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1. HME HA JEKAPCTBEHHA MPOAYKT s N

W6ynpom Cunyc 200 mg/30 mg 06BuTH TaG/1eTKY S
Ibuprom Sinus 200 mg/30 mg coated tablets B

2. KAYECTBEH H KOTHYECTBEH ChCTAB

1 Tabnerka CHOBpXKa:
Hoynpoden (Ibuprofen) 200 mg
Tcesnoetdenpunos xuapoxnopun {Pseudoephedrine hydrochloride) 30 mg

ToMOIHH BEIIECTEA C H3BECTHO NEHCTBHE
Enna tabnerka cpABpKa:

Jaxapoza— 119 mg

Harpuep Gensoar — 0,005 mg

Cencet kw110 FCF (E110) — 0,05 mg

3a TLIHEA COHCHK HA MOMOIIHHTE BellecTBA BHKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA
O6puTH TabneTKH
I'napku, oBanHy 0OBMTH TaONETKH ¢ KepeMHACHO-T1ePBEH 1BAT, MAMIOBAHH C nammuc ,,IBZ’’ or
€JIHATA CTpaHa.
4, KJIAHAYHH JAHHH
4.1 TepamesTHYHNA HOKAZAHUA
Toau NeKapcTReH NPOAYKT ¢ PeHA3HaYeH 3a 00IEKIaBaHe HA CHMITFOMHTE, CBBP3AHH ¢ POCTY/IHH
3a6ONABAHKS H [PHI KaTO; TNaBoGoNue, GONKA H 3aMyIIBAHE HA OKOIOHOCHHTE CHHYCH, PHHHT,
BHCOKA TEMIIEpATypa, BE3NANEHO I'bpio, MHANTHA.
42 Jdo3npoBKa H HAYHH HA TNPHACKEHHE
03 BKa
Brapactau 1 geua Hag, 12 romuny: 1-2 TabneTkn Ha BCEKH 4-6 qaca. Jla He ce M3NOM3BAT OBEUE OT

6 TabIeTKy JHEBHO.

Hait-suckara edexTrBHa no3a TpsGBa Aa ce U3NOJ3Ba 33 BEIMOKHO Haif-KpaTkoTO BpeMe, HeoOx 0OflMO
3a oblieKuaBane Ha CHMITTOMMTE (BX. Touka 4.4).

HexenanwTe peakuuy MOTAT a C& CBEAAT A0 MHHHMYM, KaTo C& H3NOM3Ba Hali-HHcKaTa edeKTHBHA
1034 32 HAl-KPAaTKHA MepHo, HeoOXOAMM 38 KOHTPONHPAHE HA CHMITTOMHTE (mxk. Touxa 4.4).

IpH HeoGXOAKMOCT OT IPHEM Ha IEKapCTBEHHA NIPOAYKT 33 OBEYE OT 3 [HH HITH NPH BIOMABaHe Ha
CBHCTOSHHETO, NAlMEHTHT TPAGBA Ja e KOHCYNITHPA C JIKap.




4.3 TIpoTHBROIOKAIAHHA

. CBPbXTYBCTBUTEHOCT K'BM aKTHBHOTO BEUIECTBO WM KBM HAKOE OT TOMOIHETE BEIISCTBRA,
u3bpoeHH B ToUEa 6.1

. JAHHH 33 CBPBXUYBCTBHTEITHOCT {PHHMUT, ACTMATHHEH IPHCTEI, YPTHKApHA) KBM

ALETHICATHIMAOBA KAcenuHa uni kem apyrd HCIIBC

negeHre ¢ MAQ uaxaCHTOPH ¥ 2 ceIMHIH CeH IPeyCTaHOBABAHETO My

aKTHBHA HIH OPSIMIIHA EyOISHANHA 5384

TENKH CHPICIHOCHA0BH CMYIIEHHs, TAXHKAPIMA, apTEPHAHA XHIICPTOHMA, HecTaOHTHA aHTHHA

TIEKTOPHC

TexKa CxpleyHa Henoerarsanoct (kaac [V no NYHA)

XHIIEPTHPEOHINIBM

saxapeH nualer

(EeoXpOMOLIHTOMA

3aKPHTOLTLIHA IayKOMa

XHIMEpIDIa3HsA Ha IPOCTaTaTa

6peMeHHOCT H KEpMEHE

4.4 CpenHanHH NPeIYNPERICHHT M OpeANa3HH MEPKH NpH ynoTpeba

TpoayKTET f1a Ce NPUIara BE3MOKHO Hali-HENMPOXBIKHTENHO BPEME 1 BB BLIMOKHO Hali-HECKaTa
TepaneBTHHHA 1034,

HeobX0IMMO € OBHIIEHO BHAMAHHE {(0GCHKAaHE ¢ Jexap win (apMaieBT), Ipeny 3arouBane Ha
NeYeHHe pH NAMEHTH © AaHAMHE33 33 XMIIEPTOHHA W/WIH CHPACTHA HENOCTATEIHOCT, Thif KaTO HMa
¢HLOGIMICHHS 33 3aAPRKKa Ha TETHOCTH, TOBHIIHO APTEPHAMHO HAIATAHE U 0TOK, CRbpP3aHH C
neyerpmero ¢ HCTIBC,

He Tpa6ea na ce n3monssa saeaHo ¢ Apyra HCTIBC. Jla ce nprnara BHAMATETHO NPH MIALHEHTH C
GpoHXHANHA aCTMa, Thi KaTo MPOAYKTET MOXKE Aa MpeH3BHKa 6pOHXOCTIAZEM.

Tpu naUMenTH C aHaMHe3a 33 CTOMAIIHA |/HTH TYONCHATHA A38a yrioTpebara Ha IPOAYKTA YBEIHIABA
PHCKA OT CTOMAIIHO-YPEBEH KPHBOH3IHB.

ITpu nauueHT! ¢ HepHOAPOGHO 1 OGBHOPeuHO QYHKUMOHATHO YBPEKIaHE TpaGBa Aa ce MOHMTOPHpAT
uepHoapobHUTe eH3uMA ¥ GrOpedHaTa GyHKIMA P ynotpebata Ha IEKAPCTBEHUA TIPOAYKT..
Ynotpe6ara Ha TO3H JIEKAPCTBEH MPOJYKT NPH ACXAAPATHPAHH TALACSHTH yBEIH1apa pHcKa oT
O1.0pedno yBpexane.

TIpH MHAHBHK C HAPYIIEHHA B KPHBOCKCHPBAHETO BPEMETO Ha KEPBEHE MOXE Jia C& yBIKH.
MOHHTOPHPAHETO Ha KPBHBHOTO HaNAraHe H €BEHTYATHOTO ONTHMH3NPaHE Ha 03HPOBKATa Ha
XMIOTEH3UBHH CPECTBA MPH TAIMEHTH C XMIIEPTOHHA Ca ChILO HEOOXOAHMH {Bx. TO4Ka 4.5).

Tlpy NAMEHTH B HATIpEXHANA BE3PACT PHCKET OT YCTOKHEHHA CE NOBHIIABA PH NOABA HA HEKENAHH
peakusH.

CHpAEMHOCHAOBA H MO3EYHO-CBHIIOBH eexTH

KNHHHYHETE NPOYABAHKA OKA3BAT, 96 ynoTpebata Ha HGynpoden, 0coGeHO BB BUCOKM A03H
(2400 mg/neH), MOXe Aa € CBhp3aHa ¢ NOBHILIABAHE HA PUCKA OT aPTCPHATHY TpOMOOTHUHH CHOHTUA
(sanpAMep HHGAPKT Ha MEOKapAa UK WHCYNIT). KaTo 110 enuieMHONOIMHUTE npoy9YBaHHA HE
NOKA3BAT BPB3KA MEXAY pHeMa Ha HOynpodeH B HUCKH f03H (T.¢. < 1200 mg/aex) H NOBHIIABAHE HA
PHCKA OT APTEPHANHH TPOMOOTHIHH CHOHTHS.

TTanpeHTHTE ¢ HEKORTPONKPAHA XHIISPTOHHA, 3aCTOHHA CHPAETHA HEAOCTATEIHOCT (II-1IT mo NYHA),
YCTAHOBEHA HCXEMHYHa GonecT Ha CHPIETO, epH(iepHa apTepHania Gonecr WK MOIBYHOCEIOBO
sabonsBane TpaGBa fa GbaaT nexysaHu ¢ uGynpodeH camo ciefi BHHMATENHA MPELCHKA 1 13 ¢&
w3bsrsar sHcokuTe 1031 (2400 mg/aen).

Tps6Ba I ce U3BBPIIBA BHUMATENHA NPEUCHKA H [IPE/IH 3aNI0TBAHE HA ABITOCPOTHO JCICHIE Ha
NAMHEHTH C PHCKOBH $akTopH 3a CHPIEIHOCHIOBH CHOMTHA (HAMD. XHIEPTOHMAN, XMIICPIHIU/IEMITH,
3axapeH nuaberT, TIOTIOHOMYIUEHE), 0coGeHo axo € HeoGXo M NPHEM Ha ubynpodeH BB BUCOKH
no3u (2400 mg/nen).
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TexKH KOAKHH peaxkilii

Tpu ynotpeba Ha MPOAYKTH, ChABPKANIH n6ynpoden H ncesnoedenpyH, MOraT Aa HaCTHIAT TEKKH
KOKHH PeaKIfH, KaTo 0CTPa reHepalA3HpaHa eKx3aHTeMATO3HA My CTy03a (acute generalised
exanthematous pustulosis, AGEP). Toau ocTEp MyCTyNO3CH 0GpHEB MOXE Ja C& MOSBY B PAMKHTE Ha
IhpBHTE 2 GHH OT JIEUEHHETO, ¢ TIOBUINEHA TEMIIEpaTypa U MHOTOOPOIHY MATKH, IPEAHMHO
He(OMHUKYIADHH MyCTYIH, Bh3HHKBAIIH BHPXY OOMNPEH €AEMATO3EH CPUTEM H JOKATH3HPAHA [JIABHO
B KOMHHTE FBHKH, [0 TOPCa H ropHuTe KpafiHuum. [TauuenTare Tpa6Ba fa ce Habmronasar
BHAMATENHO. AKO C€ TIOSEST NPH3HAA W CHMITTOMH Kat0 ITMPEKCHA, €PHTEM WIM MHOXECTBO MAIIKH
mycTyau, npraiokenuero Ha H6ynpom Cunyc Tpa6Ba 1a ce MIpeyCTAHOBH H aKo ¢ HeoGXoAnMo, Aa ¢e
B3eMaT MOOX0AAIH MCPKH.

HcxemudeH KOaHT

Cw0o6LIEHH ¢a CITySaH Ha HCXeMHUYEH KOIuT TipH ynoTpeba Ha ncepaoedeaprH. AKO o noABH
BHE3AMHA KOPEMHa G0JIKA, PEKTATHO KBpBeHe MK APYTH CHMITOMY H2 HCXEMHCH KOIIT, TpsbBa Ia
Ce IpeyCTAHOBH [IPHEMBT Ha NCEBAOS(EPHH H a €& MOTHPCH KOHCYITALMA C NeKap.

HexeMudna ONTHIHA HEBPOTIATUA

Hony4enu ca crobLEeHHs 3a Clly4au Ha HCXEMHTHA ONTHYHA HEBPONIATHA [IpH nicepaoedenpHH.
Hceppoeteaprr TpaOBa 1a Ce NPEKPaTH, aKo C¢ OABM BHE3AITHA 3ary0a Ha 3pCHHE WIH HAMAIEHHE Ha
3PHUTEIHATA OCTPOTA, KATO CKOTOMA.

MackHpaHe Ha CHMITTOMHTE Ha [0/NEKAWHTS HHQeKIIH

H6ynpom CHEyC MOXe 12 MACKHDa CHMIITOMHTE Ha HHEKIHS, KOETO MOXKE 2 A0BENE 110 zafasAHE HA
3a09BAHE HA TIOAXOAIIO TEHeHHE H 10 TO3H HAuKH Ja BIOINH H3X0/a OT HHEKIHATA. Toza ce
HabTI0/aBa NpH GaKTepHATHa THEBMOHNA, npiaobHTa B 001IEeCTBOTO, KAKTO H IPH  OaKTEPHATTHHTE
ycnokHenns Ha sapunena. Koraro H6ynpom CHHyc ce npHnara 3a JI¢UeHHe Ha MOBHILCHA
TeMmepaTypa HIH 3a obnexyapane Ha GoTkaTa BBB BPB3Ka C HHOEKIMA, c€ TpenopsiBa HalmoacHHe
Ha HAQeKnaTa. [Ipy H3BEHOGMHHYHHA YCIOBHA NAHEHTBT Tpsa6Ba #a ce KOHCYATHPA ¢ Jiekap, ako
CHMIITOMHTE [IEPCHCTHPAT HIH CE BIOIIABAT.

TTAUHEHTH ¢ PEAKH HACTEACTBEHH MPobaeMH Ha HEMOHOCHMOCT KbM (PPYKTO33, NIIOK030-Talakro3Ha
ManaGeopOIs WK 3aXapo30-H3oManTa3eH Jeduumt He TPAORa 1a PHEMAT TOB2 ICKAPCTEO.

Barpmnoto cicer xbiTo (E 110) Moke 12 NPHYHHHA alEpPrUHH PeakiiH.

ToBa JIeKapcTBO CHABPA N0-MaKo ot | mmol satpuif (23 mg) Ha Ta0neTka, T.. MOXe [ia C¢ Kake,
Y€ NPaKTHYECKH He ChIBPA HATPUHL.

Tosa sekapcTo chabpxa 0,005 mg HaTpHeB GeH3oar BBB BCAXA Tabnerka.
4.5 BsarMopeiicTBHE ¢ APYrH NeKAPCTEEHH IPOAYKTH H APYTH GopMH Ha B3aHMOEHCTBHE

EnnoBpemerHoro npunarane ¢ Apyrd HCTIBC Moxce 13 38CHIH HEAENAHUTE PCakiiii. H6ympoden
yBeNHYIaBa TOKCHYHOCTTA Ha MeToTpekcaT. KoMOuHalMATa ¢ KOPTHKOCTEPOMIH yBend1asa pUCKA OT
CTOMAIIHO-UPEBHI KPHBOMINABH. Moske Aa ce TIOTHCHE ACHCTBAETO Ha MUYPeTHIMTE (OpuMKOBH
AWYPETHIH H THA3HIH) H AHTHXUIEPTEH3HBHA NPOXYKTH, KaTo HHXHOUTOPH Ha AHMHOTEH3WH
xonBeprupany ensuM (ACE uHxu6HTopH), GnoKepr Ha GeTa-aPCHEPTHHHH PEUENTOPH i METHIOoNA.
TIpH eHOBPEMEHHA YNOTpeba HA AMTHTATHCOBH IIMKO3HIAY MOXKE /I3 MPEJM3BHKA CHPACTHHU
apuTmui. Toli ycunBa efeKTHTE Ha APYTH CHMIIATOMHMETHYHY CPENCTBA. Koraro ce w3non3ea ¢
MOHOAMHMHOOKCHIA3HY (MAQ) HHXHOGHTOPU ¥ TPHUMKIIHYHY aHTHACTIPECAHTH, MOKE Aa NPEIH3BHKA
3HEUMTE/THO IOBHITIEHHE HA APTEPHATHOTO KPLBHO HaATane. [IpoAyKTHT NOBHINABA aKTHBHOCTTA Ha
AHTHKOATYJIAHTHTE OT KyMapHHoBaTa rpyma. [Ipy MalMeHTH, NEKYBaHH ChC SHAOBYIHH, TOH
YABDKABA BpeMeTo Ha kbpBetie. Korato ce ynotpebssa eIHOBPEMEHHO C JMTHIA, KOHIEHTpaKATa Ha
JINTHIH B IIasMata ce nosumasa. CyOocTaHMKTE, ATKATHIHPAIlH YPHHATA {BKIIIOMHTETHO AMOHUEB
XJOpH, HaTpues GuKapGoHaT, HEYTPANH3KHPAILIY CPEACTBA) YBEMHABAT peabGecopbunsaTa Ha
ncespoedenprrosuTe MeTabonuTH B GHOPEITHTE H YABDKABAT ACHCTBAECTO HA TICE HH,
S
28 NEHLT o
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Ayemuncanuyuiosd KUCetuna

ExHoBpeMeHHaTa yrotpeba Ha nOynpodeH 1 aueTHwiICANHII0Ba KucenHHa 00HKHOBEHO HE €
TpEnopEYATEIHA OPATH NOBHINCHUA PHCK OT HEXCAAHH PEaKLIH.

EXCIepHMEHTAITHUTE JAHHY NIOKA3BAT, Y€ MIPA 6AHOBPEMCHEH IPHEM gbynpodeH Moxe KOHKYPEHTHO
23 TIOTHCKA e(hekTa Ha HMCKH AO3H alleTHIICATMITIOBRa KUCEUMHA 110 OTHOLIEHHE Ha TPOMOOLIATHATA
arperaums. Beipexs 9e HMa HEfICHOTH OTHOCHO eKCTPANONKPaReTo Ha TE3H IaHHU KBEM KITHHHIHH
CITyqaii, HE MOXKe 7a Ce H3KIIOYH BE3MOXKHOCTTA PEOBHATA ABITOCPOTHA ynotpe6a xa ubynpoden aa
HAaMafABa Kap/MONPOTEKTHBHAA e(eKT Ha aueTHICATHIWIOBA KHCETHHA B HHCKH 1034, CMaATa ce, 1¢
HAMA TOJSIMA BEPOATHOCT OOHualiHaTa ynoTpeba Ha ubynpoden aa AoBeAe A0 KIHHITTHO 3HATHM
edext (Bx. Touka 5.1).

4.6 @DeprTHanTeT, GPEMEHHOCT H KppMeHe
H6ynpom Crnyc He Tpa6Ba fa Ce Npuara 10 BpeMe Ha GpeMeHHOCT H B TIEPHOAA Ha KBPMEHE.
4.7 EdexTn pbpxy cniocofHOCTTS 32 WIOPHPAHE U paGoTa c MAIUHHH

Tpu ynotpeba na To31 NPOAYKT TpAOBa Aa ¢¢ BHUMARA CHELUANKG [PU imodupaHe H paboTa ¢
MAIIHAN,

4.8 Hexenanu JeKAPCTBEHN PeaAKUHH

TTpH OLICHKA He HEXEAHATE JICKAPCTBEHH PEAKIIMH CE U3TON3BAT CICIHATE NAHHH 33 TAXHATA
YecToTa:

Mmuoro secta (>1/10)

Yeern (>1/100 mo <1/10)

Heugects (>1/1 000 no <1/100)

Penxn (>1/10 000 no <1/1 000)

MHoro penku (<1/10 000)

C Heu3BeCTHA 4ecToTa (OT HANHYHKTE JAHHH He Moe fa Oble HanpaseHa OLICHKA)

HexenanuTte JICKapCTBEHH peaxiih 0T BCAKA Ipyna ca NOApEAcHH B HH3IX0AAINA rpanaiid 1o
OTHOINEHHE Ha TAXHATa TEXKECT.

Hoéynpoden
CIMCHKBT OT CIEIHITE HEKEIAHH JIeKAPCTBEHH PEAKIHH BXITIOYBA BCHIKH H3BECTHH HEXENAH
JIEKAPCTBEHH PEAKIMH, CEBP3aHH C JIETCHHETO C u6ynpodeH, BKTIOUHTENHO Te3H, OTOENA3aHM TPH
TAIMCHTH C PEBMATH3HM, NPOBEACIANH TBITOTPaiHO, BEB BUCOKH I03H JICHCHHC. Jaunure 3a
YeCTOTATA, OCBEH MHOTO PE/IKH CHOBIIEHNS, Ce OCHOBABAT Ha KPATKOTPAHHOTO NMPHACKEHNE HA
MaKCHMATHH qHeBHH n03H o 1 200 mg nGynpodeH 32 MPHAOKEHH OPATHO JICKAPCTECHH dopMH HITH
1 800 mg KaTo CyNOINTOPHH.

TIpH cNeHYHTE HEXKENANH JICKAPCTBCHH PEaKIHH TpAGBa Aa ce HMa IPEABHA, U€ T¢ ¢a NPSAUMHO
II0303aBHCHMY ¥ BApHPaT HHAHBHAYATHO.

Haii-gecto HabMIONABAHUTE HEXETAHN JIEKapPCTEEHH PeakiyH ¢2 OT CTPaHa Ha XPaHOCMUIIATENTHATA
crcTeMa. BbaMoKHA € NTOABa Ha [IENTHYHH A3BH, NEpQOPALHA WK KbPBeHe 0T CTOMAIMIHO-PESBHATE
MHTHINZ, MOHAKOFA ¢ aTaneH H3xoa, oco0eHO NPH MALMEATH B HaNpEAHAa Eb3PacT (Bx. TouKa 4.4).
Cnen npueM ca orGens3aHy raacHe, MOBPEIIAHE, ARAPHA, MHOTO ra3oBe B YepBara, 3aneK, QHCICIICHS,
KOpEeMHH GOJKH, MeTeHa, XeMaTeMesa, yJillepaTHBEH CTOMATHT, o6ocTpaHe HA KOIUT HIH o/ecT Ha
Crohn (Bx. Touka 4.4), Tlo-paako ca HabniogapaHH CIy¥aH Ha FACTPHT.

PHCKET OT KbPBEHE OT CTOMAIHO-IPEBHHTE MHTHINA & 3aBACHM OT J03HpOBKaTa 1
MPOXBDKHTENHOCTTA Ha IPHNIOKCHHE,

BB BPb3KA C IPOBEKIAHO JIEAEHHE C HECTEPOKAHH NPOTHEOBEINANHTENHH CPEACTEA ce cpo0iIasa 3a
[oABA HA OTOLH, XHIIEPTOHMA M CBPAEYHA HETOCTATHTHOCT.

K /THHIHETE MpoyBaHus NOKA3BAT, Ue yNnoTpebara Ha ubynpodeH, ocofeH0 BbB BHCOKH NIO3H

(2400 mg/pen), Moxe I3 € CBbp3aHa  MOBHIIABAHE Ha PHCKaA OT APTEpHATHH TpOMBOTHYHN CHOHTHA
(HanpuMep HEGApKT Ha MHOXAPMA HITH YHCY/IT) (BIDKTE TOTKA 4.4). ——
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Hndexiim ¢ nudecraiym

Muoro peakH: Cro0masa ce 32 0GOCTPAHE Ha HEQEKIIOIHO CRBP3AHM PLANIANCHHA (Halp. pa3BHTHE
Ha HeKPOTH3MPALL BacKyJIHT) IPH ynoTpeGa Ha HECTEPOHIHN TNPOTHBOBE3NANIHTEHH CPENCTRA. Tora
BEpOATHO € CBBP3HO ¢ MeXaHu3Ma Ha ISHCTBHE HA HCCTEPORAHHUTE IPOTHBOBE3MANMTENHH CPEACTBA.
[1pu nosBa Ha MpH3HAIM 32 HHGEKIHA WK BICWABAHE 10 BPEME Ha yriorpebara HA nbynpoder

200 mg, nalpeHTHT TpAGBa 1a OBe NOCHBETBAH He3abaBHO Aa ce KOHCYNTHpa ¢ nekap. Tpsbsa na ce
TpeleHH JATH HMA [T0KasaHHs 33 APOBEXJaHe Ha ARTYHHQEKIHO3HO (aHTUGHOTHHHO) JICIEHHE.

Tpe ynorpeba Ha uGynpodeH ca HAGMOABAHH CAMITTOMH Ha ACENTHYCH MEHHHTHT C BpaTHa
DHIHAHOCT, TRaBO0OIKE, TajieHe, NOBphIaHe, {(MOPHITATET HIH 3aMBITIEHO CB3HAHHE. Hanume e
IPEAPA3NON0KEHHE TIPH MANUSHTUTE C ABTOMMYHHH saGonspanus (SLE, CMECeHH KONATeHO3H).

Hapgn_JeHHa Ha KPBBTA H J'lHMngaTa CHCTCMa

MHOTO pefiKi: HapYIIeHa XeMoroe3a (aHeMus, ICBKONeH:, TpOMGOLATOTICHAS, [TAHIHTOTICHHA,
arpaHynouuTosa). [TbpBHTE MPH3HALM MOKE A2 6paar: pebpriTeT, BB3NANEHHE HA IBPIOTO,
NOBBLPXHOCTHH JIE3HH HA YCTHATA KYXHHa, [PHNONOOGHA CHMITTOMH, TEXKO H3TOIEHHE, KHPBEHE OT
soca W KONaTa. B omno6us cydan, naugeHTsT Tpatpa A2 6bie NoCsBETBaH HezabaBHO 12
NPEYCTAHOBH [IPHEMA HA JICKAPCTBCHH IIPOAYKT, A 136ATEa CAMONEYEHHETO © aHANTeTHIH KWK
AHTHIHPETHLM H A3 ce KOHCYATHPA ¢ IeKap.

To BpeMe Ha AWITOTPaiHO JIEYEHHE PEOBHO TPAGBA A2 €€ MPOCIEAARA GpoAT HA KPBBHHTE KIICTKH.

Hapymenws Ha HMYHHATa CHCTEMA

HedecTy: peaxiiiH Ha CBPBXIYBCTBUTEHOCT ¢ KOXHH 00pHBH # cepOex, KaKTo H ACTMATHEHA
TIPECTHIH (BE3MOMKHO € W IIOHHKABAHE Ha KPBEBHOTO HALATAHE).

MEHOrO PEKH: TEKKH FeHEPATHINPAHH PEaKkLHH Ha CBPBXTYBCTBHTEAHOCT. BB3MoKHO € Ja C6
H3ARABAT C OTOK Ha JIALETO, €3HKA M JIAPHHKCA, 3a1yX, TAXUKapIHs, XHIOTOHNA 10
JKHBOTO3ACTpaIIaBam oK.

O6ocTpsiHE Ha aCTMa H OPOHXOCTIA3EM,

TampenTsT Tpabea na GbAe MAGOPMHPAH, [IPH 10482 Ha NoaoGHH CAMITTOMH, He3abaBHo A2
TpeyCTAHOBH IPHeMa Ha JIEKApPCTBEHHs NPOAYKT U Jia C& KOHCY/ITHpA C JICKap.

TIcHXHuHY HAPYIIEHWA
MHuoro peaxs: ICHXHTHH PEaKiyH, JEIpPeCcHH.

HapyineHand Ha HEPBHATA CHCTEMA
Hewectn: rnasoGonue, 3aMasHoOCT, GeacpHue, BE30yAa, pasnpasHUTENHOCT HIH yMOPa-

Hapymenus Ha odure
Heuecty: HApyIICHHA HA 3pCHUETO.

Hapyiuennd Ha yX0T0 H 1a0HpHHTA
Peaxu: IIyM B YIIHTE.

Cupneuny HapylieHUd
MHOTO peAKH: NANNWTALNH, CBPASTHA HENOCTATEYHOCT, MHOKApACH HH}ApKT.

C1I0BH HAPYIIEHWS
MHOTO pelKky: apTepHalHa XHIMepPTOHIA.

CToMaNIHO-IPEBHH HADYIUCHUA

YecTH: CTOMAITHO-YPEBHH PA3CTPOHCTBA, KATO CTOMAIIHY KMCETHHH, KOPEMHA 6onka, rancke,
NOBpbLIAHE, MHOTO [a30B€ B 4€PBaTa, AUapHi, 3aNeK I JEKH KpBBO3aryOH OT CTOMAIIHO-IPEBHITE
MHTHINZ, KOHTO B ¢IHHHIHY CITyYaH MOXKE Aa IIPHUHHAT aHEMHS.

HeuecTn: CTOMAITHO-SPEBHH A3BY, [IPH KOKTO €a BE3MOXHH KbPBCHE H nephopaiya. YIuepaTnseH
CTOMATHT, 060CTpsHe Ha koauT Wik Gonect Ha Crohn (Bik. ToUKa 4.4), racTpHT.

MHoro peaxH: e30(aruT, TAHKPEaTHT, PA3BHTHE H2 IPEBHH, MemOpaHOIIONOGHH CTPYKTYPH.
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TaumeHTsT Tps6Ba Aa 6bAE YBEAOMEH J1a IPEYCTAHOBH NpHEMa HA JEKAPCTBEHHS NPOIYKT H
He3abaBHO [ ce KOHCY/ITHPA C JIEKap TIPH 0fABA Ha CHIHA GOJka B TOPHATA KOpEMHA TIONOBHHA,
MeNleHa HITH XeMaremesa.

XenaToOWINAPHH HADYIEHAA
Muoro pefky: Hapyillena QYHKUHSA Ha SCPHHA ApoB, uepHOAPOGHO YBpEHKAAHE, ocofeno 1pH
TIPOXBIDKATENHO TleYeHHe, YepHOAPOGHA HEIOCTATBHHOCT, OCTLP XCMATHT.

HapyilieHys Ha Koxara U TOJIKOKHATA ThKaH
Muoro penks: GyN03HM PeaKiVH, BKITIOYHTENHO Cunnpom Ha Stevens Johnson # TOKCHYHA BEKPOIH3A

HA enMAEpMECA, B eXMHIIHY CIy4aH, 10 BpeMe Ha BApHIENa MOKe 13 BE3HHKHAT TEKKH KOKHH
AH(eKIHN ¢ YCIOKHEHUS OT CTPaHa Ha MEKWUTE ThKaHH {(Bx. cpio “"Hadexuun A vH(ecTAIHN").
C Hem3BECTHA 4ECTOTA: JIEKAPCTBEHA PeaKiysl ¢ CO3MHOGIIHA ¥ CHCTEMHH CHMITTOMA (DRESS
CHHZPOM), OCTPA FeHEPAlM3HPAHa eK3aHTEMATO3HA IyCTYII03a (AGEP), peakiiy Ha
$hOTOYYBCTBHTENHOCT.

Hapymienaud Ha 666penuTe H TMKOYHHTE TETHINRA

Penxy: NAMATAPHA HEKPO3a, IOBHIICHH HHBA HA MMKOYHATA KHCSIHHA.

Msoro peaku: Ofpa3yBaHe Ha OTOLH ¢ apPTEPHATHA XHTICPTOHHA MK 6BOpedHa HerocTaTbIHOCT,
HedpO3eH CHHAPOM, HHTEPCTHIHATEH HE(QPHT, KOUTO MOXE Ja GBaaT CHIPOBOAEHHK ¢ 0cTpa 650peHa
negocrarbuHocT. [To Tasu nprHyHHa TpAOBa PETOBHO 1A CE KOHTPONHpa 6p0peanara QyHKIHA

DcepnoedenpHHOB XHAPOLIOPHA

Tlopaal MankoTo ChOOMEHH 34 HEXENAHH JICKapCTBEHH PEAKIMH, CEBP3AHH C ynotpebara Ha
ncesnoedeapHHOB XMAPOXIIOPH, HE € BE3MOXHO TOYHO ONIPEACTIAHE HA JECTOTATA Ha TAXHATA MOsBA,
HO BEPOATHO TE3H PeaKnny ca peaKdH Unu MHOT0O peIKH.

HapymeHns 5a MeTabonp3Ma H XPAHEHETO
C HEH3BECTHA YECTOTA: MOBHIIEHA MAKIA.

[epxHaHY KapyIIeHSA
C Hen3BECTHA 9ECTOTA: XATOUAEHAAH (0cOGEHO TPH ASLE).

HapymeHnds Ha HEPBHATA CHCTEMA
C HeM3BECTHA 4ecToTa: Ge3chHue, HECTIOKOHCTBO, BE30Y/a, 3aMasHOCT, MyCKYJIHA crabocT, TPEMOp.

CepaedHH HADYINEHWA
C HeM3BECTHA 4eCcTOTa: apHTMHAI, Taxnxap,um

CTOoMAlIHO-YPEBHHA HADYIICHHA
C HeW3BeCTHA YeCcToTa: AMUCIENCHA, HapylIeHa CTOMalIHO-YPEBHA yHKIMA, rafeHe, NoBpHIIANe,
CyXO0Ta B YCTaTa, HCXeMIIeH KOJHT.

HapymeHus Ha KoXara ¥ NOJK0KHATA ThKaH
C Heu3BECTHA YeCTOTA: 3adepBABane, O0pUB, 0GHIHO H3NOTABAHE, TEHKH KOKHA PEaKiyy,
BRAIUYHTENHO OCTPA FEHEPANH3HPAHA EKIAHTEMATO3HA Ty CTY1032 {AGEP).

Hapyuienns A3 6p6perire 1 THKOIHATE NETHINA
C HeH3BECTHA HECTOTA: 3aPHiKA HA yPUHATa (IPSTHMHO TIPH MBKe).

Hapywenus Ha ounTe
C He3BECTHA YECTOTA: HCXEMAYHA ONTHYHA HEBPOTIaTHA

CLo0OmaABaHe HA T0A0Y H HEXKeNaHH H
Cp06mABAHETO HA IONO3MPAHH HEXKENAHH PEaKLHK CJIe] paspelaBatse 3a yir
NpOAYKT € BaxHo. ToBa MO3BONABA A2 MPOABIDKA HabmoaeHHero Ha CHOTHO
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NIEKAPCTBEHMA NPOAYKT. OT MEAHUHACKHTE CNEIHATACTH CE H3UCKBA Na ChoOMmAaBaT Beaka
MO03MpaHa HeeNlaHa peakuud pes M3mbiHnTeHaTa areHIHs no nexapersara, yn. "Jlaman [pyes”
Ne 8, 1303 Codua, ren.: +359 2 8903417, yeGcaiir: www.bda.bg.

4.9 [TIpeno3mpane

B ciyuaii Ha 0CTPO NPEI03HpaKe, HEKENAHUTE PEAKLHH 3ABUCAT OT KONHYECTBOTO IIPHETO
NEKAPCTBEHO CPECTBO H OTPA3BKA OT BPEME CIIE/l IPHEMA. [ThpeyTe HOKEAAHH CAMITTOMH, KOHTO
o6uualiHO ce MOABABAT ca: rancHe, IOBPEIIaHe, rnasoboane, BEPTHIO, BONKA B EMATACTPHYMa H
cHHTMBOCT. B cyuali Ha 3HaUMTeNHO Npenoskpane (Han 400 mg/kg TENecHo TETNO) MOXKe Ja Ce
[1OSBY KOMd, XHIIOTOHHs, XHIIEPKATHEMHS ChC CHPACTHA aPUTMHS, BHCOKA TeMIeparypa, TUXaTeTH
cMymeH#s 0 G50pedHG YRpeKAaHE.

TIpH cepHO3HO OTPABAHE MOXE /2 HACTBIM MeTaGoNMTHA aKAo3a.

Crieq NPOABIDKHTENHA YTIOTpeba MEOTO PAAKO MOXE 1A Ce TIOABH XCMOTHTHIHA aHeMHSA,
IpaHyJICLMTONEHHS H TPOMOOLHTONCHHA.

AKO He € MuHaJl TIOBEYE OT YaC cJlel OCTPOTO IPEI03NPANE HA JEKAPCTBEHHSA IPONYKT, Ce
penopEHBa I C€ NpeIHIBHKA NOBpblaHe, ia €6 M3PBPIIH MPOMHUBKA Ha CTOMAaXA YUIH Aa CE Aane
AKTHBEH BLIVICH.

Hsima ceuurden aRTHAOT, HATO cielnduaHO NeueHye 3a npefo3npane Ha ubynpodeH.
CHMITFOMATHIHOTO JIEYEHHE C& CBCTOH B MOHHTOPHPAHE Ha KU3HEHHTE (YHKIIHH, KaTo CTIenHaNHO
BHUMaHHE c¢ 00pbIIa HA MOHUTOPHPAHETO HA KPBBHOTO HAIATAHE 1 EKT, kaKTO ¥ HA aHa/TiA3a HA
NpH3HALKTE H CHMITOMKTE, NOKA3BALIH EEEHTYICH CTOMAIHO-PEBEH KpPBLBOMINB, MeTabonuTHa
aimuno3a u Hapymedua Ha IJHC. B cryalt Ha CHIHO Be2IOKOHCTBO, MPEIH3BAKAHO OT
ncepfoedeApyH ¥ aK0 HAMA IPOTHBONIOKA3AHMA, THITH'IHE 32 GEH30AHA3EMEHH, € Bh3MOXKHO
NpHNIArase Ha CPEACTBO OT MOCIEIHATa [PYTA.

5. ®APMAKOJOIHYHH CBOHCTBA
51 ®apmaKoaHHAMHYHH CBOHCTBA

DapMakoTepaneBTHIHa rpyna: [IpoTHBOBE3NATUTENHH, ABANTCTHIHN, aHTHIIHPETHYHH CPEACTRA,
ATC kon: MOTAES].

H6ynpomM CHHYC € NEKADCTBEHO CTBO ¢ aHANTSTHYHH, T BBLITANMTEIHH U aHT

edexTr. Toli HaManABa OTOKA HA HOCHATA JIMTABHLA H KONHISCTBOTO Ha cexpera. ToH MIuncTBa HOCA
1 OKOJIOHOCHWTE CHHYCH.

Hovnpoden

Mexanuzem na deticmoue

H6ynpodeH (MpoH3BOAHO Ha IIPOTIHOHOBATA KACEITHHA) Criafa KM HECTEpoHIHHTS
npotheoss3namtentu cpenctsa (HCTBC). TepanesTHHATE edreKTH ce OCHIIECTBABAT NOCPECTBOM
HMEXMOHpaHe HA MPOCTAITNAHAHHOBATA CHHTE3E.

Dapmarodunamuuny edexnu

HbynpodeH MMa aHATCTHYHO, TOHHAKABAIIC TENCCHATA TeMIEPATYPA i NPOTHBOBLINANHTENHO
neficrsie. TepaneBTHUHAST epEeKT NPY KpaTKOTPaHO NeUeHHe 3an0Ra 1a ce [posABARA OKOMO
30 MHHYTH Cneq, pHeMa.

Knunuuna echuxacrocm 1 bezonacHoch
JaHHHTe OT KITHHHYHUTE U3CIEABAHAS NOKA3BAT, € IPH eXHOBPCMCHEH NPHEM Ha ubynpodes ¢
MATKa 1038 ANETHICATHITHIOBA KHCEIHHA, MOXKE J1a C& HaMallH edeKTET Ha ANETHICATHMUMNOBATA
KHCEITHHEA, KOWTO Ce H3pa3apa B NIOTHCKAHE HA TPOMOOLMTHATA arperalis. TIpu egHO OT
TIPOY4BAHUATA, CNel NIPHEM Ha eJHOKpaTHa 1032 0T 400 mg u6ynpodicH, B MPOAKDKCHHS HA $ qaca
uny 30 MAHYTH ciefl IpHeM Ha AUETWICATNITHIOBRA KHCEIHA ¢ 65p30 ocnoﬁom)ag,aﬂcu._(Sl mg), 6wio
OTUETEeHO HaMansBaHe Ha edeKTa Ha AlleTHACATHIIOBATA KHCEIHHE BEPXY TG HA
TpoMGOKCAH WIH TPOMBOLMTHATA arperanyd. [lopau orpaHirieHiITe
T




B HHTepIpPETAIHATA Ha in Vivo NIPOYUBARHMATA, HE € BE3MOXKEHO Aa C& HaNpaBAT TRBPAHU 3AKIH0ICHHA
OTHACAIIM Ce 3a peloBHa ynoTpeba Ha nGynpodeH, (0Karo NpH KpaTKoTpaiita ynorpeta Ha
ubynpodeH He ce oYaKpaT KIHHHUHO 3HATMMH B33HMOACHCTBHS.

EXCIIepUMEeHTaTHATE JAHHH TOKA3BaT, Y€ NPH ¢/IHOBPEMEHEH NPHEM uGynpodeH MOXKe KOHKYPEHTHO
J1a MOTHCKa eheKTa Ha HECKH 103H AUCTHICATMIIOBA KUCEIHHA MO OTHOLICHHE Ha TpoMGOLHTHATA
arperaums. Haxon dapMakoTHHAMITTHY [IpOYYBaHUA NI0KA3BAT, HE KOraTo ce NpHEMAT AHHHYHY 03K
uGynpoden 400 mg zo 8 w. mpemu win 30 MUH. Criell IPHEM HA ALETHICANHIIIOBA KUCETHHA C
HesabapHo ocBoboxknasane (81 mg), ce HabMIoJapa HaMangBaHe HA etexTa 0O OTHOLICHNE HA
o6pasyBaHeTo Ha TPOMOGOKCAH HITH TPOMOOLMTHATA arperauys. Brhpek# 4e HMa HEACHOTH OTHOCHO
eKCTPaNOIMPAHETO HA Te3H NAHHH KbM KIMHHIHEA CITyHaH, He MOXe 1a C& H3KJIOYHM BE3MOKHOCTTA
pefoBHaT2 ARITOCPOYHa yHoTpeda Ha uynpodeH a HaManisa KapIHOIPOTEKTUBHUA eheKT Ha
AleTANCATMINAIOBA KHCE/HHA B HUCKY 103K, CMATa ce, Ue HAMA rojisiMa BEPOATHOCT obwqaiiHaTa
ynotpeba Ha nGynpoden Aa xoBeae IO KIHHHIHO 3HATHM edpexT (BIDKTE TOUKA 4.5).

IlceBnoedenpun

Mexanuzom Ha deticmsue

TTcesnoedeaprH € CHMIATHKOMHMETHYHO JIEKAPCTBEHO CPENCTBO. TIpemm3BnKBa 0cBOOOKIABAHETO
Ha HOPAJIPEHATHH OT CHMIIATHKYCOBUTE HEPBHH OKOHYAHHA H IMPEKTHO CTHMYTHPA anda-
PELENTOPHTE B KIETKHTE HA FANKaTa MyCKYIIaTypa Ha PE3UCTEHTHHTE apTepHOIH H BEHOSHHTE
CHHYCH Ha HOCHATA JTATABHI(A H [IAPAHA3ATHATE CHHYCH. CHMITATHKOMHMETHIHOTO JeficTBHE ce
JBJDKH Ha riceBIoedeIPHH ¥ HA HETOBHA AKTHBEH METAGOIHT HopIicesaoeenpHH.

PapMakeOUHAMUYHY edeKmu
Cnen npunarase Ha ncepfoedeIpHH Ce YCTAHORABA HAMANABaHE HA 0TOKA M CBHBaHe Ha Ha3alnHaTa
JHMraBHIA.

52 ®apMaKOKHHeTHYHH CBOHCTBA

Héynpoden
Abcopbyua

Criex opanso npunioxkenne nbynpoden ce pesopbipa 6up3o 1 nobpe B cCTOMAIIHO-YPERHHA TPAKT —
@IIHa YACT B CTOMaxa, a PYTa 9acT B THHKHTE 4epBa. DHOHANMTHOCTTA Ha PalieMHAHATd dopMa Ha
ubynpoden e 71%.

MaKCHMANHM [Ia3MEHH KOHICHTPALMHA Cce JOCTHraT 3a 1 70 2 9aca criext MPHIOKCHHETO.

Paznpedenenue

HU6ynpoden ce cBp3sa B nosede oT 90% ¢ IIasMEHHTe NPOTEHHH. Pasnpocrpansisa ce AoGpe, Makap
¥ 33 [I0-THITO BPEME, B CTABHHTE KyXHHH, JOCTHTAlKH MAKCHMANHH KOHICHTPANK B CHHOBHATIHATA
vewHoct cnen 7 o § saca. [TomyxusoTsT Ha uGynpoden € oxono 2 yaca,

Buompancgopmanun
U6ynpoder ce Merabonu3upa B YepHAS Apo6 B KapGOKCHITMPAHH H XHPOKCHIHPAHH [IPOM3BOMHH.

Enumunupane

o 24 waca OT MpUeMa Ha TOCAeHATA 1033, 0Ko0 75% ce eKCKPETHPAT Hpes 6uOpenTe KaTo
HeaKTHBHH MeTaboIuTH — XaTo KApOOKCHIMPaHH NPOH3BOAHHA HA NPOMKOHOBA KHCEIRHA 2-(p-(2-
XHApOKCHMeTHINponwt) heHun) - okono 37%, KaTo ,XHAPOKCHIKPAHK MPOH3BOIHHE HA IPOMHOHOBA
KHCENHHA {2-(p-(2-XHAPOKCHMETHATIPOIIN)DEHHN) - 0K0N0 25% H B HENPOMEHEH BHAL - OKONO 14%.

MceBnoedenpnn

Abcopbyus




Tcennoedeapun ce abcopOupa NECHO OT XPaHOCMHUNATEHHS TPaKT. MakcHMAITHH TIaZMECHH
KOHIEHTpallH ce JocTHraT cel 1,5-2 4aca.

Pasnpedenenue
TcepnoedeAprH ce pasnpeAesa ObP30 B KA OPraHH3IbM.

Buompancdopmayun
IcepnoeenpyH ce MeTaboNM3Mpa II1ABHO B YepHUA npo6 ao nopncesnoedenpus (10-30%).

Enumunupane

Tcepaoedeapun ce exckpernpa (70-90%) B ypHHATA B HENIPOMCHEH BHA. BHONOTHYHHAAT NONYXKABOT
Ha niceBaodenpuH e 9-16 Jaca. [nasMeHHAT NOTY)KHBOT HA ncepaoedeNpHE 3HAIUTETHO CC HAMAaNABA
Upe3 MOAKUCENABAHE HA YPHHATA H CE IOBHIIABA Ype3 ANKATH3ApaHE.

Kombunanys Mexay HGynpopen n ncesaoedenpan

W6ynpoden v nceBroedenprH He 0Ka3BaT BIAMMHO BIMAHME BRPXY TAXHATA BHOHANKYHOCT H HE
NPOMEHAT APYTH (apMaKOKMHETHYHH MapaMeTpH. TIpOMYKTET HMa SPEKTHBHOCT OT 4 710 6 uvaca.

Abcopbyua

Cnes 0panHO OpHIOKEHHE, SKTHBHOTO BELIECTBO CE& pezopbupa GBp30 | 206pe B CTOMAIIHO-IPEBHHAA
TpaKT — eHA YaCT B CTOMaxa, 4 Apyra %acT B THHKHTE 9epBa. S(+) u6ympoden (aekcubynpoden) e
AKTHBHHAT eHaHTHOMep, R(-) H6ynpoden e NpeMecTBEHHK HA aKTHBHOTO BEIECTBO, KOSTO “HH-
BEBO” OTYACTH Ce MeTabonuaupa /~60%/ 10 AKTHBHOTO BeIecTBO. BHOHANHYHOCTTA HA pAlEMIAHATA
dbopma ra ubynpoden e 71%. CHMIATAKOMUMETHYHATA AKTHBHOCT C& JIBILAKH Ha cpolicTBaTa Ha
nceBaoedeAPHHA H AKTHBHHA MY MeTabomIT HoprcesnoehenpHH.

JleueGuusT edpekT ce nposesABa 15-30 MUEYTH cren npreMa. Jlpete cy6CTaHIMH JOCTHTaT
MAKCHMAITHR TUIa3MeHH KOHUeHTpamy 3a 1,5-2 yaca cnen npioxKeHHeTo. BpeMeTo Ha MOMYKHBOT
Ha ubynpoden e 0kono 2 1aca, a Ha NcesnoedePHH — 9-16 yaca, HO HMa BPB3Ka MEXIY BPEMETO HA
NONy*XHEBOT Ha ncesoedenpys 1 pH Ha ypHEaTa, IpH ankanu3upaHe Ha YPHHATA MOXE fia €
ypead 1o 50 vaca,

AKTUBHHTE CHCTABKH CE METaGOIH3NpaT B Yepaus Apob: ubynpodes 1o kapGokcHIMpaHH 1
XHIPOKCHIMPAHH NPOM3BOJHK H niceBnoedenpHH 10 Hopricesgoedenpun (10 -30%).

Enumuptpane

Crren 24 Yaca 0T nprema Ha ocaenHara Jo3a 70-90% OT akTHBHHTE CHCTABKH €S eTMMKHHpAT. Hag
75% oT nGynpoden ce eKcKpeTHpar Ipe3 6b0pelHTe KaTo HEAKTHBHH MeTabonuTH — KaTo
KapOOKCHINpPaHY NIPOH3BOHA HA MPOTIHOHOBA KHCEHHA (2- (p-( a-kapbokchnpon ) GeHKNI) OKONO
37%, XaTO XUAPOKCHINPAHH POH3BOAHA Ha NPONHOHOBA KHCAMHHA (2-(p-(2-XHAPOKCHMETHITIDOIIHT)
demn) oxono 25% U B HenpoMEHeH ByL okolo 14%. HcepnoedenprH ce eNHMHHMpA B yPHHAT2
(70-90%) B HenpoMeHeH BHLL

H6ynpoden  icesioeeApHH He BAHAST B3aHMHO BEPXY GHOHANRHYHOCTTA CH, HE TIPOMEBAT APYTHTE
¢$apMaKOKHHETHYHH [IOKA3ATCIH. EdexTHBHOCTTA Ha OPOAYKTA IPOLBIKABA 4-6 vaca.

5.3 NpelxJTHHHTHY JAHHH 32 Ge3onacHocT

TIp NpeAKIMHIYHA V3IHTBAHKWA IPH 3af{li H IUTHXOBE, NPHIAraHeTo Ha nBynpoden mpu Gpemensy
JKHBOTHH, B /I03H HEKONKOKPATHO TIO-BHCOKH OT Te3H, H3MO/I3BAHH NPH XOpa, ¢ OIUI0 yCTAHOBEHO, He
He NPeAM3BAKBA CTATHCTHYECKH 3HAYMMO YBTHYEHHE Ha Man(OPMAMHTE T0 OTHOLIEHHE Ha ILIOAA B
CpaBHEHHe C KOHTpONTHA rpyra. OTCHCTBHETO HA TEPATOTeHHH edpexTn € HabIOIaBaHO | IIPH MHINKH
C57BL/6J, nipn kouro e npeiaran n6ynpoden B konuuectso Hall 100 OETH HO-BHCOKO OT ROINTE,
TipUNaraHy NpH X0pa.

HsiMa NHTEpaTyYPHH DAHHH 34 H3NKTBAHAA HA TEPATOTCHHOCTTA HA nicesaoediepHH IPH XHBOTHH.
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6. GAPMAINIEBTHYHH AAHHH
6.1 Corcbk Ha NOMOLHHATE BelleCTBA

Cowomas na cepyeeunama

neayno3a Ha mpax (P-100),
peynosa Ha npax (F-150),
LAPEBHYHO HUINECTE,

HHILIECTE, MPEKESNATHHHIHPAHO,
ryapoBa ryma,

TAIK,

KPOCKApMeJo3a HaTpHi,
KpOCTIOBHIOH (THII A),

CHITHIMER THOKCHA, KOMOHACH XHIADaTHPaH,
XHAPOreHUPAHO PACTHTENHO Maclo.

Cremag Ha obeuexama

XHAPOKCHIPOITHIILETYJI03a, MAaKporon 400, TaNK, KEJIATHH, 3aXapo3a, ClaaKapcka 3axap, kKaonut,
Kamuep kapboHar, apabcka ryMa, H3cyIlcHa, NapeBHIHO HHILCCTE, Onarsoc npo3paveH (kapHayOckH
BOCHK, TMENIEH BOCEK, 61, SDA 3A, ankoxon).

Onanykc kadsas AS-16518 chaBpxKa: 3axapo3a, THTAHOB AHOKCHA (E 171), ceucer xuiar FCF nax

(E 110), anypa uepsen AC nak (E 129), noBunioH, HaTpHCB Genzoar (E 211), AHIHMOKAPMHHOB Jiak

(E 132).

Hevamapcko macmuno

Onaxop ueper ChAbPKA; MEIAK, Kelle3eH OKCHI, 1epeH, N-OyTHIOB aNKOXOJ, H30IPONHJIOB AJIKOXOI,
AMOHHMES XHAPOKCH, IPONHIEHTIIHKOM.

6.2 HecbBMeCTHMOCTH

HenpunoxHMo

6.3 Cpok HA TOAHOCT

Came - 2 roquHN.
BnKcTepH B KApTOHEHa KYTHA — 3 TOUHH.

6.4 CnensajJHs yCjl0OBHA HA ChXpaHeHHE
Jia ce cexpaHABa Ha MSICTO, HEXOCTBITHC 34 JIelia.
Ia ce coxparsiba nog 25°C.

6.5 BuaH chIBPXKAHAE HA ONAKOBKATA

2 o6BHTH TaGNeTKH — callle, CHIhpKAIo 2 TabIeTKH

6 o6BuTH TabneTkd — 3 cameTa no 2 TabNneTky B KapTOHeHa KyTus. Callera OT JlaMHHaT
(xapTas/PE/AL/PE)

6 o6BaTH TabneTky B 6nucrep or PVC/Al gonuo

12 o6puTH TaGnerku B 6nucrep ot PVC/A]I onmo

24 oGeuTH Tabnetkn — 2 Grmcrepa ot PVC/AI donuo nto 12 Tabnerku

BuncTepy B KAPTOHEHA KyTHA.

6.6 ChenMajEH NpeANA3HH MEPKH NPH NIXBLpJsiE H paboTa

Hama cneHamHyd H3HCKBaHHA
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7.  IPATEXKATEJ HA PAZPEIIEHHETO 3A YIIOTPEEA
US Pharmacia Sp. z 0.0.

Zicbicka 40
50-507 Wroclaw, [Tomura

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

20080222

9, JATA HA OHBPBO PA3PEIIABAHE/MOJHOBABAHE HA PA3IPEHIEHHETO 3A
YIOOTPEBA

JlaTa Ha mepBo paspemasane: 30 OKTOMBPY 2008 r.
Jlara Ha IIOCAEHO MONHOBABaHe: 14 OKTOMBPH 2013 r.

10. JATA HA AKTYAJM3APAHE HA TEKCTA

02/2021
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