COTJACOBAHO
MWHHCTEPCTBOM 3[IPABOOXPAHEHHA
PECTIYBJIHKH BEJIAPYCb
IMpuxas MHEKCTEPCTBA 3APABOOXPAHEHHSA

Pecny6auku Benapychb 4 5/

or 24 D% »

JIncrok-Bxaaabim — uHgopManus s NaHeHTa

Konrpaxry6exe®
20 r, resib A1 HAPY’)KHOTO IPHMEH EHUSI

HeitcByromue BemecTsa: Xuakuit sxerpaxt ykosui (Allium Cepa L. Bulbus (0,16:1)) + rena-
PUH HaTpus + AITTAHTOMH

Hepen NPHMEHEHHEM Npenapara noJHOCTbHIO HPO‘IHTaﬁTe JUCTOK-BKJIAAbIN, MOCKOJIbKY B
HEM COACPIKATHCH BA’KHbBIC /Il BAC CBEICHU.

CoxpaHute JIMCTOK-BK/IabI. Bo3MOKHO, Bam MOTpe6yeTcs MPOYHTATH €ro e pas.

Ecim y Bac BO3HUKII TOTOTHUTENEHEIE BOIPOCKL, 0GPATHTECH K JIeUameMy Bpady Wix paGoTHHKY
anTeKH.

IIpenapar Hassayen umenno Bam. He nepenasaiite ero ApyruM HIaM, OH MOXKET HAaBPEHTH UM,
JaXke €CIIM CUMIITOMBI UX 3a60J1€BaHysl COBIAJAIOT C BAIIAMH.

Ecim y Bac Bosauim kakue-mu6o HexXesaTesbHble peakiiH, 0GPaTHTECh K JIeYAIeMy Bpady HIK
paboTHuKy anTeku. [[aHHas peKOMEHAANMA PacTPOCTPAHSETCS Ha JOGble BOIMOKHBIE HEXKENa-
TE/IBHBIC PEAKIUH, B TOM YUCIIE U HA HE IIEPEYHCIICHHBIE B paszielie 4 JHCTKA-BKIA/(BIIA.

Conepixxanune auceTKa-BKIAABIIA

Yo u3 cebs npencrasnser npenapar Konrpaxty6Gexc® u s vero ero IIPUMEHSIOT.
O 4eM crenyer 3HaTh epes IPUMEHEHHEM Nperapara Kourpakry6exc®.
[Tpumenenune npenapara Kontpakry6Gexc®.

BosmoxxHEIe HeKeNnaTeNbHbIe peaKIuH.

Xpauenue npenapara Kourpaxry6exc®.

CozepuMOe YITaKoBKH B IPOYHE CBELCHHUS.

TR e

1. Yro u3 cebst mpencrapasier npenapar Konrpakry6exc® n aast yero ero NPHMEHSIIOT.

IToxasanus K npuMenennio:

Kontpakry6exc® orrocures rpynre npoYuX paHO3aXHBIAIOMMUX cpeacTB. OKa3bIBaeT aHTU-
npoiH(epaTHBHOE, MPOTHBOBOCHANUTENBHOE, PAa3MATYAIOUIEe 1 pasriaxuBarollee JeiCTBUE Ha
pybuosyro Tkaub. KontpaxryGexc® npuMensior y nauuentos ¢ YBEJIMYEHHBIMH (TUIIEpTpOdHUe-
CKMMH), BBIIYK/IBIME (KEJOHIHBIME), OrPAHMUMBAIOLIMME [BHKCHHE H JCTETHYECKH HEKENa-
TENBHBIMU PyOlaMH, BO3HUKAIOMIMMH TOCIIE XMPYPrHYECKHX ONepALii, aMITyTallui, 0)KOTOB H
TPaBM; IIpH TYTONOABIXHOCTH CyCTaBOB (KOHTPAaKTypax), HapHMep, NaiblUeB KHCTH (KOHTpAK-
Typa JlionmonTpena) u cyxoxwimil (TpaBMaTH4YeCKHe CYXO)KHJIbHBIE KOHTPAKTYpPHI), a TaK)e B
CITy4asix HCTOHYEHNS PyOLIOBOH TKaHu (aTpodudeckue py6IEI).

Konrpaxry6exc® nmpumenseTcs ToNBKO MOCIIe 3KUBIEHHS paHBL.

2. O vem ciaeyer 3HATH Mepex IPHMEHEeHneM npenapara Koutpakry6Gexc®

IIpornBonokazanns:
He npumensiire nexapcreHHp1it npenapat Kontpakry6exc®:

- C€CIIM y BaC ajuleprus (rMnepuyBCTBUTENBHOCTE) K 9KCTPAKTY JIyKOBHILI, Te€NIapHHy HATpHs MU
aJUIaHTOMHY, napabenam (MeTnnmaparuapokcubensoaram), COpOMHOBO#M KHCIIOTE, LHUTPOHEIIONY,

F€PaHHOITy, OEH3HIOBOMY CHHPTY, UHTPATIO H JHMHAI00TY WM JIIOOBIM JPYyrMM KOMIIOHEHTaM
Kourpakry6ekc®, nepeuncrennnmv s pasnene 6.

OcoGb1e yKasanns 1 MepbI IPea0CTOPOKHOCTH




Ilepen mMpYMeHEHMEM Mpenapara MPOKOHCYJIBTHPYHTECh C JIEYalldM BpayoM MM pabOTHHKOM
anTeKH.

Ipenapar Kontpakty6exc® MOKHO HAHOCHTE TOJIBKO Ha 3aKPHITHIE PAHBI M 3)KUBLIKE PYyOLbL.
W3beraiiTe BO3IEHCTBUSA CHIBHOTO XOJIOZQ, yJbTpaduosieTa MM MHTEHCHBHOIO Maccaxa, 0Co-
OEHHO TP JICYEHUH CBEXHUX PyOIIOB.

JeTn m noapocTKH
IlpuMenenre 3TOro JeKapCcTBEHHOro Iperapara y JeTeid 1o 1 roga MpOTHBOIOKa3aHO
(cM. pazzen 3).

Jpyrue npenapatsi 1 npenapat Kontpakry6exc®
Coobmute nevameMy Bpady MM paGOTHHKY anTeKW O TOM, YTO Bbl MPUMEHSETE, HEAABHO TpH-
MEHSJIN WIIX MOXKETE HayaTh NPUMEHATh Kakue-mubo Apyrue JeKapcTBEHHBIE Mpernaparsl.

bepemennocTs, rpyanoe BckapmiauBanue U pepTHILHOCTE

Ecnu Bb1 GepeMeHHBI M KOPMHTE IPy/BIO, AyMaeTe, 4To 3a6epeMEHeNH, WM TIaHupyeTe Gepe-
MEHHOCTB, TEpPEJl Ha4yaloM NPUMEHEHHs MpenapaTa MpOKOHCYIbTHPYHTECH C JIEYAlliM BPAyoM.
besonacHoCTs npumeHeHus mpemapata BO BpeMs GEPEMEHHOCTH M TPYIHOTO BCKAapMITHBAHHS
u3ydeHa Hepoctatouno. Ipermapar Kontpakty6exc® He pexoMenayeTcs IpUMEHSTh BO BpeMs be-
PEMEHHOCTH ¥ KOpMJICHHUs Ipyabio. MccnenoBanys BIMAHMS Npenapata Ha (GepTHILHOCTh OTCYT-
CTBYIOT.

YrnpagieHue TPAHCIIOPTHBIMHA CPEACTBAMH U PadoTa ¢ MAIIMHAMH
IIpenapar Kontpakty6exc® He OKasbBaeT BIMSHHE HA COCOGHOCTH YIPaBISTh TPAHCIIOPTHBHIMUA
CPEACTBaMH UJIM paboTaTh C MEXaHHU3MAMH.

IIpenapaT KonrtpakTy6exc® conepxur:

- nmapabeH (MeTHIMaparuapoKcHGeH30aT), KOTOPEIA MOXET BBHI3BIBATH AIEPrUYECKHe peaKiuu
(BO3MOJXHO, OTCPOYEHHEIE);

- COPOMHOBYIO KHCIIOTY, KOTOpasi MOXKET BBI3BATH MECTHBIE KOKHBIC peakuuu (Hanpumep, KOH-
TaKTHBIA JEPMaTHT);

- 13,5 mr cniupra (3tanona)/1 r rens (1,35% macc/macc). CnupT MOXKET BBI3BATh YyBCTBO JOKEHHS
Ha MOBPEXICHHON KOXKE;

- apOMAaTH3arTop ¢ LUTPOHEIIONOM, 'epaHHONIOM, GEH3MIIOBBIM CIIHPTOM, LIUTPAIEM H JIMHANOO-
JIOM, KOTOPBI€ MOTYT BBI3bIBaTh AJUVIEPIHYECKHE PEAKIIMH.

3. Ilpumenenne npenapara KonrpakryGexc®

Bcerna npumensiite npenapat B mOJIHOM COOTBETCTBHH C PEKOMEH/IALMSIMHY JIeYallero Bpaya HiIy
pabotauka antexu. Eciiu y Bac BOBHHKIIM JOMOJHHTEIbHBIE BOIIPOCKI, 00paTHTECH 3a KOHCYJIbTa-
el K CBOEMy JieyalleMy Bpady Mild paGOTHHKY alTeKH.

Ecnu Bpau He HasHauumyl WHOE, HAHOCHTE M JIETKHMHU MAacCCHPYIOIMMH JIBW)KEHUSIMH BTHpaiiTe
npenapat Konrpakry6Gekc® 2-3 pasa B neHs B pyOLIOBYIO TKaHb 110 MOJIHOIO BNMTHIBaHHUA. B ciy-
Hae CTapbIX, INIOTHBIX py6LoB, HanecuTe npenapat KonrtpakTy6exc® Ha Hous mos NIOBSI3KY.

B 3aBucumocTu ot pasmepa u Tommune! py6ua, nevenne MoxeT NoTpeboBaTh HeJeb HIH MeCs-
ues. Crenyer usberars Qpusnueckux pasapakaromux (hakTOpOB TaKMX KaK BO3JAEHCTBUS dKCTpe-

MaJIPHO HU3KHX TEMIIEPaTyp, Y/IbTPaQUONETOBOrO H3TyYeHHs UM HHTEHCHBHOTO Maccaxa), 0co-
GeHHo mpu NeyeHnn cBEXUX PyOLIOB.

HmtensHOCTS Kypea Jiedenus onpe/ensercs Bpa4yoM C y4eToM ocoOeHHOCTEH 3aboeBanus, 10-
CTHTHYTOrO 3()()eKTa u NEPEHOCMMOCTH JIEKAPCTBEHHOTO MpENapara.



IIpumeneHue y nereil ¥ NoAPOCTKOB )
JlaHHbBIE O MPUMEHEHHUHU JIEKAaPCTBEHHOrO Ipenapara KOHTpaKTy6eKC® B NEQUATPUUYECKON IpaK-
THKE OrpaHHUYEHBI, JaHHBIE O IPUMEHEHHH Yy JeTed 1o 1 roga orcyTcTByIOT. IIpumenenue nekap-
CTBEHHOTO IIpenapara y aeTe 1o 1 roaa mpoTHBOIIOKa3aHo.

IIprMeHeHue nexapcTBEHHOTO Ipenapara y AeTeil crapiie 1 roga BO3MOXKHO TOJBKO MOCIE KOH-
CyJIbTallMy Bpaya B CIIy4ae, €CJIM 10J1b3a OT MPUMEHEHHs MPEeBhIlIaeT BO3MOXKHbINH puck. Bo Bpe-
M3l JIEYEHHUs] HeoOX0oIUMO HabJII0IeHHe Bpayva.

4. Bo3morkHbIe HEKeJIATEIbHbIE PC€AKIHHA

I[Too6H0 BceM JlekapcTBeHHBIM Ipernapatam npenapaT KonTpakTy6ekc® MoxKeT BEI3BaTh HexKela-
TEJIbHBIC PEAKLHH, OTHAKO OHH BO3HHMKAIOT He y BceX. Haubosee yacTeIMU HeXeaTeIbHBIMU pe-
aKIMsIMH SBJIAIOTCS MECTHBIE PEaKIIMU B MECTE HAHECEHHSI.

B Xole KIMHMYECKOro MCCIEIOBaHHS C y4acTHeM 592 MAlMEHTOB, MPHMEHSBIINX KonTtpaxry-
6exc®, 6bLTH MOy UeHDI CIIEYIOIIHE JaHHbIE:

4acTo (MOryT BO3HHKATh He Gosee yem y 1 yenosexa u3 10):

3yA (CBIIb), MOKPaCHEHHE KOXM (IPHTEMA), BUAMMOE PACIIMPEHHE COCYIOB KOXKH (TE€aHHIKTa-
3us), atpodus pyoua

HevacTo (MOryT BO3HHMKATh He Golee yeM y 1 yenosexa u3 100):

MOTEMHEHHE KOXH (TUIIEPIIUTMEHTALIN ), HCTOHYEHHE KOXKH (aTpodus KOXKH)

IToMumo KnMMHMYECKHX HCCNEIOBaHUH GBUTH 3aperHCTPHPOBAHEI CIIEQYIOIIHE HeXellaTelIbHEIE
peaKkuuH:

4acTOTa HEM3BECTHA (HAa OCHOBAHMH UMEIONIMXCS JAHHBIX OLEHHTH HEBO3MOYKHO):

OTEYHOCTh B MECTE HAHECEHHsI, 0OJIb B MECTE HAHECEHHS, MECTHAs KO)KHas PeaKius (KOHTAKTHBII
JISPMATHT), ChIllb HA KOXE C 3YIAIMMH BONABIPAMH (KparHBHHLA), IIyCTyJIe3Hasl ChIllb, 3y, I0-
KpacHEHHE KOXHM (9pHTeMa), pasapakeHHe KOXKH, IUIOCKUE KOXKHBIE Y3eIKH (mamynel), Bocmae-
HHC KOXH, MOKCHHE KOXH, LIETYIICHHE B MECTE HAHECEHHUs, YyBCTBO CTSAHYTOCTH KOXKH, ITOBBI-
IICHHAs “yBCTBUTENLHOCTH (UIIEPrUYecKas Peakius), THONHHYKOBAs ChINb, MAPECTE3UH (omy-
ICHHUS TIOKAJIBIBAHUS, JOKEHHS ).

Kax npasuio, npenapar Kontpaxty6exc® xopomo neperocutes maxe TNPH JUTUTENILHOM IIPUMeE-
HEHuH. Bo Bpemst npuMeHenHs IeKapCTBEHHOTO MpenapaTa HHOTA Ha6TI0aeTcs 3yl BCJICICTBHE
NepecTpoiiky pybuoBoit Tkanu. IlpepriBanue nedenns mo 3Toi MPHYHHE, KAK PABUIIO, He TpeOy-
ercsl.

CoobieHune 0 He)KenaTeabHBIX PEaKIHIX

Eciin y Bac BO3HHKAIOT Kakue-nub0 HeXelaTeabHbIe peakuuu, MPOKOHCYIbTUPYHTECH ¢ BpauoM
WM pabOTHUKOM anTekH. JlaHHas peKoMeHauus pacrpocTpaHseTcs Ha JII0Oble BO3MOYKHBIE He-
JKEIIATCJIPHBIC PEAKLH, B TOM YHCJIE Ha HE NEPEYHUCIICHHBIE B JIHCTKE-BKIIAbIIIE. BBl TAKXKe MO-
JKETE COOOIMTE O HEXENaTeIbHBIX PeaKIUsIX HanpsMyIO Yepe3 CHCTEMY COOOIIEHHMI rocy JapcTB-
4IeHOB EBpa3uiickoro 3koHOMHYECKOro cor3a.

Coobmas o HEXEJIATEJIBHBIX peaKlUsAX, Bbl IOMOTaeTe IOJIYYHUTH Oosbie CBEICHUH 0 Ge3omacHo-
CTH JICKapCTBEHHOI'0 npenapara.

Pecny6nka Benapycs

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

VII «IleHTp KCrIepTH3 U UCTIBITAHMH B 3/IPaBOOXPAHEHUH )
Tenedon: +375 (17) 242 00 29

@axc: +375 (17) 242 00 29

OnexTpoHHas noyra: repl@reeth.by

Caiir: https://www.rceth.by

e ———————————



5. Xpaunenne npenaparta Kontpakry6exc®

Xpanute npu Temrneparype He Bbime 25°C.

XpaHUTE B HEAOCTYITHOM ISl IETEN MECTE.

He npumensiite npenapar rnocie OKOH4YaHUS CpOKa FOAHOCTH, YKa3aHHOTO Ha Ty0e MM MaukKe.
HMcnonb30BaTh B TeUEHHE 6 MECSLEB I1OCIIE BCKPBITHS YTIaKOBKH.

He BriOpacsiBaiiTe npenapar B KaHAJIH3AUMIO. YTOUHHUTE y pabOTHHKA anTeKH, KaK yTHIHU3HPO-
BaTh IIperapar, KOTophlid 6omblie He moTpebyeTcs. DTU Mephl MO3BOJIAT 3aLIUTHTE OKPY KaIOLIyIO
cpeny.

6. Conepmnmoe YNAaKOBKH H JT0NOJTHHTEJIbHbIC CBEAECHUHA

IIpenapar Kontpakry6exc® comepkut:

HelicTByromue BelecTsa: XuAKUii skcTpakt ykosun (Allium Cepa L. Bulbus), renapus narpus,
aJUTAHTOUH.
1 r rens copepxur:

AKTHBHBIE BELIECTBA:

Kupkuii sxctpaxT mykosur (Allium Cepa L. Bulbus (0,16:1)) 100 mr
OKcTpareHT: Boja. BenomorarensHoe BemmecTso: stanon 96%

['enapun HaTpus 50 ME
AmnnanTouH 10 mr

BcrnomorarenpHsle BCIICCTBA.

Copbunosas kuciora (E200)

Merunnaparunpoxcutensoar (E218)

KcanranoBas nacra (E415)

[Monustunenrmukons 200 (E1521)

O¢upnoe macio (apomat 30263773), coneprkaniuii HUTPOHEIIION,
repaHyoJ, OEH3UIOBbIN CIUPT, LUTPAIIb U JIMHATIOO

Bona ounienHas

Buemnuii Bua npenapara Konrpakty6exc® u conepinmoe ynakoBku

Henpospaunslit reis 0T cBeTI0-6eXEBOro 10 CBETIO-KOPHYHEBATOrO LBETA C XapaKTEPHBIM 3arla-
XOM.

ITo 20,0 r rens momemaoT B amoMHHHEBYIO TyOy ¢ 3aBHHYMBAKOuleiics Kpbiukoif. [1o 1 TyGe
BMECTE C JIHCTKOM-BKJIAJBILIEM IIOMEINAIOT B KAPTOHHYIO MAYKYy.

Kareropus ornycka jiekapcrsenHoro npenapara
JlekapcTBeHHBIH Mpenapar OTHOCHTCS K KaTErOpHH OTIycKa Ge3 pelenTa.

JepxkaTesib perncTPaHOHHOIO YI0CTOBEPEHHS H NPOM3BOAUTEb
['epmanus

Merz Pharma GmbH & Co. KGaA

Eckenheimer Landstrasse 100, 60318, Frankfurt/Main.

3a moboii mudopmanmeii o npenapare ciexyeT 06pPAMATHCH K MECTHOMY NPEICTABHTEIO
A€PIKATENIsl PErHCTPAIMOHHOIO YA0CTOBEPEHMS:

Ha meppumopuu Pecnyonuxu Benapyce:

IIpedcmasumenvcmeo axyuonepnozo obujecmea «Acino Pharma AGy (LLgeuyapcraa Kongheoe-
payus) 6 Pecnybnuxe Benapyce

np-m Ilob6eoumenei, 106-34, 220062, e. Munck, Pecny6nuxa Benapyc

men. + 375 (17) 319 91 42

e-mail: Safety BY@ arceralifesciences.com x-St e e



Ha meppumopuu Pecnyonuku Apmenua:

IIpeocmasumenvcmeo «Acino Pharma AG» (Lsetiyapckas Kongeoepayus) 6 Pecnybnuxe Apme-
HUs

yn. Aoony 6/1, 54, 0014, 2. Epesan, Pecnybnuxa Apmenus

men. + 374 60 67 01 70

e-mail: PV_AM@arceralifesciences.com

Ha meppumopuu Pecnyonuxu Typkmenucman:

TOO «Ayuno Ka3zy

np-m Hypcynman Hazap6aes, oom 223, n.n. 243, 050047, Bocmanovixkckuii paiion, 2. Anmamot,
Kazaxcman

men. + 7727 364 56 61

e-mail: PV-KAZ@arceralifesciences.com

JIMCTOK-BKIIAIBIN TIEPECMOTpPEH
MM/TIT

Hpo*me HCTOYHHKH nnq)opmaunn

ITonpoGubie cpenenust 0 JaHHOM mpemapaTe COXEPXKATCS B EQUHOM peecTpe JIeKapCTBEHHBIX
CPE/ICTB.



