OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Karomen, 12 Mr, TabieTKH.

2. KAYMECTBEHHBIA U KOJIMYECTBEHHbBIN COCTAB

JelicTByrolee BENIECTBO: Karouesu

Kaxxnas tabnerka comepxut 12 Mr karormerna.

BcrnomoratenbHble BelecTBa, HaTUYKME KOTOPBIX HA/I0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOT'O
npenapara: JJaKTo3bl MOHOTHIpaT (cM. pasnen 4.3.).

[TomHBIH MTepedeHb BCIIOMOTaTeILHBIX BEIIECTB MPUBEACH B moapassene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TaoOmeTku.
Tabnerkn OT Genoro ¢ KOPUYHEBATHIM OTTEHKOM [0 CBETIIO-KOPUYHEBOTO IBETa KPYTJIbIC

ABOSIKOBBIITYKJIBIC C BKPAIJICHUAMU KOPUYHEBOI'O 1IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K NPUMEHEHHUIO

[Tpenmapar Karomen npuMeHSIOT y B3pOCHbIX M JAETEH B BO3pacTe OT 3 JIET B KauecTBe
npopHIAKTHYECKOTO U JIe4eOHOro CpeAcTBa IMpH TPUIIE U JPYTHX OCTPBIX PECHHPATOPHBIX
BupycHbIX nHpekuusx (OPBU), a Takxe kak jgeueOHOE CPECTBO MPH reprece y B3pOCibIX.

4.2. Pe:kum 103UPOBaHNS U CIOCO0 MPUMeEHEHHU s

Pexxum go3upoBaHus

Bspocnvie

Jns neuenus rpunna u OPBU B3pocibiM Ha3HayuaroT B epBbIe /1Ba JHS — 0 2 TaOlIeTKH 3 pasa B
JIeHb, B TTOCJIEAYIOIIME IBa THS — 110 OJTHOM TabneTke 3 pasa B AeHb. Beero Ha kypc — 18 Tabnerok,
JUINTEIBHOCTD Kypca — 4 HS.

[Tpodunaktuka rpunmna 1 OPBU y B3pocibIX NpoBOAUTCS 7-AHEBHBIMU IIUKJIAMU: J1BA JIHS — 11O 2
tabnetkn | pa3 B JAeHb, 5 [AHEW TmepephiB, 3aTeéM UK TOBTOPHUTH. J[MUTEIbHOCTH
podUIAKTHIECKOTO Kypca — OT OAHON HeJleIH 1O HeCKOJIbKUX MecseB. /[ nedenus repneca y
B3pOCJBIX Ha3HAuYaloT 1o 2 TabjeTku 3 pas3a B JIeHb B TeueHue S5 nHeil. Beero Ha xypc — 30
TabJEeTOK, AIUTEIBHOCTh Kypca — 5 JHEH.

C€TH



Hns neuenus rpunna 1 OPBU getsim B Bo3pacTte oT 3 10 6 JieT Ha3HA4yaloT B MEPBBIE JIBA IHS — 10
1 TabieTke 2 pasa B JIcHb, B MOCIIAYIOIINE IBA THS — 110 OJHOM TadyeTke 1 pa3 B aeHb. Beero Ha
Kypc — 6 TabNeTOK, JUIMTETLHOCTh Kypca — 4 JTHSL.

Hns nedenus rpunna u OPBU getsim B Bo3pacte oT 6 JieT Ha3HA4yaloOT B MEpBbIC ABA AHSA — 10 |
TabneTke 3 pa3a B JIeHb, B MOCIEAYIONIME JIBa JTHSI — IO OJJHOM TabyeTke 2 pa3a B JieHb. Beero Ha
Kypc — 10 TabneTok, AMUTENTbHOCTh Kypca — 4 JTHS.

[Tpodunakruka rpunmna u OPBU y nereii B Bo3pacTe OT 3 JIeT MPOBOIUTCS 7-THEBHBIMH [IUKIIAMHU:
nBa Hg — o 1 Tabnerke 1 pa3 B AeHb, 5 AHEH mepepbiB, 3aTe€M UK OBTOPUTH. [[MUTENBHOCTD
npoQUIAKTHIECKOTO Kypca — OT OJJHOM HEJENU O HECKOJIBKUX MECSIIEB.

OddextuBHOCTh M Oe30macHOCTh Npenapara Karomen y nereit B Bo3pacre ot 0 mo 3 et mis
nedenus u npoduakruku rpurnmna i OPBU u y nereii B Bo3pacre ot 0 1o 18 ner mis neueHus
reprieca He yCTaHOBJIEHBI. J[aHHbIE OTCYTCTBYIOT.

Cnoco6 IIPUMCHCHUA

BHyTpB, HE3aBUCUMO OT IpHEMa MUTIIH.

4.3. IIpoTuBONOKA3aHUSA

— I'unep4yBCTBUTEIBHOCTh K Karoueiay HW/WIM K JIIOOOMY H3 BCIIOMOIAaTENbHBIX BEILECTB,
IIEPEYUCIICHHBIX B paszene 6.1;

— BepeMeHHOCTh U TIepHO/] TPYAHOTO BCKAPMIIMBAHUS.

4.4. OcoOble ykazaHMsl M1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEeHUH

Oco0ble yKkazaHus

Jns poctmkenus nedeObHoro sddexta mpueM mpemapara cieayeT HAaYMHATH HE TMO3/HEe
YETBEPTOTO JIHSI OT Havayia 3a00J1eBaHus.

BcnomMmorarennHble BellecTBa

[TaruenTaMm ¢ peaKo BCTpeYarolIelcs HACIEICTBEHHOM HENEPEHOCUMOCTBIO TallaKTO3bl,
NeGUIUTOM JIaKTa3bl Jiomaped WM TIUIIOKO30-TAaKTO3HOW ManbabcopOuueil He cleayer
MPUHUMATD ITOT IIpernapar.

4.5. B3amMmopeiicTBHMe ¢ [PYrMMH JIEKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aMMO/EHCTBHUA

ITpenmapar Karomen xopomo coderaercss ¢ JIpYIrMMHM IPOTHBOBHUPYCHBIMM IIpenaparamy,
MMMYHOMOJYJIATOPAMU U aHTUOUOTHKAMU (aJAUTUBHBIN 3P PEKT).

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTDH U JAKTAUSA

bepemenHOCTD

B cBsa3u ¢ orcyrcTBUEM HEOOXOAMMBIX KIMHMYECKHX MaHHBIX Ipernapar MpPOTHBOIOKA3aHO

MPUHUMATD ITPU OEPEMEHHOCTH.

JlakTamus



B cBs3M ¢ OTCYyTCTBHEM HEOOXOIUMBIX KIMHUYECKHMX AAHHBIX MIpenapaT HPOTHBOIOKAa3aHO
IPUHUMATD B IEPUOJ IPYAHOIO BCKAPMIIMBAHUS.

4.7. Bausinue HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeACTBAMH M padorarh ¢
MeXaHH3MaMHU

Bausinue nmnpemapara Ha CcHOCOOHOCT K YIPaBICHHIO TPAHCIOPTHBIMU — CPEICTBAMH,
MEXaHU3MaMH HE U3Y4EHO.

4.8. Hexkes1aTelbHbIE peaKIUH

Pe3ioMe HexxenaTeIbHbIX DEAKIINN

Bo3MmoykHBIE 1MOOOYHBIC pEaKIMu NMPH NPUMEHEHUHU Ipernapara MPUBEACHBI B 3aBUCHMOCTH OT
4acTOThl BO3HMKHOBeHMs (kinaccupukanus BO3): ouens wacto (> 1/10), wacto (> 1/100, Ho
< 1/10), mevacto (> 1/1000, o < 1/100), peaxo (> 1/10 000, Ho < 1/1000), o4yeHb peako
(< 1/10 000), yactoTa Heu3BecTHA (Ha OCHOBAHMH UMEIOIIUXCS JAHHBIX OLCHUTH HEBO3MOKHO).
JKenyoouno-kuweynvle Hapyulenus

YacToTa HEM3BECTHA — TOITHOTA, TUAPEs], TaCTPAIITHA.

Hapywenue co cmoponsl Kocu 1 NOOKOMCHbIX MKAHel

YacToTa HEeM3BECTHA — ChIllb, KPAIIMBHHUIIA, 3y KOXH, 0TeK KBHHKe.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

Baxxno cooOmate 0 TOA03pEBACMBIX HEXKENATEIbHBIX PEAKIUAX TI0CIe PErucTpaluu
JIEKApCTBEHHOTO Tpernapara ¢ 1eJIbi0 00eCTeUeHHs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIIEHUS
«0Nb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIuHCKUM paOOTHUKAM pPEKOMEHIYeTCs
coo0IaTe O JIOOBIX MOI03PEBACMBIX HEXKENATENbHBIX PEaKIUAX JEKapCTBEHHOTO IMpemnapara
Yyepe3 HallMOHAIbHBIE CUCTEMBI COOOIIEHUS O HEXKENIATeIbHBIX PEAKIUAX TOCY/IapCTB — WICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Poccuiickas ®edepayus

Anpec: 109012, r. Mocksa, CnaBstHCKas IJI0I1a/1b, 1. 4, cTpoeHue 1

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (PoczapasHanzop)

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

Pecnyonuxa benapyco

VII «lleHTp 3KCrepTU3 U UCIIBITAHUH B 3I[paBOOXPAHEHUN»

Anpec: 220037, r. Munck, ToBapuiieckuii niep., 2a

Tenedon: +375 17 231-85-14

®axc: +375 17 252-53-58

Tenedon ornena Gpapmakonaazopa: +375 17 242-00-29



DnekTpoHHas nmo4ra: repl@rceth.by

www.rceth.by

Pecnybnuxa Apmenus

I'HKO «LleHTp 3KcriepTU3bl JEKAPCTB U MEAULIMHCKUX TEXHOJIOTHID)

0051, r. EpeBan, nip. Komuraca, a. 49/5

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

OnexTponHas noyra: info@ampra.am, vigilance@pharm.am

Caiit B nH()OpPMaLIMOHHO-TEIEKOMMYHUKAIIMOHHOM cetn «uTepuer»: https://www.pharm.am/
Kuipewvizckaa Pecnybnuka

JlenapTaMeHT JeKapCTBEHHbBIX CPEACTB U MEIUIIMHCKUX U3/1eIUi Ipu MUHUCTEpCTBE
3npaBooxpanenus Koiproizckoil PecriyOnuku.

720044, r. bumkek, yi. 3-a Jlunus, 25

Tenedon: +996 312 21-92-78

OnexTtpoHHas noyra: dlsmi@pharm.kg

http://pharm.kg

4.9. llepeno3npoBka

[Tpu ciyuaiiHo# nepeno3upoBKe PEKOMEHYeTCsl HA3HaYUTh OOMIIbHOE TUThE, BBI3BATH PBOTY.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOiicTBa

@dapMakoTEpaneBTUYECKass TPYIIA: MPOTUBOBUPYCHBIE CPEICTBA CHCTEMHOIO JEHCTBUS;
IIPOTUBOBUPYCHBIE CPEICTBA MPSAMOT0 AEUCTBUS; IPYTHe MPOTUBOBUPYCHBIE CPEJICTBA.

Kox ATX: JOSAX

MexauusM JericTBus U (hapMakoauHaMudeckie Y dEKTHI

OCHOBHBIM MEXaHU3MOM JeicTBUs Tpernapara Karoren sBiseTcsi CHOCOOHOCTh MHAYIIUPOBATH
npoaykuuio uHTephepoHoB. Karomen BbI3bIBaeT 00pa3oBaHUE B OpPraHU3ME UYEJIOBEKa TaK
HA3bIBAEMBIX TO3JHUX HHTEPPEPOHOB, SBISIONUXCS CMEChIO O- U [-HHTEPPEpOHOB,
00J1aJatoMUX BBICOKOM MPOTUBOBUPYCHOM aKTHUBHOCTHIO. Karoren BBI3BIBa€T MPOAYKITHIO
UHTEP(EPOHOB TIPAKTUYECKH BO BCEX TMOMYJANHUAX KJIETOK, MPUHUMAIOIIUX YYacTHE B
MPOTUBOBUPYCHOM OTBeTe opranu3ma: T- um B- mumdonmrax, makpodarax, rpaHyIoIuTax,
¢bubpobdnacTax, SHAOTETHATBHBIX KIeTKaxX. [Ipu mpueme BHYTph OJHOM 10361 ipenapaTa Karomen
TUTP UHTEPPEPOHOB B CHIBOPOTKE KPOBU JIOCTHTAET MAKCHMAIILHBIX 3HAYCHHI yepe3 48 4acos.
HuTepdepoHOBEIil OTBET OpraHn3Ma Ha BBEJIEHUE Karolesia XapakTepu3yercs: IpoA0KUTEIbHON
(mo 4-5 cyrok) unupkymsued WHTEpEpPOHOB B KPOBOTOKE. JluHaMuKa HaKOIUJICHUS

UHTEP(PEPOHOB B KHILICUHUKE MIPU MIPHEME BHYTPh Karolesia He COBIAAAET C JMHAMUKON TUTPOB
4



LUPKYJINPYIOIIHUX MHTEp()EpOHOB. B CHIBOPOTKE KPOBM HPOAYKIMS MHTEP(HEPOHOB TOCTUTAET
BBICOKMX 3HAYEHMH JUIIb Yepe3 48 yacoB Mociie IpueMa Karouesa, B TO BpeMs KaK B KUIIIEUHUKE
MaKCHUMYM MPOTYKIIMA UHTEPPEPOHOB OTMEUALTCS yKe uepe3 4 Jaca.

[Tpenapat Karouen, npu Ha3Hau€HUH B TEPANIEBTUUYECKHX /103aX, HETOKCUYEH, HE HAKAIJIMBAETCS
B opranusme. llpemapar He oOnagaeT MyTareHHbIMM M TEpaTOTC€HHBIMHM CBONCTBAMH, HE
KaHIEpPOTreHEeH U He 001aaeT IMOPHOTOKCUYECKUM JICHCTBUEM.

Haubonpmas 3¢p¢pexkTHBHOCTh NMpH JeueHHH npenapaTtoM Karomen pocTuraercss mpu €ro
Ha3HAuYEHUM HE Mo3AHee 4-ro OHSA OT Hadana ocTpoi MH(pekuuu. B npodumakTuueckux uemisx
npenapaTt MOKeT IPUMEHSTHCSA B JII00bIE CPOKH, B TOM YHCIIE U HEOCPEACTBEHHO I10CIIE€ KOHTAKTA
¢ Bo30yauTeneM HHPEKIUH.

5.2. ®apMaKkoKHHEeTHYECKHeE CBOIiCTBA

AGcopbuus

Yepes 24 yaca nocse BBEJCHHUS B OpraHU3M Karolesl HaKaljuBaeTcs, B OCHOBHOM, B IMIEYEHH, B
MEHBIIIEH CTENEHH B JIETKUX, TUMYCE, CEJIE3€HKE, MoUKaxX, JuMpoysnax. Huskas KoHIEeHTpaus
OTMEUAETCsl B JKUPOBOM TKaHHU, CEpJIlle, MBIIIIAX, CEMEHHUKAX, MO3re, Iasme kpoBu. Huzkoe
COJIepKaHUE Karouena B TOJOBHOM MO3re OOBSCHSAETCS BBICOKOW MOJIEKYJIIPHOM Maccoit
npemnapara, 3aTpyAHSIONIEH ero NpOHMKHOBEHHE dYepe3 remarolHuedannueckuii OGapbep. B
I1a3Me KpOBHU IpenapaT HaxoUTCS IPEUMYILIECTBEHHO B CBSI3aHHOM BHJIE.

Pacnpenenenne

[Ipn exxegHEBHOM MHOT'OKPAaTHOM BBEJIEHHMM Karoleia oO0beM paclpeneneHus Koiebiercs B
HIMPOKMX TMpesielax BO BCEeX HCCIelOBaHHbIX opraHaXx. OcoOEHHO BBIPaKEHO HaKOIJICHHE
npemnapara B cele3eHke W JauMdarudeckux ysnax. [Ipu mpueme BHYTpPH B OOIIMiT KPOBOTOK
nonaaeT okoio 20 % BBeneHHOW 03Bl Ipenapara.

BI/IOTDaHCd)ODMaL[I/Iﬂ

Bcocasmmiicst mpenapar UpKyIupyeT B KPOBU, B OCHOBHOM, B CBSI3aHHOW C MaKpOMOJIEKYJIaMU
dopwme: ¢ munuaamu — 47 %, ¢ 6enkamu — 37 %. HecBs3anHas 9acTh mpemnapara COCTaBISIET OKOJIO
16 %.

OIMMUHALUA

W3 opranu3ma mpenapar BBIBOAUTCS, B OCHOBHOM, Yepe3 KUIIEYHHK: 4Yepe3 7 CYTOK MOocCIe
BBEJICHHS U3 OpTaHu3Ma BRIBOUTCS 88 % BBeIEHHOM /10361, B TOM uncie 90 % — uyepe3 KUIeIHuK

u 10 % — noukamu. B BbibIXaeMOM BO3yXe€ IpenapaTr He 0OHapy KeH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeuenb BcnoMoraTeibHbIX BelIECTB

Kpaxman kapTodenbHbiit



Kanbuus creapar

KomruiekcHOe BcioMoraTesibHOE BEIIECTBO [JIAKTO3bI MOHOTHAPAT, TOBUIOH, KPOCIIOBUIOH | UITH
JIAKTO3bl MOHOTUIPAT

IHoBunon

KpocnoBugon

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHsl)

4 rona.

6.4. Ocodbie MepbI MPEI0CTOPOKHOCTH MPH XPAHEHU U

[Tpu Temneparype He Boie 25 °C B OpUrHHAJIbHOM yIIaKOBKE (B IauKe).

6.5. Xapakrep u coep:kaHue NePBUYHONH YIAKOBKH

[To 10 Tabnerok B KOHTYpHOU siuelikoBO#l ymakoBke ¢ nepdopanueit win mo 10, 15 wium 20
TabJIETOK B KOHTYPHO! STYEHKOBOM yrakoBKe 0e3 nmepdopanuu.

1, 2 wnu 3 KOHTypHbBIE STYEHKOBBbIC ymakoBKHU 1o 10 TabneTok, uiau 1 KOHTYpHYIO SUEUKOBYIO
ymakoBKy 1o 20 Ta0neToK, Wik 2 KOHTYpHbIE STYEHKOBBIE YIMAaKOBKHU Mo 15 TabieTok BMecTe ¢
JUCTKOM BKJIAJIbIIIIEM TOMEIIAIOT B AaUYKy KapTOHHYIO.

6.6 OcoOble Mepbl NPEIOCTOPOKHOCTH NPH  YHUYTOKEHUHM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WM OTX0JA0B, TMOJYYEHHBIX TOCJe NPUMeHeHus
JIEKAPCTBEHHOI'0 MpenapaTa u paéoThbl ¢ HUM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®@eoepayus

000 «<HUAPMEJUK ITJIFOC»

Anpec: 115114, r. Mocksa, yi. KoxxeBanueckas, 1. 14 ctp. 5, atax 3, momernr. 17.
Tenedon: +7 (495) 646-28-68.

OnekTponHas noyra: info@binnopharmgroup.ru

7.1. IlpencraBuTe b AepKaTesisi perucTPAllHOHHOIO YAOCTOBEPEeHHs

[Mperen3un norpedUTENEH HAOPABIATH 110 aIPECY:

Poccuiickas ®edepayus

000 «<HUAPMEJUK ITJTFOC»

Anpec: 115114, r. Mocksa, yn. KoxkeBanueckas, 1. 14 ctp. 5, atax 3, noment. 17.
Tenedon: +7 (495) 646-28-68.

Pecnyonuxa Apmenus / Pecnybnuxa Benapyco



AHO «HanunoHansHBIN HAyYHBIN HEHTP (hapMaKoHAA30pay»

Anpec: 105005, Poccust, r. Mocksa, yn. baymanckas, 1.6, ctp. 2, atax 9, oduc 923
Tenedon: +7 499 504-15-19, +7 903 799-21-86

DnexkTponHas moyra: adversereaction@drugsafety.ru

Kuoipevizckas Pecnybauka

AHO «HanuoHanbHBIN HAYYHBIN HIEHTP (papMaKOHAT30Pay»

Anpec: 105005, Poccust, r. Mocksa, yn. baymanckasi, 1.6, ctpoenune 2, 3tax 9, opuc 923
Tenedon: +996 99 901-50-45, +7 499 504-15-19

OnexTpoHHas noyra: adversereaction@drugsafety.ru

8. HOMEP PETHCTPALIMOHHOI'O YIOCTOBEPEHUS
JITI-Ne(002233)-(PT-RU)

9. IATA NEPBUYHOM PEIMCTPAIIMM (IIOATBEPXKJIEHUSA PETHCTPAIIUMN,
INEPEPETUCTPALIMN)

JlaTta nmepBoii perucTpaiuu:

25.04.2023

10. JATA HIEPECMOTPA TEKCTA

OO0mmas xapakTepucTHKa JIEKapCTBEHHOro mpenapaTta Karouen poctynHa Ha MH(OpPMAalOHHOM

noprane EBpa3uiickoro 3KOHOMHYECKOTo CO103a B MHPOPMAIIMOHHO-KOMMYHUKALIMOHHON CETH

«UuTepuet» http://eec.eaeunion.org



