KPATKA XAPAKTEPUCTHUKA HA IIPOAYKTA

1. AMe Ha jJeKkapcTBeHHA NPOAYKT
VIRU-MERZ 10 mg/g gel

BUPY-MEPII 10 mg/g ren

W3NLHTENHA ATEHUM 10 IEKAPCTBATA |
Kpamixa xapaxmepucmuks Ha npodyxme - [puncxenus 1 |

Km BY “PL{S oS J)‘\fog’.,{}ﬂ]

2. KauecTBeH H KOJIHYECTBEH CHCTAB | ’13_0\ 231 o4,
TPOMHHTEUIPIHGB XH,HPOXJIOPH,H (Tromamadine hyerChle‘fJéT; 1%
| g ren cbabpka 10mg TPOMaHTATMHOB XHAPOXJIOPHN (tromantadine hydrochloride). |
32 IBJINHSA CINCHK HA IIOMOIIHUTE BEINECTRA, BX. TOYKa 0.].

3. JlekapcTBena gopMa
I'en
[ensT € Oe31BETEH U IIPO3PAYCH.

4, KInHAYHH AaHHH

4.1 TepaneBTHYHH NOKA3AHHSA

3a oflleK4yaBale Ha HadajHHTe IIPOSBU HA IOBTAPAINU C€ XEPIECC-CHMIIICKC HHpeKIu,
ocobeHo 6oNKkara B chpOexka, HO caMo Ipead CTaJAuA Ha BE3UKYJIalyA.

4.2. Jo3HpoBKA ¥ HAYHH HA NPHJI0KCHHE

3a nmpusarate BpPXY KOXKarta

3acerHaTUTE MecTa Ha Ko)KaTa ce Hama3BaT ¢ JOCTaThYHO KOMHYCCTBO Teil, 3a Ja CC
MOKpHE IANAaTa 30Ha Ha xepneca, 3-5 I'BTH AHEBHO MM II0-YECTO, KO € HeoOX0JUMO.
Jlexo ce BTpHBA.

VuotpeGara Ha Bupy-Mepi reln Moxe ia IpOABDKM €aMo 10 MOMCHTa Ha I0iBa Ha
pe3ukyH (okono 2-3 auu). IlpunoxeHneTo TpAOBa 1a 0BAe He3a0aBHO IPEYCTAHOBCHO,
aKo [0 BpeMe Ha NPUJIOKEHUETO CHINECTBYBAIMTE CHMIITOMH C€ BIIOIIAT HWJIK CC€ MOABAT
HOBH MH(EKTHpaHH yJacTbI¥ (BXK.4.4).

4.3. IIpoTHBONOKA3AHUA
Bupy-Mepii He TpaOBa Ja ce mpuiiara npu:
-  CBPBXYYBCTBHUTCIHOCT KLM  TPOMaHTaIuH XHAPOXIIOPUL, MeTHI-4-
XUApOKCHGEeH30aT, COpOHHOBA KHACENWHA MITH ApYra OT CHCTaBKUTE Ha IPOAYKIA.
- peaKiud Ha CBPBXUYBCTBHTEIHOCT, BE3HUKHANH MPH [IPSAMIECTBAINO JICHCHRC C
TPOMAHTaIHH
- clly4ad Ha Xeplec-CMMIUIEKC CJeA MOosBaTa Ha BE3MKYIH H ocobeHO, Koraro
BE3UKYIHUTE Ca C€ OTBOPHIIH.

4.4. CroenuaJHH Mpeaynpe:KIeHHs H Mpeana3Hd MEPKH 3a ynotTpeba
CBPBXYYBCTBHTEHOCT B PE3YATAT Ha JICYCHHCTO M PaSBHTHCTO Ha

undexnns. Tosa Moxe na 3a0iyad DANACHTATE, HE € HeoOX01
TOKAIHO JIeUEeHHE Ha OYEBMIHO BIIOMABAIL CE XepIec CHMILIEKC. B




Habmopaasany cynepuudekuusa U popMmupade Ha abcuec. B Te3n cinydan € HE0OX0AUMO
npeKpaTsaBaHe NPUIOXKEHUETO Ha Bupy-Mepi.

Merun-4-xunpoxcuGeH3oaT MOXxe Ja IPHYMHU alCPrU4HM peakuu# (BB3MOXHO ¢ Ja
6bJaT OTJIOKEHHU BHB BPEMETO)

CopbHHOBaTa KMCEJIMHA MOXeE Ja IPUYMHH JOKATHA KOXHM PeakuuH (Hamp. KOHTaKTeH
INCPMATHUT).

4.5. B3auMopgelicTBeHe ¢ JAPYrH JeKAPCTBEHH NPOAYKTH H JApYrH ¢opmMu Ha
B3aHMOAeHCTBEHE
HsMa npoy4yBaHud 3a B3aUMOJEHCTBHASITA

4.6. DbpeMeHHOCT H KbpMEHE

JIMICBAT MOCTaThYHO JAaHHH 3a ymoTpebara Ha MpoAyKTa HO BpeMe HA OpPeMEHHOCT.
[IpoyuBanus BBpXy J>XHMBOTHH HE IIOKasBaT €MOpPHOTOKCHYMECH HIM TEPAaTOr¢HEH
edekT(BX.5.3).

HsaMa DonbIHUTEIHH IPOyIBaHHAA IIPH KHBOTHH BBPXY PENPOTYKTHBHATA TOKCHYHOCT.
Bupy-Mepu He TpAOBa Aa ce M3MOJI3Ba 110 BpeMe Ha OpeMEHHOCT, aKO TOBa HE € CYETEHO
3a abcoIOTHO Heobxomumo. B caydaii wa ynmorpeba o Bpeme Ha OpEeMEHHOCT, I'€IbT He
Tp#0Ba na 6pAe npuiarad BLPXY roJeMH y4IacThIN

He e u3BecTHO AalM TPOMAHTANMH XHIAPOXJIOPH[ INpeMHHABA B MaHMYNMHOTO MIIIKO,
3aTOBa € IPEIOPhUUTENHO Ja ce u30ArBa ynmorpebara Ha IMPOAYKTa IIPE3 TO3H IIEPHOA.

AKO TIPOAYKTHT Ce M3I0JI3Ba B TO3U MEPHOJ, KEPMEHETO TPAOBa fa OBb/ie IPEYCTaHOBEHO.

4.7. EdekTn BbpXy clioco0HOCTTA 32 modHpaHe H padoTa ¢ MaIMHH
Bupy-MepL HaMa BB3A€HCTBHEE BEPXY CIIOCOOHOCTTA 32 IIO(UPaHE K pabora ¢ MalIHH.

4.8. Hexenanu JeKapCTBEHH PeAKIIAHA

4.9.

MHoro gectu > o1 1 Ha 10 nanueHTa

YectHu <ot | Ha 10 nauenTta 1 > ot | Ha 100 manuenTa

He yectn < or 1 Ha 100 maruenra u > ot 1 Ha 1000 namuexra
Penku < ot 1 Ha 1000 DanuenTta u > ot 1 Ha 10000 nauenra
MHoro peaku < ot 1 Ha 10000 manueHTa H H30JUPAHY Cllydau

Koorca u nookooicna mukan

He yecTH: KOHTAKTEH ACPMATHT

[Ipu Jseuenme ¢ Bupy-Mepn Morar fAa BB3HMKHAaT KOXHH peakldd Ha
CBPBXYYBCTBHUTEIHOCT (KOHTAaKTHH ajJC€prud), JOPU KOTraro MPOAYKTHT CC¢ € IOHACAI
npean no6pe. Te ce mposBABaT KaTo BHAMMO BJIOIUABAHE Ha CHPOCKaA, YCHIICHO yCEIIaHe
Ha GONKa B HAlPErHAaTOCT, YBEIMICHO 3auepBsaBaHe Ha Koxara 1 dopMHpaHe Ha HOY/IH.
TpyaHo € Ja c©¢ HampaBM pasrpaHHYeHHE MEKAY BB3MOXKHA I[IpofBa Ha




JIOKJTHO JICYEHHE Ha OYCBUIHO BJIONIABALI CE€ XEPOEC CUMILICKC. B u3onmpanu ciyyau ca
HaOJIo/1aBaHu cynepuHdeKknns 1 gopMupaHe Ha adcliec.

YecTtoTara Ha [J0Ka3aHHA KOHTAKTCH JACPMATUT IpH TpPOMaHTaAWH, OCHOBaH Ha
MHOTOOpOMHM DpOoyUBaHHA € OIpeAesieHo mo-Manko ot 1 %.

Ilpu ceMHEHHE 3a KOHTAKTCH ACPMATAT B HHTEPEC HA NANUCHTHTIE € Ja CE MPOBEIE
CIUACPMANICH TECT ¢ TPOMaHTAAWH OT CIEIUAINCT-aJEProyior ClIeA OT3By4YaBaHe Ha
OCTpHTE KO)KHH CHUMIITOMH M Ha-paHO 4 CEAMULIM Clel IpeKpaTsIBaHe Ha JICUCHHUETO.

4.10. Ilpegosmpaue |

BBNpexy aHTUBHPYCHUTE CH CBOMCTBA, TPOMAHTAAUH HE NOKA3Ba CUCTEMHA TOKCUYHOCT
NpH NpaBuiIHA ynoTpeda W NpPHNOKEHHME BBPXYy Koxara. ETO 3aimo He ce O4akBar
CHMIITOMH Ha npeno3upane. Hama cnemupnyer antuaor. He ca HeoOXoauMH HAKaKkBH
crnenu(HIHA MEPKH IIPH OPEeAO3UpaHe, OCBEH IPEKpaTsIBaHe Ha JICYCHHETO.

[loBeueTo KOHTAKTHH €K3€MH, BB3HHKHAIM CJI€I NpPOIB/DKUTENHA yIoTpeba  Ha
TPOMAHTaJHH, C€ pa3HacAT CJel npeKparsBaHe ynorpebatra Ha Bupy-Mepil;, ako e
HeoOXOMMMO TNPHWIOXKEHHETO Ha BIWKHM IPEBPB3KM YCKOpABAa 3aTWXBaHe Ha
BRINANICHHETO. B TeXKH ciaydali 3a KpaThbK MEPUOI MOXE Ja C€ HMPUIOKH JOKATHO
NpOOYKT, CBABPXAIl KOpTHKOocTepoua. B cnydam Ba OakTepHanHa HHQEKIHA,
KOPTHKOCTEPOUAUTE ¢a MPOTUBONOKA3AHM.

5. MapMakoJOrH4HH JaHHH
5.1 dapMakoaHHAMHYHH CBONMCTBA
Dapmaxomepane6muiHa 2pyna:
AHTHBHPYCHH IPOAYKTH 32 IPHUIIOKEHNE BBPXY KOXKarTa.
ATC xoa: D06BB02
DapmaxkoOuHamuxa:
TpomanTamun (N-(1-adamantyl)-2-(2-dimethylaminoethoxy)-acetamide) € cHHTETHYHO
Npou3BEAeH JAepHBAT HAa aMaHTaJWH XUJAPOXJIOPHA H C€ NpHiIara Karo JIOKIHO
aHTHBHPYCHO cpeAcTBo. M3momsBa ce B cBosra XxuapoxinopuaHa ¢opma. Tounmsar
AHTUBHPYCEH MEXAHU3bM Ha ACHCTBHE Ha TPOMAHTAIUH XHIAPOXJIOPHA HE € YyCTaHOBEH.
Herosuar in-vitro TepameBTHYEH CICKTHD BKIIOYBA BUPYCH, KOHMTO 3ama3paT CBOATA
reHetnuHa uHbopMamua mox ¢opmara Ha JJHK. Toit e ocobeno edekTuBeH cperry
xepnec cuMILieKke Bupyc THi I u 1.
TpoMaHTaIUH BINAC HA pa3BUTHETO HA BUPYCHATa HH(EKIMA Ha JIBe HUBA.
- Omoxupa HaBIIM3aHETO Ha BHpyca 4pe3 OTclIabBaHe Ha BpB3KaTa ¢ KIECThYHATA
MNOBBPXHOCT U IIpeJOTBpaTsIBa IIEHETPALIUATA
- TOBIMSBa CHHTE3a Ha INIHKONPOTECHHH, KOMTO CIIOMarat 3a paslpoCTpaHABaHETO
Ha BHpyca 4pe3 KIEThYHO CIIMBAHC.

5.2. DapMaKOKHHETHYHH CBOHCTBA
Hama nannu.
5.3 IIpeaxInHAYHA NAHHH 3a Oe30NMaCHOCT

e T



[Ipu npoBeaeHu TeCTOBE 38 TOKCHYHOCT C XXMBOTHM, CJIE IPOXBIDKUTEIHO JIOKATHO WIK
CHCTEMHO IIPHJIOKEHUE Ha TPOMAHTAIMH XHAPOXIIOPH] € YCTAHOBEHO, Y€ HE
CBINECTBYBAT PUCKOBE, CBHP3aHH € TEPAIIEBTHUHOTO NpHIoKeHHEe Ha Bupy-Mep,.

[Ipu TecroBere 3a eMOPHOTOKCHUHOCT, IPOBEACHH C ILTBXOBE U 3aifliK, TPOMAHTaIHH
XHAPOXJIOPH HE NOKa3Ba eMOPUOTOKCHYHU UIIM TEPATOTCHHHN €(PEKTH clie]
[IPUJIOKECHHUETO.

IIpoBeeHNTE 1O MOMEHTA 1N-ViVO H In-Vitro Npoy4BaHusa ¢ TPOMAHTAIHUH XHIPOXIIOPH]L
HE JaBaT HHIHKAIIMY 3a MyTareHeH e(ekxT.

HsaMma npoBeAeHU NPOABDKUTENHHE HAOIIOEHUS 32 KAHIIEPOTEHHOCT 3a TPOMaHTaIHH

XUJPOXIIOPHU.

6. @apMaueBTHIHM JAHHH

6.1. CrnHchk Ha IOMOIIHHTE BeMEcTBA

Metun-4-xuapokcuben3oar, CcopOMHOBA KHCEIWMHA, JaKTo3a, copouronm 70%,
XHPOKCHETHIIIETYIIO3a U IIPEYNCTEHA BOJIA.

6.2. HecbhbBMeCcTHMOCTH
He e mpunoxumo

6.3. Cpok Ha rogHoer

CpOKBT Ha TOTHOCT € S5 I'OJIHHH.

Jla ce n3nomn3ea 4 CEAMULM CJIE] OTBAPSHETO HA OIIAKOBKATA.
6.4. ChoenwaJHH yCJOBHA HA CHXPAHEHHE

Hama cnenyanHy yCIIOBHA Ha ChXPaHEeHHE.

6.5. JlaHHH 32 OIAKOBKATA
AnTyMUHHACBY TYOH OT 2 g, B KQPTOHEHA KYTHA.

6.6 CrhenmuaJaHH NPEANA3ZHHA MEPKH NpH H3XBLPJsAHe/ B paboTa
Heun3nmon3pauuaT NPOAYKT HIK OTHMaABYHATE Marepuaim oOT Hero TpsaOBa ga ce
NU3XBBPIAT B CHOTBETCTBHE C MECTHUTE H3UCKBAHUA

7. HMe M aapec HA NPHTEXATEIS] HA pa3pelIcHHETO 32 ynoTpeba
Merz Pharmaceuticals GmbH

Eckenheimer Landstr. 100

D-60318 Frankfurt/Main

| epmanus

MeUIHHCKO IpeACTaBUTENCTBO 3a brarapus: JIubpa EAJL, Codusa

8. Homep Ha pazpemeHHETO 3a ynoTpeda

9. /laTa Ha NBPBO pa3pemaBaHe/MIOJHOBABAHE 34 yIoTpeba
07.10.1997

10. Jara Ha (MaCTHYHA) AKTYAJIH3ANHA HA TEKCTA.

HOm 2008




