COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 04.10.2024 N2 21524

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

A3zatuonpus, 25 Mr, KarcyJbl.

A3zatuonpus, 50 Mr, Karcyibl.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolee BEUIECTBO: a3aTHONPHH.

Aszaruonpun, 25 Mr, Karcyibl

Kaxnas xarncyna cogepkut 25 Mr a3aTHOIpUHA.
BcnomoraTenbHble BeleCTBa, HAJMYME KOTOPBIX HAJ0 YYHUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npernapara; JakTo3a U KpaCUTelb COHEUHbIH 3aKat skenThlil (cM. pasaen 4.4).

Asatnonpud, 50 Mr, Karcyiel

Kaxnas xancyna cogepxut 50 Mr azatuonpuHa.
BcrnomoratenbHble BelecTBa, HaJM4We KOTOPBIX HAIO YUUTHIBATh B COCTAaBE JIEKAPCTBEHHOIO
mpernapara: J1akTo3a U KpacuTelb COTHEYHBIN 3aKaT KeNThIi (cM. paznen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

Kancynbl.

Aszaruonpud, 25 Mr, Karcyibl

TBepI[LIe JKCIIATUHOBBIC KaIICYJIbI Ne 4, KOpIIyC KariCyJibl Oenoro [BCTa, KPBIIICUKA KallCYJIbl
JKCJITOr0O BCTA, HCIIPO3PAYHBIC.

Asatnonpud, 50 Mr, Karncvyiel

TBepaple kenaTUHOBbIE Kamncyiabl Ne 2, Kopmyc Karcysbl O€Ioro 1BETa, KpbIedKa KarCyJibl
JKEJITOrO LIBETA, HENPO3payHbIE.

Cognepx’umMoe Karcysl — CMECh IOpOIIKA M TPaHysl OT CBETJIO-KEITOrO 10 CBETJIO-KEITOIO C
3€JICHOBATBIM OTTEHKOM IBeTa. J[OmyCcKaeTcs yIUIOTHEHHE COJEPKUMOTrO KallCyslbl B KOMKH,

pacnaiaronmecs Npy HaJaBJIUBaHUH CTEKISTHHOW MaJOYKOM.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO
[Tpenapat A3aTHONPHH MOKa3aH K MPUMEHEHHIO Y B3POCIIBIX U AeTel oT 3 10 18 mer.

L4 HpenapaT A3aTI/IOHpI/IH MNPUMCHACTCA B KaUCCTBC MOHOTCpAIINHA, NI YallC B KOM6I/IHaI_II/II/I C
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3pPEKT MOXKET HPOSBIATHCA TOJBKO Yepe3 HECKOJIbKO HEAETb WM MECSAIEB U MOXKET
BKJIIOYATh cTepougocOeperaromuii 3pGexT, TeM caMbIM CHIIKAs TOKCHYHOCTB, CBA3aHHYIO C
BBICOKOM 710300 U JUINTEIbHBIM IPUMEHEHUEM INIIOKOKOPTUKOCTEPOUIOB.

e [Ipenapat A3aTHONIpPHUH IpPUMEHSAETCS B KOMOMHALMU C TIIIOKOKOPTHUKOCTEPOMIAMH H/HIN
IPYTUMH  HMMMYHOJENpPECCaHTaMu s NpO(UIAKTUKM peaklIUu OTTOPKEHUs IpHU
TPaHCIUIAaHTAIIMU TIOYEK, CepIla, ICUeHH.

e [Ipenmapatr A3aTHONPHH TNPUMEHSETCS MpPU CpPEeIHEH CTEeNEeHH TSHKECTH U TSKEIBIX
BOCTIAJIMTEIBHBIX 3a00JIeBaHMX KUIIEYHUKA (00se3Hp KpoHa, Hecrienupruueckuil s3BeHHbIN
KOJIUT) TPU HEOOXOIUMOCTH TIFOKOKOPTHKOCTEPOUTHON TEpamuH, MPH HENEPEHOCHMOCTH
ITIIOKOKOPTUKOCTEPOUIHOM Tepanuu, WIK NMpH pedpakTepHOCTH K JpYroil craHgapTHON
TepaIuy NepBon JIMHUM.

e [Ipenapat A3aTHOIPHH MPUMEHSIOT B Ka4eCTBE MOHOTEpANWU WM Yallle B KOMOMHALIUHU C
IJIIOKOKOPTUKOCTEPOUIaMU  W/WIIM  IPYTMMU HMMMYHOJIENIpecCaHTaMi (B T. 4. C IEJIbIO
CHIDKEHMSI JIO3bI WMJIM TPEKpAIlEeHUs NMpHeMa TIFOKOKOPTHKOCTEPOHJIOB) TPHU CIEIYIOIINX
3a00JICBAHUAX: TSOKENIBIM PEBMATOMIHBIA apTPHUT; CHUCTEMHAas KpacHas BOJYAHKA;
JepMaTOMHO3UT; AyTOMMMYHHBIH  XPOHMYECKMI aKTUBHBIH TremaTuT; Iy3blpyaTKa
OOBIKHOBEHHAs; Y3€JKOBBII NEepUapTEepUUT; ayTOMMMYHHAasi TE€MOJIMTHYECKas aHEeMMs;
XpoHHYECKass  pedpakTepHas  HAMONATHYECKas  TPOMOOLMTOIIEHHYECKAss  ITypIIypa;
TaHI'PEHO3HAsl MHMOJEPMUS; IICOpPHA3; MHUACTECHMs; CUHApPOM Pelitepa; Jy4eBOM JEpMAaTHT;

HCGBI[OFI/IHeprO(I)I/I‘-ICCKaH MUOIIaTu:A.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

PexxuM 1o3upoBanus

Bspocnvie

TpchnﬂaHmauuﬂ

Mo 5 mMr/kr/cyT B iepBbIi 1€Hb TEpANUH.

[TognepxuBaromasi g03a oT 1 10 4 MI/KI/CyT B 3aBHCHMOCTH OT KJIMHUYECKUX TOKa3aHUW W
reMaToJIOrMYE€CKON MepeHOCUMOCTH.

Jaxe B ciaydae NpUMEHEHUsI HU3KUX 103, MOICPKUBAIOIIYIO0 TEPANIUIO a3aTHONPUHOM CIIEIYET
MPOBOJIUTh  HEOMPEJEICHHO JUIUTEIHbHO, TIIOCKOJIBKY CYIIECTBYET PHUCK  OTTOPKEHUS
TpaHCIJIaHTaTa.

Lpyeue 3a001e6aHUs.

Hauanphas mo3za 1-3 MF/KF/CYT " JOJIDKHA HOI[6I/IpaTBCSI B 5TOM Auaria3oHeE 103 B 3aBUCUMOCTHU OT

KIIMHUYECKOro 3 ¢ekra (KOTOPhI MOKET ObITh MOJyYEH MOCJIE€ HECKOJIBKUX HENlEb U MECSIIEB
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OT HayaJa JICYCHHS) ¥ TeMaTOJIOTHIECKON MEPEHOCUMOCTH.

Ecnu TepaneBtudeckuii 3¢ ekt noaydeH, TO HeOOXOAUMO YMEHBIIUT MOAJCPKHUBAIONIYIO 103y
710 MUHUMAJILHOTO YPOBHSI, KOTOPBIN COXpaHseT Moiy4yeHHbIH 23QQexT. Eciu B Teuenne 3 mecsies
KIMHUYeCKHH 3(@deKkT He IOCTUrHyT, TO Ipenapar ciegyeT oOTMeHuTb. OJHako, Ipu
BOCHAJIMTENbHBIX 3a00J€BaHUAX KUIIEYHHUKA JICYEHUE ClIeAyeT MPOBOJUTH 10 KpaiiHel mepe B
TedeHue 12 mecsues, a TepaneBTHIecKuit 3pexT MokeT ObITh JOCTUTHYT uepes 3-4 mecsna.
[TonnepxuBaromias 703a MOXET KojiebdaTbcs OT MeHee 4eM | MI/Kr/cyT 1o 3 Mr/Kr/cyT u
onpenensercss 3ab0jieBaHUEM, WHAMBUAYAJIbHBIM OTBETOM HAIMEHTa M TI'€MaTOJOTHYECKOU
[EPEHOCUMOCTBIO.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmor nodxcunozo 6ospacma

OnelT npruMeHEHUs a3aTHONPHUHA Y MOKWIBIX IMALIMEHTOB orpaHudeH. CienayeT NpUMEHSTh
MUHHMMAaJIbHbIE TI03UPOBKH PEKOMEHJOBAHHOTO JHana3zoHa 103. Ocoboe BHUMaHUE JOJKHO OBITh
YE€JIEHO MOHUTOPHUPOBAHUIO '€MAaTOJIOrMYECKUX OKa3aTeled, YMEHbBIICHHUIO TI01IEPKUBAOILEH
JI03BI 10 MUHUMAJIBHO JOIMYCTHMOM JIUIsl COXpaHEHUS TeparneBTUIecKoro ¢ dekra.

Tayuenmoi ¢ noueunoii HedoCMamouHoOCmMoio

[TockonbKy (hapMakOKMHETHKa a3aTHONpPUHA MPU MOYEYHOW HEAOCTATOUYHOCTH HE M3ydalach B
OTJICIbHBIX MCCIIE0BAHUSAX, KOHKPETHBIE PEKOMEHIAllMU 110 JO3UPOBKE OTCYTCTBYIOT. Tak Kak
HapymeHne (YHKIMH MTOYEK MOXKET MPUBECTH K OoJiee MEeIUICHHOMY BBIBEICHHIO a3aTHONIPHHA U
€ro MeTaboJUTOB, CIEAYeT PacCMOTPETh BOIPOC O CHMKEHMM HAYaJbHBIX 103 Yy MAIUEHTOB C
HapylmeHrueM (QyHKIUM 1odek. JloJKHBI MPUMEHSATHCSI MUHUMAJIbHBIE JI03bI TePareBTUYECKOr0
nuana3oHa. [laieHThl JOKHBI HAXOUTHCS 110/ HAOJII0IEHUEM Ha MPEAMET pa3BUTHS TOOOUHBIX
b dexToB.

Tlayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCHBIO

[Tockonbky papMaKOKMHETHKA a3aTHOMPHUHA MPH MEYEHOYHOH HEJOCTAaTOYHOCTH HE U3ydanach B
OTJIENbHBIX MCCIIE0BAaHUSAX, KOHKPETHBIE PEKOMEHIAllMU 10 JJO3UPOBKE OTCYTCTBYIOT. Tak Kak
HapylleHne QyHKIIMY MeUYEeHU MOXKET NMPUBECTH K Oosiee MEIJIEHHOMY BBIBEACHUIO a3aTHONPUHA
U €ro MeTaboJIUTOB, CIEAYET PACCMOTPETh BOIPOC O CHIXKEHUHU HAaYaJbHBIX 03 Y MAlUEHTOB C
HapylmeHueM (QpyHKIUM nedeHH. JJoKHbI TPUMEHATHCS MUHUMAJIbHBIE J03bl TEPAreBTUYECKOr0
nuana3oHa. [laieHThl JOKHBI HAXOUTHCS 101 HAaOII0JeHHEM Ha MTPeIMET pa3BUTHSI TOOOUHBIX
3¢ dexToB.

THayuenmoi ¢ decpuyumom hpepmenma muonypun S-memunmpancgepasot (TIIMT)

VY nmanueHToB ¢ HACIEeICTBEHHON HU3KOW MM OTCYTCTBYIOIEH akTUBHOCTBIO (pepmenTa TIIMT
OTMEYEH MOBBIIICHHBIN PUCK TSXKEJIOH TOKCMYHOCTH a3aTHOIPHHA MPU MpHeMe OOBIYHBIX 7103 U,

KaK MpaBuJIo, JUIsl HUX TpeOyeTcs CYIECTBEHHOE CHIDKEeHUE 103bl. OnTUMallbHasi HadallbHas 1032
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MAlUEHTOB-TETEPO3UTOT MOTYT NMEPEHOCUTH PEKOMEHIyEeMbI€ J03bl a3aTUONPHUHA, HO HEKOTOPHIM
MOJKET OTPeOOBATHCS CHIKCHUE J03HI.

Tayuenmwvr ¢ mymayueii cena NUDT15

V¥ nanuenTtoB ¢ HacieAcTBeHHOW MyTanueil reHa NUDT15 orMedeH noBbIIIEHHBIN PUCK PA3BUTHS
TSDKEJIONH TOKCUYHOCTH MPU MPUMEHEHUH a3aTUONPUHA. DTHM MalUeHTaM TpeOyeTcsi CHIKCHUE
J03bI, OCOOCHHO TEM, KTO SBJISIETCS TOMO3WIOTHBIM IO JaHHOM Myrauuu. Pekomenmyercs
MIPOBEICHUE T€HOTHIIMYECKOTO TECTHUPOBAHUS 10 Hayaja TEparuu IMpernapaToM A3aTHONIPHH.
Heo6xoauM TiiaTenbHbI MOHUTOPUHT TIOKa3aTeliel KPOBHU.

B3aHMO[[eI>'ICTBPIC C APpYIruMHU JICKAPpCTBCHHBIMU CPCACTBaAMHU

[Tpu ogHOBpEMEHHOM MPUMEHEHUH HHTUOMTOPOB KCAHTUHOKCHUAA3BI, TAKUX KaK aJUIOMypPUHOI,
HEO0OXOUMO CHU3UTH 7103y a3aTUONPHUHA 10 25 % OT OOBIYHOM TO3BI.

eTU
Jlemu om 0 0o 3 rem
bezonacHocTh 1 3 hekTHBHOCTE y neTeit B Bo3pacte ot 0 1o 3 neT He ycTaHOBIeHBI. J[aHHBIC
OTCYTCTBYIOT.
Jlemu cmapuwe 3 nem

Tpanucnaianmayus

Pexum AO03UPOBAHHA HC OTIMYACTCAd OT PpPOeKUMa OO3UPOBAHHA JII B3POCIBLIX IIPU
TpaHCIIJIaHTalThuH.

ﬂpyeue 3ab01e6anus

PexxuMm n03upOBaHMSA HE OTIMYAETCA OT PEXUMA JIO3UPOBAHUS I B3POCHBIX IPU JPYTUX
3200JI€BaHUAX.

Jlemu ¢ uz0bLimoyHoU Maccou mead

JleTsiM ¢ N30BITOYHOM Maccol Tena MOTr'yT NOTpeOoBaThCs J103bI B 00JI€€ BBICOKOM JIMana3oHe /103,
Y IIO3TOMY PEKOMEHAYETCS THIATEIbHBI MOHUTOPHUHT PEAKLINN HA JICUCHHE.

Criocob nnpuMeHeHu s

BuyTps.

[Tpenmapat A3zaTHOnpHH MOXXHO NPUHUMATh C NMULIEW WIM HATOIIAK, HO MAallMEHTaM CIEAYET
BbIOpaTh OJUH U3 METOJIOB NMpHUMeHEeHMs. HekoTopble MalnueHThl MCTBITHIBAIOT TOIIHOTY IMPH
NEPBOM MpUEME a3aTHOIPHHA, BEPOSTHOCTh KOTOPON MOXKET OBITh CHUKEHA IPH MPHEME ToCTIe
enpl. OJTHaKO MpUEM TOCHe €Il MOXKET CHU3UTH a0CcopO1IHIo, TO3TOMY B TAKOM CIIydae CleayeT
paccMOTpeTh BONPOC O KOHTPOJIE TePANEeBTUIECKOM I (HEKTUBHOCTH.

IIpenapar He cieayer NPUHUMATh C MOJOKOM WM MOJIOYHBIMH npoaykramu. [Ipemapar

A3zatuonpuH cienyeT NpUHHUMAaTh MO KpaifHeil mepe 3a 1 yac g0 wiM depe3 2 dyaca mocie
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ynoTpeOaeHus] MOJIOKa U MOJIOYHBIX MPOAYKTOB.

4.3. IIpoTuBONOKA3AHUS

® THIEPYYBCTBUTCILHOCTh K a3aTHOIpPHHY, 6-mepkanTonypuny (6-MII) w/man x moboMy u3
BCIIOMOTATEINILHBIX BEIECTB, IEPEUYNCIICHHBIX B pa3zene 6.1;

e VyrHETEHHWE TeMomod3a (THIOIUIACTUYEeCKass W  aIulaCTHYeCKash aHeMHsl, JICHKOIICHUS,
nuMdorieHust, TPOMOOIIUTOTICHUS );

e OEpEeMEHHOCTb;

® [ICpHOA I'PYAHOI'0 BCKapMJIMBaHUA.

4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NIPUMEHEeHUH

C 0CTOPOKHOCTEIO

[Ipu OAHOBPEMEHHOM MPHEME C AMHHOCATUIIMIOBBIMH MTPOM3BOHBIMHU (OJICATIa3HH, MeCala3uH
win  cyibdacaiasuH), ¢  HMMYHOJICIPECCAaHTaMH, C  JCHOJSPU3UPYIOUIMMH |
HCACTIOJIAPUSUPYIOITUMU MUOPCIIAKCAHTAMU,; ITPH IIEYCHOYHOU HEAOCTAaTOYHOCTHU, IPpU IOYEYHOU
HEJIOCTATOYHOCTH.

He  pexomenayercss  NpUMEHAT, Yy  HAlMEHTOB ¢ Aedumurom  ¢depMeHTa
TMITOKCAaHTHH-TyaHHH-(pochopudbozmnrpancdepassl (cunapomom Jlema-HaiieHa); o1HOBpEMEHHO
¢ pubaBupHHOM, PeOYKCOCTATOM.

Cnemyer wu30eraTb COBMECTHOIO NPHUMEHCHHS C I[UTOCTATHKAMHU/MHEIOCYPECCUBHBIMU
npernaparamu.

Oco0ble yKkazaHus

NMMyHU3a1ust ¢ MCMOIB30BAaHUEM KUBBIX BAKIIMH MOTEHIIMAIIBHO MOXKET BBI3BaTh MH(PEKIUIO Y
WMMYHOKOMITPOMETHUPOBAHHBIX MaeHToB. [l0ATOMYy KUBBIE BaKIIMHBI TMPOTHBOIMOKA3aHbI
NaluyueHTaM, NPUHUMAIOUIUM a3aTUONPUH, U B TE€UEHHE 3 MECSLEB MOCII€ OKOHYAHUS JICUCHHUS.
OpnHoBpeMeHHOE TpUMEHEeHUe pHOaBUpHMHA W a3aTHONpPHHA HE peKOMeHayeTcs. PubaBupuH
MOXET CHIKATh 9(P(PEKTUBHOCTH U MOBHIIIATH TOKCUYHOCTD a3aTHOINPHHA.

Monumopuposanue

[Ipu npuMeHeHnH a3aTHONpPHUHA CYIIECTBYET MOTEHIMAIbHASI ONACHOCTh Pa3BUTHUSI TOKCUUECKHUX
OCJIOKHEHUH, TTO3TOMY €r0 MOXXHO Ha3HAYUTh TOJBKO B TOM Cllydae, €CIM MalUeHT MOJYyYUT
aZiekBaTHOE HaOIoJieHHe Ha MpoTskeHuu Tepanuu. Ocoboe BHUMAHHUE CIENYeT YIElsTh
MOHUTOPUHTY  TE€MAaTOJOTUYECKMX  TMOKa3zaTeleil W HEOOXOJUMOCTH  YMEHBIICHUS
MOJJICPKUBAIOIIEH JT03bl O MUHUMAJIBHOTO YPOBHS, NIPU KOTOPOM COXPAHSIETCS MOJYyYE€HHBIN

s dexr.

Hpe):[nonaraeTCﬂ, 4YTO B TCUCHHUC ICPBBIX 8 HCACIIb TCpalnu, MIOJIHBIA aHaJIN3 KpOBH, BKJIO4as
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BBICOKAs J103a Mperapara Wik y MalueHTa UMEIOTCS TSDKEJbIe HapyIIeHUs (QYHKIIUH ITOYeK U/1in
ne4yeHu. B nanpHeleM aHain3el KpOBU MOKHO KOHTPOJIMPOBATH PEKE, HO ITOJIHBIN aHAIIN3 KPOBU
HYXXHO IIOBTOPSATH €KEMECAYHO WJIH, 10 KpaiiHel Mepe, ¢ UHTepBaJIoM He Ooiiee 3 MecsLeB.

IIpy nepBBIX NpU3HAKaX aHOMAJIbHOTO CHIDKEHMS IIOKa3aTelled KpOBU JIEUEHHUE CIIEAyeT
HEMEJUICHHO TPHOCTAHOBUTH, TaK KaK KOJWYECTBO JIEHKOIMTOB M TPOMOOLIUTOB MOXKET
IIPOJIOJKATh CHUKATHCS U I10CIIE IPEKPALLECHHUS JICYCHUS.

[TanyeHTsl, MoJTyyaroIye a3aTUONpPHH, TOJKHbBI ObITh IPOMHCTPYKTUPOBAHbI O HEOOXOAMMOCTH
HEMEJUIEHHO coo0111aTh 000 BceX ciydasx HH(EKUni, NOSIBICHUS HEO)KUJaHHBIX KPOBOIIOJITEKOB,
KPOBOTCUCHHUS WJIM JPYIHMX HPU3HAKOB YrHETeHUs (YHKIMM KOCTHOTO MO3ra. YTHETEHHE
(YHKIMU KOCTHOTO MoO3ra oOpaTuMo, €ciy JieueHHe a3aTHONPHUHOM OyAET MPUOCTaHOBICHO
JIOCTaTOYHO PaHO.

A3aTHONIPUH TIenaTOTOKCHUYEH, M BO BPEMs JIEUEHHUS CIENYET PETYJSIPHO KOHTPOJIMPOBATH
dyHKIMOHATBHBIE TTPOOBI TeyeHU. bonee yacroe HabOIIOAEHNE MOXKET OBITH LIEIECO00pa3HO y
NAIMEHTOB C YXKE CYIIECTBYIOUIMMH 3a00JI€BaHUSIMH IE€YEHH WM MOIYYaIOIIUX JIPYTYIo
HOTEHIMAJIBHO MeNaTOTOKCUYECKYIO Tepamnuto. [TalueHTsl JOIKHBl ObITh IPOMHCTPYKTUPOBAHbI
0 HEoOXOJMMOCTH HEMEIJICHHOIO IpEKpalleHusl MpHeMa a3aTUONpUHA B Cllydyae IOSBICHUS
KENTYXH.

Hekotopele mamuentsl ¢ BpoxaeHHbIM nedururom ¢epmenta TIIMT wmoryr ObITh
TUIIEPUYBCTBUTENBHBI K MHEJIOCYNIPECCUBHOMY 3((eKTy azaTHONpHHA U UMETh CKJIOHHOCTb K
OBICTPOMY PA3BUTHIO CYNPECCHU KOCTHOTO MO3ra IOC/e Hayaja JIeYeHHs a3aTHONpPUHOM. OJTa
npobiieMa MOXET O0OCTPATHCSA NMPU OJAHOBPEMEHHOM IMPUMEHEHMM C MpernaparaMmu, KOTOpbIe
noxasisitorT TIIMT, Takue kak, ojicaina3vuH, Mecaja3uH Wi cylb(acaia3uH.

Takxe cooOIIanoCch 0 BOZMOXKHON CBS3H MEXKAY CHUKeHHeM akTUBHOCTH TIIMT u BTOpUYHBIMU
JeWKo3aMu M MMEJOAMCIUIa3Hed y ManueHToB, nonayyaBmux 6-MII (akTuBHBIT MeTaboIUT
a3aTUONpUHA) B KOMOMHAIMU C JAPYrUMH LUTOTOKCHUYECKMMH IpenapaTtamMu. B HekoTophix
CiIy4asix mpoBoaAuiioch TectupoBanue Ha aedunut TIIMT, XoTs 3Ti TeCThl, Kak ObUIO MOKa3aHo,
HE BBIABJISIFOT BCEX MAIMEHTOB C PUCKOM Pa3BUTHUS TSDKEIOM TOKCHYHOCTHU. [ToaToMy Heobxoum
TIIATENbHBIM KOHTPOJb MoOKa3aTened KpoBu. Jlo3a a3zaTHONpHHA MOXXKET OBITh CHMXKEHA IpPH
OJIHOBPEMEHHOM IIPUMEHEHHUH C JPYTHMMH JIEKAPCTBEHHBIMH IIpenaparamu, IMEpBUYHAsS HWIIU
BTOPUYHASI TOKCUYHOCTh KOTOPBIX 3aKJIFOYAETCS B MUEJIOCYTIPECCHH.

T'unepuyscmeumenvrocms

VY manueHToB ¢ NOA03PEHUEM Ha paHee NPOSABICHHYIO PEAKIMIO TUIIEPYYBCTBUTENBHOCTH K 6-MII
IIPOTUBOIIOKA3aHO MPUMEHATH €0 MPOJIEKAPCTBO — a3aTHUOIIPHUH, 3a UCKIIFOUEHUEM CITy4aeB, KOT1a

AJJICProJIOTHYECKUEC TECTBI HE MMOATBCPANITIN THICPUYYyBCTBUTCIBHOCTD IIarnueHTa K
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Hayuenmuor ¢ mymayueii cena NUDT15

V¥ nanuenToB ¢ HacneacTBeHHOU myTaneit reHa NUDT15 oTMedeH NOBbIIIEHHBIN PUCK Pa3BUTUS
TSOKEJION TOKCHMYHOCTU NpPU MPUMEHEHHUU a3aTHONPUHA B OOBIYHBIX J103aX, MPOSBIIAIOIIEHCS
paHHel JeHKoNeHuen W anonenuen. B aTux ciydasx oObBIYHO TpeOyeTcsl CHUKEHHUE 03B,
O0COOEHHO AJIs TEX MALMEHTOB, KTO SBJISIETCS HOCUTENeM romo3urorHoi myrauun NUDTI15.
Yacrora NUDTI15 ¢.415C > T umeer 3THHYECKYIO BapuadenbHOCTh: npumepHo 10 % cpemu
HaceneHus Bocrounoit Asuu, 4 % cpenu natuHoamepukanues, 0,2 % cpenu espomneiines u 0 %
cpenu adpukanies. B mobom ciydae, He0OXO0UM TIATEIbHBI MOHUTOPHUHT ITOKa3aTeNlel KpOBU.
Toueunas u/unu neueHounas HeOOCMAMOUHOCb

OCTOpOXXHOCTh HEOOXoauMa MpH NPUMEHEHHWH Aa3aTUONpPHHA y NAIMEHTOB C HAapyIICHHUEM
byHKIMKM novek u/unu nedeHu. Creayer paccCMOTPETh BOMPOC O CHIKEHUH HAYaJIbHOHM J103bI Y
9TUX MAlMEHTOB U TIIATEIHHO KOHTPOIUPOBATH reMaTOJIOTHUYECKHE TOKa3aTeH.

Cunopom Jlewa-Hatiena

HemHorounciaeHnble JaHHBIE CBUACTENBCTBYIOT, YTO Aa3aTHONPUH HEOIArOnpusTeH JUIA
nanueHToB ¢ cunjapoM Jlema-Haiiena. [Toatomy, yuynTsiBas aHOMAalbHBIM METa0OIM3M y ITHX
MAIMEHTOB, UM HE PEKOMEHI0BAHO MIPUMEHSTh a3aTHUOIPHH.

Mymacennocms

XpOMOCOMHBIE HapyIIEHUs ObUIH OOHAPYKEHBI Y MYKYHH U )KESHIIUH, TIOJTYYaroIIuX a3aTHOIPUH.
Ho ponp azarmonpuHa B UX BO3HHUKHOBEHHH OIEHUTH TPYAHO. XPOMOCOMHBIE HApyIIEHUS,
HCUe3alolIHe CO BpeMeHeM, ObUTH 00HApY>KeHBI B IMM(OIMTAX Y JeTel MAUeHTOB, MOTY4aroLIIX
a3aTUONPUH. 3a UCKIIIOUEHUEM KpallHEe PEIKUX CIydaeB, HUKAKUX SIBHBIX (PU3NYECKUX IPU3HAKOB
ATUX HApyLIEeHUH y HUX He ObU10. OTMeUaeTcsi CHHEPIi3M KJIAaCTOT€HHOT0 JIeMCTBHSI a3aTHONPUHA
U JUTUTETFHOTO YABTPAQHOIETOBOTO OOMyUeHHUs Y MalUEeHTOB, MTPUHUMAIOIINX a3aTHONPUH MPU
[EJIOM psifie 3a00JIeBaHUM.

Kanyepocennocmo

[TarueHTsl, MOMy4YarOie HUMMYHOCYIPECCUBHYIO TEpallvio, BKIIOYas a3aTHONPHH, UMEIOT
MOBBIICHHBIA ~ PUCK  pa3BuUTus  JauMdomnponudepaTuBHbIX  3a00J€BaHUN U JAPYrux
3]I0Ka4€CTBEHHBIX HOBOOOPA30BaHMI, B YaCTHOCTH paka KOXU (MEITaHOMBI M HE-MEIaHOMBI),
capkoMm (Karomu u ne-Kamorm) u paka meiku Matku in Situ. Prck cBsi3aH ¢ HHTEHCHBHOCTBIO U
JUIUTETTbHOCTHI0O MUMMYHOCYNPECCUBHOM Tepanuu B OosbIIed CTENEeHH, YeM C IMPUMEHEHHEM
cneuuduyeckoro  mpemapara. CooOmanoch, 4YTO  CHIJKEHHME  JI03bl WM OTMEHa
UMMYHOJIETIpECCAaHTa MOXET BBI3BaTh YACTUYHYIO perpeccuro JuMdonpoandepaTtuBHOTO
3a00JIeBaHU.

[ToaTomMy cxeMy JeueHHus, COAEpXKAllyl0 HECKOJIbKO HMMYHOJENPECCAHTOB (BKIOYAst
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muMdonposmpepaTUBHBIM 3a00JIeBaHUSM, HEKOTOpPBIE M3 KOTOPBIX MOTYT HUMETh JIETaIbHBIN
ucxon. KomOuHAIMsT HECKOJBKMX HWMMYHOJCTPECCAHTOB, IOJIyYaeMbIX OJHOBPEMEHHO,
YBEJIMYUBAET PUCK Pa3BUTHS JUMdonponudepaTUBHbIX 3a00JIeBaHUM, ACCOLUHUPOBAHHBIX C
BUpycoM DmireitHa-bapp (BOB).

[TanueHTsl, [IOJIy4aroumue HECKOJIBKO MMMYHOJETIPECCAHTOB, UMEIOT pHUCK
CBEPXMMMYHOECTIPECCUH, TTO3TOMY y HUX JOJDKHBI MPUMEHSATHCS HAaUMEHbIIHE (P (PEKTUBHBIC
JI03bI MPENapaToB.

Kak 3To mpuHSTO 1715 MallMeHTOB C MOBBIIICHHBIM PUCKOM Pa3BUTHS paka KO, TOJKHO OBITh
OTpaHUYEHO NPeObIBaHKE Ha COIHIIEC M BO3/ICHCTBHE YIbTPa(pHOIETOBOrO 0OIYUESHHUS C TOMOIIBIO
3aLIUTHOM OJEKIBI M MCIIOJIIb30BAHMS COIHIE3AIUTHRIX KPEMOB C BBICOKMM (PAKTOPOM 3aIIUTHI.
CooOuienust o renaToiaueHanbHOi T-kiaeToyHoU JuMdomMe ObUIM MOTy4YeHBbI MPU MPUMEHEHUU
a3aTUONPUHA OTAENbHO WK B KoMOuHanuu ¢ uaruoutopamu ®HO (axTop Hekpo3a OmyxoJiun)
WIN JPYTUMH IMMYHOJETIPECCAHTAMU. X 0TS OOJIBIINHCTBO 3aPETUCTPUPOBAHHBIX CITy4aeB UMEITH
MECTO B MOMYJISIIIMK TTAMEHTOB ¢ BOCHAIMTELHBIMU 3a00JICBAaHUSIMUA KUIIIEYHUKA, OBUTH TaKKe
COOOIIIEHHs U O MAIUEHTAX C IPYTUMH 3a00JI€BaHUSIMH.

Cunopom axkmusayuu maxpogazos (CAM)

CAM siBnsieTcst U3BECTHBIM, YIPOXKAIOIIKUM KM3HU COCTOSSHUEM, KOTOPOE MOXKET pa3BUBAThCS Y
NAlUMEHTOB C AayTOMMMYHHBIMH 3a00J€BaHUSIMH, B YaCTHOCTH C BOCHAJIUTEIbHBIMU
3a0oneBaHusMU KkulleyHuKa. [loTeHuuanbHO, BeposSTHOCTH pa3BuTusi CAM MoxkeT ObITh
MOBBILIEHA BCJIEICTBUE IPUMEHEHUS a3aTHonpuHa. B cinydae passutus CAM nnm nono3peHus Ha
€ro pa3BUTHE, JIEUEHUE a3aTUONPUHOM CIIEyET MPEKPaTUTh, a 00CIIEJIOBAHNE U crieln(pHrUecKoe
JieYeHUEe CJelyeT HauuHaTh KaK MOXKHO paHblle. Bpaunm [oMkHBI OBITH BHUMATENIbHBI K
cuMnrToMaMm HWHGeKuH, Bb3BaHHON BOb u nwuromeranmosupycom (LIMB), mockonbky oHH
ABIIAIOTCA N3BECTHBIMU Tpurrepamu CAM.

Bupyc Varicella Zoster (VZV)

Wndekuus, Bei3BaHHast VZV (BeTpsHas oclia U OMOSICHIBAIOLIUI Irepriec) MOXKET UMETh TSKEI0e
TEYEHHE BO BpeMs INpHEMa HMMYHOJENpeccaHToB. ClenyeT NposBIAThH OCTOPOKHOCTh U
BHMMAaHHUE B OTHOLIEHUU CJIEYIOLIErO:

[lepen HauamoM nmpuemMa UMMYHOJIETIPECCAHTOB Bpay JOJHKEH IIPOBEPUTH, ObUIA JIM Y MAIlUEHTA B
aHamHe3e wHHQeKus, Bbi3BaHHas1 VZV. Cepojoruyeckoe TECTUPOBAHUE MOXKET ObITh
UCIIOJIB30BAHO IS ONPENEIICHUS MPEAbIAYIIETro Bo3aeucTBUd VZV. IlanueHTsl, He UMeroIue B
aHaMHe3e CBEJCHUN O MEpPEeHEeCEeHHOM KOHTakTe ¢ VZV, NomKHbl M30eratb KOHTAKTOB C
MAalMeHTaMM C BETPSHOM OCHOW WM  ONOSACHIBAIOIIMM repnecoM. FEcim  manueHTt

MPOKOHTAKTUPOBAT ¢ VZV, He00X0auMOo COOI01aTh 0COOYI0 OCTOPOKHOCTH, YTOOBI M30€kKaTh

Crpanwnma 8 u3 22



COOTBETCTEBYET 3KCNEPTHOMY OTYETY
o1 04.10.2024 N2 21524
Pa3sBUTHs Y TAKOTO MAIMEHTa BETPSHON OCIbI| WK orr'&'c'la:ma%%fél%;{&)ﬂéﬁf-:@]—ﬁéﬁ' Heheo

MOYKHO PacCMOTPETh BOIPOC O MACCUBHON MMMYHH3AIMH CIICIIU(PHUIECCKUM UMMYHOTTIO0YTHHOM
(VZIG).

Ecniu y mnamnuenta umeroTcs mposiBieHHUs HHQEKIUH, BbI3BaHHOW VZV, cienyer NpUHATH
COOTBETCTBYIOIIME MEPhI, KOTOPbIE MOT'YT BKJIFOUAaTh IMPOTHUBOBUPYCHYIO M IOJAJIECPKUBAOILYIO
Teparnuio.

Ipozepeccupyrowas myremugporanvras neikosuyeparonamus (IIMJI)

I[IMJI, onmoprynuctuyeckas uHpeknus, BbizBaHHas JC-BuUpycoMm, OblIa 3aperucTpUpoOBaHa y
MAIMEHTOB, MOJIyYaBIIUX Aa3aTHONPHUH B KOMOMHALIMK C JOPYTMMHU HMMYHOJEIpPECCaHTaMHU.
HMIMMyHOCYTIpECCUBHYIO TEPAIIUIO CIIEAYET MPEKPATUTH MPU NEPBBIX NPU3HAKAX WM CUMIITOMAX,
yKaspiBaromux Ha paspurue [IMJI, u IpoBeCTH COOTBETCTBYIOLIYIO OLICHKY Ul YCTAHOBJICHUS
JIMarHosa.

I'enamum B

Hocurenun Bupyca renatuta B (BI'B) (nmauuenTsl, moioXuTeabHbIe HA MOBEPXHOCTHBIN aHTUTEH
renaruta B [HBsAg] B TeueHune 6oee mecTy Mecs1eB) WM MalUeHTh C JOKYMEHTUPOBAHHOMN B
npouuioM uHdekuuel BI'B, nonydaromuye nMMYyHOIETIPECCAHTHI, MTOABEPTAIOTCS MOBBIILICHHOMY
pucky peaktuBauuu BI'B ¢ OGeccumnrtoMubiM moBbiieHueM chiBopotounoi JIHK BI'B u
aKTUBHOCTH  ajaHuHamMuHOTpaHcdepazsl  (AJIT). B »stom  cioydae, HeoOXoIumo
PYKOBOJCTBOBATbCSI ~ MECTHBIMH  PEKOMEHJAIMSMH, BKJIIOYAIOIIUMH, B TOM  YMHCIE,
npoUIAKTUYECKYIO TEpaNuIo mpenaparaMu, 3QGeKTUBHBIME B OTHoLeHNH BI'B.
Hetipomviweunvie 61okamopwi

Cnenyer mpoOSBIATH OCTOPOKHOCTb IpPH OJHOBPEMEHHOM IPUMEHEHHM a3aTHOIpPHHA C
JNENONSPU3UPYIOIIMMH  (CYKUMHUIIXOJNMH) W HEACNOJIAPU3UPYIOIIMMH  MHOpPEJIaKCaHTaMU
(ryOokypapuH, maHKypoHus Opomup). IlanmeHTOB ciegyeT MPOMHCTPYKTUPOBaTh O
HE00XO0/IMMOCTH COOOIIUTh CBOEMY aHECTE3UOJIOTY 0 ONepaluu MH(GOPMAIUI0 O IPUMEHEHUU
a3aTUOINpUHA.

Bausnue na penpooykmuenyio ¢pynkyuio

YMeHbIIEHHE [OYE€YHOM HENOCTAaTOYHOCTHM B  pe3yslbTare TPaHCIUIAHTAMUM IIOYEK C
MOCIEAYIOIUM Ha3HAYEHHEM a3aTHONPHUHA CONPOBOXKIAIOCh YCWIEHHEM pPENPOAYKTUBHON
(GYHKIMH KaK y MY>KYUH, TaK U Y )KEHIIHUH, SBISIOUUXCS PEIUIMEHTaMU TPAHCIUIAHTATOB.

BcnoMorarensHble BEIECTBA

[Ipenapat A3aTHONpPHH COAEPXKMUT JlakTo3y. [lammeHTamMm ¢ peako  BCTpeyarouiencs
HACJIC/ICTBEHHOM HENEPEHOCUMOCTBIO TallakTO3bl, JE(QUIMTOM JaKTa3bl JIOMaped WIu
[II0K030-TaJIaKTO3HON MalibabcopOLMe He clielyeT IPUHUMATh 3TOT Mpemnapar.

[Ipenapar A3aTHONPHH COACPKUT KPACHUTETh COJHEYHBIM 3aKaT JKENTHhIA, KOTOPHIA MOXKET

Crpanwnma 9 u3 22



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot :-'-11:::324 7
BBI3BIBATh AJIEPIHYECKUE PEAKIUH. (MOCNEOOBATENEHOL

4.5. B3aumojgeiicTBue ¢ JAPYrHMH JIEKAPDCTBEHHbIMHM MpenaparaMu W JApyrue BH/bI
B3aNMOJAEeHCTBUSA

[IpoayKTEI IMTAaHUSI, MOJIOKO M MOJIOYHBIC ITIPOJTYKTEI

BBenenue asaTuonprHa ¢ MUIIEH MOYKET HECKOJIBKO CHU3UTh CUCTEMHOE BO3JIEHUCTBHUE, HO 3TO
MOXET HE UMETh KIMHUYECKOM 3HAUMMOCTH. [103TOMY a3aTHONPUH MOXKHO IIPUHUMATh C MUIIEH
WINA HaTOUIAK, HO MAIMEeHTaM ClIeAyeT BbIOpaTh OJMH M3 METOJ0B IpuMmeHeHus. Ilpenapar He
clellyeT NPUHHMATh C MOJIOKOM WJIM MOJIOYHBIMM NPOAYKTaMH, TaK KAaK OHM COJEpKar
KCAaHTHHOKCH/1a3y, (epMEHT, KOTOphIii MeTtabonm3upyer 6-MII u mosToMy MOKET MPUBECTH K
CHIKEHUIO €0 KOHIIEHTPALMK B IUIa3Me KPOBHU.

BakiuHbl

HMMMmyHOAEeIpecCuBHAsA aKTUBHOCTD a3aTHONPUHA MOKET BBI3BATH ATUIINYHBIN MU IIOTEHIUAIBHO
HEeOJIarONpUATHBIA OTBET HA JKUBBIE BaKIMHBI, [I0O3TOMY JKHBBIE BAKIMHBI IPOTUBOINOKA3aHbI
NalyreHTaM, IPUHUMAIOIINM a3aTHONPUH, U B TEUCHHE 3 MECSIIEB MOCIE OKOHYAHHMS JICUCHHS.
BrioniHe BeposTHO CHM)KEHHE OTBeTa Ha yOMTble BaKLUHBI, U Takas peakuus HaOyoJanach Ha
BakLMHY MpPOTHB remaruta B y DNaMEeHTOB, MOJy4YarOIIUX KOMOMHHMPOBAHHYIO TEpAIUI0
A3aTHOINIPHUHOM U TIIFOKOKOPTHKOCTEPOUIAMHU.

bbII0 1OKAa3aHO, 4YTO CTAHAAPTHBIE TEPANEBTUYECKHE JO3bl a3aTHONPHUHA HE BBI3BIBAIOT
HEeOJIaronpusATHOrO OTBETA HA MOJMBAJIEHTHYIO BaKIIMHY IPOTUB THEBMOKOKKA, YTO OLIEHUBAJIOCh
Ha OCHOBAaHMUHM CpeJHEH KOHIIEHTPALMU aHTUKATICYJISIPHOTO CeNU(UYECKOro aHTUTENA.

Bausane OJHOBPEMCHHO Ha3HAYaCMbIX MMpErIapaToB HA a3aTHOIIPUH

Pubasupun

Pu6aBupun nHrudupyet pepmeHT nHo3uHMoHOpochaTaeruaporesazy (MMO/I'), uro mpuBoaut
K CHIDKCHHIO MPOIYKIMH aKTUBHBIX O-THOTYaHHHOBBIX HYyKJIeoTHIOB (6-TT'H) (akTHBHBIX
MeTaboInuTOB a3aTuonpuHa). CooOIIaIOCh O TSKEIOW MUEIIOCYTIPECCUU TTOCTIE OJTHOBPEMEHHOTO
NPUMEHEHHS a3aTHONIPUHA U pUOAaBUPHHA, TOITOMY COBMECTHOE TIPUMEHEHNE HE PEKOMEH TYETCSI.
Llumocmamuueckue/mMuenocynpeccushvie npenapamal

[To BO3MOXHOCTH cienyeT wu30eratb OJHOBPEMEHHOIO IPUMEHEHUs C a3aTHONPHUHOM
[IUTOCTATUIECKUX TPEnapaToB HMIIHM TpPEnapaToB ¢ MHEIOCYNPECCUBHBIM d()h(HEKTOM, TaKHX Kak
NeHANWUIAMHUH.  VIMeloTcss KJIMHWUYECKWe JaHHBIE O B3aWMOJCHCTBHM a3aTHONpPUHA U
KO-TPUMOKCA30J1a C Pa3BUTHEM I'eMaTOoJIOTHYECKUX HApYIIEHUH.

HmeroTcs cooOlieHus o ciiydasiX, HO3BOJSIOMIMX MPEANOI0KHUTh CBSI3b IeMaTOJIOTHYECKUX
HapyIIeHUN c OJTHOBPEMEHHBIM IpUEMOM a3aTHONpPHUHA " WHTUOUTOPOB

aHrnoTeH3uHnpesBpamiaroiero pepmenrta (AIID) (kanrompwu).
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3 eKT a3aTuonpuHa NPy OJHOBPEMEHHOM MTPUMEHEHHH.
Annonypunon/okcunypunon/muonypuHoi

AKTHBHOCTh  KCAaHTHHOKCHUJIA3bl ~HMHTHOUPYETCS  aJUIONYPUHOJIOM, OKCUIIYpUHOJIOM U
TUOMYPUHOJIOM, YTO COINPOBOXKIAETCA CHIKEHHEM KOHBEPCUU OWOJIIOTUYECKH AaKTHUBHOU
6-THOMHO3MHOBOMN KUCIIOTHI B OMOJIOTMYECKH HEAKTUBHYIO 6-THOYPAIMIIOBYIO KUCIIOTY.

Korga annonmypuHOI, OKCHIIYPHHOJI W/MIIM THOIYPHHOJ MPUMEHSETCS OAHOBpeMeHHO ¢ 6-MII
WM a3aTUOIPUHOM, JI03Y MOCIEIHUX CIEAYyeT CHUZUTD 110 25 % OT nepBOHAYaIbHOM.

Jpyrue uHruOUTOpHl KCAHTUHOKCH/A3bl, Takue Kak GedyKkcocTaT, MOT'yT CHH)KAaTh METabOIH3M
azaruonpuHa. OTHOBpEMEHHOE IPUMEHEHNE HE PEKOMEHYETCs, TaK KaK JaHHBIX HEIOCTATOYHO
JUISL OLIPEJIENIEHNS a[IEKBATHOTO CHUYKEHUS J103bl.

Amunocanuyunamoi

Wmetrotcst aanubie iN Vitro u in Vivo o TOM, 4TO aMHHOCAIUIMIOBBIC MIPOU3BOIHBIC (HAITPUMED,
oJicalla3uH, Mecalla3uH Wi cyibdacanasud) uHruoupyot ¢epment TIIMT, mostomy oHH
JIOJIKHBI IPUMEHSTHCS ¢ OCTOPOYKHOCTHIO Y TAIIUEHTOB, MOJIYYaIOIUX TEPAIIUIO0 a3aTUOIIPUHOM,
MOJKET MOTpeOOoBaThCcsi HEOOXOIUMOCTh B PACCMOTPEHHHM BO3MOXKHOCTH IpHUMEHeHHus Ooiee
HU3KHX 7103 a3aTHONPUHA.

Memompexcam

Merotpekcar B go3e 20 Mr/mM?, TepopanbHO  yBeNMUMBAN IUIOMAAb TIOJ  KPHUBOW
«xonnentparums-spems» (AUC) 6-MIT npumepro Ha 31 %, a MeToTpekcar B J03e 2 HIH 5 T/M?,
BHYTpuBeHHO yBennuusaia AUC 6-MII Ha 69 % u 93 % cooTBETCTBEHHO.

Hngpnuxcumad

Habmromanoch B3auMOJEUCTBHE MEXKIY a3aTUONPUHOM W HHGPIMKCHUMAOOM. Y MalMeHTOB,
MOJIyYAIOIUX a3aTHOIPHH MOCTOSIHHO, OTMEUEHO TPaH3UTOPHOE NoBbIIeHHE YpoBHA 6-TT'H n
CHIDKEHHME KOJIMYECTBa JIEHKOIMTOB B MEPBbIe HEJENHU Mociae HHPY3UH HHPIMKCUMaba, KOTopoe
BOCCTaHOBUJIOCH JI0 IEPBOHAYAJILHOTO 3HAUEHHUS yepe3 3 Mecsla.

Hetipomviweunvie 610kamopol

A3aTHONPHUH MOXKET YCUIMBATh HEHPOMBILIEYHYIO 0JI0Ka/ly, BEI3BIBAEMYIO IENOISAPU3UPYIOIIMMU
MHOpeNaKCaHTaMu  (CYKIMHUJIXOJMUH), M  MOXET YMEHbIIaTh OJIOKaay, BbI3BaHHYIO
HEACTIOSIPU3UPYIOIMMH MHOpEJIaKCaHTaMu (TyOOKypapuH, MaHKypoHusi opomun). Cuna 3TUX
B3aMMO/ICUCTBUI 3HAYUTEILHO BapbUPYET.

BausHue azaThonprHa Ha ApyTrue npernaparhbl

AumuxoazynsaHmol
Coob1maercs 0 NoAaBIeHNH aHTUKOATYISIHTHOTO 3¢ (dekTa BapdapuHa 1 arieHOKymMaposa Ipu ux

OIHOBPCMCHHOM MPHUMEHCHUHN C a3aTHOIIPHUHOM. HO3TOMy MOXKET HOTpe6OBaTLC$I YBCINYCHUC
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P OJTHOBPEMEHHOM IPUMEHEHHUH C a3aTHOMPHHOM.

pyeue 83aumooeticmeus

dypocemu in VIitro Hapymiaer MeTaOOJU3M a3aTHONpPUHA TKaHbIO MedeHH. KimHuveckast
3HAYMMOCTb ITOTO B3aUMOJICHICTBUS HEU3BECTHA.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

DdepTUabHOCTD

Crieruduueckoe BIMSHNE a3aTHONPUHA HA (PEPTHILHOCTD Y€I0BEKa HEU3BECTHO.

bepemeHHOCTD

A3aTHONIPUH W/HMIM €ro MeTaboNUThl OOHAPY>KMBAIUCH B KPOBH IUIOA M AMHHOTHUYECKOU
KUAKOCTH y KEHIINH, OTyYaloUIX a3aTHOIPHUH.

A3aTHONpPHUH NPOTHUBOMNOKA3aH OepeMEHHBIM JKEHIIMHAM WM IUIAHUPYIOIUM OepeMEeHHOCTh B
Onmkaiiniee BpeMs 0€3 TIIATeNbHOM OLIEHKH COOTHOIIEHUS CTENICHU PUCKA U TOJIb3BI.
JlokazaTenbcTBa TEpAaTOTEHHOCTH a3aTHOIIPHMHA y 4YeJoBeKa HeoaHo3HauyHbl. Kak u B ciyuyae
0001 IUTOTOKCHYECKOH XHMHOTEpaNnud, MpU TMPHEME a3aTUONpPHHA CIEeNyeT COOIoaaTh
a/IeKBaTHbIE MEPbl KOHTPALENLINH, €CIIM OJIMH U3 MaPTHEPOB MOIYy4aeT a3aTUONPHUH.

EcTb coobuienns o npexaeBpeMeHHbIX pojax U AeuuuTe mMacchl Tena AeTed, posKIACHHBIX OT
MaTepeid, MoMy4yarolluX a3aTHONPHUH, OCOOCHHO B KOMOMHALIMU C TIFOKOKOPTUKOCTEPOUIAMH.
M3BecTHO 0 caMONpPOM3BOJIBHBIX a0OPTax, BCIEICTBUE NMPUMEHEHUS a3aTHOIPHUHA JIIOOBIM M3
poauTesnen.

JlelikoneHuss W/MIM TPOMOOLUTONEHUS OINpPENeNAINCh Y HOBOPOXKJIEHHBIX, YbH MaTepH
NPUHUMAJIHU a3aTHOIIPUH Ha IPOTSKEHUH OepeMeHHOoCTH. [1oBbIlIIEeHHOE BHUMaHHE TOJIKHO OBITh
yZI€JI€HO HAOJII0IEHUIO 32 TEMATOJIOTMUECKUMH [TOKA3aTeIsIMU BO BpeMsi OE€pEMEHHOCTH.
JlakTanus

6-MII oOHapyxuBaeTcsi B TPYAHOM MOJOKE J>KEHILIUH, IOJIyYaroIllUX a3aTUONPHUH, OJHAKO
MMEIOLINECs JaHHbIE NTOKa3aIM, YTO YPOBEHb 3KCKPELMH B IPyIHOE MOJIOKO HU3KUM. Mcxons u3
OTpaHMYEHHBIX HMEIOIIMXCS JaHHBIX, PUCK JJIsi HOBOPOXKIECHHBIX/MJIAJIECHLIEB CUHUTAETCS
MaJIOBEpOSITHBIM, HO HE MOKET OBbITh UCKJIIOUEH.

HpenapaT A3aTI/IOHpI/IH IMPOTHUBOIIOKA3aH B IEPUOA T'PYAHOTI'O BCKAPMIIMNBAHUS.

4.7. BiusiHue Ha CNOCOOHOCTH YNPaBJATH TPAHCIOPTHBIMM CpeJcTBaMU M padorarh ¢
MeXaHHU3MaMH
Her  nanHBIX. Opnaxo, IIpeicKa3aTh HapylICHHE CIOCOOHOCTH YIIpaBJIATh

aBTOMOOMIIEM/ MEXaHU3MaMH, UCXOJA U3 (bapMaxonomquKHx CBOICTB a3aTUoIIprHAa, HEJIb3A.
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COOTBETCTBYET 3KCINEPTHOMY OTYETY
ot 04.1 ::::lz-'i Mz 21524 )
4.8. HexesaTeJbHbIE peaKIUH (NOCNEOOBATENEHOCTE 0001)

Haubosee 3HaunMble M0OOYHBIE PEaKLMU a3aTHONPUHA BKIIOYAIOT YTHETEHUE KOCTHOIO MO3Tra,
HanOoJiee YacTo BBIpaXKarolleecss B JEUKONCHUH, TPOMOOIMTONCHHH WM aHEMUH; BHPYCHBIE,
rpubKoBble M OakTepualbHble HWH(EKIUM; ONACHOE [yl JKU3HU IOBPEXKIECHUE IIEYCHH;
TUIIEPYYBCTBUTEIBHOCTh, CHHIAPOM CTuBeHca-/[PJKOHCOHA M TOKCHYECKHN SIHAEPMAIbHBIN
HEKPOJIU3.

Tabauunoe PE3IOME HEXKENATCILHBIX PEaKIIUI

YacToTa BCTpeuaeMOCTH MMOOOUHBIX 3PPEKTOB MPH UCIOIB30BAHUHU a3aTHONPHUHA BapbUPYETCS B
3aBUCHMOCTH OT IaTOJOTHH, CIyXallel OCHOBaHHMEM i ero HasHaudeHus. Kiaccuduxarust
HEXKeaTeIbHBIX MOOOYHBIX PEAKIMi Mo 4yacTtoTe: ouenv uacmo (> 1/10); yacmo (= 1/100 mo
< 1/10); wewacmo (> 1/1000 no < 1/100); peoxo (> 1/10000 no < 1/1000); ouenv peoxo

(< 1/10 000); uacmoma neussecmma (He MOXKET OBITh OLICHEHA HA OCHOBE MMEIOIIMXCS JaHHBIX ).

Cucrema opraHos Yacrora [To6ounbIe 3 heKThI

Hugpexyuu u unsasuu Ouenb yacTo BupycHble, rpuOKkoBble H  OaKTepHAIbHBIE
MHQEKIUK y NalMeHTOB C TPAaHCIUIAHTaTaMH,
NOJTyYaroIKX a3aTUOIPUH B COYETAaHUHU C IPYTUMHU

MMMYHOJIEPEeCCaHTaMU

Heuacto BupycHble, rpuOKkoBble H  OaKTepHAIbHBIC

HH(beKHHH Y ApYTHUX T'PYIII [TAUCHTOB

Ouensb penko I[IMJI, cBsazannas ¢ JC-supycom (Bupyc [lxoHa
Kannunrema), mocie npuMeHEHHs a3aTHOTPUHA B
COYETAaHWHU C JPYTMMU HMMYHOJIEIPECCAaHTAMH

(cm. pazgen 4.4, noapazaen «OcoOble yKazaHUs»)

Hobpoxauecmeennvie, | Penko HoBooOpa3oBanus, BKJIIOYAs
3710KauecmeeHHble u mumponponrdepaTUBHbIE 3a00I€BaHUS, PaK KOXKHU
HeymoyHeHHble (MenaHOMBI M He-MelaHOMbI), capkoMbl (Kamomm
HO0B000PA3068aHUs u He-Kanomm) u pak meiiku mMatku in Situ (cwm.
(6xnouas — Kucmvl U paznen 4.4, mogpaszngen «OcoOble yKa3aHU),
nounst) OCTPBI MUETOUIHBIN JICKO3 U MUETOAUCIIIA3HS
Yacrora I'enatonuenanbHas T-kierounas nauMdoma (cM.
HEU3BECTHA pazznen 4.4, noapaszaen «Ocobble yKa3aHus»)
Hapywenus co | OueHp yacTo YrHerenue byHKIIUN KOCTHOT'O MO3ra,
CMOpPOHbL  KpOBU U JeHKONEeHUs
auMpamuyecxor Yacro TpomboruTonenus
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

cucmembl Heuacto Alemus (NOCIEOUBATENBHOCTE 000T)
Penxo ArpaHynoIMTO3, NAHLMUTONEHUS, aIjacTUYecKas

aHeMus, MeranobiacTuyecKast aHeMMs,
SPUTPOUIHAS TUIOILIA3HS

Hapywenus co | Heuacro Peaknuy runepuyBCTBUTEIBHOCTH

cmoponbt  uMMYHHOU | OUYeHDb PEAKO Cunnpom CruBeHca-/[)KOHCOHA, TOKCHUYECKUH

cucmembl SMMIEPMaIbHbIN HEKPOIIN3

Hapywenus co | OueHsb peako OOpaTuMbIif THEBMOHUT

CMOPOHbL ObIXAMENbHOU

cucmembl, op2anos

2PDYOHOU  KIemKu U

cpedocmenust

Kenyoouno-kuweunvie | Yacto TomnHoTa

HapyueHus Heuacto [Tankpeatur

Ouenb peaxo | Ilpy TpaHCIUIaHTAaMM OPraHOB  BCTPEYAIOTCS

KOJIUT, TUBEPTUKYIIUT, mepopanus KHIICUHUKA;
IIPU BOCHAJINTENIbHBIX 3200JI€BaHUAX KUIIEYHHUKA —
TsDKeTas uapest

Hapywenus co | Heuacto Xonecras

cmoponbl  newenu  u | Pemko OnacHoe AJ1s1 KHU3HU TOBPEXKIEHNE TIEUEHU

JHCenesbl800AUIUX

nymetu

Hapywenus co | Penxo Ausonienust

cmoponbl  koxcu  u | Yactora Cungpom  CButa  (ocTpelii  (eOpUIIBbHBII

NOOKOJNCHBIX MKAHEl HEU3BECTHA HelTpodunbHbI 1epMaTo3), poToaepmMaTos

Jlabopamopnvie u | Hewacto Hapymenus aktuBHOCTH (DEPMEHTOB NIEUEHU

UHCMPYMEHMANbHbLE

OaHHble

Onmcanue OTIeNbHBIX HOO0YHBIX PEAKIINI

Hugpexyuu u uneazuu

[TanmeHTh, TMONydYalONIME Aa3aTHONPHUH OTACIBHO WM B KOMOWHAIMM C JAPYTUMHU

UMMYHOJICTIPECCAHTAMH, OCOOEHHO TJIIOKOKOPTUKOCTEPOUJAMH, TOKa3ald TMOBBIIICHHYIO
BOCIPUHUMYHMBOCTb K BUPYCHBIM, TPUOKOBBIM U OaKTepHaIbHBIM HHPEKIUAM, BKIIOYAs TSHKETYIO

WIM aTUNUYHYI0 uHOpekuuio, u peaktuBanuio VZV, rematuta B u apyrux uHOEKIHMOHHBIX
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 04.10.2024 N= 21524
(NOCNEOOBATENEHOCTE 0001)

BO30OyHTEICH.

Hobpokauecmeennvie, 310KauecmeenHvle U HeYyMOYHEeHHble HOB000PA3068aAHUs (BKIIOUASA KUCMbL U
nounsl)

Puck pa3BuTHS HEXO/DKKMHCKHX JIMM(POM H JPYTHX 3J0KaYECTBEHHBIX HOBOOOpPa30BaHMIA,
0COOEHHO paka KOKH (MeJIaHOMa U He-MellaHoMa), capkoM (Kamommu n ne-Kanomm) u paka meitku
MaTKd IN SitU MOBBIIIACTCA y MAIMEHTOB, IMOJYYarOIIUX MMMYHOJCIPECCAHThI, OCOOCHHO Y
PEIUIHUEHTOB TPAHCIUIAHTaTa, TOMYYalolINX arpeccuBHOE NedeHue. [loaToMy Takasl Tepamus
JOJDKHA TOJZICP)KUBATBCS HAa CaMOM HHU3KOM 3¢ (GEeKTUBHOM ypoBHE. [IOBBINICHHBIN pHCK
pa3BUTHs HEXOKKMHCKUX JTUM(OM y MAIMEHTOB C PEBMATOHMIHBIM apTPHUTOM, MOTYYarOIIUX
UMMYHOJCTIPECCAHTHI, TI0 CPABHEHUIO C HACEJICHUEM B 11€JI0M, TI0-BHIMMOMY, YaCTUIHO CBSI3aH C
caMHM 3200JIC€BaHUEM.

OtmedeHbl peAkue cooOleHusT 00 OCTPOM MHUEIOUAHOM JIEWKO3€ U MHUEIOAUCIIA3UIX
(HEKOTOPBIE U3 KOTOPBIX CBS3aHBI C XPOMOCOMHBIMH aHOMAJIHSIMH).

Hapywenus co cmopoHbl Kposu u tumgpamuieckoli cucmemyl

A3BaTHONIPUH MOKET BBI3BIBATH 00OPATUMOE JJ0303aBUCHMOE YTHETCHHUE (YHKITUH KOCTHOTO MO3Ta,
Yarie BCEro MpOSIBIISIONICECs JICUKONCHUEH, HHOTa aHEMHEH U TPOMOOILMTOIICHUEH U PEIKO
arpaHyJolMUTO30M, AHIIUTONIEHUEH U aljIacTUYECKO aHeMue. IT0 0COOEHHO XapaKTepHO s
MAIUEHTOB, MPEIPACIIOIOKCHHBIX K MHUCIOTOKCHYHOCTH, HampuMmep, ¢ aedunutomM ¢epMeHTa
TIIMT, mo4ye4HOl U MEYEHOYHON HENOCTATOYHOCTHIO M Y MAILMEHTOB, Y KOTOPBIX HE yJIallOCh
CHHM3UTb JI03Y a3aTHONPUHA ITPH OJTHOBPEMEHHOM €r0 MPUEME C AJUIOITYPHHOJIOM.

OOpatuMoe /10303aBHCHMOE YBEIWYEHHE CpeTHEro o0beMa KIETOK KPOBU M COJIEpKaHUS
reMOTJIOOWHA B PUTPOIMTAX BCTPEIATIOCH ITPH MPUEME a3aTHOIIPHHA.

HaGOmromanuce  Takke  MerajaoONacTHBIE W3MEHEHUS KOCTHOTO MO3ra, HO  TshKelas
Merano0iacTuyecKas aHeMUs U SPUTPOHIHAS THIIOIUIa3Us BCTPEUYAIOTCS PEAKO.

Hapywenus co cmopoHbl uMMYHHOU CUCmembl

[Tpy mpUMEHEHWM a3aTHONPUHA WHOTJA Pa3BHBAIOTCS HEKOTOPBIC KIMHUYECKHE IPOSBICHUS
UMOCHHKPA3Wd KaK YacTh CHHIPOMAa THIIEPYYBCTBHTEIbHOCTH. K HHM OTHOCATCS oOmas
c1aboCTh, TOJIOBOKPYXKEHHE, TOUIHOTA, PBOTA, IUApes, JIMXOpaaka, 03HOO, SK3aHTEMa, CHIIb,
BAaCKYJIHUT, MHAITHH, apTpPaJTUd, HapylleHus (QYHKIUU TOYeK M TI€UYEeHHU, CHIDKEHUE
apTEepUaTbHOTO JIABJICHUS M XO0JIECTa3.

Bo MHOruX ciydasx aHajiu3 IMOKa3aJl B3aUMOCBSI3b 3THX CHMIITOMOB C IPHEMOM a3aTHOTPHHA.
Hememniennass oTMeHa a3aTHONpUHA W, MPU HEOOXOIMMOCTH, HAa3HAUEHHUE MOJJIEPKUBAIOIIEH
reMOJUHAMHUYECKON Tepanuu MPUBOAMIN B OOIBIINHCTBE CIy4aeB K BHI3TOPOBICHHUIO.

Hannuaue BBIpaXEHHBIX MPOSBICHUH OCHOBHOTO 3a00JICBaHHMS B OYCHb PEIKUX CIIyJasx

IMPUBOJUIIO K JICTAJIBHBIM HCXOJaM.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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B cinywae pa3BuTHs peakuuid TUIIEPUYYBC rBuTenEHOC T | Gid - %é‘a%%';r L -II_-IEC%;CQ)E&/IMO

WH/IMBUYaJIbHO OIICHUBATh BO3MOXKHOCTb JaJIbHEHUIIETO MPOAOIDKEHHS TEPATTUH.
Kenyoouno-kuweunvie napyuienus
HexoTopble marueHTs! UCIBITHIBAIOT TOIHOTY MPY MEPBOM IIPUMEHEHHH a3aTHONPHHA, KOTOPAst
yYMEHBIIAETCs IPU IpUeMe Ipernapara rnocie epl. OTHaKo MprueM a3aTHONPHUHA TOCIIE €/1bI MOXKET
CHHM3HUTH BCAaChIBAaHHE, IO3TOMY IIPH MIPUEME Ipernapara TaKUM CIIOCOOOM CIIEAYyeT PacCMOTPETh
BOIIPOC O MOHUTOPHUHTE T€PANEBTUIECKOH 3()(hEeKTUBHOCTH.
Cepbe3Hble OCI0KHEHHUS, BKIIOYAIOIINE KOJHT, AUBEPTHKYIIUT U ephOpaLnio KUIIEYHUKA, ObLIH
OIMCAaHBl Yy PELUUIHMEHTOB TPAHCIUIAHTATOB OPraHOB, IOJIYYAIOUIMX HMMYHO/EHPECCUBHYIO
tepanuto. OIHAKO 3THOJOTHS STHX OCIOKHEHHH eIle He YCTaHOBJEHA, W, BO3MOXKHO, UX
BBI3BIBAIOT BBICOKHME 03Bl INIIOKOKOpPTHKOCTepounoB. CooOmanoch o TsKeIol auapee,
BO3HHKAIOIICH MPH IMOBTOPHOM INPHMEHEHUH a3aTHONPHHA Y MAIMEHTOB C BOCIIAIHTEILHBIMH
3a00JIeBaHUSAMH KHIIEYHHUKA. [Ipy IeUeHNN TaKUX MalEeHTOB CIIEAYET YYUTHIBATH BO3MOKHOCTD
TOTO, 9TO 0OOCTPEHHE CUMIITOMOB MOXKET OBITh CBS3aHO C JIEKAPCTBEHHBIM MTPETIAPATOM.
Coo0manoch O MaHKpeaTUTe y HEOONBIIOr0 MPOLEHTA MAlUEHTOB, IMOIYYAIOIIUX TEPAIHIo
a3aTHONPHHOM, OCOOCHHO Yy MAalMEHTOB C TPAHCIUIAHTAIMEW IOYKHM M Yy NAlHUEHTOB C
BOCHAJIUTEIBHBIMU 3200JI€BaHUSIMU KUIICYHUKA.
Hapywenus co cmoponul neuenu u s#ceniesvbleoo0auux nymei
Coobmanocr 0 xojecraze M yXyIINIEHUH (YHKIUH TI€YEHH, CBA3aHHBIX C Tepamuei
a3aTHOIPUHOM, KOTOpbIE OOBIYHO OBLIM OOpAaTUMBI [TOCIE OTMEHBI IIpenapara. IT0 MOXKET ObITh
HPOSIBIIEHUEM PEAKIMM TMIIEPUyBCTBUTEILHOCTH.
Penxoe, HO omacHOe ISt )KU3HU MTOBPEXKICHUE MTEUeHHU, 00YCIIOBICHHOE [UTHTEIHHBIM BBEJICHHEM
a3aTHONPHHA, OBUIO OMICAaHO B OCHOBHOM Yy MAIIMEHTOB C TPaHCIUIAHTaTaMu. | mcTomorndeckue
JTaHHbIE BKJIIOYAIOT PACIIMPEHHE CHHYCOMJIOB IEYEHH, IMEeNHO03 IMEYEHH, BEHOOKKIIIO3MOHHYIO
00J1€3Hb 1 Y3JIOBYIO per€HepaTUBHYIO TMITEpILIa3nio. B HEKOTOPBIX ciiyyasiX OTMEHa a3aTHONPHHA
NPUBO/MJIA K BPEMEHHOMY HIIM TIOCTOSHHOMY YIIYUIICHWIO THCTOJIOTHUECKUX W3MEHEHHWH M
CHUMITTOMOB.
Hapywenus co cmopoHbl KodicU U NOOKONMCHBIX MKAHel
Y HEKOTOPBIX MALMEHTOB, MOJYYaBIIUX a3aTHONPUH U IPYrHe UMMYHOAETPECCAHTHI, OTMEUYEHO
BBHIMTAJICHWE BOJIOC. BO MHOTHMX CiydasX BBINIQJICHUE BOJIOC TIPEKpAIIaeTcs, HECMOTps Ha
IPOJIOJKEHHUE TEPAITHH.

eTu
Oskujaercs, YTO 4acTOTA, TUI U TSKECTh MOOOYHBIX PeaKkLui y 1eTei OyayT TaKUMH Ke, Kak U Y
B3POCIIBIX.

Co0011eHne 0 M0I03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX
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BaxkHO C€OOOmAaTE O TOJO3PEBAEMBIX HE enmenﬂﬂ'ﬁi-‘-w%{ EhbtHe Bérﬁc%ﬂa'unn

JICKapCTBEHHOTO TIperapara ¢ melbio 00ecreYeHrus HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«oNb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeauIuHCKUM pabOTHUKAM PEKOMEHIYeTCs
coo0IaTh O JIIOOBIX MOJI03PEBACMbIX HEXKENATEIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHS O HEXKEIATeNbHBIX PEaKIHUSIX IOCyIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccniickas @enepanys

OenepanibHas ciryx0a 1o Hax30py B cdepe 3apaBooxpanenus (Poc3apaBuanzop)

109012, r. Mocksa, CnaBsiHCKas mowmajsp, 1. 4, crp. 1

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

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Cailt B UHGOPMAITMOHHO-TEIEKOMMYyHHUKAITIOHHOM cetu «HTepueT»:

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

4.9. llepeno3npoBka

CuMOTOMBI

Jucnencuueckue  SBJICHHS, MNAHIUTONEHUS, TIOBBIINICHUE AaKTHUBHOCTHU  <«IICYEHOYHBIX)
TpaHCAaMWHA3, THUNEePOWITUpyOnHeMus. VI3bs3BlieHHE HA CIM3HCTOH O000JOYKE TJIOTKH,
KPOBOIIOJATEKH M KPOBOTEUEHHUSI — O3TO TJABHBIE CHUMIITOMBI JEMPECCUU KOCTHOTO MO3ra,
BO3HUKAIOIIEH B pE3yNbTaTe MEPEeI03UPOBKU a3aTHOMPHHA, KOTOPHIE JOCTUTAIOT MaKCHMyMa
nocne 9-14 nueil mpumenenus. Mx mosiBiaeHune Ooniee BEPOSATHO MPU XPOHUYECKOH, YeM TMpHU
OCTPOU OJTHOKPATHOM NEPEAO3UPOBKE.

Coo0mraercst 0 marMeHTe, KOTOPBIM TPHUHSI OJHOKPATHYIO CBEpXI03y 7,5 T a3zaTHONpHHA.
HemenneHHBIMU TOKCUYECKUMU MPOSIBICHUSMHU 3TOU CBEPXA03bI OBLITU TOITHOTA, PBOTA U AUAPES,
a 3aTeM HeOoubIas JeMKONeHUs U JIeTKHe HapylieHus GyHKINH eueHu. Bri3nopoBieHue ObL1o
HETOJTHBIM.

Jleuenue

[TpomeiBanwme xenynka. Crnenuduieckoro aHTUA0Ta He cymiecTByeT. Heooxoaumo mocneayromiee
HaOII0/IEHUE C TeMATOJIOTHYECKIM MOHUTOPUPOBAHHEM, YTOOBI OKa3aTh OBICTPYIO MOMOIIbL MPH
pPa3BUTHU TOOOYHBIX peakmuil. DP(PEKTUBHOCTh AWa3a HEW3BECTHA, XOTS a3aTHONPUH

HYaCTHYHO BBIBOJHUTCA C IIOMOIINBIO I'€MOaHAIN3a.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

(DapMaKOTepaHeBTI/I‘lCCKaSI rpyimmna: MMMYHOACIIPECCAHTDI; APYTHEC UMMYHOACTIPECCAHTBI
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 04.10.2024 N= 21524
Kon ATX: LO4AX01 (NOCNEOOBATENEHOL

Mexauusm aericteus U dpapMakoauHamMudeckue 3hheEKTEI

A3zatMonpuH — 3TO HMHJA30JIbHOE Hpou3BoAgHOEe 6-MII, KOHKYpPEHTHBI aHTaroHUCT
TUIIOKCAHTHHA, 10 XUMUYECKOMY CTPOCHUIO U OMOJIOTUYECKOMY JIEHCTBHUIO OJIM30K K TyPUHOBBIM
OCHOBaHUSIM; OKa3bIBa€T MMMYHOJEIPECCUBHOE W LIUTOCTaTUYecKoe JeicTBue. Brirouasch B
METa0OJIMUECKUE peaKIMH, HapyliaeT CHHTE3 HYKICHHOBBIX KHCIOT, KOHKYpUPYET C
TUTIOKCAaHTHHOM W TYaHMHOM 32  THIIOKCAHTHUHTYyaHUH-(ocopudbosmiTpanchepasy,
MEePEBOJISIIYIO IMypUHETON B THOMHO3MHOBYIO KucioTy (THUK). TUK nmomaBmsieT psn peakuuii ¢
yagactueM wuHO3MHOBOW kucioTel (MK), Bkmrouas mnpeBpamenue MK B KCaHTHMHOBYIO U
aJICHWIOBYIO0 KUCIIOTHL. B xoxe merunuposanust TUK, obGpasyercs meTtabonut, GIOKUPYIOMIUI
riyTaMuH-5-pocpopudosunmupodochar amunorpanchepasy — GepMeHT, HHUITUUPYIOUIHHA TyTh
MypUHOBOTO CHHTE3a pUOOHYKIICOTUIOB. B CBsI3U € moTepeit cnocoOHOCTH KJIETOK 00pa30BbIBATH
THUK, BO3MOXHO pa3BUTHE PE3UCTEHTHOCTH OIMYXOJIEBBIX KIETOK K a3aTHUONpPHUHY.
HNmmyHOnenpeccuBHOE JIeHCTBHE 00YCIOBICHO THUIOIUIA3Uue TUM(OUIHON TKaHU, CHUKCHUEM
Koim4yecTBa T-TUMQOLMTOB, HapyIIEHHEM CHHTe3a lg, TOSBICHHWEM B KpPOBH ATHIIMYHBIX
(baronuToB M MOJABJICHHEM KJIETOYHO-OMOCPEIOBAHHBIX AJJIEPrUUYEeCKUX peakiuil. B cpaBHeHUN
C MEpPKaNnTOMypUHOM UMMYHOJEIIPECCUBHOE JICHCTBHE BBIPAYKEHO OTHOCUTENIBHO CHIIbHEE (Ipu
MEHBIIICH ITUTOCTATHYCCKOW akTUBHOCTH). B Oombpmmx mo3ax (10 Mr/kr) yraeraer (yHKITHIO
KOCTHOTO MO3T'a, TIOJaBIISIET MPOIH(Eparnio rpaHyI0UTOB, BBI3BIBACT JICHKONCHHIO.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

Abcopbrus

A3aTHONPHUH XOPOLIO BCACHIBAETCS B BEPXHUX OTJENAX JKEIYAOUYHO-KUILIEYHOro TpakTa. CpenHsas
OTHOCHTENBHAs OnomocTymHOCTh 6-MI1 Obita mpumepHo Ha 27 % HWKe Mocye mprueMa ¢ muIei
U MOJIOKOM TII0 CpPaBHEHUIO C TPUEMOM HaTollak. Bpems JOCTH)KEHUS MaKCUMallbHOW
KOHIIeHTpanuu — 1-2 Jaca.

Pacnpenenenne

CBs3p ¢ Oenkamu 1u1a3Mbl — HU3Kasl. [IpoHuKaeT yepes MialeHTy, HAKalJIuBaeTCsl B TPYIHOM
MoJioke. CpegHeTepaneBTHUYECKHE 1036l CO3Jal0T B KPOBH OUEHb HU3KUE KOHLIEHTpaLUU (MEHEe
1 MKI/MIT), HEe KOPPEIUPYIOLIUE C BBIPAXKEHHOCTHIO U MTPOAOIKUTEIBHOCTHIO 3 (eKTa.

buorpancdopmarms

[Tocne «mepBOro MNpOXOXKIEHUS» uepe3 MedeHb Meradbonusupyercs B 6-MII (akTuBHBIN
MeTaboJMT), OBICTPO 3aXBaTbIBaeTCs M3 KPOBU TKaHAMU. OKHUCICHHWE U METHWIMPOBAaHUE — B
IIEUEHH, DHPUTPOIMTAX C oOpa3oBaHHeM (PApMaKOJIOTMUECKH HEAKTUBHOTO METaboJHTa
(6-ToMoOUeBas KUCIIOTa) TOJ] BO3/IeiiCTBUEM KcaHTHHOKCHa3bl. [Tepros nonysbiBeneHus (T12) —

4-6 yacos.
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OIMMUHALNS

A3aTHONPUH MPEUMYIIECTBEHHO BBIBOJUTCA B BHJE O-THOYpALMIOBOM KHUCIOTHI Moukamu. B
MOY€ TaK)Xe OIpEICNsieTCs] B HE3HAUUTEIbHOM KOJUYECTBE |-MeTHII-4-HUTPO-S-THOMMHUIA30.
Tonpko HEOONBIIOE KOJUYECTBO MPUHATON 03Bl a3aTHONpPHHA BBIBOAUTCS IOYKaAMHU B
HEU3MEHEHHOM BHJE. YJalseTcss MNpU NPOBEACHUM TeMOJuan3a, OBICTPO HCYE3aeT U3
KPOBEHOCHOTO pycJa.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmoi ¢ HapyweHuem QyHKyuy novex
HccnenoBanus ¢ a3aTHONPUHOM HE TIOKa3allu pa3inuuuii B papmakokuHetuke 6-MII y manueHToB
C ypeMHEHN II0 CPaBHEHHUIO C NMAalMEHTAMM C TPAHCIUIAHTAlMEed Nodku. Ilockonbky Manao 4ro
U3BECTHO 00 aKTUBHBIX METabOJIMTaX a3aTHOINpPHUHA NPU HAPYIICHUH (PYHKIMH MOYEK, CIEAYEeT
PaccMOTPETh BOMIPOC O CHUKEHHUH JI03bI y MAIMEHTOB C HApYIIeHHEM (DYHKIIMU MOYEK.
A3aTHONPUH W/WIM €r0 METAa0OJIUTHI BHIBOJATCS MPH reMoauanuse, npudeMm mnpumepHo 45 %
PaAMOAKTUBHBIX META0OJIUTOB BHIBOJIUTCS IIPU JUAJIN3€ B TEYEHHUE § YACOB.
THayuenmoi ¢ HapywieHuem yHKYuU neveHu
HccnenoBanue hapMakOKMHETHKHU a3aTHONPHUHA ObUIO MPOBEICHO B TPEX IPYMIax MAlUEeHTOB C
TpaHCIUIaHTAIMel mouku: O6e3 3a00eBaHui eYeHH, C IEYCHOYHON HEeIOCTaTOYHOCThIO (HO 0e3
LUPpO3a) U C IEYEHOUYHON HEJ0CTaTOYHOCTHIO U LIUPPO30M INeueHU. Pe3ynbrarhl uccieroBaHus
nokasanu, 4yto BoszaeiictBue 6-MII Obuto B 1,6 pa3a Bbllle y MAUEHTOB C IEYEHOYHOMH
HEJOCTAaTOYHOCThI0 (HO 0e3 muppo3a MevyeHu) U B 6 pa3 BhIIIE Y MAUEHTOB C MEYECHOYHOM
HE/I0CTaTOYHOCTHIO U LIUPPO30M MIE€UEHH 110 CPABHEHUIO C allMeHTaMu Oe3 3a00J1eBaHNi TEYEeHH.
[ToaTomMy cienyeT paccMOTpeTh BONPOC O CHUKEHMM JI03bl a3aTHONpPHHA Yy NAIMEHTOB C
HapylieHneM (QyHKIUU eUYEHHU.

€TH
Jlemu ¢ uzbvimounoil maccoi mena
B xmuHMueckom wuccnenoBanuu 18 gereit (B Bospacte oT 3 go 14 n;er) monydanu
noanepkuBaroniee jedeHne 6-MII, um 1no3upoBKa paccuuThIBadach HUCXOAS W3 IUIOLIAIU
nosepxHoctu Tena. Cpeanee 3HaueHne AUCo-» 6-MII B rpynme Beilie 75-r0 MpOLEHTUIS MO
Mmacce Tena Obl1a B 2,4 pa3a HUXKe, YeM B TPYIIE HUXKeE 75-T0 MPOLEHTUIIS [0 ATOMY MOKa3aTelo.
[ToaTromy nerssM ¢ U30GBITOYHOM Maccoil Tela MOTYT IMOTpeboBaThCsi 00jiee BBICOKHE J03bI

a3aTUOIIpHHA, ITPU 3TOM PECKOMEHAYCTCA TIHaTeHBHBIfI MOHHUTOPHHT OTBE€TA HA JICUCHUC.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

AsaTHonpuH, 25 MT, KarcyJybl
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Cooepoicumoe kancynol
JlakT03BI MOHOTHIPAT
Kpaxmai kykypy3HbIid
Kanbuus creapar
KpocnoBugon
Kenarunu

Kancyna

Kopnyc kancynwi.

Turana quokcun (E171)
Kenarun

Kpvuueuxa kancynvi.

Kpacutens xuHOIMHOBBIN skenThiid (E104)
Kpacutens comueunslit 3akar sxentoiid (E110)
Turana quokcun (E171)

Kenarun

Asatronpud, 50 Mr, KancyJbl

Coodeporcumoe kancynol
JlakT0361 MOHOTHApAT
Kpaxmai xykypy3HbIit
Kanbuus creapar
KpocnoBuon
Kenarun

Kancyna

KODI’IVC Kancyiol.

Turana quokcun (E171)
Kemarun

Kpuvuueuxa xancynoi:

Kpacurens xunonuHoBbIi xentoiii (E104)
Kpacurensb conneunsiit 3akat sxentsiii (E110)
Turana nuoxeun (E171)

Kenarun

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rognocTu (CpOK XpaHeHus1)

3 roxa.

COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 04.10.2024 N= 21524
(NOCNEOOBATENEHOCTE 0001)
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ot 04.10.2024 N= 21524

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH X anenni |OCNIEQOBATENEHOCTE 0007)

XpaHuTb Npu Temrneparype He Bbiie 25 °C B KapTOHHON yIIaKoBKe (M1ayke).

6.5. XapakTep u cofep:kaHue NEPBUYHOH YIIAKOBKH

ITo 7, 10, 14 1 15 xancyn B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY M3 IJICHKHU MOJTMBUHWIXJIOPUIHON
1 (OB ATIOMHUHUEBOM IMEUYaTHOMN JIAKHPOBAHHOM.

1, 2, 3, 6 KOHTYpHBIX SYEHKOBBIX YNAaKOBOK BMECTE€ C HHCTPYKLMEH I10 MEIHULHUHCKOMY
MPUMEHEHUIO (JIMCTOK-BKJIA/IBIII) TOMEIIAIOT B KAPTOHHYIO YITAKOBKY (TIAUKY).

6.6. OcoOble Mepbl MNPEeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJIYYeHHBbIX IIOcjle NPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUIMYJIALIUHU ¢ PenapaToM

Becb ocraBmmiics 1eKapCTBEHHbIN IIpenapaT U OTXO/bI CIEAYET YHUUTOXXKATh B YCTAHOBICHHOM

MopAaKe.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccus

000 «ATomn»

445351, Camapckas o0:., r. XKurynesck, yiu. ['mapoctpourenei, . 6.

7.1. IlpencraBuTeNb AepKATeNs PErHCTPANMOHHOIO YA0CTOBEPEHHUS

IIpereH3uu HOTD66I/ITCJ'IGI‘/‘I HarpaBJIATh 11O aApPECy.

Poccus

000 «O308»

445351, Camapckas 0011., T.0. XKurynesck, 1. XKurynesck, yi. ['uapoctpoureneid, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JATA TNEPBUYHOI PETMCTPALIMUA (IIOATBEPKIEHMS
PETMCTPALIMM, TEPEPETUCTPALIAN)

JlaTa niepBoii perucTpanuu.

10. JATA IEPECMOTPA TEKCTA
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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OOmias  XapakTepHUCTHKA  JIEKaPCTBEHHOTO npenéﬂzgg:l EQ&%%B%H#HC;I%E%% ! Ha

UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO CO03a B HH(POPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.
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