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OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHITOPO TIPEITAPATA 771

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
['uapoxmoptuazum, 25 mr, TabJIEeTKH.

I'uapoxmoptuazuza, 100 mr, TabaeTku.

2. KAYMECTBEHHBINA U1 KOJTMYECTBEHHbINA COCTAB
JelicTByrolee BEUIECTBO: THIPOXJIIOPOTHAZHL.

I'mapoxiioptrasum, 25 mr, TabJIeTKy

Kaxxnas TabneTka conep)uT 25 Mr THIpoXJI0pOTHA3H/IA.

I'uapoxuiopruasua, 100 mr, TadieTku

Kaxnas tabnerka cogepxut 100 Mr ruipoxiopoTuasusa.

BemectBa, HamuKe KOTOPBIX HA/l0 YYUTHIBATh B COCTABE JICKAPCTBEHHOI'O Mperapara: JIakTo3a,
Hatpuii (cm. pazaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku.

Kpyrible nmiaockonMIMHApUYECKUE TaONeTKU Oesloro Wiu Oenoro ¢ JKeNTOBATHIM OTTEHKOM
1BeTa, ¢ Gackoil st JO3UPOBKH 25 MT, ¢ (acKOi M PUCKOW HA OJHOW CTOPOHE JIJIS IO3HPOBKU
100 mr.

4. KINMHUYECKHUE JJAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Ipenapat ['mapoxmopTuasua Mmoka3zaH B3pOCHBIM M JEeTsSM B Bo3pacte oT 3 g0 18 mer mo
MOKA3aHUSM:

* ApTepuanbHas TUHEpTeH3Us (MPUMEHSETCs KaKk B MOHOTEpanmuH, Tak MU B KOMOMHALUU C
JIPYTUMH TUTIOTEH3UBHBIMU CPEICTBAMH).

* OTeyHbli CHHIPOM pa3JIMYHOTO TeHe3a (XpOHWYecKas ceplieyHasl HeJA0CTaTOYHOCTb,
HEe(POTUYECKUI CUHAPOM, MPEIMEHCTPYaJbHBIM CHHIPOM, OCTPBIM TIJIOMEpYyJIOHEDPUT,
XpOHUYECKasi ~ IIOY€YHas  HEJOCTaTOYHOCTb,  MOpTaJbHAs  TUNEPTEH3Us,  JICUECHHUE
KOPTUKOCTEPOUIAMHU ).

* YMeHblIeHNe CUMIITOMATUYECKOM MOIMYypUH MpH HeppOoreHHOM HecaxapHOM quabere.

* [Ipodunaktuka oOpa3oBaHMs KalblHi-(PochaTHBIX KOHKPEMEHTOB B MOYEMOJOBOM TpPaKTe
IPU TUIMIEPKATIBIITYPUH.

4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

PexuMm no3upoBaHus

Jlo3upoBKa ruApOXJIOPOTHA3KIA TODKHA OBITh TTOI00paHa WHIUBHUIYATBHO.
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PexoMeHIyeTcsl IpUeM MpernapaTa B MUHIMAITBHON Bd)(beQTI/IBM ATENBHOCTL 0001)

st obecrieyeHns] YKa3aHHBIX HIDKE PEKUMOB JO3MPOBAHUS MPU HEOOXOAMMOCTH TIPUMEHEHUS
TUAPOXJIOpOTHA3UAA B 03¢ 12,5 Mr clieqyeT Ha3HayaTh Ipenaparhbl APYTrux MPOU3BOIUTENCH B
JIEKapCTBEHHOU (popme «TabaeTku 25 MIr» ¢ pa3aeuTeIbHON PUCKOM.

Bspocnvie

Apmepuajsza;l cunepmen3us

OOblyHast HavaJlbHAs 71032 TUAPOXJIOpoTHA3UAa cocrasiseT 25-50 mr 1 pa3 B cyTku, B BUJIE
MOHOTEpaluy WM B KOMOMHALMU C JPYTUMHU TMIIOTEH3MBHBIMHM CPEACTBAMU. Y HEKOTOPBIX
[AlMEHTOB aHTUTUIIEPTEH3UBHBIN Y3PPEKT 10CTUTAETCS NPU MPUMEHEHNN THIPOXJIOPOTHA3UIA B
HavanbHOM no3e 12,5 mr 1 pa3 B cyTku (Kak B BUJE€ MOHOTEpANud, TaK U B KOMOWHAIMU C
JIPYTMMHU JIEKAPCTBEHHBIMU CPEICTBAMM).

Heo6xoaumMo mpuMeHsITh MUHUMAIIBbHO 3P QEKTUBHYIO 103y IIpenapara.

MakcumanbHas CyTO4Has /103a 'MIPOXJIOPOTHAa3uaa Ul JICYEHUsl apTepHaIbHON T'MIIEPTEH3UU
cocrasisieT 100 mr.

Ecnmu runpoxmopotuasua  NpuUMEHseTcss B KOMOWHAIMM C  APYTUMH  THIIOTEH3WBHBIMU
npenapaTtamMi, MOKET BO3HMKHYTb HEOOXOIUMOCTb CHHU3UTH 7103y JAPYroro Ipemnapara ¢ TeM,
4TOOBI ITPEeyNPEeIUTh Ype3MEPHOE CHUKEHNE apTepualibHoro AasineHus (AZL).
AHTUTHIIEPTEH3UBHOE IEUCTBHE I'MIPOXJIOPOTUA3H/IA IPOSBISETCS B TeueHue 3—4 nHeil, ogHako
JUIL TOCTMDKEHHUS ONTHUMalbHOrO 3¢dexra Moxer morpedoBarbes no 3—4 Henmenb. [locre
OKOHYaHUS JICYEHUs] aHTUTHIIEPTEH3UBHBIN A3 PEKT coXpaHseTcsl B TeUCHNE OAHOM HEJenu.

Omeynuii CMH@DOM PA3TUYHOCO0 ceHe3a

OObIyHON HayaJIbHOM J030M THAPOXJIOPOTHA3UJA NPH JIEYEHHHM OTEKOB pPa3jIM4HOIO IeHe3a
apnsercs 25-100 mr 1 pa3 B cyTku exeaHeBHO. HekoTopble manueHTsHl OTBEYAlOT HAa MPHEM
TUAPOXJIOPOTHA3H]IA Yepe3 AeHb UK 1 pa3 B 3—5 gHeil. B 3aBUCMMOCTH OT KIIMHMYECKOIO OTBETA
J103a Ipernapara MoXKeT ObITh cHIKeHa 710 25—50 mr 1 pa3 B cyTkH exXeJHeBHO Wi 1 pa3 B 2—
S nHeil. B HekoTOpeIX ciyyasXx B Hadajle JICYEHHS MOXET MOoTpedoBaThcid MpUEM
TUAPOXJIOPOTHA3H]Ia B MAKCUMAaJIbHON (JIJIs1 JAaHHOTO MOKa3aHUs K MpUMeHeHuo) no3e 200 mr B
CYTKH.

[Tpu npeaMeHCTpyaIbHOM CHHAPOME OOBIYHAS /1033 COCTABISET 25 MI' B CYTKH U MPUMEHSETCS
OT MOMEHTA MPOSIBJIEHUS CUMITOMOB /10 Hauaja MEHCTpYaluu.

Ymenvuenue cumnmomamuyuecko noauypuu npu Hed)DOZQHHOM HecaxapHom ouabeme

Pexomennyemasi cyrouHas no3a rujgpoxioporuasuaa — S50-150 mr B cyTku (B HECKOJIBKO

IIPUEMOB).
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npu cunepkajivyuypuu

[IpuMmeHeHne TUAPOXJIOPOTHA3HWAA IIOKA3aHO NPH Kalblmypuu Oonee & MMOJIB/CYTKHU.
Pexomenayemass HavanmbHas 703a THAPOXJIOpoTHasuaa — 25 mr 1 pa3 B cyTku. B manmpHelimem
MOKa3aHO yBEJIMYEHHUE 10 MAaKCUMAIbHOM (JIJ1s1 TAaHHOTO MOKa3aHUsI K MPUMEHEHHIO) 10361 SO Mr
B CYTKHU.

Oco0BbIe IPVIIILI TAIUEHTOB

be3zonacHocth u 3 dekTUBHOCTH Mpenapara [ 'uapoxnopTuazu y ocoObIX TPy MalUeHTOB HE
YCTaHOBJICHBI.

eTH
DddexTuBHOCTh U O€30MaCHOCTh Y JeTell B Bo3pacte oT 0 10 3 jieT He ycTaHOBJICHHI. [laHHBIC
OTCYTCTBYIOT.
J103b1 ycTaHABIUBAIOTCS UCXOS U3 MacChl Teia peOeHKa.
Hetsm ot 3 o 18 ner — mo 1-2 mr/kr/cyrku uimu 30-60 mMr/m moBepxHOCTH Tena 1 pa3 B CyTKH.
OO6mias cyrouHas 103a st nereid B Bozpacte 3—12 net cocrassiet 37,5-100 mr (MakcumaibHas
cyrouHas no3a st aereid — 100 mr). Ilocne 3-5 ngHeil nedyeHHss peKOMEHIYeTCS CIeNaTh
nepepsiB Ha 3-5 aHel. B kadecTBe moanep:kuBaroIIel Tepaniu B YKa3aHHON J103€ Ha3HAYaloT 2
pasa B Heneno. [Ipy mpruMeHeHUH TPEPHIBICTOTO Kypca JICUCHUS ¢ TpUeMoM depe3 1-3 mHs uimm
B TeueHUe 2-3 JHEH ¢ TOCICAYIONINM MEPEePhIBOM CHIDKCHUE 3(PPEKTUBHOCTH BBIPAXKCHO B
MEHBIIIeH cTeneHu, U Mo0oUHbIe (PPEeKTh pa3BUBAIOTCS PEKE.

Cnooco0 nmpuMeHeHus

Buytps. TabneTku cnenyer NIpuHUMATD [1OCIIE €/Ibl.

4.3 IIpoTuBoNoOKa3aHus

['MnepyyBCTBUTENBHOCT K THUAPOXJIOPOTHA3HUIY, APYTUM TPOU3BOAHBIM CyJIb(OHAMUIA,
TpUaMTEepeHy WU K JII000MY U3 BCIIOMOTaTEeNIbHBIX BEILECTB, NEPEUUCICHHBIX B pazene 6.1.
ARypus.

Tspxenast mouedHasi HE0CTaTOYHOCTh (KJIIUPEHC KpeaTuHUHA MeHee 30 MJI/MUH).

Tspkenas medyeHOYHas HEAOCTATOYHOCTh WIIM TEYeHOYHas »Huedanonatus (pUCK pa3BUTHUSA
NIEYEHOYHON KOMBI).

TpyAHOKOHTPONIMPYEMBIH caxapHbIi AUa0eT.

PedpakrepHas rumoxainemMusi, THIIOHATPHEMHUSI, THTIEPKATIBIIHEMHUSI.

HenoctarouHoCTh KOpPBI HAATOUYEUYHUKOB (B T.4. 00JIe3Hb AITCOHA).

BepemenHOCTD (TI€pBBIN TPUMECTP) U IEPUOJ IPYTHOTO BCKAPMIIMBAHMUS.

Hetckuii Bo3pact 110 3-x neT (TBepaas iekapcTBeHHas hopma).
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raJlakTO3HON MallbabCoOpOIHU.
4.4. OcoOble yka3aHMsl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

CnegyeT ¢ OCTOPOXHOCTBIO Ha3HauaThb Mpenapar MOpH HapyHIeHUsIX (GYHKIUH TOYeK,
HapyEeHUIX (QYHKIUU MEYEHU JIETKOW MM YMEPEHHOW CTENEHH TSDKECTH; MPOrPECCHPYIOLINX
3a00JIEBAaHUAX II€UYEHU; TUIOKAJIUEMHUH, TUIOHATPUEMMM, TMIEPKAIbLIUEMUH; YBEINYECHUU
nmurenbHocT uHTepBasia QT na OKI'; mpu OgHOBPEMEHHOM MNPUMEHEHUM JIEKAPCTBEHHBIX
[pernapaToB, KOTOPbIE MOTYT BbI3bIBATH MOJUMOP(HYIO >KETyIO0YKOBYIO TaXHKapIWIO THUIIA
«IIAPY3T» WIM YBEJIWYUBATh JUTeNbHOCTh MHTepBana QT na OKI'; mpu onHOBpeMEHHOM
NPUMEHEHUH TIPerapaTroB JIMTHS, JIGKAPCTBEHHBIX MPENapaToB, CIIOCOOHBIX  BBI3BATH
TUIOKAIMEMUIO, CEePACYHBIX TIMKO3HOB; MPU HUIIEMHYECKON OONIe3HH CepAlla; BbIPAKECHHOM
aTepOCKJIepO3e KOPOHAPHBIX WM IepeOpalbHbIX apTepuil; auIepruuecKux peakluusx Ha
NEHUIWIIMH B aHAMHE3€; XPOHUYECKOW CepAeYHOM HENOCTaTOYHOCTH; IMalMEeHTaM I[OXHIIOTO
BO3pPACTa; MPH OEPEMEHHOCTH (BTOPOIl M TPETHI TPUMECTPHI).

HemenaHOMHBIN pak KOXKH M pak FV6LI

B xozxe nByX 3nuaeMHOIOTHYECKUX HcciaenoBaHui Ha 0aze HanuoHanbHOro OHKOJIOTMYECKOIro
peructpa JlaHum ObLIO 3a(MKCHPOBAHO MOBBIIIEHHE PHUCKA PA3BUTUS HEMEIAHOMHOIO paka
KOXHM U paka ry0bl (0a3aJbHOKIETOYHAs KapLMHOMa KOXXM M IIJIOCKOKJIETOYHas KaplLHMHOMa
KOXKH) TP YBEJIMYEHUU KyMYJISATUBHON 03Bl THIPOXJIOPOTHA3UA.

'mapoxnopotrazun ob6aanaer (HOTOCEHCUOUTU3UPYIONUM JEHCTBUEM, YTO MOXKET SIBIISTHCS
NPUYMHON Pa3BUTHSI HEMEJIAHOMHOI'O PaKa KOKHU U T'YOBbI.

[TarueHTsl, TPUHUMAIOLIUE THAPOXJIOPOTHA3U, JOJKHBI ObITh HMPOMH(POPMUPOBAHBI O PUCKE
Pa3BUTHSI HEMETAHOMHOTO paKa KOXH U I'yObl U1 HEOOXOAMMOCTH PETYISPHOI0 OCMOTpa KOXH Ha
IpeMET BBISABIECHUS JIOOBIX HOBBIX M3MeHeHUH. [Ipu oOHapyXeHHUu JrObIX MOJ03PUTENIBHBIX
MOpaXEHUH KOXKH MallUeHT JOKEH HEMEAJIEHHO 00paTUThCS K Bpayy.

Oco0oe BHHMMaHUE cleAyeT YAENsATh MallMeHTaM, Y KOTOPbIX HMMEIOTCS U3BECTHbIE (DaKTOPbI
pHCKa pa3BUTUsI paka KoM, Bkimouass: ¢ototunsl koxu [ m II (Onemnas m cBetnas Koxa);
HaJIMUME paka KOXXM B CEMEMHOM aHaMHe3€; HaJMYhMe B AaHAMHE3€ IIOBPEXKICHUH KOXKH,
BBI3BAHHBIX COJTHEUHBIM HJIM YJIbTPaUOIETOBBIM U3JIyU€HHUEM U Jy4eBOM Tepanuen; KypeHue u
npueM TpenaparoB ¢ ¢poroceHcHOuWIM3upyromuMm  aeiicteuem. Ilanmentam  cnemyet
PEKOMEH/I0BaTh NPUMEHSITh Mephl MO0 NPOQWIAKTUKE pa3BUTHS pPaKka KOXH, TaKHe Kak
OrpaHUYEHHUE BPEMEHH MPeObIBAHUS HA COJHIIE U T0J] BO3ICHCTBHEM YIbTPAa(pHUOIETOBBIX JTyUei,
a TaKkKe MPUMEHSITh COOTBETCTBYIOIIME COJHIIE3AIlIMTHBIE CPEACTBA IMpH MpeObIBaHUU Ha

conHie. JIroOble TMOMO3pPUTENbHBIC TMOBPEKIACHUS KOXH JOJKHBI OBITh HE3aMETUTEIHHO
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COOTBETCTBYET ZKCNEPTHOMY OTY ETr

pe3yibTare OMOIICUHM TKaHU B MECTE MOBPEXACHUSA. Takke MOXKET BO3SHUKHYTh HEOOXOAMMOCTb
nepecMoTpa pemeHust 00 00O0CHOBAHHOCTH MPUMEHEHHS THAPOXJIOPOTHA3UAA Yy HAIMEHTOB,
paHee MepeHecuInX HEMETaHOMHBIN paK KO>KH U PaK I'yObl.

annvie anudemuonocuteckux uccie0o8anuii

B xone ABYX SmMIEMHOJOTHYECKUX HCCIEAOBAaHUI Ha 0a3e HAIMOHAJIBHBIX OHKOJIOTHYECKUX
peructpoB Jlanuu BbISIBIEHA KyMYJISITUBHAs J10303aBHCHMAsi CBSI3b MEXIY MPHUEMOM
TUAPOXJIOPOTHA3U]IA M PUCKOM Pa3BUTHS HEMEIAHOMHOIO paka KOXKu. B olHOM uccinenoBaHuu
yacToTa BcTpedaeMocTH OaszanbHokieTouHor kapuuHoMbl (BKK) cocraBuma 71 533 cmyuas, a
iockokieTouyHor kapuuHoMsbl (IIKK) - 8 629 ciyuaes Ha 1 430 883 u 172 462 KOHTpPOJIBHBIX
CiIy4asi COOTBETCTBEHHO. [IpuMeHeHne BHICOKUX /103 TUapoxiopoTHasuaa (cymmapuo > 50 000
MT) OBLJIO CBSI3aHO CO CKOPpPEKTHpPOBaHHBIM oTHomIeHueM mancoB (OIIl) 1,29 (moBeputenbHbI
unrrepsan (A1) 95%: 1,23-1,35) ans BKK u 3,98 (A1 95%: 3,68-4,31) - mns ITIKK. Mexny
npueMoM rujpoxsiopotuasuaa u pazputueM kak BKK, tak u IIKK nHabGmonanace yerkas
KyMYJIATUBHAS 10303aBHCHUMAs CBSI3b.

B npyrom uccnenoBanuu Oblia Mmoka3zaHa BO3MOXHas CBS3b MexAy puckoM paszsutus [IKK u
MPUMEHEHHUEM THIPOXJIOpOoTHa3ua: Obuio BeisiBIeHO 633 ciydvas passutus [IKK B kKoHTpoibHON
IpyIIe HaceJlIeHUsl YUCIEHHOCThIO 63 067. YcTraHoBIeHA YeTKasi KyMyJIsITUBHAs J10303aBUCHMAst
cBs3b co ckoppektupoBanHbiM OII 2,1 (AU 95%: 1,7-2,6) miig npuMeHeHus: CTaHIapTHBIX 103,
OII 3,9 (JI1 95%: 3,0-4,9) - nsst npuMeHEHHsI BBICOKUX 703 (MuHEMYM 25 000 mr) u OIII 7,7
(AN 95%: 5,7-10,5) - mist HanbobILeH KyMyIATHBHOMN 10361 (MuHEMYM 100 000 mr).

HaDVHICHI/IX d)VHKHI/H/I IIOYCK

VY nmanueHToB ¢ HapymeHUsIMU QYHKIIHMH TTOYEK TUAPOXIOPOTHA3U MOKET BBI3bIBATH a30TEMHUIO.
[Ipu noueyHoOI HETOCTATOUHOCTH BO3MOYXKHA KYMYJISLIUS THIPOXIOPOTHAZU/IA.

VY manueHToB cO CHMKEHHOH (YHKIMEH MoYeK HeoOX0IuM NMEePUOANYECKUNA KOHTPOJIb KIHpEeHca
KkpeatuHa. [Ipu mporpeccupoBanuy HapymeHus: (PYHKIIMU MOYEK W/WIU HACTYIUICHUHU OJIUTYPUU
(aHypum) TUIPOXIJIOPOTHABU]T CIETYET OTMEHUTbD.

Hapymienus d)VHKHI/II/I OCYCHHU

[Ipy mpUMeHEHWH THA3UIHBIX JAUYPETUKOB Yy TAIMEHTOB C HAPYMICHUSAMHU (YHKIUU TEYCHH
BO3MOXKHO  pa3BUTHE  TMEUeHOYHOW  dHuedamonatuu.  IlammeHTaMm ¢ MEYEHOYHOU
HEJOCTAaTOYHOCThIO TSDKEJIOW CTeNeHW WIM IEeYeHOYHOM »sHuedanonatuell mNpUMEHEHHE
THA3UJI0B NPOTUBONOKA3aHO. Y MAlMEHTOB C IIEYEHOYHOM HENOCTATOYHOCTBIO JIETKOW U
YMEPEHHOW CTeMEeHH TSDKECTH W/HMIW  MPOTPECCHUPYIONUMHU  3a00JIeBaHUSMH  TI€UYEHU
TUAPOXJIOPOTHAZU CIEAYeT MPUMEHATh C OCTOPOKHOCTBIO, TMOCKOJBKY Jake HeOOIbIIoe

HN3MCHCHHUEC BOAHO-3JICKTPOJIUTHOI'O OajjaHca M HAKOIJICHUS aMMOHUS B CBIBOPOTKE KpPOBU
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AUYPCTUKOB CIICAYCT HEMCIJICHHO NPCKPATHUTD.

BoaHo-3nekTpoanTHbI OanaHc U MeTa00JINYECKHUE HAPYILIEHUS

TuasuaHsle nuypeTuku (BKJIOYas THAPOXJIOPOTHA3H]) MOTYT BBI3BIBATh YMEHbILICHHE 00beMa
HUPKYTUPYIOUIEH KUAKOCTU (TUIIOBOJIEMHUIO) M HApYUIEHHUS] BOJHO-3JIEKTPOJIUTHOIO OanaHca (B
TOM YHCJI€ TUMOKAIUEMHUIO, TUIIOHATPHUEMHUIO, TUIIOXJIOPEMHUYECKUN ankaino3). Kinuaunueckumu
CUMITOMaMHU HAPYIIEHUH BOJHO-JIEKTPOJIUTHOTO OalaHCa SIBISIOTCS CYXOCTh BO PTY, kKaXIa,
€1ab0CTh, BAJIOCTh, yTOMIISIEMOCTh, COHJIIMBOCTh, 0€CITOKOMCTBO, MblIlIeuHast 00JIb WU CYJOPOTH,
MBIILIEYHAS CJIa00CTh, BBIPAXKEHHOE CHIKeHHe AJl, omurypus, TaxXuKapAus, apuUTMUS U
HAPYIICHHUS CO CTOPOHBI JKENyIOYHO-KUIIEYHOTO TpakTa (Takue KakK TONIHOTAa W pBOTA). Y
MAIUEHTOB, TOJYYaIONINX TEPAINU0 THIPOXJIOPOTHA3UIOM (OCOOCHHO MPH MPOJIOJDKUTEIIBHOM
KypPCOBOM JICUCHHH), CIIEyeT BBISIBISATh KIMHUYECKUE CHMITOMBI HapyIIEHHH BOJHO-
ANEKTPOIIMTHOTO OajaHca, PeryaspHO KOHTPOIUPOBATh COACPHKAHHUE FIEKTPOIUTOB B KPOBH.
Hampuu

Bce nmypermdeckue mperapaTrhl MOTYT BBI3bIBAaTh THIIOHATPUEMHIO, MHOTJA MPUBOJISIIYIO K
TSDKEJBIM OCTIOKHEHUSIM. | UTIOHATpUEMUS U TUIIOBOJIEMUSI MOTYT MPUBOAUTH K 00€3BOKUBAHUIO
U opTocTaTudeckoil runoreH3uu. COMyTCTBYIONIEE CHIKEHNE HOHOB XJIOpa MOXKET MIPUBOJIUTH K
BTOPUYHOMY KOMITCHCATOPHOMY METa0O0JIMYECKOMY aJKalo3y, OJHAKO YacTOoTa W CTCICHb
BBIPXXCHHOCTH A3TOro 3¢ ¢deKTa HE3HAUYUTEITHHBI. PEKOMEHIYeTCS ONpPENeIHTh COJepKaHue
MOHOB HAaTpus B IUIa3Me€ KPOBH [0 Haudaja JIEYEHHUS U PETYISAPHO KOHTPOIUPOBATH STOT
nokasarenb Ha (hoHe MpuemMa ruAPOXIOPOTHAZHIA.

Kanuu

[Tpy mpuMEeHEHWHM THA3WIHBIX W THA3UIOMOJOOHBIX TUYPETHKOB CYIIECTBYET PHCK PE3KOTO
CHI)KCHHSI COJAEP)KaHMS Kallisi B IUTa3ME KPOBU W PA3BUTHUS TUIMOKATMEMUU (KOHIICHTpAIUS
Kamusi MmeHee 3,4 MMoub/in). ['unokanueMus MOBBIIIAET PUCK PA3BUTUS HAPYIICHUN CEpJCYHOTO
putMa (B TOM YHCJIE TSDKEIBIX apUTMUN) W YCHIUBAET TOKCHYECKOE JICHCTBHE CEpACUHBIX
mIHKO3uI0B. KpoMe Toro, rumokanremMust (Tak ke, Kak ¥ OpaJuKapius) sBISETCS COCTOSHHUEM,
CIIOCOOCTBYIOITUM Pa3BUTHIO TMOIUMOP(HON >KETyJOUYKOBOM TaxXHKapIuU THUIA «ITUPYITH,
KOTOpasi MOXKET MPUBOANTD K JIETAIILHOMY UCXOTY.

['umokanuemMusi TPEJCTaBIIIeT HAUOOJBIIYI0 OMACHOCTh JUISA CICIYIOIIMX TPYINT ITallHeHTOR:
MAIUEHTHl  MOKHJIOTO  BO3pacTa; IMAlMEHTBhI, OJHOBPEMECHHO  IOJYYAIOIIHe  TEparvio
AHTHAPUTMUYECKUMH W HEAHTHAPUTMUYECKUMHU TMpernapaTaMd, KOTOpPble MOTYT BBI3BIBATh
NOMMMOP(HYIO  KENyIOYKOBYIO  TaxMKapAWI0  TUMA  «IUPYIT» WIU  yBEITUYHUBATH
npojovkuTenbHocTh HTepBayia QT Ha DKI'; marmueHTsl ¢ HapylmIeHHSMH (YHKIMH TICUYCHH,

UIIeMUYECKOI 00JIe3HBIO cep/illa, XPOHUYECKOH CepIedHON HeI0CTaTOuHOCThI0. KpomMe Toro,
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HE WMEET 3HA4YCHHs, BBI3BAHO STO YBEIUYCHHE WHTEPBAJIAa BPOXKICHHBIMH MPUYMHAMH WU
JEHCTBUEM JIEKAPCTBECHHBIX CPEJICTB.

Bo Bcex ommcaHHBIX BbIIIE Cay4dasx HEOOXOOUMO M30eraTh pucKa pa3BUTHUS TMIOKAIMEMUU U
pPEerylisspHO KOHTPOJIMPOBATh COJEpXaHWe Kajaus B IUa3Me KpoBu. IlepBoe wu3mepeHue
COJIepKaHUsI MOHOB KaJIHs B TUTa3Me KPOBH HEOOXOIMMO TIPOBECTH B TEUCHHE MTEPBOU HEJIEIH OT
Hayvaja jedeHus. [Ipu mposiBIIeHUH TUTIOKAIMEMHUH JTOJDKHO OBITh HA3HAYEHO COOTBETCTBYIOIIEE
jJedyeHue. [MNoOKalIMeMHI0 MOXKHO KOPPEKTHpPOBaTh IMPUMEHEHHEM  KalUHCOJepsKalux
[pernapaToB WM MPUEMOM MHUIIEBBIX MPOJYKTOB, OoraThix Kaimuem (CyXxo(pykTsl, (pYKTHI,
OBOIIH).

Kanvyuti

TuasuaHple TUYPEeTUKA MOTYT YMEHbILATh BBIBEJCHHE MOHOB KalbLUS TMOYKaMH, MPUBOAS K
HE3HAYUTEIbHOMY M BPEMEHHOMY IMOBBIIICHUIO COJIEpXKaHHUS Kalblii B IUIa3Me KpOBU. Y
HEKOTOPBIX TAIMCHTOB MPHU JTUTSIHFHOM MPUMEHEHUN THA3WIHBIX IHUYPETHKOB HAOJIOMIATUCH
MATOJIOTUYECKUE  W3MCHCHUS  TApallMTOBUIHBIX  JKelIe3 ¢  THICPKAIbI[UEMHCH U
runiepdocdareMueii, HO 0€3 THUIUYHBIX OCIOXKHEHHH rumnepnaparupeosa (HedpoauTuas,
CHIW)KCHHE MUHEPAbHOM IJIOTHOCTH KOCTHOM TKaHM, SI3BEHHas OoJie3Hb). BbipaxeHHas
TUTCPKATBIIMEMUST  MOXKET  OBITh  MPOSIBICHHEM  paHee HE  JAHAarHOCTHUPOBAHHOTO
TUIIepIIapaTHpeo3a.

W3-3a cBoero BiMsHHMS Ha METa0ONM3M KalbliUs THA3UIBI MOTYT BIMATH Ha JiabopaTOpHbBIE
nokasarenu (pyHKIUM TapalniuTOBUAHBIX >kene3. Cremyer MNpeKpaTuTh MPHEM THA3HIHBIX
JTUYPETUKOB (BKIIFOYAsT THIPOXJIOPOTHA3U) TIEpe]] HCCIeOBaHUEM (PYHKIIMH MapandTOBHIHBIX
Keres.

Maenuti

YcTaHOBIIEHO, YTO THA3UBI YBEIHMUMBAIOT BHIBEICHUE MAaTHUS MIOYKAMH, YTO MOXKET MPUBECTH K
runoMarauemMun. KilmHudeckoe 3Ha4eHNEe THITOMArHUEMHUH OCTAeTCS HeSICHBIM.

Inoxosa

Jleyenue THA3UIHBIMU JAUYPETUKAMH MOXET HapyliaTh TOJEPAaHTHOCTh K Tiroko3e. [lpu
MPUMEHEHUU THIIPOXJIOPOTHA3UIA Y MAIIMEHTOB ¢ MaHU()ECTHBIM WJIM JIATEHTHO MPOTEKAIOIIUM
CaXxapHbIM JHA0CTOM HEOOXOIMMO PETrYJSIPHO KOHTPOJHPOBATH KOHIIEHTPAIMIO TIFOKO3BI B
KpoBH. MokeT TOTpeOOBaThCS KOPPEKIUS JIO3bI THIOTTHKEMHYECKHX JIEKApCTBEHHBIX

IIpEnapaToB.
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Mouesas kucroma

Y manuMeHToB C TOAArpoil MOXKET O0OOCTpAThCS ToJarpa W YBEIMYMBATHCS YaCTOTA
BO3HUKHOBEHHUsS TMPUCTYMOB. HeoOXoauMm TIMAaTenbHBIH KOHTPOJb IMAlMEHTOB C MOAArpod u
HapyIICHHEeM MeTaboIM3Ma MOYEBOM KUCIIOTHI (THIIEPYPUKEMHUECH ).

Jlunuowi

[Ipy mpUMEHEHUM TUIAPOXIOPOTHA3UAA MOXKET MMOBBIIIATHCS KOHIIEHTPALUS XOJECTePHHA U
TPUTIHUIICPUIOB B IJIa3Me KPOBH.

XOopHONJAIbHBIN BBIINOT/ ocTpaid MUOnIHs/ BTOpHMYHAA 3aKPbITOYIOJIbHAA I''IaYKOMa

I'mapoxnopotnasun (sBiasercs Cyiab(OHAMHUAOM) MOXKET BbI3bIBATE HAMOCHHKPA3UYECKYIO
pEaKIMIo, TMPUBOAIIYI0 K PA3BUTHIO XOPUOMIAIBHOTO BBINOTA C JA(EKTOM IO 3pPEHHA,
OCTPOM MHOIHUK M OCTPOMY HIPUCTYNYy BTOPUYHON 3aKPBITOYrOJIbHOW riaayKoMbl. CHMIITOMBI
BKJIIOYAIOT B ce0s: BHE3allHOE CHID)KEHUE OCTPOTHl 3peHHs Wi O0Jib B IJ1a3ax, KOTOpbIE
IIPOSIBIIAIOTCA, KaK MPABUJIO, B TEUEHUE HECKOJIBKHMX YacOB WIM HENEIb OT Hadajga TEpaluu
TUAPOXJIOPOTHA3UAOM. [IpH OTCYTCTBMUM JIedeHUs OCTpas 3aKpbhITOYTrOJbHAas IJayKOMa MOXKET
IIPUBECTU K HEOOpaTuMoii notepe 3peHus. [lpu nosiBjaeHUH CUMITOMOB HEOOXOIUMO KaK MOXKHO
ObICTpee MPEeKpaTUTh NMPHUEM THAPOXJopoTHaszuaa. Ecinu BHyTpuriazHoe aBIEHUE OCTAeTCs
HEKOHTPOJIUPYEMBIM, MOXET MOTPEeOOBaThCS HEOTJIOKHOE MEIUKAMEHTO3HOE JIEUEHUE WU
XUPYPrUYECKOe BMemareabcTBO. PDakTopaMu pHUCKAa pa3BUTUSA OCTPOM 3aKPBITOYTOJBHON
TJIAYKOMBI SIBJSIFOTCS: aIEpriHyecKasi peakius Ha CyIb()oHaMHIbI WM ICHUIWIJIMH B aHAMHE3e.

Hapyiiienns co cTOpOHBI KMMYHHOM CHCTEMBI

Hmerorcss cooOmIeHuss 0 TOM, YTO THA3UJIHbIE AUYPETUKH (B TOM YHCIE TUIPOXJIOPOTHAZUT)
MOTYT BBI3BIBaTh OOOCTPEHHME HJIA MPOTPECCUPOBAHUE CUCTEMHON KpAaCHOW BOJYAHKH, a TAKXKe
BOJTYaHOYHOTIO/IOOHBIC PEAKIIUH.

VYV nmanueHToB, MONYYarOUUX TUA3UAHBbIE AUYPETUKH, PEAKIUU TUIIEPYYBCTBUTEIBHOCTH MOTYT
HaOI0IaThCS AakKe MPH OTCYTCTBUHU YKA3aHUW Ha HAIMYUE B aHAMHE3€ alNIEPTUYECKUX peaKiuit
WM OpOHXHAIBHOW aCTMBI.

OcTpasg pecnuparopHasi TOKCUYHOCTD

[Tocne npuema TUAPOXJIOPOTHA3UAA OBUIM 3apErHCTPUPOBAHBI TSDKEIbIE CIydau OCTPOM
peECIMpPaTOPHOM TOKCHUYHOCTH, BKJIIOUAs OCTPBIA PECHUPATOPHBIN AucTpecc-cuHApoM. OTek
JETKUX OOBIYHO pa3BUBAeTCs B TEUYEHHE HECKOJbKHX MHHYT WM 4YacoB IIOCIE IMpuemMa
ruapoxjoporuasujia. B Hauane 3a0ojeBaHUS CHUMIITOMBI BKJIIOYAIOT OJBIIIKY, JIMXOPAAKY,
YXYALIEHUE COCTOSHMS JIETKMX M TMNoTeH3Hio. [Ipu momo3peHun Ha OCTpBIM pecnMpaTOpHBIN
JUCTPECC-CUHJIPOM CJIEAYET OTMEHUTH IpenapaTr ['MrnoTuasua ¥ NpOBECTH COOTBETCTBYIOLIEE

JICUYCHUC. FI/IJIpOXJ'IOpOTI/IEBI/I)I HCJIB3sd Ha3HA4daThb IMAIMCHTaM, Y KOTOPBIX PAHEC Ha6n1021an051
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TUA3UAHOT'O JUYPCTHKA.

(DOTO‘-IVBCTBI/ITGJIBHOCTB

CooOmranioch 0 ciayyasx pa3BUTHs peakuuid (pOTOUYBCTBUTENBHOCTH NMPH MpUEME THA3UTHBIX
IUYypeTUKOB. B ciydyae mnosiBaeHus peakuuid (OTOUYyBCTBUTENBHOCTH Ha (oHEe mpuema
TUAPOXJIOPOTHA3ZU/IA CIIEAYET NPEKPATUTh JICUEHHUE.

Drtanoi (aJIKOoroJib)

B nepuoa JCHYCHUA THAPOXJIOPOTHASHUAOM HE PEKOMCHAYCTCA yrIOTpe6J'I$ITI> AJIKOI'OJIbHBIC
HAIIMTKH, TaK KaK 9TaHOJI YCUJIIMBACT aHTUTHUIICPTCH3HUBHOC ,Z[efICTBI/Ie THA3UIHBIX JTUYPETUKOB.

BoipaxkxeHHBII aTepocKiepo3 1epeOpalbHbIX U KOPOHAPHBIX apTepUil

VY nanueHToB ¢ BbIpaXXEHHBIM aT€POCKIEPO30M LiepeOpaibHbIX U KOPOHAPHBIX apTEpUil cieayer
€ 0c000M OCTOPOKHOCTBIO MPUMEHATH THAPOXIOPOTHAZHIL.

Hon

TuaszuaHble AMYPETUKH MOTYT CHUXKaTh KOJMYECTBO 1HOJa, CBSA3aHHOIO C OEJIKaMU I1JIa3Mbl
KpOBH, 0€3 MPOSBICHUS MPU3HAKOB HAPYIICHUH (PYHKIMI ITUTOBUIHOM KEJEe3bl.

CnopTcMeHbI

IIpu npumeHeHnu mnpenapara ['HMIOTHAa3UA BO3MOXKEH IIOJOKUTENBHBIM pE3yiabTaT IpU
IIPOBEICHUH JIOIIMHI-KOHTPOJIS y CIIOPTCMEHOB.

BcnomMorarensHble BelecTBa

[Ipenapat coaepXHUT JakTo3bl MOHOruapar. IlanmeHTaM ¢ peako BCTpPEUYaAOIIMMUCS
HACJIC/ICTBEHHBIMM  3a00JIEBaHUSIMM,  TaKMMHU  KaKk  HEMEepeHOCHUMOCTb  TaJlaKTO3bl,
HETIEPEHOCHMOCTh ~ JIAKTO3BI ~ BCIIEACTBUE JeUIMTa JIAKTa3bl WM CHHAPOM TIFOKO30-
raJlakTO3HON MaibaOcopOLny, He ClieyeT IPUHUMATD JaHHBIH JEKapCTBEHHBIN Mpernapar.
[Tpenapat conepxut HaTpuid. J[aHHBIN JIEKapCTBEHHBIM Ipemnapar COAEpKUT MeHee | MMOoJb
(23 mr) Harpus Ha 1 TaONETKY, TO €CTh MO CYTH «HE COJCPIKUT HATPHUSI.

4.5. B3zauMmopeiicTBHe ¢ APYrMMH JIeKAPCTBEHHBIMH MNpenapaTaMd M JApyrue BHIbI
B3aHMO/AeliCTBUA

HepexkomeHayeMble coueTaHusl IeKapCTBEHHBIX IIpenapaToB

IIpenapamul rumus

[Ipu ogHOBpEMEHHOM NPUMEHEHUH THUIPOXJIOPOTHA3WA M TPENapaToB JIUTHUS CHIDKACTCSA
MOYEYHBIN KIMPEHC JIUTHS, 9YTO MOXKET MPUBECTH K IMOBBIIIICHUIO KOHIICHTPAIIUH JIUTHS B TUTa3Me
KPOBH U YBETHYCHUIO €r0 TOKCHMYHOCTU. [Ipn HEOOXOAMMOCTH OJHOBPEMEHHOTO MPUMEHEHUS
TUAPOXJIOPOTHA3UIA CIEAYyeT TIIATeTbHO MOAOUpaTh A03Yy MpEenapaTroB IUTHS, PETYISIPHO
KOHTPOJIMPOBATh KOHIIGHTPAIIUIO JIUTHS B IUIa3ME€ KPOBH U COOTBETCTBYIOIIUM O0pa3zoMm

noadupate 03y npemnapara.
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Ilpenapamul, cnocodnvie 6bi3b16aMb  NOIUMOPDHYIO  HCETYOOUKOBVIO MAXUKAPOUIO MUNA
«nupysmy»

Cnenyer ¢ 0co00il OCTOPOKHOCTBIO MPUMEHSTh THIPOXJIOPOTHA3U] OJHOBPEMEHHO C TaKUM
npenapaTamu, Kak:

* aumuapummuyeckue Jnekapcmeennvle npenapamsl |A kracca (XMHUIWH, TUIPOXUHHIWH,
musonupamu, npokanHamun) u 1C kracca (hnexannun),

* aumuapummudeckue Jjexapcmeennvle npenapamol Il knacca (nodberwnun, uOyTHIU,
OpeTuius TO3UJaT), COTaNOoN, APOHEAAPOH, aMHUOJAPOH;

* Apyrue (HeaHTUapUTMHUUYECKUE) JIEKAPCTBEHHBIE CPEJCTBA, TAKUE KaK:

- HEHPONENTHKH: heHomuazuHvl (XJIOPIPOMA3HH, [IMaMEMa3uH, JIEBOMETIPOMAa3HH, THOPUAA3HH,
Tpuduyonepasut, ¢hiaydeHasut), 6enzamudvl (AaMUCYIbIPU, CYTbTONPHU, CYIBIPHU, THATIPUL),
b6ymupogheronwvl (IPOTIEPUA0I, TATONEPUION ); MUMO3U, CEPTHH/IOI;

- QHTHJICTIPECCAHTBL:  MPUYUKIUYECKUe  aHMUOENPeCCanHmol,  CeleKMueHvle  UHSUOUMOpbL
0bpamnozo 3axeama cepomoHuna (IATAIONPaM, SCIUTAIIONPAM);

- anmubakmepuaivivle cpedcmea. GHTOPXUHONOHBI  (JieBoIOKCcaMH, MOKCH(DIOKCAIIHH,
cnapdrokcanut, TUIPOQIOKCALNH); MaKpoaudsl (IPUTPOMUIIUH IPU BHYTPUBEHHOM BBEICHUU,
A3UTPOMHMIIVH, KIIAPUTPOMHUIIMH, POKCUTPOMUIINH, CITUPAMHIINH ), KO-TPUMOKCA30IT;

- npomugozpubKosvie  cpedcmea.  a3onbi  (BOPUKOHA30J, HMTPAKOHA30J, KETOKOHA30JI,
dykoHazon);

- npomugomanapulinble  cpedcmeéa  (XUHHH,  XJOPOXHMH,  MeQUIOXWUH,  TraJo(paHTpHH,
ayMehaHTpHH);

- NPOMUBONPOMO30liHble cpedcmea (IEHTAMUMH MTPH ApEHTEPAITEHOM BBEJICHNN );

- aumuaHeuHanbHble cpeocmsa (paHoIa3uH, OeTpUaNII);

- npomugoonyxonegvle  cpedcmea  (BaHAETAaHUO, MBIIIBIKA TPUOKCHUJ, OKCAJIUIUIATHH,
TaKpOJIUMYC);

- npomugopsommusvie cpedcmsa (TOMIEPUIOH, OHTAHCETPOH);

- cpedcmea, enusAIwUe Ha MOMOPUKY JHcelyO00UHO-KuueyHo20 mpakma (U3anpu);

- aumueucmamunHvle cpedcmaa (aCTeMHu30, TepheHa nH, MU30JIaCTHH);

- npouue JiekapcmeenHvle cpedcmea (aHATPENUI, Ba3ONpPEecCHH, MUpEeMaHWIa METHICYIb]ar,
KeTaHCepHUH, poOyKoI, mporodod, ceBodrypaH, TEPIAUNPECCHH, TEPOAINH, ITIUTI0CTA301);

B CBS3M C YBEIMUYECHHUEM pUCKA IKEITYIOUYKOBBIX apUTMHH, OCOOEHHO MOIUMOpP(HOI
KEITYA0YKOBOM TaxHKapauu Tuma "mupysT" (hakTop pucKa - TUIIOKATHEMHUS).

Crnemyer oOIpeneNuTh COAEpKaHWE Kalus B IUIa3Me KPOBH W, TIPU HEOOXOJMMOCTH,

KOpPpEeKTUpOBaTh €ro J0 Hayala KOMOWHHPOBAHHOM Tepamuu TUAPOXJIOPOTHA3ZUAOM C
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YKa3aHHBIMH BBIIIE TIpenaparamu. Heobxoaum KOHTDOJ":IJ;l I;J;M%E'GFEE&IEJEB;HI{JEH%& hTa,

COJIepKaHUsl AIEKTPOJIUTOB I1a3Mbl KpoBH U nokazarenieit DKI'. YV nmauueHToB ¢ runokaiuemMuei
HEOOXOUMO TPUMEHSTh WpErmapaThl, HE BBHI3BIBAIOIINE MOJIUMOP(PHYIO KETyT0YKOBYIO
TaXUKapJIUIO TUIIA «ITUPYITH.

Jlexapcmeennvle cpedcmaea, cnocodHble yeeauuusams npooodicumenbHocms unmepeana QT
OpnHOBpeMEHHOE TMPUMEHEHHE THAPOXJIOPOTHA3uIa C JICKAPCTBCHHBIMU  Ipenaparamu,
CIIOCOOHBIMHU YBEJIMYUBAThH TMPOJOJDKUTENLHOCTh MHTEepBana QT, HOMKHO OCHOBBIBATHCS Ha
THIATEIHOM OLEHKE [UIsl KaXJOro IMalueHTa COOTHOUICHHS OXKUIAeMOW IOJIb3bl U
MOTEHLHUAIBHOTO PUCKa (BO3MOXKHO YBEJIMYEHHE PUCKA PAa3BUTHS MOTUMOPGHOI KeTyT0UKOBOI
TaXUKapJIUU THIIA «THPYIT»). [Tpu

NPUMEHEHUH TaKuX KOMOMHAIMK HeoOxoaumo perynsapHo peructpupoBath OKI  (mns
BBISIBJICHUS yATuHEeHUs nHTepBana QT), a Takyke KOHTPOJIUPOBATH COJIEP)KAHUS Kallusl B KPOBH.
Ilpenapamul, cnocobHvle 6bi3bi6amsb cunokanuemuro: amgomepuyun B (npu eHympuseeHnoMm
66€0€HUl), 2NIOKO- U  MUHEPALOKOPMUKOCMEPOUObl  (Npu  CUCIMEMHOM  NPUMEHEHUU),
mempaxoszakmuo  (AKTI), eauyuppuzunoeas kucioma  (KapOEHOKCONOH,  npenapamsoi,
cooepoicawyue KOpeHb CON0OKU), clabumenvuvie Cpeocmedq, CMmUMYIUpylowue MOMmoOpuKy
KueuHuxa

VYBenuueHWe pHUCKa PAa3BUTUS THIIOKATUEMHUM TIpU  OJHOBPEMCHHOM TMPHUMCHCHHU C
TUAPOXJIOPOTHAZHIOM (MU TUBHBIN Q) (dekT). HeoOXoaum perynspHbiii KOHTPOJIb COJICPIKaHUS
Kaus B IJa3Me KPOBU, MPU HEOOXOAMMOCTH - ero Koppekius. Ha ¢pone Tepanuu ruapoxiopo-
THA3UJIOM PEKOMEHYeTCsl PUMEHSTh cabuTeIbHbIe CPEICTBA, HE CTUMYIHPYIOIINE MOTOPUKY
KHIIIEYHHKA.

Cepoeunvie enuKko3uobl

['unokanuemMuss U TUIOMarHueMus, OOYCIOBIICHHbIE NEHCTBHEM THA3HIHBIX JIUYPETHUKOB,
YCUJIMBAIOT TOKCHMYHOCTH CEPJACYHBIX TJIMKO3WAOB. IIpu OJHOBpEeMEHHOM MPHUMEHEHUU
THAPOXJIOPOTHA3HIA ¥ CEPJACYHBIX TIUKO3UIOB CJIEAYeT pErysipHO KOHTPOJMPOBATH
KOHI[CHTPAIIMI0O Kausg B IDla3Me KpoBHW, mokazarenu OKI, u, mpum HEOOXOJAUMOCTH,
KOPPEKTUPOBATH TEPAIHUIO.

CoucTaHus JCKAPCTBEHHBIX IPEIApaToB, TDe6VIOH_II/IC BHUMAHUA

Lpyaue cunomensusnvie npenapamol

[ToreHunpoBaHNe aHTUTHUIIEPTEH3UBHOTO JEHCTBUS THIPOXJIOpOTHA3uIa (aAAUTUBHBIN 3 (DEKT).
MoeT TOSBUTHCS HEOOXOJUMOCTh B KOPPEKIMHM [03bl OJHOBPEMEHHO Ha3HAUYEHHBIX
TUIIOTEH3UBHBIX IIPENApaTOB.

PexoMeHnnyercss mpeKkpaTuTh NPUEM THUAPOXJIOpPOTHA3UAa 3a 2—3 JHA A0 Hayajga Teparnuu

MHIHOUTOpaMu aHTMOTeH3uHIpeBpamjatomero ¢epmenta (AII®) pans npemoTBpalieHus
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CHHU3HUTH HAYaIbHYIO 103y HHTUOHTOpOB AIID.

Omanon, bapbumypamol, aHmuncuxomuyeckue cpeocmsea (HeupoienmuKi), aHmuoenpeccanmel,
AHKCUOTUMUKU, HAPKOMUYECKUe AHAIb2eMUKU U CPeOCmea 015 obujeli anecmesuu

Bo3MoXHO ycuieHne aHTUTUIEPTEH3UBHOTO JEHCTBHS THAPOXIOPOTHA3HIA U TOTEHLIUPOBAHUE
OpPTOCTATUYECKON TUTIIOTEH3UH (aIAUTHBHBIN dPPEKT).

He oenonspusupyrowue muopenrakcanmeol (Hanpumep, my6boKypapuH)

BosmoxHo ycunenue 3¢ dexra Heenoaspu3upyoIuX MUOPETaKCAHTOB.

Aodpenomumemuxu (npeccopvie amuHwl)

['MapoXIOpOTHA3H MOMKET CHIDKATh AIPQEKT aJpeHOMHMETHMKOB, TAaKHX KaK 3MHUHE(pHUH
(anpenanuH) U HOpINMMHEPPUH (HOPAAPCHATIHH).

Hecmepouonvie npomusoseocnarumenvuvie npenapamol (HIIBII), exniouas cenexmueHvle
uHeubumopwvl yuxiooxkcueenasvi-2 (LJOI-2) u 6vicokue 003bl ayemuicaruyuilo8ou KUciomsl
(>3 2/cymxu)

HIIBII MoryT CHMXKaTh IHYPETUYECKOE U AHTUTHMIIEPTEH3UBHOE JACHCTBUSA IMAPOXJIOPOTHA3UAA.
[Ipy OgHOBpEMEHHOM TNPUMEHEHUM CYHIECTBYeT PHCK pa3BUTUS OCTPOH  MOYEHHOMH
HEJOCTATOYHOCTU  BCIEACTBHE  CHIDKEHUS ~ CKOPOCTHM  KIYOOUKOBOW  (PUIBTpAIIMH.
['uapoxsiopoTHasu; MOXKET YCUIMBAaThb TOKCUYECKOE JIEHCTBUE BBICOKHMX 03 CATUIMIATOB Ha
HEHTPAJIbHYIO HEPBHYIO CUCTEMY.

Tunoznuxemuueckue cpedcmaa 0Jis1 npuema 6HYympsb U UHCYIUH

TuasuaHple AUYPETHKH BIUSAIOT Ha TOJEPAaHTHOCTb K TIJIOKO3€ (BO3MOXHO pa3BUTHE
TUIEPIVIMKEMUH) U CHWXKAIOT 3((EKTUBHOCTh TUIOTIMKEMUYECKHX CPEACTB  (MOXKET
noTpeOOBATHCS KOPPEKIHS O3Bl THITOTITMKEMHUYECKIX CPECTB).

Crenyer ¢ OCTOPO)KHOCTBbIO COBMECTHO MPUMEHSTh THAPOXJIOPOTHA3U U METGPOPMHUH B CBSI3U C
PHCKOM pa3BUTUS JIaKToaluao3a Ha (oHe HapymeHuss (QYyHKIUM MOYeK, BBI3BAHHOTO
TUAPOXJIOPOTHUAZUIOM.

bema-aopenobnoxamopsi, ouazoxcuo

OnHOBpeMEHHOE MPUMEHEHHE THA3UIHBIX IUYPETHUKOB (BKJIIOYas THAPOXJIOPOTHA3U[I) ¢ Oera-
aJIpeHOOIOKATOpaMU WM JIMA30KCUIOM MOJXKET YBEIMYUTbh PUCK PA3BUTHUSA THIEPTIMKEMMU.
Jlexapcmeennvle npenapamvi, NpuUMeHAOWUEC 0N JedeHuss nooacpvl  (npodeneyuo,
CYNbOUHNUPA3OH, ANTONYPUHOIL)

MoxkeT noTpeGoBaThCsi KOPPEKLUs J103bl YPUKO3YPUUECKHX JICKAPCTBEHHBIX CPEACTB, TaK Kak
THJIPOXJIOPOTHA3U YBEIMUYMBACT KOHIIEHTPALMIO MOYEBOH KHCIOTBI B CBIBOPOTKE KpOBH.
TuasunHble TUYPETHKH MOTYT YBEJIHUYUTH YaCTOTY PA3BHTHS PEaKIUil TUIIEPUIYBCTBUTEIBHOCTH

K aJUIOIypPUHOIY.
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Amanmaoun

TuasunHbple AUYpETHKH (BKIIOYAs THIPOXIOPOTHA3UA) MOTYT CHMKATh KIMPEHC aMaHTaJluHa,
NPUBOJIUTH K MOBBIIICHUIO KOHIICHTPALMU aMaHTaInHa B IUIa3Me KPOBU U YBEIMYMBATH PUCK €r0
HEeXenaTeJIbHBIX 3P (HEKTOB.

Anmuxonunepauyeckue npenapamul (XO1UHOOIOKAMOpPYbL)

AHTHXONMHEPTUYECKHE IMpernaparhl  (HampuMep, AaTpONHH, OWIEPUICH) YBEITUYMBAIOT
OMOIOCTYITHOCTh THA3UIHBIX IMYPETUKOB 33 CYET CHUIKECHUSI MOTOPUKHU KeEIyJOYHO-KUIIIEUHOTO
TpaKTa U CKOPOCTHU OMOPOKHEHHUS KEITy/IKa.

Llumomoxkcuueckue (npomugoonyxonesvie) npenapamol

TuasunHple IUYPETUKH YMEHBIIAIOT MOYEUHYIO SKCKPEHHUI0 MUTOTOKCUYECKUX JIEKAPCTBEHHBIX
cpenctB  (Hampumep, 1ukiaodochamMuma M METOTpPEKcaTa) MW MOTSHIUPYIOT — HX
MUEJIOCYTIPECCUBHOE JCHCTBHE.

Memunoona

Onucanbl  cilyyad  TEMOJMTHYECKOH  aHEMHH TpPU  OJHOBPEMEHHOM  IPUMEHEHHH
THJIPOXJIOPOTHA3UAA U METHIIIOTIBI.

Ilpomueosnunenmuyeckue npenapamul (Kapoamasenut, OKCKapoazenut, monupaman)

Puck pa3BuUTHS CHMITOMATUYECKOW THMOHAaTpueMuu. [Ipu OZHOBpEMEHHOM MPUMEHEHUU
THIPOXJIOPOTHA3UAa M KapOamasennHa HeOOXOaMMO HaOIIIOJCHHE 3a COCTOSHHEM MalueHTa |
KOHTPOJIb COJEp)KaHHsI HATpus B CHIBOPOTKE KpOBHU. lIpm OZHOBpEeMEHHOM NpPUMEHEHUU
THJIPOXJIOPOTHA3UAA U TONIHpaMara TakKe CleyeT KOHTPOJIUPOBaTh CO/IepKaHle Tolrpamara B
CBIBOPOTKE KPOBH, IIPU HEOOXOAMMOCTH HAa3HAYATh MPENapaThl KaJaus I KOPPEKTUPOBATH 103y
TONpaMaTa.

Cenexmuenvie un2ubUmMopvl 06pamHo20 3ax6ama cepomoHUHA

[Tpr 0AHOBpEMEHHOM NPHUMEHEHUH C THAa3WJHBIMU JMYPETUKAMU BO3MOXKHO MOTEHIIMPOBAHUE
runoHarpueMuu. Heo0XoauM KOHTPOJIb coiepKaHusl HaTpusl B IJIa3Me KPOBH.

Luxnocnopun

[Ipr ogHOBpEMEHHOM NMPUMEHEHWH THA3HIHBIX IHYPETUKOB M IIUKJIOCIIOPHUHA YBEINYHBACTCS
PHCK pa3BUTHSI TUIIEPYPUKEMUN U 0OOCTPEHHS MTOJIATPHI.

Ilepopanvhvle anmukoazynsAHmul

TuasumHele JAUYPETHKH MOTYT YMeHbIATh dS((EKT mepopaNtbHBIX aHTUKOATYJISHTOB.
Hoocodepaicawue konmpacmmuvie seuecmsa

OO6e3BoXxMBaHME OpraHu3Ma Ha (OHE NpueMa TUA3UAHBIX JAUYPETHKOB YBEIHYMBAET PHUCK
pasBUTHL OCTPOH TOYEYHOW HENOCTAaTOYHOCTH, OCOOEHHO NpHU NPUMEHEHHH BBICOKHX 03
Hoaconep KanIix KOHTPACTHBIX BemlecTB. [lepen mpuMeHeHneM HoIcoIepKamuX KOHTPACTHBIX

B€IICCTB H606XOJII/IMO KOMIICHCHPOBATH ITOTEPIO )KUAKOCTHU.
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IIpenapamul kanoyus

COOTBETCTBYET ZKCNEPTHOMY OTY ETr

[Ipr oqHOBpEMEHHOM MPUMEHEHUH BO3MOXKHO TIOBBIIICHHE COACPIKAHUS KAIBIHS B KPOBH U
pa3BUTHE TUNIEPKALIIMEMUH BCIICJACTBHE CHIDKEHUS BBIBEJCHHSI MOHOB KaJIbIHs MoYKaMu. Ecin
HEO0OXOUMO OJHOBPEMEHHOE Ha3HAu€HUE KaJbIMICOJEepKAIIUX JEKAPCTBEHHBIX CPEACTB, TO
cleyeT KOHTPOJMPOBATh COJAEP)KAHUSA KalblUs B IUIa3Me€ KPOBH U KOPPEKTUPOBATH /103y
MperapaToB Kb

AHuoHHble 0OMeHHble CMOTIbL (KOIeCMUPAMUN U KOAeCMUNOIL)

AHHOHHBIE OOMEHHBIE CMOJIBI YMEHBIIAIOT abcopOuuio ruapoxsioporuazunga. OaHOKpaTHBIC
J03bl KOJIECTUpAMHMHA M KOJIECTHIIOJA YMEHBIIAIOT BCAChIBAHWE THUIPOXJIOPOTHA3uAa B
JKEITyZJ0YHO- KUIIeYHOM TpakTe Ha 85 % u 43 % COOTBETCTBEHHO.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMS

bepeMeHHOCTH

Cy1iecTByeT OrpaHHUYEHHBIN OINBIT TPUMEHEHHUS THAPOXJIOPOTHA3HIA BO BpeMsi OEpeMEHHOCTH
(ocobeHHo B mepBoM TpuMmecTpe). JIOKIMHWYECKHE IaHHBIE B OTHOIICHHHM OE30MacCHOCTH
HEJOCTaTOYHBI.

['unpoxsiopoTHasuj MPOHUKAET 4yepe3 IUIAlCHTApHBIM Oapbep M ompenensieTcs B MYyMOBHUHHON
kpoBu. C yueToM MexaHM3Ma (PapMaKOJIOIMUECKOTO JEHCTBUS TUIAPOXIOPOTHA3UAA, €ro
NPUMCHCHHE BO BTOPOM H TPEThEM TPUMECTpaXx OEPEeMEHHOCTH MOXKET HapyllaTh
deTornaneHTapHy0 nepPy3ur0 U MPUBOAUTH K PA3BUTHIO Y IJIOJA W HOBOPOXJICHHOTO TaKHX
OCIIO’)KHEHUH, KaK KeNTyXa, HapyIIeHUs] BOJHO-3JIEKTPOIUTHOTO OamaHca U TPOMOOIUTOTICHHUS.
Ornucansbl ciiydyau pa3BUTHS TPOMOOLMTONIEHUN Y HOBOPOXKICHHBIX, MAaTEPH KOTOPBIX MOIYy4aIn
THUA3HIHBIC TUYPETHKH.

[TprMeHeHne THAPOXIIOPOTHA3UIA B IIEPBOM TPHUMECTpe OCpEeMEHHOCTH MPOTHBOIIOKa3aHO. Bo
BTOPOM U TPETHEM TPUMECTPAX OEPEMEHHOCTH THIPOXJIOPOTHA3U MOKET MPUMEHSITHCS TOIBKO
B ciy4yae 06e3ycI0BHON HEOOXOJIMMOCTH, KOT/Ia MOJb3a AJI1 MaTepH MPEBHIIIaeT MOTeHIIUATbHBIN
PHMCK s TI10/1a W/ Ui peOeHKa.

['unpoxyIopoTHa3u HENb3sl MPUMEHSTh IS JIeYeHUs recTo30B Il moinoBHHBI OepeMeHHOCTH
(OTEKOB, apTEepPUATHLHON TUTIEPTEH3UH WU TPEIKIAMIICHH), T.K. OH YBETMYUBACT PUCK CHUKEHUS
o0beMa IUPKYIUPYIOMIEH KPOBH M IUIAIEHTApHOW rumnonepdy3ud, HO HE OKa3bIBaeT
0JIarONIPUATHOTO BIUSHUS Ha TEUCHUE YKAa3aHHBIX OCJIOKHEHUH OepeMeHHOCTH. [[nypeTrku He
MPEIOTBPAIIAIOT PA3BUTHE T€CTO30B.

Jlakranus

['unpoxyiopoTHasuj MPOHUKAET B MATEPUHCKOE MOJOKO, B CBSI3M C Y€M €ro MPUMEHEHHE B

Nnepruoa rpyaAHoro BCKapMJanBaHHA IIPOTUBOIIOKA3aHO. Ecmm IMPUMCHCHUEC TUAPOXJIOpOTHA3 A B
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BCKapMJIMBAHHC.

DdepTUabHOCTD

Jannsie o GepTHIILHOCTH OTCYTCTBYIOT.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh C
MeXaHNu3MaMu

CHCI_[I/IaJIbHBIe KIIMHUYCCKUC HUCCIICAOBAHUA II0 OLCHKE BJIWAHWA THAPOXJIOPOTHA3HIAA Ha
CIIOCOOHOCTH YNPaBJIATh TPAHCIOPTHBIMU CPEICTBAMU U pabOTaTh C TEXHUKOM HE MPOBOIUIOCH.
CrnenyeT UMeThb B BUJLy BO3MOKHOCTh MOSIBIICHUSI COHJIMBOCTU U TOJIOBOKPYKEHHUSI IIPU TPUEME
npemapata. [loaTomy HE0OX0AMMO COOJIIONATh OCTOPOKHOCTH IIPH  BBIMIOJHEHUU PadoT,
TpeOyIOIIMX MOBBIILIEHHONO BHUMAaHMS M MpPU YIPABICHUM TPAHCHOPTHBIMU CPEICTBAMU,
0COOCHHO B Hayajie JICYCHHUs], IPH MOBBIIICHUH J03bI THAPOXIOPOTHAZHUIA.

4.8. HexkennaTeibHbIE peakunu

PesroMe HexxenaTeabHbBIX PEAKIU

YacToTra HexenaTeNbHBIX peEakIMil OblIa ompeneracHa B COOTBETCTBUU C KiaccH(pUKaIMei
Bceemupnoii opranusanuu 3apaBooxpanenus (BO3): owennr wacto (> 10 %); ywacto (= 1 %,
<10 %); nmeuwacto (=0,1 %, < 1 %); penko (> 0,01 %, < 0,1 %); o4yeHb pemko, BKIHOYAS
otnenbHble coobmenus (< 0,01 %); yacrora HemsBecTHa (IO MMEIOIIMMCS JAHHBIM YacTOTY
OTIPEICITUTh HE MPEACTABIISAETCS BO3MOKHBIM).

JoOpokauecTBEeHHbIE, 37TI0KAYeCTBEHHBIE H HEYTOUHEHHBIE HOBOOOPa30BaHUs (BKIIOYAs KUCTHI U

IIOJIMITBI !

Yacmoma HeuzsecmHna: HEMETAHOMHBIM pak KOXXM M TI'yObl (0a3aJbHOKJIETOYHAs KaplUHOMa

KOXH 1 IIJIOCKOKJICTOYHAA KapIiuHOMa KO)KI/I).

Hapyi1iienns co CTOpOHbI KPOBU U JII/IMd)aTI/I‘{eCKOI\/’I CHUCTCMBI

Yacmoma Heuszsecmua. HeﬁKOHeHHH, arpaHyJIonuTo3, TpOM6OI_[I/ITOHCHI/I${, ICMOJIMTHNYCCKasa
aHCMMUs, allJIaCTUYCCKasd aHEMU .

Hapvyienus co cToOpoOHbEI HMMYHHOW CHCTEMBI

Yacmoma Heuzéecmuna: KpalnuBHULIA, IypIypa, JIMXOPaAKa, HEKPOTU3UPYIOLIUN aHTUUT
(BacKyJNUT M KOXKHBIM BacKynuT), cunapom CtuBeHca-/[>koHCOHa, aHa(PUIAKTHUECKUE PEaKIUH,
BILJIOTH JI0 IIOKA, 000CTpEHUE TEUEHHUSI CHCTEMHOM KPaCHOM BOJTYAHKH.

Hapviuenus Metabonm3Ma v ITHTaHus

Yacmoma Heuzéecmmua: TUNIOHATPUEMUS, TUIIOKAIMEMUS, TUIIOMarHueMusl, TUIIEPKAJIbLINEMUS,
TUIOXJIOPEMUYECKHI aJKano3, TUMepypukeMus (B T.4. C pPa3BUTHEM NPUCTyHa MOAArpshl),
MaHHU(ecTalys JaTeHTHO MPOTEKAIOIIEro CaXapHoro aAuadeTa, TUIIEPIIMKEeMUs U TIIOKO3YpHs Y

ManucHTOB C CaxapHbIM }II/Ia6eTOM, CHMXXCHHUE TOJICPAHTHOCTH K TJIIOKO3€, ITOBBIMICHUC
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IMPUMCHCHHUHN B BBICOKHUX nosax).

Hapyienus co cTopoHBI HEPBHOI CUCTEMBI

Yacmoma neuzeecmua: 0OMOPOK (0OBIYHO IPU MPUMEHEHHUH B BBICOKHUX J103aX ), TOJIOBHAs O0JIb,
TOJIOBOKPY>KEHHUE, TapecTe3us, COHJIMBOCTb, CIIyTAHHOCTb CO3HAHUSI.

HaDVLHeHI/ISI CO CTOPOHEI OpraHa 3pCHHA

Yacmoma Heuzgecmua: npexojdurasd HEUYCTKOCTh 3PCHHA, OCTpass MUOIIHA, OCprIfI MMPpUCTYIL
BTOpH‘IHOfI 3aKpBITOYFOHI)HOI>'I TJIayKOMBI, XOpI/IOI/II[aJ'IBHLJﬁ BBIIIOT, KCAHTOIICH.

HapynieHus co cTOpOHEI cepalia

Yacmoma Heuzgecmua: 6pam/11<apm/151.

Hapvyiuenus co cTOpoHEI COCYI0B

Yacmoma Heuzeecmua: OPTOCTATUYCCKAA TUIIOTCH3 .

Hapynienus co cTOpOHBI JIBIXaTeIFHOM CUCTEMBI, OPraHOB I'PYAHON KISTKH M CPEAOCTECHHUS

Yacmoma mneuzsecmua: WHTEPCTULIMAIbHAS ITHEBMOHHS, OCTPBIM pECHUpPATOpHBIN AHUCTpecC-
CUHAPOM (BKJIOUasi THEBMOHUT U HEKAPAUOTE€HHBIN OTEK JIETKOTO).

HapyieHust co CTOPOHBI XKETYJOUYHO-KHIIIEYHOT'O TPaKTa

Yacmo: 001b B BCPXHHUX OTACIAX )KUBOTA.
Yacmoma Heuzgecmua: CHIDKCHHUE afrneTnuTa, aHOPCKCUA, AUaped, 3arop, TOIIHOTA, PBOTA,
MMaHKpECaTuT, CHAJIOAICHHIT.

Hapy1iieHns co CTOpOHBI IEYSHHU M JKETYE€BBIBOASNINX NYTEH

Yacmoma Heuzeecmua: JKCIITyXa (BHYTpI/IHe‘-IeHO‘IHaH XOoJeCTaTH4YCCKasa )KCJ'ITYXB.), XOJCOUCTHUT.

HapvineHus co cTOpOHBI KOXKHU U MOJKOKHBIX TKaHEN

Yacmoma neuzsecmua: KOKHasl Chlllb, KOXKHBIN 3y, (JOTOUYBCTBUTEIILHOCTD.

HapyiieHnsa co cTOpOHBI MBIIIIEYHON, KOCTHON M COEIMHUTEILHON TKaHU

Yacmoma HeuzsecmHa.: MbIIEUHAs C1a00CTh (OOBIYHO MPU MPUMEHEHUH B BBICOKUX J103aX).

HaDVHIeHI/ISI CO CTOPOHBI ITOYCK ¥ MOYCBBIBOIAIINX HVTGI71

Yacmoma neuzeecmna: HapyuieHue QyHKIUU OYEK, MHTEPCTULIMATIbHBIN HEPUT.

Hapyienus co CTOpOHbBI pENPOAYKTUBHON CUCTEMbBI M MOJIOYHEIX JKEIe3

Yacmoma Heuzsecmua: CHUKEHUE IOTCHIINH.

O6IIII/Ie HapyYHICHUA M PEAKITMH B MECTC BBCACHUA

Yacmoma neuzsecmua: yCTanoCTh, )kax/j1a (0ObIYHO IPU IPUMEHEHHUHN B BBICOKHX /103aX).

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxno COO6H_IaTB 0 IOAO3PCBACMBIX HECKCIATCIBHBIX PCAKIUAX IIOCJIC PCrucTpanmuun
JICKApCTBCHHOT'O IMperapara ¢ LECJIbIO oOecreyeHnus HCIMIPEPBIBHOI'O MOHUTOPHHTAa COOTHOIICHUSA

«I10J1b3a — PHUCK» JIEKAPCTBEHHOIo Mpemnapara. MeIuIMHCKUM pabOTHUKAM PpPEKOMEHAYETCs
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Yyepe3 HAlMOHAIBHBIE CHCTEMbI COOOIIEHUSI 0 HEXKENaTeNbHBIX PEaKIUsAX TOCYJapCTB - YICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.

Poccuiickas @enepanus

®denepanbHas ciyx0a 1mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CriaBsiHCKas IJI0IIa1b, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEIIEKOMMYHHUKAITAOHHON ceTu «uTepHeT»:

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

4.9. llepeno3upoBka

CuMITOMBI

HaubGonee uyacThiMH TMPOSBICHUSMU MEPEIO3UPOBKH  TUAPOXIOPOTHA3UAOM  SIBISIOTCS
YBEJIMYCHUE JIUYype3a, COMPOBOXKIAIOIICECS OCTPOM MOTEpeil >KUIKOCTU (Aeruaparaiueii) u
JJICKTPOJIMTHBIMA ~ HAPYIICHUSMH  (TUTIOKAIMEMHUS,  TUIOHATPUEMUS,  THUIOXJIOPEMHS).
[Tepeno3upoBka rUAPOXIOPOTUAZHIOM MOXKET MPOSBIATHCA CIEIYIOIIMMHA CUMITOMAMHU:

*CO CMOpPOHLL CepOeyHO-COCYOUCMOL CcucmeMbl: TaXUKapaus, CHIDKEHUE apTepHaIbHOTO
JTABJICHHUS, TIOK;

*CO CMOpPOHbI HEPEHOU CUcmeMvl. CJadOCTh, CIYTAHHOCTb CO3HAHMS, TOJIOBOKPYXKEHHE MU
CIa3Mbl MKPOHOKHBIX MBIIII], TAPECTE3Msl, HAPYIIEHUS CO3HAHUS, YCTAIOCTh;

* CO CMOPOHDBL JiCeYO0UHO-KUUEUHO20 MPAaKma. TOITHOTA, PBOTA, KaXK/a;

*CO CMOPOHbI NOYEK U MOYeBbleOOAWUX nymel: TOIUYPHUs, OJIUTYpHUs WU aHypus (u3-3a
TEMOKOHIIEHTPAIUH ).

* JlabopaTopHble TOKa3aTel: TUMNOKAIUEMHUs, TUIIOHATPUEMUS, THUTMOXJIOPEMHs, aKano3,
MOBBIIIIEHHOE COJIep’)KaHHe a30Ta MOYEBHHBI B KPOBU (OCOOEHHO Y TAI[MEHTOB C MOYEYHOMN
HEI0CTaTOYHOCTBIO).

Jleuenue

[Ipun mepemno3upoBKe MPOBOAMUTCS CHUMITOMATHYECKas W TOJAEpXKHUBarolias Tepamnus. Ecmu
npernapar ObUT MPUHSAT HEAABHO, IS BBIBEJICHUS THAPOXJIOPOTHA3MIA TOKA3aHbl HHIIYKIUS
PBOTHI WJIM TIPOMBIBAaHHE JKelyaka. AOCOpPOIHIO THAPOXJIOPOTHA3HMIA MOYKHO YMCHBIIHUTH
MPHEMOM BHYTPh aKTHBHPOBAaHHOTO yriisd. B ciydae cHmkeHus AJ] wim moka ciemyer
BOCTIOJTHUTh 00BEM IUPKYIHPYIOMIEH KPOBU BBEACHHEM IUIa3MO3aMEINAIONINX KUAKOCTEH U
nedUIUT IEKTPOTUTOB (Kamuil, HaTpuil). [Ipu IbIxaTenbHBIX HAPYIICHUSX MOKa3aHa WHT NSNS
KHCJIOPOJIa WM HWCKYCCTBEHHas BEHTWsAUsS Jierkux. Clieayer KOHTPOJIUPOBATh BOJHO-

AJIEKTPOJIUTHBIN OanaHc (0COOEHHO cojepKaHHe Kajlusl B CBIBOPOTKE KPOBH) M (DYHKIUIO MOYEK
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TeMOJUAJIN3C, OAHAKO CTCIICHL €I'0 BBIBCICHHU A HC YCTAHOBJICHA.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA

5.1. @apmakoauHaMHuYecKHe CBOiicTBA
dapMakoTepareBTUYCCKas TPYIIa: TUYPETHKH;

Kon ATX: CO3AA03

Mexanuszm geiicTBus

MexaHu3Mm ,Z[CI\/'ICTBI/IH THA3UIHBbIX AOUYPETUKOB

THA3UIHBIC TUYPETUKH (THA3HIBI).

(TMa3uI0B) M3y4eH HE MOJHOCTHIO. THazujbl

OJIOKHPYIOT peabcopOIUI0 MOHOB HATpHsl M XJOpa B Hauyaje MOYEYHBIX KaHalbLEB. Takum

00pa3oM, OHU YBEJIMYMBAIOT BHIBEJACHUE MOHOB

HaTpus U XJIopa U, CJICIOBATCIIbHO, BHIBCACHHUC

BOABI M3 OpraHu3Ma. B PE3YJIbTATC MOYCTOHHOI'O IIGP'ICTBI/Iﬂ TUAPOXJIOpOTHA3nga YMCHBIIACTCA

00BeM L[I/IpKYJIPIpy}OH_[eﬁ KHUAKOCTHU, BCJIICACTBUC YCTO YBCIMYMUBACTCA AKTHUBHOCTH PCHUHA U

COACPIKAHUC AJIbAOCTCPOHA B INNIa3ME KPOBHU. 9To0 MNPpUBOAUT K YBCIUYCHHUIO 3KCKPCLIUHU HOHOB

KaJIUs ¢ MOYOM U CHUKEHUIO COJIEpKaHUs Kajausl B KpOBH (TUnokainemusi). ['uapoxmopoTuasus

TAKXKEC YBCIMYHUBACT OKCKPCIMIO HOHOB MAardvd U CHUXKACT OKCKPCHUIO HOHOB KaJlbLUs C MOYOH.

Tuasugneie AUYPCTUKU CHUIKAKOT DSKCKPCIUIO MOYEBOH KHCJIOTHI IOYKaMH U YBCJIIMYUBAKOT €€

COACPIKAHUC B KPOBH.

Tnasnnﬂme AUYPCTUKHU TaKKC YMCHBIIAIOT AKTHBHOCTD KaPGOaHFI/IIlpaBI)I MyTeM YCUJICHHUA

BBIBEJICHHSI HOHOB OnkapOoHata. Ho 3T0 neiicTBre 0ObIMHO NPOSBISETCS €1a00 M HE BIHSIET Ha

pH moun.

B MakcuManbHBIX TepameBTUYECKHMX J103aX JAWypeTHUYECKUi/HaTpuilypeTuueckuii s ekt Bcex

TUA3UAHBIX JUYPETUKOB MPUOIU3UTENTHLHO OJMHAKOB. Hartpuiiype3 u auype3 HaACTymamT B

TEUEHHE 2 YacoB WM HOCTUTAIOT

CBOCTO

MakcuMyma IpuUMepHO dyepe3 4 daca.

HpOI[O.]'DKI/ITeJ'IBHOCTB ANYPECTUICCKOI'O JIeNCTBUSA THAPOXJIOpOTHAa3nga COCTABJIACT OT 6 A0 12

qacoB.

['unpoxnopoTnasuy o0nagaeT aHTUTUIEPTEH3UBHbIM nelictBueM. Ha HopmanbHOoe AJ]

TUA3UAHBIC TUYPECTUKHU BIIUAHUA HC OKA3bIBAIOT.
5.2. ®apmakoknHeTHYECKHE CBOHCTBA

AOGcopbuus

I'mapoxmopoTnasua  HEMoJHO,

OJHAaKO JOBOJIBHO 6BICTp0 BCAaCbIBACTCA M3 KCITYJOYHO-

kumeyHoro tpakra. [locne mpumema BHyTps B 03¢ 100 Mr MakcumanbHas KOHUEHTpALUsS

THAPOXJIOpOTHA3na B IIJIa3ME KPOBU JOCTUTACTCA UYCPE3 1,5-2,5 yaca. Ha MaKCUMyMC

JTUYPETUYECKON aKTUBHOCTH (MpUMepHO uepe3 4 dyaca mocie MpuemMa) KOHLEHTpaIus

TUAPOXJIOpOTHA3K A B IJIa3ME KPOBU COCTABIISICT 2 MKTI/MIIL.

Pacnopenenenune
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Casa3bIBaHME ¢ OEJIKAMM I1J1a3MBI KpPOBH COCTaBJI

['mapoxinopoTHa3u NPOHHMKAEeT Yepe3 IUIAlEeHTApHBIH Oapbep M 3KCKPETHPYETCS B TPyJHOE
MOJIOKO, HE TIPOHHUKAET Yepe3 reMarodHuepanndeckuii baprep.

BI/IOTDaHC(bODMaHI/IH

['unpoxsiopoTHasuj B OpraHu3Me 4eloBeKa He MeTa0O0IUu3UPyeTCsl.

DJIMMHUHALHS

[TepBUYHBIH yTh BBIBEICHUS - Uepe3 MOYKH ((PUIbTpALUs U CEKpelrs) B HEM3MEHEHHOH GopMme.
[IpumepHo 61% npuHATON BHYTPH 103bl BBIBOAMUTCS B TeueHHE 24 4YacoB. Y MALMEHTOB C
HOpMaJIbHOW (DYHKIIMEH MOYEK MEePHO.I TOJYBBIBEACHHUS COCTaBIsAET OT 5,6 yacoB 10 14,8 yacoB
(B cpenneM 6,4 yaca).

Oco0ble IPVIIILI TAIUEHTOB

Iloueunas nedocmamounocms

Y mauMeHToB ¢ YMEPEHHOW TMOYEUHOH HEAOCTATOYHOCTHIO TMEPHUOJ  MOJYBBIBEICHUS
TUAPOXJIOPOTHA3UJIA COCTaBisieT B cpeaHeM 11,5 wacoB, a y MAalMEHTOB € KIWPEHCOM
kpearnHuHa MeHee 30 mu/MuH — 20,7 gacos.

5.3 JlaHHblIe JOKJIHHHYECKOH 0€3011acCHOCTH

'uaApOXI0pOTHA3H HE MPOSIBIIS TEHOTOKCHYHOCTH iN Vitr0 B aHaIM3€¢ MYTareHHOCTH [0 METOLY
Diimca B oTHOIIeHuH mraMMoB Salmonella typhimurium TA 98, TA 100, TA 1535, TA 1537 u
TA 1538, a Takke B TecTe Ha XpPOMOCOMHBIE abeppaliy KIETOK SIMYHUKA KUTAHCKOTO XOMSUKa
(CHO) wim in Vivo B aHanm3ax C HCIOJB30BAHUEM XPOMOCOM 3apOJIBINIEBBIX KIETOK MBbIIIH,
XPOMOCOM KOCTHOT'O MO3Ta KMTAaHCKOTO XOMSYKa M PELIECCUBHOIO JIETAIBHOIO CIETIJICHHOTO C
TI0JIOM T'eHa Opo30¢hubl. I10T0KUTETBHBIC PE3YIbTATHI UCTIBITAHUN OBLTH MOTYYEHBI TOJBKO B iN
Vitro tecte Ha oOMeH cecTpuHCKHX xpomatua B kietkax CHO (Ki1acToreHHOCTh) ¥ JTUM(OMBI
MBIIIK (MyTareHHOCTb) TpPU KOHIEHTpAIusAx ruapoxjoporuazuna ot 43 mo 1300 mkr/mi, a
TaK)Ke TPU aHAIN3e MUTOTHYECKOTO Hepacxoxaenus ¢ Aspergillus nidulans B HeycraHoBieHHON
KOHIEHTpaIUH.

JIByxXJIeTHHE HCCIIEIOBaHUS C BBEIEHUEM THUIPOXJIOPOTHA3WAA C MHILEH, NMPOBEIECHHbIE Ha
MBIIIAX W KpbICaX MOJ 3rujoi HalmoHambHOM TOKCHKOIOTHYECKOW MPOrpaMMBbl, HE BBISBHUIN
JIOKA3aTeNbCTB KAHIIEPOTEHHOTO IMOTEHIMAla TUAPOXJIOPOTHA3UAa Y CAaMOK MBIIIeH B J03aX
npuMmepHo a0 600 MI/KI/CyT WJIM y CaMIOB M CaMOK KpBIC B J03aX MNPUOIU3ZUTEIBHO N0
100 mr/kr/cyt. OmHaKo B paMKax 3TOH MporpamMMbl ObUTH TIOJTYYEeHbI HEOAHO3HAYHBIE JaHHBIC O
renaToKaHIEPOTeHHOCTH Y CaMIIOB MBIIIIEH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

[enmron03a MUKpPOKpUCTAITHYECKAS
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JlakT03b1 MOHOTHApPAT

Kpockapmemnnosa narpus

Kpemuust nuokcua KoJIOUIHbIN (a3pOCcuit)

Kanbuus creapar

6.2. HecoBmMecTHMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

5 ner.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPAHEHUU

XpaHUTh B 3alIUIIIEHHOM OT CBETa MECTE MpH Temrieparype He Boimie 25 °C.

6.5. XapakTep u cojep:kaHue YIaKOBKHU

[To 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YMAKOBKY M3 IJICHKU MOJMBUHUIXJIOPUIAHONH U
(bonbru amOMHUHAEBON MEYaTHON JTaKUPOBAHHOM.

2 KOHTYpHBIC SYCHKOBBIC YITAKOBKHM BMECTE€ C WHCTPYKIIUECH M0 MPUMEHEHUIO MOMEUIAIOT B
MavKy U3 KapTOHA.

6.6. QOcoOble Mepbl MNPEeJOCTOPOKHOCTH MNPH  YTWIN3ANMU  HCHOJIH30BAHHOTO
JIEKAPCTBEHHOI0 mNpenapara MWJIH OTXO0J0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUs
JIEKAPCTBEHHOT0 Mpenapara, 1 pyrue MaHuMyJIsiiHU ¢ MPenapaTom

Oco0ple TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YIOCTOBEPEHUSA

Poccuiickas ®@enepanus

AO «HoBocubxumbapm»

630028, Poccus, r. HoBocubupck, yi. Jlekabpuctos, 1. 275.

Ten. +7 (383) 363 32 44.

®axc +7 (383) 363 32 55.

7.1. TlpencraBuTesib Jep:KaTejsi PErHCTPAIMOHHOIO YAOCTOBEPEHHS JIEKAPCTBEHHOIO
npenapara Ha Teppuropuu Corosa

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApECy.

Poccuiickas @enepanus

AO «HoBocubxumbapm»

630028, Poccust, r. HoBocubupck, yi. Jlekabpuctos, 1. 275.

Ten. +7 (383) 363 32 44.

Paxc +7 (383) 363 32 55.

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUS
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9. KATETOPHSI OTITYCKA JTEKAPCTBEHHOI'O THPETIAPAT A =/ |EHUCTE 0007]

JlexapcTBEHHBIN Npenapar OTHOCUTCS K KaTETOPUU OTITYCKa IO PELENTY.

OOmast xapakTepuCTHKa JIEKAPCTBEHHOro mpemnaparta [HMapoxiopTuasuj JOCTyMHA B €AUHOM
peecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpelcTB EBpa3uiickoro 3KOHOMHYECKOro COr3a
U Ha OQUIMAIBHOM CcaiTe YIOJIHOMOYEHHOTO opraHa (dKCIEPTHOW OpraHHU3alliH)

(https://lk.regmed.ru/Reqgister/EAEU SmPC).




