KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

W3TLTHUTENHA ATEHLIMS 110 IEKAPCTBATA

1. HME HA JIEKAPCTBEHHA IIPOAYKT

Kpeon 35 000 croMammo-ycToOHYHBH KANCY/IH, TBhPAH
Kreon 35 000 gastro-resistant capsules, hard

1. KAYECTBEH H KOJIMYMECTBEH ChCTAB

EnHa kancyna ceabpika 420 mg naHkpeaceH npax* ¢hOTBETCTBALL HA!
Jlunasa (Lipase) 35 000 Ph.Eur. equuauum
Amunaza (Amylase) 25 200 Ph. Eur. eaunnum

Ilporeasa (Protease) 1 400 Ph.Eur. eanumuu

* [TpouzRreAeHH OT CBHHCKA MaHKpeacHa ThKaH
3a TBJIHKA CIIMCHK HA TMIOMOILUHKUTE BellecTBa BHyKTe Touka 6.1,

3. JIEKAPCTBEHA ®OPMA

CTOMAlIHO-YCTOHYMBA Kancya, TBbpaa
JByuseTHa TBbLpaa sxenaTuHora Kancyna (pasmep 00, yawnDKeHa) ¢ uepBeHO-KadsBa HeNnpo3padqHa
Kana4ka H 1po3pauHo T4/10, b/IHA ¢ KapeHUKABH CTOMALIHO-YCTOWYHMBY MeNeTH (MMHUMHKPOC(EPH).

4. KJIMHUYHH JAHHHU

4.1 TepaneBTHUHH HOKA3AHHS]

3aMECTHTETHO NeYeHHE ¢ NAHKPEeaTHUHH €H3MMH MPH NAHKPEAcHa EK30KPHHHA HETOCTaThUHOCT,
ObJDKallla ce Ha KHCTHYHA PuOpos3a (MYKOBHCLIMA03a) HIM APYTH CBCTOAHUA (HaMp. XPOHHYECH
NMaHKPEaTHT, MaHKPeaTEKTOMKS UM paK HA NAaHKpeaca).

KpeoH cTOMAallIHO-YCTOHYHMBY KATICYJTH € MOKA3aH MPH Jela, KOHOIIH U Bh3PACTHH.
4,2 Jo3MpOBKA ¥ HAYMHH HA NPH/I0KEHHE

JO3HpOBKA

HO3HUpOBKaTa € HACOYEHA KbM MHIMBUAVAIHHTE HYXKAM W 3aBUCKH OT TEXECTTa Ha 3ab011BaHETO U
CBCTABA HA XpaHaTa.

TepanusaTa TpsadBa ga ce 3arnouHe ¢ Hali-HUCKATA NMPENOPBUHTE/HA 4034 U MOCTENEHHO A ¢€ MOBULLABA ¢
BHHMATEMHO NPOCeABaHe Ha OTroBopa, CHMIITOMHTE M XpaHHUTEJIHUS CTaTyC Ha NauuenTa. Ha
nauMeHTHTe TpsOBa Aa ce AaAaT YKa3aHHA Aa HE YBeJIMYABAT J03aTa CaMOCTOATEHO.

[TpoMeHHTE B 103MpPOBKATA MOKE 1a H3HCKBAT HAKOJIKOHEBEH NIepHO Ha NPUCTIOcO0ABaHE.

Jdo3npoeka npu kHcTHYHA $nbpo3a (MYKOBHCIIHR03A)
Jeua
Konuentpauuute ot 20 000 u 35 000 Ph. Eur. inMnazHu eIMHALM MOXE Aa HE ¢a NOAXOAALUMY 34

3al0YBaHE HA JICHCHHE TIPH NAallUCHTH 1104 onpeaAcneHO TENCCHO TCrlg B 3aBUCHMOCT OT BbL3pacTTa.
'_ﬂ

LA y,
B rexnMaTpuuHaTa BBL3PacTOBA IPyMa CE NPENOPbYBA A3 CE 3AMOHHE ¢ J03HPOBKA 4 i G Ragashm
SAHHHLM Ha KHIIOTPaM TE/ECHO TErNO Ha XpAHEeHe IPH /ielia Ha BB3PACT N0 YeTy SinbBI L, UBca D0 Ph.
Eur. jiMnasnu eJMHHIM HA KAIOrPaM TEJIECHO TEIIO Ha XPaHEHe MpH Aeua Ha 3o K. DU M

Mo-roJICMH.
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IOHOWH 1 BB3pACTHH
basupanara Ha TenecHa Maca 103WPOBKA Ha eH3UMHKTE TpabBa 1a 3anouHe ¢ 500 Ph. Eur. nunastu
CAMHMULIM Ha KHJIOI'PaM TEJIECHO TErJI0 Ha XpaHeHe,

Benuku pr3pacToBM rpynm

Hosupoekara TpsOBa fa ce afanTHpa B 3aBUCHMOCT OT TeXeCTTa Ha 3a00NIBaHETO, KOHTPONa Ha
CTeaTopeaTa H NOJAABPIKAHETO HA A0DBLP XpaHHUTENEH CTATYC.

[Taunenrure He Tpadea na Haaeumaear 2 500 Ph. Eur. munasyu equHMLM Ha Kg TeJTIeCHO Terno Ha
xpaHeHe wiH 10 000 Ph. Eur. aunasuu egunuuu Ha kg tesiecHo terno Ha aeH ik 4 000 Ph. Eur. nunashu
CAMHHLM HA rpaM NpUeTd MazHUHU, Pubpo3upalna konoHonaTus € HabniogaBaHa NPy NALKMEHTH ¢

MYKOBHCUMAO03a , TpHemaiiy noeeye ot 10 000 nuna3zHy €AMHHLUM HA KMIOTpaM Terjio Ha JIeH (BXK. Touka
4.4).

J03upoBKA IPH APYTH ChCTOSAHHNA, CBBP3AHH ¢ IAHKPEACHA €K30KPHHHA HEIOCTATBYHOCT

HOHOUIM U BB3pacTHH

Jo3ata TpsibBa ga ObAe onpenesieHa HHAMBUAYAIHO 33 BCEKM MAUMEHT CNOpPed CTENEHTA HA HapylUeHHe
Ha XPaHOCMHJAHETO M CbAbPKAHWETO Ha Ma3HMHW B XpaHata. HeoOGxoaumaTta A03a TIPH OCHOBHO
XpaHeHe ¢ B wuHTeppana or 25000 ae 80000 Ph. bur. eamuuuu nunasa W nojnoBuHata oOT
MHIHBUAYA/THATa J034a 33 3aKYCKHTE MEKIY XpaHEHHATA.

Havuuu Ha npujIoKeHHe

3a nepopanaHO APUIOKEHHE.

{[penopBUYHTENHO € EH3UMUTE J1a C€ IPUEMAT [10 BpeMe WK He3a0aBHO Cliesl XpaHeHe.

Kancynure tpabea na ce reatar uenu, 0e3 ga ce CMAukBaT WM ABBYAT, ¢ AOCTATHLYHO KOJHUYECTBO
TEHHOCT IO BpeMeE WM Clie]] BCAKO OCHOBHO XpaHEHEe UM 3aKyCKa.

Korato reataHeTo Ha KancylnuTe € 3aTpyaHeHO (Hamp. npd Mallke Jela WIH MalUeHTH B cTapuyecka
Bb3PACT), KAMCYJIMTE MOTAT [a CE OTBOPAT BHHMATEIHO H CTOMALIHO-YCTOHYMBUTE TIENETH 1a ¢ 100aRAT
KbM MeKa xpaHa (pH < 5,5), K0oaTo He M3MCKBa 1bBUEHE WKW KbM KHcena TedHoCT (pH < 5,5). Tosa moxe
Aa 0bae A0BIKOB COK, KHCENO MIAKC HIIH UI0A0B cok ¢ pH no-Hucko oT 5,5, Hanp. AOBIKOB, NOPTOKAIOB
COK HMJIM COK OT aHaHac. Tazu cmec He Tpadra na ce chxpaHaBa. CTOMALIHO-YCTONYHBUTE Karcynm He

TPAOBa la ce cMeCBaT ¢ BOAA, MJIAKO MJIH FrOpeLia XpaHa.
Mekara xpaHa vid TedHa cMec TpaGBa ga ce norabluar HesabapHO Oe3 AbBUEHE, C/Ied KOETO Aa ce

MpHEMe BOAa MM COK, 3a Aa C€ OCHTYpH MbIHO norasliadHe. CMaukBaHe H ABBYECHE HA CTOMAILHO-
YCTOHUMBMTE MEJIETH WIM CMECBAHE ¢ XpaHa WM TeuHocT ¢ pH 1no-sucoko oT 3,5 MOXe aa Hapyluu
3aLLMTHOTO EHTEPATHO [IOKPUTHE. TOBa MOXKE Ja 10BE/Ie 10 PaHHO OCBOOOXKAABAHE HA €H3HMU B YCTHATA
KYXHHa H A0 HamaseHa e(PUKACHOCT U Ipa3HeHEe HA THraBHIHUTE MeMOpaHu.

Tpsabea na ce BHUMAaBa Ja He OCTaBA JIEKAPCTBO B YCTATA.

4.3 IlporuBonokazauus

CBPBLXUYBCTBUTEITHOCT KbM AKTUBHOTO BELLECTBO WM KbM HAKOE OT MOMOIIHHTE BELIECTRa, U3OpOEHH B
TOuKa 6.1.

44 CnennaidHu npeaynpekacHAs B NPEANAZHE MEPKH NpH ynoTpeda

Pubposupalia KoIoHONATHS

Ilpu naumenTty ¢ kucTo3Ha Gubposa, NpHEMAIIM BUCOKH 103U TIPerapaTH, ChIbpXKALLHW [AHKPEaTUH, ca
CHODOUIEHH CTPUKTYPH Ha Ulleo-LekyMa K aedenoTo depro (pudposupalua konoHonatus ). Karto
npeanasHa MapKa HeoOMYaHHHTE KOPEMHH CUMITTOMH HJIH IPOMEHHUTE B KOPEMHHTE CUMIITOMU TpalBa

JCH.

AHapUIAKTHYHH pPEeaKIUH




Pajgko npu npuioxeHue Ha MPOAYKTH, ChILPKALIN [TAHKPEATHYHH €H3MMH, C€ ChOOLABAT
aHaMNaKTHYHH PEaKLMU. AKO TaKaBa PeaKLMs HACTBIIM, NaUMeHTUTe TpabBa 1a 6baaT NOCHBETBAHM
BEJHAra Ja cripat JIEYeHHETO U Ja NOTHPCAT HEOTIIOKHA METMLIIMHCKA TTOMOLLL.

3a 1a ce HaMalM PUCKBT OT HEXEaHU PEaKIMM, IbJDKALIM CE HA CBPBXYYBCTBUTEIHOCT, CE NPENOPhUBa
NOBUILIEHO BHUMaHHE MPH MALUECHTH C aJIEPrUs KbM CBHHCKH MPOTEHHH.

pa3HeHe Ha TMraBdLaTa Ha yeTaTa

bonka B ycrara, ApasHeHe (cTOMAaTHT), KbpBeHe W 0BpazyBaHe Ha A3BH B YCTaTa MOXKE fa Ce TMOABH, aKO
KancyJjauTe ¢¢ AbBYAT /UK CE IBPKAT TBbPAE ABJIro B ycrata. MannaksaHe Ha ycraTa M U3NIMBaHe Ha
Yalla BoAa MOXE J1a NOMOrHe, ako MMa paHHH NPU3HALIM 34 Jpa3HEHEe Ha ycTaTa.

Tosa nexapcTBo CbAbpika no-Manko ot 1 mmol Hatpuit (23 mg) Ha 4034, T.€. 1O CHLIECTBO "HE CHIbpXKA
HATpUH .

4.5 BzanmonaedcTBHe ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYTH JOPMH HA B3aHMO/eHRCTBHE
He ca npoBexaaHH Mpoy4yBaHHs 3a B3aUMOAEHCTBUATA.

4.6 PepTHIANTET, GPEMEHHOCT H KbPMEHE

bpeMeHHOCT

Hama v viMa orpanuueds aauHy (no-manko ot 300 pesynTara oT OpeMeHHOCT) 3a M3MOJ3BAHETO HA
CBUHCKH TAaHKPEacHH €H3UMM MNpu OpeMeHHH keHu. HAMa JaHHU OT NMpoy4YBaHMA NPH KHBOTHH MO
OTHOLIEHHE Ha PENpOAYKTHBHATA TOKCUYHOCT (BXK. TOUKA 5.3), HO NPOYYBAHMATA BbPXY KMBOTHH HE
MoKa3paT MaHHU 3a a0copOuUMA Ha CBUHCKH MadkpeacHu eH3uMH. [lopaau ToBa He ce Ouakea
penpoayKTHBHA TOKCHYHOCT MTM TOKCHUHOCT 38 PA3BUTHETO.

Tozu nekapcTaeH NPOAYKT MOXKe Aa ce M3MOJ3Ba [0 BpeMe Ha OpeMeHHOCT, ako € HeoOXoaHuMo, 3a ja ce
OCHUI'YpPH aleKBaTHA XpaHWTE/NHA MOJKpena Ha OpeMeHHaTa JKEHa C €K3OKpPHHHA MaHKpeacHa
HE0CTATBYHOCT.

Kbpmene

He ce ouakBaT eexTH BbpXY KbpMEHOTO HOBOPOAEHO/KbPMAUETO, ThH KATO CUCTEMHATA CKCTIO3MLIMS Ha
KbPMELIATA XKEHA HA CBMHCKHU TTAHKPEaCHH €H3UMH € HE3HAYHUTENHA.

Kpeon Moxe na ce u3nomiea o BpeMe Ha KbpMEHE.

PepTUanTET
He ce ouyaksat edekTH Bhpxy epTiuteTa, Thil KaTO MaHKPEACHHTE €H3IUMH HE ce abcopbupar ot
CTOMALIHO-YPEBHMHA TPAKT.

4.7 EfpexTH Bbpxy cnocofHocTTa 32 modHpane H pabora ¢ MAIIHHH

KpeoH He NOBAKMABA WK NOBIMARA NMPpeHeOpexxuMo cnocobHOCTTa 32 WodupaHe v padoTa ¢ MaLLIHHK.
4.8 HexkenaHu NeKapCcTBeHH peakllHH

Hal-BaXXKHHTE CEPHO3HM HEMKENIAaHH PeaKLHK, HAOMI0JaBaHH MPH TPHI0KEHHE HA IEKAPCTBEHU
MPOAYKTH, ChIBPXAIIM TAHKPEACHH €H3UMH, Ca aHA(DUIAKTUUHY peakUrH (BXK. Touka 4.4) u
(pundposmpamia koaouonarus (Bxk. Touka 4.4).

B knnHnunm npoyyranua noseue ot 1000 nauneHTH ca 6unu uanoxkeHu Ha Kpeon.
Haii-qecto choOuapaHnTe HevkeNlaHW Peaklivi ¢a CTOMAITHO-YPEBHH HAPYLISHUS
WJI YMEPEHH MO TEXKECT.,

CreqHuTe HEXENTaHHM peakuUuH ca HabMoAaBaHu ¢ MOCOUEHHUTE MO-0Y YeCTO




CacremMuo- Mmuoro yecrn | Yectn HeuecTH C HeH3BeCTHA 4YeCcTOTA
Oprafes Kiaac > 1/10 > 17100 po < | =1/1000 no (0T HATMYHHTE NAHHH
1/10 < 1/100 He MOxe Ja Obae
HaNpaBeHa OHEeHKaA)
Hapymenna Ha CBPbXUYBCTBHTEIHOCT™,
MMEHHATA aHa(HIAKTHUHH
CHCTEMA peakLtun™*
Cromamno- Kopemua ["azene, CTPHKTYPH Ha HMJ€o-
YpEeBHH bosika MOBPLIIAHE, nekyma M aebenoto
HAPYIIEHH S KOHCTHIIALIMS, yepeo  (pudpozupaua
NoayBaHe Ha KOJOHOTATHS )
KOpeMa, AUapHs
Hapymenna Ha Obpus MPYPUTYC, YPTUKAPHS
KOKaTa H
NOJIKOKHATA
ThKaH j

*CrienHMre CUMNTOMM Ha CBPBXYYBCTBUTENHOCT Ca Habmoaasauu [0 Bpeme Ha ynotpefara cief
0100pEHHETO: reHepanu3lpaH oOpUB, aHTHOEAEM, TTOYBaHE HA YCTHHTE, MOAYBAaHE HA YCTHATA JIMraBMLIA
W Ha JIMLIETO, NAPEHE M OTOK OKOJO OYMTE, aCTMATH4YHM OIUIAKBaHWA. B JOMbAHEHHE, TaXWMKapaHsa #
XHIIOTOHMA ¢a CHOOIIEHH B ChCTOAHHE HA aHA(HIIAKTHYEH [UOK.

IleguaTpryHa nonyaanus
He ca yctaHoBeHM crielUbUHYHN HEKETaHH PeaklMy NpH NeaUaTpuuHaTa nonynagus. HYecrorata, BUOLT
U TEXKECTTA HA HEXKENIAHHUTE PEAKLIMM ca CXOHH MPH LA ¢ MYKOBHCIIMI03a B CPABHEHHE C BB3PACTHH,

CH001IaBaHE HA [TIOAO3MPAHY HEKENAHH PEAKLIHH

Cbo0maBaHeTo Ha NOAO3IUPAHH HEXKEJIAHH PEaKLMH Clief] paspelapade 3a ynotpeba Ha leKapcTBeHHs
MPOAYKT € BakHO. ToBa NO3BosIsABA [la NPOAB/KHA HabMIOASHUETO HA CHOTHOLIEHUETO MON3a/PUCK 3a
JIEKAPCTBEHUA NIPORYKT. OT MEIHUMHCKUTE CACUHATIHCTH C€ M3MCKBA Ja ¢ChOoOLIABAT BCAKA NOJO3HPaHA
HEXeMaHa peakuKd Ype3 HaLMOHAIHATa CHCTEMA 3a ChLoOLlaABaHE:!

HM3nbiHuTeNHa areHIus 0 IeKapcTRaTa

yit. ,,Jdamsan I'pyes” Ne 8, 1303 Codus
Ten.: +359 2 8903417

yebcalT: www.bda.bg

4.9 Ilpeao3upane
BHCOKHTE 103H HA IPOAYKTH, CBABKAIIHM MAHKPEATHUHH €H3UMH, TIPUIAraHy 3a NpOAbIKUTENIEH
MepUOA, ¢e CBBP3BAT ¢ (PHOPO3HpaL[a KOJIOHOMATHA H B PE3YATAT ChC CTPHKTYPH Ha A€De10TO YEPBO B

HAKOH CiTy4a (BxK. TOUKH 4.2 1 4.4), M3KmounTenHO BHCOKUTE J03M NaHKPEaTHH ca CBBP3aHU ChC
CbOOLIEHNA 32 XUNEPYPHKO3YPHS H XUIIEPYPHKEMHA.

5. ®APMAKOJOI'MYHH CBRONCTBA

5.1 Papmaxkoa#HAMHAYHH CBOHCTBA

(DapmakoTepanceTHUHA rpyna: JlekapcTsa, nogoOpaBallH XpaHOCMUIAHETO, BKJI. €H3HMH, EH3MMHH
npenaparu, ATC kox: AO9AAD2

MexaHHM3BM Ha IEHCTBHE
Kpeon cpabpka naHkpeaceH npax (MaHKPEaTHH) OT CBHHCKM NpPOM3XoA, dopmyl
YCTOHYMBH reeTH (MMHUMHKpOchepH), NOCTaBEHH B XeJaTHHOBH KaIICYJIH.

Kancynure ce pastBapar 6bp20 B ¢cToMaxa, OCBOO0XKIABANKH FOIAMO KOJHYECTB

Ha €H3UMMTE B XMMYCa.



KiHHuyHa edrkacHoCT

[Iposeaenu ca obwo 33 npoyusanus, u3cneapaim edukacuocTta Ha Kpeon (Kpeon kamcysu
cpabpikaut 10000, 25000 u 40000 Ph. Eur. nunasuu emunuuu v Kpeod 5000) npu nmauueHTH ¢
NAHKPEacHa €K30KPHHHA HEAOCTAThYHOCT. EMHageceT oT T4X ca maanebo-KOHTPOJIMPaHH NPOYYBaHKA,
MPOBEACHU [IPH NALMEHTH ¢ MYKOBHCIKA032, XPOHMEH NAHKPEATHT WIK NOCTXNPYPrHYHH ChCTOSHHA.
BbB BCUYKH paHAOMHM3HPaHH, T11aLe50-KOHTPOSHPAHHK MPOYUBAHMA 32 eHKACHOCT, MPEABAPHTETHO
Ae(pUHHMpaHaTa TbPBHYHA LIET € Ja AOKaKAT NPeRb3xocTsoTo Ha Kpeon cnipamo nmnauefo no

OTHOWIEHHE HA NapaMeThpa 3a MbPBUUYHA €(PHKACHOCT — KoeduimeHTa Ha abcopOLiMa Ha Ma3HHMHHTE
(coefficient of fat absorption — CFA).

KoeUUUeHTET Ha abcopbLus Ha Ma3HMHH ONpe/ie/is IPOLEHTA Ha MasHHHH, KOUTO ce abcopGupar oT
OpraHu3Ma, KaTo ce MMa MpeaBuz rpreMa 1 hekanHaTa eKcKpelda Ha Ma3HHHK. B nnanebo-
KOHTPOJIMPAHH MPOYYBaHHA 3a MAHKpeacHa eH3MMHa HegocTaTbuHOCT, cpefHUAT CFA (%) € 6t no-
BHCOK 1IpH JiekyBaHU ¢ Kpeou (83,0%) B cpaBHenue ¢ mnauebo (59,1%). BbB BCHUYKM NpoyYBaHuA,
HE3aBUCHMO OT au3aiHa, cpeHUsT CFA (%) B kpas Ha neueHUeTo ¢ KpeoH e OUIT ¢X0/1eH Ha CpeIHHTE
croHoctd CEFA 3a Kpeon B miane6o-KOHTPONMUPaHKTE NPOYHBaHHS.

JleveHuero ¢ KpeoH 3HaunTenHo nonoBpsBa CHMNTOMHTE HA MAaHKPEACHA €K30KPHHHA HEIOCTATHYHOCT,
BKJIFOUHTEJIHO KOHCHCTECHLIMS HA U3MPAXKHEHMUATA, KOpeMHa 00AKa, METEOPU3ILM U 4E€CTOTA Ha
HU3XO0XKJITAHHUATA, HE3aBUCHMO OT OCHOBHOTO 3abonsapaHe.

IleqraTpyu4na nonynauus

Ipu MykoBHCIHA03a ePHKkacHOCcTTa Ha KpeoH ¢ neMoHcTpupana npk 340 neauaTpHYHU NalMEHTH BbB
BBH3PACTOBUA HHTEPBAN OT HOBOPO/I€HHU [0 IOHOUIHW. BBB BCHUKH MpOYUYBaHUA CPEeHUTE CTOHHOCTH Ha
CFA B kpas na nedenneto ¢ Kpeon Haasuiuasat 80% BLB BCHUKH MeAHATPHYHM BL3PACTOBH IPYIIH.

5.2 @apMakOKHHETHYHH CBOHCTBA

[Tpoy1BaHHATa NpPH XKHBOTHH HE NOKA3RaT JaHHH 3a abcopOLMA HA Hepa3rpaacHH €H3HMHU U 3aTOBA HE ¢a
MPOBEXKJAHH KJIACHYECKH (apMaKOKHHETHYHH npoyyeaHHd. [laHKpeacHMTe €H3UMHH J100aBKM HeE
M3HCKBAT abcopbuma 3a ocbllecTBABaAHE Ha TexHus etekt. TouHo ofpaTHo, TiAXHaTa I[ThiHA
TEpAaleBTHYHA AKTHBHOCT C€ MPOSBsABa B JIYMEHA HA CTOMAUIHO-dYpeBHMA TpakT. (JcBeH ToBa Te ca
MPOTEHHU H C¢a MOMICKEHH Ha NPOTEOJIUTHYHO pasrpaskaaHe [0 BpEeMe Ha TAXHOTO IPEMHHABAHE TIpes3
CTOMALLIHO-4YPEeBHHUA TPAKT, MpeaH ga 0naaT abcopbupann KaTo NENTUAH U AMUHOKHCEHHH.

5.3 IlpeaxnHHYHH JAHHH 3a He30mMacHOCT

[IpeaxnuHUuYHKATE JaHHH He mnOKa3BaT 3HAYMMa TOKCHMYHOCT HPH MHOTOKPAaTHO MPHIIOKEHHE.
[[poyuBanusATa MpH >KHBOTHH HE NOKA3BaT AAHHU 3a abcopluus HA CBUHCKMA MAHKPEACHW €H3UMHK OT
CTOMAIIHO-4YPEBHWA TPAKT cCile[ [epopalHoe npuwioxkeHue. He ca npoeexaaHu mnpoyusaHus 3a
FCHOTOKCHYHOCT, KAHLIEPOT€HHOCT WK PENPOIYKTHBHA TOKCHUHOCT.

6. DPAPMAIIEBTHYHHA JAHHU
6.1 Caumebk HA NTOMOLTHATE BeWECTBA

KancynHo cuabmKUMO
XHIpOMeTo3eH ¢ranar
Makporon 4000
Tpuetunos uutpar
HumMetnkon 1000
LleTH0B aIKOX0N

CbeTaB Ha KarcynaTa
Kenatus
KeneseH okcHa YepseH, Kbt K uepeH (E 172)




Hatpues naypuncyndar
Turanos auokcua (E171)

0.2 HecnhBmecTHMOCTH
Henpunoxumo

6.3 Cpok Ha roasocr
2 rOAUHH

Crnea oTBapsiHe Aa He ce chxXpaHsiBa Haa 25°C 1 aa ce nanonsea 70 6 Meceua. ByTHnkara Jia ce cbXpaHsBa
IUTETHO 3aTROPEHA, 3a Ja Ce penas3y OT Biara.

6.4 CnenuanHHu ycJI0BHS HA ChXPAHEHHE

Jla He ce cuxpansBa Han 25°C.,

3a YC/IOBHATA Ha CbXPAHEHHE CCH [TBPBOHAYANTHO OTBAPAHE Ha NEKApPCTBCHHA NPOAYKT, BHXKTE TOYKaA
6.3.

6.5 Buau coabpkanne HA ONAKOBKATA

byTunku oT nonuetunen ¢ Bucoka rwibTHOCT (HDPE) ¢ oTuynRaima ce mpH 3aBbpTaHE NONMITPONUICHOBA
(PP) kamauxka.,
Kpeon 35 000: 50, 60, 100, 120 u 200 kancyamu

He BCHUKH BUIOBE ONAKOBKH MOrat 2 ObJaT NyCcHATH B npoaaxoda.

6.6 CHennanHH NpeanasHH MepKH NPH H3IXBLPJASAHE H paboTa

Heusznonzsanusar JCKAPCTBEH TMIPOAYKT WK OTNIaAb4YHHUTC MaTepHaJan OT HETO TpHGBH Ada CC U3XBLPJIIAT B
CBOTBCTCTEBHE C MCCTHHTE M3HCKBaAHHA.

7. HNPHTEXATEJI HA PASPEIHEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industnal Park,

Mulhuddart, Dublin 15,
DUBLIN, HUpnanans
8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Peructpauunonen Homep: 20190013

9. HJATA HA ITbPBO PAZPEHIABAHE/IIOJHOBSBAHE HA PA3PEIIIEHHUETO 3A
YIIOTPEBA

JlaTta Ha mepBO pazpettapane: 22.01,.2019
IlaTta Ha nocaeaHo NOAHOBABAHE:

10. JATA HA AKTYAJIUSBHUPAHE HA TEKCTA

08/2023




