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AHCTPYKIIHS
IO IPUMEHEHMIO JEKAPCTBEHHOI'O ‘CPEI[CTBA

TAHAKAH

pacTBOp I HpHeMa BHY Tpp-40-ME/vit

COTJIACORAHO

MAOWUCTEPCTBOM SIFABCOXPAHEHNS
Me:xmynapoaHoe HenareHToBaHHOe naumenosanue: (inkgo felvmyRiey BEIAPYCH

Hpuxas Murncrepersa saparooxXpanenns
Pecny6uurn Berapycs

COCTAB na 1 mi (1 7o3y) B MT, ML oT ¢ __4{ N4 20_,4@. r 157
Axmuenwviii unzpeouenm: KJIC Ne A oT < //; (%4 zog_r.
DKCTPaKT MCTheB [ MAKIo 6MI06a CTAHIAPTU3UPOBAHHELE CYXOM 7t +.vvvvurer.s 40,000 mr

8,8 — 10,8 Mr (h;1aBOHOTIIMKO3UIOB
1,1 — 1,4 mr ruakromanos A, Bu C
1,0 — 1,3 mMr 6mnobamizos

Bcnomozamenvroie eeuecmeaq.

HaTPHS CAXAPHHAT = coovevrecrnerreiienienreeiecsaecesseessesaessssssssssssssssessesssassssessns 5,000 mr
ATIETbCHHOBAS DCCEHITAS PACTBOPTMAS. ..evverevererrerorsossesosresserssosseesssassenssnes 0,0075 mn
JIMMOBHAS 5CCEHIHA PACTBOPHMA ....vveveriererseenss feteere s aes 0,0075 mx
OITAHOIL wvvveeeersrrrreessesarssssseseeessssnsssssssssssesesssnsss sasssssessssasssesesssnsesssssssnnsaseessnns 0,5900 M.
BOHA OUMIIIEHHAM. ....cceeeeeerrvreeeersrsreeeeersrrsressessessssssrassesesssassssessarsssessssens o 1,0000 M

* 1-il saxcmpazenm. at;en;toy 60%
Coomnoutenue ceipvs k noryvennomy sxcmpaxkmy (DER) = 35-67:1

BuuManue: JieKapcmeeHHoe cpedcmeo cooepicum 57% Imunoeozo crupma, Ymo coCmaeiaem
0,45 2 na ooun npuem (00Hy 003y).

Onucanne: ®akoH KOPUYHEBOTO CTEKIA, COACPXKAIMMNA XKMIKOCTh KOPHUYHEBO-OPAHIKEBOTO
I[BETA C XapaKTCPHBEIM apoMaTHYeCKuM 3amaxoM. IIpu pa3sBeieHHH - IpaKTHIeCKH OecIBeTHAS
apoMaTudecKas KHUIKOCTb.

GAPMAKOJOI'NMYECKHUE CBOMCTBA:

dapmaxoTepaneBTHdeckas rpymua: [Ipodue cpesicTsa i JIeYCHUS JEMEHLIAH.
Kox ATC: N06DX02. :

dapmaxoquHAMHAYIECKAE CBOHCTBA

MexauusMm JeicTBIS JISKApCTBEHHOT'O CPEZICTBA HE YCTAHOBIIEH.

B  KIMHWYECKMX  HCCICHOBAaHMAX  CTAHJAPTH30BAHHOTO  OKCTpakTa THHKIO  Omimoba
IPOAEMOHCTPUPOBAHO TOBBIIICHUE nepeOpambHON aKTHBHOCTHU o JAHHBIM
3MEKTPOIHIE(ATOrpaAMMEL, CHIDKCHHE BA3KOCTH KPOBH M arperaui TPOMOOIMTOB, yBEIMICHHUS
epdy3HHa B OTAEIBHBIX 00JIACTSIX TOIOBHOIO MO3Ta Y 3/I0POBEIX JI[ B Bo3pacte 60-70 iet. Taroke
oOHApYKEHBI COCYZOpacmMpsiomye S(QQEeKTsl Npu HCCIHeNOBAaHWKM KPOBCHOCHBIX COCYZOB
Hpe ISy, 9T0 IPHBOMIIO K NOBBIICHAIO PETHOHATIHHOIO KPOBOTOKA.
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CuMnToMaTHIecKoe JedeHHe KOTHHTHBHBIX PAcCTPOMCTB y HAlEHTOB MOXUIIOTO BO3PAcTa, 3a
HCKIHOYeHHEM OONBHBIX C IIOATBEPXKICHHBIM IWArHO30M JeMeHIuH, Oonesnu IlapkumcoHa,
KOTHMTHBHBIMK PacCTPOMCTBAMME ATPOIE€HHOIO MPOUCXOXKICHHSA M BTOPHYHBIME KOTHHTHBHEIMA
paccTpoicTBaMK BCIIEICTBHE NETIPECCUHY MITH METa0O0MMICCKAX HAPYIICHIH, '
TAHAKAH noxazas TOJIBKO A B3POCIBIX U JIUIT TIOXKIIOTO BO3PACTa.

Coco6 npuMeHeHHNS B A03b1:

TAHAKAH nasnagaercs mo 1 M pacTBopa JijIs IIpreMa BHYTPh 3 pa3a B CYTKH BO BPEMS ML
pacTBOpsA B IOJIOBUHE CTAKaHA BOMBL

Vcmons30Bars MAIETKY - 103aT0p: 1 1032 = 1 M TUTBEEBOTO pacTBOpa = 40 MI YHCTOrO SKCTPAKTA.

JUITebHOCTE  Kypea onpenensgercs BpadOM C Y9ETOM OCOOEHHOCTEM 3aboleBaHms,
IIEPEHOCUMOCTH JIEKapCTBEHHOTO CPEIICTBA B JIOCTHIHYTOrO SddeKTa.

IIpoTuBOmOKAa3anusI: COTJHACOCBAHO
MUHZCTEPCTBOM BIPABOOX PAHEHIA
I'vmepayBCTBATENHHOCTh K KOMIIOHEHTAM JIgKapCLBERMORGAPERcTBA.

BepeMeHHOCTB. Tipukas MunucTePCTBA 3}poBOOXPAHEHNS
Ilepumon KOpMHeﬁHﬂ TPYABIO Pecny6anxy Bexapyes
Herckwmit Bo3pact mo 18 ner.

Oco0ble yKa3aHAA ¥ NPETOCTOPOKHOCTH IPH HPAMEHEHUH:
[Mepen HAaYamOM IPHMEHESHNS IIPENapara IPOKOHCYTETHPYHRTECH C BPAYOM.

JlexapcrBernoe cpernctBo TAHAKAH, pactBop JUIf IpremMa BHYTPh, COAEPXKHUT 57% STHIOBOTO
crmpTa (aIKOrois), To €cTh 10 450 Mr Ha pa3oByio fo3y B 1 M. J[aHHOE KONHYECTBO STHIIOBOIO
crmpTa coorBercTByeT 11,3 M muBa mm 4,7 M BUHa Ha ORHY ZI03y. B CBSI3H ¢ copepikanueMm
STHJIOBOTO CHHPTA JIEKAPCTBEHHOE CPEACTBO IIPEACTABIICT ONACHOCTH NPH IIPUMEHEHHH Y
OONBHBIX alKOromu3MoM. Taioke MaHHBIE (aKkT CclIeayeT Y4YWTHIBATH IPH  HCIOIE30BaHHAR
mpenapara - y O€peMeHHBIX M KOPMSINMX JKCHIIMH, nereii mo° 18 mer, y mDammeHToB C
HEHOCTaTOYHOCTHIO (DYHKIMY NEYEHH M SIAIEHcHel (TPYIIIIEI HANHeHTOB BEICOKOIO PACKA).

C OCTOPOXHOCTBIO ClIeAyeT Ha3HA9aTh JICKApPCTBCHHOE CPEACTBO OFHOBPEMEHHO C JPYTHMHE
IpenapaTaMy, MeTa0oIM3M KOTOPBIX pear3yeTcs mocpencTBoM maroxpoma P450-3A4 (CYP3A4).

ITarmenTam ¢ TIOBBINCHHBIM PHCKOM Pa3BUTHA KPOBOTEUCHHS (TEMOpparddecKwe Hare3kbl), a
TAKXKe TanyeHTaM, IPHHAMAIOIMM AaHTHKOAryJSHTHBIE M aHTHAUPEraHTHHIE CpECTBa, MEpen -
IIPHEMOM JIEKAPCTBEHHOTO TIperapara CIeyeT IPOKOHCYIETHPOBATECS C BPAuOM.

JlexapcTBEHHBIE CpENCTBA, COAEpXKAI@e IMHKTO Ominoba, MOTYT YBEIMUMTH PHCK Pa3BUTHSL
KpoBoTeueHus. IlpreM JIeKapCTBEHHOIO Ipenapara NOJDKEH OBITH IpeKpamieH 3a 3-4 mHS 1o
OIICPaTHBHOTO BMEIIATEIIHCTBA.

V Han@eHToB ¢ SIFUISHICHEH IpHeM NPerapaToB THHKTO Omro0a MOXKET CIIPOBOIIPOBATE Pa3BUTHE
CYIOPO’KHOTO IIPUCTYIIA.

He pexomeH/yeTcs: OJHOBPEMEHHOE IPAMEHEHNE TIPENapaToB IMHKIO Omnoba u sdasupensa ( cM.
paszen «B3arMonelicTBUE ¢ APYTHMHE JIEKAPCTBEHHBIMU CPENCTBAMMY ).

Ecma Bo BpeMsI IIpreéMa JICKapCTBEHHOTO CPEACTBA CHMIITOMBL COXPAHSIOTCS HIIM IIPOUCXOIHT
YXYAUICHUEC COCTOSHMIA, HCO6XOJII/IM& KOHCYJIBT_‘BJ.II/ISI Bpaya.

10.08.2020
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BzammopeiicrBe ¢ JpYyruMH  JIEKADCTBEHHBIMH CpeJCTBAMH M JApyrue  (opMbl
B3aHMOoIeACTBAI

PesymeTaThl KIMHWYECKAX HCIBITAHME  JIEKApPCTBEHHOTo  BiamMojedictems EGb  761°
IPOJIEMOHCTPHPOBAIK 00 YCHICHHE, THOO YrHETEHHE aKTHBHOCTH H30()ePMEHTOB IMTOXPOMA
P450. VpoBeHs MEma30aMa H3MeEHsIcs mocte Beeerms EGb 761, mpemmonoxurensao 3a caer
mx Bzammozelicteusa Ha CYP3A4. C oCTOPOKHOCTEIO CHEAyeT WUCIIONB30BATH MPEaparsl THHKIO
Omyoba ¢ JIeKapCTBEHHBIMY CPENCTBAME, META00IH3M KOTOPBIX ocymectrisercs uepes CYP3A4, a
TaKKe C JIEKapCTBaAMU, UMEIOIUMH  Y3KHI TEPaNCBTHUECKIM HHIIEKC.

Hamwgwe B cocrase aranona: (0,45 r va 1 103y) HEOOXOMUMO YUHTHIBATH IIPU OJHOBPEMEHHOM
IIPEMEHEHHH CO CIICAYIOIMMHE JEKAPCTBEHHBIME CPEICTBAMHU:

- Jlexapcmeennvimu — cpedcmeamy,, 6bI3bIBAIOWUMY  OUCYTLPUPAMONOOOGHYIO  pearyuio
(BO3HHKHOBEHWE JKapa, MOKPACHEHHE KOJKHBIX OKPOBOB, PBOTA, TaXUKAP/Hs) IIPH COBMECTHOM
TIpAeMe C aJIKOTOJIeM:

macynspupam, nedamangon, nedonepason, naramokced (aHTHOAKTEPHATBHEIE CPEACTBA IPYIIIEL
nedaTocCHopuHOB),  XJIOpaM(pEHHKON  (aHTHOAKTEpPHAILHOS  CPEACTBO),  XJOPIIPOIAME,
ITMHOEHKIaME, TIHIM3AI, TonOyTaMuy, (aHTHIHaOeTHUeCKHe THIIOITMKEMUUYECKHE CPECTBa,
IPOM3BOJHEIE CYIb()OHMIMOIEBHHEL), IpH3e0dyIEBUH (IPOTHBOTPHOKOBOE CPENCTBO), HETPO-5-

HMHJa30JI5! (METPOHKAA301, OPHELA30],. COKHIIA30M,-EIHIAA307), KETOKOHA30I, IIPOKapOasuy
(IETOCTATHYIECKOE CPEACTBO); COTJIACOBAHU

MUHUCTEPCTBOM BPABOOXPAHEHA

- Jlekapcmeennvimu CpedCmeamy, yauemmw&%%ﬁyﬁ’i;emg (bHOT HEPBHOTI CUCeMbL,
Tipuxes Muuucreperaa 3APHBOOKPIHEH

- HeoGxomuMo m30erats OXHOBPEMEHHORwonipmMEHIHRl NpYIHX JEeKapCTBEHHBIX CpPENCIB,

‘COACPIKaIIIX STHJIOBBIA CITHPT.

JlexapcTBeHHBIE HpENapaTel HAa OCHOBE THHKIO Owmino0a IpH OJHOBPEMEHHOM IIPHEME C
AHTHKOATryJIHTHBIME CPe/ICTBAMH (HaAIIprMep, GeHIpOKyMOH, BaphapiH) Wi aHTHArPEraHTHEIMA

' cpeAcTBaMH (HaIpAMep, KIONHMAOrpeNb, ANETWICAIHMIMIOBAI KHUCIOTA W APYIHe HECTEPOMIHEIC

IIPOTHUBOBOCIIAIIUTEIILHBIC npenapaTbI) MOT'YT BBISBIBATh YCHJICHHC X JICACTBHAL.

IIpoBeneHnBIC MCCIENOBAaHMS HE BHIIBHIIM B3aWMOJCHCTBHS IIPEIApaToB THHKIO Omioba ¢
BaphapuHOM, OJHAKO IIPH WX COBMECTHOM IIpHEME PEKOMEHIYETCHS NpPOBOIWUTH ANCKBATHBIA
MOHHUTOPHHI I1apaMETpOB CBEPTHIBAHUS KPOBH B Hauale IpUEMa, NPH W3MEHEHHMH O3B
3aBepIIeHUH IIpAeMa WK TIpH 3aMeHe IpenapaTa THHKTO Omnooa.

Hccnenosanms B3aMMOIECHCTBHSA ¢ TAJIMHOJIONOM IIOKa3ajIy, 9T0 IIPEapaTsl THHKTO Owo0a MOryT
HHMHONPOBaTh P-TIIMKONIPOTENH B KUHICYHWKE. OTO MOXET IIPHUBECTH K YCHJICHHIO BO3IEHCTBHS
JEKapCTBEHHBIX CPEACTB, META0OIM3M KOTOPHIX 3aBHCHT OT P-IMKOIpOTeWHa, HAIpUMED,
naburarpana stekcuara. Heobxomumo cobmromaTe OCTOPOXKHOCTE HIPH COBMECTHOM HAa3HAYCHHH
TIpenapaToB THHKTO 6mT06a I Jaburarpana.

I'makro Omno6a moxer HoBeMIATh Cpax HEbememmHa (y oTaemsHBIX Jm xo 100%),uro
COIIPOBOXKAAETCS TOJIOBOKPYXKEHHUEM M YCUIICHHEM IIPUIIBOB.

OHOBpEMEHHOE NPUMEHEHNE [IPenapaToB I'MHKT0 6mnoba 1 3¢aBupeHsa He PeKOMEHIYETCs, TakK
KaK KOHIICHTpaIHs d(paBupeHsa B Iu1a3Me MOXKeT ObITh YMEHbINeHa u3-3a nHaykima CYP3A4.

B ciydgae oHOBpPEMEHHOIO IIpHeMa APYTHX JIEKapCTBEHHBIX CPEACTB, B TOM YHCIE OTIYCKASMBIX
Oe3 perienTa Bpada, He0OX0IMMO 06PaTHTECS K Bpady.

BepeMeHHOCTD M JAKTANWA:  ~
Fbepemennocmo

B03MOXHO IOBEHIIIEHHE PUCKA KPOBOTEUCHUS. JIeKapCTBEHHOE CPENCTBO MIPOTHUBOIOKA3AHO IIPA
6epeMEHHOCTH.

10.08.2020 .
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I/IH(I)OpMaIII/ISI O IPOHHKHOBCHHHW KOMIIOHCHTOB JICKAPCTBCHHOI'O CPCACTBA B I'PyAHOC MOJIOKO
OTCYTCTBYCT. HeKapCTBeHHOe CPEICTBO HE CICAYCT IIPHMHUMATL BO BPEMA KOPMIIEHH I'PYABIO B
CBI3H ¢ OTCYTCTBHEM aICKBATHLIX JaHHBIX.

Bausuue npemapara Ha CIIOCOOHOCTH YIIPABJIATE TPAHCIIOPTHBIME CPEICTBAMH H padoTaTh ¢
ABICKYIAMHECS MEXaHN3MAMM:

HccnemoBarus mo w3ydeHmio BimmsausI EGb 761® Ha cmocoGHOCTH YIIPaBILITh TPAHCIIOPTHBIM
CPEICTBOM H paboTaTh ¢ MEXaHU3MaMH HE IIPOBOIMIIHCE.

JlexapCTBEHHOE CPEZICTBO COIEPIKMT STHIIOBLIH cHpT! B Iepro IeUer s cieyeT BO3IepKaThes OT
VIIpaBIeHHS TPAHCHOPTHHIME CPENCTBAMH M BBOIONHEHWS Jpyroi paboTsl, KoTopas Tpelyer
TIOBHILIICHHOr0 BHUMAaHWUS, OBICTPHIX IICUXWIECKUX W JBUTATENHHbBIX PEaKIIHIL.

ITo6ounnie 3 phexTnI

ITo pesymsTaTaM [STHIETHETO KJIMHWYECKOTO HCIBITAHWS, IIPOBEACHHOTO JUIL  OLEHKH
sdpdexrurrocTr u OezonmacHoctr npuMmeHeHus TAHAKAHA B moze 120 mMr mBaxmsl B JeHb Y -
nanuenToB crapie 70 ner (2-31-00240-011), man6onee yacTbiMu TOGOYHBIME peakIsiMu (> 5%),
ObUIH OO B KHMBOTE, THapest ¥ TOJIOBOKPIKCHIE
Tomy4eHsl COOOIIEHHST O Pa3BUTUN Kﬁ%ﬁb‘%&%&ﬁ%@%@%@%g} Kanmu3aryy (TJIa3Hele, HOCOBBIE,
TepeOpabHEIE, KEITYIOYHO-KHIL SR ggﬁ%ﬁéﬁﬁmg&@dgpmapgm THHKTO Omo0a, 9acToTa ux
HCH3BCCTHA. Tpaxcas MURHCTEPOTBA BAPABOOX PAREHIS :
BEIIBIICHHbIE HeXeIaTensHEIe Ta6ounbeRseaiini RISEHhrmapyioTcst B 3aBECAMOCTH OT YacTOTEHI
MX BO3HUKHOBEHMS: OYEHb yacto: > 1/10, gacto: oT > 1/100 mo < 1/10, mewacto: ot > 1/1000 mo <
1/100, penxo: ot > 1/10000 mo < 1/1000, ouens pemko: or < 1/10000, yacToTa HE W3BECTHA: HE
MO3KeT OBITH OIlCHEHA Ha OCHOBE HUMEFOIIIXCS TAHHBIX. '

Hapywienus co cmoponbi HepeHOIl cucmeMbl

YacTo: roJIOBOKPYKEHHE, TOJI0OBHAsA 00JIb, 0OMOPOK
Hapywenus co cmoponst UMMYHHOU CUCHEMbL

YacTo: peakyy TMIEPIyBCTBUTENRHOCTH, OJBIIKA
HewacTo: xpanmBHALIA

Pemko: aHTHOHEBPOTHYECKHH OTEK

Hapyuienust co cmopoHbl 9iceny00uHO-KUMEYHO20 MPAKma
Yacro: mrapes, 60 B XXHABOTE, JUCIEIICHS, TOITHOTA
Hapyuienust co cmopoHbt K0iCU 1 NOOKOJICHIX MKAHEU
Yacro: sx3eMa, 3y

Heuacro: cemn

B ciyuae BO3HAKHOBEHHS IOOOYHBIX PEaKIhii, B TOM YHCIIe HE YKA3aHHbIX B IAHHOW MHCTPYKITHH,
cleyeT MPEXPaTATh IPHeM JIEKapCTBEHHOTO CPEICTBA M 00PaTUTECS K Bpady.

OT4eTHOCT O IPEANOIAraEMEIX TOOOUHBIX PEAKITUIX

OTUYETHOCT 0 HEKeNaTeBHBIX PeakIuIX TIOCIIe PErUCTPaliiy Ipenapara HMeeT BaXKHOe 3HaUCHHE.
DTO MO3BOIET IPOBOAUTH HEIPEPHIBHBIA MOHHTOPHHI ¥ OICHKY, COOTHOINCHHS TIOJTb3a/PUCK
npemnapara. CrerpamicTaM B 00JIacTd 3ApaBOOXPAHEHHUs CIEAYeT coo0mare 000 BCEX CIydasx
HeONAarONpUATHEIX —PeaKiuif BCIGICTBHE IPHEMA JIEKAPCTBCHHOTO CPEJCTBA B paMKax
HANMOHAILHON CHCTEMBI OTYETHOCTH.

10.08.2020 - ’ -




H PE
0664 -2021

IlepenosupoBxa

Hudopmarms o cirydgasx Iepeio3upoBKu Jekaperserroro cpenctsa TAHAKAH orcyrcrByer.

HecoBMecTHMOCTH

He nmpumvenmvo.

Cpok rogaocTH

3 roxa. .
He mcnonms30Bats OCIIE UCTEUEHHUS] CPOKA TOJHOCTH, YKA3aHHOTO Ha YIIAKOBKE.

Oco6rie mpenocTepeskeHust IPH XPaAHEHAH

XpaHUTE IIPU TEMIEPAType He BEIME 2L GT JJACOBAHO

XpaHuTh B HEIOCTYIHOM /IS NIETRHMeanecTsoM BNPABOOXPAHEHAA
' PECHYBIRKY BEIAPYCH

Tipuras Munticreperea m;pa_,x;ocxpaneﬂm
Poonybnuy Benapyes

®opma BHIIYCKA W YIAKOBKA |

ITo 30 mu pactBopa BO (prakoHE W3 KOPUYHEBOIO CTEKIA, 3aKPHITOTO 3aBUHYMBAIOIIEHCS
KPBIIIKOM GeJIoro I[BeTa ¢ KOHTPOJIEM IIEPBOTO BCKPEITHSA, B KOMITIEKTE C IMHIIETKON~103aTOpOM
1 JICTKOM-BKJIaIBIIIEM B KAPTOHHOM KOPOOKeE.

YCJIOBUSI OTITYCKA U3 ATITEK

JlexapcTBEHHOE CPEJICTBO OTITyCKaeTcs 03 perenTa.

IIPON3BOAUTEJID

BO®YP WUIICEH UHIYCTPU .
Pro O3 Bupron

28100 TPE

OPAHIIMSA
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