COOTBETCTBYET 3KCMEPTHOMY OTUYETY
0724102024 N=23498 L
OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

I'EKCOTHUANH, 0,2 %, a3p0307b 1j1s1 MECTHOTO TPUMEHECHUS.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JlelicTBy1O11I€€ BEUIECTBO: T€KCATU/IMH.

Kaxnpie 100 M1 a3po3071s1 17151 MECTHOTO puMeHeHust cogepkar 0,2 T reKCITUANHA.
BcnomoratenbHble BeliecTBa, HATMYNE KOTOPBIX CIEIyeT YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: 3TaHo’a (cM. pasuen 4.4).

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

ABpP030J1b 17151 MECTHOTO IIPUMEHEHUSI.

[Tpo3paunasi, cierka oKpaiieHHas )KHIKOCTh C XapaKTEPHBIM 3alaxoM.

4. KINMHUYECKUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

[Tpenmapar TEKCOTU/IMH mnoka3an K mpuMEHEHHUIO Yy B3pOCIbIX U JIeTeil B Bo3pacTe OT 3 10
18 neT B KauecTBE CUMITOMATUYECKOTO CPE/ICTBA MPH CIAEAYIOIIUX COCTOSHUSAX:

* CUMIITOMaTUYECKOE JICYEHHUE NPU BOCHAIUTENbHO-UH(EKIIMOHHBIX 3a00JI€BaHUSAX IIOJIOCTU pTa
Y TOpPTaHU:

- TOH3WUINT, aHTuHa (B T.4. aHruHa [lnayta-Bencana, aHrnHa OOKOBBIX BaJUKOB), (hapUHTUT,
TUHTUBUT, CTOMATUT, TJIOCCUT, NapOJOHTO3;

- TpUOKOBBIC 3a00JICBAHMS;

* npoduIakTuka MHPEKIMOHHBIX OCJIOKHEHUN 0 M TOCJIEe ONEpPaTHBHBIX BMEIIATEILCTB Ha
MOJIOCTH PTa U TOPTAaHU M MPHU TpaBMax, B T.4. MPOPUIAKTHKA UHPHUIIMPOBAHUS aTbBEOI MOCIE
AKCTPAKIUH 3y0a;

* TUTMEHA MOJIOCTH PTa, B T.4. U Il YCTPAaHEHUs HEPUSITHOTO 3araxa u3o pra.

4.2. PesxuM 103MPOBaHNS U CTIOCOO MPUMEHEHUSsI

PexxuM 103upOBaHus

Bspocnvie
OO0pabaTbIBalOT MOPaKEHHbIE YYACTKHU MPH 3aJ€pAKKE IbIXaHUs, 0 1 BIPHICKUBAHUIO B TEUEHUE
1-2 cexyna 2 pasa B CyTKH.
eTH
Jetsm ot 3 10 6 5eT: NpUMEHEHHE Mpenapara BO3MOXKHO M10CJI€ KOHCYJIbTAllUN ¢ MEAULIUHCKAM

PabOTHHUKOM.
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Pexxum nmo3upoBanusi y AeTedl B Bo3pacTe OT 6 m”i—k--ﬁ@ﬁ%%ﬁﬂ#&é To‘r pezénMa

JIO3UPOBaHUs AJIs1 B3POCIIBIX.
JMUTEeNbHOCTD JICUCHHS ONPEEIISICTCS BPauoM.

Cnoco0 rmpuMeHeHus

MecrtHo.

Bo BpeMs mnpuMeHeHus mpernapara HEOOXOAMMa 3aJepXKKa JbIXaHUs, TaK KaK BJIbIXaHUE
mpernapaTa MOKeT CIIPOBOIIMPOBATH JIAPUHTOCTIA3M.

['excaTuauH aare3upyeTcss Ha CIM3UCTOM 000JI0UKe M OJarojgaps 3TOMy IaeT CTOMKHMA d(DPEKT.
B cBsi3u ¢ 3TUM TIpenapar ciaeayeT MPUMEHATh ITOCIE €JIbI.

Obuwgue pekomenoayuu no 66e0eHUI0

[IpemapaTr pacupUISIOT B MOJIOCTH pTa WM MIOTKe. C MOMOIIBIO a’po30Jisi MOKHO JIETKO U
ObICTPO 00pabOTaTh MOpaKeHHbIE YYaCTKU. He00X0AMMO BBINOIHUTD CIIEIYIOIINE JCHCTBHS:

* HaJIeTh Ha a9PO30JIbHBIN OAJUIOH HACcaKy-PaCIbUINTEND;

* HaIPaBUTh KOHEI] HACAIKU-PACIIBUIATEISI HA TOPAKCHHBIN YYaCTOK ITOJIOCTH PTa WIIH TJIOTKH,

* BO BpeMs BBEJACHHS Ipemapata OallOH CIeAyeT YICPKUBATh TMOCTOSIHHO B BEPTUKAIBHOM
MOJIO’KEHUH, KaK MMOKa3aHO Ha PUCYHKE;

* BBECTH HEOOXOMMOE KOJUYECTBO MpenapaTa, HaJaBiuBasi Ha TOJIOBKY HACAJKU- PACIbUIUTENS

B TeueHue 1-2 ceKyH[, He JbIaTh IPU BBEJCHUH a3PO30JIsl.

4.3 IlpoTnBOoNOKa3aHus

['MnepuyBCTBUTENBHOCT, K TEKCITUAMHY WM K JIFOOOMY M3 BCIOMOIAaTEIbHBIX BEIIECTB,
NePEYNCIICHHBIX B pa3zaene 6.1.

OPO3UBHO-/IECKBAMO3HbIE TOPAXKEHUS CIM3UCTON 000JI0UKH MOJIOCTH PTa;

Jerckuit Bo3pact 10 3 jer.

4.4. OcoOble ykazaHusl U1 Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

IToBeImIeHHAS YYBCTBUTCIIBHOCTL K aleTUICAIMIIMIOBOM KHUCIOTE. I[CTCKI/Iﬁ BO3pacCT OT 3 0
18 ner. 3aboneBaHus IMeYCHHU, aJIKOroJin3M, TpaBMa WU 3a00JIeBaHUs TOJOBHOIO Moa3ra,

JKEHIIUHBI B IEproJT OepeMEHHOCTH.
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Oco0nle yKa3aHus

CrenuanbHbIX TPEANUCAHUN HET.

Jern MoOryT mOpUMEHATh IIpenapar ¢ Takoro BO3pacTa, KOrjJa HET  OIMAaCHOCTH
HEKOHTPOJIUPYEMOT'O €ro MpOrjaThlBaHUS WIM KOI/1A OHU HE COMPOTHUBIISIOTCS IMOCTOPOHHEMY
npeaMeTry (HacaJke-paclbUIMTENI0) BO PTy MNpU MNPUMEHEHHH a’po30Js U CIOCOOHBI
3aJI€P>KUBATH JIBIXaHHUE MPH BIPHICKUBAHUM Mpenapara.

Conepxxumoe  a’po30JIbHOTO OayUIOHa HAXOMUTCS TOJ JaBieHueM. He oTKpwiBaTh, He
MIPOKAJIBIBATh U HE CIKUTATh, JaKe €CJIU OaJIJIOH MYCT.

Ecnu nexkapcTBEeHHOE CpEICTBO MPHILIO B HErOJHOCTh WIJIM HMCTEK CPOK TOJHOCTU - HE
BBUIMBANTE €ro B CTOYHBIE BOJbI U HE BbIOpachiBaiiTe Ha ynuiy! Ilomecture jnexkapcTBEHHOE
CPEICTBO B NAKET M MOJOXHUTE B MYCOPHBIH KOHTEWHEpP. DTHU MeEpbl MOMOTYT 3alUTUTh
OKpY’KarolIyto cpeay!

BcnomorarensHbIe BEIECTBA

JlaHHBIN JIeKapCTBEHHBIN Tpemnapar COAEPKUT HEOOJNBIIOE KOJUYECTBO 3TaHOJA (AJIKOTOJIS),
menee yem 100 mr Ha 103y.

Copaeprxanue 3TaHoza B npenapare coctaisieT 5,15 %. Oana no3a npenapara cogepxxut 20,3 mMr
aTaHoa (B repecyeTe Ha aOCONMFOTHBIN CITUPT).

4.5. B3anMojeilicTBMe C JAPYrHMH JIeKAPCTBEHHBIMHM IMpenapaTramMu W JApyrue BH/bI
B3aMMO/ el CTBHA

JlaHHBIE OTCYTCTBYIOT.

4.6. ®epTHIBHOCTb, 0EPEMEHHOCTD U JIAKTALMS

bepeMeHHOCTB

Caenenuil 0 Kakux-JIn00 HexenaTeNbHbIX 3 exTax npenapara npu OEPEeMEHHOCTH HET. TeMm He
MeHee, Tepe]] Ha3HadyeHHeM Ipernapara OepeMeHHBIM >KEHIIMHAM Bpau JOJDKEH TIIATeIbHO
B3BECUTh IIOJIb3y W PHUCK JIEUYEHUS, YUYUTHIBAS OTCYTCTBHE JOCTATOYHBIX JAHHBIX O
IIPOHUKHOBEHUU Npenapara yepes3 IIaleHTy.

JlakTanus

CBenmenuil 0 Kakux-IuOO HexenarenbHBIX dJ(deKkTax mnpenapara B TMEPUOJ TPYIHOTO
BCKapMJIUBaHUsl HEeT. TeM He MeHee, Mepe] Ha3HAUeHHEM Ipenapara KOPMSIIUM KEHIIMHAM
Bpad JOJDKEH THIATENbHO B3BECUTh IIOJB3Y M PUCK JICUEHHUS, YYUTHIBAas OTCYTCTBUE
JIOCTATOYHBIX JAHHBIX O MPOHUKHOBEHHUH IpernapaTa B IpyJHOE MOJIOKO.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH H padorath ¢
MeXaHU3MaMH

[Ipenapar cneayer npuHUMaTh He mo3AHee, yeM 3a 30 MHMHYT [0 Hayaua yNpaBiIeHHS

TPAHCIIOPTHBIM CPEACTBOM.
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4.8. HexkesateJbHbIe peaKIHH (MOCNEAOBATENEHOCTE 0002)

PesroMme HexxenaTeabHBIX PeaKIi

Kiaccudukanust 4acToThl BOSHUKHOBEHHUS TOOOYHBIX PEAKITHIL:

odeHpb vyacto (> 1/10); gacro (> 1/100, < 1/10); meuacro (> 1/1000, < 1/100); peaxo (= 1/10000,
< 1/1000); ouenp penko (< 1/10000), Bkiaroyast OTAEIbHBIE COOOIIEHHUS, YACTOTa HEM3BECTHA —
M0 UMEIOIIUMCS JAHHBIM YCTAaHOBHUTH YaCTOTY BOSHUKHOBEHHUS HE TIPEJICTABIISIIOCH BOZMOKHBIM.
Hapywenus co cmopoHvl uMMyHHOUL cucmembi:

OdeHb  peoKo:  peakud  TUIEPYYBCTBUTEIBHOCTH (B TOM  YHCIE  KpalWBHUIA),
AHTMOHEBPOTUYECKUH OTEK.

Hapywenus co cmoponul Hep8HOUL cucmembi:

OueHb penko: areB3us, JUCTeB3UsL.

Hapywenus co cmoponul Ovixamenbhotl cucmemsl, 0peanos 2pyOHOU KIemKU U CPeOOCMeHUsL:
Ouenb penKo: Kallelb, OJIBIIIIKA, 00yCIIOBICHHAS HOSIBJICHHEM peakiuu
TUTIEPYYBCTBUTEIHLHOCTH.

Kenyoouno-kuweynvle napyulenus:

OdeHb peKo: CyXOCTh BO PTY, Auc(harusi, TOIMIHOTA, YBEIMUYEHUE CIFOHHBIX XKelle3, PBOTa.
Obwue HapyweHus U peakyuu 8 Mmecme 68e0eHUs:

OueHb penKo: peaknuyd B MeCTe HaHeCceHHs (B TOM YHCIE Pa3IpaKeHHE CIM3UCTON 000JIOYKH
MOJIOCTH PTa M TIIOTKH, ONIYIICHHUE ¥OKCHHUS, TAPECTe3Us] POTOBOM MOJIOCTH, U3MEHEHHUE OKPACKU
sSI3bIKa, H3MCHEHUE OKPACKH 3y0OB, BOCHIAJICHHE, 00pa30BaHKE My3bIPEH U U3bsI3BIICHHUS).

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmath 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUUsAX I0ClIe PETUCTpaluu
JIEKapCTBEHHOTI'0 Tperapara ¢ 1eIbl0 00ecnedyeHrs HeMpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO TMpenapara. MenuIuHCKUM pabOTHUKAM pPEKOMEH]yeTcCs
cooluaTe O JIIOOBIX MOJ03PEBAEMbIX HEXKENATENbHBIX PEeaKIMsIX JICKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHUSI O HEKEIATeNbHBIX PeaklUsiX rocyJapCTB - YIEHOB
EBpazuiickoro 3KOHOMHUYECKOT0 CO03a.

Poccuiickas ®enepanus

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXPaHEHUS.

Anpec: 109012, r. MockBa, CriaBsiHCKasl TUI0IIaab, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B HH(bOpMaL[I/IOHHO-TeHeKOMMYHHKaHHOHHOﬁ CCTHU <<I/IHTepHeT»I

https://www.roszdravnadzor.gov.ru/
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4.9. Ilepeno3upoBka

ManoBeposSTHO, YTO TE€KCOITUJAMH MOXKET OKa3bIBaTh TOKCHYECKOE JICHCTBUE TNPU MPUMEHECHUU
COTJIACHO MHCTPYKIUH 10 TIPUMEHEHHIO JICKapCTBEHHOTO Tpernapara.

CHMIITOMBI

[IpornaTeiBaHue OOJIBIIOTO KOJIMYECTBA Tperapara, COACPIKaIIero 3TaHOJ, MOXKET MPUBECTH K
MOSIBJICHUIO TTPU3HAKOB/CUMIITOMOB JTKOTOJIbHON HHTOKCHKAIIWU.

JleueHue

[Tpu m00BIX ciTydasix Mepeao3upPOBKH HEMENJICHHO MPOKOHCYJIBTUPYHTECH ¢ BpadoMm. Jleuenue
CUMITTOMAaTHYECKOE, KaK MPU aJTKOTOJbHON MHTOKCHUKAIIHH.

[TpoMbIBaHuE KeMyAKa HEOOXOAMMO B TEUCHUE 2 U TIOCJIE MPOTIATHIBAHUS N30BITOYHOM JT03BI.

5. PAPMAKOJIOTTYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCcKHe CBOiiCcTBa

®dapMakoTepaneBTUYeCKass  Ipylma:  IpemapaThl, NpPUMEHseMble B  CTOMAaTOJOTHUU;
MIPOTUBOMHUKPOOHBIC CPEJICTBA M AHTHCENTHUKH JUISI MECTHOTO JICYCHHS 3a00JICBaHHM IOJIOCTH
pra.

Koxg ATX: A0O1AB12

dapmakogngamuyeckue 3P HeKTol

[TpoTHBOMUKPOOHOE NEHCTBHE Mperapara CBA3aHO C IOJABICHHEM OKHCIHUTEIBHBIX PEaKIni
MeTabonu3mMa OakTepuil (aHTaroHWCT THamuHAa). [Ipemapar 00agaeT HIMPOKHM CIIEKTPOM
aHTUOAKTEpUAIBHOTO M MPOTHUBOIPUOKOBOrO JEMCTBUSA, B YAaCTHOCTH B  OTHOLICHUHU
IPaMIONIOKHUTENBHBIX Oaktepuit u rpuboB poma Candida. ['excatuauH okasbiBaeT ciaboe
aHEeCTe3UpyIolIee eHCTBUE HA CIAU3UCTYIO 000I0UKY.

[Ipenapatr o6nagaer NPOTHBOBUPYCHBIM JIEHCTBMEM B OTHOIIEHUWM BHUPYCOB TIpumma A,
pecriuparopHo-cMHIUTHaNBEHOTO BUpyca (PC-Bupyc), Bupyca mpocroro repreca l-ro Tturma,
MOpaXKaroIINX PECIUPATOPHBIN TPAKT.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

['ekcoTUIMH O4YeHb XOpOIIO aAre3upyercs Ha CIU3UCTOM O000J0YKE W TPAKTUYECKH HE
BcaceiBaercd. [locine OIHOKPAaTHOrO MPUMEHEHMsI MAECHCTBYIOLIETO BEHIECTBA €r0  CJENbI
OoOHapy’>KMBAlOT Ha CIM3UCTOW JeceH B TedeHue 65 4. B 3yOHOM Hanere akTHUBHBIE
KOHIIEHTpaIlUU COXpaHAITCs B TeueHue 10-14 4 mocne npuMeHeHusl.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

[Tonmmucopbat 80

JIMMOHHOI KHCIOTHI MOHOTUAPAT

Hatpus caxapunar
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OBKaTUNTa IPYTOBUIHOTO JTUCTHEB MACIIO

Harpus kanbuus sxerar

Otanon 96 %

Hatpus runpoxcun

Bona ouninenHas

Aszor

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHHUH

XpaHuTb 1pu Temieparype He Boiie 25 °C.

6.5. XapakTep u coepxkaHue NePBUYHON YIAKOBKHU

I[To 40 mn mpenapara B aJIIOMHHHEBOM a’pO30JbHOM OasioHE, CHAa0XEHHOM HaCaJaKou
pacmubUIMTENEM, CHA0)KEHHOM 3alIUTHBIM KOJIIIAaYKOM.

[To 40 mn mpemapara B aJIIOMHHHEBOM a’pO30JIbHOM OaiyioHe, CHA0XEHHOM 3al[UTHBIM
KOJITTAYKOM.

[Io omHomy a’po30ibHOMY OaNIOHy BMECTE C JOMOJIHUTEIBHOW HACAIKOW PpaCIbUIMTENIEM
BMECTE C MHCTPYKIIMEH [0 METUIIUHCKOMY TPUMEHEHHUIO ITOMEIAOT B MAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXKEHMH  HMCIOJb30BAHHOIO
JIeKAPpCTBEHHOr0  Mpenapara WJIH  OTX0JA0B, MOJYYeHHBIX TOCJe MNPUMEHEHHUs
JIEKApCTBEHHOI0 Npenapara, u Ipyrue MaHUMYyJIsIUH ¢ PenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanns

00O «Tynbckas dhapmaieBTudeckas hadpukar»

300004, r. Tyna, Topxosckuii mpoesn, A. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

7.1. IlpencraBuTe/b AepaKaTesisi perucTPAllMOHHOIO YA0CTOBEPEeHUSs

[Iperen3un HOTDG6I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccuiickas @enepanns
00O «Tynbckas hapmaneBTudeckas hadpukar»

300004, r. Tyna, TopxoBckuii mpoe3, A. 10
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dakc: +7 (4872) 41-04-73
8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOATBEPXJIEHUS PETMCTPALIMU,
INEPEPETUCTPALINN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

O6mass  xapakrtepuctuka JekapctBenHoro mnpemapara ['EKCOTUJIWMH pocrynna Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro SKOHOMHYECKOTO CO03a B HH(DOPMAIMOHHO-

KOMMYHUKaIMoHHOU cetn « TaTepHe™» http://eec.eaeunion.org.
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