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OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Tautym Bepne ®opre, 0,51 mr/ago3a, cipei 1u1st MECTHOTO IPUMEHEHHS! I03UPOBAHHBIH

2. KAYECTBEHHBI U KOJTUYECTBEHHBI COCTAB

JlelicTByrolee BeecTBo: OeH3uaaMHa THPOXIOPHUIL.

1 no3a npenapara conepkut 0,51 Mr 6eH3ugamuHa rupoOXIOpUaA.

BcnomorarensHeie BCHICCTBA, HAJIUYHUEC KOTOPBIX HAAO0 YYUTBIBATH B COCTaBEC
JIEKapCTBEHHOTO Mpernapara: MeTuianaparuipokcudensoar, sranoa 96% (cm. pasaen 4.4).

[Tonublil nepevyeHb BCIOMOTraTEIbHBIX BELECTB IPUBE/ICH B pasjene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Cripeit u1st MECTHOTO IPUMEHEHUS 103UPOBAHHBIH.

BCCI_I,BCTHaﬂ npo3pavyHas JXUAKOCTb C XapaKTCPHBIM 3aI1aXOM MATBI.

4. KIMHUYECKHUE JAHHBIE

4.1. [Toka3zaHusi K NPUMEHEHHIO

[Ipenapar Tautym Bepne ®opre mnokazaH K HNPUMEHEHHUIO B3pOCIBIM B KauyecTBE
CUMIITOMATHYECKON Tepanuu 001€BOro CHHPOMA BOCIIAJIUTEIbHBIX 3a001€BaHUH IOJIOCTH
pra u JIOP-opranos (pa3inuyuHoOi THOJIOTUN):

- TUHTUBUT, TJIOCCUT, CTOMATHUT (B T.4. ITOCJIE JTy4E€BOU U XUMHUOTEPAIUHU);

- (hapUHIUT, JJAPUHTUT, TOH3WLIUT;

- KaHJIUJ103 CIU3UCTON 000I0UYKHU MOJIOCTH PTa (B COCTaBE KOMOMHUPOBAHHON TEPAINIUH);

- KaJIbKYJIE3HOE BOCIAJICHUE CIIIOHHBIX JKEJIE3;

- 10CJI€ ONEPATUBHBIX BMEUIATENILCTB U TPABM (TOH3WLIIKTOMUS, IEPEIIOMBI YEITIOCTH);

- TI0CJIE JICUEHUS U YAalleHUs 3y00B;

- IapOJIOHTO3.

IIpy uHOEKUMOHHBIX M BOCHAIMTEIBHBIX 3a00J€BaHUAX, TPEOYIOMIUX CHCTEMHOIO
nedeHus1, Heobxoaumo npumenenue Tantym Bepae ®opre B coctaBe KOMOMHUPOBAHHOM

Teparnuu.



COOTBETCTBYET 3KCNEPTHOMY OTHETY
ot 14.06.2023 N2 11001
(MOCNEOOBATENEHOCTE 0003)

4.2. PesxuMm 103MPOBAHHS U €11OCO0 NPUMEHEeHHUs!

PexxuMm no3upoBanus

B3pocnvie
Haznauarot no 2-4 no3s1 2-6 pa3 B 1eHb.
eTu
beszonacnocts u a¢dextuBnocts Tantym Bepne @opre y nereit B Bo3pacte 10 18 ser He
YyCTaHOBJIEHbI. JlaHHBIE OTCYTCTBYIOT.

Cnocob npuMeHeHus

MectHo, noce eapl. OaHa 103a (01HO BIpbIckuBaHue) cooTBeTcTBYET 0,51 Mr OeH3ugaMuHa.
Jlnst ucnosib30BaHus crpest MOJHUMUTE KaHIOJI0, BBEIUTE €€ B MIOJIOCTh PTA U HAIIPaBLTE B
00J1aCcTh BOCTIAJIEHUS; HAXKMUTE HA KOJIITAYOK (OTMEYEHO CTPEJIKOM).

Buumanue: nepej nepBbIM INPUMEHEHMEM HEOOXOJMMO HECKOJILKO pa3 HaxaTh Ha

KOJIMAa4YOK [J11 aKTUBALIUU PACIIBUTUTCIIA.

4.3. I[IporuBonokazanus

L4 FHHCp‘—IyBCTBHTCﬂbHOCTb K 6CH3HILaMI/lHa rUAPOXJIOpUAY HIIH K J'l}060My H3

BCIIOMOTIaTEIbHBIX BEILECTB, IEPEYUCIICHHBIX B pa3zaeine 6.1.

4.4. OcoOble yKa3aHUsl H MepPbl PeI0OCTOPOKHOCTH NIPH NPUMEHEHUH

JlnurenbHOe NPUMEHEHME MOXKET BbI3BaThb MNMOBBILICHHYIO UYYBCTBHTEIBHOCTb. B 2TOM
cllydae cielyeT PeKpaTUTh IPUEM Ipernapara.

Y HEKOTOpBbIX MALMEHTOB SI3BbI B IOpJIe M MOJIOCTH PTa MOTYT OBITH MpU3HAKOM Ooiee
cepbe3HbIX mnaronoruid. Ecium cuMnTombel He NpoxoasT B TedyeHue Oonee 3 aHEl,
HEO0XO0MMO IPOKOHCYIbTUPOBATHCS C BPAYOM.

[Ipumenenne OeH3ugaMMHA HE  PEKOMEHIYETCS  IAUMEHTaM C  IOBBIILICHHON
YyBCTBUTEJILHOCTBIO K ALETUICAIULUIOBON KHUCIOTE€ WM JPYTUM HECTEPOHHBIM
IPOTHUBOBOCIAIUTEIbHBIM CPEJICTBAM.

[Ipenapar Tanutym Bepne ®opre cieayer ¢ OCTOPOKHOCTBIO IPUMEHSTH JIHIAM,
NEpEeHECIIMM OpOHXHAIbHYI0 aCTMy, TaK KakK Yy JaHHBIX [ALUMEHTOB €CTh PHUCK
BO3HUKHOBEHUsI OpOHXOCIa3Ma.

[Tpenapar Tantym Bepue @opre coaepkuT MeTUIINaparuipoKCuOeH30at, KOTOPbIH MOXKET

BBI3bIBATh AJUICPTUUCCKUEC PECAKIIUH (B TOM 4YHUCJIC OTCpO'-ICHHbIC).
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[Tpenapar Tantym Bepae @opre coaepkut HEOOIbIIOE KOIMYECTBO dTaHOMA (AIKOT0J1s),

menee yem 100 mr Ha 1 no3y.

4.5. B3aumojeiicTBie ¢ APYrHMH JIEKAPCTBEHHBIMH IpenapaTaMu M Jpyrue BHbI
B3aUMO/1eHiCTBUS
He ycraHoBieHO KIMHUYECKHM 3HAYUMOrO B3auMmojeicTBus npenapara Tantym Bepae

dopre ¢ ApyruMH JIEKAPCTBEHHBIMH CPECTBAMH.

4.6. PepTHIBLHOCTD, 0EPeMEHHOCTD H JIAKTALMSA
He pexomenayercs npumMeHeHHE Ipernapata BO BpeMs OEpEeMEHHOCTH U JIaKTallUuu

(rpyaHOro BCKapMJIMBaHUS) 110 PUYMHE HEJOCTATOYHOCTH KIIMHUYECKHUX IaHHBIX.

4.7. Biausinue Ha cOCOOHOCTH YNPABJATH TPAHCHOPTHLIMHU CPeACTBAMH H PadoTaTh
¢ MeXaHH3MaMH
[Ipenapar He oka3bIBaeT BIMSAHUSA HA COCOOHOCTH YIPABIATH ABTOTPAHCIIOPTOM U MHYIO

JIESATENIbHOCTD, TPEOYIOLLYIO MOBBIIIEHHOTO BHUMAHMUSL.

4.8. HexxennaTesibHbIe peaKUHHU

Pe3roMe HexenaTeIbHbIX peakiui

HesxenarenpHple peakiuy pacrpe/iesieHbl 0 CHCTEMHO-OPTaHHBIM KJIaccaM ¢ YKa3aHUEM
4aCTOThl UX BO3HUKHOBEHUS: o4eHb yacTo (= 1/10), wacro (= 1/100 u < 1/10), Hewacro
(= 1/1000 u < 1/100), peako (= 1/10 000 u < 1/1000), ouens peako (< 1/10 000), yactora

HEU3BECTHA (HA OCHOBAHUM UMEIOIIMXCS JAHHBIX OLIEHUTh HEBO3MOIKHO).

Cucmemno-opeannsiii kiacc (COK) Yacmoma 603HUKHOBEHUSA
Hapyienus co cTopoHsl Peoxo: peakuius runepuyBCTBUTEIbLHOCTH
UMMYHHOH CHCTEMBI Yacmoma neussecmua: anaUIAKTUYECKAsK peaKLIUs
Hapyienus co cTopoHsl Ouyendb pedxo: napuHrocnasM

IlblxaTCJIbHOI‘;I CHUCTEMBI, OPraHOB
IPYAHON KIIETKH U CPEIOCTEHUS

Kenynouno-kuueynbie HapymeHus | Peoko: CyXoCTb U AKEHUE BO PTY
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Cucmemno-opeannsiii kiacc (COK) Yacmoma 603HUKHOBEHUSA

Hapyiienust co CTOpOHbI KOXKU U Heuacmo: ¢orocencudbunmzanus

MOJIKOKHBIX TKaHEH Ouenb pedxko: aHTHOHEBPOTHUECKUH OTEK, 3Y/1,
KpanuBHUIA, KOJKHAS ChIITb

Coo011eHHEe 0 TTOA03PEBAEMBIX HEKEIATEIbHBIX PEAKILIMIX

BaxxHO co001aTh O MOJ03pEBAEMBIX HEKENATEIbHBIX PEAKLUAX I10CJIEe PEerucTpanuu
npernapara ¢ Lejdbl0  O0ECHEYEHHsT HEeNpPepbIBHOIO MOHUTOPUHIA COOTHOLIEHUS
«I10J1b3a — PUCK» JIEKAPCTBEHHOT O Ipernaparta. Me1MuuHCKUM pabOTHUKAM PEKOMEH1yeTCsl
coodmwarh 0 JOOBIX MOJ03PEBAEMBIX HEKEIATEIbHBIX PEAKLHUsAX JIEKAPCTBEHHOIO
nperapara 4epe3 HAlMOHAJIbHBIE CHUCTEMbl COOOIICHUS O HEKENATEIbHBIX PEaKIMsIX
rocy1apcTB — wieHoB EBpa3zuiickoro 5K0OHOMHU4ECKOro COK03a.

Poccuiickas @eneparus

Anpec: 109012, r. Mocksa, CinaBsiHcKas riomans, i. 4, crp. 1

®denepanbHas cinyx0a o Haj3opy B chepe 3apaBooxpanenus (Poczapasuanzop)

Ten.: +7 (499) 578-06-70, +7 (499) 578-02-20

e-mail: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3upoBka

B nacrosimiee Bpems o ciydasx nepeno3upoBku npenapata Tantym Beppe ®opre ne
€o0011aI0Ch.

CumnTombl

Ilpuy npumenenun mnpenapara B COOTBETCTBUHM C HHCTPYKLMEH II0 HPUMEHEHHUIO
nepeao3upoBKa ManoBepositHa. [Ipu ciayuyaiiHOM nporjaTbIBaHUU Ipenapara BO3MOKHBI
CJIE1yIOIIHE CUMIITOMBI: PBOTA, CIIa3Mbl B JKUBOTE, OECIIOKOMCTBO, CTpax, raJlIIOLMHALIMH,
CyJIOpOT'H, aTaKCus, INXOPa/iKa, TaXUKapAus, yTHETCHUE JbIXaHHUS.

Jleuenue

CUMNTOMaTHYECKOE; OYUUCTUTH JKEIYJOK, BBbI3BAaB PBOTY WM IPOMBITH JKEIYAOK,
UCIOJB3YS JKEIYJOUHbIH 30HA (oA HAOMIOAEHMEM Bpaua); 00eCHeuuTb MEIMLHMHCKOE
HaOII0IeHUE, MO/ICPKUBAIONIYI0 TEpanuid M HEOOXOAUMYIO THApaTanuio. AHTUAOT

HCU3BCCTCH.
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5. PAPMAKOJIOT'MYECKHUE CBOMCTBA

5.1. ®apmakoaHHAMHYEeCKHe CBOiicTBA

®dapmakorepaneBruyeckas rpynna: [Ipenapatel, npumensemslie B cromaronoruu. pyrue
npenaparsl 1715 MECTHOTO JIEUEHHs! 3a001€BaHUH MTOJIOCTH pTa.

Kox ATX: AO1ADO2.

MexanusM aencteus, hapmakoarnHamuueckue d3bhdexThl

bensunamMuH  sBISETCS  HECTEPOUAHBIM  IPOTUBOBOCHAJIMTENIBHBIM  IPENapaToM,
NPUHAUICKUT K rpymnne MHAa30i10B. OKa3blBa€T NMPOTUBOBOCHAIUTEILHOE M MECTHOE
obe3bonuBaroniee aeicTBue, 00/1aaeT aHTUCENTUYECKUM JAEHCTBUEM MPOTUB IIMPOKOTO
CHEKTpa MUKpPOOPraHu3MoB. MexaHu3M JeHCTBUs IpenapaTa CBs3aH CO cTaOmin3anuei
KJIETOYHBIX MEMOpaH U UHTMOMPOBAHUEM CHHTE3a IPOCTArJIaHIuHOB.

bensunamun okasbiBaeT aHTHOAKTEpUAIbHOE U ClIEHU(PUIECKOE aHTUMUKPOOHOE JeiicTBUE
3a cueT OBICTPOro MPOHUKHOBEHUS Yepe3 MEMOpaHbl MUKPOOPTraHU3MOB € MOCIEAYIOIIUM
NOBPEKJACHUEM KIIETOUHBIX CTPYKTYp, HapyLIEHHEM METabO0IMYEeCKHX NpPOLECCOB HU
JIU3UCOM KIIETKH.

Obnanaer npoTuBorpuOKOBbIM JeiicTBUeM B otHoumeHuu Candida albicans. Bui3biBaet
CTPYKTYpHbIE MOAM(DUKALMU KJIETOYHON CTEHKHU IPUOOB U UX METaOOIMUYECKUX LENei,
TakUM O00pa3oM NpPEnsTCTBYET MX PENpOAyKLHH, 4YTO SBUJIOCH OCHOBAHMEM JUIS
npUMEHEeHUs: OEH3UuIaMIHA IIPU BOCTIAIIMTEIbHBIX IPOLECCAX B POTOBOI OJIOCTH, BKIIIOYAs
MH(PEKUHOHHYIO dTHOJIOTHUIO.

Kiunaunueckas 23 heKTHBHOCTE U 0€30I1aCHOCTD

B paniomMu3upoBaHHOM KIMHHYECKOM HMCCIEIOBAHUM C aKTUBHBIM KOHTposieM y 78 %
NAIUEHTOB ¢ OCTPOH 00IIBIO0 yMEHbIIEHHE 00T B ropie Haba0 a10ch yepe3 | MUH nocie
nepBoro npuMmenenus npenapara Tantym Bepae @opre (4 BnpeickuBaHus), 4yepe3 2 MUH
ymeHblieHue 6omnu Hadmonanocs y 91 % nauuenros. [Ipumepno uepes 15 mun nocie
NPUMEHEHUS 3HAYUTEIbHOE 00IerueHue 6011 HabJI04aJ1I0Ch TPUMEPHO Y 75 % naiueHToB.
O6e360nuBanue 1mnock 10 4 yacos. Taxke Ha0MI0AAI0Ch YMEHbILIEHUE 3aTPY/IHEHUS [IPH
IJIOTAHUUM M OLIyHIeHHMsl oTeka. B uccnenoBanuu ObUl MOATBEPHKIECH OJ1aronpusiTHLIN

npoduib 6e30nacHOCTH OeH3UaMUHA.
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5.2. apmakokHMHeTHYECKHE CBOICTBA

AOcopOuus

[Ipu MmecTHOM IPUMEHEHUH MTpenapart XopoIo abcopoupyercs uepes CIU3UCTbIE 000I0UKU

U IIPOHHUKACT B BOCHAJICHHBIC TKAHH, 06Hapy)KPlBaCTCﬂ B IU1Ia3MC KPOBHU B KOJIHMYCCTBEC,

HEJI0CTATOYHOM ISl TTOJIy4EHHUsI CUCTEMHBIX d(PEeKTOB.

DIIMMHUHALHS

DKCKpenusi Mmpernapara IMPOUCXOAUT B OCHOBHOM IIOYKAMM, B BHJI€ HEAKTUBHBIX

METabOJIMTOB HIIH INPOAYKTOB KOHBIOTAllUH.

6. PAPMAIIEBTUYMECKHE CBOMCTBA
6.1. Ilepeyens BcnoMoraTe/ibHbIX BelleCTB
Oranon 96 %

['munepon

Makporona rimuepuiIrupoKcucTeapaT
ApoMaTu3aTtop MEHTOJIOBbIN (BKycOBasi J0OaBKa)
Merunnaparuapokcudensoar

Hatpus caxapunar

Bopa ouuniiennas

6.2. HecoBMeCcTHMOCTD

He npumenumo.

6.3. Cpok roaHocTH (CpoK XpaHeHus)

4 rona.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NIPH XPAHEHHH

He tpebyer cniennanbHbIX YCIOBUNH XpaHEHUS.

6.5. Xapaxkrep H coaep:kaHHe NePpBUHYHON YIIAKOBKH

[To 15 mn (88 103) pacTBopa BO (hj1akOHE M3 MOJIMITUIIEHA BBICOKOH IUIOTHOCTH O€oro

[[BETA, CHA0’KEHHOM IOMIIOH U HAKMUMHBIM YCTPOHCTBOM CO CKJIAIbIBAIOIICHCS KaHIONCH.

|l pnakoH BMECTE C TUCTKOM-BKJIA/BILIEM [TOMEIIEHB] B KAPTOHHYIO MAYKY.
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6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH IPH YHUYTONKEHHH MCIOJIbL30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIH OTXO0JA0B, IOJYYEHHBIX I0C/Ie MpPHUMEeHEeHHUs!
JIEKAPCTBEHHOI0 Npenapara, u Apyrue MaHuMmyJsiliiy ¢ NpenapaTom

Oco0bie TpeOoBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHIMOHHOI'O YIOCTOBEPEHUS

Wranus

Asuenne Kumuke Puynure Amxennnu ®@panuecko A.K.P.A.®. C.n.A.

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

Rome

7.1. IlpeacraBuTeib iepKaTe/isi perHCTPALHOHHOIO YI0CTOBEPEeHUs!

[IpeTeH3uu 1oTpedUTENEN HAIIPABIISITE O aJIpeCy:

Poccuiickas @enepanus

000 «Anmxennnu @apma Pyc»

123001, Mocksa, Tpexnpyausiii nep., 1.9, ctp. 2
Ten.: +7 (495) 933 3950

®axc: +7 (495) 933 3951

e-mail: complaints@angelini.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHHUS
JITI-Ne(000806)-(PT-RU)

9. JATA NEPBUYHOM PEI'’MICTPALIUHA (IIOATBEPKJAEHUS
PEI'’MCTPALIUU, IEPEPEI'MCTPALIUN)

Jara nepBoii peructpauuu: 19 mas 2022 r.

10. JATA IEPECMOTPA TEKCTA

OO1as xapakTepucTuKa JiekapcTBeHHOro npenapara Tantym Bepae ®@opre noctynna Ha
uH(popmamoHHoM nopraie EBpa3uiickoro 5KOHOMHYECKOro COK03a B HH(OPMALMOHHO-

KOMMYHHKaLIMOHHO# cetn «HTepHeT» http://eec.eacunion.org.
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Tantym®™ Bepae ®opre, 0,51 Mr/103a, crpeii JJisi MECTHOIO NPUMEHEHHS 103UPOBAHHbII

JlelicTByloliiee BelecTBO: OeH311aMHHa THIPOXIIOPUT

Hepeu IIPHMEHCHHEM lIpenapara noJIHOCTbIO HquHTaﬁTe JIMCTOK-BKJ/IA/1bll, IIOCKOJIBKY B

HEM COAepPKATCH Ba’KHbIC /1JId Bac cBenenus.

Bceerna npumensiiite npenapaTt B TOUHOCTH € TUCTKOM-BKJIA/IbIILIEM HIIM PEKOMEHAALUAMHU
JIe4aulero Bpaya, UM pabOTHUKA alTEKH.

CoxpanuTte TUCTOK-BKIabI. Bo3zMokHo, Bam notpebyercs npountars €ro euie pas.
Ecniu BaMm HyXHBI JONOJIHUTEIbHBIE CBEICHUS MM PEKOMEHJAIMHM, O0paTUTECh K
JedauieMy Bpady Wi pabOTHUKY alTEKH.

Ecnu y Bac Bo3HMKIM Kakue-TMOO HEKENATE/IbHBIE PEaKLMU, 0OpaTUTECh K JIeHalleMy
Bpauy WM paboTHMKY anteku. JlaHHas peKkoMeHJanusi pacnpOCTPaHSAETCs Ha J10Oble
BO3MOJKHBIE HEXKEJIaTeIbHbIE PEAKIMK, B TOM YMCIE Ha HE NEPEUYUCIICHHbIE B paszzaeie 4
JIUCTKA-BKJIA/IbIILIA.

Ecnu cocrosHue He yiydlnaercs WIM OHO yXyauiaercs, yepe3 7 aueil Bam cnenyer

00paTuThCs K Bpavy.

Cojepxanue JIHCTKA-BKJIA/IbIIIA

1. Yro u3 cebs npencrapiser npenapar Tantym™ Bepse dopte u 115 4ero ero NpUMEHSIOT.

2. O uem cieayeT 3HaTh nepe] npuMeHenreM npenapara Tantym® Bepne @opre.

3. lpumenenue npenapara Tantym™ Bepae dopre.

4. Bo3MOKHbIE HEKEATEIIbHbIC PEAKLIUHU.

5. Xpaunenue npenapara Tantym™ Bepae @opre.

6. CoaepKHUMO€ YIAaKOBKHU U ITPOYUE CBEICHHUS.

1. Yro u3 ceds npejacTassieT npenapar

Tautym® Bepse ®opre, u U151 4ero ero NPUMEHSIIOT

Ipenapar Tautym® Bepne ®opre comepur AeHCTBYIOIEE BEIIECTBO OEH3MIAMUHA

THJPOXJIOPU/L, KOTOPBIM OTHOCUTCS K TIpynne npenapatoB noj HasBanuem: «lIpenaparsi,

NpUMEHsieMble B cTomarosioruu. Jlpyrue mnpemapaTbl AJis MECTHOTO Ji€ueHHUs 3a0o0/eBaHUMN

nojoctu pra». Oka3bIBaeT NPOTUBOBOCHAIUTEILHOE U MECTHOE 00e3001uBaroliee JAeiHCTBUE,

obnanaer aHTUOAKTEpHAIbHBIM, IPOTUBOIPUOKOBBIM U AHTUCEIITUYECKUM JICHCTBUEM.

Ecnu ynyudmenue He HACTYNUiIO B TeUeHUe 7 JHEH NpUMEHEHUs npenapara uiau Bol yyBcTByeTe

yXYAUIEHHE, HEOOX0MMO 00OpaTUTHLCS K Bpavy.
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IToxa3zanus K npUMeHeHHIO

Ipenapar Tautym® Bepie ®opre nokasan K NPUMEHEHHUIO Y B3POCIBIX cTapiie 18 jieT B kauecTse
CUMITOMATHYECKON Teparnuu 001€BOro CHHAPOMA BOCHIAIIUTEILHBIX 3a001€BaHUI MTOJIOCTH PTa U
JIOP-opranos (pa3au4HON YTHOIOTHH):

- TUHTUBUT, TJIOCCUT, CTOMATHT (B T.4. IIOCJIE JIy4E€BON U XUMUOTEPAIIHH);

- (hapuHTHT, ITAPUHTUT, TOH3UILINT;

- KQH/IM103 CIM3UCTOM 000JI0UYKHU NOJIOCTH PTa (B COCTaBe KOMOMHUPOBAHHOM TEPANIUHU);

- KaJIbKYJIE3HOE BOCIAJICHUE CIIIOHHBIX JKEIE3;

- 110CJIE ONEPATHUBHBIX BMEILATEILCTB U TPABM (TOH3UIUIIKTOMHUS, IEPEIIOMBI YEIIOCTH);

- 1I0CJIE JICUEHUS U yJaJIeHUs 3y0O0B;

- MapOJIOHTO3.

IIpu MHQEKIMOHHBIX M BOCHAIUTENIBHBIX 3a00JI€BAHUSX, TPEOYIOIIHUX CHCTEMHOIO JIEUEHUS,
neobxoaumo npumenenne Tantym™ Bepae dopre B cocTaBe KOMOMHMPOBAHHOI Tepanuu.
Crpeii Tantym® Bepae ®opre 0c0GEHHO TOAXOAUT /s MALMEHTOB, HE CIOCOOHBIX MOJIOCKAT

poT.

2. O 4em cieayer 3HATH Iepe] INpPHMeHeHHeM Ipenapara
Tautym® Bepue ®opre
IIporuBonokazanus
He npumensiiite npenapar Tautym® Bepe ®@opre:
- ecnu y Bac anmneprus Ha OeH3uJaMHHA THAPOXJIOPUJ WM JIIOObIE JpYrHe KOMIIOHEHTbI
npernapara (IepeuruciaeHHbIe B pa3jene 6 JIMCTKa-BKIIA/IbIIA);
Oco0ble yka3zaHusi H Mepbl IIPe10CTOPOKHOCTH
[lepen npumenenuem npenapara Tantym® Beppe @opre NpOKOHCYJILTHPYHTECH C JI€UAIIMM
BpPauOM MM pabOTHUKOM aNTEKH.
VY HEKOTOPBIX NALMEHTOB S3Bbl B TOPJIE U ITOJIOCTU PTa MOT'YT ObITH IIPU3HAKOM 0O0JIEE CEPLEZHBIX
natonoruil. [loaTomy, eciiu cuMnTomel He TPOXOAAT OoJiee Tpex AHEH, IPOKOHCYIBTUPYHTECH €
BPAuOM.
B uwactHocTH, cooOuTe Bamemy Bpauy:
- ecii  y Bac  amneprus  Ha  QUETWICAIMUWIOBYIO  KHUCIOTY  WJIH  Jpyrue
NPOTUBOBOCHAIIMTEIbHBIC IIPENApaThl;
- ecnu y Bac ecTb abIxaTeabHbIe pacCTPOMCTBA, TAKUE KAaK acTMa.
[Ipumenenue npenapara Tautym® Bepae dopre, 0C0OEHHO JIUTENLHOE, MOKET CTATh IIPUUMHOI
NOBBIIICHHON 4YyBCTBUTEIBHOCTH (QUIepruueckux peakuuit) (cm. pasgen 4 «BoszmoxHbie

HeKeJlaTeNbHbIE peakuny). B Takom ciyyae, npekparure npuMeHeHue U o0paTuTech K Bpauy.
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JleTn u noApoCcTKH

He npumensiiite npenapar y aereit B Bozpacre 10 18 net Beneacrsue pucka HedHEKTUBHOCTH U
BepoATHOI Hebe3onacHocTH (Ge30nmacHoCTh U YPHEKTUBHOCTL NpUMeHeHHs npenapara Tantym™
Bepne ®opre y gereit B Bo3pacre 10 18 neT He yCTaHOBIIEHBI).

Jlpyrue npenaparbi u npenapat Tautym® Bepie ®opre

CooOure neuaiieMy Bpady Miau pabDOTHUKY anTeKH O TOM, 4TO Bbl mpumensiere, HeAaBHO
OPUMEHSIM  MIM  MOXKETE€  HayaTh  NPUMEHATh  Kakue-1ubo  JApyrue  npernaparsl.
BepeMeHHOCTH U IPy/IHOe BCKApMJIMBaHHe

Ecnu Bbl GepeMeHHBI MIIM KOPMUTE IPYAbIO, AyMaeTe, 4To 3a0epeMeHeNH, WIM IUIaHupyeTe
OepeMeHHOCTb, Iepe]l HauyajaoM IPUMEHEHHs [JaHHOrO Ipernapara MPOKOHCYIbTHPYHTECH ¢
JeYalMM BpadyoM WM pabOTHUKOM alTEKH.

Ipenapar Tantym” Bepae ®opre He cleayeT NPUMEHATh NpH OEPEMEHHOCTH M B MEPHOJ
IPYIHOrO BCKapMJIMBAHUSI.

YnpasiieHue TPAaHCHOPTHBIMH CPeJCTBAMH M padoTa ¢ MeXaHu3MaMH

Ipenapatr Tautym® Bepme @®opre He OKa3pIBaeT BJIMSHMS HAa CIIOCOOHOCTH YIIPABIATH
TPAHCIIOPTHBIMU CPEACTBAMU U padOTaTh C MEXaHU3MAMHU.

IIpenapar Tantym® Bepae ®opre cogepxur

[Ipenapar Tautym® Bepae @opre cOmepKUT METHINAPArUAPOKCHOEH30aT, KOTOPBIA MOXKET
BBI3bIBATH A/NIEPTUYECKUE PEAKLIUU (B TOM YHCIIE OTCPOYECHHBIE).

Ipenapar Tautym®™ Bepsie ®opre coaepkut HeGOMIBIIOE KOMMUYECTBO HTAHOA (AJKOTOJIs), MEHEE

yem 100 mr na 1 no3y.

3. llpumenenue npenapara Tantym® Bepue ®opre
Becerna npumensiite npenapar B IOJHOM COOTBETCTBMM C JIMCTKOM-BKJIQJBILIEM WIH C
PEKOMEHJAlMsAMM JIeHalllero Bpada, WM paboTHuka anteku. llpu nosiBieHun coMHEHHN
NOCOBETYHUTECH C JIEYALUM BPauOM MU pabOTHUKOM aIlTEKH.
Pexomenjyemas 103a
B3pocavie
Haznauaiot no 2-4 no3s1 2-6 pa3 B 1eHb.
Cnocod npumeHeHnust

MectHO, 11ocIe ebl.

‘=c'—[]11 1. IloBepuure kaHwomo (TpyOka Oenoro 1uBera) B IOJIOKEHHE
‘O

S -~ «NEPHEHNKYIIAPHO K (PIIAKOHY».

Spray
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[/“/e- 2. BcraBbTe KaHIONIO B POT|H Hanpdﬂ,@ézﬂ BOCITNe LR MecTa s HOtocTH

\¢7 =
S0 & Ta U ropie.
%
V0 1Y
3. Haxmute Ha JO3MPOBOYHYIO NOMITY Ha BEpXHEH 4yacTu (h1akoHa CTOJILKO
¥

pa3, CKOJIBKO mpeanucaHo 103. OJHO HaKaTHe COOTBETCTBYET OJHOII j03e.

3aﬂep>imre ABIXaHUEC BO BPEMS BIIPBICKUBAHUA.

BHuMaHue: nepes nepBbIM NPUMEHEHUEM HEOOXOMMO HECKOJILKO pa3 HayKaTh HA KOJINA4OK JUIs
AKTHUBALIMU PACIIBUIUTEISL.

IIpoao/KHTEeILHOCTH TepanuM

[Tpo10IKUTENBLHOCTD JICUEHHUS. HE JIOJDKHA MPEBBIIATH 7 JHEH.

Eciin Bol npumenniu npenapara Tantym® Bepe ®opre Goiblie, 4eM cJie10BajIo

Ecnu Bel npeBbicuiy 103y npenapara Wil CIy4aiHO MPOIJIOTUIM €ro B OOJIBIIOM KOJIHUYECTBE,
oOpaTtuTech 3a KOHCYJIbTAlMEHN K Bpauy UiIu pabOTHUKY anTeKH.

Eciin Bl 3206111 npuvenuts npenapat Tautym® Bepiae ®@opre

He npunumaiite 1BOiHYI0 103y, 4TOOBI KOMIEHCHUPOBATh BBEACHHUE MPOITYILIEHHOMN 103bI.

[Ilpyu Hanuuum BONMPOCOB IO NMPUMEHEHHUIO IIpenapara, oOpaTHTECh K JieHallleMy Bpady WM

pabOTHUKY aNTEKH.

4. Bo3moxkHbIe HexKeJIaTe/IbHbIe peaKIHH
[Mono6Ho BceM JekapcTBeHHbIM mpenapatam Tantym® Bepne ®opre MOXeT BbI3BIBATH
HE’KEJIaTeNIbHbIC PEaKLUU, OJJHAKO OHU BO3HUKAIOT HE Y BCEX.
IIpekpaTuTe nNpUMeHeHHe Ipenapara M HeMeAJEeHHO O00paTHTeCh 3a MeIHIUHCKOMH
NOMOLIbIO, ec/IH Y Bac nosiBH/IMCh cile1ylonue cepbe3Hble HeKellaTe/IbHbIe PeaKlHH:
Peako (moryT Bo3Hukath He Oosiee yeM y 1 yenoseka u3z 1 000):
- peaKLUy TUIIEePUyBCTBUTENBHOCTH (QJJIEprudyecKkas peakims).
Ouenb peako (MoryT Bo3HUKaTh He Oosee uem y | uenoseka usz 10 000):
- JIApUHTOCNasM (3aTpy/IHEHHUE bIXaHus);
- QHT'MOHEBPOTUYECKHI OTEeK (BHE3amHbIi OTEK pra/ropiaa M CIU3UCTBIX 000J0YEK,
BBI3bIBAIOIIMI 3aTPYAHEHHOE ITIOTAHUE W/UIH JIBIXaHHE).
Yacrora Hen3BecTHA (HAa OCHOBAaHUHU UMEIOIIMXCS JAHHBIX OLEHUTH HEBO3MOKHO):
- aHa(UIIAKTHYECKHUE PEAKLNY (TSKENbIE AJUIEPIrUUECKUE PEAKIIHH).
JpyrumMu BO3MOMKHBIMU HEKEIATEIbHBIMH PEAKLUAMHU SBIISIOTCSA:
Heuacro (MoryTt Bo3HuKaTh He Oosee yem y 1 yenoseka u3 100):

- (dorocencnOunM3anus (4yBCTBUTEIBHOCTb KOKH K CBETY).
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Peako (moryT Bo3HUKaTh He Oosiee yeM y 1 yenpseka el

- CYXOCTb U KEHHUE BO PTY.

Ouenb peako (MoryT Bo3HUKaTh He Oosee uem y | uenoseka usz 10 000):

. 3yA4;

- KpanuBHUIIA;

- KOKHAsl ChIIIb.

Cooluienue 0 HexKe1aTeJIbLHBIX PeaKIHAX

Ecnu y Bac Bo3HUKaIOT Kakue-1100 HEKeIaTeIbHbIE peakliMU, IPOKOHCYJIBTUPYHTECH C BPAauOM
win paboTHUKOM anTeku. JlaHHas pekOMeHJauusi pacHpoCTpaHsAETCs Ha JII0Oble BO3MOKHbIE
HE)KEJIaTeNbHbIC PEaKluy, B TOM YUCJIE HA HE MEPEUUCICHHbIC B JINCTKE-BKIaablle. Bol Takke
MOJKETE€ COOOIIMThL O HEXKEJNATeIbHbIX peakuusx Hanpsamyw (cM. Hike). CooOwas o
HE)KEIATEeNbHBIX peakuusax, Bbl momoraere nony4yutsh OOiblle CBEJCHUH O 0€30macHOCTH
npemnapara.

Poccuiickas @enepars

®enepanbHas cinyx0a 1o Haazopy B chepe 3apaBooxpanenus (Poczapasuanzop)
Anpec: 109012, r. Mocka, CnaBsiHckas riomans, a. 4, crp. 1

Ten.: +7 (499) 578-06-70, +7 (499) 578-02-20

e-mail: pharm@roszdravnadzor.gov.ru

Caiir: https://roszdravnadzor.gov.ru/

5. Xpaunenue npenapara Tautym® Bepae @opre
XpaHure npenapar B HEAOCTYITHOM 151 peOeHKa MeCTe Tak, YTOObl peOEHOK HE MOT €r0 YBH/IETb.
He npumensiite npenapar rnociie MCTEYEHHUs CPOKa rOJAHOCTH (CpOKa XpaHEHus), yKa3aHHOrO Ha
KapTOHHOM nauke u (iakoHe nocie Hagnucu «l'ogeH 10:».
JlaToii ucreuenusi cpoka rogHOCTH SABJISIETCS TOCJIECAHUHN JIeHb YKA3aHHOTO MECALA.
[Ipenapar He TpeOyeT cnenuanbHbIX YCIOBUNH XPaHEHUS.
He BbiOpaceiBaliTe mnpenapar B KaHanM3aluI0. YTOUHUTE y pabOTHHMKA anTEKH, KaK CIEAyeT
YTHIM3UPOBATh (YHUUTOXKATh) Mpenapar, KOTOpbIi 00uiblie He OoTpedyeTcs. ITU Mepbl O3BOJIAT

3AIIUTHTH OKPYIKAIOLIYIO CPEy.

6. Conep:kuMoe yNaKOBKH H NPOYHe CBeleHUs
IIpenapar Tantym® Bepae ®@opre coaep:kur:
JIeHCTBYIOIIMM BELLIECTBOM SIBIISIETCS] OCH3UJaMUHA THAPOXIIOPH/I.

1 no3a npenapara copepxut 0,51 mr 6eH3uaaMUHA THAPOXIOPHUA.
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[Tpounmu uHrpeaueHraMu (BCHOMOTaTENIbHBIMU BeLﬁgQ;aW'%%JMH%%J@:%] %,

IJIMLEPOJ, MaKporojlia TINIMUEPUITHIPOKCUCTeapaT, apoOMaTU3aTOp MEHTOJOBBIH (BKyCOBas
no0aBka), METHIINIAparuApoKCUOEH30aT, HaTPUsl CaXapuHaT, BOJA OYHILECHHASI.

Buewmnnii Bujx npenapara Tantym® Bepie ®opTe u coiep:kuMoe ero ynakoBKH

Cripeit 115 MECTHOTO IPUMEHEHHUS JO3UPOBAHHBIM.

becupeTnas npo3pauHas KUAKOCTb ¢ XapaKTEPHBIM 3aI1aXOM MSTHI.

ITo 15 ma (88 103) pacTBopa BO (uiakoHe U3 MOJUITUIIEHA BLICOKOW IUIOTHOCTU OEJIOro IBeTa,
CHA0KEHHOM IOMIION U HA)KUMHBIM YCTPOHCTBOM CO CKJIabIBAIOLICHCS KaHIOICH.

1 ¢iakoH BMeCTE € JIMCTKOM-BKJIAJIBIIIEM TIOMEILEHBI B KAPTOHHYIO MAUKYy.

Jlep:kaTeib perHCTPALHOHHOIO Y10CTOBEPeHHs

Asuenne Kumuke Puynure Anxennnu ®@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

IIpounsBoaure/n

Asuenne Kumuke Puynure Anxennnu ®@panuecko A.K.P.A.®. C.n.A., Utanus

Aziende Chimiche Riunite Angelini Francesco A.C.R.A.F. S.p.A., Via Vecchia del Pinocchio, 22,
60100, Italy

Bece mnperensun mnorpeduTesieil cieqyerT HANPABJATL MNPEACTABUTENI0 JIepiKaTelIs
PerucTpanHoOHHOIO Y10CTOBEPEeHHs:

Poccuiickas ®eneparus

000 «Anmpxenunu ®apma Pyc»

123001, r. Mocksa, nep. Tpexnpyausiii, 1.9, cTp.2

Ten: +7 (495) 933 3950

®axc: +7 (495) 933 3951

e-mail: complaints@angelini.ru

JINCTOK-BKIIA/IBILI IIEPEeCMOTPEH

IIpoune ncrounnkn nupopmauuu
[TonpoOuble cBeaeHuss O JNEKApPCTBEHHOM Ipenapare cojep:karcs Ha BeO-caiite Corosa:

http://eec.eaeunion.org.



