COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.06.2023 N= 11001
(NOCNEQCBATENEHOCTE 0003)

OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEITAPATA

Tantym Bepae ®opte, 0,51 Mr/go3a, cipeid y1st MECTHOTO IPUMEHEHUS JO3UPOBAHHBIN

2. KAYECTBEHHBIN U KOJJMYECTBEHHBIA COCTAB
JleiicTByro1iee BemecTBO: OCH3UIaMUHA THAPOXIOPHUI.
1 mo3a mpenapara coaepxut 0,51 Mr 6eH3ugaMUHA THAPOXIIOPUIA.
BcmomorartenbHble  BelIeCTBa, HAIUYHE KOTOPBIX HAJNO YYUTBIBATH B COCTaBE
JICKapCTBCHHOTO Mperapara: MeTHnaparuapokcruoen3oar, 3tanoi 96% (cm. pazuen 4.4).

ITonubri MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPUBCACH B Pa3aciic 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Crpeit 11 MECTHOTO IPUMEHEHUS JO3UPOBAHHBIM.

becupeTtHas po3padHas ) XUJAKOCTb € XapaKTCPHBIM 3aI1aXOM MSTHI.

4. KIIMHUYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

ITpenmapat Tantym Bepne ®opre mnoka3aH K NPHUMEHEHHUIO B3pOCIBIM B KadeCTBE
CUMIITOMAaTHYECKOH Tepanuu 00J€BOr0 CHHAPOMA BOCTIAIUTEIbHBIX 3a00JI€BaHUN MTOJIOCTH
pra u JIOP-opranoB (pa3in4HON 3THOJIOTHH):

- TUHTUBHT, TJIOCCUT, CTOMATHT (B T.4. IIOCJIE JIy4€BOM U XUMUOTEPAIHH);

- (hapUHTHT, JIADUHTUT, TOH3WLJINT;

- KaHJIMJ103 CIM3UCTOI 000JI0UKH MOJIOCTH pTa (B COCTaBe KOMOMHUPOBAHHOM Teparnun);

- KaJIbKYJIE3HOE BOCIIAJICHUE CIIIOHHBIX JKENE3;

- [I0CJIE OTIEPATUBHBIX BMEIIATENHCTB U TPABM (TOH3WIIIKTOMMUS, IEPEIIOMBI YEITIOCTH );

- [I0CJIe JIEUSHMsI U yJaJIeHUs 3y00B;

- IapOJJOHTO3.

[Ipy WHQPEKIMOHHBIX W BOCHAIUTENBHBIX 3a00JE€BaHMAX, TPEOYIOUIMX CHCTEMHOIO
nedeHus, Heobxoaumo npumeHenue Tantym Bepne ®@opte B coctaBe KOMOMHUPOBAHHOM

Tepanuu.
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4.2. Pe:kuM 103MPOBaHUS M CIOCO0 NPUMeEHEHUs!

PexxuM o3upoBaHus

Bspocnvie
Ha3nauarot mo 2—4 10361 2—6 pa3 B JICHb.
eTH
bezomacHocts u addexkruBrHocTs Tantym Bepae ®opre y nereit B Bo3pacte 10 18 ner He
yCTaHOBJIEHBI. J[aHHBIE OTCYTCTBYIOT.

Cnoco0 rIpuMeHeHus

MectHo, nocine eapl. OnHa 103a (0AHO BIpbeIckHBaHKe) cooTBeTcTBYET 0,51 Mr OeH3umamuHa.
JIy1st uICTIoNB30BaHMS CHIpest MOJHUMUTE KaHIOJIIO, BBEJUTE €€ B IOJIOCTh PTa U HAPaBbTE B
00J1aCTh BOCTIAJICHUS; HAKMHUTE Ha KOJIMAYOK (OTMEYECHO CTPEIIKOM ).

BHumaHnue: mepea INepBbBIM NPUMEHEHHEM HEOOXOIMMO HECKOJIbKO pa3 HakKaTh Ha

KOJIITA4OK IJid aKTUBALlUW PACIIBLIIIUTCIIA.

4.3. IIpoTHUBONMOKA3AHHS
e [unepuyBCTBUTENHHOCTh K OCH3WJAAMHMHA TUIPOXIOPUIY WIH K JIOOOMYy U3

BCIIOMOT'aTCIIbHBIX BCUICCTB, IIEPCUUCIICHHBIX B pa3/1CJIC 6.1.

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

JInuTenbHOEe NMPHUMEHEHHE MOKET BBI3BATH IOBBIIICHHYIO YYBCTBUTEIBHOCTH. B 3TOM
cllydae cienyeT IPEKpaTUTh IPUEM Npenapara.

VY HEKOTOPBIX MALMEHTOB SI3BbI B TOpJie M MOJOCTH PTa MOTYT OBITH IpPU3HAKOM OoJee
Cepbe3HbIX Maroyiornid. Eciam cuMnTomMbl HE Npoxondar B TeueHue Oosiee 3 JHEH,
HE00X0JUMO MTPOKOHCYJITUPOBATHCS C BPAUOM.

[Ipumenenne OeH3MIaMHMHA HE  PEKOMEHJyeTCsS TMalMeHTaM ¢  IOBBIIIEHHON
qyBCTBUTEIBHOCTBIO K ALETWJICAIMIMIOBOW KHUCIOTE WIM JPYTMM HECTEPOUIHBIM
MIPOTUBOBOCTIAJINTEILHBIM CPEJCTBAM.

IIpenapar Tantym Bepne @®opre cnenyeT ¢ OCTOPOKHOCTBEO TPHUMEHSTH JIMIAM,
nepeHeclinM OpOHXMaIbHYI0 acTMy, TaK KaK Yy JaHHBIX NalMeHTOB €CThb PHUCK
BO3HMKHOBEHUS OpOHXOCMa3Ma.

[Ipenapar Tantym Bepae @opte comepuT MeTHIIIIaparuApoKcuOeH30aT, KOTOPHIH MOKET

BBI3bIBATh AJUIEPIUYECKUE PEaKIUK (B TOM YHCIIe OTCPOUYCHHBIE).
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[Ipenapat Tantym Bepne ®opte copepKuT HEOOIbIIOE KOJIUYECTBO 3TAHOA (AJIKOTOJIA),

Mmenee yem 100 mr Ha 1 no3y.

4.5. B3aumojeiicTBue ¢ JPYrHMHU JIEKAPCTBEHHBIMH MpenapaTaMu U JApyrue BH/bI

B3aNMO/IeiCTBHA

He ycTraHOBIEHO KIMHMYECKHM 3HAYMMOIO B3auUMOJAEHCTBUS mpernapara Tantym Bepae

®dopTe ¢ ApyruMHU JEeKapCTBEHHBIMHU CPEACTBAMH.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTDh U JTAKTAIHSA

He pexomenayercs mnpuMeHeHHE Tpermapara BO BpeMsi OEpeMEHHOCTH W JIaKTalluu

(rpyz[Horo BCKapMJ'II/IBaHI/ISI) 10 IMPUYNHEC HCAOCTATOYHOCTHU KIIMHUYCCKUX NAHHBIX.

4.7. Bausinue HA CIOCOOHOCTH YHIPaBJIATb TPAHCIIOPTHBIMHU CPEACTBAMHU U paﬁoTaTb

¢ MEeXaHU3MaMH

HpenapaT HE OKa3bIBAET BJIMAHUA HAa CIIOCOOHOCTD YHOpaBJIATh aBTOTPAHCIIOPTOM U MHYIO

ACATCIIbHOCTD, Tpe6y10my10 IMOBBINICHHOI'O BHUMAHMUA.

4.8. HexkeslaTeibHbIE peaKkiuu

PesromMe HexenaTeabHbIX peaKIuil

HexenarensHbie peaknuuu pacupeACJICHbI IO CUCTEMHO-OPTaHHBIM KJIaCCaM C yYKa3aHHUEM

YaCTOThl UX BO3HUKHOBEHHS: O4eHb 4yacTo (> 1/10), wacto (= 1/100 u < 1/10), Hewacto

(> 1/1000 u < 1/100), peaxo (= 1/10 000 u < 1/1000), ouens peaxo (< 1/10 000), wactora

HCHU3BCCTHA (Ha OCHOBAHUH UMCHOIIMNXCA NJaHHBIX OLICHHUTDH HeB03MO)KHO).

Cucmemmno-opeannwuii knacc (COK)

Yacmoma 603HUKHOBEHUS

Hapymenust co ctopoHbl
MMMYHHOHN CUCTEMBI

Peoxo: peakuus TUIepuyBCTBUTEIHHOCTH
Yacmoma neuzsecmua: aHauIaKTUYECKas pEAKIH

Hapymenust co cTopoHsl
JBIXaTeNIbHOM CHUCTEMBI, OPraHOB
IPYAHOMN KJIETKU U CPEAOCTEHUS

Ouenb pec)Koi JIApUHTOCIIasM

JKemynouHo-KuIIeYHbIE HAPYIIEHUS

Peoxo: cyXxocTh U *KEHHE BO PTY




COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.06.2023 N= 11001
(NOCNEQCBATENEHOCTE 0003)

Cucmemno-opeannsiii knacc (COK) Yacmoma 603HUKHOBEHUS

HapymieHnust co CTOpOHBI KOXKH U Heuacmo: dotocencubummzanms

MOJKOKHBIX TKAHEN Ouenb pedxko: aHTUOHEBPOTUUYECKUM OTEK, 3Y/I,
KpalMBHUIIA, KOKHAS CHIITh

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mars 0 IOJ03peBaeMbIX HEXKENATENbHBIX PEAKLUUAX MOCIEe PEerucTpaLnuu
npenapata ¢ LENbl0  O0ECleYeHHs HENPEephIBHOIO MOHUTOPHHTA COOTHOIICHHS
«T10JIb3a — PHCK» JICKAPCTBEHHOTO TpenapaTa. MeAUIMHCKUM pa0OTHIKAM PEKOMEH Ty eTCs
cooOuate O JHOOBIX I1003PEBAEMBIX HEXKENATEIbHBIX PpEaKUUsIX JICKapCTBEHHOI'O
npernapara yepe3 HallMOHAJIbHBIE CHUCTEMbI COOOILEHHMS O HEeXeNaTelIbHBIX PEaKLUAX
rocyJapCcTB — WICHOB EBPa3niicKOro 3KOHOMHYECKOT0 CO03a.

Poccniickas @enepanns

Anpec: 109012, r. MockBa, CiiaBsHCKasl IUIoImaip, 1. 4, ctp. 1

depepanbHas ciayx0a 1o Hai3opy B chepe 3apaBooxpanenus (PocaapaBHanzop)

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

e-mail: pharm@roszdravnadzor.gov.ru

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

4.9. llepeno3upoBka

B nacrtosimiee BpeMst o ciydasx nepeno3upoBku mnpenapara Tantym Bepae dopre He
co00M1aJI0Ch.

CuMOTOMBI

[Ipy mnpuMeHeHM:m mpenapaTa B COOTBETCTBHM C HWHCTPYKIMEH 10 TPUMEHEHHUIO
nepeao3upoBKa mMaioBeposiTHa. [Ipu cirydaitHOM TporjaThIBAaHUH TperapaTa BO3MOKHBI
CJIEYOIIe CUMIITOMBI: PBOTA, CIIa3Mbl B )KUBOTE, OECTIOKOKWCTBO, CTpax, TaJUTIOIIMHALINH,
CyJIOpOTH, aTaKCHUsl, TUXOpaaKa, TaXUKaAPAHsl, yTHETCHUE JbIXaHUsI.

Jleuenue

CuMNTOMAaTHYECKOE, OYHUCTUTH JKETYJOK, BBI3BAB PBOTY WJIH TPOMBITh KEIYIOK,
WCIOJNIB3Ysl JKEeNMyIOYHbIN 30H[ (Ioa HaOIIoJIeHHeM Bpada); 00eCredyuTh MEIUIIMHCKOE
HaOto/IeHNe, TOACPKUBAIONIYIO TEpanui0 W HEOOXOMUMYIO THIpaTalui. AHTHIOT

HCHU3BCCTCH.
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5. PAPMAKOJIOTMYECKHUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOCTBA

dapmaxoreparneBTHueckas rpynna: Ilpenaparsl, npuMeHsieMble B CTOMaToJOTHH. Jpyrue
npenaparsl A1 MECTHOTO JIeYeHUs 3a00J1€BaHUH TOJIOCTH PTa.

Kox ATX: AO1ADO2.

Mexanusm neiicteus, dapMakoauHaMmuyeckue 3G hexTol

BeHsugamuH  SIBISIETCS  HECTEPOMIHBIM  MPOTHBOBOCIAIMUTEIBHBIM  MPEIapaToM,
NPUHAIIEKHAT K TPyIne HHAa30i0B. OKa3blBaeT MPOTHBOBOCIAIUTEILHOE W MECTHOE
o0e30onmBaromee eicTBre, 001aJaeT aHTHUCENITHIECKUM JACUCTBUEM MPOTUB IIMPOKOTO
CIIEKTpa MHKPOOPraHM3MOB. MexaHu3M JCHCTBUSI Mperapara CBsi3aH CO CTaOHIH3amnuei
KJIETOYHBIX MEMOPaH W MHIHOMPOBAaHMEM CHHTE3a IPOCTATIaHINHOB.

Bensuaamun oka3pIBaeT aHTHOAKTEPUAIBHOE U CIICHU(PHUIECKOE AHTUMHUKPOOHOE JICHCTBHE
3a cyeT OBICTPOro MPOHMKHOBEHHS Yepe3 MeMOPaHbl MUKPOOPTAHU3MOB C ITOCIICAYFOLIHM
MOBPEXICHHEM KJIETOYHBIX CTPYKTYp, HAPYIICHHEM METa0OJINYECKUX MPOIECCOB H
JIM3HUCOM KJIETKH.

O6magaer npoTHBOrprOKOBBIM jeiictBueM B otHomiennu Candida albicans. BeisbiBaer
CTPYKTYpPHBIE MOANU(DHUKAIMU KICTOYHOW CTEHKH TPHOOB M MX METa0OIMYECKUX IIETICH,
TaKMM 00pa3oM TMPEMSATCTBYET WX PEMPOAYKIIMH, YTO SIBUJIOCH OCHOBaHHEM IS
NpUMEHEHUsI OCH3UIaMUHA ITPU BOCIIATUTEIBHBIX IPOLIECCax B POTOBOM MOJIOCTH, BKIFOYAsT
UH(EKIMOHHYIO STHOJIOTHIO.

Knuanueckas 3¢ dheKTuBHOCTS M O€30IIaCHOCTD

B panaoMu3npoBaHHOM KIMHUYECKOM HCCIIEIOBAaHUM C AKTHUBHBIM KOHTposieM y 78 %
MAIMEHTOB ¢ OCTPOH 00JIbI0 YMEHbIIEHHE 00K B Topiie HabIoa1och yepe3 1 MUH mocie
nepBoro npuMeHeHus npenapara Tantym Bepne ®@opre (4 BupbickuBaHus), yepe3 2 MHH
yMeHblIeHne 0onu Habmomanock y 91 % mauuentoB. IlpumepHo vepe3 15 mun mocie
MIPUMEHEHHUSI 3HaYUTEIbHOE 00JIerueHrne 0011 HaOII0AaI0Ch MPUMEPHO y 75 % MalmneHToB.
O6e360nuBanme AmUI0Cch 10 4 yacoB. Takke HaOMI0AaTI0Ch YMEHbIIIEHUE 3aTPYIHEHUS TPU
IJIOTAHUM M OIIYIIEHUS OTeKa. B mccrnemoBaHuM ObLT MOATBEP)KJIEH OJIaronpHUsITHBIN

npoduns 6e30macHoCTH OEH3UTaMHIHA.
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5.2. dapmMaKkoKHUHeTHYeCKHUe CBOHCTBA

AbGcopOrms

ITpu MecTHOM IPUMEHEHHH NIpenapar Xopouo abcopOupyeTcs yepes CIU3UCTbIe 000I0UKH
U TIPOHMKAET B BOCHAJICHHbIC TKAHU, OOHAPYXKHUBAETCS B IJIa3ME€ KPOBU B KOJIMYECTBE,
HEI0CTaTOYHOM IS TIOTYYEHUS! CHCTEMHBIX 3 PEKTOB.

OnuMUHAIMS

OKckpelysi Ipernapara HOPOMCXOJUT B OCHOBHOM IIOYKAaMH, B BHJE HEAKTUBHBIX

META0O0IMTOB WU IMPOAYKTOB KOHBbIOI'allU.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. Ilepeyenb BcnoMOraTe/IbHBIX BellIECTB
Ortanon 96 %

I'muuepon

Maxporosia TIuIeprIrHIpoKCUcTeapar
ApoMaTtu3aTtop MEHTOJIOBBIN (BKycoBasi 100aBKa)
MeTtunnaparuapokcudeH3oar

Harpus caxapunat

Bopa ouniiensas

6.2. HecoBMmecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CPOK XpaHeHus )

4 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

He tpebyer cienianbHbIX YCIOBUI XpaHEHHUS.

6.5. XapakTep U cofep:KaHHe MePBUYHOI YIAKOBKH
ITo 15 mn (88 1mo3) pacTtBopa BO (hyrakoHE M3 MOJUATHIIEHA BBHICOKOW IMJIOTHOCTU O€l0ro
1[BE€Ta, CHA0>KEHHOM TIOMITOM ¥ HAXKUMHBIM YCTPOMCTBOM CO CKJIa/IbIBAIOLIEICS KaHIOJIEH.

1 pmakoH BMECTE ¢ IMCTKOM-BKIIAJIBIIIEM IOMEIICHBI B KAPTOHHYIO MMaYKYy.
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6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHHM HMCHOJIb30BAHHOTO
JIEKAPCTBEHHOI'0 Mpenapara WJIM OTXO0A0B, MNOJYYEHHBIX IOCJIe TNPHUMEHEeHHUs
JIEKAPCTBEHHOI0 Mpenapara, ¥ Apyrue MaHuIMyJsiiHU ¢ NpPenapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. IEP)KATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHMUSA

Wranus

Asuenne Kumuke Puynure Anxennnu @panyecko A.K.P.A.®. C.im.A.

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

7.1. IlpeacraBuTeIb AepKATEsl PETHCTPAIMOHHOTO YA0CTOBEPEHUSI

IIperen3un norpedbuTeneil HAIPaBIIATh IO AAPECY:

Poccniickas @enepanns

00O «Anmxenunu @apma Pyc»

123001, Mocksa, Tpexnpyausli nep., a.9, crp. 2
Temn.: +7 (495) 933 3950

®akc: +7 (495) 933 3951

e-mail: complaints@angelini.ru

8. HOMEP PETMCTPALIMOHHOI'O VIOCTOBEPEHHSA
JITT-Ne(000806)-(PT-RU)

9. JATA TNEPBUYHON  PETUCTPAIIUM  (IIOATBEPKIEHMS
PETMCTPALINM, IEPEPETUCTPALIAN)

Jara nepBoii peructpamun: 19 mast 2022 r.

10. JATA HEPECMOTPA TEKCTA

OO61as xapakTepHucTUKa JekapcTBeHHOro npenapara Tantym Bepne @opre noctynHa Ha
nH(pOpMallMOHHOM MopTajie EBpa3suiickoro s5KOHOMHMUYECKOTO CO03a B MH(OpPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «aTepHeT™ http://eec.eaeunion.org.
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TaHTyM® Bepae ®opre, 0,51 mr/mo3a, cnpeii 1J1s1 MECTHOTO MPUMEHEHHS 103MPOBAHHbII

JlelicTByro11I€e BELIECTBO: OEH3UAAMUHA THAPOXIOPUI

Ilepen npuMeHeHHeM NpenapaTa NOJHOCTHIO MPOYUTAINTE JUCTOK-BKJIA/BIII, IOCKOJbKY B
HEM coJep:KaTcsl BaxHble /51 Bac cBegeHus.

o Bcer;[a HpHMeHHﬁTe npemnapar B TOYHOCTHU € JINCTKOM-BKJIIABINICM HJIM PECKOMCH AAIIUAMU
Jedaniero Bpaya, Uiv pabOTHHKA alTeKH.

e (CoxpaHuTe TUCTOK-BKIA b Bo3MokHo, Bam moTpedyercs npounTtarts €ro eme pas.

e Ecmu Bam HYXHBI IOOIMOJIHUTCIILHBIC CBCACHUSA HIIM PCKOMCHIAIIUU, O6paTI/ITeCB K
JevaleMy Bpady WM paOOTHUKY alTeKH.

e FEcnu y Bac BO3HUKIIM Kakue-THOO HEXKeNaTelIbHbIE PEakiiu, 0OpaTUTECh K JedalieMy
Bpady WM pabOTHUKY anTekd. [laHHas peKOMeHHalus paclpoCTPaHSETCS Ha JFOObIE
BO3MOJXKHBIE HEKeaTeJIbHbIe PEaKIMH, B TOM YHUCIIe HA HE MepeuncieHHble B pasaene 4
JMCTKa-BKJIa IbIIIIa.

e Ecmu cocTossHME HE yIydIllaeTcs WIM OHO yXyJIIaeTcs, uyepe3 / gHedt Bam crmemyer

00paTUTHCS K Bpady.

ConepxxaHue JTHCTKA-BKJIAIbINIA
1. Yro n3 cebs npencrasnser npenapat Tantym® Bepae PopTe 1 171 4ero ero NpUMEHSIOT.
2. O 4eM cieyeT 3HaTh nepe] npuMeHerreM npenapara Tantym® Bepne Popre.
3. llpumenenue npenapara Tantym® Bepae dopre.
4. Bo3MOXHbIE HEKENATEIbHBIE PEAKIINH.
5. Xpanenue npenapara Tantym® Bepne Popre.

6. ComepkrMOe yIIaKOBKH U MPOYUE CBEICHUS.

1. Yro u3 ceds mpeacTaBisieT npenapar
Tantym® Bepae ®opre, v /15l 4€ro €ro NPUMEHSIOT
[Ipenmapar Tantym® Bepae ®opre comepkUT JEHCTBYIONIEE BEIIECTBO OCH3MIAMUHA
TUAPOXJIOPUA, KOTOPBIM OTHOCUTCA K TIpyIllle mpemnaparoB mnoja HaszBaHueM: «lIpemapartsl,
OpUMEHsieMble B CTOMAaToJOruu. J[pyrue mpemaparbl JUIsi MECTHOTO JieueHHs 3a0ojieBaHMN
nojoctd pray. Oka3plBaeT MPOTHBOBOCIAIMTEIBHOE M MECTHOE 00e300iMBaroliee AeHCTBHE,
oOrnanaer aHTHOAKTEPUAIbHBIM, IPOTUBOIPUOKOBBIM U aHTHUCENITUYECKUM JIEHCTBUEM.
Ecnu ynydiienne He HAaCTyNUIIO B Te€UeHUE 7 AHEW MPUMEHEHMS Mmpenapara uiu Bel uyBcTByeTe

yXyAIlIeHUuE, HEOOXOAUMO 00paTUTHCS K Bpady.
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Iloka3anusi K NpUMEHEHUI0

Ipenapar Tautym® Bepne dopre nokazan k IPUMEHEHUIO y B3pOCIIBIX cTapiie 18 et B kauecTne
CHUMIITOMAaTHYECKOH Tepanuu 00JIE€BOr0 CHHIPOMA BOCTIAIUTEIbHBIX 3200I€BaHUH MOJIOCTH pTa U
JIOP-opranos (pa3nu4HON ATHOJIOTHH ):

- TUHTUBHUT, TJIOCCUT, CTOMATHUT (B T.4. IOCTIE JIy4€BOM U XUMUOTEPAIUN);

- (hapUHTHT, JIADUHTHUT, TOH3WILJINT;

- KaHMJ103 CITM3UCTOI 000JI0UKH MTOJIOCTH pTa (B COCTaBe KOMOWHUPOBAHHOH Teparun);

- KQJIbKYJIE3HOE BOCIIAJICHHUE CIIFOHHBIX JKEJIE3;

- [IOCJIE OTIEPATUBHBIX BMEIIATENbCTB U TPABM (TOH3WIIKTOMHUSI, IEPEIOMBI YEIIOCTH );

- TIocJIe JICUSHHsI U yJaJIeHus 3y0oB;

- IAPOJOHTO3.

[Tpy MHQEKIMOHHBIX U BOCHAIUTEIBHBIX 3a00JEBaHUAX, TPEOYIOUIMX CHUCTEMHOIO JICUEHHS,
HeooxoanumMo npumeHenne TanTym® Bepne dopTe B cocTaBe KOMOMHUPOBAHHOIN TEPATIHH.
Crpeit Tautym® Bepne dopTe 0cOGEHHO MOAXOAUT IS TIALMEHTOB, HE CIOCOOHBIX TIOTOCKATh

pOT.

2. O 4em cJieayeT 3HATH Nepel TNpPUMeHEHHeM Mpenapara
Tantym® Bepae ®opre
IIporuBonokasanus
He npumensiiite npenapar Tantym® Bepae ®opre:
- ecnu y Bac amneprus Ha OeH3uaaMuHa TUIPOXJIOPUI WU JIOObIEe Opyrue KOMITOHEHTHI
npenapara (IepeUUCICHHBIC B pa3jeie 6 JINCTKa-BKIIa/IbIIIa);
Oco0ble ykazaHusi H MepbI IPEAOCTOPOKHOCTH
Iepen npumenernem npenapara Tantym® Bepne ®opre NpOKOHCYIBTHPYHTECH C JICUAIIHM
BpauoM WM PaOOTHUKOM aITEeKH.
Y HEKOTOPBIX MAIMEHTOB S3BBI B TOPJIE U MOJIOCTU PTa MOTYT OBITh MPU3HAKOM 00Jiee Cepbe3HbBIX
natoyoruii. [ToaTomy, ecinu CUMOTOMBI HE IPOXOAAT OoJiee TpeX AHEH, MPOKOHCYIBTUPYHUTECH C
BpPa4yOM.
B wactHoCTH, cooOmuTe Bamemy Bpauy:
- ecii y Bac  amnmeprus  Ha  aleTWICAIMIWIOBYIO  KHUCIOTY WIH — Jpyrue
IIPOTUBOBOCIIAJIUTENIbHBIE ITPENapaThl;
- ecnu y Bac ecTh gpixarenbHbIe pacCTPOUCTBA, TAKME KaK acTMa.
[Tpumenenne npenapata Tantym® Bepne ®opre, 0cOGEHHO JUTHTENEHOE, MOXKET CTaTh TPUUNHOM
NOBBIIIEHHONW YYBCTBHTEIBHOCTH (aJulepruueckux peakiuii) (cM. pasgen 4 «Bo3moxxHbie

HE)KeNaTeNbHbIC peakun»). B TakoMm ciyuae, mpekpaTute NpUMEHEHUE U 00paTUTECh K Bpauy.
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Jeru u moapocTku

He npumensiite nmpemapat y neteii B Bo3pacte 10 18 ser BeienctBue prcka HedPEKTUBHOCTH U
BepoATHOI Hebe3omacHocTH (6e30macHOCTh U S3G(HEKTUBHOCTL NpUMeHeHus npenapara TanTym®
Bepne ®opre y nereit B Bo3pacte 10 18 j1eT He yCTaHOBIICHBI).

Jpyrue npenapatbl 1 npenapat Tantym® Bepae ®opre

CoobmuTe neyameMy Bpady Wid pabOTHHKY anTeKH O TOM, 4TO BBl mpumeHsere, HEJaBHO
OPUMEHSUIM WM MOXET€  HayaTh  [PUMEHATh  KakKue-mubo  JIpyrue  Iperaparsbl.
BepemMeHHOCTD M rpyAHOE BCKAPMJIMBAHHE

Eciu Bpl OepemMeHHBI WM KOPMHUTE TPYIbIO, TyMmaere, YTo 3abepeMeHeNd, WU IUIaHUpYyeTe
OepeMEeHHOCTh, Tepe]l HayaJlloM MPUMEHEHHs JaHHOTO IIpernapara MPOKOHCYIbTHPYUTECHh C
JeyalyuM BpadyoM MM paOOTHUKOM alTeKH.

[penapar Tantym® Bepne ®opre He ciaexyeT NMPUMEHSTh NPU GEPEMEHHOCTH M B TNEPHO
TPYAHOTO BCKapMJIMBAHMUS.

YnpasieHue TPAaHCIOPTHBIMHU CPeACTBAMH M padoTa ¢ MeXaHU3MaMH

[penapar Tantym®

Bepne ®opre He oOKa3blBaeT BIMSAHMA Ha CIHOCOOHOCTH YIPAaBIATH
TPAHCHOPTHBIMM CPEACTBAMHU U pabOTaTh C MEXAHU3MAMHU.

Ipenapar Tantym® Bepae ®opre cogepkut

[penapar Tantym® Bepae ®opre comepUT MeTHINAParuapOKCHOEH30aT, KOTOPbIH MOXKeET
BBI3BIBATh AJUIEPTUUECKUE PEAKIIUH (B TOM YHCIIE OTCPOUYCHHBIE).

Ipenapat Tautym® Bepne dopTe comepkuT HeGOIBITOE KOINUECTBO STAHOMA (AJIKOTOJIs), MEHee

yeM 100 mr Ha 1 n03y.

3. llpumenenue npenapara Tantym® Bepae ®opre
Bceerna npumensiite npemnapar B IIOJHOM COOTBETCTBMM C JIACTKOM-BKJIAQJBIIIEM WU C
PEKOMEHJALMAMYU JIeHallero Bpaya, WIM paboTHUKA anTeku. [Ipu MOsIBIEHMM COMHEHUI
MIOCOBETYHMTECH C JIeYallluM BPayoM MM paOOTHUKOM anTeKH.
Pexomennyemas no3a
Bspocnwvie
Hasnauarot mo 2—4 10361 2—6 pa3 B JICHb.
Cnoco6 npuMeHeHust

MecTHO, TOCIIE ebl.

1. TloBepuure kanromo (TpyOka Oemoro 1BeTa) B IOJOKECHHE

«TEPIEHANKYIISIPHO K (DIIaKoHy».
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3. Haxmute Ha 103MpPOBOUYHYIO MOMITY Ha BepXHeH 4acTu (IakoHa CTOJIBKO

pa3, CKOJIBKO Mpeanucano jo3. OJHO Ha)kaTHEe COOTBETCTBYET OIHOW J03€.

3a;[ep>1<HTe AbIXaHWEC BO BpCMs BIPBICKHBAHUSA.

Buumanue: nepen nepBbIM MPUMEHEHHEM HE00X0IMMO HECKOJIBKO pa3 Ha)kaTh Ha KOJIMAYOK JJIst
AKTHBALMU PACIbUIATES.

IIpoxo/KUTEIBLHOCTD TEpANUN

[IponoIKUTENBHOCTD JIEYEHUS HE JOJKHA MPEBBIIATH 7/ THEM.

Eciau Bl npuvennsn npenapara Tantym® Bepae ®opre 6oJib1iie, 4eM CJI€10BAJI0

Ecnu Bel mpeBbicuian 103y mpenapaTa Wil Ciay4yailHO IPOTJIOTUIIN €ro B OOJbIIOM KOJHYECTBE,
oOpaTuTech 3a KOHCYJIbTAIlUEH K Bpauy WU paOOTHUKY alTeKH.

Ecau Bol 3206114 npuMennth npenapat Tantym® Bepae ®opre

He nmpuauMaiite 1BOMHYO 103y, YTOOBI KOMIIEHCHPOBATh BBEJICHHUE MTPOMYIIIEHHOMN J03HI.

[Ipy Hamuuuu BOMPOCOB MO MPHUMEHEHHUIO Ipernapara, OOpaTUTECh K JieyalleMmy Bpauy WIu

pabOTHHKY anTeKH.

4. Bo3amoKHbIe HexKeIaTeJbHbIe peakKInu
[Tomo6HO BceM IeKapcTBeHHbIM mpenapataM TanTym® Bepme ®opre MOXKeT BBHI3BIBATh
HEe)KellaTelIbHbIC PEaKlliy, OJJHAKO OHU BO3HUKAIOT HE Y BCEX.
[IpekpaTuTe nNpHUMeHeHHe MNpenapara M HeMeNJEHHO O0paTUTeCh 3a MeIHIUHCKON
NoMoubI0, ecjiu y Bac mosiBuMch ciiefyionime cepbe3Hble HexKelaTebHble peaKIiu:
Peaxo (MoryT Bo3HHKATh He Ooiee ueMm y 1 uenoBeka u3 1 000):
- pEaKIuy TUIIEPUIYBCTBUTEIILHOCTH (aNIeprudecKasi peaKiusi).
Ouensb peako (MOTyT BOSHHKATh He Oojiee ueM y 1 uemoseka u3 10 000):
- JIAPUHTOCIIAa3M (3aTPYIHEHUE TbIXaHUs ),
- AQHTMOHEBPOTUYECKUM OTEK (BHE3amHBIM OTEK pTa/Topia M CIU3UCTBIX 00OJIOYEK,
BBI3BIBAIOIIHI 3aTPyAHEHHOE TJIOTAHUE W/WITU JIBIXaHUE).
Yacrora Hen3BecTHA (Ha OCHOBAHUU UMECIOIIUXCS JAHHBIX OICHUTh HEBO3MOKHO):
- aHaUIAKTHYECKUE PEAKITUH (TSKENbIE aJNIEPTHUYECKUE PEaKIUN ).
JpyrumMu BO3MOXKHBIMU HEXXETATebHBIMU PEaKLIUIMU SBISIOTCA:
HeuacTo (MoryT Bo3HUKATh He Oojiee yeMm y 1 genoBeka u3 100):

- dbotoceHcnObUMM3aIus (41yBCTBUTEIILHOCTH KOKHU K CBETY).
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Penko (MoryT Bo3HUKATh HE Oosiee ueM y 1 den

- CYXOCTb U KEHHUE BO PTY.
Ouensb peako (MOTyT BOSHHKATh He Oojiee ueM y 1 uenmoseka u3 10 000):

- 3YA;

- KpanuBHUIIA;

- KOXHAsl ChITIb.

CooluieHne 0 HexkeJIATEeJIbHBIX PeaAKIHUAX

Ecnu y Bac Bo3HHKaIOT Kakue-Tu00 HexKeNlaTeNIbHbIE PeaKIHK, IPOKOHCYIBTUPYHUTECH C BpauoM
Wi pabOTHUKOM anTeku. J[aHHas pekoMeHAalMsl paclpocTpaHseTcss Ha Jr00ble BO3MOXHbBIE
HEe)KeNlaTeNIbHBIE Peaklliy, B TOM YHCIIe Ha He TIePEeUYHCIIEHHbIC B JUCTKE-BKJIaAbIIe. BbI Takxke
MOKETE COOOIIMTh O HEXKENATeNbHBIX peakiusx Hanpsmyo (cMm. Hmwke). Coolmas o
HEe)KeNaTeNIbHbIX peakluusx, Bbl momoraere mnoayduTh OoJiblle CBEACHHM O Oe30macHOCTU
npernapara.

Poccuiickas Denepanus

®denepanbHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
Anpec: 109012, r. MockBa, CriaBsiHCKasl TUIOIaab, 1. 4, ctp. 1

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

e-mail: pharm@roszdravnadzor.gov.ru

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

5. Xpanenue npenapara Tantym® Bepae ®opre
XpaHuTe mpenapar B HeJJOCTYITHOM JJIsi peOeHKa MecTe Tak, YTOObl peOCHOK HE MOT €T0 YBHUJIETb.
He npumensiite npemnapar nocie UCTEUEHUsI CPOKaA TOJHOCTH (CpOKa XpaHEHHs ), YKa3aHHOTO Ha
KapTOHHOM madke U ¢iakoHe mociie Haanucu «l oIeH 10:».
JlaToii ucredeHust Cpoka rogHOCTH SBJISIETCA MOCIEIHUM I€Hb YKa3aHHOTO MECSIIA.
[Ipenapat He TpeOyeT criennaIbHbIX YCIOBUN XpaHEHUSI.
He BbiOpachiBaiiTe mpenapar B KaHAJW3alUIO. YTOYHUTE y paOOTHMKA anTeKd, KaK CIEayeT
YTUIM3UPOBATH (YHUUTOXKATH) MpETapaT, KOTOPBIA OOJIbIIE HE TOTPEOyeTCs. DTH MEPhI MTO3BOJIAT

3alIUTUTH OKPY’KAIOIIYIO CPENY.

6. Coaep:kuMoe YIaKOBKH U NPo4He CBedeHHs
Ipenapar Tantym® Bepae ®opre cogepKur:
JIeficTBYIOIIMM BEIIECTBOM SIBIISICTCS] OCH3UIaMUHA TUIPOXJIOPHU/.

1 no3a npenapata coxepxut 0,51 Mr GeH3uIaMUHa THAPOXJIOPUAA.
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[IpoynMH MHIpeIUEHTaMH  (BCIIOMOTraTeNbHBIMH BerfecT Banim): SiisoTes | Sranon - 96! %,

JIMIEPOJ, MaKporoyia TIULUEPUITHIPOKCUCTEApAT, apoMaTU3aTOp MEHTOJIOBBIM (BKycoBas
no0aBka), METHIIIAParuApoOKCUOeH30aT, HATPUs CaXxapuHaT, BOAa OUHIIECHHAS.

Buemnuii Bux npenapara Tantym® Bepae ®opre u copep:kuMoOe ero ynakoBKH

Crpeit 111 MECTHOTO TPUMEHEHUS JO3UPOBAHHBIM.

beciBeTHas npo3padHasi )KMIKOCTb C XapaKTEPHBIM 3a11aXOM MSITHI.

ITo 15 mu (88 mo3) pacTBOpa BO (hi1akOHE M3 MOJMATHICHA BHICOKOW IUIOTHOCTH OEnoro IBeTa,
CHA0>XCHHOM TOMITOM U HAKUMHBIM YCTPOMCTBOM CO CKJIQ IbIBAIOIICHCS KAHIOJICH.

1 pnmakoH BMeCTe ¢ IMCTKOM-BKJIABIIIEM ITOMEIIECHBI B KAPTOHHYIO MMaYKy.

Jep:xaTe/ib perncTpalMOHHOI0 Y10CTOBEPEHUS

Asuenne Kumuke Puynure Awxennau @panuecko A.K.P.A.®. C.n.A., Utanusa

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

IIpousBoauTenn

Asuenne Kumuke Puynure Awxennau @panuecko A.K.P.A.®. C.n.A., Utanusa

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

Bce mnpereH3dum morpeduTesiell cjeAyeT HANpPAaBJIATH MPEICTABUTENI0 JAep:KaTessi
PEerucTpAaMOHHOIO0 YIOCTOBEPEeHHUSI:

Poccuiickas @enepanus

000 «Angxenunu @apma Pycy

123001, r. Mocksa, niep. Tpexnpyansiit, 1.9, ctp.2

Ten: + 7 (495) 933 3950

@axc: +7 (495) 933 3951

e-mail: complaints@angelini.ru

JIncTok-BKIAABIII IEPECMOTPEH

IIpouune McTOUYHUKH HHPOPMALMH
[TonpoOHBIE CcBemeHUs O JIEKApCTBEHHOM TMpernapaTe cojaepkarcs Ha BeO-caiite Corosa:

http://eec.eaeunion.org.
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