COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.08.2025 N= 19647

(MOCNEQCBATENEHOCTE 0002)

NHCTPYKHA
10 MEJUITUHCKOMY ITPUMEHEHMNIO JIEKAPCTBEHHOI'O ITIPEITAPATA

MosBacun

PerncrpannonHblii HOMep:

Toprosoe HauMeHoBaHue: MoBacuH

MeskayHapoaHOe HeNATEHTOBAHHOE WJIH I'PYNIIMPOBOYHOE HAMMEHOBAHMe: MEIOKCUKaM
JlekapcTBeHnHasi popma: pacTBOp JUIsl BHYTPUMBILIEUHOTO BBEIACHMS

Cocras

1 M1 pacTBOpa COAEPKUT:

eticmsyrowee sewyecmeso: Menokcukam — 10 mr.

Bcnomoeamenvuvie gewjecmsea: HATpHsl XJIOpWA, TIUIMH, TiauKodypdypon (TeTpariukons,
rkodypor), monokcamep 188, MermomMuH (METIyMUH), HATpus THUIPOKCHI, BOJa JUis
UHBEKLIUHN.

Onucanue

IIpo3paydHblil PACTBOP XKEJITOIO € 3€JICHOBATHIM OTTEHKOM IBETA.

dapmakoTepaneBTHYecKasd TPyNna: IPOTUBOBOCHAIUTEIbHBIE U IPOTUBOPEBMATUYECKUE
npenaparbl; HECTEPOUIHbIE MPOTHUBOBOCHAIUTEIbHBIE U IPOTUBOPEBMATHYECKHUE Ipernaparsbl;
OKCHKaMBl.

Kox ATX: MO1ACO06

DapMaKoJIOrHyecKue CBOMCTBA

Dapmaxoounamuka

MenokcukaMm sIBISIeTCS HECTEPOMAHBIM IMPOTHBOBOCHAIMTENbHBIM mpenaparom (HIIBII),
OTHOCUTCSI K TIPOM3BOAHBIM HHOJOBOM KHCJIOTBI M OKa3bIBA€T MPOTHUBOBOCHAIUTEIBHOE,
AQHAJIbIeTUYECKOE M AHTUIIMPETHYECKOe JIeHCTBUE. BpIpa)keHHOE NPOTUBOBOCHAINUTEILHOE
JEICTBUE MEJIOKCUKAMa YCTaHOBJIEHO HA BCEX CTAHIAPTHBIX MOJEIAX BOCHAJICHMs. MexaHu3M
JeMCTBUSL MEIOKCUKaMa COCTOUT B €r0 CIOCOOHOCTH MHTHOMPOBATh CUHTE3 MPOCTArJIaHANHOB —
M3BECTHBIX MENATOPOB BOCHAJICHUS.

Menokcukam iN VIVO HHTHOMpPYET CHHTE3 MPOCTAarjiaHAWHOB B MECTE BOCHAJICHUS B OOJbINEH
CTETEHHU, YeM B CIIM3HCTOM OOOJIOUKE XKEeNyJKa MM MOYKax. DTU pa3Iudus CBsi3aHbl ¢ Oosee
CCJICKTHBHBIM ~ HMHTUOMpOBaHWUEM  IUKIOOKcureHaswl-2  (LJOI'-2) mo  cpaBHeHHIO ¢
nukiookcurenaszoii-1  (I[OI-1). Cuwmraercs, uyto wunruOuposanue I[[OI'-2 obecrneunBaet
tepaneBTuueckue AeiictBus HIIBII, Torna kak nHrnOupoBaHue MOCTOSIHHO MPHCYTCTBYIOIIETO
uzodpepmenta L[OI'-1 moxeT OBITh OTBETCTBEHHO 3a HEXKeJaTelIbHbIE PEaKIMH CO CTOPOHBI

Kenynka M modek. CeneKTMBHOCTh Menokcukama B oTHomeHuu [lOI'-2 moaTBepiklieHa B
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pa3InYHBIX TECT-CUCTEMaX, Kak IN Vitro, tak u iA-vivo-€CernekTHBHAT CHOCOOHOCTE MCTTOKCHKaMa
unrubuposates [1OI'-2 nmokazaHa npu UCIONIb30BAaHUH B KaUe€CTBE TECT-CUCTEMbI LIEJIbHOW KPOBU
yenoBeka in Vitro. YcraHoBIeHO, 4TO MEJIOKCHKaM (B 03ax 7,5 u 15 Mr) akTHBHEE HHTHOUpPOBAT
LIOI'-2, oxa3eiBasg Ooiblliee MHTHOMpYIOIIEE BIMSHME HAa MPOAYKIMIO IpocrariaHanHa Ep,
CTUMYJIMPYEMYIO JIMTOMONIHcaxapuaoM (peakuus, koutpoaupyemas L{OI-2), yem Ha npoayKITHIO
TpOMOOKCaHa, y4acTBYIOIETO B IIPOIecCce CBEPThIBaHMS KPOBH (peakuus, KouTpoiaupyemas L{OI'-
1). Otu 5pdexThl 3aBUCEIN OT BETUYHHBI JTO3BI.

B wuccrienoBanusx X VIVO Mmoka3aHO, YTO MEJIOKCHKAaM B PEKOMEHIYEMBIX J103aX HE BIHUI Ha
arperamuio TPOMOOITUTOB M BpeMs KPOBOTEUEHHUSI.

B knmuHMYecKuX HCCne0BaHUAX HEXKeNaTeIbHble PeaKIMh CO CTOPOHBI JKEITYJOYHO-KHILIEYHOTO
tpakTta (OKKT) B 11e;10M BO3HMKAIIU pexe MpH IpreMe Mellokcukama 7,5 u 15 mr, yem npu npueme
npyrux HIIBII, ¢ koTopbIMu IPOBOAMIOCE CPaBHEHUE. DTO Pa3IMUUeE B YACTOTE HEXKEIATEIbHbIX
peakuuit co cropoHbl JKKT B OCHOBHOM CBA3aHO C TE€M, YTO IIPU IPUEME MEJIOKCHUKaMa PEkKe
HaAOJI0IATMCh TaKKe SIBICHUS, KaK JIUCIIEINCHUsl, pBOTa, TOIIHOTA, abJoMHUHaIbHbIe 60y, YacToTa
nepdopanuii B BepxHux otnenax JKKT, 3B M KpOBOTEUCHHH, KOTOPBIE CBS3BIBAIUCH C
MPUMEHEHHEM MeJOKCHKaMa, Oblila HU3KOM U 3aBHCeNia OT BEIMUMHBI TO3bI IIpenapara.
DapmakoKkunemuxa

Abcopbyus

Menokcukam MOJTHOCTBIO a0copOUpyeTCst OCIe BHYTPUMBIIIEUHOTO BBeieHUsl. OTHOCUTEIbHAS
OMOOCTYITHOCTh MO0 CPAaBHEHHUIO ¢ OMOJOCTYIHOCTBIO MpPU IpUEME BHYTPh COCTABISET MOYTH
100 %. IToaTomMy mpu mepexoje ¢ MHBEKIIMOHHOW Ha MepopaibHbIe (GOPMBI MOI00pa 03I HE
TpeOyercs. Ilocie BHYTPUMBIIIEYHOIO BBEAEHUS Mpenapara B J03€ 15 MI MakcUMallbHas
KOHIIGHTpalusi B Iula3Me KpoBH coctaBiseT 1,6-1,8 MKr/Min u jocturaercss B TedeHHE
npubim3uTensHo 60—96 MUHYT.

Pacnpeoenenue

Menokcukam 04€Hb XOPOLIO CBSA3BIBAETCS C OeJIKaMHU IJ1a3Mbl KPOBH, B OCHOBHOM C aJIbOyMHHOM
(99 %). IlpoHukaeT B CHHOBHAIBHYIO XHIKOCTb, KOHIIEHTPAIMS B CHHOBHAIBHON YKUAKOCTH
cocraBiiseT 50 % KOHIEHTpanuu B IuiazMe kpoBu. OObeM pacnpezneneHus — B cpenHem 11 .
MexuHauBH oY aNbHBIE pa3nmnaus cocTaBisitoT 7—20 %.

Bbuompancpopmayus

MenokcukaM MOYTH TOJHOCTbIO MeTa0ONM3upyeTrcs B IE4eHH ¢ obOpa3oBaHuem 4
bapmakosoruuecKu HEaKTHUBHBIX IIPOU3BOJHBIX. OcHoBHOM MeTaboIHT,
S'-kapbokcumenokcukam (60 % OT BenMYMHBI J103bl), OOpa3yeTrcs IyTeM OKHCICHHS
MIPOMEKYTOUYHOTO MeTaboIuTa, 5'-ruIpoKMMETHIIMENIOKCUKaMa, KOTOPBIi TaKkKe

OKCKPETUPYETCs, HO B MeHbIel crenenu (9 % oT BemuumHbl 103b1). MccnenoBanus in vitro
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MOKAa3aj, YTO B JAHHOM METabOIHYECKOM TIp
CYP2C9, nononautenpHoe 3HaueHue nmeet nzodpepment CYP3A4. B o6pa3zoBanuu ABYX APyTUX
MeTabO0JUTOB (COCTABIISIIONINX, COOTBETCTBEHHO, 16 % u 4 % OT BeNMMUYMHBI J03BI Ipenapara)
MPUHUMACT YYaCTHE MMEPOKCH/1a3a, aKTUBHOCTh KOTOPOM, BEPOSTHO, WHIMBHUIYAIEHO BAPbUPYET.
Inumunayus
BreiBonuTcs B paBHOUM cTeleHH 4Yepe3 KHUIIEYHHK U TMOYKAMU, MPEUMYIIECTBEHHO B BHUIE
MeTabonMuTOB. B HEM3MEHEHHOM BHJI€ C KaJOM BBIBOJIUTCS MeHee 5 % OT BEIMYMHBI CyTOYHOMN
J03bl, B MOYE B HEU3MECHCHHOM BHJIE TMpernapar OOHAPYKHBACTCS TOJIBKO B CICIOBBIX
konmuecTBax. CpeHMiA Mepro/] MOTYBBIBEICHHS MEIIOKCUKaMa cocTaBisieT oT 13 mo 25 gacos.
[1na3MeHHBINA KIMPEHC COCTABISET B cpeaHeM 7—12 MIJI/MUH Mociie OJHOKPATHOTO MPUMEHEHHUS.
Menokcukam JE€MOHCTPUPYET JUHEHHYI0 (QapMakOKMHETUKY B jo3ax 7,5-15wvr mnpu
BHYTPUMBIIIICTHOM BBEJICHUU.
Ocoovle epynnbl nayuenmos
Ioueunas u neyeHouUHAs1 HEOOCMAMOYHOCHID
HenocratouHocTs (GyHKIIMU TEYEHH, a TakKe CJIad0 WM yMEPEHHO BBIpaKEHHAs MOoYeuHas
HEJOCTAaTOYHOCTh CYHIECTBEHHOTO BIMSHHS Ha ()apMaKOKHMHETHKY MEJIOKCHKaMa HE OKa3bIBaeT.
CKOpOCTh BBIBEJICHHSI MEJIOKCHKaMa M3 OPTaHW3Ma 3HAYUTEIIBHO BBIIIC Y TTAIIMCHTOB C YMEPEHHO
BBIP)KEHHOHN IMOYEYHOI HEIOCTATOYHOCTHIO. MEOKCHKaM XY Ke CBS3BIBACTCS C OSJIKaMU I1a3Mbl
KPOBH Yy TMAallMEHTOB C TEPMHUHAIBHON MOYEUHON HEIOCTaTOYHOCThIO. [Ipu TepMuHAIBHOI
MOYEYHON HEIOCTATOYHOCTH yBENIMYEHHE 00beMa pachpeesieHus MOXKET NMPUBECTH K Oolee
BBICOKHM KOHIICHTPAIUSAM CBOOOTHOTO MEJIOKCHKAaMa, TIO3TOMY Y 3TUX MAIlHCHTOB CYyTOYHAs J103a
HE JTOJ>KHA MIPEBBIIATE 7,5 MT.
Jluya nosicunozo ozpacma
[Toxxunple MalUMEHTHl 1O CPaBHEHHIO C MOJOJBIMU  MAllMEHTAaMH UMEIOT CXOJHbIe
(hapMaKOKMHETHUECKHE TTOKA3aTeIH. Y TIOXKHUIIBIX MAIMEHTOB CPEIHHN IIa3MEHHBIA KIHPEHC B
MIEPHOJ] PABHOBECHOTO COCTOSHUS (apMAKOKMHETHKH HEMHOTO HIKE, YeM Yy MOJIOJBIX
MAIMEHTOB. Y XEHIIWH MOXHWJIOTO Bo3pacTa 0ojiee BHICOKME 3HAYEHHUS IUIOIMIAIU TOJ] KPUBOM
«xoHneHTpaus — BpeMs» (AUC) u AIUHHBIA TEpUOJ TMOJYBBIBEIACHHUS, 1O CPaBHEHUIO C
MOJIO/IBIMH TTAIIHCHTaMU 000HX TTOJIOB.
Iloka3zaHus K IPUMEHEHHIO
[Tpemmapatr MoBacuH noka3aH K IPUMEHEHUIO y B3POCIBIX B Bo3pacTe oT 18 mnerT.
CrapToBas Tepanusi 1 KpaTKOCPOYHOE CUMIITOMATHYECKOE JICYSHHE TPH:

e ocreoaptpuTe (apTpo3, IereHepaTHBHBIC 3a00JIEBaHUS CYCTaBOB);

® PEBMATOUJHOM apPTPUTE,;

® AHKWJIO3UPYIOIIEM CIIOHIUIIUTE;
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¢ JPYrux BOCHAJIUTCIIbHBIX U ACTCHCPATUBHBIX 3d00JICBAHMAX KOCTHO-MBIIICYHO N CHUCTCTMBI,
TaKUX KakK apTpoNaTHH, JOPCONATUU (HAPUMEp, UIIHAc, O0Ih BHU3Y CIUHBI, MJICUEBOM
NEPUAPTPUT U IPYTHUE), COMPOBOKIAIOIIUXCS OOIBIO.
[Ipenapar pekomMeHAyeTCs NP HEBO3MOKHOCTM IPUMEHEHHS MEJIOKCMKaMa B HMHBIX
JIEKapCTBEHHBIX (popmax.
[Ipenapar npegHazHaueH AJisk CAHMIITOMAaTUYECKOW Tepanuu, yMEHbIIIEHUs 00JIM U BOCTIAJICHUS Ha
MOMEHT UCIOJIb30BaHUsI, HA POTPECCUPOBAHNE 3a00JIEBaHUS HE BIIHSICT.
IIpoTruBonoKka3anus
® TUIIEPYYBCTBUTEIBHOCTh K MEJIOKCUKAMy WA BCIIOMOTAaTEJIbHBIM KOMIIOHEHTam
Ipernapara;
® TUINEPUYYBCTBUTENHLHOCTh (B TOM umcie u kK apyrum HIIBII), momHoe wnm HemomHoe
coueTaHue OpPOHXHMAIBLHOM aCTMbI, PELUIUBUPYIOLIETO MOJIUI03a HOCA U OKOJIOHOCOBBIX
Ma3yX, aHTHOHEBPOTHYECKOI0 OTE€KA WJIM KPAIMBHHUIIBI, BBI3BAHHBIX HEMEPEHOCUMOCTBHIO
aneTuiIcAIMIWIOBOM Kucinotel uian apyrux HIIBII m3-3a cymecTByromen BEpOATHOCTH
MEPEKPECTHON YyBCTBUTEIHHOCTH (B TOM YHCIIE B aHAMHE3E);
® 3PO3MBHO-SI3BCHHBIC TOPAXKEHUsS >KEIyJAKa U JIBEHAJALATHUIEPCTHOW KUIIKH B CTaguHu
000CTpeHus WK HEAABHO NIEPEHECEHHBIE;
e BOCHAIUTENbHBIC 3a00JIeBaHUS KHUIIEYHUKA — Oosne3Hb KpoHa WM SI3BEHHBIM KOIUT B
cTaauu 000CTpEHUS;
® TsDKEJas IEYEHOYHAst HEIOCTaTOYHOCTb;
® BBIPAXCHHAs HEKOHTPOJIMpYyEMasl CepIeuHast HEAOCTaTOYHOCTD;
e TsDKeNas IOYEeYHas: HEIOCTATOYHOCTh (€CiM He MIPOBOJUTCS TE€MOAMANIN3, KIUPEHC
kpeaTrHIHA MeHee 30 MII/MHUH, a TaK)Ke TIPH MTOATBEPIKICHHON TUTIEPKAIMEMUN ),
® aKTHBHOE 3a00JIeBaHUE TICUCHU;
® aKTUBHOE JKEITy JOUYHO-KHUIIIEYHOE KPOBOTEUECHHE, HEJIaBHO MEPEHECEHHBIE
1epeOpoBaCKyIsIpHbIE KPOBOTCUCHMS] WM YCTAHOBJICHHBIM JUArHo3 3a0oJieBaHUMN
CBEPTHIBAIOLLIEH CUCTEMBI KPOBH;
e Bo3pacT 1o 18 ner;
e OEpeMEHHOCTH;
® [IepUOJ I'PYJHOIO BCKapMIIMBAHUS,
e Tepamus TEPUOTIEPANMOHHBIX OOJel TMpH MPOBEACHUW IIYHTUPOBAHHUS KOPOHAPHBIX
apTepui;
® CONMYTCTBYIOIIAs Tepamus aHTUKOAryJIsSHTaMH, TaK KakK €CTb pPHCK 0O0pa3oBaHUs

BHYTPHUMBIIICYHBIX T'€MATOM.
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C 0CTOpPOKHOCTHIO

e 3abonesanus XXKT B anamuese (nannune undeximu Helicobacter pylori);

® XpOHHUYECKas CepeuHasl He0CTaTOYHOCTb;

® [0YEYHAs HEJOCTATOYHOCTH (KIMpeHC KpeartnHuHa 26—50 mMi/mMun);

e wumemMuveckas 00JIe3Hb Cep/Ia;

e 1iepeOpoBacKyIsIpHBIC 3a00ICBaHNS,

®  JIUCIIHUIHIEMUS/TUICPIUITHIEMUS;

e caxapHblil 1uaber;

e CONyTCTBYIOLIash  Tepamus  CICAYIOUIMMM  [penaparaMy:  aHTHUKOAryJsHTamH,
NEPOPAIbHBIMU  TJIIOKOKOPTUKOCTEPOUAAMH,  AHTHArperaHTaMu,  CEJIEKTUBHBIMHU
MHIHOUTOpaMu 0OpaTHOIO 3aXBaTa CEPOTOHMHA;

e 3aboneBanus nepupeprUUECKUx apTEpHii;

e umtensHoe npumeHenne HIIBIT;

® KypEHHE;

® YacToe yrnoTpedJIeHHEe alIKOTOJIs;

® [IOXWIbIE NAUEHTHl (cTapue 65 ser) (B TOM YHCIE MOJIyYalOIUE JUYpPETUKHU,
ocnabiieHHbIE MAIUEHTHI U C HU3KOM Maccoil Tena).

IIpumeHeHnne npu GepeMEHHOCTH U B NEPHO/ TPYIHOT0 BCKAPMJINBAHUS

bepeMeHHOCTB

[TpumeHeHue mnpenapara MPOTUBONOKA3aHO BO BpeMs OepeMeHHOCTH. BnusHHe 3aaepiKku
CHHTE3a MPOCTarjaHIMHOB Ha SMOPHOTreHe3 BO BpeMsl EPBbIX JBYX TPUMECTPOB OEpEeMEHHOCTH
He scHOo. B mocnenHuil TpumecTp OEpeMEHHOCTM MEXaHM3M JIEWCTBUA MeEJOKCHKaMma
XapaKTepU3yeTCsl TOPMOKEHUEM POJIOBOM JAESITEIbHOCTH, MPEXKIEBPEMEHHBIM 3aKpbITUEM Ductus
arteriosus Botalli y nnoaa, NoBbIIaeTCA NPEAPACIOI0KEHHOCTh K KPOBOTEUECHUSIM Y MaTepH U
peOeHKa 1 MOBBIIIAETCS] PUCK 00pa30BaHMs OTEKOB Y MaTepH.

Jlakranus

N3BectHo, yto HIIBII nmpoHukaroT B rpyJIHOE€ MOJIOKO, TOATOMY NMPUMEHEHUE MEIOKCHMKaMma B
NEPUOJ TPYJHOTO BCKapMIIMBaHUS IPOTUBOIIOKA3aHO.

DdepTUabHOCTD

Kaxk npemapat, ”HTHOUPYIOIHI CHHTE3 IIMKJIOOKCUT€HA3BI/ TIPOCTATJIaHINHA, MEIOKCUKAM MOKET
BIIUATH Ha PEPTUIILHOCTH, U TIOATOMY HE PEKOMEHYETCSI Ha3HAYaTh KEHIIMHAM, TUIAHUPYIOITUM
OepeMeHHOCTh. MeNoKCHKaM MOXKET MPUBOIUTH K 3aJepXKKe OBYJSAIMH. B CBSI3U ¢ 3THUM Yy
JKEHIIUH, UMEIOIINX MPOOJIEMBI C 3a4aTHEeM U IPOXOSIIUX 00CIeIOBAaHKE 110 MTOBOAY MOJO00HBIX

po0ieM, peKOMEH IyeTcsl OTMEHa TIpHeMa Iperapara.
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Cnocod npuMeHeHus U 103bl
Ocmeoapmpum ¢ 60negolm cunopomom: 7,5 Mr B cyTku. [Ipu HE0OXOAUMOCTH 3Ta /1032 MOXKET
OBITH yBEIMYEHA /10 15 MT B JICHB.

Pesmamouonwiti apmpum: 15 mMr B cyTku. B 3aBucuMocTs ot aeuedHoro 3 Qexra 3Ta 103a MOKET
OBITh CHMIKEHA 10 7,5 MT B J€Hb.

Anxunozupyrowuti cnonounum: 15 mr B cyTku. B 3aBucumMocTu oT jedeOHoro 3¢gdekra 3Ta 103a
MOJKET OBITH CHHIKEHA 10 7,5 MI' B ICHb.

Ocoovle epynnbl nayuenmos

Tlayuenmui ¢ noscunozo éozpacma

VY manueHToB ¢ MOBBIIEHHBIM PUCKOM HeKelaTenbHbIX peakuuii (3adonesanus XKKT B anamuese,
Hanuuue (PaKTOpOB pHCKA CEPIEYHO-COCYAMCTHIX 3a00JIeBaHU) PEKOMEH]yeTCs HauYUHATh
JICYCHUE ¢ J103bI 7,5 MT B JIeHb (cM. pazzen «Oco0ble yKa3zaHus).

THayuenmoi ¢ HapyweHuem hyHKyuu novex

VY manueHToB co cnaboi WM YMEPEHHOH MOYeuHOW HEeJO0CTaTOUYHOCThIO (KIMPEHC KpeaTHHUHA
Oosee 25 MJI/MUH) KOPPEKIINH 103 HE TpeOyeTcs.

Y manueHToB C BbIpaXCHHOW MOYEUYHON HEIOCTATOUHOCTHIO, HAXOSIIMXCS HAa TeMOTUANIN3E, 1032
HE JIOJKHA IIPEBBIIATE 7,5 MT B JICHb.

THayuenmoi ¢ HapywieHuem yHKYuU neveHu

VY nanmeHToB ¢ HUPPO30M MeUeHU (KOMIEHCUPOBAHHBIM) KOPPEKIIUU 1036l HE TpeOyeTcs.
Oobuwgue pekomenoayuu

Tak Kak TOTEHIIMAIBHBIA PUCK HEXKENATEIbHBIX PEAKIIUNA 3aBUCHUT OT JIO3bI U MPOIOKUTEIIBHOCTH
JICYCHUS], CIEAYeT HCIOJIb30BaTh MAaKCHUMAJIbHO BO3MOXKHBIE HU3KHE JI03bl M JUIMTEIBHOCTH
MPUMEHEHHUS.

MakcumanbHasi peKOMEHAyeMas CyTOUHast 1032 — 15 mr.

Jemu

[Ipennapar MoBacuH NpOTUBOMOKa3aH JIETAM M MOApocTKaM B Bospacte oT 0 mo 18 jer (cm.
«IIpoTHBOIIOKA3aHUS).

Cnocood npumenenusn

BHyTpuMsIIeyHoO.

Kombunuposannoe npumenenue

He cnenyer npumenste npenapat ogHoBpeMmeHnHo ¢ apyrumu HIIBII. Cymmapnas cyrounas 1o3a
MeJIOKCHKaMa, MPUMEHSIEMOTO B BUE Pa3HBIX JIEKAPCTBEHHBIX (JOpM, HE JOKHA MPEBBIIATH 15
MT.

BryTpuMbIIeuHOEe BBEICHHE TTpenapara MoKa3aHo TOJIBKO B TEYCHHE MEPBHIX HECKOJIbKHUX JTHEU

Tepanuu. B nanpHenIeM jiedeHue NMpoaoKaT ¢ IPUMEHEHUEM NIEPOPAIBbHBIX JIEKAPCTBEHHBIX
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dopMm. Pekomennyemas mo3a cocTaBiseT 7,5 MPw—t5-mr—t-pa3-B-CyTKi;, B 3aBUCHMOCTH OT
WHTCHCUBHOCTH OOJICH U TSDKECTH BOCIIAIMTEIBHOTO MPOIECca.

[IpenapaT BBOJUTCS MOCPEICTBOM TIIyOOKOH BHYTPUMBIIICUYHOW MHBEKIWU. [Ipemnapar Hemb3s
BBOJIUTH BHYTPUBEHHO.

YuuThiBass BO3MOXKHYIO HECOBMECTHMMOCTb, MOBAacWH, pacTBOp i BHYTPHMBIIICYHOTO
BBEJICHUS, HE CJICJIyeT CMEIIMBAThH B OJJHOM IIIIPHUIIE C APYTUMH JICKAPCTBEHHBIMHU CPEIICTBAMH.
ITo0ouHoOE nelicTBHE

Hwuxe ommcaHbl HEXeNaTelIbHbIC PEAKIMH, CBA3b KOTOPBIX C HPUMEHEHHEM MEJIOKCHKaMa
pacleHNBaIaCh KaK BO3MOXKHASI.

HesxenarenbHble peakiuu, 3aperuCTPUPOBAHHBIC TIPU MTOCTMAPKETHHIOBOM ITPUMEHEHHH, CBS3b
KOTOPBIX C PUEMOM MEJIOKCHKaMa PacIiCHUBAIAaCh Kak BO3MOYKHAsI, OTMEUYCHBI 3HAKOM *.
YacToTa HEXKeNaTeNIbHBIX PEaKIMi ONpeaessuiaCh B COOTBETCTBUU C PEKOMEHIAIMSIMHU
BcemupHo#t opranusaiuu 3paBooXpaHeHus: odeHb yacto (> 1/10); wacto (> 1/100, no < 1/10);
Heuyacto (> 1/1 000, wo < 1/100); penko (> 1/10 000, no < 1/1 000); ouens penko (< 1/10 000);
Y4aCcTOTa HEM3BECTHA (HA OCHOBAHUW MMEIOIIUXCS TAHHBIX OIICHUTh HEBO3MOXKHO).

Hapywenus co cmopomnvl Kkpoeu u aum@amuueckou cucmemvl. HEYACTO — AHEMHUS;, PEAKO —
JICUKOIICHHsI, TPOMOOIIUTOINICHHS, W3MEHEHHs YHMCJIa KICTOK KPOBH, BKJIIOYAs HW3MCHCHHS
JEUKOLUTAPHON (HOPMYIIHI.

Hapywenuss co  cmopoHbl  UMMYHHOU  cucmemvl.: HEYaCTO — JPyr'He  pPeaKIuH
THIIEPYyBCTBUTEIIBHOCTH HEMEICHHOTO THIIA™*; 4aCTOTa HEM3BECTHA — aHAPMIIAKTUICCKUMN IIOK™,
aHa(UIAKTOUHBIE PEAKIH ™.

Mcuxuyeckue HapyweHus: PEIKO — U3MEHEHHE HACTPOSHHS *; 9acTOTa HEM3BECTHA — CITyTAHHOCTD
CO3HaHUS™*, TE30pUECHTAIUS ™.

Hapywenuss co cmopouvbl HepeHOlU cucmemvl. 4YaCTO — TOJOBHas O0ib, HEYacTo —
TOJIOBOKPY>KEHHUE, COHJTUBOCTb.

Hapywenus co cmoponvl opeana 3perusi: pPeIKO — KOHBIOHKTHBHUT®, HAPYIIICHUS 3pEHHUSI, BKJIFOYast
HEYETKOCTh 3PEHUS ™.

Hapywenus co cmopoHbl opeana ciyxa u 1abupunma.: HE4acTo — BEPTHTO; PEIIKO — IIIyM B yIIIax.
Hapywenus co cmoponul cepoya. peako — cepamneOrueHue.

Hapywenus co cmopoHwsl cocy0og: HEUacTO — MOBBIIICHUE aPTEPUAIBLHOTO JaBJICHUS, YYBCTBO
NPUIMBA KPOBHU K JIHILY.

Hapywenus co cmopoHvl ObixamenbHOU CUCHEMbl, OP2AH08 SPYOHOU KIemKU U CPeOOCmeHUs .
penko — OpoHXHalbHAs acTMa y MAIMEHTOB C aJUIepruell K aleTHUICAIUIIUIOBOW KHCIOTE WU

npyrum HIIBII.
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Hapywenus co cmopombi d#ceny00yHo-KumedHoe MBOTC; AVCTICHICS,
nuapes, TOIIHOTa, PBOTA; HEYAaCTO — CKPBITOE WIIH SIBHOE KEJIYyAOYHO-KUILIEYHOE KPOBOTEUEHHE,
racTpuT®, CTOMAaTHUT, 3arop, B3IyTHE XKUBOTA, OTPbDKKA; PEIKO — racTPOAyOJIeHAIbHbBIC SI3BBI,
KOJIHT, 30¢arut; oueHb peako — nepdoparmust XKKT; uactora Hem3BecTHA — TAHKPEATHT.
Hapywenus co cmoponvl neuenu u dicenuesvigoOAWUX nymeti. HEYACTO — TPAH3UTOPHBIE
M3MEHEHHUs TMoKa3zarenell QyHKUUU MeYeH (Hampumep, MOBBIIIEHWE aKTUBHOCTU TPaHCAMHMHA3
WM OuMpyOnHa); OYeHb PEIKO — rernaTuT™.

Hapywenus co cmoponsl Kodcu u nOOKONCHbIX MKAHell: HeYaCTO — AHTMOHEBPOTHYECKHH OTeK™,
3yJ, KOXKHAs ChIb; PEAKO — TOKCHUYECKUH SMHIEPMANbHBI HeKponus™, cuaapom CTuBeHCa —
JI>koHCOHA™, KpalMBHUIIA; OUYEHb PEIKO — OYyJUIe3HBIA JAepMaTUT*, MHOroQopMHas 3putema’™;
4acTOTa HEU3BECTHA — (JOTOCEHCUOMITH3AITHS.

Hapywenus co cmoponst nouex u mouegvlgoosujux nymeu: HEYacTO — U3MEHEHMsI IT0Ka3aTesei
GyHKIUM To4YeK (MOBBINICHUE YPOBHS KPEATHHWHA W/MIUM MOYCBHHBI B CHIBOPOTKE KPOBH),
HApyLICHUsT MOYEHCITYCKaHMsI, BKIIOYas OCTPYIO 3aJE€pPKKy MOUM™; OYEHb PEIKO — OCTpas
MOYEYHAsI HEJJOCTATOYHOCTDH™.

Hapywenus co cmopomnst penpo0ykmusHou cucmemsbl U MOJOYHBIX Jicele3. HeYacTo — MO3IHsIS
OBYJISIIAA™; 4aCTOTa HEM3BECTHA — OECIIIONE Y KEHIIUH .

Obwue HapyweHus U peakyuu 8 Mecme 6e0deHusl: 4acTo — 00JIb M OTEK B MECTE BBEICHUS; HEUACTO
— OTEKH.

CoBMecTHOE TNPUMEHEHHE C JIEKAPCTBEHHBIMU CpEICTBAMH, YTHETAIOUIMMU KOCTHBIH MO3T
(HampuMmep, METOTPEKCAT), MOKET CIIPOBOLIMPOBATH LIUTOIIEHUIO.

XKemynodano-kuieyHoe KpOBOTEUCHHUE, S3Ba WM Nepdoparsi MOTYT IPUBOIUTH K JIETATLHOMY
UCXOLY.

Kak u nmna gpyrux HIIBII, He HCKIIO4aOT BO3MOXKHOCTH MOSIBJICHHS WHTEPCTUIIUAIBHOTO
He(dpuTa, TIOMEpyIoHEDPHUTA, TOYESTHOTO METYJUIIPHOTO HEKPO3a, HEPPOTHIECKOTO CHHAPOMA.
Ilepeno3supoBka

Cumnmombi

TomHoTa, pBOTa, OOJIM B AMUTAaCTPHH, KETyTOUHO-KUIIEYHOE KPOBOTEUEHHUE, OCTpasi MOYeqHast
HEIOCTaTOYHOCTh, MEYCHOYHAs! HEJOCTATOYHOCTh, OCTAHOBKA JBIXaHUS, aCUCTOJIUS, JIETApTHs,
COHJIMBOCTh, W3MEHEHHE apTEepHaJbHOTO JaBICHHS, KOMAaTO3HOE COCTOSIHHE, CYIOPOTH,

CCpI[C‘IHO-COCY,Z[HCTBIfI KoOJuI1arc, oCTaHoOBKa cepaua, aHa(I)I/IJ'IaKTOI/II[HBIC peakuunu.
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Jleuenue
Cneunduueckuif aHTHIOT OTCYTCTBYeT. B cilydae mnepeno3upoBKH IpernapaTa MNPOBOIUTH
CUMIITOMAaTUYECKY Tepanuto. DopcupoBaHHBIA AUYpeE3, 3alleJauyMBaHUE MOYHM, FeMOANAIINA3
Mai03(peKTUBHBI U3-32 BEICOKOMW CBSI3M Ipemnapara ¢ 6eJIKaMu KpPOBH.

B3anmopneiicTBHe ¢ APYTMMH JIeKAPCTBEHHBIMH CpeICcTBAMH

pyaue uneubumopsvl cunmesa nPocmaiaHoOuUHo8, GKI0YAsL 2IIOKOKOPMUKOUObL U CaTUYUIaAmbl
ODHOBpPEMEHHBIM TIPHUEM C MEJIIOKCHKaMOM YBeJIW4YuBaeT puck oOpazoBanus s3B B JKKT u
JKEJTyJ0YHO-KHUIIEYHbIX KPOBOTEUEHUH (BCIEACTBUE CHUHEprusma jaenctBus). OJHOBpEMEHHBIN
npueM ¢ npyrumu HIIBII He pexomenayeTcs.

Aumuxoacynaumel 01 npuema  GHympbv, 2enapuH Ol CUCMEMHO20  NpUMEHEeHUS,
anmumpomoborumuieckue cpeocmaa

OnHOBpeMEHHBIN IPUEM C MEJIOKCMKAMOM IOBBIIIAET PUCK pa3BUTHUS KpoBoTeueHUs. B ciayuae
OJIHOBPEMEHHOI'0 IPUMEHEHUSI HEOOXO0IUM TIATENIbHBIN KOHTPOJIb 32 CBEPTHIBAIOILEH CUCTEMON
KpPOBHU.

Aumumpomboyumapmsie npenapamol, UHUOUMOPbI 0OPAMHO20 3AX8aMA CEPOMOHUHA
OIHOBpPEMEHHBIN NPUEM C MEJIOKCUKAaMOM TOBBIIIAET PUCK PA3BUTHUS KPOBOTECUEHUS BCIEACTBUE
MHIUOMpoBaHUA TpoMmOouuTapHoil (QyHKuMu. B ciayyae OJHOBPEMEHHOIO MPUMEHEHUS
HE0OXO0JUM TIIATEJIbHBII KOHTPOJIb 32 CBEPTHIBAIOLIEH CHCTEMON KPOBH.

Ilpenapamuol rumus

HIIBII noBsImaroT ypoBEHb JIUTHUS B IJIa3M€ KPOBU IIOCPENCTBOM YMEHBIICHHS BBIBEACHUS €TI0
noukamMu. OTHOBpEMEHHOE TPUMEHEHHNE MEJIOKCUKaMa C IIperapaTaMy JINTUS HE PEKOMEHTYETCsl.
B cayuyae HeoOXoauMOCTH OJHOBPEMEHHOTO MPUMEHEHMS] PEKOMEHIYeTCs TIIAaTeIbHbIN
KOHTPOJIb 3a KOHILIEHTpPAallMEW JMUTHUs B IIJIa3M€ KPOBM B TEUEHHUE BCETO Kypca NPUMEHEHUs
IIPENapaToB JIUTHSL.

Memompexcam

HIIBII cHM»Xkar0T CEKpEeHIo METOTPEKCATA TIOYKAMHU, TEM CaMbIM ITOBBIIIAS €r0 KOHLEHTPAIUIO B
ia3Me KpoBu. OJHOBpeMEHHOE IPUMEHEHUE MEJIOKCUKaMa U MeToTpekcara (B 1o3e Oomnee 15 mr
B HEJIENI0) HE peKOMeH 1yeTcsl. B ciyyae oJHOBpeMEeHHOr0 MPUMEHEHUS] HEOOXO0IUM TIIATEIbHBIN
KOHTpPOJIb 3a (GyHKIOHMEH Tmo4YeKk ©u (opmysolt KpoBH. MeTOKCHKaM MOXKET YCUIMBATh
reMaToJIOrM4ecKyl0 TOKCHUYHOCTh METOTpeKcaTa, OCOOEHHO Yy TAallMeHTOB C HapylIIEHUSMU
(GYHKINU TOYEK.

[Tpu coBMECTHOM NIPUMEHEHUH MEJIOKCHKaMa U METOTpEKcaTa B TEUEHUE 3 THEH BO3PacTaeT PUCK

IMOBBIIICHUA TOKCHYHOCTH ITOCJIICIHETO.
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Konmpayenyus
Ectb nannsie, yto HIIBII moryT cHmkath 3¢ (heKTUBHOCTH BHYTPUMATOUHBIX KOHTPALIETITUBHBIX
YCTPOWCTB, OAHAKO 3TO HE JOKA3aHO.

Mugenpucmon

B cBsI3M ¢ TEOpeTHYECKHM PHCKOM U3MEHEHHUs dPPEKTUBHOCTH MUGDEIPUCTOHA MO BIUSHHEM
UHrUOMTOpPOB cuHTe3a npocTaraanauHoB HIIBII ve cinexyer Ha3HadaTh paHee yem udepes 8—12
CYTOK IOCJIe OTMEHbI MU(ETPUCTOHA.

Jluypemuxu

[Tpumenenue HIIBII B ciiyyae o0e3BOKMBaHUS MallMEHTa CONPOBOXKIAETCS PUCKOM pa3BUTHUS
OCTpPOM NOYEYHOI HEAOCTATOYHOCTH.

Anmueunepmen3uenvie cpeocmaa (bema-adpenobdokamoput, UHeUOUMOPbL
aneuomeHnzunnpespawaioweco pepmenma [AIIP), sazoouramamopwi, ouypemuxu,)

HIIBIT camxkatoT 3(@QeKkT aHTHUrUNepTeH3MBHBIX NPENapaToB BCJIEICTBUE HHIHOMPOBAHHSA
MpOCTarjaHAMHOB, 00IaJAIONINX Ba30JUIATUPYIOIIMMU CBOMCTBAMH.

Anmazonucmol peyenmopos aneuomernsuna-|

[Tpu coBmectHoM HazHaueHuu ¢ HIIBII ycunuBaroT cHuxkeHune KiyOO4YKOBOM (QUIBTpALlUU, YTO
TEM CaMbIM MOXET NPUBECTU K Pa3BUTHIO OCTPOW MOYEYHOM HEJOCTATOUYHOCTHU, OCOOEHHO Yy
MAlMEHTOB C HAPYIIECHUAMH (PYHKIIUU TTOYEK.

Konecmupamun

Konectupamus, cBs3piBas Menokcrukam B JXKKT, mpuBoaut k ero 6osee ObICTPOMY BBIBEICHUIO.
Luxnocnopun

HIIBII, oxa3piBasgi J€WCTBME HA T[OYEYHBIE MPOCTArVIAHAWHBIL, MOTYT  YCHUJIMBATh
HE(PPOTOKCUYHOCTh IIUKJIOCTIOPHHA.

Ilemempexceo

IIpn OAHOBPEMEHHOM NPUMEHEHUM MEJIOKCHKaMa MU MEMETPEKCeaa y MALMEHTOB ¢ KIMPEHCOM
KpeaTuHHUHA OT 45 10 79 MII/MHUH MpUeM MeJIOKCUKaMa CJIeyeT MPeKpaTUTh 3a 5 JHel 10 Havana
npruemMa neMeTpeKcea 1 BO3MOXKHO BO30OHOBUTH 4yepe3 2 JHs Mocje OKOH4aHus npuemMa. Ecnu
CyllecTByeT HeOOXOAMMOCTh B COBMECTHOM INPHUMEHEHHH MEJIOKCHMKaMa U IMeMeTpeKcena, TO
MAlMEHTOB CJeAyeT TIIATeIbHO HaONI0AaTh, OCOOCHHO B OTHOIIEHUU MHUEIOCYNPECCHH U
BO3HMKHOBEHHSI HEXKeNaTelbHbIX peakiuid co ctopoHbl KKT. ¥V manueHToB ¢ KIMPEHCOM
KpeaTuHUHa MeHee 45 MII/MUH TpHEM MEJOKCHUKaMa COBMECTHO C TIEMETPEKCEeIOM He
PEKOMEHyEeTCsl.

IIpn uCHOIB30BaHMM COBMECTHO C MEJIOKCMKAMOM JIEKAPCTBEHHBIX IPENapaTroB, KOTOpPbIE
o0mamaroT W3BeCTHOH cmocoOHOoCcTh0 umHrHOMpoBaTh CYP2C9 wmmm CYP3A4  (wm

METa0OJM3UPYIOTCSI  MPH  yYaCTHMM ITUX  (PEpMEHTOB), TaKUX KakK  IPOU3BOJIHBIC
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CyNTb()OHMUIMOYECBHHBI WM TMPOOCHEIHI, CIICHY PHPINMATE —BO—BHIMAHTIC—B KCHO

(bapMaKOKMHETHYECKOTO B3aUMO/IEHCTBUSI.

Anmuouabemuueckue cpeocmea

[Ipy coBMECTHOM NPUMEHEHHUU C aAHTUIMAOETHUUECKUMHU CpEACTBAMU MJIs IpUeMa BHYTPb
(HampuMep, MPOU3BOAHBIMHU CYJTH()OHUIMOYESBHHBI, HATETJIMHUIOM ) BO3MOXHBI B3aUMOJICHCTBHUA,
onocpeaoBanubie CYP2C9, koTopbhie MOTYT NPUBECTH K YBEIMYEHUIO KOHIICHTPAMU KaK 3THX
JIEKAPCTBEHHBIX CpPEICTB, TaK M MEJIOKCMKaMa B KpoBH. [lanueHThl, OJHOBPEMEHHO
NPUHUMAIOIIME MEIOKCHUKaM ¢ TpenapaTaMy CylIb(OHUIMOUYEBUHBI MM HATCTIIMHUIA, JTOJKHBI
TIIATEJIbHO KOHTPOJIMPOBAaTb YPOBEHb caxapa B KpPOBU M3-32 BO3MOXKHOCTH pa3BUTHUS
TUIIOTJIMKEMUH.

/pyeue npenapameot

[Ipy OnHOBpEMEHHOM TNPUMEHEHUH AaHTAlUIOB, LHUMETHIWMHA, TUTOKCHMHA W (ypoceMuaa
3HAYUMBIX (PapMaKOKWHETUYECKHX B3aUMOJICHCTBUI BBISIBJICHO HE OBLIO.

Oco0ble yka3anus

[TaruenTsl, crpagaromue 3adoneBanusMu JXKKT, 1omKHBI HAXOUTHCS N0 HAOIIOCHHEM Bpaya.
Jns cHWKEHMs pucKa pa3BUTUsL HexenarenbHbIX sABieHM co cropoHsl JKXKT cnemyer
UCTIOJIF30BaTh MUHUMAIIbHYIO 3()()EKTUBHYIO 103y MUHUMAIIBHO BO3MOKHBIM KOPOTKHM KYPCOM.
IIpn Bo3HMKHOBeHMH s3BeHHOrO nopaxkeHus JXKKT win jxemyno4HO-KUIIEYHOTO KPOBOTECUYEHUS
npernapaTt HeoOX0JUMO OTMEHMTb.

31 KKT, nepdoparust uinm KpoBOT€YEHH MOTYT BOSHUKHYTD B X0/I€ JICUEHHs B JII000€ BpeMs,
KaK MpH HAJIWYUM HACTOPAKMBAIOIIMX CHUMITOMOB WJIM CBEICHUI O CEPbE3HBIX KEIyI04HO-
KHILIEYHBIX OCJIO)KHEHUSX B aHaMHE3€, TaK M MpH OTCYTCTBUHM 3TUX Ipu3HakoB. [locrmenctBus
JTAHHBIX OCJIOKHEHUH B 11e10M 0oJiee cepbe3Hbl Y MallMEHTOB MOXHUIIOTO BO3pacTa.

ITpu npuMeHeHnH npenapara MOTYT Pa3BUBATHCSA TAKUE CEPbE3HBIE PEAKIIMUA CO CTOPOHBI KOXKH,
KaKk 9KCPOJMATUBHBIA JepMaTuT, cuHapoM CtuBeHca — J>KOHCOHA, TOKCHUYECKUU
snuAepMalbHbIl  Hekponu3. IlosTomy cnexmyer yaensaTe oco0oe BHHUMaHHE MallMEHTaM,
COOOIIAIOIIUM O Pa3BUTHU HEXeJaTeIbHBIX SBJICHUH CO CTOPOHBI KOKU M CIU3UCTHIX 000JI0UEK,
a TaKKe peakIMil MOBBIIIEHHOM YyBCTBUTENBHOCTU K IMpemnapary, OCOOCHHO eciH MOAO0OHbIE
peaxkiuu HabJI0JaIUCh B TEUEHUE MPEIbIIYIIUX KypcoB JieueHHs. Pa3Butre nmoio0HbIX peakuuit
Ha0JI0/1aeTCsl, Kak MpaBUJIo, B TEUEHUE MIEPBOro MecsIa JieueHus. B ciydae nosBiaeHus nepBbIX
NPU3HAKOB KOXXHOW CBIMHM, HW3MEHEHUS CIU3UCTBIX O00JOYEeK WM JAPYTruX MPU3HAKOB
TUIEPUYBCTBUTEIBHOCTH, HEOOXOAMMO pacCMOTPETh BOINPOC O MPEKPALICHUH MPUMEHEHHS
npenapara.

[IpemapaT MOXeT MOBBIIIATE PUCK PA3BUTUS CEPAEYHO-COCYIUCTBIX TpPOoMOO030B, HH(papkTa

MHUOKapJa, IpPUCTyla CTEHOKApAMM, BO3MOXKHO CO CMEPTEIbHBIM HCXOAOM. Takod pHCK



COQOTBETCTEYET JKCMNEPTHOMY OTYETY
ot 07.08.2025 N= 19647 12

(NOCNEQCBATENEHOCTE 0002)

MOBBIIMIACTCS TpPU  JUIMTEIBHOM NPUMEHECHU—HpeHapaTta; —a —TakKe—y—HanncHTOB ¢
BbIIIIEYKa3aHHBIMH 3a00JI€BaHUSIMU B aHAMHE3€ U IIPEIPACTIONOKEHHBIX K TAKIUM 3a00I€BaHUSIM.
HIIBII uaruOupytor B mo4YKax CHHTE3 MPOCTArIaHIMHOB, KOTOPHIE YUACTBYIOT B MOJAJIEP>KaHUU
noueynoit nepdysuu. [Ilpumenenue HIIBII y narueHTOB CO CHUKEHHBIM MTOYEYHBIM KPOBOTOKOM
WIH YMEHBIICHHBIM O0BEMOM IUPKYIUPYIOMEH KPOBH MOXKET MPHUBECTH K JICKOMIICHCAITUU
CKpBITO TIpOTeKaroliel movyeunor HemoctaTtouyHocTH. [locie ormensl HIIBIT ¢ynkmms modex
OOBIYHO BOCCTaHABIIMBAETCS J0 MCXOJIHOTO YpOBHA. B HanOomblneil cTenmeHu pPUCKY pa3BUTHUS
ATOM peakUWH NOABEPKEHBI IMMOXKUJIbIE MALMEHTHl W NAUUEHTBhl, Y KOTOPBIX OTMEYAECTCS
JIETUpaTanus, 3acTOMHAas cepjedHas HEeJOCTaTOYHOCTh, MHUPPO3 IEYCHH, HEPpPOTHUSCKUN
CUHAPOM WJIM OCTpbIe HapyIICHUs (PYHKIMH MOYEK, MMalMEHThl, OJTHOBPEMEHHO MPUHUMAIOIINE
IuypeTHdeckue npemnapatsl, THruOuTOopsl AII®, antaronucTsl anruoTeH3uH-1I peuentopos, a
TAKXE€ MAlUHUEHTHI, MEPEHECIINE CEPHE3HBIE XUPYPrUUECKUE BMEUIATEbCTBA, KOTOPBIE BEAYT K
TUIIOBOJIEMHH. Y TakUX MAalMEHTOB B HAdalie JICUCHUS CIIEAYET THIATEIbHO KOHTPOJIMPOBATH
nuypes3 U QYHKIUIO TIOYEeK.

[Ipumenenue HIIBII coBMecTHO ¢ 1uypeTUKaMU MOXKET PUBOJIUTH K 3a€PKKE HATPUs, KaJIUs U
BOJbl, @ TAaKXE€ K CHWKEHUIO HATPUHYypETUUECKOro JCHCTBUS MOYETOHHBIX HpernaparoB. B
pe3ysibTaTe 3TOr0 'y NPEAPACHOIOKECHHBIX MAaIMEHTOB BO3MOXXHO YCUJIEHHWE MPU3HAKOB
CEpJICYHON HEOCTATOYHOCTH WM runepreH3ud. [1o3ToMy HE0OXOaUM THIATEIBHBIA KOHTPOIH
COCTOSIHMS TAKHMX IMAlMEHTOB, a TAK)KE Y HUX JIOJDKHA MOAIEPKUBATHCS aIeKBaTHAs TUIpaTalusl.
Jlo Havana neyeHus: HEOOXOAUMO HcclieoBaHne QYHKITUHU MOYCK.

B cinywae npoBeneHrss KOMOMHUPOBAHHOW TEpaNuu CIEAyeT TaKKe KOHTPOIUPOBATH (PYHKITUIO
MOYEK.

[Ipy mpuMeHeHMHM MeNOKcHKama (Tak e, kak M OombmmHCcTBa JApyrux HIIBIT) Bo3moxHO
ANU30JUYECKOE TOBBIIIEHUE AKTUBHOCTH NEYEHOUYHBIX TPaHCAMHHA3 B CHIBOPOTKE KPOBHU WIIU
JIpYrux ToKazaTesne (GyHKIUM TiedeHH. B OOJBIIMHCTBE CIy4aeB A3TO TMOBBIMICHHE OBLIO
HEOOJIBIIIUM U MPEXOAiIIM. EClii BBISIBIEHHBIE N3MEHEHHS CYIIECTBEHHBI UJIM HE YMEHBIIIAIOTCS
CO BpeMeHeM, MpemapaT HeOOXOAWMO OTMEHUTh M MPOBOAWTH JallbHEHIIee HaOMOJeHUE 3a
BBISIBJICHHBIMU JIA0OpaTOPHBIMU U3MeHEHUsMU. OcliablieHHble WU HMCTOIICHHBIE MallueHTHI
MOTYT XyX€ MEPEHOCUTh HEXKENaTeIbHbBIE SIBIICHUS, B CBS3M C YE€M TAaKHE MAlUEHTHI JTOJHKHBI
TIIATEILHO HAOIOIATHCS.

[Tomobno gpyrum HIIBII, MenokcukaM MOXET MAacCKHpPOBaTh CHMIITOMBI OCHOBHOTO
WH(DEKIIMOHHOTO 3a00JIeBaHHUS.

VY manMeHToB ¢ MPOTE30M Ta300€IpEHHOTO CyCTaBa HHBEKIIMU CIEAYET BBOJIUTH B JIPYTYIO

SATOJIUILY.
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COOTBETCTBYET 3KCMEPTHOMY OTHETY

Bcnomocamenvhuvie sewecmea
JlaHHBIN JIEKapCTBEHHBIM Mpermapar coaepkuT mMeHee 1 mmoinb (23 wmr) Hatpus Ha 1,5 mu (1
aMIyJia), TO €CTh 110 CyTH HE COJICPKUT HATPUS.

Bunsinne Ha cIOCOOHOCTH YIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaAMHU
CrnenuanbHbIX KIMHUYECKUX UCCIIETOBAHHN BIMSHUS MEJIIOKCHKaMa Ha CIIOCOOHOCTH YIPaBIIsATh
TPAHCHOPTHBIMU CPEACTBAMU WMJIM MEXAHM3MaMH HE IPOBOAMIOCH. OAHAKO NpPH YHPABICHHUU
TPAHCIIOPTHBIMU CPEICTBAMH M paboTe ¢ MeXaHH3MaMH CleqyeT MPUHUMAaThb BO BHHMAaHUE
BO3MO)XHOCTb DPAa3BUTHUSl TOJOBOKPY)KEHHUS, COHJMBOCTH, HApyLIECHUs 3pEHUS WIH JPYrHX
HapylIEHUH CO CTOPOHBbI LIEHTPAJIbHOM HEPBHOM CHCTEMBI. B Iepuox JieyeHus IalnueHTaM
HEOOXOUMO COOJIIOIaTh OCTOPOKHOCTh MPH YNPABICHUH TPAHCIOPTHBIMU CPEACTBAMH U
3aHATUU IPYTUMU MMOTEHIIMAIBEHO OMIACHBIMH BHJIaMU JIEATEIbHOCTH, TPEOYIOIIMMHU MOBBIIIEHHON
KOHIICHTPALUH BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIINH.

®opMa BbINIYCKa

PactBop a1 BHyTpUMBIIIeYHOTO BBeneHus, 10 Mr/miL.

ITo 1,5 M nmpenapata B ammyJibl HelTpaabHOTro cTekiaa mapku HC-3.

Ha ammyiny HakJIeHBarOT ITUKETKY CAMOKJIESIIIYIOCS.

3, 5 aMIyJ1 HOMELIAIOT B KOHTYPHYIO SIUEHKOBYIO YIIAaKOBKY U3 IJIEHKU MOJIMBUHWIXJIOPUIHOM.

| KOHTYpHYIO STYEWKOBYIO YIIAKOBKY IIOMEIIAIOT B NMaYKy U3 KapTOHA.

B kaxyro mauky BKJIQABIBAIOT HHCTPYKIIHMIO 110 TPUMEHEHHIO, CKapU(PUKATOp aMITyJIbHBIMN.
CkapudukaTop aMIyJIbHbII HE BKJIaIbIBAIOT B CIIydae MCIIOJIb30BaHMsI aMITyJI C KOJIBLIOM H3JI0Ma
WJIM C HAJIPE30M U TOYKOM.

YcaoBust XxpaHeHust

B opurnnanbHON yrnakoBke (1adke), AJs 3allUThl OT CBeTa, Mpu TeMnepatype He Bbiiie 30 °C.
XpaHUTb B HENJOCTYITHOM ISl IETEH MECTE.

Cpoxk rognocTu

3 rona.

He npuMeHATH 110 HCTEYEHNH CPOKa TOJHOCTH.

YcaoBus ornycka

OTnyckarT 1o perenTy.

JlepaaTe/ib perucTpaliliOHHOIO YA0CTOBEpPEeHUs

OO011ecTBO ¢ OrpaHMYEHHON O0TBETCTBEHHOCTHIO «brnokom MuBecT» (OO0 «buokom MHBeCT»)
230025, Pecny6siuka benapycs, r. I'ponno, yn. K. Mapkca, 1. 3

Tenedon: +375 (152) 33-54-54, +375 (152) 33-77-73, +375 (152) 62-43-04

e-mail: office@biocominvest.by



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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(MOCNEODBATENBEHOCTE 0002)

IIpousBoauTenn
[TyOnuuHoe akiumoHepHoe o001ecTBO «AkuuoHepHoe KypraHckoe o0IIecTBO MEIMIIMHCKHX
npenaparoB u u3aenui «Cuare3» (ITAO «Cuntesy), Poccust

Kypranckast 06:1., 1.0. 1. Kypran, r. Kypran, npocnext Koncturyuuu, crp. 7/27

Buinyckarowuii konmpons kauecmesa

Kypranckas o6i1., 1.0. . Kypran, r. Kypran, npocniekt Koncturyuuu, ctp. 7/32

Opranusanus, NPUHAMAKIIAS PEeTEeH3UH MOTpeduTe el

[Ty6nnunoe axmpoHepHoe oOmiecTBO «AkiuonepHoe Kypranckoe oOIIeCTBO MEAMIMHCKUX
npenaparoB u uzaenui «Cunres» (ITAO «Cuntes»), Poccus

640008, Kypranckas o6:., r. Kypran, npocnekt Konctutyuuu, a. 7

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

e-mail: info@binnopharmgroup.ru



