OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMUMEHOBAHHUE JIEKAPCTBEHHOTI'O IIPEITAPATA

Tpomb6omon [Tonshapma, 75 Mr, TabIeTKW KHUIIIEYHOPACTBOPUMEIE, MOKPHITHIC
0005104KOH

Tpom6omnon [Tonedapma, 150 Mr, TaOIETKHM KHUIIIEYHOPACTBOPUMBIC, IMOKPHITHIC

000JIOUKOH

2. KAYECTBEHHBIN U KOJIUYECTBEHHBIN COCTAB
JlencTByroIIEE BEIIECTBO: ALETUIICATUIIMIOBAS KUCIIOTA.

TpomOonon [Tonbhapma, 75 Mr, TAOJNETKH KHIIEYHOPACTBOPUMBIE, MOKDPHITHIE

00010YKOH
Kaxxnas TabiieTka COACPKUT alleTUIICATUITUIOBON KUCIOTHI 75 MT.

Tpom6Gonoua [Monbhapma, 150 Mr, TaOJIETKM KHUIIEYHOPACTBOPHUMBIE, MOKDPHITHIE

0005109KOH
Kaxxnas TabieTka COMEPIKHUT aleTHIICATUITIIOBON KUCIOTHI 150 M.

[TonHbI IICPCUCHb BCIIOMOI'aTCJIbHBIX BCIICCTB IIPUBCACH B PA31CJIC 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTku KUIeYHOPACTBOPUMBIE, TOKPBITHIE 000JIOUKOM.

TpomoOormou [Moasdhapma, 75 mr, 150 mr

TabneTku, MOKPHITHIE KAIIIEYHOPACTBOPUMOI 0007I0YKON OENIoTo 1[BeTa, KPYTJIbe,

ABOSKOBBIITYKIJIBIC.

4. K/IMHUYECKUE JAHHBIE

4.1. Iloka3aHus K NPMMEHEHHIO

. IlepBuunas mnpodunakTuka ocTporo uHPaApKTa MHOKApJa y TMalUEHTOB C
NOBBIIICHHBIM PUCKOM DPa3BUTHUSI CEPACUHO-COCYIAUCTHIX 3a00JeBaHUN U

NOBTOPHOTO MH(papKTa MUOKAP/A;



. HecTaOWJbHAs CTEHOKapiaus (BKJIIOYas IOJO3PEHHE HA Pa3BUTHE OCTPOTrO
uH(papKTa MUOKap/Ja) U CTa0UJIbHAsl CTEHOKAPAMS;

. InpopuiIaKkTUKa HMHCYJbTa (B TOM 4YHCIE€ Y MalUEHTOB C MPEXOIAlUM
HapyIIEeHHEM MO3TOBOTO KPOBOOOpaIlleHus);

. npoduiIaKkTUKa NPEXOAAIEro HapyleHUsl MO3TOBOIO KpOBOOOpAIICHMUS;

. npoduiakTka  TpPOoMOOSMOOIMM  TIOCIE  Omepalmuii ¥ MHBAa3HBHBIX
BMEULIATEIbCTB Ha cOCyJax (HampuMep, aopTOKOPOHApHOE LIYHTUPOBAHUE,
SHAAPTEPIKTOMUSL COHHBIX AapTEpPHil, apTEPHUOBEHO3HOE UIYHTHUPOBAHUE,
aHTUOIUIACTUKA M CTEHTHPOBAaHHE KOPOHAPHBIX apTepHil, aHTUOIIACTHKA
COHHBIX apTepuil);

. mpodunakTuka TpomM003a rIIyOOKHX BEH U TPOMOOIMOOIINHU JIETOYHOM apTepuH
U ee BeTBeW (B TOM 4Mcie, NPHU JUIMTEIbHOM MMMOOMIM3ALMU B pe3yjbTare

OOLIMPHOTO XUPYPruuecKOro BMEUIaTeIbCTBA).

4.2. PexuM 103MPOBAHMS U CIIOCO0 MPUMEHEHHUS

PexxuM no3upoBaHUs

llepsuunas npogunakmuxa ocmpoeo uHgapkma Muokapoa HNpu HAIUYUU
¢axkmopos pucka:

75 mr unu 150 Mr B CyTKH.

Illpogunakmuxa nosmopnoco ungapxma, cmabuIbHAs U  HECMAOUTbHAS
CMEeHOKapOUsL:

75 Mr unm 150 Mr B CyTKH.

Hecmabunvnas cmenokapous (npu nooo3peHuu Ha pazsumue 0Cmpo20 uH@papkma
MUOKApPOQ):

OnnokpatHo 300 mr (Kak MOYKHO CKOpPEE IOCJE TOr0, KaK y IMalMeHTa BO3HUKIIO
MOJ03PEHUE HA Pa3BUTHE OCTPOro MH(pApKTa MUOKAP/IA).

TabiaeTk HEOOXOIMMO DPAa3IOMaTh, W3MEIBYUTH WM Da3KeBaATh JUIA 0oJiee

6BICTDOPO BCAaCbIBAHUJL.

Illpogpunakmuxka  uncyrema U npexooAuiec0  HAPYWEHUs — MO3208020

KPOBOOOpAUeHUsL:



75 Mr unm 150 Mr B CyTKH.

lIpoghunaxmuxa mpombosmboruu nocie onepayuil U UHEA3USHBIX BMEULAMETbCE
Ha cocyoax:

75 mr wim 150 Mr B CyTKH.

lIpogunakmuxa mpombo3za 2nyb6oKkux 6eH u mpomooIMOOIUU Jle20UHOU apmepuu U
ee gemeeli.

75 mr wim 150 Mr B CyTKH.

eticmeusi npu nponycke npuema OOHOU UNU HECKOIbKUX 003 JIEKAPCMEEHHO20
npenapama:

[TpumuTe mpomyeHHYIO TabIETKy cpa3y, KaK TOJIbKO BCIOMHUTE 00 STOM, U Jajee
MPOJI0JDKAWTEe TpHeM B OOBIYHOM pexknme. Bo m30ekaHwe yaBOSHUS H03bI HE
OpUHUMANTE MPONYIIEHHYI0 Ta0JIeTKy, €eCiM MpUOIMKaeTcs BpeMs IpueMma
cieayromiei TabIeTKH.

Ocobennocmu Oeticmsust 1eKapCmeeHH020 Npenapama npu nepeom npueme u npu
€20 ommeHe:

OcoOeHHOCTEN AEHCTBUA Mpernapata IpU IEPBOM MPUEME M €ro OTMEHE He
Ha0JII01aJI0Ch.

Oco0bIe TPYIIIbI ITAIIMEHTOB

Iayuenmul ¢ napywenuem yHKyuu neyexu

[Ipenapar TpomOGomnon [Tonbdapma MmpOTUBONOKA3aH Yy MAIMEHTOB C TSKEIBIM
HapymieHueM (QyHkuu nedeHu. Craeayer ¢ OCTOPOKHOCTBIO TPUMEHSTh
Tpom6omnon [Tonbdapma y narueHToB ¢ HapyeHrueM GyHKIUN TTEYEHHU.
llayuenmul ¢ napywenuem Qynkyuu novex

[Ipenapar TpomOGomnon [Tonmbdapma mpOTUBOMOKA3aH Yy TAIUEHTOB C TSKEIBIM
HapymieHueM (QyHkiuu nodek. Creayer ¢ OCTOPOXKHOCTBIO  MPUMEHSTH
Tpom6omon [Tonbdapma y manueHToB ¢ HapyIeHHeM (GYHKIIHH MOYEK, ITOCKOIbKY
aleTIIICATTUIIAIIOBAs, KHUCJIOTa MOJKET TOBBIIIATh PHUCK PA3BUTHUS TOYECUHOUN
HEJ0CTaTOYHOCTU U OCTPOM MOYEYHOM HEIOCTATOYHOCTH (CM. pazaen 4.4.).

CTH



besomacHocTh 1 3 dekTuBHOCTS TpUMeHeHUs mpenapara Tpomoomnon [Tonshapma
y JIeTeil 1 moApocTKOB Miaamie 18 nmeT He ycraHoBieHa. [IpuMmeHenne npemnapara
Tpomb6onon [onshapma y narnpieHToB Mitaiie 18 JeT mpoTUBOMOKa3aHo.

Cnoco0 IMIPUMCHCHMU A

BryTpb.

Tabnerkn mnpenapata Tpombomon [Toasdapma skenareabHO NPUHUMATH KAk
MUHUMYM 32 30 MUHYT A0 €7bl, 3amuBasi OOJBIIMM KOJIMYECTBOM BOJbI. UTOOBI
obecrneunTh BBICBOOOXACHUE arleTuiacanuiuioBoil kucinoTel (ACK) B menounoi
cpele JBEHAALATUIIEPCTHOM KHIIKM, TaOJIeTKU HE CleAyeT pa3jiaMblBarTh,
U3MeJIbYaTh WIH Pa3KEeBBIBATh.

Tabnetku npenapara Tpom6omnon [Tonsdapma npunumatorcs 1 pa3 B CyTKH.
[Tpenapat TpomOonoin [Tonbdapma npeaHazHaueH Juisl JTUTENBHOTO TPUMEHEHHUS.
Tabnerku TpomOonoin [lonbpapma HMEIOT KUIIEYHOPACTBOPUMYIO OOOJIOUKY,
Onarogapsi KOTOpOM pacTBOPSIOTCS M BBLACISIOT JIEHCTBYIOIIEE BEIIECTBO B OoJjiee
HICJIOYHOW Cpeie JIBEHAALIATUIIEPCTHOM KHUIIKM, yMEHbIIas pas3apaxkaroliee

JICMCTBHE alleTUIICATUIIMIIOBOM KHCIOTHI Ha CITU3UCTYIO 000JI0UKY JKEy/ KA.

4.3. IIporuBonokasaHus

e [unepyyBCTBUTENBHOCTh K aAUECTWICAIUIMWIOBOM KHUCIOTE WU JPYyTUM
CaJIMIIMIIaTaM, WM K JJI0OOMY M3 BCIIOMOTaTEIbHBIX BEUIECTB, IEPEUMUCICHHBIX B
pazgene 6.1.;

e OpoHXHalbHasi acTMa, HWHAYLHUPOBAHHAS TPUEMOM CATUIUIATOB U JPYTrux
HECTEPOUIHBIX MPOTUBOBOCHANUTENbHBIX NpenapatoB (HIIBIT) B anamuese;
coueTaHue OpOHXHAIBHOM aCTMbI, PEUUIUBUPYIOIIETO TMOJUIO3a HOCA H
OKOJIOHOCOBBIX Na3yx u Henepenocumoctu ACK;

® SPO3UBHO-SI3BEHHBIE MOPAKECHUS KEITYJIOYHO-KUIIEYHOTO TpakTra (B CTaauu
obocTpeHus);

® KENyJAOYHO-KHUIIIEYHOE KPOBOTECUCHHUE;

® TreMOpparuyecKuii quares;

¢ COYCTAHHOC IIPUMCHCHUC C MCTOTPCKCATOM B 103€ 15 mrB HCIOCIIO 1 6OJ'I€€;



e OepemenHocTs (I u III TpumecTtp);
® [IEpPHOJI TPYJHOTO BCKAPMIIUBAHUS,

® JIETCKUW W TOJAPOCTKOBBIM Bo3pacT a0 18 jeT (BBUIY OTCYTCTBHUSI JAHHBIX IO

3¢ (HEKTUBHOCTH 1 0€30MMaCHOCTH);
® TSHKEIOC HapylIeHHe (PYHKIIUN TOYEK;
® TSHKENOE HapylieHHe (PyHKIINU TICYCHU;

e XpoHHMYECKas cepacuHas HempoctaTrouHOCTh [II-IV dyHkImoHansHOTO Ki1acca 1o

knaccudukanuu NYHA.

4.4. Oco0Oble ykazaHusi M MepPbl PEIO0CTOPOKHOCTH IPU NIPUMEHEHHUH
[Tpenapat Tpombonon [Tonbdapma crieqyeT NPUMEHITh ¢ OCTOPOKHOCTHIO TPU
CJIEIYIOIINX COCTOSHUAX:

* 1pu HOBBIILIEHHON YYBCTBUTEIBHOCTH K aHaJIbI€THUKAM,
IPOTHBOBOCHAIUTENBHBIM IIpenaparaM, NMPOTUBOPEBMATUUYECKUM IIpernaparaM, a
TAK)K€ [IPU AJUIEPTUYECKUX PEAKLUAX Ha APYTHE BEIIECTBA;

*  IIpU SI3BEHHBIX NOPAKEHUSX KEITYJOUHO-KUIIEYHOTO TPAKTA B aHAMHE3E, B TOM
YUCJIE XPOHHYECKUE M PEUMIAMBUPYIOIINE IMOPAKECHUS KEIIyAO0YHO-KUIIEYHOIO
TpaKTa WM KeyT0YHO-KHUIIIEYHbIE KPOBOTEUEHUSI B aHAMHE3E;

* npu noxarpe, runepypukemuud. ACK B HM3KHMX [03aX CHHXXKAET 3KCKPELHUIO
MOYEBOU KHCIIOTHI, YTO MOXET MPUBOAUTH K IPUCTYNAM IOAATPHl y MALNEHTOB,
CKJIOHHBIX K 3TOMY 3a00JICBaHUIO;

* IIpU HapyUIeHUH QyHKLINUU NEUYEHU;

* y MalMEHTOB C HapylleHneM (QYyHKLIHUU NOYEK WM Y MAlMEHTOB C HapyIIEHUEM
KpPOBOOOpAIIeHNs, BO3HUKAIOIIUX BCJIEICTBUE MOPAKEHUS MOYCUHBIX apTEpHid,
3aCTOMHONM  CepAEYHOM  HEJAOCTAaTOYHOCTH,  T'MIIOBOJIEMHUH,  OOLIMPHOIO
XUPYPrHYECKOIO0  BMEIIATENIbCTBA,  CEINCUCAa WJIM  CIy4aeB  MAacCCHUBHOIO
KpoBOTeueHHsI, NOCKOJIbKY ACK MOXET NOBBIIIATh PUCK Pa3BUTHUS OCTPOU
MOYE€YHOI HETOCTATOYHOCTH U HapylIeHUs! QYHKIHUH MTOYEK;

* IpU TSOKENbIX Qopmax AePHuIHTa TII0K030-6-pocdaT-neruaporenass, ACK

MOJKCT BBI3bIBATb I'CMOJIM3 W T'CMOJUTHYCCKYH0 AHCMHUIO. (DaKTOpaMI/I, KOTOPLIC
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MOTYT IMOBBIIIATh PHUCK pa3BUTUS TI'EMOJIM3A, SIBIAIOTCS JIMXOPaZKa, OCTpbIE
MH(EKIUU U BBICOKHE J103bI IIPenapara;

 Bo Il TpumecTpe GepeMeHHOCTH;

* IIpU COYETAHHOM IPUMEHEHHUH CO CIEAYIOLIMMH JIEKaPCTBEHHBIMHU MPEIapaTaMu
(cm. paznen 4.5.):

e ¢ MeroTpekcatoM B no03e meHee 15 mr B Hexemto. Coueranne ACK ¢
METOTPEKCATOM  CONPOBOXKJIAETCS  MOBBIIMIEHHONM YacTOTOM  pa3BUTHS
10004YHBIX 3P(PEKTOB CO CTOPOHBI OPIaHOB KPOBETBOPEHHS;

c C AHTUKOATyJISTHTHBIMU, TPOMOOTUTHYECKIMHU Wi IPYTUMH
aHTUarperaHTHbIMU CPEACTBAMU;

¢ ™eramuzonom u gApyrumua HIIBII (B Tom wumcrne wubynpodenom,
HAIIPOKCEHOM), KOTOpbIe MOTYT OcJIa0isaTh uHruoupyromiee aeiicreue ACK
Ha arperanuio TpomOoruToB. Ilamuents, npunumaromue ACK, wu
IUTaHUpYIolue npueM Metamu3oina win npyrux HIIBII, nomxHbl 006CyIuThH
ATO C JIeyanuM BpadoM (cM. pazuen 4.5.).

* C IUTOKCHHOM,;

* C TUNOIVIMKEMUYECKUMH CPEACTBAMHU MJiA MpUeMa BHYTPb (IIPOU3BOAHbBIC
Ccyb(OHUIMOYEBUHBI) U HWHCYIUMHOM. Bpicokue m03s1 ACK oka3biBaioT
TUNOTIIMKeMUYecKuii 3 dexT, uTo HeoOXoAMMO HUMETh B BHAY MpHU
Ha3HAYEHUU €€ TMalMeHTaM ¢ caxapHbiM JAuabeToM, MOJIyYarouuM
TUITOTJINKEMHUYECKUE CPECTBA;

* C BaJbIIPOECBOM KUCIIOTOM;

* C 3TaHOJOM (QJKOTOJbHbIE HAMUTKH, B yacTHOCTH). [Ipu coueranun ACK c
ATAHOJIOM MOBBILIEH PUCK MMOBPEXKIACHUS CIM3UCTON OOOJOUKH JKETYT0YHO-
KHILIEYHOr'O TPAKTa ¥ yJINHEHUSI BPEMEHU KPOBOTEUYEHNS,

* C CEJICKTUBHBIMU MHTHOUTOpaMHU OOpaTHOrO 3aXBaTa CEPOTOHMHA.

« ACK Moxer nmpoBoLHMpOBaTh OpPOHXOCHA3M, a TAaKK€ BBI3bIBATH MPUCTYIIbI
OpOHXMAJIbHOM aCTMbl WJIM JIPYyTH€ PEaKIMU IOBBIIIEHHOW 4YyBCTBUTEIBHOCTH.
dakTopaMH pUCKa SBISAIOTCS HaJU4YUe OPOHXMAIbHOM acCTMbl B aHAMHE3€, CEHHOMN

JMXOPAJIKH, TOJIUI03a HOCA, XPOHUUYECKHX 3a00JI€BaHN OPTAHOB JIBIXaHUS, 4 TAKXKE



QJJIEPTHYECKUX PEeaKUUi Ha ApyrUe BellecTBa (HaIpUMep, KOKHbIE PEeaKIuu, 3y,
KpaIlvMBHHUIIA).

*  Harubupyromee neiicteue ACK Ha arperanuto TpoMOOITUTOB COXPAHSIETCS B
TE€YEHUE HECKOJIBKUX JHEW MOcie IpHeMa, B CBA3M C YEM BO3MOKHO ITOBBILICHHE
pUCKa KpOBOTEYEHHM B XOJIe OINEpPAaTUBHOIO BMEIIATEIbCTBA WJIH B
IIOCJICONIEPALIMOHHOM II€puoJe (BKJIOYAs MaJlble XHPYpPrU4YECKHE OllepaluH,
HampuMep yaaineHue 3yb6a). IIpuem npenapara HEOOXOAUMO IMpEKpaTUTh 3a 5—7
JHEH 10 MPEeANnoIaraéMon OneparyH.

* IIpenapatel, coumepxaumme ACK, He IOIDKHBI NPUMEHSTHCS Yy JETel u
NOJIPOCTKOB JJIsl JIUEHUS BUPYCHBIX MHQPEKLUMH ¢ JIUXOpaakol miau 0e3 Hee Oe3
KOHCYJIbTallMK Bpaya. [Ipu onpeneneHHbIX BUPYCHBIX 3a00J1€BaHUSAX, B YACTHOCTU
rpune A, rpunrie B u BeTpsHOM ocne CylEeCTBYET PUCK pa3BUTUA CuHApoMa Pes -
OUYEHb PEJIKOr0, HO OMACHOT0 JIJIS )KU3HU 3a00JIeBaHus, TPEOYIOIIEro HEMEAJIEHHOTO
MEJUIMHCKOIO BMeWaTenbcTBa. Puck  Moxer mnosbimarbes, eciaun  ACK
IPUMEHSAETCS B KayeCTBE COINYTCTBYIOLIECH TEpaluM, OJHAKO, IPUYMHHO-
CJIE/ICTBEHHAs CBA3b HE ObLIa moaTBepkAcHa. HeykpoTumas pBoTa Npu yKa3aHHBIX
3200JIEBaHUSAX MOXET ObITh CUMIITOMOM CHUHIpoMa Pesl.

*  IIpesbimenne 1031 ACK CONpSKEHO € PHUCKOM JKEIIYJOYHO-KHIIEYHOTO
KPOBOTEUEHHSI.

«  Ilepeno3upoBka 0COOCHHO OIMACHA y MAIMEHTOB MOKUIIOTO BO3pacTa.

4.5. BzaumopeiicTBHe ¢ APYTHMH JEeKAPCTBEHHBIMHU NpenapaTaMu M Apyrue
BU/IbI B3aMMO/IeCTBUA

Ilpumenenne ACK co ciaeayvionmMu  JEKApCTBEHHLIMUA  OpernapaTtaMu

IIPOTHUBOIIOKA34daHO:

. MertoTpekcar B g03¢e 15 Mr B Hezielo U 6oJiee: OBBIIIEHUE reMaTOJIOrMYeCKOn
TOKCHYHOCTH METOTPEKCATa 3a CYET CHUKECHUS MIOYEYHOI0 KIIMPEHCA METOTPEKCaTa
BCJICJICTBHE  JICHCTBHS  IPOTHMBOBOCIAJIUTEIBHBIX CPEACTB B  O0IIEM U
KOHKYPEHTHOTO BBITECHEHHS CaJUIMJIaTaAMH €r0 U3 CBS3U C OeJKaMH IUIa3Mbl B

yacTHOCTH (cM. pazzaen 4.3.).



ACK B KOM6I/IHaHI/II/I C HMWXCIICPCUYUCICHHBIMHK JICKAPCTBCHHBIMH IIPCIIaparaMM1

CICAYCT IPUHUMATE C OCTOPOXHOCTBIO:

MeroTpekcar B 03¢ MeHee 15 Mr B HEZIEeINI0: MOBBIIEHUE FEMATOJIOTUYECKON
TOKCUYHOCTH METOTPEKCATa 33 CYET CHMXKEHUS TIOUEUHOT0 KIIMPEHCa METOTPEKCaTa
BCJICJICTBUE  JCHUCTBHUS  IPOTHUBOBOCHAJIUTEIBHBIX CPEACTB B  OOIIEM WU
KOHKYPEHTHOTO BBITECHECHUS CAIMIMIIATAMH €r0 U3 CBA3M C OClKaMu IUIa3Mbl, B
YaCTHOCTH.

. Meramuzon u HIIBII: npu ogHoBpeMeHHOM (B TEUEHHE OJHOTO JIHS)
NPUMEHEHUU C MeTamMu30ioM U HekotopeimMu npyrumu HIIBII (B Tom uucie
uoynpoeHOoM U HANpPOKCEHOM) OTMEYAeTCsi aHTarOHU3M B  OTHOIICHUU
HEOOpaTUMOTO YTHETCHHsI (YHKIIMH TPOMOOIHMTOB, O0O0YCIOBJICHHOTO ACHCTBUEM
ACK. Knunnyeckoe 3HaueHHe JaHHOTO 3¢ dekra Hen3BecTHO. He pexomenayercs
coueranue ACK ¢ meramuzoniom miu gpyrumu HIIBII (B Tom uncie ubynpodenom
WIM HANpPOKCEHOM) Yy MAalMEHTOB C BBICOKUM PHUCKOM CEPACYHO-COCYAUCTHIX
3a001€BaHUH M3-32 BO3MOKHOTO CHIDKEHHS KapAHONIPOTEKTUBHBIX 3(PppexkToB ACK
(cm. paznen 4.4.).

« Ilpu OJIHOBPEMEHHOM IIPUMEHEHUU c AHTUKOATyJISTHTHBIMU,
TPOMOOJIUTUUECKUMHM WM  QHTUArperaHTHbIMU  CpPEJCTBAMU  OTMEYaeTCs
YBEJIIMYEHUE PUCKA KPOBOTECUYCHUM.

e Ilpu onHoBpemeHHoM mnpuMeHeHuu ¢ npyrumu HIIBII, copepxammmu
CaJMIMIIATHI, B OOJIBIIUX J103aX OTMEYAETCA YBEIMYEHUE PUCKA YJIbLIEPOr€HHOIO
JEUCTBHUS U KEITyJOYHO-KUIIEYHOTO KPOBOTEYEHHS.

*  OnHOBpEMEHHOE MPUMEHEHHUE C CEJIICKTUBHBIMM MHTHMOUTOpAMU OOPATHOTO
3aXBaTa CEPOTOHMHA MOXET MPUBECTH K IMOBBIIICHUIO PUCKA KPOBOTCUYCHHS U3
BEPXHUX OTHEJIOB JKEIYJOYHO-KUILIEYHOIO0 TpaKTa BCJIEACTBUE BO3MOYKHOIO
cuHeprudeckoro 3¢ dexra.

*  IIna3zmeHHbIE KOHIIEHTpaluu JUTOKCUHA YBEJIMUMBAIOTCS npu
onHoBpemeHHOM npuMeHeHun ¢ ACK BcieacTBue CHUKEHHMS €ro IOYEYHOU

IKCKPEIIHH.



« Ilpu onHoBpemenHoM npuMeHeHun ACK ¢ TUOOMNIMKEMHYECKUMHU
npenapataMu (MHCYJIMH, TPOU3BOJIHBIC CYIb()OHUIMOYEBUHBI) YBEIUYHUBACTCS
TUTIOTIIMKEMHUYECKU d()PEKT MOCIeTHUX 32 CYET TUMOTIUKEMHYECKUX CBOWCTB
camoit ACK B BBICOKHMX J103aX M BBITECHEHUS MPOU3BOHBIX CYJIb(HOHUIMOUYEBUHbI
U3 CBSI3U ¢ OeJIKaMu I1a3Mbl KPOBH.

« Ilpu coBmectHOM mnpumeHeHnn auypetukoB ¢ ACK B BBICOKHX J03ax
OTMEUYAETCS CHUXEHUE CKOPOCTH KIyOOUKOBOW (UIbTpAallMKM B pe3yJibTare
CHIKEHMSI CUHTE3a MPOCTArJaHIMHOB B MOYKaX.

« Ilpu OJIHOBPEMEHHOM MPUMEHEHUU c CUCTEMHBIMH
rmrokokoptukoctepougamu - (I'KC)  (3a uCKIIOYeHHMEM  THAPOKOPTHU30HA,
MPUMEHSIEMOTO /I 3aMECTUTENIbHOW Tepanuu npu 0o0Jie3Hn AJAUCOHA) YPOBEHb
canuimiatoB B KpoBu cHmkaercs. [Tocie ormenst I'KC Bo3MoskHa nepeio3upoBKa
CaJIMIIUIIATOB BCJIEJCTBUE YCKOPEHHOW IMMUHALIMK CATTUIIUIIATOB MO JeHCTBUEM
['KC.

« Ilpu coueraHun UWHTMOMTOPOB AHTMOTEH3UHIIpEBpaliarouero G¢epmMeHTa
(AII®) ¢ Beicokumu go3zamu ACK oTMeuaercsi CHHKEHUE CKOPOCTH KIIyOOUKOBOM
bunbTpanu B pe3ysibTaTe HWHIMOMPOBAHUS MPOCTArJIaHIWHOB, 00JIaJIAI0IIUX
cocyopacmupsitomuM  aeiicteueM. Kpome Toro, ormewaercss ocnabiieHue
aHTUTUIIEPTEH3UBHOTO d(dekTa.

*  Ilpu ogHOBpEeMEHHOM NMPUMEHEHUH C BAJIBIIPOEBOI KUCIOTOM YBEIUYMUBACTCS
€€ TOKCHYHOCTH 33 CUET BRITECHCHUS U3 CBS3U C O€ITKaMH TIa3Mbl KPOBH.

« Ilpu npueme ACK B coyeTaHuM C 3TAaHOJIOM (AJIKOTOJIEM) OTMEUYAETCS
MOBBIIIIEHHBIA PUCK MOBPEXKICHUS CIM3UCTON OOOJOUKU KETYA0UYHO-KUIIIEUHOTO
TpakTa U yJJIMHEHUE BPEMEHU KPOBOTEUEHHUS B PE3YJbTATE€ B3AUMHOTO YCUJICHUS
s dexroB ACK u sTanomna.

*  Ilpu nmpumenenun ACK c npenaparamu, 00JaJarOlIMMU YPUKO3ypUUECKUM
nerictBueM - OeHzOpomapoH, mpoOeHenma — (HaOIOmaeTcsl  CHUIKCHHE
ypuKo3ypuueckoro 3dexra nocaeHuX BCIEICTBUE KOHKYPEHTHOTO MOIaBICHUS

MIOYEYHOU KaHAIbLEBOM IKCKPELIMH MOYEBOI KUCIIOTHI).



4.6. ®epTUIBLHOCTb, 0€PEMEHHOCTD U JAKTAIUS

bepeMeHHOCTD

NurnbupoBanne CUHTE3a MPOCTATIAHJAMHOB MOXET OKa3bIBaTh OTPHUIATEIHHOE
BO3JICHCTBHE Ha OEPEMEHHOCTh U Pa3BUTHE SMOPHUOHA UITU TUIO/IA.

JlaHHBIE SMUAEMUOJIOTUYECKUX HCCIEIOBAHUN MO0 NPUMEHEHHI0 WHTHOUTOPOB
CHUHTE3a TMPOCTArJaHJAWHOB Ha paHHUX CpPOKax OEpPEMEHHOCTH BBI3BIBAIOT
OECIOKOWCTBO B OTHOILIEHWM PHUCKAa MpEepbIBaHUS OEPEMEHHOCTH M IOPOKOB
pa3sBUTHUS IUIOJIA, NPEANOJIOKHUTEILHO BO3PACTAIOLIETO C YBEIWYECHUEM JI03bI
npenapata M OPOJOJDKUTENBHOCTH  JieueHus. JlOCTynHble JaHHBIE  HE
MOATBEPKAAIOT CBSI3b  MEXIAY MPUEMOM ALECTWICATUIMIOBOM KHUCIOTHI H
YBEIIMYEHUEM pUCKa MpephiBaHusi OepeMeHHOCTH. CylIeCTBYIOT IPOTUBOPEUUBBIC
JAHHBIE SMHUIEMHUOJIOTUYECKUX UCCIEA0BAHUN OTHOCUTEIBHO 3aBUCUMOCTH MEXKIY
MPUMEHEHUEM allETWICATUIIMIIOBOM KUCIOTHI U JedeKTaMu pa3BUTHUS IUIOJA, HE
MO3BOJIAIOIIME HCKJIIOYUTh TMOBBIIICHHBIM PUCK pa3BuTusl racrpommsuca. Ilo
JAHHBIM TIEPCIIEKTUBHOrO HccienoBaHus ¢ ydyactuem 14800 >keHUIIMH Ha Cpokax
oepemeHHocTu (1-4i1 mecsIpl) HE BBISBICHO MOBBIMICHUS Ne()EKTOB IJIOAA MPHU
MIPUMEHEHUH al€TUIICATTULIAIOBON KUCIIOTHI.

HNccnenoBannsi Ha  KMBOTHBIX  MPOJIEMOHCTPUPOBAIM  PENPOAYKTUBHYIO
TOKCUYHOCTh aICTHUJICATUITMIOBON KHUCIOTh. B 1 TpuMectpe OepeMeHHOCTH
NPUMEHEHUE  IIPENapaToB, COAEpXKAIUX  aUETUJICAIUMUUIOBYI0  KHCIOTY,
MIPOTHUBONOKA3aHO.

Bo II TpumecTpe 6epeMEHHOCTH CAMIIUIIATHI MOKHO Ha3HAYaTh TOJIBKO C YYETOM
CTPOTOil OLIEHKU PUCKA U MOJb3bI AJIs1 MATEPU U IIJI0AA.

KeHmuHaM, MIaHUPYOIUM OEpEMEHHOCTh WIM HaxondmuMmcesa Bo Il Tpumectpe
OEpEMEHHOCTH, CIEeAyeT MaKCUMaJIbHO CHU3UTHh J03y alleTUJICAIHUIINIOBON
KUCJIOTBI U TPOJIOJIKUTEIILHOCTD JICUCHUS.

B III tpumectpe GepeMEHHOCTH MHTHOMTOPHI CHHTE3a MPOCTArJIaHIWMHOB MOTYT
BBI3bIBaTh NOJABJIEHUE COKPAILIEHU MaTKH, IPUBOIAIINE K TOPMOKEHHUIO POJIOBOM
JEATENbHOCTH, YBEJINYCHUI0O BPEMEHU KPOBOTECUCHUS 3a CUET aHTHUAIPETaHTHOIO

apdekra (maxke Mpyu NPUMEHEHUN alETHIICATMIIMIOBOM KHUCIOTHI B OY€Hb HU3KHUX
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703ax). Y IUI0AAa BO3MOYKHO pa3BUTHE CEPIACYHO-JIETOYHOM HHTOKCHUKALMU C
IIPEXKIAECBPEMEHHBIM 3aKPBITUEM APTEPUATIBHOIO MPOTOKA U Pa3BUTHUEM JIETOYHOU
TUIEPTEH3MH, a TAK)KE HapyIIeHne (PYHKIIMH OYEK, BIUIOTH IO Pa3BUTHS MOUYEUHON
HEJIOCTaTOYHOCTH, COIPOBOXKIAIOILIECHUCS MaJIOBOJUEM. IIpumenenue
aneTwicanuuuiaoBoit kucnotel B 11l TpumecTpe 6epeMeHHOCTH TPOTUBOIIOKA3aHO.

I'pyaHOE BCKapMJIMBAHUE

CanunuiaThl 1 UX METa0OJIUTHI B HEOOJBIINX KOJIMYECTBAX MPOHUKAIOT B TPYAHOE
MOJIOKO. DTU30IUICCKAN TPUEM CATTUIIAIATOB B MIEPUOJI TPYIHOTO BCKAPMITMBAHUS
HE COMPOBOXKIACTCS Pa3BUTHEM IMOOOYHBIX peakuuii y pebeHka u He Tpedyer
MPEKpaIIeHHs TPYIHOTO BCKapMiuBaHus. OaHAKO MPU JIATEILHOM MPUMEHECHUN
WIM HAa3HAYCHUHW B BBICOKOW 103¢ KOPMJICHHE TPYIBIO CIEAYeT MPEKPaTUTh Kak

MOJKHO paHBIIIC.

4.7. BuusiHue Ha CINOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPEACTBAMH H
padoraTth ¢ MEXaHU3MAMU
[Tpuem npenapara Tpom6omno:n [lonbdapma He BIUAET HA CTOCOOHOCTH YIPABIATH

aBTOMOOMIIEM/ ABHKYIIUMUCA MCXdHU3MAaMU.

4.8. HexxesraTesibHbIe peaKkiuu

PesromMe npoduiist 6€301macHOCTH

HeOnaronpusitHble peakuuu, NOPEACTaBICHHbIE HUXKE, TMOJYy4YeHbl B BHJE
CIIOHTAaHHBIX COOONICHWM B TPOIECCEe MOCTPETUCTPANMOHHOTO MPUMEHEHUS
npenapaToB, COJAEPKAIIUX aAlETHUICATUIIMIOBYIO KUCJIOTY, a TaKkKe KIMHUYECKHUX
WCCIICIOBAHUM C ALETUICAIUIMIOBOM KHCIOTOM B KayeCTBE HCCIELYEMOrO
npermnapara.

Yactora Bctpewaemoctu HJIP (HexkenaTenbHbIX JIEKAPCTBEHHBIX PEaKUuid) MpH
UCIIOJIb30BAaHUN  ALICTWICAIMIIMIOBOM KHUCIOTHI TpUBeleHa Huxke. Yacrora
BCTPEUYAEMOCTH OTPEACIISIETCS KaK:

gacTo: (ot >1/100 o <1/10),

Hevacto: (ot > 1/1 000 mo <1/100),
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peaxo: (ot >1/10 000 mo <1/1 000).

Jna HJIP, nony4eHHBIX TOJBKO B IPOLIECCE ITOCTPETUCTPALMOHHOIO IIPUMEHEHHUS
npemnapara, ¥ i1 KOTOPBIX YacTOTa BCTPEUYaEMOCTH HE MOXKET OBbITh OIICHEHa,
4acTOTa BCTPEYAEMOCTH yKa3aHa KaK «4aCTOTa HEU3BECTHA.

Hapywenus co cmoponsl kposu u aumgpamuueckoii cucmemsl

HewacTo: xxenezoaeduiiutHas aneMus’.

Penko: remopparudeckas aHeMusl.

YacToTa HEU3BECTHA: TeMOJIN3, TeMOJIUTHYECKAs aHEMUSAL.

Hapywenus co cmoponbt uMMyHHOU cucmembl

Heuacro: TUIIEPYYBCTBUTEIIBHOCTD, JIEKAPCTBEHHAs HENEPEHOCUMOCTb,
AJJIEPTUYECKUI OTEK U aHTMOHEBPOTUYECKUM OTeK (0Tek KBUHKE).

Penko: anaguiakTuueckue peakimm.

YacToTra Hen3BecTHA: aHA(UIAKTUYECKHI HIOK.

Hapywenus co cmopomnst HepeHou cucmemul

YacTo: roJIoBOKpYKEHHUE.

HeuacTto: reMopparnueckuii HHCYJIbT UM BHYTPUYEPENTHOE KPOBOTECUEHHUE".
Hapywenus co cmoponvl opeana ciyxa u 1abupunmuvle HapyuleHusl

Yacro: mym B ymax.

Hapywenus co cmoponwst cepoya

YacTtoTa HEM3BECTHA: KapAUO-PECIIUPATOPHBIA JUCTPECC-CHHIPOM'.

Hapywenus co cmoponwsl cocyoog

Heuacro: remaToMsl.

Penko: remopparusi, MpllIe4HbIe KPOBOU3IUSHMUS.

YacTora HEM3BECTHA: KPOBOTEUEHUS BO BPEMsI MEAULMHCKUX IIPOLIEAYD.
Hapywenus co cmopoHnvl ObixamenvbHOU cucmemsl, Op2aHo8 2pyOHOU KIemKu u
cpeodocmeHuUs.

YacTo: HOCOBOE KPOBOTEUYEHUE, PUHUT.

HeuacTo: 3a10%€HHOCTB HOCA.

YacToTa HEeM3BECTHA: aCHUPUHOBAsI OPOHXHUAIbHAS aCTMA.

Hapywenus co cmoponsl ssceny0ouno-kumeuno2o mpaxkma
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Yacro: nucmerncus, 6076 CO CTOPOHBI JKEITyJ0YHO-KHIIIEYHOTO TPaKTa U B JKUBOTE,
KETYJOYHO-KUIIIEYHOE BOCTIAJICHHE, KPOBOTCUCHHS W3 IKEIIYJOYHO-KUIICYHOTO
Tpakra®.

Heuacto: KpoBOTOUMBOCTH JACCEH, S3BBI U 3PO3UU CIIU3UCTON 00O0JIOUKHU JKEITyAKA U
JIBEHAIIIATUTICPCTHOW KHUIIIKH.

Penko:  mepdopaTuBHBIE  SA3BBI  CIM3UCTOM  OOOJIOYKM  KelIylaka U
JIBEHAQIIIATUTIEPCTHOMN KUIIIKH.

Hapywenus co cmoponsl neuenu u scenuesvl8o0auux nymeti

Heuacro: HapymeHue GyHKIIUY ITCUCHH.

Penko: moBbIIIeHHE aKTUBHOCTH «IIEYEHOYHBIX» TPAaHCAMUHA3.

Hapywenus co cmoponst kodcu u nOOKOINCHbIX MKAHEL

YacTo: KOKHasl ChIllb, KOKHBIN 3y,

HeuacTo: xpanusHU1A.

Hapywenus co cmopomsl nouex u mouesbl800auux nymeii

YacTo: KpoBOTEUEHHUS U3 MOYETIOJIOBBIX MTyTEH.

Penko: Hapymenne QyHKIMM mouek”, ocTpas movedHas HeJJoCTaTOYHOCTH.
Tpasmvl, uHmMoOKCUKAYUU U OCTOHNCHEHUS MAHUNYIAYUL. CM. pazoen 4.9.

a - CBSI3aHO C KPOBOTEUCHHUEM;

0 - CBsA3aHO ¢ TsDKEIbIMH PopMaMu JedUnTa rIroK030-6-gocdar-neruaporenassr;
B - Clly4au JICTAIbHOTO MCXOJa BCTPEUAUCh ¢ OJMHAKOBOW yactoron <0,1% y
MAIMEHTOB, MOTYYAIONUX TEPANUIO TPEMapaToM areTHICATUITNIOBONA KUCIOTHI, U
MAIMEHTOB, MOJYyYaIOINX I1aIe0o;

T - CBSI3aHO C TSDKEJIBIMHU JJIEPTUYECKUMH PEaAKITUSIMU;

1 - y TAIMEHTOB C HapyIIeHHeM (YHKIWHM TOYEK WM CEPACYHO-COCYAMCTHIMU
HapYyIICHUSIMH, UMEIOIITUMHUCS 10 Hayasa JIeYEHUS npenapaTom
ALECTUIICATULUIOBON KHCIIOTHI.

COO6HI€HI/IG O ITOA03PCBACMBIX HCKCJIATCIIbHBIX PCAKIIUAX

Baxxno cooOmare O M0J03peBaeMbIX HEXKENATEIbHBIX PpeaKIUsiX IMoclie
perucTpanuu JeKapCTBEHHOI0 Mpenapara ¢ Ieidbl0 00eCIeUeHUs] HEMPEPhIBHOTO

MOHHUTOPHHI'A COOTHOIICHHA «I10JIb3a — PHUCK» JICKaApCTBCHHOI'O IIpcrapara.
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MenunuHcKIM pabOTHUKAM PEKOMEHIYETCs COOOIIaTh O JIFOOBIX MO03PEBAEMBIX
HEXKEJIaTeNbHBIX PEeaKIMAX JIGKapCTBEHHOTO Tperapara dYepe3 HalMOHAIbHBIC
CHUCTEMBI COOOIIEHUS O HEKEIATSIbHBIX PEAKIUIX TOCYJapCTB — UICHOB

EBpaBI/IﬁCKOFO OKOHOMHUYCCKOI'O COr03a.

Poccniickas ®enepanms

109012, r. MockBa, CinaBgaHckas miomais, 1. 4, ctp. 1

denepanbHas ciayx0a 1mo Haxzopy B cepe 3apaBooxpanenus (PocznpaBHaazop)
Tenedonsr: +7 (495) 698-45-38, +7 (499) 578-02-30

daxkc: +7(495) 698-15-73

E-mail: pharm@roszdravnadzor.gov.ru

Caiir: https://roszdravnadzor.gov.ru//people

PecnyOiinka Apmenus

Anpec: 0051, Epesan, nip. Komuraca 49/4

«Hay4HbIi LEHTP dKCIEPTU3BI JEKAPCTB U MEIUIUHCKUX TEXHOJIOTUHN
uM akagemuka . ["abpuenstaay AO3T

Tenedon «ropsueit nuaumy»: (+374 10) 20-05-05, (+374 96) 22-05-05

OnexTponHas noyTa: admin@pharm.am

Cair: http://www.pharm.am

KsIpreizckas PecriyOnvka

Anpec: 720044, r. buiukek, yi. 3-nuHus, 25

JlenmapTamMeHT JIEKApCTBEHHBIX CPEICTB U MEAULIMHCKUX u3aenuit npu M3 KP
Ten: +996 (312) 21-92-88,

Tenedon «I opsueit muaum» 008 800 26 26

Ten. paxc: +996 (312) 21-05-08

DnekTponHas moura: dlsmi@pharm.kg

Caiit: http://www.pharm.kg/
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4.9. Ilepeno3upoBka

CUMIOTOMBI

Canuuunarnas uHtokcukanus (pazsuBaercs npu npueme ACK B no3e 6onee 100
MI/KI/CyTKHA Ha MPOTSDKEHUHM Oosiee 4eM 2 CyTOK) MOKET SBUTHCS PE3yJIbTaToOM
JUTUTEIBHOTO YIIOTPEOICHUSI TOKCUYECKUX J103 IIpernapaTa B paMKax HEIPaBUILHOTO
TEpaNeBTUYECKOr0 IMPUMEHEHHUs IMpernapara (XpoHUYECKass MHTOKCUKALMSA) WIH
OJIHOKPATHOTO CJIYyYalHOTrO WJIM HaMEpPEHHOIo IpUeMa TOKCUYECKOW J103bl
npenapara B3pOoCiabIM UM peOEHKOM (OCTpasi HHTOKCUKALIKSA).

CHUMIOTOMBI XpOHUYECKOU UHMOKCUKAYUYU TTPOU3BOIHBIMU CAJIULIMIIOBON KUCIOTBI
Hecnenu(UIHbBl U YacTO JIUarHOCTUPYIOTCS € TpylaoM. MHTOKcHKanus Jerkou
CTEMEHH TSDKECTH OOBIYHO PAa3BUBACTCS TOJBKO IMOCIE HEOJHOKPATHOIO
UCIOJIb30BaHUsl OONBIIMX /03 Mpenapara U MPOSIBISETCS TOJOBOKPYKEHHUEM,
BEpPTUTO, IIIYMOM B YIIIaX, TJIyXOTOMU, MOBBIIIEHHBIM ITOTOOT/ICJICHUEM, TOIIIHOTON U
PBOTOM, TOJIOBHOM 0O0JIBI0 U CITyTAHHOCTHIO CO3HAHUS. YKa3aHHAs CUMIITOMATHKA
MCYE3aeT NOCJIe YMEHbUIEHU 103bl npenapara. [lyM B yliax MOXET MOSBIISITHCS
npu xkoHnentpanun ACK B masme kposu ot 150 1o 300 mxr/mi. bonee Tspkemnbie
CUMITOMBI MposiBIsAOTCS Tpu KoHneHTpauuu ACK B miazme kpoBu Bbeie 300
MKT/MJI.

OCHOBHBIM IIPOSIBJIEHUEM OCHIPOIl UHMOKCUKAYUU SBISIETCS TSHKEIIOE HAPYLIEHUE
KHCJIIOTHO-OCHOBHOI'O COCTOSIHMSI, MPOSIBJICHHS KOTOPOTO MOTYT BapbHpOBAaTh B
3aBUCHMOCTH OT BO3pacTa MalKueHTa U CTENEHU TSKECTU MHTOKCUKALMKU. Y JeTen
HamOoJiee TUIIMYHBIM SIBIISIETCS Pa3BUTHE MeTaboianyeckoro amunos3a. [lockomabky
ckopocTh BecackiBaHUsl ACK MOXKET CHMXKaThCs M3-3a 3aMEIJIEHHOTO OTIOPOKHEHUS
XKeaynka, oOpa3oBaHUsSI KOHKPEMEHTOB WJIM IpUEMa MpEenapaTroB, YCTOMYUBBIX K
JEHUCTBUIO KETYTOYHOTO COKA, HENB3SI CYUTh O TSHKECTH MHTOKCUKAILIUU TOJIBKO MO
M3MEHEHUIO KOHIICHTPAIIMHU CATUIMIATOB B IJIa3Me KPOBH.

Huxe mpencTaBieHbl CHUMITOMBI M 1a00OpaTOpHBIE TaHHBIE B CIIy4ae OTPaBICHUS

caJimouiaaTaMi U MCPhbI TepaHGBTI/I‘{CCKOﬁ ITIOMOIIIH.
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Cumnmombi Jlabopamopnvie Mepui mepanesmu4ecko
nepeoo3uposKu U UHCMPYMEHMAbHble|HOMOWU
OaHHble
Om _neckoii 0o cpeoHeii Kenynounsiii JaBax,
cmenenu msasicecmu MHOTOKPATHBIH npuem
aKTUBUPOBAHHOTO YT,

dbopcupoBaHHBI  LIEIOYHOU

INype3
Taxumnno?s, Ankanemus, ankanypusi |BoccranoBnenue BOJIHO-
TUIIEPBEHTUIISILS, AJNEKTPOJIUTHOTO OallaHca u

PECTIUPATOPHBIN AJIKAJIO3

KHCJIOTHO-OCHOBHOI'O

COCTOSIHUS
[Ipody3Hoe
IMOTOOT/IETICHHE
TomHoTa, pBOTA
Om cpedueri 0o msocenou Kenynounslii JIaBaX,
cmenenu MHOTOKPATHBIN puemM
aKTUBHPOBAHHOTO yIIIA,

dbopcupoBaHHBIA  IEJTOYHOU
Uype3; B THKEIBIX CIIydasx

reMoanajini

PecrimpaTopHsblil ankanos ¢

Anmaemus, alyrypus

BoccranoBneHnue BOJHO-

KOMIIEHCATOPHBIM DIIEKTPOJIMTHOrO OajaHca U
METa00JINYECKUM KHCJIOTHO-OCHOBHOI'O
anua030M COCTOSIHUS

['mnepnupekcust  (kpaiiHe Boccranosnenue BOJIHO-
BBICOKAs TEeMIIEpaTypa 3JIEKTPOJIMTHOrO OanaHca U
TeJa) KHCJIOTHO-OCHOBHOT'O

COCTOAHUA
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Hapymenus npixanus:
oT TUNEPBEHTUIISIIUN
HEKapJMOTEHHOT0  OTEKa

JICTKHUX

JI0  YTHETEHUS

JbIXaHUs, aC(HUKCUU

Hapymenuss co cTOpoHBI

CEPACYHO-COCYAUCTON

CUCTEMBI: OT HApPYLICHUS
puTMa cepaua,
apTepUalbHOMN

TUIIOTCH3UKU 1O YIHCTCHHA

CEpIICUHOM JEATEIIbHOCTU

N3menenne
apTEepUAIIBHOTO

naBieHust, DKI

Hapymenus BOJHO-|[ ' Mnokanuemus, Boccranosienue BOJIHO-
ANEKTPOJIUTHOrO OajlaHca:|TUIIEpHATPUEMUS, ANEKTPOJIUTHOrO OajlaHca u
JleruipaTanus, TUIIOHATPUEMUS], KUCJIOTHO-OCHOBHOI'O
HapylICHUE GbyHKUMY |HapyIeHHEe  (YHKIUU |COCTOSIHUS
IIOYEK  OT  OJUI'YPHUH|IIOYEK
BIUIOTb 10  PAa3BUTUI
MMOYEYHOU
HEJIOCTaTOYHOCTH
Hapymenne merabonusmal|l uneprivkemus,
TIFOKO3BbI, KETO3 TUITOTJINKEMHUS
(ocobeHHo 'y gmerei),
KETOalM103

[Ilym B ymax, rimyxora

JKenyno4yHO-KuIIEYHbIE

KPOBOTCUYCHUA
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I'emaronmornyeckue VY nnunenue
HapYIICHUS: OT|IPOTPOMOMHOBOTO
WHTUOMPOBAHUS BpPEMEHH,

arperaiii  TpOMOOIIMTOB|TUIIONTPOTPOMOMHEMUS

A0 KoaryJiornatTuu

Hesponoruueckue

HapyLIEHUs: TOKCUYECKas
sHIIEaTOmaTHS u
yrauerenne Qyukiuu [[THC
C  NpOSBIECHUAMH  OT
COHJIMBOCTH, CIIyTaHHOCTH

CO3HaHuUA OO0 KOMBI H

CyZlopor

Jleyenue

JledeHre MHTOKCHUKAIIMU MPOBOJUTCS B COOTBETCTBUU C MIPUHATHIMU CTaHIAPTAMHU
Y 3aBUCUT OT CTEICHU TSYKECTHU MHTOKCUKAIIMU U KIIMHUYECKON KapTUHBI U JOJHKHO
OBITh HAMPABIICHO TJIAaBHBIM O0pa30M Ha YCKOPEHHUE BBIBEICHHsS Ipemapara u
BOCCTAHOBJICHHE  BOJIHO-AJICKTPOJIMTHOTO 0ajaHca ©  KHCJIOTHO-OCHOBHOI'O

COCTOSAHHUA.

5. ®APMAKOJIOTUMYECKHUE CBOUCTBA

5.1. dapmakoauHAMHYEeCKHE CBOMCTBA
dapMakoTepareBTUIECKAs IPyNIa: aHTUATPETAHTHOE CPENCTBO.
Kon ATX: BOIACO06

MexaHusM JencTBus, hapMakoauHaMudeckue d3hdeKTh

B ocHoBe mMexaHH3Ma aHTHArperaHTHOrO JEUCTBHS AlleTHIICATUIIUIOBONM KUCIOTHI
(ACK) nexur HeoOpatumoe HHruOMpoBaHue 1ukiaookcurenassl (L[OT-1), B
pe3yibTaTe 4ero OJOKUPYETCsl CUHTE3 TPOMOOKCcaHa Az M TOJABISIETCS arperaius

TPOMOOIIMTOB. AHTHArpeTraHTHBIN (P eKT Hanbosee BeIpakeH B TPOMOOIIUTAX, TaK
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KaK OHU HE CIIOCOOHBI TOBTOPHO CUHTE3UPOBATh LIUKIOOKCUTeHa3y. Cunraercs, 4To
ACK uMeer U Japyrue MexaHU3Mbl MOJABICHHS arperaiuy TPOMOOLMTOB, YTO
pacimpser 00JacTh €€ IPUMEHEHUS TP Pa3IMYHBIX COCYIUCTHIX 3a00I€BaHUSAX.

ACK oOka3plBaeT TakXke IPOTUBOBOCHAIMTEIBHOE, aHAIbBrE3UpyloLlee U

YKApONIOHMKAOIEE IEMCTBHUE.

5.2. PapMakoOKHHeTHYECKHE CBOIICTBA

AOcopO1us

[Tocne mpuema BHyTph ACK OBICTPO M MOTHOCTBIO BCACHIBACTCS M3 JKEIYIOYHO-
kumeynoro tpakta (OKKT). Bo Bpems u nocie BcacwiBanust ACK mpeBpariaercs B
TJIABHBIA METa0OJIUT — CaJUIIMIOBYIO KUCIIOTY. BeiencTBue TOro, 9Tto TabiIeTKH
MOKPBITHI KUCJIOTOYCTONUMBOM 000710ukoi, ACK BbICBOOOKIAETCS HE B HKEIYAKE,
a B LIEJIOYHON cpe/ie IBCHAAATUIIEPCTHON KUK, MakcuMalibHasi KOHIICHTpaIus
aleTWICATUIIMIOBOM  KUCIOTBI B miazMe  KpoBU  (Cmax)  JOCTHTAETCA
npuOIM3UTENIbHO Yepe3 2—7 4YacoB IMOCie NpueMa TalJIeTOK, TakuM o0pa3oM,
abcopOrust ACK B popme TabIeTOK, MOKPHITHIX KUIIEYHOPACTBOPUMON 000TI0UKOM
3aMejJIeHa M0 CPaBHEHHUIO C OOBIYHBIMU TalJeTKaMu (0€3 KUIIEUHOPACTBOPUMOMN
000JI0YKN).

[Ipu ofHOBpEMEHHOM IIPUEME C MHUILIEH OTMeuaeTcs 3aMmeienre BcacbiBanuss ACK
0e3 BIMsHMS Ha CTENEeHb BcackiBaHusl. bosee Hu3Kkas ckopocTh adbcopOinu TabaeTok
ACK, MOKpPBITHIX KHUIIEYHOPACTBOPUMOM 00O0JIOUKOW, HE BIHSIET HA SKCIO3ULIUIO
ACK B ma3me KpoBH U €€ CIIOCOOHOCTh HHTHOMPOBAThH arperaiuio TpPOMOOIIUTOB
NpU JUTUTEILHON TEepanvuu HU3KUMHU Jl03aMUu mpenapara. TeM He MeHee, YyTOObI
o0ecreunTh MaKCUMaJbHYI) YCTOWUMBOCTH TabjeTok coxaepxammx ACK B
KEJyIKe, peKOMEHyEeTCs NPUHUMATh npenapar 3a 30 MUHYT 10 mpuema MUIIH,
3anuBasi OOJIBIITUM KOJUYECTBOM KUAKOCTH (cM. pazaen 4.2.).

Pacnpenenenne

ACK ¥ canuuuioBasi KUCJIOTa B 3HAUUTEIbHON CTENEHU CBA3BIBAIOTCS C OEIKaMU
IU1a3Mbl KPOBH M OBICTPO pacrpenessitorcss B opranuzMe. CaauuuioBasi KUCIOTa

MIPOHUKAET Yepe3 MIALEHTY U BBIACISIETCS C TPYJIHBIM MOJIOKOM (cM. pa3aen 4.6.).
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buorpanchopmanus

OcHoBubIM MeTaOoimToM ACK sgBnsgercs camuumiaoBas Kuciaora. MetaOoyusm
CaJUIUIIOBOM  KHCJIOTBI ~ OCYILIECTBIISIETCSI B IEUEHH C  0oOpa3oBaHUEM
CaJUIIMPYJIOBOM KHUCIOTHI, (PEHOJBHOTO TJIIOKYPOHHA CAJUIMIOBOW KHCJIOTHI,
CAIIMLIWITIIFOKYPOHH1Aa U TEHTUCYPOBOU KUCIIOTHI.

DIUMUHAIIUSA

BriBeneHue calMIMIOBOM KHUCIOTHI SIBJIETCS J0303aBUCHUMBIM, TOCKOJIBKY €€
METa0OJIM3M OTPAHWYCH BO3MOXKHOCTSAMH (PepMEHTaTHBHOW cucTeMbl. [lepmon
MOJIYBBIBEAEHUS COCTABISAET OT 2—3 yacoB npu npuMmeHeHun ACK B HU3KUX J103ax
U 10 15 4acoB mpu NpUMEHEHHH B BBICOKHMX A03ax. CanuiuioBas KHACIOTa U €e
MEeTa0OIUTHI BBIBOJISITCA TJIaBHBIM obpazom MMOYKAMMU. Cornacno
(bapMaKOKMHETHYECKUM JaHHBIM, OTCYTCTBYET KIMHUYECKH 3HAUMMBbIE OTKJIOHEHUS

Ha KpUBOM KOHUEeHTpauus-n03a npu npueme ACK B nose ot 100 mr go 500 mr.

6. DAPMAIEBTUYECKHUE CBONCTBA
6.1 IlepeyeHb BcrOMOrarTe/JbHBIX BelleCTB

TDOM6OHOJI HOJIBd)aDMa, 75 wmr, TaOJICTKU KHINICYHOPACTBOPUMBIC, ITOKPBITBIC

000J104KOH

[{eu1r0103b61 TOPOLIOK,

Kpaxman Kykypy3HbIH,

Kap6okcumernnkpaxmain Hatpus (tun C).

Obonouka:

['unpomenosa,

TpudTHnuTpar,

Axpui-u3 0enblil (KHIIEYHOPACTBOPUMOE MOKPBITUE): METAKPUIIOBOM KHUCIOTHI U
sTuiakpuiara conoiaumep [1:1], Tanbk, TMTaHAa TUOKCHJ, HATpUS Jaypuicyibdar,
KPEMHHUS TUOKCU KOJUIOUAHBIN, HATPUS TUAPOKApOOHAT.

TDOM6OHOH HOJIBd)aDMa, 150 MTI, Ta0JICTKHU KHINICYHOPACTBOPUMBIC, ITOKPLITHIC

000JIOYKOH

[{eJu1r010361 TOPOILIOK
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Kpaxman kykypy3HbIU

KapOokcumerunkpaxman Hatpus (tum C)

Obonouka:

['unpomeniosa

TpusTriuurpar

Axpuin-u3 0enbiii (KUIIEYHOPACTBOPUMOE TOKPHITHE): METAKPHIOBON KHUCIIOTHI U
sTHIIakpuiiata cononumep [1:1], Tanpk, TUTAaHA TUOKCUJI, HATPUSA JIAypHICYIbQarT,

KpCMHUA TUOKCHUA KOJ'IJ'IOHI[HBIfI, HaTpuig FI/II[pOKap6OHaT.

6.2 HecoBMecTHMOCTH

He npumenumo.

6.3 Cpox roaHocT# (CPOK XpaHeHUs1)

3 rona.

6.4 Oco0Oble MepbI NPEIOCTOPOKHOCTH NPU XPAHEHHH

XpaHuth Opu Temmepatype He Bbiie 25 °C.

6.5 Xapaxrep u coaep:KkaHHe NEPBUYHON YIIAKOBKH
ITo 10 Ta6nerok B Oaucrep u3 ¢onsru An/IIBX/TIBIAX.
ITo 3, 5 unu 6 61UCTEPOB BMECTE € JTUCTKOM-BKJIAJIbIILIEM ITIOMELIAIOT B KAPTOHHYIO

MaYKYy.

6.6 OcoObie Mepbl NPETOCTOPOKHOCTH NPH YHUUYTOKEHUH MCIOJIH30BAHHOIO
JIEKAPCTBEHHOI'0 NMpenapara Wil 0TX0J0B, MOJY4YeHHBIX MOCJIe MpPUMeHEeHUs:
JIEKAPCTBEHHOT'0 Mpenapara u Apyrue MaAaHUIYJISINH C IPenapaTom.

Oco0Oblie TpeOoBaHUS OTCYTCTBYIOT.

7. JAEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

[Honbima
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®apmanesrrudeckuii 3aBoj «IIOJIbOAPMA» AO
ya. [lenbrunabcka 19, 83—200 Craporapa I nanbCkH.
Tenedon: +48 58 5631600

Paxc: +48 58 5622353

AJipec 2JIeKTpOHHOU MouThl: phv(@polpharma.com

7.1. IlpeacTaBuTeJib epxaTessi perucTPAIHOHHOIO YI0CTOBEPEHHUSA
[IpeTen3uu moTpeOUTENCH HAMPABIATH IO AJPECY:

Poccus

AknmonepHoe o0uecTBo «XumMuko-papmanepruyeckuii komonnar « AKPUXIH»
(AO «AKPUXIH»)

142450, MockoBckas odnactb, Horunckuii paiion, r. Crapas Kynaena, yi. Kupoga,
a. 29.

Tenedon/dakc: +7 (495) 702-95-03.

Anpec anexktponHo# outsl: info@akrikhin.ru

PGCHV6HI/IK3 ApMeHus

®apmanesruueckuii 3aBoj « I IOJIbOAPMA» AO

yia. Ilenprummabcka 19, 83-200 Craporapa I'nanbcku, [lonbina
Howmep tenedona: +995 593 212607

Anpec anexktpoHHoi moutsl: maka.ketishvili@medpol.ge

Kruipreizckas Pecriyoinmnka

[MpencraButensctBo AO «Xumpapm» B Keipreizckoit Pecy6nuke
r. bumkek, yin. OposoekoBa 52-54, 3 stax
Homep Tenedona: +996312621251

Anpec snekTpoHHOM nmouThl: pvh-kg@santo.kz

8. HOMEP PETMCTPAIIMOHHOT'O YIOCTOBEPEHMSI
JITI-Ne(000990)-(PT-RU)
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9. JATA TEPBUYHOM PETMCTPAIIMHA (IIOATBEPXKIEHUS
PETUCTPALIUN, IIEPEPETUCTPALINN).
Hara nepsoii peructpanuu: 07.07.2022 r.

10. JATA ITIEPECMOTPA TEKCTA

OOmass xapakTepHCTHKa JieKapcTBeHHOro mpemnapata Tpombomnoin [lonshapma
JIOCTYMHA Ha UH(POPMAIMOHHOM TopTaie EBpa3uiickoro 53KOHOMHUYECKOT0 CO03a B
nH(OPMAITMOHHO-KOMMYHHUKAITHOHHON ceTu «HTepHET»

http://www.eurasiancommission.org.
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