OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

TpomOutan, 75 mr + 15,2 mr, TabieTkH, MOKPHITHIC TIJICHOYHONH 000I0UKOH.

2. KAYECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB
JlelicTByrOIIME BENIECTBA: AlETHJICAIUIIMIOBAS KUCIOTA + MarHusi THAPOKCU
Kaxxnast Tabnerka conepkur:

alleTUWICAIMIAIOBASA KHUCJIOTa - 75 MT

MarHus TUAPOKCUn - 15,2 mr

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEJIECH B pasjeie 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTKH, MOKPHITHIE INICHOYHOW 000TI0YKOM.
Kpyribie JBOSIKOBBITYKIIbIC TAOJIETKH, IMOKPBITHIC TUICHOYHON 000JIOUKOW OelI0ro WM MOYTH

0esoro OBCTA, HA IIOIICPCYHOM CPE3C AAPO 0eJI0ro Ui IMOYTH OEIoro OBECTA.

4. KIMHUYECKUE JAHHBIE
4.1. Tloka3aHusl K IPUMEHEHHUIO

e HecrabunpHas cTeHOKapaAus U CTaOMIIbHAsI CTEHOKApIUsl.

e [IpodunakTrka noBTOpHOrO UH(PAPKTa MUOKAP/A.

e [IpodunakTrka NoBTOpHON TpaH3UTOpHOU MieMmuyeckoil ataku (THUA) m moBTopHOTO
UIIEMUYECKOTO MHCYJIbTAa y MAIMEHTOB, paHee MEePEeHECIIMX HapylIeHue MO3TOBOIO
KpOBOOOpaIIeHHUS.

e Ilpodunaktuka TPOMOOTHUECKUX OCIOXKHEHUH IOCIEe Omepanuidi ¥ WHBA3UBHBIX
BMEUIATENbCTB HA cocydax (TakuX, KaK aopTOKOpPOHapHOE IIyHTHpPOBAaHUE,
OHIAPTEPIKTOMUS COHHBIX apTEPU, apTEPHUOBEHO3HOE ITYHTUPOBAHUE, AHTUOIIIACTUKA U

CTCHTUPOBAHUC KOPOHAPHBIX apTepI/HZ, AHTHoI1IJIaCTHKa COHHBIX apTeprI).

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexum go3upoBaHus

Hecmabunvnaa cmenokapous u cmabunvHas cmenoxkapous: 1o 1-2 TabneTku mpenapara
TpomOuTan 1 pa3 B CyTKH.
Ipoghunaxmuxa noemoprnoeo unghapxma muokapoa.: no 1-2 tabmerku npenapara TpomoOuTtain 1

pa3 B CyTKH.



Ipogpunaxmuxa nosmopmnoii mpanzumoprou uwemuveckou amaxu (THA) u nosmopuozo
UeMUYECKO20 UHCYIbMA y  NAYUeHmos, paHee NepeHecuiux HapyueHue Mo3208020
Kposoobpawenus: o 1-2 Tabnerku npenapara TpomOutan 1 pa3 B CyTKH.

Ipogpunaxmuxa mpombomuueckux oCil0HCHeHUll NOcie Onepayuli U UH8A3UBHBIX MEULAMEeNbCME
Ha cocydax (makux, Kax aopmoKOPOHAPHOe WYHMUPOBAHUEe, SHOAPMEPIKMOMUS COHHBIX
apmeputi, apmepuo8eHo3HOe WYHMUPOBAHUE, AHSUONIACMUKA U CIMEHMUPOBAHUE KOPOHAPHBIX
apmeputi, aHSUONIACMUKA COHHbIX apmepuil): o 1-2 Tabnetku npenapara TpomoOuran 1 pa3 B
CYTKH.

Oco0nlie T'PpYHOIIbI TAIKMEHTOB

Tlayuenmol ¢ napywenuem @yHKyuu nouex
[Tpenapat TpoMOuTan MPOTUBOMOKA3aH MALMEHTAaM C TSDKEJIBIM HapylmieHHeM (DYHKIHMH MOYEK.
Crnenyer ¢ OCTOPOKHOCTBIO NPUMEHATH Npernapar TpomOuTan y MAnUeHTOB ¢ HapyLICHHEM
(GYHKLIMU MOYEK, MOCKOJBKY alleTHJICATULMIOBAS KHUCIOTa MOXET IMOBBIIIATh PUCK Pa3BUTHUS
HOYEYHOH HETOCTATOYHOCTH U OCTPOH IMOYCYHOH HEJ0CTaTOYHOCTH (CM. pa3zaen 4.4).
Tlayuenmol ¢ napywenuem @ynKyuu nevenu
[Tpenapat TpomOuTan npoTUBONOKA3aH MAaLMEHTaM C TSDKEJIBIM HapylIeHHeM (DyHKIMH MeYEeHH.
Crnenyer ¢ OCTOPOKHOCTBIO NMPUMEHATH npemnapar TpoMmOuTan y MAanUeHTOB ¢ HapyLIeHHEM
(GYHKIIUH TTEUYCHU.

eTH
bezonacHocTh M 3(PPEKTUBHOCTh MPUMEHEHMs MPENapaToB ALETHIICATUIMIOBOH KUCIOTHI +
[Maraust ruipoKcuaal y aeTei B Bo3pacte 10 18 neT He ycraHoBieHa. JlaHHBIE OTCYTCTBYIOT.
[Tpumenenue npenapara TpoMOuTa y naiueHToB Miiamie 18 geT npoTUBONOKa3aHo. (CM. pa3aen
4.3)

Crooco0 rmpuMeHeHus

[Tpenapat nprHUMAIOT BHYTPb, OJIUH Pa3 B J€Hb, 3aluBas BO10H. TabaeTKy MOKHO MPOTJIOTUTh
LEJIUKOM, Pa3KeBaTh UM NMPEABAPUTEIHHO PACTEPETD.
[Ipenapar npenHazHayeH A JUIMTEIBHOTO NpUMeHeHUs. JIIMTeNbHOCTh JIEYEHUS U 1032

npenaparta TpomOuTan onpenensiercss BpauoM.

4.3. IIpoTuBONOKA3aHUS
e ['unepuyyBCTBUTENBHOCTh K AalleTUJICAIMLUIOBON KHUCIOTE, IPYTMM HECTEPOUIHBIM
npotuBoBocnanuTenbHbiM npenapatam (HIIBII), unu x mobomy U3 BCoMorareiabHBIX
BEILIECTB, IEPEUUCIICHHBIX B pazzene 6.1;

® KpPOBOU3JIUAHUC B TrOJIOBHOM MO3T,



® CKIOHHOCTh K KPOBOTEUEHHUIO (HEAOCTAaTOYHOCTh BHUTaMuHa K, TpomMOouuTONEeHHS,
reMopparu4eckuii quates);

e OpoHXMaJIbHAs acTMa, UHAYIIUpOBaHHas mpruemMoM canuuuiatoB U HIIBII;

® [IOJIHOE WJIM HEMOJHOE COYeTaHHe OPOHXMATbHOW acTMBbI, PEUAUBUPYIOIIETO MOJIUI03a
HOCA U OKOJIOHOCOBBIX Ma3yX M HENEPEHOCHUMOCTH alleTHJICAIULIUIOBON KUCIOTHI WUIIU
npyrux HIIBII, Bkiaroyas uHrHOHTOpHI muKiIooKcureHassl (I[OI-2) (B ToM umcie B
aHaMHe3e);

® 5PO3UBHO-SI3BEHHOEC MOPAKCHHE KEITYTOTHO-KUIIIEYHOTO TpakTa (B daze o0ocTpeHus);

® KeITYJAOYHO-KHIIIEYHOE KPOBOTEUCHHUE;

e TsDKENOe HapyleHue QYHKIUU TICUCHU;

e TspKeNas MoveyHas HeIOCTaTOYHOCTh (KIMpEeHC KpeaTuHuHa MeHee 30 MiI/MUH);

e XxpoHudyeckas cepaeuHas HemocrtarouHocth |-V ¢dynkumonansHoro kmacca 1o
knaccudukanuu NYHA,

e Oepemennocts (I Tpumectp, |l Tpumectp B cpoke Gomnee 20 nemens u III Tpumectp
OCpPEMEHHOCTH ),

® [EpUOJ TPYJHOTO BCKApMIIUBAHUS;

e JNegUUUT III0K030-6-(ocharaerniporenassr;

e OJHOBpPEMEHHBIN MpHUEM C MeTOTpekcaTtoM (Oosee 15 Mr B Hezeno);

e JIeTCKuM BO3pacT A0 18 mer.

4.4. Oco0ble yka3aHusl M Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEeHUH

C 0CTOPOKHOCTBIO

[Ipu monarpe, rumepypukeMuu, HaJW4YUM B AHAMHE3€ S3BEHHBIX MNOPaKEHHH >KeJTyI0YHO-
KHAIIEYHOTO TPAKTa WM KEITyJOYHO-KAIICYHBIX KPOBOTEUYECHUH, HApyIIEHUN (PYHKIUU TICUCHH,
HapylIeHUH (QYHKIMM TOYeK, OpOHXMAJbHOW acTMe, CEHHOM JIMXOpajke, MOJUIOo3e Hoca,
MOBBIIIEHHONW UYYBCTBUTEIBHOCTH K aHAJIbI€TUKaM, MPOTUBOBOCHAIUTENBHBIM IMpenapaTam,
IPOTHBOPEBMATHYECKUM IIpernaparaM, a TakkKe aJJIepruYecKuX peakiusax Ha Apyrue BellecTBa,
IpU MPEANOIaraeMoM XHUPYpruueckoM BMENIaTeNbCTBE (BKIIOYAs HE3HAYUTENbHbIE, HAalpUMeEp,
sKcTpakius 3yoa); Bo |l tpumectpe 6epemerHoctu 10 20 HEACIb.

Crenyer co0uto1aTh OCTOPOKHOCTD IPH COMYTCTBYIOIIEH Tepanuy ClIeIyIOIUME MpernapaTaMu:
METOTpeKcaT B J103€ MeHee 15 Mr B Heelli0; aHTUKOAryJITHTHbIE, TPOMOOJIUTUYECKHIE WU IpyTue
aHTHarperanTHele cpezacta; metamuzon u HIIBII (B ToM uucne ubynpodeH, HampokceH),

JUTOKCHUH,  TUIOIIMKEeMHYECKHe  CpeAcTBa s [puemMa  BHYTPh  (IIPOM3BOJHBIC



CyIb(OHUIMOUYEBUHBI) U MHCYJHMH, BaJbIIPOEBas KUCIOTA, 3TAHOJ, CEJIEKTUBHbIE MHIMOUTOPHI
00paTHOI0 3axXxBaTa CEPOTOHUHA.

[Tpenapat cneayeT NpUMEHATh IIOCIIE Ha3HAUYEHUs Bpaya.

ACK MoxeT npoBOLpOBaTh OPOHXOCIIA3M, a TAKKE BbI3bIBATh IPUCTYIbI OPOHXUAIBHON aCTMBI
U JpYr'H€ pEeaklHH TUIEPYyBCTBUTEIBHOCTH. MDakTopaMH pHUCKA SBISIOTCS HaJIA4YUE
OpOoHXMaJbHOW acTMbl B aHaMHE3€, CEHHOM JIMXOpaJKH, IIOJIMII03a HOCA, XPOHHUYECKHUX
3a00JIEBaHUN JBIXATEIBHOM CHCTEMBI, a TAK)KE aJUIEPrUYECKUX peakLUUi Ha Apyrue mpernaparsl
(HampuMep, KOXKHbIE PEaKLIUH, 3y, KpalUBHULA).

ACK MoOXeT BbI3BaTb KPOBOTCUEHHUS Pa3jIMYHON CTENEHHM BBIPA)KEHHOCTH BO BpeMs U IIOCIIE
XUPYPrU4e€CKUX BMEIIATENbCTB. 3a HECKOJIbKO JHEH J0 IUIAHUPYEMOTO XHPYpPrHUECKOIo
BMEUIATEIbCTBA JOJKEH OBITh OIIEHEH PUCK Pa3BUTHS KPOBOTEUEHHS IO CPABHEHUIO C PUCKOM
pa3BUTHS MIIEMUYECKHUX OCJIOKHEHUH y MAallMEHTOB, NpuHUMaromux Huskue no3sl ACK. Ecmu
PHCK pa3BUTHs KPOBOTEUEHUS 3HaUuTENbHbIN, TpueM ACK noimkeH ObITh BpEMEHHO MpPEeKpalleH.
Coueranne ACK ¢ aHTHKOaryasHTamd, TPOMOOJUTHKAMH W  aHTUTPOMOOIUTAPHBIMU
IpernapaTamMy COINpPOBOXKIAETCS MOBBIILIEHHBIM PUCKOM Pa3BUTHSI KPOBOTEUEHUH.

ACK B HM3KHX J03aX MOET CIPOBOLUMPOBATH Pa3BUTHE IOAArPHl y INPEAPACIOIOKEHHBIX
HAlMEHTOB (MMEIOIIUX CHIKEHHYIO 3KCKPELUI0 MOYEBOI KHCIIOTHI).

Coueranue ACK ¢ MeTOTpeKcaTOM CONPOBOKAAETCS TOBBIIIEHHONW YacTOTOW pa3BUTHUS
110004YHBIX 3((HEKTOB CO CTOPOHBI OPraHOB KPOBETBOPEHHUSI.

Beicokue 10361 ACK oka3piBatoT rUnoriukeMuueckuit 3¢ ¢exr, 4To Heo0X0AUMO UMETh B BUAY
OpY Ha3HAYCHWM €€ MAIMeHTaM C CaXxapHbIM AMA0ETOM, MOJYYaroIlUM THUIOIIMKEeMUYECKHe
CpeJCTBa JJIs IpUeMa BHYTPb U UHCYIIHHA.

[Ipu coueTaHHOM NpPHUMEHEHUHM CHUCTEMHBIX riatrokokoptukoctepouaoB (I'KC) u camunumnaros
CJIelyeT IOMHHUTB, YTO BO BPEMs JICUEHHSI KOHLEHTPALUS CAJTULMIIaATOB B KDOBU CHHMIKEHA, & ITOCIIE
orMeHbl cucteMHBIX ['KC Bo3MOKHaA mepeno3upoBKa CallMIMIATOB. MeTaMHU3071 M HEKOTOpBIE
HIIBII (B Tom uucne ubynpodeH, HanpokceH) MOryT ocnabdisaTe nHruoupytomiee nerictsue ACK
Ha arperauuio TpoMmOouutoB. Ilammentsi, nmpunumaromue ACK u mnnaHupyromye npuem
meTtamu3ona win HIIBII, nomxkHbl 00CyIUTE 3TO C IeHaluM BpadoMm (cM. pazaen 4.5).
ITpessimenne 10361 ACK cBblllle pEKOMEHIYEMBIX TEPANIEBTUUECKUX /103 COIPSIKEHO C PUCKOM
KEJTyI0YHO-KUIIIEYHOTO KPOBOTEUEHUSI.

[Tpu nnutenbHoM mpueme HM3KUX 103 ACK B kauecTBe arperaHTHOM Tepanuu HEOOXOAUMO
COOJIIOJIaTh OCTOPOXKHOCTH Y TOXKUJIBIX IMAIUEHTOB B CBSI3U C PUCKOM Pa3BUTHS JKEJIYIOYHO-
KHMILIEYHOIO KPOBOTEUECHHUS.

IIpu omnoBpemenHom mnpueme ACK ¢ ankorosem MOBBIIIEH PUCK MOBPEKIACHUS CIM3UCTOU

000JI0UKH KEITYOAOYHO-KUIIICYHOI'O TpaKTa U YAJIUHCHNA BPEMCHH KPOBOTCUYCHM .
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VY nanueHToB ¢ HapyueHueM (QyHKIMHY [TOYEK WK y TAllMeHTOB ¢ HApYILIEHUEM KPOBOOOpaIlIeHHUS,
BO3HUKAIOIIMX BCIEICTBUE MOPAKECHUS TOYEUHBIX AapTEpUl, XPOHHYECKOH CEPAECUHOU
HEJ0CTaTOYHOCTH, TUIIOBOJEMHUH, OOIIMPHOTO XUPYPTrUUYECKOrO0 BMELIATENIBCTBA, CEICHCAa WIIU
CIy4aeB MAacCHBHOI'O KpOBOTE€UEHHMsS Impernapar TpoMOuTan cieayer MpPUMEHSTh C
OCTOPOXKHOCTBIO, MOCKOIbKY ACK MOXET MOBBINIaTh PUCK PA3BUTHS OCTPOM TMOYEUHOU
HEIOCTaTOYHOCTH U HapyIEHHs (PYHKIIMH MOYEK.

[Tpu TspKenbIx dopmax nedummra riroko30-6-hochar-neruaporenazst ACK MoxkeT BbBI3BIBATh
TFeMOJIN3 U FeMOJUTHUYECKYI0 aHeMuIo. DakTopaMu, KOTOPbIE MOTYT MOBBIIIATh PUCK Pa3BUTHUS
reMoJIn3a, SBIsIeTCs JUX0PaKa, ocTpble MHGEKIUU U BBICOKKE JA03bl Ipernapara.

[Tpenapatsl, copepxamue ACK, He JOKHBI IPUMEHSTHCS Y JETEH U MOAPOCTKOB IS JIEUCHUS
BUPYCHBIX HH(EKIUH C TUXOpaaKol nim 0e3 Hee 0e3 KOHCYNbTaluu Bpava. [Ipu onpeneneHHbIX
BHUPYCHBIX 3a00JIeBaHUSAX, B YACTHOCTH, TpHMIe A, rpunie B u BeTpsHOIl ocrie CyIecTByeT puck
pa3ButTus cuHIpoMa Pest — oueHb peaKoro, HO OMACHOTO JJIS KU3HU 3a00J1eBaHMsl, TPEOYIOIIEro
HEMEIJIEHHOTO0 MEIUIIMHCKOr0 BMelaTesnbcTBa. Puck Moker mnosbsimatbesd, ecian ACK
IIPUMEHSIETCA B KQUECTBE COIYTCTBYIOILEH Tepanuu, OAHAKO IPUUMHHO-CIIEACTBEHHAs CBS3b HE
Oblta monTBepikaeHa. HeykpoTumass pBoTa MNpU yKa3aHHBIX 3a00JEBaHHUSIX MOXKET ObITh

CUMIITOMOM CHHApPOMaA Pes.

4.5. B3amMmopeiicTBMe ¢ JIPYrHMH JIeKAPCTBEHHBIMH IpenapaTamMM W JApyrue BH/bI
B3aMMO/JEHCTBHUA
OnHOBpeMEeHHOE NpUMEHEHue mpemnapara TpomMOuTal C METOTPEKCATOM MOXKET NPHUBECTH K
MOBBIIICHUIO I'E€MaTOJIOTMYECKOM TOKCHYHOCTH METOTPEKCaTa 3a CYET CHHXKEHHUS ITOYEYHOTO
KJIMPEHCa U BBITECHEHUS €T0 U3 CBA3M ¢ OenkaMmH I1a3Mel. [IpuMeHeHne ¢ MeToTpekcaTom B J103€
6onee 15 Mr B HeJelno MPOTUBOIIOKa3aHo. IpuMeHeHne ¢ MeToTpekcaTom B 103€ MeHee 15 Mr B
HEJIENI0 BO3MOXKHO C 0CO00H OCTOPOKHOCTBIO B CIIydae, €CI MoJIb3a /s MallieHTa MPEeBbIIIaeT
PUCK.
ITpu ogHOBpEMEHHOM NpUMeHeHHnH ipenapara ¢ Apyrumu HIIBII, conepxammmu canuuuiaTsel, B
OONBIINX J103aX OTMEYAETCS YBEJIMYEHUE PHCKA YJIbLIEPOTCHHOTO ACUCTBUS U KEITyJOYHO-
KHILIEYHOTO KPOBOTCUYECHHS.
[Tpu ognoBpemenHoM mnpumeHeHun ACK ycuiuBaeT IeHCTBUE CIIEAYIOIIMUX JIEKAPCTBEHHBIX
Ipenaparos:

e METOTpeKcaTa 3a CUeT CHIKEHHUs I[MOYEUHOI'O KIIMPEHCAa U BBITECHEHHUS €r0 U3 CBS3U C

OelIKaMUu,
® TrernapvHa M HEeNpSMBIX aHTHKOATYJISTHTOB 32 CYET HapyleHUs (GyHKIUU TPOMOOIIUTOB U

BBITCCHCHUS HCIIPAMBIX aHTUKOATr'yJISIHTOB U3 CBA3U C 6eJ'IKaMI/I;
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® TPOMOOJIMTUYECKUX U aHTUAIPETaHTHBIX U AHTUKOATYJISIHTHBIX IPEnapaToB;

e JIUIOKCHHA BCJIEICTBHE CHUIKCHMSI €r0 NOYEYHON IKCKPELUH;

® TUIOIIMKEMHYECKUX CPEICTB ISl IpUeMa BHYTPh (IIPOU3BOJHBIE CYJIb(OHMIMOUYEBUHBI)

U MHCYJIMHA 32 CYET TI'MIONNIMKEMHYecKUX cBOMCTB camoil ACK B BBICOKHMX [03aX U
BBITECHEHUS IPOU3BOJIHBIX CYJIb(OHUIMOYEBUHBI U3 CBA3U ¢ O€lIKaMHU I1a3Mbl KPOBHU;

e  BaJbIIPOEBOI KUCIIOTHI 3a CUET BHITECHEHUS €€ U3 CBSI3U C OEJIKaMHu.
[Ipr oHOBpEMEHHOM (B TEUEHHME OJHOTO IHS) NIPUMEHEHMH C METaMHM30J0M U HEKOTOPBIMHU
HIIBIT (B ToM uucie uOynpodeHOM U HAaIPOKCEHOM) OTMEYAETCSl aHTarOHW3M B OTHOIICHHUU
HEOOpaTUMOTro yrHETeHHs PYHKIIMH TPOMOOIIUTOB, 00ycinoBieHHOro neiictBueM ACK.
Knuanueckoe 3HaueHue nanHoro s¢¢exra HeusBectHo. He pekomennyercst coueranue ACK ¢
meramuzosniom win HIIBII (B ToM umcie uOynpodeHOM MM HAlpOKCEHOM) Y MAIMEHTOB C
BBICOKMM PHCKOM CEpJIEYHO-COCYAMUCThIX 3a00JeBaHUIl H3-32 BO3MOXKHOI'O CHIKEHUS
KapauonpoTeKTUBHBIX AP pexToB ACK.
ITpu npueme ACK B coderaHMM € 3TaHOJOM (QJIKOToJIeM) OTMEYAaeTCs IOBBIIIEHHBIH PHUCK
HOBPEXJCHUS CIM3UCTOM OO0OJOYKH >KETYAOYHO-KUIIEYHOTO TpakTa M YJIMHEHHE BpPEMEHU
KPOBOTEUECHHMS B pe3yibTaTe B3auMHOro ycuneHus a¢pdexro ACK u stanosna.
ACK ocnabnser JACWCTBHE YPHKO3ypHYECKHX cpenctB (OeH30pomMapoHa) BCICICTBUE
KOHKYPEHTHOU TyOyJISIpHOM 3IMMHHALINNA MOUYEBOI KUCIIOTHI.
YcunuBas 3TMMHHALUIO canunuiaaToB, cucteMuble ' KC ocnabnsior ux aencrue.
AHTanuabl ¥ KOJIECTUPAMUH CHIDKAIOT BCACHIBAaHUE Mpenapara.
OpnnoBpemenHoe npumeneHne ACK ¢ cenekTHBHBIMEM HMHTMOMTOpamMHM OOpaTHOrO 3axBaTa
CEpPOTOHMHA MOXXET TPUBECTH K IOBBIIMIEHUIO PUCKAa KPOBOTEUEHHUS U3 BEPXHUX OTAEIOB
ey TOYHO-KUIIEYHOT'O TPaKTa BCIIEICTBUE BO3MOKHOTO CHHEPIUYECKOro 3 dekra.
ITpu ogHOBpeMEHHOM ITpUMeHeHNN TUYpeTUKOB ¢ ACK B BBICOKMX [103aX OTMEUYAETCS CHUIKEHUE
CKOPOCTH KJIyOOUYKOBOM (MIbTpallii B pe3yibTaTe CHUXKEHHsSI CHHTE3a IMPOCTarjlaHJuHOB B
MOYKaX.
[Ipu couetanun MHrHOMTOPOB aHTHOTEH3MHIpeBpamatomero ¢gepmenra (AIID) ¢ BbICOKUMU
nozamu ACK oTmeuaeTcs CHMXKEHHE CKOPOCTH KIyOOUKOBOM (UIbTpaliM B pe3yibTare
WHTUOMPOBAHMS TIPOCTATIAHAMHOB, OOJAJAIOIINX COCYAOPACHIUPSIONUM JelicTBrueM. Kpome

TOr0, OTMeUaeTcs ociaabieHne aHTUTUIEPTEH3UBHOTO P dekTa HHruouTopo AIlD.

4.6. ®epTHIBHOCTDH, 0€PEMEHHOCTD H JIAKTALUS
bepemeHHOCTD
HccnenoBanusi Ha  KMBOTHBIX  IPOJEMOHCTPUPOBAIM  PEHPOAYKTHBHYKD  TOKCHYHOCTh

aHGTHHCMHHHHOBOﬁ KHCJIOTHI. HpI/IMeHeHI/Ie OOJIBIITNX 403 CAJIMIUIATOB B IICPBLIC 3 MECALa
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OEpPEeMEHHOCTH AaCCOIMUPYETCS] C TOBBIIMICHHOW YacTOTOM JedeKTOB pa3BuUTHs Twiofa. B |
TpuMecTpe OEpeMEHHOCTH TMPUMEHEHHE IMPEenapaToB, COACPKAMMUX —AICTUIICATUIIAIOBYIO
KHCTIOTY, MpoTHBOIIOKa3ano. Bo |l tpumectpe 6epementoctu 10 20 HEETb CATUIIAIATHI MOKHO
Ha3Ha4yaTh TOJIKO C YUETOM CTPOrOi OLIEHKH PUCKA U MOJb3bl. [IpoTHBOMOKAa3aHO MpHUMEHEeHHE
HIIBII sxermmnaam ¢ 20-0# Hepenn 6EpEeMEHHOCTH B CBSI3U C BO3MOYKHBIM Pa3BUTHEM MAJIOBOIUS
W/WJIH TIATOJIOTUH TIOYEK Y HOBOPOXKJICHHBIX (HEOHATAbHAS TOYCYHAS TUCHYHKITHS ).

B mocnennem tpumectpe OEpeMEHHOCTH CaJIHUIMIATHI B BBICOKOH m03e (Oomee 300 mr/cyTku)
BBI3bIBAIOT TOPMOKEHUE POJOBON JEATEIBHOCTH, MPEXKACBPEMEHHOE 3aKPBITHE apTEPUATBHOTO
IPOTOKAa Yy IUIO/AA, MOBBIIIEHHYIO KPOBOTOYMBOCTH Yy MaTepd U IUIOJA, a Ha3HaueHue
HEIMOCPEICTBEHHO TMepe] poJaMu MOXKET BbI3BATh BHYTPUUEPEITHOE KPOBOUBIIUSHUE, OCOOCHHO Y
HEJIOHOUIEHHBIX JETEH.

Jlakranus

Camunuiatel ¥ MX METa0OJIUTHl B HEOONBIINX KOJIHYECTBAX MPOHHUKAIOT B TPYJHOE MOJIOKO.
JIOCTYIIHBIX KJIMHUYECKHX JAaHHBIX HEJOCTAaTOYHO JUIsl YCTAaHOBJICHHS BO3MOKHOCTH WJIU
HEBO3MOXKHOCTH TIPUMEHEHHUs TMperapaTta B TMEpUOj TPYIHOro BcKapmiuBanus. llepen
Ha3HAYCHHEM alleTUJICAUIIUIOBON KUCIOTHI B MEPUOJA KOPMIICHHS TPYIBIO CIENyeT OLEHUTh
MOTEHILUATBHYIO MOJIb3Y TEPANUU MPEmapaToM OTHOCUTENIBHO MOTEHIIMAIBHOTO pUCKa JIsl IeTei

TPYAHOTO BO3pacTa.

4.7. BausiHue Ha CHOCOOHOCTHb YNPABJATH TPAHCIOPTHBIMM CPeJACTBAMM M PadoTaTh ¢
MeXaHUu3MaMH

B mnepuon neuenus npenapaTaMH anETWICATMLUIOBOM KHUCIOTBI HEOOXOIUMO COOMI0IATh
OCTOPOKHOCTh TIPH YIPABICHUH TPAHCIOPTHBIMU CPEACTBAMHM M 3aHSITUAMH MOTEHLHUAIbHO
OMACHBIMU BHUJIaMHU JIEATEIIBHOCTH, TPEOYIOIIMMH TOBBIIIEHHOM KOHIIEHTpPAallMM BHUMAHUSA M

6LICTpOTBI MNCUXOMOTOPHBIX peaKquI .

4.8. HexkesaTeibHbIe peakuu

PesromMe HexenaTeabHbIX PeaKIIil

Kputepun olieHKH 4acTOThI MOOOYHBIX peakiuii: oueHb yacto (>1/10), gvacro (>1/10 - <1/100),
Heyacto (>1/100 - <1/1000), peaxo (>1/1000 - <1/10000), ouens peaxo (<1/10000), gacrora
HEM3BECTHA (HEe MOXET OBITh OIICHEHA Ha OCHOBE MMEIOIIMXCS TaHHBIX ).

Hapywenus co cmoponuvl kpogu u tumgamuyeckou cucmemvl

Heyacmo — xene3oneduutHas aneMus (CBS3aHO C KPOBOTEUEHUEM);

Peoko — remopparnyeckasi aHeMus;



Yacmoma neussecmuna — reMOJN3, FTeMOJUTHYECKAs aHEMHUsI (CBSI3aHBI C TSXKENIBIMU (opMaMu
neduuTa rroKo30-6-pocdar-aeruaporenassl).

Hapywenus co cmoponvl uMMyHHOU cucmembl

Heuacmo — runepuyBCTBUTENIbHOCTb, JIEKAPCTBEHHAS] HEIIEPEHOCUMOCTb, aJUIEPIrHUECKUN OTEK U
aHTMOHEBpoTHYeckuil oTek (oTek KBunke);

Peoxo — anapunakTHUECKUE PEaKINH;

Yacmoma neuzéecmua — anaUIAKTUYECKHIA MIOK.

Hapywenus co cmoponvl HepeHoti cucmembl

Yacmo — TONOBOKPYKEHHE;

Heuacmo — reMopparn4eckuii UHCYJIbT HJIM BHYTPHUEPEITHOE KPOBOTEUECHHUE (CITydan JIETATBHOTO
UCXO0Ja BCTpeyalIuch ¢ onHakoBoil yacrotoi <0,1 % y mannenTos, nonyyatomux tepanuto ACK,
U TAIIMEHTOB, MOJYyYarolIuX I1ae6o).

Hapywenus co cmoponul opeana criyxa u 1abupunma

Yacmo — m1yM B y1ax.

Hapywenus co cmoponvl cepoya

Yacmoma HeuszsecmHna — KapIUO-PECHUPATOPHBIM TUCTPECC-CUHAPOM (CBSI3aHO C TSXKEIBIMU
QJUIEPTUYECKUMHU PEAKIUIMHU).

Hapywenus co cmoponwl cocyoos

Heuacmo — remaToMmEr,

Peoxo — reMopparus, MbIIIIEYHBIE KPOBOUZTUSHUS;

Yacmoma HeuzsecmHa — KPOBOTEUEHHS BO BPEMSI MEAUIIMHCKHUX TPOIEAYP.

Hapywenus co cmoponsl OvixamenbHOoU cucmemsl, Op2aHos epyOHOU KIemKU U CpedoCmeHs]
Yacmo — HOCOBOE KPOBOTEUCHHE, PUHHT;

Heuacmo — 3a10%eHHOCTB HOCA;

Yacmoma HeuzsecmHa — aCIUPUHOBAs OpOHXMATbHAS acTMa.

Kenyoouno-kuwieunvie HapyuieHus

Yacmo — nucnienicus, 60JIb CO CTOPOHBI JKETYI0YHO-KHIIIEYHOTO TPAKTA M B )KUBOTE, JKEITYJI0YHO-
KHIIIEYHOE BOCTIAJICHHE, KPOBOTCUCHHS U3 KENyTOUHO-KUIIIEYHOTO TPAKTa,

Heuacmo — KpOBOTOYMBOCTb [ECEH, $3BBI M DJPO3MM CIM3UCTOM OOOJOYKH JKeIyAKa H
JIBEHAJIATUTIEPCTHON KHILIKH;

Peoxo — nephopaTUBHBIE SI3BBI CITU3UCTON 000JIOYKH JKEITyIKa U JIBCHAIIATUTIEPCTHON KHUIIIKH.
Hapywenus co cmoponuvl neuenu u sHcenyegbl8o0Auux nymeu

Heyacmo — napyuienne QyHKIIUU TICUCHU;

Peoko — noBbIlIeHNE aKTUBHOCTH «TI€UEHOYHBIX)» TPAaHCAMHHA3.

HapymeHuﬂ CO CMOPOHbL KOIMHCU U NOOKONCHBIX MKAHel
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Yacmo — KOXXHas ChIlb, KOKHBIN 31

Heuacmo — kpanuBHULIA.

Hapywenus co cmopoHvl nouex u Mo4egbl8o0suux nymetl

Yacmo — KpOBOTEUEHUS U3 MOYCITOJIOBBIX MMyTEH;

Peoko — napymienue QyHKIIMM TOYEK, OCTpas IOYEeYHas HEIOCTATOYHOCThH (y TAIUEHTOB C
HapylieHneM (QYHKIMK TIOYEK WM CepACYHO-COCYTUCTHIMU HAPYIICHUSMH, WUMEIONTUMUCS JI0

Hayaja JiedeHus rnpenaparamu, cogepxamumu ACK).

COO6H.I€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare O MOAO3PEBAEMBIX HEKEIATEIbHBIX PEAKIMAX MOCIE PErucTpalnuu
JICKApCTBEHHOTO Iperapara ¢ HeNbl0 00eCIIeYeHUsT HEPEPHIBHOIO MOHUTOPHUHTA COOTHOIICHHUS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOIO Mpenapara. MeIuUUMHCKUM paOOTHUKAM PEKOMEHAYeTCs
cool1are O JIIOOBIX MOJO3PEBAaCMbIX HEXKEJIATENIbHBIX PEAKIMIX JIEKApCTBEHHOTO Iperapara
yepe3 HAllMOHAJIbHBIE CUCTEMbI COOOIIEHUSI O HEXKENATEIbHBIX PEAKIMIX IOCy1apCTB — YIEHOB

EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas @enepanus

®denepanpHas ciayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

109012, r. MockBa, CriaBsiHCKasl TUIOIIab, 1. 4, cTpoeHue 1

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

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAITMOHHO-TEIEKOMMYHHUKAIIIOHHOM ceTn «HTEpHETY:!

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

4.9. Ilepeno3npoBka

CuMITOMBI

Cumnmomvl nepedo3uposKu cpeoHeti Cmenenu maxicecmu

TomHoTa, pBOTA, IIYM B yIIaX, YXYALICHUE CIIyXa, TOJIOBOKPYKEHHUE, CIIyTAHHOCTb CO3HAHUS.
Jleuenue

IIpOMBITE KeTyIOK, IPUHATH AKTUBUPOBAHHBINA YTOJIb. JIeUeHNE CUMIITOMAaTHYECKOE.
Cumnmombl nepeoo3uposKU Mmadiceioli cmenenu

JIuxopanka, TUNEPBEHTUIALMSA, KETOALMI03, PECHUPATOPHBINA ajKajao3, KOMa, CEpAEYHO-
COCYJUCTas U JAbIXaTeabHas HEJOCTATOYHOCTb, BBIPAXKECHHAS TUIIOTTIUKEMUSL.

JleueHune


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

Hemennennas rocnuranu3aius B CeHATIN3UPOBAHHbBIE OTAEICHUS I IPOBEACHUS SKCTPEHHOMN
TEpanuy — JKEIYIOYHBIA JIaBaX, OINpeNeIeHNEe KHCIOTHO-IIEIOYHOro OanaHca, HIETOYHOH H
(bopcHpOBaHHBIN IIEIOYHON TUYpe3, TeMOINANIN3, BBEICHIE PACTBOPOB, AKTUBUPOBAHHBIN YroOJIb,
cumnToMarudeckas Tepanus. llpu mpoBeneHUM IIETOYHOrO JUype3a HEoO0XOIUMO TOOUTHCS
3HayeHud pH Mexnay 7,5 u 8. @opcupoBaHHBIA MIEIOYHON JAUYpE3 CIEAYET MPOBOAUTH, KOTA
KOHIIGHTPALUs CAJIMIIIIIATOB B T1a3Me coctanisier 6onee 500 mr/n (3,6 MMOIB/TT) Y B3pOCIBIX U

300 mr/m (2,2 MMOITB/1T) y AETEH.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOIicTBA

dapmakoTepaneBTHUECKas TPyIa: aHTATPOMOOTHYECKHE CPEICTBA; AaHTHATPETAHTHI, KPOME
rernapHHa.

Kon ATX: BO1AC30

Mexanusm aeiicteus U hapMmakonuHamuueckue 3O deKTol

B ocnoBe mexanm3ma neiictBus anerwicanunniaoBoi kuciaotel (ACK) nexut HeoOpaTmmas
uHrnounus nukinookcurenassl (LLOI-1), B pe3ynpTare yero GJOKHUpPYETCs CUHTE3 TpOMOOKCaHa
A2 u nmonaBnsiercs arperanus TpoMoouutoB. CunrarT, yto ACK nMeeTr u Apyrue MexaHU3Mbl
MOJIaBJICHUS arperaluy TpoMOOIIMTOB, YTO pacIIupsieT 00JIacTh €€ MPUMEHEHHUS PU Pa3IMUHBIX
cocyauctbix  3aboneBaHusix. ACK ~ obOmagaer  Takke  NPOTHUBOBOCHAIUTEIbHBIM,
00€300IMBaIOIIUM, KAPOTIOHIKAIOIINUM 3P PEeKTOM.

Marnus ruipokcu, BXOIAIIMNA B cocTaB npenapara TpoMOuTai, MOXKET ClocoOCTBOBATh 3aIIUTE
CIIM3UCTON 000JIOUKH JKEITyAKa OT BO3JCHCTBUS alleTUIICAIULIUIOBON KUCIIOTHI.

5.2. apmakoKUHEeTHYeCKHUE CBOHCTBA

AlleTHicaaumiIoBas KHCIOTa

Abcopbyus

[Tocne nmpuema BHYTpr ACK OBICTPO W MOJTHOCTHIO BCACBHIBACTCS W3 KEITYJOYHO-KHIIIEYHOTO
tpakta (JKKT). Bo Bpemst u mocie BcackiBanuss ACK mpeBparaeTcsi B TJIaBHBI METa0OJIUT —
canuioByto kucioty (CK). Makcumanenas koHuentpanust ACK B mia3me KpoBHU 10CTUTAETCS
yepe3 20 MuHyT nociie npuema BHyTph, CK — yepe3 1-2 vaca. IIpu onHOBpEMEHHOM IpHUEME C
MUIIER orMedaercd 3aMeieHne BcacsiBanus ACK 0Oe3 BIIMsSIHNUA HA CTEIIEHbh BCAChIBAHUS.
buonoctymuocts ACK cocraBnsier okosno 70%, HO 3Ta BEMWMYMHA B 3HAYUTEIHHOW CTENCHU
kousiebnetcs, nockoibKy ACK moasepraeTcst pecCTeMHOMY THAPOIU3Y (CAU3UCTAs KEITyI0UHO-
KUIIEYHOTo TpakTa, nedeHb) B CK nmox neiictBueM ¢pepmentoB. buonocrynnocts CK cocrapuser
80-100%.

Pacnpeoenenue
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ACK u CK B 3HaUMTENbHOW CTETECHHW CBSA3BIBAIOTCS C OE€NKaMU TUIa3Mbl KPOBH H OBICTPO
pacnpenenstorcs B opranusme. Crenens cBs3piBanus CK ¢ Genkamu mia3Mbl KPOBH 3aBHCHT OT
KoHIIeHTpanuu. CaauiuioBas KUCJIOTa MPOHUKAET Yepe3 IUIALECHTY U BBLICNAETCS C TPYIHBIM
MOJIOKOM.

buompancgopmayus

OcnoBubiM MeTabomutoM ACK sBisieTcst canumuioBas KUCIoTa. MeTaboiau3M CalIULUIOBOM
KHCJIOTBl OCYLIECTBISIETCS B MEUEHH C 00pa30BaHHEM CAIMIMIIYPOBOM KHUCIIOTHI, (hEHOIHHOTO
[IIOKYPOHH/IA CATMIUIIOBON KHUCIOTHI, CATMIIMITIIIOKYPOHUA U TEeHTU3UHOBON KHUCIIOTHI.
Inumunayus

[Tepuon nonyssiBenenuss ACK cocrapnser okoso 15 MunyT, T.K. ipu yuactuu pepmentoB ACK
owicTpo ruaponusyercs B CK B kumieuHnuke, rneyeHu u miasme kposu. [lepuon monyBeiBeaeHUS
CK cocraBisieT 0koi10 3 4acoB, HO OH MOXKET 3HAYUTEIBHO YBETUUUBATHCS IPU OJTHOBPEMEHHOM
BBeneHuu Oonbmux 103 ACK (6ornee 3,0 r) B pe3ynbTare HACBHIIIEHUS (PEPMEHTHBIX CHCTEM.
CanuuuiioBasi KUCJIOTa U €€ METa0OIUThI BBIBOJISTCS TJIABHBIM 00pa30M MOYKaMH.

Maruus ruagpokcug

Abcopoyus

Marnus ruapokcua 0bnaaaer Hu3kon abcopOrreit 1 He OKa3bIBAET CUCTEMHOTO JIeHCTBUS.
Pacnpeoenenue u buompancgopmayus

Maruusi THAPOKCHUJ HE TIOJIBEPTaeTCss METaboIH3MYy.

Inumunayus

Marnus ruApOKCHUI BEIBOJUTCS YepPe3 KUILIEUHHUK.

Hcnons3yembie 10361 MAarHus THIPOKCH/IA HE BIHUSIOT HA OMOIOCTYITHOCTD alleTHIICATUITUIIOBOM

KHCJIIOTHI.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeIbHbIX BelIECTB

EJUTF0JI03a MUKPOKPUCTAIUTHYECKAsT

KpaxMaJl KyKypy3HbIi

KpaxMaJl KapToQesbHbIN

MarHusi creapat

Obonouka:

TUIPOMeEIIo3a (THAPOKCUIIpONMIMeTHILeIono3a 15 cllz)
makporou (rmonuriukoss 4000)

TaJIbK
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6.2. HecoBMecTHMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

2 roja.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUHU

IIpu Temnepatype He Bbitie 25 °C.

6.5. XapakTep u cojep:KaHHe MEPBUYHOI YIAKOBKH

[To 30, 100 wmmm 180 Tabnerox B OaHKM TEMHOTO (SHTAPHOTO) CTEKJIA, YKYIOPEHHBIE
HaBUHYMBAIOIIEHCS KPBIIKOW Oesoro mpera (M3 MOJMATUIIEHA) C BMOHTHPOBAHHOM ChEeMHOMN
KaIlCyJIOM C CHJIMKArejieM U KOJIbLIOM, 00€CIIeYMBAIOIIUM KOHTPOJIb IEPBOTO BCKPBITHSI.

1 6aHKy TEMHOro (SHTapHOTO) CTEKJa BMECTE€ C WHCTPYKIMEH IO MPUMEHEHHIO MOMENIAI0T B

IIa4YKy U3 KapTOHA.

6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MJH  OTXO0JA0B, TMOJYYEHHBIX IOcjde TNPUMEHEHHUs
JIEKApPCTBEHHOI0 Mpenapara, ¥ Apyrue MaHuIyJsiUU C penapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Poccniickas @enepanus

AximonepHoe o61ectBo "Otucudpapm” (AO "Otucudapm”)

Anpec: 123112, r. MockBa, yi. TectoBckas, 1. 10, 3T. 12, mom. I, kom. 29
Ten: +7 (800) 775-98-19

dakc: +7 (495) 221-18-02

OnekrponHas moura: info@otcpharm.ru

7.1. IlpencraBuTe b AepaKaTesisi perHCTPAIMOHHOIO YA0CTOBEPEHUs!

[IpereH3un norpedUTENed HAOPABIATE 110 aIPeCy:

Poccniickas @enepanvs

AxtmonepHoe odmiecto "Otucudapm” (AO "Orucudapm'™)

Anpec: 123112, r. Mocksa, yia. TectoBckas, a. 10, a1. 12, mom. 11, kom. 29
ten.: +7 (800) 775-98-19
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taxc: +7 (495) 221-18-02

OnekrponHas moura: info@otcpharm.ru

8. HOMEP PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUS

9. JATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHUSI PETHCTPAILIUU,
INEPEPETNCTPALIUN)

Jlara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO01as XxapakTeprucTUKa JIEKapCTBEHHOI O npenapara TpoMOuTa 10cTynHa Ha HH()OPMALIOHHOM
noptane EBpazuiickoro 3KOHOMHYECKOI0 €Or03a B MH(OPMAIMOHHO-KOMMYHHUKAIIMOHHON CeTH

"Hutepuer™: https://eec.eaeunion.org
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