COOTBETCTBYET 2KCNEPTHOMY OTYETY

oT 26.11.2025 N= 23446

OBIIAS XAPAKTEPUCTHKA JIEKAPCTBREAHOLO TIPEITAPATA

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Bazenun, Ma3p A1 HAPYKHOTO IPUMEHEHUS.

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBIA COCTAB

JericTBytoliee BEIECTBO: BAa3EJIHH.

B 100 r ma3u ans Hapy»HOro npuMeHenus cogepxurcs 100 r BazenuHa.

3. JEKAPCTBEHHAS ®OPMA

Ma3ssb 15151 Hapy»KHOTO IIPUMEHEHUSI.

OnuopoaHast Ma3b 6€3 3araxa ot 0eJIoro /10 KEJITOTO I[BETA.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3aHusl K NPUMEHEHUIO

Bazenun noka3zaH K NPUMEHEHHUIO y B3pOCIBIX MaluMeHToB u y netei or 0 no 18 ner mepen
IIOCTAHOBKOW OAaHOK, MPH CYyXOCTH KOXH (B T.4. BOKPYT €CTECTBEHHBIX OTBEPCTHIi), mepej
HPOBEJICHUEM JICYCOHBIX TPOLIEAYp (CMa3bIBAIOT HAKOHEYHHK KIIU3MbI, FA300TBOTHON TPYOKH).
4.2. Pe:xuM 103MPOBaHUS M CI0CO0 MPUMeEHEHHU s

Pexxum go3upoBaHus

Bspocnvie

Bazenun B HEOOIBIIIOM KOJWYECTBE HAHOCAT HA MPEABAPUTEIHPHO OYUILNEHHYIO KOXY U JIETKO
BTHUPAIOT.

Ilemu

Pexxum no3upoBanus y gereid B Bo3pacte or 0 go 18 ser He ommMyaeTcs OT peXuMa
JIO3UPOBAHUS TSI B3POCIIBIX.

Cnoco0 rnpuMeHeHus

HapyxHo.

4.3. IpoTuBONOKA3aHUS

['Mnep4yBCTBUTENBHOCTh K Ba3eIUHY

4.4. Oco0Oble yka3aHusi 1 Mepbl IPe0CTOPOKHOCTH IPH NPUMEHEHUH

Bo3MOXxHBI aiepruueckue peakliuy B BUJE pa3IpakeHusl KOXKHU B MECTE HAHECECHUS.

4.5. BzaumopeiicTBue € JPYrMMHM JIEKaAPCTBEHHBIMHU IIpenaparamMM M JApyrue BH/bI
B3aUMO/eiCTBUA

He uzyuanocs.

4.6. ®epTUIBLHOCTH, 0epeMeHHOCTb M JIAKTaAMA

bepemeHHOCTD

[Tpumenenue npenapara npu OEpeMEHHOCTH BO3MOXKHO.

JlakTanus
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4.7. BausiHMe HAa CHOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMHM CpeACTBAMM M padoTath C
MeXaHU3MaMM

Bazenun He OKa3bIBaeT BIMSHUE HAa CIOCOOHOCTH YIPABIATH TPAHCHOPTOM WM 3aHUMAThCS
JPYTUMH  TOTEHLUANIbHO ONACHBIMM BHJAMH JIESTEIbHOCTH, TPeOYIOIUMH IOBBIIICHHOM
KOHUEHTPALlUU BHUMAHUS U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIMA.

4.8. HexkesaTeJibHbIE peaKnMu

PesromMe HexenaTeabHbIX peaKIldi

[Ipn mpuMeHeHuM mpemnapara BO3MOXKHBI cliefyromue moOodHbie 3PQeKTrl: AJuiepruueckue
peaKkInu, pa3ipaKeHne B MECTEe HAHECECHUS.

Co001IeHne 0 MoI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIMIX

BaxHo coo0mare O MOA03pEBAEMBbIX HEXKENATENbHBIX pPEAaKIMAX I0CIe PEerucTpaluu
JIEKapCTBEHHOTO Ipernapara ¢ 1elibl0 00ecleyeHns HePEepbIBHOIO MOHUTOPUHIa COOTHOILICHHS
«I10J1b3a-PUCK» JIEKAPCTBEHHOTO0 Impernapara. MEIUUUMHCKUM pabOTHUKAM pPEKOMEHIYeTcs
coo0IaTe O JIOOBIX MOJO3PEBAEMBIX HEKENATENBHBIX PEAKLMIX JIEKAPCTBEHHOI'O Ipernapara
yepe3 HALMOHAJIBbHBIE CUCTEMbI COOOIEHHUS O HEXKENATENIbHBIX PEeaKUUsIX IOCyIapcTB — YJICHOB

EBpa3uiickoro 53KOHOMHUYECKOr0 COI3a.

Poccniickas @enepanus

109012, MockBa, CnaBsiHCKas MJI01aab, 1. 4, ctp.1l
®denepanbHas city:x0a 1o Haa30py B cdepe 3ApaBOOXpaHEHUs
Tenedon: +7 800 550-99-03

D. moura; pharm@roszdravnadzor.gov.ru

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

4.9. llepeno3upoBka

[Ipn npumeHeHun npenapara B COOTBETCTBUM C MHCTPYKLMEH IO IPUMEHEHHIO MEPEI03UPOBKA
ManoBeposATHa. O ciyyasx nepeo3upoOBKU HE COOOIIANOCH.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakonuHaMuYecKue CBOiicTBa

q)apMaKOTCpaHGBTI/ILIeCKaSI rpynna: mnmpemnaparel CO CMATYAIOMIMM MW 3alllUTHBIM HeﬁCTBHGM;
BA3€JIMH U MPETaparhl, COJIEPKAIIUE KHUPHI.

Kon ATX: DO2AC

dapmakoanaamuyeckue d3PPeKTol

[Ipenapar oka3bIBaeT cMsT4aroniee JEHCTBUE HA KOXKY.

5.2. ®apMaKOKHHEeTHYECKHE CBOHCTBA
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JlaHHBIE OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeJIbHbIX BellIeCTB

OTCyTCTBYIOT.

6.2. HecoBMeCTUMOCTb.

He nmpumennmo.

6.3. Cpok roqHocTH (CpoK XpaHeHusl)

5 Jer.

6.4. OcoOble Mepbl NPE0CTOPOKHOCTH NPH XPAHEHUH

XpaHHUTb B 3aIUIICHHOM OT CBETa MECTE IIPH TeMieparype He Bbime 25°C.

6.5. XapakTep u cofep:kaHHe YIAKOBKH

I[Io 20, 25 1, 50 r B GaHKUM TEMHOIO CTEKJIA, YKYNOPEHHBIE KPBIIIKAMU HATATUBAEMBIMHU C
YIJIOTHSIOIIMM 3JIEMEHTOM UJIM HABUHUYMBAEMBIMU KPBIILIKAMHU.

20r, 251,301, 40 1, 50 T B TYOBl ANOMHHHEBBIC, YKYIMOpPEHHBIC OymIOHAMHU W3
NOJUATHUIEHA HU3KOTO JaBICHUS.

64 (unu 49, unu 36) Ganmkum mo 20T, 251,50 T € paBHBIM KOJMYECTBOM HHCTPYKIIHMH TIO
HPUMEHEHHIO MTOMEIIAIOT B IPYIIIOBYIO YIIAKOBKY M3 KApTOHA.

1 6anky, TyOy BMecTe ¢ HHCTPYKIMEH 110 IPUMEHEHHUIO MOMEIIAIOT B AUKy U3 KapTOHA.

1 Ganky, TyOy moMemamT B MadyKy W3 KapTOHA, Ha KOTOPYIO HAHECEH IIOJHBIA TEKCT
UHCTPYKLIUU 0 TPUMEHEHHUIO.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTHM NPHM  YTWIM3AIUH  HMCHOJIb30BAHHOIO
JIeKAapCTBEHHOr0 Tpenapara WJIH OTXOA0B, MOJYYEHHBIX TMOcCjJe TpPUMeHEeHHs
JIEKApCTBEHHOI0 NMpenapara u Apyrue MaHUMYJISIMHU ¢ MPenapaToMm.

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHU S

Poccniickas @enepanus

OAO «TBepckas ¢apmarneBTrueckas padpuxa»

IOpunnueckwnii anpec: 170024, r. TBeps, Crapuikoe mocce, 1. 2

Ten./paxc (4822) 44-41-19

7.1. IlpeacTaBuTEb AepKATE/IsI PerHCTPALMOHHOIO YI0CTOBEPEHHUs

[Iperensuu norpeduTenell HaIPaBIATh IO AJPECY:

Poccuiickas @enepanvs

OAO «TBepckas papmaneBTudeckas padpuka»

HOpuanaeckwii agpec: 170024, r. Treps, Crapuikoe mocce, 1. 2

Ten./dbakc (4822) 44-41-19
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OnekrponHas noura: tverfarm@yandex.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPHUS OTIIYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

JlexapcTBEeHHBIN Npenapat OTHOCUTCS K KaTErOpUU OTITyCKa Oe3 pelenTa.

OOmast XapakTepUCTHUKa JIEKapCTBEHHOTO Ipenapara BasenuH nocTylHa B €MHOM peecTpe
3apETrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpasuilCKOro 3KOHOMHUYECKOIO COH3a U
oQuIaTEHOM caure YIIOJIHOMOYEHHOTO opraHa (oxcnepTHOIA OpraHM3aIH)

https://lk.regmed.ru/Reqgister/EAEU SmPC.
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