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(NOCNEOOBATENEHOC

OBILIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Bonbrapen, 30 Mr/cyT, miacTeipb TpaHCAepMalIbHBINA
2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JleiicTByromee BeecTBO: AUKI0o(eHaK HaTpHsL.

Kasxnprit mutacteips mtomiaapio 140 cm? conepxut 30,0 Mr qukiodeHaka HaTpHUs.
BcromoraTenbHbIC BelIeCTBa, HAJTMYHME KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
mperapara: MpOoNUJICHTIINKOJIEBEIC d(UPBI JKUPHBIX KUCIOT, OYTHIITHAPOKCUTOIYON (CM. pa3ael

4.4.).

ITodHBIM CIIMCOK BCIIOMOTaTEIbLHBIX BCIICCTB IIPUBCACH B pa3/iCiic 6.1.

3. JEKAPCTBEHHAS ®OPMA

[ImacTeips TpaHCaAEpMaIbHBIMN.

[TnacTeipb TPSIMOYTOJNBHON (OPMBI C 3aKPYIVIEHHBIMH KpasMH, COCTOSAIIUNA M3 OCHOBBI M3
oM CcTepa 0€KEBOro 1IBETa C PABHOMEPHO HAHECEHHBIM aJIr€3UBHBIM CJIIOEM OT OECLIBETHOTO /10
CBETJIO-XKEJITOr0 I[BETa CO CIabbIM apoMaTHBIM 3armaxoM. AJTre3uBHAs MOBEPXHOCTh MOKPHITA
MPO3pavyHOM 3aIIUTHOM IJIEHKON W3 MOJIUATUIICHA C ABYMS MOMEPEUYHBIMU HAAPE3aMH, OJHWH U3
KOTOPBIX MPEJICTaBIsIeT cOO0M BONHUCTYIO JIMHUIO. Ha mpo3payHyto 3alMTHYIO TJIEHKY HaHeCeH
PUCYHOK, MOKAa3bIBAIOIINN KaK YJAJIUTh IUIEHKY C IMOBEPXHOCTH IUIACTBIps. Pasmepsl miacTeips

140 mm x 100 MM (mo/KHBI OBITE B ipeenax 95—105 % ot 3asBICHHOI HOPMBI).

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHECHHUIO
[Ipenapar BosbrapeH, IiacTelpb TpaHCAEPMAIbHBIA MOKA3aH K MPUMEHEHUIO Y B3POCIBIX U

IIOJIPOCTKOB B BO3pacTe OT 15 ner.

e bomu B crnuHe HpU BOCHAIMTENbHBIX U JEr€HEpaTHBHBIX 3a00JI€BaHUSAX IMO3BOHOYHUKA
(panuKyIuT, 0OCTE0apTPO3, JOMOAro, HITHAC).

e bBonu B cycTtaBax (cycTaBbl MaNbLIEB PYK, KOJCHHBIE U JIp.) TIPU OCTE0ApTPO3E.

e bBonu B mMplmax (BcieACcTBUE PAaCTsHKEHU, epeHanpskKeHnH, yInOoB, TpaBMm).

e BocnaneHue M OTEUHOCTb MATKUX TKAaHEH M CyCTaBOB BCJIEACTBHE TpaBM M IpHU
peBMaTHUECKUX 3a00JIeBaHUAX (TEHIOBAarMHUT, OypCUT, MOPAKEHUS MEepUAPTUKYIISIPHBIX

TKaHel).
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4.2. Pe:kuM 103MPOBAHUA U CTIOCO0 MPUMeHEeHH s

PexxuM J103upoBaHus

B teuenue cyTok fomyckaercss IpUMEHEHUE TOIbKO 1 IU1acThIps.

[Ipu neyeHUH TOBPEXICHUNM MATKMX TKaHEW WM PEBMATHUYECKOW OO0JIM IUIacThiph BosbTrapeH
IPUMEHSIIOT He Oonee 14 nHelt, a mpu 00n, 00yCIOBIEHHOM 3a00JI€BaHU MU MBIIII] U CYCTaBOB —

He Oonee 21 aHA, €CIM HET CTIeUAIbHBIX PEKOMEHIANN Bpaya.

Ecnu He HacTymaer yiydiieHus COCTOSHHMS CIIyCTS 7 JDHEW U NpU YXYALIEHUU CAMOYyBCTBHS,

HGOGXOI[I/IMO IMPOKOHCYJIbTUPOBATHCA C BPpA4OM.

Ocobvie epynnvl nayuenmos

Tlayuenmur noscunoeo 6ospacma (cmapuie 65 1em)

MoskeT ObITh HCTIOIb30BaHa OObIYHAS JJO3UPOBKA IS B3POCIBIX — C OCTOPOKHOCTHIO.
Tayuenmsi ¢ Hapywenuem GyHKyuu novex

MosxeT ObITh HCIIOJIb30BaHa 00BIYHAS JO3UPOBKA JUIS B3POCIBIX (CM. paszaen 5.2.).

THayuenmo ¢ HapywieHuem YHKYuU neveHu

MoskeT OBITh HCITOJIB30BaHa OOBIYHAS JO3UPOBKA I B3POCIbIX (CM. pasmen 5.2.).

Iemu

VY nereii B Bozpacte oT 15 jeT MOXKeT ObITh UCIIOJIb30BaHA OOBIYHAS 103UPOBKA JIJIS1 B3POCIIBIX.
He pexoMeHayeTcs npuMeHeHUe TUIacTeIps BonbTapeH y nerei B Bo3pacte miaauie 15 ner.

Crooco0 rmpuMeHeHus

Tonbko 1711 HAHECEHUS Ha KOXY.
[Tnacteipy BonbTrapeH HakieuBalOT Ha KOXY Haja Ooje3HeHHOW oOnacTteio Ha 24 yaca. B
3aBHCHUMOCTH OT pa3Mepa 001acTH 6OIH MOKET ObITh HCTIONB30BAH MIACTHIPD MLIOMAbI0 70 cM?

(7 cM x 10 cm) umu Gonee KPyTHBII TIacThIph mwiomansio 140 cm? (14 cm x 10 cm).
4.3. IlpoTuBONOKA3aHNUSA

e [wmepuyBCTBUTENBHOCTh K JUKIO(DEHAKYy WM JPYTMM KOMIIOHEHTaM IIperapara,
NIEPEYUCIIEHHBIM B pazfene 6.1.;

®  CKJOHHOCTh K BO3HMKHOBEHHUIO NMPUCTYNOB OpPOHXHAILHOW aCTMBI, aHTHOHEBPOTHYECKOTO
OT€Ka, KpalMBHHUIBL, KOXXHBIX BBICHITAHUNA WM OCTPBIX PUHUTOB MPU NPUMEHEHUH
aleTUIICATMIIMIIOBOM KUCIIOTBI WIJIM JPYTUX HECTEPOHIHBIX TPOTHBOBOCHAIUTEIEHBIX
IpernapaTos;

e OepeMEeHHOCTH B cpoke 6osee 20 Heaens (cM. pasaen 4.6.);

e TIpyJIHOE BCKapMinBaHHe (cM. pasaen 4.6.);

e  JIeTCKHUii Bo3pact 1o 15 ner;
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IJI1aCTBIPA.

4.4. OcoOble yka3aHMsl M1 Mepbl PeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

e qieueHouHas nmopdupus (odocTpeHue),

®  5PO3UBHO-SI3BEHHBIC TOPAKECHUS KEITYAOTHO-KHIIIETHOTO TPAKTA,
® TsDKeNble HapyIIeHUs (YHKIUU TICYCHU U MOYCK,

® XpOHHWYECKas cepAcuHasi HeIOCTATOYHOCTb,

e OpoHXHAIIbHAS aCTMa,

® TIOXKWJIOH BO3pacT,

e OepeMEeHHOCTh B cpoke 70 20 Heleb.

HJIaCTprI) BOJIBTapeH CJICAYCT HAaKJICMBATb TOJIBKO Ha HCIOBPCKIACHHYIO KOXY, n3oeras
nomnagaHuss Ha OTKPBITBIC pPaHBI. He CJICAYCT MOIIYCKAThb IOMNaAaHUA IIpCllapaTa Ha TJjiada U

CIIN3UCTHIE 0OOJIOYUKH.

BeposiTHOCT  pa3BUTHS CHUCTEMHBIX TOOOYHBIX A(P(GEKTOB MPH MECTHOM MPUMEHEHHH
TUKIo(peHaKa He3HAYUTENbHA 110 CPABHEHUIO C MIPUMEHEHHEM ero (OpMBI IS IpHeMa BHYTPb,
HO OHA HE UCKJIF0YaeTCs IPU MPUMEHEHUH IIperapaTa Ha OTHOCUTEIbHO OOJIBbIINX YYaCTKAX KOXKHU

B TEUCHUE JUIUTEIBHOTO [IEPHUO/Ia BPEMEHHU.
He ucnonb3oBaTh mIacThIpb C OKKJIFO3MOHHOM MOBSA3KOM.

HCMCHHGHHO MMPEKpaTUTh JICHCHUC, CCJIM IOCJIC NPUMCHCHHA INIACTBIPA IOABIIACTCA KOXXHAA

CBIIb, U OOPATUTHCS K Bpauy.

HpI/I AOHNOJHUTCIBHOM HCITIOJIb30BAHUU HHBIX JICKAPCTBCHHBIX (I)OpM ,Z[I/II(JIO(I)eHaKa CJIeayeT
YUUTBIBATH €TI0 KOJIMYCCTBCHHOC COACPIKAHUEC B IIJIACTBIPE, YTOOEI HE MPEBBICUTH MAKCUMAJIbBHYIO

CyTOUHYIO 7103y nukiodenaka (150 mr/cyT).

[TamenToB CICAYCT NMPECAYIPECANUTb O BIUAHUU IIPAMOTO COJTHCYHOTO CBETA U COJISIPpUSA C LECJIBIO

YMCHBIICHUA PUCKA MMOABJIICHUSA CBETOYYBCTBUTCIIbBHOCTH.

YToOb! CBECTH K MUHUMYMY Pa3BUTHE MOOOYHBIX PEAKIMM, PEKOMEHIyeTCsl IPUMEHSTh camble
HU3KHe 3 EKTUBHBIE 103bI B TEUEHHUE KpaTyaiIlero nepruoa BpeMeH!, KOTOPbIi HEOOXOA1M /ISt

KOHTPOJId CUMIITOMOB.

4.5. B3amMmopeiicTBHMe ¢ JPYrHMH JICKAPCTBEHHBIMHM MpenaparaMH H JApyrue BHIbI

B3aUMOAeliCTBUA
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¢dorocencubunmzanuto. Kimmuudeckn 3Ha4UMOro B3aUMOZICHCTBUS C IPYTHMHU JIEKapCTBEHHBIMU

cpeacTBaMu HE OIMUCAHO.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

JlaHHbIE 110 TPUMEHEHUIO JUKIO(pEeHaKa y OEPEeMEHHBIX KEHIIMH HEAOCTaTOuHbI. Jukiodenak
CJIelyeT IPUMEHSTh TOJBKO B TOM CIIydae, €CJIU OXKHUAaeMasi 110J1b3a IPEBBILIAECT TOTEHIUAIbHBIN
puck s tuoga. He cimenyer mpumensts HIIBII (HecTepowmHbIii TPOTHBOBOCHIATUTEIBHBIN
npenapar) >keHuHam ¢ 20-oif Henenu OEpeMEHHOCTH B CBSI3U C BO3MOXKHBIM Pa3BUTHEM

MaJIOBOOUsA W/WJIA TIATOJIOTUU ITOYEK Y HOBOPOXKXICHHBIX (HGOHaTaJIBHaSI ouyeyHas III/IC(b}’HKIII/I?[).

JlakTaims
HewusBectHo, BbIAENsAETCS JIU JUKIO(EHAK 711 HAPY>KHOTO MPUMEHEHUS C TPYAHBIM MOJIOKOM.

I[I/IKJ'IO(bCHaK CJICAYCT IPUMCHATH BO BPEMS I'PYAHOI'O BCKAPMIIMBAHUWS TOJIBKO B TOM CJIy4dac, €CJIN
OXXngacMas I110J1b3a IMPCBLINIACT HOTCHIII/IaJII)HHﬁ PUCK I HOBOPOXIACHHOIO. HpI/I HaJIn4yuun
CCPBC3HBIX OCHOBaHHI A1 €T0 MPUMCHCHUA IUIACTBIPb HE CICAYCT HAHOCUTH HAa MOJIOYHBIC
JKCJIC3bI U IIPUMCHATL B 0osee BBICOKOH J03€ UJIKM B TCUCHUC Ooiee JIATCIIBHOI'O IICpHOJa

BpEMCHH, YEM PCKOMCHAOBAHO.

DdepTUabHOCTD

JlaHHbIE IO MPUMEHEHUIO TUKJIO(pEHaKa B JIEKApPCTBEHHBIX (hopMax JUIsl HAPYKHOTO MPUMEHEHUS

U UX BJIHUAHUA HA (bepTI/IJ'ILHOCTB Y 49C€JIOBCKA OTCYTCTBYIOT.

4.7. Bausinne HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMH H padoTath ¢

MEXaHU3MaMHU

IIpenapar BonpTapeH He OKa3blBae€T BIMSHUE Ha CKOPOCTh IICMXOMOTOPHBIX PEaKIUU IpU

BOXKJIEHUU U paboTe C MEXaHU3MaMHU.
4.8. HexxenaTesibHbIE peaKIUU

Pesrome mpodmnsg 6e30macHOCTH

HexenarenbHble peakniMM B OCHOBHOM XapaKTEPU3YIOTCS YMEPEHHO BBIPAKEHHBIMU U

MpOXOAAIINUMHU KOKHBIMHA MPOSABIICHUAMUA Ha MECTC allIVIMKAILIUU TUIACTBIPS.

PesromMe HexenaTeabHbIX peaKIuil

HexxenarensHbIe pe€akunu, NpeaCTaBJICHHBIC HUKEC, ICPCUUCITICHBI B COOTBETCTBHHU C ITOPAKCHHUEM
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cieayronmM odpasoM: odeHb vacto (> 1/10), gacto (>1/100 u <1/10), meuacro (>1/1 000 u
<1/100), penxo (>1/10000 u < 1/1000), ouyenp peaxo (< 1/10 000, BkIHOYas OTACIbHBIC

ciIy4an).

Hnghexyuonmnvie u napasumapnsie 3a60.1e6aHUs.

OueHb penko: MycTyJie3Hasi Chlllb.

Hapywenus co cmoponvl uMMyHHOU cucmembl

OdyeHb pelnKo: TeHepalM30BaHHAs KOXKHAs Cblllb, aJUIEPTUYECKUE peakuuu (KparmuBHUIIA,
TUIEPYYBCTBUTEILHOCTD, AHTHOHEBPOTUYECKUIN OTEK, MPUCTYIBI YAYIIbs, OpOHXOCHACTUYECKUE
peaKium).

Hapywenus co cmoponsl ObixamenbHOU cucmemyl, 0Op2aHos epyOHOU KIemKU U cpedoCmeHns]
Ouenb peako: OpoHXUaANTbHAS aCTMA.

HapymeHuﬂ CO CMOPOHRbL KOJHCU U NOOKOJCHBIX MKAHEl

YacTo: mepmaTuT (BKJIIOYash KOHTAKTHBIA JEPMATHT), ChIllb, SPUTEMA, dK3e€Ma, 3y, OTEYHOCTh
00pabaThIBaEMOT0 Y4acTKa KOXKH, MAIyJIbl, BE3UKYJIbI, IIETyIICHHE.

Penxo: OyniesHblid JepMaTHT.

OueHp PECAKO: pCaKI A Q)OTOHYBCTBI/ITE‘JIBHOCTI/I.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HEXKCIIATCIBbHbBIX PCAKITNAX

Baxxno cooOmate 0 MOJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX IOClie PETUCTpalluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«TIOJIb3a-pUCK» JICKAPCTBEHHOTO Tipenapara. MeauIMHCKUM pabOTHUKAM pPEKOMEHIYeTCs
co001aTh O JIIOOBIX MOJI03PEBAEMbIX HEXKENATeIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipemnapara
yepe3 HAIMOHAIbHBIE CHUCTEMBl COOOIICHHS O HEXKENAaTeIbHBIX PEaKIUSAX TOCYIapCTB-UJICHOB

EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccniickas @enepanus:

®denepanbHas cnyx0a Mo Haa30py B cdepe 3paBoOOXpaHEHUs
Anpec: 109074, r. MockBa, CiaBsiHCKasi TUIOIIab, 1. 4, ctp. 1
Ten.: + 7 (800) 550-99-03

I. moura; pharm@roszdravnadzor.gov.ru

Caiir: http://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka


mailto:npr@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/
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CHUMIOTOMBI

KpaitHe Hu3Kas cucTeMHas a0OCOpOIMsl aKTUBHBIX KOMIIOHCHTOB M JIEKapCTBEHHAsl ¢opma
rperapara npyu Hapy>KHOM PUMEHEHUH JIEJIAET MEPEIO3UPOBKY IMPAKTUYECKH HEBO3MOXKHOM.
JleueHue

B ciydyae BO3HMKHOBEHHS 3HAYMTEIBHBIX CHCTEMHBIX HEXKeNaTelabHBIX J(QekToB mnpu
HEIMPaBUILHOM HCIOJIb30BAHUU WJIM CIIyYailHOM Mepeo3upoBKe (HAmpuMep, y JAeTei), cieayer
00paTUTHCS K Bpady, YTOObI IPUHATH OOIIME MEPHI, XapaKTepHbIE IS JICUCHHUS TEPEI03UPOBKU
HIIBII.

[Ipu mpornaTeiBaHUU JTaHHOTO JIEKAPCTBEHHOTO CPENICTBA CIICIYET HEMEIJIEHHO OOpaTUThCS 3a
MEIHUITMHCKOM TTOMOIIBIO.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHE CBOMCTBA

PapMakoTepaneBTUYECKas rPpyIa: npenaparsl A HAPY>KHOTO MPUMEHEHUS NPU MBIIICYHBIX U
CYyCTaBHBIX OOJISIX; HECTEPOUIHBIC MPOTUBOBOCHAIUTEIbHBIC IMpenaparbl [JIsi HapY>KHOTO
MIPUMEHEHUS.

Kox ATX: M02AA15

MexaHu3M ASHCTBHUS 1 d)aDMaKOHI/IHaMI/I‘leCKI/IC B(bd)eKTLI

BonbTapen B Buje miacTeips TpaHCAEPMaIbHOIO MPEICTABIAET COOONH OCHOBY C HAaHECEHHBIM
aJAre3UBHBIM  CJIOEM, COJIEpP)KallUM JTUKIO(EHAaK, KOTOpbI 00yagaeT BbIpaXKECHHBIMU
aHaAJIbI€TUYECKUM, POTUBOBOCHIAIIUTENBHBIM U KApOMOHIKAIOIIMM cBoiicTBaMu. Jnkinodenak
OKa3bIBaeT TepaneBTudeckue 3((EKThl NPEeHMYIIECTBEHHO IOCPEJCTBOM HHTHOMPOBAHUS
CHHTE3a MMPOCTArJIaHIMHOB IIUKI00KcUreHasoit 2 (LIOI-2).

[Tnacteips BonbpTapeHn obecrieynBaeT MPOTUBOBOCHAIUTEIFHOE U aHAJIbI€TUUYECKOE JICHCTBUE B
MecTe alIUIMKalluu, YCTpaHsas Oo0JIeBOM CHHIPOM M yMEHbIIas OTEYHOCTh, CBA3AHHYIO C
BOCTIAJINTENBHBIM IIPOLIECCOM.

[Tnacteips BosbTapeH sBisieTcs NMPOTHMBOBOCHAIUTEIBHBIM U 00€300JMBAIOLIMM IIPENapaToM,

NpE€aAHasHAYCHHBIM IJId HAPYKHOT'O IPUMCHCHUA.

5.2. apmakoknHeTHYECKHE CBOHCTBA

AOGcopbuus

KonnuecTBo nukiodeHnaxa, BCAChIBAIOLIETOCS Yepe3 KOXKY, IPONOPIHOHATIBHO pa3Mepy y4acTka,
Ha KOTOPBIMA HAHOCUTCS TIpemapar, W 3aBHUCUT OT OOIIeH NPUMEHEHHOW 03Bl W CTENEHU
yBIaKHEHHOCTH KOXU. KommuecTBo amkinodeHaka, abcopOMpyeMOro CHUCTEMHO W3 IUIACTHIPS
BonbTapeH, CXOOHO C TAakOBBIM IIpU IPUMEHEHUM HSKBUBAJICHTHOTO KOJMYECTBA Iperapara

BonbTapen Dmynbrensb (reib sl Hapy»KHOTro npumenenus, 1 %).
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Pacnopenenenue

99,7 % nuknodeHaka CBA3BIBAETCS C CHIBOPOTOYHBIMH OCJIKAMH, B OCHOBHOM — C allbOyMHHOM
(99,4 %).

buotp aHC(bODMaI_[I/IH

Metabonu3m  aukiodeHaka BKIOYAeT CTaJAUM  OJHOKPATHOTO M MHOXKECTBEHHOTO
TUAPOKCHIMPOBAHUS C TOCIEAYIOIUIUM TIIOKYPOHUPOBAHUEM U TIIOKYPOHUPOBAHHUE IIEJIBHOU
MOJIEKYJIBI.

OJIMMUHALNS

OOmuit CUCTEMHBIN KIMPEHC TuKIo(heHaKa 13 Ia3Mbl cocTaBisgeT 263 + 56 mur/muH. KoneuHsrit
NepUoJ MOTYBBIBEACHUS B IJIa3Me KpoBH cocTaBiigeT 1-2 yaca. Uetbipe MeTaboInTa, BKIIIOYas
JIBa aKTUBHBIX, TAK)KE UMEIOT KOPOTKOE BpeMs MoJTyBbiBeneHus — 1-3 vaca. OauH MeTadonuT —
3’-Tuapokcu-4’-MeTOKCHINKIOPEHAK, UMEET 00JIee MPOI0IDKUTEIBHBIN MTEPHO/I TIOTYBBIBEICHUS,
OJIHAKO, SIBJISIETCS HEAKTUBHBIM.

Juknodenak u ero MeTaboIUTHI BBIBOJSTCS B OCHOBHOM C MOYOIA.

Oco0ble rpyIIIIbI MAHEHTOB

THayuenmoi ¢ HapywieHuem YHKYuU neveHu

VY nanueHToB, CTPAAAIOIINUX XPOHUUECKUM T€lIaTUTOM MJIM HEJAEKOMIIEHCUPOBAHHBIM LIUPPO30M,
KMHETUKAa U MeTaboJI3M JUKIO(eHaKa MPOXOAAT MO TOH K€ cXeMe, Kak M y MalUeHTOB, He
UMEIOIUX 3a00JI€BaHUN TICUEHH.

llayuenmul ¢ napywenuem ynKyuu novex

VY nanueHToB ¢ HapylIeHUs MU (DyHKLMHU [TOYEK aKKyMYJISILUU JUKIO(eHaKka U ero MeTaboIuToB

HE TTPOUCXO/INT.
5.3. lanHble TOKJIUHUYECKOH 0e301MaCHOCTH

JloKJIMHUYeCKue HCCle0BaHus MOKa3ail 0€30MacHOCTh UCTIOIB30BaHUS Mpernapara.
6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. Ilepeuenb BCoMoOraTe/ibHbIX BellleCTB

JleBoMeHTON

MetunnuppoiauaoH

[TponmieHrIMKONIeBBIE d(PUPHI KUPHBIX KUCTOT
JImMOHHas KHCIOTa

N3omnpencrupon conoaumep

[Tonuuzo0yTuinexn

Kamens sgupusupoBanHas



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 11.01 2024 Nz 284
(NOCNEOOBATENEHOC

MepkantoO6eH3uMH,1a3071

byrunruapoxcuronyon
[Mapadun xuaxuii
OcHoBa 13 BOJIOKOH ITOJIMACTEpa

3amuTHas MIEHKa U3 MTOJIU3CTepa

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

2 roma.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTb 1pu TeMreparype He Boiie 25 °C, B OpUrHuHaNbHOM YIIaKOBKE (ITaUKe).
6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKH

ITo 2, 5, 7 wim 10 muacteipeii B makere M3 allOMHHHEBOM (oJabId C 3acTexkoit Zip-Lock
MHOTOKPAaTHOTO OTKpbIBaHMs. Ha makeT HaHOCST TEKCT WM HAKJIEUBAIOT ATUKETKY. [lakeT BMecTe
C MHCTPYKIMEH IO MPUMEHEHUIO TTOMEIIAIOT B TAYKy KaPTOHHYIO.

Ha BTOquHOﬁ YIAaKOBKEC OOITYCKACTCA HAJIMYUEC KOHTPOJIA IIEPBOI'0 BCKPBITUA.

6.6 OcoOble Mepbl NPeIOCTOPOKHOCTH TNPHM  YHUYTOKEHHUHM  HCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenmapaTra WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!

JIEKAPCTBEHHOT'0 Mpenapara, u Apyrue MaHUIYJISIIUH ¢ MPenapaTomM
Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanus

AO «Xeneon Pyc»

123112, r. Mocksa, Ha6. [Ipecuenckas, 1. 10, momem. 111, komnara 9, T 6
Ten.: +7 (495) 777-98-50

Tenedon 6ecrutatHoi «I'opstueit muaum»: 8 (800) 333-46-94

. moura; rus.info@haleon.com

7.1. IlpeacraBuTeNb AeprKaTeJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3un HOTD66I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccuiickas @enepanus

AO «Xeneon Pyc»


mailto:rus.info@haleon.com

COOTBETCTBYET 3KCNEPTHOMY OTYETY
. oT 1'|.ZZ_ 2024 N2 284 )
123112, r. Mockaa, Ha0. [Ipecnenckas, a. 10, momernr. IH%M%@@%{@EHEH&_- CTb 0008)

Ten.: +7 (495) 777-98-50
Tenedon 6ecruatnoit «I opsueit tnanmy: 8 (800) 333-46-94

On. moura: rus.info@haleon.com

8. HOMEP PET'UCTPAIMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(002072)-(PT-RU)
9. IATA TEPBUYHOW PETHMCTPALIMM (MMOJATBEP)KIEHHUSI PETUCTPAIIUM,
MEPEPETUCTPAILUM)

Hata nepsoii peructpauuu: 30 mapta 2023 r.

10. IATA IEPECMOTPA TEKCTA

OO61mas xapakTepHucTHKa JIeKapCTBEHHOTO npenapaTta BonsTapeH goctynHa Ha HHGOPMalMOHHOM
nopTajic EBpaSHﬁCKOFO 3KOHOMHYECKOI'0 CO3a B I/IH(i)OpMaI_II/IOHHO-KOMMYHHKaHHOHHOﬁ CCTHU
«Hurepuer» http://eec.eaeunion.org/.
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