COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 25.10.2024 N= 23533

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBERHOT O IPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT O IIPEIIAPATA

Juxnodenak, 50 mr, TabIeTKH KUIIEYHOPACTBOPUMBIE, TOKPHIThIE 000JI0UKOI.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JlelicTByto1I1€€ BEIIECTBO: TUKIO(DEHAK.

Kaxxnas TabneTka KUIIEUHOPACTBOPUMAsI, TIOKPBITast 000JI0UKOH, copepkuT S0 Mr nukiodeHaka
HaTpHA.

BcnomorarenbHbie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUYUTBIBATH B COCTABC JICKAPCTBCHHOTO
npenapara: HaTpui, jJakro3a (cMm. pazaen 4.4).

[TonHbIi IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabyeTKu KUIIEYHOPACTBOPUMBIE, TTIOKPHITHIE 000TOYKOM.
Kpyriibie 1BOSIKOBBITYKITbIE TAOJIETKH, ITOKPBITHIE 000JI0UYKOM OT 6€J10T0 70 OeNI0ro ¢ KENTOBATHIM
OTTEHKOM I1BeTa. Ha pa3pese sapo TablieTKu OT MOUTH 0JI0T0 710 O€JI0T0 € )KEATOBATHIM OTTEHKOM

LBETA.

4. KIMHUYECKHUE JTAHHBIE

4.1. [loxka3zanusi K NPUMEHEHUIO0
[Ipenapar JIuknodeHak mokazaH K NMPUMEHEHHMIO y B3POCIBIX WU JeTed crapuie 14 ner mo
MOKa3aHUsIM:
e BocnanurensHbie U JereHepaTUBHBIC 3a00I€BaHNS OTIOPHO-ABUTATEIHHOIO aliapaTa, B TOM
YuCIe:
- pE€BMATOUIHBIN, FOBEHWIbHBIN XPOHUYECKUW apTPUT;
- AHKUJIO3UPYIOIIHM CIIOHIUIIUT U IpyTUe CIIOHAUI0AapTPOIIATHH;
- 0CTE0apTPO3;
- IOJJarPUYECKUM apTPUT;
- OypcuT, TeHJOBarMHHUT.
e bBoseBbie CHHAPOMBI CO CTOPOHBI TO3BOHOYHMKA (JIFOMOAro, UIIUAJITHs, OCCANITUs, HEBPAIITHS,
MUANITUs, apTPaITHsl, PaAUKYJINT).
e JlocTTpaBMaTnuecKuii ¥ TOCJICONEPAIIMOHHBIN 0O0JICBOM CHHIPOM, COMPOBOKIAFOIIHIACS

BOCITAJICHUEM, HAIIPUMEP, B CTOMATOJIOTUN U OPTOIICAUN.
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e ANbprogucMeHopes; BOCIAIUTEIbHBIE TIPOIIEGCCH B Mﬁg&:rlgv]g %’6‘1\1- EEUHE‘ IQE]—IER&ITTI.:IJ]

e UndexnuonHo-BocnanutenbHbie 3a0oneBanuss JIOP opraHoB ¢ BBIpaXEHHBIM OOJIEBHIM
CHUHIPOMOM (B COCTaBE KOMIUJICKCHOW Tepamnuu): GapuHTUT, TOH3UJUTAT, OTHT.

W3omupoBaHHast TUXOpasika He SBIISETCS MMOKa3aHHEM K IPUMEHEHHUIO TTperapara.

[Ipenapar npeaHa3HavYeH Al CHMITOMAaTHYECKON Tepaniy, yMEHbIIEHUS OOJTM U BOCTIAJICHUS Ha

MOMEHT IIPUMEHEHUS, Ha POrPECCHpPOBaHNE 3a00JIeBaHUS HE BIHSET.

4.2. Pe:kuM 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

Jlo3a npenapata nogdupaeTcss UHAUBUAYAIbHO, IIPH 3TOM, C LIEIbI0 CHIDKEHUS! PUCKA Pa3BUTHSA
n00OYHBIX 3(P(EKTOB, PEKOMEHAYETCsS NPUMEHEHHE MUHHMMAIbHON S(PQPEKTUBHON 1O3BI, MO
BO3MOXKHOCTH, C MAaKCHMAaJIbHO KOPOTKUM IIEPHOIOM JICUCHHS B COOTBETCTBHH C LIENBIO JICUCHHS
Y COCTOSIHUEM TallMeHTA.

PexxuM 103upoBaHus

Bspocnvie

Pexomennyemass HauvanpHas pmo03a 100—150 wmr/cyr. B OTHOCHTENBHO JErKHUX —CIydasx
3a00eBaHus, a TAKXKE JIs JUTMTENIbHON Tepanuu ObiBaeT noctatouHo 100 mr/cyT. CyTouHyto 103y
ClleflyeT pa3feiUTh Ha HECKOJIbKO NpueMoB. [l oOsierdyeHuss HOUYHOW OOJIM WM YTpEHHEU
CKOBAaHHOCTH B JOINOJHEHHUE K MpUEMY IIpernapara B TEYEHHUE JHSI U MEpEe] CHOM NPUMEHSIOT
TUKI0(EeHaK B BUAE CYNIO3UTOPUEB PEKTATIbHBIX APYTUX MPOU3BOAUTENECH; P 3TOM CYyMMapHO
CyTOYHas J03a HE JOJbKHA IpeBbimaTth 150 mr.

[Ipu nepsuunoli Oucmenopee CYTOUHYIO 1103y NOAOMPAIOT WHAMBHUIYAJIbHO; OOBIYHO OHA
coctasisieT 50—150 mr. Havanenas no3a nomkHa coctaBisate 50—100 mr; mpu He0oOXOAMMOCTH B
TEUCHUE HECKOJIBKMX MEHCTPYaJbHBIX IHMKJIOB €€ MOXXHO TMOBBICHTH a0 150 mr/cyt. Ilpuem
npenapara cie1yeT HAaUWHATh [IPH MOSBJICHUH IIEPBbIX CUMIITOMOB. B 3aBUCHMOCTH OT AMHAMUKHA
KJIIMHUYECKUX CUMIITOMOB JIEYEHHE MOXKHO IIPOAOJKATH B TEUEHUE HECKOJIBKUX JTHEM.

Oco0ble rpyInel NAKUEHTOB

THayuenmoi nodxcunozo 6o3pacma (= 65 nem)

Koppeknuyn HavanbHOW 103bl Yy MAlMEHTOB B Bo3pacTe 65 JeT W crapiie, Kak MpaBWiio, HE
Tpebyercsa. OmHaKO, MCXOAS W3 OONMX MEAWIIMHCKUX COOOpa)XeHWH, CiemyeT coOJII0aaTh
OCTOPOKHOCTh y OCITA0JICHHBIX MOKUJIBIX MAIIMEHTOB WM MAIlMEHTOB C HU3KOH Maccoi Tena.
Hayuenmor ¢ 3a601e8aHUAMU  CEPOEUHO-COCYOUCTNOU  CUCTNEMbl  UTU  BbICOKUM  PUCKOM
3a001e8anUll CepOeYHO-COCYOUCMOL CUCTEeMbl

Cnenyer ¢ 0co00il OCTOPOKHOCTBIO MPHUMEHSTHh Ipenapar y NaleHTOB C 3a00JieBaHUSMU
CEpJICYHO-COCYIUCTON CUCTEMBl WU BBICOKMM PHCKOM pa3BUTHS 3a00JIeBaHUN CEpACYHO-

cocyaucToi cucreMbl. [Ipu HeoOXOIMUMOCTH JUIUTENbHOU Tepanuu (Ooiiee 4 HENENb) y TaKUX
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MAIMEHTOB Ce/yeT IPUMEHATH TIpErapat B CyThuHOi 1036, He fipeesimaromer H00 v - 1<

Iayuenmoi ¢ Hapywenuem hyHKyuu novex
Het nanHBIX 0 HEOOXOAUMOCTH KOPPEKIMU T03bI PU MPUMEHEHHUHU Mperapara y MalHeHTOB C
HapylIeHUAMH (QYHKIUM TOYEeK B CBSI3U C OTCYTCTBUEM HCCIEAOBaHUN 0e30MacHOCTH
MPUMEHEHHU Mpernapara y HalueHToB JaHHOM kateropuu. Crenyer cobiio1aTh OCTOPOKHOCTD
Opyd TPUMEHEHUH IIpernapara y MAlUeHTOB ¢ HapylieHueM ¢(yHkiuu noyek. IIpumenenue
npernapara y MaideHToB ¢ TOYeYHOUW HeI0CTaTOYHOCTBIO (CKOPOCTh KIYOOUKOBOH (puibTparuu
(CK®) menee 15 ma/mun/1,73 M%) mpoTuBomokasano (cM. pasien 4.3).
Iayuenmul ¢ Hapywenusmu QYHKYUU nevyeHu 1e2Koll U cpeonel cmenenu msxicecmu
Het nanHBIX 0 HEOOXOAUMOCTH KOPPEKIMU T03bI PU MPUMEHEHHUHU Mperapara y MalHeHTOB C
HapyLIEHUSIMUA (DYHKIIUHM TIEUYCHH JIETKOW M CpeJHeH CTENEeHM TSXKECTU B CBS3M C OTCYTCTBHEM
UCCIIeIOBaHHUM 0€301aCHOCTH MPUMEHEHUS Ipernapara y JaHHOW KaTeropuu MalueHToB.
[IpumeHneHue npenapara y MalKUEHTOB C HAPYIIEHUSMU (YHKIHMHM NEYEHU TSDKEIOW CTENeHU
MPOTUBOMOKAa3aHo (cM. pazaen 4.3).

eTH
Jlemu 6 sospacme 0o 14 nem
VY nereit B Bozpacte A0 14 neT mpemnapar cieayeT NIpuHUMATh B IPYrou JIeKapCTBEHHOU (opMe.
Jlemu 6 6o3pacme cmapuie 14 nem
V nereii B Bo3pacte oT 14 set u crapiie qukiopeHak NpUMeHsoT u3 pacuera 0,5—2 MI/Kr Macchl
Tela B CYTKHM (CYTOYHYIO J03Y B 3aBUCHMOCTH OT TSKECTH MPOSIBICHUN 3a00J€BaHUs ClIEIyeT
pa3nenuTh Ha 2—3 pa30BBIC O3bI).
Jlnist 1eyeHnst peBMaToOMIHOTO apTpUTa CYTOUHAs 1032 MOXKET OBITh MAKCUMAJIBHO yBEJIHUYEHA J10
3 MI/Kr (B HECKOJIBKO MpHEeMOB). MakcuMasbHas CyTOYHas J103a He JOJDKHA MpeBbImath 150 mr.

Croco0 rmpuMeHeHus

BnyTtps.

Tabnerku CJICOAYCT MpOrjaaTbiBaTb MNCJIWKOM, 3aluBasd MAOCTATOYHLIM KOJIUMYCCTBOM BOJHI,

KCIJIATCJIBbHO 10 €AbI. Henp3s ACJIUTL UJIN Pa3’KCBbLIBATH TaOJIETKH.

4.3. [IpoTuBONOKA3aAHUS
® THIEPUYYBCTBUTEIBHOCTh K AMKIO(PEHAKY M JIOOBIM JPYrUM KOMIIOHEHTaM IIperapara,
MePEYUCIICHHBIM B pa3aene 6.1.
® KaK M JIpyrue HecTepouJHble ImpoTUBOBocnanutenbubie npemnaparsl (HIIBII), npemapar
JlukiogeHak NpPOTHBONOKA3aH IMALMEHTaM C TOJHBIM MWJIM HEHNOJHBIM COUYETAHUEM
OpOHXMANBHOW aCTMbI, AHTMOHEBPOTHYECKOTO OTEKa, KPAlMBHMIBI, OCTPOIO PHHHUTA,

PCHUIUBHUPYIOLMICTO IMOJIUIIO3a CIU3HUCTON 00O0JOYKH HOCA MM OKOJIOHOCOBBIX nmasyx u

Crpanuna 3 u3 19



COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 25.10.2024 N= 23533

HENEPEHOCUMOCTH  alleTUIICATUIMIIOBYIA kudhtrh |G E'“/ITIIF_}/‘PII%H 0GIk q e

IIPOTHBOBOCTIAJIMTENBHBIX MpenapaToB (B T.4. B aHAMHE3E).

e 0o0ocTpeHHe S3BEHHOM 00JIe3HU KelyaKa U IBEHAAATHIIEPCTHOW KUIIKH, KPOBOTCUCHHS
U3 OpraHoB xenynouHo-kumeyHoro Tpakra (JKKT), nepdoparus opranos XKKT.

® TIOBBINICHHBIH PHUCK apTEePUATBHBIX TPOMOO30B M TPOMOOIMOOIHI, HEKOHTPOIHpYyEMas
apTepuanbHas TUIIEPTEH3US.

® COCTOSIHUS, COTIPOBOXKAAIOIINECS PUCKOM Pa3BUTHS KPOBOTECUCHHIA.

e BOCHAIHTENbHBIC 3a00JICBAaHUSI KUIIEUHUKA (SI3BEHHBIN KONHT, O0ne3Hb KpoHa) B daze
obocTpeHusl.

e XxpoHudyeckas cepnaeuHas HemocrtarouHocTh (II-IV  pyHkmmoHanpHBI KJacc 1O
kinaccupukaun NYHA).

e uIIeMHYEcKast OOJIe3Hb CepIIIa.

e 1epedpoBacKyIsIpHbIE 3a001eBaHus, 3a00eBaHMs TepU(EepHUUECKUX apTEPU.

e HapyueHue QYHKIHMHA MeYeHU TAKEIION CTETIeHN TKECTH.

® aKTUBHBIC 3200JIE€BaHUS TICYCHH.

e roueynas HepocTatouHocTh (CK® menee 15 ma/mun/1,73 m?).

® A0PTOKOPOHAPHOE IIYHTHPOBaHHE (IEPUONEPALUOHHBIA IEPUON).

® TOATBEPXACHHAS FMIEPKATUEMHUSI.

e OepeMeHHOCTh B cpoke Oonee 20 HeeTb.

® [IEPUOJ I'PYAHOIO BCKAPMIIMBAHUS.

4.4. OcoOble ykazaHusl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[Tpu mpumenenun aukinodenaka u apyrux HIIBIT mHeobxomumo coOmtogaTh OCTOPOKHOCTD U
THIATETFHO HAOMIOAATh MMAlMEHTOB C CHMITOMAaMU/TPU3HAKAMH, YKAa3bIBAIONIMMH HA
nopaxenwusi/3a0oneBanuss JKKT, wim ¢ aHaMHECTHYECKMMHU JaHHBIMH, TO3BOJISIOIIUMU
3aMoI03pUTh S3BEHHOE MOPAKEHHE JKETYy/IKa WM KUIICUHHKA, KPOBOTEUEHHUE WK Mepoparuio;
nanueHToB ¢ uadekuueit Helicobacter pylori B anamMHe3e, S3B€HHBIM KOJTUTOM, 00J1e3Hb10 KpoHa,
¢ HapyluieHneM (QYHKIMH TIeUYeHU B aHaMHE3€, U Y MAIlMEHTOB C Kano0amu, TO3BOJISIOIIUMU
3anono3puth 3aboneBanuss JKKT. Puck pa3BUTHS IKENyIOYHO-KHUIIEYHOTO KPOBOTCUCHHS
BO3pacTaeT npu yBennueHuu 1036l HIIBII nnu npu Hanmuyuuu sI3BEHHOTO MOPAXKEHUS B aHAMHE3E,
0COOEHHO KPOBOTEUEHH U TIep(opalvu A3Bbl, U Y MOKUJIBIX MAllUEHTOB.

[Tpuem HIIBII, Bkmovas qukinopeHak, MOXKET OBITh CBS3aH C MOBBIIICHHBIM PUCKOM MPOTEUKH

aHacromo3a, pacronoxxeHHoro B JKKT. IIpu npumenenun auxiodeHaka mocie OnepaTuBHOIO
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BmemarensctBa Ha JKKT pexomenayercs TmaTleﬂBg-l %HI%EH'E%ER)%Q% Hu

OCTOPOKHOCTb.
Crnenyer coOmogaTb 0COOYI0 OCTOPOKHOCTh NPU TMPUMEHEHUH IUKIO(EHaKa Yy MalHueHTOB,
NOJYYalOIUX Mpenaparbl, YBEIMYMBAIOIIUE PHUCK JKEITYAOYHO-KHIIEUYHBIX KpPOBOTEUCHHM:
CHCTEMHBIE INTIOKOKOPTUKOCTEPOUIbI (B TOM UUCIIE TPETHU3O0JIOH ), AHTUKOATYJISIHTHI (B TOM YHUCIIE
Bap(apuH), aHTHArperaHTbl (B TOM 4YHCIE KIOMMIOTPEN, alleTUICATHINIOBAS KUCIOTA) WM
CEJICKTUBHBIC WHTUOMTOpPHI OOpAaTHOTO 3axBaTa CEPOTOHMHA (B TOM YHUCIE IUTAJIONpaM,
(bIyOKCEeTHH, MAPOKCETUH, CEPTPATIUH).

OCTOpOXXHOCTh HEOOXOOMMa MpU INMPUMEHEHHM AUKIO(EeHaKa y MNAalMEeHTOB C HapylIeHHEM
(YHKLIMU TIEYEHU JIETKOW U CpellHell CTeneH , a TakKe Y MAIleHTOB C TIeYeHOYHOH opupuei,
TaK KakK JUKJIO(PEHAK MOXKET MPOBOIMPOBATH MPUCTYIIBI TOPPHUPHUHL.

Crenyer ¢ OCTOPOKHOCTBIO TNMPUMEHSTH MpernapaT y NAIMeHTOB C OpOHXHMAIbHOW acTMOM,
CE30HHBIM AJJIEPIrMYECKUM PHUHUTOM, OTEKOM CIM3MCTOM 00O0JIOUKHM HOCOBOH MOJIOCTU (B TOM
YHCIIe C HOCOBBIMU MOJIUTIAMH ), XPOHHUYECKOW OOCTPYKTUBHON O0JIE3HBIO JIETKUX, XPOHUYECKUMHU
UHQEKIIMOHHBIMU 3a00JIEBAaHUSAMH JIBIXaTEIbHBIX MyTeH (OCOOCHHO AacCOLMUPOBAHHBIMHU C
JIJIEPrUYECKUMH PUHUTONOIOOHBIMU CUMIITOMAMH).

Ocobast  OCTOPOXKHOCTb TpeOyeTcsl NpU JICUEHUH IAlUEHTOB C CEpAEYHO-COCYAMCTBIMU
3a00JIeBaHUAMY, HapyLICHUSMH (DYHKIMM TOYEK, BKIIOYAas XPOHMYECKYIO IOYEYHYIO
negocrarounocts (CK® 15-60 wmn/mun/1,73  M?), aucnunmaeMueii/runepiunuaeMuei,
caxapHbIM JAMa0eTOM, apTepUAIbHOW THMIEPTEH3HEH, NMPH JIEYEHUU KYpSIIUX MalUEHTOB WU
NAlMEHTOB, 3J10yNOTPEOSIOMNX AIKOr0JIeM, MPH JEUYCHUH MOXKHMIBIX MalMeHTOB, MAllMEHTOB,
NOJYYaIOIUX TUYPETUKU WM JPYTUe Mpernapathl, BIUSAIOMIME Ha (YHKIHIO MOYEK, a TaKXKe
NAaIMEeHTOB CO 3HAYMUTENbHBIM yMEHbIIeHHeM oObema mupkynupytomieir kposu (OLIK) moGoit
9THOJIOTUH, HAapUMeEp, B MEPUOAbI O M IOCIE MACCUBHBIX XUPYPIMUECKHUX BMEILIATEIbCTB.
Crnenyer ¢ OCTOPOXKHOCTBIO NPUMEHSTH IUKIO(EHAK y MAlUEHTOB € JAe(eKTaMH CHCTEMbI
reMocTasa.

Crnenyer coOuogaTh OCTOPOKHOCTb MPU MPUMEHEHHH IUKIO(PEHAKa y MAlUEHTOB MOXKHIIOTO
BO3pacTa. JTO OCOOEHHO AaKTyaJlbHO Yy OCHAOJEHHBIX WIM HUMEIOIMX HHU3KYI0 Maccy Tena
HNOXWIBIX JIOAEH. Y NAaIlMEeHTOB IAHHOW KaTeropuM PEKOMEHIyeTCsl NPUMEHATh Ipenapar B
MUHHMaJIbHOH 3¢ (hekTuBHON 103€.

Oco0ble yKazaHus

llopascenue JKKT

[Ipu npumenenun muknodenaka, xkak u apyrux HIIBII, ormeuanuck Takue sBJICHHS, Kak
KPOBOTEUCHHE M U3bs3BIeHUe/epdopanus opraHoB JXKKT, B psae ciyuaeB co cMepTEIbHBIM

ucxonoM. JlaHHbIe SIBICHMS MOTYT BO3HUKHYTH B J11000€ BpeMs NpH NPUMEHEHUH JIaHHBIX
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IpenapaToB ¢ WM 0e3 MpeaIIecTBYIOIUX CU HTOMOB':%-@%&ﬁﬁI%@%ﬁﬁfp%ﬁﬁw

XKKT B anamuese. Y MOXWIBIX MAIMEHTOB MOJOOHBIE OCIOXXHEHHUS MOTYT UMEThb CEpbE3HbIC
nocneAcTBust. [Ipu pa3BUTUM y MAIMEHTOB, MONYYAIOIIUX AUKIO(EHAK, KPOBOTCUCHHUH WU
m3bs3BieHui JKKT npenapar cienyer OTMEHUTD.

Jnst cHmkenns pucka Tokcuueckoro aectBus Ha JKKT y nanueHToB ¢ S3BEHHBIM MOPaKEHUEM
XKKT, ocobeHHO OCIOKHEHHBIM KpOBOTEUYEHHEM HIIM Tepdopanueil B aHaMHe3e, a TakxkKe Y
MOKUJIBIX MAIIMEHTOB Mpenapar cieyeT MPUMEHITh B MUHUMaIbHOU 3G (EeKTUBHOMN J03€.

VY nanueHToB ¢ MOBBIILIEHHBIM PUCKOM Pa3BUTHS KETYJOUHO-KUIIEYHBIX OCIOXKHEHHM, a TaKXKe y
MAI[MEHTOB, MOIYYAIOIIUX TEPanui0 HU3KUMH J03aMH alleTHJICAIUINIOBON KUCIOTHI, Ha (oHE
TEpanuu MpernapaToM CIeyeT MPUMEHITh TaCTPOIPOTEKTOPHI (MHTHOUTOPBI TPOTOHHON TTOMITHI
WU  MU30MPOCTOJN), WM JpYrHe JIeKapCTBEHHBbIE TMpenapaThl [JIsi CHUXKEHUS pHUCKA
HexenarelasHoro so3aericteudg Ha JKKT.

[Tariuentam ¢ mopakennem JKKT B anamHe3e, 0COOEHHO MOXKHJIBIM, HEOOXOJIUMO COOOIIATH
Bpauy 000 Bcex a0IOMHHAIBHBIX CUMIITOMAX.

Tayuenmoi ¢ OpouxuanbHo acmmou

O6octpenne OponxmambHOW acTMbl  (HenepeHocumocth  HIIBII/OponxuansHas actma,
npoBonupyemasi mpuemoM HIIBII), orek KBunke u kpanuBHUIIA HanOOJIEe YaCTO OTMEYAIOTCS Y
MAIUEHTOB C OPOHXUATBHOMN aCTMOM, CE30HHBIM AIJICPTUYECKHM PUHUTOM, HOCOBBIMHU TTOJTHITAMH,
XPOHUYECKOW OOCTPYKTUBHOW OOJE3HBIO JIETKMX WJIA XPOHHUYECKMMU HWH()EKIIMOHHBIMU
3a00JIeBaHUSMU  JIbIXaTeNbHBIX MyTell  (OCOOCHHO  CBA3aHHBIMU C  AJUIEPTHYECKUMU
PUHUTONOAOOHBIMU CHUMITOMaMH). Y JAaHHON TPYNIbl MallMEHTOB, a TaKXe y IMAlUEeHTOB C
ajieprueil Ha Apyrue JeKapCTBEHHbIE Mpenaparbl (KOXKHBIE ChIb U 3y WIA KpalUBHULA) TPU
NPUMEHEHUH JHUKJIO(pEHaKa CJleayeT CcoOMoIaTh OCO0YI0 OCTOPOXXKHOCTH (TOTOBHOCTH K
MPOBEJICHUIO PEAHUMALIMOHHBIX MEPOTIPUSATHUI).

Koorcnvle peaxyuu

Takue cepbe3Hble NEPMATOJIOTMUYECKHE PEAKIMM, KaK SKC(HOIUATUBHBIA JEPMATUT, CUHIPOM
CruBeHca-/[)KOHCOHA, TOKCHMYECKMM 3MHUIEPMAJIbHBIM HEKPOJIM3, B HEKOTOPBIX CIydasX Co
CMepTEeIbHBIM UCXOJI0M, Ha JOHE MPUMEHEHUs AUKI0(EeHaKa OTMEYaIlCh OYEHb PEIKO.
Haubonpiime puck u 4acToTa pa3BUTHSI TSHKEIBIX J€PMATOJIOTHUYECKUX PEeaKIUil OTMEYallucCh B
MIEPBBIN Mecsll JieueHUs qukiiopeHakom. [Ipu pa3BuTHH y MaIMEeHTa, MOTYYar0IIero JUKIo(eHakK,
MEPBBIX MPU3HAKOB KOXKHOU CBHIMHU, MOPAXKEHUS CIM3UCTBIX 000JIOYEK WM APYTUX CHMIITOMOB
TUIEPYYBCTBUTEIBLHOCTH MIpEnapaT ciaeayeT OTMEHUTh.

B penxux cnydasx npu npuMeHeHuu AukiaodeHaka, kak u apyrux HIIBII, Bo3amokHO pa3Butne
aHaUIAKTUYECKUX/aHa(QUIIAKTOMIHBIX ~peakluid y TMalueHTOB, paHee He MOJyYaBIIUX

TUKITO(EeHAK.
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Bosdeiicmene na nevets (NOCNENOBATENBHOCTE 0002)

[Tockonbky B mepuoa MpUMEHEHUs] TUKIO(EeHaKa MOXKET OTMEYAThCsl TOBBIIICHHE aKTUBHOCTU
OJIHOTO WJIM HECKOJIbKUX «II€UYCHOYHBIX» ()EPMEHTOB, MPHU UIUTEIHHON Teparuu MpernapaToM B
KayecTBE Mepbl MPEAOCTOPOKHOCTH MOKa3aH KOHTPOJib (QyHKUMU nedeHu. [lpu coxpaneHuu u
POrPECCUPOBAHUY HapyIICHUN (PYHKIMN EYeHU WM BOSHUKHOBEHHH MTPU3HAKOB 3a00JIeBaHU
MEYCHU WIH JAPYTUX CUMIITOMOB (HAmpuMmep, 303MHOMUINH, CHIMMA U TOMY THOJ00HOE), TMprueM
npenapara Heo0X0AUMO OTMEHUTh. ClenyeT UMETh B BHJLY, YTO T€NaTUT Ha (pOHE MPUMEHEHHS
TuKIo(eHaKa MOXET pa3BUBAThCs 0€3 MPOJPOMANIbHBIX SIBJICHUH.

Bosoeiicmsue na nouxku

Ha ¢one Tepanum mukinopeHakoM pPEeKOMEHIYETCsl MPOBOAUTH KOHTPOJIb (YHKLIHHU TOYEK Yy
NAIMEHTOB C TUIEPTOHUYECKOH O0Je3HbI0, HapymeHHSIMH (YHKIMHA CepAla WM IO0YeK,
MOKUJIBIX MAIMEHTOB, MAlMEHTOB, MOJIYYAIOIUX TUYPETUKU WIH APYTrue Ipernaparsl, BIUSIONINE
Ha (QYHKIUIO TOYeK, a Takke y MAaIUEHTOB CO 3HAYMTENbHBIM YMEHbIIEHHEM o00beMa
BHEKJIETOYHOW KHUJKOCTU JIFOOOW STHOJOTHH, HANPUMEP, B MEPHOJ IO U TOCIE MACCHUBHBIX
XUPYpPruYecKux BMemarenabCcTB. [locie mpekpalieHnus Tepanuu npenapaToM 0ObIYHO OTMEUAETCs
HOpMaJIM3aIus nokasaTened GyHKIIMHU MOYeK 10 UCXOAHBIX 3HAYCHUI.

Boszoeiticmsue na cepoeuno-cocyoucmyro cucmemy

Tepanus HIIBII, B Tom uucine aukiodeHakom, B 0COOEHHOCTH JJUTEIbHAS TepaHsl U TEpaIus ¢
UCIIOJIb30BAHUEM BBICOKUX /103, MOXKET OBITh aCCOLIMUPOBaHA C HEOOIBIIUM BO3pACTaHHUEM PUCKA
Pa3BUTHSI CEPHbE3HBIX CEPACYHO-COCYAUCTHIX TPOMOOTUYECKUX OCIIOKHEHUH (BKIIOYas HHPAPKT
MHOKapJa ¥ MHCYJIBT).

VY mauueHToB ¢ 3a00JIeBaHUSMH CEPJICYHO-COCYAUCTON CUCTEMBI U BBICOKUM PHUCKOM Pa3BUTHS
3a007IeBaHUN  CEPJIEUHO-COCYAUCTON CHUCTEMBbI (Hampumep, C apTepUaIbHON THIlEepTEeH3UEH,
TUIEePIUNUIEMUEH, caxapHbIM AHa0eToM, KypsIIHUX) CIeAyeT MPUMEHSATh Ipernapar ¢ 0co0oii
OCTOPOKHOCTBIO, B CaMOW HHU3KOH d3(PGEKTUBHON /03¢ MPH MHUHUMAJIBLHO BO3MOXKHOU
JUTUTETTLHOCTH JICYCHUS, TOCKOJBKY PHUCK BO3HHUKHOBEHUS TPOMOOTHYECKHX OCJIOKHEHHIA
BO3pacTaeT MpU yYBEIUYCHHUH J03bl M MPOJOKUTENLHOCTH JieueHus. [Ipu qiuTensHOi Tepanuu
(6onee 4 menenb) cyrodyHas 103a MUKIO(EHAKAa y TaKMX MAIMEHTOB HE JIOJDKHA TPEBBINIATH
100 mr. CremyeTr mepruoIudecKr MPOBOIUTH OLIEHKY 3P (EKTUBHOCTH JICYCHHS U MOTPEOHOCTH
HalveHTa B CHUMIITOMAaTHYECKOW TepamuM, OCOOCHHO B TeX Clydasx, Koriga ee
MPOJOKUTEILHOCTh COCTaBlsieT Oonee 4 Hemenb. [IpW TMOSBICHHHM TEPBBIX CHMIITOMOB
TPOMOOTHYECKUX HAPYIICHUH (Hampumep, 00JIM B TPYAH, YyBCTBA HEXBATKH BO3/lyXa, CIA0OCTH,
HapYIICHUS PeYH) NAIUEHTY CcIeAyeT He3aMeUTUTETbHO 00paTUThCS 32 MEIULIMHCKOMN TOMOIIBIO.
Bosoeiicmsue na cucmemy Kkpogemeoperus

JlukinodeHak MOXeT BpEMEHHO HHTMOMPOBAThH arperanuio TPOMOOIIMTOB, IIOATOMY Y MAIlMEHTOB
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C HapyUICHUSIMH TeMOCcTa3a He0OX0AUMO MTPOBAAUTD TI.['LQI@J‘I%EEI%%&-TT-B%&E&_BEJ;BE?CQE%*HHX

nabopaTopHBIX TMoKazarenei. Ilpu IUTEeNhHOM NPUMEHEHWH AWKIO(EeHAKa PEKOMEHIyeTCs
MPOBOAMTH PETYISAPHBIC KIMHUYESCKUE aHATN3bI MepUPEPUIECKON KPOBH.

Mackuposanue npusnaxkos un@exyuoHHo2o npoyecca

[IpoTuBOBOCTIaNTUTENbHOE  JeiicTBHE  AMKIO(DEHakKa MOXET 3aTpyAHSTh  JAUArHOCTUKY
UHQEKIIMOHHBIX MTPOIIECCOB.

Ilpumenernue oonospemenno c opyeumu HIIBIT

He cnenyer npumensats nukiodenak ognoBpemenHo ¢ apyrumu HIIBII, Bkitrodast cenexkTuBHbBIC
WHTUOUTOPHI IHKI00KcHreHas3sl-2 (IIOI-2) u3-3a prcka HexenaTeIbHBIX PeaKIUi.

BcnomorarenbpHbIE€ BellecTBa

[Mpenmapar duknodenak comepkuT Jnakro3y. llamueHTaM ¢ peaKo BCTPEUAIOIIUMUCS
HACJIECTBEHHbIMU  3a00JI€BaHUSIMH, TaKMMH  KaK  HEMNEPEeHOCUMOCTh  TajaKTO3Bl,
HENEPEHOCUMOCTb JIAKTO3bI BCJIEACTBUE Ie(UIINTA JIAKTA3bl WM CUHAPOM IITIOKO30-TalaKTO3HON
MabaOCoOpOINK, HE CIIeyeT MPUHNUMATh JaHHBIN JICKAPCTBEHHBIN Mpenapar.

[Ipenapat Jluknodenak conepxut meHee 1 Mmoib (23 Mr) HaTpusi Ha OJIHY TaOJIETKY, TO €CTh 1O

CYTH HE COACPKUT HATPUSI.

4.5. BzaumojeiicTBie ¢ [JPYTHMH JICKAPCTBEHHBbIMHM MpenapaTaMM H Jpyrue BHABI
B3aMMOJEHCTBHUSA

BrIsgBlIEHHBIE B3aUMOJIEHCTBUS

Hneubumopuor uzoghepmenma CYP2C9

Crnenyer coOmofaTh OCTOPOXKHOCTh TPU  OJHOBPEMEHHOM IPHMEHEHHH AWKIO(pEHaKa H
uHrunouropos uzodpepmenta CYP2C9 (Takux Kak BOPHKOHA30JI) U3-32 BOZMOKHOTO YBEJIWYCHUS
KOHILIEHTPALUH TUKIO(EHaKa B CBIBOPOTKE KPOBHU M €r0 3KCIIO3ULHH.

Jlumuii, oucokcun

JluxiiogeHak MOXKeT MOBBIIIATH COACPKAHNE JIUTUS U KOHIIEHTPALIMIO JUTOKCHHA B IJIa3Me KPOBH.
PexomeHryeTcst KOHTPOJIb COJCPKAHUS JIUTUS M KOHIICHTPALUU IUTOKCHHA B CBIBOPOTKE KPOBH.
Juypemuueckue u cunomen3zusnvie cpedcmea

[Ipy OOHOBpEMEHHOM TNPUMEHEHUH C JUypeTHMKaMM M TMIIOTEH3UBHBIMM IpenapaTamu
(HanpuMmep, O6eTa-aapeHo0I0KaToOpaMy, HHTMOUTOpaMU aHTMOTEH3MHIIPEBpaLaioero pepmenTa
- ATI®) nukiodeHak MOKET CHI)KAaTh UX TUTIOTEH3UBHOE JCHCTBHE. B CBS3M C BBINIECKa3aHHBIM,
y NAIMEHTOB, 0COOEHHO MOXKHUIJIOTO BO3pacTa, IPU OJHOBPEMEHHOM IIPUMEHEHHUH UKIO(eHaKa 1
JMYPETUKOB WJIM TUIIOTEH3UBHBIX CPE/ICTB CIIEYET PETYIISIPHO U3MEPATh apTEPHATILHOE JJaBIICHUE
(A1), KOHTpOIMPOBATH (PYHKIMIO ITOYEK U CTENIEHb TUApaTaluy (BCICICTBHE MOBBIIICHUS PUCKA

HEPPOTOKCUUHOCTH).
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(NOCNEOCBATENEHOCTE 0002)

Luknocnopun u makpoaumyc

Bnusaue aukiodeHaka Ha AKTUBHOCTh IPOCTArIaHJMHOB B IIOYKAX MOXKET YCHIIUBATh
HE(PPOTOKCHYHOCTh LMKJIOCHOPHHA W Takpoiumyca. B CBs3M ¢ BbIIIECKa3aHHBIM 7032
nukioeHaka y anueHToB, MOMYYaloNNX [IUKIOCTIOPUH WIN TaKPOJIMMYC, JOJDKHA OBITh HUKE,
9YeM y MMalMeHTOB, HE TOIyJYaloUX yKa3aHHbIC IPEenaparsl.

IIpenapamul, cnocobHble 6b13616AMb CUNEPKATUEMUIO

OnHOBpeMEHHOE TNpPUMEHEHHE JuKIo(peHaka C  KaJuicOeperarolmyuMu  JAUYypeTHKaMH,
[IUKJIOCHOPHHOM, TaKpOJIUMYCOM U TPHUMETOINPHUMOM MOXET TPHBECTH K ITOBBIIICHHIO
COIepKaHMs KajJHs B IUIa3Me KPOBH (B CIydae TaKOTO OJHOBPEMEHHOTO MPUMEHEHMS TaHHBIN
1oKa3aresb CIeyeT YaCTO KOHTPOIMPOBATH).

Anmubaxmepuanvbhvie cpeocmea - npou3E00Hble XUHONIOHA

NmeroTcst oTAenbHBIE COOOLICHWS O Pa3BUTHHM CYIOPOr Yy TAIMEHTOB, IOJYYaBIINX
OJTHOBPEMEHHO MPOM3BOAHBIE XUHOJIOHA M JUKJIO(EHAaK.

IIpennoiaraeMble B3aUMOAEHCTBHUS

HIIBII u enoxoxopmuxocmepouobwl

OnHOBpEeMEHHOE CHUCTEMHOE NpHUMEeHeHHe nukiodenaka u Apyrux cucteMubix HIIBIT wm
[JIFOKOKOPTUKOCTEPOUIOB MOXKET YBEJIMYMBATh 4YacTOTY BO3HHUKHOBEHHUS HEXKEIATEIbHbBIX
peakuuii (B yactHOCTH, cO cTopoHbI JKKT).

Aumuxoazynanmsl u anmuazpe2anmsl

Heo0xoaumMo ¢ 0CTOPOXKHOCTHIO MPUMEHSATH TUKIO(EHAK ¢ IpenapaTaMu 3TUX TPYII U3-3a pUCKa
pa3BuTHs KpoBoTedeHHil. HecMOoTpsi Ha TO, YTO B KIMHMYECKHUX HCCIEIOBAaHUSAX HE OBLIO
YCTAHOBJICHO BIUSHHS AWKIO(EHaKa Ha NEHCTBUE aHTHKOATYISHTOB, CYIIECTBYIOT OT/AEIbHbIC
COOOIICHNS O TOBBIIIEHUH pPUCKA KPOBOTEUYEHUH Yy TMAlMEHTOB, NPUHUMABIIUX JaHHYIO
KoMOMHanMio mpernapaToB. CreayeT TIIATeIbHO HAOMIOJATh MAlMEHTOB, MOJYYaIOIINX
OJIHOBPEMEHHOE JICUEHHUE TAHHBIMU JIEKAPCTBEHHBIMU IIpeNapaTaMH.

Cenexmugnvie uH2UOUMOPbL 0OPAMHO20 3AX8AMA CEPOMOHUHA

OnHOBpeMEHHOE TPUMEHEHHE TUKIO(pEHaKa C CEICKTUBHBIMI HHTHOUTOpaMH OOpaTHOT O 3aXBaTa
CEpPOTOHMHA MTOBBIIIAET PUCK PA3BUTHUS KEITYJOUHO-KAIIEYHBIX KPOBOTECUECHHM.
T'unoenuxkemuueckue npenapamoi

B kiInMHHYeCKHX HCCIENIOBaHUSAX YCTAHOBJIEHO, YTO BO3MOXKHO OJHOBPEMEHHOE INPUMEHEHHE
TUKIo(peHaka M THIIOTIMKEeMUYECKHX IPernaparoB, Mpu 3TOM 3((EKTUBHOCTH IMOCIEAHUX HE
u3MeHsercsa. OHaKo M3BECTHBI OTAENbHBIE COOOIIEHUS O PAa3BUTHUU, KaK THIOTJIMKEMHH, TaK U
TUINEPIIIMKEMHUH, 4YTO OOYCIOBIMBAIO HEOOXOJUMOCTh M3MEHEHHUS 03Bl THMOTIMKEMHUYECKHX
npenapatoB Ha QoHe mnpuMeHeHus nukiopeHaka. [losTromy, BO BpeMsi OJHOBPEMEHHOTO

NpUMEHEHH IUKJIO(PEHAaKa W TUIMOTIMKEeMUYECKHX IpenapaToB PEKOMEHIYEeTCS MPOBOIHUTH
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(NOCNEOCBATENEHOCTE 0002)

KOHTPOJIb KOHICHTpAIWH I'NTFOKO3bI B KPOBH.

[TomyyeHs! OTAETbHBIE COOOIIEHUS O PAa3BUTHH META0OIMUECKOTO alli103a IPU OJHOBPEMEHHOM
NPUMEHEHUH IHUKJIO(pEeHaka ¢ METPOPMHHOM, B OCOOCHHOCTH Y TMAlMEHTOB C HapylICHHEM
(GYHKIIUH TTOYEK.

Memompexcam

Crenyer cobmoaTh OCTOPOKHOCTh NMPH MPUMEHEHUH AUKIO(PEHaKa MeHee, 4yeM 3a 24 yaca 10
WK uepe3 24 yaca mocie mpueMa MeToTpeKcaTa, TaKk KaK B TAKUX CIIydasX MOJKET MOBBIIIATHCS
KOHIIEHTpPALUsl METOTPEKcaTa B KPOBU M YCUIIUBAThCSI €r0 TOKCUYECKOE JIeiCTBHE.

Denumoun

[Ipu ogHOBpeMEHHOM NpUMEHEHHH (peHUTOMHA M JuKIo(deHaka He0OXOAUMO KOHTPOJIUPOBATH
KOHIIGHTpaluio (CHUTOMHA B IUIa3M€ KPOBU M3-32 BO3MOXKHOTO YCHJICHHSI €0 CHCTEMHOIO
BO3JICHCTBUSL.

Hnoyxkmopwt uzogpepmenma CYP2C9

Crnenyer cobOmofaTh OCTOPOXHOCTh MpPH NPUMEHEHHU JUKIO(EeHaKa OJHOBPEMEHHO C
unayktopamu n3opepmenta CYP2C9 (takumu, kak pudaMOuIMH), TOCKOJIBKY 3TO MOXET
IPUBECTH K 3HAYUTEIBHOMY YMEHBIICHHIO KOHIEHTpAaLUU IUKIO(eHaka B IUIa3Me KPOBU H

YMCHBIICHHUIO €TI0 SKCITO3UIIHH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS

bepeMeHHOCTB

HmeeTcst HEAOCTATOYHO JAaHHBIX O 0€30MacHOCTH MPUMEHEHMs AUKIOo(peHaKka y OepeMEeHHBIX
JKCHIIINH. ﬂaHHBIG HCKOTOPBIX 3MUACMUOJIOTHYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ roBOpPAT O MOBBINICHHOM
PUCKEC BOSHUKHOBCHUA BBIKHABIIIA MMOCJIC TPUMCHCHUA I/IHFI/IGI/ITOpOB CHUHTC3a MPOCTArjlaHAnHOB
(manmpumep, HIIBIT) Ha panHux cpokax O€peMEHHOCTH, OJTHAKO OO 00bEeM TaHHBIX SBIISICTCS
HeyOenuTensHbIM. He crenyer nmpuMeHsTh npernapart xeHimuHam ¢ 20-i Henenn 6epeMeHHOCTH B
CBs3U C BO3SMOXXHBIM PUCKOM PA3BUTHA MAJIOBOAUS I/I/I/IJ'II/I MMaToOJIOrur NMOYCK Y HOBOPOKIACHHBIX
(HeoHaTaNbHAS TOYCYHAS TUCHYHKITHS).

Huknodenak, kak u apyrue HIIBII (uHruOuTOpSHI CHHTE3a IPOCTArIAaHAMHOB), POTUBOIIOKA3aH
B mocieaHue 3 Mecsma OepeMEeHHOCTH (BO3MOXKHO TIOJIaBJICHUE COKPATHTEIbHOW CIIOCOOHOCTH
MaTKH, HapyleHne (QyHKIH MTOYeK y TUI0/1a C MOCIEAYIOIIMM MAJIOBOJUEM (OJIUTOTHAPAMHHOH )
W/WJIH TIPEXKIEBPEMEHHOE 3aKPhITHE apTEPUATBHOTO IPOTOKA Y TIIIO/A).

Jlakranus

HecMoTpst Ha TO, uTo nuknodenak, kak u npyrue HIIBII, nponukaeT B rpyIHOE MOJIOKO B MaJIOM
KOJINYECTBE, IpenapaT He CleAyeT IPUMEHSTh B IEpUO/] TPYTHOT'O BCKAPMIIMBAHUS BO N30EKaHHE

HEKENaTeNIbHOTO BIUSHUS Ha peOeHka. [lpu HEOOXOAMMOCTH TpPUMEHEHHS mpernapara y
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JKCHIIMHBI B 3TOT TIEPHOJ TPy/IHOE BekapMimBatme mpekpiitator - oo TENEHOCTE 0002)

DdepTUabHOCTD

[Tockonwky nmuknodenak, kak u apyrue HIIBII, MmoxeT oka3piBaTh OTpHIIATEIIBHOE JICHUCTBUE HA
(bepTUIbHOCTD, KEHILMHAM, IUIAHUPYIOUIMM OepeMEeHHOCTh, HE PEKOMEHAYETCS MPUHHUMATh
npemnapar.

Y manueHToK, MPOoXoIAiIiX 00cIe0BaHNe U JICYSHHUE 110 TTIOBOY OSCIUIOAMS, Mpenapar CieyeT

OTMCHUTAD.

4.7. Biusinue Ha CIOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMHM CPeICTBAMH M PadoTaTh ¢
MeXaHHU3MaMH

[Tanuentam, y KOTOpbIX Ha (OHE IPUMEHEHHs JUKIO(EeHaKa BO3HHKAIOT 3PUTENIbHBIE
HapyILICHUs], TOJOBOKPYXEHHE, COHJIMBOCTb, BEPTUIO WIM JAPYI'M€ HapyIIEHUs CO CTOPOHBI
HEpBHOM CHUCTEMBI, HE CIEAyeT YNpPaBIATh TPAHCIOPTHBIMU CpEICTBAMH M paboTath ¢

MECXaHU3MaMU.

4.8. HexkennaTeibHbIe peakuuu

PesroMe HexxenaTeabHbIX peaKIui

Hwxe mpuBeneHsl HeXeNIaTeNbHBIE PEAKIIUU, KOTOPHIE OBLIM BBISBICHBI B XOJ€ KIMHUYECKUX
UCCJIEIOBaHMM, a TaK)Ke NMPU IPUMEHEHUHU JUKIo(eHaka B KIMHUYECKON mpakTuke. s oneHKu
YaCTOTHI HEXKEJIaTeIbHBIX PEaKIUi UCIIOIh30BaHbI CIEAYIOIINE KPUTEPUHU: ouersb yacmo (> 1/10);
yacmo (> 1/100, vo < 1/10); reuacmo (= 1/1000, vHo < 1/100); peoxo (= 1/10 000, Ho < 1/1000);
oyenv peoxo (< 1/10 000); uwacmoma neuszsecmna (HEe MOXET OBITH OIlEHEHA Ha OCHOBE
UMEIOIINXCS JTaHHBIX ). HexkenaTenbHple peakiiuu CrpyNnupOBaHbl B COOTBETCTBUH C CUCTEMHO-
OpraHHBIM KJIACCOM MEIUIIMHCKOTO cloBaps [Uisi HOPMAaTUBHO-IIPABOBOM JI€ATEIbHOCTHU
MedDRA, B mpenenax KaXIOro Kiacca HeEXelaTelbHBbIC PEaKIMH TMEPEYUCIICHBI B TOPSIKE
yOBIBaHUSI YaCTOTHl BCTPEYACMOCTH, B MpeAeNiaX KaKIOW TPYIIbI, BBIACICHHON IO YacToTe
BCTPEUAEMOCTH, HEXKEIATENbHBIC PEAKIINU PACTIPEICIICHBI B MOPSIKE YMEHBIIICHUS UX BaKHOCTH.
Hapywenus co cmoponvl kposu u aumgpamuyeckoui cucmemul

Ouenv pedko: TPOMOOLMTONEHUS, JIEHKOMEHUS, TEMOJIUTUYECKas aHEMUs, arulacTUdecKas
aHEMMUS, arPaHyJIOIUTO3.

Hapywenus co cmopoHvl uMMYHHOU cucmembl

Peoko: runepyyBCTBUTEIBLHOCTh, aHA(PUIAKTHYECKUE/aHAPUIAKTOUIHBIC PEAKIIUH, BKIFOYAs
cHmxkeHue AJl v moxk;

Ouendb pedxo: aHTHOHEBPOTHUYECKHI OTEK (BKJIIOYAst OTEK JIUIIA).

Icuxuueckue HapyuieHus
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Ouenv  pedko: Ne30pUEHTAlUsS, JECIPECCHS, 6ec%%ﬁgg':%ﬂ§%ﬁﬂgc£ﬁ%hm,

Pa3IpaKUTEINBHOCTD, ICUXUYECKUE HAPYIIICHUS.
Hapywenus co cmoponul nepéHoii cucmemvl

Yacmo: ronoBHast 00Jib, TOJIOBOKPYKEHUE;

Peoko: cOHIMBOCTE;

Ouenv pedxo: HapyLIEHUS YYyBCTBUTEIHLHOCTH, BKIIOUAs MApECTE3WH, PACCTPOICTBA MaMSTH,
TPEMOp, CYIOPOTH, OUIYIIEHHWE TPEBOTH, OCTPbIE HAPYIIEHUS MO3TOBOIO KPOBOOOpAIlEHUS,
aCeNTHYECKUI MEHUHTHT.

Hapywenus co cmoponvl opeana 3penus

Ouendb pedxo: HapyIIEHUS 3pEHUS (3aTyMaHUBAHUE 3PCHHSI ), TUILTOTIHSL.

Hapywenus co cmoponul opeana cnyxa u rabupunma

Yacmo: BEpTUTO;

Ouendb peoxo: HapyllleHUE CllyXa, IIIyM B yIIax.

Hapywenus co cmoponwvl cepoya

Heuacmo: nadapkt MuoKapaa, cepaeyHast HeJOCTaTOYHOCTb, OIyILIIeHUE cepaieOneHus, 00iab B
TPYAH.

Yacmoma neuzsecmua: cuaapoM KoyHuca (aymeprudeckuii OCTphIii KOPOHAPHBIA CUHIIPOM).
Hapywenus co cmoponwvl cocyoos

Ouenb peoro: noBeiienne AJl, BACKynur.

Hapywenus co cmoponsl ObixamenbHoU cucmemsl, Op2aHos8 2pyOHOU KIemKU U Cpe00CmeHUs
Peoko: 6ponxuanbHas acTMa (BKJIIOYask OJIBIIIKY);

Ouenb pedxko: THEBMOHUT.

Kenyoouno-kuwuieynvie HapyuleHus

Yacmo: abnomuHanbHas 00Jib, TOIIHOTA, PBOTA, AUapes, TUCHENCHs, METEOPHU3M, CHUKECHHE
anmneTuTa;

Peoxo: racTpuT, XKemynouyHO-KUIIEYHOE KPOBOTEUEHHE, PBOTAa KPOBBIO, MEJEHA, Iuapes C
MPUMECHIO KPOBH, SI3BBI JKENyJKAa M KHIIEYHWKA (C WiIM 0€3 KPOBOTEUEHUS, CTEHO3a WIIU
nepdopalifiu, ¢ BO3SMOKHBIM Pa3BUTHEM IIEPUTOHUTA);

Ouenv  pedxo:  CTOMATHT,  TJOCCUT,  TIOBPEXJEHHUS  MHUIIEBOAA, BO3HHUKHOBEHHUE
nadgparMornogoOHbIX CTPUKTYP B KUIIEYHHKE, KOJUT (Heceun(UUYeCKUid reMopparuyecKuii
KOJIUT, WIIEMHYECKUN KOJHUT, 00OCTpEeHHE sS3BEHHOro KonuTa win Oone3nu Kpona), 3amop,
MaHKPEaTHT.

Hapywenus co cmoponbl neuenu u sicenuesbleo0auux nymeti

Yacmo: NOBBIIIEHUE AKTUBHOCTH aMUHOTpaHCdepa3 B IIa3Me KPOBH;

Peoxo: renatur; )xenryxa, HapyleHus: GyHKINUN TICYCHH;
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Ouenb pedko: MOTHHEHOCHBIH TEMATHT, HEKPO3 [medeHn, [ enOaias HenGCTRroa 0T - 1< |

Hapywenus co cmopoHvl Kodtcu 4 NOOKOICHLIX MKAHE

Yacmo: KOXHas ChIIlb;

Peoko: xpanuBHHUIIA,

Ouenv pedko: OyIE3HbI AepMaTUT, dK3eMa, dpUTeMa, MHOTOGOpMHas 3pUTEMa, CUHIPOM
CruBenca-Jl>xoncona, cunapom Jlallemna (TOKCHMYECKHMH  ASOUACPMAIIbHBIA  HEKPOJIU3),
9KC(HONMATUBHBIN JEpPMaTUT, 3y[A, alomenus, peakmuu (OTOYYBCTBUTEIHHOCTH, MypIypa,
nypnypa lllenneiina-I'enoxa.

Hapywenus co cmoponbl nouek u Mouesbigo0AWUx nymet

Ouenv pedko: ocTpoe MOpaKeHHE MouyeK (OCTpas MoyeyHas: HEeJOCTATOYHOCTh), TeMaTypus,
MPOTEUHYPHS, TYOYJIOMHTEPCTUIIUATIBHBIA HePUT, HeHPOTUUECKUN CUHAPOM, MAMUIUIIPHBINA
HEKpPO3.

Obwue HapyweHus U peakyuu 8 mecme 66€0eHus.

Peoxo: otexn.

Hapywenus co cmoponul cepoeuno-cocyoucmotl cucmembl

JlaHHbIe KIMHUYECKUX HCCIIEIOBAaHUM yKa3bIBalOT Ha HEOOJBIIOE YBEIUYEHHE PUCKA PA3BUTHUSA
CEPICUYHO-COCYAUCTBIX TPOMOOTHYECKUX OCIOXHEHUW (Hampumep, HHPaApKTa MHUOKapia),
0COOCHHO TPH JAJUTEIBHOM IPUMEHEHNUU TUKI0o(eHaka B BEICOKHX J103aX (CyTodHas j03a Oonee
150 mr).

3pumenvHule Hapyulenusl

3puTenbHBIE PACCTPOMCTBA, TaKUME KaK HapylIeHUE 3peHHs], 3aTyMaHUBaHUE 3PEHUS WU
TUIUIONHUS, TO-BUAUMOMY, sBIsitoTcs Kiacc-agdexrtamu HIIBII, u  oOpartumbl  mocie
MpEeKpaIeHus] TpUMEHEHUsI. BO3MOKHBIM MEXaHU3MOM DPa3BUTHS TAKUX PACCTPOUCTB SIBIISCTCS
MHTHOMPOBAaHNE CHHTE3a MPOCTArjaHANHOB U JIPYTMX COMYTCTBYIOIIUX BELIECTB, YTO U3MEHSET
peryisiliiio KpOBOTOKA B CETUaTKE, KOTOPOE MPOSBISETCS MOTEHIMATBHBIMU 3PUTEIbHBIMU
paccrpoiictBamu. [Ipu pa3BUTHUM TaKUX CHUMIITOMOB Ha (poHE Tepanuu JUKIO()EHAKOM CleIyeT
PaccMOTPETh BO3MOXHOCTh OPTAIEMOJIOTMYECKOTO 00CIISIOBAHHUS JIJISl HCKITFOUEHU ST KaKUX-ITH00
JOPYTUX IPUYUH.

COO6H_ICHI/IC 0 ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare O MOAO03pEBAEMBIX HEXKENATeNbHBIX PEAKIMAX IOCIE PETUCTpaIiH
JIEKapCTBEHHOTO Iperapara ¢ Lelibl0 00eCcTeYeHNs] HePEPhIBHOIO MOHUTOPUHTA COOTHOIICHHS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM paOOTHHKAM PEKOMEHIYeTcs
coo0IaTe O JIIOOBIX MOJI03pPEBAEMbIX HEXeNaTeIbHBIX PEeaKIUAX JEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHUSI O HEXEIAaTeIbHbIX PEAKLUAX rOCyIapCTB — YWICHOB

EBpa3uiickoro 3K0HOMHUYECKOr0 COI03a.
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(NOCNEOCBATENEHOCTE 0002)

Poccuiickas ®@enepanus

®denepanbHas Ciryx0a 1Mo Ha30py B cepe 31paBOOXpaHEHUS

109012, r. Mocksa, CraBsiHCKasl miiomaib, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALIMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEpHETY:

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

4.9. [lepeno3upoBka

CuMITOMBI

PBora, xenyno4Ho-KuIIeuHOe KPOBOTEUEHHE, TUapes, TOJIOBOKPYKEHHE, IIIyM B YIIaX, CyIOPOTH.
B ciiyyae 3HaUMTENBHOTO OTPABJIEHUS, BO3MOYKHO Pa3BUTHUE OCTPOM MOYEYHOM HEJOCTATOYHOCTH
Y IOPAYKEHHUSI IIEYEHU.

Jleuenue

[lopnepxuBaromee ¥ CUMOTOMAaTUYECKOE JIEUEHUE IOKA3aHO IPH TAKUX OCIIOKHEHMSX, Kak
cHikeHue AJl, modedyHass HEAOCTAaTOYHOCTb, CyAOpOrH, HapymeHus co ctopoHbl KKT wu
yruereHue apixanus. @opcupoBaHHbIN AUype3, reMoIuain3 Wik reMonepdy3us sl BEIBEICHUS
HIIBII, B Tom uucie aukinodpeHaka, U3 opraHuzMa HedI(p(EKTHUBHBI, TaK Kak JCHCTBYIOLIHE
BEIIECTBA 3TUX NPENAapaToB B 3HAYUTEIHHON CTEIIEHU CBS3BIBAIOTCS ¢ OEIKaMU IIa3Mbl KPOBU U
MOJIBEPTalOTCSl HHTEHCUBHOMY METa00Iu3MYy.

B cnydae »u3Heyrpoarwollued Iepeo3UpOBKA IIPU NIpHEME MpernapaTra BHYTPb B ILEIX
CKOpPEWIIIETO MPEIOTBPAIICHUSI BCACBHIBAaHUS NUKIOPEHAKa CIeAyeT IPOBECTH TMPOMBIBAHUE

JKCIIyJlKa U Ha3HAYUTb aKTI/IBI/IpOBaHHI:Jﬁ YroJjb.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOIicTBA

®apMakoTepaneBTUYECKasl TIpyINNa: MPOTHBOBOCHAIUTENbHBIE M IPOTHBOPEBMATHYECKHE
IIpenapaTsl; HECTEPOMAHBIE NPOTHBOBOCHAIMTEIBHBIE U IPOTUBOPEBMATUYECKUE IIPENaparshl;
IMPOU3BOAHBIC yKCyCHOﬁ KHCJIOTBI U pOACTBCHHBIC COCIUHCHU .

Kon ATX: MO1ABOS

MexaHusM aeiictBus U dhapMakoaruHaMudeckre YO hEKTHI

Juknodenak HaTpusi - BEIIECTBO HECTEPOUAHON CTPYKTYphI, OKAa3bIBAaIOIIEE BBIPAXKEHHOE
MPOTUBOBOCTIAJIUTENILHOE, AaHAIbI€3UPYIOIIEe M >KapomoHMxkaromiee jaeiictBue. OCHOBHBIM
MEXaHM3MOM JCHCTBHS OUKIO(pEHAaKa, YCTAHOBICHHBIM B HCCICIOBAHUSAX, CUYUTACTCS

TOPMOKEHHE OMOCHHTE3a MPOCTArjIaHInHOB.
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TIpoCTaryaHIMHE! HTPAIOT BAKHYIO POJTh B TeHebe Bocnanerist, bodH # mixopaner: | = 1002

In vitro muknodeHak HaTpus B KOHIIEHTPALIUSAX, SKBUBAICHTHBIX TEM, KOTOPBIC JOCTUTAIOTCS MIPU
NPUMEHEHUH y YeJIOBEKa, HE MOJaBIsieT OMOCUHTE3 MPOTEOTINKAHOB XPSIIEBON TKaHU.

[Tpu peBMatmyeckux 3a00JeBaHUSIX MPOTHBOBOCHAIUTENbHBIE W aHAIbIE€3UPYIOIINE CBOMCTBA
npenapara 00€CIeUnBaOT KIMHUYECKUH d(PPEKT, XapaKTepU3YIOIIUNCS 3HAYUTEIHHBIM
YMEHBIIIEHUEM BBIPAKEHHOCTH TaKUX MPOSBIECHUI, KaK 00Jb B TIOKOE ¥ TIPH ABM)KCHUU, YTPEHHSS
CKOBAHHOCTb U MPHUITYXJIOCTh CYCTAaBOB, a TAKXKe yIyUIIeHHEM (PYHKIIMOHATBHOTO COCTOSHHSL.
[Ipy mocTTpaBMAaTUYECKUX U MOCIEONEPAIMOHHBIX BOCHAIUTEIbHBIX SBICHUSIX AUKIO(PEHAK
OBICTPO KynmupyeT 00JIb (Kak B TIOKOE, TaK U MPHU JBWIKEHNUN), YMEHBIIACT BOCTIAJIMTEIIbHBINA OTEK
U OTEK MOCJIECONEePAlMOHHOMN paHBbl.

[Ipu npumMeHeHnH npenapaTa OTMEUEH BBIPAXESHHBIN aHaIbre3upyromuii 3G ekt npu ymepeHHoi
U CHJIbHOHN 00JIM HEPEeBMATHUYECKOTO MPOUCXOXIeHUs. Takke yCTaHOBJIEHO, UYTO IUKIO(pEHAK
CIocOOEH yMEHbIIaTh OOJieBble OUIYHIEHUS W CHI)KATh KPOBOMOTEPIO MpU IMEPBUYHOMN
JMCMEHOPEE.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

AbGcopbuus

[Tocne mpuema BHYTph TaOJETOK KHUILIEYHOPACTBOPUMBIX, HOKPBITHIX 000JIOUKOM, AUKIOPEHAK
MIOJTHOCTBIO BCAChIBA€TCsl B KUIIEYHHKE. BcackiBaHHWe MpOXOIUT OBICTPO, OAHAKO €ro Havajo
MOXET OBITh OTCPOYCHO M3-3a HAIMYMA y TAOJETKH KUIIEYHOpAacTBOpUMOH o0oiouku. ITocie
OJIHOKpaTHOTO npuemMa 50 Mr mpemapara MakCUMayibHasi KOHIIEHTpaIus B ma3Me KPOBH (Cmax)
OTMEYaeTcsl B cpeaHeM uepe3 2 yaca W coctaBiser 1,5 mxr/mn (5 Mxmounb/im). KommdectBo
BCACBIBAEMOT'0 JICUCTBYIONIETO BEIECTBA HAXOAUTCS B IPSMOM 3aBUCHMOCTH OT BEJIMYMHBI J103BI
npemnapara.

B ciyuae nmpuema TaGieTku mpenapara Bo BpeMs UITU MOCIIe ebl, TPOXO0XKICHUE €€ Yepes3 )KeTy 10K
3aMeJyIsieTcs (10 CpaBHEHHUIO € IIPUEMOM HATOIIAK), HO KOJIMYECTBO BCACHIBAEMOTO HKIIOpeHaKa
HE U3MEHSETCS.

Tak Kak OKOJIO MOJIOBHHBI IUKJIO(eHaka MeTaboIu3upyeTcs BO BpeMsl IEPBOTO MPOXOKICHHUS
yepe3 rneueHb («d(hPEexT mepBoro mpoxoKIACHUS), TIIOMIA b O] KPHBOW «KOHIIEHTPAIUSI-BPEMS
(AUC) B cmyuae mpuMeHEHHUsI TIpernapara BHYTPh WK PEKTATLHO MOYTH B 2 pa3a MEHbIIIE, YeM B
cllyyae TMapeHTepaIbHOIO BBEIEHUS Ipernapara B SKBHUBAJIEHTHOH no3e. Ilocie mMOBTOPHBIX
NpPUEMOB TIperapara Toka3aTenu (apMaKOKUHETHKH He Wu3MeHsoTcs. llpu coOmropeHun
PEKOMEHYEMOT0 peXUMa JO3UPOBAHUS Iperapara KyMyJIsaLUYd He OTMEYaeTCs.

Pacnopenenenue

CBs3b ¢ Oenkamu CHIBOPOTKH KpoBU - 99,7 %, mpemmymiectBeHHO ¢ anbOymuHoM (99,4 %).

Kaxymmiics o0bem pacnipenenenus cocrasiuser 0,12—-0,17 n/kr.
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JukiodeHak MPOHUKAET B CHHOBHAIBHYIO K /:[KOCTL,':Fﬁg::e}g%%%;%gﬁgﬁqséunﬂ

nocturaercsa Ha 2—4 Jaca Mo3»xe, 4eM B Iu1a3Me KpoBH. Kaxymuiicst nepros noayBbIBEACHUS U3
CHHOBHAJIBHOM JKMAKOCTH cocTaBisieT 3—6 dyacoB. Yepe3 2 wyaca nocine IOCTHXKEHUS
MaKCHUMaJIbHON KOHIIEHTPALMU B IUIa3Me€ KPOBH KOHLIEHTpAIMs JUKIO(EeHaKa B CHHOBHUAIBHOU
KHJIKOCTH BBIIIIE, YEM B IIJIa3M€E KPOBH, U €€ 3HAUCHMSI OCTAI0TCA 00JIee BHICOKMMHU Ha IPOTSKEHUH
nepuoja BpeMeHu 10 12 yacos.

Juxnogenak 6bu1 0OHapyKeH B HU3KUX KoHUeHTpanusx (100 Hr/mi) B rpyTHOM MOJIOKE OJXHOM
u3 Kopmsmx Matepeil. [lpeanonaraemoe KoauMuecTBo JUKI0(QEHaKa, MONaJaollero ¢ rpyaHbIM
MOJIOKOM B OpTraHu3M pedeHka skBuBajaeHTHO 0,03 MI/Kr/CyTKH.

Buorpancdopmarnus

Mertabonmu3m qukiIodeHaka oCymecTBISETCS YaCTUYHO MMyTEM TIIOKYPOHU3AINH HEM3MEHEHHON
MOJIEKYJbI, HO, MPEUMYIIECTBEHHO, IIOCPEACTBOM OJHOKPAaTHOIO H  MHOTOKpPaTHOTO
TUAPOKCHIIMPOBAHUSI W METOKCUJIMPOBAHUS, YTO MPHUBOJUT K OOpPa30BaHUIO HECKOJIBKUX
(deHonbHbIX MeTa0oauTOB (3'-ruapoKcu-, 4'-ruapokcu-, S'-ruapokcu-, 4',5'-nuruapokcu- u 3'-
TUAPOKCU-4'-METOKCUIUKIIOPEHaKa),  OONBIIMHCTBO W3  KOTOPHIX  NIpeBpaliaercs B
[IIIOKYPOHU/IHbIE KOHBIOTaThl. J[Ba (heHONbHBIX MeTabonuTa OMOJOTMYECKH AKTUBHBI, HO B
3HAYUTENIbHO MEHbILIEH CTENEeHHU, YeM AUKIO(eHaK.

DJIMMUHAIMS

OOmmii cucTeMHBIN IUIa3MEHHBIM KIMpPEHC IuKiIo(deHaka cocraBisger 263 + 56 wmi/MuH.
Koneunsiii mepuon mnonyBbIBeleHHs cocTaBisieT 1-2 waca. [lepuon mosmyBbiBeneHus 4-x
MeTaboNMUTOB, BKIIOYas JABa (HapMaKOJIOTUYECKH AaKTHUBHBIX, TaKKe€ HEMPOJOJKUTENEH U
cocraBisier 1-3 waca. OguH U3 METa0OIUTOB, 3'-TUAPOKCH-, 4'-METOKCU-AUKIO(PEHAK, UMEET
OoJee IIMTENBHBINA MEPHO/] MONYBBIBEICHUS, OJHAKO TOT META0OIUT MOJHOCTHIO HEAKTHBEH.
Oxkono 60 % 10361 BBIBOJUTCS MOYKAMU B BHUJI€ TVIFOKYPOHOBBIX KOHBIOTATOB HEM3MEHEHHOTO
NEHCTBYIONIEro BEUIECTBA, a Tak)Ke B BUJE METaOOJUTOB, OONBIIMHCTBO M3 KOTOPBIX TOXKE
MPEJICTABIISIIOT COOOH TMTIOKYPOHOBBIE KOHBIOTAThl. B HEM3MEHEHHOM BHIE BRIBOAUTCS MeHee | %
mukinodenaka. OcraBiiasicsi 4aCTh 1036l BBIBOAUTCS B BUJIE META0OJIUTOB C JKETUBIO.
Konnentpanus neiicTByromero BemiecTBa B IUIa3Me€ KPOBU JIMHEHMHO 3aBUCUT OT BEJIUYMHBI
MIPUHSTON 103BI.

Oco0ble rpyInel NAKUEHTOB

Bospacm

BcacpiBanmne, Merabonm3M W BbIBeACHHE IMKIO(PEHaKa HE 3aBHCAT OT Bo3pacra. Y Jnerei
KOHIICHTpaIlUu TUKJI0(EeHaKa B TuIa3Me KPOBH IIPH MMPUMEHEHNUN SKBUBAJIICHTHBIX 703 TIpenapara
(MI/Kr Macchl Tela) CXOJHBI C COOTBETCTBYIOIIMMH IOKa3aTelsiMU y B3pocibix. OmHaKo y

HEKOTOPBIX NAIMEHTOB IOXKWJIOrO BO3pacTa mocie |5-MHHYTHOH BHYTpUBEHHOW WHQY3UH
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OTMEUYEHO YBETUYCHHE KOHIIEHTpAIMH AUKIO(EHAKA B Hithswe! %ﬂ)@ﬁ"ﬁggﬂh’)ﬁl s IﬁaQﬁE&;ﬁ}o C

TaKOBBIM II0Ka3aTeJIeM y 3JOPOBBIX JJOOPOBOJIBIIEB O0JIeE MOJIOAOTO BO3PACTA.

Iayuenmel ¢ napywienuem @yHKYuU noyex

VY manmeHTOB ¢ HapymeHHeM (QYHKIHU MOYEK NMPU COOIONCHHH PEKOMEHJOBAHHOTO PEXHMMa
JIO3UPOBAHNS KyMYJSIIIMM HEM3MEHEHHOTO JEWCTBYIOIIErO BemlecTBA HE oTMedaercs. llpm
KIMpeHce KpeaTMHWHa MeHee 10 MJI/MUH pacyeTHbIE pPaBHOBECHbIE KOHIEHTpAIMU
THJIPOKCUMETA0OIUTOB TUKIO(EeHaKa MPUMEPHO B 4 pasa BbIIIE, YEM Yy 3J0POBBIX I0OPOBOJIBIIEB,
IPY 5TOM METa0OJIUTHI BEIBOIATCS UCKIIIOYUTEIBHO C KETUBIO.

Ilayuenmvi ¢ napyuweHuem GyHKyuy neveru

VY mnanueHToB C XPOHWYECKMM TEMAaTHUTOM WIM KOMIICHCUPOBAHHBIM LUPPO30OM TICUCHH
nokaszarenu (apMaKOKWHETHKH JAUKIO(EHaKa aHATOTUYHBI TAKOBBIM Y MAI[HEHTOB C COXPAHHOM

GyHKIMEH TeUYCHH.
6. DPAPMAILIEBTUYECKUE CBONCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Kpaxman kykypy3HbIil

JlakT03b1 MOHOTHIPAT

KapOokcumernnkpaxmain HaTpust TUI A
Hemmonosa mukpokpucraumyeckas (MKILI-102)
Kpemuus nuokcua KOO AHBINA

IMToBunoun-K30

Marnus creapar

CocraB 000J10YKH:

IInenounas obonouka 1: tumpomemnosa, Makporon-4000, tamek, TuTana mguokcua (E171),
KpacHuTelb jxene3a okcu kentoiil (E172).

IInenounas obonouxa 2: Acryl-EZE WHITE 93 A, B T. 4. METaKpHIJIOBOI KUCIIOTHI M ATUJIAKPHIIATa
conmonumep [1:1], Tanpk, ThuTana auokcun (E171), kpeMHuUs NHOKCHJ KOJUIOMAHBIN, HATpU
THAPOKApOOHAT, HATPHUS JAyPHIICYIb(]AT; TPUITUIIIUTPAT.

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs)

3 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHUU

XpanuTb 1pu Temmneparype He Boiie 25 °C.

6.5. XapakTep u coaep:kaHue NEPBUYHONH YIIAKOBKH

I[To 10, 20 wm 30 TabneToK B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IUICHKH
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¥ e =1 ) aTiTan
MOJIMBUHUJIXJIOPUAHON U (POJIBIH aTIOMUHUEBO HeanHIA}il'leaIaEYgBa%HJPEHI:H OCThb 0002)

1, 2,3,4,5, 6,8, 9 umn 10 KOHTYpPHBIX SYEUKOBBIX YIMAKOBOK BMECTE€ C MHCTPYKIUEH IO
MEIUIIMHCKOMY IPUMEHEHHUIO (JIMCTOK-BKIIAJIBIII) TOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (ITAUKY).
6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOXKEHHMHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUs
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUMYJIALIUHU C PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIUOHHOTI'O YAOCTOBEPEHUSA

Poccus

000 «PUD»

445351, Camapckast obnactb, r.0. JXKurynesck, r. JXurynesck, yn. I'mapocrpouteneit, n. 6,

nomer. 272.

7.1. IlpeacraBuTeib AepKaTessi periCTPAMOHHOIO YA0CTOBEPEHM I

IIperen3uu norpeduTeseil HAPABIATE [0 AJIPECY:

Poccus

000 «O30H Papm»

445043, Camapckas 0071., r.0. TonbstTH, Tep. O23 IIIIT, maructpans 3-1, 3a. 11, cTp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSA

9. JIATA TMEPBUYHOM PEIUCTPAIIUU (IIOATBEPXKIEHUSI
PETUCTPALIMMU, IIEPEPETUCTPALIUN)

JlaTa niepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA
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O6mias  XapakTepHCTHKA  JIeKapcTBEHHOTO | mpemApdia | JMAO(eHaR | —rocryrina ma

UHPOPMALIMOHHOM TopTaie EBpa3suiickoro SKOHOMHUYECKOro coo3a B HWH(POPMAIMOHHO-

KOMMYHHKaIMOHHOH cetu «HTepHeT» https://eec.eaeunion.org/.
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