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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFO TIPEHAPATA
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1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

AMUHOKanpoHoBas Kuciota, 50 Mr/mi, pacTBop st HHY3Hi.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JlelicTByrOIIIEE BEIIECTBO: aMUHOKAIIPOHOBASI KUCJIOTA.

Kax a1t M1 pactBopa cosiepkut S0 M aMUHOKAIIPOHOBOW KHCIIOTHI.

Kaxnpie 1000 M npemapara coaeprxat 50,0 r aMHHOKaIpOHOBON KHCIIOTHI.

BcnomoratenbHbie BellecTBa, HaJUYME KOTOPBIX HAJAO0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOT'O
npenapara: HaTpui (cM. pazzaen 4.4).

ITonHbIi IEPCUCHDb BCIIOMOT'aTCIIbHBIX BCIICCTB IIPUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBop st ungy3uii.

[Tpo3paunbliii OECIIBETHBII pacTBOP.

4. KIMHUYECKHUE JJAHHBIE
4.1. Iloxa3anus K NpMMeHEHUI0
[TpenapaT mokaszaH K IPUMEHEHUIO y B3pOCIbIX U AeTeil B Bozpacte oT 0 1o 18 ser.

e Kposoteuenus (runeppudpruHoIN3, runo- 1 ahpuOPHUHOreHEMHUS).

e KpoBoTeueHuss npu XUPYpruuecKux BMELIATEIbCTBAX M MATOJOTHYECKUX COCTOSHHSX,
COIIPOBOKIAIOIIMXCSA TOBBIIEHHEM (UOPUHOIUTHYECKON aKTUBHOCTH KpOBU (IIpU
HEHPOXUPYPrUUECKUX, BHYTPUIOJIOCTHBIX, TOPAKAJIbHBIX, THHEKOJOTHUECKUX U
YPOJIOTHYECKUX OMEpaIysX, B T.4. Ha MPEACTATEILHON Kele3e, JIETKHUX, TOKEITyT0THOI
xKele3e; TOH3WIIIKTOMUH, TI0CJIe CTOMATOJIOTHIECKUX BMEIIATENLCTB, IPU OMEPAIUIX C
UCTIOJIB30BaHUEM ammapara HCKYCCTBEHHOTO KpOBOOOpAIIeHHs, TPHU ONepalusx Ha
cocyziax B 00JIacTH yxa, ropia, Hoca).

e 3aloneBaHMs BHYTPEHHUX OPTraHOB C FeMOPPArudecKuM CHHIPOMOM.

e [lpexneBpeMeHHass OTCIOWKa IUIALEHTHI, JJUTEIbHAs 3a7€pKKa B TOJOCTH MATKH
MEpTBOTO II0/a, OCIOKHEHHBINA abopT.

e [IIpodpunakruka BTOPUYHOH THNOPUOPHUHOTEHEMHHM TIPH MAaCCHBHBIX IE€pETUBAHHIX

KOHCCpBHpOBaHHOﬁ KpOBH.

4.2. Pe:kuM 103MPOBAHMS M CIIOCO0 NMPUMEHEHU S
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PexxuM 103upoBaHus

[Tpu HEoOX0AMMOCTH HOCTH)EHUS ObIcTporo 3¢ dekra (octpas pudpuHOorenemust) BBoaaT 10 100
it 50 Mr/mi pactBopa co CKOpOCTb co ckopocThio 50—60 kamens B MUHYTY B Tedenue 15-30
MUHYT. B Teuenue 1-ro yaca BBoasT B go3e 4,0-5,0 v (80—100 M), a 3aTeM npu HEOOXOAMMOCTH
o 1,0 r (20 M) KaKIblii 9ac B TEYCHUE OKOJIO 8 4 WIIH JIO MTOJTHOW OCTAaHOBKHM KpOBOTEeUeHHUs. B
CiIy4yae MpOJIOJIKAIOIIETOCsS WM MOBTOPHOTO KPOBOTEUEHHUS BIIMBAHUS MOBTOPSIOT KaxKable 4
qaca.

Cyrounas mo3a s B3pocibix — 5,0-30,0 r.

JmurenbHOCTD JIeueHus — 3—14 mHEH.

Oco0ble IpyNIibl NaIMEHTOB

Jlemu

Hetrsam, u3 pacuera 100 mr/kr maccel Teja B MEpBBIM 4ac, 3areM 33 MI/KI/4; MaKCHUMaJlbHas

cyTouHas go3a— 18 /M2 noBepxHoctu Tena. Cyrounas no3a juis aereu 1o 1 roga — 3,0 r; 2—6 ner
—3,0-6,0 r; 7-10 et — 6,0-9,0 r; ot 10 ner — xak a1 B3pocabiX. IIpu ocTpBIX KPOBOMOTEPSX:
neram g0 1 roma—6,0r, 24 ner — 6,0-9,0 r, 5-8 mer — 9,0-12,0 r, 9-10 sner — 18,0 1.
JmuTenbHOCTD JieueHus — 3—14 mHEH.

Cnoco6 IIPUMCHCHUA

BHYTpUBEHHO KanebHO.
4.3. IlpoTruBonokaszanus

e ['unmepuyBCTBUTENBHOCTh K AMHHOKAalPOHOBOM KHCIOTE WJIM K Jr00oMy U3
BCIIOMOTATENFHBIX BEUIECTB, IIEPEUNCIICHHBIX B pa3zaene 6.1,
® CKJIOHHOCTb K TpOMOO3aM ¥ TPOMOOIMOOINYECKUM 3a00JI€BaHUSM;
e runepkoaryisnus (Tpom6oo6pazoBanue, TpOMO60IMO0IHS);
®  KOaryJomatuu BciieAcTBUE MU (y3HOTO BHYTPUCOCYAUCTOTO CBEPTHIBAHUS KPOBH;
e HapyIIEHHUS MO3TOBOTO KPOBOOOPAICHHUS;
e OepeMeHHOCTH (cM. pazzen 4.6);
® [epuoJ I'PYJHOr0 BCKapMIMBaHUs (cM. pazaen 4.6).
4.4. Ocobble yka3aHus M Mepbl MPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

ApTtepuanbHasi TUIIOTEH3MsI, KPOBOTEUEHHUSI M3 BEPXHUX MOYEBBIBOASIIUX IMyTell (M3-3a pucKa
WHTpapeHAIILHOW OOCTPYKIIMH, OOYCIOBJICHHOW TPOMOO30M KIIYOOUKOBBIX KalWJUISIPOB WU
o0pa3oBaHHEM CTYCTKOB B IPOCBETE JIOXaHKU U MOYETOYHHKOB; MPUMEHEHHE B ITOM cCllyuae,
BO3MOXXHO, TOJBKO €CJIM OXHJaeMas T[oJb3a MPEBBIIIACT MOTEHIMAIBHBIA  PUCK),

cyOapaxHOHMIaTbHOE KPOBOM3JIMSHHE, MEYEHOYHAs HEJO0CTaTOYHOCTb, HapylleHHe (yHKIUU
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JAHHBIX TI0 6e30macHOCTH U 3(p(PeKTUBHOCTH).

AMUHOKAIIpOHOBAast KMCJIOTa MHTHOUPYET JIeHiCTBUE aKTUBATOPOB IUIA3MUHOTEHA U, B MEHBIICH
CTEICHHU, aKTUBHOCTD IUIa3MHHA.

[lpemapar He cnexyeT Ha3HayaTh O€3 ONPEAEIEHHOrO [HAarHO3a W/WIM JabOpaTOPHOTO
HOJTBEPXKICHUS runephuOpHUHOIN3A.

Heo0xomuMo yCTaHOBUTh MCTOYHHMK KPOBOTEUEHHUS TNepe] Ha3HA4eHHWEM TIpernapara u
KOHTPOJIUPOBATh (PHOPUHOIUTHYECKYIO aKTHBHOCTh KPOBH M KOHLEHTpALUIO (UOpHHOreHa B
KPOBH B IIPOIIECCE JICUCHHUSL.

KpoBoTeueHne 13 BEpXHUX MOUYEBLIBOISIINX OYTER

B caywae kpoBoTeueHHMs JrO00H OTHOJOTMM W3 BEPXHUX MOYEBBIBOISIIMX  ITyTEH
aHTU(UOPUHOIMTUYECKAs TEPANHs MOBBIIIAET PUCK 00pa30BaHMs CI'yCTKOB KPOBH B MOYEYHOM
JOXaHKe W/WIM MOYETOYHHMKE M, COOTBETCTBEHHO, BTOPHYHOM MEXaHHMYECKOH OOCTPYKIIMU
MOYEBBIBOIAIIMX ITyT€H W Pa3BUTUM aHypHUH. Y IALMEHTOB C KPOBOTCUYEHHEM M3 BEPXHUX
MOUYEBBIBOJIAIIUX MTyTeH BBEJICHNUE aMUHOKAIIPOHOBOM KHCIIOTHI MPUBOAMIO K MHPpapEeHATBHON
00CTpPYKIIMH, OOYCIOBJICHHOW TPOMOO30M KIIyOOYKOBBIX KamMUIAPOB WM (HOPMHPOBAHHEM
TPOMOOB B TIOYEYHOW JIOXaHKE WJIM MOYETOYHHKAX. AMHUHOKAaIpPOHOBYIO KHCIIOTY CIEIyeT C
OCTOPOKHOCTBIO MMPUMCHATDL IIPpHU I'EMaTypHHu, BBI3BAHHOM 3a00J1€BaHUSIMHU MapCHXHUMBbI IOYCK,
MOCKOJIBKY B 3THX YCJIOBHSIX YacTO HaOJI0JaeTcss BHYTPUCOCYIUCTOE OcaxkieHue (puldpuna, 4ro
MOYET yCYT'yOUTh MOpaKeHHE MOYEeK.

Bo3zielicTBrEe Ha CKEJIETHBIE MBIIIIIEI

B penxux cnydasx, mocie JJIMTENbHOIO TNPUMEHEHHMS] aMUHOKAIpPOHOBOM KHCIOTHI, OBLIM
3aperuCTpUPOBaHbl MOPAKEHUSI CKEIETHOM MYCKYJIaTypbl C HEKPO30M MBIIIEYHBIX BOJOKOH.
Knuanyeckue nposiBieHUst MOTYT BapbUpPOBATh OT JIETKOW MUAITHU CO CIa00CThIO U YCTaJIOCTBIO
JI0 TSDKEJIOM TNPOKCHUMAIbHOM MHONMATHH € pabJOMUOJIM30M, MHUOITIOOMHYpHEH M OCTpoi
MOYEYHON HeAOCTaTOYHOCThIO. [Ipu 3TOM HaOII0OJaeTCsl MOBBINIEHWE AKTUBHOCTH MBIIIEUHBIX
(bepMEeHTOB B CBIBOPOTKE KpoOBH, mpexae Bcero kpeatuHpocpokunaszpl (KDPK). I[lostomy
HE00X0IMMO KOHTPOJHpoBaTh akTMBHOCTh KPK y manueHTOB, HaXOASAMMXCA HA JIUTEIHHON
tepanuu. IlpuMeHeHHe aMUHOKANpPOHOBOW KHCIOTHI JOJDKHO OBITh MPEKpAIleHO, €CIH
HaOmonaercst yBenuueHue akTuBHOCTH KOK. CocrosHue yiydmiaercs IOCli€ OTMEHbI
aMUHOKANpPOHOBON KHCJIOTHI, OIHAKO B CIy4yae BO30OHOBJIEHHUS TEpalUU BO3MOKHO MOBTOPHOE
pa3BUTHE MUOIIATUH.

[Ipy BO3HMKHOBEHHMHM MHOIATHH C TOPAKEHHEM CKEJIETHBIX MBI HEOOXOAMMO YYHUTHIBATH

BO3MOKHOCTh TIOpakeHuss Muokapja. CooOmanock 00 OJHOM cllydae MOpaKeHHUs Cepana u
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obmeit no3e 26 r. CMepTh HACTYNMIIA B PE3YJIbTAaTe MPOAO0KAIOIIETOCS KPOBOUBIIUSHUS B MO3T.
HpI/I BCKPBITHU 6BIJ'II/I OTMCUCHBI HCKPOTHYCCKUC U3MCHCHUA B CCPALIC U TICUCHU.

TDOM6OTI/ILIGCKI/IC OCJIOXKHCHUA

Nurnbuposanue GpuOpHHOIN3a aMUHOKAIIPOHOBOM KHCIOTOM TEOPETUYECKU MOKET IPUBECTH K
CBEPTHIBAHUIO KPOBU WM TpomOo3y. OIHAKO HET JJ0Ka3aTesJbCTB TOTO, YTO BBEACHUE
AMHHOKAIIPOHOBOM KHUCIIOTHI OBLJIO MPUYMHON HECKOJBKHX 3apeTHCTPHPOBAHHBIX CIIy4acB
BHYTPUCOCYMCTOrO TpOMO03a, KOTOpPBIE MOCIEA0BAIH 32 3TUM JedeHneM. Ckopee BCero, Takoe
BHYTPUCOCYZMCTOE CBEPThIBAaHHE, CKOpEe BCEro, OBUIO BBI3BAHO YK€ CYIIECTBYIOIIUM
HaTOJIOTUYECKIM COCTOSIHUEM MAI[MEHTOB (mammpumep, HaJIAYHEeM CHHIpOMa
JTMCCEMUHHPOBAHHOTO BHYTpUCOCY1UucTOro cBepThiBanus (JIBC-cunapoma)). OmHako ciaeayer ¢
OCTOPOXKHOCTBIO TPUMEHSTH Ipenapar, €cld ecTh INOAO03PEHHUS Ha HaIU4ue TpoMOo3a HIIH
9MOO0HMH, a TaKKe MpPU MOYEYHOW HEIOCTaTOYHOCTH. HeoOXoauM KOHTPOJb KOaryJjaorpaMMbl,
0COOEHHO NP NIIEMUYECKOH 00JIe3HH cepAla, mocie nHpapKTa MHOKap/1a, IPU MaTOIOTHIECKUX
nporeccax B EUEHH,

HeBposoruueckue HapynieHus

B nuteparype nosBuiInCh cooOLIEHUS 00 YBETMUEHUHM YaCTOThl HEKOTOPBIX HEBPOJOTHMUECKUX
HapyIICHUH, TAKUX KaK ruaporedanus, nepedpaibHas UIIeMUs WU HepeOpabHbI Ba30CIa3M,
IIpY IPUMEHEHUU UHTUOUTOPOB (PUOPUHOIN3A MPH JICUEHUHU MALIUEHTOB ¢ CyOapaxHOUJaIbHBIM
KpoBOM3IMsAHUEM. Bee 3TH HapyleHHs Takke ObUIM OMMCAaHbl KaK 4YacTh €CTECTBEHHOT'O TEUEHHUs
cy0apaxHOMJIAIBHOTO KPOBOM3JIMSHUSA, WIM KaK OCJIOXKHEHHUS JMarHOCTUYECKUX MpOoILeryp
(rakux, kak anruorpadus). CBsi3b HEBPOJOTMYECKMX HApPYUIEHUH C TNPUMEHEHHEM
AHTU(PUOPUHOIUTHUECKHUX CPEICTB OCTAETCS HESICHOM.

.Ha6ODaTODHLIe TCCTHI

[IpuMeHeHHEe aMHHOKAIIPOHOBOM KHCIIOTBI MOXET BIHUSATh Ha pe3yJbTaTbl MCCIEIOBAHUMN
¢yakmun  TpoMOouuToB. Coolmanoch 00 yBEIMYEHWH BpPEMEHU KpPOBOTEUEHHUS IPHU
HETPEPHIBHON BHYTPUBEHHONH MH(Y3UM aMHUHOKAIPOHOBOHM KHCJIOTHI B J103aX, NMPEBBIIIAIOIINX
24 1 B CyTKH.

IIpoyee

Crnemyer u3beratb OBICTPOTO BHYTPUBEHHOTO BBEJICHUS IpETapara B CBSI3M C PUCKOM Pa3BHTHUS
apTepuaNTbHON THIIOTEH3UH, OpaluKapIny U HApYIICHHA CEPJICYHOTO PUTMA.

He pexomenayercsi mpuMeHEHHE aMHUHOKAIPOHOBON KHUCIIOTHI y JKEHIIWH JUIs MPO(UIAKTUKA
MOBBIIIEHHONH KPOBOTOYMBOCTH B POJIaX B CBSI3H C IMOBBIIIEHHBIM PUCKOM TPOMO0OOOpPa30BaHUs B

MIOCJIEPOIOBOM MEPHOJIC.
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dakxropoB ceepteiBanus kposu 11, VIL, IX u X B koMOuHaImMu [IpOTPOMOMHOBOT'O KOMITJIEKCA | H
AHTUMHTUOUTOPHBIM KOATyJITHTHBIM KOMILIEKCOM B CBSI3U C TIOBBIIIICHHBIM PUCKOM TPOMOO30B.
Crnenyer u30erarb pa3BuTHs TpoMOoQieOnTa Mpu BHYTPUBEHHOM BBEJICHUH TIpenapaTa, yAemss
0co00e BHUMaHKE MTPABUILHOMY BBEJICHUIO UTIIBI U €€ (PUKCAIIHH.

BcrnioMmorarensHble BEIECTBA

Jannslii npenapat coaepxkut 15 mmons (350 mr) Hatpus Ha 5 T npenapata (100 mur). Heo6xoammo
YUUTHIBATh MAlIMEHTaM, HAXOIALIMMCS Ha JUETE C OTPAaHUUYEHUEM MOCTYIIIICHUS HATPUSL.

4.5. B3amMmopeiicTBHe ¢ [pPYrMMH JIEKAPCTBEHHBIMH INpenapaTamMM H JApyrue BH/bI
B3aUMO/IeHCTBUS

MOXHO coueTaTh C BBEICHHEM THAPOJM3AaTOB, PACTBOPOM JEKCTPO3bl (TJIFOKO3BI) U
MIPOTUBOIIOKOBBIX pacTBOpoB. [Ipu ocTpom pubprHOIM3E TOMOTHUTETLHO HEOOXOJUMO BBECTH
¢bubpuHOreH B cpeHell cyTouHoi n03e 2—4 T (MakcuManbHas 103a 8 T).

Henp3st cmemmBarh pacTBOp aMHUHOKAIPOHOBOW KHCJOTBI C PAacTBOPaMH, COAEPIKAIMMU
JeBye3y, MEHUIMIUINH, a TAKXKe MPernapaTsl KPOBH.

CHmwxenne 5((EeKTUBHOCTH MpPU OJHOBPEMEHHOM IIpUEME AaHTHUKOAryJIsSHTOB MPSMOTO U
HENpPSIMOTO JAeHCTBHSI, aHTHATPETaHTOB.

OnHOBpeMEHHOE TPUMEHEHHWE AaMUHOKAIPOHOBOMW KHCIOTBHI C TpemaparaMu  (akTOpPOB
ceeptbiBanuss kpoBu Il, VII, IX u X B komMOuHanmu [mpOTpOMOMHOBOTO KOMIUIEKca] W
ACTPOre€HaMHU MOXKET YBEIMUUTh PUCK TPOMOO3a.

AMUHOKaIpoOHOBAsi KUCJIOTAa UHTHOUPYET ACMCTBUE aKTUBATOPOB IJIA3MUHOTEHA M, B MEHbBIIEH
CTETIeHH, aKTUBHOCTH TJIA3MHUHA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTH U JIAKTALUSA

bepemeHHOCTD

[Ipumenenue mnpemnapata npu OEPEeMEHHOCTH MPOTHBONOKa3aHO. JlaHHBIE TO TNPUMEHEHHIO
AMHHOKAIIPOHOBOW KHUCIIOTHI Y OEpEMEHHBIX >KCHIMH OrpaHHuYeHbl. B ucciegoBaHMsIX Ha
JKUBOTHBIX OBLT BBISIBJICH TEPATOTEHHBIN A(h(DEKT MpU MPUMEHESHUN aMHHOKAITPOHOBOM KHCIIOTHI.
JlakTanus

OTCyTCTBYIOT AaHHBIE 00 SKCKpEILMM aMUHOKAIPOHOBON KHUCIOTHI B TPYAHOE MOJIOKO, B CBSI3U C
4eM, Ha TIEPUOJT JICYCHUST HEOOXOIMMO OTKA3aThCsl OT TPYAHOTO BCKAPMITHBAHUS.

DdepTUIbHOCTD

B uccnenoBanusx Ha )KMBOTHBIX OBLTH BBISIBIIEHBI HapyIIeHUs (pepTUILHOCTH MPU MPUMEHEHUN
aMUHOKAIPOHOBOU KUCIIOTHI.
4.7. BausiHue HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeICTBAMH H padoTath ¢

MEXaHU3MaMHu
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CTalMoHapa.
4.8. Hexenare/ibHbIE peaKINU

Pe3ioMe HexxenaTeabHbIX PEaKIUN

HesxenarenbHbie peakiiy pacipeiesieHbl B 3aBHCUMOCTH OT YaCTOThI MX BOSHUKHOBEHHS: OYCHb
gacto (>1/10); gacto (ot >1/100 no <1/10); Heuacto (ot >1/1000 1m0 <1/100); penko (ot >1/10000
1o <1/1000); ouens peako (<1/10000); vactora Hen3BecTHA (HA OCHOBAHWY UMEIOIIMXCS JTAHHBIX
OILICHUTHh HEBO3MOXHO).

Hapywenus co cmoponbl Kposu u aum@amuyeckol cucmemvl. HEYACTO — arpaHyJIOIHTO3,
HapyIICHHE KOaryJIsAIiK; YacTOTa HeM3BECTHA — JICUKOIICHUS, TPOMOOLIUTOIICHHSL.

Hapywenus co cmoporvl uMMyHHOU cucmemsl: HEYACTO — AIIEPTUYECKUE M aHA(PHUIAKTOUIHbIE
PEaKIIMK; YaCTOTa HEU3BECTHA — MAKYJIOMAITYJIC3HbIC BHICHITIAHHUSI.

Hapywenus co cmoponsl Hep6Hotl cucmempl: 4aCTO — FOJOBOKPYKEHUE, TOJIOBHAs 00JIb; OYEHb
peIKO — CIOYTaHHOCTh CO3HAHHS, CYIOPOTH, Opeid, TaUTIONUHAIIMKA, BHYTpPHUYCpPEITHAS
TUTIEPTEH3US, UHCYJIBT, O0OMOPOK.

Hapywenus co cmoponuvl opeana 3penus: peaKo — CHUKEHUE 3PEHHSI, CIIC30TCUCHHE.
Hapywenus co cmoponul opeana ciyxa u 1abupunma: 9acto — UIyM B yIIax.

Hapywenus co cmoponsl cepoya. HEIacTo — OpaguKapIusl.

Hapywenus co cmopousi cocy0og: 4YacTO — apTepuanbHas THIIOTCH3Hs, OPTOCTaTHYecKas
TUIIOTCH3USI, PEIKO — TepudepruvecKas HIIEMHS;, YacTOTa HEU3BECTHA — CYOdHIOKapaAHaIbHOE
KPOBOU3JIMUSHUE, TPOMOO3.

Hapywenus co cmopoHvl 0biXxamenbHOU CUCHEMbl, OP2AHO8 2PYOHOU KIEeMKU U CPeOOCMEeHUL:
4acTo — 3aJI0)KEHHOCTh HOCA; HEYaCTO — OJIBIIIKA; PEIKO — TPOMOOIMOOIHS JISTOYHON apTepHH;
YaCcTOTa HEM3BECTHA — BOCIIAJICHUE BEPXHUX JIIXATEIbHBIX MYTEH.

JKenyoouno-kuueynvle Hapyulenus: 9acTo — 00JIb B )KHBOTE, JUAPesl, TOITHOTA, PBOTA.
Hapywenus co cmopoHbl MbluledHOl, CKelemHOU U COeOUHUMENbHOU MKAHU: HEYacTo —
MBIIIIEYHAst CIa00CTh, MHAITHA; PEAKO — MoBbimeHHe akTHBHOCTH K®K, muo3uT; yacrora
HEM3BECTHA — MUOTIATHSI, MUOTJIOOUHYPHSI, PA0IOMHOIIN3.

Hapywenusa co cmoponvl novex u mMouegvig00awjux nymeii. 4acTOTa HEU3BECTHA — YBEIMUYCHHE
COJICpKaHHsI MOYEBHUHBI B CHIBOPOTKE KPOBH, OCTpasi MOYEYHAs HEAOCTATOYHOCTH, MOYCUHAS
KOJIMKA, HapyIIeHnEe (QYHKIIUHU TTOYEK.

Hapywenus co cmopoHbl penpo0yKmugHotl cucmemul U MOJOYHBIX Jiceie3: YaCTOTa HEN3BECTHA —
cyxast IKYJISIHS.

Obwue Hapywienus u peakyuu 8 mecme 88edeHus. 9acTo — obmas ciabocTh, 007Ib U HEKPO3 B

MECTC BBCJICHHA, HCHACTO — OTEK, KOXXHas ChIIlb, KOKHBIHN 3yAa.
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COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0mare O MOA03pEBACMBbIX HEXKENATeNbHBIX PEAKIHAX IIOCIE PETUCTpAIiH
JIEKapCTBEHHOT'0 Mperapara ¢ 1eablo 00ecredeHns: HeMPepbIBHOIO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
coolmiate O JOOBIX MOJO3PEBAEMBIX HEKENATENbHBIX PEaKIHsIX JICKapCTBEHHOTO Ipernapara
4yepe3 HalMOHAJIbHBIE CHUCTEMbI COOOIICHUSI O HEXENATEIbHBIX PEAKIUSAX IOCYIapCTB — WICHOB
EBpazuiickoro 5KOHOMHUYECKOr0 COK3a:

Poccuiickas @enepanus

®DenepanbHas ciryx0a 1o Haa30py B cepe 3ApaBOOXpaHEHHUS

Anpec: 109012, r. Mocksa, CnaBsHCKas TUIOMIA b, 1. 4, cTp. 1

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

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHON ceTH «VIHTepHET» !
https://www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CuMOTOMBI

AprepuaiibHasi TUNIOTCH3UA, CEepJe4YHas U OCTpas IMOYEYHass HEJOCTaTOYHOCTh, CYJIOPOTH, B
OTJENBHBIX PEIKUX CIydasx BO3MOXKHA THUIEPKOATYJSAIUS C PUCKOM TPoMOOOOpa3oBaHUS U
aMO0INH.

CooOmranoch 0 HECKONBKHUX CIydasx OCTPOMl Mepelo3UpOBKU MPU BHYTPUBEHHOM BBEJICHUU
aMHUHOKAIPOHOBOM KUCIOTHI. CHMITTOMBI BAPEUPOBAJIA OT OTCYTCTBUS KIMHUYECKUX MPOSBICHUHN
U MPEeXOAAIIEH apTepUATIbHON TMHNOTEH3UH A0 TSKEIOM OCTPOW MOYEYHOW HEAOCTATOYHOCTH,
MPUBOJIAIICH K CMEPTU. Y OJTHOTO MAIleHTa ¢ HOBOOOpa30BaHHWEM T'OJIOBHOTO MO3Tra B aHAMHE3€
U CyZ0OpOraMH BO3HHMKIIH CYJJOPOTH TMOCJe OOTIOCHOTO BBEIEHUS 8 T aMUHOKAIPOHOBON KUCIOTHI.
OnHokpaTHas 1032 aMUHOKAIPOHOBOW KUCJIOTHI, BBI3BIBAIOIIAS CHMIITOMBI TIEPEIO3UPOBKHU HIIH
MIPEACTABIISIIONIAS YTPO3Y JJIsl KU3HU, Hen3BecTHA. HekoTopbie marueHThl MepeHOCHIIN BBEJICHUE
npemapata B fgo3ax g0 100 r; B TOo ke BpeMs COOOIIAIOCh O Pa3BUTUU OCTPOU MOUYEYHOUH
HEJOCTATOYHOCTH MOCJE BBEAEHUS 12 I aMUHOKAPOHOBOM KUCIIOTHI.

Jleuenue

[Ipekparenue BBeIeHUS MperapaTa, CAMITOMATHYECKas! TEparTusl.

AMI/IHOKaHpOHOBaﬂ KHCJIOTAa BBIBOAUTCA IPHU TCMOANUAIN3C U IICPUTOHCAIIBHOM JJUAJIN3C.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaAaMHUYeCKHE CBOMCTBA


mailto:pharm@roszdravnadzor.gov.ru
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®apMakoTepaneBTUYECKas Tpynna: IeMocTal I/Iqecxnéﬂ'c;'ﬁ-' &Q-;{—;’ E'ﬁg%ﬁ&/fﬂgﬁﬁ'fﬂ%éxne

CPEICTBA; aMUHOKHUCIIOTHI.
Kon ATX: B02AAOI.

MexauusM aeiicteus U dhapMakoarHaMudeckue b dheKThl

AMUHOKAIIPOHOBAs KMCJIOTa OTHOCUTCSI K CHHTETHYECKUM aHanoraMm jim3uHa. OHa MHrHOUpyeT
(¢uOpHHONN3, KOHKYPEHTHO HACBIIAs JU3UH-CBS3BIBAIONIME (PEPMEHTHI, Oiarogapst KOTOPBIM
Ia3MUHOTeH (IJIa3MUH) CBsi3biBaeTcsa ¢ ¢uOpuHoreHoMm (ubpunom). Ilpemapar Ttak xe
UHTHOUpYeT OWOTCHHBIC TOJHUIENTHIb — KHHUHBI  (TOPMO3HMT aKTHBUPYIOIIEEC BIIHSIHUC
CTPENTOKWHA3bI, YPOKHHA3bl, TKAaHEBBIX KHWHAa3 Ha (uOpuHOIM3), HeuTpamuszyer 3hdexT
KaJUTMKPEHHA, TPUIICUHA U THATYPOHH/1a3bl, yMEHBIIIAET MPOHUIIAEMOCTh KaITUJUISPOB.
AMUHOKAIIPOHOBAss KHUCIOTa 00JafaeT NPOTHBOAIEPTUYECKONH aAKTUBHOCTBIO, YCHIIMBACT
JETOKCUIMPYIONIYI0 (DYHKIIMIO IEYSHHU, YTHETACT aHTUTEI000pa30BaHHE.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOcopOius U pacipeaesicHue

AMHMHOKAIIPOHOBAsl KHUCJIOTAa LIMPOKO paCIpEAeNseTcsl B OpraHbl M TKaHU, MPOHUKAET B
SPUTPOLUTHI, OOHAPYKUBAETCA B CIepMEe, CHHOBHAIBLHOM >KUIKOCTH M TKaHsAX moxaa. [locne
BHYTPUBEHHOTO BBEJCHHsI 00beM pacrpeaeneHus coctanisier 30 £ 8,2 1.

Buorpancdhopmariusa

AMHHOKaIpoHOBAas KMCJI0Ta B HEOOBILIOHN CTENEHN METa0OIU3UPYETCS 10 aAUTTUHOBOM KUCIOTHI.
OIMMUHAIMA

AMHHOKaIIpOHOBAsi KUCJIOTa BBIBOJUTCS MOYKAaMH, NIPEUMYILIECTBEHHO B HEM3MEHEHHOM BHJIE.
[Toueunsiii knuperc (116 MI/MUH) HOpPUMEPHO COOTBETCTBYET KIMPEHCY HHJIOT€HHOTO
KpeaTuHHHA. OO KnupeHe cocTaBisgeT 169 min/MuH. TepMUHAIBHBINA IEPUO/ OTYBBIBEICHUS
aAMUHOKAIPOHOBOM KHCJIOThI COCTABJIAET IPUMEPHO 2 Yaca.

Oco0bIe I'pynnbl DaMCHTOB

B ¢apmakokMHETHYECKHMX HCCIEIOBAHUAX OBLJIO YCTAaHOBJIEHO, 4YTO OOWIMH KIUpPEHC
AMUHOKANpPOHOBOM KHCJIOTHl 3HAYMTEIBHO CHUXKAETCAd y NAIUEHTOB C TSAXKEJION MOYEeHHOMH

HEAOCTATOYHOCTEIO.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Harpus xnopun

Bopa g uabekiui

6.2. HecoBMeCTHUMOCTD



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 25.07.2024 N2 15321

Henw3st cmemmBaTh pacTBOp aMHHOKAIIPOHOBOM KI/IQHQT:;I-l %JE’&%J@QMC’ 'cc]_zr'épgr('a'm'[th
P p p

JeByJIe3y, IEHULIWIUINH, a TAK)KE IIperapaTsl KPOBH.
B pacTBOp aMMHOKaNpOHOBOI KUCIOTHI HE CIIETyeT 100aBIATh HUKAKHUX JIEKAPCTBEHHBIX CPEICTB.
MoxHO codeTraTh C BBEIEHHEM THUIPOJIM3ATOB, PACTBOPOB AEKCTPO3bI  (TJIFOKO3BI),
MIPOTUBOIIOKOBBIX PACTBOPOB.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NPU XPAHEHUU

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemiepaType He Boiiie 25 °C.

6.5. XapakrTep u cofep:kaHue NePBUYHOH YIIAKOBKH

[To 100 mMa B OYTHUIKM MOJMATUIICHOBbIE W3 MOJUATHIEHA HM3KOM IUIOTHOCTH, WU U3
nonudTHIIeHa 0e3 [100aBOK /il MapeHTepalbHBIX TMpenaparoB M O(QTaIbMOIOTHYECKHX
mpemnapaToB, 0e3 KoOJMmayka WM C HaBapUBAa€MbIM EBPOKOJIAYKOM, WM I[JIACTUKOBBIM
KOJIITAYKOM, HJIH TIPOOKOH WH(Y3NOHHOU.

Ha xaxnayro mosinsTuiIeHOBYI0 OyTBUIKY HAKJIEMBAIOT ITUKETKY CAMOKJIESIIYIOCS WM 3TUKETKY
u3 OyMaru 3TUKETOYHOM, Ui OyMaru Juis ne4atu oCceTHOM.

[To 1 OyThUIKE B Mayke M3 KapTOHA KOPOOOUYHOTO MIIM XPOM-3p3all BMECTE€ C MHCTPYKIMEH MO
IPUMEHEHHUIO.

ITo 1, 10, 20, 24 unu 28 OyThUIOK 0€3 au€K C paBHBIM KOJIMYECTBOM UHCTPYKIUI IO MPUMEHEHUIO
B SIIIMKE U3 KapTOHA rOPUPOBAHHOTO (JIIs CTAIIMOHAPOB).

Ha kaxzaplif SIIMK HaKIEWBAIOT OJTUKETKY CaMOKJESIIYIOCS WM DJTUKETKYy M3 OyMaru
ATUKETOYHOM, UM Oymaru ist medat 0CceTHO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TNPH YHUYTOKEHUM  HCIOJb30BAHHOIO
JICKAPCTBEHHOI0 MNpenapara WJIM  OTX0A0B, TMOJYYECHHBIX IOCJA€¢ NPHMEHEHHUs!
JIEKAPCTBEHHOI'0 Npenapara,  Apyrue MAaHUILYJISIUY ¢ PenapaToM

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPALHUOHHOI'O YIOCTOBEPEHUSA
Poccniickas Penepanvs

000 «CT-OAPM»

692525, Tlpumopckwuii kpaid, T. Yccypuiick, yi. Bornogaesckas, a. 120-b
Ten.: +7 (4234) 31-83-31, 33-69-88

Anpec >IeKTpOHHOM MOUTHI: Secret@eastpharm.ru

7.1. IlpeacraBure/ib AepsKaTessi peruHCTPALHOHHOIO YA0CTOBEPECHUS


mailto:secret@eastpharm.ru

COOTBETCTBYET 3KCMEPTHOMY OTYETY
(MOCNEOOBATENLHOCTS 0002)

[Iperen3un noTpeOUTENEN HAIPABIIATH 110 AAPECY:

Poccniickas @enepanus

000 «UCT-OAPM»

692525, Tlpumopckuii kpaii, T. Yccypuiick, yi. Bomodaesckas, 1. 120-b
Ten.: 8-800-100-15-50

Azipec 3IeKTpOHHOM MOUTHI: Secret@eastpharm.ru

8. HOMEP PET'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUA PETMCTPAIINMN,
NEPEPETUCTPALIUN)

JlaTta nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO61mas xapakTepuCTHKA JIGKAPCTBEHHOTO Mpenapara AMUHOKAIPOHOBAs KUCJIOTa JOCTYIHA Ha
uH(GOPMallMOHHOM TMopTaje EBpa3suiickoro SKOHOMHYECKOTO COr03a B HH(OPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/
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