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Tilak

1. HMME HA JIJEKAPCTBEHUS MPOAYKT | o ,7/0 // . (7(7/..:;

Jlopeta 37.5 mg/325 mg pUaAMHUpaHH TadIETKH
Doreta 37.5 mg/325 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika punmupana tabnerka cbhabpka 37,5 mg Tpamaio0B XHApoXJaopua (tramadol hydrochloride),
ekBUBa/ieHTeH Ha 32,94 mg Tpamanon (tramadol,) v 325 mg napaueramon (paracetamol).

[TIOMOLLIHO BELIECTBO € U3BECTHO /IEHCTBHE
Beska punmupana Tabnerka cbabpxka 1,25 mg HaTpHi

3a NbJHUA CIUCHK HA MOMOLLIIHUTE BELLECTBA, BUXKTE TOUKa 6. 1.

3. JIEKAPCTBEHA ®OPMA
®dunmupana Tabnerka

TaGnerkure ca 0/1€/10 )KbATO-Ka(pSABH, OBAJIHU, JIEKO ABOMHOU3ITbKHAJIHK.

4. KJAHHWYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHSA
Tabnerkure Jlopera ca nokasaHu 3a CHMITOMAaTHYHO JIeYEHHE HA yMeEpeHa 10 cHiHa DoJika.

Ynotpebara Ha Jlopeta TpsadBa na Obae orpaHMyeHa camo NpH NaLKMEHTH, MPH KOHTO CE MPELEHH, Ye
yMepeHaTa 10 CH/iHa 00JiKa U3MCKBA KOMOMHHMPAHETO HA TpaMa/10/1 U napaueramo (BkK. CbLO TOYKa
iy X

4.2 JIO3HpPOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

H3non3saneTo Ha Jlopera TpsOBa 1a Obe orpaHH4eHO caMoO MPH NALKUEHTH, MPH KOKWTO CE CYHTa 32
YMECTHO MPHJIOKEHHETO HA KOMOMHALIUA OT TpaMa0J M napaueramorl.

Jlo3ara TpsOBa na Obae aganTUpaHa cnopea HHTEH3UWTeTa Ha OosikaTa M Yy BCTBMTE/IHOCTTA Ha
cboTBeTHHUA nauueHT. [1o npaBuio TpsadBa na ce noadupa Hai-HUCKaTa ePEKTUBHA 1032 3a aHAITE3Hs.
He Tps0OBa na ce npesuinasa obuiara 103a ot 8 TabaeTku AHeBHO (ekBHBaieHTHa Ha 300 mg
Tpama0s10B Xuapoxyopua u 2 600 mg napaueramon). MHTepBanbT MEXKY OTAEIHUTE 103H HE TpsAOBa
na Obae no-maabK OT 6 yaca.

Bv3pacmmnu u wonowu (12 coounu u noseye)

[IpenopbuBa ce HayaiHa 103a oT ABe TadneTkyn Jopera. [Ipn HeoOXoAMMOCT MOXKe /1a ObAAT NPHETH H
NOMbJIHUTEHH 1034, HEHaABMLIABAaWK 8 TAOJIETKH AHEBHO (€KBHBAJIEHTHO Ha 3OWW

xuapoxsiopua U 2 600 mg napaueramodt). / m' 7
MHTepBanbT MeXkKAY OTAE/HUTE 1034 He TpsOBa aa Objae no-manbk ot 6 yaca. // ;3 / IETE -.-:‘L_*--T.*\Cj"‘

nepuos (BX. CbLLo TouKa 4.4).




[leouampuuna nonyrayus
EdekrusHocTra ¥ Oe3onacHocTTa Ha JlopeTa He ca yCTaHOBEHH npH Aeua rnoa 12 roaniiHa sb3pacT.
ETo 3a110 He ce mpenopbysa JSYEHHE B Ta3H Bb3pacToBa rpyna.

[layuenmu 6 cmapuecka ev3pacm
OBHKHOBEHO KOPEKLIHS Ha 103aTa He € HeoOX0AWMa NpH nauMeHTH A0 75-roayuiHa Bu3pacTt 0e3

KJIMHHYHO NposBeHa yepHoapoOHa win 6u0peyHa HeaocTaThbuHOCT. [IpH NaUMEHTH B cTapyecka
BBL3PACT Hal 75 roauHn Moxe Aa ce Habnionaea yabmkeHa eniMuHannd. [opaaum Tosa, € Heobxonumo
AO30BHAT MHTEPBAN Aa C€ MOBHLUM B 3aBHCHMOCT OT H3HCKBAHHATA HA NaLHEHTA.

bvopeuna Hedocmamuvynocm/Quatuza

Ipu naurieHTH ¢ 6bOpPEUHa HEAOCTATLUHOCT eIMMHHALIMATA Ha Tpamaao. € 3abasena. [1pu Te3n
NnaLMeHTH TpaOBa BHUMATENHO Ja c€ OOMHCIH yaAb/KaBaHe Ha N030BUA HHTEPBaJ, Cropes
HW3UCKBAHHUATA HA NMALUMWEHTA,

Yeproopobro yspescoane

[lpy nauueHTH c YepHOAPOOHO YBpEXKAaHe, ENTMMHHALMATA Ha TpaManos € 3abaseHa. [Ipn Tesu
NauMeHTH € HeoOX0AUMO BHUMATENHO OOMHUC/IAHE Ha Bb3MOXKHOCTTA 32 YAb/KaBaHe Ha HHTEpBana
MEXIY OTAENHUTE A03M CNOpea HYKIUTE HA nauueHTa (BXK. Touka 4.4). [lopaay HaTHHHETO Ha
napaueramol, lopera He Tpabsa na ce U3M0A3Ra NPH MALIMEHTH C TEXKO HEPHOAPODOHO yBpekaaHe
(BXK. TOuKa 4.3)

HauyuH Ha npuiaoxkeHue

[TepopanHo npunoxeHue.

TaGnerkure TpaOBa Aa ce NOrTbLIAT LEH, C JOCTATBHHO KOJWYECTBO TEYHOCT. Te He TpiOpa na ce
YYMNAT WIH IbBYAT.

[eau na revenuemo u npeycmarnosaeane

[Tpeau 3anouBaHe Ha neueHue ¢ JlopeTa ¢ nauyeHTa Tpa6Ba Na ce 0OCHLAN CTPATErHA 3a JICUEHHE,
BKNIOYHUTENHO NPOABDKHUTENHOCT HA JIEYEHHETO M LEJH HA ISYEHHETO, KAKTO U CXEMA 33
NPEyCTAHOBABAHE HA IEYEHUETO, B CHOTBETCTBUE C PHKOBOACTBATA 3a eueHHe Ha bosnka. [lo speme
Ha JieyeHHeTO TPAOBRA 1a ce OCBLICCTBABA YECT KOHTAKT MEXKAY JIEKapA M NAaLKMEHTA, 3a 4 C€ OLEHH
HeoO0X0AHUMOCTTA OT NPOABL/KABAHE HA JIEHEHHETO, A2 C€ OOMHCAH NPEeyCTaHOBABAHE H 13 Ce
KOPUTHpAaT JO3MTE, ako ¢ HeobxoauMo. Koraro naaeH nauMeHT Beye HiMa HY»XIa OT JICYEHHE C
TpamManoJi, ¢e NpenopbYBa NOCTENEHHO MOHWKABaHE HA 103aTa, 32 1a C€ NPeIOoTBPATAT CUMNTOMH Ha
oTtHeMaHe. [pu nunca Ha anekBaTeH KOHTpON Ha Honkara TpadBa Aa ce OOMHC/IH BBE3MOXKHOCTTA 32
XUnepanre3us, TOJEPAHC ¥ Nporpecus Ha OCHOBHOTO 3a00/1BaHe (BXK. TouKa 4.4).

4.3 IIpornBonoka3aHus

CepbXUYBCTBUTETHOCT KbM aKTHBHHTE BELLIECTBA UK KbM HAKOE OT MOMOLIHHUTE BELLECTBA,
H30poeHH B TOoUKa 6.1.

OcTpa HHTOKCHMKALMA ¢ AIKOXON, XMIMMHOTHYHH 1EKAPCTBEHH NPOAYKTH, LEHTPANHO-EHCTBALIH
AHANrETHLN, ONMUATH KNH NCUXOTPONHH JIEKAPCTBEHH NPOAYKTH.

Jlopera He Tpa6sa aa ce npuiara NpH nauMeHTH, kouto npueMat MAO-uHxubuTopu MK ca
npueMany TaKMsa B MPEeAXOAHHTE ABE CEAMHLH (BX. TOuKa 4.5).

Texko uepHOApPOOHO yBpEKIAHE.

[MauMeHTH ¢ eNHIENcHS, KOATO HE € NOCTATb4YHO 100pe KOHTPOSIHpaHa (BXK. To4Ka 4.4).

44 CoeunsajHH npeaynpexIeHHd H OIpeANa3HH MEPKH NpH ynorpeba

Ilpeoynpesicoenun
- [pH BB3pacTHH M 1OHOWKW HA U HaA |2-roavwHa BB3pacT He Tpabsa na Oyne
MaKcHManHarta a03a ot 8 tabnerku Jlopera. 3a uzbarsane Ha HenpeaHaMEPS
nauveHTHTe TpAdBa a ObaaT NpeaynpeXXIaBaHU Aa HE NPEBULLIABAT Npe




HE NPHEMAT €AHOBPEMEHHO APYrH NapaueTamMon (BKIounTeHO 6€3 peuenTa) Uiy TpaMaaonoB
XHAPOXIOPHI- ChABPXALLY NPoAYKTH, 6€3 aa ca ce NOCHBETBAIM C JieKap.

- IMpu Texka 6bOpeyHa HEAOCTATBHHOCT (KpeaTHHMHOB KAHpbHE <10 ml/min) He ce npenopbuBa
ynotpebara Ha [lopera.

- pu nauMeHTH ¢ TEXKKO HepHOAPOOHO yBpexaane Jlopeta He TpaOBa Aa ce H3M0N3Ba (BX. TOUKA
4.3). OnacHOCTTa OT NpeJo3UpaHe Ha NapaueTamos € no-roaamMa MpH NaUuHEeHTH C HELIWPO3HO
ANKOXONHO YepHoapoOHo 3abonasane. [1py yMepeHO TEXKKH CiTy4au, yAb/XKaBaHETO Ha N030BUSA
HHTEpBa1 TPAOBA BHUMATENHO Aa ObIE NMPELEHEH.

- JlopeTa He ce npenopbusa NPH TEXKKA AXXATENHA HEAOCTATHLYHOCT.

- Tpamanon He € NOAXO/ALl 3a 3aMECTBALIO IEYEHHE NPH NALMEHTH ¢ ONHATHA 3aBUCUMOCT.
Bnnpeku, ue € ONMOMAEH arOHKCT, TPAMAJ0N HE MOXKE 1a NOTHCHE CHMNTOMKUTE Ha MOpQUHOBA
3aBHCHMOCT.

- CroOlLLuaBaHu ca Cly4ad Ha KOHBY/CHH MPH NAaLMEHTH, NEKYBaHH ¢ TPAMaao/l, CKIOHHH KbM
rbpYOBE, WIH MPUEMALLH APYTH JIEKapCTBa, KOMTO MOHHKABAT mpara Ha nofaBa Ha rbpHoBe,
0coBeHO ceneKTHBHY HHXHOUTOPH Ha OOpaTHOTO 3axBallaHe Ha CePOTOHHH, TPHUMKIIHYHH
AHTHIAEMPECAHTH, aHTHNCUXOTULIM, LEHTPAAHO-ACHCTBALUY aHANreTHLIH HAH JIOKAJTHH
aHecTeTHUM. [laLMEHTHTE ¢ KOHTPOTMPaHa ENWIETICHA WKW CKIOHHH KbM bpuoOBE, TpiOBa Na
6baaT nekysaHy ¢ Jlopera camo B ciiy4ai Ha abcontotHa HeoGxoaumocT. CiTyyau Ha rspHoBe Ca
cbOOLIABAHM NPH NALIUEHTH, MPUEMAIH TPaMaaon B NPENopbUBAHHTE A03U. PUCKDBT MOXKE 112
6bAe MOBULLEH NpPH NMpeBHLIABAHE HA NPENOpbUBaHATA 034 TPAManoa Hal rOpHATa rpaHMLA.

- He ce npenopbuBa e1HOBPEMEHHOTO NMPUNOKEHHUE C ONMUATHH ATOHHCTH-AHTArOHHUCTH
(HanOyduH, OynpeHOpPHH, NeHTa3oUMH) (BXK. ToYKa 4.5).

Juxameanu napyuwenus no 6Peme HAa CoH

OnyoxauTe MOTaT Aa NPUYHHAT AMXATE/IHU HAPYUIEHUS O BPEME HA CbH, BIJTIOUHTENHO LEHTpaIHA
cbHHa anHesd (LICA) u HollHa xunokcemus. Ynorpebara Ha ONHOUIH BOAH A0 A0303aBUCHMO
ysenuueHue Ha pucka ot LICA. Ilpu naunentn ¢ LICA, o6MrcneTe HamansasaHe Ha obwara no3a
ONHOHH.

Cepomonunos CUHOPpOM

CepOTOHHHOBHAT CHHIPOM € MOTEHLMANHO XXKHBOTO3aCTPALLaBAWULO CHCTOAHHE, 3@ KOETO Ce Chobluana
npH NaLUMEHTH, MPUEMaLLH TPaMaaol B KOMOHHAUKMA C IPYTrH CEPOTOHHHEPrHYHH CPEACTBA, HIH
TPaMaa0/ CaMOCTOATENHO (BXK. To4kH 4.5, 4.8 1 4.9).

AKO CBHITBTCTBALLOTO NEYEHHE ¢ APYTH CEPOTOHUHEPrHYHH CPEACTBA € KIIMHWYHO ONpPaBAAHO, Ce
npenopbusa BHUMATENHO HabnoeHHE Ha NaUHEHTa, 0COOEHO NO BpeMe Ha 3anoyBaHe Ha JIeUEHHETO
M NOBHILUABAHE HA 00O3aTa.

CHMNTOMHTE Ha CEPOTOHHHOBHA CHHAPOM MOXE 12 BKJIIOYBAT NPOMEHH B ICUXHYHHA CTATYC,
ABTOHOMHA HECTAaOHTHOCT, HEBPOMYCKYJIHH HapyLIEHHS W/HAH CTOMALIHO-YPEBHH CHMITTOMH.

[lpu cbMHEHHE 33 CEPOTOHHHOB CHHAPOM, TpabBa na ce 0OMHUCIH HaMalABaHe Ha N03aTa WK
MPeyCTaHOBABAHE HA TEPAIIMATA, B 3aBUCHMOCT OT TEXECTTA Ha CHMNTOMUTE. [IpeycTaHOBABAHETO Ha
NPHACKEHHETO HA CEPOTOHMHEPTUUYHH NIEKAPCTBEHN NPOAYKTH OOMKHOBEHO BOAW A0 Obp3o
noAoOpABaHE HA CHCTOAHHETO.

CYP2D6 memaboruzvm
Tpamagon ce metabonusupa upes uepHoapoGHus ensum CYP2D6. Ako nauueHTsT HMa aeduumT
UK MHIHA JTMICA HA TO3M EH3HM, Bb3MOXKHO € 12 HE CE MOCTHIHE 4/1eKBATEH AHAIIETHYEH €EKT.
HUsuncierusta couar, Ye A0 7 % OT eBpONEHIHATE NOMYNALKA € Bb3MOXKHO [1a WMAT TaKbs SEPHLMT.
Ako 00aye naunueHTsT € ynTpabbp3 MeTabonn3aTop, ChLLECTBYBA PUCK OT Pa3BUTHE Ha HEXeNaHH
PEAKUMH HA OMMOUIHA TOKCHUYHOCT AOPH NMpH OOHYaHHO NMPEeANUCBaHUTE A03H.
O61MTe CUMITOMH Ha OMHOKMAHA TOKCHUHOCT BKAKOYBAT OOBPKAHOCT, ChHAUBOCT, MOBBLPXHOCTHO
AULLIAHE, CBUBAHE HA 3€HHLIUTE, FaJieHe, MOBPbLILAHE, 3aNeK U IMNca HA aneTHT. [1pyu Texku ciydau ca
Bb3MOXHH M CHMIITOMH Ha LUPKYJIATOPHA U pECrMpaTopHa AENpecHs, KOWUTO MOr
XKMBOTO3ACTPALLABALLK U MHOTO PAAKO NETANHHU. M34nCaeHoTO pasnpocTpaHe
MeTabOoIM3aTOPH B PA3TUYHHTE NOMyNaLUK € 00OBIIEHo NMo-A0y:
[lonyjauua PaznpocTpanenne %
AdpukaHun/EtTnonum 29%




Adpo-amepukaHuM ot 3,4 % no 6,5 %

A3HaTuM oT 1,2% n02 %
Hupoesponeiiuu o1 3,6 % 10 6,5 %
I bpun 6,0 %

YHrapuu 1,9 %
CesepHoesponeiiuy oT 1 % 102 %

ITocmonepamuena ynompeba npu deya

B nutepatypara vma nyOiHKyBaHH CbOOLLEHHA, Y€ NOCTONEpaTHBHOTO NPHIAaraHe Ha TpaMaaoi NpH
A€Ua CNACA TOHIUACKTOMHS /KX aICHOMASKTOMMA, Nopaan 0OCTPpyKTHBHA CbhHHA anHes, BOAW 10
PEAKH, HO )KHBOTO3aCTpaLIaBallk HexenaHuu cbbuTus. Heobxoaumo ¢ na ce oOpbiua ocodbeno
BHMMaHHeE, KOraTo TpaMaaon ce npuiara Ha Aeua 3a nocronepaTiBHo odbjekuyaeaHe Ha Gonka,
NPHAPYKEHO OT HEMNOCPEACTBEHO NPOC/IEAABAHE 3 CHMITTOMH HA OITHOMIHA TOKCHYHOCT, B TOBA
YHCNO PECNUPATOPHA ACNIPECHS.

Heya c komnpomemupana ouxame.ina PyHKyus

Tpamagon He ce npenopbuBa 3a ynoTpebda npH Aeua, NpH KOWTO AYMXATenHATa PyHKUHAS MOXeE Aa €
KOMIIPOMETHUPAHA, BKJIIOYHTE/HO A€LA C HEBPOMYCKYJ/IHH HApPYLUCHHUS, TEXKH ChbpACYHH HWIH
AnxaTenHH 3abonaBaHuA, HHEKUMH HA TOPHUTE OUXATE/HM TbTHINA Uiy Oenure apodose,
MHOXKECTBEHa TPaBMa Wiy FOJIeMH XUpPYpPruYHW onepauniu. Teau akTopu Morar Aa Bioilat
CUMIITOMMTE HAa OMUONIHA TOKCHYHOCT.

Hadbvbpeyuna nHedocmamvyrnocm

OnNHOWIHWTE aHATFETHLH NOHAKOTA MOrar a npuuuHAT obparuma HaadbLOpevHa HeaOCTaTLHHOCT,
H3UCKBALLA NPOCAeAABAHE H IMIOKOKOPTUKOMIHA 3aMecTHTENHa Tepanus. CUMOTOMHUTE Ha OCTPa HIIH
XpOHHYHA HaaOBOpeuHa HEAOCTATBYHOCT MOrAT Aa BKJIKOYBAT, HANPUMED, CHIIHA KopeMHa 0oJ1Ka,
rajJeHe ¥ NOBPbLUAHE, HHCKO KPbBHO HANAraHe, MpeKOMepHa yMopa, HaManeH aneTHT W 3aryba Ha
TETJIO.

Ilpeonaznu mepku npu ynompeba

Puck om cenvmcemeaiya ynompeba Ha ce0amugHu Aekapcmed Kamo DeH300Ua3enuHY Ui CPOOHY
aexapemeq

CoenbreTBatlaTa ynorpebda Ha Jlopera u cejaTHBHM NeKapcTBa KaTo OeH30aHa3enuHy MU CPOJHH
NEKapCTBA MOXKE a AoBeje A0 Ceaalius, pecnyupaTopHa Acnpecud, koMa u cMbpT. [lopaau Tesu
PHCKOBE CHITLTCTBALLOTO MPSANMCBAHE HA TE3U CEAATUBHH NeKapcTea TpadBa Aa ce 3anasu 3a
NaLMeHTH, 3a KOUTO He ¢a Bb3MOXKHH aNTEPHATHBHH BH3MOMCHOCTH 3a JleueHHe. AKO ce B3eme
peLieHHe Aa ce npeanycea Jlopera eAHOBpPEMEHHO ChC CENATHBHHY JIEKApCTBa, TPAO8a fa ce H3non3ea
Hal-HUCKaTa eexTHBHA 4033 U NPOAB/DKUTEAHOCTTA HA CLITBTCTBALLOTO JieueHue Tpadsa Ja Obae
Bb3MOXKHO Haii-KpaTka.

CopoOLeHH ca cnyyau Ha MerabonuTHa aunao3a ¢ ronsMa aHnosHa npasiuHa (HAGMA), nbnxawa ce
Ha NHPOrTYTAMHMHOBA aLlM03a NPY NALIMEHTH C TEXKO 3a00/1ABaHe KaTo TEXKO OBOpeuHo yBpexaaHe u
CEMNCHC, WNH NP NALUHUEHTH C HEAOXPAHBAHE WIH C APYTH H3TOYHHMUM Ha AcPHULMT Ha rnyTarHoH (Hanp.
XPOHHYEH AKOXOJU3bM), KOUTO ¢a JIeKyBaHU ¢ NapaLieTaMoll B TepaneBTHYHA 1033 3a NPOABLIKHUTENCH
nepHoa WK kKOMOHHaUMA OT napaueTamon 1 guykiiokcaudnmH. Ako ce noaozupa HAGMA nopanu
NUPOrTYTAMMHOBA aLMA03a, NPENOPbUYBA ce He3abaBHO NpexpaTABAHE HaA MApaLcTaMOil B BHUMATEHO
HaOntoaeHne. H3MepBaHETO HA 5-OKCONPOHH B YPHHATa MOKE 12 Obe MOJIE3HO 32 WISHTH(RHLMpPaHE
HA [MPOrAYTAMHHOBA alUlMA03a KATO OCHOBHA npHuKHa 3a HAGMA npy nauueHTH ¢ MHOXECTBO
PHCKOBH ($aKkTOpH.

[TauneHnTrTe TpabBa Aa ObAAT BHHMATENAHO NPOCIEAABAHYM 34 MPH3HAUK H CHMITTOMH Ha
pecnypaToOpHa ASNPECcHa W ceaupaHe. B Taszu Bpb3ka ce npenopbysa BHUMATEN
nauHeHTUTe U TeXHHUTE OAU3KH Te3H CUMNTOMM {BXK. Touka 4.5).

Tonepauc u pascmpoucmsa, OvbadNCAwu ce Ha ynompebama Ha onuouou (. m L

TonepaHc, pU3HUYECKA H NCHXHUYECKA 3aBUCUMOCT H PasCTPONCTBA, Ab/XKa 1@: ﬁa )}“11

onvouan (Opioid Use Disorder, OUD) Morar na ce pa3euar npu Muoroxph\‘?iﬂ”p nipreihe Ha. /
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onHouaM Karo Jlopera. MHorokpaTHara ynotpeba Ha [lopera moxe na aoseae ao OUD. [lo-eucoka
1032 H MO-ro/sAMa NPOABHKHTETHOCT HA ONMOUHATA TEPANUA MOXE [1a YBEIHYAT PUCKA OT pa3BHTHE
Ha OUD. 3noynorpebara unu yMHLLIeHaTa HenpaswiHa ynotpeba Ha JJopera moxe 1a aoseae no
npeao3rupaHe H/uau cMbpT. PUCkbT oT passutre Ha OUD ce yBennuasa npy NAUMEHTH € IHYHA HITH
damunna aHamyesa (poautenu unu Opata/cecTpu) 3a pa3cTpOHCTBA, Ab/DKALIM €€ Ha ynoTpedara Ha
NCHXOAKTHBHU BEIECTBA (BKIIOUUTETHO pa3cTPOHCTRA, AbAXALILK Ce HA YoTpedaTa Ha aKoxoi),
MPY HACTOALLM MYLUAYY MK TIPH NALKMEHTH C JTMHHA aHAMHE3A 38 APYrH NCHXHYHH Pa3CTpoHCTBa
(Hanp. ronsma aenpecus, TPEBOXKHOCT H Pa3CTPOHCTBA Ha JIMUHOCTTA).

[Mpean 3anousaHe Ha nedeHue ¢ JlopeTa H No BpeMe Ha JIeUEHHETO ¢ nauneHTa Tpabea aa ObaT
0OCBHAECHH LIEJTHTE Ha JIEYEHHETO K CXEMa 3a NpeycTaHoBaBaHe (Bx. Touka 4.2). [1peax v no speme Ha
AEYEHHETO NauHeHThT TpAORa ChiLO Taka na 6bae HHPopMUpaH 3a puckoseTe W npusHauute Ha OUD.
[MauneHTuTe TpaORa Aa ObAE NOCHBETBAHK A CE CBBPXKAT CbC CBOA JIEKap MPH MOABA HA TaKHBA
MPH3HALM.

[TauneHTHTE LIE CE HYKAAAT OT NPOCNeAABaHe 32 NPU3HALM Ha NNOBEICHHE, CBBP3aHO ¢ HACOUEHO
ThPCEHE HA AEKAPCTBOTO (HAMp. THPCEHE Ha JieKaps 3a N0-PaHHO H3MKUCBAHE HA NeKapcTBOTO). ToBa
BKJIFOUBA MPETJIe Ha ChTbTCTBAWIMTE ONHONAM M NCHXOAKTUBHH JIeKapcTBa (KaTo OeH30AHA3ENIHHM).
3a nauueHTH ¢ npu3Haud ¥ cuMntomMy Ha OUD Tpadea aa ce 0OMUCIH KOHCYJITAUMA CbC CIELUATHCT
Mo 3aBUCUMOCTH.

JopeTa TpA6Ba [a ce nmpuiara ¢ MOBULLEHO BHUMaHHE NPH NALMEHTH ¢ YepernHa TpaBma, ¢
KOHBYJICHBHH HapylIE€HuUs, C HApY1leHHE Ha XUTbYHHUTE MBTHLIA, B CbCTOSHHE Ha LUOK, C HApYilICHHE
Ha CH3HAHHETO MO HEACHHW NMPUYHHH, ¢ MPoONeMH, 3acArallld UEHTbPa Ha AULLUAHE WIW NUXATE/IHATa
PyHKUHA, ¢ MOBUILEHO BLTPEUECPENHO HANAraHe.

[py HAKOM NALIHEHTH NPEAO3HPAHETO C MapaLEeTamMoN MOXKE Ja ZOBEAE A0 YepHOAPOOHA TOKCHYHOCT.

B TepaneBTUUYHH A03H U TPH KPATKOCPOHHO JIEHEHHUE MOXKE 1@ HACTBIAT CHMITTOMH Ha OTHEMAHETO,
NoAoOHH Ha Te3H MPH CMUPAHETO Ha ONHATH (BXkK. Touka 4.8). CAMNTOMMTE HA OTHEMAHETO MOTraT 1a
ObaaT n3derHaTH Ype3 rnocTeneHHO HamalgBaHe Ha 403aTa B NepPHoa Ha MPEYCTAHOBABAHE Ha
npuema, 0COOEHO clie NPOABIKMUTENHO IEHEHHE. PAIKO ca JoKnaaBaHK Ciiy4an Ha 3aBUCHMOCT U
3noynorpeba (Bx. Touka 4.8).

B eaHo npoyusate, Apu NPUIOKEHHETO HA TPaMaJo) O BPEME HA 0D11a aHeCTe3HA ¢ eH(UTyPaH U
a30TEH OKCHA € ChOOLLIABAHO 33 YCHBAHE Ha MHTPa-ONepaTUBHOTO Bb3Bpbliave. Jlo nonyyaBaHeTo
HA JOMBIHHUTEITHA HHPOPMALIMA, NPHIOXKEHUETO HA TPAMaoN Mo BpeMe Ha aHecTesus TpsdOsa na 6vae
u3bareaHo.

Hampuu
ToBsa JiexapcTBo chAbpKa No-Maiko ot 1 mmol Hatpuii (23 mg) Ha duamupana TabieTka, T.€. MOXKE
1A ¢e KaKe, Y€ NPAKTHYECKK HE ChAbPXKa HATPHIA.

4.5 BianmopaeiicTBHe ¢ APYTH JIEKAPCTBEHH NPOAYKTH H ApYTrH popMH HA B3aHMO/JeHCTBHE

Cynvmcmeauiama ynompeba e npomusonoKa3ana npu:
- He-ceaexmugnu MAQ-unxubumopu:
Puck OT CepOTOHMHOB CUHAPOM: AHapHi, TAXUKAPAHA, H3NOTABAHE, TpenepeHe, oObpKBaHe,
oop4 Koma.
- Cenexmusnu A-MAQO-unxubumopu:
ExkcTpanonaums ot HecenekTHBHH MAO-HHXUOHTOPH.
Puck OT cepoTOHMHOB CHHAPOM: AHapud, TAXMKAPAHS, U3NOTABAHE,
NOPH KOMaA.
- Cenexmusnu-B MAO-unxubumopu:
CMMIITOMH Ha LICHTPANHO Bb30YXKAaHE, HaNOMHSLIUHK HA CEPOTOHHHO
Taxukapaus, H3NOTABaHE, TpenepeHe, 0ObpKBaHe, 10pH KOMA.




B cayuaii Ha ckopoiuHo neveHue ¢ MAQO-uuxudbutopu, Tpabsa na HMa WHTEPBAJ OT ABE CEAMHLY
NpeaH HAYANOTO HA JICYEHHETO C TpaMa 0.

Convmcmeauia ynompeba re ce npenopvuéa:

Aaxkoxoux:

AJIKOXOJTLT NOBHIIABA CEAATUBHUSA €(PEKT Ha ONMHONUIHH AHANTETULIH, €PEKTHT BBPXY
KOHUEHTpaUMATa MOXE [a HaMnpaeH [O(GUPaHETO HA NPEBO3HK CPEACTBA U H3MO3BAHETO HA
MallHHH onacHo. U3bareaiite npuema Ha aNKOXONHH HAaNMWTKK, KAKTO U HA JIEKAPCTBEHH
NPOAYKTH, ChABPIKALLH aJTKOXOJT.

Kapbavazenun u Opy2u eH3umMHu UHOYKmMopu:

Puck oT noHwkasaHe Ha ePEKTUBHOCTTA U NO-KPaTKO AEHCTBHE, MOPaaH HaMANABaHE HA
nJa3MeHaTa KOHLIEHTpALKA Ha TpamMaion.

Onuouonu azonucmu-aumazonucmu (bynpenopghun, Har0ygun, nekmazo3un)

[MouukaBa aHANTETHYHHMA €DEKT 4pe3 KOHKYPEeHTEH ONoKupaLl e(peKT BbpXY pPeLIENTOPHTE C
PHCK OT CUHJIPOM Ha OTHEMAaHE.

Consmcmeawia ynompeba, koamo mpabsea oa 6v0e a3ema noo éHuMaHue

Tpamagon Moxe A3 HHAYLMPA KOHBYJICUM H 1a TOBHLUK NOTEHLIMANA HA CEJIEKTHBHH
HHXHOWTOPH Ha 0OpaTHOTO 3axBawiaHe Ha cepoToHUH (SSRIs), unxubuTOpH Ha 0OpaTHOTO
3aXBalllaHe Ha CepOoTOHUH HopenpuHepuH (SNRIs), TPHUMKIHYHH AaHTHAETNIPECAHTH,
AHTHICHXOTHLHY ¥ MOHMKABALLK MbPUYOBHSA Mpar JeKapcTBEHH NPOAYKTH (Hanp. OynponHoH,
MHPTA3anuH, TeTpaxuapokaHabrnHoN) na npean3BUKBAT KOHBYJICHH,

ChnbTCTBaLLATA TEPANneBTHYHA ynoTpeba Ha TpaManon ¥ CepoTOHMHEPTHYHH JIEKAPCTBEHH
NpOAYKTH, KaTO CEAEKTHBHU WHXHOKWTOPH Ha 0OpaTHOTO Nnoemade Ha cepoToHHMHA (SSRI),
HHXUOHUTOPH Ha OOpaTHOTO noemaHe Ha cepoToHMHA U HopenuHedpuHa (SNRI), uHxuOuropu
Ha MOHOAMHHOOKCHAa3a (BXK. TOUKA 4.3), TPHUMKIWYHY AHTHACNIPECAHTH U MHPTA3anuH, Morar
12 NPEOHU3BUKAT CEPOTOHHHOB CHHAPOM — MOTEHLIHATHO )XHBOTO32CTPaLWIABaLO ChCTOAHUE
(BK. ToukH 4.4 u 4.8).

Hpyeu onuoudru oepueamu (BKNOUYHUTEIHO AHTHTYCHBHH NIEKAPCTBEHH MPOAYKTH U
3aMecTHTeHa Tepanus ). [ToBuileH pyUCK OT pecnupaTtopHa aenpecus, KOUTO Morat aAa Obaar
(daTajlHH B CIYYaHUTE Ha NPESO3HPAHE.

Hpyeu Oenpecanmu na yenmpainama HepeHa cucmemd, KaTo ApYTHd ONMHOUIHH ACPUBATH
(BKTFOMHUTEIHO AHTUTYCHMBHH NEKAPCTBA M 3aMECTHTE/IHA Tepanus), ApYrd aHKCHONHUTHLH,
XHMHOTHULIHM, CEAATHBHYU aHTHAENPECAHTH, CEAaTHBHH AaHTHXHCTAMHHH, HEBPONEITTHLM,
LEHTPANHO AeHCTBaLIM AaHTUXUNEPTEH3UBHH NEKAPCTBEHH NPOAYKTH, TANHAOMHI W DaknodeH.
Te3n nekapcTBeHH NPOAYKTH MOFaT A3 NPEAM3BUKAT MNOBULLABAHE HA LICHTPANIHATA NENPECHS.
[TosnuABaHETO HA KOHLEHTPALMATA MOXE J1a HanpapH WOQUPAHETO Ha NPEBO3HH CPEACTBA H
H3MOJI3BAHETO HA MALLIMHH ONACHO.

CrnbsTeTBaLoTO NpUaoxkeHne Ha JJopera ¢ rabanentTuHouan (rabaneHtrs M nperabanuH) Moxe
na AoBeqe A0 PECNUPATOPHA AenpecHa, XMNOTOHHS, Ab1O0Ka cenauma, KoMa HaH 1a HMa
JieTaneH U3xoan.

Ceoamuenu nexapcmeenu npooyKkmu Kamo 6eH300uUqazenuny uwiu CpoOoHU gelyecmsa.
CohnbTcTBaLaTa ynotpeba Ha OMHOMAM CbC CEAATHBHH J1€KapcTBa KATO OEH301HA3ENMUHHA HITH
CPO/JHHU NEKAPCTBA YBE/IMYABA PUCKA OT CeJaLus, peCnUpaTopHa Aenpecus, koMa U CMbpT
nopany alWTHEHH eDeKTH BbPXY LIEHTpaJlHATA HEPBHA cHcTeMa. Jlo3aTa H NPOABIKHTENHOCTTA
HA TepanuaTa NPy ChITLTCTBaLlA ynoTpeba Tpadsa na ObaaT orpaHH4eHH (BX. Touka 4.4).
[Hoaxoaaiio oT MEAWLMHCKA II€4HA TOUKA € [1a C€ U3BLPLUBA NEPHOAHYHA OLIEHKA Ha
NpOTPOMOMHOBOTO BpeMe NpH ChiTbTCTBALIA yNioTpeba Ha Jlopeta ¢ noaoOHH Ha BapdapHH
CheJHHEHHWA Nopaax cbodueHHs 3a nosuiieH INR.

[lpn orpannuen Gpoli NpoyuBaHHA Npe- UK NOCTONEPATHBHOTO NPH/IOKEHHE HA
aHTHeMeTUUHHUS 5-HT3 aHTaroHucT oudancempon yBenuuasa HyKAUTE OT
NalKeHTH ¢ nocToneparuBHa bonka.

Heo6GxoauMo € nosruieHo BHUIMaHHE NPH CLITbTCTBALLA ynioTpeba
napaueTamol, Tbil KATO EAHOBPEMEHHHKAT NMPHEM Ce CBbP3Ba C M




AHHOHHA MpPa3HKHA NOoPaaHu MUPOTAYTAMUHOBA aLKMA033, OCCOOEHO NPU NALMEHTH C PUCKOBH
dakTopu (BxK. Touka 4.4).

4.6 Depruanrter, 0peMEHHOCT H KbpMEHeE
bpeMeHHOCT

Toii kato JopeTa e pvkcupaHa KoMOMHALIMA OT AKTHBHH BELUECTBA, BKJIKOYBALLA TPaMano), TOH He
TpabBa Aa ce npunara no BpeMe Ha OPEeMEHHOCT.

Hanunu omHocHo napayemamon.

[IpoyuBaHuATa NMpH KUBOTHHU Ca HEAOCTATHUHM, 3a Aa C€ HANPABK 3aKIOUYCHUE OTHOCHO
PENPOAYKTHBHATA TOKCHHYHOCT. 3HAUMTENIHO KOJHYECTBO AAHHY MPH OPEMEHHH XEHH HE MOKa3BaT
HUTO ManOpMaTUBHA, HUTO (PETO/HEOHATAIHA TOKCHUYHOCT. Pe3ynTaTiTe OT €eNHAEMHONOTHYHHUTE
MPOY4BaHHA BbPXY HEBPOIOTHYHOTO Pa3BUTHE HA JeLa ¢ €KCMO3ULMA HA NapaueTaMol In utero ca
HeyOeauTeHH.

Lanuu omuocHo mpamaoon:

Hsama nocTaTh4HO AaHHM 3a OLleHKa Ha O6e30nMacHOCTTa Ha Tpamaaon rpu OpemMenHn xend. Tpamazaon,
IPHJIOKEH MPEAN UK 110 BPEME HA PAXKAAHETO, HE 0Ka3Ba BIIMAHHE BLPXY KOHTPAKTHIMTETA HA
matkara. [Ipu HOBOPOAESHH MOXKE f1a MpeaAU3BHKa NPOMEHU B JUXATE/IHATA YECTOTa, KOUTO
OOHMKHOBEHO HE Ca KIIMHW4HO 3HauuMH. [Tpoasmxurennara ynorpeba no Bpeme Ha OpeMEHHOCT MOXKE
A4 AOBel€E 10 CHMIITOMH Ha OTHEMAHE NP HOBOPOAECHHUTE Clle] PAXKIAHETO KATO nocsieaMua ot
MPUBHUKBAHETO.

Kbpmene

Toit karo Jlopera e hukcHpaHa KOMOMHALIMA OT aKTURHHU BEILECTBA, BIUTIOYBALLA TPAMaI0/1, TOH He
TpaAGBa Ja C€ NpUIara no BpeMe Ha NaKTaLua WKW aTEpPHATHBHO, KbPMEHETO Tpsabra fa ce
MpeycTaHOBH NO Bpeme Ha JieueHue ¢ Jlopera. [lpekparapaHe Ha KbPMEHETO KaTo LANO HE Ce Hanara

cneq npyueM Ha €aAHCKpaTHa 4034 HOPETH.

Jannu omuocro napayemamon.
[Tapaueramon ce oTAeNA B KbpMAaTa, HO HE H B KJIHHWYHO 3HAYUMH KOJIMMECTBA.

Harnnu omnocHo mpamaodon:

Ipu6aunsutento 0,1% ot nosata TpaMagos, NpHeTa oT MakKaTa, ce OTAeNa B KbpMarTa. B
HEMOCPEACTBEHUA AOCNEAPOAOB NEPUHOA MPU NIPHEMAHA JIHEBHA FIEPOpaTHa A03a OT MaHKaTta Ao
400 mg, TOBa CHOTBETCTBA HA CPEIHOTO KOMMYECTBO TPaMaaoi, KOETo MOXKe Ja Ob/ie NOrbiaHaTO OT
KhPMA4eTO NPH KbPMEHE, KOETO € okoiio 3% ot n03aTa, afanTyupaHa cnpsaMo TErJoTe Ha Markara.
[Topanu Ta3u NpuuUHa TpaMaaoJl He TPAOBA Ja ce U3NOA3BA N0 BPEME Ha KbPMEHE MJIH KaTo
aNTEPHATUBA KbpMEHeTO TPAORA 1a Ce MPEKpaTH Mo BpeMe Ha NeucHMe ¢ Tpamaaos. Crien npuem Ha
eqHa 1032 TPaMaa0i1, He € He0OXO0AMMO FPEKPATABAHE HA KbPMEHETO.

DepTuanTer

[ToBeueTo MAPKETHHIOBH NMPOY4BaHMWs He MOKA3BaT TpaMaaon Aa HMa edeKT BbpXy (hepTHIHTETA.
[Mpoy4BaHWa BbPXY KMBOTHH HE MOKAa3BaT TpamManoi Ja uMa edexr sbpXy depruaurera. Hama
NPOBEACHO NPOYUBaHe BLPXY edekTa Ha KOMOMHALMATA TPaMano/mapaneTamos BbpXy pepTunurera.

4.7 Edexrn BbpXy cnocofHOCTTA 32 mopupane H padoTa ¢ MANIHKH

paboTH ¢ MalIMHAN.

4.8 HexeIaH| IEKAPCTBEHH PpeakuHH




Ha#-uecTo AOKIaABAHUTE HEeXKENaHH JICKAPCTBEHH p€aKUHH MO BpCMC Ha KIIHHHYHH MpOY4YBaHHA,

[pOBeAEHH C KOMOMHAUMUATA ¢ NapaLEeTaMO/I/TPaMaaos ¢a raJieHe, 3aMasHOCT U ChbHIUBOCT,

HabmoaasaHd npy noseye oT 10% oT nauveHTUTE.

UecToTara € KnacuHUHpPaHa B CACAHUTE IPYIIH:
MHOTO YecTH (> 1/ 10)

yect (> 1 /100 go <1/ 10)

HeuecTH (> 1/ 1 000 no <1 / 100)
peasku (> 1 /10 000 go <1/ | 000)

mMHoro peaku (<1 /10 000)
¢ HEU3BECTHA YeCTOTA (He MOXke N1a O'bjie OLeHeHa OT HATHYHHUTE AaHHH)
HPH BCAKO rpyNUpPaHe B 3aBUCHMOCT OT YECTOTATA, HEXKCTAHUTE NICKAPCTBCHH PCAKLIMH CE H36p0$l BaAT
B HH3XOAALL pell MO OTHOLIEHWE HA TAXHATA CEPUO3HOCT.

YecTOTa Ha HEXENTAHUTE JIEKAPCTBEHH PEAaKUMH, H30POSHH MO OTAESHUTE OPraHd U CUCTEMH:

Muoro C
YECTH MHuoOTrO HCH3BCCTH
YectH Heuectn Peaku - 4 UecToTa
Hapyuteuus XUNorau-
Ha KEMHSA
meTabonu3ma
M XPaHEHETO
CbCTOAHHUE HA ACTIPECHH, AEIVPHYM, 3710y 10~
00bpKAHOCT, XamOUWHALKHK, | JekapcTBeHa | Tpedal
[IPOMEHH B KOLIMapHH 3aBUCUMOCT
HaCTPOEHHUETO ChHHULIA
azaApasHm-
[lcuxnunu (pasap
TEJHOCT,
HApPYLUEHHUA
HEPBHOCT,
eyhopuuHO
HACTPOEHHE),
HAPYLUEeHUA HA
ChbHS
Hapoy e 3aMasi- rnaBodonue, HEBOJ/IHH ATAKCHA,
HHEﬁa HOCT, TpOEpeHe ChbKpaleHns Ha | KOHBYJICHH,
ChHIU- MYCKYJIHTE, CHHKOII,
HEPBHATA
BOCT napecTesus, HapyLLEHUA
CUCTEMA
aMHe3uA Ha pevTa
3aMBIJIEHO
Hapywe-
3pEHHE,
HUS Ha
MHO3a,
OKOTO
MHIpHa3a
Hapyiuie- THHHTYC
HUA Ha
YXOTO H
nabupurHTa
NaJnUuTaL KA,
CbpoeuHu
TaXUKAPAKA,
Hapy LEHH
apUTMHSA
CoproBu XUNEPTOHHUS,
Hapy LEHUS ropelly BbJIHH
Pecniupa- OUCHHEA
TOPHH,
TOpaKal- HH
4 MEQHacTH-

HaJ1HH




Hapy LIEHHA
raaeHe NOBPbLIAHE, ancarni,
KOHCTHMALKA, MENCHA
CromaluHo- cyxora B
yCTaTa, AHapus,
YPEBHH
KOPEMHH
Hapy LIEHHUA SONKH,
AUCTISINC U,
dnaryseHUMA
Hapywe- XHIEPXH-APO3a, | KOXKHH peakuHH
HHUA Ha crpbex (Hanp. obpus,
KOXaTa U ypTUKapHst)
NOJKOXHa-
Ta ThKaH
anbyMuHypHa
Hapyuwe- YPHHAPHH
HHA Ha Hapy WeHHUS
6B0peun v (aMcypus u
NTHKOYHH peTeHLUHA HA
NbTHILA ypHUHara)
O0wmn BTPHUCAHE,
HApY LE-HUA rpbaHa Oosika
W Hapylie-
HUR Ha
MACTOTO Ha
NpUIOMe-
HHe
NOBUIUABAHE HA
Haneapa-
s TpaHCaMHHa-
INTE

' foxnaasaHy B NOCT-MAPKETHHIOBH NMPOYYBaHMA.

JlekapcTBeHA 3aBUCUMOCT

MuorokpaTtHara ynotpeta Ha [fJopera MOxe 1a A0oBeae A0 NeKapcTBeHa 3aBUCHMOCT, AOPH NpH
TepaneBTHYHH A03H. PUCKBT OT nekapcTeeHa 3aBHCHMOCT MOXKE /12 BApHPA B 3aBHCHMOCT OT
UHAWBHAYATHHUTE PUCKOBH (GAaKTOPH HA MALMEHTA, 203aTA M NPOABLIDKHTEIHOCTTA Ha OTIHOWAHATA
Tepanus (Bx. Touka 4.4).

Bunpeku, 4e He ca HabniogapaHu NO BpeME HA KJIMHWYHHU [IPOYUYBAHUA, HE MOXE Aa ObAE H3IKTIOYEHA
nosBaTa Ha NPEICTABEHUTE NO-A0NY HEXKENaHH PeaKLIMH, 32 KOUTO € H3BECTHO, Y€ Ca CBbpP3aHH C
npuema Ha TpamManos WiK fnapaueTaMmon:

Tpamaocon

- OprocTaTHyHa XHNIOTOHHKA, Opagnkapaus, Kosanc (Tpamanon).

- [Ipx nocT-MapKkeTHHIOBOTO NPOCiEAABaHE Ha TPaMaaon ca HabsitoAaBaHW PEAKH CNYUYaH Ha
npoMaHa Ha eekTa Ha BapapHH, BKIKYUTENHO NOBHLIEHHE HA NPOTPOMOHHOBOTO BpEME.

- Peaku (= 1/10 000 no < 1/1 000): anepruyHy peakunH ¢ AMXaTeNHU CHMITTOMHM (HaMp. AHCIHEA,
OpOHXOCNAa3bM, XPUITOBE, AHTHOHEBPOTHYEH OTOK) H aHadMIaKCHA.

- Peaku (= 1/10 000 o < 1/1 000): npoMeHH Ha aneTHTa, ABHraTeaHa cn1aboCT U OTHCKaHE Ha
AUELAHETO.

- Flcrxnueckd HeXXeNaHH PEAaKUMK MOTaT 1@ Ce NOABAT CNEA NpHjaraHe Ha TpaMaaon, KaTo
BapMPAT MHAUBHUAYAIHO MO UHTEHIUTET K XapakTep (B 3aBHCHMOCT OT AWYHOC
NPOABLMKHTENHOCTTA HA MPHEM Ha JIEKApCTBOTO). Te BKIIOYBAT NPOMEHH

KanauuTeT (Hanp. HapyLLeHHA HA NOBEASHHUETO KW BL3NPUATHATA).
- CboOuiaBaHy ca U ¢Iy4aH Ha BJIOLLABAHE H& aCTMA, BLIIPEKH Y€ NpHY




BPb3Ka HE € YCTAHOBEHA.

- HapyLueHus Ha HepBHATa CHCTEMA: C HEM3BECTHA YE€CTOTA: CEPOTOHUHOB CHHIPOM.

- Bb3M0KHa € N0ABATA HA CUMITTOMM HA CHHAPOM HA JIEKAPCTBEHO OTHEMAHE, MOXO0OHHU HA TE3H
MpH ONHaTHaTa 3aBUCMMOCT KaTo: Bb30yaa, TPEBOXKHOCT, HEPBHOCT, DE3CHHUE, XUNEPKHHE3UY,
TPEMOP U CTOMALUHO-YPEBHH CUMITOMHU. [Ipyru cCUMITTOMH, Habnar0oaaBaHK MHOIO PAAKO MpH
PA3KOTO CNHUpaHe Ha TPaMaJo/oB XUAPOXIOpHA ca: MPHCTBLIH Ha MaHUKA, CHIIHA TPEBOXKHOCT,
XaTKOUMHALMH, NApacTe3nuu, THHUTYC U HEOOUYalHKU cHMNTOMHM OT ¢Tpana Ha LIHC.

- PecnupaTOpHH, TOPaKajHA U MEAUMACTUHATHY HAPYLIEHUS: C HEU3BECTHA YECTOTA: XbIILAHE.

[lapayemamon

- Hexenanure peakuuy Ha napaueTaMos ca peaku, HO MOXe 1a ce MOABU CBPBXUYBCTBUTENHOCT,
BKJTIOUMTENHO KOXkeH 00pHB. C1Ho0LaBaHK ca cnyyau Ha KpbBHA IUCKPa3Hs, BIJTIOUHTETHO
TPOMOOLIMTONEHHS M arpaHy1OUMTO3a, HO HE BUHArH € YCTAHOBEHA MPUUHHHO-CICACTBEHA
BPB3Ka C NapaueTamoi.

- ChluecTBYBAT U HAKOJIKO ChOOLIEHHUS, KOMTO MPEANonarar, Ye napaueTaMmosl Moxe Jia jJjoBeae
A0 XUNOMpoTpOMOHHEMHUS, MPH NIpHEM C BaphapHH-NMOA0OHH cheauHEHHA. B npyru
NPOy4BaHUs NPOTPOMOHHOBOTO BpeMe He € HUN0 NPOMEHEHO.

- MHOro peaxH ciiyvyad Ha CEPUO3HM KOXXHU OOpHBH ca JOKNaABaHH.

- HapyweHusa Ha MeTabou3Ma U XpaHeHeTo: MeTaboNNUTHA auK03a ¢ rOAMa aHHOHHA NMPa3HHHA
,,C HEM3BECTHA 4eCTOTA™ (OT HATUYHMTE JaHHH HE MOXKe Aa Obae HanpaBeHa oueHka): Ciayuau
Ha MeTaboIUTHA alA03a C roiiMa aHHOHHA Mpa3HUHA, AkKalla ce Ha NUPOrJ1yTaMHHOBA
ayuuao3a, ca HabmoaaBaHH MpU NALUKUEHTH C PUCKOBHM GaKTOPH, U3NOJ3BALLM NapaleTaMon {BixK.
Touka 4.4). Ilpu Te31 NauUUeHTH € Bb3MOMKHO [a Bb3HHKHE NUPOrIyTaMUHOBA alU103a
BCJICACTBHE HA HUCKU HUBA HA I1YTATHOH.

CboOLlIaBaHe Ha HEXKENAHU PEAKLIUU

Cpo0lIaBaHETO Ha NOJO3UPAHU HEXKEJIAHK PeaKUUU Clie] pa3peLiaBaHe 3a ynorpeda Ha 1eKapCTBeHUS
NpOOYKT € BaxkHO. ToBa No3BONsABA Aa MPOABLMKH HAOMIOAEHHETO HA ChOTHOLLUEHHUETO NOM3a/PUCK 3a
NeKapCTBEHUA NPOAYKT, OT MEAULMHCKHTE CICLMAJIMCTH €€ M3UCKBA a ChOOLLIABAT BCAKA
MOA03UpaHa HeXKeNlaHa peakLus Jpes

HamuaHUTENHA areHuys no JeKkapcTeaTta

yi. ,,JJamas ['pyes” Ne 8

1303 Codusa

Ten.: +359 2 890 3417

yebcaiiT: www.bda.bg

4.9 IIpegozupane

Hopera ¢ puxcupaHa koMOHHALMA OT AKTHBHH BELLECTBA. B cyyad Ha npeao3upaHe, CHMIITOMHUTE
MOXKE 4 BKJIIOYBAT MPU3HALM M CUMNTOMH HA HHTOKCHKALKMA ¢ TpaManon Mk MapaLeramMos, KakTo U
C ABETE aKTHBHH CHCTaBKH.

CHMOTOMH Ha peo3HpaHe ¢ TpamMaaon

[To mpuHLKN, NPH HHTOKCHKALIUA C TPAMaJ0N C€ O4aKBAT CUMIITOMHM, MOACOHH Ha TE€3M NpPU APYTUTE
LeHTpaIHO-AeicTBalIM aHanreTuun (onvatk). ToBa BKIIOYBA MO-CNEUHAIHO MHO3a, NOBPBLUAHE,
CbpPAEYHO-CBHAOB KOJANC, HAPYIUEeHUs Ha Cb3HAHUETO A0 KOMA, MbPUOBE M MOTUCKAHE HA JUILAHETO [0
auxareneH apect. CrollLara ce H 3a CEPOTOHHHOB CHHAPOM.

CHMNTOMH Ha Npeao3vpaHe ¢ napaueTamol
[Mpeno3upaHeTo e oT ocobeHo 3HaueHHe Npy MankuTe Aela. CUMNTOMUTE Ha Npedo3HPaHE Ha
napaueTamol1 npes irspuTe 24 yaca ca 61enocT, rajgeHe, NOBpblIaHe, AaHOPEKCHA H O «Qpema.

YepPHOAPOOHATA HEAOCTATHLUHOCT MOXE Aa Nporpecypa A0 eHuedanonaru,
HaJMLe ocTpa 0LOpeYHa HEZOCTATLUHOCT C OcTpa TyOy/IHA HEKpO3a, A0PH 1
yepHOApOOHO yBpexkaaHe. CbhoblaBaHHW ca ciyyad Ha CbpacvHa apyUTMHA H




YeproapoOHO yBpesKaaHE € Bb3MOMKHO MPH BB3pacTHH, Npuesn 7,5-10 g wiau noeve napaueTamon.
CmsaTa ce, e NPeKOMEPHOTO KOMUYECTBO HA TOKCHYEH MaTaboauT (0OHKHOBEHO aaeKBaTHO
AETOKCHLIWPaH OT [1yTATHOH NPH NPHEM HAa HOPMATHHM A03U NapaLETaMoN), Ce CBbP3Ba HEODPATUMO C
ygpHOoApoOHaTa ThKaH.

Cnetuno reuenue.

- He3abaBHO HACTaHABAHE B CMEUHAIWIUPAHO OTAEIEHHE.

- [oaabpxaHe Ha AMXATENHATA H LIUPKY1aTopHa QyHKLUMA.

- [Mpeay 3anouBaHe Ha JEUEHHETO € HEOOXOANMO BB3MOKHO HaH-OBP30TO B3eMaHe Ha KPbBHA
npoba 3a yCTaHOBABAHE HA MIA3MEHHTE KOHLIEHTPALIMK HA NApaUeTaMosl ¥ TpaMaaon, KakTo 1
3a POBEXAAHETO HA YEPHOAPOOHU H3CNEABAHHA.

- Heofx0auMO € NpoBexXIaHeTO Ha YEPHOAPOOHH H3CAEBAHMA B HAYAJIOTO (NpH
Npea03UPaHETO) K NMO-KbCHO Ha BCekH 24 yaca. OOMKHOBEHO ce HabJ10AaBa NOBHLLABAHE HA
uepHoapoOHHTe eH3uMH (ASAT, ALAT), KOUTO C€é HOPMaNW3HPAT Cclie]] €1Ha WK /1BE
CeAMHLIH.

- Heobxonumo e W3npassaHe Ha CTOMaxa, 4pes NpeAU3BHKBAHE Ha NOBpbilaHe (KoraTo
MALMUEHTHT € B Cb3HAHWE) WIH CTOMALIIHA NPOMHUBKA.

- Heo6xoanMo e npeanpyueMaHeTo Ha NoASbPKaLLM MEPKH 38 NOAXbPXKAHE NPOXOIHUMOCTTA Ha
AMXATEJHHTE NBTULLA, KAKTO H NOAABbPXKAHE Ha ChPAEYHOCHAOBATAa QYHKLHA; KaTo 3a
0OpaTHOTO pa3BUTHE HAa PeCNMPaTOpHaTa AETPECHA € HEOOXOANMO MPHIAraHETO HAa HAJIOKCOH;
npunagbLHTe (FbpUoOBETE) MOXKE Oa ObIaT OBNALAHH C AHA3ETIAM.

- TpaManon ce eNMMHHAPA MHHUMAHO OT CepyMa 4pes XeMOAHaNH3a Hin xemodunrpaums. ETo
3aL10, TEYEHHETO Ha OCTPAaTa HHTOKCHKALMA ¢ [JopeTa caMo ¢ XeMOJHaIH3a WK
xeMouiTpauKa € HENOAXOAALIO.

Heob6xonumo e He3abaBHO NeUeHHE Ha NPea03HpaHETO ¢ napaueraMmoi. HesaBHcHMO OT nuncaTa Ha
3HAYMMH PAHHH CHMITOMM, NAaUHEHTUTE TpAGBa Aa 6baaT HesabasHo HacTaHeHk B DOMHULA 32
IPOBEXKAAHETO HA CHELIHO MEIULIMHCKO TEYEHHE, KaTO BCEKH Bb3pacTeH WK IOHOWIA, MPHEN OKOJIO0
7,5 g KNH NOBEYE NAPALETAMOJ B IPEAXOAHHTE 4 yaca WM BCAKO jeTe npHeno > 150 mg/kg
napaueTamon B npeaxoaHuTe 4 yaca Tpabsa 1a ObAAT NOANOXKEHH HA CTOMALIHA TPOMHBKA.
HeobxoauMo € u3MepBaHE Ha KPLBHUTE KOHLEHTPAUWHTE HA NapaueTaMost No-KbCHO OT 4 uaca cnej
NPEeNO3UPAHETO, 32 OLEHKA HA PUCKA OT Pa3BHTHETO Ha YePHOAPOOHO yBpexkaaHe (NOCPeaCTBOM
HOMOrpama NpH npeao3rpaHe Ha napaueramos). Moxe na € Heo0X0AUMO NEPOPATHOTO NPHIOKEHHE
Ha METHOHHH MM MHTPaBEHO3HOTO npunokeHHe Ha NAC, KONTO MOXE N1a HMAT TIONOKHTENEH edeKT
1o 48 uyaca caen npenosupaneto. [Ipuiokennero Ha uHTpaBeHoseH NAC e Haii-e(pEKTUBHO B PAMKHTE
Ha 8 yaca oT npeno3upaneto. Bunpeku ToBa, NAC tpabea ga 6bae npunoxeH, 10pH 4a ca H3MHHAIH
noeeye OT 8§ yaca cnel NpeAO3HPAHETO U A2 NPOABIKH NO BPEME HA LIEIMA KYPC Ha IEYEHUETO.
Jleuenuero ¢ NAC TpaGpa aa 3anouHe He3abaBHO B CiyHail HA CbMHEHHE 33 MACHBHO NpeAO3HpaHe.
Heo6xoanMo € npeanpueMaHeTo Ha oO1M noaabpKalld MEPKHU.

He3aBHCHMO OT CHOOLIEHOTO KOJUYECTBO Ha NpUETHA NapaueTaMmoll, aHTUAOTHLT HA MnapaucTtaMmod,

NAC, Tpsfsa na ce npreme NEpOPaHO UIH HHTPABEHO3HO, Bb3MOXKHO Hal-0bp30, 33 NPEAnov1TaHe B
paMKHTE Ha 8 Yaca OT NpEeA03HPAHETO.

5, GAPMAKOJIOTHYHH CBOUCTBA

5.1 PapMaxkoJHHAMHYHH CBOHCTBA

Tpamanon u napaueramon, ATC kox: NO2AJI3.

Ananzemuyu
Tpamanon e OMUOMAEH aHANTETHK, AEHCTBALL BbPXY LEHTpaNHaTa HEPBH
HECENEKTHBEH aroHUCT Ha L, O, U K OTIMOWJHUTE PELIENTOPH, C NO-BHCOK




peuenTopuTe. Jpyru MeXaHM3mMu, KOUTO AONPHHACAT 3a HEFOBHS aHAITETHYEH e(eKT ca MNOTHCKaHE
Ha HEBPOHATHOTO O0OPATHO 3aXBallaHE HA HOpPAaAPEHATMH M NOBHIUABaHE O0CBOOOKAABEHETO HA
CEPOTOHHH. TpaManon uMa ¥ aHTUTYCHBEH eeKT. 3a pa3nuka OT MOPGHH, RHANITETHYHHUTE J03H Ha
TpaMaJon B WHPOK AHAaN030H HAMAT NMOTUCKAL] ePeKT BbpXY AvLaHeTO. OCBEH TOBa, CTOMALUIHO-
YUPEBHUAT MOTHJIHTET He ce NpoMeHA. CbpaeyHOCHAOBHTE eeKTH KaTo 1Ano ca cnabu. Cunara Ha
AEACTBYE HA TPaMaaon € OnpeaeeHa KaTo €1Ha-1eCeTa 10 €AHa-LecTa OT Ta3H Ha MOPQHH.

TouYHHAT MEXaHH3IBM HA AaHANrETUYHHUTE CBOWCTBA HA NAPALIETAMOJ HE € H3BECTEH K MOXE 12
BK/}OMBA UEHTPAIHH U nepudepHH edekTH.

Hopera e nocraseH Ha Il no3uuus 8 cTbadara Ha ananretvuute Ha C30 v Tpabea aa 6bae npunarax
CBOTBETHO OT JicKap.

S.2 PapMAKOKHHETHYHH CBOHCTBA

Tpamaaon ce npunara 8 pauemuyHa gopma, kato {-] 1 [+] popMH Ha TpaMaaon U HErOBUAT
metabonut Ml ca ycraHoBUMH B KpbBTa. BBripeku, He Tpamagon ce abcopbupa 6bp30 cnen
MpUAOKEHHEe, HerosaTa abcopbuus e no-6aBHa (M HErOBMA NOJIYIKHBOT € NO-ALABI) OT Ta3U Ha
napaueTramon.

Crnen eJHOKPAaTHO MEPOPATHO NPUICKEHHE Ha TabneTka Tpamagon/napaueramon (37,5 mg/325 mg),
MUKOBY TU1a3MeHH KOHUEHTpauuH oT 64,3/55,5 ng/ml [(+)-Tpamagon/(-)-tpamanon] n 4.2 ug/ml
(napaueramMon) ce JocTurar ciea ceoTeeTHO 1,8 waca [(+)-Tpamaaon/(-)-tpamaaon] u 0,9 vaca
(napaueramon). CpeJHHAT eIMMHHALUMOHEH MOTYXKUBOT ti2 € CLOTBETHO 5,1/4,7 vaca [(+)-
Tpamano/(-)-TpaMagon] u 2,5 yaca (napaueramodt).

o speme Ha GapMaKOKMHETHYHHTE MPOYUYBaHUA NPH 3ApaBH NOOPOBOILHM Clie] €IHOKPATHOTO WK
MHOTOKpPaTHO MepopanHo NPHIOKEHHE HA KOMOHHALMA ¢ (HKCHPAHH A03H TpaMaaosi/napaueramodt,
He ¢a Ha0MI0AaBaAHH KNHHHYHO 3HAYMMH [TPOMEHH B KHHETHYHUTE NapaMeTPH Ha BCAKO OT aKTHBHHTE
BELLIECTBA, B CPABHEHHE C MapaMeTPHTe MPH CAMOCTOATETHOTO NPHIOXKEHHE Ha OTIETHHUTE aKTHBHH
BELLECTBA.

Abcopbums:

PaueMHUHHAT TpaMaaon ce abcopbupa 6bpP30 H NOUTH HAMBAHO CAEA NEPOPATHO NPHIOKEHHUE.
CpenHata abconioTHa OMOHAIMYHOCT NpH €aHoKpaTHa A03a oT 100 mg e okono 75%. Crnen noTopHo
NpHAOKeHHe, OMOHANHYHOCTTA C€ NOBHLLIABA K A0CTHra 0koao 90%.

Cnen npunoXXeHUeTO Ha TpaMajoi/napaueramMon nepopanHara abcopbumsa Ha napaueramon € 6bp3a u
NOMTH MbJIHA H C€ OCBLIECTBABA B ThHKHTE YepBa. [IMKOBU N1a3MeHH KOHLIEHTPaLHH HA napaueTaMo
ce OCTUraT 3a €JHH Yac H He Ce MPOMEHSAT OT €HOBPEMEHHOTO NPUIOKEHHE HA TpaMaaoJ.

[TepopanHOTO NpUAOKEHHE HA TPaMaJoJl/napaueTaMolt ¢ XpaHa He € CBbp3aHO CbC 3HavYuTeNeH edekT
BbpPXY MUKOBATA NIa3MEHa KOHLGHTPALIMA MM CTEeNeHTa Ha abcopOuus KakTo Ha TPaManon, Taka U Ha
napawLeTamMod, nopaju Koeto JJopera MOXeE aa ¢€ NpHeMa HE3aBUCHUMO OT PEKMMA Ha XPaHEHe.

PainpeaeneHue:
Tpamanon uMa Bucok agpuHUTET KbM ThKaHUTe (Vyp =203 £ 40 1). Cebp3BaHeTO € NnasMeHHTE
NMPOTEUHH € 0kono 20%.

[TapaueramMon nMa LIMPOKO pa3nNpeneeHHE B NOBEUYETO OT ThKAHUTE HAa OPraHd3Ma, ¢ U3KIO4ECHHE HA
mactHaTa. HerosuaT npusuacH obemM Ha paznpeaeneHue € okono 0,9 1/kg. OtHoc
(~20%) oT napaueTamMon c€ CBLP3Ba C MIa3MEHHTE NPOTCHHM.

MeTabonusbMm:




Tpamagon ce MaTabONN3MPpPa EKCTEH3IUBHO Ciied nepopanHo npunoxenne. Okosno 30% ot nosara ce
eKCKpeTHpa ¢ ypHUHATa B HEMpPOMEHEH BUA, kaTto 60% oT xo3aTa ce eKCKpeTHpa noj opmara Ha
MeTaboONHTH.

Tpamazon ce metabonuzupa nocpeacTsom O-aemeTunupane (katanniupato ot eHsuma CYP2D6) no
metabonnuta Ml u upe3 N-gemetunupane (karanusupano ot CYP3A) no merabonura M2. [lo-HaTaThk
M1 ce meradonusupa upes N-aeMeTUIUpaHe U KOHIOTMPAHE ¢ IIDKYPOHOBATA KHCETMHA.
[Tha3MeHuaT eJMMUHALMOHEH MONYKHMBOT Ha M1 e 7 yaca. MeTaGoauTsT M| nma aHanreTuHH
CBOMCTBA M € NO-MOUIEH OT U3XOAHOTO JlekapcTo. [InasmMenuTe koHuenTpauuu Ha M| ca ceaem nbTH
NO-HUCKH OT TE3W HA TPaMaao/, KaTo NPHHOCA KbM KIMHHUHUS ePEKT OOUKHOBEHO HE CE NPOMEHS
NpY MHOTOKPATHO NPHIOKEHHE.

[apaueramon ce MeTabONM3NPa NPEAMMHO B YEpHHUA Apod NOCPEACTBOM Ba OCHOBHH YepHOAPOOHH
NbTA: FAOKOpoHHPaHe U cyndonupane. [locaeauuar, moxe 6bp30 Aa C€ HACHTH NPH 103K HaA
TepaneBTU4HUTE. Manka ¢ppakuus (no-manxo ot 4%) ce Merabonnzupa nocpeacTsoM uvtoxpom P450
J10 HEXTHBEH MexxauHeH MetabonuT (N-auetun O0€H30XHHOHUMHH), KOHTO MPYU HOPMATHO
npuaokeHue Obp30 ce AeTokcuHLMpa Ype3 MOHWKABAHE HA MYTATHOHA H CE €KCKPETHpa B YPHHATA
c/ieql KOHIOTHPAHE ¢ LMCTEUH U MEPKANTYpPOBa KHCETHMHA. Bbnpeky ToBa, NpH MacCHBHO NPEAO3HPAHE,
KOJIMYECTBOTO HA TO3U METAOOUT Cce NoBULIABA.

EnuMuHUpaHe:
Tpamagon U HeroBuTe MeTabOJMTH C€ SIMMHHUPAT NPEAUMHO npe3 Ou0peunTe.

[MonyxHBOTBLT HA NapaueTamor € OKOJI0 2 A0 3 yaca Npy Bb3pacTHH. TOH € NO-KpaThK Mpy Reua u
AEKO YAB/DKEH NPH HOBOPOAEHK M NAUMEHTH ¢ iMpo3a. [lapalieramon ce eNMMHHHPA OCHOBHO 4pe3
0030-3aBHCHMMO 00pa3yBaHe Ha INIIOKO- H CyN(o-KOHIOrMpaHu Nnpou3soiHH. [lo-manko ot 9%
napaLeTamol ce EKCKpeTHpa HenpoMeHeH B ypyHara. [Ipu 6u0peuHa HeAoCTaTbYHOCT, NOAYKUBOTHT
Ha IBETE CbCTABKHU € YAB/IKEH.

S3 peaxknuunyan JaHHH 3a 6ezonacHoCcT

JIMncBaT KOHBEHLIHOHAIHH NPOYUYBAHHUA, H3MOA3BALIH NPHETHTE NOHACTOALLEM CTAHAAPTH 32 OLEHKA
Ha PenpoayKTUBHA TOKCHYHOCT H TOKCHYHOCT 3a Pa3BHTHETO.

He ca npoBexaaHu npeakNHMHHYHH NMPOYUYBaHKUA ¢ PHKCHpaHaTa KOMOHHaUMA (mpamadoa u
napayemamosn) 3a OLIEHKa Ha KAHLIEPOTEHHHTE WX MYTareHHH e()eKTH, KAKTO U Ha eEKTHTE BbLPXY
depTHIHTETA.

He e nabmopasaH TepaTroreHeH edekt, KOKTO MOoXe a Obae OTHECEH KbM JIEKAPCTBOTO BbPXY
MOTOMCTBOTO HA NIbXOBE, TPETHPRHU NEPOPATHO C KOMOUHAYUAMA MPAMAO0N/ nAPAYemamon.

Hoka3zaHo e, 4e xoMbunayusima mpamacon/napayemamon € eMOPHOTOKCHYHA H PETOTOKCHYHA 32
MbXOBe, NPH 103K, TOKCHUYHH 3a MaiikaTa (50/434 mg/kg Tpamanon/napaueramon), T.€ 8,3 muTH
CMIPAMO MaKCHMMaliHaTa TepaneBTHYHa A03a npy Yoseka. [Ipu Ta3n go3a He e HabaoNaBaH
TepaToreHeH eekT. TOKCHYHOCTTA BLPXY eMOpPHOHA H NJ1I0AA BOAH A0 MOHHWKEHHE HA TETNIOTO Ha
JI0AA M YYECTABAHE HA CITy4AHTE ¢ MOABATA HA NONBIHUTENHH pebpa. [lo-HuckuTe 103K, BOAELUK A0
no-neka TokcHuHOCT 3a Matikata (10/87 n 25/217 mg/kg Tpamagon/napaueraMoli) HAMAT TOKCHHUHH
eeKTH BbpXY eMOpHOHA W n1oaa.

Pe3yATaTHTE OT CTAHAAPTHHTE TECTOBE 32 MYTAr€HHOCT HE €a NOKa3a/1¥ MOTEHUHUAIEH MT€HOTOKCHUYCH
PUCK HA mpamaco. NPH YOBEKaA.

PEBYHT&THTE OT KAHUEPOr€HHHUTE TCCTOBE HE NpEANOAaraT rnoTCHUHAJICH PH
HOBCKA.

[TpoyuBaHHATa NP 3KHBOTHU C MHOIO BHCOKH 103H MPAMaco.a NOKasear H
BbPXY PA3BHTHETO Ha OPraHUTe, OCH(HKALIMATA U HEOHATAIHATA CMBPTHOC



TOKCHYHOCTTa BbpXY MatikaTa. DepTHIUTETA H Pa3BUTHETO Ha MOTOMCTBOTO HE Ca 3aCErHaTH.
Tpavaoo. NPpeEMUHABA Ipe3 MNAUEHTaTa. MBbKKHAT ¥ XEHCKHAT GEPTHIIHTET HE Ca 32CErHATH.

EKCTEH3MBHHUTE NPOYUBAHMA HE MOKA3BAT HATMMME HA AAHHH 3a 3HAYHM FE€HOTOKCHYEH PHCK MPH
napayemavo.1, B TEpaneBTHYHHU (T.€ HETOKCHYHH) N03H.

[MpoabAXHTETHUTE NPOYUBAHUS NMPH MITbXOBE M MHLLKHM HE Ca MOKA3a/IM HANWYHWE HA NaHH#H 32
3HAYHMH TYMYPOreHHU eEKTH NMPU He-XeNnaTOTOKCHYHHU A03H napayemamon.

HPDY'-IB&HHHTH MNpHA dXXUBOTHU H FHAYHTCITHHUAT OTIMT MpK HOBCKA HEC Ca Nnoxkas3anny AaHHHW 3a
penNpOAYKTHBHA TOKCHHYHOCT.

6. QAPMAIEBTHYHH JAHHH
6.1 ChnHcbx HA DOMOIIHHTE BeIHEeCTBA

Aapo ra Tabnerkara

[TpexcenaTHHU3UPAHO LIAPEBUYHO HHUILECTE
Hatpues HMulecTeH raukonar (Tun A)
MukpokpycranHa uenynosa (E460)
MaruxesueB cteapar (E470b)

OUIMOBO MOKPHTHE
Xunpomenosa (E464)
Turanos auokcua (E171)
Makporon 400

XKuat xkenesen okeva (E172)
IMonucopbar 80

6.2 HecnbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpox Ha roasoct

3 roanHH

6.4 CpennanHn yc10BRH HA ChXpPaHEHHe
To3u NeKkapcTBeH NPOAYKT HE H3UCKBA CIIELHATHH YC/IOBHA HA ChXPaHEHHE.

6.5 JlaHHH 32 OMAKOBKATA

Baucrep (PVC/PVDC 610 donno, anymunuero ponuo): 2 punmupanu tabnetku (Onuctepu ¢ 2
TaGnetku) unu 10, 20, 30, 40, 50, 60, 70, 80, 90 u 100 duamupasmn Tabnetku (6nuctepu ¢ 10
TabJIeTKH), B KYTHA.

3awuTed ot aeua Saucrep (PVC/PVDC 6an0 donuo, xaprus/anymusneso Goano ). 2 puaMHpaHu
tabnetky (6nuctepu ¢ 2 Tabnetku) unn 10, 20, 30, 40, 50, 60, 70, 80, 90 1 100 prnmupann TablieTky
(6nncTrepu ¢ 10 TabneTkH), B KyTHS

He BcHuxku BUAOBE ONAKOBKH MOraT Aa OwAaT MyCHATH Ha nasapa.

6.6 CpoenHajJHH NpeINA3HE MEPKH NPH H3XBLPAAHe H paboTa

Hama cneyMaiiHu U3UCKBAHUA.




Hen3noa3BaHUAT NPOAYKT WK OTNaAbYHUTE MaTEPHAIM OT HEero TpsAdBa /1a ce U3XBBPJIAT B
ChOTBETCTBHE C MECTHHUTE M3UCKBAHMS.
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