JIM-Ne010243-PT-BY
YTBEPXOEHO

MWHWCTEPCTBOM 3[0PABOOXPAHEHUSA
ECMYBIMKN BENAPYCb
JIncrok-BraaabIm — HHpOPMANHUs IS IOTPeOd ot 13.05.2025 No 574

KOM®OPTHK, 40 Mr/m1, Kaniu JJist NpueMa REEIEREATENHOCT: 0005
KOM®OPTHK, 100 mr/mJ, kaniau Ajasi IpyeMa BHYTPb
(cumeTHKOH)

Ilepen nmpuMeHeHHeM MpenapaTra MOJHOCTHIO MPOYUTANTEe JHUCTOK-BKJAABILI, MOCKOJIbKY B
HeM cojiep KaTcsl BaKHbIe 171 Bac cBeneHust.

¢ Bcerna npunumaiiTe mpenapar B TOYHOCTH C JaHHBIM JIMCTKOM MJIM PEKOMEH/IAIMSIMU JICUAIIETo
Bpaya Wi pabOTHUKA alTeKH.

e CoxpaHuTte IUCTOK-BKIabI. Bo3zmoxHo, Bam norpedyeTcs npounTaTs €ro emie pas.

e Eciau Bam HyXHBI JONOJHHUTENbHbIC CBEIEHUS WM PEKOMEHIAINH, 00paTHTECh K PabOTHUKY
anTeKu.

e Ecnu y Bac Bo3HUKIM Kakue-ITnO0 HEXeNaTeIbHbIE PEaKInU, OOpaTUTECH K JIeHallleMy Bpady WU
paboTHMKY anTekd. JlaHHas peKOMEHIAIMs pacHpoCTpaHseTcss Ha J0Oble BO3MOXKHBIC
HeKeNaTelbHbIEe PEakiiy, B TOM YUCIIe HA HE MIePEYHCIICHHBIC B pa3/ene 4 JHCTKa-BKIAbIIIA.

COIEPKAHUE JIMCTKA-BKJIAJBILIA
1. Yto u3 ceds npeacrasnset npenapat KOMDOPTUK, u 1 yero ero npuMeHsoT.
2.0 4em cienyer 3HATh niepe npuMenenneM npenapara KOM®OPTUK.
3. [Ipumenenue npenapata KOMDOPTUK.
4. Bo3aMO)XHBIE HEXeIaTeIbHbIC PEaKIIUHU.
5. Xpanenue npenapata KOMOOPTHUK.
6. Coep>krMOe YITaKOBKH H ITPOYUE CBEICHUS.

1. YTO U3 CEBA IIPEACTABJISAET IPEITAPAT KOM®OPTHUK, U AJIS1 YET'O
ETO IPUMEHAIOT

[Tpenapar KOM®OPTUK coapepxut aeiicTByrolee BEUECTBO CUMETUKOH. CUMETUKOH YCTPaHSIET
CHUMIITOMBI MeTeopH3Ma (TOBBILIEHHOE O00pa30BaHUE Ia30B B JKEIYyAOYHO-KUIIEYHOM TPAKTE) U
MOJKET UCIOJIb30BaThCs B JIIOOOM BO3pacTe.
CHMeTHKOH AEHCTBYET IMyTeM pa3pylleHUs ITy3bIpbKOB Ira3a, KOTOPble HAXOAATCS B MUIIEBON Macce
Y CJIM3M NUILEBAPUTENBHOTO TpakTa. Belaenstonuecss mpu 3TOM ra3bl MOTYT MOIJIOMIATHCS CTEHKON
KHILIEYHHUKA WU BBIBOJUTHCS Y€pe3 KUIIEUHUK.
KOM®OPTHUK npumeHstoT ams:
- o0JIeryeHust COCTOSHUS MPH U30BITOYHOM ra3000pa30BaHUU U CKOIUIEHHUM Ta30B B XKENyJIOYHO-
KUIIEYHOM  TpaKTe, HampuMmep, B3JIyTHE IKUBOTA, METEOpPU3M  (KeNlyI04YHO-KUIIEUHbIE
paccTpoiicTpa);
- YCTpaHEHUs YyBCTBA MEPENOJIHEHUS U OUTYLIEHUS HANIPSKEHUsI B )KUBOTE;
- IOATOTOBKU K JJMArHOCTHYECKOMY HCCIIEI0BAaHUIO OPraHOB OPIOLTHOM MOJIOCTH (9HIOCKOITUYECKOE,
yJIbTPa3ByKOBOE, PEHTICHOJOTMYECKOe, COHOrpapuueckoe MCCIeA0BaHUEM JKEIyJIKa W/WIH
KUIICYHUKA).
Ecnu ynyuwenue ne nacmynuno uau Bol uyecmeyeme yxyouienue, Heo0Xo0umo 00pamumuscs K 6payy.

2. OYEM CJIIEAYET 3HATDB HEPEJ IIPUMEHEHUEM ITIPEITIAPATA
KOM®OPTUK
He npunnmaiite npenapatr KOM®OPTHUK:
- ecniu y Bac aiieprust Ha CUMETHKOH WITH JIFOOBIC IPYTHe KOMIIOHSHTHI TipenapaTta (TepeunciieHHbIe
B pazjierie 6 IMcTKa-BKIIa IbIIa);
- ecnu 'y Bac BBIsSIBIEHBI KHIIIEYHAS HEMPOXOJUMOCTh WIH JPyTrHe OOCTPYKTHBHBIE 3a00JeBaHUS
(Hapy1IeHue MPOXOAUMOCTH ) KEITyA0YHO-KUIIEYHOT O TPAKTA.

Oco0ble yka3aHusi H MepbI IPE10CTOPOKHOCTH

Ilepeo npumenenuem npenapama KOMDOPTUK npoxoncyromupyimecsd ¢ 1e4aujum 6pavom uiu
pabomuukom anmexu. OCOOEHHO Ba)KHO MPOKOHCYJIBTHPOBATHCS C BpauoM NpU TNPUMEHEHUH
npernapara y MJIaJIeHIIeB U JIeTeil.


ЛП РГ УТВЕРЖДЕНО


JIM-Ne010243-PI-BY

YTBEPXOEHO
MUHWCTEPCTBOM 3[0PABOOXPAHEHUA
[Ipy coxpaHeHHH >kao0 MM yXyAIICHHH cocTosiHHS Bam ciemyer Opaniihésh S Bpau, Bpad
YCTaHOBHUT NMPUYUHY BO3HHMKHOBEHUS KajJo0 M HaJMYME BO3MOXKHOTO JECBAHER: K8TOpPOM

MOXET l'IOTpC6OBaTbC$I APYyroc JICUCHUC.

Jpyrue npenapatsl 1 npenapat KOM®OPTUK

Coobwume neuawemy 6pavy uiu paboOmHuKy anmexku o mom, ymo Bei npunumaeme, HeOasHO
APUHUMATU UTU MOJCeme HaYamsb NPUHUMAMb KaKue-1ubo opyeue npenapamoi.

IIpu ognoBpeMenHoMm npueme JieBoTupokcnHa 1 KOM®OPTHK BO3MOKHO CHUKEHUE 0KUIAEMOT0
JEUCTBUSI JIEBOTUPOKCHHA, YTO MOXXET MNPUBECTH K TUNOTEepHo3y. PekomeHayercs OTMEHUTh
npenapatr KOM®OPTHUK Bo Bpems jedeHHs JICBOTUPOKCUHOM. Eciim HE0OX0oauMO IpHMEHEHHUE
000X MpenapaToB, TO UX HYKHO MPUHUMATh C pa3HUIIEH BO BpEMEHU HE MeHee 4 4acOB U TIATEIBHO
KOHTPOJIMPOBATH MMOKA3aTeIN (PYHKIIMH ITUTOBHUTHOM JKEJIC3HI.

ITpu onnoBpeMennoM npumeHenuu npenapata KOM®OPTUK u kapbamaszenrHa CymecTByeT puck
MOJTyYEeHHUS 3aBBIIICHHOH J103bI KapOama3enuHa.

[penapar KOM®OPTHUK ¢ nuimieid 1 HAMUTKAMU
ITpu npumenenun npenapata KOM®POPTUK uzberaiite ynotpebieHns ra3upoBaHHbIX HAITUTKOB.

bepemenHOCTDb, TPYyAHOE BCKAPMJIMBAaHHE H (DEPTHIBHOCTD

Ecnu Bwi 6epemennvt unu xopmume 2pyovlo, oymaeme, umo 3abepemeHeny uiu NniaHupyeme
bOepemeHHOCmb, neped HA4aIoM NPUMEHEHUs Npenapama npOoKOHCYIbMUpyumecs ¢ aedaujum
8payoM.

DepmunbHocmo

CrenuanbHBIX UCCIIEIOBAHUM Ha JIIOJISX U )KUBOTHBIX HE MPOBOJIMIIOCH.

bepemennocmo

[TockonbKy aKTUBHBIA KOMIIOHEHT JIEKAPCTBEHHOT'O MIpernapaT — CUMETHKOH — HE aJcOpOupyeTcs B
JKEIYIOYHO-KHMILIIEYHOM TPaKTe U BBIBOJUTCS B HEM3MEHHOM BuJie, TO npuMeHenne KOM®OPTHUK
BO BpeMs OEpeMEHHOCTH HE OKAa3bIBACT BIUSHUE HA PA3BUTHE TUIOJA.

I'pyonoe scxapmausanue

B nepuon xopMieHus rpyabio npenapar He IPOHUKAET B MATEPUHCKOE MOJIOKO.

YnpasJ/ieHue TPAHCHOPTHBIMH CPeACTBAMHU M padoTa ¢ MEXaHM3MaMM
JlekapCTBEHHBI mpenapaT HE OKa3bIBAET CHUCTEMHOIO BO3JICHCTBHS HA OpPraHU3M U MOMXKET
MPUMEHSITHCS TP YIIPABIEHUU TPAHCIIOPTHBIMU CPEJICTBAMU M paboTe C MEXaHU3MaMHU.

KOM®OPTHUK coaepkuT caxapyuH HATPpUi
KOM®OPTHUK conepXKUT CHHTETUYECKUN MOACIACTUTENb — CaXapuH HATpUM, TIOITOMY Ipenapar
MO’KHO MPUMEHSTH MAallMEHTaM C CaxapHbIM JI1a0ETOM.

3. IPUMEHEHUE INPEMTAPATA KOM®OPTHUK
Bcezoa npunumaiime npenapam 8 noiHoOM cOOMEEMCMEUU C PEKOMEHOAYUAMU Jleyauje2o paia Uiy
pabomnuka anmexu. Ilpu nosenenuu COMHEHUN nocogemyumectb ¢ JeHAWUM 6PAYOM  UTU
PAabOmMHUKOM anmexu.
1 MJT IeKapCTBEHHOTO TIpenapara COOTBETCTBYET 27 KaIlIsAM.
Pexomennyemas n03a
Jo3a npenapara KOM®OPTUK 3aBucHT OT BBIPaKEHHOCTH KaJo0.
1. Obnecuenue cocmosnus npu u36bIMOUHOM 2a3000pPA306AHUU U CKONJIEHUU 2A306 6 HCENYOOUHO-
KUe4HoM mpaxKme

Bospacr Jo3upoBKa B Kanjsix
40 mr/ma 100 mr/mun
no 10-15 xanens 2-3 pasza B aeHb | 110 4-6 kanens 2-3 pasza B IeHb
MiazmeHIbI B JETH 10 6 JIET
BO BpeMsi €/1bl MJIU TTOCJIE €/Ibl BO BpeMsi €/1bl MJIU TTOCJIE €]IbI
Jetu B Bo3pacre 6 et u o 15-20 Karens, 10 | 110 6-8 Karenb, o
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JIM-Ne010243-PT-BY
YTBEPXOEHO

MUHWCTEPCTBOM 3[JPABOOXPAHEHISA
PECIMYBINNKN BENAPYCb

B03paCT H03I/IPOBK3 B Kanllﬂl}mmamm 07 13.05.2025 No 574
40 Mr/ma nocnedATmiB/vdT, 0005

crapuie BO3MOXKHOCTH, COIPOBOXKIAs | BOSMOXKHOCTH,  COIIPOBOXKIasI
npueM  Kameiab — HEeOOJbIIWM | IpUEM  Kamellb  HeOOJIbIIUM
KOJIMYECTBOM JKHUAKOCTH, IOCJE | KOJMYECTBOM KHUKOCTH,
KaXI0TO TpueMa MULIH U Mepe]] | IOCie KaXaI0To MprueMa MUIIu
CHOM ¥ [Iepel CHOM

1o 25-50 Kallellb, o | IIo 10-20  xamenb, 10
BO3MOXKHOCTH, COIPOBOXKIAS | BOSMOXKHOCTH, — COIIPOBOXKIasI
npueM  Kameiab — HEeOOJBIIWM | IpUEM  Kamellb  HeOOJIbIIUM
KOJIMYECTBOM JKHUAKOCTH, IOCJE | KOJMYECTBOM KHUKOCTH,
KaXI0TO TpueMa MULIA U Mepe]] | MOCiIe KaXaI0Tro MprueMa MUIIu
CHOM ¥ [Iepe] CHOM

B3pocasie

2. Iloocomoeka k OuazHOCMu4ecKomy UcCie008aHUI0 OpeaHo8 OPIOUHOU NOJOCMU

I[O?.I/I[)OBKa npemnapartra PeKOMeH}]yeMaﬂ J03UPOBKa
[To 50 xamens 3-4 pasa B J€Hb B TEUEHHE 2 [IHEH,
MPEIIISCTBYIONIMX HCCIeqoBaHuI0, S50 Kamemb yTpOM,

40 mr/mi
HaToOIlaKk B  JIeHb wucciemoBanuss u 50  kamens
HEMOCPEACTBEHHO Nepe]] HCCIe0BaHUEM
I[To 20 xamens 3-4 pasa B JC€Hb B TEUEHHUE 2 [IHEH,
MPEeIUIeCTBYIOMUX HccaenoBanuto, 20 Kkamenb YTpoM
100 mr/min pea yrom a ’ YTpOM,

HATOLAK B JO€Hb wucciaemoBanma u 20  kameis
HETIOCPEICTBEHHO Iepe;] MCCIICIOBAHUEM

Cnoco6 npumMeHeHust

Xopo1io BCTPSAXHYTH Mepe/] HCIOoIb30BaHHeM!

I[J'ISI IMOJIYUCHHUA HYKHOI'O KOJIMYCCTBA KAIlCJIb JCPIKUTEC (bHaKOH BCPTUKAJIBHO OTBEPCTUCM BHUS.
[lepen mpuMeHEHHEM IMperapar MOXXHO CMEIIMBaTh C HEOOJBIIUM KOJMYECTBOM OXJIAXKICHHON
KHIITYCHON BOJbI, ACTCKUM IITMTAHUEM HUJIN HeFaSHpOBaHHOﬁ KUAKOCTBIO.

Jledenue crneayer NpoAOIKATh IO UCYE3HOBEHUS] CHMIITOMOB.

Ecsin Bol npunsim npenapata KOM®OPTHUK 6osbie, yem ciieoBajio

Ecnu Bel npunsiiu npenapata KOM®OPTUK Gonbiiie, yeM ciie10Balio, MOXKHO HE 0KHMIATh KaKOro-
nubo Tokcuueckoro aectBus. [lpumem mpemapara gaxe B OOJBIIOM KOJHUYECTBE MEPEHOCUTCS
xopowo. /leficTByolee BEMECTBO CUMETUKOH Pa3pyILIAET Iy3bIPbKH I'a3a B K€Y JOYHO-KUIIIEYHOM
TPaKTe TOIbKO (PU3UUECKUM ITyTEM.

Ecsin Bol 3206111 npuHATh npenapat KOM®OPTHUK

[TpomnyiieHHy0 103y MOXHO MPUHSTH B JTI000€ BpeMsl.

He npunumaiite nBOIHYIO 703y, 4TOOBl KOMIEHCHPOBATh MPOIMYIIEHHYIO 03y JEKapCTBEHHOTO
npernapara.

Ecsin Bel npexparnim npuem npenapata KOM®OPTHUK

[Tpu npexpamenun mnpuema npenapara KOM®OPTHUK xanoObl co CTOpOHBI KETyJOYHO-
KHIIEYHOT'O TPAKTa MOTYT BO30OHOBHTHCSI.

Ilpu manuuuu 6onpocoé no npumeHeHuro npenapama obpamumecsb K Jedawemy 6paiy uau
PabomHuKy anmexu.

4. BOBMOKHBIE HEXKXEJIATEJIbHBIE PEAKLIUN
[Tono6HO BceMm nekapcTBeHHbIM mpenapataMm KOM®OPTUK mokeT BBI3BIBATH HEXKeJaTENbHBIC
peaklyu, OJHAKO OHM BO3HUKAIOT HE Y BCEX.
HexxenarenbHble peakiuy Ipy MPUMEHEHUH CUMETUKOHA /10 HACTOSIIEr0 BpeMEHHU He HaOJIr01aIHCh.
B otrmenpHBIX cioydasx MOTYT BO3HMKAaTh HEXKEJATEIbHBIE PEAKIHWH HAa BCIOMOTATEIbHBIE
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JIM-Ne010243-PI-BY

YTBEPXOEHO

MUHWCTEPCTBOM 3[0PABOOXPAHEHUA
KOMITOHEHTHI JIeKapcTBeHHOTO mpemapara KOMOOPTUK: PGS o1 13.05.2025 Ne 574
YacroTra Hem3BecTHA (MCXOIs W3 WUMCIONIMXCS JAaHHBIX 4YacTOTY | BOZHWKHOBEHVH 0COHCHHUTE
HEBO3MOJKHO):
- ChIllb HA KOXKE;
- 3y1,
- IOKpaCHEHHE KOXHU (TUIepemMust);
- TOLIHOTA,
- METEOPHU3M.

CooO1ieHue 0 HexKeJIATeJIbHBIX PeaKIuAX

Ecnu y Bac BO3HUKAIOT Kakue-TuO0 HeKeNaTeIbHbIC PEaKIUU, TPOKOHCYIETUPYHUTECH C Bpa4OM HITH
paboTHuKOM anTekd. JlaHHas pexkoMeHIalus PpacHpoCTpaHsAeTcs Ha JI0Oble BO3MOXHbBIE
HEeXeJaTeNIbHbIC PEAKIMU, B TOM YHCJIC Ha HE IEPEUUCIICHHBIE B JIMCTKE-BKIIA IBIIIIE.

BbI Taoke MOXKkeTe COOOIIUTh O HEXENaTeIbHBIX peaklusax B HHPOPMAIMOHHYIO 0a3y JaHHBIX 110
HEXKENATEeIbHBIM peakiusM (IeHCTBUSAM) HA JICKApPCTBEHHBIC IpemapaThl, BKIOYas COOOIICHUS O
Hed(p(HEKTUBHOCTH JIEKAPCTBEHHBIX MPENApaTOB, BHISIBICHHBIM HA TEPPUTOPUU IOCYAAPCTBA-UJICHA.
Coo0r1as 0 HeXeNaTeIbHBIX PeaKIUsIX, Bbl moMoraeTe moayduTh 0OJIbIIe CBEACHUI O 0€301TacCHOCTH
npernapara.

Pecny6nuka benapych

220037, r.MuHCK, ToBapuiieckuii nep., 2a

VII «LleHTp 3KCIepTU3 U UCIIBITAHUM B 3PaBOOXPAHCHUN

Tenedon/dakc ornena papmakonaazopa: +375 (17) 242 00 29

On.mouta: repl@rceth.by, receth@rceth.by

Wurepuer-caiit: http:/www.rceth.by

5. XPAHEHHUE INPEITAPATA KOM®OPTHUK
Xpanure npenapaT B HEIOCTYIIHOM U HEBUJHOM Ul IETEU MECTE.
He npumensiiTe npenapar nocie UCTEYEHUs CPOKa OHOCTH (CpOKa XpaHEHUs ), yKa3aHHOIO Ha
KapTOHHOM Mauke nocie cyoB «l'oneH no».
JlaToii ucTeueHns CpoKa rOTHOCTH SBIISIECTCSA MOCIEIHAN IEHb JAaHHOTO MECsLA.
Xpanure npenapat npu TemnepaTtype He Bbiiie 25°C.
[Tocne BckpwITHs XpaHuTe He Oomee 28 aHel.
He npumensiite npenapart, ecinu Bbl 3aMeTniIm, 4YTo yrakoBKa MOBPEX/I€HA WIIM BCKPHITA.
He BbiOpacsiBaiiTe mpemnapar B BOAONPOBOJ U KaHAJIU3aLUIO. YTOUYHUTE Y paOOTHUKA alTEKH, KaK
n30aBUTBCS OT Mpernapara, KOTOpbId Oonbllie He MoTpedyercs. DTH Mepbl MO3BOJIAT 3aLIUTUTH
OKpPYXaIoIIyIo Cpeny.

6. COAEP)KUMOE YITAKOBKU U TPOYUE CBEJAEHUSA

KOM®OPTHK, 40 mr/mJ1, kanJim it NpUeMa BHYTPb
1 Mt mpenapara conepKUT:
Oelicmsyowee geuyecmao: CAMETHKOH — 40 Mr.

KOM®OPTHUK, 100 mr/mJ, kaniau Ajs npueMa BHYTPb
1 M1 mpenapara COaEpKUT:
deticmsyrowee geuyecmao: CAMETUKOH — 100 mr.

Bcnomocamenvhvie sewyecmsa: xucnora 6enzoitnas (E210), natpus 6enzoar (E211), makporoina
creapuIoBbIi adup (2), Mmakporo:a creapuiossiii 23¢up (20), caxapun Hatpuii (E954), apomaruzatop
aHaHACOBKIM, BOJIa OUMIIICHHAS.

Buaemnnii Bua npenapara KOM®OPTHUK u conep:kumoe ynmakoBKH

Hemnpo3zpaunas sMybcus 0€10ro wim modTH 0eJIoro nBeTa ¢ 3araxoM aHaHaca.

[To 30, 50 mun Bo (nakoHax W3 TEMHOIO CTEKJIA, YKYNOPEHHBIX NpOOKaMHU-KaledbHUIIAMU WU
KPBIIIKAMH C KOHTPOJIEM TIEPBOTO BCKPBITHS, C JINCTKOM-BKIIA/IBIIIIEM B KAPTOHHOW yITaKOBKE.
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JIM-Ne010243-PT-BY
YTBEPXOEHO

MUHWCTEPCTBOM 3[0PABOOXPAHEHUA
PECIYBJIVKW BEJNTAPYCb

nPukasomoT 13.05.2025 Ne 574
MOCNEAOBATENLHOCTL 0005

Jlep:kaTeib perucTPallMOHHOIO YA0CTOBEPEHNUsI H MPOU3BOANTEIb
000 «Doptua Meny»

223012, Pecriybnuka benapych, Munckas o6i1., MuHCcKuit p-H, r.1. Madynumm, yia. A3poapoMHas,
I. 4-2, xa0.21.

Ten. + 375 17 501 60 57, ten./daxc +375 17 301 91 45.

Toprosoe HaMMEHOBaHUE:
Ha Tepputopun Pecnyonuku benapycs — KOM®OPTUK;
Ha teppuropun Poccuiickoit @enepanuu — KOJIMKA CTOIL

3a m1000ii uHpopManueii 0 mpenapare cjeayer o0pPamaThbCsl K NMPEACTABUTEIIO JepKaTes
PErucTPAllMOHHOIO YA0CTOBEPEHUS UJIH JePKATEe/I0 PerHCTPAIMOHHOI0 YA0CTOBEPEHNSI:
000 «Doptua Men»

223012, Pecriybnuka benapych, Munckas o6i1., MuHckuit p-H, r.11. Madynumm, yia. A3poapoMHas,
I. 4-2, ka0.21.

Ten.+ 375 17 501 60 57, ten./pakc +375 17 301 91 45.

JINCTOK-BKJIAIBIII EPECMOTPEH:

IIpoune ncToUHMKHM HH(POPMALHHU
[TonpoOHble cBeaeHus o mpemnapare coaepkarcs Ha Beo-caiite YII «lleHTp skcnepTH3 ¥ UCHbITaHUH
B 3/]paBOOXpaHCHUM» WWW.rceth.by.
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