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Cknao:

Oitova peyosuHa: aLieknoceHak (aceclofenac);

1 TabneTka micTuTb aLeknodeHraky 100 mr;

OONOMIXHI PEYOBUHU: LIEMoNo3a MIkpOKpUCTaniyHa, HaTpilo KpOCkapMenosa, KpeMHito AioKeuA KomoigHi
6e3BofHuiA, kucrota cteapuHoBa, Opadry-YS-1-7027 White (rigpokcunponinmeTunuentonosa), Tutay
piokeu (E 171), TpuaueTuH).

Nikapcbka hopma. Tabretku, BKpUTi 06OMOHKOHO.
OcHosHi ¢hiuko-ximiyHi enacmugocmi: Kpyrii ABOOMYKNi TabneTku, BKpUTi 060MOHKOH Binoro Konbopy.

dapmakoTepaneBTUYHa rpyna. HectepoiaHi npotusanarnbHi Ta npoT1peBmaTiyHi 3acobu. MoxiaHi oLToBoi
KWUCIOTY Ta CMOPIAHEH] PEHOBUHW.
Ko ATXMO1AB16.

®apmakonoziyHi enacmugocmi.

®apmakoOuHamika.

AueknodheHak — Lie HeCcTepoiaHuiA 3acif i3 npoTu3ananbHUM i 3He6oMoBanbHUM ecbekTamu. BBaxaeTses, Lo
MexaHi3Mm i Liboro npenaparty 3acHoBaHwIii Ha iHribyBaHHi CHTe3y NpocTarnaHauHy.

GapmakoKiHemuka.

Abcopbuis

Micnsi nepopanbHoro Npuitomy aLeknodeHak LWBUAKO BCMOKTYETLCS, 0ro BionoriyHa AOCTYNHICTb — Maiixe
100 %. Mik koHUeHTpaUii y nna3mi kpoBi JocsraeTbest NpubnusHo yepes 1,25-3 roguHmu nicns npuiomy.
[Mpuitom i ynoBinbHIOE BCMOKTYBaHHS, ane He BNINBAE Ha 10ro CTymiHb.

Poanopin

AuekrodeHak 3HayHo Mipoto 38'A3yeTbest 3 Ginkamu nnasmu (> 99,7 %). AueknodeHak NpoHuKae y
CUHOBianbHy piauHy, A€ KOHUEeHTpaLis gocsirae mpubnuaHo 60 % KkoHueHTpalii y nnaami kposi. OB'em
po3noginy - npubnuatxo 30 1.

BuBeaeHHs

CepepHiit nepiog HaniBBMBEEHHS CTaHOBUTL 4-4,3 roguHW. KnipeHc cTaHOBMTb 5 MiTpiB 3a roguHy.
[Mpubnu3Ho [Bi TPETUHW MPUAHATOI [O3W BUBOAWUTLCS 3 CEYelo, MEPEBaXHO Y BUIMSAI KOH'IroBaHMX
rinpokcumeTabonitie. Tinbku 1 % 0AMHUYHOI NepopanbHOi 1031 BUBOLANTLCS Y HE3MIHEHOMY BUMMSAI.
AueknocbeHak, imMoBipHO, MeTabonisyetbcst 3a ponomorord CYP2C9 po ocHoBHOro Metabonity
4-OH-aueknodeHaky, kniHiyHa gist sikoro HeicToTHa. [AuknodeHak i 4-OH-auknodeHak 6ynv BUsiBneHi cepeq
HaraTbox MeTaboniTis.

OcobnvBi rpynu navjieHTiB

Y navjieHTiB NiTHBOrO BiKY HE BUSIBIIEHO 3MiH (hapMakoKiHETVKM aLjexnodeHaky.

Y naujieHTiB 3i 3HMKEHOH (YHKLiEH NeviHky Bif3Havanocs birnbLU noBinbHe BUBELEHHS aLEeKnodeHaky nicrs
npuiioMy oaHopa3oBoi Ao3u. Y pocnimkeHHsix npu G6aratopasoBomy npuitomi 100 Mr LWOAEHHO pidHUL Yy
(bapMaKoKiHETUYHIX NapameTpax Mix naieHTamu 3 Lpo30M MeviHKu MErkoro Ta cepefHbOoro CTyneHs i
300poBUMI [O6POBONbLAMY HE Byro.

Y nauieHTiB 3 nerkum abo cepesiHiM CTyneHeM HUPKOBOI HEAOCTATHOCTI KNIHIYHO 3HaYYLLMX BiMIHHOCTEN Y
thapmakokiHeTULji nicns NpUIOMY 0fHOPA30BOI O3 HE CNOCTepiranocs.

KniHiyHi xapakTepncTukm.

Moka3aHHs1.

CumnTomaTiyHa Tepanist 60M1bOBOro CUHAPOMY Ta 3ananeHHs npy 0CTe0apTPUTI, PEBMATOILHOMY apTpuTi Ta
aHKINO3Yy04OMY CMIOHAWAITI, @ TAKOX IHLLMX 3aXBOPIOBaHb OMOPHO-PYXOBOTO anapary, LU0 CynpOBOAXYIOTLCS
6onem (Hanpuknaz nnevononaTkoBuii nepiapTpuT abo no3acyrnoboBmin peBMaT1am).

£k aHanreTUK Npy CTaHax, Lo CynpoBOMKYKTLCS Bonem (BKMtovaroum binb y nonepekosomy BiaAini, 3y6HNi
6inb i nepBUHHY (chyHKLiOHaMbHY) AMCMEHOPEID).

Tpomunoka3aHHs.

AueknodeHak npoTunokasaHuit:

* naujeHTam i3 rinepyyTnmMBicTIO A0 aueknodeHaky abo A0 OyAb-AKOro AOMOMIKHOTO KOMMOHEHTa
npenaparty (ave. poagin «Cknagy);

°  naujeHTam, y sikux aLeTuncaniuunosa kucnota abo iHwWi HectepoigHi npoTusanansHi 3acobw (HM33)
CMPUYMHSAIOTD Hamazgn acTMU, TOCTPUA PUHIT, aHriOHEBPOTUYHWIA Habpsik abo KpomMB'sHKY, a Takox
navjieHTV 3 rinep4yTnMBICTIO A0 LiNX Npenaparis;

*  naujeHTam i3 LLnyHKOBO-KULLKOBO KpOBOTEYEt0 abo nepdopallieto BUpasku B aHaMHE3i, NoB's3aHUMU 3
nonepeaHboto Tepanieto HM33;

°  naujeHTam 3 CymyTHbOI NENTUYHOK BUPa3Koko abo KpoBOTevelo, B TOMY YWCHi B aHaMmHesi (gBa abo
6inbLue OKpemux AoBEAEHNX eni30am PO3BUTKY B1Ppa3ki abo kpoBoTeu);

* naujeHTam 3 TOCTPOK KpOBOTeuYel abo 3aXBOPHOBAHHAMM, IO CYMPOBOMAXYKTLCS KPOBOTEYEH
(remocbinist abo nopyLLEHHs! 3ropTaHHs! KPoBi);

°  naujeHTam i3 3acTiiHOIO CepLeBOK HepocTaTHICTIO (yHkuioHanbHuiA knac |-V 3a NYHA), iwemivHoto
XBOpoOOK CcepLs, 3axBOploBaHHAMM nepudepuyHnx apTepil abo 3 LepobpoBackynspHUMM
MOPYLUEHHAMY;

*  naujeHTam i3 LiepoBpoBacKynspHAMK 3aXBOPIOBaHHSAMU, siki MepeHecn iHCynbT abo MakTb enizoan
TPaH3UTOPHUX iLLEMIYHMX aTak;

°  nauieHTam 3 iLemivHo XxBopoboko cepLis, Siki MatoTb CTEHOKapLito abo nepeHecnu iHhapkT Miokapaa;

* NS nikyBaHHS nepionepawiiiHoro 6010 Npu aopTOKOPOHAPHOMY LUYHTYBaHHI (aB0 Npy BUKOPUCTaHHI
anaparty LUTY4YHOro KpoBooBiry);

°  naujeHTam i3 TSKKOI NeYiHKoBOK abo HUPKOBOK HEAOCTATHICTIO;

*  ynepiofroayBaHHS rpyAato;

®  BOCTaHHIN TPUMECTP BariTHOCTi;

*  nauieHTam Bikom o 18 pokiB.

B3zaemodis 3 iHwumu nikapcokumu 3acobamu ma iHwi eudu e3aemoditi.

[ocnimxeHb B3aEMOAiT He NPOBOAMIN, 3a BUHSTKOM B3aeMOLi 3 BapdhapHOM.

AueknoceHak MeTabonisyeTbcst 3a Aonomoroto Lutoxpomy P450 2C9, i paHi in vitro nokasytoTb, Wo
aLeknodeHak Moxe ByTu iHriGiTopom Lboro pepMeHTy. TakuM YMHOM, PU3NK hapMakoKiHETUYHOT B3aeMogii
MOXTNMBMIA MPWU OAHOYACHOMY MPUAOMI 3 (EHITOIHOM, LMMETMANHOM, TonbyTamiaom, deHinbyTasoHoM,
amiofjapoHoM, MikoHasonom i cynbtadeHasonom. Ak i y pasi 3acTocyBaHHs iHwmx HIM33, 36inbwyeTbes
py3uK hapMakoKiHeTUYHOT B3aeMOii 3 iHLIMMK NpenapaTtamu, ski BUBOAATLCA 3 OpraHiamy LUMSIXOM aKTUBHOI
HWPKOBOI CekpeLii, TakuMu sIK MeTOTpekcaT i npenapaTi niTito. AueknogeHak MpakTUYHO MOBHICTHO
3B'A3yeTbCA 3 anbOyMiHOM nnas3mu, i OTXKe, MOXNMBA B3AEMOAIS 3a TWUMOM BUTICHEHHS 3 iHLUMMM
npenapatamu, siki 38'3y0TbCst 3 Ginkamu.

Yepe3s HecTauy pochimxeHb hapMakoKiHETUYHOI B3aeMogii aLieknodeHaky HukyesasHadeHa iHdopmalya
TPYHTYETbCS Ha AaHuX npo iHwwi HM33.

Cnid yHukamu 00HOYaCcHO20 3aCMOCy8aHHs

MeTtotpekcar. HIM33 iHribytoTh KkaHanbLeBy cekpeLito METOTpeKcaTy; KpiM TOro, MOXe croctepiratucs
HeBenuka MeTaboniyHa B3aeMOAS, L0 MPU3BOAUTL 4O 3MEHLLEHHS KNipeHcy meToTpekcaty. Tomy mpu
3aCTOCYBaHHi BUCOKMX 403 METOTpeKcaTy Cif yHukaTi npnsHadeHns HM33.

Cepuesi_rnikoaunau, gurokceyH. HM33 moxyTb nocumnioBaTv CepueBy HeJoCTaTHICTb, 3HxyBatu LLUK®
(wBwmakicTb knyBoukoBoi GhinbTpaLii) Ta iHribyBaT HUPKOBMIA KMiPEHC TMiKO3WAIB, WO MpWU3BOAUTL A0
30inblUeHHs piBHS MiKO3WAIB y nnasmi kposi. Crig yHMKaTX O[HOYACHOTO 3aCTOCYBaHHS, SKWO He
MPOBOANTLCS YACTMIA MOHITOPUHI KOHLIEHTPALLiA AUTOKCUHY.

IMpenapaty nitito Ta gurokcuH. lesiki HM33 iHribyroTb HUPKOBUIA KNipEHC NiTik0 | AUrOKCUHY, LLO NPU3BOAWTH A0
30inbLUEHHS KOHLIEHTPALLiT B cpoBaTLyi kpoBi 060X pe4oByH. Cnifl yHUKaTV OBHOMACHOrO 3aCTOCYBaHHS, KLLO
He NPOBOANTLCS YaCTUIA MOHITOPYHT KOHLIEHTPALil NiTito | UTOKCHHY.

Antukoarynaut. HIM33 iHribytoTb arperaLio TPOMBOLWMTIB | MOLUKOKYIOTb CM30BY 06O0MOHKY LLTYHKOBO-
KWLLKOBOTO TPaKTY, LLO MOXE NPU3BECTM [0 NOCUNEHHS il aHTUKOAryNSHTIB | 36iNbLUMTI PUSMK LUNYHKOBO-
KMLLKOBMX KPOBOTEM Y MALiEHTIB, Siki NPMiMatoTb aHTUKoarynsaHTu. Cif yHUKaT OfHO4aCcHOrO 3aCTOCYBaHHS
aveknodeHaky Ta nepopasnbHUX aHTUKOArynsaHTIB KyMapyHOBOI IPynu, TUKNOMIAWHY Ta TPOMBOIITVKIB, AKLLO
He NPOBOANTLCS PETENbHIIA MOHITOPUHT CTaHy NaLjieHTa.

XiHonoHoBi aHTMBioTUKK. [locrimpKeHHs HA TBapWHax mokasyoTb, Wo HI133 nigBuiyloTs puank cymom,
MOB'A3aHNX i3 3aCTOCYBaHHSM XiHOMOHOBWX aHTMBioTuKiB. [MavjeHTn, ski npuitmatoTe HM33 i xiHonoHoBI
QHTMBIOTMK, MAOTb MiABMLLEHMI PU3NK PO3BUTKY CYAOM.

AntuTpoMboUMTapHi 3acobu Ta CenekTUBHI iHrBITOpM 3BOPOTHOTO 3axonneHHs cepoToHiny (CI33C). Mpu
ofHo4acHoMy 3actocyBaHHi 3 HIM33 36inbluytoTb pusuKk KpOBOTEYI 3i LLIMYHKOBO-KMLLKOBOIO TpaKTy (AWB.
po3gin «OcobnmBoCTi 3aCTOCYBaHHSY).

Kombinauii, wo sumazatoms nidbopy 003u ma 06epexHocmi npu 3acmocysarHi

MeTtotpekcat. Cnig MaT Ha yBasi MoxmnuBy B3aemopito HIM33 Ta MeToTpekcaty, HaBiTb Mpu HU3bKIl 403
MeTOTpekcaTy, 0cobnMBO y nauieHTiB 3 nopyLieHHsMU dyHKuii Hupok. Mpu ogHoYacHoMy npuitomi cnif
KOHTpOMIOBATV NOKa3HWKM YHKLT HUpoK. MoTpibHa obepesHicTb, skwo HMN33 Ta MeToTpekcaT npuitmanu

DICLOTOL®
TABLETS/UA

NpOTSArOM 24 rofyH, OCKINbKM KOHLIEHTPALjist METOTpeKcaTy Moxe 30inbLMTUCS, WO 36iMbLIMTb TOKCUYHICTD
[AaHoro npenapary.

LnknocnopwH, Takponimyc. Mpu ogHovacHomy npuitomi HM33 3 wuknocnopuHom abo Takpomimycom crig
BPaxoBYBaTH PU3MK NiABMLLEHOT HEDPOTOKCUYHOCTI HYePEe3 3HVKEHHS YTBOPEHHS HUPKOBOTO MPOCTALMKITIHY.
Tomy npv 0aHOYACHOMY NPHIAOMI CIIif} PETENBHO KOHTPOMIOBATY NOKa3HUKY (DYHKLIT HUPOK.

IHWi aHanbreTvku, HIN33, BKkNOYaK4M CeNneKTVBHI iHribiTOpK LmknookeureHaan-2. Crig yHUKaTi OAHO4aCHOro
3acTocyBaHHsi ABOX abo Ginbiue HM33 (y Tomy yucni aueTuncaniuunoBoi Kuenotu), Tomy Lo Le 36inbLuye
4acTOTY BUHMKHEHHS NOGIYHNX ABULL (A1B. po3ain «OcobnmnBOCTi 3aCTOCYBaHHS»).

Micbenpucton. HIM33 He cnig npuimati npoTsrom 8-12 aHie nicns npuitoMy michenpucToHy, ockinbku HM33
MOXYTb 3MEHLLMTY echeKT MiEnpUCTOHY.

KopTukoctepoiau. 3pocTae puank BUHUKHEHHS BUpa3ku abo KpOBOTEN 3i LLIMYHKOBO-KMLLKOBOIO TPaKTY (4VB.
po3pin «OcobnmBOCTi 3aCTOCYBaHHS»).

Hiypetvikn. Aueknoderak, K i iHwi HM33, moxe npurHivyBaTv akTUBHICTb AiypeTuKiB, MOXE 3MEHLLYBaTH
piypeTndnnii ecbek dypocemigy Ta bymeTaHigy Ta aHTUrinepTeH3uBHUIA edekT Tiasupie. OpHovacHe
3aCTOCYBaHHs 3 Kaninbepiraloummin [iypeTukamn Moxe Npu3BecTU A0 30iNbLUEHHs BMICTY Kanito; OTXe,
HeobXiAHO perynsipHoO KOHTPOMKOBATY BMICT Karito B CMPOBATLY KPOBi.

AueknodeHak He BMAMBAB Ha KOHTPOMb apTepianbHOrO TUCKY MpW OAHOYAcHOMY 3acTOCyBaHHi 3
BeHapodnyasngom, xoua He MoXHa BUKIKOUUTY B3aEMOii 3 iHLLIMMK AiypeTukamu.
AuTurinepTeHanBHi_npenapati. HM33 MoxyTb Takox 3MmeHLyBaTV edekT rNOTEeH3WBHUX npenaparis.
OpHoyacHe 3actocyBaHHst iHribiTopis Al® abo aHTarowicTiB peuenTopie aHrioteHauHy Il i HIM33 moxe
NpU3BECTY A0 NOPYLUEHHS PYHKLT HUPOK. PU3NK BURVKHEHHS FOCTPOI HUPKOBOT HE[OCTATHOCTI, Sika 3a3Biyait
Mae 060pOTHIN XapaKTep, 3pocTae y AesK1X NaLiEHTiB 3 NOPYLLEHHAMM (YHKL|ii HUPOK, HaNpUKNaa Yy navjieHTis
niTHeoro Biky abo 3HEBOOHEHWX nauieHTiB. Tomy npu ofHovacHomy 3actocyBaHHi 3 HI133 cnig
[0TpUMyBaTUCS 06epexHOCTi, 0cobNMBO NaLieHTam NiTHBOrO BiKy. MaLieHTV NOBUHHI CriokwvBaTi HEOOXiaHY
KinbKiCTb piAnHK | nepeByBaTy nif BiANOBIAHUM HarnsAOM (KOHTPOMb (hyHKLii HUPOK Ha MOYaTKY OAHO4ACHOrO
3aCTOCYBaHHS i NEPIOANYHO B XOZi NiKyBaHHS).

linornikemiyHi 3acobu. KniHiuHi gocnimkeHHst NokasytoTb, WO AuKNodeHaK MOXHa 3aCTOCOBYBaTH pa3oM 3
nepopanbHUMK  rinornikemMiyHuMK  3acobamu Ge3 BNnMBY Ha ix KniHivHWA edbekt. OpHak € okpemi
MOBIAOMMEHHS MpO TiNOrMiKeMiYHi Ta rinepriikemiyni edektu npenapaty. Takum YMHOM, MU MpUIOMI
aLleknodeHaky crif NPOBECTM KOPEKL|ito 403 Npenaparis, siki MOXYyTb CIPUYMHIATY FNOMiKEMItO.

3unosyauH. Mpu ogHodacHomy npuitomi HM33 Ta 31aoBYAMHY 3pOCTaE PU3VK reMaTonoriyHoi TOKCMYHOCTI. €
[aHi npo 36irbLUeHHsI PU3MKY BUHUKHEHHS remMapTposi i remaTom y BIJT (+)-nauieHTiB 3 remodinieto, siki
OTPUMYIOTb 3UAOBYAVH Ta ibynpodeH.

Ocobnugocmi3acmocysaHHs.

Cnia yHWKaTV OAHOYACHOTO 3acTocyBaHHS aueknodeHaky i HIM33, Bknovawun CEnekTuBHI iHrbITOpK
LINKITOOKCUTeHaam-2.

HebaxaHi echekTi MoXHa 3BECTM 30 MiHIMyMy 3a paxyHOK HETPUBANOr0 3aCTOCYBaHHS HUXYOI EEKTUBHOI
10311 ANs KOHTPOITKO CUMNTOMIB (BUB. po3ain «Cnocib 3acTocyBaHHs Ta 03Ny Ta HIKYE PU3NKN, MOB'A3aHi 3i
LUNYHKOBO-KMLLIKOBYM TPAKTOM Ta CEPLIEBO-CYANHHOK CUCTEMOIO).

Bniug Ha winyHkogo-kuwikoguti mpakm (LUKT)

KpoBoTeua, Bupaska abo nepdopauist LUKT 3 netanbHUM Hacnigkom cnoctepiranmes npy npuitomi Beix HM33
y 6yab-siknin nepiop NikyBaHHs, Ik NpU HasiBHOCTI Hebe3NeYHNX CUMNTOMIB, Tak i 6€3 HUX, He3anexHo Bif
HasBHOCTi B aHAMHe3i CepIi03HOi raCTpOiHTECTMHANBHOT NaToNori.

Puauk kpoBoTeui, yTBOpeHHs Bupaski i nepdopali LLKT 3poctae 3i 36inblenHsm goau HM33 y naujenTis 3
BMPa3KoI0 B aHaMHe3i, 0cobMMBO AKLLO BOHA CyNpoBOMKyBanacs KposoBunuBOM abo nepdopatieto (auB.
poaain «MpoTUnoKasanHs»), Ta y NalieHTiB NiTHOro Biky. LiuM navieHtam crig npuimaTi MiHiManbHy
echekTVBHY 403y npenapary. IM HeobxigHa kombiHOBaHa Tepanist i3 3aCTOCYBaHHAM NpenapaTiB-NpoTeKTopiB
(Hanpuknag, misonpocTon abo iHribiTopy NPOTOHHOI MoMNK), Takox NoAibHa Tepanis HeobxiaHa nalieHTam,
SKi 3aCTOCOBYIOTb HEBENWKI 403V aleTuncaniuunoBoi kucnotu (acnipuHy) abo iHWMX npenapartis, siki
HeraTMBHO BNMBAIOTb Ha CTaH LLMYHKOBO-KMLLKOBOTO TPAKTY (AB. po3Ain «B3aemopis 3 iHLmmu nikapcbKiuMm
3acobamui Ta iHLLi 1AW B3aEMOZiN).

Maujentam i3 3axsoptoBaHHsamu LLIKT, y ToMy yucni niTHBOrO Biky, crif NoBiAOMASTY Npo GyAb-siki HE3BUYHI
cumnTomu, no's3aHi 3i LLKT (ocobnmBo LwinyHKOBO-KULLKOBY KPOBOTEYY), Y TOMY YMCAi Ha NOYaTKOBOMY eTani
nikyBanHs. Ocobnmsoi 06epexHOCTi crif JOTPUMYBATUCL NaLlieHTaM, Siki OAHOYACHO NPUIAMaloTb Npenapaty,
WO MiOBULLYIOTb PU3NK BMHWKHEHHS! KPOBOTEYi abo BMpaskyM, Taki SIK CUCTEMHi KOPTMKOCTepoiau,
aHTUKOArynsHTV (Hanpuknag, BapdapuH), cenekTBHI iHriGiTopK 3BOPOTHOTO 3aXOMNMeHHs! CEPOTOHIHY abo
aHTMarperaHTh (Taki Sk aueTuncaniuunosa kucrnota) (auB. po3gin «Bsaemopis 3 iHWMMM nikapchKuMu
3acobamu Ta iHLLi BULW B3AEMOZN»).

Mpu BUHMKHeHHI kposoTeui abo Bupasku LLKT y naieHTis, siki npuitMatoTh aLekrodeHak, nikyBaHHs NOBUHHO
ByTv NpunuHeHo.

Cepueso-cyduHHiiyepebposackynspHiepekmu

[ns nauieHTiB 3 apTepianbHolo rinepTeHsieto Ta/abo 3acTiilHOKW CepLeBolo HeaocTaTHICTIO nerkoro ato
MOMIPHOTO CTyNneHst HeoOXiaHi BiANOBIAHWIA MOHITOPMHT Ta 0COBNMBI BKa3iBKM, TOMY LLO MOBIOMIANOCS NPO
3aTPUMKY piguHU B opraHiami i Habpsikax, acouiioaHux 3 npuiomom HIM33. KniHiuni gocnimkeHHs Ta
enifgemionoriyni AaHi nokasyoTb, wo Aeski HM3M (ocobnueo npu mpuitomi BUCOKWX A03 i TpuBanomy
3aCTOCYBaHHI) AeLLo 36inbLuyoTh PU3KK apTepianbHIX TPOMBOTUYHIX SIBULL (HANPUKNag, iHhapkT Miokapaa
aboiHcynbT).

MavujenTam i3 cepLeBolo HepocTaTHICTIO ((yHKuioHanbHmiA knac | 3a NYHA), 3 chaktopamu pusuky ans
CepLEBO-CYAMHHOI cucTemMn (Hampwknag, apTepianbHa rinepTeHsis, rinepninigemis, Lykposui Aiabet i
KypiHHs) cnig AoTpumyBaTUCs 0cobnuBoi obepexHocTi npu npuidomi  aueknodeHaky. Ockinbku
HECTIPUATINBMIA BNAMB Ha CEPLIEBO-CYANHHY CUCTEMY 3pOCTae PasoM 3 MIABMLLEHHSM [03u | TPMBaNoCTi
nikyBaHHs, Cig 3aCTOCOBYBATW MiHiManbHy eddekTBHY J0O0BY 403y NPOTSIOM SIKHAKOPOTLLOMO Mepiogy
nikyBaHHs. HeobXigHICTb y noAanbLLIOMy CUMATOMATYHOMY NiKyBaHHi naLieHTa Ta eeKTMBHICTb Tepanii cnig
nepioauyHo NepernsaaTy.

AueknodbeHak crig 3acTocoByBaTy 3 00EPEXHICTIO i Mif peTenbHUM MeAUYHNM HarnsAOM nalieHTam npu
HaBe[leHNX HWXKYe CTaHax (OCKIMbKM iCHYE 3arpo3a 3aroCTPeHHs! 3aXBOploBaHHS) (auB. po3ain «[MobiyHi
peakLii»):

— CUMNTOMM, YO CBIAYaTb MPO HASBHICTb 3aXBOPIOBAHHS LUMYHKOBO-KULLKOBOTO TPaKTY, BKMIOYaouM AOro
BEPXHi i HYXHI BigAiny;

— HasiBHICTb B @aHaMHesi B1paski, kpoBoTeui abo nepopaLyii LLnyHKOBO-KULLIKOBOIO TPAKTY;

— BMPAa3KOBUIA KOTTIT;

xBopoba KpoHa;

— CXunbHicTb A0 kpoBoTey, CYB (cucTeMHWMd YepBOHWMI BOBYaK), Mopeipist Ta MOPYLUEHHS remMonoesy i
remocTasy.

Bnnug Ha neyiHKy i HUpKU

Mpuitom HM33 Moxe cnpuynHATY [0303anexHy penyKLilo YTBOPEHHS NpocTarnaHanHy i panToBy HUPKOBY
He[oCTaTHICTb. BaxnuBsicTb mpocTarnananHie An1s 3abe3neyeHHs HUPKOBOTO KPOBOTOKY CIif BpaxoByBaTh
npu 3aCTOCyBaHHI npenapaty nawjieHTam 3 nopyLieHHsM dyHKUii cepus, HUpok abo neuinku, ocobam, ski
OTPUMYIOTb AiyPeTUKY, NaLieHTaM nicns XipypriYHoro BTpyYaHHs, a Takox navjieHTam niTHbOro Biky.

Cnig otpumyBaTucst 06epeHOCTI Npy 3aCTOCYBaHHi Npenapary nawieHTam 3 nopyLUeHHAMM YHKLi neviHku
i HMpOK nerkoro abo MOMIPHOTO CTYNeHs, a TakoX NauieHTam 3 iHWWMK CTaHaMmi, L0 CYNpOBOMKYIOTLCS
3aTPUMKOIO PiMHI B OpraHiami. Y Lux navieHTie 3acTocyBaHHst HIM33 moxe npr3secTy 40 NOpYLLEHHS (yHKLT
HUPOK | 0O 3aTpUMKW piguHU. Takox crig AOTpUMyBaTUCS 0BepexHOCTi Mpu 3acTocyBaHHI npenaparty
aueknodeHaky nauieHTam, siki npuiimaioTb AiypeTku, abo ocobam 3 MIABMLLEHUM PU3MKOM TiNOBONEMil.
HeobxigHa MiHiManbHa echekTBHa [03a i perynspHui MEANYHUIA KOHTPOIb 3a (YHKLiEK HMpOK. ABuLa 3
BOKy HUPOK 3a3BMYalt MVHAIOTb MICAS IPUNMHEHHS NPUITOMY aLieknodeHaky.

3acTocyBaHHs aLeknodeHaky crif NPUNUHUTY, SIKLO BIAXUNEHHs! MOKa3HUKIB (hyHKLi neviHku Big Hopmu
30epiratoTbes abo NOCUMIOIOTLCS, PO3BUBAIOTLCA KMIHIYHI CUMMTOMY 3aXBOPIOBaHb NeviHku abo BUHMKaOTL
iHLWi MposiBK (€03MHOGINIS, BUCUMAHHS). [enatuT Moxe Po3BMHYTMCS Oe3 mpoapoManbHUX CUMMTOMIB.
3acTocyBaHHs HM33 y navieHTiB 3 neyiHKOBO0 NOPAipieto MoXe CMPOBOKYBATU Hanag.

CucmeMHuLl YepeoHULi 8084aK ma 3miluaHe 3aX80pH8aHHS CNOYYHOI MKaHUHU

Y nauieHTiB i3 CUCTEMHUM YEPBOHMM BOBYAKOM Ta 3MIlLAHUMK 3aXBOPIOBAHHSAMU CMOMYYHOI TKAHUHM
NiABMLLYETHCS PU3VK PO3BUTKY aCENTUYHOTO MEHIHTITY (A1B. po3ain «MoGiuHi peakLji»).

inepyymnugicme ma WKIpHI peakuyii

Ak i iHwi HMN33, aueknodeHak MOXe CMPUYMHUTK amneprivHi peakLii, BKMOYal4n aHadinakTuuHi/
aHainakToiaHi peakwi, HaBITb SKLLO NpenapaT NpUAMaTK BnepLue. TsHKKi LLKIPHI peakLii (aesiki 3 Skux MoxyTb
npu3BECTY A0 NeTanbHOro HaciaKy), BKNYaryn ekconiaTuBHNIA AepmaThT, cuHapom CTiBeHca-[KoHCOHa
Ta TOKCUYHMIA enifiepMarnbHui Hekponia, micns npuitomy HIM33 croctepiranucs ayxe pigko (auB. poagin
«MoBiyni peakwjiin). HalBULWIA PU3MK BUHVKHEHHS LMX peakuill y nauieHTiB cnocTepiraeTbest Ha novatky
3aCTOCYBaHHS Mpenapary, Takox PO3BUTOK LX HebaxaHux peakuiit criocTepiracTbCsi MpOTAroM NepLUOro
micsus npuiiomy npenapaty. [1pu BUHMKHEHHi LUKIDHWX BMCWMIB, YLIKOMXEHb Ha CRW30BIA 06OMOHL
MOPOXHWHM poTa abo iHLLIMX 03HaK rinepyyTNMBOCTI CiA NPUNMHUTY NPUIAOM aLleKrodeHaky.

B ocobnueix BUnaakax npu BITPSIHINA BiCTi MOXYTb BUHUKHYTW YCKITAAHEHHS: CEPI03HI iHADeKLii LKipy | M'sKux
TkaHuH. Ha ueit yac He moxHa Bukmiodati ponb HM33 y noripiuerHi nepebiry unx iHdekuin. Tomy cnig
YHUKaTV MpUItOMy aLieknodeHaky npy BiTpsHii Bici.

emamornoziyHi nopyweHHs

AuexknodheHak Moxe CrpU4MHUTY 060POTHE iHribyBaHHs arperallii TpomBouuTiB (auB. po3ain «B3aemogis 3
iHLLMMU NikapCbkMMM 3acobamm Ta iHLLi BUM B3AEMOi»).

[MopyweHHs 3 60Ky duxanbHoi cucmemu

Cnin poTpumyBaTucst 06epEXHOCTI Npu NpuioMi Npenapary navieHTam 3 GpoHxianbHOK acTMok, B TOMy
yucni B aHamHesi, Tomy Lo npuiiom HIM33 Moxe cnpoBokyBaTi PO3BMTOK panToBOro BpoHxocnasmy y Takimx
navjieHTiB.

[MauieHmu nimHb020 8iKY

Cnig potpumyBaTuCcs 06epexXHOCTi Mpy 3acTocyBaHHi MpenapaTty nauieHTam MiTHboro Biky (Bikom Big
65 poKiB), OCKiMbKW y HWX YacTille BMHMKaloTb NObiYHi fBMLLA (0COBNMBO KPOBOTEYA, MPOPWB LUMYHKOBO-
kvLLKoBOro TpakTy) mpu npuitomi HM33. YcknagHeHHs MoxyTb 6yTi neTanbHumm. [1o TOro x, natieHtu
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NiTHBOTO BiKy YacTiLLIe CTPaXAaloTb Bifj 3aXBOPIOBaHb HUPOK, NeYiHKN abo cepLieBO-CYANHHOI CUCTEMM.
Tpusane 3acmocyeaHHs

Yci navieHTy, siki OTpUMYI0Tb TpUBare NikyBaHHs HECTEPOIAHUMM NPOTU3aNanbHUMK NpenapaTtamu, NOBUHHI
3HAXOAMTUC Mif, PETENbHUM MEAUYHAM HArNAAOM (3aranbHui aHania KpoBi, (PYHKLOHaANbHI NeYiHKOBI Ta
HWPKOBI TECTH).

JlonomixHi pe4osuHu

Llei nikapcbkwia 3aci6 MicTUTb MeHLLe 1 MMOTb (23 Mr)/[o3y HaTpito, TOBTO MPaKTUYHO BiNTbHUIA Bif HATPIlO.

3acmocysaHHs y nepiod sagimHocmi abo 200ysaHHS 2pyddio.

BaritHicTb

Hewmae faHnx npo 3actocyBaHHs aLieknodeHaky y nepiof BariTHOCTi.

[HriByBaHHs CHTE3y NpocTarnaHAnHy MoXe HECTIPUSITNIMBO BNNWBATY Ha nepebir BariTHOCTi Ta/abo po3BuTok
embpioHa/nnoga.

[laHi enigemionoriyHmx gocnimkeHb BKadyloTb Ha 36inbLUEHHS PU3IKY BUKUAHS, PO3BUTKY MOPOKY CepLs i
racTpoLLM3nCy MiCAs 3aCTOCYBaHHS IHMGITOPIB CUHTE3y MpoCTarnaHAMHY Ha paHHiX eTanax BariTHOCTI.
AGCONIOTHUIA PU3NK PO3BUTKY MOPOKY CepLs 3pocTae 3 MeHW Hix 1 % Ao npubnusHo 1,5 %. Puank
30inbLUyeTbCA 3i 30iNbLLIEHHAM 403V | TPUBANOCTI NiKyBaHHS.

Y TBapuH NpUIoM iHribGITOpiB CHTE3Y NpocTarnaHanHy NprU3BOANTL 4O Npe- i nocTiMNnaHTauiiHoi 3arnbeni
nnofa Ta netanbHocTi emOpioHa i nnoaa. Takox 36inbLUYeTLCS KiNbKiCTb BUNAAKIB PiHWX Bag, y TOMY YnChi 3
BoKy cepLieBO-CyAMHHOT CUCTEMM, Y TBAPUH, SiKi OTPUMYIOTb iHFBITOpN CHTE3Y MpoCTarnaxanHy NpoTAroM
OpraHoreHesy.

MounHaroun 3 20-ro TVXXHS BariTHOCTI, 3aCTOCYBaHHS aLeKNnodeHaky MOXE CMPUYMHUTI OMiroriApaMHioH
BHaCMigoK AUCYHKLii HMpoK nnoga. Lie nopyLueHHs MoXe BUHUKHYTU HEBOB3I NICNS NoYaTKy NikyBaHHS Ta
3a3Buyall € obOpOTHUM MiChs MPUNUHEHHs! MNikyBaHHS. KpiM TOro, € MOBIAOMMEHHS! MPO 3BYXEHHS
apTepianbHOi NPOTOKK Nicns NikyBaHHS y ApYroMy TPUMECTPI BariTHOCTI, sike y BinbLLOCTI BUNaKiB 3H1Kano
niCrst MPUNHEHHS! ikyBaHHs. TOMy NPOTArOM NEpLIOTo Ta ApYroro TpUMeCTpy BariTHocTi fliknoton” He crif
npu3HayaTy, OKpiM BUNAZKIB KpaiHbOi HeobXigHOCTI. AKWO aueknodeHak 3acTOCOBYETbCS XiHKOW, sika
HamaraeTbCsi 3aBariTHiTW, abo MPOTArOM MEepLUOro YW APYroro TPUMECTPY BariTHOCT, 03a NOBUHHA ByTH
SKOMOra HUXKU010, @ TPUBANICTb MiKyBaHHS — IKOMOra KOpOTLLOH.

Moxe ByTv AOL|iNbHIM JONOMNOrOBMiA MOHITOPYHT LLIOAO OTIrOTipaMHiOHY Ta 3BY)XEHHS apTepianbHOi MPOTOKM
nicns BAnWBY aLeknodeHaky npoTAroM Kinbkox OHIB, nounHatoum 3 20 TWXHS BariTHOCTI. 3acTocyBaHHs
nikapcbkoro 3acoby [iknoTon cri IPUMMHITIA, SKLLO BUSIBNIEHO ONIrorifpamMHioH abo 3ByxXeHHs apTepianbHoi
NpOTOKN.

MpoTArom TpeTbOro TPUMECTPY BariTHOCTI BCi iHriGITOpY CHTE3Y MpocTarnanauHy:

— MOXYyTb BMAMBATW Ha Mnif, Makoun CepLEeBO-NEreHeBy TOKCUYHICTb (MepefyacHe 3BYXEHHS/3aKpUTTS
apTepianbHOi NPOTOKM i NereHeBa rinepTeHais);

— MOXYyTb BNAMBATW Ha MNid, CMIPUYMHAYM ANCYHKLIIO HAPOK, Sika MOXE PO3BUHYTACA [0 HUPKOBOI
HEeAO0CTaTHOCTi 3 MaroBOAAAM (AVB. BULLE).

Y XiHKV B KiHLji BariTHOCTi Ta HABOHAPOMKEHOrO NpenapaT MOoXe BNAMBATK Ha TPUBANICTb KPOBOTEi Yepes
aHTUarperaL|iiHni eeT, AKA MOXE PO3BUHYTUCS HABITb MICNS 3aCTOCYBAHHS [IyXe HN3bKIX [03;

npenapat Moxe iHribyBaTul CKOpOYEHHs MaTky, MPU3BOARYYM A0 3aTPUMKY NosioriB abo 3aTSHKHUX NOMoriB.
Takvm YnHOM, 3aCTOCYBaHHS aLieknodeHaky npoT1noKasaHo B TPETbOMY TPUMECTPI BariTHOCTI (AMB. PO3AINK
«MpoTunokasanHsi» Ta «OcobnMBOCTI 3aCTOCYBaHHS»).

Mepioa rogysaHHA rpyaa0

Hewmae iHchopmaLlii npo NpoHNKHEHHS aLieknodeHaky B rpyaHe Monoko. OaHak He BifdHaYanocs noMiTHoro
NPOHVKHEHHS MiveHoro pagioisoTonom (C14) aueknoteHaky B MOMOKO LLypiB.

Ak i iHwi HM3MM, aueknodeHak y He3HauHii KiNbKOCTI MPOHWKAE Yy rPygHE MOMOKo, TOMY npenapat
NpOTUNOKa3aHO 3aCTOCOBYBATY XiHkaM Y Nepiof rodyBaHHS rpYAAH, W06 YHUKHYTH HebaxaHoro BNnuBY Ha
HeMOBS.

depTunbHicTb

AueknodeHak, sk i iHWI iHriGiTOpU CMHTE3y LMKNOOKCUreHasw/mpocTarnaHanHy, MoXe 3HUKyBaTy
(hepTUNBHICTb | HE PEKOMEHAYETLCS XiHKaM, ki MaHyloTb BariTHICTb. XKiHkaM, SKi MatoTb TPyAHOLLi i3
3a4aTTM abo NpoxofATb AOCTiMKEHHS (PePTUNBHOCTI, Crif NPUNMHUTY 3aCTOCYBaHHS aLieknodeHakyto.

30amuicmb  8nnusamu Ha weudkicmb peakuii npu KepysaHHi asmompaHcnopmomM abo iHwuMu
MexaHiamamu.

MauieHTam, y KX CNoCTepiralTbCs Taki ABMLLA, K CrabkicTb, 3anaMOPOYEHHs, COHNMBICTb, BEPTUrO abo
iHWi cumnTomu 3 GOKy LeHTpanbHOi HepsoBoi cuctemu, npu npuilomi HM33 He cnig kepysatn
aBTOTpaHCNopToM abo iHLWMMM Hebe3newHMM MexaHi3mamu.

Cnocib 3acmocyeaHHsi ma dosu.

[iknoTon®, TabnieTkw, BKpUTI 06ONOHKOI0, MPU3HAYEHi NS MepOpanbHOTO 3aCTOCYBaHHS, | iX Criif 3anuBaTy He
MEHLLE HiX Y2 cknsHkv pigvm. Jiknoton® 6axaHo npuiivati 3 xeto. HeGaxaHi sBulia MoXHa 38eCTH 10
MiHIMyMY, SIKLLO TPUBaMiCTb NpuitoMy npenapaty byae HaliMeHLLOK, He0BXigHOK AN1S KOHTPOK CUMMTOMIB
(amB. po3ain «OcobnmMBOCTi 3aCTOCYBaHHS»).

[Hopocni. MakcumanbHa pekoMmeHgoBaHa fo3a cTaHoBuTb 200 mr Ha poby 3a asa npuiomu no 100 mr
(17abneTka BpaHLii 1 TabneTka - BBEYEpi).

MauieHTy niTHBOrO Biky. Cnifl peTenbHO cnocTepiraTi 3a CTaHOM Takux NMaLjieHTiB, TOMY LU0 Y HUX YacTilue
CnocTepiratoTb MOPYLUEHHS! (YHKLI HAPOK, MEYiHKW, CepLEeBO-CyaANHHI MOPYLUEHHS, TakoX BOHW YacTille
OTPUMYKOTb CynyTHIO Tepanito iHLWMX 3aXBOPIoBaHb, L0 MIABWLLYE PU3NK PO3BMTKY CEPO3HIMX HacTiakis
no6iynmx peakuiit. Mpu HeobxiaHocTi nprsHayeHHst HM33 ix noTpibHo 3acTocoByBaTH Y MiHIManbHUX Ao3ax i
MpOTSArOM MaKCUManbHO KOPOTKOrO 4acy. Sk MpaBuro, 3HWKEHHs [0 He noTpibHe. Crig peTenbHo
crnocTepiraTi 3a nawjieHTamu Ansi CBOEYACHOTO BUSIBMEHHS LUMYHKOBO-KULLKOBOI KPOBOTEMi Ha Tni Tepanii
HIM33, a Takox LOTPUMYBATUCh pEKOMEHAALI, on1caHux y po3gain « OcobnmBOCTi 3aCTOCYBaHHS».

MeviHkoBa HeoCTATHICTb. [INst NaALiEHTIB 3 NEYHKOBOK HEAOCTATHICTIO Nerkoro abo MoMipHOro CTyneHs cnig
3MeHLLMTY Jo3y aLieknodeHaky. PekomerfoBaHa novatkosa fo3a ctaHouTb 100 Mr Ha 4oy (auB. po3gin
«OcobnmMBOCTi 3aCTOCYBaAHHS).

HupkoBa HegocTaTHICTb. BincyTHs iHopmaLlis npo Te, Lo naLieHTam 3 HUPKOBOK HEAOCTATHICTIO NETKoro
CTyneHsi HeobxifHa kopekLiist 4031 aLlekrnodeHaky, ofiHaK LM nalieHTam Chig LoTpuMyBaTUcs 06epexHoCTi
npu 3acTocyBaHHi npenaparty (ave. po3ain « Ocobnm1BoCTi 3aCTOCYBaHHSI»).

Aimu.
BiocyTHi kniHiuHi AaHi Wo[o 3acTocyBaHHs aleknodeHaky, ToMy Leit npenapat npoTUnokasaHwui Ans
3aCTOCYBaHHS y Liii BIKOBIl rpyni.

MepedosyeaHHs.

Hewmae faHnx npo nepefo3yBaHHs aLeknogeHakom y NIANHM.

Moxnusi cumnmomu

["onoBHWIA binb, HyaoTa, BMtoBaHHs, Binb Y WNYHKY, 3aNaMOPOYEHHS!, COHNMBICTb, NOAPA3HEHHS LLNYHKOBO-
KWLLKOBOTO TPaKTY, LLMNYHKOBO-KULLKOBA KPOBOTEYa, Aiapes, Ae3opieHTaLlis, 30yMKeHHs, Koma, A3BiH Y ByXaXx,
apTepianbHa rinoTeH3is, NPUrHIYeHHs AWUXaHHs, BTpaTa CBiAOMOCTI, CyA0OMU. Y BUNaAKax TSHKKOrO OTPYEHHS
MOXYTb BUHWUKATW rOCTPA HUPKOBA HEJOCTATHICTb Ta YpaXeHHs PYHKLi NeYiHKM.

TikysaHHs

NikyBaHHst roctpux oTpyeHb HIM33 nonsrae y 3actocyBaHHi aHTauuais (mpu HeobxigHocTi) Ta iHLOT
MATPUMYOYOT | CUMNTOMATUYHOI Tepanii Takux YycknapgHeHb SK apTepianbHa rinoTeHsis, HUpKoBa
HE[OCTaTHICTb, CYAOMM, NOAPA3HEHHs CrM30BOi OOOMOHKN LUMYHKOBO-KMLLKOBOrO TPaKTy i MPUrHIYEHHS
AVXaHHS.

TNikyBaHHs rocTpUX OTPYEHb MY MpUItOMi aLeknodeHaky BcepeauHy nonsrae y 3anobiraHHi BCMOKTYBaHHHO
npenapary 3a 40MOMOrol0 MPOMIUBAHHS LUMyHKa Ta 3aCTOCYBaHHS aKTUBOBAHOTO BYTiNNS (MOBTOPHI [O3N) Y
HalbinbLL KOpOTKi TEPMiHM nicns nepefo3yBaHHs. Popcosanuil Aiypes, Aianis abo remonepdyais MOXyTb
ByTu HegocTaTHbO edekTBHUMY Anst BUBeaeHHs HIM33 yepes BUCokui cTyniHb 38's3yBanHs HM33 3 binkamu
KPOBI Ta eKCTEHCHBHI METabOri3M.

OpHak HeobXiaHO 3abe3neynTi XopoLLe CEHOBUAINEHHS.

MoTpi6HO peTenbHO KOHTPOMKOBATY PYHKLIiHO HUPOK i MEYIHK.

Cnig cnocTepiratyi 3a nawieHTOM NpUHAAMHI YOTUPKM FTOAUHM MICS NPUAOMY MOTEHLIHO TOKCUYHOI KiNbKOCTI
npenapary.

Y pasi yactux abo TpuBanux CyaoM Crif 3aCToCyBaTX Aia3enam BHyTPILUHbOBEHHO. [HLLi 3ax0au MOXyTb ByTu
rnokasaHi 3anexHo Bif KNiHIYHOTO CTaHy naLiexTa.

[MobiyHi peakuyil.

LUnyHKkoso-Kuwkosuli mpakm: HaiyacTiLe nobiuni peakyji ynm nNoB's3aHi 3i LLNYHKOBO-KMLLKOBMM TPaKTOM.
Mpu npuitomi HM33 MoxyTb BMHMKATYW LUNYHKOBO-KMLLKOBI BUpa3ki, nepcopaii abo LinyHKOBO-KULLKOBI
KpoBOTeui, iHoAi neTanbHi, 0cobnnBo B ocib NiTHLOTO Biky (AuB. po3ain «OcobnuBocTi 3acTocyBaHHs»). Mpu
3acTocyBaHHi HM33 nosigomnsnocs npo HyaoTy, 6noBaHHs, Aiapeto, METeopK3m, 3anop, avcnencito, Binb y
LUNYHKY, MeneHy, 6rioBaHHs KPOB't0, BUPa3KOBUIA CTOMATUT, 3aroCTpeHHs KoriTy Ta xBopoby KpoHa (avs.
po3pin «OcobnmBoCTi 3acTocyBaHHs»). PifLue cnocTepiraBcs racTpur.

linepyymnugicme ma wWkipHi peakyii: npu 3acTocyBaHHi HIM33 MoXnuBuMiA pO3BUTOK HecneumdivHuX
anepriYHMx peakuii, WO NPOSBMSIOTLCA Y BUMMAAI aHadinakTUYHUX peakuii, peakTUBHOCTI AuXanbHUX
LUNSIXiB, BKMOYAKO4M acTMy, noriplueHHst nepebiry actmu, 6poHxocnasmy abo aucnHoe, pisHUX LUKIPHUX
peakLiit, y TOMy 4uCchi BMCMMIB Pi3HWX TWMIB, CBEPOEXY, KPOMMB'SHKW, Myprnypu, aHrioegemu, piglwe -
ekchoniaTUBHOrO i GynbO3HOrO AepMaTUTy (y TOMY YMCHi eniaepmManbHOr0 HEKponisy Ta MynbTUOPMHOT
eputemu).

HesponoziyHi nopyweHHs ma posnadu opeaHie 4ymms: HEBPUT 30POBOTO HEPBA, BUMALKW acenTUYHOro
MEHiHriTy (0c06MMBO Y NaLieHTiB 3 ayTOIMYHHUMI NOPYLLEHHSIMM, TaKUMM SIK CUCTEMHMIA YEPBOHUIA BOBYaK,
3MillaHe 3aXBOPIOBAHHS CMOMYYHOI TKAHMHM) 3 TakUMKU CUMNTOMaMM SK OHIMIHHS (PUrigHICTb) M'A3iB Wi,
NIMXOMaHKa, Ae30pieHTaLlisl, CNnyTaHiCTb CBIROMOCTI, rantoLnHaLi, He3LyXaHHs.

[eMamonoziyHi NOpyLWeHHS: arpaHyoLMTO3, annacThyHa aHeMis!.

Y 3B'A3ky 3 3actocyBaHHsM HI133 noBigomnanocs npo po3BUTOK Habpsiky, apTepianbHy rinepTeHsio Ta
CepLeBy HeJoCTaTHICTb.

KniHiuni gocnimpkeHHs Ta enigemionoriyni aaHi nokasyroTb, Wo aeski HM33 (ocobnueo npu npuitomi BUCOKIX
103 | TpMBaANoMy 3acToCyBaHHI) AeLLo 36inbLuyioTb pU3NK apTepianbHUX TPOMOOTUYHNX SBULL (HanpUKnag,
iHcbapKT Miokapaa um iHcynbT) (auB. po3pin « OcobnMBOCTI 3aCTOCYBaHHSY).

Y Tabnuui HK4e HeCnpuUATIVBI ABMLLA, NPO SKi MOBIAOMAANOCS B KMHIYHUX JOCMIMKEHHSX, @ TakoX Npu

3acTocysaHHi npenaparty [iknoTon®, arpyrnoBaHo 3a cUCTEMaMy OPraHis i 3a YaCTOTOR BUHIKHEHHS.

Knac cuctem Yacto Heuacto Pigko [yxe pigko/okpemi
OpraHiB >1/100, >1/1000, >1/10000, BUNaAKM
3a MedDRa <1/10 <1/100 <1/1000 <1/10000
3 Boky cucTemu AHemis MpurkideHHs yHKLT
KPOBOTBOPEHHS! KICTKOBOTO MO3KY,
i nimcbaTnyHoT rpaHynoLuToNeHis,
cucTemu TpomBoLMTONEHis,
HeMTPOMeHis, reMoniTuyHa
aHemis
3 60Ky iMyHHOI AHadinakTuyHi
cucTemu peakLii
(BKMIOYaKOYM LLIOK),
rinepYyTnmBicTb
MopyLueHHst linepkaniemis
meTaboniamy
Ta XapyyBaHHs
MeuxiyHi [enpecis, He3BUYaiHi
MOPYLUEHHS CHU, 6E3COHHS
3 6oky 3anamopove- Mapecresis, Tpemop,
HepBoBOi HHS COHMMBICTb, FONTOBHNN
cucTemm 6inb, aucresasisi (posnagu
CTIPUAHATTS CMaKy)
3 6oky opraHis [MopyLueHHs 3opy
30py
3 6oky opraHis BepTwro, A3BiH y Byxax
crnyxy
3 6oky cepus CepueBa BiguyTTs cepuebutTs
HeoCTaTHICTb
3 6oky cyamH ApTepianbHa linepewmis, npunnvam,
rinepTeHsis, BacKynit
MOripLUEHHS
nepebiry
apTepianbHoi
rinepTeHsii
3 6oky 3aguika BpoHxocnasm, cTpuaop
AnxanbHoi
cucTemm Ta
CepenocCTiHHS
3 Goky [Jucnencis, MeTeopuam, MeneHa, CromatuT, kpuease
LUAYHKOBO- 6inb y racTpur, LUMYHKOBO-KMLUKOBI | 6MtoBaHHS, LUNYHKOBO-
KULLKOBOO XUBOTI, 3anop, BUpa3ku, KWLLKOBI KPOBOTEM,
TpakTy HyfoTa, BntoBaHHs, remopariyHa nepdopaLiii KULLEYHMKY,
niapes BUPA3KOBMIA piapes, 3aroCTpeHHst XBopobu
cTOMaTUT racTpoiHTeCTH- KpoHa Ta B1paskoBoro
HanbHa remoparis | Konity, naHkpeaTnt
3 6oky neviHkn i | TMigBuULEHHS YILIKOMKEHHS! NeYiHKN
XOBYOBMBIHMX | aKTWBHOCTI (BKMIOYatOYM renaTur),
Lnsxis MeYiHKoBIX NiABMLLEHHS aKTUBHOCTI
epmeHTiB nyxHoi occhatasm B
KpOBI, KOBTSHULISA
3 Boky Lukipyn Caepbix, AHrioHeBpoTMYHMIA | Typnypa, ek3ema, TaxKi
Ta nigwkipHoi BuMCH, Habpsik peakyii 3 6oky Lkipy Ta
KNITKOBIHM [epmaTuT, Crn130B1X 0BOMOHOK
KPOMVB'SHKa (BKMKOYa0YM CUHAPOM
CriBeHca-[xoHcoHa Ta
TOKCUYHWA
enigepmansHui
Hekponia)
3 60Ky HUPOK i MigBuLieHHs HedbpoTnyHuit cuHapom,
CEYOBWBIAHOI KOHLieHTpaLii HWpKOBa HEAOCTATHICTb
cnctemmn CEYOBUHN B
KpOBi,
MigBULLEHHS
BMiCTY
KpeaTuHiHy B
KpoBi
3aranbHi Habpsik, nigsuieHa
poanagm Ta BTOMITIOBAHICTb, CYAOMM
micueBi peakuji M's13iB (Y Horax)
Pesynbtatin 36inbLueHHs Macu Tina
nabopaTopHux
BOCTIiIKEHDb

IHwi nobidHi echexkmu, siKi cnocmepizatomscs npu 3acmocysanHi HM33

[Dyxe pipkicHi (<1/10000):

360Ky HUPOK | CEHOBWBIHWX LUNSIXIB: iHTEPCTULiANbHUA HEPUT.

3 oKy LKipy Ta NiALWKipHOI KNiTKOBMHKM: GynbOo3Hi peakLii, Bkmoyatoun cuHapom CriBeHca-[KoHCoHa i
TOKCUYHWI eniaepmarnbHIiA Hekponia (Ayxe piako), poToceHcubinisadis.

B ocobnvBux Bunagkax croctepiranucst cepitoaHi LKipHi iHdekwi Ta iHdeKLi M'SKX TKaHWH Npu Npuitomi
HM33 nig yac 3axBoproBaHHS BITPSIHOK BICMOK (AMB. TakoxX po3ainu «OcobnmBOCTi 3acTocyBaHHs» Ta
«B3aemogis 3 iHLWMMK nikapCbkuMy 3acobamu Ta iHLLi BUAW B3AEMOLII).

[NoBizomneHHs Npo nifo3ptoBaHi nobiyHi peakwii

lMoBigomnexHs npo nobiyHi peakuii nicrns peecTpallii nikapcbkoro 3acoby Mae Benuke 3HaueHHs. Lie fae amory
MPOBOAUTU MOHITOPUHT CMIBBIHOLLEHHS KOPUCTL/PU3NK MPW 3aCTOCYBAHHI LIbOr0 Mikapcbkoro 3acoby.
MeaunyHnM Ta hapmaLieBTUYHUM MpaLjiBHIKaM, @ TaKoX naLieHTam abo iXHiM 3aKOHHWM NPeCTaBHMKaM Crif
MOBIAOMNATI MPO YCi BUNafKK Nigo3pioBaHux NoBiYHMX peakLiit Ta BiACYTHOCTI edheKTUBHOCTI Mikapcbkoro
3acoby uepe3 ABTOMaTW30BaHy iHdopmaLiiiHy cucTemy 3 chapmakoHarnsgy 3a MNocUNaHHsSM:
https://aisf.dec.gov.ua.

TepmiH npudamHocmi. 3 pokn.

YmoBM 36epiraHHs.
36epirati npu TemnepaTypi He BuLLe 25 °C B OpuriHanbHilt ynakosLyj.
36epiraTity HeLOCTYNHOMY AN 4iTeN MiCLi.

YnakoBka.
Mo 10 Tabnetoky Bnictepi, no 3 abo 10 6nicTepiB y kApTOHHIN ynakoBLi.
Mo 14 Tabnetoky 6nictepi, no 2 6ricTepn y KApTOHHIit ynakosLj.

Kateropis Bignycky.
3apeuentom.

BupoGHuk.

KYCYM XENTXKEP MBT NTA/

KUSUMHEALTHCARE PVTLTD.

MicuesHaxomkeHHs BUpo6HUKa Ta agpeca MicLisi NpOBaKeHHs Oro AiNbHOCTI.
CN-289 (A), PIIKO Ingactpian apea, YonaHki, bxisagi, [ict. Anap (PagxactaH), IHais/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

[araoctaHHboro nepernsgy. 22.12.2023.

Diclotol® Tab/UA/B

5. BHIWADI

PACKING MATERIAL SPECIFICATION

propucT NAMe: DPICLOTOL® TABLETS INSERT

COUNTRY: UA (Ukraine)

4000598 A/W CODE: 30059814000802A SPECIFICATIONS:

BIBLE PAPER 45 GSM

MATERIAL CODE:
DIMENSION: OPEN SIZE: 240 X 483 MM, BOOKLET 30X60 MM, GLUE PASTING
SUPERSEDED A/W CODE: 0059814000802 (OLD) COLORS:

REASON FOR CHANGE A/W: VARIATION

B BLACK
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