COOTBETCTBYET 2KCI
ot 14.03
(Bxopawmit M3 N24223032)

MHHHCTEPCTBO 3JPABOOXPAHEHUS POCCUMCKOM ®EIEPALIMU

MHCTPYKIWA ITO MEJJUITMHCKOMY ITPUMEHEHMIO JIEKAPCTBEHHOI'O
IIPEIIAPATA

KPEOH® 10000

Peracrpanaonnsiii HomMep:
Toprosoe manmenopanne: Kpeon® 10000

Mexmyuapozmoe HENATCHTOBAHHOC HJIH IPYUNNAPOBOYHOC HAHMCHOBAHHE:

MAHKpeaTuH
JlekapcTBenHAs popMAa: KaICYJIbl KUIIEYHOPACTBOPUMEIE

Cocrag:
1 xancyna conepxur:
SInpo rpanya Kpeon Muarumuakpocdepnr®
Heiicmsyroujee seugecmso: nankpeatud — 150 Mr, 4To COOTBETCTRYET:
* 10000 EJ] EBp.®D. numassi,

8000 El Erp.®. amunaskl,

600 EJ] EBp.®. mporeasbl.
Maxkporon 4000 — 37,50
OGosouxa rpanyn Kpeom Muaamaxpochepur®: rumpomemnossr ¢ranar— 56,34 MT,
JumeTukon 1000 — 1,35 Mr, netwnoseiii ciupt — 1,18 Mr, TpusTrnmuTpar — 3,13 Mr.
Tsepoas owcenamunosas xancyna: xenatid— 60,44 Mr, KpacuTenb elle3a OKCHI KpaCHBIA
(E 172) — 0,23 mr, xpacutens sxene3a oxcup xentbiid (E 172) — 0,05 Mr, Kpacutens xenesa
oxcup yepHsli (E 172) — 0,09 mr, Tutana auokcup (E 171) — 0,07 mr, HaTpus Jaypuwicyasdar —
0,12 wmr. '

Onncangme: TBEPABIC JKENATHHOBBIE KamCyisl Ne2, cocTosmue N3 KOPUYHEBON HEIMpO3pavHOR
KPBIIEYKH M IIPO3PaYHOro GeclBETHOTO KOPITyca.

CO,IIGp)KHMOC KariCyJ1 — rpaHyJibl CBETJIO-KOPUYHECBOI'O 1IBETA.

(I)apmaKOTepaneBanecxan rpynoa: niuueBapyuTEeIIbHOC (bepMeHTHoe CpEIACTBO



COOTBETCTBYET 3KI
ot 14.03.2023 N= 4321

wonawmi M3 N242230

Kon ATX: A09AA02

dapmakoJIorauecKne CBOMcTBa

dapmakogHHAMHKA

®DepMeHTHBIH IIpenapar, yJTy4llalomuii NpoIecchl nep‘esapmsanmx IIUIIH Y B3pOCIbIX U AeTel, U
TeM CaMblM 3HAYUTEIbHO YMEHbINAOMMNA CHUMOTOMBI ()EpMEHTHOH HENOCTaTOYHOCTH
MOZIKEITY JOYHOMH 2KeNe3bl, BKIoYas 60i1b B 00JIaCTH KUBOTA, METEOPU3M, U3MEHEHHE YaCTOTHI U
KOHCHCTEeHIMH cTyna. [TaHkpeaTndeckue GpepMeHTHI, BXOIAIINE B COCTAB Ipenapara, 00Jeryaior
nepeBapHUBaHUe OENKOB, XKHUPOB, YIJIEBOAOB, YTO NPHBOJUT K HUX IOJHOMY BCAaCHIBAHHIO B
TOHKOH KUIIKE. '

Kpéon® 10000  comepxuT CcBMHOM  maHKpearMH B (OpPME  TpaHyN,  IOKPBITHIX
KHINETHOPACTBOPUMON (KHCIIOTOYCTONYMBOM) 000JI0YKOI, B JKENATHHOBBIX Karcynax. Kancyinsr
OBICTPO PACTBOPSIOTCA B JKEIYAKE, BEICBOOOMKAAs COTHU rpaHyl. JJaHHBIH NpuHIMN pazpaboTaH ¢
LEJBIO TIIATEIFHOTO IIEPEMEIINBAHNA TPAHy Nl ¢ XUMYCOM, onHOBpeMéHHoro HOCTYIUICHUS I'PaHyI
€ XMMYCOM U3 JKeJTyAKa B KUIIEYHUK, H, B KOHEYHOM CYETe, Jy4IIEro pacrpeaeneHus GepMEeHTOB
II0CTIE UX BEICBOOOJKIEHNS BHYTPH COAEPAKUMOTO KUIIEYHUKA.

Korma. rpaHysnsl [OCTHUTalOT TOHKOHM KHMINKM, KHIIEYHOpacTBopuMas o6omouka OBICTpO
paspymaercs (mpu pH > 5,5), mpoHcXomuT BBICBOOOXAEHHE (EPMEHTOB C JIMIIOIUTUYECKOH,
aMIUIOJIMTHYECKOH U NPOTEONUTUYECKOH aKTHBHOCTBIO, YTO IPHBOJIUT K PACIICIUIEHUIO KUPOB,
yIeBomoB M GenkoB. IloNydeHHElE B pe3yNsTaTe pACHICIUICHHA BeIIECTBA 3aTeM JHOO
BCachIBAIOTCA HamNpsAMylo, 100 TOJBepraloTcs [JanbHeiieMy pacHeIUIeHHIO KUIIeYHBIMU

¢depMeHTaMIL

dapMaKoKHHETHKA

B wuccrmenoBaHMAX Ha OKHBOTHBIX OBUIO IPOAEMOHCTPHPOBAHO OTCYTCTBHE BCACHIBAHHA
HepacIleIUIEHHBIX (EPMEHTOB, BCICACTBHE 4YEro KIACCHUSCKHEe (apMaKOKMHETHYECKHE
HCCNEIOBaHNA He npoBoawiMCh. Ilpemaparam, cozmepxamuM (GEpMEHTEl MOKETYA0YHOM
JKene3pl, He TpeOyercs BcachlBaHMA JUIi IposBIEHHA cBouXx 3ddekxToB. Haobopor,
TepamneBTHYecKas aKTHBHOCTh YKa3aHHBIX MPENaparoB B IIONHOM Mepe peanusyercs B IPOCBETe
KEJTy IOYHO-KUIEeYHOoro Tpakra. [To cBoelt XuMu4ecKkol CTpyKType OHHU ABIAIOTCS GekaMu U, B
CBSI3H C STHM, IIPH NPOXOKJICHNH depe3 JKellyNOYHO-KUINEYHBIH TPaKT (pepMEHTHEIE TpernapaThl

paciesiroTea A0 TEX NOP, II0Ka HE npon:«:oﬁ,uel‘ BCAaChIBAHUE B BUAC ITCNITHAOB H aMHUHOKHCIIOT.



COOTBETCTBYET JKCNEPTHOMY OTUETY
ot 14.03.2023 N= 4821
xonawmi M3 N24223032)

Iloxa3anns K NpAMEHEHAIO

3amecTHTEIbHASA TePAIHa HEAOCTATOYHOCTH SK30KPHHHOM (GyHKIIHNM MOIKeITy JOYHOM XKee3sl y
JeTell U B3pOCIbIX, 00YCIOBIEHHOM pa3HOOOpasHEIMH 3a00JIEBaHHMSAMH JKEITY IOYHO-KUIIETHOTO
TpaKTa, U HauboJiee 4acTo BCTpeyaromeifcs mpu:

¢  MYKOBHCLHIO3E;

*  XPOHHYECKOM NAHKDEATHTE;

® TIOCHE oIepaly Ha I'IOIDI(CJIYJIO‘-IHOﬁ JKCJIC3C,

® IIOCJIE IaCTPIKTOMHH;

® pake IO KeJIyJOYHOI JKeJe3kl;

®  YACTHYHOM pe3eKLHH eIy aKka (Hanpumep, bunspor II);

e OOCTPYKIIMM IIPOTOKOB IOJDKEIYJOYHOH JKelne3bl WIM OOLIEro JKEMYHOro IPOTOKa
(HanpyuMep, BCIECTBUE HOBOOOPa30BaHHUA);

® CHHIpOME IllBaxmaHa-Hai»’IMOH,ua;

® COCTOAHMH IIOCIE IIPUCTYNa OCTPOrO NAHKPEATHUTa U BO30OHOBIEHWH 3HTEPANBHOIO HITH
NIepOpaNLHOro IMUTAHUS.

Jns yirydaumeHns nepeBapyBaHys NUINK Y MAUEHTOB ¢ HopMasibHOM dynkipeit JKKT B cmyganx

norpelHocTel B MuTaHuy (YnoTpedieHue XMpHOH MUY, IepeeJaHie, HEperyIApHOe IUTaHHE

A T.1O.).

IIporaBOomoKazanus
IloBBIIEHHAs 4YBCTBHTENBHOCTh K AaKTHBHOMY BEHIECTBY Ipermapara MIH X JoGOMYy

BCTIOMOI'aT€JIbHOMY BEIICCTBY.

IIpumenenne npn GepeMEeHHOCTH H B IePHOJ IPYAHOT0 BCKAPMJIHBAHMS

BepemeHHOCTE

Knunuyeckue paHHBIE O Je4eHHH OCSpeMEHHBIX JKEHINHMH IpenapaTaMH, COIEpKAIHMMH
(epMEeHTHI MOMKEIIYIOYHOM Kese3sl, OTCYTCTBYIOT. B X0[e HCCIENOBAHMI HA JKHMBOTHBIX HE
BBIABIEHO abcopOyu (PepMEHTOB IOMKEITYA0THOM JKeTIe3bI CBHHOTO IPOUCXOXKIACHUSA, TIOSTOMY
TOKCHYECKOTO BO3JCHCTBHA Ha PpENpOOYKTHUBHYHO (YHKIMIO M pa3BUTHE IUIOAa HE
MPEAIIoIaraeTes. '
Hasgayate npenapar OepeMEHHBIM JKSHIIMHAM CIIEAYyEeT C 6CTopox<Hocrmo, eciu

npeanojaraeMad 1nojip3a il MaTepu NPeBLIIACT IIOTEHIHATBHBIA PHUCK 114 IU10AA.



COOTBETCTBYET 3KI
ot 14.03.2023 N= 4321

wonawmi M3 N242230

Ilepwo/ rpyOHOro BCKapMIIMBAHUS

Hcxons u3 uccnenoBaHuii Ha JKMBOTHBIX, BO BPEMs KOTOPBIX HE BBIABJIICHO CHUCTEMATHYCCKOI'O
HCTaTHUBHOI'O BJIMIHHA (bepMCHTOB HO,II}KCJ'IYI[O‘IHOﬁ KCJIC3BI, HE 0XXUOACTCA HUKAKOT'O BPEIHOIO

BIIMSIHUS XIpeniapaTa Ha FPYIHOro pe6eHKa yepes rpy/IHoe MOJIOKO.

B nepuon rpyaHOro BCKapMIMBaHU MOJKHO IPHHUMATE HePMEHTHI IOMXKEITY ZOYHOM JKeNe3Hl.

IIpu Heo6XxoaMMOCTH NpHeMa BO BpeMst 6EpEMEHHOCTH HITH B IIEPHOJL IPYIHOIO BCKAPMIIHBAHUS
Ipenapar CieqyeT NPHHHUMAark B [03aX, JOCTATOYHBIX Ui MOANCPXKaHUS aJeKBaTHOrO

HYTPHUTHBHOIO CTaTyca.

Cnocol npaMeHeHAs H A03bI

BHyTpb.

Jo3sl mpenapata NOAOHMPAIOT HMHIUBUAYAIHHO B 3aBHCHMOCTH OT TSOKECTH 3aGoneBaHus u
COCTaBa JAUETEHI.

Kamncynsl cniemyeT npyHUMAaTh BO BpeMs HIIM Cpa3y Hocie KKIOTo NpUeMa UMM (B T.4. JIETKOH
3aKyCKH), NPOINIATHIBATE LIETMKOM, HE Pa3ilaMBIBATh M HE Pa3iKeBbIBATh, 3aIMBAS AOCTATOYHBIM
KOJIMYECTBOM JKHIAKOCTH. ,

Ilpu 3aTpynHEeHHOM TIJIOTaHMM (HampUMep, Y MAJICHBKHMX HeTel HIM MaldeHTOB II03KHIIOTO
BO3pacTa) KalCyJIbl OCTOPOXXKHO BCKPHIBAIOT, a TpaHy/bl A00ABIAIOT K MATKOM MNHMINE, HE,
TpeOyromeil mnepexkeBbIBaHUS M HMelomleil kucnbii Bkyc (pH <5,5), wiM mnpHHMMAIOT C
JKHIIKOCTBIO, TaKike UMerolel kucneni Bkyc (pH < 5,5). Hanpumep, rpaHyisl MOXHO X0GaBIATH
K A0/moYyHOMY mope, HOrypry Wi (pyKTOBOMY COKY (SOJIOYHOMY, amelsCHHOBOMY WM
a”aHacoBoMy) ¢ pH menee 5,5. He pexomenyeTcs 100aBIATh COAEPKUMOE KAICYJI B TOPAIYIO
numy. JIio6ast cMech rpaHyi ¢ mumeil WK >KUIKOCTBIO He MOMJIEXKUT XPAHEHHIO, U €€ CIIEHyeT
[IPUHHAMATH Cpasy ke MOCIIe NPUTOTOBICHHU.

PaaMeaneHne WIK pa3KEBBIBAHKUE IPaHyII, a TAKOKE CMEIIMBAHME MX C IMIICH WITH XIIKOCTHIO ©
'pH Gonee 5,5 MOXeT paspyIIATh MX 3aIMTHYIO KHIIEYHOPACTBOPHMYIO 0GOIOUKY. DTO MOXKET
IPUBECTH K PAHHEMY BBICBOOOXKACHHIO (ePMEHTOB B IIOJIOCTH PTa, CHIDKEHHIO 3¢ deKTHBHOCTH
H pasfpaXeHHMIO CIM3HCTHIX oOonouek. Heobxomumo yOemuThCs, 4TO BO PTY HE OCTAIOCH
rpaHyJL.

BaxHo ofecneunTs HOCTATOYHBIN IOCTOAHHBIA IPUEM KHAKOCTH MNAIlUEHTOM, OCOGEHHO IpH
MOBBIIEHHON noTepe xuaxocTd. HeanexsarHoe moTpediieHHE XKUIKOCTH MOXKET HNPHBOAUTH K

BO3HUKHOBCHHIO WIH YCHUIICHUIO 3a11opa.



COOTBETCTBYET 3KI
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xoasAwmii M3 N242230

032 15 B3pOCHBIX U A€TeH IPH MYKOBHCIIHIIO3E

e Jlo3a 3aBUCUT OT MAacChl Tela W JOJDKHA COCTaBATh B Hadaje JeueHus 1000 numazHeIx
EIUHULY/KT Ha KaXAbIM NpHeM IMINM A8 JeTeid Muaame 4eTeipex JieT U 500 MmasHeIx
SIIMHHULY/KT BO BpeMs IIpUeMa IIHIIH 1A AeTell cTaplie YeThIpeX JIET ¥ B3POCHbIX.

e Jlo3y crmemyeT ONpedeNniaTh B 3aBUCHMOCTH OT BBIPaXEHHOCTH CHMIITOMOB 3a0o0JieBaHu,
PE3yNBTATOB KOHTPOJIS 32 CTearopeeii M MoAepiKaHus afleKBaTHOTO HYyTPHTHBHOIO CTaTyca.

e V GONBIIMHCTBA MAIlEHTOB /1033 JOJDKHA OCTABaThCS MEHbINE WM He mpessimarts 10000
JIANMA3HBIX €AUHULY/KT Macchl Tesia B CyTKH Wik 4000 JMMa3sHBIX eUHULYT TOTPEOIEHHOrO
KHpa.

BBenenne yepes racTpoCTOMHYECKYIO TPYOKY

Ilpd HaMMYMM MEQMIMHCKUX IOKasaHMii nperapar Kpeon®

10000 MoxxHO BBOAMTH Hepe3
racTpocroMudeckyo TpybOky. Pasmep rpaHyn npemapata cocraBmger 0,7-1,6 mMM. Baxno
yOeauThCA B NpaBWILHOM BHIOOpe MIpHIA M TPYOKHM € y4eToM pasMepa TpaHy)l Ipenaparta.
HpenapéT Kpeon® 10000 comepxut rpadyns! pasmepom 0,7—1,6 MM 1 €ro MOKHO BBOJMT Jepe3
TpyOKy pasmepom > 16 Fr. ‘

OO0mue pexkoMeHAAMU: Ul COXpaHeHHs LEJIOCTHOCTH IpaHyJl Ipenapara U IpeI0TBPaIleHHs
3aKyOpHBaHUA TPYOKHM MM CHOMIAHUSA TIPaHyNbl CJIEQyeT CMEUIMBaTh ¢ HeOOIbIIM
KOJIMYECTBOM I'yCTOH JKHIKOCTH ¢ KHCITEIM 3HaueHneM pH wm JIETCKUM IUTaHHEM (HampuMep, ¢
S6JIOUHBIM TIOpe, (PPYKTOBBIM COKOM, MPOCTBIM CHPOIIOM, KUPHBIM iorypTom) (pH < 4,5), a
TpyOKy clieyeT IIPOMBITh BOAOH A0 U MOC/E BBEAESHHUS CMECH.

. Haneiite rycryro unkocts («rycrora HeKTapa») ¢ KHCIBIM 3HadeHHeM pH (a6mounoe
MIOpe, AETCKOe MUTaHWe, IIPOCTOH CHpOIL, XUPHBIH HOrypT) B He6dnbmoﬁ YHCTHIM KOHTECHHED
(15 M1 TycTOi JKUAKOCTH/SOIOYHOTO MOPEe Ha KAICYITy). |

. Bcekpoiite kancyiy npenapara 1 1o0aBbTe cOJIepKUMOE KarcyJsl (TpaHyJibl) B KOHTEHHED.
AxkypaTHoO nepeMelaiite, 4To0bl paBHOMEPHO paclIpeieiIUTh IPaHyJIbI IO JKHIKOCTH.

. Ecnu BO3MOXHO, NPHOCTAHOBUTE BBEJEHHE NWIIM 4Yepe3 TPyOKy M IIpoMoiiTe ee
JIOCTATOYHBIM KOJMH4eCTBOM BoJEI (20—30 M1 BOJIBD).

. HaGepure cmech M3 KOHTelHepa B INIPUI] JAJII DHTEPANbHOrO NHMTAHUA IOXXOIAIIErO
pasMepa, ¢ y4eToM pasMepa TPYGKH i He0GXOMUMOro 0GheMa KALKOCTH.

. MeneHHO BBOAUTE CMeCh Yepes TpyOKy, aKKypaTHO HaJaBIUBas Ha IIPHILL

. IIpomoiiTe TpyOKy JOCTATOYHBIM KOJHYECTBOM BOBI (20—30 M) U BO300HOBUTE IIHUTAHMUE,
ecIIl HeoOX0auMO.

IIpn wucnone3oBaHMH TpyOOK MeHbHIEro pasMepa (muamerpa) < 16 Fr wnmm B ciydae
3aKyIOpUBaHUA TPYOOK rpaHynaMH, HeoOXOMMMO€e KOJIMYECTBO LIEEIX TPAHyJI MOKHO CMeIaTh

¢ 8,4 % pactBopoM HaTpus 6ukap6oHaTa U JOXKIATHCS UX pacTBOpeHUs (0koi0 30 MUH), KaK 3TO

5
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YKa3aHO B NPUMEYaHUH. 3aTeM MEJIEHHO BBECTH PacTBOp Yepe3 TpyOKy M NMPOMBITH €¢ BOJOH
J0 M IOCIe BBEACHMA Kamoit Ao3bl. IIpM MCHONB30BaHHM AAHHOTO METOIa, HECMOTpsS Ha
OydepHyr0o eMKocTh Harpusd OHxapOoHaTa, CyIIECTBYeT ONpEENEeHHBIA pPHCK HHAKTHBALMH

(bepMeHTOB, HO TpyOKka IIPH 5TOM HE 3aKyIIOPUBAETCA.

IIpumeuanue:
Kpeor® 10000 Koanuecrno 8,4 % pacreopa HaTpus OmxapGonara,
HeoGX0AMOoe /|1l PACTEOPEHHAs IpenapaTa*
10000 EJT/ 1 xancyna 10-20 M

(5 M 8,4 % pacTBopa HaTpus OukapboHara

COOTBETCTBYET 1 JaifHOit NoXKE)

*Ha xaxaeie 10 000 EJ] numasel crefyeT ucrons3oBarh npuMepHo 10 mi 8,4 % pactBopa

Hatpus 6uxap6onara, uto cooTBeTcTByeT 800 Mr HaTpus 6ukapboHara.

Heo6xonumo y6eanThesl, 9TO rPaHy Ibl pACTBOPEHbBI.
Jna pereit maccoit Tena MeHee 10 kr HeoOxomumo mpuMeHsTh mpernapar Kpeon® Mukpo ¢
nosuposkoit 5000 EJT.

03a__1pH IMX COCTOAHUAX, CONPOBOXKAAIOMIMXCA SK30KPHHHOU HEJOCTATOYHOCTHIO

[IOJDKEITY JOYHOM YKeJ1e3bl

Jo3y cnenyer ycTaHaBIMBaTh .c YYETOM HHIUBHMAYAIbHBIX OCOOCHHOCTE! NaluenTa, K KOTOPBIM
OTHOCATCA CTENCHb HEJOCTaTOYHOCTH IMINEBapeHMs W colepxaHue upa B muume. Jo3a,
KoTopas TpebyeTcs MalUeHTy BMECTE ¢ OCHOBHBIM HPHEMOM IHINH, BapbHPYETCS OT 25000 no
80000 EJT numa3sl, a BO BpeMs IipreMa JIErKO# 3aKyCKH — IMOJIOBHMHA HHUBU/TY ANTLHOM HO3EL.

03a U1 4JIIEHYs NIEpEeBapUBAHUS MUINU YV DJAaWEHTOB ¢ HopManbHo# dvHkimeli JXKT B
CIIy4aqx TIOTPEINHOCTEH B OUTAHHM 3aBHCHT OT MAacChl Tela M COIACPHKAHHA XKHUpa B IIHIIE,

BapeupyeT oT 10 000 mo 20 000 E/] nuna3sl Ha ogvH npueM.
V jeteii npenapar AOJDKEH IPUMEHSTHECS B COOTBETCTBHH ¢ HA3HAYEHUEM Bpaya.

IToGounoe geiicrene
B KIMHHYECKHX HCCIIEAOBAHMAX JICYEHHE IIpenapaToM nony4dand 6onee 1000 nanpeHToB.
Hawnbonee gacTeIMM HexkenaTeNbHBIMI PEaKUUSAMH ObLTH HAapYIIEHHS CO CTOPOHBI JKEJTyI0YHO-

KHUIIEYHOI'o TpaKTa, KOTOpPBIC B OCHOBHOM HUMEJIH JICTKYIO HJIM YMEPECHHYIO CTCIICHD TAXKCCTH.
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B xmHMgecKux HCCJICOOBaAHNAX OBIITH 3aperuCTpUpoOBaHbl CJICAYOIMUE HEXKCIATEIbHEBIC

peaKkLMK ¢ YKa3aHHOM YacTOTOM:

CucreMa Ouenb gacro: |Yacro: ot HeqacToz or |[YacToTa HeH3BeCTHa
OPraHoOB >1/10 >1/100 no =>1/1000 oo
<1/10 <1/100

Hapymenus co |6onb B TOIIHOTA, PBOTA, CTPHUKTYPHI

CTOPOHEL obnacta 3arop, B3AyTHE MOJ{B3JOIHOM, CIeNo
KeJTyI09IHO- xKuBOTa* - JKHBOTA, HJTH TOJNICTON KHIITKA
KHINEYHOIo - Juapes™® (¢pubpo3upyromasn
TpakTa : KOJIOHOTIATHS)

Hagy ICHHA CO CBIIIb 3y, KpallmBHHAIIA

CTOPOHEI KOXH U
JIOIKOXHBIX
TKaHeH
Hapymenus co THUIIEPYYBCTBUTEILHOCTD
CTOPOHBI (aHapuMaKTIYECKHE

HMMYHHOI1 peaKuun)

CHUCTCMBI

*)KenmynoyHo-KHIegHBIe pacCTpOHCTBA CBA3aHBI TIIaBHEIM 00pa3oM ¢ OCHOBHEIM 3a0oseBanueM. YacToTa
BO3HMKHOBEHM TAaKUX HEXEJIATeIBHBIX Peakuyii kKak 0ok B 06JIacTH >KHBOTA W Auapes GbUTa HIDKE WIK

CXOxKeH ¢ TaKOBOH IpH IpUMEHeHUH Iu1ane6o.

CTpuKTYpBl NOJB3IOMIHON, CIENOH MM TOJCTOH KuIKM (pubposupyromas KOJOHOUATHA)
HaOMIOAAIMCh Y MAlMEHTOB ¢ MYKOBHCIMAO30M, TOMYYaBIIMX BBICOKHE MHO3BI IIPEMapaToB
naHkpeaTnHa (cM. paznen «Ocolple yKa3aHusy»).

Anneprudeckue peakiiy HabIIoAaCh PEUMYIIECTBEHHO CO CTOPOHBI KOXKHEBIX ITOKPOBOB, HO
OTMEYalUCh TAaKKe M JAPYTUe NposBleHHs auleprud. Coobluenus o NaHHBIX MOGOYHBIX
st dexrax OpUIN ONYYEHE! B nepnon [IOCTMapKETHUHIOBOTO MPUMEHEHHA M HOCHITH CIIOHTAHHBIH
xapaxrtep. JIis TOYHO# OLIEHKH YaCTOTHI CIIy4aeB NMEIOIIUXCSA JaHHEIX HEJ0CTATOYHO.

IIpu npumeneHun y HeTeif He OBUIO OTMEYEHO KAKHUX-THOO CITELMDUUIESCKUX HEXKeIaTeNIbHBIX

_ peaxmumif. YacroTa, THO M CTENEHh TKECTH HEXKEJATENBHBIX peaknuid y Jeredl ¢

MYKOBHCIHUIO30M OBLTH CXOIHBI C TAKOBBIMH Y B3pOCIIBIX.

ITepexo3mposka
CHMIOTOMEI: THIIEPYPUKO3YPHS U THIIEPY PUKEMUSL.

Jleuenne: oTMeHa npemnapara, CAMIITOMAaTHYECKAa TEpAIIU.

BianmopelicTBHe ¢ APYTHMH JIeK2PCTBEHHBIMH CpPeACTBAMHE

HccnemoBanuit mo B3aUMOEiCTBUIO HE IIPOBOJIUIIOCE.



COOTBETCTBYET 3KC

ot 14.03.2023 Nz 4821
xonawmi M3 N24223032)

NMEPTHOMY OTYETY

Oco0rble ykazanus

VY nanueHToB ¢ MYKOBHMCIMAO30M, NOJYYaBIIMX BBICOKHE HO3BI IPEMapaToB IIaHKpEeaTHHA,
ONHMCaHbl CTPHKTYPBl IIOAB3JOINHOM, ciemod M Toicrod kumkd (¢$pubposupyromas
KoJioHonaTHs). B kayecTBe MEpBI MPEAOCTOPOKHOCTH, NIPU IOABIEHUH HEOOBIMHBIX CHMITTOMOB
WM W3MEHEHHII B OpIOIIHON IONOCTH HeoOXOOMMO MEIOMIIMHCKOE O00CIeN0BaHHe s
UCKITIOYeHNA (QUOPO3UPYIOIEH KOJMOHOMATHH, 0COOEHHO Y IMAMEHTOB, KOTOPBIE MPUHHMAIOT
npenapar B o3¢ 6onee 10000 MHUIa3HBIX eAUHUIYKT B CYTKH.

Bo u36exaHue 0CNOXKHEHHH IIPUMEHSATH TOJIBKO II0Ce KOHCYJIBTALIMH C BPadoM.

Beenenne mpenapara Kpeou® 10000 gepes TFaCTPOCTOMHUYECKYIO TPYOKY

Ilepen npumenenuem upernapara Kpeon® 10000 wepes racTpocTOMHYECKYIO TPYOKY BasKHO

ybeauTECA B IpaBHIIBHOM BHIOOpE IINPHIA ¥ TPYOKH € YYETOM pa3Mepa rpaHyJi penapara.

BiansaAe HAa CNOCOOHOCTH YHPABJIATH TPARCHOPTHLIMH CPeICTBAMH, MeXaHA3MAMH
Ipumenenue npenapara Kpeon® 10000 He BanAeT WM OKa3bIBaeT HE3HAYHTEIBHOE BIISHUE HA

CTII0COOHOCTE K YIPABIEHUIO aBTOMOOMIIEM M MEXaHU3MaMH.

dopma BbITIyCKA

Kancynsr xumeynopactsopumelie 10000 EJI. ITo 20, 50 mwmu 100 xancyn Bo ¢uakoH u3
IOJIM3THIIEHA BBICOKOH IUIOTHOCTH = 0elnoro mBeTa ¢ HaBHHYMBAIOIIEiCS KpBIIKOW U3
HOJMIPONAIEHA ¢ KOHTPONEM IepBoro BeKphiTHd. Ha ¢akoH HakinewBaoT 3THkeTKy. ITo 1

(akoHy BMecTe ¢ HHCTPYKIHeLl o IPUMEHEHHIO B IIa4YKy M3 KapToHa.

Yenorus xpaneﬁnﬂ

XpaHuTh NIpH TEMIIEpAType He Boie 25 °C B IUNIOTHO 3aKPHITOH YIIAaKOBKe,
XpaHUTh B HEIOCTYIIHOM JUIA meteit Mecre!

Cpox rogaoctd

2 roga. |

CpoK roJHOCTH II0CJIE EPBOrO BCKPHITUsA (IiakoHa — 3 Mecsua.

He npuMeHSTH 110 HCTEYEHMH CPOKa FOXHOCTH, YKa3aHHOTO Ha YMaKOBKe.

YciaoBas oToycKa

OtmyckatoT 6e3 perienTa.
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IIpouseoanTenn

96601t JI360paropus I'M6X
IOcryc-tborx—JInGnr-IHTpacce 33,
31535 Hotimranr, I'epmanus
3017

AO "BEPO®APM",

308013, Poccus, . Benropon,
yi. Paboyvas, 1. 14

YOaKkoBIHK, BBITYCKAIONMI KOHTPOIbL Ka9eCTBa
96601t JIs6oparopus I'm6X
Ichc-«bOH;HHGHr-HIIpacce 33,

31535 Hoitmragr, FépMam/m

WA

AO "BEPODAPM",

308013, Poccus, r. benropop,

yn. Pabouas, . 14

Opranm3anns, ynoaTHoMOYeHHAS Aep:KaTeieM PerncTpPaHOHHOr0 YAOCTOBEpEH s
JIeKapCTBEHHOr0 NIpenapaTa Ha NPAHATHE NPeTeH3Mit OT MoTpebuTe 1€l :

000 «3660TT JIs60paTopus» "

125171, r. Mockaa,

Jlenunrpagackoe mocce, qoM 16 A, ctp. 1

Ten.: +7 (495) 258 42 80

Daxc: +7 (495) 258 42 81

abbott-russia@abbott.com

Menemsxep o perucTpanan
000 660t JI3GopaTopns» ey V&N

2N :,}'s Kanumesa E. JL.
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