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OBIIIASI XAPAKTEPUCTUKA JIJEKAPCTBEHHOI'O TIPEITIAPATA

1. HAMMEHOBAHUE JIEKAPCTBEHHOTI'O TIPEITAPATA |

]

I'paMMHIHH JeTcKuii, 1,5 Mr+1 Mr, TabIeTKH Ulst pacCachIBaHUSL. | MpHUCTEPCTBOM BAPARPAC » FEE

3. KAYECTBEHHDII M KOJMYECTBEHHBIN COCTAB | /. /. AL J%_/_{}
JleficTBYIOIIEE BEMECTBO: TPaMALIiH CHIETHIITHPAUHIS xroput
['paMMHUIMH JETCKHUi, 1,5 Mr+1 Mr, TaGIEeTKH JUTs paccachlBaHUA

Kajxmast TabIeTKa Ui paccachIBaHus, COAePKHT rpamumuau C - 1,50 mr (B BUOE TpaMHUIHIMHA
C guruapoxiopuza - 1,60 Mr), UETHINHPUIUHUA XJIOPUA - 1,00 mr (B BUE LETUIITHAPUIUHIS
xyopuia MoHoruapara - 1,05 mr). ‘
BemoMorareibable BEIecTBa, HAIMYHE KOTOPBIX HAJA0 YYHTHIBATH B COCTABE JICKApCTBEHHOI'O
npenapara: acrapram - 12,00 mr, copouron - 1055,75 mr (cm. paznen 4.4.).

[TosHBI IepeYeHb BCIIOMOTATeIbHBIX BEIECTB IPUBEIICH B pasaeie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTKu ISl paccachbIBaHUS.

TaGeTku 6eI0ro MM TIOUTH GENIoro LBETa, KpYTJible, ABOSKOBBITYKIbE, ¢ THCHeHHeM «GR» Ha
OJIHO} CTOPOHE M 3aIaxOM MaJMHEL JIomycKaeTcss He3HaYUTENbHAS MPaMOPHOCTD. '

4, KIMHUYECKHUE JAHHBIE

4.1. IToxka3zaHusl K NPUMEHEHHIO

IIpenapar ['paMMHEIHH JIETCKUH TOKa3aH K NMPAMEHCHHUIO Y B3POCIBIX M nereit ot 6 et (ans
JIAHHOM JIeKapCTBEHHON (OPMBI).

[Toka3aHus K IPUMEHEHUIO

MecTHOE CHMIITOMATHYECKOE jedeHHe HHPEKIMOHHO-BOCTIAUTENBHBIX 3a00J1€BaHUN ITOJIOCTH
pTa U IJI0TKH. '

4.2. Pe:xuM D03MPOBAHHS H C10C00 NPHMEHEeHHS
PexxuM J103UpOBAHMS
Tlo 2 TabneTku (oxHy 3a Apyroii B Teuenue 20-30 MuHYT) 4 pa3a B ICHD.
MakcuMabHas CyTO4Hast 103 - 8 TabJIeTOK.
[Ipenapar He peKOMeH/yeTcs IpUHAMATh Ootee 7 nHeii. B ciydae OTCYTCTBHS TEparneBTHIECKO-
ro sddexTa Wi yXyaImeHHs COCTOSHHS, a TAKKE UL IPHHATHS PEIICHUS O BO3MOKHOCTH OoJiee
JUIITENBHOTO IPUMEHEHHUS CIIeyeT 0OpaTUThCS K Bpady.
Oco0ble rpynnbl NaIMEHTOB
ITayuenmul NOJICULO20 803pACMA
Koppexkuuu 10351 He TPEOYETCS.
ITayuenmoi ¢ NOYEYHOU HEOOCMAMOYHOCTMbIO
Koppexkuuu 10351 HE TpeOyeTCsL.
Iayuenmol ¢ neyeHoYHOU HeOOCMAmMo4HOCHbIO
Koppekuuu 10351 He TPEOyeTCs.
eTH
IIpenapat ['paMMHIHH IETCKUH HE CICTYET IPUMCHATE Y nereill B Bo3pacte J10 6 JIET, B CBSA3U C
PHCKOM CITy4aifHOTO IOTa[aHus Ta0JIETKH B IBIXaTCIBHEIC ITYTH 1 acIHpaIyy.
Jlemu cmapwe 12 nem
ITo 2 Taberku (oxHYy 3a Apyroi B Tedenue 20-30 MHHYT) 4 pa3a B JICHb.
MakcuManbHas CyTo4Hast 103a - 8 TabJIeTOK.
Jlemu om 6 0o 12 nem
ITo 1 Tabnerke 4 pasa B eHb. MakcuMalbHas CyTOYHAS 71034 - 4 TabneTKH.
Crnoco6 npyuMEHEHUS
MectHo. [IpuMeHsieTcst OCTIe eJibl, TYTeM PaccachblBaHUs BO PTY, HE PasiKCBbIBAIL.
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HernocpeICTBEHHO TOCie IPAUMEHEHHs Mpernapara CIeAyeT BO3JEpXKaTbCs OT MpHeMa MUIMH 1
HAIMMTKOB B TeYeHHE 1-2 4acoB.

4.3. IIpoTHBONMOKA3AHUS
e THIEpPYYBCTBUTENBHOCTh K rpaMALMIUHY CHICTHIMUPHIAMHHIIO XIOPUIY M K mobomy
M3 BCIIOMOTATE/bHBIX BEIIECTB, IEPEUMCIICHHBIX B pasene 6.1.;
e  HAC/IEICTBEHHAS HEIIEPEHOCHMOCTH (BPYKTO3bI (IPEMNapaT COIEPIKUT COPOUTON);
OepeMEHHOCTD;
e et 10 6 JeT (1Tt JaHHO# JekapcTBeHHOU (Gopmbl) (cM. paszen 4.2.).

4.4. OcoOble yKazaHUsi © MepbI NPEI0CTOPOKHOCTH NPH NPHMEHCHHH

Oco0ble yKka3aHus

Eciiu BO BpeMsi IIPHMEHEHHs! TperiapaTa CHMITOMBI 3a00JIEBaHHs COXPAHSIOTCA HIIM TPOHUCXO-
T YXyJIIeHHE COCTOSHHS (IOJHUMAETCS TEMIEPaTypa, MOSBIISCTCA Kallleyh, FONOBHAs 6ob,
pBOTA M Jp.) HEOOXOUMO 0OPATHTHCS K BpayYy.

Baxmepuanvhvle uHpexyuu

[Ipn GakTepUaIbHBIX HH(PEKIHMAX, B YACTHOCTH, BBI3BAHHBIX CTPCTITOKOKKOM, PEKOMEHTyeTCsI
Ha3HaYeHHE OCHOBHOH STHOTPOIHOM TEpaldy COOTBETCTBYIOIMM aHTHOAKTEpPHATBHBIM Cpe-
CTBOM CHCTEMHOTO JEHCTBHS. '
Bupychvie ungexyuu

TIpu pasBUTHH BUPYCHOMN HH(EKIMH, MPUMEHEHHE TIPenapaTa B KauecTBe MOHOTCpalliH MOJXKET
6BITh HEIOCTATOUHO ((MEKTHBHBIM, OCKOJIbKY BUPYCHAs HHEKIMs PasBUBACTCS BHYTPHKIIC-
TOYHO.

Venemenue npoyeccos penapayuu

He pexoMeH/yeTcs IPUMEHSTh IETHIIUPHIUHNS XIOPH/L IPH MOBPEMACHUAX cu3ucToi 000-
JIOYKH M3-32 BOBMOXKHOT'O YTHETEHHUS IIPOLIECCOB peTapaluy.

Iayuenmul ¢ KOHMAKMHOU aniepeuei

[lam@eHTaM ¢ KOHTAKTHOM ayieprieil He ciieyeT NPUHAMATh Npenapar, Tak Kak BO3pacTact Be-
POSITHOCTH CEHCUOMITN3ALIMH.

H3menenue 6Kyco8bIX OUYUjeHUl

TIprMeHeHHUe Ipenapara MOXeT BPEMEHHO H3MEHATh BKYCOBBIC OLIyIICHMA, HO B TedyeHue 4 4a-
COB TIOCIIE TIpHeMa IMperapaTa BOCIPHATHE BKyCa BOCCTaHABIHMBACTCA. [TpuHUMATH TIpenapar
PEKOMEH/LyeTCsl II0CIE /1Bl (CM. paszie 4.2.).

Oxpawusanue 3y008 u s13b1Ka .
Jlsi HEKOTOPBIX JIEKAPCTBEHHBIX (OPM IpenaparoB, COACPXKAIIAX HETHIMMAPAIUHUS XJIOPHUTI,
[I0Ka3aHO, YTO MX JUIHTEHHOE NPUMEHEHHWE MOXKET BBI3BATH HE3HAYUTEIBHOC BPEMCHHOC KO-
pHYHSBOE OKpAlIMBaHKe 3yO0B M S3bIKa, HO STH SBJICHMS IPOXOMAT IOCIIC OTMEHBI IIpernapara.
Benovozamevhble 6ewjecmsa, Haiudue KOmopulx Haoo y4umpléams 6 cocmage J1eKapCmeeHHo-
20 npenapama

Acnapmam

[Ipenapar COJAEPXKHT acmapraM, HCTOYHHK deHunanaHnHa ¥ MOXET OKa3aTbCs BPEIHBIM UL
mojel ¢ GeHUITKETOHYPHUEH. .
Copbumon

B CBs3H C COAEPYKAHHMEM COPOUTONA MpernapaT He PEKOMEHI0BaHO NMPHHUMATH MAlUCHTAM C
BPOY/IEHHOH HENIEPEHOCHMOCTBIO (PPYKTO3BL.

B cBA3M C cojepKaHHeM COpOHTONa IpernapaT MOXKET OKas3bIBaTh JIETKOE crabuTenpHoe JIeH-

CTBHEC.

4.5. B3aumoeiicTBHE ¢ APYTHMH JIEKAPCTBEHHBIMH NPENapaTaMy U APyrue BH/bI B3aHMO-
aefcTBUA .
AKTHBHOCTb LETHIMHPHIHHAS XJIOPHA CHIKAETCS U3-3a €r0 WHAKTHBALHH OeKOBBIMU H JIH-
[MIHBIMHA KOMIIOHEHTaMH B OYare BOCTIAJICHHUS. o ’

2
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He pexoMeHI0BaHO OTHOBPEMEHHOE NIPUMEHEHHE C IPYTHUMH TIpenapaTaMi MECTHOTO JIEHCTBUSL.
4.6. ®epTHILHOCTH, 0€PEMECHHOCTH M JIAKTAIMSA
bBepemeHHOCTD
[Ipenapar NpOTHBOIOKA3aHO IPUMEHSTH BO BPeMsi OEPEMEHHOCTH, B CBSI3H C OTCYTCTBHEM JI0-
CTaTOYHBIX JAHHBIX.

JlakTanus

JlaHHBIE O TPOHUKHOBEHUH NEHCTBYIOIMX KOMIIOHEHTOB B IPY/IHOE MOJIOKO OTCYTCTBYIOT. [Tpu-
eM Ipenapara He peKOMEHI0BaH BO BpeMs IPYTHOTO BCKapMITHBAHHSL.

®epTHILHOCTD

JlaHHBIE y Y€I0BEKA OTCYTCTBYIOT.

4.7. Biusinue HA c1OCOOHOCTH YNPABJIATH TPAHCIOPTHBIMH CPEICTBAMH H paborath ¢ Me-
XaHH3MaMH

VccieJoBaHus 110 OLICHKE BJIMSAHUS IPUMEHEHHUS Mpenapara Ha CKOpPOCTh peakuyi He IPOBOAH-
nuck. Ucxons u3 nmpoduiisi MOOOYHBIX peakiyil BIHSHHE Npenapara Ha CIIOCOOHOCTD YIIPaBIIAThH
AaBTOMOOHJIEM M pabOTaTh C MEXaHU3MAaMH HE OXKHIACTCH.

4.8. FexkeaTelbHbIE PEAKINH

Pe3roye HeXeIaTeIbHbIX PEaKInii

Omnpe/ieieHHe YacTOThI IOGOYHBIX SBJICHUH POBOIUTCS B COOTBETCTBAH CO CICAYIOIMMH KpH-
TepusaMu: odeHb yacto (>1/10), gacto (OT >1/100 mo <1/10), mewacto (ot >1/1000 mo <1/100),
penko (ot >1/10000 mo <1/1000), oueHp penKo (<1/10000), HEU3BECTHO (HEBO3MOXKHO OICHHUTH
Ha 0COBAHMHU MMEIOIIHUXCS JaHHBIX).

Hapy:uenusi co cmopoHbl UMMYHHOU CUCTMEMbl

Penxo: aieprudeckue peakivu.

Hapyuienusi co cmopoHbl HepeHOU CUCHIEMbL

Penxo: n3MEeHEHHE BKYycCa.

JKenyoouno-kumieynvle HapyuleHus

YacToTa HEM3BECTHA: TOLIHOTA, PBOTA.

Hapyuienus co cmoponbl K0JICU U NOOKOJICHBLX mKaneu

Peko: pa3ipakeHne CITH3UCTOH 00OJIOYKH PTa, 3a/IEPXKKA 3AKUBICHUA PaH cIM3HuCTOU 0605104-
KM pTa.

Coob1eHne 0 MOA03PEBAEMbIX HEXEIATeIbHBIX PEAKIUAX

BakHO COOBIIATH O MOJO3PEBAEMBIX HEXKENATENbHBIX PEAKIHAX IIOCNIE PErHCTpalliu JICKap-
CTBEHHOTO IperapaTa ¢ Lenblo OOecredyeHus HEMPephIBHOTO MOHHUTOPHHIA COOTHOUICHIS
«I1OJT>3a — PUCK) JIEKAPCTBEHHOro Mpenapara. MeIuiuHCeKuM paboTHHKaM PEKOMEHIYETCs CO-
OBIIZTH O MOXO3PEBAEMBIX HEXEJATENIbHBIX PEAKIMSIX JIEKAPCTBEHHOTO NPEeapara 9epes HalHo-
HANBHEIE CHCTEMBI COOOIIEHHS O HeXeNaTebHbIX PeaklHsIX roCy1apcTB — WIeHOB EBpasuiicko-
r0 3KOHOMHYECKOTO COH03a.

Pecniy6nuka benapych

220037, Munck, Toapumeckuii nep., 2a

VII «LIeHTp 3KCIEepTH3 U MCTIBLITAHUH B 3[PaBOOXPAHCHHUI)

Tenedon otaena papmakonamsopa: +375 (17) 242-00-29; ¢paxc: +375 (17) 242-00-29

1. moura: repl@rceth.by, reeth@rceth.by

https://www.rceth.by

4.9. Ilepeno3upoBKa

CHMIITOMBI

Nupopmarus 0 Cydasx Iepef03HPOBKH OTCYTCTBYET.

VyuTHIBas KOJMYECTBA aKTUBHBIX M BCIIOMOIaTENIbHBIX BEIIECTB, COACPKAIIUXCA B 1 Tabnetke,
BO3MOKHOCTB TepeI03HPOBKH MUHUMAJIbHASL.
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CHMIITOMBI TIPH MIPEBBINIEHHH PEKOMEHIYEMBIX 103 Ul UETUINMHPUAMHHUS XJIOpU/Ia — Hapyle-
aus co croponsl XXKT (TomHoTa, pBOTa, 1HApes). .
CopGuTon, BXOIAWMI B COCTaB Mpenapara, NP 3HAYHTEIHHOH MEPENI03UPOBKE (6onee 30 r
copbrTONa B CyTKH) MOXKET BBI3BATh IHAPEI0, METEOPH3M.

Jleuenue

B ciydae nepeno3upoBKH HEOOX0MMO 0OPAaTUTBCS K Bpady.

Jleyesuie: OTMEHA Mpernapara, IPOMBIBAHUE JKETy KA, CAMITOMATHYECKas Teparus.

5. DAPMAKOJIOTMYECKHAE CBOVICTBA
5.1. dapMaKoJUHAMHYECKHE CBOIICTBA
dapmakoTtepanesTideckas rpynna: [Ipenaparsl Ui T€4E€HAS 3a00jieBaHMii ropiaa. AHTHCENTH-
KH.
Kox ATX: [RO2AA20].
MexaHU3M IEHCTBHS
KoMOUHUPOBAHHBIH Mpenapar Ul JeYeHHs HHPEKIHOHHO-BOCTIATATENBHBIX 3aboJeBaHU I
IJIOTFY ¥ TIOJIOCTH pTa. B cocTas mpemapara BXOMHT MPOTHBOMUKPOOHOE CPENICTBO IPAMULIAIMH
C ¥ 2HTHCENTUYECKOE CPEACTBO - UETHIITHPHTAHUS XJIOPULL.
Mexanu3Mm aeiicTBus rpamuimanHa C CBS3aH ¢ MOBBILIEHAEM MPOHUIAEMOCTH [UTOIIA3MATH-
yecko#l MeMOpaHBl MUKPOGHOM KJIETKH, YTO HapyIlaeT ee yCTONYHMBOCTH M BBI3BIBACT rubenb
KJIETKH.
L{eT IMAPUINHUS XJIOPHI — AaHTHCENTHK U3 TPYIIIBI YeTBEPTHIHBIX aMMOHHEBBIX COeIMHEeHHUH,
06ajiaeT IPOTHBOMHKPOOHBIM 1 poTHBOTrpUOKOBEIM (Candida albicans) newicTBUEM, HE BIIHS-
€T Ha MUKOOaKTEpHUH.
dapmakouHaMugeckue G deKTs
[IperapaT oka3blBaeT IPOTHBOMHUKPOOHOE CHCTBHE.
Kimmunyeckas 3¢ GeKTHBHOCTE ¥ 6€30MacHOCTh
3HauyzMBble JaHHBIE, TOTyYEHHBIC B KIMHUYECKUX UCCIICJOBAHUAX, OTCYTCTBYIOT.

eTH
3HaYrMBble JaHHBIE VIS JETCKON MOMYJISAIUA OTCYTCTBYIOT.

5.2. DapMaKOKHHETHYECKHE CBOICTBA

AGcopbuus
IIpenapar o6GiiafaeT MECTHBIM [CHCTBHEM M TNPAKTHYECKH HE BCACHIBAETCS B JKEIYIOYHO-

KHAIIECYHOM TPaKTEC.

Pacnnenenenue »
He usyuanocs.
BuoTtpanchopManus

He u3yuanocs.

DauMUHAIHASA

He usyuanocs.

JIuHe#HOCTD (HETMHEHHOCTD)

He n3y4ainocs.

daprnakoKHHEeTHYECKas-hapMakoiuHAMUYecKas 3aBUCUMOCTh

Caenenust 0 hapMaKOKMHETHIECKOH-HapMaKOAMHAMIIECKOH 3aBUCHMOCTH OTCYTCTBYIOT.
dapMaKOKHHETHKA Y OCOOBIX IPYIII MAIMEHTOB

Caezenus 0 papMaKOKHHETHKH y OCOOBIX TPYII NAIlMEHTOB OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHUE CBOWCTBA
6.1. IlepeyeHsb BCIOMOraTeJbHBIX BElECTB
KpemHus JUOKCHJT KOJTOUTHBIH

Tanbk

JIUMCHHOM KHMCJIOTHI MOHOTH/IpAT



Acnantam

ApomaTu3aTop MaJTHHOBBIA
Cop06uTon

Marrus creapat

6.2. HecoBmecTHMOCTDH
He nmpumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs )
2 roja.

6.4. OcolObie MepbI MPEI0CTOPOKHOCTH MPH XPAHEHUH
XpaHNTB B 3aIMIIEHHOM OT CBETa MECTe NPU TEMIIEPAType He BBIIIE 25 L

6.5. XapakTep U cofepkaHHe NEPBUYHON YIAKOBKH

[To 9 TabIeToK B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY MJIM B KOHTYPHYIO SYCHKOBYIO YIAaKOBKY C
nepdopanuein u3 MIJICHKH HOJTHBHHWIXJIOPHIHOM WA MIOJIMBUHUIIXJIOPU/I-
HOM/COTMBAHITH/ICHXIOPHIHON 1 (OB aTIOMUHUEBOM MEYaTHOM JIaKHPOBaHHOM. '

2 KOETYpHBIE YEHKOBBIE YTAKOBKM BMECTE C JIMCTKOM-BKJIA/IBIIIEM MIOMEINAOT B MA4Ky U3 Kap-
TOHA.

6.6. Qcobble Mepbl MPEIOCTOPOKHOCTH NPH YHHYTOXKEHHH HCIO0JIb30BAHHOI0 JIEKAPCTBEH-
HOTC IIpenapara MM OTXO/0B, MOJy9YeHHbIX [0C/1e MPHMEHEeHHs! JIEKapCTBEHHOro npena-
paTa u Apyrie MaHHITYJISIIHH C IPENapaTomM

Oco05IX TpeOOBaHMM K yTHIIH3AIHH HET.

6.7 YeaoBusi OTIyCKa M3 aNTeK
be3 penenTa Bpaya.

7. JEP’)KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMS
Poccuiickas @enepanus

AxuroHepHOe 00mectBo «Banenra ®apmanestuka» (AO «BanenTa Dapm»)
141108, MockoBckas o61acth, r. [llenkoso, yn. ®abpudnasi, 1. 2.

tenedon: +7 (495) 933-48-62

dakc: +7 (495) 933-48-63

DexrTpoHHBIA anpec: info@valentapharm.com

7.1. IpeacTaBuTENb JepKATEIs PErHCTPALMOHHOIO YI0CTOBEPEHHUS HA TePPHTOPHH Coro-
3a

[IpeT2H3UHU NOTPeOUTENCH HAIPABIATS 110 aJIpecy:

PecmyOnuka benapychb

00C «MUJIIIO»

220073, r. Munck, yir. 2-as [llecras muuus, 9, +375 (17) 270-55-88, +375 (17) 270-55-84,
+375(17) 270-55-73

e-mail: ilpo@nsy_s.by
8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. TATA NEPBUYHOWN PErMCTPAIIMHM (IIOATBEPKIAEHUSI PEIICTPAIIUN,
NEPEPEI'UCTPALIN)
Jlata nepBOi# perucTpaiuu:



10. IATA IEPECMOTPA TEKCTA
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xire2mees:

COTJACOBAHO |




