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OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOT O-TIPEITAPATA

7073

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Ananerun-YbO®, tabnerku, 500 mr

2. KAYMECTBEHHBINA 1 KOJIMYECTBEHHBINA COCTAB
JlericTByro11€€ BEMIECTBO: METAMHU30JI HATPHS.
Kaxnas tabnerka comepxut 500 Mr MmeTamMu3oj1a HaTpu.

[lonHbi IICPCUCHb BCIIOMOI'aTCIIBHBIX BCIICCTB ITPUBCACH B PA3JACIIC 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabseTku 6eoro uiaM Oesoro co Clerka KeATOBaThIM OTTEHKOM LIBETA, KPYIJIbIE
IJIOCKOLIMJIMHAPUYECKOU (POPMBI ¢ (PacKoil U pUCKOM.

Pucka He InpcaHasHa4dCHa AJIA pa3aCIICHUA TaOJIETKH.

4. KIMHUYECKHUE JAHHBIE

4.1. lloxkazaHus K NPUMEHECHUIO

[TpemapaT moka3aH K MPUMEHEHHIO Y B3POCIBIX M MIOAPOCTKOB B Bo3pacTe ¢ 15 jer
OpU:  CHUJIBHOM  OCTPOM  MJM  XPOHMYECKOM  OOJIECBOM  CHHApPOME B
MOCIICOTIEPAIIMIOHHOM ~ TIEpPHOZe, TpU TpaBMaX, KOJHMKAX, OHKOJOTHYECKUX
3a00JIeBaHUSX U IPYTUX COCTOSIHUAX (BKJIFOUAsi TOJIOBHYIO U 3yOHYI0 00JIb), €CIIH HE
MOKa3aHbl JIpyrue TepaneBTUUYECKUE METOJIbl JICUEHHUS; IUXOPAJIKe, YCTOMUMBON K

JIPYTUM METOJIAM JICUEHUSI.

4.2. PeskuM 103UpPOBaHMsA U CIIOCO0 NIPUMEHEHHUSA

PexxuMm o3upoBanns

PazoBas mo3a myist B3pOCHbIX M TOAPOCTKOB B Bo3pacTe OoT 15 mer (> 53 kr)
cocraBisier 500 mr (1 Tabnerka). MakcumanbHas paszoBas go3a - 1000 mr (2
tabnetku). Eciiu He mpeanucano nHave, pa3oBas 71032 MOXKET ObITh IpUHATA 10 4

pa3 B cyTku. MakcuMaibHas cyrouHas go3a — 4000 mr (8 Tabierox).
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(MOCNENCBATENLHOCTE 0002

=Ty = OCTEH 00027
CJ]eI[yeT NPUMEHIATh MUHUMAJIbHYIO JO0BY, JOCTATOYHYIO JUISKOHTPOIIS (870 %147 M 1

JIUXOPAJIKH.

[Ipy npuMeHEHNH B KAYECTBE aHAIBI€3UPYIOLIETO CPEACTBA MPOAOJLKUTEILHOCTD
tepanuu 1-5 gHei. [Ipu npruMeHEeHNH B KaUeCTBE >KapOIOHMKAIOIIEr0 CPEACTBA —
1-3 mus.

Oco0Oble rpyInbl NAIMEHTOB

Jluya noorcunozo eospacma

[ToxxunpIM marMeHTaM HEOOXOAMMO NPUMEHATh Oojee HU3KHE J03bl B CBS3U
C BO3MOXHBIM BO3PAaCTHBIM CHUXEHUEM BBIBEJICHUS META0OJIUTOB METaMH30J1a
HaTpus U3 OpraHu3Ma.

llayuenmul ¢ noueunou HeOOCMAamMoyHOCMbIO

[TauenTamM ¢ HapylIEHUSIMH OOIIETO COCTOSHUSL U CHH)KEHHBIM KJIMPEHCOM
KpeaTMHUHA HEOOXOJUMO NPUMEHATh 00Jiee HU3KUE JI03bl B CBSI3U C BO3MOKHBIM
CHU)KEHUEM BBIBEACHUS META0OJIUTOB METAMU30Ja HATPUS U3 OPraHU3Ma.
[TockonbKy TMpH HapyleHUAX (DYHKIIMM TOYEK CKOPOCTh BBIBEACHHS Ipernapara
CHW)KAETCsl, ClelyeT M30erarb MOBTOPHOTO MpHEMa BBICOKMX 103 Ipenapara. B
Clly4ae IIPUMEHEHUS MperapaTa B TCHEHHE KOPOTKOTO NIEPUO1a BPEMEHU CHUKEHUE
n03bl He Tpelyercs. [laHHble MO JOJTOCPOYHOMY NPUMEHEHHUIO Ipernapara
OTCYTCTBYIOT.

He cnemyer npumeHsATh mpenapar B TEYEHHUE JUIMTEIBHOIO BPEMEHH HWIIU
yBEIUYMBATh /103y 0e3 Ha3HaueHus Bpaya. l[Ipu coxpaHeHMHM WU YBEJIMYEHUU
MHTEHCUBHOCTU OOJIEBOIO CHHJpPOMa HEOOXOIMMO KOHTPOJIMPOBATh YHCIIO
(OpPMEHHBIX 3JIEMEHTOB KPOBH (BKJItOUas IOJCUYET OTJECIbHBIX BUJOB JICHKOIIUTOB).
llayuenmul ¢ neuenounol HeOOCMAMOUYHOCMbIO

[TockonbKy TIpu HapylIeHUSX (PYHKIIMU MEYEHU CKOPOCTh BBIBEJICHUS TMperapara
CHU)KaeTcsl, cienyeT u30eraTh MOBTOPHOIO MpUEMa BBICOKUX 103 Mpenapara. B
clly4yae MpUMEHEHHUs IIpernapara B TeUeHHe KOPOTKOTO MePro/ia BPEMEHU CHIDKEHHE

1036l HE TpedyeTcs. HeT JaHHBIX 0 TOJITOCPOYHOM MPUMEHEHHUH TMpernapara.



cTH

Pexum 103upoBaHus y TOJAPOCTKOB B BO3PACTE OT 15 JIeT HE OTIUYAETCS OT PeKUMa
JIO3UPOBAHUS Y B3POCTBIX.

Ananprus-Yb® npoTuBomoka3aH ASTSIM M TOJIPOCTKaM B Bo3pacte 10 15 meT (cMm.
paznen 4.3).

Croocob npuMeHeHus

Jlns mpuemMa BHYTPb.

TabmeTku ciemyeT MpoTiaThiBaTh, HE pa3KEeBBIBAs, 3alUBas JOCTATOYHBIM
KOJINYECTBOM BO/IBI.

4.3. IIpoTuBONOKA3aHUA

. ['umepuyBCTBUTEILHOCTh K METAaMH30Jly HATpUS WIA K JIOOOMY W3
BCIIOMOTaTEJIbHBIX BEIIECTB, IEPEUUCICHHBIX B pazjene 6.1;

. [loBbIlIEHHAsT ~ YYyBCTBUTEJIBHOCTh K  nIUpa3osioHaM  ((eHas3oHy,
nponudeHa3oHy,  HU3ONPONUIAMUHO(PEHA30HY) WIM K  OUPA30IUANHAM
(benunbyTazony, okcudeHOyTa3zoHy), BKIOUYas, HaIpUMEp, YKa3aHUs B aHAMHE3e
Ha Pa3BUTHE arpaHyJIONNTO3a WIIA TSDKEIBIX KOKHBIX PEaKIUid MpHU TPUMCHCHHUH
OJIHOTO U3 ATUX MPENapaToB;

. Hapymrennss KoCTHOMO3TOBOTO KPOBETBOPEHUS (HAIpUMEp, TOCIIe JICUCHUS

HUTOCTATUUECKUMU  TpenaparamMu) Wid 3a00JIeBaHUS E€MaTOMNOdTUYECKON

CUCTEMBI;
. VYKka3zaHusd B aHaMHE3€ Ha pa3BUTUE OpoHXOCMa3Ma WIA JPYyrux
aHa(pUIAKTUYECKUX peakuui (Hanpumep, KpanvBHHUIIBI, pUHUTA,

AHTHOHEBPOTHUYECKOTO OTEKa) MPHU MPUMEHEHUU aHAJIbI€3UPYIOIIUX MPETapaTos,
TaKuX KaK CAJMIWIATHI, TapaneraMmo, Iukiodenak, noynpodeH, HHI0METallVH,
HaITPOKCEH;

. OcTpast MHTEPMUTTUpYIOILIAs TedeHouHas mnopdupus (pUCK pa3BUTHS
o0ocTpeHuii noppupun);

. BpoxneHHass HEIOCTaTOYHOCTh TIIIOK030-6-pocdar-aeruaporenassl (puck
Pa3BUTHS TEMOJIN3A);

. bepemenHnocTs (epBbId U TpeTuii TpuMecTp) (cM. pasznuen 4.6.);
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. [lepuon rpyAHOTO BCKapMIIMBAHUSI,

. JleTckuii 1 TOAPOCTKOBBIN Bo3pact (10 15 ner).
4.4. Oco0Oble yka3aHusi M MePbI NPeI0CTOPOKHOCTHU MPHU NPUMEHEHNH

C OCTOPOXKHOCTBIO!

. IpU apTEPUATIBHON TUIIOTEH3UU (CHCTOJIMYECKOE apTepUaJbHOE IABIICHUE
Hke 100 MM pT. CT.), HECTAOMILHOCTH TeMOIWHAMUKH (MHGAPKT MHOKap/a,
MHOXECTBEHHAasi  TpaBMa, HAyMHAIOIIMHCA  IIOK), CHIDKEHHMH  o0bema
LHUPKYJUPYIOIIEH KPOBH, HAUMHAIOWIECWCS CEPACYHON HENOCTATOYHOCTH, BBICOKOU
JIUXopajake (MOBBIIIEHHBIM PUCK PE3KOT0O CHIDKEHHS apTEPUATIbHOTO JIaBIICHUS).

. npu 3a00JIEBAHUAX, P KOTOPHIX 3HAUYUTENBHOE CHUKEHUE apTEepHUaAIbHOTO
JABJICHUSI MOKET NPEICTABIIATh MOBBIIICHHYIO OMACHOCTh (MALMEHTHI C TAXKEIOU

HIIEMHUYECKON OO0JIC3HBIO ccpana U BBIPAKCHHBIM CTCHO30M apTCpI/Iﬁ T'OJIOBHOTI'O

MO3ra).
. IIPH AJTKOTOJIM3ME.
. npu MOBBIIIICHHOM pHUCcKe pa3BUTHS TSDKEIIBIX

aHa(UIAKTUYECKNX/aHAQUIAKTOUIHBIX PEAKIMI y TAlUEHTOB C:

- OpOHXMaNbHOM acTMOM, OCOOEHHO B COYETAaHMM C  IOJIUIIO3HBIM
PUHOCHHYCUTOM;

- XPOHUYECKOM KpanmuMBHULEW W JPYTMMHM BHJIaMHU aTOMHUM (aJUIEprUYecKue
3a00JieBaHUs, 3HAUUTENbHAsI POJb B Pa3BUTHUM KOTOPBIX MPHUHAIJIEKUT
HACJIEICTBEHHOM MpPEApacloNOKEHHOCTH K CEHCHOWJIM3ALMU:  TOJUIMHO3BI,
aJJIPrUYE€CKU PUHUT U T. I1.);

- HENEPEHOCUMOCTBIO ~ QJIKOTOJIsl  (peakuusi Jake Ha HEe3HAYUTEJbHBIC
KOJIMYECTBA OMNPEEICHHBIX aJKOTOJbHBIX HAMUTKOB, C TAKUMH CUMIITOMaMHU Kak
3y[, CJIE30T€YEHUE U BBIPAKEHHOE MIOKPACHEHME JINLIA);

- HEMEePEeHOCUMOCTbIO  KpacuTesned  (Hampumep,  TapTpasuHa)  WJHU
KOHCEPBAHTOB (HarpuMep, OEH30aTOB).

. IpU BBIPRXKEHHOM HapyIICHWU (PYHKLIMU MEYEHH U MOYeK (PEKOMEHIYyeTcs
NPUMEHEHUE HUBKUX JI03 B CBSI3M C BO3MOXKHOCTHIO 3aMEJUICHHS] BBIBEACHUS

MeTaMM30J1a HaTpusl);



. npu OepeMEHHOCTH (BTOPOU TPUMECTP)

HpI/I JCUCHUHU IIAIUCHTOB, IIOJYYArOIIMX HIUTOCTATHYCCKUC CPCACTBA, IIPHCM
MCTaMM30JIa HaTPpHA OOJIKCH ITPOBOJHUTBHCA TOJIBKO 110/ Ha6J'IIOI[eHI/ICM Bpaya.

AHadbwniraktrnyeckue/aHabIaKTOMIHBIE PEAKIIUN

[Ipu BBIOOpe cmocoba MpUMEHEHHs TMpenapara CjlelyeT YYHUTBIBaTh, YTO
napeHTepaibHOe MIPUMEHEHHE CBSI3aHO ¢ 00Jiee BHICOKUM PUCKOM BO3HUKHOBEHUS
aHarIaKTHYeCKUX/aHA(PMITAKTOUTHBIX PEaKITUH.

[ToBbIIIEHHBIN PUCK pa3BUTHS aHADUIAKTUYCCKUX/aHA(DMIIAKTOUTHBIX PEeaKIuil Ha
METaMH30JI HaTpUsl 00YCIIaBIMBAIOT CIICAYIONINE COCTOSHUS:

- CUHAPOM OPOHXHAJILHOM aCTMbI, HHAYIIMPOBAHHBIN MPUEMOM aHAIBIE€THUKOB,;
— HEMIEPEHOCHUMOCTh ~ AHAJBICTHKOB IO  THUMY  KPAaNHWBHUIGI WA
aHTHOHEBPOTHUYECKOTO OTEKA;

— MIOJTHOE WJTH HETIOJTHOE COYEeTaHNEe OpPOHXHUATLHOU aCTMBI, PEIUANBUPYIOIIETO
MOJIUTIO3a HOCA U OKOJIOHOCOBBIX TMA3yX M HEMEPEHOCHMOCTH alleTHIICATUIIUIOBOM
KHUCIJIOTBI WM JPYTUX HECTEPOUIHBIX TPOTUBOBOCTIAIUTEIBHBIX MPEMAPaTOB (B TOM
YHCJIe B aHAMHE3¢);

- XpOHUYECKas KpalMBHUIIA;

- HENEPEHOCUMOCTD AJIKOTOJIS (MMOBBIMIEHHAS YyBCTBUTEIBHOCTH K alTKOTOJIIO),
B pe3yJbTare KOTOPOW, Maxe TMpH TMpHeMe HE3HAYUTEIbHOTO KOJMYeCcTBa
HEKOTOPBIX aJKOTOJbHBIX HANMUTKOB Yy TIAIIMEHTOB BO3HUKAIOT YWXaHUE,
CJIE30TE€YCHNE W BBIPAKEHHOE TOKPACHEHHUE IMIA; HETIEPEHOCHUMOCTh aJIKOTOJIS
MOKET CBUJIETEIHCTBOBATh O paHee HEYCTAaHOBJIECHHOM CHHIpPOME OpOHXHATLHOMN
aCTMBI, CBSI3aHHOM C MIPUEMOM aHAJIbI'€THUKOB (aCIIUPUHOBOM aCTMBbI);

- HEMEePEHOCUMOCTh  KpacuTened  (Hampumep, K  TapTpas3uHy)  WIH
KOHCEPBAHTOB (HampuMep, OEH30aTOB) JUOO TOBBIIEHHAS YYBCTBUTEIBHOCTH K
HUM;
— aHa(WIaKTHYECKUE WM JPYTUe MMMYHOJOTHYECKHE PEaKIMu Ha JApyThe
MTUPA30JIOHBI, TUPA3OIUIUHBI M TPOUNE HEHAPKOTUICCKUE aHATBIETUKU (CM. pa3ien

4.3) B aHaMHe3e.
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Ilepen npuMeHeHWeM mpenapaTa Abansrut YD ﬁé‘o‘ﬁ)?ovrlfmv'm' TPOBECTH

TUIATEIBHBIM ONPOC NAIUEHTA.

B city4yae BBISICHEHHS], UTO MALIMEHT OTHOCUTCS K IPYIIIE 0COO0ro pUCKa Pa3BUTHS
aHa(QWIAKTOMAHBIX peakUuid, IMpenapar cjieayeT Ha3HauaTb TOJbKO IIOCHE
TIIATEJIbHOM OLIEHKM BO3MOXHBIX PHUCKOB M O0XHMAAEMOM MOJb3bl. B ciydae
IIPUHATHS PELICHUs O IpUMEHEHUH npenapaTta AHanbrul-Y b® y Takux nanueHToB
noTpedyeTcsi CTPOrMi MEIUUMHCKUN KOHTPOJIb MX COCTOSHHS, U HEOOXOAUMO
MMETh CPEACTBA Uil OKA3aHHUSI MM DKCTPEHHOW MEIMWIMHCKOM MOMOIIM B CIIy4ae
pa3BuUTHA aHAQUIAKTUYECKUX/aHA(UIAKTOUTHBIX PEAKIIUM.

VY npenpacnosioKeHHbIX MAalMEHTOB MOKET BO3HUKATh aHA(PMIAKTHUUECKUN IIOK,
MOATOMY MallU€HTaM ¢ OPOHXHAJIbHOM acCTMON WJIM aTONMUENH METaMHU30J1 HaTpus
CJIeAyeT Ha3HayaTb C OCTOPOKHOCTHIO.

Tspxenple KOXKHBIC HeXKeJIaTeIbHbIE pPC€aKIn

Ha ¢one mpuMeHeHus: MeTamu3ojia HaTpus ObLIM OMUCAHBI TSKEIbIE KOXKHbBIC
HEeXeJaTelbHbIE peakiuu, Takue Kak cuHapom CruBenca-/[xoncona (CClH),
TOKCUYECKUM srnujiepMalibHblii Hekponu3 (TOH) u jexkapcTBeHHass peakius C
so3uHOGUIMel 1 cucteMHbIMU cumnitomamu (DRESS- cunapom), kotopsie MoryT
OBITh OMACHBIMU JIJIS )KU3HU WJIU JIETAIbHBIMHU.

[Ipy MOSIBIEHUM KOXKHOW CBIMH, MOPAXKEHUU CIU3UCTBIX 000JIOUEK WIIM JIFOOBIX
JpPYTUX TPU3HAKAX TUMNEPUYBCTBUTEIBHOCTH CO CTOPOHBI KOXH, JI€UEHUE
METaMU30JI0M HATPpUs CJIETyET HEMEIJIEHHO TPEKPaTUTh. 3anpelaeTcsa Koraa-amoo
BHOBB MTOBTOPSATH JICYEHUE METAMU30JI0OM HATPUSL.

[TanueHThl JOJKHBI OBITH MH(POPMUPOBAHBI O CYOBEKTHBHBIX U OOBEKTHBHBIX
CUMIITOMAaX JIaHHBIX 3a00JieBaHUN. Y HUX CIEAyeT TIIATEIbHO KOHTPOJIUPOBATh
KOKHBIE PEAKIINH.

ATpaHVyIIOLUTO3

ATrpaHyJIOLMTO3, pa3BUBAIOLININCS HA (OHE JICYSHUS] METAMHU30JI0M HATPHUsI, UMEET
MMMYHOAJUIEPTUYECKOE ITPOUCXOKAEHUE U MPOJOIKAETCSI, [0 MEHBILIEN MEPE, OJTHY
Henento. [logoOHbIe peakiMy BO3HUKAIOT OYE€HBb PEIKO, MOTYT OBITh TSKEJIBIMH,

KU3HEYTPOKAIOIIMMHU U JaXe C JIETAIbHBIM HCX0J0M (cM. paznen 4.8). JlanHbie
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COOTBETCTBYET
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PeaKIMi MOTYT BOBHMKATh JAXe B CIydae, eCli naneé‘;ménanm AR Y BD

npuUMeHsIcS 0e3 KakuxX-IM00 OCIOKHEHHH. OTH peakiuu He SBISIOTCA
J10303aBHCHUMBIMHA M MOTYT BO3HUKHYTH B JIFOOOH MOMEHT BO BpeMs JICUCHUS, TAKE
BCKOPE MOCJIE TIPEKPAIICHUS TePaTTHH.

Bce mamumeHTBhl MTOJDKHBI OBITH MPOWHCTPYKTHPOBAHBI TPEKPATHTh NMPUMEHEHHE
npenapara U HeMeJICHHO 00paTUThCS 3a MEAUIIMHCKON TTOMOIIBIO TP TTOSBJICHUT
CIICIYIOIUX CYOBEKTUBHBIX WM OOBEKTUBHBIX CHMIITOMOB, YKa3bIBAIOIIUX Ha
pa3BUTHE arpaHyJIoOUTO3a: JUXOpajaKa, 03HO0O, 001b B TOpiie U OOJE3HEHHBIC
U3MEHEHUS CIM3UCTON 000JI0UKH, OCOOCHHO BO PTY, HOCY M TOpJIe WK B 00JacTu
TeHUTAIUA Wik aHyca. [lpy mpuMEeHEHWHM MeTaMH30JIa HATpus IJsl JICYCHUS
JUXOPAJKHd HEKOTOPHIE CHMIITOMBI Pa3BUBAIOIICTOCS arpaHyJIOIHMTO3a MOTYT
OCTaThCsl HE3aMEUYEHHBIMH. Y TAI[MEHTOB, MOJIYYaIOMUX AHTHOUOTHUKOTEPAIHIO,
TUTIAYHBIC TIPOSIBJICHUS arpaHyJOIMTO3a MOTYT OBITh 3aMacKupoBaHbl. [lpm
MOSIBJICHUH JIIOOBIX MPU3HAKOB M CUMIITOMOB, YKa3bIBAIOIIMX HA arpaHyJIOIUTO3,
HEO0OXOJMMO CPOYHO BBITIOJIHUTH OOIIMMA (KIMHUYECKUI) aHAIU3 KPOBH (BKIIOYAs
ompeNiesieHUe JIEHKOUUTapHOU (OpMYJIbI), @ Ha BpEeMs OXKUJAHUS PE3yJIbTATOB
aHaJM3a HEOOXOUMO MPEKPATUTH JieueHue. [Ipu moaTBep K AeHUH arpaHyJIoUTO3a
HEJb3s1 BO3OOHOBIIATH JieueHue (cM. pazzaen 4.3).

[lanumTonenns

B ciyyae pa3BUTHS NaHUUTOICHWM JIEUEHUE CIEAYET HEMEMNJIEHHO IPEKPATUTh.
Heo6xo1MMo KOHTPOIMPOBaTh OKa3aTeIu o01Iero (KIMHUYECKUM) aHalli3a KPOBU
(BKJIIOYAsI onpeieieHne JeMKOIUTapHOi (POpMYJIbl) BILIOTH IO UX HOPMAaJIU3allUu.
Bce nanuenTsl 10KHBI ObITh MPOMHCTPYKTUPOBAHBI HEMEAJIEHHO o0OpalaThes 3a
MEIUIMHCKON MTOMOILBIO MPH MOSBJIEHUN BO BPEMs JICUCHHS] METAMU30JI0M HaTpUs
CYOBEKTUBHBIX WM OOBEKTHBHBIX CHUMITOMOB, MO3BOJSIOUIUX MPEANOI0KHUTh
NaTOJIOTMYECKUE U3MEHEHUS! KpOBU (HarpuMmep, olliee HeloMOTraHue, WHQeKuus,

CTOMKasl JIMXOpajKa, oOpa3oBaHUE reMaToM, KpOBOTEUEHUS, OJIETHOCTH).



M3011MpoBaHHBIE TUIOTEH3UBHBIE PEAKIL

BBenenune meramMu3ona HaTpysi MOKET BBI3bIBATH M30JUPOBAHHBIE TUIIOTEH3UBHBIC
peakiuu. /laHHbIe peaklUM, BO3MOXKHO, 3aBHUCAT OT JI03bl Mpernapara W yaile
BO3HHUKAIOT ITOCJIE MapEHTEPATHHOTO BBEICHUS.

Y mammeHToB, KOTOPBIM HEOOXOAWMO W30€raTh CHWIKEHHUS apTepUaIbHOTO
JIaBJICHU S, HAIIPUMED, C TKEJION UILIEMUYECKOM 00JIE3HBIO Ceplla UK CTEHO3aMU
COCYJIOB, KPOBOCHA0KAIOIINX TOJIOBHOM MO3T, MPUMEHEHHE Mpenapara AHAIbIUH-
Yb® ponyckaercss TOJNBKO MIPU TIIATEIIBHOM KOHTPOJIE T'E€MOJIUHAMHAYECKHUX
rapaMeTpoB.

Octpast 00JIb B )KUBOTE

Henmonmyctumo wncnosp3oBanne npenapara AHanbIuH-Yb® miidg cHATHS OCTpou
00111 B )KUBOTE (70 BBISICHEHUSI €€ IPUUYUHBI).

HaDVIHCHI/Ie dJVHKHI/II/I IIECYCHU MJIN ITOYCK

VY nauueHToB ¢ HapyuieHueM (DYHKIIMM NMEYeHW WM MOYeK mpenapar AHajJbIMH-
Yb® cneayer nNpUMEHATH TOJBKO IOCIE KOHCYJIBTALMU C BPayoOM, IIOCKOJBKY
CKOPOCTB BBIBEJICHUS IIpenapara y NalueHTOB JaHHOW IPYIIIbl CHUKEHA.

JIEKapCTBEHHOE NOPAXKCHUE ICUCHU

VY manueHToB, MOMyYaBIIUX METAMHU30J1 HATPHsl, OBLIM OMHCAHBI CIy9aW OCTPOTO
remaTuTa, TPEHMYIISCTBEHHO TeMaTOIEUTIONIIPHOTO  XapakTepa, KOTOPBIA
HAYMHAJICS MO MPOIIECTBUHU OT HECKOJBKHUX JTHEH 0 HECKOJIbKUX MECSIIEB IMOCe
Havyayna JedeHus. [IpW3HakM W CHMNTOMBI BKJIIOYAIM TIOBBINICHWE YpPOBHEU
MEYCHOYHBIX (DEPMEHTOB B CHIBOPOTKE KPOBH C KEIATYXOM HIIM 03 Hee, 4acTo Ha
(¢boHE BO3SHUKHOBEHUSI IPYTHUX PEAKIIUN TUTIEPUYBCTBUTEIHHOCTH K JICKAPCTBEHHBIM
npenaparaMm (HarmpuMep, KOXKHON CBINMHA, JUCKPA3WH KPOBH (MATOJOTHYCCKUE
U3MEHEHHS KJIETOK KPOBH), JIMXOPAAKU U DO3UHO(DUINU), WIH COMPOBOKIAINCH
NpU3HAKaMH ayTOUMMYHHOT'O TeTIaTHTA.

BOJIBIIMHCTBO  TMAIIMEHTOB  BBI3JOPOBEIM  IIOCIIC  MPEKpAlIeHUS  JICUYCHUS
METaMU30JI0M HaTpus, TeM HE MEHEe, B OTACJBHBIX CIydasX COOOIIaIH O
IPOTPECCUPOBAHUHU OCTPOM MEUEHOYHOM HEJOCTATOYHOCTH, B PE3yIbTaTe KOTOPOil

HOTpe6OBaJ'IaCB TpaHCIIJIaHTalMsA IICYCHU.
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_NENC EHOCTE 0002
Mexanu3m MeTaMHU30/1-UHIYLIUPOBAHHOT! n(mancenmr s BRGNP 9088 1o

MMEIOLIMECs TaHHbIEC YKA3bIBAIOT HA €r0 UMMYHOQUIEPTUYECKYIO IIPUPOLY.
[TaneHTOB clleQyeT NPOUHCTPYKTUPOBATh O HEOOXOAMMOCTH OOpaTUThCA K
JeqaiieMy Bpady B Clly4yae IOSBICHHUS CUMITOMOB, YKa3bIBAIOIIUX HA IIOpaXEHUE
neyeHu. Y TakKuX NAlUEHTOB TpeOyeTcss MPEeKpaTUTh MPUMEHEHHE METaMH30J1a
HATPUA U OLEHUTH QYHKIUIO TICUYCHHU.

He cnenyer BO300HOBIATH NPHUMEHEHHE NpenapaTa y MAlMEHTOB C HAJMYUEM B
aHaMHE3€ MTOPAKECHUSI IIEYECHH B IIEPUOJ JICYEHNSI METAMHU30JI0M HATPHs, €CIIH NPU
9TOM HE BBIABWIM JIPYTUX IIPUYUH [TOPAXKCHUS [IEUCHH.

BausHue Ha pe3yabTaThl Jla6ODaTODHI>IX HCCJICIOBAHUI

VY nmanueHToB, MoayyYaBIINX JICUCHHE METaMHU30JI0M HaTpusi, ObUIO 3a(DUKCUPOBAHO
U3MEHEHHUE Pe3yJIbTaTOB JJA0OPATOPHBIX TECTOB, MPOBOJAUMBIX C MCIOJIb30BAaHUEM
peakiuu TpuHaepa W MNOJOOHBIX peakiui (HampuMmep, aHAIU3 COAEp KaHUs
KpeaTMHHWHA, Tpuriauuepuaos, xonecrepuHa JIIIBII u modeBOl KHUCIOTHI B
CBIBOPOTKE KPOBH).

4.5 B3aumMoaeicTBue ¢ APYrUMH JIEKAPCTBEHHbIMH IpenaparamMu M JApyrue
BHU/bI B3aUMOAEHCTBUS

C APYIMMHU HCHAPKOTHYCCKMMHU aHAJIBI'C3UPVIOIIMMHU CPCACTBAMU

OnHOBpEMEHHOE MPUMEHEHUE METAMHU30J1a HATPUSI C APYTUMU HEHAPKOTUYECKUMU
aHAJbIE3UPYIOIINMHU CPEACTBAMU MOXKET NPUBECTH K B3aUMHOMY YCHJICHHIO
TOKCHUYECKUX I(DPEKTOB.

C TPUIHUKINYCCKMMHN aHTHUACIIPCCCAHTAMM, IICPOPAJIBHBIMHY KOHTPALICIITUBAMU,

AJUIOITYPHUHOJIOM

TpI/IL[I/IKJ'II/IIIeCKI/Ie AHTUACIIPCCCAHTRI, IICPOPATIbHBIC KOHTPALCIITHUBLI, AJIJIOITYPHUHOJI
HapymiaroT MeTa0O0JIM3M MeTaMH30J1a HaTpud B IICUCHM MW IIOBBIIIAKOT €TI0
TOKCHUYHOCTD.

C b6apouryparamu, heHMIOYTA30HOM U JIPYTUMH UHIYKTOPAMU MHKPOCOMAIbLHBIX

(bepMeHTOB 1IeUeHu

bapbutypatsl, peHnnOyTa3oH U ApyTrue UHIYKTOPbl MUKPOCOMAIIbHBIX (DEPMEHTOB

IEYEHH OCIA0IIIOT HeﬁCTBHe MCTaMHU30JIa HATPHA.
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(CC]
C ceaTUBHBIMM CPEACTBAMHU M TPAHKBUJIM3ATOPAMU

CCI[aTI/IBHBIe cpeactBa H TPAHKBHIIM3ATOPbI YCHIIMBAIOT O6G360JII/IB3.I-OIHCC
HCfICTBHe MCTaMMU30J1a HaTpH:. HpI/I OIHOBPCMCHHOM IIPHUMCHCHUN MCTaMHU30JIa
HaTpuA U XJIOPIIPOMAa3nHa MOXKCT PA3BUTHCA TAXKEIIasd THIIOTCPMUSI.

C JCKAPCTBCHHBIMHU CPCACTBAMH, MMCKOINMMMH BBICOKYIO CBA3b C OeJIKaMH I1J1a3MBbI

(HCDOD&HBHI)IC THUIIOIJIMKCMHWYCCKUEC CPCACTBA, HCIIPAMBIC AHTHUKOAI'YVJIAHTHI,

TTIOKOKOPTHUKOCTCPONABI 1 I/IHI[OMGTaHI/IH)

MeTtamuzon HaTpHsA, BBITCCHAA U3 CBA3U C OeJIKaMH IIJIa3MBbl KpOBHU IICPOPAIBLHBIC
THITOTTIMKCMHNYCCKHUC CpCacCTBa, HCIIPAMBIC AHTHUKOAI'YJIIHTHI,
TIIOKOKOPTHKOCTCPON bl U MHAOMCTAIINH, YCUIINBACT UX I[GﬁCTBHC.

C MHETOTOKCUYHBIMH JCKAPCTBCHHBIMH CPECACTBAMU

MHuea0TOKCUYHbBIC JICKApCTBCHHBIC CpcacCTBa YCHUIINBAIOT IIPOABJICHUC
TEMaTOTOKCHUYHOCTH ME€TaMHU30J1d HATPH:.

C MeToTpEKCATOM

I[O63BJ'I€HI/IG MCTaMHU30JIa HAaTpUuA K JICUCHHUIO MCTOTPCKCATOM MOJKCT YCHUJINBATDH
reMaToOTOKCHUYECKOEe JeiCTBUE MCTOTpPCKCATa, 0Cc00EHHO Y HNAanUCHTOB ITOKHIIOTO
BO3pacCTa, IIOOTOMY CICAYCT n30eratb COBMECTHOTO IIPUMCHCHHA  OTHUX
JICKapCTBCHHBLIX CPCICTB.

C THaMa30J0M U CapKOJIU3UHOM

Tramasoi ¥ CapKOJIM3UH MOBBILIAKOT PUCK PA3BUTHS JICUKOIICHUM.

C xoxenHoM, OsokaTopaMu H2-rucTaMUHOBEIX PELIENITOPOB M IPOHPAHOIO0IOM

Konewun, 6okaropsl H2-rucTaMHHOBBIX PEIIENTOPOB W MPOTPAHOION yCHINBAIOT
3¢ (deKTh MeTaMH3071a HATPHSL.

C PECHTTCHOKOHTPACTHBIMH BCIICCTBAMHU, KOJJIOMAHBIMHU KPOBC3aAMCHUTCIIAMU M

INCHUIINMJIJIIMHOM

PeHTreHOKOHTpACTHBIE BEIIECTBA, KOJUIOMAHBIC KPOBE3AMEHUTENHN W TICHUIIMIIITUH
HE JOJKHBI IIPUMEHSATHCS BO BPEMSI JICUCHHUSI METAMHU30JI0M HAaTPHs (TTOBBIIICHHBIN
PUCK pa3BUTHs aHADUIAKTUYECKUX/aHA(DUIAKTOUTHBIX PEAKIIA).

C aneTmiICaInuIOBON KUCIOTOU
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[Ipu cOBMECTHOM NPUMEHEHHH METaMH
AleTHJICATUIIMIIOBO KHCJIOTHI Ha arperaiyio TPOMOOIIMTOB, MOATOMY IaHHYIO
KOMOWHAIIMIO CJIEAYET C OCTOPOKHOCTHIO NMPUMEHATh MpPH JICUCHUH IAI[UCHTOB,
NPUHUMAIONINX ~ HU3KUE 03Bl  AleTWICAIUIMIOBOM  KHUCIOTBI C  IIEIBIO
KapAHOMPOTEKUIUH (MPOPHIAKTUKN TPOMOOOOPa30BaHMUS).

C cyocrparamu CYP2B6 n/unu CYP3A4

MeTtaMu30a HaTpusi MOXKET HWHAYLUHUPOBAThH METa0OIMU3UPYIOIIUE (PEPMEHTHI,
Bkitouass CYP2B6 u CYP3A4. CoBMecTHOE NMPUMEHEHUE METaMH30Jia HATPUSI C
cyoctpatamu CYP2B6 w/umun CYP3A4, takumu kak OynpornuoH U 3(QaBUpEH3,
METaJOH, LHKJIOCIOPHUH, TaKpOJIMMYC WM CEPTPAJIUH, MOXKET IIPUBECTH K
CHW)KEHUIO KOHLIEHTPAMU JAHHBIX NPEMapaToB B IJa3Me KPOBHU.

[To »TOM MpUYMHE PEKOMEHYETCS COOII0IaTh OCTOPOKHOCTH ITPU OTHOBPEMEHHOM
IpUMEHEHUU MeTaMu3odia HaTpus u cyoctpatoB CYP2B6 w/unmu CYP3A4; onienky
KJIMHAYECKOT'O0 OTBETA W/WIIM KOHIIEHTPALUM MpernapaTa B IJIa3Me KPOBHU CIEAYET
COIPOBOXK/IaTh TEPANIEBTUYECKHUM JIEKAPCTBEHHBIM MOHUTOPHUHIOM.

C BaAJIBLIIPOATOM

MeTtamMu3051 HaTpusi MOXKET CHUYKaTh KOHIIEHTPALMIO BaJIbIIpOaTa B CBHIBOPOTKE
KPOBH TPU WX COBMECTHOM NMPHUMEHEHHWH, YTO TMOTEHIIMATHHO MOXKET MPUBECTH K
CHIKEHUIO0 3((EeKTUBHOCTH Bajblpoara. Bpayam, Ha3zHayarouuM mpenapar,
ClIelyeT KOHTPOJIUPOBATh KIMHUUECKUIA OTBET (KOHTPOJIb IPUCTYIIOB HJIM KOHTPOJIb
HAaCTPOEHHUSI) U MPU HEOOXOAMMOCTH PACCMOTPETh BO3MOKHOCTH MOHUTOPHUHIA
KOHIIEHTPALMU BaJIbIIPOATa B CHIBOPOTKE KPOBHU.

4.6. PepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTAIIUA

bepeMeHHOCTD

JlaHHBIE O HETaTUBHOM BJIMSIHUM METAMU30J1a HATPUS HA IJI0 OTCYTCTBYIOT: Y KPBIC
U KpPOJMKOB METaMH30JI HATpUs HE OKAa3blBaJl TEPATOrCHHOIO JCHUCTBUA, a
TOKCUYECKOE ICUCTBUE HA TJI0]] HA0II01a710Ch TOJIBKO MPU MPUMEHEHUH B BHICOKUX
J103aX, TOKCHUYHBIX JUI1 OpraHu3Ma MaTepu. Tem He MeHee, KITMHUYECKUX TaHHBIX O
npyUMeHeHuu npenapara AHanbruH-Y b® Bo Bpemsi 0epeMEHHOCTH HETOCTATOYHO.

MeramMu301 HATpUs MPOHUKAET YEPE3 IUIALICHTY.
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NOCNELOBATENBHOCTE 000
B nepBoM TpumecTpe OEpeMEHHOCTH TpHMeHﬁJ:_lHI/Ié rl}":)LenapaTa AHATEINA-YVBED

MPOTUBOIIOKa3aHO. Bo BTOpoM TpuMmecTpe OEepeMEHHOCTH JI€UEHHE IpernapaTrom
JOJIKHO OCYILIECTBIISATHCSA MO CTPOIMM MEAULMHCKUM MOKa3aHUSIM, €CIIN 05KH1aeMast
MoJib3a JIJIsi MAaTepU MPEBBIIIACT MOTEHIIMANBHBIA pUCK Ui mwioaa. [Ipumenenue
npenapara B TPEThEM TPUMECTPE OEPEMEHHOCTH TAKXKE MPOTHBOIOKA3aHO. DTO
00yCIIOBJICHO TE€M, UTO, XOTSI METaMH30JI HATPUS U SIBISIETCA CI1a0bIM HHTHOUTOPOM
CUHTE3a MPOCTarjiaHJIMHOB, HEBO3MOXXHO IOJHOCTBbIO HMCKIIOYUTH BO3MOMXHOCTb
NPEXJIEBPEMEHHOIO  3aKpBITHSl  apTepualbHOro  (0oTamioBa) MpPOTOKA U
OCIIO)KHEHHH B  TIEpUHATAIBHOM TME€PUOJE, CBSI3aHHBIX C  HapylIEHUEM
arperalioHHON coCOOHOCTH TPOMOOIIMTOB MaTePU U HOBOPOXKIEHHOTO.

JlakTanusg

MeTtabonuTel MeTaMU30J1a HATpUsl IPOHUKAIOT B rpyHOE MoJioko. He nomyckaercs
IrPYIHOE BCKAapMJIMBAHUE BO BpEMs JIEUEHHUsS IpenapatoM AHanbruH-Yb® u B
TeueHue 48 4acoB Moce MoCIeIHEro MpreMa npenapara.

4.7. BansiHue HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeIACTBAMHM U
padorarb ¢ MEXaHU3MAMHU

AHaneruH-Yb® B pEKOMEHIOBAHHBIX [J03aX HE OKa3blBAECT BIMUSHHS Ha
CIIOCOOHOCTH YIPABJISTH TPAHCIOPTHBIMU CPEACTBAMHU U pad0TaTh C MEXaHU3MaMHU.
OpHako Npu MPOBEACHUU TEpanuu MpenapaToM B BBICOKUX J03aX, CIEIyeT
IPUHUMATh BO BHUMaHUE BO3MOYKHOCTb HapyIIEHHs CHOCOOHOCTH K KOHLIEHTPALUU
BHUMAaHHUSI M CHM)KEHHSI CKOPOCTH PEAKIMU, YTO MOXKET MNPEACTABIATh PUCK B
CUTyallusiX, TJ€ JaHHbIE CIHOCOOHOCTHM OCOOEHHO Ba)KHBI (HampuMmep, MpH
YOPABJICHUH aBTOMOOWJIEM WM ABWXKYIIMMCS MEXaHU3MOM), OCOOCHHO MpH
COITYTCTBYIOILIEM YIOTPEOJIICHUH AJTKOTOJISL.

4.8 HexxenareibHbIE peaKklMu

Pes3roMe HexemaTeILHBIX PEAKTUU

Hwxe mpencraBieHbl HEXENATENbHBIE PEAKIMUA, PA3LCICHHBIE II0 CHUCTEMaM
OpPraHOB C YKa3aHUEM 4YacTOTBl MX BO3HUKHOBEHUS B COOTBETCTBUH CO
CICIYIOIIUMU TpajalusiMy, PEKOMEHIOBAHHBIMU BcCeMUpPHOW oOpraHu3anuen

3npaBooxpanenus (BO3):
12



COOTBETCTBYET ZKCTNEPTHOMY OTHETY

VT T Ve Rle TO00
o1 09.04_ 2026 Nz 7282
o

(NOCNEQCBATENEHOCTE 0002)

oueHb vacto (= 1/10);

gacto (= 1/100, HO < 1/10);
Heyacro (= 1/1 000, HO < 1/100);
penko (= 1/10 000, HO < 1/1 000);
oueHb peako (< 1/10 000).

CucremMHO-oprannblii kiacc  Yacrora HexenaTenbHble peakKinu
Hapyenus co ctropoHsl KpoBH U [Penko Jlelikonenus.
MM (paTUIECKON CUCTEMBI OdeHb peiko IArpaHynonuTo3 (BKJIIOYas Ciay4aum C
nmeTanbHBIM HCXoAoM) (cM. pazgen 4.4),
TPOMOOIIMTONICHUSI.
HUacrora Heu3BecTHA |AIUTaCTUYCCKAS AaHCMHS, IAHIIMTOIICHMS,
BKJIIOUAs CITy4au C JIETATIbHBIM UCXO0M.

OTH peakUM ABJSIOTCS UMMYHOJIOTHYECKMMHU 10 cBoed mpupoae. OHM MOTYT BO3HUKATh J1aXe B
Cllydae, eCJId paHee Mperapar IPUMEHSUICS HEOAHOKPATHO 0e3 KaKuX-TH00 OCIOKHEHHH.
TunuuHble CUMOTOMBI arpaHyJIoLMTO3a onucaHbl B paszzene 4.4. CKOpoCTb OCEJaHusl SPUTPOLIMTOB
3HAYUTEIBHO MOBBIMACTCS, B TO BpeMsl Kak YBEIMYCHHE JTUMQOY3JIOB BBIPAKEHO CIIA00 WIH
OTCYTCTBYET.

TUNUYHBIMM ~ CUMIITOMaMH  TPOMOOILIMTONEHHUM  SBJSIOTCS  HOBBIMIEHHAs  CKJIOHHOCTh K
KPOBOTECUCHHIO ¥ BOSHUKHOBEHUE METEXUI Ha KOXKE U CIIM3UCTBIX 000I0YKAX.

B ciydae pa3BUTHS BBIILICNEPEUHCICHHBIX HAPYLIEHUH CO CTOPOHBI KPOBM U JIMM(AaTHUECKOM
CHCTEMBI HEOOXOUMO TPEKPATUTh MPUMEHEHHUE TpernapaTa U BHIOJIHUTh OOMNN (KITMHUYECKUN)
aHaM3 KpoBH (cM. pazzaen 4.4).

Hapy1ienust co CTOpoHsI Penko MeTaMu30J1 HATpHsI CHOCOOECH BbI3bIBATh
MMMYHHOU CHCTEMBI aHa()MIIAKTHYECKHUE WITH
aHa(pUIAKTOUJHbIE pPEAKLUHU, KOTOpbIE
MOTYT OBITh TSDKEIIBIMU M YTPOKAFOIIIUMHU
PKU3HU, U B HEKOTOPBIX CIy4asX MOTYT
MPUBECTH K JIETAIbHOMY UCX0[y. B ciyuae
Pa3BUTHUSA
aHa(pUIaKTHYECKUX/aHA(PUIAKTOU THBIX
peakiuii Heo0X0IMMO HEMEIJIEHHO
MPEKpPaTHTh MPHEM Tpernapara, 0oKazaTh
MaMeHTaM HEOTIOKHYI0 MEUIIMHCKYIO
MOMOIIIb, BBIOIHUTH OOLIHI
(KITMHUYECKUI) aHaJIu3 KPOBH (BKJIIOYast
oTIpeieNIeHNe JICMKOIUTapHON (OPMYJIBI)
(cm. pazzen 4.4).

JTH peakii MOTYT BO3HHMKATh JaXKeE B
CITydae, ecJIi paHee Mperapar MpUMEHSIICS
HEOJHOKpPATHO 0€3 KaKuX- 0o
OCJIOKHEHUM.

Takue JeKapCTBEHHbIE PEAKIIUA MOTYT
Pa3BUTHCS KaK HEMOCPEICTBEHHO MOCIIE
preMa MeTaMu30J1a HaTpus, TaK U uepes
HECKOJILKO YacoB TIOCIIE €T0 MpHeMa,
0JTHAKO OOBIYHO OHM HAOJIIOIAIOTCS B
TeYEeHHUE IMEePBOT0 Yaca Mmocie npruema
npenapara.
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O5hrdic Gouice Jer e Ariad ik eckue

WM aHA(UITAKTOUIHBIC PEaKIHN
MPOSIBIISIFOTCS B BUJIC KOXKHBIX CHMITTOMOB
Y CUMIITOMOB CO CTOPOHBI CIIM3UCTBIX
000JI09€eK (TaKHX KaK 3y, JKKEHHE,
rUIepeMHUsl, KPAITMBHUIIA, OTEKH ), OIBIIIKA
1 pexe B BUE KaJl00 CO CTOPOHBI

PKEITy TOYHO-KHUIIIEYHOTO TPAKTA.

boee jierkue peakiuu MOryT
MPOTPECCUPOBATH 0 TSKEIBIX POPM C
[Pa3BUTHEM I'€HEPAITM30BAHHON
KPAIMBHUIIBI, TSHKEIOTO
QHTMOHEBPOTHYECKOTO OTeKa (0OCOOEHHO C
BOBJICUCHUEM IOPTAHH), TSHKEIOTO
OpoHXOcrna3Ma, HapyIeHHH CepIeYHOr0
PUTMa, PE3KOTO CHI)KEHHS apTEPHATBHOTO
maByieHUs (KOTOPOMY WHOT/Ia
MPE/IIECTBYET MOBBIIICHUE
apTEpPHAIBHOTO AABJICHUS) U Pa3BUTHEM
reMOIMHAMHYECKOTO IIOKA.

OueHb peaKo

'Y MaMeHTOB € MTOJIHBIM UM HETIOJIHBIM
coyeTaHueM OpPOHXUAJIbHOM aCTMBI,
PELUIMBHAPYIOLIETO NIOJIMII03a HOCA U
OKOJIOHOCOBBIX 11a3yX U HENIEPEHOCUMOCTHU
ALETUICAUTALIIMIIOBON KUCIOTHI WU IPYTHUX
HECTEPOMIHBIX TPOTUBOBOCIIAIUTEIBHBIX
[perapaToB (B TOM 4MCIIe B aHAMHE3E),
[PEaKIIMU HETIEPEHOCUMOCTH OOBIYHO
[IPOSIBIISIIOTCS IPUCTYIIaMU OPOHXHUAJIbHOMN
ACTMBI.

YacToTa HEM3BECTHA

AHaUITAKTUYECKHII LIOK.

Hapyienns co cTopoHs! cepana

UacTtoTa HEM3BECTHA

Cunnpom Koynuca (annepruyeckuii
OCTPBI KOPOHAPHBIN CHHJIPOM).

Hapy1enus co cTopoHbI COCy10B

Heuacto

[locme mnpuema mpemapaTta BO3MOXKHO
[Pa3BUTHUEC H30JHMPOBAHHBIX TPAH3UTOPHBIX|
TUIMOTEH3UBHBIX ~ peakuuii  (BO3MOKHO
(hapMaKoJIOTUYECKH OOYCJIOBJIEHHOE U HE
COTIPOBOXKIAIOIIEECS IPYTUMHU

Hapy1ienust co cTopoHsl
PKEJYJOYHO-KHUIIIEYHOI0 TPAKTa

YacToTa HEU3BECTHA

Coo01manocs o ciyvasx pa3BUTHS
PKEJTyIOYHO-KHUIIEYHOT'O KPOBOTEUEHHSI.

Hapymienust co cTOpoHbI NEYEHH
1 KeTYEeBBIBOASILINX ITyTeH

UacTtoTa HEHM3BECTHA

Moxxet Pa3sBUBATHCA JICKApPCTBCHHOC
MOPAXXCHUEC TIICYCHH, BKJIIOYasd OCTpLIﬁ
CCTIaTUT, KCEJIITYXY, IHHOBBIINICHUC YPOBHSA
KIIECYCHOYHBIX)» TPAaHCAMMWHA3.

Hapymenust co cTOpOHbI KOXKH U
MOAKOXHBIX TKAaHEN

Heuacrto

Kpome nposiBieHuit
aHa(pUIaKTHYECKUX/aHA(PUIAKTOU THBIX
[peaKLuii Ha KOXKE U CIM3UCTBIX 000JI0YKAX,
MEPEeUYNCICHHBIX BbIIIE, HEYACTO MOXKET
BO3HUKATh (PUKCUPOBAaHHAs JIEKApPCTBEHHAS
CBIIIb.

Penxo

KosxHas cbInb.
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VET 3KCMEPTHOMY OTUYETY

o1 09.04 2026 Nz 7282

O4eHb pesko

Clipai Cilien G bRoeons - (CCID

unu  cuHapoMm Jlaitenna  (TOKCHYECKH
pnuaepManbHbll - Hekpoiau3  (TOH)) ¢
IIeTabHBIM UCXO0JI0M

YacToTra HEU3BECTHA

JlekapcTBEHHAs! peakus C Y03UHO(PHITHEH 1
cuctreMHbiMd ~ cumnTomamu  (DRESS-
CHHIPOM).

Hapy1enust co CTOpOHBI MOYEK U
MOYEBBIBOISIINX ITyTEH

Heuacto

B03M0OKHO OKpalIMBaHWE MOYH B KPACHBIH]
[[BET BCJICJACTBUE TIPUCYTCTBUS B MOYE
MeTaboJIuTa — pyOa30HOBOM KUCIIOTHI.

O4eHb pesko

B03MOXXHO OcCTpoe yXyauleHue (yHKIUY]
MOYEK (octpas Ho4eyHast
HE0CTaTOYHOCTh), OCOOEHHO Y NAI[UEHTOB
C 3a00JeBaHUAMHU II0YEK, B HEKOTOPBIX|
Coy4dasx C OJIMTYpPUEH, aHypueu Huiy
MPOTCHHYPUEH; B EIUHUYHBIX CIy4Yasx|
MOYKET pa3BUTHCS OCTpBIH

WHTEPCTUITUATBHBIN HEPPUT.

COO6H.[CHI/I$I 0 IMOA03PEBACMBIX HCXKCIATCIIbHBIX PCAKINUAX

Baxxno coobmare o0 MOJ03peBaeMbIX HEXKENIATeNbHBIX PEeaKIUsAX IMOocie
perucTpanuy JEKapCTBEHHOIO Mpenapara ¢ Leliblo 00ecreyeHus: HEMPEPHIBHOTO
MOHUTOPHUHIA COOTHOIIEHHUS «I10J1b3a — PUCK» JIEKAPCTBEHHOIO MpEMapara.

MenuiuHcKUM pabOTHUKAM PEKOMEHIYETCsl COOOIIATh O JIFOOBIX MOJ03PEBAEMBIX
HEXeNaTeJIbHbIX PEeaKUUaX JIEKapCTBEHHOrO Ipenapara 4epe3 HalMOHAJIbHYIO
CUCTEMY COOOIICHHMS O HEXEeJIaTeIbHBIX pPEaKIUsIX TOCyJapCTB-YICHOB

EBpa3uiickoro 5KOHOMHYECKOTO CO03a.

Poccuiickasa ®@enepanys.

denepanbHast ciyx0a 1Mo Haa30py B chepe 3ApaBOOXpaHEHUS.
Anpec: 109012, r. Mocksa, CnaBsiHCKast Ijiomajp, 1. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Wi npr@roszdravnadzor.gov.ru

Caiit B uHQOPMALIMOHHO-TEIEKOMMYHUKALIMOHHON ceTh « UHTepHeT»:

https://www.roszdravnadzor.gov.ru
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4.9. Ilepeno3upoBka

CHUMOTOMBI

[Ipu mepeno3upoBKe BO3MOXKHO TIOSIBJICHHE CIEAYIOIIMX CHUMITOMOB: TOIIHOTA,
pBOoTa, ©OOMM B JKUBOTE, CHIDKEHME (YHKIMU T[OYEK/OCTpas TMoyYeyHas
HEJOCTATOYHOCTh  C  OJUTypHed  (Hampumep,  BCJICACTBHE  Pa3BUTHS
WHTEPCTUIIMAIBHOTO He(dpHUTa), PEeXKEe CHMITOMBI CO CTOPOHBI IICHTPATBLHOMN
HEPBHOU cHCTeMbl (TOJOBOKpPYKEHUE, COMHOJICHIIMS, KOMa, CyJAOpPOTH) U PE3KOoe
CHIW)KCHHE apTepHabHOTO NaBJICHUsS (MHOTAA MPOTPECcCCHpYIoee 0 IIoKa), a
TaK)Ke€ HapylleHus cepaedyHoro putma (taxukapaus). [locie BBeieHust ouyeHb
BBICOKHUX 7103 BBIBEJICHUE YEepe3 MOYKU HETOKCUYHOTO MeTabosmTta (pyOa3oHOBOM
KHCIJIOTBI) MOKET BBI3BIBATH KPACHOE OKPAIIMBAHUE MOYH.

Jleuenue

[Ipn HemaBHEM MpueMe TperapaTa MOTYT OBITh MPEANPUHATHI MEPHI IIEPBHYHOMN
JETOKCUKAINK, HAaMpaBJIeHHbIE Ha OrPAaHWYCHHUE JAIbHEHIIET0 BCAChIBAHUS
MeTaMu30Jla HaTpusl (HampuMep, MPOMBIBAaHUE JKEIyJAKa W MPUMEHEHUE
aKTUBHPOBAHHOTO yTJs). Crienuduyeckoro aHTUA0TA JUIsl METaMH30JIa HAaTPUs HE
cymectByeT. OCHOBHON MeTaboauT Metamuzodia (4-N- MeTHIaMHUHOAHTUITUPHUH)
BBIBOAUTCS C TIOMOIIBIO TeMOAWAIN3a, TeMO(HUIbTpaIuu, reMonepdy3ud Wiu
(buUIBTpaKY TIa3MbI KPOBH.

[Ipu pa3BuTUM CyJ0pOKHOTO CHHAPOMA — BHYTPUBEHHOE BBEJICHME JUa3enama u

OBICTPOJICHCTBYIOIIMX OapOUTYpaTOB.

5. PAPMAKOJIOTTYECKHUE CBOMCTBA
5.1. ®apmakoauHaAMUYeCKHeEe CBOCTBA

dapmakoTepalleBTUYSCKasl T'pyIIa: AHEU'II)FGTI/IKI/I; APYruc¢ aHaJbI'CTUKU H

AHTUITUPETUKH; TUPA30JIOHBI.
Koa ATX: N02BB02

Mexanu3m JOEeUCTBUS Npenapara OKOHYATEIbHO HE YCTaHOBJIEH. Mmerommecs
JIaHHBIC MO3BOJIAIOT I10JaraTh, YTO METAMH30J M €r0 OCHOBHOM MeTa0omuT (4N-

MeTUIaMUHOAHTUIUPUH [4-MAA]) 001aatoT 1MEeHTPAIbHBIM U TIepUEepUIECKUM
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. 0002
MexaHu3smMoM  geictBus. llpu  mpu AFOTIHX

TCPAIICBTUYCCKUC, MOKCET HJOCTUTATHCA HpOTI/IBOBOCHaJ]I/ITGHLHLIﬁ 3(1)(1)CKT,
BO3MOHO 3a CUCT IIOJABJICHUA CUHTC3a ITPOCTArJIaHAUHOB.

dapmakouHaMuueckue YD eKTo

AHanpre3upyroniee  HEHapKOTUYECKOE  CPEACTBO, TIPYNIbl  MUPA30JIOHOB,
oOnajaroliee aHajdbre3UPYIOMIUM, >KapOMOHIDKAIOMIUM M CHa3MOJIMTUYECKUM
JIEICTBUEM.

5.2. ®DapmaKkoKNHEeTHYECKHE CBOMCTBA

AOGcopbius

[Tocne mpuema BHYTph METaMHU30J HATpPHUS MOJ JIECUCTBHEM KEIYJIOYHOI'O COKa
OBICTPO THUJIIPOJIU3YETCS JO CBOEr0 OCHOBHOro MeTabonuta (4-MAA), xoTOpbIi
XOpOLIO BcacklBaeTcsa. MeTamMu30i HaTpUs IOYTH ITOJTHOCTBIO BCACBIBACTCS I10CIIE
npueMa BHyTpb. buonoctynnocts 4- MAA cocrasnsier 85-93%. Cpennee 3HaueHne
BPEMEHH JOCTHKEHHUS MAaKCUMAJIBHOW KOHIIEHTpauuu - 1,2—2 gaca.
OOHOBpEMEHHBII TIPUEM IMINM HE OKAa3blBACT 3HAYMMOIO BJIMSHUSA Ha
(apMaKOKMHETHKY METAMHU30J1a HaTPUSI.

Pacnipenenenue

Ces3piBanue 4-MAA ¢ OenkamMu 1uia3Mbl KpoBU cocTaBisieT 58%. Jlpyrue
MeTa0O0IUThl METAMHU30J1a CBSA3BIBAIOTCS ¢ O€JIKaMU IJIa3Mbl KPOBU B CIIETYyIOLIEH
creneHu: 4-amuHoanTunupuH — 48%, 4- dbopmmnamuHoanTunupud — 18% u 4-
aleTUIaMAHOAHTUIIUPUH — 14%.

MeTtaMu30 NMpOHUKAET yepe3 IUIalleHTapHbIi O0aphep. MeTaboauTel MeTaMu30ia
MPOHUKAIOT B IPYTHOE MOJIOKO KOPMSILIUX MaTEpPEi.

buorpauchopmanus

OcHoBHOUM MeTabomutr Merammzonia, 4-MAA, mnoxaBepraercs JalbHEUIIEMY
MeTa00IU3My B TMEUEHHU MyTEeM OKHUCJICHHS, JIEMETUIMPOBAHUS U TOCJIECAYIOIIETO
aleTUIMpoBaHus. J[pyruMu OCHOBHBIMU METa0OIMTaMU METaMH30J1a SBIISIIOTCS 4-
amuHOaHTHUIUPUH (4-AA), 4-bopmunamunoantunupu (4- DAA) u  4-
aneTuIaMUHOAHTUNIUPHUH (4-AnAA). MccnenoBanue CBOWCTB YETHIPEX OCHOBHBIX

MeTa00JUTOB METAMHU30J1a IMOKa3aJ10, YTO KapPOIMOHHKAIOIICC, aHAJIBI'C3UPYIOIICC U
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 09.04 2026 N= 7282

(OCHNENOBATENEHOC TS 0002

IIPOTUBOBOCIIAJIUTEIPHOE  JICHCTBHE
Mmeradomutamu 4-MAA u 4-AA.

DIUMUHALAS

VY 310poBbIX My>kuuH 0oJiee 90% 10361 Ipenaparta, IPUHITOW BHYTPb, BHIBOAUTCS C
Mou4oii B Teuenne 7 quei. [lepuon nonyseiBenenus (T1/2) meTamu3oiia, ME4EHHOTO
PaauON30TONIOM, COCTaBIISIET OKOJI0 10 yacos.

dns 4-MAA 3Hauenuss tepmuHaibHOro T1/2 mpu pa3HBIX NOYTSAX BBEICHUS
KoJieomtoTes B npenaenax ot 2,5+0,06 no 3,2+0.8 yacos, a 115 Apyrux MeTaboJIUTOB
T1/2 cocraBuser ot 3,7 no 11,2 gacos.

JIMHENHOCTD (HEJTMHEWNHOCTD)

Jlns Bcex MeTaboIMTOB METaMH30J1a XapaKTepHa HeMHEeHHas (papMaKOKMHETHKA.
KnnHnyeckast 3HaUMMOCTh TaHHOTO (hakTa He ycTaHoBieHa. [Ipu KopoTkom Kypce
JIeUYEHUs] HAaKOIUIEHHE METa00JINTOB UMEET MUHUMAJIbHOE 3HAUCHHUE.

Oco0ble TPYIIILI HAIIMEHTOB

Iloueunas neoocmamounocmuo
[Tpu HapymieHun (QyHKUIMU MOYEK CHUXKAETCS CKOPOCTh BBIBEJECHHUS HEKOTOPBIX
MeTabonuToB (4- AAA, 4-OAA), N03TOMY NalMEHTaM ¢ HapyuleHUueM (pyHKUIUU
noyek cienyeT u3beraTb MPUMEHEHHs IpenaparTa B BBICOKUX J103aX.
Ileuenounas nedocmamournocms
Y nanueHtoB ¢ HapyumieHueM (yHkuuu mneuenn T1/2 4-MAA u 4-OAA
YBEIMYUBAETCS IPUMEPHO B 3 pa3a, IOATOMY y TaKUX MallMEHTOB CJIelyeT nu30erarb
NPUMEHEHUS IIpenapara B BHICOKUX J03aX.
Jluya noscunozo eéospacma
VY 310pOBBIX T10OPOBOJIBIIEB MOXKMIOTO Bo3pacTa T1/2 4-MAA Obu10 CylecTBEHHO
MIPOJOJDKUTENBHEE, a KIIUPEHC 4-MAA - CyIIEeCTBEHHO HUKE, YEM Y JIUL MOJIOJIOTO
BO3pacTa.

eTu
BoiBesieHre MeTaOONMTOB Yy JieTeld MPOMCXOAUT 3HAYUTEIBHO ObICTpee, YeM Y

B3POCIIBIX.
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6. PAPMALIEBTUUYECKHUE CBOMC

6.1. Ilepeyenb BcnoMorarebHbIX BelIeCTB

Kpaxman xaprodenbHbIi;

Tanbk;

Kanpuus creapata MoHOruapar (kanpuus creapaT 1 — BOIHBIN).
6.2. HecoBMecTUMOCTD

He nmpumenumo.

6.3 Cpok roarHoCcTH (CPOK XpaHEeHH)

5 Jner.

6.4. Oco0Obie MepbI MPEIOCTOPOKHOCTH MPU XPAHEHHH

B cyXOM 3aIlUIIEHHOM OT CBETa MECTE IIPH TemIieparype He Boime 25 °C.

6.5. Xapakrep u coaepkaHue YIIAKOBKHU

[To 10 Tab1eTOK B KOHTYPHYIO O€3bIYEHKOBYIO YIIAKOBKY U3 OyMaru ¢ MOJIMMEPHbBIM
IIOKPBITHEM.

[Io 10 TabneTok B KOHTYPHYIO SYEMKOBYIO YIAKOBKY M3 IUICHKH
NOJIMBUHMWIXJIOPUAHON U (OJBIU aTIOMUHUEBOM MEYATHOM C TEPMOCBAPUBAEMbBIM
IOKPBITHEM.

ITo 20, 25, 30, 40, 50, 60 TabneTok B OaHKH MOJUMEPHBIC C HABUHYMBACMBIMU
Kpbllikamu. Ha OaHKy HakIeMBarOT 3TUKETKY CaMOKJIESIIY OCS.

Kaxnyto Oanky, unu 1, 2, 3,4, 5 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK, UJIM KOHTYPHBIX
0€3bsIUeHKOBBIX YIAaKOBOK BMECTE C MHCTPYKLHKEH MO MPUMEHEHUIO MOMEIIAIOT B
NayKy M3 KapTOHA JUI MOTPEOUTENBCKOMN Taphl.

ITo 30, 40, 105 6anok mosumepusix, uau mno 50, 100, 300, 500, 700 KOHTYpPHBIX
0€3bsIUeHKOBBIX/KOHTYPHBIX SYEMKOBBIX YIAKOBOK C pPaBHBIM KOJHMYECTBOM
WHCTPYKIIMM 1O TPUMEHEHHIO TIOMENIaloT B KOPOOKY M3 KapToHa (IJs

CTaIlMOHAPOB).
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6.6. OcoObie MepbI MPEIOCTOPOKHOCT
JIEKAPCTBEHHOT'0 NpenapaTa Win 0TX010B, OJTy4eHHbIX N0cJIe IPUMEeHeHU s
JIEKAPCTBEHHOTI'0 Mpenapara, u Apyrue MaHUILYJISIUH C PenapaTom

OcoOble TpeOOoBaHUsI OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOT'O YAOCTOBEPEHUS
Poccuiickas ®@enepanus

AO «Ypanbuodapm»

Anpec: 620026, CepanioBckas 001acThb, r.0. ropoa ExkatepunOypr,

r. EkatepunOypr, yn. Kyiiosimena, ctp. 60.

Tenedon: +7 343 254 01 93.

OnextponHas nouta: ubf@ubf.ru

7.1 lIpeacraBuTe)ib JepKaTe/si PperucTPalMOHHOI0 YI0CTOBEPEHMs
[IpereH3uun noTpedUTesie HaIPaBIATh MO aAPECY:

Poccuiickaa ®Oenepanus

AO «Ypanbuopapm»

Anpec: 620026, CepasioBckas o01acTsb, r. ExatepunOypr,

yn. Kyiosiea, ctp. 60.

Tenedon: +7 343 254 02 45, +7 343 254 01 93.

OnextponHas nouta: ubf@ubf.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. KATET'OPHUS OTITYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

JlekapcTBEHHBIN NpenapaT OTHOCUTCS K Kareropuu ornycka «bes penernray.

OO01mast xapakTepuCcTHKa JEKapCTBEHHOTO npenapara AHanbruH-Yb® ngoctynHa B
€IUHOM peecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3niickoro
HKOHOMUYECKOIO0 COI03a M Ha OQUIUAIBHOM CaiTe YIOJIHOMOYEHHOIO OpraHa

(axcneptHOU opranuzanun) (http://Ik.regmed.ru/Registet/EAEU_SmPC).
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