KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA
1. HME HA JIEKAPCTBEHHA ITPOAYKT

GIYIUTEK 20 mg/ml cupor

FLUDITEC 2¢ mg/ml syrup

2. KAYECTBEH A KOJITHYECTBEH ChCTAB
KapOOmHCTEHH ..vvevvviiiiivieiii i eien e 200g
3a 100 M cupon.

ITomomnHK BemecTBa ¢ H3BECTEH eeKT: 3aXapo3a, HATPUI, METHN
papaxuapokcuOensoar (E218), cercet xpito (E110). 3a meanns
CIHCBHK HA MTOMOIIHUTE BEIECTBA BHK T. 6.1,

M3NLAHVTENHA ATEHLNA NO NEKAPCTBATA
KpamKa XapaxmepLcmuka Ha npogyxma - NpUADNSHUS 1

Kom Pee. Ne ... Z{?Z)/G’g / é’

3. JEKAPCTBEHA ®OPMA
Cupon.
IMpospauna oparkesa TEYHOCT.

R/t 120

4, KJIHHHYHA JAHHU Paspeuserue Ne - 15

HUE NP cvvirensenrrenspsnass .
4.1 TepaneBTHYHE NOKa3aHAA | Ogotpe

Jleuenue Ha pascTpolicTBa Ha OPOHXHANHATA CEeKPELMA PH IELa OT 2 TOAHIIHA BE3PACT,

0coOeHHO B CITy4an Ha OCTPH GeNlofpotHu GONecTH: 0CTEP GPOHXHT H OCTPH KPH3H Ha
OpOHXOMHEBMOHHS.

4.2 JlO3APOBKa H HAYHH HA NPRJIOKEHAE

CAMO I'TPH TETIA (0T 2 roaumza Bh3pact)
Jlo3upoBka

Enna meputenna yamxa HambIHeHa 1o MApkata ot 5 ml ceaspxka 100 mg kapGonrcTenH,

Hena or 2 go 5 roqunn: 200 mg AHerHo, pa3feneHH Ha JBa IPHEMA T.€. ¢IHA MEPHTEITHA YalIKa
HANBJHEHA 0 MAPKATA OT 5 ml, 1Ba METH ZHERHO, 33 MIPEATIOUHTAHE MEXKAY XPAHEHHATA.

Hena nan 5 roguny: 300 mg nueBHO, pasaeneHH HA TPH NPHEMA T.€. ¢HA MEPHTENHA YalIKa
HAITHJIHEHA 10 MAPKATA OT 5 ml, TpH METH AHEBHO, 32 IPEANOYHTAHE MEXIY XpaHeHHsTa,

He npepaniapaiite neveHne no-auiro ot 8-10 auu, 6e3 nexapcka KOHCYATALHSA.




Ha4un Ha mpunoxenue
Ilepopanno

4.3 IIpoTHBOIOKAZAHAS

*  CepbX4yBCTBHTENHOCT KbM KapOOLHCTEHH HITH KbM HAKOE OT IOMOIIHHTE BelecTsa (3a
nosede uHpopmanud Brxkre T. 6.1).

* Ilpu BponeHa HETIOHOCHMOCT KBM (pyKTO34, IFOK030/ ralakToseH CHHIPOM Ha MancopOLus
HITH 3aXapHo/ u30oMasTaseH AedHIMT.

e Jleua o 2 roauuina Be3pact (3a noseve HRQOpMaIHA BIXKTE T, 4.4).

4.4 Crenna/ug npexynpexaenns ¥ npeAnasHH MepKH NpH ynorpeta
Choenmanun npeaynpexacaus

B ciywaii Ha npoAyKTHBHA KamAKUA ¢ rHOHHM XpauykH, B CTydalf Ha TPECKA MJIH XPOHHYHO 3a60NABaHE Ha
OpoHxuanHOTO EPBO itk GenuTe NpoGoBe, KIMHUYHATA cuTyanusa TpaGBa Aa ObIe MpeolicHeHa.
IlpoayxTHBHATA KAIIANA € OCHOBHA YaCT OT 3ALIHTHATA 6poHxonmynMoHapHa cHCTeMa Ha

OpraHH3Ma H T4 TpA0Ba Aa ObAe nmoMIhpKana.

He e paunonanno fa ce komGuanpa GpoHxuanen MOAHGUIHPAIT AreHT ¢ AHTHTYCHBHH [IPOAYKTH H/HIH
TOACYyIIaBatH CyOCTaHIHH (aTponHA).

MyKOTHTUYHHTE areHTH MOTaT 1a MpeAH3BHKAT GpoHxuanHata KoHrecTss npu 6ebera. BebunoeT
HErOBHA KaNaUMTET Aa NpeHApa OPOHXHANHATE CeKPeTH & NAMHTHPAH, TIOpaaH 0cOBEHHOCTH Ha
(PH3HOJOTHATA Ha PECITHPATOPHHS TPAKT. MYKONMTHUHHE AreHTH He TpsOBA Aa ce IPHIIAraT Apy

OcGera (Buxte 7.4.3 1 4.8).

Jleuenuero TpaOBa Aa ce npeouent B cayuan Ha NIEPCHCTHPAHE H YCAOXKHABAHE Ha CHMOTOMUTE MY
TIaTONOrUATA,

Tora nexapeTso chabpoka 3axaposa. [TauueHTH ¢ PEAKA HACTEACTRENH npoGneMH ¢ HEMOHOCHMOCT KBM
(pyxro3a, Manabeopbmua Ha ITIOKO3a-TANAKTO32 HJH HEAOCTATBYHOCT Ha CyKpa3a-H30MalTa3a He
TpabBa na npuemar ToBa IeKapCTBO.

IlpeanasEn MepKkH npu ynorpeta
B ciydaii Ha CTOMAIHO-4YPEBHA HEITOHOCHMOCT (cromamtHa Goaka, raeHe, MOBPbINARE, AHAPHS) C&
IpenopLYBa HAMANSBAHE Ha J03aTa,

Tpenopu4sa ce TORMIICHO BHEMAKKE NIPH JHLA C TIENTHYHA S3BEHA GOJIECT HIH NIPH egHOBpEMEHHa
ynorpeta ¢ IekapeTBa, KOHTO MOrat Aa IPHYMHSAT CTOMAIUHO-9PEBHO KBPBeHE. AKO CE QIR
CTOMAIIHO-YPEBHO KbPBEHE, NaUHeHTHTE Tp:6Ba na cIpaT Ae4eHHETO.
To3m NexkapcTBen NpoAyKT ChABPxKE 3,5 g 3axaposa Ha Jo3a or 5 ml. Tosa ceappxay
B3eM€ NPCABMA NIPH MAIHEHTH ¢ AHa0eT.




ToBa nexapcTBo ChAbPXKaA NO-MaKo oT 1 mmol ratprii (23 mg) Ha 5 ml 7033, TOECT 1O CHINECTBO €
»D€3 HaTpuii®.

Toga nekapcTBo ChABPkA METHIT Napaxuapokcubenzoar (E218), KOHTO Moske 12 IPHYHAN ANePTHIHK
peaKmHH (BepoaTHO OT 320aBeH THIT).

‘Toa nexapcTBo CHABPXKA a30 areHT {cbuceT k1o FCF wm E110), koiito Moxe 1a TIPHYHHR
alleprAYHH PeaKiHH.

4.5 BsanmojeficTBHE ¢ APYTH JeKAPCTBERH MPOAYKTH M ApyrH (opME Ha B3anMozelcTBHE
He ca u3BecTHu.
4.6 DepTRIATET, GPEMEHHOCT H KhpMeHe

BpemennocT

IIpn u3nUTBAHUATA BHPXY EKCNIEPHMEHTAIHY KHBOTHH JIHIICBA TEPATOTEHEH edeKT.

Tpr 10Ka3aHO OTCHCTBHE HA TEPATOTEHEH eJeKT NPH HHUBOTHH HE MOJE /] Ce OYAKBA TAKBE TIPH XOpa.
KbM puenima nara BCHYKY BeIIeCTBa, OTTOBOPHH 32 MaOPMAIHH TIPH X0Pa, Ca & OKA3AIH
TEpaTOTCHHR TIPH YXHBOTHH MO BPEMeE Ha A00pe NPOBERCHH NIPOYIBAHEA NPH ABATA BHIA.

KimaunHO focera He ca HabmojaBaHH HiKaksy MaIQOPMALUHH HITH (PETOTOKCHYHH edeKTH.
Hesagucumo ot ToBa, W3non3paneTo Ha OnyguTek no BpeMe Ha GPEMEHHOCT clefBa fa ce K3GArBa, THil
KaTO PHCKBT HE MOXKE HAITBIHO J1a C& H3KIIOYH.

Crenosatento xapSouncTenn Tpsbba N2 ce BieMa IO Bpeme Ha GPEMEHHOCT, CaMO aKo € aGCOMOTHO
HeoGXOAHMO.

Kepmene

Hsima faHnu 3a npemuHaBaneTo Ha KapOoOLKCTEHH B KbpMaTa, BbIpexH ToBa, Ipe/iBIA HHCKATa My
TOKCHYHOCT, NOTEHIHANIHHTE PHCKOBE 32 JICTETO H3INek/a He3HAYHTENIHH B Cliy4ail Ha JICYEHHE ¢ TO3H
JeKapCcTBEH npoAyxT. CIeAOBaTENHO KEPMEHETO € BE3MOKHO,

4.7 Edextn BLpxy cniocoGHocTTa 32 mopHEpane H paGoTa ¢ MALIHHEN
He nopnusBa cnocoGHOCTTa 3a wodupane H paGoTa ¢ MALIHHH.
4.8 Hesxenamn JiekapcTBeHH peakiHn

(Meuoro uectu (=1/10), Yectu (>1/100 xo <1/10), Heuecrn (>1/1 000 o <1/ 100), Penxu (>1/10 000 mo
<1/1 000), Muoro peaku (<1/10 000), c Hen3zBecTHA YecTOTa {OoT BamYHKTE JaHHH He MOXES Aa Gnle
HaIpaBeHA OLIEHKA).

C Hen3BecTHA yecTOTA (OT HANKYHKTE AAHHH He MOKE Aa 6bje HanpaeeHa ONeHKa):
Pucx ot Gponxuansa KoHreCTHs NpH KBPMaueTa (BX. TOUKH 4.3 1 4.4).
* KOXHH anepriuiii peakuu KaTo cbpbex, epareMaroseH o6pUs, YPTHKApHS H
aHTHOSHEM.




CrobILasar ce HIKOMKO cayyast Ha GUKCHPaHa TEKAPCTBEHA EpyIILHS.

* CTOMaIHO-9peBHa HETIOHOCHMOCT (CTOMAIHU GOJKH, TafieHE, [MOBPEILAHE, AHAPHS) (BUOKTE TOUKE 4.4).
* CroMammHo-4peBHO KbpBeHe (BX. ToIKa 4.4).

* CboO1iapany ca H30MHPaHK Clrydan Ha GYNO3HHM KOXKHH 3aGONABAHMS KaTO CHHIpOM Ha CTHBbHC-
JKOHCBHH U MyNTHGOPMEHa epHTeMa.

Crofmzaease Ha MONO3HPAHH HeXeJNAHH peaKIHH

CrobiiasaneTo na NOAO3MPAHH HexeNaHH peakilHi CHel pa3pellaBate 3a ynorpeba Ha
JIeKapCTBEHMA NPOAYKT € BaxHO. Topa Mo3roinBa a npoabmky HaOMmoAeHHeTo Ha
CBOTHOWEHHETO NO/I38/PHCK 38 NIEKAPCTBEHHS MPOAYKT. OT MeXHIMHCKHTE CISLHANHCTH Ce
M3HCKBa Ja ChODINABAT BCAKA NMOJO3MPAHA HEXEIAHA PEaKIIHs Ype3 HANHOHAIHA CHCTEMA 33
crobmapane:

H3nbanmuTeNHa areHIHs No JiexapersaTa
ya. ,Jlamsm I'pyes™ Ne 8

1303 Coous, Brarapus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 Ipenosupane

Benpein ue panko ce crobiaBa, Moke Aa ce MOSBH npeAo3upane,
IIpexoMepHATE A03M MOTAT Aa AOBERaT [0 CTOMALIHO-YPEBHH CMYILEHHS, K&T0 TajeHe.

5.  ®APMAKOJIOTHYHH CBOMCTBA
5.1 DapmMakoIHHAMHYTHH cBoficTBa

dapmMakoTepanesTHIHA rpyna: Mykoutsk, ATC kox: ROSCBO03
Kapbomucrenn € MyKkoTUTHK OT THIIA MyKO30 MomudHImpam areut.

To# neifcrsa Ha rennata (asa Ha MyKyca, BEPOSTHO Hpes paspylraBaHe DIHKONPOTEHHOBHTE
RUCYI(PUIHE MOCTOBE H 110 TO3H HAYMH CE YCHNB2 EKCEeKTOPalNATa.

5.2 PapMaKOKHHETHYHH CBOHCTBA

KapGouucrenn ce abeopGupa 65p3o cen opanio HPHIOKEHHE, MIA3MEHHTE KOHIIEHTPALHH
AOCTHTAT K Ciiey 2 Yaca. BHOHAHYHOCTTE € HUCKa, mo-Matka oT 10% oT HasHaveHaTa nosa.
BepoATho 4pes HHTpalyMHHANEH MeTa0ONTH3BM H ,3HAUUTENCH edexT Ha bPBHA nacax™ (npe3
4epHHs ApoG). BpeMeTo Ha nosyemaMuHHpane e 2 vaca.

Kapbouucrenn u MeraGonuTuTe My, OCHOBHO ce €KCKpeTHpar npes 6s0pewnTe
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TpenkMAHEYHHTE JAHHK Ca JOCTA orpaHHyend. HekoHBeHIIHOHANHUTE NPOYYBaHKs CBBPIAHH ©
PEeNpOAYKTHBHA M HA Pa3sBUTHETO TOKCHYHOCT TPH TBX0BE, HE PA3KPHBAT ocolieH PHCK 3a XOpaTa.

6. DPAPMAIEBTHYHMH JAHHU
6.1 CHHchK HA NOMOINHATE BEINECTRA

Inunepon,

MeTHn napaxuapookcubensoar (E128),
CYKpo3a, ,

ceHcet k6010 FCF (E 110),

HATPHEBA OCHOBA,

OaHaHOB apoMar *,

TIpEYUHCTEHa BOAR.

*baHaHOBHA apOMAT € ChCTABEH OT;AllETaNAeXH I, OEH3UIOB AlIETA4T, TPAHC-2-XeKCEHHMALETaT,
XEKCHITIOB all€TaT, H30aMHMIIOB ALETaT, AeTOH, OLieTHA KHCEIHHA, H30BAIEpHaHOBA KACETIHHA, 2-
MeTHIOYTHPOBA KHCENHMHA, AMRIIOB aNkOX0n (CMEC OT H3OMEDH), H30IIPOII2HOIN, H30AMHIIOB aJIKOXO!I,
()eHIT eTaHoI, NPONHOHOB ANAeXK, N-5yTaHoN, GYTHPOB anaexus, GyTHpoB GyTupar,
aMHIIOB/H30aMUIIOB OYTHpAT, eTHAOB SyTHpAT, H30aMUIOB OyTHpar, n200yTunoB GyTHpAT,
METHAKHAMAT, eYTEeHOI, OYTHNOB (opMaT, TpaHC-XeKCeH-2-0J1, NHC-3-XeKCeHod1, 4-XHAPOKCH-2,5-
aumetun-3(2H)-pypanon, PG, nuHanunuzocopbar, H30aMHIOB Ballepat, 2-0KTaHO, H300YTHIOB
TIPONHOHAT, NPOMHIEHOB TIHKO/, BAHUIIHH.

6.2 HechBMecTHMOCTH

Henpunoxumo

6.3 Cpoxk Ha rogHoct

2 ronuuH.

Cnen mbpBoTO OTBapsAHE: 2 Mecena

6.4 Coeunaanm yenoBus Ha CbXpaneHHe

Ha ce cbxpaHsBa pH TeMnepatypa mog 25°C,

3a YCJIOBHATA Ha ChXPAHEHHe cliel MPBOTO OTBAPAHE HA JIEKAPCTBEHHY IPOAYKT BHXTE TOYKA 6.3.

6.4 Baj B cCHAbPIKAHAE HA ONAKOBKATA

Besuserna creknena {Tun II) 6ytunka ot 125 ml. ByTunaxara e nocTaBeHa B KAPTOHEHA BRHIIHA
OMAKOBKA ¢ JIO3UPAIa NONHIIPONMHASHOBA yalika ot 20 ml.

He BcuukH BRAOBE OMAKOBKH MOrat Aa OnAaT MYCHATH B IpoAaxGa.




6.5 Coenna/nnu npenna3ny MepkH IPH H3XBLP/ISEE H paGoTa
Hama crequannau u3uckpanns

7. ITPUTEXKATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

LABORATOIRE INNOTECH INTERNATIONAL
22 avenue Aristide Briand

B.P. 32

94111 ARCUEIL CEDEX,

Opanmnus
8. HOMEP(A) HA PASPELIEHUETO 3A YIIOTPEBA

Per Me 20010914

9. JATA HA ObPBO PA3PEIIABAHETIONHOBSIBAHE HA PASPEINEHHETO
3A YIIOTPEBA

Hata ra nepBO paspemasane: 29.08.2001
Jlara Ha nocneaHo nonHoBABaHe: 28,12.2006

10. AATA HA AKTYAJINBUPAHE HA TEKCTA - 05/2020




