COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 22.06.2022 N= 14264

(NOCNEQCBATENEHOCTE 0003)

NMHCTPYKLUA
1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Meaokcukam-AKOC

PerncrpanuoHHblii HOMep:

Toprosoe nHanmenoBanue: Menokcukam-AKOC

MexayHapoaHOe HENMATEeHTOBAHHOE HAUMEHOBAHME: MEJIOKCUKAM

JlekapcTBeHnHasi popma: pacTBOp JUIsl BHYTPUMBILIEUHOTO BBEIACHUS

Cocras

Cocras Ha 1 mur:

eticmsyrowee sewyecmeo: menokcukam — 10,0 mr.

Bcnomoecamenvuvle ewecmsa: HaTpus XIOpUM, TIUIUH, TmMKoGypdypon, momokcamep 188,
METJTyMHH, HaTpUsl TUAPOKCHL, BOJIA JJI1 MHBEKIUH.

Onucanue

[Ipo3pauHblii pacTBOp HKEITOIO C 3€JICHOBATHIM OTTEHKOM I[BETA.

dapmakoTepaneBTHYeCKas IPYNIA: HECTEPOUAHBIN IPOTUBOBOCHIAIMTEIbHBIN ITpenapaT
(HIIBII).

Kox ATX: MO1ACO06

DapMaKoJIOrHYecKue CBOMCTBA

Dapmaxoounamuka

Menokcukam SIBIISIETCS HECTEPOUAHBIM IPOTHBOBOCHAIMTEIBHBIM IpENapaTOM, OTHOCUTCS K
MIPOU3BOJHBIM 3HOJOBOM KHCIIOTHI U OKa3bIBa€T MPOTHUBOBOCHAIUTENbHOE, aHAIBIETUUECKOE U
AHTUIHMPETUYECKOE AeHcTBHE. BhIpakeHHOE IMPOTUBOBOCHIAIUTENBHOE NEHCTBUE MEJIOKCHKaMa
YCTAaHOBJIEHO Ha BCEX CTaHAAPTHBIX MOJEISIX BOCHAICHUA. MexaHu3M AEUCTBHs MEJIOKCUKaMa
COCTOMT B €ro CrnocoOHOCTM MHruoupoBarh cuHTe3 mnpocrtaryianguHoB (I1I') — u3BecTHBIX
MeAMAaTOPOB BOCIAJICHUS.

Mernokcukam in Vivo unrubupyer cuntes 1" B Mecte BocmanieHusi B OOJbILCH CTEMECHH, YeM B
CJIM3UCTON 00O0JIOYKE KeTyJKa WM MOoYKaxX. DTH Pa3Iuuus CBs3aHbl ¢ 0oJjiee CENIEKTUBHBIM
uHruOupoBanueM uukiookcureHaspl-2 (IIOI'-2) mo cpaBHeHHMIO C LHMKJIOOKCHTeHaszoi-1
(IOI'-1). Cumraercs, yro waruoupoBanue 1[OI'-2 obecreunBaeT TeparneBTHUYECKUE JCHCTBHUS
HIIBII, Toraa xak MHrHOMpOBaHHE TMOCTOSHHO MpHUCyTCTBYomIero u3odepmenta L{OI-1 moxer

OBITh OTBETCTBEHHO 3a IOOOYHBIE JIENCTBUSA CO CTOPOHBI KCJIIyAKa U ITOUYCK. CeneKTUBHOCTh
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Menokcukama B otHomenuu 1{OI-2 moaTBepikaeHa B pa3iMYHBIX TECT-CHCTEMax, Kak In Vitro,
Tak U IN Vivo. CenekTHBHAs CIOCOOHOCTh Mellokcukama uHrubuposars L{OI'-2 mokaszana npu
UCIIOJIb30BAHUH B KAUECTBE TECT-CUCTEMBI IIEJIbHOI KPOBH 4YesioBeKa iN Vitro. YcTaHOBICHO, YTO
MeJoKcukaMm (B mo3ax 7,5 m 15 wmr) aktuBHee umHrHOMpoBan I[[OI'-2, oka3biBas Oouiblee
UMHrHOUpymollee  BIMSHHE Ha  MNPOAYKIUIO  MpocTariaHauHa B2,  cTUMynIHpyeMmylo
aunonoiucaxapuaoM (peakuus, koarpomupyemas [[OI-2), yuem Ha TPOAYKIMIO TPOMOOKCaHa,
YYacTBYIOIIIETO B IMPOIIECCE CBEpPThIBaHUS KpoBU (peakmus, koHTposmpyemas L[OI'-1). Otu
3¢ exTsl 3aBUCETN OT BEIUYUHBI JJO3bI.

B uccnenoBanusx €X VIVO moka3aHo, 4TO MeJOKCHKaM (B Jo03ax 7,5 mr u 15 Mr) He BiMsUI Ha
arperamuio TPOMOOITUTOB M BpeMs KPOBOTEUEHHUSI.

B kimHuYeckux uccienoBaHUsAX MOOOYHbIE 3(PQPEKTHI CO CTOPOHBI KEITYAOYHO-KHIIEYHOTO
tpakta (OKKT) B 1eoM BO3HUKAIM pexe IpH MpuemMe Menokcukama 7,5 u 15 mr, yem npu
npueme Apyrux HIIBII, ¢ xoTopslMH IpOBOAMJIOCH CPAaBHEHHE. OJTO pa3jiMuyMe B YaCTOTE
no0ouHbIX 3(dekToB co cropoHbl JKKT B OCHOBHOM CBSI3aHO C TEeM, 4YTO IPH TpUEMe
MEJIOKCHKaMa pexe HaONIoAanuch Takue SBJICHHs, Kak MJHCIENCHs, pPBOTA, TOIIHOTA,
abnomuHanbHble 60omu. Yacrora nepdopauuii B BepxHux otaenax KKT, s3B u kpoBoTeueHuUH,
KOTOpBIE CBSI3bIBAJINCH C MPUMEHEHHEM MEJIOKCHMKaMa, Obljla HU3KOM U 3aBHCENAa OT BEJIMYMHBI
J103Bbl IIpernapara.

DapmakoKkunemuxa

Abcopbyus

MenokcukaM MOJTHOCTBIO a0cOpOUpyeTCst OCIe BHYTPUMBIIIEUHOTO BBeieHUsI. OTHOCUTEIbHAS
OMOJOCTYTHOCTh O CPAaBHEHUIO ¢ OMOAOCTYNMHOCTHIO IPU MPHUEME BHYTPb COCTABJISET MOYTH
100 %. IToaTomy mpu nepexojae ¢ MHBbEKIIMOHHON Ha mepopajibHble (GOpMBI MOJ00pa 103bI HE
Tpebyercs. Ilociae BHYTPUMBIIIEYHOTO BBEJIEHMs Ipernapara B Jo3€e 15 Mr makcumanbHas
KOHIIGHTpalusi B IUIa3Me KpoBU cocTaBiseT 1,6—1,8 MKI/mMi u jgocTuraercss B TEUCHHE
npuOan3uTeNbHO 60-96 MUHYT.

Pacnpeoenenue

MenokcukamM OuY€Hb XOpOIIO CBA3BIBAETCSA C O€NKaMu IJ1a3Mbl KPOBH, B OCHOBHOM C
anbOymMuHOM (99 %). IlpoHMKaeT B CHHOBHAJIBHYIO JKUIKOCTh, KOHIIEHTPALlUs B CHHOBHAJIBHOM
KUIKocTH cocTaBisieT S0 % KoHIeHTpanuu B Tu1azMe KpoBu. O0BeM pactpenesieHus HU3KUi — B
cpenreM 11 1. MexxuHIUBUAYaTbHBIC pa3indus cocTaBistoT 7—20 %.

Memabonuszm
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Menokcukam IOYTH TOJHOCTBIO METa0ONM3UpPYETCsl B II€YEHH C oOpa3oBaHueM 4-X
(dhapMaKoIOTHIECKI HEAKTUBHBIX IIPOU3BOJHBIX. OcHoBHOM METaboHT,
5'-kapOokcumenokcukam (60 % OT BeNIMYMHBI [103bI), OOpa3zyeTcss NIyTeM OKHUCICHHS
MIPOMEKYTOUYHOTO MeTabouTa, 5'-ruIpOKMMETHIIMEIOKCUKaMa, KOTOPBIi TaKkKe
9KCKPETUPYETCs, HO B MeHbIneil creneHu (9 % ot BenwuuHbl 103b1). McciaemoBanus in Vitro
MOKa3ajiy, YTO B JTAHHOM METa0OJIMYECKOM MPEBPALICHUH BAXXHYIO POJb MIPaeT M30(epMEHT
CYP2C9, nonomuutensHoe 3HaueHue umeeT uzodpepmeHTr CYP3A4. B oOpazoBaHuM ABYX
JIPYTUX METa0O0JUTOB (COCTABIISIONINX, COOTBETCTBEHHO, 16 % u 4 % OT BEJIMYMHBI JO3BI
npernapara) IpUHUMAET y4acTHe MEPOKCUAa3a, aKTUBHOCTh KOTOPO, BEPOSITHO, MHAUBHU1yaJIbHO
BapbHUpYeET.

Buviseoenue

BriBonuTcs B paBHOUM cCTelEHU 4Yepe3 KHUIIEYHHK U TOYKaMU, MPEUMYIIECTBEHHO B BHUIE
MeTaboMTOB. B HEM3MEHEHHOM BHJIE C KAJIOM BBIBOJIUTCS MeHEE 5 % OT BEIMYUHBI CyTOYHON
J03bl, B MOYE B HEHW3MEHEHHOM BHJE IIpernapar OOHApyKUBAE€TCs TOJBKO B CJEIOBBIX
konnuecTBax. CpeHuii mepro/| MOdyBbIBEICHHS MEOKCUKaMa cocTaBisieT oT 13 mo 25 yacos.
[1na3sMeHHBINA KIMPEHC COCTABISET B cpeaHeM 7—12 MIJI/MUH Mociie OJHOKPATHOTO MPUMEHEHHUS.
MenokcukaM JeMOHCTPUpPYET JIMHEHHYI0 (apMakOKMHETHKY B J1o3ax 7,5—15 wr mpwu
BHYTPUMBIIIICTHOM BBEJICHUU.

Heoocmamounocms pynxyuu nevenu u/unu nouex

HenoctatouHocTh QyHKIMM TEYEHH, a TaKkkKe CIad0 BhIpAKEHHAS MOYEYHAas HEIOCTaTOYHOCTh
CYIIECTBEHHOTO BIHUSHUS Ha (apMaKOKUHETHKY MeEJOKCHKama He okas3biBaeT. CKOpOCTh
BBIBE/ICHHUS MEJOKCHMKaMa M3 OpraHu3Ma 3HAYUTENIbHO BBILIE Yy MalUEHTOB C YMEPEHHO
BBIPQKECHHOW IIOYEYHON HEIOCTaTOYHOCThIO. MEeJOKCHKaM XYK€ CBS3BIBAE€TCS C Oenkamu
M1a3Mbl KPOBM y TAIMEHTOB C TEPMUHAIBHOW TMOYEYHOM HEJ0CTaTOuHOCThIO. [lpum
TEPMHUHAILHOM TOYEYHOW HEJAOCTATOYHOCTH YBEIHMYEHHE O0BheMa paclpelesieHUus MOXKEeT
npuBeCTH K Oojiee BBICOKMM KOHIIEHTpALUsM CBOOOJHOTO MeEJIOKCHKama, MO3TOMY Y 3THUX
NAIMEHTOB CyTOYHAsl /1032 HE JOJIKHA MPEBBILIATh 7,5 MT.

Jluya noowcunozo éozpacma

[Toxxunple MalMEHTBl 1O CPaBHEHHIO C MOJOJBIMHU  TMAlMEHTAMH UMEIOT CXOJHbBIC
(dapMakOKMHETHYECKHE TTOKa3aTeNu. Y MOXKWIbIX MallMEeHTOB CPEAHUM MIa3MEHHBIM KIMPEHC B
NEepUOJ] PABHOBECHOI'O COCTOSHUS (apMAKOKMHETHMKHM HEMHOIO HIDKE, YeM Yy MOJIOJBIX

MAllMEHTOB. Y KEHIIHUH ITOXKHJIOr0 BO3pacTa 0oJlee BBICOKHE 3HAUCHUS Iomaan 1moa I(pHBOﬁ
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«xoHueHtpamus-spems» (AUC) u JIUMHHBIA TEpPHOJ MOJYBBIBEICHHUS, II0 CPABHEHUIO C
MOJIOJIBIMU TTALIMEHTAMU 00OUX IOJIOB.

IHoka3anusi K NpUMeHEeHUI0

CrapToBas Tepanus U KpaTKOCPOYHOE CUMIITOMAaTHYECKOE JIEYeHHE Y B3pOCIbIX (cTapiue 18 ser)
npu:

— ocreoaprpute (apTpo3, AereHepaTHBHBIC 3a00JICBaHMUS CyCTAaBOB);

— PEBMaTOUAHOM APTPUTE;

— QHKWIO3UPYIOLEM CITIOHAWINTE;

— JpPYTUX BOCHAJIUTEIBHBIX U JETEHEPATUBHBIX 3a00JIEBAHUSX KOCTHO-MBIIICYHON CHCTEMBI,
TaKMX KaK apTponaTHH, JOpconartuu (Hampumep, HUIIHac, O0Jib BHU3Y CIHHBI, IUICUEBOU
NEPUAPTPUT U APYTHUE), COMPOBOKIAIOIINXCS OOJIBIO.

[Ipenapar pekomMeHAyeTCs TP HEBO3MOXXKHOCTHM IPUMEHEHHUS MEJIOKCMKaMa B HMHBIX
JIEKapCTBEHHBIX (popmax.

[Ipenapat mpeaHa3zHaueH Ui CHMOTOMATHYECKOW TEparvu, YMEHBIICHUS! OOJIM W BOCHAJICHHS
Ha MOMEHT MCIOJIb30BaHus, Ha IPOrPECCUPOBAHNE 3a00JIEBaHUS HE BIIUSET.
IIpoTuBONOKAa3aHMS

— ['unepuyBCTBUTENBHOCTD K MEJIOKCHKAMY WJIA BCLIOMOTATEJIbHBIM KOMIIOHEHTAM IIpenapara;

— TMIIEpYYBCTBUTEILHOCTD (B ToM uncie U k ApyruM HIIBII), nonHoe unu HemoiaHoOe coueTaHue
OpOHXMaJbHOW aCTMbl, pPEHUAMBHUPYIOIIETO TIOJMIIO3a HOCA M OKOJOHOCOBBIX MasyX,
QHTMOHEBPOTUYECKOIO0  OT€Ka WM  KPAalMBHULI,  BBI3BAHHBIX  HEMEPEHOCHUMOCTHIO
AUEeTWICAUIMIUIOBOM KucinoTel uinu Apyrux HIIBII wu3-3a cymectByrome BepOATHOCTH
NEPEKPECTHON YyBCTBUTEIBHOCTH (B TOM YHCJIE B AHAMHE3E);

— DPO3UBHO-SI3BEHHBIC TMOPAKEHUS >KEIyJKa U JIBEHAALATUIIEPCTHON KHINKH B CTaJUH
000CTpEeHNUs WM HEJJTaBHO IIEpEHECEHHBIE;

— BOCIMAJUTENbHbIE 3a00JIeBaHUs KHUIIIEYHUKA — O00e3Hb KpoHa WK S3BEHHBIN KOJTUT B CTaANU
obocTpeHus;

— TsDKeNasi IeYeHOYHasl HeJJOCTaTOYHOCTb;

— BBIPOKEHHASI HEKOHTPOJIUpPYyEMas cepAeuHasi HeI0CTaTOUHOCTb;

— TsDKeIasi ToYeYHast HeIOCTATOYHOCTH (€CIIM He MPOBOIUTCS TeMOANANN3, KIIMPEHC KpeaTHHUHA
meree 30 MJI/MUH, a TaK)Ke TPH IMOATBEP)KACHHONW THITEPKATUEMHH );

— aKTUBHOE 3a00JIeBaHNE [IEYECHH;

— Mporpeccupyoue 3a00JIeBaHus TOYEK;
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1epeOpOBACKYIAPHBIE  KPOBOTEUEHHS  WIM  YCTAaHOBJICHHBIA  JUAarHo3  3a0oJeBaHUN
CBEPTHIBAIOLIEH CUCTEMBI KPOBH;

— Bo3pact a0 18 ner;

— OEpEMEHHOCTB;

— MEepPHOJ] TPYAHOTO BCKAPMIIMBAHUS,

— Tepanus NepuoNepaluoHHbIX 00l PU MPOBENEHNUHN IIIYHTHPOBAHUS KOPOHAPHBIX apTepHil;
— COIYTCTBYIOILIasl ~ Tepanusi aHTUKOAryJsHTaMM, TaK Kak €CTb pHUCK 0O0pa3oBaHMs
BHYTPHMBIIIEYHBIX TEMATOM.

C 0CTOPOKHOCTHIO

— 3aboneBanusi xkemynodno-kumeynoro tpakta (JKKT) B anamHese (Hanuuume WHQEKIUU
H.pylori);

— XpOHMYECKAs CepJIeYHas HEJJOCTaTOYHOCTD;

— TMOYeYHAas HEJIOCTaTOYHOCTH (KiupeHc kpeatnHrnHa 3060 mi/MuH);

— viemMuyeckas 00Je3Hb cepaLa;

— 1iepeOpoBacKyJIsipHbIe 3a00J€BaHUS;

— IUCIATTUAEMUS/ TUTICPIUITHICMHUS;

— caxapHbIil 1uaber;

— CONYTCTBYIOIIAasl Tepamus CJICIYIOIUMHI TIpenapaTaMi: aHTHKOATYJISHTHI, TepOopabHbIE
[JIFOKOKOPTUKOCTEPOUIbI, AHTHArPEraHThl, CEJNEKTUBHbIE HHTHOUTOPHI OOPAaTHOIO 3axBaTa
CEepOTOHMHA,

— 3a00JeBaHus nepudepruuecKkux apTepHuii;

— mrensHoe npumeHenue HIIBII;

— KypeHHE;

— 4acToe ynorpebyieHue ajaKoroJs;

— MOXKWJIble MAIMEeHThI (cTapiie 65 jer) (B TOM YHciie MOMydYarolue AUYPETUKH, OCIIa0JIeHHbIE
MAIMEeHTHl ¥ C HU3KOW Maccoil Tena);

— s13B€HHast 00JIe3Hb XKeNyiKa U 12-epCcTHON KUIIIKH;

— apTepualibHas TUIIEPTEH3US,

— OpoHXHUaIbHAs aCTMa,;

— TyOepKyIes;

— BBIPAKEHHBIN OCTEOIIOPO3.
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IIpumeHeHne npu 0epeMEHHOCTH M B IIEPHO/ TPYIHOT0 BCKAPMJIMBAHUS

[IpumeHeHue mnpemnapara MPOTUBOIOKA3aHO BO BpeMsi OepeMEeHHOCTH. BrusHHE 3aaepiKKu
CUHTE3a MMPOCTarjiaHMHOB Ha IMOPHOTeHe3 BO BpeMs MEPBBIX JIBYX TPUMECTPOB OEpEeMEHHOCTH
He scHo. B mociennuil Tpumectp OepeMEHHOCTM MEXaHM3M JIEWCTBUS MeEJOKCHKama
XapaKTEepU3yeTCsl TOPMOYKEHUEM POJOBON JIEATENBHOCTH, HPEXKAEBPEMEHHBIM 3aKpPBITHEM
Ductus arteriosus Botalli y mioga, moBbIIaeTcsi MpeapacioNokeHHOCTh K KPOBOTECUEHUSIM Y
MaTepu M peOEHKa W TOBBIINIAETCS PUCK O00pa3oBaHUs OTEKOB Yy MaTepu. be3zomacHOCTh
MPUMEHEHHUS BO BpeMsi 0EpeMEHHOCTH JaHHOTO IpernapaTa He JoKa3aHa.

N3BectHo, uro HIIBII npoHukator B rpyJIHOE€ MOJIOKO, [TIO3TOMY ITPUMEHEHUE MEJIOKCUKaMa B
NEepUO IPyJHOr0 BCKapMIIMBAHUSI IPOTUBOIIOKA3aHO.

Kak mnpenapar, WHrHOMpYIOIIMNA CHUHTE3 IUKIOOKCUTECHA3bl/TIPOCTAIIaHINHA, MEIOKCUKaM
MOJKET BIUATH Ha (PEPTUIBHOCTH, W IOITOMY HE PEKOMEHIYeTCS Ha3HauaTh IKCHIIHUHAM,
IUTAHUPYIOIIUM OE€pEMEHHOCTh. MEIOKCHUKaM MOKET IPUBOJIUTH K 3a/lep’KKe OBYJISIMU. B cBsi3u
C 3TUM Y JKEHIINH, UMEIOIIMX MPOOJIEMBbI C 3a4aTUEM U MPOXOASIIUX 00CIET0BaHUE 110 TIOBOY
MoI00HBIX MPO0JIeM, PEKOMEHIyeTCsl OTMEHA IIpUeMa Ipernapara.

Cnoco0 npuMeHeHMsI U 103bI

Ocmeoapmpum ¢ b6oregvim cunopomom: 7,5 mMr B cyTku. [Ipn HE0OX0AMMOCTH 3Ta /1032 MOXKET
OBITh yBEJIMYEHA 710 15 MTI B JIeHb.

Peevamouonwvii apmpum: 15 mr B cytku. B 3aBucumoctu ot jedeOHOro spdekra sta mo3a
MOKET OBITh CHIDKEHA 10 7,5 MT B JICHb.

Aunkunosupyrowuti cnonounum. 15 mr B cyTku. B 3aBucumoctu ot nedeGHoro 3¢ dekra sta 103a
MO>KeT OBITh CHIKEHA 0 7,5 MI' B JIEHb.

VY nanmueHToB ¢ MOBBILIEHHBIM PUCKOM MM0OOYHBIX peakuuil (3aboneBanus KKT B anamuese,
Halm4yue (PaKTOpOB pHCKA CEPAEYHO-COCYIUCTHIX 3a00JieBaHM) pPEKOMEHAyeTCs HaYMHATh
JeyeHue ¢ 1036l 7,5 Mr B IeHb (cM. pazzen «Ocolble yKazaHus»).

VY nanueHToB co cnaboi WM yMEPEHHOH MOYeUHOM HEeIOCTaTOYHOCTHIO (KIMPEHC KpeaTHHHHA
OoJsiee 25 MII/MUH) KOPPEKITUU 03I HE TpeOyeTCs.

VY nanueHToB C BBIPA)KEHHON IMOYEYHON HENOCTATOYHOCTBIO, HAXOAIIMXCS Ha T'eMOAMAIU3E,
J103a HE JOJDKHA NIPEBBILIATH 7,5 MI B JIEHb.

VY nanueHToB ¢ HUPPO30M MeveHU (KOMIIEHCUPOBAaHHBIM) KOPPEKIIMU 103bI HE TpeOyeTcs.

Obwue pexomenoayuu
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COOTEBETCTBYET ZKCNEPTHOMY OTUETY

Tak Kak MOTEHUUANbHBIA PUCK MOOOYHBIX PEAKUUN 3aBUCHT OT J03bI U MPOJOKUTEILHOCTH
JICUYEHUs, CIEAYEeT HCI0Jb30BAaTh MAaKCUMAJIbHO BO3MOXHBIE HM3KHE JI03bl U JUIMTEIBHOCTH
IIPUMEHEHHS.

MakcumaiibHas peKoOMeHyeMas CyToyHas J103a — 15 mr.

Kombunuposannoe npumenenue

He cnenyer nmpumensars npenapar ogHoBpeMeHHo c¢ apyrumu HIIBII. Cymmapnas cyrounas
71032 MEJOKCHKaMa, NPUMEHSEMOro B BHJE pAa3HbIX JIEKApPCTBEHHbIX (hOpM, HE [OJDKHA
MpeBbIIATH 15 MT.

BryTpuMbllIeuHOE BBEACHHE Mpenapara oKa3aHo TOJBKO B TEUEHUE MEPBBIX HECKOIbKUX AHEU
Tepanuu. B nanpHeiiem jgeueHne npoJokaoT ¢ IPUMEHEHUEM N1EPOPaNIbHbBIX JIEKAPCTBEHHBIX
dopm. Pexomennyemas no3a cocraBisger 7,5 mr uim 15 mr 1 pa3 B cyTkH, B 3aBUCUMOCTHU OT
UHTEHCUBHOCTH 00JI€H U TSHKECTH BOCTIAIMTENBHOTO MpoLecca.

[Ipenapat BBOIUTCS MOCPEACTBOM TIIyOOKOM BHYTpUMBIIIEYHOW HMHBEKUUU. [Ipenapar Henb3s
BBOJUTH BHYTPUBEHHO.

VYuursiBas BO3MOKHYIO HECOBMECTUMOCTb, Menokcnkam-AKOC pactBOop  AuA
BHYTPUMBIIIEYHOI'O BBEJCHUS HE CIEQyeT CMEIIMBaTh B OJHOM IUINPHULE C JAPYTUMHU
JIEKapCTBEHHBIMU CPEACTBAMH.

IToGouHoe neiicTBue

Huxe onucanel moOouHble 3QQEKThl, CBA3b KOTOPBIX C TNPUMEHEHHEM MeEJOKCHKama
paclieHMBaJIaCh KaK BO3MOXKHAsL.

[ToGounsle 3¢ ¢eKThl, 3aperucTpUpOBaHHBIE IMPH MOCTMApKETUHIOBOM IPUMEHEHUH, CBS3b
KOTOPBIX C PUEMOM MEJIOKCHKaMa paclieHUBalIach Kak BO3MOKHAsl, OTMEUEHBI 3HAKOM *.
YactoTa mOoOOYHBIX pEaKIMil oIpenessiach B COOTBETCTBUU C peKOMeHJanusMu BcemupHoit
OpraHu3aly 3ApaBOOXpaHeHus: oueHb vacto (> 1/10); gacto (> 1/100, < 1/10); Heuacto
(> 1/1000, < 1/100); pemxo (> 1/10000, < 1/1,000); ouenr peako (< 1/10000); Brimrovas
OTJIeNIbHBIE COOOILEHUS; YacTOTa HE HM3BECTHA (HEBO3MOXKHO OIIEHUTh YacTOTy Ha OCHOBE
UMCIOIIUXCS JTaHHBIX).

Hapywenusa co cmoponvl Kposu u numgamuuecko cucmemsl. HEYaCTO — AHEMHS; PEIKO —
JeUKONEHHsI, TPOMOOIMTONEHUS, W3MEHEHHMsS YHClIa KIETOK KpOBH, BKJIIOYAas H3MEHEHUS

JefKkonuTapHOl HOPMYIIHI.



COQOTBETCTEYET JKCMNEPTHOMY OTYETY
06.2022 N= 14864 8

ey
oOT ££.U

(NOCNEQCBATENEHOCTE 0003)

Hapywenusa co  cmoponvl  UMMYHHOU  cucmemvl. HEYacCTO —  JIpyTUE  PEaKIUU
TUIIEPUYBCTBUTEIBHOCTA HEMEIUICHHOTO THUMA*; 4acToTa HEW3BECTHA — aHAa(pUIaKTHYECKHUid
II0K™, aHa(PMITAKTOUTHBIE PEAKITUN ™.

Hapywenus ncuxuxu: peiKo — U3MEHEHUE HAaCTPOEHUS™; 4acTOTa HEU3BECTHA — CIyTaHHOCTb
CO3HAHUA™, J€30pUEHTALIUS ™.

Hapywenusa co cmoponbl HepeHOU cucmembl. 4YAcTO — TOJOBHas Oo0Jib; HEYacTo —
rOJIOBOKPY>KEHUE, COHJIMBOCTD.

Hapywenus co cmopoHnvl op2anoe 3penus, ciyxa u 1aOUpuHmHvle HApYuieHus. He4acTo —
BEPTUTO; PEAKO — KOHBIOHKTUBUT®, HAPYIICHUS 3PCHUS, BKIIOYAsi HEUYETKOCTh 3PEHUS™®, IIIyM B
yIIax.

Hapywenus co cmoponvl cepoya u cocy0os: HE4acTO — MOBBIIIEHUE apTEPUATIBHOTO JIaBJICHNUS,
YyBCTBO «IIPHJIMBA» KPOBHU K JIMILY; PEIKO — cepAleOueHue.

Hapywenus co cmopoHnbl 0bixamenbHol CUcmembsl. PeIKo — OpOHXHANIbHAs aCTMA Y TTALUEHTOB C
aJuIepruen K aueTuiICcaIMIIoOBor kucinote wim aqpyrum HIIBIL.

Hapywenus co cmopomubi dceny0ouno-Kuueuno2o mpakma: 4acto — 00Jib B )KUBOTE, TUCIEICHs,
Japesi, TOIIHOTA, pBOTA; HEYaCTO — CKPBITOE WM SIBHOE JKEJIyI0YHO-KUIIEYHOE KPOBOTEUYEHHUE,
racTpUT*, CTOMATHUT, 3arop, B3AyTHE JKUBOTA, OTPBDKKA; PEAKO — TacTPOyOACHAIbHbIC S3BHI,
KOJIUT, 330(aruT; OYEeHb penKko — mepdopanus KEeITyJAOYHO-KHIIEYHOTO TpPAKTa; YacToTa
HEM3BECTHA — AHKPEATHT.

Hapywenus co cmoponvl neueHu u #cenuesvigoOAwjux nymei. HEYaCTO — TPAH3UTOPHbBIE
U3MEHEeHUs TMoKazaTesiel (yHKIMM MeYeHU (HampuMmep, MOBBIIIEHHEe aKTUBHOCTH TpaHCAMUHAa3
Wi OunupyOnHa); O4eHb PEAKO — TenaTuT™.

Hapywenus co cmoponbl KOX#CU U NOOKOMCHBIX MKAHell: HeYaCTO — aHTHOHEBPOTHYECKUN OTEK™,
3yJ, KOXKHas ChIlb; PEAKO — TOKCHUYECKUH 3MMJIepMalbHbI Hekposius™, cuHapoM CTHBeHCa —
J)xoHCOHA™, KpanMBHMIA; OYEHb PEIKO — OyJIe3HBIH JepMaTHT™, MHOTO(OpMHas 3puUTeMa™;
4acTOTa HEM3BECTHA — (DOTOCEHCHOMIH3AITHSI.

Hapywenus co cmopoHbl NOYeK u Mo4edblgo0auux nymeti: He4acCTO — M3MEHEHHS TTOKa3aTenei
¢GyHKIMM TOYeK (TOBBIIEHHE YpPOBHS KpEAaTMHHWHA /MM MOYEBHHBI B CBHIBOPOTKE KpPOBH),
HapylIeHUs] MOYEHCITyCKaHHUs, BKIIIOYAs OCTPYIO 3aJepKKy MOYHM™; O4eHb pelKO — OocTpas
no4yeyHasi HeJJOCTaTOYHOCTh .

Hapywenus co cmopoHbl Nono8bIX O0peaHO8 U MOJOYHOU Jicenesbl. HEYACTO — TIO3IHSA

OBYJ'ISILII/IH*; qacToTa HCU3BCCTHA — 6ecru10/:[ne y )KeHH_II/IH*.



ot 22.06.2022 N° 14864 9
(MOCNEQOBATENEHOCTE 0003)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Obwue paccmpoiicmea u HapyuieHuss 8 mecme G88edeHusi: 4acTo — OOJb U OTEK B MeECTe
BBEJICHUS; HEUACTO — OTCKH.

CoBMECTHOE TMPUMEHEHHUE C JICKAPCTBEHHBIMU CPEACTBAMM, YTHETAIOIIMMU KOCTHBIM MO3T
(HammpuMep, METOTPEKCAT), MOXKET CIPOBOIUPOBATH IIUTOIICHHIO.

KenynouHo-kuieqYHOe KPOBOTEUCHHUE, s13Ba WK Tiepdopaiusi MOTYT MPUBOJUTH K JIETATLHOMY
HCXOMY.

Kak u gnsa apyrux HIIBII, He uckiroyaroT BO3MOXKHOCTb MOSBJICHUS WHTEPCTUIMATBHOIO
He(dpuTa, TIIOMEpYI0HEPPHUTA, TOYSTHOTO METYJUIIPHOTO HEKPO3a, He(PPOTHIECKOTO CHHAPOMA.
Ilepeno3upoBka

JlaHHBIX O chydasX, CBSI3aHHBIX C MEPEAO3UPOBKOM Ipenapara HAKOIUJIEHO HEIOCTAaTOYHO.
Cumnmomsi: BEpPOATHO, OyAyT HPHUCYTCTBOBATh CHMIITOMBI, CBOICTBEHHBIE MEPEI03UPOBKE
HIIBII, B Ts:XKENMBIX Cily4asiXx: COHIUBOCTb, HApyIICHHs] CO3HaHHUS, TOIIHOTA, pBOTa, OOIH B
AIIUTACTPUH, KEITYIOYHO-KHUIIEYHOEC KpPOBOTEUEHHME, OCTpas IO4YE€YHas HEA0CTaTOYHOCTb,
VM3MEHEHUS apTEPUAJIbHOIO 1aBJIEHUS, OCTAHOBKA JIbIXaHUs, ACUCTOJIHS.

Jleuenue: aHTUJOT HE U3BECTEH. B ciydae mepeno3upoBKH Mpernapara CiaeayeT MNPUMEHSTh
CUMIITOMAaTUYECKYI0 Tepanuio. F3BeCTHO, YTO KOJIECTUPAaMUH YCKOpSIET BBIBEJCHUE
MEJIOKCHKaMa.

B3auMogeiicTBHe ¢ IPYTrUMH JIEKAPCTBEHHBIMH CPeICTBAMM

Jpyeue uneubumopvr cummesa I, e6xnwouas 2nOKOKOPpMUKOUObL U  CATUYULAMbL —
OJIHOBPEMEHHBII TpHEM C MEJOKCHKaMOM YyBenn4yuBaeT puck oOpazoBanus si3B B KKT u
JKEITyAOYHO-KUIIIEYHBIX KPOBOTEUEHUH (BCIEACTBHE CHHEprusMma jaenctBus). OJHOBpEeMEHHBIN
npueM ¢ npyrumu HIIBII He pexomenayeTcs.

Aumukoazynaumol Ol NpuemMa  6HYmMpob,  2enapuH Ol CUCMEMHO20  NpUMeHeHUs,
mpomborumuyeckue cpeocmea — OINHOBPEMEHHBIN MPHEM C MEIOKCHKAaMOM IOBBIIIAET PHUCK
pa3BUTHS KPOBOTEUYEHHs. B cilydae OJHOBPEMEHHOTO MPUMEHEHUS HEOOXOAMM TIIATeIbHBIN
KOHTPOJIb 3@ CBEPTHIBAIOIIEN CHCTEMOMN KPOBH.

AumumpomboyumapHnvie npenapamol, UHSUOUMOPLI 0OPAMHO2O 3AX8AMA CEPOMOHUHA —
OJIHOBPEMEHHBIN MPUEM C METOKCUKAMOM MOBBIILIAET PUCK PA3BUTHSI KPOBOTEUECHHUS BCIEACTBUE
WHTHOUPOBaHUA TpoMmOoruTapHoii (yHkuMu. B ciayyae OJHOBPEMEHHOTO TMPUMEHEHUS
HE0OXOIUM TIIATENIbHBII KOHTPOJIb 32 CBEPTHIBAIOLIEH CHCTEMOM KPOBHU.

llpenapamer naumusi — HIIBII moBbIIalOT YpOBEHBb JHUTUA B IUIA3ME€ KPOBH, MOCPEICTBOM

YMCHBIICHUA BBIBCACHHUA CI0 IMOYKAMMU. OI[HOBpeMCHHOC MNPUMCHCHUC MCJIIOKCHUKaMa C
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npenapataMM JIMTHS HE pEKOMeHIyeTcs. B cimydae HEOOXOJMMOCTH OJXHOBPEMEHHOTO
IIPUMEHEHHS PEKOMEHAYETCs TIIATEIbHbIM KOHTPOJIb 3a KOHL[EHTpalUUeH JUTHS B IJ1a3Me KpOBU
B TEYEHUE BCEr0 Kypca MPUMEHEHHUs IIPENapaToB JIUTHUS.

Memompexcam — HIIBII cHMXarOT CEKpelro METOTpeKcaTa MOYKaMH, TEM CaMbIM, ITOBBIIIAS
€ro KOHUEHTpaluio B IUIa3Me KpoBU. OJHOBPEMEHHOE NPUMEHEHHE MEJIOKCHKama M
MeToTpekcaTa (B Ao3e 6onee 15 Mr B Henento) He pekomeHayeTcs. B ciyyae oJlHOBpeMEHHOTO
NPUMEHEHHUS HEOOXOJWM TIIATEIbHBIA KOHTPOJb 3a (yHKUMEH mMouek U (Popmysoi KpoBH.
MenokcukaM MOKET yCHIJIMBAaTh I'€MAaTOJIOIMYECKYI0 TOKCHYHOCTh METOTpEKcaTa, OCOOEHHO Yy
NAIMEeHTOB C HAPYIICHUAMHU (PYHKLUH ITOYEK.

Konmpayenyus — ectb gannsie, uro HIIBII moryT cHmxkare 3pPeKTHBHOCTE BHYTPHUMATOYHBIX
KOHTPALENTUBHBIX YCTPOUCTB, OJJHAKO 3TO HE JOKA3aHO.

Huypemuku — npumenenue HIIBII B ciydae o00e3BOXKMBaHHUS MAIMEHTa COMPOBOXKIACTCS
PHCKOM pa3BUTHUS OCTPON IIOYEYHOM HETOCTATOYHOCTH.

Anmueunepmen3uenvie cpeocmaa (bema-aopenobdrokamopet, UHeUOUMOPYL
aneuomenzunnpespawaoueco epmenma (AIIP), eazoounamamopvl, ouypemuxu). HIIBII
CHIKAIOT d3(QeKT aHTUTUNEPTEeH3UBHBIX IpenaparoB, BcieAcTBUE HHrubupoBanus [II7,
00Ja1a01KX Ba30AUIaTUPYIOIIMMH CBONCTBAMH.

Anmaeonucmor peyenmopos ameuomernsuna-ll — npu coBmectHom HazHaueHuu ¢ HIIBII
YCUJIMBAIOT CHUKEHUE KIyOOYKOBON (MIbTpAlM, YTO TEM CaMblM MOXET IPUBECTH K
Pa3sBUTHIO OCTPOM MOYEYHOH HEIOCTaTOYHOCTH, OCOOEHHO Yy MAaIMeHTOB C HapyLIECHUSIMHU
(GYHKINU TOYEK.

Konecmupamun, cesassiBas menokcukam B XKKT, npuBoaut k ero 6osee ObICTPOMY BBIBEICHUIO.
HIIBII, oxa3piBas peiictBue Ha mnoueunsie [II, moryt ycuwiuBaTh HEHPOTOKCUYHOCTH
YUKTIOCNOPUHA.

Ilemempexceo — ipy OJHOBPEMEHHOM MTPUMEHEHUH MEJIOKCHKaMa U IIeMeTpeKceia y MaliueHTOB
C KJIMPEHCOM KpeaTHMHHMHA oT 45 1o 79 mi/MHH mpHeM MeloKCHKama CJelyeT MpEeKpaTUTh 3a
5 nHeW 10 Hayala npuemMa IMeMeTpeKcela M BO3MOXXKHO BO300HOBUTH depe3 2 AHS Iocie
OKOHYaHUs mnpuema. Eciam cymectByeT HeEOOXOAMMOCTh B COBMECTHOM MPUMEHEHUHU
MEJIOKCHKamMa M THeMeTpeKcesa, TO MalUeHTOB CJleAyeT TIIATeNIbHO HabIroAaTh, OCOOEHHO B
OTHOIIEHUH MHUEJOCYNPECCU M BO3HUKHOBEHHUS] MOOOUYHBIX siBeHU co ctoponbl XKT. ¥V
MAlMEHTOB C KJIMPEHCOM KpeaTWHHWHAa MeHee 45 MII/MUH NpueM MeJOKCHMKaMa COBMECTHO C

MNEMETPECKCCIOM HC PCKOMCHAYCTCA.
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IIpy wMCHOIB30BaHUMM COBMECTHO C MEJIOKCHUKAaMOM JIEKapCTBEHHBIX IIPErapaTroB, KOTOpPbIE
oOmamaroT u3BeCTHOM cmocoOHocThio uHrHOupoBath CYP2C9 w/mmm CYP3A4  (wmm
MeTabONMM3UPYIOTCS  MpPH  y4acTUM  OSTUX  (EepMEeHTOB), TakKUX KaK IPOU3BOJHbBIC
CyJIb()OHMUIMOYEBHHBl WM MPOOEHENH, cleAyeT MPUHUMAaTh BO BHHUMAaHUE BO3MOXKHOCTh
(hapMaKOKMHETUYECKOTO B3aUMOCHCTBUSI.

[Ipy coBMECTHOM NPUMEHEHUH C aHmuouabemuyeckumu cpeocmeamu JUisi TIpUeMa BHYTPb
(nampumep, IIPOU3BOAHBIMU CyJb()OHUIMOYEBHHBI, HATETJIMHUIOM ) BO3MOKHBI
B3auMoJiecTBUsl, omnocpenoBanHbie CYP2C9, koTtopble MOTrYyT MNpPHUBECTH K YBEIUYEHUIO
KOHLEHTPALlMU KaK 3THX JIEKAPCTBEHHBIX CPEICTB, TaK M MEJIIOKCUKaMa B KpoBHU. Ilamuentsl,
OJTHOBPEMEHHO NPUHUMAIOIINE MEIIOKCHKAaM C IpernaparaMd CyJab()OHUIMOYEBUHBI MU
HATErNIMHKUA, JOJDKHBI TINATEJIbHO KOHTPOJIMPOBAaThH YpPOBEHb caxapa B KpOBH H3-3a
BO3MOKHOCTH PAa3BUTHUSI TUIIOTJINKEMUU.

[Ipy OMHOBPEMEHHOM TIPUMEHEHUHU aHmMAayuodos, yumemuound, OUeOKCuHa u @ypocemuoa
3HAYMMBIX (PapMaKOKWHETUYECKHX B3aUMOJICHCTBUI BBISIBJICHO HE OBLIO.

Oco0ble yka3anus

[TaruenTsl, crpagaromue 3adoneBanusaMu JXKKT, momKHBL peryisipHo HaOII0AaThCA.

Jlis cHUKEHMsI pUCKa Pa3BUTHSI HEXKEJIATEIbHbBIX SBJIEHUN CO CTOPOHBI KEJIyA0YHO-KUILIEYHOTO
tpakta (OKKT) cremyer wucnoib30BaTh MHHAMATBHYIO A((EKTHBHYIO 03y MHUHHAMAIHHO
BO3MOXKHBIM KOPOTKMM KypcoMm. IIpu Bo3HuMKHOBeHuM s3BeHHOro mnopaxenus JKKT wm
ey TOYHO-KUIIEYHOTO0 KPOBOTEUEHHUs IIpenapaT He0OX0MMO OTMEHUTb.

SAzeel KKT, mepdoparuisi Ui KpoBOTEUEHHS MOTYT BO3HHKHYTH B XOJ€ JIEUEHHUS B J00O€
BpeMs, Kak IpU HaJIMYUU HACTOPAKMBAIOIIMX CUMITOMOB WM CBEACHUH O CEpbE3HBIX
KEITyJ0YHO-KUIIEYHbIX OCJIOKHEHUSX B aHaMHe3€, TaK U MPU OTCYTCTBUU ITHX IPU3HAKOB.
[TocnencTBust JaHHBIX OCTIOXKHEHUH B 11€JI0M 00Jiee Cepbe3Hbl Y MallMeHTOB MOXKHUIIOTO BO3pacTa.
[Ipu npuMeHeHnH mpenapara MOTYT Pa3BUBAThCS TAKHE CEPHE3HBIE PEAKI[UU CO CTOPOHBI KOXH,
KaKk 9KCPOJNMATUBHBIA JepMaTuT, cuHapoM CtuBeHca — JPKOHCOHA, TOKCHUYECKUU
snuAepMalbHbIl  Hekponu3. IlosTomy cnemyer yaensaTe oco0oe BHHUMaHHE MallMEHTaM,
COOOIIAIONIUM O Pa3BUTHU HEXeJATeIbHBIX SBJICHUH CO CTOPOHBI KOKH M CIU3UCTHIX 000JI0UEK,
a TaKKe peaklMil MOBBIIIEHHOM YyBCTBUTEIBHOCTU K Mpemnapary, OCOOEHHO eciH MOAO0OHbIE
peaxkiuu HabJI0JauCh B TEUEHUE MPEbIIYIIUX KypcoB JieueHHs. Pa3Butre moio0HbIX peakuuit
Ha0JI0/1aeTCsl, Kak MpaBUJIo, B TEUEHUE MIEPBOro MecsIa JieueHus. B ciydae nosiBjaeHus nepBbIX

IMPU3HAKOB KOXKHOM CbIIIM, HM3MCHCHHUA CIHM3UCTBIX 00010YeK HIIH APYyrux TIMpU3HAKOB
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TUIIEPYYBCTBUTEIBLHOCTH, HEOOXOIMMO pPAaCCMOTPETh BOIPOC O NPEKPALICHUM IPUMEHEHUs
npenapara.

[IpemapaT MOXKET MOBBILIATH PHUCK PAa3BUTHUSL CEPHE3HBIX CEPACYHO-COCYITUCTBIX TPOMOO30B,
uH(papKTa MUOKap/a, MPUCTyNa CTEHOKAPAHH, BO3MOXXHO CO CMEPTENbHBIM HCXOA0M. Takoii
PUCK NOBBILIAETCS IPU JJIUTEIBHOM IPUMEHEHUHU Ipernapara, a TakXe Yy MalUeHTOB C
BBIIIICYKAa3aHHBIMU 3a00JI€BaHUSIMH B aHAMHE3€ U TPEAPACIIONOKEHHBIX K TAKUM 3a00JIeBaHUSIM.
HIIBII uaruOupytor B mo4YKax CHHTE3 MPOCTArIaHIMHOB, KOTOPHIE YUACTBYIOT B MOJAJIEPKaHUU
noueuynoit mepdysun. Ilpumenenwe HIIBII y manueHTOB CO CHIKEHHBIM IMOYCYHBIM
KPOBOTOKOM HJIM YMEHBIIEHHBIM OOBEMOM LHUPKYJIHPYIOMEH KPOBH MOXKET MPUBECTH K
JIEKOMIICHCAIIMM CKPBITO MPOTEKAIolIe MmoyeyHoil HexoctarouyHocTd. I[locne ormenst HIIBIT
byHKIUS MOYeK OOBIYHO BOCCTAHABIMBAETCS JI0 MCXOJHOTO ypoBHA. B HauOomnblieil crerneHu
PUCKY Pa3BUTHUSI 3TOM pPEaKLMHU IMOJBEPKEHBI MOXKHWIbIE MAllUEHThl W MAIUEHThI, Y KOTOPBIX
OTMEUaeTCsl Jeruaparanusi, 3acToiiHas cepjAedyHass HeAOCTaTOYHOCTh, LHUPPO3 II€UEHH,
HEPPOTHUYECKUI CHHIPOM WIIM OCTPhIC HAPYIICHUsT (PYHKIUH MOYEK, MAIMEHTHI, OJHOBPEMEHHO
MPUHUMAIOIIKE TUypeTUYecKue mpemnaparbl, UHruoutopsl AII®, aHTaroHUcTs aHruoreH3uH-|
pELEnTOpOB, a TAKXKE MAlMEHThl, NEPEHECIINE CEPbE3HbIE XUPYPTrUYECKUE BMEIIATENbCTBA,
KOTOpBIE BEAYT K T'MIIOBOJIEMUHU. Y TaKUX MAllMEHTOB B Hayalle JICUCHUS CleAyeT TIIATEIbHO
KOHTPOJIUPOBATh 1Uype3 U QYyHKIUIO OYEK.

ITpumenenne HIIBII coBMeCTHO ¢ AMypeTHKaMH MOKET IMPHUBOJUTH K 3aJCPKKE HATPUs, Kaaus
M BOJBI, & TAKK€ K CHIKEHUIO HAaTPUMYPETHUECKOTO ACMCTBHMSI MOYETOHHBIX IpenapaTtoB. B
pe3ysIbTaTeé 3TOr0 y MPEAPACHOIOKEHHBIX IMAlMEHTOB BO3MOXXKHO YCHJIEHHE IIPU3HAKOB
CepJIeYHON HEJOCTATOYHOCTU WK runepreH3ud. [loaToMy HEoOXOauM TIIATEIbHBIH KOHTPOIb
COCTOSTHUS TaKUX MAllMEHTOB, a TAK)KE Y HUX JIOJDKHA MOIEPKUBATHCS a/IeKBaTHAs THpaTalusl.
Jlo Hauasna ie4eHnss He0OX0IMMO UccieloBaHue (PYHKIIUU TTOYEK.

B cnydae npoBeneHnss KOMOMHUPOBAHHON TepamuM CleqyeT TakKe KOHTPOJIUPOBATh (PYHKILHUIO
MOYEK.

[Ipy npuMeHeHMM MeJlOKCMKaMma (Tak ke, Kak u OonbmmHcTBa Apyrux HIIBII) Bo3MoxkHO
AMU30IUYECKOE MOBBINIEHNE aKTUBHOCTH «II€YEHOUYHBIX» TPAHCAMHHA3 B CHIBOPOTKE KPOBU HJIU
Npyrux TMoKa3atenedl (YHKIMM Me4eHH. B OONbIIMHCTBE CiIy4aeB 3TO IOBBIIIEHHE OBLIO
HEOOJNBIIMM U TpexondimuM. Eciau  BbIABIEHHbIE W3MEHEHMsI CYIIECTBEHHbI WU HE
YMEHBINAIOTCA CO BpEMEHeM, Ipernapar HeoOXOJUMO OTMEHHUTh W MPOBOJIUTH JajbHeilliee

Ha6J'IIOIlCHI/IC 3a  BbIIABJICHHBIMHU J'Ia60paT0pHLIMI/I HN3MCHCHHAMMU. OcnabiaeHHBIE WU
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WCTOIIICHHBIE MAIlUEHThl MOTYT XYK€ NEPEHOCHUTHh HEXKeaTelIbHbIEe SIBJICHUS, B CBSI3U C 4YEM,
TaKHe MAIMEHTHI JOJDKHBI TIIATEILHO HAOIOAAThCS.

[Tono6no gpyrum HIIBII, MenokcukamM MOXET MAacKHPOBaTh CHMITOMBI OCHOBHOT'O
MH(DEKIMOHHOTO 3a00JIeBaHHUS.

[IpumeHneHnue MenokcMKama, Kak W JAPYrHX MpenaparoB, OJOKUPYIOMIUX MUKIOOKCUT€HA3y W
CHUHTE3 MPOCTArJIaHJAMHOB, MOXET BIUATh Ha (EPTHILHOCTH, MO3TOMY HE PEKOMEHIYETCS
JKEHIIMHAM, JKeNalIuM 3abepemeHeTb. [Ipyu HapylieHun crnocoOHOCTH K 3a4aTHIO Y KEHIIUH
WIM TPOBEACHHUIO 00CIeI0BaHuUs 10 MOBOJY OeCIionus HeOOXOAMMO PacCMOTPETh BOMpPOC 00
OTMEHE MEJIOKCHKaMa.

VY nmauueHToB co ciaaboi WU YMEPEHHOU MOYEUYHOM HETO0CTATOYHOCTHIO (KIMPEHC KpeaTHHUHA
Oosee 25 MJI/MUH) KOPPEKIIUH 103 HE TpeOyeTcs.

Y nanmeHToB ¢ HUPPO30M MeUeHU (KOMIEHCUPOBAHHBIM) KOPPEKIIUU 103bI HE TpeOyeTcs.
Biusinue Ha CIOCOOHOCTH YNPABJISITH TPAHCIIOPTHHIMHU CPeICTBAMM, MEXaHU3MAMH
CrienuanbHBIX KIMHUYECKUX HCCIICIOBAHUHN BIUSHUS MEJIOKCHKaMa Ha CIIOCOOHOCTh YIPaBIISATh
TPAHCIIOPTHBIMU CPEJICTBAMH WJIM MEXaHU3MaMu He MpoBOAWIoCh. OIHAKO MpH YIpaBICHUU
TPAHCIIOPTHBIMU CPEICTBAMH M paboTe ¢ MEXaHH3MaMH CleAyeT MPUHUMAaThb BO BHHMAaHUE
BO3MOKHOCTh Pa3BUTHSl TOJIOBOKPY>KEHHS, COHJIMBOCTH, HAPYIICHWUs] 3pPEHUS WIA JAPYTUX
HapylIEHUH CO CTOPOHBbI LIEHTPAJIbHOM HEPBHOM CHCTEMBl. B nepuon JieuyeHus IanueHTaMm
HE0OX0AMMO COOJII0IaTh OCTOPOKHOCTh TP YIPABJICHUH TPAHCIOPTHBIMU CPEIICTBAMH U
3aHSATHM  JIPYTUMH  TIOTEHIIMANIbHO OMACHBIMH  BUJAMH  JESTEIbHOCTH, TpPEOYIOIIUMU
MOBBIIIEHHON KOHIICHTPAIIUU BHUMAHHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUH.

dopma BbIITYCKa

PactBop miist BHyTpUMBITIIEUHOTO BBeACHUS 10 Mr/™mIT.

ITo 1,5 M1 B amITy bl OECIIBETHOTO HEUTPATIBHOTO CTEKIIa BMECTUMOCTBIO 2 MIL.

3, 5 ammyJ1 TOMENIAIOT B KOHTYPHYIO STYEMKOBYIO YIAaKOBKY M3 TJIEHKU MOJIMBUHWIXJIOPUTHOM.

1, 2 KOHTYpHBIE TYEHKOBBIE YITAKOBKH IMOMEIIAIOT B MMAYKy U3 KapTOHA.

B xaxayro mauxky BKJIAJBIBAIOT HHCTPYKIIUIO 1O MPUMEHEHHIO, CKapU(DUKATOP aMITyJIHHBIMH.
CkapudukaTop aMITyTbHBIN HE BKJIAJIBIBAIOT B CIy4ae UCIOIB30BAHUS aMITyJI C KOJIBIIOM H3J0Ma
WJIM C HAJIPE30M U TOUKOM.

YciaoBust XxpaHeHust

B 3amumieHHOM 0T cBeTa Mecte, pu Temnepatype He Boiie 30 °C.

XpaHI/ITB B HCAOCTYITHOM JJIs1 JIeTel MecTe.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 22.06.2022 N= 14264 14
(NMOCNEOOBATENEHOCTE 0003)

Cpok rognocTu

3 roga.

He npuMeHsATh 0 UCTEUEHUH CPOKA TOJHOCTH.

YcaoBus oTnycka

OTIyCKaloT MO peuenTy.

Jlep:kaTesib  PerucTPalHOHHOTO  yaoctoBepeHusi / Opranu3amnus, NTPUHUMAOIIAN
NMpeTeH3uu noTpeduTeNe

[Ty6nuunoe akmuonepHoe oOmecTBo "AkmuonepHoe Kypranckoe o0IIecCTBO MEIMITMHCKHUX
npenapatos u uzgenuii "Cuntes" (IIAO "Cuntes"), Poccus.

640008, Kypranckas o6., r. Kypran, npocrnekt Koncturynuu, 1. 7.

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

IIpousBoaurenn

[Iy6nmuunoe akimonepHoe oOmecTBo «AkmnuonepHoe Kypranckoe oOMIECTBO METUIIMHCKHUX
npenapatoB u uznenuii «Cunte3» (ITAO «Cuntes»), Poccus.

Kypranckas o6u1., r.0. r. Kyprawu, r. Kypran, npocnekt Koncturynuwu, ctp. 7/27.

Buvinyckarowuii konmpons kauecmea

Kyprauckast 001, r.0. . Kypran, r. Kypran, npocniekt Koncruryuuu, crp. 7/32.



