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Hobymnpogen b. bpayn 600 mg/100 ml nudyznoneH pasTBop
Ibuprofen B. Braun 600 mg/100 ml solution for infusion

2. KAYECTBEH H KOJIMYMECTBEH CBCTAB
Bceexn ml ot pa3tBopa ceabpxa 6 mg ubynpogen (ibuprofen).

Beska 6ytanka ot 100 ml ceappika 600 mg nGynpoden (ibuprofen).

IIOMOIHO BEIECTBO € H3BECTHO AcHCTBHE

Beexu ml pastsop cpaspxa 9.15 mg ratpues xnopug (3.60 mg Barpuii).
Bceska 6ytunka or 100 ml ceaspxka 915 mg natpuep xnopua (360 mg saTpuid).

3a ILIHAS CMHCHK Ha IOMOIITHHUTE BEIECTRA BUKTE TOUYKA 6,1.
3. JIEKAPCTBEHA ®0OPMA

HUndy3uoHeH pasTBOP.

bucTbp, Oe31BeTeH A0 O1eNOKBIT HHPY3IHOHEH Pa3TBOP, CBOOOACH OT BUANMH YaCTHIIH.
pH: 6,8 — 7,8

OcmMmomnapuret: 310 — 360 mOsm/L

4. KJINHUYHA NAHHHA

4.1 TepaneBTHYHH MOKA3ZAHUA

Hoynpogen b. BpayH ¢ nokasau 3a ynorpeba IpH BE3pacTHH 33 KPATKOCPOYHO
CHMIITOMATHYHO JICUCHHE HA OCTpa, yMepeHa 60JjIka, KOraTo HHTPaBEHO3HOTO NMPHIIOKEHHE
€ KIHHMYHO OIpaBAaHo, KOraTo JPYyTH IHTHINA Ha NMPHJIAraHe He ¢a Bb3MOXKHH.

4.2 /lo3dpoBKa H HAYHH HA NPHJIOKEHHAE

Jdo3apoBKa
Haii-nucKaTa edekTuBHa n032 TpAOBA JIa ce H3MOJI3BA 32 Hali-KpaTKOTO BpeMe, HeoOXoauMa
3a 0bneK9aBaHe Ha CAMOTOMHTE (BX. To4uKa 4.4). ToBa MoXe 1a HaMaJi 10 MUHHEMYM
HEKEJIAaHUTE PeaKiHHu.

Ynorpebata TpabBa 1a 6bA¢ orpaniueHa g0 CHTYAIHH, IPA KOHTO IIEpOPATTHOTO
NPHJIOKEHHE € Henoaxoaamo. [lanueHTHTe TPAOBa Aa NPEMHUHAT KbM [IEPOPAIHO
BeHara moM TOBa € Bb3MOKHO.

Jlewenuero ne Tpabpa na npoALIDKaBa MOBEYE OT 3 THH.

3a J1a ce HaMaJIH 10 MUHAMYM PHCKA OT BB3MOXHH HEXEIAHW peaKkIuy H
Tpg0Ba J1a ce noJIbpXa aJleKBaTHA XHAPATAHs Ha MallHEHTA.




BripacTHHR
Enna nosa ot 600 mg. Ako e KITHHHYHO ONpaBAaHO, MOXKE JIa C€ NMPHJIOXKH Jpyra 103a OT

600 mg cnex 6 go 8 yaca, B 3aBHCHMOCT OT HHTEH3HBHOCTTA HA CHCTOSHHETO H OTTOBOPA HA
neueHneTo. MakcuMmanniara odima queBHa a03a ¢ 1200 mg.

IIalHEHTH B CTAPYECKa BL3pacT
KakTo npu BCHYKXH HeCTEpOUAHH NpoTHBOBb3nanuTenHy cpeacrsa (HCHBC), tpabsa aa ce

B3€MAT IIpeana3Hd MEPKH IIPH JieYeHHE Ha MAHCHTH B CTApYECKa Bb3pacT, ThH KATO T¢
OOHMKHOBEHO ca NO-NOJATIHBH HA HEKCIaHH peakilii (BX. TOUKH 4.4 u 4.8), mo-BepoATHO €
Ja pa3BHAT OB0peuna, 4epHOXPOGHA H CHPAEYHOCHA0BA AUCHYHKIIHASA U J1a H3NOJI3BAT
ChIBTCTBAINO JieyeHHe. [10-KoBKpeTHO, 3a Ta3H MOnynanys € IpenopbYATENHO Aa CE
Ipuiiara Haifi-HMCKaTa epeKTHBHA /1032 3a Bh3MOXHO Hal-KpaTkaTa He00X0auMa
NPOARJDKUTEIHOCT 38 KOHTPOJIMpaHe Ha CHMIITOMHTE. JleueHHeTo TpaOBa aa ce
Ipepasriiexkia Ha pEOBHE HETEPBAIH M Ja Ob/ie IPEKpaTeHo, Ko He ce HabmoAaBa 1moJjsa
WM BBE3HUKHE HEMTOHOCHMOCT.

br0peuna HEIOCTATLIHOCT
Tpsabea na ce B3eMar npeanasuu Mepki, koraro HCIIBC ce u3nmonssar npu NaHEeHTH C

O6p0peuna HepocTaThbuHoOCT. [IpH NamuenTH ¢ IeKO HIH YMepeHo 6B0peuHO yBpEKAaHe
IILPBOHAYAIHATA A03a TPAOBa N3 ce HAMaJH | Jia c€ NOAABPHKA BE3MOXKHO Hali-HHCKa 32
Hal-KpaTKHd NepHOA, HEOOXOAuM 3a KOHTPOJIHpaHe Ha CHMIITOMHTE, a Ob0peUHaTa
byHkuusa TpsaOra Aa ce Habmogasa. To3H TeKapCTBEH MPOAYKT € MPOTHBOINOKa3aH INpH
NaIMEHTH ¢ TEXKa OBbOpeYHa HeIOCTaTHIHOCT (BXK. TOUKa 4.3).

YepHoapoOHa HENOCTATLIHOCT
Tpabsa na ce B3emar npeanazuu MepkH, koraro HCIIBC ce u3nonsear B Tazy nomyanms,

BBLIIPEKH 4e He ca OUMM HabmonapaHu pas3/IHKH BbB papMAKOKMHETHIHUA NPOGHIL.
TlanHeHTH C JIeKa WM YMEpeHa YepHOApoOHa HeIOCTaTHYHOCT TPAOBa Jia 3ano4Har
JEYCHUETO ¢ HAMAJICHH AO3H, J103aTa TPAOEa Aa ¢ NOAABPKA RE3MOXHO HaH-HUCKA 34 HAH-
KpaTKHsg HEOOXO0IHUM NEPUO H MANUCHTHTE TpAOBa Aa ObJaT BHUMATEIHO HAOMIOAaBaHH.
To3u nekapcTBeH NPOAYKT € MPOTHBOIIOKA3aH IIPH MAllHEHTH € TEXKa YepHOAPOOHA
HEJOCTATHIHOCT (B3XK. TOUKa 4.3).

IleaMaTpHYHA DOOYJIANHSA
To3u nekapCTBEH NPOAYKT He TpAOBa J1a ce H3M03Ba MpH Aena ¥ IoHomH. M3moa3BaHeTo Ha

H6ynpoden b. bpayH He e npoyueno npu nera u ioHomu. CnemoBarenio 6e30nacHOCTTa 1
€(PUKaCHOCTTA HE ¢4 YCTAHOBEHH.

Havyn\ HA DpHIOKEHHE:

3a HHTPABCHO3HO npuiIoxkenne. Moynpoden b. bpayH ce mpeamucsa oT nekap i TpAbBa Aa
Ce nIpuiara ¢camo oT KsaruuIEpaHd MEJUIIHHCKH CTICHMANIHCTH B Cpeaa, B KOATO € Ha
pasnoNoxeHHe MoAXoMAIo obopyaBane (IO BpeMe Ha JeucHHeTo). Pa3TBOpET TpsaOBa fa ce
npuiara KaTo HHTpaBeHo3Ha uH$y3usa Haa 30 MUHYTH.

4.3 IIpornBomoka3zaHHuA

° CBpPEXUYYBCTBHTEIHOCT KbM aKTHBHOTO BemiecTBO, KBM apyrn HCIIBC
HAKOE OT MOMOIHHUTE BEINCCTBA, H30POCHH B TOYKA 6.1,




° AHaMHe3a 3a OpOHXOCIIa3sEM, aCTMA, PHHAT, AaHTHOEAEM HIIH YPTHKAPHS, CBBP3aHH C
IIPHEMAHETO Ha aneTHncamMnuiosa kucennHa (ACK) Him 1pyrn HeCTEpOHTHHA
nporuBoBb3nanrTeiHn cpeacrsa (HCIIBC).

. CbCTOAHHEA, BKIIOYBAIIY TOBHIIICHA CKIOHHOCT HJIM aKTHBHO KHPBEHE KATO TCXKKH
HapyIICHHUS B KOaryJIauasaTa (Hamp. TpoMOOLHTONEHHS).

o AXTHBHA WJIM aHaMHE3a 32 pelAMBHpAIIa NENTHYHA A3Ba/KbpBEHE (Ba HIIH ITOBEYE
OTIACNIHH €NH30Ja Ha JJOKa3aHa A3Ba HJIH KEPBCHE).

. AHaMHe3a 3a CTOMAIITHO-YPEBHO KBPBEHE HIM NepdopanHd, CBbp3aHa ¢ IPeUITHO

neuyenne ¢ HCIIBC.

MO3B9HOCHAOBO HIIH APYrO aKTHBHO KBPBEHE.

Texxa yepHoIpoOHA MM OHLOpeUHA HEAOCTATHYHOCT.

Texxka cbpaeuHa HeaoctaTbuHocT (kaac IV mo NYHA).

Texxa nexunparanys (IpUraMHEHA OT OBPBINAHE, THAPHS WIH HENOCTATHUCH IPUEM

HA TCYHOCTH).

* bpeMeHHOCT, B IOCICIHAA TPUMECTHD (BK. TOUKA 4.6).

4.4 ChnennajJHn NpeAynpeXIcHAA H NpeaANa3HA MePKH OPR ynoTpedba

HexenasuTe peaknum MoraTt Ja ObIaT HaMaleHHd 0 MEHHMYM Ype3 H3[10J13BaHe Ha HaH-
HHCKaTa eieKTHBHA 034 33 Hali-KpaTKOTO BpeMe, HeOOXOAMMH 3a KOHTPONHPaHE HA
cuMnToMHATe (BXK. Touka 4.8).

Tpabea na ce n36arBa caAHOBpeMenHaTa ynoTpeba ra nbynpoden ¢ HCIIBC, BKIOURTENHO
CENeKTHRHY WHXUOUTOPH Ha mukiaookcAarenasa-2 (Coxib) (Bx. Touka 4.5).

Yectorara Ha Hexenanure peakuun koM HCIIBC ce ysenuaBa pH DalHEHTH B CTapyecKa
BE3pPACT, 0COOCHO CTOMAIIHO-YPEBHO KBPBEHE H nepdopaliusi, KOUTO MoraT Ja Obzar

darannu (BXK. TouKa 4.8).

Cmomawun O-YDEBHRU DUCKOBE,

CroMalmHo-9peBHO KBpPBEHE, 138a MIIH nepdopaimi, KoATo MoraT na 6baaT ¢arannmy, ca
TOKJIQaBaHu 1o BpeMe Ha Jiedenne ¢ BcHukn HCIIBC, cbe wan 6e3 npeqyIpeuTeIHA
CUMIITOMH, UJIH IIpH aHaMHe3a 3a CEPHO3HH CTOMALTHO-YPEBHH CHOHTHAI.

PUCKET OT CTOMAITHO-YPEBHO KBPBEHE, A3Ba WIH Nepdopalus € no-BHCOK ¢ HapacTBaHE Ha
po3ara Ha HCIIBC npu nmanueHTH ¢ aHaMHAe3a 3a $3Ba, 0COOEHO aKo € YCI0XKHEHA ¢
KPBBOH3IHME WiH nepdopanus (BxK. Touka 4.3), ¥ IpH NALMEHTH B CTapuecka Bb3pacT. Te3u
NallicHTH TpAOBa Ja 3al04YHAT JIcYeHHe ¢ Hali-HACKaTa Bb3MOXKHA 403a. 3a T¢3d NMalHCHTH
TpAOBa Aa ce OOMUCTN KOMOMHHMPAHO JICUEHHE ChC 3AIMTHU BEICCTBA (HAIP. MH30IPOCTOJ
WIH HHXUOHTOPH Ha MMPOTOHHATA IIOMIIA), 4 CHIIO M 3a MAIMEHTH, 32 KOHTO C€ H3HCKBA
E€XHOBpEMEHHO IPWIOKEHHE Ha HHCKA J03a atneTmicanuuuiosa kucemuHa (ACK) win
APYTH JEKAPCTBA, KOHTO MOTaT Aa YBEIHYaT CTOMAIIHO-YPEBHHES pHCK (BX. MO-JIONTY H
TOUKa 4.5).

ITanuenTH ¢ aHaMHE3a 332 CTOMAMIHO-YPEBHA TOKCHIHOCT, 0COOEHO B CTap
cnejBa Ja choOIIaBaT BCAKAKBH HEOOHMIAHHH KOPEMHH CHMIITOMH {0cobe
YPEBHO KBPBEHE), 0COOEHO B HAYAIIHUTE €TANM Ha JICYSCHHAETO.




IIpenoppuBa ce NOBHINEHO BHUMAaHHE NMPH MAMCHTH, OJIy4aBallld CHIIETCTBALIH
JICKApPCTBa, KOETO MOXKE Aa YBEIMYH PUCKA OT A3Ba HIIH KEPBEHE KaTO IIEPOPATIHH
KOPTHKOCTEPOHIH, AaHTHKOArYJIaHTH (Hanp. BapdapeH), TPOMOOIHMTHH aHTHATPETaHTH
(manp. anernncanuiiioBa kucenuna (ACK)) unm cenekTHBHE HHXMOMTOPH Ha 00paTHOTO
3aXBalllaHe Ha CEPOTOHHHA (BX. TOYKa 4.5).

Korato npd naunenTn, noxydaamu Moynpoder b. bpayH, BE3HMKHE CTOMAITHO-YPEBHO
KBPBEHE HJIH A3Ba, JIeUeHHeTO TpsaOBa fa Obje npeKpaTeHo {Bx. ToUKa 4.3 ).

HCIIBC cneapa aa ce maBat BHUMATEIHO NPH NANHEHTH ¢ aHAMHE3a 33 CTOMAIHO-YPEBHO
3abo0siBane (ynueposeH KoumT, bonecT Ha KpoH), Thit KaTo TOBAa ChCTOAHHE MOXKE Ja ce

BIOINH (BX. TouKa 4.8).

CBup0evHOCH006U U MO3LYHOCHO08U DEAKYUU.

KnuHWYHH OpoyYBaHHA MOKA3BaT, Ye H3N0N3BaHeTo Ha HOynpodeH, 0cobeno NpH BHCOKA
ao3a (2400 mg/nen), MoXKe [a ce CBLP3BA € JIEKO MIOBHINCH PHCK OT apTePHAIHH
TpoMOOTHYHE cBOMTHA (Hamp. HHPAPKT Ha MHOKapAa Wi HHCYIIT). Karo msuio
CMHACMHUONIOTHYHHTE W3CIICABAHHA HE IPESAIONarar, 4¢ HUCKa 403a HOynmpodeH (HanpuMep
< 1200 mg/neH) € cBpp3ana ¢ DOBHIEH PHCK OT apTepHaina TpoM0o3a.

IIaiHeHTH ¢ HEKOHTPOJIPaHa XHIIEPTOHHA, 3aCTOIiHA ChpAcYHa HeAoCcTaTbYHOCT (NYHA
[E-1IT), ycTanoBeHa HexeMH4Ha GonecT Ha ChpLETO, NepHepHa apTepHaiHa GONeCT B/ UM
MO3BYHOCBHAOBH 3abonaBanus TpAOBa Ja ce IeKyBaT ¢ HOYIIpodeH ciell BHHMATENHA
IIpelieHKa H TpAOBa fa ce u364arsaT BECOKH J03H (2400 mg/aeH).

Teorcku kodcnu peaxyuu :

CepHo3HH KOXHH PEAKIUH, HAKOH OT TAX daTalHH, BKIIOYUTEHO eKCHOIHATHBEH
JEPMaTHT, CHHAPOM Ha CTHBBHC-/[P)KOHCHH H TOKCHYHA CHAEPMAlIHAa HEKPOJIH3a, CE
¢HOOINABaT MHOTO PAAKO BEB Bph3Ka ¢ ynorpebara Ha HCIIBC (Bx. Touxa 4.8). Msrnexna,
ye MalHeHTHTE Ca W3JI0KEHH Ha Haki-BHCOK PHCK 3a TE3H PEaKIHU B HAYAJIO0TO Ha
TEpaIHATa: HaYaJIOTO Ha T€3H PEaKIiHH BE3HHKBAT B [10-TOJIMMATA 9acT OT CIy4auTe B
paMKHMTE Ha IBPBHA Mecell OT JieueHKeTo. Cho0miaBa ce 3a oCcTpa IeHEPATH3HpaHa
¢K3anTeMaTo3Ha nycTynio3a (AGEP) BbB Bpb3Ka ¢ JIEKAPCTBEHH IIPOAYKTH, ChIAbPKALIH
udynpoden. Jieuennero ¢ N6ynpoden b.bpays Tpabea a 6b1¢ npekpareHo mpH IspBaTa
NOSBA HA MPH3HAK M CUMIITOMH HA TE)KKM KOXKHH PEAKI[HH, KATO KOXKEH OOPHB, JIE3HH Ha
JIUTaBHIMTE WK APYTH IIPH3HALIA HA CBPBXYYBCTBHTEIHOCT.

Yeproodpobra uru 6v6peyna nedocmamvynocm wiu 0exudpamayus:

Hoynpoden Tp#OBa 1a ce M3M0138a ¢ TOBHUIIICHO BHHMAHHE IIPH NAITHCHTH ¢ aHaMHEe3a 32

yepHOAPOOHO WM OBOpedHo 3abongBaHe H 0c0OEHO 110 BpeMe Ha €JHOBPEMEHHO JICYEHHE C
AMYPESTHIH, ThH KaTo HEXHOHPAaHETO Ba NpOCTarjlaHHHHTE MOXKE JIa IOBEAE A0 3aIBPKaHE
Ha TEYHOCTH H YBpexaane Ha Ob0peunara pynxmus. Ub6ynpoden TpsadBa aa ce
TE3d MAUHEHTH BBB BE3MOKHO Half-HHCKaTa J03a B OnOpeunaTa PyHKIHA H
TpaOBa Ja ce HabmoaBa peaoBHO.




[Ipu nexuaparanus OcHMrypere 4ocTaTh4yeH MpHeM Ha TeyHOCTH. BHIMaRBaiiTe MHOTO IPH
JEXHUJpATHPAHH MAIHEHTH, HATIpUMEp MOpaAu JHapHi, Thi KaTo AcXHApaTallHATa MOXeE J1a
Obje 3aneficTpam ¢dakTop 3a pasBUTHE Ha OBOpedHa HEAOCTATHIHOCT.

Penopnara ynorpe6ba Ha aHaNTeTHIH, OCOOCHO NMPH KOMOMHMpAHE HA Pa3IHIHH
aHaJINCTHYIHHM BEIIECTBA, MOKE Aa JIOBE/E [0 YBpeXane Ha 6hOpermte ¢ puck oT OB0pedna
HEAOCTATHYHOCT (aHANTreTHIHA HedporiaTud). TO3H PHCK € [10-BHCOK NPH HAIUECHTH B
CTap4ecKa Bb3pacT H NAMEHTH ¢ 0L0peuna HEAOCTATEUHOCT, ChpACYHa HEJOCTATHYHOCT,
yepHOAPOOHA mchYHKIHA H TaKuBa, IpueMauy JaypeTund 1 ACE-uaxuburopu. Cnen
npeycranopaBane Ha euernetTo ¢ HCIIBC, cheTodHHeTO HA natiMeHTa IpEaH JICICHHETO
OOHKHOBEHO c€ Bh3CTAHOBABA.

Kakro npu xpyrn HCIIBC, ubynpoten Moxe Aa IpeIM3BHKA JIEKO MPEXOAHO MOBHIICHHE
Ha HIKOHM [IAPaMETPH Ha YepHOApoOHATa PYHKINA, KAKTO M 3HAYHTEJHO MOBHIICHHE HA
TPaHCAMHHA3HTE. AKO HMa 3HAYHTEIHO MOBHINICHHE HA TE3W MapaMeTpH, ICUCHHETO TpAOBa
na 6p1e npexkpaTteHo (BX. Touka 4.3).

Anagunaxmoudnu peaxyuu

Karo cTapmapTHa npakTika o BpeMe Ha HHTpaBeHO3HA HHPY3HA ce MpenoprIBa
HEIIOCPEICTBEH MOHHTOPHHT HA MalHeHTa, 0CO0CHO B HAYAJIOTO HA HH(Y3HATA, 32 2 MOXKE
Ja ce OTKpHe aHa(HUIAKTHYHA PEAKIid, IPHIHHEHA OT aKTHBHOTO BEIIECTBO HJIH
IIOMOIHHTE BEIIECTBA.

Muoro paaxo ce HabmoaaBar peakiiH Ha TeKKa OCTPa CBPbXUYBCTBHTEIHOCT (HAIp.
aHapuiIaKTHYeH mokK). IIpn nbpeuTe NpHU3HaIM HA peakUs HAa CBPBXYYBCTBHTEIHOCT ClIE/

npunoxecHue Ha U6ynpyden b. Bpayn, neuennero TpaOBa Aa ce cripe H J1a ¢¢ 3all04HE
CHMITOMAaTHYHO JieyeHHe. Ot cnenpanuct TpAOBa Aa ce 3alo4YHaT HEOOXOIUMHTE

MCIUIMHHCKA MEPKH CBI'TITACHO CUMIITOMHTE.

UXAMEAHU HADYULEHUR .

H3uckBa ce BHUMaHUE, aKO TO3H JIEKAPCTBEH MPOAYKT ¢ IIPHiara Ha maiuUeHTH, CTpajaiuy
OT HJIM C aBaMHe3a 32 OpoHXHaTHa acTMa, XPOHHYEH PHHUT HITH ajleprudHy 3a00/aBaHus,
ThH KaTo uMa cbobimenns, ge HCIIBC npuunaaBaTr OpoHXOCHa3bM, YpTHKApHUS U
AHIMOEIEM ITPH TaKHBa NAIlHCHTH.

Xemamonozuyinu egpexmu:

H6ynpoden Moxe BpeMEHHO Jla MEXHOHpa TpoMOOUUTHATA (PYHKIHA HA KPBBTA
(TpoMOOLHTHa arperaiys), yBeIHyaBaiki BpEMETO Ha KbpPBEHE H PHCKa OT KPbBOH3JIHB.

HU6ynpoden Tpabsa a ce H3MmossBa caMo ¢ 0co0eHo BHHMaHKE IIPH MAlHEHTH, MOIyYaBaliy
ACK 3a uExnOHMpane Ha arperanuaTa Ha TPoMOOLIMTH (BX. ToukH 4.5 1 5.1).

\]

NOJUIOXKEHH Ha Orepalus) CleioBaTe/HO Tpa0Ba fa ce HabinoaaBar napayEEnrg Ha o\ <
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ITo BpeMe Ha MPOALIDKATENHO NPHIOKEHHE Ha HOynpodeH ce H3UCKBAa peJOBHO H3CIEABaHE
Ha YepHOAPOOHHTE CTOMHOCTH, OB0peunaTa QyHKIUA H KpEBHATa KapTHHA.

N6ynpoden TpadBa xa ce H3M0I3Ba CaMO CJIe CTPOTa NPENeHKa Ha 10J13aTa/pyucKa IpH
MAIHEHTH ¢ BPOJICHU HapyIIeHHS Ha nopdHPAHOBHA MeTa0OMIH3bM (HaIp. 0cTpa
HHTEPMHTEHTHA ITOpUpHI).

I1pn m3nomspane Ha HCIIBC 1 emHOBpeMeHHa KOHCYMAIHs Ha aJIKOXOJI, AKTHBHOTO
BEINECTBO, CBBP3AHO ¢ HEXEIIAHATE PCaKIHH, OCOOCHO TE3H, KOUTO €€ OTHACAT 10
CTOMALIHO-YPEBHMA TPAKT MIIM LICHTPAJIHATA HEPBHA CUCTEMA, MOXeE JIa CE YBEJINYH.

H3uckBa ce NOBHIICHO BHUMAHKME IIPH NMALKUCHTH ¢ ONpeAesIeHH CHCTOAHMUA, KOMTO MOraT Ja
Ce BIIOIIAT;

e  [lpu namMeHTH ¢ AIEPriYHN PEaknuH KbM JPYTH BEIMIECTBA, Thil KaTo 3a TAX ChINO
CHIIECTBYBA NOBHIIEH PHCK OT PEAKI[HH Ha CBPHXYYBCTBUTENHOCT NpH ynoTpeba Ha
TO3H JECKAPCTBEH MPOAYKT.

g IIpy nauMeRTH, KOUTO CTPAJAT OT CEHHA XpeMa, Ha3aIHH [IOJHIHY WiH XPOHHYHH
OOCTPYKTHBHH PECIHPATOPHH 3a00ISBaHHA, ThH KATO 32 TAX CHUICCTBYBA IOBHINEH
PHCK OT HACTBIIBAHC HA allepPrHYHA peakiui. Te3u alepruyHy peakue MoXe J1a ce
IIpeACTABAT KaTO acTMATHYHH aTaxH (T. Hap. aHanreTHuHa actMa), eacM Ha Keunke

HJIA YPTHAKapHA.

Acenmuyuen menunzum

Hma cro0mennd 3a HAKOH CTydal Ha aceNTHYCH MCHHUHTHT MPH A3M0/I3BaHe HA HOYNpodeH
TIpH DAlHEHTH CbC CUCTEMEH ynyc epuTeMaTo3yc (CJIE). Benpeku ye € mo-BepoaTHO Ja
BE3HHMKHE NpH namueHT! ¢b¢ CJIE U 3a0onaBanns, CBbp3aHH ChHC CHEIHHUATEIHATA THKaH,
TOM CBINO € ChOOINARAH MPH HAKOM MAIUEHTH, KOHTO HE CTPaJaT OT HUKAKBO CBHITBTCTBAINO
XpOoHH4HO 3a00aBaHe. ETo 3amo TpsaOBa fa ce B3eMe noJ] BHUMaHYWe [IPpH IMpUIaraHeTo Ha
TOBA JICYCHHE (BX. TouKa 4.8).

Ogdmanmonozuunu echexmu.

IIpu nepopanHo npunoxeHre na HOynpodeH aMa choOINEHH 3a 3aMBITIEHO WIH HaMaJIeHO
3peHHE, CKOTOMA H IPOMEHH B IBETROTO 3peHHe. CipeTe npunaraneTo Ha Hbympoden, ako
[IAallHEHTHT pa3BHE TAKNBA OILIAKBAHHA, H IO IIpenpareTe 3a 0)TAIMOIOTHYHO H3CIEIBaHE,
KO€TO BKIIOYBA H3CICABAHE Ha UCHTPATHMTE 3PUTEIHH NOJAETA H HBETHOTO 3PEHHE.

ﬂg You.

[IpoasmxuTeHaATa yrnoTpe6a Ha 60TIKOYCIIOKOSBALIH MOKE A2 MpeI3BUKa INIaBofoIue,
KOETO He TpsOBa Ja ce IEKyBa ¢ TIOBUINICHH JIO3H Ha JIEKapCTBEHMSI TIPOJYKT.

B H3KII0YHTENHH ciTy4yan BapHIENa MoXKe Jia IPHYHHA CEPHO3HA UH(ECKIIHO3HH
YCHOXKHEHHS Ha KOXKaTa H MCKATE ThKaHH. KeM JHenIHa gara HE MOXE 1a ¢e
ponara Ha HCIIBC BB BnomasaneTo Ha Te3u uHdekipm. Taka ye € nmpeno
H30srBa ynorpedara na U6ynpoden b. Bpayn npu Bapunena.

Mackrpane Ha CHMOTOMHTE Ha €THOBPEMEHHO Pa3BHBAINY c¢ HHPEKIHH:




Hbynpoden b. bpayH Moxke Ja MacKipa CHMITOMH Ha HHGEKIHA, TOPAJH KOETo €
BBE3MOXKHO Ja 3a0aBH 3am09YBaHETO Ha MOAXOAAINO JICYEHHE | IO TO3H HAYHH Ja BIOIIH
H3xoAa oT HHgiexisTa. ToBa ce Habmoaaea npu GaKTepraaHa MHEBMOHHSA, IPUAOOKTA B
001mecTBOTO M OaKkTepHaNHH yenoXneHud Ha Bapunena. Koraro Moynpoden b. bpayH ce
IpHJIara 3a JICYeHHe Ha OBHINECHA TEMIEpaTypa WM obnexyaBane Ha 00JIKaTa BEB BPB3Ka C
HHPEKIHATA, € IPenOopPbYBAa MOHHTOPHHT Ha HHPEKIHATA. B H3BEHOOIHHYHH yCIOBHA
NanMEeHTHT TPAOBa Ja ce KOHCYJITHPA ¢ JIEKap, ak0 CHMIITOMHTE MPOIbJDKABAT HJIH CE
BJIOIIABAT.

BianmMozneicTBre ¢ nabopaTopHy H3caeaBaAHHS:

- BpeME Ha KbpBeHe (MoXe J1a Ob/le YIBIKEHO 32 JCH Clie/] CIIHpaHe Ha JICYCHUETO)
- KOHICHTpaNuA Ha TTI0K03a B KPHBTA (MOXKeE J1a Obe IOHUIKEHA)

-  KpCaTHHHHOB KMMPBHC (MOXeE Ja Oblie IOEUKEH )

- XEMATOKPUT H XeMOrinoOuH (Moxe 1a ObI¢ MOHHKEH)

- KPHBHH HHBA Ha ypes, CEPYMCH KPEaTHHHH H Kaluii (Moxe Ja 6bJaT IOBHIICHH )
- CTeCTOBE 3a YepHOApPoOHaTa GyHKUHUA: YBEIHYABAHE HA CTOMHOCTHTE Ha
TpaHCAMHHA3a

HPCIIIIHEIHII MCPDKH N0 OTHOIDICHHC HA MOMOINITHHTE BCIICCTBA:

To3u nexapcTBeH NpoAyYKT chAbpkKa 360 mg HaTpuil Ha OyTHIIKA, KOETO C€ PaBHABA HA
18,0% ot npenoppusanug ot C30 MakcHMaJieH THEBEH NpUEM Ha 2 g HATPHH 3a Bb3pacTeH.

4.5 BiaEMOACHCTBHE ¢ APYIH JeKAPCTBEeHH NPOAYKTH U APYTrH OPMH Ha
B3aHMOIEHCTBME

Zpyeu HCIIBC, exmoyumenno COX-2 unxubumopu u caruyuiamu:

B pesynrar Ha cunepruusnTe edeKTH, EHOBPEMESHHOTO MPHJIOKEHKE HA JBE HJIM IOBEYE
HCIIBC Moxe jia yBemuuH pHCKa OT CTOMALTHO-YPEBHHE 93BH B KEpBeHE. [lopanu ToBa

€HOBpEeMEHHOTO npriioxeHue Ha nbynpoden ¢ apyra HCIIBC crnensa na ce n30d4rsa (Bx.
TouKa 4.4).

EXHOBpEMEHHOTO MpUiIokeHHe HA HOYNpodeH U ANETHIICATHIMIOBA KHCEIHHA N0 IPHHIHII
HE C¢ MPENOphUBa MOpanH IIOTEHIHAJIA 3a MOBHIICHH HEXXEIaHH PEaKIHH.

ExcnepAMeHTalIHM AaHHH TTOKA3BAT, Y€ KOraTo ¢e J03MpaTt eJHOBpeMEHHO, HOyIpodeH
KOHKYPEHTHO MOKe Na UHXHOHpa e(ekTa Ha HECKaTa A03a alleTHIICAITMIIHIOBA KHCCIHHA
BBPXY TPOMOOUKTHATa arperaiys. Benpekd 4e HiMa HESCHOTH I10 OTHOLICHHE Ha
€KCTpanoJanHuATa Ha TE3H JAHHH KBM KIHHHYHATA CHTYallud, HE MOXKE Ja C& U3KITHOYH
BE3MOXKHOCTTA pe/IOBHATA, IBATOCPOYHA yHoTpeba Ha ubynpodeH Ja HaMald
KapAHONIPOTEKTOpHKA (KT Ha HHCKATA 032 alleTHICATHIHIOBA KHCEIIH
KJIHHEYHO 3HAYHM e(PEKT HE CE€ CUHUTA 32 BEPOATECH IPH HEPE/IOBHA YIIOTP
(BX. Touxa 3.1).




Jlumuu:

EaHoBpeMeHHOTO NpUIOKeHHe Ha HOYIpodeH ¢ IeKapCTBEHH NIPOAYKTH, ChAbPXAIlH
JIATHH, MOX€E Aa YBE/IEYM CEPYMHOTO HHBO HA JIHTHIA,

HeobxonuMa € mpoBepKa Ha CEPYMHHTE HHBA Ha JIHTHA.

Copoeunu 2auxo3udu (OU20KCUN).

HCIIBC Moxxe aa H30CTpH ChpI€YHa HeAOCTATHYHOCT, Aa HAMAIH CKOPOCTTa Ha
IIOMEPYIHA (PHITpAlUA B 13 YBEJIMIM IUIa3MEHHTE HUBA HA CHPACYHHATE TIIOKO3UIH.
[Ipemopr4uRa ¢¢ MOHMTOPHHT HA CEPYMHHSA JHTOKCHH,

Denumoun.
IInazMeHuTe HMBA Ha (PEHHTOHH MOTAT Jja ObJ1aT NOBHIIEHH OPH €JHOBPEMEHHO JICUCHHE C
nOynpodeH 1 mopaay TORA PECKET OT TOKCHYHOCT MOXKE A C€ VBEIIHYH.

Anmuxunepmenzusnu cpedcmea (Ouypemuyu, ACE-unxubumopu, iexapcmea 3a 6aoxupae
Ha bema peyenmopume u anzuomenzun-II aumazonucmuy):

Huypetniute 1 ACE-uexaOuTOpHTE MOrar Ja yeenu4at HedpotokcuunocTra Ha HCIIBC.
HCIIBC Morat n1a Hamanat edekTa Ha JUYPETHITHTE H JPYTH aHTHXHIIEPTEH3HBHH
JeKapcTBa, BKIOYHTETHO ACE-nHxuOuTOopH H 6eTa-0nokepu. [Ipy naupeHTH ¢ HamManeHa
OBOpedna pynxims (Hanp. AexuapaTHpaHy NAIHEHTH HIH AIIHEHTH B CTApYECKa Bh3pact ¢
HaManecna Ox0peuna pynkuns) eanospeMennara ynorpeba Ha ACE unxnburop H
AHTHOTEH3WH-1I aHTarOHKCTH ¢ NEKAPCTBEH MPOAYKT, HHXHOHpaIl IHKIIO0OKCUT€HA3AaTa,
MOXE J1a IOBeJE 10 JONBIHUTENHO BIOmMaBaHe Ha OnOpedHara PYHKIHSA, KaKTO H TOPH 10
octpa 6b0pednHa HefocTaTEUHOCT. TOBa OOHKHOBEHO € 0OpaTHMO. ClieJOBAaTE/IHO TAKABA
KOMOHHAIMHK cleBa Jia ce M3MON3BaT CaMo C MOBHIICHO BHEMaHHe, 0cOOEHO MPH HallHEHTH
B cTapuyecka Bb3pacT. Hampenture Tpg6Ba aa 651381 HHCTPYKTHPAHH @ MHAT AOCTATHYHO
TeYHOCTH. brOpeunara Qpyukims TpsaOBa na ce H3MepBa cirel HaYaloTo HAa €AHOBpEeMEHHATa
TEpalus H IEPHUOJHIHO CIIE] TOBA.

EnnospeMennoTo npmnoxenne Ha uOynpoden u ACE-uHXHOHTOpH MOXe Zia IOBEAE J0
XHUTMIEPKATHEMHS.

Kanuu coxpanaeawu ouypemuyu:
ExHoBpeMeHHaTa ynotpeba Moke Ja JOBeIC A0 XUNEepKaJHeMus (IpenopbiBa ce MpoBepKa
HA CEPYMHUS Kaymiif).

Kanmonpun:
ExcnepuMeHTAIHH MPOYYBaHHA NIOKa3Bar, ye HOyIpodieH MpoTHBOAeCTBa Ha edekTa Ha
KalTONPHJI HA MOBHINCHA €KCKPENUsI HA HATPHHA.

Kopmuxocmepouodu:
lloBHIIeH pACK OT CTOMANIHO-IPEBHH I3BH WIH KbPBeHe (BX. ToUKa 4.4).

Anmumpomboyumnu eewgecmsa (Hanpumep KIORUGO2pe U MUKIORUOUH) U CEREKMUEHY
unxubumopu na obpamnomo 3axeawane na cepomonuna (CHO3C):
no

IloBEINEH pUCK OT CTOMAITHO-YPEBHO KupBeHe (BX. Touka 4.4). HCIIBC
KOMOHHHPAT ¢ THKIOMAANH IOPaJH PHCK OT JOIBIHUTENCH €EKT IIPH HE

TpoMOOLIMTHATA (HYHKITHSL,

Memompexcam.




HCIIBC naxubupar TyOynHaTa ceKpellusa Ha METOTPEKCAT H MOTaT Jia BE3HHKHAT HAKCH
MeTabOHTHH B3aHMOICHCTBHA, KOSTO Jia IOBEJAE A0 IIOHHXEH KIIHPBHC HA METOTPEKCAT.
I1punoxxennero na uOynpoden B paMkuTe Ha 24 Jaca MpeaH WA €] IpHIarane Ha
METOTPEKCAT MOXKE /Ia NOBEJE IO NOBHIICHH KOHICHTPAIHH Ha METOTPEKCAT H YBEJIHIABAHE
HA HEroBHA TOKCHYEH edekt. Cnenoparenno exnoBpeMeHnara ynorpeda sa HCIIBC u
BHCOKH JO3H METOTpeKcart TpsabBa fa ce u30arsa. CrIno Taka TpAOBa Jja ce B3EMe NPEABUJ
NOTEHIHATHHS PUCK OT B3aMMOJICHCTBIA [1PH IEUEHHE ¢ HUCKa /1032 METOTpEKCaT, 0COOEHO
TpH NANHCHTH ¢ HapylicHa Ox0peuna ¢yukuus. [Ipy komOEAMpano neueHne TpaOBa a ce
cnenn 60peunHara PpyHKus.

Lluxnocnopun:

PHCKET OT yBpexxnaHe Ha Os0peumTe OT NHKJIOCIIOPHH C€ YBEIHYABa 0T €JHOBPEMEHHOTO
HPHIOKEHHE Ha HAKOH HECTEPOMIHH ITPOTHBOBB3NANMTENHH JIEKapcTBa. TO3H epeKT He
MOXKE Ja C€ H3KMOYH M 33 KOMOMHAIIMATA OT IHKIOCIIOPHH H HOYIIpodeH.

Anmuxoazynanmu:
HCIIBC morar aa 3acunaT egexra Ha aHTHKOAryJIaHTH KaTo BapdapuH (BX. Touka 4.4).
IIpn e1HOBPEMEHHO JIEYCHHE CC TIPENIOpHYBa HAOMOACHHE HAa ChbCTOSHHETO HA KOATyJIallis.

Cyaghonunypeu:
HCIIBC morar na noBumar XHnorIakeMHUHiA edexT Ha cyadoHwrypente. Ilpn
CIHOBPCMCHHO JICUYEHHE Ce IPENophYBa HaOMmoAcHHE Ha KpbBHATA ITIIOK034.

Taxporumyc:
IloBuimeH pHck OT HEPPOTOKCHIHOCT.

Judogyoun.

Mma noka3arencTBo 3a HOBHIIEH PHCK OT XEMApTpo3a H xeMaroMu ipi XWB nonoxurenny
XeModuIHIH, NoTyJaBally eIHOBPEMEHHO JISUEHHE CRLC 3UI0BYIHH U HOyTIpotheH. Moxke
JAa AMa NOBHINEH PHCK OT XEMATOTOKCHYHOCT MPH eJHOBPEMEHHATa yioTpeda Ha
3naoey e 1 HCTIBC.,

IIpobeneyuo u cyrunnupaszon:
JIekapcTBEHH NPOAYKTH, KORTO CHIBPXAT NpobCHEN T WM cyIpUHITAPa30H, MOTaT Ja
3a0aBAT eKCKpenuaTa Ha ubynpodeH.

Xunonronosu aumubuomuyu.

JanHH NpH XUBOTHH codaT, 4e HCIIBC Morat aa yBenr4aT pACKa OT IbPY0OBE, CBBP3aHH ¢
XHHOJIOHOBUTE aHTRONOTHIN. I1pn nammenTn, mpuemanm HCIIBC u xunonoHy, MOXe Ija
CBIIECTBYBA MIOBHINEH PHCK OT Pa3BUTHE HA KOHBYJICHH.

CYP2C9 unxubumopu.
EnnospemennoTo npunoxense Ha nubynpoger ¢ CYP2C9 uaxubutopn MoXe 1a yBEINYH
CKCTO3HIIEATA Ha HOYIpodeH (cyberpar Ha CYP2C9). B npoyuBaHe ¢ BOPHKOHA301 H
piyxonaszon (CYP2CY uHXHOHTOPH) € ToKa3aHa NOBHIIEHA eKCIIO3HIAA Ha S
Hoynpoden ¢ npubmmnrenno 80 no 100%. TpaGea na ce oOMECTH Hamas / oty

Ha HOynpodeH, KoraTto ce npuiarar eqHospeMenno momua CYP2C9 un / S F

KOTaToO BHCOKH N03H MOyNpodeH ce mpuiarar ¢ BOpHKOHa301 HiH ¢GuIyk i

Mudghenpucmon:




Axo HCIIBC ce uznonsear B paMkuTe Ha 8§ — 12 AHH cle/] IPHIOKEHHETO HA
MHQEIIPHECTOH, T€ MOraT a HAMAJAT e)eKTa Ha ME(ENPHCTOH,

Anxoxon

Hznonssanero Ha mOynpodeH npH IMIa ¢ XpoHHYHA KOHCyManua Ha ankoxon (14 — 20
HATHTKH/CEIMHUIIA YJIH NIOBEYE) TPAOBA Ja ce H304ATBa MOopafn MOBHIIEHAS PHCK OT
3HAYATEJIHH HE)KEJTaHH PeakKXHH OT CTpaHa Ha CTOMALTHO-4YPEBHHSA TPaKT, BKJIFOYHTEIIHO
KbpPBEHE.

AMunozauxo3uou:

HCIIBC mMorar fa 3a0aBST eMTMMUHHEPAHETO HA SMEHOTIHKO3HH H Ja YBE/IMYaT TAXHATA
TOKCHIHOCT. 1IpH eqHoBpeMeREO NpHIOXKeHRE ¢ HOYTIPpOdER ce npenoprYBa CTPHKTHC
HabmoACHNE HAa CEPYMHHTE HHBA HA AMHAHOTTHKO3HIHTE.

bunxoeu excmpaxmu:
["'uaKO GHNOGa Moke na yBenwum pucka ot kepseHe ¢ HCIIBC.

4.6 @epTHIHTET, OpeMEHHOCT H KbpMeEHe

bpemennocm:

WMuxnbupaneTo Ha CHHTE3a Ha MpocTarianAHHH MOXE /1a TOBJIHSE HEONArolpHATHO BbPXY
OpeMEHHOCTTa W/MIIK PasBUTHETO HA 3aponumia. JlaHHM OT ENHAEMHONOTHYHH IIPOYIBAHHS
IOKA3BaT MOBHMIIEH PHACK OT CIIOHTaHEH abopT, ChpJAeYHA MAN(OPMAaIHi H raCTPOCKH3IHC
CII¢] H3MOJI3BaHEe HA HHXUOUTOp HA CUHTE3a Ha NPOCTArIaHAWHH B paHHa OpeMEHHOCT.
AGCOMOTHHAT PHCK 32 CHPASCHHOCHIOBH MaI(OPMAIIHH € YBEIHYCH OT ITo-MaiKo ot 1% 1o
npubmsurenHo 1,5%. CmsTa ce, ye pHCKEBT ¢e YBEIHYaBa C 103aTa U IPoAb/DKHTETHOCTTA
Ha JICUCHHUE.

IIpH XHBOTHH € A0Ka3aHO, 9e IPHIOKECHHETO Ha HEXHOHUTOp HA CHHTE3a Ha
IIpOCTArIAHAMHH BO/IH O [IOBHIICHA 3ary0a npeay | Cliel UMILUIAHTHpaHe | A0
emOpHodeTanina CMEpPTHOCT. B IonbnHeHHe, IpH JKHBOTHA KMa CHOOINEHH 32 TOBUIICHA
YECTOTA HA pa3sIuYHU Man(opMaluy, BKIIOYHTENIHO ChPAEYHOCHI0OBH, IIPH NPHIaraHe Ha
HHXHOHUTOp Ha CHHTE3a Ha NPOCTarjiaHAHy 110 BpeMe Ha opraHorenesara (Touka 3.3).

Ot 20-ara ceamuua 0T OpeMeHHOCTTa HAaTaThK ynoTpebara Ha nOynpodeH Moxe aa
NPUYHHH OJIUTOXHIPAMHHOH, ABJDKAIN C¢ HAa HapylieHHe Ha ObpOpedHaTa GyHKuHA Ha
¢eryca. ToBa MOXKE Ja ce NMOABH CKOPO CIEA 3alI04BaHe Ha ICYCHAETO H OOHKHOBEHO €
obparuMo npH IpeKparsBaneTo My. OcBeH TOBa HMa CHOOIIEHH 3a CBHBaHE Ha ductus
arteriosus clel JICICHAE MIPE3 BTOPHA TPUMECTHP, KOETO B MOBEUETO CIIyYaH CE
BB3CTAHOBABA C/I¢/| CIIHPAHE Ha JCUCHHUETO. 3aTOBA 10 BPEME Ha ITbPBHA H BTOPHA
TPHMECTBD Ha OpeMeHHOCcTTa HOyIpodeH He TpaOBa /a ce AaBa, OCBEH aKo HE €
HaJIOXKHTEIHO. AKO HOynpodeH ce H3MOI3Ba OT XKEeHa, KOATO ¢e OIIUTBA Ja 3aUCHEe, WIH N0
BpEME Ha IEPBHS M BTOPHA TPHMECTHP OT OpeMEHHOCTTa, /103aTa TpSOBa Jia ¢ MoAabpXa
TOJIKOBA HUCKA, KOIKOTO € BE3MOXKHO, B MPOIBIIKHTEIHOCTTA Ha ICYECHHETO Ka € BE3MOXKHO
Hak-KparKa. BeIpeku ge uOynpodeH 3a HHTPaBEHO3HO NPHIIOKEHHUE € TOAXO
JIeYeHUE B MPOABLIDKCHUE HA JIO 3 JTHH, e, eKCIIO3UIA Ha ubynpoden B
HAKONKO AHH OT 20-ara recTallHOHHA CEAMHIIA HATATHK TpAOBa Aa ce 06
IIpOCHENIBane 3a OIMXOAPAMHAOH U CBUBaHE Ha ductus arteriosus. Yo
ubynpoden TpadBa a ce npexkpaTH, aKO ¢€ YCTAHOBH OJTHFOXHAPAMHHKO
ductus arteriosus.




[1o BpeMe Ha TpeTHs TpPHMecThp Ha OpeMEHHOCTTa BCHIKA HHXHOUTOPH HA CHHTE3a Ha
IpOCTArIaHIHH:
- MOTaT J}a U3JI0XKaT IJI0Ja Ha:
. CBPACYHOCHA0BA TOKCUYHOCT (IpeXACBpeMEHHO CBIBaHE/3aTBapAHe Ha ductus
arteriosus ¥ 0enoapoOHa XHNEPTOHHAA);

* OxOpeuna muchynxmus (BX. mo-rope).

- MOTAaT Jia H3JIOKAT MaiKkaTa H HOBOPOACHOTO B Kpad Ha OpeMEeHHOCTTa Ha:
¢  €BCHTYAJIHO YABL/DKAaBaHE HAa BpEMETO HA KbpBEHE, aHTHAIPETHPAIN €PEKT, KOHTO
MOX€ J1a BE3HHKHE JIOPH IIPH MHOTO HUCKH JTO3H;
- HHXHOMpaHe Ha MAaTOYHHUTE KOHTPAKIIHHU, KOETO BOJH M0 3a0aBEHO HITH
IIPOABIKHTEIIHO pasKaaHe.

Cnenosarenno ynorpebara Ha n6ynpoden € IpoTHBONOKazaHa IIpe3 TPeTHs TPUMECTHP Ha
OpeMeHHoCTTa (BXK. TO9Ka 4.3).

Kvpmene

HUoynpodieH 11 HErOBHTE META0OIMTH MOXKE Aa NPEMHHABaT B HUCKH KOHIUEHTPALlMH B
kbpMara. /1o MOMeHTa HAMa W3BeCTHH BpeaHH edekTH BEpXy Oebera, Taka ye 3a
KPaTKOCPOYHO JICYCHHE C TIO-HUCKH 103 NMPEKLCBaHE Ha KEPMEHETO Karo IO He O OHIto
HeoOXxoauMO. Bee nak € npenophauTeIHO KBPMEHETO A €€ NPEKHCHE IIPH H3IION3BAHE HA
nO-BHCOKH JI03H oT 1200 mg aHEBHO NOpaay BE3MOXHOCTTA 34 IOTHCKAHE Ha

NPOCTarIAH IUHOBHSA CHHTE3 IPH HOBOPOAECHOTO.

Depmunumem:.

HNMa HAKOM J0Ka3aTEIICTBA, Y€ JIeKapcTBa, KOUTO IOTHCKAT
ITHKJIOOKCHI€HA3aTa/IPOCTarIaHAMHOBYS CHHTE3, MOTar Ja IPUYMHAT YBPEXAaHe Ha
JKEHCKHS QEPTUIHTET Upe3 Bh3JACHCTBAE BEPXY OBYNalBATa. 10Ba € 00OpaTHMO IpH
[IpEeKpaTSABaHE HA JICYCHUETO.

4.7 Ed¢exTH BBpXY cIoco0HOCTTA 33 modHpase B padoTa ¢ MAIIHHA

[1pn egrOKpaTHA HIIH KpaTKocpo4YHa yrioTpeba HOynpodeH He MOBIMABA HIIH IOB/IHIBA
npeHeOpexumMo crocodHocTTa 3a modHpane 1 pabota ¢ MaHHA, BEIpEeKH TOBa MOABATA
Ha CHOTBETHH HEXKEJIAHH PEaKIHM KaTO OTNAaJHAIOCT H CBETOBBPTEXK MOTaT a BIomar
peakiMHTe, H CIIOCOOHOCTTA 3a yIpaBiigBaHe Ha IPEBO3HO CPEJICTBO H/HIM paboTaTta C
MAaIlTHHH MOXe Ja 0b/1¢ HamanieHa. ToBa ce oTHaca 0coOeHO NMpH KOMOHHHpPaHE ¢ AIKOXOIL.

4.8 Hexenand JeKapcTBeHH peaKIHH
CnexHHTE YECTOTH CE B3EMAT KAaTo OCHOBA NPH OIEHABAHE HA HEXKENARATE PCaKIHH:

Muoro gectn: > 1/10

Yectu: >1/100 no < 1/10

Heugectn: >1/1 000 10 < 1/100

Penxu: >1/10 000 oo < 1/1 000

Muoro peaku: <1/10 000

C Hen3BeCTHA YECTOTa: OT HAJIHYHHTE JaHHH HE MOXe ia ObJAc HalpaBeH




Haif-uyecto HabimoaBaHuTE HEXENAHH peaklHi ca 0T CTOMAIHO-YPEeBEH XapakTep. Moxe
Jia Bb3HUKHAT NENTHYHH S3BH, CTOMAITHO-YPEBHO NEphopalid HIH KEPBEHE, IIOHAKOra
¢aTamHo, 0c06eHO B cTapyecka Bh3pacT (BXK. Touka 4.4), Cnen mpwioxkeHHe ca JOKIIaJBAHY
TrajicHe, NOBpPBIAHE, JHapH, PpnaTyICHIHA, 3ancK, JUCIENCHA, KOPEMHA 0onxa, MeJleHa,
XeMaTeMe3a, YILIEPO3eH CTOMATHT, obocTpsaHe Ha koHT ¥ 6onecT Ha KpoH (BX. Touka 4.4).
[To-panko ce Habmogasa racTput. [lo-cnenpanio, pUCKBLT OT HACTHIIBAHE HA CTOMAIIHO-
YPEBHO KBPBEHE 3aBHCH OT AHMAIIa30HA HA j103aTa H NPOIBKMTEIHOCTTA Ha yIIoTpeOa.

Peakilii Ha T€XKa CBPBhXIYBCTBHTEIHOCT (BKTIOYHTEHO PEAKIMH Ha MACTOTO HA HH(Y3HS,
aHa(UIaKTHYEH IN0K) H pAIKO ce cho0IIaBa 3a CEpHO3HM KOXKHH HEeXXeJlaHH PeaKiliH KaTo
GyJIO3HH peakiMM, BKIFOYBAITH CHHAPoM HA CTHRBHC-J[OHCHH ¥ TOKCHYHA eHAepMaHa
HEKpoJH3a (CHHApOM Ha Jlaisn), eputema My aTH(GOpME H alonenHs ca OIiH cho0maBaHu
MHOTO PAIKO.

Omcado € 000CTpsHE Ha BR3NAICHAS, CRBp3aHH ¢ HH(eKHH (Hanp. pa3BATHE Ha
HEKPOTHYEH BacKyJHT), chenanamo ¢ ynorpebdara Ha HCIIBC. Tosa BeposATHO € CBBP3aHO ¢
MCEXaHH3Ma Ha JCHCTBHE Ha HECTEPOUIHUTE NIPOTHBOBB3NAIHTEIHH CPEACTBA.

DOTOYYRCTBHTENHOCT, AICPrHYEH BACKYJIHT K, B M3KIIOYUTEIHH CIydau, MOTaT 13
BB3HMKHAT TEXKH KOXXHH HHQPCKIHM H YCIIOXKHEHHAA Ha MEKUTE THKAHH 110 BpEME Ha
nHexuus ¢ Bapuiena (Bx. Touka 4.4).

BB Bpb3Ka ¢ neyenue ¢ HCIIBC ca cho0meH# 0TOIH, XANEPTOHUA M ChPACYHA
HEAOCTATHIHOCT.

KJIHHWYNE [IpoyYBaHHEA NMMOKa3BaT, Y€ M3MOI3BaHeTO Ha HOynpodeH, ocoOeHO IpH BUCOKa
no3a (2400 mg/nen), Moxke fa ce CBBP3BA C JICKO NMOBHULICH PHCK OT apTepHAIHH
TpoMOOTHYHH ChOHTHS (Hanp. HHGapKT HAa MEOKapAA KIITH HHCYJIT) (BX. Touka 4.4).

Nudexnny n Muoro peakn Onncano e 000CTpAHE HA BH3NAJICHUS, CBEP3aHH C
HH(pECTAIHHA HH(EKIEY (Hap. pa3BHTHE HA HEKPOTHIEH
BACKYJIMT), ¢hBnagamo ¢ ynorpebata na HCIIBC.
Tosa BeposATHO € CBBP3aHO ¢ MEXAHU3MA HA
IeHCTBHE HAa HECTEPOHTHHTE MPOTHBOBL3NAHTEHH

CpeJICTBa.
Hapymenns Ha Mmuoro peaxi CMmymeHHs B XeMomnoe3arta (aHeMHS,
KpBBTa H THM(HATa arpaHyJomHTO3a, JICBKOTICHHUS, TPOMOOLIMTONICHHS H
CHCTCMa IIAHITUTONICHHY, ). I[5pBHTE CHMIITOMH ca: BHCOKA

TEMIIEPATYPa, BE3NAICHO I'bpPJIO, IOBHPXHOCTHH
pPaHH IO YCTAaTa, FPUIONOA00OHH OILIaKBaHHS, CHIIHA
yMOpa, KPEBOTCUECHHE OT HOCA U KBPBEHE 110

KOJXKaTa.
Hapymenus Ha Heuectn Peakiiii Ha CBPBXYYBCTBHTEIIHOC
UMYHHATa CHCTEMA 1 chpbOex, KAKTO H aCTMATUYHH
(EBEHTYaHO C IIAJAHE HA KPBB
MHuoro peaxu CucTeMeH JIYIIYC EPHTEMATO3Y

CBPBXHYBCTBHTCITHOCT, OTOK H
Ha €3HMKa, IIOAYEBAHC HA BETPCLI




CBHBAHE HA JUXaTEITHHTE NBTHINA, 3aTPYAHCHO
THUIlaHe, DAMHTAIMHA, XHIIOTOHHUA 1
XHBOTO3acTpalaBamni IokK).

Ilcuxugren
HapyIIeHUs

HeuectH

Tperoxuocr, 6€3MOKOHCTBO

Penxu

IlcuxoTHUHH peaKiuyi, HEPBHOCT,
pa3apasHUTEIHOCT, OObPKBAHE HIIH NE30PHCHTAIIAA
U Jenpecus

Hapyimenus nHa

MHoro yect

YMopa sy 6e3cbHIE, IT1aB0b0IHe, CBETOBBPTEXK

HepBHATa CHCTEMA
Hegectn bescbHue, Bp30Y4, pasapa3sHHTEIHOCT HIIH YMOpa
Mmnoro penxu AcenTHueH MEHHHTHT {(CXBaHAT Bpart, rj1aBobonue,
rajicHe, MOBPBIIAHE, BHCOKA TEMIIEpaTypa HIIH
oOBpKBane).
[lanuentn ¢ asTouMynny 3abomasanns (CJIE,
cMeceHO 3a0011BaHe Ha Ch¢UHHTEIHATA THKAH)
H3TJICK/IA Ca TIPEAPa3NOI0KCHH.
HapymeHus na Heuectn 3pUTENHA HAPYIICHHAS
OUHTE
Penxmu OOpaTeMa TOKCHYHA aMOTHOTTHSA
Hapymenng Ha Yectn CBETOBBpTEXK
| YXOTO H JaOupHHTA
Hedectn TunuTyC
Penxu CnyXoBH HapyLIEHHS
Chpreunu Mmuoro peaxu Crpuebuene, cbpAcUHa HEAOCTATHYHOCT, HHPAPKT
HapyLICHHs Ha MAOKapJa
ConoBn MHuoro peks ApTepuania XUIepToOHUs
HApyIICHUSA
C Hen3BecTHA KpbpBOH3/HE (BK. CHIIO TOUKA 4.4), ¢ H3KIIOYCHUE
4ecToTa Ha KPhBOH3JIHB, CBHP3aH ChC CTOMAIIHO-YPEBHHA
TPaKT, KOiTO Beue ¢ Knacupuuupan COK
“CroMalIHO-YpEBHH HApYLIEHHS ", BHIKTE MO-I0Ty
PectiupaTtopHn, MHoro peaku AcTMa, OpOHXOCTIA3BM, AUCITHES H XPHIIOBE
TPBIHME H
MEANACTHHAIHH
HapYINeHHS
CroMatrHO-upeBHE | MHoOrO YecTH ITupoza, kopeMHa O0lKa, raicHe, TOBPBIIAHE,
HapyIeHAs ¢naTyneHnns, IMapHs, 3a¢cK ¥ cnadK CTOMAIIHO-

YpeBHH 3aryOn Ha KpbB, KOMTO Morar Ja
IPECAN3BHKAT AHEMHS B H3K/IOUHTE/IHHE CIIYYaH

Yectn CroMarmHo-4peBHH S3BH, NOTCHIKAIHO C KBPBEHE H
nepdopaups. YInepo3eH crOMaTHT, 000CTPIHE Ha
KoJuT 1 6onect Ha Kpon

Heuectn I"acTpuT

Peaxu




Muoro penxn Esodarut, nankpeatnt, o6pa3yBaHe Ha
HMHTECTHHAIHH, N0100HM Ha AnadparMa, CTPYKTYpH

XenaToOunuapHu Penxn Xsnrennna, gepHoapobHa auchpyHKIM,
HapyLICHUS 4epPHOAPCOHO YBpEXIAHE, OCTBP XCNIATHT
Hen3BecTHa YeproapoOHa HEAOCTATHIHOCT
Hapyimenns Ha Yectn Koxen obpus
KOXKara i
NOAKOMXHATA ThKaH
Hevectn YpTukapnsi, NpypuTycC, Myprypa (BKIIOYHMTENHO
aleprudHa MypIypa), KoxeH o0pHB
Peaxn Bymo3Hu peakiiiy BKIFOYHTEIHO CHHAPOM HA

CtuBBHC-/[DKOHCBH H TOKCHYHA €MMACPMAIIHA
Hekpoln3a, (CHHApOM Ha JlalbiT), epureMa
MYJITHQOpMeE, aToneIms.

Peakuyn Ha GOTOMYBCTBHTEIHOCT H aNepruyeH
BaCKyJIHT. B H3KMFOYHTEIHE CIIyYaH, TEXKH KOXKHH
HH}EKIHHE 1 YCIOXKHEHNA BA MEKHTE ThKaHH NPH
HH(EKIHA ¢ BapHOcia (BX. ¢emo ,, MHpexnuu u
HHGpeCTAITHH ).

Heuspecrna JlexapcTBeHa peaKIus ¢ €O3HHOPHIUSA ¥ CHCTEMHH
cumntoMd (DRESS cuagpoM)Octpa
reHepalM3hpaHa €K3aHTEMATO3Ha My CcTyno3a

(AGEP)
Hapymesnns Ha Penxu (CxBaHart Bpar
MYCKYJIHO-
CKEHETHATA
CHCTEMA U
ChCAHHHTETHATA
THKaH
Hapyinenns Ha Hedectn HamaneHo oTaensHe Ha yprHA U 00pa3yBaHe Ha
O6B0penmTe B efeMH, 0co0eHo IIpH NMALMEHTH C apTepHalHa
NHKOYHHUTE IYbTHINA XHIEPTOHUS HIH OBOpeUHa HEMOCTATHYHOCT,
HePOTHUEH CHHAPOM, HHTEPCTHIHANIEH HEDPHT,
KoMTO MOX¢e Ja ObJe NpHAPYXKEH OT ocTpa 6BOpeuHa
HEJOCTATHYHOCT.
Penxu YBpexnaHe Ha On0peuHara ThbKaH (amaiaapHa
HEKpo3a), MOBHIIEHA CCPYMHA KOHIICHTpaHA Ha
MHKOYHA KHCC/IHHA B KPBBTa
Ob6mu Hapymenus | Yectn Bojika 1 ycemaHe 3a napeHe Ha MsiCTOTO Ha
H e(peKTH Ha HPHIIOKCHHE
MACTOTO Ha
IPUIIOKCHHE
Henspectna Peakniyn Ha MACTOTO HA HHXEKTHPAHE KAaTO OTOK,
XEMAaTOM HIIH KbPBEHE.
. @\W ng)?g
CrolinaBanero Ha IONO3HPAHHA HEXEJJAHH PEAKIIHHE CIIE] paspellaBale 3a Yo poz P %
-,. N A
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4.9 IIpeno3upane

Cumnmomu

Karo caMIIToMu Ha npeo3upaHe MOTaT J1a Bb3HHKHAT CMYIIEHH Ha LIEeHTpallHaTa HEPBHA
CHCTEMa, BKIIIOYBAINH I71aBO60AE, 0ObpKBaHe, HUCTArbM, IITYM B YIHIMTE, CBETOBLPTEXK,
3aMaliBaHe, Oe3ch3HanKe, KOHBYJICHH (TJIaBHO TPH Ae1a) U aTAKCHs, KaKTO H KOpeMHA
0onka, raJieHe ¥ noBpBINAHe. B TONBJIHEHHE € BE3MOXKHO CTOMAIMHO-IPEBHO KBPBEHE,
KakTo B GYHKUHOHATHM CMYINeHnsA Ha yepHuA pob u 6p6pemnTe. OcBEeH TOBA MOXKE J1a
HMa XHIIOTOHHS, XHNEPKAIEMHA, XUITIOTEPMHS, JUXaTeIHA JSHPeCcHs H [IHAHO3A.,

Ilpn cepro3Ho oTpaBsHe MOXe Ja HACTHIIH METaDOJIATHA auu03a.

Jleuenue

JleyeHHETO € CHMIITOMATHYHO H HAMA Cieliu(HYHA IPOTHBOOTPOBA.

TepaneBTUYHUTE BBE3MOXHOCTH 34 JICUEHHE HA HHTOKCHKAIMS Ca MPOAUKTYBAHH OT
CTCIEHTAa, HHBOTO U KIIHHEYHUTE CAMIITOMH CIIOpEA OOIMHUTE peaHUMAaIlHOHHY ITPAKTHKH.

5. GAPMAKOJIOTHYHHU CBOMUCTBA

5.1 PapMaxogHHAMHYIHHU CBOICTBA

DapmakoTepaneBTHIHA Ipyna: J[Ipomusoss3narumennu u aRmMupesmamuiiu npooyxmy,

necmepouou. Hepusamu na nponuonosama xuceiuma.
ATC xox: MOIAED!?

NGynpodeH € HecTepouIHO MPOTHBOBB3IMAIMTENHO CPEACTBO, KOETO IPH KOHBEHIHOHAIIHH
MOJIC/IH Ha BB3MaJIEHHE MPH €KCIEPHUMEHNT BHPXY XXHBOTHH € JI0Ka3aHO KaTo €(eKTHBHO,
BCpOATHO 4pe3 HHXHOUpaHe Ha mpocTarianauHoBMA cuHTe3. I1pn xopa HOynpoden ama
AHTHIIMPETHSCH ¢(EKT, HAaMAIsiBa CBBP3aHUTE C Bh3NaIeHHETO 60nKka H noxyBaHe. OCBEH
ToBa HOYNpo(deH peBepcHBHO MHXHOHPa HHAyIHpaHa oT AJId 1 xonareH TpoMOOIHTHA

arperanms.

ExcnepHMeHTaIHl JaHAH [IOKA3BaT, 9€ KOTATO Ce AO3HPAT SAHOBPEMEHHO, HOYIIPODEH
KOHKYPEHTHO MOXKe Na MHXHOHpa edeKTa Ha HUCKATA JI03a AlleTHIICAIMIIAIOBA KHCEIMHA
BLpXY TpomOounTHaTa arperaius. Hakou dapMakogaHaMHUHY IPOYYBAHHUS [TOKA3BAT, Ye
NpH equHA9HH 1034 noynpoden 400 mg, s3eTn B paMkuTe Ha 8 vaca npeay umm 10 30
MBHYTH ClIe He3a0aBHO 0CBOGOKIaBaKe Ha 1034 aNeTHICATHINIOBA KuceHa (81 mg), e
HAacTBIIWI HaManeH eekT Ha aleTHIICATALIMIOBATA KHCENNHA BEpXy 00pa3yBaH
TPpoMOOKCAH I TPOMOOITMTHATA arperalisa. Beipeky de AMa HeICHOTH 10
€KCTpaloIalMsATa HA TE3H JAHHH KbM KITHHHYHATA CHTYAilHsA, HE MOXeE Aa C
Bb3MOXHOCTTA peAOBHATA, JRITOCpodHa ynorpeda Ha uOynpoden fa HaMm
KapAHONPOTEKTOpHHA €()EKT Ha HUCKATa 034 aleTHICATALIHIOBA KACCTIHRR, ¢




KIHHAYHO 3HAYMM €(eKT He ce CIMTA 3a BEPOATEH IpH HepeloBHa ynorpeba Ha HOynpoden
(BX. TO4Ka 4.5).

5.2 PapMAKOKHHETHYHH CBOHCTBA

AGcopbung

HOynpoden b. bpayH ce nmpuiara “HTpaBeHO3HO, CJIEI0BATEIHO HAMA MPOIIEC Ha
abcopbuns » GmoHanu4IHOCTTa Ha HOYIIpOoden € 100%.

Cnen HHTpaBEeHO3HO TIPHIIOJKEHKE HA HOYTIpO(eH NPH Xopa, MAKCHMATHATa KOHIIEHTPaLs
(Cmax) Ha S-eHaHTHOMEpa (aKTHBEH) B R-eHaHTHOMEpA ce NOCTHTa 3a okono 40 MAHYTH
IIPH CKOpPOCT Ba HHQY3HA oT 30 MEHYTH.

PasnpeneneHue

H3uucnennar obeM ra pasupeaenenue € 0.11 xo 0.21 Vkeg.
HbynpodeH ce cBbp3Ba eKCTEH3HBHO C MIa3MEHATE IPOTEHHH, OCHOBHO a/IOYMUH.

buoTpanchopmanug

Hbynpoder ce merabonnsmpa B UepHuS Apo6 B 184 HeaKTHBHH METa0OIHTA, KATO TE 3a€HO
¢ HeMeTabonaszupanua HoyipodeH ce oTaenar or ObOpenuTe WM KaTo TAKMBA, HJIH KaTo
KOHIOT'aTH.

Cnea nepopaino npuioxeHue noynpodeH e Beue YacTuaHO abcopOupaH B cTOMaxa ¥ Clie]
TOBa HAIBJIHO B TEHKHTe YepBa. Cien yepHoApoOHa MeTabomusais (XuAPOKCHINpPaHE,
KapOOKcrmpaHe) (papMakoJIOrHIHO HEAKTHBHHETE METa00IMTH € OTCTPAHABAT HAN'BITHO,
r1aBHO 9pe3 0b0pennTe (90%), HO CBHIIO H ¢ KITBUKATA.

EnuMuHnpane

Exckpenusta ot Os0penure € O6p3a H mbasa. [10MyXHBOTHT HA ETMMAHAPAHE €
IpHOII3HTENHO 2 Yaca.

JIuneiinoCT/HeMHeHOCT

HU6ynpoden noxa3ea MRHEHHOCT B IUIOWITA N0 KPHBaTa Ha [UIa3MeHa KOHIEH Tpalus-BpeMe
clleZl €AHOKpATHO NpHIoxeHue Ha HOynpodeH (B quanazon ot 200 - 800 mg).

Bpb3ka(n) dbapMakokuBeTHKa~DapMaKkoHHAMHAKA

Hanwne ¢ xopenaims Mexy miiasMeHuTe HHBa Ha HOynpodeH, papMakoHHAMHIHATE MY
cBOHCTBA H 00 npodun Ha Gezonacnoct. PapMakoknHeTHKaTa Ha HOynpodeH e
CTEPCOCENEKTHRHA CIE] HHTPABEHOZHO H NEPOPAIIHO NPHIIOKEHHE.
MexanH3MET Ha AEHCTBHE U (papMaKOIOrHATa Ha HHTPABCHO3HO MPUITOXKEH H
Ce pa3MyaBaT OT MEXaHN3Ma Ha IEPOpaTHO IIpHiIokeH HOynpodeH.

bvbpeuno yspescoane




3a nanpeHTH ¢ NeKo 6p0pedHo YBpeKaaHe ca ChOOIIEHH YBelIAYaBaHe Ha HECBBP3aHHA (S)-
HOynpoden, no-sucokr AUC croitrocTH 3a (S)-HOynpodeH H yBelTiYaBaHe Ha
CHAHTHOMCPHYHHTE CrOTHOMERHA AUC (S/R) B cpaBHEHHE ChC 3ApaBH KOHTPOJIH.

IIpn manmenTH ¢ Kpaes craauii Ha 6B0peuno 3abonABaHe, MOJTy4YaBalld JUATH3a, CpeAHATA
cBofGoaHa Ppakims Ha uOynpodeH e oxono 3% B cpaBHeHHE ¢ okoio 1% npu 371paBH
xo0poponuE. Texko yepexnane Ha Os0peunaTa QyHKUMA MOXE Aa A0Beae [0
aKyMyJNHpaHe HAa MeTaboMTH Ha HOynpoden. 3Ha4eHHETO Ha TO3H €PEKT € HEH3BECTHO.
MerabonuTHTe MOTaT Aa OBAAT OTCTPaHEHH ¢ XEMOAHANH3a (BX. TOUKH 4.3 1 4.4).

Yepuoopobuo vepexcoane

[Ipu nanyenTH ¢ MHpo3a ¢ ymepeHo YepHoapobHo yBpexaane (6 — 10 mo Child Pugh),
JIEKYBaHH ¢ paleMH4eH ubynpodeHn, ce HabmoaaBa cpeHO 2-KpaTHO YAB/DKABaHE Ha
ONYKMBOTA H €HAHTHOMEPHYHOTO choTHOIIEHHEe AUC (S/R) € 3HaUMTEIHO IIO-HHCKO B
CpPaBHEHHE ChC 3/IPaBH KOHTPOJIH, NPE/IIONATAI0 YBPEKIaHe HA METa00INTHATA HHBEPCHS
Ha (R)-ubynpoden 3a akrusHus (S)-eHanTHOMEP (BXK. ToukH 4.3 1 4.4).

5.3 IlpeaxIHHMYHH JaHHH 33 Oe30MaACHOCT

IlogocTpaTta ¥ XpoHHYHA TOKCHIHOCT HA HOyIpodeH B NpoydIBaHHS IPH )KHBOTHH CC
U3ABsABA IJIABHO MOZ ¢opMaTa Ha Ie3HH H A3BH B CTOMANIHO-UYPEBHUS TPAKT. [n vitro U in
Vivo IPOYYBaHHA HE JABAT KIMHUIHO 3HAYMMH J0KA3aTe)ICTBA 32 MyTareHHHA MOTEHIIHAA
Ha ubynpogeH. B npoyusannd npe IIEX0BE M MHIIIKH HE ¢a HAMEPEHH A0KA3aTeNCTBa 3a
KaHLeporeHHH eeKTH Ha HOynpodeH.

Hoynpoden Boau 10 AHXuOUpane HA OBYNAIMATA MPH 3aiI(} B HAPYIIEHO UMIUIAHTHPaHe
NpH pa3IiYHA BHAOBE JXHBOTHHU (3acK, IIbX, MHIIKA). ExCIEpHMEHTAIHA IIPOYYBaHHUA IIPH
ILTEXOBE H 3aHIM OKa3BaT, 4¢ HOynpoden npeMuHaRa npe3 miaenrara. Cunex
NPHIOXKEHUE HAa TOKCHYHH 34 MaliKaTa 034 Bh3HHKBA [IOBUIIICHA YECTOTA Ha MaIQopMaIiu
(ZedexTn Ha MEXAyKaMepHATAa NIperpaja) B HOKOJASHHETO IIPH ITHXO0BE,

AKTHBHOTO BelnecTBO HOYyNpodeH noxaspa eKoJIOrH4YeH PHCK 3a BOJHATA cpeaa, 0coOeHO 3a
puoH.

6. ®APMAIEBTHYHH JAHHH

6.1 CoHcenLk Ha DOMOIMHHTE BEMIECTRA

L-aprunun

Harpuen xnopun

XJIOpOBOAOPOAHA KHiceNrnHa (3a Kopekunsa Ha pH)
Harpues xnapokcni (3a kopekius Ha pH)

Bona 3a HHXEKIHA

6.2 HechBMEeCTHMOCTH

Ilopanu nurca Ha NpoyvuBaHus 3a HECHBMECTHMOCT, TO3H JICKAPCTBEH II
CE CMECBa C IPYTH JIEKapCTBEHH NPOXYKTH.

6.3 Cpok Ha rogHocT



36 Mecena.

Ot MEKpobGHONOTMYHA I'MieAHA TOYKA, MPOAYKTHT TPAOBA Ja ce H3MONI3Ba BeHATA Cle]
OTBapsHE.

6.4 CpenuaiHm yc10BHS HA CHLXPAHEHHE

To3u nexapcTBeH IPOAYKT He M3ACKBA CIICBAIHH YCIOBHA 34 ChXPaHEHHE.

3a yCJIOBHATA Ha ChXpaHEHHUE CIIE] NBPBOTO OTBAPSHE HA IEKAPCTBECHHUS [IPOIYKT BHXKTC
TOouka 6.3.

6.5 BuIH cBALPKAHAE HA OMTAKOBKATA

[IspBruHara onakoBka € LDPE Gyruinka ot 100 ml ¢ asoiina kanmauka B onakoBKH OT 10
Oy1Tuiku 1 20 6yrinky or 100 ml.

He BcHYKM BROOBE ONIAKOBKH MOTAT Ja OBJAT MyCHATH B mMpojaxkoa.
6.6 CpeunaJHH NpeJna3HH MePKH OpH H3XBLPJsiHE H paboTa

To3u nekapcTBeH MPOIYKT € MOKA3aH 3a yIoTpeda Karo eJHHAYHA JJ03a, BCEKH HEH3ION3BaH
pa3TBOp TpsbBa fa ce m3xpbpnu. [lpeayu npunoxenue pa3TeopsT TPAORA Ja ce Orjliena, 3a Jia
ce rapaHTHpa, ye € 6ucThp H Oe3useTeH fo 6nenoxeaT. Toll He TpAOGBa Aa ce U3MOJ3Ba, aAKO

ce HaOMOaaBaT HAKAKBH YacTHIIH.

Hen3nomsBanuAT JICKapCTBEH MPOAYKT HITH OTNaTbUHHTE MAaTepHaH OT HEro TpsAOBa aa ce
H3XBEHPJIAT B CHOTBETCTBHE C MECTHHTE H3HCKBAHH.

7. IIPHTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

B. Braun Melsungen AG
Carl-Braun-Strafie 1
34212 Melsungen

I'epmanns

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per.Ne 20170231

9. JAATA HA ITHPBO PASPEIIABAHE/IIOAHOBABAHE HA
PASPEIIEHHETO 3A YIIOTPEBA
17.07.2017

10. JATA HA AKTYAJIN3HPAHE HA TEKCTA

Deppyapu 2023
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