OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Yucapun YIICA, 500 Mr, Ta0JIeTKH MIUITy9HE.

2. KAYECTBEHHbBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTBy1ol1Ie€ BEIIECTBO: alleTHIICATUIIMIIOBAsT KUCIIOTA.

Kaxxnas tabnerka mmummydast conepkut S00 Mr areTHICATUIIMIIOBON KUCTOTHI.

BcnomorartenpHbie BelIecTBa, HAIMYUE KOTOPBIX HAO0 YYHUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: acrmapraM, HaTpuH, TMOKCH cephl (CM. pazaen 4.4).

[TonHbIM EpedYeHb BCIIOMOTaTENbHBIX BEILIECTB MPUBENIECH B pazzeine 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku mmIy4ue.
Kpyruble, nmiaockue co CKOUIEHHBIMU KpasiMi ¥ PUCKOI Ha OJHOM cTopoHe Oenble Tabnerku. [Ipu

PACTBOPCHUUA B BOJIC HaGJ'IIO,Z[aeTCH BBIACJICHUC ITY3BIPHLKOB I'a3a.

4. KIMHNYECKHUE JAHHBIE

4.1. Iloxka3zaHusi K NPUMEHEHHUIO
JlekapcTBennsiii npenapat Yncapun YIICA nokazaH K NpUMEHEHHIO y B3pOCIbIX ¢ 18 ner mns
CUMITOMATUYECKOTO JICYEHHUS MPH yMEPEHHOM WM cJ1ab0 BBIPAXKEHHOM OOJIEBOM CHHAPOME
Pa3IUYHOIO IPOUCXOXKICHUS:

e TO0JIOBHAs 00JIb (B TOM YHUCIIE CBSI3aHHAS C AJIKOTOJIBHBIM a0CTUHEHTHBIM CHHIPOMOM),

e 3yOHas Oonb,

® MUIDEHB,

® HEBpaIIui,

® TIPYyIHOU KOPELIKOBBIM CUHIPOM,

e MbIIIIEYHBIE U CyCTaBHbIE OOMH,

e aymproaucMeHopes (60U mpu MEHCTPYaITUsX ).
JlexapctBenHnsblil npenapar Yncapud YIICA nokas3aH kK IpUMEHEHUIO y B3pOCIbIX U JIETEH cTapiie
15 nmer mpu TOBBIMICHHON TeMIlepaType Teja MPU NPOCTYIHBIX M JIPYTHMX HH(EKIIHMOHHO-
BOCTIAJIUTENBHBIX 3a00JI€BAHUSX.
4.2. PeskxuM 103UpPOBaHMS U CIIOCOO MTPUMEHEHUSI

PexxuM 1o3upoBaHus
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B3pocnvie u 0emu cmapwe 15 nem:

ITo 1 Tabnetke (500 mMr) Ha pueM 10 6 pa3 B CyTKH.

[Ipu cunbHBIX 0OJIAX U BBICOKOH Temmneparype — mo 2 Tabnetku (1 T) Ha mpuem 10 3 pa3 B CyTKH.
MuHUManbHBIA HHTEPBAT MEXIY TPUEMaMHU J0JIKEH COCTaBIIATh 4 yaca.

MakcumanbHasi CyTOYHas /1032 HE JIOJDKHA MpeBbImaTh 3 T (6 TabJIETOK).

Oco0ble rpyInbl NALKUEHTOB

THayuenmuwr nodicunozo éozpacma:
ITo 1 Tabnerke (500 Mr) Ha mpuem 110 4 pa3 B CyTKH.
[Ipu cunbHBIX 00X U BBICOKOW Temmeparype — 1o 2 Tabnerku (1 r) Ha mpuem.
MuHuManbHbIA UHTEPBAI MEXKAY IPUEMaMHU JOJDKEH COCTABIIATh 4 yaca.
MakcumanbHasi CyTO4Hasl 71032 HE JOJDKHA MpeBbImaTh 2 T (4 TableTok).

etu
[Ipenapar Yncapun YIICA mpoTuBOmoKazaH K MPUMEHEHHIO y JIeTel B Bo3pacte a0 15 ner (cm.
pasmen 4.3), Tak kak Oe3omacHOCTh M 3 dekTUBHOCTL Tpenapara Yncapun YIICA y nereii B
BOo3pacTe 10 15 yleT Ha MJAaHHBII MOMEHT HE YCTaHOBJEHBI. [/laHHBIE OTCYTCTBYIOT. Pexum
JO3UPOBaHuUs AJIs AeTel crapuie 15 jeT He OTIMYaeTcsl OT peXuma JO3UPOBaHUS 1Ji B3POCIBIX.

Croco0 IIpuMeHeHus

[Ipenapar mpuHUMAIOT TIOCJE €7bl, pacTBOpUB TabsmeTky/Tabnetkn B 100-200 M1 BOBLI
PerynsipHoe cobmiofieHne pexxuMa mpueMa mpernapara 1mo3BosisieT n30eaTh pe3KOro MoBBIIICHUS
TEMIIepaTypbl U YMEHBIIUTh HHTEHCUBHOCTH 0OJIEBOTO CHHIPOMA.
4.3. [IpoTnBONOKA3aHUA
e jieTcKui Bo3pacT 10 15 ner;
® TUIEPUYYBCTBUTEIBHOCTD K alleTUIICATUIIMIOBOU KuciioTe, ipyrum HIIBIT u komnonenTam
npenapara;
e gnepuuuT TIIOK030-6-pocdarnernaporeHassl, (GpeHWIKETOHYpHs (TIpernapar COACPKUT
acrapTam);
e OpoHXHMalIbHAsl acTMa, WHIYIIMpPOBaHHas mpueMoM camuumiatoB u apyrux HIIBIT B
aHaMHe3e;
e OepemenHoCTh | TpuMecTp U B cpoke 6osee 20 Heenb U EPUOJI TPYAHOTO BCKApMIIMBAHUS
(cm. paznen 4.6.);
® HPO3UBHO-SA3BEHHBIC MOPAKEHUS KETYJOYHO-KUIIEYHOTO TpakTa (B (aze obocTpeHwms),
eIy JOUYHO-KUIIEYHOE KPOBOTECUCHUE;
e remMopparuveckue nuatesbl (remoduiuu, OonesHr BuneOpaHia, TeneaHTHOIKTA3HH,
THIIOIPOTPOMOMHEMUS, TPOMOOIIUTONICHUS, TPOMOOLIUTOIICHIUYECKAs Iy PITypa);

e BbIpaKEHHBIEC HApyIIeHUS (PYHKLNHU EUYEHU WU MTOYEK;
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e nedunut BuTamuna K;
® TJIIOKO30-TaJaKTO3HAasl MaababCcopOITus;
® OJHOBPEMEHHBII MPUEM C METOTPEKCcaToOM B J103¢ 15 Mr/Hen u 6onee (cM. pazzaen 4.5);
® OJHOBPEMEHHBIN MPUEM MTEPOPATLHBIX AHTUKOATYJITHTOB U alleTUIICATUIIHIIOBOM KUCIOTHI
B J103€, IPEBBIMIAOIICH 3 T B IEHb (CM. pa3zen 4.5).
4.4. Oco0Oble yKazaHusl M MepPbl NPEA0CTOPOKHOCTH NIPH NPUMEHEHU U
Heo6xoanmMo co6umto1aTh 0CTOPOKHOCTD TPH:
® COIYTCTBYIOILEM JICUEHUH aHTUKOATYJISTHTaMU;
® HAIMYMU B aHAMHE3€: SI3B HKEIYJOUHO-KUILIEYHOTO TPAKTA, BKIIOYAs XPOHMUYECKYIO U
PELUIUBUPYIOIIYIO S3BEHHYIO 00JI€3Hb, a TAKXKE KETyJOUHO-KUIIEYHOTO KPOBOTEUCHMUS,
ayepruyeckux peakuuit Ha HIIBIT u npyrue npenaparsl, OpOHXHaTbHON aCTMbI, CEHHOM
JUXOPAJIKH, MOJIUI03a HOCA, XPOHUYECKUX 3a00JI€BaHUI OpraHOB JIbIXaHUS;
e HapyleHUH (PyHKIHUU OYEK U MEYCHU;
e mojarpe;
® TUIECPYPUKEMHUH;
® ypaTHOM He(pOIUTHA3E;
e TIOYCYHOH M ITEUCHOYHON HEJOCTAaTOYHOCTH;
® OJHOBPEMEHHOM IIpHEME AalleTUJICAIMLIUIOBON KHUCIOTHI M METOTpeKcara B J103€
MeHee 15 Mr/meHs;
e MeTpopparuu (alUKINYecKUe MaTOYHbIE KPOBOTECUEHUS);
e runepMeHopee (OOUIbHBIE U MTPOIOJKUTEIIbHBIE MEHCTPYAIIUN ).
JleTsiM Henb3sl Ha3HAYaTh IIpenaparhl, CoIepKallie alleTHICATULIUIOBYIO KICIIOTY, TOCKOJIbKY B
cilyyae BUPYCHON MH(EKIIMH MOBBIIIACTCS PUCK BOSHUKHOBEHHS cuHIpoma Peite. CumnTomamu
cuHIpoMma Peiie SBISAIOTCS MPOJODKUTENBHAsE pPBOTA, OCTpas »HUedanronaTtus, yBeIHYEHHUE
[IEYEHHU.
AUeTHICaTUIIMIIOBas KHCIOTa MOXKET IPOBOLIMPOBATH pa3BUTHE OpOHXOCMAa3Ma M BBI3BAThH
OpUCTYyNl OpOHXMAJbHOM acTMbl WM JApyrue ajuiepruueckue peakuuu. dakropamu pucka
SIBJISICTCS. HAIMYUE Y TIAIIeHTa OpOHXUATbHOW aCTMBI B aHAMHE3€, CCHHOM JTUXOPAJIKH, MOJIUI03a
HOCA, XPOHUYECKUX 3a00JIEBaHU OPTaHOB JIBIXaHUS, & TAKKE AICPTUICCKUX PEeaKIMii Ha IPYyTHE
npenaparsl (Hanpumep, 3y, KpaluBHULA, IPYTHE KOKHBIE PEaKIun).
CriocoOHOCTh  aLETHJICATUIMIIOBOM KHUCJIOTHl TMOJABIATH arperamuio TPOMOOIIMTOB MOXET
MPUBECTU K TMOBBIIIEHHON KPOBOTOYHMBOCTH BO BpEMS U MOCJIE XUPYPrHUECKUX BMEIIATENIHCTB
(BKJTIOUass Mallble XHUPYPTrUYECKHE BMENIATeNIbCTBA, HANpPHUMEp, OKCTpakiuioo 3y0a). Puck
KPOBOTCYEHUI BO3pAcTaeT NpU NPUMEHEHHM alCTWICAIULUIOBOM KHUCIOTHI B BBICOKOM I03€.
I'emopparuueckuii 3¢ GeKT aneTUICATUIMIOBON KUCIOTH COXpaHseTcsd B TeueHue 4—8 mHei
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II0CJIE €€ OTMEHBI.
B Hu3kpx n03ax ameTHICATHIMIOBAas KUCIOTa CHUKAET SKCKPEIMI0 MOYEBOM KHCIIOTHI, YTO
MOKET BBI3BaTh PA3BUTHE MOJArPhl y NAMEHTOB C HCXOAHO HU3KUM YPOBHEM €€ SKCKPELIUH.
JITUTENbHBI TIPHEM aHAIBIETUKOB MOXET TPHBECTH K (OPMHPOBAHMIO TOJIOBHOW Oo0iH
NPUBBIKAHMS, KOTOPas BO3HUKAET B IEPHOJI OTMEHBI aHAIBI€THKOB.

[IpuBbIYHOE MCHIOIB30BAHNE aHATIBIETHUKOB (0COOEHHO KOMOMHAIMK PAa3MUYHBIX aHATBIECTHKOB)
MOYET MPUBECTH K Pa3BUTHIO TSHKEJIOTO MOPaKEHHsI TOYEK — aHaJIbreTnueckoi Hedponatuu. [pu
JUTUTETIbHOM IIPIMEHEHNH ITpernapara ciaeyeT NepuoaMYeCcKH IIPOBOIUTH OO aHAIN3 KPOBH
aHaJIM3 Kaja Ha CKPBITYIO KPOBb, KOHTPOJIMPOBATh ()YHKIIMOHAIFHOE COCTOSIHUE TICUCHH.
Heo6xonumo cobm0aTh OCTOPOKHOCTD TPU MIPUMEHEHHUH TIpernapara rnpu 6epemMeHHocT Bo 11
TpumecTpe 10 20 Heaenu.

BcnoMorarenbpHBIE BEIISCTBA

VYncapun YIICA comepxut 10,0 Mr acmaprama Ha OHYy IIMIy4yylo TaOJeTKy. Acmapram
CONICP)KUT HUCTOYHUK (eHmwranaHnHa. MOXKeT oOKa3aThCsS BpEOHBIM JUIS  JIIOJACH ¢
(beHUITKEeTOHYpHUEH.

B onno# nose (mmmyueit tabietke) mpemnapata YrcapuH YIICA conmepxutcs 389 mr Hatpus,
4yTO 3KBUBaJIEHTHO 19,5% pexomennoBanHoro BO3 MakcHMMalbHOTO CYyTOYHOTO MOTPEOICHUS
HATpUS JJIs B3pOCTbIX. MakcuManbHasi CyTOYHAS 032 TOro mpernapara (6 mumydnx TablIeToK)
skBuBaneHTHa 117% pexomennoBanHoro BO3 MakcMManbHOTO CyTOYHOTO OTPEOICHUS! HATPHUS
115t B3pocibiX. Yncapul YIICA umeeT BbICOKOE coAepKaHUE HATPHs, UTO HY’KHO UMETh B BUAY
Opy MOPUMEHEHHWU Tpenapara y TNAalleHTOB, HaxOoIAUIMXci Ha JueTre, KoTopas TpeOyeT
OTpaHHYCHUS YIIOTPEOICHUS COJIH.

VYrcapun YIICA conepXuT ClieToBbIE KOJIMUECTBA TUOKCH/IA CEPhI HA OHY IIUITYIYIO TaOJIeTKY.
Juokcua cepbl MOXET H3peIKa BBI3BIBATH TSKENbIE PEAKIUU THUIEPUYyBCTBUTEIBHOCTH U
OpoHxXOCMa3M.

4.5. BzaumopgeiictBue ¢ JApPYrUMH JIeKAPCTBEHHBbIMHM IMpenapataMd M Jpyrue BHAbI
B3aNMOJAeHCTBHSA

Kombunayus ¢ Memompexcamom 6 0oze > 15 me 6 Hedento npomugonokazaua.

Kombunayuu npenapamos, komopwvie UCNONb3YIOMCA ¢ OCHOPOHCHOCBIO

* Memompekcam 6 0o3e menee 15 me/nedento: P OJHOBPEMEHHOM IPUMEHEHUU IPErapaToB
MOBBIIIAETCS T€MATOJOTHYecKass TOKCUYHOCTh MeToTpekcara Bciaeacrsue toro, yro HIIBIT B
L[EJIOM CHUYKAIOT MOYEUHBIN KIIMPEHC METOTPeKcaTa, a CalUIMIaThl, B YACTHOCTH, BBITECHSIOT €T0
U3 CBSI3U C O€JIKaMU TIa3MBI.

* Anmuxoazynsinmel (Kymapum, cenapum): npu ogHoBpeMeHHoOM mnpueme ACK u HempsmbIX
aTUKOAryJIIHTOB MOBBILIAETCS PUCK KPOBOTEUEHHS 3a CUET MOAaBlIeHUsI QyHKIUU TPOMOOIIUTOB,

MOBPEXKICHUSI CITM3UCTON 000JI0UKH KeITyKa U 12-TIepCTHON KUIIIKY U BBITECHEHHSI IEPOPATBHBIX
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AHTUKOATyJITHTOB M3 UX CBSI3U C OCIKaMH TIa3MBl.

» Jlpyeue HIIBII ¢ canuyunamamu 6 6vicokou 0o03e (> 3 2/cymku). TP OJHOBPEMEHHOM
MPUMEHEHUN TIpernaparoB u3-3a 3¢¢deKTa CHUHEPru3Ma IOBHIINIACTCS PUCK 00pa3oBaHUA SI3B
CIIM3UCTON 00O0JIOUKH JKEITYJOYHO-KUILIEYHOTO TPAKTa U KPOBOTECUECHUH.

* Vpuxosypuueckue npenapamoel (beH30pomapon, npobdereyud):. CHUKACTCS TEPaNeBTUUYECKUN
3h(heKT ypUKO3YpPHUECKHUX TMPEnaparoB 3a CUET KOHKYPEHTHOTO TYyOyJsSIpHOTO BBIBEICHHUS
MOYEBOW KUCIIOTHI.

* Jlueoxkcun: TIpU OJHOBPEMEHHOM IPUMEHEHHM IIPENapaToB IOBBIIMIAETCS KOHIEHTpALuUs
JTUTOKCHHA B TUIa3Me 3a CUET CHIXKEHUS €r0 SKCKPELHH.

» [lpomusoouabemuueckue npenapamsl  (UHCYIUH,  CYIbGOHUMOUEBUHA):  YCUIINBACTCS
TUIOTTIMKEMUUECKUil  3dext 3a cuer Toro, 4yro ACK B Bbicokoi no3e obiamaer
TUINOTIMKEMUYECKUMH CBOMCTBAMH M BBITECHSIET CyJb(OHUIMOYEBUHY U3 CBSI3U C Oenkamu
TUIa3MBl.

»  Tpomborumuxu/anmumpomboyumapmusie npenapamvl Opyeux Kiaccos (MUKIONUOUH):
MOBBILIAETCS PUCK KPOBOTECUECHHS.

* Jluypemuxu 6 couemanuu ¢ ACK 6 0oze 3 e/cymku u Oonee. CHWKACTCS TIIOMEPYJIsIpHas
bunbTpanus, BCICACTBUE CHIKEHUS CHHTE3a MPOCTArJIaHMHOB B IMOYKAaX.

*  Cucmemnvie enmoxokopmuxocmepouovl (I'’KC) 3a  uckirouenuem  2uOpoKopmu3oHa
(npumensiemcsi 05 1everus bone3nu Aooucona): Ipu OJHOBPEMEHHOM NMPUMEHEHHUH TTPETIapaToB
KOHIEHTpAlUsl CAIMIUIATOB B KpOBU CHIIKaeTcs, mockosnbky ['KC ycunmBaeT 3iMMMHHALNIO
CaAITUITUIIATOB.

* Uneubumopwr ancuomenzun-npespawaoweco @epmenma (AIIP): npu OAHOBPEMEHHOM
npumenennn UHTHOUTOpPOoB AII® m ACK B mo3e 3 r/cyTkum m Oojiee OTMEYAaeTCsl CHIKCHHE
TUMOTeH3UBHOTO 3(dekra unrnburopo AIllD, BciaencTBHE CHIDKEHUS TIOMEPYIISPHOM
¢unpTpanuu.

* Banvnpoesas kucnoma: ACK HapymiaeT CBs3b BaJbIIPOCBOM KHCIIOTHI C O€IKaMU ITUTa3Mbl, B
pe3yNbTare 4ero MOBBIIIACTCS €€ TOKCUYHOCTb.

* Ankozonv: npu coueranuun ¢ ACK ycunmBaercs MoBpeXKAarollee ACHCTBHE Ha CIM3HUCTYIO
000JI0UKY KEITyAOYHO-KUIIIEYHOTO TPAKTA U yIIMHICTCS BpEeMsl KDOBOTEUCHHSI.

4.6. ®PepTUIBLHOCTD, 0€PEMEHHOCTD H JIAKTAIUSA

bepemenHoctb

[IpoTrBOMOKa3aHO PUMEHEHHUE TMpermapaTa BO BpeMst OepeMeHHOCTH B | TpuMmecTpe U B CpOKe
6onee 20 nHemenp OepemeHHOCTH. C OCTOPOXKHOCTBIO TMPUMEHSIOT Tpu OepemeHHoctu - 11
TpumecTp 10 20 Heneu.

[Ipumenenne OoONbIIMX J03 caMUIUIATOB B | TpumecTpe OEpPEeMEHHOCTH AaCCOIMUPYETCS C
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MOBBIIICHHONW YacTOTOM JAe(EKTOB pa3BUTHS TUIoAa (pacuierieHHoe Hebo, mopoku cepana). [Tpu
npumenenun HIIBII y sxenmun ¢ 20-it Henenu 6epeMEHHOCTH BO3MOKHO Pa3BUTHE MaJIOBOJIMS
W/WIIM TIATOJIOTUHU TIOYEK Y HOBOPOXKJICHHBIX (HEOHaTalIbHAsA MoYedHast AUCHYHKIH) (CM. pa3aen
4.3).

Jlakranus

Canuuumnatel U MX METAO0ONUTHI B HEOONBIIMX KOJIMYECTBAX MPOHUKAIOT B I'PYAHOE MOJIOKO.
[Ipumenenue npenapara B IepUo/ IpyJHOTO BCKApMIIMBAHUSI IIPOTUBOIIOKA3aHO (CM. pa3zaen 4.3).
4.7. Biusinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeACTBAMHM M PadoTarbh €
MeXaHU3MaMM

Vncapun VYIICA He oka3plBaeT BIUSHHE Ha CIHOCOOHOCTh YHPABIATh TPAHCIOPTHBIMHU
CpeAcTBaMU M paboTaTh C MEXaHU3MaMH.

4.8. HeskenarenbHble peakunu

Pesrome npodmiig 6e30macHOCTH

Yacrora mno6ouHbIX 3()(heKTOB MpHUBEIeHa B COOTBETCTBUH CO CIEIYIOLICH MIKAJIOM:

Ouens vacto (>1/10), gacto (>1/100, Ho <1/10), Hewacrto (>1/1000, vHo <1/100), peaxo (=1/10000,
HO <1/1000), ouenb peako (<1/10000), yacTora Hen3BeCcTHA (HAa OCHOBAHUH UMEIOIITUXCS TAaHHBIX
OIICHUTH HEBO3MOIKHO)

PesroMe HexenaTelnbHbIX PEaKIIi

Hapywenus co cmoponul Kposu u aumgamuueckoi cucmembvl

Penko: remopparmueckuii CHHAPOM (HOCOBOE KPOBOTCUCHHE, KpPOBOTOUYHMBOCTH JIECEH,
reMopparuueckasl Chillb), yBEIUYEHHUE BPEMEHH CBEpThIBaeMOCTH KpoBU. JlaHHble 3(deKThI
COXPAHSIOTCS Ha IPOTSDKEHUH 4—8 JTHEH ¢ MOMEHTa MPeKpaIleHus IpueMa rpernapara 1 JJOJKHBI
OBITH YUYTEHBI IPH TUTAHUPOBAHUHN TIOCIICAYIOIINX ONepannii U MalueHTOB.

Hapywenus co cmopoHbl UMMYHHOU cUCmeMbl

Penxo: xokHast cwllib, OpoHxocmnasM, oTek Ksunke. @opMupoBaHHE Ha OCHOBE TallTEHOBOTO
MeXaHU3Ma «aCHHPUHOBOI» Tpuaabl (coueTaHHe OpPOHXUAIBHOW AaCTMBI, PELUINBUPYIOIIETO
MIOJIII03a HOCA U OKOJIOHOCOBBIX Ta3yX, U HENEPEHOCUMOCTH alleTUIICATHIMIOBON KUCIOTHI U
IpernapaToB MUPA30JIOHOBOTO PSIA).

Hapywenus co cmopoHvl HepeHoll cucmembl

Penko: ronoBHas 00J1b, TOIOBOKPYKEHHE, CHIDKEHHE OCTPOTHI CITyXa, 3BOH B yIIIaX.
Kenyoouno-xkuweunvie napyuienus

Penxo: TomHOTa, pBOTa, OOMM B SMUTAaCTpalbHOM o00nacTu, nuapes (MOHOC), KEITyIOYHO-
KUIIEYHbIE KPOBOTEUYEHHUS (pBOTA THIMA «KO(EHHOU TyIIN», YEpHBIH «IETrTeoOpa3HbI» CTyM);
CHIDKEHHE alleTHTa, NOBBIIIEHNE aKTUBHOCTH «IICUEHOYHBIX» TPaHCAMUHa3, A3Ba U MpoOoIeHHEe

KEITyKa.
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Hapywenus co cmoponbl neuenu u sHcenyedbl8o0Auux nymeti
Ouensb peako: cunapom Peiie (sH1IeamonaTus u octpas Kupopasi TUCTPODHS TEUESHU C OCTPHIM
pa3BUTHEM MIEYEHOYHON HEIOCTATOYHOCTH).

COO6H_ICHI/IC 0 TOA03PEBAEMBIX HEKECIATCIIbHBIX PCAKIIMAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX TOCIEe PETUCTPAINH
JIEKapCTBEHHOTO Mperapara ¢ 1eIblo 00ecreueHus] HeIPEphIBHOIO MOHUTOPUHTa COOTHOILICHUS
«MOJb3a — PHUCK» JIEKAPCTBEHHOIO Tpernapara. MeTuIMHCKAM pa0OTHUKAM PEKOMEHIYeTCs
coo0IaTh O JIIOOBIX MOJ03PEBAEMbBIX HEXKENATEIbHBIX pPEeaklUiX JIEKapCTBEHHOrO Mpernapara
yepe3 HallMOHAIBHBIE CHCTEMbI COOOLICHHS O HEXeNaTEeNbHBIX PeaKusx rocyJapcTB — YJICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI03a.

Pecnybnuxa Apmenusa

«I'HKO «llenTp s3xcnepTu3sbl J€KapCTB U MEIUIIMHCKUX TEXHOJIOTHI»

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

Tenedonst: +374 10 20-05-05, +374 96 22-05-05

DnekTpoHHas noyTa: vigilance@pharm.am

CaiiT B uH(pOpMaITMOHHO-TEIEKOMMYHHKAIIMOHHOH ceTH «HTepHeT»: www.pharm.am

Pecnybnuxa benapyco

VII «lleHTp 2KCHepTU3 U UCIBITAHUN B 3paBOOXPAaHEHUN»

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

Tenedon: +375-17-242-00-29

DnekTpoHHas nmoura: repl@rceth.by

Caiit B nH(OpMaAITMOHHO-TEJICKOMMYHHUKAITMOHHON ceTH «THTepHeT»: www.rceth.by
Pecnybnuxa Kazaxcman

PI'TI na [IXB «HanuoHanpHbIA LIEHTP IKCIEPTHU3bl JEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX
m3nenuity Komurera MemumuHCKOTO U (apMaleBTHYECKOTO KOHTpoyis MuUHHCTEpCTBA
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baitkonsip, yi. A. Umanosa, 1. 13 (Bl «Hypcaymer 2»)
Tenedon: +7 (7172) 235 135

DnektpoHHas nouta: farm@dari.kz

CaiiT B MH(pOPMAITMOHHO-TEIEKOMMYHHKAIIMOHHOH ceTH «HTepHeT»: www.ndda.kz
Poccuiickas ®edepayus

OenepanbHas cinyx06a 1o Hag3opy B chepe 3apaBooxpanenus (PoczmpaBHamsop)

Anpec: 109012, r. Mocksa, CraBstHCKas IJI0I1a1b, 1. 4, cTpoeHue 1

Tenedon: +7 800 550 99 03

Crpanuma 7 u3 11


mailto:vigilance@pharm.am
http://www.pharm.am/
mailto:rcpl@rceth.by
http://www.rceth.by/
mailto:farm@dari.kz
http://www.ndda.kz/

OnexTpoHHas noura: pharm@roszdravnadzor.gov.ru

Caiir B MH()OPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOM CeTH «HTepHeT:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

[Tepeno3upoBKU clieAyeT onacaThCsl y MAIUEHTOB MOKUIIOTO BO3PACTa U 'y MAJIGHbKUX JIeTEH, IS
KOTOPBIX OHA MOKET OBITh CMEPTEIILHOM.

CumMnTOMBI

s nepedozuposku ymepenHou cmeneHu XapakTEpHBI IIyM B yIlIaX, OUTYIIEHUE CHIXKEHHUS CITyXa,
rojioBHast 00JIb, TOJIOBOKPYKEHHUE, 3aTOPMOKEHHOCTb.

CHUMIITOMBI MOTYT KOHTPOJIUPOBATHCS CHUKCHHUEM JI03bI Tpernapara.

s nepedozuposku msasicenol cmenenu XapaKTEPHbI JUXOpPaaKa, TUINEPBEHTUIISALUS, KETO3,
pecrupaTOpHBI  aiKaao3, METaO0OJMYECKUN alu03, KOMa, CEepACYHO-COCYIUCTBHIM IIIOK,
JpIXaTeNbHask He0CTaTOYHOCTh, TUITOTJIMKEMUS TSHKENION CTeneH .

Jleuenue

CpouHasi rocnuTanu3anys B CHELUAIU3HUPOBAHHOE OTAEICHHE NJs MPOBEACHHUS IKCTPEHHOM
Tepanuu — IPOMBIBAHHE KeITyIKa, HA3HAYeHNEe aKTUBUPOBAHHOTO YTJIsl, ONIpe/ie]IeHHe KUCIOTHO-
IIEJIOYHOTO OaylaHca, MIeTOYHON IUype3 10 MoyydeHus 3HaueHuil pH moum B mpenemax 7,5-8,
(dbopCcUpPOBaHHBIN MIEIOYHON AUYpPe3, KOTIa KOHIIEHTPAIUs CATUIIUIIATOB B KpoBH Oosiee S00 Mr/in
(3,6 mmonb/m) y B3pocabix u 300 mr/a (2,2 MMOTIB/N) y OeTei, BO3MEIICHHUE MOTePh KHUIKOCTH,
CUMITOMAaTUYECKOE JICUCHHE.

HpI/I TSAXKCIIOM OTPaBJICHUHU BO3MOXKHO ITPOBCACHUEC IEMOJUAIN3A.

5. PAPMAKOJIOTMYECKHUE CBOHCTBA

5.1. ®apmakoauHaMHuYecKHe CBOiCTBA

®dapmakoTepaneBTUUYECKass Tpynna: AHAJIbIETUKH; JAPYTHE AaHAIBICTUKHM W aHTUIIUPETUKH;
CaJIMIUIIOBAs KUCIIOTA U €€ MTPOU3BOIHBIE.

Kox ATX: N02BAO1

MexauusM aercTBusa U hapMakoauHamMudeckue YO eKThI

AnermncamuipuioBass  kucinora  (ACK)  mpuHamIexuT K Tpymnne  HECTEPOUIHBIX
MpoTHBOBOCTIAIUTENbHBIX — mpemaparoB  (HIIBII) wu  oGmamaer  06e300iuBaroinMm,
YKAPOMOHIKAIOIIUM U TPOTUBOBOCIIATUTENbHBIM JIEHCTBUEM. MeXaHU3M JEeHCTBUS 3aKIII0UAeTCs
B HEOOpaTuMoM WHTHOUpoBaHuu IukiIookcurenassl (LIOT)) — hepmenTa, perynupyromero CHHTE3
npocrarnanauioB E2, E12 u tpomGokcana A2.

5.2. ®DapmakoKHHEeTHYECKHE CBOMCTBA

AOGcopbrms
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AOcopOuumst mpenapara Bbeicokas. Ilocne mpuema BHYTpr ACK OBICTpO W TONTHOCTBIO
abcopOupyeTrcs U3 KENyJ0UYHO-KUIIIEYHOTO TpakTa. MakcumanbHas KOHIEHTpaus (Cmax) ACK
IIpU IEPOPATTLHOM IIpUeMe JIsl ISKapCTBEHHON (OpPMBbI TaOIETKH LIUITYYHe JOCTUTaeTcs uepes 18
MUH IIOCJIe MpueMa IMpernapara, 4To B 2 pa3a OBICTpee MO CPaBHEHHUIO CO CTaHIApTHBIMU
tabnetkamu ACK, Chnax KoTOpBIX paBHa 3045 muH. B mepuojn abcopOimu u cpasy mociie Hee
ACK mnpeBparniaercsi B OCHOBHOM aKTHBHBIA META0OJIUT — CATAIMIIOBYIO KHCIIOTY.

Ciax CQJIMLMIOBOM KHUCIOTHI Ui JIEKAPCTBEHHOM (OpMbI TaOJNETKH UIMIIYYHE JIOCTUTaeT
MaKCHMaJIbHON KOHIIEHTPAIUMH B IJ1a3Me KpoBH uepe3 48 MUH, a Cmax CATTULIMIIOBOM KUCTIOTHI I
CTaHJApTHBIX TabJIeTOK — yepe3 1,5-2 yaca.

Pacupenenenue

KOJI 0 u WIIUJIOBOM KHCJIOTHI CBSA3BIBAETCS JIKAMA TUTa3MBI M OBICT
Oxkono 80 % ACK cai OBO CIl10 CBSI3BIBAETCS C OeJka as OBICTPO
pacrpezeinsercs B TKaHAX. Beiaensercs B TpyJHOE MOJIOKO U IIPOHUKAET 4epe3 IUIALICHTY.

Buorpancdhopmariust

CanuuuioBasi KHCIOTa MeTabONM3MpYeTcsl B TEUeHH C 0Opa3oBaHHEM METAa0OJIUTOB —
CAIMIUITypaTa, CaIUIMIOBOQEHOIBLHOTO TIIOKYPOHUAA, CANHMIIMIAIMIOBOTO TIIOKYPOHUIA,
TE€HTU3UHOBOU U T€HTU3YPOBOU KHUCIIOT.

O IMMUHALIS

DIIMMUHALMS CATUIIAIIOBON KUCIOTHI 10303aBucuMast. [leproa noayBeIBEICHUSI BAPBUPYET OT 2—
3 yacoB MmpW mpueMe MpermapaTa B HHU3KHUX J033aX JO NpUOIM3UTENbHO 15 dacoB mpu
UCIIONIb30BAaHUU BBICOKMX [03. CaluuuiaoBas KHCIOTa UM €€ METabONHTHI SKCKPETUPYIOTCS,

TJIABHBIM 00pa3oM, MOYKaMHU.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeueHb BCoMOraTeIbHBIX BelIeCTB
HaTpHs THAPOKapOOHAT

JINMOHHAs KUCI0Ta Oe3BOHAs

HATpUS IUTPAT OE3BOIHBII

HaTpHs KapOOHAT O0E3BOIHBIN

acmapram

noBui0H (K30)

KPOCITOBH/IOH

apoMaTHh3aTop aneabCUHOBBIN, COACPIKAIUNA JUOKCHU]] CEPBI.
6.2. HecoBMeCcTHMOCTDH

He nmpumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHus1)
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3 rona.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NPH XPaHEHUH

XpanuTb pu Temneparype Huxke 25 °C, B OpUriHajIbHOM yIakoBKe (CTpHII).

6.5. Xapakrep u coaep:kaHue NePBUYHON YIIAKOBKHU

[To 4 mmmy4nx TaONEeTKU B CTPUIT U3 ATTIOMUHHUEBOM (POJIBIU, TOKPBITON ¢ BHYTPEHHEH CTOPOHBI
nonauasTHiIeHoM. [1o 4 cTpuma BMecTe ¢ TMCTKOM-BKJIABIIIEM IOMELIAIOT B KAPTOHHYIO MAYKY.
6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH NPH  YHUYTOKEHHMH HMCHOJb30BAHHOIO
JICKAapCTBEHHOI0 Mpenapara MWJIH  O0TX0A0B, IOJYYECHHBIX II0CJI€¢ IPHMEHEHUs
JIEKapCTBEHHOI'0 NPenapara u Apyrue MaHUIyJSIUH C PenapaToM

Het 0co6b1x TpeOGoBaHM K yTHUIIN3AIHH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
®panuus

YIICA CAC

3, pro XKozed Monsbe, 92500 r. Prosit-ManbmesoH.

7.1. IlpeacTraBuTeNb Jep:KaTesisi PerHCTPALMOHHOIO YA0CTOBEpPEeHNs

[IpereH3un HoTpeOUTENEN HAIPABIIATE 110 AJIPECY:

Pecnyonuxa Apmenus

[IpencraBurenscTtBO  AkimoHepHoro obmectBa  «/lembra Menuken Ilpomoymnz  Al»
(IIBeitapus),

Anpec: 050010, r. Anmatsl, Meneyckuii paiion, Kaseioek bu 20A, opuc 308

Tenedon: +7 771 504 54 13,

Anpec 371. mouThsl: quality@deltaswiss.eu

Pecnybnuxa benapycw

[IpencraButenscTBO AknmonepHoro obmectBa «Delta Medical Promotions AGy (IlIBeitmapust),
Anpec: 220090, r. Munck, yi. [Tonurpaduueckas, 31, od. 22

Tenedon: +375 216 16 94,

Anpec 31. moutsl: quality(@deltaswiss.eu

Pecnybnuxa Kazaxcman

[IpencraBurenpctBo  AkumoHepHoro oomectBa «/lembra Memuken [Ipomoymnz  Al»
(IIBeitmapus),

Anpec: 050010, r. Anmatel, Meneyckuii paiton, Ka3eioex bu 20A, oduc 308
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Tenedon: +7 771 504 54 13,

Anpec 371. mouThsl: quality@deltaswiss.eu

Poccuiickas @edepayus

00O «CBukc Xanckea»

Anpec: 105064, Mocksa, yi. 3eMJIHOM BaJ, 10M 9
Tenedon: +7 495 2290 661

Anpec a11. mouThl: russia.info@swixxbiopharma.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHU

9. JATA TIEPBUYHOI PETMCTPALIUM (IIOATBEPKIEHUS
PETUCTPAIIAU, MTEPEPETUCTPALIAN)

JlaTa nepBoON perucTpaLyu:

10. JATA ITIEPECMOTPA TEKCTA

OOmias xapakTepuCTHKa JieKapCcTBeHHOro mpemapara Ymcapun YIICA, nmoctymHa Ha
uH(popMallMOHHOM TmopTaje EBpa3uiickoro 5KOHOMHYECKOrOo coO3a B HH(OPMAaLHOHHO-

KOMMYHUKaImoHHoM cetn «MuTepHeT» http://eec.eaeunion.org/.
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