1. MME HA JIEKAPCTBEHHA MPOAYKT

Tepaday Maxkc lpocryaa u Kamauua 1000 mg / 12,2 mg / 200 mg npax 3a nepopaJjieH pa3TBop
Theraflu Max Cold and Cough 1000 mg / 12,2 mg / 200 mg powder for oral solution

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesko caule coabpika napaieramod (paracetamol) 1000 mg, dpennneppruHOB XHAPOXIOPU
(phenylephrine hydrochloride) 12,2 mg (orrosapsuio Ha 10 mg ¢penunedpun 6a3a) u reaiigeHesnt
(guaifenesin) 200 mg.

[ToMOLHY BELECTBA C U3BECTHO NEUCTBHE: BCAKO callle Chbpxka 2 g 3axapo3a, 117 mg HaTpuii
(exBHBaIEHTHH Ha 5.1 mmol 3a cawe) u 30 mg acnapram (E951).

3a MbJIHKA CIUCHK HAa MOMOILHMTE BEILIECTBA BUXKTE TO4Ka 6.1.

W3NMLITHWTETHA ATEHUMWSA N0 NEKAPCTBATA |
Kpamxa XapanmepucimiuKa Ha npogyxma - [puromenue 1

3. JEKAPCTBEHA ®OPMA

[Ipax 3a nepopasieH pa3TBop. R, T 51, s RyE iy OO TPRER R,
[Toutu 65451 cBOOOHO TEWIMB Mpax, 0€3 roaeMu arjioMepaTu U
17 -04- 207k
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4. KJIHUHHUYHU JAHHH
4.1 TepaneBTHYHH NOKA3aHHSA

3a KpaTKOCPOYHO 00JIEKYEHHE HA CHMITTOMUTE Ha NMPOCTY /A, BTPUCAHE W I'PHII, BKIKOYMTENIHO cilabda 110
ymepeHa 00Jika W/WIKH TeMIepaTypa, Ha3ajlHa KOHMeCTHs, C OTXpayBall eeKT NP MPOAYKTHBHA
KalUTHLA.

Tepaday Makc [Ipoctyna u Kamuna e npenqHa3sHa4ueH 3a Bb3pacTHH W IOHOLIMW Hal 16 roauHw.

4.2 Jo3HpoOBKa H HAYHH HA NPHJOXKEHHE

I1o3upoBKa
Bb3pacTHH, NAalHEHTH B CTAPYeCKa Bb3PACT U IOHOLIH HAa H HaJ 16 roannu, ¢ Terao or S0 kg n

nose4e

Enxo cawe ce npuema Ha BcekH 4 110 6 4aca, cnope Hy»kaara. MakcumanHara IHEBHa 11032 He TpAOBa J1a
HaJBMIIABa 3 camiera 3a 24 yaca (no 1 camre 3 mbTH Ha AieH). MUHUMAaNIEH MHTEPBAI Ha Jo3MpaHe: 4 yaca.
[IpoabIKHTETHOCTTA Ha JIeYeHUWETO He TpabBa aa Obje noseye OT 3 JHH.

He Tps0OBa na ce npeBMilaBa yka3aHaTa 103a. Tpa0Ba Ja ce npyemMa HaW-HMCKaTa 103a, KOATO OKa3Ba
TepaneBTH4YEH e(eKT, 3a Hal-KpaTbK NEPUO/ HA JICYECHHE.

[TauueHTUTe TPAOBA /1a MOTHLPCAT JIEKapCKa MOMOILl, aKO CUMIITOMUTE MTPOABLIDKAT WK CE BIOLIAT Clie]
NMPHEM B NPOJIb/DKEHHE Ha 3 THM WK aKO KalUIMLATa € MpUApyKeHa OT BUCOKA TeMIepaTypa, KOXEH
0OpHUB WK MOCTOSHHO I1aBOOOJIHE.

To3u NpoAyKT He TpAOBa Aa ce npuiara Npv Bb3pacTHH, NALMEHTH B CTap4ecKa Bb3pacT U FOHOIHK Ha U
Haj 16 roaMHu, KouTo ca ¢ Terno noa 50 kg.

ITeouampuuna nonynayus
To3u npoaykT He TpaOBa Aa ce npuiara rnpu:

e Jieua Ha Bb3pacT noja 16 roquHu;
® [OHOWIM Ha BB3pacT oT 16 no 18 rogunu ¢ Terno nox 50 kg.

[TauMeHTH ¢ YepHOAPOOHA HEAOCTATHBYHOCT
[Tpu nmaumeHTH ¢ HapylleHa YepHoApoOHa GyHKLMs Wik cuHIpoM Ha KwuiOep, no3ara

HaMaJleHa WK MHTEepBATBT Ha I03MpaHe Aa Objae yabpkeH. EqHokpaTHa n03a napail \‘a
e MOAXOAALIA 3a MaLHEHTH ¢ Y4ePHOAPOOHA HEAOCTATBYHOCT, MPU KOUTO € Heobxon ; ipfnmggfmz 2, 1\
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Ha na3zapa morar aa Ob4aT HaMepeHHU NMO-NMOAXOAALLM JieKapcTBeHU GopMH. [1pu naLUHeHTH C
4YepHOAPOOHO yBpexIaHe, o0laTa JHEeBHA 103a He TpA0Ba 1a HaJABHIIaBa 2 cawera 3a 24 yaca (¢
MHHHMMAJIEH HHTEPBaAJ OT 8 yaca Mexay caiierara).

[lauueHTH ¢ 6LOPEYHA HEAOCTATHLYHOCT

To3u nekapcTBeH NpoayKT TpAOBa a ce M3MoJi3Ba C MOBHIUIEHO BHUMAHHKE M 1101 JIEKAPCKKU KOHTPOJI [PH
naureHTH ¢ 6b0peyHa HegocrarbyHOCT. EnHOKpaTHa no3a napaueramon 1000 mg He € noaxonsia 3a
MalKdeHTH ¢ riomepyiHa puntpauus < 50 ml/min, npu kouTo € HeoOxonuma no-HKUCKa ao3a. Ha naszapa
MOrar fia ObAaT HaMEepPEeHH NO-NMOAXOAALLHY JEKAPCTBEHU (POpMH.

HayuH Ha NpUIOXKEHUE

3a nepopaiHa ynorpeba. ChabpKaHMETO Ha €IHO callle ce pa3TBaps B CTaHOApPTHA 4allla ropeiia, HoO He
Bpssia Bojaa (250 ml). Ocraea ce na ce oxJiaau A0 NpUEMJIMBa TEMIIEpaTypa 3a NMeHe U TpAdBa Ja ce
M3MKE, J0KATO € OLIE TOIa.

Cinen pa3TBapsiHE HAa ChbABbPAAHUETO HA CallIETO B ropeulara BoAa, TEHHOCTTA € C NMPO3payHO-XKbJT LUBAT €
XapaKTepeH LIMTPYCOB/MEHTOJIOB MUPHC, 6€3 4yXKJIM YaCTHLIM.

4.3 [IporHBONOKa3aHHA

CBpBbX4YBCTBUTETHOCT KbM aKTUBHUTE WK KbM HAKOE OT MOMOIIHUTE BELIECTBA, U30pOEHH B To4Ka 6.1,
CobpaeuHo 3aboiaBaHe, XUNICPTOHUA.

Iuaber.

XHUINEPTHPECOUIU3BM.

3aKpUTOBIbJIHA IJIAYKOMA.

DeOXpOMOLIUTOM.

[lauMeHTH, KOUTO NMPUEMAT WUJIK Ca NMPUEMATTH MPE3 NOCICAHUTE ABE CEAMHULM MOHOAMHUHOOKCUIA3HH
uHXuburopu (MAOISs), TPHUMKIHYHK aHTHAENIpecaHTH, OeTa-010kepy (Bx. Touka 4.5).

[laupeHTH, npueMalluy CUMINAaTOMUMETHLIA KAaTO AEKOHI€CTAHTH, MPOAYKTH, IMMOTUCKALIU AlETUTA U
aM(peTaMUHONOAO0OHHM NCUXOCTHMYJIAHTH (BXK. To4kKa 4.5).

4.4 CrneunajHu npeaynpekieHHs H NpeanasHH MepKH NpH ynorpeda

[Taumenture HE TpabBa na npuemMar €1HOBPEMEHHO APYIH NapaleTaMmo-ChaAbpKallu NMPOAYKTH, Thi
KaToO TOBa MOXe J1a AoBee N0 npeaosupade. [ Ipeano3upaHero ¢ napauetamos MOXe Aa NPpUYHHH
YepHOAPOOHA HEAOCTATBYHOCT, KOATO 1a M3MCKBA YEPHOAPOOHA TpaHCIUJIAHTALlMA WK a I0OBEJIE 10
CMBPT.

[TauueHnTute He TpAOBaA Aa NpUEeMaT €AHOBPEMEHHO U APYTH JIEKAPCTBEHU MPOAYKTH Cpely NpocTyaa,
cpelly Kaluldla WK ApyT NeKOHIe€CTaHT.

Karo usano, oOMyaifHUAT MpUeM Ha aHAIreTHIIH, NMO-CreLMaTHO KOMOMHALIMA OT HAKOJIKO aHAJINreTHYHH
BELLECTBA, MOXE Ja JOBE/AE A0 TpailHO yBpexaaHe Ha ObOpeuuTe ¢ puck oT ObOpevHa HeAOCTATHYHOCT.

[TauneHTH, cTpagalM OT XpOHMYHA KallJIMIA, KAKBATO Bb3HUKBA IPH TIOTIOHOIMYILEHE, aCTMa, XpPOHUYEH
OpoHxHUT Wik edusema, TpabOBa Aa ce KOHCYJITHPAT C JieKap, Npeay Jia NpyueMaT TO3HM JIEKapCcTBEH

NPOAYKT.

TpabBa na ce u306darea ynorpebara Ha aIKOXOJIHM HANMUTKHU NPH NMPUEMa Ha TO3M JIEKApCTBEH Npoaykr. Jla
ce BHUMaBa C ynorpebara Ha napaiueraMosl MpH NaLMEHTH C aJ1KOXO0JIHA 3aBUCUMOCT (BXK. To4Ka 4.5).
PuckoBeTe OT npeao3upaHe ca rno-roj€MHM IMpU Xopa ¢ HELIMPOTHYHO AJTKOXOJIHO YEPHOAPOOHO
3aboaBaHe.

[IpenopbyBa ce MOBHILIEHO BHUMAHHWE MPH NPUJIAraHe Ha NapaueTaMo Ha MalMeHTH C JIeKa U yMepeHa
O0bOpeYHa HEAOCTATHYHOCT, JIEKa 10 YMEpPEHa XenaToLelyJlapHa HeJIOCTaThbYHOCT ( BKJIFOYHTETHO
cuHapom Ha Gilbert), Texka yepHoapoOHa HeaocTaTb4HOCT (Child-Pugh > 9), ocTep xenarwur,
CbITBTCTBALLIO JICYEHHUE C JIEKAPCTBEHHU NMPOAYKTH, NMOBJIMABALM YEPHOAPOOHHUTE PYHKLIMH.

JIoKJ1aiBaHH Ca Cliy4au Ha 4YepHOApPOOHA AUCPYHKLMA/HEAOCTATHYHOCT MPH NALMEHTH C HAMaJIEHH HUBA
Ha IJIyTaTUOH, KAKBUTO Ca MAlIMEHTHUTE: C TEXKKO HEJIOXPAHBAHE; aHOPEKCHA; C HUChK UH/ICKe:
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To3u nexapcTBeH NPOAYKT TpAOBa 1a Ce U3M0N3Ba C BHUMAHHWE MPHU NALIMEHTH C:
e [IpocraTHa xuneprpodus, Thbil KaTo ca CKJIOHHH KbM 3aJIpbXkKa HA YPUHA WIIH KbM JH3YPHS.
e Oxuy3uBHa BackynapHa oonect (Hanp. Cunapom Ha PeiiHo);

e HamaneHu HMBa Ha NIYTaTHOH, Thi KaTo ynoTpebara Ha rnapaueTaMosl MOXe Jia MOBUIIK pUcKa
oT MeTaboJIUTHA allKM034.

To3u nexkapcTBeH NPOAYKT TpAOBa a ce U3no3Ba C NOBUIICHO BHUMAaHUE U MO JIEKAPCKH KOHTPOJI NPH
MaUMEHTH C TexKa ObOpeuHa HenOCTaTHLYHOCT (BXK. TOUYKA 4.2).

Ha ce ynorpebsBa ¢ BHUMaHME NpHU NALMEHTH, NPUEMAIIM clieHUTeIeKapcTBa (BX. Touka 4.5):

¢ AHTHXMIIEPTCH3UBHH JIEKAPCTBA, pa3JIM4HU OT OeTa-010KepH;

e Ba3OKOHCTPUKTOPHHU areHTH, KaTO €pProT alKalouaMu (HanpuMep: eproTaMuH, METHCEPIH/L);

e JIMrOKCHH U CbPAEYHH INIUKO3UIM;

e [lopaau yBeiuMyeHus pUCK OT MeTabONIMTHA allM103a ¢ rojiaMa aHMoHHa pasznuka (HAGMA) ce
Mpenopb4Ba MOBHILIEHO BHUMAHKWE NPH CHITBTCTBALLO MPHIOXKEHHUE HA (PTYKIIOKCALMJIUH H
napaweTamoJi, 0COOEHO MpH MaLMUEHTH C TEKKA CTENEH Ha 6 BOPEYHO YBpeXAaHe, CETICHUC,
HEJOXPaHBAaHE U APYrd U3TOYHUIIM HA Ne(HULMT HA INTYTAaTHOH (HAMNp. XpPOHHYEH AJIKOXOJIHU3BM),
KaKTO M [P TE€3U, KOUTO U3MOJI3BAT MAKCUMAJIHATa JHEBHA J03a napaueramoi. [Ipenopsuba ce
CTPUKTHO MpOCJIeAABaHe, BKIIOYUTEITHO H3MEPBAHE HAa 5-OKCONPOJIMH B YpPUHaTa.

To3u nekapcTBeH NPOAYKT ciensa aa Obae npMeMaH camo, ako MPUCHCTBA BCEKH €/IMH OT CJIEIHUTE
CHMIITOMHU: OOJIKa W/UJIM TEMIIEpATypa, Ha3alHa KOHIeCTHUA M NMPOAYKTUBHA Kawuua. Toi Tpabsa na ce
M3M0J13Ba HE MOBeYe OT TpH AHU. [lanMeHTHUTE clieiBa 1a MOTBHPCAT JIeKapcKa MOMOIL, aKO CUMIITOMMUTE
MPOABJDKAT MOBEYE OT 3 AHM, BJIOLIAT CE WIIM aKO KalUIMLATa € NpUIpykeHa ¢ BUCOKA TeMIeparypa,
KOX€H 00pUB WJIM MOCTOAHHO IN1aBoOoJIKeE.

[lenuarpuyHa nonynauus
JlekapCTBEHHUAT NMPOAYKT HE TpAOBa aa ce npuemMa ot aeua noAa 16 roauHu Win HOWMU Mexay 16 1 18
roauHu, Texatu noa S0 kg.

Uudbopmalys OTHOCHO NOMOLHUTE BELIECTBA
To3u npoaykT cbabpka:
¢ 3axaposa: [launeHTu ¢ peaku HacieACTBEHH NPobieMU Ha PPYKTO3HA HEMTOHOCUMOCT, INTHOKO030-
rajakTo3sHa ManabcopOuus UK 3axapo30-U30MaiTa3Ha HEAOCTATHYHOCT He TpAOBa 1a npueMar
TOBa JiekapcTBO. EQHO cale chabpka 2 g 3axapo3sa (3axap). ToBa TpabBa ga Obj€e B3€TO Noj
BHUMaHHE MNPH NALKMEHTH ChC 3axXxapeH quaber.
e Harpuii: Eqno cawe csabpxa 5,1 mmol (117 mg) HaTpuii, ekBuBasieHTHH Ha 6 % oOT
npenopbuBaHus 0T C30 MakcuMasieH THEBEH MPHEM OT 2 g HaTpHH 3a Bb3PacTeH.
e Acnapram (E951) (30 mg B enHo came): Cbabpka acnapTaM KaTo U3TOYHUK HA (PeHUJIANIAHUH U
MOXe /1a Ob/1ie BpeleH 3a Xopa ¢ GPeHWIKETOHYPHA.

4.5 Bianmo/elcTBHE C APYIH JIEKAPCTBEHH NMPOAYKTH H APYrd GOpMH Ha B3aHMoJelicTBHe

Ilapaueramou

AHTHKOAryJIJaHTHUAT €QekT Ha BapdapuH U OIPYyrd KyMapuHH MoXe na Obae 3acHiieH NpU
[NpOAB/DKMTENHA, PE10BHA ynoTpeda Ha MmapaueTaMoJl, KOETO MOXe Jia IOBEI€ 10 MOBUILIEH PUCK OT
KbpBeHe. MHUMAeHTHaTa ynoTpeba Ha napaueTaMoll HAMa 3HaYuTeIeH eeKT B TAKUBA CIy4YaH.

MeToknonpaMul Wik JOMIEPUIOH MOraT Aa MOBHUILIAT CKOPOCTTA a Ha abcopOLuA Ha napaleTaMoll.

[TapaueraMos MOXe Aa yYAB/DKH IUIa3MEHUS MONYKHUBOT Ha xJiopaM$eHukon. Brnpeku ToBa,
xJiopaM(pEHHUKOJI C JIOKATHO MPHJIOKEHHE 3a JICYEHHE HAa OYHHM HH(PEKLIMK MOXKe 11a Ob1e U3MOJI3BaH.

[TapauieTamon MOXe 1a Hamanu OMOHAJIMYHOCTTA HA JJAMOTPUIHH, KaTo € Bb3MOXHO Taka Ja HaMaJlu
edekTa My, NOpaay Bb3MOXXHOTO YCHIEHO MeTabonu3upaHe B YepHUs 1po0.

XoJsiecTHpaMHH MOXe J1a HaMau abcopOuuaTa Ha napaueramosl. XoJeCTUpPAMUH He
10 1 4ac caen npueMa Ha napaueTramoll.

Ja ce npuemMa




PenosHara ynorpeba Ha napaueramos eJHOBPEMEHHO ChC 3UI0BYIMH MOXE J1a MPHYHHU HEYTPONEHHUA U
yBeJIH4aBa PUCKa OT YEPHOAPOOHO yBpexaHe.

HEHEPCTBOTO 3a 1nojaarpa, I'IpOﬁEHHU,H,[l,, HaMalidBa KJIMpbHCA HA MNapalc€TamMoll, KOCTO Hajlara HaMaJIABaHC
Ha Jo3ara napauc€ramMoJi 1pH CbITbTCTBALLlA TEPAITHA.

XenaToTOKCMYHUTE BELLECTBA MOraT [a YBeJIMYaT BEPOATHOCTTA OT HATPyNBaHE HA NnapaleTaMoll U
npeao3upaHe. PUCKBT OT XEMaTOTOKCHYHOCT Ha MapaueTraMosl MOXe /1a Obe yBEIHYEH C JIEKApCTBa,
KOUTO HHAYLMPAT Y€PHOAPOOHHUTE MUKPO3OMAJIHA €H3MMH, KaTo 0apOUTypaTH, aHTHENUIENTUYHH
cpenctna (T.e. peHUTOUH, peHobapOuTan n kapbamasenuH), JIEKAPCTBEHH MPOAYKTH 32 JIEYEHHE Ha
TyOepkoso3a (T.e. pudpaMnUUUH U U30HWA3U]) U NPEKOMEPEH NMPHEM Ha AJIKOXOJL.

[TapaiieTamon MOXxe Aa nosnuse Ha GocdareH TECT 3a U3ciieABaHe Ha MMKOYHA KHCEJTHHA.
CanuuunaTi/cCaTdLMIaMK/] MOTaT 1a YAbJDKAT EJIMMUHALIMOHHMSA MOJY)XHBOT Ha MapaLeTamoll.

Heo6xoauMo € noBUILIEHO BHUMAHME MPHU ChITBTCTBALLA yHoTpeba Ha (yKJIOKCALMIJIMH U Napaueramor,
Thi KaTO €IHOBPEMEHHMUAT MPHEM CE€ CBbP3Ba C MeTa0OIMTHA aLM103a C NoJisMa aHUOHHA pa3JiuKa,
0c00€HO NpH MaUMEHTH C PUCKOBU GakTOpH (BXK. TOUYKA 4.4).

JloknanBaHu ca (papMaKkoJIOrHYHM B3aUMOICHCTBUA Ha MNapaLeTaMor ¢ peauvua Apyru jJekapersa. Te cac
MaJIKO BEPOATHO KJIMHUYHO 3HAYEHHE B PAMKHUTE HA I030BUSA PEIKUM.

OennyieppHH

DenunedpuH Moxe aa 3acuiu edekra Ha MOHOaMMHOOKCcHAa3HUTEe UHXUOUTOpU (MAOIS, BKIIOYHTEIHO
MoKkJ100eMu 1 OpodapoMHH) 1 1a Mpeau3BUKa XHUIIEPTEH3UBHH B3auMoaeicTBHA. YnoTpebara e
NMPOTHBOIOKAa3aHa NPy NMalMeHTH, KOUTO npueMar uiu ca npueManu MAOIs npe3 nocieaHuTe ase
ceIMHULIM (BXK. TOUYKa 4.3).

EnnoBpemeHHaTa ynorpeba Ha dpeHunepprH U ApYyrd CHMNAaTOMUMETHYHHU CPEACTBA WIH TPULIMKIIHYHH
aHTUAENpecaHTH (Hanp. aMUTPUIITUIMH) MOXE J1a YBEJIMYM PUCKA OT CHPIACHYHO-ChI0BH HEXEIaHH
edpexTH (BX. TOUKa 4.3).

®enunedpuH MOXKe Aa Hamanu epukacHocTTa Ha OeTa-010KepH (BXK. TOYKa 4.3) U Apyru
aHTUXMIIEPTEH3UBHH JIeKapcTBa (Hanp. 1eOpU30KBHH, FTBAHETUANH, PE3€PIIUH, METUA0MNA) (BX. TOYKa
4.4). PUCKBT OT XMNIEPTOHHUA U APYTH HEXENaHU ChPIACYHO-CHAOBH eDEKTH MOXKe [1a ObAe yBEJIMYEH.

CenbTcTBallaTa YnoTpeba Ha deHuneppuH ¢ AMrOKCUH M CbPACYHHM INTUKO3WIAN MOXE [a YBEJIMYU PHCKa
OT HapylllaBaHe Ha CbPACYHHUA PUTBM WM UH(PAPKT (BXK. ToO4Ka 4.4).

EnHoBpeMeHHaTa ynorpeba ¢ epror ajikajouii (eproraMMH ¥ METUCEPIHA): MOXKE /1a YBEJIIMYH PHUCKA OT
eproTu3bM (BXK. To4ka 4.4).

EnHoBpeMeHHaTa ynorpefa ¢ Xaore HipaHyd aHeCTETHLIM KaTo LIMKJIONPONaH, XanoTaH, eH(uypaH,
u3oguypaH MOXe J1a NpeAU3BUKa KaMEPHU apUTMHMH WUJIH 1A T BIIOLLIH.

I'vailipenesun

Vnorpebara Ha realipeHe3uH Moxe norpetHo aa nosuiid VMA Tecta (BaHWIMaH/E10Ba KUCEIHUHA),
aKo ypuHarta ce cbOHupa B paMkuTe Ha 24 4aca cnen npuem Ha Tepaguy Makc [Ipocryna u Kanuinua
npax 3a [epopajieH pasTBop.

4.6 @epTHaHTET, OPEMEHHOCT H KbpMeHe

bpeMeHHOCT
Tepadny Makc [1poctyna u Kaumnuna He Tpabsa aa ce npuema no BpeMe Ha OpeMeHHOCT.

[TapauieTaMoJ1: 3HAYMTEIHO KOJIMYECTBO JaHHU MPU OPEMEHHHM JKEHH HE MOKa3BaT HUTO MAJI(POPMATHBHA,
HUTO (peTO/HEeOHaTaTHA TOKCUYHOCT. Pe3ynraTure OT eNUIEMHOJIOrHYHUTE NMPOYYBAHHUs BbpX

HEBPOJOIrH4YHOTO pa3BHMTHE Ha A€LA C CKCIIO3HLUA HA MNapalcTaMoli in utero ca Heyﬁe H. #}Cﬂf@:x\
HeoOX0AMMO OT KJIMHUYHA IJIe/lHa TOYKA, NapaleTaMoll MOXe Jia ce npuiara no Bp gﬁejjfﬁg}i}k
HO TpAOBa 1a ce U3Mo/3Ba Hall-HUCKaTa epEKTHBHA 11032 32 Bb3MOXKHO Hall-KpaTKgyBPEME 1 é*ahswttg \1
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Haif-HHUcKara YectoTa. ITauuMeHTHTe TpAOBa Na ceaBaT NpenopbKara Ha Jiekaps CH MO OTHOLIEHUE Ha
yrorpebdara Ha JIEKApCTBEHUS MPOAYKT.

denunedpun: nasHuTe oT ynorpebara Ha peHuUnePpuH nNpu OpeMEHHHU ca OrpaHH4EHH.
Ba3okOHCTPUKUMATA HA MATOYHHUTE CHAOBE U HAMAJICHUAT KPbBEH TOK B MaTKaTa, BEPOATHO aCOLIMMpaHH
¢ ynorpebara Ha peHuneppuH, MOrar aa NpUUMHAT (peTanHa Xunokcus. Ynorpedara Ha peHUnePppuH
TpsAbBa /1a ce u304rsa no BpemMe Ha OPEMEHHOCT.

['BaiieHe3nH: bezonacHoCTTa HA rBaii)eHE3UH NpU OPEMEHHHU HE € NMPOY4EeHa.

KbpMeHe
Tepadny Makc [Ipoctyna u Kauuivua He TpsOBa Aa ce U3I10J13Ba 110 BpEME Ha KbpPMEHE.

[TapaueTaMobT Ce eKCKpeTHpa B MaiYMHATa KbpMa, HO B HE3HAYMTENHH KoM4yecTsa. Hima HanuyHa
uHbopMaLIMA 3a TOBa, Jalu peHuwnedpUH ce OTAENA B MAHYMHOTO MJIAKO. YoTpedara Ha reaiipeHe3rH
[10 BPEME Ha JIaKTal|s He € MpOYy4eHa.

OepTUIIHTET

EdekTsT Ha TO3M NPOAYKT BbPXY (PEpPTUNHUTETA HE € U3CIIEIBaH.

[IpexTMHUYHHTE NPOYYBAHUA C NApaLETaMOJl He MoKa3BaT 0CO0EH PHUCK 3a pepTUiIMTeTa PH HOPMATHH
TEpaneBTUYHM 1034. He ca npoBeneHu U cneuMalM3Mpaly Npoy4YBaHus BbpXy penpoayKTHBHATA
TOKCHYHOCT Ha (peHHIeDpHUH U rBa(PEHE3UH.

4.7 EdexrTn BLpXy cnocobHocTTa 32 modHpaHe H pabora ¢ MALIHHH

Hsama npoyuBaHus 3a edekra BbpXy crnocobHocTTa 3a modupane v pabora ¢ MaliMHHU. B ciyyaii Ha
MosiBa Ha 3aMassHOCT, MalMEHTHUTE TPAOBa Aa ObIAaT NOCHBETBAHM Aa He modupar U aa He paboTAT ¢
MalLHHH.

4.8 HexelaHH JIeKapCTBEHH PeaKlUHH

HexxenaHure peakuuu ca U30pOEHH M0-101y MO0 CUCTEMO-OpPraHHHU KJ1acOBE H B 3aBHCHMOCT OT
4yeCcTOTaTa, KaTo Ce W3MOoJI3Ba ClielHaTa KOHBEHLIUA: MHOTO YecTu (= 1/10); uectu (= 1/100, < 1/10);
HeuecTH (= 1/1000 < 1/100); peaxu (= 1/10 000 < 1/1000); mroro peaxu (< 1/10 000), BKJIIHOYHTEITHO
eMHUYHH ChOOIIIEH! U C HEU3BECTHA YecTOoTa (0T HATMYHHUTE NaHHU HE MOXce 1a Oblie HarpaBeHa
OLICHKA).

Hexenanure cbOMTHA B HCTOPHYECKHTE JAaHHW OT KJIMHWYHHU NIPOYYBaHUs Ca €AHOBPEMEHHO PEAKH H OT
orpaHuueH Opoi nauveHTH. JlokiaaBaHuTe CbOUTHA B IIMPOKaTa NOCT-MapKETHHIOBA NMPaKTHKA, MPH
TepaneBTHYHW/PErHCTPUPAHH U ITPEANHCAHH J103M ca npeacTaBeHu no-aony no MedDRA cucremo-
OpraHHH KJ1acoBe.

[Topaau orpaHH4eHH JaHHHU OT KJIMHUYHHM NMPOY4YBaHHUA, YECTOTATA HA TE€3U HEXKEIAHU PEaKLIMHU HE €
M3BECTHA (He MOXe Jia ObJie OLieHEHA OT HATMYHHUTE JaHHM), HO MOCT-MAPKETUHIOBHUA OIUT MOKa3Ba, 4e

HexxenaHuTe peakuuu ca peaku (>1/ 10 000 no <1/1000) u, ye cepUO3HUTE PEAKLIMK Ca MHOIO peKH
(<1/10 000).

[NlapaneTramo.

CucremMo-opranHu kjaacope | Hexxenana peakuus

HapyuieHus Ha KpbBTa M Tpombouuronenus', Arpanynouurosa’, [laHuuronenus '

numHaTa cuctema Jleskonenus', Heytponeuus'

HapyiueHnus Ha MMyHHaTa CBpBbX4yBCTBHTEIHOCT, BKIKOYHTEIHO aHAQHUIAKTHYHH PEaKLInH,

cucTeMa aHruoenemM u cuHapoM Ha CtuBbHC-/[DKOHCHH, TOKCHYHA
enuepMaiHa HEKpoJiu3a’

PecrniupaTOpHH, rPBIAHHU H BpoHxocnazsm®

MEIMaCTHHATHU HapyLICHHS




CtomallHO-4YpeBHH

["aneHe, noBpbilaHe, AMapus, AMCKOMGOpPT B KOpeMHaTa 001acT

HapyLIE€HH

XenaTo-OuiMapHu UepHoapobHa nuchyHKUHS

HapyILUEHHA

Hapyuienus Ha koxara U O6puB, cbpOek, 3a4epBsiBaHe, yPTUKAPHA, AIEPru4yeH AepMaTUT
MOAKOXKHATA ThKaH

'ToBa He ca CbOMTHSA, 3aBIDKUTETHO CBBP3aHH C NapaleTaMoll.

’Cnyyay Ha CEPHO3HH KOXKHH PEakiMy ca J0KIaJBaHH MHOTO PAJKO.

SUmano e cnyyan Ha OPOHXOCMA3bM C napaleTamoli, HO Te ca NO-BEPOATHHU NP aCTMATHLIM,
YYBCTBUTEJHH KbM ALETUWICATHIIMIOBA KUCEIIMHA WIIH JIPYTH HECTEPOUIHH NPOTHBOBBL3NAIUTEIHH
nexkapcTBeHH npoayktu (NSAIDs).

®ennneppur

Cucre MO-OpraHiiH KJiaCose€

HexeJaHH peaKlHH

HapyuieHus Ha UMyHHarTa
cucTeMa

CBpPBXYYBCTBUTETHOCT, IEPrUuCH AEPMATHT, YPTHKapHA

[Icuxu4yHM HapyLIEHUS

CoucTosiHHE HAa 00BPKAHOCT, HEPBHOCT, Pa3ApPa3HUTENHOCT,
0€e3MoKoMCTBO,

HapyuieHus Ha HEpBHaTa
CUCTEMA

3amasHoCT, rinaBobosiue, 6e3cbHUE

HapylieHus Ha ouuTe

Muapuasa, ocTpa 3aKpUTOBIbJIHA IJIayKoma'

Chbpae4yHH HapyLIEHHUS

[ToBHLIEHO KPBBHO HAJIATaHE, TAXMKAp/Us, ChbplLEeOHeHe

HapyuieHus Ha Ko)kaTa U
MNOAKOXHATa ThKaH

OO6pus

CToMallHO-4YpEeBHHU
HapyLIEHHUA

["aneHe, noBpbLIAHE, IHAPUSA

Hapyuienus Ha 6s0peuure u
| YPUHApHHSA TPAKT

Jlu3ypus, 3aibpXKaHe HA ypUHA’

'Haii-BepoaTHO € J1a ce MOABAT MPH X0pa CbC 3aKPUTOBI'bIIHA [JIayKOMa.
2Haii-BepOoATHO € /1a Ce MOABAT MPH X0pa CbhC 3aMylIBaHe Ha MHKOYHHUA MEXYp, HAallpUMEDP TAaKKBa C

MpocTaTHa Xuneprpodus.

I'BalideHe3nn

CHcTeMO0-0praHHH KJIacoBe

HexenaHH peaKHH

HapylueHus Ha MMyHHaTa
cUucTema

CBpbX4yBCTBHTEIHOCT, BKJIIOYUTENHO aHAQHIAKTHYHH peaKiuHy,
aHrHoenem

PecnupatopHH, rpbAHH H
MEJIHACTHHAIIHK HapYyLIEHHA

Iucnues'

CToMallIHO-4YPEBHH
HapyLIEeHHUS

["aneHe, noBpblIaHe, 1HapUs, KOPEMEH JUCKOMOPT

Hapymenus Ha koxxara U
NOJIKOXKHATa ThKaH

OOpuB, ypTHKapHs

' IlucniHes € OuIa JOKJTaZiBaHa KaToO aCOLIMMpaHa ¢ IPYTH CUMIITOMH HA XUITEPTOHMA.

Crpoll1aBaHe Ha MOAO3UPAHU HEXKENAHU PEAKLIUH

Cro01uaBaHeToO Ha MoI03MpaHy HeXXeJlaHH PeakLuu cnell pa3peiiaBaHe 3a yrnorpeda Ha jieKapCTBEHus
NMPOAYKT € BaxHO. ToBa rmo3posisBa a NpoAbJKH HAOMIONEHHETO HA CHOTHOLIEHHETO M0JI3a/PHCK 34
jeKkapcTBeHUs NpoaykT. OT MEIMLUMHCKUTE CIELIMATTUCTH CE€ U3UCKBA Jla ChoO1IaBaT BCAKa NOAO3MpaHa
HexXeJlaHa peaklus Ype3 HallMOHAJIHA CHCTEMA 3a ChoOl11aBaHe.

bbarapus
M3nbHUTENIHA areHUKs 110 JieKapcTBaTa
yi. ,,JlamsaH ['pyeB” Ne 8
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4.9 IIpeno3zupane

[IpMeMBbT Ha MO-BUCOKH J03H OT NMPENOpPbYaHUTE MOXE 11a 10BE/IE 10 CEPHO3HH 3]PaBOCIJIOBHH
npobnemu. U3ucksa ce Obp3a MeIMIIMHCKA HaMeca, JOPH MPH JIMICA HA NMPU3HALM WK CHMITTOMM.

Mapaueramo
[Topaau pUCK OT TEXKKO YBpexaaHe Ha YepHUA Apob B ciyyaii Ha npenosupane, nauuenture HE tpabsa
[1a MpUeMar APYry napaueTaMosi-CbIbpKallly NPOAYKTH €1HOBPEMEHHO.

[Tpu ocTpo npeno3upaHe napaueTaMmosl MoXe Ja OKaXe XeNnaroTOKCHYeH €(PeKT WK A0pH J1a NPUYHHH
HEKpo3a Ha YepHHUsA Apo0 M YepHOAPOOHA HEAOCTATBYHOCT, KOATO J1a H3HCKBA YepHOAPOOHa
TpaHCIUIAHTALIMS WK Ja oBene 10 cMbpT. [Ipeno3upaHeTo ¢ napaueTaMmorl, BIJIFOUMTETHO BUCOKA 00111a
11032, JIOCTUTHATA 3a MPOB/DKUTENIEH NEPUOl OT BpEME, MOXE l1a NPHYUHH HEponaTus ¢ HeoOpaTHMa
YEepHOAPOOHA HEAOCTATHYHOCT.

YepHoapoOHO yBpeX/1aHe € Bb3MOXHO IMPU Bb3pacTHH, npueau 10 g win noseye napaueramol. IlpuemsbT
Ha 5 g WK NoBeYe napaleTamosl MOXe Ja NoBeae 10 YepHOAPOOHO yBpeXaaHe MpH MaLHeHTH, KOUTO
MMaT PUCKOBHU (pakTOpH (BHXK MO-/0I1Y).

CMMINTOMHUTE Ha MpeIo3UpaHe C napaueramos npe3 mbpBuTe 24 yaca ca 0JeHOCT, rajieHe, NOBPbIIAHE U
aHopekcusa. KopemHaTa 6oika Moxce 1a Ob1€ MbpBUAT MPU3HAK 33 YEPHOAPOOHO yBpeXKIaHe, KOETO
0OMKHOBEHO He ce MposBABa npe3 mspBuUTe 24 10 48 yaca, a noHAKora Moxe aa ce 3ad0asu 4 10 6 AHU
cJie[l MOrabIaHeTo. Y BpeXAaHETO Ha YepHUs Apod obuyaiiHo € MakcuMyM 72 1o 96 yaca cien npuema.
Morar 1a Bb3HMKHAT OTKJIOHEHUA B IIOKO3HUA MeTabonu3bM M MeTaboIMTHA auuaosa. [Ipy Texko
OTpaBsiHE YepHOAPOOHATA HEAOCTATBYHOCT MOXKE /1a MPOrpecHpa A0 eHuedanonaTus, XeMoparus,
XHUIOrJIMKeMuA, iepebpasieH eaeM U cMbpT. JloKJ1aaBaHu ca Ciiy4yad Ha MaHKpPEeaTHT.

[InasMeHaTa KOHLIEHTpalMA Ha rnapaueraMmos TpadBa aa Obae u3MepBaHa Ha YETBbPTHA Yac WIIH M0-
KbCHO CJie/l npuema (no-paHHU KOHUEHTPALIMK HE Ca JOCTOBEPHHM ). JIeueHHe ¢ N-alleTUNLHUCTEHH MOXe
na 6b1e npunarado ao 48 yaca cien npuema, HO TpAOBa a ce UMa NpeBH]l, Y€ MaAKCUMaJICH
npoTrekTHBEH edekT e Bb3MOoXkeH 10 8 yaca cnex npuemMa. EQEeKTHBHOCTTa HA aHTUI0TA PA3KO HaMaslsiBa
cJie/l U3THYaHeTo Ha ToBa Bpeme. [Ipu HyXk/1a, Ha nauMeHTa TpabBa aa ce NPUIOKH UHTPaBEHO3HO N-
ALETWILMCTEWH, B ChOTBETCTBHE C YCTAHOBEHHSA 1030B PEXHUM. AKO IMPH NalMeHTa JIMIICBA MOBPbIIAHE,
IEPOPATHUAT METHOHHH MOXe Ja Obe NOoAXOoAALL BAPUAHT 33 OT/AJIEYEHH MECTa, KOUTO HAMAT OONTHULIA
HabM30. JleueHHeTo Ha MalMEHTH C TexKKa YepHoapobHa auchyHKUMsa cnen 24 Jaca ciiell npuemMa
TpsAGBa Na ObJie KOHCYJITHPAHO C MECTHUS HALIMOHAIIEH TOKCUKOJIOTHYEH LIEHTHP WJIH Y€PHOAPOOHO
OTAENEHHUE.

JlonbanuTenHa uHpopMalHa

MMa puCK OT OTpaBsiHe OCOOEHO INMpH NMaLMEHTH C YepPHOAPOOHH 3a00n1BaHusA, C XPOHHYEH ATKOXOJIU3bM
WKW XPOHUYHO HelloxpaHBaHe. [Ipeno3upanero Moxe aa Objae patanHo B TaKMBa CIIy4aH.

PUCKBT € 1M0-BUCOK, aKOMMa BEPOATHOCTIALMEHTHTE 1A €A C U34YepnaH ryTaTHOH:

e aKoO ca HaABJrOCPOYHO JieueHHe ¢ kapbamaszenuH, GpenobapouTan, GEeHUTOMH, IPUMHIIOH,
prudaMIMLKMH, DPOAYKTH € XKBIT KAHTAPUOH MIIK APYTH JIEKAPCTBA, MHAYLIMpPAIIH YEPHOAPOOHHTE
€H3UMMU;

¢  aKO pe/IOBHO ynoTpebsaBaT €TaHON B KOJIMYECTBA, M0-rOJIEMH OT HOPMAITHUTE,

e B CJIyYaM Hanp. Ha XpaHWUTEJIHM HapyLleHus, kucto3Ha Gpubposa, HIV undexums, rnanysane,
KaXeKCHA.

DenunnePppun
EdexTure Ha npeno3upaHe ¢ GpeHuwieppuH ca NpeaAUMHO MMopaad CUMIIATOMUMETHYHATA aKTHBHOCT,
KOATO BKJIKOYBA MPOMEHH B XEMOJAMHAMHKATA, ChPAEYHO-CHA0B KOJIAINC U peCNUpaTOpHa JACNpecus.




rnaBo0oIMe, HEPBHOCT, 3aMAasHOCT, O€3CbHHUE, XUIIEPTOHUA, OpanquKapaAns, UMPKYJIallMOHHU Hapy LUEHH,
apUTMHMS, NPUINAAbIM, KOHBYJICHH U KOMa.

JleyeHHETO € CUMIITOMATHYHO M BKJIIOYBA NOAABbPKAILM MEPKH. XUINEPTEH3UBHUAT €(PEeKT MOXe Na Obae
JIEKYBaH C HHTPABEHO3HO MPHUJIOKEHHE HA anga-pelenTopHy 6okepu. B ciiyyail Ha KOHBYJICHH MOXe 1a
OBl HA3HAYEH Ua3ernam.

I'Baiidpene3un

Psako ca 10K/Ia/ABaHH CJy4Yau Ha CTOMAIIIHO-4peBeH AMCKOMQOPT, rajieHe U NOBpBIIAHE MPU PHEM Ha
realipeHe3MH, 0COOEHO B MHOTO BUCOKH A03H. [TauMeHTUTE MOXE a MOYyBCTBAT ChLIO ChHIMWBOCT.
JIokJTaiBaHU Cca CJIyyad Ha ypUHApHA KaKyJi03a NP NaLUeHTH, MPUEMALLIH IOJIEMH KOJIHYECTBa
JieKapcTBa, ChAbpKallM rpaddenesnH B komOuHauus ¢ epeapun. AbcopbupanusT reaieHesnH 6bp3o
ce metabosM3Mpa U ce eKckpeTupa B ypuHara. [lauueHrure cneasa aa Obaat 1eKyBaHH CHMIITOMATHYHO,
MOBPBILIAHETO [a Ce TPETHPA, KAKTO € YKa3aHO, Ype3 BliMBaHe Ha QUIyMau H MOHMUTOPHpPAHE Ha
€JIUKTPOJIUTHUTE.

5. ®APMAKOJIOrHYHHU CBOUCTBA
5.1 ®apMaKoAHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHA rpyna: rnapaueramos, KOMOMHALMHU ¢ U3KJI. ICUXOJIENTHLM
ATC xon: NO2BES|

[lapaneramou WMa €JHOBPEMEHHO aHAJINETHYEH U AaHTUITUPETHYEH €EKT, KOUTO MPHHLIMITHO CE
o0ycHaBsAT OT MHXHOUpainua My edekT BbpXy NpocTarjlaHAMHOBUA CHHTE3 B LIEHTpAJIHATA HEPBHA
CUCTEMA.

@ennnedpHHOB XHAPOXJOPHA OCHOBHO ACHCTBA AMPEKTHO BLPXY aPEHEPrHYHUTE PELICNITOPH.
EdexTsT € npeauMHO BBPXY ai(pa-aipeHepryyHaTa akTHBHOCT H HAMA 3HaYMTEJIEH CTUMYJIMpAIN eQeKT
BbPXY LIEHTpaJIHATa HEPBHA CUcTeMa B 0OM4aiiHu n034. Tol mpHUTekKaBa Mo3HaTa akTHBHOCT KaTo
Ha3aJIeH JICKOHTeCTAHT M ACHCTBA Ype3 Ba30KOHCTPUKLIMA 38 HaMalsBaHE OTOKA W MOJYBaHETO Ha
HOCHaTa JIuraBuLa.

'BaiideHe3Hn € eKCNEeKTOPaHT, KOiTo obJiekuaBa KalluTMLaTa Yype3 NoBUilaBaHe Ha 00emMa M HaMalsBaHe
Ha BUCKO3MTEeTa Ha OpOHXMANIHATA CeKpelus. Taka yJIeCHsIBa OTAENAHETO Ha CJIy3 U HaMaJisiBa
npa3zHeHeTo BbpXY OpoHxuanHara ThKaH. [10 TO3M HaYHH NPOMEHA HENPOAYKTHBHATA KaLJIMLA, KaTO A
NpeBpbLIa B MPOAYKTUBHA WU NMO-pAAKA.

He e M3BeCTHO aKTUBHHTE ChCTABKH J1a UMAT CEAaTHBEH €QEKT.

S.2 PapMaKOKHHETHYHH CBOHCTBA

[lapaueramou

[Tapaueramon ce abcopbupa Obp30 M MOYTH HAITBJIHO B raCTPO-UHTECTHHAIHUA TpakT. [In1asmMeHuTe HUBa
Ha napaueTamoJ1 benexar MakCMMallHa KOHUEeHTpauus Mexay 10 u 60 MHHYTH cliel NepopasieH NMpHEM.
[TapaueramoJ ce MeTabou3Mpa B UepHUA Apob Mo TP OCHOBHHW HAYMHA: IIIOKYPOHHMPAHE, CyidarupaHe
1 okcuaauus. Toli ce eKcKkpeTHpa B ypHHaTa NpeIMMHO KaTo IIIOKYPOHOBH H CYJI(paTHH CheAHHEHMA.
CpenHUAT eTMMUHALIMOHEH NMOJTY>KMBOT Bapupa ot 1 a0 3 yaca.

MenunnePppun

denunedpun ce abcopbupa OT racTpo-UHTECTHHAJIHUA TPAKT M MpEeMHUHAaBa ,, firstpass™ meTabonn3npaHe
ype3 MOHOAMUHOOKCH/1a3a B YepBaTa M YepHUs Apod, eTo 3all0 NpH NnepopajieH NpueM TOH HMa HUCKa
6uoHanmuHOCT. PeHnnedpUHBT Ce EKCKPETHpa B YPUMHATA MOYTH HAMBJIHO noj ¢popMara Ha CyndaTHo
cheIMHEHHe. MakCUMaTHM HHBA Ha IUIa3MeHaTa KOHLEHTpaLMs ce JOCTUraT Mexay 45 MHHYTH H 2 4aca,
a CPEIHUAT eJIMMHUHALIMOHEH TMOJYXXUBOT € OT 2 10 3 yaca.

I'sBajipene3nn




["'BalipeHe3nH ce abcopbupa OBP30 U HAITBIIHO OT raCTPO-HHTECTUHAIIHUA TPAKT CJIE/] NEPOPAJIEH IPHUEM.
MakCHMMaJIHM MJ1a3ME€HHU KOHLUEHTPaLUKH Ha reaideHe3nH ce qocturar mexay 15 u 30 MUHYTH cliel
nepopasneH npuem. ['Baiipene3nH ce metabonmn3zupa oCHOBHO 10 Oera-(2-MeTOKCHU(PEHOKCH) MIIeYHa
KUceMHa. [1n1a3MeHUAT NoNyXKUBOT Ha reaideHe3rH € npubausuTento cpenHo 1 yac. ['BaiipeHesuH ce
eKCKpeTupa Obp30 M NOYTH HAMBJIHO npe3 0bopeuuTe. 81% u 95% ot npuiioxkeHara 103a ce nosBsiBa B
ypHHaTa, CbOTBETHO Ha 4-Ud U 24-us yac.

5.3 MpeakAHHHYHH JAHHH 32 0€30MACHOCT

He ca HATWYHM NPEAKIMHUYHM JAHHU 32 TO3M NPOAYKT.

JIuncBaT KOHBEHIIMOHAIHM MPOYYBaHMSA, U3MNOJI3BAILM NPUETUTE NOHACTONALIEM CTAHAAPTH 32 OLIEHKA Ha
penpoAyKTUBHA TOKCMYHOCT U TOKCHYHOCT 32 pa3BUTHETO.

[TpenkIMHUYHUTE JAHHU HE NMOKa3BaT 0COOEH PUCK 3a XOpaTa B TEparneBTUYHO PEJIEBAHTHHU 103U Bb3
OCHOBA Ha MNpOYy4YBaHHs C peHWIe(HPUH MPH NOBTOAPEMOCT HA J03UTE 3a TECTBAHE HA TOKCHYHOCT
reHOTOKCHYHOCT WM KaHLUEPOreHHOCT . HaAMa naHHM 3a u3ciieIBaHUs BbPXY KMBOTHH, CBBP3aHH C
¢epTUNUTETa, TOKCUHYHOCT NMPU PaHHO eMOPHUOHANIHO Pa3BUTHE, TEPATONEHHOCT MJIM KaHLIEPOreHHOCT Ha
reaipeHe3uH.

6. OAPMAILHEBTHYHHU JAHHH
6.1 CnHCBbK H2 MOMOIIHHTE BellecTBa

3axapo3a

HarpueB uurpar

be3BoaHa TMMOHEHA KUCEIUHA

BuHeHa KucelnHa

Apomart Ha 1umMoH 87A069

Apomar Ha TMMOH 875060 (cbabpxka OYTHIXHAPOKCHAHHU30J1)
[Tpaxoobpa3zeH meHTON0B apomat 876026
Auecyiadam kanui (E950)

Apomart Ha JuMOH 501.476 / AP 05.04
AcnapraMm (E951)

ApoMar Ha JTUMOH 875928

XHHOMHUHOBO XbJTO (E104)

6.2 HecbBMECTHMOCTH

Henpuinoxumo

6.3 Cpok Ha rogHocT

3 rOAMHH.

6.4 CneuHajiHH YCJIOBHSI HA CbXPaHEHHE

Jla ce cbxpansBa noa 25°C.

6.5 Bua H chabpKaHHE HA ONAKOBKATA

Bcesko cawe (cvabpxka 5,16 g Tepadny Makc [1poctyaa u Kauuiuua) ce ¢bCTOM OT MHOTOCJIOEH (PHIM
usrpajeH ot xaprua/LDPE/anyMunnii/fionoMep (Cno# B KOHTaKT C MIPOAYKTa)

CwabpxaHue Ha onakoBkara: |10 camuera.

6.6 CrneunajHu npeanas’Hy MepKH NPH H3XBbPJisiHe H paboTa




Heu3non3BaHUAT JIeKapCTBEH NMPOAYKT WIH OTNAAbYHUTE MAaTEPHAIM OT HEero TpsadBa Aa ce U3XBBPJIAT B
ChOTBETCTBUE C MECTHUTE U3UCKBaHMA.

7. NPUTEXATEJ HA PABPELLEHHUETO 3A YIIOTPEBA

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

8. HOMEP HA PABPELIEHHETO 3A YIIOTPEBA

PeructpauunoneH Homep: 20160105

9. IATA HA ITbPBO PA3SPEILUABAHE/MOAHOBSIBAHE HA PAPEIUEHUETO 3A
YIIOTPEBA

JlaTa Ha mbpBO pa3pelnaBaHe 3a ynorpeda: 01 anpun 2016
JlaTa Ha nocneaHo nojaHoBABaHe: 29 wonu 2021

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

deBpyapu 2024
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