COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 10.05

OBILASI XAPAKTEPMICTHKA JIEKAPCTBEHHOF O TIPEITAPATA “/04)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI' O ITPETIAPATA

MoxkconuauH, 200 MKT, Tab/ieTKH, TTIOKPBIThIE TIEHOYHON 000/I0UKOM.

2. KAUECTBEHHBIN 11 KOJINYECTBEHHBIN COCTAB

[JencTByollee BeleCcTBO: MOKCOHU/IUH.

Kaxkzmast Tabsietka copep>xut 200 MKT MOKCOHHU/IMHA.

[TonHbIl TTepeyeHb BCIIOMOTraTeIbHbIX BellleCTB MpHBe/ieH B pasjerne 6.1.

3. JTEKAPCTBEHHAS ®OPMA

TabsieTKH, TOKPHITHIE TVIEHOUHOW 000I0UKOM.

TabneTky, TIOKPBIThIE TIJIEHOUHOW 000JI0UKOM, KpYT/ioi (OpMbI, [IBOSIKOBBITYK/IbIe, TIOUTH
Oesoro 1BeTa.

4. KKIMHNYECKUWE JAHHbBIE

4.1. IToka3aHus K NPUMEHEeHHUI0

[Ipenapat MOKCOHUZMH TOKa3aH K IPUMEHEHWI0 Yy B3pPOC/IbIX B Bo3pacTe OT 18 ser mpu
apTepyaIbHOM TUIEepPTeH3UH.

4.2. Pe)xuM {03UPOBAaHUS M CIIOCO0 TPUMEHEeHHS

PexxyiM 1031poBaHus

HeobxoavmMa wHMBHAYa/ibHasi KOPPEKLYs CyTOUHOU [103bl B 3aBUCHMOCTH OT TE€PeHOCHMOCTH
MalyeHTOM MPOBOJAWMOM Tepanuu.

B OonblmMHCTBe (/yyaeB HauajsbHas [i03a Tiperapata MOKCOHMIWH COCTaBJIsieT
200 MKT B CyTKH.

MakcrmManbHast pa3oBast fo3a coctaBsieT 400 MKT.

MakcrmMasbHasi CyTOouHas [03a, KOTOPYIO CJ/ieflyeT pa3ze/UuThb Ha 2 ripueMa, cocTtasiisseT 600 MKr
(mnst obecnieueHusi J03UPOBKU MOKCOHMAWHA 300 MKr HeoOXOAMMO TIpUMeHeHHe TIperapaToB

JPYTHX TIPOM3BO/INTE el B COOTBETCTBYHOIIIEH 03UPOBKe).

Ocobble rpyIIel DAIMEHTOB:

IMayueHmbl ¢ HapywieHuem pyHKYUU nouex

[MaieHTaM C TIOUEYHON HEJOCTaTOUHOCThI0 PEKOMEHZYeTCSI OCTOPOXKHBIM TMoZA60p /035,
ocobeHHO B Hayase neueHus. HauasnbHasi o3a fo/mkHa coctaBisaTh 200 MKT B cyTKU. B ciyuae
HEOOXOJUMOCTH Y TPU XOpOIllel TepeHOCHMMOCTH CYTOYHasi /l03a Tiperapata MOXXeT OBITh
yBenruueHa MakcuMyM 0 400 MKT /i NMalydeHTOB C YMEPEeHHOM MOYeuHOM He0CTaTOUHOCThIO
(xmupeHc kpeatnHuHa (KK) B untepBane 30-60 ma/MuH) u 300 MKT 4151 TAaLIMEHTOB C TsDKeI0U

royeuHoit HefocTtaTouHOCTHIO (KK MeHee 30 myi/MuH) (cM. pa3gensl 4.4. u 5.2.).
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IMayueHmb! ¢ HapywieHuem ¢pyHKYuU neyeHu

Koppekiusi 10361 7151 TAL[IEHTOB C NeUeHOUYHOW HeJJOCTaTOYHOCTEIO He TpebyeTcs..

INayuenmnl, HaxoOdsawWuecs Ha 2zemoouanu3se

HavanbHast pfmo3a /1 [alMeHTOB, HaxOJSALMXCS HAa reMoOAManv3e, COCTaBJ/sieT
200 MKT B CyTKH. B cyuae HeoOX0AMMOCTH U TIPH XOPOILIeH epeHOCMMOCTH CyTOUYHast f03a JJist
JTAHHOM KaTeropuu MarjieHTOB MOXKeT ObIThb yBe/MueHa /10 MakcuMasabHoH 400 MKT (cM. pa3szen

5.2.).

JleTu ¥ IOAPOCTKU B Bo3pacTe oT 0 1o 18 jieT

Be3omnacHocth U 3ddexkTriBHOCTE MOKCOHUMHA Y feTeit B Bo3pacTe oT 0 0 18 jieT Ha JaHHBIM
MOMEHT He YCTaHOBJIeHHBI (CM. pa3zien 5.2.).

MOoKCOHUAWH TIPOTHBOIIOKAa3aH y JieTeli B Bo3pacte oT 0 fo 18 sieT (cm. pa3zen 4.3).

Cnocob rpruMeHeHus

BHYT]_)B, He3aBHCHUMO OT IMpHUeMa IHIIH, 3dalliBadA JOCTATOYHBIM KOJ/IMUeCTBOM BO/JHI.

4.3. IIpoTuBONOKa3aHUA
*  ['unepuyBCTBUTE/NBHOCTb K MOKCOHH/IMHY W/ K TF0O0MY 13 BCIIOMOraTe/IbHbIX BeIeCTB,
repeurc/ieHHbIX B paszese 6.1;
e  CuHapoMm (y1abOCTH CHHYCOBOTO y3/1a WA CHHOATpHaibHast 0/10Kafa;
*  BripaxkeHHas Opasaukapaus (uactota cepfeunbix cokpaijeHuii (HCC) mokosi MeHee
50 ya/mMuH);
*  ArtpuoBeHTpuKy/sipHas 6/okazga II u 111 creneny;
*  Octpas u XxpoHudeckasi cepieuHast HefoctatouHocTh (III 1 IV dyHKUMOHANbHBIN Kacc
o knaccudukaiuu NYHA);
*  AHIMOHeBPOTMYECKUM OTeK B aHAMHe3e;
¢  Tskenas neuyeHoOYHast HeJOCTATOUHOCTD;
e [lepuop rpyAHOro BcKapM/auBaHus (cM. pasgen 4.6.);

e  Jlerckuii Bo3pacT f0 18 net (cM. pa3gensl 4.2. u 5.2.).

4.4. Oco0ble yKa3aHus ¥ MepbI PeJ0CTOPO)KHOCTH NMPHU MPUMeHeHUH

Bo Bpemsi neuenusi miperapatoM MOKCOHHW/MH Y TiallieHTa HeOOXOAMMO KOHTPOJMPOBATh
apTepuaabHoe faaByieHue (A/l).

CrnenyeT C OCTOPO)KHOCTBIO Ha3HauaTh Mpernapar rnpu:

- aTPUOBEHTPUKY/ISIpHOM O/10Kaie I cTerneHu (PUCK pa3BUTHs OpaguKapaun);

- 3abo/ieBaHMsIX KOPOHApPHBIX apTepuii (B TOM UuHC/ie UIIeMUYeCKOW Oosie3Hn cepana,

HEeCTabW/IbHOM CTEHOKap/MU, PAHHEM MTOCTUH(MAPKTHOM TepUoe);
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cuHzpoM PeliHo);

- SMUJIENCHY;

- 6ose3nu [TapKUHCOHa;

- Jlerpeccuy;

- [71IayKOMe;

- yMepeHHol mnouyeuHor HejocrtatouHocT (KK 30-60 mi/MMH, KpeaTWHHH ChbIBOPOTKU
105-160 Mkmouib/n) (cM. pasgenst 4.2. 1 5.2.);

- [IeYeHOYHO!M Hel0CTaTOYHOCTH;

- bepemeHHOCTH (CM. pa3zen 4.6.).

IIpy HeoOXOAMMOCTH OTMeHbI OJHOBPEMEHHO TIPUHUMAaeMbIX OeTa-aJpeH00/I0KaTOPOB M
niperapata MOKCOHU/JWH, CHayajla OTMEHSIFOT OeTa-aJpeH00I0KaTOPhI 1 NI Yepe3 HeCKOJIbKO
Her MOKCOHU/MH.

B Hacrosiiiiee BpeMsi HeT TIO[TBEP)KJEHWM TOro, uTO TIpeKpallleHWe TpHeMa IiperiapaTa
MOKCOHUJWH TIPUBOAUT K TOBbILIeHHI0 AJl. OfHaKO He peKOMeH[yeTCsl MpeKpallaTb MpueM
ripernapata MOKCOHU/IMH Pe3KO, BMECTO 3TOr0 CJieflyeT MOCTeNeHHO yMeHbIaTh 403y MpernapaTa
B TeueHue JIByX HeJlesb.

Y MalueHTOB MOXXU/IOT0 BO3PAaCcTa MOXKET ObITh MOBBIIIIEH PUCK PA3BUTUS CEPJIEUHO-COCYAUCTBIX
OCJIO’KHEHWM BCJ/IeZICTBUE TIPUMEHEHHsI TUIIOTeH3WBHBLIX TperapaTroB, I103TOMY Teparivio
niperiapaToM MOKCOHUJMH C/le[lyeT HauMHaTh C MUHUMa/IbHOM 103bl (CM. pa3zen 5.2.).

B moctmapkeTuHroBoM Habr0ieHUM 3apUKCUPOBaHbI CTyd4ad aTPUOBEHTPUKYJISIPHOM OI0Kazibl
pa3/IMUHOM CTeMeHW TsHKeCTU Y TAlMeHTOB, MPUHUMAKOIINX MOKCOHHUAWH. CBSI3b MeXAy
MpYeMOM MOKCOHM/IMHA U 3aMe/[[/IeHeM aTPUOBEHTPUKYJIIPHON MPOBOJUMOCTH He MOXKeT ObITh
MOJTHOCTBIO WMCK/fOYeHa. TakuM o0pa3oMm, TMpW JieUeHWM TAl[UeHTOB C BepOSITHOM
TIPeJPacrioNiOXKeHHOCTbI0 K Pa3BUTHIO  aTPUOBEHTPUKYJ/SPHOW OJIOKa[bl  PEKOMEHyeTCs

CO6J'II-O,E[8TL OCTOPOXHOCTbh.

4.5. B3auMopeiicTBHMe C /JPYrHMH JIeKAQDCTBEHHBIMH TMpernaparaMd W Jpyrue BH/bI
B3aMMOJAEHCTBUSA
¢ TpuLMK/IUUeCKHWe aHTHAETIPeCCAHTbl MOTYT CHWXKATb 3(PQPeKTUBHOCTb TUIIOTEH3UBHBIX
CPeJCTB 1IeHTPa/JbHOTO [eWlCTBUs, B CBA3M C UeM He pPeKOMeHJyeTCs WX TpueM
COBMECTHO C MOKCOHM/IUHOM.
¢ MOKCOHUAUH  MOXeT  yCWIMBaTb  CeJaTWBHOe  JIeHCTBUe  TPHUIMK/IAYEeCKUX
AHTHZIETIPECCAHTOB (HeobxoAMMO n3beraTh COBMECTHOTO Ha3HAuYeHMs]),

TPAHKBW/IN3aTOPOB, 3TdHOJI4, C€JaTUBHBIX U CHOTBOPDHLIX CPEACTB.
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* MoOKCOHU/IMH CrIocOOeH yMepeHHO YJyHILaThb ol hiabrichebie E'KO-FEMHBIE yh mﬁm y

TNaljeHToB, MOIYYatoL[uX J0opa3ernam.

¢ MOKCOHUAWH MOXXeT YCHIMBaTh CeAaTUBHBbIN 3((eKT Mpou3BOHBIX OeH30AMna3ernrHa
TIPY UX OJ[HOBPEMEHHOM Ha3HaUeHUH.

e CoBMeCTHOe TIpUMEHeHWe MOKCOHWJMHA C JPYTMMH THIOTEH3UBHBIMHU CpeCTBaMHU
TIPUBO/TUT K aiTUTUBHOMY d(PEKTY.

¢ MOKCOHUAWH BBIJI/ISIeTCS MyTeM KaHa/blleBOW cekpelid. [103TOMy He HCK/IIOUEHO ero
B3aMMO/IeMICTBMe C JIDYTMMHU TIperapaTaMy, BBIJe/ISIOUUMUCS TIyTeM KaHasIbIeBOMH

CeKperyu.

4.6. ®epTUIHHOCTH, 0ePEMEeHHOCTD U JIAKTaLHA

bepemeHHOCTB

[laHHBIe 0 pUMeHeHU MOKCOHH/IMHA Y OepeMeHHbIX JKeHIIUH OTCYyTCTBYIOT.

B xopme wccnenoBaHuii Ha JKUBOTHBIX OBLJIO YCTAaHOBIEHO 3MOPUOTOKCHYECKOe [eCTBHe
rpenapara.

MoKCOHUIMH ~C/leflyeT Ha3HayaTh OepeMeHHbIM TOJIBKO TI0C/e TIIATeJbHON  OLeHKH
COOTHOLIEHUS] PUCKa U T0JIb3bl, KOI/la MOJIb3a /Il MaTepy MpeBbIlIaeT MOTeHLMaabHbIA PUCK
nnst oga (cm. pasgen 4.4.).

JlakTanys

MoKCOHH1H IPOHUKAET B IPyAHOe MOJIOKO yesioBeKa. MOKCOHUMH MMPOTHUBOIIOKAa3aH B NIEPUO]
IPyAHOTO BCKapMJ/IMBaHUs (CM. paszen 4.3.).

B nepuog neuenriss MOKCOHUIMHOM I'PyZHOe BCKapM/IMBaHUe CrieflyeT MPeKPaTUTh.

4.7. BiusiHMe Ha CNOCOOHOCTH YINPAB/JATH TPAHCIOPTHBIMHM CPEACTBAMHM M paboTaTh C
MexaHu3MaMH

BiusiHMe MOKCOHMJWHA Ha CMOCOOHOCTh K YIpaBeHHIO TPAHCIIOPTHBIMU CpeJCTBAaMU U
JPYTHMH CJIOXKHBIMH MeXaHW3MaMH M3y4eHO He ObLIO.

VimeroTcst cOOOIIeHNsI O COH/TMBOCTA W T'OJIOBOKPY)KEHHHU B TEPUOJ] JIeUeHHsT MOKCOHUUHOM.

JTO0 cieqyeT YYUThIBATD IIPH BbBITIOJIHEHHWU BBIIIE€YKAd3dHHBIX AEﬁCTBHﬁ.

4.8. Hexxe/taTe/IbHbIE peaKIuu

Pestome ripoduins GesonacHocTu

Haubonee yactble nob6ouHble 3¢ ¢eKThl y MaljeHToB, TPUHUMAIOIMX MOKCOHUJMH: CYXOCTh BO
PTy, TOJIOBOKPY)KEHHe, aCTeHUs] M COH/IMBOCTb. JTHU CUMITOMBI YaCTO YMEHBLIAHOTCS 10
TIPOLIECTBUH ITePBBIX Hesle/lb TepanuH.

Pestome HexkenaTeNbHBIX DeaKIUN

BHy'TpI/I Ka>XI0Iro CUCTEMHO-OPIrdHHOI'O K/1aCCa He)Ke/laTe/IbHbIe pedKIINH KJ'IaCCI/I(bI/IL[I/IPOBaHBI B



COOTBETCTEYET JKCNEPTHOMY OTUYETY
ot 10.09.2024 N2 19123
L 00043

COOTBETCTBUM C YACTOTOM UX BO3HUKHOBEHUA: '-HIOMEJ'WQQEEEEH&HIO, “yacTo

(=1/100, HO <1/10), HeuacTo (=1/1 000, HO <1/100), peako (=1/10 000 , Ho <1/1 000), oueHb
peako (<1/10 000), uvacrtoTa Heu3BeCTHa (Ha OCHOBAaHUU HMEKOIIUXCS [JaHHBIX OLIEHUTh
HEBO3MOJKHO).

HapyweHusi co cmopoHbl Hep8HOUl cucmembil:

YacTo: rosioBoKpy>xeHHe (BepTUro), T0JI0BHas 60/b*, COHMMBOCTh, OECCOHHMLI;
HeuacTo: 06MOpOK*, roBbIlIeHHasi BO30y/IUMOCTb.

HapyweHusi co cmopoHbl 0p2aHa cayxa u AabupuHma:

Heuacro: 3BOH B yI1ax.

HapyweHus co cmopoHbl cepoya:

Heuacro: 6pagukapausi.

HapyweHusi co cmopoHbl cocy008:

Heuacro: BeipakeHHOe cHwkeHUe A/l, opTocTaTiyeckas TUNoTeH3us ™.
2KenyOouHo-KuweyHble HapyuweHust:

OueHb UacTo: CyXOCTb BO PTY;

UYacro: Auapes, TOLIHOTA, PBOTA, AUCIIETICHUSI.

HapyweHusi co cmopoHbl KOJX4CU U NOOKO}CHbIX MKaHeu:

YacTo: KOXKHas Cblllb, 3y/;

HeuacTo: anrnoneBpoTuueckuii otek (otek KBuHke).

HapyweHusi co cmopoHbl MbllLeYHOl, CKeJlemHOU U cOeOUHUMeAbHOU MKAaHU:
YacTo: 60/1b B CIIMHE;

Heuacro: 6016 B 06/1acTH 111€H.

Obwjue HapyweHus u peakyuu 8 Mecme 88e0eHUs.:

YacTo: acTeHus;

Heuacro: nepudepuueckuie oTeku.

(* - yactora cormocraBuma C 1iare6o).

COO6!!I€HI/I€ 0 I10J103DEBAEMBIX HEXe/TdTEe/JIbHbIX DedKIINAX

BaxHo coob1jaTh 0 1o/j03peBaeMbIX HeXKeslaTelbHBIX PeakUsX Moc/ie PerrucTpalyy rnpernapara
C 1enbl0 obecrieueHUsi HENPEPHLIBHOTO MOHWUTODUHTA COOTHOLIEHHSI «I0JIb3a — PHCK»
JIeKapCTBEHHOTO Tiperiapata. MeAWI[MHCKUM PabOTHUKaM peKOMeH/yeTcsi coo0IIaTh O H0ObIX
110/j03peBaeMbIX He)KeslaTeslbHbIX peakL[UsX JeKapCTBeHHOrO Iperapara uepe3 HallMOHa/IbHble
cucTeMbl COOOIIEHWsS O He)Ke/aTelbHBIX peakLUsiX TOCyJapCcTB — uieHOB EBpa3uiickoro

95KOHOMHNUYECKOI'0 COHO3d.
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Poccurickas ®@epnepanyis

depnepanbHasi c1ykba 1o Hazg3opy B cdepe 3apaBooxpaHeHusi Poccuiickoit Pepeparmn
(Poc3apaBHaziz0p)

Appec: 109012, Mocksa, CnnaBsiHCKast ruioujajp, A. 4, ctp. 1

Tenedon: + 7 (499) 578-06-70, + 7 (499) 578-02-20, + 7 (800) 550-99-03

OnekTpoHHasl mouta: pharm@roszdravnadzor.gov.ru

Caiir B WH(OPMaIIMOHHO-TEe/IEKOMMYHHKAI[MOHHOM cetu «VuTepHeT»:

http://www.roszdravnadzor.gov.ru/

4.9. ITepepo3upoBka

VmeroTcst cooOIrieHrs1 0 HECKOJIBKUX CTydasix Tepefio3upOBKU 0e3 jieTallbHOTO MCXO07a, KOrja
OZJHOMOMEHTHO TIPUMEeHSIJTUCh 036l 40 19,6 mr.

CHUMIITOMBI

TonoBHast 6osb, cenaTuBHBIA 3¢ GdeKT, COHJMBOCTb, BbIpa)KeHHOe CHiKeHue A/l
TOJIOBOKDY>KE€HHe, acTeHus, OpaZukapAus, CyXOCTb BO PTy, DBOTa, YCTajoCTb, 0O0/ib B
3MUTACTPAIBLHOMN 00/1aCTH, yrHETeHHUe [IbIXaHUSI U HapyIIleHHe CO3HaHMS.

Kpome Toro, BO3MOXXHBI TakKe KpaTKOBpeMeHHOe TiOBbillleHWe A]Jl, Taxukapaus U
TUTIePrIMKeMusi, Kak ObIJIO MOKa3aHO B HECKObKUX MCC/Ie0BaHUSIX 110 U3YUEHUI0 BBICOKHX [103
Ha >KUBOTHBIX.

Jleuenue

Crierjurueckoro aHTHIOTa He CyIlleCTByeT. B ciayuae BbIpa)KeHHOTO CHWKeHHs1 Al Moxet
noTpeOOBaTLCSI BOCCTAHOB/IeHHEe 0ObeMa LIMPKY/IUPYHOLLei KDOBU 3a CueT BBeJleHUsl KUJKOCTH U
JloraMyHa (MHBbEKLMOHHO).

bpasvkapust MOXKeT ObITh KYITUPOBaHA aTPOITMHOM (MHBEKI[MOHHOE BBEJIEHUE).

B TsKenbIx ciiyuasix mepeio3svMpOBKU PEKOMeHAYeTCs TLlaTe/bHO KOHTPOJIMPOBATh HapylleHUs
CO3HaHUS U He JI0NyCKaTh YTHeTeHUs [bIXaHHsl.

AHTaroHUCTbl (-aZJpeHOPELIeNTOPOB MOIYT YMEHbLIAaTh WM YCTPaHATh Iapa/loKCa/bHble
rurepTeH3uBHbIe 3(h(eKThl TIPU Nepej03UMPOBKe MOKCOHUIUHOM.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakojuHaMHYecKHe CBOHCTBA

dapMakoTepaneBTUUeCcKass TpyMra: aHTUTMIIepTeH3WBHble CpeACTBa; aHTUaJpeHepruueckre
Cpe/iCTBa LIeHTPa/IbHOTO [IeMCTBUSI; arOHUCThI UIMU/Ia30/IMHOBBIX PeLeNITOPOB; MOKCOHH/WH.

Kopg ATX: C02AC05

Mexanu3m _ geiictBus 1 dapmakogrHamuyeckre  3ddekTbl: MOKCOHUAWH  SIBJISETCS

TUIMOTEH3MBHBIM CPEJICTBOM C LIeHTPaJbHbIM MEXaHU3MOM JIeUCTBUSl. B CTBOJIOBBIX CTPYKTypax

6


http://www.roszdravnadzor.gov.ru/
mailto:pharm@roszdravnadzor.gov.ru

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.09.2024 N= 19123

Mo3sra (pocTpajbHbI €10 OOKOBBIX JKely[auyKOB) Mg%oﬂm %E;MO "'S'E'IHVJIII'D'%T

VMMU/Ia30/IMH-UYBCTBUTE/IbHbIE  PeLieNTOphbl, TPHWHUMAIOL[Ue yuyacThe B TOHMUECKOW U
pedIeKTOPHOM perysislyuu CUMITaTUueckoi HepBHOM crcTeMbl. CTUMYJISLUS UMU/A30/TMHOBBIX
PeLIeNTOPOB CHIDKAeT repudepruecKyo CUMIAaTHUeCKy0 akTUBHOCTb U A/].

MOKCOHU/IUH OT/IMYAeTCsl OT JPYTMX CHUMIIATOJIMTUYECKUX TUIOTEH3WBHBIX CpeACTB Oosee
HU3KUM CPOJZICTBOM K Oi»-a/IpeHOpeLIeNTopaM, 4To 0OBSICHSIET MEeHBIITYI0 BEepOSTHOCTb Pa3BUTHS
Ce/laTUBHOTO 3(eKTa U CyXOCTH BO PTY.

Kinnanueckasd 3 GeKTUBHOCTE U 0e30IMacHOCTh

IIpyueM MOKCOHUAMHA MPUBOAUT K CHUKEHUIO CUCTEMHOI'O COCYJUCTOrO CONpOTUB/IeHUsa U A/l
I'vnoTteH3uBHBIA 3((GEKT MOKCOHW/MHA TIOATBEP)K/AE€H B JIBOMHBIX C/IeMbIX Tuiarebo-
KOHTPOJIMPYeMbIX PaHJA0MHU3UPOBAHHbIX UCC/IeJOBaHUSX.

Pe3ynbTaThl KIMHUYECKOTO WCCAENOBaHUSI C yuyacTheM 42 TalUeHTOB C apTepuaJbHOU
rurepTeHsveil u runeptpodueii neporo xenyzpouka (I'JDDK) mpozemMoHCTpUpoBaiv, UTO TpU
CXOJHOM cHWwKeHnr A/l, mprMeHeHre KOMOVWHALIMY aHTarOHHUCTOB PELeNTOPOB K aHTMOTEeH3WHY
II ¢ MOKCOHHAWHOM TI03BO/IsieT B Oonbiieii crereHW ymeHbluTh ['JIXK 10 cpaBHeHHI0 co
cBoboiHOY KOMOWHaLMel THUasWAHOrO [UypeTMKa U 0OsioKaTopa KasblL[eBbIX KaHA/OB
(15 % npotus 11 %; p<0,05).

Mokconygus yiayumaer Ha 21 % WHJEKC UyBCTBUTE/NBHOCTH K MHCY/IMHY (B CpPaBHEHUM C
rianebo) y maiueHTOB C OXKUPeHWeM, WHCYJMHOPE3UCTEeHTHOCTBbI0O W YMepeHHOW CTeleHbO
apTepyabHOM TUIepTeH3UM.

5.2. ®apMaKkoKHHeTHYeCKHe CBONCTBA

A6copbuus

[Tocne mpremMa BHYTPb MOKCOHHMH OBICTPO M TIOUTH TOJHOCTHIO abcopOupyeTcsi B BepXHUX
OTZenax > Kely/JOYHO-KMIIIeYHOro TpakTa. A6comoTHass OMOAOCTYHOCTH — COCTaBJIsieT
npubm3uTensHO 88 %, UTO yKasbiBaeT Ha OTCYTCTBHE 3HAUMTEIbHOrO 3QdeKra «mepBoro»
NpOXOXKZeHus. Bpemsi HOCTWKeHUsI MaKCHMManbHOM KOHLIeHTpaluu — Okojo 1 yaca. [Ipuem
UL He OKa3bIBaeT BJ/IMSIHUS Ha (papMaKOKUHETHKY IperapaTa.

Pacnipegenenue

Casi3b ¢ OenKaMy T171a3Mbl KPOBU COCTaBJsieT 7,2 %.

buorpanchopmatiys

OcHoBHOU MeTabo/UT - AeruApUPOBAHHbBINM MOKCOHUWH. PapMakouHaMuUecKast akKTHBHOCTD
JlerTHIpUPOBaHHOI0 MOKCOHHU/IMHA — 0K0J10 10 % 110 CpaBHEHUIO C MOKCOHUUHOM.

ODJIMMUHALTAS

IMepuon mnonyseiBegenuss (Ti,) MOKcoHWaMHA ¥ MeTabosuTa coctaBiaser 2,5 u

5 4acoB COOTBeTCTBEeHHO. B TeueHue 24 yacos cBbilie 90 % MOKCOHH/IMHA BBIBOJAUTCS MOUKAMHU
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(okomno 78 % - B Heu3MeHHOM BuJie U 13 % - B|BUze ﬂe%;ﬂgﬂg{g}%ﬁ)’f& %k&iglh Ixﬁ'{'erll,:,lz?f}\:'lme

MeTabo/IMTHI B MOUe He TpeBbIIIalT 8 % OT MpuHATON A03b1). MeHee 1 % BBIBOAWTCS yepe3

KHUIIIeYHHK.

IToyeyHad HeJIOCTATOYHOCTS (CM. pasgessl 4.2. u 4.4.)

BriBesieHe MOKCOHMJVHA B 3HauuTeslbHOM cTereHu KoppenupyeT ¢ KK. Y naummeHTOB C
ymepeHHOW TmodeuHor HepoctaTouHOCThi0 (KK B uHTepBane 30-60 myi/MUH) paBHOBeCHbIe
KOHILIEHTPAL[MK B Tula3Me KPOBU U KOHeUHbIN Ty, mpubausutensHo B 2 U 1,5 pasa Bhillle, ueM y
Jur] ¢ HopManbHOU dyHKIHer nouek (KK 6osee 90 Mi1/MuH).

Y mauueHTOB C Tskesnol rnoueyHod HefoctaTouHOCThIO (KK mMeHee 30 mii/MUH), paBHOBeCHbIe
KOHLIeHTpaluu B IUla3Me KPOBU M KOHeuHbli T, B 3 pasa Bblllle, YyeM y MallMeHTOB C
HOpMasbHOM (yHKIMeN MoYek.

Ha3HaueHre MHOTOKpaTHBIX /|03 MOKCOHW/[VHA TMPUBOJUT K TpefcKa3yeMol KyMyJsiLid B
OpraHu3Me IaLeHTOB C YMEPEeHHOU U TSDKeJIOU 0YeYHOU HeZJl0OCTaTOYHOCTBIO.

Y nauMeHTOB € TepMHHanbHOW IoveyHOM HefoctaTouHOCThO (KK Menee 10 ma/muH),
HaxOoZSIIMXCS Ha TeMO/iMajiu3e, paBHOBECHbIe KOHLIEHTPALUU B TIa3Me KpPOBU U KOHeuHbIN T,
COOTBETCTBEHHO B 6 1 4 pasa Bblllie, UeM y MalMeHTOB C HOpMasbHOM (yHKIMeN Moyek.

Y nangueHTOB C yMepeHHOM IIOUeYHOM HeJOCTaTOYHOCTBI) MaKCHMasbHas KOHLIeHTpaLys
MOKCOHM/IMHA B Iy1a3Me KPOBH Bbille B 1,5 — 2 pasa.

Y nmnauueHTOB C HapylleHHWeM (YHKLUUMM TIOYeK [I03UpPOBKAa [JIOJDKHA  I10/0MpaThCs
VH/JVBU/lyaIbHO.

MOKCOHI/I,E[I/IH B He3HAUUTEILHON CTerleHn BBIBOJUTCS IIPU TNPpOBE€AEHUH reMOoJruad/in3a.

]IHga MOXXWJIOI'0 BO3PACTd

OTMeueHbl KJIMHWYECKM He3HAuulMble W3MeHeHUs (apMaKOKMHETHMUECKUX TI0KasaTesei
MOKCOHH/IVMHA Y TIOXKUJ/IbIX TIAlMEHTOB, BEPOSITHO 00YC/IOB/IEHHbIE CHWKEHUEM WUHTEHCUBHOCTU
ero Metab0/iM3Ma W/WTH HeCKOJILKO O0Jiee BBICOKOH OHMOI0CTYITHOCTRIO (CM. paszen 4.4.).
[larreHThl C apTePUAIbHON TUIEPTEH3UEH

ITo cpaBHEHHIO CO 3/I0POBLIMU [J0OPOBOJIBIIAMHU Y TIALIMEHTOB C apTePUaIbHON TMITEPTEH3HEeHN He

OTMEeYaeTCsl U3MeHeHUH (bapMaKOKI/IHETI/IKI/I MOKCOHHAMHA.

eTu
MOKCOHI/I'E[I/IH He DEeKOMeHAYeTCd /i UCII0J/Ib30BdHUA Y JIML MOJIOXKEe 18 JeT, B CBsA3U C UeM B

3TOM rpyrire (papMakoKMHeTHUYeCKHe UCC/IeZloBaHUs He TIPOBOJUIMUCH (CM. pa3zesnbl 4.2. u 4.3.).

6. PAPMAIIEBTUUYECKUE CBOVICTBA



6.1. IlepeueHn BcrioMorare/IbHbIX BeLlleCTB

HAppo:

MUKpOKpHUCTa//IMyecKas LeJsii0/03a
IToBugon K-25

Kpemuus nriokcuz KoyimougHbIN
Maruus creapat

[TneHoyHas 06010YKa:

OTTAIPA 11 85F19250 ITPO3PAUHEINM (OPADRY® II 85F19250 CLEAR):

- Makporo (MoJIM3TUIEHTJIUKOJIb)
- MIOJTMBUHWIOBBIN CITUPT
- mommcop6at 80
- TaJbK
6.2. HecoBMecTHMOCTH
He npumenumo.
6.3. Cpok ropgHocTH (CpOK XpaHeHMs)
3 ropa.
6.4. Oco0bIe MepbI MPEAOCTOPO)KHOCTH MPU XPaHEHUH
XpaHuThb IIpU Temriepatype He Bbiie 25 °C.
6.5. XapakTep M coiep>kaHue NePBUYHON YIIAKOBKHU
ITo 10 v 14 TabeTOK B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY M3 TUIEHKU TIOJIMBUHUIXIOPHIHON
Y (Obru aTFOMUHUEBOM.
1, 2, 3 wm 4 KOHTypHble suelKoBble ymakoBKH 1o 10 Tabmetok wmm 1, 2, 3, 4, 5 umm 7
KOHTYPHBIX STUeHKOBBIX yTaKOBOK 10 14 TabjeToOK BMeCTe C MHCTPYKLMEeH 10 MeJULIMHCKOMY

MPUMEHEHHIO (JIMCTKOM-BK/I/IbIIIIEM) B AUKy U3 KapTOHA.

He Bce pa3Mepbl YIIaKOBOK MOT'YT OBITh AOCTYIIHBI OJId pealh3aliiu.

6.6. Oco0ble Mepbl TIPEJOCTOPO)KHOCTH TPH YHHYTOXXEHHH HCIO/Ib30BAaHHOTO
JIEKQDCTBEHHOr0 Tmpenapara WIH OTX0J0B, TMO/Jy4YeHHbIX T[OC/ie NpPUMeHeHHs
JIEKapCTBeHHOr0 Nnpernapara, 4 pyrue MaHUMY/IALUM C IpernapaTom

Het oco0pix TpeboBaHMii K yTUMH3ALN.

7. JEP)XKATEJIb PETUCTPAIIMOHHOT' O YAOCTOBEPEHUSA
Poccutickas ®epnepauys
denepanbHOe TOCYAAPCTBEHHOE YHUTApHOe TpeAnpusitie Hay4yHO-TIPOM3BO/CTBEHHBIN L[EHTP

«®apm3ammura»  DemepasbHOrO0  MeAMKO-OMoOIorMUeckoro — areHTctBa  (OI'YIT  HIII
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«®Papm3zaiura» PMBA Poccun)

141402, MockoBcKast 06/1acTh, I.0. XUMKH, T. XUMKH, 11I. BarytuHckoe, a.11
Ten.: 8 (495) 789-65-55

dakc: 8 (495) 789-65-55 (m06. 100)

Ajpec 31eKTpoHHOM nouTkl: info@atompharm.ru

7.1. IIpepcTaBuTe/Ib AepiKaTe/s PeruCTPaLjiOHHOI0 YAOCTOBEePeHH s

[IpeTeH3uy NOTPeOUTe /el HAMIPAB/IATh I10 aipecy:

Poccurickas ®epepanys

®denepanbHOE TOCYJapCTBEHHOE YHUTapHOe TpeArnpusitie HaydyHO-TIPOWM3BOACTBEHHBIM LI€HTP
«®apmzamura»  PezsepanbHOTO  MeAUKO-OMonornueckoro — areHtcrea  (OT'YIT  HIII
«®apm3aiura» PMBA Poccun)

141402, MockoBckast 06/1acTh, I.0. XUMKH, T. XUMKH, 111. BarrytuHckoe, a.11

Ten.: 8 (495) 789-65-55

dakc: 8 (495) 789-65-55 (m06. 100)

AJipec 3/1eKTpoHHOM MouThkl: info@atompharm.ru

8. HOMEP PETMCTPAIITMOHHOI'O YAOCTOBEPEHUSA

9. JATA TIEPBUYHOMN PETVICTPAIIUM (ITIOATBEPXJIEHVA PETHUCTPAIIVN,
INEPEPEI'TCTPAIIVIN)

[aTa mepBou perucTpaLuu:

10. JATA ITEPECMOTPA TEKCTA

OOiast  xapakTepuCTMKa  JIeKapCTBEHHOTO — TiperapaTa  MOKCOHWAWH  JOCTyIIHa  Ha

vH(OpMaI[MOHHOM TiopTasie EBpasuiCKOro 3SKOHOMHUYECKOTO cCor3a B HMHGOPMAaILIMOHHO-

KOMMYHMKAIIMOHHOM ceTu «VIHTepHeT» https://eec.eaeunion.org/
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