KPATKAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O CPEJACTBA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O CPEJACTBA

Crpencuic’ ¢ MeHT0I0M H DBKAIHIITOM

2. KAYUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
Opnna TabneTka IUIS paccachiBaHMs [MEHTOJIOBO-IBKAIUITOBAS| COACPIKHUT Oelicmeyiouue 8eujecmesd:

amuimMerakpe3oi 0,6 Mr, 2,4-TuxIopOCH3MWIOBBINA CIUPT 1,2 MT, T€BOMEHTON 8§ MT;

8cnomozameinbHble 6ewecmeq. BKATUNTA IPYTOBUAHOTO JIUCTHEB Macio 2,57 Mr, BUHHas KucioTa 26
mr, uaaurokapmus 0,03 Mr, caxaposa >KujKas, IeKCTpo3a KUIKasl [[IeKCTPo3a, OJIUT0- M MOJIMCAXapHIbI |

(>kuaKast TI0K03a) A0 MOMyYeHUs Ta0JIETKH Maccoi 2,6 .
3. JEKAPCTBEHHAS ®OPMA

TabneTku s paccachlBaHUS [MEHTOJIOBO-DBKAIUIITOBBIE]| TMPEACTABISAIOT COOOH TOMyOBle KpPYTIIbIe
TablleTkn ¢ u3o0pakeHneM OykBHI S C 2-x cropoH Tabnmetku. Jlomyckaercs Oenblii  HajerT,
HEPaBHOMEPHOCTH OKPAIIMBAHMUS, HATMYHME My3bIPHKOB BO3/IyXa B KapaMeJIbHOW Macce M He3HAYUTEIIbHAS

HEPOBHOCTbH KPAaeB.

4. KIMHUYECKHUE XAPAKTEPUCTHUKHA
4.1 Iloxkazanusi K NpUMEHEHUI0

CuMnromMaTrdeckoe JieueHre 00Jiu B ropJie nmpu I/IH(i)eKHI/IOHHO-BOCHaHI/ITeHLHBIX 3a00JIeBaHUSAX.

4.2 Cnnoco0 npuMeHeHHus 1 103bI

JanHplii mpenapar mpuMeEHseTCsl MECTHO. B3pociiple M nmeTu crapuie 6 JIeT: paccachlBaTh IO OJHON
TabeTke Kaxasle 2-3 dyaca. He mnpuammare Oomee 8§ Tabnmetrok B TedeHue 24 4acos.
He mpeBpimiaiite ykazanayto n03y. [IpomomkurensHOCTs Kypea JiedeHus — He Oornee 3 aHei. Ecim npu

npueMe mnpenapara B TCHCHUC 3 }_'[Hef;I CUMIITOMBI COXPAHAOTCA, HCO6XO,Z[I/IMO MNPEKPATUTD JICUCHUC.

4.3 IIlporuBonoOKa3aHus

Nwmeer crnenyromue MpOTHBONOKA3aHUS: TMOBBIIICHHAS YyBCTBUTENIBHOCTh K KOMIIOHEHTAM Iperaparta,
JeTCKUH Bo3pacT 10 6 JieT, a Takke AeQHUIUT caxapasbl/M30MajbTa3bl, HEIEPEHOCUMOCTh (PPYKTO3BI,

TJIFOKO30-TraJIaKTO3Has Manba6cop6u1/m.

<Jlocomun: JlenapTaMeHT 3/IpaBOOXPAHEHUS>



4.4 OcoOble yka3zaHusi U MepPbI PET0CTOPOKHOCTH

[Ipenapat pekoMeHTyeTCs] IPUHIUMATh MAKCUMATIbHO BO3MOXHBIM KOPOTKHM KYPCOM U B MHHHUMAITLHON
3¢ hexkTHBHON 103e, HEOOXOAUMOM IJIsl yCTPaHEHUSI CHMITOMOB. boNbHBIE caxapHBIM TUa0ETOM JTOJDKHBI

YYUTBIBATh, UTO KaXKJas Ta0JIeTKa COMepKUT okouo 2,6 T caxapa (0,22 XE).

[Ipenapat cieqyeT NMPHHUMATH € OCTOPOKHOCTBIO BO BpeMsi OCpEeMEHHOCTH, B MEPUOJ[ TPYIHOTO

BCKapMIIMBAHUSA, TIPY HATMYWW CaXapHOTO JAradera.

4.5 BzaumopaeiicTBue ¢ IPyruMu JIeKAPCTBEHHBIMH CPeJACTBAMHU M MHbIE (OPMBI
B3aNMOJAEeHCTBUSA

KnuHudeckn 3HAYMMBIX B33HMOI[CI7ICTBHI71 C JpyruMm Iip€riapataMyd HE BbIABJICHO. Bo3moxHO

OOHOBPEMECHHOC ITPUMCHCHUC IIpCIiapaTa ¢ ApyruMru MECCTHbBIMU HpOTI/IBOMI/IKpO6HI)IMI/I CpeacTBaMu.

4.6 bepeMeHHOCTH U KOPpMJIeHHE TPYALIO

[IpumeneHnue mpenapara BO BpeMsi OCpEMEHHOCTH M B IIE€PUOJ I'PYJHOIO BCKApMIIMBAHUS BO3MOXKHO
TOJIBKO II0 PEKOMEHJALMU Bpada B cilydae, €ClIM IpeArosaraeMas Iojb3a Uil MaTepd IPEBBIIIAET

MOTCHITMAIBHBIN PUCK JIJIS TUIOa ¥ peOCHKA.

4.7 BiusiHue Ha CIOCOOHOCTH YNPABJIATH ABTOMOOWIEM M HCII0JIb30BATh ME3aHNU3MbI

[lpemapar  He  OKa3plBaeT  BIMSHUS  HAa  CIIOCOOHOCTh  YNPaBisATh  aBTOTPAHCIIOPTOM
U MEXaHM3MaMH, a TaKXKe Ha 3aHATHA JIPYrMMM IOTEHIHMAIbHO ONACHBIMH BHIAMHU JEATEIBLHOCTH,

Tp66yIOI]_II/IMPI ITOBBIIIICHHON KOHOCHTpAalUu BHUMAHUSA U 6I>ICTpOTI>I MNCUXOMOTOPHBIX peaKHHﬁ.

4.8 [TooouHbIe HelicTBUA

Hwuxenepeurcnennble MOOOYHBIE pEaKlMM OTMEUYaIMCh NMPHU KPaTKOBPEMEHHOM IpHEME Ipernapara B
PEKOMEHIOBaHHbIX A03ax. [Ipu JedyeHWH XpPOHUYECKUX COCTOSHUN M TPH JUIUTEIHHOM NPUMEHEHHU

BO3MOJKHO TIOSIBJIEHHE APYTUX MOOOUHBIX peaKInii.

OrnieHKa YacTOThl BO3HMKHOBEHHUS MMOOOUYHBIX PEaKIMil IPOM3BEJACHA HAa OCHOBAHUU CJICAYIOIIMX
KpHUTEepHEB: 04eHb vacTo (> 1/10), wacto (ot > 1/100 no < 1/10), mewacto (ot > 1/1000 mo < 1/100), penko
(0t>1/1000010<1/1000), oueHs penko (< 1/10 000), yacroTa Heu3BecTHA (JIAHHBIX ISl OLICHKH 4aCTOTHI

HEJI0OCTaTOYHO).

BosmoxHEIe HAapymCcHUA CO CTOPOHBI HMMVHHOﬁ CHUCTCMbI

YacroTa HEU3BECTHA: pCaKknnu runnepuUyBCTBUTCIIbHOCTHU (B T.4. aHFHOHCBpOTI/ILICCKI/Iﬁ OTCK, KpallMBHUIIA,

CBITTb, OPOHXOCIIA3M, TUIIOTEH3US C OOMOPOKOM).
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Bo3MoxHBIE HAPYIIEHNS CO CTOPOHBI JKETYIOYHO-KUIIIEYHOTO TPaKTa

UactoTa HEW3BECTHA: TOIITHOTA, OONH B JKUBOTE, TUCKOM(OPT B MOJOCTH pTa (YyBCTBO OKEHHUS WIH

MTOKAJIBIBAHUS, OTEK), TIIOCCOMUHUS (GKKCHUE YITH 0OJIC3HCHHOE TTOKATIBIBAHKE SI3bIKA).

Ecmm nosBiisiroTcs BBIICYKAa3aHHBIC UJIU UHBIC IMOOOYHBIE p€aKknuu, HE YKa3aHHbIC B UHCTPYKIHU,

clelyeT TpeKpaTHTh NpHUMEHEHHe Iperapara .

4.9 Ilepeno3upoBka

OO0BIYHO MaJIOBEPOSATHA, OAHAKO BO3MOXKHAA ICPEAO3HMPOBKA MOXKET IMPHUBECTU K I[I/ICKOM(l)OpTy (¢{0)
CTOPOHBI KCITYAOYHO-KHIICYHOI'O TpaKTa: TOHIHOTEC. HpOBOI[I/ITCH CHUMIITOMAaTUYCCKOC JICUCHHUEC IIOJ

KOHTPOJIEM Bpaya.

5. DPAPMAKOJIOTHTYECKHWE CBOMCTBA

IIpenapar oka3bIBAET aHTUCENTUYECKOE JCHCTBUE, aKTUBEH B OTHOLIEHUU IIIMPOKOTO CIIEKTpa
IPaMITOJIOKUTENBHBIX H TPAMOTPHUIIATEIILHBIX MUKPOOPTaHU3MOB iN VItro, oka3biBaeT aHTHMHKOTHYECKOE
neiicTBue. A 3(pupHBIE Macia MEHTOJIA M SBKATUIITA YMEHBIIAIOT 3AI0)KEHHOCTh HOCA.

dapmakoTepaneBTHYECKAsI TPYNIA: AHTUCENITUYECKOE CPEACTBO
Kox ATX: RO2AA03

JlanHbIe JOKIMHNYECKNX UCCIeT0BAHNI 0€30ACHOCTH
He cymectsyer.

6. DPAPMALEBTUYECKUE XAPAKTEPUCTUKHU
6.1 Cniucok BCnoMoraTeJibHbIX BellleCTB

OBKalunTa OpyTOBUAHOIO JIUCTHEB Maciio 2,57 Mr, BUHHas Kuciora 26 mr, uaaurokapmun 0,03 wr,
caxaposa JKuAKas, IEKCTpPOo3a JKUAKas [IeKCTpo3a, OJWro- W TMoJMcaxapuibl| (KUIKas TIOKO03a) IO

MOJTyYEHHS Ta0JIeTKH Maccom 2,6 T.

6.2 HecoBmecTuMOCTH
He npumennmo.
6.3 Cpok rogHocTu

3 rona.

He ucnonb3oBaTh nocie ucredeHus CpOKa rogHOCTH.
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6.4 OcoOble MepbI NPEI0CTOPOKHOCTH NMPHU XPAHEHUU

Xpanuts mpu TemnepaTtype He Boime 25 °C.
XpaHUTh B HEAOCTYIIHOM JUISl IETEH MECTE.

6.5 Tun u cogep;kuMoe ynakoOBKH

TabneTku as paccachiBaHus [MeHTOI0BO-3BKaymnToBbie].[1o 2, 4, 6, 8, 10 wim 12 tabnetok B Oimctepe
(IIBX/TIBAX/Antomunuit). Ilo 1, 2, 3, 4 unu 5 OnIUCTEPOB MOMEIIAIOT B KAPTOHHYIO MAdyKy BMECTE

C I/IHCprKHI/IeI‘/'I 10 MPUMCHCHUIO.

6.6 OcoOble MepbI MPEIOCTOPOKHOCTH NMPH 00PAllleHUH € NPENapaToM U ero yrujiu3auusi
He npumenumo.
7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Pexutt benkuzep Xenckap Uurepuemnn JIta, Telin Poya, Hortuarem, NG90 2DB, BenukoOpuTanusi.

8. HOMEP PETUCTPAIMOHHOI'O YOCTOBEPEHUSA

IT N015528/01

9. IATA IIEPBOM PETUCTPALIMA / IOBTOPHAS PETUCTPALIUS
06.04.2010 1.
10. IATA IEPECMOTPA TEKCTA

28.10.2021 r.

IIpencraBurens B Poccun/Oprann3anus, NPUHAMAIOIIAS IPETEH3MH NOTpeduTe el
00O «Pexurt berkuzep Xanckap» Poccust, 115114, r. Mocksa, Illnto3oBast Hao., 1. 4
Ten: 8-800-200-82-20 (Tonpko st Poccun, 3B0OHOK OecTiaTHBIN)

contact_ru@rb.com
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