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OBIIASA XAPAKTEPUCTHUKA JI APFTRFHH()FH IPEITAPATA _

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Juknodapm, 25 Mr/mit, pacTBOp ISl BHYTPUMBIIIICYHOTO BBEACHUS

2. KAYECTBEHHBI U KOJIMYECTBEHHBIN COCTAB

JlelicTByIoO1IIEe BEIIECTBO: TUKIO(PEHAK HATPUSL.

Kaxxnprit M1 pactBopa cofiep xut 25 Mr qukiiodeHaka HaTpusl.

Kaxxnas ammyna o0beMoM 3 MIT COEPKUT 75 MT IUKI0o(EeHaKa HATPUSI.

BcnomorarenbHbie BelllecTBa, HAJIWYME KOTOPBIX HAAO0 YYHUTBIBATH B COCTABE JIEKAPCTBEHHOI'O
mpermapaTa: IpONIICHIJINKOIb, 3TaHoI (96 %), OCH3WIOBBINA CIIUPT, HATPHUA TUCYIbGUT (CM. pazmen
4.4).

[TonHbIi IEpeyeHb BCIOMOTaTeNIbHBIX BEIIECTB IPUBEACH B pazzaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp /U1l BHYTPUMBIIIEYHOTO BBEACHHUS.
[Ipo3paynas wim cierka onajeciupyoas KH1AIKOCTh, OeCI[BETHAs UJIH CJIETKa >KeITOBAaTOro I[BETa CO

cJ1a0bIM XapaKTEePHBIM 3ar1axoM.

4. KIMHUYECKHUE JAHHBIE
4.1 Iloka3aHusi K NPUMEHEHUIO
[Ipenapar Jlukmnodapm mokazaH K TPUMEHEHHIO Yy B3pOCIbIX B Bo3pacte oOT 18 jer mo
MOKA3aHUSM:
® BOCHAIUTENbHbIE M JIeT€HEpaTUBHBIE 3a00JIEBaHMSI ONOPHO-IBUTATEILHOTO ammapara, B TOM
qucIe:
- PEBMaTOU/IHBIN apTPHUT,
- aHKWJIO3UPYIOLIUHI COHIWJINT U IpYT'He CIIOHAUI0apTPONaTHH,
- 0CTE0apTpo3,
- IOAArPUYECKUNA apTPHUT,
- OypCHT, TCHIOBaruHMUT,
- OoyieBBIE CHHAPOMBI CO CTOPOHBI TO3BOHOYHHMKA (JOMOAro, WINHAITHSA, OCCAJTHS,

HEBpaJITUsl, MUAJITHS, apTPANITUsl, PaTUKYIINT);
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® II0YEYHAs U JKEITYHAsl KOJIUKH;

® TIOCTTpaBMATUYECKHH M  IOCICONEPAIMOHHBIA  0OJEBOM CHHIPOM, COMPOBOXKIAIOLIHICS
BOCIIAJICHUEM;

® TSDKEJbIE IPUCTYIIBI MUTPEHH.

4.2 PeskuMm 103MPOBAHUSA U CNIOCO0 NPUMEHEHMSI

PexxuM no3upoBaHus

Jloza mpemnaparta moaOupaeTcs WHAMBHUIYAIbHO, MPH 3TOM C LEJIbI0 CHHXKEGHUS PUCKA DPA3BUTHUSA
HE)KENaTeNIbHbIX peaklui PEeKOMEHIyeTCs MPUMEHEHHEe MUHUMalIbHOW 3((EKTUBHONH 103bI, MO
BO3MOXXHOCTH, C MaKCUMaJIbHO KOPOTKUM IE€PHOJOM JICUEHUS, B COOTBETCTBUH C IIEJIbIO JICUCHUS U
COCTOSIHHEM IallUEeHTA.

JuxnodapM B ammynax OCOOEHHO MOAXOAMT Ui HAYalIbHOTO JIEYCHHS BOCHAJIUTEIbHBIX U
JETeHEepaTUBHBIX pEBMAaTHYECKMX 3a0o0jieBaHWM, a Takke OOJM BCIEACTBUE BOCHAJIEHUS
HEPEBMATUYECKOTO MPOUCXO0XKICHUSI.

Pexomenodyemasn oosa coctaBnser 75 mr (comepxkumoe 1 ammynsl) 1 pa3 B cyTku. B Tspxensix
ciydasix (Hampumep, MpH KOJMKAax) B BUAE HCKIIOUEHHs, MOTYT OBITb NMPOBEAEHBI 2 WHBEKIUU
no 75 Mr ¢ TIpPOMEXKYTKOM B HECKOJBKO YacoB (BTOPYIO HMHBEKLHUIO CIENyeT NPOBOAUTH B
KOHTpajaTepalibHyl0 Aroauiy). B kadecTBe anbTepHAaTUBBI, OJAHY HHBEKIUIO IperapaTa B JE€Hb
(75 Mr) MOXHO KOMOMHUPOBATH C MPUEMOM JIPYTUX JIEKAPCTBEHHBIX (popM mukiiodenaka (TabyieTKH,
pEeKTalIbHBIE CYNITIO3UTOPUH ), TIPY 3TOM CyMMapHas CyTOYHasl 103a He JI0JDKHA MpeBbImaTh 150 mr.
[Ipu mpuctymax MUTpEHH JIEYCHHE HAYMHAIOT KAaK MOXKHO paHblle MOCJe Hayajla IMPHCTyNa C
BHyTpHUMBIIIedyHOTO (B/M) BBeAeHus: {ukimodama B moze 75 mr (1 ammyna). [Ipu HeoOXomumMocTh
BO3MOXXHO TNpUMEHEHHe ANKIOo(eHaka B JPYruxX JIEKapCTBEHHBIX (opMmax, MpU 3TOM CymMMapHas
CyTOYHas 7103a HE JOJDKHA IpeBblaTh 150 Mr B cyTKH.

Oco0BbIe TPVYIIIEI MAIMEHTOB

Toocunvie nayuenmot (> 65 1em)

Koppekunn HadanpHO#M 10361 Y TAIIMEHTOB B BO3pacTe 65 JIeT U cTapiie, Kak MpaBuIo, HE TPeOyeTCsl.
Opnako, UCXOAs U3 OOMIMX METUIIMHCKUX COOOpakeHUH, ClieqyeT COOII0JaTh OCTOPOKHOCTH Y
ocnabIEHHBIX TTOKUIIBIX MAIMEHTOB UJIH MAIIMEHTOB C HU3KOW Maccoil Tena.

Tayuenmsl ¢ 3a601€6aHUAMU CEPOSUHO-COCYOUCTOU CUCEMbL UU BbICOKUM PUCKOM 3A0071e8aHULL
CepoOeyHO-coCyOUCMOU Cucmembl

CrnemyeT ¢ 0co00i OCTOPOKHOCTHIO IPUMEHSTH MPenapaT y MalHeHTOB ¢ 3a00JIeBaHUSIMH CEPACUHO-

COCYIUCTOH CHCTEMBl WJIM BBICOKMM PHCKOM DPa3BUTHA 3a00JI€BaHMN CEpIACUYHO-COCYIUCTON
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cuctemsl. [Ipu HEOOXOAMMOCTH JUTUTENHHON Tepamuu(Oonee 4 HENeh) y TAKUX TAIMEHTOR CICIYET

IIPUMEHSITH NIpenapaT B CyTOUHOM J103€, He npeBplatoniei 100 mr.

Tayuenmsl ¢ Hapyuwenusmu QyHKyuUU novex

Her manHBIX 0 HEOOXOAMMOCTH KOPPEKIMH JT03bI TIPU MPUMEHEHUU TIpernapara y MarieHToB C
HapyHICHUSIMA (YHKIIMH TIOYEK B CBSI3M C OTCYTCTBHEM HCCIIEIOBAaHUN 0€30MacCHOCTH NMPUMEHEHUS
mpermapaTa y maiueHToB JaHHOW kateropuu. Ciemyer coOmoaaTh OCTOPOKHOCTh MPU MPUMEHEHUN
npernapara y maiueHTOB ¢ HapylIeHneM (pyHKITUH ITOYeK.

[IpumeHnenne mpenapata y TAIMEHTOB C IMOYEYHOW HEIOCTATOYHOCTBIO (CKOPOCTh KIYOOYKOBOM
¢unpTpanuu (CK®) menee 15 mn/mun/1,73 M° IUTOIaHI MMOBEPXHOCTHU TeJa) MPOTHBOMOKA3aHO (CM.
paznen 4.3).

Tayuenmsl ¢ HapywenuamMu QyHKYuUU nevyeHu

Her nmaHHBIX 0 HEOOXOAMMOCTH KOPPEKIMH 03Bl MPH NMPUMEHEHUH Iperapara y MaIlHeHTOB C
HapymeHUsIMA (DYHKIIMHM TI€YCHH JIETKOM M CPEOHEH CTENEeHHM TSKECTH B CBSI3U C OTCYTCTBHEM
UCCIIeIOBaHMI 0€30MacHOCTH IPUMEHEHUS IIperapara y JaHHOW KaTeropuu MaIlleHTOB.
[Ipumenenne mpemnapara y MAalMEHTOB C HapylleHHeM (QYHKIUU TE€YeHH TSDKETIOW CTENeH!
MIPOTHBOMOKa3aHo (cM. pazzaen 4.3).

Leru

Juknodapm, pacTBop Afii BHYTPHMBIIIEYHOTO BBEIEHUS, HE CIEAYyeT MPUMEHITh y JeTed u
MOJIPOCTKOB MJIajie 18 JieT B CBSI3M C TPYAHOCTBIO JO3MPOBAHUS Mpenapara; npu He0OOXOJUMOCTH
JIeYeHHs] Y JAaHHOW KaTeropuy NAIlMeHTOB IUKIO(EHAK MOXXHO NPUMEHSTh B TaOlleTKaX WA
CYITIO3UTOPHUSIX.

Cnoco0 npuMeHeHust

BryTpuMBIIIEUHO.

Jlukinodapm BBOIAT MyTeM TNIyOOKONM MHBEKIMHU B ATOAWYHYI0 MbIy. He ciemyeT mpUMeHSTH
uabekuu Juknodapma 6omnee 2 nuei noapsn. [lpu HEOOXOAMMOCTH JIEUEHHE MOXKHO TPOJIOTKHUTD,
MPUMEHSIS TUKIOPEHAK B JICKAPCTBEHHOUW PopMe «TabIETKNU» U «CYNTIO3UTOPUU PEKTATBHEICY.

[Tpu npoBeneHNN B/M UHBEKIIUU JJIS1 TOTO, YTOOBI M30€KaTh OBPEKJACHHS HEPBA WU APYTUX TKaHEH
B MeECTe MHBEKIMH (YTO MOXET TMPUBECTH K MbIIIEUHON caabocTH, mape3y, CHIKEHUIO
YyBCTBUTEIBLHOCTH WJIM MEIUKAMEHTO3HOH »MOonuu Koxku (cuHApoM Hukxomay)), pekoMeHmyeTcs
MPUAEPKUBATHCS CIEYIOINUX TTPABUII.

[Ipenapar crneayer BBOAMTH ITyOOKO B/M B BEpXHHUU HapyXHBIH KBAJApAHT ATOJUYHONW OOIACTH ¢

CO6J'IIOI[€HI/IGM IMpaBUJI aCCIITUKH.
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AmMnyny npenapara cieiyeT UCIOoIb30BaTh TOJb
I10CJI€ BCKPBITHS ammyJisl. [lociie 01HOKpaTHOrO MPUMEHEHUS HEUCIIOIb30BaHHBIE OCTATKH PACTBOPA
Juknodapma nojuiexar yTHIN3alMA B COOTBETCTBUU C JIOKATbHBIMU TPEOOBAHUSIMU.

[Ipu nmpuMeHeHuU mpernapara ciaeayeT MUCHOIb30BaTh MOAXOIAIIYIO UIMHY UIJIBI U BEPHYIO TEXHHUKY

WHBEKIMU (YYUTHIBAas TOJIIUHY SITOAMYHOTO JKHpAa KOHKPETHOTO IMAallMeHTa), 4YTOOBI M30exarh

HEINPEIHAMEPEHHOT0 MOJKOKHOT'O BBEICHUSI.

He cnenpyer cmemmuBarh pactBop Jukiodapma, comepikamuiicss B aMIlyjiax, ¢ paCTBOpPaMH JIPYTHUX

JIEKapCTBEHHBIX CPEACTB JIsl UHBEKIIHH.

4.3 IlpornBOMOKA3aHUSA

e [unep4yyBCTBUTENBHOCTh K JAUKIO(GEHAKYy WM K JHOOOMY H3 BCIIOMOTaTENIbHBIX BELIECTB,
IIEPEYUCIIEHHBIX B paszaene 6.1.

e (OOocTpeHue SI3BEHHOM OOJIE3HM KelyAKa M JIBEeHAJUATUIEPCTHOW KHILIKH, KPOBOTECUEHHS W3
opranoB xenynouno-kumieyHoro Tpakra (JKKT), nepdoparus opranos XXKT.

e bepemenHoCTh B cpoke Ooiiee 20 HEeb.

e Kak wu gpyrue HecTepouaHble MNpoTUBOBOCcHanuTenbHble mpenaparsl (HIIBIT) mpenapar
JluxiodapM MpOTHUBOIMOKA3aH MALMEHTaM C MOJIHBIM WM HETIOJHBIM COYETaHUEM OpOHXHATbHON
aCTMbl, AHTMOHEBPOTHMYECKOI'O OTEKAa, KPANMBHMIBIL, OCTPOrO pPHHUTA, PELUUIUBUPYIOLIETO
MOJIMII03a HOCA WJIM OKOJIOHOCOBBIX Ma3yX M HEMEPEHOCHMOCTH aleTHUIICATUIMIOBON KHCIOTHI
niu apyrux HIIBIT (B Tom uncie B aHamHese).

e Hapymenue QyHKIIUN TEYCHU TSHKEIION CTETICHHU.

e Tloueunas Hegocrarounocts (CK® menee 15 mi/mun/1,73 vd).

e Xpoumueckass cepaeunas HemocratouHocTh  (II-IV  ¢dyHKumMoHanmpHBIH  Kiace 1O
knaccudukanmu NYHA).

e KimHHMYecKH NOATBEpKIECHHAS UIIeMUYecKast 00JIe3Hb ceplia.

e 3aloseBaHus NepuPepUIECKUX apTEPHl U COCYI0B TOJIOBHOT'O MO3Ta.

e HekouTponupyemas aprepuanbHasi TUIIEPTEH3US.

e CocTosiHHS, COIPOBOXKIAIOIINECS PUCKOM Pa3BUTHUSI KPOBOTEUCHHUH.

e [loaTBep:kneHHas TUNEPKATHEMUSI.

e AOpPTOKOpPOHApHOE UIYHTUPOBAHUE (II€PUOIIEPALIIOHHBIN IEPUON).

e Bocnamurensubsie 3aboneBaHus kuinedHuka (Oone3nb Kpona, si3BeHHBIM KonmuT) B (ase

obocTpeHwusl.



ot 10.09.2025 Ne 22705
(NCCNEOOBATENEHOCTE 0003)

e AKTHBHEIC 3a00JICBaHMS IICUCHU.

COOTBETCTBYET QRCHEFTHOMY QTYETY

e [lepuon rpy1HOro BCKapMiIMBaHUS.
e Jlerckuii Bo3pacT 110 18 ner.
4.4 Oco0Oble yKa3aHUsSI M MePbl MPEA0CTOPOKHOCTH MPHU NMPUMEHEHUH

C 0OCTOPOKHOCTEIO

I[Ipu npumenenun npemnapara Jukinodpapm wu  ngpyrux HIIBII  Heobxomumo  cobmonarhb
OCTOPOXKHOCTh M TIIATEIbHO HAOII01aTh MAlMEHTOB C CUMIITOMAMU/TIPU3HAKAMH, YKa3bIBAIOIIMMHU Ha
nopaxenusi/3adoneBanus KKT unu ¢ anHaMHECTHYECKMMH JaHHBIMHU, TMO3BOJISIOUIMMH 3aM003PUTh
A3BEHHOE MOpaXCHHE >KEeNyAKa WM KUIIEYHHKA, KPOBOTEUEHHE WU mepdopalrio; y MalUeHTOB C
undexuein Helicobacter pylori B anamHe3e, S3BEeHHBIM KOJIMTOM, 0oje3Hbto KpoHa, ¢ HapymieHuem
(GyHKIMM TI€YeHW B aHaMHe3e, W Y MAIMEeHTOB C XajloOaMH, IO3BOJIIONIMMH 3aM0J03PUTh
3aboneBanus JKKT. Puck pa3BuTHS IKETyTOYHO-KHIIEYHOTO KPOBOTEUYCHHUS BO3pacTacT IpH
yBenudeHuu 10361 HIIBII wim mpw Hamuymu sS3BEHHOTO aHaMHE3a, OCOOCHHO KPOBOTEUYCHUH U
nephopariu 386l M 'y MOXKUIIBIX MAI[UEHTOB.

[Tpuem HIIBII, Bkmtowas AMKIO(PEHAK, MOXKET OBITh CBS3aH C IOBBIIICHHBIM PHUCKOM IPOTEUKU
aHacromo3a, pacnonoxkeHHoro B JKKT. Ilpu mnpumenenun mpemapara Jlukmodapm mocie
onepatuBHoro BmematenbeTBa Ha JKKT pexkomeHnyercs TiiareapHOE METUIIMHCKOE HaOMI0IeHEe U
OCTOPOKHOCTb.

Crenyer cobmoaaTh 0co0yI0 OCTOPOXKHOCTD MU MIPUMEHEHHUH Tpenapara Jukiodapm y NaueHToB,
MOJIYYAIOIMX  IperapaTsl, YBEIMUYMBAIOLIME PUCK IKEIYyJOYHO-KHUIIEUHBIX KpPOBOTEUEHUIL:
CHUCTEMHBIE TIIOKOKOPTUKOCTEPOUABl (B T.4. MPETHU30JOH), aHTUKOATYJSHTH (B T.4. BapdapuH),
aHTHArperaHThl (B T.4. KJIOMUIOTPEI, alleTUIICATUIIMIOBAs KUCIOTa) UM CEIeKTUBHbBIE MHTHOUTOPHI
00paTHOro 3aXBaTa CEPOTOHHMHA (B T. Y. LUTAIONPaM, (hJIyOKCETHH, TAPOKCETHH, CEPTPATTHH).
OcTOpoXHOCTh HEOOXOaMMa MpHU MPUMEHEHHH Tpenapata JukiodapMm y ManueHTOB C JIETKUMH U
YMEpPEHHBIMH HapyLIEHUSIMU (QYHKINH EUYEHH, a TAKXKe Y MalUeHTOB C eYeHOYHON nopdupueil, Tak
KaK Mpernapar MOKeT IPOBOLUPOBATH MPUCTYIbI TOPPUPUH.

Crenyer ¢ OCTOPOKHOCTBIO IPUMEHATH IMpernapar y NalMeHTOB ¢ OPOHXHAIbHON acCTMOM, CE30HHBIM
aJUIEPTUYECKUM PUHUTOM, OTEKOM CIIM3HCTOM 000JI0UKH HOCOBOM MOJOCTH (B TOM YHUCIIE C HOCOBBIMU
MOJIUIIAMH ), XPOHUYECKOW OOCTPYKTHBHOM OOJIE3HBIO JIETKUX, XPOHHMYECKUMHU HH(EKIIMOHHBIMU
3a00/IeBaHUSAMU  JIBIXATENIbHBIX MyTe (0OCOOEHHO AaCCOLMHPOBAHHBIX C  AJIEPrHYECKUMHU
PUHHUTONIOAOOHBIMUA CUMIITOMAMH ).

Ocobast  OCTOPOKHOCTH TpeOyeTcs TMpu JEYCHHH TAIHEHTOB C  CEepACYHO-COCYTUCTHIMU



ot 10.09.2025 Ne 22705

(NOCCNEOOBATENEHOCTE 0003)

3a60HeBaHI/I$IMI/I, HapymCcHUsIMU q)yHKLII/II/I IIOYUCK BKIIHOUAd XPOHUYCCKVIO IOYEYHVIO
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negocratogrocts (CK® 15-60 m/mun/1,73 M%), AUCIHITHACMHEH/ THITEPIHITHCMICH, CaXapHBIM
IabeToM, THUIEPTOHMYECKOH OOJIe3HBIO, TPU JICUCHHH KYypSIIWX MAIMEHTOB WU MAIMEHTOB,
3TIOYTIOTPEOIISIONIMX aJTKOTOJIEM, TIPU JICYCHUH TOXKHMIIBIX MAIUSHTOB, OJTYYAOMUX AUYPETHKH WA
Apyrue mpenapaTsl, BIMSIOIMME Ha (YHKLIUIO TOYEK, a TaKXKe IMalMeHTOB CO 3HAYUTEIbHBIM
yMeHbIlIeHneM o0beMa mupkynupyromiei kpou (OLIK) mroboii sTHONOTHMH, HAIPpUMEp, B TIEPUOJIBI
710 ¥ TIOCJIE MACCUBHBIX XHPYPTHUECKHX BMEIIATEIIBCTB.

Criemyer ¢ OCTOPOKHOCTBIO TPUMEHSATH TpenapaT [lukinodapMm y manueHTOB C¢ nedeKkTamu
cucTeMbl remoctasza. Cienyer cobaoaaTh OCTOPOKHOCTD MPU IPUMEHEHHUH TIpernapaTa y MainueHTOB
C PUCKOM Pa3BUTHUSA CEPIEUHO-COCYTUCTHIX TPOMOO30B.

Crnenyer coOnmroIaTh OCTOPOXXHOCTh TPH TPUMEHEHWH Tpenaparta [lukinodapMm y mManueHTOB
MOYKUJIOTO BO3pacTa. DTO OCOOCHHO aKTyalbHO Yy OCJIA0JICHHBIX WM UMEIOIIUX HU3KYI0 Maccy Teja
MOXKWIBIX JIIOJeid. Y TAalHWeHTOB JaHHOW KaTerOpHUH PEKOMEHAYETCs TPUMEHSTh Ipernapar B
MUHUMaJIbHOH 3¢ peKTuBHOIM 103€.

Crenyer ¢ 0OCTOpPOKHOCTBIO MTPUMEHSATH npenapat uksiodapm Bo Bpemsi 0epeMeHHOCTH B cpoke 110 20
Henenb. Oco0yr0 OCTOPOKHOCTH CIEAYET COONIoAaTh MpU B/M BBeAeHWUHU mpenapara Jukmnodapm y
MallMeHTOB C OpOHXHAJIbHOW acTMOW H3-3a pUCKa OOOCTpeHHs 3a00JIeBaHUsS, TaK KaK HaTpHs
MeTabuCynb(PUT, CcoAepXkaluiics B Mpemapare, CHOCOOCH BBI3BIBATH TSDKENbIE  PEaKIUH
TUIIEPYYBCTBUTEIBHOCTH.

Oco0ble yKazaHUs

llopasicenue KKT

[Ipy npuMeHeHHHM JUKIO(EHAKAa OTMEYAIMCh TaKWe SBJICHHUS KAaK KPOBOTCUCHUSA WIH
usbsi3BieHus/mepdopanuu XKKT, B psige ciaydaeB co cMepTeIbHBIM HCXOIOM. [laHHBIC SBICHUS
MOTYT BO3HHKHYTh B JIFO0O€ BpeMs MpU NMPUMEHECHUU TPENnapaToB y MAIMEHTOB C HAIMYUEM WJIIU
OTCYTCTBHEM  TPEINIESCTBYIONIUX  CHMITOMOB W CEPhE3HBIMU  JKEITYIOYHO-KHIIICUHBIMHU
3&60H€BaHI/IHMI/I B aHAMHE3C HNIIN 663 HUX. y ITOXKUJIBIX ITAIIMCHTOB HOI[O6HI>I€ OCJIOKHCHU S MOFyT
UMETh cepbe3Hble mociuencTBus. [Ipu pa3BuTHM y NMAIMEHTOB, MOMyvaromux mnpenapar Jukmodapm,
KpoBoTeueHui ninun n3bsa3BiaeHuil XKKT npemapar ciienyer OTMEHHTb.

Jns camkenus pucka Tokcudeckoro aeictsus Ha JKKT nauuenTtam ¢ si3BeHHbIM nopaxkeHuem XKKT,
O0COOCHHO OCJIOKHEHHBIM KpPOBOTECUCHHEM WU Tepdopanmeii B aHaMHE3e, a TaKKe Y MOKHIBIX
MAIMEeHTOB Ipenapar CleAyeT MPUMEHATh B MUHUMAIIbHOU 3 EKTUBHOM J103€.

HaHI/IeHTaM C TIOBBINICHHBIM PHCKOM PAa3BUTHUA KCITYOJOUYHO-KHIICUYHBIX OCHOX(HCHHﬁ, a TaKXeE
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MPUHUMATH TaCTPONPOTEKTOPHI (MHTHOUTOPHI MPOTOHHOW TOMITBI WM MHU30IPOCTOI) WIH JIPYTHE
MEIMIIMHCKUE Mpenaparhl JIsl CHUKEHUS pUcKa HexenaTenbHoro Bo3aeictBus Ha JKKT. ITaruenram
¢ nmopaxkenneMm JXKT B anamHe3e, 0COOEHHO MOXXHJIBIM, HEOOXOAMMO COOOIIATh Bpady 000 BCEX
a0TOMIHAITEHBIX CUMIITOMAX.

Tayuenmoi ¢ OpOHXUATLHOU ACTIMOU

Ob6octpenne 6ponxuanbHOi acTMbI (HerepeHocumocTh HIIBIT/6ponxuanbHas actma, mpoBoIupyemast
npuemom HIIBII), orex KBuHke u kpanmuBHHMIIA HamOoJiee YacTO OTMEYAIOTCA Yy IMalMEHTOB C
OpOHXMATHHOW aCTMOW, CE30HHBIM AJICPTHYECKHM PUHUTOM, HOCOBBIMHU MOJIMIIAMHU, XPOHUYECKOM
OOCTpYKTHBHOH OOJIE3HBIO JIETKMX WJIM XPOHUYECKMMHM HH()EKUMOHHBIMU 3a00JCBaHUAMU
IbIXaTeNbHBIX  MyTe  (OCOOEHHO CBSI3aHHBIMU  C  QJUIEPTUYECKUMU  PUHUTOMNOJOOHBIMU
CUMITOMaMu). Y [JaHHOW TpyNbl MAalUMEHTOB, a TAaKXKe y MalHWeHTOB C aljiepruedl Ha Jpyrue
npenapartsl (ChIlb, 3y WIM KPAalMBHHIIA) MPU MPUMEHEHUH Tperapara cieayeT coOMoaaTh 0Co0yIo
OCTOPOXKHOCTH (TOTOBHOCTH K IMPOBEICHUIO PEAHUMAIIMOHHBIX MEPOIIPHUSITUN ).

Kooicnvie peaxyuu

Takue cepbe3Hble AepMATOJIOTMYECKHE pEaKIMH Kak 3KCPOJUATUBHBIA J€PMATUT, CHUHAPOM
CruBeHca-/[>KOHCOHA, TOKCHUYECKHI SNHACPMAIBHBI HEKPOJIM3, B HEKOTOPBIX CilydasX Cco
CMEpTENbHBIM HCXOIOM, Ha ()OHE NPHUMEHEHUsS MAUKIOPEHAKa OTMEYaINCh OYEHb PEIKO.
HauGonpime pucK M 4YacTOoTa Pa3BUTHS TSHKENBIX JEPMATOJIOTHMUECKUX PEAKIUi OTMEYaIUCh B
nepBbld Mecsl jedeHus: AukiaodenakoM. I[Ipu pa3Butun y manveHTOB, MOJTy4arOUIMX Ipernapar,
MEPBBIX TMPU3HAKOB KOXXHOW CBHIMHU, MOPAXKEHHUS CIU3UCTHIX OOO0JIOUEK WM APYTUX CHUMIITOMOB
TUIEPYYBCTBUTEIHHOCTH TIPETIapar CiIeayeT OTMEHUTD.

B penkmx crnydasx y MalMeHTOB, HE WMEIOMIUX aJUIEPTUH Ha JTUKIO(PEHaK, MpH MPUMEHEHUU
rpenapara MOTyT pa3BUBaThCs aHA(PUIAKTUYECKHE/aHADUITAKTONTHBIC PEAKITUH.

Boszoeiticmsue na neuens

[TockonbKy B MEpHO]] MPUMEHEHUS TIpernapaTa MOXKET OTMEUaThCsl MOBBIIICHHNE aKTUBHOCTUA OJHOTO
WJIM HECKOJBKUX TIEYCHOYHBIX ()EPMEHTOB, MPU UTUTEIHLHON TepaIHH MpenapaToM, B Ka4eCTBE MEPhI
MPEIOCTOPOKHOCTHU, MOKa3aH KOHTPosb (GYyHKIUHU nedeHu. [Ipu coxpaHeHuu U mporpeccupoBaHUU
HapyUIeHUH TNEYeHOYHOM (PYHKIMM WJIM BO3HUKHOBEHUHM MPH3HAKOB 3a00JI€BaHMI NEYEHU, WU
JIPYTUX CUMITOMOB (HampuMep, 03MHOGWIMH, CHIMK W T. II.), Mpenapar HeoOXOJAUMO OTMEHUTH.
Crnemyer UMeTh B BHJy, UYTO TeMaTUT Ha (OHE MPUMEHEHHUs TUKIOPEeHaKa MOKET pa3BUBAThCs 0e3

MPOJPOMANIbHBIX SBJICHUH.
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Bosoeiicmeue na nouxu

COOTBETCTBYET QRCHEFTHOMY QTYETY

Ha ¢one Tepanuu npenapaToM peKOMEHIYETCS MPOBOIUTH KOHTPOJIb (DYHKIIMU TTOYEK Y MAIUEHTOB C
TUIEPTOHUYECKOI 00JIe3HbIO, HAPYHIIEHUSIMU (YHKIMHM CEpAlla WIH MOYEK, MOXKUIIBIX, MMallUEeHTOB,
MOJIYYaIOIUX AUYPETUKH WIH JIPYyrue Mpernaparbl, BIUSIONME HA MOYEUYHYI0 (PYHKIIMIO, a TaKkKe y
MAlMEHTOB CO 3HAYMTEIHHBIM YMEHBIIEHHEM OOBeMa IUPKYIHPYIOMICH IUTa3Mbl KPOBU IFOOOM
ATUOJIOTUH, HAMPUMEp, B MEPUOJ O M IMOCIE MAaCCHUBHBIX XUPYpruueckux BmemartenabcTB. [locne
MpeKpalleHus] Tepanuy MpernapaToM OOBIYHO OTMEYAeTCsl HOpMaju3allus IMOoKa3zaTenei MmodyeyHou
(GYHKIIUH 10 UCXOIHBIX 3HAYEHHH.

Bosoeiicmsue na cepoeyno-cocyoucmyro cucmemy

Tepanus HIIBII, B Tom uuciie nukiodeHaKoM, B OCOOCHHOCTH, JUIMTEIbHAS Teparus W Teparus
MCIOJIb30BAaHUEM BBICOKHMX 103, MOXKET OBITh acCOIIMMpPOBaHA C HEOOJBUIMM BO3PACTAaHUEM pHUCKA
Pa3BUTUS CEPHE3HBIX CEPIACHYHO-COCYIUCTBIX TPOMOOTHYECKUX OCJIOKHEHHH (BKIO4Yash WUHGapKT
MHUOKapJia ¥ HHCYJIBT).

VY manueHToB C 3a00JICBAaHUSIMU CEPICYHO-COCYAMCTON CUCTEMBI U BBICOKUM PHUCKOM DPa3BUTHUS
3a00JeBaHUN  CEpPACYHO-COCYIMCTOM CHUCTEMBbI (Hampumep, C apTEpUAIBbHOM THIIEpPTEH3UEH,
TUMEpPINNHUIEMUeH, caXxapHbiM JUa0eToM, KypsIIUM) cilelyeT NpUMEHATh Mpenapatr ¢ oco0oit
OCTOPOKHOCTBIO, B caMOl HU3KOM 3()(PEKTUBHON J03€ MPU MUHUMAIBHO BO3MOKHOM JTMTEIIBHOCTH
JICUYCHUs, TIOCKOJIbKY PHUCK BO3HHUKHOBEHHUS TPOMOOTHYECKHX OCIOKHEHUH BO3pacTaeT Ipu
YBEJIMUEHUU JI03bI U MPOIOJDKUTEIBHOCTH JeueHus. [Ipu miourensHOM Tepanuu (Oonee 4 Hemenb)
CyTo4Has J03a aukiIoeHaka y TakuX TMaIlMeHTOB He MaopbkHa mnpeBbimarh 100 mr. Crnemyet
MEePUOJNYECKH TPOBOJUTH OLEHKY OJ(PGEKTUBHOCTH JIEYeHHs] M MOTPeOHOCTH TMalUeHTa B
CUMITOMATHYECKOW Tepamnuu, 0OCOOCHHO B TeX CIIydasx, KOrJa €€ MPOJOIKHUTEIbHOCTh COCTABIISICT
O0onee 4 Henmenb. [lammeHTta cieayeT MPOMHCTPYKTUPOBATH O HE3aMEIUTEIBHOM OOpallleHHud 3a
MEIUIIMHCKOM TOMOIIBIO MPH TIOSBJIEHUU IMEPBBIX CHMIITOMOB TPOMOOTHYECKUX HapyLIIEHUN
(Hanpumep, 60JM B TPYAH, YyBCTBA HEXBATKH BO3lyXa, C1a00CTH, HAPYIICHUS PEUH ).

Bosoeiicmsue na cucmemy kposemeopeHus

JlukiioeHak MOXeT BPEMEHHO WHTMOMpOBaTh arperanuio TpoMOouuToB. [1o3ToMy y manueHToB ¢
HapyUICHUSIMH TeMOCTa3a HEOOXOIMMO MPOBOAUTH TIIATENbHBIN KOHTPOJIb COOTBETCTBYIOIIMX
abOpaTOPHBIX TIOKA3aTeNeH.

[Ipu nauTenbHOM NPUMEHEHUU MpernapaTa PEKOMEHIYETCsl MPOBOAUTH PETYISIPHbIE KIMHUYECKUE
aHaIM3bl iepudeprudecKoll KPoBH.

Mackuposanue npusnaxkos uHgexyuoHHo20 npoyecca
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[IpoTrBOBOCTIAMTENBHOE JEWCTBUE Ipenapara
IIPOLIECCOB.

Peaxyuu 6 mecme unvexyuu

CooOmianoch 0 BO3HUKHOBEHHHM pPEaKIMi B MECT€ MHBEKIMM MOCJie B/M BBEIEHUS TUKIO(eHaKa,
BKJIOYass HEKPO3 B MECTE WHBEKIUW W TIPOSBICHHUS MEIMKAMEHTO3HOW SMOOJHH KOXH, TaKXKe
M3BECTHON Kak cuHIpoM Hukonay (ocoOeHHO B cilyyae HENpeIHAMEPEHHOTO MMOIKOKHOTO BBEICHUS
npenapata). Buyrpumsiiieunoe BBeAeHue npenapata ukiodapMm criegyeT NpoBOAUTH, HCIONb3YS
MOAXOIAUINI pa3Mep UIJIbl U BEPHYIO TEXHUKY HHBEKIIHH.

Ipumenenue oonospemenno c opyeumu HIIBIT

He cnenyer npumensats mnpemnapatr Jukinodapm omHoBpemenno ¢ apyrumu HIIBIL, Bxmouas
cenektuBHBIC UHTHOUTOPHI L{OI'-2 13-3a prcka yBeTUYCHHS HEXKEIATeIbHbIX SBICHHM.

Hngpopmayus ons nayuenmos, cobrooarowux ouemy ¢ KOHMPOIUPYEMbIM COOEPHCAHUEM HAMPUsL
JanHbril npemapat coaepuT MeHee 1 mmoinb (23 Mr) Hatpust B ojHOM ammyie (3 miI), TO €CTh, MO
CyTH, HE COACPKUT HATPUSL.

BcnomorarenpHbIE BEIISCTBA

1 amnyna mpenaparta Jukmodapm comepxkut 120 Mr OCH3WIIOBOTO CHUpTa. BEeH3WIOBBIA CIIUPT
MOJKET BBI3BIBATH ajuiepruyeckue peakuuu. Ilpenapar B 601b110M 00beMe ClIelyeT UCIOJIb30BATh C
OCTOPOXKHOCTBIO U TOJBKO B CIydae HEOOXOIMMOCTH, OCOOCHHO Yy TAIMEHTOB C IMEYCHOYHOU WIIH
MOYEYHOW HEIOCTaTOYHOCTHIO M3-3a PUCKA KYMYJISIIMHA U TOKCHYHOCTH (METab0INYEeCKHiA aluo3).
[Tpenapar Juknodapm coaepxutr 10 06.% sranona (amkorons) To ectb 10 300 mr Ha 103y (3 mn),
COOTBETCTBYET 6 MJI muBa WM 2,5 Ml BUHA Ha 103y. OH BpeaeH Uil CTPAJAIOIINX aJIKOTOJM3MOM.
Heo6xoauMo uMeTh B BHIY INpH JICUCHHUH OCPEMEHHBIX W KOPMSIIMX MaTepei, NeTed W Tpymnm C
BBICOKUM PHUCKOM, TAKHUX KaK IMAaIlUCHTEI C BaGOHGBaHI/IHMH IEeYCHHU WU C DIUICIICUCH.

[Ipenapat Jukmnodapm conepXUT HaTpus AUCYIb(UT, KOTOPHIA MOXKET U3pE/IKa BbI3bIBATH TSKEIbIe
peaKuy TUIEePUYBCTBUTEIBHOCTH U OPOHXOCIIA3M.

[Ipemapar JlukiodapMm COACPKUT MPONMICHIIIUKOIb, KOTOPBIA MOMET BBHI3bIBATH CHMIITOMBI,
CXOKHE C TPUEMOM AJIKOTOJISL.

4.5 B3aumopeiicrBue ¢ JAPYrMMH JIEKAPCTBEHHbIMH TMpenaparaMd W Jpyrue BHAbI
B3aUMOJAeH CTBUSA

BrIgBieHHBIE B3aUMOIENCTBUSA

HUneubumopuot uzopepmenma CYP2C9

Cnenyer coOntogaTh OCTOPOXKHOCTh TpPU OJHOBPEMEHHOM NPUMEHEHUU JUKIOpeHaka U
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uHruburopoB mzopepmenta CYP2C9 (takux HOLO _YREIUYCHUS

KOHIIEHTPAlUU AUKIO(EHAKa B CBIBOPOTKE KPOBU U €T0 SKCIIO3UIIUH.

Jlumuii, oucoxcun

Juknodenak MOXKET MOBBIIATH COAEPKAHUE JTUTHS U KOHIIEHTPAIMIO AUTOKCHUHA B IIa3Me€ KPOBH.
PexoMeHyeTcss KOHTPOIb COAEPIKAHUS JIUTUS W KOHIIGHTPAIIMUA JTIUTOKCHHA B CBIBOPOTKE KPOBH.
Huypemuueckue u cunomeH3ugHvie cpedcmaed

[Ipu OTHOBpEMEHHOM  NPUMEHEHHH C JUYpPETUKAMU U TUIOTEH3UBHBIMU npernapaTamu
(manmpumep, Oeta-agpeHOOIOKATOPAMH, WHTHOMTOpAMH aHTHOTEH3WHIIPEBpAIAIONIETO (epMeHTa-
AIl®) nuknodeHak MOXKET CHUXKATh WX THIOTEH3WBHOE [eicTBue. [lodToMy Yy MalueHTOB,
0COOCHHO MOXKHUIIOTO BO3pPACTa, IPU OJHOBPEMEHHOM MPUMEHEHUH AUKIOPEHAKA U TUYPETHKOB WIIH
TUIOTEH3UBHBIX CPEJCTB CIENYeT PEryJsipHO MU3MEPATh apTepHalibHOE AaBJIEHUE, KOHTPOIUPOBATh
(GYHKIIMIO TIOYEK M CTETICHb TUJIpaTaIliy (BCJICICTBHUE MOBBIIEHUS PUCKA HEPPOTOKCUIHOCTH).
Luxnocnopun u maxponumyc

Brnusaue auknodeHaka Ha aKTHBHOCTh IMPOCTArfiaHAMHOB B IMOYKAaX MOXET YCHIIMBATH
HE(POTOKCUYHOCTh IUKIIOCTIOPHHA M TAaKpOJIUMyca. B CBsI3U ¢ BBIIIIECKA3aHHBIM 71032 AUKIO(eHaka
y MalMEeHTOB, MOJYYaAIOUMX [IUKJIOCIOPUH WIH TaKpOJIUMYC, TOJIKHA ObITh HUXKE, YEM Yy MallUEHTOB,
HE MOJIYyYaroluX yKa3aHHBIE MTpernapaThl.

Ipenapamul, cnocobHbie 8b13b16aMb SUNEPKATUEMUTO

OpHOBpeMEHHOE  MPUMEHEHHE  JUKIOpEeHaKa ¢  KaIHWCcOeperaromuMu  JAHYPETUKAMH,
LUKJIOCTIOPUHOM, TaKPOJIMMYCOM M TPUMETONPHUMOM MOKET MPHUBECTHU K MOBBILIECHUIO COAEPIKAHUS
Kanusi B IUIa3Me€ KpOBU (B CiIydae TaKOro OJHOBPEMEHHOTO TNPUMEHEHHS JaHHBIA MOKa3aTelb
CJIETyeT 4acTO KOHTPOJIUPOBATH).
Aumubaxkmepuanvhvle cpedcmed - npouU3800Hble XUHOIOHA

Nmerotcs oTAenbHbIe COOOIIEHUSI O Pa3BUTUHU CYIOPOT Yy MallMEHTOB, MOJYYaBIIMX OJHOBPEMEHHO
MIPOU3BOJIHBIE XMHOJIOHA U AUKJIO(EHAaK.

IIpeanonaraeMble B3aUMOIENCTBUS

HIIBII u enioxokopmuxkocmepououl

OnHOBpEeMEHHOE CHCTEMHOE TNpuMeHeHue aukiodeHaka u aApyrux cucremablx HIIBIT wmm
[JIFIOKOKOPTUKOCTEPOUJIOB  MOXKET ~ YBEJIMYMBATh  YacTOTY BO3HMKHOBEHHSI  HEXKEIATEIbHBIX
JIEKapCTBEHHBIX peakiuii (B 4yacTHOCTH, co cTopoHbl JKKT).

Aumuxoazynsanmsl u aHmMuaspe2anmol

Heo0xo1uMo ¢ 0CTOPOKHOCTBIO MPUMEHSTH AUKIO(PEHAK OTHOBPEMEHHO C MpenaparaMu 3THX TPy
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13-3a PUCKa pa3BUTHUA KpoBoTeueHu. Hecmorps
YCTAHOBIICHO BIUSHHS JUKIO(EHaKa Ha JEHCTBHE AaHTHKOATYJISIHTOB, CYILECTBYIOT OTJIENIbHBIC
COOOIIEHNUs O MOBBILIEHUU PUCKA KPOBOTEUCHUH y MAallMEHTOB, IPUHUMABLIMX JAHHYIO KOMOMHAIIUIO
npenaparoB. Cienyer TIIATEIbHO HAOMIONATh MAlMEHTOB, MOJIYYAIOIUX OJHOBPEMEHHOE JICUEHHE
JAHHBIMU JIEKApCTBEHHBIMHU IIpenapaTaMu.

Cenexmugnbvie uH2UOUMOPbL 0OPAMHO20 3aX6aMA CEPOMOHUHA

OnHOBpEMEHHOE NMPUMEHEHHE AMKIO(PEHaKa ¢ CENIEKTUBHBIMU MHTUOMTOpaMH OOpaTHOIO 3axBaTta
CEpOTOHMHA MOBBIIIAET PUCK Pa3BUTHS KEITyIOUHO-KUIIEUYHBIX KPOBOTEUEHHI.

l'unoanuxemuueckue npenapamol

B KIMHWYECKMX MCCIEOBAHUSX YCTAaHOBJIEHO, 4YTO BO3MOXKHO OJHOBPEMEHHOE IPUMEHEHHE
IUKJIO(pEHaKa W TUIONIMKEMHUYECKHX IIpenapaToB, MIpU 3TOM 3(Q(EKTUBHOCTh IMOCIEIHUX HE
u3MeHsiercd. OJHAKO H3BECTHBI OTHENbHBIE COOOLIEHHS O pa3BUTHM B TaKUX ClIydasx Kak
TMIIOTJIMKEMHUH, TaK M TUIEPIVIMKEMHUH, YTO OOYCJIOBIMBAJIO HEOOXOIMMOCTh HM3MEHEHUS J103bl
TUIOTIIMKEMUYECKUX TpenapaToB Ha (oHE MPUMEHEHHUs AUKIO(peHaka. B CBs3u C BBIIECKa3aHHBIM
BO BpEMs OJHOBPEMEHHOTO MpPHUMEHEHHMS JUKIO(EeHaKa ¥ TUMOMIMKEMHUYECKUX IpenapaToB
PEKOMEHAYETCs IPOBOIUTH KOHTPOJIb KOHIIEHTPALIUH IJIFOKO3bI B KPOBH.

[TonydeHbl OTAENbHBIE COOOLICHHMS O PA3BUTUU META0OJIMUYECKOro alujo3a IpU OJHOBPEMEHHOM
NPUMEHEHUU JHUKJIO(pEeHaKa ¢ MET(POPMHHOM, B OCOOCHHOCTH Y HAIlMEHTOB C HapyIIeHUEM (PYHKLIUHU
MOYEK.

Memompexcam

Crnenyer coOmogaTh OCTOPOKHOCTh TIPH PUMEHEHUHU AUKIOoPEeHaKka MeHee ueM 3a 24 Jaca /10 WiIu
yepe3 24 yaca Iocie INpUEMa METOTpEKcara, TaK KaK B TaKMX CIIy4asX MOJKET IOBBIIIATHCS
KOHLIEHTpaLUsl METOTPEKCaTa B KPOBU U YCUJIMBATBCS €T0 TOKCUYECKOE JIEMCTBHE.

Denumoun

IIpy OonHOBpEMEHHOM NPUMEHEHUH (QEHUTOMHA M JUKIO(eHaKa HEOOXOIUMO KOHTPOJIMPOBATH
KOHIIGHTpaLUI0 (EHUTOMHA B IUIa3M€ KPOBU U3-32 BO3MOXKHOTO YCHUJICHHS €ro CHCTEMHOTO
BO3/JICHCTBHUSL.

Hnoyxkmopwt uzogpepmenma CYP2C9

Craenyer co0mo1aTh OCTOPOKHOCTh IPU MPUMEHEHUH TUKIO(EHaKa OJHOBPEMEHHO C MHIYKTOpaMu
nzopepmenta CYP2CY9 (Takumu, Kak pHQPAMIIUIUH), MOCKOJIBKY 3TO MOXET TPUBECTH K
3HAYUTEIHHOMY YMEHBIIEHUIO KOHIEHTpAIMMU AUKIO(PEHaKa B IJIa3Me KPOBH U YMEHBIIEHHUIO €ro

DKCHO3HULINH.

11



COOTBETCTBYET 2KCIHEPTHOMY QITYETY
ar 10,09 2025 Ne 22705

(NOCNEOCBATENEHOCTE 0003)
4.6 ®epTHIBHOCTD, 0€PEMEHHOCTD M JAKTAL

bepeMeHHOCTD

HepocraTtouHo nanHbix 0 Oe30macHOCTH NMpUMEHEHHs AukiodeHaka y OepeMeHHbIX >KeHIIuH. He
clieqyeT Ha3HayaTh Mperapar keHimuHam ¢ 20-i1 Heaenu OEpeMEHHOCTH B CBSI3M C BO3MOXHBIM
PUCKOM Pa3BUTHSI MAIOBOJIUS W/WIIM MATOJIOTHH TIOYEK Y HOBOPOXK/ICHHBIX (HEOHATATbHAS IMOYCUHAs
mucynkmus). HazHagate npenapar B cpoke O6epemeHHOCTH a0 20 Hemenb ClIeAyeT TOIBKO B TeX
cllydasix, KOrJa OKuhJaemasl IMojb3a Ui MaTepH MPEeBbIIAeT MOTEHUUANbHBIA PUCK A IUIOJA.
Jluknodapm, Kak v Ipyrue HHruOUTOPBI CUHTE3a MPOCTArJIaHIMHOB, MPOTUBOIIOKA3aH B MOCIEIHIE 3
Mecsiia  OepeMEHHOCTH (BO3MOXHO IIOJJAaBJICHUE COKPATUTENLHOW CIIOCOOHOCTH MaTKU U
MPEXAEBPEMEHHOE 3aKPhITHE APTEPUATBHOTO MPOTOKA Y IIOAA).

JlakTanus

Hecmotps Ha 1O, uto nukinodenak, kak u apyrue HIIBII, mpoHunkaer B TpyaHOE MOJOKO B MajioM
KOJMYECTBE, Ipernapar He CcleAyeT Ha3HayaThb KOPMSIIUM IKEHIIWHAM Ui TpeAoTBpalleHus
HEXXEJIAaTeNbHOTO BIMSIHUA Ha peOeHka. [Ipu HeoOX0AMMOCTH IPUMEHEHUS JUKIo(peHaKa KOpMsIIen
KEHIIUHON HEOOXO0IMMO PEIIUTh BOMPOC O MPEKPAIICHUU TPYAHOTO BCKAPMITHBAHUS.

PepTUIIBHOCTD

[Tockonpky muknodenak, kak u npyrue HIIBII, MoxeT oka3piBaTh OTpHUIIATEIbHOE ICHCTBHE Ha
(GepTUIBLHOCTD, JKEHIIMHAM, TIUIAHUPYIOIUM OEpeMEHHOCTh, HE PEKOMEHIYETCS TPUMEHSTh
npemapat. [lanuerTkam, TPOXOASIIUM OOCIICIOBAaHUE H JICYCHHE TI0 MOBOAY OECIUIOAMs, Tpenapar
ClIeTyeT OTMEHUTb.

4.7 Biausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHLIMM CpeACTBAMH M padoraTrb ¢
MeXaHU3MaMu

[TarmenTam, y KOTOphIX Ha (hOHE MPUMEHEHHUs NUKIO(PEHAKa BOHUKAIOT 3PUTEIBHBIC HAPYIICHUS,
rOJIOBOKPY’KEHUE, COHJIMBOCTD, BEPTUTO WJIM APYTUE HAPYIICHUS CO CTOPOHBI LIEHTPATIbHON HEPBHOM
CUCTEMBI, HE CIIEJIyeT YIPaBIATh TPAHCTIOPTHBIMU CPEJCTBAMH U pabOTaTh C MEXaHU3MaMH.

4.8 HexenareJbHble peakuuu

Pe3roMe HexenaTenbHbBIX PEaKIINI

Knaccugukarus moOOYHBIX peakifii Mo OpraHaM M CHCTEMaM IPEICTaBlIeHa ¢ YKa3aHHEM YacTOTHI
WX BO3HUKHOBEHUS: ouensb uacmo (> 1/10); yacmo (= 1/100 no < 1/10); neuacmo (= 1/1000 mo <
1/100); peoxo (= 1/10000 go < 1/1000); ouensv peoxo (< 1/10000); uacmoma neuzeecmrua (He MOXKET
OBITh OI[CHEHA HA OCHOBE UMEIOIIUXCSI JTAHHBIX ).

Hughexyuu u unsazuu
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Ouendb pedxo: TOCTHHBEKIIMOHHBIN abcIiecc.

Hapywenus co cmoponsi Kposu u iumgamuyeckotl cucmembl

Ouenv  pedko. TPOMOOLUTONEHHUSI, JIEUKONEHUs, TIeMOJUTHYECKass aHEMHs, arulacThyecKas
aHeMHUsl, arpaHyJIOLUTO3.

Hapywenus co cmopomslt uMMyHHOU cucmembl

Peoko:  TUNEpYyBCTBUTENHHOCTh, aHA(WIAKTHYECKHE/aHA(DUIAKTOMIHbIE pEaKlWW, BKIOYas
CHIDKEHHE apTepUAIbHOTO J1aBJICHUS U ILOK;

Ouenb pedxko: aHTHOHEBPOTHUYECKUI OTEK (BKJIIOYAsT OTEK JIUIIA).

Icuxuueckue napywenus

Ouenv  pedxo:  N@30pUEHTAllUsS, JIeMpeccHsi, OCCCOHHMIIA, KOIIMAapHbIE CHOBHUJICHUS,
Pa3apaKUTENbHOCTh, ICUXUYECKHE HapyLICHHUS.

Hapywenus co cmoponul nepsHotl cucmemvl

Yacmo: ronoBHast 00Jib, TOJIOBOKPYKEHHE;

Peoko: cOHIMBOCTE;

Ouenwb pedxo: HaPYIICHUS YyBCTBUTEILHOCTH, BKIIIOUAs TTAPECTE3UH, PACCTPOICTBA MAMSTH, TPEMOD,
CYIOpOTH, OIIYIIEHHE TPEBOTU, OCTpPble HAPYIIEHHs MO3TOBOTO KpPOBOOOpAIIEHHS, aceNTHUYECKUN
MEHUHTHT.

Hapywenus co cmoponwl opeana 3penus

Ouendb pedko. HapyIICHHSI 3peHUS (3aTYMaHUBAHUE 3PCHHUS ), TUTUTOTIHSL.

Hapywenus co cmoponwl opeana cnyxa u nabupunma

Yacmo: BEpTUTO;

Ouendb peoxo: HapyLIEHUS CIyXa, IyM B yIIax.

Hapywenus co cmopounwi cepoya

Heuacmo: wndapkt mMuokapaa, cepiedyHas HEAOCTaTOYHOCTb, OLIyIIEHHE cepauedueHus, 6oip B
rpyau;

Yacmoma neuszsecmua: cuaapom KoyHuca (aeprudeckuii OCTpbIil KOpOHAPHBINA CHHIIPOM).
Hapywenus co cmopomusi cocyoos

Ouenb peoko: TIOBBIILIEHUE APTEPUATIHLHOTO JaBJICHUS, BACKYJIUT.

Hapywenus co cmoponwvl ovixamenvHoli cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPeOOoCHeHs]

Peoko: GponxuanbHas acTMa (BKIIIOUYasi OJIBIIIKY);

Ouenb pedxko.: THEBMOHHT.

Kenyoouno-kuuieunvie HapyuleHus
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Yacmo: abpoMuHaNbHAass O0Ib, TOLIHOTA, PB CHIDKCHUE

armeTnuTa;

Peoko: racTpur, xKeny104HO-KHUIIEUHOE KPOBOTEUEHHE, PBOTA KPOBbIO, MEJIEHa, AUapes C MPUMECHIO
KpOBH, $3BBbl JKEIyAKa M KUIIEYHUKA (C Wi 0Oe3 KpOBOTEUEHHUs, CTeHo3a Wi nepdopauuu, c
BO3MO>KHBIM Pa3BUTHEM IIEPUTOHUTA);

Ouenb pedko: CTOMATUT, TIOCCUT, TOBPEXKICHUS MUIIEBOa, BOSHUKHOBEHHE TradparMono100HbIX
CTPUKTYpP B KUIICUYHUKE, KOJUT (HecrenupuIeckuii reMopparu4eckuii KOauT, UIIEMUYECKUN KOJUT,
o0ocTpeHue I3BEHHOT0 KoynTa uik 0oJie3an KpoHa), 3arop, maHKpeaTuT, TUCTeB3HS.

Hapywenus co cmoponsi neuenu u dicenuesblgooauux nymetl

Yacmo: NOBBIIIEHUE AKTUBHOCTH aMUHOTpaHc(depas B I1a3Me KpOBH;

Peoko: renarut, )xentyxa, HapyleHus GyHKIUU [IEYSHHU;

Ouenb pedko. MOITHUEHOCHBIN TeMaTUT, HEKPO3 MEYSHH, TEYCHOYHAsI HEAOCTATOUYHOCTb.

Hapywenus co cmopomnsi kodcu u nookoxcuvix mraueti Yacmo:

KOXKHAsI ChITIb;

Peoko: kpanuBHHUIIA;

Ouenv peoxo: OyINE3HBIM JEepMAaTUT, DK3€Ma, 3pUTEMa, MHOTOGOpMHas »HPUTEMA, CHHIPOM
CruBenca-/[>xoncona, cuHmpom  Jlaliernia  (TOKCHYECKHMH — AIUAEPMAIBHBIA  HEKPOJIH3),
9KC(HOTUATUBHBIM JAEPMATUT, 3y]l, aJONEIHs, peakiuu (HOTOUYBCTBUTEIBHOCTH, MypIypa, Myprypa
[lennenna-I'enoxa.

Hapywenus co cmoponsl nouex u Mo4esbl800sauux nymeti

Ouenvb pedko: OCTpoe TMOpaxKeHHe TMoYeK (ocTpas MOoueyHass HEJIOCTaTOYHOCTh), TeMaTypus,
POTEUHYPHS, TYOYyTOUHTEPCTUIIHATIBHBIN He(hPHUT, HEPPOTUUECKUN CHHIIPOM, MATMUISIPHBIA HEKPO3.
Obwue Hapywienus u peakyuu 6 mecme 66e0eHUs

Yacmo: 601b, YIUIIOTHEHUE B MECTE UHBEKIUY;

Peoko: otexu, HEKpO3 B MecTe BEJCHHUs Mpernapara.

HexenaTelnbHble JI€KAPCTBEHHBIC PEAKIIUM OTMCYCHHBIC B TMNOCTPETHCTPAIMOHHOM TECPHUOJAC

(4acToTa HEM3BECTHA)

Ha ¢one Tepanum nukinodeHakoM B amiyiax B HOCTPETHUCTPALMOHHOM IEPHOJE B KIMHHYECKOM
IPaKTHKE OTMEYAINCh CIECAYIOIINE HeXeIaTelbHbIC JICKapCTBEHHBIC PEAaKIINH, TPUBEACHHBIC HIDKE.
[TockonbKy cooOmIeHHsI 00 ATHX SBICHHUAX MOCTYMAIOT JOOPOBOJBHO, a pa3Mep HOMYISIHOHHON
TPYIIIBI SBJISIETCS HEU3BECTHBIM, JOCTOBEPHO OIICHUTh MX YACTOTY HE MPEJCTABISAETCS BO3MOXKHBIM,

1 OHA KJIAaCCU(PUIIUPYETCS KaK «HEU3BECTHASI.
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Obwue napywenus u peakyuu 8 Mmecme 66e0€HuUs.

MenukameHTO3Hast MO0 Koxku (cuHapoM Hukonay).

Hapywenus co cmoponuwsl cepdeyHo-cocyoucmon cucmembvi

JlaHHBIE KIMHUYECKUX HCCIEIOBAHMM YKa3bIBAIOT Ha HEOONBIIOE YBEIMYEHHE PHCKA Pa3BUTHA
CEepACYHO-COCYTUCTHIX TPOMOOTUYECKHX OCIOKHEHUH (Hampumep, HH(apKTa MUOKap/a), OCOOCHHO
IPU JJTUTETHHOM IPUMEHEHUH TUKI0(eHaKa B BRICOKHX J103ax (cyTouHas go3a 6osee 150 mr).
3pumenvhuvle Hapyuerus

3pHUTeNbHBIE PAacCTPOICTBA, TaKHE KAaK HapylIeHUE 3pEHHS, 3aTyMaHHBAHUE 3PEHHS WM JAUIUIONUS,
MO-BUANMOMY, SABIsIOTCA Kiacc-3¢pdexramu HIIBIL, u oOpatumel nocne npekpameHust IpUMEHEHUs!.
B03MOXXHBIM MEXaHH3MOM pa3BUTHS TaKUX PACCTPOWCTB SBIACTCS HMHTHOMPOBAHUE CHUHTE3a
NPOCTarTaHAWHOB M JPYIHX COITYTCTBYIOIIMX BEIIECTB, YTO H3MEHSET PETYIALUI0 KPOBOTOKA B
CeT4yaTKe, KOTOPOEe MPOSIBISECTCS MOTCHINAIBHBIME 3PUTEIBHBIMU paccTpoiicTBaMu. IIpu pazButin
TaKUX CHMITOMOB Ha (oHE Tepanuu IUKIOPEHAKOM CJIEAyeT pPacCMOTPETh BO3MOXKHOCTh
o(ranbMosiornyeckoro 00ciae10BaHus I UCKITIOUEHHS KaKUX-TTHOO0 IPYTUX MPUYHUH.

COO6H.I€HI/I€ O MOJO03PEBACMBIX HEKEIATCIbHBIX PCAKIIMAX

Baxxno coobmare O TOJ03pEeBaeMbIX  HEXKENATENbHBIX  PEAKIUsAX IOocle  PerucTpanuu
JIEKapCTBEHHOI'O Mpernapara ¢ 1elblo 00ecreuyeHusl HEMPEPHIBHOTO MOHUTOPUHTAa COOTHOILICHUS
«oNb3a — PHUCK» JICKAPCTBEHHOTO IMpemnapara. MeIWIUHCKHM pa0OTHHUKAM pPEKOMEHIYETCS
cO00MIaTh O JIFOOBIX MOJ03PEBAEMBIX HEXKENATEIbHBIX PEaKIUIX JEKapCTBEHHOTO Iperapara uepe3
HAI[MOHAJIbHBIE CHUCTEMBI COOOIIEHHS O HEXKEeJIaTeIbHBIX pPEaKIUsIX TOCylIapCcTB — YJICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

Poccuiickas Penepanus

Anpec: 109012, r. Mocksa, CraBsiHCKast miiomaip, 1. 4, ctp. 1

denepanpHas cnyx0a mo Haa30py B chepe 3apaBooxpanenus (PocsnpaBaanzop)
Tenedonsr: +7 8005509903

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

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

https://www.roszdravnadzor.gov.ru/

PecniyOska ApMeHus

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

«Hayunsiii LleHTp 3KCIIepTU3bI JIEKAPCTB U MEAMLIMHCKUX TEXHOJIOIMH MMEHHU aKaJeMuKa O.

15


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/

COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 10.09.2025 Ne 22705

(NMOCNEOOBATENBHOCTE 0003)

labpuensua» AO3T

Tenedounsr: +374 60 83-00-73, +374 10 23-08-96, 23-16-82

DnekTpoHHas nmovra: admin@pharm.am

www.pharm.am

PecnyOnuka Benapyes

Anpec: 220037, r. Munck, ToBapurieckuii niep. 2a

PecniyOnukanckoe yHutapHoe mnpenmnpusitie «lleHTp JKcmepTH3 W MCOBITAHWA B
3/IpaBOOXPAHEHUI

Tenedonsr: +375-17-231-85-14

®axc: +375-17-252-53-58

DnekTpoHHas rmoyra: repl@rceth.by
www.rceth.by

PecnyOisnka Kasaxcran

Anpec: 010000, r. Actana, paiion baiikonslp, yia. A.MImaHoBa, 13

«HannoHaNbHBI TEHTP 3KCHEPTU3Bl JICKAPCTBEHHBIX CPEIACTB W MEIUITMHCKUX H3ICIUN»
Komurera METUIIMHCKOTO U (hapMaIleBTHYECKOTO KOHTPOJIsi MUHHUCTEPCTBA 3ApaBOOXPAHCHUS
Pecnyommmkn Kazaxcran

Tenedon: +7 (7172) 23-51-35

OnekrponHas nmoura: farm@dari.kz

www.ndda.kz

Keipreisckas PecriyOimka

Anpec: 720044, r. buiukek, yi. 3-1 auHus, 25

JlemapTaMeHT JE€KapCTBEHHBIX CPEACTB W MEIUIMHCKUX M3ACTUI TNpPH MHUHUCTEPCTBE
3npaBooxpanenus Keipreizckoit Pecryomuku

Tenedonsr: +996 312 21-92-78, 0800 800 26 26

dakc: +996 312 21-05-08

OnextponHas noyra: dlsmi@pharm.kg

www.pharm.kg

4.9 Ilepeno3upoBka
CUMIITOMEI

PBoTa, xeny104HO-KUIIeYHOEe KPOBOTEUEHUE, TUapes, TOJIOBOKPYKEHHE, IIIyM B ylIax, cyaoporu. B

16


mailto:%3Cscript%20type='text/javascript'%3E%20%3C!--%20var%20prefix%20=%20'ma'%20+%20'il'%20+%20'to';%20var%20path%20=%20'hr'%20+%20'ef'%20+%20'=';%20var%20addy98985%20=%20'admin'%20+%20'@';%20addy98985%20=%20addy98985%20+%20'pharm'%20+%20'.'%20+%20'am';%20document.write('%3Ca%20'%20+%20path%20+%20'%5C''%20+%20prefix%20+%20':'%20+%20addy98985%20+%20'%5C'%3E'+%20addy98985+%20'%3C%5C/a%3E');%20//--%3E%5Cn%20%3C/script%3E%3Cscript%20type='text/javascript'%3E%20%3C!--%20document.write('%3Cspan%20style=%5C'display:%20none;%5C'%3E'+%20'%D0%AD%D1%82%D0%BE%D1%82%20%D0%B0%D0%B4%D1%80%D0%B5%D1%81%20%D1%8D%D0%BB%D0%B5%D0%BA%D1%82%D1%80%D0%BE%D0%BD%D0%BD%D0%BE%D0%B9%20%D0%BF%D0%BE%D1%87%D1%82%D1%8B%20%D0%B7%D0%B0%D1%89%D0%B8%D1%89%D1%91%D0%BD%20%D0%BE%D1%82%20%D1%81%D0%BF%D0%B0%D0%BC-%D0%B1%D0%BE%D1%82%D0%BE%D0%B2.%20%D0%A3%20%D0%B2%D0%B0%D1%81%20%D0%B4%D0%BE%D0%BB%D0%B6%D0%B5%D0%BD%20%D0%B1%D1%8B%D1%82%D1%8C%20%D0%B2%D0%BA%D0%BB%D1%8E%D1%87%D0%B5%D0%BD%20JavaScript%20%D0%B4%D0%BB%D1%8F%20%D0%BF%D1%80%D0%BE%D1%81%D0%BC%D0%BE%D1%82%D1%80%D0%B0.'+%20'%3C/'+%20'span%3E');%20//--%3E%20%3C/script%3E
http://www.pharm.am/
mailto:rcpl@rceth.by
http://www.rceth.by/
mailto:farm@dari.kz
http://www.ndda.kz/
http://www.pharm.kg/

ot 10.09.2025 Ne 22705

(NCCNEOOBATENEHOCTE 0003)

C_quae 3HAYUTCIBHOT O OTpaB_]’[eHHH, BO3MOXHOLDRAIBUTULC _OCTPOW_TTOYCYHOIL HETOCTATOUHOCTU U

COOTBETCTBYET QRCHEFTHOMY QTYETY

MOopaKCHUA IICYCHU.

JleueHnue

[TonnepkuBaroniee M CHMITOMATHYECKOE JIEUEHHME I[IOKA3aHO MPU TAaKUX OCIOKHEHUAX Kak
CHUXXCHUC apTCPUAJIBHOIO0 HOaBJICHUSA, MNOYCUHAd HCAOCTATOUYHOCTb, CyAOpPOrv, HAPYHICHUA CO
croponsl XKKT u yraerenue npsixanus. QopcupoBaHHBIN TUype3, TeMOIUAIN3 WK reMonepdy3ust 1is
BeiBenieHus HIIBIIL, B T. 4. auknodenaka, u3 opranu3ma Hed()PEKTUBHBI, TaK KaK JEHCTBYIOIIHE
BEIIeCTBA HJTHUX IMpernapaToB B 3HAYUTEIBHON CTENEHM CBS3bIBAIOTCA C OenkamMu IUla3Mbl U

noABCPraruTCAd UHTCHCUBHOMY MeTab OJIN3MY.

5. ®APMAKOJIOTMYECKHE CBOMCTBA

5.1 dapmakoamHaMHYecKHe CBOHCTBA

dapMakoTepaneBTUYECKask IPymna: MPOTHUBOBOCHAINTENbHBIE U NPOTHBOPEBMATHYECKHUE MPENapaThl;
HECTCPOMIHBIE IPOTHBOBOCHAINTENbHBIE M IMPOTHBOPEBMATHYECKHUE IIPENaparbl; MPOU3BOAHbBIE
yKCyCHOﬁ KHCJIOTBI U pOACTBCHHBIC COCIUHCHU .

Koxg ATX: MO1ABO5

MexaHu3M IeicTBUS

[Ipemapat conepkuT AuKIO(DEHAK HATPHUS, BEIIECTBO HECTEPOMJIHOM CTPYKTYpHI, OKa3bIBAIOIIEE
BBIPXEHHOE MTPOTUBOBOCIIAIUTEILHOE, AaHATTBI€TUYECKOE U XKapOoTOoHIKatoliee neicTBrue. OCHOBHBIM
MEXaHU3MOM ,Z[GI\/'ICTBI/IH ,Z[I/IKJIO(beHaKa, YCTAHOBJICHHBIM B HCCJICJOBAHUAX, CHHUTACTCA TOPMOKCHHC
O6uocuHTe3a npocTariananHoB. [IpocTarianuHbl UTPAIOT BAXKHYIO POJIb B FeHEe3€ BOCHajIeHUs, 00U
U JIUXOPAJKH.

In vitro nuxinogdeHak HaTpUsl B KOHLEHTPAIUAX, SKBUBAICHTHBIX TE€M, KOTOpPbIE TOCTUTAIOTCS TpU
MNPUMCHCHUH Yy YCIIOBCKA, HC IMOAABJIACT 6HOCI/IHTG3 IMPOTCOITIMKAHOB XpﬁIH_IeBOI\/'I TKaHH.

IIpu peBmatnyeckux 3a00JEBAaHUSX MPOTUBOBOCHAIUTENbHBIE M AaHAJIbIE3UPYIOLIUE CBOWMCTBA
mpernapara o0ecneunBarOT KIMHUIECKUN 3 deKT, XapaKTePU3YIOLTUICS 3HAYUTEIIbHBIM
YMCHBIICHHUEM BBIPA)KCHHOCTHU TAKUX HpOHBHeHHﬁ, KaK 60.]'[]: B NIOKOC M TpH IABUKCHUHU, YTPCHHAA
CKOBAHHOCTD U MPHUITYXJIOCTh CYCTaBOB, a TAK)XKE yIy4IlIeHUEM (PYHKIIMOHAIBHOTO COCTOSIHUA.

[Ipu mocTTpaBMaTUYECKUX M MOCIEONEPALMOHHBIX BOCIIAUTENbHBIX SBJICHUSAX NUKIOPEHAK OBICTPO
KynupyeT 00ib (Kak B MOKOE, TaK U IMpH JABMKEHUHU), YMEHBIIAET BOCIAIUTENbHBIN OTEK U OTEK
MOCIECONEPAIMOHHON PaHBbI.

OtMeueH BbIpaKEHHbBIM aHaIbreTH4eckuil 3G ¢eKT AukiIopeHaka Mpu yMEpeHHOH U CHIIbHOW 0oiH
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IZASAVAN

HEPEeBMAaTHUYECKOT0 MporcXoxaeHus1. O0nerdeHue

COOTBETCTBYET QRCHEFTHOMY QTYETY

Kpowme toro, auxiiodenak o0iaerdaeT npucTynbl MUTPEHU.

[Ipy npumeHeHMHM B KOMOWMHAIIMM C OMHOWJIAMH Yy TAIIMEHTOB C TIOCJICONEPAIIMOHHONW OOJIbIO
TUKII0(EHAK TOCTOBEPHO CHIIKAET MOTPEOHOCTH B OMTMOUTHBIX aHAJIbIETUKAX.

5.2. dapmakokMHeTHYeCKHE CBOIICTBA

AOGcopOrms

IMocie B/M BBeaeHUs 75 Mr AuKIo()eHaKa ero BCachbiBaHME HAYMHAETCH HEMEIICHHO. MaKkcuManbHas
koHIeHTpauuss B Iula3Me (Cmax), CpelHEe 3Hau€HHE KOTOPOHW COCTaBISET OKOJO 2,5 MKI/MI
(8 MkMomb/m), pocturaerca mnpumepHo uepe3 20 wmuHYT. KoOJMuecTBO BcachIBaIOLIETOCH
JEHCTBYIOIIETO BEIIECTBA HAXOIUTCS B TMHEHHOMN 3aBUCUMOCTH OT BEJIMYHHBI JI03bI Iperapara.
Benuunna momaay moa KpuBoi «koHneHTpanus-speMs» (AUC) mocie B/M BBeZieHUsT AUKI0pEHaKa
MPUMEPHO B 2 pa3a OoJblile, 4eM MOCTe ero MepoPaATbHOTO WIH PEKTATHHOTO TPUMEHEHHUS, TOCKOIBKY
B TIOCIIEIHUX CJIyYasx OKOJIO MOJIOBUHBI KOJMYECTBA TUKIO(PEHAKA META0OIU3UPYETCS TIPU KIIEPBOM
MIPOXOXKJACHUM Yepe3 TICUCHb.

[Ipu mocnenyromux BBEACHHUSIX (PapMaKOKMHETHUYECKHE IMMOKa3aTelau He u3MeHsroTcs. [Ipu ycnoBum
COONIOICHHUSI PEKOMEHIIyeMBIX HWHTEPBAJIOB MEXKIY BBEACHUSAMHU IUKIOPEHAKA KyMYJSIIIAA HE
OTMEYACTCS.

Pacnpenenenune

Cesi3p ¢ OenkamMu CBIBOPOTKH KpoBU - 99,7 %, mpeumyiiecTBeHHO ¢ anbOymuHoM (99,4 %).
Kaxymmiics o6bem pactpenenenus cocrasiser 0,12-0,17 n/kr.

JluknodeHak TpPOHWKAaEeT B CHHOBHAIBHYIO JKHUIKOCTh, TJE€ €ro MaKCHMaibHas KOHIICHTpAIUs
JIOCTUTaeTca Ha 2-4 yaca mo3ke, 4eM B Iuia3Me KpoBH. Kaxymuiics mepuoj MOJyBBIBEICHUS W3
CHHOBHAJILHON JKUJIKOCTH COCTaBisieT 3-6 yacoB. Yepe3 2 yaca mocie JOCTHKEHUS MaKCHUMaJIbHOU
KOHIEHTPALlMU B IIa3Me KPOBU KOHILEHTpaLUs AUKIOpEeHaKa B CHHOBHAILHOM KHJIKOCTH BBIIIE, YEM
B IJIa3M€ KPOBHU, U €€ 3HAUCHUS OCTAIOTCs 00Jiee BRICOKUMHU HA MPOTSHKEHUU MEepPHoja BpeMeHH 10 12
9acoB.

Juknodenak ObUT 0OHapYXeH B HU3KWX KOHIEeHTparusax (100 Hr/mi) B rpylHOM MOJIOKE OIHOW W3
KopmsIux matepeit. [lpeanonaraeMoe KoJIM4YeCTBO Mpenapara, Monajgaroliero yepe3 rpyIHoe MOJIOKO
B OpranusmM pedeHka, 3kBuBaneHTHO 0,03 MI/Kr/cyTKH.

Buorpancdopmarus

Metabonu3m nukiopeHaka OCYLIECTBISIETCS YaCTUYHO MyTEeM TIJIIOKYPOHHPOBAHUS HEU3MEHEHHOMU

MOJIEKYJIbl, HO PEUMYILIECTBEHHO MOCPEICTBOM OJIHOKPATHOT'O U MHOTOKPAaTHOTO TMAPOKCHUINPOBAHMUS
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U METOKCUJIMPOBAHUs, YTO MPHUBOJUT K 00pazo
THJIPOKCH-, 4'-TUAPOKCHU-, S'-TUIIPOKCH-, 4',5-TUTUAPOKCU- U 3'- THAPOKCU-4'-METOKCHIUKIOPEHAKA),
OO0JIBIIMHCTBO U3 KOTOPBIX NMPEBPAILAETCs B TIIOKYPOHOBBIE KOHBIOTATHL. JIBa (PeHOIBHBIX MeTaboInTa
OMOJIOTrMYECKH aKTUBHBI, HO B 3HAYUTEJILHO MEHbIICH CTENEHH, YeM AUKIO(pEeHaK.

DJIMMUAHAIHS

OOmwmii cucTeMHBIN TUIa3MEHHBIA KIMpPEHC AUKIo(peHaka coctapiser 263 + 56 mu/muH. Koneunsrit
MepUOJI TOJTYBBIBEICHHS cocTaBisieT 1-2 vaca. Ilepron momyBeiBeieHUsT 4-X METa0OJIUTOB, BKITHOYAs
nBa (apMakoJIOTMYEeCKH aKTHBHBIX, TaK € HEMpOJOJDKUTENeH W cocraBiseT 1-3 waca. OnuH u3
MeTa0OIUTOB,  3'-TUAPOKCU-4'-METOKCHIUKIO(EeHaK, UMeeT Oojiee  AJUTEIbHBIH  HEepuoj
MOJTYBBIBEJICHUSI, OJTHAKO 3TOT META0OIUT MOTHOCTHIO HEAKTHBEH.

Okono 60 9% o3l Tpemnapara BBIBOJUTCS TOYKaMH B BHIE TJIFOKYPOHOBBIX KOHBIOTATOB
HEU3MEHEHHOTO JIEHCTBYIOIIErO BEIIECTBA, a TAKXKE B BUJIE META0OIUTOB, OOJIBIIMHCTBO U3 KOTOPBIX
TOXKE MPEICTABISIIOT COOOM TIIIOKYpPOHOBBIE KOHBIOTAThl. B HeM3MeHEHHOM BHUJE BBHIBOJUTCS MEHeEe
1 % muknodenaka. OcraBiiascs 4acTh 036l Iperapara BEIBOIUTCS B BUAEC META0OIUTOB C )KEIUbIO.
KonnenTpanus qukinodeHaka B rmiaa3Me KPOBH JTUHEHHO 3aBUCUT OT BETUYUHBI IIPUMEHSIEMOM JTO3bI.

DapMaKOKMHETUKA Y OTACIBHBIX I'PYIII ITAIUCHTOB

BcacbiBanue, Mmetabonn3M U BhIBE/IEHUE Mpenapara He 3aBUCAT OT Bo3pacTa. Y JeTed KOHIIEHTpaluH
auKiIoeHaka B Ijia3Me KpOBH IPU MPUMEHEHUH SKBUBAICHTHBIX 7103 IpenapaTa (MI/KI Macchl Teja)
CXOOAHBbI C COOTBCTCTBYIOIIMMHU IIOKA3aTCIIIMU 'y B3POCJIbIX. OI[HaKO Y HCKOTOPBIX IMMAIIUCHTOB
MOKWJIOTO  BO3pacTa Tociie |15-MHUHYTHOHW BHYTPUBEHHOW WH(PY3MHM OTMEYCHO YBEIUYCHUE
KOHIEHTpaluu aukiodeHaka B mia3me KpoBu Ha 50 % MO CpaBHEHHUIO C TaKOBBIM IOKa3aTelleM Y
3I0POBBIX JOOPOBOJIBIIEB OOJIEE MOJIOZOTO BO3pacTa.

Y manueHToB ¢ HapymieHHeM (QYHKIMHM TOYEeK MPU COOMIOJEHUM PEKOMEHIIOBAaHHOTO pEXUMa
JO3UPOBAHUS KyMYJISIIIUM HEU3MEHEHHOTO JEHCTBYIOLIETO BEIIECTBA HE OTMEYAETCS.

[Ipu xmupence kpearnHunHa MeHee 10 MIJI/MUH pacueTHbIE pPABHOBECHBIC KOHIIEHTpAIUH
THJIPOKCUMETA00IUTOB AUKI0(EeHaKa IPUMEPHO B 4 pasa BhIIIE, YEM Yy 3/J0POBBIX JOOPOBOJIBIIEB, NIPH
3TOM MeTaGO.HI/ITbI BBIBOJATCA UCKIIFOYUTECIIBHO C KCIYbIO.

VY mnanveHToB € XPOHUYECKUM TEeMaTUTOM WJIM KOMIIEHCUPOBAHHBIM LUPPO30M IE€YEHU
nokazaTtenu (hapMaKOKMHETHKHA NUKIO(EeHaKa aHAJIOTMYHBI TAaKOBBIM Y IMAIlMEHTOB 0€3 3a00JIeBaHMIA

[IEYECHU.
6. ®PAPMAIEBTUYECKHE CBOMCTBA
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6.1 IlepeuyeHb BcmoMoOraTe/ibHbIX BelIeCTB

[IponuneHrnmkoIs

Otanon 96 %

ben3unoBsiil cnupt

Hatpus nucynasdur

Harpus rugpokcun

Bozaa nist nHnexnmin

6.2 HecoBmecTuMOCTH

He nmpumenumo.

6.3 Cpox rogHocTu (CPOK XpaHeHH)

3 roga.

6.4 OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPAHEHUH

XpaHUTh B OPrUHAIBHOM YNAaKOBKE (aMmysbl B MMayke KApTOHHON JUIsl 3alllUThl OT CBETa) MpH
Temmeparype He Bole 25 °C.

6.5 Xapakrep u coaep:kaHue yIaKOBKH

ITo 3 M1 pacTBOpa B aMITyJIbl BMECTHMOCTBIO 5 MII U3 OeciiBeTHOTO cTekia | tuma; mo 5 wm 10 ammyn B
omuctepe u3 [1BX; mo 1 Giuctepy BMecTe C IMCTKOM-BKIIQJIBIIIEM ITOMEIIAOT B KAPTOHHYIO MAaUKYy.
OcoOble Mepbl NPEIOCTOPOKHOCTH NPH YHHUYTOKEHUHM HCHOJb30BAHHOIO JIEKAPCTBEHHOIO
npenapara MJM OTXO0J0B, MOJYYEHHBIX IOCJe NPUMEHEHUS JIEKAPCTBEHHOrO0 mpenapara M
Apyrue MAHMITYJISALMHU C PEnapaToM

Oco0Oblie TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUSA

Pecryonuka bonrapus

JNAHCOH-BI',

2400 r. Pagomup, yin. «Oten I[Tancuiin Ne 26

Ten.: +3592 451 93 00,

OnektpoHHas nmoura: office@danhson.com.

7.1. IlpeacTaBuTe/Ib Aep:KATE/Isl PErHCTPAIMOHHOIO Y10cTOBepeHus Ha Tepputopun Coro3a

[IpereH3uu norpedUTENEH HAIPABJIATH 10 aAPECY:

Poccuiickag ®enepanus
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AO «/lomunanra-CepBuc»

142100, MockoBckas obnactb, r. Ilomonmeck, yin. Komcomonbckas, a. 1, crpoenme 49,
nomemenue 1, komHara 223.

Tenedon/dakc: +7 (495) 580 30 60, +7 (495) 580 30 61,

OnextponHas noyra: info-ds@danhson.com

Pecniybnuka ApmeHus

000 «PAPM TPACT»

Anpec: 0014, r. EpeBan, yn. MaMukoHsHI1, 48
Tenedon/dakc: +374 10 20-34-14

DneKkTpoHHas moyvra: asan-jalalyan@yandex.ru

PecnybOsmka bemapyes

000 «TAHCOH-bI'»

Anpec: 220126, r. Munck, nip. [To6eauteneit, 1.31, kopnyc 1, mom. 416, 418.
Tenedon: +375-17-367-85-88

OnextponHas noyra: hulaknatalya@gmail.com

PecnyOnnka Kazaxcran

000 «/IAHCOH-BI'»

Anpec: 050026, r. Anmartsl, yi. Alituesa 46-18
Tenedon: +7 (727) 395 91 13.

DnekTpoHHas rmoyvra: laykal 6@mail.ru

Keipreisckas PecriyOimka

0OcO0 «DasMed»

Anpec: 720043, Ksipreisckas PecriyOnuka, . bumikek, yn. Caapiranuena, 1
Tenedon/dakc: +996 312 35-75-42

OnektponHas noyra: product@dasmed.kg.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. JATA TIEPBUYHOM PETMCTPAIIUMA (IIOATBEPXKIEHUS PETHUCTPAIINU,
ITEPEPEI'MCTPALIMN)

JlaTa nepBOM peruCTpaLun:
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10. JATA IIEPECMOTPA TEKCTA

OO6mrast xapakTepUCTUKA JICKapCTBEHHOro mpenapara JlukiaodapMm aocTyrmHa Ha WHPOPMAIMOHHOM

noprasie EBpa3uiickoro 3KOHOMHYECKOTO COI03a B HH(POPMAIMOHHO-KOMMYHHKAIIMOHHOW CETH

«MuTepHer» http://eec.eaeunion.org/
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