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NHCTPYKIIMA
(A8t CIENHATHCTOB M MAIUEHTOB)
10 MeIHIMHCKOMY NPHMEHEHHI0 Npenapara
®ECTAJI® (FESTAL)®

Toprosoe Hazpanue: ®ecran® / Festal®
JlekapcrBennas ¢gpopma: TablICTKH KHLIEYHOPACTBOPUMBIE, OKPHITEIE 000I0YKOM.

Cocras
B 1 TabieTKe KHIIEYHOPACTBOPUMOM, IOKPHITOH 000JI0YKOM, COAEPKUTCH:

Aopo: axmuenvle eewecmsa: mnankpeatdH — 192,00 Mr, 4To SKBHBAlIECHTHO (B €IMHHIIAX
Mesxnaynapoasoit ®apmanepruueckoit @enepanuu — F.I.P.): mumaza — 6000, o-ammnaza — 4500
npoteasa — 300; remuuemmonasa — 50,00 Mr; xerun KOMIIOHEHTHI — 25,00 Mr; 6cnomozamenvhbvle
6ewyecmea: HATPUSL XJIOPHT;

Komnonenmur 0o6on0uxu: nemmonosa anerar (ranar, STHIBAaHHINH, Macio kactopoBoe (E1503),
caxaposa, JKeJIaTHH, TIII0Ko3a uaKkas, Tatbk (E553), kaneuus kapbonar (E170), rymmuapabuxk,
rimuuepud (E422), nonmustunenraukoias 6000 (E1521), turana quokeun (E171).

Onucanue.
bensle, rnsH1IEBEIEC, KPYTIIbIe TAOJETKH CO CJIa0BIM 3aaXxoM BaHHIIH.

®apmakoTepaneBTHYecKkas rpynna: CpeacTBa, CIOCOOCTBYIOIHE MHIECBApPEHHIO, BKIIOYAs
depmenTHbIE cpeacTBa. PepMEHTHBIE IpemapaThl.

COTJACOBAHO
MUHUCTEPCTBOM 3IPABOOXPAHEHUSA
Kon ATX: A09AAOQ2. PECTIYBJIMKU BEJIAPYCh
Tlpukas Muuuc’repc’maﬂ 31 paBOOXPAHEHHKA
®apMakoJIOTHYECKHE CBOHCTBA or « O fC“ Oapky Degapycs
®apmMakoIHHAMHKA

[Ipenapar KOMIIEHCHpPYET HEIOCTATOYHOCTh BHEUIHECEKPETOPHOW (YHKIMH IIOKEITYIOYHOM
AKeJIE3BI U JKETYEBBIICIUTENBHON QYHKIUH IEYEHH.

Bxomamme B coctaB maHkpeaTHHa (epMEHTHI: aMuiasa, JIUIAa3a W IpoTeasa OOJErd4aroT
IIEpEBApHBAHUE YTJIEBOJIOB, )KUPOB U OENKOB, YTO COCOOCTBYET MX HoJiee MOITHOMY BCaChIBAHHIO
B TOHKOM KHILIEYHHUKE.

IIpenapar Takxe CTUMYNIHPYET BhIIEICHHE COOCTBEHHBIX (PEPMEHTOB MODKEITYJOYHOH XKENE3bI,
XKEeJIyJKa 1 TOHKOTO KHIIEYHHKA, a TAKXKe JKETIH.

DepMeHT TeMHIEIUII0Na3a CIOCOOCTBYET PACIICIUIEHUIO PACTUTENBHON KJIETUATKH, YTO TaKXKe
yJIy4IIaeT MHUINEBAapUTENIbHBIE IPOIECCH], YMEHbIIACT 00pa30BaHUE Ia30B B KUIIEYHHKE.
OKCTPAKT KeJIIH AEUCTBYET JKEITYETOHHO, CIIOCOOCTBYET IMYJIBTHPOBAHHIO XKUPOB, o0JIerdas ux
BCACHIBAHUE M BCACBIBAHUE XHPOPACTBOPHMBIX BUTaMHHOB, CIIOCOOCTBYET BBIACICHHUIO JIMIIA3BI
IIOJKEIIY JOYHOM XKeJIe301.

[IpuMeHenne mnpemapara OpUBOAUT K yinydimneHuio ¢QyskumoHansHOoro cocrosHus JXKKT,
HOpMaJIU3al{H [IPOLeCcCa MUIIICBAPCHHUSL.

PapmMakoOKHHETHKA

JleiictBue npenapara ®ectan® ABIAETCS COBOKYIHBIM JEHCTBHEM €T0 KOMIIOHEHTOB, IIO3TOMY
IPOBEJICHUE KHHETHUCCKUX HAOMIOACHUN HE MNpEeACTaBIgeTCs BO3MOXHEBEIM; BCE BMECTE
KOMITOHEHTH! HE MOTYT OBITH TPOCIICKEHBI C TIOMOIIBIO MapKepoB wiav Ououccienoanui. [1o
3TOM XKe IPUYNHE HEBO3MOXKHO OOHAPYKUTh U METAOONUTHI IIpenapara.

IToxkazanus K NPpUMEHEHUIO

HemocTaTouHOCTE BHENIHECEKPETOPHOU PYHKIMH TOKEITYIOTHOH JKene3bl (IIpH XPOHHUECKOM
IIAaHKPEATHTE).

XpoHHYECKHE BOCHATUTENBHO-AUCTpOdHUeckre 3a00NIeBaHus JKENyaKa, KMIICYHHKA, MEYECHH,
KETYHOTO TY3BIPS; COCTOSHHUS TMOCIE€ pe3eKUHH WM OONydYeHHMs 3THX OpraHoB,
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COIPOBOXIAIOIIKMECS HAPYIICHUAMH NMEPEBAPUBAHHAS UK, METEOPH3MOM, nmapeeit (B cocTaBe
KOMOHHHPOBAHHOW TEpaItn).

Jnsg ynydiieHds TepeBapuBaHHS IMHMIMM Y JHONEH € HOpPMaIbHOH dyHKume# KexyJ04HO-
KMIIEYHOTO TpPAaKTa B CJIy4ae HAPYIICHHS JKEBATEIbHOH (YHKUHMH, a TaKxke BBIHY)KICHHOM
JUIATEILHOM HMMOOHITU3AIHH.

[ToAroToBKa K PEHTIEHONOTHYECKOMY M YIbTPa3ByKOBOMY HCCIIEOBAaHHIO OpPraHoB OpromHoi
ITOJIOCTH.
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COTJIACOBAHO
Cnocob npuMeHeHHSs H 103bI MHHHCTEPCTBOM 3/IPABOOXPAHEHUS

I[IpenapaT NpHHHMAIOT BHYTPb, HE pa3KeBbIBas, BO|BpeMACHNPUMEFEHRAYE enpl, | 3amuBas
HEeOOJIBIINM KOJMYECTBOM HELIEIOUHOM XHAKOCTH (C ¢ ":‘%ﬁmmmmy
B3pocnsle: mo 1-2 Tabnerku 3 pa3a B CyTKH. boiee BE

— 10 Ha3HAYECHHUIO Bpava.

[IpoJO/KHTENFHOCTh JICYEHHS MOXKET BaphHPOBATH OT HECKOJIBLKHX [JHEH (IIpM HapyIIeHHH
npolecca MUIIEBAPEHUS BCIIEICTBHE M3MEHEHUH B PEXUME NMUTAaHUA) 70 HECKOIBKHX MECSIEB
WUIH JIeT (A HeOOXOAMMOCTH [OCTOSHHON 3aMECTUTEIIHHOM TepaIvu).

ITepe peHTrEHONOrMYECKHM MM YJIBTPA3BYKOBBIM HCCIIENOBaHUEM: 10 2 TabneTku 2-3 pasa B
CYTKH 3a 2-3 JHS 10 UCCIICOBAHUS.

Bo3MOXeH OTHOKPATHBIA IPUEM Hpenapara.

M. JleTsam

ITob0o4HoOe neiicTBHe

Co cmopoHbl uMMyHHOU cucmembl. aHA(QUITAKTUYECKUE PEAKIH, BKIIIOYas KPaMBHHUILY H OTEK
Ksuuke.

Co cmoponbl nouek u Mo4esbl800AWUX nymeil. TUIEPYPUKO3YpHsL, OCOOEHHO NPH IPUMEHCHUH
BBICOKHX JI03 Mpenapara.

Co cmoponbl J#Ceny00yHO-KUMEYHO20 MPAaKma: TOUIHOTa, PBOTA, JHapes, OONb B JKUBOTE,
pazipaXeHHe CIIH3UCTOH OOONIOYKH TOJNOCTH pTa, Auapes, IEpHAHAIBLHOE paspaxeHue,
AHAJBHBIN 3y, 3aII0p, CTEHO3 TOJICTOTO KHINeUHNKa, GpUOpo3upyrolas KOJIOHONATH.

V gmereli ¢ MyKOBHCHHAO30M TIIpd NpPUMEHEHHWH BBICOKHX [103 IIAHKpeaTHHa ObuLIM
3apErHCTPUPOBAHBI CIIyYad KHIICYHON HEMPOXOIUMOCTH U 3a10pa.

Co cmoponbl o6meHa ewjecmé U NUMAHUA: TIOBBILICHUE YPOBHS MOYEBOH KHCIIOTHI B ILIa3Me
KPOBH, CHHKCHHE DHJIOTEHHOTO CHHTE3a JKEIYHBIX KHCIOT. [Ipy mpUMEHEHMH IaHKpeaTHHa B
BBICOKHX J03aX BO3MOXXHO Pa3BUTHUE THIIEPYPHUKO3YPHH.

Hponmononcat;amm

IloBhiIeHHAs YYBCTBUTECIIBHOCTHL K KOMIIOHCHTAM HpeIriapara, 0CTpBII71 NNaHKPCATHT, O6OCTpCHPIC
XPOHHYECCKOI'O IMaHKpeaTUTa, IMCYCHOYHAsA HCAOCTATOYHOCTh, I'E€IIaTUT, MEXaHUYCCKasl JKCEITyXa,
KCJIYHOKaMCHHAasA 60JI€3HB, SMITHECMA KCJIYHOT'O IIY3BIps, KUIIEYHAA HEIIPOXOINMOCTbD. HpenapaT
IIPOTUBOIIOKAa3aH ACTAM B BO3pacTe 10 3x Jer.

IIpumeHenne B mepuoj 6epeMeHHOCTH H KOPMJICHHS TPyAbIO

HccnenoBanus mo 6e30MacHOCTH MaHKpEaTHHA HE MPOBOAMINCH Ha OSPEMEHHBIX U KOPMSIIHX
KEHIIMHAX. B CBj3U Cc 3TUM NpUMEHEHHE IpemnapaTa B NepHoa OCpeMEHHOCTH U JIaKTalluH
ciexyer u3oerath.

IIpu GepeMeHHOCTH M KOPMJIEHHH TpPYyABIO Iperapar Ha3HA4yaloT TOJIBKO B Clydyae KpanHeH
HEOOXOMUMOCTH. B 3KCnepUMEeHTaATbHBIX HCCIIEJOBAHUAX YCTAHOBJIEHO, YTO NAHKPEaTHH HE
BBI3BIBACT TEPATOTEHHOTO JACHCTBUS.

Ilepeno3uposka
Cumnmomel: TIOBBIIEHHE YPOBHS MOYEBO# KUCIIOTHI B IIa3Me KPOBH U B MOYE.
Jleyenue: OTMEHA TIpenapaTa, CHMIITOMaTHYCCKas TEPAIIHS.

Oco0ble ykazaHUS H MepbI NIPEI0CTOPOKHOCTH

C OCTOPOXHOCTBIO Ha3HAYaAIOT Mperapar Mal[MeHTaM, MMEIOIMM B aHAMHE3€ XPOHHUYCCKHH
nmaHkpeatuT. [Ipemapat MOXeT MPUMEHATHCS [0 HA3HAYEHHIO Bpaya MEPHOJI BOCCTAHOBJICHUS HITH
U3MEHEHHS JUETHI IOCIIE 00OCTPEHMS XPOHHUECKOTrO IMaHKPEaTHTA.
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CreflyeT y4UTHIBaTh, YTO MPH BHICOKON aKTHBHOCTH JIMIA3bl, COAEPXKAIICHC B MAaHKPEATHHS,
[OBBIIIACTCS BEPOSTHOCTh Pa3BHTHS TSKENBIX 3allOpoB y AeTed. B KIMHUYECKOH NpPAaKTHKE
HabII0aIMCh cilyday Gubpo3UpyroLIei KOJIOHONIATHH, 3alI0POB U KMIICYHON HENPOXOAUMOCTH Y
JeTel ¢ MYKOBHCIHIO30M, ©XKEIHEBHO IHOJNYYaBIIMX IIpeNaparhl, COACpXKallue MaHKpEaTHH B
BHICOKHX /103aX. PeKOMEH/TyeTcsl IPOKOHCYIbTHPOBATLCS ¢ BPA4OM B CIIydae COXPaHEHHs Kajod
MM YXYILIEHHs COCTOSHHUS NAMEHTa, a TAKXKe IPH IOABJICHUS JOIOHHTEIBHBIX CHMIITOMOB.
HapyIeHus nHIneBapeH#ust MOTYT BO3HHKATh Y NMAIUEHTOB C IOBBIICHHON TyBCTBUTEIBHOCTBIO
K [TAHKPEATHHY, WK Y GOJIbHBIX ¢ MEKOHHEBBIM HIICYCOM HJIM PE3EKIMEH KHIICYHHKA B AaHAMHE3E.
Ilpn mnpUMEHEHHH TIIaHKpeaTHHa B BBICOKMX [J03aX B OTACIBHBIX CIy4asX BO3MOXHO
BO3HHKHOBEHHE IICPHAHAJILHOTO pa3ApakeHus.

B cBsi3u ¢ HEOOXOAMMOCTBIO TIOTaHMsI TaONETKU HEJIMKOM, IIpernaparT HE PEKOMEHJyeTcs Uit
HCIIOJIB30BaHUs Y MIIAJICHIEB M JAETEH MIIaIIIero Bo3pacta (o 6 J1eT), y KOTOPBIX MOXET OBITh HE
3aBepIIEHO co3peBanue QpyHKUMH rioTanus. [IpueM Tabnerok Pecrana peGeHKOM cTapiie 6 jieT
PEKOMEHYeTCs B IIPHCYTCTBUH B3POCIIOLO.

TabneTku Henb3s KeBaTh WM IPOOUTH, TaK KaK 3TO MOXKET IPUBECTH K NPEKACBPECMECHHOMY
BBICBOOOXKIEHHIO PEPMEHTOB H, KaK CJIEACTBHE, OSBICHHIO Pa3ApaXeHUS CIH3HCTOH 000I0UKH
POTOBOI MOJIOCTH M/HJTH CHIDKCHHUIO aKTHBHOCTH (epMEHTOB.

JlekapcTBEHHOE CPEACTBO COINEPKHUT IYPUHBI H O]
HAIHEHTOB CO CIEAYIOMUMH 3a00IeBaHUAMH
-mojarpa

-THIIEPYPHKEMHS

-[IoYeYHas HeAOCTATOYHOCTb. ,
C 0CTOPOXHOCTBIO CIIEAYET Ha3HAYATH IpEMapar Ipd MyKOBHUCIHI03€, TaK KaK 103a 0JDKHA OBITh
aJIeKBaTHA KOJIMYECTBY U Ka4eCTBY MOTPeOIIeMOi UK.

B cBi3u C comepKaHHEM TJIIOKO3BI M C€axapo3bl, MAllMEHTaM C PEeAKO BCTPEYAIOLICHCS
HACJICICTBEHHON HEMEPECHOCHUMOCTBIO (PPYKTO3BI, TIIFOKO30-TATaKTO3HOH Manbabcopbuueil mim
nedumurom caxapasbl-H30MaIbTa3bl He ceyeT IPUHAMATh JaHHBIH penapart.

MHMHHUCTEPCTBOM SlIPABOOXPAHEHHﬂ
PECITYBIMKY BEJIAPYCBH

Ipukas Munucrepersa 3XPaBOOXpaHeHu g
Pecny6nuxy Benapycs

B3aumopeiicTrBue ¢ ApyruMu J1eKapCTBEHHLIMH CPeACTBAMH

ITankpeaTtnH MOXeT CHU3UTH dPPEKTUBHOCTH akapOO3bl H3-3a YETO HE ClEeAyeT IPUMEHATH HUX
onHOBpeMeHHO. [Ipu OaHOBpeMEHHOM mpHMeHeHHH ¢ DecTaioM YCHIMBAETCS BCAaCBIBAHHE
[IACK, cynspaHunamMuaoB, aHTHOMOTHKOB, BO3MOXHO CHIDKEHHE BCACBIBAHMS IIpENApaToOB
xeneza W (GOAHEBOM KHCIOTHL. [{UMeTHAMH MOXET YCHIMBaTh JCHCTBHE NaHKpEaTHHA.
OnmHOBpEMEHHOE IPUMEHEHHE AaHTAMUAHBIX CPEICTB, COACPXKALIMX KAJBIHS KapOoHAT H/ HIH
MAarHus THAPOKCHI, MOXKET NMPHBECTH K CHIDKEHUIO 3 dexTuBHOCTH DecTana.

BinsinMe Ha CNOCOOHOCTH YNPABJSATH TPAHCIOPTHBLIMH CPEACTBAMHM HWJH JAPYTHMH
MeXaHHU3MaMH

He Br1BIIEHO TOOOYHOTO I[CﬁCTBPI)I, BIHRAIOILICTO Ha CIIOCOOHOCTh yIpaBJsITh MCXaHU3MAMHU HJIN
TPaHCIIOPTHBIMHU CPCACTBAMH.

®opma BbINycKa
ITo 10 TabneTok KUIIEYHOPACTBOPHMBIX, MOKPBITHIX 000JIOYKOH, B alIOMHHHEBOM Ouuctepe. [1o
2 umm 10 6imcTepoB B KAPTOHHOM KOPOOKE BMECTE C MHCTPYKIHEH 110 IPUMEHEHHIO.

YcaoBus xpaHeHust
XpaHUTh Ipu Temreparype He Boiie +25° C.
XpaHUTh B HEJJOCTYITHOM [UTS JETEH MECTe.

Cpox roanocTn
3 roma. He mpuMeHSTH 1O MCTEYEHUH CPOKA FOJJHOCTH, YKA3aHHOT'O Ha YIIaKOBKE.

YcaoBusi oTIycKa U3 aNTeK
Bes penenra Bpaua.

IIpousBoaurenn:
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Canodu Unaus Jlumuren, Uuaaus
Sanofi House, CT Survey Ne 117-B, L&T Business Park, Saki Vihar Road, Powai, Mumbai
400 072, Uamus

Ha npou3BOACTBEHHBIX ILIOMIAAX:
JJAKTO3 (MHUS) JITIT, VYACTOK Ne 6 JIEPEBHS ITOMYA (PAHUS) — TAJTYKA-

CABJIU, PAIIOH — BAJTOJTAPA

COTJIACOBAHO
IIpeTeH3uH MO KA4YECTBY JIEKAPCTBEHHOr0 NPEHAYAPArBOMCOPABSOH M@ A¢Ke1aTe/IbHbIX

PeaKIMX HANPABISATH: PECITYBJIMKM BEJIAPYCh
Ipukas Musncrepctsa 34paBoOXpaHeHUs

[pencraBurensctBo AQO «Sanofi-Aventis Grougey ®paRecyseras Beemybirka

B Pecniy6iuke Benapycs (Benapycs): 220004 Munck, yn. Jumurposa 5, odpuc 5-40, ten. (375
17) 203 33 11, Pharmacovigilance-BY @sanofi.com

B PecriyGmuke Y36exucran (Y36ekucraH, Typkmenucran, Tamxukucran): 100015 Tamkenr,
ya. Oitbeka, 24, oducHsiit 6ok 31, ten.: (998 78) 147 03 45, dakc.: (998 78) 147 03 47,
Uzbekistan.Pharmacovigilance@sanofi.com

B PecniyOmnuke ['pysus (I'py3us u Apmenus): 0103 Townucu, yn. Merexw, 22, ten.: (995 59) 533
13 36

B Pecny6muke Kasaxcran (Keipreicran): A15T6K6, r. Anmarel, npocnektT Hypcynran
Hasap6aes, 187 «b», busnec uenatp «STAR» 3it ot1., Ten.: +7(727) 2445096/97, daxc.: +7(727)
2582596;

TI0 BOIIpOCaM K Ka4yecTBY mpenapara e-mail: quality.info@sanofi.com;

110 BompocaM (apmakona3opa e-mail: Kazakhstan. Pharmacovigilance@sanofi.com
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