SATBEPI’KEHO
Haxa3 MinicTepcTBa 0X0pOHHT
3M0poB’s YKpainu
17.01.2020 Ne 91
PeecTpaniiine mocBinuenHs
Ne UA/12239/01/01

IHCTPYKIISA
IS METHYIHOTO 32aCTOCYBAHHS JIIKapCHKOIo 3ac00y

COJIIIAIETH AKTHUB
(SOLPADEINE ACTIVE)

Cknao:

Oitoui pewoeunu: 1 Tabnerka mictuth 500 Mr mapamneramoly Ta 65 Mr kodeiny;

OONOMIdICHI peuo6uHY; KPOXMaIlh TIPEXKENATHHI30BaHHMH], KPOXMaIb KyKypyA3sSHHH, MOBiIOH, KaJIik0
copbar, TalbK, KACIIOTa CTEAPUHOBA, HATPII0 KPOCKAPMEIN03a, TIPOMENo3a, IIIIEPOJI TPHAlETaT.

Jlikapcbka popma. TabneTku, BKpUTI 000IOHKOIO.

Ocnoeni  (pisuxo-ximiuni eénacmueocmi: Oimi TabNeTKH KalcCyrTomomiOHOI @opMu, BKpHTI
06O0JIOHKOIO, 3 IUIOCKAMH KpasMH, 3 TACHEHHSIM Y BUIJLIII TPHKYTHOI'O JIOTOTHITYy Ta CHMBOJIA + 3
onHOro 00Ky i 6e3 THCHEHHS 3 iHIIOro OOKY.

dapmakoTepaneBTHYHA Ipyna.
AHanreTHKy Ta aHTHHIpeTHKH. Ilaparietamos, koMOiHail 6€3 ICHXONENTHKIB.

Kox ATX N0O2B E51.

DapmaKonoziuHi enacmueocmi.

DapmaxkoOuHamika.

[TapanmeraMon € aAHAITETUKOM-aHTHIIPETHKOM. EQekr 6asyerscss Ha iHriOyBaHHI CHHTE3Y
npocrarnagauaie y IIHC. Yepes cnabke inriOyBanHs HepupeprIHIX IPOCTArIaH/IiHIB, 30KpeMa y
IIUTyHKOBO-KHIIKOBOMY TPAaKTi, MApaleTaMoi YacTKOBO IiIXOAWTH JJIs HAII€HTIB, IS SKHX
iHri6yBaHHS mepHMEepHYHUX NPOCTArJIAHAVHIB € HeOa)XaHMM, HAIPUKIaR KOJH MPOTUIIOKA3aHi
caJinuIaTH.

Koein aie sx migcumoBad, 301IbIny0un e(eKTUBHICTS Aii apaneTaMolry.

Dapmaxoxinemuxa.

[lapanmeramMon Ta KoQeiH MBHAKO ancopOyIOThCS B ILTyHKOBO-KHIIKOBOMY TPakTi Ta
PO3MOJUIAIOTECA B GUIBIIOCTI TKAHWH OpraHi3Mmy. 3B’sS3yBaHHS IapaneTamoly 3 OlIKamy miasMu
KpOBi € MiHIMAJILHUM IpY MPUHOMi B TEpaeBTHYHMX J103aX.

[Tapaneramon Ta KodeiH MeTaboNi3yIOThCs MEPEBAKHO B IEUiHNI Ta BHIULIOTHECS 13 CEYEHO Y
BHTJISI/IL IPOIYKTIiB IIEPETBOPEHHS.

Kniniuni xapakTepucTHKH.
Iloka3zanua.

Ilpomunoka3zanua.
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l'inepayTnusicTh 10 mapaneramory, kodeiny a6o 10 6yap-5KOro iHIIOr0 KOMIOHEHTA Ipetapary B
aHaMHe3i; TSDKKI IOpYIIEHHs TedYiHkH i/abo HHpPOK; BpoyKeHa rinepGinipyGimemis; medimur
TII0K030-6-ocdaTaerinporenasy; aaKoroii3M; 3axXBODIOBAHHS KpOBi, BHpaXKeHa aHEMis,
JICUKOTIEHisA; CTaHM ITiJBUINEHOTO 30y IKEHHS, IIOPYIIEHHS CHY, IILICIICIs; BUpPaXEHE ITiIBUINECHHS
apTepiaIbHOTO TUCKY, opraHqui 3aXBOPIOBAHHS CEPLIEBO-CY TUHHOI CUCTEMH, Y TOMY YHCII TSKKUH
aTepoCKIIePos, THKKA rinmeproHiuyHa XBop06a JICKOMIICHCOBAHa CepLEeBa HENOCTATHICTh, TOCTPU
iH(apKT MioKap/ia, MapoOKCH3ManbHa Taxikapais, NiepTHPEO3, TOCTPHi HaHKPEATHT, TOKKI bopmu
I[yKpOBOTro 1iabeTy, riaykoMa; Bik moHam 60 pokis.

He 3acrocoByBatu pasom 3 inri6itopamu MoHoaminokcumasu (MAOQ) Ta IpOTAroM 2 THXKHIB MicIis
NPUNAHEHHS 3aCTOCYBaHHS iHTiIOiTOpiB MAO.
IIpotunoxasano mamieHTam, sSKi IPUAMAIOTH TPUIMKIYHI aHTHIEIPECAHTH a60 6era-6oKaropu.

Bsaemodia 3 inwumu nikapcokumu 3acobamu ma inwi éuou 63aemodiii.
[IBuAKICTE ~ BCMOKTYBaHHS IapalleTaMONy MOXe 30iIbIIyBaTHCS INpH  3aCTOCYBaHHi
METOKJIONpPaMi/Ty Ta JOMIEPH/IOHY i 3MEHITYBATHCS IIPH 3aCTOCY BaHH] XOJIECTHpaMiHYy .

TpuBanmit onHOYaCHNH IpHUioM JTiKAapPCEKOTo 3aco0y 3 ALETHICATIIIOBOK KUCIOTOR a60 iHIMIME
HECTEPOITHIMY MPOTH3ANATLHAMH 3aC00aMU MOJKE IPU3BECTH JI0 yPAKEHHS HAPOK.

AHTHKOAry ISHTHEN edekT BapdapuHy Ta iHIMX KyMapHHIB i3 TiABUINEHHSAM PHU3HKY KPOBOTEd
MOXX€ IOCHJIUTHCS BHACIIOK TPUBAJIOrO PETYPHOIO 3aCTOCYBaHHS MapameTamoly. Ilpmitom
PasoBuX 103 HE BUABILIE 3HAYHOTO edexty. bapbiTyparty 3MEHIIYIOTH KApO3HUKYBAILHUN epeKT
napaneTamoiry. AHTUCYAOMHI penapaTy (BKIo4aoun $eHiToiH, 6apbityparu, kap6amaselin), sKi
CTHMYJIIOIOTh aKTHBHICTh MiKPOCOMAJIbHUX (DEPMEHTIB MEUiHKM, MOXKYTH ITOCHIIOBATH TOKCHYHMUN
BIUIAB NapaleTaMoily Ha MEYiHKy BHACITIJOK IIiJBHINEHHS CTYIEHS [EPETBOPEHHS IIperapaty Ha
TeNaTOTOKCHYHI ~ MeTabomiTé.  IIpm  OOHOYaCHOMy  3acTOCYBaHHI  mapareramMony i3
TeNaTOTOKCHYHUMHU 3aC00aMH IIiIBMINYEThCSA HMOBIPHICTh HAKONMMYEHHS MAPALETAMOINY, a TAKOX
30LIBIIYEThCS TOKCHYHMA BIUIMB IapaleTaMoly Ta IUX 3acob6iB Ha medinky. OpHOYacHe
3aCTOCYBaHHS BHMCOKHX [03 [apalleTaMoy 3 i30HIia3MAOM  IiABUINYE PHU3UK DPO3BHTKY
T€NaTOTOKCUYHOro cuHApoMy. Ilapaneramor 3HIKYE eeKTHBHICTD iy pETHKIB.

IlapaneramMon minBunlye piBHi aleTHICATINMIOBOI KUCIOTH Ta XIopaM(peHikody B IUIasMi KpOBI.
IIpoGerenyy BruMBae Ha KOHIEHTPALIIO [IAPALleTaMOITy B IUIa3Mi Ta HOTO eKCKperiio.

IugykTopu mikpocoMansHHX (epMeHTIB nedinku (pudammimua Ta (perobGapbirar) 301IBIMY 0T
TOKCHYHICTh TIapaleTaMoIy, OCKLUIbKY IIpH HOro GioTpaHcdopMallii yTBOPIOETHCS BEIMKa KUTBKICTD
TOKCHYHOIrO emokcuay. Ilapameramon Moxe 3HIDKYBATH 6iO,ZIOCTyIIHiCTB JaMOTPHJIKHHY,
SHIDKYIOUH TaKAM 9YUHOM HOro eQeKT, y 3B'3Ky 3 IMOBIpHOWO iHIyKIiero #oro merabomismy B
nedinni. ITpn onmHOYacHOMY 3acToCyBaHHI Napaneramoly Ta SHAOBY/MHY MiABHILYETHCS PH3UK
PO3BHUTKY HEHTpOIEHI].

Ciix 3 00EpeXHIiCTIO 3aCTOCOBYBaTH MapaneTamoll OXHOYACHO 3 (BIYKIOKCAIIIHOM, OCKLTBKE
OJTHOYaCHU I an/II‘/'IOM acolil0BaBCs 3 METa0OIiYHAM alUA030M 3 BUCOKHM aHiOHHMM HPOMiKKOM SIK
HACITIKOM ITiPOTIlyTaMiHOBOTO AIH03y, OCOOIMBO y MAIIEHTIB 3 GAKTOpPaMH PHU3HKY (JHB. PO3LT
«Oco6IHMBOCTI 3aCTOCYBaHHSY ).

He 3acTocoByBaTu 0/JHOYaCHO 3 aIKOTOJIEM.

Onnovacre 3acTocyBaHHS Kodeiny 3 iHriGiTopamu MAO MoXe CIPHIMHATH HeGE3MEUHAH MiaioM
aprepianbHOro THCKYy. Kodein mnocmmoe edekr (mokpamye GiOmOCTYIHICTB) aHAITETHKIB-
aHTHIIPETHKIB, MOTEHNiIOe epeKTH MOXINHUX KCaHTHHY, adbda- Ta 6eTa-aApeHOMIMETHKIB,
IICHXOCTHMYJTFOIOYHX 3aC00iB.

[lumeTnIvH, FOPMOHAIBHI KOHTPAIENTHBY, i30Hia3H/] HOCHIIOIOTh 0 Ko(einy.

Kodein 3umxye edexr omioinaux aHANTETHKIB, AHKCIOJIITUKIB, CHOMIMHIX 1 CEIaTMBHUX 3aCO0iB, €
aHTaFOHlCTOM 3aco0iB JULT HApKO3y Ta 1HIIMX TpenapartiB, mWo npurHivyots [[HC, KOHKy:

i IBUIIY €THCS. TAUPEOTMHMN eEKT. «XAJIEOH

S YKPAIHA"
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Kodein moxe mocunmTé BHBENEHHS JITiI0 3 opraHisMy. ToMy He pEKOMEHYEThCS OIHOYACHE
3aCTOCYBaHHS JIIKAPCHKOTO 3aC00y 3 MpermaparaMu JITiio.

Ocobaueocmi 3acmocyeants.

IIpenmapar MiCTUTH mapaneTamoJi, TOMy HOro He CIIiJi 3aCTOCOBYBATH 3 IHIIMMH IIPEHapaTaMy, IO
MICTSATh NapaleTamolN Ta 3aCTOCOBYIOTBCS, HANPUKIIAM, Ul 3HIDKEHHS TEMIIEPATypH, TiKyBaHHS
6oi1t0, CHMITOMIB Tpully Ta 3acTyau abo Ge3conHs. OfHOYACHE 3aCTOCYBAaHHS pa30OM 3 iHIIMMHE
npenapaTtamy, IO MICTATh MapaleTaMol, MOxe IPU3BECTH N0 MEpeNo3yBaHHA. Ilepemo3yBaHHS
IapaneTaMolly MOXe CIPUYMHHUTH IIE€YiHKOBY HEJOCTAaTHICTb, IO MOXE IPU3BECTH OOYMOBHTH
HEOOXiHICTh Epeca K IeUiHKH a60 PU3BECTH JIO JIETATBHOTO HACTIAKY.

IIpy 3axBOPrOBaHHAX MEYiHKH 200 HUPOK HEPex 3aCTOCYBaHHAM IIpENapary IOTpiOHO MOpaTHTHCS
3 nikapeM. OOMeXeHHs MO0 3aCTOCYBAHHS JTiKapChKOro 3aco0y TAaKWM TIAIi€HTaM B HEPILy Yepry
00yMOBIIEHI BMICTOM TIapalleTaMolly. Y XBOPHX, [0 MAIOTh 3aXBOPIOBAHHS IIEUiHKH, 301IbIIyETHCS
PHU3HK reaTOTOKCHYHO] JIiT apareTaMmoy.

Ilin wac yikyBaHHS He MOXHA BXKHBATH AlIKOTOJNBbHI Hamoi. Y mo3ax Gimsme 6-8 T Ha 100y
IapaneTamMosl Moxe OyTH TOKCHYHMM Ui mediHkd. [IpoTe HerarwBHWI BIUIMB Ha HEYiHKY MOXKE
BUHHMKATH ¥ NIpY 3HAYHO MEHINMX J03aX y Pa3i BXUBAHHS aJKOTOJIO, 3aCTOCYBAaHHS iHIYKTOPIB
NeYiHKOBUX (PEPMEHTIB 200 iHIIHX PEUOBHH, SIKi YMHSTH TOKCHYIHUH BIUTUB HA IEUiHKY, a TAKOXK Y
NAL€HTIB 3 HENUPOTHYHHM aJKOTOJIFHAM 3aXBOPIOBAHHAM IediHKH. TpHBalTe 3aCTOCYBAaHHS
aIKOTOJNIO 3HAYHO IMiJBMINYE PHM3UK DO3BHUTKY TIEHaTOTOKCHYHUX e(eKTiB mapaneramony. Y
NAl€HTIB 3 TOpPYMEHHIM OYyHKIII NEYiHKH, a TakoX y THX, XTO IpHMMAe BEIUKi NO3H
napaneTamMoIry IpOTIroM TPUBAJIOTO Yacy, PEKOMEHIYEThCS PETYIIIPHO IPOBOMUTH (PyHKIIOHANBHI
NEYiHKOBI MpoOH.

Ilpy nikyBaHHi IEpOpaTPHAMH AHTHKOATYJISIHTAMH 3 OJHOYACHHM IIPHAOMOM BENHKHX J103
HapaneTamolry HeoOXiTHIH KOHTPOJIb IPOTPOMOIHOBOIO Jacy.

Ilpenapar Mok BIUIMBaTH HAa PE3yNBTATH 1abOPaTOPHHUX MOCIIKEHb INOJO BMICTy B KpPOBI
IJIFOKO3H Ta Ce40BOi KUCIOTH. [lamienTam, sKi MpUAMAIOTh aHAJITETHKH KOKEH JE€Hb [P apTPUTAX
JerKoi popmm, IIEPE]] 3aCTOCYBaHHAM HEOOXIAHO IPOKOHCYIBTYBATHCS 3 JTIKAPEM.

3adikcoBaHO BHIAJKU NOPYIIEHHS (GyHKIi MeYiHKy/ MEYiHKOBOI HEJOCTATHOCTI y MALI€HTIB, IO
Maj¥ 3HH)KCHHH DiBEHb TIJIyTaTiOHy, HAIPUKIAL, [PH CEpHO3HOMY BHCHAXKEHHI OpraHizMy,
AHOPEKCii, HU3bKOMY 1HIEKCi MacH Tijia, XpPOHIYHOMY AJIKOTOJi3Mi a60 CEeIICHci.

Y mauieHTiB 31 3HIKEHHSM PiBHA INIyTaTiOHy pU NPUHOMI MAapareTaMoiy IIiJBHILYEThCS PU3HK
BHHUKHEHHs MeTabomiunoro amumosy. CuMOTomMamu — MeTaGoJi4HOrO amuao3y € TIIHGOKE,
INPUCKOPEHE YU YTPYAHCHE [IWXaHHA, HyJAOTa, OmroBaHHsi, BTpara ametury. Ciig HeraiHo
3BEPHYTHCS JI0 JKaps Y pa3i MOSBH I[MX CUMIITOMIB.

SIKII0 CHMITOMH HE 3HUKAIOTh, HEOOXITHO 3BEPHYTHCS [0 JKaps.

IoBimomisiocs TIpo BHNAKH MeTabOIYHOrO anuao3y 3 BHCOKHM aHiOHHMM mpoMixkoM (high
anion gap metabolic acidosis (HAGMA)) six HacmigKy MiporiyTaMiHOBOTO aIui03y Y MALI€HTIB 3
TDKKAMH 3aXBOPIOBaHHSIMH, TAKAMH SIK TSDKKA HUPKOBA HEOCTATHICTH Ta CEICHUC, abo y MAallicHTIB
3 HEJOCTATHIM XapYyBaHHAM 4YH IHIIUMH JOKepenamd nedinury TiyTaTioHy (HaImpHKIaz,
XPOHIYHHMH aNKOromisM), fKi JiKyBalHCS IapaleTamolioM y TepaleBTHUHiM 1031 HpOTArOM
TPUBAJIIOro mepiogy abo KombiHamiero mapanmeramony Ta (uykiaokcamuiidy. SIKmo e migospa Ha
HAGMA sk Hacmifok mIiporiyTaMiHOBOTO auumo3y, PEKOMEHAYEThCS HETAaHHO NPUITHHHUTH
3aCTOCyBaHHs IapaleTaMojly Ta IPOBOJAMTH pETEIbHHA MOHITOPMHI CTaHy MaIlicHTa.
BumiproBanHs piBHA 5-OKcompoiiHy B ceui Moxe OyTH KOPHCHHM JUIS  imeHTHikarii
HipOTIyTaMiHOBOTO amum03y sK OCHOBHOI npuanaum HAGMA y mamieHTiB 3 MHOXHHHHUMH
(baxTopamMu pH3HKY.

ITix gac jixyBaHHs mpemapaToM He PEKOMEHJIy€ThCS BIKUBATH HaJIMiIpHY KUIBKICTh HAIlOiB, IO
MICTATh KOo(eiH (Takux sSK Kapa, '-IaI/I Ta Jeski iHmi Hamoil). e Moxe mpusBecTu 10 npo6HeMH 31

leaTIBJ'II/IBOCTl
30epirata mpemapar 1mo3a moJieM 30py HiTel Ta y HeNOCTYIHOMY I AiTel Mici.
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3acmocyeanns y nepioo eazimnocmi abo 200ysanHs 2pyooio.

He pexomMenmyeThCs 3aCTOCOBYBATH IIpeNapar y Mepiof] BariTHOCTI, OCKLIBKHY IiIBUIIY €THCS PU3UK
CIIOHTAaHHOT'O BHUKHUIHS, TIOB’SI3aHOTO i3 3aCTOCYBaHHAM KOQEIHY.

He pexoMeHIy€eThCs 3aCTOCOBYBATH JIiKapChkuii 3aci0 mix gac rogyBaHHs rpyamo. Ilapameramonn i
Ko(eiH MPOHUKAIOTH y TPyAHE MOJIOKO, IPOTE y KIIHIYHO He3HAUyINUX KiTBKOCTSIX (IIpH IpHuiioMi B
pekomenoBaHuX N03ax). Kogein y rpyaHoMy MONOIi MOXE BHSBISATH CTHMYJIOIOYMA BIUIMB Ha
HEMOBJIAT y MIEPiOJ TOAyBaHHS I'PY IO, A€ 3HAYHOI TOKCHYIHOCTI HE CIIOCTEPiranocs.

30amuicme énnusamu Ha WEUOKICMb pPeaxyii npu KepysanHi aemMOmMpaHCNOpmom abo HUUMU

MexauHismamul.
BB BizcyTHiH a00 € HE3HAYHHUM.

Cnocib 3acmocyeanna ma 003u.

[IpemapaT mpu3HAYSHUI JJIS IEPOPATHEHOTO 3aCTOCYBaHHS.

Hopocnum ma Oimam 6i0 12 poxie. mo 1-2 TabmeTku KoxHiI 4-6 romuH 3a HeoOXxigHicTio. He
npuiiMati Oinbine 8§ Tabnerok (4000 mr mapareramoinry/ 520 mr KO(be'iHy) MpOTITroM 24 TOIHH.

He nepeBuImyBaTy peKOMEHI0BaHY J03Y .

Crix 3aCTOCOBYBaTH HalHM)KYY 103y TIperapaTy MPOTSIroM HaiMEHINOro NMPOMIXKKY dacy, IIo
HEOOXiTHI IS OTPUMAaHHS JTiKyBaIBHOTO e(eKTy.

[HTepBaN MiX IMpHifoMaMu Mae CTAHOBUTH HE MEHINE HiX 4 TOOUHH.

Mimu.

[pemapar He peKOMEHYEThCS AITSM BiKOM 710 12 poKiB.

ITepeoosyeanna.
Ilapayemamon.
[epeno3yBauus maparieTaMoly MOXe CIPAYMHHUTH IEUiHKOBY HEJOCTATHICTb, IO MOXE BUMaraTu
mepecaaky Mevinku abo MaTH JieTaibHu# KiHerpb. CrocTepiraBcsi TOCTpUM MaHKPEATUT, 3a3BUYal
pa3oM 3 HMOpYIICHHSIMH QYHKINI MEYiHKA Ta TeMaTOTOKCHYHICTIO. YPaXXCHHS MEYiHKM MOXIIUBE Yy
JOpOCTHX, SIKi MpuiHsM 6-8 T i Oinbline mapaneTamoily, Ta y MiTeH, IO NPpHHHATE Oinblne
150 Mr/kr macu Tina. Y mamieHTiB 3 ¢axTopaMu pu3nKy (TpHBaje JiKyBaHHS KapOamas3emiHOM,
(benobapbiToHOM, (EHITOTHOM, IIPUMIiTOHOM, PUPaMIIIIIHOM, 3Bip0O0EM UM IHIMUMH JIKaPCHKAMHU
3acobaMu, IO iHAYKYIOTH (PEPMEHTH MEYiHKA, PETYJSpHHUN OpHHOM HaIMipHHMX KiJIbKocTei
€TaHOJy; IJIyTaTiOHOBAa Kaxekcis (po3jaagM TpaBieHHs, MyKoicrmno3, BlJI-iHdekmid, romon,
KaxeKcist)) mpuiioM 5 T abo OibIie mapaeTaMoiy MOXXe IPU3BECTH A0 YPaXKECHHS IEUiHKH.

Ilpu mepemosyBaHHI HeoOXigHa IMIBHAKA MeauuHa nomomora. JlikyBaHHS MOTPiOHO PO3MOYATH
Heraitno. CiiJ OOCTAaBUTH TAIli€HTa Y JIKApHIO, HAaBiTh SKIIO BiJCYTHI paHHI CHMIITOMH
nepe103yBaHHS.

CumrnitoMu Tiepefo3yBaHHS y mepii 24 romuHu: OMimicTs, Hy0Ta, OIIOBaHHS, BTpara alleTUTy Ta
abmominanbumit Oinb. JIOCBiA mMOKa3sye, IO KIiHIYHI CHMOTOMH YpPa)kKeHHS II€UiHKM CTarOTh
HNOMITHUMHU 3a3Buuail uepe3 2448 romwH micias mepeno3yBaHHS Ta NOCATAIOTH MaKCHMyMY
3a3Bu4ail gepe3 4—6 1i6. MOXyTh BUHHKATH MOPYIICHHS MeTa0o0Ji3My IIIOKO3H Ta METaOOTIYHHI
anuo3. [Ipy TSHKKOMY OTpY€EHHI IEYiHKOBa HEOCTATHICTH MOXKE IIPOrpecyBaTy JI0 eHledaonarii,
KPOBOBMJIMBIB, TIOIIKEMil, KOMH Ta MaTH JIETAIbHIIM HACTiTOK. ['ocTpa HUpKOBa HENOCTATHICTD 3
TOCTPHM HEKPO30M KaHAJIBIIB MOXE IMPOSBISTHCSA CHJIBHHM IONEPEKOBUM O0JEM, reMaTypi€ro,
HPOTEIHYPIEIO0 i PO3BUHYTUCS HABITH IPH BiJICYTHOCTI TSHKKOTO YpaXeHHs NediHkW. BixzHadammcs
TaKOX CepIieBa apUTMisl.

ITpu TpuBasoMy 3acTOCyBaHHI Tpenaparty y BENUKHX 11032X 3 OOKy opraHiB KPOBOTBOPEHHS MOXe
PO3BUHYTHCS ANIACTHYHA aHeMm MaHIUTOIIEH], arpay IOUHUTOS, Hem'poneHm JIGI/IKOHCHUI
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Cumnromu mepeno3yBaHHS MOXYTh OyTH OOMeEXeHI HyIOTOIO Ta OifoBaHHAM ab0 MOXYTH He
BiloOpaxxaT¥ TSDKKOCTI IIEPENO3yBaHHS YW pHU3UKY YypakeHHsS opraHiB. HeraliHa MexwdHa
JIoTIoMora € HEeOOXiJHOI0 IpU NepeNo3yBaHHi, HaBiTh SKIIO CHMITOMH IE€pelI03yBaHHS He
crmocTepiraroTeCs. SIKIMo mepemo3yBaHHS MiJTBEPIPKEHO ab0 HAaBITh MiJO3PIOETHCS, IAIliEHTa
HEOOXiHO JOCTaBUTH OO0 HaWOMMXYOrOo MEIWYHOrO IIYHKTY, 1€ MHOMYy 3MOXYTb HaJaTH
HEBIIKIaHy MEIW4YHy JOIOMOry Ta KBaiidikoBaHe JiKyBaHHS. I[e HEOOXigHO 3pOOUTH, HABITH
SKIIO CUMITTOMY TIEpEeI03yBaHHS BiJICYTHI, Yepe3 PU3UK BiIKIANEHOTO YINKOMKEHHS medinku. Criif
pPO3IJIIHYTH JIIKYBaHHS AaKTHBOBAaHHUM BYTULIAM, SKINO HAAMIpHY 03y Mapaleramoiay OyJjo
mpuiiHITO y Mexax 1 rommHu. KoHmeHTparis mapaneramMoily B IUla3Mi KpOBi ITOBHHHA
BHUMIproBaTHCs 4Yepe3 4 rogumHu abo mi3Hime micis mpuiiomy (OUTBIN paHHI KOHIEHTpAIll €
HenocToBipHUMHE). JlikyBaHHS N-aneTHIIUCTETHOM MOXe OyTH 3aCTOCOBAHO IPOTATOM 24 roIuH
micasl IpuiioMy TapaleTaMmoily, ajleé MaKCHMAaJIbHHN 3aXUCHUN edeKT HacTae IpH HOro
3aCTOCYBaHHI IPOTATOM 8 rofuH micis npuiiomy. EQeKTUBHICTE aHTHIOTY Pi3KO 3HMKYETHCS MMiCIIS
1poro 4vacy. IIpu HeoOXimHOCTI MaIlieHTy BHYTPIIIHBOBEHHO BBOISTH N-alleTHIIUCTEIH, 3TiAHO 3
PEKOMEHJIOBaHMM JI03yBaHHsAM. llpm BimcyTHOCTi OJIIOBaHHS MOJXKHA 3aCTOCYBaTH METiOHIH
IEpPOPAIBHO SIK BiMOBITHY aTbTEPHATUBY Y BiIJAICHUX paiiOHAX 11032 JIiKapHElO.

Kodgein.

[Tepeno3yBanus KoQeiHy MOXeE CIPUYMHUTH Oib B €NiracTpalbHii AiagHIi, OIIOBaHHS, Aiypes,
IPUCKOPEHE IUXaHHS, TaXiKapIil0 YM CEpIeBy apUTMil0, BIUIMBATH Ha NEHTPAJIbHY HEPBOBY
cucteMy (O€3COHHSI, HECTIOKiH, HEPBOBE 30y IXKEHHS, XBHIIIOBAHHS, TPUBOXKHICTh, 3alIaMOPOYEHHH,
NpaTiBIUBICTh, CTaH aeKTy, TpeMop, cyaoMu). KITHIYHO Ba)kKIHBi CHMITOMH II€pea03yBaHHS
KogeiHy mOB’sS3aHi TaKkoX i3 CEpHO3HHM YpaXEHHSM MEYiHKH IapaleTaMoJioM, IO MOJXe
CIOCTEPIraTUCh IPU BXUBAHHI BEJTMKOI KUTbKOCTI mpenapaty. CrenudidHoro aHTUI0Ty HEMAE, ajie
HOiATPUMYBaJIbHI 3aXOJ¥, Taki SK 3aCTOCYBaHHS aHTArOHICTIB OGeTa-aJpeHOPeIenTOopiB, MOXYTh
HNOJITHINTH  KaphioTokcnuHuii  edekr. HeoOXiqHO NpOMHTH NUIYHOK, pPEKOMEHIOBaHA
OKCHUreHOTeparis, mpu cyjomax — niazenam. CHMITOMAaTAYHA TEPAITis.

II06iuni peaxuii.
Inpopmamiro mpo mpuBeneHi HEXKYe NOOIUHI peakiii Oyno OTpEMaHO B  Iporeci
MOCTMAapKETHUHIOBUX CIIOCTepekeHb. JlaHi HamaroThCs MOOPOBIIBHO Ta CTOCYIOTHCS IOILYJISIIii
HAIi€HTIB HEBiIOMOI YWCENFHOCTI, TAKUM YHUHOM YacTOTa ITMX MOOIYHHMX peakiliii € HeBiJoMOro,
CKopim 3a Bce BOHHU € pinkicaumu (< 1/10000).

ITo6iyni peakiii, 00YMOBIIEHI ITapaIieTaMoOIOM:

3 6oky cucmemu Kposi ma nimpamuunoi cucmemu. TpPOMOOIUTOIIEHIS, HEUTPOIICHIs, JIEAKOIEHIS,
arpaHyJIOIUTO3, MAHIIUTOIICHI.

3 6oky imynHoOi cucmemu: aHadiNaKcis, peakiii rinepIyTIMBOCTI Ha IIKipi, BKIFOYAI0OYX BHCHII Ha
IIKipi, aHT1OHEBPOTHYHUI HaOpsk, cuHapoM CriBeHca — JIPKOHCOHA, TOKCHYHHUM emmiIepMalibHuUi
HEKpOJIi3 i TOCTpHii TeHepaTi30BaHUi €K3aHTEMATO3HUH ITyCTYJIHO3.

3 6oxy ouxanvhoi cucmemu, 2pyOHOI KAimKu ma cepedocminHs: OPOHXOCIa3M y MAIli€HTIB,
Yy TIUBUX J0 AlleTUWICATIIIIOBOI KUCIOTH Ta J0 iHITMX HECTEPOIMHHUX MPOTH3aATBHIX 3aC00iB.

3 boky eenamobiniapnoi cucmemu: TOpyIIeHHS GYHKIII TMEYiHKH, IEYiHKOBA HEIOCTATHICTS,
HEKpO3 MEeYiHKH, KOBTSHHIIA.

Ilopywenns memabonizmy ma XxapuyyeauHs. METaOONIYHHHA alug03 3 BHCOKHM aHIOHHHM
IIPOMIXKKOM (YacToTa HEBiZOMA).

Onuc oxkpemux nobiunux peaxyiti

MertabomiyHuii aruo3 3 BUCOKAM aHiOHHHM MTPOMi’KKOM

Bunagku merabomiyHOro ammmo3y 3 BHCOKMM aHIOHHMM IPOMIXKKOM SK  HACIiIKy
IIipOTIyTaMiHOBOT'O aI[U03y CHOCTEpIrajiics y MAaIli€HTiB 3 (JaKTopaMu pHU3HKY, SIKi 3aCTOCOBYBAIN
mapaneramoa (auB. po3min «OcoBIHBOCTI 3acTocyBaHHs»). ITiporayTaMiHOBHE aIluz M
BUHMKATH BHACHIIOK HU3HKOTO PiBHS IJIyTaTiOHY Yy IIMX IAIli€HTIB. ;
ITo6iyHi peakiii, 00yMoBiIeHi kodeiHOM:

3 boxy yenmpaneHoi Hep8osoi cucmemu: HEPBO3HICTb, 3AIIAMOPOYECHHSI.
3 6oky cepyeso-cyOunHoi cucmemu: IPUCKOPEHE CepLeONTTS, HAOPSIKH.

Y3rof)keHo 3 marepianamu
peecTpaLlifiHoro A0Cke
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3 0oxy uinynK060-KUWKO06020 MpaKMYy: ILTYHKOBO-KUIIKOBHM pO3Jax, Gilb y >KHBOTI, Tiapes,
HyJl0Ta, OJIFOBaHHS.

3 boky ncuxixu: GE3COHHS, HECTIOKIH, TPUBOXKHICTE Ta NPATiBIMBICTS, HEPBO3HICTS.

3 6oxy wixipu ma niowKipnux mxanun: cBepOix, BACHIAHHS, MiT/IUBICTD, Iy pIypa, KPOITUB’ SHKA.
Taxox micist mpuiioMy Ipenapari, IO MIiCTSATh MOMiGHI AiF0Yi PEYOBHHH, MOXKIMBI TaKi MOGIdHi
peaKuu TOJIOBHU OiJib, MyanH(bopMHa eKCylaTHBHAa €pHTeMa, Iedis, Oinmp B emiractpii,
TiNOIJIKeMis, aX IO TiHOTTKEMIYHOI KOMHM, aHeMis, cynmbreMorno61HeMm 1 MeTreMoriobineMis
(iaHo3, 3a/MIIKa, OUIb y Cepili), TeMONITHYHA aHEeMis, CHHI Y¥ KPOBOTEYi, TaxiKap/is, apuTMis,
TiIBUINCHHS apTepiaibHOTO THCKY, MiJBHINEHHS aKTHBHOCTI NIEUiHKOBHX ()epPMEHTIB, K IIPABHIIO,
0€3 pO3BUTKY >KOBTSHHII].

Ipu OJIHOYACHOMY IpUAOMI IpemapaTy B PEeKOMEHAOBAHUX 033X i3 NPOAYKTAMH, IO MiCTSTH
Ko(eiH, miaBuINeHa 103a KodeiHy, 1[0 BUHUKAE TAKAM YMHOM, MOXE MOCHIMTH MOOIUHI edexTn,
3yMOBJIEHi KOGEIHOM.

Tepmin npuoamnocmi, 4 poxu.
YMoBH 36epiranns.

36epiratn npu Temmepatypi He Bume 25 °C y HETOCTYNHOMy s AiTel MicIi Ta 103a MOJeM
IXHBOTO 30pYy.

YnakoBka.
Io 12 TabneTox, BKpuTHX 060JI0HKOIO, y GiicTepi, io 1 6micTepy B KapTOHHIH KOpoOIri.

Kareropis Bigmycky. Bes penenra.

Bupobuuk.
I'maxcoCwmitKnaitn Jlanrapsan Jlimiten, Ipnannis/GlaxoSmithKline Dungarvan Limited, Ireland.

MicnesnaxomxeHHs: BAPOGHHKA Ta i0r0 afipeca MicIsi IIPOBA/KEHHS MisSILHOCTI.
HoxGpek, [lanrapsan, rpadgcreo Yorepdopa, Ipmanmis/Knockbrack, Dungarvan, Co. Waterford,
Ireland.

JlaTa 0CTaHHBOTO MeperJsiy. / /j ﬁqp OZJQCZf

IIpencraBauk 3agBHHKA /1.1.B.: Konro6a H.O.
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SATBEP/’KEHO
Haxka3 MinicTepcTBa 0XOpOHH
310poB’s YKkpainu
17.01.2020 Ne 91
PeecTpaniiine mocBigueHHst
Ne UA/12239/01/01

3MIHU BHECEHO
Haxka3 MinicTepcTBa 0XOpOHHU
310poB’s YKpaiHu

DF DI 204N 4 #F

3asiBHHK, KpaiHa: XaneoH YOK Tpeiininr Jlimiten, Benuka bpuranis
Haleon UK Trading Limited, England

Bupo6unk, kpaina: XaneoH Alipnenn Ianrapsan Jlimiren, Ipnanmis
Haleon Ireland Dungarvan Limited, Ireland

3MIHM 10 IHCTPYKIIII JIUISTI MEJJAWYHOI' O 3ACTOCYBAHHSI
JIKAPCBHKOI'O 3ACOFBY

COJIIIAJIEIH AKTUB
(SOLPADEINE ACTIVE)

TaOJIeTKH, BKPUTI 000IOHKOIO;
o 12 Ttabnerok y GmicTepi;

no 1 Gricrepy B KapTOHHI# KOpoOITi

Y3rogKeHo 3 matepianamu
peecTpaLyiitHoro AoCke




Jiroua peaakiiis

ITponoHoBaHa peaakilisi

Bupo6uuk.

I'makcoCwmitKnaiing Hanrappan JlimiTen,
Ipnanpis/GlaxoSmithKline Dungarvan Limited,
Ireland.

Micue3Haxoa:keHHsI BUPOOHHKA Ta #oro agpeca
MicLsi IPOBA/IKeHHS AisILHOCTI.

HoxOpek, J[lanrapBan, rpadctBo VYotepdopa,
Ipnannis/Knockbrack, Dungarvan, Co. Waterford,
Ireland.

Bupo6Huk.
XaneoH Aipnenn Ilanrapsau Jlimitesn / Haleon
Ireland Dungarvan Limited.

Micue3sHaxo:keHHs: BHPOOHHMKa Ta ajapeca
Miclsl MPOBAIMKEeHHS HOro AislIbHOCTI.

Hox0pek, Jlicpennens, lanrapsan, X35 RY76,
Ipnannis / Knockbrack, Lisfennel, Dungarvan, X35
RY76, Ireland.

Hpe}lCTaBHHK 3asiBHHKAa
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I1.1.B.: Komro6a H.O.
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