COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 04.12.2024 N2 26734

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Nzonunazun @apmacuntes, 300 Mr, TaGIeTKH.

2. KAYUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JelicTBytoliiee BENIECTBO: M30HUA3HUI.
Kaxxnas tabnerka comepxut 300 Mr nzoHuasua.

[TonHbIi epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TaoOmeTku.
Tabnerkn Oenmoro wiu OEIOr0 C KPEeMOBATHIM OTTEHKOM IIBETA, IJIOCKOIMIMHIAPHUYCCKHUE, C

pUCKOH U (hacKOM.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

Jleuenne u npodriakTuka Bcex GopMm TyOepKyIie3a, BRI3BAaHHBIX YYBCTBUTEIBHON K N30HHA3HTY
M. tuberculosis, B coctaBe KOMOMHUPOBAHHOM TEpaITUU.

Heo6xo1uMo nprHUMAaTh BO BHUMaHKE JAEHCTBYIOLINE O(ULIMaTIbHbIE PYKOBOJICTBA 10 IPaBUIIaM
NPUMEHEHHS aHTHOAKTepUAIIbHBIX TPETapaToB.

4.2. Pexxum 103MpoBaHNs U €c1IOCO0 NPUMEHEHUs!

JleueHure N30HNUA3UIIOM CIIEIyeT IPOBOIUTH O] HAOIIOJEHUEM Bpaya, MMEIOLIETO OIBIT JICUSHHS
TyOepKyesa.

PexxuM 103upoBaHus

J103BI ¥ JUTUTETHHOCTD JICYCHUS N30HUA3UIOM YCTAaHABIMBAIOTCS HHIUBUTYyaTbHO B 3aBUCHMOCTH
OT XapakTepa U THKECTH 3a00IeBaHMUs.

Jleuenue

Bspocnvie

CyrouHas J103a n30HMa3uAa (IpH eXKETHEBHOM MpHeMe) TarueHTaM ¢ Maccor tema 33-50 kr —
300 mr, maruentam ¢ Maccoii tena 51-70 kr — 300-600 mr, manpeHTaM ¢ Maccoi Tena 6oiee 70
KT — 600 mr.

MakcumanibHas cytouHas 103a 600 mr.

JHemu cmapwe 3 1em

CytouHas 1032 n3oHua3uaa (MpHu eXKeAHEBHOM nipueme) 7—15 Mr/kr Macchl Tena.
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Ipogunaxmuxa

BuyTps o 5-10 Mr/kr/cyTku, MakcumainbHas cytodHas 1o3a 600 mr.

Jl03bl W AJMTENBHOCTH MpPHUEMa W30HMA3UAA JOJDKHBI ONPENENAThCS COTVIACHO O(QHIMAIBLHBIM
JeUCTBYIOMNM (perepaIbHBIM PYKOBOICTBAM IO TYOEpKyIIesy.

Oco0Bble IPVIIILI MAIUEHTOB

Tayuenmoi ¢ Hapywenuem QyHKyuy novex

PekomeHnmoBaHHBIC 1036l M YacTOTa IpPUEMa HM30HUA3HMAA IS TMAIMEHTOB C KIMPEHCOM
KpeatnHuHa MeHee 30 MuI/MUH U ipu remoaranuze — 300 M OJTHOKPaTHO €KETHEBHO.
Tayuenmol ¢ Hapywenuem QyuKyuu neveHu

WN3oHMa3u OKa3bIBaeT TeMaTOTOKCHMYECKOE IEHCTBHE, MOITOMY NAIlMEHTaM C HapylIeHUEM
(GYHKIIUM TIEYeHU CPEHEN U JIETKOM CTeNEeHM TSKEeCTH Ha3HayaeTcs MPU CTPOTOM MOHUTOPUHTE
«TEYCHOYHBIX» (DEPMEHTOB M HCIIOJIb30BAHWU T'eNaTONPOTEKTOPOB (Takke cM. pasnuen 4.4).
[Ipumenenune W30HMA3UIA MMPOTHUBONOKA3AHO Y MAIMEHTOB C MEYCHOYHON HEI0CTAaTOYHOCTHIO
TSOKEIION CTEIICHH TSKCCTH.

B mnepuon OepeMEHHOCTH W NpU TSKENOW (OpME JIETOYHO-CEPIACYHOM HEI0CTaTOYHOCTH,
BBIPOKEHHOM aTEPOCKIIEpO3€e, UIIEMHUYECKON 0O0JIC3HU cepilla U apTepUalbHON TUIIEPTECH3UH HE
CJIeTyeT Ha3Ha4yaTh B J103ax Ooubmie 10 mr/kr.

Cnoco0 npuMeHeHus

M30HMa3u NMpUHUMAIOT BHYTpPb, 3aluBas OOJBIIMM KOJMYECTBOM BOAbI. Ilpemapar ciemyer

IpUHUMATh HaTOIIaK (M0 KpaiiHel mepe, 3a 0,5 yaca 70 elbl WiIK Yepe3 2 Jaca 1oclie).

4.3. IIlpoTuBONOKA3aHUS

e ['WmepuyBCTBUTENBHOCTh K HM30HUA3WAY WM K JIIOOOMY M3 BCIIOMOTATENIbHBIX BEIIECTB,
MEepPEUMCIICHHBIX B pazjene 6.1.

e  JlekapCTBEHHBIH TeNATHT W/WUJIH APYTHE TSHKENbIE TOOOYHBIE peaKIInH, pa3BUBIINECS Ha OHE
MPEIIECTBYIONIETO JCUSHHS H30HNA3UIOM.

e 3aboseBaHMs MEUYEHU B CTAIUU O0OCTPEHHUSI.

e [leyeHouyHast HEAOCTATOUYHOCTD TSKEJION CTENEHH TSKECTH.

e  Jlerckuii Bo3pact 10 3 neT (1l JaHHOM JIeKapCTBEHHON (POPMBI).

4.4. OcobOble yKazaHHsi M MepPbl NPEIO0CTOPOKHOCTH NPH NPUMEHECHUH

C 0CTOPOKHOCTBIO

— AJKOTOJIN3M,
— MEeYEHOYHAas! HEJIOCTATOYHOCTD JIETKOM U CpeHEN CTENEHU TAKECTH,
— HapylieHus! (YHKIIMH [TEYCHH B aHaMHe3€ WIH XPOHUYECKHe HapyIIeH!s (YHKIINU MTeYCHH,

— IIOYCYHAasl HEJAOCTATOYHOCTbD,
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— CyJIOpOXKHbIE TPUTIATKH;

— Bo3pacrt crapiie 35 Jer;

— JUTUTETBHBINA TPHEM JPYTHX MOTECHIIMATBHO TeaTOTOKCHYECKUX JIEKAPCTBECHHBIX CPEJ/ICTB;
— OTMEHA Tepanuy W30HUA3UIOM B aHAMHE3E;

— nepudepuyeckas HeiiponaTus;

— BUY-undexus;

— JICKOMIICHCUPOBAHHBIE 3a00JICBaHUSI CEPJICTHO-COCYAUCTON CUCTEMBI (XpOHUYECKAs CepAcUHast
HEJ0CTAaTOYHOCTh, CTEHOKAPAMS, apTepuabHasi TUIIEPTEH3U);

— FUIOTHPEO3;

— caxapHbIii quaber;

— HCTOIIICHUE;

— MICUXHYECKHe 3a00JIeBaHUs B aHAMHE3E;

— «MeJJICHHbIE alleTUIISATOPbI»;

— )KEHCKHH TOJI.

Oco0ble yKa3auus

Jns 3amenneHusi pa3BUTUS MHUKPOOHOH yCTOMYMBOCTH Ha3HA4YalOT COBMECTHO C JAPYTUMHU
MPOTUBOTYOEPKYJIE3HBIMU MpenapataMu. B HEKOTOPBIX Cllydasx BO BpeMs JICUCHHS Pa3BUBACTCS
JIEKAPCTBEHHBIA TE€MaTUT C JIETAJIbHBIM HMCXOIOM, KOTOPBIA MOXET BO3HUKHYTH JlaXe IOCIe
HECKOJIBKMX MECAIICB OKOHYaHWs MpUMEHEHHs. PUCK moBbIIaeTcsi ¢ Bo3pacToM (HauOOJIbIas
4acToTa B BO3pacTHOU rpymnme 35—64 1eT), 0COOEHHO MpHU eXEeIHEBHOM yHOTPeOJICHUH 3TaHOIA.
[ToaToMy y Bcex MAIMEHTOB €XEMECIYHO HEOOXOIUMO KOHTPOIUPOBATH (YHKIMIO TEUEHH,
aunaM crapiie 35 yiet QyHKIUIO TeYeHHU JTOMOJHUTEIFHO UCCIEAYIOT Mepe/l HadyaloM JICUCHHUS.
[Ipu noBBINIEHNH aKTUBHOCTH «IEYEHOUHBIX» TpaHCcaMuHa3 (alannHamMuHoTpaHnchepasza — AJIT,
acnapratamuHoTpancdepaza — ACT) B 4 u Oonee pa3 WiIM TOBBIIICHUH KOHIEHTPALUU
OmnMpyOnHa B KPOBHU JICUEHUE U30HUA3HUIOM CIIEAYET OTMEHUTb.

Kpome ymoTpebnenus sTaHoja JTOMOJHUTEIBHBIMU (paKTOpaMHU pUCKa SIBIISIOTCS XPOHUYECKUE
3a00JIeBaHUs TICUCHH, )KEHCKUH TT0JI, «MEJUICHHBIC alleTUIIATOPBI», ucTomenue, BUY-undekmus,
napeHTepalbHOe PUMEHEHHUE JTI0OBIX JIGKAPCTBEHHBIX CPEJICTB U MOCIEPOJIOBBIA MEPUOJ; MPU
JAHHBIX 00CTOSATENHCTBAX KOHTPOJIb (PYHKIIMU TIeUeHH (JIaOOpaTOPHBINA U KIMHUYECKUN) CIIeayeT
mpoBOUTH Haie. [TanueHTs J0KHBI OBITH MPOUH(OPMHUPOBAHBI O HEOOXOIUMOCTH COOOIIATS,
0 JIFOOBIX TIPOSIBJICHUSX TOPAXKEHUS TMEeUYeHH (HEOOBSICHUMAs aHOPEKCHs, TOITHOTAa, PBOTA,
MOTEeMHEHUE MOYH, KENTyXa, ChIllb, MAPECTe3MH KUCTEH U CTOM, cI1aboCTh, YTOMISIEMOCTh HIIN
JTUXOpajKa TUTENFHOCTBIO Oosee 3 mHel, 6011 B KUBOTE, 0COOEHHO B IpaBoM mojapebdepne). B
ATUX CIy4asiX U30HUA3U] HEMEIJICHHO OTMEHSIOT.

N30HMa3u] ciaesyer Ha3Ha4aTh C OCTOPOKHOCTBIO MAUEHTAM C CYI0POKHBIMU pacCTPONCTBAMH,
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HapyIEHUSIMHA (PYHKIUHU NIEUYCHH U MOYEK U MalMeHTaM, IPUHUMAIOIIUM APYTHe TOTECHIUATBHO
renaroTokcuueckue mpemnaparbl. IlamuentaM, paHee NEpEeHECUIMM W30HUA3UIHBIA TIENaTHT,
HAa3HAYalOT aJbTEPHATHUBHBIE IMPOTUBOTYOEPKYJIE3HbIE JIEKapCTBEHHbIE cpenacTBa. Ilpu
HEOOXOIMMOCTH BO30OHOBJICHMs Tepaluyd €€ HayMHAIT II0CI€ MOJHOI0 pa3pelieHus
KJIIMHUYECKUX U J1a00paTOPHBIX MPU3HAKOB I'E€NAaTUTA € MOCIEIYIOIIMM OCTOSIHHBIM KOHTPOJIEM
¢ynkuun nedenu. llpu ar00bIX MpH3HAKaX peluIBa W30HHMA3H] HEMEJIEHHO OTMEHSIOT. Y
HAIMEHTOB ¢ OCTPBIMU 3a00JIEBAaHUAMM N€YEHU NPOPHIAKTUYECKUN IPUEM U30HUA3UIA CIEeIyeT
OTJIOKHUTD.

B cBs13u ¢ pa3HO#l CKOPOCTBhIO MeTa0oIM3Ma Mepe MPUMEHEHHEM HM30HHAa3H I 1e1eco00pa3Ho
OIPEAEIATh CKOPOCTh €0 MHAKTUBALIMM 110 COAEPKAHUIO aKTUBHOT'O BEIIECTBA B KPOBU M MOYE.
[Tpu ObIcTpOil MHAKTHBALMM M30HMA3U] NPUMEHSIOT B Oosee BBICOKHMX ao3ax. [Ipu pucke
pa3BuTHs nepudepuyeckoro HeBpuTa (HAlMEHTaM cTapiie 65 JeT, HalMeHTaM C CaxapHbIM
nabeToMm, OepeMeHHBIM JKEHIIMHAM, ITAllMEeHTaM ¢ XPOHUYECKOH IMOYEeYHOI HEJOCTaTOYHOCTHIO,
nagueHTaM ¢ - ankoroiausmom, BUY-unuuupoBaHHBIM, Npu  HApyLIEHUH [HUTAHUSA,
COITyTCTBYIOILIEH MPOTHBOCYJOPOXKHON Tepanuu) pekoMeHayeTrcs HasHadeHue 10-25 wmr/cyr
nupuaokcuHa. Bo BpeMs JedeHus crienyer wus0erath ynorpeOieHus celpa  (0COOEHHO
NIBEHIIAPCKOTO WM YCIIUPCKOr0), phIObI (0COOCHHO TYHIA, CApAWHEIUIBI, CKHUIDKEKA),
IIOCKOJIBKY IPU OJTHOBPEMEHHOM YHOTPEOJEHUHU UX C M30HUA3UJOM BO3MOYKHO BO3HHKHOBEHHE
peakuuii (rumepemMus KOXKH, 3yJ, OLIyIIEHHE Kapa WIM X0JI0Ja, cep/leOueHue, MOBbIIIEHHOE
MOTOOT/AEJCHNE, O03HOO, TOJIOBHas OO0/b, TOJIOBOKPYKEHHE), CBS3aHHBIX C IOAABICHUEM
AaKTUBHOCTH MoOHOamMuHOKcHaassl (MAO) M AMaMMHOKCHIA3bl U MPHUBOJIALIMX K HapyLICHHUIO
MeTabonM3Ma THpaMHHa U TUCTaMHHA, CoJepKamuxcs B ppide u ceipe. Cieayer UMeTh B BUAY,
YTO MH30HUA3HUJ MOXET BBI3BaThb TI'MIIEPIVIMKEMUIO C BTOPUYHOW TJIFOKO3YPHUEH; TECThI C
BOCCTaHOBJICHHEM HOHOB M€ MOTYT OBITh JIOKHOIOJIOKUTENLHBIMH, @ HAa (DEPMEHTHBIE TECThHI
Ha TJIIOKO3Yy Tpemapar He BiauseT. OJHOBPEMEHHOE YMOTPEOJICHHE aJKOTOJSI CIOCOOCTBYET
YCHJIEHUIO FeNaTOTOKCHYECKUX PEeaKIni.

[TaruenTs!, UMEONIME HENIEPEHOCHMOCTh 3THOHAMH/IA, MUPa3uHAMHU/Ia, HHKOTUHOBON KHMCIIOTHI
WIH JIPYTUX CXOAHBIX 0 XUMHUYECKOU CTPYKTYpE BEIIECTB, MOI'YT UMETh HENEPEHOCUMOCTH B
OTHOIIEHMH u30HMa3uAa. JlabopaTopHble TMoOKazaTenu ajJaHMHAMHUHOTpaHcdepasbl U
acnapraTaMUHOTpaHcepasbl, KOHIEHTpanusi OWIinpyOMHa B CBIBOPOTKE KPOBU MOTYT
TPAH3UTOPHO MOBHILATHCS 0€3 KIMHUYECKUX MPOSBICHUMN.

4.5. B3amMmopeiicTBHMe ¢ JPYrHMH JICKAPCTBEHHBIMHM MpenaparaMH H JApyrue BHIbI
B3aMMO/EHCTBUA

O}IHOBpeMeHHBIfI IMpUEM H30HHA3HUJia C ONIPEACICHHBIMU JICKAPCTBCHHBIMHU IIpCIiapaTaMi MOXET
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N3onnazun unrudupyer mzopepmentsr CYP2C19,

CYP1A2, CYP2A6, CYP2EI u CYP3A

CUCTCMbI LUTOXpOMA P450 MEeYCHHU, YTO MOXKCET IIPUBCCTH K 3aMCIJICHHUIO BBIBCACHUA

JIEKapCTBEHHBIX MIPENapaToB, META0OIU3UPYIOIIUXCA STUMHI (PepMEHTaMHU.

BBC,I[CHI/IC APYIrux JCKAPCTBCHHEBIX MPEIIapaToB MOXKCET BJIMUATH HA MeTa00IH3M H30HHUasuaa.

Y  «MEUICHHBIX  aAUETUIATOPOB» U Yy

MMAIlMEeHTOB,

OHOBPCMCHHO MPUMCHAIOIUX

AMHUHOCAJIMIIUIIOBYIO KHCJIOTY, TKAHCBLIC KOHIICHTPAIIUU U30HUA3UAa MOTYT OBITH ITOBBIIIEHEI U

yBeIWYCeHA YacToTa MOOOYHBIX 2P (HEKTOB.

Bo3MoxHoe B3aI/IMO,Z[CI>'ICTBPI${ IMpEaACTaBJIICHEI B Ta6J'H/II_[€ HHWXKE.

JeiicTByrouiee
BeLeCTBO

Buj BzanmoaenicTBus

Kiaunundeckoe nmocjieacrBue

Anbda-1-anpeno6s1okaTopsl

Andys3o3uH [ToBbiieHME KOHUEHTpaluuu | MOHUTOPUHT ~ T€MOJMHAMHUKUA B
an@y3031Ha B KPOBU Hayaje Tepanuu
WMHruOUTOpHI aIKOTOIbACTUPOT HA3BI
Hucynshupam [ToBblIeHME akTuBHOCTH | HeoOxomum MOHUTOPHHT
foamMuHa U3-3a MHTHOUPOBAHNUS | HeBPONOrHYECKMX H3MEHEHHIT (TAKHIX
MeTabosm3ma HOQaMIHa | yar  ronopokpykeHMe, — aTakcus,
W30HUA3UOM U TUCYIb(PHUpaMOM Hepenams: HACTPOCHHS —
U3MEHEHUsl [OBEACHUS), B OITOM
Clly4ae TEpaNHI0 CIEAYET OTMEHUTH
WJIN YMEHBIIUTD 103y AUCYIbpHUpama
AHaJIbreTuKu
Aneruncanunuinobas |Bo3moxHo ocnabnenue >¢dexra| CoBMecTHOE IIPUMEHEHHE HE
KHCJIOTa n30HMasnaa PEKOMEHAYETCI
Onuounas! (Takue Kak | M3oHnasua 3amesisieT | Heo6XoiuM MOHHUTOPUHT MOOOYHBIX
MopbuH, deHTanHM, | META0OIN3M OIIHON/IOB 3¢¢exToB, NpU  HEOOXOAUMOCTH
asneHTaHu, KOPpEKLIHA 03Bl ONIMOUI0B
OyrnpeHop¢uH,
METaJI0H, KOJIEUH)
[Tapaneramon N3onunaszuyg ycunuaeT | COBMECTHOE MPUMEHEHUE HE
renaToTOKCUIHOCTh pexoMeHnayercs, HE00X01M
TTapareramorna MOHUTOPHHT (PYHKIMHU [EYEHH
AHECTETUKHN
Uzodpaypan N3onmnazun moxer yBenmuuBath | KOHTpOb byHKIUN MIOYEK,
Oupmypan oOpa3oBaHue MOTEHIAIBLHO | OCOOEHHO y «OBICTPBIX
HE(PPOTOKCUUECKOTO alETHIIATOPOB nociue
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KIPYPIIGEckore BémarenneTsa’

HEOPraHMYeckoro  (ropa__ Kak
mertabonuta  u3odaypaHa H
sH(ITypaHa (ocobenHO y
«OBICTPBIX alIETHIISITOPOBY ),

yCcHuJIeHne HePPOTOKCUUHOCTH

OO01I1e aHECTETHKHA

Bo3MosxHO YCUIICHUC
I'CIIaTOTOKCUYHOCTHU N30HUa3snuaa

MonuTOpUHT GYHKIINH [TEYSHH

AHTHACTMaTHUYECKUE CPE/ICTBA

Teopmmnnn N3onnaszun 3amemiaer | Kontpois KOHIICHTPALIUU
MeTa00IM3M TeOPHIUTHHA Teo(UIITMHA B CHIBOPOTKE KPOBH, B
YaCTHOCTH  IOCT€  MpPEeKpalleHus
IPUMEHEHHUS W30HHUA3u/a,
KOPPEKIHs 1036l TEOPIILINHA
AHTHOUOTUKH
[{ukmocepun/ Ycunenue TOKCUYHOCTH B|Cnenyer  yAenATh  MOBBIIIEHHOE
TEPU3HIOH otrnomennn [{THC nukinocepuna /|BHUMaHue 1mo004YHBIM 3ddekTam co
TEpU3HUIOHA croponbl [IHC, npu HeobxonumocTu
KOPpEKIUs [103bl HHUKIOceprHa /
TEePU3UAOHA
[Tupazunamun YcunneHne — remaroTOKCHYHOCTH | MOHUTOPUHT (PYHKIIHUU NIEUYEHU
M30HUA3Ua U UpasuHaMKIa
Pudamnuuux YcuineHne — remaroTOKCHYHOCTH | MOHUTOPUHT (PYHKIIHUU NIEYEHU

n30HHasnIa u pI/I(baMHI/II_II/IHa

Oruo”amuy /
MIPOTUOHAMMU/T

Ycunenne TOKCHYHOCTH B
otHomennu [IHC uzonmasumga u
STHOHAMU/A / MPOTHOHAMHUIA

Cnexyer  yAensTh  TOBBIIMIEHHOE
BHUMaHue MOOOYHBIM 3deKTam co
ctoponsl [THC

[TpoTuBOrpuUOKOBHIE CPEACTBA

HtpakoHnaszon CHuxenue koHueHTpauun | HeappexkruBHocTh JeYCHHUS,
UTPAKOHA30J1a B KPOBU COBMECTHOE pUMEHEeHHE HE

peKOMeHayeTCs
KeroxoHnazon CHuxenue KoH1eHTpauuu | Heo6xoaum MOHUTOPHHT

KETOKOHA30J1a B KpOBH

3¢ (EeKTUBHOCTH KETOKOHA30J1a, MpU
HEOOXOJIMMOCTH KOPPEKLHs  J03bl

KETOKOHAa30J1a

AHTHXOTHHEPTUYECKUE CPEICTBA

ATponuH Ycunenne TOKCHYHOCTH | COBMECTHOE MIPUMEHEHHE HE
arpomnuHa PEKOMEHTyeTCS

CMNEPTHOMY OTYETY
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Hapudenanuu N3onnasun MoxkerT 3aMeI[JISII|”JJ:
BEIBE/ICHHE AapueHarmHa napudenanuHa, mpyu He0OXOAUMOCTH
KOppeKIHs 1036l qapudeHannna
AHTHIETIPECCAHTHI
[uranonpam WN3oHna3uy MoXKeT 3aMeUIsTh | Y CHICHHE KapAUOTOKCUYHOCTH, IIPU
BBIBEJICHHUE [[UTAIONpPamMa HEOOXOIMMOCTH KOPPEKIHS 03Bl
UUTaIoONpaMa; THUNOKAIMEMHUS U
TUIIOMAarHHEMUsT  JOJDKHBI  OBITh
CKOPPEKTUPOBAHBI JI0 HadJana
JICUCHUS u peryisipHO
KOHTPOJIMPOBATHCS
['unornkeMuyecKkue cpeicTpa
WNucynun u | Hapymenue s¢dexra| MOHUTOPHUHT KOHIIEHTpaLUH
IIPpOU3BOJIHEIC TUIIOITIMKECMHMYCCKUX IIPCHAPATOB |IMJIIOKO3bI B KPOBH, BO3MOXKHO
I/IHI‘I/I6I/ITOpr a_]n,(ba- CHHIKCHUEC WIn ITOBBIIIICHUE
TJIFOKO3HU1a3b1 3 dexTHBHOCTH
TIpON3BO/IHBIE TUNIOTJIMKEMUYECKUX  TIPErnaparos,
CyIb(OHIIMOUEBHHBI, npu  HEOOXOAMMOCTH  KOPPEKIIHS
OUTyaHUIbI, TITUHUIBI, AO3BI
WHKPETUHOMUMETHUKH,
uHruourops! 11114
[IpoTrBO3MHIIIEITUYECKHE CPECTBA
Kapb6amazenun N3onmnaszuyg 3amemisaet | Heooxoaum KIIMHUYECKUI
MeTab0I13M KapOamasernuHa, | MOHUTOPHHT, KOHTPOJIb
BO3MOKHO YCUIICHUC | oppenTpanuu  kapbaMasenuHa |
remaTOTOKCHYHOCTH dyHKIHH HeveH, i
HEOOXOJUMOCTH  KOPPEKIUs JT03bI
KapOamasenuHa
denuTonH H3zoHnasupg 3ameisieT | Heo0XoaumM MOHUTOPHHT MOOOYHBIX
MeTabosii3M (EeHUTONHA 3¢ deKToB, oTpesienieHne
KOHIICHTPAIIUU TUJIAHTOMHA B KPOBH,
Mpu  HEOOXOJIUMOCTH  KOPPEKITUS
036l (PEHUTOMHA, PEKOMEHIYEeTCs
KOHTPOJIb KOHIIEHTpaluu (PeHUTONHA
IOCJIE OTMEHBI H30HHA3HA
[Tpumugon HNzonnasun 3amemiset | Heo6xoammM MOHUTOPUHT MOOOYHBIX
METaboIH3M MPUMHIOHA 3¢¢pexToB, TpU  HEOOXOAUMOCTH
KOpPEKLHUs 103bl IPUMHIOHA
Banbnpoesas TokcuuHOCTh  W30OHWA3WAa U |HeoO0XoauM MOHHUTOPUHT MOOOYHBIX
KHCIIOTa BAJILIIPOEBOM  KHMCIIOTBI  MOXET |3(h(eKTOB, 0COOEHHO B Hayalle U B

OBITh yCHIJIEHA IyTEM B3aMMHOTO
B3aUMOJICUCTBUA

KOHIEC TCpaIruu, rnmpu H€O6XOJII/IMOCTI/I

1y OTUETY
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KHCJIOTHBI

DTOCYKCUMHU]L U3onunasu sameyisieT | Heo0X0MM MOHHTOPHMHT TTI0OOYHBIX

METab0IIN3M 3TOCYKCUMHU/IA 3¢ dexToB, TpH  HEOOXOAUMOCTH
KOPPEKIHS 035l STOCYKCHMU/IA

AHTUKOATyJISIHTbI

Bapbhapun u npyrue| M3oHuasu sameisieT | [Ipy OTHOBPEMEHHOM TIPUMEHEHUH

KyMapHHBI METa0O0JIM3M  aHTUKOATYJISTHTOB, | KOHTPOJIb IMOKa3aTeNeil CBepThHIBAaHHS

TIpoussonnble NOBBIIIEHHE  CKJIOHHOCTH K |KPOBH, 0COBEHHO noce

MHAHMOHA KPOBOTEUEHHIO [peKpaLIEHUs Tepanuu

HU30HUAa3na0M, IIpu HCO6X0,III/IMOCTI/I
KOppEKIUA AO3bI aHTUKOATI'YJISHTOB

[TpoTMBONIAPKMHCOHUYECKHE CPEICTBA

JleBomomna

YMmenbmenne AUC  (mmomaau
noj (hapMaKOKUHETHYECKOMN
KPUBOM) JICBOJOIBI, yBEIUYCHUE
pHuCcKa nepupepudeckoi
HEHpOIAaTUy 3a CUET JICBOAOIBI U
W30HUA3UIa

[Totepss 3pHEeKTUBHOCTH JIEBOIOMIBI,
JIBUTATEIILHOE OECIIOKOMCTBO,
TpeMmop, oOrree yXyIIICHUE
CUMIITOMOB

[TpoTuBONPOTO30MHBIE

XnopoxuH

VYBenuuenue pHCcKa
nepudepruyeckoil HelponaTtuu 3a
CYeT XJIOPOXMHA U U30HHA3H1A

Heo6xoauM MOHUTOPHHT TTOOOYHBIX
¢ dexToB, pu MIPU3HAKAX
nepupepuIecKoi HeWponaTuu
TEPANHUIO HEOOXOIUMO OTMEHUTh

["anopanTpun

CHmxenue MeTaboau3Ma
rajgoaHTpuHa, MOBBILICHHE
KOHIIEHTpaluu rano(aHTpuHa B
iasMe

Heo6x01uM MOHUTOPUHT MOOOYHBIX
3¢(}eKToB CcO CTOPOHBI Cep.la,
Monutopur OKI' no, Bo Bpems u
10CJIe OKOHYAaHUS Tepanuu

bera-anpeHo6nokaTopbl

IIponpanonon

[IporipaHoi0JI MOXKET CHHXATh
IJIa3MEHHBIN KJIIUPEHC
M30HHA3UAA

Bo3M0xHO HEOOJIBIIIOE MHOBBIIICHHE
KOHIIEHTpAIlUU U30HHUA3H/]IA B TUIa3Me
KpOBI/I, KIIMHHUYECKasd 3Ha4YuMOCTD,
BEPOSTHO, HU3KAs

AHTaroHucTHl XeMOKHHOBBIX perentopoB CCR5

Mapasupoxk

W30Hna3ng MOXET yBEIMYMBATH
IJIa3MEHHBIE
MapaBUpOKa

KOHIIEHTPAIIUU

[Ipy HeoOxoauMOCTH  KOpPpEeKIus

A03bI MapaBUPOKa

FHIOKOKOpTI/IKOCTCpOI/IILBI

(CIEPTHOMY OTYETY
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Byneconun VI30Hna3u1 MOXeT yBdiuuuBarh|BOMOKAG — yeusierme — Ahdickra
IJ1a3MEHHbBIE KOHIIGHTpaluH |OyAecOHnaa  TpU  JUITMTEIbHOM
Oyneconuna Tepanuu

[Tpennu3on0H [IpenHU3070H MOXET CHIDKATh|Bo3MOXkHO  cHmwkeHne  3(dexra
IJ1a3MEHHbBIE KOHIICHTPALlMH | I30HAA3Ua, TpU HEOOXOIUMOCTH
M30HHUa3uaa Tpebyercst KOppeKLHUs J103bl

W30HUA3KuJa

AHTaroHucTsl cepoToHMHOBBIX S-HT3-penentopos

AnoceTpoH [ToBbilIEHME KoHUeHTpauuu | COBMeCTHOE IIPUMEHEHNE HE
aJIOCETpOHA B IJIa3Me PEKOMEHYETCS

MMMyHOMOy IS TOPBI

Bakumna BIDK [Toreps  s¢dpdexkra  Bakumubl | CoBMecTHOE IIPUMEHEHUE HE
(BKJIrOYAst IPUMEHEHUE B TEPAIUH | pPEKOMEHIYETCSI

pakKa MOUYEBOTO ITy3bIpsl)

Hnrepdepon OGera-1a

Ycuneaue  remaTOTOKCUYHOCTU
W30HUa3uIa U uHTephepoHa oera-

la

Heo06xonuM MOHUTOPHHT (YHKIHUU
neyenu, ecinu AJIT B 5 pa3z > HOpMBI,
PEKOMEHAYETCS  CHIKCHHE  JI03BI
uHTeppepoHa  Oera-la, KoTopas
CHOBa MOXeET OBITh YBEIMYECHA MOCTIE
HopManu3auuu AJIT

HMMMmyHOOeIpeccanTsl
[{uxnocriopuH WN3oHMa3uy MoxeT BIMATH Ha|MOHMTOpPUHT KOHIIEHTpaLUH
KOHIIGHTPALMIO LUKJIOCIOPUHA B |IIUKIOCIOpPHHA B IUIa3Me KPOBH, IIPH
I1a3Me KpOBH HEOOXOJIMMOCTH KOPPEKLHs J03bl
LUKJIOCIIOpUHA
Jlepnynomun / IToBbI1IEHNE pucka | [1oBbIIEHHBIN pHUCK
TepUudIYHOMUT IeIaTOTOKCUYHOCTH 32 CYET |TeMaTOTOKCUYHOCTH, aKTUBHOCTD
U30HMA3Uga M JIeIyHOMUAA /|«II€YEHOUHBIX)» (bepMeHTOB u
TepudIyHOMUIA KOHIIEHTPALMIO OMIINpyOrHa ClleayeT
U3MEpATh 0 Hayajga  Tepanuu

nedayHoMHuIOM / TepU(DIYHOMUIOM,
3aTeM  eXEeMECAYHO B  Te4YeHUe
NepBbIX 6 MECSIEB Tepanuu, a 3aTeM

yepe3  Kaxuaple 6—8  MecsIeB.
TTarmeHTE! c EeYECHOYHOMI
HEAOCTATOYHOCTELIO WA
MOBBIIIEHHOMH aKTUBHOCTBLIO

tpancamuHas (AJIT B 2 paza >
HOPMBI) HE JOJDKHBI TPUHUMATH
nedayromun / TepadryHOMUI.

IIpu AJIT B 3 paza > HOpPMEBI
HEOOXOIUMO OTMEHHUTH TEpaINui0 M
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e S Ak e | SAAGOuT
nedayHomuIa c MIOMOIIbIO
KOJIECTUpaMHUHAa WIN
AKTUBUPOBAHHOIO YT,
€XKCHENCIBbHBI  KOHTPOJIb,  IpHU

HEOOXOMMOCTH TIOBTOPHUTH NpUEM
aJcopOeHTOB

Tamamomung

Puck nepudepudecKoi
HEHpomaTuy 3a CYET TAITHIOMHUIA
Y M30HUA3U1a

Exemecsunslii MOHUTOPUHT
noO0YHBIX 3(P(HEeKTOB B TEpBbIC 3
Mmecsa JeueHus,

3J'I€KTpO(bI/ISI/IOJ'IOFI/ILIeCKI/I€ TECTHI OO
u T1oclie 6 MECALICB  JICUCHMHA,
BO3MOXHa OTMCHa TCpaluu IIpUu
IMOSABJICHHUU ITPU3HAKOB HCﬁpOHaTHH

I'unonunuaeMuueckue cpeacrBa

@dnyBacTaTHH YBenuueHue pucka |IIpu mnpusHakax mnepudepuieckon
CumBacTatuH nepu(epuuecKol HENPONATHH 32 | HEMPOIAaTHH TEPANUI0 HEOOXOJUMO
IIpaBacraTun cuer HW30HUA3Ua U | OTMEHUTD
ATopBacTaTHH ¢iyBacTaTMHa, CHUMBAcCTaTHHA,
npaBacTaTHHA U aTOpBacTaTHHA
HNurubutopst MAO
TpaHuaUnpoMuH W3onunasua cHrkaeT metabonusm | BoamoxxkHo MOBBILICHHE
Mokobemu TPaHWILUITPOMUHA U (3O (PEeKTUBHOCTH TPAHWILUIIPOMUHA
MOKJI00emMu1a (KTMHUYECKU [U  MOKJIOOeMuIa y «MEIJICHHBIX
3HAYUMO TOJBKO y «MEJJICHHBIX | AlIETUIISITOPOBY, MOHHUTOPHHT
ALETUIIATOPOBY ) 1o004HbIX 3 (PexToB
MmuopenakcaHTbl
Tuzanuaun WN3onmnazuny moxer 3amemisaTh | CoBMeCTHOE MIPUMEHEHHE HE
MeTaboJIu3M TU3aHUINHA, | PEKOMEHIYETCH, YCUJIEHUE
MOBBIILICHUE KOHIEHTPAIUH | KADJAUOTOKCUYHOCTH U TOKCHUYHOCTHU
TU3aHUAMHA B TUIa3Me B ornomenun [[HC, ycunenue
s dexra TH3aHUANHA
XII0p30KCa30H CHuxeHue KkiupeHca, | HeobxouM MOHUTOPUHT MOOOUYHBIX
MOBBIIICHNE KOHLUEHTPAlMHM B|3QQeKToB, MpU HEOOXOIUMOCTH
mnasme, u ysenmuuenne AUC | koppeximst 10351 X10p30KCca30Ha
(oxomo 125 %) xiop30kca3zoHa
Heitponentrku
I"amonepunon WN3onmazuny moxker 3amemisaTh | HeoOxommum MOHHUTOPHUHT
MeTaboJIN3M TaJIoNepHI0Ia HEBPOJIOTHYECKOI'0  CTaryca, IIpH
HEOOXOIUMOCTH KOPPEKIHS  JI03bI
rajionepuaosna
[Tumosun N3onmazuny wmoxker 3amemisaTh | CoBMECTHOE TPUMEHEHNE HE
MeTaboIu3M MUMO3U/A, | pPEKOMEHYETCS, TSHKETbIe TOOOYHBIe
IIOBBIICHUE KOHUEHTPALUH | 5(h(heKThI CO CTOPOHBI CEPALIA

nUMO3HJa B IJIa3ME
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HeHyKIIeo3nIHbIe HHTHOHUTOPBI 06paTHOI Tpangkpumrass (HHAOTY =
DdaBupeHs [ToBbilIeHNE pucka | Heobxoammo TECTUPOBAHUE
IelaTOTOKCUYHOCTH 32 CYeT |QYHKIMUA MEYECHH JO M BO BpeMs
3(aBupeH3a 1 U30HUA3HIA Je4eHus

Hyxneo3uanbsie uHrnouTOpsr 00parHoii Tpanckpunrassl (HHOT)

Junano3ux VBenuueHne pucka | Heo6xoauM MOHUTOPHHT MOOOYHBIX
CraByuH nepugepudeckoil HeliponaTuu 3a |3} dexTos, npu MpHU3HAKaX
CYeT M30HHWA3MU/a, TUJIaHO3MHA M |TepuPepuIecKoit HEUPOIaTHUHU
CTaByAHMHA Tepanuio He0OOXOAUMO OTMEHHUTD WITN
CHHU3UTH JI03b1 M30HHUA3M/IA,
JMIaHO3MHA WM CTaBY/IMHA
3anuuTabuH [ToBbilIEHME kinupeHnca | Heo6xomum MOHHUTOPHUHT
M30HHMA3M/a B 2 pas3a 3¢ (EeKTUBHOCTH U30HHA3H1A

AHTaroHuCTHI OIMMONAHBIX PCUCIITOPOB

Hanrpekcon [ToBbilIeHHE pucka|Crnenyer w30eraTb  COBMECTHOTO
rernaTOTOKCUYHOCTH 34 CYeT | IPUMEHEHUS, HE00X0IUMO
HaJITPEKCOHA U U30HHA3UIa TECTHUPOBAHUE PYHKITUH ITCUCHH

NHrnbutopsl Gocdoaudcrepasbl

Podnymunact W3oHMa3ug MoxkeT yBeauuuBaTh | Bo3MoxkHO MOBBIILICHHUE

6uonocTynmHOCTh  podmymmacta | dPPexruBHOCTH podirymuiacTa

u N-okcuna podiymunacra

CeJleKTHBHBIE MOYJIATOPHI perenTopoB scTporeHoB (SERM)

Topemuden W3oHnaszua MOXeT yBenuuuBarth |PerymspHoe U3MepeHue
KOHIIEHTpAIlMI0 TopeMu(deHa B |3IEKTPOIUTOB, OOIINI aHAIHU3 KPOBH,
[1a3sMe npoBepka QyHKIIUU TIeUeHU

Cna3sMOJINTUKH

Tontepoaun W3onmaszua mMoxeT yBennuuBath |llpy  HEOOXOOUMOCTH  CHUKECHHE
KOHI[EHTPAllMU TONTEPOAUHA B |/103bI TOJITEPOIMHA pu
m1asme OJTHOBPEMEHHOM  TNPUMECHEHHH C

uaruoutopamu  CYP3A4, Ttakumu
kak uzoHuasuj (1 mr ronrepoauna 2
pasa B JICHB), HE00X0 MM
KIIMHUYECKUH MOHUTOPUHT

CUMIIAaTOMUMETUKHA

AJnlpeHanuH, Ycunenue no6odHbIX 3G (HEeKToB
HOpaJIpeHAINH

Wuruburops! arperaiyivi TPOMOOIIUTOB

Knonuporpen N3onnaszun ymenbIaeT | CoBMECTHOE IpUMEHEHHE HE
OMOaKTHBALINIO MyTeM | peKOMEH Ty €eTCH, HEoOXoauM
narnouposanus CYP2C19 u tem

11
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campM  cHmxaer |_abdext|Mon i = P s eRTHBROCTH
KIIOTHIOTpelia KJIOTIHIOTpera
TpaHKBWIN3aTOPBI
benzoauazenuusl W3onmaszung Moxer 3ameaniath | Heo0XoauM MOHUTOPUHT MOOOYHBIX
(Takue Kak nuazenam, | MetabonusM OeH304ua3enuHoB (3G (PEKTOB, MpU  HEOOXOAUMOCTH
MH/1a30J1aM, KOPPEKIIHS 1036l O€H30/IMa3EeTTHHOB
TpHUazojam)
Buramunsl
Burtamuu B6 N3onmnaszuyg ycunuBaeT | PekoMeHayercss mpouiIakTHIecKoe
BBIBE/ICHHUE MTUPHUIOKCHHA BBEJICHUE THUPUIOKCHHA BO BpeMs
TEpauy U30HUAZUIOM
Burtamun D N3onmnaszuyg cHmkaer (B cimywae npuema npenaparos,
MIa3MEHHYIO KOHIEHTPAIUIO | COACPKAIIUX BUTAMUH D,
BuTamuHa D HE0OX0 UM KOHTPOJIb
CBIBOPOTOYHO KOHIEHTPALUU
KaJbLus, CBIBOPOTOYHOI

KOHIIeHTpauuu (ocdaroB, a Takxke
byHKIIUN TOYEK, npu
HEOOXOJUMOCTH  KOPPEKIUS  JI03bI
ButamuHa D

HuxornHoBas N3onuna3zuyg CHUIKAET
KHUCJIOTAa KOHLCHTPAIHIO HUKOTHHOBOH
KHUCJIOTBI (uHTHOMpOBaHUE
BKJTFOUCHUS HUKOTHHOBOK
KHUCIIOTHI B
HUKOTHHAMHUIAJICHIHIUHYKIICO
TH])
[utocraTuku
bennamyctun N3onnaszun yBenuunBaeT | Ddpdext OeHmamycThHa  CIeayer

KOHIICHTpaIlMi0 OCHAaMYyCTUHA B|TIIATETFHO  KOHTPOJIMUPOBAThH  Ha
riasme HaJgu4yue TMPU3HAKOB TOKCHUYHOCTH,
TaKUX Kak JICUKOTECHHs, WH(EKINH,
TPOMOOILIUTOTICHHSI, KPOBOTEUEHHUE,
aHeMUs W  HEUTPOINEHHs, MpH
HEOOXOIUMOCTH  KOPPEKLHS  J03bI

OeHaMyCTHHA
Knodapabun VYcunenne remarotokcuyHocTd |Crneayer  u30beraTb  COBMECTHOTO
kiohapabrHa 1 H30HUA3UIA MIPUMEHEHUS, HE00X0 1M
MOHHTOPHUHT (PYHKIIUH TIEUCHU
I'eputnHNO N3onmnazun MoxkeT 3amenssaTh | HeoOXoaum MOHUTOPHHT MOOOYHBIX
MeTaboIM3M repuTHHUOA 3¢¢exToB, NpU  HEOOXOAUMOCTH

KOPPEKIUs 1036l TepUTHHNOA

12
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Metotpekcar YCWieHHe — TemaToTOKCHYHOCTH | Caehyer~ = u3Geratn - COBMECTHOrO
METOTpeKcaTa U M30HHA3Ua NPUMCHEHHS, HE0OX0IUMO
KOHTPOJIUPOBATh MOKa3aTeinn
(GYHKIMY TIeYSHH
[Ta3onanuo W3oHmnazun MoxkeT 3amemsaTh | HeoOXoaumM MOHUTOPHHT OOOYHBIX
MeTaboJIM3M na3zonanuba ¢ dexTos, HU3MEPCHHE

anexTposnutoB, KT, TecTol PyHKITNN
MI€YEHH, JI0 U BO BpEMS JICUCHUS, IIPU
HEOOXOIMMOCTH  KOPPEKIHS 03Bl

nasoranuba
Tuoryanux VYcunenne — rematoTokcuuHOCTH | TectupoBanue QyHKIMU NEUCHH
THOTYaHWHA U U30HHA3U/A
AHTaU b
AnTtanuapl (ocooeHHo | CHIKEeHHE abcopOruu u|Crnenyer u3beraTb COBMECTHOTO

aTIOMUHMIACONCPXKA | KOHLCHTPALMM ~ W30HUA3UIA  B|(pUMEHEHMS, AHTAIMJbl  CIELYeT
mue) KpoBr NpUHUMATh HE paHee, 4eM depe3 |

qacC 1ocCjie npueMa n30oHuasnga

Jpyrue
XeHoae3zokcuxonenas | Metabonusm  (anermwinpoBanue) | COBMECTHOE IIpUMEHEHUE HE
KHucCJioTa A DKCKpELHs HM30HHAa3uaa MOIYT | pEKOMEHIYETCs

OBbITh YBEJIUYEHBI

BzauMoaencTBue ¢ nunied 1 HanuTKaMu

DTaHOJI NOBBILIAET FeNaTOTOKCMYHOCTh U30HHUA3H/IAa U YCKOPSIET €ro MeTaboIn3M.

BcachkiBanme n3oHnasuaa yxy/aaercs rmocie nprueMa muiiu, 0COOCHHO YTIIeBOIOB.

Bo Bpemsi nedeHus crnemnyer uzberaTh ymoTpeOieHHs! chipa (OCOOCHHO IIBEHIIAPCKOTO WU
YEIIUPCKOT0), pbIObI  (OCOOGHHO TYyHIA, CaApAUHEIUIbI, CKHUIIPKEKa), TOCKOJIbKY TIpU
OJIHOBPEMEHHOM YINOTPEOJIEHUH HMX C H30HMA3UJOM BO3MOXKHO BO3HHMKHOBEHHME DEAKIIUN
(rumepeMus KOXH, 3y, OIIyIIEHHWE jKapa WIM XOJoJAa, cepaleOueHne, TOBBIIICHHOE
MOTOOT/IEJIEHHe, O03HOO, TOJIOBHAs OOIb, TOJIOBOKPYXKEHHE), CBA3AHHBIX C MOJABJICHUEM
aKTUBHOCTH MOHOamMuHOKcHIa3bl (MAQO) U nuaMHUHOKCHIA3bl M MPUBOASAIINX K HAPYIICHUIO
MeTaboM3Ma TUpaMUHA ¥ THCTAMUHA, COACPIKAIITUXCS B PIOE U CHIE.

Bausnue Ha Ha60DaTODHBIC noKa3aTcJin

I/IBOHI/IEBI/L[[ MOKCT MNPUBECTU K JIOKHOIIOJIOKUTCIIbHBIM PE3YyJIbTaTaM OIIPEACIICHUSA TJIFOKO3bI
KpPOBH C UCITOJIB30BAHUEM METHOI'O PC€aKTUBA, HA (bepMeHTaTI/IBHI)Ie TECThI OIIPCACIICHUSA I'TFOKO3bI
HEC BJIMACT.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD W JIAKTALMS

bepemeHnHoCTH

13



COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 04.12.2024 Ne 26784

(0 R4 HOCTE 00023)
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OepeMEeHHOCTH BO3MOYKHO TOJBKO B cllydae, KOIZa MpeArojaraeMas Ioib3a Uil MaTepu
NPEBBIIACT MOTEHIUATBHBIA pUCK JuIg 1iona. Ilpu GepeMeHHOCTH mpemnapar He Ha3HA4YaroT B
no3ax Bblime 10 Mr/kr.

Jlakranus

W30Huna3u NpoHUKAET B IpyAHOE MOJIOKO. Ha Bpems jiedeHMsI pEeKOMEHIyeTCsl MPEKPATUTh
IpyAHOE BCKapMJIMBAHHUE.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh C
MeXaHM3MaMH

HccnenoBanwuii 0 BIMSIHUY U30HHA3H/1Aa HA CIOCOOHOCTH YIPABIIATh TPAHCHIOPTHBIMU CPEJICTBAMH,
MEXaHW3MaMH He mnpoBoauiock. Crenyer NpUHMMATh BO BHHUMAaHUE IOTEHIHUAIBHYIO
BO3MOXXHOCTh Pa3BUTHUS TaKUX MOOOUYHBIX 3(h(PEKTOB, Kak roJOBOKPYKEHUE, BEPTHUTO, CYJOPOTH,
COHJIMBOCTb, CHIJ)KEHHE KOHLICHTPAllUU BHUMAaHUS U PACCTPONCTBA 3pEHHUSL.

[Ipu mpuemMe B BBICOKHX /033X BO3MOXKHO pa3BUTHE MOOOUYHBIX PEAKIMA CO CTOPOHBI HEPBHOM
cucteMbl (mepudepudeckas HEWpONaTHs), YTO BIMAET HAa CIOCOOHOCTh YHpPaBJICHUS
TPAHCIIOPTHBIMU CPEACTBAMH U Ha pabOTy CO CIIOKHBIM 000PYI0BAHUEM.

[Ipy nosiBIEHUU ONMMCAHHBIX HEXKENATENbHBIX SIBJICHUHN CIEIyeT BO3AEPKATHCS OT BBINOIHEHUS
YKa3aHHBIX BUJIOB JI€ATEIbHOCTH.

4.8. HexenaresibHbIC peaKUMu

Pesrome mpoduisg 6e3onacHoOCTH

CBsi3aHHBIE ¢ M30HUA3UAOM HEXKEJaTelIbHbIE SIBIICHUS, B OCHOBHOM, 3aBHCST OT BO3pacTa U J03bl,
1 0oJiee BBIPAXKEHBI Y «MEJIEHHBIX alleTUIIITOPOBY.

TabnmuHoe PE3IOME HEXKENATCIIbHBIX PeaKIINl

HesxxenaTenbHble peakiiuu MPUBEACHBI B COOTBETCTBUU C CHCTEMHO-OPTaHHOM KilaccuduKanuei u
C pacmpe/ielIeHHeM 0 YaCTOTe BOZHUKHOBEHHUSI.

Yacrora HeXeIaTelIbHBIX PEaKIHii OnpeaesieHa CIEAYIOMM oOpa3oM: odeHb yacto (>1/10),
gacto (>1/100, vHo <1/10), mewacro (>1/1000, nHo <1/100), penko (=1/10000, Ho <1/1000) u

4aCcTOTa HCU3BCCTHA (Ha OCHOBAHHWH UMCHOIIUXCA JaHHBIX OIICHUTD HeB03MO)I(HO).

CuCTeMHO-OpPraHHbIi Yacrora HesxkenarenbHas peakuus

KJIacc

Hapywenus co cmoponsi yacToTa D03uHOQMINSA, YrHETEHHE KOCTHOTO  MO3Ta,
Kposu u Jaumgamuyeckoli | HEU3BECTHA | IPaHYJIOLUTOICHUS, TPOMOOIIUTOTICHHUSI,
cucmemul arpaHyJIOLIMTO3, cuepoOIacTHas aHeMusl,
TEMOJINTUYECKAsT WM MErajio0JiacTHasi aHEeMHS,

HI/IpI/I}IOKCI/IH-}Ie(i)I/IHI/ITHaH AHCMMUsI, KOaryJjomaTrus,
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CMNEPTHOMY OTYETY

Hapywenus co cmoponwi yacTota | DK3aHTeMa (B TOM YHCIE YTPEeBHIHAs, OCOOCHHO Y
UMMYHHOU CUCmeMbl HEM3BECTHA | MOJOABIX HalMEHTOB), 9KC(OIUATUBHBIN
JIepMaTHT, CHHJIPOM Crusenca-J[»oHCoHa,
(orocencubuIM3aIM, JMXOpaJKa, acTMa,
MUQITHS, ¥ apTpairusd, aHadUIaKTUYECKHe
peakiuy, aHaQWIAKTUYECKUH IIOK, CHCTEMHas
KpacHas BOJIYAHKA, BOJIYAHOYHOIIO00HBIH
CHHJIPOM, TUM(aIeHONATHS
DHOOKpuHHbIE HAPYWEHUS. yactotra | B ocHoBHOM oOpatumas TunepyHKIHUS KOpPBI
HEM3BECTHA | HaJAno4yeuyHUKoB (cunapoM Kymmnra) u nepennei
104 runodusa (¢ HapyIeHUSIMU MEHCTPYalIbHOTO
OUKJIa y OKSHIIMH WIA  TOHAJOTPOIHBIMHU
paccTpoiicTBaMU/THHEKOMACTUEH Y MY KUUH)
Hapywenusa memabonusma OYEHb [Munornmkemus
U numanus penko
yactora | ['mnepriukemusi,  MeTa0OJMYECKUH  amuaos3,
HEW3BeCTHa | mejuiarpa (Ie@UIMT HUKOTHHOBOM KUCIOTHI)*
Icuxuueckue napywenus yactora | [lcuxuueckue paccTpoiicTBa
HEU3BeCTHA | (pa3IpaKUTEIBHOCTh, OCCIIOKOWCTBO), CHIDKCHUE
KOHIICHTPALIM! BHUMAHWUS, JACTPECCUs, TCHUXO3BI
(MaHudecTHbIe, KaTaTOHUYECKHe WIn
napaHouJHbIe), didopus
Hapywenua co cmoponbi 4acTo [Nepudepuyeckas MTOJTMHEUPOTIATHS c
HEPBHOTL cucmembl napecTe3neil, CEHCOPHbIE HapyIICHUs, TOJIOBHAS
00J1b, TOJIOBOKpY’KEHHUE
yactora | Cynoporu, COHJIMBOCTb, Jeraprus,
HEM3BECTHA | rurneppedIeKcus?
Hapywenua co cmoponbi penKo ATpodust 3puTensHOrO HepBa
op2ama 3peHus. yactora | HeBpuT  3pUTENBHOrO  HEpBa,  JUILIONHS,
HEM3BECTHA | KOCOTJa3Me
Hapywenus co cmopons: | 4actota | I'myxorta®, mym B ymax®, Bepturo?
opeaua cayxa u 1abupunma | HeU3BeCTHA
Hapywenus co cmopowner | dactota | ApUT™MHA
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 04.12.2024 N= 26784
cepdya HeM3BOCTHA (MOCAEQOERTENEROC T 00U3)
Hapywenus co cmoponwi yactora | BacKkynuT,  TOBBILIEHHME  WJIM  THOHM)XECHHUE
€ocyoos HEM3BECTHA | apTepUAILHOTO JaBJICHUS
Hapywenua co cmoponbi gactora | OcTpblii  pecrnupaTtopHbIi  TUCTPECC-CUHIAPOM,
ObIXamenbHOU  cucmemyl, | HEU3BECTHA | MHTEPCTULUAIBHOE 3200I€BaHUE JIETKUX
0p2ano06 cpyOHOU KIemKu U
cpedocmenust
JKenyoouno-kuweunvie 4acTo XKenynouHo-KuIlIeUHbIE paccTpoicTBa  (Iuapes,
HapyweHus 3a1op, perypruraims, B3Iy Tue JKHUBOTa, PBOTA)
4acToTa [Tankpearut (cM. pa3aen 4.4), CyXoCTh BO PTy

HEU3BECTHA
Hapywenus co cmoponwi OYEHb [loBpiIEHHE AKTUBHOCTH «TIEYEHOYHBIX)
neuenu u 4acTo TpaHCaMHHA3
JHcenueabl8o0AuUX nymeti HEYacTo I'enatut

yacrota | Octpas [IEYEHOYHAs HEIOCTaTOYHOCTb,
HEHM3BECTHA | MIOPAXKCHHE TIEYCHH, JKEJITyXa, OCTPHIA TenaTut (B
TOM YHCJIE C JIETAIbHBIM UCXOJIOM)

Hapywenus co cmoponui 4acTo Mpbl1IeYHBIN TPEMOP
MbIUEYHOU, CKelemHOU U gactota | PeBMarmueckuid CHHIPOM, pabaoOMHUOIH3
COeOUHUMENIbHOU MKAHU HEM3BECTHA
Hapywenus co cmopomwi yactota | [momepynoneppur (B OCHOBHOM OOpaTHMBIi),
NnoYeK U Mouebleo0AwUx | HEU3BECTHA | AU3YpUs
nymeu
Hapywenus co cmoponol penko Tokcuyecknii SMUAEPMAIIbHBIN HEKPOJIN3,
KOJMCU U NOOKONCHBIX JIEKapCTBEHHass ChIIb C  J03MHOQMWINEH W
mKaHeti cucreMHbIMU niposiBneHnssMU (DRESS-cunpom)

1,[{6(1)I/IHI/IT HUKOTUHOBOM KHCJIIOTBI MOET OBITh CBSI3aH C BBI3LIBAEMBIM HN30HHUa3uJ0M ILCCI)HLII/ITOM

MUPHUIOKCHHA, KOTOpBIﬁ BJIMACT Ha MMPEBPALICHUC TpI/IHTOCI)aHa B HUKOTHUHOBYIO KHCJIOTY

2 yame Bo3HUKAeET B 103ax 10 MI/KT Macchl Tena

%0 manHbIX 3QdeKTax coOOIAIOCh y HAMEHTOB ¢ TEPMUHAIBHOM CTaMel T0YeYHON HEJOCTATOYHOCTH

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

Baxno COO6I.I.IE[TB 0 IOAO3PCBACMBIX HCIKCIIATCIIbHBIX PCAKIHAX ITOCJIC PETUCTpAUU IIpEIiapaTa C

HeNbl0  O0ecrneyeHusi HENpPEepPHIBHOTO MOHUTOPHHTA

COOTHOLICHUSA  «I10JIb3a — PHUCK»

JIEKapCTBEHHOI'0 Mpenapara. MeIuuHCKUM pabOTHUKAM PEKOMEHIYETCs COOOIIaTh O JIF0OBIX

MoAO3pCBACMbIX HCKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCliapaTa 4Cpe3 HALIMOHAJIBHBIC
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 04.12.2024 N2 26734

(L1 OBA HOCTE 0003
CHCTEMBI COOOIICHHS O HEXeIaTeabHBIX PEAKIHIX -H)Cmggd'—llg E'-_-TQQEEL— E];p' SHACKOIO

HKOHOMUYECKOTO COI03a.

Poccniickas @enepanus

®OenepanibHas ciryx0a 1o HaJ30py B chepe 31paBOOXpaHeHUs
Anpec: 109012, r. MockBa, CnaBsiHcKast 1iomiaib, a. 4, ctp. 1
Tenedon: +7-800-550-99-03

DnexkTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «HTepHeT»:

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

4.9. Ilepeno3npoBka

CuMnTOMBI

Cumntomsl mposiBisitorcss B TedeHue 0,5-3 4 mocine NPUMEHEHHUsS: TOILHOTA, pPBOTA,
rOJIOBOKPY’KEHHE, CMa3aHHas peub, HapylIEHHE 3pEHusi, 3puTeibHble TajunouuHauuu. [Ipu
BBIPAQKEHHON IIEPEIO3UPOBKE: PECIUPATOPHBIA JUCTPECC-CUHAPOM, YTHETCHUE LEHTPAJbHOU
HEpPBHOM CHCTEMBI, OBICTPO MEpPEXOJsllee M3 CTylopa B KOMY, TSKEJble HEKyNUPYEMbIe
CYJIOpOTH, TSDKEJBbIH MeTaO0IMYECKUH alu103, alleTOHYPHsl, TUIIEPIIINKEMHUS.

Jleuenue

Ipu svipasicennoii nepedosuposke (80-150 me/ke)

Henocratounas Tepanusi NpUBOJUT K HEWPOTOKCUYHOCTU C JETaJbHBIM ucxogom. Ilpu
aJleKBaTHOW Tepamuu MporHo3 OnaronpuatHeiid. [Ipm OGeccMMNTOMHON mNepeno3UpOBKeE:
aKTHBHUPOBAHHBIN yroiib, IpoMbIBaHUE Xenyaka. [lpu npueme B 1o3e Oosee 80 MI/KT B TOif ke
J103¢ BHYTPUBEHHO BBOJST MHUPUIOKCHH, €CJIM /1032 MPUHATOIO M30HUA3H/Aa HEU3BECTHA, TO
B3pPOCIIBIM BHYTPHBEHHO BBOJAT 5 T MUpUIOKCHHA, AeTsM — 80 mr/kr B Teuenune 30—60 muH.
Ilpu knunuueckux nposenieHusx

AJnlekBaTHasl BEHTWJALUA, MOAAEPKAHUE JAEITEIBHOCTU CEPAEUYHO-COCYIUCTON CHUCTEMBI,
NpoQUIIaKTHKA aclUpalUu KeIyJOUYHOTO cojaepxkumoro. Eciu 103a mpUHATOTO M30HUA3MIA
M3BECTHA, BHYTPHUBEHHO OOJIFOCHO BBOJAT TO K€ KOJIMYECTBO MUPHUIOKCUHA B TEUCHHE 3—5 MUH.
Ecnu no3a mpuHATOrO M30HMA3uJa HEU3BECTHA, TO B3POCIBIM BHYTPUBEHHO BBOAAT 5 T
nUpUIOKCHHA, AeTsaM — 80 mr/kr. Eciau cyoporu He npekpaarTcs, 103y MOXHO MTOBTOPUTH.
Penkxo mpuxoautcs HazHayaTh 703y O6omee 10 r. MakcumanbHas 6e30macHas 103a MTHPUIOKCHHA
pU JO3UPOBKE M30HHUA3UAOM HeusBecTHa. [Ipu HeapeKTUBHOCTH MUPHIOKCHHA HAa3HAYaAIOT
Juasenam.

HeoOxonuMo  KOHTpONIMpPOBAaTh COAEpKAHHUE DIIEKTPOJIUTOB, MOYEBHHBI, TJIOKO3BI H
napiuaibHOrO J1aBjieHus ra3oB B KpoBH. [Ipu pa3BuTtumu MeTaboiIMYEcKOro amuao3a HaTpus

TUAPOKAPOOHAT MOXKET YCUIIUTh THIEPKATHUIO (HE0OX0AUM MOCTOSTHHBIM MOHUTOPHHT).
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Jnanu3 Ha3HA4YaAKOT, €CIIM CyJAOPOTH U allu03 HE KVHH%%H&%I%VIE&QEH&M Eﬁd%glr_{ERAOM

U HATpUS TUIPOKAPOOHATOM.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaAaMHYeCKHE CBOMCTBA

dapMakoTepaneBTUYECKass Tpylmna: CpeACTBa, AKTUBHBIE B OTHOIICHUH MHUKOOAKTEpUi;
IPOTUBOTYOEPKYJIE3HbIE CPEACTBA; THPA3UIBL.

Koxg ATX: JO4AACO1

MexauusM aeiictBusd U dhapMakoarHaMudeckue b dheKThl

[TpoTuBOTYOEPKYIE3HOE CPEICTBO; ACUCTBYET OAaKTEPHOCTATUICCKH. SIBISICTCS IPOJICKAPCTBOM —
MUKOOaKTepualibHasg KaTaja3a-MepoKcujaza MeTabOoIM3UpyeT U30HUA3UA O AaKTUBHOIO
MeTaboInTa, KOTOPBIHA, CBI3bIBAsICh C €HOWII-(alUI-TIEPEHOCSIIUN OeJIOK)-peIyKTa30i CUHTAa3bI
JKUPHBIX KUCIOT |, Hapymaer mpeBpalieHHe AeiabTa2-HEHACHIIICHHBIX >XUPHBIX KHUCIOT B
MHUKOJIEBYI0 Kucioty. [locinenusst mpencraBiseTr coOOM JKUPHYIO KHCIOTY C Pa3BETBICHHOU
[ETbI0, KOTOPasi, COCTUHSISICH C apa0MHOTaJaKTaHOM (TIOJIMCaXapHl), y4acTByeT B 00pa30BaHUU
KOMIIOHCHTOB KJeTouHOM crenku Mycobacterium tuberculosis. M3onuasua Takke SBIACTCS
UHTHOUTOPOM  MHUKOOAKTepUadbHOW  KaTala3bl-IEPOKCUIA3bl, UYTO  CHUXKAET  3allUTy
MHUKPOOPTaHNU3Ma MPOTUB aKTUBHEIX (DOPM KHCIIOPOJIa U TIEPOKCHIA BOJOPOIA.

W3oHKMa3u Tak)Ke aKTHBCH B OTHOIICHHWH HEOOJBIIOrO KoJMuecTBa ImramMmmoB Mycobacterium
kansasii (mpu WHOEKIMAX, BbI3BAHHBIX [JaHHBIM BO30yAWTEIECM, IEpel HAdaloM JICYCHHUS
HEOOXO0IUMO OTNPEENATh YYBCTBUTEILHOCTh K H30HUA3UTY ).

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOcopOuus

W3oHunazu ObICTPO U MOJIHO abcopOupyeTcs MpH MprueMe BHYTpPb, MHIIA CHIDKAeT abcopOLnio U
OouogoctynHocTh. Ha mokazaTtens OHMOJOCTYMHOCTH OOMbIIOe BIUsIHUE UMeeT 3P (HEKT «I1epBOro
MPOXOXKJICHUS» dYepe3 TeYeHb. Bpemsi, HeoOXonumoe IS JOCTHXKCHHS MaKCUMaJlbHOU
KOHI[EHTpauu — 1-2 4, MaKCUMaJIbHast KOHIIEHTPAIUS TI0CJIe TPHEMa BHYTPb OJTHOKPATHOM JI03BI
300 Mr — 3—7 MKI/MHUH.

Pacnpenenenue

Cas3b ¢ Oenkamu HesHauuTenbHas — 110 10 %. O6weMm pacnipenenenus — 0,57—0,76 n/xr. Xoporo
pacrpeAensercs MO0 BCEMY OpPraHu3My, IPOHUKAs BO BCE€ TKAHU U KUAKOCTH, BKIIFOYas
1epeOpPOCHUHANBHYIO, TUICBPATbHYIO, aCIUTUYECKYI0. BBICOKHME KOHIICHTpPAIlMU CO3/al0TCS B
JIETOYHOM TKaHU, OYKaX, IEYEHH, MBIIIIAX, CIIFOHE U MOKpoTe. [IpoHuKaeT uepes MmianeHTapHbIi
OGapbep U TPyAHOE MOJIOKO.

buorpancdopmarms
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[TonBepraercs meTaboin3My B NEYEHU IMyTEM auemnﬁ&)l;ala;{;&%cgﬁﬁgﬁilgmga -I;r_e'a'llcrlr/'n;hmx

npoayktoB. B meuenn amermnupyercst N-aneruntpancdepaszoif ¢ oOpazoBanmem  N-
alleTWIM30HUA3UAa, KOTOPBIA 3aTeM MpeBpallacTcs B HW30HUKOTHHOBYIO KHCIOTY U
MOHOALETWITHIPA3HH, OKa3bIBAIOLIMI TIenaToTOKCHYEeCKOoe JEHCTBHE IyTeM o00pa3oBaHus
cucremMoii muroxpoma P450 mnpu N-ruApOKCHIMPOBAHMM AKTUBHOIO IPOMEXKYTOYHOI'O
metabonuta. CKOpPOCTh aNETHIMPOBAHUS T'€HETHYECKH JETEPMUHUPOBAHA; y JIOJCH C
«MEIUIEHHBIM»  aneTwiupoBanueM Maino N-anerunrpancdepassl.  SBusercss HMHIYKTOPOM
nzodepmenta CYP2E]. Ilepuon monyBeiBeneHus sl «OBICTPBIX aneTuiasipoBy — 0,5-1,6 4; s
«MeUIeHHbIX» — 2-5 4. IIpu mouyeuHol HENOCTAaTOYHOCTU IEPHUOJ IOJYBBIBEJCHHUS MOXKET
BO3pacrtatk 110 6,7 4. [lepnoa momyBeIBeACHUS A IeTeil B Bo3pacte ot 1,5 mo 15 nmer — 2,3-4,9
Y, a y HOBOPOXAECHHBIX — 7,8-19,8 4 (4ro O0OBSACHSIETCS HECOBEPIICHCTBOM IIPOIIECCOB
alleTWIMPOBAHUSA y HOBOPOXKICHHBbIX). HecMoTps Ha TO, YTO MEpPUOA IOJIYBBIBEICHHUS
3HAYUTENIBHO BapbUpPYETCS B 3aBUCHMOCTH OT WHAMBHUIYalIbHON HHTEHCHBHOCTH IPOLIECCOB
alleTUIIMPOBAHUS, CPEIHEE 3HAUCHHE MEPUO/Ia TIOTYBBIBEICHHS COCTABISET 3 U (MPUEM BHYTPh
600 mr) u 5,1 4 (900 mr). [Ipy NOBTOPHBIX HA3HAUYEHUAX MEPUOJI IOTYBBIBEIEHUS YKOPAUNBAETCS
o 2-3 4.

DJIMMUHALNS

BriBogHTCS B OCHOBHOM IMOYKaMU: B TeueHUe 24 4 BeIBoguTCS 75-95 % mpemapara, B OCHOBHOM
B ()OpME HEaKTHBHBIX METa00IUTOB — N-aeTHiIM30H1a3n1a 1 H30HUKOTHHOBOW KUCIOTHI. [Ipn
39TOM Yy «OBICTPBIX aueTWIApOB» cozaepkanue N-anerunuzonuaszuga cocrasiser 93 %, a y
«MeJUIeHHBIX» — He Oosee 63 %. Hebompime komuuecTBa BBIBOJATCS KumleuHUKoM. [Ipenapar
yIaIsieTcsl U3 KPOBH BO BPEMsI TEMOJIMAIN3a; 5 4 TeMOJAMAIH3 MO3BOJISIET YAAIUTh U3 KPOBH 10
73 % mpemnapara, 3¢ (heKTHBHOCTb EPUTOHEATIFHOTO IMaIN3a OrpaHUYEHa.

OrpaHuyeHHbIE JJaHHbIE CBUJAETENBCTBYIOT O TOM, YTO (hapMaKOKMHETHKa W30HHA3MJa MOXKET

HU3MCHATBHCA Yy OOJILHBIX C ITIEUCHOYHOM HEAOCTATOYHOCTBIO.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIECTB

Kpaxwman kaprodenbHbiit

Kpemuus auokcua Kosmouaabii (Aspocua mapka A-300)

[ToBHUIOH (TTOMMBUHMWITUPPOIUIOH CPETHEMOJIEKYIIIPHBIHN, KOJUTHIOH 25)
Marnus creapat

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )
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5 mer.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
B 3amumieHHoM OT cBeTa MecTe mpu Temiieparype He Boiie 25 °C.
6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

IlepBuyHas ynakoBKa JISKapCTBEHHOTO IIpenapara

I[To 10 TabmeTok MOMEIIAIOT B KOHTYPHYK SYECHKOBYIO YNAKOBKY M3  IUIEHKU
NOJMBUHUIXJIOPUIHON U (DOJIBI'H aTFOMHUHUEBOM NEUYATHOM JTAKHPOBAHHOM.

ITo 30, 100, 500 mau 1000 TabneTok (I CTAIMOHAPOB) MOMEIIAIOT B 0aHKY MOJUMEPHYIO U3
MOJIMATUIIEHA C KPBIIIKOM HATATMBaeMOW C KOHTpOJIeM IiepBoro BCKpbiTHA. CBoOOAHOE
MPOCTPAHCTBO 3aAIOJHSIOT BaTOW METUIIMHCKOW. Ha OaHKM HAKIIEWBAIOT STUKETKH W3 Oymaru
ATUKETOYHOW WIJIM TIHCYEH, WIN U3 TIOJIMMEPHBIX MaTepPHajIOB, CAMOKICSIINECS.

BropuuHas ynakoBKa JISKapCTBEHHOI0 Ipenapara

[To 10 KOHTYpHBIX STYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKLHMEH 10 MPUMEHEHHUIO TOMEIIAIOT B
MavKy U3 KapToHa IS MOTPEeOUTENLCKON Tapbl. Ha mauky MoeT HaKJIeHBAThCSI CAMOKJIISSTIIAsICSI
ITHKETKA C MAPKUPOBKOW M3 OyMaru STUKETOYHON WITH TICUCH, MITH U3 TTOJIMMEPHBIX MAaTEPUAIIOB.
[Tauky MOMENIAIOT B IPYIIIOBYIO YIIAKOBKY.

Ot 1 go 150 6GaHOK BMecCTe C paBHBIM KOJIWYECTBOM MHCTPYKIIMH MO MPUMEHEHHIO TOMEIIAIOT B
TPYMIIOBYIO YIaKOBKY — KOp0O U3 TOGpUPOBaHHOTO KapTOHA (JIJIs1 CTAI[IOHAPOB).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjJde NPHUMEHEeHUs
JIEKAPCTBEHHOT0 MpenapaTra v Apyrue MaHUMyJ/IsSIHU ¢ NPenapaTom

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

Poccuiickas @enepanus

AO «®DapmacuHTes»

FOpuouueckuii aopec: 664007, UpkyTckas o61., T. UpkyTck, yi. KpacHorBapaeiickasi, 1. 23, opuc
3

Ten.: +7 (395) 255-03-55

Anpec snekTponHo# mouThl: info@pharmasyntez.com

7.1. IlpeacraBure/ib AepKaTessi peruCTPALMOHHOIO YA0CTOBEPEHUA

[Iperen3un HOTD66I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccniickas @enepanvs
AO «DapmacuHTE3»

Aopec: 664040, r. UpkyTck, yau. P. JlrokcemOypr, 1. 184
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Ten.: 8-800-100-15-50 |:|-|l:|::.-| E,J'::EAHTEHIZH':: CTe 0003 |

Anpec snekrponHo# nouThl: info@pharmasyntez.com

8. HOMEP PEITUCTPAHMOHHOI'O YOCTOBEPEHUA

9. TATA NEPBUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIIUN,
INEPEPETUCTPAIIN)

Jlara nepBoii peructpaiuu:

10. IATA IEPECMOTPA TEKCTA

OOwast xapakTepUCTHKa JIeKapcTBEHHOro mnpenapara M3onuaszuy PapmacuHTe3 JOCTyNHA Ha
MHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALHMOHHO-

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