SATBEPOXEHO

Haka3 MiHICTepCTBa OXOPOHU
300p0oB'Aa YKpaiHU

23.03.2021 N2548
PeecTpauinHe nocBigvYeHHs
Ne UA/18641/01/01

IHCTPYKLUIA
ANna MeaAU4YHOro 3aCTocyBaHHSA
NiKapCbKOro 3acoby
DapdeH® lNenb
(Darfen gel)

Cknapa:
aitoda pevoBUHa: ibuprofen, levomenthol;
1 rento MictuTb: ibynpodeHy 50 Mmr, neBoMmeHTony 30 Mr;

OOMOMIXKHI peYOBUHW: eTaHon 96 %, MPOoNiNeHrMiKoNb, KapboMep, AnizonponaHonaMiH, Boaa
OYMnLLIEHA.

Jlikapcbka ¢dopMa. lesb.

OCHOBHI PI3NKO-XIMIYHI BNACTUBOCTI: NPO30pPUN OOHORIOHWW refib i3 3arnaxoM MeHTony.
dapmMakoTepaneBTUYHa rpyna.

3acobu 019 MicLLeBOro 3aCToCyBaHH4, LLIO BUKOPUCTOBYOTbCA Mpu 60oto B cyrnobax i M'a3ax.
Koo ATX MO2A XI10.

dapMaKonoriyHi BITaCTUBOCTI.

dapMakogmnHaMika.

HapdeH® enb — KOMOIHOBaHWM NMpenapaT A9 30BHILLUHbOMO 3aCTOCYBaHH4, WO MICTUTb ibynpodeH 3
MEHTONOM MPUPOAHOIro MOXoMyKeHH4d. |bynpodeH, noxigHa crnonyka GeHiNnnponioHOBOT KNCOTU, €
NpPeacTaBHUKOM IFPynm HECTePOIgHUX MPOoTM3ananbHMX 3acobiB (HIM33), Mae 3HebontoBabHY,
NpoTuU3ananbHy AOito, 3yMOBEHY MPUIrHIMeHHAM NpocTarnaHguHCMHTETasW. [ig neBoOMeHTony,
ONTUYHOIO I30MepPY MEHTOJY, 3yMOBeHa pedpIeKTOPHUMM peaKLigMu, Lo NoB'A3aHi 3 Mogpa3HEHHAM
UYTIMBUX HEPBOBMX 3aKiHUYEHDb LLUKIPW. MEeHTON CTUMYITHOE HOUMLIENTOPU LLUKIPW. Y pe3ynbTaTi
BigOyBaETbCA BMBINTbHEHHSA MENTUAIB, AKi MatOTb CyOMHOPO3LLMPIOBanbHY Aito. JTiKkapCbknii 3acid
YMHWTb BIABO/IKAOYY Ta MOoApa3HIOBabHY Ait0, @ TAaKOXK nonerwye 6inb.

DapMaKoKiHEeTUKA.

|6ynpodeH Npu MicLLeBOMY 3aCTOCYyBaHHI JobOpe Ta LWBUMOKO BCMOKTYETbCA Yepe3 LWKipY. Y CUCTEMHUNM
KPOBOTIK MOTPANIgE y Oy>XKe HE3HAYHIM KifTbKOCTi. MaKCMManbHa KOHUEHTPaLiga ibynpodeHy y nasmi
KPOBi JOCAracTbCcsa vepes 2 roanHM nicng 3acTocyBaHHA NiKapCbKOro 3acoby i CTaHoBUTb 0,6 MKI/MI.
BenunumHa abcopbuii ibynpodeHy npu MicLLeBOMY 3aCTOCYyBaHHI CTaHOBUTb MPUMbnmn3Ho 5 % Big,
BeTMYMHM abcopbuii Mpun NepopanbHOMY 3aCTOCYBaHHI.

JIEBOMEHTO/, LLIO BCMOKTYETbCS Yepes3 LWKIiPY, TRPAHCMOPTYETLCA Y NEeYiHKY. Y WKipi MOXXe BUHUNKATU
oeakmim metaboniam dasu |, ane BinblicTb BiobyBaeTbCca Y NeYiHLi. MeHTOoN rigpoOKCUTIOETbCS, a MOTIM
KOH'IOMNYETbCS 3 MIOKYPOHIAOM nepen UMPKYNIFLUIE B HUPKKM 019 BUBEOEHHSA 3 CeYelto.

KniHiuyHIi XapaKTepucTUKM.
Noka3aHHA.

HapdeH® lenb peKoMeHOyEeTbCa 3aCTOCOBYBATWM 419 NonerweHHa 6010 Ta 3MeHLWeHHS 3ananeHHs
Nnpuv peBMaTUYHOMY, M'A30BOMY Ta Cyr/ioboBoMy 60/1t0, NpK 6ONto y XpebTi, a TAaKoX Npu 6oMto Ta
HabpsaKax BHACNIOOK YILKOOXKEeHHS, PO3TArHEHHS 3B'A30K | MPW CNOPTUBHUX TPaBMax.

MpoTnokKa3aHHA.
JlikapcbKin 3aci6 npoTMnokKa3saHum:

Npu NiABULLEHIN YYTIMBOCTI 00 ibynpodeHy, TeBOMeHTONy, aLueTuNCcaniunMnoBoi KMCoTn abo oo 6yab-
AKOrO KOMMOHEHTA TIKapCbKOro 3acoby um iHWmx HIMN33 (BkAtoYatoum nepopanbHe 3aCTOCYBaHHSA);
MpPW acTMi Ta NP HAGBHOCTI B aHaMHe3i HanagiB 6poHXiafibHOi aCTMU, KPOMUB'AHKU, HabpaKy KBiHKe
ab0 rocTporo pPMHITY, 3yMOB/IEHMX MPUMOMOM aUeTUNCaNILMN0oBOI KMCNOTKM abo iHWmX HIM33;

019 3aCTOCYyBaHHA Ha MOLLKOOXKEHIM abo oroneHin (6e3 enitenito) WKIipi;

0J19 3aCTOCYBaHHSA Ha BIOKPWTI paHW, MpW 3ananbHUX Ta IHPEKLIMHMX 3aXBOPIOBAHHAX LLKIPW, TAKMX 9K
MOKPa eK3eMa, a TaKO)K A/19 3aCTOCYyBaHHA Ha CNM30Bi 0O0NOHKWY;

npw gepmaTtosax;

MPEW HAABHOCTI MiCLLEBOI IHDEKLT;

0119 OQHOYACHOIo 3aCTOCYBAHHSA Ha OOHIN | TiK Xe OinaHLUi 3 IHLWWMKM NpenapaTtaMm gnga MicLeBoro
3aCTOCYBaHHS;

MPW BUPA3KOBUX YPaAXKEHHAX LLTYHKOBO-KMLLKOBOIO TPAKTY.

B3aemopfia 3 iHWMMK NiKapCbKMMKM 3acobaMM Ta iHLWI BUOW B3aEMOIN.

[MpW 3aCTOCYBaHHI Pa3oM 3 aLLETUNICANILLMIOBOIO KMCIOTOK abo IHWKMMK npenapaTtamMm rpynm HIMN33
30iNbLUYETbCA PU3UNK MNOABUM MOBIUHMX edeKTiB. HIM33 MO)KyTb B3aEMOAIATU 3 NTIKAaPCbKMMM 3acobammy,
MPU3HAYEHUNMU ONA 3HVMXKEHHSA apTepia/ibHOMo TUCKY, MOXKYTb 3MEHLLYBATU OlYPETUUYHUN ePeKT
dypocemMiny | MOXKXYTb MOCUTIOBATU A0 aHTUKOANYNAHTIB, XO4a TaKa IMOBIPHICTb a4 npenaparTiB
MicLEeBOI Ali Ay»Xe HN3bKa.

Oco61MBOCTI 3aCTOCYBaHHS.

JTikapCbkni 3acib MICTUTb NPOMNINEHINIKOMb, LLO MOXe CMPUYMHUTUM NOAPa3HEHHA LWKIpKW, TOMY nepen,
NepLUMM 3aCTOCYBaHHAM HEOOXIOHO MepeBipUTK YyTNMBICTb NalieHTa 0o JapdeH® lento Ha
HeBENMKIW OINAHLI LWKipW.

Bigomo, Wo nepopanbHUm idynpodeH MoXke MOCUNoBaTU HUPKOBY HEOOCTAaTHICTb abo 3arocTpuT
aKTUBHY POPMY BUPA3KOBOI XBOPOOMW. MNaLieHTaM i3 nopyLleHHAaM PyHKLLII HUPOK, aCTMOO Ta 3
aKTUBHOO $OPMOIO BUPA3KOBOI XBOPOOU LLUMYHKa Ta ABaHaOUATUMAaNOl KUMKW B aHaMHe3i Ta
MaLliEHTaM, AKi MPOXoaaTb NiKyBaHHA NepopanbHMMM HIM33, nepen 3acToCyBaHHAM NIKAPCbKOTo
3aco0by cnig MPOKOHCYNBTYBATMCA 3 NliKapeM. He MOYKHa HAaHOCUTU reflb Ha CM30Bi 0O0MOHKMK, NopPan
3i CNM30BUMM 0OOSTOHKaMU, Ha ryou, Hi3api, AiNaHKM 6ing o4en, cTaTeBMX OPraHiB Ta aHalbHOro
OTBOPY, @ TAKOXX Ha MOLUKOOXEHY, 3ananeHy abo nogpasHeHy WKipy. Y pa3i NoTpargHHSA reto Ha
3a3HaYeHi OinaHKM HeobXigHO HEramHO 3MUTU JTIKAPCbKMM 3acCib BEMMKOK KiNTbKICTIO YMCTOT BOAMW.

[Micna 3acTtocyBaHHA rento JapdeH® lento HeobxigHO 3aBXXAN MUTU PYKU, AKLLO BOHU He € 06'eKTOM
NIKYBaHHS.

[MoW KOBTaHHI NiKapCbKOro 3acoby naLieHTy HeoOXioHO HeramHo 3BepPHYTUCA 00 Nikaps abo 0o
HaMONMKYOIo MYHKTY HEBIAKMNAOHOI 4OMOMOTW.

Ha Micue HaHeceHHa refto He MOYXHa Hak/lagaTu repMeTnyHy I’IOB’S:BKy.

[MOTPIOHO MPUMMHUTM 3aCTOCYBaAHHA Y pa3i MOaBUM BUCKMY abo Nogpa3HeHHa Ta 3BePHYTUCb 40
niKaps.

HebaxkaHi peakLii MOYXHa 3MEHLLUMTU, 3aCTOCOBYIOUYMN MiHIMaNbHY edeKTUBHY 403y MPOTATOM
HaMKOPOTLLOro nepioay 4acy.

Mpwn noasi Byab-akmnx HebaXKaHMX edeKTIB, a TAKOXK Yy pa3i BiACYTHOCTI NMoKpaLleHHa abo npwu
MOripLWeHHI CTaHy, MaLEHTY HeObXiOHO 3BEePHYTMCSA 00 Nikaps.

3acTocyBaHHsA JapdeH® lento, aK i iHWMX NiKiB, WO MPUrHIYYIOTb CUHTE3 LIMKOOKCUTreHasn/
MNPOCTarnaHOuHIB, MOXe MOoPYLLMTU GEePTUITBbHICTb, XO4a Taka MMOBIPHICTb An1a HIM33, npu3HayveHnx
0719 MICLLEBOIO 3aCTOCYBaHHYA, € MEHLLOK MOPIBHAHO 3 MepopanbHUMM NpenapatamMu. 19 KIHOK,
AKMM CK/1agHO 3aBariTHiITM abo aKi NpoxoaaTb OOCNIOYKEHHA Ha GePTUMBbHICTb, MOXe BYyTU OOLINTbHUM
MPUMNMHEHHS 3aCTOoCyBaHHA npenapaty dapdpeH® lenb.

Y MaLui€eHTIB, XBOPUX Ha BpPOHXIanbHYy aCcTMY, CiIHHY rapsaydKy, XPOHIYHY XBOPOOY NereHb, Ta y NaLLieHTIB i3
rinepyyTIMBICTIO OO aHANbreTUKIB Ta NPOTUPEBMATUYHMX MPenapaTiB € OINbWNM PU3MK PO3BUTKY
aCTMaTUYHMX HaMaaiB, HabpPAKY CNM30BOI 0O0NOHKM (HabpaK KBiHKe) abo KPOMUB'AHKW, HiXK B iHLLMX
navuieHTiB. CUCTEMHE BCMOKTYBaHHA iBynpodeHy Npu MicLEeBOMY 3aCTOCYBaHHI MeHLLE, HiXK MpWn
MnepopanbHOMY 3aCTOCYBaHHI, TOMY 3a3Ha4YeH| YCKNaaHEHHA MOYXYTb BUHMKATU PIaKO. 3aCTOCYBaHHSA
NiIKapCbKOro 3acoby TakMM MaLuieHTaM cnig 34iNCcHI0BaTK Nifg KOHTROIEM MiKaps.

HeobxigHO 3BEepHYTM yBary Ha Te, LWob OiTn He TopKanca OinaHOK LWKipKW, Ha 9Ki HaHeceHnmn
NiKapcbkni 3acib.

HiNnaHKM WKipKW, Ha 9Ki HAHOCUTbCA NiKAPCbKMM 3acib, He cnig NiggaBaTy TPMBaOMYy BMNMBY
COHAYHOTrO CBITNa, WOO YHUKHYTU GOTOUYTTMBOCTI LUKIPW.

3acTocyBaHHA y Nepiog BariTHOCTI abo rogyBaHHA rpyanto.

Be3neyHicTb 3aCcToCyBaHHA ibynpodeHy y nepion BaritTHOCTI Yy Ntogen onmcaHa HegoCTaTHbO. Y
OOCMIOXeHHAxX Ha TBapMHaXx i3 3aCTOCYBaHHAM MepopaibHOro NiKapCbKOro 3acoby TepaToreHHMx
edeKTIB HE BUABNEHO.

|6ynpodeH Ta Moro MeTaboniTM NMPOHMKATb Y rpyAHE MOJTOKO, TOMY 3aCTOCOBYBATU LLEW NiKapCbKNI
3acib y nepiof rooyBaHHSA rpyaalo He peKoOMeHOY€ETbCS.

JTikapcbkKnii 3acib He peKoMeHayeTbCa 3acTocoByBaTU Y | Ta |l TpmMecTpi BariTHOCTI abo y nepion
rogyBaHHSA rpyaato. JTiKapcbkni 3acib npoTunokasaHunm y |l TpmMecTpi, OCKINbKM Y BUMaaKy
OOCTaTHbOI CUCTEMHOI KOHLUEeHTPAaLUIT NiABULLYETLCA PU3MK 3aTPUMKKM MNOMOTIB, NepeagyacHOro
3aKpPUTTA apTepiaibHOI MPOTOKW, MOABM KPOBOTEY| Y MaTepi i HOBOHAPOOXEeHOro i HabpaKiB y MaTepi.

34aTHICTb BNJIMBAaTU HAa LWUBUAKICTb peaKuii Npu KepyBaHHI aBTOTPAHCMNOPTOM a60 iHWIMMM
MeXxaHi3MaMu.
He BCTaHOBMeHa.

Cnoci6 3acTocyBaHHA Ta A03M.

TiNbKKM ONAa 30BHILLHbOMO 3aCTOCYBaHHS.

3anagHu oTBIp TYOM HEOOBXIOHO MPOKOMOTU LUMMOM, LLLO 3HAXOAMNTbCA Y BEPXHIM 30BHILLUHIN YaCTUHI
KOBMa4Ka.

[MPpU KOXXHOMY 3aCTOCYBaHHI BUKOPUCTOBYBATU 1-7 CM refito 3 Tyou, Wwo MictmuTb 50 rabo 100 r rento, Ta
4-10 c™M 3 TyOU, WO MIicTUTb 15 1 rento.

HaHecTun renb Ha 601bOBY AINAHKY 3 NoAasbLLUMM NE€rKUM BTUPAHHAM 40 MOBHOMO BCMOKTYBaHHSA. Y
pa3i HeobxiOHOCTI 3aCTOCOBYBATK A0 3 pPa3iB Ha O00Y, ane He YacTille, HiXK Yepe3 KOXKHI 4 roamnHu.
AKLWO Yepes ABa TMXKHI MOKPaALWLEHHA CTaHy HEe CNOCTEPIraETbca, CNig 3BepHYTMCA A0 Nikaps. Ha Micue
HaHECEeHHS refito He MOYXXHa HaKMNagaTy MOB'A3KY.

aitwn.
JTikapCbkKMi 3acib MPOTUMNOKAa3aHMM A9 3aCTOCYBaHHA OiTAM BiKOM 00 12 poKiB.

Nepepo3syBaHHA.

IMOBIPHICTb Nepeao3yBaHHA MPW 3aCTOCYBaHHI ibynpodeHy y dopMi rento g9 30BHILLHbOro
3aCTOCyBaHHA He3HavHa. OgHaK Npu nepego3yBaHHI MOXXTMBI MOBIYHI edpeKTU, AKi CMOoCTepIraoTbCs
MNPV CUCTEMHOMY 3aCTOCYBaHHI ibynpodeHy (ancnencunyHi aBmLLa; HyOoTa, nedia, 6ntoBaHHS,
MEeTEOPU3M; LWWKIPHI anepridHi peakuii; ronoBHWM Binb, COHNMBICTb, 3aNaMOpPOYeHHSa; apTepiasbHa
rinoTeH3iqa). Y pa3i nogBm CUMMTOMIB Mepeno3lyBaHHA cnig NpUnMHMTU 3aCTOCYBaHHSA NIKApPCbKOro
3aco0by Ta 3BepHyTMCA A0 nikap4a. Npu nepeBuLLEHHI peKOMeHO0BaHOoI 403U Clid 3MUTK reflb BOOOH0.
CneundivyHMM aHTUOOT HEBIOOMUIM. [TOKa3aHa KopeKLUia eNeKTponiTHOro 6anaHcy.

Mo6iuHi peakuii.

3 60Ky WKIipW | NiOLWKIPHOT KMITKOBUMHW: peaKLLii rnepYyyTnnMBOCTI, LLLO MOXXYTb MPOoAaBAAaTMCA Y POPMI
LUKIPHUX Mypnypu, Habpaky KBiHke, ByNbo3HMX OepMaTo3iB (BKOYaAOUM enigepManbHUM HEKPOSI3 Ta
MYNbTUPOPMHY €pUTEMY); MOYEPBOHIHHSA LLKIPW, MOAPA3HEHHS LWKIPW. HanyacTilwe crnocTepiratoTbCs
Taki MopyLeHHSa 3 6OKY LLUKipW: BUCUMU, KPOMUB'AHKA, CBEPOIK, CyXiCTb LWKIpKW, BiO4yTTa NediHHg,
KOHTaKTHUIM OepMaTuT.

3 BOKY AMNXaNbHOI CUCTEMU, OPraHIB FPYAHOI KNITKM Ta CepeaoCTiHHA: peaKLuii rinepyyTnmMBOCTI Y
BUMNAai MPUCTYNiB BpoHXianbHOI acTMKM abo noriplueHHa i nepebiry, 3agULLKM, ANCnHoe Ta
OPOHXOCMA3MYy MOXXYTb BUHMKATWM Y MALLIEHTIB, AKi MatoTb Hanaau 6poHxianbHOI acTMKM abo aneprivHi
3aXBOPIOBAHHA B aHaMHe3I.

3 GOKY LWTYHKOBO-KMLLKOBOIO TPAKTY 3a/1eXXHO Bif, KiJIbKOCTi HAHECEHOr O resto, OiNAaHKM HaHeCeHH4,
LLITICHOCTI WWKIPW, TPWMBANOCTI NTIKYyBaHHA, HAABHOCTI OKJTHO3IMHOI MOB'A3KMN MOXXJTMBI, XO4a |
MasTIOMMOBIPHI: 6iflb Yy YXMBOTI, AMCAenciq.

3 BGOKY HMPOK i CEYOBUBIOHMX LUAAXIB: MOPYLUEHHA QYHKLLIT HUPOK Y MaLLIEHTIB i3 3aXBOPOBAHHAM
HUPOK B aHaMHe3I.

3 BOKY IMYHHOI CUCTEMU: peaKLLii rnep4yyTnMBOCTI, BKAOYatoUM aHadIiNaKTUYHMN LLOK,
AHMOHEBPOTUUYHUM HabPaK Ta HecneundiuHi anepridHi peakLii.

IHLWIi ccTeMHi MoBiYHI peakuii Ha HIM33 3anexkaTb Bif, KiJIbKOCTI HAHECEeHOoro refto, NoLi HaHeCeHH4,
LLITICHOCTI WKIipW, TPMBANOCTI NTIKyBaHHSA, BUKOPUCTAaHHA repMeTUYHOI MOB'a3KMW.

MoBigoMneHHA NpPOo Niao3ploBaHi NO6IYHI peakKuii.

[MoBigOMMNEHHSA NPO Nigo3ptoBaHi MOBIYHI peaKLii MicNa peecTpaLii NiKapCbKOro 3acoby € BaXK/1MBOIO
npouenypoto. Lle 4o3Bongae npoaos» yBaTU MOHITOPUHT CMiBBIOHOLWEHHA «KOPUCTL/PU3UK» O
BiOMOBIOHOMO NiKapcbKoro 3acoby. MegmyHMM NpauiBHMKAM HEObXigAHO MOBIAOMAATY MPo Byab-aKi
Migo3ptoBaHi MODBIYHI peaKLii Yepes HalioHalbHY CUCTEMY MOBIOOMJIEHD.

TepMiH NpUAATHOCTI. 2 POKW.

YMoBMU 36€epiraHHS.

36epiraTv B OpUriHabHIM YMaKOBLL NpW TeMnepaTypi He BuLle 25 °C. 36epiratv y HeOOCTYNHOMY 04
airen MicLi.

HecyMicHicTb.

He 3acTtocoByBaTK 3 iIHLLUMMUM NIKAaPCbKMMKM 3aCc0baMmM MiCLLEBOIO 3aCTOCYBaHHS.
YnakoBkKa.

[Mo15ra6ono50r,abo no 100 ry Ty6i; mo 1 Ty6i B mavu,.

KaTeropiga Bignycky. 6e3 peLenTa.

BUpo6bHUK. NPpAT «DapMaueBTUYHa PipMa «[dapHnua».

Micue3Haxom)XeHHS BUPO6HMKaA Ta agpeca Micua NpoBag)XXeHHA NMOoro AiasibHOCTI.
YKpaiHa, 02093, M. KuniB, ByS. bopucninbcbka, 13.

HaTta octaHHboro nepernany. 23.03.2021.



