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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

MHCTREYKHIS
1O MEJUITUHCKOMY ITPUMEHEHMNIO JIEKAPCTBEHHOI'O ITPEITAPATA

Meaokcukam-AKOC

PerncrpanuoHHblii HOMep:

Toprosoe naumenoBanue: Menokcukam-AKOC

Me:xkayHapoaHOe HeIATEHTOBAHHOE HAMMEHOBAaHMe: MEIOKCUKaM

JlekapcTBeHHas popma: TabICTKH

CocraB Ha 0IHY Ta0JIETKY:

eticmsyrowee sewyecmeso: menokcukam (B nepecuere Ha 100 % Bemecto) — 7,50 mr, 15,00 mr.
Bcnomozamenvuvle  6ewjecmea: 1e0a03a  MUKpOKpHUcTauimdyeckas (Tun  12), JaKkTO3bl
MOHOTHApAT (caxap MOJIOUHBIN), KpPOCIOBHUIOH, TalbK, KPEMHHS JAUOKCHI KOJUIOWIHBIN
(aspocwir), Maraus creapar.

Onucanue

Tabnerku Kpyrible, IUIOCKOIMIIMHAPHUECKOW (opmbl ¢ (ackoi, 0e3 pUCKU Al TO3UPOBKH
7,5 MI, ¢ pUCKOH 11 TO3UPOBKH 15 MT, OT CBETJIO-KENTOr0 A0 CBETIO-KEJITOTO C 3€JIEHOBATHIM
OTTEHKOM 1BeTa. Ha moBepXHOCTH TabIeTOK JOIMYCKAeTCsl HaIMYue «MPaMOPHOCTH.
[ToBepxHOCTH TAOIETOK MOXKET OBITH IEPOXOBATOM.

dapmakoTepaneBTHYecKasd TIPYyNNa: HECTEPOUIHBIH HPOTUBOBOCHIAIUTENbHBIM Ipenapar
(HIIBIT).

Koa ATX: MO1ACO06

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

[Ipenmapar  Menokcukam-AKOC  sBisieTcss ~ HECTEpOMJHBIM  NPOTHBOBOCHAIUTEIbHBIM
IpernapaToM,  OTHOCUTCS K  TPOM3BOAHBIM  DHOJOBOW  KHCIOTBI M OKa3bIBaeT
IIPOTUBOBOCIIAJIUTENIBHOE, AHAJIBIETUYECKOE M AHTUIMPETHYECKOE JeiicTBHe. BrlpaxkeHHOE
IIPOTUBOBOCTIAJIUTENILHOE JEMCTBHE MEIOKCHKaMa YCTaHOBJIEHO Ha BCEX CTAaHAAPTHBIX MOEISAX
BocrajieHusi. MexaHu3M JAeWCTBUS MEJIOKCMKaMa COCTOMT B €ro CIOCOOHOCTH MHTMOMpPOBATh
CHUHTE3 IIPOCTArjaH/InHOB — U3BECTHBIX MEUATOPOB BOCIIAJICHUS.

Menokcukam in ViVO WHTHOMPYET CHHTE3 MPOCTarjiaHAMHOB B MECTE BOCIAJICHUS B OOJNBILIEH
CTENEHH, YeM B CIM3UCTON 000JI0UKE JKETyIKa WM MOYKaX.

OTH pa3nuuusl CBA3aHbI ¢ 00Jice CENCKTHUBHBIM MHIMOMPOBaHHEM MUKIOOKcuTreHasbl-2 (110I-2)
Mo cpaBHeHUIO ¢ HukiIookcureHa3oiti-1 (ILIOI'-1). Cumraercs, yto wunrubupomanume [[OI'-2

obecnieunBaer TtepaneBTuueckue aeiictBus HIIBII, Torma kak WHrHOMpOBaHHWE TMOCTOSTHHO
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npucyrctBytoriero uzopepmenta L{OI'-1 MOKCr-BbiEs-0FBETCEBEHHO-3a-HOOO b ASHETBHS-CO
CTOPOHBI KeJIyJKa U nmoyek. CeleKTUBHOCTh MeoKcukaMa B oTHomeHun [{OI'-2 noareepxkiena
B Pa3JIMYHBIX TECT-CHCTEMaX, Kak iN Vitro, Tak u in vivo. CelleKTHBHASI CHIOCOOHOCTh MEJIOKCHKaMa
uHruouposars [{OI'-2 nokas3aHa mpu NPUMEHEHMHM B KAaYECTBE TECT-CUCTEMBI LIEJIBHON KPOBU
yesoBeka in Vitro. YcraHoBJICHO, YTO MEITOKCHKaM (B 103ax 7,5 u 15 Mr) akTuBHee HHTHOUPOBAI
IIOI'-2, oka3biBasi OoJblliee WHTHOMPYIOIIEE BIMSHUE Ha MPOAYKIMIO TpocrariaHanHa E2,
CTUMYJIMPYEMYIO JUIOIOoNINcaxapuoM (peakuus, Kontponupyemas LOI'-2), ueM Ha NpOayKIUIO
TpOMOOKCaHa, y4aCTBYIOIIETO B IIPOIecce CBEPThIBAHUS KPOBH (peakiust, Kontponupyemas L{OT -
1). Ot >pdexTsl 3aBUCENH OT BEIMYHHBI J03bl. B uccienoBaHusx €X VIVO TOKa3aHO, 4TO
MeJIOKCHKaM (B 03ax 7,5 Mr u 15 Mr) He oKka3blBaeT BIUSHUS HA arperamnuio TpOMOOIUTOB U
BpeMs1 KPOBOTEUYEHHUSI.

B xnunuueckux wuccnepoBaHusx HexenarenabHble peakiuu (HP) co croponsr sxemymouno-
kumeyHoro Tpakta (JKKT) B nenom Bo3HUMKaIM pexe Mpu npueme Mejaokcukama 7,5 u 15 mr, uem
npu npueme apyrux HIIBII, ¢ koTopeiMu npoBOAMIOCH CpaBHEHUE. JTO paszyinuue B yactore HP
co ctoponbl JKKT B 0CHOBHOM CBSI3aHO € T€M, 4TO MIPH MIPHEME MEJIOKCHKaMa peke HaOIJallnch
TaKHe SIBJICHUS KaK JIMCIIETICHs, PBOTA, TOLTHOTA, 00JIb B 3kUBOTE. YacToTa nepdopaiiuii B BEpXHUX
otnenax JKKT, s3B 1 KpoBOTEUEHUH, KOTOPbIE CBA3BIBAIIUCH C IPUMEHEHUEM MEJIOKCHKaMma, Oblia
HU3KOMW M 3aBHCENa OT J103bl IIpernapara.

DapmaKkoKkunemuka

Abcopoyus

Menokcukam xopomo BcacbiBaercsi U3 JXKKT, o yeMm cBUaETENbCTBYET BBICOKash aOCOJIOTHAs
ouonoctynHocTh (90 %) mocne npuema npemnapaTta BHYTpb. [locie o JHOKpaTHOTO MPUMEHEHUS
npernapara MakcuMalibHas KOHIeHTpanus Mejokcukama B mia3Me (Cmax) TOCTHraeTcsi B TEUCHUE
5-6 yacoB. OJHOBpPEMEHHBIH NpUEM MHUIIM U HEOPraHWYECKUX AaHTAIMJIOB HE H3MEHSET
BcackiBaHue. [Ipu mpumeHeHHM mpemapaTa BHYTph (B A03ax 7,5 u 15 Mr) KoOHIEHTpauuu
MeJIOKCHKama MpONOpLUOHAIbHBI  J03aM. PaBHOBecHoe cocTosiHMEe — (hapMaKOKHHETUKU
JocTUTaeTcs B mpeaenax 3-5 auei. /luamason paznuuuii MeX1y MaKCUMaJIbHBIMHU U 0a3aJbHBIMU
KOHLEHTPALUsIMU MEJIOKCHKama I10CJIe €ro IIpueMa OAMH pa3 B J€Hb OTHOCHTEIBHO HEBEIUK U
pH MPUMEHEHHUH 710361 7,5 Mr coctaBisieT 0,4-1,0 Mkr/Mi, a mpu npuMeHeHun 10361 15 mr — 0,8-
2,0 MKT/MIT (TIpUBEICHBI, COOTBETCTBEHHO, 3HAYCHUS MHHUMAITEHOW KOHIIEHTPAHUHU (Cmin) © Cmax
B IIEpUOJI PAaBHOBECHOTO COCTOSHHS (DAPMAKOKMHETHKH), XOTS OTMEUYAINCh M 3HAYCHHMS,
BBIXOJSIINE 32 YKa3aHHBIM JUana3oH.

Cmax B TIEpHOJ] paBHOBECHOTO COCTOSHUS (DapMaKOKWHETHUKH JTIOCTUTAETCS Yepe3 5-6 yacoB mociie

nprueMa BHYTPb.
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Pacnpeoenenue
MenokcrKaMm OYeHb XOPOIIIO CBA3BIBAECTCS ¢ OCIKaMU IIa3Mbl, B OCHOBHOM ¢ ans0ymuaom (99
%). IlpoHuMKaeT B CHHOBHUAJIbHYIO KHJIKOCTb, KOHIIEHTpAlMs B CHHOBHAJIbHOM KHUJIKOCTH
cocraBnsier npumepHo 50 % koHueHTpanuu B 1wiazme. OO0beM pacmpesielieHds Tocie
MHOT'OKPaTHOI'O IIpreéMa BHYTPb MeJIOKCHKaMa (B A03ax oT 7,5 1o 15 mr) cocrasisiet okosio 16 1,
¢ koapdurmenTom Bapuamnuu ot 11 10 32 %.

buompancgopmayus

MenokcuKaM TOYTH TOJHOCTBIO METa0OoNM3HpyeTcss B IedyeHH C oOpa3oBaHueM 4-X
(hapMaxonoruuecky HeaKTHBHBIX HPOM3BOAHBIX. OCHOBHOM MeTabO0MHT, 5 -KapOOKCUMETOKCHKAM
(60 % oT BenMYMHBI 103bI), 0Opa3yeTcsi MyTeM OKHCICHHUS MPOMEXKYTOUHOro merabonura 5’°-
TUIPOKCU-METUIIMEIOKCHKaMa, KOTOPBIN TaK)Ke SKCKPETUPYETCsl, HO B MeHbIIel cTenenu (9 % ot
BEJNIMYMHBI J103b1). MccnemoBanus 1IN VItro moka3aiu, 49TO B JaHHOM METa0OJIMYECKOM
MPEeBpaICHAHN BaXKHYIO poiib urpaet uzopepment CYP2C9, nonomHUTEN HOE 3HAYCHUE WMEET
uzopepment CYP3A4. B o0Opa3oBaHuu [ABYX JpPYruxX MeTaOOJIUTOB (COCTaBIISIFOIIMX,
COOTBETCTBEHHO, 16 % 1 4 % oT BenW4YHHBI A03bI IIpernapaTa) IPUHUMAET y4acThue MePOKCHUIa3a,
AKTUBHOCTH KOTOPOH, BEPOSITHO, MHAUBUIYaJIbHO BapbUPYET.

Onumunayus

BreiBoguTCS B paBHOM CTENEHW Yepe3 KHUIICYHUK M IOYKaMH, NPEUMYIIECTBEHHO B BHUJIC
MeTabonMuTOB. B HeM3MEeHEeHHOM BHJE 4epe3 KUIIEUHUK BBIBOAUTCA MeHee 5 % OT BEJIUYUHBI
CYTOYHOM J03bl, B MOYE B HEU3MEHEHHOM BUJIE MEJIOKCUKAM OOHAPYKUBAETCS TOIBKO B CIIEIOBBIX
konuuecTBax. CpeqHuil nepruosa MoIyBBIBEACHUS MEJIOKCMKaMma BapbHupyeT oT 13 1o 25 gacos.
[TnasMeHHBIH KIMPEHC COCTaBIsE€T B cpeiHeM 7-12 MII/MHUH TOCJ€ OJHOKPATHOrO Mpuema
MEJIOKCHKaMa.

Heoocmamounocmo ¢hynkyuu nevenu u/uiu nouex

HenocrarounocTs (h)yHKIMM MEYEHU, a TaKKe C1ab0 BBIPAKEHHAS MMOYEYHAsh HEAOCTATOYHOCTh
CYIIECTBEHHOTO BIMSHUS Ha (DapMaKOKMHETHKY MeJOKCHKaMa He oKasbiBaeT. CKOpoCTh
BBIBEJICHUsSI MEJIOKCMKaMa M3 OpraHu3Ma 3HAYUTEIbHO BBIIIE Y MaLUEHTOB C YMEpPEHHO
BBIpa)KEHHOMN NMOYEYHOM HeI0CTaTOYHOCThIO. MEJOKCHKaM XyXKe CBSI3bIBAETCS ¢ OeTKaMU I1a3Mbl
Yy HAUEHTOB C TEPMHUHAIBHOM IMOYEYHOW HEIOCTATOYHOCTBIO. [IpyM TepMHHANBHOW MOYEHYHOU
HEIOCTaTOYHOCTH YBEIMYCHHE O0bEeMa pachpeieliCHHs MOXKET TPUBECTH K 00jee BBICOKUM
KOHIIGHTPALUsAM CBOOOJHOTO MEJIOKCHKaMa, MO3TOMY Y 3THUX MAIlMeHTOB CYTOYHas J03a He

JIOJIKHA IIPEBBIIIATE 7,5 M.
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Toowcunvie nayuenmoi
[loxunple MaUMEHThl IO CPAaBHEHHIO C MOJOJBIMU  MAllMEHTAaMH HUMEIOT CXOJHbIE
(bapMakOKMHETHUECKHE TTOKAa3aTeNu. Y MOXKUIbIX MMAlMEHTOB CPEAHH MJIa3MEHHBIN KIMPEHC B
MEPUOJ] PABHOBECHOTO COCTOSHUS (HapMAKOKMHETHKH HEMHOTO HIKE, YeM Y MOJOJBIX
MAlKMEHTOB. Y JKEHIIMH MOXKUIOTO Bo3pacTta 0ojiee BHICOKME 3HAUEHHUS ILJIOIIAAX O] KPUBOU
«koHuentpanusi-spemsi» (AUC) u UIMTEIbHBIA TEPHOA TMOJYBBIBEJACHUSA, [0 CPABHEHHIO C
MOJIO/IBIMH MallMeHTaMU 00OHX TOJIOB.

Jemu

Cmax (-34 %) 1 AUCo-» (-28 %) ObutH HIDKE y JAeTel Miaaiiero Bo3pacta (2-6 JieT) 1o cpaBHEHHUIO
¢ O6onee crapiield Bo3pacTHOM rpynmoi (7-14 ner), a KIupeHc npernapara (¢ mornpaBKoi Ha Maccy
Tena) y MIAAIIUX JaeTedl Obul Gojiee BBICOKUM. PeTpoCneKTHBHOE CpaBHEHHE C B3pOCIBIMU
MOKAa3aJI0, YTO KOHIICHTPALMKM MEJIOKCUKaMa B IJIa3Me Y JIETeH CTapIiero Bo3pacTa M B3POCIBIX
CXOIIHBI. Y neTedl 00eux BO3PACTHBIX T'PYII MEPHO]I MOJTYBBIBEICHUS MEOKCUKaMa U3 TI1a3Mbl
0611 cxonHBIM (13 9) U HecKoNbKO 60Jiee KOPOTKHUM, YeM Y B3pocibix (15-20 ).

IToxka3zaHusi K MPUMEHEHU IO

CumnromMaTHuecKoe JIeYeHHe:

- ocreoapTput (apTpo3, AereHepaTHBHbBIC 3a00JCBaHHMS CYCTaBOB), B TOM YHCIIEC C OOJEBBIM
KOMITOHEHTOM;

- peBMaTOUIHBIN apTPUT;

- aHKWJIO3UPYIOUIUI CTIOHIWIINT;

- FOBEHWJIbHBIM pEBMATOUIHBIN apTpuUT (y MAllMEHTOB ¢ Maccoi Tena > 60 Kr);

- IpyTU€ BOCTIAJIUTENLHBIE U JIeT€HePAaTUBHBIC 3a00JI€BaHNSI KOCTHO-MBIIIEYHOM CUCTEMBI, TAKUE
KaK apTpomaTu, TOpCONaTuu (Hampumep, UIuac, 00jJb BHU3Y CIIHHBI, [JICUEBOI MEPHAPTPUT U
IpYTHE), COMPOBOXKIAOIIUECS OONBIO.

[Ipenapar npegHazHaueH i1 CHMIITOMAaTUYECKOW T€parii, YMEHbIIIEHUs 00JIM U BOCTIAJICHUS Ha
MOMEHT UCIOJIb30BaHUs, HAa IPOTPECCUPOBAHNE 3a00I€BaHUS HE BIIUSET.

IIporuBomnokasanus

- TUNEPUYYBCTBUTEIHHOCTh K MEJIOKCHMKaMy WJIH K JII0OOMY M3 BCIHOMOTaTEIbHBIX BEIIECTB
npenapara;

- MIOJTHOE WJIM HETIOJTHOE COYeTaHue OPOHXUATBLHON aCTMBI, PEIHANBUPYIONIETO MOJIUII03a HOCA 1
OKOJIOHOCOBBIX  Ma3yX, AaHTMOHEBPOTHYECKOTO OTEeKa WJIM KPamuBHHUIIBI, BbI3BAaHHBIX
HEMIEPEHOCUMOCTBHIO alleTUIICATMIMIOBOM KucnoTel win apyrux HIIBII u3-3a cymecTtByromeit

BEPOATHOCTH MEPEKPECTHOMN UyBCTBUTEIBHOCTH (B TOM YHCJIE B aHAMHE3E);
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- 5PO3UBHO-SI3BEHHBIC TOPAKEHUS XKETY/IKA U IBeHaAHATHASPSTHOH KHIHKH B-cTaAHH-000eTpe st
WJIN HEJIJaBHO NIEPEHECEHHBIE;

- BOCHAJIMTEIbHBIE 3a00JIeBaHUS KUIIEYHHUKA - O0ose3Hb KpoHa miaM s3BEHHBIM KOJIMUT B CTaauu
obocTpeHus;

- TsDKeJas IeYeHOYHAasi HEJOCTaTOUYHOCTb;

- TsDKeJlasl IoYeuHasi HeJI0CTaTOYHOCTb (€CJIM He MIPOBOJUTCS reMOJUain3, KIMPEHC KpeaTHHIHA
meHee 30 MII/MMH, a TakXke IpPU HOATBEPXKIEHHOM TUIEpKAIMEMHUH), IPOrpeccUpyroliee
3a00JIEBaHHE TTOYEK,

- aKTUBHOE JKEJTyJOUHO-KHUIIIEYHOE KPOBOTEUEHHUE, HEJABHO IIEPEHECEHHBIE IEPEOPOBACKYIISIPHBIE
KPOBOTEUECHMSI WJIM YCTAHOBJIEHHBIM JMarHo3 3a00J1€BaHNi CBEPTHIBAIOIIECH CUCTEMbI KPOBH;

- BBIp@)KEHHAs! HEKOHTPOJIUpPYyeMas cepieuHast HeZJOCTaTOUHOCTb;

- 0EpEMEHHOCTh;

- IEpUO/J] TPYJHOTO BCKapMJIMBaHUS;

- Tepanys NepruonepaoHHbIX 00Jel Py NPOBEIEHUH IIYHTUPOBAHNS KOPOHAPHBIX apTEPUid;

- penkas HaclIe[ICTBEHHAas HENEepPEeHOCUMOCTh TaJlakTO3bl, Je(QUIMT JIAaKTa3bl, TIJHOKO30-
rajiakTo3Has MajapadbcopOrus (penapar CoACPKHT JIAKTO3Y).

C 0CTOPOKHOCTHIO

- 3a0oneBanust J)KKT B anamHese (s3BeHHast O0JI€3Hb JKENyJKa U JBEHAALIATUIIEPCTHON KUIIKHU,
3a00JICBaHUs TTCYCHN );

- XpoHHYecKas cepaeuHas HepoctatouHocTh (XCH);

- I0Y€YHas HeJIOCTATOYHOCTh (KinpeHc kpeatnHuHa 30-60 mMia/MuH);

- umeMuyeckasi 00J1e3Hb Cepara;

- IepeOpoBaCKYIIsIpHbIE 3a00JI€BaHUS;

- TUCIUIHUAEMUS/ TUTIEPIIATTUAEMUS;

- caxapHbIi 1radeT;

- CONYTCTBYIOIIAs Tepanus CIEeIYIOINUMH MTpenapaTaMu: IepopaabHble INIFOKOKOPTUKOCTEPOUIbI
(I'KC), anTHKOaryisiHTHl (B TOM yHcie BaphapuH), aHTHArPEraHThl, CEICKTUBHbIE HHTMOUTOPHI
o0paTHOro 3axBara CEpOTOHMHA (B TOM 4YHCIE LUTaJONpaM, (IyOKCEeTHH, MNapOKCeTHH,
CepTpajuH);

- 3a00s1eBaHUs NTEPUPEPUUECKUX apTEPUL;

- IIOXKUJION BO3PACT;

- nnurenbHoe npumenenne HIIBIT;

- KypeHue,

- 4acToc y1'IOTp€6J'I€HI/Ie AJIKOIroJis.
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IIpuMeHenue Npu 6epeMEHHOCTH U B IEPUO/I 'FPpYAHOFO-BERapMAUBaHHE ———————————————————————

[Tpumenenue npenapara Menokcukam-AKOC npoTrBOmoKazaHo BO BpeMsi OEpeMEHHOCTH.
N3BectHo, uro HIIBII npoHuMkaiT B TpygHOE MOJOKO, MO3TOMY IPUMEHEHHE Mpenapara
Menokcukam-AKOC B nepuoj rpyJHOro BCKapMJIMBaHUS IPOTHBOIIOKA3aHO.

Kak mpenapaT, WHrUOMPYIOIMIMHA CHHTE3 LHKIOOKCHTEHA3bI/TPOCTATIAHIMHOB, IpernapaT
Menokcukam-AKOC MokeT oka3bIBaTh BIUSHUE HA PEPTUILHOCTD, U TIO3TOMY €0 IPUMEHEHHU
HE PEKOMEHAYETCs Y JKEeHIIUH, IAaHUPYIOINUX OepeMEeHHOCTh. MeIoKCHKaM MOXKET MIPUBOIUTH K
3aJIepIKKe OBYJISIUH. B CBS3M C 3THM Y KEHIIUH, UMEIONTUX MPOOIEMBI C 3a9aTHEM U TTPOXOISIITIX
oOciiezjoBaHUE IO TMOBOAY MOJOOHBIX MpOOJIeM, PEeKOMEHAyeTCs OTMEHa NpHeMa Ipenapara
Menokcukam-AKOC.

Cnoco0 npuMeHeHMsI U 103bI

Ocmeoapmpum ¢ 6oregvim cunopomom: 7,5 mr B cyTku. [Ipu HEoOX0AMMOCTH 3Ta 1032 MOXKET
OBITH yBENMYEHA 710 15 MI' B CYTKHU.

Pesmamououwiii apmpum: 15 mr B cyTku. B 3aBucumoctu ot neue6Horo 3¢ dexra sTa 103a MOXKET
OBITH CHIDKEHA 10 7,5 MI' B CYTKH.

Anxunozupyrowuii cnonounum: 15 mr B cytku. B 3aBucumMoctu ot neueOHOro addexra 3ta 103a
MOYET OBITh CHHXKEHA 70 7,5 MT' B CyTKH.

FOsenunvnovIll peemamoudnsiii apmpum: 1,5 MT' B CYyTKH.

VYBenuueHue A03bl Mpernapara BbIIIE PEKOMEHAYEeMOW CYTOYHOH [03bl HE MPUBOAMUT K
NoBbIIICHUIO ero 3ddexTuBHocTU. JlOoCTymHBIE M03uUpoBKH Mpernapata MenokcukamM-AKOC
Ta0JIETKU HE TIO3BOJISAIOT IPUHUMATH IIpernapaT MalueHTaM ¢ Maccoil Tena menee 60 Kr.

D¢ dexkTuBHOCTL U Oe30macHOCTh npenapara Menokcukam-AKOC y nereit mmanme 12 jet, mo
MOKa3aHUsM, OTJIMYHBIM OT IOBEHWJIBHOTO PEBMATOUIHOIO apTPUTA, HE U3ydeHa. Y MaIlUE€HTOB C
noBbilieHHBIM pruckoM HP (3abonesanust )KKT B anamuese, Hanmune (GakTOpOB pUcCKa CEPIEYHO-
COCYAMCTBIX 3a00JI€BaHUI1) PEKOMEHIyeTCsl HAaUMHATh JISYEHUE C 03B 7,5 MT' B CYTKH (CM. pa3zaen
«Oco0bIe yKa3zaHus»).

V nanueHToB ¢ BbIpaXXKEHHOM MOYEYHON HEJOCTATOYHOCTBI0, HAXOASIIMXCSA Ha TEMOJINAIN3e, 1032
HE JO0JIKHA NPEBBIIIATH 7,5 MI' B CYTKHU.

VY manuMeHToB ¢ MOYEYHOH HEJ0CTaTOYHOCTHIO JIETKOM M CpeHEH CTENeHU TKECTH (KIUpPEHC
KpeaTHHHUHA 0oJiee 25 MJII/MHUH) KOPPEKIIUU 036l HE TPeOyeTcs.

Y nanmeHToB ¢ MUPpPO30M MeUYeHU (KOMIEHCHPOBAaHHBIM) KOPPEKITUHU 1036l HE TpeOyeTcs.
Obwue pexomenoayuu

Tak kak nmoreHuHanbHbIA puck HP 3aBHCUT OT 03Bl M MPOJIOIKUTEILHOCTH JICUCHUS, CIEAYET

HCII0JIB30BAaTh MUHHUMAJIBHO BO3MOKHBIC HU3KUEC O3Bl U JUINTCJIbHOCTE MIPUMCHCHUA.
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MakcuManbHas peKoMeHayeMasi CyTouHas Ao3al—5-mr:

Kombunuposannoe npumenenue

He cnenyer npuMensaTs npenapar ogHoBpeMeHHo ¢ apyrumu HIIBII.

O6mas cyrouynas jmo3a mnpenapata Menokcukam-AKOC, mpuMeHSeMOro B BHIE pPa3HBIX
JIEKapCTBEHHBIX ()OPM, HE JIOJKHA PEBBILIATH 15 MT.

OO0111yr0 CyTOUHYIO 103y ClIeAyeT MPUHUMATh B OJIUH IIPUEM, BO BPEMs €/1bl, 3allMBast BOJOU MU
JIPYTO# KUJIKOCTBIO.

Henocrarouno nHpopmayu mpeacTaBIeHO O BIUSHUHA CMEIINBAHUS H3MEJIbYCHHBIX Ta0IEeTOK C
MULLIEH WIH KUIKOCTBIO.

ITodouHOE nelcTBHE

Hwxe onucanst HP, cBsS3b KoTOphiX ¢ mnpuMeHeHueM Tpenapara Menokcukam-AKOC
pacieHUBaJIach KaK BO3MOYKHasI.

HP, 3apeructpupoBanHbie NP MOCTMAPKETHHIOBOM MPUMEHEHUH, CBSI3b KOTOPBIX C MPUEMOM
mpernapara paclieHHBaJIach Kak BO3MOXKHAsl, OTMEUYEHBI 3HAKOM *.

BHyTpu CHCTEMHO-OpPraHHBIX KJIACCOB MO 4YacToTe BO3HHKHOBeHHs HP wucnonb3yrores
CIeyIoIIne KaTeropuu: oueHs yacto (>1/10); gacto (>1/100, <1/10); neuacto (>1/1000, <1/100);
peako (=1/10000, <1/1000); odenp peakxo (<1/10000); wacToTra He H3BECTHA (HEBO3MOXHO
OLICHUTh YacCTOTY HAa OCHOBE UMEIOIIUXCS JIaHHBIX).

Hapywenusa co cmopounsl kposu u numgamuueckorl cucmemvl. HEYACTO — AHEMHUS;, PEIKO —
M3MEHEHHUS YMCIa KJIETOK KPOBH, BKIIIOYAsi M3MEHEHUs JIEHKOIUTAPHOU (OPMYIIbI, JIEHKOIICHNS,
TPOMOOLIMTONIEHUSI.

Hapywenuss co  cmoponvl  uMMyHHOU  cucmemvl: HEYaCTO — JpPyTrU€  PEaKIuu
TUINEPYYBCTBUTEIHLHOCTH HEMEJIEHHOTO THIa*; 4aCTOTa HEM3BECTHA — aHA(DUITAKTUIECKH IOK™,
aHa(UIAKTOUHBIE peaKkuu™.

Hapywenuss co cmopouwbt Hepenoli cucmemvl. 4YacTo — TOJIOBHas O0OJb; HEYacTo —
TOJIOBOKPYKEHUE, COHIUBOCTb.

Hapywenus ncuxuxku: 4acTo — U3MEHEHHE HACTPOEHUS™; yacTOTa HEM3BECTHA — CIyTaHHOCTH
CO3HaHUA™, ne30pHeHTaIM ™.

Hapywenus co cmoponsi opeana 3peHus: peiko — KOHbIOHKTUBUT™, HAPYILIEHUS 3pEHUS, BKITIOYast
HEYETKOCTh 3pEHUS*.

Hapywenus co cmoponul opeana ciyxa u 1abupurnmmusie Hapyulenus: HE4acTo — BEPTUTO; PEIKO
— IIIyM B yIIIax.

Hapywenus co cmoponwl s#ceny0ouHo-KuuieyHo2o mpakma. 4acto — 00Jb B )KUBOTE, TUCTIETICHS,

Auapesi, TOIHOTAa, pBOTA; HECUYACTO — CKPBITOC MJIU ABHOC KCJIIYOJOUYHO-KHIICYHOC KPOBOTCUCHUC,
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racTpuT®, CTOMaTuT, 3arop, B3AyTHE JKUBOTA, lOFpbbkka;—peAKko—FacTpoiyoAeHaibHble—I3BbL——

KOJIUT, 330(parut; oueHs penko — nepdopammst KKT.

Hapywenus co cmoponbl neueHu u iacenuesvigo0sujux nymeil. HEYaCTO — TPAH3UTOPHBIC
U3MEHEeHH IMMOKazaTesnell QyHKIHMU MeYeH!u (HampuMep, MOBBIIEHHE aKTHBHOCTH TPaHCAMUHA3
WIN KOHLIEHTpAIK OMIupyOrHa); OUeHb PEIKO — remaTuT™.

Hapywenus co cmoponsl Kodcu u NOOKOJNCHbIX MKAHell. HeYacTO — aHTHOHEBPOTUYECKHUIA OTEK*,
3yll, KOXKHasi ChIlb; PEKO — TOKCHYECKUU SMHICPMANbHBIA Hekpoiu3™*, cuuapom CTHBeHca-
JI>koHCOHA™, KpanMBHUIIA, OYSHb PEIKO — OYJUIC3HBIH JAepMaTUT*, MyIbTU(DOPMHAS dpUTeMa™;
4acTOTa HEU3BECTHA — JOTOCCHCHOMITH3AITHS.

Hapywenus co cmopoHvl 0biXxamenibHOU CUCHEMbl, OP2AHO8 SPYOHOU KIeMKU U CPeOOCmEeHUs .
penko — OpoHXHaJdbHAs acTMa y MalMeHTOB C aJUICPrHel K aleTUICATHIMIOBOW KUCIOTE WIIH

npyrum HIIBII.

Hapywenuss co cmopouvt cepOeuno-cocyoucmou cucmemvl. HEYACTO — TOBBIIICHHUE
apTEepUabHOTO JIABJICHUS, YYBCTBO «IPWIMBa» KPOBH K JIMIly, PEAKO — OIIYyIICHHE
cepanecOneHus.

Hapywenusa co cmoponvl nouex u mouegvl8o0sawux nymeti: He4acTO — U3MEHEHUS MOKa3areneit
¢yHKIMM TOYeK (TOBBIIICHWE YPOBHS KpPEaTHMHWHA W/MIM MOYEBHHBI B CHIBOPOTKE KPOBH),
HApyIICHUsT MOYEHCITYCKaHHUs, BKIIOYAs OCTPYIO 3aJepKKy MOYHM™; OUeHb PEOKO — OCTpas
MOYEYHAsI HEJJOCTATOYHOCTD ™.

Hapywenus co cmoporvl no108bix 0pearos u MOIOUHOU Jicesie3bl: HeUaCTO — MO3AHSISI OBYJIISAIUI ™,
4acTOTa HEU3BECTHA — OECIIIOINE Y KEHILIUH *.

CoBMecTHOE NPUMEHEHHE C JIEKAPCTBEHHBIMU CpPEJICTBAMH, YTHETAIOUIMMH KOCTHBIH MO3T
(HampuMep, METOTpeKCcaT) MOXKET CIPOBOLIMPOBATH LIUTOTIEHUIO.

XKenynouHo-KuIIeYHOE KPOBOTEUEHHUE, A3Ba WM Nepdopaist MOTyT IPUBOIUTH K JIETAJIbHOMY
UCXOTY.

Kak u jmna npyrux HIIBII, He HMCKIH0OYarOT BO3MOYKHOCThH IOSIBJICHHS HHTEPCTULHAIBHOTO
HedpuTa, rIoMepyloHeppuTa, MOYEUHOT0 MEAYIIIPHOTO HEKPO3a, HE(PPOTUUIECKOTO CUHAPOMA.
YuuteiBasg, 4YTO TIOKa3aHWE IOBEHWJIbHBIH PEBMATOUIHBIA apTPUT OTHOCUTCS TOJNBKO K
OTIpeNIeTICHHOM Trpymme nereid BecoM Oojee 60 Kr, oKumaercs, 4To Tmpoduib 0e30MacHOCTH
npenapara OyneT TakuM ke, Kak y B3pocibiX. I[Ipoduip OGezomacHocTH, HaOMIOIaeMbId B
COOTBETCTBYIOIIMX  KIMHMYECKUX  HUCHBITAHUAX C  ydacTHeM  JIeTel, a  Takke
MOCTPErHCTPALIMOHHBIX HCCIEIOBAaHMUAX, HE IOKa3al CYIIECTBEHHBIX PA3NU4YUi B MPOQUILX

0€30MacHOCTH C TAKOBBIMH Y B3POCIIBIX.
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Ilepeno3upoBka
JlaHHBIX O cny4asx, CBSA3aHHBIX C MEPEIO3WPOBKOM Mpernapara, HAKOIUIEHO HEJOCTATOYHO.
BepositHO, Oy1yT MpUCYTCTBOBATh CUMIITOMBI, CBOMCTBEeHHBIC Iepeno3upoBke HITBII, B Tsokenbix
CIIy4asiX: COHJINBOCTh, HAPYILIEHUS CO3HAHMSI, TOILIHOTA, PBOTA, OOJIU B AIUTAaCTPUHU, KEITYI0UHO-
KMILIEYHOE KPOBOTEYEHHE, OCTpas IO4YeYyHasi HEIOCTATOYHOCTb, HW3MEHEHUs apTEPUAIBLHOIO
JIaBJICHUS, OCTAHOBKA JbIXaHHUs, aCUCTOJIHSL.

Jleuenue: aHTUIOT HE W3BECTEH, B CIydasX IEPENO3UPOBKHU Mpernapara ClIeayeT IPOBECTH
IBAKyaIUIO COAEPKUMOTO Kelyaka M OOLIyI MOJIepKuBarolyto tepanuto. Komectupamun
YCKOPSIET BBIBEJACHUE MEIIOKCUKAMA.

B3aumopaeiicTBue ¢ IPpyruMu JIeKAPpCTBEHHBIMH CPeACTBAMHU

Ilpyeue  umeubumopwt  cummesza  npocmacnanounos, examwouas IKC u  camuyuramol:
OJIHOBPEMEHHBII IpPHEM C MEJIOKCHUKaMOM yBeIWYuBaeT pUcK oOpaszoBanus 3B B JKKT u
KEJTyJ0YHO-KUIIEYHbIX KPOBOTEUEHUH (BCIEACTBUE CUHEprusma jaenctBus). OJHOBpEeMEHHBIN
npueMm ¢ npyrumu HIIBII He pexomennyercs.

Aumuxoacynaumel 01 npuema  GHympbv, 2enapuH Ol CUCMEMHO20  NpPUMEHEeHUS,
mpomborumuyeckue cpeocmed: OIHOBPEMEHHBIN MPHEM C MEIOKCHKAMOM IOBBIIIAET PHUCK
KpoBOTeUYeHMsI. B ciiyyae 0lHOBPEMEHHOTO NMPUMEHEHUSI HEOOXOAUM TILATENbHBI KOHTPOJIb 32
CBEPTHIBAIOIIEH CUCTEMOMN KPOBHU.

Aumumpomboyumapmusvie npenapamsli, UHSUOUMOPLL O0OPAMHO20 3aX6aMA  CEPOMOHUHA!
O/JIHOBPEMEHHBIA MPHUEM C MEJIOKCMKAMOM [IOBBIIIAET PUCK KPOBOTEUEHUSI BCIEICTBUE
MHTHOMpOBaHUA TpoMmOonuTapHoil ¢QyHKUMU. B ciaydae OJHOBPEMEHHOIO NpPUMEHEHUS
HE0OXO0UM TIIATEJIbHBII KOHTPOJIb 32 CBEPTHIBAIOLIEH CHCTEMON KPOBH.

Ilpenapamur  aumus: HIIBII NOBBIIAIOT KOHLEHTPALMIO JIMTUA B IUIA3ME IOCPEACTBOM
YMEHBIIEHUS BBIBEIEHUS €ro noukamMu. OIHOBPEMEHHOE IPUMEHEHHE MEJIOKCHKaMma C
npernapaTaMM JIMTUSL HE peKoMeHnayercs. B ciydae HE0OXOAMMOCTH OJIHOBPEMEHHOTO
IIPUMEHEHNs PEKOMEHAYETCS TIATEIbHbBIN KOHTPOJIb KOHIEHTPALMY JIMTUS B IJIa3M€ B TEUEHUE
BCEro Kypca IpUMEHEHHUs [IPEenapaToB JIUTHS.

Memompexcam: HIIBII cHUX)arOT CEKPELIMI0 METOTPEKCATa MIOYKAMU, TEM CaMbIM, ITIOBBILIAS €TO
KOHIEHTpaluio B miaazMe. OTHOBpEMEHHOE NPUMEHEHNE MEJIOKCUKaMa U MEeToTpekcaTa (B 103€
Oosee 15 Mr B Henemi0) HE peKOMEeHAyeTcs. B ciydae 0THOBpEeMEHHOTO TPUMEHEHHSI HEOOX0TUM
TIIATEIbHBIA KOHTPOJIb 32 PYHKIUEH mouek u (opMysoi KpoBH. MeToKCHKaM MOXeT YCHUIIUBATh
reMaToJIOTHYECKYI0 TOKCUYHOCTh METOTpeKcara, OCOOEHHO Yy MAalMeHTOB C HapylIeHHEM
¢byHkun noyek. [Ipy coBMeCTHOM NMpUMEHEHHHM MEJOKCHMKaMa U MEeTOTpeKcaTa B TeueHue 3-X

}IHeﬁ BO3PAacCTacT PHUCK MOBLIMECHUSA TOKCUYHOCTH ITOCIICAHETO.



COOTBETCTBYET 2

KCNEPTHOMY OTYETY
ot 15.0 1L 10

Konmpayenyus.: ects nanusie, yro HIIBII mo
KOHTPAILENTUBHBIX YCTPONCTB, OJIHAKO 3TO HE JIOKAa3aHOo.

Juypemuxu: npumenenue HIIBII B cirydae 06e3BoKHUBaHMS TAIMEHTA COITPOBOKIACTCS PUCKOM
Pa3BUTHUA OCTPOM IIOYEYHOU HENOCTATOYHOCTH.

T'unomen3zusHule cpedcmsa (6ema-adperobiokamopet, uHeUOUMOpbI
ansuomeH3uHnpespawaiouje2o gpepmenma, easzoounamamopsi, ouypemuxu): HIIBII cHmxaror
3¢ (deKT TUNOTEH3UBHBIX CPEICTB BCIEJACTBUE HHTUOMPOBAHUS CHUHTE3a IPOCTAIVIAaHAMHOB,
o0aiauxX Ba30AUIaTUPYIOIUMU CBOMCTBAMH.

Anmazonucmol aneuomensun-II - peyenmopos TaKxKe, KaK u UHTUOUTOPHI
aHrMOTEH3MHIpeBpalatoero gpepmenra npu copmectHoM npumenenun ¢ HIIBII ycunuBator
CHIJKEHHME KIIyOOUKOBOW (DMIIBTpALMH, YTO, TEM CaMbIM, MOXET IPUBECTU K Pa3BUTHIO OCTPOU
MIOYEYHON HEJOCTATOYHOCTH, OCOOEHHO Y MAalMEHTOB C HApYLIEHHEM (YHKIIMH [TOYEK.
Konecmupamun, cszpiBas menokcukam B XKKT, npuBogut k ero 6osiee ObICTpOMY BBIBEACHHUIO.
HIIBII, oka3biBas jelicTBUE Ha IOYEYHbIE MPOCTArjaHIMHbBI, MOTYT  YCHJIMBATh
HE(PPOTOKCUYHOCTb YUKTOCHOPUHA.

Ilemempexceo: Ipu OAHOBPEMEHHOM NIPUMEHEHUH MEJIOKCUKaMa U IEMEeTpeKceia y allueHTOB C
KJIMPEHCOM KpeaTuHUHA OT 45 10 79 MiI/MUH IpHeM MENIOKCHKaMa CJeyeT MPeKpaTuTh 32 5
JTHEH 10 HayaJla mpueMa eMeTpeKce1a U BO3MOXKHO BO30OHOBUTH Uepe3 2 JHs M10CIIe OKOHYAHUS
npuema npenapata. Ecinu cymectByer He06X0IMMOCTh B COBMECTHOM ITPUMEHEHUH MEJTOKCHKaMa
U [IeMeTpeKcea, TO MalUEHThl JOJDKHBI HAXOAUTHCS MOJI TIIATENIbHBIM KOHTPOJIEM, OCOOEHHO B
OTHOLIEHHN Muenocynpeccud ¥ Bo3HUMKHOBeHMss HP co croponsr JKKT. V mnamuentoB ¢
KIIMPEHCOM KpeaTHHHHA MeHee 45 MII/MUH IpHeM MEeIOKCHKamMma COBMECTHO C IIEMETPEKCE0OM He
PEKOMEHIYETCS.

[Tpu npuMeHEeHUN COBMECTHO C MEJTIOKCUKaMOM JIEKapCTBEHHBIX MpenapaToB, KOTOpbIE 001a/1al0T
u3BecTHOUM criocoOHOCThIO MHTHOMpoBaTh CYP 2C9 n/mmm CYP 3A4 (wim MeTabonu3upyroTes
IIPU YIaCTUH 3TUX PEPMEHTOB), TAKMX KaK IPOU3BOIHBIE CYJIb(POHUIMOUYEBUHBI UJIM TPOOEHEIH L,
ciiefyeT MPUHUMAaTh BO BHUMAaHUE BO3MOXKHOCTb (hapMaKOKMHETUYECKOT'O B3aUMO/IEHCTBUS.
[Tpy COBMECTHOM NPUMEHEHUH C NEPOPANbHBIMU 2UNO2TUKEMUYECKUMU cpedcmeamu (HaTIpuMep,
IPOU3BOJHBIMU  CYJb(OHWIMOYEBHHBI, HATErNIMHUIOM)  BO3MOXHBI  B3aUMOJIEHCTBUS,
onocpenoBanabie CYP 2C9, KoTopble MOTYT NMPUBECTH K YBEITMUEHUIO KOHIICHTPAIIUU KaK ATHX
JIEKapCTBEHHBIX CPEACTB, TaK M MeEJOKCHMKama B KpoBH. llamueHTsl, OZHOBpEMEHHO
IPUHUMAIOIIME MEIOKCHUKaM ¢ TMpenapaTaMy CylIb(OHUIMOUEBUHBI MM HATETIMHUAA, JTOJIKHbBI
THIATEIbHO KOHTPOJIMPOBATh KOHIEHTPALMIO TIIOKO3bl B KPOBU M3-3a2 BO3ZMOKHOCTH Pa3BUTHUS

TUITOTJINKEMUU.
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[Ipy OJHOBPEMEHHOM TPUMCHCHUH (HMAYUOOG—HHMEHHOWHE—OHEOKEHHEA—H—PYPOCEMUOE
3HAYUMBIX (PapMaKOKHHETUYECKUX B3aUMOJICHCTBUI BBISABIEHO HE OBLIO.

Oco0ble ykazaHus

[Matments ¢ 3aboneBanusivMu JKKT momxHbl perynsipHo HaOmronatses. IIpu BO3ZHUKHOBEHUH
a3geHHOro nopaxkeHuss JKKT wnm  Kelmyqo4HO-KHMILIEYHOTO  KPOBOTEUEHHUS — Ipemnapar
MenokcukamM-AKOC HE00XO0OMMO OTMEHUTS.

S3Be1 XKKT, mepdoparus wim KpoBOTEUEHUST MOTYT BO3HUKHYTh B xoje npumenenus HIIBII B
ar000e BpeMs, KaK IpU HAIWYHH HACTOPAKUBAIOIIMX CUMIITOMOB MJIM CBEJICHHH O CEPbE3HBIX
JKEIYJOYHO-KMILIEYHbIX OCJIOKHEHUSAX B aHAMHE3€, TaK W IIPU OTCYTCTBUU 3THX IIPU3HAKOB.
[TocneacTBUs TaHHBIX OCTIOKHEHUH B 11e7I0M 00Jiee CEphEe3HbI Y JIUII MTOKUIIOTO BO3PACTa.

[Tpu npumenennu npenapara Menokcukam-AKOC MOTYT pa3BUBaThCS TAKUE CEPbE3HBIEC PEAKITUHI
CO CTOPOHBI KOXH, KakK OKC(HOIMATUBHBIA naepMatuT, cuHapoMm CrueHca-/xoHCOHA,
TOKCUYECKHI snuaepManbHbli Hekponu3. [losromy crenyer ynensitb 0co0oe BHUMaHUE
nanueHTam, COOOIIAIONINM O Pa3BUTUH HEXKEJIATEIbHbBIX SBICHUI CO CTOPOHBI KOXKH U CITU3UCTHIX
000JI04eK, a TaKke pPeaKIUil MOBBIIIEHHON YYBCTBUTEIBHOCTH K Iperapary, OCOOCHHO eCiH
10100HbIE peaKIK HAOII0JAIMCh B TEUEHUE IPEIBIIYIINX KypCOoB jJeueHus. Pa3BuTue noqo0HbIx
peakuuii HabJIr0JaeTCsl, KaK IPaBUIIO, B TEUEHHE IIEPBOr0 Mecslia JeueHus. B ciayyae nossneHus
NEPBBIX MPU3HAKOB KOXXHOW CBINM, U3MEHEHUH CIM3UCTBIX 00O0JIOUEK WIM IPYTHX IPU3HAKOB
TUIEPYYBCTBUTEILHOCTH HEOOXOJUMO PACCMOTPETh BOMPOC O MPEKpalleHud MpUMEHEHUs
npenapara Menokcukam-AKOC.

Onucanbl cnyyan npu npueme HIIBII moBblmieHnss pucka pa3BUTHS CEPbE3HBIX CEPlIEYHO-
COCYAMCTBIX TpoMOO30B, HH(papKTa MHOKapJa, MPUCTYNIa CTEHOKapJAuU, BO3MOXHO CO
CMEPTEIbHBIM UCXOAOM. Takol pHUCK NMOBBINIAETCS MPH JUINTEIBHOM NPUMEHEHUH IIpenapara, a
TaKXe y MalMeHTOB C BbIIIEYKa3aHHBIMU 3a00JIEBaHUSIMH B aHAMHE3€ M IPEeAPaCIIONIOKEHHBIX K
TaKUM 3a00JIEBAHUSM.

HIIBII uaruOupyror B moykax CUHTE3 MPOCTAarjaHAMHOB, KOTOPHIE YYaCTBYIOT B MOJAJIEPKaHUN
noueyHoit nepdysuu. [Ipumenenue HIIBII y nanueHToB CO CHMYKEHHBIM MMOYEYHBIM KPOBOTOKOM
WIA yMEHBIIEHHbIM O0BEMOM LUPKYIMPYIOUIEH KPOBHM MOXKET NMPUBECTH K JEKOMIIEHCALUU
CKpBITO IpoTeKkaromel nmouyedyHoi HemocrtarouHocTd. [locne ormensl HIIBII ¢ynkuunsa mouex
O0OBIYHO BOCCTaHABIMBAETCA J0 MCXOJHOTO YpoBHs. B HauOosblueil creneHH pUCKY pa3BUTHUS
OTOH pEeaKkUMHU TOJABEP)KEHbl IOKWIIbIE IIAllUEHTHl, MAMEHThl, y KOTOPBIX OTMEUYAETCS
neruapatauus, XCH, 1muppo3 mneueHH, HEPPOTUYECKHH CHHIPOM MM OCTpbIE HapyIICHUs
GYHKIIMM TIOYEeK, TMalUeHThl, OJHOBPEMEHHO MPUHHUMAIOIINE JUYypEeTHYECKHE CpPEJICTBa,

uHruoutopsl AII®, anTaronucTel anruoteH3uH-11 perenTopos, a TakKe MallMEHTHI, IEPEHECIINe
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CEPbE3HBIE XUPYPIrHYECKUE BMEILATENILCTBA, KOTOPhIe-BEAYEKFHHOBOASMUH —Y-FakuXHaHHEHTOB
B HayaJjie Tepanuu cleAyeT TIIATeIbHO KOHTPOJIUPOBATh JUYpe3 U (PYHKIIUIO TTOYEK.
[Tpumenenue HIIBII coBMeCTHO ¢ iMypeTUKaMH MOKET MPUBOAUTH K 3aJ€PKKE HATPHUS, KaJIUsl U
BO/IbI, & TAK)KE K CHUKEHUIO HATPUHNYPETUUECKOrO JEUCTBUA MOYETOHHBIX CPEACTB. B pe3ynprare
3TOr0 y TPEIpaclONOKEHHBIX MAIUEHTOB BO3MOXKHO YCHJIEHUE IIPU3HAKOB CEPJCUHOMN
HEJOCTAaTOYHOCTU WM runepreH3ud. [1oaToMy HeoOXoauM THIATENbHBIM KOHTPOJb COCTOSHUS
TaKUX MAallMEHTOB, a TAKXKE Y HUX JIOJDKHA MOJEPKUBAThCS afieKkBaTHas ruaparanusd. /o Hayana
JeueHHst He0OX0AMMO UcclieloBaHe (YHKINUHY TTOYeK. B ciyyae mpoBeeHns KOMOMHUPOBAHHOU
TEpanuy cJelyeT TaKKe KOHTPOIUPOBATH (DYHKIIUIO MOYEK.

[Tpu npumenenun npenapara Menokcukam-AKOC (Tak ke, kak 1 6onpmuHcTBa apyrux HITBIT)
BO3MOJKHO SIU30JMYECKOE IOBBIIICHHNE AKTUBHOCTH TPAHCAMHHA3 B CHIBOPOTKE KPOBU WIIU
Npyrux TMokasatenedl (yHKIWM TedeHH. B OobIIMHCTBE CiydaeB 3TO MOBBINICHHWE OBLIO
HEOOJIBIIIUM U MPEXOAiIIiM. Eciii BbISIBIEHHBIE N3MEHEHHUS CYIIECTBCHHBI WJIH HE YMEHbBIIIAIOTCS
co BpemeHeM, npenapat Menokcukam-AKOC crenyer OTMEHUTh U IPOBOJAUTH HAOMIOJEHUE 32
BBISIBJICHHBIMH JIA0OPaTOPHBIMU U3MEHEHUSIMHU.

OcnaGneHHble UITU UCTOIIEHHBIE MAIMEHTHI MOTYT XYKe IePEHOCUTh HEeXKenaTeIbHbIe SIBJICHMUS, B
CBSI3M C YEM, TaKHU€ NAIUEHTHI JOKHBI TIIATEIbHO HAOIIOAaThCS.

[Tomobno npyrum HIIBII, npemapar Menokcukam-AKOC MOXeT MacKHpOBaTh CHMIITOMBI
OCHOBHOTO HH(EKIIMOHHOTO 3a00JIeBaHUSI.

[Ipenapar comepxut JakTo3sl MoHoruapar. [lanmeHtam ¢ peako  BcTpedarouieics
HACJIEICTBEHHOCThIO HENEPEHOCUMOCTBIO TalakTO3bl, ACPHUIMTOM JIaKTa3bl JOMapell Wiu
[II0K030-TaJIaKTO3HOM MalibabcopOLMel He clielyeT IPUHUMATh ATOT Ipemnapar.

Biiusinue Ha CIOCOOHOCTH YNIPABJSATH TPAHCIIOPTHBIMHU CPeICTBAMM, MEXaHU3MAMH
CrienuanbHbIX KIMHUYECKUX HCCIIEOBAaHUI BIUSHUS Mpenapara Ha CIOCOOHOCTH YIPaBISThH
TPAHCMIOPTHBIMU CPEACTBAMH M PaldOThl C MeEXaHU3MaMH HE MNPOBOAWIOCh. OaHAKO TpH
VIPaBJICHUN TPAHCTIOPTHBIMHU CPEICTBAMH M paboTe ¢ MEXaHU3MaMH CJEeIyeT MPUHUMATh BO
BHMMaHUE BO3MOKHOCTb Pa3BUTHUSL T'OJIOBOKPYXEHHUS, COHJIMBOCTH, HApYLIEHUs 3pPEHUS WU
JpYruX HapyLIEHUW CO CTOpPOHBI ILIEHTPaTbHOM HEpBHOM cucTeMmbl. llanmeHntam ciemyer
c00JII01aTh OCTOPOKHOCTh MPH YIPABJICHUH TPAHCIIOPTHBIMU CPEJCTBAMHU U MEXaHU3MaMHU.
dopma BbIIIYCKA

Tabnerku 7,5 mr, 15 mr.

[To 10 TabneToK B KOHTYpPHBIE SYEHKOBBIC YITAKOBKHU M3 TIEHKU MOJUBUHUIXJIOPUAHON U (HOIBTU

AJTIOMUHHUEBOM NTEYaTHOM JTaKUPOBAHHOM.



COOTBETCTBYET SKCTIEPTHOMY OTHETY

ot 13.01.2022 N= 406
(NOCNEOOBATENBEHOCTE 0003)

ITo 1, 2 KOHTypHBIE TYEUKOBBIE YIIAKOBKU C UHETPYicHHEH Ho-HpHMEHSHHIO-HOMEHIa10T B-HatHH
U3 KapTOHA.

YciaoBusi XxpaHeHust

B 3amumnienHom ot cBera Mecte, mpu Temrneparype He Boiie 25 °C.

XpaHUTb B HEIOCTYITHOM JUIs IETEH MeCTe.

Cpox rogHoctu

5 ner.

He npuMeHATH 110 HCTEYEHUH CPOKA T'OJHOCTH.

YcaoBus ornycka

OTmycKaroT 10 peLenty.

IIpousBoauTen

[Ty6nmuunoe axmuoHepHoe oOmiecTBO «AkmuoHepHoe Kypranckoe oOmIeCTBO MEIHIIMHCKUX
npenapatoB u uznenuit «Cuntes» (ITAO «Cunres»), Poccusi.

Kypranckas 00:1., r.0. r. Kypras, r. Kypran, npocnext Koncturyuuu, ctp. 7/27.

Buinyckarowuii konmpons kauecmea

Kypranckas 001., r.0. r. Kypras, r. Kypran, npocnekt Koncrurymuu, ctp. 7/32.

JlepaxaTe/ib perucTPALMOHHOIO YA0CTOBEPEeHNUs/OpraHu3anus, NPUHAMAKLIAs NpeTeH3un
norpeodurTeJiei

[Ty6inynoe akuuMoHepHOe oO0mecTBO «AknuoHepHoe Kypranckoe oO0IIECTBO MEAMLIMHCKUX
npenapatoB u uzgenuii «Cunte3» (ITAO «Cunres»), Poccus.

640008, Kypranckas o6u1., T. Kypran, npocriekt Koncrutynuu, 1. 7.

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

e-mail: info@binnopharmgroup.ru



