OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
I'paMmmunH® neTckuid, TaOJIETKU AJIA paccackiBaHus 1,5 mMr + 1 mr

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

Opna TabieTka CONEPIKUT:

Oelicmeyrowue gewecmsda.

rpamutuanHa C quruapoxiopun — 1,60 mr (B nepecuere Ha rpamunuaui C - 1,50 mr);
HETUITUPUINHKS XJIopHaa MoHoruapat — 1,05 mr (B mepecuere Ha HETHIIMUPUIAHUAS XJTOPHU/T
— 1,00 mr).

BcnoMorarenbHbIe BEIeCcTBa, HATUYNE KOTOPHIX HAJ0 YYUTHIBATh B COCTABE JICKAPCTBEHHOTO
mpernapara: acnapram, COpOUTOIL.

[ToHBIN TTepevYeHb BCIIOMOTATEIbHBIX BEIIECTB CM. B IMyHKTE 6.1

3. JEKAPCTBEHHAS ®OPMA
Kpyrieie ABOSKOBBITYKIIbIE Ta0JIETKH OEJ0ro WM mouyTH Oenoro npera ¢ TucHeHneM «GR»
Ha O/IHOM CTOpOHE M 3araxoM MaJauHbI. [lonmyckaercss He3HaYUTeIbHass MPaMOPHOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1 Iloka3aHusl K NPUMEHEHHIO

CuMnToMaTHyeCcKOe JiedeHUEe MHGPEKIMOHHO-BOCTIAIUTENbHBIX 3a00JIeBaHUM MOJIOCTH pTa U
ropiia, COIpPOBOKIAOIUXCA OO0JIbI0O B TOPJIE€ U B POTOBOM MOJOCTH: (PAPUHIUT, TOH3UIUIUT,
HapOJIOHTUT, THHTUBUT, CTOMATHUT.

4.2 Pe:xxum 103MPOBAHUSA U CIIOCOO MPUMEHEeHUsI

Pe:xxum no3upoBaHus

B3pocnvie: mo 2 Ttabnetku (oaHy 3a npyroii B Tedenue 20-30 mMuHyT) 4 pasa B JCHb.
MakcumManbHasi CyToyHas 103a - 8 TabJIeToK.

Oco0ble rpynnbl NaMEHTOB

Jlemu

Jo3upoBka g gereit crapuie 12 ner: mo 2 tabnetku (oaHy 3a apyroit B teuenue 20-30
MUHYT) 4 pa3a B 1IeHb. MakcuMmanbHasi CyTo4YHast 103a - 8 TabJIEeTOK.

Jo3upoBka i aereit ot 4 1o 12 ner: no 1 tabnetke 4 pasa B 1eHb. MakcuMalibHasi CyTO4Has
no3a - 4 TabyeTKu.

Cnocod npuMeHeHusI

MecTtHo. [TpumMmeHnsercs nocine enpl, IyTeM paccacblBaHUs BO PTY, HE Pa3KeBbIBas.

4.3 TlpoTuBONOKA3aAHUS

® TUNEPYYBCTBUTEIHHOCTh K JICHCTBYIONIEMY BENIECTBY WJIM K JOOOMy W3
BCIIOMOTATeNbHBIX BEILIECTB, IEPEUNCIIEHHBIX B pa3zaene 6.1;
(bennnkeTonypus (Ipernapar CoAep KUT acrapTam);
HaclleICTBEHHAsI HEEPEHOCUMOCTh (PYKTO3HI (IIperapar COAEP>KUT COPOUTOIN);
MepUOJT KOPMIICHUS TPYABIO;
JIETCKU BO3pacT A0 4 JerT.

4.4 OcoOble ykazaHus U Mepbl MPEI0CTOPOKHOCTH NPH NPUMEHEHUH

HemnocpeactBeHHO mociie MpUMEHEHHs TIpernapara cieIyeT Bo3AepKaThbes OT MpHeMa IMUIIU U
HAIMUTKOB B TeYeHue 1-2 Jacos.

[Ipu orcyrcTBUM TepameBTHUecKoro »¢¢ekra B TeueHHe 7 IHEH mpueMa mpemapaTa
PEKOMEHTyeTCs OOpaIleHne K Bpady.



He crmenyer mpuMeHsTh mpenapaT NMpyU HAIMYUU OTKPBITHIX paH B MOJIOCTH PTa, MOCKOJIBKY
UETUITUPUANHUS XJIOPUJ 3aMEJIJISIET 3a>KUBIICHUE PaH.

ConepXuT HCTOYHUK (peHmnaaHnHa. MOXKET OKa3aTbCsl BpPEAHBIM IS JIIOJEH C
(eHUITKETOHYPHEH.

[TaniueHTaM ¢ penKo BCTpEYaroleicsi HACIEACTBEHHOW HEIEPEHOCUMOCTBIO (DPYKTO3bI HE
cieayeT NpUHUMATh ATOT Mpenapar.

Mosketr okaspiBaTh ciaboe ciabutenbHoe nerictBue. CopOWTON CcOAEpX)UT 2,6 KKaI/T
KaJIOPUU.

4.5 B3aumojeilcTBUfI ¢ JAPYTHMH JIEKADCTBEHHBIMH IpenapaTtaMu M JApyrue BHAbI
B3aNMOJAEHCTBUSA

B mnacrosimee Bpemss HE ONMCAHO CIIy4aeB KIMHUYECKH 3HAUYUMOIO B3aUMOJEHCTBUS C
JIPYTUMU JICKaPCTBEHHBIMHU CPEJICTBAMHM.

4.6 PepTHIBHOCTD, 0€PEMEHHOCTb U JAKTALUSA

bepemennocms

bepemMeHHBIM  KEHIIMHAM HEOOXOIMMO MPOKOHCYIBTHPOBATHCS C BpauoM Iepen
npuMeHeHueM mnpenapara. [Ipumenenue mpenapara BO3MOXKHO, €CJId MOTEHIMaIbHAs T0JIb3a
JUTSL MaTEPH MPEBBIIIAET BO3MOXKHBIM PUCK AJIS TUIOAA.

Kopmnenue epyovio

HeTr naHHBIX O NPOHMKHOBEHHH KOMIIOHEHTOB Ipernapara B TpyaHoe Moyioko. Ha Bpems
JICYCHUS CJIEIYET MPEKPATUTh TPYIHOE BCKapMJIIMBaHHE.

DepmunbHocmo

KonTponupyemble uccieaoBanus HapyleHus GepTHIIEHOCTH Y JIIOJICH HE TPOBOIMIINCE.

4./ BJuusiHMe Ha CIHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CpeICTBaMH M
NOTEHIMAJIBHO ONNACHBIMH MEeXaHU3MAMH

[Ipenapar He BIMSET Ha BBHIIOJHEHUE MOTEHIMAIBHO OINACHBIX BUJOB JIE€ATEIbHOCTH,
TpeOYIOLIMX 0COO0ro BHUMaHUs U OBICTPBIX peakuuil (yrpaBieHHe aBTOMOOMIIEM U APYTUMHU
TPAHCIIOPTHBIMU CpECTBaMH, paboTa ¢ IBWKYIIMMUCS MEXaHU3MaMu, paboTa Jucrneryepa u
orepaTopa H T.IL.).

4.8 HexennaTenbHbIe peakuuu

OmnpeneneHne 9acTOThl MOOOYHBIX SIBIICHUH TPOBOJIUTCS B COOTBETCTBHH CO CIIEAYIONTUMHU
KpUTEpUIMHU: 04eHb yacTo (> 1/10), wacto (> ot 1/100 mo < 1/10), mHewacto (= ot 1/1000 mo0 <
1/100), peaxo (= 1/10000 no < 1/1000), ouens penko (< 1/10000), HenzBecTHO (HEBO3MOKHO
OIICHUTh HA OCHOBAaHUH MMEIOIINUXCS TaHHBIX)

Yacmoma neuzeecmua:

Bo3MOXHBI anneprudeckue peakiul Ha KOMIIOHEHTHI Tperapara, KelyJA0YHO-KHUIIECYHbIE
paccTpoiicTBa (TOIIHOTA, JUaApes]).

Coo01eHue 0 MoA03peBaeMbIX HeKeJIATeJIbHBIX PeaKIusix

BaxHo coo01maTe 0 MoJ03peBacMbIX HEKENAaTeIbHBIX peakuusx mocie peructpanuu JIIT ¢
1eapl0 00ecreueHrss HEMPEePhIBHOIO MOHHTOPHHTA COOTHOIIEHUs «a1oyib3a — puck» JIII.
MeaunHCKUM ~ paOOTHUKAM PEKOMEHIYeTCs CcooO0IaTh O JHOOBIX  IMOA03PEBAEMBIX
HexenarenbHbIX peakiusax JII1 depes3 HaMOHANBHYIO CHCTEMY COOOIIEHUS O HEXKeNaTeIbHbIX
peakuusx PA.

4.9 Ilepeno3upoBka

Cumnmompi: TIpUEM Ipenapara B /103aX, NPEBBIIIAONINX PEKOMEHYyEMbIE, MOKET BbI3BaTh
HapylIeHUs CO CTOPOHBI JKEIyJIOYHO-KUIIEYHOTO TpakTa BCJIEICTBUE HM3MEHEHUS
OaxTepruaIbHOU MUKPOQIIOPHI: TOUIHOTY, PBOTY, TUAPEIO.



Jleuenue: caenyet NpeKpaTUTh MIPUEM Npenapara U 00OpaTUTHCS K Bpauy.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOCTBA
dapmakoTreparneBTHUECKas TpyIia: oKa He IPUCBOEHA
Kon ATX: moka He mpUCBOEH

Mexanusm deticmsus

KoMOWHMpOBaHHBIM  mpemapar Juii  CUMITOMATHYECKOTO  JICYCHHsS  WHQPEKIMOHHO-
BOCTIAJINTENIBHBIX 3a00JieBaHM TOpia M TOJOCTH pra. B cocraB mpenapata BXOAWT
NPOTHBOMUKPOOHOE  cpencTBOo rpamunmaud  C W aHTHCENTHYECKOE CpPEACTBO -
HETUINHPUAUHUS XJopua. Mexanusm neiictBus rpamunuanHa C CBsi3aH ¢ TOBBIIICHHEM
NPOHHUIIAEMOCTH IIUTOIIA3MAaTUYECKOH MEMOpaHbl MUKPOOHOHM KIJIETKH, YTO HapyllaeT ee
YCTOMYMBOCT, W BbI3bIBaeT TuOenb. ['pamunmann C  oka3plBaeT aHTHOAKTEpUAILHOE
(OakTepuIUaIHOE) NEHCTBHE B OTHOIICHWH NIMPOKOTO CIIEKTPAa TPAMIIOJIOKUTEIBHBIX U
IpaMOTPHULIATENIEHBIX ~ MHUKPOOPTraHW3MOB.  LleTwnmupuauHus  XJIOpUA  OTHOCHTCA K
AHTHCENTHYECKUM  CPEJICTBAM, IMOJABISIET POCT M pa3MHOXKEHHE BO30yauTesNeH
MH(EKIMOHHBIX 3a00JI€BaHU MOJIOCTH pTa.

Dapmaroounamuyeckue 3¢gppexmol

[Ipenmapat oOKa3pIBaCT MPOTUBOMUKPOOHOE JEHCTBHE, YMEHBIIAET BOCHAJICHHE, CMSTYaeT
HETPUSTHBIC OIIYIICHUS B TOpje, o0JierdaeT IJIOTaHWE, MPH PACCACHIBAHUU BBI3bIBACT
THIIEPCATMBAIINIO, YTO CIIOCOOCTBYET MEXaHMYECKOMY OUYHMIICHHUIO TOJIOCTH PTa M TJIOTKH OT
MHUKPOOPTaHU3MOB.

Knunuueckas s¢pgpexkmuenocms u 6ezonacnocmeo

3HauuMBbIe JaHHbIE, TOTYYCHHbIE B KIIMHHYECKUX HCCIEI0BAHUSAX, OTCYTCTBYIOT.

Jlemu

3HauuMBbIe JaHHbBIE AJIS IE€TCKON MOMYNAIUUA OTCYTCTBYIOT (CM. Takke pazzaen 4.3).

5.2 ®apmMakoKHHEeTHYECKHE CBOHCTBA

Abcopoyus

[Ipemapar  mectHOro  aeicrBud. [lo  JaHHBIM ~ JOKIMHMYECKHX  HCCIEIOBaHUMN
(apMaKOKMHETUKH BCAaChIBAaHUE MPAKTUYECKU OTCYTCTBYET.

Pacnpeoenenue

Henpumenumo (npenapat MECTHOTO JEHCTBHS).

buompancgopmayus

Henpumenumo (npenapat MECTHOTO JEHCTBUS).

Inumunayus

Henpumenumo (npenapat MECTHOTO JEHCTBUSA).

5.3. /lanHbI€e JOKJIHHUYECKOH 0€301MaCHOCTH

B JOKIMHHYECKHMX  HCCIENOBAaHUSX  IOKa3aHO  OTCYTCTBHE€  MYTareHHbIX U
UMMYHOTOKCHYECKHX  CBOMCTB, a TakKe MECTHOpa3apakalomero jacicreus. B
JOKIMHUYECKUX  HMCCIEAOBAHUAX OE30MacHOCTH TOKa3aHO, 4YTO TMpU JUIUTEIHBHOM
NNEpopajJbHOM BBCACHHH B [J03aX, IMMPEBBIIIAIOINNUX MAKCUMAJIbHYIO CYTOYHYIO 03y JJId
gyenmoBeka B 30 pa3, mpemapaT HE OKa3blBaJl HETATUBHOTO BIUSHUS HA OPraHU3M
HCIIOJIOBO3PCJIBIX JKUBOTHBIX.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BCOMoOraTeIbHbIX BelleCTB

écnomozameinbHble 6eujecmea.; KPeMHHS JUOKCH] KOJUIOMIHBIHN, TaJbK, JUMOHHON KHCIOTHI
MOHOTHUpAT, aclapTaM, apOMaTU3aTOP MaJIMHOBBINA, COPOUTOI, MarHus creapar.



6.2. HecoBMecTUMOCTH
Jlannbie o (pU3NMYecKOi WM XUMHYECKONH HECOBMECTUMOCTH OTCYTCTBYIOT.

6.3 Cpok rogHocTu
2 rona.
He npuMeHATH mociie uCTeueHus: CpoKa TOAHOCTH.

6.4 Oco0ble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH
IIpu Temnepatype He Bbitie 25° C.
XpaHUTh B HEJOCTYITHOM JIJISI IETeH MecTe.

6.5 @opMa BbINYCKA H YIIAKOBKA

TabGnerku ansa paccaceiBanus 1,5 Mr+1 wmr.

ITo 9 TabneTok B KOHTYPHYIO SIMEWKOBYIO YIIAKOBKY WJIM B KOHTYPHYIO SIMEHKOBYIO YIaKOBKY
c nepgoparnuei u3 IJICHKU IOJIMBUHUIXJIOPUIHON WIH IUIEHKH
NOJMBUHUIXJIOPUTHON/TOTUBHHUIHICHXIOPUIHOH W (POJNBrH  aJIOMHHHUEBOM IE€4aTHOU
JTAKUPOBAHHOM.

2 KOHTYpHbIE SYEHKOBBIE YIAKOBKH BMECTE C MHCTPYKLUEH 10 MEAULIIMHCKOMY IPUMEHEHUIO
Ha PYCCKOM U IOCYapCTBEHHOM SI3bIKaX MIOMELIAIOT B [1AYKy U3 KapTOHA.

6.6 OcoOble Mepbl MNPeJOCTOPOKHOCTH TIPHM YHHYTOKEHHH HCIOJIb30BAHHOIO
JIEeKAPpCTBEHHOr0 mpenapara MWJIH OTXO0/A0B, IMOJYYEHHBIX [Ocjde MNpPUMeHEeHHs
JIEKapPCTBEHHOT'0 MpenapaTa uin paéoTbl ¢ HUIM

OcoObIXx TpeOOBaHMM K YyTHIIM3ALUU HET.

6.7 YcioBus oTnycKa U3 anTexk
OtnyckatoT 6e3 peLenta.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA
AO «Banenra ®apmy»

141108, Poccusi, MockoBckast 061acTh, r. [llenkoBo, yn. ®@abpuynas, 1. 2.
Temedon: +7 (495) 933-48-62, dakc +7 (495) 933-48-63

OnexTpoHHsbIi aapec: info@valentapharm.com

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA
N 19855

9. JATA NEPBUYHOM PETUCTPAIIMM (ITOATBEPXKJIEHUS PETUCTPAIINA,
INEPEPETUCTPALINN)

Hata nepBoii peructpauun: 17.05.2021 r.

JlaTta mocneaHero noATBEPKACHHS perucTpaliy (epeperucTparim):

JHeticrButenbHo 10: 17.05.2026 1.

10. JATA IEPECMOTPA TEKCTA
OO11ast xapakTepUCTHKA JIEKapCTBEHHOT'O TpernapaTa JOCTyHa Ha O(UIIMAIbHOM caiiTe



