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OBIIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOTI'O IIPEIIAPATA

1. HAMMEHOBAHUE JJEKAPCTBEHHOTI'O IIPEIIAPATA
Tpombomoz, 75 mr, TabNneTKu KAIIEYHOPACTBOPUMEILE, TIOKPEITEIE 000I0YKO

Tpombonon, 150 Mr, TabeTky KMILIEYHOPACTBOPHMBIE, TTOKPBITBIE 000I0YKOA

2. KAYECTBEHHBIN U KOJIMYECTBEHHBII COCTARB
HeﬁCTBy}Oﬂlee BCIIIECTBO. ALCTUIICAJIMIIMIIOBAA KHCJIOTA.

TDOMGOHOH, 73 MT, TaOJIETKH KHUIIEYHOPACTBOPHUMBIE, ITOKPBIThIE 000J0UYKOM

Kaxas TabneTka comeput aneTHICaTHIUIOBON KHCIOTHI 75 MT.

Tpomb6ormon, 150 Mr, TabneTKH KHINTEYHOPACTBOPHUMEIE, ITOKPBITHIE 000I0UKOIA

Kaxnas Tabnerka conepKuT areTHIICATHIMIOBON KACIOTHI 150 Mr.

ITonHbIH NepeYeHb BCIIOMOTraTeNbHbIX BEIECTB MpUBENCH B pazaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTkn KMIIEYHOPACTBOPUMBIE, TIOKPBITHIE 0GOJIOUKOI.

Tpomboromn, 75 mr, 150 mr

TabneTku, NOKPEITEIE KHINEYHOPACTBOPHMOM 0GONOYKON GENoro mBeTa, KpYTJIBIE,

ABOSIKOBBIITYKJIBIE,

4. KIMHUYECKHWE JAHHBIE

4.1. Iloxa3aHHsI K NPHMEHEHHIO



- IlepBuunas npodumakruka octporo uHMapKkTa MHOKapia y TalUeHTOB C
TIOBBIIIEHHBIM PHUCKOM DasBUTHs CEPJAEYHO-COCYAUCTHIX 3a00JjieBaHMi U
TIOBTOPHOI'O MH(ApPKTa MUOKAP/a;

» HeCTaOWibHas CTEHOKapaus (BKIIOYAs IOAO3DEHHE Ha PpAa3BHTHE OCTPOrO
VH(papKTa MHOKap/a) U CTaOUIIbHAS CTEHOKAP/IH;

+ NPOQUIAKTHKA HHCYIbTa (B TOM YMCIE y IALMEHTOB ¢ HPeXOISAIIHAM
HapyIICHHEM MO3rOBOIO KpOBOOOpaIeH s );

« TPOGHUIAKTHKA MPEXOJSIIEro HapyLIeHHs MO3TOBOTO KPOBOOGPAIIEHH)S;

» NpoQuIakTAKa TPOoMOOSMGONHH MOCIEe Omepaluii M  MHBA3HBHBIX
BMEIIATe/IbCTB Ha COCyZAax (HampuMmep, AaOpTOKOPOHAPHOE LIyHTHPOBAHUE,
SH/IAPTEPIKTOMHSI COHHBIX apTepHid, apTEPHOBEHO3HOE LIYHTHPOBAHHE,
AHIMOIUIACTHKA H CTEHTHPOBAHHWE KOPOHAPHBIX AapTEpHii, AHTMOILUIACTHKA
COHHBIX apTepuii);

+ TpoduIaKTHKa TPOoMO03a TITyOOKHX BEH U TPOMOOIMGOIIMH JIErO4HOMH apTepHu
M €e BeTBeH (B TOM 4YMcle, IpH IIUTETFHOM MMMOOHIM3ALUM B PE3yJIbTaTe

OOLIMPHOr0 XUPYPTHIECKOTO BMEIIATEIBCTBA).

4.2. PesxuM N03MpPOBAHHUSA H CIOCO0 NPHMEHEHHS

Pexxum 1o3upoBanus

Ilepsuunas npogunakmuxa ocmpozo ungapkma Mmuokapoa npu HATUYLUY
gaxmopos pucka:

75 Mr unu 150 Mr B CYTKH.

IIpogpunakmuka noemopnozo unpapkma, cmabunenas u HecmabunbHAA
cmeHoKapous.:

75 mr wnu 150 Mr B CyTKH.

Hecmabunvnas cmenoxapous (npu nodospenuu Ha pazeumue ocmpozo ungapkma
MUOKAPOQ): '

Onnoxpatso 300 Mr (kak MOXHO CKOpee IOCJIE TOro, KaK y MaldeHTa BO3HHKIIO

TI0/I03PEHKE HA PA3BUTHE OCTPOro UHGAPKTA MHOKap/Ia).



TabneTkn HGOGXOI[HMO pa3aoMarh, HW3MEIBYUTH HJIH PaA3KeBaTh s _Oogee

OBICTPOrO BCACHIBAHMSL.

lpogunaxmuxa  uncynoma  u npexoosaye20  HapPYWieHus  M03206020
Kpo8oobpawjeHu.:

75 mr unu 150 Mr B cyTku.

-

Ipogunaxmuxa mpombosmbonuu nocne onepayuti u UHBAZUBHBIX EMEULAMENLCE

Ha cocydax:

75 mr unu 150 Mr B cyTKu.

Ipopunaxmuxa mpombosa 2nybokux eéen u mpombosmbonuu ne2ounoi apmepuu u
ee gemeell.

75 mr w150 mr B cyTky.

Heticmeus npu nponycke npuema 00noli unu meckonvkux 003 NIeKapcmeeHH020
npenapama:

IIpumuTe NpOMyIIeHHYIO TAGNETKY cpa3y, KaK TOIbKO BCIIOMHHTE 06 3TOM, U Jajee
NpOfIoKaliTe IpHeM B OOBIMHOM pexuMe. Bo U3bexaHHe yABOCHHS 1036l He
MPUHUMAHTE MPONYIICHHYIO TabJeTKy, eClId MPHOJMKACTCS BpeMs npruemMa
clienyrouieid TabIeTKu.

Ocobennocmu deiicmeus nexapcmeentozo npenapama npu nepeom npueme u npu
€20 ommene;

Ocobennocrell neficTBHA mpemapata NMpu IEpPBOM IPHEME M €r0 OTMEHe He
Ha0JII01aJ10Ck.

Oco00E5Ie rpyImnsl NalHeHTOB

layuenmul ¢ napywenuem gynxyuu nevenu

IIpenapar TpoMGomon NMPOTHBOMOKA3aH Yy MALHEHTOB C TSHKEIBIM HapylIeHHEeM
¢ynkuuu nedenn. CiefyeT ¢ OCTOPOXKHOCTBIO NpUMEHATE  Tpomboron y
IIAIJUCHTOB C HapyLIEHUeM (DYHKITHH TIeYEHH.

Ilayuenmor ¢ napyuienuem pyurxyuu novex

[Ipemapar Tpombomos NpOTHUBOMOKA3aH y MAIMEHTOB ¢ THKEIBIM HapyLIeHHeM
dyHKkuuy mouek. CliefyeT ¢ 0CTOPOKHOCTBIO IPUMEHSTH Tpombomnon y mamuenToB

C HapyIIeHHEeM (QyHKLIHH MOYEK, IIOCKOJIBKY alleTHICAIHIIAIOBAs KHCIOTa MOJKET



NOBBIIATE PHUCK Pa3sBUTHA IMOYEYHOW HEMOCTATOYHOCTH H OCTPOM IIOYEUHOMH
HEJIOCTATOUYHOCTH (CM. paszien 4.4.).

eTH
BesonacHocTs 1 3(QpeKTUBHOCTE MpuMeHeHus npenapata TpomGomon y meteit u
ONPOCTKOB Mylaje 18 et He ycranosnena. ITpumereHue npenapara Tpom6omoi
y MalMeHTOB MJIalIe 18 JIeT MpoTHBOIIOKA3aHO.

Crioco0d npuMeHeHus

BuyTpb.

Tabnerku npenapara TpoMGOIION JKeNaTeNFHO NPUHEMATE Kak MHHHMYM 3a 30
MHUHYT [0 €[bl, 3aluBas OONBIINM KOJMYECTBOM BOABI. UTOOBI 0OGecmednTsh
BrIcBOOOXKIeHre ACK B mmIeounoi cpee ABEHANATUIIEPCTHON KUIIKH, TabJIeTKU
HE ClIe/lyeT pasjiaMblBaTh, H3MeJbYaTh WK Pa3KeBEIBATE.

Tabnerku npenapara Tpom6omon npunuMaroTes 1 pas B CyTKHU.

INpenapar Tpombonon npeaHasHa4YeH MUt ATHTETBHOTO IPUMEHEHHS.

Tabnerxu TpomGonon HMEIOT KHIIEYHOPACTBOPUMYIO O0BOJOUKY, Guaromaps
KOTOPOH pacTBOPSAIOTCS M BBIIENSIOT NEWCTBYIOIIEE BEIIECTBO B GoJlee 1eI0YHON
Cpefe [BEHAALATUIICPCTHOM KMILKH, YMEHBIIas pasipaxaromee jeicTBHe

aLETHJICATHIIAIOBOM KHCIIOTHI HA CIIU3UCTYIO 000I0UKY JKEIyAKa.

4.3. IlpoTHBOMOKA3aHMA

® ['MIepYyBCTBUTENBHOCTh K AlETHICATHLHIOBON KHCIOTE WIH JAPYTHM
CaULIUIATaM, UJIH K JF0OOMY 13 BCIIOMOTaTeNbHbIX BEIIECTB, [1EPEYHCICHHEIX B
paszneine 6.1;

® OpoHXWanbHasg acTMa, HHIYLHPOBAaHHAs IPUEMOM CAJIHIMIATOB H JPYTHUX
HECTEPOUIHBIX IMPOTHBOBOCHANMTENbHBIX IpernaparoB (HIIBII) B anmamuese;
coueTaHrne OpOHXHAIBHON aCTMbl, PELMIMBHPYIOIIErO IIOJMIIO3a HOCA U
OKOJIOHOCOBEIX Ia3yX U HenepeHocumocT ACK;

® DOPO3HBHO-A3BCHHBIC NOPaXCHMUA KEJIYJOYHO-KHUIIEYHOIO0 TpaKTa (B CTaauH

obocTpeHus);

® DOKCJIYIOYHO-KHIIECYHOC KPOBOTCYECHHE,



® reMOpparuyecKuii quares;

¢ COYCTaHHOE MPUMEHEHHE C METOTPEKCATOM B 03¢ 15 Mr B HemelTo 1 Ooree;
® Oepemennocts (I 1 Il TpumMectp);
® [MEpHOJ IPYJHOTO BCKAPMJIABAHUSE

® JICTCKMH M MOJPOCTKOBBIA BO3pacT A0 18 jer (BBUIYy OTCYTCTBHS HaHHBIX IO

sddexTrBHOCTH U Oe3omacHocTH);
® TDKEJI0€ HapylleHHe YHKIIUHA [T0YeK;
® TsKEJI0€ HapyIleHHe QYHKIIMU NeUCHH;

¢ XpOHMYECKas cepAevHas HepoctaTouHocTh [II-1V dyHKIMORATPHOTO Kiiacea o

Knaccupukanuu NYHA.

4.4. OcoOble ykazauusi H Mepbl NpeI0CTOPOKHOCTH NMPH NPHMEHEHHH
Ipeniapar TpomGomnon ciieslyeT mpUMeHSTS ¢ OCTOPOXKHOCTBIO IIPU CJIEAYIOIINX
COCTOSIHUSX:

*  IpH HOBBIIIIEHHOM 4yBCTBUTENbHOCTH K aHaJIbIreTHKaM,
TPOTHBOBOCTIANMTENIBHBIM TIperapaTaM, IPOTHBOPEBMATHYECKUM IpenaparaMm, a
TaKoKe NP aJUIEPIUYECKUX PeakluiX Ha Apyrue BellecTRa,

*  TPU S3BCHHBIX NIOPAXEHHUAX KLy JOYHO-KUIIEYHOTO TPAKTA B aHAMHE3E, B TOM
AHCJIC XPOHHYECKHE W PElMOUBUPYIOUIHE IIOPaXKeHHs JKENIyI0YHO-KHIIETHOrO
TPpaKTa HJIK JKETyA09HO-KUILIEYHbIe KPOBOTEUEHHS B aHAMHe3e,

* TpH Tojarpe, runepyprukemun. ACK B HU3KMX J03aX CHHKAET 3KCKDELIO
MOYEBOH KHCJIOTEI, YTO MOXKET IPUBOLHTE K IPUCTYIIaM ITOJArphl y MaI[HEeHTOB,
CKJIOHHBIX K 9TOMY 3a00JI€BaHHUIO;

* IpPHU HapyIIeHHH QYHKIHHA TeYeHu;

* Y HAlMeHTOB C HAapylUIeHHeM (QYHKUKMH O9eK WX Y NIALMEHTOB ¢ HAPYIIEHHEM
KPOBOOOPpAIEHHs, BO3HUKAIOIINX BCIIEICTBHE TIOPXKEHHs IOYEYHBIX apTepHH,

3aCTOMHOM  CephedyHONl  HEeZOCTAaTOYHOCTH, TMIIOBOJIEMHH,  OOLUMPHOTO

XHPYPrU4YECKOTro BMEIATEIBCTRA, CCIIicuca HIHR Clly4JacB MaCCHBHOTO



KpoBOTeUeHHs, MOCKONEKY ACK MOXeT MOBBIIATH PUCK pPasBHTHS OCTPOIL

TI0Y€YHON HEAOCTATOYHOCTH H HapyIIeHus GYHKIMH TTOYEK;

* TpH TKeNBIX (opMmax AedHIHMTA INIIOK030-6-pochar-merumporenass, ACK

MOXET BBI3BIBATE I'€MOJIU3 H FEMOJIMTHYECKYID aHEMHIO. (DaKTopaMI/I, KOTOpEIE

MOTYT MOBBIIIATE PHCK PA3BHTHA TIEMOJIM3a, SBISIOTCA JHUX0pagKa, OCTpBIC

VH(EKLHH 1 BEICOKHE J03BI TIPENapara;

* Bo II Tpumectpe GepemenHocTH;

¢ IIPpH COYETaAaHHOM IIPHMEHCHUH CO CIEAYIOUIUMH JIEKapCTBEHHBIMH npenaparaMu

(cM. pazzen 4.5.):

C METOTpEKcaToM B no3e MeHee 15 mr B Hememo. Coueranne ACK ¢
METOTPEKCATOM  CONPOBOXIAETCS  IIOBBIMIEHHON YacTOTOM  pasBUTHS
N1000YHEIX 3((HEKTOB CO CTOPOHbI OPraHOB KPOBETBOPEHHS;

e aQHTUKOATYJITHTHBIMH, TPOMOOTUTHYECKUMH 150051 JPYTUMH
AHTHAarperaHTHBIMH CPEICTBAMU;

¢ wmerammzoisoM u gApyrumud HIIBII (B ToM wumcne ubGynpodenom,
HalIPOKCEHOM), KOTOPBIE MOTYT ocnabisTh uHrubupyromiee neiicteiue ACK
Ha arperauuio TpombouutoB. [lamuentsr, npunumaromume ACK, u
IUTaHUPYIOMMeE NpueM Metamu3oja M Apyrux HIIBII, momxHB 06Cy 14T
9TO C JIeYalluM BpadoM (cM. paszen 4.5.).

C JIUTOKCHHOM;

C THIIOTTTMKEMHYECKHMH CPEJCTBAMU [JIsI MIpHeMa BHYTPh (IPOM3BOIHBIE
CynTb(OHUIMOYEBHUHEI) M HHCYIuHOM. Bricokme no3sr ACK oka3biBaroT
TUIIOTTTUKeMHYeCKHH 2(Q(eKT, 4To HeoOXOAMMO HMETb B BHAY IpH

HasHaYCHHH €€ IMalHeHTaM ¢ CaxapHbBIM ,I[HaﬁeTOM, IIOJTy4aroImuM

THITOTIMKEMHUYECKHE CPelICTRa,

C BaJILIIPOCBOU KUCIIOTOM;

C 9TaHOJIOM (AJIKOrOJIbHBIE HANUTKH, B 4acTHOCTH). IIpu coderanmu ACK c
STaHOJIOM TIOBBIIICH PUCK MOBPEXKICHHS CIM3HCTONH 00O0IOYKH JKEIyI0YHO-
KUIIETHOI'0 TPAKTa M yIUIMHEHHUS BpEMEHH KPOBOTEUEHHS;

C CENeKTUBHBIMY MHTHOMTOPaMH 0OpaTHOrO 3aXBaTa CEPOTOHHHA.



¢ ACK moxeT mpoBoLMpoBaTh GPOHXOCIIA3M, a TaK)Ke BBIBIBATH IIPUCTYIIBL
OpOHXHAILHOH aCTMBI WJIM JApYrMe peaKIUH MOBbIMIEHHOM 4yBCTBUTENIBHOCTH.
®axTopamu puCKa ABIISIOTCS HANAYKME GPOHXHANBHON aCTMBI B aHAMHE3E, CEeHHOI
JIAXOPaJKH, II0JIMII03a HOCA, XPOHUYECKHX 3a00JIeBaHIii OPraHOB JABIXaHHUS, 4 TAKKE
AIUIEPTHHECKUX PeaKUi Ha Apyrue BellecTsa (HanpuMep, KOKHBIE PEaKH, 3y,
KpaITuBHHIA).

*  Hurubupyromee neiicrerue ACK Ha arperanuio TpoMGOLUTOR COXpaHsieTcsl B
TEYEHHUE HECKOJbKUX JHEH Iocie IMpHeMa, B CBA3H ¢ YeM BO3MOIKHO ITOBBILICHUE
pHUCKa KpOBOTCYEHMH B XOJIe ONEPaTHBHOIO BMEIIATENLCTBA MIM B
TMOC/ICOTIEPALMOHHOM NepHoAe (BKJIOYAs Malble XHPYPTHYECKHE Ofepalluy,
HanpuMep ynaneHue 3y6a). Ilpuem mpemapara HeoGXOAMMO IpeKpaTHTh 3a 5—7
JHEH o mpejmoaraeMoi oIepaLuu.

* Ilpemaparsl, comepxamme ACK, He MOMKHBI HPHUMEHSTHCS y nOeteit u
MIOAPOCTKOB ISl JICUEHHUs] BUPYCHBIX MH(MEKIMH ¢ nuxopankoi uiu Ge3 Hee Ge3
KOHCYyJIbTalluy Bpaya. I1pu onpeseieHHBIX BUPYCHBIX 3a00JIEBAHUSX, B YaCTHOCTH
rpunne A, rpunne B 1 BeTpAHOH ocIie CyIIecTBYeT pUCK pa3BUTHs cHHApoMa Pes -
OY€Hb PEJIKOTO, HO OITACHOTO JJIs XKU3HH 3a00JIeBaHusA, TPEOYIOLIEr0 HEMeIJIEHHOTO
MEIUIMHCKOrO BMeINaTeNlbcTBa. PuCKk MoxeT mosslmatees, eciu ACK
NPUMEHSIETCS B Ka4yeCTBE CONYTCTBYIOLIEH Tepamuu, OAHAKO, IPUYMHHO-
CIIEZICTBEHHAs CBsI3b He OblIa moATBepxkAeHa. HeykpoTuMas pBoTa IpH yKa3aHHBIX
3a00JI€BaHHUAX MOXET OBITh CHMITOMOM CHHIpoMa Pes.

*  llpeBsimienre n0361 ACK CONpsDKEHO C PHCKOM JKENYIOYHO-KHIIEYHOIO
KpPOBOTEUEHHS.

*  Ilepenosuposka 0coGEeHHO OMACHA y MALMEHTOB TIOXKHUIOTO BO3PACTa.

4.5. BsaumopneiicTBue ¢ ApYruMH JIeKapCTBEHHBLIMH NpENapaTaMH M Apyrue
BH/bI B3aHMOJdeHCTBUA i
IIpumenenne ACK  cO  cIHefyIOIMMH  JTeKAPCTBEHHBIMHU npenapaTaMu

IIPOTHBOIIOKA3aHO:




. MertoTtpexcat B o3e 15 Mr B HeZemo | 00oJiee: IOBBIIIEHE FeMATOI0THYECKOM
TOKCHYHOCTH METOTPEKCaTa 3a CUeT CHMXKEHUS! I0YeYHOTr0 KJIMpeHca MeToTpeKcara
BCJIEJCTBHE  JEHCTBUSA IPOTHBOBOCHAIUTENBHBIX CpeIcTB B 00mEM u
KOHKYPEHTHOT'O BBITECHEHUS CAIMLMIATAMU €ro M3 CBSA3H ¢ OejJKaMH ILIa3MEl B
yacTHOCTH (cM. paszen 4.3.).

ACK B KOMOHHAIIMM C HHXENEpPEeUYHCIECHHBIMH JIEKAPCTBEHHBIMH IIperapaTaMi

CIEeAYET MIPHUHHUMATDH C OCTOPOKHOCTBH):

*  MeroTpekcar B fo3¢ MeHee 15 MI' B HelleJll0: ITOBEIIIEHHE TeMaTOJIOTHUeCKOM
TOKCHYHOCTH METOTPEKCaTa 3a CUET CHUKEHHSI MOYeYHOr0 KIIMPeHca MeTOTpeKcara
BCJIEJICTBHE JEHCTBHS INPOTUBOBOCIANMUTENBHBIX CpEICTB B 0o0IEM H
KOHKYPEHTHOTO BBITECHEHHS CATMLMIATAMH €r0 U3 CBA3H C O€JKaMM ILIa3Mbl, B
YaCTHOCTH.

e Meramuszon u HIIBII: mpu onHoBpeMeHHOM (B Te4€HHE OJHOTO JHs)
IPUMEHEHUH C MeTaMH30JIo0M M HekoTopeiMu Apyrumu HIIBIT (B Tom uwmcme
uOynpoeHOM ¥ HANPOKCEHOM) OTMEYaeTcs AaHTarOHW3M B  OTHOILEHHH
HeoOpaTUMOro yrHeTeHHUS (GYHKIHH TPOMOOIIMTOB, O0YCIIOBJIEHHOTO IEHCTBHEM
ACK. KnuHnueckoe 3HaueHue nanHoro agdexra HenssBecTHO. He pekoMeHyeTcs
coyetanue ACK ¢ meramuzonom wiu npyrumu HIIBII (B Tom gucie ubynpodeHom
WIA HalpOKCEHOM) Y MalMeHTOB C BBICOKHUM PHUCKOM CEpPAEYHO-COCYIHUCTBIX
3a00neBaHUH H3-32 BOSMOKHOI'O CHHIKEHHSI KapIUOIIPOTeKTUBHBIX 2 dexroB ACK
(cm. pazzmen 4.4.).

e TIlpu OJIHOBPEMEHHOM IPUMEHEHUH c aHTUKOATyJITHTHBIMH,
TpOMOONIUTHYECKUMH  WJIA  QHTHATPETaHTHBIMH  CPEACTBAMH  OTMEYaeTcs
YBEIIMYEHHE PUCKA KPOBOTCUCHMIA.

« Ilpu omHoBpemeHHOM mpuMeHeHMH ¢ Apyrumu HIIBII, coxepkaruMu
CaIMLUIATEI, B OOJBIINX [03aX OTMEYAeTCs YBEIWYCHHE PHUCKA YJIbLEPOreHHOTO
NEeUCTBYS U JKeTyJ0IHO-KUIIIEUHOTO KPOBOTEUEHHUS.

¢ OpHOBpeMEHHOE NPUMEHEHHE C CEJIEKTHBHBIMU HHTHOMTOpaMH OOpaTHOTO

3aXBdTd CEPOTOHHWHA MOXKET IIPUBECTH K IOBBIIICHHID PHCKa KPOBOTCUCHHA H3



BEPXHUX OTHCNIOB JKEIyTOYHO-KHILIEYHOTO TpPaKTa BCJIEACTBUE BO3MOXHOIO
CHHEpPruYecKoro s¢¢exra. -

*  IIna3menHsle KOHIIEHTpAI[UH JUTOKCHHA YBEIUYUBAIOTCS pu
oHOBpeMeHHOM mpuMeHeHHH ¢ ACK BcnencTBHe CHUMKEHHs €ro IMOYeqHOMH
HKCKPELUH.

* Ilpu omgHOBpeMeHHOM mnpuMeneHnd ACK ¢  TI'MOOIIHKeMHYECKHMHU
npenapataMu (MHCYJIMH, MPOM3BOJHBIE CYIb(OHHIMOYEBHHEI) yBEIHYUBAECTCS
THIIOTTTHKEMHYECKHN 3((EKT MOCIeqHUX 3a CYET THUIOIIMKEMHYECKHX CBOMCTB
camort ACK B BBICOKHMX /103aX M BBITECHEHHS [IPOM3BOJHBIX CYJIb(MOHUIMOIEBHHEI
U3 CBA3HU C OEIKaMHM IUTa3Mbl KPOBH.

 Ilpu coBmectHOM npumeHeHun auypetHkoB ¢ ACK B BBICOKHX 032X
OTMEYACTCS CHHIJKEHME CKOPOCTH KIyOOYKOBOM (HUIBTpallid B pPE3yJIbTaTe
CHIDKEHHS CHHTEe3a IIPOCTarIaHJUHOB B MTOYKaX.

 Ilpu OJIHOBPEMEHHOM | PUMEHEeHUH! e CHUCTeMHBIMU
rmokokoptukocrepougaMd  (I'KC) (32 HckimoueHHeM — THIPOKOPTH30HA,
[IPUMEHSEMOT0 IS 3aMECTUTEILHON Tepanuy Npu Oosie3Hu AIUCOHA) YPOBEHB
CalMIHUIATOB B KpOBH cHIXaeTcs. ITocie ormensl I'KC BozmoxkHa nepeno3npoBka
CalTUIHIIATOB BCJIEACTBHE YCKOPEHHOHN AIMMHHALKMN CATHIIHIATOB IO AeHCTBUEM
I'KC.

 Ilpu coyeraHmu HHTUOMTOPOB AHTHOTEH3HHIIPEBPAINAIOIIETO (epMeHTa
(AII®) c BeicokuMH no3aMu ACK oTMedaeTcss CHHKEHHE CKOPOCTH KJIy6OUYKOBOM
QuipTparuu B pe3yinbTaTe HMHTHOHMPOBAHHWs IPOCTArTIAHAMHOB, O0O0JIaJAOIIIX
cocymopacmMpsiomuM  aeicrsueM. Kpome Toro, ormedaercs ocnabienue
AHTUTUIIEPTEH3UBHOTO 3¢ dekTa.

¢ IIpu ogHOBpPEMEHHOM NPUMEHEHHH C BAJIBIIPOEBOM KHCIOTOM YBEIHYABAETCS]
€€ TOKCHYHOCTb 34 CYET BBITECHEHHMS U3 CBS3M C OelIKaMH IUTa3MbI KPOBH.

 Ilpu npueme ACK B codYeTaHWH C 3TaHOJOM (&JKOroJiEM) OTMEYaeTcs
IIOBBIIICHHBIN PHCK MOBPEXAEHHUS CIM3UCTOM OOOJOYKH KEIYHOYHO-KHIIEYHOrO
TpaKkTa U yJUIMHEHHE BPEMEHH KPOBOTECUEHHS B pe3yJibTaTe B3aHMHOTO YCHIIEHHS

spdextoB ACK u stanoina.



*  Ilpu npumenennn ACK ¢ npenapatamm, 061amaromumMu YPHKO3YpPHUYECKUM
medictBueM -  GeH3OpoMmapoH, mpobeHenun — (HaGuromaeTcs  CHIIKeHHe
YPHKO3YPHYECKOro a((ekra NocCneaHUX BCIIEICTBUE KOHKYPEHTHOTO II0/IaBIEHHS

T0YEYHOH KaHAbLEBOM SKCKPEIMH MOYEBOM KHUCIIOTEI).

4.6. ®epTHILHOCTH, GEPEeMEHHOCTD H JAKTALHS

bepeMmeHHOCTH

WHrubupoBatne CHMHTe3a MPOCTAIIAHAMHOB MOXET OKAas3hIBATh OTPHLATENbHOE
BO3/ielicTBHE Ha OEPEeMEHHOCTh U pa3BUTHE SMOPHOHA HITH TLIOJA.

JlaHHBIE SNIHUAEMHUONOTHIECKHX HCCICHOBAHMN [0 NPUMEHEHHIO HHIHOHTOPOB
CHHT€3a [POCTAarflaHIWHOB HA paHHUX CpOKax OEpPeMEHHOCTH BBI3BIBAIOT
0ecrOKOMCTBO B OTHOLICHWH DHCKA TNPEPHIBAHUSA OEPEMEHHOCTH | IIOPOKOB
PasBUTHA IIJIOJA, TPEATIONOMKHUTEILHO BO3PACTAIOIIETO C YBEJIMYEHHEM O3Bl
npemapata W NPOAOJDKHTEJILHOCTH JiedeHHs. JloCTymHBle  JaHHBIE He
IIOATBEPXKAAIOT CBSI3b MEXKAY I[PUEMOM aLETHICATHI[HIOBOM KHCIOTHI U
YBEIHYSHUEM PUCKa MpepriBaHus 6epeMeHHOCTH. CyLIeCTBYIOT IPOTHBOPEUUBEIE
AaHHBIE SIIHIEMHOJIOTHYECKHX HCCIIEIOBAHUH OTHOCUTEIBHO 3aBUCUMOCTH MEXKIY
IIPUMEHEHUEM aleTHICATUIIHIOBOM KUCIOTH U Ae(eKTaMH pa3BUTHs IUIOAA, HE
TIO3BOJIAIOINE HCKIIOYHTh TOBBIIMIEHHBIM PUCK pa3BUTHsA racTpoimmsuca. Ilo
AaHHBIM IEPCIIEKTUBHOIO HCcaenoBaHus ¢ ydactueM 14800 »KeHIIMH Ha cpokax
OepemenHocTd (1-4if MecsIBI) He BBIABICHO IOBBIMIEHHS Ae(peKTOB IUIOJA IIPH
IIPUMEHEHHH alleTUICATUIIUIOBOM KHCIIOTEI.

MccnenoBaHiss Ha  JKMBOTHBIX — IPOAEMOHCTPHPOBAIM  PEHpOLYKTHBHYIO
TOKCHYHOCTE ALETHUICATUIIMIOBOK KuCIOoTe. B I Tpumectpe GepemeHHOCTH
NPUMEHEHHE  IIPEenapaToB, COAEPKAIMX  AlETHICATULMIOBYIO  KHCIIOTY,
IIPOTHBOTIOKA3aHO.

Bo II TprmecTpe GepeMeHHOCTH CaHIMIATEl MOKHO Ha3HAYaTh TOIBKO C YYETOM

C'I'pOl"OI‘:I OICHKH PHCKa U IIOJB3BI JUIA MaTCpH U II0aa.
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JKenmmnam, miaHupyomuM GepeMeHHOCTD M Haxonamumces Bo II tpumectpe
OepeMEeHHOCTH, ClleJlyeT MaKCHMAIbHO CHH3UTE 703y  aleTUICATHIHIOBOM
KHCJIOTBI U MPOAOIDKATEIBHOCTD JICUSH .

B III TpumecTtpe OepeMEeHHOCTH MHIMOUTOPHI CHHTE3a IIPOCTarIaHIUuHOB MOTYT
BBEISBIBATE TIO/1aBIICHHE COKPAILCHHI MAaTKH, IIPHBOSILME K TOPMOKEHHEIO ponoBOI
ACATEIIBHOCTH, YBEIHMYEHHIO BPEMEHH KPOBOTEYEHHS 3a CUET QHTHArperaHTHOr'o
sQdexra (faxe MPU IPUMEHEHNH ALETHICATHITIIOBON KHCIOTE B OYEHb HU3KHX
fo3ax). V IUTofia BO3MOXKHO pa3BHTHE CEPACYHO-JIETOYHON HHTOKCHKALIMH C
TIPEXKEBPEMCHHBIM 3aKPBITHEM aPTEPHAIBHOIO MPOTOKA M PA3BUTHEM JIETOUHOM
THTIEPTEH3HH, & TAKXKE HapyIIeHHe QyHKLMH [0YeK, BIUIOTh 10 Pa3BUTHS OYEYHOM
HEJI0CTaTOYHOCTH, COIIPOBOXKIAIOIIIEHCS MaJIOBOJUEM. IIpumeHnenHne
aneTU/ICaTUIII0BOM KUCIoTH B III TpuMecTtpe 6epementocTr MIPOTHUBOIIOKA3aHO.

['pyHOE BCckapMIUBaHHeE

Cayuumnatel 1 MX MeTaGOMHUTH! B HEGOMBUINX KOTHYECTBAX IIPOHUKAIOT B IPYIHOE
MOJIOKO. JMHU30AMYECKHi IPHEM CAULMIATOB B IEPHO] TPYIHOrO BCKapMJIHBAHUS
HC COIpPOBOXKNACTCS PA3BUTHEM MOOOYHBIX peakimii y peGeHKa U He Tpebyer
pEKpaIIeHUs IPyAHOro BCKapmiauBaHus. ONHaKO NpPH AIUTENLHOM IPUMEHEHUH
WM HA3HAICHUN B BBICOKOH 103¢ KOPMJIEHHE TPYABIO CIIEyeT NPEeKPaTHTh KaK

MOXHO pasHsblIIe,

4.7. Biusinne Ha CNOCOGHOCTHL YNPABIATL TPAHCHOPTHBIMH CpeACTBAMH M
paboTaTh ¢ MEXaHH3MaMH
Ilpuem mnpemapatra TpomGomon He BIHMAeT HAa CIIOCOBGHOCTS YIPaBISThH

aBTOMOOMIIeM/IBIKYILUMUCS MEXaHU3MAMHK.

4.8. HexeslaTesibHBIE peaKIHU

Pesrome mpodunsg 6e30macHOCTH

He6HaFOHpHHTHBIe PCaKluu, mnpeacTaBlIeHHbIE HHYKE€, TMOJIY4YE€HBI B BH]JE
CIIOHTaHHBIX COOﬁmeHHﬁ B IIporecce MOCTPETrUCTPALIHOHHOT'O IIPUMEHECHHA

[Ipe€mmaparos, coepKalux ACTHJICATTUITHIIOBYIO KHCJIOTY, a TaKXe€ KJIMHUYECKUX
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WCCTIEIOBAaHUN ¢ aLETWICATHLUIOBOA KHCIOTOM B KauecTBe HCCIIeyeMOoro
nperiapara.

Yacrora BeTpeuaemoctu HIIP (HexelaTenbHBIX JIEKapCTBEHHBIX peaKuuii) mpu
UCIIONb30BaHUH  AlICTHIICAIMIMIOBOM KHUCJIOTHI IpHMBEIEeHa Hmke. Yacrora
BCTPEYAEMOCTH OIpPENeIIeTCs KakK:

gacro: (ot 21/100 mo <1/10),

HevacTo: (or = 1/1 000 mo <1/100),

penxo: (or =1/10 000 mo <1/1 000).

Jns HIIP, nomy4eHHBIX TONBKO B POLIECCE MOCTPErHCTPALMOHHOTO IIpUMEHEHUs
mperiapara, M ISl KOTOPHIX 9ACTOTAa BCTPEYAEMOCTH HE MOXKET OBITh OlICHEHa,
9acToTa BCTPEYa€MOCTH yKa3zaHa KaK «4acTOTa HEM3BECTHAY.

Hapywenus co cmoponsl kpoeu u numpamuyeckoii cucmemot

Heuacro: xenesoneduuurnas aneMus?®,

Penko: reMopparuyeckasi aHeMus,

HYacrora HeU3BeCTHA: reMOIHU3’, FeMOIUTHYeCKas aHeEMUSP.

Hapywenus co cmoponer ummynnoii cucmemoi

Heuacro: THIIEPYyBCTBUTEILHOCTD, JIeKapCTBEHHAas HEIEPEeHOCUMOCTh,
aIIepruyecKHil OTeK U aHTMOHEBPOTHYECKH it oTek (oTex Keunke);

Pefiko: aHaQUIAKTHYECKHE peaKiiy;

HacroTa Hen3BeCcTHA: aHA(UIAKTHYECKHI LIOK.

Hapywenus co cmoponer Heperoii cucmemol

YacTo: roJoBOKpyKEHHUE;

HewacTo: reMopparuyeckuii HHCyJIbT WM BHYTpHYEpEITHOE KPOBOTEYEHME®.
Hapywenus co cmoponsl opeana cryxa u iabupunmmvie Hapyuienus

YacTo: nu1ym B yiax.

Hapywenus co cmoponer cepoya

HacToTa Hen3BeCTHA: Kap/HO-PECIIHPATOPHEIH JUCTPECC-CHHAPOM".

Hapywenus co cmoponui cocydos

Heuacro: remaToMer;

Peiko: reMopparus, MbIIIeYHEIE KPOBOM3IHSIHMUS,
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Hacrora HensBecTHA: KPOBOTEUECHHS BO BPEMSI MEJUIIMHCKHUX HPOLIEYP.
Hapywenus co cmoponst 0bixamenvHol cucmembl, 0Op2anHoe 2pyoHoll KnemKu u
cpedocmenusn

YacTo: HOCOBOE KPOBOTEUEHHUE, PUHUT;,

HeudacTo: 3a510)X€HHOCTB HOCA,;

YacToTa HeU3BeCTHa: acIMPUHOBAs OpPOHXHMaJbHAs aCTMA.

Hapywenusa co cmoponul dcenydouno-kumeuno2o mpaxma

Hacro: nucnencus, 601Ib CO CTOPOHBI JKeNyZ0YHO-KHIIEYHOTO TPAKTa U B KUBOTE,
JKeTyTOYHO-KHIIIEYHOE BOCIAJIEHHE, KPOBOTEUEHHS H3 IKEIYI0YHO-KHIIEYHOIO
TpakTa®;

He4acTo: KpOBOTOYMBOCTE JIECEH, A3BBI H 9PO3HMH CIH3HUCTON 000I0YKH XKETyIKa U
JIBEHAI[aTUIIEPCTHOH KHIIKH;

Penko:  mepdopaTuBHBIE  A3BBI  CIM3HCTOM  OOONOYKH  Kelyaka U
JBEHaIaTUIIEPCTHOH KHIIKH.

Hapywenus co cmoponst nedenu u dcenyesuléo0auux nymeil

Heuacro: HapymeHue QyHKIUY TEYESHH;

Pejiko: oBhIIICHHE aKTUBHOCTH «IIE€YEHOYHBIX)» TPaHCAMUHA3.

Hapywenus co cmopoHbl Kodtcu u NOOKOICHbIX mKanel

Yacro: K0oXXHasl CBIITb, KOXKHBIH 3y,

Heuacro: kpanuBHHULIA.

Hapywenus co cmopoHbl nouex u Mouesuleoosuux nymeil

YacTo: KpOBOTEHYEHHUS U3 MOYEIIOJIOBBIX ITyTeH;

Pesiko: HapymeHrue QyHKIUH MOYEK”, OCTpast MOYeYHasA HEJOCTATOUYHOCTE,
Tpasmoel, uHmoKCUKayUY U OCTONACHEHUA MAHUNYAAYULL: cM. pazden 4.9.

a - CBSI3aHO C KPOBOTEUEHHUEM;

0 - cBA3aHO ¢ TSOKEIBIME opMaMu AeHIHTA TII0K030-6-hochar-nernaporeHassr;
B - CIly4ad JIETAJBLHOIO MCXOJa BCTPEUATHCH ¢ OAMHAKOBOM dactoroit <0,1% vy
NAlMEHTOB, MOIYYaIOUIUX Tepanuio NpenapaToM aleTHICATHIMIOBON KHCIOTEI, H
NALMEHTOB, MOJIyYaIOIIHX TIaIe6o;

I' = CBA3aHO C TAXKEJIBIMU aJIJIEPrH4€CKUMH PCaKIHAIMU,
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A - Y NalUCHTOB C HapyHICHHEM (bYHKI_II’IIfI IIOYCK HIH CEPACYHO-COCYTHUCTBIMH

HapylmICcHUAMH, HMCIOIIMMHCH oo HaYdalia JICHCHHUA IpenaparomMm

AleTUWICATHUIIUIOBOH KHCIOThI. -

COOGU_[eHHe O MOJO3PEBACMBIX HEXECIIATEJIbHBIX PEAKIIHAX

Baxno coo0mare o0 MOJ03peBaeMbIX HEKENATEIbHBIX pPEeakiMaX II0Cie
PETHCTpAIMK JIEKAPCTBEHHOIO Ipernapara ¢ IeNbl0 00ecledeHUs] HelPEePEIBHOIO
MOHHUTOPUHTA COOTHOIIEHHS «I10/1b3a — PUCK»  JIEKApCTBEHHOT'O  IIperapara.
MenuuuHcKHM pabOTHHKaM PEKOMEHYETCs COO0IIATh O JMFOOBIX MOI03PEBAEMBIX
HEXeJIaTeNbHBIX peaKlUAX JIeKapCTBEHHOro IMperapara 4Yepe3 HalHMOHAIBHbIE
CACTEMBI COOOIIEHHS O HEXeJaTelbHBIX peaklMiX TIOCYJapcTB — 4WIEHOB

EBpa3uiicKoro 5KOHOMHYECKOT'0 COI03a.

Poccuiickas ®eneparius

109012, r. Mocksa, CnaBsiHcKast miiomanp, a. 4, ctp. 1

QenepanbHas ciyx0a 1o Haa3opy B cdepe 3apaBooxpaneHus (PocsapaBHanzop)
Tenedounsr: +7 (495) 698-45-38, +7 (499) 578-02-30

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

E-mail: pharm@roszdravnadzor.gov.ru

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

Pecriybnuka ApMenus
Anpec: 0051, Epesan, np. Komuraca 49/4

«Hay4HBI! IEeHTp 3KCIIEPTU3EI JIEKAPCTB U MEIULIMHCKUX TEXHOJIOTHI
M akagemuka 3. ['abpuensna» AO3T

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

JnekTpoHHas moyra: admin@pharm.am

Caiit: http://www.pharm.am

Keipreickas Pecy6nmka

Anpec: 720044, r. bumikek, yia. 3-muHus, 25
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JlenapraMeHT JiekapcTBEHHBIX CPeACTB M MEJUIIMHCKUX H3Aenuit mpu M3 KP
Ten: +996 (312) 21-92-88,

Tenedon «I"opsueit muamrm» 008 800 26 26

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

OneKTpoHHas moyra: dlsmi@pharm kg

Caiir: http://www.pharm.kg/

4.9. IlepexosupoBka

CuMOTOMEI

Canuimnataas UHTOKCHKaIUs (pa3sBUBaeTCs npu npueMe ACK B jo3e 6osee 100
MI/KI/CyTKH Ha TPOTSXEHHH Gojee dem 2 CYTOK) MOXKET SIBUTBCS PE3YIbTaTOM
JUITENBHOTO yHOTPEONeH S TOKCHYECKHX /103 IIpenapara B paMKax HEelpaBHILHOIO
TEPaNeBTUYECKOr0 NPHMEHEHHs Mpenapara (XpOHHYecKas UHTOKCUKALIAS) HIIH
OXHOKPATHOTO ~ CIy4aHOTO HIIM HAMEPEHHOTO IpHEMa TOKCHYECKOH O3Bl
TpeTapata B3pOCIIBIM UM PEOCHKOM (OCTpas HHTOKCHKAIS).

CHMITOMBI XpoH U ecKoii unmoKcuxayuu IIPOU3BOJIHBIMH CAJIMI[UIOBOM KHCIOTEI
HECTIeNU(HUYHEL ¥ YacTO JHATHOCTHPYIOTCSA C TPYIOM. HuToKkcHKanus nerkoit
CTCIICHH TSDKECTH OOBIYHO pa3sBHUBACTCH TONBKO MOCTE HEOJTHOKPATHOI0
VICTIOJIB30BaHMs OONBIIMX 103 Ipenapata M IIpOsBiseTcs TOJIOBOKPYIKEHHEM,
BEPTUTO, IIMOM B yLIax, INIyXOTOH, MOBBIIIEHHBIM IOTOOT/ENEHHEM, TOLIHOTOMN 1
PBOTOH, TOJIOBHO! GOJBIO M CIlyTaHHOCTBIO COBHAHHS. YKa3aHHAS CHMITTOMATHKA
MCHE3aCT II0C/Ie yMEHbLICHUS 03Bl Npenapata. Lllym B yImax MoeT HOSBISTECS
Ipu xKoHueHTpauu ACK B mnasme kposu ot 150 10 300 MK/ Bonee taxensle
CHMITOMBI NPOSABIHOTCS Npu KoHueHTpauuu ACK B miasme kpoBu Bbime 300
MKT/MJI.

OCHOBHBIM MpOSIBIEHUEM OCMPOU UHMOKCUKAWNUU SBIISICTCS TSHKENOe HApYILEHMe
KHCJIOTHO-OCHOBHOTO COCTOSIHMSI, NPOSIBICHUS. KOTOPOIO MOTYT BaphbHpPOBATH B
3aBHCHMOCTH OT BO3pAacTa INAllMeHTa U CTENeHH TSHKECTH MHTOKCHKAuuu. Y jeTeil
HauOollee TUITMYHBIM SABJISAETCS Pa3BHTHE METAOONHISCKOro anugosa. [lockonsky

CKOpoCTh BcackiBaHusa ACK MoxeT cHHXKaTbCs U3-3a 3aMEJUIEHHOT'O OIIOPOIKHEHMS
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Kellyaka, o0pa3oBaHHsA KOHKPEMEHTOB HITH NpUEMa NpenapaToB, YCTOMYUBBIX K

JIEVCTBHIO JKEJTy TOYHOI'O COKa, HEJIb3s CYOHTB O TSDKECTH HHTOKCHKALIUU TOJIBKO I10

H3MEHEHHUID KOHICHTPAaLUX CAJIMIMJIATOB B I1asMe KpoBH.

Hioxe NPpEeaCTaBIICHBI CUMIITOMEI H na60paTopHLIe HaHHBIE B ClIy4yae OTpaBlICHHUA

CalluoiIaTaMHu U MEPEI TeparleBTUHYECKOM IIOMOIIH.

Cumnmomur Jlabopamopnuie Mepui mepaneemuueckoll
nepeoo3uposKu U uHcmpymenmanvHuie nomowu
oaHHble
Om nezkoii 0o cpedueii Kenynounsrit JIaBax,
CMEenenu msajcecmu MHOI'OKpaTHEIH IpHEM
AKTHBUPOBAHHOTO YT,

(opcupoBaHHbIi  meToYHOl

PECIIMPATOPHBIN AJIKAIIO3

auypes
TaxumHos, AnKaneMus, ankanypus |(BoccTaHoBTeHue BOJIHO-
TUTIEPBEHTHIIAIIMS, 3JIEKTPOJIMTHOTO OajlaHca ™|

KHCJIIOTHO-OCHOBHOTO

COCTOSIHHS
IIpodysnoe
IIOTOOTIEJICHHUE
TomnoTa, pBoTa
Om cpedneii 0o _msaicenoi Kenymounsrii JIaBax,
cmeneru MHOTOKpPAaTHBIN IIpUeM
g aKTUBUPOBAHHOI'O yrs,

dopcupoBanHEBIi  menouHOM
AMYPe3; B TKENBIX CIydasx

reMOIHAIN3
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Pecniuparopusrii ankanos c

Anunemus, AUy pyst

-

Boccranosnenne BOJHO-

KOMIIEHCATOPHBIM 3NEKTPOIUTHOrO Oamanca u
MeTaboInYecKUM KHCJIOTHO-OCHOBHOI'O
anuI030M COCTOSIHHS

I'mnepnupexcuss  (kpaiine Boccranosnenue BOJIHO-

BBICOKas TEMIIeparTypa

TeJa)

QJIIEKTPOJIUTHOTO Oamanca wu
KHCIIOTHO-OCHOBHOI'O

COCTOAHUSA

Hapymenus nerxanus:
oT THIIEPBEH TSI LIHH
HEKapJJUOTEHHOI0  OTeKa

JIETKHUX J0 YTHETCHUA

IOBIXaHUs, aCPUKCHU

Hapymenus co cropons:
CEepIEYHO-COCY AUCTOI
CUCTEMBI: OT HapyIIeHHs
pUTMa cepana,
apTepUalbHOMN
TUIOTEH3HU OO YIHETEHHS

CEePHAEYHOM NEeATENBHOCTH

N3meHeHue
apTepHAIBHOIO

nasinenus, DKI

Hapymenns BOJHO-
3JIEKTPOJIUTHOTO OanaHca:
Jeruapartanms,
HapyIIeHHE byHKIHMH

II04YeK oT OJINTYpPHUH

BIUIOTH [0

Pa3BUTHS
IIOYEeYHOH

HEOOCTATOYHOCTH

['unokanuemusi,
THIIEPHATPUEMUSI,
THIIOHATPUEMHSI,
HapymeHue  GyHKIuM

IIOYECK

Boccranosnenue BOZHO-
JNIEKTPOJIUTHOTO Oajanca u
KHCJIOTHO-OCHOBHOT'O

COCTOsSIHUA
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Hapymenwe mera6ommamall UTIEPTIIUKEMHUS,

IVIFOKO3BI, KETO3 THITOTIINKEMUS

(ocoGenro y  nereit),

KeToalu03
IlTym B ymax, rmyxora
Kenynouno-kumeynsre
KPOBOTEYEHUS
I'emaTtomornyeckue Y nnunenue
HApyIICHHUS OT|[IPOTPOMOKMHOBOTO
HHIHOMPOBaHMS BpPEMEHH,

arperaiyi - TpOMOOLMTOB THIIONPOTPOMOHHEMHS

JI0 KOaryJIonaTHH

Hesponoruyeckue

HapyIIEHHs: TOKCHYecKas
3HLedaIonaTus U
yraetenue Gyakuun [THC
C  TMPOABICHHAMH  OT
COHITMBOCTH, CITyTaHHOCTH
CO3HaHHS 10 KOMBI H

CyAopor

Jleuenue

Jleuenue unTOKCHKAIMH TIPOBOAUTCA B COOTBETCTBHU C TPHHSATHEIMH CTaHJapTaMH
1 3aBUCHT OT CTEIICHU TSHKECTH MHTOKCHKALMH U KITHHHIECKOMH KapTHHEI U I0JIKHO
OBITH HAIpaBICHO TIIABHBEIM 00pasoM Ha ycKopeHHe BEIBE/ICHHS IIperapata u

BOCCTaHOBIIEHHE BOI[HO-BJIGKTIJOJ'IHTHOFO Oamanca wu KHCJIOTHO-OCHOBHOTO

COCTOSIHHA,

5.  ®APMAKOJIOTHYECKHE CBOMCTBA

S5.1. ®apmaKkoaMHAMHYECKHE CBOCTEA
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®apmMakorepanesruueckas TPyIIa: aHTHArperaHTHOE CPeJCTRO.
Kox ATX: BO1AC06

Mexanuszm JIEHCTBYS, (baDMaKOI[HHaMquCKHe 3¢ deKTs!

B ocHoBe mexanusma aHTHArPeraHTHOTO JEHCTBHS AlCTUICATUIMIOBOH KHCIIOTE
(ACK) nexwur HeoOpaThmMoe VHTHOUPOBAaHHE IIMKIOOKCHIeHA3E] (DOr-1), B
PE3ylbTaTe Yero OIOKUpyeTcs cuHTe3 TpoMOoKcaHa A; u mojasisercs arperamus
TPOMOOLIUTOB. AHTHATPETaHTHbII s dexT HauGoee BBIPaXXEH B TpOMOOIHTAX, TaK
KaK OHH HE CIIOCOGHBI IIOBTOPHO CHHTE3UPOBATh LIHKIOOKCHT€HA3Y. Cuuraercs, yro
ACK umeer u apyrue mexasusmir TMONaBICHUS. arperalu TPOMGOLUTOB, YTO
PpacIvpsieT 001acTh ee MpUMeHeHHs TIPH Pa3NHYHBIX COCYTUCTBIX 3a60/IeBAHUSX.

ACK okassBaer Tamke IIPOTHBOBOCHIANIUTENBHOE, aHaNbre3upylolee u

KapOIIOHMXKAKOIIIee NeHCTBHE,

5.2. ®apmakokHHeTHYeCKHe CBOHCTBA

Abcopbuus

Iocne mpuema BayTpr ACK OBICTPO ¥ MONHOCTBIO BcackiBaeTcs U3 KEINyJ0YHO-
Knmeuroro Tpakta (XKKT). Bo Bpems u mocie BeacbiBanus ACK npesparmaercs s
IJIaBHBIA MeTabonuT — CalMIMIOBYIO KHCIOTY. Benencreue Toro, yro TabseTku
ITOKPBITEI KHCIIOTOYCTONYHBOIH obomoukoit, ACK BBICBOOOXKIaeTCS He B Kenyake,
@ B IUENOYHOU Cpe/ie IBEeHaUATHIIEPCTHOMN KHILIKL, Makcumanshas koruenTpamms
allCTHICATMIUIOBOM  KHCIOTBI B IUiazMme KpoBH  (Cpax)  mocTuraercs
NPHOM3UTENBHO Yepe3 2—7 wacop TIocIe mpueMa TabIeToK, TakuM 06pasoM,
abcopbums ACK B gopme TabJIETOK, HOKPBITHIX KHIICYHOPACTBOPUMOI 000JI0YKOH
3dMEJITICHa I10 CPaBHEHHIO C OOBIYHBIME TaBIeTKAMIT (6e3 KHIIEYHOPACTBOPHMOiA
0001109KK).

[Ipu onHOBpeMerHOM TIpUEMe ¢ UIIeH 0TMEYaeTCst 3aMeIeHMe BCAChIBAHMS ACK

be3 BIIMSIHHA Ha CTEIEHDL BCaChIBaHU4. BOJ’[ee HHU3KAT CKONNCTE aRnnnRrrrres maS e



obecreunTs MAaKCHMAalbHYI0 ycToMuuBOCTh Tabrmerok coxepxamux ACK B
JKeJlyJKe, peKOMeHIyeTcs NMPHHUMATh mpenapar 3a 30 MHHYT [0 IpHeMa IHUIIH,
3anuBas OOJBIIKMM KOJIMYECTBOM XUAKOCTH (cM. paszen 4.2.).

Pacnpenenexnue

ACK ¥ canmuuuioBas KHACIOTA B 3HAYUTEIBHOM CTEIIEHH CBS3BIBAIOTCS C OeNKamMu
mIa3Mbl KPOBU M GBICTPO pacmpefenstoTcs B opranusme. Canuiuiosas KHUCIOTa

IPOHHMKAET Yepe3 [UIAIEHTY U BBIAENSIeTCs C IPYIHBIM MOJIOKOM (cM. paszien 4.6.).

Buorpaucdhopmarus

OcuoBubiM MetabomutoM ACK- sBisercs canvumiaoBas Kuciora. Merabonusm
CANULMIOBOM  KHCIIOTHl  OCYIIECTBISETCST B II€UYeHM C 00pa3oBaHUEM
CATMLMPYJIOBOM KHUCIIOTHI, ()EHOJBHOTO TIIFOKYPOHHA CAIMLMIOBON KHCIIOTH,
CATMIAJITIFOKYPOHHU/IA M TeHTHCYPOBOH KHUCIIOTEL.

DIMMUHALAS

BrIBeJieHre CaNMIMIIOBOMA KHCIIOTBHI SIBIISETCS [10303aBHCHMBIM, IIOCKOJIBKY €€
MeTaboJIM3M OrpaHW4eH BO3MOXHOCTAMHU (epMeHTaTUBHOHM cucteMsl. Ilepuon
TIOJIyBBIBEIEHHS COCTaBIsIeT OT 2—3 yacoB nmpu npuMeHeHnd ACK B HM3KHMX 103aX
U 10 15 4acoB mpu NMpUMEHEHHH B BBICOKHX Ho3ax. Canuuuiosas KHCIIOTa H €€
MeTaboMMTEl  BBIBOJATCA  FIaBHBIM  oOpasoM  mouxkamu.  CornacHo
(hapMaKOKIHETHIECKUM JIaHHBIM, OTCYTCTBYET KIMHHYECKH 3HAYUMbIE OTKIIOHEHHS

Ha KpHBOi KoHLeHTpaus-103a npu npueme ACK B nose ot 100 mr go 500 mr.

6. ®APMAIEBTHYECKHUE CBOMCTBA
6.1 IlepeyeHb BCIIOMOraTe/IbHBIX BELECTB

Tpombomo, 75 M, TaOIeTKH KUIIEYHOPACTBOPHMEBIE, TIOKPBIThIE 000JI04KOMI

Llemn010361 IOPOILIOK,

Kpaxmai KyKypy3HBIii,
Kap6okcumerunkpaxmai Harpus (tui C).
Obonouka:

['unpomeriosa,

Tpuatunurpar,
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Axpun-us Genbiil (KMIIEYHOPACTBOPHMOE MOKPBITHE): METAKPHIOBON KHCIIOTHI W

STUNaKpuUiaTa cononumep [1:1], Tanbk, THTaHA THOKCHA, HATPHSA JaypUICYIbOAT,

KpEMHHA JHOKCH] KOJIJI()I/I,IIHBIfI, HaTpHus I H)Z[pOKapfSOHaT.

Tpombono, 150 Mr, TaOJIeTKH KHIIIEYHOPACTBOPUMBIE, HOKPHBITHIE 000JI0YKOH

[{emron036l MOPOIIOK,

Kpaxman Kykypy3HEIi,
Kapboxcumeruiakpaxmain Hatpus (tun C).
O6onouka:

['unpomeniosa,

Tpuatunuurpar,

Axpun-u3 6enbli (KHIIEYHOPACTBOPHMOE TIOKPHITHE): METAKPUIIOBON KHCIOTHI W
sTUIaKpuaTa cornonumep [1:1], Tanek, THTaHa THOKCHJ, HATPUS JaypUiICYIb(ar

2

KPEMHUS TUOKCH]T KOJUIOMAHBIN, HATPHsI TMIpOKapOoHaT.

6.2 HecoBMecTHMOCTD

He npumenumo.

6.3 Cpox rogHocTH (Cpok XpaHeHus)

3 roxa.

6.4 Oco0Oble Mepbl MPEIOCTOPOKHOCTH PH XPAHEHHH
XpaHuTh Ipu TeMIieparype He Beime 25 °C.
6.5 Xapakrep u cogep:kaHue NePBHYHON YNAKOBKH

ITo 10 Tabnerok B 6irctep u3 donsru An/TIBX/TIBJIX.

1o 3, 5 uim 6 GucTepoB BMECTE C JIMCTKOM-BKIIA/(BIIIEM OMEIIAIOT B KAPTOHHYIO

NauKy.
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6.6 Oco0Oble Mepbl NPeIOCTOPOKHOCTH MPH YHHYTOKEHHH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOr0 Npenapara HJIH OTX0J0B, MOJYYEHHBIX MOC/e NMPHMEHEHHH
JIEKaPCTBEHHOTO NpenapaTa H APyrae MaHHIMYJISIHHH ¢ IPenapaToM.

Oco0rle TpeOOBaHUS OTCYTCTBYIOT.

7.  AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHHUS

Ilonpiia

Dapmanesrudeckuii 3aBoj «I IOJIbOAPMA» AO
yi. Ilenemmuascka 19, 83-200 Craporapa I'nansck.
Tenedon: +48 58 5631600

dakc: +48 58 5622353 4

AJpec 351eKTpOHHO#H nouTkl: phv(@polpharma.com

7.1. IlpeacTaBUTENIb AePKATE/Is PErHCTPALHOHHOIO Y10CTOBEPEHHS
I[Iperensuu moTpedUTeNeH HANPABIATE II0 aApeCy:

Poccus

AknuoHepHOe 00ImecTBO «XHUMHUKO-(hapMalieBTHueckuii komounar « AKPUXUH»
(AO «AKPUXHWH»)

142450, Mockosckas o6nacts, Horuncknii paiion, r. Crapas Kynasna, yn. Kuposa,
. 29. 4

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

Anpec snexTpoHHO# noutsl: info@akrikhin.ru

Pecniy0nrka ApMeHHs

I'pak 'eBoprsin

®apmanesruudeckuii 3a8o1 «IIOJIBAAPMA» AO

yi. Ilensmmnecka 19, 83-200 Craporapa I'nanscku, [Tombima
Tenedon (pabouwnii): +37 493 332 993

Tenedon (MoGumbHbIH): +37 4107587 929

Anpec snekTpoHHo#M moutsr: hrakgevorgyan@gmail.com
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KeIpreizckag Pecriyonuka

[IpencraBurensctBo AO «Xumbapm» B Keipreisckoit PecmyOmmke
r. bunikex, yi. Oposdekosa 52-54, 3 stax

Howmep Tenedona: +996312621251

Anpec anekTponHo# noutsl: pvh-kg@santo.kz

8. HOMEP PETUCTPAIIMOHHOTI'O YJOCTOBEPEHUSA
JII1-Ne(000990)-(PI'-RU)

9. JIATA TIEPBUYHOH PEI'HCTPAIIMA (IIOATBEPXJIEHWS
PETHCTPAIIMHU, IEPEPETHCTPAIIUN).

Jata nepBoii peructpanuu: 07.07.2022 r.

10. JATA HEPECMOTPA TEKCTA

OOmas xapakTepuUCTHKa JIEKapCTBEHHOro Ipernapara TpomOonon nocTynmHa Ha

HHpOpMallMOHHOM  mopTajie  EBpa3suiickoro 3KOHOMHYECKOTO COH3a B

WH(OpPMAITHOHHO-KOMMYHUKAIIHOHHON ceTu «HTepHETY

http://www.eurasiancommission.org.
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