COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 12.12.2023 N2 260931

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

O6nenuxoBoe Macio, 500 Mr, CyNIO3UTOPUHU PEKTATbHBIC.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTBytOIIIEeE BEMIECTBO: OOICUXHU KPYITHHOBHTHOM IJI0JIOB MACJIO.

Kaxx b1l Cynno3uTopuii COEepKUT:

eticmsyrowee gewyecmao:

O061enMxoBOro Macia KOHIIEHTPAT C COJIep )KaHNEM KapoTHHOUI0B He MeHee 240 mr/% - 0,5 T.
[TonHbli epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Cynno3utopuu peKTaibHbIE.

Cynmno3uTopu OT OpPaHXKEBOTO J0 TEMHO-OPAaHXKEBOTO I[BETa, TOPMen000pa3Hoil (opMBbI, ¢
XapaKTEPHBIM 3aIIaXOM.

4. KINMHUYECKUE JAHHBIE

4.1 lloxka3zaHusi K NPUMEHEHHIO

[Ipenapat nokaszaH K MPUMEHEHHUIO B3POCIBIM U ACTSIM cTapiie 14 ner.

['emoppoii, aHaJIbHBIE TPEUIUHBI, SPO3UBHO-A3BEHHBIC TOPAKEHUSI TIPSIMOU KUIIKH (B TOM YHUCIIE,
SPO3UBHO-A3BEHHBIN CHUHKTEPUT U MTPOKTHUT), KaTaAPAIbHBIA U aTPOPHUSCKHUI MPOKTUT, JTyUEBOE
MOpaXeHHUE CIAU3UCTONU 000JIOUKH HIKHUX OTAENIOB TOJICTON KUIIKH.

4.2 Pe:xuM 103MPOBAHUS U CNIOCOO NPUMEHEHU

PexxuM 103upoBaHus

Pexomengyemast no3a mpemapata y B3pOCHbIX MO 1 cymmosutoputo 2 pasa B JCHb.
[TpomomxkuTenbHOCTh Kypca JiedeHus coctaBiger 10-15 guei. Ilpm HeoOxomumocTH, MO
COIIACOBAHUIO C BPauoM, uepes3 4-6 Helenp Kype JI€UEHUs IOBTOPSIIOT.

eTH
Pexxum no3upoBanus y neteil B Bozpacrte crapiue 14 j1eT COOTBETCTBYET peXUMY JO3UPOBaHUS Y
B3pocibiX. [IpogomkuTenbHOCTh Kypcea jiedeHus coctapisier 10-15 aueit. [Ipu HeobxoaumocTH,
II0 COTJIAaCOBAHHUIO C BpadoM, uepe3 4-6 HeJellb KypcC JIEUEHUs TOBTOPSIOT.
be3onacHocTh 1 3(ppekTUBHOCTH Mpemapara i MPUMEHEHHs Y neTeit B Bo3pacte ot 0 1o 14 mer
Ha JaHHBI MOMEHT HE YCTaHOBJICHBI. J[aHHBIE OTCYTCTBYIOT.

Crooco0 nnpuMeHeHus

Pexrtansno. Ilocne OIMOPOKHCHUS KUIICUYHUKA CynHO3HTOprI BBOIAT FJ'IY6OK0 B 3aJHUHI IMPpOXOMA.
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4.3 TIIpoTBONOKA3aAHUS
['unepuyBCTBUTENHHOCTh K JICHCTBYIOMIEMY BEIIECTBY WM K JIFOOOMY M3 BCIOMOTATEIbHBIX
BEILIECTB, IEPEUUCIICHHBIX B pa3neie 6.1, nuapesi, AeTCKHUil Bo3pact 10 14 jer.

4.4 OcoOble yka3aHusl H MepPbl NPEI0CTOPOKHOCTH MPH NMPUMeHEeHUH

[lepen mpuMeHEeHHEM MpemapaTa ClelyeT NPOKOHCYJIbTUPOBAThCA C BpauoMm. Bo m3bexanue
MEPEI03UPOBKH  PEKOMEHIyeTcsl COOI0JaTh PEXUM JIO3MpOBaHMs TMpemaparta. Eciu mpu
MPUMEHEHUN TIperapara CHMIITOMBI COXpPaHSIOTCA Oe3 ynydmieHus Oosiee 1 Hemenw win
YXYIIIAKTCS, CIeAyeT 00paTUThCS K Bpady.

4.5 B3aumoneiicTBHe ¢ JAPYrMMH JIEKADCTBEHHBIMHM I@IpenapaTamMd M Jpyrue BHJbI
B3auMMO/IeHCTBUS

He onucano.

4.6. DepTHIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

[TpumeneHne mpenapara nMpu OEPeMEHHOCTH BO3MOXKHO, €CIIM OXHJaeMasl 1Mojb3a Uil MaTepu
MPEBBIIIAET MOTEHIIUATBHBIA PUCK A T10a. Heo0X01umMo MPOKOHCYIBTUPOBATHCS C BPAYOM.
JlakTauus

[Ipumenenue mpemnapata B MEPUOJA TPYAHOTO BCKapMIIMBAHHUS BO3MOXKHO, €CIH OXHUIacMmasi
nmoJib3a JIJIi MaTepu TMPEBBINIACT TMOTCHIHAIBbHBIA puUCK i pebOenka. HeoOxomumo
MIPOKOHCYJILTUPOBATHCS C BPAUOM.

DepTUabHOCTD

Her manHabIX.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJATHL TPAHCHOPTHHIMH CPeACTBAMH M padoTaTh ¢
MeXaHH3MaMH

[IpumeHeHue mpenapaTta He OKa3bIBA€T BIUSHUS HA CIOCOOHOCTH K BBHITIOJHEHUIO MOTEHIIUATIHHO
OMACHBIX BHJIOB JEATCIBHOCTH, TPEOYIOMUX TOBHINICHHONH KOHIICHTPAIMM BHUMAaHUS U
OBICTPOTBHI TICUXOMOTOPHBIX PEaKIui (ympaBlIeHUE TPAHCIIOPTHBIMU CpEICTBaMH, pabdoTa ¢
JIBIDKYIIIUMHUCS. MEXaHU3MaMH, paboTa AucIeTdepa, orneparopa).

4.8. HexxenaresibHbIE peaKUNU

PesroMme HexxenaTeabHbBIX PeaKIni

Pe}11<0 BO3MOXXHBI AJUICPTUICCKUE PCAKIIMHU, OINYIICHUC KKCHUS B aHaJbHOU O6J'IaCTI/I, auapes.

COO6H.ICHI/I$I 0 HOXKCJIATCIBHBIX PEAKIIUAX

BaxxHo cooOmare 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEaKIUAX TOCIe PETUCTpaIUH
JIEKApCTBEHHOTO Tpernapara ¢ 1eJbl0 00eCIIeYeHHsT HEMPEPHIBHOIO MOHUTOPHUHTA COOTHOIICHHS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO mpemnapara. MeaunuHCKUM pabOTHUKAM pPEKOMEHIYeTCs

COO6H13TB 0 JII00BIX moAO3pE€BACMbBIX HEXKCEIIATCIBbHBIX PCAKIHUAX JICKAPCTBECHHOI'O IIpf€rapara
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Yyepe3 HAIMOHAIBHBIE CHCTEMBI COOOIIEHUS O HekeRaTeAbHbIX PeakHiixFoeyAapeTB—4ICHOB
EBpa3uiickoro 3k0HOMHYECKOr0 COI03a.

Poccuiickas @enepanus

Anpec: 109012, r. MockBa, CnaBsiHcKast 1iomais, a. 4, ctp. 1

YnonHoMouYeHHBIN opraH (YOJIHOMOUYEHHAs OpraHu3alius) TocyaapcTa - wieHa EBpasuiickoro
PKOHOMHYECKOTO coro3a: DenepaiibHas ciayx0a MO Haa30py B cdepe 3ApaBOOXPAHCHUS
(Poc3apaBHanzop)

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

dakc: +7 (495) 698-15-73

DnekTponHas noyra: pharm@roszdravnadzor.ru

Caiit B nH()OPMAIIMOHHO-TEIIEKOMMYHUKAITHOHHOM ceTn «HTepHeT»: WWW.roszdravnadzor.ru
4.9. Ilepeno3upoBka

J1o HacCTOSIIEro BPEMEHH CIy4au IMepe03UPOBKU HE 3aPETUCTPUPOBAHBI.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1 dapmakoguHAMHYECKHE CBOHCTBA

dapmakoTepaneBTHUECKasi TPyIIa: aHTHONPOTEKTOPBI; CPEACTBA JUIS JICYCHUS TEMOPpPOs U
AHAJIBbHBIX TPCIIHUH JII MCCTHOI'O IMPUMCHCHUA; APYTHEC CPCACTBA JIA JICUCHUA TI'CMOPPOA U
AHAJIbHBIX TPCHIUH JJIs1 MCCTHOI'O IPUMCHCHUA

Kox ATX: CO5AX

MexaHusM aeiictBus U hapMaKoIMHAMHUYECKHUE CBOMCTBA

OO0nennxoBOe Maciio CTUMYJIHPYET pernapaTHBHBIE MPOLECCH B KOXKE U CIM3UCTHIX 000J0YKaX,
YCKOPSIET 3a)KUBJICHUE TIOBPEKJACHHBIX TKaHEW, OKa3bIBAET NMPOTUBOBOCTIAIUTEILHOE JACHCTBUE.
OOnanaer aHTUOKCUAAHTHBIM W LUTONPOTEKTOPHBIM JelcTBUEM (Onaromaps HaJUYUIO
AKHUPOPACTBOPUMBIX OMOAHTHOKCUIAHTOB YMEHBIIAET WHTEHCHBHOCTH CBOOOJHOPAJAMKAIBHBIX
IIPOLIECCOB U 3aILUIIAET OT MOBPEKICHUS KIETOUYHbIE U CyOKJIETOUHbIE MEMOPAHBI).

5.2. @apmMakoKMHeTHYECKHE CBOIiCTBA

He npumenumo.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelleCTB

XKup tBepasiit (Butencon (mapku H 15, W 35), Cynmocup (Mmapku NA 15, NAS 50))
['muuepuHa MoHOCTEapaT

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

2 rona.
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6.4. Oco0ble Mepbl NPeI0CTOPOKHOCTH NPH

XpaHUTh B 3aIUIIEHHOM OT CBETa MECTE MpH Temrieparype He Boimie 15 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

[To 4, 5, 6 cynmo3uTopreB B KOHTYPHOW SYEWKOBOM YMAKOBKE M3 IUICHKHA W3 IMOJIUMEPHBIX
matepuainos [IBX/TID.

1, 2, 3, 4, 5 KOHTYpHBIX SYEHKOBBIX YNAaKOBOK BMECT€ C HHCTPYKLUHUEH MO MEAUIUHCKOMY
PUMEHEHHIO MpernapaTa MoMEIIaoT B MaYKy U3 KapToHa.

6.6. Oco0Oble Mepbl NPeAOCTOPOKHOCTH TMPHM YHUYTOKEHHM  HCIOJbH30BAHHOIO
JIeKAPCTBEHHOr0  Mpenaparta WJIH OTX0A0B, IMOJYYEHHBIX TMOcjde NPUMEHEeHHs
JIEKAapCTBEHHOI0 Npenapara, u Ipyrue MAaHUIMYJISIHH C MIPenapaTomM

Her oco0bIx TpeOoBaHMiA.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHU A

Poccniickas @enepanys

O61ecTBO ¢ orpaHnueHHOM oTBeTCcTBEHHOCTHIO «IPUC» (OO0 «MPUC»), Poccus

115162, r. Mocksa, yu. lllyxoBa, 1. 14, oduc 26

7.1 IlpeacTraBuTenb Jep:KaTesisi PerucTPALMOHHOIO Y10CTOBEpeHMsI.

[Iperen3un norpedbuTenei HaIPaBIATh 110 AAPECY:

Poccniickas @enepanys

00O «Tynbckas papmaneBTuyeckas padpukar»

300004, r. Tyna, Topxosckuit npoesn, 1. 10

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

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

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. TATA NMEPBHYHON PETMCTPAIIMA (IIOJATBEPXKJIEHHSA PETMCTPAIINMN,
INEPEPETUCTPALINN)

JlaTa mepBUYHON PEruCTPALMU:

10. IATA IEPECMOTPA TEKCTA
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0611[3.51 XAapPaKTCPUCTHKA JICKAPCTBCHHOT'O IIpfHapata—OoO0ACHANXOBOC—MaChHo—AOCTyHHa Ha
I/IH(i)OpMaI_II/IOHHOM rmopraie EBpaSHﬁCKOFO OKOHOMHYECCKOTO COI3a B I/IH(l)OpMaHI/IOHHO'

KOMMYHHUKaIMOHHOM cetn «HTepHeT» hitp://eec.eaeunion.orgl.
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