COOTBETCTEYET ZKCMNEPTHOMY OTYETY
ot 11.07.2024 M2 14057
UHCTE yKHH;ﬂ QCNEOOBATENEHOCTE 0002)

O MEJUIIUHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
Moxkcuduiokcauus
PerncrpanuoHHblii HOMep:
Toprosoe HaumMeHoBaHue. MoKkcH(IIOKCAITIH.
Me:xayHapoaHoe HeMmaTeHTOBAHHOE Wi rpyNnupoBOYHOE HAaUMeHOBaHue:
MOKCHU(ITOKCAIIHH.
JlekapcTBeHHas popma: pacTBOp It HHDY3HMA.
Cocras
Heticmsyrowee gewgecmgo: MOKcH(IIOKcanuHa Tuapoxyopun 436 Mr B TmepecueTe Ha
Mokcugokcanux 400 mr.
Bcnomocamenvhvie sewgecmea: narpus xaopug 2000 mr, xyopoBogopoaHas kuciota 1 M uimm
HaTpus ruapokcun 2 M o pH 4,1-4,6, Boga niist uabekuii g0 250 mt.
Teoperuueckast ocMoJsipHOCTD 282 MOcM/I1.
Onucanue: po3payvHas 3eJI€HOBATO-KEJITOTO 1IBETA KUIKOCTD.
dapmakoTepaneBTHYeCKasi IPYyNIa: aHTHOAKTEpUATIbHBIE CPEJCTBA CHUCTEMHOTO JIEHCTBUS;
MIPOU3BOHBIC XMHOJIOHA; PTOPXUHOJIOHBI.
Kon ATX: JOIMA14.
DapMaKoJIOrHYecKue CBOMCTBA
Dapmakoounamuxa

Mexanuszm delicmesus

MoxkcugaokcalluH -  CHUHTETMYECKM  aHTMOaKkTepuaibHBIH  @pemapar U3  TPYyMIbl
(GTOPXUHOIOHOB, 8-METOKCU(PTOPXMHOIOH. bakrepunuaHoe neiicTBHe MOKCH(IOKCAIIHA
00ycJIOBJI€HO HMHrHOMpoBaHMEM OakTepuanbHbIXx Tomouszomepas II u IV, uto mpuBoaut k
HapyLICHUIO TPOLIECCOB pEIUIMKAIMK, pernapaudd U TpaHckpuniuu Ouocunte3a JIHK
MUKpPOOHOM KJIETKH U, KaK CJIe/ICTBUE, K THOEIN MUKPOOHBIX KIIETOK.

MunumanbHble OaKTepULMIHBIE KOHIEHTpAlMU Iperapara B LEJIOM COMNOCTaBUMBI C €ro
MUHMMAaJIbHBIMU HHTHOMPYIONMMH KOHIEHTPALUIMHU.

Mexanuszmol pezucmenmrocmu

MexaHI/ISMBI, MPUBOJAIINE K PAa3BUTHUIO yCTOI\/II'-II/IBOCTI/I K TICHHUIHUJIJIMHAM, ue(banocnopHHaM,
AMHUHOITIMKO3aAaM, MakKpoJIugaM MW TCTpaluKIWHaM, HE BJIUAIOT Ha aHTI/I6aKTepI/IaJ'IBHYIO
aKTUBHOCTh MoKcH(iokcanuHa. I[lepekpecTHOH yCTOMYMBOCTH MEXIy OSTHMH Tpylnnamu
aHTHOAKTEPUAIBHBIX MPENapaToB U MOKCU(IIOKCAIIMHOM HE oTMevaeTcs. Jlo cux mop Takxke He
Ha0JII0/1aI0Ch CIIy4aeB IUIa3MHIHOM ycToiunBocTH. OOmIas 4acToTa pa3BUTHUS YCTOWYMBOCTU

10) .

OYECHb HE3HAYUTEIbHA (10'7-10' Pe3ucreHTHOCT K MOKCH(DIOKCAIIMHY PpPa3BUBACTCS
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MEIIJICHHO IyT€M MHO>XECTBEHHBIX MYTAallUi. VIHOFOKf)EIII‘PII:O'C-l g%ﬁgﬁ%¥§ﬂtiﬁhﬁ'c;§th'c'ajdnHa

Ha MUKpPOOPTaHM3Mbl B KOHLEHTpAIMSX HIKE MUHUMAIBHO WHTUOMPYIOUIEH KOHIEHTpaIuu
(MHUK) conpoBokaaercst auilb He3HauuTeapHbIM yBenndeHunemM MUK. Otmeuarorcs ciayuyau
HEPEeKPECTHON yCTOWYMBOCTH K XMHOJIOHAM. TeM He MeHee, HEKOTOpble YCTOWUYMBBIE K IPYTUM
XMHOJIOHAM  TpaMIIOJIOKUTENbHbIE W aHAadpOOHblE  MUKPOOPraHM3MBbl  COXPaHSIIOT
qyBCTBUTEIBHOCTh K MOKCU(IIOKCAIINHY.

YcTaHOBIIEHO, YTO O0OABICHUE B CTPYKTYPY MOJIEKYJBI MOKCHU(IOKCAlMHA METOKCUTPYIIIBI B
nojgoxeHun C8 yBeJMYMBAET AKTMBHOCTh MOKCHU(JIOKCAlMHA M CHMXKaeT oOpa3oBaHME
PE3UCTEHTHBIX MYTaHTHBIX IITAMMOB TI'PaMIIOJIOKUTENIBbHBIX Oakrepuid. Ilpucoeaunenue
OMLIMKIIOAMUHOBOM TpyMIIEl B osiokeHnHn C7 mpeaynpexIaeT pa3BUTHE akKTUBHOTO 3¢ Qurrokca,
MeXaHU3Ma PE3UCTEHTHOCTH K (PTOPXMHOJIOHAM.

Moxkcuduiokcaiut in Vitr0 akTUBEH B OTHOLICHHH LIMPOKOTO CIEKTPa IPaMOTPHULIATEIBHBIX H
IPaMIOJI0KHUTENbHBIX MHMKPOOPraHM3MOB, aHa’poOOB, KHCIOTOYCTOHYMBBIX OakTepuil U
aTMIMUYHBIX OakTepuii, Takux kak Mycoplasma spp., Chlamydia spp., Legionella spp., a takxe
OaKTepHii, Pe3UCTEHTHBIX K [3-TAKTAMHBIM aHTUOMOTHKAM U MaKpPOJIHIAM.

Brusnue na KUe4Hyro MMKDOQb]ZODV HenoeeKka

B ABYX HUCCJICAOBAaHUAX, ITPOBCACHHBIX Ha ,Z[O6pOBOJIBI_IaX, OTMCYAJINCH CIICAYIOIHUEC N3MCHCHU
KAIIEYHOH MHKpPO(IIOPHl TIOCIE TMEpPOpPabHOrO TMpHeMa MOKCHU(DIOKCAI[MHA: CHIDKEHHE
koHuentpanuit  Escherichia coli, Bacillus spp., Bacteroides vulgaris, Enterococcus spp.,
Klebsiella spp., a Takxxe anaspo6os Bifidobacterium spp., Eubacterium spp., Peptostreptococcus
Spp. DTH u3MeHEeHHs ObUTH OOpaTHMMBIMH B TeueHHE ABYX Heaenb. TokcuHoB Clostridium
difficile He oOHapyxuBamy.

Tecmuposarnue 4yscmeumenbHocmu in vitro

CHCKTp aHTH6aKTepHaJ'ILHOfI AKTUBHOCTH MOKCI/I(l)JIOKcaI_II/IHa BKJIIO4YacT CJICAYIOIINC

MUKPOOPTraHU3MBI:
YyBcTBUTEIBHBIE YmepenHo PesncrenTubie
YyBCTBUTE/IbHbIE
I'pamnoJioskuTebHbIE

Gardnerella vaginalis

Streptococcus  pneumoniae*  (Bkirouast
MITAMMBI, YCTOWYHBBIE K MEHUIWUTAHY U
IITAMMBl C MHOYKECTBEHHOM pE3UCTEHT-
HOCTBIO K aHTHOMOTHKAM), a TaKke
HITaMMBI, YCTOMYUBBIE K JABYM WM Ooiee
AHTHOMOTUKAM, TAaKHUM KaK TEeHUIMUTNH
(MUK >2 wmxr/min), unedanocnopunst 11
NoKoJieHus:  (Hampumep, 1edypoKcum),
MaKpOJIHIBI, TETPALMKJINHBI,
TPUMETONPUM/CYIb(PaMeTOKCa3051




C.3
Streptococcus pyogenes (rpymnma A)* e
['pymna Streptococcus milleri
(Streptococcus anginosus*; Streptococcus
constellatus*; Streptococcus intermedius*®)
['pynma Streptococcus viridans
(S. viridans, S. mutans, S. mitis,
S. sanguinis, S. salivarius, S. thermophilus,
S. constellatus)
Streptococcus agalactiae
Streptococcus dysgalactiae
Staphylococcus aureus (BKITFOUAst Staphylococcus  aureus
YYBCTBUTCJIbHLIC K MCTUIHJIJIMHY (pCSI/ICTeHTHBIe K MCTHU-
ITaMMBbI ) * WUTHHY/O(DIOKCAITUHY
IITaMMBI) *
Koary.]'la?)OHeFaTI/IBHI)Ie CTa(bI/IJ'IOKOKKI/I KO&FynaSOHCFaTI/IBHBIe
(S. cohnii, S. epidermidis, S. haemolyticus, cradunokokkw (S. cohnii,
S. hominis, S. saprophyticus, S. simulans), S. epidermidis,
YYBCTBUTEIIbHBIC K METUIIMIUIAHY IITAMMBI S. haemolyticus,
S. hominis,
S. saprophyticus,
S. simulans),
PE3UCTCHTHLIC K

METUIUJIJIMHY HITAMMBbI

Enterococcus faecalis*
(TOJH)KO mTaMMBI, LIYBCT-
BUTCIIbHBIC K BAHKOMMH-
III/IHy nu FGHTaMI/IIII/IHy)

Enterococcus avium*

Enterococcus faecium*

I'pamorpuuarenbHble
Haemophillus influenzae (BkiTrOUAs
LITaMMBI, IPOXYLUPYIOIIHE "

HETPOIyLHPYoLHe -TaKTamasbl)*

Haemophillus parainfluenzae*

Moraxella catarrhalis (Bxito4asi mtaMMsi,

OPOAYLMPYIOLINE U HENPOAYLHpYIOLIHe -
JaKTamasbl)*

Bordetella pertussis

Legionella pneumophila

Escherichia coli*

Acinetobacter baumanii

Klebsiella pneumoniae*

Klebsiella oxytoca

Citrobacter freundii*

Enterobacter spp.
(E. aerogenes,

E. intermedius,

E. sakazaki)

Enterobacter cloacae*

Pantoea agglomerans




24 N2 1409

—HUEIpEedomonas aerudinosa

Pseudomonas fluorescens

Burkholderia cepacia

Stenotrophomonas
maltophilia

Proteus mirabilis*

Proteus vulgaris

Morganella morganii

Neisseria gonorrhoeae*

Providencia spp.
(P. rettgeri; P. stuartii)

AHa3po0bI

Bacteroides spp.

(B. fragilis*,

B. distasonis*;

B. thetaiotaomicron*;

B. ovatus; B. uniformis*;
B. vulgaris®*)

Fusobacterium spp.

Peptostreptococcus spp*.

Porphyromonas spp.
Prevotela spp.
Propionibacterium spp.

Clostridium spp.*

ATHNIHYHBIE

Chlamydia pneumoniae*
Chlamydia trachomatis™
Mycoplasma pneumoniae*
Mycoplasma hominis
Mycoplasma genitalium
Legionella pneumophila*
Coxiella burnetii

* UyBCTBUTENIBHOCTh K MOKCU(IJIOKCAIMHY NOJITBEPKI€HA KIMHUYECKUMHU JAHHBIMHU.

* Tlpumenenne MOKCH(IOKCAIMHA He PEeKOMEHIyeTcs Ui JieueHHs MH(EKIWi, BHI3BAHHBIX
mramMmMaMu S. aureus, pesucteHTHbIMH K MeTunwuHy (MRSA). B cnywae npeanosiaraeMsix
WIM TIOATBEPXAECHHbIX UHGpekuuil, BbI3BaHHBIX MRSA, cnenyer Ha3HauuTh JeueHue
COOTBETCTBYIOIIMMHU aHTHOAKTepUaAIbHBIMU MpenapaTaMu.

s ompenesnieHHBIX IITaMMOB paclpoCTpaHEHHE MPHOOPETEHHOW pPE3UCTEHTHOCTH MOXKET
pa3nInyaThcsi B 3aBUCUMOCTH OT Teorpa)uyeckoro peruoHa M ¢ TeYeHHEM BpeMeHH. B cBs3u
9TUM TIPpU TECTUPOBAHMM UYBCTBUTEIBHOCTH INTAMMa JKEJIATEIbHO WMETh MECTHYIO
MH(OPMALIMIO O PE3UCTEHTHOCTH, OCOOEHHO MPH JICYEHUH TSKEJBIX WHOEKIIHIA.

Ecnmu y mDanueHToB, NpOXONAIIMX JIEYCHHME B CTAlMOHApE, 3HAYCHUE IUIOLIAAW II0]

(apmMakoKknHeTH4ECKOW KpuBOW «KkoHUeHTpamus-BpeMs» (AUC)/MUKgy mnpessimaer 125, a
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MaKCHMaNbHas KOHIEHTPALHA B U1asme KpoBH [Cra)/ MUK Haxbrirfeh s peiehdx g 162 s1o

npeanojgaract KIMHUYCCKOC YIY4YIICHHC. Yy aM6y.HaTOpHBIX INIanMCHTOB 3HAYCHUA JTHX

cypporatHbix napamerpoB o0brgHO MeHbIe: AUC/MIKgy >30-40.

IMapametp (cpenHee 3HaUCHUE) AUIC*(u) | Cha/MHUKy (nubYy3us B TeueHuel u)
MHKg 0,125 mr/a 313 32,5
MUKy 0,25 mr/n 156 16,2
MU Kgo 0,5 mr/n 78 8,1
*AUIC - mwiomans mox uHrudupyromiei kpusoii (cootHomenne AUC/MUKyy).
dDapmaxkokunemuka
Bcacwvisanue

[Tocne omHokpatHOW MH(Y3un Mokcupmokcanmaa B go3e 400 mr B TedeHue 1 waca Cpax
JIOCTUTaeTcs B KOHLE MHQY3UH U COCTABISAET NPUOIN3UTENBHO 4,1 MI/JI, YTO COOTBETCTBYET €€
YBEJIMYEHUIO NPUOIU3UTENBHO Ha 26 % IO CPaBHEHUIO C BEJIMYMHOW ATOTO IMOKazaress Mpu
npueMe MOKCH(]IOKCalMHA BHYTPb. OKCHO3WIHMA MOKCH(DIOKCAIIMHA, ONpeaesemMas I10
nokazareqto AUC, He3HAaYWTENbHO IMPEBHIIAET TAKOBYIO INPH MpHEME MOKCH(IOKCAWHA
BHYTPb. AOCONIOTHAsI OMOIOCTYITHOCTh COCTaBIsAeT MpUOIM3uTeNnbHO 91 %.

[Tocie MHOrOKpaTHBIX BHYTPUBEHHBIX MHQY3ui MokcuduokcaunHa B jo3e 400 wmr
IPOJIOJDKUTEIBHOCTRIO | Yac OOWMH pa3 B CYTKM MaKCHMAlIbHOE€ 3HAYEHHE PaBHOBECHOM
koHIeHTparud (CSS™) H MHUHHMAIBHOC 3HAYCHHE pPABHOBECHOH KoHueHtpamun (Css™")
BappupyeT B npenenax 4,1-5,9 mr/n u 0,43-0,84 mr/n, coorBerctBeHHo. CpeaHsisi craOuiibHas
KOHIIEHTpalus, paBHas 4,4 Mr/i1, 1ocTuraercsi B KOHIE UHDY3HUH.

Pacnpeoenenue

Mokcudokcaua OBICTPO pacmlpenenseTcss B TKaHSIX W OpraHax W CBA3BIBACTCS C OelKaMu
IIa3Mbl  KpoBU (IJIaBHBIM oOpa3oMm, ¢ anbOympmHamu) npumepHo Ha 45 %. OObem
pacrpesielIeHUs] COCTaBISAeT MPUOIU3UTENBHO 2 JI/KT.

Bbicokne KOHIIEHTpallMd MOKCH(IIOKCAllMHA, NpPEBbIIAIOIINE TaKOBblE B IUIa3Me€ KPOBH,
CO3JIAFOTCS B JISTOYHOM TKaHU (B T.4. B SMUTEIHATBHON KUKOCTH, AlTbBEOIIPHBIX Makpodarax),
B HOCOBBIX Ma3yxax (BEpXHEUEIIOCTHAS U STMOHIANIbHAS TTa3yXH), B HOCOBBIX TOJIAIIAX, B 0Yarax
BOCTIAJIEHUS (B COJEPKMMOM ITy3bIpeil pu MOpaKeHUH KOKH). B MHTEepCcTUIIMATBHON KHUJIKOCTH
U B CIIIOHE MOKCHU(DJIOKCAIIMH ONpeneiseTcss B CBOOOJHOM, HE CBS3aHHOM C OelKaMu BHJE, B
KOHIICHTPAllMM BBIIIE, YeM B Iula3Me KpoBH. Kpome TOro, BBICOKHE KOHIIEHTpAIHH
MOKCH(IIOKCAllMHA OIPEENSIOTCS B TKAHAX OPraHOB OpPIOIIHOW ITOJIOCTH, TEPUTOHEATHHOU
KHUJIKOCTH U JKEHCKHUX MOJOBBIX OpraHax.

Memabonusm

Moxkcudnokcauun noasepraercsa Oouorpanchopmanuu 2-i $a3sl U BBIBOAUTCS U3 OpraHu3Ma

IMOYKaMH, a TaKXKC 4YCpPEe3 KUIICYHUK KaK B HCU3MCHHOM BHJEC, TaK WU B BUAC HCAKTHBHBLIX
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cynbdocoequuennii (M1) W TIIOKYpOHHIOR (M2)'%&3%§&E§Q biHE '::Jo'iu';léﬂ_f"-a"émﬂ

s

OonorpancopMalii MUKPOCOMAIBHON cucTeMoil nuroxpoma P450. Merabomutet M1 u M2
NPUCYTCTBYIOT B IUIa3M€ KPOBU B KOHIEHTpAIMAX HUXKE, 4eM HcXoaHoe coenuHenue. [lo
pe3ysbTaTaM JOKIMHUYECKUX HCCIIETOBAaHHUM ObLIO JI0Ka3aHO, YTO YKa3aHHbIE METaOOJIUTHI HE
UMEIOT HEraTUBHOIO BO3ACMCTBHSI Ha OpraHu3M C TOYKM 3peHus O€30MacHOCTH U
NEPEHOCUMOCTH.

Buigeoenue

[Tepuon monyBwiBeneHusi Mokcudiokcanmaa mpuMepHo 12 4. CpeaHuil o0 KIMPEHC TOCIIe
BeeneHuss B no3e 400 mr - 179-246 mur/mun. Ilouewnsnii kimupeHc 24-53 mur/mMuH. DTO
CBHUJIETEJILCTBYET O YACTUYHOM KaHAIBLIEBOH peadcopOIuu MOKCH(IOKCAIIHA.

Bananc Macc HCXOMHOTO COSAMHEHUS U META00IUTOB 2-U a3kl mpubau3utenbHo 96-98 %, uto
YKa3bIBae€T Ha OTCYTCTBHE OKHCIUTEIbHOro Mmerabonusma. Okono 22 % OIHOKpATHON O3Bl
(400 Mr) BBIBOAMTCS B HEM3MEHHOM BH/IE ITOYKAMH, OKOJIO 26 % - 4epe3 KUIIEYHHK.
DapmakoKuHemuKa y pa3iudHulX 2pynn nayuenmos

Bospacm, non u smnuyeckas npunaonesxcHocms

[Ipu wuccnenoBanuu (papMaKOKMHETUKH MOKCU(DIOKCAIIMHA Y MYXYHUH W IKEHIIUH OBLIU
BbIsIBIICHBI paznuuus B 33 % mno nmokazatensim AUC u Chax. BeackiBanue Mokcudiiokcannna He
3aBuceno ot nojua. Pazmuuus B nokazarensix AUC u Cmax ObLIM 00YCIIOBIIEHBI CKOPEE pa3HULIEH
B Bece, YeM IOJIOM M HE CYMTAIOTCS KIMHUYECKH 3HAYMMBIMUA. He BBISBICHO KIMHHYECKH
3HAYUMBIX pa3nuuuii (apMaKOKMHETHKH MOKCH(IOKCAllMHA Y TMAlMEeHTOB Pa3IMYHBIX
THUYECKHX TPYII U Pa3HOTO BO3pacTa.

Hapywenue ¢pynkyuu novex

He BBIIBIIEHO CYyIIECTBEHHBIX U3MEHEHNH (hapMaKOKWHETHKH MOKCU(IIOKCAIIMHA Y TTAllMEHTOB C
HapylieHneM (QYHKIMH TOo4YeK  (BKJIKOYas TMAalKMeHTOB C  KJIMPEHCOM  KpeaTHMHHHA
<30 ma/mun/1,73 M%) u Yy HaxoJAUIMXCA HAa HENPEPBIBHOM TEMOJUAIN3€ U JJIUTEIBHOM
amMOyJIaTOPHOM TEPUTOHEATHHOM JTHAITH3E.

Hapywenue ¢pynkyuu neuenu

Konnentpanus MokcudokcayuHa y MalueHToB ¢ HapylIeHuAMHU QYHKIIUU MedeHu (Kiacc A u
B no xnaccu¢pukamuu Yaiina-Ilelo) He uMena CyIIECTBEHHBIX Ppa3IMYUil MO CPaBHEHUIO C
TaKOBBIMH y 37I0POBBIX JOOPOBOJIBIIEB HIIH y MAIUEHTOB ¢ HOPMAIbHOW (PYHKIMEH edeHn (IJ1st
NPUMEHEHHS y TTAIIHEHTOB C IIUPPO30M TMEYEeHHU CM. Takke «Oco0bIe YKa3aHUs»).

Jemu

dapMakOKHMHETHKA MOKCU(IOKCAIIMHA y JIeTell He N3ydyanach.

Iloka3zaHus K NIPUMEHEHHIO

I/IHQ)GKHI/IOHHO-BOCHaJ'II/ITeHBHBIe 3a60neBaH1/1;1, BBI3BAHHBIC YYBCTBUTCIIBHBIMU K
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MOKCH()IJIOKCALIMHY MUKPOOPraHU3MaMHU (NOCNEOQBATENEHOCTE 0002)

- BHEOOJIbHUYHAs TTHEBMOHUS, BKIIOYas BHEOOJBHHYHYIO ITHEBMOHHUIO, BO30YIUTEISIMHU
KOTOPOM SBJISAIOTCA IITaMMbl MHUKPOOPIAaHM3MOB C MHOYKECTBEHHOW pPE3UCTEHTHOCTBIO K
AHTUOHOTHKAM™;

- OCJIO’)KHEHHBIE MH(MEKIMHU KOXHU U MOJKOXKHBIX CTPYKTYp (BKJIIOYas MHMUUIHMPOBAHHYIO
TMabeTUYECKYIO CTOMY);

- OCJIOKHEHHBIE MHTPaa0IOMUHATIbHBIC HHPEKIMH, BKIIOYas MOJTUMHUKPOOHBIE HH(pEKIHH,
B T.4. BHYTPUOPIOIITMHHBIC a0CIIECCHI.

* Streptococcus pneumoniae ¢ MHOKECTBEHHON PE3MCTEHTHOCThIO K aHTHOMOTHKAM BKIFOUAIOT
HITAMMBI, PE3UCTCHTHBIC K TMEHUIWUIMHY, W IITaMMbI, PE3UCTEHTHBIE K JIBYM WIH Ooiee
AHTHUOMOTUKAM U3 TaKHUX TPYII, KaKk neHuumwuuHbl (mpu MUK >2 mxr/mn), uedanocnopuns! I
nokoJsieHus: (1eypoKCHM), MaKpOJUIbl, TETPALUKIUHBI M TPUMETONPUM/CYIb(haMeTOKCa30Il.
HeoOxoaumMo mpuHUMAaTh BO BHUMaHUE JIEHCTBYIONIME OPHUIMATbHBIE PYKOBOJACTBA O MPaBUIIaxX
PUMEHEHUS aHTUOAKTEPUANIbHBIX CPEJICTB.

IIporuBonokaszanus

- ['unep4yyBCcTBUTENBHOCTh K MOKCH(IIOKCAIIMHY, APYTUM XWHOJIOHAM WM JIOOOMY IPYroMy
KOMIIOHEHTY Mpenapara,

- Bo3pacrt 10 18 ner;

- OEpEMEHHOCTb U NEPUOJ IPYAHOI0 BCKApMIIMBaHUS,

- HaJlM4YMe B aHaMHe3€ TMAaTOJIOTMH CYXOXHJIMWA, pPa3BUBIIEHCS BCJIEJICTBUE JICUCHUS
AHTUOMOTUKAMH XUHOJIOHOBOTO pAa;

- I3MEHEHHUSI 3JIEKTPO(PHU3UOIOTUYECKUX IMapaMEeTPOB CEpJlla, BhIpAXKAIOIIUECs B Y/UIMHEHUU
uHTepBana QT: BpokIeHHbIE UM TPUOOPETEHHBIE TIOKYMEHTUPOBaHHbIE YAJTUHEHHUSI HHTEpBaja
QT, >neKTpoNuTHBIE HAPYIIEHUS,, OCOOCHHO HEKOPPEKTHUPOBAHHAS TMIOKAIHEMUs; KIMHUYECKH
3HauMMas OpaJuKapus; KIMHUYECKH 3HauuMasl cepliedHas HeJAOCTaTOYHOCTb CO CHUKEHHOM
¢pakiueil BbIOpoca JIEBOrO JKEIYJOYKa; HaJIWYME B aHAMHE3€ HapyLIeHUH puTMa,
CONPOBOXKAABUIMXCS KIMHUYECKON CUMIITOMAaTHUKOM;

- IpUMEHEHHe C JpYrMMH T[pernaparaMmu, yUIMHAommMu uHTepBan QT (oM. pasgen
«B3aumogpeiicTBue ¢ APyruMH JEKapCTBEHHBIMH CPEJICTBAMUY);

- Hapymieaus: ¢yHkiuu nedeHn (kimace C mo knaccudukanuu Yaiina-I1si0) u mossimieHne
TpaHCcaMHHa3 0oJiee YeM B MATh pa3 BbIIIE BEPXHEH rpaHUIIbl HOPMBI, B CBSI3U C OTPaHUYEHHBIM
KOJINYECTBOM KIMHUUYECKUX JAHHBIX.

C 0CTOPOKHOCTHIO

- [lpu 3aboneBanusix ueHTpaidbHOW HepBHOU cuctembl (L[HC) (B T.4. MOJO3pHUTENBHBIX B

orHomiennn BomieueHuss [IHC), mnpeapacnonararommx K BO3HUKHOBEHHUIO CYIOpOT U
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CHIKAIOIIUX MOPOT CYAOPOKHOW aKTUBHOCTH; (NOCNEOOBATENBEHOCTE 0002)

- y MalUEHTOB C MCUX03aMH H/WIM C IICUXUYECKIUMH 3a00ICBaHISIMI B aHAMHE3E;

- y MAalMeHTOB C TOTEHIMATBHO MPOAPUTMUYECCKUMHU COCTOSHUSIMH (OCOOCHHO Y JKEHIIWH U
MAIMEHTOB MOKUJIOTO BO3pAcTa), TAKUMU KakK OCTpasi UIIeMHUs MUOKap/ia U OCTaHOBKA Cep/Ilia,;

- y HAlMEHTOB ¢ MUACTEHHUEH gravis;

- y MAIIMEHTOB C IUPPO30M IE€UYCHHU,

- IpU OJTHOBPEMEHHOM IIPHEME C MperapaTaMu, CHIDKAIOUIMMHU COJCpKaHNE KaJIus;

-y TAlUEeHTOB, MOJYyYaloUIMX [epopaibHble TUIOTIMKEMUYECKHe IMpenapaTsl (Hampumep,
npenaparsl Cyab(GOHUIMOUYEBUHBI) UM UHCYJIHUH (BO3PACTaET PUCK Pa3BUTHS TMIIOTJIMKEMHH);
-y TMAalUeHTOB MOXHJIOTO BO3pacTa, y MAIMEHTOB IIOCIE TPAaHCIUIAHTALMU, a TaKXke Ipu
COIYTCTBYIOIIEM TMPUMEHEHUU TIIFOKOKOPTUKOCTEPOHUIOB (MIOBBIMICHHBIM PHUCK Pa3BUTHUSA
TEHJMHUTOB U pa3pbiBa CYXOXKHUINN) (cM. paznen «Ocolble yKa3aHUs»);

- y MalUeHTOB C aHEBPU3MOIl aOpThI, C BPOKIACHHBIM MOPOKOM KIalaHa cepjlla B CeMEHHOM
aHaMHe3e, WIM y TalUeHTOB C IMAarHOCTHPOBAHHOW aHEBPHU3MOH aOpThI W/HIU PACCIOCHHUEM
aopThl, ¢ 3a00JeBaHMEM KJlallaHa CepAlla WIM NPHU HAIWYMKA APYruxX (HaKTOpOB pPHUCKA HIIU
COCTOSTHUH, MpeApacioiaralouX K pa3BUTHIO aHEBPU3MbI aOPTHl WJIM PACCIOCHUS aOPThI, WU
perypruTalyu/HeIOCTAaTOYHOCTH KJlalmaHa cepiaua (Hampumep, cuHIpoM MapdaHa, CHHAPOM
Onepca-Jlannoca, cunapom TepHepa, Oosiesnb bexuera, aprepuanbHas THUIIEPTEH3US,
PEBMATOMIHBIA  apTPUT, COCYOUCTBIe 3a00JeBaHMs, Takhe Kak aprepuut Takascy,
TUTaHTOKJIETOYHBIN apTepuuT, arepockiiepos, curapom lllerpena, HHPEKINOHHBIN YHAOKAPANT)
(cM. pazzen «OcoOble yKa3aHus»);

-y TAaUeHTOB C TEHETHYECKOW TMPEeIpacloOKEHHOCThIO WM (aKTHUECKUM HATUIieM
neduIUTa rIFK030-6-hocdaraernaporeHaspl.

I[IpumeHeHnune npu 6epeMEHHOCTH U B MEPUO/I TPYTHOT0 BCKAPMJINBAHUS

bepemennocms

be3zonacHOCTh MpUMEHEHNsT MOKCU(IIOKCAIIMHA BO BpeMsi OEpEeMEHHOCTH HE YCTAHOBJIICHA M €ro
NpUMEHEHHE TIPOTUBOTIOKA3aHO.

B nmoxnuHMYeckMX — MCCIEeNOBAaHUSX ~ObUla TOKa3aHa  PEMpOAYKTUBHAas  TOKCUYHOCTb.
[ToTeHnManbHBIA PUCK IS YETOBEKAa HEU3BECTEH.

Ilepuoo epyonoeco eckapmauearus

Kak u npyrue GpTOpXHHOIOHBI, MOKCU(IOKCAIIMH BBI3BIBACT IMOBPESKICHUS XPSAMIEH KPYITHBIX
CyCTaBOB Y HEJIOHOIICHHBIX XMBOTHBIX. B MOKIMHUYECKUX UCCIECOBAHMUSIX YCTAaHOBIEHO, YTO
HEOOJIBIIOE KOMUYECTBO MOKCH(IIOKCAIMHA BBIJENIACTCS B TPyIHOE MOJIOKO. [laHHBIE O ero
MPUMEHEHUN Y KOPMSIIUX JKCHITUH OTCYTCTBYIOT, ITO3TOMY NMPUMEHEHHE MOKCHQIIOKCAIIMHA B

MIEPUOJI TPYAHOT0 BCKAPMIIMBAHMS IIPOTUBOITOKA3aHO.



COOTBETCTEVYET 2KCNEPTHOMY OTYETY
ot 11.07.2024 M= 14097 C.9
(MOCNEOCQBATENEHOCTE 0002)

Cnoco0 npuMeHeHHsI U 103bI

Bspocnvie

Pexkomenyemsplii pexum o3upoBaHus Mokcudiokcaruaa: 400 mr (250 mu pactBopa i
uH(py3ul) OOUH pa3 B JEHb MNpu HUHPEKUUsAX, YyKa3aHHbIX B pazaene «llokazanus k
npuUMeHeHUIo». He cienyeT npeBbliaTh peKOMEHIyeMYIO J03Y.

IIpooonosicumenvrocms neuenus

[Tpo0IKUTETHLHOCTD JICYCHUS OIPEENIACTCS JOKAIM3aMed U TSDKECThIO MH(EKINH, a TaKKe
KIuHU4YeckuM  3ddexrom. Ha HavanmpHBIX JTamax JIEYEHUS MOXKET  MPUMEHSTHCS
MOKCU(IIOKCAllUH B JIeKapCTBEHHOU (opme pacTBop it MH(Y3Wid, a 3aTeM, NpU HATUYUU
MOKa3aHWH, MOKCU(IOKCAIMH MOXXET ObITh HAa3HAUeH IS MpUeMa BHYTPh B BUIEC TaOJETOK,
HOKPBITHIX TNIEHOYHOH 000JI0YKOM.

OO01mas NpoAOKUTENBHOCTh CTYIIEHYaTON Tepanuu (BHYTPUBEHHOE BBEJICHUE C TOCTIEAYIOLUIIM
IIPUEMOM BHYTPh) COCTABIISET:

- BuebonpHMuHAsS THEBMOHUSA 7-14 nHEMN.

- OcnoxHeHHbIE HH(EKIUN KOXKH U TOJKOKHBIX CTPYKTYp 7-21 1neHb.

- OcnoxHeHHbIe HHTpaabIoOMUHATBHBIC HHPEKIUK 5-14 qHEN.

He crnenyer npeBbIIaTh pEKOMEHIYEMYIO MTPOIOIKUTEILHOCTD JICUCHHUS.

[To maHHBIM KIMHUYECKHX HCCIICAOBAHUM, MPOIOIDKATEIBHOCTD JICUESHHSI MOKCH(IOKCAITUHOM B
JICKapCTBEHHOU (hopMe pacTBOp it MH(DY3UH MOKET JOCTUTaTh 21 JHS.

Oco0bIe I'pYIIIBI ITAIIMCHTOB

Tlayuenmul nosrcunoco 6ospacma

N3menenus pexxuma 103UpOBaHUS Y TIOKUIIBIX MTAIIUEHTOB HE TPeOyeTCsl.

Ilayuenmul ¢ napywenuem ynkyuu nevenu

B cBsi3u ¢ orpaHUYEHHBIM KOJTUYECTBOM KIMHUYECKUX JAHHBIX MPUMEHEHHE MOKCU(IOKCallnHA
MPOTUBOMNOKA3aHO MAI[MEHTaM C HapylieHueM (pYHKIMU NeYeHu Tspkenoi ctenenu (kiaacc C mo
kinaccuukanuu Yaina-I1pr0) 1 mamueHTaM ¢ MOBBINICHHEM aKTUBHOCTH TpaHCaMHMHA3 OoJjiee
4yeM B 5 pa3 BbIlIe BEepXHEH TpaHuilbl HOpMBI. [lanmentam ¢ HapymieHreM (YHKIMH TIEYCHH
JIETKOU U cpeiHel creneHu TsokecTd (knacc A u B no knaccuduxaru Yaitna-I1st0) nusmenenus
peXHUMa JO3UPOBAHUS HE TpeOyeTcs..

Ilayuenmul ¢ napywenuem ynKyuu novex

VY marnueHToB ¢ HapymieHneM (QYHKIHH MOYeK (B T.4. MPHU THKEIOW MOYEUYHON HEJOCTATOYHOCTH
¢ kimupeHcoM kpeatuHuHa <30 mu/mun/1,73 MZ), a TAaKXKe y MNAlUWEHTOB, HAXOIALIMUXCA Ha
HENPEPHIBHOM TEeMOIUANM3E W JUIUTEIbHOM aMOylIaTOpHOM TEPUTOHEATbHOM JAHAlu3e,
W3MEHEHUS PEXUMa JI03UPOBAHUS HE TpeOyeTcs.

HauueHmbz PA3NTUYHbIX OMHUYECKUX cpynn



COOTBETCTBYET SKCTIEPTHOMY OTHETY
or 11.07.2024 Nz 14037 €. 10
(MOCNEOOBATENEHOCTE 0002)

W3MmeHeHus pexxuMa J03UpoBaHus He TpeOyeTcs.

Jemu

O¢ddexkTuBHOCT, M O€30MaCHOCTH MPUMEHEHHS MOKCH(IIOKCaluHa y JeTel W MOJIPOCTKOB HE
YCTaHOBJICHA.

Cnoco6 npumenenus

[Ipenapat BBOOUTCS BHYTPHUBEHHO B BUJE WHPY3HH JTUTEIBHOCTHIO HE MeHee 60 MUHYT Kak B
Hepaz0aBJIIEHHOM BHJIE, TaK U B COYETAHHH CO CICAYIONIMMUA COBMECTUMBIMHU C HUM PAacTBOPaMHU
(c ucnonpzoBanreM T-00pa3HOTrO MEPEXOIHHKA): BOJA Ul HHBEKLUIA; PACTBOP HATPHSI XJIOpUAa
0,9 %; pactBop HaTpus xjopuaa 1 M; pactBop aekctpossl 5 %, 10 %, 40 %; pacTBop KcmiHTa
20 %; pactBop Punrepa; pactBop Punrepa nakrar.

Ecnmu Moxkcudmokcanun pactBop s HMH(QY3M Ha3HA4aeTcs COBMECTHO C JIPYTMMHU
npenapaTamy, He yKa3aHHBIMU BbIIIIE, TO KX/l Ipenapar cieyeT BBOJUTh OTAEIbHO.
[Ipenapatr JOMKEH XpaHUTbCS B IPOM3BOJACTBEHHON ymakoBke. Ilepen mnpumeHeHuem
HEOOX0MMO BH3YaJIbHO IMPOBEPHUTH PACTBOP HAa HaNW4ue BKIOYeHHUH. CleayeT NPUMEHSTh
TOJIBKO IIPO3pAvHbIi, CBOOOJHBIN OT BKJIFOUEHUN PacTBOP.

ITo0ouyHOE nelicTBUE

Pesrome mpoduisg 6e3onacHOCTH

JlanHsle 0  HEONArompusITHBIX  PEAKLUSAX, 3apPETUCTPUPOBAHHBIX HpPU  NPUMEHEHHUU
Mokcu(nokcanmaa 400 wmr (BHYTpb, T@pH CTyleHYaToi Tepamuu (B/B  BBEACHUE
MOKCH(]JIIOKCallMHa € TOCJIEAYIOIIMM €ro MPUEMOM BHYTPb) M TOJBKO B/B), INOJIyY€HBI M3
KJIMHUYECKHX MCCIEOBAHUN M TOCTPErMCTPALMOHHBIX COOOIEHHH (BBIACICHBI KYPCHBOM).
HebGnaronpusitTHele peakiiuy, NepedrciIeHHbIE B TPYIIIE «4acTO», BCTPEUAINCh C YACTOTOM HIKE
3 %, 3a UCKITFOUEHHUEM TOIITHOTHI U JIUAPEH.

Tabauunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

YacroTa BCTpeuaeMOCTH, pEKOMEHAOBaHHAas BcemupHO#l opraHuzanueil 3apaBOOXpaHEHUs
(BO3), onpenenena ciemyromum odpazoM: oueHb yacto (> 1/10), gacro (ot > 1/100 go < 1/10),
HevacTo (o1 > 1/1000 mo < 1/100), peaxo (ot > 1/10000 mo < 1/1000), ouens peaxo (< 1/10000),
YacTOTa HEW3BECTHA (MCXOMAS M3 HMMEIOIIUXCS JAaHHBIX YAaCTOTY BO3HHKHOBEHHS OMPEIEIHUTH
HEBO3MOJKHO).

B Ka)KI[OI\/’I rpymnmne HEKCIATCIbHBIC JICKAPCTBCHHBIC pPCEAKIMKU TICPEUYHUCICHBI B IIOPAOKE
YMEHBIIICHUS CEPhE3HOCTH.

HexenarenpHple peakiMud CrPYNIHUPOBAHBI B COOTBETCTBUU C TIOPSAKOM HA OCHOBAaHUU

CUCTeMHO-opranHbix kiaccoB (COK).

Cucrembl Yacro Heuacro Peaxo Ouensb peako | Yacrora
OpPraHoB HEU3BeCTHA

Wudexkunn u |Cynepungek- | - - - -
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HMHBa3uHu MU, BBI3BaH- (MUCHEQUERTENBHUCTE 0002
HBIE PE3UCTEH-
THBIMH OaKTe-
pUSMU WITH
rpudamu, K
IIpUMEpYy,
KaHJUI03
II0JIOCTH pTa
WJIM BaruHab-
HBIN KaHIUJ03
Hapymenust | - AHemus HN3menenue [ToBbilIeHNE -
CO CTOPOHBI JlenikoneHus KOHIIEHTpaLUU KOHIIEHTpaLHu
KpOBHU U Heiitponienust | TpomOoriacTiHa B |IpOoTpoMOUHa/
numdaru- TpomOouuTo-  |1TUIa3Me KPOBU YMEHbILIEHNE
YECKOU TIEHUS MHO
CUCTEMBI TpomOounTo3 Azpanynoyumos
VY nnuHenue Tanyumonenus
MIPOTPOMOUHO-
BOT'O BpeMeHH/
yBEJINYECHHE
MHO
Hapymwenns | - Anneprudyeckue | AHaduiaktudec- |AHapWIakTH- | -
CO CTOPOHBI peakiu kue/aHaduiakTo- |4ecKuii/anadu-
WMMYHHOM KoxHnbplit 3y HWIHBIE PEAKIINU JIAKTOU JHBIA
CUCTEMBI Koxnas ceiib | AHTHOHEBPOTH- IOK (B TOM
Kpanusnuna YECKUH OTEK, YHUCIIE NOTEHIIN-
D03uHOGMINSA | BKIIOYAs OTEK aJIbHO YrposKa-
ropTaHu IO JKU3HH)
(mOTEeHIMAIBHO
YTPOXKAKOLIUN
YKU3HHN)
DHJIOKpUH- - - - Cunopom -
HbIE HapyIle- HapyuweHus
HUS cekpeyuu
anmuouypemu-
4ecko2o
20pMOHA
Hapymwenns | - I'mnepmunupe- |(['uneproumkemus  |I'mnornmkemus | -
MeTabonu3ma MU l'unepypukemus |[‘unornukemu-
Y TTUTAHUS gyeckasi Koma
Tsoxenast
TUTIOTIIUKEMUS,
BILIOTH 10
pa3BUTHS
THIOTJINKEMH-
YEeCKOM KOMBI,
0COOECHHO y
MAIUCHTOB
MO>KHIIOTO
BO3pacra,

MAIMEHTOB C
CaxapHbIM
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(MOCTELOE -ﬂ"ﬁggg}&;/r’ CTEa002]
MPUHUMAOIIIHAX
nepopajgbHbIe
TUIOTJINKEMH-
YecKue
npernapaTsl
WM UHCYJIUH
[Tcuxuueckue | - TpeBoxkHocts  |OMouuoHanbHas | [enepconanu- |Heppos-
HapyLIeHus ™ [IcuxoMoTOpHas | 1a0MIBHOCTD 3anus HOCTb
TUIIEPAKTUB- Henpeccus Ilcuxotnueckue
HOCTB/@KUTAIUA | (8 OUeHb peOKuUX  |peaKkIuu
CYYUaAsx (nomenyuanvbHo
B03MOMHNCHO npossAouuecs
noseoeHue ¢ 6 nogedeHuU ¢
menoenyuel K menoenyue K
camonospedcoe- | camonospedic-
HUI0, maKkoe Kak  |OeHuro, makom
CYyUYUOaIbHble KaK cyuyuoaiv-
MbICTU UNU Hble MbICIU UTU
CYyUYUOaIbHble CyuyuoaIbHoule
NnonvIMKU) nonvImKU)
lNamronunanun
Hapymenue
MaMsTH
Henupuii
Hapymenust |T'onoBHas 605 | [TapecTe3nn/ l'uniecre3us 'unepecresusa | -
co ctopoHbl  |['onoBokpyxe- |[duszecre3uun Hapymenus
HEpPBHOU HUE Hapymenns O0O0OHSHUS
CUCTEeMBbI™* BKYCOBO (BKITIOYAst
YyBCTBUTEb-  |AHOCMHUIO)
HOCTH (BKJItOUas | ATUTIMYHBIE
B OYCHB PEIIKUX |CHOBUICHUS
CIIyJasix Hapymenue
areB3uIo) KOOpUHAIINU
CnyraHHOCTh | (BKJIIOUast
CO3HaHUS U HapYIICHUS
JIe30pUEHTAIs] | [TOXOJKU
Hapymenus cHa |Bcaeactaue
Tpemop TOJIOBOKPYKEHUS
Bepturo niu BepTuro (6
ConnuBocTh ouenb peoKux
cyyasx eedywue K
mpasmam 8
pe3yremame

naoenus, 0CoOOeHHo

¥ nayueHmos
ROJCUTLI020
603pacma)
Cynoporu ¢
pa3IMnIHBIMU
KJIMHAIECKUMH

MIPOSIBJIEHUSIMU (B
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.F3T Y

T.4. «Q%ém:a'ljkh B

ATENEHDCTET

BT P

TIPUTIAIKH )
Hapymienus
BHUMAaHUS
Hapymenus peun
AMHe3us
[Tepudepuueckas
HeWponarus u
MOJIMHEUPOIaThs
Hapywenus | - Hapymenns - IIpexonsmas -
CO CTOPOHBI 3peHus, oTeps 3peHUs
oprana BKJTIOYAsI (ocobenHo Ha
3peHus* JTUTITIOTIHEIO U ¢done peakuit
HEYETKOCTh CO CTOPOHBI
3pUTEILHOTO I[HHC)
BOCHPUSATHUS Yeeum u
(ocobenHoO mpu ocmpast
peaKusx co 08YCMOPOHHASA
ctopons! [IHC) MPAHCULTIOMU-
Hayusi paoyxc-
HOU 00010YKU
Hapymwenns | - - [IIym B ymax - -
CO CTOPOHBI YXxyaiieHue ciyxa,
oprasa ciyxa BKJTIOYAs TITyXOTY
u 1abupuHTa* (0ObIYHO
o0paTumMoe)
Hapymenuns |Ymiunenue Y nnuHenue KenynoukoBbie Hecnieunduuec- | -
CO CTOPOHBI  |MHTEpBaja uatepBasia QT | Taxuapurmun KHE apUTMHU
cepama** QTy Ouryuienue THonumoppnasn
MAalMEeHTOB C | cepAIcOneHUs JHcenyo0ouKo8as
comyTcTByI0- |Taxukapaus Maxukapoust
el runoka- | GuoOpuIIsAIHS (torsade de
JIMEMHUER npeacepani pointes)
Crenokapaus Ocmanoska
cepoya
(npeumywecm-
BEHHO V TUY
¢ npedpacnona-
2aruumu K
apummusm
COCMOSHUAMU,
MAKUMU Kax
KAUHUYECKU
3HauUUMast
bpaouxapous,
ocmpast
uwemus
MUOKapoa)
Hapywenus | - Bazopunaranus | O6Mopok Backynur -
CO CTOPOHBI [ToBbiIeHNE
cocyioB** apTepUaNbHOTO

JaBJICHUA




COOTBETCTBYET 3KCTEPTHOMY OTHETY
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C.

Crmdde1EOUE

ATENMEADCTE O

apTepUaIbHOIO
JABJICHUS

Hapymenuns
CO CTOPOHBI
JIbIXaTeJIbLHOM
CHUCTEMBI,
OpraHoB
rpyJIHOU
KJICTKH U
CpPEAOCTEHUS

Onpimika
(BKITIOUAS
ACTMATHYCCKHE
COCTOSIHUS)

Kenynouno-
KHILIEYHbIE
HapyLIeHUs

TommnoTa
Psora

bomm B
obnactu
AIUTACTPHSI U
00/IH B )KUBOTE

Hunapes

CHUKEHHBIN
anmneTuT u
CHUKEHHOE
notpebieHue
02000071

3amnop
Hucnerncus
Mereopusm
I'actposnTepur
(kpome 3p0o3uB-
HOT'O TaCTPOdH-
TEepUTa)
[ToBbiIEeHNE
AKTUBHOCTH
aMuJIa3bl B
1a3Me KpOBH

Hucharus
Cromatur
IIceBnomembOpa-
HO3HBIN KOJHT (B
OUYCHBb PEIKUX
CIIy4asiX acCOLIUHU-
POBaHHBIN C
YTPOXKAIOLUTUMU
JKU3HU
OCJIOKHEHUSIMH )

Hapymenns
CO CTOPOHBI
MEYEeHU U
JKEJTUYEBBIBO-
JSUX TyTen

IToBeImenue
aKTUBHOCTH
«IIEYEHOTHBIX »
TpaHCAMHUHA3 B
J1a3Me KpOBHU

Hapymenns
byHKIUN
MeYeHU
(BKITFOUAS
MOBBIIICHHE
aKTHUBHOCTH
JAKTaTACTUIPO-
reHa3bl B
I1a3Me KpOBH)
IloBbImIcHNE
KOHIICHTPAILIUH
OounpyOuHa B
MJ1a3Me KPOBH
IloBbImIcHNE
AKTUBHOCTH
ramMmma-TiyTa-
mMuITpancdepa-
351 B INIA3ME
KpOBH
IloBbIIcHNE
AKTUBHOCTH
IEJIOYHOU
dbocdarassl B
J1a3M€ KPOBH

Kenryxa
I'ematut
(MIpenMyIIEeCTBEeH-
HO XOJiecTaTu4ec-
KHil)

Qynomunanm-
HbLI 2enamum,
NOMEHUUANbHO
npUBOOAUULL K
JHCU3HEY2PO-
acarouyelt
ne4eHo4YHoU
Hedocmamou-
HoCcmu
(6xnouas
JlemanbHble
ucxoowl)

Hapymenus

CyX0CTh KOXH

bynnesnvie

Ooroll




COOTBETCTEYET ZKCNEPTHOMY OTUETY
ot 11.07.2024 N= 14097 C.
o cropom MOCHERCBREEHEHOCTE 9002
KOXH H peaxyuu,
MOJIKOKHBIX Hanpumep,
TKaHel CUHOPOM
Cmusenca-
Jloconcona unu
MOKCU4eCcKull
INUOEPMATbHBLLL
HEeKpOnu3
(nomeHyuaIbLHO
ONACHbIU 015
JHCU3HU)
Hapymenus ApTtpanrus Tenauaut Paspuigv Pab6oo-
CO CTOPOHBI Muanrus [ToBpIIEHNE CyXoxncunuil MUOTU3
MBIIICYHOMH, MBIIIEYHOTO Aptpur
CKEJICTHOU 1 TOHYCa U CyA0poru | Hapywienus
COETUHUTEIIb- Mpiieunas NOX0OKU
HOM TKaHu™ ciabocTh eceocmsue
NOBpeNCOeHUs.
ONopHO-08uU2a-
menbHOU
cucmemul
Ycunenue
CUMNMOMO8
muacmeHuu
gravis
Purunnocts
MBIIIII]
Hapymenns Hezuopamayus |Hapyuienue - -
CO CTOPOHBI (8v136aHHAS (yHKIIUU TOYeK
IIOYEK U ouapeeti unu (BKTIOUAst
MOYEBBIBOJISI- YMeHbuleHueM  |TIOBBIIICHHE
IIUX myTel npuema coJiep>KaHus a30Ta
oHcuoKocmu) MOYEBHMHBI B KPOBU
U KpeaTUHHUHA)
[Toueunas
HEJ0CTaTOYHOCTh
(B pe3ynbTare
JeTUapaTaluu, 4To
MOJKET IPUBECTHU K
TIOBPEKICHHUIO
MOYeK, 0OCOOEHHO Y
MAIMEeHTOB
TTOKHJIOTO
BO3pacTa ¢ paHee
CYIIECTBOBABIIIN-
MU HapyIICHUSIMU
(YHKIIMU TIOYEK)

* B oueHb peAKHX CiIydasX MpH NPUMEHEHUH XUHOJOHOB M (PTOPXMHOJIOHOB, HHOTIA
HE3aBHCHMO OT UCXOAHO UMEIHMXCs (PaKTOpPOB pHUCKa, OBLUIM 3apETUCTPUPOBAHBI JJIUTEIBHO
coxpansonmecs (10 HECKOIBKUX MECSIIEB HIIHM JIET), WHBATHIU3UPYIONIHNE W TOTCHIHAIBHO
HEOOpaTHMBIE CEpbe3Hble MOOOYHBIE pEeaKUUM Ha IpenapaT, 3aTparuBarolle HECKOIbKO, a
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HHOTJIa H MHOKECTBO, KJIACCOB CHCTEM OPraH(B U opranos- aysets-(E ndie i

KaK TCHAWHHT, Pa3pblB CYXOXKHIIHS, apTpairus, OOJb B KOHEYHOCTSX, HAPYIICHHUE ITOXOJKH,
HeﬁpOHaTI/IH, CBA3aHHBIC C MAPCCTCIUAMU, NCTIPCCCH, IMTOBBIIICHHAA YTOMIIACMOCTb, HAPYUICHUC
HaMsTH, HAPYIICHUS CHA, a TAK)Ke HApYIICHHUsS CIyXa, 3pEHHs, BKyca M OOOHSHUs) (CM. pasJeln
«Oco0bIe yKa3aHUm).

** Y manueHToB, MOJTydYaBIIMX (TOPXUHOJIOHBI, OBUTH OTMEYEHBI CIIy4au Pa3BUTHS aHCBPH3MbI
H pacCCIIOCHHUA a0OpPThl, HHOTAA OCJIOXKXHCHHLIX Pa3pbIBOM (B T.4. C JICTAJIbHBIM I/ICXOI[OM), a TaK¥XKeC
perypruTanun/HeJOCTaTOYHOCTH JIF000ro Kiamana cepana (cM. pasuen «OcoOble yKazaHHs»
«Oco0bIe yKa3aHum).

YactoTa pa3BUTHS CIEAYIONINX HEKEIATEIbHBIX PEAKIUi Obla BEHIINIC B TPYIMIE, MOTy4YaBIICH
CTYIEHYATYIO Teparuio (B/B BBEJICHUE IIpenapaTa ¢ MOCIeAYIOLUM ero MPUueMOM BHYTPb):

4acTo — MOBBILIEHUE aAKTUBHOCTU FaMMa-TIIyTaMUITpaHc(epasbl B 1a3Me KPOBH;

HEYACTO — JKEITYJOYKOBbIC TAXUAPUTMUHU, apTePUATbHAS TUTIOTCH3HSI, OTEKHU, IICEBIOMEMOpaHO3-
HbII KOJMUT (B OYEHb PEIKUX CIydasX acCOUMMPOBAHHBIA C YIPOXKAIOMMMU KU3HU
OCIIO’)KHEHUSIMHU ), CYIOPOTH C Pa3IMYHBIMU KIMHUYECKUMU MPOSBICHUSIMHU (B T.4. «grand maly
NPUIMAJKKA), TAUIIONUHAIIMY, HapylleHue (YHKIUM TOYeK, MOouYeYHas HeJOCTaTOYHOCTh
(B pe3ysbTare ACTUApATAIlMH, YTO MOXKET NPHUBECTH K IOBPESKICHUIO IMOYEK, OCOOCHHO Y
MAalMEeHTOB MOKIJIOTO BO3pAcTa C paHee CYIIECTBOBABIIUMH HAPYIICHUSAMU (DYHKIIMH TTOYEK).
[Tocne tepanuu aqpyrumMu GTOPXUHOIOHAMU OBLTH OTMEYEHHI cienyromnie modounsie 3(hdexTsl,
KOTOphIE MOTYT TakK€ BO3HHMKATh MPHU JIEYEHHMH MOKCH(IIOKCAIMHOM: TMOBBIIIEHHOE
BHYTPUYEPEITHOE JIaBJICHUE (mobpokauecTBeHHAs BHyTpHUEpeITHas TUTIEPTEH3US,
MICEBJIOOMYXO0JIb TOJIOBHOTO MO3ra), TUIEPHATPUEMUS, TUINEPKATIbIUEMHUS, TEMOIUTHYECKAs
aHeMUs, peakiuu (POTOUYBCTBUTEIHLHOCTH.

Ilepeno3upoBka

NmeroTcst orpaHideHHbIC JTaHHBIE O Mepeo3upoBKe MokcudokcannHa. He orMedeHo kakux-
1100 000YHBIX 3P (EKTOB TPpH MPUMEHEHHH MOKCcH(pIokcarnuHa B 103¢ 10 1200 Mr ogHOKpaTHO
u o 600 mr B Teuenue 10 qHeit u 6omee. B cnydae nepeqo3upoBKH CIEyeT OPUEHTHPOBATHCS
Ha KJIMHMYECKYIO0 KapTUHY U MPOBOJUTH CUMITOMATHYECKYIO MOIJAECPKUBAIOUIYIO TEPANHIO C
OKI'-MOHUTOPUHTOM.

Jleyenue: COMyTCTBYIOMIUMA MPUEM aKTHBUPOBAHHOTO YIJIs C 030U Mokcudiokcanuna 400 mr,
BBOJMMOT0 BHYTPUBEHHO, CHU3UT OMOJIOCTYIMHOCTh MOKcH(pIokcaHa 6onee yem Ha 20 %.
B3aumoneiicTBus ¢ APYyruMu JIeKAPCTBEHHBIMU CPeCTBAMM

[Ipy coBMECTHOM TIPUMEHEHWHW C aTEHOJOJOM, PAHUTHUIMHOM, KaJbIIUACOACPKAITUMU
no6aBKkaMu, TEOPUIUTMHOM, ITUKIOCTIOPHHOM, TTEPOPATTLHBIMUA KOHTPAIICNITUBHBIMU CPEJICTBAMH,
MIHOEHKIAMHUIOM, UTPAKOHA30JIOM, JAUTOKCHHOM, MOpP(GUHOM, MpoOeHenuaoM (MOATBEPKIECHO
OTCYTCTBHE KIMHUYECKH 3HAYMMOTO B3aUMOACHCTBHSI ¢ MOKCHU(IOKCAIIMHOM) KOPPEKIIMU 03B

He TpedyeTcsl.
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npernapaThl, KOTOPbIE CHIDKAIOT COJCpKAHKUE Kallisl B IJIa3Me KPOBHU (K MPUMEPY, IIETIEBBIEY U
THA3UJHbIC TUYPETUKHU, CIaOUTENbHbIe, KOPTUKOCTEPOUabl, amporepunrH B), uinu npenapatsl,
MPUEM KOTOPBIX MOKET BbI3BaTh KIMHUYECKH 3HAYUMYIO OpaJuKapIuio.

Ilpenapamul, yorunsrowue unmepsan QT

Crnenyer y4yuTHIBaTh BO3MOXKHBIM — aauuTHBHBIN 3ddekr ymmuenuss wuntepBama QT
MOKcH(IIOKCallMHa M JAPYrMX MpenapaToB, BIUSIOMMX Ha yanuHenue uHTepBana QT. Ilpu
COBMECTHOM IMPUMEHEHHH 3THUX MPENapaToB YBEIUYMBAETCS PUCK PA3BUTHS KEIyTOUYKOBOMN
ApUTMHH, BKIIIOYas OJTMMOP(HYIO JKeTyI0UYKOBYIO Taxukapauto (torsade de pointes).
[IpoTHBOMOKAa3aHO COBMECTHOE NPUMEHEHHWE MOKCH(IIOKCAlMHA C TpenapaTaMmu, YAJHHSIIO-
muMu uHTepBan QT: aHTHapuTMHuYEcKue mpemaparhl kiacca |A (XMHUAMH, THAPOXUHUIMH,
muzonupamMun U nap.) u kinacca |l (ammomapon, coramon, moderwnun, uOyTMIUA U Ip.);
HeliponenTuku ((pEeHOTHA3UH, TMHMO3UJ, CEPTUHIOJN, TalONEepUIoN, CYIbTONPUA U 1Ip.);
TPULIMKIMYECKUE  AHTHICTPECCAHTHI,  AHTUMHUKPOOHBIE  mpemaparsl  (cmapdiaokcaiuH,
SPUTPOMHULIUH (BHYTPUBEHHO), NEHTAMMJWH, HPOTUBOMAJIPUIIHBIE IpenapaTbl, OCOOEHHO
rasioaHTpUH); aHTUTUCTAMUHHBIE TIpenapaTsl (TepdheHaanH, acTeMU30J, MU30JIACTHH); Apyrue
(uM3anpu, BUHKaMUH (BHYTPUBEHHO), Oenpuani, nepumanun).

Bapgapun

[Ipu coveTaHHOM MPHUMEHEHHH C BappapuHOM NMPOTPOMOMHOBOE BpEMs U JIPYTHE IapameTphl
CBEPTHIBAHUSI KPOBH HE U3MEHSIOTCS.

Hzmenenue 3nauenuil MexcoyHapooH020 HOpManuzoeanHo2o omuowerus (MHO)

VY manueHToB, MONyYaBIIMX OpajbHBIE aHTHKOATYIISIHTHI B COYETAaHUH C AaHTUOMOTHKAMH, B T.4.
C MOKCHU(IIOKCAIITMHOM, OTMEYAJINCh CIy4Yad TMOBBIIMICHUS aKTHBHOCTH IMPOTHBOCBEPTHIBAIOIINX
npenapatoB. PakTopaMHM pHCKa SBIAIOTCA HaJWyue WHQPEKIUOHHOro 3aboneBaHus (U
COITYTCTBYIOIIMI BOCHAIIMTENIbHBIN MpOIlecc), BO3pacT U olliee cocTossHue nanueHta. Hecmotps
Ha TO, YTO B3aMMOJCHUCTBUI MEXIy MOKCH(IOKCAIIMHOM W BappapuHOM HE BBISBISIIOCH, Y
MAIMEHTOB, MOJIYYalOIUX COYETaHHOE JICUeHHE STUMH TpenapaTamMu, HE0OXOAUMO TPOBOIAHTH
MoHuTopupoBanne MHO u 1npu HEOOXOIUMOCTH KOPPEKTHPOBATH /03y HEMPSMBIX
AHTUKOAryJIsSIHTOB.

Jueoxcun

Mokcudaokcaud U JUTOKCHH HE OKa3bIBAIOT CYIIECTBEHHOTO BIMSHUS Ha (papMaKOKHHETH-
YyecKue MapaMmerpbl Jpyr japyra. llpu mnpuMeHeHWu TMOBTOPHBIX 103 MOKCH(IOKCAI[MHA
MaKCHMasbHas KOHIEHTpPAIlKs JUTOKCUHA yBeIWYUBaNach mpudmm3utensHo Ha 30 %, mpu sTom
3HA4YEHWE TUTOMm@Aan Toj (papMaKOKHHETHYECKOH KpuBOH «koHIeHTpamnus — Bpems» (AUC) u

MHHHUMAaJIbHAA KOHLOCHTpAIUA JUT'OKCMHA HE U3MCHSAJIUCD.
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[Ipu BHYTPHMBEHHOM BBEACHHUU MOKCH(IIOKCAMHA C OAHOBPEMEHHBIM MEPOPATBbHBIM MPUEMOM
AKTUBUPOBAHHOTO YIJISI CHUCTEMHas OMOJOCTYNHOCTh MpenapaTa HE3HAUYHUTENbHO CHIDKACTCS
(mpubnusurensHo Ha 20 %) BeaeacTBUE aacopOLMKu MOKCH(IIOKCAIITHA B IPOCBETE KENTyA0YHO-
KHILIEYHOT'O TPAKTa B MPOLIECCE SHTEPOreNaTUYECKON peUpPKYISIUH.

Hecosmecmumocms

Henb3st BBOAMTH HMH(Y3MOHHBIM pPACTBOP MOKCHU(IIOKCAIIMHA OJHOBPEMEHHO C JIPYTUMHU
HECOBMECTHUMBIMH PAaCTBOPAaMH, K KOTOPHIM OTHOCSITCSI:

- pactBop Hatpus xjiopuna 10 %;

- pactBop Hatpus xjopuaa 20 %;

- pacTtBop HaTpus TuapokapooHara 4,2 %;

- pacTBop Hatpus rupokapoonara 8,4 %.

Oco0ble yka3anus

T'unepuyscmeumenvrocms

B HekoTOpbIX ciydasx y)Ke IOcCjJ€ IEepBOro IMPUMEHEHHUs IpernapaTa MOXKET pa3BUTHCA
TUIEPYYBCTBUTEIBLHOCTh W QWJIEPTUYECKHE pEaklud, O 4YeM CcleAyeT HeMeIJIeHHO
uHpopmupoBarh Bpada. OdeHb pENKo, Jake Iocie MEepBOro NPHUMEHEHUs Ipenapara,
aHaQWIAKTUYECKHE  PEaKIMM  MOTYT  IIPOrPECCUPOBATH 0  YIPOXKAIOIIEro  KU3HU
aHa(HUIAKTHYECKOTO IMIOKa. B 3TuX cirydasx jiedeHne MOKCU(IIOKCAIIMHOM CIIEyeT MPEKPaTHTh
U HEMeIJEHHO HayaTh MPOBOAWTH HeoOXoauMble JeueOHble Mepompustus (B T.U.
POTHBOIIOKOBBIE).

Taoicenvie KodicHble HedxcelamenbHble peakyuu

Ha ¢one neuenuss mokcudiokcauuHOM HAOMIOJANINCh TSDKENble KOXKHBIE HEXKelaTeIbHbIe
peakuMy, BKIOYas TOKCHUYECKUI snujepMalbHbIi Hekponu3 (cunapoM Jlaiiemia), cuHApOM
CruBeHca-J[>KOHCOHa M OCTpBI TI'eHEepaJu30BaHHbIM 5K3aHTeMaTo3Hbl myctyne3 (OI'DII),
KOTOpBbIE€ MOTYT OBITh ONAaCHBIMM JJISi KU3HU WU JeTanbHbIMH (cM. paznen «[loOounoe
neiicteue»). Ilpu Ha3HaueHuM mpenapara MNalMEHTaM CleayeT COOOLIUTh O MNpU3HAKAX U
CUMITOMAax TSDKENBIX KOXHBIX HEXKEIATEJIbHBIX pPEaKUUd W TINATEIbHO MOHUTOPHPOBATh
BO3MO>XHOCTb Pa3BUTHS JAaHHBIX pEakUui y MNanueHTa. B ciydyae NosBIeHUS NPU3HAKOB U
CUMITOMOB, YKa3bIBAIOLIUX Ha 3TH PEAKIMH, MOKCU(IIOKCAIIUH CJe1yeT HEMEIJIEHHO OTMEHUTh
U pPAacCMOTPETh ANBTEPHATUBHOE JiedeHHe. [Ipu pa3BuTMM y nNanueHTa TSHKEJIOHM KOXXHOU
peakuuu, HalpuMep, TOKCHUYECKOTO JMUJAEPMaJIbHOIO HEKpoin3a, cuHapoma CrHuBeHca-
Jxoncona umu OI'DIT Ha doHe mpUMeHeHHs MOKCH(IIOKCAIIMHA, JIEYEHUE ATUM IIPernapaToM He
ciemyeT O0JbIe BO30OHOBIIATh HA MPU KAKUX OOCTOSITEILCTBAX.

Hapywenus co cmoponvl cepoya
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untepBasia QT. [1oCKOIBKY KEHIUHBI, 10 CPAaBHEHHUIO C MYKYMHAMH, UMEIOT 0ojee JUIMHHBIN
uaTepBan QT, oHr MOTYT OBITH OOJIee YYBCTBUTEIBHEI K MpenaparaM, YTHHSIIONNM HHTEPBAI
QT. IlamueHTsl NOXMWJIOIO BO3pacTa Takke Oojee MOJBEP>KEHbl JEHUCTBUIO IPENnaparos,
okazpiBarolMx BiausHue Ha wuHTepBal QT. VYanunenwe wunTepBasia QT compsbkeHo ¢
MOBBIIIICHHBIM PUCKOM JKENyOYKOBBIX apUTMHUH, BKIIOYas MOJUMOP(HYIO KETYIOUKOBYIO
TaxXUKapJIUIO.

Crenenp ynnuHeHus wuHTepBasia QT MokeT HapacTaTh C IOBBILIEHHMEM KOHLEHTpALUU
MOKCHU(IIOKCallMHA B TIa3M€ KPOBH, [I03TOMY HE CIIeAYeT MPEBBIIATh PEKOMEHIOBAHHYIO 103y
u ckopocth uH(py3uu (400 mr B Teuenue 60 muH). OgHAKO y TMAIMEHTOB C ITHEBMOHUEH
KOPPEJSIIIUA MEXKIYy KOHIIGHTpaluei MOKCU(IIOKCAlMHA B IUIa3ME€ KPOBH U Y/UIMHCHUEM
untepBana QT ormeueno He Obuto. Hu y omnoro u3 9000 mnanueHTOB, MOITY4aBIIUX
MOKCHU(IIOKCALMH, HE OTMEUYaioCh CEPACUYHO-COCYTUCTHIX OCIOKHEHUN U JIETAIbHBIX CIy4acs,
CBs3aHHBIX ¢ ymauHeHweMm wuHTepBaa QT. Ilpu mpuMeHeHHH MOKCU(IOKCAIIMHA MOXKET
YBEJIUYUBATHCA PUCK PA3BUTHS JKEITYTOYKOBBIX apUTMHI y MAIMEHTOB C MpeapacioiaralolnuMu
K ApUTMHUSM COCTOSTHUSIMH.

B cBs31 ¢ 3TUM MOKCH(IIOKCAIIMH TPOTUBOMOKA3aH MPH:

- W3MCHCHUSAX JJICKTPOPUUOIIOTHUECKUX TapaMeTPOB  CEpAIlA, BBIPAKAIIUXCI B
yuiiHennn  uHTepBasia  QT: BpoXACHHBIE WM TPHOOPETEHHBIE JOKYMEHTHPOBAHHBIC
yanuHeHus: uHTepBana QT; aleKTpolUTHBIE HApyIIEHUS, OCOOCHHO HEKOPPEKTHPOBAHHAS
TUTOKAIMEeMUs; KIMHUYECKH 3HauuMas OpaaukapAus, KIMHUYECKH 3Ha4yuMasl cepiaeuHas
HEJIOCTAaTOYHOCTh CO CHIDKEHHOW (pakiuei BbIOpOca JIEBOTO KEIYJ0uYKa; MpU HAIHYUU B
aHAMHE3€ HapYIICHUH PUTMa, COMPOBOKAABIINXCA KIMHAYECKON CUMIITOMATUKOM;

- NPUMEHEHUH C JPYTHUMH Tpernaparamu, ymauHsiommmu uHTepBan QT (cM. pazgen
«B3aumonencTBE C IPYrUMHU JIEKAPCTBEHHBIMU CPEACTBAMU).

MoxkcudnokcaiuH cienyeT IPUMEHSITh C OCTOPOKHOCTHIO:

- y TAIMEHTOB C MOTEHIIMAIBHO MPOAPUTMHUYECKUMHU COCTOSHHUSIMHU, TAKUMH KaK OCTpas
MIIEMUSI MUOKApJia M1 OCTAaHOBKA Cep/la;

- y TAIMEHTOB C LUPPO30M MEYEeHU (TaK KaK y JAaHHOW KaTerOpuu MAlMEeHTOB HEJb3s
WCKITFOUHTh PUCK pa3BUTHUS yaauHeHus narepsaia QT).

Ecnu Bo Bpemst nedeHns MOKCH(IOKCAITMHOM BO3HUKAIOT NMPU3HAKK HAPYIICHUS PUTMa CEepIia,
JICYEHHE CIIEYeT NMPeKpaTuTh u caenath JKI.

Anespuzma u paccioenue aopmul, pe2ypeumayus/HedoCmamoyHocmy K1anaua cepoya

[To maHHBIM MUAEMHOIOTUUECKUX HCCIIEIOBAHNN COOOIIAI0Ch O MOBBIIIEHHOM PUCKE Pa3BUTHS

AHCBPU3MbI MW PACCIIOCHUA aOpPThI, 0COOCHHO Y ManMEHTOB IIOXWJIOTO BO3pacTa, a TaKkKE
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VY manueHToB, Moay4yaBIIUX (TOPXUHOJIOHBI, OBUIM OTMEUEHBI CIy4YaW Pa3BUTUS aHEBPHU3MBI U
paccioeHHs a0pPThl, HHOT/AA OCJIOKHEHHBIX Pa3pbIBOM (B T.4. C JIETAJIbHBIM MCXOA0M), a TAKXKE
perypruTaluu/HeJOCTaTOYHOCTH JIIo0Oro U3 KjamaHoB cepaua (cMm. pasgen «IloGounoe
JIEHCTBHEY).

B cBs3u ¢ 3TUM (TOPXMHOJIOHBI CIEIyEeT NMPUMEHATH TOJBKO IIOCIIE THIATEIBHON OIIEHKU
COOTHOLLIEHUS «I10JIb3a-PUCK» U PACCMOTPEHMS IPYIMX BapHAHTOB TEPAllMU Yy NAIMEHTOB C
AQHEBPU3MOM aOpThl WIM BPOXKACHHBIM IOPOKOM KJAllaHa CepAla B CEMEHHOM aHaMHE3e, WU
y NAalMeHTOB C JMAarHOCTMPOBAHHOW AaHEBPU3MOM aOpThl W/WIM PACCIOEHUEM AaOpThl, WIIH
3a00JeBaHMEM KIIallaHa Ceplla, WIM NMPU HAIMYMAU JAPYTHX (AKTOPOB PUCKA MM COCTOSHHIA,
Ipeipacroiaraoumx K pa3BUTHIO:

* KaK aHEBPU3MBI U PACCIOCHUS AOPThI, TaK M PErypruTali/HEJOCTATOUHOCTH KJlaraHa
cepaua (Hampumep, 3a00JIeBaHUs COCTUHUTENBHOM TKaHH, Takhe Kak cUHApoM Mapdana umu
cunapom Onepca-annoca, cuaapom Tepuepa, 6one3ns bexuera, aprepuaiibHasi TUTIEPTEH3US,
PEBMaTOUIHBIN apTpUT);

WIH JIOTIOJIHUTEIIBHO:

* QHEBPU3MbI U PacCIOEHUS aopThl (HAIpUMeEp, COCYAMCThbIE 3a00JIeBaHUS, TaKUe Kak
aprepuntT Takascy, TMTaHTOKJIETOYHBIA apTEPHUMT, IOATBEPKACHHBIM aTepOCKIEPO3, CUHIPOM
[llerpena);

* perypruTalMyi/He0CTATOYHOCTH  KiallaHa cepiaua (Hampumep, HH(EKIHOHHBIN
SHIOKAP/INT).

Puck pa3BuTHs aHEeBpU3MBI U PACCIOEHUS aOPThI, a TAKXKE UX pa3pblBa MOXKET ObITh MOBBIIIECH
y MalMEeHTOB, OJHOBPEMEHHO MOIYUYAIOLIUX CUCTEMHBIE TTTIOKOKOPTUKOCTEPOUIBI.

B cnyuyae mosiBneHMs BHe3amHON 00iM B JKMBOTE, I'PyJM WIM CIIMHE MAIlMEHTaM CleayeT
HEMEJJIEHHO 00paTUThCS K Bpady B OT/IEJIEHHUE HEOTIIOKHON TTOMOIIH.

[TaruenTam crieayeT peKOMEHI0BaThb HEMENJIEHHO OOpaTUThCS 33 METUIIMHCKOM MOMOIIBIO B
Clly4ae TOSIBJIEHMSI OCTPOM OJIBIIIKM, BIEPBbIE BO3HUKILErO OIIYIIEHUS YYallEeHHOTO
cepAueOreHNs WK Pa3BUTHUS OTEKA )KMBOTA WIIM HIYKHUX KOHEYHOCTEH.

Hapywenus co cmoponsl neueru

[Ipu npumeHeHHH MOKCH(DIOKCAIlMHA COOOIIAIOCh O ciydasx (QyIbMUHAHTHOIO TelaTuTa,
MOTEHLMAIbHO MPUBOSIIIETO K Pa3BUTHIO MIEUEHOUYHON HEJ0CTaTOYHOCTH (BKJIIOYAs JI€TaJbHbIE
ciyuan) (cM. pazzaen «llobounoe neiictBue»). [lanmenrta cnenyer nHGOPMUPOBATH O TOM, YTO B
cllyuae BO3HUKHOBEHHMS U OBICTPOM pa3BUTHM NPU3HAKOB M CHUMITOMOB (YJIbMHHAHTHOTO
renaruta, TaKUX Kak OBICTPO pa3BUBAIOIIASACA AaCTEHHUS, AaCCOIMHPOBAHHAs C IKEITYXOM,

IMNOTECMHCHHUEC MOYHM, TIIOBBIIICHHAA KPOBOTOYMBOCTh MJIM IICYCHOYHAA 3HH€(1)3J'IOH3TH$[,
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B cnyyae BO3HMKHOBEHHMS NPU3HAKOB HapymIeHHs (QYHKIUU TEYEHU CIEAYyeT IPOBECTH
(GyHKIMOHATIBHBIE IEYCHOUHBIE TIPOOBI/MCCIeI0BaHNs (PYHKIINHU TIEYCHH.

Cyoopoeu

[IpumMeHeHue npenapaToB XUHOJIOHOBOTO psiia CONPSKEHO C BO3MOXKHBIM PUCKOM pa3BUTHS
cyaopor. MOoOKCUGIIOKCAIMH —CIEAyeT TNPUMEHATh C OCTOPOXKHOCTBIO Yy TMAIMEHTOB C
3a0oneBannamMu LITHC u ¢ napymenusmu co cropons! IIHC (Hanmpumep, NOHMIKEHHBIN IOPOT
CYJOpPOXHON AaKTMBHOCTH, CYJOpOTM B aHaMHE3€, CHUXKEHHE MO3IOBOrO KpOBOOOpAICHMS,
HOBPEXJEHUE TOJOBHOIO MO3ra WIM HHCYJbT), IPEAPACIONaralolldMU K BO3HHUKHOBEHUIO
CYJIOpOT WJIM CHUYXKAIOIIUMH IIOPOT CYI0POKHON aKTUBHOCTH.

B cnyuae paszButusi cyqopor cCieAyeT MpPeKpaTuTh TEParmui0 MOKCH(IOKCAIMHOM U IMPHHATH
COOTBETCTBYIOILIUE MEPHI.

Hapywenus co cmoponul diceny0ouno-kuueuno2o mpakma

[IpumeHeHre aHTHOAKTEPUAIBHBIX IIPENapaToB UIMPOKOTO CIEKTpa JEMCTBHS, BKIIOYas
MOKCH(IIOKCALIMH, COMPSDKEHO C PUCKOM pa3BUTHS ICEBAOMEMOPAHO3HOTO KOJUTA. IJTOT
JIMarHo3 cielyeT UMETh B BUJy y NMAIUEHTOB, Y KOTOPbIX Ha ()OHE JIeYeHUsT MOKCH(IIOKCALIUHOM
pasBWIIach TsDKeNas quapesi. B ciiydae moJo3peHus Ui MOATBEP)KICHUS IICEBAOMEMOPAHO3HOTO
KOJIUTA CJEAYeT NPEKPATUTh TEPANUI0 MOKCHU(IIOKCAIIMHOM U IMPOBECTH COOTBETCTBYIOIIHNE
TepaneBTUueckue Meponpusatus. [lpemapaTsl, yruerarome MNEpUCTAIbTUKY KHUIIECUHUKA,
IPOTUBOIOKA3aHbI IPH Pa3BUTHU TSHKEIION AUapeu.

Hapywenus ¢pynxyuu novex

[TarueHTHl MOKUIIOTO BO3pacTa ¢ 3a00JeBaHUSMHU MOYEK JOJKHBI COOJIOIATh OCTOPOKHOCTH
IpU NpueMe MOKCHU(]IIOKCAIHA, €CIM OHU HE MMEIOT BO3MOXKHOCTH MOTPEOISITh HEOOX0AUMOE
KOJINYECTBO JKUKOCTH, MTOCKOJIbKY 00€3BOKMBAHUE MOXKET MOBBICUTh PUCK Pa3BUTHS MOYEYHOH
HEJ0CTaTOYHOCTH.

Hapywenue spenus

[Ipr CHMXEHWU OCTPOTHI 3PEHUS WM BO3SHHUKHOBEHHH JPYTUX CHMIITOMOB, CBSI3aHHBIX CO
3peHHEM, CIIeyeT HEMEIJIEHHO OOpaTHThCs 3a KOHCyJIbTalMed K Oo(TaabMONIOry (CM. paszien
«IToGouHOE nEercTBHEY).

Ilayuenmul ¢ muacmenueu gravis

MoxkcudIoKcaIiH ciaeayeT IPUMEHSATh C OCTOPOKHOCTBIO Y MAIIMEHTOB ¢ MUACTEHHEH Jravis B
CBSI3U C BOBMOXKHBIM 000CTpeHHEM 3a00J1eBaHMsL.

Tenounum u paspeié cyxoxcunuii

Ha ¢one tepanuu ¢GHTOpXHWHOIOHAMH, B TOM YHCJI€ MOKCH(IOKCAITAHOM, BO3MOYKHO Pa3BUTHE

TEHJAMHHUTA U pa3pbiBa CYXOXKWIUS (MPEUMYIIECTBEHHO aXW/IJIOBOI0), MHOTJA JIBYCTOPOHHETO,



COOTBETCTBYET 3KCNEPTHOMY OT "E TY
ot 11.07.2024 N= 14057 ™ 2
it et rel FetROtEKIx

00 B
yXe B nepBbie 48 yacoB JieueHus. OnUCcaHbl ClIyvyau, Kolilabbre—%;ﬂﬂ/l%

MECSIIEB MOCTIe 3aBEpIICHUs JIeUeHUs. PHCK pa3BUTHs TEHAWHONATHH MOKET OBITh MOBBIIIEH Y
NAaIMEeHTOB TOXHUIIOTO BO3pacTa, BO BpeMs CHIBHOW (PU3MUYECKOW HArpys3Kd, y IMalUEHTOB,
MOJIy4YaIOIUX JICUEHUE KOPTUKOCTEPOUIaMH, y MALUEHTOB C II0YEYHOW HENOCTATOYHOCTBHIO WIIN
10CJI€ TPaHCIIAaHTALMU COJMIHBIX OpraHoB. Ilpu mepBbIX CUMNITOMAax TEHAWHUTA (HaIpUMED,
0OJIE3HEHHBI OTEK, BOCHAJIEHHE) B MECTE IOBPEXACHUS IPUMEHEHHME IIpernapara CIeayeT
IPEKPaTUTh, PA3TPY3UTh MOPAKEHHYIO KOHEYHOCTb, N30€raTh JUIIHEH (U3NUECKON aKTUBHOCTH
U 00paTUTHCA K Bpady.

Peaxyuu pomouyscmeumenvrocmu

[Tpu npuMeHeHnHn PTOPXUHOJIOHOB OTMEUAIOTCA peakuu GOTOUyBCTBUTENbHOCTH. OIHAKO MPU
IPOBEACHUHN JOKIMHUYECKUX W KIMHUYECKUX MCCIEAOBAaHUN, a TakXKe IpU HPHUMEHEHUU
MOKcH(]JIIOKCallHa B TPAKTHKE HE OTMEYAIOCh peakiuii (POTOUyBCTBUTEIBHOCTU. TeM He MeHee,
HAlMeHThl, MOJYyYalolue MOKCHU(DIOKCAlMH, JOJDKHBI M30eratb BO3JEHCTBUS — MPSIMBIX
COJIHEYHBIX JIy4Yeil U yJIbTpauoIeTOBOIO CBETA.

Jleuenue unghexyuii, evizeannvix wmammamu Staphylococcus aureus, pesucmenmuvIMu K
memuyuniuny (MRSA)

He pexomennyercs npuMeHATh MOKCU(DIOKCALMH AJIs JieueHus] MHpEeKIui, Bbi3BaHHBIX MRSA.
B cnywae mpenmnosiaraemMblx WM MOATBEPXKIECHHBIX MH(eEKIuH, BbI3BaHHBIX MRSA, cienyer
HA3HAYUTh JIEUEHUE COOTBETCTBYIOIIMMU aHTHOAKTEpUAIbHBIMHU IIpernapaTamMu (CM. pasjaen
«PapMaKoJIOTHYECKUE CBOUCTBAY).

Brnusanue na nabopamopmvie noxazamenu

CnocoOHOCTh MOKCH(]JIOKCAIIMHA MOJABISATh POCT MHKOOAKTEpUIl MOXKET CTaThb NPUYMHOMN
B3aUMOJICHCTBUSL B YCIOBHSAX IN VItro MokcuduokcanuHa ¢ TectoM Ha Mycobacterium Spp.,
OPUBOJALIETO K JIOKHOOTPULIATENIBHBIM pe3ysibTaTaM NpU aHajau3e oOpas3loB NalMeHTOB,
KOTOPBIM B 3TOT MEPUO/] IPOBOAUTCS JIEYUEHUE MOKCU(IIOKCAIIUHOM.

Iepughepuueckas netiponamus

VY nanueHToB, KOTOPBIM IPOBOAUIIOCH JeueHHuEe PTOPXUHOJIOHAMH, BKJIIOYas MOKCH(DIIOKCAIH,
ONMCAHbl CIydal CEHCOPHOM WJIM CEHCOMOTOPHOMW IIOJIMHEHPOINAaTUH, TPUBOAALIEH K
HapecTe3usiM, TUMECTE3UAM, JTU3ECTe3UsIM WIM clabocTH. IlanneHToB, KOTOPHIM HPOBOIUTCS
JieYeHUEe MOKCH(IIOKCALMHOM, CJeAyeT MpeaynpeauTh O HEOOXOJUMOCTH HEMEJICHHOTO
oOpailleHus K Bpady Mepel MpOJOHKEHHEM JIeUYeHHUs B Cilydae BO3HHUKHOBEHHS CHMIITOMOB
HeMponaTum, BKIIOYAIOIMIKX 00JIb, #OKEHHE, TOKAJIbIBAHNE, OHEMEHNE WM ¢1a00CTh (CM. pazfen
«IToGouHOE nercTBHEY).

Ilcuxuyeckue paccmpoticmea

PeaKHI/II/I CO CTOpPOHBI IICMXUKH MOI'YyT BO3HUKHYTHb [JaXK€ IIOCJIC TICPBOTO MNPHUMCHCHUS
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NCUXOTUYECKHE PEAaKIMH TNPOTPECCHPYIOT 0 BO3HHUKHOBEHUS CYWIUAAIBHBIX MBICIEH U
MOBEJICHUS C TEHACHIUEH K CaMOMOBPEXICHHIO, BKIIIOYAs CyUIMIaIbHbIE TIONBITKU (CM. pa3aen
«ITobounoe naeiicTBue»). B cirydae pazputus m00bIX 1moO004YHBIX 3¢ dekToB co croponsl [ITHC,
BKJIIOYAsl HAPYIICHUS [ICUXUKH, HEOOXOIUMO HEMEIJICHHO OTMEHUTh MOKCU(IOKCAIIMH U HA4aTh
COOTBETCTBYIOILIYIO TEpanuio. B 3THX ciydasx peKOMEHIyeTCsl MEepPEeUTH Ha Teparnuio JPYyrum
AHTHUOMOTUKOM, OTIIMYHBIM OT (PTOPXMHOIIOHOB, €CIIH 3TO BO3MOXKHO.

HeoOxonumo cobito/1aTh OCTOPOKHOCTh MPHU MPUMEHEHHUH MOKCH(IIOKCAIIMHA HaIlMeHTaMU C
MICUX03aMHU W/WJIH C ICUXUYECKUMU 3a00JI€BaHUSIMH B aHAMHE3E.

JHucenuxemus

Kak u B ciryuae ¢ qpyrumu TOpXHMHOIOHAMH, TIPU IPUMEHEHUN MOKCHU(IIOKCAIIMHA 0TMEYaIOCh
M3MEHEHHE KOHLIEHTPALUU TJIIOKO3bl B KPOBM, BKJIIOYAs THMO- U rumnepriukemuto. Ha ¢oue
Tepanuu MOKCU(IOKCAIMHOM JUCTIMKEMUS Yalle BO3HUKAIA y MAIMEHTOB MOXKUJIOTO BO3pacTa
U TAIMEHTOB, MOJYYAIOINX COIYTCTBYIOIIYIO TEPAIHIO MEPOPATHHBIMI THIIOTIMKEMUYECKUMHU
npenapatamMu  (HarmpuMep, NpenapaTamMu CyJIb(OHWIMOYEBUHBI) WM WHCYIHMHOM. [lpm
MPUMEHEHUN MOKCHU(IIOKCAIIMHA Y TAKUX MAlMEHTOB BO3PACTAET PUCK PA3BUTHSI TUIIOTIMKEMUH,
BILJIOTH JI0 TUMOTJIMKEMHUYECKOH kKoMbl. HeoOxoamumo nHpOopMUpOBaTh MAIIMEHTOB O CUMIITOMAX
THITOTIIMKEMHH (CITyTaHHOCTh CO3HAHMS, TOJIOBOKPYKEHUE, «BOJUUIN) alIeTHT, TOJIOBHAS OOJIb,
HEPBO3HOCTH, OILIYIICHNE CEPALCONCHUS UIH YJaIlIeHHE Mybca, OJIeTHOCTh KOXKHBIX TOKPOBOB,
WCIIapuHa, APOXKb, CIA00CTH).

Ecnu y manuenTta pa3BuBaeTCsl TMIIOTIIMKEMHUS, JIeHalleMy Bpady HEOOXOJMMO CaMOCTOSITEIbHO
NPUHATH pEINIeHHe O TMpeKpalleHuu/3aMeHe Tepanmud. [Ilpy  TpOBEJIEHUH  JICUCHHS
MOKCH(IIOKCAIMHOM Yy TAIMEHTOB IOXKWJIOTO BO3pacTa OOJBHBIX CaxapHBIM JHabeTOM
pEeKOMEeH1yeTCs TIATebHbI MOHUTOPUHT KOHIIEHTPALIUHU TIFOKO3bI B KPOBH.

Hedpuyum enroxoza-6-gpocpamoezuopocenasvi

[TateHTH ¢ JOUArHOCTHPOBAHHBIM JE(QUIIMTOM TIIOK030-6-pocdarmernaporeHassl  wim
HAJIMYHEM €TO B CEMEITHOM aHaMHe3€ CKIIOHHBI K Pa3BUTHIO TEMOJIMTHYECKUX PEAKIMA BO BpeMs
TEepanuy XMHOJNIOHaMH. Takum oO0Opa3oM, JaHHBIM MalUMEHTaM CJelyeT MPUMEHSTh
MOKCH(]IIOKCALIUH C OCTOPOKHOCTBIO.

Bocnanenue nepuapmepuanvreix mxanet

Mokcudaokcaud B BUje pacTBopa Uil WH(QY3WH TpemaHa3HA4YeH TOJBKO UIsl B/B BBEICHHS.
Crnenyer m3beraTh nepuapTEpUaNbHOTO BBEACHUS, MOCKOJIBKY JOKIMHUYECKHE HCCIIEIOBAHUS
IPOIEMOHCTPUPOBAIM BOCHAJICHUE NEpUapTEPUANbHBIX TKaHEeW Mocje BBIIOIHEHUS MOJ00HOTro
BBCJICHUSI.

Cneuuqbuttecxue OCJIOJCHEHHblE qubeKuuu KOJHCU U NOOKONCHOU KAemYamKy
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UHQEKIMiA, pacuunuTa U CHHIpOMa TUa0ETHUECKOM CTOIBI C OCTEOMHUETUTOM.

Hnumenvuvle, auwarowue mpyoocnocooHocmu U NOMEHYUAIbHO Heobpamumvle Cepbe3Hble
HedcenamenbHvle peakyuu

Coobmanoch 0 ciaydasx UIMTENbHBIX (MPOJODKAIOLIMXCS MECSILbl WIM TOfbl), JUIIAOUIMX
TPYAOCIIOCOOHOCTH ¥ TOTEHIHMAIBHO HEOOpAaTHMBIX CEPbE3HBIX IMOOOYHBIX PEaKLUsX,
3aTparuBaroOIIUX pa3jMyHble, MHOI/Ia U HECKOJIBKO CHCTEM OpraHu3Ma (OIOpHO-IIBUraTENIbHBIN
anmapar, HEpPBHYIO CHUCTEMY, ICUXHYECKOE COCTOSIHUE M OpraHbl 4YyBCTB), y IallUEHTOB,
INPUHUMAIOIIUX XHMHOJOHBI M (PTOPXMHOJIOHBI BHE 3aBUCHUMOCTH OT MX BO3pacTa M ykKe
CyLIeCTBYIOIIUX (akTOpoB pricka. [Ipy BOSHUKHOBEHHMM IEPBBIX NMPU3HAKOB WM CHMIITOMOB
JTIOOBIX CEpPhE3HBIX HEKENATENbHBIX PEaKUUil MpueM MOKCHU(IIOKCAIIMHA CIeAYyeT HeMEJICHHO
IPEKPaTUTh, U NAILIMEHT J10JKEH 00OpPAaTUTHCS 3a KOHCYJbTAIMeH K JevalleMy Bpauy.

Iemu

Tak Kak Hesb3sl MOJHOCTBIO HCKIIIOUUTh PUCK MOPaKEHUS XPALIEBBIX 30H POCTa KOCTEH Yy
pebeHka, TpUMEHEHHE MOKCH(IIOKCAllMHA Yy JeTed M TOAPOCTKOB Miaame 18 jer
IpOTHBONOKa3aHo (cM. pa3zaen «lIpoTuBonokazanus»).

Bcnomoeamenvuvie sewgecmsa

[TatmenTsl, coOmogaromue AWETYy C TOHW)KEHHBIM COJEpKaHueM conu (Ipu  CepAeyHON
HEIOCTaTOYHOCTH, TOYEYHOH HEIOCTaTOYHOCTH, NMPH HEPPOTUYECKOM CHHAPOME) JIOJDKHBI
YUUTHIBaTh, YTO JAHHBIN Ipemnapar coaepxut 34 mmons (782 Mr) HaTpus Ha KOoHTeitHep 250 M.
Bansinne Ha cIOCOOHOCTH YIPABJIATH TPAHCIOPTHBIMHU CPEACTBAMH, MEXaHU3MAMH
HccnenoBanust BIMSHUS MOKCH(]IIOKCAI[MHA HA CIIOCOOHOCTh K YIPABJICHUIO TPAHCHOPTHBIMU
CpeICTBAMHM M MEXaHM3MaMHM HE MpOoBOAWIMCh. TeM He MeHee, MNpuUeM NalMeHTaMu
AHTUOMOTUKOB (TOPXMHOJOHOBOTO psiia, BKIIIOYas MOKCH(DIOKCAIMH, MOXET NPUBOJUTH K
CHIDKEHHIO CIIOCOOHOCTH K YNPABJICHUIO TPAHCIIOPTHBIMU CPEICTBAMM WJIM MEXaHU3MaMU B
cBsa3u ¢ peakuusimu [HTHC (k mpumepy, rojgoBOKpY:KEHHE, Hpexojsuias MoTeps 3peHus Win
KpaTKOBpPEMEHHas MOTepsi CO3HaHus - 00Mopok) (cMm. pasaen «[lobounoe aericTBre»). [lareHTsI
JOJDKHBI  OBITH  MPENyNpPeKICHbl O BO3MOKHOCTM DPAa3BUTHUSA TOAOOHBIX peakuuid mpu
NPUMEHEHUH MOKCH(JIIOKcalluHa 10 TOr0, KaK IMPHUCTYNaTh K YIPaBJIEHUIO TPAHCIOPTHBIMU
CPEICTBAMU WJIM MEXaHU3MaMH.

dopma BbIIIYCKA

PactBop 11 undyswmii 1,6 Mr/mi.

250 M1 B KOHTEHHEPHI TOJTUMEPHBIE U3 TICHKH MOJIMOJIS(UHOBOM C OJHUM WM ABYMSI TIOPTaMH.
| KOHTEMHED ¢ MHCTPYKIMEN IO MPUMEHEHUIO B ITAYKE KaPTOHHOM.

st cranimonapoB: 30 KOHTEHHEPOB B MaKeTax W3 MJICHKH WIH 0€3 HUX C PaBHBIM KOJIUYECTBOM
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MHCTPYKUUH IO IPUMEHEHUIO B TOPPOSIIHKE.

YciaoBust XxpaHeHUs

[Ipu Temneparype He Bbimie 25 °C B OpUTHHAIBHON yIakoBKe (Mauke/To(QpOSIIIKeE) IS 3alIUThI
OT CBeTa.

[Ipy XpaHeHMM B XOJIOJHOM MECTE€ MOXXET BbINAgaTh OCAaJ0K, KOTOPBI pacTBOpsieTCs IpU
KOMHATHOW TeMIIEPAType.

XpaHUTb B HEJOCTYITHOM ISl IETEH MECTe.

Cpox rogHocTu

2 roja.

He npuMeHATH 110 HCTEYEHUH CPOKA F'OJHOCTH.

YcaoBus ornycka

OTmycKaroT 10 perenty.

IIpousBoaurtensb/PacoBmIMK (mepBu4Has YIAKOBKa)/Y NAaKOBUIUK (BTOpMYHAasA
(moTpeduTENbCKAS) YIIAKOBKA)

[MTAO «Kpachapmay», Poccusi, KpacHosipckmii kpaii, r. KpacHosipck, yn. 60 ner OKta0ps,
31. 2/53.

Boinyckaoumii KOHTPOJIb KavyecTBa

[MTAO «Kpacthapmay», Poccus, KpacHosipckmii kpait, r. KpacHosipck, yn. 60 ner OKta0ps,
3. 2/13.

Buaajesienr perucTpalMoHHOr0 yaocroBepeHusi/Opranu3anusi, NPpUMHUMAKOMIAsS NPeTeH3un
0T moTpeduTeJiei

ITAO «Kpacdapmay, Poccus, 660042, Kpacuosipckuii kpait, T. KpacHosipck, yi. 60 net OkTs6ps,
3a. 2. Ten.: (391) 204-14-77.



