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MUHUCTEPCTBO 3/IPABOOXPAHEHHS, 1v poccii

POCCHIMCKOM CDEI[EﬁfAHI/H/I B
\ M Z2rsre7 - p9/80/7

MHCTPYKLMA
10 IIPUMEHEHUIO JIEKAPCTBEHHOI'O Ipenapara s MeIULUHCKOI0 IIPUMEHEHUS

Bonsrapen” Dmynbrens . (Voltaren® Emulgel®)

HAUMCHOBAHHUC JICKAPDCTBCHHOI'O IIPCIIapaTta

PerucrpaniiOHHbLIA HOMED:
Toprosoe nazpanue npenapara: BOJILTAPEH® DMVJIBI'EJIB"
MHH uiu rpynnupoBo4Hoe Ha3BaHue: [[MKI0(QeHakK

XHMH4YEeCKOoe Ha3BaHHe: JUITUIaMMOHUM 2-[(2,6- nuxyiopdeHu1) aMuHoO |- (heHMUT alleTaT

JlekapcerBeHHast dopMma: reb JJ1s HAPY>KHOTO IPUMEHEHU S

Cocras: 100 r npenapara coaepxar:

Axmuenoe eewecmeo: 2,32 r auKiIopeHAKaA AUATHIAMHHA, YTO COOTBETCTBYET 2 T
NUKJIO(DEHAKa HATPUSL.

Bcnomoecamenvhnuvie geujecmesa: xapobomepnsl™ 1,1 - 1,7 r, nerocreapomakporoi 2,0 r, KOKOUII
kanpuiokanpat 2,50 r, puatunamun™ 0,89 — 1,37 r, uzonpomnaunoin 17,50 r, :uakuii nmapauy
2,50 r, onennoBeid criupT 0,735 1, 3BKaAIMNTOBLIM apoMatu3atop 0,10 r, mponuiieHriImKoIs 5,0
r, Oytmiruapokcutoayon 0,02 r, Boga ounnieHHas™ 64,22-65,32 r.

* IIPH MCHOJIb30BAHUM PA3JIUYHOTO IIPOU3BOACTBEHHOTO OOOpYHOBaHUS U Pa3IMYHBIX
pa3zmepoB cepui (1000 xr u 2500 kr) xomuyecTtBa KapOOMEpPOB, NUITHIICHAMHUHA U BOJBI
OYMIIIEHHON MOTYT CJIerka KOPPEKTUPOBATHCS B IIPEJIeiiax YKa3aHHbIX HUDD.

Onucanue: OJHOPOJHBIA KpeMOOOpa3HbIM TIelb OT ©Oenoro a0 0enoro ¢ XeJITOBAThIM
OTTEHKOM I[BETA.

@apmakoTepaneBTHYIECKAd IPYIIIIA

HecTeponausiii npoTuBceocnamTebHbI npenapat (HIIBII).

Koag ATX: M0O2AA1S

dapMakoJI0rH4ecKue CBOUCTBA

dapmMaKkoIUHAMHUKA

AKTUBHBII KOMIIOHEHT IHMKJIO(DEHAK — HECTEPOUIHBIM IIPOTUBOBOCHAIIUTEIBHEIA IIpenapar,

00Jaarolui  BBIPAXXEHHBIMH  AHAJIBIE3UPYIOIUMHU,  [IPOTUBOBOCHAIMUTCIBHBIMU U



J)KapOTIOHMKAIOIIMMH CBOMCTBaMU. HensOuparensHO yraeras HHMKIOOKCUTeHa3y 1 U 2 TUIIOB,

HapyIIaeT MeTab0JIM3M apaxuJ0HOBOU KUCIOTHL.

BOHBTapeH® BM)/HbreJIL-.@ HCIIOIB3YETCS IS YCTpaHEHUsI O0JI€BOI0 CHHAPOMa M BOCIIAJICHUS
B CyCTaBax, MBIIIIAX M CBI3KaX TPAaBMaTHUYECKOI'O0 HJIM PEBMATHUYECKOTIO IPOMCXOXKIICHHA,
CIIOCOOCTBYSI YMEHBUIEHHUIO OOJIM U OTEYHOCTH, CBSI3aHHOH C BOCHAJIUTEILHBIM IIPOLIECCOM,
YBEJIMYUBAS ITOJABUXKHOCTEH CYCTABOB.

OapMakoKHHETHKA

KomuuecTBO nuxiioeHaka, BCACBIBAIOIIETOCS Yepe3 KOXY, IPOMOPIHMOHAILHO IUIOIIAIH

00pabaThIBa€MOM MOBEPXHOCTU M 3aBUCUT KaK OT CYMMAapHOM 1035l HAHOCHMOI'O IIperapara,

TdK U OT CTCIICHH T'HMApaTaliliid KOXXH. llocne Hanecenus Ha IIOBCPXHOCTL KOXKH IIJIOIIAaABIO

®

2 ®
400 cM”™ BonbTapen  OMyIbrenb , reib UISL Hapy»KHOro npuMeHneHus 2 % (2 HaHeceHUS B

CYTKH ), KOHIIEHTpAIXAs JEUCTBYIOLIETO BEIIECTBA B IJIa3M€ COOTBETCTBYET €ro KOHIIEHTPALUH

IpA HCIOJIB30BaHUU 1 Y% rens maukiodeHaka (4 HaHeceHMs B CyTKH). Ha 7-fi geHb

OTHOcUTeNbHass OuoxmoctynHocTh Inpenapara (otHomenue AUC) cocraBmger 4,5 % (s

SKBUBAJIEHTHOU J103Bl HATPUEBOM CONM auKJIOo(eHaka). [Ipu HOmEHWH BIaromnpoHHIIAEMOMN
OBSI3KY BCACBIBAHUE HE M3MEHSJIOCE.

M3Mmepsimach KOHUEHTpauus JKIO(EHaka B IUIa3Me, CHHOBHAJILHOM O0O0JIOYKE U
CHHOBHAJIbHOU JKUIKOCTU 1P HAHECEHUU IIpernapara Ha 00Jacibs MOPaKEHHOI'0 CYCTaBa.
MaxkcuMasnbHbIe KOHIIEHTPAIUMU B IU1a3Me ObutH mpuOmu3uTenbHo B 100 pa3 HUKeE, yeM IocIe
[IEPOPAJILHOIO BBEICHUS TAaKOrO XK€ KoiauyectBa aukiodenaka. 99,7 % nmuxinodenaka

CBSI3BIBACTCS O€JIKaMU ILIa3MBbl, IJIABHEIM 00pa3oM ¢ atbOymMuHaMu (99,4 %).

Jlukimoenak IIPEUMYIIECTBEHHO pacHpeaciseTcss W 3aJcp)KUBaeTCsd INIYOOKO B TKaHSIX,
[IOABEPIKEHHBIX BOCIIAJICHUIO, TAKUX KaK CYCTaBbl, I'ZI€ €ro KoHUeHTpauus B 20 pa3 BHILIE,
4YeM B ILIa3ME.

Merabonu3amM  gukiIo(peHaka  OCYIIECTBISETCS  YAaCTHYHO IHYTEM  TIIOKYPOHH3AILUU

HEU3MECHEHHOU MOJICKYJIbI, HO IIPCHMYIICCTBCHHO IIOCPCACTBOM  OJHOKPATHOI'O H

MHOIOKPAaTHOTO THUAPOKCHIMPOBAHUS, UYTO IIPHUBOAUT K OOPA30BaHUIO HECKOJIBKHX
(PEHOJIBHBIX META0O0JIMTOB, OOJIBIIMHCTBO M3 KOTOPBIX MPEBPAIIACTCS B TIIFOKYPOHHIHEBIC
KOHBIOTAThl. JlBa (EeHOJNBHBIX MeTadoJmMTa OHOJIOTUYECKHM AaKTHUBHBI, HO B 3HAYUTEIBHO

MEHBIIIEHU CTCIICHHU, UCM ,Z[I’IKHO(beHaK.

OOIMi CHUCTEMHBIM IIJIA3MEHHBIM KJIUPEHC AUKIO(pEHaKa cocraBiasgeT 263+56 Mi/MuH.

KOHEUHBIM MEPHOJ IOJYBBIBEACHHUS cocrTaBisgeTr 1-2 4. llepuon mOIyBBIBEICHUS

METa0OJIMTOB, BKJIrOYas JBa (hapMaKOJIOTMYECKHA AKTHUBHBIX, TAKXXE HEIPOJOJDKUTEIICH H



cocTaByeT 1-3 4. OnuH u3 MetaboauToB (3'-ruipokcu-4'-MeTOKCHIMKIO(MEHAK) UMEET boJiee

JIMTEIBHBIM II€PUOJ IIOJYBBIBEACHUS, OJHAKO, ATOT METa0OJIUT IOJHOCTHI) HEAKTHUBEH.

bonpmas yacte nukiaodeHaka ¥ ero MeTaboJIUTOB BEIBOIUTCS C MOYOIA.

[loxkazanusi K IpUMeHEHHIO

e (04 B CIUHE NIPU BOCTAIMTEILHBIX U JEr€HEPATUBHEIX 3a00JIEBAHUAX IT03BOHOYHHUKA
(paIuKyJIUT, OCTEO0APTPO3, JHOMOAro, UIIHac).

e (oM B cycTaBax (CyCTaBbl NAIBLIEB PYK, KOJICHHBIC U JIP.) IIPH PEBMATOMIHOM apTPUTE,

OCTE0aAPTPO3E
e 00JIM B MBIIIIAX (BCIEICTBUE PACTSHKEHUM, IEPEHAIIPSKEHUH, YIIIHOOB, TPaBM)

® BOCHAJICHHUE U OTEYHOCTH MATKHUX TKAHEU M CYCTAaBOB BCJICJICTBUE TPABM U IIPH
pPEBMATHYECKUX 3a00I€BaHUIX (TEHIOBATUHUT, OYPCUT, TOPAXKEHUS IIEPUAPTUKYIISIPHBIX
TKaHEH, JTy4e3ansiCTHbIA CUHIPOM )

IIporuBonokazanus

[ loBrImIeHHas YyBCTBUTENBHOCTh K JUKIO(PEHAKY WM JPYTMM KOMIIOHEHTaM IIpelaparta;

CKJIOHHOCTH K BO3HUKHOBEHHIO IIPUCTYIIOB OPOHXUAILHOM aCTMBI, KOKHBIX BBICHIIIAHUU HIIH

OCTPBIX PUHUTOB MPU MNPUMEHEHUY alETUICATUIMIOBON KUCIOThl uim aApyrux HIIBII;

oepemennocts (III TpumecTp), rpyaHOe BCKapMJIMBaHME, ACTCKHH Bo3pacT (mo 12 ner);

HapyLUIEHUE LEJTOCTHOCTH KOXKHBIX IIOKPOBOB B IIPEAIIOJIara€MOM MECTE HaHECECHUS.

C 0CTOPOKHOCTHIO

lleuenounas mnopdupus (00OCTpEHUE), IPO3MBHO-A3BEHHBLIC IIOPAXKEHHUS IKEITYIOUHO-

KHUIICYHHOI'O TpaKTad, THXKCIIBIC HAPYIICHHU Q)yHKIIHH [ICHCHU HW IIOYCK, HAPYIICHH

CBCPTBIBACMOCTH KPOBH (B TOM HYHUCIJIC FGMOQJI/IHHH, YAJIMHCHHUC BPCMCHH KPOBOTCHCHHA,

CKJIOHHOCTh K KPOBOTEUYECHHSIM), XPOHUYECKAs CEpJicUHass HEJI0CTAaTOYHOCTh, OpOHXHAJILHAS
acTMa, IOXKUJION BO3pacT, oepemeHHOCTh (I u II TpumecTp).

HPHMGHEHHG IPpH 6epeMEHHOCTH 4d B IICPHOI I'PYAHOI'O BCKAPDMJINBAHH

®

®
B ¢BsaI3U C OTCYTCTBHCM JIdHHEIX IIO IIPHUMCHCHMHIO BoanapeH SMyJIETCJII) Yy 6€p6M€HHBIX,

UCIIOJIb30BaHUE mpenapara B TedeHuW | u Il TpumecTpa OepeMEHHOCTH PEKOMEHIYETCS

TOJIBKO 110 Ha3HAYEHHUIO Bpaya, COIOCTABJIAS MOJIb3Y ISl MATEPU U PUCK IS IJIOJA.
lIpenapar nporuBomnokazan B IlI TpumecTtpe OE€peMEHHOCTH B CBSI3UM C BO3MOXHOCTBIO

IIOHMKCHHUA TOHYCA MATKH 50058105 HPCKACBPCMCHHOI'O 3dKPbLITHA dPTCPUAJILHOI'O IIPOTOKA

I1J1IO14.

D



B c¢BsA3W ¢ OTCYTCTBHEM MaHHBIX O IMPOHUKHOBEHUH BoanapeH® 9mynbrenh® B I'PYIHOE
MOJIOKO ITperapar He peKOMEHIYETCs IPUMEHITh BO BpeMs I'PYIHOr0 BcKapmiauBaHus. Ecin
BCE K€ HEOOXOQUMO HCIIOJIb30BAHUE IIPEapaTa, TO €ro He CIeAyeT HAaHOCHTh Ha MOJIOYHBIE
JKEJIE€3bI WJIU Ha OOJIBIIYIO IIOBEPXHOCTh KOKU ¥ HE IPUMEHSTH JJIUTEILHO.

Crocod npuMeHeHHMA U T03bI

Hapy>xHno.

B3pocnemm 1 netsm crapiie 12 jet npenapaT HaHOCAT Ha KOXKY 2 pa3a B CVIKH (Kaxasle 12
JacOB: )KEJIATEIIbHO YTPOM U BEUYEPOM ), CJIETKa BTUPas B KOXKY.

HeoOxonumMoe KoIr4yecTBO mpernapara 3aBUCUT OT pa3zMepa 00JIe3HEHHOH 30HbI. Pa3oBas 1o3a
npenapara — 2 - 4 r (4To0 00 00BEMY COIIOCTABUMO COOTBETCTBEHHO C pa3MepOM BUIIHHU HIIH
FPEIKOro 0pexa) AOCTATOYHO I 00paboTKH 30HBI miomanso 400-800 cvm”®. Eciwm PYKH HE
SIBIIIIOTCS 30HOM JIOKanmu3auuu OOJM, TO IMOCJIE HAHECCHHUs IIperapara MX HEOOXOIMMO
BBIMBITE. JITUTEIIEHOCTE JIEYEHUS 3aBUCUT OT IIOKa3aHMU u oTMedaemoro >ddexra. ['ens He
CIEIyeT IpUMEHATH Oojiee 14 pgHEH NOpH IIOCTTPAaBMATHYECKUX BOCIIQJICHUSIX U
pEBMATHYECKUX 3a00JIEBaHUAX MIATKUX TKaHEW 0€3 pekoMeHaanuu Bpada. Eciau yepe3 7 gHei
[IPUMEHEHUs] TEpareBTUUECKU 5N heKT He HAOMIOAAaeTCS WM COCTOSHHUE YXYIIIAeTCs,

CIenyeT OOpaTUTHLCS K Bpayy.

Jnsg ynaneHus 3amdTHOW MeMOpaHbl CIEOyeT IPUMEHSITh HABHUHYMBAIOIIYIOCS KPBIIIKY B
KayecTBe KJroya (yriryOJIEeHME C BBICTYIIaMHA C BHEIIHEH CTOPOHBI KpbImMKH). CoBMeECTHTE
yriryOJIEeHUE Ha BHEIIHEW CTOPOHE KPBIMIKUA ¢ (PUIYpHOH 3alIMTHOM MeMOpaHod TyOBl H
noBepHuTe. MemOpaHa J10KHa OTJIEIUTHCS OT TYOHL.

Ilo0ouHOE felicTBHE

HexemarenpHple peakuud B OCHOBHOM XapaKTEPH3YIOTCS YMEPEHHO BBIPA)KEHHBIMH U
IIPOXOIAIIUMUA KOXXHBIMU IIPOSIBJICHUSIMHA B MECTE€ HAHECECHUS I'elisl. B 04€Hb pEIKUX CIIydasixX

BO3MOXXHO Pa3BUTHE aJUIEPTHYECKUX DEAKIUM.

Kitaccuukariyst 4acToThl BO3HUKHORCHHUS TOOOYHBIX PEAKITHIA:

o4yeHb Yacto — Ooree 1/10 vazHayenmit (> 10 %); yacro — Oosee 1/100, Ho Menee 1/10 HazHaueHMi

(= 1 %, 10 < 10 %); Heyacto — Oosee 1/1000, Ho menee 1/100 vaznavenuit (> 0,1 %, Ho < 1 %); pemko

— 0onee 1/10000, o menee 1/1000 maznavenuit (> 0,01 %, HO < 0,1 %); OYEHL peaKO —
meHee 1/10000 raznauenuii (< 0,01 %).

Hughexkyuonnwvie u napazumapmvie 3a001€6aHUA.

O4YeHb PENKO: MYCTYJIC3HBIE BHICHIIIAHMS.

Co cmopoHbl UMMYHHOU CUCINEMDBL.



OdYeHb pENKO: TeHEepallk30BaHHAs KOXKHAS ChINb, aJUIEPTHYECKHE DEAKLMU (KpalMBHHUIIA,
TMIIEPYYBCTBUTEIBHOCT: aHTMOHEBPOTUYECKUIM OTEK).

Co cmopoHbl ObixamenbHOU CUCTEMbL U OP2AHO8 2PYOHOU KIeMKU U CPEOOCMEeHU.

O4eHb PEeIKO: IPUCTYIIBI YAYIIbS, OPOHXOCTIACTHYECKHE PEAKIIUH.

Co cmopoHblL KOHCHBIX NOKPOBOB:

Hacro: spurema, AepMaTUTBHL, B T.4. KOHTAKTHBIA J€pMATHT (CHMIITOMBI: 3K3e€Ma, 3V,
OTE€YHOCTH 00pabaThIBaEMOI0 y4acTKa KOKH, ChIIlb, ITAMTyJIbl, BE3UKYJIB, IIIETYIICHHUE).

Penxo: Oyiuie3Hbiii nepMaTuT

O4YeHb penKo: peakiuu (HOTOCCHCUOMIHU3 AN

Ilepeno3upoBka

BBuny HU3KOU cucTeMHON aOCOpOIMM MPH HAHECEHUH Telisl, IEPEJO3UPOBKa MAIIOBEPOSITHA.
Ilpu ciygalHoM npueme BHYTPh BO3MOXKHO pa3BUTHE CHCTEMHBIX IOOOYHBIX PEaKIIHIA.
Jleyenue nepeno3upoBKU MPU CIIYYaWHOM IIPUEME BHYTPE: IIPOMBIBAHUE KEITYIKA, HHIYKIIUS
PBOTBI, aKTUBUPOBAHHBIN YyIojb, CUMIITOMATHYECKas Tepanus. Jluamu3 u GhopcupoBaHHBIN

auype3 He 3(Q(QEKTUBHBI B BHUJY BBICOKOM CTENEHHU CBS3BIBAHMUS IHKIO(MEHaKa ¢ OeIKaMu

J1a3Mbl KpoBH (0K0J10 99 %).

B3aumMoaercTBUs ¢ APYTMMH JICKAPCTBEHHBIMH IpenapaTaMu

JlekapcTBEHHBI mpenapar MOXET YCHUIMBATh JIEHCTBHE JIEKapCTBEHHBIX IIPEIIapaTos,
BBI3BIBAIOIIUX (POTOCEHCUOMMU3anuo. KIImHnYeCKn 3HaYMMOT0 B3aUMOJICHCTBHS C JPYTHMH

JICKAPCTBCHHBIMH CPCACTBAMHU HC OITMCAHO.

Oco0Oble ykazanus

R

®

BOHBTap6H® OMYJIbIeJIb  CJIEAYET HAHOCHUTH TOJIBKO Ha HEIMOBPEXKICHHYIO KOXY, H30eras

[TOIIaAdHUA Hd OTKPBITBIC PAHBI. He CJIACAYCT HOIIYCKATh IIOIIalaHHMs IIPCIIapaTra B POT, B IJIa34d

1 Ha CJIM3UCThIE 000J10UKu. [locne Hanecenus npenapara JONyCKaeTCsl HaJIOXKEeHUEe OMHTOBOM
[IOBSI3KM, OJIHAKO HE CJIEAYET HaKJIaablBaTh BO3AYXOHEHIPOHUIIAEMBIX OKKIIHO3MOHHBIX
MOBSA30K. B cirydae pa3BUTHUs MOCJIE HAHECEHUS IperapaTa KOKHOM CBIIIK €TI0 MCI0JIb30BaHUE
HEOOXOUMO IIPEKPATUTH

[Ipemmapar comepXUT NPOIMUIICHIIMKOJIb, KOTOPBIA Y HEKOTOPBIX JIFOAEH MOXET BBI3LIBATEH

JIETKOE MECTHOE pas3fpaxeHue. B HeM TakXke COACPXHUTCI OYTHITHAPOKCUTOJIYOI,

CIIOCOOHBIM BBI3BIBATH MECTHBIC KOXKHBIE PeaKIUy (HAllpUMEp, KOHTAKTHBIA JEPMATHUT) HUJIU

pa3apa’K€HUeE rjia3 U CJIU3UCTHIX.
BiausiHue HAa cCIOCOOHOCTH YIIPABJIATH ABTOMOOMJIEM U padoTaTh ¢ MEXaHU3MaMMU

He Biuser.



uhﬁ; __..-""

1-"1.\_ _.-_'.,.-

®opma BeIyCKA

| 'ens my1st Hapy>KHOr O MpuMeHeHUud 2 %o.

[Io 50 r mu 100 r B 1aMUHUPOBAHHOM TyO€ (IIOJIMATUIICH HU3KOM IJIOTHOCTH, aJIFOMUHUH,
MIOJIMOTUJIEH BBICOKOM INIOTHOCTH) C IUICYOM M LEIBHOJUTOM (QUIYPHOH 3allUTHOU

MEMOpPAHOHN U3 MOJHUATUICHA BHICOKOM IJIOTHOCTH U IIOJIMIIPONUIICHOBOM HABUHYMBAIOIICKCH

KPBIIIKOM. KphIllIKa ¢ BHEIIHEW CTOPOHBI CHAOXKEHA KIIFOYOM (YTJIYOJICHHE C BBICTYIIAMM) I
BCKPBITHSL 3alllUTHOM MeMOpaHbl TyObl. 1yOy BMECT€ C HHCTPYKIHEH II0 IIPUMEHECHHIO
[IOMEIIAOT B KAPTOHHYIO MIAUKYy.

Cpok rogHocTu

3 roga. Ilpenapar He CieayeT UCIIOJIB30BaTh IIOC/IE UCTEYEHHUS CPOKa I'OJHOCTH, YKA3aHHOIO
Ha YIIaKOBKE.

YciaoBus XpaHeHU S

[ Ipu Temneparype He Brie 30 °C. XpaHUTh B HEJOCTYIIHOM JJISL JIETEN MECTE.

YcioBUA OTIYCKA U3 alITEK

bes peuenra.

IIpou3BoauTe b
Hosaptuc Koncsromep Xenc CA, Pro ne Jlerpas, 1260 Huomn, llIBernapug

A
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Novartis Consumer Health SA, Route de 1’Etraz, 1260 Nyon, Switzeriand

IIpeacraButeabcTBO B MockBe/Aapec NJs IpeaAbABIEeHUS NpeTeH3H i

123317, Mockaa, IIpecaenckas HaO. a. 10, Ten. (495) 969-21-65, dakc (495) 969-21-66,

e-mail: consumerhealth{@novartis.ru

CrienuaaucT 10 perucTpaluu

000 «Hoaptuc Koncsromep Xence» E.B.TpaBuna

bonbLue nHdpopmaumnm ob aTom nekapcrtee Ha [1poTabneTku
https://protabletky.ru/voltaren/
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