PYII «BEJIMEAITPEITAPATBI»
r. Munck, Pecnny0iuka benapych

JEKCKETOIIPO®EH-BEJIME/], PACTBOP JIVI51 BHYTPUBEHHOI'O 1
BHYTPUMBIIIEYHOI'O BBEJAEHUA, 25 MI'/MJI

MOJYJb 1

1.3. O0masi XapaKTepUCTHKA JIEKAPCTBEHHOI0 IMpenapara, MHCTPYKUHUS 10
MeIMIHHCKOMY IPUMEHEHHNI0 (JIMCTOK-BKJIAAbIII), MAPKHPOBKA

1.3.1. TIlpoekt o001eii XapaKTepUCTHKH JIEKAPCTBEHHOI0 Ipemnapara,
COCTABJIEHHBbIH B COOTBETCTBHHU ¢ TPeOOBAHUSIMU aKTOB opraHoB EBpa3uiickoro
IKOHOMHUYECKOI0 COK3a

MOJYJIb 1.3.1. Crpanuna 1 u3 17
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OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
JNEKCKETOITPO®EH-BEJIME]], 25 wmr/mn,  pactBOop  AJii  BHYTPHBEHHOTO  H
BHYTPHUMBIIIIEYHOTO BBEIICHHSI.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB
JeiicTByro111ee BEIIECTBO: AEKCKETONPOQEH.
Kaxnas ammyna (2 mu) comepxutr 50 mr gexckerompodeHa (B BUAE AEKCKETONpodeHa
TPOMETaMOJIa).
Bcnomozamenvuvlie  6ewjecmea, Hanuuue KOMOPHIX HAOO  YYUMbIBAMb & COCMABE
JIeKapCmeEeHHO20 npenapama: STUNOBBIN ciupT 96%, HaTpuil (cM. paznen 4.4).
[TonHbIN TepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp AJ1s1 BHYTPMBEHHOTO Y BHYTPUMBIILIEYHOT'O BBEJICHUS.
[Tpo3paunblii OeCIIBETHBIN pacTBOP.

4. KINMHUYECKUE JAHHBIE
4.1 lloxka3zaHusl K NPUMEHEHUI0
CUMOTOMaTHYECKOE JIEYCHHE OCTPOTO OOJIEBOTO CHHAPOMA CpEIHEH M  BBIPAKCHHOM
WHTECHCHUBHOCTH MNpPU  HEBO3MOXKHOCTH  NEPOPaIbHOM  Tepamuu, Hampumep, MpH
MOCJICONIEPAIMOHHON 00JIH, TTOYEUHON KOJIMKE U 00U B HUXKHEW YacCTH CHUHBI (TTOSICHUIIBI).

4.2 Pe:xuM 103MPOBaHUSA U CIIOCOO MPUMEHEeHUsI

Pexxum 1o3upoBanus

B3pocnvie: pexomennmyemas nos3a coctaBiger 50 mr ¢ uHTepBamom 8-12 wacos. Ilpu
HEOOXOJUMOCTH TMOBTOPHYIO J103y BBOAAT depe3 6 dacoB. CyMMmapHas CyTOYHas J03a He
JofkHa npeBbimaTth 150 mr.

Hexckeronpoden-benmen, pacTtBop  Ans  BHYTPUBEHHOTO W BHYTPHMBIIIEYHOTO
BBEJICHUS 25 MI/MJ NMperHa3HaueH Ui KpaTKOBPEMEHHOTO NMPUMEHEHHsI; Mpenapar cienyer
MCIIOJIb30BaTh TOJIBKO B IMEPHOJ OCTpoil O6omm (He Ooiee aAByx cyTok). [lo Bo3MoxkHOCTH
NalMEeHTOB CIIeAyeT MePeBOUTh Ha MEPOPATIbHbIE AHATBI€THKH.

HexxenarenbHble peakmMM MOXHO COKPATUTh 3a CUET HCIOJNB30BAaHUS HAMMEHBIIECH
3 PEKTUBHON 03B B T€YEHHE MUHUMAJIBHOI'O BPEMEHH, HEOOXOAMMOro AJs YIIy4dlIeHUs
cocTtosiHUs (cM. paznen 4.4).

[Tpu nocneonepanoHHON 00U cpenHell U BbIpa)kKeHHONW MHTEHCUBHOCTH JlexckeTonpoden-
benMen MOXHO IPUMEHSTH 10 TIOKa3aHUSAM Y B3POCIBIX B TE€X JK€ PEKOMEH/IOBAaHHBIX J]03aX B
COYETaHMU C ONMOUIHBIMHU aHAIIbIeTHKaMu (cM. pasznen 5.1).

Ocoovie cpynnol nayuenmog

THayuenmuwr nodcunozo eospacma

Kak npaBuio, mamueHTaM MOKUIIOTO BO3pacTa KOppeKuus A03bl He Tpedyercs. OnHako,
BBUJY (U3MOJOTHYECKOTO YXYJIIEHUS (YHKLIMHU MOYEK y MAIMEHTOB IOKUJIOr0 BO3pacTa,
y)K€ TpH HapymeHHd (QYHKIUM TIOYEeK JIETKOW CTENeHH pPEKOMEHIYeTCSl CHIDKCHHE
CYMMapHOM CyTOUHOM J03bI: 001as cyTouHas go3a 50 mr (cm. pazzaen 4.4).

THayuenmol ¢ napywenusmu GyHKyuu nevenu
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V NAIHEeHTOB ¢ [ATONOTHeEil MEYeHH OT JIETKOH 10 CPEIHEH CTeCHIPIRCETIo—D-0amros-Tro-
mkane Yainma-I1eto) ciemyer cokpatuth OOy CYTOYHYIO 103y 10 50 Mr M TIIATEIBHO

KOHTPOJIMPOBATh (YYHKIIMIO TIeYeHH (CM. pasaen 4.4).

JlexckeronpodeH-benMen mpoTUBONOKAa3aH TMAIMEHTaM C TsDKENoW TUChYHKIMEH TedeHu
(10-15 6amoB o mkaine Yaitnma-ITei0) (cm. pazgen 4.3).

THayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK

Y manueHTOB ¢ HapylIeHWEM (QYHKIWU TOYEK JIETKOH cTeneHW (KIMPEHC KpeaTHHHHA
60-89 mi/MUH) CyMMapHyI CYTOUYHYIO JI03y ClIeyeT COKpatuth 10 50 mr (cm. pasaen 4.4).
JHexckeronpoden-benmen mpoTHBONOKa3aH MalUeHTaM ¢ ITUCHYHKIHUEH MOYEK CpeqHed H
TSDKEJION CTereHu (KIupeHe kpeatnHuHa <59 mur/mMuH) (cM. pazaen 4.3).

Jlemu

[Tpumenenue npenapara [lexckeronpodeH-beamen y nereit U mMOAPOCTKOB HE HM3y4allOCh.
[TosToMy Ge3omacHOCTh M 3 (PEKTUBHOCTD y €Tl U MOAPOCTKOB HE YCTAHOBIICHBI; B JIAHHOW
BO3PACTHOH TPYIINE Mpernapar NPUMEHSITh HE CISYET.

Crioco6 nmpuMeHeHHs

Hexckeronpoden-benmen, pactBop sl  BHYTPUBEHHOTO UM BHYTPUMBIIIEYHOTO
BBEICHUS 25 MI/MJI TPUMEHSIOT BHYTPUMBIIICYHO WIIM BHYTPUBEHHO.

[Tpu mpumenenuu npemnapara Jlekckeronpoden-benves BHYTPUMBIIIEYHO WM BHYTPUBEHHO
B BHJE OOJIOCHOTO BBEIEHHUS PAcTBOp CJenyeT HaOpaTh M3 aMITyslbl W cpa3y K€ BBECTH
(cm. pasnensr 6.2 u 6.6).

Hns BayTpuBenHou uHdys3uu Jexckeronpoden-benmesn crneayer pa3BecTd B aCENTHYECKUX
YCIIOBUSIX, HE JOMYCKas BO3JIEHCTBUS €CTECTBEHHOI'O THEBHOTO cBeTa (CM. paszzmensl 6.3 u
6.6). IHCTpYKIMIO TI0O TPUTOTOBJICHUIO JIEGKAPCTBEHHOTO TIpenapara nepei NpuMeHEHUEM CM.
B pazjeie 6.6.

*  BHyTpuMbIlIEYHOE TPUMEHEHHUE: COACPKMMOE OJHOW aMmmyibel (2 MJ) mpemapara
Jexckeronpoden-benmen MmeaneHHO BBOJAT IITyOOKO B MBIIIILY.

* BHyTpUBEHHOE IPUMEHEHUE:!

- BHYTpUBEHHAasI MHbEKIUA (OOIIOCHOE BBEIEHUE): MPU HEOOXOJUMOCTH COJAEPIKUMOE OJHOMN
amnynel (2 mi) npemnapara Jlekcketonpoden-benMen BBOAST BHYTPUBEHHO B TEUEHHE HE
MeHee 15 cexyHn;

- BHYTpUBEHHAasi UH(Y3Hsl: TOTOBBII pacTBOpP, MPUTOTOBICHHBIN B COOTBETCTBUU C ONMMCAHUEM
B paszzene 6.6, BBOAAT BHYTPUBEHHO MeuleHHO B TeueHue 10-30 munyTt. PacTBOp HEmnb3d
MOJIBEpPraTh BO3JEHCTBUIO €CTECTBEHHOTO THEBHOI'O CBETA.

4.3 IlporuBonoka3zanus

Jexckeronpoden-benmen, pactBop Uil  BHYTPUBEHHOIO UM BHYTPUMBIIIEYHOTO
BBEJICHUS 25 MI/MJI IPOTUBOIOKA3aH B CIEAYIOIIUX CITydasx:

- IpU TUNEPYYBCTBUTEIBHOCTH K JEUCTBYIOLIEMY BEIECTBY, K Jt00oMy apyromy HIIBIT nomn
K JTI000MY M3 BCIIOMOT'aTeIbHbIX BEIIECTB, IEPEUNCICHHBIX B pa3nene 6.1;

- €CJIM BEI[eCTBA AaHAJOTWUYHOTO JEHCTBUS (HampuMep, aleTHWICAIUIMIOBAs KUCIOTa H
npyrue HIIBIT) npoBouupytoT pa3BUTHE MPUCTYNOB aCTMbI, OpOHXOCMHa3Ma, OCTPOrO0 PUHHUTA
WIM  BBI3BIBAIOT  Pa3BUTHE  HOCOBBIX  IIOJIMIIOB, IOSIBJICHUE  KPAalMBHUIBI  WIH
QHTMOHEBPOTUYECKOIO OTEKA;

- €CJIM BO BpeMs JieueHHs KeTonpodeHoM min (pudparaMu pa3BUBAINCh (POTOAIIEPTHUIECKHE
WK (OTOTOKCUUECKUE PEaKIIIH;

-IpM HaJUYUM B aHaMHE3€ JKeNyJOYHO-KHUIIEYHOTO KpPOBOTEUEHHUS WM MpoOOo/eHus,
CBS3aHHBIX ¢ IpeauecTsyomei repanuen HIIBIT;

- MallUeHTaM €  T[EeNTUYEeCKOW  s3BOM B aKTHUBHOW  (pa3e/Kelly10YHO-KUIIEYHBIM
KPOBOTCYECHHEM, MM C HAJIM4YMEM B AaHAMHE3€ JKEIyJIOYHO-KHUIIEYHOrO0 KpPOBOTEYECHMUS,
U3bA3BICHUA MO0 nepdoparium;

- TAUEHTaM C XPOHUYECKOM TUCIICTICUEH;
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- IPU KETYJOYHO-KHUILIEYHOM KPOBOTEUEHUU, JPYTOM KPOBOTEUCHMH B~ aKTIBHON (PasC T
MOBBIIICHHOW KPOBOTOYHUBOCTH;

- ipu 60ne3nu Kpona uium Hecriennpuueckom sI3BEHHOM KOJIUTE;

- TIPH TSKEJION CEPACUYHON HEAOCTATOUYHOCTH;

- IpY HapylIeHUd (YHKUUU MOYEK CPelHEN WM TSKEJNIOW CTeneHU (KIUPEeHC KpeaTHHUHA
<59 mi/mMun);

- IpH TsDKEJIOM HapyiieHuH ¢yHkiuu rnedenu (10-15 6ammos o mkane Yaitnaa-I1s10);

- IPU TEMOPPATUUYECKOM JTUATE3€ U APYTUX HAPYIICHUSIX CBEPTHIBAHUS KPOBH;

- IpU BBIpQXEHHOW Jeruaparanuu (B pe3yjbTaTe pPBOTHI, AMAPEH WIH HEJOCTaTOYHOTO
IpUeMa KHUAKOCTH);

- aKTUBHbBIE 3a00JIeBaHUs TICUCHU;

- IOATBEPKACHHAS TUTICPKATUEMHUS;

- IEPUO/JI 10 U MOCJIE MTPOBEICHUSI KOPOHAPHOTO IIIYHTHUPOBAHUS;

- OEpPEMEHHOCTD U TIEPUO/] TPYAHOTO BCKapMiiMBaHus (cM. paszen 4.6).

U3-3a  comepxxkanuss  dtaHona  Jlekckeromnpoden-benmen — mpoTruBomokaszaH IS
HelipoakcHaabHOTO (MHTPATEKAIHHOTO WJIH SITUAYPATEHOTO) BBEICHUS.

4.4 OcoOble yka3aHus U MepPbl NPEI0CTOPOKHOCTH NIPH IPUMEHEHUH

C 0CTOPOXKHOCTBIO IPUMEHSTH Y NALIUEHTOB C AJUIEPIrUUYECKUMU COCTOSIHUSIMU B aHAMHE3E.
N36erats npumeHeHus npernapata Jlekckeronpoden-beamen B couerannu ¢ HIIBII, B Tom
YHCIIe CEJIEKTUBHBIMA MHTMOUTOPAMH IUKIOOKCUTEHA3BI-2.

HexenarenbHble peakuMM MOXKHO COKPAaTHTh 3@ CYET MCIOJb30BaHUS HaWMEHbIIEH
3 PEKTUBHON O3Bl B TEYCHHWE MUHUMAIBHOTO BPEMEHH, HEOOXOAMMOTO ISl YIIyYlICHUS
cocrossHus (cM. pazgen 4.2, a Takke HIDKE (AKTOPbl PUCKA CO CTOPOHBI KEIyJA0YHO-
KUILIEYHOI'O TPAKTA U CEPJEUYHO-COCYIUCTON CUCTEMBI).

besonacnocmv 6 omuowenuuy sceny0ouHo-KuumeyHo20 mpaxkma

B cBsizu ¢ mpuemom mo6bix HIIBIT coolmanock 0 KemyZouHO-KHIIEYHBIX KPOBOTCUCHUSX,
A3BaX WJIH NPOOOACHUSX $A3B, CIHOCOOHBIX MPEICTaBISATh Yrpo3y JKU3HHM NAalMeHTa, Ha
NPOTSKEHUH BCEro MEpHoJia JICYEHUS] — KaK C MOSBICHUEM CHMITOMOB-TIPEIBECTHUKOB, TaK U
0e3 HUX, a TaKKe BHE 3aBUCHMOCTH OT HAJIMYMS TSDKENIOW MAaTOJOTHU CO CTOPOHBI KETyA0UHO-
KHUIIIEYHOTO TpakTa B aHamHese. [Ipu pa3BUTHH KeTyJOYHO-KUILIEYHOTO KpOBOTEUEHUs Ha (poHe
npuMeHeHus Jlekckeronpoden-benmen npenapar cieayeT OTMEHUTb.

Puck kemyno4HO-KUIIEYHOTO KpOBOTEUEHHUs, oOpa3oBaHUs WIM Meppopanuu  S3BbI
noBebiaercs ¢ yBenuueHueM no3el HIIBIT y mamuentoB ¢ si3Boi B aHaMHe3e, 0COOEHHO
OCJIOKHEHHOM KpoBOTeueHHEeM WM nepdoparuein (cM. pazzen 4.3), a Takke y MalMEeHTOB
MIOYKUJIOTO BO3pACTa.

VY nanyeHToB MOXKWJIOTO BO3pAcTa MOBBIIIEHA YaCTOTa BOZHUKHOBEHUS HEXKEIATENbHBIX PEaKIUi
Ha HECTEPOHJIHBbIE MPOTUBOBOCIAIMTENbHBIE Mpenaparbl, 0COOEHHO TaKWX, KaK >KeIyJA04HO-
KHLIEYHbIE KPOBOTEUEHUS U mepdopalul A3BbI, KOTOPbIE MOTYT HPEACTaBISATh YIpo3y s
*Ku3HU (cM. pazaen 4.2). JleueHue STUX TMAlMEHTOB CJIEAyeT HayMHATh C HaMMEHbINEH
BO3MOKHOM JTO3HI.

[lepen HauanoM JeueHUs: JAEKCKeTompodeHa TPOMETaMOJIOM W TpPH HaJIWYWU B aHAMHE3e
330(¢paruTa, racTpuTa W/MiaM S3BEHHOW OOJEe3HUW ciedyeT, Kak U B ciydasx apyrux HIIBIIL,
yOeOUThCS, UTO 3TH 3a00JEBAaHUS HAXOMSTCSA B CTAAMHU PEMHUCCHU. Y TMAIMEHTOB C HATMYHEM
cumntoMoB naronoruu JKKT u ¢ >kelyJoyHO-KHIIEYHBIMU 3a00JI€BaHUSIMH B aHaMHe3e
HEOOXO0MMO MPOBOJUTH KOHTPOJIb HA MPEAMET HApYLIEHHH CO CTOPOHBI MHIEBAPUTEIHLHOTO
TpaKTa, 0COOEHHO Ha MPEIMET HKETyA0YHO-KUIIEYHOT'O KPOBOTEUEHHS.

HIIBII cnemyer ¢ OCTOPOKHOCTHIO Ha3HAuaTh MALMEHTaM C KEIYyJI0YHO-KUIIEUHBIMU
3a00JIeBaHUSIMU B aHaMHeE3€ (S3BEHHBINM KOJUT, O0se3Hb KpoHa), MOCKOJIbKY CYLIECTBYET PUCK
obocTpeHus JaHHBIX 3a00eBaHui (cM. pazaen 4.8).
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Jlnst 3TUX ManMeHToB, a TAKXKE MAlMEHTOB, KOTOPBIE HYXKIAIOTCS B COTIYTCTBYTOTHCN JTC ICHTIIT
AUETWICAIMLIUIOBOM KHCIOTOM B HHU3KUX J03aX WIM B IIpUEME IPYIMX IIPeraparos,
YBEIMYHMBAKOLIIUX PUCK BO3HUKHOBEHUS HAPYLIEHUW CO CTOPOHBI JKEIyI0YHO-KHUIIEYHOIO
TPaKTa, CJeIyeT PacCMOTPETh BO3MOXKHOCTh TNPHUMEHEHHS KOMOMHHPOBAHHOH Tepamuu C
npernaparaMu-IpoTeKTOpaMH, HAaIPUMEP, MU3OMPOCTOIOM WM HMHTHMOMTOpPaMH MPOTOHHBIX
HAcoCOB (CM. Jasee, a Takxe pasnen 4.5).

[TarreHTsl, 0COOEHHO MOXKHIIOTO BO3pPAcTa, Y KOTOPBIX B aHAMHE3€ MMENIM MECTO TOKCHYECKUE
peakuuu co croponbl JKKT, nomkHbl coo0marh, 0COOEHHO HAa HAaYaJbHBIX dTarax JICYCHUs,
000 Bcex HEOOBIYHBIX a0JIOMHHAIBHBIX CUMIITOMaX (B OCOOGHHOCTH O JKEITyI0YHO-KUIIEYHBIX
KPOBOTEUYEHMSIX).

Crnenyer ¢ OCTOPOXHOCTBIO Ha3HAyaTh IpernapaTr NalueHTaM, OJHOBPEMEHHO IMPUHHUMAOLIUM
[pernaparsl, KOTOPbIE MOTYT YBEJIWYUTb PUCK BO3HUKHOBEHHS $S3Bbl WM KPOBOTECUECHMS:
nepopagbHble KOPTUKOCTEPOU[IbI, AHTHKOATYJISIHTHI, Halpumep, BapdaphH, CEIeKTHBHbBIE
UHTUOUTOPBl  OOpaTHOrO  3axBaTra CEPOTOHMHA WM  AHTUArperaHTbl, TaKHe Kak
aleTUIICATMIIUIIOBAs KUCIIOTa (CM. pasaen 4.5).

Hapywenus co cmoponwl nouex

[TaruenTam ¢ HapylIeHHEM TIOYEYHOM (YHKIMHM IMpernapaT cleAyeT Ha3HadaTh C
OCTOPOYKHOCTBIO, MOCKONBKY Ha (one npumenenust HIIBIT Bo3sMoxkHO yxymmieHne (yHKIUH
MOYEK, 3aJEp’KKAa JKUJAKOCTM B OpraHM3ME€ M OTEKd. BBHIy TOBBIIIEHHOTO pHUCKa
HE(POTOKCUUHOCTH Tpenapar CcJleAyeT Ha3HauyaTh C OCTOPOXKHOCTbIO IIpU  JICUYEHUU
JUYpPETUKaMHU, a TAK)KE TEM MallMEHTaM, Y KOTOPbIX BO3MO>KHO Pa3BUTHE TUIIOBOJIEMUHU.

Bo Bpemsi nedeHuss opraHu3M JOJDKEH IOJydyaTh JIOCTaTOYHO MHUJAKOCTH BO H30exkaHue
00€3BOKMBaHMsSI, KOTOPOE MOKET MPHBECTH K YCHIICHHIO TOKCHUYECKOTO ACUCTBHSI Ha TMOYKH.
Kak Bce HIIBII, mpemapar crmocoOeH TOBBIIIATh KOHIICHTPAIMIO a30Ta MOYEBHHBI U
KpeaTuHHHA B T1a3Me kpoBH. [1oqo0HO ApyruM MHrHOMTOpaM CHHTE3a MPOCTAarjaHHHOB, €ro
IIPUMEHEHNUE MOKET COIPOBOKIATHCS HEXKENATEIbHBIMA PEAKLUUAMH CO CTOPOHBI IIOYEK,
MPUBOASAIIMMHU K TIIOMEPYIOHEDPUTY, HTHTEPCTUIIUAILHOMY He(DPUTY, MATHUISIPHOMY HEKPO3Y,
HE(POTUYECKOMY CHUHAPOMY U OCTPOH IOYEHYHON HEAOCTAaTOYHOCTH. JIronau MOXHUIOro
BO3pacTa CHJIbHEE MOJIBEPKEHbI HapyIIeHNsAM (PyHKIUH MoYeK (cM. pazaen 4.2).

beszonacnocmv 6 omnowenuu neuenu

[TaupenTam c HapyluleHMEM I€4eHOYHOW (yHKIMM TMpemapar cienyeT Ha3HadaTh C
OCTOPOKHOCTBIO. AHanorm4yHo apyrum HIIBIIL, npemapar MoKeT BbI3BIBaTH BPEMEHHOE H
HE3HAUUTEIIbHOE YBEIMUYEHHE HEKOTOPBIX INEYEHOUHBIX IOKa3aTelel, a TaKKe BBIPAKEHHOE
nobimeHne aktuBHOCTH ACT u AJIT. Ilpu COOTBETCTBYIOIIEM YBEITHMUEHHH YKa3aHHBIX
MIOKa3aTelel Tepamnuio cielyeT NpeKpaTUuTh. JIF0I1 MOXKHUIIOr0 BO3PacTa CHIIBHEE I10/IBEP/KEHBI
HapymeHussM QYHKINY 1edeHu (cM. paszen 4.2).

bezonachocmv 6 omHowlenuu  cep0euHo-cocyOUCmou  CUcmemMbl U M03208020
Kpo8oobpauiensl

[Tanmentam ¢ aprepuaibHOM THIEPTOHHEW W/MIM 3aCTOMHOM CeplaeyHOM HEeAO0CTaTOUYHOCTHIO
JIETKOM M CpelHell cTeneHH TSAKECTH HEeOOXOJWM KOHTPOJb M PEKOMEHIAIMH, TaK Kak NpU
neuennu HIIBII umenu mecTo 3aepKka KUAKOCTH B TKaHAX U 0Opa3zoBaHue OTEKOB. OcoOyro
OCTOPOYXKHOCTh HEOOXOAMMO COOJIOAATH MPHU JIEUYEHUH MAIMEHTOB ¢ 3a00JE€BaHUSMH Cepla B
aHaMHe3€, B YaCTHOCTH, C IPEALICCTBYIOIUMMH SIU30JAMU CEPACYHOM HENOCTAaTOYHOCTH,
MOCKOJIBKY Ha (oOHE MpHUMEHEHHsI INpenapara MOBBIIIAETCS PUCK Pa3BUTUS CEPIIEUHOM
HEJOCTATOYHOCTH.

Kimmuandeckne ucciie[oBanns U 3MUAEMHUOIOITMUYECKHE TAHHBIE MTO3BOJISIIOT IIPEIIOI0KUTh, YTO
Ha ¢one npumeHeHuss HekoTtopbix HIIBIT (ocoGeHHO B BBICOKMX J03aX M B TEUCHHE
JUINTETILHOTO BPEMEHH) MOXET HEMHOIO YBEJIWYUBATHCS PHUCK Pa3BUTHS apTepHATbHBIX
TpoMO030B (HampuMep, WHGAPKT MHOKApAA WM HHCYJBT). J[aHHBIX IS MCKITFOUEHUS] TaKOu
OIACHOCTH MPU MPUMEHEHUH JIEKCKETONpOo(deHa HeOCTaTOUHO.
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CnenoBarenbHO, B CIy4asX HEKOHTPOJIMPYEMOU apTEPUAbHOU ‘THTCPTCHST, —SaCTONNOMN
CEepIIeuHOI HEeJOCTaTOUYHOCTH, MIIEMUYECKON OoJNe3Hn cepla, 3a0oneBanuil nepuepruueckux
apTepuil WU COCYJOB T'OJIOBHOTO MO3ra JIeKCKeTonpodeH cieayeT Ha3HayaTh TOJIBKO IMOCIe
TIIATEIbHON OLIEHKH COCTOSHMA mNarueHTa. CTonb e TIIATENbHOE PAaCCMOTPEHUE COCTOSHUS
JOJDKHO OBITh BBIOJIHEHO Tepell HavyajioM JUIMTENIbHOTrO JICYEHHs MalMeHTOB C (haKTopamu
pHCKa pa3BUTHUS CEPACYHO-COCYIUCTOTO 3abosieBaHUs (HAampUMep, MpPH apTepUATBLHOM
TUNEPTOHUH, TUIIEPIIUIHIEMUH, CaXapHOM JTuabeTe, KypeHun).

Hecenextusabie HIIBIT cniocoOHBI yMeHbBIIATH arperanyio TPOMOOIMTOB U YBEIUYHUBATH BPEMS
KPOBOTEYEHHsI 3a CYET IMOJAABIEHUS CHHTE3a MpocTarjaHanHOB. COBMECTHOE IMPUMEHEHHE
JIeKCKeTorpoeHa ¥ HU3KOMOJIEKYJISIPHOTO TemapuHa B NPO(UIAKTUYECKHX J033aX B
MIOCJICONIEPALIMOHHBIA  NEPUOJ HM3YyYAJIOChb B  XO0J€ KOHTPOJUPYEMBIX KIMHHYECKUX
UCCIICIOBAaHUI — BJIMSAHUS Ha TOKa3aTeNd Koaryisiuu He oOHapykeHo. TeMm He MeHee,
MALMEHTHl, KOTOpPbIE MOJY4YaroT JIEKAPCTBEHHBIE IIpenaparbl, BIMSIOLNIME HAa TE€MOCTa3,
Harpumep, BapdapuH, Jpyrue KyMapHUHBI WIM TelapHHbI, COBMECTHO C JIEKCKeTomnpodeHa
TPOMETaMOJIOM,  JOJKHBl ~ HaxOOUThCS  TOJ  TIIATEIbHBIM  HAOMIOJIEHUEM  Bpaua
(cm. paznen 4.5). Jlroam moxuiioro Bo3pacta CHIIbHEE MOJBEPKECHbI HAPYIICHHUSIM (YHKIHH
CEPJICYHO-COCYAUCTON cUCTEeMBI (M. pazaen 4.2).

Kooicnvie peakyuu

Bo B3aumocssi3u ¢ npumenenueM HIIBII onucanbl oueHb peakue Ciayyau TSKENbIX KOKHBIX
peaKIuii, MHOTJa CO CMEpTENIbHBIM HCXOJIOM, HAlpHMep, SKC(POIMATUBHOTO AEpMATHUTA,
cunapoma CtuBeHca-J[>KOHCOHA M TOKCHMYECKOro 3NuaepMalbHOro Hekposmsa. [lo Bceit
BUJIMMOCTH, CaMbIil BBICOKHI PUCK Pa3BUTHS TOKCMYECKUX KOKHBIX PEaKIMi B HAaYaJIbHBIN
Nepuoj, Tepamnuu, MOCKOIbKY B OOJBIIMHCTBE CIIy4aeB KOXHBIE PEAKIMH Pa3BUBAIOTCS B
TE€YEHHUE MEepPBOro Mecsua jedeHus. [Ipu mosiBIeHUH KOKHOM ChINHU, MPU3HAKOB MOPAXKEHUS
CIIM3UCTBIX WIU JAPYTUX CHUMIITOMOB THUIEp4YyBCTBUTENbHOCTU Jlekckeronpoden-benmen
cienyer OTMEHUTD.

IIpouas ungopmayus

Ocobast 0cTOPOKHOCTH TPEeOyeTCsl TPU HA3HAYCHUU TIpernapara MnaiueHTaMm:

- C HaCJIEJCTBEHHBIM HapylleHHeM MeTabonu3ma nopupuHa (HampuMep, NpU OCTPOH
nepeMexaronieiicst noppupun);

- ¢ 00e3BOKHUBaHUEM;

- HEIIOCPEJACTBEHHO IOCJIE KPYITHBIX XUPYPIMYE€CKUX BMEIIATEIIbCTB.

Ecnu Bpau cuMrtaer, 4To ATUTEIbHOE NMPUMEHEHHE JEKCKeTorpodeHa HeoOX0AUMO, ClIeayeT
PEryJIsIpHO KOHTPOJIUPOBATh (DYHKIMIO MEYEHHU U MOYEK, a TaKXKe PEryJsipHO JeiaTh aHAIU3
KpPOBH.

B ouenb penkux ciayuasx HaOJIOJAIUCh TSAXKENbIE OCTPhIE PEAKIMK TMIIEPUYyBCTBUTEIBHOCTH
(HampuMep, aHaduIakTHYeCKUi 1OK). I1pu nmepBbIX MpU3HAKAX Pa3BUTHS TSDKEIBIX peaKkLui
TUIEPYYBCTBUTEIBHOCTU TOcie mNpuMeHeHus JlekckeronpodeH-benmen eueHue cienyer
peKpaTuTh. B 3aBHCHMOCTH OT CHMIITOMOB, JIF000€ HEOOXOIMMOE B TAKHUX CIIydasiX JIeUeHUE
JIOJI’KHO TPOBOAMTHCSA MOJ1 HAOJI0/IEHUEM Bpaya-CleUaInucTa.

[TarueHTsl, CTpajaroUIMe acTMOHM B COYETAHMM C XPOHMYECKMM PHUHHUTOM, XPOHHYECKUM
CUHYCUTOM W/WIM TOJIMIAMHU HOCa, MOJBEP)KEHbI 0oJjiee BBHICOKOMY PHUCKY ajuIepruu Ha
anetwicamuuioByro kucnoty w/wmm HIIBII, wem ocrtanbHoe HaceneHuwe. HasnaueHue
JAHHOTO TpernapaTa MOXET BBI3bIBATh MPHUCTYIBI aCTMbl WM OpPOHXOCMAa3M, OCOOEHHO Yy
NAalMEeHTOB C ajyiepruei Ha anerwicaauuuioByio kucioty wium HIIBIT (cm. pasnmen 4.3).
B ucKITIOUNTENBHBIX CIy4YasX BO3MOXHO Pa3BUTHE TSKENIbIX MHPEKIIMOHHBIX OCJIOKHEHUH CO
CTOPOHBI KOXKU M MATKUX TKaHEH Ha (oHe BEeTpsiHOU ocmibl. J|0 HaCTOAIIEro BpeMEHH JIaHHbBIX,
MO3BOJIAIOMKX HCKMOUnTh poib HIIBII B ycyryGnenun 3Toro mH(pEKIHOHHOTO Mpolecca,
nosiyueHo He Obuto. IlodTomMy mpHu BeTpsiHOM ocrie pekoMeHayeTcsl M30eratb NpUMEHEHHs
npenapata /lexckeronpoden-benmer.
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Hexckeronpoden-benmen ciemyer ¢ OCTOPONKHOCTHIO BBOJIUTH IATIIICHTAN, —CTPaTATOTITIING
HApYIICHUEM KPOBETBOPEHHS, CHCTEMHON KPACHOW BOJMAHKOW M CMEIIAHHBIMU 3a00JICBAHUSIMU
COETMHUTEIILHON TKaHHU.
Mackupogeka cumnmomos conymcmeyiouux uH@eKyuoHHblX 3a001e6aHUll
[Ipumenenue mnpemnapara Jlekcketonpoden-benmen Moxer MacKUpoBaTb CUMITOMBI
WH(EKIIMOHHOTO 3a00JICBaHMS, YTO MOXKET MPUBECTH K 3aJCPKKE Hadalla COOTBETCTBYIOIIETO
JeYeHUsl U, KaK CJEJNCTBUE, K YXYIIICHHIO HCXOoJa HH(EKIMOHHOTO 3aboieBaHus. ITO
HaOr0aI0Cch MpH  BHEOOJNBHUYHOM  OaKTepHaIbHOH IMHEBMOHUH UM OCJIOKHEHHSX
OaxTepuaabHOU MpHUPOABI Mpu BeTpsiHOW ocme. Ilpu mpueme mpemnapara [lexckeromnpodeH-
Benmen ¢ nienpro 00e300MBaHMs, BEI3BAHHOTO MH(DEKIMEH, PEKOMEHIyeTCs HAOI0IeHUE 3a
T€YEHHEM HH(PEKIMOHHOTO IMpoiecca. Bo BHEOOJbHUYHBIX YCIOBUSX MAllMEHT JOJKEH
MPOKOHCYJILTUPOBATHCS C BPAauOM, €CIIM CHMITOMBI HMHQEKIMOHHOTO 3a00JeBaHUS
COXPAHSIIOTCS WJIM IPOUCXOAUT UX yCyryOJeHue.
OrnucaHbl OTIENBHBIE CTy4Yal aKTHBU3AIUH MH()EKITMOHHBIX MPOIECCOB, JIOKATH3YIOIIUXCS B
MATKHX TKaHsX, B iepuoj npumenenus HIIBII. Takum oOpa3zoM, eciu BO BpeMsi IPUMEHEHUS
npemapata Jlekckeronpoden-benmen ycyryonstoTess CHMIITOMBI OaKTepHAIbHON WH(EKIINH,
MarUeHTaM PEKOMEH/IyeTCsS HEMEIJIEHHO OOpaTUThCS K Bpauy.

emu
be3onacHOCTh MpUMeHEeH s Y IeTel ¥ MOJJPOCTKOB HE yCTAaHOBJICHA.
Bcnomozamenvuvle  6ewjecmea, Hanuuue KOMOPHIX HAOO  YYUMbIBAMb 6 COCMABE
JIeKapCcmeeHHo20 npenapama
Jaunublii npenapat coaepkuT meHee 1 mmonb (23 mr) Hatpus Ha 1 ammyiy, TO €CThb IO CYTH
HE COJICPKUT HATPUSI.
JlanHbIi JIeKapCTBEHHBIN Mpenapar coaepkuT 12,65 06.% staHona (ajnkoross), TO €CTh 10
200 mr Ha no3y, yrto paBHO 5 mu nuBa, 2,08 mi BuHa Ha a03y. Bpemen s oun c
ankoronu3mMoM. HeoOXoIuMO ydYUTHIBaTH OCPEMEHHBIM M KOPMSIIUM TPYABIO KEHIIMHAM,
JIETSIM W TaKUM TPYIIaM BBICOKOTO PHUCKA, KaK MAIMEHThl ¢ 3a00JIeBaHUAMU TEYCHH U
AIUJIETICUEH.

4.5 B3ammopeiicTBHMe ¢ APYIMMH JICKAPCTBEHHBIMH INpPeNapaTaMH W JApPyrue BHIbI
B3aMMO/EHCTBUA

Hwke  omumcanbl  oOmme  BUABI  B3aMMOJEHCTBHS AN BCEX  HECTEPOUIHBIX
IIPOTUBOBOCTIATIUTENBHBIX IpenaparoB (HIIBII).

C npenaparoM He pekomenoyemcs COYETaTh CIEAYIOIIUE JEKapCTBEHHbIE TIpenaparhl:

- npyrue HIIBII, B TOM 4ucie CeleKTUBHBIE HMHTHOMTOPHI IUKIOOKCUT€HA3bI-2, U
CaJIMLIMJIATHI B BBICOKUX J103axX (= 3 r/cyT). [Ipu coBMecTHOM nmpuMeHeHnH Heckoiabkux HIIBII
MOBBIIIAECTCS PUCK DPAa3BUTHUS S3Bbl M KEIIYJOYHO-KHUIIEYHOIO KPOBOTEYEHMs BCIIECICTBUE
B3aMMHO YCHUJIMBAIOLIETO ACUCTBUS ITUX IIPENAPATOB;

- antukoaryysHtel: HIIBII ycwnmBaroT [elicTBHME aHTHKOAryJsHTOB, HaIlpuMep,
BapdapuHa (cM. paszaen 4.4), BCIEACTBHE BBICOKOH CTENEHU CBSA3BIBAHUS JIEKCKeTonpodeHa ¢
OenkamMH IMJIa3Mbl, a TAKXKe IMMOJABIECHUS (PYHKIUM TPOMOOIMTOB U IMOBPEKICHUS CIU3UCTON
KeTyJKa M JBEHaJALATUIIEPCTHOM KuIIkU. Ecnu coBMecTHOe NMpUMeHEeHHe HeoO0XOJMMO, OHO
JOJDKHO TPOXOJUTH IMOJ TIIATEIbHBIM HaOJIIOAEHHEM Bpaua M KOHTPOJIEM J1abOopaTOPHBIX
IoKa3aTelei;

- TelapuHbl: BO3PAaCTaeT PHUCK KPOBOTE€UEHHs (BBUAY HMHIHOUpPOBaHUA (YHKUUU
TPOMOOITMTOB U MOBPEXICHUS CIU3UCTON OOOJIOUKH KEITyA0YHO-KUIIEYHOTro Tpakrta). Ecimu
COBMECTHOE TMpPHMEHEHHE HEOO0XOIMMO, OHO JOJDKHO MPOXOAMTh TOJ THIATEIbHBIM
HaOJII0/ICHHEM Bpaya U KOHTPOJIEM JIa0DOPaTOPHBIX MOKa3aTelleH;

- KOPTUKOCTEPOUBI: TOBBIIIAETCS PHUCK PAa3BUTUSA SI3BBI M KEIyJA0YHO-KHUIIIEYHOTO
KpoBoTeueHus (cM. paszaen 4.4);
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-yt (onmucano ais Heckoiabkux HIIBIT): HITBIT moBsimaioT=yposcHs—mTior B KPOBI;
YTO MOXXET MPUBECTU K NHTOKCUKALMU (CHUKEHUIO BBIBEICHU JINTUA Noykamu). [losTomy B
Hayaje IPUMEHEHUs JeKCKeTonpodeHa, NpU KOPPEeKLUUM J03bI U OTMEHEe Ipernapara
HE00XO0JUM KOHTPOJIb KOHLIEHTPALH JIUTHS;

- METOTpeKcaT B BBICOKHMX J03ax (He MeHee 15 mMr B Heneno). 3a c4eT yMEHBIICHUs
MOYEYHOTO KJIMPEHCAa MeETOoTpeKkcaTta Ha (hOHE TPUMEHEHUS MPOTHBOBOCIAIUTEIBHBIX
IIPENapaToB B LIEJIOM YCHIIMBAETCS €r0 BPEJHOE BO3JEHCTBUE HA CUCTEMY KPOBH;

- TpPOU3BOJAHBICE THUIAHTOMHA W CYJIb(OHAMHIBL BO3MOXKHO YCHUJICHHE TOKCHUYECKHX
CBOMCTB 9TUX BEILECTB.

Crnenyromue KOMOMHALUY PEKOMEHIYETCS IPUMEHSTh C OCHOPOHCHOCIBIO:

- auypetuku, uHruburopel AII®, aHTHOMOTHMKU-AMUHOIIMKO3MIBl W aHTarOHUCTHI
peuenTopoB aHruoTeHsuHa ll: gexckeronpoden MoKeT ocnadisTh ACUCTBUE AUYPETHKOB H
JpYI'MX AaHTUTUIIEPTEH3UBHBIX IIPENapaToB. Y HEKOTOPBIX IIALIMEHTOB C HAPYIIEHUEM
GyHKIMU TOouYeK (Hampumep, Npu 00E3BOKMBAHMM WJIM y MALMEHTOB IMOXKWIOTO BO3pacTa C
HapylIEeHHEM [TOY€YHOH (YHKLMM) NPUMEHEHUE NpPEenapaToB, OKa3bIBAIOIIUX MOAABISIONICE
JeiCTBME Ha IMKJIOOKCUI€Ha3y, COBMECTHO ¢ wuHruOutopamu All®D, antaronucramu
peuenTopoB aHruoreHsuHa |l wiam aHTHOMOTHMKAMM-aMHHOTIMKO3MIAMH MOXET YCYryOuTb
COCTOSIHUE, YTO, KaK TMpaBUIO, HOCUT oOparumblii Xxapakrtep. [lpu HasHaueHuu
JeKCKeTonpodeHa B COUETAaHUU C KAaKUM-JIIMOO TUYPETHKOM HE00XOAMMO YOEeIUThCs, 4TO
NalreHT He 00e3BOXKEH, a B Hayalie JICUCHHs CIIEAYeT KOHTPOJIMPOBATH (DYHKIMIO MOYEK
(cm. pasgen 4.4);

- METOTpEeKcaT B HU3KMX J03aX (MeHee 15 Mr B Hellenro): 3a CYeT YMEHbIIEHUS TI0YEYHOI0
KJIMpEHca MeTOoTpekcaTa Ha (oHe MpUMEHEHHs NPOTHUBOBOCHAIMTEIbHBIX IpenapaToB
YCUJIMBAETCS €r0 BPEJHOE BO3JEHCTBHE HA CUCTEMY KpOBH B LieJloM. B mepBble Hemenu
COBMECTHOI'O INPHUMEHEHHMs HEOOXOIMMO EXEHENIENbHO JAenaTh aHaiu3 KpoBH. [laxe mpu
HE3HAYUTEJIbHOM HApYyLIEHUM (YHKIMM IOYEK, a TaKXKE Yy MAIUEHTOB IOKUJIOr0 BO3pacTa
JIeYeHHE CIIeAyeT MPOBOAUTH MO CTPOrUM HaOII0IEHUEM Bpaua;

- TEHTOKCHU(WIIMH: TOBBIIIACTCS PUCK KpoBOTeueHUs. HeoOXommmo yCHimTh KOHTPOIIb U
qale NpoBEPSTH TAKOM NOKAa3aTeNb KaK BpeMs KPOBOTEUEHMUS;

- 3WJOBYAMH: CYIIECTBYET PUCK YCUJIEHUSI TOKCUYECKOI'O BO3JECHCTBUS Ha SPUTPOLIUTHI 3a
CYET BIUSAHUSA HA PETUKYJIOLUTHI, 4TO nocie nepsoit Henenu npumenenust HIIBII npuBoaut k
TsDKEJIOW aHeMuu. B Teuenne oqHoi-aByXx Heaenb nocie Hayana npumenenuss HIIBII cienyer
cenath oOMMN aHaJIM3 KPOBU U IPOBEPUTH COJIEPIKaHNE PETUKYIIOLUTOB;

- mnpenapatsl cyibpoHunmoueBuHbl: HIIBII cnocoOHBI ycunuBaTh TMIIOTTIMKEMHUYECKOE
neiicTBue cynb()OHUIMOYEBHHBI 32 CUET 3aMEIIEHUS UX B COSIMHEHMSX C OeITKaMU MJIa3MBbl.
Crnenyert yuecms credyrowue KOmMOUHAYUU:

- Oera-6nokaropsl: HIIBII ciocoOHBI 0cnabnsiTh MX aHTUTHUNEPTEH3UBHOE NEHCTBHUE 3a
CYET MOJIaBJICHUS] CUHTE3a [IPOCTarJIaHANHOB;

- UUKJIOCHOPMH H TaKpOJIMMYC: BO3MOXKHO YCWJIEHHE HEPPOTOKCMYHOCTH 3a CYEeT
Bozaeiicteuss HIIBII na mnodeunsle npocrarnangusbl. [Ipy xoMOMHUpPOBaHHON Tepanuu
clleZlyeT KOHTPOJIMPOBaTh (PYHKIUIO MTOYEK;

- TpoMOOJINTUYECKHUE MpEenapaThl: MOBBIIIAETCS PUCK KPOBOTCUECHHUS;

- AQHTHArperaHThl U CEJIEKTHBHbIE HHTMOUTOPHI 0OpaTHOro 3axBara ceporonuHa (CHO3C):
TIOBBIIIAETCS PUCK JKEITYI0YHO-KHUIIIEUHOTO KPOBOTEUCHUS (CM. paszen 4.4);

- mpoOeHely1; BO3MOXKHO YBEJIWYEHHE KOHIICHTPALlUU — AEKCKeTonpoQeHa B 1mia3me, uTo,
BEPOSATHO, 00YCJIOBJIEHO TMOJABICHUEM KaHAJIbLIEBOM CEKPEIMH M KOHBIOTalluu IpernapaTa C
[JIIOKYPOHOBOM KHCIIOTOM U TpeOyeT KOPPEeKIMH A03bl JEKCKETONpodeHa;

- cepaeunsle rnuko3uael: HIIBII cnocoOHbl yBenmuuMBaTh KOHUEHTPALUIO TJIUKO3UJIOB B
1a3Me;

- MHUQENpPUCTOH: TEOPETHUYECKH CYIIECTBYET BO3MOXKHOCTb CHIDKEHUS 3(deKkTuBHOCTH
MU(ENPUCTOHA MO/ BO3A€HCTBUEM UHTMOUTOPOB NMPOCTAIrJIaH JUHCUHTETA3bI.



ЛП РГ УТВЕРЖДЕНО


JM-N2002404-Pr-BY
YTBEPXOEHO

MWHUCTEPCTBOM 3[IPABOOXPAHEHWNA
PECTYBJIVIK/ BEJIAPYCb

nPukazomoT 08.06.2026 Ne 676
MOCIEJOBATE/IbHOCTb D043 -

OrpaHvyYeHHbIE JaHHBIE MTO3BOJIIOT MPEAIOIOKUTh, YTO COBMECTHOCTIPAMCHCHITC T BB
JIeHb TPUMEHEHUs] NPOCTarylaH/IMHA HE OKa3blBaeT HEOJIaronpusiTHOTO BO3JCUCTBUS Ha
3¢ dexTsl MUDETpUCTOHA WM IPOCTArjaH/IlHa B OTHOIIEHUU CO3PEBaHUS MIEMKU MaTKU WU
COKpPaTUMOCTH MATKH M HE CHI)KAeT KIMHUYECKYIO 3(PQPEKTUBHOCTh TNPENapaToB Jis
npepbIBaHusi OEPEMEHHOCTH 110 MEIULMHCKUM MTOKa3aHHUSM.

—  AHTUOMOTUKU XMHOJMHOBOT'O psijia: pe3yJIbTaThl UCCIIEIOBAaHUIN Ha )KUBOTHBIX MOKA3aJlH,
YTO MpPU NPUMEHEHUM NPOU3BOJHBIX XHMHOJOHA B BBICOKHMX J03ax B couyeranuu ¢ HIIBII
MOBBIIIAETCS PUCK PA3BUTHUSA CYyAOPOr.

— Tenodoup: omHoBpemenHswlii mnpuemM c¢ HIIBII moker moBbImIaTh ypoBEHH a3oTa
MOYEBMHBI M KpeaTuHWHa B Tuiazme. ClieyeT KOHTPOJIHPOBATh (PYHKIHIO TOYEK, YTOOBI
n30exKaTh BO3MOXXHOTO CHHEPTUYECKOTO BIUSHUSL.

—  Jleepazupokc: omHoBpemenHoe mnpumeHenue c¢ HIIBII moker yBenu4yuTh pPHCK
KEITYAOIHO-KUIIIEYHONH TOKCUYHOCTH. Ilpm coBmecTHOM mpuMeHEeHHH nedepasupokca u
HIIBII HeoOxoauM TIIATEIbHBIN KIMHUYECKUH KOHTPOJI.

— Ilemerpekcen: omHoBpeMeHHoe mpumeHeHue ¢ HIIBII MoxkeT CHU3UTH BBIBEJACHHE
neMeTpeKce1a, IOATOMY CleAyeT COOII0IaTh OCTOPOKHOCTh IPU HA3HAYEHHUH 00JIee BBICOKUX
no3 HIIBII. ¥V nauueHTOB C MNOYEYHOW HENOCTATOYHOCTHIO JIETKOM CTENEHH TSHKECTH
(xnmupeHc kpeatuHuHa oT 60 1o 89 mu/mMuH) cienyer u3deraTh OJHOBPEMEHHOTO IpHeMa
nemetrpekcena ¢ HIIBII B Teuenue 2 quelt 10 1 2 1HEH nocie npueMa neMeTpeKkceaa.

4.6 ©PepTHIBHOCTD, 0ePEeMEHHOCTDb W JTAKTALMS

bepemennocmo

[Tpumenenne nexckeronpodena ¢ 20-if Henenu u B Ooyiee MO3THHE CPOKU OEPEMEHHOCTH

BBI3bIBACT pA3BUTHE HAPYUICHUH (QYHKIMH TOYEeK Yy IJI0Ja, YTO MOXET IPUBECTH K

YMEHBIIEHNUIO  KOJMYECTBA  OKOJIOIUIOAHBIX  BOJA  (ONIMroruJpaMHuoHy).  JlaHHble

HEONMaronpusITHBIE HCXOJbl MOTYT HaOMIOJaThCsl BCKOpE IOCIE Hayala TMpPUMEHEHUS

npernapara U 0ObIYHO SIBJISIFOTCS OOPATUMBIMHU I1OCIIE TPEKPALLEHUS TEPAIIUU.

Haznauenne paexckeronpodeHa B MEPBOM M BTOPOM TPUMECTpe OEPEeMEHHOCTH BO3MOXKHO

TOJILKO TOTJa, KOIrJa B 3TOM €CTh HacToATeldbHass HeoOXxonumocTb. [lpu Ha3zHaueHUUM

JeKCKeTonpodeHa KEeHIIMHAM, IIaHUPYIOIIMM OepeMeHHOCTh, MO0 B MEpBBIH M BTOpPOH

TpUMeECTp OEpEeMEHHOCTH, CJeAyeT NIPUMEHATh MHUHUMalbHble A(P(QEKTUBHBIE 03Bl B

MUHUMAaJIBHO BO3MOKHBIN IIEPHO]] BPEMEHHU.

Hauunas ¢ 20-it Henenu OEpeMEHHOCTH, IMOCJEe MPUMEHEHHS JCKCKEeTonpodeHa B TEUEHUE

HECKOJIBKUX IHEW, CIeLyeT MPOBOAUTH AHTEHATAJIBHBI MOHUTOPHHI OJUIOI'MIpPaMHHOHA.

[Tpu oOHapykeHUU MaJIOBOIUS, CIIEYET IPEKPATUTh MpUEM JAEKCKeTonpodeHa.

Ha ¢one npumeHeHHs HHTHOMTOPOB CHHTE3a HPOCTArJIaHAMHOB B TPETbEM TPHUMECTpeE

OepeMEeHHOCTH Yy IJ10/1a BO3MOKHBI CIEAYIOINE OTKIOHEHHUS:

*  CepJeYHO-JIErOYHAas  TOKCHMYHOCTh  (Hampumep,  MNPEXKICBPEMEHHOE  3aKpbITHE
apTepHalIbHOTO MPOTOKA IJI0J]a U TUIIEPTEH3USI B CUCTEME JIETOYHON apTepHH);

s IMC(YHKIUS MTOYEK.

y MaTepu U HOBOPOKJIEHHOTO:

*  BO3MOXKHO YBEJIMYEHHE BPEMEHM KpOBOTEUEHHUS — 3((eKT MHrMOMPOBAaHUS arperanuu
TPOMOOIIMTOB, BO3MOKHBIN JJake MPpHU MPUMEHEHHUH TpernapaTa B O4eHb HU3KUX J103aX;

* IOJABJICHUE COKPATUTEIbHOW AaKTMBHOCTM MAaTKH, NPHUBOJALIEE K 3al03JalbIM WU
3aTSKHBIM POJIaM.

Hexckeronpoden-benmen npoTuBonokasan A IPUMEHEHUS B 3 TpUMeCTpe OepeMEHHOCTH.

[TonaBneHne cuHTE3a MPOCTArJIaHIMHOB MOKET OKa3blBaTh HEOJIArompusATHOE BIUSHUE Ha

TeueHHe OepeMEeHHOCTH W/MIM pa3BuTue 5SMOpuoHa/maoga. CorjacHoO pe3ysbTaTaM

SMUAEMUOJIOTUYECKUX HCCIEeIOBaHUM, Ha paHHUX CpOKaXx OEpeMEHHOCTH MpHUMEHEHHE

IpenapaToB, MOJABIAIONIMX CHHTE3 MPOCTAIVIAHAMHOB, IMOBBIIIAET PHUCK BBIKHJIBIIIA,

BO3HMKHOBEHUE Yy IUIoJla IOpOKa cepana W ractpommsuca. Tak, aOCOMIOTHBIM pHCK
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00pa3oBaHUsl TOPOKOB CEPACUHO-COCYJIUCTON CHUCTEMBI BO3PACTANT—OTMCHCC—CN 17010
npubau3utTenbHo 1,5%. Cuuraercs, 4TO OMACHOCTh BO3HUKHOBEHUS YKA3aHHBIX SIBJICHUUN
BO3pacTaeT C IMOBBIIMIEHHEM J03bl Mpenapara U JUIMTEIbHOCTH Tepanmuu. Y >KUBOTHBIX
NpUMEHEHHe MHTHOMTOpa CHHTE3a MPOCTarjaHAWHOB CHOCOOCTBOBAJIO MOBBILICHUIO Ipe- H
MOCTUMILJIAHTALIMOHHBIX TMOTEPh, a Takke sMOpuoderanbHOl cMepTHOCTH. Kpome Toro, y
KUBOTHBIX, TOJYYaBIIMX MHTUOUTOPHI CHHTE3a MPOCTArjaHIMHOB B IEPHOJ OpraHoreHesa,
BO3pacTaja 4acToTa MOSIBICHUS TOPOKOB Pa3BUTHS 1101, B TOM YHCIIE, aHOMAJIUNA CEeplIeYHO-
COCYIUCTON cucTeMbl. TeM He MeHee, MCCIIEeIOBAaHUs JEKCKeTonpodeHa Ha J1adopaTopHbIX
JKUBOTHBIX NMPU3HAKOB TOKCUYHOCTH B OTHOIICHUU OPTaHOB PENPOAYKIIMH HE BBISIBUIHN (CM.
paznen 5.3).

Kopmnenue epyovio

Hert naHHBIX 0 BBIIEIEHUH IEKCKEeTONpo(deHa B rpyAHOE MOJIOKO.

Hexckeronpoden-benmen npoTuBonokasan B mepruo Jaktamuu (cM. pasaen 4.3).
DepmunbHocmo

Kak Bce HIIBII, nexckeronpodeHa TpoMeTaMoNl MOKET CHIKATh JKEHCKYIO (PepTUIBHOCTH,
MIOSTOMY €ro He PEKOMEHIYyeTCsl Ha3HayaTh JKEHIIMHAM, TUIAHHPYIOINM OepeMEHHOCTb.
VY KeHIIUH, UMEIOIIUX NPOOJIEMBbI ¢ 3a4aTHEM WU MPOXOISAIIUX 00CIeOBaHHE HA MPeIMeT
Oecrutonus, ClieyeT pacCMOTPETh BO3MOYKHOCTh OTMEHBI JIEKCKETONpOo(eHa TPOMETaMOJIa.

4.7 Buausinue Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeICTBAMH U pPadoTaTh C
MeXaHU3MaMu

Ha ¢one npumenenus npemnapara [lexckeronpodeH-benmen Bo3MOXKHO TOIOBOKPYKEHHE,
HapyIIeHUE 3PEHUSI U COHJIMBOCTB; MpernapaT OKa3bIBaeT ci1aboe Wi YMEPEHHOE BIHSHUE HA
CIIOCOOHOCTH YIIPaBIISITh TPAHCIIOPTHBIMU CPEACTBAMH U PabOTaTh C MEXaHU3MaMH.

4.8 HexkesaTeJibHbIE peaKII UM

Hwxe npuBeIcHbI pacrpe/iejICHHbIC [0 OpraHaM W CUCTeMaM OPraHoB, a TaKKe IO 4acToTe
BO3HUKHOBEHHUSI  HEXeENAaTeIbHBbIE PEaKIMH, CBSI3b KOTOPHIX C JEKCKeTompodeHa
TPOMETOMOJIOM IO JIaHHBIM KJIMHUYECKHX HCCJICIOBAHUN TMpHU3HAHA KaK MHHUMYM
BO3MOXKHOHM, a TaKk)Ke HEKeJaTeNIbHbIE PEaKIMH, COOOIICHUsS O KOTOPHIX MOJYYEHBI TOCIHe
BBIBOJIa TIpeTiapaTa Ha PHIHOK.

YacToTy HEXeNlaTeNbHBIX pPeakIui KIacCU(UIIMPOBATIH CIEAYIONIMM 00pa3oM: O4eHb 4acTo
(>1/10); gacro (=1/100, mo <1/10); mewacro (=1/1 000, mo <1/100); penko (=1/10 000, mo
<1/1 000); ouensr penxo (<1/10 000); yacroTa HeusBecTHa (Ha OCHOBAHMHU HMEIOIIUXCS
JTAHHBIX YACTOTY OLIEHUTh HEBO3MOKHO).

CucreMHO-OpraHHble
HexesaTebHbIe peakunu Yacrora
KJIACChI
Hapymenns co cropons! Anemus Heuacro
KPOBHU U IUM(paTUYECKOH
CHCTEMEI Heiirpornenus, TpoMOOIMTONEHUS Ouenb penko
Otek ropranu Penko
Hapy1enus co cTopoHbl
i AHadunakTUYecKue peakluu, B TOM 4YHCIIE
MMMYHHOH CUCTEMBI ¢ e p ) Ouenb pelko
aHapUIAKTHYECKUH IIOK
Hapymenust metabonuszma | ['uneprivkemus, TUIOTJIMKEMUS,
Penxo
U IUTaHUs TUIEPTPUTIULIEPUAEMHUSI, aHOPEKCHS
IIcuxuyeckue HapyueHuss | becconHnna Heuacro
I'onoBHas 601b, TONOBOKPYHKEHHE, | 1y o
HapymeiHI/m CO CTOPOHBI COHJTHBOCTE
HEPBHOU CUCTEMBI
[Tapecte3un, 0OMOpOK Penxo
Hapy1enust co cTopoHbI Pa3MbITOCTB 3peHuUs Heuacro
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CucTeMHO-OpraHHbIe

TTOCJTE[NOBAT

IMEHOCTE U013

HeskenarenbHble peakunuu Yacrora
KJIACCHI
oprasa 3peHus
Hapymenust co ctopoHnsl
Py p 3BOH B ylIax Penxo
oprasa ciyxa u JabupuHTa
Hapymenust co ctopoHnsl
DKCTPACUCTONUS, TAXUKAPIAUS Penko
cepaua
AprepuasibHasi  THUIOTOHHUSA, IOKPAaCHEHHE Hewacto
Hapyiienus co ctopoHbl JIMLA U 1Ieu
COCYJIOB ApTtepuanbHas TUHEPTEH3Hs, TPOMOO(hIeOuT Perko
ITOBEPXHOCTHBIX BEH
Hapyenust co ctopoHbl bpagunHos Penko

JBIXaTEIbHON CUCTEMBI,
OpPraHoB I'PyAHOMN KJIETKU U
CpelOCTeHUs

bponxocmnasm, oaplika

Ouensb penko

TowmHoTa, pBOTa Yacto
bonp B xuBOTE, qucnencus, Auapes, 3amop, Hewacto
XKenynouno-kuieynbie KpOBaBasi pBOTa, CYXOCTh BO PTY
HapyLICHUS SI3BeHHast  OONE3Hb, KPOBOTEYEHHUE WU Pe ko
npoboaenue (cm. pasznen 4.4)
[Tankpeatur OueHb penko
Hapymienust co cTopoHsl
[IEYECHU U [ToBpexxaeHue KJIETOK eYEeHU Ouenb penko
KEJTYEBBIBOJAIINX TyTEH
Jepmatut,  3yd,  Cblllb,  IOBBIIIEHHOE Hewacto
IIOTOOTIETICHUE
Hapymenunst co ctopoHbl KpanuBHuna, akue Penko

KOYKHU U ITOJIKOKHBIX
TKaHel

Cungpom CruseHca-/[)KoHCOHA, TOKCUYECKHUN
snuAepMatbHbIN HEKpOJIu3 (cunapOM
Jlaiienna), aHTMOHEBPOTHUYECKUIH OTEK, OTEK
JIU1a, Peakiuu (HOTOCCHCUOMIN3AITNT

Ouens penko

Hapymenust co ctopoHsl

Purngnocts MbIII, CKOBAHHOCTL B CyCTaBaX,

MBIIIEYHOM, CKEJIETHON 1 Penxo
. MBIILIEYHbIE CYIOPOTH, OOJIH B CIIUHE

COEIMHUTENIbHOM TKaHU

Octpas ro4eyHast HEJ0CTaTOYHOCTb,
Hapymenust co ctopoHbl

MOJINypus, TOYEYHasi KOJHUKa, KeToHypus, | Penko
IIOYEK ¥ MOYEBBIBOIALINX

o IPOTEUHYpUs

myTen =

Hedput, HehpoTuueckuii CHHAPOM OueHb penko
Hapymienust co cTopoHsl Hapymenue MEHCTPYaJIbHOTO LUKJIa

3

PENpOYKTUBHOM CHCTEMBI | HAPYILIEHUE byHKIUI npexacrarensHol | Penko
Y MOJIOUHBIX JKEJIE3 JKEJIE3bI

bonu B MecTte MHBEKIMM, peakiusi B MECTe

UHBEKLIMK, B TOM uucie BocnaineHue, | Yacro
OO1u1re HapymeHus U

reMaToma, KpOBOTE€UEHHUE
peakuuu B MECTE BBE/ICHUS

Jluxopanka, yromjaeHue, 0071, 03H00 Heuwacrto

Hpoxb, nepudepruyeckue OTeKu Penko
JlaGopartopHbie 1

OTtknoHeHus B (GYHKIMOHATBHBIX
UHCTPYMEHTAJIbHBIE Penxo

JaHHLIE

TIEYEHOYHBIX MPOoOax



ЛП РГ УТВЕРЖДЕНО


JM-N2002404-Pr-BY
YTBEPXOEHO

MWHUCTEPCTBOM 3[IPABOOXPAHEHWNA
PECTYBJIVIK/ BEJIAPYCb

nPuKAsomoT 08.06.2026 Ne 676
MOCNEAOBATENBHOCTL 0013

KenynouHo-kuieyHble HapyLIISHHs: Yallle BCEro HaOMI0Aa0TCs H
croponbl JKKT. Tak, BO3MOKHO pa3BUTHE SI3BEHHON 00JIe3HH, epHOpaLiU UITH KEITyT0THO-
KHUILIEYHOTO KPOBOTEUEHHS, HHOTJAA C JIETAIbHBIM KCXOJO0M, OCOOEHHO Yy TMallueHTOB
noxkusjoro Bo3pacta (cm. pasgen 4.4). Ha ¢one mpumeHeHus mpemnapara cooOIaioch O
MOSIBJICHUU TOIIHOTHI, PBOTHI, TUAPEU, METEOPU3MA, 3allopa, JUCIENTUYECKUX SIBICHUM, 00U
B )KHBOTE, MEJICHBI, KPOBABOW PBOTHI, SI3BEHHOTO CTOMATHTa, OOOCTPEHUS KOJUTA U OOJIC3HU
Kpomna (cm. pasznen 4.4). Menee yacto HaOJIIO1aIMCh TaCTPUTHI.

Takxe OTMEUEeHBI OTEKHU, apTepUaibHast TUTIEPTEH3US U CepACUHAsI HEIOCTATOYHOCTb.

Kak u B cinywae nmpumenenus npyrux HIIBII, Bo3MOXHBI cieayroliue HeXellaTelibHbIe
peaklMK: acCeNTHUYECKU MEHUHTHUT, KOTOPbIH B OCHOBHOM BO3HHUKAET Yy NAIMEHTOB C
CUCTEeMHOM KPAacHOM BOJTYAHKOHN MM CMEIIAHHBIMH 3a00JIEBaHUSAMU COCTUHUTEILHON TKaHHU,
U pEaKIUu CO CTOPOHBI KPOBHU (IypIypa, TUIOIUIACTHYECKAass M TeMOJIMTUYECKas aHEeMHs,
PENKO arpaHyJIOUTO3 U TUIIOIUIa3Usl KOCTHOTO MO3ra).

Bo3MoxHBI OyJuie3HbIe PeakIiy, B TOM dncie cuHapoM CtuBeHca-/[)KOHCOHA U TOKCHYECKHIA
SnuAepMaIbHBIA HEKPOJIHU3 (OYEHb PEAKO).

CormacHo pe3yjbTaTaM KIMHUYECKUX WCCICIOBAaHUNA U SIUJEMUOJIOTHYECKUX JTaHHBIX,
npumenenue Hekotopbix HIIBIL, ocoO0eHHO B BBICOKHMX [103aX U B TEUYEHHUE AJIUTEIHHOTO
BPEMEHHU, MOXET COIPOBOXKIATHCA HEKOTOPHIM IOBBIIIICHUEM PHUCKA PA3BUTHS TMATOJIOTHH,
BBI3BAaHHOI TpoMOO30M apTepuid, Hampumep, uUHPapKTa MHUOKapJa WIM HUHCYJIbTa
(cMm. pasnen 4.4).

Coo01ieHue 0 mo03peBaeMbIX HeKeJIATEeJIbHbBIX PeaKIuaX

BaxxHo cooOmare O TMOAO03PEBAEMBIX HEXKEIATCIbHBIX PEAKIUSIX IIOCJIE€ PErucTparuu
JICKapCTBEHHOTO TMpernapara ¢ [enbl0 00ecleyeHUs] HEeNPEepbIBHOTO MOHHUTOPHHTA
COOTHOUIICHUSI «IOJIb3a-PUCK» JIEKAPCTBEHHOr0 Tpenapara. MeauIMHCKUM pabOTHUKAM
PEKOMEHIyeTCsl coO0IIaTh O MOJI03PEBACMbBIX HEXKEIAaTEeIbHBIX PEAKIHIX JEKapCTBEHHOTO
mpermapara 4Yepe3 HalMOHAIBHBIE CHCTEMBI COOOIIEHUS O HEXKEIATCIbHBIX PEaKIUsIX
rocyJ1apCcTB-wjeHOB EBpa3uiickoro 53KOHOMHUYECKOTO COr03a.

Pecny6nuka benapych

220037, Munck, ToBapuieckuit nep., 2a

VII «LleHTp 3KCnepTU3 U UCIBITAHUI B 3paBOOXPAHEHUN

Tenedon oraena dhapmakonanzopa: +375 (17) 242-00-29; daxc: +375 (17) 242-00-29

On. mourta: repl@rceth.by, rceth@rceth.by

https://www.rceth.by

Poccniickas @enepanys

109012, r. Mocksa, CrnaBsiHCKasl miiomaib, 1. 4, crpoenue 1

®denepanbHas cinyx0a mo Haa30py B chepe 3apaBooxpanenus (PocznpaBruanzop)

. moura: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/drugs

Pecny6nuka Kazaxcran

010000, r. Acrana, paiion baiikonsip, yi. A. manosa, a.13

PI'TI na II1XB «Haunonanenslil LleHTp 3KCIIEPTHU3BI JIEKAPCTBEHHBIX CPEACTB U MEAUIMHCKUX
u3nenuit» Komurera MemunuHCKOro ©  (hapMareBTUYECKOTO KOHTpoJis MUHHCTEpCTBa
3npaBooxpanenust Pecnyomuku Kazaxcran

1. moura: pdlc@dari.kz

Tenedon: +7 (7172) 235-135

Pecny0Onmka ApmeHus

Epesan 0051, np. Komuraca 49/5

Hay4Hblll HEHTp 3KCIEPTU3HI JIEKAPCTB U

METUITMHCKUX TeXHOJIOTHI uM. Akanemuka J. ['abpuensuay AO3T

3. mouTa: vigilance@pharm.am

Tenedon: +374 (10) 20-05-05; +374 (96) 22-05-05


https://www.rceth.by/
mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/drugs
mailto:pdlc@dari.kz
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Ksiprezckas PecryGnmka

720044, r. buiukek, yi. 3-1 auHus, 25
JlemapTtaMeHT JIEKapCTBEHHBIX CPEICTB M MEOUIMHCKUX u3lenuii  MuHHcTepcTBa
3npaBooxpaneHust Keipreizckoit PecryOnmku

Oi1. mouta: dlomt@pharm.kg

Tenedon: 0800-800-26-26

4.9 Ilepeno3upoBka

CumnromMaTuka IMepeAO3UPOBKM HEU3BECTHA. AHAJOTHYHBIE JIEKAPCTBEHHBIC IperapaThl
BBI3BIBAIOT HAPYIICHUS CO CTOPOHBI KeNyI0YHO-KUIIEUHOTO TpakTa (pBOTa, aHOpeKcUs, 60Iu
B JKMBOTE) U HEPBHOM CHUCTEMBbI (COHJIUBOCTb, TOJOBOKPYKEHHUE, JIE30PUEHTAIMS, TOJIOBHbBIC
6oin).

[Ipu ciyyallHOM TPUMEHEHUU WU TEPEIO3UPOBKE CIEIYyET HE3aMeJIUTEIbHO HavaTh
CUMITOMATUYECKOE JICUCHUE B COOTBETCTBUH C KIIMHUYECKIM COCTOSIHUEM HaI[UeHTA.
JlexckeTonpodeHa TpoMeTaMol yAaIseTcs U3 OpraHu3Ma C MOMOIIBIO THATN3a.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA
5.1 ®apmakoguHaMHUYeCKUe CBOMCTBA
dapmakoTepaneBTu4eckass rpynna: [IpotuBoBocnaanTenbHble 1 MPOTUBOPEBMATUYECKUE
npenapartbl. Hecrepouiabie NpOTUBOBOCIIATIUTENIBHBIE U TPOTUBOPEBMATUYECKUE TTPEIAPATHI.

ITpon3BoaHBIE TPONMOHOBOM KUCIIOTHI.
Kon ATX: MO1AE17.

JlekckeTonpodeHa TPOMETaMOJI — COJIb IPOIMMOHOBOM KUCIOTHI S-(+)-2(3-0en3omndenun),
o0JasaeT aHaJIbre3UPyOLUM, IPOTUBOBOCHIATIMTEIbHBIM U )KapOIIOHUKAIOIIUMH CBONCTBAMU
U OTHOCHUTCS K KJIaCCy HECTEPOMIHBIX IPOTUBOBOCHANIUTENbHBIX IIpenaparos (HIIBII).
MexaHu3M AeHCTBUSA

MexaHu3M JEeWCTBUS HECTEPOUAHBIX IPOTHUBOBOCHAIMTEIbHBIX IPENapaToB CBsA3aH C
YMEHBUICHHEM CHHTE3a TNPOCTArjaHIMHOB ITyTeM HHTHOMPOBAHUS IUKIOOKCHTCHA3HBIX
nyTteil. B yacTHOCTH, MHIMOMpPOBaHKE NPEBPAIIECHUS aPAXUIOHOBOW KHCIOTHI B LIUKJINYECKHE
snponepexkucu, PGG2 u PGH2, kortopwie nmpoayumpytoT npocrarnanguasl PGE1, PGE2,
PGF2a u PGD2, a takxke npocraiukinH U Tpombokcansl PGI2 (TxA2 u TxB2). Kpome Toro,
MHTMOMpPOBAHME CHHTE3a MPOCTarjaHAMHOB MOXET BIHUATh Ha JpyrHe MeAHaTopbl
BOCTIAJICHUS, TaKMe€ KaK KUHHMHBI, BbI3bIBas OIOCPEJAOBAaHHOE MAEWUCTBHE, KOTOpoe Oyaer
JIOTIOJTHEHUEM K MPSIMOMY JIEUCTBHUIO.

dapmakoAUHAMHYeCKUe d(PPeKThI

Wurubupytoniee AelicTBrue 1EKCKETONPOpeHa B OTHOIIEHNH aKTUBHOCTH IIUKIOOKCUT€Ha3bI-1
U IUKJIOOKCUTEHA3bI-2 MPOJAEMOHCTPUPOBAHO Y JTJAOOPATOPHBIX KUBOTHBIX U Y JIIO/IEH.
Kaunuyeckasi 3ppekTHBHOCTH 1 6€301aCHOCTD

KnuHuyeckue ucciegoBaHUs NMPU Pa3HbIX BUAAX OONM IMOKa3ajiH, YTO JEeKCKeTonpodeHa
TpoMeTamoJl 00J1aJaeT BRIPAXKEHHON aHAIBI€TUUECKONW aKTHBHOCTBIO.

boneyronstomee neiictBue nekckerornpodeHa TpoMmeTramoja IpU BHYTPUMBILIEYHOM U
BHYTPUBEHHOM BBEJCHUU TMAallMEHTaM, MHCIBITHIBAIOIIUM O0JIM CpeqHell U BbIpaKEHHON
MHTEHCUBHOCTH, U3yYalld IPU Pa3HBIX BHJAX OONH B XOJI€ XUPYPTrHUECKOro BMEIIATEIbCTBA
(opronmeauueckre W THHEKOJOTHYECKHE OIepalyy, ONepallid Ha OpraHax OpIOLIHOM
MOJIOCTH), @ TaKXK€ MPU KOCTHO-MBIIIEYHBIX 00X (OcTpas 00Jb B MOSICHULIE) U NOYEUHOU
KOJIMKE.

B xoJe npoBeieHHBIX UCCIeI0BaHUN YCTAaHOBIICHO, YTO aHAJIBIeTHYECKUN AP PEeKT npenapara
HACTyIaeT OBICTPO, JOCTUTas MaKCUMyMa B TEUeHHE NEepBbIX 45 MHMHYT, U JUIMTCA, KaK
IIPAaBUJIO, 8 d.

Knunuueckue wuccienoBaHus IOKa3zaldM, YTO JIeKCKeTompodeHa TpoMeTaMoJl MO3BOJIIET
CYILLIECTBEHHO COKPATUTh /103y ONUATOB C II€JIbI0 KYNMHUPOBAHMS MOCIEONEpallMOHHONW 00U
(ecnu manMeHTaM, MOJYyYaBLIMM JJIsi KYNUPOBAaHHS IOCIeonepaioHHON Oonu MopduH,


mailto:dlomt@pharm.kg
http://vidal.moslek.ru/class-0007_0012_0001_0002_0002_0005.htm
ЛП РГ УТВЕРЖДЕНО


JM-N2002404-Pr-BY
YTBEPXOEHO

MWHUCTEPCTBOM 3[IPABOOXPAHEHWNA
PECTYBJIVIK/ BEJIAPYCb

nPukasomoT 08.06.2026 Ne 676
MNOCNELORATENLHOCTL HDA13 0,

Ha3Havaliu I[eKCKeTOHpO(l)eH, UM Tpe60BaJIOCL SHAYUTCIIbHO MCHBITC™MOPDQPIIa (IIa JU—7J /0,
4yeM B rpynie mianedo).

5.2 PapmakokuHeTHYECKHE CBOMCTBA

AlcopOoums

MaxkcuManbHasi KOHIEHTpanuss B ChIBOPOTKE KpPOBU (Cmax) MOCiIE€ BHYTPUMBIIIECYHOTO
BBEICHUS JIeKCKeTonpodeHa TpoMmeTramoia JOCTHraercs B cpeaHeM uepe3 20 MUHYT
(10-45 munyr). ITnomans mox KpuBoi «KoHIeHTparusa-spems» (AUC) mociie 0JHOKpaTHOrO
BBEICHUS B 03¢ 25-50 Mr mpomnopipioHajibHa J103€, KaK MPU BHYTPUMBIIICYHOM, TaK U TpU
BHYTPUBEHHOM BBe/eHHU. COOTBETCTBYIOIIME (apMaKOKMHETUYECKUE MapaMeTphbl CXOIHbI
10CJI€ OJJTHOKPATHOTO U TIOBTOPHOTO BHYTPUMBIIIEUHOTO WJIM BHYTPUBEHHOTO BBEACHUS, YTO
YKa3bIBaeT Ha OTCYTCTBUE KyMYJISIUH.

Pacnpenesienue

s nexckeronpodeHa TpoMeTaMolia XapakTepeH BBICOKHI YPOBEHb CBS3BbIBaHUA C OelKaMu
wia3mMbl  kpoBu (99%). CpenHee 3HaueHWe oObeMa paclpelesieHUs] COCTaBIsIeT MeEHee
0,25 n/kr. Ilepuon nonypacnpenenenus paBeH npudnuzurensHo 0,35 u.
buorpanchopmanus 1 JIMMUHALMA

['maBHBIM mTyTeM MeTaboyiM3Ma SIBISIETCS KOHBIOTAIMs C TJIIOKYPOHOBOW KHCIOTOW C
MOCJIEIYIOIUM BBIBEJICHHEM B OCHOBHOM 4epe3 NOYKM B Buae MertabomutoB. Ilepuon
MOJTyBBIBEJICHUS COCTaBISET OKOJIO 1-2,7 4.

[Tocne BBenmeHus nekckeTonpodeHa TpoMeraMoiaa B MOYE OKAa3bIBACTCS TOIBKO OMTUYECKHIA
SHaHTHOMEp S(+), UTO CBHUAETEILCTBYET 00 OTCYTCTBMM TpaHchOpMaluu MpemnapaTa B
ontuueckuii u3omep R(-) y uenoseka.

Tayuenmsi noscunozo eospacma

VY manMeHToB MOXKHUIIOTO BO3pacTa HaOJro[aeTcsl y/UIMHEHHE MEePHOAa MOJTyBBIBEACHUS (KakK
Mociie OJHOKPATHOTO, TaK U MOCIE MOBTOPHOTO BHYTPUMBIIIEYHOTO WJIH BHYTPUBEHHOTO
BBEJICHUS ) B cpeHeM 110 48% U CHMKEHHE 00IIero KIIMpeHca mpenapara.

5.3 /lanHble JOKJIHMHUYECKOH 0€30MacCHOCTH

JloknmuHUYecKre  JaHHble  HAa  OCHOBAaHMM  CTAHJAPTHBIX  HUCCIEAOBaHMM 1O
(dapmakoIoruyeckoi 0€30MaCHOCTH, TOKCHUYHOCTH MPU MHOTOKPaTHOM INpPUMEHEHHH,
F€HOTOKCUYHOCTH,  TOKCMYHOCTH B  OTHOLIEHMM  OPraHOB  DPENpOAYKLMH U
UMMYHO(DapMaKOJIOTHUECKHE WCCIECIOBAHUS HE BBIIBWIHM JIOTIOJHUTEIBFHBIX PHUCKOB IS
4eJoBEeKa, IOMUMO YK€ YKa3aHHBIX B pa3HbBIX pasfenax HacTOALIET0 JOKYMEHTa.
HccnenoBanust XpOHHYECKOW TOKCHYHOCTH, MPOBOJMMBIE Ha MbIMaXx # 00e3bsHax,
OTPEICTMIN YPOBEHb OTCYTCTBHSI TMPOSBISIONIMXCS HexenatenbHbix peakiuii (NOAEL),
KOTOpBI coctaBusl 3 Mr/kr/cytku. Hambonee wactoii HabOmogaemMol HeXenaTelbHON
peakuueil ObUIM PO3UsS U S3BbI JKETYA0YHO-KHILEUHOTO TPAKTa, KOTOPHIE PAa3BUBAIMCH MPH
MOBBIIIEHHBIX JI03aX M B 3aBUCUMOCTH OT JJO3HPOBKH.

Kak wu papyrume mnpenapatel, oTHocsumecs k kiaccy HIIBII, nexckerompodeH Moxer
OKa3bIBaTh BJIHMSIHAE HA YPOBEHb CMEPTHOCTH SMOpPHOHA-TUIONA y JKUBOTHBIX IyTEM Kak
OpsSMOro BIMSHUS Ha pa3BUTHE SMOpPUOHA, TaK W KOCBEHHOIO BO3JEHCTBUS H3-3a
Bo3HHKHOBeHUs kpoBoreueHuil B JKKT y GepemenHoit marepu.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1 Ilepeuenb BcnoMorareJibHbIX BellleCTB
OTunoBelil cnupt 96%

Hatpus xiopun

1 M pactBop HaTpus ruapokcuaa (11 koppekuuu pH)
Bonaa n1s naneximin

6.2 HecoBMecTHMOCTD
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Jexckeronpoden-benMen Henb3si cMEUIMBaTh B MaJlbIX O00beMax (Hatipiivep; B iprie)—c
pactBopamu jAodamMuHa, NMPOMETa3WHa, MEHTA30LMHA, NMEeTUIMHA U TUAPOKCH3MHA, T.K. B
pe3ylibTaTe B pacTBOpe oOpa3yercs 0caioK.

[TpuroToBneHHBI pacTBOp uis WHQY3UM HENb3s CMENIMBATh C TMPOMETa3MHOM WU
MIEHTA30LHHOM.

JlaHHBIN mpenapar He ciueAyeT CMEIIMBAaTh C APYIMMH JICKAPCTBEHHBIMU IIperaparaMmu, 3a
HCKIIFOUEHHEM YIIOMSHYTHIX B paznene 6.6.

6.3 Cpok rogHocTH (CPOK XpaHEHH)

HeBckpoiTas ammyJia

3 rona.

IIpuroroBJieHHBbIH pacTBOP

PacTBOp, MpPUrOTOBIECHHBIM B COOTBETCTBUU C YKa3aHUSIMH B pasjene 6.6, COXpaHseT CBOU
XMMUYECKHE CBOMCTBA B TeueHHe 24 yacoB mpu temreparype 25°C mpu yCIOBHM, YTO OH
3allMILEH OT BO3/ICHCTBUS €CTECTBEHHOTO THEBHOTO CBETA.

C TOYKH 3peHHs] MUKPOOHOIOTMYECKON YUCTOTHI PACTBOP CIEAYET MCIONb30BaTh cpa3y IMocie
pUroToBiieHUs. B nanpHeileM 0TBETCTBEHHOCTh 32 YCIIOBHS M TIPOAOJDKUTEILHOCTD XPaHEHUS
Y UCTIOJIb30BAHUS JIOKUTCS Ha MEAUIIMHCKOTO pabOTHUKA.

6.4 OcoObie Mepbl NPEeJOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuTth 1pu Temneparype He Boie 25 °C.
XpaHUTh aMITyJIbl BO BHEIIHEH YITAKOBKE JJIsl 3alIUTHI OT CBETA.

6.5 XapakTep u cojepkaHue NePBUYHOMH YNIAKOBKH

[To 2 M1 B aMITyJIbl U3 KOPUYHEBOTO OOPOCUIIMKATHOTO CTEKJIA C CUCTEMON BCKPBITUA (KOJIBIIO
U3JI0Ma, TOYKa u3noma). Ha amiyiny HaKkiIeuBarOT 3TUKETKY CaMOKJICSIIYHOCS.

[Io 5 ammyn mnomMemaroT B KOHTYPHYIO YIIAaKOBKY SYEHKOBYIO (OJMCTEp) W3 TUICHKH
MOJIMBUHUJIXJIOPUAHON M THOKOM yIIaKOBKH HA OCHOBE AIFOMUHHUEBOM (hOJIBIH.

OnuH uim 1Ba 6JMcTepa BMECTE C MHCTPYKIUEH IO MEAUIIMHCKOMY MTPUMEHEHUIO (JIMCTKOM-
BKJIAJIBILIIEM ) TOMEIIIAI0 B MAYKy U3 KapTOHA.

6.6 OcoOble Mepbl TNPEIOCTOPOKHOCTH MNPH YHHUYTOKEHHMH HCHOJIb30BAHHOIO
JIEKAPCTBEHHOr0 mpenapara WJIH OTXO/0B, IMOJYYEHHBIX IIOCJe NPUMeHEeHHUs!
JIEKApCTBEHHOI0 Npenapara, u Ipyrue MaHUMyJIsiUM ¢ NpernapaToM
Hexckeronpoden-beamen MOXHO cMelMBaTh B MallbIX OObeMax (Harpumep, B HINPUIE) C
MHBEKLIMOHHBIMU pacTBOPaMU T'€lapyHa, JII0KalHa, MOp(hUHA U Teo(hUIUINHA.

Jns npumeHenus B (opMe BHYTPUBEHHOW HMH(QY3MM COAEPKUMOE OIHOM aMIlyJibl Iperapara
Hexckeronpoden-benmen (2 mi) pazBoasar B 30-100 M1 pU3HOIOTHYECKOTO PACcTBOPA, PaCTBOPa
TJIFOKO3bI WM pacTBopa Punrepa-nmakrara. MHQY3uI0 TOTOBAT B aCENTUYECKHX YCIOBHSX, HE
JIOITyCKasi BO3JICHCTBUSI €CTECTBEHHOTO JHEBHOTO cBeTa. [IpHUTrOTOBIEHHBIH PAacTBOP JOJDKEH
OBITH TIPO3PAYHBIM.

Hexckeronpoden-benmen, pasBenaennsii B 100 M1 (PH3HOIOTHUECKOTO pacTBOpa WM PacTBOpPa
[JIFOKO3bI, MOJKHO CMEIINBaTh € J0(QAaMHHOM, Te€NapuHOM, TI'MIPOKCH3WHOM, JIUJI0KAUHOM,
MOp(}HUHOM, IETUUHOM U TEODUIUTUHOM.

[lpy XpaHeHMM pa3BeEHHbIX pacTBOpoB mpemapara Jlekckeronpoden-benven B
TIOJIMATICHOBBIX TAaKeTaX WM B TIPHCHOCOONCHWSX ISl BBEACHWS W3 OTHIBHHIJIAIICTATA,
NPOIMOHATA LIEJUTIONIO3b], MOJUATUIEHA HU3KOM IUIOTHOCTH U TOJMBHHIIIXJIOPHUAA HW3MEHEHUS
COJIep)KaHus ICHCTBYFOIIETO BEIIECTBA BCIIEJICTBHE COPOIMY HE HAOIFOIATIOCh.

Onucagye BCKPBITHA aAMITYJ ¢ KOJLIIOM H3JI0MA (TOYKOM)
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1. JlocraTp U3 yIaKOBKH aMITyJTy.

2. YjamuTh BO3AYIIHBIE IY3BIPbKH C TIOMOILNBIO JIETKOTO TOCTYKHMBAaHUS TMajbllaMU
110 KOHYHMKY aMITYJIbI.

3. Ilepen BCKpbITHEM MECTO M3JI0Ma 00pabOTaTh paCTBOPOM aHTUCENTHKA.

4. Tlporepetb cyxoil candeTkoi amiyity, 9ToObI OHA HE ObLIa CKOJIB3KOM.

5. Bo uzbexaHue paHeHHS OCKOJIKAMH CTEKJIA PEKOMEHIYETCs: MIPH BCKPBITUN CTEKIISTHHBIX
aMITyJ1 KOHYMK aMITyJIbl 0OMOTaTh CyXOH caneTKou.

6. Ilpm uCHONB30BaHUM AaMITyJIbl C TOYKOW H3JIOMA, aMITyJly CIEAYeT pPacIoIOKUTh
BEPTUKAJIFHO TOYKOM M3JI0Ma K ceoe.

7. Ilpym WCHONB30BaHUM aMITYJIBI C KOJIBLIOM H3JIOMa, aMITylly CIEIyeT pPacroi0XHTh
BEPTHKAIBHO.

8. HeoOxomumo ynepkuBaTh OJHON PyKOW OCHOBAaHUE aMITyJIbI C TIPENapaToM, a OOIbIINM
M yKa3aTeJIbHBIM NaJbllaMH BTOPOI PYKH OOXBATUTh BBICTYII aMITyJIbI.

9. HanmaBuTh Ha TOYKY M3JIOMA U aKKYpPaTHO C JISTKMM HAKUMOM OTJIOMATh B HAIpPaBJICHUHU
OT ce0st TOPJIBIILIKO aMITyJIbl C TOYKOH HU3JI0Ma.

10. Ilpu mCHONB30BAaHUU AMITYJIBI C CUCTEMOM BCKPBITHSI, aKKypaTHO C JIETKMM Ha)KUMOM
OTJIOMAaTh B HAIIPaBJICHUU OT C€Osl TOPIIBILIKO aMITyJIbI.

Hexckeronpoden-benmen npennazHadeH Ui OJHOKPATHOTO MPUMEHEHHS, TI03TOMY OCTATKH

TOTOBOI'0 PacTBOpPA MOJUIEXkKAT yTUIH3ALMH.

[lepen BBenmeHweM cremyer yOEOWTHCS, YTO PACTBOpP IMpo3padeH U OecIBETEH; pPacTBOP,

CoIep Kallliii TBep/ible YaCTHIIbI, UCII0Ib30BATh HEIIb34.

Bech ocraBmmiicss JIeKapcTBEHHBI TpemapaT ©  OTXOJBI CIEAYeT YHHUYTOXKHUTh B

YCTaHOBJICHHOM TTOPSIIIKE.

7. AEPKATEJIb PETUCTPALHIUOHHOI'O YAOCTOBEPEHUSA
Pecny6nmka benapychb
PVII «benmenmnpenapars»,
220007, r. Munck, yn. ®abpununyca, 30,
ten./axc:(+375 17) 220 37 16,
e-mail: medic@belmedpreparaty.com

7.1 IlpeacTraBuTeNb Jep:KaTe/isi PerHCTPALMOHHOIO YI0CTOBEPEHUS! HA TEPPUTOPUH
Coro3a

[Iperen3un moTpeOuTeNeld HampaBisATh 1O aJpecy JepiKaTells pPEerUCTPAlMOHHOTO
YJIOCTOBEpPEHUSI.

8. HOMEP PETUCTPAIIMOHHOI'O YOCTOBEPEHUA

9. TATA NEPBUYHOMN PEI'MCTPAIIMU (IIOJATBEPKXIEHHSI PETMCTPAIIUMN,
MNEPEPETUCTPAIINN)
JHata nepBoii peructpanun: 25 ceHtsaops 2017 .
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10. JATA IIEPECMOTPA TEKCTA

Oo0masi XapakTepucTHKA JieKapcTBeHHOro npenapara Jlexkckeronpoden-benmen nocrynna
Ha  uHpopManuoHHOM  mnoprajde EBpasuiickoro JIKOHOMHYECKOI0 CO03a B
HHPOPMAIHOHHO-KOMMYHHKAIMOHHO# ceTtn «AHTepHer» http://eec.eaeunion.org/
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