OBLIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHUE JJEKAPCTBEHHOT O IIPEITAPATA

®enuctu, 0,1%, reap a1 HAPYKHOTO NPUMEHEHUS

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBIN COCTAB

JeiicTByrolllee BEIIECTBO: TUMETHUH/ICH.

Kaxneie 100 r remst s Hapy>KHOT'O IPUMEHEHUS COnepKaT 0,1 r TMMeTUHICHA MaJjieaTa.
BcnomorareabHbIE BCIICCTBA, HAJIMYNEC KOTOPLIX HAAO YUUTBIBATHL B COCTABC JICKAPCTBCHHOTO
npemnapara: NpONUJICHIIINKOb, OeH3aIKOHMSI XJIopu (cM. pazaen 4.4).

[TonHbI# IEpeUYeHbh BCIOMOTATENbHBIX BEIIECTB MPUBEAEH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
I'enp ni1s HAPY’)KHOTO IPUMEHEHHS.
['oMOreHHBIN OT MPO3pavyHOro J0 €1a00 OMAJECLUPYIOIIEro Iellb, OT OECLBETHOIO 10 CBETIO-

KCJITOTO IIBCTA.

4. KIMHUYECKHUE JAHHBIE
4.1. TIloxa3zaHusi K NPUMEHEHHNIO
DeHncTu, refp sl HapyKHOTO MPUMEHEHUS, T0Ka3aH K MPUMEHEHHIO y B3pOCIbIX U JIeTel B
Bo3pacte ot 1 mecsa:
e TpU KOXXKHOM 3y/I€ Pa3jINyHOrO MPOUCXOXKIACHHS (KpPOME CBSI3aHHOIO C XOJIECTa30M),
HampuMep: 3yIsIIie JepPMaTo3bl, IK3eMa, KPauBHUILIA, YKYChl HACEKOMBIX,

e IIPpU COJHCYHBIX OXKOrax, OBITOBBIX U IMPOU3BOACTBCHHLBIX OXKOrax (HGFKOﬁ CTGHQHI/I).

4.2. Pe:xuM A03MPOBaHMSA U CNIOCOO MPUMeEHEHUA

PexnMm JO3HUPOBAHUA

B3pocnvie
I'enp Ha”OCAT OT 2 10 4 pa3 B A€Hb HA IIOPAKEHHBIE YYACTKH KOXKH.
MaxkcuManbHas JUIUTEIHHOCTh IPUMEHEHUS 0€3 KOHCYIbTAIMH C BpauoM: 7 JTHEH.
B cnyuyae BbIpa)k€HHOro 3yJa WJIHM PACIPOCTPAHEHHOIO YydacTKa IOPaKEHUS KOXH CIeNyeT
paccMOTPETh  BO3MOYKHOCTH  JOTIOJHUTENIBHOIO IMPUMEHEHUS MEpOpalbHBIX IIPEMapaToB
JTMMETHHJICHA Majeara.

eTn

ITpenapaT npoTuBOINOKa3aH JeTAM B Bo3pacTte 10 1 mecsua (cM. pa3zaen 4.3).



PexuMm J03UPOBAHUA Y JIeTeH B BO3pacCTc OT 1 mecsma coBmagacT C PECKUMOM JO3HUPOBAHUA Y
B3pPOCIIbIX.
V nmeteii ot 1 Mecsma go 2 met npenapar nNpuMeEHACTCA IMMOCJIC KOHCYJIbTallul C BpadOM.

Croco0 nmpuMeHeHust

Hapyxwno.

4.3. IIpormBomoka3zaHus
+ TUNEPYYBCTBUTEIBHOCTh K TUMETHUH/AEHY HJIHU JIOOOMY M3 BCIIOMOTATENbHBIX BEIIECTB,
MepEYHCICHHBIX B paznene 6.1,
¢ 3aKpBITOYTOJIbHAS TJIAyKOMa,

 THIEPIUIA3Hs MPEICTATEILHOMN JKEeIe3bl.

4.4. OcoOble yka3aHMsl M MepPbl IPEAOCTOPOKHOCTH NPH NPUMEHEHUH
[Ipu BbIpakeHHOM 3yJ€ WIM NPU HOPAKEHWH OOIIMPHBIX YYACTKOB KOXH Ipernapar MOXKHO
MPUMEHATHh TOJIBKO IOCJIE KOHCYJbTaluu c BpadoM. [Ipum mpumeHeHun rensi DeHucTtun Ha
OOLIMPHBIX y4acTKaxX KOXH clieAyeT u30eraTb BO3ICHCTBUS CONHEYHBIX jydeil. Ecnu B mepuoa
npuMeHeHus: reisi OeHUuCTHNl BHIPaXKEHHOCTh CUMIITOMOB 3a00JIEBaHUSI HE YMEHBIIACTCS WIIH,
HaMpOTUB, yCUIMBAETCS, HEOOXOAMMO 00paTuThes K Bpauy. HeaddexTuseH npu 3yne, CBI3aHHOM
C XOJIECTA30M.
Crenyer ¢ 0OCTOPOKHOCTBIO Ha3HAYaTh NAllMEHTaM BO BpeMsi 0€peMEHHOCTH U B IEPUO/]] TPy THOTO
BCKapMJIMBAHUS.
[Ipenapat coxepXKUT NPONMMIICHIVIMKOIb M OEH3aJKOHHUS XJIOPUZ, KOTOpble MOTYT BBI3BaTh
MECTHBIE AJIJIEPrUUECKHUE PEAKIIHH.

eTu
Y MianeHueB W JAeTed MIIaqUIero BO3pacTa HE CIeNyeT MPUMEHSATH MpermapaT Ha OOIIMPHBIX

ydacCTKax KOXH, 0COOEHHO Ipyu HAJIMINU SIBIICHUM BOCIIAJICHUS HITH KPOBOTOYHMBOCTHU.

4.5. BzaumoneiicTBHEe ¢ APYrUMH JIEKAPCTBEHHBIMM MNpenapaTaMd W JApPyrue BHIbI
B3aMMOJelCTBUA

UccnepoBanuii  B3aumojeictBus mnpenapata @OEHUCTUNA C JAPYTUMH  JEKapCTBEHHBIMU
npenapaTaMy He MPOBOJAMUIIOCH, OJIHAKO B CBS3H C HU3KOW CHCTEMHON abcopOinelt TuMeTHHIeHa

Majieara npyu MECTHOM IMIPUMCHCHUH, Kakue-I11o0 BSaHMOHCﬁCTBHH MaJIOBCPOSATHBI.

4.6. @epTUIBLHOCTH, 0EPEeMEHHOCTH U JAKTALUS
DepTUIILHOCTD
Her noctarouHbIX MaHHBIX O BIMSHUM JUMETHHIEHA MajeaTa Ha JAETOPOJHYIO (YHKLHUIO

JKeHIuH. B HUCCIICA0OBaHUAX Ha JKUBOTHBIX HEC Ha6moz[an005 KaKoro-iu0o BIUSHHUS Inperapara Ha



(bepTHUIILHOCTB, TEM HE MEHEe CIieyeT COONI0IaTh OCTOPOKHOCTh NPU Ha3HAUCHHWH IperapaTa
HalMeHTKaM, [UIaHUPYIOIUM 0€pEMEHHOCTb.

bepemenHocTh

Her pocTtaroyHbIX KIMHUYECKMX MJAHHBIX O NPUMEHEHWH JUMETHWHJAEHA Maneata mpu
OepemenHocTH. MccnenoBaHMsT Ha OJKMBOTHBIX HE IIOKa3aJd NPSMOrO0 WM KOCBEHHOTO
OTPHIIATENIFHOTO BIMSHUS HA TeUeHHUE OEPEMEHHOCTH WJIH 3/I0POBBE TUTOJIA / HOBOPOKIACHHOTO.
[TlpumeHenne mpenapata npu OSPEMEHHOCTH HE PEKOMEHIIOBAHO, 32 WCKIIIOYCHHEM CIy4aeB,
KOTJa TO0JIb3a JUIi MaTepH MPEBBIINIACT TOTCHIUANBHBIA PHCK JUIS IUIOAA W TOJBKO IMOJ
HaOmroeHneM Bpaya. He pekoMeH10BaHO HaHECEeHHE IpenapaTa Ha OOLIMpHBIE 007IacTH KOXKH,
0COOEHHO NP HAOJI0JAIOIEMCSI pa3ipaskeHUH WM BOCTIAJIEHUH.

JlakTranms

He pexomeHIOBaHO HaHECEHWE Tpermapara Ha OOIMIMpHBIE O0JAacTH KOXH, OCOOEHHO NpHu
HaOJIrOMa0NIeMCsl pa3IpaKeHNH WM BocnasieHHH. KopMsmmM MartepsiM He ClIeAyeT HaHOCHTh

npenapart Ha COCKH MOJIOYHBIX JKCJIC3.

4.7. BuausiHMe HAa CNOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMH CpeACTBAMHM U padoTaTh ¢
MeXaHH3MaMHU
OeHuCTHN, TeNb I Hapy)KHOTO TIPUMEHEHHUS, HE OKa3blBaeT BIMSHHE Ha CIIOCOOHOCTH

YOPaBJIATbL TPAHCIIOPTHBIMU CPECACTBAMHU U pa60TaTI> C MCXaHHU3MaMH.

4.8. HexenareabHble peakunu

Pe3roMe HekelaTeapbHbIX pPeaKIui

YacToTa HEXKEJATENbHBIX pEAKIHMid OINpenessiiack B COOTBETCTBUU C KiacCHpUKaIen
BcemupHol opranu3zanuy 3apaBooXpaHeHus: odeHb dacto (>1/10); gacto (>1/100, mHo <1/10);
meuyacto (>1/1 000, Ho <1/100); penxo (=1/10 000, HO <1/1 000); ouenr pemxo (<1/10 000),
4acToTa HeM3BeCTHA (Ha OCHOBAHWH UMEIOIIUXCS IAaHHBIX OLIEHUTh HEBO3MOXHO).

Hapywenus co cmopomnsi kodicu u nOOKONCHbIX MKAHEN:

Heuwacrto: cyXocTh, JKKEHHE KOXKH.

OueHp penko (MOCTPETUCTPAIIMOHHBIE JaHHBIC): aJUIEPTHUECKUA JAEPMATUT, BKIIOUYAs KOXKHYIO
CBITIb, 3Y/.

Co00I11IeHHE 0 OJI03PEBAEMBIX HEKEIATEIBHBIX PEAKIIUIX

BaxHno COO6HIaTB 0 MMOoAO3pPCBACMBIX HCIKCIATCIIBHBIX PCAaKOUAX IIO0CJIC PCrucTpanun
JICKAPCTBCHHOT'O IIpfriapara ¢ LCJIbo obecrieueHUs HCMIPCPLIBHOTO MOHUTOPHUHI'A COOTHOLICHUA
«I10JIb3a-PpUCK)» JICKAPCTBCHHOT'O IIpCIiaparta. MeauuuHCKUM pa60THI/IKaM PEKOMCHAYCTCH

coolmare 0 JIOOBIX IMOJ03PEBAEMBIX HEKENIATENFHBIX PEAKUUAX JIEKAPCTBEHHOTO Ipernapara



4Cpe3 HAIMOHAJIBbHBIC CUCTCMbI COO6HICHI/I$I O HCKCJIATCJIIbHBIX PCAKIUAX IOCyaapCTB — YJICHOB

EBpa3HﬁCKOFO OKOHOMHYCCKOI'O COrO34a.

PecnyOanka ApMeHus

«HayuHblii TIEHTp OKCHEPTH3bl JIGKAPCTB W MEIUIMHCKUX TEXHOJIOTHH WM. aKaJeMHuKa
9. I'abpuensna» AO3T

Anpec: 0051, r. Epesan, np. Komuraca 49/4

Ten.: (+374 10) 20-05-05, (+374 96) 22-05-05

On. moyra: admin@pharm.am

CaiiT: www.pharm.am

Pecny0auka benapycen

MunucrepcTBo 3apaBooxpaHeHusi Pecnybnuku benapych, PecnyOnmkanckoe yHUTapHOE
npennpusitue «LleHTp sKcepTH3 1 UCIIBITAHUHN B 3[pPaBOOXPAHEHUNY

Anpec: 220037, r. Munck, ToBapumeckuii nep., 2a.

Ten.: +375-17-242-00-29

On. mouta: rcpl@rceth.by

Caiit: www.rceth.by

Pecnyonuka Kazaxcran

PI'TI na IIXB «HauuoHanbHBIM IEHTP IKCHEPTU3bI JEKAPCTBEHHBIX CPEACTB U MEAMIIUMHCKUX
mnenuin» Komurera MeIUIIMHCKOTO U (hapMaleBTUYECKOr0 KOHTpOJsi MUHHUCTEpCTBA
3npaBooxpaHenust Pecryonuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonsip, yi. A. Imanosa, 13

Tem.: +7 (7172) 78-99-11

On. noura: farm@dari.kz

Caitt: www.ndda.kz

Kbipreisckas Pecny0anka

JlemapraMeHT JEKapCTBEHHBIX CpEACTB M MEOUIMHCKUX U3Jenuil npu  MuHHCTEpCcTBE
3apaBooxpanenus: Keipreisckoit PecryOmmkn

Anpec: 720044, r. bumkek, yn. 3-s nuHus, 25

Ten.: + 996 (312) 21-92-88

On. moura: vigilance@pharm.kg

Caiit: www.pharm.kg

Poccuiickag Penepanus

OenepanbHas ciy)0a 10 Haa30py B cdepe 3ApaBOOXpaHEHHS

Anpec: 109012, r. Mocksa, CnaBsiHCcKas Tuionanb, 1. 4, ctp. 1



Ten.: +7 (800) 550-99-03
On. mourta: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.ru

4.9. Ilepeno3upoBka

CuMIITOMBI

[Tpu cydaliHoM nporiaTeIBAaHUK OONBIIOTO KOJIMYECTBA Mpenapara MOTyT BOZHUKATh CHMIITOMBI,
XapaKkTepHbIC Ui MEPEI03UPOBKHU MPENaparoB 0J0KaTopoB Hi-THCTaMHUHOBBIX pEIENTOPOB, B
TOM YHCIIE yTHETECHHE (PYHKIIHHA IICHTPAIBHON HEPBHON CUCTEMBI, COHIIMBOCTH (TJIaBHBIM 00pazom
Yy B3pOCJBIX), CTHMYJSNUS (YHKIUH [EHTPATbHOW HEPBHON CHCTEMbI, aHTHMYCKApHUHOBEIC
3¢ ekt (0cOO0CHHO Yy AeTel), BKITI0UYas MOBBINICHHYIO BO30YIMMOCTh, ATAKCHIO, TAJLTIOIWHAIUH,
TOHHUKO-KJIIOHHUYECKUE CYJ0POTH, MUAPHA3, CYXOCTh BO PTY, KIIPUIUBBD KPOBHU K JIUILY, 33JICPIKKY
MOYH U IUXOPAJKY. 3a 3TUM MOKET MOCJIeI0BaTh MajicHIe apTepruatbHOTO JaBICHUSI.

Jleuenue

Crneunduyeckuii aHTHIOT He u3BecTeH. CrleayeT MpeAnpuHATh OObIYHBIE MEPBhl HEOTIIOKHOM
MOMOIIIY: TIPU TIpUEME BHYTPb - MPUEM aKTHBHPOBAHHOTO YTJIS, COJIEBBIX CIAOUTENBHBIX; MPH
HEO0OXOIUMOCTH, MMPOBECTH MEPONPHUSATHUS TIO0 MOAJEPKAHUIO (QYHKIIUU CePACUHO-COCYTUCTON U
JObIXaTeIbHOW cucTeM. JInsg JIedeHWs] apTEepPHabHOW TUIOTCH3MH MOXHO MPUMEHSTH
COCYZIOCY)KHBAIOIIME cpeactBa. He chemayeT NpeBBINIaTh PEKOMEHAOBAHHYIO J03y Tels

Oennctun. [Ipu cirydaitHOHN mepe103upoBKe CIIeyeT HEMEIJICHHO COOOIIUTh 00 3TOM Bpayy.

5. ®APMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakogMHAMHMYeCKHE CBOWCTBA

dapmakoTepaneBTHYeCKass TPyNNa: MPOTUBOATIIEPIHUECKOE CPeAcTBO - Hi-rucTaMHHOBBIX
PENenTopoB OJIOKATOP.

Kon ATX: D0O4AA13

MexaHu3M OEHCTBUSI

JnMeTrnHaeHa ManeaT SBISETCS AHTUTHCTAMWUHHBIM —IIPEMapaToM IEPBOTO  IOKOJIEHHS,
MPUHA/IJISKAIINM K KJIACCy alIKWIaMUHOB (00OpaTHBIi aroHucT Hi-perentopoB). YMeHbIIaeT Win
MpeKpalaeT AeHCTBUE TMCTaMHUHA B OpPraHM3Me IyTeMm crabminzanud Hi-penentopoB B ux
HEaKTUBHOM COCTOAHMH. lIpemapaT CHHMKaeT MOBBINIEHHYIO IPOHHULAEMOCTh KamWUIAPOB,
CBA3aHHYIO C AJUIEPIMUECKUMU PEAKLIMAMHU HEMEIUIEHHOTro Tuna. [Ipu HapyHOM NpUMEHEHHUU

o01ajaeT TaKkKe BhIPAKEHHBIM MECTHOAHECTE3UPYIOLIUM P HEKTOM.



dapmakonnaamuyeckue 3dGeKTh

AHTUTHCTAaMUHHOE, [POTUBOAIEPTUYECKOE M IPOTHUBO3YJHOE  CpPEIACTBO.  biokarop
Hi-ructaMMHOBBIX pELENTOpPOB, ABIAETCS KOHKYPEHTHBIM aHTaroHUCTOM ructamuHa. llpu
HAaHECEHMHM Ha KOy IIpernapaT YMEHbLIaeT 3yl M pa3lpa)k€HUE, BbI3BAaHHbIE KOXKHO-
AIJIEPrUYeCKUMU PEaKIHUsIMHU, YTO OOYCIIOBJICHO AaHTHUKMHUHOBBIM M aHTHXOJIMHEPTUYECKUM
neiicteueM npenapata. [Ipu HapyXHOM NpHMEHEHHH, Oilaromaps TeleBOi OCHOBe, oOiamaer
OBICTPBIM HavajJoM AEUCTBUS (Yepe3 HECKOJIbKO MUHYT) U JIETKHUM OXJKAAOIINUM 3(PQeKToM.

Maxkcumanbhblil 3pdexT — uepes 1 - 4 yaca.

5.2. dapMakoKHHeTHYECKHE CBOWCTBA

[Tpu HapY»KHOM IPUMEHEHHH XOPOIIIO MMPOHUKAET B KOXKY, CHCTEMHAss 0Mo10cTymHOCTh 10 %.

6. ®APMAIEBTUUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTebHBIX BelIeCTB
Hunatpus speraT

Kapb6omep

Hatpus runpokcuna pactsop 30%

benzankonus xmopuna pacteop 50%
[TponuneHrIMKOIb

Bona ounniennas

6.2. HecoBMecTHMOCTH

He mpumenumo.

6.3.  Cpox rogHoctu (CpOK XpaHeHHs).
2 roja.
6.4.  OcoOble Mepbl MPETOCTOPOKHOCTH NPHU XPAHEHUH

XpaHuTb IIpH TeMIeparype He Boiuie 25 °C.

6.5. XapakTtep u cofep:KaHHe MEPBUYHON YIAKOBKH

[lepBuuHas ymakoBKa

ITo 30 1, 50 r wnm 100 r B amtoMuHUEBOM TyOe ¢ MeMOpaHO (aTFOMUHMIA) K Oe3 Hee, 3aKPBITOH
KOJITAYKOM M3 TOJUITHICHA, HMMEIOIIUM BCTPOCHHBI HAKOHEYHHMK JUIs HPOKAJIBIBAHUS
AITIOMUHUEBON MEMOpaHBI TN 0€3 TAKOT0 HAKOHEYHHUKA.

Bropuunas ymakoBka

TY6y BMCCTC C IMCTKOM-BKJIAABIIICM ITOMCIIAIOT B KAPTOHHYIO IMAYKY.

Ha BTOpPI‘IHOfI YIAaKOBKEC JOIIYCKACTCS HAJTMYHUEC KOHTPOJIA IMCPBOTO BCKPLITHA.



6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TNPHM YHUYTOKEHUH HCIOJIH30BAHHOTO
JIEKAPDCTBEHHOT0 Mpemapara WJIH OTX0JA0B, TMOJYYEeHHBIX TOCJde TPHMEHEeHUsl
JIEKAPCTBEHHOTO MpenapaTa, i APyrue MAaHUMYJIAIUH ¢ PenapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUA
Poccuiickas ®enepanus

AO «Xeneon Pyc»

123112, r. Mocksa, Ha0. [Ipecnenckas, 1. 10, mome. III, komHaTa 9, 3T 6
Ten.: +7 (495) 777-98-50

Tenedon 6ecrnarnoit «["opsiueit muaumy: 8 (800) 333-46-94

On. moura: rus.info@haleon.com

7.1. TlpeactaBuTenb Jep:KaTesisi PeriCTPANMOHHOIO YA0CTOBEPEHHUS

[Ipered3un noTpeOUTENEH HAIPABJIATH 110 aJAPecy:

Poccuiickas ®@enepanus

AO «Xeneon Pyc»

123112, r. MockBa, Ha0. [Ipecuenckas, a. 10, moment. I1I, komnara 9, 3T 6
Ten.: +7 (495) 777-98-50

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

On. moura: rus.info@haleon.com

PecnyObnmuka Kazaxcran, Pecmybnmka bemapych, Pecrmybmmka Apmennsi, Keipreickas
PecryGnmka

TOO «Haleon Kazakhstany

r. Anmartsl, yi. Manaca, 32A, Peciyonnka Kazaxcran

Ten.: 8 (727) 244-69-99

On. moura: SafetyReportingEMEA @haleon.com (ju1st cooOmienuit 0 HexKenaTeIbHbIX SBICHUSX),

CIS.LOC-PQC@haleon.com (7151 coOOIIEHHIA 0 IPETEH3MIX K KA4eCTBY pernapara)

8. HOMEP PETMCTPALIMOHHOI'O YIOCTOBEPEHMSI
JITI-Ne(002755)-(PT-RU)

9. JIATA NMEPBUYHOM PETMCTPAIIMUA (ITOJATBEPXJIEHHS PETMCTPAIIUU,
HEPEPETUCTPALIUN)

[Hata nepsoii peructpauuu: 13 utomns 2023



10. JATA IEPECMOTPA TEKCTA

OO0m1ast XxapaKTepUCTHUKA JEKapCTBEHHOTro npenapata @eHucTu JocTynHa Ha HHPOPMAIIMOHHOM
noprtane EBpa3uiickoro s5KOHOMHYECKOTO COr03a B MH(POPMALMOHHO-KOMMYHHUKAIIMOHHON CeTn

«MuTepuer» https://eeu.eaeunion.org/.



