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KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA

1. HME HA JIEKAPCTBEHHA [IPOAYKT
Crpencunc MHTeH3uB uepelia 1 MeHTa 8,75 mg/a03a crnpeit 3a yCTHa JIMrasuua, pa3Tsop
Strepsils Intensive Cherry and Mint 8.75 mg/dose oromucosal spray, solution

2. KAYECTBEH K KOMTHYECTBEH ChCTAB

EnHo BapbckBaHe cbabpxa 2,92mg ¢nypbunpoden (flurbiprofen), Tpn BnpbekBaHug (€KBUBANEHTHN Ha
€Ha 003a) cbabpxar 8,75 mg, cvoTBeTcTBAIUM HA 16,2 mg/ml daypbunpoden (flurbiprofen).

[IOMOLLHH BELUECTBA C H3BECTEH e(eKT:
MeTU napaxuapokcudensoar (E218) 1,181 mg/ao3a
nponun napaxuapokcudensoart (E216) 0,2362 mg/nosa

ApoMarH, CbAbPXKAUIK anepreHd (ApoMar Ha yepelna H ApoMaT Ha MEHTa)

3a MbJHHUSA CITHCBHK HA TOMOLLIHKTE BELLECTBA BUXK T. 6.1

3. JJEKAPCTBEHA ®OPMA

Cnpe#t 3a ycTHa TMraBuua, pa3TBop
[Tpo3pauen, Oe3uBered 10 01ea0 KbJAT Pa3TBOP C BKYC Ha ycpenia U MEHTa.

4. KJUHHYHHU JAHHH

4.1 TepaneBTHYUHH NOKA3aHHA

3a KPaTKOCPOMHO CHMITOMATHYHO JNIEYEHHE HAa OCTPO 3auepBeHO M 0OO0/e3HEeHO Bb3NANEHO IbPNo NpH
Bb3PACTHH MaLHEHTH.

4.2 Jd03HPpOoBKa H HAYHH HA NPUIOGIKEHHE
Jlo3upoBka

Camo 3a KpaTkocpo4Ha ynorpeba.

Ilpu Bb3pacTHH Ha U Haa |8 roanHu:

Eana no3za (3 BnpbCKBaHHMA) ce npuiara B 3aJHAaTa 4YacT Ha bPJOTO HAa BCEKH 3-6 yaca, KaKTo €
HEODXOAHMO, HO HE noBeYe OT 5 1034 3a 24 yaca.

IleanaTpuyuna nonyaanus
be3zonacHocTTa M edukacnocTTa Ha CTpencunc MuTeH3nB vepelna ¥ MEHTa He ca YCTAHOBEHH 3a Aela U

IOHOLIK oA | 8 roavHM.

ITanvenTH B CTapueCcKka Bb3ipacr

R3MLAHUTENHA AFEHU,HE N0 NEKAPCIRATA |
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3a MAUUEHTH B CTapiCCKa Bb3paCT HC MOTAT Ad CC HalpaBAT MPENOPBKH 3a A03KPAHE NopadHn OrpaHUYCHUA
KIHHHUYEH ONMHUT A0 MOMCHTA. an NanucHTH B CTAP4Y€CKa Bb3paCT UMa YBCAHWYEH PHCK OT CEPHO3HH
NOCHACACTBHUA OT HOXKCNIAHH NEKADCTBEHH PCaKLIHH.

3a KOHTPONHpaHe Ha CHMNTOMHUTE TpAbBa Aa ce ynorpebsABa Bb3MOXHO Hak-HUCKaTa eeKTHBHA 103a 3a
BB3MOXHO HA-KPaTbK CPOK OT BpeMe (BHX T.4.4).

HauuH Ha npHNOXKEHHE

3a OPOMYKO3HO NPHIIOXKEHHE.

Ja He ce BAMILBA NO BPEME Ha BIIPBLCKBAHETO.

[Ipenopbusa ce nekapcTBEHHUA NPOAYKT AA HE C€ NPHEMa NOBEYE OT 3 KM,

[Ipean NbpBOTO NPHNOXKEHHWE AKTHBUPAHTE NMOMMATA KATO HACOYHTE HAKPailHHKA B CTPaHU OT Bac M
MPbCHETE MHHUMYM YETHPH MbTH A0KATO ce¢ oOpa3yBa PHHa mMOCcTOsHHA Mbrna. Clel KOETO MoMnara €
roToBa 3a ynorpeda.

[Tpenu BCAKO MPUIOXKEHHE, HACOYETE HAKPaHHMKA B CTPaHH OT BAC ¥ MPbCHETE MHHUMYM €4HH NbT, 3a Aa
ce YBEPHTE, 4ye ce 00pasysa ¢pHHa nocTosHHA Mbria. Bunary TpabBa na cre curypHu, 4ye ce oOpa3syBa ¢uHa
MOCTOAHHA MBINIa NIPeaH BCAKO JO3UpaHEe Ha 1eKapCTBEHHA MPOIYKT.

4.3 IIpoTHBONOKA3ARKA

* (BpPbXYYBCTBUTENHOCT KbM aKTHBHOTO BELLECTBO UJIH HSKOH OT NOMOILIHHTE BeleCTBa NMOCOYEHH
BT. 6.1

o JlauMeHTH, KOMTO Mpead ca MNpOSABABAIH peaKUHH Ha CBPbXYYBCTBUTENHOCT (acTma,
OpOHXOCNA3LM, PHHUT, AHTMOEIEM WKW YPTHKAPHA), CBbP3aHW ¢ JIEHEHUE ¢ aUETHACAIHLMIOBA
KHCEITMHA WK APYTH HECTEPOHIHH NPOTHBOBDB3MANUTENHH JIEKAPCTBEHH NPOIYKTH.

¢ [launeHTH ¢ HaNWuWe WIH JAHHU B aHAMHE3aTa 3a peKypeHTHa MeNnTHYHA A3Ba/KPbBOH3INB (1B
WM NOBEYE OTHETNMBY €NW30Ja HA JOKAa3aHa yUepaumsa)} U MHTECTHHAJIHA A3Ba.

* AHaMHe3a 3a CTOMALIHO-UYPEBEH KPbBOM3IHB HIHM Nepdopauns, TEXbK KOJINT, XEMOPAruyHu WM
X€MONOETHYHH HapylIeHHA CBbp3aHu C npeauliHo nederHue ¢ HCIIBC nekapcTBenu npoaykth.

* [IporuBonokasaH € npe3 TPETH TPUMeECTbP Ha OpeMeHHOCTTa (BHX T.4.6).

o [launeHTH C TexKa yepHOApOOHA HELOCTAaTHUHOCT, TeXKa 6BOPEYHA HEAOCTATBYHOCT WM TEXKA
CbpAEYHA HEAOCTATHLYHOCT (BUX T.4.4).

e Jleua v toHowH o 18 roguHm.

4.4, CneuuanHyu npeaynpexaeHHs H NpeANa3sHH MepPKH NPH ynoTpeda

HexxenaHuTe nekapcTBeHH peakuuu Morat Aa 6baaT HaMaNeHu KaTo 3a KOHTPOJMPAHE HA CUMITOMUTE Ce
ynorpebsBa Bh3MOXHO Hai-HUCKaTa eeKTHBHA 103 38 Bb3MOXHO HaH-KPAaThK CPOK OT BPEME.

Hugpexuuu

JloknagsaHy ca M30IMpaHH Cliyuan Ha oDOCTpSHE Ha Bb3najleHue, CBbP3aHO ¢ HHOEKLMA (Hanp. pa3BUTHeE
Ha HEKPOTH3UPALLl (acluNT), ChBNAAAWO NO BpeMe ¢ ynoTpebara Ha HCTIBC nekapcTBeHH NPOLYKTH 33
CUCTEMHO NMpHIoxeHHE. [1o Tasn npuunHa, ako no Bpeme Ha ynotpebara Ha ¢gaypSunpoden noa dopmara
Ha CNPeH ce MOABAT UM BJIOLIAT CUMIITOMHUTE Ha GaKTepuiHa HH(EKUNA ce NpenopbvyBa NaUUEHTUTE A4 ce

o0bpHaT kbM Jekap He3abaeHo. Tpsabsa na ce npeleHH HEOGXOOUMOCTTa OT aHTHUHODEKL
aHTUOMOTHYHO JIEYEHHeE. .




B cayuanTe Ha rHocH OakTepraneH QapuHrUT/TOH3HIHT NalMHETHTE TPAOBa Ja ce 0ObLPHAT KbM JleKap, Thit
KaTo C€ HaJjlara NpeoLeHKa Ha ISYEHHETO.

Macmupaﬂe Ha CHMIITOMHTC Ha NOAJICAKANNIHTE HH(I)EKIIHH

EnnaeMHOJIOTHYHHTE NPOYYBAHHA NOKA3BAT, Y€ CHCTEMHHTE HECTEPOHIHH MPOTHBOBb3NAJIHTEIHH
cpeacTBa (HCIIBC) Morat aa MacKHpPAT CHMUTOMHTE HA HHQEKIHSA, KOeTO MoXe Aa JA0Beae 10
3afaBsiHe HA 32aN0YMBAHETO HA NOAXOANAINO JICYeHHEe H B Pe3y/ITaT HA TOBa — /10 BJIOIABaHe Ha H3X0Ja
oT HHpexKuuaATa. ToBa e Hal/M0AaBAHO NPH faKTepHaHA NHeBMOHHS npuaobuTa B 00IECTBOTO, H
OaKTepHAJHH YCJI0XKHEHHA OT Bapulesia. Koraro ce npunara Crpencuic HHTeH3UB Yepeina 1 MEHTA
H NAHHEHTHT HMAa NOBHINECHA TEeMAEpaTypa HJIH 00JKa, cBbLp3aHa ¢ HHQEKIHS, C¢ NpenopLUBa
Npoc/ieAsBaHe HA HHPeKUHATA.

JleweHueTo TpabBa ha ce npuaara 3a MakCHMyM TpH JHM.

AKO CUMINITOMHTE CE BJOLUAT MM CE MOABAT HOBU CUMITTOMHU, JICUCHHETO TPAOBa Aa Ce MpeoLeHy.
AKO C€ MORBH APA3HEHE B I'bpJOTO, IPUIMKEHHETO Ha paypbunpoded Tpsadsa Aa ce npeycTaHOBH.
[TaimeHTH B CTapyecka Bb3pacTt

IIpy nauMeHTH B cTapyecKka Bh3pacT UMa YBEJUUEHA YecToTa Ha HexenaHu peakinn ot HCTIBJII, ocobeno
CTOMALIIHO-4PEBEH KPBBOU3IHB U MepdopaLMs, KOUTO MOXE J1a ca daTanHH.

PecnupatopHu
Moxe na ce Habmoznasa OpoHxocna3bM npy 60aHK CTPaJallld UK C NAHHW B aHAMHE3aTa 3a OpOHXHAJIHA

acTMa WJu anepruudu sabonssanns. [lpy Te3m nauuentu baypbunpodeH Tpabsa za ce H3MoOA3Ba C
BHUMAaHHE.

HApyrn HCTIBC nekapcTBEHH NPOAYKTH
Tpsabpa na ce u3bsrsa eaHoBpemeHHaTa ynortpeba Ha daypbunpoden ¢ apyru HCIIBC nekapctBens
NPOAYKTH, BKJIIOUHTENHO CEJIEKTHBHH HHXHOUTOPH HA UXKIOOKCHTIeHasa-2 (BUX T. 4.5).

CHcTeMEH TYNTYC EpUTEMATO3YC W CMECEHH CheIMHHUTENHO-TEKAHHU 3a0018BaHus

[TaunenTH Che CUCTEMEH JynYC EpUTEMATO3YC HITH CMECEHO ChEHHUTENHO-TEKAHHO 3a60N1aBaHe MoraT aa
Ca C NOBHIIEH PUCK OT aceNTHUYECH MEHHUHTHUT (BHXK T. 4.8), HO TO3M edekT 0OMKHOBEHO He ce Habmoaasa
[MPH KPaTrKOCPOYHO JICYCHHE ¢ JIEKAPCTBEHH MPOAYKTH 3a orpaMuucHa ynorpeba karo dpnypbunpodeH
Cripei.

CbpaeyHo-cba0BH, HHOpeyHH M YepHONDOOHH HapYILEHUS
Nma naunu, ye HCTIBC nekapcTBeHu NpoaykTH Mpefn3BHKBAT paslinyHu GOPMHM Ha HEPPOTOKCHUHOCT,

BKIIOUHTEIHO MHTEPCTHUHAIEH HEQPHUT, HEPPOTHUEH CUHAPOM U OBOpEeYHa HEAOCTATHHHOCT. YoTpebarta
Ha HCIIBC nekapcTBeHn npoayKTH MOXe 3 NPHYWHM 3aBUCHMO OT J03aTa PEeAyUHp4HE Ha
npocTarjaHAMHOBaTa CHHTE3a U Aa npeudnupupa nosisara Ha 6bp0pedyHa HenOCTaTLUHOCT. [TatneHTuTe C
ObOpeUyHO, CHbPACUHO HJIH YEPHOAPOOHO yBpeXAaHe, KAKTO H TE3H NPUEMAILM JHYPETHLIM U TALUEHTHTE B
CTapuyeCKa Bb3pacT ca ¢ MOBUUIEH PHCK OT TakaBa peakuMs, BHNPEKH 4Ye To3N edekT 0OMKHOBEHO HE ce
Hab/oaasa npu ynorpeba Ha NeKapCTBEHW NPOAYKTH 3@ KPaTKOCPOYHO, OrPaHHYEHO TPHIIOKEHNE KATO
paypOunpoden cnpeii.

YepHoapobuu
Jleka 1o ymepena uepsoapoOua guchyunkuus (Bux T. 4.3 1 1.4.8).




CbpACYHO-CHLAOBH U MO3BUYHO-CHA0BU EPEKTH
HeobxonMMo € nosuiieRO BHUMaHKE (FOBOPETE ¢ JieKap MM ¢apMaleBT) Npeau 3ano4BaHe Ha AC€YeHHE
NPY NALUMEHTU ¢ aHAMHE3A 34 XUNEPTOHUS W/UIK CbPACYHA HEAOCTATLYHOCT, Thik KaTO HMa CbOOLLIEHHS 3a

3apbAKKA HA TEHHOCTH, NOBULLEHO APTEPHAIIHO HAJSraHe H OTOK, chbp3aH¥ ¢ nedeHueTo ¢ HCIIBC
NEeKapCTBEHN MPOAYKTH.

KIUHWYHH NPOYYBAHKA U eNHAEMUOJIOrHYHY AAaHHK TOKA3BaT, ye ynoTpedaTa Ha Hakou HCIIBC (ocobeHo
BbB BUCOKH J03HW WU NPH MPOABIDKHTENHO NPHIOKEHHE) MOXKE Ra C€ CBBPXKE C JEKO NOBULUEH PUCK OT
apTepyasHid TPOMOOTHHHH ChOUTHA (HANPUMEP MUOKApAEH KH(DAPKT UNH HHCYAT). HalmnuHuTE AaHHK He
Ca JOCTATBYHH, 34 14 CE UIKIIIOYHN TAKLB PUCK NIPH MPUNAraHETO Ha MOBEYE OT 5 Q03U (3 BNPBLCKBAHHMS HA

1003a) J1HeBHO Ha daypOHIpodeH.

EdexTH BbpXY HEPBHATA CHCTEMA
UuayuupaHo oT aHanreTHud rnasobonume - [Ipu ABATOCPOYHO MpHNIOKEHHE HA aHANreTHLUW MM

ynotpebata HM M3BBH NPENOPBYBAHUTE NPEANKMCAHUA MOXKE [1a C€ MOABH r1aBoboHe, KOETO He TpiaOBa Ja
Oble TPETUPAHO C NOBUILEHH AO03K OT JIEKapCTBEHUS NPOAYKT.

CTOMAIHO-YPEBHY

HCIIBC Tpsabsa ga ce npuiaarat BHHUMATENHO NpPH MNalMEHTH ¢ aHaMHe3a 3a CTOMALIHO-YPEBHH
3abonsBaHus (ynueposeH KonuT, bonect Ha KpoH), Tbit kaTo Te3u 3abonsBaHus MOXe a ce o60CTpsAT (BHX
T.4.8).

lo Bcako Bpeme Ha nedeHnero ¢ HCIIBC nekapcTBeHH MpPOAYKTH MOXE A3 Bb3HHKHE KPBBOH3IUB OT
CTOMaUIHO-4YPEBHUA TPaKT, sA3Ba WM nepdopauHd, noHskora (artanyy, ¢ UaW 63 npeaynpeanTeNHu
MpH#3HAUN UJIW AaHAMHE3a 33 [IPEeJHILIHH CEPHO3HH CTOMAIIHO-YPEBHH CHOHTHAL.

PUCKBT OT CTOMALLIHO-YPEBHU KPbLBOW3JIWBH, A3Ba WM nepdopalus € no-BUCOK NMpH ynorpeba Ha no-
Bucoky no3u HCITIBC nekapctBeHd NpoayKTH, MpH NaLMEHTH ¢ aHAMHE3a 32 3Ba, 0COOEHO ¢ YCIOXKHEHUSA
OT KPbBOM3/MUB MK nepdopaurs (8uxK T. 4.3), KAKTO U NpH NAUMEHTH B cTapyecka Bb3pacT. Toau edekr
OOMKHOBEHO He ce HalmonaBa Npu NpeaHa3HAYeHW 332 KPaTKOCPO4YHA ynotpeda nekapcTBEHH NPOAYKTH
kato ¢Gnypbunpoder cnpeil. [TauneHTtvre ¢ aHamMHe3a 33 CTOMALLHO-4PeBHA TOKCHYHOCT, OCOOEHO B
crapyecka Bb3pacT, TpsadBa Ja choblaBaT Ha NeKyBallH4 1eKap BCEKH HeoOH4aeH ab10MHHANEH CUMITOM
(0cobBeHO CTOMALIHO-4YPEBHO-KbPBEHE) H NO-CNELHUANTHO B HAYATHUTE CTRAHH HA NeUeHue.

BHHUMaHHe ce U3SUCKBA NpU MAUMEHTH, NOAYYABALLK €AHOBPEMEHHO JEKapCTBa, KOUTO OHXa yBeIMuuau
PHUCKA OT f13Ba M KPbBOM3JIMB, KaTO MNEPOPANHH KOPTUKOCTEPOUAHM, aHTHMKOATYIaHTH KaTo BapgapuH,

CEJICKTHBHH HHXHOHTOPH Ha 0OpaTHOTO 3axBalliaHe Ha CEPOTOHMHA WM aHTHArperupauly cpejCcTBa KaTo
aueTHICAIMLKUI0BAaTa KUCenuHa (BHX T.4.5).

[Ipy nosBa Ha KPbBOK3NIUB OT CTOMALLHO-YPEBHHS TPAKT MJIH A3Ba JeueHHeTo ¢ aypOSunpoden Tpsdea aa
CE€ NMPEYCTAHOBM.

XeMaTonorHyHU ePeKTy

Onypbunpogen, kato u apyrure HCIIBC nekapcteeHH npoaykTH, Moxe Aa MHXHOUpa TpoMOounTHAaTA
arperaums U Ja yIbJDKH BpeMeTo Ha KbpBeHe. Heobxoaumo e dnypbunpoden cnpeit aa ce npunara ¢
BHHMaHHKE Npy MALHEHTH C PUCK 0T aOHOPMHO KbPBEHE.

HepmartonornuHu eekTu

MHoro psafgko ce ¢boOlliaBa 3a CEPUO3HN KOXHM PeaklWH, HAKOW C (haTaNeH U3X0A, B TOBA YHCJO
eKC(OIHATUBEH NepPMATHT, CHHAPOM Ha CTHBBLHC—J[KOHCBHH M TOKCHYHA eNUAEPMANHA HEKPOJH3a NpH
ynotpebata Ha HCIIBC nexkapcreenn npoayktd (Buwx T. 4.8). Ynorpebata Ha daypbunpoden copeil

TpAGBa [a ce NpeyCTaHOBH Olle NP NMbpBaTa MofBa HA KOKeH 00pUB, NEe3MM HA MYKO3aTa MM HAKaKh
APYr CHMIITOM Ha CBPbXH4YBCTBUTEIHOCT. RNy




To3u nexapCTBEH NPOAYKT CbAbpPKa METHA NapaxWIpoKCHOEH30aT W Nponua napaxuapokcHbeH3oar,
KOWUTO MOraT Ja MPUYUHAT alNepruviH peakuun (MOHAKOra ¢ KbCHO HAYaNo).

ApPOMaTH, CbAbPXKALLK aNIEPreHu
Tosa nekapcTBo cbabpka apoMatH ¢ Llutpan, d-JIumonen, EBrevon u JluHanoon, KOUTO Morar aa
NPUURHAT aJIepruyHu peaKLmH.

Toga nexkapcTBo cbabpxa no-Manxko ot | mmol Harpuii (23 mg) 3a eana 103a, T.e. MOXKE Ja Ce Kaxe, ue
MPaKTHYECKH HE ChABPXA HATPHH.

4.5 BianMoaeicTBHE C APYIH JJEKAPCTBEHH NPOAYKTH W APYrd GOopMH Ha B3aHMOAEHCTBHE

daypounpoden He TpAOBA Ja ce H3N0/I3Ba B KOMOMHANKA C:

- Hpyeu HCIIBC  aexapcmeenu npoOykmu, GrIIOMUMENHO CEAEKMUBHYU  UHXUOUMOpU Ha
yuxnooxcuzenasza-2: Jla ce u3darea eaHonspemeHHata ynotpeba Ha ase uiau noseue HCITBC nekapcTBenu
NPOJAYKTH, ThH KaTO TOBAa MOXKE 4a AOBEAEC N0 MOBHUILUABAHE HA PUCKA OT HEXENaHH peakuuH {0cobeHo
CTOMaWIHO-YPEBHH HEXENAHH PEaKLHH KaTO 93BU H KbpBeHE) (BHXKTE Touka 4.4).

- Ayemurcaruyunoea xucenuna (Hucka o0osza); QOcBeH aKO HUCKaTa [03a aueTHICATIMIIMIIOBA
KMCeJIHHA (od /5 mg AHEBHO) € 6una npeAnucaHa ot Jiekap, Thi KaTo TOBa MOXe Na NOBHILY PHCKA OT
HEXENAHU peakuy (BHKTE TOUKa 4.4).

Daypounpodgen TpadBa aa ce U3N0/13Ba ¢ BHHMAHHE B KOMOHHANRA C:

- Anmuxoazyravmu: HCIIBC nexapCTBeHM NPOoAYKTH 3acuiBaT edekTa Ha aHTHKoaryNaHTH KaTo
BaphapuH (BHx T.4.4).

- Anmuacpezanmu: 110BHILIEH PHUCK OT CTOMAUIHO-YPEBHU A3BH WIH KbpBeHe (BUX T.4.4).

- Anmuxunepmensuenu  aexapemsa  (Juypemuyu, ACE unxubumopu, anmazowucmu Ha
aneuomensun-11): HCIIBC nexapcTseHu npoayxtu Moxke aa NoHwxkar edexra Ha ANYPETHLHTE U JPYIUTE
AHTHXMNIEPTEH3UBHU JIEKAPCTBEHH MPOAYKTH, KOMUTO HHXMOMpAT LMKIOOKCHreHa3aTa KaTo MOXEe 2a
MOBULIAT PUCKA OT HEPPOTOKCHYHOCT, 0COOEHO NpU NaLKeHTH ¢ KOMNPOMEHTHPaHa O6bOpeyHa QyHKLMS.

- Aaxoxon: MoXe aa poseje 10 NOBULIABAHE HA PUCKA OT HEXEJJAHW peakLHH, ocoOeHO CTOMAUIHO-
YPEBHO KbPBEHE.

- Cvpoeunu 2auxoszuou: HCIIBC nexkapcTBeHM npoaykTH Morat jaa oOOCTpAT CbpaevHaTta
HeAOCTATBUYHOCT, AA HAMAJIAT NOMEPYNHATa PUITPALIMA W 1a MOBUILAT IJJA3MEHHUTE HUBA Ha MNTHKO3HAHUTE

- TPENOPBYBA CE AIEKBATEH KOHTPON H HAMAIABAHE HA J103aTa NPH HEOOXOAHMOCT. |

- Luxrocnopun: 11oBULLEH pUCK OT HEPPOTOKCHUYHOCT.

. Kopmuxocmepoudu: [ [oBHILEH PUCK OT CTOMALLHO-YPEBHK A3BH H KPbBOW3NHBH (BHX T. 4.4).

- Jlumudi: Moxe fa moBUMIIM NIa3MEHUTE HUBA HA IUTHH - MpemnopbyBa Ce aAekBaTeH KOHTPON
HaMansABaHE Ha 103aTa MPU HEODXOAUMOCT.

- Memompexcam: llpunoxenueto Ha HCTIBC nekapcteenn npoaykTi B pamkuTe Ha 24 yaca npeau

WM C/ieJl ApHiaraHe Ha METOTpEeKcaT MOXe Ja J0BEAE A0 YyBeNM4yaBaHe Ha MIa3MEHMTE HHWBA Ha
METOTPEKCAT U NOBULIABAHE HA HEMOBMTE TOKCHUYHH €(eXTH.

- Mudpenpucmon: HCIIBC nexapcTseHu MpoaykTn He TpsOBa Ga ce npuemart a0 8-12 aHu cnen
npuioxexue Ha Mudenpucton, Toi katro HCIIBC nekapcTBeHn NpoAyKTH Morar Aa HamansaT edexrta Ha
MUQPENPUCTOH.

- Hepoparny anmuduabemru Aexapcmea: JOKNAABAHU Ca TPOMEHH B KPbBHO-3aXapHHTE HUBA
(MpenopbyBa ce NO-YeCTO U3CNEABAHE Ha KPbBHO-3aXapHUTE HUBA).

- Denumoun: MOXe 1a MOBHLIM MMJa3MEHUTE HHBA HAa (PEHHTOMH - NpPenopbyuBa ce aAcKBaTEH
KOHTPOJ ¥ HAMaNnsgBaHE Ha K03aTa NPH HEOOXOAHMMOCT. R
- Kamu  coxpanseayu  ouypemuyu: EnnospemenHata ynotpeba Moxke jpa JaoBege:” EC{MH/?
XHNEePKATHEMHA. g%‘h ¢
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- IIpobenuyuo u cyagunnupazon: JlexapCTBEHUTE TMPOAYKTH ChABPXKAWM NPOOCHHUUA U
CYJ(PUHMHPA30H MOTaT Aa 3abaBsAT eKCkpeunsTa Ha paypounpodeH.

- Xunononosu awmubuomuyu. JJaHHH OT NpOy4yBaHUS BbPXY XMBOTHH nokasBatr, ye HCIIBC
NEKApPCTBEHUTE TIPOAYKTH  MOrat jAa IMOBHIIAT PUCKA OT KOHBYJCHH, CBBP3aHH C XUHOMOHOBHUTE
aHTHOHOTHLH. [TaunenTn npueMai HCTIBC ¥ XHHOJIOHH ca M3JI0XKEHY HA MOBULIEH PUCK OT MOSBA Ha
KOHBYJICHH.

- Cenexmugnu unxubumopu na obpamuomo saxeauane Ha cepomonuna (SSRI): TloBulleH puck ot
CTOMALUHO-YPEBHH SA3BH UJIU KbpBeHE (BUXK T.4.4).

- Taxkporumyc: Bp3mokeH e MOBHLIEH pUCK OT HedpoTokcuiHocT, korato HCIIBC nexapcTenu
NMPOAYKTH CE€ MPHUJIraT ¢ TaKPOIHMYC.

- 3uoogyoun: IloBrHIEH PHCK OT XE€MATONOTHYHA TOKCHYHOCT TIPH  €JHOBPEMEHHO NEe4YeHUE C
HCIIBC nekapcTBEHHM NPOAYKTH U 3UAOBYIHH.

[TleanarTpuiuHH NALIUEHTH
Hama gonbsIHUTETHU AAHHH.

4.6 DepTHIHTET, (PEMEHHOCT H KbpPMEHe

bpeMEHHOCT:

[TornckaneTo Ha NPOCTarNaHAMHOBATA CHHTE3A MOXKE Ja MOBJHAEC HeOnaronpusaTHo 6peMeHHOCTTa U/ MY
eMOpuo-peTanHoTo passutue. [[aHHM OT €NHASMUONOTMYHHM TPOYYBAHWSA TMOKA3BAT [IOBMIIEH DHCK OT
HEJOM3HOCBAHE M CbpAEYHH MandopMauuu W racTpoIIM3MC clel ynotpeba Ha HMHXHOUTOpH Ha
NpoCTarjaHAMHOBATa CHHTE3a B paHHA OpeEMEHHOCT. AGCONIOTHUAT PUCK OT ChpAeuHH MaldopMaluK ce e
MOBUIIKI OT No-Majiko oT 1% 2o okoo 1.5%. Cuuta ce, ye pUCKBLT ¢€ NOBUILIABA NPH BUCOKH J03H U
MPOABJKKTENHO fieueHue. [IpH ONUTH ¢ XXUBOTHH NPUIOKEHUETO Ha HHXUOUTOPH HA NpOCTarIaHAHHOBATA
CHHTEe3a BOAM A0 Mpe- H NOCT-UMNAaHTaluMOHHA 3aryba U emOpuo-¢eTaneH neranureT. OcBeH TOBa ce
cboOLiaBa 3a MOBHIIEHA YECTOTa HAa BpPOACHHTE Mandopmalliu, BKAOYUTENHO CbPAEUHO-CBAOBH MpPH
’KUBOTHH NONYYHJH HHXHOUTOPU HA NPOCTArNAHAMHOBATa CHHTE3A MO BPEME HA OPraHOreHe3ara.

Gnypbunpodex He TpsabBa aa ce U3MON3Ba NpPe3 MbLPBHA U BTOPHS TPHMECTBD Ha OPEMEHHOCTTA, OCBEH aKO

HE € KATErOpHYHO HEOOXOINM, .
AKO ce u3MmonsBa, Jos3ata TpsbBa na € BB3MOXKHO Hal-HMCKA, a MPOABKHTEIHOCTTA HA NEYEHHETO —

Bb3MOXHO HAH-KpaTKa.

B mocneanoto TpuMecedme Ha OpeMEHHOCTTa BCHUKH HHXUONTOPH Ha MPOCTArNaHInHOBATA CUHTE3a MOTAT
1a W3JI0XKarT:

. I1nona Ha puck OT:
- KapJUOMHONaTHs (C NpeXIeBPpEMEHHO 3aTBapsaHe Ha (petanHusa ductus arteriosus u Genoapobxa
XUNEPTEH3US);

- OBOpeuHa AUCPYHKLHMSA, KOATO MOXe Aa nporpecupa po ObOpeuHa HEAOCTATBYHOCT C
ONTUTOXOAPAMHHO34;

. MaiikaTa U HOBOPOJEHOTO B Kpas Ha OpeMeHHOCTTa, Ha pUCK OT:

- Bb3MOXKHO YAbJ/DKaBaHE HA BPEMETO HA KbPBEHE, aHTHArperaHTeH edekT, KOHTO MOXe Aa ce
Ha0ar0AaBa AOPH B MHOTO HUCKH 1103H;

- MOTHCKAHE HA MaTOYHHTE KOHTPAKUMHY U 3a0aBEHO UJIH YABIKEHO paXK/laHe,

Cnenosatenso, GpnypOHnpodeH € NpoTHBONOKA3aH Mpe3 NMOCAeJHOTO TPUMECEUHE Ha OPeMEHHOCTTA (BUX
T. 4.3),

KnpMeHe:
[1pu orpaHu4YeHH MPOYUBAHUA €A YCTAHOBEHH MHOIO HUCKH KOHUEHTPaUMH Ha GaypdunpodeH
33 KOHUTO HAMa NaHHM Ja AeHCcTBaT HEONMAroMpUATHO BbPXY KbpMauero. Brnpekn Tosa, nopaj

f




HexenaHd JaexapcTeesu peakuuy or HCIIBC 3a kbpmauero, He ce mpenopbuBa ynotpebata Ha
dbnypounpodeH criped oT KbpMeLLH KEHU.

QOEPTUINUTET:
Mma u3BeCTHH JaHHM, ye JIeKapcTBaTa, KOMTO MHXHOMpAT LMKIIO-OKCHMIeHasHaTa/mpocTarfaHiuHoBa

CHHTE3a MOXE 12 NPEAUIBUKAT YBPEKIAHE HA :MEHCKUA DEepTHIIMTET Upe3 Bb3ACHCTBUE BbPXY OBYJIALHATA.
To3n eexT e 0bpaThM Cnea npeKkparsaBaHe Ha JIEUEHHETO.

4.7 EdexT BLPXY cniocobHocTTA 32 odHpane B paboTa ¢ MallIMHY

He ca npoBeaeHH H3MUTBAHHUA Ha eeKTa BLPXY CcnocoOHocTHTe 3a wodupade u paborta ¢ MawwnHA. [Tpu
npuemade Ha HCIIBC nekapcTBeHUTE NPOAYKTH, KATO HEXENaHW peakuUHH ca Bb3MOXXHHM MOABATA HA
3aMSAHOCT, CbHAMBOCT W 3aMBIVIEHO BHXKAAHE. AKO C€ MOSABAT NAuUEeHTLT He TpadBa na wodupa UK aa
pabOTH ¢ MAlLIMHH.

4.8 HexxenaHu JeKAPCTBEHH pPeaKiuM

Cho0OluaBaT ce peakLMd Ha CBPBXYYBCTBHUTENHOCT, BCaeactBue nedeHue ¢ HCIIBC nekapcreeHuTe
[POAYKTH. Te MOXE Na CE ChCTOAT OT:

(a) He-cneungy4uu anepruyHyn peakuuu 1 aHahpHNaKkcus

(b) [loBHweHa peakTHBHOCT Ha AMXATEHATa CHCTEMA KAaTO aCTMAa, BIOLLIABAHE HA aCTMa, OPOHXOCTIAa3bM H
JIKCITHEA

(c) Paznuysu KOXKHH HapyILEHHA, BKIAIOUHTEIHO OOPUBH OT pa3fivyuyeH THM KaTO MPYPUTYC, YPTHKapH,
AHFHOENEM ¥ NO-PAAKO €KCPOIHATUBHY Y 6YNO03HU AepMaTo3K (BKIIOHUMTENHO HEKPOIH3a HA eNHAepMHCa
H epuTeMa MynTugopmMme).

CrobluaBa ce 3a elieM, XUIEPTOHUS W CbpAEYHA HEeNOCTATBUYHOCT BbB Bpbika ¢ nedyeHue ¢ HCMBC
NEKApCTBEHW MPOAYKTH. HanMuHWTe NaHHM ca HeaoCTaThb4HM, 3a A2 CE H3KJIOMM TAKbB PUCK 3a
¢nypOunpoden cnpeli 3a ycTHa nuraBuua, pasTBop.

CnHCLKBT HA HEXEJIAHH JIeKAPCTBEHH PeaKIHH 110-10JY €€ OTHACH 3a KPATKOCPO4Ha ynorpeba Ha
¢payponnpodesn B 1034 KaTo 32 OTC npoaykr.

Muoro uwecth (= 1/10), Yectn (=1/100,<1/10), Heuectn (= 1/1000,<1/100), Peaku
(= 1/10 000, < 1/1 000) u MHoro peaku (< 1/10 000), HenssecTHa yecToTa (YecToTara He moxe Aa Obae

H34UCIeHa Copea] HAaHYHUTE JaHHH)

Hapywenus na kxpvema u rumgpnama cucmema
HeusBecTHa 4€CTOTa: aHEMHA, TPOMOOLHTONEHHS

Copoeuru u cbO08YU HAPYUeHUA
HewnsBecTHa 4eCTOTA: OTOK, XHNEPTOHHA H ChpAEYHa HEAOCTATHLYHOCT

Hapywenus na nepgnama cucmema
YecTn: rnasobonue, CBETOBLPTEXK, NApecTe3ns
HeuecTu: CbHMUBOCT

Pecnupamopru, 2pvOHU U MEOUACMUHATHY HADYWEHUA

YecTn: apasHeHe B bpAoTo

HeuecTn: 000CTpAHe Ha acTMa U 6pOHXOCNA3LM, JHCIIHES, CBUPKALLO AXIUAHE, OpOdApHHTeaNH Mexy
¢papuHreanHa xunoecTesus T




CmoMawiHo-4pesHu Hapyue Hus
HecTn: avapus, sA3BH B ycTaTa, rajgexse, 0onka B ycraTa, napecresus B ycrtara, opodapuHreantHa 6onka,

OUCKOM(OPT B YCTHATA KyXHHA (TOMMHHA HJIK NApeHe Ha yCTaTa)
HeuwecTH: noaysaHe Ha xopema, KopeMHa 0oJfika, 3anek, ¢yxotra B ycrarta, AMCNEncus, dnaryneHuus,
rMOCOAWHHUS, AUCTEY3NA, OpallHa AH3ECTE3NS, MOBPBLLAHE

Hapywenua na xooxama u ROOKONCHUME MbKAHY

HevyecTH: pa3znuuHH KOKHH OOpHUBH, CBPOEXK

HenssecTHa uecToTa: TEXKH QOPMH HA KOXXHH peaKiv, KaTto 6YI103HH peaKunH, BKIIOUYHTENHO CHHAPOM
Ha CTHBBLHC-/DKOHCBH M TOKCHYHA ENWIEPMAaiHA HEKPOJTH3a

Obwu Hapyuenust U epexmu Ha MACMOMO HA NPUNONCEHUE
Penku: Tpecka, 60ka

Hapyuenua na umynHama cucmema
Peaku: aHapUNAKTHYHU peakuuu

Hewcuunu napyuernun
HeuecTu: Oe3cbLHHE

Xenamo buruapHu HapyuleHus
Heu3secTHa 4ecToTa: XenaTuT

Hoxnansade Ha NOJO3UPAHU HEXENaHW IEKAPCTBEHU peaKinu

Cbo611aBaHeTO Ha NONO3MPAHKH HEXENAHW peakuuu crejl paspeulaBade 3a ynotpeba Ha NekapCTBEHHS
NPOAYKT € BaKHO. ToBa MO3BONAABA N4 NPOALMKH HAGMIONEHHETO HAa CHLOTHOLIEHWETO MON3A/PHCK 3a
NeKapCTBEHNS NPOAYKT. OT MEAHUMHCKUTE CMELMATNCTH C€ W3HCKBA Ja ChoOllaBaT BCAKA MMOZO3MPAHA
HEXEeNlaHa peakLus 4pes

M3anbiaHUTENHA areHUMS MO JleKkapcTBaTa

ya. Jamsau I'pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcalT: www.bda.bg

4.9 Ipeaoiupane

CHMNTOMH HA Npea03Hpane
[Ipy noBeuyeTo MalUMEHTH, KOUTO €a MOrbJHANM 3HAYMTENHO OT KJAMHHUYHA TAE€JHA TOYKA KOIUYECTBO

HCTIBC nekapcTBEHH NPOAYKTH MPEAO3UPAHETO HAMA Aa Ce MPOABU ¢ APYro OCBEH rajeHe, NOBPbLIAHE,
enuracTpanHa 6oJika WK no-pajko auapus. llym B ywure, rnapo6oJine, CTOMAMIHO-YPEBHO KbPBEHE CHULO
ca Bb3MOXHH. [IpH MO-CEPHO3HM OTPABAHHA, TOKCHUHOCTTA 3aCAra LEHTpaJHATa HEPBHA CHCTEMA M CE
[posiBABa C BEPTUI0, ChbHIWBOCT, NOHAKOra NMpeBb30yAa, 3aMBIICHO 3PEHHE W A€30PHEHTALMA HIIN KOMA.
INoHskora nauueHTUTE passuBat KOHBYICHU. I1py ceprosHo otpassHe ¢ HCIIBC niekapcTBEHU NPOAYKTH
MOXeE Ja Ce MOABU MeTabONMTHA auMAo3a M Ja ce yAbDKH npoTpoMGuHoBoTo Bpeme/INR BepostHO
ABJKAILO C€ HA CMYLUCHUA HA ACHCTBHETO HA UMPKYIUPALLMTE ChbCHpBalld GakTopH. Moxe aa ce NosABAT
ocTpa 6bOpeyHa HEAOCTATEYHOCT W YEPHOAPOOHH yBpeXAaHus. BriolaBaHe Ha acTMaTa € Bb3MOXCHO TPH
ACTMATHLH,

TepaneBTHYHH MEepKH NIPH Npeao3HpaHe
Jleyennero Tpadsa na 6bae CHMNTOMATHYHO H MOANOMAralWO, M BKIKOYBA MOAIbPKAHE HA csoﬁoﬂen
Bb3AYIWIEH MBT H MOHUTOPHHI HA CLPACUHHTE ¥ )KUIHEHUTE NOKa3aTenu A0 cTabHnKu3MpaHeTo
Aa ¢€ B3EME NPEABHA NEPOPANHOTO NPHIAraHe Ha aKTHBEH BLIIIEH M CTOMAWIHA NPOMUBKA, a
Obae nekyBaH A0 1 Mac OT NOIIbLUAHETO HAa MOTEHUMANIHO TOKCHUHO KOJIHYECTBO. KOHBYCH




ObaaT NeKyBaHH C MHTPABEHO3€EH AMa3enam K Nopa3enam ako ¢a YeCTH WM NpoabiikuTenHu. [lpu actma
ce npunarar Oponxoaunaratopi. HaMa cneunduueH aHTuaoT Ha ¢pnypounpodeH.

S ®APMAKOJIOTHMYHH CBOHCTBA
5.1 DapmakoAHHAMHYHH CBOHCTBA

@apMaKoJIOrHYHA FPYyNa: Npenaparty 3a rspJjo, Apyru NpenapaTH 3a rbpio
ATC xon: RO2ZAX01

®Onypbunpogen e HCTIBC npou3soano Ha mpon#OHOBAaTAa KMCENNWHA, KOETO AeficTBa Upe3 NOTHCKAHE Ha
npocrarnasauHoBara cuHrTesa. [lpm xopa ¢nypbunpodeH npurekaBa MOLIHH aHAINTETHYHH,
AHTUNTHPETHHYHH W NPOTHBOBB3NANIHTENHH CBOHCTBA U A03aTa oT 8,75 mg pa3TBopeHa B H3KYCTBEHA CHOHKA
€ JOBejia 10 peAyLHpaHe Ha MpOoCTarNaHAMHOBATa CHHTE3a NPH KYATHBHPAHH YOBELUKH PECAHWPATOPHH
kneTkn. Cnopea npoyyBaHMATa U3N0N3Bally aHANNH3 Ha nepudepHa KpbB, PypOunpoden e cmecen COX-
1/COX-2 uHXxnOUTOp ¢ U3BeCTHA celeKTHBHOCT kbM COX 1.

[[peaknMHHUHKTE NpOyuBaHKsa Noka3sar 4e R (-) eHaHTHOMepa Ha dnypOunpodeH u cebpiaHuTe HCTIBC
ACHCTBAT BbPXY UEHTpaJHaTa HEPBHA CHCTEMA; NpEArnofiaraéM MEXaHW3bM upe3 HHXHOMpaHe Ha
unayuupana COX-2 Ha HHBO rpbOHAYEH MO3DK.

EavHnuba no3a gaypounpoden 8,75 mg npusoxeHa NOKaJHO B I'bpJIOTO KATO TPH BMPBLCKBAHHUS €
nokasana obnexkyaBaHe HA 3aYEPBEHOTO I'bPJIO, BKIIOUUTENHO MOAYTO H Bb3NANEHO 3a4EPBEHO IbpIIO Upes
3HayKWMa MpomsHa B obaacTTa noJ KpusaTa 3a Texectta Ha 6onesneHocT Ha repnoto (AUC) cnpsmo
K3XOAHWUTE HHBA (CpeaHa pa3iHKa (CTaHAAPTHO OTKJIOHEHHE)) 33 AKTUBHO JiedeHHe cnpsaMo nnaueto ot ()
no 2 yaca (-1.82 (1.35) vs -1.13 (1.14)), 0 oo 3 uaca ( 2.01 (1.405) vs ~1.31 (1.233)) v 0 no 6 uaca (-2.14
(1.3531) vs -1.50 (1.385). 3Hauumn pasnukn B M3xoaHata AUC ot O — 6 vaca cnpaMo maauebo ca
Ha0MOJaBaHH CBLUIC 33 JPYIM XapakTEPUCTHKH Ha 3a4E€PBEHOTO [bPJO, BKIIOUUTENHO HHTEH3UTET Ha
Oonkara (-22.50 (17.894) vs -15.64 (16.413)), 3atpynneno rebntane ( 22.50 (18.260) vs 16.01 (15.451)),
OTOK Ha repnoto (-20.97 (18.897) vs 13.80 (15.565)) u obnexuasane Ha GonkaTa B rupaoTo (3.24 (1.456)
vs 2.47 (1.248)). Ilpomenute cnpsMo U3XOAHHTE CTOHHOCTH B OTACNHUTE BPEMEBY TOUKH MO OTHOLUEHHE
Ha pasfMH4YHUTE XapaKTEPHUCTHKH HA 3a4YEPBEHOTO CbP/0 €A MOKA3anH 3HAYMMOCT, 3anoysaiiku oT 5-tarta
MHUHYTa U ApOABJKABaiKKH N0 6 Yaca.

3a NalneHTHTE NpueMall¥ aHTHOMOTHLM 33 CTPENTOKOKOBA MH(MEKLUWS € YCTAHOBEH CTATHCTHYECKM
3HAYMMO TO-TONIAMO OOJieKYaBaHE N0 OTHOLIEHHE WHTEH3UTeTa HA GoNKaTa OT Bb3NajieHOTO ThP0 OT
uypbunpoden 8,75 mg tabneTku 3a cMyueHe cnel 7 yaca M MOBeEYEe Ciel NMPUEMA HA aHTHOHOTHULM.
AHANreTH4YHUA edekT Ha (aypbunpoden 8,75 mg Tabnerky 3a CMyyeHe HE Ce HaMaaBa OT MpHeMa Ha
aHTHOMOTHUMN 32 JIEYEHHE Ha CTPENTOKOKOBA UH(PEKLUSA NIPH 3a4e€PBEHO I'bPNO.

HokazaHa € ep¥KacHOCT NPU MHOrOKPaTHO AO3UpaHe B NPOABIKEHHE HA 3 AHM.

ITeanaTpuyHa mony.JIaLHs

He ca nposeaeHu cneuupuynu npoyysBaHus npu jeua cbe Crtpencuic HMHTEH3MB uepewa W MeHTa.
[lpoyuBaHusTa 3a eduracHocT n 6esonacHocT Ha dnypOunpoden 8,75 mg TabneTk 3a cMyueHe ca
BK/IFOYBAJIM A€la Ha Bb3pacT 12 — 17 roauun, BuNpeky ye MankUAT pazMep Ha IPynaTa He NMo3BoAsSBa Aa CE
HaNpaBAT CTATUCTUYECKH H3BOJIH.

5.2 PapMaKOKHHETHYHH CBOHCTBA




AbGcopOuus

Enunnyusara nosza ot pnypbunpoden 8,75 mg ce npunara noKanHo B MbpJOTO KaTo TPU BIPbCKBAHHWA H
daypbunpogdeHa ce pezopbupa 6bp30, KaTO C€ YCTAHOBSABA B KPbBTA MEXAY 2 H 5 MHUHYTH C MWK Ha
niasMeHara KOHUeHTpauHa Ha 30-Ta MHHYTA Cled NPUNOKEHUE, HO OCTABA HA HUCKH HHUBA OT CpelaHo 1.6
png/ml, Koero e npubIU3NTENHO 4 NbTU NO-HUCKO OT Ro3a S0 mg B TabneTHa popma. Crpencunc Uurensus
yepewa W MeHTa Mokazsa OHOeKBUBANEHTHOCT Ha Gnypbunpoden 8.75 mg TabneTkn 3a cMyueHe.
Gnypbunpoden ce abcopbupa oT OykanHata KyxHHa upes nacubBHa Audyzus. Crenenta Ha abcopOuus
3aBUCH OT JleKapcTBeHaTa (opMa ¢ MAaKCUMAIHH [J1a3MEHH KOHLEHTpauMM AOCTHraHW no-0bp30, HO
CpPaBHHMH NO CTENEH ¢ NOCTUrAHUTE Clel NOrAbLIaHE Ha €KBHBAJIEHTHA Zo3a B TabneTHa dopma 3a
IepOpaJiHO NPUIIOKEHHE.

Pasnpenenennue
Orypbunpogen 6bp30 NpeMHHaBa Mpe3 TANOTO U C€ CBbP3BA BbB BUCOK MTPOUEHT C NMNa3MEHHTE NPOTEHHH.

buorpancdopmanus / EnumMuRapane

Oaypounpoder OCHOBHO ¢e MeTadonu3upa upe3 XWAPOKCHNUpAHE U Ce ekcKpeTtupa upes OnOpeliuTe.
BpeMeTo Ha MOAYXHBOT € 0T 3 10 6 uaca.

OnypOunpodeH ce eKCKpeTHpa B KbpMaTa 8 MHOMO MallkH KOJH4YecTBa npH xopa {(no-manko ot (.05 ug
/ml). Oxono 20-25% nepopanro npuerara n03a GpnypbunpodeH ce ekCKpeTHpa HENpOMEHEHA.

CnennaaHu rpynu

He ca ycTaHOBEHH pa3inkH BbB PapMaKOKHHETHUHMTE NAPAMETPH NMPU A0OPOBOJLM B CTAPHECKA BBH3PACT
H MNaaexu ciiell nepopanHo npunoxerdue Ha Gnypobunpoden tabnetku. Hama papmakokMHETHYHH faHHH
3a peua noA 12 roguHun cnen npunoxenne Ha quiypbunpoden 8,75 mg, BbApeky TOBa NPHUICKEHHETO Ha
¢nypbunpoden B cHpon W CYNO3IUTOPHM He MOKa3Ba 3HAUHMH Pa3NUKH BbB (apMaKOKHHETHUHHUTE
napaMeTpH B CPABHEHHUE C TE3K NMPH Bb3PacHHU.

5.3 IlpeaKMTHHHUYHU AaHHH 32 0€30MACHOCT

Hsama apyru npeAKIHHUYHK RAHHHW OT 3HAYEHHUE, OCBEH BKIIOUYEHHTE B T.4.4, 4.6 H 4.8.

6. OPAPMAINLLIEBTUYHH JAHHHN
6.1 CNHCeBHbK HA NTOMOHIHH BellleCTRA

beragekc, auHaTpuer (pochar agoaexkaxuaApaT, JUMOHEHA  KHUCEJMHA  MOHOXMApPAT, METHN
napaxugpokcubensoat (E218), nponun napaxuapokcubenzoar (E216), HaTpues XHAPOKCHA,

apoMar Ha MeHTa, apoMar Ha Yepelia, N,2,3-rpumeTnn-2-uzonponunbyraHamu, 3axapuH HaTpuit (E954),
XHApokcunponuadeTaaeke, NpeyncTeHa Boaa.

KauyecTBEH CbCTaB Ha apoMara Ha MeHTa:
ApoMaTu3HpaLla cbeTaBka(M)
ApoMaTtuzupall npenapat(u)

[lponunex rnukon E1520

["nuuepun tpuauerar (TpnauetuH) E1518

KayecTBeH ¢bCTAB HA ApOMAT Ha Yepella:
ApomaTnivpalla creTaBKa(u)
ApoMaTv4HU npenapat(u)

[1ponunen raukon E1520

Boaa




6.2 HecbBMECTHMOCTH

Henpuaoxumo

6.3 Cpok Ha roaHoOCT

2 TOOWHU

Cnen nbpBOTO OTBapsaHe: 6 MeceLa

6.4 CnennajiHH YC/IOBHA 32 ChXpPaHEHHe

Jla He ce cbXxpaHsBa B XJIaANJIHUK W 3aMpa3AaBa,

6.5 JAaHHH 32 ONAKOBKAaTAa

bsana Henpospauna Oytunka or HDPE ¢ mMHorokommoseHTHa nmoMna W 3amiMTHa NOJUNPONHIEHOBA

kanauka. [lomnara e u3paboreHa 0T NONHOKCHMETHAEH, MTORUETHIEH HUCKA MIILTHOCT, MONHUETHIEH BUCOKa
NIBTHOCT, HEpBkAaeMa croMaHa U PIB cwcTaBka (nonuuzobytuneHona ryma).

OnakoBka: Bcska Oytvnaka cwavpka 15 ml oT pa3TBopa, KOWUTO ocurypsBa npuGnu3uTenHo 83
BNPBLCKBAHHS.

6.6 CreuHajHH NPeana3HM MEePKH NPH H3XBh]JISHE.

Hen3non3paHUAT NEKAPCTBEH MPOAYKT WJIM OTNAABYHHTE MAaTEPUANH OT Hero TpsOBa Jia ce U3XBLPJAT B
CBHOTBETCTBHE C MECTHHTE U3UCKBAHMSA.

7. IPHTEXKATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

Reckitt Benckiser (Romania) S.R.L.
48 lancu de Hunedoara Boulevard, Building Crystal Tower
11th Floor, District 1, Bucharest, PyMmbHus

8. HOMEP HA PA3ZPEIUJEHHETO 3A YIIOTPEBA:
Per. Ne 20150012

9. JATA HA IIBPBO PA3PEHIABAHE / IIOJHOBSIBAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA
OxroMmepH, 2014

10, JATA HA AKTYAJIM3ALINA HA TEKCTA
®eppyapn, 2024




