COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 28.12.2023 N= 27440

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Crpoxkonun Tonsu, 0,255 mr/no3a, cripeit 1u1st MECTHOTO MPUMEHEHHS JI03UPOBAHHBIN

2. KAYECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JleiicTByro1IIee BEIIECTBO: OCH3UIAMUH.
1 mo3a mpenapara coaepxut 0,255 Mr GeH3uIaMUHA THIPOXIOPHUIA.

100 M cmpest Uit MECTHOTO HpPHUMEHEHHs Jo3upoBaHHOro conepxkar 0,15 r OeHsumamuHa
THIPOXJIOPUAA.

BcnomoratenbHble BelecTBa, HAJMUYKWe KOTOPBIX HAJO YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npernapara: MeTUJINaparuIpokcuOeH30aT, 3TaHol, HaTpull (cM. pazaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Crpeii 1151 MECTHOTO IPUMEHEHUS JO3UPOBAHHBIN.

becuBeTHBIN MPO3payHblil paCTBOP C XapaKTEPHBIM 3aI1aXOM MSTHI.

4. KINMHUYECKUE JAHHBIE
4.1. lloka3zannsi K NPUMEHEHHUI0

CumnromaTtrueckas Tepanus 60JeBOro CHHAPOMa BOCHAIUTEIbHBIX 3a00€BaHUM MTOJIOCTH pTa U
JIOP-opranoB (pa3au4HOM 3THOJIOTUH) Y B3POCIBIX U A€TEH OT 3-X JIeT:

® TUHTHBUT, IJIOCCUT, CTOMATHUT (B T.4. MOCIIE JTYYSBOW U XUMHOTEPAIIHH);

e (hapuHTUT, JTAPUHTUT, TOH3UIUIUT;

® KaHJWJO3 CIIU3UCTON 00OJIOYKH TOJIOCTH PTa (B COCTaBE KOMOMHHPOBAHHOW TEPAITHH);
® KaJIbKYJIE3HOE BOCIAJICHHE CIIFOHHBIX JKEJe3;

® [I0CJIC ONIEPATUBHBIX BMEIIATEIBCTB U TPABM (TOH3UIUIPKTOMHUS, TIEPEIIOMBI UEITFOCTH ),
® [I0CJIC JICYCHUS U yAaJIeHUs 3y00B;

® [apOJIOHTO3.

[Tpy MHQEKIUMOHHBIX U BOCHAIUTENbHBIX 3a00J€BaHMSIX, TPEOYIOIIMX CHUCTEMHOIO JIeYeHUS,
HeoOxoauMo npuMeHenne npenapara CTpokosnH TOH3HM B COCTaBe KOMOMHUPOBAHHOW TEPATTHH.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!

PexuMm no3upoBaHus

OpnHa 103a (0AHO BIPBICKMBaHUE) cOOTBETCTBYET 0,255 MI OeH3UIaMHHA THIPOXIIOPHIA.
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Bspocnvie

B3pocibiM (B T.4. nanueHTaM MOXWIOro Bo3pacTta) 1o 4—8 BIPbICKUBAaHUMN 2—6 pa3 B CYTKH.

eTH
Pexxum no3upoBanus 1uis geTei crapiie 12 et aHaIoruueH pexuMy JO3UPOBAHUS 1J1s1 B3POCIIbIX.
Hetam ot 6 10 12 net — no 4 BOpbICKMBaHUA 2—6 pa3 B JICHb.

Hersim ot 3 1o 6 yer — no 1 BOpPBICKMBAaHMIO Ha KaxkJple 4 KI Maccel Tejla, HO He Ooiee
4 BOpbICKMBaHUH (MakcUMallbHas pa3oBas 103a) 2—6 pa3 B J€Hb.

be3onacHocTh u 3¢ deKTUBHOCTD y nerel B Bo3pacTte oT 0 10 3 et He ycTaHOBJeHBI. J[aHHbIe
OTCYTCTBYIOT.

HpOIIOJDKI/ITeJIBHOCTB JICUCHUS HC NOJIKHA MPCBLIIATH 7 HH€I>'I.

Cnoco6 IIPUMCHCHUA

MectHo, niocie ensl. [lepen nmepBsIM MPUMEHEHUEM CIIEAYET YOeIUThCs B HAEKHOW (PUKCAITHN
BEPXHEH KPBIIIKK PACTIbUTUTEILHON HACAIKU, IPU HEOOXOIMMOCTH 3a(hMKCUPOBATh €€ U HAXKATh
Ha Hee HECKOJIbKO pa3 U1 aKTUBALUU PACIIBLIATEI.

Bo Bpems BOPBICKMBaHUS CIIEIyET 3a/ICPIKATh JAbIXaHHE.
4.3. IlpoTuBONOKA3aHMS

® TUINEPUYYBCTBUTEIBHOCTh K OCH3MJAAMUHY WU K JIIOOOMY W3 BCIIOMOTATENIbHBIX BEIIECTB,
MepeUYrCIICHHBIX B pasjene 6.1.

4.4. OcoOble ykazaHusl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

IToBeIICHHAS YYBCTBUTCIIbBHOCTb K allCTHICATUIIAIOBOM KHUCIOTE WM APYIruM HECTCPOUIHBIM
MMPOTHUBOBOCIIAINTCIBHBIM IIPCIIapaTam, 6p0HXI/IaJ'IBHa}I aCTMa (B T.4. B aHaMHe3e).

[Ipu npumenenunm npenapata CrpokonuH TOH3M  BO3MOXKHO  pa3BUTHE  peakUui
TUIEPYYBCTBUTEIBHOCTH. B 3TOM ciyyae pexkoMeHAyeTcsl MpeKpaTUTh JIEYeHHEe U
IIPOKOHCYJIETUPOBATHCS C BPayOM JUIsl HA3HAUEHUSI COOTBETCTBYIOIIEH Tepanuu.

Y orpaHMuYeHHOro 4ncia MalMeHTOB IPUCYTCTBHE SI3B B TOPJIE€ U MOJIOCTH PTa MOXKET yKa3bIBaTh
Ha HaJIn4Me OoJiee cepbe3Hoi narosoru. Eciay cuMITOMBI He TPOXOAST B TeueHue bonee 3 qHei,
HE00X0JUMO MTPOKOHCYJIbTUPOBATHCS C BPAUOM.

BcrnoMmorarensHble BellecTBa

[Tpenapat CtpokosnnH TOH3M COAEPKUT METUIIIAPAruAPOKCUOEH30aT, KOTOPBI MOKET BbI3bIBATH
aJjyiepruvyecke peakuuu (B TOM 4ucie, OTCPOUYEHHBIE).

JlaHHBIN JEeKapCTBEHHBIM Mpenapar COACPKUT HEOOJBIIOE KOJIUYECTBO STaHONA (aJIKOTOJS),
Menee yem 100 mr Ha 103y .

Jauubrii nmpenapat cofepkut mMeHee 1 mMmounb (23 Mr) HaTpus Ha 703y, TO €CTh, 110 CYTH, HE
COAEPKUT HATPUA.
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HccnenoBaHuii B3aUMOJICHCTBUS C IPYTUMHU JICKAPCTBEHHBIMU IIpeIapaTaMH He TPOBOIHIIOCH.
4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepemeHHOCTD

[Ipenapar CtpokonuH ToH3U HE cieayeT NPUMEHSATh TP OEPEMEHHOCTH.
JlakTanms
[Tpenapar CtpokosuH ToH3U HE cieayeT IPUMEHSTD B IEPUO TPYTHOTO BCKApMIIUBAHUSI.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeJCTBAaMH H pPadoTaTh ¢
MeXaHUu3MaMH

He oka3bIBaeT BIMSHHS Ha CIOCOOHOCTh YIPABIISATH TPAHCIIOPTOM M PabOTAaTh C MEXaHU3MaMH.
4.8. HexenarejibHbIC peaKUMu

Pe3roMe HexkenaTebHBIX PeaKIUn

HesxenarenbHbIe peakiiuy paclpeIeieHbl B 3aBUCUMOCTH OT YaCTOTHI MX BOSHHUKHOBEHHSI: OYCHb
gacto (>1/10), gacto (>1/100, Ho <1/10), Heuacto (>1/1 000, HO <1/100), peaxo (>1/10 000, HO
<1/1 000), ouens peako (<1/10 000), gacTora Hen3BecTHA (HA OCHOBAHUH MMECIOIIMXCS TAHHBIX
OLICHUTh HEBO3MOJXKHO).

HapymeHuﬂ CO CMOPOHbL Z/lMMyHHOZZ cucmembvpl. PEAKO — pCaKIUU THIICPUYBCTBUTCILHOCTH; OYCHDb
PEAKO — aHFI/IOHeBI)OTI/I‘IGCKI/If/'I OTCK;, 4aCTOTa HCU3BCCTHA — aHa(bI/IJIaKTI/I‘-ICCKI/Ie pCaKkuuu.

Hapywenus co cmopoHnvl 0bixamenbHOU CUCmeMbl, Op2aHo8 cpYOHOU KIemKU U CPeOOCMeHUsL:
OYEHb PEIKO — JIAPUHIOCIIA3M.

Hapywenus co cmoponsl Kodtcu u noOKONCHbIX MKaHel. He4acTo — POTOCEHCUOMIN3aIHs; OUYEHb
peaKo — 3y, KpaMBHUIIA, KOXKHAs ChIIb.

Obwue HapywieHus u peakyuu 8 mecme 86e0enus: PeAKO — CyXOCTb M XIKEHHE BO PTY; 4acToTa
HEU3BECTHA — YyBCTBO OHEMEHUS B POTOBOM IOJIOCTH.

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxxHo coo01maTh 0 10/103peBaeMbIX HEXKENATENbHBIX PEaKIUsIX I1OC/Ie pErucTpaliy Ipenapara ¢
LEeNbI0  O0ecreyeHus: HEeMpepbIBHOTO MOHUTOPHHIA COOTHOIIEHHUS «IOJdb3a — PHCK»
JIEKapCTBEHHOI'0 Npenapara. MeIuuHCKUM pabOTHUKAM PEKOMEHIYETCs COOOLIaTh O JIFOOBIX
M0JI03PEBAEMBIX HEXKENAaTeIbHBIX PEaKlUIX JIEKAPCTBEHHOTO Iperapara uyepe3 HallMOHaIbHbIE
CHUCTEMBl COOOILEHUS O HEXKeJaTeNbHbIX pEaKIUsIX TrocyAapcTB — ujeHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccniickas @enepanvs
®denepanpHas cayx0a 1Mo Haa30py B chepe 3paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomanip, 1. 4, ctp. 1
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Tenedon: +7 (800) 550-99-03

OnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOH ceTH «IHTepHeT»:
https://roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

B Hacrosimiee BpeMs 0 cirydasix mepeao3upoBkH npenaparoM CTpokoianH ToH3M He cO00IIanoch.
CumMnOTOMBI

[Ipu npuMmeHeHUN npernapaTa B COOTBETCTBUU C MHCTPYKIMEH MO MPUMEHEHUIO MEPEI03UPOBKa
MajoBepositHa. [Ipu cityyaiiHOM mporiiaTbIBaHUU MIpenapaTa BO3MOXKHBI CASAYIOIINE CUMIITOMBI:
pPBOTA, CIIa3Mbl B )KUBOTE, OCCIIOKONCTBO, CTpaX, TaJUTFOIIMHAIINN, CYJAOPOTH, aTAKCHUsl, TUXOPAJIKA,
TaxuKapJus, yrHETCHUE JbIXaHUs.

Jleuenue

CHUMIITOMATHYECKOE; OYMCTUTH HKEIyJIOK, BBI3BAB PBOTY, HJU MPOMBITHh JKEITYJIOK, UCIOIB3YS
KENyAOYHBIA 30H7 (moj HaOmOJeHHEM Bpaya); OOECHeYUuTh METUIIMHCKOEe HaOII0eHHe,
NOJJICP’KUBAIONIYIO TEPAIIHIO U HEOOXOAUMYIO THIPATAIHIO.

AHTHIOT HEM3BECTEH.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA
5.1. ®apmakoauHaAaMHUYeCKHE CBOMCTBA

®dapmakoTepaneBTUUYECKass TpyMmma: IMpenaparsl, MPUMEHSEMble B CTOMATOJOTHU; JIpyTue
npenaparsl i1 MECTHOIO JIeueHus 3a00J1eBaHUH MOJIOCTH pTa.

Koxg ATX: AO1ADO2

Mexauusm nerctus U hapMakoguHaMudeckue YOO EKThI

beH3unaMuH sABISETCS HECTEPOUIAHBIM IPOTHBOBOCHAIMTEIBHBIM IIPENAPATOM, IIPUHAUIEKUT K
rpymnme uHaa3050B8. OKa3bIBaeT NPOTUBOBOCHATUTENFHOE U MECTHOE 00€3001Baro1ee I1eHCTBHE,
o0ajaeT aHTUCENTUYECKUM JeMCTBUEM TPOTUB IIMPOKOTO CIEKTpa MHUKPOOPraHU3MOB.
Mexanusm JeiicTBusl Ipemapara CBsi3aH CO  CTa0WJIM3allMed KJIETOYHBIX MeMOpaH U
MHIMOMPOBAHWEM CHMHTE3a IpOCTarjaHAuHOB. beH3uaaMuH oka3bpiBaeT aHTHOAKTEpHAIbHOE U
cnenupuiyeckoe aHTUMUKPOOHOE JIEHCTBUE 3a CUET OBICTPOTrO MPOHUKHOBEHUS Yepe3 MEMOPAHbI
MHUKpPOOPTaHU3MOB C IMOCIEAYIOIIUM TOBPEXKIECHUEM KJIETOYHBIX CTPYKTYp, HapylIEHHEM
METa0O0IMYECKUX MPOLIECCOB U JTU30COM KIIETKH.

Ob6nanaer npoTUBOrpHOKOBBIM JeiicTBueM B otHowmeHun Candida albicans. Bbi3biBaer
CTPYKTYpHbIC MOAM(DUKAIIMU KJICTOYHONH CTEHKH TPHOOB M MX METa0OJMYECKUX IEIeH, TaKuM
00pa3oM, MpPEMATCTBYET HUX PENpOIYKIUH, YTO SIBUJIOCH OCHOBAaHHMEM IS HPUMCHEHHS
OeH3UIaMUHA TIPU BOCIATHUTEILHBIX MPOIECCaX B POTOBOM MOJIOCTH, BKITFOYAs HHOEKIIHOHHYIO
STHOJIOTHIO.
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5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopouus

[Ipn MecTHOM NMpHMEHEHHH Ipenapar XOopouio abcopOupyercsi yepe3 CIM3HUCTBIE 00O0JIO0YKH U
NPOHHKAET B BOCHAJICHHBIC TKaHW, OOHAPYXHMBAeTCS B IUIa3ME€ KPOBU B KOJHYECTBE,
HEI0CTaTOYHOM JIJISI TIOJTyYEHUS] CUCTEMHBIX 3P EKTOB.

OIUMUHALKSA

DKCKpelus mpernapara mporucXoIuT B OCHOBHOM OYKaMH, B BU/IE HEAKTUBHBIX META00IUTOB WIH
IIPOYKTOB KOHBIOTALINH.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Oranou (ciupT 3TUIOBBIN) 95 %

['munepon

MetunnaparuagpokcudeH3oar

ApoMaTtu3aTop MEHTOJIOBbIN

Hatpus caxapunara guruapar

Hatpus runpokapboHat

[Tomucopbat 20

Bona ounienHas

6.2. HecoBMecTHMOCTD

He npumennmo.

6.3. Cpok romHocTH (CPOK XpaHEeHHs)

4 rona.

[Tocne nepBoro ucnoab30BaHus — 6 MECALEB.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUHU
XpaHUTh B 3alMIIEHHOM OT CBETa MecTe Mpu TeMIeparype He Boiuie 25 °C.
6.5. Xapakrep u coaepkaHue NEPBHYHOH YIIAKOBKH

I[To 30 ma (176 mo3) BO (rakoH M3 MOJUATHIIEHA BBICOKOW TUIOTHOCTH C J03aTOPOM U
CKJIa/IBIBAIOIIIUMCS] HAKOHEUHUKOM.

Ha ¢akoHbI HaKJIEWBAIOT STUKETKH U3 OymMaru camoKJiesecs.

Ka)K}IBIﬁ q)HaKOH BMECTC C JIMCTKOM-BKIIAJBIIIEM ITOMCHIAIOT B IMAYKY M3 KapTOHA.
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6.6. OcoOble Mepbl NPeIOCTOPOKHOCT npn'ﬂI%ﬁ%&%ﬁﬁﬁ“%ﬁ%&%&%ﬁom

JICKAPCTBECHHOI'O npemapartra HJIHN 0TX010B, MOJTYYE€HHBIX mocJjae NPUMCHCHUSA
JIEKAPCTBCHHOI'O IIpenmaparTra, 1 APyrue MaHMnyJasiiuu € nmpemnapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA
Poccniickas @enepanvs

000 «CTPOKOJIMH»

410536, CaparoBckas 00aacTh, r.0. ropog Capatos, Tep. [Ipombiniuiennas, 31. SA
7.1. llpeancraBuTe b AepKaTesisi PerucCTPAIMOHHOTO YA0CTOBEPEeHUSA

[Iperen3un HOTD66I/IT€JICI71 HaIpaBJIATH 110 aApECy:

Poccuiickas ®@enepanus
000 «ACHA»

129226, r. Mockaa, yi. JlokykuHa, 1. 16, ctpoenue 1, atax 6

Ten.: 8 (800) 777-86-04

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHHUS

JITI-Ne(004233)-(PT-RU)

9. JTATA TEPBUYHOI PETHMCTPAIIMM (ITOATBEPKIEHUS PETHCTPALINH,
MEPEPETMICTPALINN)

[ara nepsoii peructpauuu: 9 suBaps 2024 r.

10. JATA IEPECMOTPA TEKCTA

OOmast XapakTepHCTHKa JieKapcTBeHHoro mnperapara CrpokonnH ToH3M JocTynmHa Ha
UH(QOPMAIIMOHHOM TOpTane EBpa3suiickoro SKOHOMHYECKOTO cOro3a B HH(OPMAalMOHHO-
KOMMYHUKaIIMOHHOM cetu «IHTepHeT» https://eec.eaeunion.org/
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