COOTBETCTBYET SKCNEPTHOMY OTYETY

ot 31.10.2025 Nz 27331

OBILASI XAPAKTEPMCTHKA JIEKAPCTBEHHOT'O TIPEITAPATA | =/ 1EHUCTE 0013)

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Acnupun Kapano, 100 mr, TabneTKH KHILIEYHOPACTBOPUMBIE, TIOKPBITHIE 000I0YKOM.

2. KAMECTBEHHBIW ¥ KOJIJMMECTBEHHBI COCTAB

JleiicTByIol1I€€ BEIIECTBO: AlleTUIICAIULIMIOBAs KUCIOTA.

Kaxxnas TabieTka KMIIEUHOPACTBOPUMAs], ITOKPHBITast 0007049Koi, coaepkut 100 Mr arneTuicaim-
[UJIOBOM KUCIIOTHI.

BcnomoratenbHbie BelllecTBa, HAJUYME KOTOPBIX HAJAO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpuid (cM. pazzaen 4.4.).

[TonHbli IepeueHb BCIIOMOTATEIbHBIX BEIIECTB MPUBENIEH B pasee 6.1.

3. IEKAPCTBEHHAS ®OPMA
TabneTku KUIIEYHOPACTBOPUMBIE, TOKPBITHIE 0O0T0UKOIA.
Kpyribie 1BOSKOBBIMYKIIbIe TAOJIETKH OETI0T0 I[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusi K NPUMEHEHUIO

[Tpenapar Acnupun Kapano nokasan kK NpuMEHEHHIO y B3pOCibIX B Bo3pacTe 18 neT u crapiue.
- HecrabunpHas cTeHOKapAus U CcTaOUIIbHASL CTEHOKAPAUSL.
- [Ipodunaktrka noBTopHOro MH(MPApKTa MUOKAP/IA.
- [IpodunakTrka MOBTOPHOM TpaH3UTOPHOU HileMuyeckoi ataku (THIA) 1 MOBTOPHOTO HIIIe-
MHUYECKOr0 MHCYJIbTa Y MAIMEHTOB, paHee NMEePeHeCcINX HapyIIeHne MO3TOBOr0 KpoBooOpa-
LICHUA.
- IIpodpunakTuka TpOMOOTHUECKUX OCIOXHEHUI MOCJEe ONepalui ¥ MHBAa3UBHBIX BMeIlla-
TENbCTB HA cocydax (TakuX, KaKk aOpTOKOPOHAPHOE LIYHTUPOBAHHE, YHAAPTEPIKTOMHUS COH-
HBIX apTEpU, apTEPUOBEHO3HOE IIYHTUPOBAHNE, aHTMOIIJIACTUKA U CTEHTUPOBAHUE KOPOHAp-
HBIX apTEpHii, aHTUOTUTACTUKA COHHBIX apTepuil).

4.2. PexuM 103UPOBAHUS U CNIOCOO NPUMEHEHHA
PexxuM 103upoBaHus

Ipogpunaxmuxa nosmoproeo ungapkma Muokapoa, cmaduibHdas CMeHoKapous

100-300 mr/cyTku.

Hecmabunvhas cmenokapous (npu nooo3penuu Ha pazgumue ocmpo2o UHpapKma Muoxkapoa)
Hauwanmpsaas mo3a 200-300 mr (TabaeTKH HE0OOXO0IMMO pa3ioMaTh, H3MEIBUNTh HITH Pa3KeBaTh IS
0oJtee OBICTPOTO BCACHIBAHMS) TOJDKHA OBITH IPUHSITA MAIIMEHTOM KaK MOYXXHO CKOpee MOCe TOTO,
KaK BO3HHMKJIO ITOJI03pEHHE Ha pa3BUTHE OCTporo HH(papkTa Muokapaa. B nmocnenyronue 30 cyTok
nocie pa3BUTUsl MH(papKTa MUOKapa JOJDKHA nmoanepxuBarbes no3a 200-300 mr/cytku. Yepes
30 cyToK ciemyeT Ha3HAYUTh COOTBETCTBYIOIIYIO TEPAMUIO ISl MPOPIIAKTUKH TOBTOPHOTO MH-
dapkTa MHOKap/a.

Ipoghunaxmuxa noemopnot mpanzumopHou uwemuyeckou amaxu (THA) u noemoproeo uwemu-
YecKk020 UHCYIbMaA y NAyueHmos, paHee nepeHecuiux HapyueHue Mo3208020 Kpo8oooOpaueHus
100-300 mr/cyTkwu.
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IIpogunaxmuxa mpombomuyeckux o0Ci1oHCHeHULl npcie one%gwwﬁgéﬁgﬁﬁwéhgﬁéﬁbgn}%

Ha cocyoax
100-300 mr/cyTkmu.

eticmeus npu nponycke npuema 0OHOU UNU HECKOTbKUX 003 JIEKAPCMBEEHHO20 Npenapama

B ciydae mporycka 10361 €€ clieyeT NPUHATh Cpa3y MOCIE TOro, KakK MalueHT BCIOMHUT 00 STOM.
Bo u3bexanue yBoeHUs 103bI HALIMEHTY HE ClIeyeT IPUHUMATh MPOMYICHHYIO 103y Mpernapara,
ecJy pUOIMKaeTcs BpeMsl IPUEMBI CIIETYIOIIEH O3BI.

Ocobennocmu Oeticmaust 1eKapCmeeHH020 Npenapama npu nepeom npueme u npu e2o ommeHe
OcobeHHocTel NeHCTBHS Mpernapara Mpyu IMepBOM IIPUEMe U €ro OTMEHE He HabJII0AaI0Ch.

ﬂﬂumeﬂbHOCl’l’lb NPpUMEHEHUA
HpenapaT ACHI/IpI/IH Kapzu/lo npeaAHa3Ha4YCH JJIsd JUINTCIIbHOI'O IIPUMCHCHU . Z[J'II/ITCJ'ILHOCTB TCpa-

IMUHU OIIPCACIIACTCA Bpa4OM.

Oco0bIe T'pYIHIIBI NAIIMCHTOB

THayuenmoi ¢ HapywieHuem YHKYuU neveHu

[Ipenapat Acnupun Kapano mpoTHBONOKa3aH y MaMEHTOB C TSDKEIBIM HapylIeHHEeM (YHKIUU
nedyeHu. ClielyeT ¢ OCTOPOKHOCTBIO IPUMEHSATH Npenapat Acnuput Kapauo y naiieHToB ¢ Hapy-
nIeHueM (pyHKITUH MTeYeHH.

Tayuenmoi ¢ napywenuem ¢hynkyuu novex

[Tpenapat Acnupun Kapano nmpoTHBOnoka3aH y HallMEHTOB C TSHKEIBIM HapylleHUueM (yHKIUU
nouek. CinenyeT ¢ 0CTOPOKHOCTBIO IPUMEHATH npenapat Acnupud Kapauo y nanueHToB ¢ Hapy-
HIeHueM (YHKLIUHU OYEK, TOCKOJIbKY alleTHIICATMIINIIOBAsT KUCIOTa MOKET MOBBIIIATh PUCK pa3-
BUTHS TIOYEYHOM HETOCTATOYHOCTH M OCTPOH MOYCYHOI HE0CTaTOUHOCTH (CM. paszzen 4.4.).

eTH
be3zonacHocTh 1 3 pexTuBHOCTS TpUMeEHEeHUs npenapata Acnupul Kapauo y aereit u nmoxpocrt-
KOB Mitajuie 18 net He ycraHoBieHa. JlaHHbIE OTCYTCTBYIOT.

Crooco0 nmpuMeHeHus
Jl5is mpuemMa BHYTpb.

TabneTtku npenapara Acniupud Kapano xenarenbHO NPpUHUMATh KaKk MUHUMYM 32 30 MUHYT J10
e/bl, 3anuBasi OOJNBIIMM KOJIMYECTBOM BOAbI. TalNeTku He cielyeT pasziiaMblBaTh, U3MEIbYaTh
WM Pa3KeBBIBATh, JIJIST OOECTIEYeHUsT BHICBOOOXKICHUS JCHCTBYIOIIETO BEIIECTBA B IIEIOYHON
cpene IBeHaAnaTunepcTHon kumku. TabneTku npenapata Acnupus Kapano npunumarotes 1 pas
B CYTKH.

4.3. TlpoTuBOMOKA3aHUS

- 'nnep4yyBCTBUTENBFHOCTD K AlIETUIICATIMIIMIIOBOM KUCIOTE, APYTHM CATUIMIIATaM MU K JII000MY
13 BCIIOMOTATENbHBIX BEIIECTB, IEPEUYNCICHHBIX B paszzaene 6.1.

- BponxuanpHas acTMa, UHIyLIMPOBaHHASI IPUEMOM CAJIUIMIIATOB U APYTUX HECTEPOUHBIX TPO-
TUBOBOCHanuTeNbHbIX npenaparoB (HIIBII) B anamHese; coueTaHne OpOHXHATBHOM acTMBI, pe-

OUJIUBHUPYIOLICTO II0JIMII03a HOCa )51 OKOJIOHOCOBBIX masyx n HEMIEPCHOCUMOCTHU
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aleTUICAIIMIIUIOBON KUCIIOTHI.

- DPO3UBHO-SI3BEHHBIC MTOPAKEHUS JKEITYJOUHO-KUIIIEYHOTO TPAaKTa (B CTAANH 0OOCTPEHUS).

- XKenya0uHO-KUIIIEYHOE KPOBOTECUCHHE.

- 'emopparuueckuii guares.

- CouetaHHOE MPUMEHEHHUE C METOTPEKCATOM B J103¢ 15 Mr B Henento u 6oee (cM. pasaen 4.5.).
- bepemennocts (I u III TpuMecTp) U IIEpUO TPYAHOTO BCKapMIIMBaHus (CM. paszaein 4.6.).

- Tsxenoe HapyuieHUuE GYHKIIUH TOYECK.

- Tsoxenoe HapyuieHue GyHKIUH TEYCHH.

- XpoHuueckas cepaeuHas HempoctaTouHocTs [II-1V dbyHkmoHamsHOTO Kiacca mo Kiaccuguka-
nun NYHA.

4.4. OcoOble yka3aHUsl M Mepbl IPEAOCTOPOKHOCTH NPH NPUMEHEHUH
[Tpenapatr Acnupun Kapauo ciegyer NpUMEHSTh C OCTOPOKHOCTBIO NP CIEAYIOIIUX COCTOS-
HUSX:

- I'unepuyyBCTBUTENBHOCTH K aHaJIbI€TUKAM, IPOTUBOBOCIAIMTEIBHBIM IIpeNapaTam, Mpo-
TUBOPEBMATUYECKUM IIpENaparaM, a TAK)Ke aJUIEprUueCKUe peakliuy Ha APYTUe BELECTBa.

- C meramuzonom u apyrumu HIIBII (B Tom yncne uGynpodeHom, HarrpokceHom). Moryt
0CJ1a0JIATh HTHTUOUpYIOLIEee JeHCTBIE alleTUIICATUIMIOBOM KMCIOTHI Ha arperaiuo TpoM-
6ouuToB. [lanMeHThl, TPUHUMAIOIIME ALETUIICATULIMIOBYIO KHUCIIOTY, U IUIAHUPYIOLIUE
npueM Metamuzona win apyrux HIIBII, nomkHbl 00CyIuTh 3TO € Je4anum BpaduoM (CMm.
paszaen 4.5.).

- IIpu OGpoHXHMaIBHON acTMe, CEHHOM JIMXOpaJKe, MOJIMII03€ HOCA, XPOHUYECKUX 3a00JieBa-
HUSX JBIXaTEJIBHOM CUCTEMBI, a TAKXKE aUIEPTHYECKUX PEAKLUAX Ha JPYrHe BeLIeCTBa
(HampuMep, KOKHBIE peakLuy, 3y, KpanuBHUIA). ALETWICAIULIIIOBAs KUCIOTAa MOXKET
IPOBOLIMPOBATH OPOHXOCHA3M, a TaKXKe BbI3bIBATh MPUCTYIBI OPOHXMATIBHOM acTMbI WIIN
JIpyTrHe peaKyy MOBBIIIEHHON YyBCTBUTEIBHOCTH.

- SI3BeHHbIE MOPAXEHUS KEyT0YHO-KUIIEUHOTO TpaKTa B aHAMHE3€, B TOM UHCJIE XPOHHU-
YECKHUE U PELIUIMBUPYIOIINE TOPAKEHUS XKETyT0UHO-KUIIIEUHOT 0 TPAKTa WIIN KEJTyA0YHO-
KHILEYHbIE KPOBOTEUEHHUSI B aHAMHE3€.

- Ilpu HapymieHun GyHKIUH TEYESHH.

- Ilpu HapymeHnuu (yHKIMH MOYEK WIM NPU HapYIIEHUSX KPOBOOOpPAILIEHUs BCIE/ICTBHUE
MOPaKEHMSI TIOYEUHBIX APTEPUA, 3aCTOMHON CEpACUYHON HEOCTaTOUHOCTH, THIIOBOJIEMUH,
OOIIMPHOTO XUPYPrHUECKOTO BMEIIATENbCTBA, CETNICHUCA, CIIy4aeB MAaCCUBHOTO KPOBOTEUE-
HUS, TIOCKOJIBKY alleTHJICAIMLIAIIOBAST KMCIOTa MOKET MOBBIIIATE PUCK Pa3BUTHUS OCTPOM
MOYEYHON HEJOCTATOYHOCTH M HApYyIIEHUS (PYHKIMH MOYEK.

- Ilpum mpenmomaraeMoM XUPYpPrUYECKOM BMEIIATEIbCTBE (BKJIIOYAs HE3HAYUTENbHBIE,
HarpuMmep, yaaieHue 3yoa). UHruoupyroiiee 1elicTBUE alleTIICATAIIMIOBON KACIOTHI Ha
arperanuio TpoMOOIIMTOB COXPAHSAETCS B TEUEHHWE HECKOJBKHMX JHEW Mocje Mpuema, B
CBSI3M C YEM BO3MOJKHO TOBBIIIEHHE PUCKA KPOBOTEUEHHUH B X0J1€ ONIEPATUBHOIO BMeNIa-
TEJNbCTBA UJIU B MIOCJIEONEPALIUOHHOM MIEPHOJE.

- Ilpu Tspxensix Gopmax aedunuTa riaroK030-6-hochar-aeruiporenassbl aneTUICaIHINAIO-
Basl KMCJIOTa MOYKET BBI3bIBaTh I'€MOJIM3 U TEMOJIUTHYECKYIO aHeMUt0. dakropamu, KOTo-
pbI€ MOTYT MOBBIIIATH PUCK Pa3BUTHUS T€MOJIN3A, SBIISIOTCS JIUXOPAAKa, OCTPble MHPEKIUU
U BBICOKHE J03bI IIpernapara.

- Ilpu nogarpe, runepypukeMun. ANETUICAIULINIOBAs KUCIOTa B HU3KUX J103aX CHIXKAET

OKCKPCIUIO MOYEBOi1 KHCJIIOTBI, YTO MOXCET HNPHUBOAWTHL K MPUCTyIIaM IMoAarpbl Yy
3
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ManucHTOB, CKIIOHHBIX K 9TOMY 3a00JIeBaHHIO.

- Bo Il rpumectpe 6epemMeHHOCTH.
- Ilpu coueTaHHOM MPUMEHEHUH CO CIEAYIOIINMU JICKAPCTBECHHBIMU IMIpernapaTamMu (CM. pas-
nen 5.4.):
® C METOTPEKCAaTOM B J103€ MEHee 15 MI B HEZENIO;
® C aHTUKOATYJSIHTHBIMHU, TPOMOOJIIUTUYCCKUMU WU APYTUMU aHTHATPETAHTHBIMH TIpe-
naparamu,
® C JUTOKCHUHOM;
® C TUIOTIMKEMUYECKUMH IpernapaTamMu IJis MpueMa BHYTpb (MPOU3BOJHBIE CYIb(o-
HUJIMOYCBUHBI) M HHCYJIMHOM;
® C BAJIBIPOEBOU KUCIIOTOM;
® C3TaHOJOM (QJIKOTOJbHBIC HATUTKH, B YaCTHOCTH);

® C CCJIICKTHBHBIMU I/IHFI/I6I/ITOpaMI/I O6paTHOFO 3axBaTa CEPOTOHHHA.

BcnomorarensHbIe BEIECTBA

[Ipenapar Acniupun Kapauo cogepxkut meHee 1 Mmonb Hatpus (23 mr) B 1 TaGiaeTKe KUIIIEYHO-
PacTBOPUMOM, OKPBITOM 0O0IOUKOM, T. €. IO CYyTH HE COJIEPKUT HATPU.

€T’

IIpenaparsl, copepxKaiye aueTUICAIHIMIOBYIO KUCIOTY, HE JOJDKHBI IIPUMEHATHCA Y JETed U
HOJPOCTKOB IS JICUEHHsI BUPYCHBIX HH(PEKIMHA ¢ TMXopaakoil uiu 6e3 Hee 6e3 KOHCYJIbTAl|H C
BpauoM. [Ipu omnpenesneHHbIX BUPYCHBIX 3a00JIeBaHUX, B YACTHOCTH Ipunmne A, rpumnme B u Ber-
PSIHOM OCIIE CYIIECTBYET PUCK Pa3BUTUS CUHIpOMaA Pest — oueHb peaKoro, HO ONAaCHOTO AJIs )KU3HU
3a0o0s1eBaHus, TPEOYIOIIEro HEMEIJIEHHOTO MEAULIMHCKOTO0 BMEIIaTeNIbCTBA. PUCK MOXKET MOBBI-
LI1aThCs, €CIIM alCTUICATULIMIIOBAs KUCIIOTA IPUMEHSETCS B KAU€CTBE COIYTCTBYIOLLEH TEepaIuu,
OJIHaKO, IPUUMHHO-CJIEICTBEHHAs CBsI3b HE Oblia MoATBepxkaAeHa. HeykpoTumas pBoTa npu yka-
3aHHBIX 3a00JIEBaHUSIX MOXKET ObITh CUMIITOMOM cUHApoMma Pes.

4.5. B3amMmopneiicTBHe ¢ APYIrMMH J1eKAPCTBEHHbIMH NpenapaTaMu M Apyrue BHAbl B3aUMO-

NeHCTBUA

O0Ho8pemenHblLL npuem co cledyIouwuMU 1eKapCmeeHHbIMU NPenapamami nPOMuUEONOKaA3au.

- MeroTtpekcaT B J103¢ 15 Mr B Heziento U 6oJjiee: MOBBIIIEHNE FeMaTOIOTHYeCKO TOKCHYHOCTH
METOTpEKCaTa 32 CUET CHWIKEHUS MOYEUHOTO KJIMPEHCAa METOTPEKCaTa BCIIEICTBUE NIEHCTBUS
IPOTUBOBOCTIAJIUTENBHBIX MPENapaToB B OOIIEM M KOHKYPEHTHOI'O BBITECHEHMsI calldlnja-
TaMH €ro U3 CBSI3M ¢ OeJIKaMK IIa3Mbl B 4aCTHOCTH (cM. pazzen 4.3.).

B xombunayuu ¢ HudicenepeuucienHbiMU 1eKapCmeeHHbIMU Npenapamami. credyem NPUHUMAmy ¢

OCMOPOANCHOCBIO:

- Merotpekcar B 103¢ MeHee 15 Mr B HEJIENI0: MOBBIIEHNE 'eMaTOJOTNYECKON TOKCUYHOCTH
METOTpEKCAaTa 3a CUET CHWIKEHUS MOYEUHOTO KJIMPEHCAa METOTPEKCcaTa BCIIEICTBUE IEHCTBUS
IPOTHBOBOCTIAJMTENBHBIX MPENapaToB B 0OLIEM M KOHKYPEHTHOTO BBITECHEHUS CaJIMIUIIA-
TaMH €0 U3 CBSI3U C OeJIKaMU TJIa3Mbl, B YaCTHOCTH.

- Meramuzon unu HIIBII: npu ogHOBpeMEHHOM (B TE€UEHUE OJTHOTO JIHS) MPUMEHEHUH C MeTa-
muzosioM win HIIBIT (B Tom yucie nuGynpogeHoM U HaIpOKCEHOM) OTMEYAETCsl aHTarOHU3M
B OTHOUIEHMH HEOOpaTUMOro yrHeTeHus (yHKIUU TPOMOOLUTOB, OOYCIOBIEHHOTO Jei-
CTBUEM aICTIWJICATUIIMIOBON KHUCIOThL. KnumHWMYeckoe 3HaueHue maHHOTO dddekra
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HeuszBecTHO. He PEKOMCHAYCTCA COUYCTAaHHEC a emncaﬁ%m;u:u% %CJ’I(E"QI:A-' M—C-TEMI/IJ’;OJ]IOM

win HIIBII (B Tom uncie nOynpoeHoM uiid HapoKCEHOM) Y MAI[MeHTOB C BBICOKMM PUCKOM
CEpJEYHO-COCYIUCTHIX 3a00JEBaHUI M3-32 BO3MOXKHOTO CHWXKEHMSI KApAHOIPOTEKTHBHBIX
s dekToB (cm. pazaen 4.4.).

[Tpu oAHOBpPEMEHHOM MTPUMEHEHHUH C aHTUKOATYJITHTHBIMH, TPOMOOJIMUTUYECKUMU UJTH aHTHA-
I'peraHTHBIMU MpernapaTaMu OTMEUYAEeTCs YBEIUUYEHUE PUCKA KPOBOTECUEHUIA.

IIpu onnoBpemennom npumenenuu ¢ HIIBII, conepskamumm canuimiaTel, OTMEYAETCs yBe-
JMYEHHE PUCKA YJIBLEPOreHHOI0 IEHCTBUS U JKEITYyA0YHO-KUILIEYHOTO KPOBOTEUEHHUSL.
OpnHOBpeMEHHOE NPUMEHEHHE C CeJIEKTUBHBIMA MHTMOUTOpaMHu 00OpaTHOIO 3axBaTra CepoTo-
HUHA MO>KET MPUBECTH K NOBBILIEHUIO PUCKA KPOBOTEUEHUS U3 BEPXHUX OT/IEJIOB JKEIyI0UHO-
KHIIIEYHOTO TPAKTa BCIEACTBHE BOZMOKHOTO CHHEPTHYECKOT0 A deKTa.

[TnasmMeHHbIE KOHLIEHTPALNUN TUTOKCHHA YBEJIMYUBAIOTCS IIPU OJTHOBPEMEHHOM IIPUMEHEHUU
C alleTUJICAJIMLIUIIOBOM KUCIIOTOW BCIEACTBUE CHUKEHMSI €I0 TOUYEYHON IKCKPELUH.

[Tpy onHOBpEMEHHOM NPUMEHEHHUH aleTHIICATTUIMIOBOM KHUCIOTHl B BBICOKHX 033X C TUIIO-
[NIMKEMUYECKUMHU TpenapaTtaMy (MHCYJIHH, IPOU3BOIHbIE CYIb(OHUIMOUYEBUHBI) YBEIUYHBA-
€TCsl TUIOTIIMKEMUYECKUH 3 PEKT MOCIETHUX 33 CUET TMIIOITTMKEMUUECKUX CBOWCTB CaMoi
alleTUJICAIUIIMIOBOM KUCIOTHI B BBICOKHX JI033aX U BBITECHEHUS IPOU3BOAHBIX CYJIb()HOHUIMO-
YEBUHBI U3 CBSI3U C O€IKaMH IJIa3Mbl KPOBH.

[Tpu coBMECTHOM MPUMEHEHUH TUYPETUKOB C alleTUJICATUIIUIOBON KUCIOTOM B BBICOKUX J10-
3aX OTMEYAETCsI CHIKEHHE CKOPOCTHU KITyOOUKOBOW (DHUIIBTPAIIMHU B pE3yIbTaTE CHIKEHUS CHH-
T€3a MPOCTarjaHAUHOB B IIOYKAX.

[Tpu 0fHOBpEMEHHOM MPUMEHEHUU ¢ CUCTeMHBIMU ItokokopTukocrepouaamu (I'KC) (3a uc-
KJIIOYEHUEM T'MJIPOKOPTH30HA, MPUMEHAEMOro JJIsl 3aMECTUTENbHON Tepanuu npu 00Jie3HU
AnnucoHa) ypoBeHb caluIIMIIaTOB B KpoBU cHukaeTcs. [Tocne ormensl I'KC Bo3MoskHa niepe-
JI03UPOBKA CAIMLIAIIATOB BCJIECTBUE YCKOPEHHOHN MMMHUHALIMY CAJTMIUIATOB 10 AEHCTBUEM
I'KC. OnHOBpeMEHHOE IPUMEHEHUE MOXKET YBEJINYUTh YaCTOTY BOSHUKHOBEHUS JKEITy I04YHO-
KHILIEYHOTO KPOBOTEUEHHUS U SA3BBI.

[Tpu couetannn HHrUOUTOPOB aHTHOTEH3UHIpPeBpalaoiero gepmenta (AIID) c BeicokuMuU
J103aMH alleTUIICATUIIUIOBOM KUCIOThl OTMEUYAETCSl CHHYKEHUE CKOPOCTH KITyOOUKOBOU (hUIb-
TpalMy B pe3ysibTaTeé MHIMOMPOBAHMS MPOCTArIaHIMHOB, 00JaJal0IIKX COCYAOPaCIIUpSIIO-
muM aerictBueM. Kpome Toro, ormedaercst ociabiieHue aHTUTUIepTeH3UBHOT 0 3 dekra.
ITpu 0THOBPEMEHHOM IPUMEHEHHNH C BAJIBIIPOEBOM KUCIIOTON YBEITMYUBAETCS €€ TOKCUYHOCTD
3a CYET BBITECHEHUS U3 CBSI3U C OeIKaMU MJIa3Mbl KPOBU.

[Tpu npueme aneTUICATUIMIOBON KHCIOTHI B COYETAHUH C 3TAHOJIOM (AJIKOrojieM) oTMeya-
€TCsl TOBBIILIEHHBIM PUCK MOBPEXKICHUS CIU3UCTON 000JI0UKH JKEITYJOYHO-KHILIEYHOTO TPAaKTa
U yJUIMHEHHE BPEMEHHU KPOBOTEUEHUS B Pe3yJIbTaTe B3aUMHOTO ycuieHUs 3 (PeKToB aleTus-
CAJIMLIUIIOBON KUCJIOTHI U ATaHOJA.

[Tpu npyMeHEeHNN aleTUIICATUIMIOBOI KUCIIOTHI € ITpenapaTaMu, 00J1a1aloiMU YPUKO3ypH-
YeCKUM JelcTBHEM — OeH30poMapoH, mpobeHenu | (HabIoqaeTcs CHIKEHNE YPUKO3ypude-
cKoro 3¢ ¢eKTa MocaeHUX BCISACTBHE KOHKYPEHTHOTO MTOJIaBJICHUS TOYEYHON KaHaJIbIIEeBOM
HKCKpPELUU MOYEBOW KHCIIOTHI).

[Tpu oHOBpEMEHHOM NMPUMEHEHUH ALETHIICATUIMIIOBON KUCIOTHI C aHTarOHUCTAMH aJlbJ10-
CTepoHa (CIUPOHOJIAKTOH, 3IJIEPEHOH M KaHPEHOAT) MOXKET HaOMIoAaThcs OcliallieHHne uX
JIEHCTBHSI.
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4.6. @epTUIBHOCTH, 0€PEMEHHOCTH M JAKTAIH

“MEPTHOMY OTYETY

bepemeHHOCTB
NurunbupoBannue CUHTE3a MPOCTATJIAHIUHOB MOXKET OKa3bIBaTh OTPUIIATEIHHOE BO3ACHCTBHE HA

OepeMEeHHOCTh U pa3BUTHE YMOPHOHA UITH IIJI0A.

JlaHHBIE STHIEMHOIOTHYECKUX HCCIIeIOBAHUN 0 IPUMEHEHUIO HHTHOUTOPOB CHHTE3a MPOCTa-
[JIaHJUHOB Ha PAaHHUX CPOKaxX O€PEeMEHHOCTH BHI3bIBAIOT OECIIOKOWCTBO B OTHOILIEHUH PHCKA Ipe-
pBIBaHUS OEPEMEHHOCTHU U ITOPOKOB PAa3BUTHUS IUIOAA, IPEIIOI0KUTEIBHO BO3PACTAIOIIETO C YBE-
JUYEHUEM 03Bl IpernapaTa U IpOoJOJDKUTEILHOCTH JiedyeHus. JloCTynHbIe TaHHbIE HE MOATBEP-
JKIAIOT CBSA3b MEXY IPUEMOM al€TUIICAIULIMIIOBOM KUCIOTHI M YBEJIMUEHUEM PUCKA TPEPHIBAHUS
O0epemenHocTu. CylecTBYIOT NPOTUBOPEUMBBIE JAHHBIE 3MMJIEMUOJIOTHYECKUX HMCCIEA0BaHUMN
OTHOCHUTEJIBHO 3aBUCHUMOCTH MEKAY NMPUMEHEHHEM alleTHICATALIUIOBONA KUCIOTH U Ae(eKTaMu
pPa3BUTHA U101, HE MO3BOJIAIOIINE UCKIIIOUYUTD IIOBBIIICHHBIN PUCK Pa3BUTHUA ractpomunsuca. 1o
JAHHBIM MTPOCMIEKTUBHOTO MCCIeAoBaHus ¢ ydactueMm 14800 >KEeHIIMH HA paHHUX CPOKax Oepe-
MeHHOCTH (1-4-i1 Mecs11bl) He BBISIBICHO MOBBIIICHHS 1€(DEKTOB pa3BUTHSI 101 IPU TPUMEHEHUN
ALETUJICATUIIMIIOBON KUCIIOTBHI.

HccnenoBanus Ha )KMBOTHBIX IIPOJEMOHCTPUPOBAIN PENPOAYKTUBHYIO TOKCUYHOCTh alleTHIICA-
JUIUIIOBOM KUCIO0ThL. B I TpuMecTpe 6epeMeHHOCTH TPUMEHEHUE MPenapaToB, COAEPKaIINX alle-
THJICATMIIWIOBYIO KUCIIOTY, IPOTUBOIIOKA3aHO.

Bo II tpumectpe OepeMeHHOCTH calMLUIaThl MOXHO Ha3HadyaTh TOJBKO C Y4E€TOM CTPOrou
OLICHKH PUCKA M IOJIB3bI JJI MAaTEePH U IUIOJA.

KenmuHam, MmIaHUPYOMKMM OEpEeMEHHOCTD Wi Haxozsmumcs Bo 1l tpumectpe GepemeHHOCTH,
cleyeT MaKCUMaJIbHO CHU3UTH J103y AlleTHIICATULIUIOBOM KUCIOTHI U MPOJOJIKUTEIBHOCTh Jie-
YEeHUS.

B III TpumecTpe GepeMEeHHOCTH MHTHOUTOPHI CHHTE3a MTPOCTArIaHANHOB MOTYT BBI3BIBATh M0J1aB-
JICHUE COKpalICHUN MAaTKH, IPUBOJAIIECE K TOPMOKEHHUIO POJOBON JEATEIBHOCTH, YBEIIMUEHUE
BpPEMEHHU KPOBOTEUEHHUS 3a CUET aHTUArperaHTHoro 3Qgpdexra (aaxxe npu NpUMEHEHHUHN aleTUsICca-
JUIMIIOBOM KUCIIOTHI B OYE€Hb HU3KUX J103aX). Y IJ10/1a BO3MOXKHO PAa3BUTHE CEPAEUHO-JIETOYHOM
WHTOKCHKAIUH C PEXKACBPEMEHHBIM 3aKPBITHEM APTEPUATBHOTO TPOTOKA ¥ PA3BUTHEM JIETOYHON
TUIEPTEH3UH, a TAK)Ke HapylleHne (yHKIUU MOY€eK, BIUIOTh 10 Pa3BUTHS TOUYEYHON HEAOCTATOU-
HOCTH, COPOBOXKAaroIEercst MasioBoiueM. [Ipumenenne anetuiacanuunioBor kuciotsl B 1 tpu-
MecTpe OepeMEeHHOCTH IPOTUBOIOKA3aHO.

JlakTanus
Canmumuiatel ¥ X METa0OIUTHI B HEOONBIINX KOJTMYECTBAX IPOHUKAIOT B TPYTHOE MOJIOKO. DIH-

30/IMYECKHI MTPUEM CATMLIMIIATOB B MIEPUOJ TPYAHOTO BCKaPMIIMBAHHUS HE CONPOBOKIAETCS pas-
BUTHEM MOOOYHBIX peakluil y peOeHKa U He TpeOyeT MpeKpalleHus TpyIHOTO BCKapMJIMBaHUS.
OaHako npH JUIMTEIBHOM IPUMEHEHUH MPEenapaTa WK Ha3HAY€HHUH €r0 B BBICOKOM J103€ KOpMIIe-
HUE TPYABIO CIEAYET MPEKPATUTh KAK MOKHO PaHbIIIE.

DdepTUabHOCTD

OCHOBBIBasICh Ha AOCTYIIHBIX OI'PAHUYCHHBIX JAaHHBIX, KOTOPBIC ObLIH OHY6J'II/IKOB3.HBI, HCCICO0-
BaHUA C YHYaCTUCM J'IIOIICﬁ HE IOKa3aJu CTOMKOIO BIHSHHUS aHeTHHcaﬂHHHHOBOﬁ KHUCJIOTBI Ha
YXyameHue CbepTI/IJ'H)HOCTI/I, a TaKKE HET y6e}11/ITe.]'H)HBIX J0Ka3aTCJIbCTB B UCCIICAOBAHUAX HA KU-
BOTHBIX.
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XaHU3MaMHU
[Tpumenenue npenapata AcnupuH Kapano He oka3blBaeT BIMSHHE HA CIIOCOOHOCTH YIPABISATH
TPAHCIIOPTHBIMU CPEACTBAMU U pabOTaTh ¢ MEXaHU3MaMH.

4.8. HexenarejbHble peaKIuu
Pesrome mpoduiist 6e3onacHOCTH

HesxxenaTenbHble peakunu, NpeACcTaBlIeHHbIE HUXKE, TIOJYyUEHBI B BUJIE CIIOHTAHHBIX COOOIICHUN B
IpolLiecce MOCTPErUCTPALIMOHHOTO TPUMEHEHHUS MIPENapaToB, COASPKANX alEeTUIICATUIINIOBYIO
KHUCJIOTY, a TAK)K€ KIIMHUYECKUX HUCCIICIOBAHUI C allETUIICAJMLIMIIOBOM KUCIIOTOM B KAYE€CTBE UC-
CJIelyeMOro IIpenapara.

Yacrorta Bctpewaemoctu HP (HexxenarenpHbIX peakuuii) Npu TPUMEHEHUHN alleTHIICATUIIUIOBOM
KHUCJIOTBI IIPUBEACHA HIKE. YacToTa BCTPEYAEMOCTH OINPEEIIACTCS KaK:

gacto: (ot >1/100, Ho <1/10),

Hevacto: (ot >1/1 000, HO <1/100),

peaxo: (ot >1/10 000, Ho <1/1 000).

YacroTa BcTpeuaemocty HP paccuntana ToJibKO Ha OCHOBaHMU JaHHbIX ucciaeaoBanns ARRIVE
y NAlMEHTOB, noiy4asiux npenapaTt Acnuput Kapano. Uccnenosanne ARRIVE — kinnnyeckoe
HCCJIEJOBaHKE, CIIOHCOPOM KOTOPOTO sBJIsIach koMmnanus bailep, ¢ yuactuem 6270 nmanueHTos,
MOJTyYaBIIUX Teparuto npenaparoM Acnupud Kapawo B mo3uposke 100 mr, u 6276 nanueHTOB,
nosty4yaBiux 1uiane6o. CpenHssi mpoI0JDKUTEIFHOCTE MpueMa npemnapaTta Acnupud Kapano co-
craisina 5,0 et B untepsaine ot 0 1o 7 ner.

Jns HP, nomy4eHHBIX TOJIBKO B IPOLIECCE MOCTPETUCTPALIMOHHOTIO IPUMEHEHUS ITpenapara, u st
KOTOPBIX YaCTOTa BCTPEYAEMOCTH HE MOXKET OBITh OLIEHEHA, YaCTOTa BCTPEYAeMOCTH yKa3aHa Kak
«4acTOTa HEU3BECTHAY.

TabnmuHoe PE3I0OME HEXKENATCIILHBIX PEaKIINH

CucremHo-op- Yacro Heuacto Peaxo Yacrora
raHHBIi KJacc (21/100, o (=1/1000, (=1/10000, HeH3BeCTHA
<1/10) Ho <1/100) Ho <1/1000)

Hapymenust co xKeneszonedu- reMopparuye- remons®, remo-
CTOPOHBI KPOBH [UTHAs aHEeMHUA" | CKas aHeMHUSI JIHTI/GIquKaa aHe-
u  umbarude- Mus
CKOM CUCTEMBI
Hapymenust co TUIEepYYBCTBU- | aHaumakTuue- | aHadUIaKTHYE-
CTOPOHBI M- TCJIBHOCTb, JIC- | CKHUC pCAKIUU CKHH IIIOK
MyHHOG CH- KapCTBEHHAasl He-
CTEMbI MEPEHOCHMOCT®,

aJIepruaecKuit

OTEeK W aHTHO-

HEBPOTHUYECKUU

OTEK (orek

KBuHKe)
Hapymenust co | roioBokpysxe- reMopparuye-
CTOPOHBI HeEpB- | HUC CKMH  HHCYJIBT
HOM CHUCTEMBI W
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U MOYEBBIBOJS-
IUX MyTeH

nyTen

yek”, ocTpas Io-
YyeyHasl HeJocTa-

TOYHOCTBE”

BHYTPHYEPELIHOE (MOCHEAUBATE!
KpOBOTE4YEHHE"
Hapymwenust co | mym B ymax
CTOPOHBI OpraHa
ciyxa W Jlabu-
pUHTa
Hapymenuss co KapAHO-peciu-
CTOPOHEI cepaa paToOpHBIA  JUC-
Tpecc-CUHHAPOM"
Hapymenuss co reMaroma reMopparus, KPOBOTEYECHHUSI
CTOPOHBI ~ COCY- MBILIEYHOE KpO- | BO BPEMs Menu-
0B BOM3JIUSHUE [HHCKHAX HPOTIE-
Ayp
Hapymenust co | HOcCOBoe KpOBO- | 3aJI0KEHHOCTD «acCTUPUHOBAS)
CTOPOHBI JIbIXa- TCYCHUEC, PpUHUT HOCa 6p0HXI/IaJH)Ha$I
TEIBbHOM cu- acTMa
CTeMbI, OpPraHOB
IPYAHON KJIETKH
Y CPEOCTEHUS
XKenynouno-ku- | aucrernicusi, 00Jib | KPOBOTOYHBOCTE | TIep(OpaTUBHBIE | 0Opa3oBaHUE
IeYHble  Hapy- | CO CTOPOHBI JKe- | ICCeH, A3BBI W | A3BBI CIM3MCTOM | nuadyparmoro-
S — JyJIOYHO-KH- dposnn  CIu3H- 000JIOUKH  Ke- JNOGHBIX  CTPHK-
[IEYHOTO TPaKTa | CTOM  00O0JOYKH | IyJKa H ABeHa- Iyp B IPOCBETE
U B XKUBOTE, XKe- | )KeIyJKa U JIBe- | AIMATHIICPCTHON
JyIOYHO-KH- HAALATUNIEPCT- | KUIIKU KHIICHHIKa
HIEYHOE BOCIA- | HOM KHILKHU
JIeHHe, KPOBOTe-
YCHUS M3 IKEIy-
JTIOYHO-KHIIIEY-
HOTO TpakTa®
Hapymenuss co HapylIeHHEe MOBBIIIICHUE aK-
CTOPOHBI IEYEHU q)YHKIII/II/I I1€- | THBHOCTH «IICYC-
M KETICBHIBOIS- YeHH HOYHBIX» TpaH-
X myTei camMuHa3
Hapymenust co | Ko)KHasE ~ ChIllb, | KpAaTUBHUIIA
CTOPOHBI KOKU U | KOXKHBIH 3y
MOJIKOYKHBIX TKa-
HEH
Hapymenust co | KpoBOTeUEHUS HapyliecHue
CTOPOHBI TOYeK | U3 MOYETIONOBBIX byHKIIMKU  TIO-

a — CBSI3aHO C KPOBOTEUEHUEM;
0 — CcBS3aHO C TSHKETBIMU (pOopMaMu 1e(pUIIUTA TIII0K030-6-(pocdar-aernaporenassr;
B — CIIy4aM JIETAIbHOT0 MCX0/1a BCTPEUAIUCH ¢ OJMHaKoBOH yactoToit <0,1% y manueHToB, moimy-

YaloIMX Tepanuto npemnapatoM Acnupul Kapano, 1 manyueHToB, MoIy4aomux mianeoo.

_EF'TH JMY OTUETY
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T — CBA3AaHO C TSXKCJIBIMU aJlTICPTUICCKUMU PCAKITUAMMU

1l — Y TIAlIMEHTOB C HapyUICHHEM (YHKLHUH MMOYEK WM CepACYHO-COCYIUCTHIMU HAPYIICHUSIMH,
MMEIOLIMMHUCS 10 Havyala jeueHus npenaparoM Acnupud Kapauo.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 M0J03pEBAEMBIX HEXKENaTeIbHBIX pPEaKLUUAX IOCIe pPEerucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ Lellbl0 00ecleyeHns: HePepbIBHOIO MOHUTOPUHIA COOTHOLLICHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MenunuHCKUM pabOTHUKaM pPEKOMEHyeTCs
cooluiaTe O JIOOBIX MOJO3PEBAEMBIX HEKENATENbHBIX pPEaKLUsAX JIEKApCTBEHHOI'O Ipernapara
4YCpe3 HAIMOHAJIIBHBIC CUCTCMBIL COO6H.I€HI/I$I 0 HCXKCJIATCJIBHBIX PCAKIUAX IOCyAapCTB — YJICHOB
EBpa3uiickoro 53KOHOMHUYECKOr0 COK3a:

Poccuiickaa ®eoepayus

®OenepanibHas ciryx0a 1o Hax3opy B cdepe 3apaBooxpanenus (Poc3apaBuanzop)
Anpec: 109012, r. MockBa, CnaBstHcKast 1iomiaib, a. 4, ctp. 1

Tenedon ropsaeit muuuu: +7 800 550 99 03

OnekrpoHHas modra: pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

Pecnybnuxa Kazaxcman

«HauroHaIbHBIN HEHTP IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3aenuin» Komu-
TeTa MEIMIIMHCKOTO U (papMaleBTHYeCKoro KOHTpoisi MunucrepcTBa 3apaBooxpanenus Pec-
nyOnuku Kazaxcran

Anpec: 010000, r. Actana, paition baiikonsip, yn. A. Umanosa, 13 (B «Hypcaynet 2»)
Tenedon: +7 7172 23 51 35

OnekTpoHHas mouta: farm@dari.kz

https://www.ndda.kz

Pecnybnuxa benapyco

VII «LleHTp 3KCnepTU3 U UCIBITAHUI B 3[paBOOXPAHEHU
Anpec: 220037, r. Munck, ToBapuiieckuii niep., 2a
Tenedon: +375 17 231 85 14

®axkc: +375 17 252 53 58

Tenedon otaena papmakonanzopa: +375 17 242 00 29
DnexkTponHas moyra: repl@rceth.by, rceth@rceth.by
https://www.rceth.by

Pecnyonuxa Apmenus

AO3T «HayuHblii IEHTp IKCIIEPTU3BI JTEKAPCTB U MEAUIIMHCKUX TEXHOJIOTHIA UM. aKaJeMHKa 3.
["abpuernsna

Anpec: 0051, r. Epean, ip. Komuraca, 49/5

Tenedons! ropsiueii muann: +374 10 20 05 05, +374 96 22 05 05

DnexkTpoHHas moyra: Vigilance@pharm.am

http://pharm.am

4.9. Tlepeno3upoBka
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CanumuiatHas THTOKCUKaNMs (pa3BUBAeTCs MpU lipueMe éﬁé%ﬁn%ﬁ'ﬁ(ﬂ%ﬁ Hicitotst 'lrzl,:zilo:%'e

6onee 100 Mr/kr/cyTkn Ha TPOTSHKEHHHM Oojiee 4eM 2 CYTOK) MOXKET SIBUThCS PE3yJIbTaTOM
JUINTEIIGHOTO ~ yIOTPEONCHUsT TOKCHMYECKMX /03 Tpernaparta B paMKax HeNpaBHILHOTO
TEPaNeBTHUECKOTO MPUMEHEHHs Ipernapara (XpOHHYECKash MHTOKCHKAIWS) WM OJHOKPATHOTO
CJIy4aifHOTO WJIM HaMEPEeHHOTO MpHeMa TOKCUYECKOH J03bI IpernapaTa B3pOCiIbIM UIH peOEHKOM
(ocTpast ”HTOKCHUKAITH).

HCpCI[O?)I/IpOBKa 0COOEHHO OmacHa Yy NAanKMEHTOB IMOXKUJIOI'0 BO3pacTa.

CUMOTOMBI
CHUMIITOMBI XpOHUYECKOU UHMOKCUKAYUY TIPON3BOTHBIMU CATHIIMIOBON KUCIIOTHI HECTICITU (DU IHBI

Y 4aCTO AUATHOCTUPYIOTCS C TPYIOM. IHTOKCHKAIUS JIETKOM CTETICHH TSHKECTH OOBIYHO Pa3BUBa-
€TCS TOJIBKO TIOCIIE HEOHOKPATHOTO UCTIOIB30BaHUS OOJIBIINX J03 MIPerapara u MmposiBIsIeTCS TO-
JIOBOKPY’KEHHUEM, BEPTHUTO, IITYMOM B yIIIaX, ITYXOTOM, MOBBIIIICHHBIM TTOTOOTACJICHUEM, TOITHO-
TOU U PBOTOIA, TOJIOBHOI OOJIBIO U CIIYTAHHOCTBIO CO3HAHUS. YKa3aHHAs CUMIITOMATHKa HCUe3aeT
nociie yMeHbIIIeHus 036l MpenapaTa. [llyMm B ymax MoXeT MOsSBISTHCS MIPU KOHIIEHTPALMU alle-
THJICATMITMIIOBOM KHUCIIOTHI B T1a3Me kpoBu OT 150 mo 300 mxr/min. bosee Tskenple CUMITOMBI
MPOSIBJISAIOTCS TMPU KOHIECHTPALMH AlCTHJICATUIIMIOBOM KHCJIOTHI B IIa3ME€ KPOBH BBIIIE
300 MKr/miL.

OCHOBHBIM MPOSIBICHUEM OCMPOU UHMOKCUKAYUY SIBIISIETCS TSDKEJIOE HApYIICHUE KUCIOTHO-0C-
HOBHOT'O COCTOSIHUSI, IIPOSIBJICHUSI KOTOPOT'O MOTYT BapbUpOBaTh B 3aBUCHUMOCTH OT BO3pacTa Ia-
[IMEHTA ¥ CTEIICHU TSHKECTH MHTOKCUKAIMU. Y JeTel HauOoJiee THITMYHBIM SIBJISICTCS Pa3BUTHE
MeTaboIMuecKoro anuao3a. [IockonbKy CKOpOCTh BCAachlBaHUS alleTUIICAIUIIUIOBON KUCIOTHI MO-
JKET CHUKATHCS M3-32 3aMEJIJICHHOT'O OMOPOXKHEHHUSI KEIyAKa, 00pa3oBaHusl KOHKPEMEHTOB HIIU
npreMa MpenaparoB, yCTOWYUBBIX K IEHCTBUIO KETYJOUHOTO COKA, HENb3s CYAUTh O TSHKECTU HH-
TOKCHKAIIMU TOJIBKO 10 U3MEHEHHUIO KOHLIEHTPALUU CATUIMIATOB B TIa3Me KPOBH.

Jleuenne

JleueHne MHTOKCUKAIIMU MPOBOAUTCS B COOTBETCTBUU C MIPUHATHIMHU CTaHAAPTAMH U 3aBUCUT OT
CTCIICHU TSXKCCTU NHTOKCUKAIIUU U KJIHHI/I‘-IGCKOﬁ KapTI/IHI)I 1 JOJIKHO 6I>ITI) HaHpaBJ'[CHO TJIaBHBIM
00pa3oM Ha YCKOpEHHE BBIBEICHUS Mpernapara U BOCCTAHOBIEHHE BOJHO-AJIEKTPOJIIUTHOTO Oa-
JIAaHCA U KUCJIIOTHO-OCHOBHOT'O COCTOSTHHS.

Huxe npeacraBieHbl CUMIITOMBI U TA0OOpATOPHBIE JaHHbBIE B CIIy4Yae OTPABJICHUS CATUIMIIaTaMU

" MCPEIL TepaHeBTHqCCKOﬁ ITOMOIIIH.

CuMIToOMBI IEPETO3UPOBKH JlaboparopHsble u Meps!l TepaneBTHYECKON
MHCTPpYMEHTAJIbHbIE TaHHbIE MTOMOIIH
Om_nezkou 00 cpedneti cme- XKemnynounslii 1aBax, MHOTO-
NeHu masxcecmu KpaTHBI IPUEM aKTHUBHPO-

BaHHOTO VTS, (hopcupoBaH-
HBIU LIEJTOYHON Inype3

TaxumHod,  TUNEPBEHTHIIA- | AJNKalIeMus, alKaIypus Boccranosnenue BOJHO-

s, ANEKTPOJUTHOTO Oananca u

pecIMpaToOpHBIN aTKaIo3 KHCIIOTHO-OCHOBHOTO COCTOSI-
HUAA.

[Ipo¢y3Hoe morooTaeneHe

TowmHoTa, pBOTa
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Om_cpedneii 0o mscenou
cmenenu

ey e
WL

O R R Tt S0

KpaTHBI IIPUEM aKTUBUPO-
BAaHHOTO YIS, (OPCHUPOBAH-
HBIW IIEJIOYHOM IUYpE3; B TA-
XKEJIbIX CIIy4asiX FeMOANAIIN3.

PecniupaTopHsblii - ankano3 ¢
KOMITEHCATOPHBIM MeTabou-
YECKUM alli1030M

Anmaemus, aluaypus

Boccranosnenne BOJHO-
SJICKTPOJHUTHOI'O OajmaHca u
KHCJIOTHO-OCHOBHOI'O COCTOA-

HH.

I'unepnupexcust (kpaiiHe BbI-
COKasl TeMIiepaTypa Tena)

BoccranoBnenue BOJIHO-
ANEKTPOJIMTHOTO OallaHca u
KHCIIOTHO-OCHOBHOTO COCTOSI-

HUA.

Hapyiienus npixanus: or ru-
NIEPBEHTUIISILIMKA, HEKapIuo-
F€HHOTO OTeKa JIETKUX [0
YTHETCHHS JIbIXaHHSA, acHUK-

cumn

Hapymenust co cTopoHsl cep-
JI€YHO-COCYTUCTONU CHUCTEMBI:
OT HapyUICHHs pUTMa Cep/la,
apTepHalbHOM  TUIOTEH3UU
710 YTHETEHUSI CEPJICUHOM Jesi-

TCJIIBbHOCTH

HN3MeHeHue ApTCPHATIBHOI'O

nmasiennst, OKI'

Hapymennust BoIHO-3JIEKTPO-
JUTHOTO OajlaHca: erujpara-
1Us, HapyuieHue (GyHKIUU
MOYEK OT ONUTYPHH BILIOTH
JI0 pa3BUTHs TOYEYHON HEJ0-
CTaTOYHOCTH

['Mnokanuemus, TUNEpPHATPU-
€MUsl, TUIIOHATPUEMHS],
HapyleHne QyHKIMH ToYeK

Boccranosnenue BOJTHO-
ANIEKTPOJIUTHOTO OanaHca u
KHCIIOTHO-OCHOBHOTO COCTOSI-

HU.

Hapymenne  merabonusma | ['uneprivkemusi, TUIOTIHKeE-

TJIFOKO3bI, KETO3 Mus (0COOCHHO y JeTeil), Ke-
TOAIN103

Hlym B ymax, riryxorta

XKenynouHo-KuIIEYHbIE KPO-

BOTEUEHUS

I'emaronornueckue Hapymie- | YUIMHEHHEe  MOPOTPOMOUHO-

HUS: OT UHTHOMPOBAHUS ar-
peraruu TpoMOOIIMTOB JI0 KO-
aryJonaTuu

BOT'O BPEMEHH, TUTIOIIPOTPOM-
OnHeMus

Hesponoruueckue Hapyiie-
HUS: TOKCHYecKast dHIe(ano-
MaTusl ¥ yTHeTeHHe QyHKITUN
IHHC c nposiBieHusiMu ot
COHJIUBOCTH, CITyTAHHOCTH
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ot 31.10.

o TAEQCER

CO3HAHUS 10 KOMBI U CyJ0-

COOTBETCTBYET SKCNEPTHOMY OTUYETY

por)

5. PAPMAKOJIOTHYECKUE CBONCTBA
5.1. dapmakoguHAMHYeCKHE CBOHCTBA
dapMakoTepareBTHYECKas IPyIIa; aHTUTPOMOOTHUSCKHE CPE/ICTBA; aHTHATPETaHThI, KPOME T'e-

napuHa.
Kon ATX: BO1ACO06.

Mexanuswm aeiicteus U hapMmakonuHamuueckue 3O deKTol

B ocHOBe MexaHW3Ma aHTHArpEraHTHOTO JCHCTBUS ALETHJICAIUIMIIOBON KHCIOTHI JIEKHUT HEOO-
parumoe uHrnOupoBanue 1ukiIookcurenassl (IIOI-1), B pe3ynbraTe 4yero OJIOKHPYETCsS CHHTE3
TpoMOOKcaHa A ¥ TTOJABIISICTCS arperamus TpOMOOIIUTOB. AHTHArperanTHbIN AP dekT Hanbonee
BBIpaXXEH B TPOMOOILIUTAX, TaK KaK OHU HE CTIOCOOHBI TOBTOPHO CUHTE3UPOBATh IIUKIOOKCUTEHA3Y.
CuuTaercs, 4TO aleTHJICATUIIMIOBAs KUCI0Ta UMEET U JIPYyTrue MEXaHU3Mbl MOJJaBICHUS arpera-
MU TPOMOOILIUTOB, YTO pacIIUpPsIET 00IACTh €€ MPUMEHEHUS MPU PA3TUYHBIX COCYTUCTBIX 3200-
JICBaHUSAX.

AUETHIICATTUIIIIIOBAS KUCIIOTA OKA3bIBAET TAKXKE MPOTUBOBOCHAIUTENIFHOE, aHATIBI€3UPYIOIIEE U
JKapOIIOHMIKAIOIIIEE ICHCTBHE.

5.2. ®dapMakoKHHeTH4YeCKHe CBOICTBA
AOGcopOuus

[Tocne npuema BHYTpb alleTHIICAIMIMIIOBAS] KUCIIOTA OBICTPO U MOJHOCTHIO BCACBHIBACTCS U3 Ke-
aynouHo-kumeyHoro tpakta (OKKT). Bo BpeMs u nmocie BcachlBaHUS alleTHIJICATIMIIMIIOBAs KHUC-
JI0Ta IpeBpaIlaeTcs B IJIaBHbII METa0OIUT — CAIMLMIOBYIO KUCIO0TYy. Beneacrsue Toro, uto Tabd-
JIETKU TOKPBITHI KUCIOTOYCTONYMBOW OOOJIOUKOM, alleTUJICAIMINUIOBAs KUCI0Ta BbICBOOOXKIa-
€TCs HE B JKEIyJIKE, a B HIEJIOYHON Cpelie ABEHAATUIIEPCTHON KNIIKHA. MaKkcuManbHas KOHIICH-
TpaLus aleTUICAIULINUIOBON KUCIOTHI B MmiazMe KpoBH (Cmax) JOCTUraeTcs MpUOIU3UTENBHO Ye-
pe3 2—7 yacoB mocie nmpuema TableToK, TaKuM o0pa3oM, abcopOuus aleTUICaTuIUIOBOH Kuc-
J0THI B (hopMe TabJIETOK, MOKPHITHIX KUIIEYHOPACTBOPUMOI 000JI0YKOM, 3aMe/JIeHa M0 CpaBHe-
HUIO C OOBIYHBIMU Ta0sieTKaMH (€3 KHILIEYHOPACTBOPUMOI 000JI0UKN).

ITpu 0THOBPEMEHHOM IIPUEME C MUILENH OTMEYAETCS 3aMEIJICHUE BCAChIBAHMSI all€THIICATULINIIO-
BOM KUCJIOTHI 0€3 BIUSHUS Ha CTENIeHb BCachIBaHUs. boiiee HU3Kas cCkopocTh abcopO1nu TabIeToK
AlETUJICATUIIMIIOBON KUCIIOTHI, MOKPBITHIX KUIIIEUHOPACTBOPUMOI 000I0YKOI, HE BIMSIET HA 3KC-
MO3UIUIO AlleTHJICATMIIMIOBON KUCIIOTHI B IUIa3Me KPOBHU U €€ CIOCOOHOCTh MHTMOUPOBATh arpe-
raiuo TpoMOOIIMTOB NpPU JJIMTENBHON Tepanuy HU3KUMH J103aMU Ipenapara. TeM He MeHee,
4T00BI 00EeCIeYnTh MAaKCUMAIIbHYIO YCTOWYMBOCTH TabsIeToK npenapata Acniupun Kapano B xe-
JTyJKe, PEKOMEHyeTCsl MPUHUMATh Ipenapar 3a 30 MUHYT 710 TpHeMa MUILH, 3a1iBasi O0JIbIINM
KOJIMYECTBOM KHIKOCTH (CM. pa3zen 4.2.).

Pacnopenenenune

AneTHIICaTUITAIIOBAs KUCTIOTA M CATMIIMIIOBAs KMCJIOTA B 3HAUUTEILHON CTETICHU CBS3BIBAIOTCS C
OesKkaMu TUTa3Mbl KPOBH M OBICTPO pacipenessitoTcst B opranu3mMe. CaauiuioBasi KHCI0Ta TPOHHU-
KaeT yepes IUTAIEHTY M BBIIEISIETCS C TPYIHBIM MOJIOKOM (cM. paszen 4.6.).
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Bbuorpancdhopmarims

OCHOBHBIM META0OIUTOM all€THIICATHIIMIOBON KHCIOTHI IBIIAETCS CAIHIIIIOBasd KUcioTa. Mera-
00JIM3M CATUIIUIIOBOM KHCIIOTHI OCYLIECTBIISETCS B IEUEHH ¢ 00pa30BaHUEM CATMIIUPYIIOBOM KHC-
J0THI, (DEHOJIBHOTO TIIOKYPOHUAA CATHIIMIOBON KUCIOTHI, CATMIWITIIOKYPOHUA U TEHTUCYPO-
BOM KHCIJIOTEI.

OIMMUHALMSA
BriBeneHne canuImIoBO KUCIIOTHI SIBIISIETCS JJ0303aBHCUMBIM, TIOCKOJIBKY €€ MeTa00IM3M Orpa-

HUYCH BO3MOKHOCTSIMU ()epMEHTATHUBHOM CUCTEMBI. [Iepro/1 TomyBBIBEICHUS COCTABIISIET OT 2—3
4acoB NP NPUMEHEHUH allETUIICATUIIMIOBON KUCIOTHI B HU3KUX /103aX U 10 15 4acoB npu npu-
MEHEHHH TIpenapara B BBICOKHX 103aX. CaluIMIOBas KUCIOTa U €€ METa0OJIUTHI BHIBOJIATCS TJIaB-
HBIM 00pa3om nmoykamu. CoryiacHo papMaKOKMHETHYECKUM JIaHHBIM, OTCYTCTBYIOT KJIMHUYECKU
3HAYUMBbIC OTKJIOHEHHUSI Ha KPUBOW KOHIIEHTpPAIM-A03a TIPH IPHEME alleTUICATUIIMIOBON KHC-
J10ThI B 103€e ot 100 mr 1o 500 mr.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. IlepedyeHb BcrioMoOraTrebHbIX BellleCTB

Kpaxman KyKypy3HbIi

Lemtrono3a, HOPOLIOK

Kuweunopacmeopumas obonouxa:

MeTtakpuiioBOil KUCIIOTHI U 3TUIaKkpuiiaTa cononumep (1:1)
[Tormcopbar 80

Harpus naypuncynsdar

Tanbk

TpuaTnnurpar

6.2. HecoBmecTMMOCTDH
He npumenumo.

6.3. Cpok roqHocTH (CPOK XpaHeHHs )
5 n;er.

6.4. OcoOble Mepbl NPeI0CTOPOKHOCTH NPH XPAHEHUH
XpaHuTb 1pu Temieparype He Boiie 25 °C.

6.5. XapaxTep M coaepkaHHe NePBUYHON YIAKOBKH
[To 14 tabnerox B 6muctepsl u3 An/I1I1. 1o 2, 4 unu 7 GnucTepoB BMECTE C TMCTKOM-BKJII/IbI-
[IEM MOMEIAIOT B KAPTOHHYIO MAUYKy C KOHTPOJIEM IEPBOTO BCKPBITHUSI.

He Bce pa3meps! ynakoBOK MOTYT OBITh JOCTYIIHBI JUIsl peau3aliii.

6.6  OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YHHUUYTOKEHUH HCIOJb30BAHHOIO JIeKap-
CTBEHHOI'0 NPENapara ujM 0TX0/A0B, OJYYCHHBIX I0c/Ie IPUMEHEHHS JIEKAPCTBEHHOI0 Npe-
napara, u Apyrue MAaHUIYJISILUHU € NPenapaTom

Heuncnonp30BaHHBIN JIEKAPCTBEHHBIN NTpENapaT U OTXOABI CIENYET YHUUTOXKHUTH B YCTaHOBJIEHHOM

MOPSIZIKE.
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7. JEPKATEJIb PETUCTPAHMUOHHOI'O YAOCTOBEPEHUA
baiiep AI', Kaiizep-Bunsrensm-Amnee, 1, 51373 Jleepkysen, ['epmanus
Bayer AG, Kaiser-Wilhelm-Allee, 1, 51373 Leverkusen, Germany

7.1 llpencraBuTeib AepKaTe/isd PEruCTPANMOHHOTO YI0CTOBEPEHMsI
[IpereH3un noTpeduTeNIel HANPABIATh 110 A/IPECY:

B Poccuiickoti @edepayuu.

AO «BAMEP»

107113 Mocksa, 3-s1 Peibunckas yi., 1.18, ctp.2
Tenedon: +7 495 231 12 00

B Pecnybnuxe Kazaxcman:

TOO «baiiep KA3»

050057 Anmarsl, yn. TumupsizeBa 42, mas. 15, oduc 301
Tenedon: +7 727 258 80 40

B Pecnybnuke benapyco:
220089, r. MuHnck, np. JIzepxxkunckoro 57, nomernienue 54
Tenedon: +375 17 239 54 20

B Pecnybnuxe Apmenus.

000 «OM KU 2@ I'pyn», arent baitep AI'
0002 r. Epesan, yi. Tymansna 23, ogpuc 10,
Tenedon: +374 11 201 550

8. HOMEP PEI'UCTPAIIMOHHOTI'O YAOCTOBEPEHUSA
9. JIATA TIEPBUYHOM PETUCTPAIIMU (ITOJATBEPXKIEHWS PETMCTPAIINN,
INEPEPETUCTPALIUN)

JlaTa nepBoW perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO61mas xapakTepUCTHKa JIeKapcTBEHHOTo npenapaTta Acnupud Kapano goctynHa Ha uHGopma-
IMOHHOM TIopTajie EBpa3uiickoro 3KOHOMHUYECKOT0 cO003a B MH(POPMAITMOHHO-KOMMYHHUKAI[OH-
Holi cetn «MHTepHET» https://eec.eaeunion.org
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