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2. KAYECTBEH H KOJIMMECTBEH CBHCTAB
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Enna kancyna ceaspxka 420 mg nankpeaceH npax* cbOTBETCTBALL HA:
Jlumnaza (Lipase) 35 000 Ph.Eur. eanuuim
Amunaza (Amylase) 25 200 Ph. Eur. eguHuIm

[Ipoteaza (Protease} 1400 Ph.Eur. eanuuum

* [IpousBeieHH OT CBMHCKA NAHKPEACHA ThKaH
3a ITBAHHA CHUCBK Ha MOMOLIHMTE BELIECTBA BUXKTe Touka 6.1.

3. JEKAPCTBEHA ®OPMA

CToMaluHO-yCTOHUMBA KancyJia, TRBP/a
JByuseTrHa TBbpAa »kenaTuHoBa Kancyina (pasmep 00, yawbmkeHa) ¢ TBMHO OpaHXeBa HENpPO3pauHa
Karnayka 4 IIpo3pauHo TAJIO, IbIHA ¢ KaQeHUKAaBU CTOMAUIHO-YCTORUUBH nefneTH (MHHUMHKPOCQEPH).

4. KJIUHUYHH JAHHU

4.1 TepaneBTHYHH OKA3AHHA

3aMeCTUTEITHO JIEUCHHE C MAHKPEaTHYHH €H3UMM NPH [IAHKPEACHa €K30KPHHHA HEAOCTaThHHOCT,
AbJDKALLA C€ HA KUCTHYHA (GHOpo3a (MYKOBUCLMAO34) WM APYTH CHCTOSHUSA (HAMNp. XpOHUYEH
TAHKPCATHT, NAHKPEATEKTOMHUA WM paK Ha MaHKpeaca).

KpeoH cTOMaLHO-YCTOHYUBH KANCY/IM € NOKA3aH NPH Je1la, FOHOUIHW H Bh3PacTHH.
4.2 Jo3npoBKa H HAUHH HA NPUI0KEHHE

Ho3upoBkAa

Jlo3HpoBkaTa € Haco4YeHa KbM HHIUBUAYANHHTE HY)KIH U 3aBHCH OT TEKECTTA Ha 3a00/IABAHETO H
ChCTaBa Ha XpaHATa.

Tepanusra TpaOBa ga ce 3aMouHe ¢ Hal-HUCKATA MIPENOPBUMTENHA 1032 ¥ NIOCTENEHHO A4 Ce IOBULIARA C
BHMMATE/IHO MPOCNC/AABAHE HA OTIOBOPA, CHMIITOMUTE ¥ XPAHUTEJIHKA CTAaTyC Ha naudeHTa, Ha
nalMeHTHTE TpAOBa A2 ce 1aJaT yKa3aHhs 14 HE YBEJAMYABAT A034TA CAMOCTOATENHO.

IIpoMenHTe B JO3HPOBKATA MOXKE 1a U3MCKBAT HAKONKOJHEBEH MEPHO/ Ha NPUCIIOCOOABAHE.

JO3HpOBKA HpH KHCTHYHA Ppulpo3za (MYKOBHCIIHI03A)
Jeua

Koxuenrpaumure ot 20 000 1 35 000 Ph. Eur, nuna3Hu € THHMLIA MOMKE /1a HE ¢a NOAXO/ALIH 3a
3aMOYBaHe Ha JICYEHHUE MPU MALJMEHTH MO/l ONIPEAESNEHO TEJIECHO TErI0 B 3aBUCUMOCT
B neauarpriHaTa Bb3pacToBa rpyna ce NpenopbLYBa Ja ¢e 3armovne ¢ Ao3upoBka 108
CAMHHLIH Ha KHIOTPaM TEJICCHO TerJi0 Ha XpaHeHe MpH JAela Ha Bh3PacT noj 4eT
Eur. 1Mna3HH eIHHUIH HA KWIOTPaM TEJIECHO TErN0 Ha XpaHeHe MpH Jelia Ha Bb
MHO-TOJIEMH.
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FOHOLUK M BB3pACTHH
basupaHaTa Ha TeecHa Maca JO3MPOBKA Ha eH3uMMUTe Tpabea 1a 3amovne ¢ S00 Ph. Eur. nunasun
CAMHHLH Ha KWIIOrpaM TeNeCHO TErJIO Ha XpaHeHe,

BCHYKH Bb3pacTOBY rPYIIH

Jlo3upoekaTa TpaOBa a ce ananTHpa B 3aBUCHMOCT OT TEXKECTTa Ha 3aB0I1BaHETO, KOHTPOIA Ha
CTeaTopeATa H NOANbPKAHETO HA J00BP XpaHUTENEH CTATYC.

[Taupentute He Tpabea na Haaeuwaeat 2 500 Ph. Eur. mvnasuu equavuy Ha kg TefiecHo Terio Ha
xpanene uiau 10 000 Ph. Eur. nunasuu eaunnum Ha kg tenecno terso #a aen win 4 000 Ph. Eur. nunasuu
CAMHHLIH HA IpaM MPHETH MasHUHU. PHOpo3Upata KoloHONaTHA € HabMroaaBaHa MpH MaLUMeHTH C

MYKOBHCIIMAO3a, IIpyeMaliy noeeye o1 10 000 nunasHy eaMHUUU Ha KUIOTpaM TErIO Ha AeH (BXK. TOUKa
4.4),

/lo3npoBKa NpH APYIrH ChCTOSIHMA, CBLP3aHH ¢ NAHKPEACHA €K30KPHHHA HEA0CTATLYHOCT

IOHOIIM ¥ BB3PACTHH

Hosata tpadea na Obze onpegeneHa WHAMBUAYAIHO 34 BCEKH MAlLHEHT CHOpPE/] CTENEeHTa HAa HapylleHue
Ha XpaHOCMMIIAHETO W CbABLPKAHHMETO HAa Ma3HMHM B XpaHata. HeobxoaumaTta [03a NpPU OCHOBHO
XpaneHe e B udrepBana ot 25000 po 80000 Ph. Eur. eguuMum JMnaza M MOJOBHHATa OT
VHIHBWIYyanHaTa 4034 3a 3aKYCKHUTE MEX/IY XpaHEeHHTA.

Ha4duH HA NPHIOKEHHE

3a NepopaANTHO MPHIIOKEHHE.

[IpenopbUYUTENHO € EHIUMHTE Ja Ce& NpHeMaT MO BpeMe WK He3abaBHO clie], XpaHeHe.

Kancynute Tpabea ma ce ruarar uenud, 6e3 aa ce cMaykBaT WM AbBUAT, ¢ JOCTATBYHO KOJHUYECTBO
TE€YHOCT MO BPEME WIH CJIE] BCAKO OCHOBHO XpaHEHE UITH 3aKycKa.

Korato rentaHeTo Ha KancynuTe € 3aTpyAHEHO (HANp. NpH MAJKM J€la WIM MalueHTd B cTapHecKa
Bb3pacT), KarcyJIuTe MOTaT [1a ce OTBOPAT BHHMATEHO M CTOMAIIHO-YCTONUHNBHTE 11€1€TH Aa ce 100aBaT

KbM MeKa xpaHa (pH < 5,3), KogTo He M3HCKBa IbBUEHE WK KbM KHcena TeuHoceT (pH < 5,5). Tora moxe
Aa 0bae F0BIKOB COK, KHCENIO MIAKO WIH NI0A0B cok ¢ pH no-HHcko oT 5,5, Hanp. s6BLAKOR, IOPTOKANIOB
COK MJIH COK OT aHaHac. Tazu cMec He TpsOBa na ¢e ¢bxpansapa. CTOMAWHO-YCTORYMBHTE KalICYJIKH HE
TpsAOBa 1a ce CMEeCBaT ¢ BOJa, MISKO MM ropella XpaHa.

MekaTa xpaHa HIM TedHa cMec TpadBa aa ce noriabliaT HezabaBHo 6e3 ABBYEHE, CNEJ KOETO Ja ce

NpHEME BOJA H/IM COK, 38 Ja C€ OCHIYPU NBJIHO TornbilaHe. CMaykBaHe W JBbBYEHE HA CTOMALIHO-
YCTOHYMBUTE [EJIETH WIH CMECBAHE C XpaHa MM TeYHOCT ¢ pH Tmo-BHCOKO OT 5,5 MOXe Ja HapyLH
3AIMTHOTO €HTEPAIHO MNOKPHTHE. ToRa MOXKE [a JoBe/ie 10 paHHO OCBOOOKAABAHE HA €H3UMHW B YCTHATA
KYXWHA M A0 HamajieHa e(pPUKacCHOCT U Apa3HeHe Ha JIMraBUYHHTE MeMOpaHHu,

TpabBa na ce BHUMaBa Ja He OCTaBa JIeKapCcTBO B YCTATA.

4.3 Ipornponoka3aHus

CBPBXYYBCTBUTEIHOCT KbM aKTHBHOTO BELLUECTBO WA KBM HAKOE OT IIOMOLLHHUTE BelllecTBa, M3OpoeHHU B
Touka 6.1,

44 CneunanHu npeaynpexAeHHA H NPeINA3HA MEPKH NpH ynoTpeba

Dubpo3UpaNIa KOTOHOIIATHS
[1pu nalmenTH ¢ kdcTo3Ha ¢gubpoza, npreMalii BUCOKH JO3M TIPENapaTH, ChABPKAIIH NAHKPEATHH, Ca
CHOOLIEHH CTPUKTYPH HA Wieo-UeKyMa i Aebenoro vepro (¢hubposupaliia kosloHonatha). Karo

npe/nasHa Mapka HeoOHYaRHUTE KOPEMHH CHMITTOMH KITH TIPOMEHUTE B KOPEMHHTE CUMITTOMU TpAOBa
Na ce MOAJIOKAT Ha MeAMUMHCKA OLEHKA, 32 Ja C€ M3KJIIOUH BB3MOKHOCTTA 3a (PUb
KOJIOHOMATHS, 0CODEHO aKO NMAaLMeHTHT npuemMa Haa 10 000 aunasHu eauHuIK/
AeH.

AHadUIAKTHYHH peaKiHy




PAIKO MPH NPUIOKEHUE HA NPOAYKTH, ChABPKALLH NAHKPEATHYHM EH3UMH, ce choduiaBar
aHa(PUIIAKTUYHH PEeaKIHu. AKO TaKaBa PeaKLMA HACTRIM, IMALMEHTHTE TpAOBa 1a OBAAT NOCHBETRBAHU
BSAHAra Jia Cripat JICUSHHETO U Ja MOTHPCAT HEOTIOKHA MEIHIIMHCKA MOMOLLI.

3a ga ce HaMaJIM PHCKBT OT HEJKENAHU PeaklUi, Ab/DKAIIM CE HA CBPBXYYBCTBUTEIHOCT, CE NPENOpPHLYBa
[MOBUIIEHO BHHMAHHE MPH NMALMEHTU C AJIEPrHd KbM CBMHCKH NPOTEHUHHU.

HpazHeHe Ha JMraBUIIATA HA YCTaTa

bosika B ycTara, apasHeHe (CTOMATHT), KbpPBeHe W 00pa3yBaHe Ha A3BH B YCTATa MOXKE Ja Ce MOSABH, KO
KancyluTe ce AbBYAT H/HIIH Ce JIbPXKAT TBBPAE AbArO B yeTaTa. M3raksane Ha ycTaTa M U3NMBAHE Ha
qallla BOJa MOXKe J1a MOMOrHe, aKO UMa paHHU MPU3HALM 3a Apa3HEHEe Ha ycTara.

Tosa nekapcTeo chAbprKa No-Manko oT 1 mmol Hatpuit (23 mg) Ha 1034, T.€. 110 CHLIECTBO "HE CbABpPKA
HaTPHH' .

4.5 BzanMoaeHCTBHE ¢ APYIH JE€KAPCTBEHH NMPOIYKTH H APYTrH GOpMH HA B3anmoJelicTBHe
He ca nposexxpgaHy NpoyyBaHKA 3a B3aUMOAEHCTBHATA.
4.6 DepruanteT, OpeMeHHOCT H KbPMEHE

bpeMeHHOCT

Hama win uma orpaHddeHd AaHHM (ro-masiko ot 300 pesynrata oT OpeMeHHOCT) 3a H3TMOJ3BAHETO Ha
CBHHCKH MAaHKpPEacHH €H3UMH IIpH OpeMeHHHW xeHW. Hama JaHHY OT NpoyyBaHHA TPH KHUBOTHH IO
OTHOIICHHE Ha PerpPOAYKTHBHATA TOKCHYHOCT (BAK. TOuKa 5.3), HO MpOYYBAHMATA BHPXY KUBOTHH HE
nokasBaT jAaHHM 3a abcopOUMs Ha CBMHCKM NaHKpeacHW eH3HMH. [lopaagd TOBa He €€ O4YakBa
PENpOaYKTHBHA TOKCHYHOCT MM TOKCHUYHOCT 32 Pa3BUTHETO.

To3u JlekapcTBeH NPOAYKT MOXKE [1a Ce€ M3MOA3Ba NO BpeMe Ha OpeMeHHOCT, ako € HeoOXOAuMo, 3a ja ce
OCHUI'YPH aJicKBaTHa XpaHUTE/Ha TNOoJAKpena Ha OpeMeHHaTa KeHa ¢ €K30KpHHHA MaHKpeacHa
HENOCTATHHHOCT.

KbpMeHe

He ce ouakpart e(ekTH BLPXY KbPMEHOTO HOBOPOAEHO/KbPMAYETO, ThH KATO CHCTEMHATA €KCNO3HUNA Ha
KbPMEIIaTa XKeHa HA CBUHCKHU NaHKpPeacHW €H3UMHM € HE3HAYMTETHA.

Kpeot Moke na ce U3M03Ba 110 BpeMe Ha KbPMEHE.

QepTUNNTET
He ce ovakBat edekTH BbpXY (epTHIATETA, Tl KATO NAHKPEACHUTE €H3UMH He ce abcopbupar ot
CTOMAalLHO-UPEBHUS TPAKT.

4.7 EdexrTH BbpXY ¢NOCOOHOCTTA 32 mopHPAHE H pAadoTa ¢ MALLHHH

Kpeon He noenuaBa WiK nosnugsa npeHedbpexxumo crnocodHocTTa 3a mogupaHe ¥ paboTa ¢ MallMHU.
4.8 HexenaHn JeKApPCTBEHHN PeaKI[HH

Hal-BaKHWTe CepUO3HH HEXENaHH peakiliu, HalO/lloAaBaHH TPH IPUIIOKEHHE Ha IEKAPCTBEHH
NPOAYKTH, CBABPKALUM NAHKPEaCHH eH3HUMH, ca aHADHIAKTHYHH peakunu (BK. Touka 4.4) U
dubpozupaia konononarus (Bx,. Touka 4.4).

B xnuHWM4HM nipoyuBanys noeeye oT 1000 nauprenTy ca 6unu HanokeHd Ha Kpeop —
Haii-uecto cboO1IaBaAHUTE HEXKENAHU peaKkUMy ca CTOMALLHO-YPEBHH HAPYLLIEHA 3
WV YMEPEHH 10 TEXKECT.

CreIHMTE HEXeNaHH PeaKUMH ca HabMAaBaHH ¢ MOCOYEHHUTE 110-A01Y Yec]f




Cucremuo- Mmuoro vectu | Yectn HeuecTH C HeM3BeCTHA 4eCTOTA
opraHeH KJac >1/10 > 1/100 mo < | =1/1000 xo (OT HAIHYHHTE JAHHU
1/10 <1/100 HEe MoOXxe Ja Onae
HANPpABEHA OLEHKA)
Hapymeans Ha CBPbXYYBCTBUTEIIHOCT™,
HMEHHATA aHa(pHUIaKTHIHH
CHCTeMa peakuuu*
Cromammno- Kopemua ['anewne, CTPHKTYpH Ha  Hieo-
YpPeBHH Oonka NOBPBIIAHE, uekyma M aedesnoro
HApYIIECHHA KOHCTHMNALUA, yeppo  (pubposupaiua
[OAYBAHE Ha KOJIOHOIIaTHA)
KopeMa, AHapus
Hapymenna na Ob6pHe NPYPUTYC, YPTHKAPHS
KOXATA H
NOAK0KHATA
ThKAH |

*CreaHHTE CHMITOMW Ha CBPBXUYBCTBUTENHOCT ca HaGmonasaHu no BpeMe Ha ynorpebara cien
0N0OpeHHeTO: reHepanTu3upad oOpHB, aHTHOEAEM, TI0AYBaHe Ha YCTHHUTE, [TI0JyBaHE Ha YCTHATa JTUrapula
M Ha JIMLETO, MAapEHE H OTOK OKOJIO OYMTE, acCTMAaTUYHM OMJIaKkBaHWA. B AONbIIHEHUE, TaxHKapaua W
XHIMOTOHHA ¢a CbODIIEHH B CbCTOSIHME HA aHA(WIAKTHYEH LIOK.

[leanaTpuyHa monyJialps
He ca ycTaHOBeHM cienUHYHK HEXEAHH PEAKLMM NPH [IeAHaTpUYHATA NOMynaius. YecToTaTa, BUABT
H TEIKECTTA HAa HEMKENAHHTE PeaKkLMH ca CXOJHH MMPU Jeua ¢ MYKOBHCLH/I03a B CPaBHEHHE C Bb3PacTHH.

CrobiasaHe Ha MMOIO3UPAHK HEXKEIAHU PEaKLIUK

CboOluaBaHeTo Ha TIOAO3MPAHK HeXeNaHH PeakLUMH cIe] pa3peliasaHe 3a ynorpeda Ha JTeKapCTBEHHS
MPOAYKT € BaxKHO. ToBa MO3BOJISARA O3 MPOAB/LKH HaOMIOAEHMETO HA CHOTHOMIEHUETO TNOJ3a/PUCK 32
JIEKAPCTBEHUS NPOAYKT. OT MEAHLMHCKHATE CNEUHATIMCTH C€ H3MCKBa Ja ChoDdulaBar Bcaka rnojao3vpana
HEXKEJIaHa peaKkuMsa Ypes HAUHOHANHATA CHUCTEMA 3a ChOOIABAHE:!

H3mpHuTeHa areHUuUs 1o JieKapeTBaTa

yn. . Jlaman I'pyes” Ne 8, 1303 Codus

Ten.: +359 2 8903417

yebceaiir: www.bda.bg

4.9 Ilpeposzupane
BHcoruTe 1034 Ha NIPOAYKTH, ChABPKALUM NTAHKPEATHYHH €H3UMH, MPUIIAraHH 3a OPOABIKUTENEH
NEPHOA, C€ CRBP3BAT ¢ GUOpO3UpaLLIa KOJIOHONATHS H B PEIYJITAT ChC CTPUKTYPH HA AEDEMOTO HepBO B

HAKOM cliy4aH (BxK. TOUYKH 4.2 U 4.4). U3kNOUUTENHO BUCOKUTE J03M MAHKPEaTHH ¢a CBBP3aHu Che
CHODLLUEHHS 3a XUNEPYPUKOIYPHA H XHITEPYPHKEMHUA.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 PapmMaxoAHHAMHYHH CBOHCTBA

®apmakoTepanebTH4Ha rpyna: JlekapcTea, nogobpsapalul XpaHOCMMITAHETO, BKI1. €H3UMH, EH3HMHH
nperapati, ATC koa: AO9AAQ2

MexaHu3bM Ha aeicTBHe

Kpeon cbabpska naHkpeaceH mpax (MaHKpeaTHH) OT CBHHCKH Npou3xoln, ¢o
YCTONYMBH NENECTH (MUHIMHKPOCHEPH), NMOCTABEHH B KEJATHHOBH KaIICYJIH.
Kancynure ce paztBapsar Onp30 B cToMaxa, ocBoDOKIABAHKH TONAMO KONMY
MeNeTH, MYITHAO30B MPUHLMII, Ch3AANEH 32 12 ce TIOCTHUIHE 400pO CMeCBaH
CBOBPKUMO, M3IIPA3BaHe OT CTOMAaxa 3ae/lHO C XMUMyca U el OcRoDOK1aBa
H& €H3UMUTE B XUMYCa.




Kivunu4Ha eQuKkacHOCT

[Iposeaenn ca obuio 33 mpoyupanus, usciaenBaild edukacHoctta Ha Kpeod (Kpeon kancy:m
ceappaamy 10000, 25000 »w 40000 Ph. Eur. nunasuun egunuitd 4 Kpeon 5000) npu naumeHtH c
MaHKpeacHa CK30KpHHHA HEA0CTaThHYHOCT. EANHAAECET OT TAX ca Miauebo-KOHTPOIHMPAaHN NIPOYYBaHMS,
MPOBE/ICHH TIPH NALHEHTH ¢ MYKORUCLIU/O3A, XPOHHYUEH TIAHKPEATHT HITH HOCTXMPYPTrUYHU CHCTOSHUA.
BB BCHYKH paHIOMH3HPaHH, nnauebo-KOHTPOTHPAaHH NPOYyYBaHHA 3a e(PUKACHOCT, NPEABAPUTEHO
AepHHMPaHaTa bPBHYHA LieJ € J1a JOKaKAT PEBB3X0OACTBOTO HAa KpeoH cnpamo mnauebo no

OTHOILICHHE Ha MapaMeThpa 3a MbPBHYHA e(PHKACHOCT — koedHLHeHTa Ha abcopbiins HA Ma3HMHUTE
(coefficient of fat absorption — CFA).

KoeduuneHTsT Ha abcopbumnsa Ha MasHWHHK onpeaess NPOUEHTa Ha Ma3sHHHH, KOMTO ce abcopbupar ot
OpraHH3Ma, KaTo ce MMa NpeABH NpHeMa H dekanHaTa eKckpelua Ha MasuuHK. B nnaueto-
KOHTPONUPAHH NPOYUBAHUS 34 MAHKPEACHA eH3UMHA HEA0CTAaTBUHOCT, cpenHuaT CFA (%) e 6ua no-
BUCOK [IpH jtekyBaHH ¢ Kpeon (83,0%) B cpaBHenue ¢ nnauebo (59,1%). Bus BecuukK npoyueaHus,
HE3aBUCUMO OT Au3akiHa, cpeaHuatr CFA (%) B kpas Ha neuenneTo ¢ KpeoH e GUn CXo/eH Ha CpeHHTE
croiHocTH CFA 3a Kpeon B nnaueGo-KOHTpOSHpaHHTE MPOYUBAHMA.

Jleyenneto ¢ KpeoH 3HauutenHo nonobpara CUMNTOMUTE Ha NTAHKPEACHA €K30KPUHHA HEJOCTATHHHOCT,
BKJIFOUMTENHO KOHCHCTEHLMS HA M3IPaKHEHUATA, KOpeMHAa 001Ka, METEOPU3IBM H YECTOTA Ha
H3XOXKJaHHUATA, HE3ABHCUMO OT OCHOBHOTO 3a00isBaHe.

lleqaTpH4Ha nonyaaums

[Tpu mykoBucuMa03a epukacHocTTa Ha Kpeou e memoHcTprpana npu 340 neaMaTpu9HU NAIMEHTH BbB
Bb3pacTOBHA HHTCPBAI OT HOBOPOAESHH A0 KOHOLWH. BBB BCHYKM TTPOYUBAHMA CPEAHUTE CTOWHOCTH Ha
CFA B Kpas Ha nedenneto ¢ Kpeon Hansumasar 80% BbE BCHUKM NeIHATPHYHH Bb3PACTOBH MPYTIH.

5.2 @apMakoKHHETHUYHM CBOHCTBA

[IpoyuBaHHsTa NpH »KUMBOTHH HE MOKA3BAT JaHHM 3a abcopbuusa Ha Hepa3rpaaeHd €H3MMM M 3aTOBa HE Ca
NPOBEXJIAHH KIACHUECKH (hapMakOKHHETHYHHM mpoyuBaHus. [laHkpeacHHTe eH3UMHM [100aBKH He
W3HCKBAT abcopbumua 3a ocbllecTBIBaHe Ha TexHMd edekt. TouHo oOpaTHO, TAXHATa MbJHA
TCPAIICBTHYHA AKTHBHOCT C€ (IPOABABA B JIYMCHd Ha CTOMAIIHO-HPECBHHA TPaKT. Ocpen TOBa Te ca
IMPOTCHHH K Ca NOANOKCHH Ha NMPOTCOJNHMTHYHO pasrpakiaHe 10 BpEMC Ha TAXHOTO MpPEMURHABAHE MPE3
CTOMALIHO-YPEBHHA TPaKT, Npeau Ja Ovaar abcopdupaH KaTo NENTHAH H AMUHOKHCETTHHH.

5.3 IlpeakJHHHYHH AaHHH 32 G€300ACHOCT

IlpeaxIMHHYHKMTE [AaHHM HE TNOKa3BaT 3HA4MMa TOKCHMHOCT TMPH MHOTOKPAaTHO [IPUJIQMKEHHUE,
[lpoyuBaHHsTa NpK >KMBOTHH He MOKA3BaT AaHHH 3a aOcopOllMA HA CBMHCKH TNAHKPEACHW €H3MMH OT
CTOMAIIHO-YPEBHUA TPakT cfeaA MepopalHe npuioxedne. He ca rmnpoerexnaHn npoyyeaHus 3a
T€HOTOKCHYHOCT, KAHLIEPOTeHHOCT HITH PENpoAyKTHBHA TOKCHYHOCT.

6. ®APMAIIEBTHYHM JAHHU

6.1 CnHcebK HA NOMOUIHHTE BellecTBA

KancysiHO ChaBpKHMO
XunpomenoseH granar
Maxkporon 4000
Tpuerunor nurpat
Jdumetnkon 1000
LleTUNOR ankoxon

ChbCTaB Ha KarncynaTa
KenatuH
XeneseH okcupg uepBeH H xwat (E 172)




Hatpues naypuncyndart
6.2 HecnBMeCTHMOCTH
Henpunoxxumo

6.3 Cpox na rognocr
2 TOJAHHH

Cnen oTBapsHe Aa He ce chXpansea Haa 25°C u 1a ce usnonzea 1o 6 Meceua. byTunkara aa ce cpXxpaHsasa
IUILTHO 3aTBOPEHA, 3a Aa CC 1peANna3H oT BJara.

6.4 ChnennajHH YCI0BHAl HA ChbXpaHeHHE

Ja He ce ¢wxpanaBa Hag 25°C.

3a YCJOBHATA HA ChXPAaHEHHKE CHC NLPBOHAYANTHO OTBAPIHE HA JICKAPCTRCHUA NPOOYKT, BHIKTE TOYKA
6.3.

6.5 B u chabpKaHHE HA ONAKOBKATA
bytunku ot nonuetnnex ¢ Bucoka mstHocT (HDPE) ¢ oTyyneaiua ce NpH 3aBBPTaHe NOTHNPONUICHOBA

(PP) kanauka.
Kpeon 35 000: 50, 60, 100, 120 u 200 kancyu

He BcHUKM BUAOBE OTIAKOBKM MOTAT Jia ObJAT MycHATH B Ipojaxoa.
6.6 CnennajJHH NPeANAIHH MEPKH NPH HIXBLPAAHE 1 padoTa

Heusnonzsauusr jiekapcTBEH NMPOIYKT HIH OTHAbUHHATE MATEPHAIH OT Hero TPAOBa fa C& H3XBBPJIAT B
CBHOTBETCTBHE C MECTHUTE M3UCKBAHMA.

7. HPUTEXKATEJ HA PASPEINIEHHUETO 3A YIIOTPEBA
Viatris Healthcare Limited

Damastown Industrial Park,

Mulhuddart, Dublin 13,

DUBLIN, Upnanous

8. HOMEP(A) HA PASPEHNIEHNETO 3A YIIOTPEBGA

Perucrpaumoner Homep: 20190013

9. JATA HA IIBPBO PAZPEHIABAHE/TIOJHOBABAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

Jarta Ha nspBO pazpelnapane: 22.01.2019
Hara Ha nocneano noaHosseane: 14.09.2023

10, JATA HA AKTYAJIH3UPAHE HA TEKCTA

10/2023




