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KpaTka xapaKTepucCTHMKa Ha NpoayKTa

TRITTICO

TPUTHUKO L+ CUTENHA ATEHUWS NO NEKAPCTBATA

1. Hm¢ na heKapcTBeHus NPOAYKT ) 0)
Tputuko 75 mg TabaeTky ¢ yIBEKEHO 0CBODOK IaBaHe

Tputuro 150 mg Tabnerku ¢ yaAbIKEHO 0CBODOXK1aBaHE
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2. KauecTBeH H KOJIHYECTBEH CHCTAB

Enna TabneTka cpabpika :

Tputuko 75 mg TabneTky ¢ yabIKeHO 0CBOOOkKIaBaHe
AKTHBHO BEILIECTBO: 75 mg Tpa3oa0H XHJAPOXIOPHA

Tputuko 150 mg tabnerku ¢ yabIKeHO 0CBOOOKIaBaHE
AKTHBHO BemecTBo: 150 mg Tpa3oA0H XHAPOXIOPHA

3. JIexapcrBena dopMma
Nenumu Ta0NETKH ¢ YIBIDKEHO 0CBODOXKIaBaHe - I IMMH Ha 3 YacTH

4. K1MHHYHY JaHHHU
4.1 Ioxazanus
JlenpecHBHH pa3cTpoHCcTBa ¢ UK €3 TPEBOKHOCT.

4.2 To3¥poBKa H HAYHUH HA NpUAcKEHUe

JlekapcTBOTO Ce MMpHeMa caMO OT BB3PacTHH NaLMeHTH.

Bw3pactau: 75-150 mg /nHeBHO, npyeMaH# KaTo €AHOKpaTHa A03a Beuep, NIPeau AraHe.
JosupoBkata Moxe aa 6pae ysenmdeHa 10 300 mg /aHeBHo, pa3ficNcHa Ha JBa nNpuema,

[To BpeMe Ha GONHUYHO NeyeHHe Jo03aTa Moxe jAa Oene 3aBuweHa A0 600 mg/aHeBHO, pasAcncHa
Ha HAKOJKOQ [IpUEMa.

[MaieHTH B HampeAHana Bb3PacT H M3TOLIEHM NALMEHTH: 3aroyBa ce ¢ BeuepeH npuem ot 100
mg/nHeBHo. TIo rexapcko npeanucaHue AO3MPOBKara Moxke Aa ObAe MOBHINABaHA, B 3aBUCHMOCT
OT KIMHWUHMS OTroBop. He e ofuuaiiHo, no3upoBka no-sucoka or 300 mg/aHeBHo ga Obae
yBEIHYABAHA.

NMenumuTe TaGneTkH MoraT ga ObAAT pa3jensiny Ha 3 4acTH, KOCTO NO3BOJNABA TNOCTCNEHHO
MOBHIIABAHE Ha fA034Ta, B 3aBHCHMOCT OT TeXecTTa Ha 3a00JIBAHETO, TErJI0TO, BB3pacTTa U
00I1I0TO CHCTOAHHE HA NALUEHTA.

JleueHueTo TpA0Ba Ja 3ano4yHe ¢ BeuepeH NPUEM M ¢ OBUILIABaHE Ha JHCBHHUTE JO3H, MO JICKAPCKO

npeanHCaHue.
3a npeanoYUTaHE € JIEKAPCTBOTO [i@ C€ NMpHeMa CIek AJcHe W Ha TCPaneBTUYHH LHUKJIH OT IOHE
eJIMH MECell, =

[Ipy nauMeHTH B HanpeaHasa Bb3pacT, JO3HPOBKaTa TpAOBa BHUMATEIHO 1A
KOWTO Ja TpeleHH KakK Jia MPHJI0KH MHHHMAIHUTE [IPENOPHUMTEIHA 03H.
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4.3 IIpoTuBONOKa3aAHUA

JokazaHa CBPpbXUYBCTBHTEIHOCT KBM INpPenapara Wil KbM HETGBUTE CHCTaBKH.

TabneTrkure cbOBpPXKAT 3axapo3a.daToBa JCUYEHHETO ¢ IIpenapara € NPOTUBONOKa3aHO  MpH
HAC/EACTBEHA HEMOHOCHMOCT KBM (PPYKTO3a,IIIOKO30-ralakTo3Ha ManadcopOLMa M CYKpo30-
M30MAJITO3EH ASHHLIUT.

TpHUTHKO € NMPOTHBROIMOKAa3aH nNpy OPpeMEeHHOCT, KbpMEHE M Aelia rnoxn 18 1.

4.4 Cnenya,JHH nNpeaynpexaeHns 1 NpeAna3sHid MepKH NpH ynorpeda
CamoyOniicTRO/cYMIHAHH MHCIH HIH KIHHHYHO BJIOWIABAHE

JlenpecHaTa ¢ CBBP3aHa ¢ MOBHIIEH PHCK OT CYUIHIHH MUCIH, CAMOHAapaHABaHE H CaMOYOHHCTBO
(cBOMTUA, CBBP3aHU ChC CaMOyOuiiCTBO). PUCKBT ChLIECTBYBA J0 JOCTHIAaHC Ha 3HAYHMa peMHCHA.
Twit KaTo mopodpeHHEe MOXKE Ja HE HACTHMHU NPe3 NMBPBHTE HAKOJKO CCAMHLH MJIH IO0BEYE OT
HA4YaJOTO Ha JIeUeHHWeTO, NMAlUWEHTUTe TpAOBRa BHUMATENHO Ja ¢€ HabmoOJaBar AC NOABATa My.
KAWHUYHHUAT ONUT [10Ka3Ba, Y€ PHCKBT OT CaMOyOMHCTBO MOXKe Ja HapacHe NMpPe3 PaHHUTS €Taru
HA BE3CTAHOBUTENMHHA MEPHO.

Nlpyrd ncuxuuHM3aboNsBaHud, MpH KOWTO TPUTHKO c€ INpeAnucBa, ChLIO Morar Ja Omjar
CBBP3AHM ¢ [MOBHMIIEH PHCK OT CBHOMTHA, CBBP3aHH CHC caMoyOuiicTBo. OCBEH TOBa, TE3M
3a00ISBaHHA MOTaT A2 OBAAT CHUETAHH C TFOJIAMO JAENpecHBHO pa3cTpoiicTeo. llpH neuenne Ha
MalWeHTU ¢ ApYrd NCHXHYHM HapymeHuda Tpabea na ObAar chOmMOJaBaHH CBHINMTE MNpeATasHU
MEPKH, KaKTO TNPH JICYCHHE HA NALUACHTH ¢ TOJIAMO ACIIPECHBHO pa3CpOHCTBO.

Moas 00bpHeTe BHUMAHHE:!

H3BecTHO €, 4e MalMeHTH C aHaMHe3a 3a CYMIMIHHU CHOMTHsA, CBBP3aHM ChC CaMOYOHHCTBO WIIH
MOKA3Ballld B 3HAYMTENHA CTENCH CYHUMAHW WACallWH, Opead 3alouyBaHe Ha JISUEHHWETO ca
H3I0KEHH Ha MO-BUCOK PHCK OT CYHLHIHH MHUCIH HIIH ONHTH 3a caMOYOHICTBO H TpAGBa na ObIar
HaOMIOAABaHKM BHUMATENHO IO BPEME Ha JieueHueTo. MeTa-aHamm3 Ha mnanebo-KOHTPONHpaHH
KJIMHUYHHM W3NMTBAHUA H4 aHTHAENPECAHTH PH BB3PACTHH MALMEHTH C IICHXHYHHW Pa3cTpoiicTBa
NOKA3Ba NMOBHLIEH PUCK OT CYHUMIHO TNMOBEACHUE MpPH NALMEHTH MMOX 25- TOAMIIHA BB3PAcT,
JIEKYBaHH C aHTHACTIPECAHTH B CpaBHEeHHUe ¢ maauedo.

JlexapcTBeHaTa Teparnia TpaOBa Ja ce CBABTCTBA CBHC CTPOro HAOMIOACHHWE HA MALUEHTHTE U B
YaCTHOCT HA Te€3H ¢ MOBHILIEH PUCK, 0CODEHO B HAYAJIIOTO HA JICUCHHUETO H CICA NPOMEHH B JO3UTE.
[TaunieHTH (4 TE3W, KOMTO Ce IPHXKAT 33 TAX) TpadBa Aa 6BAaT npeaynpelcHHd 3a HCOOXOANMOCTTA
OT Ha0noAeHye 3a BCEKH MPH3HAK HA KIMHUYHO BJOLIABAHE, CYWIMAHO NOBECACHHE UK MUCHH, H
HeoOHualiHk NpOMEHHU B MOBEACHUETO, KAKTO H He3abaBHO [a NOTHPCAT KOHCYITALUA ¢ JIEKap, ako
TAKHUBA CHMITTOMM C€ NOABAT.

Tputrko Tpabea aa ObAc NpUarad NopA JIEKapCKU KOHTPOJ MpH NalHeHTH ¢ KIWHHYHO 3HAYHMHA
JepHOAPOOHH, OBOpEUHH HAH CHPACYHH 3aD0JABaHNS, TTO-CNCIHANHO MPH MaLHEeHTH ¢ [POBOJAHH
HApYILEHUs HWIH A-V 0JI0K OT pa3nuuHa CTerneH Wid ciefi nNpeceH HHGAapKT Ha MUOKapa.
Benpekr ue, TpasoJoH He TNpeIM3BHKBA XapakTepHuTe €e(QeKTH Ha TPULUKAHYHHUTE
AHTHACTIPECAHTH BBPXY ChbpAedHATa AcHHOCT, HEroBara aApeHOJMTHYHA aKTHBHOCT, TIOHAKOra
MOXe Ja npelu3BuKka OpaaMkapIus M XHIOTEH3HA , MNO-TOYHO ENU30AUYHA XHITIOTCH3MA,
NPUAPYKEHA ¢ KoMrieHcaTopHa Taxukapausa. ChITBTCTBAIOTO JICUCHHE ¢  AHTUXHMIICPTCH3HMBHH
CpelCTBa H TPa30A0H, MOKE Ja HAJI0KHM HaMa/IABaHE Ha A03aTa HA XMITOTCH3HBHHA MEOHKAMEHT.

C oco0ero BHHMaHuUE Tpa30[A0H TpAOBa Aa ce NpHjara Ha MankeHTH, CTpaaa "




MOHAKOTA TEKKH, BKIIOUMTENHO YBpeKAaHe Ha yepHOApoOHHTE KIETKH W XKbATeHHUa . B Tesm
c/Iyyad ce Hajlara He3aGaBHO cMpaHe Ha JieueHHeTo./Bux nap. 4.8 /

Hianonssaneto Ha  JHEBHO-HapacTBalla  [A03a 0  MaKCHMAJIHO  MNpenopbYUTeNHATA
NO3UPOBKA,CHIIACHO NEKAPCKOTO TMPEANHCAHMe, HAMANABA PHCKA OT MNpOABH HAa HEXKENAHH
JIEKAPCTBEHH peaklyi CBBbP3aHu ¢ JIEKAPCTBOTO.

Moxe 6H no-4eCTM TPOABM Ha HEXeNaHH JIeKApCTBEHH peakuWH ce HaOmoAaBaT MpH
¢/IHOBPEMEHHOTO NPHIOKEHHE Ha TPa3oJOoH ¢ mpenapard, csabpxaiiud Hypericum perforatum
(3KBJIT KaHTapUOH).

TabneTkuTe ChABPKAT 3aXapo3a, KoeTo TpAOBa 1a ce UMa B MPEABU IIPU NMALHEHTH ¢ AMa0eT UM
Ha HHCKO-KaloOpHYHA TUETA.

Jla ce na3m ganede ot obcera Ha naena.

4.5 JlekapCcTBeHH U JPYIrH B3aHMOJCHCTBHA

Bwnpexn ye He ca JOKIaABaHH HEXEJAHH NEKapCcTBEHHW peakuud, TpasoJoH MOKe Ja 3aCHIH
ACHCTBHETO HAa MHOpENaKCaHTHUTE W JETIMBHTE aHecteTHUH. TpasojoH ce noHaca Jobpe Ao
MalUEHTH ¢ IUHU30MpEeHHd B Jernpecus, HAa CTAaHAAPTHA TepanusA, KakTo M OT MAauUCHTH ¢
[TapkuHconoBa 60JECT, TEeKYBaHH ¢ JICBOAOTIA.

JleueHunero ¢ TPa30AOH MOXKE Aa 3aciUIM edeKkra OT ankoxoin, 6apOMTypaTH H ApPYrH BCILECTBA,
notrckawpy LUHC.

Psanko ca HaOmoJaBaHH BB3MOXKHH B3aUMOJSHCTBUA ¢ HHXUOUTOPUTE HAa MOHOAMHHOKCHAA3AaTA
/MAOQOIs/.Bonpekd 4e, HAKOH JeKapd PpeAOBHO W3NMUCBAaT TeE3W JICKapCTBa 3a¢AHO, HE cCe€
npenopeuBa ynorpedara Ha TpazogoH ¢ MAOIs, und cnMpaHe Ha JICYEHHUETO C €IHO OT TC3H
JIEKapcTBa B paMKuTe Ha 2 ceamuud. MscneapaHus, NMpoBeNeHH BHPXY J1a0OpPaTOpPHHU JKHBOTHH
MOICKA3BAT, Ye TPA30J0H MOJXKE J1a HHXHOHpa CHIIHOTO AciicrBre Ha clonidine.

[Ipodasy Ha HeXEMaHU NECKAPCTBEHH peakUMH ¢e HabNoAaBaT NpH €IHOBPEMEHHOTO MPHJIOKEHHE
Ha TPa3OJOH ¢ npenapatu, chabpkaitid Hypericum perforatum (KBAT KaHTapHOH).

Bonpexn, ye He ca AOKNaABaHHW B3aUMOJACUCTBMS ¢ APYTHd XHIIOTEH3MBHH CPEICTBA, BEPOATHOCTTA
OT MoTeHiHpall epeKT Ha Tpa3zoaoHa TpAOBa fa ce HMa IpeABU/IL,

TpazonoH B KoMOHHAIMA C AMTOKCHH WIH (PEHUTOMH MOXE A MOBHINK CEPYMHHTE HHBa Ha TC3H
cybcTanuum,

4.6 bpeMeHHOCT H KbpPMeHe

He e nokazana Ge3omacHOCTTa Ha Tpa3oAoH npu OpemeHHU.TpAOBa CHIO Aa c€ WMa MpeaABHI OT
KBPMELIUTE MaMKH U BEPOATHOCTTA TPa30A0H Jia Ce H3/IBYBA YPE3 KbpMara.

He ce npenopbyBa ynotpebara Ha Tpa3oJOH NMpe3 MBPBOTO TPHMEceYre OT OPEeMEHHOCTTa, JOKATO
pe3 OCTaHANMTE Meceld OT OpeMeHHOCTTa M KbpPMEHETO, TpAOBa Ja ce OrpaHHYd A0 OTACIHH
clIydyaH, caMo CJIEH JISKapCKa NPELCHKA PHCK/TIoN3a.,

4.7 Bausinne BLPXY cnoco0HocTTA 34 IodHpaHe ¥ pafoTa ¢ MAIMHA
Kakro ¥ npu apyrure meauxkamuuTd, Ackicrsamy Bypxy LIHC, nauueHt
npeAynpeieHn, Y€ Tpa30J0H MOXE Ja IMPOMEHM AKTHBHOTO BHHMaHH
CHCTOAHHKE 10 BpEME Ha iodupaHe, U3BBPLIBAHETO HA OMACHH JEHHOC
CJIOYKHU MAILMHH.




4.8 HexenaHu JIeKAPCTBEHH PEAKIHH

TpuTHKO € aHTHAENPECAHT CHC CEJATHBHHA CBOMCTBA , MOXKE Ja NMPHYMHH CHHIWBOCT NPEe3 MBPBUTE
AHH, OOMKHOBEHO M34E3BallH B IIPOLIECa HA JICUCHUETO,

TloknaZBaHH ca peAKH CIIyY4aH HAa CHEJHHTE HEXKENaHH IEKapCTBEHH peaklLuH: riapoboiwe,
c1a00CT, CBETOBBPTEX, €ITH30ANYHA XUNOTEH3UA, OpaguKapausa ¥ TaXKKapAui, CTOMAIIHH OOJIKH,
ragcHe, TNOBpBIIaHe, AHapud, Oe3chbHME M HaMaJleHO BHUMaHMe, 3aryda Ha Terno, TpPeMop,
CBCTOAHHE HA 00BPKAHOCT ¥ OOPHB.

IIpu egHOBpEMEHEH NpHEeM Ha TPUTHUKO ¢ APYrd MOCHXOTPONHH MEJHKAMCHTH Ca JAOKJIAABaHH
PEAKM CITyYaH Ha CEPOTOHUHEPTHYEH CUHAPOM H KOHBYIICHH.

Panko ce mokmajiBa W 32 CBPACYHM aPUTMHKM M NPOMEHH B KPBBHATa KapTHHA /rpaHyNOLIMTO34,
TPOMOOLIMTOIICHHS H aHEMHA/, TEXKKM HYEepHOAPOOHHM NMPOMEHU M KBATEHMLA. B Te3n ciyyan
JIeYEHHUETO ¢ Tpa3od0oH TpabBa Aa ce npekpaTu BeaHara. /Bux § 4.4/

Kakto 1 npu apyrute nekapcrsa ¢ anda-aApeHOIMTHYEH e(PeKT, oTOENA3aHH ca peJIKH CIIyYaHd Ha
NpHANHA3bM, CBBP3aHH C JICUCHHETO ¢ TPpa3o oH. [Ipy cpMHEHHE 3a pasBHTUC Ha Ta3d HEXKEnaHa
JIEKapCTBEHA peaKL|s, MALMEeHTHT Tpa0Ba 1a NpeKbeHe IEYCHHETO He3abaBHo.

HUma cboOlleHd Cay4yal HA CYULHOHA MACaluid U CYMLHJHO MOBEJIEHHE MO BPEME Ha JICYCHHE C
TPa30Jd0H HJIH CKOPO C/IE CIUpaHe Ha TeUCHUETo (BHX TOUKA 4.4).

4.9 Ilpeaosupane

Haii-uecTo [gOKIaABaHHTE, HAOMIOAaBaHH PEaKIMHM ¢a CBETOBBPTEK, CHHIHBOCT M NOBpBIIaHe. B
cIy4aii Ha OCTPO MPefo3UpaHe, CTOMAXhbT TpAGBA BB3MOXKHO HaH-Obp30 Aa ce M3NpasHH, TpadBa
Ia ce TMPOBOKHPA TIOBPBINAHE H Jia C& H3BBLPIIM CTOMamHa npomuBKa.llanueHTsT Tpabsa na ce
KOHTpONHpA H JICKYBa CHMITTOMAaTHYHO U Ja ce oAAbpxa 6ajlaHC Ha TEYHOCTHTE.,

5. @apMaKoJOrHYHH JAHHH
5.1 ®apMaKkoAHHAMHYHY CBOHCTBA
Tpa3oJoH € TpPHA3OJOMHPUAMHOB [ACpUBAT, S(PEKTHBEH NpPH JEYCHHETO Ha ACNPECHBHYU

pascTPONCTBA, BKAIOYMTEIHO JESNPECHS, PUAPYKEHa 0T Ge3nokoiicTBo B HapywmeHus B ¢bHA /ATC
kof: NO6AX05/ u ce xapakTepH3Hpa ¢ KpaTKo JAeiCTBHE /0KOJ0 ceaAMHULa/.

Tpa3onoH € HHXHOMTOP Ha 0GPATHOTO 3axBaillaHe Ha cepoToHHHa M ¢ aHtaronuct SHT 2A n 2C
PELIENITOPH, YMATO aKTHBALUA OOMKHOBEHO C€ CBBp3Ba ¢ OGe3chHuUE, 6€3N0KOHCTBO, ICHXOMOTOPHH
NPOMEHH K NIPOMEHH B CEKCYyaTHATA PyHKLIMA.

TpazogoH He € NPOTHBOMOKA3aH Ipu riaykoma 4 ObOpeuyHH HApYLIEHHsA, HE INPUTEKABA
eKCTpanupaMUJanHH e€deKTH M HE MOTEHLMpa aJpeHeprdyHarta TPaHCMHCHA, 3all0TO HAMA
AHTUXOMHHEPrUYHO JeHCTBHE M HE TPEOHM3BUKBA THNHYHHMTE €QEKTH Ha TPHLMKIHYHHTE
aHTHJCIIPECAHTH BBPXY ChpaevHaTa PyHKIHA.

5.2 ®apMAKOKHHETHYHH CBOHCTBA

Cnen enMHMYHA MepopallHa 03a Ha TPa30ldoH - 75 mg TableTKu ¢ y,ummemdﬁgqﬁﬁﬁmaane Ha
Cmax OT okodo 0.7 g/ml ce poctira ¢ Thyax - 4 9aca cnell NPUIOKEHHETO, 4 GIHO £ #0110 8
g/ml/h. Cnex emvHMuHa nepopajHa A03a Ha Tpa3odoH - 150 m
ocBoboxcaaBane Ha, Cmayx OT okono 1.2 g/ml ce gocrura ¢ Tha - 4
BpeMeTo Ha NOMYKMBOT Ha elTMMHHHpaHe ¢ okosio 12 Jaca, a AUC ot OX




5.3 llpeAKAUBEAYHHA ZaHHH 32 Oe30nacHOCT

OcTtpa Tokcuydoct: LDsg Ha TpasogoH NpHeMan nepopanto € 610 mg/kg npu muwnkara, 486 mg/kg
npu mrexa U 560 mg/kg npu 3aeka. HabnronaBannte edexktr ca: ChbHIMBOCT, CIKOHOOTAENIHE,
ITTO3MC Ha KIIerayuTe, H XpOHUYHH KOHBYJICUH.

[TopocTpa TOKCHYHOCT: CYOXpOHHYHH IIPOYUBaHUs ca MPOBEJCHH BBPXY ILIBX, 3aC€K U Kydye, a
XPOHHUHHTE BLPXY IIbX, Ky4ue M MaitMyHa [IpunoxkeHara nepopaiHo Ao3a BapHpa Mexay 15 H
450 mg/kg/nnesno npu mrbxa, 15 1 100 mg/kg/nHeBHO npH 3aeka,

3 1 100 mg/kg/nuesHo npu kydeto U 20-80 mg/kg/aHeBHO NpH MaliMyHaTa. B n3cneBaHUATA NMPH
IbXa, JEYSHHETO NPUYUHHMIIO XUIIEPTPO(PHA Ha XEeNMATOUUTHTE H MEK €HJIOIUIACTHUCH PETHKYNIYM
C TocneABalna xenaroMeranus. To3u edeKT € pe3ylnTaT oT AeTOKCHKHpAIlluA MEXaHH3bM H He 60U
MOTEJI Za ObAe MHTEpOpeTHpaH KaTo naroyiorudeH edekr. OCBEH TOBa NeTanHara fAo3a ChUO
nopaxaa edextH, seve HabMOJaBaHH TIPH H3CNEABAHMATA 32 OCTPA TOKCHYHOCT. CHOTBETHATA
103a/HUBA HA HE HaOMOaBaHH HEKeNaHH nexapcTBeHn peakuuu /NOEL 6unn 30 mg/kg/nueBHo.
IIpu 3aexka O6unu HabmopaBanu camo edexrture Ha jAenpecaHTHTe BBpXY LIHC, ¢BC ¢HOTBETEH
NOEL or 50 mg/kg/aneBHo. Ilpu Kydero, cUMOTOMHTE, Beue HabdaOJaBaHH IpH OCTpa
HHTOKCUKAI(MA, C€ BJOIIMJIM IIPH HOBTOpEeHME Ha jpo3ara, a cporBetHMs NOEL 6un 10
mg/kg/nHeBHo. MailiMyHata umana 0oO-roaiMa Pe3UCTEHTHOCT OT Ky4YeTo H I[pPOfABH/JIa CaMo
¢apmakoauHaMuyHy ipoMedd. NOEL Omiu 30 mg/kg/aHesHo.

6. PapManeBTHYHH JAHHH
6.1 Cnuchk HA MOMOIIHKTE BEIIECTBA M TEXHUTE KOJIAYECTBA
Tabnerku: 3axapo3a, NOJIMBHHAIMHUPONHIOH, BOCBK, MArHe3HEB CTEapar.

6.2 OPU3HKO-XHMHYHH HECHBMECTHMOCTH
Tpa3oi0H HE € HECHBMECTHM ¢ JPYTUTE JIEKAPCTBA U APYTHTE oOHUYaiiHO -H3M0/J3BaHH BEINSCTBA, €
M3KJIIQYEHHE HA TE€3H, OT T. 4.5

6.3 Cpox Ha roqHOCT

3 rooUMHHU.
Tosu cpok e npeABUACH 3a NPABHJIHO ChXPAHsIBAH, B HCOTBOPEHA ONMAKOBKA NPOIYKT

6.4 CnenHaJHH YCJOBHS 32 CHXpAaHEHHE
[TpoaykThT TpaOBa A2 ce ChXpaHABa NMPH HOPMATHHU YCIOBHA

6.5 /lanHH 32 OMaKOBKATA
[ThpBUYHA OTIAKOBKA
Tabnerute ca onakoBanu B PVC/ anymMuHHEBH GNHCTEPH.

BTopHuHa onakoBka
Tputrko 75 mg TabneTKH ¢ YABIKEHO OCBOOOXKAaBaHE - KYTHS C 30T

Tputuko 150 mg TabieTKH ¢ YABIKEHO OCBO00XKAaBaHE -~ KYTHs OT




6.6 IIpenopvku npu ynorpeda
JIBOMHO-BANEOHATATA JEIHTENIHA YepTa MO3BOMABA HaraXjaaHe Ha e/iHa MOBHILABAIIA C& JHCBHA
1034 [0 JIEKapcKo TpefIMCaHHeE,

7. HMe H aipec HA IPHTEKATEAH HA Pa3peilieHHETO 32 ynoTpeda
HCL ®PAPMACKOTHK'BJT JIta -benrapus EOQO]I
Oyn. Acen Hopaanos 10 - Codus

8. HMe 1 agpec Ha NPOU3BOAUTEIHMTE HA JIEKAPCTBCHOTO CPEACTBO
ANGELINI FRANCESCO S.p.A.- A.CR.A'}F.

Via Roma, Uranug

LCL] PAPMACIOTHK'BJI -brarapusa EOO/]

6yn. Acer Hopaanos 10 - Codus

9, CTpaHH B KOHTO € PerHCTPHPAHO J1€KAPCTBEHOTO CPEACTRO
Bx npUI0KEHUETO

10. IIbpBa perucrpanus HAa JEKAPCTREHOTO CPEACTBO
Tputuko 75 mg TabneTku ¢ yasnkeHo ocBoboxaasane - PN 9800335 /5.11.1998
Tpurrko 150 mg Tabnerku ¢ yasmkeHo ocBoboxaaBane - PN 9800336/ 5.11.1998

11. {lara Ha nmocjaeaHa peAakIius HA TEKCTa

Mapt 2008 r.




