KPATKA XAPAKTEPUCTHKA HA [TPOAYKTA

.. HME HA JIEKAPCTBEHHS IIPOJYKT MANLIHUTERHA ATEHLHS 11 REXAPCTAATA |
Edmson Hutens 8,75 mg/nosa cnpe# 3a ycTHa IMTaBULA, pasTBOP A xapaxmapie a oz ”p““ Hanue 1
Efisol Intense 8,75 mg/dose oromucosal spray, solution Kum Pez, Ne .. ‘7&‘-”/ ‘? J (‘9

Pa:apeu;euue Ne | “1

_ | BG/MAMP - -g 0¥ ?"‘? 19 -
2. KAYECTBEH M KOJIHYECTBEH CECTAB /972823
| Ogobpenue M .. eerirerinrinn
e e

Enna nosa (3 snpecKkBaHus) ceaepika 8,75 mg daypbunpoden (ﬂurblprofen) A
Enxo BopbckBaHe chaspixa 2,92 mg dmypbunpodeH. | -
1 ml cnpeii 3a yc'rHa JIAraBHIIA, PA3TBOP CHIBPKA 17,16 mg ¢nyp6ano¢eH

[ToMOIHH BENIECTRA ¢ HARECTHO neﬁc*rBHe

ChAabpKa LMKIOAEKCTPHHH: | .
berapexc: 18,50 mg/ml 1 9,58 mg/nosa

Xuapokcunponunbderageke: 0,65 mg/ml u 0,33 mg/noza

3a BJIHUA CIIHCHK Ha MOMOIUIHWATE BEIISCTBA BIDKTE Touka 6.1,

3. JIEKAPCTBEHA ®OPMA
Crpeit 3a yCTHa JIMTaBHIIA, Pa3TBOP

[Ipospaues, GesuBeTeH pasTBOp ¢ BKYC Ha 4epelna; pH ua pasrsopa 7,3-7,8.

4. KJIAHAYHH JAHHHA
4.1 TepaneBTHYHH NOKA3AHHA

. Eduson HHTEH? e NMoKkazaH NpH BB3pacTHH 34 KPATKOCPOUHO 00JIeKUaBaHe Ha CHMIITOMATHKaTa [pH
OCTPO BB3NAICHHE HA IBPIIOTO.

4.2 [03HpOBKAa H HAYHH HA NPHJI0KeHHE

,EOBHQOBI{E}

Buwapacmnu na 185 u noseve-coounu:
EnnHa no3a ot 8,75 mg (3 enphckBaHMA) ce IMpUiara B 3a/JHaTa YACT Ha FBPJIOTO Ha BeekH 3-6 4Haca,
npu HeoOXOOUMOCT, 10 MAKCHMYM S 103H 32 24 4acoB NepHOI.

Ha He ce BAMINBA MO BpEME Ha BIPBCKBAHETO.

[IpenopbuBa ce TO3H JIEKAPCTBEH MPOAYKT Zid HE CE MMpHEMa MOBEYEe OT 3 JAHM.

[Teouampuyuna nonyaayus
bezonacHocTTa M epukacHocTTa Ha Edpuzon MUHTeH3 npu Aena v 1oHouM nox 18-roauniH
- ¢4 YCTAHOBEHH. -
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Hayuenmu 6 cmapuecka én3pacm

OO0ma npenopeka 3a AO3HPOBKATA HE MOXKE 1A C€ HANpaBH, IOpaly OrpaHHYCHHA KIMHHYCH OMHT A0
‘MoMeHTa. [lanueHTuTe B cTapuecka BB3pacT ¢a HIIOKEHH Ha MOBHUILCH PUCK OT CEPHO3HH
[OCNICACTBHS OT HEXKE/IAHH PEAKLWH. |

3a KOHTpOJIMpaHe Ha CHMIITOMHUTE TpA0Ba Aa ce H3MOI3Ba Bh3MOKHO Hal-HHCKaTa e(eKTHBHA J03a 32
BB3MOKHO HaH-KpaTBK CPOK OT BpeMe {BK. TouKka 4.4).

HauyuH Ha MpHIOKEHHE
OpomyKo3HO ripuiiokeHue. CaMo 3a KpaTkocpodHa ynorpeda.

Ilpens ITBpBOTO NPHICKEHHE, PA3KIIaTeTe H3ACIMETO B MOArOTBETE IOMIIATA KATO HACOUYHTE _
HakpaiiHHKa B CTpaHHd OT Bac W nphCHETE MNOHE YeTHPH MBbTH, AOKATO CE oﬁpaayBa (¢HHA XOMOIe¢HHa
cTpys. el KOETO MoMNaTa € rotTosa 3a ynorpebda. |

TIpesu BCAKO TIPHIOKEHHE, HACOMETE HAKpaHHHKa B CTPaHH oT Bac M nphCHeTe NMOHE BEIHBXK 32 Jia e
YBEPHTE, 4e ce obpazyBa (pHHA XOMOTe€HHa CTpyA. BuHaru TpsOBa Ja cTe CUI'YpHH, 9e c¢ oOpasyBa
(prHA XOMOT€HHA CTPYA NP/ BCAKO JO3KPAHE HA NEKapCTBEHHS TPOJYKT.

4.3 IIpormBomoka3zaHus

- CBpBXYYBCTBUTEIHOCT KbM (JITypOUrnpodeH Wix KbM HAKOE OT MOMOLIHHTE BELIECTRA,
A30poeHn B TouKa 6.1.

- [TanueHT ¢ AHaAMHEDa 33 PEAKLIMA HA CBPHXIYBCTBHTENHOCT (Hamp. acTMa, OpoHxocnasmM,
PAHUT, AaHTHOENEM HJTH YPTHKAPHA ), BCIICACTBHE HA JICUCHHE C alleTHICAIHLIIMIOBA KHCEINHA
WIA JPYTH HECTEPOHIHH NPOTHBOBL3NaIMTeNHHM cpeactea (HCIIBC).

- [TatMeHTH ¢ aKTHBHA WM JaHHH B aHAMHE3aTa 34 PEKypeHTHA NICIITHYHA $3Ba/KPBBOHIIUE (B2
HJIN NOBEUYE OTYCTIMBH €MH30a Ha J0oKa3aHa ynuepamm) M HHTECTHHAJIHA A3BA.

- AHaMHe3a 3a CTOMALIHO-YPEBEH KPhBOMIME WK nepdopaliFi, TEKbK KOJIHT, XeMOparniiu
I XEMOIIOCTUYHHA HApYIIEHMS, CBbp3aHu ¢ npeauitno nedenue ¢ HCIIBC.

- Ilocneaen rpuMecTep Ha OpeMeHHOCTTA (BXK. TOYKa 4.6).

- TexKka cepaedHa HEAOCTATHUHOCT, TeXKKa O0peuHa win yepHoApobHA HEAOCTATEUHOCT (B}K
| TOUKa 4.4).

- Heua 1 roromH o, 18-rogumua Be3pact.
44 CoemdajHH DpeIynpeXAcHHS H NPEeINA3HE MEPKH NPH YHOTpeba

HexxenaHHTeE peakiuuu Morat fa ObaaT CBEACHH A0 MUHUMYM KaTO 32 KOHTPOJIHpaHe Ha CHMITTOMUTE
ce W3MI0I3Ba Hall-HHCKaTa €()pEKTUBHA 032 332 Bb3MOXKHO Hal-KpaThK CPOK OT BpEMe.

Hudekipu

B uzounMpaHu cilyyam ¢e cho0lIaBa 3a 000CTpaHe Ha HHPEKLMO3HO Bh3NaTICHUE, (Hanp. pasnpmle Ha
HEKpOTH3HpaLl (pacuHuT), ChBnamauwo ¢ ynorpedara Ha kiac HCIIBC 3a cucTeMHO NpHIIOXKEHHE,
nopaay KOETO NALHECHTHTE TpAOBa na ObJaT NoCkBETBAaHH BeJHAra Jia c€ 00bpHAT KBbM JIEKap, ako o
BpeMe Ha JI€YeHHeTo ¢ GypOHIIpodeH noa opMaTa Ha CHpeii ce TTOABAT NMPH3HALK Ha DakTepHalHa
nHexuns i undexuusTa ce oy, Tpabea aa ce npeteHH HEoGXOMMOCTTA OT Ha3HAYaBaHE Ha
anTMH(EKHHO3HO AaHTHOHOTHYHO NEYCHHE,

B cayuanTe Ha rHoeH GakrepuaneH PapHHTHT/TOH3HIMT NalMeHTHTe TpAOBa Aa ce 0OBpHAT KbM
nekap, Th# KaTo ce Hajlara MpeolieHKa Ha JICYSHUETO.

AKO CHMITTOMHTE C€ BIOLUAT MIH ¢ MOABAT HOBM CHMIITOMH, Jie4eHHETO TpAOBa ja ¢
ce MOABH JPa3sHEHE B MbPJOTO, MPHIOKEHHeTO Ha (uypOunpodeH TpsOBa ma ce mpey

Honynalina B cTapuetka Bb3pacT
[Ipu nauMeHTy B cTapyecka BB3pPACT EMAa yBEIHYEHA YECTOTA HA HEXKEIIAHH peaKIHH

ocoOeHO CTOMaIHO-4YpEBEeH KPBBOH3/IHB K Nepdopalys, KOUTO MOKE Aa ca (aTaaHu.

2
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Pectuparopuu
[IpH malueHTH, CTpaZIalili KM ¢ JAHHH B aHaMHe3aTa 3a OpOHXHaJIHa aCTMa WIH alepruIHH

3abo/IABaHKE MOXKeE Ja ce npeau3euka OpoHxocnasbM. [Ipyn Te3H naumHeHTH tbnypﬁﬁnpotbeH cnpeit
TpsAOBA Aa C€ H3MOJI3Ba C MOBHINEHO BHHMaHHe,

1 HCTIBC
TpaGpa na ce u36area eHOBpeMeHHATa yrioTpeGa Ha (uypGunpoden crpeii ¢ apyru HCTIBC,
BKJIFOUUTENHO CENEKTHBHH HHXUOHTOPH Ha LHKJIOOKCHIeHasza-2 (BXK. TOYKa 4._5).

CHCcTeMeH AYITyC EPHTEMATO3YC H CMECEHO ChEIMHUTEHO-THKAHHO 3abonsABaHe |
ITalpeHTH CHC CHCTEMEH JTyITyC €PHTEMATO3YC HIIH CMECEHO ChEAHHHTEIHO-TEKAHHO 3aGonspaHe
MOXe JIa Ca W3JIOXKEHH HA TIOBUILECH PHCK OT aCeNTHYEH MEHMHIUT (B3K. TOUKa 4.8), HO TO3H edeKT
00HKHOBEHO He ce HabmoAaBa MPH KPAaTKOCPOYHO JICUSHHE C 7IeKapPCTBEHH NPOJIYKTH 3a OrPAHHUYCHA

ynotpeba karo ¢urypOurpodeH cripei.

Cepaeuno-cuA0BK, OB0peYHH M YEPHOAPOOHH HAPYIIIEHNS

Crobmana ce, ye HCIIBC npeanseukBat paznuanu ¢dopmi Ha HePPOTOKCHYHOCT, BKIIOUHTENHO
HHTEPCTHIHANCH He(pHT, He(PPOTHYEH CHHAPOM K 6E0peuHa HENOCTATPYHOCT. YoTpebaTa Ha
HCIIBC Moxe Aa NpHYHHYA 3aBUCHMO OT 03aTa peAyLIMPaHE Ha MIPOCTANIAHIHHOBATA CHHTE3E M Aa
MpeAN3BHKA [OABaTa Ha 6BEOpeYHa HeAOoCTaThYHOCT. [lalMeHTHTE ¢ OBLOPEYHO, CHPISYHO U
YEPHOAPOOHO YBPEKIAHE, KAKTO H TE3H, IPHEMAINK AHYPETHLIMA H MAlHEHTHTE B CTapYecKa BH3pacT
ca ¢ [IOBHILIEH PHCK OT TaKaBa peaKuys, BHIIPEKH Ye TO3H eekT OOHKHOBEHO HE ce Habmoaapa npu
ynioTpeba Ha NeKapCTREHH MPOAYKTH 3a KpaTKOCPOUHO, orpaHquﬂo NPHII0KEHHE KaTo

baypbunpoden cripeid.

Yepuoapobuu
Jleka o yMepeHa yepHonpobHa auchyHkims (Bxk. Toukn 4.3 u 4,8).

Chbpae4Ho-CbAOBH H MO3EYHOCHIOBH €(EKTH
Heobxoaumo ¢ noBuiieHo BHAMaHKe (00ckkaaHe ¢ nekap unM dapManeBT) Npead 3an04BaHe Ha

JIEUYCHUE TTPH NMALMEHTH ¢ aHAMHE34a 33 XHIMEPTOHHA H/HJIH ChpAEYHA HEAOCTaTBYHOCT, ThH KaTO HMA
CHOOIICHNA 3a 3abpXKAHEe Ha TEYHOCTH, XHIMEPTOHAS K OTOK, CBbp3aHu ¢ Jeuyennero ¢ HCIIBC

JIEKAPCTBEHH TIPOAYKTH.

KnuHuunu npoy4paHms M eNHJIEMUOIOTHYHE JaHHH, NOKa3Bat ye ynorpedara Ha Hakon HCIIBC
(0cobeHo BB BUCOKH [103H H IPH NMPOABDKUTETHO PHIOKEHHe) MOxke 1a ObIe CBbp3aHa ¢ JIEKO
MOBHINEH PUCK OT apTEPHAIHH TPOMOOTHYHH ChOHTHA (HanpuMep MHUOKAPIECH HH(APKT HIH HHCYJIT).
Hsama nocTaThyHO NaHHM , 33 Aa C& M3KII0YH TaKbB PHCK 32 (QuIypOUnpodeH, KoraTto ce npunarar He
noee4e OT 5 xo3u oT 8,75 mg AHEBHO (3 BOPRCKBaHHA HA 034) .

EdexTn BEpXY HEpBHATA cUCcTEMA

Mupyuvpaso oT aHasireTHiH r1agodoire — HpH NPOTBLDKKTENHA YNOTpeda Ha aHANT€THIIN HIH
ynoTpeOaTa UM H3BbH NPENOPbUYHTENIHHTE AO3H MOXE Ja ¢ TIOABH IJ1apo0oiue, KoeTo He TpabBa na
Ce Kynupa ¢ NOBHIIEHH J03U OT JIEKAPCTBEHHA MPOAYKT.

CroManiHO-YpeBHH

HCIIBC tpsafea na ce Ha3HA4YaBaT ¢ TIOBHIIEHO BHUMAHHE NPH NALHEHTH ¢ aHaMHE3a 33 CTOMAllTHO-
4YpeBHH 3a60MABaHuA (yiuepos3eH KonuT, 6onect Ha KpoH), ThH KaTo Te3d 3ab0ABaHHs MOFaT Ja ce
obocTpAaT (BXK. Touka 4.8). CroMamHo-upeBHO KbpBeHe, A3Ba WM nepdopaliis, KOUTO Morar a Oejar

PHCKEBT OT CTOMAIIIHO-YpeBHH KPBBOM3IUEH, A3Ba WIH Nepdopalyg € no-BUCOK Ip
BHcOKkH 7034 HCIIBC, npn nanmeHTH ¢ aHaMHe3a 3a 1382, 0C00EHO aKo € YCIOKHE
WIH nepdopanus (BK. Touka 4.3), KAKTO H NPH NAMKHEHTH B CTAPUYECKA BB3PAcT.

NOO1



To3u edexT 0OUKHOBEHO He ce HaO/moAaBa IPH NPeAHAHAYECHH 3a KPaTKOCPOYHa yroTpeba
JICKaPCTBEHH TIPOAYKTH karo ¢urypbunpoden crpei. [TaunenTn ¢ anaMHesa 3a CTOMaIIHO-YPeBHA
TOKCHYHOCT, OCODEHO B CTapuecka Bh3pacT, TPpAOBa Aa CHOOIIABAT Ha NEKyBaluMs JCKap BCEKH
HeoOHYacH abAOMHHANEH CUMIITOM (0CO0EHO CTOMANIHO-YPEBHO KbPBEHE) H [0-CICLHANHO B
HaYaJIHHTE CTaAHMH Ha JICUCHHE. -

H3uckBa ce NOBUIICHO BHUMaHHE TIPH MTALMEHTH, KOHTO MPHEMAT ¢IHOBPEMEHHO JIEKapCTBa, KOHTO
O¥Mxa MOTJIH J]a NOBHIOAT PUCKA OT A3Ba H KPHBOUZIME, KaTO MEPOPATHHA KOPTHKOCTEPOHIH,
aHTHKOAryJlaHTH KaTo Bap(apHH, CeNeKTHEHH HHXHOMTOPH Ha 00paTHOTO 3aXBalljaHe Ha CEPOTOHHHA
WITH AHTHATPEraHTH KaTO aUeTHICAJIMIBAIOBATa KMCeTIUHA (BK. TOYKA 4.5).

ITpu Nosiea Ha KPHLBOM3IUB OT CTOMAIIHE-YPEBHHS TPAKT HIIH 53Ba NIPH NALMEHTH, KOWTO IPHEMAT
$nypOunpoden neveHnero TpadBa Na ce NMPEYCTAHOBM.

XeMaTonoryau eekrH |
Oypbunpoden, monotHo Ha Apyrn HCIIBC, moxe fa unxubupa TpoMbouMTHATA arperals U 1a
YABDKA BPEMETO Ha KepBere. Heobxoaumo e ¢pmypbunpodeH cripeli Aa ce MpHiara ¢ NOBHIICHO

B&ﬂﬂﬂaﬂmﬁtﬂpﬂl[EHIHBHHT[C|mHGKlTPEﬁhﬂ0pNﬂﬂDIGHPBGHE.

llephﬂfﬂﬁﬂﬂrﬂﬂﬂﬂﬁgﬂbERIT[

MHOT0 psaKo ce chobIaBa 32 MOABa Ha CEPHO3HH KOYKHH PeaklMH, HAKOH OT KOHTO C JIETAIeH H3XOf,
B TOBA YMCIIO €KC(hOMMATHREH ASPMATHT, CHHAPOM Ha Stevens-Johnson v TOKCHYHA eNHACPMAaIIHa
HEKpON|3a, CBbp3anu ¢ ynotpebara na HCIIBC (k. Touka 4.8). Ynorpe6ara na ¢uaypbunpoden
cnpei TpAOBa Ja ce NMPEYCTAHOBH OINE [PH MBEPBATA N0sABA HA KOXKEH ODpHB, JIE3HH 110
JIMTaBHALMTE HIIH HAKAKEB APYT [IPH3HAK HA CBPBXYYBCTBHTENHOCT.

[IOMOIIIHY BEIECTBA _

To3u NexapcTBEH NpoAyKT cbabpka 9,91 mg muknoaexcTpHHH (Oetanekc 9,58 mg u |
xHapokcunpomwiberaaeke 0,33 mg) BHB BCAKa 1034 (3 BOPBCKBAHMA), KOHTO Ca €KBHBAJICHTHH Ha
19,15 mg/ml nuxknogexkctpunu (6etanexc 18,50 mg u xuapokcunpomunberanexe 0,65 mg) BB
BCAKA J103a (3 BIPBLCKBaHHKA).

To3u JexapcTReH NPOLYKT ChABPKA NMO-MaNKo OT 1 mmol natpuii (23 mg) Ha go3a, T.e. MOXe aa ce
KaXe, Y€ NIPAKTHICCKH HE ChABPXKA HATPHUH.

4.5 BsammopneiicrBme ¢ IPyra jiekapcTBeHH NPOAYKTH U APYTrH GopMH HA B3aHMOJeHCTBAE

Dayponnpoden Tpabea 1a ce H3OArBa B KOMOHHANHA C:

Hpyau HCIIBC, Ha ce nabsrpa eaHoBpeMeHHaTa ynorpeba Ha JBe HIH NOBEYE
BKRIOYUMENHO HCTIBC, TB# KakTO TOBA MOKE J1a TIIOBHILH PHUCKa OT HEXKEIIaHH
cenexmugnu uHxubumopu | peaxim (0co0€HO CTOMAaNIHO-YPEeBHH HEXEJIaHH PEaKilHH KaTo A3BH H
HA YUKNOOKCUZEHA3A-2 KbpBeHe) (BK. TOUKa 4.4)
Ayemuncaruyunosa OcBeH aKo HHCKA 032 ALETHICATHIIIIOBa KHCEIHHA (HE [OBEYE OT
KUCeRuna (Hucka 0o3ay 75 mg nHEeBHO) HE € MPENopb4AaHa OT JIEKAp, Thi KATO TOBA MOXKE 14
YBENUYH PHCKA OT HEXENAHH PEAKIH (BXK. Touka 4.4). .

Duypbunpoden_TpadBa Na ce H3NO0/3BA ¢ BHHMAHHE B KOMOAHAGHS C:

Anmuxoazyranmu HCIIBC morat fa 3acunsat edeKTa Ha aHTUKOAryJIaHTHTe KaTo
epapdapHH (BK. Touka 4.4)
Aumuazpezanmu [ToBHmeH pHCk OT CTOMAIHO-YPEBHA YIILIepaLds HIH Kb

TO4YKa 4.4)
Anmuxunepmernzuenu HCTIBC morat na orcnadsar edekra Ha [HYpeTH
REKAPCMBERU CPEOCMEa | aHTHXHUIICPTEH3UBHH JIEKapCTRA, KOETO MOXE Ja 3
(ouypemuyu, ACE HEe(PPOTOKCHUHOCTTA, MPHYNHEHA OT HHXHOHpaHe Hag
uHXUOUMOpU, UKI00KCHIeHa3aTa, 0COOCHO MPH MAaLMeHTH ¢ KO
anzromenzun-Il- 0B0peyHa QyHKIHS |
peyenmopHu -
AHMAZORUCTIU)
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Aaxoxon

Moxe Aa YBEJIMYH PHCKA OT HEXKENIaHU peaKIIiH, 0COOEHO OT KEPBEHE
B CTOMAINHO-YPEBHHUA TPaKT

Copoeunu 2nuxo3udu HCIIBC morat aa obocTpar cepaeyHaTa HEI[OGTB.TLHHOCT Ja HaMAamAaT
rJIOMepyJHaTa GWITpPanMa U 2 MOBHINAT [UIA3MEHRTE HHBA Ha
FIWKO3SHINATE - TIPENOPRYBA ¢ aAC€KBATEH KOHTPOJI H NpH
HeoOXOAHMOCT, KOpHUrHpaHe Ha 103aTa

Huxnocnopun TloBHIIEH PHCK OT HE(POTOKCHYHOCT

Kopmuxocmepouou TloBHIDEH PHCK OT CTOMAIHO-YPEBHA YJILiepalHA HJIH KEPBEHE (B,
TOYKA 4.4)

Jlumuti Moske 1a moBHINH 1a3MEHMTE HUBA HA JIMTHI - TPENOpPEYBa Ce
aJleKBaTeH KO, H, aKO € HeoOXO0IHMO, KOPHTHPAHE HA J103aT4

Memompekcam ITpunoxennero Ha HCIIBC B pamMkure Ha 24 yaca npeaH HIH Cliek

| NPHJIOKEHHE Ha METOTPEKCAT MOXKE a JOBee A0 NOBHIUCHH

IW1a3MEHH KOHLUEHTPaLMH Ha METOTPEKCAT M Ja [IOBHIIIH TOKCHYHHTE
My edekTH

Muchenpucmon HCIIBC ne Tpa6ea n1a ce npueMat 8-12 anHu cnen NpUioXKeHHe Ha
mudenpuctoH, Thil kato HCTIBC morar aa otcinabar efekra Ha
MHpenpHCTOH

Hepopannu CrofIaBa ce 3a IpOMEHH B HHBaTa Ha KpbBHATA 3aXap ([penoppypa

anmuduabemnu ce MO-YeCTO H3CNeABaHe Ha KpbBHATA 3aXap)

REKAPCMBEHY NPOOYKMU |

Denumoun Moske na NOBHIIM MNa3sMEHUTE HHBA HA (PEHHTOHH - IPENOPBYBA CE

aJleKBaTeH KOHTPOJ H NPH HeOOXOAHMOCT, KOpUTHpaHe Ha A034TA

Kanui-coxpanseauu

EnxnoBpeMenHara yrorpefa MOXe /12 NPeIM3BUKA XHUIICPKATHEMHA.

ouypernuiu o

IlpobGeneyuo u JlekapcTBeHATE NPOAYKTH, KOMTO CHAbPIKAT NPOOCHELM H
CYRQPUHRUPAZOH cya(pHHNMPA30H, MOTAT Ja 3a6aBAT exckpelmaTa Ha (rypbunpodeH
Xunononu JaunwTe nipH xkuBoTHH nokazsaT ye HCIIBC morar na noeuinat

PHCKa OT KOHBYJICHH, CREP3aH ¢ XHHOJIOHHTe. [lanueHTHTe, IpHeMaliH
HCIIBC u XMHOIOHHA MOXe A ¢a H3JIO’KeHH Ha [TOBHIHCH PHCK OT
IOsIBa HA KOHBYJIICHH

IToBuiuen puck or CTOMAUHO-IPeEHA yIepans WiH KbPBEHE (BXK.
TO4Ka 4.4)

Cenexmusnu unxubumopu
Ha obpamuomo
3aX8AUARE HA

cepomorina (SSRI)

Taxkpoaumyc Bp3MoxeH e MOBHINEH prCK OT HedpoTokcHIHOCT, korato HCIIBC ce
NpUIaraT e JHOBPEMEHHO C TAKPOJIMMYC.

3ucosgyour ToBHIneH pHCK OT XeMaronoradHa TokecHyHocT, Korato HCIIBC ce

NpHIAraT ¢JHOBPEMEHHO ChC 3HAOBYIHH.

[IpoyuBaHRATA 1O MOMEHTA HE MOKA3BAT B3aHMOJeHCTBHA MeXTY daypbunpoder ¥ TondyraMua HIH
AHTHAL[AIH.

HenuarpH4Ha NOMynaLps
Hama gonrbJIHHTEIHA JaHHM.

4.6 PeprHIARTET, GPeMEHHOCT H KbPMEHE

bpeMeHHOCT

MnxnbupaneTo Ha CHHTe3a Ha DPOCTArNAHAMHE MOXKeE [1a OKake HeOnaronpusTHO Bl W P \
OpeMeHHOCTTa H/HWIIH pa3BHTHETO Ha eMOpHoHa/deTyca. JlaHHHTE OT enn,uemuonor 7,
TIOKA3BaT MOBMIIEH PUCK OT CIIOHTaHEH abopT M OT ChPASYHH Ma(pOpMallMR H raq &"' _ 17 ~..rf}:;
ynorpe6a Ha HHXHOHTOP Ha IMpOCTariaHIHHOBATa CHHTE3a 110 BpEMeE Ha paHRa OpaMeHHOD 4 fﬂ“yf‘; 24
ABCOMIOTHHAT PHCK OT CHPAEYHO-CHAOBH MAT(POPMALIMH € YBETHYEH OT Mo-Makel G |° .&’-’if?t;f lr,ﬁc' e

.
._AI.\_ ! ..'l
* 1"y ‘- M
> I _,|- - B
v ] ‘1 i‘. ":','..f'\-" . ;o
; S 0k RS S
- [

npubausuTenHo 1,5%. CMsiTa ce, 4e pHCKBT C€ YBe/IMUaBa ¢ A03aTa U NPOALID o
TepanusTta. IIpH )KMBOTHH € AOKa3aHO, Ye npUNaTaHeTo Ha HHXHOHTOp Ha pOCTATTTRHAHT Bata g
wmﬁw‘* 4
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CHHTe3a BOAH [0 IOBMINEHA TIpe- K MOCT-HMILTAHTALHOHHA 3aTy6a M eMOpHO-¢eTallHa CMBPTHOCT.
Ocaes TOBa e cpODIMARA 32 MOBHIIEHA YECTOTA HA pa3iTHYHH MandopMaliiy, BIIIOUUTETHO
CBPACYHO-CHLIOBH, NPH KUBOTHH, TPETHPAHH ¢ MHXHOMTOP HA MpOCTAarJaHAHHOBATa CHHTE3A MO
BpeMe Ha opraHoreHe3ara. [Ipes mbpBHA B BTOpHA TPUMECTHp Ha OpeMeHHocTTa (uTypOHIIpodeH He
Tpa0Ba 1a ce MpHIIara.

[To BpeMe Ha TpeTHs TpHMeCTHp Ha OpeMeHHOCTTa BCHYKH HHXHOUTOPH Ha NpOCTarjJaHHHOBAaTa
CHHTE3a MOTAT A M3JIOXKAT: - |
. IUIO/1a Ha PHCK OT:
- KapAHOMYJMOHANHA TOKCHUHOCT (C TIPEXKIEBPEMEHHO 3aTBapAHE Ha ductus arteriosus u
OenoapobHa XunepTeH3Ha); |
- OubpeuHa AMCHYHKLMA, KOATO MOXE 1A nporpccnpa 10 6E0peYHa HeMOCTATHYHOCT ¢ OJIAIO-
XHMAPOAMHHO38;
. MalKaTa 1 HOBOPOJECHOTO, B Kpaﬂ Ha OpeMeHHOCTTa, Ha PUCK OT:
- BB3MOMHO YIBIDKABAHE HA BPEMETO HA KbPBEHE, AHTHArPEraHTeH edeKT, KONTO MOXeE /1a Ce
MPOABH AOPH NIPH MHOTO HHCKH JO3H;
- [OTHCKAHE Ha MATOYHHTE KOHTPAKLFMM, KOSTO BOAH A0 320aBSHO WIH MPOIBLKUTEIHO
paxjaHe.

- CrieZloBaTeNHO, ¢ypOurnpodeH e MPOTHBOTIOKA3aH IO BpeME Ha TPETHA TPUMECThP OT OPEeMEHHOCTTa
(BXk. TOuKa 4.3).

KnpMeHe

IIpH orpa"H9eHu Npoy4YBaHHA ca yCTaHGBe}[H MHOI0 HUCKH KOHUEHTPALHH Ha (iypOHrpodeH B
KbpMaTa H € MAJIKO BEPOSTHO a MOBJIMAE HEOIAronpruATHO Ha KbpMadeTo. Beuipexks ToBa, mopaau
BE3MOXKHM HexenaHH peakuuu oT HCIIBC Bbpxy kbspMadeTa, He ce NpenopryBa yroTrpedara Ha
¢urypdunpoden cnpeii npu kbpMeLTH MaliKH.

depTHIHTET

Hma u3BECTHH KaHHH, Y€ JICKApCTBa, KOWTO MHXHOHpPAT LHKI0OKCHI€HA30/IPOCTarIaHIHHOBATA
CHHTE3a, MOTAT Ja IMIPHYMHAT YBpeXkAaHe Ha QepTIINTETa IIPH XKEHHTE Upe3 BE3ACHCTBHE BhPXY
opyJalHiaTa. Tosa e 06paTMMO NpH NpeKpaTABaHE HA JICYCHUETO.

4.7 E¢exkTH Bbpxy cnioco6H0CcTTa 32 modupane H padora ¢ MAIIAHA

He ca npoBexaaHH Mpoy4BaHus 3a epeKTHTE BHPXY COcOOHOCTTA 32 odgupaHe W paboTa ¢ MALIHHH,
Cnen mpueM Ha HCIIBC, xaTo HexxenaHM peaki(H ca Bb3MOXHH CBETOBBPTEK, CHHIHBOCT H
3pMTENIHN HApYUICHHs. AKO € 3aC€THAT, TalMeHTHT He Tpa6Ba Aa modupa Win aa paboTH ¢ MAINHHA.

4.8 Hexenann JIEKAPCTBEHH peaKIAH

Cpo0lnaBaHu ca peakiliy Ha CBPBEXMYBCTBHTENHOCT kbm HCIIBC u Te Morar Aa ca:
(a) He-cniemsduny anepruvsy peakLMy ¥ aHa(QHIAKCHAL.
(6) PeaxtHBHOCT Ha mMXaTeHMTe MHTHIIA, HANIP. ACTMA, BIOIIEHA aCTMa, OPOHXOCTIA3ZhM,
JAUCTIHES.
(¢) PasiiyHK KOXKHH peakiiiH, Hamp. ChpOex, YPTHKAPHA, aHTHOESIEM H NO-PAAKO ekconHaTHBHH
1 OYJI03HH AEPMATO3H ( BKIIOYUTETHO CMTHASCPMAITHA HEKPOJIH3a H EPUTEMA MYJITHQOPME).

CrobinaBa ce 3a €M, XMIIEPTOHHS M ChPAeYHa HEIOCTATHYHOCT BB Bpb3ka ¢ seueHuero ¢ HCIIBC.

Hanuunute naHHU He ca JOCTATHYHM, 3a a Ce M3KNOUM TaksB pHcK 3a dnypbOunpoden
Ha cripeit 3a yCTHa JIMCaBMIIa, pa3TBOpP.

CheHHAT CIMCHK ¢ HEXKENAHUW peakLHu MO-I0JTY ¢€ OTHACA 3a peakLUHTe, Habmo
Grypbdunpoden npu 4034, KOUTO e NPENOPLUBAT MMPH JIEKAPCTBEHH MPOAYKTH O
NpeAHA3HAYEHH 3a KPATKOCPOYHA ynoTpe0a.

Muoro wectn (> 1/10) \R .

“"'"’%rrrfdh

'lh_ *"h,,-_ [
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Yecern & 1/100 no <1/10)
Heuectu (> 1/1 000 no <1/100)
Penxu (> 1/10 000 no <1/1 000)
MHoro pegkn (<1/10 000)
C Heu3BeCTHA YECTOTA: YeCTOTATa HE MOXKE Ja OBAC onpeneneHa oT HAIHYHUATE XaHHH

Hapywenus ua xpoema u aumgnama cucmema:
C HeHM3BECTHA YECTOTA: aHEMHA, TPOMOOLHTONEHHA.

Copoeuno-ce006u U MOIBYROCHO06U HADYIEHUA.

C HeM3BECTHA YECTOTA: OTOK, XHIIEPTOHHA, CHPAEYHA HEAOCTATHYHOCT
1

Hapywenun na nepsnama cucmema:

YecTu: 3aMagHoCT, riaapodbonue, napecTe3ns

HeuecTH: COMHOJIEHTHOCT |

Pecnupamopnu, 2pbORU U MEOUACMUHATHU HADYMIEHUA.

YecTH: fpa3HEeHe Ha FBpIOTO

HeuecTH: ofocTpsaHe Ha acTMa 1 SPOHXOCHAZEM, AUCTIHES, XPHIIOBE, MEXYPH T10 opodaprHKca,
dapHHreanHa XUNoeCTEIHA.

Cmomauuno-upesns HapyueHus.:

YecTH: 1HapHi, A3BH B yCTaTa, rajeHe, 60Jka B ycTHaTa KyXHMHA, NTApecTe3us B YCTHATA KYXHHa,
opodapunreanHa 0onKa, THCKOMMOPT B ycTHaTa KyXHHA (UyBCTBO 3a 3aTOIUITHE WM [TapeHE HITH
M3TPENBAHE B YCTATA).

HeuecTH: nogysaHe Ha KopeMa, KopeMHa 60JKa, 3alek, cyXoTa B ycTaTa, JHCHIENCHs, (PaaTyIeHIHA,
[IIOCOMAMHMA, JHCTEY 31, OpalHa JU3eCcTe3Us, NOBpHIlaHe.

Hapywenua na x02cama u noOKo’CHAMA NIbKAN.

HeyecTH: pasnuaHy KOKHH OGDHBH, ChpOEK.

C HeM3BeCcTHa 4eCTOTa: TeXKH POPMH Ha KOJKHU pPEaKIMK KaTto OYJO3HM PEaKLUH, BIUTFOYHTETHO
CHHAPOM Ha Stevens-Johnson W TOKCHYHA emAepMaTHa HEKPOJIH3A.

Obwgu napyuierus u ehexmu Ha MACMOMO HQ NPUTONCEHUE.
HeuectH: nupexcus, 6bonka

Hapywenua na umynnama cucmema.
Penku: aHaumakTHYHA peakiing

Hcuxuvnu napywenus.
HeuectH: 6e3cpHHE

Xenamobunuapnut RAPYWIEHUA:
C HEeH3BeCTHA YEeCTOTAa: XEeIaTUT

ChoOiiaBane Ha NOMO3HPAHN HEKENIAHH PEAKLIUH
Cro0maBsaneTo Ha MOAO3HPaHH HeXkelaH| PeaKury cllell paspelllaBaHe 3a YoTpeda Ha IeKapCTBEeHUS
NPOJYKT € BakHO. TOBa NO3BOMBA Aa NPOAB/DKH HabIOIEHHETO Ha CHOTHOIIEHUETO T0II3a/

AOJI03UpaHa HeXKeaHa peakiyd upes: MambiHuTeHA areH1uMs 10 IeKapCTBaTa yil.
Ne 8, 1303 Cogma, Ten.: +359 2 8903417, yebcaiit: www.bda.bg.

4.9 Ilpexosmpane

Cumrromu
ﬁr 1

TIpH NOBEYETO MALHEHTH, KOHTO Ca NOTKJIHAMIA KIHHHYHO 3Ha4MMM konngecta HCIIBC em@@ﬂ’nb

ca He MOBeYe OT rajieHe, NOBpPHIaHe, eNHracTPAIHa ﬁnmca WIH NO-PAIKO AHAPHAL BnaMoxHA TE
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CBUIO IIYM B YIIKTE, aBobONHe H CTOMAIIHO-YPEBHO KbpBeHe. [TpH no-cepHo3HO oTpaBiHe C
HCIIBC ce nabmomaBa TOKCHYHOCT OT CTPAHA HA LIEHTPA/IHATa HEPBHA CHCTEMa, [IPOSBARALIA CE KaTo
CBHIINBOCT, MTOHAKOra BL30yAa, 3aMBIIIEHO 3peHHe U ie3opHeHTanus win koMma. Ilonaxora
MALHEHTHTE Pa3BUBAT KOHBYJICHH. [Ipu ceprosno otpasane ¢ HCIIBC MoXce 1a BE3HHKHE
MeTabOoNMTHA ALMAO3A ¥ NpoTpoMOHHOBOTO BpeMe/INR MoXe Aa ce yABIKH, BEPOATHO NOPAH
BB3JCHCTBHE BBPXY ACHCTBHECTO HA MPKYJIHpAINUTE (hakTOPH Ha KPbBOCHCHPBAHETO. Moske na
BB3HHKHE 0ocTpa ObpOpevHa HEJOCTATHYHOCT H YBpekIaHe Ha YepHHA ApoO. HpH acTMaTHIM €
BE3MOXKHO 000CTpsiHe Ha acTMArTa. -

Oenajfspane
Jleuenvero TpabBa fa Obie CHMIITOMATHYHO H MOUTBPXKAIIO, H A4 BITIOYBA NOANBPHAKAHE Ha

CBOOOMHM AHXATENHM THTHLIA H HAOMIOAcHHE HA CEPACYHHTE H KH3HEHHTE NOKA3aTeIH A0
crabunu3upaHeTo uM. Tpadea fa ce oOMHCAH NEPOPaNHO NMPHIOKECHHE HA AKTHBEH BBIJICH HITH
CTOMAIIIHA [POMMBKA H aKo € HEOOXOAHNMO, KOPEKIIHA Ha CEPYMHHUTE €JIEKTPOJIATH, KO NALHEGHTHT Ce
NeKyBa SIHH Yac ¢JIe/l MONTHIaHe HA NOTeHIHANHO TOKCHYHO KomiecTBO. KoHBYyAcunTe TpaOBa Na
Ce NEKYBAT ¢ HHTPABEHO3HO NIPUIIOMKEHHE Ha IHA3€IaM IIIH Jiopa3enaM, ako ca YeCTH WiIH
npoab/pKkaTenHu. [Ipu actMa ce nprnarat OpoHxonunararopH. Hama coetMgHyes aHTHIOT HA

dypbunpogeH.

5. ©®APMAKOJIOTWYHU CBOUCTBA
5.1 ®@apMaKoAHHAMHYHH CBOHCTBA
dapMakoTepaneBTHYHA FpyIia: MPeNapaTH 3a FepIo, Apyrd npenapary 3a repiao. ATC koa: R02AX0]

Onypbunpoden e HCTIBC, npoH3eoHO Ha MPOITHOHOBATA KHCEIMHA, KOETO ACHCTBA Ypes
HHXUOHUpaHe Ha NpocTarnadiHoBHS caHTes. [IpH xopa ¢paypbunpoden npoaBssa MOLIHY
AHAJITCTUYHY, AHTUIIMPETHYHH H NPOTHBOBH3NAIIMTEIHA CBOMCTEA U € I0KA3aHO, Ye A03aTa OT

8,75 mg, pa3sTBOPEHA B M3KYCTBEHA CIIFOHKA, HAMANABA NMPOCTAIVIaHAMHOBHA CHHTES B Ky ITHBHPaHH
YOBCLIKH peclMpPaTopHH KaeTKY. Criope mpoy4YBaHMATA, U3NI0I3BAIIM aHaIH3 Ha 11471a KPhB,
paypoumnpoben e cmecen COX-1/COX-2 naxuburop ¢ uszsecTHa celeKTHBHOCT KbM COX-1.

[TpemuHHHYHATE NpOyyYBaHUS N0Ka3ear, e R(-) eHaHTHOMEPBT Ha tbnypﬁunpm])eﬂ M CBBP3aHMTE C
Hero HCIIBC Morat nia neficTBaT BrpXy LIEHTpaNHATA HEPBHA CHCTEMA; NTPEINONAaracMHAT MEXaHHIBM

€ ype3 uaxuOMpaHe Ha unayuMpanara COX-2 Ha HUBOTO HA rPbOHAYHHA MO3BK.

- JlokazaHo e, 4e eAMHMYHA A03a oT §,75 mg, NpUIoKeHa JOKAJIHO B CBPJIOTO Ypes 3 BIPLCKBAHHA
ofJiek4aBa CHMINTOMHTE Ha CWIHO BB3NANSHO MbPJI0, BKIIOHHTENHO OTOKA H BL3MAICHHETO Ha
3a4€PBEHOTO BPIIO, Ype3 3HAYMMA NPOMAHA B 00MacTTa MOA KpHBaTa 3a TOKECTTa Ha OONE3HEHOCT Ha
repiioTo (AUC) cipaMo H3XOAHATE HHBA (CpeAHa pa3iuKa (CTAHJApTHO OTKIOHEHHE)) 3a aKTHBHO
neveHue cnpamo mwiaueto ot O 1o 2 uaca (-1,82 (1,35) cmpsimo -1,13 (1,14)), ot 0 g0 3 yaca (-2,01
(1,405) cnpamo-1,31 (1,233)) 1 or 0 7o 6 yaca (-2,14 (1,551) cnpamo-1,50 (1,385).

3Hauumu paziuku B u3xoauata AUC ot ( — 6 yaca B cpaBHEHHE ¢ IUTane6o0, CbLIO ce OTYHTAT H 3a
APYTH CHMITOMH Ha BL3NATEHOTO THPJI0, BKIIYKWTEIHO HHTEH3UTeT Ha Ooskara (- 22,50 (17,894)
cnpaMo-15,64 (16,413)), sarpyaneno npermbinane (-22,50 (18,260) cnpsamo-16,01 (15,451)), oTok Ha
repsioro (-20,97 (18,897) cnpamo-13,80 (15,565)) u oGnekvarane na Gonkara B ThpiaoTo (3,24 (1,456)
- cnpamo 2,47 (1,248)). TIpomaHAaTa OT H3XOAHOTO HHBO Ha OT/IE/HH BPEMEBH TOMKH [10 OTHOLICHHE Ha
' pa3THYHUTE CHMATOMH Ha BB3NAJICHOTO IBPJIO JEMOHCTPHPAT 3HAYHUMOCT, 3af0UBalKH OT >-TaTa
MHHYTa ¥ NpOAbJDKaBaiiku 10 6 Haca.

L«CT&THCTH'—IGCKH 3HAYHMO NO-TOLAMO OGIEKYABAHE IO OTHOLICHHE HAa HHTEH3MTETa H
BB3MaIEHO I'bpno 3a Pirypdbunpoden 8,75 mg TabJIeTKH 3a CMY4YeHe OT 7 4aca M HaT
Ha aHTHOMOTHLIK. AHATeTHYHMAT edekT Ha prypOunpoden 8,75 mg Tabnerku 3a ¢
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otcnabBa ciel npueMa Ha aHTHOMOTHITH 32 JICYEHHE Ha IIALHEHTH C Bb3MAaNeHO I'bplo BCACACTBHE Ha
CTPENTOKOKOBA MH(EKITHA.

Jloka3saHna € epHKaCHOCT NMPH MHOIMOKPATHO MPHIOKESHHE B MPOAL/LKCHHE Ha 3 THH.

[eanaTpydEa MONMyJIALHAS
He ca npoBexxaanu cneuuprynn npoy4BaHus npy aena ¢ E¢uson Harens.

[IpoyyBanusTa 3a epukacHoCT U HezonacHOCT Ha QurypOunpodeH 8,75 mg Tabnerku 3a cMydYeHe
- BKJIIOYBAT A€Lia Ha Bb3pacT 12 — 17 roauHy, BEOPEKH Ue MAJIKHAT pa3Mep Ha M3BaJKaTa He MIO3BOJIABA
Jia ce HAMPABAT CTATUCTHYECKH 3aK/IHOMECHHA. -

5.2 @apMAKOKHHETHYHH CBOHCTBA

AbcopOups

Enunnana fosa pnypOunpoden 8,75 mg ce BIpsCcKBa 3 MbTH JUPEKTHO B I'bpAoTo H GurypOHnpodeH
ce abcopOHpa JieCHO, KaTo Ce OTKPHBA B KPBETA MEXKAY 2 H 5 MHHYTH, a IUTa3MEHUTE KOHUEHTPalHH
IOCTUraT MakcuMyM Ha 30-Ta MHHYTA Clie[| NPHJIOKEHHETO, HO OCTAaBaT Ha CPEIHO HACKO HHBO OT

1,6 pg/ml, koeto € NpuOIH3HTENHO 4 ITETH [TO-HHCKO OT TOBA, KOETO €€ MOCTHIa cie/l Ao3a oT 50 mg B
TabneTHa Popma. JfoxazaHo e, ye nekapcTBeHaTa dopma Ha (urypOunipodeH cnpeH 3a yCTHa JIMTaBHIIA
e GHoekeHBaNeHTHA Ha QurypGunpoden 8,75 mg rabnerxu 3a cmyuede. Omypbumnpoden ce abcopbupa
OT YCTHATa KyXHHa upe3 macHBHa qu¢y3ud. CkopocTTa Ha abGcopOuua 3aBucH oT ¢papMalieBTHIHATA
dopMa ¢ MAKCHUMAITHH KOHLIEHTPALIHKH, KOHTO € MOCTHTAT M0-0Bp30, HO B CPaBHHMA CTETICH CBC TE3H,
[IOCTUIHATH ClIe] EKBUBAJICHTHA MOIBJIHATA JI034.

Pasnpenenehue |
Onypbunpoden ce pasnpenens 66p30 B TANOTO U €€ CBBP3Ba B MOJIAIMA CTENEH C IVIA3MEHHTE
MPOTENHH. - |

buotpancopmaums .
DnypbunpogeH ce MeTabolM3Kupa OCHOBHO Upe3 XHAPOKCUIIHPaHE.

Enumunupane

$urypOunpodeH ce eKCKpeTHpa upe3 OBOpeLHTe ¢ eNTHMUHALIMOHSH TOTYKHBOT OT 3 110 6 4aca. .
®nypOunpoden ce excKpeTpa B MHOTO MaJIKH KOJMHYeCTBa B KbpMata (ro-manko ot 0,05 ug/ml).
[Mputnusurenso 20-25% ot nepopanHata fo3a (ypounpodeH ce eKCKpeTHpa HenpoMeHeHa.

CnenManay NonyaalHK
He ¢ HabmoaaBaHa pa3inka BbB GapMAKOKMHETHYHHTE TIApaMETPH MEXY NMalMEHTH B CTApUECKa

BB3PACT H MJIajlM BB3PacTHH JOOPOBOJILIMA Clie]] EPOPATHO NpHIoKeHHe Ha GmypOunpodeH TabneTkH.
He ca Hanmu4HM (papMaKOKMHETHYIHH JaHHH NpH Zelia oA 12-roguiuiHa Bs3pacT Clie/, NPHIoKEHHE Ha
paypbunpodeH 8,75 mg, BENpeku ToBa ciex npunoxkenne Ha Gaypdunpoden noa gpopmara Ha CHPON
M CYNO3UTOPHH HE Ce HaOMIOqaBaT 3HAMUTE/IHHM Pa3iuKH BB (apMaKOKHHCTHUHHATE NapaMeTpy B
CpaBHEHHE ¢ BL3PAacTHHTE. |

5.3 IlpeAKIHHHYHH JAHHH 33 6e30MACHOCT

Hama peNeBaHTHY OPEIKIIMHWUYHH JaHHH B OITBJIHCHAC KbM HH(POPMAIHATA, KOATO BeYe € BKJIIOUCHA
B pazxenu 4.4, 4.6 u 4.8.

6. ©OAPMAIIEBTHUYHH JIAHHHU

6.1 Cuorchbk HA DHOMOMIHATE BEHIIECTREA

beragekc (E459) |
XHIPOKCHAPOIMIOETaNEKC

Hunatpues ¢pocdar goaekaxuapar
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JIHMOHeHa KHCEeNTHHA
HarpueB XMAPOKCH
ApoMar Ha 4yepella
3axapHH HaTpuii (E954)
IIpeuncTena Bona

Cvcmas Ha apomam Ha uepeuwa:
. ApoMaruzupalio(n) eemectso{a)
ApoMatnzHpaii{ M) npenapat{H)
Eranon | :
[nuuepun tpuanerar {(E1518)
[Tponunenraukoin (E1520)
Ackopburora kucennna {E300)
DL-anda rokodepon (E307)
Bona

6.2 HecbBMeCTHMOCTR
Henpunoxumo

6.3 Cpox Ha rogHocr

3 roogvHH

Cne,ﬁ ITBEPBO OTBApAHE: 6 Mecena

6.4 C.nemla.mm YCJIOBHS HA CHXPAHEHHE

To3H TeKapCTBEH NPOIYKT HE H3UCKBA CIICLIMAIHY YCIIOBHS Ha ChXPaHEHHE.
6.5 BuaH cLABPKAHHE HA OOAKOBKATA

Eduson Uurens 8,75 mg/no3a cnpeii 3a ycrHa iMraBuua, pasreop e onakosad B HDPE Oytunku or
15 ml ¢ gosupatiia nomMmna.

Besika OyThika ceabpika 15 ml pasTBop, eKBHBaneHTeH Ha 88 BOphCKBaHNUS.
6.6 CnenuaJaHH OpeAnA3HA MEPKH NPH H3XBLPJAHE B paboTa
Hen3noji3sBaHHAT JE€KapCTBEH NPOAYKT WIH OTNIAABYHHTE MATEPHAIIA OT Hero TpaOea na ce H3XBBP/IAT
B CbOTBETCTBHE ¢ MECTHHTS H3HCKBaHHS.

7. IIPATEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEBA
Teva B.V.

Swensweg 5, 2031 GA Haarlem,

Hunepnanaus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20230086

. 10 .
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9. JIATA HA ITPBO PA3PEIIABAHE/MIOAHOBSIBAHE HA PA3PEINEHHETO 3A
YIIOTPEEA

Hata Ha repBO paspeluaBane: 28 anpun 2023 r.

10. ',I[ATA HA AKTYAJIN3UPAHE HA TEKCTA

»

11
NOO1 | 20230612



