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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOFO HPEIIAPA

C( '.f JAC (! \h(;_ ,’

1. HA3BBAHUE JIEKAPCTBEHHOI'O CPEJICTBA
CTPYKTVYM, kancyinsl 500 mr.

2. KAYUECTBEHHBIN M KOJIMYECTBEHHBIN COCTAB
Kaxxnas xamncyna cOOepKuT:

XOHIPOHUTHH CYIBGAT HATPHA. .. cuvvenrvererrarasasasaasorsrasssnsssnsssesnassonne 500 mr
BenoMorartebHbIE BENECTBA ¢ H3BECTHBIM AeiicTBuem: otaHox (7,5 Mr), Hatpuii (45,7 Mr).

IToHBIH CIMCOK BCIIOMOraTe/JIbHbIX BEIECTB: CM. pa3aen 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kamncyna

3.1. Onucanue
Karncyna pasmepa 0+, Hempo3pauHasi, roryooro nBera, cogepxarias arJIOMepHpOBAaHHBIA MMOPOIIOK
BeTa OT OeJIoro 40 YKEITOBATOrO.

4. KIMHUYECKHUE JAHHBIE

4.1. TepaneBTHYeCKHE MOKA3AHUSA

CHMIITOMaTHYECKOE JIEUEHHE C 3aMEIIEHHBIM JEHCTBHEM 0CTE0apTPO3a Ta300€ApEHHOr0 1
KOJIEHHOT'O CyCTaBOB.

4.2 Pe:xum 103HpOBaHUS H C1I0CO0 MPHMEHEHHS

[Ipenapat JODKEH PUMEHSATHCS TOJIBKO Y B3POCIBIX.

Kancybl mpuHAMAaOT BHYTPb.

Pe:xum no3upoBanus

[To oxuoit kamncyne 500 Mr ABaX<Ibl B I€Hb, T.€. | T' B ICHB.

Cnocobd npumeHeHus.

Karicynsl cieyet npornaTeiBaTh HETUKOM, 3aKiBasi 00JBIIMM CTAKAHOM BOJIBL.

Ilpumenenne y aereii: XOHIPOUTHH Cylb(paT He PEKOMEHIyeTcs IUIs NPUMEHEHHs y HETed B
Bo3pacte oT 0 10 18 NeT B CBA3M OTCYTCTBHEM (HEZOCTATOYHOCTBIO) JAHHBIX 10 3(P()EKTUBHOCTH H
6e30macHOCTH.

4.3. IIpoTuBONOKA3AHUS
- I'MnepuyBCTBUTENBHOCT K AKTHUBHOMY BEILIECTBY WM JIIOOOMY M3 BCIOMOIaTeIbHBIX BELIECTB,
IEepEeYHCIIEHHBIX B pazzerne 6.1.

4.4. llpeaynpexxaeHus: 1 ocodble MpeIocTEePeXKEeHHs NMPH NPEMEHEeH: A Npenapara

B kaxxno#t kancysie JaHHOTO JIEKapCTBEHHOTO NpernapaTa CoAep)KUTes 45,7 MI HaTpHs, 4TO
COOTBETCTBYET 2 % MaKCHUMAJIBHOTO CYTOYHOI'O OTPEOICHHS ¢ MHUILEH, pEKOMEHI0BAaHHOIO
BcemupHoii opranuzanueit 3paBoOXpaHEeHNs X COCTABIISAIONMIETO 2 I HATPHs Ha OJHOI0 B3POCIIOrO.

B Kax10# KarcyJie JaHHOTO JIEKAPCTBEHHOTO Mpenapara COAepXKUTCs 7,5 Mr criupTa (3THIO0BOr0), 4TO
skBuBajieHTHO 0,11 mr/kr. KonudecTBo, comeprkaineecs B KaXKA0H Karcylie, 5KBHBAICHTHO MEHEE YeM
1 M1 nuBa wim 1 M BuHA. HeGobIoe KOTMYECTBO CIIUPTa (3THIIOBOTO), COIEPIKAILEECs B 3TOM
JIEKapCTBEHHOM CPEJICTBE, €/1Ba JIU OKA3bIBAECT 3aMETHOE JIEHCTBHE.

4.5. BzaumopeiicTBUs ¢ APYrHMH NpenapaTamMu U Apyrue ¢opmbl B3aUMOJACHCTBHSA
WccnenoBanus B3auM<aAeHCTBYS He IIPOBOIHIIUCE.
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4.6. ®epTHILHOCTD, GePEeMEHHOCTh H JIAKTAIMS.

bepemennocmeo

JlaHHBIE O NpUMEHEHWH XOHIPOWTHHA Cyldb(para y O€pEeMEHHbBIX XCHIIMH OTCYTCTBYIOT HIIH
orpanuuensl (Menee 300 cmydaeB OepemennoctH). VccienoBaHus Ha JKHBOTHBIX HE BBIABHIIH
HETIOCPEJICTBEHHOTO ~ WJIM  OMOCPEJOBAHHOTO  (HEKENATENbHOr0) — BIMSHMA B OTHOLICHHH
PENpPOLYKTUBHON TOKCHYHOCTH (CM.paszien 5.3).

B kadecTBe MephI MPEIOCTOPOXHOCTH PEKOMEHIyeTcsl u30erarb NMPUMEHEHHS Tpenapara BO BpeMd
OepeMEeHHOCTH

Jlakmayua

HeusBecTHO BBIAEIAIOTCS I XOHIPOUTHH CyibdarT W MeTaboIMTHI Ipernapara B IpyJHOE MOJIOKO.
Heb3s MCKIIOYHMTH PUCK JUIA HOBOPOXIECHHBIX M MiajeHLeB. IIpenapar He cieayeT NpHHUMATh BO
BpeEMSI TPYIHOTO BCKApMIIMBaHHUS.

DepmunvHocmp
VccnenoBaHus Ha )KUBOTHBIX HE BBIIBUIIM KAKOTO-JIHOO BIHAHUS HA PEPTUILHOCT.

4.7. Bausinue Ha cnocoOHOCTD K BOXKIEHHIO aBTOMOOHJIA H YIpaBJICHHI0 MEXaHH3IMAMH
COOTBCTCTBYIOU.II/IC KJIMHAYECKUE UCCIICJOBAHHUA HE ITPOBOANINCH

4.8. HexkesaTeibHbIE peaKIHH

B npuBeneHHON Huke TabJHIE NPEACTABIEHB! HeXenaTeabHble 3GGeKThl, HabMOJaBIIHECT B CEMHU
KIMHUYECKMX MCCIIEI0BAaHMAX, BKIIOYAIOIHUX B 00mmIei cinoxHocTH 2 244 manuenTa, 1154 U3 KOTOpBIX
nonyyanu npenapatr CTPYKTYM.

Hesxernatenbable Q(EKThl MPeACTaBIeHbl B COOTBETCTBAU C CHCTEMHO-OPraHHON KiacCH(uKalueH
MedDRA u nepedncieHsl HIXe Kak: o4eHb yacto (> 1/10), gacto (> 1/100, <1/10), Heyacto

(> 1/1000, <1/100), pexko (> 1/10000, <1/1000), ouens pemxo (<1/10000), Hen3BecTHO (HE MOXKET
OBITH OIIEHEHA 10 UMEIOLIUMCS JaHHBIM).

YACTO HEYACTO PEJAKO
>1% no 10% >0,1% no 1% <0,1%

Hapymenunsi co CTOpOHbI HEPBHOH CHCTEMBI
rOJIOBOKPYKEHHE

JKeaynouHo-KHIIEYHbIE HAPYIIEHHS
Juapes, pBoTa
60711 B XKHBOTE, TOLIHOTA

HapyuieHusi co CTOPOHBI KOXKH H NOAKOXKHBIX TKaHEH

KparnuBHHLA, aHFHOHeBpOTH“ICCKHﬁ OTCK,
3yn* spuTeEMa

KOJKHasi ChIb*
OO0mmue paccTpoiicTBa M HAPYIIEHHS B MeCTe BBeJeHHS

oTek Juua*

* croHcopckas rpyrmnmna

IIpeonoumumenvHvle mepmuHbl KIACCUDUYUPYIOMCS U 2DYNNUPYIOMCS NO
2PYNNOBbLIM MEPMUHAM 6b1COK020 YposHs (MedDRA).
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CoobmeHusi 0 no6o4HbIX 3 dexTax e
BaxHO coo6IIaTh O MOJO3pPEBAEMBIX PEAKLHUSIX I10CJIE PErHCTPALHU JICKAPCTBEHHOrO Mpenapata ¢
Hebl0 OOecreyeHtss HENpPEPHIBHOTO MOHMTOPHMHIA COOTHOIICHHS «I0JIb3a-PHCK» JICKapCTBEHHOIO
mperapata. MeIMIHHCKMM paGOTHHKAM pPEKOMEHIYeTcs coo0marh O JOOBIX I10[103peBAEMBIX
HeXeJIaTeIbHBIX PEaKIUAX JIEKapCTBEHHOTO IIPenapaTa yepe3 HallMOHAIbHBIE CHCTEMBI coobuienus o
HeXeJaTeIbHBIX PeaKIUsIX rocyJapcTB — WIEHOB EBpa3uifickoro 9KOHOMHUYECKOro Coro3a.

B Pecny6uke Benapych pekoMeHayeTcst CooOIaTh O HeXeNaTeIbHBIX PEaKIHIX B HH(POPMALMOHHYIO
6a3y JMaHHBIX [0 HEXeJaTeNbHBIM peakuusM (IeHCTBHAM) Ha JIEKapCTBEHHBIE NpENapaThl, BKIOYas
coo61eHus 0 Hea(h(heKTHBHOCTH JieKapcTBeHHBIX pernapatos (YIT «LleHTp SKCIepTU3 U MCIIBITAaHHH

B 31paBOOXpaHeHHI» MUHUCTEpCTBa 31paBooxpaHenus PeciyGmuku Benapycey, http:www.rceth.by).

4.9. llepenozupoBka
Ha3HavaroT CHMITOMaTHYECKOE JIEYEHHE.

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoaHHAMHYECKHE CBOICTBA
dapmakorepaneBTHYecKas rpynmna: [[pourie HecTepOHIHBIE IIPOTHBOBOCIAIUTEIBHBIE U
npotuBopeBmaruueckue cpeactsa. Kogx ATX:MO1AX2S.

Mexanusm aeiicteusi/@apmaxkoanHamuieckue 3¢ dexror:

XOHIPOUTHH-CEPHAst KHCIIOTA SBJISETCS HEOTHEMJIEMBIM KOMIIOHEHTOM OCHOBHOT'O BEIIECTBA
KOCTH M XpSIIa.

e [lo naHHBIM HCCIEOBaHHI in Vitro, XOHAPOUTHH CyJIb(ar o61agaeT NPOTHBOBOCIIATMTEIBHON
AKTHBHOCTBIO B OTHOLIEHHMH KJIETOYHBIX KOMIIOHEHTOB BOCTIAJICHHS H CTUMYJIMPYET SHIOT€HHbIH
CHHTE3 IIPOTEOTJINKAIIOB H THAyPaHOBOH KHCIIOTHI. '

5.2. @apmakokHHeTHYECKHE CBOHCTBA

AGcopbuus: Dxk30reHHbI XOHApoUTHH cybdaT (XC) BcacslBaeTCs MMOCIE MEPOPAILHOTO NpHEMa B
BHJIE BBICOKOMOJIEKYJIAPHOTO TOJICaxapyuia BMECTE C IIPOM3BOIHBIMH, 00pa3yrOIHMHCS B
pe3yJibTaTe YaCTHYHOM JEIOIMMEPU3alii W/ WK IecyIbaTaluy.

Pacnipenenenwue: [Tocne abcopOuuu HCXOJHOE COEAUHEHUE U €r0 (PparMeHThI JOCTUIAIOT
CHHOBHAJIHOM HJIKOCTH M CyCTaBHOTO XpSIIa.

Buotpanchopmarus: bonbinas yacTe nepopaibHOi 10361 XC B OCHOBHOM META00JIM3UPYETCS JI0 H
nociie abcopOIKK MyTeM THAPOJIM3a B MOHOCAXapUIbl, @ TAKXKE, B MEHBIIIEM KOJIMYECTBE, B JIH-,
OJIUTO- U MOJIUCAXAPUIBL.

OnmumuHanus: XC BBIBOJIMTCSI C MOYOH M KaJIOM B BHJIE MOHOCaxapuI0B U OJIMTrOCaxapuioB.

5.3. lok1HHH4YeCKHE JaHHbIE 10 0€30MaCHOCTH

JIOKJIMHUYeCKHe TaHHbIE HE BBIIBHIIM KaKoM -JIM00 0c000i 0IacCHOCTH IS YeJI0BEKa, OCHOBHIBAsCH Ha
UCCJIEJOBAHUAX TOKCHYHOCTH TMIOBTOPHBIX 103, TEHOTOKCHYHOCTH, @ TAKXKE TOKCHYHOCTHU JJIS
PENPONYKTUBHON CUCTEMBI M pa3BUTHS. XOTs KaHIEPOT€HHBIA TOTECHIIAJ CIICIIMATBHO HE U3ydalics,
3TO ONPAaBAAHO IPUPOIOY AKTUBHOI'O BEIIECTBA, OTCYTCTBHEM €r0 CBS3HU C H3BECTHBIMH
KaHLIEPOT€HAMH U OIBITOM IPUMEHEHHS.

6. PAPMAIIEBTUYECKHUE JTAHHBIE

6.1. Cniucoxk BcrnoMoraTe/IbHbIX BEECTB

g 10,00 mr

CocraB karcynbHOM 000510UKH: XxenaThH, TuTaHa auokcun (E171), unaurorun (E132).
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6.2. HecoBmMecTHMOCTH - % Benapyes
He npumenumo. b e

6.3. Cpok roanocTH
3 roza.

6.4. YcjioBusI XpaHEHHSA
XpaHHUTh IpH TemIieparype He Bbime 25°C, B HEIOCTYIIHOM /ISt IETEH MeCTe.

6.5. Bua u cocTaB BHeMIHEH YIAKOBKH

60 xamcyn B TepmodopmupyeMsx Gmuctepax u3 [IBX-TIBJIX/amomunueBo# (oNbri, MOKPHITOH
CJI0EM TepMOCBApHBAEMOTO Naka. B kaxmom Gimcrepe copepxkutes mo 20 xancys. CoOTBETCTBEHHO 3
6HcTepa YaKoBaHbl BMECTE C JIMCTKOM-BKII/IBIIIEM B KAPTOHHYIO KOPOOKY.

6.6. PekoMeHIAIHH 110 HCMO/Ib30BAHHIO H 00paIIEHHIO
Ocobble peKOMEHJalluU OTCYTCTBYIOT.

7. JIEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUS

ITbEP ®ABP MEJIUKAMEHT (PIERRE FABRE MEDICAMENT)
Jle Koxkwitio, 81500 Jlaop, ®panmnus (Les Cauquillous - 81500 Lavaur — France).

IMMPOU3BOJUTEJIb

ITbEP ®ABP MEJIUKAMEHT ITPOJIAKIIIH,
[TpousBoacTBenHslit yuactok [Iporudapm

Pro ny Jluce, 45500 JKuen, @panuus

7.1. MPEACTABUTEJIb JEPXKATEJISA PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
[Tperen3un notpeduTenei cieayer OTIPaBiIATh 10 aJpecy:

ITpexncrasurensetso KEUROMEDEX France», Pecry6ika benapycs,

220092, r. Munck, yi. Beasckoro, a.15, 0¢.107.

tenedon/dakc +37517 3 945 945

8. HOMEP PETUCTPAIITMOHHOI'O YAOCTOBEPEHUSA

Ne6116/03/08/13/17/18

9. IATA IEPBUYHOM PETUCTPAILIUU (ITOATBEPXKIEHUS PETUCTPALINH,
INEPEPETUCTPALIUN)

Jara nepBuuHo# peructpauuu: 1995 r.

Jlata mocneHero noATBEpKAeHHUs perucTparuu (nepeperucrpanuy): 30 aBrycra 2018 r.

10. IATA OBHOBJIEHUS TEKCTA
XX.XX.XXXX T.
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