COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 15.04.2024 N2 7419
(NOCNEOOBATENEHOCTE 0001)

NHCTPYKHI
11O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Komuctumer AD

PerucrpaumoHHbId HOMEP:

Toprosoe HaumenoBanue: Konmucrumer AD

Me:xayHapoaHoe HeNATEHTOBAHHOE WJIM TIPYNNMPOBOYHOEe HAWMEHOBaHMeE:
KOJIMCTUMETAT HATpHUS

JlekapcTBennasi ¢opMa: NOpPOLIOK Ui NPUTOTOBJIEHUS PACTBOPA JJISI MHBEKLUU,
WH(Y3UN 1 UHT TSN

CocraB

OauH iaxoH npenapara coAepKuT:

eucmsyrowee sewyecmeo: xonmuctumeratr Hatpuss 80 mr (1000000 EJI) wim 160 mr
(2000000 ELT).

Onucanue

Benplii nan moutu Gesnblii TMTPOCKONUYHBIA MOPOIIOK.

dapmakoTepaneBTHYECKasi TPyNmna: aHTUOAKTEpUATbHBIE CPEACTBA CHUCTEMHOIO
NEUCTBUS; IpyTUe aHTUOAKTEpUAIbHbIE CPEICTBA; TOJUMUKCHHBI.

Kox ATX: JO1XBO01

dapMakoJI0ru4ecKue CBOMCTBA

dapMaKkoIMHAMHUKA

Mexanuszm oeticmeus

Konuctumerar  Hatpus -  UUKIMYECKUH  MOJUNENTUAHBIA  aHTUOMOTHK,
nponaynupyemMeiit  Bacillus  polymyxa var. colistinus, OTHOCSAUTMHCS K TpyMIe
MOJIUMUKCHHOB.

Oxa3biBaeT OAKTEpUIIMAHOE IEHCTBUE B OTHOLLIEHUH IPAMOTPULIATEIbHBIX OaKTEpHid,
UMEIOINX TUAPOGHOOHYIO BHEITHIOI MEMOpaHy, B OCHOBE KOTOPOTO JICKHUT U3MECHECHHE
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 15.04,2024 N2 7419
CTPYKTYphl M HapyuieHue (QyHKIUH WUTOIIAgNMETUeCKOM AN FHApyYskaoH MeMOpan

BCJICACTBUE HAPYLIECHUS MTPOLIECCOB MOSIPU3AUU MEMOPAHHBIX CTPYKTYD.
Pezucmenmuocme

MexaHuzm pa3BUTHS PE3UCTEHTHOCTHU 00yCIOBIIEH MoAU(pUKaLHEH
naunononucaxapuga (JIIIC) unm npyrux KOMIOHEHTOB B MeMOpaHe OaKTepualbHbBIX
KJIETOK. Y CTOMYMBOCTh K KOJIMCTUMETATy HaTpus OTMeueHa mpuOIu3uTeNnbHo y 3 %
Pseudomonas aeruginosa.

OnHako mnoka3arenu pe3UCTEHTHOCTH MOTYT BapbHpOBAaTHCS B 3aBUCUMOCTH OT
reorpa)MyecKkoro MOJOKEHUS U C TEeUYeHHeM BpeMeHHU. lIpu JieyeHuu TsKeIbIX
uHpekui unm  Hed(DPEKTUBHOCTU MPOTUBOMUKPOOHOIO JIEYEHUSI HEOOXOIUMO
YUUTHIBATH ~ MECTHbIE  reorpauueckue  OCOOEHHOCTH  PACIpPOCTPaHEHHS
PE3UCTEHTHOCTH, a TaKXKe HEOOXOJAMMO MHKPOOHOJIOTHYECKOE  BBISIBIICHHE
NAaTOr€HHOI'0 MUKPOOPraHru3Ma M €ro TECTUPOBAHKME HA MPEAMET UyBCTBUTEIBHOCTH K
KOJIMCTUMETATy HaTpHSI.

llepexpecmuas pezucmenmuocms

Mexny konuctumeTaToMm HaTpus (monumukcud E) u nmonmumukcruHoMm B cymiectByer
NEePEeKpPECTHAasT PE3UCTEHTHOCTh. [lOCKONBKY MeXaHM3M JAEUCTBUS TOJUMUKCHUHOB
OTJIMYAETCS OT MEXaHW3Ma JEHCTBUS APYTUX AHTHUOMOTHUKOB, PE3UCTEHTHOCTH K
KOJMCTUMETATy HATpUs W NOJMMHMKCMHY B He mnpenmonaraer pe3ucTEHTHOCTH K
JPYTUM TpyMIaM JIEKapCTBEHHBIX CPEICTB (AHTUOMOTHKAM).

Coomnowenue GapmaxoxuHemuxa/papmaxoOuHamura

bakTepunaHoe AecTBUE MOJTUMUKCUHOB Ha YyBCTBUTEIBHOM OAaKTEpUU 3aBUCHUT OT
koHneHTpauu. OtHomenne AUC/MIC (momans mnona  ¢gpapMaKOKHHETHUECKOM
KPUBOW «KOHIICHTpAIUsI — BpeMs» / MUHUMAaJIbHAas WHTHOMPYIOMAs KOHIIEHTpAITHs)

KOPPEIUPYET € KIMHUYECKON 3(h(PEKTUBHOCTHIO.

Kontpoabpabie Touku EUCAST YyBcTBUTENBHBIE (S) Pesucrentnsie (R) ?

Acinetobacter spp. S<2 R >2 mr/n



at 15.04.2024 N2 7419
Enterobacteriaceae S<p (NOCNEOCBRTEDNMAGCTE 0001)

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

Pseudomonas spp. S<4 R >4 mr/n

* Konmponvuvle mouku npumenumsl k 0oze 2-3 man EJ[ npu 3x-pazosom egedenuu. Moocem
nompebosamucsi Hazpy3ounas 0o3za (9 man EJ]).

Anuoemuonocuyeckue nopo2osule eIUUUHbBL

[ToporoBoe 3nauenne MUK nans wmaeHtudukanuu OakTepuii, 4yBCTBUTEIBHBIX K
KOJIUCTUMETATY HATPHsl, COCTABIISIET < 4 MI/IL.

UyBCTBUTENBHBIE MUKPOOPTaHU3MBL:  Acinetobacter baumannii, Haemophillus
influenzae, Klebsiella spp., Pseudomonas aeruginosa.

Mukpoopranu3mbl ¢ OPUOOPETEHHOW  PE3UCTEHTHOCTBIO:  Stenotrophomonas
maltophillia, Achromobacter xylosoxidans (panee Alcaligenes xylosoxidans).
Pe3uctentHeie MUKpoOpraHu3Mbl: Burkholderia cepacia n poACTBEHHBIE IITaMMBI,
Proteus spp., Providencia spp., Serratia spp.

dapMaKoOKMHETHKA

Bcacwvisanue

JloCcTyIHO OTrpaHMYE€HHOE KOJUYECTBO JIaHHBIX O (hapMaKOKMHETHKE KOJMCTUMETATa
HaTpus (CMS) u xomuctrra. CyImecTBYIOT JaHHBIE O TOM, YTO (papMaKOKWHETHKA Y
NAIMEHTOB C KU3HEYTPOKAIOIUMU MHPEKIUIMU OTIUYAETCS OT (PapMaKOKUHETUKH Y
NAIMEHTOB C MEHEE CEpPhE3HBIMHM 3a00JIEBaHUSIMH WJIH 3J0POBBIX JTOOPOBOJIBIIEB.
[Tocne nHQPY3HMOHHOTO BBEICHUS HEAKTUBHOE MTPOJIEKAPCTBO - KOJIUCTUMETAT HATPHUS -
IIPEBPAILACTCS B AKTUBHBIA KOJUCTUH. MakCUMalIbHbIE KOHUEHTPALUUHU KOJKMCTHHA B
ia3Me OTMEYAIOTCS 4epe3 7 YacoB MOCIE BBEACHHS KOJMCTUMETATa HaTpHs
NalMEHTaM C KU3HEYTPOXKAIOUUMU UHDEKIUSIMU.

BcacsiBanne KoqucTMMETaTa HAaTpus IOCIE€ MHTALALMM  WMEET  CHIIbHbBIE
VWHIUBUIYAJIbHBIE pa3auuMsl. 3aperuCTPUPOBAHHBIE 3HAYEHUS MAKCUMAJIbHOM
KOHIIEHTpAIlMM KOJMCTUMETAaTa HAaTpHs B IUIa3ME€ KPOBHU IOCIIE€ MHTAISIUUUA B J03€
2 mun EJ[ nexaTt B mpenenax OT KOHIIEHTpalMKM HUXKE Mpelena ONnpeaeiaeHus A0
0,53 mr/n. [Ipu cpaBHEHHHU 3THUX MOKa3aTelie C KOHIICHTpaIlMel npernapara B 1jia3me
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

ot 15.04. 2024 Ne 7419
KPOBHA MOCJE IapEHTEPAIbHOTO BBEAEHUA MOWHO |[CAEHaty FBHBONCO L TOM,] j4TO

BCAChIBAHUE €T0 HE3HAUUTEINIbHO, YTO TAKKE MOATBEPKIAETCS (PAKTOM TOTO, YTO MOCTE
uHraysmun 2 MutH EJ| konmcTuMerara HaTpus cpeqHee 3HaA4YeHHe OOIIel MOYedHOn
IKCKpPELMH COCTaBIIAET NMpuOan3uteabHo 4 %. TeM He MeHee, MPU HUHTATSIUOHHOM
MPUMEHEHUH CJIETYET BCET1a UMETh B BUAY BEPOSITHOCTh CHCTEMHON abCOpOIuu.
Uepesz npomexxyTok BpemeHu oT 1 10 4 uvacoB mocne uHramsaiuu 1-2 mux EJl
KOJIMCTUMETAaTa HATpHUsl KOHIIEHTpAIlus ero B MOKpoTe cocTtapiseTr 16-180 mr/a. B
JIETKUX 3a/Iep>KUBAETCA OKOJIO 15 % BBEIEHHOM J103bL.

Pacnpeoenenue

O0beMm pacripeielieHUsl KOJIMCTUHA Y 3JJ0POBBIX JOOPOBOJIBLIEB SIBISIETCS HU3KUM U
COOTBETCTBYET MNPUONMU3UTEILHO OO0BEMY BHEKJICTOYHOW IKUAKOCTH. OO0bem
pacrnpeeneHus OPOMOPIMOHANILHO ~ YBEJIMYMBAETCS y  MAIMEHTOB C
KUZHEYTPOKAIOIMUMU HHPEKIHUsIMU. [ [pOHUKHOBEHNE KOJTUCTUMETATA HATPUS B TKAHU
U KUJKOCTH OpraHrM3Ma OrpPaHUYE€HO, B TOM YHUCJE B COMHHOMO3TOBYIO >KHIKOCTH
yepe3 BOCHaJieHHbIE MO3roBblie 000Jy0ukd. Konmentpamus B moue B 20-40 pas
MIPEBBINIAIOT TAKOBBIC B CBIBOPOTKE. CBsI3bIBaHME C OETTKaMHU TJIa3Mbl KDOBU HEBEJIMKO
(menee 10 %). [Tepron nmoyBbIBeI€HUS U3 CBIBOPOTKHU KpoBH 2-3 yaca. Konuctumerar
HaTpUs MPOHUKAET Yepe3 IIAlEHTY.

Buvigeoenue

[Tocne BHyTpuBeHHOTO BBeneHUs 0K0JI0 60 % BBEIEHHOM 03I BEIBOJAUTCS TOUYKAMU
B HEU3MEHEHHOM BUJIE, /1€ MAKCUMAJIbHbIE KOHIIEHTPALIUK JOCTUTAI0TCA uepe3 2-4 4
1oCJie€ BBEJEHUSA. OTO, TMPEANOJIOKHUTEIbHO, TaKKe OTHOCUTCS M K 4YacTw,
abcopOHpoBaBILIEHCs TPU UHTAIALIMOHHOM ITyTH BBeieHUH. KonmncTumerar HaTpusl, He
abCcopOMPOBABINIACS TIOCIIC HHT AN, PEIOI0KUTEIIBHO, B OCHOBHOM BBIBOJTUTCS
¢ MokpoToi. KomucTuH mnojBepraercs 3KCTEHCMBHOM peabCcopOIMU MOYEUYHBIMU
KaHaJIbI[AMU U MOYET BBIBOJUTHCS KaK BHEMOYEYHBIM MYTEM, TaK U MOABEPraThCs
MOYEYHOMY METa00JIM3My C BO3MOXKHOCTBIO KyMYJISIIIUU B Tloukax. [locie BBeneHMs

340POBbIM I[O6pOBOJ'IBHaM U ManyeHTaM ¢ MYKOBHCIIUAO30M IIEPHUO ITOJTYBBIBCACHUA
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COOTBETCTBYET QKCIHNEFPTHOMY QTHETY
ot 15.04.2024 M2 7419
KOJIMCTHHA COCTABJISIET MpUMEpHO 3 4 | 4 4, cQOIBETCHEBRHEO, | fPH: 00IIEM: KilvipeHCe

OKoJI0O 3 J/yac. Y MAalUMEHTOB C >KU3HEYTPOXKAKOIMMMU HHQPEKUUIMH MEPUOA
MOJTyBBIBEJICHUSI MOXKET OBbITh yBearueH 10 9-18 yacos.

Kunemuxa 6 omoenvnuix noospynnax nayuenmos

Knupenc konuctumerara HaTpUs 3aBUCHUT OT KIIMPEHCA KPEeaTUHUHA, TO3TOMY 110 Mepe
CHIDKeHHUS (YyHKIMM TMOYeKk Bce Oonbinmee konmuectBo CMS mpeBpamaercs B
KOJIMCTUH. Y MalKUEHTOB C IOYEYHOU HEJO0CTaTOUHOCTHIO (KimpeHc kpeatuHuHa (KK)
menee 30 MJI/MUH) CTETIeHb TIpeBpaIieHus MoxeT nocturath 60 % - 70 %. Kmupenc
KOJIMCTUHA CHM)KAETCA IpPHU IOYEYHOM HEJOCTaTOUYHOCTH, BEPOSTHO, BCIICJACTBUE
yBenu4eHus npespaiieHus CMS.

B cBs3u ¢ HU3KOM CUCTEMHON OMOMOCTYMHOCTBIO MPH MHTANSIUAX KOJIHCTUMETaTa
HaTpus, PHUCK KyMyJSIIMM IIpenapaTta B OpraHU3ME€ IallMEHTOB C IOYEYHOM
HEJOCTATOYHOCTHIO OIICHUBAETCS KaK HU3KUIA.

IoxkazaHus K NPUMEHEHUIO

J11si BHYTPUMBEHHOTO IIPUMECHCHUS

Jleuenue cepbe3HbIX HMH(EKIMI, BBI3BAHHBIX OMNPEIEICHHBIMH YyBCTBUTEIbHBIMU
a’pOOHBIMU TPAMOTPUIATETILHBIMH MHUKpPOOPTaHU3MaMH, y B3pPOCIBIX M JIeTe ¢
OTrpaHUYEHHBIM BEIOOPOM aHTHOAKTEPUANIBHOMN Tepanuu.

I[J'If[ HHIAJIANTMOHHOIO IMIPUMCHCHMU A

XpoHuueckue MHQGEKIUU IbIXaTeNbHbIX IyTel, BbI3BAHHBbIC YYBCTBUTEIBHBIMH K
KOJIMCTUMETaTy HAaTpusi TPaMOTPULIATEIbHBIMU OaKTepUsIMH, B OCOOEHHOCTU
Pseudomonas aeruginosa, npu MyKOBHUCIIHJIO3€.
Cneagyer mpuAepKUBATbCS O(DUIMAIBHBIX PEKOMEHIAUMA M0  HaJJIekKallemy
IPUMEHEHHUIO aHTUOAKTEPUATIbHBIX CPEICTB.
IIpoTuBonokaszanus

- TOBBIIICHHAs YYBCTBUTEJIBHOCTh K KOJMCTUMETATy HATPHUs, KOJWUCTUHY WIIU

IIOJIMMUKCUHY B;

- 3JI0KaYyeCTBEHHas MHACTEHUS (MHACTEHUS gravis);



COOTBETCTBYET QKCIHNEFPTHOMY QTHETY
ot 15.04.2024 M2 7419
- HapyuleHue QyHKUMU NoYeK y Aefer 10 1 8aer (AmeucTeMron0 DpuMEHSHNs).

C 0CTOPOKHOCTHIO

Obwee: HapyuieHue (QyHKUUU TMOYEK, HapylieHHe (YHKIUH MEYeHH, MOpPHupus,
OJIHOBPEMEHHOE TPUMEHEHHE C TOTEHIMAIbHO HEPPOTOKCUYECKUMH WU
HEHPOTOKCHUECKMMH Mpernapatamu (cMm. pasnen «B3ammopeiicTBue ¢ npyrumu
JIEKapCTBEHHBIMU CPEACTBAMU»), NPHU OJHOBPEMEHHOM NPUMEHEHUU Pa3HbBIX
JIEKapCTBEHHBIX (POPM KOJUCTUMETATA HATPHUS.

JononnumenvHo 01 BHYMPUBEHHO20 NPUMEHEHUS. TUTIOBOJIEMUSL.

Crnegyer ¢ OCTOPOKHOCTBIO MPUMEHSTH BHYTPHUBEHHOE BBEJICHHWE KOJIHMCTHUMETATa
HATPUS Y OCOOBIX TPyNN MAMEHTOB (MAMEHTHhl ¢ HapylleHueM (YHKUHUUA MOYEK U
JIETH), a TaK)Ke MPUMEHATHh BBICOKHE 103bI (> 6 muH EJI/cyT.), MOCKOIBKY MMEIOTCS
OrpaHUYEeHHbIC KIMHUYECKUE JaHHbIE O 0€30MacHOCTH U 3()PEKTUBHOCTHU (CM. pa3en
«Oco0bIe yKa3zaHUsD»).

Jonoanumensvno o UHRATIAYUOHHO2O NPUMEHEHUS: KpOBOXapKaHbE,
TUIIEPPEAKTUBHOCTh OPOHXOB (CM. paznes «OcoOble yKazaHUs ).

IIpumeHeHnune npu GepeMEHHOCTH U B MEPUHOJ IPYIHOI0 BCKAPMJIMBAHUS
bepemennocms

Knunnueckas 0e30macHOCTh MPUMEHEHUS KOJUCTUMETaTa HaTpus IpH OEPEeMEHHOCTH
HE U3yYeHa.

KonuctumeraTt HaTpusi NPOHUKAET Yepe3 MIalEeHTApHbIA Oaphep U MOXKET MPUBECTU K
YMOpPUOHANILHOM TOKCHYHOCTH. [Ipemapar He clieqyeT HCIOoJIb30BaTh BO BpeMs
OEpEeMEHHOCTH, TOJBKO, €CIIH TMOJIb3a JUIsl MaTepU MPEBBIIIAECT MOTEHIMATBHBIA PUCK
JUTSL TUTIOAAA.

Ilepuoo epyonoco eéckapmaueanus

Konuctumeratr HaTpusi BbIAENSETCA C TPYAHBIM MoJiokoMm. Ilpu HeoOxomumocTu
INPUMEHEHUST KOJMCTUMETATa HATPUs B MEPHUOJ JIAKTAIlMH, TPYJHOE BCKapMJIMBAHHE

CJIey€eT MPEeKPaTUTh.



COOQTBETCTBYET QKCIHEFTHOMY QITHETY
ot 15.04. 2024 Ne 7419
Cnoco0 npuMeHeHus1 M 103bl (MOCNEOOBATENEHOCTE 0001)

J11si BHYTPUMBEHHOTO IIPUMECHCHUS

[IpuMeHATh KOMUCTUMETAT HATPUS JJIS JICUEHUS NAUMEHTOB C IPaMOTPULATEIbHBIMH
a’pOOHBIMU MH(EKIUAMHU NP OTPAHUYEHHOM BbIOOPE aHTHMOAKTEpUATIbHON Teparuu
CJIEAYET TOJIBKO ITOCIE KOHCYJIBTALMU C BPAa4OM, UMEIOIIUM COOTBETCTBYIOIINN OIIBIT
JedeHus: HHPEKINOHHBIX 3a00IeBaHM.

J103a ¥ MPOJOJKUTENIBHOCTD TE€PAUU JOJDKHBI YCTaHABIIMBATHCS B 3aBUCHUMOCTU OT
TUNIA W TOKECTH MH(PEKIUUM U COCTOSHHUS MalueHTa. Takke cleayeT
PYKOBOJCTBOBATHCS COOTBETCTBYIOIIMMHY KIMHUYECKUMU PEKOMEHAALMAMMU.
IIpuBeneHHble fanee pEeKOMEHJALUU II0 PEXUMY JO3UPOBAHUSA OCHOBBIBAIOTCS Ha
pesynbratax (PapMakKOKMHETUYECKOTO HCCIECAOBAaHUS OTPaHUYECHHON MOMyJISIUU
NAILMEHTOB C )KU3HEYTPOKAIOIINMU UHPEKIUAMU.

[lopnepxxuBaromas CyTO4YHas J03a mOpenapara il B3pOCHBIX M IOAPOCTKOB
cocrapmser 9 wuH EJl, pasgenennas ©Ha 2-3  BBeneHus. llanumentam ¢
KU3ZHEYTPOKAIOUMMU  MH(EKUMSIMH BBOJUTCS HadallbHas Harpy3o4dHas Jo3a
9 miua EJI. Haubonee mpuemiieMblii MHTEpBaJl BpPEMEHHU MJIsi BBEJIEHUS MEPBOU
NOAJICP)KUBAIOIIEH CYTOYHOM 036l HE YyCTaHOBJIEH. {dapMaKOKMHETHYECKOE
MOJEIUPOBAHUE MOKA3BIBAET, YTO B HEKOTOPBIX CIIy4asx MalMEHTaM C HOPMaJIbHOMN
byHKIMEH moYeKk MOTYT NOTPeOOBaThCS HArPy304Has U MOAIEPKUBAIOIIAs CyTOYHBIE
no3bl 10 12 mun EJI. OnbIT KIMHUYECKOTO NPUMEHEHUs MOAOOHBIX 103, OJHAKO,
KpaiiHe OrpaHuYeH, U UX O€30MaCHOCTh HE YCTAHOBJICHA.

Harpy3ounas no3a npuMeHMMa JUisl NAUMEHTOB C HOPMAJIBHOM M HapyLIEHHOU
(GyHKIMEN noYeK, BKIIIoYas MallMeHTOB, HAXOIALIMXCS Ha 3aMECTUTEIIbHON TOYEYHOU
TEpaInu.

Ocobvle zcpynnbl naAyUerniose

Hapywenue ¢pynkyuu nouex
[TarmenTam ¢ HapylieHneM (YHKIMH MMOYEK TpeOyeTcsl KOPPEKIUs 103kl Mpernapara,

HO IS JAaHHOM KaTCTOpPHHU MAIMUECHTOB JOCTYIITHO OYCHb MaJIO (I)apMaKOKI/IHeTI/Iqe(JKI/IX
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 15.04.2024 N2 7419
JaHHBIX. (NOCNEOOBATENEHOCTE 0001)

[IpuBeneHHbIC Majgee CBEACHHUS IO KOPPEKIHMH JO3bI CIEAYET paccMaTpHBaTh Kak
pexoMenaruu. CHIDKEHUE TO3UPOBKU peKoMeHoBaHo sl marmeHToB ¢ KK menee
50 MuT/MUH:

PGKOMCHI[OBaHO IMPUMCHCHUC JIBA pa3a B CYTKHU.

Kumnpenc kpeaTuauna (MJ1/MUH) Cyrounas no3a (man E/l/cyr)
<50-30 5,5-7,5

<30-10 4,5-5,5

<10 3,5

I'emoouanus u npoooaxcumenvHas 2emMoouapuIbmMpayus

Konuctun ynansercs Bo BpeMsi 00BIYHOTO TeMOANaIN3a U TMPOAOIIKUTEITHHON
BeHO-BeHO3HOM remonuaduiasTpanuu (CVVHF, CVVHDF). [loctynHo 4pe3BbIYaiiHO
Majo JaHHBIX O (apMAKOKMHETUKE KOJUCTUMETaTa HaTpUs y TAIMEHTOB,
HAXOJISAUXCS Ha 3aMECTUTEILHOM Mo4YeuHol Tepanuu. HeBo3M0XHO 1aTh Kakue-1moo
KOHKPETHBIE PEKOMEHAAIMU MO AO3UPOBKE. MOKHO PacCMOTPETh YKa3aHHBIE Jajiee
PEKUMBL.

l'emoouanus

Ho3a B nau 6e3 remoaunanusa: 2,25 min EJI/cyT (2,2-2,3 min EJl/cyT).

Jloza B gHu mpoBeneHus remomuanuza: 3 MiaH EJl/cyr B neHp mpoBeacHUS
reMo/iuann3a, mocJjie MpoBeACHU ceaHca reMoinann3a. PekoMeH10BaHO BBEJICHUE 1BA
pasa B CyTKH.

Beno-senosznasn cemoouagpunompayus (CVVHE, CVVHDF)

Jo3bl mpemaparta, Kak IS TAMEHTOB C HOPMaJbHOM (PYHKIMEW TMOYeK.
PexoMeH10BaHO TPUMEHEHUE TPU pa3a B CYTKH.

Hapywenue ¢pynxkyuu neuenu

JlanHble O TAlMEHTax ¢ HapylmieHneM (QYHKIHWUA TEYeHH OTCYTCTBYIOT. Tpelyetcs

COOIONIaTh OCTOPOXKHOCTh TPU TPUMEHEHUW TIperapara y OJTOW MOMYJISIUH
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 15.04.2024 N2 7419
aIUCHTOB. (NOCNEOOBATENEHOCTE 0001)

Tayuenmul nodxcunozo 6o3pacma (cmapuie 65 nem)

Koppekumu 110361 y MOXUIBIX NAIMEHTOB C HOPMajbHOW (yHKIMEW IOYeK He
TpeOyeTcs.

Jlemu

JIOCTYyIIHO Ype3BBIYaHO MAJIOE KOJIMYECTBO JAHHBIX O PEXKUME JO3UPOBAHUS Y JETEH.
ITpu BbIOOpPE 10O3BI CIEAYET YUUTHIBATh CTENIEHB 3PETIOCTU MOYeEK. /103y pacCUUTHIBAIOT
Ha OCHOBaHHUH CyXO# Macchl Tena (0e3 yuera >KMpOBOM TKaHH).

Hetu ¢ maccoit tena < 40 kr: go3a 75000 - 150000 E/I/kr/cyT, pa3neneHHas Ha TpU
BBEJICHMUS.

Jlnia neteit ¢ maccoii Tena 6omee 40 Kr: MPUMEHSIFOTCS 103bl pEKOMEH/I0BaHHBIE IS
B3POCJHBIX U MOJPOCTKOB.

CooOmaioce o mnpumeHeHun 103 cBbime 150000 EJl/kr/cyt y nereit ¢
MYKOBHCLIHAIO30M.

JlaHHble B OTHOUIEHUH MPUMEHEHUS WM BEJIMYMHBI HArpy304HOW J03bl Y JETeH C
AKUZHEYTPOXKAIOUMMH  HMHQEKIUSIMH OTCYTCTBYIOT. PekoMeHpanuu 1o pexumMy
JIO3UPOBaHUS y JIeTel ¢ HapylieHueM (QyHKIHUU TOYEeK OTCYTCTBYIOT.

IIpuroroBJieHe pacTBOpa

[IpenapaT MOKHO BBOJIUTH BHYTPUBEHHO (OOJIFOCHO WM B BUE MEUICHHOW HH(Y3UU
B TeueHue 30-60 MUHYT).

[TarueHTaM C TMOJHOCTHIO MMILUIAHTUPOBAHHBIM YCTPOWCTBOM BE€HO3HOIO JIOCTYIIA
(TTVAD) npenapaT MO>XHO BBOJAUTH B BUJI€ OOJIFOCHON MHBEKITUU B TEUEHHE HE MEHEE
S munyT B 103¢ 10 2 mutH EJ] B 10 M1 pactBOpUTENS.

Jna npucomosnenusi pacmeopa 0.5 60MOCHO20 86edeHusi Coaepkumoe (rakoHa
pactBopsatoT B 0,9 % pacTBOpe Xjopuaa HaTpus WU B BOJE I UHBEKLUUN ITyTEM
Jerkoro BeTpsixuBaHus. CHUIBHOTO B30ANTHIBaHMS CJEAyeT H30eraTb B CBSI3H C

U30BITOYHBIM 00pa3oBaHueM MeHbl. OObeM pacTBOpa HE JOJKEH MpeBbiaTh 10 mit.



COOTBETCTBYET QKCIHEFPTHOMY OTYETY
ot 15.04.2024 Ne 7419
s npueomosnenus pacmeopa 015 uH@y3uu COAEPHKUMOE iTaKOHa-PaCTBOPAN Kak

OIIMCAHO BHIIIE. 3aTeM K BOCCTAHOBICHHOMY PacTBOPY JOOABISIOT, Kak mpaBmwio, S50
mi 0,9 % pactBopa xjopujia HaTpus.

Konuctumerat HaTpusi moaBEpraeTcs TUAPOINU3Y B BOJHOM PAaCTBOPE J0 KOJIMCTHHA.
[IpuroroBneHue pactBopa Jjisi HHBEKIUH, 0OCOOCHHO B TOM Ciydae, Korja TpedyeTcs
UCITIOJIb30BAHUE HECKOJBKUX (PIIAKOHOB, CJIEIYET BBIMOIHATH B CTPOTO aCENTHYECKUX
yCIIOBUSX. [ MAPOIN3 KOMMCTUMETaTa HATPUS 3HAYUTEIHHO YBEIWYMBACTCS TOCTE
BOCCTAaHOBJICHUS U Pa3BEJICHUsI 10 KOHIICHTPAIIUY HIDKE KPUTHUECKOU KOHIICHTPAINH
MuIeJmiooOpa3oBanus, Kotopass coctaBiasier okosio 80000 EJI/mn. PactBopsl,
UMEIOIIIEe KOHIIEHTPAINIO HIKE YKa3aHHOMW, CIIeyeT HEMEIJIEHHO UCIOJIb30BaTh.

Ta6HI/IHa IepecucTa 103 rpflrapara B pa3IM4YHbIX CANHHUIIAX

Jo3a xonuctumerara Hatpust (CMS) 10/mKHA pacCUUTHIBATHCS M HA3HAYAThCSI TOJIBKO
B EJI. Ha sTukerke mpemnaparta 3asBineno koiuuectBo EJl Ha drmakon. [lo3a B pa3HbIX
CTpPaHAX MOYKET BBIPAXXKAaTbCS B MUJUIMTPAMMax aKTUBHOCTH KOJUCTHHA-OCHOBAHMS
(CBA).

[IpencraBmsiem Tabmuiry mepecdera 0361 CMS. Yka3zaHHbIE BEIMYHHBI CUUTAIOTCS

HOMHUHAJIbHBIMH U HpI/I6JII/ISI/IT€JII)HBIMI/I.

KonmnenTparus ~ macca CMS (mr)*
MexayHapoIHbIE ~wmr CBA

eqununbl (EJT)

12 500 0,4 1

150 000 5 12

1 000 000 34 80

4 500 000 150 360

9 000 000 300 720

*HoMuHasIbHAsi KOHLEHTpAIHs JeKapCcTBeHHOH cyOcTanuuu = 12 500 EJl/mr

I[J'If[ HHIAJIANMOHHOI'O MIPUMCHCHMU A

PCKOMCHI[yeTCH HHTAJIAIIMOHHOC INPUMCHCHUC npemnapara IMIPOBOJANTH 1o 1
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COOTBETCTBYET QKCIHNEFPTHOMY QTHETY
ot 15.04.2024 M2 7419
HaOJII0/ICHHEM Bpadell ¢ COOTBETCTBYIONIMM OTBITOM /& FQ IMpPuMOH SR C T 0001)

Pescum oozuposanus

Jlo3upoBKa ompeensercs WHAWBUIYyaIbHO M MOXET OBbITh CKOPPEKTHPOBaHA B
3aBUCHUMOCTH OT TSDKECTH COCTOSIHUSA U KIMHUYECKOTO OTBETA.

[IpumensieTcst HHraISILIMOHHO, HAlIpUMep Yepe3 HeOynaizep. PacTBop muist MHrasmmii
HEOOXOJMMO MPUTOTOBUTH HEMOCPEICTBEHHO Mepe]] MPOBEACHUEM MNpPOLEAYypbl WH-
TajsilnH.

PexomennoBaHHas cyTouHas 03a ISl B3POCIIbIX, IOJPOCTKOB U AETEH cTapiie 2X JeT:
no 1-2 mau EJl 2-3 pa3a B n1eHp (MakcumanbHas g03a 6 miaH EJI/cyT).
PexomengoBaHHas CyTo4Has A03a ISl JeTeil B Bo3pacte A0 2x jeT: no 0,5-1 mun EJI
2 pa3a B ieHb (MakcuManbHas po3a 2 mitH EJl/cyT).

Heobxoaumo y4uThIBaTh PEKOMEHIAIMK COOTBETCTBYIOMIMX KIMHUYECKUX yKa3aHUM
[0 peXUMaM J03UPOBAHMS, BKIKOYAS JIUTEIbHOCTh IPUMEHEHHUS, IEPUOJTUYHOCTD U
OIHOBPEMEHHBII  MpHeM ¢  JpPYTUMH  [POTUBOMHUKPOOHBIMH  CpPEICTBAMH.
[IponomKUTENBHOCTD CaHAMOHHOU Tepanuu IIpH IIEPBUYHOM
KOJIOHU3alUMW/UH(EKINH, BbI3BaHHON Pseudomonas aeruginosa, cOCTaBIS€T OT
3 Henenb A0 3 mecsueB. BpeMeHHbIX OrpaHUYEHNN TPOAOKUTEIbHOCTH TEPATIUU TTPU
XpOHUYECKON MH(EKINHU, BRI3BAHHOU Pseudomonas aeruginosa He CylecTBYeT.

Ocobvle 2pynnsl nayuermos

Hapywenue ¢pynxyuu novex

Koppekuust 10361 He TpeOyercs. PexomeHayercs coOmoaaTh OCTOPOKHOCTH MPH
J€YCHUH  TAIMEHTOB €  MOYEYHOM  HEJOCTATOYHOCThIO  (CM.  pas3felibl
«DapmakokuHeTHKay U «OcoOble yKa3aHus»).

Hapywenue ¢pynkyuu neuenu

Koppekuus 10361 HE TpeOyeTcs.

Ilayuenmul noscunoco o3pacma (cmapue 65 n1em)

Koppekuust 10361 He TpeOyeTcs.
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 15.04.2024 N2 7419
Memoo esedenust (NOCNEOOBATENEBHOCTE 0001)

IHopstnok padoThI ¢ HEOVIIAN3EPOM

Jlisa ucnonb3oBaHUsT aHTHOMOTHKOB B BHJE a’pO30JiI PEKOMEHAYIOTCS CTpYWHBIE
(koMIpeccopHbIe) WM MeMOpaHHble HeOymaiizepsl. [Ipu ucnosb3oBaHuu U yXoJi€ 3a
HeOymaii3epoM He0OX0IMMO CJIeI0BaTh MHCTPYKUUAM Hpou3Boautens. CTaHaapTHbIE
HeOyai3epbl CO3Jal0T HEMPEpPHIBHBIA a3pPO30JbHBIA MOTOK, IMO3TOMY YaCTHUIIBI
pacnbuIIEeMOro KOJIMCTUMETaTa HaTpUsk MOTYT UCHApSThCS B OKPYXAIOILILYIO Cpemdy.
Urobsl  u30exkaTh  ATOr0, PEKOMEHAYETCS  MOJIb30BAThCA  CTAHJAPTHBIMU
HeOyJaiizepaMi B XOpOILIO  MPOBETPUBAEMBIX  MOMEINIEHUAX. [IpumeHenue
COOTBETCTBYIOIIMX (UIBTPOB/KIANAHOB TOMOXKET MHHHUMHU3UPOBATh HCHApEHHE
KolMcTuMeTaTa Hatpus B armocdepy. K mpuromueiM HeOynaifzepam OTHOCSTCS
HeOyJlaii3epbl MHOTOKPATHOTO TPUMEHEHHUs, aKTUBUPYEMbIE BIOXOM (HampuMep,
monenn PARI LC PLUS umu PARI LC SPRINT), koTopble NpUMEHSIOTCA C
IPUTOJIHBIM KOMIIPECCOPOM, WM MeMOpaHHbIe HeOymnaizepsl (Hampumep, eFlow
rapid).

Jlnia nereit mutaie 6 et pekoMmeHaoBaHbl HeOynaizepsl cemerictBa PARI LC Sprint,
nanpumep, PARI LC Sprint Junior (B coueTaHuu ¢ J€TCKOW MacKou — JJisl JICUCHHS
neteii B Bo3pacte 10 4 siet) i PARI LC Sprint Baby (B coueTanuu ¢ JeTCKoi MacKoit
U YIJOBBIM INEPEXOJHUKOM — y JEeTeil B Bo3pacte 10 4 JEeT, B TOM YHCIE Yy
HEJIOHOLIEHHBIX HOBOPOKJACHHBIX ).

XapakTepuCTUKHU MOAAYM JIeKapcTBEeHHOro mnpemnapara B Ao3e 1 man EJ] (80 wmr), o
pe3yabTaTaM UCCIEIOBAHUS in Vitro, 1Ji pa3IuYHbIX CUCTEM PACIIbUICHHS MPUBEICHbI

B TAOJIHIIE HUXKE:

[Tapametp Cucrema pacnbuieHUs
PARI PARI LC eFlow
LC Plus Sprint rapid
OO0mee KOIMYECTBO Mpenapara, goctasisemoe | 0,611 0,682 0,544
yepe3 MyHIITYK HeOynaizepa (MiH EJI)
Pacxon npenapata (miH EJI/MuH) 0,078 0,092 0,159
®Opakis yactull (%o < 5 %) 51,8 57,9 48,2
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

ot 15.04.2024 N2 7419

Pacnipenenenne pazMepoB 4acTHIL. M'CCOBLHT_II 14INEOCBATENBHOCTIESQDOT)
MEIWAHHBIM  a’pOJAMHAMMYECKHM  JHAMETP

(MMAD) (MkMm)

['eomeTpuyeckoe CTaHAAPTHOE OTKIIOHEHHE | 2,2 2,3 2,0
(GSD)

N3MepeHo ¢ mpuMeHeHueM J103bl KouctuMerata Hatpust | mutH EJI, BoccTaHOBIEHHOTO B 3 M

0,9 % pacTBOpa XJIO0pUAa HATPHUSL.

XapakTepUCTUKH MOJIauu JIEKapCTBEHHOTO npenapata B 103e 2 muH EJI (160 mr), no

pe3yjbTaTaM UCCICA0BAHNA in vitr 0, 1JIA pa3JINYHBIX CUCTEM PACHBIICHUS ITPUBCACHBI

B TAOJIHIIE HUXKE:

[Tapamerp Cucrema pacnbuieHUs
PARI PARI LC eFlow

LC Plus Sprint rapid

OOGmiee KOIMYECTBO Mpenapara, goctasisemoe | 1,325 1,389 1,106

yepe3 MyHIITyK HeOynaizepa (MiH EJI)

Pacxon npenapata (miH EJI/MuH) 0,120 0,136 0,217

®Opakiys yactull (%o < 5 %) 51,3 60,1 48,1

Pacnpenenenne pasmepoB udactuil. MaccoBbiii | 4,7 3.9 5,1

MEJUAHHBIA  a3pPOJAMHAMUYECKUNA  JHAMETP

(MMAD) (MkMm)

['eoMeTpryeckoe CTaHIAPTHOE OTKIIOHEHUE | 2,2 2,2 2,1

(GSD)

N3MepeHo ¢ mpuMeHeHreM J103bl KomcTuMerara Hatpust 2 mutH EJl, BoccTaHOBIEHHOrO B 4 MJI

0,9 % pacTBOpa XJIOpUAa HATPHUSL.

IIpucomoenenue pacmeopa 0151 UH2ANAYUL:

1. BCKpBITH (PI1akOH C TOPOIIKOM.

2. PacTBOpUTH OPOIIOK JIETKUM BCTpsixuBaHueM B crepuiibHoM 0,9 % pactBope

XJIOpUJa HATPUS WK B BOJIE NIl UHbEKIMA: 117151 1o3upoBku 1 muH EJI (80 mr)

CJIEAYET HUCIIOB30BaTh 3 MJT pacTBOpUTENS, 1151 1o3upoBku 2 MutH EJ] (160 mr)

— 4 ma. CunbHOro BCTPAXHUBAHUA CICOYCT n30eratb B CBS3H C CHJIBHBIM

00pa30BaHUEM IEHBI.

13




COOQTBETCTBYET QKCIHEFTHOMY QITHETY
ot 15.04. 2024 Ne 7419
3. IlepenecTtu pacTBop B HeOyJailjep n npANMEHs s My e MENHITALH COIacHo

MHCTPYKLUU ITpou3BoauTes HeOynaizepa. [Iponenypa HHransumum cuntaercs

3aKOHYEHHOM ITOCJIE MOJIHOTO MCII0JIB30BAaHMS PACTBOPA.
[Ipouenypy wunramsaumu npenapara Komuctumer AQ manveHT BBITOJNHSET B
IIOJIOKEHUM CHUJSI WM CTOS BEPTUKAIBHO, B HOPMAJIbHOM CIIOKOMHOM COCTOSIHUH,
IPOM3BOJAS KaK MOXHO Oojiee TiayOOKue BIOXM uepe3 MYHIITYK HeOylaizepa.
OO0serunTh BAOX Y€pe3 pOT IMO3BOJISET UCIIOJIB30BAHNUE 3aKUMA JIJIsL HOCA.
JleTsim muaamie 6 JieT HHTaJsuu ¢ TOMOIIbio HeOyal3epa MPOBOIATCS B MOJIOKEHUH
JeXa WM CHUAS Ha pyKaxX y Marepu WM B KpPOBAaTKe, IPU OTOM JKEJIATEIBHO
WCIIOJIB30BaTh IEPEXOJHUK, YJECPKUBAKOIIUKA MACKy BEpTUKaNbHO. WHramamum
Yy HOBOPO’KJICHHBIX, HaXOMSIINXCS Ha UCKYCCTBEHHOW BeHTWsAnuM jerkux (UBJI),
NPOBOJATCA Yepe3 NOJAKIIoYeHHe HeOynaiizepa B AbIXaTENbHBIA KOHTYp. Takxke
BO3MOKHO PaCIIbIJICHUE JIEKAPCTBEHHOIO NPEIapaTa B KUCIOPOIHYIO AIATKY .
[locne  KaXaoro  WMCHOJNB30BAHMS ~ MYHAWITYK  CIEAYET  NPOMBITH U
POJE3UH(PUIUPOBATD, IIPU 3TOM CJIEIYET COONIOAATh MHCTPYKIMU TPOU3BOAUTENSA. Y
IIALMEHTOB,  MOJYYalOIMX  TAKWE€  BHABl  MHTAISALMOHHOM  TEpamuu,  Kak
OpOHXOUIATATOPBI, WHTAISAIMOHHOE NpuMeHeHue mnpenapata  Komuctumer AD
CIEAYET IPOBOAUTH HEIMOCPEACTBEHHO IIOCIE HMX IPHUMEHEHHUs, a TaKXKe I10Cie
du3znoTepaneBTUYECKUX MPOLEAYp Ha TPYIHON KIIETKE.
[IpuroroBnennsiii pactBop npenapara Komuctumer AD He ciienyeT cMemmBarh ¢
JIPYTHMM JIEKAPCTBEHHBIMU IIpeniapaTaMu.
PactBOp ciietyeT roTOBUTh HEMMOCPEACTBEHHO MEPE MHTAISALAEH.
[Ipenapar cienyer XpaHuTh B OpUTMHAIBHON yHakoBKe ((hJj1akoH B KAPTOHHOM MavKe)
JUISL 3AIUTHI COAEPKUMOTO OT BO3JAECUCTBUS CBETA.
Copepxxumoe (hnakoHa MPEAHA3HAYEHO TOJIBKO /Jii OAHOKPATHOIO MPUMEHEHUS,
HEHCIIOJb30BAaHHbBIN OCTATOK IPEIapara MOAJIEKUT yTUIN3ALNH.
IToO6ouHoe nelicTBHe

J11si BHYTPUMBEHHOTO IIPUMECHCHUS
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COOTBETCTBYET QKCIHNEFPTHOMY QTHETY
ot 15.04.2024 M2 7419
Haubonee pacnpocTpaHeHHBIMU MNOOQUHBIMU| [ POAKIHEIMIELY DT MeSarouMHes] | mpu

CUCTEMHOM BBEACHHM KOJIMCTUMETAaTa HATpUs, SBJISIOTCS HAPYIICHHS] CO CTOPOHBI
HEpPBHON cucTeMbl — npumepHo y 27 % y NaUMEeHTOB C MYKOBHCLHUAO30M;
HE(PPOTOKCUYHOCTD — MpuMepHO Y 20 % manueHToB 0e3 MyKOBHUCIIUA03a.

Hapywenus co cmopomnsl OvixamenvHOU cucmemvl, OpeaHo8 2pyOHOU KIemKU U
cpedocmeHust; alHo)d.

Hapywenus co cmopoubt  umMMyHHOU  cucmemsl: PEAKIUU  TIOBBIIIICHHON
YyBCTBUTEIHHOCTHU, TAKUE KAK ChIIb, JIEKAPCTBEHHAS JTUXOPAIKA.

Hapywenus co cmoponvl oomena eewjecme u numarus: CAHAPOM TiceBIo-bapTTepa
(cm. pazgen «OcoOble yKa3aHus. ).

Hapywenus co cmoponvl HepeHoll cucmembvl: JUIEBas MapeCcTe3Wd, BEPTUTO,
Ba30MOTOpPHAsI HECTAOMIIBHOCTb.

Hapywenusa co cmopoust ncuxuky: HapyUIEHWE peYd, CHYTaHHOCTb CO3HAHUA,
IICUXO3bI.

Hapywenus co cmoponul opeana 3penus: pacCTpONCTBA 3pEHUSL.

Hapywenus co cmoponvl nouek u mouegvleoOawjux nymeti. OCTpas IOYEUHAs
HEOCTAaTOYHOCTb.

Obwue HapyweHus u peakyuu 8 Mmecme 68e0eHus: pa3paxeHue B MECTE BBEICHUSI.

I[J'If[ HHIAJIAIIMOHHOIO MIPUMCHCHMU A

Hawubonee pactipocTpaHeHHBIMU TOOOYHBIMU PEAKIIUSIMH, OTMEYAIOIITUMUCS Ha (DOHE
WHT QIS KOJIUCTUMETATa HATPUS, SIBIISTIOTCSI KaIllelb U OPOHXOCTIa3M MTPUMEPHO Y

10 % mamueHToB.

HexenarenbHbIe peaKkIui CHCTEMATU3HUPOBAaHbI B COOTBETCTBHHM ¢ Kitaccudukanmei
Bcemupnoit opranunzanuu 3apaBooxpanenus (BO3):

Ouens yacto: > 1/10

Yacro: > 1/100 — < 1/10

Heuwacro: > 1/1000 — < 1/100

Penko: > 1/10000 — < 1/1000
15



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 15.04.2024 Ne 7419
Ouens peaxo: < 1/10000 (NOCNENOBATENBHOCTE 0001)

YacTtoTa HEM3BeCTHA (HEBO3MOXKHO OMPEACIUTh UCXOS U3 TOCTYITHBIX TaHHBIX).

OueHp 4acTo:

Hapywenus co cmoponvl OvixamenvHou cucmemvl, OpeaHo8 2epyoOHOU KIemKu U
cpedocmenus: OpOHXOCHAa3M, OJBIIIKA, YCHJIEHHE KallUlsl, YCUJICHHE OOpa30BaHHs
MOKPOTBI, MyKO3UT JBIXaTEIbHBIX MyTeH, (hapUHTHT.

HenocTatoyHO JaHHBIX:

Unghexyuonnvie u napazumapmnvie 3a6o0ne6anus; KAHIUAO03 TOJIOCTH pPTa, IMpPU
JUTUTEIIbBHOM MPUMEHEHUHU BO3MOYXHA npoaudepanus PE3UCTEHTHBIX
MUKpPOOPTaHU3MOB.

Hapywenuss co cmopouvl  uMMYHHOU  cucmembl:  PEAKLUU  IOBBIIICHHON
YYBCTBUTEIBHOCTH, TAKUE KAK ChIIb, 3y, AHTHOHEBPOTUYECKUNA OTEK.

Hapywenus co cmoponsl nepgnou cucmembul. TOJIOBOKPYKEHHUE, TAPECTE3HH.
Hapywenus co cmoponsl dHceny0ouHo-Kumeuno2o0 mpaxkma: TOLIHOTA, OIIyIIeHHe
AOKEHUS S13bIKA, HETIPUSATHBIE BKYCOBBIE OLYIIICHHUS.

Hapywenus co cmoponvl nouek u mouegvleo0awjux nymeti. OCTpas IOYEeYHAs
HEJ0CTaTOYHOCTb.

Ilepeno3upoBka

I[J'If[ BHYTPHUBCHHOI'O IIPUMCHCHU A

Heiipombiieynast Onokaga (MbliieyHast ciaboOCTh, amHOd, BEPOATHA OCTAHOBKA
JbIXaHMUs);  OcCTpas  IO4YeYHas  HEJOCTAaTOYHOCTh  (YMEHblIeHHe  o0bema
MOYEHCITYCKaHHsI, YBEJIMYEHHWE KOHIIEHTPAllMM MOYEBHHBI B IIJla3M€ KpPOBU M
KpEaTHHUHA).

Jleuenue: mogaepxuBaronias repanusi. MoryT ObITh IPUMEHEHBI MEPHI 110 YBEITHMUEHUIO
CKOPOCTH  BBIBEJICHUS  KOJMCTHHA,  HAmpuMep,  JOUype3  MaHHHUTOJIOM,
OPOJOHTHPOBAHHBIA  TEMOJAMANM3 WIM  [EPUTOHEAJbHBIA  JUaln3, HO UX
3¢ deKkTUBHOCTh Hen3BecTHA. CriennpUuecKuii aHTUAOT OTCYTCTBYET.

JL1si MHTaJISIMMOHHOTO NPUMEHEHMS
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COOTBETCTBYET QKCIHNEFPTHOMY QTHETY
ot 15.04.2024 M2 7419
[Ipy UHTATALMOHHOM MPUMEHECHUHW  KOJHMOTHMETdTa = AHATPUsA O (IIoCTyIieHne

KOJINCTUMETATa HATPUSl B CHCTEMHBIA KPOBOTOK M, CIE€JOBAaTEIbHO, PUCK Pa3BUTHS
MHTOKCHUKAIIMM KpalHE HE3HAYUTENbHBI. J[0 HACTOSIIEro BPEMEHM HE OTMEYaJIOCh
COOOIICHHI 0 Pa3BUTUU MTOAOOHBIX PEaKIIUM.

B3aumoaeicTBUe ¢ JPYrMMHU JIEKAPCTBEHHBIMH CPeICTBAMU

N3-3a >ddexkToB BO3mEHCTBHS KOJUCTUMETATa HATPUS HA BBICBOOOXKICHHE
alETUIIXOJINHA, HENETIOMSPUZUPYIOIINE MUOPEIAKCAHTHI JOJIKHBI HCIOJIB30BATHCS C
OCTOPOKHOCTBIO, IIOCKOJIBKY UX BO3JAECUCTBUE MOXKET ITPOJIOHTUPOBATHCS.

[Ipy OAHOBPEMEHHOM MPHUMEHEHUU MMOTEHUIHAIBHO HEMPOTOKCHUYHBIX IPENapaToB
(Hanpumep, aMUHOTJIMKO3UbI, e anoCnopuHbl, HEJETIOISPUZHPYIOIIHE
MUOPEIAKCAHThI), B TOM 4YHCJI€ BBOJUMBIC BHYTPUBEHHO WM BHYTPHUMBIIIEYHO,
neyenue npenapatom Konuctumer A® 101KHO MPOBOAUTHCS C OCTOPOKHOCTHIO U3-32
BO3MOKHOCTH YCUJICHHUS] HEUPOTOKCUYHOCTH.

[Ipu ogHOBpEeMEHHOM MPUMEHEHUU MOTEHIUATHFHO HE(PPOTOKCHYHBIX IMPENapaToB
(aMUHOTTIMKO3U B, 11e(aTOCIOPUHBI, ITUKJIOCIIOPUH, METIEBble AUYPETUKH, B T.4.
dbypoceMu, STaKpUHOBAs KHUCIIOTa U Ap.) JedeHue mpenapatrom Komuctumer AD
JOJDKHO — MPOBOAUTBCA €  OCTOPOXKHOCTBIO  M3-32  BO3MOXHOCTU  yCHJICHUS
HEe(PPOTOKCUIHOCTH.

[Ipu ogHOBpeMeHHOM npruMeHeHuH npenaparta Kommcrumer A® co cpeacrtBaMu Ui
WHTAISIMOHHON  aHecTe3ud  (Hampumep,  TaJlOTaHOM),  MHUOPEIAKCAHTAMHU
[EHTPAIBHOTO U TIEpUPEPUIECKOTO JEHCTBUS U aMUHOTIUKO3HIaMH, BO3PACTAET PUCK
0JI0KaJIbl HEPBHO-MBIIIEYHOM MEepelayun.

[Ipu ogHOBpeMeHHOM NpuMeHeHuu npenaparta Komuctumer A® ¢ apyrumu popmamu
KOJIUCTUMETATa HATPUSI MOXKET YCHIINTHCS PUCK PA3BUTHS TOOOYHBIX PEAKITUH.
HccnenoBannii B3auMOJIEHCTBUS i1 VIvo HE TIPOBOAWIOCh. MeXaHU3M NpeBpallCHU
KOJINICTUMETATa HATpusl B KOJUCTHH, HE YCTAHOBJEH. MEXaHu3M BbIBEICHUSA
KOJINCTUHA, BKJIIOYAs IOYECUHBIN KIMPEHC, TAK)KE HEU3BECTEH. MccnenoBanus in vitro

Ha remaronuTax 4C€JIOBCKa IMOKa3alii, YTO HU KOJIMCTUMCTAT HATPpUA, HU KOJIUCTHH HC
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COOTBETCTBYET QKCIHNEFPTHOMY QTHETY
ot 15.04.2024 M2 7419
WHAYIUPYIOT aKTUBHOCTh wu3odepmelToB P4AS0C CYPRDA2FOXBR2BG,L GYR2CS,

CYP2C9, CYP2C19 u CYP3A4/5.

Crnenyer MOMHUTBH O MOTEHUUAILHOM B3aUMOJEHCTBUU C APYTMMH JIEKAPCTBEHHBIMH
npernaparaMM IIpd OJHOBPEMEHHOM IpuMmeHeHuu npenapara Komuctumer AD c
npernapaTamM, KOTOpble HWHTUOUPYIOT WJIM HWHAYUUPYIOT MeTaO0IU3UpYIOIIHNe
(dbepMeHThl WU TpenapaTtaMu, KOTOPbIE SIBISIIOTCS CyOCTpaTamMH JJIsi MEXaHU3MOB
IIOYE€YHOT'O TPAHCIIOPTA.

Cnenyer  coOmofaTb  OCTOPOXHOCTb  IPU  OJHOBPEMEHHOM  IPUMEHEHHHU
KOJIMCTUMETaTa HaTpusl MPU BHYTPUBEHHOM BBEICHMM C HEUPOTOKCUYHBIMU /WU
He(POTOKCUYHBIMU NpenaparaMu. K TakuM mpenapatamM OTHOCSITCSI aMUTJIMKO3HUIHbIE
AHTUOMOTHUKH: TEHTAMHUIIMH, aMUKALIMH, HETUJIMUILIUH U TOOPAMUIIIH.
HecoBMecTHMOCTE: IIPUTrOTOBIIEHHBIE pacTBOphl npenapara Kosmmcrumerar AD He
CIEAYET CMELIMBATH C IPYTUMHU JIEKAPCTBEHHBIMU IIPENapaTaMHu.

Oco0ble ykazaHus

Kak u npu nedeHuu ApyruMu aHTHOMOTHMKAMH, Ha (OHE NPUMEHEHHs Ipernapara
Konuctumer A® MOryT NosIBAATHCA IITAMMBI YCTOWYMBBIX MUKpOOpranu3moB. [Tocie
OTMEHbl W/WIM 3aMEHbl TEpamuu BO3MOXXHO BOCCTAHOBJIEHHE 3(PPEKTUBHOCTU
npemnapara.

Korga 5T0 BO3MOXHO, CIELYyeT pPacCMOTPETh BO3MOXKHOCTb OJHOBPEMEHHOIO
IPUMEHEHUsI KOJIMCTUMETaTa HATpus, BBOAMMOIO BHYTPUBEHHO, C JApPYyTHM
aHTHOAKTEPHAIbHBIM CPEJICTBOM, NPUHHMMAas BO BHUMAaHHE COXPAHSIONIYIOCS
YyBCTBUTEIBHOCTh IATOI€HHBIX MHUKpoopraHu3MoB. Ilockoibky cooOmanoch o
Pa3BUTUU PE3UCTEHTHOCTH K KOJMCTUHY IPU €ro BHYTPUBEHHOM BBEICHUU, B
YAaCTHOCTH, IIPU €ro IPUMEHEHUWM B KA4yeCTBE MOHOTEpAIIUH, CIEAYET TaKkKe
pacCMOTpETh  BO3MOXHOCTb ~ OJHOBPEMEHHOTO  IIPUMEHEHHs C  JAPYIUM
aHTHOAKTepHAIbHBIM  CPEACTBOM  JJIi  NPEJOTBPAIICHHS  BO3HUKHOBEHHUS

PE3UCTEHTHOCTH.
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COOQTBETCTBYET QKCIHEFTHOMY QITHETY
ot 15.04. 2024 Ne 7419
JlocTynmHO OrpaHWYeHHOE KOJUYECTBO [KIMHUYECORHX | AAHMBIX] HO DPOEKMBa0CTH 1

0e30MacHOCTH  BHYTPUBEHHOTO  BBEICHMsS  KOJUCTUMeTaTa  Hatpusi. Bce
pPEKOMEHI0BaHHbBIE J03bI AJIs MOATPYII MallMeHTOB OCHOBBIBAIOTCS] HA OTPAaHHYEHHOM
KOJIMYECTBE JTAHHBIX (KIMHUYECKUX U (hapMaKOKMHETHYECKUX / (hapMaKoJuHaAMUYeC-
KUX JaHHBIX). B YacTHOCTH, OYeHb Mano JaHHBIX MO OE30MACHOCTH MPUMEHEHHS
BBICOKUX 103 (> 6 muH EJl/cyT.) W TpUMEHEHWI0 HArpy304YHBIX 103, a TaKXKe
0€30MacHOCTH MPUMEHEHHS Y OCOOBIX TPYIIl MallMeHTOB (MALUEHTHI C HApYyIIEHUEM
byHkun noyek u aetH). [IpumeHenne konmucTumMeTara HaTpusi 000OCHOBAHO TOJBKO B
TeX clydasx, KOrja MpuMEHEeHHE APYrux, 00Jjee YacTo Ha3Ha4YaeMblX, aHTUOMOTHKOB
Hed(PEKTUBHO WU HETIPHUEMIIEMO.

KonTponb GyHKIMM MoUYeK cieayeT MPOBOAWTH B Hayalle JICYCHUS M PETYISIPHO BO
BpeMsl JIeUeHHUs y BceX ManueHToB. [Ipu cucTeMHOM NpUMEHEHUH HeoOXxoauma
KOppeKuus 10361 npemnaparta B 3aBucuMocTt oT KK (cm. paznen «Cnocob npumeHeHust
U J103b1»). Y TMAalMEeHTOB C THUMOBOJEMHEH WIM NPUHUMAIOUIUX MOTEHIIMAIHHO
HEe(POTOKCUYHBIE MpernapaThl IPU CUCTEMHOM MPUMEHEHUU KOJIMCTUMETATa HaTpUs
NOBBIIIEH PHUCK pa3BUTHs HedpoTokcMyHOCTH. [lo pesymbraTaM HEKOTOPBIX
UCCJIEIOBAHUM  COOOIIAJIOCh, YTO pa3BUTUE HEPPOTOKCUYHOCTH CBSA3AHO C
KYMYJISITUBHOM JTI030M Y JNIUTENBHOCTBIO JIeueHus. [ [penmyiiecTsa AMTenpHOro Kypea
JIe4YeHUs JOJHKHBI OLIEHUBATHCS OTHOCUTENIbHO MOTEHIIMAIBHOTO TOBBIIIIEHHOTO PHCKa
pa3BUTHS HEHPOTOKCUUHOCTH.

Craenyet co0mroaaTh 0COOYI0 OCTOPOKHOCTD MPY MPUMEHEHUH KOJIUCTUMETaTa HATpuUs
y aereil 1o 1 roja, Tak Kak y 3TOM I'pyIIbl MAIIMEHTOB €Il€ HE MOJHOCThIO Pa3BUTa
GyHKLMS MOYEK, a BIMAHUE HEPa3BUTON MOUYEYHOM M MeTabOIMYecKOr (yHKIMU Ha
IpeBpalieHre KOJUCTUMETaTa HATPUs B KOJIMCTUH HEM3BECTHO.

VY nanueHToB ¢ HapylieHueM (YHKIMHM TOYEK CJIeAyeT TIIATeNIbHO CIEIUTh 3a
BO3MOXKHOCTBIO Pa3BUTHs MOOOYHBIX 3((HEKTOB CO CTOPOHBI HEPBHOM CHUCTEMBI H

PEryJIipHO KOHTPOJIUPOBATH (PYHKIIMIO MTOYECK.
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 15.04,2024 N2 7419
Cnegyer coOmo/laTh OCTOPOXKHOCTB |TpH  JIFUCHUI [TTAHUGHTOBS | (P HHUMAXOLIX

COBMECTHO HE(PPOTOKCHUYHBIE MpernapaTbl, HEOOXOAUMO PEryISIPHO MOHUTOPUPOBATH
(GYHKIIUIO TTOYEK.

CoBMecTHOE TpPHUMEHEHHE HEHPOTOKCHUYHBIX INPEnapaToB CileAyeT HIPOBOIUTH C
OCTOPO’KHOCTBIO 110]] HAOII0IEHEM Bpauya.

Bricokue KOHIIEHTpaluu KOJUCTHUMETaTa HaTpus B IIa3Me€ KPOBH, KOTOPHIE MOTYT
OBITH CBSI3aHBI C IEPEIO3UPOBKON MIIM HEBO3ZMOKHOCTBIO CHU3HTD /103y Y MAIlIEHTOB C
MOYEYHON HEJOCTATOYHOCTHIO, BBI3BIBAJIHU, KaK COOOIIATOCH, TAKNE HEHPOTOKCUIECKHE
3pdexTsl, Kak  mapecre3us  JMIA,  MblIIeyHas  cnabocTh, BA30MOTOpHAs
HECTaOMJIbHOCTh, HApYyIIEHUE pPEYd, BEPTUTO, PACCTPOMCTBA 3pEHHsI, CIIyTaHHOE
CO3HaHHWEe, MCHUXO03bl M amHOod. JIJis KOHTpOJIA BO3MOXKHOTO DPAa3BUTHUS MApECTE3UH
(«mepuopasbHOM TMapecTe3ny M TMapecTe3ud KOHEUHOCTEeH»), KOTopas sBISeTCA
CUMITOMOM IMEPEeA03UPOBKU, HEOOXOAUM PETYISIPHBI MOHUTOPHHT.

Coo0m1anoch 0 ciayyasix OCTaHOBKH JbIXaHHSI MOCJE BHYTPUMBILICYHOTO TPUMEHEHUS
KOJIMCTUMEeTaTa HaTpus. Hapymenue (yHKIMM MOYEK YBEIMYUBACT PUCK Pa3BUTHS
arHOd ¥ HEWPOMBIIIEYHOW 0JIOKa bl OCIIE MPUMEHEHUS KOJIUCTUMETaTa HaTPHsL.

B caywae pa3BuTHS ajuIeprUYECKON peakUuu, JICYeHUE TMpenapaToM CledyeT
NPEKPaTUTh U HA3HAUYNUTH COOTBETCTBYIOIIEE JICUEHHE.

[Tocne BHYTPHUBEHHOrO BBEICHHUS KOJUCTHUMETAT HATPUS HE MPOHHUKAET dYepes
reMaTosHIepanTniyeckuil 6apbep B KIMHUYECKH 3HAYMMOI CTEIIeHH.

[Ipu nopdupun HEOOXOAMMO MPUHMMATH BO BHUMAaHHE TO, YTO MPUMEHEHHE
npenaparta Komuctumer A® MOXET YCWINTh KIMHUYECKHE TIPOSIBIEHUS 3TOTO
3a00JIeBaHUs, IOATOMY Y TAaKUX MAllMEHTOB KOJUCTUMETAT HATPHSI CIIEAYeT IPUMEHSTh
¢ 0c000# 0CTOPOKHOCTBIO.

KonuT, cBA3aHHBIN ¢ MPUEMOM aHTUOMOTHUKOB, BKJIIOYAs TICEBAOMEMOPAHHBINA KOJUT,
HAO0JI0JaeTCs TPU MIPHUEMe MPAKTUYECKU BCEX MPOTUBOMUKPOOHBIX CPEACTB, U MOXKET
BO3HUKHYThH TOCJIE€ MPUMEHEHHUs KonucTtuMerata HAaTpusi. CUMOTOMBI MO CTEHNEHH

TAKECTH MOTI'YyT BapbUpPOBATb OT JICTKUX OO0 YI'POXAIOIHUX KHU3HUH. O4eHb BaXXHO
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COOTBETCTBYET QKCIHNEFPTHOMY QTHETY
ot 15.04.2024 M2 7419
YUYUTBHIBATh 3TOT JIMAarHO3 y MalMEHTJB, y KOMOpBIX: pazBruBdenesH auapes (8 1xone

IIPUMEHEHUS WIN T0CIIe IPUMEHEHHsI Koauctumerara Hatpus. Ciaenyer pacCMOTPETh
BO3MOXKHOCTb ITPEPhIBAaHUS Kypca JeUeHuUs U MprueMa Crienn(puueckux JeKapCTBEHHbBIX
CpeACTB IJisg JieueHHs KoJjuta, BbI3BaHHOTO Clostridium difficile. 3anpeieHo
IPUHUMATB JIEKAPCTBEHHBIE CPEJCTBA, KOTOPHIE MOJABIISAIOT IEPUCTATBTHKY .
[Tpenapar Komuctumer A® B KayecTBE MHTAISILIMOHHOW MOHOTEpANMU HE CIEIYET
OPUMEHATHh I JIEYEHUs] OOOCTPEHHMH XPOHUYECKOM WH(MEKUMH, BbI3BAHHOU
Pseudomonas aeruginosa.

NHuransmuonHoe npuMeHenne npenapara Komuctumer A® MOKET BBI3BaTh OCTPBIN
OpOHXOCIa3M y TAalMEHTOB C IOBBIIIEHHOW 4yBCTBUTENBHOCTHIO. B cBsizu ¢ 3THM
BBeJICHHE IepBOM A03bl mpenapara Komuctumer A® g MHraiasimui cienyer
OCYLIECTBJISATh 0]l HAOJIIOJIEHUEM OIBITHOIO MEJUIMHCKOrO MEPCOHAA, UMEIOIIETO
ONBIT B JICYEHUM MYKOBHCIIHI03d, IPU 3TOM HHTALALHUH JIOJDKHO IMPEAIIECTBOBATH
IpUMEHEHHE OPOHXOJIUTHKA, €CJIM 3TO BXOJUT B PEKUM JICUCHHUS JaHHOTO IMallMEHTA.
Jlo n nocne uHramsiuuu npenapata Komuctumer A® criegyer U3MEpUTh 00BEM
dbopcupoBaHHOTO BBIOXAa 3a TepByr cekyHay (O®B,). Ecim y manuenra, He
HOJTy4YarOLEro OPOHXOJIUTUKH, UMEIOTCS IPU3HAKU MEUKAMEHTO3HO 00YCIIOBIEHHOM
OpoHXHMaTbHON OOCTPYKLIMHU, TIPU CIEAYIOUIEM MpUMeHeHuHu npenapara Komuctumer
A® crnenyer noBToputs mpody (ODPB), 106aBUB OPOHXOIHUTHUK.

B cnywyae mpuMmeHeHus npu KpOBOXapKaHbe HEOOXOJUMO YUUTBIBATH COOTHOILLIEHHUE
pUCKa U TOJIb3bl, TaK Kak HMHrajxsuuu npenapara Komuctumer AP MOryT yCUIIUTH
Kalleb.

ITpu mnpoBeneHUMM MHIAIALNUOHHOIO JIEYEHUsS JOpHa30d anba M IpenapaTtom
Komuctumer AD HeoOX0IMMO clienaTh MepephIB MEKy UHTAIALUSIMU.

Coobmanoch 0 ciyyasix CHHApoMa IceBro-baprrepa y nereil M B3pOCIBIX IpU
BHYTPUBEHHOM BBEJICHUU KOJIMCTUMETATa HaTpUs. B cirydae nmoao3peHust Ha pa3BUTHE
CUHApOMa IiceBno-baprrepa cielyeT NOpPOBOAUTH MOHUTOPUHL  3JIEKTPOJIUTOB

CBIBOPOTKHM KPOBH M Ha3HA4YaTb COOTBECTCTBYIOIICC JICUHCHHUC, OAHAKO HOPpMAJIMU3ala
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COOTBETCTBYET QKCIHNEFPTHOMY QTHETY
ot 15.04.2024 M2 7419
3JIEKTPOJIM3HOTO IucOalaHca He MOKET [OBbITh 10CTUTHYTA 063 0 TMeH bl kOTuchaMETaTa

HaATpHSL.

BcnomMmorarenbHbIE BENIECTBA

[Ipenapat Konuctumer A® comepxut menee 1 MMosb (23 Mr) HaTpus Ha (pi1akoH.
Bausinne Ha CcHOCOOHOCTH yNpaBJieHWsI TPAHCHOPTHBIMHM  CpPeACTBAMM,
MeXaHU3MaMM

[Ipenapar Konuctumer A® MOXKET U3MEHUTH OBICTPOTY PEaKIUHu, HApUMeEp, U3-3a
BO3MOXXHOCTH Pa3BUTHUSI TOJIOBOKPYKEHHS, CIIYTAHHOCTH CO3HAHUS, PacCTpPOMCTBa
3peHHUs], TO3TOMY B MEPUOJ] JIEYEHUSI HEOOXOJIMMO BO3JEPKUBATHCS OT BOXKICHMS
aBTOTPAHCIIOPTAa W 3aHATHUM TOTEHUMAJIBbHO ONACHBIMH BUJAMH JIESITEIBHOCTH,
TPeOYIOIMUMH TOBBIIICHHON KOHIICHTPAIIMA BHUMAHHS U OBICTPOTHI IICUXOMOTOPHBIX
peaKiuii, HeNb3s YOTPEOIATh aTKOTOJIb.

®opMa BbIIyCKa

[Topo1iok /17151 MPUTOTOBICHUS PACTBOPA U UHbEKIMNA, NHQY3Ul U uHranauud 80 mr
(1000000 EJT), 160 mr (2000000 EN).

ITo 80 mr (1000000 EJI) unu 160 mr (2000000 EJ) meiicTByroliero BeliecTBa BO
(brakoHbl CTEKJISHHbIE | THUIPOIUTHUYECKOrO Kiacca BMeCTUMOCThIO 10  wmul,
TEPMETHYHO YKYMOPEHHBIE MPOOKAMU PE3WHOBBIMU MEAUITMHCKUMH, O00KaThie
ATFOMUHUEBBIMU KOJIMTAYKaMH WM KOJMAaYKaMd KOMOWHHPOBAHHBIMHU THUTIA «(IIHTI-
obd».

1 ¢rakon ¢ mpenapaToM U UHCTPYKITUEH IO METUIIMHCKOMY MMPUMEHEHHUIO TTOMETIAI0T
B KaPTOHHYIO NAYKY.

YciaoBusi XpaHeHUs

XpaHHTH B 3aLIMILIEHHOM OT CBETA MECTE NP TeMrieparype He Bbime 25 °C.

XpaHUTh B HEIOCTYITHOM JJISl IETEA MECTE.

Cpoxk roanocTu

3 roxa.

He npuMeHsATh 110 UCTEYEHUH CPOKA F'OAHOCTH.
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 15.04.2024 N2 7419
YcaoBus oTnycka (NOCNEOOBATENEHOCTE 0001)

OTnycKaroT Mo pelenty.

IIpousBoauTenn

000 «kKOMITAHHA «IEKO», Poccus

TBepckas 001., r.0. BeimaeBo01KMHA, T1. 3eneHoropckui, yi. CoBerckas, 1. 6a
Baagesieny perucTpaioOHHOIO y10CTOBEPeHHUs

000 «An®apmay, Poccus

127247, r. MockBa, BH. Tep.I'. MyHULIMIIAJIbHBIN OKpyT BocTouHoe JlerynuHo,
. JImurposckoe, 1. 100, ctp. 2, momemnt. 4541R4

Ten.: +7(495) 744-30-00

e-mail: info@al-farma.com

caiT: www.al-farma.com

Opranusanus, NPUHAMAIOLIAS IPETEeH3MU MOTpeduTesIei

O6mecTBO ¢ orpanndeHHoi oTBeTcTBeHHOCThI0O « AI'EHTCTBO I10
OAPMAKOHA/I30PY «DAPMKOMINUIAEHC», Poccus

117186, r. Mocksa, yn. Haropnas, a. 15-8, mowm. I, od. 61

Ten.: +7 495 142 24 87

Mo6.: +7 901 369 45 95

e-mail: pv@farmakonadzor.com
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