COOTBETCTEYET :-_' KCMNEPTHOMY OTYETY

ot 25.05.2026 N= 10323

OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOFO TIPEITAPATA "707)

1. HAUMEHOBAHMUE JJEKAPCTBEHHOI'O ITPEITAPATA
BaszenuH, Ma3pb U1 HAPYKHOTO IPUMEHEHUS

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JelicTByrolee BENIECTBO: Ba3€JIHH.

Kaxnpie 100 r ma3u a1 HapykHOTro npuMeHeHus coaepkar 100 r BazenuHa.
BcnomorarenbHbIe BemecTBa OTCYTCTBYIOT.

3. JEKAPCTBEHHAS ®OPMA
Massp 11 Hapy>KHOI'O IPUMEHEHHS.
OnHopopHast Ma3b 0e3 3amaxa oT 0e0ro /10 KEJITOTO I[BETa.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

Baszenun nokaszaH K NpUMEHEHHIO Y B3pOCIbIX U AeTel B Bo3pacte oT 0 10 18 mert:

—  TepeJ MOCTaHOBKOM 0aHOK;

—  TIpU CYXOCTHU KOXH (B T.4. BOKPYT €CTECTBEHHbBIX OTBEPCTHUIA);

—  mepen mpoBeJeHUEM JiedeOHbIX MPoLeayp (CMa3bIBalOT HAKOHEYHUK KIIM3MBbI, Ta300TBOJHOM
TPyOKH).

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I
Pexum no3upoBanus
Bazenun B HEOOJBLIOM KOJMYECTBE HAHOCIT Ha MPEIBAPUTEIHHO OUUIICHHYIO KOXY U JIETKO
BTUPAIOT.
eTu
Pexxum nozupoBanus y nereit B Bo3pacre oT 0 1o 18 j1eT He OTiIMyYaeTcs OT pexxuma 103UPOBAHUS
JUTS1 B3POCIIBIX.
Crioco6 nmpuMeHeHus
HapyxHo.

4.3. [IpoTuBONOKA3aAHUS
FHHGp‘-IYBCTBI/ITeJILHOCTL K Ba3CJIMHY.

4.4. OcoOble ykazaHHusl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH
Ma3p npeaHazHaueHa TONBKO JUI HAPY)KHOTO IPUMEHEHHS.
He nomyckate nonananus npernapara B IJiasa.

4.5. BzaumoneiicrBue c APYrUMH JIEKAPCTBEHHBIMHM IpenaparamMu "
JApyrue BUAbl B3aUMOAeCTBUSA
HccnenoBanus B3auMOAEHCTBUS HE IPOBOAUIIHUCE.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepemeHHOCTD
Bo3moxHO puMeHeHne Tpu 0EPEeMEHHOCTH.

JlakTamus
Bo03M0KHO ITpUMEHEHHE B IIEPUOJ IPYJIHOTO BCKaPMIIMBAHUS.
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4.7. BinsiHue Ha CNOCOOHOCTH YNPABJIATH Tpancnﬁg%ﬁmlcﬁéﬁz%m':ﬁ T]fﬁ&ﬂ"ll'lill”ll‘b C

MeXaHHU3MaMH

[Ipenapar He BIMsET Ha CHOCOOHOCTH YNPABIATH TPAHCIOPTOM MIIM 3aHUMATHCS JPYTUMH
HOTEHIMAJIbHO ONACHBIMM BUJAMHU JAEATEIBHOCTH, TPEOYIOUMMH MOBBIIIEHHONW KOHLEHTpAIUH
BHUMAaHHUA U OBICTPOTHI ICHXOMOTOPHBIX PEaKIUil.

4.8. HexkennaTeibHbIe peakunuu

Pe3tome HexenaTebHbIX peakIuit

Knaccudukanmst yacToTsl pa3BUTHs T0O0YHBIX 3(PHEKTOB COTIIaCHO peKOMEeHIanusaM BecemupHoi
opranusanuu 3apasooxpanenus (BO3):

odeHb yacTo (>1/10), vacto (>1/100, Ho <1/10), Hewacto (=>1/1000, vHo <1/100), peako (=1/10000,
HO <1/1000), ouens penko (<1/10000), yacTora HeM3BeCcTHA (HA OCHOBAHUYU MMEIOIINUXCS TaHHBIX
OIICHUTH HEBO3MOIKHO).

Obwue napyuwienus u peakyuu 8 mecme 66e0eHUsL:

4acTOTa HEU3BECTHA - MECTHBIE AJIJIEPIrUUECKUE PEaKIUu.

CooO0111eHne 0 moa03peBaeMbIX HEKEIATSILHBIX PEaKIUsIX

BaxHo coo0mare 0 MOJ03peBaeMbIX HEXKENATEeNbHBIX pEeaKUUsX I[0Clie PETUCTpaluu
JICKapCTBEHHOTO Tperapara ¢ melibio 00ecredeHnsi HeMPephIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOI'O Mpernapara. MeaunuHCKUM pa0OTHHKAM PEKOMEHIYyeTcs
co00IaTe O JIFOOBIX MOM03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAIBbHBIE CUCTEMbI COOOUIECHHS O HEXENaTEebHBIX peakUusix rocydapcTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOr0 COI03a.

Poccniickas @enepanys

®depnepanbHas ciayx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBsiHcKas miiomaib, 1.4, ctp.1

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Cair B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEpHET:!
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHMIITOMBI

[Ipu npumeHeHun npenapata B COOTBETCTBUM C MHCTPYKIMENH MO MPUMEHEHUIO MEePeI03UPOBKA
MaJIOBEpPOSITHA.

[Ipu ype3mepHOM HUCTIOIB30BAHUM MPENAapaTa BOZMOKHO pa3IpaKeHUE KOKHU.

JleueHue

CHUMIITOMaTHYECKOE.

5. PAPMAKOJIOTMTYECKHUE CBOUCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTUUYEeCKas TpyIa: IMpernapaTbl CO CMATYAlOUUM U 3alIUTHBIM JIEHCTBUEM;
Ba3eJIMH M MpeTapaThl, COACPIKAIIUE KUPHI.

Kon ATX: D02AC

MexaHu3M aeiicTBUs U (hapMaKogHHAMUYECKHE 3D (DEKTHI

[Ipenapat oka3bIBaeT CMAryarouee ACMCTBUE HA KOXKY.

6. PAPMAIIEBTUYECKHUE CBONMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
OTCyTCTBYIOT.



6.2. HecoBMecTHMOCTE

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )
5 ner.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
IIpu Temneparype He Bbie 25 °C.

6.5. Xapaxrep M coaepkaHue NEPBUYHON YIIAKOBKH

ITo 25 r unu 30 r B TyOBI aIIOMUHHEBBIE C HABUHUYMBAEMbBIMH OYIIIOHAMH U3 TIOJIUATHIIEHA HU3KOTO
nasienus. Kaxayio TyOy BMecTe ¢ MHCTPYKIHMEH MO NPUMEHEHHUIO MOMELIAIOT B MauKy M3
KapToHa.

Homyckaetcs mo 96 TyO BMeCTe ¢ paBHBIM KOJTMYECTBOM HHCTPYKITUN TI0O TPUMEHEHHUIO TTOMEIIATh
B SIIIMK U3 KapTOHA TOQpUpOBaHHOTO. TyOBI MOMENMIAIOT B PEMIETKH U3 KapTOHA KOPOOOUHOTO.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPpCTBEHHOr0 Tpenapara WJIH OTX0A0B, MOJYYEHHBIX TMOCJe TNPUMeHEeHHs
JIEKAPCTBEHHOI0 MpenapaTa u Jpyrue MaAaHUMyJISIIUN C PenapaTom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Poccniickas @enepanvs

Ak1moHepHoe 0601mecTBo "MypoMCKUid MPUOOPOCTPOUTETBHBIN 3aBOT"
(AO «MII3»),

602205, Bnagumupckas 06i1., r. Mypowm, yi. 30 et [ToGexst, 1.1a
Tenedon/dakc: (49234) 6-02-52, 6-34-71

7.1. IlpeacTaBUTEb J€PsKATE/ISI PETHCTPALMOHHOIO YI0CTOBEPEHH
[IpereH3un noTpeduTeNel HANPaBIATh MO AAPECY:

Poccniickas @enepanvs

AK1moHepHoe 00mecTBo "MypoMCKuid MPpUOOPOCTPOUTETBHBIHN 3aBOT"
(AO «MII3»),

602205, Bmagumupckas 06i1., r. Mypowm, yi. 30 et [ToGexst, 1.1a
Tenedon/dakc: (49234) 6-02-52, 6-34-71

8. HOMEP PEIT'UCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. IATA NEPBUYHOM PEITICTPALIMHN
(IIOATBEPXIAEHUSA PETUCTPALIUU, IEPEPET'UCTPALIUN)
JlaTa nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmast XxapakTepHCTUKa JICKAPCTBEHHOTO Tpernapara BasenuH mocrymnHa Ha WH)OPMAIMOHHOM
noptaie EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIMOHHO-KOMMYHUKAIIMOHHOW CETH
«uaTepueT» https://eec.eaeunion.org/.




