MoMowHM BewecTtBa n uHpopMauma B IMCTOBKaTa

AxktyanusampaHo [bT Ha

Ha

BbBeXaaHe

Mparosa
CTOMHOCT

NHdopmauma B INCTOBKaTa

KomeHTap

ANpOTUHUH JNlokaneH Hyna Moxe fa npuYnHU CBPbXYYBCTBUTETHOCT U/IN JlokanHoTO NpuUoXeHne B TO3M Ciy4dan ce
TEXKN aneprumyHn peaxkumun. OTHacHa 3a MecTaTa, KbAETO MOXe Aa MMa AO0CTbM
00 KpbBOO6paLleHNeTo (paHu, TENEeCHU KyXUHU U
ap.).
®bCTHYEHO Macnio Bcnuku Hyna <JlekapCTBeH NPOAYKT> CbAbpXa (HbCTbYEHO MpeuncreHoTo PbCTHLUEHO MAcNo MOXe Aa
Macno. AKO CTe anepruyHmn KbM QbCTbUM UK COS, |CbAbpXa PpbCTbYeH NpoTenH. MoHorpadusaTa B
He M3Non3BanTe To3n neKkapcree OAYKT. EBponelickaTta apMakones He cbAbpxa
M3MNUTBAHE 3a OCTaTb4eH MPOTEUH.
KXM: npotnBonokasaHwue.
Acnaprtam (E 951) 0971072017 [MepopaneH Hyna ToBa nekapcTBo CbAbPXKA rnapTtam BbB KoraTto ce npuema nepopasiHo, acrnaptaMbT ce
BCAKa <A030Ba eau efnHuua obem><, XVUAPOSM3Mpa B CTOMALIHO-YpEBHNA TpaKT. EANH
KOWTO Ca ekBuBasne OT OCHOBHUTE MPOAYKTU Ha Xuaposausarta e
mg/<maca>< > deHnnanaHuH.
AcnapTta e MK Ha deHunanaHuH. Moxe aa|HdopmMaunsa, KoaTo aa ce nma npeasma 3a KX:
Bu H nmate GeHUNKETOHYPUS, PSAKO JlInnceaT KaKTO KIMHUYHU Taka U HEKJIMHUYHU
reH@fM4yHo nsBaHe, NpU KOETO Ce HaTpynBea AaHHK 3a ynotpebaTa Ha acnapTam npwu
@HWH, Tbl KaTO OpPraHM3MbT He MOXe Aa ro|KbpMayeTa nog 12-cegmmyHa Bb3pacT.
aBUJIHO.
A3zo6arpuna MepopaneH Hyna Aa NPUYUHKN anepruyHn peakumn.
Hanpumep:
TapTpasuH (E 102)
CbHceT xbnaTo FCF (E 110)
A30py6uH, kapmousuH (E
122)
AmapaHT (E 123)
lMoHco 4R yepBeHoO,
KoxuHun vyepseHo A (E 124)
BpunaHTHO yepHo BN,
yepHo PN (E 151)
MepyaHcku 6ancam JNlokaneH Hyna Moxe fa NMpUYnHU KOXHU peakuuu.
BbeH3ankoHueB xnopua 09/10/2017 Bcnuku Hyna ToBa 1eKapCcTBO CbAbpXa X Mg 6eH3anKoHMEB

XJlopuA BbB BCSIKa <030Ba eAuHuLa><eAunHuua
06emM><, KOUTO Ca eKBUBAJIEHTHU Ha
X mg/<maca><obem>>.
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BeH3ankoHues xnopua 0971072017 OueH Hyna BeH3ankoHneBunAT xnopua Moxe aa ce abcopbupa |HanuuHuTe orpaHuyeHu AaHHM MOKa3BarT, ve
OT MEKWUTE KOHTaKTHU JIELWM U MOXE Aa NPOMEHMU HAMa pasnuka B npodwuna Ha 6e3onacHOCT nNpu
uBeTa Ha newwmTe. TpsbBa Aa cBanuTe KOHTAKTHUTE |Aeua B CPaBHEHME C Bb3PaCTHMU.
newm npean ynotpebata Ha ToBa flekapcTso U Aa
n3vyakarte noHe 15 MMHyTK Npeau aa rm noctaBute |B noBeueTo cnyyam obade onpeaeneH ApasHuTen
OTHOBO. 3a ounTe Npean3BuKBa MO-CUSIHA peakunsa nNpu
JeuaTa B CpaBHEHMe C Bb3pacTHUTe. [lpa3HeHeTo
BeH3ankoHneBmnAT XNopua MOXe CbLIO Aa NPUUYMHKU |[MOXEe Aa MMa edeKT BbpXY NpUAbPXKAHETO KbM
Apa3HeHe Ha o4MTe, 0CO6EHO ako mMmaTe ,,Cyx0 OKO" |[neyeHneTo npu aeua.
WU HapylueHne Ha porosuuaTta (apo3padHusa crowm
B NpefHaTa 4acT Ha OKOTOo). AKO aTe HeobuyalriHo |CboblaBa ce, ye 6eH3aNKOHMEBUAT X10pua
ycelaHe B OKOTO, KaTo napeHe [IKa B OKOTO [MpUYMHABaA ApasHEHe Ha o4YuTe, CUMNTOMU Ha
cnen ynotpebaTta Ha ToBa Jig oBopeTe C »CYX0 OKO" M MOXe Aa 3acerHe CNb3HMsA GUIM u
Bawwnsa nekap. NOBbPXHOCTTa Ha porosuuaTta. Tpsbsa aa ce
M3MN0N3Ba C MOBULIEHO BHMMaHWE Npu NaumeHTn
CbC ,CYX0 OKO" M NpW NaumeHTn, Npm KouTo
porosuLaTa MOXe ga ce KOMNpoMeTupa.
MauneHTUTE TpabBa Aa 6baaTt HabnwgaBaHU B
cly4yanm Ha npoabkuTenHa ynortpeba.
BeH3ankoHues xnopua 0971072017 HasaneH Hyna AT XJI0pna MOXe Aa NpUYnHU MpoabmkutenHata ynotpeba Moxe Aa NpUYUHK
€ WIn noagysaHe Ha HOCHaTa nurasmua, e/leM Ha HOCHaTa nnrasmua.
KO Ce U3Mon3Ba NPOABLIIXKUTENHO.
BeH3ankoHues xnopua 0971072017 WNHxanaTtopeH Hyna JIKOHUEBUAT XJIOPUA MOXE Aa NPUYUHU
punoBse un 3aTpyAHeHO AuwaHe (bpoHxocnasbm),
cobeHo ako MmaTte acTma.
BbeH3ankoHueB xnopua 09/10/2017 Bbpxy KoxaTa Y. BeH3anKkoHneBMAT Xnopua Moxe Aa NpuYnHu He ce ouakBa ynotpebaTta no Bpeme Ha
Apa3HeHe Ha KoxaTa. 6peMeHHOCT U KbpMeHe Aa ce CBbp3Ba C BpeAHU
edekTn 3a MaikaTta, Tb/ KaTo NepKyTaHHaTa
He TpsibBa Aa npunaraTte ToBa 1eKapCTBO BbPXY pe3opbunsTa Ha 6eH3anKoHNEBUS XNopua e
rbpAMTE ako KbpMuUTe, 3alloTo 6eb6eTo MOXe Aa ro  |[MUHMManHa.
rnoeme c Kbpmara.
[a He ce npunara BbpXy nAUraBuumn.
BeH3ankoHues xnopua 0971072017 OpomMyKko3eH Hyna BeH3anKkoHMeBMAT XNopua Moxe Aa NpUYnHu
PekTaneH NIOKaNHO ApasHeHe.
BarnHaneH
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BbeH3o0eHa kucenuHa (E 09/10/2017 Bcmuku Hyna ToBa n1eKkapcTBO CbAbpXa X Mg <6eH30eHa
210) n 6eH30aTn KucenunHa/con Ha 6eH3oeHaTa KUcenmHa> BbB
BCsIka <A030Ba eaMHULA><eauHuua obem><,
Hanpumep: KOWTO Ca eKBMBANEHTHU Ha
HaTtpues 6eH3oat (E 211) X mg/<maca><obem>>.
Kanues 6eH30aTt (E 212)
BbeH3oeHa kucenuHa (E 09/10/2017 MepopaneH Hyna <beH3oeHaTa kucenmHa/con Ha 6eH3oeHaTa MNoBuwaBaHe Ha CTOMHOCTUTE Ha 6unnpybuH B
210) v 6eH30aTHn MapeHTepaneH KMCeNMHa> MOXe Aa 3acuin CUMNTOMUTE Ha KpbBTa, BCNeACTBME HA U3MECTBAHETO MYy OT
XbATEHULA (NOXbATABAHE HA KQKaTa M 0YMTE) NpU |[MACTOTO Ha CBbp3BaHe ¢ anbyMuH, Moxe aa
Hanpwumep: HOBOpoAeHuTe (Ha Bb3pacT fo 4 MULN). B/IOWIN HEOHATasIHaTa Xb/ITEHULA, KOETO MOXe
HaTtpues 6en3oat (E 211) [a foBeje [0 pa3BUTUE Ha KEPHUKTEP
Kannes 6eH3o0aT (E 212) (HaTpynBaHe Ha HeKoHrMpaH 6unupybuH B
MO3byHaTa TbKaH).
BbeH3oeHa kucenuHa (E 09/10/2017 JNokaneH Hyna <beH30eHaTa kucenunH; eH30eHaTa Moxe aa npeansBMka HEMMYHO-06yCnOBEeHU
210) v 6eH30aTn KUcennHa> Moxe dHW NOKasIHO Apa3HeHe. |KOHTaKTHU peakuuu oT ,6bp3 TMN" No Bb3MOXEH
XONMHEPrnuYeH MeXaHU3bM.
Hanpumep:
HaTtpues 6enzoat (E 211)
Kannes 6eH3oaT (E 212)
BbeH3o0eHa kucenuHa (E 09/10/2017 JNokaneH Hyna cennHa/con Ha 6eH3oeHaTa MepkyTaHHaTa pe3opbumsiTa NpM HOBOPOAEHOTO €
210) v 6eH30aTn a> MoXe [a 3acuivM CUMATOMUTE Ha 3HauuTenHa, nopaan HepopassuTaTa 6apuepHa
a (NOXbNTABaHE Ha KoXaTa M o4uuTe) Npu |PyHKUMS Ha KoXaTa.
Hanpumep: opoaeHuTe (Ha Bb3pacT Ao 4 ceamumun).
HaTtpues 6eH3oat (E 211)
Kanues 6eH30aTt (E 212)
BeH3uNnoB ankoxon 09/10/2017 Bcnuku Hy TOBa neKkapcTBO CbAbpXxa X mg 6eH3MN0B ankoxon

BbB BCAKa <[4030Ba eAnHULA><eauHuLa O6eM><,
KOWUTO Ca €KBUBANIEHTHU Ha X
mg/<Maca><obem>>.

Mo>xe fia NMPUYNHN anepruyHu peakumm.
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(cbabpikawo 6epranTteH)

cBeT/IMHa (ecTecTBeHa WM U3KYCTBEHA).

BeH3nnoB ankoxon 0971072017 [MepopaneH Hyna BeH31noBuAT ankoxon ce CBbp3Ba C PUCK OT TEXKM |MHTpaBeHO3HOTO npuaoxeHne Ha 6eH31I0B
MNapeHTepaneH HeXenaHu peakumn, BKAOUUTENHO npobnemu ¢ ANIKOXO/1 Ce CBBbP3Ba CbC CEPUO3HUN HeXenaHu
AvwaHeTo (HapeyeHo “CMHAPOM Ha 3aaylwaBaHe”) |peakumu u cMbPT Npu HoBopoaeHwu (“gasping
npu mManku geua. syndrome”). MMHMMaNHOTO KoNnM4ecTBo 6eH31MNoB
asIKOX0/1, NPU KOETO MOXEe Aa HacTbMnu
[a He ce npunara npuv HOBOPOAEHM (Ha Bb3pacT A0 |TOKCUYHOCT HE e U3BECTHO.
4 ceagMuMUM), OCBEH aKO HE e Npenopb4yaHo oOT
Bawwusa nekap. B Touka 4.4 Ha KX Tpsabea aa ce BKAOUM
npeaynpexaeHune, ako ce U3nonssea npu
HOBOPOAEHMU.
BbeH3unos ankoxon 09/10/2017 MepopaneH Hyna [a He ce n3nonsea 3a noseye o 3 ceammua npu|(lfoBuLLEH PUCK, KOXNTO CE AbXWU Ha KyMynupaHe
MapeHTepaneH Manku geua (Ha Bb3pacT noa 3 OCBEH aKo |Mpu Masku aeua.
He e npenopbyaHo oT Ba
dapmaueBT.
BeH3nNnoB asnkoxon 09/10/2017 MepopaneH Hyna O6bpHeTe ce KbM B p wnn capmMaueBT 3a
MNapeHTepaneH CbBeT, ako cTe b6pe N KbpMWUTE, 3aLL0TO
rosieMu Konm M10B asikoXon Morart ga ce
HaTpynaT B O 3Ma Bu 1 Moxe ga NpuUUMHAT
Hexena ea HapeyeHa ,MeTabonnTHa
aumg,
BeH3uNnoB ankoxon 09/10/2017 MepopaneH Hyna 06b TE KbM Bawwusa nekap nnu dapmauesT 3a |Fonemn obemn Tpsabea aa ce nanonssaTt C
MapeHTepaneH nMmaTte 3abonsieaHe Ha 6b6peunTe UK NOBULUEHO BHMMaHWe U caMo ako € Heobxoammo,
Apo6, 3aWoTo ronemm Konm4yecTsa 0cobeHo nNpu nnua ¢ YepHoApPO6HO nnn 6BbpeyHo
N10B a/IKOX0/ MoraT Aa ce HaTpynaT B yBpexaaHe nopaau puck OT KyMyJiMpaHe u
praHusma Bu n Moxe Aa NpUYMHAT HexenaHa TOKCUYHOCT (MeTabonuTHa aumaosa).
eakuusa (HapeyeHa ,MeTabonuTHa aumpgosa“).
BeH3nnoB ankoxon 0971072017 JlokaneH Y. BeH3MNnoBmMAT asnikoxon MoXe Aa NpUYnHU J1EKO
NloKanHo Apa3HeHe.
BbepramoToBo Macno NokaneH Moxe aa noBulIM YyBCTBUTENHOCTTa KbM UV He ce oTHacsa 3a cnyyauTe, KoraTo e AoKa3aHo,

ye B MacsioTo HaAMa 6epranTeH.
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BopHa kucenuHa (m 09/10/2017 Bcuukm 1 mg B/pen* [a He ce npunara npu geua Ha Bb3pacT nog 2 * 1 mg B (6op) = 5,7 mg 6opHa kucenuHa.
6opatun) roavHW, Tbi KaTo TOBa NleKapCcTBO CbAbpXxa 60p 1
MoXe Aa yBpeau depTtunurteTa B 6baelue. BuxTte gokymeHTa Q&A
(EMA/CHMP/619104/2013) 3a AONb/AHUTENHMN
U34nCreHus.
KonunuectBo 60p cnopepn Bb3pacrtoBaTa rpyna,
KOeTO MOXe Aa yBpean deptunuteta, ako 6bae
NMpeBULLEHO:
Bb3pacr MpaHuua Ha 6e30onacHocCT
< 2 roguHu 1 mg B/aeH
< 12 roavHm 3 mg B/neH
< 18 roauHn** 7 mg B/aeH
> 18 roanHu** 10 mg B/peH
** ToBa KONMMYECTBO CbLLO MOXE Aa yBpeau
nnoaa.
BbopHa kucenmHa (un 09/10/2017 Bcnukm 3 mg B/nen* [a He ce npu npk aeua Ha Bb3pacT noa 12 * 1 mg B (6op) = 5,7 mg 6opHa kucenuHa.
6opaTtm) rOAWHMU, K a 1ekapcTBO CbAbpxa 60p u
MOXe depTunnTeTa B 6BAELLE. BuxTe gokyMeHTa Q&A

(EMA/CHMP/619104/2013) 3a AOMb/HUTENHMU
MU3YNCNEHUS.

KonunyectBo 60p cnopes Bb3pacToBaTa rpyna,
KOETO MOXe aa yBpeau dhepTunnTeTa, ako 6bae
NpeBULLEHO:

Bb3pact MpaHuua Ha 6e3onacHoOCT
< 2 roguHu 1 mg B/aeH

< 12 roanHm 3 mg B/aeH

< 18 roauHn** 7 mg B/neH

> 18 rognHmn** 10 mg B/aeH

** ToBa KONMYECTBO CbLLO MOXe Aa yBpeau
nnoaa.
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BopHa kucenuHa (m 09/10/2017 Bcuukm 7 mg B/pen* [a He ce npunara npu geua Ha Bb3pacT noa 18 * 1 mg B (6op) = 5,7 mg 6opHa kucenuHa.
6opatun) roavHW, Tbi KaTo TOBa NleKapCcTBO CbAbpXxa 60p 1
MoXe Aa yBpeau depTtunurteTa B 6baelue. BuxTte gokymeHTa Q&A
(EMA/CHMP/619104/2013) 3a AONb/AHUTENHMN
Ako cTe 6peMeHHa, roBopeTe ¢ Bawusa nekap npeau |usuncneHms.
ynotpebaTta Ha ToBa nekapcTBo, Tb# KaTo TO
cbabpxa 60p, KOMTO MOXe Aa yBpean Baweto KonunuectBo 60p cnopepn Bb3pacrtoBaTa rpyna,
6ebe. KOeTo MOXe aa yBpeaun depTunuteTa, ako 6bae
NMpeBULLEHO:
Bb3pacr MpaHuua Ha 6e30onacHocCT
< 2 roguHu 1 mg B/aeH
< 12 roavHm 3 mg B/neH
< 18 roauHn** 7 mg B/aeH
> 18 roanHu** 10 mg B/peH
** ToBa KONMMYECTBO CbLLO MOXE Aa yBpeau
nnoaa.
BpoHonon JlokaneH Hyna Moxe aa npu JIOKaNHN KOXHKU peakumm
H AepMmaTuT).
ByTunxuapokcuaHuson JNokaneH Hyna HU NIOKANTHN KOXHU peakuuun
(E 320) ep KOHTaKTeH AepMaTuT) UAn ApasHeHe Ha
raBvmuuTe.
BytunxungpokcutonyeH (E JNokaneH Hyna [a NPUYNHU NOKATHU KOXHU peakuuun
321) HanpuMep KOHTaKTEH AepMaTUT) UK Apa3HeHe Ha
unTe U NUraBuunTe.
LleTtocTeapunoB asnkoxon, NokaneH y. Moxe Aa NPUYMHUN IOKANTHU KOXHWN peakumm
BKJIFOUMTEJIHO LIeTUJ10B (HanpuMep KOHTaKTeH AepMaTuT).
ankoxon
Xnopokpeson JNlokaneH a Moxe fa npuYnHU anepruyHn peakuumn.
MapeHTepaneH
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AxktyanusmpaHo [bT Ha Mparosa UHdopmaumsa B iMcroBkaTta KomeHTap

Ha BbBeXAaHe CTOMHOCT
LimknoaekcTpuHum 09/10/2017 Bcuukm 20 mg/kg/neH |ToBa NnekapcTBO CbAbpXa X Mg UMKIOAEKCTPUH(M) |LUMknoaekcTtpuHmuTe ca NOMOLIHM BELLEeCTBa,
BbB BCSIKa </J030Ba eAnHuua><eanHuua obem><, |KOMUTO MoraT Aa MOBAUSISIT BbpPXY CBOMCTBaTa Ha
Hanpumep: KOWTO Ca €KBUBANIEHTHU Ha X AKTUBHOTO BELLECTBO U ApYru nekapcrsa (KaTo
Andaaekc mg/<Maca><obemMm>>. TOKCWMYHOCT WM NeHeTpauusl npes KoxaTa).
Betapekc (E 459) AcnekTuTe No OTHOLWEHWe Ha 6e30nacHoCTTa Ha
Y-LUMKNOAEKCTPUH [a He ce npunara npu Aeua Ha Bb3pacT noa 2 LMKNOAEKCTPUHUTE Ca B3ETU NOA BHUMaHWe no
CyndobyTunos etep- roAvHU, OCBEH aKo He e npenopbyaHo oT Bawusa BpeMe Ha pa3paboTBaHETO M OLIEHSIBAHETO Ha
B-UMKNOAEKCTPUH nekap. 6e3onacHoOCTTa Ha flekapCTBEHUS NPOAYKT KaTo
(SBE-B-CD) ca AACHO oTpaseHu B KXI1.
Xnapokcmnponunbera-aexkc
MpounsBoHO Hama pgoctatbyHO MHMOpMaums 3a edekTUTe Ha
MeTunAnpaH B- LMKNOAEKCTPUHUTE NPU Aela Ha Bb3pacT < 2
LMKNOAEKCTPUH roavHu. ETo 3allo 3a BCeku oTAeNeH cryyan
(RM-B-CD) TpsabBa Aa ce NpaBu OLEHKa, KaTo ce B3eMe

npeasuna pVICKa/I'IOJ'IBaTa 3a nNauuneHTa.

Ha 6a3aTa Ha npoy4yBaHuWsTa NpU XUBOTHU U
onuTa NMpu Xopa He Ce o4YaKBaT BpeaHn edeKTu
Ha UMKNOAEKCTPUHMTE NMpu Ao3n nog 20

mg/kg/neH.
LUvknoaekcTpuHm 0971072017 [MepopaneH 200 mg/kg/neH |Ln neKC UTe MOXe Aa NMPUUYUNHAT BbB BMCOKWM [,03U LUMKIOAEKCTPUHUTE MOraT Aa
XpaH nnatenHu npobnemun Kato anapus. NpUYNHAT obpaTMMa Anapusa n paswmnpsBaHe Ha
Hanpumep: CNAMOTO YEPBO MPU XXUBOTHU.

Andanekc

Betagekc (E 459)
Y-LUMKNOAEKCTPUH
CyndobyTtunos etep-
B-UMKNOAEKCTPUH
(SBE-B-CD)
Xnapokcmnponunbeta-aekc
[Mpon3BonaHO
MeTunmpaH B-
LMKNOAEKCTPUH
(RM-B-CD)
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LimknoaeKkcTpmHu 09/10/2017 MapeHTepaneH 200 mg/kg/neH |Ako nmate 6BL6peuHo 3abonsiBaHe, roBopeTe C Mpw geua Ha Bb3pacT NoA 2 rOAMHU NMOHMXEHaTa
n ynotpeba 3a |Bawwusa nekap npeaun aa Bu 6bae npunoxeHo ToBa |rnomMepynHa @yHKLMS MOXe Aa npeanassa oT
Hanpumep: > 2 ceaMuum neKapcTBo. HedpPOTOKCMYHOCT, HO MOXe Aa AoBeAae A0 Mo-
Andagekc BWUCOKW HUBA Ha LMKIOAEKCTPUHN B KPpbBTA.
Betagekc (E 459)
Y-LUUKNOAEKCTPUH Mpn nauneHTn c ymepeHa Ao Texka 6bbpeyHa
CyndobyTtunos etep- HEeAOCTaTbYHOCT MOXE Aa HacTbNW KyMynmMpaHe
B-uUMKNOAEeKCTpUH Ha LUWKNOAEKCTPUHMU.
(SBE-B-CD)
Xnapokcmnponunbera-aexkc
[Mpon3BonaHO
MeTunmpaH B-
LMKNOAEKCTPUH
(RM-B-CD)
Aunmetuncyndokcug NokaneH Hyna Moxe ga npuynHu g e oxarTa.
ETtaHon [MepopaneH [Mo-manko ot To3un nekapcTBeH 1 AbpXXa Manku To3u TeKCT e npefHasHaveH Aa uHdopMmpa
MNapeHTepaneH 100 mg Ha posa [konunyecTsa e on), No-Manko oT poauTennTe M feuarta OTHOCHO HUCKUTE HUBA Ha
100 mg Ha < anKoXon B NpoaykKTa.
ETtaHon [MepopaneH 100 mg Ha po3a (To3u H MPOAYKT CbabpXa ... 06. % B nuctoBkaTa TpsibBa Aa ce Nocouu
MapeHTepaneH eTa (ankoxon), T.e. 4o ... Mg Ha <4o3a>, eKBMBaneHTHnsa obem bmpa nnam BMHO, HaNn-4ecTo
eKBUB@JEHTHU Ha ... ml 6upa, ... ml BUHO Ha n3umcneH Ha 6asa cboTBeTHO 5 06.% U 12 06.%
> eTaHon.
H 3a Xopa, CTpajalun OT ajlKOXOU3bM. Moxe aa ca HeobxoAUMU OTAENHM
npeaynpexaeHus B pasfIMyHUTE 4YacTu Ha
[a ce uma npeasuna nNpu 6peMeHHN UK XeHu, nucroskara.
KOWUTO KbpMST, Aela U BUCOKOPUCKOBU Fpynu, KaTo
naumMeHTn ¢ yepHoapobHo 3abonssaHe unu
enunencus.
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AxktyanusmpaHo [bT Ha

Ha

BbBeXaaHe

Mparosa
CTOMHOCT

NHdopmauma B INCTOBKaTa

KomeHTap

ETaHon

MepopaneH
MapeHTepaneH

3 g Ha pgo3a

To3un nekapcTBeH NpPOAYKT CbAbpXa ... 06. %
eTaHon (ankoxon), T.e. A0 ... Mg Ha <Ao03a>,
€KBMBANIEHTHU Ha ... ml 6upa, ... ml BUHO Ha
<posa>.

BpeneH 3a xopa, cTpagalim oT afKoOXO/N3bM.

[a ce uma npeaBua nNpy 6peMeHHN UK XEHU,
KOWUTO KbPMSAT, A€La Y BUCOKOPUCKOBM rPymnun KaTo
nauMeHTn ¢ YepHoAPOo6HO 3a6oNfBaHe UK
enunencus.

KonMyecTBOTO ankoxos B TQ €H MpoAyKT
rM fekapcrea.

€KapCTBEeH NMpoayKT
0CO6HOCT Aa wodupaTte

dopmMmanaexua

JlokaneH

Hyna

OKaJIHN KOXHM peakumm
aKTeH AepMaTuT).

dopmMmanaexva

MepopaneH

Hyna

ApomMaTy, CbabpIKaLUM
anepreHmn*

(BM>kTE NpunoxkeHue)

09/10/2017

JlokaneH

Hyna

NMPUYNHN CTOMALLUHO HEPA3MOJIOXKEHNE U

TIeKapCTBO CbAbpXKa apoMaT C
anepreH(n)>*.

<AnepreH(n)>* Moxe Aa NPUUNHU(AT) anepruyHm
peakuuu.

*¥<  >: apoMaTu, KOUTO ca anepreHu, n3bpoeHu
B NMPUSIOXEHME.

OcCBeH anepruyHu peakumm npm
CEHCMOBUIN3MPAHN NALMEHTH,
HeceHCMbUNM3npaHMTe NaLMeHTM MoXe Aa ce
ceHcnbunmsnpar.

BeH31NoBUAT ankoxos e N3bpoeH KaTo eanH oT
26-Te apomaTta, KOMTO ca anepreHun, Ho Moxe
CbLLUO Aa Ce M3MNO0s3Ba KaTo NMOMOLLHO BELLECTBO.
KoraTto 6eH3M/10B a/IkoX0/1 C€ U3M0oN3Ba KaTo
MoMOLLHO BewecTBo (KaTo gobaBKa KbM apomaT
WM He), TOBa NOMOLLHO BeLLeCcTBO ce 0b6aBsBa
BbpXy eTuKeTa.
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AxktyanusmpaHo [bT Ha

Ha

BbBeXaaHe

Mparosa
CTOMHOCT

NHdopmauma B INCTOBKaTa

KomeHTap

dpykKTO3a 0971072017 [MepopaneH Hyna ToBa NneKkapcTBO CbAbpXxa X Mg PpyKTO3a BbB TpsibBa oa ce uMa NpeaBua aaNTUBHUAT edekT
MNapeHTepaneH BCSKa <A030Ba eAMHMUA><eaunHuua obem><, Ha CbNBbTCTBALLO NpuaaraHn NPoayKTH,
KOWTO Ca eKBMBANIEHTHU Ha cbAbpXawm GpykTo3a (unm copbuTon), KakTo u
X mg/<maca><obem>>. XpaHUTENHUAT NpueM Ha ppykTosa (Mnm
copbuTon).
dpykKTO3a 0971072017 [MepopaneH Hyna [AKO n1ekapcTBOTO € B KOHTaKT CbC 3bbute (Harnp. [poAyKTY 3a nepopasiHO NMpuIoXeHue,
rnepopasiHn TeYHocTn, TabseTku 3a CMydYeHe nam M3M0NA3BaHN YeCTo MK 3a NPoAbIIKUTENEH
TabseTKn 3a AbBYEHE) U € NpeHa3Ha4YeHo 3a rnepuoa oT BpeMme, Hanp. B NpOAb/IKEHNE Ha 2
npoAb/KMTENIHA yrioTpeba: ] ceAMUUN UAKn No-ABbAro.
dpykTO3aTa MOXe Aa yBpeau 3b6 1
dpyKTO3a 0971072017 MHTpaBeHoO3eH Hyna Ako Bne nnun Baweto gete nma ToBa nekapcTBo He TpsibBa Aa ce npunara npum
(i.v.) HEMOHOCUMOCT KbM (DPYKTQ nauMeHTn C HacneaCcTBEHa HEMOHOCUMOCT KbM
3abonsBaHe, He Tps dpyKTO3a, OCBEH MPU KaTEeropmyHa
nekapcTtso. MauneHTy Heob6xoaAnMocCT.
HEMOHOCUMOCT KbM
pasrpaxaat ¢p, bebeTta n Mmankm geua (nNoa 2-roaniHa Bb3pacT)
neKapcTBO, KQ MOXe BCe OLle Aa He ca AuarHocTuumpaHu 3a
HexenaHu pe HacneaCTBEHa HEMOHOCMMOCT KbM (PpyKTO3a.
MHTpaBeHO3HOTO NpUIOXKEHNE Ha NeKapcTBa,
Tpsb6 pMupaTe Bawwus nekap npeau na CbAbpXalm ppyKTo3a, MOXKe Aa e
Bu en >KEHO TOBa NleKkapCTBOo, ako Bue nnn |xmpoTosacTpawasalo n Tpsabea ga e
eTe nMaTte HacneacTBeHa HEeMOHOCMMOCT  [MPOTMBOMOKAa3aHOo Npu Tasu nonynauns, ocBeH
TO3a UM ako BaweTo aeTe Beue He MOXE |MpU KaTeropmyHa KJIMHUYHA HEOBXOAMMOCT m
€Ma CnafaKku XpaHu UAM HanNuUTKK, 3ao0To My [NMnca Ha anTepHaTUBHU Tepanuu.
olwlaBsa, NoBpbLLa WUIN NoyyYaBa HENPUATHU
celaHuns KaTo nogyBaHe Ha CTOMaxa, KOpeMHuU TpsibBa aa ce cHeme nogpobHa aHamHesa no
cnasMmu unu guapus. OTHOLLEHWE Ha CMMNTOMUTE Ha HacneacTBeHa
HEMOHOCUMOCT KbM (DpYyKTO3a NpU BCEKMU
nauneHT, Npeau NpuIoXKeHNETO Ha TO3M
neKapcTBeH NpoAYKT.
®dpykTO3a 09/10/2017 MepopaneH g/kg/neH Ako BawwusaT nekap Bu e kasan, ye Bue (nnm To3u nekapCTBeH NpoAyKT He TpsibBa aa ce
MNapeHTepaneH BaweTo aeTe) umaTte HEMOHOCUMOCT KbM HSAKOU npvema ot/npunara Npu nNaumeHTn ¢
(pasnuuHo ot i.v.) 3axapu unu Bu e noctaBeHa AnarHosa HacneacTBeHa HEMOHOCMMOCT KbM (PpyKTO3a.
HacneaCTBEHa HEMOHOCMMOCT KbM (PPYyKTO3a, psSaKo
reHeTU4yHo 3abonsBaHe, Npu KOETO XopaTa He moraT
Aa pasrpaxaaT ¢pyKro3aTa, roBopeTe C Hero npeau
Aa npuemeTte unu aa Bu 6bae npunoxeHo ToBa
nekapcTBo.
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AxktyanusmpaHo [bT Ha Mparosa UHdopmaumsa B iMcroBkaTta KomeHTap

Ha BbBeXAaaHe CTOMHOCT
Nanakrosa [MepopaneH Hyna Ako BawwuaTt nekap Bu e kasan, ye umarte MpepnoxeHne 3a KXI: MNayneHTn ¢ peaku
MapeHTepaneH HEMOHOCUMOCT KbM HSAAKOU 3axapun, CBbpPXeTe ce C HacneacTBeHW NpobnemMn Ha HEMOHOCUMOCT KbM
Hero npean aa <Bwu 6bae npunoxeH><npuemeTe> |[ranakrtosa, HanpuMep raaakTo3eMmns <uam
TO3W NNeKapCTBEH MPOAYKT. rAIl0KO30-rasakTo3Ha Mmanabcopbumsa>, He Tpsabea

Aa npuemat ToBa NeKapCTBo.

Nanakrosa [MepopaneH 5¢g Cbabpxa X g ranakrosa Ha fgosa. ToBa Tpsibea aa
MapeHTepaneH ce MMa npeasua Npu NaumMeHTU CbC 3axapeH
anaber.

rnokosa [MepopaneH Hyna Ako BawwnaTt nekap Bu e kasan, aMaTe MpennoxeHune 3a KXIM: MNaymeHTn c paaka
HEMOHOCUMOCT KbM HAKOM 3axap pXXeTe ce C rAl0KO30-rasakTo3Ha Manabcopbums He Tpsbea

Hero, npeau Aa npueMmeTe To3un Aa npuvemaTt ToBa NeKapcTBo.
NpoAYKT.
rnrokosa [MepopaneH 59 Cbabpixa X g roKo3
MapeHTepaneH vMa npeasuj rnpu
rnrokosa MepopanHu Hyna Moxe pa ysp bOWnTE. MHdopmaums aa ce BKAKOUM CaMO Korato
TeyHoCTn, TabneTku NeKapCTBEHUAT NPOAYKT € NpeAHa3HayeH 3a
3a CMy4yeHe U npoab/mkuTenHa ynotpeba, Hanpumep ase
TabneTtku 3a ceAMULUMN UK NoBeYe.
AbBYeHe
Fuuepon (E 422) MepopaneH 10 g Ha go. Aa npuunHm rnasobonve, CTOMaLIHO
epasnonioxeHne u anapus.
Fnvuepon (E 422) PekTaneH Moxe aa uma cnabo nspaseHo cnabutenHo
nencrTeue.
XenapuH (KaTo NMOMOLHO MapeHTepaneH Moxe Aa NpUYMHU anepruyHn peakuum u
BeLlecTBO) HamansiBaHe Ha 6pos Ha KPbBHUTE KIETKU, KOETO
MOXe Aa MoBAUsie cuMcTeMaTa Ha KpbBOCbCUMPBAHE.
MaumeHTn Cc aHaMHe3a 3a anepruyHn peaxkuuu,
NpUYMHEHU OT XenapuH, Tpsibsa aa msbsaresart
ynotpebaTa Ha nekapcrsa, CbAbpXalln XenapuH.
NUHBepTHa 3axap [MepopaneH Hyna Ako Bawwuat nekap Bu e ka3an, ye nmarte Mpeanoxernue 3a KXI: MauneHTn ¢ peagku
HEMOHOCUMOCT KbM HSIKOM 3axXapu, CBbpXeTe ce ¢ |HacneacTBeHu npobneMm Ha HEMOHOCMMOCT KbM
Hero, npeau Aa npueMeTe To3u SIeKapCTBeH dpyKTO3a UM INIOKO30-ranakTo3Ha
npoayKT. Manabcopbums He Tpssbea aa npvemar ToBa
neKapcTBo.
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AxktyanusmpaHo [bT Ha Mparosa UHdopmaumsa B iMcroBkaTta KomeHTap

Ha BbBeXAaHe CTOMHOCT

UHBepTHa 3axap MepopaneH 5g Cbabpxa X g cMec oT dpyKTO3a U I1I0KO3a Ha A03a.
ToBa TpsibBa Aa ce MMa NpeaBua Npu NauMeHTn Cbe
3axapeH aguaber.

UHBepTHa 3axap MepopanHu Hyna Moxe aa yBpeau 3nbute. NHdopmauusa aa 6bae BkIOYEHa, CaMO KOrato
TEYHOCTH, TabneTku NIeKapCTBEHMAT NPOAYKT € NpefHa3HauyeH 3a
3a CMy4YeHe n npoab/xUTenHa ynotpeba, Hanpumep ase
Tabnetku 3a ceaMnuM Unu noseve.

AbBUeHe

Mpeanoxernue 3a KXI: MauneHTn ¢ peaku
KeTe ce ¢ [HacneacTBeHn NpobnemMy Ha HEMOHOCUMOCT KbM
TBEH PpyKTO3a, HEMNOHOCMMOCT KbM ranakrosa,

Naktnton (E 966) MepopaneH Hyna Ako BawwuaT nekap Bu e kasan,
HEMOHOCUMOCT KbM HAKOMU 3axapy

Hero, Npeav Aa npueMete
NpoAYKT. rasiakTo3emMmsl UM rNIOKO30-ranakTo3Ha
Manabcopbums He Tpssbea aa npvemar ToBa
neKapcTBo.
Naxktuton (E 966) MepopaneH 10¢g Moxe pga uma eHo cnabutenHo
aencreue.
EHepr HocT 2,1 kcal/g naktuton.
JlakTo3a MepopaneH Hyna AKO uAaT nekap Bu e kazan, ye nmate MpeanoxerHue 3a KXI: MauneHTn ¢ peaku
OCT KbM HSIKOW 3axapu, CBbpXeTe ce C  |HacneacTtBeHW NpobneMm Ha HEMOHOCUMOCT KbM
peav Aa npueMeTe TO3W JIeKapCcTBeH ranakrosa, NbJjieH naktaseH AeduumnT nnm
KT. rNIOKO30-rasakTo3Ha Manabcopbums He TpsibBa

Aa nNpuneMmat ToBa J1IEKapCTBO.

JlakTo3a MepopaneH 59 ‘ Cbabpxa x g naktosa (x/2 g rnokosa un x/2 g
ranakrtosa) Ha fosa. ToBa TpsibBa ga ce nma

npeasua Npu NauneHTU CbC 3axapeH anaber.

JNartekc Bcuukm OnakoBkaTa Ha TO3W SlekapCTBEH MPOAYKT CbAbpxa |ToBa He € TUNUYHO NOMOLLHO BELECTBO, HO Cce
EcTtecTBeH kayuyk €CTECTBEH KayuyK. Moxe Aa NpUUYNHUN TEXKMU CuuTa, Ye npeaynpexaeHMeTo e Heo6xoanMo.
anepruyHun peakumm.

PuuunHoBO Macno, MapeHTepaneH Hyna Moxe Aa NPUUYMHKN TEXKWN anepruyHn peakumu.
NOJINETOKCUJINPaHo
PuunHoBO Macno,
NOJINETOKCUINpaHo,
XUApPOreHnpaHo
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PuumHoBO Macno,
NoJINETOKCUINpaHo
PuumHoBO Macno,
NoJINETOKCUINPaHo,
XUApOreHnpaHo

MepopaneH

Hyna

Moxe Aa NpuMUMHM CTOMALLIHO HEPA3MOJIOKEHME U
Avapvs.

PuumHoOBO Macno,
NnoJINETOKCUINpaHo
PuuumHoBO Macno,
NoJINETOKCUINPaHo,
XUApOreHnpaHo

JlokaneH

Hyna

Moxxe fia MPUUYNHUN KOXHW peakLmu.

Mantuton (E 965)
U3omantuton (E 953)
TeueH ManTurton
(XnaporeHupaH rnroKo3eH
cupon)

MepopaneH

Hyna

Ako BawwmsT nekap Bu e kasan, w
HEMOHOCMMOCT KbM HSIKOU gbpxeTe ce C
HEro, NPean Aa npuéMeT KapcTBEH
NpOAYKT.

ManTtuton (E 965)
U3omantuton (E 953)
TeueH ManTuton
(XnaporeHupaH rnoKo3eH
cupon)

MepopaneH

10 g

MpepnoxeHne 3a KXI: MNMaynueHTn ¢ peakun
HacneacTBeHW NpobnemMn Ha HEMOHOCUMOCT KbM
dpykTO3a He TpsbBa Aa nNpuemaT ToBa
nekapcTBo.

eHOo cnabuTenHo

Moxe aa uma
nencreue.

EHepr HocT 2,3 kcal/g
30ManTUTON>.

ManuTton (E 421)

MepopaneH

10 g

OpraHM4YHM XXNBa4YHU
CbeaAuHeHusn

Hanpumep:

Twnomepcan
DeHnmKnBadYeH HnTpat/
aueTtaTt/6opaTt

OuveH

Hyna

Ma cnabo nspaseHo crnabutenHo

OXXe Aa NpUYnHN aneprnyHun peakuuu.

BuxTe ny6anyHoTO nssasneHune Ha EMEA, 8 tonu
1999, pedepeHTeH Homep EMEA/20962/99

OpraHM4YHM XXNBa4YHU
CcCbeaAunHeHusn

Hanpumep:

Tvnomepcan
deHnmKnBaYeH HnTpat/
aueTtaTt/6opaTt

JlokaneH

Hyna

Moxxe fia MPUYNHKN NTOKaNHU KOXHW peakunn
(HanpuMep KOHTaKTeH AepMaTuT) U NMpoMsiHa B
LuBeTa Ha Koxara.
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NHdopmauma B INCTOBKaTa

KomeHTap

Hanpumep:
ETunxuapokcmbeHsoar (E
214)

Hatpunes
eTunxuapokcmbensoat (E
215)
MponunxnapokcnbeHsoaT
Hatpunes
nponunxmapokcnbeHsoaTt
MeTunxuapokcubeHsoat (E
218)

Hatpunes
MeTunxmapokcmbensoar (E
219)

OpraHu4YHU >KMBa4YHU MapeHTepaneH Hyna To3u nekapcTBeH NPOAYKT CbAbpXa (TuoMepcan) BuxTte nybnnuHoTo nsseneHue Ha EMEA, 8 onu
cbeAuHeHusn KaTO KOHCEPBAHT N € Bb3MOXHO Aa NPUYNHMK 1999, pedepeHTeH Homep EMEA/20962/99
anepruyHa peakums npu <Bac/BaweTo gete>.
Hanpumep: MHdopmupante Bawms nekap, ako <Bue/BawweTo
Tuomepcan AeTe> MMaTe/vMa yCTaHOBEHa aneprus.
deHnmkneaveH HuTpat/
aueTtaT/6opaTt
OpraHu4YHU >KMBa4YHU MapeHTepaneH Hyna NHdopmuparite Bawnsa nekap, ako Bue/BaweTto TpsibBa ce 0651BM AONBAHUTENHO 3@ BaKCUHUTE.
cbeaAuHeHus AeTe CTe MManu HAKaKBW 34paBQEsioBHM npobnemu
cnep NpeauvllHO NpUoXeHWe Ha CUHa.
Hanpumep:
Twnomepcan
deHnmkneaveH HuTpat/
aueTtaT/6opaTt
MapaxuapokcunbeHsoaTun [MepopaneH Hyna Moxe fa npuunHU g {HU peakuun (BEpOSTHO
U TEXHU ecTepm OueH oT 3abaseH TuUM).
JNlokaneH
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MapaxuapokcunbeHsoaTun MapeHTepaneH Hyna Moxe Aa NpUYMHU anepruyHn peakumm (BeposiTHO
U TEXHU ecTepm WNHxanaTopeH oT 3abaBeH TUN) U B MHOIrO peaKu cny4vamn
6poHxocnasbM.

Hanpumep:

ETunxuapokcmbeHsoar (E

214)

Hatpunes

eTunxuapokcmbensoat (E

215)

MponunxnapokcnbeHsoaT

Hatpunes

nponunxmapokcnbeHsoaTt

MeTunxuapokcubeHsoat (E

218)

Hatpunes

MeTunxmapokcmbensoar (E

219)

deHunanaHvH 09/10/2017 Bcnuku Hyna ToBa nekapcT mg deHnnanaHmH BbB

BCSAKa <4030 ua><eanHuua obem><,
lMonpaBka KOWUTO C HU Ha X
19/11/2018 mg/< emM>>,
aHWHBT MOXe Aa Bu HaBpean, ako umaTte

K&YOHYpUs, pSAKO reHeTUYHo 3abonssaHe,
€TO Ce HaTpynBa peHnnanaHuH, Tbil KaTo
M3MDBT HE MOXe [ ro oTaens npaBusHO.

docdaTtHn 6ydpepm 09/10/2017 OueH Hyna ToBa nekapcTBO CbAbpXa X Mg ¢ocdaTh BbB BCSAKa

</[1030Ba eAnHULA><eanHULa 06eM><, KOUTO ca
eKBMBANEHTHN Ha X Mg/<Maca><obem>>,

AKO CTpazaTe OT TeXKO yBpexAaHe Ha npo3padvHus
C/lo B NpegHaTta 4yacT Ha okoTo (porosuuaTa), B
MHOro peaku cnydyau docdatute Moxe Aa aoseaat
[0 nosiBaTa Ha MbTHM NETbHUA BbpXy porosuuara,
Ab/KaliM ce Ha HaTpynBaHe Ha Kanuuii no BpeMe
Ha NevyeHneTo.

CboTBeTHMAT TekcT B KXI1, B Touka 4.8
(He>xxenaHn nekapCcTBEHU peakuun):

“Cny4yan Ha Kanuudukaums Ha poroBuuaTa ca
CbobLaBaHM MHOMO psiAKO BbB Bpb3Ka C
ynoTpebaTa Ha docdaT-CbabpiKallM Kanku 3a
04U MPU HAKOWM MNALUEHTU CbC 3HAUYUTENHO
yBpexaaHe Ha porosuuarta.”
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nponuneHrnnkon

Kanni MapeHTepaneH [Mo-manko ot ToBa /1eKapCTBO CbAbpXKa Kanun, no-manko ot 1 MHpopmaumsaTa ce oTHacs 3a nparoBa CTOMHOCT,
1 mmol Ha go3a [mmol (39 mg) Ha <ao3a>, T.e. NpaKTUYECKN He 6a3npaHa Ha o6uoTo Konmyectso K™ B
CbAbPXA Kanui. NeKapcTBEHMS NPOAYKT.
ToBa ce oTHacs ocobeHo 3a NpoAyKTUTE,
M3non3BaHu Npu Aeua, 3a Aa ce faje
MHdopMaunsa Ha NpeanuncBalLnTe nekapu u
YBEPEHOCT Ha poAUTenuUTE NO OTHOLWIEHWE Ha
HUCKOTO HMBO Ha K B npoaykTa.
Kanui MapeHTepaneH 1 mmol Ha pgo3a [ToBa nekapcTBO CbAbPXaA ... X M
MepopaneH Kanum Ha <po3a>. ToBa TpsbBa
npv naumeHTU c HamaneHa @
WU NpY NaumeHTn Ha Aune
Ha Kanuu.
Kanwii WNHTpaBeHo3eH 30 mmol/I Moxe @ NpUUnHA € wﬁ a MSICTOTO Ha
(i.v.) MHXXEeKTUpaHe.
y 4
Mponunenrnukon (E 09/10/2017 Bcnukm 1 mg/kg/neH Tosa nekapc V@ pXKa X Mg NPONUIEHIANKON
1520) n ecTtepu Ha BbB BCS 0. eAuHMLa> <eanHuua obemM><,
NPOnNuJEeHrINKonN KOUT! NIEHTHU Ha
X <Ma obem>>.
Mponunenrnukon (E 09/10/2017 MNepopaneH 1 mg/kg/neH To 6ebe e Ha Bb3pacT noa 4 ceammum, EnHOBpeMeHHOTO NpUioXeHMe C KOMTO 1 Aa e
1520) n ectepu Ha MapeHTepaneH opeTe ¢ Bawwusa nekap wau papmauesT npean Aa [cybcTpaT Ha ankoxongexuaporeHasarta, KaTo
NPONUJIEHTINKON WIOXUTE TOBA JIEKAPCTBO, U MO-CreunanHo €TaHOoJ, MOXe Aa MPUYUHU CEPUO3HU HEXENaHU
KO Ha 6ebeTo ce npunaraT Apyru nekapcrtsa, peakuum Npu HOBOPOAEHMU.
KOWUTO CbABbPXAT MPOMNUAEHTINKOA WX €TaHO.
Mponunenrnukon (E 09/10/2017 MepopaneH neH |Ako BaweTo gete e Ha Bb3pacT noj 5 roanHu, EaHOBpEMEeHHOTO NpuioXeHne C KOMTo 1 Aa e
1520) n ectepm Ha MapeHTepaneH roeopeTe ¢ Bawusa nekap wnu dapmauesT npeau Aa |cybcTpaTt Ha ankoxongaexuaporeHasarta, KaTo

MYy MPUIOXKUTE TOBA NEKAPCTBO, U MO-CneunanHo,
aKo Ha AeTeTo ce npunarar Apyrv nekapcTsa, KouTo
CbAbPXXaT NPOMUIEHTINKO AN aIKOXOJI.

€TaHOo/1, MOXe Aa NPUYNHU HEXENaHU peaKUunmn
rnpuv Aeua noj 5-roaviiHa Bb3pacT.
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AxktyanusmpaHo [bT Ha

Ha

BbBeXaaHe

Mparosa
CTOMHOCT

NHdopmauma B INCTOBKaTa

KomeHTap

nponuieHrnInkon

Mponunenrnukon (E 09/10/2017 MNepopaneH 50 mg/kg/neH |Ako cTe 6peMeHHa UM KbpMUTE, He NpueManTe Bbnpeku ye 3a NpONUNEHINNKON He e A0Ka3aHo,
1520) n ectepm Ha MapeHTepaneH TOBa /1leKapCcTBO, OCBEH aKO He e MpernopbYyaHo OT  |4Ye MOXe Aa NMPUYMHU PenpoayKTUBHA TOKCUYHOCT
nponueHrInKon Bawuns nekap. ,D,OKaTO npuneMaTte ToBa JIEKapCTBO, NN TOKCUYHOCT 3a Pa3BUTUETO NMPU XXNBOTHU UITU
BawwnsaTt nekap Moxe aa Bu HazHauu JONBIAHUTENHW [XOpa, TOW MOXe Aa AOCTUrHE nsoja U ce oTKpuBa
nacnenBaHus. B MAsSIKOTO/KbpMaTa. MNMopaau ToBa,
NPUIOXEHMETO Ha NPOMWUIEHIINKON NP
6peMeHHN UM NaUMEHTKU, KOUTO KbpMST,
TpabBa Aa ce 06MUCNS 3@ BCEKM OTAENEH Cny4yai.
Mponunenrnukon (E 09/10/2017 MNepopaneH 50 mg/kg/peH |Ako cTpagaTe oT 6b6peyHo nnm npo6bHo Heobxoanmo e MeanumMHCKO HabnoaeHne npu
1520) n ectepm Ha MNapeHTepaneH 3abonsiBaHe, He nNpuemaniTe ToB TBO, OCBEH |MauMeHTu C yBpeaeHa 6bb6peyHa unm

aKo He e npenopbyaHo oT . dokato
npueMare ToBa JIEKARCTB T Nlekap Moxe Aa
By HasHaun gonbaHUTEIHWU3CAEABAHNS.

yepHoapobHa dyHKUMS, nopaan cbobllaBaHe Ha
pasMYHMN HexenaHn cbbuntusa kato 6LbpeyHa
ancdyHkums (octpa TybynHa Hekpo3a), ocTpa
6b6peyHa HeaOCTaTbYHOCT M YepHoApobHa
AVChYHKUNS, KOUTO Ce CBbp3BaT C
NpONUAEHTIMKON.
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AxktyanusmpaHo [bT Ha

Mparosa

NHdopmauma B INCTOBKaTa

KomeHTap

1520) n ectepu Ha
nponuJieHrnamkon

Ha BbBeXAaHe CTOMHOCT
Mponunenrnukon (E 09/10/2017 MepopaneH 500 mg/kg/neH |MponuneHrNMKONBT B TOBA SlIeKapCTBO MOXe Aa Mma cboblieHns 3@ pa3nnmyHM HexenaHu cbbutus
1520) n ectepu Ha MNapeHTepaneH npeavssmuka cblumTe edekTn KakTo Npu ynotpeba |KaTo XxvnepocMonanuTeT, nakraunaosa,
NPONUJIGHININKON Ha asIkoXos M Aa yBennyu BeposATHOCTTa OT 6bb6peuHa anceyHkumsa (octpa TybynHa
HeXenaHu peakumu. Hekpo3a), ocTpa 6bbpeyHa HeaOCTaTbYHOCT,
KapAWOTOKCUYHOCT (apuUTMUS, XUMOTOHUS);
He nanonsealiTe ToBa f1eKapCTBO NpU Aeua noa 5- |HapyleHus Ha ueHTpanHaTa HepBHa cucTema
roaviHa Bb3pacT. (mnenpecus, KOMa, rbpyoBeE); pecnupaTopHa
Aenpecus, AucnHes; yepHoapobHa anchyHKUKS;
M3non3eanTe ToBa NeKapcTBO, CaMoO ako e XEeMONUTUYHa peakunst (MHTpaBacKynapHa
npenopbYyaHo oT nekap. Jokato@premaTe ToBa XEeM0Mn3a) n XeMornobunHypus; nnm
nekapcTBo, BawmsaTt nekap mMoxe M Ha3Hauu MYATUCUCTEMHA OpraHHa AUCAHYHKUMS Npu
OOMBb/IHUTENHU U3CNeABaHUS. BUCOKW A03WN UNKN Npoab/xkuTenHa ynortpeba Ha
NpONUAEHTINKOI.
CnepoBaTenHo ao3un, no-smcokm ot 500
mg/kg/aeH, morat aga 6baaT npunaraHn Npu geua
Haa 5-roguwHa Bb3pacT, HO Tpsabea Aa ce
06MUCNAT NpU BCEKM OTAENEH Cryyal.
O6uKHOBEHO cnef npekpaTaBaHe Ha
npuaaraHeTo Ha NPOMWUIEHIINKO HeXeNnaHuTe
CbbUTUA OTWYMABAT, @ NPU NO-TEXKMU Ciy4daun,
cnej xemoamanusa.
M3nckBa ce MeamumnHCKo HabnwoaeHve.
Mponunenrnukon (E 09/10/2017 Bbpxy KoxaTa 50 mg/kgf Q PONUNEHIINKOBT MOXe Aa NPUYNHU Apa3HeHe Ha
1520) n ectepu Ha oxarTa.
NPOnNuJEeHrINKonN ‘
He n3anonsBalite ToBa nekapctso npu 6ebeta nog 4-
ceiMMYHa Bb3PacT C OTBOPEHU PaHU UK rofeMu
yyacTbuM yBpeaeHa Win HapaHeHa koxa (kaTto
narapsHusa) 6e3 aga cre rosopunu ¢ Bawwnsa nekap
wnu dapmauesT.
Mponunenrnukon (E 09/10/2017 Bbpxy KoxaTa 500 mg/kg/aeH |MpoONUAEHIMKONBT MOXE Aa NMPUYNHU Apa3HEHe Ha

KOXXaTa.

Tbli KaTO TOBa IEKapCTBO CbAbpXKa
NPONWAEHT/IMKOS, HE FO U3MON3BaNTe NPU OTBOPEHU
paHu WM rosieMu yyacTblUm yBpeaeHa uim
HapaHeHa Koxa (KaTo narapsHua) 6es aa cre
roeBopuau ¢ Bawusa nekap wnu dapmauesT.
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AxktyanusmpaHo [bT Ha

Ha

BbBeXaaHe

Mparosa
CTOMHOCT

NHdopmauma B INCTOBKaTa

KomeHTap

CycaMmeHoO macno Bcnuku Hyna B penkun cnyyau Moxe Aa NMpuUYMHU TEXKN
anepruyHn peaxkuunu.
HaTtpui 09/10/2017 MepopaneH Mo-manko ot 1 |ToBa flekapCTBO CbAbpXa No-Manko ot 1 mmol 1 mmol HaTpuin (Na) = 23 mg Na = 58,4 mg con
MapeHTepaneH mmol (23 mg) |HaTpuii (23 mg) Ha <Ao30Ba eaAnHuua><eamHuua |(NacCl).
Ha fosa obem>, T.e. MOXe Aa Ce Kaxe, Ye NpaKTU4ecKn He
CbAbpXa HaTpUN. MHdopmauuaTa ce oTHacs 3a nparoBa CTOMHOCT,
CBbp3aHa € 06L0TO KOMYECTBO HaTpuii B
neKkapCcTBEHUS MPOAYKT.
ToBa e OT CbLLEeCTBEHO 3Ha4YeHUEe Npu NPOAYKTH,
KOWTO Ce M3NOoN3BaT Npu Aeua Uau naumeHTn Ha
AVeTa C HUCKO CbAbpXXaHue Ha HaTpui, 3a Aa ce
Aage vHdopMauma Ha npeanucBaliuTe eKapu u
YBEPEHOCT Ha poAuTenuTe U nauueHTuTe no
OTHOLUEHNEe Ha HUCKOTO HWUBO Ha HaTpui B
npoAyKTa.
HaTtpuit 09/10/2017 [MepopaneH 1 mmol (23 mg) |ToBa nekapcT mg HaTpuin (OCHOBHa 3a nekapcTBeHU NpPoAYKTU 3a NnapeHTepasnHo
MapeHTepaneH Ha fo3a CbCTaBKa Ha aTa/TpanesHaTa cof) BbB NpUIOXKEHNE C NMPOMEHSLUM ce A03U (Hanp.

BCAKa < B uua><eamHuua o6em>. ToBa
KoM BMBANIEHTHO Ha Y% oT
npemopbY NSl MakCMMasneH AHEBEH XpaHUTeNeH

eMja HaTpuil 3a Bb3pacTeH.

OCHOBaBalLUM Ce Ha TEersfoTo), KOIM4YecTBOTO
HaTpuii Moxe Aa 6bae M3pa3eHo B Mg Ha
dnaKkoH.

MpeanoxeHue 3a KXI:

» 103U NNeKapCTBEH NPOAYKT CbAbpxa X mg
HaTpuh Ha <A030Ba eAnMHMLA>, KOUTO ca
€KBMBANIEHTHN Ha Y% OT NpenopbynUTENHUSA
MaKkCcuManeH AHEBEH NnpueM oT 2 g HaTpui 3a
Bb3pacTteH."
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AxtyanusmpaHo [MbT Ha

Ha

BbBeXaaHe

Mparosa
CTOMHOCT

MHdopmauma B IMcroBKaTta

KomeHTap

HaTtpwuit

09/10/2017

MepopaneH
MapeHTepaneH

17 mmol

(391 mg) Ha
MaKcuMMasnHa
AHEeBHa Ao3a

FoBopeTte ¢ Bawus nekap unu dapmauesT, ako ce
HyXAaeTe oT <Z> Wan noseye <A030BU eANHULN>
OHEBHO 3a NPOABIDKUTENEH Nepunos, ocobeHo ako
Bu e npenopbyaHo Aa cnassaTte AMETa C HUCKO
CbAbpXaHue Ha con (HaTpwuit).

ToBa ce oTHacs camMo 3a MPOAYKTW, 3@ KOUTO
oTtbenssaHaTa A03MPOBKa MO3BOJIABA MPOAYKTHLT
[a 6bAe npuiaraH exeaHEBHO 3a Noseye oT
eNH Mecel, UKW npunaraH MHOroKpaTHO 3a
rnoseye OT ABa AHM BCAKa ceaAMuLa.

17 mmol (391 mg) e npubnusutenHo 20% ot
npenopbYUTENHUA MakCUManeH AHeBeH
XpaHuTeneH npuem 2 g HaTtpuii Ha C30 un ce
CyuTa, Ye npeacrTasnsBa ,BUCOKO HMBO" Ha
HaTpUN.

ToBa ce OTHacs u 3a Aeua, KbAeTO MaKCUMANHUAT
[HEBEH MNpueM ce cuYnTa, Ye e NponopumoHaneH
Ha TO3M NMpu Bb3PACTHM U Ce OCHOBaBa Ha
eHeprumHuTe noTpebHoCcTH.

<Z [o3n> oTpassBaTt Han-mankusa 6poi 4030BM
eavHuumM, 3a kouto nparsT 17 mmol (391 mg)
HaTpWil e foCTUrHaT/npeBuLeH. 3akpbrieTe KbM
No-MasikoTo, LU0 YUCIIO.

3a TekcTta B KXI1 BmxTe npenopbkute Ha PRAC
recommendation: “1.3. Sodium-containing
effervescent, dispersible and soluble medicines —
Cardiovascular events”
(EMA/PRAC/234960/2015).
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AxktyanusmpaHo [bT Ha

Mparosa

NHdopmauma B INCTOBKaTa

KomeHTap

Ha BbBeXAaaHe CTOMHOCT
Hartpues naypuncyndgar |09/10/2017 Bbpxy KoxaTa Hyna ToBa flekapcTBO CbAbpXa X Mg HaTpues [JebennHaTta Ha KoxaTa ce passiMyaBa
naypuncyndart BbB BCAKa <4030Ba 3HauYMTENIHO B 3@aBUCMMOCT OT MACTOTO MO TAN0TO
lMonpaBka eanHnLa><eanHuua obem><, KOUTo ca M Bb3pacTTa U Moxe aa 6bae BaxeH dakTop 3a
19/11/2018 €KBMBASIEHTHM Ha X Mg/<Maca><obemM>>, YyBCTBUTENHOCTTA KbM HaTpues naypuacyndart
(SLS).
HaTtpueBunat naypuncyndaT MoOXxe Aa NMPUYMHU
JIOKa/THU KOXHW peakumu (ycellaHe 3a WwunaHe 1 YyBCTBUTENHOCTTa KbM HaTpueB naypuncyndar
napeHe) naun Aa 3acuiin KOXHUTE peakunu, (SLS) we 3aBucm OT BMAA Ha nekapcTBeHaTa
NMPUYNHEHU OT APYrU NPOAYKTM, KOraTto e NpunoxeH |popma (U BAUSHUETO Ha APYTUTE MOMOLLHMU
Ha CbLLOTO MACTO. BellecTBa), KOHLUeHTpaunaTa Ha SLS, BpemeTo Ha
KOHTaKT 1 nonynauusaTa naumeHTu (aeua, HMBO
Ha XuapaTaums, UBAT Ha KoxaTta u 3abonsiBaHe).
MonynaumsaTa naumeHTn ¢ HamaneHa 6apuepHa
PYyHKUMSA Ha KOXaTa KaTo aToOMUYEH AepMaTuT e
Mo-4yyBCTBUTE/IHA KbM Apa3HeLllnTe CBOMCTBA Ha
SLS.
Cop6uHoBa kucenuHa (E JNokaneH Hyna Moxe pa npu NOKanHN KOXHWN peakumm
200) v HeilHUTE conmn (Hanpwu (o] H.
Cop6uton (E 420) 09/10/2017 MepopaneH Hyna Tos&ma}p BO CbAbpXa X mg copbuton BbB Tpabsa aa ce uMa npeasuna aauTUBHUAT edekT
MapeHTepaneH 30Ba eAnHULa><eauHuua obem><, Ha CbMbTCTBALLO NpuiaraHn NpPoAyKTH,
T

a eKBMBANEHTHU Ha
<Maca><obeM>>,

cbabpxawm copbuton (Mnn dpykTosa), KakTo u
XpaHUTENHUAT nNpuem Ha copbuton (unum

dpykTo3a).

CbAbpXKAHMETO Ha COPEUTON B fIeKapCTBEHU
NpoAYyKTU 3a NepopasiHO NMPUIOXKEHUE MOXe Aa
noenvsie 6MOHANMYHOCTTA Ha APYrv NepopanHu
NleKapcTBEeHN NpoAyKTU, KOUTO ce npunarar
CbMbTCTBALLO.
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AxktyanusmpaHo [bT Ha

Ha

BbBeXaaHe

Mparosa
CTOMHOCT

NHdopmauma B INCTOBKaTa

KomeHTap

Cop6urton (E 420) 09/10/2017 WNHTpaBeHO3eH Hyna CopbuTONbT € M3TOYHMK Ha dpykTo3a. Ako Bue nnm [ToBa nekapcteo He TpsibBa Aa ce npunara npu
(i.v.) BaweTo geTe nMaTe HacneAcTBEHA HEMOHOCUMOCT  [NaUMEHTU C HacneACTBEHa HEMOHOCUMOCT KbM
KbM (PPYKTO3a, PSAKO reHeTUYHO 3abonaBaHe, He  |dpyKTo3a, OCBEH NMpW KaTeropuyHa
TpsibBa Aa Bu ce npunara ToBa NeKapcTBo. HeobxoaAnMocCT.
MaumeHTUTE C HacneaCcTBEHA HEMOHOCMMOCT KbM
dpyKTO3a He MoraT Aa pa3rpaxaaTt dpykrosaTa, Bebeta n mankun geua (noa 2-rogullHa Bb3pacT)
KOSITO Ce CbAbpXa B TOBA JIEKApPCTBO, KOETO MOXE [MOXe BCe Olle Aa He Ca AMArHOCTULMPAHU 3a
Aa NMPUYNHN CEPUO3HUN HEXenaHW peakLumu. HacneaCTBEHa HEMOHOCMMOCT KbM (PpyKTO3a.
MNHTpaBeHO3HO NMpuioxeHne Ha nekapcraa
Tpabsa aa nHdbopmmpaTe Bawmns@uekap npeaum aa (cbabpxkawm copbuton/dpykrosa) Moxe Aa 6bae
Bun 6bae npunoxeHo ToBa nekap ), ako Bue nnu |xunBoTosacTpalwasallo n Tpsibea aa 6vae
BaweTo geTe nMaTte HacnencTBE QHOCMMOCT  |MPOTUBOMNOKA3aHO NMpw Tasu nonynaums, oCBeH
KbM (PpyKTO3a UM ako Ba ye He MOXe |Mpu KaTeropmyHa KJIMHUYHA HeobXxoaMMOCT m
Aa rnpuema cnagku XpaHu KW, 3alL0TO My |MNCa Ha anTepHaTMBHW Tepanuu.
npuaowasa, NoBpb n nyHdaBa HEMPUSATHU
ycCelaHmsa KaTo no H Maxa, KopeMHMU Tpsibsa pa 6bae cHeTa nogpobHa aHaMHesa no
cnasMu unm amapm OTHOLUEHWEe Ha CUMMNTOMUTE Ha HacneacTBeHa
HEMOHOCUMOCT KbM (DpYyKTO3a NpU BCEKMU
nauMeHT, Npeaun NpuUIoXKEHMETO Ha TO3MU
neKapcTBeH NpoAyKT.
Cop6uton (E 420) 09/10/2017 MepopaneH 5 mg/kg/neH Cop € M3TOUYHUK Ha dpyKTo3a. AKo BawmsaT [To3m nekapcTBeH NpoayKT He TpsibBa Aa ce
MNapeHTepaneH nek " 3an, ye Bue unu BaweTo geTe nmaTte |npuema ot/npunaara npu NauneHTn c
(pa3nnyHo oT i.v.) MOCT KbM HSIKOM 3axapv nam Bu e HacneaCcTBEHA HEMOHOCUMMOCT KbM (PpyKTO3a.
€eHa AnarHosa HacneacTBeHa HEMOHOCUMOCT
pyKTO3a, psAKO reHeTU4YHo 3abonsiBaHe, npum
0€TO XopaTa He MoraT Aa pasrpaxaat dpykrosaTa,
oBopeTe ¢ Bawwna nekap npeau Bue nnn Baweto
AeTe aa npuemete unu aa Bu 6bvae npunoxeHo
TOBa J1IeKapcCTBO.
Cop6uton (E 420) 09/10/2017 MepopaneH g/kg/neH |CopbuUTOonbT MOXE Aa MPUYMHM CTOMALLHO-YPEBHO
HepasnosnoxeHne n cnabo nspaseHo cnabutenHo
Aencreue.
CoeBo macno Bcnuku Hyna <JlekapcTBeH NpoOAYKT> CbAbpXa coeBo Macno. Ako|KakTo npu ¢bCTbYEHOTO Macno.
XungporeHMpaHoO COeBO CTe anepruyHn KbM ObCTbLUU UK COSl, He
macno M3Mnon3BanTe TO3N 1eKapCTBEH NPOAYKT. KXM: npoTMBonokasaHue.
CteapunoB ankoxon NokaneH Hyna Moxe Aa NPUUYMHKN NOKaNHU KOXHWN peakumm

(HanpuMep KOHTaKTEH AepMaTuT).
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Ha

MbT Ha
BbBexaaHe

Mparosa
CTOMHOCT

NHdopmauma B INCTOBKaTa

KomeHTap

CepeH auokeung (E 220)
Hatpues cyndut (E 221)
HaTtpues 6ucynout (E 222)
HaTtpues metabucyndut (E
223)

Kannes meTtabucyndur (E
224)

Kanues 6ucynout (E 228)

3axaposa [MepopaneH Hyna Ako BawwuaTt nekap Bu e kasan, ye umarte MpepnoxeHne 3a KXI: MNayneHTn ¢ peaku
HEMOHOCUMOCT KbM HSIKOM 3axapu, CBbpXeTe ce ¢ |HacneacTBeHu npobneMm Ha HEMOHOCMMOCT KbM
Hero, npeau Aa NpuUeMeTe To3M NIeKapCTBEH dpyKTO3a, rNIOKO30-ranakTo3Ha Manabcopbuns
NpoAYKT. WY 3axapo30-u3oManTaseH aedunumt He Tpsbea
Aa npuvemaT ToBa N1eKapcTBo.
3axapo3a MepopaneH 59 Cbabpxa ...X g 3axapo3a Ha ao3a. Tosa Tpsibsa aa
ce UMa npeasua nNpu naumMeHTn CbC 3axapeH
avaber.
3axapo3a MepopanHu Hyna Moxe na ysBpeaun 3bbuTe. MHdopmaums aa ce BKAKOUM CaMO Korato
TeyHoCTn, TabneTku NeKapCTBEHUAT NPOAYKT € NpeAHa3HayeH 3a
3a CMy4yeHe U npoab/mxkuTenHa ynotpeba, Hanpumep ase
TabneTtku 3a ceaMULN UK noBeve.
AbBYeHe
CynduTtHn, BKJIIOUUTENHO [MepopaneH Hyna B peakun cnyd PUYNHU TEXKU peakummn
metabucynduntun MNapeHTepaneH Ha CBPbX4yB OCT 1 6poHxocnasbM.
MuxanaTtopeH
Hanpumep:
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CTOMHOCT

NHdopmauma B INCTOBKaTa

KomeHTap

MuweHn4yHo HMWecTe
(cbAabpIKaLWO rNyTEH)

09/10/2017

lMonpaBka
19/11/2018

MepopaneH

Hyna

ToBa NeKapcTBO CbAbpXKa CbBCEM MasKK
KO/MyecTBa rnyTeH (OT MWEeHWNYHO HUWecTe)<.
Cuuta ce, ye e ,6e3 rnyTeH*> 1 € MHOro Manko
BEPOSATHO Aa npeausBuka npobriemMmn, ako mmarte
LbONMaKuns.

EnHa <A030Ba eAMHMLA> CbAbpXa HE MoBeye OT X
MUKpOrpama ryTeH.

AKO MMaTe aneprus KbM MLeHu
pasfNYHO OT Ubonnakus), Bue H
npuemare ToBa JlekapcTBo.

(koeTo e
6Ba aa

[* O60o3HaueHueTo ,,6€3 H")& npnIoXnmMo,
CaMO ako CbAbPXKaH, . €eH B
masiko ot 20 ppm.]

JlTaHONMH

JlokaneH

Hyna

MMeTo Ha NOMOLLHOTO BELECTBO BbpPXY
onakoBkaTa Tpsbea aa 6bae: “MweHMYHO
HuLwecTe".

W KOXHU peakuuu
aepmatur).

Kcunuton (E 967)

MepopaneH

10 g

iHa cTorHocT 2,4 kcal/g kcunuton.
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MpunoxxeHmne: Cnncbk Ha EBponenckua cbio3 C apoMaTuTe, KOMTO ca
afiepreHm M 3a KOUTO Ce U3NCKBAT AaHHM BbpPXY ONMaKoBKaTa Ha KO3METUYHM
M NOYMCTBALUM NMPOAYKTU

BeuwecTtBo

3-Metnn-4-(2,6,6-TpUMETUN-2-LUNKITOXEKCEH-1-11)-3-6yTEH-2-0H 127-51-5
AMunumMHaman 122-40-7
AMUNLUMHAMUNOB asIKOX0n 101-85-9
AHU3MNOB ankoxon 105-13-5
BeH3nnos ankoxon 100-51-6
BeH3nnbeHsoaTt 120-51-4
BeH3snnumHamar 1
BeHsuncannumnat

LnHaman

LnHammnoB ankoxon

UnTtpan 5392-40-5
LinTpoHenon 106-22-9
KymapuH 91-64-5
d-JInMOHeH 5989-27-5
EBreHon 97-53-0
®dapHecon 4602-84-0
epaHuon 106-24-1
XekcunumHamangexumn 101-86-0
XnapokcmuntpoHenan 107-75-5
XnapoKCU-MeTUNNEHTUN-UMKIIOXeKCeEHKapbokcanaexma 31906-04-4
N3o0eBreHon 97-54-1
Nunwnan 80-54-6
NlnHanoon 78-70-6
MeTunn xenTuH KapboHaT 111-12-6
EkcTpakTy oT Ab60B MbX 90028-68-5
EKCTpakTh oT AbpBeCceH MbX 90028-67-4

EMA/CHMP/302620/2017/BG corr. 1



MonpaBka (corrigendum) 1 (19/11/2018)

For rationale see English version

Phenylalanine, column “Route of Administration”

Previous version:

deHunanaHuH MepopaneH

Corrected version:

deHunanaHvH Bcuukn

Sodium laurilsulfate, column “Name”

Previous version:

HatpueB naypuncyndar
(E 487)

Corrected version:

HatpueB naypuncyndar
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http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003412

Wheat starch (containing gluten), columns “Information for the Package Leaflet” and “Comments”

Previous version:

MweHNYHO HMLWecTe MWeHNYHOTO HMLWeCTe B TOBA JIEKAPCTBO CbAbpXa CaMo CovrnacHo MoHorpaduaTa B EBponelickaTta

(cbAabpIXKALWO ryTeH) | MHOMO MasikuM KONMYeCcTBa MyTeH<, CYMTa Ce, Ye He dapmakones rpaHmuata 0,3% 3a cbAbpXaHWe Ha
CbAbpXa MyTeH*,> 1 e MaJIko BEPOSATHO Aa Npeau3BuKa NMPOTENHW B NWEHUYHOTO HULWecTe (M3NnTBaHe 3a
npobnemMun, ako umaTe Lbonmakms (HEMOHOCUMOCT KbM K) O3HaA4aBa, 4Ye ce CbAbpXaT He NoBeye
rnyTeH). g/g) rnyTeH B MWEHNYHOTO HULLECTE.

EaHa <ao3oBa eaMHMUA> CbAbpiKa He noBeye oT X | 3
MUKpoOrpama rinyTeH. Ba Ha Ta3un MHq)OpMaLI,VIFl (C'b,D,'bp)KaHMETO

AKO uMaTe aneprusa KbM nuweHuua (CbCTosHME, PasInyHO O
ubonmakuns), Bue He TpsibBa ga npuemaTte ToBa N1IeKapcTBO. Ha NOMOLLHOTO BELLECTBO BbpPXYy ONakoBKaTa
Ba Aa 6bae: “lMweHnYHo HuwecTe”.

[* O6o3HayeHneTo "cumta ce, 4ye He CbAbpXKa IV1yFen”
rpuI0XXNUMO, CaMO aKo CbAbPXKAHNETO Ha r/1yTeH

MWeHNYHOTO HULLIECTEe e rno-masko ot 20 pp

Corrected version:

yecTBa IMeTo Ha MOMOLLHOTO BELLECTBO BbpPXYy OMNakKoBKaTa

MuweHUYHO HULIECTe ToBa 1ekapCcTBO CbAbp)Ka CbBCEM
TpsibBa pa 6bae: ,[MUEHNYHO HuLwecTe .

(cbAbPXKALWO FNYTEH) | [nyrey (OT MWEHNYHO HUWECTE)<.
FNYTEH*> U € MHOrO Masiko Bep
npobnemu, ako numate ns.

ce, ue e ,6e3
npeavsBmka

EaHa <aosoBa eauvH CbAbpi>xa He noBeye oT X
MUKpOrpama rnyTeH.

AKO MMaTe aneprusa KbM nieHnua (KoeTo € passivyHo oT
ubonuakus), Bue He TpabBa Aa npuemaTe ToBa JIEKApPCTBO.

[* O6o3HaueHueTo ,,6€3 riyTeH" e npuaoXuMo, camo ako
CbAbPXKAHNETO Ha IN1yTEH B JIEKaPCTBEHUS MPOAYKT €
rno-masko ot 20 ppm.]
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