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OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'G HPEHAPATA EHUCTE 0007]

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Odmoxkce, 200 mr, TaGIETKH, TOKPBITHIE TUICHOYHOW 000JIOYKOM

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JeiicTByro1iee BEmecTBO: 0(IOKCAIH
Kaxxmas TabneTka, MoKpbeITas MIICHOUYHOH 00051049K0H, coaepkut 200 mr odiiokcaruna.

[TonHBIN CITMCOK BCIIOMOT'AaTEIbHBIX BCHICCTB IIPUBCJCH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, MOKPHITHIE MIICHOYHOU 0007104YKOM
TabneTku, HOKPBITHIE 000I0YKOM, 0€70T0 WK OEJIOTo C KEATOBATHIM HIIM CEPOBATHIM OTTEHKOM

LBETa, KPYIJIbIC, ABOSAKOBBIITYKJIBIC.

4. KIMHUYECKHUE JAHHBIE
4.1. TIoka3aHusi K NpMMeHEeHHUI0
[Ipenapart nmokaszan K MPUMEHEHHUIO Y B3POCIBIX B Bo3pacte OT 18 jiet u crapiie.
JleueHne WHQEKINOHHO-BOCTIAIUTENbHBIX 3a00JIeBaHUN, BBI3BAHHBIX YYBCTBUTEIbHBIMU K
oIoKCcallMHy MUKPOOPTaHU3MaMH:
e TmuenoHedPHUT U OCIOKHEHHBIE HH(EKIIMY MOYEBBIBOASIINX MyTEH;
® [IPOCTaTHUT, STUAUIUMUT, OPXUT;
e uH(EKIMHA OPraHOB MAJIOTO Ta3a (B cOCTaBe KOMOMHUPOBAHHOM Teparnum).
Jnst nedenus cienyromux WH(PEKIMOHHO-BOCTAIIUTENBHBIX 3a00JIeBaHUN O(IIOKCAIIUH MOXKET
MPUMEHSTHCS TOJILKO B KAYECTBE allbTEPHATUBEI IPYTUM MPOTHBOMUKPOOHBIM Mpenaparam:
® HEOCIOKHEHHBIM IUCTUT U HEOCTOKHEHHBIE WH(EKIIMY MOYEBBIBOIAIIUX MyTeEH;
® OCIIOKHEHHbIE HH(EKITNH KOKU U MITKUX TKaHEH;
e uH(pEKINH KOCTeH U CyCTaBOB;
® OCTpBIi OaKTepHANbHBIA CHHYCHUT;
e 000CTpeHne XPOHUYECKOTO OPOHXUTA;
e BHEOOJNHLHUYHAS THEBMOHMUS;
e mpodunaktuka WHQPEKIMN, BBIBBAHHBIX  YyBCTBUTENBHBIMH K  O(JIOKCAIMHY
MUKPOOpPraHu3MaMu, y HalUeHTOB CO 3HAYUTEIbHBIM CHM)KEHHEM HMMMYHHOIO CTaTyca

(HampuMep, Ipy HEUTPOIICHUN ).
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[Ipu npumenenuun mnpemnapata OQOKC clieayer yqﬁﬂgéilEM%EﬁﬂEﬁc'};eil;_ﬁ/i(';lf;é-:%hme

PEKOMEH/IALMU M0 HaJyIekalleMy NPUMEHEHUIO aHTHOAKTEepUANbHBIX IPENapaTroB, a TaKkKe

YYBCTBUTCIIbHOCTD IMATOTCHHBIX MUKPOOPIraHM3MOB B KOHKPETHOM PCTHUOHC.

4.2. Pe:xuM 103UPOBAHMS U CIIOCOO NPUMEHEeHMH.

PexxuM 1o3upoBaHus

Jo3a odnokcanyHa ¥ ATUTENBHOCTD JICYSHUS 3aBUCAT OT THXKECTH M BUAA MUH(EKIMH, 00IIero
COCTOSIHUS TTALIMEHTA U (PYHKLUH TTOYEK.

B3pocnvie nayuenmul ¢ HopmanvHou (hyHKyuell nouex (Kiupenc kpeamununa oonee 50 mi/mun)
[Ipenapar Odrokc Ha3HAUaOT B cyTOUHOM 03¢ 400 MT, pa3feiaeHHON Ha JBa nmpueMa (KaKbie
12 u).

OO0bruHO cyTouHas no3a cocrasisier 400 mr. B ciydae jeueHHs TKENbIX UHPEKIHA HIH Y
0O0JIBHBIX C M30BITOYHOM MAcCO Tena CyTouHast 103a MOKET ObITh yBenudeHa 10 600-800 mr.
[Tpu HEOCTTO)KHEHHOM ITUCTUTE U HEOCTIOKHEHHBIX HH(EKIUIX MOYEBBIBOISIINX My TEH Mpenapar
HazHayaroT B 03¢ 200 Mr 2 pasa B cyTku B TedueHue 3-x aHed miau 400 mr 1 pa3 B cyTku
OJIHOKPATHO.

ITpu ronopee HazHayaroT 400 M OZJTHOKpPATHO.

Cytounyto 103y 10 400 Mr Mo’kHO Ha3HauaTh B | mpueM, NpeaAnodYTuTeabHo yrpoM. CyTouHYIO
no3y 6oisiee 400 Mr creayeT pa3feauTh Ha 2 IpUeMa C paBHbIM HHTEPBAJIOM BPEMEHHU.

Oco0bIe I'pynnbl DaMCHTOB

Tlayuenmul nodxxcunoco 6o3pacma

Bospact manmnentoB He TpeOyeT Koppekuuu 103kl odiokcanuHa. OgHAKO MpuU TPUMEHEHUHU
mpenapaTta y MaldeHTOB MOXKHUIOTO BO3pacTa 0co00e€ BHHUMaHUE CIEAyeT YAENnATh (YHKIUU
MOYeK, TaK KaK B Cllyuyae €€ CHIDKEHUS MOXET MOTPeOOBaThCS COOTBETCTBYIOLIAS KOPPEKIIUs
pexuMa JOo3UpPOBaHUSI.

layuenmul ¢ napywenusmu hyHKyuu neyeHu

[Ipu HapymieHusX QYHKIMM T€YEHH HE PEKOMEHIYeTCS IMPEBBIIIaTh CYTOUHYIO 03y
oduokcaruHa 400 mr.

Tayuenmul ¢ napywenusamu hyHKyuu novex

[Ipu HapymieHHsIX (QYHKIIUKA TOYEK PEKOMEHIYETCS CICAYIOMMUA PEeKUM JO3UPOBAHHUS B

3aBUCHUMOCTHU OT KJIIMPCHCA KPpCaTUHHHA

Kimpenc kpearnnnna | Pasosas nosa (Mr)* KpaTHocTh BBeieHUs

50-20 mi/mMuH 100-200 1 pa3 B cyTku (Kaxple 24 u)
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<20 mun/mMuH** 100 '-W%&JE@T@?(EQIE%?;IT‘B 000

—

WM TEMOINAIIN3 HIH
Y IIEPUTOHEAIIBHBIN JUAJIA3

200 1 pa3 B 2 cyTok (kaxsie 48 1)

* B coomeemcmeue ¢ noKA3anusMU.

**  PexomeHOyemcs MOHUMOPUPOBAMb  CblBOPOMOUHble KOHYEHMpayuu O@LoKcayuHa y
NAYUEHMO8 C MANCETLIMU HAPYUEHUAMU (QYHKYUU NOYeK UIU Y NAYUEeHMO8, HAXOOAWUXC HA
ouanuse.

B cinydasx, xorga HeT BO3MOXHOCTH ompeneynth kimmpeHce kpearmHuHa (KK), ero moxxHO
paccuuTaTh MO KOHIEHTPAIMU KPEaTHHUHA CBIBOPOTKH KPOBHU, UCTIONB3Yys dopmyny Kokpodra
JUTSL B3POCIIBIX:

JUTS. MYKYHH:

Macca tesa (kr)x (140 — Bo3pacT B rojax)

KK =
(MJ1/MUH) 72 X KpeaTHHHUH CbIBOPOTKU KPOBU (Mr /A1)

nJIn

Macca tesa (kr)x (140 — Bo3pacT B rojax)

KK =
(v /i) 0,814 x KpeaTUHHUH CbIBOPOTKU KPOBU (MKMOJIb/J1)

JUTST SKCHIIMH:

KK (mi/mMun) = 0,85 X mmokasareinb y My>KIHH.
IIpooonsicumenvrocms nevenus
[TponomKUTENTPHOCTh JIEYEHHsI 3aBHCUT OT TsDKecTH 3aboneBanusa. Kak mroboe mnedeHue
MPOTUBOMHUKPOOHBIMH TIpeTiapaTaMu, JieueHrue OIOKCAIIMTHOM JIOJKHO MPOI0KATHCS B TEUEHUE
MUHUMYM 48-72 4 mocie HOpMaIM3alliy TEMIEPATyPhl Tella WA TPU HATHYUHA TTOATBEPKICHUS
dpaguKaluy BO30YIUTEIS.

Croco0 rmpuMeHeHus

BuyTps.
TabneTkn cneayeT MporyaThiBaTh LEIMKOM, 3amUBas JIOCTATOYHBIM KOJUYECTBOM BOJIBI.

HpenapaT MOKHO IPUHUMATD KaK A0, TaK U BO BpEMs IIpyueMa IMUIiu.

4.3. IlporuBonokazanus
e ['unepuyyBCTBUTENBHOCTh K OQJIOKCAllMHY, IAPYTMM XWHOJIOHAM WM K Jo0omy u3
BCIIOMOTATEJIbHBIX BEMIECTB, IEPEUNCICHHBIX B pa3zzene 6.1.
e  DIWIENCHs.
o [lceBnonapanuruyeckas muactenus (myasthenia gravis) (cm. pasaenst 4.4, 4.8).

e [lopaxkeHus cyXoXWwinii npu npuemMe GTOPXUHOIOHOB B aHAMHE3e€.
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e Jlerckuii Bo3pact A0 18 neT (Henb3st MOJIHOCThIO '&%ﬁom:&%];%b%hgﬂ:kﬁﬁ}é%lx

30H POCTa KOCTEH y peOCHKA).

e bepeMeHHOCTH (HENb3s MOJHOCTHIO UCKITIOYUTH PUCK MOPAXKESHHS XPSIICBBIX 30H POCTA Y
J10/12).

e [lepuon rpyaHOro BCKapMIIMBAHHS (HENB3SI MOJHOCTHIO HMCKIIOUUTH PUCK TOPAKECHUS

XPSIIEBBIX 30H POCTa KOCTEH y peOeHKa).

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— VY  DanMeHToB, MPeIpacHoNIOKEHHBIX K Pa3BUTHIO cyaopor (y MAalueHTOB ¢
HPEIIECTBYIOUIMMUA TOPAXEHUAMU LeHTpaiabHOoll HepBHOH cuctembl (IIHC), Takumum kak
BBIPaXECHHBIN aTEPOCKIIEPO3 COCYI0B TOJIOBHOI'O MO3ra, HAPYILIEHUSI MO3rOBOI'0 KPOBOOOPALIEHUS
B aHaMmHe3e, opranuyeckue mnopaxenuss [HHC, TpaBMbl ronoBHOro Mosra B aHaMmHeE3e€; Yy
NAIMEHTOB, OJHOBPEMEHHO IPUHHMMAIOIIMX IIPENaparbl, CHIKAIOIUE IIOPOr CyNOPOXKHON
aKTUBHOCTH TOJIOBHOTO MoO3ra, Takue Kak ¢eHOypeH uiM Jpyrue HeCTepOMJIHbIE
IPOTUBOBOCTIAIMTENbHbIE IPENapaThl, TEOPHUIUIMH).

— Y nanmMeHToB € JIATEHTHBIM WJIM MaHH(ECTUPOBAHHBIM JE(QUIIMTOM TIFOK030-6-
docharaerunporenaspl (MOBBIIIEHHBI PUCK PAa3BUTHUS TEMOJIMTUYECKUX PEAKIMA NIPU JICYCHUN
XWHOJIOHAMH ).

— VY manueHToB ¢ HapylleHUsMH (YHKIMM Modek (TpeOyercs 00s3aTelbHBIH KOHTPOIb
(GYHKIMH TIOYEK, a TAK)Ke KOPPEKIHS PeKUMa TO3UPOBAHHUS, CM. pazjen 4.2.).

— Y ManueHToB C eYeHOYHON HeJI0CTaTOYHOCThIO (KOHTPOJIb MTOKa3aTenei QyHKIMY eUeHH ).
— ¥V nauuenToB ¢ nophupueit (puck odocTpeHus noppupun).

— VY nanueHToB ¢ (akTopamu pucka yuiMHeHus uHTepBana QT: y manueHToB MOKUIIOTOo
BO3pacTa; IpH HECKOPPEKTUPOBAHHBIX JJEKTPOJUTHBIX HApyIICHUAX (THUIOKaIMEeMus,
TUIIOMarHUeMHsl); pH CUHIPOME BPOXKAECHHOTO y/uinHeHus uHTepBana QT; mpu 3aboneBaHusIx
cepAua (cepaeyHast HEJOCTaTOYHOCTb, HHPAPKT MUOKapaa, OpaauKkapans); Ipu 0JHOBPEMEHHOM
npUeMe JIEKAPCTBEHHBIX CPEACTB, CHOCOOHBIX ymaMHATH uHTepBan QT (aHTHapuTMuveckue
npemnapatsl |A u Il kaccoB, TpULIMKIINYECKUE aHTUETIPECCAHThI, MAKPOJIHU/Ibl, HEUPOJIEITHKH).
— VY nmanueHToB ¢ caxapHbIM AMA0ETOM, MOJIYYAIOIIUX MepopabHble THIOTIMKEMUYECKHE
cpeacTBa (Harmpumep, MUOEHKIaMUA) WK HHCYJIMH (BO3pacTaeT PUCK Pa3BUTHS TUIOTIIMKEMHH ).
— VY NmanueHTOoB ¢ TSKEIBIMU HEXeNNaTelbHBIMU peaklUsIMU Ha APYTUe XUHOJOHBI, TAKUMU
KaK TsKellble HEBPOJOrMYecKHe peakuuH (TOBBIILIEHHBIH PUCK pPAa3BUTHS aHAJIOTMYHBIX
He)KeNaTeJIbHbIX Peakuil Mpu NpUMEHEHUH O(]IIoKCcaIHA).

— VY IalMeHTOB ¢ ICUX03aMH U APYIruMH NCUXUYCCKUMU HAPYIICHUAMHA B aHAMHE3C.
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— VY mauueHToB MOXHUIIOTO BO3pacTa U y Ii aHI/IeHT(gD EI&HE%&EJIE%H&I/IF -I;_l:'rallolklcl, :IHDI/I

CMEPTHOMY OTUETY

COIYTCTBYIOIIEM TMPUMEHEHUU TJIIOKOKOPTUKOCTEPOHIOB (MOBBIIICHHBIH pPUCK Pa3BUTHUS
TEHIMHUTOB U Pa3pbiBa CyXOKMIHUi) (cM. pazaen 4.4).

— VY nanueHToB ¢ aHEBPU3MOM a0PThI, C BPOKIECHHBIM ITIOPOKOM KJIallaHa cepiia B CeMEHOM
aHaMHe3e, WIN y MalUEeHTOB C AMArHOCTHPOBAHHOW aHEBPU3MOH aOpThl M/MIU PACCIOCHHUEM
aopThl, ¢ 3a00JeBaHMEM KJalaHa CepjAlla WIM NPU HAIMYUKA APYruX (HaKTOpOB pHUCKA HIIU
COCTOSTHUH, MpeApacioiaraloiuX K pa3BUTHIO aHEBPU3MBbI A0PThI UJIM PACCIOCHUS aOPThI, WU
perypruTaii/HeIOCTaTOYHOCTH KJlalmaHa cepaua (Hampumep, cuHApoM MapdaHna, cUHIpOM
Onepca-Jlannoca, cunapom TepHepa, Oone3nb bexuera, aprepuaiibHas THICPTEH3USA,
pPEBMATOUJHBIA  apTPUT, COCYAMCTbIE 3a0oieBaHMs, Takue Kak aprepuuT Takascy,
TUTaHTOKJICTOYHBI  apTepUUT, TMOATBEPKACHHBIM arepockiiepo3, cuuapom lllerpena,
UHOGEKIUOHHBIN HA0KapauT) (cM. pasnen 4.4).

HOTGDSI TDVI[OCHOCO6HOCTI/I (I/IHBaJII/II[I/IBaIII/ISI) W TNOTCHIMAJIBHBIC HCO6D21TI/IMBIG CEPHLE3HBIC

OOOYHEBIE PCaKIu, 06VCHOBHCHHLIC IIPUEMOM d)TODXI/IHOJ'IOHOB

[lpumeHeHne QTOPXUHOIOHOB, B TOM 4HCIEe OQIJIOKCAllMHA, OBLIO CBS3aHO C MOTEper
TPYIOCIIOCOOHOCTH W Pa3BUTHEM HEOOPATHMBIX CEPbE3HBIX MOOOYHBIX PEAKIUN CO CTOPOHBI
Pa3JIMYHBIX CHCTEM OPraHM3Ma, KOTOPbIE MOTYT Pa3BUTHCS OJHOBPEMEHHO y OJJHOIO M TOTO JKe
nanveHTa. HexenarenbHble peakUuy, BbI3BAaHHBIE (DTOPXMHOIOHAMH, BKJIIOYAIOT TEHIUHUTHI,
pa3phiB  CyXOXKWJIMH, apTPAITUI0, MHAITHIO, NePUPEPHUSCKYI0 HEHWPONaTHIO, a TaKKe
He)KeNaTelbHbIe PEaKIUH CO CTOPOHBI HEPBHOM CHCTEMBI (TaJUTIOLIMHALINH, TPEBOTa, JIEIPECCHs,
0eCCOHHMIIA, TOJIOBHBIC OOJM W CIIyTaHHOCTh CO3HaHHMs). [laHHBIC pEaKIMu MOTYT Pa3BHTHCS B
HepHO OT HECKOJBKHX YacoB J0 HECKOJIBKUX HENENb MOCNe Hayajla Teparud O(QIIOKCAUHOM.
Pa3BuTHe >THX HEKeNAaTeNbHBIX PEAKIMi OTMEYAIOCh y MAallMeHTOB JIOOOr0 BO3pacTa WK 0e3
HaJIMYUS TPEIIIECTBYIOMNX (akTopoB pHcka. [Ipu BO3HHMKHOBEHWH TEPBBIX MPHU3HAKOB HIIH
CHMIITOMOB JIFOOBIX CEPhE3HBIX HEKEIATEIbHBIX PEAKIUN CIeIyeT HEMEJICHHO MPEKPaTUTh
npuMeHeHne oduiokcanuaa. Cnenyer msz0erarb NMpUMEHEHUS (TOPXUHOIOHOB, B TOM YHCIIE,
o(okcalrHa, y MaieHToB, y KOTOPhIX OTMEYAINCH JTFOOBIC U3 3TUX CEPbE3HBIX HEKEIATESIbHBIX
peakuui.

HaHI/IeHTBI C HApYIHICHHUEM d[)VHKHI/II/I IIOYCK

B cBs13u ¢ Tem, 4TO 0IOKCAIIMH BBIBOJUTCS] B OCHOBHOM MOYKAMHU, Y TTAIIMEHTOB C HAPYIICHUSIMH
GYHKIHMU TTOYeK He0OX0arMa KOPPEKIHs 1036l odutokcanuHa (cM. paszaen 4.2).

[IpodunakTuka HoToCEHCUOMIN3ALINNA

B nepuoa JCYCHHUA O(l)JIOKcaHI/IHOM, B CBA3U C PUCKOM BO3HHWKHOBCHUA (1)OTOCGHCI/I6I/IJ'H/ISaHI/II/I,

CJICaycCT n3oerarhb BO3ACHUCTBUSI SIPKOTO COJIHCUHOTO CBC€TA U YJ'ILTpa(pI/IOJ'ICTOBLIX J'Iy‘ief[.
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(NOCNEOOBATENEHOCTE 0001)

Broprnunas nadexims

Kak u npu npuMeHeHuM JIpyrux MpOTUBOMHUKPOOHBIX MpenaparoB, Ipu mpueme ogioKcaluHa,
0COOEHHO JJTUTENTFHOM, BO3MOXKHO pPa3BUTHE BTOPHUYHOW HHQEKIMH, CBS3aHHOH C POCTOM
YCTOWYMBBIX K Ipenapaty MUKPOOPTaHU3MOB, JAJISl MCKJIIOUEHHUS M IOATBEPKICHUS KOTOPOU
ClIelyeT NPOBOAUTH IIOBTOPHYIO OLIEHKY COCTOSIHMSI NAnueHTa. Eciaum BO BpeMs Tepanuu
pa3BUBaeTCs BTOpUYHAsi MHPEKIUS, CleAyeT MPUHATH HEOOXOAMMbIE MEPHI 10 €€ JICUCHHUIO.

[lepudepuueckas HelponaTus

VY nanueHTOB, NOJIy4aBIIUX (PTOPXMHOJIOHBI, BKJIIOYas O(IIOKCALMH, COOOIIANOCh O Cllydasx
PasBUTHI CEHCOPHOW M CEHCOPHO-MOTOPHOH HEMpONaTHH, KOTOpask MOXET HMETh OBICTpOe
Hauyano. Ecim y manmeHTOB pa3BHBAIOTCA CHUMIITOMBI HEHpOMAaTuH, JedyeHHe O(IOKCaMHOM
JIOJDKHO OBITh IMPEKpaIlleHO, YTO CIIOCOOCTBYET MHHMMM3ALMM BO3MOXKHOI'O pHUCKA Pa3BUTHUS
HEOOpaTHUMBIX COCTOSIHUH.

[TareHTHI NOKHBI OBITH WH(GOPMHPOBAHBI O HEOOXOIUMOCTH COOOMIATH CBOEMY JIeHalleMy
Bpauy O MOSBJIEHUHU JIIOOBIX CUMITOMOB HeWponaTuu. DTOPXUHOJIOHBI HE ClleAyeT Ha3HadaTh
naryreHTaM, UMEIOIUM B aHaMHEe3€ yKa3aHUs Ha epupepruIecKyto HeUpOaTHio.

ITarueHTEl ¢ HEJOCTATOYHOCTHIO FJIIOKO30'6-d)OC(baTI[eFI/II[DOFCHaSLI

[TatmenTsl ¢ JATEHTHBIM WM  JMAarHOCTHPOBAHHBIM  AC(PUIMTOM  TIIOKO30-6-
docaraernnporeHazbl MOryT OBITh NPEAPACIONOKEHbl K I€MOJIUTHYECKUM pEeaKIUsIM Ipu
JIEYeHUU XUHOJIOHaMHU. [l03TOMYy y TakMX MallMEeHTOB cieayeT coOI0JaTh OCTOPOXKHOCTh IPH
NpUMEHEeHUH o(IIoKcaluHa.

IIceBnoMeMOpaHo3HbIN KOauT, Ber3BanHbl Clostridium difficile

[TosiBnenue nuapen, 0COOEHHO B TsKENON (popMe, MepCUCTUPYIOLIEH W/ UK C IPUMECHIO KPOBH,
BO BpeMs WIM IOCle JIeYeHHUS O(IOKCAIIMHOM MOXET CHMITOMOM IICEBIOMEMOPaHO3HOIO
kosiuta. [Ipu mogo3peHnn Ha pa3BUTHE ICEBJOMEMOPAHO3HOTO KOJIUTA JeueHHe 0(IOKCAITHOM
JOJKHO OBITh HEMEUIEHHO NPEKpalleHo, U He3aMeJITENbHO JOJKHA OBbITh Ha3HaueHa
COOTBETCTBYIOIIAs chenuduueckas aHTHOaKTepuaibHas Tepanus (BaHKOMHUIIMH BHYTDb,
TEHKOIUTAaHWH BHYTPb WJIM METPOHWIa30J1 BHYTpb). [Ipemapatsl, TopMo3siue NepUcTaibTHKY
KHILIEYHHKA, TPOTUBOIIOKA3aHbl B JAHHON KJIMHUYECKON CUTYalUH.

HaHI/IeHTI)I, OpeaApacIioaOoKEHHBIC K PA3BUTHIO CYA0POr

Kak u npyrue XuHOJIO0HBI, O(IIOKCAIIMH JOJDKEH C OCTOPOKHOCTBIO MIPUMEHSTHCS y MAIlMEHTOB,
IPeIpacloNoKEHHBIX K pa3BUTHIO cyfopor (mauueHTsl ¢ nopaxenusmu LIHC B anamnuese, y
MAlMEHTOB, OJHOBPEMEHHO IIOIYYarolUX IIpernaparsl, CHUXAIOIUE IOpOr CYJOPOKHOU

aKTHBHOCTH TOJOBHOTO Mo3ra (teodminuH, penOydeH u apyrue momoOHBIE HECTEPOUTHBIC

6
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IPOTHBOBOCHATIMTEIbHBIE TipenapaThl). [Ipu pa3BuTHu c&ﬂ%éﬂ%&ﬁa‘éwbk&h&ﬂﬁ :c';ig:ﬁyeT

MIPEKPATUTb.

TeHaAnuHUT U pa3pbIB CYXOKUIUN

TenaunuT, peKo BO3HUKAIOUINN HAa ()OHE IPUMEHEHHS XHUHOJIOHOB, MOKET MHOT/Ia IPUBOJUTH K
pa3phiBy CYyXOXKHIIMH, BKIIIOYAs aXWUJUIOBO CYXOXKWIIME, U MOXKET OBITh JBYCTOPOHHUM. DTOT
n0004HBIH 3((PEKT MOXKET pa3BUTHCSA B TedeHue 48 4acoB IOCie Hayana JICUCHHS WIN 4depe3
HECKOJIBKO MECSIIEB MOCIIE 3aBEePIICHUS Tepanuu GTOPXUHOIOHAMH.

[TanmeHTh TOXUIOro Bo3pacTa 0oJiee MpeApacnoIoKeHbl K Pa3BUTHIO TEHAWHUTA; Y TIAIUCHTOB,
NPUHUMAIOIIUX (TOPXMHONOHBI, PHCK pa3pblBa CYXOXKHJIMS MOXKET IMOBBIIIATECS MpPU
OJHOBPEMEHHOM NPUMEHEHHHU TIIIOKOKOPTHKOCTEPOHI0B. Kpome 3TOro, y mamueHTOB Iocie
TPAaHCINIAHTAlIMKW MMOBBIIICH PUCK pa3BUTUA TCHAWHUTOB, IO3TOMY PCKOMCHIAYCTCA CO6JIIOI[aTI>
OCTOPOXKHOCTH IPH Ha3HAYE€HUH (PTOPXMHOJIOHOB Y JAHHON KaTEerOpuH NalMeHTOB. Y MalUeHTOB
C HapymeHUSMH (DYHKIMH TIOYEK CYTOUHYIO JI03y CIIEIYEeT CKOPPEKTHUPOBAThH HA OCHOBAaHUU
KJIMpEHCa KpeaTHHHHA.

HaIII/IeHTaM CJICAYCT PCKOMCHIOBATH OCTABATHCA B IIOKOC IPU IOABJICHUHN MECPBLIX IMPHU3HAKOB
TEHIMHUTOB WJIN PAa3pPBHIBOB CyXOXKHJIM, U OOpaTUThCA K JiedaiemMy Bpady. [Ipu mono3penun Ha
PasBUTUC TCHAWHHWUTA WM Pa3pbiB CYXOXHIUA CICAYCT HCMCAJICHHO IIPCKPATHUTL JICUCHUC
npenapaTtoM M HayaTh COOTBETCTBYIOIIEE JICUCHHWE IOPAKEHHOTO CYXOXKHIIUS, Harpumep,
o0ecIieunB eMy JOCTaTOYHYI0 MMMOOMIH3auio (cM. paszaen 4.8).

Y umaenue uatepsaia QT

HeoOxonuma ompenesneHHas OCTOPOKHOCTh IpU  NpueMe (QTOPXMHOJOHOB, BKIIIOYas
o(ioKcalrH, y MallueHTOB C U3BECTHBIMU (haKTOpaMH pUcKa yAJuHeHus untepBana QT, Takumu
KaK:
® [I0XWIOH BO3pAacT;
® HECKOPPEKTUPOBAaHHBI  JUCOQJAaHC  AJEKTPOJIMTOB  (HAmpuMmep, THMIIOKaIUEeMHUs,
TUIIOMarHUeMus);
e BpOXJEHHOE yuinHeHne naTepBana QT;
e 3a00JeBaHUS CEPIIEUHO-COCYAMCTON CHUCTEMBbI (CepAeyHas HEeJOCTaTOYHOCTb, MH(APKT
MHOKap/a, Opagukapaus);
e OJIHOBPEMEHHBIH mMpueM mpemnaparoB, ymmHsomux uaTepBan QT (IA u III kmaccer
AHTHAPUTMUYECKUX MpPEnaparoB, TPULUKINYECKUE aAHTHACTIPECCAHTHI, MaKPOJIUIbI,
HENPOJIENITUKH).

IIcepnomapanutnueckad muactenus (myasthenia gravis)
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IPOBEJCHNE AaKTUBHOCTbIO M MOTYT YCHJIMBATh MBIIIEYHYIO CIAa0OCTh y MAlMEeHTOB C
MICEBAONAPATUTHYECKON MHUACTCHHEH. B  MOCTperucTpalMoHHOM TMEpHOJe HAOIIOAIUCh
cepbe3Hble HEOIATOMPUITHBIE PEAKIIMH, BKIIOUYAs JIETOYHYIO HEJIOCTATOYHOCTb, TOTPEOOBABIIIYIO
IMPOBCACHUC HCKyCCTBeHHOﬁ BCHTWIAIIMU JICTKHUX, H CMGpTGJIBHBIfI HUCXO0Hd, KOTOPBIC
ACCOLIMUPOBANIUCH C NMPUMEHEHHEM (PTOPXHUHOJIOHOB y MAIMEHTOB C ICEBIONApaTUTHYECKOM
muacreHuei. llpumeHenune od¢rokcanMHa Yy MAlUEHTa C YCTAHOBJICHHBIM JIHATHO30M
TNICeBI0NAPATUTUIECKON MHACTCHUH POTHBOIIOKa3aHo (cM. pasaen 4.3).

Tspxenble KOKHBIE peaKIuU

[Tpu mpueme oduiokcaliiHa cooOIAIOCh O Pa3BUTHH TSKENbIX OYJUIE3HBIX PEaKIIHi, TaKuX Kak
cunapom CrtupeHca-/[>KOHCOHA, TOKCUYECKUIA AMUACPMATIbHBIN HEekpoau3. [lanmenToB ciemyer
UHGOPMUPOBATh O TOM, YTO IPHU PA3BUTHHU KOXKHBIX PEAKIUN W/WIM MOPAKEHUUM CIM3HCTHIX
000J109€K, HEOOXOMMO HEMEUICHHO OOpaTUTHCS K Bpady, MPEXIe Y9eM MPOJI0JDKAThH JICYCHUE
0QIOKCAITUHOM.

PeaKIII/II/I TUINICPUYYBCTBUTCIIbHOCTH U AJUICPIHYCCKUEC PCAKIINU

[Tpu npumeHeHun GTOPXUHOIOHOB COOOIIATIOCH O Pa3BUTHH PEAKLIUI TMIIEPUyBCTBUTEIILHOCTH U
QUIEPrUYeCKUX pEeaKUusAX YXKe IO0cCJie IEepPBOro NpuMeHeHus (aHaQUIaKTUYECKUH IIOK U
aHa(UIAKTOUHBIE pEaKIUHM, KOTOpble MOTYT IPOrPEeCCHpPOBaTh M0 KHU3HEYIPOXKAIOILEro
coctosiHUs). B 3TUX ciyyasx cieayer NpeKpaTuTh NpUMEHEHHe OQUIOKCalMHAa W HauyaTh
COOTBETCTBYIOILIEE JIEUEHUE.

[IcuxoTHUecKkne peakiiuu

[TcuxoTnyeckue peaklny, BKIIOYAsk CyUIMIAIbHBIE MBICIIH/TIONBITKH, OTMEYAIUCh Y MAllUEHTOB,
NPUHUMAIOIINX (PTOPXUHOJIOHBI, BKIIOYAs OQuioKkcaluH. B ciyudae pa3BuTHs JH00BIX TOOOYHBIX
3(pPEKTOB CO CTOPOHBI IIEHTPAJBLHOW HEPBHOM CHUCTEMBI, BKJIIOYAsh HapyIIEHUS ICUXUKH,
HE00X0MMO HEMEJUIEHHO OTMEHUTH Inpenapar OQIIOKC U Ha4aTb COOTBETCTBYIOLIYIO TEPAIHUIO.
B sTux cinyyasx pekoMeHIyeTcsl MepedTH Ha Tepamnuio APYTUM aHTHUOMOTHKOM, OTJIMYHBIM OT
(TOPXUHOJIOHOB, €CJIU 3TO BO3MOKHO.

Odnokcaniil ~ cieyeT Ha3Ha4aTb C  OCTOPOKHOCTBIO —MMAIMEHTaM C ICHUXOTUYECKHMHU
HapyLICHUSIMU (B TOM YHCJIE B aHAMHE3E).

AHeBpHu3Ma B pACCIOCHUE a0PThI, DCFVDFI/ITaHI/ISI/HC)IOCTaTO‘{HOCTB KJiariaHa cepJana

ITo JaHHBIM 3ITHACMHUOJIOTMYCCKUX I/ICCJ'IG)IOBaHI/Iﬁ coo6man005 O IMMOBBIIICHHOM PHCKE pa3BHUTHUA
AHCBPHU3MbI aOPThI U PACCIIOCHHUA A0PTHI, 0COOEHHO Y HaguCHTOB IMOXKUJIOTO BO3pPacCTa, a TAKKE

perypruTaliyy aopTajJbHOTO U MUTPAJIBHOTO KJIAMaHOB IOCJIE MPUMEHEHUs] (TOPXHUHOJIOHOB. Y
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paccioeHusl a0pThl, HHOT' /1A OCJIOXKHEHHBIX Pa3pblBOM (B TOM YHCIE C JIETAJIbHBIM HCXOJO0M), a
TaKKE PerypruTaluu/He0CTaTOYHOCTH JIF000r0 U3 KIIanaHoB cepua (cM. pasnen 4.8).

B cBA3u ¢ 3TuUM, (TOPXMHOIOHBI CIEAYeT HPUMEHATh TOJIBKO IOCIE TIIATEIbHOM OLIEHKU
COOTHOILIGHUS «IOJb3a-PUCK» M PACCMOTPEHHS JPYTUX BapHAaHTOB TEPAlMH y MAI[EHTOB C
AQHEBPU3MOM aOpTHI MJIM BPOXKIEHHBIM ITOPOKOM KJjlalaHa ceplla B CEMEMHOM aHaMHe3e, WU Y
NAlMeHTOB C JIUAarHOCTUPOBAHHOM aHEBPU3MOM aoOpThl W/WIM PACCIOCHHEM AaopThl WU
3a00JIeBaHNEM KJallaHa cep/la, WIK NpU HAJIUYUU JIPYruX (AKTOPOB PUCKA WM COCTOSHHA,
Ipepacioaraolx K pa3BUTHIO:

- KaK aHEBPU3MBbI M PaCCIIOCHUS a0pPThl, TAK U PErypruTalui/HeI0CTaTOYHOCTH KlallaHa cepaLa
(HampuMmep, 3a00JIeBaHMS COCMHUTEIBHON TKAaHH, TAKHE KaK CHHAPOM MapdaHa uii CHHAPOM
Onepca-lannoca, cunzapom Tepuepa, Oone3nb bexuera, aprepuanbHas TUIEPTEH3US,
PEBMaTOUIHBIN apTpUT);

WIN AONOJIHUTENBHO:

- QHEBPU3MBI U PACCIIOCHUS aOpTHI (HAIIPHUMEp, COCYAUCTHIE 3a00JIeBaHMs, TAKHE KaK apTEPUUT
Takasicy, TMTraHTOKJICTOUHBIM apTepUUT, MOATBEPKACHHBINH aTepockiiepo3, cunapoM llerpena);

- perypruTaiyi/He0CTATOYHOCTH KiIanaHa cep/ana (Hampumep, HH)EKIMOHHBIA SHIOKAP/IHT).
Puck pa3BuTHs aHEBpU3MBI U PACCIOCHUS A0PThI, @ TAKXKE UX Pa3phlBa MOXKET OBITh MOBBIIIEH Y
MAIMEHTOB, OTHOBPEMEHHO IMOJTyYaIOIINX CHCTEMHBIE TIIFOKOKOPTUKOCTEPOHIBI.

B cnyuyae mosiBaeHus BHe3amHOM OoiM B KMBOTE, TPyAM WM CIHHE MalME€HTaM CJelyeT
HEMEJUIEHHO 00paTUTHCS K Bpady B OT/IEICHHUE HEOTIIOKHON TTOMOIITH.

[TaurenTam ciexyeT peKOMEHJ0BaThb HEMEMJICHHO OOpaTHThCA 33 MEAMLMHCKOW MOMOIIBIO B
Cllydae TIOSIBJIGHUS OCTPOW OJBIIIKH, BIIEPBBIE BO3ZHUKIIETO OIIYIICHHUS YyYalleHHOTO
cepAuneOreHNs WK Pa3BUTHUS OTEKA )KUBOTA WIIM HIYKHUX KOHEYHOCTEH.

HaDVHIeHI/Ifl d)VHKHHH IICYCHHU

OdokcaliH clieyeT MPUMEHSATh C OCTOPOKHOCTBIO Y MAIlMEHTOB C HAPYIICHUSMHU (YHKIIHU
MEYCHH, TaK KaK MOT'YT BO3HUKHYTH IOBPCKIACHUA TICUYCHU. HpI/I IMIPUMCHCHUUN (1)TOpXI/IHOJ'IOHOB
co00IIaIoCh O CiIy4asx pa3BUTHS (PYJIBMHHAHTHOTO TeMaTuTa, MPHUBOMASIIETO K Pa3BUTHIO
MICYEHOYHON HEIOCTATOYHOCTH (BKIIIOYAs CITyYau C JIETAIBHBIM UCX0a0M). [laiueHram ciemyer
PEKOMEH/I0BATh MPEKPATUTh JICUCHHE U OOPATHTHCS K Bpady, €CIM HAOIIOAAI0TCS CHMIITOMBI U
IMPU3HAKH 3a001€BaHNA MEYCHU, TaKUC KaK aHOPCKCHUS, KEITyXa, IOTCMHCHUC MOYH, KO>XHEIN
3yq, 0OIIb B KHUBOTE.

JlucrinukeMus (TMOO- U THOEPIVIMKEMUS )
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pa3BUTHE IUCTIIMKEMHH (M3MEHEHHE KOHIIEHTPAIMM TJIFOKO3bl B KPOBH), BKIIIOYAs THIIO- U
runepriaukemMuto. Ha Qone Ttepanmuu oQiuokcaunHOM JHCTIIMKEMHUS Yalle pa3BUBANach y
NAlMEHTOB TMOXHWJIOTO BO3pacTa M NAIlMeHTOB C CaxapHbIM JAua0eToM, MOIyYarolux
COITYTCTBYIOIYIO TEPANHUIO0 MEPOPaTbHBIMU THUIOIMIMKEMUYECKUMH CpEACTBAMHU (HAIpUMED,
npenapaTamMu CyJib(GOHUIMOUYEBUHBI) UK MHCYIUHOM. [Ipu nmpumeHeHnn ogoKcalnHa y TakKux
NAIMEHTOB BO3PACTAaeT PUCK Pa3BUTUSl TMIOIIMKEMHH, BIUIOTH /10 TMIIOINIMKEMHUYECKON KOMBI.
Heo0Oxoaumo nHhopMUpOBaTh NAIIMEHTOB O CUMIITOMAaX TMIIOTTIUKEMUH (CITyTAaHHOCTh CO3HAHUS,
TOJIOBOKPY>KEHHUE, «BOJYHID) alMETUT, TOJIOBHAS 00Jb, HEPBO3HOCTb, OLIYIICHUE CepAIIcONCHHS
WIM y4YallleHHe MyJbca, OJeIHOCTh KOXHBIX IMOKPOBOB, HCIIApUHA, IPOXKb, caabocTs). Ecnu y
NAlUEeHTa pa3BUBAETCAd TUIOIIMKEMHS, HEOOXOAMMO HEMENJIEHHO IMPEKpPaTUTh JICUEHUE
0(IIOKCAIIMHOM U Ha4aTh COOTBETCTBYIOIIYIO Tepanuio. B aTHX ciyuasx peKOMeHIyeTcs IepenTn
Ha TEPaIUIo IPYTMM aHTUOMOTHKOM, OTJIMYHBIM OT (PTOPXHMHOJIOHOB, €CIH 3TO BO3MOXHO. [Ipu
MPOBEJCHUH JeueHus OQIIOKCAlMHOM Yy TAaIMeHTOB IOXHIOr0 BO3pacTa, y MalUeHTOB C
caxapHbIM JMa0ETOM PEKOMEHAYETCS THIATEIbHBII MOHHUTOPHUHT KOHIEHTPAIlMH TJIIOKO3BI B
KpPOBHU.

HaIII/IeHTI)I, IIPUHUMAIOIIMEC aHTaroHMuCThl BUTAMHUHA K

BcnencrBue BO3MOKHOTO yBEJIMYEHUS 3HAYEHUH TPOTPOMOMHOBOTO BPEMEHH/MEXKTyHAPOTHOTO
HOPMAJIM30BaHHOT'O OTHOILIEHUS W/WIW Pa3BUTHUsS KPOBOTEUEHHUH Yy MAllMEHTOB, MPUHUMAIOIINX
OJTHOBPEMEHHO O(JIOKCAallMH M aHTaroHuctsl BuTamMuHa K  (Hampumep, Bapdapun),
pEeKOMEHAyeTC sl TIATENIbHbIII MOHUTOPUHT [TOKa3aTelei CBEPThIBAEMOCTH KPOBH.

Puck pa3BUTHUS PE3UCTEHTHOCTH

PacripoctpaneHHOCTh MPUOOPETEHHONW PE3UCTEHTHOCTH MHUKPOOPTaHU3MOB MOXKET U3MEHATHCA
reorpa)MuecKd M CO BpEMEHEM Ul OTIeNbHBIX BHJOB. IloaTOMy Tpebyercst permoHanbHas
uH(popMalus 1no pe3ucteHTHOcTU. CreayeT MpoBOAUTh MUKPOOMOJIIOTUYECKYIO JUArHOCTUKY C
BBIJICJIEHUEM BO30YIUTENSI U OINpPENENIEHUEM €ro 4yBCTBUTEIBHOCTH, OCOOEHHO MPHU TKENBIX
MH(PEKIUIX WK OTCYTCTBUH T€paneBTHUECKOro g dekra.

Nudexunu, Ber3Banasie Escherichia coli

Pesuctentnocts K (ropxmuHomonam Escherichia coli — wnambosee pacmpocTpaHeHHOTO
BO30yauTeNsT MHOEKIMH MOYEBBIBOAANIMX IyTeH — BapbHpPYeT B Pa3HBIX TeorpaduuecKkux
paiioHax. Bpauam pekoMeHIyeTcs MPUHUMATh BO BHHUMaHHE JIOKAIBHYIO PE3UCTCHTHOCTh
Escherichia coli k ¢pTopxunononam.

Nudexnmu, Ber3Banabie Neisseria gonorrhoeae
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IPUMEHSATh B KAUYECTBE IMIIMPUUECKOTO JICUSHUSI ITPU MTOI03PEHUH Ha TOHOKOKKOBYIO HH(EKIUIO
MOYeBBIX IyTell. CiielyeT BBIIIOJHUTD TECTHI HAa YyBCTBUTEIBLHOCTH BO30YIUTENS K O(pIIOKCAUHY
Ul TOTO, YTOOBI 00ECTIEYHUTD LIEJICHANPABIECHHYIO TEPAIUIO.

MeTHIWUIMH-PE3UCTEHTHBIN 30J10TUCThIN cTadhmiokokk (MRSA)

Hmeercsi BBICOKas BEpPOATHOCTh TOTO, YTO METHIIMJUIMH-PE3UCTCHTHBIA  30JOTHCTHIH
CTaUIOKOKK OyJIeT YCTOWYUB K (TOPXHHOIOHAM, BKIIFOUast odiokcarui. [Toatomy oduiokcarnx
HE PEKOMEH/TyeTCsI ISl JICUCHUST YCTAHOBJICHHBIX WIIH IPEATIONIAraeMbIX HHPEKIUH, BBI3BIBACMBIX
METHUIWILTNH-PE3UCTEHTHBIM 30JI0TUCTBIM CTa()UIOKOKKOM, B Cllydae eciH JIabopaTopHbIe
aHAJIU3bl HE MOATBEPIMIIA YyBCTBUTEIBHOCTH 3TOI'0 MUKPOOPTaHU3Ma K O(IIOKCAIINHY.

Mudeximu KocTeil U cyCTaBOB

[Tpy nHpeKIUAX KOCTEeH U CyCTaBOB ClelyeT pacCMOTPETh HEOOXOUMOCTh KOMOMHUPOBAHHOTO
npuMeHeHHs o(pIIOKCcalHa ¢ APYTUMH aHTHOAKTEpUATbHBIMH TIpEriapaTaMH.

Bausnue Ha J'Ia6ODaTODHBIC MOoKa3aTcii 1 AMAarHOCTHYCCKUC TCCThI

Odokcania  MokeT MHruOuposath poct Mycobacterium  tuberculosis, npuBoas k
JIOKHOOTPHIIATEIBHBIM PE3yJIbTaTaM MPH OAKTEPUOIOTHYECKOM INArHOCTUKE TYOepKyJIe3a.

[Tpu onpeneneHny B MOY€E OMUATOB M MOPGUPHUHOB BO BpeMs JIeUeHHS 0(DIIOKCAIMHOM BO3MOKEH
JIOKHOTIOJIOKHMTENbHBIA pe3yabTaT. MOKET BO3HHUKHYTH HEOOXOAMMOCTH B IOITBEPIKICHUH
TIOJIOKHUTEITBHBIX PE3YJIBTATOB C MIOMOIIBIO 00JIee Crien(pHIECKUX METO/IOB.

Hapy1ienus 3peHus

[Ipu pasButHm JIOOBIX HApPYIICHWH 3peHUS HEOOXOAMMa HEMEUICHHAs KOHCYJIbTAIUs
o(ramemorora (cm. pazaen 4.8).

Nudekun, BEI3BaHHBIE CHHETHOMHON AJI0YKON

[ocriuTanbHble MH(EKIMK, BBI3BaHHBIC CHHETHOWHOW manoukoi (Pseudomonas aeruginosa),
MOTYT NOTpe6oBaTh KOMOMHUPOBAHHOTO JICUEHUSI.

I/IHd)CKHI/II/I OpraHoB MaJIoTro Ta3a

Hnst neuenus WHQPEKIMOHHBIX 3a00JIEBaHM OPTaHOB MaJOTO Ta3a OQUIOKCAMH CIIETyeT
MPUMEHSTh B KOMOWHAIIMU C MPOTHBOMHUKPOOHBIMH TperaparaMu, aKTUBHBIMU B OTHOIICHUU
a’po0OoB.

IIpouee

B nepuop neueHust He peKOMEHAYETCS YIOTPEOIITh dTaHOJ.
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CMEPTHOMY OTUETY

B3auMOAeliCTBUA

AHTauuael, cojeprKalye allOMUHUS TMAPOKCUJ, CYKpaibdar, MarHus T'MAPOKCHJI, aJIIOMUHMUS

d)OC(baT, WJIH ITpCriapaThl, COACPKAINEC TMHK, KEJIC30

AHTanuabl, cojepKalue aJTlOMUHUS TUIAPOKCUI, CyKpaibhaT, MarHus TUAPOKCU, AIIFOMHUHUS
docdat, nnu npenapaTsl, CoACpPIKAIINE IUHK MITH JKEJIe30, CHIKAIOT BCACBIBAHUE O(IIOKCAIIMHA.
[Ipy mpuMeHEHHH BBIICTIEPEYUCICHHBIX IPENaparoB M OQIJIOKCalMHA MEXIY WX HPUEMOM
cienyer coOaoaaTh NPUOIN3UTEIBHO JBYXYacOBOM HHTEPBA.

AgTtaronguctsl Butamuga K

VYBenuyeHue 3HAYCHUH MPOTPOMOMHOBOTO BPEMEHU/MEKIYHAPOJHOTO HOPMAIM30BAHHOTO
OTHOILIECHHS W/WIH Pa3BUTHE KPOBOTCUCHHI (B TOM YHCIIE TSHKEIIBIX) OTMEYAJIHCh Y MAalMEeHTOB
Ipy OJHOBPEMEHHOM MPHUMEHEHUU OQIIOKCAllMHA M aHTaroHMcToB BUTamuHa K (Hampumep,
Bapdapuna). Ilpu oAHOBpEeMEHHOM MPUMEHEHHH AaHTAarOHUCTOB BuTamMuHa K Heobxomum
KOHTPOJIb CBEPTHIBAIOILIEH CUCTEMBI KPOBH.

I'mnOeHKIaMu

O(i)J'IOKCB.I_II/IH MOXECT HE3HA4YUTCIIbBHO YBCJINYNBATDb CbIBOPOTOYHLIC KOHLCHTpAIU
FJ'II/I6GHKJ'IaMI/II[a IIpu OJAHOBPCMCHHOM IIPUMCHCHUM. HpI/I OIHOBPCMCHHOM IIPUMCHCHUH
Oq)HOKCaIII/IHa u FJII/I6€HKJIaMI/IZ[a PECKOMCHAYCTCA THIATCIIbHO KOHTPOJIIMPOBATH COCTOSHUC
MaUCHTOB U KOHLCHTPAWIO I'NTFOKO3bI B KPOBU.

Jpyrue runorauKeMUYECcKHE CPeIcTBA I IprueMa BHYTPh M MHCYJINH

O(I)J'IOKCB.I_II/IH YBCIUYUBACT PUCK Pa3BUTUA THIIOTTIMKCMUH, Tpe6yeTC$I Ooiee TH.IaTeJ'ILHLIﬁ
MOHUTOPHHT KOHOCHTpPAIWH T'JIFOKO3bI B KPOBH.

[TpoGenenm, MIMMEeTUANH, QYPOCEMUI MM METOTPEKCAT

[Ipy mpuMeHEeHUN XWHOJIIOHOB BMECTE C IMpenapaTraMu, BHIBOJSIIMMECS M3 OpraHu3Ma MyTeM
MOYEYHOW KaHAJbIIEBOM CEKpeluu (TaKUMH Kak TpOoOCHEeUH], IMMETUIUH, (QypoceMus,
METOTPEKCAT), BO3MOXXHO B3aWMHOE 3aME/JICHUE BBIBEJACHHS W YBEIMYCHHE CBHIBOPOTOUYHBIX
KOHIIEHTpaIui (0COOEHHO B Clly4ae MPUMEHEHHS BHICOKUX J103).

[IpenapaTpl, CHIJKAIOIIWE TOPOr CYAOPOKHOW aKTHMBHOCTHM TOJIOBHOTO MO3ra, HaIpuMmep,

teodmwnnd, denbydber (1 apyrue noaoOHbIE HECTEPOUAHBLIE HPOTHBOBOCHAIUTEINLHBIE

npenaparbl [

B kmmangeckux HUCCICOOBAaHUAX HE OBLIO YCTaHOBJICHO KaKux-1100 (bapMaKOKI/IHeTI/I'-IeCKI/IX

B3aUMOJCUCTBUIM O(I)J'IOKCEII_II/IHa C TCO(I)I/I.HJII/IHOM. OI[HaKO BO3MOXHO 3HAQYUTCIIBHOC CHHXXCHHC
rnopora CYHOpO)KHOﬁ AKTUBHOCTH TOJIOBHOTO MO3ra Iipu OJHOBPECMCHHOM MPHUMCHCHUU
XHWHOJIOHOB C Ipf€rnaparaMy, CHUXKAIOIIWUMU IMOPOT CYJIOPO)KHOI\/'I AKTUBHOCTH T'OJIOBHOI'O MO3ra

(teopmmuH, ¢enbyden (u apyrue moa00HBIE HECTEPOUTHBIE MPOTHBOBOCTATHTEIIbHBIC
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(NOCNEQCBATENEHOCTE 0001)

npemnaparsl)).

[ TIOKOKOPTHKOCTEPOUEI

[Ipy OJHOBpEMEHHOM NPUMEHEHUM C TIIFOKOKOPTUKOCTEPOMAAMU IOBBIIIAETCS PUCK pa3pbiBa
CYXOXHJIUI, 0COOEHHO y MOKUJIBIX AllUEHTOB.

[Ipenapartsl, ciocoOHble VUIMHATE HHTEpBAI QT

Odnokcania, Kak W JApyrue (PTOPXMHOJIOHBI, CIEAYeT NPUMEHSTh C OCTOPOXKHOCTBIO Y
NAIMEHTOB, MMOJIyYaIONIUX IpenapaTsl, CIOCOOHBIE yIIHHATh uHTepBain QT (anTHapuTMHUYECKHE
npenapatsl |A u Il kaccoB, TPULMKIMYECKUE aHTUICTTPECCAHTHI, MAKPOJIUAbI, HEUPOJIECITHKH)

JlekapCTBEHHBIE CPEACTBA, OIIECIAYMBAIOIINE MOYY (I/IHFI/I6I/ITODI>I KaD6OElHI‘I/II[DaBBI, OUTPAaTEhI,

HATPUs TUAPOKApOOHAT)

[Ipy Ha3HayeHUM C JIEKAPCTBEHHBIMH CPEICTBAMH, OLIEIAYMBAIOLIMMU MOYY (MHTUOUTOPHI
KapOoaHTHIpa3bl, LUTPAThl, HATpUs THUIPOKAPOOHAT), YBEIMYUBACTCS PHUCK PA3BUTHUS

KPUCTAILTYPUH U He(hpOoTOKCHYEeCKUX 3((HEKTOB.

4.6 ®epTUIBLHOCTH, 0EPEMEHHOCTDb U JAKTALMS.

bepeMeHHOCTH

OdokcalH IPOTHBOIIOKA3aH K MPUMEHEHHIO TP OepeMeHHOCTH (cM. paszaen 4.3).

JlakTaims

Tak kak oIOKCAIMH IKCKPETHPYETCS B TPYIHOE MOJIOKO, TO B CBSI3M C PUCKOM JIJisi peOeHKa,
JKEHIIMHAM, KOPMSIIMM TpYyAbl0, HE ClelyeT NpUHUMATh O(MIOKCAllMH, WU, B Clydae

HCO6XOI[I/IMOCTI/I €T0 IMPUMCHCHU, CIICAYCT IIPEKPATUTL I'PYAHOC BCKApMJIMBAHUC.

4.7 BinsiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMHM M PadoTaTh ¢
MeXaHU3MaMH

Hekoropele HexenaTenbHbIE peakIMM, TaKWe KaK TOJIOBOKPYKEHHE/BEPTHIO, COHJIMBOCTb H
HapyLIEeHUE 3PEHUS MOTYT CHM)KATh IICUXOMOTOPHYIO PEAKIIUI0 U CIIOCOOHOCTh K KOHIEHTPALUU
U B CBSI3U C 3THUM IOBBICUTbH PUCK B CUTYAlIUSX, B KOTOPHIX HATMYHME 3TUX CIOCOOHOCTE 0COOEHHO

Ba)XHO (HanpuMep, IpHu YIPaBICHHN aBTOMOOWIIEM WJIH APYTHMHU MEXaHH3MaMH).

4.8 HexennaTenbHbIE peakuuu

TabanuHoe pE3I0ME HEXKENATCILHBIX PeaKIIMH

HexenarenpHple J€KapCTBEHHBIC PEAKIMH IPHUBEICHBI B COOTBETCTBUU C KiaccUpUKalmuen
opranoB u cucteM MedDRA u mepeurcieHbl Mo yactore. YacTora HEKeENaTSIbHBIX PEaKIlHid
OIICHUBAETCA CIIEMYIOMUM oOpa3zoM: oueHb dacto (>1/10), wacto (>1/100, Ho <1/10), HEewacTo
(>1/1 000, Ho <1/100), peaxo (>1/10 000, mo <1/1 000), ouens peaxo (< 1/10 000) u yacrora
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 19.05.2022 N= 11674

Heu3BecTHA (HEBO3MOKHO OLIEHUTh YaCTOTY UCNOJS M3 )igt)l;};ﬂllg&I;gﬁ‘HEthc CTb 00071)

CI/ICTeMHO-OpFaHHLIﬁ KJ1accC HexenareabHas peakuus

Karteropust yacTorsnl

Hugpexyuu u unsasuu

['pnOkoBbIe WHGEKINH, PE3UCTEHTHOCTh MATOT€HHBIX
Heuacto
MHUKPOOPTaHU3MOB

Hapywenus co cmoponvl kposu u numgamuieckou cucmemvl

AHeMHs, TEMOJHWTHYECKas  aHEeMHs,  JICUKOIICHUS,
Ouens penko
903UHODHUITUS, TPOMOOIIUTOTICHUS

AFpaHy.]'IOI_II/ITO3, INaHIIMTOIICHM A, YTHETCHUC
YacToTa Heu3BeCTHA
KOCTHOMO3I'OBOI'O KPOBCTBOPCHU A

Hapywenus co cmoponvl umMmynHou cucmembl

AHnaduiiakTuyeckue peakuuy, aHa(UIaKTOUHbIE
Penxo

peaxKuuy, aHrHOHEBPOTUYECKUIN OTEK
OueHb penko AHadunakTudecKkuil oK, aHaUIaKTOUIHBIN IOK

HapymeHuﬂ CO CmMOpPOHbL memaobonuzmMa u NUMAHUs

Penko AHopekcus

['unepramkeMusi, TMIOTIMKEMHUS; TsDKeNasi TUIOTIIMKEMMUS,
BILJIOTH JI0 Pa3BUTUS TUIIOTIMKEMUYECKON KOMBI (0COOEHHO
YacToTa Hen3BeCTHA y MOKUJIBIX MAIUEHTOB, NAIlUEHTOB C CaXapHbIM 1HAa0ETOM,
IMPUHUMAIOIIUX  IE€pOpaIbHbIC TUIIOTTIMKEMUYECKUE

CpEeACTBa WIN NOJTYyYaOLHUE JEUeHHE HHCYIUHOM)

Icuxuueckue Hapyuwienus*

Heuacto A)KI/ITE[LII/IH, HapyuIcHus:A CHa, 6CCCOHHI/II_I8.

[TcuxoTnyeckue HapyuleHUs (HampuMmep, rajuTIOIMHAILIN ),
Penxo TpEBOra, HEPBO3HOCTb, CIYTAHHOCTb CO3HAHMS, HOYHbIE

KOIIMaphbl, AETPECCHs
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 19.05.2022 N= 11674

:l-:..'iEJ.'_- BATENBHOCTE 000T)

CucTeMHO-OpPraHHbIi Kjace Hesxenar

Karteropust yacTorsnl

IIcuxoTnyeckue HapylUEeHHs U JEIPECCUsl ¢ IPUUYNHEHUEM

cebe Bpena, B PeIKUX CIydasx, BIUIOTh 10 CYUIIHIATbHBIX

YacroTa HeU3BeCTHA MBICJICH WUJIM MOMBITOK, HEPBO3HOCTh, HAPYILICHUS MaMSITH,
JeIUpuit (BKITIOYAS HapyuleHHe BHHUMaHUS,
JI€30PUEHTAIIHUIO)

Hapywenus co cmoponwl nepenoti cucmemor *

Heuacro ['onoBokpy>keHue, rojJoBHast 00JIb

ConnuBocTh, MapecTe3usi, JUCreB3us (paccTpOHCTBO
Penxo
BOCIIPHSATHSI BKyCa), MApOCMHUsi (PACCTPOUCTBO OOOHSHHUS)

[Tepudepuueckas CEHCOpHas Helponarus,
nepudepudeckas  CEHCOPHO-MOTOpHasi  HeWpomartwus,
Ouens penko
CYJIOpOTH, OKCTpalmHpaMUAHBIE CHUMOTOMBI, BKJIIOYAs

TPEMOp, U ApYTIUC HAPYIICHUA MBIIIEYHOMN KOOpAuHaluu

AreB3us, TIOBBIIIEHHE BHYTPUUEPENHOIO  JIaBJICHUS
YacTora Hens3BecTHa (1oOpokauecTBeHHass  BHYTpUYEpENHas  TUIEPTEH3Us,

TMICEBIOOMYXO0Ib MO3Ta)

Hapywenus co cmoponul opeana 3penus™

Heuacto Pa3npakenue cinu3ucToi 000I0UKH ri1a3a, KOHBIOHKTHUBUT
Hapyuienus 3peHUs (murmuTonus, HapyllIeHHe
Penxo
L[BETOBOCIIPUSITHS)
YacToTa HeU3BeCTHA VYBeur

Hapywenus co cmoponul opeana ciyxa u 1adoupunma™

Heuacro Bepturo

Ouens penko Hapymienus cioyxa (3BOH B yIlIax), moTeps ciiyxa

Hapywenus co cmoponul cepoya™**
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 19.05.2022 N= 11674

N MOCTEQOBATENEHOCTE 000T)
CucTeMHO-OpPraHHbIi Kjace Hesxenar s
Karteropust yacTorsnl
Heuacto Ourymenne cepareoneHus

Penxo Taxukapaus

VY nunenue unrepBana QT, xkemynoukoBast apuTMHsI TUIIA
YacTtora Hen3BeCTHA «mupy3T» (OCOOEHHO y NAalMEHTOB C (hakTopamu pHCKa

ymmHeHus nHTepBasia QT)

Hapywenus co cmoponwl cocyoos™*

[loBblllIeHWE  APTEPUAIBHOTO  JABJICHHS, CHUYKECHHE
Penxo
apTepUaIbLHOIrO JIaBJICHUS

Hapywenus co cmoponul OvixamenvHoti cucmemsl, Op2arHos8 epyOHOU KIemKU U CPeOOCmeHUs]

Heuacto Kamensb, HazodapuHrur
Penxo Oppiika, 6poHXOCTIa3ZM
YacrtoTa Hen3BeCcTHA AJIJIepFI/I‘-IeCKI/Iﬁ ITHEBMOHMUT, TAXKEJ1asd OAbIIIIKA

Kenyoouno-kuuieunvie HapyuieHus

boau B JKHUBOTC, Auapes, TOUIHOTA, PpBOTA, CHUXKXCHUC

Heuacto
afrieTuTa
Penxo DHTEPOKOJUT (MHOTJa TeMOPPATHIECKHI)
YacToTa HEU3BECTHA Hucnencus, 3amop, METEOPU3M, IAHKPEATUT, CTOMATUT

HapymeHu}l CO CMOpPOHbL neverHu u ofceﬂqeebmod}zmux nymeﬁ

IloBEIlIIEHNE AKTHBHOCTH «IIEUYEHOYHBIX)» (l)epMeHTOB,

TaKUX KaK aJlaHMHAMUHOTpaHcpepasa (AJIT),
acniapraramuHoTpancdepasa (ACT), nakraTneruaporeHasa
bemeo (JIAT), ramma-rnyramunrpancepaza (ITT) w/mnm
menoyHass  Qocdaraza (D) w/mmm KoHIEHTparHit
OunnpyOuHa B KPOBU
OueHsb peako XomecraTudeckas KeaTyxa
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 19.05.2022 N= 11674

:l-:..'iEJ.'_- BATENBHOCTE 000T)

CucTeMHO-OpPraHHbIi Kjace Hesxenar

Karteropust yacTorsnl

['emaTuT, KOTOPBIA MOXXET OBITH TSDKEIBIM; TsDKENIas
[IEYCHOYHAss  HEIOCTaTOYHOCTb,  BKIIOYasg  OCTPYIO
IIEYCHOYHYI0 HEIOCTAaTOYHOCTh, HMHOIZA C JIETAJIBHBIM
YacroTa Hen3BECTHA
UCXOJ0M pu IIPUMEHEHUH odokcanuHa
IPEUMYIIECTBEHHO Y NAIIUEHTOB C HAPYIICHUSIMH PYHKIIUU

IICYCHU

HapyweHu}z CO CMOPOHbL KOJHCU U NOOKOJICHBIX MKAHel

Heuacto KoHbIi1 3y/1, KO’KHas ChIllb

Kpanusauna, THIIEPTUAPO3, IIyCTyJI€3Has CBIIIb,
Penxo
IPUIUBB» KPOBU K KOXKHBIM IMOKPOBaM

MHorogopmHasi 3KCCyAaTUBHAs SpUTEMA, TOKCHUECKUI
ANUAEPMANIbHBIN HEKPOJIN3, pEaKLIUU

Ouens penxo doroceHcuOUIM3aNHY, JIEKAPCTBEHHAS CHIb, COCYAMCTAs
IIypIlypa, BACKYJIUT, KOTOPBIM B UCKIOYUTEIBHBIX CIydasx

MOZKET IMPUBOJUTH K KOXKHBIM HEKPO3aM

Cunapom Cruenca-/[>xoHcoHa, OCTPBII
YacroTa HEU3BECTHA Te€HepaIn30BaHHbIN AK3aHTEMATO3HBIN MyCTYJIES,

9KC(HOIUATUBHBINA JepMaTUT

Hapywenus co cmoponul mbluieuHotl, ckelemHol U COeOUHUMENbHOU MKAHU ™

Penxo Tewguuut

ApTpanrus, MUANTUs, Pa3pblB CYXOXWIHs (Hampumep,
aXWJUIOBa CYXOXWIHsI) (KaK TMpU MPUMEHEHHH JAPYTUX
OueHb penko (GTOPXMHONIOHOB  A3TOT TOOOYHBIA  3pPexT Moxker
pa3BUBaTbCS B TeyeHWe 48 4 Mocie Hayajla JICYEHUs |

MOXKET OBITh I[By'CTOpOHHI/IM).

PabaoMuon3 u/Miy MUOIIaTHS, MBIIIIEYHAs CI1a00CTh, YTO
YacToTa HEU3BECTHA
0COOEHHO Ba)KHO JIJIs MAIIIEHTOB C IMICEBAO0MAPATUTHIECKOM
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(MOCTIEQOBATENEHOCTE 000T)

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

CucTeMHO-OpPraHHbIi Kjace HesxkenardibHas peakuu

Karteropust yacTorsnl

mMuacTeHuer (myasthenia gravis), HaapbIB MBI, pa3pbiB

MBIIIILL, Pa3pbIB CBA30K, APTPUT

Hapywenus co cmoponul nouexk u mMouesbig00auux nymet

HOBLIH_IGHI/IG KOHLIGHTpaI_[I/II/I eraTI/IHI/IHa B CBIBOpOTKe
Penxo
KPOBH

OueHp pPE€AKO OCTpaH moyceyHasd HEJOCTAaTOYHOCTD

OcTpblil  MHTEPCTULHUAIBHBIA  HEPPUT,  IOBBILLICHUE
YacTora Hens3BecTHA
KOHIIEHTPALlU MOYEBHHBI B KPOBU

BpODde@HHble, cemelinvie u ceHemuyeckue HApyuweHus

Yacrora Hens3BecTHA Oboctpenne noppupuu y mannueHToB ¢ nophupueit

061/(/;146 HApyweHnus u peakyuu 6 mecme 66e0eHUs.:

AcTeHusi, OBBIIICHUE TEMIEPATyphl Tela, 00K B CIIUHE,
YacTtoTa HEU3BECTHA
rpyau, KOHEYHOCTIX

* B oueHb peJKuX CiIydasx Mpu MPUMEHEHUN XHHOJIOHOB U (TOPXMHOJIOHOB, MHOT/Ia HE3aBUCHUMO
OT UCXOOHO UMCHOIITUXCA (baKTOpOB pucka, ObLIN 3apCTUCTPUPOBAHBI JJIUTCIIBHO COXPAHATOIMIUECA
(I[O HECKOJIBKUX MCCAILIEB HIIN J'IGT), HHBAJIMJUZHUPYIONIUE W HOTCHIHUAJIBHO H606paTI/IMI>IC
cepbe3HbIe MOOOYHBIE PEaKIIUH Ha TIPeTnapar, 3aTparuBarolife HECKOJIbKO, a UHOTJ]a 1 MHOKECTBO,
KJIACCOB CHCTEM OpPraHOB M OPraHOB YYBCTB (BKJIIOYAs TaKHe PeaklMH, KaK TEHAWHUT, Pa3pbiB
CYXOXUJIWA, apTparus, 00JIb B KOHCYHOCTAX, HAPYHMICHUC TTOXOJKH, HeﬁpOHaTI/IH, CBsI3AHHBIC C
NapeCTe3niaMu, ACIPCCCUA, IMOBBIICHHAA YTOMIACMOCTh, HAPYHICHUEC ITaMATHU, HAPYIICHUA CHA, a
TaK)Ke HapyIICHHS CITyXa, 3peHUs], BKyca i 00OHsMHHs) (CM. pasaen 4.4).

** YV manueHToB, OMy4YaBIINX (DTOPXUHOJIOHKI, OBLIIM OTMEYEHBI CITyYau pa3BUTHS aHEBPU3MEBI U
paccioeHusl a0pThl, HHOT/Ia OCJIOKHEHHBIX Pa3phIBOM (B TOM YHUCIIE C JIETAIBHBIM HCXO/0M), a
TaK)Ke PerypruTaliy/He0CTaTOYHOCTH JIF000ro KiamaHa cepana (cm. paszaen 4.4).

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX IOCNIe PETUCTpalun
JIEKapCTBEHHOTO TIpernapara ¢ 1eJbi0 00eCTIeUeHHs] HETPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEKOMEHAYEeTCs

COO6H_IaTB 0 JIFOOBIX MoAO3pCBACMBIX HCKCIATCIBbHBIX PCAKIUAX JICKAPCTBCHHOTO IIpfIiapara
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4yepe3 HallMOHAIBHBIE CUCTEMBI COOOITIEHUS O emenaTéElﬁ;'{:I;f;I %ﬁﬁsﬁgﬂﬁvﬁ;ﬁo&% I'—'"{:IIJjIéHOB

EBpa3uiickoro 53KOHOMHUYECKOI0 COK3a:

Poccuiickaa ®eoepayus

OenepanibHas ciryx0a 1o Ha3o0py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

Anpec: 109012, Poccuiickas @enepanus, r. MockBa, CiiaBsiHCKas miomaap, 1. 4, crpoenue 1
Ten.: +7 (499) 578-06-70, +7 (499) 578-02-20

Anpec 3neKTpoHHOM mouThl: pharm@roszdravnadzor.gov.ru

WutepHer-caiiT: WWW.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CumMnTOMBI

HauOonee BaKHBIMM CHMOTOMAaMH IEPEIO3HPOBKH SIBIAIOTCS CUMOTOMBI co cTopoHbl L[HC
(Takue Kak TOJIOBOKpPY)KEHHE, CIIyTaHHOCTb CO3HAHHUS, HapylIeHUWE CO3HAHMs, CYJOPOIH),
ynnuHenue uatepBana QT, a Takke peakuu o CTOPOHBI KETYJOYHO-KUIIEYHOTO TPaKTa (TaKue
KaK TOIIHOTA U 3p0o3uH cau3ucThix obomouek XKKT).

Jleyenue

B cinydae mepeno3upoBKM  PEKOMEHIYETCs  IPOBECTH  HIPOMBIBAHME  KeIylIka U
CUMITOMATUYECKYIO Tepanuto. J{Jis 3aluThl CIU3UCTON 000JIOUKH JKEITYKa MOTYT IPUMEHATHCS
anTanuabl. Heo6xoaumo npoBoauts MOHUTOpUHT DKI', Tak Kak BO3MOKHO Y/UIMHEHUE HHTEpBaJIa
QT. ®pakuuu odokcanMHa MOXKHO YJAIUTh U3 OpraHu3Ma IyTeM TIeMOJuan3a.

CHCHI/I(I)I/I‘-ICCKOFO AHTHA0TA HE CYHICCTBYCT.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYECKHE CBOMCTBA

dapmakoTepaneBTHUECKasi TIpymnmna: aHTHOAKTepUalbHbIE CpPEACTBA CHCTEMHOIO JEeHCTBHUSA;
IIPOU3BOHBIE XMHOJIOHA; PTOPXUHOJIOHBI

Kox ATX: JOIMAO1

Mexanu3M JeCTBUS U d)aDMaKOHI/IHaMI/I‘-ICCKI/IC Bd)d)eKTLI

Odokcale sBJISETCS CUHTETHUECKUM aHTHOAKTEpUAIbHBIM IpPEnapaToM IIHPOKOTO CHEKTpa
JEeNCTBUS U3 TPyNIbl PTOPXHUHOJIIOHOB, 00Jada0IUM OaKTePUIUAHBIM AelcTBUeM. OCHOBHBIM
MEXaHHU3MOM JIEUCTBUS XUHOJIOHOB SIBJISIETCS CcHelr(uueckoe WHrHOUpoBaHue OaKTepuanibHON
JHK-rupaser. JIHK-rupaza HeoOxoauma i peIUIMKAalMM, TPAHCKPUIIMM, pErapalud |
pexomOuHanuu OakrepuansHoil JIHK. Ee wuHrubupoBaHue NpUBOIUT K PACKPYUYUBAHHUIO U

necradbmmm3anuu 6axkrepuansHoit JJHK u BciaencTBue 3Toro k rudenn MUKPOOHON KIIETKH.
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BpicOKOAaKTHBEH B OTHOIICHUH OOJIBIIMHCTBA rpaMof%;%ﬁgfg “EE%ﬁﬁéﬂBi(Pﬁe'ﬁLhmx

MHUKpPOOPTaHU3MOB.

DTOPXUHONOHBI 001aJal0T OAKTEPULUAHON AKTHMBHOCTBIO, 3aBHCHMOW OT KOHLEHTpAIMH, U
YMEpEeHHBIM TocTaHTuOakTepuaibHbiM nelictBueM. CooTtHomenne AUC u  MHHUMaIbHOM
noaasssitoned konnenTparuu (MIIK) wim cooTHoIeHne MakcuMaibHON KOHIIeHTpanuu 1 MITK
SBIISIIOTCSL  MPOTHOZUPYIOUIMM  (DaKTOpOM Ui YCHEHIHOTO  KJIMHUYECKOTO  JICUCHHUS.
YyecmeumenvHvlie MUKPOOP2AHUZMbL

Henocmosinno uyscmeumenbHvle MUKPOOP2AHUSMbL (B03MOJNCHO 8CIe0Cmeue NpuobpemeHHou
pesucmenmunocmu): Citrobacter freundii, Escherichia coli, Klebsiella oxytoca, Klebsiella
pneumoniae, Neisseria gonorrhoeae, Proteus mirabilis, Pseudomonas aeruginosa, Serratia spp.,
Staphylococcus spp. (koaryniasoHeraTuBHBIC mTamMMbl), Staphylococcus aureus (memuyunnun-
yyecmeumenvhole wmammst), Staphylococcus epidermidis, Campylobacter jejuni, Enterococcus
faecalis, Streptococcus pneumoniae.

Pezucmenmmuvie muxpoopeanuzmol

Acinetobacter baumannii, Bacteroides spp., Clostridium difficile, Enterococci (8 Tom umcie
Enterococcus faecium), Listeria monocytogenes, Staphylococcus aureus (MeTHIIUILIHH-
pesucrenTHBIe mTamMMel), Nocardia spp.

Pezucmenmnocmo

Pe3ucteHTHOCTH K O(QIIOKCAIIMHY pPa3BUBACTCS B pe3yjbTaTe€ IO3TAIHOTO Ipolecca MyTauui
TeHOB, Koaupytonmx obe Tomonzomepassl tuna II: JIHK-rupasy u tonousomepasy IV. Jlpyrue
MEXaHU3Mbl PE3UCTEHTHOCTH, TAKME KaK MEXaHU3M BIIMAHHUS HAa MPOHUIIAEMOCTb BHEIIHUX
CTPYKTYp MHUKPOOHOW KJIETKH (MEeXaHW3M, xapakTepHeid st Pseudomonas aeruginosa) u
MexaHu3M 3¢ (daroKca (aKTUBHOTO BBIBEAECHUS NPOTUBOMHUKPOOHOIO CpeACTBa M3 MHUKPOOHOM
KJIETKH ), MOTYT TaK)Xe BIUSATh HA YyBCTBUTEILHOCTh MUKPOOPTaHU3MOB K O(JIOKCAIIUHY .
Hozepanuunvie 3nauenus MIIK

[Torpanuunsie 3Hauenuss MIIK (mr/n) odnokcannna, yreepxaeHHble EBponeiickuM KOMUTETOM

10 OTPE/ICTICHUIO YyBCTBUTENBbHOCTH K aHTHONOTHKaM (EUCAST).

MUKPOOPraHu3MBbI UyBcTBUTEbHBIC (MI/T)  [Pe3ucTeHTHBIE (MT/M)
Enterobacteriaceae <0,5 >1

Staphylococcus spp. <1 >1

Streptococcus pneumoniae <0,12 >4

Haemophilus influenzae <0,5 >0,5

Moraxella catarrhalis <0,5 >0,5

Neisseria gonorrhoeae <0,12 >0,25
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[lorpannunbie  3Hauenuss MIIK, He <P,5 1L

CBA3AaHHBIC C KOHKPCTHBIM BUAOM

MUKPOOPIraHU3MOB

5.2. DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopbuus

[Tocne mpuema BHYTph O(IOKCAIIMH OBICTPO ¥ MOYTH MOJTHOCTHI0 a0COPOUPYETCS U3 JKEITyJOUHO-
KHILIEYHOr o TpakTa. buonoctynHocTs coctaBisier npaktuuecku 100%.

Pacopenenenue

MaxkcuMalnipHasi KOHICHTpaLus o(IOKCallMHa B IUIa3Me KPOBH IOCJIE MpUEeMa pPa3oBOM JI03bI
200 mr cocraBmser 2,5-3 MKr/miu u gocturaercs depe3 | 4. Csi3piBaHHE ¢ O€IKaMH ILIa3Mbl
cocraBisieT 25 %. O0beM pacnpenencHus - npumepHo 120 1.

BI/IOTDaHCd)ODMaHI/IH

Menee 5 % odnokcarna noasepraetcst OnorpanchopMaruu.

DJIMMUHALHS

BriBogutes, rimaBHBEIM 00pazoM, modukamu (80-90 % mo3wl - B HEM3MEHCHHOM BHUJE). B Moue
oOHapy»XuBaloTCsi J1Ba OCHOBHBIX MeTabomurta: N- necmerunoduiokcanu u odiokcanun N-
okcua. Oxono 4 % odrokcanrHa BBIBOJUTCS C KEMYbl0 B BUOE TNIIOKYpoHHIOB. Ilepuon
NOJTyBBIBEJIeHUS cocTaBigeT 6-7 4. KoHuenTpauuu ogrokcanyia B MoYe U B UH(UIIMPOBAHHBIX
MOUEBBIX IyTSIX MPEBBIIIAIOT KOHIIEHTpAIMK 0(JI0OKCallMHA B CBIBOPOTKE KpoBU B 5-100 pas.

DdapMaKOKMHETHKA B 0COOBIX rpynmnax nainucHTOB

Tlooicunvie nayuermol

vy MNanuCHTOB IIOKHUJIOTO BO3pacTa OTMCYACTCA YBCIMYCHUC IICPUOJa ITOJYBBIBCACHHA, HO
MaKCUMaJibHasA KOHIUCHTpalusa HEC U3MCHCTCH.

HCZI/;MEHmbl C NoYeyHou HedOCMAMoO4YHOCbIO

HpI/I MMOYEYHOM HEAOCTAaTOYHOCTH IEPUO/ IMOJIYBBIBCACHUS YBCIMINBACTCA, 06H.[PII>1 Y MMOYCUHBIMN

KIIMPEHC CHUKAKOTCA MPOIMOPHUOHATIBHO CHUKCHUTO KIIMPCHCA KPpECaTUHHHA.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
Aopo:

Kpaxman kaprodenbHbIi

Maruus creapat

[lemtro103a MUKPOKpUCTAIUINYECKAS

IToBunon
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 19.05.2022 N2 11674

(NOCNEQCBATENEHOCTE 0001)

Booopacmeopumas nnenounasn obonouka:

I'oToBas BOAOpaCTBOpHUMas IJICHOYHAA 000J104Ka

Cocmae 0boaouku:

[ ApOKCUTTPONTMIIMETHIILICIUTIOI03a (THITPOMEILIO3a)
KormoBu10H (KOTIOJMBHIOH )

[Momustrnenrnukons 6000 (makporon 6000)
I'munepun kanpuiokanpar

[TomunekcTposa

Twutana quoxkcung

6.2. HecoBMecTUMOCTD

He nmpumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

4 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHECHHUH

B 3amumnienHom ot cBeta Mecte, mpu Temrneparype He Boie 25 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

[To 5 umn 10 TabneTok B KOHTYPHOM S4YEHKOBOW yHMakOBKE M3 IUIEHKU IMOJUBUHHIXJIOPHIHON
Mapku U (QOJbIY aTIOMUHHEBOW Me4yaTHOM JakupoBaHHOM. [1o 1 min 5 KOHTYpHBIX SYEHKOBBIX
YIaKOBOK BMECTE C MHCTPYKIIMEH 10 MpUMEHEeHUIO B nayke u3 kaptoHa. [1o 50 mnum 100 tabierox
(U1 CTallMOHApOB) B MaKeTe MOJIMITUICHOBOM JIJIs JIeKapCTBEHHbIX cpeAcTB. [laker B 6aHke U3
MIOJIMDTUJIEHA C KPBILIKOW U3 MOJIUITUIICHA.

baHkM ¢ paBHBIM KOJMYECTBOM MHCTPYKILUHU 10 IPUMEHEHUIO U NTAYKH [TIOMENIAIOT B TPYNIIOBYIO

YIaKOBKY.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBCHHOI'0 npemaparta nJIn 0TX0/10B, MOJIYYCHHBIX mocJjie NPUMEHECHUSA
JIEKAPCTBEHHOTO MpenapaTa v Apyrue MaHUMyJIsIUU ¢ PenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas @enepanus
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ot 19.05.2022 N2 11674

AO «DapMacuHTE3» (NMOCNEOOBATENEHOCTRE 0001)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

KOpuanaeckuii agpec: 664007, r. Upkytck, yin. KpacHorBapaeiickas, a. 23, od. 3
Anpec mpousBoIcTBeHHOU Tutomanku: Poccus, r. Upkyrck, yiu. P. JlrokcemOypr, 1. 184,
Ten.: +7 (3952) 55-03-55

dakc: +7 (3952) 55-03-25

Anpec snekrponHo# nouThl: info@pharmasyntez.com

7.1. [lpencraBuTeib AepKaTessi PErHCTPAIIMOHHOIO YI0CTOBEPEHUs

[Iperen3zun HOTDC6I/ITCJ'IGI71 HaIIpaBJIATh 110 aApECy.

Poccniickas @enepanus

AO «DapmacuHTes»

r. UpkyTtck, ya. P. JlrokcemOypr, a. 184
Ten: 8-800-100-15-50

Anpec snekTpoHHO# nouThl: info@pharmasyntez.com

8. HOMEP PEIT'UCTPAHIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHON PETUCTPAIIMNA (IIOATBEPXJIEHUSA PETMCTPAIIMN,

NEPEPETUCTPALIUN)

JlaTa nepBo perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO0mias xapakTepUCTUKA JIEKapcTBEHHOTO mpernapata Odiokc nTocTymHa Ha UHGOPMAITMOHHOM

noprtaje EBpa3HﬁCKOFO 9KOHOMHUYECCKOIo COor3a B I/IH(I)OpMaI_II/IOHHO'KOMMYHHK&HHOHHOﬁ CETHU

«WuTtepHer» http://www.eec.eaeunion.org.
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