MNPHJIOXEHHUE I

KPATKA XAPAKTEPUCTUKA HA MTPOAYKTA



N3Mb/IHATE/THA ATEHUKA NO NEKAPCTBATA

Kpamwa xapaxmepucmuxa Ha npogyxma - [pusowerue 1

1. UME HA JIEKAPCTBEHUSA MTPOAYKT

3oBupakc yo 50 mg/g + 10 mg/g kpem
Zovirax Duo 50 mg/g + 10 mg/g cream

2. KAYECTBEH H KOJIMHECTBEH CbCTAB

1 gram kpem cbabpxa 50 mg aumknoBup (aciclovir) u 10 mg xuapokopruszoH (hydrocortisone).

[loMoOLIHHK BELIECTBA C U3BECTHO AeMCTBUE: EAUH rpaMm Kpem cbpabpxa 67,5 mg LETOCTeapu1IoB aJIKOXO0Jl,

8 mg HarpueB naypuicyidar v 200 mg nponuIEHrJIUKOI.

3a MbJIHUA CNUCHK HA MOMOILHUTE BeEllleCTBa BUXKTe To4uKa 6.1.

3. JEKAPCTBEHA ®OPMA

Kpem
bsin 10 KBATEHUKAB KPEM

4. KJAHWYHHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHUSA

JleueHue Ha paHHM NPU3HALMK U CUMIITOMM Ha peuuauBupall herpes labialis (xepnec) 3a HamajisiBaHe
€MU304MTE Ha NMPOrpecHsA Ha Xepreca A0 YJILUEPO3HH JIE3UHU MPH HMYHOKOMIIETEHTHH Bb3PaCTHH U FOHOLLH

Hana 12 roovHw.

4.2 Jlo3MpoBKa H HAYHH HA NMPHJIOKEHHE

Jo3upoBka

Bv3pacmuu u ionowu Hao 12 200unu

3oBupakc Jlyo 50 mg/g + 10 mg/g kpem TpsaOBa aa ce npuiara ner MbTH JHEBHO B MPOABL/KEHHE HA 5 IHH
(npuOAU3KUTESIHO HA BCEKH 3-4 yaca, Oe3 aa ce npuiara npe3 Houlra). JieueHuero TpaOBa Aa 3anoyHe
Bb3MOXHO Hal-paHo, 3a NpeAnoYuTaHe He3abaBHO cie/l MosABaTa Ha MbPBUTE NMPU3HALIM WJIH CHMITTOMM.
Bceku bt TpAOBA J1a C€ HAHACA NOCTATbYHO KOJIMYECTBO KPEM, KOWTO J1a MOKpHE 3acerHarara o0Jacr,
BKJIDYMTEJIHO BbHIIIHATA MPAHMULIA HA JIE3UHUTE, aKO MMa TaKUBa.

[TpoabmKUTENIHOCTTA Ha JiedeHHeTo € 5 nHu. Ha nauMeHTHTe TpaOBa Aa ce nenopbuBa KOHCYJITALUA C
JieKap, ako 5 IHU Cel NMPUKIIKOYBAHE HA JICYEHHETO BCE OLLE C€ Ha001aBa HAIMYMETO Ha JIE3UH.

[Teduampuuna nonynayus

be3onacHocTTa M epukacHocTTa Ha 30BUpakc Jlyo 50 mg/g + 10 mg/g kpeM npu aeua Ha Bb3pacT
nox 12 ronMHU Bce O11Ie HE ¢a YCTAaHOBEHH.

HayuH Ha [NPHJIOKCHHC

3a npunaraHe BbpXY KoKara.

TbPKaHE Ha JIE3UMTE UJIM JOKOCBaAHE C KbpIa, 3a Ja c€ U30erHe BiaolaBaHe UiH p
HH}EeKUHATA.

(]



4.3 IIpoTHBONOKA3aAHHA

CBpBbX4YBCTBUTEJIHOCT KbM aKTHBHHUTE BELLUECTBA, BAJTALIMKIIOBUP UJIH KBM HAKOE OT MOMOLIHUTE BELIECTBA,
H30poeHHU B TOYKa 6.1.

Jla He ce U3noJI3Ba 3a JIeYEHHUE Ha KOXKHH JIE3UH, MPUUUHEHH OT BUPYCH, Pa3JIMuHU OT BUpYycCa Ha herpes
simplex, KakTO U rbOMYHH, OAKTEPUATHH UJIH MAPA3UTHH KOXKHU HH(PEKLIMH.

44 ChneuHaJiJHH npeaynpexaeHHs H NpeaAnasHH MepKH NpPH ynorpeoda

Camo 3a npujaraHe BbpXy K0oxaTa: Ja Ce HaHacs BbpXY JIE3MH Ha YCTHUTE U KOXKaTa B OJIM30CT 10 YCTHUTE.
He ce npenopbyBa 3a nNpujiaralHe BbpXy JMraBMLUMTE (Hamp. B OKOTO, B yCTaTa WM B HOCA, UJIU BbPXY
FreHUTAIUHUTE).

3oBupakc Jyo 50 mg/g + 10 mg/g kpem He TpsAOBa Aa ce U3MOJI3Ba 3a JICYEHHE HAa F’€HUTAJIEH Xeprec.
HeobxoauMo € noBMLIEHO BHUMAHME, 3a Aa C€ U30€rHe KOHTAKT C OYMTE.

[Tpu nauueHTH ¢ TeXbK, peurnauBupalll herpes labialis TpsOBa na ObAAT U3KJIKOYEHHU APYTH ChITBTCTBALLH
3a00JIsIBaHUA.

Ila HE CC€ U3I10JI3Ba C OKJIY3HBH MNPEBPBH3KH, HAMMPUMEDP TUIACTHPH HITH CIICEUHAJIHH ITUIACTUPH ITPOTHB XEPIICC.

3oBupakc Jlyo 50 mg/g + 10 mg/g kpeM He ce npenopbyBa 3a ynorpeda 0T UMyHOKOMITPOMETHPAHH
NalMEeHTH NMOopaJu Bb3MOXKHOCTTA 3a NCEBAO-ONOPTIOHUCTUYHUA UH(PEKUMM HIIU PE3UCTEHTHH KbM
JIEKapCTBOTO LIIAMOBE, KOUTO U3UCKBAT CUCTEMHA AHTUBUPYCHA Tepanus. IMyHOKOMIIpOMETUpPAHHUTE
nalMeHTH TpAOBa 1a ObJAT ChbBETBAHU J1a C€ KOHCYJITHPAT C JIEKAp OTHOCHO JICYEHUETO Ha BCAKA MH(EKLUS.

Ha cTtpagawumre ot xepnec, 0COOEHO MpH HAJIMYME HAa aKTUBHHM JIe3MM TpsOBa Ja ce npenopbysa aa U3oArsat
pa3npocTpaHsBaHE Ha BUpYca (Harp. 1a U3MHUBAT PbLE NPEAH U Clie] pUiaraHe Ha MPOAYyKTa).

JBarocpoyHa npoab/KUTENHA yroTpeda TpsaOBa a ce u30sarea. Jla He ce U3noJ3Ba 3a noBeye OT 5 JAHH.
He e npoy4BaHO JIeYEHHUE HA MALIUEHTH CbC ChIIPOBOXKAALL AEPMATHUT OT APYT MPOU3XO/I.

Chbabpika LETOCTEAPHIIOB AJIKOXO0J1, KOWTO MOXeE /1a MPUYMHH JIOKAITHU KOXKHHM PeaKLMH (Hamnp. KOHTAKTEH
nepmatur). ToBa nekapcTBo chabpxka 200 mg/g NponuIeHrIMKOI.

Tosa nekapcTBo cbabpka 8 mg/g HaTpUeB naypuicyidar.
HaTtpueB naypuincysidar moxe aa NpUYMHH JIOKAJIHU KOXHHM peakLMu (yCellaHe 3a LUIaHe | NapeHe) WM
J1a 3aCWJIH KOXXHUTE peaKLUUM, MPUYMHEHHU OT APYT¥ NPOAYKTH, KOraTo € NMPHJI0KEH Ha ChLIOTO MACTO.

[Tpy CUCTEMHO H JIOKAJTHO NPUIIOKEHHE HA KOPTHKOCTEPOUIU CA Bb3MOXKHH ChOOLLICHUS 34 3pUTEITHU
CMYILLEHHUSA. AKO INPH NALUKMEHT Ca HAJIMLIE CAMIITOMM KaTO 3aMbIJIEHO 3pEHUE WJIK JPYTH 3PUTEIIHH
CMYLUEHHSA, MALUMEHTHT TPAOBa na Obae HACOYEH 32 KOHCYJITALMA C OPTAIIMOJIOr 32 OLIEHKA Ha Bb3MOXXHHUTE
MPUYHHH, KOUTO MOTraT [a BKJIKOYBAT KaTapakTa, riayKoMa MJiH peiKHy 3a00JiiBaHHUA KaTo LEHTaTHa CEpO3Ha
xopuopetuHonartus (LICX), 3a kouTO ce choOLiaBa cnel CHCTEMHO M JIOKAJTHO M3MOJI3BAHE HA
KOPTHKOCTEPOU/IH.

4.5 B3aumoaeHcTBHE C APYIrH JIeKAPCTBeHH NMPOAYKTH H ApyYrd GgopMH Ha B3aHMOJeHCTBHE

He ca npoBexaaHu Npoy4BaHUs 3a B3aumoaeicTBUsa ¢bC 3oBUpakc Jlyo S0 mg/g+ 10 mg/g Kk




4.6 @epTHIaHTET, OPEeMEHHOCT H KbpPMeHe

bpeMeHHOCT

Ynorpebara Ha 3oBupakc yo 50 mg/g + 10 mg/g kpem TpsabBa aa ce 0OMUCIH caMO KOraTo
NOTEHLUHATHUTE MOJI3M HAABHILABAT Bb3MOXHUTE PUCKOBE. BbNpekn ToBa CUCTEMHATA €KCIMO3HULUA Ha
AUMKJIOBHP U XUAPOKOPTHU30H BCJIEACTBHE HA JIOKAJIHOTO MPHJIOKEHHE HA KPEMA € MHOIO HUCKA.

Pe3ynrarure oT OpeMEHHOCTHTE IMPH XKEHH, MOIJIOKEHH Ha €KCIO3ULIMA C pa3IiiHU (POPMHU alMKJIIOBHP ca
NOKYMEHTUPAHHU B NOCTMAPKETUHIOB PErUCTbP HA OPEMEHHOCTUTE, MPOTHYALUH C NMPHJIOKEHUE HA
aUMKJIOBUP. Pe3ynTarure B perucTbpa He MNoKa3BaT yBeJIM4YaBaHE Ha Opos BPOAECHH YBpPEXAaHUS MPH
MaUMEHTKH, U3J10)KEHU Ha aUMKJIOBUp, B CpaBHEHHUE C ob1iara nomysawus.

Oﬁl.LIHpHHHT Hﬂ.ﬁﬂp OT KJIMHU4YHH JdHHH C XHIAPOKOPTH30H HC INOKA3Bd MNOBHLICH PUCK OT TCPATOICHHOCT

MpH KJIMHKUYHA ynoTpeda Ha JIOKaJIHM KOPTUKOCTepouau. B npoyuBaHus NnpH >XUBOTHH, MPU HUCKU HUBA Ha
€KCIMO3MLIMSA ca HAOK0JaBaHHU HEXEJIAHH peaKLMU ¢ MOsSBa Ha TOKCUYHOCT 10 BPEME Ha Pa3BUTHETO.

Kbpmene

ALMKJIOBHP U XHAPOKOPTH30H MPEMHUHABAT B KbpMaTa Cjie/l CHCTEMHO NpuiokKeHHe. Benpeku ToBa, ciel
yrorpeda Ha 3oBupakc Jlyo 50 mg/g + 10 mg/g kpem oT Maikara, npuerara OT KbpMayeTo 1034 LIE €
He3HauuTeaHa. 3oBupakc lyo 50 mg/g + 10 mg/g kpem obaye He TpsaOBa aa ce U3MnoJji3Ba npe3 nepuoa Ha
KbPMEHE, OCBEH aKO TOBA HE € KaTeropuyHo HEOOX0AUMO.

DepTUIHTET

Hsima naHHU 3a noBivsBaHe HA epTUIIMTETA MPH XOpaTa CJie] JIOKATHO npuioxkeHue Ha 3oBupakc lyo S50
mg/g + 10 mg/g kpem.

4.7 EdexkTH BbpXy cnocoOHocTTa 32 modpHpaHe H padora ¢ MAlLIHHH

3oBupakc Jlyo 50 mg/g + 10 mg/g kpeM He NoBJIMABA WM NMOBJIMABA NpeHEOPEe)XXKUMO CMOCOOHOCTTA 3a
wodupaHe U padboTa ¢ MaLLIMHH.

4.8 HeXxelaHH JeKAPCTBEHH PeaKLIHH

HexenaHuTe peakuMu ca ONMMCaHU Mo-/10J1y N0 CUCTEMO-OPraHeH KJjiac v yectoTa. YectoTure ce nepuHUpar
kaTo: MHOro 4ectH (= 1/10), yectu (= 1/100 no <1/10), Heyectu (> 1/1 000 no <1/100), peaku (= 1/10 000
no <1/1 000), muoro peaku (<1/10 000) u ¢ Heu3BeCTHA YecTOoTa (OT HAJIMYHUTE JaHHHU HE MOXeE 1a Obae
HarnpaBeHa OLIEHKA).
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CHCcTEeMO-0praHeH KJjac Hexenlana peakuus/cb0HTHE YecToTa

HapylieHus Ha Koxara M3cyuiaBaHe WM JIIOLIEHE Ha KoXKaTa YectH
NOAKO)KHATA ThKaH KpaTrkoTpaiHO napeHe, MpaBy4KaHe WX Heuectu
CMBbJEHE (Clied MPUIIOKEHUE HA MPOAYKTa)
Copbex
Epurema Penku

[IpoMeHH B NUrMeHTaLMATA

B npoyuBaHus 3a 0€301M1acCHOCT €
Ha0JIr01aBaH KOHTAKTEH A€PMaTHUT Clie/l
[MPHUJIOXKEHHUE MO OKJIY3UBHH NMPEBPH3KH.
[Ipy npoBeeHH U3CIIEABAHUA 3a
YyBCTBUTEJIHOCT € Ha0/Il0gaBaHa peakuus
KbM XUJAPOKOPTHU30H HJIA HAKOS OT
CbCTABKHMTE Ha Kpema.

PeakMK Ha MACTOTO HA MPUJIOKEHHE
BKJIOYBAT IMPU3HALIH U CUMIITOMH Ha

Bb3NAJICHHE.
Hapyuienusa Ha uMyHHaTta | BHe3anHu peakuuu Ha MHoro peaku
cUcTEMA CBPbX4YBCTBUTEJIHOCT, BKJIFOYHTEJIHO

aHruoezieM
Hapyuuenus Ha ounTe 3aMBIJIEHO 3pEeHHE HeusBecTHa yecrora

Bb3 0CHOBa Ha MOCTMAPKETHHIOBUSA OINMT C €IHOKPATHO MpWiaraHe Ha aKTUBEH alUMKJIOBUP, BHE3AITHUTE
peakUUM Ha CBPbX4YBCTBUTEIHOCT, BKJIHOYHUTEIIHO AHTHOEEM, Ca ONPEAEIEHH KaTO MHOI0 PEIKH HEXEIaHH

peakLHuH.

[lequarpuyHa nomyaanus
[IpodunsbT Ha 6€30nacHoCT npu KHOWHM (0T 12 10 17 rogUHKU) € CXOAEH C TO3H NMPH Bb3PACTHH.

Cbol1iaBaHe Ha MOA03MPAHU HEXKEJIAHW PeaKIMM

CboO1aBaHeTo Ha NOAO3UPAHU HEXENAHU pPeakL|K Ciel pa3pellaBaHe 3a ynorpeda Ha JIieKapCTBEHHS
MPOAYKT € BaKHO. ToBa 1Mo3BoJisBa Aa NpoAb/KH HAOII0AEHUETO Ha ChOTHOLLIEHHETO M0JI3a/PUCK 3a
JieKapcTBeHUs MpoaykT. OT MEAHLIMHCKUTE CNELMAIUCTH Ce M3MCKBA Ja ChoOIaBaT BCsAKa MoA03UpaHa
HEXeJlaHa peakLMs Ype3 HalMOHAJIHA CHCTEMA 3a ChOOLIaBaHe.

bbnrapus

HM3nbiaHUTENIHA areHuMs no Jexkapcrsaara yi. ,,Jlamsad I'pyes” Ne 8
1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 Ilpeno3upane

[lopagu MMHMMaATHAaTa CHCTEMHA €KCMO3ULIUA, HE C€ OYAaKBAT HEONAronpuaTHU e(PeKTH, IOPH aKo LAI0TO
cbabpxaHue Ha TyOara ot 2 g 3oBupakc Jlyo 50 mg/g + 10 mg/g xpeM kpem Obji€ NOrujHATO NEPOPAJIHO

WJIM MPUJI0AKEHO JIOKaTHO. B cnyyail Ha cbMHEHME 3a MpeA03UpaHe, JiedeHUeTo TpsadBa 1a e
CUMNTOMATHYHO.

5. ®APMAKOJIOTMYHU CBOUCTBA

5.1 ®dapmMakoaAHHAMHYHH CBOHCTBA
dapmakoTepaneBTHUHA rpyna: aHTuBupycHu cpeactea, ATC kon: DO6BBS53.

3oBupakc yo 50 mg/g + 10 mg/g kpeM € KoMOMHaLMA OT aUMKIIOBUP 5% W/W U X




MexaHW3bM Ha EHCTBUE

ALMKJIOBUP € aHTHBHPYCHO BELIIECTBO CbC BHCOKA in Vifro akTHBHOCT Cpellly BUpYca Ha herpes simplex
(HSV) tunose 1 u 2. Cnen HaBnu3aHe B MHQEKTUPAHUTE C Xeprec KIEeTKH, aUMKIIOBUP ce pochopunupa 1o
aKTUBHOTO BelecTBO alMkiIoBup Tpudocdar. [IbpBara cThIIKa B TO3H MPOLEC 3aBUCH OT HAJIMYMETO HA
HSV-koaupaHus €H3MM THMHIMH KMHa3a. ALIMKJIOBUP TpUochaT aeHcTBa KaTO HHXHOMTOP M KaTo
cyocrpar 3a cneunpuuHata 3a xepneca JIHK nonuMepasa, npeiorBparsiBaiky No-HaTaThIIEH CHHTE3 Ha
pupycHa JIHK, 6e3 na nosnusiBa HOpMaJIHHUTE KJIETbYHHU MPOLIECH.

X MIPOKOPTH30H € JIEK KOPTUKOCTEPOM, KOHTO MposiBiBa perLia UMyHOMOY1aTOpHH edekTH. [1pu
JIOKaJIHO MPUIOKEHUE OCHOBHATA MY POJIs € 1a KOHTPOJIMpA pa3IM4HHU Bb3NAIUTEIHH HApYLICHUA Ha
KoXara.

3oBupakc Jlyo 50 mg/g + 10 mg/g kpeM KoMOMHHpa AHTHBHPYCHOTO JICHCTBHUE HAa ALMKJIOBHP H
MPOTHBOBB3MAIUTENIHOTO AEHCTBUE HA XMIPOKOPTH30H, KATO HaMaJisiBa €MU30AMTE Ha MPOrpecHs Ha Xeprec
710 YJILEPO3HH Jie3HH. TOYHUAT MEXAHHU3BM 32 TOBA HE € ONMCaH HAMbJIHO, HO C€ CYUTA, Y€ € MEIHHUPAH Upe3
KJIMPBHC Ha BUPYCa U OrpaHM4aBaHE Ha JIOKAJIHUA Bb3MAJIMTEICH OTTOBOP B YCTHUTE, BOACIL 10 HAMAJIABaHE
Ha MPU3HALMTE U CUMIITOMHMTE.

KnuanyHa epukacHOCT U 6€30MaCHOCT

Bw3pacmHu:

B 1BOiHO-C/1AMO, pAHAOMU3UPAHO KIIMHUYHO Npoy4BaHe, 1 443 yyacTHHULM C peLIMAMBHpALLL XepIiecC ca
Tpetupaiy cbe 3oBupakc Jyo 50 mg/g +10 mg/g kpeM, auuknoBup 5% KpeM B aruIMKaTop, WK CaMO C KpeEM
B aruikaTop. OCHOBHATa KpaiHa TOYKa € NPEBEHLMsA Ha €MU30/IMTE HA MPOrpecus Ha Xeprec 10 yJLEepOo3HH
ne3uu. OT y4acTHHLUTE, JieKyBaHH cbe 3oBupakc [lyo 50 mg/g + 10 mg/g kpem, 58% pa3BuBaT yJUEPO3HHU
NIe3MH B CpaBHEHHE € 65% OT yyaCTHULIMTE, JIEKYBaHH ¢ 5% aLMKIOBUP B aruiMkaTop Ha 3osupakc Jlyo S0
mg/g + 10 mg/g kpem (p=0,014) u 74% npw y4yacTHULMTE, IEKYBaHH caMo ¢ KpeM B aruiukarop (p<0,0001).
[Tpu y4aCTHHLIMTE, KOMTO Pa3BHBAT YJILIEPO3HH JI€3MH, CPEAHATA NPOIB/DKUTENHOCT Ha enusoaute € 5,7; 5,9
u 6,5 nHU, cboTBETHO 3a 3oBupakc [Iyo 50 mg/g + 10 mg/g KpeM KpeM, auuKIOBHP 5% KPEM B aIJIMKATOP
WM caMo KpeM B aruiukarop (p=0,008 npu cpaBHeHne mexay 3oBupakc Jlyo 50 mg/g + 10 mg/g kpem cbe
CaMOCTOSTEJIHO NPUJIaraHusl KpeM B aruibkarop).

[leduampuuna nonynayus

[Tpu 254 y4acTHULM Ha Bb3pacT Mexay 12-17 roquHu € NpoBEAEHO OTKPUTO NPOyUBaHe 3a O€30MacHOCTTa
MpH IOHOLLHU C peuuanBUpall herpes labialis. IlpunaraHa € Tepanus ¢ U3I0JI3BaHE Ha ChLUKA 10308 PEXHM
KaTo 3a Bb3PACTHH, KaTO YYaCTHHLIUTE ca MMpOC/ieAsBaHH 3a Hexenanu cbouths. [IpodunsT Ha GezonacHoCT
1 e()MKACHOCT € CXO/EeH C Ha0oaaBaHus NPH Bb3PaCTHH.

HmyHnokomnpomemupanu nayuesmu

Be30nacHOCTTa € NpoyYeHa B paHAOMH3HPAHO, JIBOMHO-CIIANO KIMHUYHO npoy4BaHe npu 107 Bb3pacTHH
YYaCTHHMLH C JIEKA 10 yMEPEHa MMYHOCYTIpecHs, JiekyBaHa ¢ kpeM 3osupakc Jlyo 50 mg/g + 10 mg/g kpem, ¢
alMKIoBUpP 5% KpeM B aruiMkaTop. be3onacHocTra ¥ 4ecToTara Ha peUMIAMBUTE Npe3 nepyuoia Ha
npocneassaHe 1 roauHa ciel Je4eHUETO Ha PeLMAMBA Ha BUPYCa Ha herpes simplex ca CXOJHU MEXAY ABETE

rpyIH.

5.2 ®apMaKOKHHEeTHYHH CBOHCTBA

KpeM.

AbcopOLus




[Topaagu orpaHuyeHa abcopOuusa ce o4akBa CHCTEMHATa €KCMO3ULIMA HA aLMKJIOBUP JIa € HUCKA Cllel
JIOKQJIHO MPUJI0KEHHE HA aLIMKJIOBUP U XHIPOKOPTU30H KPEM.

[ MIOKOKOPTUKOMAMTE UMAT CNIOCOOHOCTTA Aa NMPOHUKBAT NPE3 pOroBUsA CJ0M Ha eNUAEpMHKCa U 1a
MOBJIMABAT HA MO-ABbJIOOKHUTE KJIEThYHH clioeBe. OOUKHOBEHO ce abcopOupa caMO Majika 4acT OT J103aTa
Mopajay TOBa HE C€ OYaKBa TA Ja MOBJIMAE HA XOPMOHAIHUA OanaHc. CucteMeH e(ekT oT
FMIOKOKOPTUKOMAUTE MOXKE 1a Bb3HUKHE B C1y4ail Ha noBuileHa abcopbuus (Hanp. Korato ce npuiarat
BbpPXY IOJIEMH, Bb3NaJIEHH 00JIaCTH OT KOXAaTa WM BbPXY KOXa C YBPEEH POroB CJIOH Ha enuaepMuUca).
OxJ1y3MBHHUTE NPEBPBH3KU NMOBULLIABAT abcopOLusATa.

5.3 IlpeaAK/IHHHYHH JaHHH 32 0€30MACHOCT

HexMHUYHUTE NaHHU HE MoKa3BaT 0COOeH PHCK 34 XOpa H4d 0azaTa Ha KOHBEHLIHOHAJTHUTE [MPpOy4YBAHHA 34
6ESDHHCHOCT, TOKCHYHOCT IIPH MHOI'OKpPATHO NpHJIaraie€, pEnpoayKriBHa TOKCH4YHOCT, FTEHOTOKCHYHOCT H
KapUHHOI'CHCH MOTCHLHAJL.

6. OAPMALEBTHYHU JAHHH
6.1 CnHMcbK Ha NOMOIIHHMTE BellIeCTBA

[leTocTeapunoB ankoxos,

Teuen napagun,

[Tonokcamep 188,

[IponuneHrnukon,

H3onpornuaMupucrar,

HarpueB naypuncyndar,

bsn Mek napauH,

JIMMOHEHa KuceTMHA MOHOXHMpaT,
HarpueB xuapokcun (3a kopekuud Ha pH),
X10poBOAOPOAHA KHCENHUHA (3a KopekLus Ha pH),
[1peuncrena Boaa.

6.2 HecbBMEeCTHMOCTH

Henpuioxumo.

6.3 Cpok Ha roaHocT

2 TOJIUHH.

CpoK Ha rogHOCT CJIEQ MbPBO OTBAPSHE HAa ONAaKOBKaTa: 3 Mecela.
6.4 ChneuHaJHH YCJIOBHAl HA CbXPaHEeHHE

Ha ce cbxpansaBa nog 25°C. Jla He ce CbXpaHABa B XJIAAWJIHUK WK 3aMpa3sBa.
6.5 BuaucbaAbpKaAHHE HA ONIAKOBKATA

HDPE - anymuHueBo namuHapHa ty6a ot 2 g, ¢ HDPE - kanayka Ha BUHT UJIM alyMHMHHEBA Ty0a 0T 2 £ C
BbTpeLleH enokcugpenonos nak ¥ HDPE kanauka Ha BHHT.

6.6 Cneuna/iHH nNpeaAna3Hu MepKH NPH HIXBLPJiIsiHe H padoTa

Heusnos3BaHUAT JIEKAPCTBEH NPOAYKT HJIH OTNIaABYHHUTE MAaTEPHAJIK OT HEIO TPHGBH
ChbOTBETCTBHE C MCCTHHUTEC H3UCKBAHMHA.




i [MPUTEXATEJ HA PABPELLHEHHETO 3A YIIOTPEBA

Haleon Hungary Kft., Csorsz utca 43, 1124 Budapest, YHrapus

8. HOMEP(A) HA PABPELIEHUETO 3A YIIOTPEBA

Homep Ha pa3pewieHueTo 3a ynorpeba: 11-38071/07.06.2017
Perucrpaunonen Homep: 20170188

9. JAATA HA IIBPBO PAZPELLIABAHE/IIOAHOBABAHE HA PASPELIEHHUETO 3A
YIIOTPEBA

JlaTa Ha nmbpBO paspewaBaHe: 07 voHu 2017
Jlara Ha noCJeHO NMOoAHOBABaHE: 25 MaH 2022

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

¢espyapu 2024




