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IHCTPYKLIIA

0719 MEeQMYHOro 3aCTOCYBaHHA Nikapcbkoro 3acoby

®OPJIAKC®

(FORLAX®)

Cknag:
naitoya pe4vyoBUHa:

Makporos 4000

1 nakeTuK MicTuTb Makporony 4000 4 r;

LOMNOMIDKHI pe4YOBUNHMU:

apomaTtmsaTtop anenbCUHOBO-rpenndpyToBuii (edipHi onii anenbcunHa Ta rpennépyra, cik
anesbCUHOBUM KOHLEHTPOBaHUNM, UMUTPanb, anbAerif oLTOBOI KNCNOTW, NiHanon, eTnnbytupar, anbda-
TepniHeon, oKTaHasnb, 6eTa- i raMMa-reKkceHors, ManbToAeKCTPUH, cMona akauii (E 414), cop6iT (E 420),
6ytunrigpokciaHizon (E 320) i cipkn giokena (E 220)); HaTpito caxapuH.

JNlikapcbka dopma

MopoLuok Ans NpUroTyBaHHA PO3UKnHy A/18 NepopasibHOro 3acTOCYyBaHHA.

OCHOBHI ¢i3MKO-XiMiYHi B1aCTUBOCTI:NaKeTUKN MiCTATb NopoLloK 6iioro 4un Mamxe 6inoro Kkonbopy,
Nerkopo34vymMHHMN y BOAI, 3 3anaxomM, Lo Haragye 3anax anenbcuHa Ta rpemnépyTa.



dapmakoTepaneBTM4Ha rpyna

OcMOTUYHI NpoHOCHI 3acobu. Makporon.

Kop ATC AO6A D15.

dapmMakonoriyHi BnacTmBocTi

dapmMakoagmnHaMika

Makporonm 3 BUCOKOI MosiekynapHor Macotro (4000) — e A0oBri NiHiNHI noniMepu, WO YTPUMYHOTb
MO/IEKY/TN BOAM 3a paxyHOK BOgHEBKX 3B’A3KIB. [licna nepopanbHOro 3actocyBaHHs BOHM 36iNbLIYHOTb
06’€EM PiANHN B KNLLEYHUKY.

O6’em Heabcopb0oBaHOI piAMHM B KNLLIEYHUWKY BigMNoBiga€e 3a NPOHOCHI BaCTUBOCTI PO34MHY.

dapmMakokiHeTMKa

LaHi pocnig>xeHb dapMakoKiHETUKM NigTBEPOXKYHOTb, W0 Makporon 4000 He BCMOKTYETbCA Y
LL/TYHKOBO-KMLLIKOBOMY TpakTi i He MeTabonisyeTbcA nicna nepopanbHOro Npunomy.

KniHiuHi xapakTepncTmkmn

MNoka3aHHA.

CuMnTOoMaTMuUHe NikyBaHHA 3aropiB Yy AiTeN BikOM Big, 6 Micauie 4o 8 pokis.

lMpoTunokasaHHsA.

- Takke 3ananbHe 3aXBOPOBAHHA KMLLEYHUKY (Hanpuknag HecneunedivyHnim BUpasKoBUIA KONIT,
xBopoba KpoHa) abo TOKCUYHUM MErakosioH.

- Mepdopauis abo pnank neppopalii LLITYHKOBO-KULLKOBOIO TPaKTY.

- Ineyc abo nigo3pa Ha KNLLIKOBY HEMPOXiAHICTb, CUMMTOMATUYHI CTEHO3MW.

- bonboBi cMHAPOMMK B XXMBOTIi HEBM3HAUYEHOIO MOXOAXKEHHA.



- linepuyTnuBicTb A0 Aito4oi pevoBUHM abo 00 Byab-AKOi 3 4OMOMI>KHUX PEYOBUH Nlikapcbkoro 3acoby.

BzaemMogaisa 3 iHLWMMK nikapcbKMMM 3acobamMm Ta iHLLI BUOM B3aeMoLin.

He BcTaHOBNEHO.

OcobnmBocTi 3acTOCyBaHHA.

Mepen nouyaTkoM NikyBaHHA NnikapeBi HEOOXiAHO NepecBiIgUNTMCA Y BiACYTHOCTI OpraHiuHnX
nopyLueHb, 0cobnBo y nauieHTiB Ao 2-x pokis. POPJIAKC® (4 r) npnaHayaroTb 4718 TUMYacoBOro
NikyBaHHSA 3anopiB AK 40MOMIDKHUI 3acib 3a yMOBM 4OTPMMaHHA BigNOBIgHNX CaHITAPHO-TIriEHIYHMX
peKoMeHaaLin i gieTn; MakcuManbHa TPMBanicTb Kypcy nikyBaHHA — 3 MicAui. AKLLO CUMMTOMU He
3HMKaKTb, HE3BAXKAKOUM Ha AIETUYHI pekoMeHaaLlii, HeobXigHO BUABUTU Ta YCYHYTM MEPLUONPUYNHY.

3acTepe>keHHs

[aHi npo epeKTNBHICTb 3aCTOCYBaHHA A4iTAM BiKOM 40 2-X POKiB OTPUMaHO B yMoBax 06MexxeHoi
KiNIbKOCTI NaLieHTIB.

JlikyBaHHSA 3anopy 6yab-aKMUM NikapCcbKnM 3acobB0M € KLLE AOMOMIXKHOI Tepariiero, Wwo nepegbavae
LOTPUMaHHSA 300p0BOro crnocoby XXNTTA | KyNbTypy XxapuyBaHHS, a came:

- CNOXXMBaHHA 6iNbLIOI KiNbKOCTI PiAVHM Ta AIiETUYHOIT POCIMHHOI KNITKOBUHM,

- NigTPUMaHHA HanexxHoi ¢i3NYHOT aKTUBHOCTI Ta BiAHOBNEHHA OiANTbHOCTI KULLEYHUKY.

Mepen nouyaTkoM NikyBaHHA HEOBXiQHO NEPECBIAYMNTNCA Y BIACYTHOCTI OPraHiuyHMX NopyLUEHb.

Micna 3-MicA4YHOro Kypcy nikyBaHHSA AOUI/IbHO MPOBECTM NMOBHE KJ/TiHIYHE 06CTEXKEHHA LL,040 3anopy.

Nikapcbkni 3acib MicTUTb Makporon (nonietTuneHrnikons). NMoeigomMnanoca nNpo rinepyyTInBICTb
(aHaginaKTMYHUM WOK, aHTIOHEBPOTUYHUIM HabpAK, KPONUB’AHKa, BUCUMNAHHA, cBepbidK, eputema) 4o
nikapcbkunx 3acobiB, L0 MicTATb Makporon (ane. po3ain «Mo6iuHi peakuii»).

JNlikapcbknin 3acib MicTUTb gioKcKUAa CipKy, L0 3piaka MoXke BUK/TMKATM CEPMO3HI peakuii
rinep4yyTnMBoOCTI Ta 6poHXocnasm.



Nikapcbkuit 3aci6 MicTUTb cop6iTon. Mloro He peKoMeHA0BaHO 3aCTOCOBYBATM NaLjieHTaM 3
HenepeHoCUMICTIO GpyKTO3M (piaKiCHE cnagKkoBe 3aXBOPOBAHHA).

Cop6iton Ta cipku giokcug BXoAATb 4,0 CKNagy apoMaTniartopa anenbCUHOBO-rpenndpyToBoro:

cop6iton (E 420) - 0,72 Mr Ha oANH NaKeTUK;

cipkun giokeng (E 220) - 9,6 x 10-4 Mr Ha OAMH NaKeTUK.

Mosigomnanoca Npo BUNagKu acnipawii npy BBeAEHHI 3HaUHKX 06’€MiB MNONIETUNEHTNIKOMIO Ta
eneKTPoniTiB Yepe3 HazoracTpanbHMi 3oHA. OcobnmMBUM pU3KK acnipaLlii cnocTepiraeTbcay Aiten 3
HEBPONOTiYHMMM MOPYLLUEHHAMM MOBNEHHA Ta MOTOPUKMN.

OcobnmBocTi 3acTOCyBaHHA

OOPJTIAKC® (4 r) He MiCTUTb 3HAYHOI Ki/IbKOCTI LLyKpy abo noniony i MO>ke 3acToCcoByBaTUCA
nawuieHTamMm 3 LyKpoBMM fiabeToM abo X naLieHTamm, Wo oTpUMytoTbcA 6e3ranakTo3Hoi gieTu.

3acTocyBaHHA Yy Nepiog BariTHOCTi abo rogayBaHHA rpyantro.

BariTHicTb

Locnig>XeHHs Ha TBapUHax He cBigyaTb Npo 6e3nocepeaHin abo onocepeaKkoBaHMUM TOKCUUHUI
BMN/INB HA PENPOAYKTUBHY PYHKLLitO.

[JaHi wopno 3actocyBaHHA nikapcbkoro 3acoby ®OPJIAKC® BariTHUM XXiHKaM 06Me>xeHi (MeHL Hixk 300
BMMNaAKiB BariTHOCTI).

>KopaHoi giiy nepion BaritHoCTi He nepegbayaeTbca, OCKiNbKYM CUCTEMHUM BMN/INB NiKapCbKOro 3acoby
POPJTIAKC® € HecyTTeBMM. POPJIAKC® Mo>xHa 3acTOCOBYBaTM Y Nepiog, BariTHOCTI.

NakTtauiga

[ani wopao ekckpeuii nikapcbkoro 3acoby POPJIAKC® y rpyaHe MOIOKO BiACYTHI.



He nepenbayaeTtbcs XXOAHOMO BAIMBY HAa HOBOHAPOAXKEHUX/HEMOBAAT, AKUX FOAYyHOTh rpyaato,
OCKi/TbKM CUCTEMHUI BNNUB Nnikapcbkoro 3acoby ®POPJIAKC® y XiHOK, Lo roayroTb rpyaato, €
HecyTTeBUM. DOPJTIAKC® Mo>kHa 3acTOoCOBYyBaTW y Nepion roayBaHHA rpyaato.

depTunbHiCcTb

Locnip>XeHb BNAMBY Ha GepTUBHICTb MPW 3aCToCyBaHHI nikapcbkoro 3acoby POPJIAKC® He
nposogunocs, npoTe, ockinbkn makporon 4000 He abcopbyeTbCA 3HAYHOK MipPOHD, XXKO4HOro BNAMBY
Ha GepTUNbHICTb HE OYiKyETbCA.

34aTHICTb BNIMBATM Ha LWWBMAKICTb peakLii Npy KepyBaHHiI aBTOTPaAHCNOPTOM abo iHLWMMK
MexaHi3amamu.

He BcTaHOBNEHO.

Cnoci6 3acTocyBaHHA Ta 003W.

[na nepopanbHOro 3acTocyBaHHs.

[o3wn gna piten BikoM:

Big, 6 MicauiB oo 1 poky: 1 nakeTuk (4 r) Ha nob6y.

BiA 1 0o 4 pokiB: 1-2 nakeTnku (4-8 r) Ha po6y.

Big 4 oo 8 pokiB: 2-4 nakeTukn (8-16 r) Ha goby.

[Oo6oBa n03a BU3HAYAETLCA BiAMOBIAHO A0 OYiKyBaHOTO K/iHIYHOrO edekTy.

Mepinin edekT Big 3acTocyBaHHA nikapcbkoro 3acoby ®OPJ/IAKC® HacTae npoTtarom 24-48 rogmH
nicna npumnomy.

Oitn



TpuBanicTb NikyBaHHA O1a AiTe He Mae NepeBuLLyBaTK 3 MicALi 3 ornaay Ha BiACYTHICTb AaHUX
KNiHIYHMX A0CNig>KEHb LLOA0 3aCTOCYBaHHA LbOro nikapcbkoro 3acoby noHaa 3 Micaui. BigHoBneHHs
MOTOPUKM KULLIEYHWKY BHACNIAOK NiKyBaHHA Mae MiagTpMMyBaTUCA LUAAXOM AOTPUMAHHSA Tiri€HIYHNX i
DiETUYHMX peKkoMeHaauin.

Cnocib6 3acTtocyBaHHSA

BMicT KO>XXHOro nakeTuka cnig po3umHuTM npmbnnsHo y 50 mn sogm 6esnocepenHbo nepes
3acTocyBaHHAM. JlikyBaHHA NPOBOAATL BPaHL,i y pa3i 3acTocyBaHHsA 1 nakeTuka Ha 4oby abo BpaHLUi Ta
BBeYepi y pasi 3acTocyBaHHA HinbLUe ogHOro nakeTnka Ha gooby.

Oitn.

Jlikapcbknii 3acib MoxxHa 3acTocoByBaTK 4iTAM BiKOM Bif, 6 MicALiB [0 8 pokiB.

MepenosyBaHHA.

MoBigomnanocsa npo aiapeto, 6inb y XXMBOTI Ta 6ntoBaHHA. [iapes, cnpuynHeHa NPMMNOMOM HaaMIpPHOT
0,031 Uboro npenapary, 3HUKaE, SKLLO TUMYACOBO NPUIYNUHUTM NiKyBaHHA abo 3MEHLLUUTM 403Y.

HapgMipHa BTpaTta pignHmn BHacnigok giapei abo 6/110BaHHA MOXKe BUMMaratm KOpuUryBaHHsA nopyLlieHb
enekTponitHoro 6anaHcy.

Mo6iuHi peakuii.

Mpo nobiuni peakuii, nepeniveHi HUXK4e, NOBIAOMAANOCA MPOTArOM KNiHIYHMX BUNpo6yBaHb 3a y4acTio
147 piten BikoM Bia 6 MicauiB Ao 15 pokiB Ta nig yac nicnapeecTpauiMHOro 3actocyBaHHs. 3aranom,
no6iyHi peakuii 6y HeE3HAYHUMM | TMUMUYACOBMMM Ta NMepeayciM CToCyBannNCsa TPaBHOI CUCTEMMN.

Mo6iuni peakuii Ha nikapcbknii 3acib knacnoikyroTbCA 3a YaCTOTOK BUHUKHEHHSA TakKMM UWMHOM: Ay>Xe
yacTi (=1/10); vacTi (=1/100 go <1/10); HeuacTi (=1/1000 go <1/100); noognHoki (=1/10000 go
<1/1000), pigkicHi (<1/10000), HeBiAOMO (He MOXXe ByTM OL,IHEHO Ha NiacTaBi HAABHUX AaHUX).

Knac cucrtemiopraHis



Mo6iuHi peakuii

MopyLeHHA 3 6oky TpaBHOI cUCTEMN

YacrTi

Binb y xxmBoTi

Diapea*

Heuacri

BntoBaHHA

30yTTA XKMBOTA, HyA0Ta

MopyLueHHA 3 60Ky iIMyHHOI cUCcTEMM

Hesigpomo

lNnep4yTnuBicTb (aHa®INAKTUYHUI LLOK, aHFIOHEBPOTUYHMI HabpAK, KPOMMB’AHKA, BUCUT, CBEPOIXK,
eputemMa)

*[liapea MO>XXe BUKNMKaTK BONiCHI Big4yTTA B NepiaHanbHin ginaHui.

OkpiM TOro, y 4O0pOCNMX CNOCTEpPirann HMKYe3asHaueHi nobivHi peakuii nig yac KNiHIYHMX
BunpobyBaHb Ta y nepiog nicnapeecTpauinHoro 3acTocyBaHHA.

3 60Ky TpaBHOI CUCTEMU

Heuacri: FOCTpi no3nBn 00 BUMNOPO>KHEHHA, MUMOBI/IbHE BUMOPOXKHEHHA KULLUEYHUKY.

3 60Ky 06MiHY pe4oBUH Ta XxapuyBaHHA



HeBigoMo: nopylLleHHA BogHO-eNneKTpoiTHoro 6anaHcy (rinoHaTtpieMia, rinokaniemisa) Ta/abo
3HEBOAHEHHA, 0CO6NMBO Yy NALEHTIB NTiTHLOrO BiKYy.

3 60Ky iMyHHOI cucTEMM

Hesigomo: eputema.

MoeigomMneHHA Npo nigo3ptoBaHi NobiuHi peakuii

BaxxnmBo noBigoMnATM Npo nigo3ptoBaHi NobiuHi peakuii nicna peecTtpadii nikapcbkoro 3acoby. Lle
[a€ 3MOTy 30iMCHIOBATU MOCTIMHUIM MOHITOPUHT CMiBBIAHOLLEHHA KOPUCTI Ta pU3NKY 3aCTOCYBaHHA
nikapcbkoro 3acoby. [NpauiBHMKIB OXOPOHM 340POB’A NPOCATb NOBIAOMMAATK NPO By ab-AKi
nigo3proBaHi No6ivHI peakuii Yepes HauioHanbHy CUCTEMY MOBIAOM/IEHD.

TepMiH NpugaTHOCTI.

3 poku.

YMoBu 36epiraHHs.

JNlikapcbknin 3acib He noTpebye ocobmnMBMX yMOB 36epiraHHs. 36epiratmy HeaoCcTynHOMY ANA AiTeEN
Micui.

YnakoBka.

Mo 4,0668 r nopoLLKy B NakeTuky; nNo 10 nakeTuKiB B KAPTOHHIN KOpPoObLi.

KaTeropia signycky.

bes peuenTa.

Bupo6HUK.

BO®YP INCEH IHAYCTPI / BEAUFOUR IPSEN INDUSTRIE.



MicuesHaxoaoxxeHHs BUpobHMKa Ta agpeca Micusa NpoBaa>KeHHA Moro gianbHOCTI.

Pto ETe BipToH, AIPbO, 28100, ®paHuia / Rue Ethe Virton, DREUX, 28100, France.

3aaBHUK.

INCEH ®APMA / IPSEN PHARMA.

Micue3Haxop)keHHA 3aABHMKA.

65, HabepexxHa XKop>k Nopc-92100 bynoHb binaHkyp, ®paHuia / 65, quai Georges Gorse-92100
Boulogne-Billancourt, France.



