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2. KAYECTBEH H KOJIHYECTBEH CBhCTAB

1 ml ot koHllenTparta (5 ml ot roToBuA 33 ynoTpeba pasTBOP) CHOBPKA

Maxporon 4000 (Macrogot 4000) 5250mg
Harphes marpar (Sodium citrate) 19,5 mg
JIuMoHeHa KHcenuHa, Gezsoana (Citric acid, anhydrous) 16,5 mg
Hatpuer xnopug {Sodium chloride) 7.3 mg
Kanueg xnopun (Potassium chloride) 1,9mg

KoHuenTpalmsTa Ha eIeKTpOIMTHH HOHH paspesieHd B 1 IUTHP TOTOB 3a ynoTpeda pasTBop, ¢ KakTo cliepa:
Harpnit 64,8 mmol/]

Kamuit 10,1 mmol/1
Xnopug 30,1 mmol/l
Llntpar 30,5 mmol/l
Chappxa Kanmii 1 HaTpui.

3a BJIHMA CIIUCHK HA MOMOLLHWTE BEILECTRa BIKTE Togka 6.1,

3. JEKAPCTBEHA ®OPMA

KoHllenTpat 3a mepopaneH pasTeop.
IMpo3padra ¥ Ge3UBETHA TEYHOCT.
[CoTosuAT 3a ynoTpeba pa3TBOp e npo3paqHa Oe3lBETHa TETHOCT ¢ APOMAT H BKYC Ha MaaHHA.

4. KIMHHYHH JAHHH
4.1 TepaneBTHIHH NOKA3AHYA

- CHMIITOMATHYHO JIeYCHHE Ha 3aIIEK;
- TIPOUHMCTBAHE Ha YEPBATA [IPEIH SHATHOCTHYHO H3CHEBAHE (HAIP. KOJOHOCKOMHA) K MIPENM onepaLus Ha
HepBATA.

4.2 lo3npoBXa ¥ HAYHH HA NPWIOKEHHE

Kakro npH BcHMKM JIaKCATHBH, H3MOA3RAHETO HA QUONEr He ¢ NpencpsvuBa 34 NO-NPOIRIKHTETHH
neproan. IlepuonsT Ha nevenne ¢ Ononer He TpAGBa Ja HANBHINABA LBe CEAMHIN. Axo c¢ Hanara, Onorer
MoXe fa 6bie H3NOIIBAH MEOTOKPATHO.

CHMUTOMATHIHO JeeHHE HA 3aNeK;

Karo aompieamo neuenye 3a DOASBPKAHETO HA IenechodpaieH HAYMH Ha KHBOT B MOAXOAAL] XPaHUTENEH
PEXRHM.

JHeRnara no3a TpabBa a ce OTPeNENa CIOpE KITHHAYHUA edekT.

TIpeny 3anodYsane Ha ICUCHHETO, JEKAPAT TPAOBa Ja H3KTHOYH BEpOSTHOCTTA 32 OpraHH‘{HO safongpaHe,

JlHeBHa nosa:
2 - 4 roguHM: 7,5 ml o 15 ml Ononer koHueATpaT*




4 - § romuHY: 15 ml a0 30 ml Ononer koHueHTpar *

8 - 18 rogunm: 20 ml g0 35 ml Ononer koHUEHTpar *

* HeoOxoanumoto xommiecTso ONoOner KoHIeHTpaT TpaBa 1a ce pasTBOpH B YeTBOPeH obeM Boga npeau
norasaHe (Hanp. 7,5 ml Ononer koruentpar + 30 ml Boxa).

BesonacHocTTa B epHKacHOCTTa Ha Onomer npH Aeua moj 2-ToAWIIHA BB3pacT HE € ycTaHosena. Hama
HATHYHA HHGOPMALHS.

Brapacthu:
2 - 3 TTH AHEBHO: NPeaY TpHeM pasTtBopete 25 ml Ononer kouexrTpat B 100 ml Boga (o6mo 125 ml).

Xopa B cTapIecKa Bb3PACT
ITspBOHAYANHO, BENHBK AHEBHO: NIPeH NMpHeM pasreopere 25 ml Ononer koHueHTpar (13,125 g Makporon
4000) 8 100 ml Boxa {obmo 125 ml).

IIpouscTBAHE HA YEPBATA NPeAH NHATHOCTHYHO H3C/IeABaHe:
3a MBIHO M3Mpa3BaHe Ha uepBaTa Tpabpa na ObAAT W3MHTH or 3 A0 4 NMTpa OT roToBHi 3a yrnoTpeba

3a Aa ce nony4n 1 IUTHp roToB 33 ynorpeda pasTeop, 200 ml Ononer koHUEHTPAT TpAbBa Ja C€ pasTBOPH B
800 ml Boma.

I'oToBHAT 32 ynorpeGa pastBop TpabBa Aa 6bae npueMaH Ha wactd oT 200 - 300 ml Ha Bcexu 10 mMuHYTH,
JIOKATO PEKTANHMAT CeKpeT CTaHe MpO3padeH WM NOKATO He GhaaT MpHETH 3 WIH MaKCHMyM 4 JATpa OT
roTOBHA 3a YIoTpeda pasTBop.

PasTBopsT 32 IpouncTBaHe TpsGBa Ja ce mpHeMe B DaMKHUTE Ha HEPHOA OT OKONO 4 yaca, OGMKHOBEHO B
AEHA HA H3CTEABAHETO. BBH3IMOKHO € LRI0TO HEODXOAHMO KONHYECTRO OT JIEKAapCTBEHNA NpoAYKT Na Obae
APYETO BEYepra mnpead H3CHEJBAHET), WIH eJHa HacT OT Hero za OBle mpueTo Bedepra npead
H3CTSIBAHETO, 8 OCTAHANATA YaCT HA CYTPHHTA, B ACHA HA HICIICABAHETO.

2 no 3 waca npeny npuema Ha Oroner Ao Kpas Ha W3CNeIBaHETO, NALHMEHTHT HE TPAOBa JAa npreMa TEbpAa
XpaHa.

B ciydaili Ha croMamHo-1peBHH OIAaKBanms, TpueMET Ha Omoner TpaOBa Ja ObAE BPEMEHHO HAMAKH HITH
NPeyCTaHOBEH A0 OTIUIYMARAHE HA CHMITTOMHTE.

IpunoxeHne Npy felta:
3a MPOYHACTBAHE HA ‘le])BaTa NPpEeaH AHArHOCTUMHO H3CNELBAHE - HAMA JOCTATRYHO JaHHH 33 npnnonceﬂne'm

npH netia nox 18 ronuuy. Cnenosarenxo, Ononer He TpA0Ba Aa GbAe NpHaral 3a NPOYHCTBAHE HAa YepBara
TIpH Jiena M FoHOIH nof 18 rogrnu.

4.3 HpoTuRoNoKAZAHNE

- CBpPBXYYBCTBHTENHOCT KbM AKTHBHMTE BEHISCTBA WIH HAKOEC OT TOMOIIHHTE BemecTBa, H3OpoeHH B
TouKka 6.1;

- Kopemsn 601K ¢ HEH3ACHEH IIPOH3XOT;

- Hneyc HmH ChMHEHHE 34 HIIEYC;

- CreHo3a, nepdopaliis HIH PHCK OT nephopalis Ha CTOMALIHO-IPEBHHA TPAKT;

- CMyIIeHAs B M3NPA3BAHETO HA CTOMAXE,

- OcTpa cTOMALIHO-4peBHa A3B4;

- Texxu Bb3nanuTennn 3abonseaHng Ha depara [Gonect Ha KpoH, YiueposeH KOIHT (S3BeH KOMIMT),
TOKCHYEH METaKO/IOH, TOKCHUEH K Ghp30 Aporpeckpalll KomuT];

- HM3nanHan B Ge3ch3HAHHE HOBEK.

4.4 Cnensanny npegynpexaeHis H npeanasHH MEPKH NIPH ynotpeba

HcxemuyeH xonar




TIpu nanmeHTH, HA KOMTO ce MpHJIara Makporon 3a [IOAroTOBKa Ha YepBaTa, ¢a chodIeHH
TIOCTMApPKETHHIOBH CJIy4ad HA KCXEMHYEH KOJHT, BRJIFOUMTE/HO CepHO3HH. Makporon TpabBa Ja ce
M3I10/T3Ba BHHMATEITHO IIPH MALHEHTH C H3BECTHH PUCKOBM (akTopH 3a HCXEMHYEH KOJIUT HAH B Ciydai Ha
CBITHTCTBAINA YHOTPe(a HA CTHMYJIHPAINH IAKCATHBY (XaTo GH3aKOIIT MM HATpHEB NHKocyahar).
TlaneHTATE, KOMTO HAMATBAT BHE3AITHA KOpeMHa 00MKa, peKTaJHO KbpBeHe HiH [pyTd CHMIOTOMH Ha
HCXEMHWYEH KOJMT, Tpabea HezalaBHO Ja ObAAT OLICHEHH,

Onorer Tpa6Ba aa ce Npuiara ¢ NOBHIIEHO BHUMAHKE NPH HecTaOWIHM NalMeHTH B JIOIIO 31paBOCIOBHO

CBCTOAHHE HNH NALHEHTH ChC CEPHO3HH KIINHHYHM YBpexaaHna, KaTo:

- MuokapaHa HeAOCTATHIHOCT, UMPKYAATOPHA HEAOCTATBYHOCT MMM (QYHKUHOHATHH CMYINEHHA Ha
6nbpemyre (Gn0OpedHa HemocTaTHYHOCT) H 3a00NABaHNA Ha YepHHA Apos;

- Jluna ¢ HapylleHHs B Ch3HAHNETO;

- TlanpenTH, CKNOHHKM KbM acIMpaups WIH PerypruTalMsi, KakTO ¥ MAUMCHTH C HapyLIeH pequiec 3a
TIPETIThIAHE H 32 NOBPBINAHE;

- Texka aexunparaims.

Hannaueto Ha nexuaparamy, Tpadsa ga 66/1€ 0BNAAAHO NpeAy ynorpedara Ha Onorner.

IIpy HauM4He HA CHMITTOMM 3a BOXSH H eNEKTPONMTEeH AuchanaHc (T.e. OTOK, 3adyX, HOBHUIEHa ymopa,
IEeXMApaTallis, ChPAEYHA HENOCTaTRYHOCT), IpHeMBT Ha Ononer TpaGea fa 6bAe npeycTaHoBeR He3abaBHO,
ENEKTPONHTHTE TPAOBa A2 OhiaT H3IMEPEHH W TIPY Hy#Aa, 04 Onaat NPeAnpHETH AACKBATHH MEPKM.

Kajti:

3abenexxa 3a 1o3aTa NpH NAWHEHTH, ¢ HaManeHa OhOpeuHa dyHKIHA WIN NaHHEHTH Ha HETa ¢ HAMaJleHo
ChOLPkAHNE Ha Kauii: enHa nosa (125 ml o roToeys 3a ymorpeda pasteop) chaspxa 1,26 mmol (49 mg)
KaJTHii.

HaTtpmit:

3abenexka 3a 103aTa MPH NALMEATH, KOUTO €A HA IHETa ¢ HACKO ChAbpKAHWe Ha HaTpui: To3H JEKapCTBEH
NPORYKT CbABpXa 186 mg Hatpmii Ha exsa noza (125 ml or roTosus 3a ynoTpeba pasTEOp), KOHTO 2
eKBHBAICHTHH Ha 9,3% OT NpenophYMTEIIHUA MaKCHMAJIeH JHEBEH MpHeM OT 2 g HATPHUH 33 Bb3pacTeH.

Ilpn nuabeTunn — BRIIeXAAPaTHETE OGMEHHN eTMHALM He Tpa0Ba N1a ce B3MMar NoJ BHHMaHHe.

TNatmenTd, NpeapasfioNoKeHH KbM BOJEH M eNEKTPOJHTEH JucOanaHc (HanphMep MAlMeHTH, TpHeMaliy
IMypeTHIM), Tpabea pa M3momsear Qoner eAWHCTBEHO CIe] H3PHYHA KOHCYNTAlMA ¢ TeXHHS JIEKap H C
noB¥meHo BHHMaHue. Ha Tesn manueHTH, B CTydall ya AMapusd, ¢¢ Hajara npocnensbaHe Ha BOZAHO-
ENEKTPONHTHHR (amakc.

IaumenTHTe B cTapyecka Bb3pacT TpAGBa ha w3nona3ear Ononer caMo ¢ NOBHIIEHO BHHMaHNE, TBH Kato, €
H3BECTHO, Y€ BB3PACTHHTE MANMEHTH PEarHpar ¢ MOBUINEHA TyBCTBHTENHOCT KbM MOTEHIHANHH HEXENAHK
PEAKUHH, MPUYMHEHY OT JIEKApCTBEHA NMponykTH. Tosa Tpabea ga ce mMa npeasua, ocoleHo B croyuait na
JHAPUA M €BEHTYANHO HAPYIIEHNE HA BOJHUA H €NEKTPONHTHUA fatanc.

TausenTy © ycTaHoBeH racTpoesofareaney pediyke Hid YCTAHOBERA ChpIeYHa apuTMus (HapylleHuds Ha
TPOBOZIAMOCTTa MEX Iy CHHYCOBHA B3l M [IPeACHPAUATA HIH CHEIPOM Ha GONIHHS CUHYCOB Bb3€N) TpiaGBa
Aa wanon3sar Ononer camo oz Nekapeko HabmoneHre.

3a NpoYncTBaHE HA QepBaTa NpeaH AMArHOCTUYHO H3CIEABAHE - HAMA HOCTATHUHO JaHHH 33 NPRIOKEHHETO
npH jJeua mox 18 roopnn. Clenosarento, Ononer He TpA6Ba da Oble mpuiarad 3a MPOYHMCTBAHE Ha YepBaTa
OpH AELE M IOHOMH Nof 18 rommei.

4.5 B3anMoReiicTBHE ¢ APYTH JeKAPCTBEHA NPOTYKTH U APyru opMH Ba B3IaHMOeHCTBHE

Korarto ce H3IBBPIUBAT THATHOCTHYHHE HM3CICABAHMA HAa T€YHOCTTA OT H3MpAa3BaHEC HA YCDBAT
€H3HMHH Tectobe (Hanmp. ELISA), Moske na ce momyud B3amMonelicTBae MexOy IONH
CH3HMHTEC.



BiaumoneiicTeng Mexay OJioner H ApYrH JeKapcTBa M0 BPeMe HA JJeUcHHE HA 3aTMeK:

Hsama xiMAYYHA JaHHY 33 B3aHMogelicTeasa Mexay Ononer H ApYrH neKapcTsa. BhIpekd TOBa, MAKPOTOJl
NOBHINABA pPAa3TBOPHMOCTTA HA AJIKOXON-DA3TBOPHMHTE BEIIECTBA H HAa CPaBHHTENHO cnabo BOJO-
PasTROPHMHTE BellecTBa. Benencresne Ha TOBa, HAa TEOPHA, CHIECTBYBA BEPOATHOCT, YCBOABAHETO HA TO3M
BH] JicKapcTBa Ja ObJe BpeMeHHo HaMajIeHo. 3aToBa ce TIpenopbdBa Aa ce NpHeMaT Apyrd MeKapcTsa NoHe
JBa "Yaca NpelH HIH cel npHeMa Ha Ononer.

B3anmoneiicteus mexny Ozonmer M APYrH JieKapcTBA, NPHEMAHH MO BpeME HA MPOYHCTBAHE Ha
YyepBaTa:

JlekapcrBeHATe NPOSYKTH MOTAT A2 (BIAT OTMHTH OT CTOMAIMHO-YPEBHHS TPAKT HITH abcopbimara Moxe na
Onc HaMaNeHa WM CTIPAHA, aKO Te3H NPOAYKTH CE B3HMAT HAKONKO 4aca Npey npueMa Ha Ononer Wix no
BpeMe Ha JedeHuero ¢ Ornomer. Toga ce OTHacH 0coBEHO 3@ JIEKAPCTBEHHTE NPONYKTH CbC 3abaBeno
ocBoboxkpapae. B cnywali Ha mHeoOxoguMmocT Ia OpOe NPHIOKEH JEKApCTBEH MPOAYKY TNOPaiH
KH3HEHOBAKHH TIOKa3aHHA HeMOCPencTBEeHO Npely WIH 110 BpeMe Ha npueMa Ha Onomer, To nepopaiHara
({opMa Ha TO3M NEKapCTBeH TNponykT TpaGBa Aa Obie 3aMCHEHA C HHTPABEHO3HA WIIH HHTPaMyCKylHa

¢dopma.

4.6 ®epTHAHTET, GpeMERNOCT ¥ KEpMeEHE

BpementocT U kKEpMeHe
Hsma nocTaThuHO MPOYUBAHHA OTHOCHO MPHIOKEHHETO TI0 BpeMe Ha GpemeHHocT ¥ kbpMene. [lopany tasu

NpHYHHA JNIEKapCTREHAAT TpoAykT Qnomner Moxke Aa (BAE MPHUNIArad ¢aMo MPH TOUHM NMOKA3aHHA 110 BpeMe
Ha GpeMEHHOCT U KEPMEHE.

DeprimTeT
Hama BanuyHM JaHHH 3@ BB3MOXKHOTO BiHsHAMe Ha Makporon 4000 Bepxy MBEKMA WIM XEHCKHA

deprrmTeT.

4.7 EjexTH BHPXY cHOCOOHOCTTA 33 IIodHpane A paboTa ¢ MAIIHHA

HsMa nokasatencrsa, ue Ononer emmse BbpXy criocoGHOCTTa 32 odupaHe WIH pafoTa ¢ MAUHHY,
4.8 HexeTaHN JIEKAPCTBEHH PeaKilHH

Hexenanure peakimu ca H30poeHH MO-AONY IO CHCTEMO-OPraHHH Knacose M dectoTa. Yectorure ca
neduAupany Karo:

Mmuoro yectn (= 1/10)

Hectn (= 1/100 no < 1/10)

Heqectu (= 1/1 000 xo < 1/100)

Peaxu (= 1/10 000 go < 1/1 000)

Muoro peaxs (< 1/10 000)

C HeM3peCTHA YecToTa (OT HATNGHKTE JaHHH He Moske aa ObJle HallpaBeHa OlleHKa)

CneaHMTe HeXeaHH PeaklMH MOraT Ja ce IOABAT 10 BpeMe Ha IeYeHHeTo ¢ Makporod 3350 u 4000.

HexceJianH peakuHH N0 BpeMe Ha JIeYeHHETO HA 3aeK

Hapvinenns Ha HMyHHATA CHCTEMA:
MHoOTO peRKH: ANEpriudHi PEaKIHM, BAPHMEDP KOXHA PEaKIHs, PAHHT, OTOK Ha KBHHKe H aHa(UIaKTHYeH

IOK.

CToMamHO-YpEREHA HADYIOEHHA:
Yectn: Iomysarse Ha KOpeMa, rageHe, OONKW B KOpeMa, KEPKOpEHe Ha CTOMAaxa M raficHe B-gRes
yBe/nJaBane Ha ofeMa Ha YPeRHOTO ChABPKHMO.




Hexenann PEAKIHH NO BpeME HA POMACTBAHETO Ha YEPBaTa

Hapymienysd Ha HMYHHATA CHCTEMA:
MHoOro penxs: ANEPruvMHM peakudd, HanpHMep KOXHA peakiwd, puHopes {(Xxpema), 0Ttox Ha Kemmke,
YPTHKapHs, AEPMaTHT 4 aHaduIaKTHIEH MIOK.

CroMallHo-YPERHH HADYICHHA:
Yecrn: Ilonysane Ha xopeMa, CNa3sMH W [a3ose, rageHe. Te3W peaklUWH ca MPHYHHEHH OT MpPHEMaHe Ha

OTHOCHUTENIHO TONIEMH KOAHYECTEA TEYHOCTH B PAMKHTE Ha KpaThK NEPHOJ OT BpeMe.
He gectn: [Nosprinate, ApasHeHe B aHANHATA O0NAcT,

ChpneyHy HapymieHus:
Muoro penku: ApHTMES, TAXHKAPIMA.

O6my BapynIeHus:
Yecrn: Hepainonoxenne, GeschHue.

Mroro peaxu: QTOK; IPH BUCOKO-PHCKOBH NAIMEHTH € HEOOXOOMMO BHEUMATETHO NPOCIESNABAHE HA BOIHHA
H €/1eKTPonHTeH Ganauc. B oTaenuy cayyay, HABOTO Ha Kanmuuil B cepyMa HaMaJliBa.

aberexncra:

B nuteparypara ¥Ma JOKIAABAHM HAKOM CIydaH Ha cuHIpoma Ha Mallory-Weiss (HaIMBXHH Pa3KbCBAHUA
Ha JIMTaBALIATA HA CToMaxa, GNM30 IO KapAWATa), NPHYHHEHH OT NOBPBIUIAHE CIEA MPHEM Ha Pa3TBOp 33
TIPOYHCTBAHE Ha YEPBATa, CHABPKAL IONHETHICH [HKOMN.

CrobInaBaHe Ha I0103UPaHy HeXeIAHH PEaKIHH

Cro0masaHeTo Ha OZ03KPAHK HOKETAHH PEaKI|H ¢Jied paspeniapade 3a yrnorpeba Ha JexapcTBeHHs
IpoAyKT € BaxkHo. ToBa Mo3so/sBa fa MPoXbIKH HAGMONEHHETO HA CHOTHOMIEHHETO TT0NI3a/PHCK 33
JeKapCTReHAA apoRyKT. OT MERHIHHCKHTE CHSUHANHCTH €8 H3UCKBA Ja cho0lIaBaT BCAKa NONO3MpaHa
HEkeNaHa peakis Ype3 HalMOHANHA CHCTEMA 33 ChoOIIaBate B M3mbIHATENHA areHims 1o NeKapcTBaTa
ya. Jlaman I'pyep” Ne 8, 1303 Codua, Ten.: +35 928903417, yeGeaiit: www.bda.bg.

4.9 IIpenosnpane

Mpeno3upane ¢ OJioner Npu JiedeHne HA XPOHHYCH 3aMEK:

Cunra Gonka MIH MeTeOPHIBM MoTaT Aa GpAaT NeKyBaHH ¢ HA30TAcTpanHa aclHpallms. B ciy€alt #a
npejo3dpae, TpabBa Ja ce Bleme O] BHMMaHME BB3MOXKHOCTTA 32 MacHBHa 3aryba Ha TEYHOCTH,
NpHYMHEHa OT AWapus WA NOBphmiaHe. B Tesw cmydam Tpabsa Aa ce mpHeMar Te4HOCTH H J2 Gpaar
NPOC/EAABAHH KOHLICHTPAIMATA Ha CEPYMHUTE eJleKTPONHTH H CToliHoCTHTE Ha pH.

IIpouncTeane na gepsaTa;

B cnyuaii Ha npeno3upate, TexKa JHApKs, BOIHO-ENEKTPONMTHHEN H KHCETMHHO-aIKaHuA Ganakc TpsaOpa da
Onpat BieTd nox BHHMaHHE, IIpH Te3n cnyyan, TpaGea Aa ce MoeMaT MHOTC TETHOCTH H KOHLIEHTPALIMATA Ha
CEPYMHHTE EJIEKTPOJINTH M cTolHOCTHTe Ha pH TpsAOBa Ja §BAaT npociensBaHu.

Ilpn HapymeHns Ha BOAHO-NEKTPONHTHHA, KAKTO H Ha KHCENHHHO-AKANHWA OAIAHC, ENEKTPOJIUTHTE
Tpa6Ba g ObaT 3aMeHEHH, a KHCETMHHO-ANKAIHHA Ganane cnensa aa Oble KOMIeHCHpaH.

B cnywali Ha acnuparms, MoXe fia ce MOSBH TOKCHYEH GenoapoGeH OTOK, KOMTO H3HCKBA He3a0aBHO
HMHTEH3HBHO JIEYCHHE H M3KYCTBEHO AHUINAHE C TIONIOKHTEHO HAIATAHE.

5. PAPMAKOJIOTHYHY CBOUCTBA
5.1 GapMAKOAHHAMEYIHH CROICTBA

ATC Kon: A06ADI1S5
®apmaxorepanesTuiHa rpyna:; JlakcaTueM ¢ OCMOTHYHO AeHcTERE.




Oriomer € CMec 0T PA3NHYHA COMM MAKPOToN (TIOJIMETHIIEH FIIMKOM) 32 MPHIOTEIHE HA NepopaneH pasTBop 3a
nevieHNe Ha 3amek, PekaneH 3acToll M 33 mpOUMCTBAaHE HA YepBaTa. Pa3TBOPHT He ChIbpKA HATPHEB Cyahar
HJTHM 3axap.

Makporonure ¢ BHCOKO MOJIEKYJHO TE/I0, €3 IBITH JIHHEHHH MOJAMEPH, KOMTO MOTaT Ja ¢& CEBp3BaT C
potata. Cnen nepopaliHo IIPUNIOKEHHE, TE BOAAT IO yBeaH4aBaHe Ha BONHOTO CHABPKAHME HA YEpPBAaTa.
Togsa ypenyyaBane Ha 0feMa BOAM JI0 CA0ATENHOTO NeHCTBAE HA IEKAapCTBEHHA MPOAYKT.

I'oToBRAT 32 ynorpeba pasTBOp CHOBPKA GATAHCHPAHK ENEKTPOIHTH.

5.2 ®apMaKoKHHETHYHH CBOHCTBA

TlonneTHNAeH IMHKO € HHEPTHO BEHIECTBO, KoeTo ce abcopbupa B MHOTO HHCKa CTENEH NPH NpEMHHABAHE
TIpe3 CTOMAMHO-YPEBHMA TPAKT 1 He ¢& MeTabonn3upa,

5.3 MlpeAknBHHYHE JAHHH 33 Ge3onacnocT

HamMa sexninniIHy JaHHH, KOWTO 7ia ¢a OT SHAUEHNAE 3a JeKaps, NPeAMHCBaLL JIEKApCTECHHS TIPOTYKT.

6, PAPMALIEBTHYHH JAHHH

6.1 Cnuchbk HA HOMOLIHMTE BellleCTBA

MannHos apoMar, atecyidaM KarHit 1 IpeTHCTEHA BOJA.

6.2 HecnBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roaHocT

3 ropuHn.

CpoK Ha MOIHOCT CHET, MHPBOTO OTBapsHe: 3 ceAMUIM.

Cpok Ha roZHOCT HA TOTOBHA 3a WION3BAHE PasTROP: 48 vaca.

6.4 CienMaIHy yc/IOBHS Ha CLXpaHeHHe

Tosm nexapCTBEH OPOAYKT He H3UCKBA HHKAKBH CTIEMHANHH YCIIOBHA 32 ChXPaHEHHE.

6.5 Bua ¥ toABpXaHHE HA ONAKOBKATA

pospaqun kadasn 6yTuma ot TIET, ceaspxkams cboTBeTRe 100 ml, 200 mil, 500 ml n 1000 mi, saTBopenn
¢ kanagxka Ha BHHT or ITII/(IE, nocrasenu B kaproHeHa KyTus ¢ Mepurensa gammxa ot [ITL

IMpunoxeHaTa MEPUTENHA YaIlKA MMA CIeAHATE AeieHns: 2 ml, 2,5 ml, 4 ml, 5 ml, 6 ml, 7,5 ml, 8 ml, 10 ml,
12,5ml, 15 ml, 17,5 ml, 20 ml, 22,5 ml, 25 ml, 27,5 ml, 30 ml

He Bcraky BEIOBe oMakoBKH MOTAT A2 OBbIaT TIYCHATH B posiakGa.

6.6 CniemHaIHH NpeANAZHH MEPKH NPH H3XBLPASHE

Ononer e KOHUCHTPHPaH pasTBOP, kOHTO TpAGBa ce paspexaa ¢ Bola, 32 Aa C& NONYYH roToB 3a ynoTpeGa
pasTBOp (BHKTE TOUKA 4.2).




7. IPRATEXATE.]]I HA PAJPEHIEHHETO 3A YIIOTPEBA
MIP Pharma GmbH

Kirkeler Stralle 41

D-66440 Blieskastel, I'epmaHua

8. HOMEP(A) HA PAIPEUIEHHETO 3A VIIOTPEBA

20130130

9. IATA HA IMbPBO PA3IPENIABAHE/TIOJHOBABAHE HA PA3PEIIEHHETO 3A YIIOTPEBA

Jlata na mepBo paspeinasane: 01.04.2013
Jlara Ha mocnenHo noaHoBaRane: 19.09.2019

10. JATA HA AKTYANHIUPAHE HA TEKCTA

08/2021




