| N3MTBHUTENHA ATEHLIMS NO NEKAPCTBATA
Kpam«a Xxapaxkmepucmuxa 1a npogyxmna - [ipusoxenue 1

1. UME HA JIEKAPCTBEHHUSA NMPOAYKT KoM P2, N ........... 2ot 2o i ncssasnenavnnnas

Tepadny Makc ['pun 1000 mg/10 mg/70 mg npax 3a nepopajieH pg
Theraflu Max Grip 1000 mg/10 mg/70 mg powder for oral solutiof @/MAVIVIT = weuseasiamstosmsensdivansnsanes -

2. KAYECTBEH U KOJTMYECTBEH CbCTAB

Besiko cawe cbabpxka 1000 mg napaueramon (paracetamol), 10 mg ¢penunedppruHOB XHAPOXJIOPHL
(phenylephrine hydrochloride) (orroBapsiui Ha 8,2 mg deHunedpux 06a3za) u 70 mg ackopoOMHOBa
kucenuHa (ascorbic acid).

[loMOILIHM BelLECTBa C H3BECTHO J1EMCTBHE:

Besako cawe cbabpxka: 5210 mg 3axapo3sa; 118 mg Hatpuii; 0,1 mg cbHcer xbaTo (E110); 3,91 mg
kapmo3uH (E122) u 80 mg acnapram (E951).

3a N'bJIHUA CITUCHK HA NOMOLIHHUTE BELIECTBA BUXKTE TO4YKka 6.1,

3. JJEKAPCTBEHA ®OPMA

[1pax 3a nepopajieH pa3TBop.
biieno po30oB 10 pO30B Ha LBAT Npax ¢ XapaKTEPEeH apoMaTr Ha FOPCKU IJI0OAO0BE U MEHTA.

4. KJIUHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHA

Tepadpny Makc I'pun 1000 mg/10 mg/70 mg npax 3a nepopaji€H pa3TBOp € MNpeaHa3Ha4yeH 3a
obnieKk4yaBaHe CUMNTOMMTE Ha MPOCTYJAa M TPHIl, KOraTO Ha3zajHaTa KOHIECTHUS € [MPUIPYKEHA C
TeMIMepaTrypa U/WiM Jieka 10 yMepeHa 00Jika, BKJIKOUUTEIHO O0JIKM B I'bpJIOTO, IJ1aBoOOIME, OOJIKA B
MYCKYJIUTE U B CHHYCHTE.

JlexapCTBEHHUAT MPOAYKT € NpeAHa3Ha4Y€H 3a Bb3PACTHH M MALMEHTH B CTapyecKa Bb3pacT C TErJo oT
50 xr ¥ noBeue.

4.2 J103MpoBKAa H HAYHH HA NPHJIOKEeHHE

Jlo3upoBkKa

Bb3pacTHH (BKJIIOYHTE/HO NaLHEHTH B cTapyecka Bb3pacT) ¢ Teruao ot S0 kg u noseye:

EnHo caiue ce npuema Ha BcekH 4 10 6 yaca, cnopej Hy»ara, 0e3 Ja ce npesuuIasa 103a ot 4
caliera JHEBHO.

MakcuMmanHa qHeBHa J03a: 4 cauera 3a nepuon ot 24 yaca, Kouto ca ekBuBasieHTHH Ha 4000 mg
napaueramoi, 40 mg peHuneppuHoB xuapoxyopua U 280 mg ackopOMHOBa KHUCE/IMHA. YKa3aHaTa
N03a HJIM MHTEpBAJIa Ha J03UpaHe He TpsAOBa [a ce NpeBULLIABar.

MakcCHMaJIEH NMEPHO HA MPUEMaHE 0€3 JIEKAPCKO IMPEeaNMCaHue: 3 IHM.

Tpsabsa na ce npuema Hal-HUCKATA [103a, KOATO OKa3Ba TEPAreBTHYEH €(EKT, 3a HAH-KPaThbK NEPHO
Ha JIEYCHHUE HA CUMITTOMMTE.

[Ieouampuuna nonynayus
To3u npoaykTt He TpsAOBa Aa ce npuiara npu aeua 1 KHowu noj 18 roauHwu.

[lauMeHTH ¢ YepHOAPOOHO YBPEXKIaHE
Ynorpebara npu NnauMEeHTH € TEKKO YEPHOAPOOHO YBpPEXKIAHE € NPOTUBOIOKAa3aHa, BH
[Tpy mauMeHTH ¢ JIEKO OO0 YMEPEHO YEPHOAPOOHO YBpexAaHe WM CHHApPOM Ha XK




no3ara TpAdBa na Obae HaMajleHa MM MHTEPBAJIBT Ha 03UpaHe aa Obae yab/keH. EnHokpaTHa nosa
napaueraMmos 1000 mg He TpsaOBa na ce npwiara Npv NauUMeHTH C JIEKO J0 YMEPEHO 4YEepHOLPOOHO
yBpeXJaHe, MpU KOUTO € Heobxoauma no-Hucka nos3a. Ha nasapa morar na Obaar HaMepeHH [o-
NOAXOAALLH JIEKAPCTBEHU POPMH.

[TaumMeHTH ¢ OBOPEYHO YBPEHKJAHE

To3m nekapcTBeH NpoaykT TpsabBa Aa ce u3Mo3Ba ¢ MOBULICHO BHUMAHUE U 10 JIEKAPCKU KOHTPOJI
Mpy NalLMEHTH c Jieka popma Ha ObOpevHO yBpexaaHe (BHkTe To4dka 4.4). EnHOKpaTHa no3a
napaueramos 1000 mg He e moaxoasiua 3a NauueHTH ¢ YMEPEHO 10 TEXKO 0b0peUuHO yBpexaaHe, pu
KOMTO € HeoOXoauMa Nno-HUCKa A03a. Ha nazapa morar ga Obaat HaMepEeHH MO-MOAXOAALLM
NneKapcTBeHU GopMH.

HauyuH Ha NpUIIOKEHUE

3a nepopasiHa ynotpebda. Cbabp)KaHUETO HA €QHO Callle ce pa3TBaps B CTaHAAapTHA 4yalla ropeiua, Ho
He Bpsaia Boaa. OcTaBs ce aa ce oxJiaaM 10 NpUeMJIMBa TeMIiepaTypa U TpsOBa 1a ce u3rnue, J0KaTo €
OlLE TOILNO.

4.3 IlpoTHuBONOKA3aHHUA

- CBpbX4yBCTBHUTEJIHOCT KbM MNapaueTamoll, eHune@puH, aCkopOMHOBa KMUCEIMHA HIIH KbM
HAKOE€ OT MOMOILLHUTE BELLECTBA, U30POEHH B TOUKA 6.1.

- TlauMeHTH, KOUTO MPUEMAT KUJIK Cca NMPUEMAJIH NPE3 MOCIEAHUTE ABE CEAMULU
MOHOAMHUHOOKCH/1a3HU HHXUOUTOPH (BXK. TOUYKA 4.5).

- 3aKpUTOBI'bJIHA I1aYKOMA.

- XHUIEPTUPECOUIU3BM.

- Jlnaber.

- CbpaeyHoO-CbO0BO 3a001BaHE, BKJIIOYMTENIHO ChpAEYHO 3a00JIsIBaHE, X UNIEPTOHUA

- DeoXpoMOLMUTOM.

-  CobnbTcTBallla TEpanus ¢ TPULUMKIMYHA aHTHAENPECAHTH (BXK. To4Ka 4.5).

- CopnprerBalua tepanus ¢ 0era-010Kepy U ApYyTrd aHTHXMINEPTOHHYHH JIEKApCTBa (BX. TOYKA -
4.5).

- CownbTCTBalla TEpanus ¢ Apyrd CHMNATOMUMETULIM KAaTO JEKOHIECTAHTH, MPOAYKTH,
NMOTHCKALIY aneTUTa U aM(PEeTaMUHONOAOOHHU NCUXOCTUMYJIAHTH (BX. TOYKa 4.5).

- TexKo yepHOAPOOHO yBpexKIaHe.

4.4 CneunajiHH npeaynpe:KAeHHs U NPeANasHH MePKH NpH ynorpeda

Tepadny Makc ['pun 1000 mg/10 mg/70 mg npax 3a nepopajieH pa3TBop ChAbpiKa napaleTaMmoll.
[launmenture HE TpsibBa na npuemar e AHOBPEMEHHO JPYIrH MapaLeTaMol-CbAbPHKALUH MPOLYKTH, ThH
KaTo TOBAa MOX€E Aa J0BeAe A0 npenosupaHe. [Ipeno3upaHero ¢ napaueramos MOXe Ja NpUYuHHA
YepHOAPOOHA HEAOCTATHLYHOCT, KOATO Aa U3MCKBA YEPHOAPOOHA TpaHCIUJIAHTALIUA WIIH /1a 10BENE 10
CMBPT.

JloknaagBaHM ca ciy4yad Ha 4YepHoApoOHAa JUMCHYHKLMA MM HENOCTaThbYHOCT MpPH MALHUEHTH C
M34epriaHd HUBA Ha IJIYyTAaTHOH, KOUTO CTpazar OT TEXKO HEJOXpaHBaHE, aHOPEKCHUS, HMAT HHUCKH
CTOMHOCTH HA UHJEKC 3a TeJIeCHA Maca, XpOHUYHO TEXKO 3JI0yNOTPe0sABAT C aJIKOXOJI UK UMAT CETICHC.

KoHcynrauus ¢ nekap € Heobxoauma npeay npyeMa Ha ToBa JIEKaApCTBO MPH MALUEHTH C:
e JloOpokauyecTBeHa XMMNEpIUIa3usA Ha NpocTarara.

Oxkny3uBHa BackysiapHa oonect (Hanp. CUHApOM Ha PelHo).

JIeko 10 yMepeHO 4epHOAPOOHO YBpEXAaHe.

Jlexko 6B0pe4YHO yBpEeKAAHE.

HamaneHu HHMBA Ha rJIyTaTHOH, Thi KaTo ynorpedara Ha napaueraMmosl MOXe Aa MOBULIH
pucka oT MeTabosIMTHA auuao3a.

Jla ce ynotpe0OsiBa ¢ BHUMaHME NMPpH NALMEHTH, MPUEMALLIH CJIEIHUTE JIEKapCTBa (BXK.
e JIMrOKCHH U CHPACYHH INTUKO3HU]IM.



Eprot ankanouau (HanpuMmep: eproTaMMH, METUCEPrua).
JlekapcTBEHM NPOAYKTH, NMOBJIHABALIM YepHOAPOOHAaTa PyHKLIHUA.

[TaureHTHTE CreaBa Oa NOTHPCAT JeKapcKa MOMOLL, aKO CUMIITOMUTE MPOABJKAT MOBEYE OT 3 IHH,
BJIOLLIAT C€ WIM Cca MPUAPYKEHH C BUCOKA TeMIlepaTypa, KoxeH 0OpUB WM NOCTOSHHO riaBodonue.

MHdopMaums OTHOCHO NOMOIUHHUTE BELIECTBA
To3u NpoAyKT ChABbpKa:

3axapo3a: EnHo caue ceabpxa 5210 mg 3axaposa (3axap). Tosa TpsOBa na Obae B3€TO noa
BHMMaHUE MPU MAaLMEHTH CbC 3axapeH auader. [lauuedTu ¢ peaku HacieACTBEHH MpodIeMHu
Ha ppYKTO3HA HEMMOHOCHUMOCT, IIHOKO30-rallakTO3Ha MaiadCcopOLIMs HITH 3aXapo30-
M30MaJITa3Ha HEAOCTAaTHYHOCT HE TPsAOBA Aa NPUEMAT TOBA JIEKAPCTBO.

Harpuii: Enno cawe cbabpxka 118 mg HaTpuii, EKBUBAJIEHTHH Ha 5,9 % OT npenopbp4YBaHus OT
C30 makcumaJsieH JHEBEH NMPUEM OT 2 g HATPUH 3a Bb3PAaCTEH.

A3zobarpuna: EnHo cawe chabpika 0,1 mg cbHCET #bJaTO U 3.91 mg KapMO3HH, KOUTO MOrar
112 MPUYHHAT aIEpruyHyu PeaKkLUH.

Acnapram (E951): EnHo caiue ceabpxa 80 mg acnapram karo noacnaauren. Koraro ce
npUeMa rnepopajiHo, acnapTaMbT C€ XUAPOJU3MPA B CTOMALIHO-YPEBHUA TPaKT. ENuH oT
OCHOBHHMTE MPOAYKTH Ha XHAPOU3aTa € (PeHUJIATIaHMH U TIOpaay TOBa MOXeE Aa Obae BpeaeH
3a XOopa ¢ GEHUJIKETOHYpHS.

4.5 BzaumoaeicTBHe ¢ JPYIrHd JIeKaApCTBeHH NMPOAYKTH H APYrH GOopMH HA B3aHMO/eHCTBHe

[lapaueramoJ
[TapaueramonsT TpabBa Aa ce ynorpedsBa ¢ BHUMaHUE B KOMOUHALIUA CbC CIIEAHUTE JIEKAPCTBEHH

NMPOAYKTH, NOPAAH YCTAHOBEHH B3aUMONEHCTBHA:

Bapgapux H ApYryd | AHTHKOAryjaaHTHUAT edekT Ha BapdapuH U Apyrd KyMapUHH MOXe
KYMapHHH na Objie 3acuiieH NpY peaoBHA ynoTpeda Ha mapaleTamoll, KOETo

MOXE [1a JOBe[E 10 MOBHUILIEH PUCK OT KbpBeHE. MHUMIEHTHATA
ynorpeba Ha napalneTamos HiMa 3HauuTelieH e(peKT B TaK1MBa
cay4yau. TpsOBa 1a ce OChLIECTBABA MTOBUILEHO HAOIIOIEHHE HA
crtoMHOCTUTE HAa INR no Bpeme Ha eJHOBPEMEHHHUSAT MPHEM U Cliel
[IPEKPATABAHETO MY.

[IpOKMHETHYHHU areHTH MeTtokionpaMu/l Wid JOMIIEPUIOH MOraT Ja NOBUILAT CKOPOCTTAa Ha
abcopOLMs Ha napaueTamo.

XoJiecTUpaMuH X0JIECTUPAMHMH MOXE J1a HAaMaJIi CKOpPOCTTa Ha abcopOLus Ha
[apaLeTamoll.

JlekapcTBa, KouTOo ycwiaBar | EnHOBpeMeHHara ynorpeda Ha nmapaueraMos C JIeKapcTBa, KOMTO

4YepHOAPOOHHUA YCHJIBAT YePHOAPOOHUA META00IU3bM, KATO HAKOU MCUXOTUYHH WK

MeTad0JIN3bM/BKIIFOUHTEHO | AHTHENMUWJIENTUYHHU NMPOAYKTH (Hanp. peHobapOuTan, JEHUTOHH H

MHUKPO30MAJTHH kapbamaszenuH) M JieKapcTBa 3a JIeYEHUE Ha TyOepKoo3a (Harp.

4epHOJAPOOHH €H3UMH pudaMNULMH U K30HHA3M]T), MOXKE Jla 10BeJle A0 YEPHOAPOOHO

yBpexaaHe, JOpH M MPH MaLUMEHTH, KOUTO HE MpPEeBUIIaBaT
MpenopbyYBaHaTa 103a Ha NapaLeTaMmoll.

XenaTtoToOKCUYHMU BelleCcTBa | XernaroTOKCHYHHUTE BELIECTBA MOrar Ja yBeJn4aT BEPOATHOCTTA OT

HATpYINBAHE Ha MNapalueraMoll H pUCKa OT IpEA03UPAHC.

Canuuunamua CanvuuiaMua MOXKeE 1a YObJDKH €JIMMUHALMOHHHA MOJIY>KMBOT Ha

[napaucTamoll.

[loBnusBaHe Ha PE3YJITATH l'lapaue'raman MOXC 1a IMOBJIKHC BbPXY NJOCTOBCPHOCTTA Ha
oT ﬂﬂﬁﬂpﬂTDpHH TCCTOBC PE3YJITATHUTC OT J]&GDPHTPHHTG TECTOBC (H&Hp. KPBBCH TCCT 34

M3CJIeBAHE Ha IJII0KO03a).




®enneppun

Penunedpun tpadBa na ce ynorpedsBa ¢ BHUMAHME B KOMOMHALMA CbC CJICJHUTE JIEKAPCTBEHM
MPOAYKTH, NOPaAX YCTAHOBEHU B3aMMOJEHCTBUA:

MOHOaMHHOOKCHIA3HH EnHoBpeMeHHara ynorpeda Ha CHMNIaTOMUMETHYHH aMUHH, KaTo

HHXUOUTOPH (¢peHnnedpuH ¢ MOHOAMHUHOOKCHIA3HU MHXUOUTOPU MOJXKE 1a 10BENE
[0 yBEJIM4YaBaHE HA KPBbBHOTO HandraHe. EnHoBpeMeHHara ynorpeda
€ NPOTHBOINOKAa3aHa (BX. To4ka 4.3).

CUMNaTOMUMETHYHH EnHoBpeMmeHHaTa ynorpeda Ha peHunedpuH U Apyru

aMUHH CUMMNAaTOMUMETHYHU aMUHH MOXE J1a YBEJIUYH PHCKA OT ChbpAEYHO-

CbA0BM HexenaHu edpexktd. EnHoBpeMeHHaTa ynorpeba e
MPOTUBOIOKA3aHa (BX. TO4Ka 4.3).

bera-010Kepu U ApPYrH

deHunepprH Moxke 1a HaMallu e(pUKaACHOCTTA Ha OeTa-010KepHU U

AHTUXMUIIEPTOHUYHH Py aHTUXHUIMEPTEH3UBHH JiekapcTBa. EAHOBpeMeHHara ynoTpeba €
JieKapcTBa MPOTUBOMNOKa3aHa (Bx. To4Ka 4.3). PUCKBT OT XUNEPTOHUSA U APYTH
HEXEJIaHU ChPJAEYHO-ChA0BU €EKTH MOXKeE N1a Ob/I€ YBEIHYEH.
TpUUMKIHYHH EnHoBpeMeHHaTa ynorpebda Ha peHunedpruH U TPULUMUKIIHYHH
aHTUACNPECAHTH (HAIIp. AHTUAETIPECAHTH MOXKE 114 YBEJIMYMU PUCKA OT CbPAEYHO-ChA0BH
AMUTPHINTHIIHH) HexkenaHu epekTd. EqHoBpeMeHHaTa ynoTpeba € mpoTUBONnokKa3aHa

(BX. Touka 4.3).

JIMTOKCUH U CbpPIAECYHH
rJIMKO3UIM

EnHoBpeMeHHaTa ynorpeba Ha peHunepuH ¢ IMroOKCUH U CbpACYHH
FMUAKO3UIM MOXE /1a YBEJIMYM PUCKA OT HapylUuaBaHE Ha ChbpACUYHMA
pUTHM HJIM HHGAPKT HAa MMOKapAaa (BX. Touka 4.4).

Eprot ankanonau
(eproTaMHUH U METUCEPru)

EnHoBpeMeHHaTa ynotpeda ¢ eprot ankajlouad MOXe /1a YBEJIMYH
pPUCKA OT OTPaBSIHE C €proT aJKajloua (eproTusbM) (BxK. Touka 4.4).

4.6 ®epTHIAHTET, OPEMEHHOCT H KbpMeEHe

bpeMeHHOoCT

Tepadny Maxkc ['pun 1000 mg/10 mg/70 mg npax 3a nepopajieH pa3TBOp He TpAOBA J1a ce nMpHemMa Mo
BpeMeE Ha OpEMEHHOCT, OCBEH aKO MOJI3UTE OT ynoTrpedara 3a Maiikara He NpeBUILIABAT NOTEHUUATHUSA
PHUCK 3a ru1oaa. To3u IeKkapCTBEH MPOAYKT He TpAOBa aa ce ynoTtpedsBa 1o BpeMe Ha OpeMeHHOCT 0e3
KOHCYJITalMs ¢ iekap. Tpa0OBa aa ce u3non3sa Hal-HUCKaTa e()eKTUBHA /1034 3a Bb3MOXHO Hal-
KpaTKO BpeMe.

Hapayemamon

3HAYUTEJIHOTO KOJIMYECTBO JAaHHH NPH OPEMEHHHU KEHHU HE MOKa3BaT HUTO MaJl(pOpMaTUBHA, HUTO
(eTo/HEOHATAIHA TOKCUYHOCT. Pe3yiTaTure OT ENUAEMHOJIOTHYHHTE NPOYYBAHUA BbPXY
HEBPOJOrMYHOTO Pa3BUTHUE HA JIELIA C €KCIO3MUMS HA MapaueTaMol in utero ca HEyoeAUTEIHU. AKO €
HEOOXOAUMO OT KJIMHHYHA III€IHA TOUYKa, NapaleTaMojl MOXe [ia Ce€ NnpuJiara rno BpeMe Ha
OpeMEeHHOCT, HO TpsiOBa Aa ce U3MoJI13Ba Hail-HUCKaTa €(PEeKTUBHA 03a 32 Bb3MOXHO Hal-KpaTKo
BPEME M C Bb3MOXXHO Hal-HUCKATa Y€CTOTA.

Denunedpun

JaHHuTe oT ynorpedara Ha peHunedpuH npu OpeMeHHH ca orpaHuyeHH. [IpoyuBanudaTa npu
MHUBOTHH Ca HEJOCTATbYHU 10 OTHOLUEHUE HA PENPOAYKTHUBHATA TOKCHYHOCT (BX. TO4YKa 5.3).
Ynorpebara Ha peHUNe)pUH HE CE NPENOopbYBa MO BpEME Ha OPEMEHHOCT M IMPH KEHH B A€TEpPOaHA
Bb3pacT, KOUTO HE MU3M10JI3BAT KOHTPALIETITHBH.

Ackopbunosea Kucenuna
[loHOCHMMOTO npenopbuBaHo nMparoBo HUBO (UL) Ha npuem Ha ackopOuMHOBa KucenuHa € 1800 mg Ha
neH npu OpemeHHu nox |8 roauHa Bb3pact U 2000 mg Ha neH npu OpemeHHu Han 18 roguuu. UL e
MAKCHMaJIHOTO HUBO Ha JIHEBEH XPaHUTEJICH MPHUEM, KOETO BEPOATHO HE OM NpeACTaBIsABaIIO
3a 10s1Ba Ha HEXEJIaHM 3a 3ApaBeTo €(PeKTH.




KbpMeHe

Tepadny Makc 'pun 1000 mg/10 mg/70 mg npax 3a nepopajieH pa3TBOp He TpsOBa J1a ce npuemMa Io
BpeMe Ha KbpMeHe. TpOsBa na ce MNpeLeHH, JalM Ja C€ MNpEeKpaTH KbPMEHETO WiIH Ja ce
npeycTraHoBU/M30€rHe Jie4eHUe ¢ TO3M NPOAYKT, Ha 0a3a Ha MoJI3UTE OT KbPMEHETO 3a JAETETO U MOJI3HUTE
OT Te€palnusATa 3a MaMkara.

Ilapayemamon
[TapaueTaMoNbT C€ EKCKpeTHpa B MaiiuMHaTa KbpMa, HO B HE3HAUMUTEJIHU KOJIMYECTBa, NpU ynoTpeda B

MpenopbYBAHUTE J03H.

Denunedpun
®enunnedpuH MOXKE 11a C€ EKCKpeTUpa B MaluMHaTa Kbpma.

Ackopbunosea kucenura

[ToHocuMoOTO MpenopbuBaHo nparoBo HUBO (UL) Ha npuem Ha ackopOMHOBa KucenuHa € 1800 mg Ha
neH npu OpemeHHu noj 18 roaumnHa Bu3pact M 2000 mg Ha neH npu OpemeHHu Han |18 roguHu. UL e
MaKCHMAJIHOTO HHBO Ha JIHEBEH XPAHUTEJIEH MPUEM, KOETO BEPOATHO HE OU NMpEeACTaBIABAIO PUCKOBO
3a M0SBA HAa HEXEJIaHM 3a 3[IpaBeTO €(EeKTH.

Deprunurer

EdekTbT HA TO3M NPOAYKT BbPXY GEPTUIHUTETA HE € U3CIIEIBAH.

[IpeaKIMHUMYHHTE MPOYYBAHHA C MapaleTaMoJl HE NMOKa3BaT 0COOEH PHUCK 3a QepTHIIMTETA IPH
HOpMAaJIHU Te€paneBTUYHHU 103M. [IpoyuBaHUATA NPH KUBOTHH BbPXY PENpOAyKTHBHATA TOKCHYHOCT
Ha heHunepUH ca HEAOCTATBbYHU (BX. TOYKa 5.3).

4.7 EdexTH BHpPXY cnocoOHOCTTA 32 iopHpaHe H padoTa ¢ MALLHHH

Tepadny Maxkc 'pun 1000 mg/10 mg/70 mg npax 3a nepopajieH pa3TBOp MOBJIUABA HE3HAYUTEIIHO
crocoOHOCTTA 3a WodupaHe U padoTa ¢ MallMHM. B ciy4yaii Ha nosiBa Ha 3aMassHOCT, NaLMEHTHUTE
TpsOBa Ja ObaT NOCLBETBAHM Aa HE WodupaT U Aa He padOTAT C MAalIMHHM (BXK. TO4Ka 4.8).

4.8 HexeslaHH JIeKAPCTBEHH peaKUHH

CneaHara KOHBEHLMA € M3M0JI13BaHa 3a KJIacCH(pULMpaHEe HA YECTOTAaTa Ha HEeXeJlaHUTE peaKkLHMu:
MHOro dyectu (> 1/10); yectu (= 1/100, < 1/10); Heuectu (= 1/1000 < 1/100); peaxu (= 1/10 000 <
1/1000); muoro peaku (< 1/10 000); ¢ Heu3BecTHA 4eCTOTa (OT HAJIMYHUTE JaHHU HE MOXE [1a ObAe
HalpaBeHa OLICHKA).

[lapaueramon

Hexenanure cbOMTUS B MCTOPHUYECKHUTE JAHHHM OT KJIMHUYHH MPOYYBaHHUA Ca €[IHOBPEMEHHO PEIKH U
OT orpaHu4eH Opoil nauueHTH. JJoknaaBaHuTe CbOUTHA B LUMPOKATA MOCT-MapKETHHIOBa MPaKTHKA,
MpU TepaneBTUYHU/PErHCTPUPAHH M NPEANMCaHU 1034 Ca MPeACTaBeHHU no-ao0ay no MedDRA
CUCTEMO-OpraHHH KJIacoBe.

Tbii KaTO Te3M peaKUMH ca JOKJIaJABaHU JOOPOBOJIHO B MOMYJIaLMsA C HEYTOYHEH pasMep, T ¢a C
HEW3BECTHA YECTOTA, HO MOraT BEPOATHO /1a CE€ ITPUEMAT 3a MHOT'O PEIKH.

CHCTEeMO-0praHHH HexesiaHa peakuHs
KJIaCOBe
Hapywenus Ha KpbBTa H TpomGouuToneHus'

J]HMCI)HHT& CUCTCMA

HapyiueHus Ha iMyHHaTa | AHaduIakcuc
cucTeMa Ko>XHM peakLMy Ha CBPbX4YBCTBUTEIHOCT, BKIIIOYMTEIHO KO
0OpHUB, aHrHOE1EM?




PecnupaTopHu, rpbIHH K

bpoHxocna3zbM NpH NaUKWEHTH CbC CBbPXYYBCTBUTEHOCT KbM

MEIHACTUHAIIHU aueTuicandumiaosa kucenuna wiH apyru HCIBC.
HapyLUEHHS

Xenaro-OuJiMapHu YepHoapobHa auchyHkuus (BxK. ToUku 4.4 1 4.9)
HapyLUEHHUs

! He e 3aaBJKMTENIHO Aa OBAT NPUYMHEHH OT napaleTaMoll.
2 JloknaJBaHH ca cily4ad Ha MHOTO PeIKH CEPHO3HH KOKHU PEaKLIMu.

OennneppHH

CnenHHTE HeXeJIaHW peaKkLMu ca AOKJIaJIBaHU OT KJIMHUYHUTE Npoy4yBaHus ¢ penunedpuH, nopaau
KOETO Morar Ja ObJIaT CUMTaHH 3a YECTH HEXKEJIaHH peaklMH, CBbp3aHu ¢ yrnorpedara Ha
dbenunedpuH. HexenaHure peakuuu ca npeacraBeHu no-gony no MedDRA cucremo-opraHHH

KJIaCOBC.

CHcTeMO-OpraHHH
KJacoBe

Hexenana peaxkuus

[IcuX14HM HapYLIEHHS

HepeHocT

HapyuieHus Ha HepBHarta
CHUCTEMA

[ napoOonMe, 3aMasHOCT, O€3CLHHUE

CppaeyHH HapylueHHs

[ToBHLIEHO KPBbBHO HAJIAT'AHC

CTOMalIHO-4YPEBHH
Hapy1UEHUs

["ageHe, noBpbLIaAHE

l'[n-;[n.ny ca npeacraBeHu HEXKEIAHUTE pEAKLIMK, YCTAHOBEHHU OT INOCT-MAPKETUHIOBUTC NAHHH. ToH
KaTO TC3H p€AKLIHH Ca NOKJIalBaHH ,[lﬂﬁpOBOJIHG B nomnyJjauluuia C HCYTOYHCH pa3McEp, TC Ca C
HEU3BECCTHA YECTOTA, HO MOI'aT BEPOATHO 1a CC NpHEMAT 34 PCIAKH WIH MHOI'O PpCIAKH.

CucremMo-opraHHu
KJIACOBe

Hexenana peakuus

HapylueHus Ha UMyHHaTa
CUCTEMA

CBpPbX4YBCTBUTEIHOCT, YPTHUKAPHA, AJIEPrU4€H A€PMaTHT

HapyileHHs Ha O4YHUTe

Muzpuasa, ocTpa 3aKpHTObIbJIHA r1aykoma'

CbpAeyHHU HAPYLICHUS

Taxukapaus, cbpLeOUeHe

HapyiueHus Ha koxarTa U
NOAKOXHATA ThKaH

OOpus

Hapywenus Ha 0b0peuunte
M YpMHapHHUS TPaKT

JIu3ypus, 3aabpxaHe Ha ypUHa®

'Haii-BeposATHO € 11a ce MOABAT MPU XOpa CbC 3aKPUTOBI'bIIHA rNlaykoMa (Bxk. Touka 4.3).
*Haii-BepoATHO € [1a Ce MOSABSAT MPU X0pa ChC 3aMylliBaHe Ha MHKOYHUA MEXYp, HalpUMep TaK1Ba C

MpocTaTHa XUnepTpodus.

Cbob11aBaHe Ha NOA03UPAHU HEXENAHU PEAKLIMU

CpoO11aBaHETO Ha MOA03MPAHH HEXEJIAHU PeaKkLHH Ciell pa3peluaBaHe 3a ynorpeda Ha JieKapCTBEHH
MPOAYKT € BaxkHO. ToBa no3BosisBa Aa NPOABLIKK HAOII0JEHHETO HAa CbOTHOLLEHHUETO M0J138/PHCK 3a

JIeKapCTBEHHUA NMPoAYKT. OT MEIMLIMHCKHUTE CNEHAIMCTH C€ M3UCKBA J1a ChOOLIIaBaT BCAKa
M0JI03MpaHa HeXeJlaHa peakls Ype3 HalMOHAJIHA CUCTeMa 3a CbOoOLIaBaHe.

bbiarapus

M3nbaHUTENHA areHuus 1o JICKApCTBAaTa

yi. ,,JlamsaH [ pyes” Ne 8
1303 Codus

Ten.: +35 928903417
yeOcaiiT: www.bda.bg




4.9 Ilpeno3upane

AKO € Noao3upaHO WK NOTBBPACHO Npeao3upaHe, He3abaBHO TpsiOBa Aa ce NOTbPCH KOHCYJITalUHUs B
LIEHTBP MO TOKCHUKOJIOTUA WIH NaUUeHTUTE Aa ObAaT HACOYBAHMU KbM HaK-O/IM3KaTa CrellHa MOMOLI,
3a J1a NoJy4yaT eKCNepTHO JieyeHue. Tosa TpsaOBa Ja ce iMa B NpeABU U NPH MALKMEHTH, KOUTO HAMAT
CUMIITOMU WJIM NPU3HALIM 3a NPEe03MpaHe, opaau pUcK OT OTJIOHKEHO BbB BPEMETO YEPHOAPOOHO
YBpEKIaHE.

Ako LleHTBp no TOKCHKONOrusa HE € HAJIMYEH, MaUMEHTUTE TpAOBa Aa ObaaT HaCOYBAHU KbM HaM-
onu3kara OONHULA 32 MEIMLHMHCKA MOMOLL M EKCIIEPTHO JIEYEHHUE.

[lapaueramon
[Topaau pUCK OT TEXKKO YBpEXKAaHE HA YepHUA Apo0 B ciiy4yal Ha npeao3upaHe, nauueHture HE
TpsAOBaA Aa NpyMeMar Apyry napaueramosi-CbaAbpKally MPOAYKTH €AHOBPEMEHHO.

[Tpu3HaLUM U CUMIITOMMU

CHMINITOMHUTE Ha Npeio3UpaHe ¢ napaleTamMos npe3 nbpBuTe 24 yaca ca 0J1eJHOCT, raZieHe,
NoBpblaHe U aHOpeKCUsA. ONUTBT € NPEeAo3MpaHe ¢ napaueTamol rnokassa, 4€ KIMHUYHUTE NPU3HALHY
Ha YepHOApPOOHO YBpEXJaHe ce MposBABaT OOUKHOBEHO OT 24 110 48 yaca ¥ JOCTHUIraT MaKCMMYM Clejl
4 no 6 nuu. KopemHara 6onka Moxe Ja Objie MbpBUAT MPU3HAK 32 YEPHOAPOOHO YBpEKAaHE, KOETO
OOMKHOBEHO HE ce nposBsABa npe3 nbpBute 24 1o 48 yaca, a NoOHAKOra MoxXxe Ja ce 3abasu 4 10 6 IHH
ciel MOTrbINAHETO. YBPEKAAHETO HA YEpHUA Apo0 oOMyaitHO € MakCUMyM 72 1o 96 yaca cnen
npuema. Morar 1a Bb3HUKHAT OTKJIOHEHUSA B IIHOKO3HMA MeTa00JIM3bM U MeTaboNIUTHA auuao3a. [1pu
TEKKO OTpaBsiHE YEPHOApOoOHATa HENOCTaTLYHOCT MOXE Aa Nporpecupa oo eHuedanonarus,
XeMoparus, XMrnorjiukeMus, uepeOpaseH e1emM U CMBbPT.

[Ipeno3upaHeTo ¢ napaueTaMmosl MOXe 1a NpUYUHHU YEPHOAPOOHA HEOCTATHYHOCT, KOATO Ja W3HCKBaA
yepHOApOOHA TpaHCAMAJHTaLUMsA WK 1a AoBene A0 cMbpT. OCTbp NaHKpeaTuT € Oui HaOrogaBaH npu
rnpeao3upaHe, 0OOMKHOBEHO C YepPHOAPOOHA NIUCHYHKLIMA U YHEPHOAPOOHA TOKCHYHOCT.

JleueHue
He3zabaBHara MeaMuUMHCKa HaMeca € HeoOxoauma B Cliydaid Ha Mpeno3dpaHe, JOpHM M aKO HAMA

CUMITTOMH 3a TOBAa. BB3MOXHO € J1a c€ U3UCKBA [TpHUJiaraHc Ha N-alueTHWILHCTEHH WIX METHOHHH.

denunedpuH

[IpyM3HALM ¥ CUMNITOMHM

[Ipeno3upaHeTo ¢ peHunedpuH € BEPOATHO Ja ce NPOosiBU C NOAOOHMU €(DEKTH HA ONUCAHUTE HEXKEIIaHH
NeKapCTBHU peakuuu. JIOMbAHWUTENHO, MOraT Ja Bb3HUKHAT CHUMIITOMM KaTro pa3Apa3sHUTEIHOCT,
0e3MOKOHCTBO, XWUMEPTOHMS M €BEeHTyalHO peduiekTopHa Opanukapaus. [Ipu TexkH ciaydad e
Bb3MOXHO Ja Bb3HMKHAT OObBbpKBaHE, XaJOUMHALMU, IbpPYOBE M apUTMHUA. Bbnpeku TOBa,
KOJMUYECTBOTO (peHuneGpUH, KOETO MOMKE [a MpeaAu3BHKA CEpUO3HA TOKCHYHOCT LIE € MO-rojIsiMO,
OTKOJIKOTO KOJIMYECTBOTO MapaueTaMoll, KOETO MOXE€ Ja [0BeJe [0 M[apaleTraMoJi-CBbp3aHa
yepHOAPOOHA TOKCHYHOCT.

JleueHue
JleueHueTo TpsadBa Aa ObAE KIMHUYHO NMOAXOAALLO. 3a MOBIMABAHE HA TEXKaTa XUIMEPTOHHUA MOXKE J1a
ce U3MCKBa NpuiaraHe Ha anda-0JoKUpallH JIEKapCTBa, KaTo (PEHTOJIAMHH.

ACKOpOMHOBA KMCEJIMHA
[I[pU3HALMA U CHMIITOMH
Bucoku no3u ackopouHosa kuceinuHa (>3000 mg) morar ga npeau3BHKaT NpexoiHa OCMOTHYHA
AMapUs U raCTPOMHTECTHHAIHU € eKTH KaTo rajieHe u kopemeH nuckomdopr. Egexture Ha
npeao3upaHe ¢ aCkopOMHOBA KMCEIHHA OMXa OMJIM OTHECEHH KbM CepHO3HATa 4YepHOAPOOHa
TOKCHYHOCT, NPUYUHEHA OT NPEAO3UPAHE C MapaLeTaMoll.




5. ®APMAKOJIOTMYHHU CBOHUCTBA

5.1 ®apMaKoAHHAMHYHH CBOHCTBA

dapMmakoTepaneBTHYHA rpyna: Ipyru aHaJIr€TULIA ¥ aHTUITMPETULIM, MapaLeTaMosl, KOMOMHALMHU C
M3KJ1. ICUXOJIENTHLIM

ATC xon: NO2BES1

MexaHu3bM Ha IeHCTBHE

[TapaueraMoJbT MMa €IHOBPEMEHHO AHAJINETHYEH M AHTUNHUPETHYEH e(PeKT. MeXaHU3MBT Ha
NEeHCTBHE Ce€ CMATA 3a NPUHLUMINHO 00YCII0BEH OT MHXHOMpaLus ePeKT BbpXY NpocTarjiaHIuHOBHUSA

CHHTEC3 B LCHTpPAJIHATA HCPBHA CHCTCMA.
(I’EHHIIEQJPHHDBHHT XHAPpOXJIOpHA € CHMIIATOMHUMCTHK, KOHTO OCHOBHO J€HUCTBA AHPEKTHO BbPXY

alipeHepPruyHUTE peLienTopH (OCHOBHO alida-anpeHepruiyHa akTUBHOCT), NPOsABABAKH Ha3alHa
JICKOHT€CTHSA.

AcKkopOMHOBAaTa KHMCEJIMHA € JJOHOP Ha €JIEKTPOHH (peayLMpalll areHT WK aHTHOKCHAAHT) U BEPOATHO
BCHYKH OMOXHMMHMYHH U MOJIEKYJIApPHH (YHKLIMM MOTaT Jia C€ CBEAAT A0 Ta3H (pyHKUHA.

dapmakoaMHAMUYHH edeKTH

[lapaueramon
Jluncara Ha HHXKMOKUpaHe Ha nepudepHUTE NpOCTarjaHAWHu onpenesns GpapMakoJIOrH4HU CBOMCTBA
KaTO NOAABbPXKAHE Ha 3alUTHUTE €PEKTH HA MPOCTAINIAHAMHUTE B CTOMALLIHOYPEBHMSA TPaKT.

deHnneppuHOB XUAPOXJIOPU
deHnneppUHOBHAT XMAPOXJIOPHI NMPUTEKABA MO3HATA AKTUBHOCT KAaTO HA3aJleH JEKOHIEeCTAHT M
NIEACTBA Ype3 Ba30KOHCTPUKLMA 32 HaMayIsiBaHE OTOKA M MOJYyBaHETO HA HOCHATA JIMraBULA.

AckopOHHOBA KUCEIMHA

AkcopbuHoBara kucenuHa (BuramuH C) e ecTeCTBEH KOMIIOHHEHT OT XPaHUTENHHUA peXUM. BKitioueH
€, 3a J1a A0IMbJBa XpaHUuTeIHUA npueM Ha Butamun C. [lpakTHuecku, HErosara rosjsa ce nposBsiBa
NMpY NbPBUTE CUMITOMM HA OCTpa BUPYCHA HH(EKLHMs, HAlp. NP MPOCTY1a, KOraTo € Bb3MOXHO
HUBaTa Ha ButamuH C, KakTo M aneTuTa aa ObaaT NOHUXKEHH.

5.2 dapMaKOKHHeTHYHH CBOiicTBa

IMapaueramon

Abcopbuus
[Tapaueramon ce abcopOupa Obp30 M MOUTH HAMMBJIHO B raCTPO-UHTECTUHAIHUA TPAKT, KaTO IJ1Ia3MEHUTE

HMBAa Ha napaueramon Oenexar MakcMMaiHa KOHUEHTpauus (Crax) Mexay 10 u 60 MunyTH cnen
[epopaseH NpUeM.

Pasnpenenenue

[TapanieraMon ce pasnpenens Obp30 U NOYTH HABCAKBAE B MOBEYETO ThKaHM, KaTO AOCTHra obeM Ha
pasnpeaenenre npubnauszutenHo 0.9 kg, Cebp3BaHETO C IUIA3MEHUTE MPOTEHHU € MUHHUMAJIHO U B
TEpPaneBTUYHH KOHLEHTPALIMH.

buorpancdopmaius
[Tapaneramon ce MeradonusuMpa B YepHuUs ApoO W OTHAENA B ypUHATa, OCHOBHO KaTO [JIHOKOPOHHUI H
CyJI()aTHHU KOHIOTaTH.

EnuMHHUpaHe

ﬁp: ' A
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[To-manko ot 5% ce oraens kato HeMoauduUKpaH napaueramoil. CpeJHUAT €JIMMUHALIMOHEH
NoJIy>KMBOT Bapupa oT | 40 3 4yaca cjie npUuMaHe B TEPAreBTHYHH JI03H.

@®enunyepHHOB XHAPOXJIOPHI

AbcopOLus

QeHUNnePpUHOBUAT XUAPOXJIOpUA ce abcopOMpa HEpaBHOMEPHO B FaCTPOMHTECTHHAIHHMA TPAKT M
NOCTUraT MakCUMasiHa 1ia3MeHa KOHUEHTpauusa Crax MeXay 45 MUHYTH U 2 yaca. MakcuMalHUTE M
TOTAJIHU CTOMHOCTH CJI€[] CHCTEMHO MEPOPATHO MPUI0KEHHUE HA equHUYHM 103K oT 10, 20, and 30 mg
¢enwiedpuH, yBeJIM4aBaT HENMPONMOPLUHOHATHO Cmax, pecniekTuBHO ¢ 1.35, 2.96, u 4.49 ng/ml

PasnpeneneHue
HsaMa HanWM4YHU JAHHU.

buoTrpanchopmalius

deHnnepUHOBUAT XUAPOXJIOPHA NPEMUHABA , firstpass” MeTaboM3UpaHe Ype3 MOHOAMHUHOOKCH1a3a
B YyepBaTa W YepHHUs ApoO, €TO 3all0 NpH NepopaieH NpUeM TOoi UMa HaMalleHa OMOHAJIMYHOCT OKOJIO
38 %. OcHOBHHTE MbTULIA 32 MeTa0OJU3HpaHe Ha (PEHWUICPPUHOBHUAT XUAPOXJIOPHI ca CyldaTHO
KOHIOTMpaHe M OKCHJIaTUBHO IeAMMHUPAHE OT MOHOAMHUH okcuaasza (MAOQO).

EnuMuHUpaHe

DeHnneppruHOBUAT XUAPOXJIOPH CE OTAENS B YPHUHATA OCHOBHO KaTo CyJi(haTeH KOHKOrar, Kato camo
MaJlKa 4acT ocTraBa HenpoMmeHeH. CpeqHUAT eTMMHUHALIMOHEH TMONYXHUBOT (t12) HA GeHuwiepuH cnel
nepopajieH MPUEM HACTBIIBA cliell 0KoJ0 2-3 yaca.

AcKOpOHMHOBA KHCEJIHHA

AbcopOums

AckopOuHOBaTa KuUcelMHa ce abcopOupa OBpP30 B TracTPOMHTECTHHAIHMA TpakT. [lnazMeHuTe
KOHLIEHTPAllMM HapacTBaT C YBEJIMUYAaBaHE HA NMpUEMaHaTa 103a, A0 JOCTUraHe Ha IUJ1aTo Mpu O03M
mexay 90 no 150 mg nHEBHO.

PasnpeaeneHue

AckopOMHOBaATa KMCEJIWHA Ce pasnpenesis B UsAI0TO TU10 KaTo 25 % OT Hesl ce CBbP3Ba C IUIa3MEHUTE
nporedHd. Okoso 1.5 g ackopOMHOBAa KUCEJIMHA C€ HATpylBa B 34paBuUsi OpPraHU3bM, BBIIPEKH, 4e
HaTpYNBaHETO ce ochbluecTBABa npu npueM Haja 200 mg aHeBHo. KoHUeHTpauusTa € no-BUCOKa B
JIEBKOLMTA U TPOMOOLIMTH, OTKOJIKOTO B €PUTPOLIMTUTE M IU1a3mata. [Ipu cbCTOAHUA Ha A€PULIMT,
KOHLIEHTPALIMATA B JIEBKOLIMTH HAMaJIBa MO-KbCHO U B MO-MaJIKA CTEINEH, OTKOJIKOTO KOHLIEHTpaLUATa
B IU1a3MaTa, KOETO MOXKE J1a CE U3M0JI3Ba KaTo A00BP KPUTEPUM 32 YCTAHOBSBAHE HA JAE(HULIUT.

buorpancdopmaums
AckopOMHOBaTa KMCEJIMHA 00pPaTHO Ce OKUCIIABA A0 AEXUAPOACKOPOMHOBA KHUCEJIMHA; HAKAKBa 4acT ce
MeTaboNu3Kpa 10 HeaKTUBEH ackopbaT-2-cyndar U okcaloBa KMCEJIMHA, KOUTO CE€ OTACJIAT B ypHHAaTa.

EnuMuUHHpaHE
AckopOUHOBaTa KHUCEJIMHA, KOATO € IOBEYE OT HY)XHATa 3a opraHu3Ma ce OTJE/sA B YpHHATa Karo
MeTabO0IUTH, KOETO OCHOBHO HACTBIIBA CJie[l NPEeBUILIABAHE HA NHEBHUA npuemM oT 100 mg nqHeBHO.

5.3 IlpeaAKAHHHYHH JAHHH 32 0€30MACHOCT
JluncBaT KOHBEHLIMOHAJIHY NPOYYBaHM 3a MapaleTaMoJi, H3MoJI3Bally NPHETHTE MOHACTOALIEM
CTaHAapTH 3a OLEHKA Ha PENpPOAYKTUBHA TOKCUMYHOCT U TOKCUYHOCT 3@ PasBUTHUETO.

OrpaHHY€HH HEKJIMHUYHU JaHHH Ca HAJIMYHHM 32 MOTEHLIMAIHUTE HeXeNaHU edekTH Ha GpeHnnePpHuH
BbPXY PENPOAYKTUBHOCTTA U Pa3BUTHETO.

OrpaHH4Y€HHE HA pacTexa Ha IUI0/a U NMPEXIEBPEMEHHO paXK1aHe ca AOKJIaBaHH MPH I
OpeMeHHM 3aiiuM OT JaeH 22 cnea OIUIOKAAHE [0 paXAaHETo, Clel MOAKOXH
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¢enuneppun 3 mg/aHeBHo (0.5 mg/kg/Ha neH) (npubnusurenHo 7.5 NMbTU MO-MAIKO, OTKOJIKOTO
eKBMBAJICHTHATA TepaleBTUYHA 1034 [IPH X0pa).

6. DPAPMALULEBTUYHH JAHHHU
6.1 CnucbK HA NTOMOLIHHTE BelllecTBA

3axapo3sa

BuHeHa kucenuHa

Harpues uurpar, 6e3B0/11eH

Acnapram (E951)

ApoMmar ropck 1jioaoBe, KOUTO cbabpka: 4-(p-XxuaApoKCH(PeHn1)2-0yTaHOH, OLIETHA KUCEJIMHA,
BaHWJIMH, IPONTMOHOBA KUCEJIMHA, 1-MEHTOJ, d-TMMOHEH, MEHTOH, 4-KapBOMEHTOJ1, ETEPUYHO
MacJIO OT 3B€3A0BHAEH aHACOH, apOMaT-LBAT 0b3, €TEPUYHO MACJIO OT arato3ma, 0sJi0 KOHAKOBO
MacJ10, 3axapo3a, MAITOAEKCTPUH, MOAU(pUUMpaHO HULIecTe E1450, cnmbHYOrIe0BO Macio U
€KCTPAKT OT KACTOPEYM.

EBpOMUKC OLIBETHTE - KACUC, KOUTO ChAbpkKa: KapMoO3uH E122, 3eneHo S E142, cbHCET XbJTO
E110 u HaTpueB Xn0pul.

6.2 HecbBMeCTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHocT

2 rOJIHHH.

6.4 CriellHaJIHH YCJIOBHS HA ChbXPaHeHHe

Jla ce cuxpansBa nog 30°C.
Jla He ce ynoTpeOsBa NpoAYKTa, aKO CalleTo € NOBPEAEHO.

6.5 Bua u cbabpkaHHe HA ONAKOBKATA

JlaMmuHMpaHu cauieTta ¢ nokputue ot xaptus/I1E/anymunuit/eTunen-merakpunosa kuceauHa (EMAK)
KOIMOJIMMEP, ChaAbpXkaly 7,6 g npax BbB BCAKO, MAKETUPAaHH B KapTOHEHA onakoBka. Pasmepure Ha
BCAKO caile ca 95 MM Ha 57 MM. Besika kyTtus cbabpka 5 unu 10 cawuera.

JlaMMHMpaHM callieTa CbC 3allUTa OT Jiela ¢ nokpuTue ot noarerwieH tepadgraiar (I1ET)/nonuerunen/
alyMHMHHUEBO (oino/ eTuneH-MeTakpunosa kucenuHa (EMAK) kononumep, cbeabpxaiiy 7,6 g nmpax BbB
BCAKO, MAKETHPAHHU B KAPTOHEHA OrnakoBKa. Pa3mepure Ha BCAKO calle ca 95 MM Ha 57 MMm. Besika Ky Tus
cbabpxka S5 unu 10 cawuera.

He BCHUKM rojileMHHHY Ha ONAKOBKHM Ca MyCHATH B npoaaxoa.

6.6 CneuuajHH nNpeanas’Hd MepKH NPH H3XBbPJISHE H padora

Heu3non3BaHUAT NEKAPCTBCH IPOAYKT HJIH OTINIAABYHHTC MATCPHAJIN OT HEI'O T]JHGB& Aa CC U3XBBPJIAT
B CbOTBETCTBHE C MECTHHUTE U3UCKBAHMUA.

7 [IPUTEXATEJ HA PASPELIEHHUHETO 3A YIIOTPEBA

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




8 HOMEP HA PABPELLIEHHETO 3A YIIOTPEBA

Homep Ha pa3peweHueTo 3a ynorpedba: BG/MA/MP-57087
PerucrpaunoHeH Homep: 20210373

9 JJATA HA IIbPBO PAZPELIABAHE/INIOJHOBABAHE HA PASPELIEHHETO 3A
YIIOTPEBA

JlaTa Ha NbpBO pa3pewiaBaHe 3a ynorpeba: 17 nexemspu 2021

10 JAATA HA AKTYAJIUBUPAHE HA TEKCTA

deBpyapu 2024




