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NMHCTPYKIMA
M0 MeHILHHCKOMY MPHMEHEHHIO JIEKAPCTBEHHOIo npenapara
BPUMOI'EH
(BRIMOGEN)

Toprosoe nazganne: BPUMOI'EH (BRIMOGEN)

MezKkayHAPOAHOE HeNATeHTOBAHHOE Ha3BaHHe: OPUMOHHINH

JlexapcTBennasi ¢popma: Kaniu riasHeie, pacTBop.

Cocras:

1 MJ1 pacTBOpa COAEPIKHT:

deticmeylowjee eujecmeo: OPUMOHUIMHA TapTPaTa 2 MT;

gcnomozamevHble Geujecmea: OEH3ANKOHUS XJIOPHA; CIUPT MOJMBMHUIIOBBIN; HATPUS XJIOpU; HATpHA
LATPAT; KHCIOTA JMMOHHAs, MOHorujpar; |M pacTBOp HaTpus THAPOKCHAA/25 Yo pacTBOP KMCIOTHI
XJIOPMCTOBOIOPOAHOM ([u1st Koppekuuu pH); Boaa Uit HHBEKLIUHA.

Onucaumue: np03paqH1>11‘/'1 pacTtBop, OT cjerkKa XejaToBaToro 10 3€JIEHOBATO-KEJITOTO LIBETA, 0e3 BUJAUMBIX
yacCTHUlIl.

dapmakoTepaneBTHYECKAs Ipynna
Cumnaromumetuku s nedenus ramaykomsl. Kog ATX SO1E A0S.

dapmakoJoruyecKue cBoicTBa

DapmaKkoOuHamuka

BpUMOHMIMH SABMAETCS arOHHCTOM 0-2-ajipeHeprudeckoro peuentopa. CpoacTBO GPUMOHMAMHA K -2-
anpeHepruyeckum peuenrtopam B 1000 pa3 Gosbine B CpaBHEHHH CO CPOJICTBOM K 0.-1- apeHepruyeckum
peuenropaM. braronapst aTomy OpUMOHUAMH NMPUBOJUT K OTCYTCTBHIO MHUJIpHa3a M Ba30KOHCTPUKIIMH B
MHKPOCOCY/IaX, CBSI3aHHBIX C KCEHOT€HHBIMU TPAHCIIAHTATaMK Y€JI0OBEYECKOro peTHHA.

MecTHOe mNpUMeHeHHe OpMMOHMIMHA TapTpara CHIDKaeT BHyTpuriasHoe aasnenne (BI'D) ¢
MHHHUMAaJIbHBIM BJIMSHUEM Ha paboTy cep/le4HO-COCYAMCTON CUCTEMBI U OPTaHOB JIbIXaHHUS.

OrpaHMuYeHHBIE JaHHBIE KACATEJIbHO NMPUMEHEHMs fpernapara MalueHTaM ¢ OpOHXMajbHOM acTMOH He
MOATBEPINIA BOSHUKHOBEHUS MTOOOYHBIX ACHCTBUIA.

MecTHO mpuMeHseMblii OpPUMOHHMIMHA TapTpaT XapakTepu3yeTcs OBICTPHIM HauyalloM JCHCTBHUs, a €ro
MaKCHMajlbHOE TUIOTEH3MBHOE JEHCTBME BO3HMKAeT yepe3 2 wyaca Mocje BBeJeHMs J03bl. B aByX
KJIMHUYECKUX KCCIIEIOBAHMAX, MPOBEJCHHBIX B T€YEHHE roja, OpMMOHMAMHA TapTpaT CHU3UJ 3HAYECHHE
BI'Jl npumepHO Ha 4-6 MM pTYTHOTrO cToJba.

CornacHo (GmoopopOTOMETPUYECKAM HCCIIEAOBAHUSAM Ha JKMBOTHBIX M TPH y4yacTHH J0OPOBOIIBLECB,
OpUMOHHMIMHA TapTpaT MPOSBJIAET ABOMHON MexaHu3M JeiicTBus. BeposATHO, OpUMOHHMIMH CHUXKAET
BHYTPHIJIA3HOE [aBJICHHE TIyTeM YMEHBLICHUS CUHTE3a BHYTPUIJIA3HOM IKMJIKOCTH W YCHIICHUS
YBEOCKJIEpaIbHOI0 OTTOKA.

KnvHuueckue WCClIeN0BaHMsS —MOATBEPKAAIOT, YTO OPUMOHMIMHA TapTPaT MOXKHO SP(HEKTUBHO
KOMOMHHMpPOBaTh ¢ OeTa-aApeHo0I0KaTOpaMH AJIsi MECTHOrO npuMeHeHus. KpaTkocpouHble KIMHHYECKHEe
MCCIIeJOBaHUS TMOATBEPIKAAIOT TakKe, YTO OpUMOHHUIMHA TapTpart, COAEpKallMHCA B TJIa3HbIX Karux,
OKa3bIBaeT CYLIECTBEHHOE KIMHMYECKOE aJJIUTUBHOE JEHCTBHE B COUETAHUH C TPABOMPOCTOM (6 HEzleNb) 1
JIATaHOMPOCTOM (3 mMecsLa).

DapmakoKuHemuka

Bcacwvieanue u pacnpeoenenue

TTocne 10 nHeii BBeeHHS B KOHBIOHKTHBAIBHBEIN Memmok 0,2 % pactBopa 2 pa3a B CyTKH HabiroJajnach
HU3Kas KOHLEHTpalus 6puMoHuHa B 1iazMe (Cpax COCTaBIISIIA B CPEAHEM 0,06 ur/mi).
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[Tocie MHOTOKpaTHOro MpUMeHeHus npenapara (2 pasa B CYTKH B teueHne 10 aHel) 3apMKCHPOBAHO
HeGoIbIIAs KyMyJIsilMs npenapata B KpoBu. [1nomans noa KpuBoii «miasMeHHas KOHUCHTpaLUA—BpeMs» B
teuenune 12 yacos npu paBHoBecHOM cocTosiuuu (AUC, - 12 wacon) COCTaBIsIA 0,31 HI 4/MJI MO CPABHEHUIO €
0,23 Hr-u/mMn mnocie BBeleHHs 1epBoil 103bl. CpelHHi TNEpUO  MONYBBIBEACHHA U3 ob1uero
KPOBOOGPAIIEHHs MOC/IE MECTHOTO BBEJCHMS NPenapaTa COCTABIIsI IPUMEPHO 3 yaca.

Ces3piBaHMe OPUMOHMIMHA ¢ OeIKaMM TJ1a3Mbl KPOBH I0CJIE MECTHOTO BBEAEHHMs COCTABIISIET NPUMEPHO
29 %.

B TKaHsX riaza GpUMMOHMAMH 0GPATMMO CBS3BIBACTCS C MENIAHMHOM in Vitro W in vivo. Ilocie 1ByX Heae/b
NPYMEHEHHs B I71a3a KOHUEHTPALMKM OPMMOHHMIMHA B PayKHOW 060J04YKe M COOCTBEHHOI COCYAMCTOMH
o6osouke rnasa 6b11M B 3—17 pas Bhllle, 4eM 10cie OJHOKPAaTHOM 103kl B ciiydae 0TCyTCTBHSA MeJIaHHHA
HaKOTIJICHUsI He HaboAaeTcs.

3HaueHHe CBA3BIBAHUS C MEIAHWHOM He BbIACHEHO. O/HAKO OMOMHMKPOCKONHYECKOME MHCCIe0BaHME
NAlMEeHTOB, MOJyYaBIIMX OpPUMOHHMIMHA TapTpaT B KallliX IIasHeIX 10 | roja, He Mokasano Haluvus
KAKMX-TMO0 CYIIECTBEHHBIX MOOOYHBIX pPEaKLMii OTHOCUTENIbHO ria3. Y 00e3bsiH, MOJyYyaBLUIMX O3Bl
MPUMEPHO B 4 pasa NpeBBILAIOIIME PEKOMEHAOBAHHYIO 103y OpMMOHMAMHA TapTpata, He OblLIo
BBISIBJICHO 3HAYUTEIbHOM I1a3HONH TOKCUYHOCTH.

Memabonuzm u evieedenue

V yenoBeka OPUMOHMIMH XOPOILIO BCACKIBAETCS M3 JKEJyJ0YHO-KUIIEYHOrO TPaKTa M OBICTPO BBIBOIMTCS
mociie nepopaibHoro npuema. CyiecTBeHHas 4acTh 03kl (0Kono 75 %) BBIBOJAMTCA ¢ MOYOH B BHIE
MeTaboJIMTOB 3a 5 JHel; HeM3MEeHEeHHBIH Mpernapar B Moue He oOHapy)keH. Pe3ynbTaThl UCClieJOBaHUI in
Vitro, KOTOpbIE NMPOBOAMUIIKNCH C UCTIOJIB30BAHUEM KMBOTHON U UEIOBEYECKOM NMEYEHH, CBUICTEIBCTBYIOT O
TOM, YTO €ro Meraboyiu3M O00YCJIOBJIEH MPEUMYIIECTBEHHO albJerujoKcuia3oi u uuroxpomom P450.
Cuuraercs, YTO CUCTEMHOE BbIBEJICHUE B OCHOBHOM 00YCJIOBJICHO EYEHOYHBIM METa0O0IU3MOM.
Kunemuuecxuii npoghuns

[Tocie oaHOKpaTHOro mnpuMeHeHus mnpenapata B go3ze 0,08 %, 0,2 % u 0,5 % He oOHapyKeHbI
CYIIECTBEHHbIE OTKIOHEHHs OT MPOMOPLIUOHATBHON 3aBUCUMOCTH MEXKY KOHIIEHTpALUEH B M1azMe KpoBH
C o1 ATIC,

DapmaxokurHemura 6 0cobvix 2pynnax nayueHmoes

IHayuenmul noscunozo éo3pacma.

Cmax, AUC u mepuoa nojyBeIBEACHUS] OPMMOHHUANWHA MOC/IE OJHOKPATHOW 03Bl MOJOOHBIE y MALMEHTOB
MOKUJIOro Bo3pacta (0T 65 5eT u cTapuie) U y MJIAAIUX M0 BO3pPACTy MAalMEHTOB, YTO yKa3bIBAaeT Ha TO,
4TO BO3PACT HE BJIUSET HA €r0 CUCTEMHYIO a0COPOIMIO U ITUMHUHALMIO.

KnuHuueckue uccnenoBanusi, KOTOpble JUIMINUCH 3 Mecsla, ¢ y4acTHEM MALMEHTOB IMOXKUIIOr0 BO3pacTa,
NOATBEPANIH, UTO olLlee Bo3aeicTBUE OpUMOHU/IMHA OBl OUEHb HE3HAUUTEIIBHO.

) J b

IToka3aHusi K NpUMEHEHHIO

CHuKeHUe MOBBIIIEHHOT0 BHYTpUria3zHoro aasienus (B/IIY) y naieHToB ¢ OTKPBITOYTOJIbHOM IJIayKOMO

WM 0 TaIbMOTUNIEPTEH3UEH.

- Kak MoHoTepanust y mauMeHToB, JUII KOTOPBIX MECTHOE MNpUMEeHeHHe Oera-0110KkaTopoB
MPOTUBOINOKA3aHO.

- Ilpy KOMOMHMpDOBAaHHOM JIEYEHUM C JPYTUMM JIEKAPCTBEHHBIMU CPEJCTBAMM, CHIKAIOLIMMU
BHYTPHUIJIA3HOE JaBJEHHE, €CJIM CHUKEHHUE NABICHHS C PUMEHEHUEM ITUX MPENapaToB HEAOCTATOYHO.

Cnocob npuMeHeHHsI ¥ 103bI

JLy1st MECTHOTO NPUMEHEHHs B 0(TaTIbMOJIOTHH.

[Tpu ucnonp3oBaHuu 6oJiee YeM OJTHOrO OPTATBLMONIOTMUECKOTO JIEKAPCTBEHHOIO CPE/ICTBA PEKOMEHYeTCs
Co0JTI0IeHHE TIEPEPHIBOB MEKY X MPUMEHEHHUEM He MeHee 5—15 MHUHYT.

Kak ¥ B clyyae NpUMEHEHHMs MOOBIX APYTHMX IVIA3HBIX Karesb, Ul yMEHbLIEHHS BO3MOXKHON CHCTEMHOM
abcopOiy OpUMOHK/IMHA, Cpa3y MOCje 3aKarblBaHUs JEKaPCTBEHHOTO CPEICTBA PEKOMEHYETCS NpHKATh
W YJepKMBATh B TEUEHMH OJIHOM MHHYTBI CII€3HbI MEIIOK HA BHYTPEHHEM yIJly riiasa (HaxaThe Cle3HOM
TOYKHM). DTO JeHCTBHE ClIelyeT BBIMOJHATD Cpa3y Mocje BBEJEHHUs KaXKI0# Karly.
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Bspocivle, 6kn104as nayuenmos NOJICUN020 6ospacma | R i s i, RSP
PekoMeHIyeTcsl TMPUMEHEHHe | Kamjiv JIeKapCTBEHHOTO CpeACTBa B IU1a3 (rma3a) 2 pasa B CyTKM C
NepepEIBOM MpUMepHO 12 4acoB. s NalMEeHTOB MOKHKIOr0 BO3pacTa KOPpEKLMA A03bI HE TpebyeTcs.
Iayuenmot ¢ napyuienuem QyHKyuu nevenu u no4ex

He npoBOAMIMCH MCCIIENOBAHMS TPUMEHEHHMs JIEKApCTBEHHOrO CpEeACTBA MAlMEHTaM C HapyLIEHUSAMH
(GYHKLMM NIEYEHH UK MOYEK.

Hern

Y noapoctkos (0T 12 1o 17 neT) KIMHAYECKMX MCCIIeI0BaHUIl HE POBOMIIOC.

BpuMoreH He peKOMeHAyeTcs Ui AeTed miamme 12 JeT ¥ NPOTHBONOKA3aH HOBOPOKACHHBIM
miafeHuam (muaame 2 net). M3BecTHO, 4TO y HOBOPOXKICHHBIX MOIYT BO3HHMKATB TAKEIIBIC noOoYHbIE
peakLu.

BesonacHoCTh U 3 (PEKTUBHOCTD y JAETEH HE yCTAHOBJICHBI.

IlobouHoe oeiicmeue

HauGosee 4acTo BO3HUKAIOT (BeTpeyarotes y 22-25% nauueHToB) Takue MoO0YHbIe ISHCTBHS KaK CYyXOCTh
BO PTY, TMIIEPEMHs M UYBCTBO JKOKEHHS/MOKaNbIBaHMs r71a3. OHM OOBIMHO MPOXOJSIIHE M OOBIYHO He
UMEIOT CEPBE3HOCTH, TPeOYIoLIel MpeKpalleH s JTeYEeHUs.

CHMIITOMBI aJIEPrHYECKMX Peakiuii cO CTOPOHBI 71a3 BeTpeyanuch y 12,7 % mauneHToB, y4acTBOBABIINX
B KIMHMYeCKHX wuccnenoBanusx (y 11,5 % Boi3biBas aOGCTHHeHTHBIH cubapom). Takue peakuuu B
OONBLIMHCTBE CJIy4aeB BO3HUKAIM MEXKIY 3-M U 9-M MecsAamu JieueHuUsI.

B Ka[0i HWKENPHUBEACHHOMN IPpyIIe HeXeNaTelbHble ABJIEHHUs ONpPEICIeHbl B MOPANKE YMEHBIICHUS NX
cepbesHocTd. YacToTa BOSHMKHOBEHHMs MOOOYHBIX 3(Q(eKToB Kiaccupuuupyercs Cleiylouum oOpa3zoM:
ouenp gacto (> 1/10) wacro (ot >1/100 g0 <1/10); neuacro (<1/100); peako (ot >1/1000 no <1/100); ouennb
pexko (<1/10000); Hen3BeCTHO (YACTOTA HE MOXKET OBITH OLEHEHA 0 UMEIOLIUMCS JIAHHBIM).

Co cmopoHbl UMMYHHOTU CUCMeMbl. HEYACTO - CHCTEMHBIE aJIEPrUuiecKre peaklinH.

Co cmoponvl ncuxuxu: HEYacTo — NENpPeccus; OUeHb PeKO — OECCOHHHUIIA.

Co cmoponwt HepeHotl cucmemvl: OUYEHb YacTO — roJoBHas 00JIb, COHJIMBOCTB; YacTO — rOJIOBOKPYIKCHHE,
HapyIleHHUe BKyca; OUYeHb PEJIKO - MOTEPsl CO3ZHAHMS.

Co cmoponvt opzanoé 3penus; 0O4eHb YacTo — pasjipaskeHue ria3 (rMrepeMus, jdOKeHHe U MOKajbIBaHuUE,
3yJ, ONIyIIEHHE WHOPOJHOTO Tena, (ONMKyNe3 KOHBIOHKTHMBEI), HEUYETKOCTh 3PEHHMs, alepruyeckuii
Onedaput, amiepradeckuii 61eapoOKOHBIOHKTUBUT, aAJUIEPIHYECKUi KOHBIOHKTHBUT, ajljepruyeckas
peakuys ri1a3 U GOJUTMKYJIAPHBIA KOHBIOHKTUBHT; YacTO — MECTHOE pasJpakeHue (OTeK W MOKPAaCHEHHe
BEK, BOCIAJIEHHE KPAeB BEK, OTEK KOHBIOHKTUBBI U HAJIMUME BBIJENEHUI W3 KOHBIOHKTUBAIBHOIO MELIKA,
GoNb B Iya3ax M cie3oTedeHue), POTOYyBCTBHTENBHOCTh, MOBPEXKJICHUE (3PO3UA) M HM3MEHEHUE LIBETA
ATIUTENHS POTOBMIIBI, CYXOCTh I'J1a3, 6J1eJHOCTh KOHBIOHKTUBBI, HapyIlIeHHEe 3pEHHUsI, KOHbBIOHKTUBHUT; O4€Hb
PEIKO — UPUT, MUO3.

Co cmoponst cepoya: HEYacTo — cepaleduenHne /aputmust (B TOM yuciie Opajkapaus ¥ Taxukapaus).

Co cmopoHvl cocy0o8: OYEHb PEIKO — TMIEPTEH3Us, TUTIOTEH3HS.

Co cmoponbl ObiIXamenbHol cucmemyl, OP2aHo8 2pYOHOU KIemKu u cpeoocmenus. 4acTo — CUMITOMBI CO
CTOPOHBI BEPXHHX JbIXATEJIbHBIX MyTei; HEYaCTO — CyXOCTh CIM3UCTON 000I0UKM HOCA; PEJIKO — OIBILIKA.
Co cmoponbl XHcenyO00YHO-KUULeYHO20 MPAKMA. 0YE€Hb YaCTO — CYXOCTh CIIU3UCTOH 000JI0YKH MOJIOCTH PTa;
4acTo — JKeyJOYHO-KHUIIEYHbIE pacCTPONCTBA.

Obwue paccmpoiicmea u paccmpoiicmea 6 mecme 66e0eHusl; O4€Hb YaCTO — YCTaJIOCTh; YaCTO — aCTECHMUS.
Huxe npusesensl nodouHslie 3 dekTsl, KOTOpbIE HAOIO AN B IEPUOJL TOCTMAPKETUHIOBOTO MPUMEHEHHS
GPUMOHHM/IMHA TApTpaTa B BUJE PAacTBOpA IIA3HBIX Karesb B KIMHMYECKOH npakTHke. OTYeThbl OCHOBAHEI
Ha J00pPOBOJILHBIX COOOIICHUSX HEU3BECTHOrO OT HEM3BECTHOTO KOJIMYECTBA MALMEHTOB, TMO3TOMY
HEBO3MOHO OLEHUTH YaCTOTY UX BO3HUKHOBEHHUS.

Co cmoponvl op2anog 3penus: APUIOUMKINT (NepeIHUi YBEUT), 3y BEK.

Co cmoponwt K0JiCU U NOOKOJICHLIX MKaHell: KOKHBIE peaKiiy, BKIIOUas IpUTemMy, OTeK JnLa, 3y, ChIlb U
paciIMpeHne KpOBEHOCHBIX COCY/IOB.



y HOBOpO)KI[eHHBIX U MIIaJCHLEB, y KOTOprX BJIEMEHTOM Tepam/m BpO)KIIeHHOFI FﬂayKOMLI 6I>IHO
an/IMeHCHI’le 6pl/IMOHI/IIU/IHa, Haﬁfl}O)laﬂl/ICL CUMIITOMBI Hepeﬂ03l/lpOBKI/I TaKue€ KakK nOTCpﬂ CO3HaHu4,
J'ICTapFl/Iﬂ, COHJIUBOCTD, CHUKXECHUEC apTepl/IaﬂbHOFO JaBJICHUA, BAJIOCTb, 6paﬂl/11<ap)1ml, FHHOTepMI/lH, [IUAHO3,

0J1IeIHOCTb, YTHETEHHE NbIXaHWs U allHOI.

Badicno  coobuiams 0  nOO03PeBAEMBIX  HENHCEIAME/IbHbIX — PeAKWuAx nocie  pecucmpawui
JICKAPCMEEHHO20 NPenapama ¢ Ueavio 00eCneYeHus HenpepobléHo20 MOHUMOPUHSA COOMHOUWEHUA
«NONB3A-PUCKY»  JleKapcmeenHo2o0 npenapama. Meouyunckum — compyoHuKam PEeKOMeHOyemcs
coobuums 0 J1I00bIX NO003PECAEMBIX HENCEAMENbHbIX PEeAKUUAX JIeKAPCHEEHHO20 cpeocmea u
HeIppexmusnocmu nekapcmeennvix cpedocme ¢ Pecnybnukanckoe ynumapHnoe npeonpuamue «Ilenmp
IKCnepmu3 u UCRbIMAHUIL 8 30pagooxpanenuuy, www.rceth.by.

IIpoTuBONOKA3aHHUSA

- TToBpilIeHHAS YYBCTBUTEIBHOCTD K JI€HCTBYIOIEMY BEIECTBY HIIM JPYrMM KOMIIOHEHTaM Mpernapara.

- HoBoposkaeHHbIe U MJIaieHLIbI (Mlazmie 2 JeT).

- OJHOBpPEMEHHOE MPUMEHEHHE C MHrUOUTOpaMHu MoHoaMHHOOKcHaasbl (MAQ) u aHTHIENpeccaHTaMH,
KOTOpbIe BIMSIOT Ha HOpaJpeHepruyecKyro mnepejgady (Harmpumep, TPUIMKINYECKHE aHTHENPECCAHTHI,
MUAHCEPUH).

Ilepeno3upoBka

Ilepedo3zupoeka npu 0ghmanbMon02uveckom npumeHeHuu (63pocavie).

B noay4eHHBIX COOOIIEHUAX OOBIYHO YKa3blBAIOCh O CIy4asX, KOTOpbIE yxe OblIM ONMCaHbl Kak
noOOYHBIE peaKLMH.

Cucmemnas nepe0o3uposKa 6ciedcmeue CyyaiHo20 npo2iamvleanus (63pocivle).

CylecTBYIOT OrpaHUYEHHBIE JaHHbIE O CIy4ailHOM TpHeMe BHYTPbh OpHUMOHMIMHA B3POCIBIMH
nauueHTaMyd. EJMHCTBEHHBIM MOOOYHBIM JCHCTBHEM, O KOTOPOM C€OOOIIANOCh, OBIIO TIMIOTEH3HS.
Coo01manock, YTo JaHHBIM 3MU30/1 COMPOBOXKIAJICS PUKOIIETHON I'MIIEPTEH3HEN.

Jleuenue nepopasibHOM MEPEeJO3UPOBKU BKIIOUACT MOAJCPKMBAIOLLYIO TEPANnui0 W CUMITOMATHUYECKOE
nevyeHue; HeoOX0MMO 00ecreynTh MPOXOAUMOCTD AbIXAaTE/IbHBIX MTyTEH NalUeHTa.

Coobmianock 0 nepeo3upoBKe JAPYrMMHU aib(a-2-arOHUCTaMHU, KOTOpPbI€ BBI3BIBAJIM MPH TMPUEME BHYTPb
TaKue CUMIITOMBI KaK THIIOTEH3Msl, aCTEHUs, PBOTA, JIETAprus, cejauus, OpaauKapaus, apuTMHs, MHO3,
arHod, TMIOTOHUS, TUIIOTEPMUS, AbIXaTelIbHAsi HEJJOCTATOYHOCTh U CYI0pPOTH.

Ileouampuyeckas nonynayusi.

Coobumanock npo cepbe3Hbie Mo6ouHbIe 3P (EKThI Moc/e Cay4aifHOro MPUMEHEHHs Npenapara JAeTbMH.
[TaueHThl MCHbITHIBANKM cuMnToMbl yruetenus [[HC, kak npaBuio, nmpexojsllyl0o KOMY WM HU3KHH
YpOBEHb CO3HaHMs, JIETAPrHi0, COHJIMBOCTb, THIOTOHHUIO, OpaauKapIuio, TMIOTEPMHUIO, OJIETHOCTb,
YrHETEHHE JIBIXaHWs U alHo)d, U TPeOOBAIM rOCIUTAIM3AIMY B pEaHUMALIMOHHOE OT/Ie/IEHUe ¢ UHTyOauue
Mpu HaJIW4MKU nokazanuit. CoobIIanoch, YTO BCE MALIMEHTHI MOJHOCTHIO BBI3I0POBENH, OOBIYHO B TEUYEHHE
6-24 yacos.

Mepb! npeaocTOPOKHOCTH

Tonbko s mMecTHOro mpumeHeHusi B odranemonoruu. He nmpuHuMare BHYTpb M HE BBOJAUTH B BHJIE
UHBEKLIUI.

C netbMu B Bo3pacte 2 JeT M cTapiie, 0COOEHHO B BO3pacTe OT 2 0 7 jer w/uiu ¢ maccoid tena < 20 kr,
CIIEZlyeT OTHOCUTBCA C OCTOPOJKHOCTBIO M BHUMATENbHO CIEIUTh 33 HMUMU M3-3a BBICOKOW 4YacTOTHI M
TSHKECTH COHJIMBOCTH.

Creayer ¢ OCTOPOXKHOCTBIO TMPHUMEHATh Npenapar Mpu JICYEHHH TMMAlMEHTOB C TAKEIBIMU WK
HECTAOMIILHBIMHU ¥ HEKOHTPOJIMPYEMBIMH CEPAEYHO-COCYAUCTBIMHU 3a00/IEBAHUSIMH.

V HekoTopbix manueHtoB (12,7 %) B Xoze KIMHMYECKMX HCCIEJ0BaHMM HAOIOANNCh alllepruieckue
peakiu cO CTOPOHBI ryia3 mocnie npuemMa OpuMoHuaMHA. B ciyyae BO3HMKHOBEHMS ajljiepruveckux
peakiuii clieryeT npeKpaTuTh NpUMEHEHne OPUMOHKMIMHA.



OpMMOHMIMHA, HEKOTOPBIE M3 HUX OBLIH CBSI3aHBI C yBEJUYEHUEM BT

Cnesyer ¢ OCTOPOJKHOCTBIO MNPHUMEHSTH Tpernapar MauueHTam ¢ jenpeccueii, LepeOpaibHOW WU
KOPOHApHOI  HEeJ0CTaTOYHOCTBIO,  CHHAPOMOM  PeiiHo, OPTOCTATHYECKON  IMIOTEH3Well WK
00IUTEPUPYIOIUM TPOMOAHTUMTOM.

BuMsiHME JIEKApCTBEHHOTO CPE/ICTBA HA MALMEHTOB C NEUEHOYHOH WIIM MOYEYHOH HEJI0CTATOYHOCTRIO HE
MCCIIe0BANOCh, IMO3TOMY CliefyeT OBIThb OCTOPOXKHBIM TIpH INPUMEHEHHMH Tpernaparta MnalienTaM ¢
COOTBETCTBYIOIIUMH 3a00JI€BAHUSIMHU.

KoHcepBaHT, BXOJALIMIA B COCTaB JICKAPCTBEHHOrO Mpenapara, OCH3aJKOHMsA XJIOPUJ, MOXKET BbI3BATH
pasIpaXKeHHe ria3, CHMITOMBI «CyXOro riasa», OKasblBaTh BIMsHME Ha porosuly riasa. Ilo 3TOM
npuyKHe TpeGyeTcs TIAaTeIbHbIi MOHUTOPHMHT 3a MALMEHTOM MPH YacTOM U JJIMTELHOM MPUMEHEHUH
npenapata. CJeyeT ¢ OCTOPOKHOCTBIO HA3HAYAT MALMEHTaM C CUMIITOMaMH «CyXOro riasa» bpumoreH,
TaK KaK 0€H3aJKOHHUS XJIOPHUJL MOXKET BbI3BATh [MOBPEXKIEHHUE POrOBULIbL.

W3beraiite KOHTaKkTa ¢ MATKMMHM KOHTAKTHBIMHM JTWH3aMu. [lepen mprMeHEHHEM CHUMMTE KOHTAKTHBIC
JUH3bl U TIOJOKANTE HE MEHee 15 MHHYT repea MOBTOPHOW BCTABKOW. BEH3aJKOHHMS XJIOPUJ MOXKET
BBI3BAaTh M3MEHEHUE LIBETA WJIM 00eCLIBEYMBAHUE MATKMX KOHTAKTHBIX JIMH3.

BepeMeHHOCTH M epHO/I TPYAHOI0 BCKAPMJIHBAHHSA

bepemennocmo

Be30macHOCTh MCIIONIB30BaHKs GepeMEeHHBIM JKeHIIIMHAaM He yCTaHOBJeHa. B ucciienoBanusx Ha )KUBOTHBIX
OpUMOHM/MHA TapTpaT HE OKa3bIBal TepaToreHHblX 3(dekToB. bBpUIO TOKa3aHO, YTO Yy KPOJIMKOB
OpMMOHHWMHA TapTpaT B IJIa3Me Npu 0oJjiee BBICOKMX YPOBHSX, YEM JIOCTHUIaeTCs BO BpeMs Tepanuu y
JIOJIeH, BBI3BIBAET IMOBBIMIEHHYIO MPEAUMILIAHTALMOHHYIO MOTEPIO M CHMIKEHHE MOCTHATAJIbHOIO poOCTa.
[IpenapaT ciexyeT NpUMEHATh TOJBKO TOIJA, KOrjga O)KMAaemas I[oJib3a JIs MaTepd 3HAuYHUTEIbHO
MPEBbIIIACT MOTEHMAIBHBIA PUCK U1 MI0AA.

Ilepuoo epyoHo2o éckapmaueanus.

HeusBecTHO, NMpOHMKAeT JIW OPUMOHMUAMH B TPYJHOE MOJIOKO, MO3TOMY JIEKApCTBEHHBIH Mpenapar He
ClIeIyeT MPUMEHSTh B IEPHO KOPMIIEHUS TPYBIO.

Bausinne Ha cnocoGHOCTH YNPABJASTH ABTOMOOH/IEM H MeXaHH3MaMHU

BpuMOHMIUH MOXXET BBI3BATh OIIYIIEHHUE YCTAJIOCTH W/WIM COHJIMBOCTH, KOTOPBIE€ MOTYT BIIMATH Ha
CIOCOOHOCTh YNpaBJsiTh TPAHCIIOPTHBIMU CPEICTBAMM M JAPYITMMU MEXaHW3MaMH. BpUMOHMIMH MOXKET
TaKke MPUBOJUTH K HApYIIEHHIO OCTPOTHI 3PEHHMs W/MIM HEYETKOCTH 3pEeHHs, M IpensTCTBOBATH
CIMOCOOHOCTH yNPaBISATh TPAHCTIOPTHBIMHU CPEACTBAMU U 0OCITY)KMBATh MEXAHU3MBbI, 0OCOOEHHO HOUBIO MIIH
NpU YMEHBUIEHHOM OCBEIIEeHUH. [TalueHT 10JIKeH MOA0KAATh 1O UCYE3HOBEHHS 9TUX CUMIITOMOB, MPEXK /e
4eM MPUCTYNATh K YIPaBJIECHUIO TPAHCTIOPTHBIM CPEACTBOM MM 00CITYKUBAHUIO MEXaHHU3MOB.

B3aunMmopeiicTBHe ¢ IpyruMu JieKapcTBeHHBIMH CpeICTBAMH

[Ipenapat npoTHBONOKa3aH NalKEeHTaM, KOTOPbIe MPOXO/IAT JIeYeHHe ¢ NpUMeHeHneM HHruouTopos MAO,
Y MalyeHTam, NpUHUMAIOLIUM aHTH/IETIPECCaHTBhI, BIUSIOIINE Ha HOpaJpeHepruiecKyo nepeaady (To ecTh
TPULIMKIMYECKME aHTHIENIPECCAHThl U MUAHCEPHH).

Xotsa cneuuduyeckre 1ccae0BaHus B3aUMOJCUCTBUA OPMMOHUAMHA C JIEKAPCTBEHHBIMU CPEJICTBAMM HE
IPOBO/IMIIH, CJIEyeT YUUTHIBATh BOZMOXKHOCTD YCHIIeHHs d(dekTa JIeKapCTBEHHBIX CPECTB, YTHETAIOUIMX
ueHTpanbHyo HepBHyto cuctemy (LIHC) (ankorons, GapOuTypatsl, onuaThl, ceJaTUBHbIE MpenapaThl UIIU
AQHECTETUKH).

OTCYTCTBYIOT JIOCTyNHBbIE JaHHble OO0 YpOBHE LMPKYJUPYIOIIMX KaTeXOJaMHUHOB T[OCie IpuUema
bpumorena.

CrnemyeT ¢ OCTOPOXKHOCTBIO Ha3HA4yaTh MalMEHTaM, KOTOpPbI€ NPUHMMAIOT JICKAPCTBEHHBIE CPEACTBA,
BAMAIONIME HA MeTaGoJM3M M YBEJIMYMBAIOT KOHIEHTPALMIO aMMHOB B IIa3Me KpOBH (Hampumep,
XJIOPIIPOMa3uH, METUII()EHUIAT, PE3EPIINH).



[Tocne mpuMeHeHHs GPMMOHMIMHA Yy HEKOTOPBIX MAlMEHTOB HAOIIOJAIOCh HE3HAUMTENILHOE CHIDKCHHE
aprepuanbHoro aapienus. CreyerT ObITh OCTOPOXHBIMM, NPUMEHSs OPMMOHMIAMH OJHOBPEMEHHO C
AQHTUTUIIEPTEH3UBHBIM W/UIIU CEPJEYHBIMH IIMKO3UIaAMHU.

PekoMeH/IyeTest CoGMoaaTh OCTOPOKHOCTh B Havasle JiedeHns (MM NpH W3MEHEHUH JI03bl Npernapara) Bo
BpeMsi KOMOMHMPOBAHHOI Tepamnii ¢ CHCTEMHBIMU CPEACTBaMH (HE3aBHCHMO OT MX (hapMaLeBTHYECKOH
¢GopMbI), KOTOPBIE MOI'YT B3aUMO/EHCTBOBATh C ArOHMCTAMH a/ib(pa-aJpeHOPELICNITOPOB MM BIMATL HA MX
5 PEKTUBHOCTD, TO €CTh ATOHUCTAMH MJIM AHTArOHUCTAMH aJIpeHOPELIENTOPOB (HapUMep, U30TpEeHaMHa,
Npazo3uHa).

®opma BbINYCKA H YNIAKOBKA

Kariu rnasuele, pacTBop, 2 MI/mit

[To 5 MJI B HEMPO3PAYHOM TOJIUITHIEHOBOM (pIIAKOHE € KarneIbHULEH U3 MOJIUITHIIEHA ¥ 3aBUHYMBAIOIICHCS
KPBIIIKOM M3 MoJMaTHIIeHa Oestoro 1BeTa; o 1 wim no 3, uim no 6 (prakoHOB B KAPTOHHOM KOPOOKE.

YenoBusi XxpaHeHHsI
XpaHutb npu Temneparype He Boiie 25 °C.
XpaHUTh B HEJIOCTYITHOM JUJIsl IeTel MecTe.

Cpok rognocru

2 roja.

Cpok rogHOCTH 1ocje BCKphITUs (iakoHa - 28 JHei.

He npumeHsTh nociie OKOHYaHUsl CpOKa rOJAHOCTH.

JlaToii ucTeyeHus cpoKa roJJHOCTH SIBJIAETCS MOCIEAHMI IeHb YKa3aHHOTO MecsLia.

YcaoBus OTIyCKA U3 allTEeK
le/IMeHﬂTb 10 Ha3HAYCHHIO Bpaya.

IIpousBoauTeb (3asiBUTEIID)

IIpouseooumens, omeemcmeeHHbLI 30 KAYECMBO:
®@apmacenekt Mutepueiiun butaiinonrs 'm6X.
OpHer-Menxuop-TI'acee 20, 1020 Bena, ABcTpusi.
Tenedon/pakc: +43 178603860/+43 1786038620
OnexTpoHHas nouta: regulatory@pharmaselect.com

WUmnoprep u opranusauusi, ynoJTHOMO4eHHAsl IPUHUMATH NPETEH3HUH OT NOTPeduTeIs U ee
IOPHIHYECKHI aapec:

O61ecTBO ¢ OrpaHUUEHHON OTBETCTBEHHOCTRIO «[Tonbmeny,

yi. UrkenepHas, 1. 7, mom. 2, komH. 11, 220075, r. Munck, Pecny6inka Benapycs,

Tenl. (+375 17) 378-38-81, e-mail: office@polmedpharm.com





