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400 mg punmupann TabneTkH , e 7,(7 M /‘7 /’ 9
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MIG-400

400 mg film-coated tablets e e 2 M SR Db o0 A8

2. KAYECTBEH H KOJIHYECTBEH CHCTAB
Besaka ¢giiMipana Tabnerka ceaspka 400 mg ndynpoden (ibuprofen).

3a MBNHMA CTIMCHK HA NIOMOLIHUTE BEIIECTBA, B3K. ToUKa 6.1.

3. JEKAPCTBEHA ®OPMA

dunmHpaHa Tabnerka.
bana go noutH 6ana, npoabarosara ¢uaMupaHa TabneTka ¢ ASNMTEHA YepTa OT ABETE CTPaHM, ¢
or6enazano “E” or ropHata cTpaHa M “E” oT ABeTe cTpaHH Ha JeJIMTEIHATa YEpTa.

Tabnerkara Moxe 1a Opae pasaeneHa Ha IBE paBHH NO3H.

4. KIVMHAYHN TAHBV

4.1 TepaneBTnuHH HOKAZAHHS

CUMIITOMATHYHO JICYEHHE Ha
- ciada 10 yMepeHo cHiHa 6oska
- BHCOKA TEMIIEPATYpA

4.2 Jlo3MpOBKA H HAYMHE HA NPHJIOKEeHHE

Zlo3uposka

Jlo3aTa e B ChOTBETCTBHE ¢ 00ACHEHHATA B cienHaTa Tabnuna. Ilpu aena n voHowH, MHIL-400 ce
NO3Hpa B 3ABUCHMOCT OT TEJIECHOTO TEIIO MM BB3pacTTa, No npuauHn ot 7 o 10 mg/kg TenecHo
TErJIO KAaTO EQHOKpaTHA A03a N0 MakcuMaiao 30 mgikg TenecHo Terno karo obilla AHEBHA A03a.
HHTepBansT MeXAY OTASAHHTE 1034 € B CHOTBETCTBHE CHC CUMIITOMUTE M MAKCHMAalHaTa AHEBHA
go3a. He Tpabea na 6v1e nox 6 yaca.

CaMo 3a KPaTKOCPOUYHO NPHIIOKEHHE.

AKO OIJIaKBaHHMATA TIPOXB/DKABAT NO-IBJIrC OT 3 AHHK NPH AUa H IOHOLIK M NO-ABArO OT 3 IHH NPH
JeYEeHHE HA BUCOKA TeMIleparypa U 4 1HU NpH JeveHne Ha Oonka npH BB3pacTHH, TpsAOBa na ce
NIOCETH JIEKap.

TesecHo TErI0 Eanoxparna a03a MakcuManHa AHeBHA X034
(BB3pacr) | (24 gaca)

20kg - 29 kg 200 mg nbymnpoden 600 mg nbynpodes

Heua 6 - 9 ronvnu =
30kg-39kg 200 mg ubynpoden 800 mg nbynpoghefi o WEHUMY o g
10 — 12 roauen ' > AN
> 40 kg 200 mg - 400 mg ubynpoden 1200 mg u6

(ronoun Bag 12 ronvnm ¢




Bb3PAaCTHH)

Haunn Ha npunoxenne

Tabnerkure MUT -400 ce normemar 6e3 ga ce ABBYAT, C FOAAMO KOJIMUECTBO TEYHOCT N0 BpeMe WIH
CJIE]] XpaHEHE.
3a malMeHTH C YYBCTBHUTENNEH CTOMaX ce npenopbusa Tabnerkure MHUI-400 na ce npueMar no Bpeme

Ha XpaHeHe.
HexenanuTe peakidy MOTaT Ja ce CBear A0 MUHMMYM, KaTO ce U3MOoN3Ba HaH-HUCKaTa epeKTHBHA

N03a 332 HaH-KpaTKus nepHol, HeoOX0aHM 3a KOHTpOJIMpaHe Ha CHMIITOMHTe (BX. T. 4.4).
Cnenududnn rpyns nanHenTH
Crapuecka BB3pacr

He ce H3ucKkea cnenuanHo Kopurupase Ha go3ata. [lopagu Be3MOXKHAA NpoQUI Ha HEXKENAHH
peakitiu (BX. T. 4.4.}, naleHTHTE B CTapuecka BB3pacT TpAOBa BHHMATENHO Aa C¢ NpocieasaBar.

bupeuna HEAOCTATHEYHOCT

He ce W3HCKBa HamajicHWe Ha A03aTa OpH NAlHeHTH C Ko A0 YMEPEeHO HapyleHa 616peyuna
GyHKIMA (32 NalMEHTH ¢ TEXKO HapyiueHa 0b0peuna dynkuus, BX. T. 4.3).

Yepuoapobua HenoctarpuyHoCT (BX. T. 5.2)

He ce M3HCKBa HaMajleHHe Ha 103aTa NMPH NALHEHTH C JleKo A0 YMEpeHO HapyLIeHa YepHoapoOHa
¢dyHKLus (32 MaLHeHTH C TEXKO HapyllleHa YepHoApoOHa QyHKuM, BX. T. 4.3).

ITeanaTpyyuHa NOMYJIANKA

3a ynotpebata npu Jeua W FOHOLIH, BXK. T. 4.3

AKO npH Aella Ha 6 TOOMHH H TIOBeue WIH NPH I0HOWIM ce Hanara ynorpedara Ha TO3H JIEKapCcTBEH
NPOAYKT 34 MOBeYe OT 3 AHH, WIH aKO CHMIITOMHTE C¢ BIIOIMAT, TpA0Ba jja ce MOCEeTH JeKap.

4.3 IIpoTuBOnNOKa3aHHA

. CBpBXYYBCTBHTENHOCT KBM aKTHBHOTO BELIECTBO HJIH HAKOA OT APYTHTE ChCTaBKM (M30pOEHH B
Touka 6.1); |

- AHaMHe3a 3a peakllHM Ha 6poHXocna3bM, aCTMa, PHHHUT HJIM YPTUKapHA cliell IpHEeM Ha
alleTUICATAIIMIIOBA KAUCEITHHA MITH ApYTH HECTePOMAHH NMPOTHBOBB3NAIHUTENHH;

- HeuzscHeHHM HapylIeHHA B KPBBOOOPA3YBAHETO;

- AKTHBHa WM aHAMHE34 32 PelldIMBUPALIA NENITHYHA A3B4/KPBHBOM3JINB (IBa HITH NOBEYE
OTAE/THH eNK130/1a Ha A0KA3aHAa 93Ba WIH KPHBOH3IHE);

- AHaMHe3a 33 CTOMAIIHO-YPeBeH KPbBOM3IUB WIH nepdopalii, CBbp3aHi C MPeALIECTBALIO
nevyenue ¢ HCTIBC;

- Mo3BYHOCHAOB WK APYT AKTHBEH KPBBOU3/IUE,;

- Texka ueproapoOHa nnu OEOpeuna puchyHKIMA;

- Texka cbpaeuna HepocTaThbuHOCT (Ki1ac IV mo NYHA);

- bpeMeHHOCT B NOCHeAHH TPHMECTLP (BXK. T. 4.6);- Heua noxn 20 kg (6 ronuuu), TH KaTo
Ta3¥ JI030Ba QopMa ¢ TOBA ChABPIKaHUE HA AKTHBHO BEWIECTBO HE € NOAX0MALNa,

44 Chnenuannk npeaynpexienns A ApeANA3HE MepPKH NpH ynorpeba

CroMalnHo-4peBHa Oe30MacHOCT

Tpabra na ce H30sarea enHoBpeMeHHoTo npunomkenrne Ha MHUI'-400 ¢ HCTIBC, srunou
LIMKIOOKCUTeHa3a-2 ceieKTHBHH HHXHOHUTOPH.

Hexenanure peakuum Morar 1a c€ MUHHUMH3HPAT KATO 34 KOHTPOJ Ha CUMIITOMMUTE/
HHUCKATa e(EKTHBHA 034 32 HaH-KpaTKo BpeMe (BX. T. 4.2 B CTOMALUHO-UYPEBHU U
PHCKOBE IO-A00Y).
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Crapuecka BB3pacT

[TaupienTHTE B CTapuecKka BB3PACT HPOSBABAT NTOBHILIEHA YECTOTA HA HEXENAHH PEakLH KbM
HCTIBC, ocobeHo cTOMaIIHO-YPEBEH KPbROH3NME M Nepopallys, KOUTO MOraT Jia ca (paTalHH {BXK. T.
4.2).

CToMallHO-YpeBEH KPBBOH3JIMB, A3Ba H nepgopanmi:

CroMalHo-4ypeBeH KPhBOHIIHNB, A3Ba WK nepgopaliia, KOUTO Morat Aa ca ¢paTanHy, ca cbobltaBann
10 BCAKO BpEME Ha JICUEHHUETO, ¢ HIIH Oe3 npeaynpeanuTe/iHi CUMITTOMH MM NpeALISCTBAlla aHaMBe3a
33 TEXKH CTOMAITHO-YPEBHH HHLMAEHTH.

PHCKET OT CTOMAIHHO-YpeBeH KPLBOH3IIHE, A3Ba MK nepdopaLiia € No-BACOK NIPH YBeIMUYEHHE Ha
aosure Ha HCIIBC, npu nauMeHTH ¢ aHaMHe3a 34 A3Ba, 0COOHO aKko € YCI0KHEHa ¢ KPBBOH3JIMB HIIH
nepdopauus (Bx. T. 4.3) H npH cTap4Yecka Bh3pacT. Te3H naLMeHTH TpAOBa Na 3allOMHAT JICUCHHETO C
BB3MOXKHO HaH-HHCKaTa BB3MOKHA N03a, [TpH Te3u nalMeHTH, KAKTO W NPH NAlHEHTH, [IPH KOUTO Ce
Hajlara €JHOBPEMEHHO NPHIOKEHHEe HA HHCKH 031 aCNMPHH HJTH APYTH JIEKapcTBa, KOWTO
yBeJIHYaBaT CTOMAIIHO-YpEBHHS PHCK, TPAOBa Aa ce 00CHAM KOMOHMHHPAHO JIEYEHHE C NIPOTEKTHRHH
areHTH (Hanp. MA3ONPOCTO]! MK HHXHOMTOPH Ha MIPOTOHHATA [IOMIIA) (BXK. NO-J0NY U T. 4.5).

[lanienTH ¢ aHAMHE3A 34 CTOMALIHO-YPEBHA TOKCHIHOCT, OCO0EHO B cTapyuecka Bb3pacT, TpabBa na
¢ch0oO1IaBaT BCHYKH HeoOMJaliHH KOpeMHH CHMITTOMH {Haii-Be4e CTOMAIHO-UpeBEeH KPEBO3HIIHB)
0¢00€HO B HaYAJIHHTE CTAJIHH Ha JIEUEHHETO.

[Ipenoprura ce BHHMAHUE NPH NALIHEHTH, KOUTO NIONYYaBaT CHITBTCTRBALLO JICYEHHE, KOETO MOXE Jla
YBEJIHYH PUCKA OT A3Ba H KPBLBOH3IIHB, KaTC NEPOPATIHH KOPTHKOCTEPOHAH, AaHTHKOAryAAHTH, KaTo
Bap¢apHH, CEIEKTHBHM HHXHOUTOPH Ha 0OpATHOTO 3aXBalllaHE Ha CEPOTOHHHA WITH
aHTUTPOMOOLIMTHH BEIECTBA, KaTO aCIHPHH (BXK. T. 4.5).

Ilpy nosBa Ha CTOMALIHO-4YPEBCH KPHBOHINE WK A3Ba IPH NauueHTH, npuemai MHI -400,
nedeHneTo TpabBa aa GbAe MpeyCTaHOBEHO.

HCIIBC Ttpabea na ce npwiaraT ¢ BHUMaHHe 1IPH NaLUeHTH ¢ aHaMHe3a 32 CTOMAlHO-4YPEBHH
3a0onapanms (yianepozen komaT, Sonect Ha KpoH), Thit KaTO Te3M CHCTOAHMR MOTaT Aa ce 0DOCTPAT
(BkK. 4.8).

ChpAeYHOCHA0BH H MO3BYHOCHAOBH eeKTH

Heobxopumo € BHUMaHUE (KOHCYATALMA ¢ AeKap UMY dapManesTy) Npenu 3anoysade Ha NSUSHUETO
NPpH NMallHEHTH ¢ aHAMHE3a 3a XMNEePTOHHA H/HIH ChpAeYHa HeAOCTATHYHOCT, TEH KaTO BbB BPE3Ka C
nedeHue ¢ HCTIBC ca cpobimaBany 3a/ipbkKa Ha TEUHOCTH, XMNEPTOHUA H OTOLH.

KiauHnunyTe npoy4BaHHA MOKA3BaT, Ye yriorpedbaTta Ha n6ynpogeH, ocobeHo BbB BHCOKH J03H (2400
mg/aeH), MOXKe Ja € CEBP3aHa C NOBMIIIABAHE HA PUCKA OT apTEPHANHU TPOMOOTHYHM CHOUTHS
(nanuMep HHGDAPKT Ha MHOKapAa WIH HHcynT). KaTo uano enneMuonoryyHuTe NpoyyBaHHs He
MOKa3BaT BpB3Ka MEXAY npuema Ha nOynpogen B HUCkM fo3n (T.e. < 1200 mg/neH) n noBuIaBaHE
Ha PUCKa OT aTepHaJIHA TOMOOTHYHH CHOUTHA.

ITalneHTHTE ¢ HEKOHTPONHpaHa XUIIEPTOHHKY, 3acToiiHa chpAe4Ha HenocTtarbyuHocT (11-111 no NYHA),
yCTaHOBEHa HCXEMHW4Ha HonecT Ha chpueTo, nepudepHa apreprHanHa 601eCcT W/HIH MO3BYHOCHOBO
zabonsaBane TpabBa na OnaaT sekyBaHu ¢ uOyripodeH camo Ciie] BHHUMaTeIHa IIpeLieHKa H 1a ce
w304rear BucoxkuTe Ao3u (2400 mg/nex).

Tpabea na ce H3BbpIIBa BHUMATE/HA TNIpelleHKa H NMPeaH 3all04YBAHE HA ABLJIFOCPOYHO NIEYEHHE HA
NALMEHTH C PUCKOBH (pakTOpH 3a CHPACYHOCHAOBH CHOUTHA (HAIP. XUMCPTOHHSA, XHUIIEPIIHII

no3u (2400 mg/nen).

KoxHK peakliy



TeXXKM KOAHHA peaKUHH, HAKOH OT KOUTO (DAaTaNHK, BKIIOUYHTENHO eKCONHATUBEH IepMaTHT,
cuaapoM Ha CTHBbHC-/[KOHCHH M TOKCHYHA €MHAepMaiHa HEKPOJIH3a, ca choDIAaBaHH MHOTO PAAKO
BBLB BpB3Ka ¢ npunoxenuero va HCIIBC (Bx. 1. 4.8). Hali-BUCOK pHCK 32 NIposiBa Ha TE3H peaKiiH
MpH TALHEHTHTE HMa PaHO B Kypca Ha JIYEHHETO: HAUaJ10TO Ha peaKkiiaTa B IIOBEUYETO Ci1y4aH € 1pe3
nepeus Mecel oT neuenueto. Ilpuemsr na MHUI'-400 Tpadea na 6bae npeycTaHOBEH IIpH ITHPBATA
NposBa Ha KOJKeH OOpHB, IMTABHYHH JIE3HH WIH BCEKH APYT NPH3HAK Ha CBPBXYYBCTBHTEIHOCT.

Apyru 3a6enexKu

MHI'400 rpabsa na ce npunara caMmo ciejl CTPOra NpeleHKa Ha ChOTHOLIEHHETO TO/3a/PUCK:
- npH cuctemeH nynyc epuremaropec (CJIE) u cMeceHa creAMHATENHOTEKAHAA DonecT —
NOBHLIEH PHUCK OT acCITHYEH MEHUHIHT (BK. T. 4.8).

Ocobeno BHUMATENHO NpociIcAABaHe OT JICKAP Ce H3UCKBA:

- IIpH CTOMAIDHO-YPEBHH OIJIaKBaHHA MNH aHAMHE34 3a XPOHHYHH YpEeBHH BB3NANUTENHA
3ab6os1BaHug (ynuepo3eH Konut, 6onect Ha Kpon);

- MpY BUCOKO KPBBHO HAMATAHE WM ChPAEHHA HEAOCTATHYHOCT;

- IIpu HapylleHa 0nopeyHa QpyHKIu;

- NpH YepHoapoOHa AuChyHKLMA;

- BEHATA Clie) rOfieMH XUPYPIitiiy NPoLeaypH;

- IpH NalMeHTH, KOUTO CTPAJIaT OT CEHHA XpeMa, Ha3alHH MOJIMIK WM XPOHHYHH 0OCTPYKTHBHH
pecnMpaTopHH 3a00NABaHHA, ThH KAaTO ITPH TAX € HaHLIe NOBHIISH PHCK OT aleprudHH
peakiid. Te MOrar ia ce NposSBAT KATO aCTMATHYHH NPHUCTHIH (T. HAp. AaHANMETHYHA 4CTMAa),
eneM Ha KBuHKe WiIH ypTHKApUS;

- OpH NALKMEHTH, KOUTO Ppearupar ajleprdyHo KM JpYyTH BelllecTsa, Thi KaTo NpH TIX € BalHile
MOBHINEH PUCK OT peaklii Ha CBPBXYYBCTBUTENHOCT NpH ynorpedbara Ha MHI-400.

TexKH OCTPH peaKLiii Ha CBPBXUYBCTBHTENHOCT (Hamp. aHaQUIaKTHYEH IOK) ca HabmonasaHu
MHOTO paako. IIpH nepBHTE NPH3HALIM Ha pEeaKUMA HAa CEBPbXUYYBCTBHTEIIHOCT CIIe
npueM/npunoxkenne va MHAI'-400, neqenmnero Tpsadra aa ce cnpe. B cChOTBETCTBHE CHC CUMITTOMHTE
TpsaOBa a ce npeanpueMaT MeJUIMHCKH MEPKH OT CIelManu3vupaH MepcoHall.

U6ynpoden, akTHBHOTO BewecTBo HAa MHIT-400, Moxe BpeMeHHO fa nHxH6Mpa TpoMboLMTHATA
dyHkums (TpoMOOLMTHATa arperanus). ETo 3aino mampeHdTH ¢ HapyImeHo KphBOChCHpBRaHe TpAbBa
BHHMATENHO K& C€ Npociaendear.

[Tpu npoapikurento npunokenne na MU -400 ce nancksa penosno npocnenasate Ha
YepHOAPOOHUTE CTOHHOCTH, OBOpeuHaTa QYHKLMA H KpBBHATA KapTHHA.

IIpoABIKUTETHOTO MIPHIOKEHHE HA BCAKAKBB BHA 60NKOYCIIOKOABALIO 3a ri1aBodonue Moxe Aa
OOBEZle 10 HEOBOTO BIOMIaBaHe. AKO TOBA CE CYUH HIIM ce NOA03Upa, CE Hajlara KOHCY/ITaLMA C
Jiexap H NpeyCTaHOBSBaHE Ha JieuerueTo. /JJHartdosara raapodonne BesieACTBHE Ha MPeRO3UpaHE Ha
nexkapcTBa TpAGRa fia ce MMa NIPEABM IPY NALMEHTH, KOMTO YECTO MK BCEKH JIEH UMAT IaBoboIHeE,
BBNpEeKH (MM Niopaar) peaoBHaTa yroTpeba Ha aekapcTBa 3a rinasobonue.

Haii-o6mo penoBHOTO NpuUnoxeHHe Ha 60NKOYCTIOKOsBaLlH, 0CO6EHO Ha KOMOMHALIHA OT HAKOJKO
60JKOYCIOKOABAH aKTHBHH BEWIECTBA, MOXKE Aa AOBeAe 10 nepcucTrpaino O06peuHo yBpeKIaHe ¢
pHCK OT OBOpPeYHa HEROCTATBPYHOCT (aHaNreTHYHA Hedpornarua).

[lo n3kmoueHne, BapHienara Moxe Ja Ob/ie IpUUMHA 3a TEKKH HHPEKUMO3ZHH KOXKHHU YCNOKHEHHA H
TeXKKM HHGEKIHO3HH YCI0XKHEHHA HA MEKHTE ThKaHH. Jlo MOMEHTa BlIOIIAaBaHETO NpH ynorTpebaTa Ha
HCIIBC npH Te3n undexny He Moxe na 6bae n3knoueno. ETo 3amo ce npenopbysa jga ce r'Ba
ynorpebara Ha MUT -400 npu Bapunena.

Ilpu eanospemennoTo npuiaokenne Ha ankoxon ¢ HCIIBC, Hexenanure peakumH

aKTHBHOTO BELIECTBO, 0COGEHO N0 OTHOLIEHKE HA CTOMAIHO-YPEBHUS TPAKT HiH
HCPBHaA CHCTCMa, MOrarT aa ¢ 3aCHJIAT,



[To orHOLWIEHHE PEPTHNHTETA Ha KEHHUTE, BXK. T. 4.6.

IleayaTpyyHa nonynalu4
Hma puck oT 650peuHo YBpeKAaHe MPH AeXUIAPaTHPAHH Jella U FOHONIH.

4.5 B3anMoaelcTBHE C APYTH JIEKAPCTBEHH NPOAYKTH H ZPYTrH (JOpMH HA B3aHMOAeHCTBHE

HN6ynpoden (nogobro Ha apyrure HCIIBC), Tpabea aa ce npHiara ¢ BHUMaHHE CBC CIICAHUTE
JICKapCTBEHH BELECTERA:

Apyrn HCIIBC, BKIIOYHTEAHO CATHIHIIATH

EanoppemennoTo npunoxenue na Hakonko HCIIBC Moxe na yBennun pucka OT CTOMAaLTHO-4YPEBHH
A3BH M KPBBOM3IIKE Nopany cuHeprudeH edekxr. ETo 3amo tpsabea fa ce u3barsa eHOBPEMEHHOTO
npunoxxeHue Ha uOynpoder ¢ apyrn HCIIBC (Bx. 1. 4.4).

HIroKCHH., B¢HHTOHH, JIMTHH
EnnoBpeMeHHOTO nprnoxeHde Ha MUI'-400 ¢ aurokchH, QEeHHTORH WIH JTUTUH MOXe J1a YBENHYH
CEepYMHWTS HUBA HA TE3W NeKAPCTBEHH NponykTH. [Ipu npasninno npuiokenue (3a MakcuManHara
NPOABIOKUTESIIHOCT BXK. T. 4.2 ) O NPHHIIMI HE C& Hanara IMpocieAsBaHeTo Ha CEpyYMHHTE HHBa Ha
JIMTHA, AMIOKCHHA U (pEHUTOHHA.

Inypernin, ACE-UHXAOHTOPH, OeTapelenTOpHH Oa0kepH U aHTHOTeH3UH-11-aHTarOHUCTH

HCTIBC morart za HaManAaT eexkra Ha AMYPETHLMTE U Ha ApYTH aHTHXHUNEPTEH3HBHY JekapeTsa. ITpn
HAKOH NAallHEHTH ¢ KOMNPOMEHTHpaHa 650peuna QyHKia (Hanp. ZeXHAPATUPAHH TTAHUEHTH HNH
MalHEHTH B CTApYecKa BB3PACT ¢ KOMIIPOMEHTHpaHa 60peuHa (PYHKLMNA), €IHOBPEMEHHOTO
npunoxeHue Ha ACE-umxauburopn, 6erapenentopHu OiokepH Wil anruorensiH-11-aHTaronucTy M
areHTH, KOMTO HHXHOHpAT LMKJIOOKCHTEHA3aTa, MOXKe [1a JIOBEAE 10 AOMBJHHTENHO YBPEKAAHE HA
0B6peunaTa QYHKIHA, BKIIOUHTENHO BEPOATHA ocTpa OhOpedHa HeIOCTaTEUHOCT, KOSTO OOUKHOBEHO
e obpatumMa. ETo 3amo xomOuHalmara TpaOBa Aa ce npunara ¢ BHUMaHHe, 0co0eHOo B cTapuecka
Bp3pact. IlatuenTure Tpabea na 6baaT JOCTATHYHO XUIOPATHPAHH H TPAOBa Ja CE HMa B [IPEABU
npocneAsBaHe Ha ObOpeyHaTa (PYHKIMA ciell 3anouBaHe Ha KOMOMHMPAHOTO IEUEHUE K NEPHOAUUHO
cien ToBa. _

EnnoBpeMenHoTO npunoxenue Ha MUIN-400 1 kanuii-cpXpaHaBaliy JHypeTHIM MOXKe Aa IoBenae 110
XUNEPKATHEMHA. |

KoprHkocTEPOHaH
IloBnmen puck OT cTOMAIHO-YPEBHA A3Ba H KPBHBOM3NUB (BK. T. 4.4).

AHTHTPOMOONMTHH BEIECTBA H CENEKTUBHA HHXHOUTOPH Ha 0OpaTHOTO 3axBalllaHe HAa CEPOTOHHHA
(SSRIs)

TloBHilIEH pHCK OT CTOMAIIHO-YPEBeH KPBBOU3NUB (BX. T. 4.4).

AUETUNCANTHINNOBA KMCENHHA
EnHoppeMeHHaTa ynoTpeba Ha HOynpodeH M alueTHICAMUHMIIOBA KHCEIHHA ODHKHOBEHO HE €
NpenopbYHTENIHA NOPAH NOBHLIEHUA PHCK OT HEXKENAHU peaKllHH.

ExcrniepMMeHTaAIHHTE JaHHU MOKa3BaT, Ye NpH €XHOBPEMEHEH NpueM HOynpodeH MOKe KOHKYPEHTHO
Ja NoTHCcKa e(heKTa Ha HHCKH J03H aleTUICATHIMIIOBA KHUCENHHA N0 OTHOIUEHHE Ha TpoMOoLIMTHATA
arperauus. Berpekn ye AMa HEACHOTH OTHOCHO CKCTPANOJIMPAHETO HA TE3H NAHHU KbM KINHUHWYHUA
Cyvaii, He MOXKe Jla Ce W3KIIOYM Bb3MOXKHOCTTa PeIoBHaTa ABIrocpouna ynorpeba na ubynpodgeH aa
HAMAIABA KapAHOMPOTEKTHBHHA €(QEeKT Ha aneTHNCATHLHIOBA KHUCEIMHA B HHCKH J03H. CMsTa

edekT (BX. Touka 5.1).
MeTtoTtpekcar
ITpunoxernuero Ha MHI™-400 24 yaca npeay HAK clen NPUAOKEHHETO HA METOTPEKCAT,

JOBENE A0 NMNOBUIUCHH KOHUCHTPALIMHA HA METOTPECKCAT H O YCHABAHE HAa TOKCUYHHA M A
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uHKJIOCHOEHH

PuckbT oT yBpeKIaHe Ha OBOpenNTe OT NHKIOCTIOPHH MOXKE [1a C€ YBEeITHYH TPH €IHOBPEMEHHO
NpHIOKEHHE Ha HAKOM MPOTHBOBB3NAIIHTE/HA JIeKapeTBa. 103 epeKkT He MOXKE J1a C€ H3KIIOYH ChLIO
H NpH KoMOHHAUMATA Ha HHKIAOCTIOpHH ¢ HOyNpodeH.

AHTHKOArYIIAHTH
HCTIBC morat aa yeunar edekTa Ha aHTHKOArynauTATe, Kato sapdiapuH (BK. T. 4.4).

Cyndonunypeitnu

KNHHAYHHE NpOYYBaHHS MOKA3BaT B3aHMONCHCTBHA MEXKAY HECTCPOUAHHTE NNPOTHBOBB3NAIHTEIHH
nekapcrsa i aHTHgHabeTHHTe (Cyndonunypeiinn). Benpeku ye 10 MOMeHTa He ca chobmaBaHH
B3aHMOJECACTBUA MEXKIY HOYnpodeH u cynQoHUTYypeHHH, IPH ¢AHOBPEMEHHOTO HM IIPHIOKECHHE
KaTO Npeaiia3Ha Mapka ce NPenopbiBa NpocneNsBane Ha CTORHOCTHTE Ha KpbBHATA 3axap.

Takponumyc
[Ipu eqHOBPEMEHHOTO NPHIIOKEHHE HA JBATA JIEKAPCTBEHH NPOAYKTA ce YBEJIHYABa PHCKa OT

He(PpPOTOKCHYHOCT.

SUAOBYIHH
Hma aokazaTeNcTBa 33 NOBHIISH PUCK OT XEMapTpo3H H xeMaToMu npH HIV-no3HTHBHH

XeMOGHINLIHA, KOHTO pHEMaT ¢IHOBPEMEHHO 3HAOBYIHH U HOYTIpodeH.

IIpofSenena it cyndpHHINpa3oH

JlekapcTBeHHM NMPOAYKTH, KOMTO ChIBKAT npobeHel i ¥ cynpHHINPA30H, MOTAT Aa 3abaBAT
eKCKpelHITa Ha HOynpodeH.

4.6 DepTHANTET, OPEMEHHOCT M KbHPMEHE

bpeMeHHOCT
HuxubupaHeTo Ha rpocTarlaHAMHOBAaTa CHHTE32 MOXKE [1a NOBJ/IMAE HEOIArQnpHATHO OpeMeHHOCTTA

WM eMOPHOHATHOTO ¥ (PeTaSTHOTO pa3BuTHE. JIaHHH OT eNHAEMHONOrHYHH NPOYYBAHAs 110Ka3BaT
MOBHIIIEH PHCK OT CIIOHTAHHH abOpPTH M ChpAEYHH Maii(opMaLIA H FaCTPOCXHM3HC cllen yrorpebara
Ha UHXHOHTOPH Ha NMpocTarIaHARHOBATA CHHTE3a IIPH paHHa OpeMmeHHOCT. CUMTa C€, Ye pHCKBT Ce
YBEJIMUaBa € J03aTa H TIPOAB/DKUTEIHOCTTa Ha Tepanuiira,

[Tpy KMBOTHH MPUNOKEHHETO HA HHXHOUTOPH HA NPOCTaraaHIMHOBATA CUHTE3A BOAY O YBEIHUCHH
npe- H NOCTUMILIAHTALHOHHH 3ary6n n eMOpHo-¢etanen netanureT. OcBeH TOBA € CHOOLIEHA
YBEJIHYEHa 4eCTOTa Ha pa3HYHM MasiPOpMAaLIi, BKIIOUUTEIHO ChPACHHOCHAOBH, IPU )KHBOTHM, Ha
KOMTO ¢4 NpHaaraHd HHXHOHTOPH Ha MPOCTAT/IaHAMHOBATA CHHTE3a 10 BpeMe Ha NepHoaa Ha
OpraHoreHesara.

[To speme Ha IbpBMA ¥ BTOPHS TPHMMECTHp Ha DpemenHocTTa, Wbynpoden ne Tpabsa na ce npunara,
OCBEH aKO HE € W3K/IIOYHTEIHO HAJIOKHTENHO. AKO HOYNpodeH ce MpHeMa OT JKEHM, KOHTO ¢e OIHTBAT
na 3a6peMeHesT UiTH 110 BpeMe Ha ITbPBHA M BTOPHA TPHMeCTHP Ha OpeMeHHOCTTa, Ao3aTa TpadBa Aa ¢
BB3MOXKHO Hall-HHCKATa, a NPOABIKHTETHOCTTA Ha JleYeHHe — Bb3MOXHO Hail-KpaTka.

ITo BpeMe Ha TPETHA TPHMECTHP Ha OpeMeHHOCTTa, BCHUKH HHXUONTOPH Ha MpOCTarlaHaHHOBaTa
CHHTe3a:
- MOTaT Jla U3N0XKaT MJ104a Ha:
¢  KapIHOMyJMOHAJIHA TOKCHYHOCT (C NMpekacBpeMeHHO 3aTeapsaHe Ha ductus arteriosus M
benoapobHa XMNEPTOHMA );
e OnOpeuna guchyHKIMA, KOATO MOXKE Ja nporpecupa Ao 6uOpedHa HeaocTa
OJIUTOXHIPAMHHOH;
- MOraT na AOBEIAT NpH MalikaTa K [11o4a B Kpad Ha OpeMEHHOCTTa J0:
¢ PBB3IMOXHO YBEJIMUEHO BpeMe Ha KbpBEHE, IPOTHBOCHCHPBALL €EKT, KO
HACcTBNY JOPH K TIPH MHOTO HHCKH JO3H;
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® TOATHCKaHe HA MATOYHUTE KOHTPAKLIHWH, KOETO BOAM J10 3a0aBeHO WM YOABIKEHO
paxpaane,

CnenosaTenHo nOynpodeH € NMpOTHBOMOKA3aH 10 BpeMe Ha TpeTHS TPHMEeCThp Ha OpeMeHHOCTTA.

Knpmene
AKTHBHOTO BemecTBO HOYNIpodeH H HeropUTE MeTabONHTH NMPEMHHABAT B MaJIK¥ KOJIMYECCTBA B

MaiiurHOTO MASKO. TBil KaTo q0ocera He ca H3BECTHH BPEAHH TOCIIEAMLIM PH HOBOPOACHOTO, IO
TIPHHLMII TIPH KPaTKOCPOYHO NPHIOKEHHE RE CE H3HCKBA NPEYCTAHOBABAHE Ha KbPMEHETO.

DepTHIMTET

Hanuunu ca JaHHHU, Y€ JTEKapCTBa, KOWTO HHXHOMPAT LMKIIOOKCHI€HA3a/MpocTarjlaHiMH CUHTe3aTa
MOTAT Ja HapymaT GepTHIHTETA Ha JKeHaTa Ype3 MOBJIHABAHE Ha OBYNaluATa. T0Ba e 00paTHMO NpH
NPESYCTAHOBABAHE HA JICYCHHETO.,

47 EdexTn BhpXy cnocodnocrra 3a modupane n padora ¢ MAINHA

Tsit kaTO IpH NpuAoKeHHe Ha BBCOkH Aoz MHI-400 Mmoxe Aa ce npoaBaT HeXeEJIaHH peakiMH OT
CTpaHa Ha LIEHTPAJIHATA HEPBHA CHCTEMA, KaTO OTNAARANOCT M 3aMagHOCT, B H30IMPaHH CIy4aHd MOXe
Jla Ce HapYLIH CITIOCOOHOCTTA 3a pearHpaHe M aKTUBHO YYacTHE B YIIMYHOTO ABIKEHHE H pabora ¢
MaiyH|. ToBa Baky B O-rojgMa CTereH Mpy KoMOHHAIHA ¢ aNKOXO0J1.

4.8 HexeaHH NeKapcTBEHH PEAKIHE

3a OoLIcHKA Ha HeXXCNaHUTE PeakiiuM KaTo 6a3a ce mpueMa ¢neaHaTa YecToTa:

MHoro uectn: > 1/10;

YecTu: >1/100 oo < 1/10;
Heuectu: >1/1 000 oo < 1/100;
Penkn; >1/10 000 mo < 1/1 000;
MHoro peaku: < 1/10 000;

C Heu3BeCTHA YECTOTa: HEeCTOTATA HE MOXKE 4 ce onpeaciivi OT HANHYHHUTS NaHHH.

CoHCHKBT OT CNIEHHTE HEXeJIaHKM peakiii 00XBallla BCHYKH HEXKEIaHU peaKLMH, KOUTO €a H3BECTHH
npu JiedeHue ¢ H6ynpodieH, BKIIIOYUTENHO H TE€3H IIPH MPHNOKEHHE Ha BHCOKH JI03H 32
NPOABIDKHTENHO BpeMe TIPH NalMeHTH ¢ peBMaTH3bM. IlocoueHara yecToTa ce OTHACA 3a MHOTO
penxH co0IeHU, IPH KPATKOCPOYHO NpPHIOKEHHE Ha N03M 10 MakcumanHo 1200 mg ubynpogeH 3a
nepopaltiy 10z0BH Gopmu M MakcHManHo 1800 mg 3a cynoauropus.

Tpa0OBa na ce uMa NpeaBHI, Ye CIEAHHTE HEXKEAAHN peakUMH ca A030-32aBUCHMH H BapHPAT NpH
PasIHYHWTE NaLlHEHTH.

Hait-yecTo HabmonasaHHTE HeXENaHH peaKLiHK Ca CTOMALIHO-YPEeBHH 110 npousxoa. Morat na
BL3HHKHAT TENTHYHM A3BH, NIepdhopanma Wi CTOMAIIHC-UPEBEH KPBBOHU3IIMB, MOHAKOra (arTaneH,
ocobeHOo NpU crapuecka Pe3pacT (BK. T. 4.4). Cnen npuiaoxeHe ca cbo01laBany rafieHe, MoBpbIIAHE,
nuapud, QuaTyleHnus, 3anex, AMcnencus, kopemHa 0onka, MEJeHa, XxeMareMesa, YALepo3eH
CTOMATHT, eK3auepOauua Ha KoauT u 6onect Ha KpoH (Bx. 1. 4.4). [To-paako e HabmonaBad racTpHr.
PucksT 0cobeHo OT NposBa Ha CTOMALIHO-YPEBEH KPBBOH3IMB 3aBHCH OT NPHICKEHATA 1034 H
NPOABL/DKATENIHOCTTA Ha yNoTpeDda.

Hma ¢cbo01ieHns 3a 0TOK, XHTIEPTOHUA H ChPAEHHa HEAOCTATBYHOCT BLE BpbiKa ¢ jedeHue c HCTIBC.

(2400 mg/acH), MOXe Ia € CBbP3aHA ¢ NOBALIABAHE HA PHCKA OT apTepHATHH TPOMO
(HanpuMep UHPAPKT HAa MHOKapJa Wi UHCYNT) (BXK. T. 4.4).



Hudexuyn u nudecraiyy

MHoro psako e onHcaHa ex3aunepbanns Ha nHGpEKLMO3HK Bb3naneHus (Hanp. pasBUTHE Ha
HEKPOTH3UPALL (PACLIMHAT) NPH TIPHIIONKEHHETO HA HECTEPOHIHH ITPOTHBOBBINAIMTENHH CPEACTBA.
Tosa Haili-pepOATHO € CBEpP3aHO0 ¢ MEXaHH3Ma Ha JeHCTBHE Ha HECTEPOHAHUTE NIPOTHBORB3NAINTENHH
CPEACTBA.

ITpH nosiea MK BAOLIARAHE HA TIPH3HALM Ha HHQEKIHA 10 BpeMe Ha npunoxenue Ha MHUI'-400 ce
NpenopsLYBa NalMEeHTHT BeHara xa rnoceTH jgekap. Tpadpa Ja ce npelLieHH AajlH TOBA € NIOKa3aHMe 32
aHTHMH(EKIHO3HA/aHTHOMOTHYHA TepanHs.

MHoro paako NpH npanokeHue Ha ubynpodeH ca HabAOAARBaAHH CHMITTOMH Ha aCeNTHYEH MEHHHTHT
C BparHa pHrHAHOCT, rNaBofoHe, rajicHe, MOBPBIIaHe, BHCOKA TEMIICPAaTYpa H 3aMBITICHO Ch3HAHMe.
MauuenTy ¢ aBTOMMYHHH 3a6onasanua (CJIE, cMeceHa CHEARHHTENHO-ThKaHHA 00JIECT) U3rIeKaa ca

NpenpasnoaoKEHH.

Ha €HHA HA KPBBTA U AUMQHATA CHCTEMA

MHOTO penkn: HapylIeHo KpeBooOpasyBane (aHeMHA, JISBKONEHHA, TPOMOOLMTONEHNA,
NaHLUMTONEHAA, arpaHyJIoLMTO34).

[TspBUTEe Gene3u MOraT fa ca NOBHIICHA TeMNEPATYPa, BB3NAASHO I'bPJIO, IIOBEPXHOCTHH paHHYKH B
yCTaTa, TpHIIONOA00HH OIUIAKBaHHA, CHIHA OTIAAHAJIOCT, KEPBEHE OT HOCA H OT KOXATA.

KpbBHaTa KapTHHA TpaOBa ia ce NpocAeNaBa peAOBHO NPH NPOIBIKHTENHO JICYEHHE.

HapyinenMs Ha HMYHHATA CHCTEMA
HeuecTH: peakuy Ha CBpBXUYBCTBHTEHOCT ¢ KOJKEH 0OpHEB H chpOesk, KAKTO B aCTMATUYHH

NPUCTHNH (C BE3MOXKHO CNaZiaHe Ha KPBBHOTO HANATAHE).

[TaunenTHT TpSOBa Aa € HHCTPYKTHPAH A YBEAOMM BeHara nekap u crpe npuema a MHUI'-400 »
TO3H CIy4ai.

MHOro pesiku: TEXXKH reHepastH3HpaHH peakllHid Ha CBPBXYYBCTBUTENHOCT. Morar fia ce nposBAT KaTo
OTOK Ha MLIETO, MOJAYBaHe Ha €3MKa, OTOK Ha JIapHHKCa CBhC CTECHABaHe HA NTHXATeTHHTE IThTHLIA,
pecnHpaTopeH OUCTpeC, CHpUeOHEHE, CNlaJiaHe Ha KPBRHOTO HaJIgraie A0 JKHBOTO3acTpalllapaill MoK,
AKO HAKOH OT TE€3H CUMITTOMH C€ NPOABH, KOSTO MOXE a C€ Cy4H AOPH H NPH OBPBO NMPHIOKEHHE,
ce M3NCKRa He3abaBHA Jiekapcka HaMeca.

[IcHXHuHK HApYIIEHHA
MHoOro peaki: ICHXOTHYHH PeaKIiuH, ACTIPECH.

Hapyurienusa Ha HEpBHATa CMCTEMA
HeuecTi: HapyilleHHa Ha [IEHTpaJHaTa HEPBHA CHCTEMa KaTo riiaBobonue, 3aMasHocCT, Oe3cbHue,

BB30yaa, TPEBOXKHOCT, pasaApasHUMOCT WK OTHAJHAIOCT.

HapymieHus Ha oYUTe
HeyecTy: 3paTEIHM HapylIeHHA.

Hapyinerna Ha yiiMre v jadupunTa
Penku: THHUTYC.

ChrpaeyHHd HAPYLICHUS

MHOro peZikM: NAJINKTAIIHH, ChpAeUHAa HEAOCTATHYHOCT, HHPApKT Ha MHOKapAaa.

CBAORH HapYWIEHUA
MHoro peakH: aprepHaiHa XUnepToOHus

CroMallHO-YpeBHH HAPYHIEHUS




Yectit: cTOMAIIHO-UPEBHH OMaKBaHHA KaTO NUPO3HC, KopeMHa Doka, rajieHe, NOBPbLIAHE,
bnarynennya, [Uapys, 3aneK H JeKH CTOMALIHO-YPEBHH KPBBOH3IHUBH, KOHTO 10 H3KIIOYEHHE MOTaT
7a AOBeNaT N0 aHeMMu4.

HeuecTn: cToMalllHO-UPEBHH A3BH, C BE3MOKEH KPLBOUINUR WK nepdopatus, YauepoieH CTOMATUT,
ex3alepbauid Ha KonuT WM Gonect Ha KpoH (Bx. T. 4.4), racTpur.

MHoro peaks: €30¢arur, naHKpeaTur, obpasyBaHne Ha YpeBHH, NOAOOHH HA ABagparmMa CTPYKTYPH.

IMaimeHTHT TPAGBa Aa OBJe MHCTPYKTHPAH Aa Cipe MpHeMa Ha JIeKapcTBEeHUA NIPOAYKT M A OTHHE
BEHATA NPH NIEKap NpH MOABa Ha CHIHH O0JIKa B ropHaTa 4YacT Ha KOpeMa HJIH MEJeHa WiIH
XeMaTeMesa.

Xenato-6MnHapHU HapYIIEHAS
MHoro peaky: HapyieHHa Ha d4epHoapoOHaTa pyHKIyas, HepHOAPpOOHO YBpexXaaHe, ocobeHo MpH

NPOABIDKUTEIHO JIEYCHIE, YepHOAPOOHa HEAOCTATBYHOCT, OCTBP XENATHT.

HapyineHys Ha KokaTa M NHOAKOMHATA ThKAH
Mmnoro penxi: 6y103HM peakliuM, BKITIOUHTEIHO CHHAPOM Ha CTHBBHC-/PKOHCHEH H TOKCHYHa

enuepMaliHa HEKPOIH3a, Kocoraz (aoneius).
C HemspecTHa 4ecTOTa: JIeKkapCTBEHA peakyd ¢ €03UHOMWIHA U cucTeMHH cuMiroMu (DRESS
CAHAPOM).

[To m3KTOYeHUe MOTAT Aa BE3HUKHAT T€KKH KOXKHM MHGEKUMH H MEKOTHKAHHH YCI0KHEHHA NTPH
Bapuiiena (Bx. ceino “HMHdexiy 1 HH(pecTanun™).

Hapyiienus Ha 6n6petnTe ¥ NHKOYHWTE NHTHINA

MHoro pezikh: 06pasyBaHe Ha OTOLH, 0coOeHO NpU MaLMeHTH C apTepHaIHA XHIIEPTOHUA WIH C
6b0peuna HeIOCTATBYHOCT, HEDPOTHUSH CHHAPOM, HHTEPCTHLIHAIEH HeQPHT, KOHTO MOJKe Jia ce
CBIIBTCTBA OT OCTpa OBLOpeUHa HEJOCTaTBYHOCT. |

VYepexxnane Ha 6p6peuHara ThKaH (manmnapHa HEKPo3a) ¥ NMOBMIIEHH KOHLICHTPALIMA Ha TMKOMHATA
KHCEJIMHA B KPBBTA CHIIO MOI'aT @ Bb3HHKHAT.

Erto 3aio 6u06peunaTa GpyHkitus Tpabsa penOBHO Aa ce MpocieasBa.

CbobmaBane Ha NMoN03UWpaHy HEXKENAHU peaKItHH
Crob1apaHeTo Ha NOAO3HpPAHH HEXKeJIaHW PEaKLHH Clell pa3pelliaBaHe 3a ynoTpeba Ha NeKapCcTBEHUS
NPOAYKT € BakHO. TOBa MO3BOJIABA A2 POABIKH HaOMOAEeHUeTO Ha CHOTHOLIEHHETO NOJI3a/PUCK 32
NIEKapCTBEHHA NMPOAYKT. OT MEIHIIMHCKATE CNIELIMAIMCTH ce€ U3HCKBA Aa ChOOLLIABAT BCAKA
NO03UpaHa HeXeNaHa peakliHa Ype3 HALMOHANIHA cucTeMa 3a Choblasane:

HanenHUTENHA areHlud N0 JeKapcTBara

ya. ,,JJamsan ['pyes” Ne 8

1303 Codusn

Ten.: +359 28903417

yeOcaiiT: www.bda.bg

4.9 Ilpenozupane

CUMITTOMH Ha Npefo3Npane

Karo cuMnTOMHM Ha npenosupaHe MOraT Jia ¢ TIOSBAT HApYLIEHHA Ha LUeHTpajlHaTa HEPBHA CHCTEMA,
Karo rnapobosive, CBETOBBPTEXK, 3aMasgHOCT M 3aryda Ha Ch3HaHMUe (a NpH ASLA H MMOKIOHHYHH
KOHBYJICHH), KAKTO H KopemHa 0oixa, rafene v nosprinane. OCBEH TOBa ¢a Bb3MOXKHH M CTOMALIHO-

HACTHLNH MeTaDOMHTHA alHo34.

TepaneBTHYHN MEPKM NIPU MPENO3UPAHE




Hama cneumpduyeH aHTHROT.
TepaneBTMUHHTE BH3MOXHOCTH 3a JIeYeHHE Ha HHTOKCHKALMATA C€ PhKOBOMIAT OT CTENEHTA, TEXKECTTa
¥ KJIHHHYHUTE CUMIITOMM criopes o01pTe MepKH NPA HHTEH3WBHO JIEYEHHE.

5. ®APMAKOJOI'HNYHH CBOHCTBA

5.1 <PapmMakoaHHAMHYHH CBOHCTBA

(DapmakoTepaneBTHYHA Tpyia: NPOTHBOBBINAJIMTEHH U AHTUPEBMATHYHH NPOAYKTH, HECTEPOHAHH

Ilpon3BoaHM Ha NpONMMOHOBATA KMCENMHA
ATC xoa: MO1AEQ1

Hauuu Ha aeficTBHE
Hﬁynpod)e}{ € HEeCTEpOHIEH NPOTHBORBRNANUTENEH JIEKApCTBEH NPORYKT, KOUTO B KOHBEHLIHOHAITHH

EKCIIEPHMEHTH C )KMBOTHH Ha BE3IIANMTENHN MOJIENH, € Jokazan eeKTHBHOCT Ype3 HHXUOHpaHe Ha
CHHTEe3aTa Ha npocTaraaHauHuTe. [Ipn xopa nbynpoden Hamansea CBEP3aHATA ¢ BR3NIaICHHE DOKa,
OTOK H MOHIKaBa TeMneparypara. B nonbeiHenne KbM ToBa, HOynpoder naxubupa AJ{D- 1 kosnaren-

HHAYLHpaHaTa TPOMOOLIMTHA arperanus.

KnuHnyHa epuxacHoCT ¥ 6e30MacHocT

ExcriepHMeNTaIHHTE JaHHH [OKA3BaT, Y€ MpH eIHOBpeMEeHeH npueM HOynpodeH Moxke KOHKYPEHTHO
112 TIOTHCKA e(heKTa Ha HHCKH JO3H alleTHICATHIIHIOBA KHCEITHHA TI0 OTHOLIEHHE Ha TPOMOOLIMTHATA
arperauns. Hakon papmakoAMHAMMYIHHY MPOYYBAHMA MOKA3BAT, Y€ KOTATO C€ NPHEMAT EAHHHYHH 03K
Hoymnpoder 400 mg no & u. npeau unK 30 MUH, ¢ed NPHEM Ha aLIEeTWICATHLIOBA KUCENHHA ©
HenoCpeACTBEHOTO ocBoOokaaraHe (81 mg), ce orcnabea edexra Mo oTHOUICHUE HA 00pa3yBaHeTO Ha
TpoMOOKcaH unn TpoMGoIMTHATA arperauya. Bonpekn 4e HMa HESACHOTH OTHOCHO €KCTparoIHpaHeTo
Ha Te3W AJAaHHU KbM KJIHHMYHHA CJTy4aid, He MOXKE /1a C€ H3KIIOYH BB3MOXKHOCTTA PEAOBHATA
OEIrocpovHa ynorpeda na HOynpodeH Aa HaMaiiBa KapaOHOIIPOTEKTHBHHA €(EKT Ha
aleTWICAUTMLINNOBA KHCEJIMHA B HUCKH J1031. CMATa ce, Ye HAMa rofsma BepOosSTHOCT oOHyaiiHaTa
ynotpeda Ha HOynpodeH Aa AoBeRe A0 KIMHHYHO 3HauuM edekT (Bx. Touka 4.5).

5.2 @DapmMakoKHMHETHIHM CBOHCTBA

AbGcopbins
1Ipu nepopanHo npunokenne, HOynpodeH ce pesopbupa YacTUYHO B CTOMaXa M CIIEl TOBA HAITBJIHO B

THHKHTE YepBa. MakcHMAalHM MIa3MEeHH HUBA TIPH TIEPOPATHO NPHJIOJKEHHE Ha JIEKAPpCTHBEHH (POPMH
¢ HOpMaNHO ocBOGOXKNARAHE C€ ZOCTHraT ciel 1-2 yaca.

Pasnpenenenue
CEeBbp3BaHETO C IUTA3MEHHTE MPOTEUHH € 0KoJ0 99 %

buorpancdopmanms
Hbynpoden ce Merabonusupa B yepHra Apod (XHApoKcHIHpaHe, KapOOKCHIUPAHE)

EnuMunupane
PapMaKoNOrHyHO HEAKTHBHATE META00IHTH ¢€ eNMMHHHPAT H3LIO, OCHOBHO upe3 6nbpeuure (90

%), HO CBINO M Ype3 HIbUKaTa. ENVMMHHALTMOHHHAT NONY)KKUBOT NPH 3ApaBH MHAUBHIN, KAKTO K NPH
TE3H ¢ YepHOAPOOHHK K 6B6peyHH 3abonasanus ¢ 1,8 — 3,5 vaca.

JIHHelHa/ HenMHeiliHa KMHeTHKa //-\

[Ipu po3u o1 200 no 400 mg ¢ crobmeno, ue OynpodeH rokasea JHHEHHA KHHETHKAY,
BHCOKH 1034 JIEKAPCTBOTO NMOKA3BA HEIMHEHHA KMHETHKA.
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CyOxpOoHHYHATAa M XPOHHYHATA TOKCHYHOCT Ha HOYNpodeH B npoyyBaHHA NPH KUBOTHH Ce NMPOABIBA
rinasHo nox opMaTa Ha Ne31H U 93BH B CTOMAITHO-YPCBHHA TPAKT.

In vitro 4 in vivo NMpoyuBaHHA HE AaBaT KIMHMYHO 3HAYHMH AOKa3aTeNcTBa, ye Hoynpoden
npHTexkaBa MytareHuH edekTi. Hama nokasaTencrea 3a kaHueporeHnU eheKTH Ha nbynpodeH B
MPOYYBAHHA NpHU IUTEXOBE U MHILIKH.

Hovynipoden soau A0 HHXUOUpaHe Ha OBYIIAIMATA NPH 331, KaKTO ¥ A0 HApYLISHa MMITAaHTANMs
TIPH PA3IMYIHH KUBOTHHCKH BHIOBE (3a€K, IUIBX, MHIIKA), ExcriepuMeHTanHE NpoyupaHUs NpH
NILXOBE H 3aiilli noKa3pear, ue uOympodeH npeMHHAaBa NPe3 MaleHTaTa. Cliell NpuaosKeHHe Ha JO3M,
TOKCHUYHM 3a MaiikaTa, B TOKOJEHHETO Ha MTPXOBETE Ce MPpOABABA NOBUIICHA YECTOTa Ha

MaJIpopMalliy (KaMepHH cenTaJTHu AeDEeKTH).

6. O®APMAIEBTUYHM JAHHA

6.1 Cnucbk Ha NIOMOIMHHTE BelNIECTBA

CobpiieBrHa Ha TabneTkaTa
IapeBuuHo HuLIECTE

Cunuiuues TUOKCHA, KONouaeH Oe3soaeH
Harpues niinlecren rnukonar (tun A)
Marnesuner creapar

OUIMHPAHO TIOKPHTHE
Xunpomenosza

Maxporon 4000

Ilorvnon K 30

TuranoB anokcup (E 171)

6.2 HechBMecTHMOCTH

Henpunoxmnmo.

6.3 Cpoxk Ha roanocT

3 roaMHu

6.4 Cnenuannu yeJIOBHA HA ChbXpaHeHHe

To31 nexapcTBeH NPOAYKT HE H3HUCKBA CNELMATHHA YCJIOBHA Ha ChXpaHEHHE.

6.5 Buau cpabspxkanne Ha ONAKOBKATA

bnncrep (onaxkorka, 3amuTeHa OT AcLa), KOUTO ce cbeToH OT 0an, TBBpA PVC QUM u UK Meko
aNnyMHHUEBO (OJIHO, TAMHHHUPAHO C XapTHA, HIH MEKO alyMHHHERO (POJMO B KAPTOHEHA KYTHA.

["onemMuna Ha onakoBkara: 10, 20, 30 »n 50 dunmupanu Tabnerku.
He Bcu4kH BHAOBE ONAKOBKH Morat Aa ObAar mycHaTt B nponaxGa.
6.6 Cunennajsnm Bpeanas’Hn MEPKH Npu N3XBbPIIsSHE

HenznonseaHmaTr JeKapcTBEH NPOAYKT WIH OTNIAABbYHUTE MATEPHAN OT HETO TPO
B CHOTBETCTBHE C MECTHHUTE H3UCKBAHHUA.
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7. HNPHTEXATEJ HA PAIPEHIEHUETO 3A YIIOTPEBA

Berlin-Chemie AG

(Menarini Group)

Glienicker Weg 125

D-12489 Berlin, 'epManua

8. HOMEP(A) HA PASPEINIEHUETO 3A YIIOTPEBA

20080088

9. JATA HA ITHPBO PASPEHIABAHE/TIOTHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Hata Ha mepBO paspelnapane: 02.06.2008 r.

Jara Ha nocneaHo noaHogeane: 02.11.2009 r.

10. JATA HA AKTYAJIL3UPAHE HA TEKCTA

02/2018
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