OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

beranun, 10%, Ma3pb A71st HAPYKHOTO IPUMEHEHHS

2. KAYECTBEHHBIN U KOJIUYECTBEHHBIN COCTAB

JlelcTBytol11I€€ BEUIECTBO: MOBUAOH-MOI.
1 r mazu conepxkut 100 Mr nelcTBYIOIIErO BEUIECTBA — MOBUIOH-HO/I.
[ToHBIN TepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Mas3b U1l Hapy>KHOTO IPUMEHEHHS.
['oMmoreHHas Ma3b KOPUUHEBOTO 1IBETA CO CIa0bIM 3amaxoM ioja.

4., KIMHUYECKUE JAHHBIE

4.1. Tloka3aHusi K MPUMEHEHH IO

[Ipenmapar mnoka3aH K IPUMEHEHHIO Y B3pOCHBIX M JeTell Ipu IOCTTPABMATHUYECKUX M
[I0CJIEONEePAIMOHHBIX PaHaX PA3IMYHON JIOKAIN3AIUH, OXKOTraxX, TPOPUUECKUX A3BaAX, IPOJISKHSIX.
WNubexuun KoKy pa3iIndHON 3THOJIOTUH, B TOM YHUCIIEe MH(PEKIUOHHBIE EPMATUTHI U K3EMBI.
[ToBpexxaeHne KOXKHBIX IIOKPOBOB PA3IMYHOIO IPOUCXOXKIEHUS (CCaHbl, YIITHOBI).

4.2. PexxuM 103MPOBaHUS U CNIOCO0 MPUMEHEHU s

PexxuM 103upoBaHus

Ha MOPaKCHHYIO NOBEPXHOCTh Ma3b HAHOCAT TOHKHUM CJIOCM, 2-3 pa3a B CyTKH.
KpaTHOCTB HAHCECCHUS U ITPOAOJLKUTCIIBHOCTD ITPUMCHCHUS IIpCIIapaTa 3aBUCAT OT JIOKAJIN3alluu
U TSAKECTU MOPAKCHUA KOXKHU.

Kypc neuenus, kak npasuio, coctasisieT 5-10 nquen.

Crioco0 nmpruMeHeHus

HapyxHo.
MO0>KHO HCITOIB30BATh MO OKKIO3MOHHBIE TTOBS3KH.

4.3. IIpoTuBONOKA3AHUS

- TIOBBIIICHHAs YYBCTBUTEIBHOCTh K MOy WM K JIOOOMY M3 BCIOMOTATEIbHBIX BEIECTB,
MEepPEUMCIICHHBIX B pazzaene 6.1;

- IEPUOJ TPYIHOTO BCKapMJIMBAHUS;

- IEpUOJ HOBOPOKIEHHOCTH;

- TUNIEPTUPEO3 U JPyTrUe BhIpa)KEHHbIE HapYIIEHUS (PYHKIMU IIUTOBUIHOM >Kele3bl (CM. pa3aen
4.4);

- aJICHOMA IIIUTOBUHOMN XKEIIE3bI;

- THPEOTOKCHUKO3;

-repreTuGOpMHBIA nepmaTtut JopuHra;



-OJJHOBPEMEHHOE IIPUMEHEHUE PaJUO0aKTUBHOIO HOJAA, COCTOSHHE A0 WU IOCIE IPUMEHEHUS
PaaMOaKTHBHOTO HO/1a /ISl JICYCHUS TUIIEPTUPEO03a (10 TOJTHOTO BhI3IOPOBICHUS).

4.4. Oco0ble yka3aHusi 1 MepbI IPeI0CTOPOKHOCTH NPU IPMMEHEeHUH

C 0CTOPOKHOCTBIO
BepeMeHHOCTB " ICpUOJ IrpyAHOTO BCKApMIIMBAHUSA, XPOHHUYCCKAA MMOYC€UYHasd HEJOCTATOUYHOCTD,

MMOKUJION BO3pacT.

[Tpu HapymeHusx QyHKIHH OIMTOBUIHOW >KeJe3bl MPUMEHEHHE Mpenapara BO3MOXKHO TOJBKO
MOJ1 CTPOTMM HaOJII0/ICHHEM Bpaya.

Crnenyer coOm0/1aTh OCTOPOXKHOCTH MPHU PETYISIPHOM NPUMEHEHUU Ha MOBPEKICHHON KOXE y
MALUEHTOB C XPOHUYECKOW MOYEYHOM HEIOCTATOYHOCTHIO.

Cnenyer uzberaTh mnomajaHus mpemnapata B riasa. [Ipm nmpumeHeHuu mpemnapaTta y Jerei
HEO0XOIMMO HCIIOJIb30BaTh MUHUMANIbHBIEC () (hEeKTUBHBIE J103bI, HEMPOIOHKUTEIBHOE BpeMs. Y
HEJIOHOIIEHHBIX HOBOPOX/IEHHBIX JIeTel NpUMEHEeHHe IpenapaTa npoTuBonokasaHo. He cienyer
IPUMEHSATh Ype3MEepHOE KOJIMYECTBO Ipernapara, cIeuTh 3a TeM, YTOObl B CKIIQJKaX, paHax He
OCTaBAJIMCh M3JIMIIKKM IpenapaTta. B mpucyTcTBUM KpoBH OaKTEpULUAHOE ACHCTBUE MOBHJIOH-
Hoa MoxeT cHUkaTbes. [Ipy npuMeHeHnu mpernapara BO3MOYKHO OKpaIluBaHUE KOYKHU U OJI€XKIbI.

4.5 BzaumoaelicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH IipenapataMd MW Jpyrue BH/IbI
B3aMMO/ el CTBHA

CoBMmecTHOE TPUMEHEHHE Tpernapara ¢ MEpOKCHIOM BOAOPOJa, (EpMEHTHBIMU IpernapaTamH,
coJiepKalMMH cepedpo M TaypoJUAMH, a TAKKe AHTUCENTUYECKUX MpenapaToB, MPUBOIUT K
B3aUMHOMY CHIXEHHIO 3¢ ¢dekTuBHOCTH. HecoBmecTuM ¢ JIpyruMu Je3UHOUUMPYIOLIMMUA U
AQHTUCENITUYECKUMH CPEACTBAMU, CPEICTBAMM, COACPIKAIIMMU LIEI0YU. B mpuUCyTCTBUM KpOBU
OaKkTepuIMIHOE AEHCTBHE MOKET YMEHbBIIATHhCS, OJHAKO IPH YBEJIWYEHUH KOHLEHTpAIUH,
OakTepulIMHAs AKTUBHOCTb MOXET ObITh yBeiauueHa. [loBHIOH-MOJ HENb3sl NPUMEHSATH B
COoueTaHUM C Mpenaparamud pryTH. [Ipemapar MokeT BCTymarh B peaklMio Cc OelkaMu U
HEHACBIIIEHHBIMU OpraHM4eCKUMH KomIuiekcaMmu. Crenyer u3deraTh JUIMTEIbHOTO PUMEHEHUS
npemnapara, 0COO€HHO Ha OOJIBIINX TOBEPXHOCTSX, Y HAI[UEHTOB, [TOJIyYaIOIIUX MpernapaThl JUTHS.
IToBUIOH-I0T HECOBMECTMM C BOCCTAHABIMBAIOIIMMY BELIECTBAMH, COJIIMHU aJIKAIOUIOB,
NyOMIIBHOW KUCIIOTOM, CAIMIIUIOBON KUCIIOTOM, COJIIMU PTYTH, BUCMYTA.

4.6 ®epTUIBLHOCTb, 0€PeMEeHHOCTDb M JIAKTALMA

bepemeHnHoCTL
[Ipumenenue npenapara betaaua He pekoMeHIyeTCs ¢ 3-T0 Mecsiia OepeMEHHOCTH.

JlakTarms

[Ipumenenue npenapara betaauH He peKOMEHIYETCSl BO BpEMSI JIAaKTAIlUH.

[Tpu HEOOXOAMMOCTH B ITUX CIIyUasx JCUCHHE BO3ZMOXKHO IO MHANBUIYATBHBIM MEIUIIMHCKUM
KOHTPOJIEM.

4.7 BausinMe Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHM CpeACTBAMH U PpadoTaTh C
MeXaHU3MaMu

[Ipenapar He BiAUSET HA CIOCOOHOCTH YIPABJIATH TPAHCHOPTOM WM 3aHUMATbCA APYTUMHU
MOTEHLMAJIbHO OMACHBIMHU BHJIAMHU JI€ATEIBHOCTH, TPEOYIOUIMMH IMOBBIIIEHHOW KOHIIEHTPALUU
BHUMaHUs U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHHA.



4.8 He:xesaTeJIbHbIE PeaAKIIUH

PesroMe HexxenaTeabHbBIX PeaKIUi

[Tpu npuMeHeHuU mpenapara BO3MOYKHBI HEKEIAaTEIbHbIE pEaKLUU: TUIEpEMUsi, AOKEHUE, 3Y/,
oTek, Oomb. B  peakux  ciayyasx — HOBHAOH-MOJ ~ MOXET  BbI3bIBATh  peEaKlUU
TUIEPYYBCTBUTEILHOCTH, HAIpUMEp, KOHTAKTHBIA JepMaTuT. llpu BO3HHMKHOBEHMHM TaKHX
ABIICHUN TpPUMEHEHUE IIpermapata cleayer mnpekpaTuTb. (OueHb pPeIKo  BO3MOXHBI
aHaUIAKTOUIHBIE PEaKLUU BIUIOTh JO aHA(PHUIAKTUYECKOTO IIOKa. JJIuTenbHOoe MpUMEHEHHE,
HAHECEHHE Ta OOILIMPHBIE YYAaCTKU KOXKH, HCIIOJIb30BAaHHE OKKIIIO3HMOHHBIX IOBS30K MOKET
NPUBOANUTH K a0COPOIMH 3HAYMTENFHOTO KOJIMYEeCTBAa HoJMa. B HEKOTOPHIX ciydasx OMHCAaHO
pa3BUTHE BBI3BAHHOIO HOJOM THMIIEPTUPEO3d, MPEUMYILECTBEHHO Yy MAallUEHTOB C paHeEe
UMEBIIUMCS 3a00JIeBaHMEM IIUTOBUIHON >Kene3bl. Ecnmu mioOble M3 yKa3aHHBIX HOOOHHHEX
>perroB HEKENATEIbHBIX PEAKIHMHA yCYTyOJSIOTCS, WIM OTMEYAIOTCs JI0ObIe JApyTrHue
He)KellaTelIbHbIE PeaKkluu, oXKaIyhHcTa, COo0IuTe 00 ITOM Bpauy.

COO6H.I€HI/IG 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

Baxxno coo01math 0 mo/103peBaeMbIX HEXKeNaTeIbHBIX PEAKIIHIX OCIE PETUCTPALIMU TIperapara ¢
HEeNbI0 O0ECleueHUs HEMpPEephIBHOIO MOHUTOPUHTA COOTHOILIEHUS «II0JIb3a — PHUCK»
JICKApCTBEHHOTO Tpenapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHIYeTCs COOOIIaTh O JIHOOBIX
MOI03PEBACMBIX HEXKENIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Mperapara 4epe3 HalmOHAJIbHbBIC
CHUCTEMBI COOOIICHUS O HEXENATEeIbHBIX PEAKIUAX TOoCyIapcTB — uwieHOB EBpasuiickoro
HKOHOMUYECKOTO COI03a.

Poccuiickas ®@edepayus
DedepanvHas cuydcoa no Haozopy & cghepe 30pasooxparnenus (Poczopasnadzop)

Aopec: 109074, 2. Mocksa, Crasanckas niowaos, 0. 4, cmp. 1
Teneghon: +7 800 550-99-03

On. nouma: info@roszdravnadzor.gov.ru

Calit B MH(GOPMAITMOHHO-TEICKOMMYHUKAITMOHHON ceTn «HTEpHETY
Caum: https://www.roszdravnadzor.gov.ru/

Pecnybnuxa Kazaxcman

PI'TI na IIXB «Hayuonanonvlii yenmp 3Kcnepmussl 1eKapCMEEHHbIX CPeoCcms U MeOUYUHCKUX
uzoenutty Komumema meouyunckozo u ¢apmayeemuueckoeo koumpons Munucmepcmea
30pasooxpanenus Pecnybonuku Kasaxcman

Aopec: 010000, e. Acmana, ya. A. Umanosa, 13

Tenegpon: 8 (7172) 78-98-28

On. nouma: farm@dari.kz

Caum: http://'www.ndda.kz/

Pecnyonuxa Benapyco

VII «IleHTp DKCOepTHU3 U UCOBITAHUHN B 3IpaBOOXPAHEHUNY

Aopec: 220037, 2. Munck, Tosapuweckuti nep., 2a
Tenegpon: +375 (17) 242-00-29
Pakc: +375 (17) 242-00-29

On. nouma: repl@rceth.by
Caum: http://www.rceth.by/



mailto:info@roszdravnadzor.gov.ru

Pecnybnuxa Apmenus

«Hayunwuii Llenmp sxcnepmusvl 1ekapcme u MeOUYUHCKUX MeXHONo2ul um. akademuka O.
Tabpuensnay AO3T

Aopec: 0051, 2. Epesan, np. Komumaca 49/5

Tenegpon: (+374 60)83-00-73, (+374 10)23-08-96, (+374 10)23-16-82
On. nouma: vigilance@pharm.am

Caum: http://'www.pharm.am/

4.9 Tlepeno3upoBka

Cumnmompl: TIPH CIy4ailHOM INPOTJATHIBAHUM IperapaTa BO3MOXKHO IOSIBICHHE CIICTYFOIIUX
CHUMIITOMOB: aHypHsl, KOJUIAIIC, OTCK TOPTaHH, OTEK JICTKHUX.

Jleuenue: HEOOXOAUMO TPOBECTH TMPOMBIBAHHME JKENIyJAKa, JJIS YCTPAHCHUS CHMIITOMOB
HEePEIO3UPOBKHA  MPOBOAAT CHMIITOMATHYECKYIO Tepamuio. [Ipu TUTEIHHOM NPUMEHCHUH
npernapara, Ipi HAaHECEHUH Ha OOIIMPHBIE TOBEPXHOCTH BO3MOXKHA aOCOPOIIHUS 012 U MOSIBJICHUE
CHMITITOMOB THIIEPTUPEO03a, TAKUX KaK, TAXUKAP/IHs, BO30YKICHHOE COCTOSIHUE, APOXKb, TOJOBHAS
60sib. Jlerkue Qopmbl THUIEPTHPEO3a HE TPEOYIOT BMEIIATEILCTBA, TsKEIbIe (OPMBI MOTYT
noTpebOBaTh THPEOCTATHYECKOM Teparuu.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1. dapmakoaMHaMHYecKHe CBOlicTBA

®dapMakoTepaneBTUUYECKas TPpyINa: aHTUCENTUKU U Je3UH(DULIMPYIOIINE CPeACTBa; MpernapaTsl
Hopa.

Kon ATX: DOBAG02

MexaHu3M AeUCTBHUS, d)aDMaKOHI/IHaMI/ILICCKI/Ie Bd)d)eKTBI

AHTHCenTHYeCKOe U JAe3MHUIMpYIOLlee CcpeAcTBO. BbICBOOOXKIasich U3 KOMILIEKCAa C
MOJMBUHUIIITUPPOIMIAOHOM TP KOHTAKTE C KOXKEW W CIM3HUCTBIMHU, HOa o0OpasyeT ¢ OermkaMu
KJIeTKH OakTepwii HOJaMUHBI, KOAaryJupyeT HMX W BBI3bIBACT T'HOEIb MHKPOOPTaHH3MOB.
OkxkasbiBaeT ObIcTpoe OaKTEpUIUAHOE JEHCTBUE HA IPaMIIOJIOKUTEIbHBIE U TPaMOTPUIIATEIbHBIC
Oaktepun (3a uckiarouenueM M. tuberculosis). DddexTrBeH B OTHOIICHUH T'PHOOB, BUPYCOB,
MPOCTEUILHNX.

5.2 ®apMakOKHHeTHYECKHE CBOHCTBA

[Tpu Hapy>KHOM NMPUMEHEHHUH [TOYTH HE MPOUCXOUT peabcopounu Hoa.
6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepeuyeHb BCIOMOraTeIbHbIX BelIeCTB

HaTpUs TUAPOKapOoHAT
makporoi 400
makporoi 4000
makporoi 1000
Makporoia 1500

BOJIa OUMILICHHAS



6.2. HecoBMecTUMOCTH

HpenapaT HCCOBMCCTHUM C APYIr'UMHU IIGSI/IH(bI/IL[I/IPYIOH_II/IMI/I U aHTUCCHITHUYCCKUMHU CPCACTBAMU,
0COOEHHO COJePKALTUMH HIETI0YH, (PEPMEHTHI H PTYTh.

6.3. Cpok rogHocTu (CpoK XpaHeHHsI)

3 roga. Ilocie mepBoro BCKpHITUS XpaHUTh He OoJiee 2 JeT.

6.4. OcoOble Mepbl MPETOCTOPOKHOCTH MPH XPAHEHHH

Xpanuts 1pu remmneparype ot 15 no 25 °C.

6.5. XapakTep u cofep:kaHue MEPBUYHON YIAKOBKH

20 T Ma3¥ IOMEMIAIOT B ATFOMUHHUEBYIO TUTOrpapHPOBAHHYIO TYOy C O€JIbIM 3aBHHUMBAIOIINMCS
KOJITAYKOM M3 MOJIMATUJICHA. | TyOy BMECTe € JINCTKOM-BKJIA/IbIILIEM YIIAKOBBIBAIOT B KAPTOHHYIO
NaykKy.

6.6 OcoOble Mepbl HPEAOCTOPOKHOCTH NPH  YHMYTOXKEHHH  HMCIOJIB30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEeHHbIX IOcCJde MpPUMEHEeHUs!
JIEKApPCTBEHHOI'0 Npenapara u Apyrue MaHUILyJISIUM C IPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

Benrpus

3A0 «Dapmanestuueckuii 3aBoa I NUC»
1106 bynanemr, yn. Kepectypu, 30-38
Tenedon: (+36-1) 803-5555
OnekrponHas moura: mailbox@egis.hu

7.1. IlpeacraBuTeJb AeprKaTe/isi PETHCTPALMOHHOIO YA0CTOBEPEeHUs!

[Iperen3un HOTD66I/IT6JICI71 HalnpasJATH 110 aApECy:

Poccniickas @enepanvs

000 «2I'NC-PYC»

121552, r. Mocksa, yi. Spnesckas, a.19, 6mok B, atax 13.
Tenedon: +7 (495) 363-39-66

DnekTpoHHas movra: pharmacovigilance@egis.ru

Pecny6nmka Kazaxcran

[TpencraButenberBo 3A0 «dDapmaneBtuueckuii 3aBox I MIC» B Pecniybnuke Kazaxcran
050060, r. Anmarsl, yi. XKapokosa 286 I'.

Tenedon: + 7 (727) 247 63 34, + 7 (727) 247 63 33

DrekTpoHHas noyrta: eqis@eqis.kz


mailto:egis@egis.kz

Pecniy6nuka benapych

[TpencraButenbeTBo 3A0 «DapmaneBruyeckuit 3aBon I ICy» (Benrpus) B Peciybmmike benapych
220053, r. Munck, nep. Epmaka, 1. 6A.

Tenedon: (017) 380-00-80, (017) 227-35-51, (017) 227-35-52

dakc: (017) 227-35-53

OnekrponHas moura: info@egis.by

PecriyOnka Apmenust
[TpencraButensctBO 3A0 «Dapmaneruueckuii 3aBog 1 IC» B PecryOnuke ApmeHus
0010, r. EpeBan, yiu. yi. AHpaneTyTsH, 1oM 67, 4 sTax.

Tenedon: +374-10-574686
DneKkTpoHHas rmoyra: info@egis.am

8. HOMEP PETUCTPALIMOHHOI'O YOCTOBEPEHMSI
JITT-Ne(002550)-(PT-RU)

9. JIATA MEPBUYHOI PETMCTPALIUM (IIOATBEPKIEHUSI PETUCTPALIMH,

MNEPEPETUCTPALINN)
Jara nepoii peructpanuu: 19.12.2022

10. JATA IEPECMOTPA TEKCTA

OO01as xapakTepuCTHKa JEKapCTBEHHOT o0 Ipenapara beraauH noctynHa Ha MHGOPMaMOHHOM
noprtaje EBpaSHﬁCKOFO 3KOHOMHNYECCKOI'O COIO3a B I/IHQ)OpMaI_II/IOHHO-KOMMyHHKaHHOHHOﬁ CCTU
«HuTepuer» http://www.eec.eaeunion.org.
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