I, HME HA JIEKAPCTBEHMS IIPOAYKT

Tepapay Makc Hpoctyaa 1 Kamauna 1000 mg / 12,2 mg / 200 mg npax 3a nepopajied pa3TBop
Theraflu Max Cold and Cough 1000 mg / 12,2 mg / 200 mg powder for oral solution

2. KAYECTBEH H KOJIHMYECTBEH CbhCTAB

Besko cawe cbaspka napaueraMon (paracetamol) 1000 mg, denmnedpunos xuapoxnopua
(phenylephrine hydrochloride) 12,2 mg (otrosapsamo Ha 10 mg dpenunedpun 6aza) v reaiieHe3HH
(guaifenesin) 200 mg.

FomouHY BelliecTBa ¢ H3BECTHO ZISiCTBHME: BCAKO cailie Chabpika 2 g 3axapo3a, 117 mg naTpuii
(exBuBayieHTHH Ha 5.1 mmol 3a caiwue) u 30 mg acnapram (E951).

3a TBJIHNA CIIMCHK HA IIOMOILHMTE BEllleCTBA BHXKTE TOYKA 6 1.

'I f?bfiHHTEﬂHﬂ AFEHUR [0 NEXKAPCTBATA

3. JEKAPCTBEHA ®OPMA | <parmxa rﬂﬂaﬁmwma M8 NPOGYKImE  TIDUAOMENUE 1
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Ipax 3a nepopaineH pa3TBop.

[Toutu G5 cBOGOAHO TeWIHB npax, 63 roneMu arnomeparyl” Wﬁ&m&n. 2 f$ 1 5 Uﬁ 2023
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4, KJIVMHWYHYA TAHHHA

4.1 TepaneBTHYHH NOKA3AHAA

3a KpaTKOCPOYHO OOJIEKUEHHE Ha CHMIITOMMTE HA MPOCTYAa, BTPHCAHE W IPuIl, BKIIOUHTENHO ¢1ada 1o
yMepeHa O0oJIKa W/IIH TeMIIEpaTypa, Ha3allHa KOHIeCTHA, ¢ OTXpayBall ehexT MpH NPOTyKTHBHA
KAlLIMLA.

Tepagy Makc IIpoctyna n Kamnuua € npeiHazHavyeH 3a BL3pacTHU U FOHOLIM Haj 16 roanHu.

4.2 J03HpoBKa H HAYHH HA MPHJIOKEHHE

Jo3uposka

Bn3pacTHH, DanHeHTH B CTAPYECKA Bb3pPacT H IOHOMWH HA M HaA 16 rogunm, ¢ TerJo ot S0 kg u
noBe4e

Enno cawme ce nprema Ha Beceku 4 1o 6 daca, ciopea Hy>kiarta. MakcMManHaTa JHEBHA 103a He TpAOBa na
HaJaBUIIaBa 3 camera 3a 24 vaca (o 1 cawme 3 mbTH Ha AeH). MUHUMaleH HHTEPBall Ha JOo3upaHe: 4 vaca.
[TpoabiKUTETHOCTTA HA TeueHHeTo He TpiaOBa aa Obae noeede ot 3 AHH,

He Tps6Ba na ce npesuniara ykazanara 103a. TpaOea 1a ce npueMa Hali-HHCKaTa /1032, KOSTO OKa3Ba
TepaneBTH4YEH e(PeKT, 3a Hall-KpaTbK NEPHO/ HA TEUYEHHE,

[launeHTHTE TPAORA 1A MOTBPCAT NEKAPCKA NOMOILL, AKO CUMIITOMHTE TPOJB/DKAT WM c€ BJIOLLAT CleN
MPHEM B IIPOAB/DKEHHE HAa 3 JIHY WK aKO KaUWIMLATa € NIPUAPYKEeHA OT BUCOKA TEMIICpaTypa, KOMEH
OOpUB HJIH NMOCTOSHHO riaBobonue.

Tosu npoaykr He TpAOBa Aa Ce npunara NpH Bh3PacTHH, ALHEHTH B CTAPYECKa BB3PAacT M IOHOIIH Ha 1
Hag 16 roauHu, kouto ca ¢ Terao noa 50 kg,

leouampuvuna nonynayus
To3n nponykr He TpAOBa Jia ce npujIara npy:
e Jcua Ha Bw3pacTt noA 16 roauvHu;
¢ [OHOLIH Ha BB3pacT OT 16 no 18 roaunu ¢ rerno nmox 50 kg.

[lanuenTs ¢ yepHOApOOHA HEAOCTATHYHOCT o1 .'
IIpy nauMenTH ¢ HapyiIeHa YepHOAPOOHa yHKUWA HIH cuHApoM Ha XKunbe m::ah ’1‘1351
HaAMAJICHA WIH WHTEPBATBT Ha A03HpaHe 1a Obae YABLKEH. E,uHOKpaTHa 4032 haﬁﬁeiamoit_lﬂﬂ()




Ha nazapa morar aa 0pAaT HaMepeHH NO-MOAX0AALM JieKapcTBeHH hopMiu. [1pu naumenTH ¢
4yepHOAPOOHO yBpEeK/IaHe, o0laTa JHeBHA 103a He TpAORA Ja HaaBWmara 2 camera 3a 24 vaca (¢
MHWHHMaJeH UHTEPBAN OT 8 Yaca MexIy calleTara).

[lalupeHTH ¢ 6BOpPEYHA HEAOCTATBYHOCT

To3u nekapcTBeH NPOAYKT TPAOBA Aa ce M3MOJI3BA ¢ MOBULIIEHO BHUMaHMe U MOJ JIEKAPCKH KOHTPOI NpH
nauMeHTH ¢ 6s0peuHa HegocTaThuHOCT, EqHOKpaTHa J03a napauetamon 1000 mg He € noaxoadia 3a
NAaUMEHTH ¢ rMoMepyitHa puntpaims < 50 ml/min, npu KouTo € HeoOXoaKWMa Mo-HKUCKa A03a. Ha maszapa
MOraT Aa ObAaT HaMEPEHH NO-HOAXO0AALLN JIEKAPCTBEHH (POPMHU.

Hauny Ha npunoxeHue

3a mepopanHa ynorpeda. CraAbpKaHHETO Ha €JHO call€ ce pa3TBaps B CTaHJapTHA Jailla ropera, HO He
Bpsia Boza (250 ml). OcraBs ce ga ce oxyaau 1o MpHEeMIIMBA TEMIIEPATYpa 3a ITMEeHE H TpAOBa 1a ce
H3[IHE, AOKATO € Olle ToNJla.

Crnen pasTBapaHE HAa ChABPKAHUETO HA CALIETO B ropelliata BOJa, TSUHOCTTA € ¢ NPO3PAYHO-KBJIT UBAT C
XapaKTEPEH UMTPYCOB/MEHTONIOB MUPKC, 0€3 Uy KAH YaCTHIIH.

4.3 IMpornBonoOKa3aHuA

CBpBX4YYBCTBHTEIHOCT KbM 2KTHUBHUTE WJTH KbM HAKOE OT TIOMOIIIHUTE BEleCTBa, H30POSHH B TOYKA 0.1,
CobpaedHo 3a00naBaHe, XHNSPTOHHA.

Huader.

XHUMEPTHPEOHAH3BM.

3aKpUTOBIbIHA TTAYKOMA.

PeOXPOMOLIUTOM.

ITargeHTH, KOUTO IIPHEMAT HIIH Ca NPUEMAITH TIP3 MOCACAHHTE ABE CEAMUIIA MOHOAMHHOOKCH/Ia3HH
HHxuOuropu (MAOISs), TpUUHKIWYHK aHTHAEenpecaHTH, OeTa-0nokepu (BaK. Touka 4.3).

[TaneHTH, npHeMali CUMIATOMAMETHLH KaTO A€KOHI€CTAHTH, NPOJYKTH, MOTHCKAIIM aneTuTa H
am¢peTaMHHOIIOAOOHH NCUXOCTHMYJIAHTH (BXK. To4Ka 4.5).

4.4 CrnenuajnH npesyOpexKIcHus H OpeAna3HH MePKH NpPH ynoTpeda

[Naunenture HE TpaOBa na npuemar eTHOBpEeMEHHO JAPYTH NMapaleTaMoI-ChAbpaKallld NPOAYKTH, ThH
KaTro TOBa MOXKE J1a A0Be/Ie 0 Npefo3upane. [Ipeaosupanero ¢ mapaneraMon Moxke aa NpHIAHH
YepPHOAPOOHA HEAOCTATBYHOCT, KOATO Ja U3UCKBA UEPHOAPOOHA TPAHCIUIAHTAIUS MW 14 IOBEAE [0
CMBPT.

IaumenTHTE He TPAOBaA Aa NpUEMAT €THOBPEMEHHO W APYIH JeKapCTBEHH MPOAYKTH CpPeLly NPOCTya,
CpCLIlY KalULUTHIA WM APYT ACKOHI€CTaHT.

Karo usano, obn4yaiiHUAT NpyeM Ha aHANMETULIM, [TO-CHELHANHO KOMOHHALHA OT HAKOJIKO aHAJIINETHYHH
BEIIECTBA, MOXKe Ja I0BEAE A0 TpaiiHo yepexaane Ha OnOpeunTe ¢ pucK oT 0b0OpeuHa HEAOCTATHYHOCT.

[TatmenTH, crpagalliy OT XPOHHYHA KalIMLA, KAKBATO BE3HHKBA [PH TIOTIOHOIYILCHE, 4CTMa, XPOHHUYEH
OpoHXHUT uny epuseMa, TpsaOBa a ¢ KOHCYJITHPAT ¢ JieKap, OpeId Aa OPHEMAT TO3M JICKAPCTBEH

POJIYKT.

TpadBa aa ce n30area ynorpedara Ha ankoXoIHH HAMTKU TIPH IPHEMa Ha TO3M JIEKapCTBEH NMPOIYKT. [la
¢€ BHHMaBa ¢ ynoTpebara Ha mapaLeTaMol TIPH IAIMEHTH ¢ alIKOXOJTHa 3aBUCHMOCT (BK. TouKa 4.5).
PuckoBere oT npeA03HpaHe ca NMo-rojeMU MPU XOpa ¢ HELHPOTHYHO AIKOXOIHO YePHOAPOOHO
sabonseaHe.

IIpenopsyBa ce NOBULIEHO BHUMAHME MPH NPUIIaraHe Ha NnapaleTraMoll Ha NalHdeHTH ¢ JIEKa H yMepeHa
OBOpeuHa HEAOCTATBLYHOCT, JIEKa 10 YMEPeHA XenaTongiyaapHa HEA0CTATbUHOCT (BKJIIOUUTE/IHO
cuHapoM Ha Gilbert), Texka yepHOapoOHa HepocTaThHOCT (Child-Pugh > 9), oc
CBITBTCTBALILO JIEYEHHE C JICKAPCTBEHH MPOAYKTH, IOBJIMABAIIH YepHOAPOOHHTE

HoKnaiBaHM ca ciydan Ha YepHoApoOHa AHCOYHKUMA/HETOCTATBYHOCT NpU
Ha IJIYTATHOH, KAKBUTO ¢4 NALMEHTHTE: ¢ TEXKKO HEAOXPAHBAHE; AHOPEKCHA;



To3u nekapcTsed npoayKT TpAORa Aa ce W31013Ba ¢ BHUMAaHHE TIPH MALHEHTH C:
¢ llpocraTHa xuneprpodus, TH KaTO ca CKJIOHHH KBM 3aJPBXKKA HA YPHUHA WITH KbM JIU3YpHA.
¢ (OxJy3uMBHa BackyJapHa 0osect (Hanp. CuHapom Ha Peiino);

¢ HamaleHU HUBA HA IIIYTATHOH, Thil KaTO ynoTpedaTa Ha napaueTaMosl MOXKE a [MOBHIIIM PHCKa
OT MeTA0OJIUTHA allMA034a.

To3u nexapeTBed NpoayKT TPAOBa Aa Ce H3MOJI3RA ¢ TTOBULIICHO BHHMAHKE U 110 JICKAPCKH KOHTPOA MPH
[aUMEeHTH ¢ TexKa OBOpeyYHa HEAOCTATHYHOCT (BXK. TOUKA 4.2).

Jla ce ynoTpebsaBa ¢ BHUMaHHE TIPH TIALMEHTH, PHEMAalH CIeTHHTENeKapeTBa (BxK. Touka 4.5):

¢  AHTHXHIEPTEH3UBHH JICKAPCTBA, Pa3/M4HH OT OeTa-0okepy;

¢ Ba3oKOHCTPHUKTOPHH areHTH, KaToO €proT ajJKaToHaAH (HarmpUMep: eproTaMHH, METHCEPTHA);

¢ JI4roKCHMH U ChPACYHHK IMHUKO3UIH;

o [lopaau yRenHuUeHHs PHCK OT METAOOJIMTHA ALHI03a ¢ rojismMa aHdoHHa pasnuka (HAGMA) ce
MpenopbYBa NOBUILEHO BHUMAaHHE MPH CHITBTCTBALIO NPHIOKECHHE Ha PIYKIOKCALMIMH H
napateTaMmon, oCobeHo NPH NALHEHTH ¢ TEXKKA CTENeH Ha OBOPeUHO YBpEKaaHe, CElcHe,
HEIOXPAHBAHE H JPYTH H3TOYHHLUHK HA JeDULIMT HA TTYTATHOH (HAIIP. XPOHHYEH AIKOXOIHIEM),
KAaKTO M NpH TE€3H, KOUTO H3NOJ3BaT MakCHManHaTa JHEeBHA A03a napauetaMoll. Ilpenoprusa ce
CTPHKTHO IIpOCNesBaHe, BKIFOUHMTETHO U3MEPBAHE Ha S-OKCOMPOIHH B YpHHATa.

To3n ieKkapcTBEH NMPOAYKT cnera Na ObJie IPUEMAaH CaMO, aKO NPHCHCTBA BCEKH €HH OT CIICAHUTS
CHMOTOMMU: OONKa W/HIIH TEMINIEPATYPA, HA3A/IHA KOHTECTHSA H MPOAYKTHBHA KauutHua. Tol Tpadsa fa ce
H3TIONI3BA HE MOBEYE OT TpH AHH. [lalineHTUTE crieiBa 1a NOTHPCAT JIEKAPCKa OMOLI, aKO CHMIITOMHUTE
IPOJB/DKAT NMOBEYE OT 3 AHM, BIOLLIAT €€ MM aKO KallUTHLIATA € NPHAPYXKCHA C BUCOKA TCMTIEPATypa,
KOXKEH OOpPHB WIH NOCTOSHHO [IaBOOONHE.

[leanaTpnyHa nonyJanus |
JlexapCTBEHHAT NPOAYKT He TpAOBA /1a ce MpHeMa OT Jielia Mo 16 roqnHu WK I0HOIK MeXKy 16 1 18
roAuHHU, TexauM noa 50 kg.

HMHGOopMaliisg OTHOCHO TIOMOIIHHTE BEWIECTRA
To3H NPOAYKT ChAbpPKA:
e 3axaposa: [laumenTu ¢ penku HacneaACTBEHH NMpobneMH Ha (PPYKTO3HA HEMOHOCHMOCT, TITIOKO30-
ranakTo3zHa MaadcopOLmMa WK 3aXapo30-H30MalTa3Ha HEAOCTATRYHOCT HE TPAOBa Ja IpHeMaT
TOBa neKapcTBo. EnHo canre chabpka 2 g 3axaposa (3axap). Tosa TpsabOBa aa 0b/e B3€TO MO
BHUMaHHE NPHU TALUECHTH ChC 3aXapeH nuader.
¢ Hartpuii: Enno came coappika 5,1 mmol (117 mg) HaTpuii, eKBHBaIEHTHH Ha 6 % OT
npenopbuBaHus 0T C30 MakcUManeH JHEBEH NMpUeM OT 2 g HATPHUI 3a Bb3PacTeH.
¢ Acnapram (E951) (30 mg B eano came): Cpabpka acnapraM KaTo U3TOUHMK HAa PCHHIIATIAHHH H
MOKe Jia ObAe BpelleH 3a Xopa ¢ GeHHIKETOHYpHA.

4.5 B3aumoaeHCTBHE ¢ APYIM JCKAPCTBEHH NPOAYKTH H APYrd GOpMH HA B3aHMO/ICACTBHE

ITapaneramo.i

AHTHKOAryJIaHTHUAT €eKT Ha Bap(apuH K ApYrd KyMapHHH Moke Aa OBAE 3acHiIeH NpH
NPOABKUTENRHA, pEAOBHA YNOTpeba HA napaLeTaMoll, KOETO MOXKE Ja JIOBEAE 10 NOBHINEH PUCK OT
kbpBeHe. MHUnaeHTHAaTa ynioTpeba Ha napaueTaMo HAMa 3Ha4uTeNeH €eKT B TAKHBA ClTy4au.

MeTOoKNIONMpaMua WIH AOMIEPUIOH MOTAT A4 HOBHIIAT CKOPOCTTA a Ha abcopO1IusA Ha NapaueTaMoll.

[Tapauetamon MOe Aa yaABJIXKH IL1a3MEHHS] NOMYKHBOT Ha XJiopaMpeHHKoN, Burpek

[TapaueTaMos MOKE Aa HaManu OMOHANIMYHOCTTA Ha JIAMOTPUIHH, KATO € B
epexTa My, MOpagn Bb3MOXHOTO YCHIIEHO MeTabOTH3HpaHEe B YEPHHS PO

XO0JIeCTHPAaMHH MOZKe Ja Hamanu abcopdiusaTa Ha napaleraMoll. Xo/IecTH
A0 1 yac cnen npueMa Ha napaLeTaMolL.



PenoBHaTta yroTpeba Ha napaueTaMos €JHOBPEMCHHO CBC 3UAOBYIUH MOXE jJa IPHYHHN HEYTPONCHHSA U
yBEJHM4YaBa PHCKA OT YePHOAPOOHO YBpexKIaHE.

.]-[el{ﬂpCTBDTD 3a [ojarpa, ﬂpDﬁﬁHHl.l.H,[l,, HaMaJIiBa KIHPbHCA Ha NapaucTaMo)l, KOCTO Hajllara HaMajlABaHC
Ha N03aTa napaucrtaMo Mpy CuITbTCTBALLA TCPANHA,

XeMaTOTOKCUYHUTE BELLECTBa MOTaT Jia YBEIIHYAT BEPOATHOCTTA OT HATPYIIBAHE HA MapaueTaMon v
npeno3npane. PHCKBT OT XeMATOTOKCHYHOCT Ha NapaleTamMos MOXe Ja Obae yBEJIHYEH C JICKapCTBa,
KOHTO HHAYLHMPAT YePHOAPOOHHTE MHKPO3OMANHN €H3MMH, KaTo DapOUTypaTH, aHTHENMHWICTITHYHH
cpeacTBa (T.€. PeHUTOUH, Penodapduran U KapbaMazenuH), AeKapcTBEHH MPOIYKTH 34 JieueHHe Ha
TyOepKoI03a (T.€. pupaMIMLUHUH U U30HHA3KA) 1 IPEKOMEPEH MPUEM HA AJTKOXOJI.

Hapaue’ramon MO2KC a4 MOBJIHAC Ha d)ocd)a’reﬂ TECT 3a U3CJICABaHe Ha MTMKOYHA KHMCCITHHA.
Canuumunaru/ CaTHUHJIaMBA MOTaT Aa yALJKAT CTHMHHAUUMOHHUA MONY>KHBOT Ha apalcTaMOJl.

Heobxon1umo e NoBHILIEHO BHUMAHHE NpH CBHITBTCTBANA YIIOTpeba Ha (IYKIOKCALINH W NAapaleTamol,
THH KaTO €AHOBPEMEHHHAT MPHEM CE CBBp3Ba ¢ METAOONNTHA auMa03a ¢ roJisiMa aHHOHHA PA3/IHKa,
0c0o0CHO MPH NALMEHTH C pUCKOBH PakTopH (BXK. TOUKa 4.4).

JoknaaBaHu ca papMakoNIoOrHiHH B3auMOAEHCTBUA Ha NapaleTamMoll ¢ peJuua gpyry Aekapersa. lTecac
MQIKO BEPOATHO KJIIMHUYHO 3HAUYE€HHE B PAMKUTE HA JIO3OBHA PEXKUM.

Oennaedpun

OepnnedpuH MOXe 1a 3aCHIH eeKTa Ha MOHOAMHHOOKcHAa3HHTe uHXUbuTopu (MAOQOIS, BKItouHTENHO
MOKJIObeMu I 1 OpodapoMuR) U Jla NpeM3BHKa XMITEPTCH3HBHH B3auMoJeicTBIA. Ynorpebara €
MPOTHBOTIOKA3aHA NPH MALMEHTH, KOUTO MpHeMar wid ca npHeMann MAOIs npes nocne/lHHTe 1B
CEIMHIM (B, TouKka 4.3).

EnHoBpemeHHaTa ynoTpeba Ha dheHunedpHH H APYrH CHMIATOMHMETHYHH CPEACTBA WIIH TPULMKIHYHU
AHTHAETNPECAHTH (HAMNP. AaMUTPHITHIIMH) MOKE 112 YBETHUYM PHCKA OT ChPACHHO-ChAOBH HEXKENaHH
edexT (BXK. Touka 4.3).

OenmnedpuH MoXKe Ia HaMallH epuKacHOCTTa Ha OeTa-Onokepu (BK. Touka 4.3) U Apyru
AHTHXHIIEPTEH3UBHH JIEKapcTBa (Hanp. JeOpH30KBHH, rBAHETHINH, pe3epluH, METHIAONA) (BK. TOUKa
4.4). PUCKBT OT XMUIIEPTOHUA U APYTH HEXKEJAHH ChPASYHO-CH0BH e(heKTH MOXKe 1a ObJE YBEIUYEH.

CenrpTeTBamarTa ynorpeba Ha PeHWIepHH ¢ IMTOKCHH Y ChPJEYHH INIMKO3UAH MOXKE /1a YBEJIHYH PHCKa
OT HapylllaBaHe Ha CHPACYHUSA PUTHM HIH HH)apKT (BXK. TouKa 4.4).

EanoBpemennara ynorpeda ¢ epror ajkanouam (eprorTaMiH U METHCEPIH): MOXKeE [1a YBEIUYH PHCKA OT
EpProTH3EBM (BXK. TOuka 4.4),

EaHospeMeHHaTa ynorpeba ¢ XaloreHMpaHu aHECTETULIM KaTO LUKIIOTIPOIIAH, XaloTaH, ¢HypaH,
H30(/IyPaH MOKE /1a NPeAH3BHKA KAMEPHH apUTMHH WU Jia TH BJIOIIIH,

I'sanidrenesnn

Ynorpebara Ha reatideHe3sHH MOXKe IorpelnHo aa noerwH VMA tecta (BaHHIMAHAEIOBA KHCC/IHHA),
aKo ypHHarta ce chOHpa B paMKUTE Ha 24 uaca cneq npreM Ha Tepadmy Makc Ilpoctyna v Kammmna
pax 3a NepopaJieH pa3TBop.

4.6 PeprHanTeT, 0PEMEHHOCT H KhPMEHE

bpeMeHHOCT
Tepagny Maxkc Ilpoctyna n Kamnnna e Tpa0Ba Aa ce npueMa o BpeMe Ha Op

[apaueramMon: 3HAYATENHO KOAMUECTBO JaHHH MPH OPEMEHHM XKEHH HE 110
HHATO }eTo/HeOHAaTATHA TOKCHYHOCT. Pe3yITaTHTE OT eNUAESMHOJOTHYHHT
HEBPOJIOrHYHOTO Pa3BUTHE HA IE1IA ¢ SKCTIO3MIMS HA MAPALIETAMON 7l uteAp &
HEOOXOJUMO OT KITMHHYHA [TI€AHA TOYKa, NapalieTaMONl MOXe Ja Ce MPHIL bl |
HO Tp20Ba /J1a ce U3NON3BAa Hal-HHACKaTa eheKTHBHA 1032 32 BE3MOKHO HA-KP2FRO BpeMe H C‘@:&MO}KHD
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Hak-HUCKaTa yectoTa. [laumenTure TpsaOBa na crnensar npenopbKaTa Ha JieKaps CH 10 OTHOLLUEHHE Ha
ynorpedara Ha JIeKapCTBEHHS MPOAYKT.

Denunnedpun: 1aHHUTE OT ynorpebarta Ha ¢peHHIedpuH Npyu OpeMEeHHHU ca OrPaHUYEHH.
Ba3okoHCTpHKLMATA HA MATOYHHUTE CH/IOBE M HAMAJIICHUAT KPbBEH TOK B MaTKaTa, BEPOSTHO aCOLIMHPAHH
¢ ynorpedara Ha peHnnepprH, MOraT a NPUYUHAT (peTaiHa XHUTOKcHs. YnoTpedarta Ha GpeHuneppuH
TpsAOBa 1a ce H30sATrBa 1o BpeMe Ha OpeMEHHOCT.

['BaiipenesnH: besonacHocTTa Ha realideHe3nH npu OpeMeHHH He € MPOYY€EHa.

KbpMmene
Tepagny Makc [Ipoctyna u Kauuimua He tpsiGsa a1a ce M3nosssa no BpeMe Ha KbpMeEHe.

[lapaueramonsT ce eKCKpeTHupa B MaiiuMHaTa KbpMa, HO B HE3HAYMTE/IHU KonuuyecTBa. Hama HannvHa
HH(pOpMaLMsA 3a TOBa, Nanu GeHunedpuH ce OTaeA B MAHYMHOTO MIIAKO. YnorpebaTa Ha reaiideHesuH
110 BPEME Ha JIaKTaL1A He € MpOoYyUeHa.

Oeprunurer

EdekTbT Ha TO3M NPOAYKT BBPXY (PepTHIMTETA HE € U3CIIEABAH.

[IpekIMHHYHKUTE MPOYYBaHMA C NapaLeTaMoll He MoKa3BaT ocobeH puck 3a GepTWwiMTETa NPH HOPMAJIHH
TepaneBTHYHH 1034. He ca npoBeaeHu M cneuyaiu3upaiu Mpoy4YBaHUus BbpPXY penpoAyKTHBHATA
TOKCUYHOCT Ha (peHUnedpuH U reaiipeHe3HH.

4.7 E¢dexTn Bbpxy cnocodHocTTA 32 odgupane H pabora ¢ MAIIHHH

Hswma npoyuyBaHus 3a epekra BbpXy criocoOHoOCTTa 3a wodupaHe U padora ¢ MalMHKU. B ciay4yak Ha
MosiBa Ha 3aMasHOCT, MaLMEHTUTe TPAOBa Aa ObaT NOCHBETBAHM Ja He WOodUpaT U Aa He padoTAT ¢
MAaLLHHH.

4.8 Hexes1aHH JleKapCcTBeHH peaKIHH

Hexxenanure peakuyu ca u30poeHH no-a0J1y Mo CUCTEMO-OPraHHU KJIaCOBE M B 3aBUCHMMOCT OT
YyecToTaTa, KaTo Ce U3MOJI3Ba clie/HaTa KOHBEHLMs: MHOro 4yectu (= 1/10); gectu (= 1/100, < 1/10);
HewecTH (2 1/1000 < 1/100); peaku (= 1/10 000 < 1/1000); muoro peaku (< 1/10 000), BKAIOYHTEIHO
€/IMHUYHU CHOOLLEHHUA U ¢ HEM3BECTHA YecToTa (OT HAJIMYHUTE JaHHH HE MOJXKE J1a Ob/ie HanpaBeHa
OLIEHKA).

Hexenanure cbOMTHA B MCTOPUYECKUTE JaHHU OT KJIMHWYHHU NMPOYYBaHUS Ca €IHOBPEMEHHO PEAKH U OT
orpaHu4eH Opoi nauueHtu. JloknaapaHure cbOMTHA B LLIMPOKATA MOCT-MAPKETHHIOBA MPAKTHKA, MPH
TepaneBTHYHH/PErMCTPUPAHM U TIPENMCAHM 03U ca npeacTaBeHu no-gony no MedDRA cucremo-
OpraHHH KJIaCOBE.

HOP&HH OrpaHU4C€HH JaHHH OT KIIMHHYHH IMPOYy4YBaHHUA, 4HECTOTATA HA TE3H HEXKECJIAHU PCAKILIHH HC €
H3BCCTHA (He MOZKE J1a 61::,113 OLHCHCHA OT HAJIHYHHUTEC ,IIEIHHH), HO NMOCT-MApKETHHIOBHA OIMHT IOKa3Ba, 4c

HexeslaHuTe peakiuu ca peaku (=1 / 10 000 no <1/1000) u, ye cepuo3HUTE peaKkLMi ca MHOTO peIKH
(<1/10 000).

I[Tapaneramou

Cucremo-oprannn kiacope | Hexenana peakuus

HapyluuieHus Ha KpbBTa H TpomGoumTonenus', Arpanynouunrosa’, [Tanuurone

nuMdHaTa cucTema Jleskonenus', Heyrponenus'

HapyumeHnus Ha uMyHHarTa CBpbXUYBCTBHTEIHOCT, BKJIIOYMTEIHO aHaduna;

cucTrema AHTHOE/IEM H CHHAPOM Ha CtuBbHC-[PKOHCBH, T@
enuaepmaiHa HEKPOJIH3a’ = [

Pecnuparopuu, rpsaHU U Bponxocnazbm’ :

MEAMACTUHAIHH HapYILIEHHUS 5




CromalHo-4peBHU

["anene, nospwllaHe, auapus, IMCkoMpopT B KopeMHaTa ods1act

HapyLIEHUs
Xenaro-OunuapHu Yepuoapobua auchyHkums

HapyLUEHUs

Hapywenus Ha Koxarta u O0puBs, cbpOeK, 3a4epBABaHE, YPTUKAPH, AJIEPrHYEH J1€PMATHT
NOJIKOKHATA ThKaH

'"ToBa He ca cbOMTHS, 3a/Ib/DKMTEIHO CBBP3aHHU C NapaLeTaMorl.

*Ciiyyau Ha CepUO3HM KOKHU PeakiMH ¢a J0K/1aBaHW MHOTO PSJIKO.

*Umano e ciyyan Ha OPOHXOCNA3bM ¢ MAPaLETAMOJl, HO T€ ¢a MO-BEPOATHH IIPH aCTMATHIIH,
YYBCTBUTEJIHH KbM aLIETWICAIMLINIIOBA KHCEJIMHA WU IPYTd HECTEPOUIHH NIPOTHBOBB3NAJIUTE/IHHA
nekapcTeeHu npoayktu (NSAIDs).

Pennsedpun

CHcTeMo-0prannm Kjiacose

Hexenanu pPeaAKIIHH

HapywieHus Ha uMyHHaTa
CHCTEMA

CBpbX4YBCTBHUTEJIHOCT, JIEPrUY€H AEPMATHT, YPTHKApHS

[IcuxuyHu HapylueHus

CbcTOsiHHE Ha 00BPKAHOCT, HEPBHOCT, pa3Apa3HUTEIHOCT,
0€e3MOKOMCTBO,

HapyumeHnus Ha HepBHaTa
CUCTEMA

3amMasiHOCT, riiaBobonue, 0e3cbLHUe

Hap}’lueHH}'I Ha OYHUTC

Mupuasa, 0CTpa 3aKpHTOBIbJIHA IJIayKoMa'

Chbp/ie4HH HapyLIeHus

[ToBHIlIEHO KPBBHO HaJIiraHe, TAXHKAPIAUs, ChbpLieOUeHe

HapyueHnus Ha koxara u

Obpus

MOJAKOKHATAa ThKaH

CToMalluHO-YpEeBHH ['apeHe, noBpwblaHe, AUAPUA

HapyLUeHHs

Hapyuienus Ha 6u0peumte u | Jlu3ypus, 3aabpiKaHe HAa ypHUHA’
 YPHHApHHA TPAKT

'Haii-BeposTHO € /1a ce NOABAT MPH X0Opa CbC 3aKPUTOBIBIIHA ITIAYKOMA.
*Haii-BeposATHO € J1a ce NOABSAT MPH XOpa ChC 3aMyLlIBaHe HA MTMKOYHHS MEXY], HalpUMep TaKHBa C

npocTaTHa xuneprpodus.

I'Balipenesun

Cu CTEMO-OPraHHH KJIACOB€

Hexenann peakuuH

HapyuieHus Ha UMyHHaTa
cucTema

CBpBbXUYYBCTBUTETHOCT, BKJTFOYMTENIHO aHADWIAKTHYHH PEaKL|H,
aHrMoeeM

PecnupatopHu, rpbiHA U
ME/IMaCTHHAJIHK HapyLISHHUs

Tucnxes'

CromalHo-4peBHH
HapylIeHHs

["aneHe, noBpbllaHe, Hapus, KOpeMeH AUCKOM(OpPT

HapylieHus Ha koxkara u
NOJAKOXHATa ThKaH

OOpuB, ypTHKapus

'lucriHes e Guia 10K/1a1BaHa KaTo acOLMMPaHa ¢ APYrH CHMITTOMH Ha XHIIEPTOHHS.

CpoOLiaBaHe Ha NOAO3MPAHU HEKETAHH PeaKiiu

CpobiaBaHeTo Ha NOJO3UPaHU HEXKEIAHU PeaKLMK Clle]l pa3peluaBaHe 3a ynorpeda Ha J1eKapCTBEHHUs

HEXKeslaHa peakLMs Ype3 HaUMOHAJIHA CHCTEMa 3a ChOoOLIaBaHe.

bbarapus

M3nbiHUTENIHA areHLus 110 JIeKapcTBaTa

yi. ,,Jlamsan I'pyes” Ne 8




1303 Codus
Ten.: +35 928903417
yebcaiiT: www.bda.bg

4.9 ITpenoznpane

[IpvemMbT Ha [I0-BHCOKH J03H OT MPENOPBUYAHUTE MOXKE Ja A0BEAE 1O CEPHO3HH 3paBOCIOBHH
npobnemu. M3HckBa ce Obp3a MeaulLIMHCKAa HaMeca, JOPU NIPH JIMICA HA NIPH3HALIE WIH CUMIITOMMU.

IHapaneramoa
[Topanu pHCK OT TEXKO YBpeXKJaHe Ha YepHUs Apod B cay4ail Ha npegozupate, naipesture HE Tpsadsa
Ja MpHEMaT ApYrd napateTaMoi-ChIbPXKalUH NPOAYKTH € THOBPEMEHHO.

[1pu ocTpo npeao3HpaHe NAapaLEeTaMoll MOXKE Jla OKaXe XCNATOTOKCHYCH eQEKT WK A0PH Ja NPHYHHH
HEKpO3a Ha YepHH: Apod U 4epHOApOoOHA HETOCTATBYHOCT, KOATO A3 H3UCKBA Y€PHOAPOoOHA
TpaHCIUIaHTalMs WK Aa AoBefe 10 cMbpT. [Ipeno3upaHeTo ¢ napaieTaMmon, BKIFOUHTEIHO BHCOKA 001a
1033, JOCTUTHATA 34 NPOIBIKHTENCH MEPHO/], OT BpeMe, MOXE Ja NPUYUHU HedponaTusa ¢ HeoOpaTHMa
Y¢PHOAPOOHA HEIOCTATHYHOCT.

YepHoapoOHO yBpeskaaHe € Bb3MOXKHO NpU Bb3pacTHH, npuenu 10 g wan noeede napaueramon. JlpuemMsr
Ha 5 g WM NOBEYE MapaieTaMosl MOKE /1a JIOBE/E 10 YEPHOAPOOHO YBPEK/IAaHE TIPH NALMEHTH, KOHTO
HUMaT pUcKoBH dpakTopu (BUXK 1MO-10aY).

CHMNTOMHTE Ha Npeno3vpaHe ¢ napaueTaMon npes nbpeHTe 24 vaca ca 61eIHOCT, rajeHe, NOBPHILAHS U
anopekcud. Kopemaara 6oika Moxke 1a 05 e MbpBHAT IPH3HAK 38 YEPHOAPOOHO YBPEKAAHE, KOETO
O00HMKHOBEHO HE Ce NMpoABsiBa Npe3 nbpBuTe 24 10 48 Yaca, a NOHAKOra MoKe Ja ce 3abaed 4 1o 6 QHu
CJIE/ MOTJIBIUAHETO. YBPEXKAAHETO HA YEPHUA Apo0 00MUaHO € MakcumMyM 72 10 96 yaca cien nmpHema.
Morar Aa BE3HHKHAT OTKIOHCHHA B TMIOKO3HUA MeTaboNu3bM ¥ MeTabonuTHa aun1o3a. [Ipn Texko
OTpaBAHE YEPHOAPOOHATA HEAOCTATHUHOCT MOXKE Aa [IPOrpecHpa A0 CHIECMANONATHA, XEMOPart,
XHUIOTIMKeMHA, Lepebpanied eneM ¥ cmbpt. JOKJIaABaHH Ca Cily4yay Ha MAHKPEATHT.

[InazMenaTa KOHLUEHTpAaLMA HA NapaieTamon TpAOBa Aa ObAe H3MEpPBaHA HAa YETBLPTUA Yac HIIM HO-
KbCHO CJie]] MpHeMa ([O0-paHHH KOHHECHTPAIMHA He ca J0CTOBEpHH). JleueHue ¢ N-aueTHINMCTEHH MOXKE
Aa 0bae mpuiarado o 48 Jaca cnes npreMa, Ho TpaOBa J1a ¢e uMa NPe/IBH, Y€ MAKCHMAIICH
MPOTCKTHBEH ePEKT ¢ BB3MOXKEH [i0 8 Yaca cieq npremMa. EQeXkTHBHOCTTA Ha aHTHAOTA PA3KO HaMaaBa
CJIe/l U3TUYAHETO Ha ToBa Bpeme. [Ipn Hyiaa, Ha maryedTa TpabBa /ia ce NPHIOKH UHTPABEHO3HO N-
AUCTHIUUCTEHH, B CHOTBETCTBHE € YCTAHOBEHUS JO30B PEXXUM. AKO IPY NALKMEHTa JIMIICBA NOBPBIIAHE,
MEPOPATHUAT METHOHHH MOXKe Jia ObJe NOAXOIAII BAPHAHT 33 OTHAJICYCHH MECTa, KOUTO HAMAT OOJIHHLA
Habnu30. JleueHrueTo Ha NALMEHTH ¢ TeXKa YepHoApoOHa aucdyHKOuA cnea 24 yaca cnea npHema
Tpa68a Aa 0b€ KOHCYATHPAHO ¢ MECTHHA HAUHOHAIEH TOKCHKOJIOTHYEH [IEHTHP WIH YepHOIpoOHO
OTACNCHUE.

JonbJIHHTEHA HRGOopMALIHSE
MmMa pucK OT OTpaBsHe 0CODEHO NPU NALUHEHTH ¢ YEPHOAPOOHH 3a00MABaHNA, ¢ XPOHHYEH alIKOXOITUIBM
HITH XPOHWYHO Heloxpansane. [Ipenosupanero Moxke na Obae ¢paTanHO B TAKHBA CI1yYaM.
PHCKDBT € MO-BHCOK, aKOMMa BEPOSTHOCTHALMEHTUTE AA A C UIYEPIaH MIIyTATHOH:
® 3KO ¢a HAILIArOoCpO4HO JISYeHHE ¢ KapbamasenuH, perobapbuTail, PeHHUTOUH, NPUMHIOH,
PHGAMIHLMH, IPOYKTH € XBIT KAHTAPHOH WK APYTH JIEKAPCTBA, HHAYLMPALUH YEPHOAPOOHHUTE
CH3HUMH,
axKo PEAOBHO yNOTPEOABAT €TAHON B KOJIMMECTBA, MO-FOJIEMU OT HOPMAJTHUTE,
¢ B C/Iy4Yad Hanp. Ha XpaHWUTEHH HapylIeHHA, KucTo3Ha pudbposa, HIV uHbe

KAXEKCHA.
\
®enunedppun 64 I
Edexrure Ha npentozupane ¢ peHunedpun ca npeAMMHO NIOPa M CUMIIATOMHUMETHE

KOATO BKJIIOYBA [IPOMEHH B XeMOJHHAMHKATA, CbPASHHO-CHA0OB KONAIC H pecmipﬁ
Morat na BB3HMKHAT CHMIITOMH KAaTO CHHJIMBOCT, KOATO MOXKe 12 OBAe HﬂcﬂenBaHi}o
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NpHY Aeua); OObPKBAHE, HAPYLLIEHHUA B 3pEHHETO, XaJHOLMHALIMH, OOPHB, FaACHE, NNOBPBINAHE, TOCTOSHHO
rnaso0ojMe, HEPBHOCT, 3aMasgHOCT, O€3ChHHE, XUNEPTOHUSA, OpaguKapaua, UMPKYJIalHOHHH HapyIeHHA,
apUTMKS, NPUNAXBLH, KOHBYJICHH H KOMA.,

JleueHHETO € CHMNTOMATHYHO H BKJTFOUBA MOAABPKAIH MePKH. XHUIIEPTEH3WBHUAT €PEeKT MoXKe Ja Opje
JIEKYBaH ¢ MHTPABEHO3HO NPUIOKEHHE HA alia-peuenTtopHi Oyokepd. B ciyyail Ha KOHBYJICMM MOXKE /ia
ObJe HA3HAYEH JIHA3ETIaM.

I'saiipenesnn

Panxo ca noxnafBaHy cny4ad Ha CTOMALIHO-YPEBEH AMCKOMGDOPT, raJi€He U [OBPbLUAHE [IPH MIPHEM Ha
rBaHQEHE3HH, OCOOEHO B MHOTC BHCOKH 103H. [laLuiieHTHTE MOXKe Ja MOMYBCTBAT ChUO ChHIHBOCT.
JIOKnanBaHM ca CllyYad Ha ypUHApHa KaJlKy/i0o3a NIpH NaLHEeHTH, NPHEMAaLllH I'oJIEMH KOJIHYECTBA
NEKapcTBa, ChAbPKAIILM rBalidenesnH B komOHHaLMA ¢ edeaprH. AGcopOupaHusT real(peHesHH ObP30
ce MeTabonu3upa u ce ekckpeTupa B ypuHara. [lanperture creaea aa 6p4aT NEKyBaHM CHMITTOMATHYHO,
MOBPBLUAHETO A C€ TPETHPA, KAKTO € YKa3aHo, 4pe3 BIMBaHe Ha ¢hiyHad U MOHHTOpUPaHe Ha
eJTHKTPOIUTHTE.

5. OAPMAKOJIOI'MYHH CBOMCTBA
5.1 dapMakoAHHAMHYHH CBOHCTBA

DapMakoTepaneBTHYHA rpyna: napaueTamos, KOMOHHaUMH ¢ H3KIL. IICHXOJENTHUN
ATC koa; NO2BESI

[TapameramMosr uMa eTHOBPEMEHHO aHAArETUYEH H AaHTHNMPETHUEH €(€KT, KOWTO MPHHLUUITHO C€
oDycnaBAT OT MHXMOHpALLKA MY €PEKT BhpXY NPOCTArIaHAWHOBHSA CHHTE3 B LEHTpATHATa HEpBHA
CUCTEMA.

PennnedpuHOB XHAPOXJIOPH/] OCHOBHO JCICTRA JHPEKTHO BLPXY 3JIPEHEPIHUHHUTE PELIETITOPH.
EdekrsT € npeanMHO BBhpXY atda-aTpeHepruyHaTa aKTHBHOCT H HAMA 3HAYUTENIEH CTUMYIHpaLl €(eKT
BBPXY LICHTPAJIHATA HEPBHA CHCTEMA B OOHMYaiiHu n03H. TOH npurexara o3HaTa AKTUBHOCT KaTo
Ha3ajleH JEKOHTECTAHT U JeHCTBA 4Pe3 BA30KOHCTPUKLHMS 38 HaMAaJIABaHE OTOKA H MOAYBAHETO HA
HOCHATA JIMraBHIA.

I'Balijenesdn € eKCHEKTOPAHT, KOWTO 00JIEKYaBa KAUUTMLIATA Ype3 MOBHILLIABAHE Ha 00eMa U HAMalABaHE
HA BUCKO3UTETa HA OPOHXHANTHATA ceKpelus. Taka yJaecH Ba OTAeNAHEeTO Ha Cy3 H HaMansea
JPa3HEHETO BLPXY OpOHXHaNHaTa ThKaH. [To To3u HaYMH PoMeHs HEeMPOAYKTUBHATa KallJIMLA, KAaTO 4
MpeBpHILA B IPOAYKTHBHA H [IO-PSJIKA.

He € u3BecTHO aKTUBHMTE CHCTABKH J1a HMAT CEAATHREH eheKT.

5.2 PapMaKOKHHETHYHH CBOHCTBA

IHapaneramon

[lapaueramon ce abcopbupa OBP30 W TOUTH HAITLJIHO B FACTPO-UHTECTHHAITHUA TpakT. I tasMennTe HUBa
Ha mapaueTaMoll OellexkaT MaKCUMaTHA KOHIIEHTpauKa Mexay 10 v 60 MEHYTH C/ied epopaicH MpHeM.
[lapauetamon ce MeTaboaM3upa B YepHUA Apod TIo TPH OCHOBHH HAYMHA: MIIOKYpOHHpaHe, cyndarnpaHe
W OKcHaalug. ToH ¢e ekcKpeTupa B ypUHaTa NpeiMMHO KaTO MNIIOKYPOHOBU H CyJIPpATHH CHEIUHEHHA.
CpeaHusT eTMMHHALHOHEH TIOMY>KHBOT Bapupa ot | 10 3 uaca.

Dennaedpun
OeunnedpuH ce abcopbupa OT racTpo-HHTECTHHAIHKS TPAKT H NpeMHHaBa ,,firs aHe
Yype3 MOHOAMMHOOKCHAA3a B 4CPBATa U YEPHUA P00, €TOo 3a110 NpU NepopancH
onoHanMYHOCT. DeHUNEDPHHBT C€ EKCKPETHPA B YPHHATA TTIOYTH HAITBITHO 10
Cbe¢auHeHue, MakecuMmaniu HMBa HA NNA3MEHATa KOHIEHTpaUuMs ¢e JOCTUIaT N
a CPECAHHUAT CIMMHHALHOHEH MOJIY)KHBOT € OT 2 10 3 yaca.



I'BaidenesHn

['Baiidenesnn ce abcopOupa OBP30 M HANMBJIIHO OT racTPO-HHTECTHHAJIHHMA TPAKT CE/L EpOopasICH NPHEM.
MaxkcuManHu TW1a3MeHH KOHIIGHTpAUWH Ha reaiideHesuH ce qocTHraT Mexxay 15 v 30 MuHyTH cien
nepopaneH npueM. I'BaiidpeHezun ce Metaboau3npa oCHOBHO 10 OeTa-(2-MeTOKCH(EHOKCH) MIIEYHA
kucenusa. [lnasMeHuaT nonykueoT Ha reaiideHesnH e npubnusutento cpeano | yac. I'paiidenesun ce
EKCKpETHpa Obp30 U NOYTH HAMKJIHO NIpe3 ObOperute. 8§1% u 95% ot npunoxeHara o3a ce NoABABA B
ypHHaTa, CbOTBETHO HA 4-Hs U 24-ua Yac.

5.3 IIpeax/MHHYHH JaAHHH 332 0€30IIACHOCT

He ca sanvyHu npesknMHUYHE JaHHY 33 TO3U NPOAYKT.

JIunceaTr KOHBEHUHMOHAIIHH ITPOYYBaHH, U3MOJ3BAILH NPUETHTE MOHACTOAILEM CTAHAAPTH 3 OLCHKA Ha
penpoOAYKTHBHE TOKCHYHOCT U TOKCHYHOCT 34 PA3BUTHETO.

[IpeaKIMHHYHATE NaHHH HE NMOKa3BaT 0coOEH PUCK 3a XOpaTa B TEPANIERTUYHO PEICBAHTHH JA03H Bb3
OCHOBA Ha MPOYUYBAaHHA ¢ (PEHMUICPPUH NTPH MOBTOAPEMOCT HA JO3HTE 32 TECTBAHE HA TOKCHUYHOCT
r€HOTOKCHYHOCT WIH KaHLeporeHHoct . Hiama 1aHHM 3a u3cneIBaHNug BbpXyY )KHBOTHH, CBBP3aHH C
(pepTUNUTETA, TOKCHYHOCT NPU PAHHO EMOPHOHAITHO Pa3BHTHE, TEPATOreHHOCT WM KaHLIEPOreHHOCT Ha
rBalECHE3HH.

6. ODAPMAIIEBTHYHH JAHHH
6.1 CnachbK Ha MOMOIIHUATE BelecTBAa

3axaposa

Hatpues unrpar

be3poHa TUMOHEHA KHUCEIIHHA

BrHeHa kucenvHa

Apomart Ha numoH 87A(069

Apomar Ha JiHMOH 875060 (crabpka Oy THAXHAPOKCHAHU30M)
[IpaxooOpa3en meHTONIOR apoMaT 876026
Anecyndam kanuii (E950)

Apomat Ha 1umoH 501.476 / AP 05.04
Acnapram (E931)

ApoMaTt Ha JTHMOH 875928

XHHOJHHOBO X100 (E104)

6.2 HechBMeCcTHMOCTH

Henpunoxumo

6.3 Cpoxk HA roJHOCT

3 rOOUHU.

6.4 CrenHa/InH YCII0BHA HA ChXPAHEHHE
Ha ce cexpanasa nopa 25°C.

6.5 Bua H esaABpxKAHEE HA ONAKOBKATA

Besko came (csawpxa 5,16 g Tepadny Makc [Ipoctyaa u Kamnuua) ce cbeToM OT
nsrpageH ot xaptus/LDPE/anymunnii/iioHoMep (coi B KOHTAKT ¢ POJYKTa)
Copabp:kaHHe Ha onakoBkata: 10 cawera.

6.6 CHEelHAIHH NpeINa3HH MePKH NPH H3XBbpJIdHe H paboTa



Hen3non3paHuAT JeKapcTBEH NPOAYKT HIH OTNIAABUHUTE MaTEPHAIH OT HErO TPAOBA /14 CC U3XBBPIIAT B
CBOTBETCTBHE C MECTHUTE U3MCKBAHMA,

7. HHPHTEKATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Mpnanaus

8. HOMEP HA PASPEIIEHHUETO 3A YIIOTPEBA

Homep Ha paspewuecHueTo 3a ynotpeda: 11-33076/01.04.2016
PeructpauunoneHd Homep: 20160103

9. JATA HA ITBPBO PA3PEINIABAHE/TIOJHOBSABAHE HA PA3PEIIIEHAHUETO 3A
YIIOTPEBA

Jlata Ha mBPBO pa3peiuasaHe 3a ynorpeda: 01 anpun 2016

10. JATA HA AKTYAJIN3IUPAHE HA TEKCTA

despyapu 2023
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