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Hughopmayun 3a nayuenma

TTpouememe 6HUMAMENHO YIAMA TUCMOBKA, SAUOMO WIS CLOBPIICA BANCHA URPOPMAYUA 3G
nayueHma.

To3u nexapcmeer NpoOYKm ce OMNycKa be3 nexapcro npeOnucanue, maxd ie nayuenmvm
da mooice da nexyea naxou 3aborasanus ez nomowma Ha nexap. 3a nocmueane Ha 0oopu
pesynmanmuy om nevenuemo, Gripex® Hot Active Max mpabea Oa ce u3nonssa sHUMameno.
Hazeme masu nucmoesxa. Mooice 0a Bu ce Hanookcu 0a 3 npoiememe OmHos0.

Cevpoiceme ce ¢ Bawms nexap wiu apmayeem, axo ce Hyocoaeme Om Cbeem UL
OONBAHUMENHA UHPOPMAYLL. .

Axo cumnmomume ce 3a0brbouam uny Hamame nodobpenue cned 3 Onu, mpabea oa ce

caebpaiceme ¢ Iexap.

I'punexc Xor Axros Makc / Gripex® Hot Active Max

(Paracetamol + Ascorbic Acid + Phenylephrine hydrochloride)
(1000 mg+ 100 mg + 12.2 mgj

[Ipax 3a mepopalieH PasTBoOp

IIpax ¢ BKyC Ha JIMMOH

Cuabpiradue:

1 camne cpOBpAxKa:
aKMUGHU Betjecmsa

paracetamol . 1000.0 mg
ascorbic acid 100.0 mg
phenylephrine hydrochloride 122 mg

FOMOUHY Genjecmed.
3axapo3a, HATPHEB LHTpaT, JIEMOBEHA KHCEIHHY, anecyndam K E950, miMoHeHa eceHIN,

acnaptaM E95, xunomiH0R0 BT E104
Canrera 5.0 g

IlpuTesxaTell HA PA3pENIeHUETO 32 ynorpeba:
US Pharmacia Inc.
ul. Ziebicka 40; 50 - 507 Wroclaw, PL

IIponsBoguTen:
Wrafton Laboratories Litd.
Exeter Road, Wirafton, Braunton, North Devon EX33 2DL, UK

OnaxoBka:
5 camreTa B KapTOHEHA KyTHA
8 calmeTa B KapTOHEHa KyTHA

1. Kaxso npeacrasispa I'punexc Xot Akrue Make H 32 KaKeo ¢




Ipumexc Xor Aktee Make ¢ BKyc Ha JHMOH € GONKOYCIOKOSBALI H TeMIIEPaTypOIIOHIDKABAIL
(apameramon B MakCHMaiHa 703a) JIEKAapcTBEH IIpOAyKT, KoHTo ce ymorpebssa mpd
HpOCTYAA, KATo HaMaiiBa 0TOKa Ha HOCHaTa JIMTaBHIa H TaKa BH3CTAHOBIBA [IPOXOLUMOCTTA
H& HOCA U CHHYCHTE.

I'purexc Xot Axtus Maxc e IoKxasaH 3a 00IeK3aBate Ha CHMITEOMMTE Ha IIPOCTy A U TPHUL, KaTo:
HoBHIEHA TEMIIEPaTypa, rNaBobore, OONKH B TEPIOTO, MYCKy/IHE GONKH, KOCTHOCTABHE GONKY,
KHXaHe, BB3NaneHne Ha JIHraBHIIaTa Ha TOPHIUTE JXaTelH DETHIA.

2. Hpenu ynorpeda #a I'prnexe Xor Axtine Maxke

JlekaperBeHuAT NPOAYKT He TPaOBA Aa ce H3M0I3BE2 B ¢ CAy4an Ha:

JTaHHH 33 CBPHXIYBCTBHTEIHOCT KBM HAKOA OF CBCTABKMIE Ha MPOXYKTa. IIpH HAKOe OT CHeNHUTE
3a00IBAHMA: HeCTAOMIHO KOPOHApHO CHPACUHO 3adolgBaHe, BHCOKO apTepHanHO KPBBHO
HansraHe, (eHnIKeTOHypys (OBHIIEHO OTACIIHE Ha alleTOH M IPYTH KeTOTeNa ¢ ypHHaTa),
3aKpUTOLIBAHA  riaykoma. IlposexzaHe Ha  JedeHne ¢ muxubaTOopE  Ha
MOHOAMIHOOKCHAA3aTa ¥ J0 2 CEOMHIH Clel, CIIMpaHere Ha TesH JSKapCTBeHH NPOJYyKTH.
He 7Tpa6Ba ja TpuWeMaTe [pYCH LpPOAYKTH, CBHABPKAITM TapaleraMol W/uim
CHMITATHKOMUMETHIIH.

TTo BpeMe Ha TeUeHHe ¢ JIEKapCTBEHIS NPOYKT, KOHCYMAITAATA Ha AIKOXOJI € 3a0paHeHa.
TIpoxyxTsT He TpsOBa fa Ce IPHIIAra Py JIENa 0%, 12 romumm.

HznckEea ce NoBHIIeHo BHHMANMe nNpH yinorpedaTa na I'panexc Xor Akrns Make, axo:
Wmare 6w6peuno 3aGomsiBage, OpoOHXHManHa acrMa, XHHOCPTPOd¥s Ha IIPOCTaTara,
XUHEePTAPEOUANIEM, CHHAPOM Ha Pefio, kopoHapHO ChpAedHO 3aboiiBaHe, apTEPHAIHA
XUNEepTOHHS, fuader.

B cnyuait Ha moBHIlieHA TEMIEparypa, HPONBDKWIIA NOBeYe OT 3 NHM Cflefl HAYalnoTo Ha
JIeJEeHHETO, TpAOBa [a ce CBBpKeTe ¢ Balms rexap.

Enmo came chaspixa 1.939 g 3axapo3a, KOeTo ce paBHiBa Ha 0.2 xamoprH.

Ipuemane Ha JeKAPCTBEHAS NPOAYKT ¢ XPAHH H HANATKH,
Xpanata ne Hamansea abcopOIRELITa Ha JIEKapCTBOTBEHEHA TIPOLYKT.

BpeMeHHOCT M KbpMele.
TIpofyKTET He Tp:6Ba Zia ce YIorpedaBa o Bpeme GPEMEHHOCT H KEPMEHE.

Iodupane u paGoTa ¢ MADTHHH:
Koraro npreMare NeKapcTBEHHS HPOXYKT, BHIMaBaiiTe Rpx mo(upane H paboTa ¢ MalHI

Yiorpe6a Ha Apyra JeKapcrBen IMPOIyKTH:

IIpoayxrsT He TpabBa A2 ce npHeMa eJHOBPEMEHHO ¢ JAPYTH JeKapcrsa, ChAbpRamu
napaneramon Wi pennnedpun, HHXUGHTOPH Ha MOHOAMHHOOKCHAA3ATA, SHIOBYHH.
B cnyyaif Ha eHOBpEMEHEH IpueM Ha ANTUTPOMOOTIMHK JIEKAPCTBEHH IPOAYKTH (Bapdapus,
KyMApUH), aHTHETISNTIEY cpefictsa ( GapGuTypati ), FleKapcTBa 32 HOHMKABAHE HA KPBBHOTO
HaTATAHe (TBAHITHIH, MEKaMUJIAMEH, METHINION?, PE3SPIIMH), HEAOMETAHUH, TPOAYKTH, KOUTO
ca B-pelenTOpHM AHTarOHMCTH, TPHUMKIHIHK AHTHIETIPECAHTH, nockBeTBaliTe ce ¢ Bammg

Nexap, Ipeny jja MpHEMETe IEKapCTBeHH IPOAYKT.

3. Kak ce npuema I'punexe Xor Akt Maxke?

Buapacmuu u Oeya Had 12 200unu:
1 came Ha Bcexu 4-6 gaca (He TpsOBa fa ce MpHEMAT IIoBeYe OT 4 callieTa JHER




CrABpIKaHAEETO Ha CalleTo TpsAOBa Ja ce PasTBOPHM B 4allla ¢ TOINA BOAA, 3a Ja Ce HOJy4dH
TOILIa HallTKA.

He uznonzBaiiTe JEKapCTBEHNS OPOAYKT ITOBEYE OT 3-5 MHH, OCBEH aKO HE € IPeINUCaHo
JIpyro ot Baumug nexap.

AKo nponycHere Aa pHeMeTe 8034:

I'punexc Xor AxteB Makc ¢ BKyC Ha JIHMOH € JIOKazaH 3a KPAaTKOTpaiHO MEdeHHEe Ha
CHMITOMY Ha IPOCTYAa W TPHIl U TpsOBa fa ce MpHeMA, KaTo ce CHa3sBa NpenophuuTelHaTa
nO3a.

AKO ioeMere nopeye 0T Heo0X0UMOTO KONHIECTBO HEKAPCTBEH NPOAYKT:

Br3MOXKHO € A ce IOSBAT rafieHe, IOBPhIlane, pa3cTpOHCTBO, OONKY B CTOMAXA,
KBITEHHIA, Tpenepene, 6e3moKkoiicTBo, Ge3ChHNE, TOBHIIABANE Ha apTEPHANIHOTO KPEBHO
Hajsrane, cepueduene, 6eAHOCT, 3aAbpikaHe HA YPHHA. Haii-opacuire CHMITOMH Ha
Hpeio3upane ca: 3aTPYIHEHO JUIIAHETO, XalIoIUHALNY, THP M KoMa.

AKO CIex MPeIo3upaneTo € H3MUHAN [O-MaJIKo OT 1 Jac Tps6Ba Ja ce TpPefU3BHKa
NOBpHINAHE MITH 1 C€ HalpaBy IPOMHBKA Ha CTOMaxa.

Ax0 cime Uzno36aNY NO-20AMA OM NPEROPBYUMENTHAMA 0030 NEKAPCIMEO UNU uAKotl Opyez 20
e Hanpasur, cewpiceme ce ¢ Bawus nexap wiu papmayeem.

4. EBeHTyAJHN HeKeIAHN PeaKkuBn

B chyuaii Ha KpaTkorpaiiEo NpHJIoKeHHe HAa JIEKAPCTBEHHS NPOAYKT, PSIKe ce
HaGJI0IABAT HeKeJaHH PEeaKIHIL.

KaTo Bcsxo JexapcTBo, I purnieke XoT AKTHB Make MOxe a NIPeIH3BAKa HEXCIaHH Peakiyi,
BKIIIOYBaIIH:
«  KOJHE asepTHyIHu peakuui (CbpOex, YPTHKapH:)
« Or cTpaHa Ha XpaHOCMMNATENHATa CHCTeMa: TajieHe, MOBPBINAHS, HAPYIUCHO
XpaHOCMUJIAHE, IYBCTBO HA NIapeHe ’
« OT crpaHa B4 CHPJEYHOCHAOBATA CHCTEMa: IOBMIIABAHE HA apTEPHANHOTO KPEBBHO
Hajsrase, cepuebueHe, apuTMus, OIefocT.
+ OT cIpama Ha IEHTpAaNHAaTa HEpBHA CHCTEMa: YYBCTBO 33 CTpax, 6e3CIOKOHCTBO,
HEpBHO Hanpexenue, 6e3conue, XamolyHauH
« Ot cTpaHa Ha THKOYHATA CHCTEMA: 3aTPyAHEHO YPHHHPAHES

Ipu #axou xopa, no 6peMe Ha NPUNOdICEHUe HA IEKAPCIMEEH U npoOYKm Modice 0a ce nOAGAm
Opyeu Heviceranu peaiyuy. Axo sabeneoicume HeJICeNAnY PEAKYUY, KOUMO He Ca CITOUERY &
masy ncmosxa, mpabea 0a ungopmupame Bawua nexap.

5. Crxpanenue na I'panexc Xor Axrus Maxe
« TIpomyxrdT TpAGBa 2 Ce ChXpaHABa HAa HEJOCTHIIHO 32 fiena MACTO.
» CpxpanspaiiTe NeKapCTBEHHS [IPOXYKT IIPH TeMIIepaTypa IO/ 25°C.
He u3rioi3Baiite IeKapeTBOTO Cilell H3THYAHE Ha CPOKa HA FOIHOCT, ITOCOHCH BRPXY

ONAaKOBKATA.
Axo umame 6unpoCY UK Ce CoMHAGAME 6 Hewjo,00bpHeme Ce KoM Bauius 1exap uni

dapmayesm

Jlata Ha HW3TOTBIHE HA TEKCTA:
Hoemspu 2005 r.




