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OBILAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
JlenTokuH A

2. KAYECTBEHHbBIA 1 KOJIMYECTBEHHBII COCTAB 0 b -05- 2077 SG45T

2.1. O0mee onucanue.
benble nnyu noutu Genblie IIOCKOUMIHHAPHYECKUE TA0IETKH ¢ (HacKoii.

2.2. KauyecTBeHHBI H KOJIHYECTBEHHBII COCTAB.

B 1 rabnetke (100 mMr) comepxures:

akxmusnwvie eeyyecmea: Belladonna (bemnagonna) D6 15 mr, Chamomilla (Pomainka anreunas)
D6 15 mr, Ferrum phosphoricum (@ocdar xenesa) D6 15 mr, Hepar sulfuris (I'enap cynsdyp)
D12 15 wr, Pulsatilla (ITynscatunna) D6 15 mr;

6cnomoz2amenbHble Beujecmeq:. MHUKPOKPHCTAJUIMYECKAss LEJUTI0N03a, JAaKTO3bI MOHOTHApAT,
TaJIbK, MarHus CTeapar.

3. JEKAPCTBEHHASA ®OPMA
Tabnetku.

4. KIMHUYECKUE JAHHBIE

4.1. ITokazaHus K NPUMEHEHHIO.

['omeonatnyeckuif  nexkapcTBeHHBIH mpemapar Ge3  YTBEPHKAEHHBIX — TepANeBTHUECKHX
(MEIUUMHCKAX) MOKa3aHUil K MpUMeHeHHIo. [IpuMensieTcs Tpu 6oJe3HEHHBIX ABJICHHSX MPH
IPOpE3bIBAHUU 3y0OB Y JETEH.

IIpumenenne 0 yKka3saHHbIM Ha3HAYEHHSM OCHOBBIBAETCS TONLKO HA OIBITE IIPHMEHEHHS.

B ciyyae BhIpaXeHHBIX CHMIITOMOB HEOOXOAMMO Ha3HAYEHHE COOTBETCTBYIONIEH KIMHHYECKH
000CHOBaHHOM Teparnuu.

4.2. PeskuM 103HMPOBAHMSA H CTI0CO0 NPHUMEHEHHSI.

Jetu ot 1 roza z1i0 6 jer:

IIpu BEIpaXXKEHHBIX CHMIITOMAX: 110 2 TaGJIeTKH yepe3 KaXKIblil Jac, HO He Gojee 6 pa3 B CyTKH.
IIpi yMeHbIIEHHH BBIPOXXEHHOCTH CHMIITOMOB CIIEAYET yMEHBIIMTH YacTOTY HpHEMA: IO 2
TabJeTKu 3 pa3a B CyTKH, Jajiee YMEHbBIIUTh YacTOTY IIPHEMA.

Jeru ot 4 Mecsues 10 1 rona:

Ilepen npumenenueM y aereii 10 1 roga Heo6XoaMMa KOHCY/IBTALHS Bpauva.

IIpu BbIpaXeHHBIX cUMITOMAx: 10 1 TabieTke 4yepe3 KaxIbli yac, Ho He Oosee 6 pa3 B CYTKH.
Ilpu yMeHbUIEHHH BBIPQXXCHHOCTH CHMITOMOB CIEyeT YMEHBIIUTDH 4acToTy mnpuema: mo 1
TabneTke 3 pasa B CyTKH, Jajee yMEHbUIMTh YaCTOTy HpHEMa.

[etn B Bospacte 110 4 MecsiieB: NpUMeHeHHE Y JIeTeif B BospacTe 10 4 MecsleB He
PEKOMEHyeTCS.

Ilepen mprMeHeHHEM TabNeTKM pacTBOPAT B HEOOMBLIOM KOJNMYECTBE KHUMSUYCHOH BOMIBI
KOMHATHOH TeMIrepaTyphl (0koso 10 MIT), IpHHUMATH 3a MoJYaca 10 MM Yepe3 Modaca mocie
CIBbI.

IIpo0IKHUTENBHOCTE IPUMEHEHHUS JIEKAPCTBEHHOTO MPETapaTa ONpPeeNseTcs BpadoM.

Ecmi Bo Bpemsl mpuMeHEHHs J€KapCTBEHHOTO INpemNapaTa CHMITOMBI COXDAHSIOTCS HIIM
IMIPOUCXOIUT YXYAIICHUE COCTOSAHUSA, HCO6XOHHMO 06pam'rbc;1 K Bpayy.
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4.3. IIpoTuBONOKA3AHUSA.
['MnepuyBCTBUTENBHOCTD K KAKOMY-TTHOO U3 aKTHBHBIX MM BCIIOMOTaTENbHBIX BEIIECTB.

4.4. Ocolble yka3aHusi H MePbI PEIOCTOPOKHOCTH PH MPHMEHEHHH.

['omeonaruyeckuii JekapcTBEeHHBIN npenapar. [lepen mpuMeHeHHEM MPOKOHCYIBTUPYHTECH C
Bpa4yoM, CIEIHATU3UPYIOIIMCS Ha TOMEOTIaTHIECKOM METO/IE JICUCHHUSL.

JlenToxkuHa A TableTKH colep)kaT MOHOTHIpPAT JIAKTO3hL. B CBfA3M C colep)kKaHHEM JIaKTO3bI
JIEKapCTBEHHBIA  IIpemapaT HE CleAyeT IPHHAMATh TAIlMeHTaM C  BPOXKICHHOM
HEIIEPEHOCHMOCTBIO IajlakTo3bl, JEGUUUTOM JlaKTa3sl HIM MaibabcopOuueil IOKO3bI-
TraJlaKTO3BlL.

IIpu nprueme roMeonaTHYECKUX JIEKapCTBEHHBIX MIPENApaToB BO3MOXKHO MPEXO/ISINEE yCUIEHHE
CYLIECTBYIOIIUX CHMIITOMOB 3a00neBaHMs (IEpBOHAYATBHOE YXY/IIIEHHE); B 3TOM CIIydae
CIIeAyeT MPEKPaTUTh IPHEM IIpenapara i IPOKOHCYIbTUPOBATHCS C BPauoM.

B ciydae npomOMKMTENBHOrO IpHeMa TOMEONATHYECKOro Mpenapata  HeoOXOIMMO
HaOJIOZIEHMe Bpaya, CICLHUATH3MPYIOWErocss Ha TOMEONATHYECKOM METOZE JICUEHHS,
IIOCKOJIbKY BO3MOXKHO BO3HHKHOBEHHUE HEXENIATEIbHBIX CUMIITOMOB.

Eciin Bo Bpems mpreMa JIeKapCTBEHHOTO IIpenapara CHMITOMBI COXPAHSIOTCS HITH IPOHCXOIUT
YXYAILICHHE COCTOSHHS, HEOOXOAUMO 0OpaTHTHCS K Bpady.

IIpumenenue y oemeii

Ilepex npumenenueM y neteit 1o 1 rona Heo6XoaMMa KOHCYIBTAIMS Bpaya.
IIpumenenue y neteli B Bo3pacte 1o 4 MeCALEB HE PEKOMEH/IyETCS.

4.5. BzaumopgeiictBue ¢ APYTHMH JIEKADCTBEHHBIMH MNpenapaTtaMH M ApYrHe BH/IbI
B3aHMOJeHCTBHA.
B3aumonelcTBus ¢ IpyruMu JIeKapCTBEHHBIMU IIpenapaTaMu He HaOmonmanuck. [Ipumenenue

MaHHOTO TOMEONATHYECKOro Mpernapara He MCKIIOYaeT NMPUMEHEHHS APYTUX JIeKapCTBEHHBIX
TIpenaparos.

4.6. ®epTHIBLHOCTD, GEPEMEHHOCTD H JAKTALHL.
JlenTokuun A TabeTky He IpeAHa3HAYEHbI [T IPHMEHEHHUS B3POCIBIMH.
JlaHHEBIE O BIMAHHM Ha (EPTHIBHOCTL OTCYTCTBYIOT.

4.7. Biusinne Ha CNOCOOHOCTH YNPABJATL TPAHCHOPTHBIMH CPEACTBAMH H paboraTh ¢
MeXaHH3MaMH.

JeHTOKHH A TabneTKkH He OKa3bIBAIOT MM OKAa3HIBAIOT HE3HAYMTEJBHOE BIMSHHE HA
CIIOCOOHOCTD BOXKIEHHS aBTOMOOHIIS ¥ paboTy ¢ MEXaHH3MaMH.

4.8. HeskenaTesbHble peaKuuu.
B03MOXHO pa3BHTHE aJUIepruYecKuX peaKiiHii.
B ciyyae BO3HHKHOBEHHS MOGOYHBIX pEAKIMH, B TOM HHCIE He yKa3aHHBIX B JaHHOMN

MHCTPYKIIMH, CIEAYET NPEKPATHTh INPHUMEHEHHE JAaHHOTO JIEKapCTBEHHOrO IIpemapaTta M
00paTHUTBCS K Bpauy.

Ilpn npueme romeonaTHYecKuX NEKapCTBEHHEIX MIPENAPATOB BO3MOKHO IpeXoslIee yCHICHHE
CYWCCTBYIOIIMX CHMITOMOB 3a00JieBaHus (NEPBOHAYAIBHOE yXY/IIEHHE); B ITOM CIydae
CICNYEeT NPEKPATUTD IPHEM IIpEnapaTa H MPOKOHCYIBTHPOBATHCS C BPAYOM.

Coobuienue o nodospesaemvix nexcenamensHvIX peaKyuax
Ecnu y Bac eosnuxaiom kakue-1ubo Heoicenamenvuvie peaxyuu, NPOKOHCYIbMUpPYHmecs ¢
épaiom unu papmayeemom. Jlannas pekoMeHOAWUs PACNPOCMPaHsemcs HA  No6bie
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603MOJICHbIE HedicelameNbHble pPeaKyuu, 6 MmoM Yucile HA He NepequcieHHvle 6 IUCmKe-
gK1a0biue. Bul makoice Modiceme cooOWums 0 HedlcelamenbHblX PeaKyusix 6 UHHOPMAYUOHHYIO
6azy OanHbIX NO HedcenamenvbHbLIM peaxyusm (Oelicmeusm) Ha N1eKapcmeeHHvle npenapamsl,
gKkniovas coobwjenus o0 Hesppexmusnocmu nexapcmeennvlx npenapamos (YII «Llenmp
9KCnepmu3 u ucnvlmanuil 8 30pagooxpanenuuy. no aopecy 220037 2. Munck, Tosapuweckuil
nep. 2a, no anexmpoHnnoul noume rcpl@rceth.by, no menegpony 242-00-29 unu na caiime
www.rceth.by). Coobwas o nedicenamenvHvix peakyusx, Bvi nomozaeme nonyuums 6onvuie
ceedenuil 0 bezonacHocmu npenapama.

4.9. IlepenozupoBka.
O cnyyasx nepeno3HpOBKY O HACTOAIIETO BPEMEHH HE COOOIIAIOCE.

5. PAPMAKOJIOTHTYECKHUE CBOMCTBA

@apmakoTepaneBTHYeCKas rpynna: ['oMeonaTuyeckuii IeKapcTBEHHEIH IIpenapar.
Kon ATC: VO3AX. IIpoune siekapcTBeHHBIE IPETapaThL.

l'omeonarnyeckuit  eKapcTBEHHBI  mpemapar, JeHCTBHE  KOTOPOrO  0GYCIOBIEHO
KOMIIOHEHTaMH, BXOJSIIUMH B €70 COCTAB.

I'omMeonarnyeckuit METO[ JIEYCHHs CYLIECTBEHHO OTJIMYAETCS OT TPAJUIHOHHOM MEIHIHHEL
Omnpenenenue Jno30cnenupuIecKux spdexTos, (bapMakoIHHAMHYECKIX WIIN
(hapMakOKHHETHYECKHX TapaMeTPOB FOMEOTIAaTHYECKHX IIPENapaToB HEBO3MOXKHO.

6. PAPMALIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIIOMOraTebHbBIX BELIECTB.
MuKpOKpHCTaTHYeCKas LEIUTI0N03a, TaKTO3bl MOHOTHIPAT, TalbK, MATHHS CTEapar.

6.2. HecoBMecTHMOCTD.
He npumenumo.

6.3. Cpok roanocru.

Cpok rofHOCTH HAaHHOTO IOMEONIATHYECKOTO Npenapara COCTAaBISET 5 JET IPU AOKHOM
XPaHEHHMH B 3aKPHITOH YIIaKOBKE.

6.4. OcoGbie MepBI IPEXOCTOPOKHOCTH NPH XPAHEHHH.
XpaHeHHe JAHHOTO JIEKapCTBEHHOTO TIpenapaTa He TpeGyeT 0CoBbIX YCIIOBHH.

6.5. XapaxTep u coaepkaHHe yNAKOBKH.

IlepBuynas ynmaxoBka: mo 150 TabneTok BO (akoHe H3 KOPHYIHEBOrO CTEKNA ¢ TLIACTHKOBOM
HaBUHYMBAIOIIEHCS KPBILIKOM.

Bropuunas ymakoBka: o 1 GakoHy ¢ IHCTKOM-BKJIA/IbIIIEM B KapTOHHOM KOpOOKe.

6.6. OcoGble Mepbl NpPETOCTOPOKHOCTH OpPH  YHHYTOXKEHHH HCHO0Jb30BAHHOIO
J€KapCTBCHHOr0  Npenapara MJIH  OTXO0A0B, MOJYYeHHBIX MOCA€ NPHMEHEHHs
JIEKAaPCTBEHHOTI'0 MpenapaTa uid padoTel ¢ HUM.

Het 0co6bIx TpeGoBanuii K yTHIM3ALHH.

7. AEPJKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUS U
ITIPOU3BOUTEJIb

JlepXKaresib perHCTPALOHHOTO YAOCTOBEPEHHUS: AJbIIEH @apma I'm6X
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Anpec: IItaitrendensn, 3, 77736, Llemns av Xapmepcbax, I'epmanns

ITpoussomutens: Jp. I'ycras Kusitn I'M6X u Ko. KT’
Anpec: Htaituendensa, 3, 77736, Llemws am Xapmepcbax, ['epmanus

7.1 IPEACTABHUTEJIb JEPKATEJISI PETUCTPALIMOHHOTI'O YIOCTOBEPEHUS
IIpencrasurensctBo AO «Alpen Pharma AG» B Pecy6iike benapychb

220053, r. MuHck, yiu. [Tapxomenko gom 3, oduc 1b

Ten/axc: (+375 17) 348 06 42

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUAA
He npumenumo

9. TATA IEPBUYHOM PET'MCTPALIMM (MOATBEPKJIEHUSI PETUCTPALINH)
Jlata nepBUYHOM perucTpanuu:

10. OTIIYCK U3 AIITEK
Otnyckaercs 6e3 penenrta Bpaya.

11. TATA IEPECMOTPA TEKCTA



