OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHHUE JJEKAPCTBEHHOI'O IIPEITIAPATA
JIOPOTPULIUH-AJINYM, 1,0 mr + 1,5 mr + 0,5 mr, TaGJIeTKuU AJi paccachbIBaHUsI.

2. KAUECTBEHHBIN 1 KOJIMUECTBEHHBII COCTAB

JeticTByromue BemecTBa: OCH3IKOHUS XJIOpHUT + OEH30KauH + TUPOTPHUIIHH.

Kaxnass tabnerka comepxkut 1,0 mr OensamkoHus xmopuma, 1,5 mr Oen3okamHa, 0,5 wmr
TUPOTPULIMHA.

BcnomoraTenbHble  BElIeCTBA, HATU4YME€ KOTOPBIX HEOOXOJUMO YUHUTHIBATh B COCTaBe
JIEKapCTBEHHOTO Mpernapara: copouton (cM. paszen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku 1A pacCaCbiBaHUA.

prn'[ble JABOSKOBBIITYKJIBIC TaOJIETKH OEJI0T0 MU ITOYTH OEI0ro OBE€Ta, C MATHBIM 3aIlaXOM.

4. KIMHUYECKHUE JAHHBIE
4.1. Illoka3aHusl K IPUMEHEHHUIO

JIOPOTPULIMH-AJIMYM noka3aH K NIPUMEHEHUIO y B3pOCIbIX U AeTell B Bo3pacte oT 6 a0 18
JeT A7 CUMITOMAaTUYECKOIo JIeYeHUs! MH(EKIMOHHO-BOCTIAIUTENbHBIX 3a00JIeBaHUI MOJIOCTH
pTa ¥ ropia, CONpOBOXKAAIOLINXCS O0JIEBBIM CUHIPOMOM:

e (hapuHTHUT, JTAPUHTUT, TOH3UJUINT;
e BOCIAJIEHUE JIECEH U CIU3UCTON 000JIOUKH MOJIOCTH pTa (TMHIUBUT, CTOMATUT).

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!

PexxuM 103upOBaHUs

Bspocnvie

[To 1 Tabnerke kaxnapie 3 yaca. MakcumanbHas CyTO4YHas Jgo3a coctaBiseT 6 tabmetok. Kypce
JeyeHus — 7 JHEN.

VBenuueHue Kypca T€palui 1npu HCO6XOILI/IMOCTI/I — IO pCKOMCHIAIINKN Bpayva.

€T

Pexum AO3UPOBaHUS JI JIeTeH OT 6 0 18 neT He oTIMUaCTCS OT B3POCJIbIX.

Crooco0 rmpuMeHeHus

MectHo. MemjieHHO paccachiBaTh B OJIOCTH PTA.
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He pexkomenayeTcss mpueM MHUILKM U KEBaHUE KEBATEJIbHON PE3WHKU B TeyeHue | daca mocrie
MpUMEHEHHU Tpenapara Wiv J0 TeX Mop, MoKa OUIYIIAeTCs OHEMEHUE BO PTY U ropiie, TaKk Kak
€CTh PUCK aCIUpaIlMU U TOBPEXKICHUS CIU3UCTOU 000JI0UKH POTOBOM MOJOCTH.

4.3. IIlpoTUBONOKA3AHHS

- THICPYYBCTBUTEIBHOCTh K OCH3QJIKOHHS XJIOpUAY, OCH30KaWHy, THPOTPHUIIMHY,
NapaaMUHOOCH30MHOM KUCIIOTE, YETBEPTUYHBIM COCIUHEHUSIM aMMOHHMS WM K JTFOOOMY
U3 BCIIOMOTATEIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pazzaeie 6.1.;

- CBCXKHEC paHbl B IIOJOCTH pTa M IopJji€, B TOM YHUCJIC Cpa3y IIOCJE YeIIOCTHO-TUIICBOM
ornepanrn, CTOMAaTOJOTHYCCKUX MTPOLEAYP;

- JIeTCKUU BO3pacT A0 6 JieT.

4.4. OcoOble ykazaHus U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[Tpu TspKenoit anruHe (60Jib B ropiie CONPOBOXKAAETCS BEICOKOM TeMIepaTypoil Tena, roJoBHOM
0071610, TOIIHOTOW MJIM PBOTOM) ciielyeT 0OpaTUThCs 3a KOHCYJbTaluen Kk Bpauy. [Ipu usBectHoi
peakuuy TUNEpPYyBCTBUTEIBHOCTH KOXU (AJUIEPIrMUECKUN KOHTAKTHBIM JEpMaTUT) CJIEAYeT
n30eratb NpPUMEHEHHUs Ipenapara Hu3-3a BO3MOXKHOCTH pPa3BUTHSA PEAKLMHM MOBBILICHHON
yyBCcTBUTENbHOCTU. HeoOxonnMo colmroaTh MHTEpBaAI B TeUeHHE 1 yaca MeXy IPUMEHEHUEM
npenapata M HCIOJNB30BAaHMEM 3yOHOM macTel, Tak KaK BO3MOXXHO  CHHKCHHE
aHTUOAKTEpUAILHOTO JEUCTBUS Mpenapara.

BcrnoMmorarensHble BelecTBa

[Ipenapar conepxut copOurton. IlammenTaM ¢ peako BeTpeyaromelcs HaclleICTBEHHON
HENEPEHOCUMOCTBIO (PPYKTO3BI HE ClIEAYET MPUHUMATh 3TOT Mpemnapar.

Wudopmanusa nias OONMBHBIX caxapHbIM 1auabetoM: B 1 TabneTke mpemapara cojep)KaHue
yraeBo10oB coctaiseT ~ 0,07 xneOubix eaunuil (XE).

CTHu

]_ICTSIM or 6 A0 18 ner IMPUMCHCHHUC IIperapaTa PEKOMCHAYCTCA TOJIBKO IO MCEAUIUHCKHUM
IIOKa3aHUAM.

4.5. B3anMojeilicTBMe C JAPYrHMH JIeKAPCTBEHHBIMH TMpenaparamMu W JApyrue BH/bI
B3aUMOAEHCTBUA

He onucano cimydaeB KIMHMYECKHM 3HAYMMOro B3aumopenctsus npenapara JIOPOTPUIIMH-
AJIMYM ¢ apyrumu 1eKapCTBEHHBIMH CPEACTBAMHM.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JTAKTALHSA

bepemeHnHOCTHL

Bo BpEMs 6CpCMCHHOCTI/I npemnapar MOXKCT HNPUMCHATHCA TOJBKO B TCX Cly4dasaX, KOraa
MOTCHIUAJIbHAs 1OJIb3a JJId MAaTCPU MPCBLIIACT MOTEeHIIMAIbHBIN PUCK IUId TUIO4a U pC6CHKa.

JlakTarms

B Nnepruoa rpyaAHoro BCKapMIIMBAHUA MIPCIIaApaT MOKCECT IIPUMCHSATBHCA TOJIBKO B TEX ClIydasX, KOorjga
MOTCHIMAJIbHAs 10JIb3a JJII MAaTCPU MPCBLIIACT MOTEHIIMAIbHBIN PUCK IUId TUIO04a U pC6€HKa.
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4.7. BausiHde HA CNOCOOHOCTH YIPABJIATHL TPAHCHOPTHBIMHM CPeACTBAMH H PadoTaTh C
MeXaHNu3MaMu

[Tpenapat JIOPOTPULINH-AJINYM He oka3bIBaeT BIMSHUS HA CHOCOOHOCTH K YIPABICHHIO
TPAHCHOPTHBIMM CPEJCTBAMU M pabOTATh C MEXAHU3MaMHU.

4.8. HexenaTe/ibHbIE peaKINU

PesroMme HexxenaTeabHbBIX PeaKIni

Bo3MOXHBI aliepruueckie peakiuu, KeiayJ04HO-KUIIIEYHbIe pAaCCTPONCTBA (TOIIHOTA, JUapes).

AJiepruyeckue peakluu: KOXKHBIN 3y/1, KOJKHas ChlIlb, OTEK CIIM3UCTON 00OJIOUKH MOJIOCTH PTa U
ropia, aHapUIAKTHYECKHE PEAKIUH; OIYIICHUE JIKEHUS, TTOKAJBIBAHKS B IIOJIOCTH PTa U TOPIIa;
Cy[OpOTH, TaxWKapaus, AEpMaTUT. BO3MOXKHO CHWXEHHE YYBCTBUTEIBHOCTU CIU3UCTOMU
000JI0YKH TOJIOCTH pTa U ropia. [locie MecTHOro mpuUMEHEHUs, B YaCTHOCTH, MPH HATUYUU
0onpmIMX paH B MOJOCTH pPTa M TOpJia, OCOOEHHO Yy JieTeil, BO3MOXKHO pa3BUTHUE
METreMOTJI00MHEMUH, KOTOPast MPOSIBIIETCS OJIBIIIKON, CHHEBATON OKPAaCKOH T'y0 U MaNbIIEB.

TI/IpOTpI/IIII/IH IIpyu HAJIMYHUU CBCXKUX pPaH MOXCET BbI3BATb KPOBOTCYUCHMUC. Yy BOCIIPUUMYUBLIX
ManuCHTOB BO3MOXKHBI AJUICPITUUCCKHUE PCAKIIMHN, BBI3SBAHHBIC BCIICCTBAMU, KOTOPBIC XUMUYCCKHU
CBiA3aHbI C 6CH30KaI/IHOM, TaKMMH KaK IICHUIWJIJINHBI, Cy.IH)CpaHI/IJIaMI/IIH)I, KOCMETHYECKUH
COJIHUE3AUIUTHBINA KPEM.

COO6H_I€HI/IG 0 ITOA03PECBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo0maTh O TIOMO3PEBAaCMBIX HEKENATEIbHBIX pPEAKIUSIX I0CIE PETrUCTPaALUH
JIEKApCTBEHHOTO Tperapara ¢ Helbl0 00eCTIeYeHNsT HePEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS
«T10JIb3a — PHUCK» JIEKapCTBEHHOTO Ipenapara. MeaunMHCKUM paOOTHHKAM PEKOMEH]yeTCs
coo0maTe O JIIOOBIX MOJO3PEBAEMBIX HEKENIATENIBHBIX PEAKIMIX JICKapCTBEHHOIO IIpernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEeXKEJIaTeNIbHBIX peakIUsIX ToCyIapCTB — YICHOB
EBpa3uiickoro 5KOHOMHUYECKOT0 COH03a.

Poccniickas @enepanns

®OenepanbHas ciyx0a 1Mo Haa3opy B cdepe 3apaBooxpanenus (Poc3apaBuaazop)
109012, r. MockBa, CrniaBstHCKas TUIOIIab, 1. 4, CTp. 1

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caitt B MH(OPMaLMOHHO-TEIEKOMMYHHUKAMOHHON CeTH «HTepHeT™:!
https://roszdravnadzor.gov.ru

Keipreizckas Pecrybnuka

JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB M MEAMLIMHCKUX u3lenuil npu MuHuctepcrse
3npaBooxpanenust Koipreizckoit Pecryommiku

Anpec: 720044, r. bumkexk, yi. 3-sa Jluaus, 25
Temedon: +996 (312) 21 92 78
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Dnexrponnas nmoyra: dlomt@pharm.kg

Caiit B mH)OpPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn « MHTepHeT»: Www.pharm.kg
PecryOnka Apmenust

I'HKO «HayuHblIil IEeHTp 3KCIIEPTU3bI JIEKAPCTB U MEJUIIMHCKUX TEXHOJIOTHI»

Anpec: 0051, r. Epesan, nip. Komuraca, 49/5

Tenedon: +374 10 20-05-05; +374 96 22-05-05

DnexTpoHHas moyra: Vigilance@pharm.am

Caiit B mH)OpPMALIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn « IHTepHeT»: WWw.pharm.am
Pecny6nuka benapychb

VII «LleHTp 3KCIIEepTU3 U UCIIBITAHUMI B 3{paBOOXPAHECHUN

Anpec: 220037, r. Munck, ToBapurieckuii niep., 1. 2a.

Tenedon: +375 17 242-00-29; +375 17 231-85-14

Dnekrponnas mouta: rcpl@rceth.by

Caiit B MH()OPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHO# cetn «HTepHeT»: WWW.rceth.by

4.9. llepeno3npoBka

B PCKOMCHAOBAHHBIX N03aX CIIYyYacB IICPCAO3UPOBKU HE OIMUCAHO.

CUMOTOMBI

Cnyyvaitaeiii mpuem Oosbmux 103 mpenapara JIOPOTPULIMH-AJIMYM MoxeT BbI3BaTh
HapylIEHUss CO CTOPOHBI THIIEBAPUTEIILHOW CHUCTeMBbl (TOIIHOTA, pBOTa, JHapes),
METTeMOTTIO0MHEMUIO (3aTpyJHEHHE IbIXaHUS U TOTy00BaTHIN I[BET KOXKHU).

Jleuenue

B cnyuae nepeno3upoBku HEOOXOIUMO MPOMBITH JKEITYO0K, IPUHATH AKTUBUPOBAHHBIN yTOJb.

5. DAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoauHaMHuYecKHe CBOiicTBa

dapmakoTepaneBTHUECKas TpyIna: npenaparsl JUist JedeHus 3a00JeBaHUN Topiia; aHTHONOTHKH.
Koxg ATX: RO2AB

Mexanu3M JeUCTBUS U d)aDMaKOHI/IHaMI/I‘-ICCKI/IC Bd)d)eKTLI

KomOuHMpoBaHHBIM mpenapar, OKa3bIBaeT AaHTUCENTUYECKOE U MECTHOAHECTEe3Upylollee
neiicTBue. YMeHbIIaeT pa3pakeHune U 00J1b B ropiie, a TAKXKe OTEK CIU3UCTON 000JI0UKH TOJIOCTH
pra. beH3okauH sBISE€TCS MECTHOAHECTE3UPYIOUIMM CPEACTBOM, YMEHBUIAIOMIUM O00Jb MpHu
[JIOTaHUH, KOTOPOH YacTO COMPOBOKAAIOTCS MH(EKIIMOHHO-BOCTAIUTEIbHBIE TPOLIECCHI TOJIOCTH
pTa u ropia.
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ben3ankoHus XJ0puJ — aHTUCENTHUK, HapyllaeT NPOHMLAEMOCTb KIETOYHOH MeMOpaHbl
MHUKPOOPTaHU3MOB M TOPMO3HUT (PEpPMEHTATHUBHBIC MPOLECCHl, aKTUBEH B OTHOLICHUHM MHOTHX
NaTOT€HHBIX OaKTEpUil, HEKOTOPBHIX BUI0B BUPYCOB, TPUOOB U MPOCTEHINNUX.

TupoTpuLMH — aHTUOMOTHK MECTHOIO AEWCTBUSA. AKTHBEH B OTHOLIEHHMHU ILHMPOKOrO CHEKTpa
IPaMIIOJI0KHUTENbHBIX MHKPOOPTaHU3MOB U CIMPOXET MOJOCTH pTra. B cBA3M ¢ 0coObiM
MEXaHU3MOM JEUCTBUSA TUPOTPULIMHA, OTCYTCTBYIOLIETO Y aHTHOMOTHKOB CUCTEMHOTI'O JIeHCTBHS,
NIEPEKPECTHAs YCTOMUNBOCTD K IIperapary HE BOSHUKAET.

5.2. @apmMakoKHHeTHYeCKHeE CBOIiCTBA

AOGcopOuus

ben3okaun MaJIOpaCTBOpPUM B BOAC, UTO 06y€J'IaBJ'II/IBaeT IIJIOXO0€ BCAaChIBAHUE €I'0 B KHUIIICYHUKE.

benzankonus XJIOpuJ TPAKTUYECKU HE BCACHIBACTCS B KHUIICYHHKE W HE OKa3bIBaeT
PE30pOTUBHOTO JIEHCTBUSI.

Buorpancdhopmariusa

benzokann PpacCIIACTCA Q)epMeHTaMI/I B IUIa3MC KpPOBHM W B HE3HAYUTCIBHOM KOJIUYCCTBEC
METa0OIN3UPYETCS B TICUCHH.

OIUMUHALKA

BrIBoaUTCS ITOYKaAMHU.

TUpPOTPULIMH — B CBSI3U C HU3KOM CHUCTEMHOH BCachIBa€MOCTBIO JIaHHbIE O (PApMAKOKMHETHKE
OTCYTCTBYIOT. He BiusieT Ha KHILIEUHYI0 MUKpPO]IIOpY.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BelleCTB

CopOuron (E420)
[ToBumon (K30)
[Tonucopbat 20
ApoMaTu3atop MATHBIH
Marnus creapar

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

2 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh pu Temneparype He oime 25 °C.
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6.5. XapakTep u coaep:kaHue NePBUYHOI YNIAKOBKH

[To 6, 10, 12 TabneTok B KOHTYpHYIO SYEWKOBYIO ymakoBKy u3 MieHku [IBX/TIXT®D
(TTOMMBUHIITXJIOPU/Y/ TIOTUXIIOPTPUPTOPITUIICH ) Wi IJICHKH MNBX/TIBAX/TIBX
(TTOJIMBUHWITXJIOPUI/TIOIMBUHIIIZICHXJIOPUT  /TIOJIMBUHWIXJIOPUA) ©  (DOJIBIM  aFOMUHHEBOMN
(momycTuma nepgoparus).

[To 1 unu 2 KOHTYpHBIE TYEHKOBBIE YITAKOBKM BMECTE C JTMCTKOM-BKJIAIBIIIIEM ITOMEIIAIOT B MAYKY
U3 KapTOHA.

6.6. Oco0ble Mepbl MNPETOCTOPOKHOCTH MNPH YHHUYTOKEHUH HMCHOJIH30BAHHOTO
JIEKAPCTBEHHOr0  Tpenapara WJIH OTXOJA0B, TMOJYYEeHHBIX TOCJie MNPUMEHEHHUs:
JIEKApCTBEHHOI0 Npenapara, u Ipyrue MaHUNYJIsSIUH ¢ penapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanus

AO «bunnodapm»

124460, r. Mocksa, 1. 3enenorpan, yi. Konucrpykropa I'ycbkoBa, 1. 3, ctp. 1.
Ten.: +7 (495) 646-28-68.

E-mail: info@binnopharmgroup.ru

7.1. TlpencraBuTeb iepKaTeis PericTPALMOHHOI0 Y10CTOBepeHus HA TeppuTopuu Coro3a

[Iperen3un norpedUTENEeH HAIPABIATE 110 aIPECY:

Poccuiickaa ®edepayus

AO «bunnodapm»

r. Mockaga, 1. 3enenorpan, yi. Koncrpykropa ['yebkoBa, . 3, ctp. 1.
Ten.: +7 (495) 646-28-68.

E-mail: info@binnopharmgroup.ru

Kwvipevizckasn Pecnybnuka

AHO «HanuoHnansHbIN Hay4HBIH HEHTP (papMaKoOHaI30pay

Anpec: 105005, Poccust, r. MockBa, yi. baymanckasi, 1.6, ctpoenue 2, atax 9, opuc 923
Ten.: +996 99 901-50-45, +7 499 504-15-19

OnekTponHas noyra: adversereaction@drugsafety.ru

Pecnybnuxa Apmenus

AHO «HanmnonansHBII HAyYHBIN TIEHTP (papMakoHaa30pay»

Anpec: 105005, Poccust, r. MockBa, yi. baymanckasi, 1.6, ctp. 2, atax 9, opuc 923
Temn.: +7 499 504-15-19, +7 903 799-21-86
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DnexTponHas moyra: adversereaction@drugsafety.ru

Pecnybnuxa Benapyco

AHO «HanuoHanbHBIN HAYyYHBIN IIEHTP hapMaKOHAI30pa»

Anpec: 105005, Poccust, r. MockBa, yi. baymanckasi, 1.6, ctpoenue 2, atax 9, opuc 923
Ten.: +7 499 504-15-19, +7 903 799-21-86

Onekrponnas moura: adversereaction@drugsafety.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. IATA NEPBUYHOH PEIMCTPAIIMM (IIOJATBEPXKJIEHHS PETHMCTPAIIWAMH,
INEPEPETUCTPALIUN)

10. JATA IEPECMOTPA TEKCTA

Ob6mas xapakrtepuctuka nexkapcrBeHHoro npenapara JIOPOTPULIMH-AJIMYM noctynHa Ha
uH(pOPMallMOHHOM TMopTaje EBpa3suiickoro SKOHOMHYECKOTO COr03a B HH(OPMAIMOHHO-
KOMMYHHKAIIMOHHOI cetu «HTepHeT» http://eec.eacunion.org/
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