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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHgfg(?Hf’EHAPA'Qg Z

COI'.TIACOBAHO
(MH(pOpMaIKs 1S CICIHATHCTOB) MUHUCTEPCTBOM 3[[PABOOXPAHEHHS

PECIIVBJIMKH BEJIAPYCH
IIpukaz MurucTepCTBa 33DABOOXPAHEHAS

HAMMEHOBAHME JIEKAPCTBEHHOTO NIPEIIAPATA,, , 1 6,-07- 772"}, 428

- s e

T'EKCACIIPEM® Tponuyeckuii BKyc, a3p030JIb ISl MECTHOTO IPUMEHCHHS 25%
MHH: -

KAUYECTBEHHBI M1 KOJJMYECTBEHHBINA COCTAB

Onuu hraxon 30 My COAEPXKUT desicmayioujee seujecmeo — buknorumon — 0,75 1
BcrnoMmoraTebHBIE  BEINECTBA, HAJW4YMe KOTOPBIX HAJA0 YYUThIBaTb B COCTaBe
JIEKAPCTBEHHOTO TIperapara: OSH3UIIOBbIH CIIMPT, COEBbIA JICLIUTHH.

[ToTHBIH CITMCOK BCIIOMOTaTEIbHBIX BEIECTB CM. B IMyHKTE 6.1.

JIEKAPCTBEHHAS ®OPMA

A53p030J1b 11 MECTHOTO IIPUMEHEHHUS.

OaHOpo/IHAs CyCIIEH3HsI OEJIOro C XKENTOBATHIM OTTEHKOM IIBETA C XapaKTEPHBIM 3aI1aXoM
TPONTUYECKUX (PPYKTOB.

KIMHUYECKUE JAHHBIE

4.1 IlokazaHusi K NPUMEHEHHUIO

MecTHOe JeueHHe OCTPhIX HHQPEKIMOHHO-BOCHAIUTEIbHBIX 3a00/I€BaHuUs CIM3UCTON
000JI0YKY IOJIOCTH PTa U IJIOTKH.

4.2 Pexxum 103HPOBAHUS U CIIOCO0 NPHUMEHEHHUS

B3pocible U 1eTu crapiue 6 jeT: 2 pacnbUIeHHUs, 3 pa3a B JICHb.

[TpoIODKUTENIEHOCTD JIEYEHUS S5 THEH.

Crioco6 npuMeHeHus

MecTHO B POTOTIJIOTKE.

BCTPAXUBATDH [TEPE]]
KAX/bIM ITPUMEHEHUEM

[TOBEPHYTb HAXATbH J1A HET s pacnbUICHUs JIOCTaTO4YHO
IIOBEPHYTh CTEP)KE€Hb HAKOHEYHHKA

10 OCH Ha YeTBEepTbh 000pOTa.
JIEPXXATh BEPTHUKAJIBHO BO
BPEMJ PACIIBIJIEHMA.

4.3 IIpoTuBonOKa3aHHs

[ToBbIIIeHHAS 4YyBCTBUTEIBLHOCTh K KOMIIOHEHTAM IIpernapara.

He pexomeH10BaH K MIPUMEHEHHIO JAETAM MJajue 6 JeT.

4.4 Oco0Oble yka3aHHS U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHHUH

Tepanust He OMpaBIBIBAET JUIMTEJIBHOE JIEYEHHE, TeM OO0jee 4YTO IPOAOJDKHUTEIbHOE
NpUMEHEHHE JIEKApCTBEHHOTO cpejcTBa Oosiee 5 JHEH MOXKET HApyIIUTh HOPMAIbHYIO
MHKpO(IOpY MONOCTH pTa W ropjia ¢ PHUCKOM OaKTepHajbHOIO WM TIPUOKOBOrO
pacnpocTpaHeHus. ECiM CUMITOMBI HE TPOXOIAT 3a 5 JHEH W / WM COMPOBOXKIAOTCS
JIMXOPAIKOM, TAKTHKA JICUCHHs JOJDKHA ObITh IIEPECMOTPEHA.

Crenqyet u3berath 0JTHOBPEMEHHOTO MJTH IOCJIEA0BATEIbHOTO IPUMEHEHHSI aHTUCEIITUKOB
¢ GUKJIOTHMOIIOM, YUHTHIBAS BO3MOYKHBIE B3aUMO/IEHCTBHS (aHTArOHU3M, MHAKTHBALKS ).
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[Ipenapar cofepkKuT 35 MI G€H3MJIOBOrO CIIMPTA HA 03y (g pacnbuieHus). beH3uIoBbId

CITUPT MOYXET BbI3bIBATH AIUIEPTMUECKUE PEAKLIUU U JIETKOE MECTHOE pa3/IpaiKEHUC.

[Ipenapat CONEPUT COEBbIi JIELUTUH, [I03TOMY €T0 HE CIIEY€T IPUMECHATh TEM, Y KOTO

aJIJIepTUsi Ha apaxXuc UM COXO.

4.5 BzaumojeiicTBue ¢ JAPYrUMH JIEKAPDCTBEHHBLIMH IpenaparaM d Apyrue BHIbI
B3aUMOJAEHCTBHA

HMerommecss Ha CETOHSIIHUN J€Hb JaHHbIE HE IMO3BOJIAIOT JCJIaTh IMPEAIIOI0KEHUS O

CYIIECTBOBAHMH KIMHAYECKH 3HAYMMBIX B3aMMO/ICHCTBUMH.

4.6 ®epTUIBHOCTH, OEPEMEHHOCTH M JIAKTALIUs

bepemennocmo

JlaHHBIX 00 HCIIOJIL30BaHMU OUKIOTUMOJIA y O€peMEHHbIX JKEHUIMH Majlo, WJIH OHU

OTCYTCTBYIOT.

VccreioBanuii, IPOBEIEHHBIX Ha XKMBOTHBIX, HEOCTATOYHO, YTOObI C/le1aTh BbIBO/IbI O

TOKCUYHOCTH JUTS PEMPOLYKTUBHON (QyHKIUH.

[TosToMy JaHHBIN Mpenapar He PeKOMEHIyeTcsl BO BpeMs OepeMEHHOCTH M JKEHLIMHAM

JIETOPOJIHOTO BO3PAcTa, He UCIIOJIb3YIOIIUM KOHTPAIICIIIIHIO.

Kopmnenue e2pyovio

HeT 10CTaTOYHBIX AAHHBIX O BbIACIEHHH OMKJIOTUMOJIA HIIH €r0 METabOJMTOB ¢ IPY/HBIM

MOJIOKOM. Il03TOMY [aHHBIE Impemnapar HE AOJDKEH HCIOJb30BaTbCs IMPU TIPYIHOM

BCKapMJIUBAaHUH.

DepmunoHocmy

Huxkakux uccieqoBanuil GepTUIBHOCTH Y YEJIOBEKA HE IIPOBOIUIIOCH.

4.7 Bausinue Ha CIOCOGHOCTH YNPABJISATH TPAHCHOPTHBIMH CPEICTBAMH U padoraTh
¢ MeXaHU3MaMH

Her maHHBIX 00 OTpMIIATENLHOM BIMSHHM IIperapara Ha CIIOCOOHOCTb YIpaBiIsATh

TPAHCIOPTHBIMH CPEICTBAMHU U ABHIKYIIMMHUCH MEXAHU3MaAMH.

4.8 HexxesraTe/ibHbIE peaKLHHU

Bo BpeMst JieueHUs1 OUKIIOTUMOJIOM HAOJIIOAAIUCDH CIIEAYOLIHE HEeXEaTe/IbHbIC PEAKIIH,

KOTOphIE TPE/CTaBIEHbl B COOTBETCTBUM C CHCTEMHO-OPraHHOHM Kiaccudukaiuei H

yacToTON BeTpeyaeMocTu coriacHo kiaccupuxanun MedDRA. Kareropuu 4acToTsl

BCTPEYAEMOCTH OTIPE/IEIISUINCH 110 cieyIonlell KinaccupuKaum:

Ouens yactsie (> 1/10) TR

Yacteie (> 1/100, <1/10) MUHHACTEPCTEO

Heuactsie (> 1/1000, <1/100) _ PROnRITH: '

Penxue (> 1/10 000, <1/1000) e o S gamenc

Ouens peaxue (<1/10 000) ————re =]

HewusBecTHbIE (HEBO3MOYKHO IIPOBECTH OLIEHKY Ha OCHOBAaHUH UMEIOIMXCS JaHHbIX )

Hapyi1iieHusi co CTOPOHBI HUMMYHHOU CUCTEMBI:

Ouenwv pedkue: oTek ry0.

Heuseecmuble: TIOBBIIEHHAss YyBCTBUTEJIbHOCTh K OMKIOTUMOIy MM JIPYT'UM

KOMITOHEHTaM Ipernapara, TakuM KaK COEBbIH JIEUTHH.

HapyI1iieHusi co CTOPOHbBI KOXH U MOIKOKHBIX TKaHEH:

Ouenw peokue: otex KBuHKe, 5puTeMa, KO>KHasl Chlllb, KPATUBHUIIA.

RO

Coo01ieHne 0 Nog03peBaeMbIX HEXKEIATEIbHBIX PEAKIIUIX

Baxxao coobmars o [I0I03PEBACMbIX HEXEJIATCIIbHBIX PEAKIHAX I10CIIC perucrpaliuu
JICKapCTBEHHOT'0 Ipe€riaparta € LEJIbIO obecnieueHus HENpPEpbIBHOIO MOHHUTOPHHTA
COOTHOILIEHUS «IOJb3a-pUCK) JICKAPCTBEHHOI'O IIpeliapara. MeauuuHCKUM pa6OTHI/IKaM
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peKoMeHIyeTcsi Ccoo0IaTh O JIHOOBIX I10/103PEBACMBIX HEKEIATCIIBHBIX  PEAKIHAX
JIEKapCTBEHHOTO  IIperapara 4epe3  HAUMOHAIbHYIO  CHCTEMY cooOIeHus O
HexenaTeNlbHBIX peakuusx Pecrnybnuku benapyce.

PVII «1leHTp 3KCIEepTU3 U UCTIBITAHUM B 3]paBOOXPAHCHUN )

Anpec: 220037, r. Musck, ToBapuieckuii nep. 2a

Ten/daxc: 242-00-29

DnekTponHas moura: repl@rceth.by

Caiit: www.rceth.by
4.9 IlepenosnpoBka

JlaHHBIE O TIEPEI03UPOBKE OTCYTCTBYIOT.

®APMAKOJIOTUYECKHUE CBOMCTBA

5.1 ®apmakoaHHAMHYECKHE CBOHCTBA

dapmaxorepaneBTuyeckas rpynmna: Cpeacrsa Juis jiedeHus 3a00JeBaHUH TOPTaHU U
TJIOTKUA. AHTHCEITUUECKUE CPEJICTBA.

Kox ATX: R02AA20

BHKJIOTHMOJT OTHOCHTCS K Kjaccy Ou(eHO0I0B. AKTUBHOCTb OMKJIOTHMOJIA HAlpaBjeHa B
OCHOBHOM Ha TPAMIIOJIOKHUTEIbHbIE MHKPOOPIaHM3Mbl: B MCCIEIOBAHMAX in Vitro
MaKCHUMalbHBIH  3QQexkT npossisuics yxe dYepe3 15 MHHYT BO3JCHCTBHS Ha
GaKTepHaTbHYIO B3BECH PACTBOPOM OHMKIOTHMOJA C MaKCHMAlbHOW KOHILEHTpalUeH
(90%).

5.2 ®apMakoKHHeTHYECKHE CBOHCTBA

HewussectHo.

5.3 JlaHHbIe JOKJIHHHYECKOI 0€30MaCHOCTH.

HewunssecTHoO. COTrJACOBAHO |

NOXPA
OOXI

®APMAIEBTUYECKHUE CBOMCTBA
6.1 IlepeyeHs BenmomMoraTe/IbHbIX BelleCTB
beH3un0BBINA CIUpT

Jlunarpus sgerar

ApomaTu3atop «Tpornuyeckue GpyKTb»
AMMOHHUS TJIUIUPPU3HHAT

Hatpus caxapunar

[lemtrono3a aucneprupyemast

Jlenutun coeBbIi

['muuepon

Otanon 96%

Bona

6.2 HecoBMecTHMOCTH

Henpumenumo.

6.3 Cpok roagnoctu

3 rona.

He mpuMeHATH M0 McTEUeHNH CpOKa FOJHOCTH, YKa3aHHOTO Ha yIIaKOBKe.

6.4 OcoObie MepbI NPEIOCTOPOKHOCTH NPH XPAHEHHH

XpaHuTh Mpu TeMreparype He Bbiie 25 °C, B HEIOCTYIIHOM ISt IETeH MecTe.
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6.5 XapakTep u coep:kaHHe NePBHYHOM yIIAKOBKH g 6 71 -2 0 2 2

Mo 30 r B CTEKJISHHBIA (h1aKoH, MOKpbITHIA cHapyxku miactukoM (I[IBX), 3akphIThbiM

IJJACTUKOBOM KPBIIIKOM € PacHbUIMTEIbHBIM KJIANAHOM, C JIMCTKOM-BKJIA/BILICM B

KapTOHHOM TayYKe.

6.6 OcoOble Mepbl NPEIOCTOPOKHOCTH MNPH YHHYTOKEHHH HCIO0Jb30BAHHOIO
JIEKAPCTBEHHOI'0 Npenapara HJIH OTXO0A0B, NOJYYeHHBIX NOCJ€ NPHMEHEHH:
JIEKAPCTBEHHOT0 Mpenapara M padoThl ¢ HHM

BerpsixuBaTh nepeji Kax/1bIM IPUMEHEHUEM.

Hencrnonp30BaHHBIA Opernapar W APYyrHE OTXOJbl HEOOXOAMMO YTWUIM3UPOBATH B

YCTaHOBJIEHHOM TIOPSIKE.

6.7 YcnoBusi oTIycKa U3 anrTex

be3s peuernra.

JNEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Jla6oparopun BYIIIAPA-PEKOPJIATH, ®pannuus

7.1 llpeacraBuTeNb AeprKaTelisi PErHCTPALMOHHOI0 YA0CTOBEPEeHHA
I[TpencraBurensctBo OO0 «Fic Medical» (®paniy3ckas Pecriybnuka) B Pecriybnmke
benapych

220036, r. Munck, p-T JI3epxkunckoro, 1.3 «b», od. 80
Ten/daxc +375 (17) 378 07 71

pv(@recordati.by




