KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHHUA ITPOAYKT

Crpencuiic UHTEH3WB Mel U TMMOH 8,75 mg/n03a cnpeit 3a yCTHa JIMraBuua, pa3TBop
Strepsils Intensive Honey and Lemon 8,75 mg/dose oromucosal spray, solution

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Enno BnipbckBaHe cbabpka 2,92 mg ¢pnypbunpoden (Flurbiprofen), Tpu BnpbCcKBaHHs ce paBHABAT Ha
€/lHa 103a, KOATO ChaAbpxka 8,75 mg, choTBeTcTBalM Ha 16,2 mg/ml pnypbunpoden (Flurbiprofen).

[loMoOlLHY BelecTBa ¢ U3BECTHO JEUCTBHUE!

MeTtun napaxuapokcudbenzoar (E 218) 1,181 mg/no3a

[Iponun napaxuapokcudensoar (E 216) 0,2362 mg/no3a

ApomarH, ChbpKallli ajlepreHyd (ApoMar Ha TMMOH U Apomar Ha Me)
3a MbJIHUSA CITUCHK Ha MOMOIIIHUTE BELIECTBA BHXKTE TO4YKa 6. 1.
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3. JIEKAPCTBEHA ®OPMA

4. K/IMHHUHYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHS

Crpencuic MHTeH3MB Me/l U JIMMOH € MOKa3aH 3a KPaTKOCPOYHO CHMITOMATHYHO JIEYEHHE HA OCTPO
3a4€PBEHO U OOJIE3HEHO Bb3MAJIEHO I'bPJIO NPH Bb3PACTHH.

4.2 Jl03HpOBKA H HAYHH HA NPHJIOKEHHE

Jdo3upoBka

CaMo 3a KpaTKOCPOYHO MPHUIIOIKEHHE.

3a Bb3pacTHHU Ha ¥ HaA 18 roauHM.

Enna no3a (3 BnpbCKBaHMs) ce nMpuiiara B 3a/1HaTa 4acT Ha I'bPJIoTO npe3 3-6 yaca, KakTo € He0OX0IMMO,
HO He MoBeYe OT 5 103M 3a 24-4acoB NepUo/.

IleanaTrpuyna nonyJanus
beszonacHocTTa M epukacHocTTa Ha Ctpencuic MHTEH3UB Me/1 U JIMMOH MPH JIeLa M FOHOLIM Ha Bb3PacT
noj 18 roauHu He € ycTaHOBeHa.

IlanueHTH B cTapyecka Bb3pacr

He moxe na ce nane obuia npenopbka 3a JO3MPOBKATa MOPaaM OrpPaHHYEHHS KIMHHUYEH OMHMT KbM
MOMEHTA.

[ laumeHTHTE B CTapUecKa Bb3pacT ca C MOBUILEH PUCK 3a CEPHO3HHU MOCIIEACTBUSA OT HEXKEJIAHH PEaKIIHH.
Heobxoaumo e na ce npuiara Hak-HuckaTa e()eKTHUBHA /1033 3@ HAW-KpaTKUs epUOR HEDﬁXﬂ.ﬂ,HM 3a
KOHTPOJI HA CHMIITOMHTE (BWXK T. 4.4). /2R AR IAN

Hayun HA npHJI0OKEeHHE ([ = (.7 % o\

OpOMYKO3HO NMPHIIOKEHHE.



Jla He ce BAMLIBA NPH BIPBbCKBAHE.
[Ipenopbusa ce NeKapCTBEHHAT NMPOAYKT Aa HE CE MpUeMa Nnoeeye OT 3 AHM.

[Ipeau mepBata ynorpeba, akTupupaiiTe nOMnara, KaTo HACOUMTE HakpaHHHWKA BCTpaHH OT Bac M
NpbCHETE Hail-MalKo YETHPH IMbTH, A0KATO ¢e 00pa3yBa PpHHE, NOCTOSHHA MBIia. Taka noMnaTa Beue
e aKTHBHpaHa H rorosa 3a ynorpeda.

[Ipeau BCcAkO mpuiioxkeHHE Haco4eTe HaKpaiHHKa BCTpaHU oT Bac M npbcHeTe noHe BeAHDBXK, 32 714 ce
yBepHuTe, ue ce obpasysa PuHa, nocTosHHA Mbriia. Buraru tpabsa na cre curypHm, 4ye ce oOpasyBa
¢uHA NOCTOSHHA MbIJ1a Npeid BCAKO JO3HpaHe Ha IeKApCTBEHHUA MPOAYKT.

4.3 IIpormBonoxkazaHHS

¢ (CBpPBXYYBCTBHTEIHOCT KbM aKTHBHOTO BELIECTBO HIIH KbM HAKOE OT NMOMOLLHHUTE BELLECTBA,
n30poeHH B Touka 6.1.

o [lanueHTH, KOUTO Cca IOJY4YaBaH B MHHAIOTO PEAKIIMM Ha CBPbXYYBCTBUTEIHOCT (HAMp. acT™Ma,
OpoHxocnazbM, pUHUT, aHTHOEAEM MITH YPTUKApUA ), CBBP3aHH C JICUEHHUE ¢ aLCTHACANHLMIOBA
KMCEIMHA WK APYTR HECTEPOUAHH NPOTHBOBB3INAIMTENHH cpeacTea (HCIIBC).

¢ JlanyeHTH ¢ HanHuWe WIK aHAMHE3a 33 PEKYPEHTHA MENTHYHA A3Ba/KPHBOM3NKB (IBa WIH
NOBEYE OTUCTIMBHY €MNM30/1a HAa NOKA3aHAa yiliepalys) 1 MHHTECTHHAIHA A3Ba.

e AHaMHe3a 3a CTOMAUIHO-YPEBEH KPBbBOMU3IMB WIH NepdopauHsa, TEKbK KOAHT, XEMOparuiyHu
WK XeMAaTONOMETHYHH HapyINEHHA, CBbp3aHH ¢ npeaviuyda tepanmusg ¢ HCITIBC.
[TpoTHBONOKa3aH Npe3 MOCACIHHA TPUMECTLP Ha OpeMEHHOCTTA (BHXK T. 4.6).

[Taument ¢ TexKa cbpacyHa, 660peyHa Wnn YepHOAPOOHA HEAOCTATHYHOCT (BHX T. 4.4).

o Jleua 4 1oHOWH noa 18-roguiuHa BB3pacT.

4.4 CoenHanHu npeayupexICHHS H NPEANAHE MEPKH NpH ynorpeba

Hexenpnure edextn morar aa 6BaaTr CBEleHH 10 MMHHMYM 4pe3 NpHIaraHe Ha Hak-HHCKara
edeKTUBHA 03a 33 Bb3MOXKHO HAH-KPATHK CPOK OT BpeMe, HEOOXO/IUMHU 33 OB/1aAABaHE HA CHMITTOMHUTE.

Hudexumm

Toi kaTO ca AOKNaABaHM HM3OJHPAHYU CIIy4YyaH Ha ODOCTpAHE Ha HHQEKLHMO3ZHOTO Bb3NAICHUE (HANpP.
pa3BHTHE HAa HEKPOTH3HpaLll PacUMHT) BbB Bph3ka ¢ ynorpedara Ha HCIIBC karo knac, ce npenopbusa
NauMeHTHUTE Aa ce oOBbpHAT KbM Jiekap He3abaBHo, aKo Ce NMOABAT NPH3HALM Ha bakrepHanHa HHPeKLHs
MJIH aKO T€ Ce BJIOLIAT MO BpeMe Ha JiedueHueTo ¢ paypbunpodeH cnpeid. HeobxoauMmo e aa ce npelieHH
AaJH MOXeE Ja Ce W3N0/3Ba aHTHOMOTHYHA Tepanus MPOTHB HHPEKLMATA.

B Cl1y4YaHl Ha T'HOCH ﬁampHaJIEH (bﬂpHHFHTfTOHBHJ’IHT € HeoDXonuMa KOHCVJITALIRA € JICKap, 3a Ja CC
HallpaBH MIpCOLCHKA Ha JICHCHHCTO.

MackHpaHe Ha CHMITOMHTE HA NOAJIEKAMATE ARPEeKNHH

EnnaeMUHOIOrHMHUTE MPOYYBaHUA [MOKA3BaT, Y€ CHCTEMHHMTE HECTEPOUAHH NMPOTUBOBBLINAIHTEIHH
cpeactea (HCIIBC) morar na MackvpaT CUMNITOMHTE Ha HHOEKLMs, KOETO MOXE [ia JAoBede A0
3a0aBaHE HA 3aTIOYBAHETO HA NOAXO/RLIO JIEYEHHE H B PE3YJITAT HA TOBA — JIO BIOLIABAHE HA U3X0/14 OT
WHpekumaTa. Tosa ¢ HabmonasanHO npH OakTepHaiiHa TMHEBMOHHA, npHaobuTa B 0OLIECTBOTO, M
OakTepHa/IHU YCIOXKHECHMA oT Bapuuena. Korato ce npunara Crpencwic VHTeH31uB Mea M JIHMOH M
MALUKEHTHT WMMa MOBHULUEHA TeMmMneparypa WiH 6onka, cBbp3aHa ¢ HH(EKUHA, ce NpenopbYBa
[IPOCEAABAHE HA HHPEKLHATA.
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Crapuecka nomyJianms
[lauveHTHTE B CTapyecka BB3pPacT MMAT IO-YECTO HexeJaHW peakuu kbM HCIIBC, ocobeno

CTOMALITHO-4YpeBeH KPbBOU3ITHB WU NepQopaLiis, KOHTO MOXKE Jia ¢a PaTalHH.

PecnupaTopHH HapylICHHS

Moxe na ce nabmonasa OpoHXOCNazbM MPH MALMEHTH, KOUTO CTPAjiaT OT WIM MMAT aHaMHe3a 3a
OpoHXMaJTHA acTMa wiM anepruiHo 3abonssane. OaypbunpodeH Tpabpa a ce U3NOJ3BA C MOBULICHO
BHUMAHUE NMPU TAKHMBA NALMEHTH.

Opyru HCIIBC
Ynorpebara na d¢uypbunpoden crpeil eanospemenno ¢ HCIIBC, BKIIOMMTENHO CeEJIEKTHBHH
HHXHOHMTOPH Ha LHMKIIOOKCHI¢Ha3a-2, TpabBa fa ce u3barsa (Brk T. 4.5).

CHCTEMEH NYITYC EpUTEMATO3YC H CMECEHM 3a00SBaHUg HA CHEAMHUTENHATA ThKAH

[TauHEeHTH CBbC CHCTEMEH NyNyC €PUTEMATO3YC M CMeceHM 3ab0N9BaHMA Ha ChHeQHWHUTE/HATA THKaH
MOTr'aT Ja ca ¢ MOBHUICH PUCK OT acenTuyeH MeHHHIUT (BuxK T. 4.8), obaue To3n edekT 0OOMKHOBEHO He
ce HabnoaaBa NMPH KPaTKOCPOUHO JIEYEHHE C JIEKAPCTBEHH NMPOAYKTH 3a OrpaHuucHa ynorpeba karto

¢bnypbunpoden cripeii.

Crpaeyno-cpaoB, 666peunn U uepHoApo6HH HAPYIHECHHS

Nma cpobuenus, ye HCIIBC npuuuHABaT HEQPOTOKCHYHOCT MOA Pa3iHYHH GOPMH, BKIIOMHTEHO
HHTEPCTHUMANEH HeppUT, HedpoTHUEH cCHUHApoM K On6peuHa HemoctaTsuHocT. [IpHnokeHHeTO Ha
HCIIBC Moxe 12 npyHuMHM 3aBHCHMO OT 03aTa NOHHXaBaHe Ha o0pa3yBaHETO Ha NPOCTAITIAHAHH H
2 NpoBOKHpa OLOpeuHa HeaoCcTaTbYHOCT. [lalueHTHTe ¢ HAl-rONIAM PHCK 34 TakaBa peakiiMs ¢a Te3m,
KOMTO ca Cc HapymieHa ObOpeuHa ¢yHKUMS, CbpAEYHO HapyLIeHHe, uepHOApoOHa AuchyHKums,
APHEMALIMTE JHYPECTHLH H MALMEHTHTE B CTAPYECKA RL3PAcT, BBIIPEKH 4€ TO3H eekT OBHKHOBEHO He
ce Habmozasa nNpu ynotpeba Ha JIEKAPCTBEHH NMPOAYKTH 33 KPATKOCPOYHO, OTPAHHYEHO MPHIOKEHHE,

KaTO Hanpumep quiypbunpodeH cmpeii.

YepHoapoOHo yBpexaaHe
Jleka no ymepena uyepHoapobHa nuchyHkums (Bux 1. 4.3 u 4.8).

ChpIeUHO-CHIOBH M MO3BLYHO-CHAOBH edeKTH

HeobxoanMo € moBHieHO BHMMaHWe (KOHCYNTaLMs ¢ Jekap WM (apMalieBT) Mpelu 4a 3afouHe
JICYCHHETO NPH NMALHEHTH C aHAMHE3a 3a XHNEPTOHHSA U/WIH ChPACYHA HEAOCTATHLYHOCT, ThH KaTo MMa
CHOOIIEHHS 33 3aAPHXKKA HA TEUHOCTH, XHIIEPTOHHS H €JIeM, CBbP3aHH ¢ JeyeHneto ¢ HCTIBC.

KnHHHYHY M3NUTBAHHA W CMUIEMHONOIUYHKH NaHHH NOKa3BaT, ue ynorpebara Ha Hiakou HCIIBC
(0coDeHO BbB BHCOKH AO3H W NIPU NPOIBIDKMTENHO NPUIOKEHHE) MOXe Ja ObAe CBLP3aHA C JIEKO
MOBHIIEH PUCK OT apTepHaH{ TPOMOOTHYHH CHOUTHS (HanpHMep HHPAPKT Ha MHOKAPAR WIH HHCYJIT).
HanuyHute naHHK He ¢a NOCTATBYHH, 32 1a C& U3KITIOMH TAKBE PHUCK NPH MPHIAraHETO Ha MOBEYE 0T 5
N03u (3 BNpBCKBaHWA Ha [03a) AHEBHO Ha QypOunpodeH.

EdekxTH BbpXy HEpBHATA CHCTEMA

I'nasobone, HHAYLMPAHO OT aHANTETHLHM - B Cyyaif Ha NpOILIKHTENHA yrnoTpeba Ha aHANTETHIM
WK YNoTpedaTa UM H3BBH MPEnopbyYBaHUTE NMPEANHCEHHA, MOXE [ HACTBLNM MIaBOOOMHE, KOETO HE
TpabBa Na ce NeKyBa ¢ NOBUIIEHH JO3H OT JIEKAPCTBEHHS MMPOAYKT.

CToMalHO-4YpeBHH
HCIIBC Tpsa6Ba na ce npunarar ¢ NOBHILEHO BHHMAaHHE NPH NALMEHTH C aHAMHE3a 32 CTOMALIHO-
YypeBHH 3a00/sBaHKA (YALEpO3eH KoaMT, 6onect Ha KpoH), Thil KaTo Te3n 3abonspgsmst MOraRaa ce
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PHCKBT Or CTOMAIUHO-YPEBHH KPbBOM3IIHMBH, f3Ba WM nepdopalys € Mo-BHCOK NMpPH YBEHYaBaHe
posute Ha HCIIBC, npu mauneHTH ¢ aHamHe3a 3a a3Ba, 0coB€HO ako € yClIoXKHEHA ¢ KPhbBOHWITHB HITH
nepgopauus (Biok T. 4.3) M NpH NALKMEHTH B CTAPUECKA BbIPAcT, o6aue To3u edbekT 0OGHKHOBEHO He ce
HabMmoAaBa NpH JIEKapCTBEHH MPOAYKTH C KPaTKOCPOYHA orpaHuyeHa ynorpeba kato ¢urypbunpoden
cnpeii. [laumenTy ¢ aHaMHe3a 3a CTOMAITHO-YPEBHA TOKCHYHOCT, 0COBEHO aKO ca B CTAPYECKa Bb3PACT,
TPpA0Ba 1a ChODIIABAT Ha CBOA JIEKAD 332 BCHUKM HEOOHMUAHHH KOPEMHH CHMITTOMM {(0COGEHO CTOMAILHO-
YPEBHO-KbLPBEHE ).

Heobxoanmo e nosuueHo BHHMaHHE NPH MalMeHTH, NOMy4YaBallk €JHOBPEMEHHO JIEKaPCTBa, KOMTO
MOrar [a YyBe/MYaT pHCKa OT $3Ba HW/IH KbPBEHE, HAlpuMep MepopajHH KOPTHKOCTEPOUIMY,
aHTHKOAry/JaHTH KaTo BapapHH, CENEKTHBHH HHXHOUTOPH Ha 0OpaTHOTO 3aXBaIMAaHE HA CEPOTOHHHA
WM aHTHArperaHTH KatTo aueTUICATHMLINIOBATA KMCeAnHa (BIK T. 4.5).

Ilpu nosBa Ha KPBHBOW3NHB OT CTOMALIHO-YPEBHHA TPAKT WIM A3Ba NPH MALHEHTH, KOMTO MONY4aBat
baypOunpodeH, neyeHuero TpAGBa Aa C€ NPeyCTAHOBH.

XeMaToNOrH4HUu edekTH

[lono6bHo na mpyrn HCIIBC, quryp6unpoden moxe na mnxubupa TpoMBoOLMTHaTa arperauus 4 aa
YABDKH BpeMeTO Ha KbpBeHe. Qurypbunpoden cnpeii TpabBa na ce M3Nonea ¢ NOBULIEHO BHHMAHHE
NPH NAUHEHTH C PUCK OT aDHOPMHO KBbpBEHE.

JepMaTonoruyuu edekTu

MHoro psako ce chobuiaBa 3a CEPHO3HH KOXKHH PEaKLHH, HAKOW OT KOMTO (haTATHH, BKIIIOUMHUTETHO
eKC(OTHATHBEH AEPMATHT, CHHAPOM Ha CTHBBHC-JDKOHCHH H TOKCHYHA EMMIEPMATHA HEKPOJTH3a, BbB
Bpb3ka ¢ ynorpebara Ha HCTIBC (Bux 7. 4.8). [Tpunoxenuero Ha ¢urypGunpoden cnpeit Tpabea aa
6B1e MPEKpaTeHo NPy IMHPBATA NOABA HA KOKEH OGPUB, NIE3UK 110 JIKTABKHLIATA WK TIPH APYTH IIPH3HALIA
Ha CBPBLXYYBCTBHTEJTHOCT.

To3u nponykr cbABpKa METUN NAPAXUAPOKCHOEH30AT M MPOIKA NAPaXHIPOKCHOEH30AT, KOMTO MOTAT
Ja TPEAH3BHKAT ANCPruuHH peakiliu ([TOHAKOra ¢ KECHO Hayasno).

Tosa nekapcTBO chabpKa Mo-Manko ot 1 mmol Hartpwii (23 mg) 3a enHa 1033, T.e. MOXKE [1a Ce KAXKE, e
NPAKTHYECKH HE CHABPKA HATPHH.

ApOMAaTH, CbABbPXKALLK AJIEPreHH

ToBa nekapcTBO ChABPXKA apoMat ¢ AHM3WIOB ankoxon, Liutpan, Liutporenon, d-Jlumonen, Cepannon
1 JIuHanoorn.

AHU3HNOB ankoxod, Lnrpan, Liurponenon, d-Jinmonen, IepaHuon u JIMHANIOON MOraT A2 MPUYHHAT
AJICPrHYHYU peaKkLuMm.

4.5 BaaumopeiicTBHE ¢ APYIR JIeKapCTBEHH HPOAYKTH H Apyrd GopMH HA B3aHMOACHCTBRE

@uaypbunpoden Tpabsa na ce n3barsa B xomGunanns c:

Apyeu HCIIBC, exmouumenno | U3bareaiite eaHoBpemeHHaTa ynorpeba Ha aBa WIM NOBeye
cenexmuenu  unxubumopu na | HCIIBC, Thif kaTo TOBa MOXeE Aa YBEIMYM PHCKA OT HEXEIaHH
YUKIIOOKCUZEHA3A-2: ehexTH (Hanp. CTOMAlIHO-YPEBHH HEXKE/TAHW PEaKLiMM KaTo A3BH
K KbpBeHe) (BUX T. 4.4).

Ayemuncaruyunoea  xucenuna | OCBEH aKO HHCKATA 4033 ALETHACANMLIWIOBA KHCENHHA (nog 75
(Hucxa Oo3a): mg AHEBHO) € OWUNa NMpeanucaHa oT JieKap, Thil KaTO TOBa MOXeE
A8 MOBHIUH PHCKA OT HEXKE/IAaHHU peakUHH (BUXK T. 4.4).

Quypbornpogen TpubBa Ja ce NPRIAra ¢ NOBAINEHO BHAMARRE B KOMOHHAIER €3 .is 1.~
Aumuxoazyranmu. HCTIBC morar ga 3achnsar edexra or a ‘
BapgapHH (BHK T. 4.4). (5 e MY
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Anmumpombomuunu cpedcmea: | TIOBHIIEH PHCK OT CTOMALIHO-YPEBHA ﬂaﬁa nfin kpeBOMTHA :
BIKT. 4.4 S
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Anmuxunepmenzusnu nexapcmaa | HCIIBC morar aa HaMansT edekta Ha JHYPETHLH M APYIH

(Ouypemuyu, ACE unxubumopu, | aHTUXHTICPTEH3UBHH JIEKAPCTBA, KOETO MOXKE Na 3aCHIH edeKTa

anzuomen3un-ll-aumazonucmu): | Ha HEPPOTOKCHYHOCT, NpPEeAU3BHKAH OT HHXMOMpaHe Ha
LIHKNOOKCHUIeHa3aTa, ocoOeHo npu MALUEHTH C
KOMITpoMeTHpaHa 61u0peuna ¢pyHkums.

Anaxoxaon: Moxe [Ja NOBHIIM PUCKA OT HEXKEAAHM peakuMH, ocobeHo
KbPBEHE OT CTOMALIHO-YPEBHHUSA TPAKT.

Covpoeunu aruxo3uou: HCTIBC Morar na oGoCcTpsT chbpledHaTa HEJOCTATHYHOCT, AA
MOHMXKAT CTENEHTa Ha rOMEpyHa GuaTpalMs M Ja NOBHLLAT
MJIA3MEHUTE HMBA HA ChPACYHUTE IIHKO3UIU — MIPENOPHYBA CE
aJCKBAaT€H KOHTPOJN H NpPH HEOOXOAUMOCT, KOPUTrHpaHe Ha
n03ara.

Luxnocnopun. | IloBHINEH pUCK OT HEPPOTOKCHYHOCT.

Kopmuxocmepouou: [ToBHLIEH PUCK OT CTOMAWIHO-YPEBHH A3BH H KPHBOHITHBH (BIDK
T. 4.4).

Sumuii: Moke 11a OBHIIH CEPYMHUTE HHBA HA NMTHSA - MPENOPHYBaA CE
aJeKBATCH KOHTPOA ¥ NpPH HEOoOXOAWMOCT, KOpHUrupaHe Ha
a03aTa.

Memompexcam. [Ipunoxkenuero Ha HCIIBC po 24 uaca npen unm crep
NPHI0KEHHE HA METOTPEKCAT MOXE [1a AOBEJAE A0 MOBUIIECHU
KOHLIEHTPALMHA HAa METOTPEKCAT U OBHILIABAHE HA TOKCHYHHS MY
edexr.

Mucbenpucmon. HCIIBC ne tpsabsa aa ce usnonsesar B pamkute Ha 8-12 auu cien
NPUWIOKEHHETO HAa MUdenpucToH, Teii kato HCIIBC morar aa

| IOHMDKAT eeKTa Ha MH(ENPHCTOH.

Ilepopannu  anmuduabemuunu | ChoOIIABA Ce¢ 3a NpOMAHA B HMBATE HA KpPbBHATA 3axap

cpeocmeq. (npenopb4Ba ce c€ NO-4E€CTO H3CNEABaHE).

Denumoun. Moxe n1a NOBHIUM CEPYMHHTE HHBA Ha PEHUTOMH - IIPENOPHYBA
C¢ 4IEKBATEH KOHTPOJ H MPH HEOOXOAUMOCT, KOPUTMPAHE Ha
J03aTa.

Kanui coxpanasawyu | EnHoBpeMeHHaTta  ynorpeba MoXke aa  JgoBele  io

oduypemuyu. XHIIEPKATHEMHS.

IIpobeneyuo JlekapcTBEHH [POAYKTH, CBABLPXKAUIH fIpoOEHELM HIH

Cyngunnupaszon. Cyn(puHNUpa3oH, MoraT Ja 3a0aBAT eKCKpelLHuATa Ha
¢rypbunpode.

XUHONOHOBU anmubuomuyuy. JaHHu npu »xuBOoTHH nokasear, e HCIIBC mMorar ga ysenuuar
PHCKa OT KOHBYJICHH, CBBP3aHH C XHHOJOHOBH AHTHOHOTHLIM.
[TauuenTy, kouto npuemar HCIIBC u xMHONOHK, MOraT aa ca B
[TOBUIUEH PHCK OT Pa3BHTHE Ha KOHBYJICHH.

Cenexmugnu  unxubumopu wna | [ToBHIeH PHCK OT CTOMAIIHO-UDEBHA A3B4 WIH KPBHBOM3IHE

obpamnomo  3axeawjare  Ha | (BHK T. 4.4).

| CepOmMORUHA.

Taxponumyc: BB3MOXKHOCT 32 NOBUILEH PHCK OT HEPPOTOKCHYHOCT, KOraTo
HCTIBC ce npunarar ¢ Takponumyc.

3udoeyoun: [loBHiueH puck oT xeMaTonoruyHa TokcuuHocT, koraro HCIIBC
ce Mpwjiarart CheC 3MROBYUH,

IleAnaTpuyHa Nonynauys

Hsama Hamuuna gomeiaHATENHA HHGPOPMALMA.

4.6 @epTrARTET, OPEMEHBOCT B KbLPMEHe

bpemensocT




MpOCTarJlaHAHHOBATA CHHTE3a IIPe3 paHHaTa OpeMEHHOCT. AGCONIOTHHAT PHCK OT ChPACYHO-CHAOBH
MangopMalKK ce € NOBHUIIMA OT Mo-Manko ot 1% po npubnuzutento 1,5%. Cunra ce, 4e PUCKBT e
CBBLP3aH C NOBHINABAHE Ha A03aTa H NPOAB/DKMTENHOCTTA Ha NieueHHeTo. [Ipy )KMBOTHM e JoKkazaHo, ue
NpWIaraHeTo Ha WHXWOMTOPM Ha NPOCTArNaHIHHOBATA CHHTE3a BOAM O NPEBHIIEHA Hpe- M TOCT-
MMILTAHTaLHOHHA 3ary0a u eMOpuo/deTanen neranurer. OcBeH TOBa, NPH )KUBOTHM CJIE] NPHIIAraHe Ha
HHXHOUTOPH Ha MPOCTArMAHAWHOBATA CHHTE34 [10 BPEME Ha OPraHOreHe3aTa ce ChoBIIABA 38 TOBUIIEHH
4ECTOTH Ha pa3IH4YHK MaJI(POPMALIMH, BKIIIOYHTETHO ChPACYHO-CHA0BHK. [10 BpeMe Ha ITbPBHS U BTOPHUA
TPUMECTLD OT OpemexHocTTa QuiypOunpodeH He TpaGBa Ja ce mpunard, oCBeH NpPH KaTeropH4Ha
HeoOXoAUMOCT. AKO ce H3NoN3Ba, A03aTa TPAOBa Aa € Bb3MOXKHO Hali-HHCKA, 8 MPOLBDKUTENHOCTTA Ha
JICYEHHETO J1a € Bb3MOXHO HaH-KpaTKa.

* B nocneaHoTo TpHMeceune Ha GPEMEHHOCTTA BCHYKKM WHXHOMTODH Ha MpPOCTAMNAHAMHOBATA
CHHTE3a MOraT Ja W3JIOkKAT IUI0AA Ha:

- KApIMOITY/IMOH&ITHA TOKCHYHOCT (C MpeXKICBPEMEHHO 3aTBapsiHe deranuus ductus arteriosus u

6enoapobHa xuneproHns);

- OnOpeuna auchyHKUHMA, KXO0STO MOXe fga mporpecHpa A0 ObOpeyHa HEOOCTATHYHOCT ¢

OIMroOXUAPAMHHO3a;

® MaKKaTa U HOBOPOAEHOTO B Kpasd Ha OPeMEHHOCTTA J10;

- Bb3MOXXHO YIB/DKABAHE HA BPEMETO Ha KbLPBEHE U AHTHAIPEraHTeH €(PeKT, KOMTO MOXKE Ja Ce
Habmonaea qaxe NpH NpUiaraHe Ha MHOTO HMCKH JIO3H;

- MOTHCKAHE HA MATOUHHUTE KOHTPAKLIKMH, KOETO 3a0aBs U YAK/DKaBa Npoieca Ha pakKaaHe.,

Cnenosatento, ¢pnypSunpodeH e NpoTHBONOKa3aH Mpe3 TPETHA TPUMECTBP Ha GPEMEHHOCTTA (BIK T.
4.3).

KvpMene
[pu orpaniuetn npoyusanua ¢iiypbunpoden ce OTKpHBa B KbpPMaTa B MHOIO HACKA KOHLICHTPALUS W
HAMa BEPOATHOCT OT HEXKeNlaHH edexTH BBPXYy KbpMauero. Bee mak, nopagu Bb3MOXKHH HEXKeTaHM
e¢pextr Ha HCTIBC Bbpxy KbpMaueTo, He ¢e NpenopLyBa H3MOA3BAHETO Ha paypbunpoden cnpeii or
KbpPMELIH XKEHH.

DepTUHAHATET
HUMa naHHM, ue eKapCcTBa, KOWTO HHXHOUpAT IHKI0-OKCHI€HA3HaTA/IPOCTAr/IaHAMHOBA CHHTE?RA,

MOTaT A3 YBPEAST KEHCKHMA GEPTUIMTET, KATO NORNHABAT Ha OBy 1auMaTa. Tosu edekT e 06paTm npu
CriApaHe Ha JIEHEHUETO.

4.7 EdexTn BBpxy cnocofnocrra 3a modupane H pabora ¢ MAMAHEA

He ca npoBexxaaHH poyusaHus 3a edekTure BbpXy cnocofHOCTTa 3a wodHpaHe 1 paboTa ¢ MaliHHH.
3aMasHOCT, CHH/IMBOCT W 3PMTENIHH HapylUIEHHS ca BB3MOKHH HEXETaHM e(exKTH cjel NpHeM Ha
HCIIBC. Ako nauueHTBT WU3NMTBA TE3H HEXEMaHW edeKTH, He TpaGBa ma modupa wiu paboTu ¢
MALUWHH.

4.8 HexenaHn JexapCcTBeHHd PeaknHA

Hma cpoblueHns 3a peakiiMy Ha CBpBXYyBCcTBHTENHOCT KbM HCTIBC, xoMTO MOTraT 71a BKJIKOYBAT:
(a) Hecnemm(puyHM aneprutHU peakium U aHapuNaxkcHs;

(6) Peakumu OT CTpaHa Ha pecrMpaTODHHA TPaKT, Hamp. acTMa, BIOLIEHA acTMa, GPOHXOCTIAIbM,
JHCNIHES;

(B) PasnH4HH KOXKHH peakLMu, HAOp. PYPHTYC, YPTHKAPHA, BHTHOEREM H NO-PAAKO eKChHONMATUBHH U
Oyn03HH NEPMATO3H (BKIIOYHTENHO EMMHACPMAHA HEKPOTIH3a M EpHTEMA MYITHHOPME). T
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CbobwiaBa ce 3a €1eM, XMIEPTOHUA H ChPREYHA HEJOCTATHYHOCT BbB BPB3KA C I
Hann4HuTe NaHHK Ca HEAOCTATHUHH, 33 N1a Ce H3KJIOYH TAKbB PHCK 3a (urypbunpo
JIUraByLa, pasTBROpP.



CAeaRHAT CIACHK HA HEKEJAHH PEAKIHH C€ OTHACH KbM TE3H, KOHTO Ce HpOoSBSBAT NPH HPHEM
Ha Gaypénnpoden B 03H, KOATO He H3HCKBAT JICKAPCKO HpeNNACRNHE NpPH KPAaTKOCPOYHA

ynorTpeba.

Muoro yectr (=1/10), yectu (=1/100 no <1/10), Heuectn (=1/1000 mo <1/100), peaxu (=1/10000 no
<1/1000), mHoro peakn (<1/10000), c HemsBecTHa yecToTa (OT HAIMYHUTE JAHHM HE MOJXKE Ha CO
HallpaBH OLICHKA).

Hapywenua na xpvema u numpnama cucmema:
C HeH3BECTHa YeCcTOTa: aHEMHA, TPOMOOLIMTONCHHUA.

Covpoeunu u co008uU HApYweHus.
C HeM3BECTHA YECTOTA: €M, XHIIEPTOHHS, ChPACHHA HEAOCTATHYHOCT.

Hapywenua na nepsnama cucmema:
YecTH: 3aMasHOCT, r1aBobONTHE, NAPECTE3HUS.
HeuecTH: CHHNHBOCT.

Pecnupamopru, 2pe0HU U MEOUACMURANHY HADYIUEHUR.:

YecTH: apazHeHe B rupiaoTo,

Heuecrn: ofocTpaHe Ha acTMa M GpOHXOCIAaZBM, IMCIIHEN, CBHPKALIO AMILaHe, OnucTepu mno
opodapHHkca, hapHHrea Ha XHIOECTEIUA.

Iacmpounmecmunannu napywenus:

YecTn: nuapus, 1384 B yctara, rafeHe, 601ka B ycTaTa, napecTesus B ycrara, opoapuHreanta 6onka,
AucKoM(pOpT B YCTHATa KyXHHa (yCelaHe 3a 3aToILIgHe, napeHe Hin MPaBYYKAHE B yCTaTa).

HeuecTn: nogysaHe Ha kopeMa, kopeMHa 60Jika, 3anek, Cyxora B yCTaTa, AUCNENCHS, bnatyneHius,
rMOCORHHHA (OoNKa B €3HKa), AMCre3MA (HapyLeHUs Ha BKYCa), OpalHa ANCECTE3 N, NOBpbLIAHE.

Hapywenun na xooxcama u nooxoxcnama muvxan.

HeuecTh: paanuuum koxkHu 06pHBH, chpbex (MPypHTYC).

C HeM3BeCTHa 4eCTOTa: TEXKH (QOPMH HA KOXKHA PEaKlus KaTo GyI03HM PeaKUMH, BKIIOYHTEHO
CHHIIPOM Ha CTHBBHC-/DKOHCBH H TOKCHYHA ENMHEPMAIHA HEKPOJTH3A.

Hapywenus om 06wy xapaxmep u eghexmu na MACMOmMO Ha npwioicenue:
HeuecTu: nupekcud, Ooaka.

Hapywenuna na umynnama cucmema:
Peaxu: aHaduiakTH4YHa peakius.

Hecuxuunu napywenun:
Heuectu: 6e3cnuue,

Xenamobunuapru Hapyuienus.:
C HEeH3BECTHA YeCcTOTa: XEeNAaTHT.

CrobuapaHe Ha No03HPAHK HEXENAHH PEaKLIMH
Cro0LaBaHeTo Ha MOAO3MPaHH HEXENAHH PEaKLMU CIICHA pa3peulaBaHe 3a ynortpeba Ha NexapcTBeHUS

NPORYKT € BaxkHO. ToBa nossonsea fa NpoAL/DKM HaOITIOASHUETO HA CHOTHOLIEHHETO MOJI3a/PHCK 3a
IeKApCTBEHHA NPOAYKT. OT MEAULMHCKHTE CIIELMANHUCTH Ce H3UCKBA 2 CHOBLIABAT BCAKa N0J03HpaHa
HeXeNaHa peakius ypes:
M3ImuIHUTENRA areHLMs 110 JIeKapcTBaTa
yn. ,.Jlamsaa I'pyes® Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg




4.9 Ilpenozmpane

CHMOTOME HA Opexo3Apane

[Ipy noBeyeT0 nALMEHTH, KOMTO Ca MOTWIHAIM KIHHMYHO 3HA4YWMM Konuuectsa HCIIBC,
Npe03MPaHETo Ce MpOABABA CAMO C rafieHe, NOBPbLUaHe, EMHUracTpanHa 60Jika WIK NO-PAAKO AHAPHS.
BB3mMOXHH ca CbIIO WYM B yIMTE (THHHTYC), [N1aBoGOIHME M CTOMAILHO-YPEBHO KbpBEHe. I'lpu no-
cepro3no orpasiHe ¢ HCIIBC Tokcu4HoCT ce HabmonaBa B LeHTpanHaTa HePBHA CHCTEMA, KOSTO CE
[IPpOsABABA KaTO CBHHIHMBOCT, NOHAKOra Bb30y/a, 3aMbIiI€HO BHXKAAHE M AC30PHEHTALMA WK KoMma. B
HAKOW CJiyyal NauMeHTUTe pa3BHBAT rbp4Hose. [IpH Texko orpaBsHe ¢ HCIIBC moxke na HacTwboM
MeTaboIKTHA auK03a U NPoTpoMOHHOBOTO Bpeme/INR Moxe 1a 6be yaBIKEHO, BEPOATHO MOpaaH
HaMeca Ha JICHCTBUETO HAa LMPKY/IMpallMTe B KpbBTa (PAKTOPH HA KPbBOCHCHPBAHETO. BB3MOKHO e
HACTBIIBAHETO Ha OCTpa ObOpevHa HeAocTaThYHOCT M 61LOpeuHo yspexpane. ITpu acTMaTHuMTe e
BBL3MOXXHO ODOCTPSIHE Ha acTMara.

TepaneBTHYHH MEPKH OPH NpEAO3APaANE

Jleuennero TpaGsa na Oble CHMATOMATHYHO W MOANOMArallO, KaTo BKIIOYBA MOAXbPKAHETO Ha
CBOOOAHH [MXAaTE/IHH IThTHIIA M MOHHTODHPAHE HA CHPACYHMTE H JKHM3HEHH [MOKA3aTeNlH MO
crabrTH3Mpane Ha naumeHTa. Moxe Aa ce NPUIOKH NIEPOPAIHO AKTUREH BLIJICH, 8 pH HeODXOAUMOCT
KOPCKLIMS Ha CCPYMHMTE EJICKTPOJIMTH B PAMKHTE Ha €AMH Hac CJel NONTBbLIAHE Ha TOTEHLHATHO
TOKCHYHO KONMYECTBO. AKO I'bPYOBETE €4 YECTH I MPOALIDKMTENHM, T€ MOTAT [1a Ce JIeKyBaT
HHTPABCHO3HO ¢ AHa3enam MM Jjopasenam. [Ipum actvMa ce npunarar Oponxoamnaratopu. Hsama
cneurdHYeH aHTHAOT Ha GrypOumipodeH.

5.  ©®APMAKOJIOI'HYHH CBOMCTBA
5.1 PapmakoIHHEAMHYHHA CBOHicTRa

dapMakoTepaneBTHUHa rpyna: IfpenapatH 3a r'BpJIO, APYTH NIPENapaTH 3a rbpJio.
ATC xon: RO2AX01

Pnypbunpoden ¢ HCIIBC npon3soHO Ha MPOMKOHOBATA KHCENIMHA, KOETO AeicTRa ype3 NOTHCKAHE
Ha mnpocrariaHaMHoBata cuHresa. llpuw xopa ¢uypbunpoden npuTexkasa MOLIHM aHANNeTHUHHM,
AHTHNUPETHYHH M NMPOTHBOBL3NAIMTE/IHA CBOHCTBA W fo3aTta OT 8,75 mg pa3TBopeHa B M3KyCTBEHa
CIIOHKa € penyuxpana fpocTarjiaHAMHOBAaTA CHHTE32 NPH KY/NTHBHPAHM 4OBELIKM peCIMpaTOPHH
KineTkH. Criopeft npoy4BaHusTa, H3NO3BAILN aHAIM3 Ha NepudepHa KpbB, Grypounpoden e cMecen
COX-1/COX-2 nuxuburop ¢ uasecTHa cenextupHocT kbM COX-1.

[pesxinHuybM npoyusanua couar, ye R(-) eHaHTHOMepa Ha Qurypbunpoden u cebpsanure HCIIBC
MOX€ Na ACHCTBAT BbPXY LIEHTPANHATA HEPBHA CHCTEMA; BEPOATHUAT MEXAHHIBLM € Upe3 HHXHOHUpaHe
Ha HHAYIHpaH COX-2 Ha HURO rpbOHAYEH MO3BK.

B ex vivo Mojien e foka3aHo, 4e dmypbunpoden 8,75 mg cripeil TPOHHKEA B C/IOSBETE HA LA1aTa ThKAH
Ha (hapHHKCa Ha YOBEKa, BKIIOUYHTEIHO H B MO-ABIO0KHA CIIOi.

Eantnyna nosa ¢uypbunpoden 8,75 mg, npuioxkeHa NOKATHO B IbpPICTO K&TO TPH BIIPLCKBAHHA, €
nokasaia obnex4aBaHe Ha 3a4EPBEHOTO I'bPJIO, BKJHOYHTENHO MOAYTO H BB3NaJEHO 3a4E€PBEHO 'bPJIO
“Ype3 3HaunMMa npoMaHa B obnactra noa kpueara (AUC) 3a TexecTTa Ha GONE3HEHOCT HAa TbPIOTO
CrpAMO H3XOAHWTE HHBA (CPeAHa pa3iMka (CTAHAAPTHO OTKIOHEHHE) 3a aKTHBHO NIEYEHHE CIPAMO
miauedo ot 0 no 2 yaca (-1.82(1.35) vs -1.13 (1,14)), 0 no 3 uaca (2.01 (1.405) vs -1.31 (1.233))u 0 no
6 uwaca (-2.14 (1.551) vs -1.50 (1.385)). 3Haunmu paznuku 8 u3xoasata AUC ot 0 1o 6 yaca CITPAMO
nnauebo ca HabmomaBaHH M 3a JPYTH XapaKTEPHUCTMKH Ha 3a4Y€PBEHOTO BP0, BKIOYHTETHO
HHTEH3HTeTa Ha Oonkara (-22.50 (17.894) vs -15.64 (16.413)), 3aTpyAHEHO ruiTaHe (22

vs 16.01 (15.451)), mogyTo repno (- 20.97 (18.897) vs 13.80 (15.565)) u obnekuas g&@ﬁ@aﬁ“ N
repaoTo (3.24 (1.456) vs 2.47 (1.248)). Ilpomenure cnpaMo M3XOOHMUTE CTOMH "R En-%‘
BPEMEBU TOUKH MO OTHOUIEHHE Ha PalTHYHUTE XapAKTEPHCTHKM Ha 3a4ePBEHOTO ALfhE egokasamm:
3HaYUMOCT, 3afIOYBAHKH OT 5-Ta MHHYTa M NPOIbL/DKaBaiiKy 10 6 Jaca. \ = t ]
N s w8




Hokazano e, ye paypbunpoden 8,75 mg cnpeit e Tonkosa 1o6bp, KOAKOTO TablleTKATa 33 CMYYEHE Ha
Gaszata Ha AUCs 3a pa3iMkaTa B HHTEH3HBHOCTT2 Ha GONKAT2 OT U3XOMHOTO HHBO A0 2 Haca cief
ao3ara.

3a natuHeHTHTE, NpUeMalld AHTHOMOTHLH 3a CTPENTOKOKOBA MHGEKLMA, € YCTAHOBEHO CTATHCTHUCCKH
3HA4YHMO NO-roNisiMo obJeKYaBaHe Mo OTHOWEHHE HHTEH3HTeTa HA GoNKaTa OT BB3NAIEHOTO BP0 OT
¢rypounpoden 8,75 mg Tabnerxu 3a cMyueHe cnenl 7 yaca M MoBede, cnej NpHemMa Ha aHTHOHOTHLIH,
AHanreTHYHHAT edekT Ha GumypbunpodeH 8,75 mg TabneTkH 3a cMyUeHe HE ce HaMaIABa OT NpHema
Ha AHTHOHOTHLIM 32 JICUCHHE HA CTPENTOKOKOBA HHEKLMSA NPH 3a4€PBEHO ILPIIO.

JlokasaHa e cplo M €pHKAaCHOCT NPYU MHOTOKPATHO JA03HPAHE B MPOALDKEHHE Ha 3 HW.

IlenraTpraIEA NONYIANNAR

He ca nposexganu crneunduuHM npoyusanus npu jgena 3a Crpencwic MHTEH3uB Men M IUMOH.
[Ipoyusanus 3a epuxkacHocT H GesomacHocT Ha QuypOunpoden 8,75 mg Tabnerxku 3a cMyueHe
BK/IIOYBAT Acua Ha Bb3pacT 12 — 17 roauHu, BblpekH Ye MAJIKUAT pa3Mep Ha rpynaTta He MO3BOJIABa Ja
CE HAIpasiT CTATHCTHYECKH M3BOH.

5.2 @apmMakoKHHETHYHH CBOiliCcTBA

AbcopOnus

Envnvuna nosa uypbunpoden 8,75 mg ce npunara NOKanHO B I'bPJIOTO KaTO TPH BNPBHCKBAHMSA W
ity pbunpodeHsT ce pesopOupa 6bp30, KAaTO Ce YCTAHOBABA B KPLBTA MEXAY 2 M 5 MHHYTH C MUK Ha
1asMeHaTa KOHLEHTpalua Ha 30-Ta MUHYTa cnen NMpWIOKEHHE, HO OCTaBa Ha HHCKH HUBA OT CPEIHO
1,6 ng/ml, koero ¢ npubausurenno 4 meTH Mo-HKUcko ot ao3a 50 mg B Tabnerna popma. Crpencunc
MrrensuB Men M JIMMOH noxassa OHocKBHBajieHTHOCT Ha ¢uiypbunpoden 8,75 mg Ttabnerku 3a
cMyueHe. Dmypbunpoden ce abcopbupa or ycTHara xyxvHa ype3 nacHBHa OuHdy3ua. CreneHra Ha
abcopbumnd 3aBHCH OT NIeKapcTBeHaTa (JopMa ¢ MAKCHMAIHH TUTa3MEHH KOHLIEHTPALMKH AOCTUFaHH F1O-
61p30, HO CPaBHMMH MO CTENEH C NOCTHraHKTE ClIEX MOMTbIAHE HAa EKBUBAICHTHA 1034 B TableTHa
¢opmMa 3a nNepopaTHO TIPHIIOKEHHE.

Paznpeaenenne
Oaypbunpoden 6bP30 NpeMHHaBa NMpe3 TAIOTO W C€ CBBP3BA BbB BHCOK MPOLCHT C TUIA3MEHMTE
NPOTEHHH.

buorpancpopmanna/Enamenrpane

@Onypounpoden ce MeTaboMU3Mpa rIaBHO Ype3 XHAPOKCHWIHPAHE M Ce €KCKpeTHpa upes 6n6penure.
Bpemero Ha nonyxMBOT € oT 3 o 6 4aca.

QuypbunpodeH ce excKkpeTupa B KbpMaTa B MHOTO MAJIKH KOJIMUYECTBA NPH Xopa (mo-Manko or 0,05
pg/ml). Oxono 20-25% nepopanHo nprerata no3a ¢urypGurnpodeH ce eKCKpeTHpa B HEITPOMEHEH BUA.

Coenrannm rpyns

He ca ycTaHOBEHM pa3iHKM BbB (PapMaKOKHHETHYHHUTE MapaMeTpH NMpH AOOPOBOJILM B CTapyecKa
Bb3pacT MU MJIALCKH Clied [MEepopatHO TNpHIoKeHHe Ha Quypbunpoden Tabnetku. Hama
(papMaKOKMHETHYHH RaHHH 33 Aella Nox 12 roauuy cned npunomkeHne Ha GaypSrmpoden 8,75 mg, Ho
BBIIPEKH TOBa NMPHIOKEHHETO Ha Gurypbunpoden noa ¢opmara Ha CHPOI M CYNMO3UTOPHM HE MOKa3Ba
3HAYMMH Pa3NHKH BbB (PapMaKOKMHETHIHHTE MOKA3ATEH B CPABHEHHE C TE3H NPH BB3PACTHH.

5.3 Ilpenxk/IAERYHH J2HHH 3a 6€30NACHOCT

Hsama apyry 3HaUMMH HEKTMHHYHH JAHHH OCBEH BIUTIOUeHHTE B T. 4.4, 4.6 n 4.8.
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6.1 CoHcebk HR NOMOIMEATE BenlecTBa




beragekc

Hunatpues ochar aonekaxuapar
JIuMOHeHa KHCENTMHA MOHOXHApAT
MeTtun napaxuapokcubensoar (E 218)
[Iponun napaxuapokcubensoar (E 216)
Harpues xuapoxcug

Apomar Ha Mex

ApoMaT Ha TUMOH
N.2,3-Tpumerun-2-n3onponunGyraHaMu
3axapud Harpuii (E 954)
Xuapokcunponunderagekc
[IpeurcTeHa sona

KauecTBeH cheTaB Ha apoMara Ha Mel:
ApOoMaTH3HpaLLO BELIECTBO/a
ApoMarusupalil npenapat/u

[Iponwnen rnukon (E 1520)

KayecTBeH cheTaB Ha apoMaT Ha JIMMOH:
ApoMaTH3Hpalllo BELIECTBO/a
ApomaTH3Mpaul npenapar/m

[Iponiwnen rauxon (E 1520)

6.2 HechLBMECTHMOCTH

Henpunoxumo

6.3 Cpoxk na roguoct

2 TOOHHM

Cnen mepBO OTBapsHeE:

6 Mecelia

6.4 Coeunannn ycsiOBHA HA ChLXPAHEHHE

Ha He ce chbXxpaHdBa B XTIAAWIHHK U Ra HE ¢e 3aMpa3saBa

6.5 Baa # chaAbpxKaRAe HA ONAKOBKATA

bsana uenpospayna Gyrunka ot HDPE ¢ MHOrokoMmnoHeHTHa noMna M 3alliUTHA [MONUITPONIIEHOBA
kanayka. [lomnara e napaboreHa OT NOJHMOKCHMMETHIIEH, NOJHETHICH HUCKA TUTBTHOCT, MONHETHIEH
BHCOKA fUTETHOCT, MOJIMNPOMNKACH, HEphaIaeMa ctoMaHa i PIB cheraBka (nonumsoGyTuieHosa ryma).

Onakoska: Beaka Oyrunka cbampxa 15 ml or pasreopa, KoiTo ocHrypaea npubamsurenHo 83
BIPBCKBAHHA.

6.6 Cnensansd nNpeANa3sHA MepKH NPH E3XBhPJASHE P U
A R {1
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HensnonspaHuAT NeKapCTBEH MPOAYKT HIH OTNANBYHHTE MaT€PHAIH OT HEro TPAG
B CHOTBETCTBUE C MECTHHTE HIHCKBAHHA.




7. HNPHATEXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA
Reckitt Benckiser (Romania) S.R.L.

48 lancu de Hunedoara Boulevard, Building Crystal Tower,

11th Floor, District 1, Bucharest, PymbHus

8. HOMEP(A) HA PAZPEIIIEHHUETO 3A YIIOTPEBA

Per. Ne 20190257

9. JATA HA ITBPBO PA3PEIIABAHE/MIOMHOBSABAHE HA PA3ZPENIEHHETO 3A
YIIOTPEBA

Jara Ha mbpBO paspeinasane: 13.11.2019
HaTa Ha nmocaeaHo NOAHOBABAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

I0HU, 2026




