TaKXkKe Yy
MAIMEeHTOB C 3a00JI€BaHUSIMH, BBI3BIBAIOIIMMH HAPYIICHHE TeMaTodHIIepaTndeckoro 0aprepa, a
TaK)Ke y TMalMeHTOB C OTEKOM T'OJIOBHOTO MO3Ta, OCTPOM JEMUETMHU3ANNEH W BHIPAXKCHHBIM
1epeOpanbHBIM aTEPOCKIEPO3OM.

[Tpu momo3peHNy Ha KOHTPACT-UHIYIIMPOBAHHYIO dHIIE(ATONaTHIO BBEACHHUE HOTeKCoa CleayeT
MIPEKPATUTh U HAYaTh COOTBETCTBYIOIIEE METUKAMEHTO3HOE JICUCHHE.

HeBponorudyeckne  CUMOTOMBI,  BBI3BaHHBIE  METacTa3aMH,  JICTEHEPAaTUBHBIMU  WJIH
BOCTIAJIUTEILHBIMU TPOIIECCAMU, MOTYT YCYTYONISTHCSI IPUMEHEHHEM KOHTPACTHBIX BEIIECTB.
[TarueHTHl C CHUMITOMATHYECKMMH 1epeOpOBACKYISPHBIMU 3a00JEBAaHUSIMU, TMEPEHECEHHBIM
WHCYJTHTOM WM YacTBIMH TPAH3UTOPHBIMH HINEMHUYECKHUMU aTaKaMH  I1OJBEPTraroTCs

IMOBBIIICHHOMY PHCKY HEBPOJIOTHYCCKUX OCHO)KHGHHﬁ, BbI3BAHHBIX KOHTPACTHBIM BCIICCTBOM,
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:K-Bﬁ'f:ﬂj;t'é;ﬁoro

i

nocjie BHYTPHAPTEPUATIHLHOTO BBEJICHUS. YTpI/IapLJ%l];II/I:a'HE-AE Ei'%}l_éﬂgﬁil/fg:

BEILECTBA MOXKET BBI3BATH CIIa3M COCYJOB C MOCIEIYIOIIMMHU SIBICHUSMH HILIEMHUH TOJIOBHOTO
Mo3ra.

[TaniueHTBI ¢ OCTpOH IEepeOpaabHON MATOJIOTHEH, OMyXOJSIMU WJIM SIWICTICHEH B aHaMHE3e
MPEIPacIoNoKEeHbl K Cy/I0pOoraM M 3aciyXHBAlOT 0cOOOro BHHMaHHUA. Takke y MalMeHTOB C
AJIKOTOJIU3MOM M HapKOTHUYECKOW 3aBHCHUMOCTBIO MOBBIIIEH PUCK CYJOPOT U HEBPOJIOTUYECKUX
peakiuii. ¥ HEKOTOPBIX MAIMEHTOB HAOIIOAaNach BpEeMEHHAs MOTEPsI CIyXa MU JIaXe TIyXoTa
nocie Muenorpaguu, 4ro, Kak IOJaraimT, CBA3aHO C MAJCHHEM IaBJICHHUS CIHMHHOMO3TOBOMN
KUAKOCTU MIPU JIFOMOAJIbHOM MyHKIIUU KaK TaKOBOM.

Peakuuyy co cTOpOHBI ITIOYEK

Hcnonp3oBanne HoOACOAEpKAIIUX KOHTPACTHBIX BEUIECTB MOXKET BBbI3BaTh IIOBBIIIEHUE
KOHIIEHTPAllUU KpEaTHHHWHA B CHIBOPOTKE KPOBU M OCTPOE TMOBpEXKJIEHUE MOoYeK. UTOoObI
MPEAOTBPATUTh 3TU COCTOSIHUS TOCJI€ BBEJIEHUSI KOHTPACTHOI'O BEUIECTBA, CIEAYET MPOSBIATH
0CO0YI0 OCTOPOKHOCTbD Y MAallMEHTOB C paHee CYLECTBOBABILEH [T0YEYHOW HEJOCTATOUHOCThIO U
caxapHbIM J1a0eTOM, TOCKOJIbKY OHHM BXOJAT B IPYIILY PHUCKa.

Jpyrumu npeapacnonararomiuMu (GakTopaMmu SBISIOTCS Pa3BUTHE MOYEYHONW HEAOCTATOYHOCTHU
MOCJIE NPUMEHEHUsSI KOHTPACTHOIO CpPEACTBAa WM IOYEYHAs HEJOCTAaTOYHOCTh B AaHAMHE3e,
Bo3pacT crapuie 60 seT, AeruapaTanysi, BbIPaKEHHBIM apTepUOCKIEpPO3 JIE€KOMIIEHCUPOBaHHAs
cepJie4yHas HEI0CTaTOYHOCTh, BBEIEHUE BBICOKUX 103 KOHTPACTHOT'O CPEJCTBA U MHOKECTBEHHbIE
MHBEKIUH, IPSIMOE BBEIEHUE KOHTPACTHOTO BEUIECTBA NIl MCCIIEJOBaHUS MOYEYHON apTepuH,
BO3/ICUCTBUE IPYTUX HE(MPOTOKCHHOB, TsKeNash M XpOHUUYECKasi TUIIEPTEH3Us, TUIIEPYPUKEMHUS,
napanpoTerHeMuu (MHUEIOMaTo3 U IUIa3MOLMTOMA MpU MakporioOynuHeMun BanbneHcTpema)
WIM TUCTIPOTEMHEMHH.

Mepsl 110 HDOd)I/IJ'IaKTI/IKe HEXKeJIaTeIbHbIX PEAKIIH:

— Hpentuduxanys naiMeHToB, OTHOCAIIMXCS K TPYIIE NOBBIIIEHHOTO PUCKA.

— OO0ecnieueHue aJeKBAaTHOM THJpaTallud TMAalME€HTa IMpPH HEOOXOIUMOCTH IyTEM
MOCTOSIHHOW BHYTPUBEHHOM WH(Y3WH, HA4aTOM /10 MOMEHTa BBEJIEHUS Ipernapara H
IIPOIOJIKAFOIIEHCS 10 €rO BBIBEICHUS IOYKAMH.

— IlpenorspalieHue AOMOTHUTENBHON HATPy3KH HA [IOYKH, BO3HUKAIOLIEH IIpU IPUMEHEHUH
HE(POTOKCUYHBIX MPENapaToB, JEKAPCTBEHHBIX CPEACTB I MepOpaIbHOro MprueMa Mpu
NPOBEJCHUHN XoJenucTorpaguu, TMepeXaTud apTepuil, AaHTUOIUIACTUKU IOYEYHBIX
apTrepuil MM OOIIMPHBIX XUPYPTHUECKUX OIEpalusiX, 10 BbIBEIEHHUS KOHTPACTHOTO
CpelcTBa U3 OpraHu3ma.

— IlpuMeHeHre MUHUMAIBHO BO3MOKHOU JTO3BI.
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— IloBTOpHBIE PEHTI€HOKOHTPACTHBIE HCCJ[GHOBaHﬁg ‘R&nl@t%i:&m%% 3 [‘-HE'_]bQP;JC—Ie-'I”:fOFO

MOMEHTAa, KOTJ1a QYHKITUS MOYEK BOCCTAHOBUTCS JI0 HCXOIHOTO YPOBHSI, KOTOPBIHA OBLI 10
UCCIIEI0BAHMS.

— IlanmenTtam, HaXOAAUIMMCS Ha T'€MOJMAIN3€, MOXKHO BBOJUTH PEHI€HKOHKOHTPACTHBIE
cpeactBa. Koppemsiiuss Mexay BpeMEHEM BBEICHHMS KOHTPACTHOIO BELIECTBA U
IPOBEICHUEM I'eMOINaIn3a He TpedyeTcsl.

HaL[I/IeHTLI C CaXapHbIM III/Ia6eTOM, IIPUHUMAIOIINEC Mer)ODMI/IH

CymiecTByeT pHUCK pa3BUTHS JIAKTOALMJ03a MpPU BBEACHUM WMOACOAEPkKAIIUX KOHTPACTHBIX
BEIIECTB MalMeHTaM ¢ JuabeToM, TMOIyYarolluM MeT(GOpMHH, OCOOEHHO MalMeHTaM C
HapymeHneM QyHKIUU TOYeK.

[lepen BHYTPHCOCYAMCTBIM BBEICHHUEM HOJCOACPIKALNIETO PEHTTEHKOHTPACTHOTO CpPEICTBA

NalUeHTaM ¢ CaxapHbiM JuabeToM, MONyYaroluM MeT(HOpPMHH, I MPeIoTBPALCHUS

BO3HHUKHOBEHHUS MOJIOYHOKHCIIOTO alliJ03a CJeIyeT U3MEpSATh KOHIEHTpAIMI0 KpeaTMHHHA B

CBIBOPOTKE KPOBU M COOJIIO1aTh MEPHI IPEAOCTOPOKHOCTH B CIAEAYIOLIUX CIyYasix:

1. TTamnmentsl ¢ pCK® (pacyeTHasi CKOPOCTh KIy00UKoBO# (puibTparmm) 60 mu/mun/1,73
M? um Gombire (xpoHndeckas 60m1e3Hp mouek (XBIT) 1 1 2 cTamuu) MOTYT IPO0KaTh

MPUHUMATH METHOPMUH B OOBIYHOM PEXUME.

2. Tamuents ¢ pCK® 30-59 ma/mun/1,73 m? nnn 6omsme (XBIT 3 cramun):

a. [Marmentsr ¢ pCK® 45 wn/mun/1,73 M° win GoJjble, MOJTyYaroue
BHYTPHUBEHHOE KOHTPACTHOE CpPEJICTBO, MOTYT MpPOJODKAaTh HPUHUMATH
MET(GOPMHUH B OOBIYHOM PEKUME.

b. VYV naumeHtoB, moiydYarmMX KOHTPACTHOE CPEICTBO BHYTPHAPTEPUAILHO, a
TaK)Ke MOJIyYaroluX KOHTpacTHOE cpeacTBO BHYTpuBeHHO ¢ pCK® ot 30 no 44
wir/mua/1,73 M2, HEOOXOAUMO OTMEHHTD npenapar B TeUeHHe He MeHee 48 4 10 1
B TedyeHue 48 u mocie BBEICHUs Ipernapara, e€ciM ModyeyHas (QYHKUUS He
YXyIIIAIACh.

3. VY namumentoB ¢ pCK® menpmre 30 mn/mun/1,73 m? (XBII 4 u 5 cragum) mmm c
COITyTCTBYIOIIMM 3a00JIEBaHUEM, COIPOBOKIAIOIIUMCS Ocia0iIeHHOM (yHKUIMeH
NEYeHN WIM TUIIOKCHEW, MNpueM MeTGOpMHUHA TPOTUBONOKA3aH, W BBEIEHUS
Ho/icoepKaIero KOHTPACTHOTO CPe/ICTBA HEOOXOAMMO N30erarsh.

4. 'V HEOTJOXHBIX MAllUEHTOB, Yy KOTOPbIX (YHKIUS MOYEeK JIMOO HapylleHa, JnuOo
HEM3BECTHA, Bpauy [JOJDKEH OICHUTh COOTHOIIEHHWE PHCK/TONb3a MPOBEICHUS
UCCIICIOBaHUsI C MPUMEHEHHEM KOHTPACTHOro cpenctBa. HeoOXxonmumo mpekpaTuth
nprem MeT(opMrHa Ha BpeMs BBEACHUSI KOHTPACTHOTO cpezcTBa. [locie 3aBeprieHus

nmpoucaypsl manucHTa HGO6X0}II/IMO OCTaBUTH 110 Ha6.]'IIOJIGHI/IeM JJIs1 OTCIIC)KHUBAHU S
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MPU3HAKOB MOJIOYHOKHCIIOTO aItuoBa. BOS%%M}%]E&%&EHb%%bJﬁHZ{ NrobkHO

yepe3 48 wyacoB Iociie BBEIEHUS KOHTPACTHOIO CPEACTBA, €CIM COOTHOIIECHHE
CBIBOPOTOYHOTO KpeaTuHUHa/pCK®D® He W3MEHWIOCh OTHOCHUTEIBHO 3HAYCHUS,
IIOJIyYE€HHOT' 0 JI0 UCCIIEI0BAHU.

IlanmeHTHl ¢ HapyIIeHHEM (bVHKHI/II/I IICYCHHU U ITOYCK

Ocobast 0OCTOPOKHOCTh TPeOyeTCsl Y MAlMEHTOB C TSKENBIMUA HapyIICHUSAMHU (YHKIUU MOYEK U
MIEYEHH, TIOCKOJIBKY Y HUX MOXKET OBITh 3HAUUTEIIBHO 3aMe IJIEH KIIMPEHC KOHTPACTHOTO BEIECTBA.
[TanmenTel, HaxoAsIIMECs Ha TeMOIUAIN3C, MOTYT IIOJydyaThb KOHTPACTHOE BEIIECTBO JIIS
PaIHOIIOTHYECKHX TIPOLEITYP.

MuacTtenus rpaBsuc

BBenenue Honacomepkalux PEHTTEHOKOHTPACTHBIX CPEICTB MOXKET YCYIyOJISIThb CHMIITOMBI
MUACTEHUH IPABUC.

DeoxpomMonuTOMa

[TaruenTam ¢ GeoXpOMOIIUTOMOM, TOJBEPTAIOIIUMCS WHTCPBEHIIMOHHBIM BMEIIATEILCTBAM,
ClIeyeT Ha3HAYUTh alb(a-aIpeHO-OJOKATOPBI C MEIbI0 MPO(DHIAKTUKH THIEPTOHHYIESCKOTO
Kpu3a.

Hapymenus d)VHKHI/II/I IATOBUIHOM JKEJIE3hI

Mozacosepraliiie KOHTPACTHBIE BEIIECTBA BIMSAIOT HA (BYHKIMIO IIMTOBHIHOM JKene3bl M3-3a
HaJIM4Ks CBOOOIHOTO HOIUAA B PACTBOPAX U JIOTIOIHUTEIBHOTO HOAUAA, BEBICBOOOXKIAEMOTO TIPH
JNEHOIUPOBaHNU. DTO MOJKET BBI3BaThb TUIEPTUPEO3 WM JaXEe TUPEOTOKCUYECKUH KpHU3 Y
IIPEIPACTIONOKEHHBIX ITAIIUEHTOB.

[TaruenTam ¢ MaHU(ECTHBIM, HO €I1€ HE JUAarHOCTUPOBAHHBIM TMIIEPTHPEO30M, MAIIUEHTaM C
JATEHTHBIM TUIEPTUPEO30M (HaIpHUMep, Yy3JOBbIM 3000M) U MalMEHTaM € (YHKIMOHAIbHON
aBTOHOMHMEH (4acTo, HapUMep, MOXKUJIbIE MTALUEHThI, OCOOEHHO B PETHOHAX C 1e(UIIUTOM Hoxaa)
clleflyeT OLEHUTh (PYHKLHUIO HIUTOBUIHON >KeJe3bl Mepesl UCCIEOBaHUEM MPU MOJO3PEHUH Ha
JTaHHBIE COCTOSTHUSI.

[lepen BBenmeHUEM HOJACOAEPIKAIETO KOHTPACTHOTO BelIeCTBAa yOenuTech, YTO MAIMEHTY HE
NPEJCTOMT CKAaHWPOBAHHME IIMTOBUIHOW »eNe3bl WM MCCIEOBaHUE (YHKUUHU IIUTOBUIHON
JKEJIe3bl WM JIEUEHUE pPaJMOAKTUBHBIM HOJIOM, TaK KaK BBEJIEHHUE HOACOACPKAILErO
KOHTPACTHOTO BEILECTBA, HE3aBUCUMO OT ITyTH, BIUSET Ha aHAJIU3 TOPMOHOB U TOTJIOIIEHHE Hofa
TKaHSIMHM IIUTOBUIHOM KeJie3bl UJIM METacTa3aMy paka IIUTOBHJIHOM Keye3bl A0 TeX Mop, MoKa
IKCKpeIHs Hoaa ¢ MOYOi He BepHETCs K HopMe (cM. Takxke paszaen 4.5.).

ITocne BBeneHMsA HOICOIEPKALIETO PEHTTEHOKOHTPACTHOIO CPEACTBA B3POCIBIM U JIETSM,

BKIIrO4as MJIaACHIICB, q)YHKIII/IOHaIII)HI)Ie HCCICOO0BaHUA IHI/ITOBI/I)IHOI)’I KEJIC3bI
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CBUACTCIIBCTBOBAJIM O THIIOTUPECO3C WM IIP OI[SIH.[GI{;J_I Q&QE&%MEM

xkene3bl. HekoTopble MaueHThl ISYHIIUCh OT THIIOTHPE03a (CM. Takxke moapasaen «leTm).

TpeBoXKHBIE COCTOSIHUS

B CJIy4dac BbIPpaKCHHOI'O 0EeCIOKOMCTBA MOKHO BBOJMTH CEJAaTUBHOC CPCACTBO.

CepnoBUIHO-KIIETOYHAS aHEMUS

KoHTpacTHbIE BelecTBa IIpM BHYTPUBEHHOM M BHYTPUAPTEPUAIIBHOM BBEICHHH MOTYT
CIOCOOCTBOBATh BBIPAOOTKE CEPIOBUAHO-KIETOYHBIX APUTPOIMTOB y JIHMI TOMO3UTOTHBIX IO
CEPIIOBUIHO-KIETOYHOU aHEMUH.

JlomoTHUTEIbHEIC d)aKTODBI PHUCKA

Cpenn manMeHTOB C AayTOMMMYHHBIMH 3a00JIEBaHUSIMH HAONIOJAINCh CIy4YaW TSKEIbIX
BacCKyJIMTOB WM cuHApoMoB CtuBeHca-/[>koHCOHa.

Tspxenble COCyTUCTbIE U HEBPOJIOTHYEeCKHe 3a00JieBaHMsI, OCOOCHHO y MAllMEHTOB IOXKUJIOr0
BO3pAaCTa, ABJSIOTCS (DaKTOpaMH pUCKa pa3BUTHs PEaKIMi Ha KOHTPACTHbIE BEIIECTBA.

DKcTpaBasanus

DKcTpaBa3alysi KOHTPACTHOTO BEIIECTBA MOXKET B PEAKUX CIIy4asX BbI3bIBATh JIOKAJIbHYIO 00JIb,
OT€K U DHpUTEMY, KOTOpbleé OOBIYHO Hcue3alT 0e3 ociokHeHuid. OnHako HaOIoJAINCh
BOCIAJICHUE U JJa)Ke HEKPO3 TKaHEH. B kauecTBe pyTUHHBIX MEp PEKOMEHYETCs IPUIIOIHUMATh
U OXJIAKJATh IOPAKEHHBIM y4YacTOK. B cilydasx pasBUTHS KOMIIAPTMEHT-CUHIPOMA MOKET
oTpedOBaTHCS XUPYPrudecKas JeKOMIPECCHUsl.

Bpewms Ha6J'IIOI[eHI/I$I

B Teuenune 30 MHHYT IIOCJIC OKOHYAaHHWA NPOHCAYPbI OCYHICCTBIIAIOT Bpaqe6H51171 KOHTPOJIb 34
MarnueHTOM, T.K. OOJIBIIMHCTBO HEXKEIIATEIbHBIX peaKHI/Iﬁ BO3HHUKACT UMCHHO B 3TOT IICPHUO.

HuaTpaTekaibHOE BBEJIEHUE

ITocae MI/IGJ'IOI‘pa(l)I/II/I ManucHT JOJIKECH B TCUYCHHC 1 daca HaxXOAUThCA B TOPHU30HTAIIBHOM
MMOJIOKCHHUHU C TPUIIOAHATBIMU Ha 20° ronoBoii u I'pyAab1o. ITocne yero nmamueHT MOXKET OCTOPOIKHO
XOJHUTh, HO HC NOJIDKCH HAKJIOHATHCA. Ecmu MMalMCHT OCTACTCA B KPOBATH, TO B TCUCHUEC 6 JacoB
€r0 TrojioBa M Ipyab AOJDKHBI OCTAaBATHCA MHNPUIIOAHATBIMH, a IPU IMOJO3PCHUN Ha HU3KUH
CyI[OpO)KHBIfI IMopor ManueHT B 3TOT MEpHUOA BPEMCHU JOJIZKCH OCTaBaTbCA IOJ H3.6J'IIOI[CHI/I€M
Bpaya. AM6y.HaTOpHBIX MMalMCHTOB HCJIB3s OCTaBJIATH 0e3 Ha6J'IIOI[eHI/I$I Bpayda B IICPBLIC 24 4aca
MMOCJIC MMPOBCACHUA NCCIICAOBAHM.

IepebpanpHasa aprepuorpadus

VY mnanueHToB C BBIPAKKCHHBIM aTCPOCKIICPO30M, TSDKENIoH I‘HHCpTCHSHCﬁ, JEKOMIICHC Al
CCpI[C‘IHOfI ACATCIIBHOCTH, ITIOXKHJIOTO BO3paCTa W C MIPCAIICCTBYIOIIUM TpOM6030M

nepedpaabHbIX apTepUil WM MX IMOOJHEH W MUTPEHBIO MOTYT Yallle BO3HUKATh CEPICYHO-
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 02.08.2024 N= 15932

COCYAMCTBbIE peaklUU, Takue Kak Opaauxapaus| u noBbieTe ﬁ%ﬁb‘mlﬁﬁlé:é-pgébﬁaﬂﬁﬁoro

JaBJICHUS.

Aprepuorpadus

B 3aBucuMocTH OT UCIIOJIB3YEMOM MPOLETYPhl MOTYT BO3HUKHYTh MTOBPEKICHHS apTEPUH, BEHBI,
AOpTHI M TMPUJICTAIOIINX OPTaHOB, IJICBPOIICHTE3, 3a0pIOIIMHHOE KPOBOTEUEHHUE, TTOBPEKICHUE
CIIMHHOT'O MO3ra 1 CUMIITOMBI napannemn.

IIpouee

Bce ioaconepxaiie KOHTpAacTHBIE BEIIECTBA MOTY BIMSATH Ha pe3yJIbTaT MCCIEAOBAHUS
IIATOBUIHOM Kee3bl, TaK KaK CIIOCOOHOCTDh IIMTOBHUIHOM JKeJIe3bl K CBI3BIBAHHMIO HOIa MOJKET
OBITH CHMJKEHA Ha CPOK J0 HECKOJIBKUX HEJENb.

BcrnoMmorarensHble BellecTBa

OTOT neKkapcTBeHHbIN penapat coaepxut 0,012 Mr HaTpus Ha ML, T.€. IPAKTUYECKHU HE COAEPKUT
HaTpUAL.

eTu
Ocoboe BHUMaHHE CIEAYeT yAENATh JCTSAM 10 3 JIET, MOCKOIbKY TUHOMYHKIMS HMIMTOBHIHON
JKeJIe3bl B pAHHEM BO3pAacTe MOXKET OBbITh BpeIHA [Tl ABUTATEIHHOTO, CITyXOBOTO U KOTHUTHBHOTO
pa3BUTHS M MOXET MOTpeOdOBaTh BPEMEHHOH 3amecTuTenbHOW Tepanuu T4. 3aboneBaeMOCTh
TUIIOTUPEO30M Yy JeTel 10 3 JieT, NOABEpruInxcs BO3AEHCTBUIO HOACOAEPKAUX KOHTPACTHBIX
BEIECTB, cocTaBisieT oT 1,3 10 15 % B 3aBUCMMOCTH OT BO3pacTa U J03bl HOJCOAEPKAIIETO
KOHTPACTHOT'O BEILIECTBAa W dYalle HaOJI0JIaeTcsd y HOBOPOXKICHHBIX M HEJOHOILEHHBIX JETEH.
HoBoposxeHHbIe TaK)Ke MOTYT MOJIBEPraThCcsl BO3ACHCTBUIO Uepe3 MaTh BO BpeMsi O€peMEHHOCTH.
CrnenyeTr mpoBOAUTh MOHUTOPUHT (QYHKIMHU IIUTOBUIAHOMN K€JIe3bl Y HOBOPOKICHHBIX U JIETEH B
BO3pacTe J10 3 JIeT B TeYeHHE 3 HeZelb MOcIie BBEIEHUS HOACOAepkKAIUX KOHTPACTHBIX CPEICTB
C IMarHOCTHYECKOM 11emb10. [Ipy BBISBIEHNHN MHIIOTHPE03a CIeNyeT pACCMOTPETh HEOOXOAUMOCTD
JIeYeHHsI U KOHTPOJIMPOBATH (PYHKIIMIO IIUTOBHUIHOM 5KeJIe3bl 10 €€ HOPMATIU3AIIH.
Y HOBOPOXKIEHHBIX W JeTed /10 roja OCOOEHHO HE0oOX0JMMO OOecHeduTh aJIeKBaTHYIO
TUApaTalliio 0 U IIOCJe BBEAEGHMUS KOHTpAacTHOro BemiecTBa. llpueM HePppOTOKCHYHBIX
IpenapaToB CleAyeT IPUOCTAaHOBUTE. 3aBUCHMOE OT BO3pacTa CHI)KEHUE CKOPOCTH KITyOOUKOBOM
¢GwIbTpauu y JAeTeil paHHEro BO3pacTa TaK)Ke MOXKET MPUBOAUTH K 33J€P)KKE BBIBEIECHUS
KOHTPACTHBIX BEIIECTB.
Manenbkue et (Bo3pact <l roga) u 0coOEHHO HOBOPOXKJIEHHBIE MOJIBEPKEHBI HapYLICHUSIM

SJICKTPOJUTHOT'O OanaHca u TEMOJUHAMUYCCKUM HAPYUICHUAM.

4.5. B3amMmopeiicTBHe ¢ [PYrMMH JIEKAPCTBEHHBIMH INpenapaTamMM M JApyrue BH/bI

B3aNMOJdelCTBUA

15



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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| B it dinx

<J0OC B A
OZIHOBpEMEHHOE IIpUMEHEHHE HEKOTOPBIX Henﬂgmnﬁﬁegk BA

AQHTUJCIIPECCAHTOB C HOTIEKCOJIOM MOXET CHMXKATh CYZOpPOXKHBIA IIOPOr, YBEIUYMBAs PHUCK
BO3HUKHOBEHUS cyqopor. Vcnonp3oBanue iorekcona y 00IbHBIX 1nabeTndyeckoil Hedpomnatuei,
IPUHUMAIOIIUX METPOPMHH, MOXKET IPUBOAUTH K IPEXOASIIEMY HApYIIECHUIO (DYHKIMH [TOYEK U
Pa3BUTHIO MOJIOYHOKHUCIIOTO aruo3a (cM. pasnen 4.4.). [launueHTsl, IpUHUMABIINE MEHEE YeM 3a
2 HeneNnu 10 UCCIIEOBAHUS HHTEPIICHKUH-2 U UHTEP(EPOHBI, CKJIIOHHBI K OBBIIIEHHON 4acToTe
OTCPOYEHHBIX HEXKEJAaTeIbHBIX PEaKUui (3pUTeMa, TPUIIIONOI00HBIE COCTOSHUS WM KOKHBIC
peakuun).  Jledenue  P-agpeHoOnoOKaTOpaMM ~ MOXET  CHHM3MTh  IOPOT  peakIHi
TUIIEPUYBCTBUTEIBHOCTH, @ TaKK€ MOXKET MOTpeOoBaTh OoJiee BBICOKHX 7103 [3-arOHUCTOB IPH
JICYCHUH PEAKLIUN TUIIEPYyBCTBUTEILHOCTH. beTa-anpeno0nokaTopsl, Ba30aKTUBHBIC BEIECTBA,
MHIMOUTOPBI aHTMOTEH3UHIIPEBPALAtOIIEro (PepMEHTa, aHTarOHUCTHI PEENTOPOB AHIMOTEH3MHA
MOTYT CHUXaTb 3(PPEKTUBHOCTb CEPJEUHO-COCYAUCTHIX MEXaHU3MOB KOMIIEHCAIIUM W3MEHEHUH
apTepHAJIbHOTO J1aBJICHUS.

BricokMe KOHILEHTpaluuy KOHTPACTHBIX BEUIECTB B CBIBOPOTKE M MOYE MOIYT BIMATH HA
71a00paTOpHbIEC TECTHI Ha OMIMPYOHH, OETIKM MIIM HEOPraHNYECKUE BEIeCTBa (HarpuMep, Kejeso,
Menb, Kanbluid U Qocdar). [losToMy mnonoOHbIE aHAIM3bl HE CJIELYET BBINOJHATH B JIEHb

HUCCIICAOBAaHUA].

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALHSA

bepemeHHOCTD

besomacHocte mpuMmeHeHus Punrackana mnpu OepeMeHHOCTH He ycraHoBieHa. OrlleHka
AKCIIEPUMEHTAJIbHBIX HCCIICIOBAHWN Ha JKMBOTHBIX HE YKa3bIBAa€T Ha MPSMOE WM KOCBEHHOE
BpEIHOE BO3/ICHCTBHUE HA PETPOAYKTUBHYIO (PYHKIHIO, pa3BUTHE YMOPHOHA WITH TIJI0/1a, TEUYEHUE
OepeMEeHHOCTH U TIepu- U MOCTHATAIbHOE Pa3BUTHE.

[Tockonpky BO BpeMsi OEpeMEHHOCTH CJEAyeT MO BO3MOXHOCTH H30eraTh pagualliOHHOTO
00JTy4eHHs], PEUMYIIECTBA PEHTTEHOJIOTHYECKOTO UCCIIEIOBAHMS C KOHTPACTHBIM BEIIECTBOM
uiam 0e3 Hero ClieyeT TIIATEIbHO COMOCTAaBJIATh C BO3MOXKHBIM puUcKkoM. [Ipenapar He ciemyer
MPUMEHSTh Y OEPEMEHHBIX, 32 UCKIIIOUEHUEM TEX CIIydaeB, KOrja mpejrnoiaraeMas mojib3a Jjs
MaTepu OT €ro MPHUMEHEHHUs MEePeBEIIMBAeT MOTEHIMANbHBIN PUCK JUIS TJI0JAa, U TMOJ0OHOE
WCCJIeI0BaHNE HA3HAYAETCS BPAYOM B CHITY HEOOXOIUMOCTH.

[Ipu oreHke MONB3BI U PHUCKA, TMMOMHUMO TPEIOTBPAIICHHUS OOJy4YeHUs, CIEAyeT Y4YHUTHIBATh
YyBCTBUTEIBHOCTH IIIUTOBU/IHOM JKEJIE€3bI IJI0/1a K HOTY.

YV HOBOpPOXKIECHHBIX, MOABEPTIINXCS BO3JAEHCTBUIO MOJCOIEPKAIIETO KOHTPACTHOI'O BELIECTBA B
MEepUOJI BHYTPUYTPOOHOTO Pa3BUTHS, PEKOMEHIYETCSI KOHTPOJIUPOBATh (DYHKIIMIO IIIUTOBUIHON

xkene3nl (cM. paszaen 4.4.).
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I'I‘[T_I/'I Uik trteun

i

I'ucTepocanbIUHrOrpaguIo He CIeAyeT HPOBOJHTH Y Bl b ke i o

OCTPOr0 Ta30BOr'0 MEPUTOHUTA.

JlakTanms

KoHTpacTHBIE cpefcTBa B HE3HAYUTEIBHON CTENICHH YKCKPETUPYIOTCS B TPYJAHOE MOJIOKO M B
MHUHHMMAJIbBHOM KOJIMYECTBE BCACHIBAIOTCS B KUIICYHUKE. [103TOMY BEpOSTHOCTH MPUYMHEHUS
Bpera peOeHKy, MpU KOPMIICHHHM TPYAbIO0 MPEACTaBISACTCS MalloBeposTHON. OpHako mnpu
HEOOXOAMMOCTH BBEICHHMs Ipenapara cCielyeT MPEeKpaTUTh TPYAHOE BCKApMIIMBAHUE TMEpPe.l
BBEJICHHEM IIperapaTa M HE BO30OHOBJATh KaK MHHHUMYM Ha MPOTSDKCHHH 24 9 TIOCHe

HCCICa0BaHUsI.

4.7. Baiusinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMH M padoTath ¢
MeXaHHU3MaMH

HccnenoBanuii 0 BIMSHUM Ha CIOCOOHOCTh YNPaBIAThH TPAHCHOPTHBIMU CPEICTBAMH,
MEXaHU3MaMH He NMPOBOAWIOCh. He pekoMenayercs ynpasisiTh TPAHCIIOPTHBIMM CPEIACTBAMHU U
3aHAMATbhCS JIPYTHMH TOTCHIUAIBFHO ONACHBIMH BHJAMHU JACATEIBHOCTH, TPEOYIOUIMMHU
HOBBIIIEHHON KOHIIEHTPALMM BHUMAHUSA U ObICTPOTHI ICUXOMOTOPHBIX PEAKIMii, B TeueHue 24
4acoB  IOClie  IpoBeleHus — uccienoBaHus.  OAHAako  NpU  HAIMYUM  CTOMKHX

HOCTMI/IGJIOFpa(l)I/I‘IGCKI/IX CHUMIITOMOB H€O6XOIH/IMO HHAWBUIYyaJIbHAasA OLICHKA.

4.8. HexkenarejibHbIE peaKUMU

Pe3roMe HeXeIaTeIbHbIX PEeaKIuid

IlepeunciieHHass 4acTOTa BO3HUMKHOBEHMS PEaKIMil OCHOBAaHA HAa BHYTPEHHEH KIMHUYECKOU
JOKYMEHTAllMU ¥ ONyOJIMKOBaHHBIX KPYMHOMACIITaOHBIX MCCIIEOBAHUSX, BKIIOYAIOIIUX Oolee
200 000 manueHToB.

YacToTa HEXeNaTeNbHbIX SBICHUM KIACCU(PHUIMPYETCS CIEAYIOUIMM 00pa3oM: OYeHb 4YacTo
(=1/10), gacro (=1/100, no <1/10), Hewacto (=1/1000, Ho <1/100), peaxo (=1/10000, Ho <1/1000),
ouenb penko (<1/10000), yacrora HeuszBecTHA (HA OCHOBAaHWUM WMEIOIIMUXCS JAHHBIX OIEHUTH
HEBO3MOJKHO).

Obwue HedicenamenvHvle peakyuu (Npu 6cex NOKA3AHUAX K NPUMEHEHUIO U0OCO0epHCaAUUX
DEHM2EeHOKOHMPACMHBIX CPeOCma)

Huxe mnepeuncrnensl oO0mMe BO3MOXHBIE HEXKeJaTeNbHbIE pPEaKlMM, CBSI3aHHBIE C
pPEHTreHOTpapUUeCKUMH  MpOLEAYypaMd C TMPUMEHEHHEM HEHOHOT€HHBIX MOHOMEPHBIX
KOHTpacTHBIX BemiecTB. MHpopmanuio o KOHKpeTHBIX 3(ddekrax, XxapakTepHBIX s crocola

BBCICHHA — CM. B KOHKPCTHBIX IMOoApa3aciiax.
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Peakuuu runepuyBCTBUTENILHOCTH MOTYT BO3HHKATh HeAABHCHAMO-OT HOSET H e THot00a BEe im;[

JIETKWE CUMIOTOMBI MOTYT OBITh IPEIBECTHUKAMHU CEPhE3HON aHA(MIAKTOMIHON peaKIH/IIoKa.
B »TOM cnyuae BBeIEHHE PEHTICHOKOHTPACTHOTO CPEACTBA JODKHO OBITh HEMEIJICHHO
MPEKPAIICHO M IPH HEOOXOJMMOCTH HAYaTO BHYTPHCOCYJIUCTOE BBEACHHE CHCIU(PUICCKHX
TEPAIEBTHYECKUX CPEJICTB.

[Tocre BBemeHUS MOICOMEPKAIIETO PEHTICHOKOHTPACTHOTO CPEACTBA YACTO HAOIOIaeTCs
HCE3HAUYUTCIIBHOC TpaH3I/ITOpHOG ITIOBBIIIICHHUC KOHI_IGHTpaL[I/II/I S-eraTI/IHI/IHa B CbIBOpOTKe KpOBI/I,
BO3MOXKHO Pa3BUTHE KOHTPACT-UHAYLIHPOBAHHON HEPPOIIATHH.

MomusM — penkas peakius Ha BBEJCHHE HMOACOACPXKAIINX PEHTTCHOKOHTPACTHBIX CPEJCTB,
BBIPXKAIOMIASICSI B YBEJIMYEHUM U OOJE3HEHHOCTH CIIOHHBIX JKEJe3 TOCJIe HCCIEIOBaHUS
JUTUTEIBHOCTHIO 10 10 cyTOK.

HapymeHuﬂ CO CmMOpOHbl MMMVHHOZZ cucmembl

Penko: peakiyu runepayBCTBUTEIBHOCTH (MOXKET OBITh ONMACHOM JUIsl )KM3HH HIIU JICTAIBHOM), B
TOM YHCJIC OJBINIKA, CBIIlb, dPUTEMa, KPANMBHUIIA, 3yJ, KOKHBIC pPEaKIMH, KOHBIOHKTHBUT,
KallleJib, PUHUT, YUXaHUE, BACKYJIUT, AaHTHOHEBPOTUICCKUI OTEK, OTEK TOPTaHH, JJAPUHTOCIIA3M,
OpoHXOcCHa3M WJIM HEKapAHOTCHHBIH OTEK JIETKUX. Peakiuu MOTyT BO3HUKATh Cpa3y Iocie
UHBCKIIUU U CBUJICTEIILCTBOBAThH O HAa4aJie IOKOBOT'O COCTOsTHUS. KOXKHBIC peakIiu, CBI3aHHBIC C
TUIIEPYYBCTBHTEILHOCTHIO, MOTYT IOSIBUTHCS B TSUCHUE HECKOJIBKUX JHEH MOCIIC MHBEKITUH.
Ouenb peako: aHaduIakTHUECKas/aHaQUIaKTONAHAS peakius (MOKET ObITh OMACHOM JUISl KHU3HH
WM OC CMEPTENIbHBIM HCXO/IOM).

Yacrora HeusBecTHA: aHA(HUIAKTUYECKUN/aHADUIAKTOUTHBINA MOK (MOXET OBITh OMACHBIM IS
YKU3HU WIIH JICTATLHBIM).

Hapyuwenus co cmoponbl Hepsrou cucmembl

Heuacto: romosHast 00I1b.
OdeHb penKo: AUCreB3us (TPAH3UTOPHOE OIIYIIEHHE «METATMYECKOro» MPHUBKYyCa B POTOBOM
MOJIOCTH ), BA30BarajibHbIM OOMOPOK.

Hapywernus co cmoponbi cepdua

Penko: Opagukapaus.

Hapywenus co cmoponbl COCV@OG

OueHp PE€AKO: MOBBLIMICHUE apTECPUATIBHOTO JABJICHUS, CHH)KCHUE apTEPpHUAIBHOIO JaBJICHU .

JKenyoouno-kuweunvle HapyuieHus

Heuacro: TomHuora.
Penko: pBora, abgoMuHanbHas 0OIb.
Ouenb peako: 1uapes.

YacToTa HEeH3BECTHA! YBCIIUUCHUEC CIIFOHHBIX JKEJIC3.
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(NOCNEQCBATENEHOCTE 0002)

O6u4ue HAapyuweruAa u peaKkuyuu 6 mecme 66eoen

Yacro: omymieHue xapa.

Hewacro: runepruapos, ouryieHne X0Ioa, Ba30BarajibHbIC pEeaKInu.
Penxo: nmupekcus.

Ouensb peako: Apoks (03H00).

Tpasmbl, UHMOKCUKAUUL U OCIONCHECHUS MaHMl’lWZ}luuﬁ

YacToTa HEU3BECTHA: HOAU3M.

Buympucocyoucmoe 6sedenue (6HympuapmepuaivHo u 6HYmMpUEHHO)

BHavane o3nakombpTech ¢ mojpasnuenoM «OOmue HexenareabHble peakium». Huke ommcaHbl
TOJILKO HEKEJAaTeNbHBIC SBJICHHUS C YacTOTOM TIPU BHYTPUCOCYAUCTOM MPHUMEHEHUU
HEUOHOTCHHBIX MOHOMEPHBIX KOHTPACTHBIX BEIIIECTR.

XapakTtep HexelaTeIbHbIX PEaKIHii, KOTOPbIC BOSHUKAIOT MIPU BHYTPUAPTEPUAIILHOM BBEIICHHH,
3aBHCUT OT MeCTa HMHBEKIMM M BBeIeHHOW A03bl. CeNneKkTuBHas aHruorpaguss U Apyrue
MPOLEAYPHI, IIPU KOTOPHIX BEICOKHE KOHIICHTPAIIUN PEHTTEHOKOHTPACTHOTO CPEICTBA JOCTUTAIOT
KOHKPETHOT'O OpraHa, MOTYT COIPOBOXKIATHCS Pa3BUTHEM OCJIOKHEHHI B 9TOM OpTaHe.

HapymeHuﬂ CO CmMOpOHbL KposUu U JluM(ban’ZMI{GCKOZZ cucmembl

YacToTa HEeM3BECTHA: TpOMGOHI/ITOHeHI/IH.

DHOOKpUHHblEe HapyueHUs.

YactoTa HeU3BECTHA: TUPEOTOKCUKO3, TPAH3UTOPHBIN THIIOTUPEO3.

Tlcuxuuecxue HAPYWEHUA

YacToTa HEH3BECTHA: CIIYTAaHHOCTb CO3HAHUH, BO36y>I(I[eHI/Ie, 6CCHOKOﬁCTBO, TpeBOra.

Hapyuwenus co cmoporbl HepsHou cucmembl

Penko: ronoBokpyskeHue, napes, napaiud, CBETO00A3Hb, COHIUBOCTb.

OdeHb penKo: CyIOpOTH, HapyIIeHHE CO3HaHHs, HapylIeHHEe MO3TOBOIO KPOBOOOpAIICHHUS,
CTYIIOp, HAPYIIEHUS B CEHCOPHOI cpepe (B TOM Uucie TUIIECTE3USs ), TapecTe3usl, TPEMOp.
YacToTa HEM3BECTHA: TPAH3UTOPHAS JIBUTaTeIbHAsE TUCHYHKIIHUS (B TOM YHCIIE HAPYIIEHUE PEYH,
adazusi, uU3apTpus), MPEXodinas KOHTPACT-UHAYIMpOBaHHAs JHIedanonatus (B TOM 4YHCIIe
TpaH3UTOpHAsl MOTEeps MaMATU, AC30PUEHTAIMS, KOMa U PETpOorpajgHas aMHE3Usl, TeMunape3 1
OTEK TOJIOBHOTO MO3ra).

Hapywenus co cmoponst opeana 3sperus

Penko: Hapymienue 3peHus (BKIIOYas JUTIJIONHUIO, HEYETKOCTh 3PSHHUS).
YacToTa HEM3BECTHA: TPAH3UTOPHAS KOPTUKAJIbHAS CJICTIOTA.

Hapywenus co cmoponsl opeana cayxa u ﬂa6upuHma

YacroTa HeM3BeCTHA: TPAH3UTOPHAS MOTEPS CIyXa.

Hapywenus co cmoponbi cep()ua
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JCNEOOBATENEHOCTE 0002)

Penko: aputmus (B TOM 4mclie OpaguKapausi, T I/IKapzm" \

Ouensb peako: nHGAPKT MUOKapaa, 00k B TPYIH.
YacToTa HEU3BECTHA: TSKEJIBIE OCJIOKHEHNUS (B TOM UMCIIE OCTAaHOBKA CEp/Illa, OCTAHOBKA CepALa
U JIBIXaHUs), cepJeyHas HeI0CTaTOYHOCTb, CIIa3M KOPOHAPHBIX apTepHi, IIMaHO3.

Hapywenus co cmoponbi COCV()OG

OdeHb peaKo: «IIPUIIUBBDY.
YacToTa HEU3BECTHA: MIOK, CIIa3M apTepuid, TpoMO0(haedut u Tpom003.

Hapywenus co cmoponbi OblXamenbHou cucmemsl, opeaHos zpvdnoﬁ Kiemku u cpedocmeHuﬂ

YacTo: TpaH3UTOPHBIC H3MEHEHHS YaCTOTHI JIbIXaHHS, PECITUPATOPHBIN TUCTPECC-CUHIPOM.
Penko: xarenb, 0cTaHOBKA JABIXAHHUS.

OueHb peiKo: OJIBIIIKA.

YacToTa HEM3BECTHA: TSDKEJIBIC CHMIITOMBI W TMPHU3HAKH PECHHPATOPHBIX HAPYIICHUH, OTEK
JIETKUX, OCTPBI PECHUPATOPHBIA JUCTPECC-CUHAPOM, OpPOHXOCIA3M, JIAPHHIOCIA3M, aIHo?,
MPHUCTYN OPOHXUAITLHOMN aCTMBI.

JKenyoouno-kuweunvle Hapyuienus

Penko: quapes.
Yacrora Hen3BecTHA: 000CTpEHUE TAaHKPEaTUTA.

Hapywernus co cmoponsl Kodicu u NOOKONCHLIX MKAHEl

Penko: cwinib, 3y, KpanuBHUILIA.

Yactota Heus3BecTHa: OyJule3HbI aepmatuT, cuHApoM CTuBeHca-/[>KOHCOHA, TOKCHYECKHM
AMUACPMAIBHBI  HEKPOJIM3, OCTPbIA TE€HEPAIM30BAaHHBIM  OK3E€HTEMATO3HBIM  IYCTYJIE3,
JIEKapCTBEHHAs ChlIlb, COITPOBOXKIAOIIASCS 03MHOPMINEN U OOLIMMH CUMIITOMaMH, 000CTpEHNE
1Icopuasa, 3puTema, JEKapCTBEHHAs ChIllb, HIEYIIEHNE KOXKH.

HCZDVWQHM}I CO CMmMOpOHbl MbluxtellHOL?, CKeNemHou U COeOUHUMEIbHOU MKAHU

YacToTa HEU3BECTHA: apTpajirus, MbIIICUHAA CJ'I8.6OCTI>, MBIIIEYHO-CKEJIE THRIMN CIia3sm, 0o0JIb B
CITMHC.

Hapywernus co cmoponst nouex u M07~l€6‘b1600}lu4ux nymeu

Heuacro: 0oCTpasd NMo4YCHYHasA HEAOCTATOYHOCTD.
YacToTa HEH3BECTHA: ITOBLIILICHHE KOHIICHTpAlU KpCaTUHNHA B KPOBH.

061141/!6 HAapyuweruAa u peakyuu 6 mecme 66€0€HUs

YacTo: onryiieHue xxapa.

Heuacto: 60116 1 1uckoM@opT.

Penxo: acteHnyeckoe coCcTosiHUE (HanpuMep, HeJJOMOTaHUe, YTOMIISIEMOCTb).
YacToTa HEM3BECTHA: PEAKIINH B MECTE BBEICHUS (B TOM YHCJIE SKCTpaBa3alus).

HHmpameKanbHoe 66eoeHtie
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CHauana 03HaKOMbTeCh C ToapaszenoMm «Oo6mjue Heméﬂé}éﬁlﬁég%éa%gﬁsﬂ (Pl WiHfdann:

TOJIbKO HEKeJIaTebHbIEC SIBJICHUS C YACTOTOM MPU MHTPATEKAIbHOM MPUMEHEHUN HEMOHOTEHHBIX
MOHOMEPHBIX KOHTPACTHBIX BEIIECTB.

[Ipyu uHTpaTEeKaIbHOM BBEIICHUM HEKEJIATEJIbHBIE PEAKI[MM MOTYT BO3HHUKATh 4€pe3 HECKOIbKO
4acoB WM JaXe [JHEeW IMociae NpoBEACHUS JUAarHOCTUYECKOW mpouenypsl. Yacrtora
HEXeIaTeJIbHBIX PEeaKIUi TaKas ke, Kak ocye TIoMOanbHOM MyHKIMH. [ 0JToBHAs 00JIb, TOITHOTA,
pPBOTa WJIU TOJIOBOKPY>KEHHE MOTYT OBITh B 3HAUUTEIHLHON CTENEHU OOYCIIOBJIEHBI CHUYKEHHUEM
JaBJIeHUs B CyOapaXHOMJAIBHOM TPOCTPAHCTBE BCJCACTBHE BBITCKAHMS JIMKBOpA Yepe3
MyHKIIMOHHOE OTBepCcTHE. /[ MUHUMU3AIMKM CHYKEHUS JaBJICHUS CIIeIyeT n30eraTh yaaacHus
CJIMIIKOM OOJIBIIIOTO KOJIMYECTBA IepeOPOCTIMHATBHOM KUIAKOCTH.

Tcuxuueckue napyuienus

YacToTa HEeM3BECTHA: CIIYTAaHHOCTb CO3HAHUH, BO36y>I(I[CHI/IC, TpeBOra.

HapymeHuﬂ CO CmMOpOHbl H€D6H012 cucmembol

OueHb yacTo: TOJ0BHASA 00JIb (MOXKET OBITH TSXKEJION U MPOJIOJIKUTEIBLHOM).

Heuacro: acentuueckuiit MEHUHTUT (BKJIIOYasi XUMUYECKUN MEHUHTUT).

Penxo: cyoporu, rolnoBoKpy KeHHE.

YacToTa HEM3BECTHA: OTKJIOHEHHMsI Ha 3JIEKTpodHLe(danorpaMMme, MEHUHTU3M, TPaH3UTOpHAs
sHIedaonaTus (BKI0Yas BpeMEHHYO OTEPIO MAaMSITH, KOMY, CTYIIOp, PETPOTPAIHYI0 aMHE3HIO,
reMuIapes3), JBUraTeNbHy0 AUCHYHKIHIO (B TOM YUCIIE HApYIIEHUS peud, adas3us, Au3apTpusi),
NapecTe3uIo, TUIECTE3UI0 U HapyIIEHUs] CEHCOPHOUM (PyHKIIUH.

HapymeHuﬂ CO CmMOPOHblL OpcdHA 3PEHUA

Penko: Hapymenue 3peHus (BKIItOUast TUTIIONHIO U HEYETKOCTh 3PEHU).
YactoTa HeU3BeCTHA: TPAH3UTOPHASI KOPTUKAJIbHAS CIIENIOTA, CBETOOOSI3Hb.

HCZDVWQHM}Z CO CmMOPOHbL opearad ciyxa u Jla6upuHma

YacToTa HEM3BECTHA: TPAH3UTOPHAA IMOTEPA CIIyXa.

JKenyoouno-kuweunvie Hapyuienus

Yacro: TomHoTa, PBOTA.

Hapywenus co cmoponvt mbluteunou, cKelemuot u COCOUHUMENIbHOU MKAHU

Penxo: 6onb B 11ee, 00 B CIIUHE.
YacToTa HEM3BECTHA: MBIIIIEYHEIE CIIa3MBI.

06mue HAapyuweruAd u peakyuu 6 mecme 66€0€Hs

Penko: 00JIb B KOHEUHOCTSX.
YacToTa HEH3BECTHA: pcaknuuu B MECTC BBCACHUS IpCIiapara.

Buympunonocmnoe egedenue

21



Cnauana 03HaKOMbBTECh C mojpazaeiaoMm «O0I

g
L Lyl

L

ol

TEBETCTEYET ZKCNEPTHOMY OTYETY
ot 02.08.2024 N= 15932

e mexbienl5HE %;ggl;gﬁlﬁj;l (il Wirdann:

TOIBKO HEXeJaTeIbHBIC SIBJICHHUS C YaCTOTOM IIpU UCIIOJIB30BAHUN HCHOHOT'CHHBIX MOHOMCPHBIX

KOHTPACTHBIX BCIICCTB B IMOJIOCTAX TCJIA.

Auoockonuueckas pempoepadras xonaneuonarwkpeamoepagus (IPXIIT)

JKenyoouno-kuweunvie HapyuieHus

Yacro: MaHKPECaTUT, MOBBINICHUC aKTUBHOCTHU aMHJIAa3bl B KPOBH.

Ilepopanvnoe 6sedenue

JKenyoouno-kuweunvie HapyuieHus

OueHb YacTo: auapes.

Yacro: TOmHOTA, pBOTA.
Heuwacro: 601b B )xuBOTE.
T'ucmepocanvnunzocpaghus (I'CI)

JKenyoouno-kuweunvie HapyuieHus

Ouenb yacTo: 00JIb BHU3Y KUBOTA.

Apmpocpagus

HapymeHuﬂ CO CMmMOpOHbl szmetmoﬁ, CKeNemHou U COeOUHUMENIbHOU MKAHU

YacToTa HEeM3BECTHA: apTpHUT.

Obwue napyuienus u peakyui 8 Mmecme 66e0eHuUsl

Quensb yacTo: 00JIb.

TI'epruuoepagus

O6mue HAPYWEHUA U peaKkyuu 6 mecme 66e0¢eHUs

Yacrora Hen3BecTHA: OOJIb ITOCIIE IPOIEAYPHI.

Onucanue OTACIBHBIX HCXCIIATCIbHBIX DeaKHI/Iﬁ

Coob1manocs 0 TpoMO0IMOOIMUECKUX OCIOKHEHUAX MPU KOHTPACTHOW KapIHMOAHTHOrpapuu U

aHruorpaduu  1epeOpaNbHbIX, MOYEYHBIX

u nepudepuyeckux aprepuil. BBeneHue

PEHTTEHOKOHTPACTHOIO CPEJACTBA MOIJIO CHOCOOCTBOBAaTh PAa3BUTUIO ITHX OCJIOKHEHUH (CM.

pasaen 4.4.). OnucaHbl Cilydad KapIdOJOTHUECKUX OCIIOKHEHHM, BKIIOYAs OCTPBIA HHGpapKT

MHOKapZa, BO BpCMd HJIK IIOCJIC KOpOHapOFpa(I)I/II/I C PCHTICHOKOHTPACTHBIM YCHIICHHUCM. vy

ManUCHTOB MMOXXUJIOTO BO3pacCTa WA IIPU HAJTMIUHA TAXKEIIOTO 3a00JIeBaHUS KOpPOHAapHbIX apTepHﬁ,

HECTAOWJIBHOW CTCHOKApAWU W JIUCHYHKIUH
OCJIOKHEHUH MOBbIIIEH (cM. pa3zaen 4.4.).

B OYCHb PEAKHX clrydasax

KOHTpPACTHOC

JICBOI'O KCITyJOUYKa PUCK KapAHOJIOTHYCCKUX

BCIICCTBO MOXCT IMPOHUKATDb qcpe3

FeMaTOSHHC(I)aJII/I‘-ICCKI/If/'I 6apbep, YTO IMPUBOJAUT K IMOTTIONICHUIO KOHTPACTHOTO BCIICCTBA KOpOfI

TOJIOBHOI'O MO3ra 1 MOKET BbI3BATh HEBPOJIOTHYCCKUEC PECAKITUU. Ounu MOTYT BKIIFOYaTb Cya10pOru,
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ij[ain CIBA HOCTS 0002
MPEXOSIINE NBUTATCIILHBIE UIIM CEHCOPHBIE H ymeHI/IH,_lrrpev—iléi;lm IOT(,J%’QH#[IH'OC b (':bsrrahnﬂ,

NPEXOISIIY0 MOTEPIO MaMATH | dHIedatonatuto (cM. pasznen 4.4.).
AHadunakTouIHas peaKIys U aHAPIIAKTOUIHBIN IIIOK MOTYT IPUBECTHU K TITyOOKO# TUIOTEH3UN
U CBSI3aHHBIM C HEH CHMIITOMaM W TMpU3HAKaM, TaKUM Kak TUIOKcHYeckas sHuedanonaTus,
[oYeYHas M [ICYEHOYHAss HEJOCTaTOYHOCTh (CM. paszaen 4.4.).
B HECKOIBKHX CiTydasx SKCTpaBa3allysi KOHTPACTHOTO BELIECTBA BBI3bIBaJIa MECTHYIO OOJIb M OTEK,
KOTOpbIe OOBIYHO Hcue3anu 0e3 mociencTBuil. MiMenn MecTo BOcCHalieHHe, HEKpO3 TKaHe H
KOMITApTMEHT-CHHAPOM (cM. pasnen 4.4.).

eTu
Coo01manocs 0 cirydasix TPaH3UTOPHOTO TUIIOTUPEO03a y JAETEH, B TOM YUCIIE Y HEOHOIICHHBIX U
HOBOPOXKJICHHBIX, TIOCJIC BBEACHUS HOACOACPIKAIINX PEHTTEHOKOHTPACTHBIX CPEJ/ICTB.
HenoHomiennbie 1eTH 0COOEHHO 4yBCTBUTEIBHBI K BO3/ACHCTBUIO Hoga. CoobImanock o ciiydae
TPaH3UTOPHOTO THUIOTHUPEO3a y HeIOoHOoUIeHHOro pebeHka. Kopmsiias marh HEOJAHOKPATHO
HOJIBeprajiach BO3/ICHCTBHUIO iorekcona (cM. paszen 4.4.).
Heo0xonnma anexBaTHast peruaparanus 10 1 IMOociie BBEICHUS! pEHTTEHOKOHTPACTHOTO CPEJICTBA,
3TO 0COOEHHO BaXKHO IS JIeTel paHHero Bo3pacta. HedpoTokcuuHble nmpenapaTsl TOJKHBI ObITH
OTMEHEHBI.
CHuKeHHas TIOMepyJsipHas (pUIbTpaIysi, XapakTepHas JJs JeTell paHHEero BO3pacTa, TaKKe
MOJKET TIPHUBOJUTH K 3aME/INICHHOMY BBIBEICHUIO PCHTTEHOKOHTPACTHBIX BEIIECTB.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

Baxxno coo0mare 0 TMOJ03peBaeMbIX HEXKENATENbHBIX PEAKIUAX T[OCJe PEeTrUCTpaluu
JICKapCTBEHHOTO TIperapara ¢ Meibio 00eCreYeHrs HEMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«MOJbh3a — PHUCK» JIEKAPCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
co00IaTe O JIIOOBIX TMOJ03PEBACMBIX HEXKENATENbHBIX PEAKIUAX JEKaPCTBEHHOTO IMpernapara
yepe3 HallMOHAJbHBIE CUCTEMBI COOOIIECHUS O HEKEIaTeNbHBIX PEAKIIHIX TOCyIapCTB — YJICHOB
EBpazniickoro 5KOHOMHUYECKOr0 COK3a:

Poccniickas @enepanns

®denepanbHas ciryx0a 1Mo Ha30py B chepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBssHCKasi TUIOIIa b, 1. 4, ctp. 1

Temedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Calit B I/IH(I)OpMaHI/IOHHO-TCHCKOMMYHI/IKaHHOHHOﬁ CETHU «I/IHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CUMOTOMBI
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[lepeno3upoBka MajaoOBepOsTHA y TAIMEHTOB [ HOpMdEE;fOﬁjﬁ);;igiﬁgg%ae%i Een Yo Ko

HalMEeHT He MOoXy4ri u30piTounyto 103y 2000 Mr fioga/kr Macchl Tesna B TEYEHHE OTrPaHMUYEHHOTO
nepuoaa BpeMeHU. B ciydae Mcronb3oBaHMs BBICOKHX /103 IIpernapaTa OOJIbILIOE BIIMSHUE Ha
IOYKM OKa3bIBaeT JJIMTEIbHOCTh HCCIENO0BaHMs (MEepHOJ IOJYBBIBEIEHHUS IIpernapara
npuOIM3NTENIBHO paBeH 2 4). JIOKIMHMYECKHE JaHHbIE YKa3bIBAalOT Ha BBICOKUH YPOBEHb
0e301acHOCTH Horekcona, a GUKCUPOBaHHBIN BEPXHUH Mpeaes J0MYCTUMOM 0361 U1l PyTHHHOTO
BHYTPUCOCYUCTOIO IPUMEHEHUS HE YCTAaHOBIJICH.

[Tepeno3upoBka Hamboisiee BEpOSITHA IOCIE CIOXKHBIX aHTMOrpauyeckux Mpouenyp y HeTei,
0COOEHHO MPH MHOTOKPAaTHBIX HHBEKIMAX BEICOKOKOHLEHTPUPOBAHHBIX KOHTPACTHBIX BELIECTB.
Jleuenune

B ciryuae nepeio3upoBKH clienyeT CKOPPEKTUPOBATh BOSHUKIIUI BOTHO-3JIEKTPOIUTHBIN OaaHc.
B teuenue cnenyronmx 3 gHeW ciexyeT KOHTpOJIMpoBaTh (yHKIMIO nodek. Cnenuduyeckoro
aHTUJ0TA HE CYIIECTBYET, JICUEHHE CUMITOMATHYECKOE, BO3MOXHO MPOBEICHUE T'eMOJIUalIN3a

AJId yCTPaHCHUA H30BITOYHOIO KOJIMYECTBA KOHTpPAaCTHOI'O BCUICCTBA.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHUYeCKHE CBOMCTBA

dapmakoTepaneBTUUYECKas TPyNIa: KOHTPACTHBIE CPEACTBA; PEHTTEHOKOHTPACTHBIE CPEICTBA,
coJIeprKanire oI, BOAOPaCTBOPUMBIC HEPPOTPOITHBIC HU3KOOCMOJISIPHBIEC PEHTTCHOKOHTPACTHBIC
CpeacTBa

Kox ATX: VOBABO02

dapmakoagnaammueckue YO HeKTol

Jl1st GonbIIMHCTBA FeMOIMHAMUYECKUX, KITMHUKO-XUMUYECKUX U KOATryJISIIIUOHHBIX [TapaMeTPOB,
UCCIIEIOBaHHBIX 1I0CJIe BHYTPUBEHHOM HHBEKIMU HOreKcoa 310pOBbIM J0OPOBOJIbIaM, He ObLIO
00Hapy’KEHO 3HAYUTEIbHBIX OTKJIOHEHHUH OT 3HAYEHUU 10 MHBEKUMU. ENMHUYHBIE M3MEHEeHMUS,
HaOmoaeMbple B JIa0OpAaTOpPHBIX MapaMmerpax, ObUIM HE3HAYUTENIbHBIMM M HE HUMEIOT

KIMHHUYCCKOI'O 3HAYCHMHA.

5.2. apmakoknHeTHYECKHE CBOHCTBA

Pacnopenenenune

Ces3pIBaHME HOTEKCOIa ¢ OeKaMu TIa3Mbl HEBEIMKO (MeHee 2 %), 1 He UMeeT KIMHUYECKOTO
3HAUCHUSI.

Buorpancdopmarnus

He oGHapy:keHbl MeTa0oJIUThI Tpenapara.

DaUMUHALUSA
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[Tourn 100 % BBemeHHOTO BHYTPHUBEHHO HOTeKcosa Bb'iﬂé;'lgc—'lgf;g: 61/1_%1&&1{;61\)1— %I;E('?-"zlépes

HOpMaJIbHO (D)YHKIIMOHMPYIOLIHE MOYKU B TedeHue 24 4. [lepuon monyBeIBeeHUS Mpemnapara y

NAIMEeHTOB ¢ HOPMAaJIbHOM (PYHKIHEH MOYEK COCTABISET OKOJIO 2 4.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

Tpomeramon

Hatpus kaneuus sgerat

XJIOpUCTOBOJOPOIHOM KUCIOTHI pacTBop 1 M

Bona nis uabeKuit

6.2. HecoBMecTUMOCTH

B cBsi3u ¢ oTCyTCTBHEM HCCIEIOBaHUI COBMECTUMOCTHU, JAHHBIN JIEKAPCTBEHHBIN Mpenapar He
CleyeT CMEUIMBaTh C APYTMMHU JIEKapCTBEHHBIMHU MpemapaTamu. HeoOXoAuMO HCIOJIb30BaTh
OT/ICTbHBIC IIITPHI] U UTITY.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHECHHUH

XpaHWUTh B 3alIMIIEHHOM OT CBETa M BTOPUYHBIX PEHTTEHOBCKUX JIydel MECTe MPU TEMIIEpaType
He Boime 30 °C, momyckaercs xpanenue rnpu temmeparype 37 °C B Teyenue 1 mecsina mnepen
npuMeHeHneM. He 3amopaxuBatsb.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

HCDBI/I‘-IHafl YIIaKOBKa JICKAPCTBCHHOT'O ITpfriapara

ITo 20, 50, 100, 150, 200 wiu 500 ma mpenapara B CTEKJIsIHHBIE (PiiakoHbI TUTIA [, TepMETHYHO
YKYTOpeHHbIe OpOMOYTHUIOBBIMU MPOOKaMU W 3aKpPbITHIE ATIOMUHUEBBIMU KOJMAaYKaMH THIA
«flip-off».

Ha kaxnpiii (nakoH HakJIeMBAIOT ATHKETKY M3 OyMaru 3TUKETOYHOM WIM MHUCYEH, WU U3
ITOJIMMEPHBIX MAaTEPUAIIOB, CAMOKJIESIIIYIOCS.

BropuuHas ynakoBKa JIEKapCTBEHHOrO Mpemapara

s 0o3upoexu 240 me/mn ¢ obvemom npenapama 20 mn:

[To 1 mnu 5 grakoHOB ¢ MpenapaToM BMECTE ¢ MHCTPYKIMEH 0 IPUMEHEHHUIO IIOMENIAI0T B MaYKy
(ecnu (hrmakoHOB OOJIBIIIE OJHOTO — C TIEPETOPOJKAMH) U3 KapTOHA JIJIsi TOTPEOUTETHCKON Taphl
HOJTPYII XPOMOBBIM MJIM XpOM-3p3all UM JIPyroro aHaAJIOTMYHOTo KayecTBa. Ha mauky mMoxxer
OBITh HaKJIeEHa CAMOKJIESIIAsICs 3TUKETKAa ¢ MAPKUPOBKOM M3 OyMaru 3TUKETOYHOM WK mucyei

HJIN U3 MOJIMMEPHBIX MaTCpHaIOB. HOHOJ’IHI/ITGJ’ILHO Ha MMa4yKy MOryTt OBITh HAKJIECHDI OAUH WNJIHN
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JIBa TPO3payvHbIX (PUKCUPYIOMIUX CTHKEpa U3 IonHMeﬁ@&::MﬁJﬂ;%ﬁﬁ: E&M@n&'a-ibT B

TPYNIOBYIO YIAKOBKY.

s 0o3upoexu 240 me/mn ¢ oovemom npenapama 50 mn:

ITo 1 nmm 10 ¢dnakoHOB ¢ mpernapaToM BMECTE€ C MHCTPYKIMEH MO MPUMEHEHHIO ITOMENIAIoT B
nayky (eciau (GprakoHOB OOJIBIIE OAHOTO — C TIEPETOPOIKAMHK) U3 KapTOHA IS TOTPEOUTETHCKON
Tapbl MOATPYII XPOMOBBIM WIIM XPOM-3p3al] WM JPYroro aHaJOTHYHOro kadectBa. Ha mauky
MOYET OBITh HaKJIECHAa CAMOKJIEAIIAACS 3TUKETKAa C MApPKUPOBKOW M3 OyMaru 3TUKETOYHOW WU
MUCYEH WU U3 MOJMMEPHBIX MaTepHaioB. J[OMOTHUTENBHO HA TAYKY MOTYT ObITh HAKJIEEHbI OJIUH
WM JIBA IPO3PAYHBIX (PUKCUPYIOLINX CTUKEPA U3 TOJTUMEPHBIX MaTepuaioB. [lauku momemaior B
TPYIIOBYIO YIIAKOBKY.

s 0o3uposxu 300 me/mn ¢ obvemom npenapama 20 mn:

[To 1 mnu 5 1akoHOB ¢ MpenapaToM BMECTE ¢ HHCTPYKIMEH M0 TPUMEHEHHUIO IIOMEIIAI0T B MaYKy
(ecmu ¢uiakoHOB OOJIbIIIE OJHOTO — C MEPErOpPOKaMHU) U3 KapTOHA JJISl MOTPEOUTENbCKOU Tapbl
MOATPYII XPOMOBBIA WIJIH XPOM-3p3all WIH JPYTroro aHAJIOTUYHOro KadecTBa. Ha madky mosker
OBITh HaKJIEEHA CAMOKJICSIIIASCS ITUKETKA C MAPKUPOBKOM M3 OyMaru 3TUKETOYHON WM MUCYEH
WM U3 TIOJIMMEPHBIX MaTepuasoB. JIOMOIHUTENBHO HAa MAYKy MOTYT OBITh HAKJIECHBI OJUH WU
JIBa TPO3pavHbIX (DUKCUPYIOMIMX CTHKEpa W3 IMOJMMEPHBIX MarepuaioB. [lauku momemarT B
TPYNIOBYIO YIIAKOBKY.

s 0o3uposxu 300 me/mn ¢ oovemom npenapama 50 mn, 100 ma u 150 ma:

[To 1 unu 10 ¢rakoHOB ¢ MpemapaToM BMECTE ¢ MHCTPYKIMEH MO MPUMEHEHHIO MOMEIAIOT B
nauky (eciau (GaakoHOB OOJbIIE OJHOTO — C IEPETOPOAKAMHE) M3 KapTOHA AJISl MOTPEOUTENbCKON
Taphl MOATPYIIT XPOMOBBIM WIIM XPOM-3p3al] WM JPYTroro aHaJOTHYHOTrO KadecTBa. Ha mauky
MOYET OBITh HaKJIeeHa CAMOKJIESIIASACS ITUKETKa C MAPKUPOBKOW M3 OyMaru STHKETOYHOW WU
MUCYeH WK U3 TTOJMMEPHBIX MaTepHaioB. J[OMOTHUTENBHO HA TAYKy MOTYT ObITh HAKJICEHBI OJITUH
WM JIBA IPO3PAYHBIX (PUKCUPYIOLINX CTHKEPA U3 TOJTUMEPHBIX MaTepuanoB. [lauku momemaioT B
TPYNIIOBYIO YIIAaKOBKY.

s 0ozupoexu 350 me/mn ¢ obvemom npenapama 20 mu:

[To 1, 5 unu 10 ¢akoHOB ¢ MpenapaToM BMECTE ¢ UHCTPYKIHMEH MO MPUMEHEHHUIO TTOMEIIAIOT B
navky (ecau (GIakoHOB OOJbINE OJHOTO — C IEPETOPOIKAMHE) M3 KapTOHA AJIsl MOTPEOUTENbCKON
Tapbl MOATPYIIIT XPOMOBBIM WIIM XPOM-3p3all WM JPYroro aHaJOTHYHOTO KadecTBa. Ha mauky
MOYET OBITh HaKJIECHa CAMOKJIESIIAsiCs ITUKETKA ¢ MAPKHUPOBKOW M3 OyMaru STHKETOYHOW WIIN
MUCYEH WK U3 TOJMMEPHBIX MaTepHaioB. J[OMOTHUTENBHO HA TAYKy MOTYT OBITh HAKJICCHBI OJTUH
WM JIBA IPO3PAYHBIX (PUKCUPYIOUINX CTHKEPA U3 TIOJTUMEPHBIX MaTepuainoB. [lauku momemaioT B
TPYIIIOBYIO YIIAaKOBKY.

s 0ozupoexu 350 me/mn ¢ oovemom npenapama 50 mn, 100 ma, 150 mn, 200 ma u 500 mn:
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ITo 1 umm 10 dnakoHOB ¢ mMpemapaToM BMeECTd C HHCTﬁQIIQTIII:;I‘é%‘H'g: ﬁp“yl_@;kléﬁkr—r& ll—Iaﬁ\g-Illgla-‘IIbT B

nauky (eciau (IakoHOB OOJbIIE OJJHOTO — € MEPErOPOKAMH) U3 KapTOHA sl HOTPEOUTETHCKON
Tapbl TOATPYII XPOMOBBIA MM XPOM-3p3all MM APYroro aHaJIOTMYHOro KayectBa. Ha mauky
MOJKET OBbITh HaKJIeeHA CAMOKJIESIIAsACS ITUKETKAa C MAPKUPOBKOM M3 OymMaru 3TUKETOYHON WU
MUCYEH WU U3 MOJMMEPHBIX MaTepHaioB. J[OMOJHUTENBHO HA TAYKY MOTYT ObITh HAKJIEEHbI OJIUH
WIIY JIBa TIPO3PAYHBIX (PUKCHPYIOIIUX CTUKEPa U3 MOJIMMEPHBIX MaTepuanoB. [lauku momemniaoT B
IPYMIIOBYIO YIIaKOBKY.

ITo 1, 5 wnm 10 ¢urakoHOB € TpenapaToM U ¢ paBHBIM KOJIMYECTBOM HHCTPYKIIUEH IO IPUMEHEHHIO
MOMEIIAIOT B KOPOOKY U3 KapTOHA IS MOTPEOUTENIbCKON Taphl MOATPYII XPOMOBBIN MIIM XPOM-
sp3all WK APYroro aHaJOTUYHOTO KayecTBa (JI CTallMOHAPOB).

Ha kopoOKy W3 KapTOHa HAKJIEHBAIOT JTUKETKY W3 OyMarum STHKETOYHOW WM THUCUeH u3
MOJIMMEPHBIX MaTepUaNIOB, caMokiesiyocs. KopoOku M3 KapToHa MOMEMIAIOT B TPYIIOBYIO
YIaKOBKY.

6.6. OcoOble Mepbl TMPEIOCTOPOKHOCTH NPH  YHUUYTOXKEHMH  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHBbIX IIOcjde NPHMEHEeHUus:
JIEKAPCTBEHHOT0 Mpenapara v Apyrue MaHUIyJ/IsIHU ¢ NPenapaToM

HHCTpyKIUS IO pa60Te C npfraparomMm nepca NIpuMCcHCHHUCM

Kak Bce mpemapats! aiisi mapeHTepalbHOTO BBEICHU s, PUHTAacKaH repe/ HCTI0Ib30BaHUEM JI0JDKECH
OBITH OCMOTPEH BU3YaJbHO Ha MPEIMET OTCYTCTBHUS HEPACTBOPHMBIX YACTHII, U3MEHEHHH IIBETa
U HapyUIeHUH 11eI0CTHOCTH ynakoBku. [Ipenapar cieayer HaOMpaTh B LIIPUL HETTOCPEICTBEHHO
nepen mnpumeHenueMm. He cremyer cmemmBarh PuHrackan ¢ JpyruMH JIEKapCTBEHHBIMU
cpencTBamMu (HEOOXOIUMO UCIIOJIH30BATh OT/ICIIbHBIE IIMPHUIL U UTITY).

B ciydae HeoOXomuMOCTH TIepes BBEJACHNUEM JIOIyCKaeTCs HarpeBaHue nmpemnapara Puarackan mo
temneparypsl 37 °C (10 Temrmeparypsl Tena), a TakKe XpaHEHHUe Mpernapara MpHu TeMIepaType
37 °C B Teuenue 1 mecsua nepea npuMeHeHHeM (cM. pasjen 6.4).

[lepen mepopaiabHBIM MPHUEMOM M PEKTAJIHHBIM BBEIEHHEM JICKAPCTBEHHBIN Mperapar pa3BecTH
BOJION (CM. pazzen 4.2).

Hewucnonb30BanHbIE OCTATKH MIpenapara K JajbHEHIIeMy IPUMEHEHHIO He IOy CKAOTCS.

JlonoIHUTENIbHBIE HHCTPYKIIMH 10 MCHOJIb30BAHMIO aBTOMHKEKTOPA

®akoHBl C PEHTTEHOKOHTPACTHBIM CPEACTBOM BMeCTHUMOCThIO 500 MII clieryeT MCIoJIb30BaTh
TOJIbKO BMECTE C COOTBETCTBYIOLIUM aBTOMHXKEKTOPOM. [Ipu 3TOM BBINONHSETCS OAHOKPATHBIN
npokosl TpoOku ¢uakoHa. BpixonHas TpyOka aBTOMH)KEKTOpa MEHSETCS Iocie KaKIoro
nanuenTa. Hencnonb3oBaHHBIHM MpenapaT, OCTaBIIUICS BO (DJIaKOHE U COETUHUTENbHBIX TPYOKax,

YHUUTOXKAeTcsl B KOHLE paboyero qHs. [Ipyn HeoOXoIuMOCTH TakkKe MOTYT OBbITh HCIIOIb30BaHbI
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dbnakoHbl MeHbIero oO0bema. [lpu pabote| ¢ amdM‘“&%@k%f&g :'(:':Jlr;z';:'xghan

MHCTPYKIUU N0 €r0 MPUMEHEHHIO.
Yrunnsanus
Bech ocTaBmmmiics 1ekapCTBEHHBIN MperapaT U OTXObI CIEAYeT YHHUTOXHUTh B YCTAHOBIIEHHOM

MOPSI/IKE.

7. AEPKATEJIb PETUCTPAIHMUOHHOI'O YJOCTOBEPEHUSA
Poccuiickas @enepanus

000 «PapmacuHTe3-TIOMEHb

625059, Tromenckas o0., T. TroMeHs, TpakT Bemmkanckuii 7 kM, 1. 2
Ten: +7 (3452) 69-45-10

Anpec anekTpoHHOM ouThl: INfo-pst@pharmasyntez.com

7.1. IlpeacTaBUTENb A€PKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIperen3un norpedbuTeneil HAIPABIATh IO AAPECY:

Poccniickas @enepanus

000 «PapmacunTe3-TrOMEHBY

625059, Tromenckas 06:1., . TromeHb, TpakT Benmxanckuit 7 kwm, 1. 2
Ten: 8-800-100-15-50

Anpec anekTpoHHOM mouThl: INfo-pst@pharmasyntez.com

8. HOMEP PETUCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. TATA NMEPBHYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPAIIN)

JlaTa nepBo perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO11ast xapakTepUCTHKA JIEKapCTBEHHOTO Npernapara PUHrackan 1ocTynHa Ha *HPOPMALMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOr0 COI03a B MHPOPMAIIMOHHO-KOMMYHUKAIIMOHHON CETH

«Murepuer» http://eec.eaeunion.org/.
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