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THCTPYKIIISA
JJIsE MEAHYHOI'0 3ACTOCY BAHHS nilcapcmcuro 3ac06y
COJIIAJIEIH AKTUB
(SOLPADEINE ACTIVE)

Crnao:

Oifoui pevoeuHU. MapaneTamot, Kohein;

1 Tabnerka mictuts S00 Mr napaneramony, 65 mr kodeiny;

donomioicni pevosunu. copbit (E 420), caxapur Harpito, HaTpir0 rijjpoxapOoHar, INOBIJIOH, HATPIiO
Jaypuicyib(par, IMMETHKOH, KHCIIOTa TMMOHHA Oe3Bo/iHa, HATPiI0 KapOoHaT 6e3BOIHHIA.

Jlikapcrka dpopma. Tabnetkn mumydi.
Ocnoeni hisuro-ximivni enacmusocmi: WIOCKi GUIOT0 KOJIBOPY TaONETKH 31 CKOIIEHHMH KpasiMH, PiBHI

3 01HOT0 GOKY Ta 3 JIHHIEIO PO3IOMY 3 IHILOTO.

DdapmakorepaneBTHYHA IPYIA.
Amnanretuky ta antanipetaka, Kog ATX NO2B E51.

DapmakonozidHi e1acmusocm,

Dapmaroounamika.
[Tapaneramon € ananreTukoM-antumiperukoM. Edekr ©Oasyerbes Ha inribysandi  cuHTe3y

npocTariianuHiB Yy nentpaneHii Heppopii cucremi (IITHC). Bnokyeanus cuuTE3y nepupepHUHHX
IpoCTarfJaHMuHIB € HEe3HAYHHM, TOMY Mapaieramol YacTKOBO INIXOMUThH JUIS MAIIEHTIB, A SKHX
GnoxyBanHs nepupepHUHHX NPOCTArIAHAHHIB € HeOakaHuM (HAUpPHKIAA, JUIS HALICHTIB, y SKHX B
aHamHe3i BiZMivasiach LTy HKOBO-KHIIIKOBA KPOBOTEYA).

Kodeiu 36ubiye edexrupricTs ananresil 3assxu 30y mxysaisHomy edexry na ITHC, 1o moxe ycysatu
IENpecilo, AKa 4acTo CyNpoBOIKYE OiIb.

Dapmaroxinemuxa.

[laparietamon Ta Kodein MBHAKO Ta Maibike MOBHICTIO a0copOYIOTECS Y HUTYHKOBO-KHIIKOBOMY TPAKTI.
PiBHOMIpHO pO3HOJUIETHCS [0 BCIX piAMHAX Opradismy. 3B’s3yBaHHs 3 OUIKaMM IUIa3MH KpOBI €

MIHIMAJIBHEM IIPH IPUHOMI B TEPaleBTHYHHX JI03aX.
[NaparetaMon Ta Koeln MeTaboMi3yOTECs NepeBaXKHO B MEUIHIl Ta BHAUISIOTECS i3 Ceuelo y BHITIAAL

TIPOAYKTIB IIEPETBOPEHHSL.

Kniniumi xapakTepuceruku.

Ioxazanns.

bine cepeiHboi Ta CHIBHOT iHTEHCHBHOCTI (rONIOBHUH Oib, MirpeHb, M’ A30BO-CKeIeTHHH Oiib, 01k y
M’si3ax, 3yOnuit Gise, ik micis BuaaieHHs 3yba ta 3ybHux npouenyp, 6uib y ropuii, nepioguunuii 61
i Yac MEHCTpyallii), rapsyka Ta OuIb micis BakiuHaii, niBUINeHa TeMIepaTypa Tijia.

Ilpomunoxasanna,
linepuyrnueicts J0 mapaneramony, Kocpemy abo 70 Oy IE-SIKOrO IHIIOTO KOMIIOHEHTA JIIKapCBKOTrO

3aco0y B aHaMHe3i; TAKKI OPyLICHH () 4i a/ab0 HHPOK; BpOJDKeHa rinepOinipyGinemis;
Y3rofpkeHo 3 matepianamu
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nedinur roko30-6-pochareriziporeHasu; aNKOroii3M; 3aXBOPIOBAHHS KpPOBi, BHpaXeHa aHeMis,
JIEUKONEHIs, CTaHM IiJBUIIEHOr0 30y UKEHHS, MOPYIIEHHS! CHY, eIiJeNcis; BHpaXeHe M BHIIEHHS
apTepianbHOro THCKY, OpraHiuHi 3aXBOPIOBAHHS CEPIEBO-CYJAUHHOI CHCTEMH, Y TOMY HHCII TKKHIHA
aTepocKiIepos, THKKA TilepToHiyHa XBOpoDa; JIEKOMIIEHCOBAHA CEpLEBa HEIOCTATHICTh, TOCTPHH
iHapkT Miokapya, napokcusMaibHa Taxikap/is, TiepTHpeo3, TOCTPHil MaHKPEeaTHT, THKKI dopMu
LYKpoBoro jiabery, riaykoma; Bik nmonaz 60 poxis,

He 3acrocosysaTu pazom 3 inribitopamu MoHoaminokcupasn (MAQO) Ta mpoTirom 2 THKHIB Iicis
NPUITMHEeHHs 3acTocyBaHus iHriditopie MAO,

IIpoTHnokazano nanieHTaM, AKi IpHAMAarOTh TPHIMKIITHI aHTHIenpecanTd abo GeTa-GI0KaTOpH.

Bzaemodin 3 inuumu nikapcokumu 3acobamu ma inwi 6uou 63aemooiil.

IIBuAKICT:E BCMOKTYBAHHS IIAPALETAMOJTY MOJXKE 301JIBIIYBATHCS IIPH 3aCTOCYBaHHI METOKJIOIpaMiTy
Ta JIOMIIEPHAOHY 1 3MEHIIyBaTHCA TIPH 3acTOCYBAHHI XONeCTHpaMiHy. AHTHKOAryJIAHTHHH edekr
BaphapuHy Ta iHIIMX KyMapHHiB i3 IiJBHIIEHHSIM PH3MKY KPOBOTEYI MOXKE HOCHIMTHCS BHACIIIOK
TPHUBAJIONO PETYJSPHOTO 3acTOCyBaHHs napateramony. [Ipuiiom pa3oBux 103 He NposBisge 3HAYHOTO
epekry. BapOiTypard 3MEHNIYIOTH JKapO3HM)KYBalbHHI edexr uapaneraMony. AHTHCYIOMHI
npenapary  (Bmodaioun (penitoin, GapOityparH, kapbaMasemiH), fAKi CTHMYIOIOTh AKTHBHICTH
MiKpOCOMAJBEHUX (PEPMEHTIB TMEYiHKH, MOXKYTh ITOCHIIIOBATH TOKCHYHHH BIUIMB IlapaleramMoly Ha
NEYiHKY BHACIIZOK IiJIBUIICHHS CTYIICHS MEPeTBOPEHHS Tperapary Ha renaToToKCHYHi MeTaboJIiTH.
Ilpr omHOYACHOMY 34CTOCYBAaHHI MapaneramMolly i3 TenaToTOKCHMYHHMH 3aco0aMu 301IbLIyeThCs
TOKCHYHHI BIUIHB TIpenaparis Ha nedinky. OJHOoYacHe 3aCTOCYBaHHs BHCOKHX JI03 IlapaleTaMmolry 3
i30HIa3HIOM  MIABHINYE PH3HK PO3BHTKY I'€NATOTOKCHYHOro cHuipomy. llapaneramon 3HmKye
eeKTUBHICTE JiypEeTHKIB.

Cnig 3 0OepeXxHICTIO 3aCTOCOBYBATH IApalleTaMoJl OJHOYACHO 3 (IyKIOKCAUMIIHOM, OCKIIBKH
0JIHOYACHHUI TIPHHOM acoIioBaBca 3 MeTabOMIYHHM alMA030M 3 BUCOKHM aHiOHHHM IPOMIXKOM K
HACJIIKOM TIIPOrIyTaAMIHOBOIO aluj03y, 0co0JIHBO Yy HalieHTIB 3 (aKTopaMH PH3UKY (IHB. PO3JILI
«OcoOJHBOCTI 3aCTOCYBAHHSY ).

He 3acTOCOBYBATH OJTHOYACHO 3 AJIKOT'OJIEM.

OnnouacHe 3acTocyBauHsi Kodeiny 3 inribiropamu MAO Modke COpHMMHUTH HeOe3NeuHMil ITiHom
aprepiansHoro THcky. Kodeinm mocmmoe edekr (mokpaimgye GioJOCTYIHIiCTB) —aHaNreTHKIB-
AHTHIIPETHKIB, NOTEHI[I0€ e(eKTH TOXiHUX KcaHTHHY, anbta- Ta Oera-aapeHoMiMETHKIB,
NCUXOCTHMYJIIOIOUHX 3ac0DiB.

[ameTH/IiH, FOPMOHATIBHI KOHTPAIIENTHRH, 130Hia3|]] IOCHITIOIOTE /i0 Kodeiny.

Kogein 3umKye edext omioiaHuX aHANTeTHKIB, AHKCIONITHKIB, CHOIMHUX i celaTMBHHX 3aco0iB, €
AHTATOHICTOM 3acoBiB JJIs HApKO3y Ta iHIMHX MpenapaTis, mo mnpurxivyiors [[HC, koHKypeHTHHM
anTaromicroM nmpenaparis ajenosuny, AT®. Ilpm omHowacHOMy 3acTocyBaHHi Kodeiny 3
eproTaMiHOM TOKpAI[yeThCs BCMOKTYBaHHA €ProTamMiHy 3 TPAaBHOIO TPaKTy, 3 THPEOTPOIIHUMH
3ac00aMH — ITiIBUIIYE€ThCA THPEOTHUH edeKT.

Kogein Moxe MOCHIATH BHBENEHHS JNiTiio 3 opranismy. Tomy He peKOMEHIYETBhCA OJHOYACHE
3aCTOCYBaHHA JIiKapehKoro 3acoly 3 npenaparamu JTiio.

Ocobnusocmi 3acmocysanna.

Jlikapchkuii 3acib MicTUTH Iapareramos, ToMy HOTo He Clifi 3aCTOCOBYBATH i3 IHIIMMM IpernapaTamy,
10 MICTATH IapaneTaMos Ta 3acTOCOBYIOTHCS, HANPHKIAL, [UIL 3HEYKEHHS TeMIIePaTypH, JIKyBaHHI
60110, CHMITOMIB rpuily Ta 3acTyau abo GescomHs. OpHOYACHE 3aCTOCYBAHHS pPa3’oM 3 IHIIMMH
npenapaTamu, o MiCTATE HapareTaMor], MOKe IIPHU3BECTH N0 NEPe/I03yBAHHSL.

[lepen 3actocyBaHHsM TIpenapaTy HeoOXiHO MHOpaguTHCs 3 JlKapeM, SKIO BH 3aCTOCOBYETE
Baphapun 4u nozi6Hi mpenapary, fKi MalOTh AHTHKOAryJsHTHHI edekt. Ciij BpaxoByBaTH, 11O Y
XBOPMX 3 alKOrOJBHHMH  HEIMPOTHYHHMH  YPAOKEHHAMH HE4iHKM  30UIBIIYEThCS — PH3HK
rernaToToOKCHYHOL Aii napareramonty.

IMogitomMnsnocs npo BUMAKH McTaﬁoquoro AIUII03Y 3 BUCOKHUM aHIOHHUM npommcom (high anion
gap metabolic acidosis (HAGMA)) sx nac FYEAMIHOBOI'O AllHI03Y Y Nali€HTIB 3 TH}KKHMH

YarogkeHo 3 matepianamu
peECTDaLUMHOfO [0CkE /




3aXBOPIOBAHHAMHM, TAKHMH SK TsKKAa HHUPKOBA HENOCTATHiCTE Ta cemcuc, abo y MalieHTIB 3
HEJIOCTATHIM XapdyBaHHSIM Wi IHIIMMH JDKepelnamu JAe(inuTy rinytationy (HanpHkiaj, XpoHiuHHH
AJIKOroJIi3M, cepiio3He BUCHAKEHHS OpraHi3My, aHopeKcis, HU3bKkuil injgexe Macu Tina abo cencuc), sxi
MKyBaIMcs apaneTaMolioM y TepaneBTHYHil 1031 npoTsroM TpuBajioro mepiogy abo koMbiHamieio
napaneramoiy ta Qguayxioxcampiiny. Cumiromamu  MeraboigHoro anugo3y € rimooke, NpUCKopeHe
Yu YTpyJHEHE JUXaHHs, Hyjora, OmoBamus, BTpara aneruty. fxuo e migozpa Ha HAGMA sk
HACHJIOK IipOriayTaMiHOBOrO —auu03y, PpPEKOMEHIYEThCs HerahHo NPUIMHATH 3aCTOCYBAHHS
mapaneramoily Ta IPOBOJAUTH peTelbHUMA MOHITOPHHI cTaHy maiieHTa. BumiproBanus piBHA 5-
OKCONpOJIiHy B cedi Moke OYTH KOPHCHHM Ui igeHTH(ikauii niporayTaMiHOBOro amumosy K
ocHoBHoI npuurna HAGMA y nanieHTiB 3 MHOXHHHHMHA (aKTOPaMH PH3HKY.

SIKIIO CHMITOMH HE 3HHKAIOTH, HEOOX1IHO 3BEPHYTHCS JI0 JIIKapsL.

ITixg wac nikyBaHHS IIperapaToM He pPEKOMEHIYEThCS BXKMBATH HaJMIPHY KUIBKICTH HAIoOiB, IO
MicTaTh kodein (Takux K Kapa, yail Ta AesKi inimi Haro). [le ModKe TpU3BECTH JI0 TPOOIIEMH 31 CHOM,
TPEMOpY, HEIPHEMHOTO BIIMYTTsI 3a TPYJHUHOIO Yepe3 cepieOuTTsI, Hanpy KEHOCT1, JApaTiBIHBOCTI.
ITpu 3axBoproBaHHsAX nevyiHky a0 HHPOK Iepell 3acTOCYBAHHSM IIpernapary noTpidHo mopaguTics 3
mikapem. OOMe)XeHHs IIOAO 3aCTOCYBaHHS Mpenapary TaKMMH [AlieHTaMH B TIEpHIy Hepry
00yMOBJeHi BMicTOM mapaneramony. [Ipemapar Mo)ke BIUIMBATH HA pe3yisTaTH 1abopaToOpHUX
JIOCJIIDKEHB 111010 BMICTY B KPOBI ITIIOKO3H Ta CEYOBOI KHCIOTH.

[lamienraM, sKi NPUAMAIOTE AHANTETHKH KOXKeH IeHb NpH aptputax jerkoi Gopmu, HeoOXimHO
IPOKOHCYTETYBATHCS 3 JIIKapeM.

1 Tabnerka mMicTnTh 427 Mr HaTpio. Lle cnig BpaxoByBaTH maiicHTaM, SIKi JOTPUMYIOTECS JI€TH 3
KOHTPOJIbOBAHMM BMicTOM Hatpiio. Ilpemnapar mictuts copGit y kinekocti 50 mr/Tab. [lanientam 3
piIKICHHMH clIaAKOBHIMH (hOpMaMH HenepeHocHMOocTi GpyKTO3H He citi)t npuiiMaTy nel npenapar.
36epiraTu npenapar 1o3a moJieM 30py JAiTeif Ta y HeIOCTYIHOMY JUIsl TiTei MICIIi.

3acmocysanus y nepiod eazimuocmi abo 200yeanns 2pyooio.

He pekoMeHAyeThCs 3aCTOCOBYBATH Y IEpiojl BariTHOCTI, OCKINBKHM MIJABHIIYETbCS PU3HK
CIIOHTAHHOI'0 BHKH/IHS, IIOB’I3aHOTO i3 3aCTOCYBaHHAM KOelHy.

He pekoMeHyeThCsl 3aCTOCOBYBATH JIKAPCHKUIA 3aci0 y mepiox romyeanus rpyuuo. Ilapaneramon i
Ko(peiH NpOHUKAaOTh y Tpy/He MooKo. Kodein y rpyiHoMy MOJIOL MOXKE MaTH CTUMY/TIOFOUMI BILTHB
HA HEMOBJIAT y TIEPiO/ TOAYBaHHsA IPyYJULO, aJle 3HAYHOI TOKCHYHOCTI He CIOCTepiranocs.

30amuicmv  énaueamu  Ha WEUOKICMb pearyii npu  KepysamHi aGMOMpAnchopmom abo  IHuuMU
MEXAHIZIMAMU.
MOBipHicTS BIUTMBY MaiiiKe BifCyTHS.

Cnocif 3acmocy8anHa ma 003u.

[penapar npu3HaveHuii 1Jisi HEPOPAIBHOIO HpUiioMy.

He nepeBuiyBaT peKOMEHI0BaHy J103Y.

Criji 3aCTOCOBYBATH HalHMKYY JI03y [penapary, HeoOXijHy il OTPUMAHHI JIKYBaJIbHOTO epeKTy,
IPOTATOM HAMMEHIIIOTO IIPOMIKKY Yacy.

[HTEepBan MiX NpUiioMaM# Mac CTAHOBHTH HE MeHIIE 4 roJiuH.

Hopocnum, ocobam nimneozo giky ma dimam éikom i 12 pokia: 1-2 Tabnerkn HeoOXiHO POIUHHUTH
y miBcTakana Boau. Ilpuiimaru koxui 4-6 rogun 3a meobximmictio. He cmin mpwmitmata Ginbire 8
rabierok (4000 mr napaneramorry / 520 mMr xodeiny) nporarom 24 rojuH.

imu. He pexoMeHTy€eThCs 3aCTOCOBYBATH JIiTAM BikoM 710 12 pokiB.

Ilepedosysarnna.

IHapayemamon.

IlepenosyBanHst napaneTaMmolry Mose CIIPHYHHHTH NEYiHKOBY HEJOCTATHICTh, 110 MOXKE IPH3BECTH /10
BHHUKHEHHS. HeoOXiHOCTI TpaHcIuraHTamil [ medinkn abo 1o 6?5}9 Oro HaciJKy. Cnocrepnrancﬂ
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rOCTPHi{ TAHKPEATHT, 3a3BHYall OJHOYACHO 3 MOPYUIEHHSMH (YHKIIT IEUiHKH Ta TeNaTOTOKCHUHICTIO.
YpakenHs NeYiHKA MOMIIMBE ¥ A0POCIHX, sKi npuitnsaim 6-8 r i Ginbiue napareramoly, 1a y JiTei,
mo npuiiHsm Ginbme 150 Mr/kr macu Tina. Y maimiesTis 3 daxropamMu pusHKy [TpuBane JiKyBaHH:
xcap6amaaeniHoM denobapbiTonom, GheniToiHoM, l'[pHMi,IlOHOM, pudamminuaoM, 3Bip060€,M uyn
IHOIMMH JTiKapchKUMHE 3acobamu, 1o mnylcymrn (hepMEHTH TEeHiHKH; perynﬂpﬂnﬁ IpUIioM HaJIMIpHHX
KiBKOCTEH eTaHoNy; INyTaTioHOBAa Kaxekcis (posnamu TpasieHHs, Mykoricmuuos, BUI-imdexiis,
rosoj, kaxekcis)] mpuitom 5 r a6o GiNblne mapaneTaMory MOXKe MPU3BECTH JI0 YPaKEHHs IeUiHKH.

[lpu mnepemo3ysaHHi HeoOXigna MBHAKA Meauuna jpomomora. JlikyBaHHs MOTPIOHO PpO3MOYATH
peraipo. CUlijl JOCTABHTH TAIlieHTa y JIKApHIO, HABiTh SKIIO BiJCYTHI PpaHHi CHMITOMH
epe103y BaHHs.

CuMnToMu nepejo3ysaHds y mepiuni 24 romusu: Omigicts, HyjoTa, ONrOBaHH:, BTpata aneTuTy Ta
a6 aoMinansHuil 6ib. JI0cBij oKasye, Mo KIHIYHI CUMITOMH YPaXKeHHS IIEUiHKH CTAIOTh HOMITHAMH
sa3Buuaii yepez 2448 rofuMH TiCisS NEPEO3yBaHHS Ta JOCATAIOTE MAKCHMYMY 3a3BuYai yepes 4-6
6. MoKyTh BHHHKATH HOPYIIEHHs MeTaboIIi3My TIIFOK03H Ta MeTaboiuHuii anuios.

CHMITOMH TEpeo3yBaHHs MOXKYTh HE BioOpaKaTH TSHKKOCTI NMEepelo3yBaHHs Yd PU3HKY YPaXKeHHs
opranie. HeraliHa MeJpyna JIONOMOTa € HEOOXIJHOIO NPH Mepeio3yBaHHi, HABITh SKIO CHMITOMH
lepeo3yBaHHs He CIoCTepiraloThes. SIKINo mepeio3yBaHHs 11 ITBEPDKEHO abo TiIBKH MiJ03PIOEThCS,
narienTa HeOOXiHO JOCTAaBUTH 0 HANHGIIKYOr0 MEAHYHOTO NYHKTY, A€ HOMY 3MOXYThH HajaTd
HEBIJIKIAIHY MeJ4Hy J0IoMOry Ta Ksamidikosaue nikysanss. Lle neoOxiiHo 3pobuTH, HABITE SKIIO
CHMIITOMH TI€PEI03yBaHHA BiICYTHI Yepe3 PU3UK BiIKIAJEHOTO ypaxeHHs nedinku. Clijl posrisiHy TH
NIKYBaHHS AKTHBOBAHHM BYILUIAM, SIKIIO HAAMIpPHY 103y napaneramoity OyJ1o mpuiHATO y Mexax 1
rojuun. KoHneHTpanis napaieraMony B IUia3sMi KpoBi IOBMHHA BAMipIOBATHCS vepes 4 rofuHu abo
mismime micias npuiiomy (Ginein  pamHi Konuentpauii € uemocropipuumu). JlikysanHs N-
AlETHIIMCTETHOM MOXKe OyTH 3ACTOCOBAHO TIPOTArOM 24 TOJIHH IMicis HpHAOMY IapaneraMoly, ajie
MAKCHMAIFHIH 3aXHcHUIT edekT HacTae IpH Horo 3acTocyBaHHi HPOTATOM § TOMMH THCIS l'.(pHﬁDM)f
E(pexmnmcu AHTHAOTY DI3KO 3HIDKyeTbes micns uporo uacy. Ilpu meoOxiamocri mamienTy
BHYTPIIIHLOBEHHO BBOAATH N-alETHILHCTEH, 3TiaHo 3 PEKOMEH/TOBAHHM  JI03YBAHHSM. Ipu
BmcyTHocﬂ BMIOBAHHSA MOXKHA 3aCTOCYBATH METIOHIH MEpOpasibHO SIK BiJNOBIAHY albTepHATHBY Y
BiZITAJIEHUX paifoHax 1103a JiKapHelo.

[lpu  ToKKOMY mpyeﬂm NEYiHKOBA HEJOCTATHICTE MOXE IIPOrpecyBar Jio EHI.Ie(Da.]IOHaTll
KPOBOBHJIMBIB, TIiNOTIiKeMil, KOMH Ta MaTH JeTanbHuM HacHioK. I'ocTpa HUPKOBA HELOCTATHICTD 3
rOCTPHM HEKPO30M KaHAaJBIIB MOXKE MPOSBJIATHCS CHIBHHM TOTEPEKOBHM GoneM, reMartypieio,
npoTeiHypicio i PO3BMHYTHCH HABiTH HPH BiACYTHOCTI TSDKKOTO YpaxkeHHs NediHku. BinsHawamacs
TAKOXK CepUEBA apUTMisl.

Ilpu TpuBaIOMy 3aCTOCYBaHHI IIperapary y BENHKHX Jo3ax 3 60Ky OpraHiB KPOBOTBOPEHHS MOXE
DO3BHHYTHCS ATUIACTHYHA AHEMist, NAHUMTONEHIS, AarpaHyJONHUTO3, HeHTpOreHis, eHKomeHis,
TpomGonuTonenis. Ilpu npuifomi Benukux 103 3 GOKy LEHTPAIbHOI HEPBOBOI CHCTEMH MOXKIHBE
3ar1aMOPOYEHHS, TICHXOMOTOpHE 30Y/DKEHHS 1 MOpYIIEHHs opieHTanii; 3 60Ky ceYOBH/IIEHOI CHCTEMHU
— He(POTOKCHUHICTE (HMPKOBA KOJIIKa, IHTEPCTHIANEHIN HePUT, KaNiIApHUH HEKPO3).

Kodgpein.

IepemosyBanns KoeiHy Moxe crpuduHutd Gink B emiracTpanbHiil minsHui, GIIOBaHH, niypes,
NPUCKOPEHE JUXaHHs, Taxikaplilo 9d cepleBy apHTMIlO, BIUIMBATH HA IIEHTPaTbHY HEPBOBY CHCTEMY
(GesconHsi, Hecmokiif, HepBoBe 30yJDKEHHs, XBHJIOBAHHS, TPHUBOXKHICTE,  3aaMOPOYCHHS,
JpaTiBIMBicTh, craH adexty, Tpemop, cynaomm). KiiHiMHO BaXIHBI CHMIITOMH IEPENO3YBAHHSI
Kmpe'fHOM TOB’A2aHI TAKOXK 13 Cceplio3HEM YpaXKEHHSIM TeYiHKM IapaleTaMolioM, L0 MOXKe
CHOCTEPIraTUCh TIPH NPHHOMI Takol KiIbKOCTI npenapary, fka BHKIHKAE IePes03yBaHHs Iccupemc)M
Crienu(igHOro AHTHIOTY HeMae, ale MiATPUMYBAIBHI 3aXO/|, Taki SK 3aCTOCYBAHHS AHTArOHICTIB
Gera-afpeHOpENenTOpiB, MOXKYTh MONErIHTH KapaioTokcuanmii epexr. HeoOXifiHO MPOMUTH IILTYHOK,
peKOMEH/IOBAaHA OKCHIeHOTeparlis, IpH cyjiomMax — fiasenaM. CHMITOMATHYHA Tepartis.

Hampiio eiopoxapbonam.

YaropxeHo 3 martepianamu
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Bucoki /1031 HaTpilo TijipokapboHATy MOXYTh CIIPHUMHUTH MOPYIIEHHs 3 OOKY [Ty HKOBO-KHIIKOBOTO
TpaKTy, Taki K Bipwikka i HyfoTa, a TaKoX CHPHYHHUTH TIillEpHATPIEMIIO, TOMY HeoOXiaHo
KOHTPOJIOBATH €JIEKTPOJIITHHI Gananc Ta 3a0e3neunTH naieHTaM BiIMOBI{HE JIKYBAHHSL.

Iobiuni peaxuyii.

Indopmaniio npo rpuseseni Hwkye moGiuni peakiii Oyno oOTpUMaHO B MPOIECI TOCTMAPKETHHIOBUX
criocTepeieHb. BoHA MOBLIOMIETHES JOGPOBIILHO Ta OTPUMAHA Bif MOyl narienTis HepiOMOT
YHCENBHOCTI, TAKMM YHHOM YaCTOTA JAHHX MOGIYHUX peakiliii € HEBOMOIO, IPOTE, HaHiMOBIpHiLleE,
BOHM € pikicauMu (< 1/10000).

[o6iuni peakiiii, 00yMOBIECHI 1apaleTaMOJIOM

3 6oxy cucmemu Kpo6i ma niMmpamuynol cucmemi; TPOMOOIUTONEHIS, ar paHyJIOATOS.

3 Goky imynnol cucmemu, anadinakcis, peakuii rinepuyTIHBOCTI Ha MKipi, BKIFOYAIOYH Cepel iHIIHX
BHCHII Ha IWIKipi, aHrioHeBpoTHuHmit wuabpsk, cumapom Crisenca — JDKOHCOHA, TOKCHYHHI
eIl IepMAIIbHII HEKPOJTI3.

3 6oky ouxanvnoi cucmemy, opeanie zpyonoi Knimku ma cepedocminus: OpOHXOCHASM Y HALI€HTIB,
YYTIMBHX JI0 AETHICATIIMIOBOT KHCIIOTH T4 JI0 HIIHX HECTEPOiHIX NPOTH3ANATIBHAX 3aC00iB.

3 6oxy zenamobiniapnoi cucmemu: TIOpyIIeHHs QyHKIIT TEYiHK.

Hopywienus memabGonismy ma xapuyeéanns; MeTaOOIIMHMIT AIHI03 3 BUCOKHM aHiOHHHM IPOMDKKOM
(yacrora HEBiOMA).

Onuic oxpemux noGiuHUx peakyiii.

Metaboniuamii anumos 3 BACOKMM AHIOHHUM TIPOMIZKKOM.

Bunagkd MeTaGoYHOro AlHI03y 3 BUCOKHM aHiOHHMM MPOMIDKKOM sIK HACIIKY MipOriyTaMiHOBOrO
ALUJI03Y CIOCTEPIraiucs y MAieHTiB 3 GaKTopaMu PU3HKY, SKi 3aCTOCOBYBANM Iapaueramos (JB.
poaain «OcoGmuBocti 3acrocysanms»). IlipormyTamisoBui auua03 MOXKEe BUHHMKATH BHACHIIOK
HU3LKOTO PiBHS TIYTATIOHY Y IIHX MAIiCHTIB.

[To6iuni peakiii, o0ymosneni kodeinom

3 6oky yenmpanwbnoi Hepeo6ol cucmeMmu: 3arIaMOPOUeHHs, FOJIOBHUMH GilIb.

3 6oxy cepyeso-cyounnoi cucmemil; IPUCKOPEHE cepreOUTTsL.

3 6OKY WIYHKOBO-KUUIKOGOZ0 MPaKmy: 1IITy HKOBO-KHMIIKOBUH po3ia.

3 Goxy ncuxiku: GE3COHHS, HECIIOKIH, TPHBOXKHICTE Ta JIPATiBIMBICTh, HEPBOZHICTE.

Ilpn oaHOMACHOMY HpHHOMI Tpernapary B PeKOMEHIOBAHHX [03aX i3 NPOJYKTaMH, WO MiCTSTH
KoQein, miBUIEeHa 1032 KOeiHy, MO BHHHKAE TAKUM UHHOM, MOYE TOCHIMTH MOOI4HI eexry,
3yMOBJIEHI Ko(eiHOM, Taki sK 3amaMOpOYeHHs, MiJBHIIEHA 30y UIHBICTh, OE3COHHS, HECIIOKIH,
TPHBOXKHICTh, PO3JPATOBAHICTH, TONOBHUI OiJib, MOPYUICHHS 3 GOKY HITYHKOBO-KHIIKOBOTO TPaKTy i
IPUCKOPEHE CeprIeOUTTSL

Tepmin npudamnocmi. 4 poxu.

VmoBu 36epiraans. 36epiratu npu Temmeparypi e Bume 25 °C y HeIOCTYIHOMY Ui Aiteil Mici
Ta 11034 [10JIeM IXHBOTO 30pY.

Vnakoska. [To 2 tabierks y GararommapoBoMy crpumi, mo 6 crpumis y Kaprommiii xopobui; mo 4
TabneTku y GararomapoBoMy CTPHI, 110 3 CTPHITH Y KApTOHHIH KOpoOI.

Kareropin Bigmyexy. bes penenra.

Bupobuuk.
®amap A.B.E. Anroca miant / Famar A.V.E. Anthoussa plant.
I'naxcoCmitKnaitn Jlanrapean Jlimites; / GlaxoSmithKline Dungarvan Limited.

MicuesHaxo xeHHs BUpoOuMKa Ta ioro agpeca Micus MpoBaxKeHHs MiJILHOCTI,

Y3aroQmeHo 3 maTepianamu
peecTpauiitHoro AoCke




By Aurocu, 7, Autoca Arriki, 15349, Ipeutist / Anthoussa Avenue 7, Anthoussa Attiki, 15349,

Greece.
HokGpex, Jlanrapsan, rpaderso Yorepdopa, Ipnansis / Knockbrack, Dungarvan, Co. Waterford,

Ireland.
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YarogKeHo 3 marepianamu
peecTpauinHoro Aocke |




3ATBEPKEHO
Haxa3 MinicrepcTBa
OXOpPOHH 30POB’sl YKpaiHu
16.06.2021 Ne 1225
Peectpaniiine mocBimueHns
Ne UA/12392/01/01

3MIHU BHECEHO
Haxa3 MinicrepcTBa 0XopoHn
30pOB’sl YKpaiHu

10 0L, LOLENe /65

3asiBHUK, KpaiHa: XaneoH IOK Tpetininr Jlimiten, Benuka bpuranis
Haleon UK Trading Limited, England

Bupoo6uuk, KpaiHa: XaneoH Atipnenn Jlanrapsan Jlimiten, [pnanmis
Haleon Ireland Dungarvan Limited, Ireland

3MIHU JIO IHCTPYKIII JIISI MEAMYHOI'O 3ACTOCYBAHHSI
JIKAPCBKOI'O 3ACOBY

COJIHAI[EiH AKTHUB
Ta0JIeTKH MHUIyvi
110 2 TabyeTKy y 6araTomapoBoMy CTPHII, 10 6 CTPHIIIB y KapTOHHIH KOPOOII;
110 4 TabaeTku y 6araTorrapoBoMy CTpPHIIi, IO 3 CTPHUINHU Y KapTOHHIN KOpoOIi

YarogxeHo 3 maTepianamu
peecTpaLiiHoro AoCkLE

i




Jiroua perakmis

IIponnoHoBaHa penakuisi

Bupob6nuxk.

@®amap A.B.E. Antoca mranaT / Famar A.V.E.
Anthoussa plant.

I'makcoCwmitKmaitn ~ Jlamrapsan  JlimiTem — /

GlaxoSmithKline Dungarvan Limited.

Micne3HaxoqkeHHsI BUPOOHHKA Ta foro aapeca
MicIs IPOBa/’KEHHS JislJILHOCTI.

Byi. Anrtocu, 7, Aatoca Attiki, 15349, I'peris /
Anthoussa Avenue 7, Anthoussa Attiki, 15349,
Greece.

Hoxb6pek, [lamrapsan, rpadcerBo Yorepdops,
Ipmannis / Knockbrack, Dungarvan, Co. Waterford,
Ireland.

Bupo6uuk.
Xaneon Aipnenn lanrapsan Jlimites / Haleon
Ireland Dungarvan Limited.

Micne3HaxomxeHHs] BUPOOHHKA Ta agpeca MicIs
MPOBA/’KEHHS HOro Jis/IbHOCTI.

HoxOpek, Jlicpennens, [lanrapsan, X35 RY76,
Ipnannis / Knockbrack, Lisfennel, Dungarvan, X35
RY76, Ireland.

3aaBHUK

InerTudikatgiiinmi
xon 24588162

Y3aropxeHo 3 matepianamu
peecTpauiHoro aocke
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