OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

TpomoOuTtan ®opte, 150 mr + 30,39 mr, TabiieTKH, MOKPHITHIC INIEHOYHOW 000TOUKOM.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByrOIIME BENIECTBA: AlETHJICAIUIIMIOBAS KUCIOTA + MarHusi THAPOKCU

Kaxxnas TabneTka conepKur:

aneTuicanuiuiIonas kuciora - 150,00 mr

maraus ruapokcua — 30,39 mr

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEJIECH B pasjeie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTKH, MOKPHITHIE INICHOYHOW 000TI0YKOM.

Kpyribsie nBOSKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE MJICHOYHOH OOOJOYKON OENoro Wi IOYTH

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

4. KIMHUYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

HecrabunpHast cTeHOKapaus U cTaOUIIbHAsE CTEHOKapIusl.

[TpodunakTuka moBTOpHOro MH(pApKTa MUOKapa.

[TpodunakTuka MOBTOPHOW TpaH3UTOpHOU Hinemuuyeckoil araku (THUA) u moBTOpHOTrO
UIIEMUYECKOTO MHCYJIbTAa y MAIMEHTOB, paHee MEePEeHECIIMX HapylIeHHe MO3TOBOIO
KpOBOOOpaIIeHHUS.

[Tpopunaktuka TPOMOOTHYECKHX OCJIOKHEHUH TOCiIe ONepaluii ¥ HMHBAa3HBHBIX
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

Hecmabunvnas cmeHOKapdu}z u cmabunvbHas cmeHOKapduﬂ: mo 1 TaOmerke Ipenapara

TpomOutan ®opte 1 pa3 B CyTKH.

Ipoghunaxmuxa nosmopnozo unghapxma muoxapoa: no 1 tadbnerke npenapara TpomouTan dopre

1 pa3 B cyTKH.



Ipogpunaxmuxa nosmopmnoii mpanzumoprou uwemuveckou amaxu (THA) u nosmopuozo
UeMUYECKO20 UHCYIbMA y  NAYUeHmos, paHee NepeHecuiux HapyueHue Mo3208020
Kkposoobpawenus: o 1 Tabnerke npenapata Tpomoburtan @opre 1 pa3 B CyTKH.

Ipogpunaxmuxa mpombomuueckux oCil0HCHeHUll NOcie Onepayuli U UH8A3UBHBIX MEULAMEeNbCME
Ha cocydax (makux, Kax aopmoKOPOHAPHOe WYHMUPOBAHUEe, SHOAPMEPIKMOMUS COHHBIX
apmeputi, apmepuo8eHoO3HOe WYHMUPOBAHUE, AHSUONIACMUKA U CIMEHMUPOBAHUE KOPOHAPHBIX
apmeputi, AHSUONIACUKA COHHbIX apmeputl): TI0 1 TabneTke npenapara Tpombutan @opte 1 pa3
B CYTKH.

Oco0nlie T'PpYHOIIbI TAIKMEHTOB

Tlayuenmol ¢ napywenuem @yHKyuu nouex
[Tpemmapar Tpomburtan dopre MPOTUBONOKA3aH MAIIUCHTAM C TSHKEJIBIM HapylieHueM (YHKIIUU
noyek. Cieayer ¢ OCTOPOKHOCTBIO NMPUMEHATH mpenapar TpomoOurtan dopre y namueHToB ¢
HapyleHneM (QyHKIMH [TOYEK, TOCKOJIBKY alleTHIICATULUIOBAs KUCIOTa MOKET MOBBIIIATh PUCK
pa3BUTHUS MOYCUYHON HEJOCTATOYHOCTH M OCTPOI TIOYEYHOM HEIOCTATOYHOCTH (CM. pasnen 4.4).
Tlayuenmol ¢ napywenuem @ynKyuu nevenu
[Tpenapat Tpom6uran dopre NpoTUBONOKA3aH NAlMEHTaM C TSDKEJIbIM HapylIeHHeM (YHKLHU
neueHu. Crienyer ¢ OCTOPOXKHOCTBIO IPUMEHSTh npenapar TpomoOuran dopTe y MalueHToB ¢
HapymeHneM (yHKINUU TICYCHH.

eTn
bezonacHocTe M 3(PPEKTUBHOCTH MPUMEHEHMs IPENnapaTroB aleTUICATULIUIOBOM KHCIOTHI +
[MarHus ruApoKkcHa)l y netei B Bo3pacte A0 18 neT He ycTaHoBeHa. /laHHbIE OTCYTCTBYIOT.
[Tpumenenue npenapara TpomOuTan @opte y narueHToB miiamie 18 et mpoTuBONoKa3aHo. (CM.
pasnen 4.3).

Crooco0 rmpuMeHeHus

[Ipenapat npuHUMAIOT BHYTPb, OJIMH Pa3 B JEHb, 3aluBas BOJOH. TabaeTKy MOKHO MPOIJIOTUTh
LEJIUKOM, Pa3KeBaTh UM NMPEABAPUTEIHHO PACTEPETD.
[Ipenapar npenHazHayeH A JUIMTEIBHOTO NpUMeHeHUs. JIIMTeNbHOCTh JIEYEHUS U 1032

npenapata Tpomburtan @opte onpeesnseTcs: BpauoM.

4.3. IIpoTuBONOKA3aHUS
e ['unepuyyBCTBUTENBHOCTh K AallEeTUJICAIMLIUIOBON KHUCIOTE, JAPYTUM HECTEPOUIHBIM
npotuBoBocnanuTenbHbiM npenapatam (HIIBII), unu x mo6GoMy K3 BcrioMoraTeslbHBIX
BEILIECTB, IEPEUUCIICHHBIX B paznene 6.1;

® KpPOBOU3JIUAHUC B TrOJIOBHOM MO3T,



® CKIOHHOCTh K KpPOBOTEUEHHUIO (HEAOCTAaTOYHOCTh BUTaMuHa K, TpomOounuToneHus,
reMopparu4eckuii quates);

e OpoHXMaJIbHAs acTMa, UHAYIIUpOBaHHas mpruemMoM canuuuiatoB U HIIBII;

® [IOJIHOE WJIM HEMOJHOE COYeTaHHe OPOHXMATbHOW acTMBbI, PEUAUBUPYIOIIETO MOJIUI03a
HOCA U OKOJIOHOCOBBIX Ma3yX U HEMEePEHOCHUMOCTH alleTUJICATUIUIOBON KUCIOTHI WM
npyrux HIIBII, Bximrowass wHruOutopsl 1ukiookcurenassl (ILIOI-2) (B Tom uumcie B
aHaMHe3e);

®  5PO3UBHO-SI3BEHHOEC MOPAKCHHE KEITYTOTHO-KUIIEYHOTO TpakTa (B daze obocTpeHus);

® KeITYJAOYHO-KHIIIEYHOE KPOBOTEUCHHUE;

e TsDKEJOe HapylleHne QyHKIUH IICUCHHU;

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 pHUEM C MeTOTpekcaTtoM (Oonee 15 Mr B Heneno)

e JIeTCKuM BO3pacT A0 18 mer.

4.4. Oco0ble yka3aHusl M Mepbl MPeJ0CTOPOKHOCTH MPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipy monarpe, rumepypukeMuu, HaJU4MUd B aHAMHE3€ S3BEHHBIX MOPAXKEHUH KelyJ0yHO-
KHAIIEYHOTO TPAKTa WM KEITyJOYHO-KAIICYHBIX KPOBOTEUYECHUH, HApyIIEHUN (PYHKIUU TICUCHH,
HapylIeHUH (QYHKIMM TOYeK, OpOHXMAJbHOW acTMe, CEHHOM JIMXOpajke, MOJUIOo3e Hoca,
MOBBIIIEHHONW YYBCTBUTEIBHOCTH K aHAJIbI€TUKaM, IMPOTUBOBOCHAIUTEIBHBIM Ipernaparam,
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 ITPH COITYTCTBYIOIIEH Tepanuu ClIeyONMMHU IIpernapaTaMu:
METOTpeKcaT B J103€ MeHee 15 Mr B Heelli0; aHTUKOAryJITHTHbIE, TPOMOOJIUTUYECKHIE WU IpyTue
aHTHarperanTHele cpeacta; Metamuzon u HIIBII (B ToM umncie ubynpodeH, HampokceH),

JUTOKCHUH,  THUIOINIMKEeMHYeCKHe  CpeAcTBa A I[puemMa  BHYTPh  (IIPOM3BOJHBIE



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

[Tpenapat cneayeT NpUMEHATh IIOCIIE Ha3HAUYEHUs Bpaya.

ACK MoxeT npoBOLMPOBaTh OPOHXOCIIA3M, a TAKXKE BbI3bIBATH IPUCTYIIBI OPOHXHAIBHON aCTMBI
U JpYr'H€ pEeaklHH TUIEPYyBCTBUTEIBHOCTH. MDakTopaMH pHUCKA SBISIOTCS HaJIA4YUE
OpOoHXMaJbHOW acTMbl B aHaMHE3€, CEHHOM JIMXOpaJKH, IIOJIMII03a HOCA, XPOHHUYECKHUX
3a00JIEBaHUN JIBIXATEJIBHOM CUCTEMBI, a TAK)KE aJUIEPTUUYECKUX PEaKLMi Ha Apyrue IpernapaTsl
(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 OLIEHEH PUCK Pa3BUTHUS KPOBOTEUYEHMSI 110 CPABHEHHUIO C PUCKOM
pa3BUTHS MIIEMUYECKHUX OCJIOKHEHUH y MAallMEHTOB, NpuHUMaromux Huskue no3sl ACK. Ecmu
PHCK pa3BUTHs KPOBOTEUEHUS 3HaUuTENbHbIN, TpueM ACK noimkeH ObITh BpEMEHHO MpPEeKpalleH.
Coueranne ACK ¢ aHTHKOaryiasHTamu, TPOMOOJMTHKAMH U  aHTHTPOMOOLUTAPHBIMHU
IpernapaTamMy COINpPOBOXKIAETCS MOBBIILIEHHBIM PUCKOM Pa3BUTHSI KPOBOTEUEHUH.

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

Coueranue ACK ¢ MeTOTpekcaTOM CONPOBOXKAAETCS TOBBIINIEHHOW 4YacTOTOW pa3BUTHUS
110004YHBIX 3((HEKTOB CO CTOPOHBI OPraHOB KPOBETBOPEHHUSI.

Beicokue 10361 ACK oka3piBatoT rUnoriukeMuueckuit 3¢ ¢exr, 4To Heo0X0AUMO UMETh B BUAY
IpyY Ha3HAYCHWM €€ MAIMeHTaM C CaXapHbIM Jua0eToM, IMOJIyYaroIllUM TUIOTJIMKEMUYECKHe
CpeJCTBa JJIs IpUeMa BHYTPb U UHCYIIHHA.

[Ipu coueTaHHOM NpPHUMEHEHUHM CHUCTEMHBIX riatrokokoptukoctepouaoB (I'KC) u camunumnaros
CJIelyeT IOMHUTB, YTO BO BpPEMs JICUEHHsI KOHIICHTPALUS CAJIUIMIATOB B KPOBU CHUYKEHA, a ITOCIIe
oTMeHbl cucTteMHBIX ['KC BO3MOKHA mepeno3upoBKa CalMIMIATOB. MeTaMu30/1 U HEKOTOPbIE
HIIBII (B Tom uucne ubynpodeH, HanpokceH) MOryT ocnabdisaTe nHruoupytomiee nerictsue ACK
Ha arperauuio TpoMmOouutoB. Ilammentsi, nmpunumaromue ACK u mnnaHupyromye npuem
meTtamu3ona win HIIBII, nomkHbl 00CyIUTE 3TO C eHanuM BpadoMm. (cM. pasnen 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 IMAIMEHTOB B CBSI3M C PUCKOM DPAa3BUTHS KEIyJO0YHO-
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 (QyHKINHY TOYeK WK y TAIllMeHTOB ¢ HapylIeHHeM KpoBOoOpallleHus,
BO3HUKAIOIIMX BCIEICTBUE MOPAKECHUS TOYEUHBIX AapTEpUl, XPOHHYECKOH CEPAECUHOU
HEJ0CTaTOYHOCTH, TUIIOBOJEMHUH, OOIIMPHOTO XUPYPTrUUYECKOrO0 BMELIATENIBCTBA, CEICHCAa WIIU
CIy4aeB MaCCHUBHOTO KpOBOTeueHus mpemnapaT TpomOutan Popre cienyer MNPUMEHSTh 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
reMOJIN3 U FeMOJUTHUYECKYI0 aHeMuto. PakTopaMu, 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 MH(DEKIMI ¢ Inxopaakol nian 6e3 Hee 6e3 KOHCYIbTaluu Bpaya. [Ipu onpeeneHHbIx
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 Moxer mnossimarbes, eciu  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 MpenapaTamMM H JApyrue BHIbI
B3aMMO/JEHCTBHUA
OnHoBpeMeHHOE puMeHeHue npenapara TpomOuran dopre ¢ METOTPEKCATOM MOXKET MPUBECTH
K IOBBIIICHUIO T'€MAaTOJOTHMYECKOM TOKCUMYHOCTH METOTpPEKCaTa 3a CUET CHUKEHUS IOYEYHOTO
KJIMPEHCA U BBITECHEHUS €ro U3 CBA3M ¢ OenkaMu mia3Mel. [IpuMeHeHne ¢ MeToTpeKkcaToM B 103€
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 canuuuiaTsl, 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 CHIKEHHs II0YEYHOI'O KIIMPEHCAa U BBITECHEHHS €TI0 U3 CBS3U C

OeJIKaMu;
® TrernapvHa M HEeNpSMBIX aHTHKOATYJISTHTOB 32 CYET HapyleHUs (GyHKIUU TPOMOOIIUTOB U

BBITCCHCHUS HCIIPAMBIX aHTUKOATr'yJISIHTOB U3 CBA3U C 6eJ'IKaMI/I;
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® TPOMOOJIMTHYECKUX U AHTUArPETAHTHBIX M aHTHUKOATYJISIHTHBIX IpenapaToB;

e JIUIOKCHHA BCJIEICTBUE CHYXKCHMSI €r0 IOUYEYHON IKCKPELUH;

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

U MHCYJIMHA 32 CYET TI'MIONNIMKEMHYecKUX cBOMCTB camoil ACK B BBICOKHMX [03aX U
BBITECHEHUS IPOU3BOIHBIX CYJIb(OHUIMOYEBUHBI U3 CBA3H € O€IKaMH I1a3Mbl KPOBH;

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
HEoOpaTUMOro yrHeTeHHs PYHKIIUHA TPOMOOLIUTOB, 00ycinoBineHHoro neiicteuem 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 3a00J€BaHUIl 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 ycuinenus s¢ppexros ACK u stanona.
ACK ocnabnser JACWCTBHE YPHKO3ypHYECKHX cpenctB (OeH30pomMapoHa) BCICICTBUE
KOHKYPEHTHOU TyOyJISIpHOM 3IMMHHALINNA MOUYEBOI KUCIIOTHI.
YcunuBas 3TMMHHALUIO canunuiaaToB, cucteMuble ' KC ocnabnsior ux aencrue.
AHTanuap! ¥ KOJIECTUPaMUH CHI)KAIOT BCachbIBaHUE IIpernapara.
OpnnoBpemenHoe npumeneHne ACK ¢ cenekTHBHBIMEM HMHTMOMTOpamMHM OOpaTHOrO 3axBaTa
CEpPOTOHMHA MOXXET TPUBECTH K IOBBIIMIEHUIO PUCKAa KPOBOTEUEHHUS U3 BEPXHUX OTAEIOB
ey JOYHO-KUIIEYHOT'O TPaKTa BCIIEICTBUE BOZMOKHOTO CHHEPIHUYECKOro A eKTa.
ITpu ogHOBpeMEHHOM IIpUMeHeHNU TUYpeTUKOB ¢ ACK B BBICOKMX [103aX OTMEUYAETCS CHUIKEHUE
CKOPOCTH KJIyOOUYKOBOM (MIbTpallii B pe3yibTaTe CHUXKEHHsSI CHHTE3a IMPOCTarjlaHJuHOB B
MOYKaX.
[Tpu coueTanun MHTHOMTOPOB aHTHOTEH3MHIpeBpamatomero gepmenra (AIID) ¢ BbIcOKMMHU
nozamu ACK oTmeuaercs CHMXKEHHME CKOPOCTH KIyOOUYKOBOH (uibTpamuu 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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OCpPEeMEHHOCTH AaCCOIMUPYETCS] C TOBBIIMICHHOW YacTOTOM JeeKTOB pa3BUTHS Iuiojga. B |
TpuMecTpe OEpeMEHHOCTH TMPUMEHEHHUE IMPEemapaToB, COACPKAMUX —AICTUIICAIULIUIOBYIO
KHCTIOTY, MpoTHBOIIOKa3ano. Bo |l tpumectpe 6epementoctu 10 20 HEETb CATUIIAIATHI MOKHO
Ha3Ha4yaTh TOJILKO C YUYE€TOM CTPOroi OLIEHKH pHUCKa U MOJb3bl. [IpoTHBOMOKAa3aHO MpUMEHEHHE
HIIBII >xenmmnaam ¢ 20-0# Hepenn OEpEeMEHHOCTH B CBSI3U C BO3MOKHBIM 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, MPEXKIEBPEMEHHOE 3aKPBITUE apTEPHATILHOTO
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 alleTUJICATMIUIOBON KUCIOTHI B MEPUOJA KOPMIICHHS TPYIBIO CIEIyeT 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 neueHus npenapaTaMH anETWICAIMLUIOBOM KHUCIOTBI HEOOXOIUMO COOIIOAATh
OCTOPOXHOCTh TPU YIPABICHUH TPAHCIOPTHBIMU CPEACTBAMH U 3aHATHSIX MOTEHIUAIBHO
OMACHBIMU BHUJIaMHU JIEATEIIBHOCTH, TPEOYIOIIMMH TOBBIIIEHHOM KOHIIEHTpPAallMM BHUMAHUSA M

6LICTpOTBI MNCUXOMOTOPHBIX peaKHHfI .

4.8. HexkesaTeibHbIe peakuu

PesromMe HexenaTeabHbIX PeaKIIil

Kputepun oleHKH 4acTOThI MOOOYHBIX peakiuid: o4eHb yacto (>1/10); wacto (>1/10 - <1/100);
Hevacto (>1/100 - <1/1000); pexko (>1/1000, <1/10000); ouerp peaxo (<1/10000); gacrora
Hen3BecTHa (HE MOXKET OBITh OIleHEHA Ha OCHOBE MMEIOIITUXCS TAHHBIX ).

Hapywenus co cmoponvl kpogu u tumgamuueckou cucmembl

Heyacmo — xene3oneduutHas aneMus (CBS3aHO C KPOBOTEUEHUEM);

Peoko — remopparnyeckasi aHeMus;



Yacmoma neussecmuna — reMOJN3, TeMOJUTHYECKAsE aHEMUS (CBSA3aHbI C TSDKEIBIMU (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 cmoponwl HepeHoti cucmembl

Yacmo — TONOBOKPYKEHHE;

Heuacmo — reMopparn4eckuii UHCYJIbT HJIM BHYTPHUEPEITHOE KPOBOTEUECHHUE (CITydan JIETATBHOTO
UCXO0Jla BCTpeyalInch ¢ oguHakoBoil yactoToi <0,1% y mauuenTos, nonydaromux tepanuio ACK,
U TAIIMEHTOB, MOJYyYarolIuX I1ae6o).

Hapywenus co cmoponul opeana criyxa u 1abupunma

Yacmo — m1yM B ymiax.

Hapywenus co cmoponvl cepoya

Yacmoma HeuszsecmHna — KapIUO-PECHUPATOPHBIM TUCTPECC-CUHAPOM (CBSI3aHO C TSXKEIBIMU
AIIEPTUYECKUMU PEAKIUSIMH).

Hapywenus co cmoponwl cocyoos

Heuacmo — remaToMmEr,

Peoxo — reMopparus, MbIIIIEYHBIE KPOBOUZTUSHUS;

Yacmoma HeuzsecmHa — KPOBOTEUEHHS BO BPEMSI MEAUIIMHCKHUX TPOIEAYP.

Hapywenus co cmoponsl OvixamenbHOU cucmemyl, 0p2aHos epyOHOUL KIemKU U cpedoCmeHs]
Yacmo — HOCOBOE KPOBOTEUCHHE, PUHHT;

Heuacmo — 3a10%eHHOCTB HOCA;

Yacmoma HeuzsecmHa — aCIUPUHOBAs OpOHXMATbHAS acTMa.

Kemyoouno-kuwieunvie HapyueHus

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

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

Peoxo — nephopaTHBHBIE SI3BBI CIIM3UCTON 00OJIOYKH JKEITYIKA M IBEHAIATUIIEPCTHON KHIITKH.
Hapywenus co cmoponvl neuenu u scenueblo0Auux nymei

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 nouek u Mouegblg00sauux nymei

Yacmo — KpOBOTEUEHUS U3 MOYCITOJIOBBIX MMyTEH;

Peoko — napymenue QyHKIUH TMOYEK, OCTpas IMOYCYHAs] HEIOCTATOYHOCTh (y MAI[UEHTOB 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» JIEKaPCTBEHHOI'O Ipenapara. MenuIUMHCKUM paOOTHUKAM pPEKOMEH]yeTcs
coo0uaTe O JIIOOBIX MOJO3PEBACMbIX HEKENIATENIbHBIX PEAKIMIX JICKapCTBEHHOI'O Ipernapara
yepe3 HAllMOHAJIbHBIE CUCTEMbI COOOIIEHUSI O HEXKENATEIbHBIX PEAKIMIX IOCy1apCTB — YIEHOB

EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas @enepanus

®denepanbHas ciayx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUS.
Anpec: 109012, r. MockBa, CraBsiHCKas IUI0IIa b, 1. 4, ctp. 1.
Tenedon: +7 800 550 99 03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B I/IH(I)OpMaI_II/IOHHO'TCHCKOMMYHHKaHHOHHOﬁ CCTHU «I/IHTepHeT»Z

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

4.9. llepeno3npoBka

CuMITOMBI

Cumnmomvel nepedo3uposKu cpeoneli CmeneHu msaxicecmu

TomHoTa, pBOTA, IIYM B yIIaX, YXYALICHUE CIIyXa, TOJIOBOKPYKEHHUE, CIIyTAHHOCTb CO3HAHUSA.
Jleuenune

IIpOMBITE KeTyOK, IPUHATH aKTUBUPOBAHHBINA YTOJIb. JIeUeHNE CUMIITOMAaTHYECKOE.
Cumnmomvel nepedo3uposKu msdxcenol cmeneHu

JIuxopanka, TUNEPBEHTUIIALMSA, KETOALMI03, PECHUPATOPHBIN ajKajao3, KOMa, CEpAEYHO-
COCYAMCTas U AbIXaTeIbHas HEIOCTATOYHOCTD, BBIPDAYKEHHAS THITOTJIUKEMHUSL.

JleueHune


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

Hemennennas rocnuranu3anus B CEMATIM3UPOBAHHbBIC OTACICHUS ISl TPOBEICHUS SKCTPEHHON
TEpanuy — JKEIYIOYHBIA JIaBaX, OINpeNeIeHNEe KHCIOTHO-IIEIOYHOro OanaHca, HIETOYHOH H
(bopcHpOBaHHBIN IIEIOYHON TUYpe3, TeMOINANIN3, BBEICHIE PACTBOPOB, AKTUBUPOBAHHBIN YroOJIb,
cumnToMaruyeckas Tepanus. llpu mpoBeneHMM ILIEIOYHOTO AUype3a HeoOXOAMMO T0OUTHCS
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/n (2,2 MMOITB/1T) y AETEH.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOIicTBA

dapmakoTepaneBTHUECKas TPyIa: aHTATPOMOOTHYECKHE CPEICTBA; AaHTHATPETAHTHI, KPOME
rernapHHa.

Kon ATX: BO1AC30

Mexanuswm neiicteus U hapMmakoauHamuueckue 3O dheKThI

B ocnoBe mexanusma neiictBus anerwiacanuuuiaoBod kuciaotbl (ACK) nexur HeoOpartumas
uHrHOuIuMs 1ukiookcurenassl (LIOI-1), B pesynpTaTe yero OIOKUpYETCs CHHTE3 TPOMOOKCaHa
A2 u nmonaBnsiercs arperanus TpoMoouutoB. CunrarT, yto ACK nMeeTr u Apyrue MexaHU3Mbl
MO/IABJICHUS arperaii TPOMOOIIUTOB, YTO PACIIUPSET 00JIACTh €€ MPUMEHEHUS MPU Pa3IUYHbIX
COCYJIUCTBIX 3200JI€BaHUAX. ACK oOagaer TaKXe MIPOTHUBOBOCTIAJIUTEIILHBIM,
00€300IMBaIOIIUM, KAPOTIOHIKAIOIINUM 3P PEeKTOM.

Marnus ruipoKCu, BXOAAIUi B cocTaB mpenapata TpomOuTtan dopre, MokeT ciocoOCTBOBATh

3aIUTE CIU3UCTON 00OJOUKH JKEIyIKa OT BO3JACUCTBUS alleTUIICATHITMIOBON KHCIIOTHI.

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

AleTnicaaumnioBas KHCIOTa

Abcopoyus

[Tocne nmpuema BHYTpr ACK OBICTPO W MOJTHOCTBHIO BCACBHIBACTCS W3 KEITYJOYHO-KHIIIEYHOTO
tpakta (JKKT). Bo Bpems u nocine BcackiBanuss ACK mpeBpaimaercs B TiaBHbIH MeTaOOIUT —
canuioByto kucioty (CK). Makcumanenas koHuentpanust ACK B mia3me KpoBHU 10CTUTAETCS
yepe3 20 MuHyT nociie npuema BHyTph, CK — uepe3 1-2 yaca. [Ipu oJHOBpeMEHHOM MpHUEME C
MUIIER orMedaercd 3aMeieHne BcacsiBanust ACK 0Oe3 BIIMsSIHNUA HA CTEIIEHh BCAChIBAHUS.
buonoctynnocte ACK cocraBnser okosno 70%, HO 3Ta BEIMYMHA B 3HAYUTEIBHOM CTENEHU
kousiebnetcs, nockoibKy ACK noasepraeTcst pecuCTeMHOMY THAPOIU3Y (CIU3UCTAs KEITYI0UHO-
KHIIIEYHOTO TpakTa, neueHb) B CK mox neiictBuem pepmentoB. buomoctynmuocts CK cocTaBisier

80-100%.

10



Pacnpeoenenue

ACK u CK B 3HauMTENbHOW CTENEHH CBA3BIBAIOTCA C O€NKaMU IUIa3Mbl KPOBU M OBICTPO
pacnpenenstorcs B opranusme. Crenens cBs3piBanus CK ¢ Genkamu mia3Mbl KPOBU 3aBHCHT OT
KoHIeHTpauuu. CamuuioBasi KUCIOTa MPOHUKAET yepe3 IJIACHTY U BBIACNISETCA C TPYIHBIM
MOJIOKOM.

buompancgopmayusn

OcuoBubiM MeTabonmtoM ACK sBnsieTcs canummioBas KUcIoTa. MeTaboiau3M CaluIHIOBOM
KHUCJIOTBI OCYIIECTBIISIETCS B MEYEHH ¢ 00pa30BaHUEM CATHUIMIIYPOBOM KHUCIOTHI, ()€HOIBHOTO
[IIOKYPOHM/IA CATMIUIIOBON KUCIOTHI, CATMIIMITIIIOKYPOHUA U TEHTU3MHOBON KHUCIIOTHI.
Onumunayus

[Tepuon nonyssiBenenuss ACK cocrapnsier okoso 15 MunyT, T.K. ipu yuactuu pepmentoB ACK
osicTpo ruaponusyercs B CK B kulieyHuke, neyeHu u miazMe KpoBu. [lepruoa momyBbiBeeHUS
CK cocraBisieT 0koi10 3 4acoB, HO OH MOXKET 3HAYUTEIBHO YBETUUUBATHCS IPU OJTHOBPEMEHHOM
BBeneHnn Oonbimx 03 ACK (6onee 3,0 r) B pe3ynbrare HachIIICHUS (DEPMEHTHBIX CHCTEM.
CanmumuioBasi KUCJI0Ta U €€ METaOOIMTHI BBIBOJSATCS TIIaBHBIM 00pa3oM IMOYKaMHU.

Marsus TMAPOKCHU/T

Abcopoyus

Maruus ruapokcu 061aaaeT Hu3Koi abcopOLrel 1 He 0Ka3bIBae€T CUCTEMHOTO JIEHCTBUS.
Pacnpeoenenue u buompancgopmayus

Marsus ruipoKcU]] He OJBEpraeTcsi MeTaboIu3My.

Inumunayus

MarHnust THAPOKCH/]T BBIBOJUTCS Yepe3 KUIICUHHK.

Hcnonp3yemble 10361 MarHMs THIPOKCH/IA HE BIUSIOT HA OMOJIOCTYIMHOCTD alleTUIICATTUIIUIOBOM

KHCJIOTHI.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeyeHb BCIOMOTraTeJbHBIX BEllIECTB

[EJUTION03a MUKPOKPUCTAIITYECKAs

Kpaxmall KyKypy3HBIi

Kpaxmai KapToenbHbIN

MarHus cTeapar

Obonouxa:

TUIpOMEIIo3a (THAPOKCUIPONIIMETHIIeIUTI0N03a 15 cll3)
Makporod (rmoauriukob 4000)

TaJIbK
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6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHsl)

2 roja.

6.4. OcoObie Mepbl MPEIOCTOPOKHOCTH NMPU XPAHEHUH

IIpu Temnepatype He Bbite 25 °C.

6.5. XapakTep u cofep:kaHHe MEPBUYHOI YIAKOBKH

[To 30 unm 100 TabneTok B OaHKKU TEMHOTO (SHTAPHOTO) CTEKJIa, YKYIOPEHHbBIE
HABUHYHBAIOIIEHCS KPBIIIKON OeNoro 1npera (M3 NOJUATHIIEHA) C BMOHTHPOBAaHHON CHEMHON
KarCyJI0i ¢ CHIIMKArejieM W KOJIBLIOM, 00ECTIEYMBAIOIINM KOHTPOJIb IEPBOTO BCKPBITHSI.

1 6aHKy TEMHOro (SHTapHOTO) CTEKJIa BMECTE C MHCTPYKLHMEH MO0 MPUMEHEHHIO TOMEIIAIoT B

MNa4YKy U3 KapTOHaA.

6.6. Ocol0ble Mepbl MNPEIOCTOPOKHOCTH TPH  YHUUYTOKEHUHM  HMCIOJH30BAHHOTO
JIEKAPCTBEHHOI0 Npenapara MJH  OTXO0JA0B, TMOJYYEHHBIX IOcjde TNPUMEHEHHUs
JIEKAPCTBEHHOI0 Npenapara, u ipyrue MAaHUMYJISIHM C pernapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®@enepanus

AxrtmonepHoe o61ectBo "Otucudpapm” (AO "Otucudapm”)

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

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

OnekrponHas moura: info@otcpharm.ru

7.1. IlpeacraBuTe b AepaKaTesisi perHCTPAIMOHHOIO YA10CTOBEPEHUs!

[Iperen3un HOTD66I/IT6JICI71 HalnpasJIATH 110 aApECy.

Poccniickas @enepanvs
Axnuoneproe o6mectBo "Otucudapm” (AO "Otucudapm”)
Anpec: 123112, r. Mocksa, yia. TectoBckas, a. 10, a1. 12, mom. 11, kom. 29
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Ten.: +7 (800) 775-98-19
daxkc: +7 (495) 221-18-02

OnekrponHas moura: info@otcpharm.ru

8. HOMEP PET'UCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. JATA NTEPBUYHOM PEIMCTPAIIMM (IIOATBEPXJEHWUSA PETMCTPAIINU,
NEPEPEI'UCTPALIUN)

Jlara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmass xapakTepuUCTHKAa JIEKapCTBEHHOro mpenapara TpomoOutan @opre AOCTylHAa Ha
uH(pOPMallMOHHOM TmopTaje EBpasuilckoro SKOHOMHMYECKOTO CO03a B HH(OPMAIMOHHO-

KOMMYHHUKAIMOHHOM cetn "Wurepuer™: https://eec.eaeunion.org
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