MHH3IPAB POCCHH
190422

COTNACOBAHO
OBIIASA XAPAKTEPHCTHKA JIEKAPCTBEHHOT'O IIPEITAPATA

1. HAMUMEHOBAHHE JIEKAPCTBEHHOTI'O ITPEIIAPATA

Tantym Bepae, 0,15 %, pactsop ans MeCTHOI'0O NpHMEHEHHS

2. KAYECTBEHHBIN U KOJTUYECTBEHHBIA COCTAB

JeiicrBylowee BeuecTro: HeH3MAIMHHA THAPOXIOPHA,.

100 mn npenapara cogepxar 0,15 r GensunaMuna rupoxnopuia.

BcrniomoratenbHble  BELUECTBA, HaJM4HE KOTOPbIX HANO YYWMTHIBaTh B  COCTAaBE
NeKapcTBEHHOTO Npenapara: MeTHANaparuapokcubeHsoar, ataHon 96% (cM. pazaen 4.4).

[Monuerii NnepeyeHes BCNOMOTaTeNLHEBIX BCWECTB NPHBEIEH B pa3icnc 6.1.

3. JIEKAPCTBEHHAS ®OPMA
PacTBop ans MecTHOTO NpUMEHEHHA.

[po3patHas XKHAKOCT 3€1€HOTO LBETA C XAPAKTEPHBIM 3aMaxXoM MATEI.

4. KIMHHYECKHE JAHHBIE

4.1. ITokazanun K NpHMeHEHIO

[Tpenapat TanTym Bepae noxkasaH K MPUMEHEHUIO B3IPOCBIM (B T.4. GONbLHBIM NOXKHAOIO
BO3pacTa) M AeTAM ¢ 12 neT B kauecTBe cHMITOMATHYECKOI Tepanuu GONeBOro CHHIpOMa
BOCNANMTENbHEIX 3abonaeBannii nonoct pra H JIOP-opranos (pazstmuHoii 3THONOrKK):

- THHTHBHT, MMOCCHT, CTOMATHT (B T.4. OCAE Ny4e€BOH H XHMHOTEpar1n);

- (hapHHIUT, NAPHHIUT, TOH3UIUINT;

- KaHANJ03 CNH3KUCTO 0D60MOUKH NOOCTH pTa {B cocTaBe KOMOHHUPOBAHHO Tepanuu);

- KAnbKyHne3IHOe BOCNIAJICHHE CNIOHHEIX XKENe3,

- fIocAe oriepaTHBHBLIX BMELUATENILCTE M TPABM (TOH3UIIOKTOMMS, NEPENOMBI HEHOCTH);

- nocne nevYeHus N yaaneHus 3ybos;

- IapoJIOHTO3.

IMpu uHEKUMOHHBIX ¥ BOCNanuTeNbHLIX 3aboneBaHMAX, TpeOGyIOUWIMX CHCTEMHOrO

Jie4yeHnAa, HGOGXO,IIHMO NPHUMEHEHUC TaHT}fM Bep,ue B COCTaBe KOMSHHHPOBaHHOﬁ TEparnuH.
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4.2. Pe:kum Jo3upoBaHig H cnocod npHuMeHeHNns

PesxxuMm no3upoBanus

Bspocavie (8 m. u. 6obnble nodcu1020 603pacma)

Jns nonockaHua ropna WaW NMONOCTH pTa HCMOAB3YIOT Mo 15 Mn npenaparta (MepHBIH
CTAKAHYHK Npuiaraetca) 2-3 pasa B IEHb.

[MTponomkuTENLHOCTE IEYEHHSA HE AOJIKHA NpeBbIlaTh 7 JHei.

Iemu

Pexxum noauposanua ans Aeted crapiue |2 net aHaNOrH4eH peskMMy JO3HPOBAaHHMA ANs
B3apocauix. bezonacuocte v adexrusHocts Tantym Bepne y neteii B Bozpacte ot O 1o
12 net ne ycraHoBnReHbl. JlaHHbIE OTCYTCTBYIOT.

Cnocob npumeHeHus

MecTHo, mocne easl.

[locne nonockakns pacTBOp HeOOXOZHMO BbILIOHYT. Ecim npu  npuMeHeHHH
HEpa3BEJEHHOrO PacTBOpPa BO3ZHHKAET OLIYLICHHE HOKEHHWs, PaCTBOp cliefyeT pa3BecTH

(ana pa3seaenna JobaBHTb B MEPHBIH CTakaHuUK 15 Mn BOABI).

4.3. IlpornBonoKazaHus

O rHﬂep'-l)/BCTBHTC.HbHOCTB K GCHBH,[l,aMPlHa THAPOXNIOpUAY HIH K IlI‘OGOM)/ H3

BCIIOMOTaTeJIbHbIX BELLECTB, NepeyncneHHriX B pasgene 6.1,

4.4. Ocobble ykazanus H Mepbl NPEJOCTOPOAHOCTH NPH NPHMeHEHHH

JnnTenbHOE NpHMEHEHHE MOMKET BLI3BAThH MOBLILICHHYIO YYBCTBHTEABHOCTH, B 3TOM
ciiyyae cieayeT NpeKkpaTHTh MPHEM Npemnapara.

VY HEKOTOpBIX MAaUHEHTOB A3Bbl B ropje M MoaocTH pra MOryT GbiTh npu3Hakom Gonee
Cepbe3HBIX NaToNordi. Ecnu cHMNTOME! He nNpoxoasaT B TeueHue Gonee 3 aneit, cnepyer
NpEKpaTHTL NPUEM TIpenapara.

[Mpumerenne OensupamMHHa HE pEKOMEHAYETCA  NALUMEHTaM C  MOBBILIEHHOI
YyBCTBHTENBHOCTBIO K AUETHICATHUMACBOH KHCJIOTE HWAH JPYrHM HECTEPOHAHBIM
MPOTHBOBOCNAINTENbHBIM CPEACTBAM.

Mpenapar Tantym Bepsie cnepyeT ¢ OCTOPOXHOCTBIO MPHMEHATH JIHUAM, TIEpeHECINM
OpoHXHANBHYIO acTMy, TAK KaK Yy [aHHLIX NAUHEHTOB €CTh PHCK BO3HMKHOBEHHA

Oponxocnazma.



INpenapat Tautym Bepae comepxut naparuapokcubensoarsl, KOTOpEIE MOTYT BbI3bIBaTh
anfepruyeckye peakuuy (B TOM YHCTIE OTCPOUEHHEIE).

INpenapar Tanurynm Bepiie conepxut 3Tanon (B ogHo# ao3e npenaparta (|5 mn) conepintes
1,2 r 96% cnupTa), 4TO CAEAYET YUHTHIBATE:

- NauMeHTaM, 3aHHMAaIOLUMCS CHOPTOM: NPH UCTIONb30BAHUU NPEnapaToB, COAEPKALIMX
3TAHOA, Pe3yNbTaThl AHTHAONHHIOBLIX Npol HAa NpeAensHO JAOMYCTHMOE COAepXaHHE
3TAHOAA B KPOBH COMJIACHO HOPMaMm, YCTAHOBMIEHHBIM HEKOTOPLIMH CHOPTHBHBIMH
theaepaunaMH, MOTYT OKa3aThCs MONOKHTENLHBIMH;

= BOOAHUTENAM, YIIpaBAAKUNWM TPaHCNOPTHLIMH CPEACTBAMHI.

4.5. BzanmogeicrBHe ¢ APYrHMH JeKAPCTBEHHBIMH HpenapaTaMl H Jpyrue BHAbI
BialMojaeiicreua
Hccnenopanuii  B3auMOAEHCTBHA ¢ APYTHMH  JIEKAPCTBEHHBIMM  [penapaTaMH  He

NPOBOAHNOCH.

4.6. PepTHILHOCTD, GepeMeHHOCTL H NAKTALHS
INpenapart Tantym Bepae He caeayeT npuMeHATs npH GepeMEHHOCTH K B MEPHOJ IPYAHOTO

BCKapMNHBaHHA,

4.7. Bansiine Ha cnocobHOCTL YIPABAATH TPAHCNOPTHLIME cpeAcTBaMu i paborars
€ MeXaHH3MaMH
[lpenapar Tautym Bepae He oka3piBaeT BIMAHMA Ha CHOCOGHOCTL YNparRSIATEH

TPAHCMOPTHLIMHU CPEACTBAMH H paﬁora*rb C MCXaHH3IMaMH.

4.8. HexkenaTenbHble peakuin

TadanuHoe pe3loMe HEXENATENbLHLIX PeaKUHii

YacTtoTa pa3sBuTHS HEMENaTeNbHbIX peakuMd mnocne TNpPUMEHEHHA Mpenapara
KnaccupHUMpoBaHa NO CHCTEMHO-OPraHHBIM Kllaccam B COOTBETCTBMH CO CJIOBapeM jjis
perynaTopHoi neatensHocTH MedDRA ¢ ykazaHHeM 4acTOTBI KX BO3HHKHOBEHHS,
COrnacHo pexomMeHaauusy BcemupHoil opraHuzaumu 3gpapooxpaHeHus (BO3): ouens
yacto (>1/10), wacto (=1/100, no <1/10), HewacTo (=1/1 000, no <1/100), peaxo (=1/10 000,
Ho <1/1 000), ouens peako (<1/10 000), yacrora Heu3BecTHa (Ha OCHOBAHUH UMEIOLLUXCS

JaHHLIX OUEHHTL HEBOSMO)KHO).



Cucmesmo-opeannernii knace (COK)

HYacmonia 603nUKHO8EH A

Hapywenns co cTopoHsl KMMYyHHOI
CHCTEMBI

Peodxo: peakuuy runepyyBCTBHTENLHOCTH
Yacinoma reuzsecmua; anaduiakTiuecKkue
peaKkuHu

Hapywenus co cTopoHbl AbIXaTeAbHOH
CHCTEMbI, OPraHOB FPYAHONR KIETKH H
CpeaoCcTEHHUA

Ouenv pedro: NapHHTocnasm

)KEJI}/IIOLIHO-KHUIG‘I HbI€ HAPYUWIEHHA

Peoro: cyxocTb BO pTY, #KEHHE B POTOBOH
nonocTH

Yacmoma neussecmua: 1yBCTBO OHEMEHHUA B
poToBO# NOJOCTH

HapyweHns co CTOPOHBI KOXH H
NOAKOMHBIX TKAHEH

Heuacmo: poTtocencnbuanzauus
Pedro: KOMCHaA ChiNb, KOXHBIA 3y
QOuenb pedxo.; aHrHOHEBPOTHUYECKHIT OTEK

CDOﬁ!.I_J,EHHC 0O NoJ03pEBAEMbLIX HEWMENATENLHLIX PEAKUNAX

BaxHo COO6ll.laTb 0 MOA03PCBACMBIX HEKENATC/IGHLIX pPeakUHAX Nocne perucTpannH

npenapata ¢ LUenbio obecnieyeHuns HEMNPEPLIBHOTO MOHHTOPHHTA COOTHOLUEHHA «TONb3a —

PHCK» NEKAPCTBEHHOIO Mpenapara. MeaHUBHCKUM paGOTHI/IKaM PEKOMEHAYETCH coo0warhb

o mobeix MOJ03peBacMEIX HEXENATENLHBIX PEAKLUAX NEKAPCTBEHHOIO Mpemnapara Hepes

HaLHOHANbHEIE CHCTEMbl COOBLICHHA O HeXKeNaTeNbHBIX peakuHAax rocyjapcte — 4JeHOB

EBpasuﬁcxo ro 3KOHOMH4YE€CKOTO COKO3a.

Poccuiickan Penepauus

Anpec: 109074, r. Mocksa, CnaesHckas nnowans, a. 4, ctp. |

QepepansHan cayxba no Hanzopy B ciepe 3apaBooxpadenus (Pocanpasianzop)
Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

DnektpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiir: https://www roszdravnadzor.gov.ry/

Pecnybnuka Kazaxcran

Apnpec: 010000, r. Hyp-Cynran, yn. A. MUmaHosa, 13

I'PIT nHa [IBX «HauuoHanbHeIH HEHTP 3KCNepTH3b! IEKAPCTBEHHEIX CPEACTB H

MEAHLMHCKHX H3enuiiy KoMurera MEIHLMHCKOIO H (I)apmauea'mllecxoro KOHTPONA

MutucTepctsa 3npaBooxpanenns Pecnybnuku Kasaxcran

Ten.: +7 (7172) 78-98-28
OnekTpoHHas nouta: pdlc@dari.kz
Caiir: https://www.ndda.kz/




Pecnybnuka Benapych

Agppec: 220037, r. Munck, nep. Tosapuweckuit, 1. 2a

PecnybnukaHckoe yHUTapHoe ApeanpuaTHe «LleHTp akcnepTH3 U HCTIBITAHUIT B
3paBOOXPAHEHHH»

Ten.: +375 17 299-55-44, daxc: +375 17 299-53-58

DnexrtpoHHas noura: repl@rceth.by

Caiir: https://www.rceth.by/

Pecnybnuka ApMenus

Anpec: 0051, r. Epesan, np. Komuraca, 1.49/4

«Hay4HbI# LUEHTp 2KCNEPTH3bI TEKAPCTB H MEAHLIMHCKHX TEXHOAOTHEH UM. AKageMHKa
3. Mabpuenana» AO3T

Ten.: (+374 10) 20-05-05, (+374 96) 22-05-05

AnexTporHas noura: vigilance@pharm.am

Caiir: http://www.pharm.am/

Kripreiackas Pecnybnuka

HenapraMeHT NeKapcTBEHHBIX CPEACTB Y MEAWLIMHCKHX M3aenuit mpu MuHHcTepeTse
3npasooxpaHeHus Keiproizckoi pecnybnuku

Appec: 720044, r. buwkek, yn. 3-a nunug, a.25

Ten.: 0800 800-26-26

OnexrponHas noyra: dlomt@pharm.kg

Caiit: hitp://www.pharm.kg/

4.9. Ilepeno3upoBka

B Hacrosutee Bpems 0 cnyuasx nepeno3ipoBkH ripenapara Tantym Bepae He coobwanock.

CHMMOTOMEI

an NpHMECHEHHH npenapata B COOTBETCTBHH C HHCTPyKLlHEﬁ ng INpHMEHEHHIO

nepeo3upoBka ManosepostHa. [pu cnyualiHOM NpornaTelBaHUM Npenapara BO3MOXHBI

cneaytonie CHMNTOMBL: pBOTA, Cr1a3Mel B XKHBOTC, 6CCI'IOKOI:'ICTBO, CTpax, ralioLUHHALHH,

CYNOPOTH, aTaAKCHA, IHXOpaIKa, TAXHKAPIAWA, YTHETCHHE JbIXaHHA,

Jleuenue

CumnroMatHyecKkoe; OUHCTHTL JKETYOOK, BRI3BAB PBOTY HIIH NMPOMBITE JKETYROK, HCMOMb3YA

}xeny,uo'-mbu‘i 30HA (l'IO,Il Haﬁnmnennem Bpa'-la); obecneyuTs MeAULHHCKOE HGGJIIOIICHHC,

noaacpxUBaOUYH TEPANUID H HCOGXOHHM}’IO FHAPaTaUHIO, AHTHIOT HEHW3BECTEH.



5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakogHHAMHYECKHE CBOHCTRA

MapmakoTepanesTuyeckas rpynna: Ipenapatsl, npumensemeie B ctoMatonoru. Jipyrue
npenapatsl 411 MECTHOTO Jieuenus 3abonesanuii nonocty pra.

Kon ATX: A01ADO2.

Mexanuzm aeiicteus, hapMakoauHaMuieckue aderTsl

Ben3zuaaMHH  ABNACTCH  HECTEPOMAHBLIM  MPOTHBOBOCHANMTENbLHBIM  [IpENapaToM,
NPUHAANEKHT K rpynne WHAazonoB. Oxa3biBaeT NPOTHBOBOCMANMTENBHOE W MeECTHOE
obeabonusarolee feiicTBue, o0NajaeT aHTUCENTHYECKUM AeiiCTBHEM NMPOTHE LIWPOKOro
CMEKTpPa MHKPOOPraHW3MoB. MexannaM nelcTBHs Npenapara cBsi3aH co ctabunuzauueii
KJIETOUHBIX MemOpaH W HHriuOHpOBaHHEM CHHTE3a NMPOCTarfaHAHHOB.

BensupamMuH okasbiBaeT aHTHOaKTEpHANbHOE U cnieUHHYeECKoe aHTUMHKpOOHOE AeiicTBHE
3a cueT OBICTPOro NPOHUKHOBEHHA Yepe3 MeMOpaHbl MHKPOOPraHU3MOB € NOCNENYIONHM
NOBPEXAEHHEM KIIETOUHBLIX CTPYKTYp, HapylueHueM MeTaloNMYecKHX MpOLEeccoB H
NH3NUCOM KIIETKH.

O6naaaet NpoTHBOrpHOKOBLIM AciicTBHeM B oTHoweHnn Candida albicans. BuizpiBaer
CTPYKTYpHble MOAMMDUKAUNM KIeTOUHOH CTeHKH rpuboB u uX meraGonuueckux ueteit,
TakuM 0Opa3oM MNpenaATCTBYET HX PENnpoAyKUWHM, YTO SBHNOCH OCHOBAHWEM Anf
npuMeHeHHs GeH3MAaMHHA NPH BOCNANMTELHLIX MPOLUECCaX B POTOROH NONOCTH, BKAKOYasR
MHOEKLHOHHYIO 3THOJNOTHIO.

5.2. ®apmakoKHHETHYECKIE CROICTRA

Abcopbuus

I1p1 MecTHOM NpHMeHeHHH npenapart xopotuo abcopbupyerca uepes cnu3McTbie 060N04KH
M MPOHWKAET B BOCNANCHHBIE TKaHH, OOHApYKMBAETC B MAa3Me KPOBH B KOJIMYECTSBE,
HEeJIOCTATOHHOM ANS NOJlyueHus cucteMHbiX 3dipexros.

DnuMHHAUMS

DKCKpeuns mfpenapata NpPOWCXOAHT B OCHOBHOM MOYKaMH, B BHAE HEAKTHBHHIX
MeTabOoMHTOB HAH MPOAYKTOB KOHBIOTALHH.

6. PAPMAIIEBTHYECKHE CBOHCTBA

6.1. Ilepeuenn BcnoMoraTeibHLIX BellECTB

JraHon 96 %

[nuuepon (rauuepux)



Mertunnaparugpokcubensoat

ApoMaTH3aTOp MEHTOJOBbI i

CaxapuH

Hartpus ruapokapbouar

{Tonucopbar 20

Kpacurens xunonurosbii sxentsiii 70 % (E 104)
Kpacurens cHHHi naTtentoBaHHblil V 85 % (E 131)

Bojaa ouMuieHHan

6.2. HecoBMecTHMOCTE

He npumenumo.

6.3. Cpok roasoctn (CpoK XpaHeHHns)

4 ropna.

6.4. Ocobbie MepbI NPeJOCTOPOAHOCTH NPH XPaHEHNH

He TPEGYET CrieuHanbHbIX YCJIOBHF{ XpaHCHHA.

6.5. XapaxTep n coaep:kanne nepBHYHOIl YNaKoBKH

[To 120 ma unu 240 mMn pacteopa Bo ¢iakone GecusetTHoro npo3payHoro crexna (tun III),
uan no 500 mMa pacTeopa Bo thrakoHe H3 NONHITHNEHA, YKYTIOPEHHOM fIONH3THAEHOBOH /
NMOJIMMPONUICHOBOH HABHHYHBAIOWEHCA KpBILIKOH ¢ BHYTpeHHeid npoknaakoit u3
noNn3THAEHa. YKyNopKa 3allHLieHa KOHTpoNneM mnepsoro BekpbiTHA. K dnakory
npHnaraercs CTaKaHYMK U3 MOMHMMPONKIIEHA, NMetoWRiH rpanyupoBky 15 u 30 mn.
daaxoH BMECTE € IpaAyHpOBaHHBIM CTaKaHYMKOM M3 MOJHIPONHAEHA M AHCTKOM-

BKRagsilueM NOMCUIAKT B KAPTOHHYH) MaYKYy.

6.6. Ocobbie MeEDLI MNPE€AOCTOPORHOCTH MPH YHHUTEXKEHHH HCNOABIOBAHHOIO
JEKAPCTBEHHOIQ npenapata HWJIH O0TX0A0B, NOAYSMEHHBLIX MNOCI¢ NPHMEHCHHA
JEKAPCTBEHHOro npenapara, M pyrie MaHHOYJAAHH C IpenapaToM

Het ocobbix TpeGoBamit k yTHIH3aUUH.



7. JEPXKATEJDb PETUCTPALIIHOHHOTO YAOCTOBEPEHHA

Hranua

Aanenae Kumnke Puynure Anskennnn ®panuecko A K.P.A.®. C.nLA.

Aziende Chimiche Riunite Angelini Francesco A.C.R.A.F. S.p.A., Viale Amelia 70, 00181,
Rome

7.1. IlpeacTaBnTenns AepAaTens PerucTPallHOHHOIO YAOCTOBEDEHNS

[IpeTen3nu notpebureneil HaMpPaBNATL Mo ajgpecy:

Poccuiickas dedepayun

000 «Anpxenunn Papma Pycy»

123001, Mocksa, Tpexnpyausiii nep., 4.9, crp. 2
Ten.: +7 (495) 933 3950

®dakc: +7 (495) 933 3951

e-mail: complaints@angelini.ru

Pecnybnuxa Kazaxcman

TOO «Registrarius»

050036, Anmatsl, Mxp. Manmeip-1, a. 29, k. 159
Ten.: +7727 313 12 07; +7 717 2727231

e-mail: pv.kz@biomapas.eu

Pecnyonura benapyce

Biomapas JSC

220116, r. MuHck, npocnekt [azetsi [1pasaa, 15-151
Ten.: +375 29 1071749

e-mail: pv.by@biomapas.com

Pecnybnura Aprenus

Biomapas JSC

0012, r. Epean, yn. Cyunykana 15/1, ks. 19
Ten.: +374 91 264695

e-mail: pv.am@biomapas.com

Kuipzoizckaa Pecnybnuka

Biomapas JSC

720001, buwkek, yn. Manaca, 47, kB, 84

Ten.: +996 557 907083

e-mail: pv.kg@biomapas.com



8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHHSA

9. JATA NEPBHYHOH  PECUCTPALMH  (MOATBEPKIEHUSI
PETUCTPALUH, MIEPEPETUCTPALIUHN)

Hara nepsoii peructpaumnm:

10. JATA HEPECMOTPA TEKCTA

Obwas xapakTepucTHKa JeKapcTBeHHOro npenapata Tantym Bepae poctynHa Ha
nHopMaunoHroM noprane EBpazniickoro s3KoHOMHYECKOro coio3a B HHGOPMaUMOHHO-

KOMMYHHKaLUHOHHo# ceTH «MHTepHeT http://eec.eacunion.org.

"
|
|
-
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MUH3IIOPAB POCCHH
190470

COrJACOBAHO
JIBCTOK-BKIAABILI — HH(OPMATIA- R FIRttHeHFA-

Tautrym® Bepae, 0,15 %, pacTBop /151 MECTHOTO NPUMEHeHHS]

HeiicTByltolee BeliecTBo: OeH3uAaAMHHA THAPOXIOPHA

l'lepen NnpuMeHEHHEM npenapaTta noJHocTbhbio npoqm‘ai‘rre JHCTOK-BRJIA/bIL,

NMOCKOJIBKY B HEM COAEPKATCH BAXKHBIEC AJ51 Bac cBegeHus.

Beerga npuMeHsiiTe npenapatr B TOYHOCTH € JHCTKOM-BKJIAAbILIEM WK
peKoMeHJallUAMH JIeyallero Bpaya, iy paboTHUKA anTekH.

CoxpanuTe nucrok-skraisil. Bo3moxHo, Bam notpebyercs npoYHTaTh ero
ele pas.

Ecnu Bam HyXHBI JOMOJIHUTENLHBIE CBEAEHHS WNH pEKOMEHJALHH,
obpaTuTeck K AeyalieMy Bpady UIH pabOTHHKY anTeKH.

Ecnn y Bac BO3HMKIN Kakue-nubo HexenaTenbHble peakiui, o0paTtuTeck K
nevaumleMy Bpady MWiH paGoTHuky antekd. JlaHHas peKoMeHAalus
pacnpocTpaHsercs Ha Jto6ble BO3MOXHBIE HEXeNaTeNnbHble peaklii, B TOM
yHcJe Ha He nepeyrciieHHbIe B pa3fene 4 TUCTKa-BKAaabilla.

Ecnu cocTosiHHe He yNydIIaeTCs WIH OHO YXyAulaeTcs, uepes 7 AHeil Bam

CllefiyeT oOpaTUThLCA K Bpayy.

COAEPXKAHHE JIHCTKA-BKJIAIBIHIA

1. Yto u3 ceba npesacraaset npenapat Tantym® Bepae u s 4€ro ero NpuMeHsIoT.

2. O yeM cieyeT 3HATh Nepejl NIpiMeHeHHeM npenapara Tantym® Bepie.

3. IlpuMeHerue npenaparta Tautym® Bepne.

4. Bo3MoXHEIE HeKeNaTeIbHbIE PEAKLHH.

5. Xpauenne npenapara Tautym® Bepae.

6. Co,uepmumoe YIHNAaKOBKH H ITPOYHE CBEICHHA.

1433549



1. YTO U3 CEBS NPEJACTABJISIET IPEITAPAT TAHTYM® BEPJE,
H JJ1A YEI'O ETO IIPUMEHAIOT

ITpenapar Tautym® Bepae comepxuT JeiicTByloliee BellecTBO GeH3uJaMHHA
THAPOXJIOPH, ABJAIOLHIICA HECTEPOUAHBIM IIPOTHBOBOCTIANIMTENILHBIM CPEICTBOM.
OKa3sblBaeT MPOTHBOBOCMAJIUTENEHOE W MecTHOe o0b6e3bonuBalollee AeicTBHE,
obnanaer aHTUOAaKTEpUANBHBIM, [POTHBOTPHOKOBEIM M  AHTHCENTHYECKHM
JecTBUEM.
IMokazaHus K NpHMEHEHH1O
[penapar Tautym® Bepae nokasan K NpUMEHEHHIO B3pOCALIM (B T.4. GOMBHEIM
MOXHUJIOrO BO3pacTa) U JeTAM ¢ 12 JeT B KauecTBe CHMIOTOMAaTHYeCckoil Tepanuu
GoneBoro CHHApOMa BOCTIAUTMTENBHEIX 3abosneBaHuii nomoctu pra u JIOP-opraHos
(pa3nuyHO 3THOJIOTHH):
- THHTHMBHT, TNIOCCHT, CTOMATHT (B T.4Y. MOCAE Iy4eBoil H XMMHOTEpanHHK);
- (hapHHIHUT, NTAPUHTHT, TOH3UJIHT;
- KaHAuAo3 cinu3ucToil oOoNoYKH mojocTH pTa (B cocTaBe KOMOMHHpOBaHHOI
Tepanuu);
- KanbKyJie3HOe BOCHANIeHHE CNIOHHEIX XKeles;
- MOC/l€ ONEPATHBHBIX BMEILATENLCTE W TPaBM (TOH3WUIIKTOMHUS, NEPENOMB
YEJIOCTH);
- TIocne NeYeHns U yaaneHus 3y0oB;
- NIApOJOHTO3.
[Ipy ¥HpEKUMOHHBIX K BOCTIANIHTENBHBIX 3a00eBaHUAX, TPeOYIOWNX CHCTEMHOTO
neyenus, Heobxoaumo npumenenue Tantym® Bepae B coctaBe koMGHHMpPOBAaHHOI
TeparuH.
Ecnu ynydlueHve He HacTynH/I0 B TedeHue 7 qHell miy Bel yyBcTBYyeTe yXYAlIEHUE,

HeobxoauMo oBpaTHThEC K Bpady.
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2. O YEM CIJUIEAYET 3HATLHINIEPE] INPUMEHEHHUEM
MPENAPATA TAHTYM® BEPIE
IIpoTHBONOKa3aHUA
He npumensiite npenapat Tantym® Bepae:
- ecnu y Bac anneprus Ha GeH3MaaMHHA THAPOXJIOpPHA MM MOOBIE OpyrHe
KOMIIOHEHTEHI Npenapara (nepeycieHHble B pa3aene 6 THCcTKa-BKIIaAbILa);
JleTH ¥ NMoApoCTKH
Mpenapar Tautym® Bepae He npeaHasHaueH Afs NpUMeHeHHs y AeTeii ao 12 ner.
Ocobnie yKkazaHHsi H Mepbl IPeI0CTOPOKHOCTH
Ilepen npumeHenueM mpenapata TantymM® Bepie NpoKOHCYNBTHPYHTECH C
AeyaliuM BpauoM HiH pabOTHHKOM anTeKH.
Y HEeKOTOpbIX NALMEHTOB f3BbI POTOTNOTKH MOryT OhITh Mpu3HakoM Oonee
cepbe3HbIX natonoruit. IloaToMy, ecnu cHMATOMBI MpogoKaioTes Ooniee Tpex
IHeH, NMpeKpaTUTe NpHEM Tpenapata U MPOKOHCYNLTHPYHTECh C BpayoM HIIH, B
ciyyae HeoOX0AHUMOCTH, CO CTOMATOJIOIOM.
B yacTHOCTH, coobiuTe BamemMy Bpauy:
- ecny y Bac anneprus Ha aneTHNCaNnHLUNOBYI0 KHCAOTY WM [pyrue
NpPOTHBOBOCHANHUTENLHEIE [penapaThl;
- ecnu y Bac ecTb gpixaTenpHBIE PacCTPOICTBA, TAKHE KaK acTMa.
[Ipumenenue npenapata Tantym® Bepae, ocofeHHO ANHMTENBHOE, MOXET CTaTh
MpHYUHOMH MOBBIIIEHHON YyBCTBUTEIBHOCTH (JINIEpruuyecKux peakuuii) (cM. pa3aen
4 «Bo3MmoxHBle HeXenaTelbHblE peakLuu»). B TakoMm cmyuae, npekpaTHTe
npuMeHeHHe U obpaTuTech K Bpauy.
Jpyrue npenapatsl H npenapat Tautym® Bepnae
CoobiuuTe nevaiiieMy Bpavy HIH pabOTHHKY anTekd O TOM, 4To Bel mpuMeHseTe,
HEJaBHO TMpPHUMEHAIH WAM MOXETe HayaTh MPUMEHATh Kakue-nubo [Apyrue
npemnaparsl.
Hccnenopanuil B3aMMOAEHCTBUA C APYTHMH JNEeKapcTBEHHBIMH MpenaparaMy He

IpoOBOOUIIOCE,



BepeMeHHOCTH H rpyAHOE BCKAPMJINBaHHE

Ecnu Bbl GepeMeHHB MM KOPMUTE Ipyablo, AymaeTe, YyTo 3abepeMeHeny, Win
nnaHdpyete GepeMeHHOCTh, Mepell HayajJoM IpHMEHEHHS JAaHHOro [penapara
MPOKOHCY/IBETHPYHTECH C JIEYALUM BpayoM HIH pabOTHUKOM anTeKH.

ITpenapar Taurym® Bepae He cnenyet npuMeHATs Mpy 6€PEMEHHOCTH U B NEPHOJ
rpyAHOro BCKapMJIHBaHHSI.

YnpagijieHHe TPaHCHOPTHLIMH CPEACTBAMH K padoTa ¢ MEXaHH3IMAMH
I[Ipenapar Tautym® Bepme He oKa3blBaeT BIMSHHA Ha CMOCOBHOCTL YMpPaBAThH
TpaHCNOPTHBIMU CPEACTBAMHU H paboTaTh ¢ MEXaHHW3MaMH.

Ipenapat Tantym® Bepae cogepaxut

Ipenapatr TasTym®

Bepae comepwut MmeTHNnaparuipokcuGeH30ar, KOTOphiii
MO3JKET BBI3LIBATh AlUIEpruyeckue peakury (B TOM YHCTE OTCPOYEHHBIE).

IMpenapar Tautym® Bepae comepxut 3tanon (B ogHoil nose mpemaparta (15 mi)
cogepxutes 1,2 r 96% cnupra), 4To cleayeT YUHTHIBATE:

- ecnu Bl 3aHHMaeTech CIOPTOM: TMPH HCIIONB30BAHUH MPENapaToB, COAePKALIUX
3TAHON, pe3yNbTaThl AaHTUIOMUHIOBRIX IMpo® Ha MpefenbHo JONycTUMOE
collep)kaHHe 3TaHONa B KPOBH COrJaCHO HOPMAaM, YCTaHOBIEHHBEIM HEKOTOPBIMH

CITIOPTHBHBIMH (be,uepaunﬂmn, MOTYT OKa3aTbCA MOJOKUTEIBHBIMH.

- ecqi Brl BoguTenb, ynpaanmoumi‘i TPaHCIIOPTHBIM CPCACTBOM.

3. IPUMEHEHMUE ITIPEIIAPATA TAHTYM® BEPJIE
Bceraa npumensiite ripenapar B MOJHOM COOTBETCTBHH C JIMCTKOM-BKJIaJBIIEM
WM C pEKOMEHIAUHAMH fedallero Bpaya, WiH padoTHHKa anteku. IIpu nossneHnu
COMHEHHI MOCOBETYHTECH C JIEHaLHM BpauyoM HIIH pabOTHUKOM anTeKH.
PexomeHayemas 103a
B3pocneie (8 m.u. 6onvhsie nosycunozo eospacma) u demi ¢ 12 nem
Ana nonockaHua ropna HMIH MOJOCTH pPTa HCMOAB3YIT Mo 15 MA npenapara
(MepHBIH CTakaH4YHK npuiaraeTcs) 2—3 pasa B J€Hb.
He pexkomeHnayeTcs npeBLIIATh YKa3aHHBIE 0361, HE MMPOKOHCYIBTHPOBABIINCEH C

BpauOM.



Cnocob npuMeHeHHsn

MecTHo, mocine easl.

[Tocne monockaHus pacTBOp HEOOXOAHMO BBIILUTIOHYTh. EciM npH nNpUMeHEHHH
Hepa3BeJEHHOr0 pacTBopa BO3HHKAET OULYLUEHHE MHOKEHHs, pacTBOp CIEAYeET

Pa3BECTH.

PaafasneHne Bogoi

Wcneneaoeanve 8 \ 30 mn
Hepa3basneHHoM Buge
\\‘ 15 mn

__/

1} Haneiilte B MepHBlt crakaHuuk 15 ma pactBopa TanTym

® Bepne (mns

HCTNONB30BaHKA B Hepa3baBneHHOM BHJE).

2) [dnsa nonayueHus pazbaBfeHHOrO pacTBOpa B MEPHBIH ctakaHyHK ¢ 15 MA pacTBopa
Tantym® Bepae Haneiite Bogy A0 AOCTHXKEHHA OTMETKH 30 M.

3) Ilpononoiuute poT (He raoTaiite).

IIpoao/kMTEIbHOCTH Tepanmuu

ITpoaomKHTENbHOCTE JIEUEHHUs He IOJDKHA NPEeBbIATh 7 JHE.

Ecan Bel npumennau npenapata Tantym® Bepae 6oabine, yem cienosalio
Ecnn Bol npeBBIicHIN A03Y Npenaparta WK cly4aiHo NporjoTHIH erc B GonewoM
KonuyecTBe, 0OpaTHTech 3a KOHCYNbTalMel K Bpayy UIIH pabOTHUKY anTeKH.

Ecnu Boi 3266111 npamenuTts npenapat Tautym® Bepae

He npuuuMaiiTe AB0IHYIO 003y, 4TOGLI KOMIIEHCHPOBATEL BBECHHUE MPONYLIEHHOM
AO3BL.

Tlpy Hanuyuu BOMpOCOB M0 NMPHMEHEHHIO Ipenapara, obpaTHUTECh K JeyalleMmy

Bpayvy HIH pabOTHHKY alTekH.

4. BOSMOXHBIE HEXKEJIATEJIBHBIE PEAKLTUH
[Tono6Ho BceM nexapcTBeHHBIM npemnapatam TanTymM® Bepie MOXeET BBIBIBAaTh

HEWKEaTe/bHBIC peaKIHH, OJHAKO OHH BO3HHKAIOT HE Y BCCX.
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IIpekpatuTe NpUMeHeHHUE MpenapaTa U HeMeaneHHo ofpaTuTech 3a MEAULIMHCKOM
NOMOLIBIO, ecni y Bac mnosBunuch creAylollle cepbe3Hble HeXenaTelbHbIe
peakuuu:

Peako (MoryT Bo3HHKaTh He Honee yeM y 1 uenoseka u3 1 000}):

- peaxLiy rHNepyyBCTBHTENBLHOCTH (aJUlepriyecKkas peakuus).

QOueHsb peaxo (MoryT Bo3HUKaTh He 6onee yeM y 1 uenoseka u3 10 000):

- JIapMHrocnasM (3aTpyAHEHHE JbIXaKHs);

- aHrHOHEeBpOTHYeCKUH oOTeKk (BHe3anmHbli OTEK pTa/ropAa M CIM3UCTHIX
000504€eK, BRI3BIBAIOUIUI 3aTpYAHEHHOE ITIOTAHKUE H/HN AbIXaHHUE).

YacToTa Hew3BecTHA (Ha OCHOBAHHMH HMEIOIIUXCSA JaHHBIX OLEHUTh HEBO3MOXKHO):
- aHauUnakTHYECKNE peakUuH (TAXKeITbIe alIeprudecKue peaklun).

JpyruMH BO3MOXHBIMH HEXXENAaTEIbHBIMH PEaKUHAMH ABJIAIOTCS:

HeuacTo (MOryT BO3HUKATh He Oonee yueM y | dyenoseka u3 100):

- thotoceHcubunu3anusa (UyBCTBHTENBEHOCTH KOXH K CBETY).

Peaxo (MoryT BO3HHKaTh He Bornee yeM y 1 yenoseka u3 1 000):

- CYXOCTB BO PTY, %OKEHHE B POTOBOi1 MONOCTH, KOXKHas ChIMb, KOXHEIH 3ya.
YacToTa HEH3BECTHa (HAa OCHOBaHHM UMEIOLIHXCA JAHHBIX OLEHUTh HEBO3MOXHO):

-  YYBCTBO OHEMEHHA B pOTOBOﬁ MOJIOCTH.

Coobmenne 0 HesKeNaTeIbHBIX peaKIHAX

Ecnu y Bac  BO3HHKawT  Kakve-nubGo  HekenaTenbHble  peakliuH,
NPOKOHCYNBTHUPYIiTECH C BpauoM MK pabOTHHKOM anTekH. JJaHHas pexoMeHHauus
pacnpocTpaHseTcs Ha JoOble BO3MOXHBIE HeXKeNaTelbHble peakly, B TOM HHCHe
Ha He NepedyHCNeHHble B NHCTKe-BKJaibllie. Bel Taike Moxere coobliuTh O
HEXXENNaTeMBHBIX peakuuax HarpaMmyio (cM. Huxe). Cooblias 0 HexenarenbHBIX
peakuusx, Bel noMoraete noiyunts 6onblie ceeieHuii o Ge3onacHOCTH npenapara.

Poccuiickas ®enepauns

degepansHai cmyx6a no Haa3opy B chepe 3apaBooxpaneHus (PocsapaBHaasop)
Anpec: 109074, r. Mocksa, CnaBsHcKas mioiajp, 5. 4, c1p. 1
Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30



AnekTporHas noyrta: pharm@roszdravnadzor.gov.ru

Caiit: https://roszdravnadzor.gov.ru/

Pecny6anka Kasaxctan

I'PIT na IBX «HartinoHanbHblit LEHTP 3KCMEPTH3bI IEKAPCTBEHHBIX CPEACTB H
MeIULHHCKUX uzaenuity Komurera MeguIMHCKOr0 H (papMaLieBTHYECKOTO
KoHTpoJist MuHucTepcTsa 3apaBooxpaHenus Pecnybnukn Kasaxcrau

Appec: 010000, r.Hyp-Cyaran, yn. A.MmanoBa, 13

Ten.: +7 (7172) 78-98-28

OnektpoHHas noura: pdlc@dari.kz

Caiit: https://www.ndda.kz/

Pecnybnuka benapych

Pecny6ankanckoe ynutapHoe npeanpuatue «LleHTp axcnepTs M UcnsITaHUit B
3APaBOOXPaHEHHK»

Anpec: 220037, r.MuHck, nep. ToBaputieckuit, n.2a

Ten.: +375 17 299-55-44

Pakc: +375 17 299-53-58

OnexkTpoHHasa nouta: repl@rceth.by

CaiiT: https://www.rceth.by/

Pecnybnuka ApMeHHA

«HayuHBI# HEHTpP 3KCMEPTU3k! JIEKAPCTB 1 MEAULIMHCKHUX TEXHONOTHHA UM,
Akagemuka 3.IabpuenaHanAO3T

Anpec: 0051, r.Epesan, np.Komutaca, 1.49/4

Ten. (+374 10) 20-05-05, (+374 96) 22-05-05

OnexTpoHHas noura: vigilance@pharm.am

Caiir: http://www.pharm.am/

Koiproisckas Pecnybnuxa

JlernapTaMeHT JIEKAPCTBEHHBIX CPEACTB ¥ MEAHLIMHCKHX U3ACNHH NpH
Munuctepctse 3apaBooxpaHeHusa Keipreizckoil pecriybauku

Anpec: 720044, r bumikek, ya. 3-a nuHud, 1.25

Ten.: 0800 800-26-26



OnexktpoHHas nouta: dlomt@pharm.kg

Caiit: http://www.pharm.kg/

5. XPAHEHUE IIPETNTAPATA TAHTYM® BEPJE
XpaHHTe npenapar B HEAOCTYNHOM AJiA pebeHka MecTe Tak, 4ToObI pebeHOK He MOr
€ro yBHAETE.
He npumensiite npenapar nocie KCTeyeHHs cpoka roAHOCTH (Cpoka XpaHeHHs),
yKa3aHHOrO Ha KapToHHO# mayke W ¢nakoHe nocne HAANHCH «['oeH Jo:».
Haroii HecTedeHHs cpoka FOAHOCTH ABNIAETCA NOCAeIHUH JeHb YKa3aHHOro Mecsia.
Ilpenapar He TpeGyeT cnenHanbHbIX YCIOBUH XpaHEHHS.
He seibpachiBaiiTe npenapat B KaHaNM3alUuo0. YTouHUTe Y paboTHHKA anTekH, Kak
clegyeT YTUAM3HpPOBaTh (YHHYTOXKAaTh) TMpenapar, KOTopelid Oonbe He

notpebyroTes. 3T MEpbl MO3BOJIAT 3aIKUTHTE OKPYKAIOIIYIO Cpefdy.

6. COAEPXKUMOE YITAKOBKH 1 HPOUYHUE CBEJEHHA
[Mpenapat Tautym® Bepae copepiur:
JelicTByromuM BellecTBOM ABnsAeTCa OeH3uaaM1Ha THAPOXIIOPHA,.
100 mn npenapara cogep:xar 0,15 r 6eH3nnaMiHa rHAPOXIIOPHAA.
ITpounMn wuHrpegueHTamy (BCIIOMOTaTenbHBIMH — BelleCTBAMH)  ABIIAIOTCH:
ata”Hos 96 %, rnuuepon (rMULEPHH), METUANAParHAPOKCHOEH30aT, apOMaTH3aTOP
MEHTOJOBBIH, caxaphH, Harpus rugpokapfonar, nonucopbar 20, kpacuTens
XHHoNUHOBBIH xenThlit 70 % (E 104), kpacutene cunuit nateHToBaHHbl V 85 %
(E 131), Boga ouniueHHas.
Buewnuii Bua npenapata Tantym® Bepae u conepxumoe ero ynakoBKH
PacTBop A5 MECTHOIO MPUMEHEHHS.
[lpo3paunas :HAKOCTE 3€JICHOTO LIBETA C XapaKTepPHBIM 3allaXxOM MSATHL.
ITo 120 mn nnu 240 mn pactBopa Bo (iakoHe GecLIBETHOrO NMpO3pavHOro CTekia
(tun 1II), unu no 500 mMn pacteopa Bo yakoHe W3 MOJNUITHIEHA, YKYIIOPEHHOM
MOJUITH/ICHOBOH / MOAMNPONMUIEHOBOR HaBUHYMBAOILIEHCS KpBIIKOH ¢

BHYTpEHHEHl MPOKAaAKoil M3 MOMMITHIEHA. YKyNopKka 3alliilleHa KOHTPOAEM

8



nepsBoro BCKpbITHA. K ¢nakoHy npunaraercs cTaKaH4YMK W3 I[OJHIPOIHIIEHA,
UMeroLUi rpaayuposky 15 u 30 mn.

drraKoH BMECTE € rpaJyHpOBaHHBIM CTAKAHYMKOM U3 [TOJHIIPONHIEHA H THCTKOM-
BKJIAABIIIEM MOMEINAIOT B KAPTOHHYIO NavKy.

HepKaTeib pericTPALHOHHOTO Y0CTOBePeHHsI

Asnenne Kumuke Puynure Amxennnu ®@panuecko A.K.P.A.@. C.n.A., Utanus
Aziende Chimiche Riunite Angelini Francesco A.C.R.A.F. S.p.A., Viale Amelia 70,
00181, Rome, Italy

IIpousBoaurtennb

Asuennie Kumike Puynute Anxenunu ®@panuecko A K. P.A.®. C.n.A., Uranua
Aziende Chimiche Riunite Angelini Francesco A.C.R.A.F. S.p.A., Via Vecchia del
Pinocchio, 22, 60100, Italy

Bee npeTeHsMH noTpebuTeseii cjeqyeT HAMNpaBAAThL MNpeacTABUTENIO
JAeprKaTelisl perHcTPaLMOHHOI0 YA0CTOBepPeHHA:

Poccuiickaa Penepauus

000 «Anmxennau @apma Pyc»

123001, r. Mockea, nep. Tpexmnpyasslii, 1.9, cTp.2
Ten: + 7 (495) 933 3950

daxc: +7 (495) 933 3951

e-mail: complaints@angelini.ru

Pecnybiauka Kazaxctan

TOO «Registrarius»

050036, AnMatel, Mkp. Mameip-1, a. 29, kB. 159
Ten.: +7 727 313 1207, +7 717 272 72 31
e-mail: pv.kz@biomapas.eu

Pecnybauxa benapych

Biomapas JSC
220116, r. MuHck, npocnekt I'azetel Ilpabaa, 15-151
Ten.: +375 29 1071749

e-mail: pv.by@biomapas.com
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Pecniybiuka ApMeHUs

Biomapas JSC

0012, r.EpesaH, yn. Cynayksna 15/1, xB. 19
Ten.: +374 91 264695

e-mail: pv.am@biomapas.com

Kbipreizckas Pecnybnuka

Biomapas JSC
720001, buwkek, yn. Maunaca, 47, ks. 84
Ten.: +996 557 907083

e-mail: pv.kg@biomapas.com

JIMCTOK-BKAAAbILI NnepecMOTPEH

Ipoune HecTOUHHKH MHDOPMALIHH

IToxpobsble ceefleHHs O JieKapCTBEHHOM IIpenapare cojepxarcs Ha BeO-caiTe

Cotoza: hitp://eec.eaeunion.org.
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