KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA
1. HNME HA JIEKAPCTBEHUS ITPOAYKT

[Maparpamon 37,5 mg/325 mg ¢puimMupanu TabiaeTku
Paratramol 37.5 mg/325 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

Bcesika gunmmmupana tabnerka chabpka 37,5 mg TpaManoiaoB xunpoxiuopus (tramadol hydrochloride) n
325 mg napaueramon (paracetamol).

3a IbJIHHS CIIHCHK Ha IIOMOIIHHUTE BEUICCTBA BHXXTC TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA
Ounmupana TabneTka.

CBETIIOKBITH, IPOTBITOBATH, JBOMHON3ITEKHAIM TA0JIETKH C IBDKAHA 16,5 mm

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3AHUSA

IMTaparpamort e moka3aH 3a CHMIITOMATHYHO JIYCHHE HAa yMEPEeHa 10 CHITHA OOoJIKa.

IMapaTpamon e moka3aH Mpy BH3PACTHU U FOHOIIM Ha 12-TOAUIIHA Bh3PACT U MO-TOJIEMH.

Ynotpebara Ha [TapaTpamo TpsiOBa 1a Ob/ie OrpaHUYCHA CaMO MIPH MAI[MSHTH, IPU KOUTO CE MPEIICHH,
4ye yMmMepeHaTa J0 CHUJHA OOJIKa M3MCKBa KOMOWHHPAHETO HAa TPaMaaoll M mapaneramon (BXK. ChIIO
Touka 5.1).

4.2 Jlo3MpoBKa M HAYHH Ha NPHJIOKEHUE
Ho3upoBka

Bwspacmuu u ronowu (12 200unu u noseue)

VYnorpebara Ha [TapaTpamoit TpsOBa J1a ce OrpaHUYH A0 NAMEHTH, YHATO YMEPEHA J0 CHIIHA OOIKa
M3UCKBA KOMOMHAIMATA HA TPaMa0JI M HapaeTaMoJl.

Jo3ara TpsiOBa 1a ObJie MHANBUIYAITHO afalTHPaHa B 3aBHCUMOCT OT WHTEH3UTETa Ha OOJKaTa u
YYBCTBUTEIIHOCTTA HA KOHKPETHUS MAaIUeHT. [10 mpuHIU, 32 MOCTUTaHE Ha aHaIre3us TpsA0Ba aa
Ob1e n30paHa Hali-HUCKaTa epeKTUBHA J03a.

[IpenopruBa ce HauanHa f03a OT JBe Tabnerku [laparpamon (eKBUBaJICHTHO HA 75 mg TpaMaaoi u
650 mg mapameramot. [Ipy HEOOXOTUMOCT MOXKeE 1a ObIaT IPUETH U AOIIBITHUTEIHU 103H,
HeHaJIBHIIaBaIy 8 TabneTku MHeBHO (ekBuBaieHTHO Ha 300 mg Tpamamon u 2600 mg mapareramonn).
WHTepBambT MEX/1y OTACIHUTE 03U HE TPsiOBa Ja Obje MO-MallbK OT 6 yaca.

[Tpu Hukakeu ycinoBus [lapaTpamoit He TpsOBa fa ObJie MpUIaraH 3a Mo-MPOIbJIIKUTEICH OT

HeoO0X0o MU Tiepro (BX. chio Touka 4.4). [Iprn HeoOX0UMOCT OT TOBTOPHO MPHUIIOKEHUE HITH
MIPOIBIDKUTEIHO JieueHue ¢ [laparpamor, B pe3yJiTar Ha XapakTepa U TeKeCTTa Ha 3a00JIIBAHETO, €
HE0OXOAMMO BHIUMATETHO, PEIOBHO TIPOCICIsIBaHe Ha MaIMeHTa (C MpeKbCBaHe Ha JICUCHUETO, aKo €
BB3MOXHO) 32 OI[CHKAa Ha HEOOXOAMMOCTTa OT MPOABIKUTEIIHO JICUCHUE.

Ileduampuuna nonyrayus
EdextuBHoCcTTa M Oe30omacHocTTa Ha IlaparpamMon He ca yCTaHOBEHHW MpH nena moj 12-roawimrHa




Bb3pact. ETo 3a110 He ce mpenopbyuBa JeUCHUE B Ta3u rpyra.

Hayuenmu 6 cmapuecka 8v3pacm

OOuKHOBEHO HE € Heo0X0IMMO afanTUpaHe Ha J103aTa MPH MAIlHeHTH B CTapvecka Bb3pacT 110 75
roJIMHY 0€3 KJIMHUYHO NPOsSBEHA YepHOApoOHa Wi ObOpeuHa HeIOCTaThYHOCT. [Ipy maueHTy Haj
75 TOnIWHU SNMMMUHAPAHETO MOXeE a Oblie yAbDKeHO. ETo 3aimo, mopaau chabpKaHUETO Ha
TpaMajoJl, Ipy MAUEHTUTE HAZl 75 TOUHU Ce MPEnopbUBa MUHUMAJICH HHTEPBAJl MEXY H03UTE HE
MO-MaJKo OT 6 Jaca.

Bvbpeuna neoocmamvynocm/ouanusza u 4epHoopoOHa He0OCMambYHOCH

[Tpu manuentn ¢ ObOpPEYHA W/HIIKM YePHOAPOOHA HEJIOCTATHUHOCT, CIMMUHUPAHETO HAa TPaMaoJl €
3abaBeHo. [Ipy Te3u MalUEHTH yAbDKABAHETO HA TO30BUTE HHTEPBAIM TPIOBa BHUMATEIHO Aa Ce
0OMMCIIH CBIIACHO M3UCKBAHUATA HA ITAl[MEHTA.

brOpedna HeAOCTaTHIYHOCT

[opanu cpabpKaHueTo Ha TpaMaaol, He ce MpenopbyuBa ynorpedara Ha [laparpamon npu manueHTy ¢
TexKa ObOpeTHa HEOCTATHYHOCT (KpeaTHHUHOB KaupBhHC <10 ml/min). B ciydaif Ha ymepena
O0BpOpeUHa HeTOCTATHYHOCT (KpeaTHHUHOB KIUPBHC Mex Iy 10 u 30 ml/min), MHTEpBAIBT MEKAY
nmo3uTe TpsiOBa 1a Obae yBenudeH Ha 12 gaca. T'hil KaTo TpaMao ce eTMMUHAPA ChBCEM 0aBHO MPH
XEeMOAMANIN3a UM XeMOQUATpanus, OOMKHOBEHO HE € HE0OXOIUMO NPUIaraHeTo Ha MoJAbprKalla
aHanre3us cie]| Tualn3a.

UepHoapoOHa HETOCTATBYHOCT

[TapaTpamon He TpaOBa 1a ce mpujiara Npy NalUeHTH C TEXKO YEPHOAPOOHO yBpexKIaHe (BXK.

touka 4.3). [Ipu ymepeHo HapylieHHe, € HEOOX0AMMO BHUMATEITHO OOMHUCIISTHE HA BB3MOXKHOCTTA 32
yABJKAaBaHE HAa MHTEpBaa MEXAY OTAEIHUTE 03U, B 3aBUCUMOCT OT Hy XIUTE Ha NalueHTa (BX.
Touka 4.4).

Hauun na npunoxcenue

IIepopanHo mpuitoxeHue.

TabneTkure TpsOBa a ce I'bATAT LENH, C JOCTAThYHO KOJIMYECTBO Te4yHOCT. TabneTkure He TpAOBa a
CC UyIIiAT WIX AbBYaT.

4.3 IIporuBomoka3zaHus

. CBPBXYYBCTBUTEIHOCT KbM AKTUBHUTE BEIIECTBA WM KBM HAKOE OT TIOMOIIHHWTE BEIIECTBA,
n30poeHu B Touka 6.1.

. OcTpa HHTOKCHKAIHSA C AIKOXOJI, XUITHOTUYHHU JIEKApPCTBEHU MPOAYKTH, IIEHTPAITHO-/ISHCTBAIIN
aHAJITCTULIN, OTTUATH WJIH TICUXOTPOIHH JICKAPCTBEHU ITPOTYKTH.

. [TapaTpamoun He TpsAOBa N1a ce MpuIara Npy MalUeHTH Kouto npueMat MAO-HHUXHOUTOPH WITH
ca IpreMalTi TaKWBa B MPEAXOIHUTE BE CEAMUITH (BXK. ToUkKa 4.5).

. Texko 4epHOIPOOHO YBpEXKIAHE.

. Emmnencust, KosTo HE € KOHTPOJIHUpaHa ¢ JieueHne (BXK. Touka 4.4).

4.4 CroeuuaJHu npeaynpexaeHuss U NpeanasHu MepKU Npu ynorpeda

Ilpeoynpesricoanusn

. He Tpsi6Ba na Obe HaJBHUIIABaHA MaKCHMasIHaTa 103a oT 8 Tabnerku [lapaTpamost npu
BB3PACTHU U IOHOWIM Haj 12 ronunu. 3a n30sArsaHe Ha HENPEAHAMEPEHO NPEeI03UpaHe, MalUeHTUTE
Tpsi0Ba Ja ObIAT MpeAyNpPExKTaBaHU Aa HE MPEBUIIABAT IPETIOphUYBaHATA 1032 (BXK. TouKa 4.2) U 1a He
npreMaTr eTHOBPEMEHHO IPYTH MapaieraMmot (BKIIOYUTETHO 03 pelenTa) WK TpaMaaol ChIbpKalln
NpOAYKTH, Oe3 Aa ca ce MOCHBETBAIIH C JIEKap.

. [Ipu Texxka 6BO0peYHa HEAOCTATHFYHOCT (KpeaTHHHHOB KIMPBHC <10 ml/min) He ce mpenophuBa
ynorpebara Ha [lapaTpamon.

o [Ipn manumeHTH ¢ TEXKO 4epHOApPoOHO yBpexaaHe [laparpamon He TpsiOBa na Obae U3MOI3BAaH
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(Bk. Touka4.3). OmacHOCTTa OT Tpeao3WpaHe Ha Mapareramoll € IMO-ToJsiMa TPH IalUeHTH C
HEIMPO3HO AJIKOXOIHO 4YepHOApPOOHO 3aboisiBaHe. [Ipu yMmepeHO HapylieHHe € HEeoOXOIUMO
BHUMATEIIHO OOMUCIISIHE Ha BB3MOYKHOCTTA 32 YAB/DKaBaHEe Ha HHTEpBajla MEKAY OTACIHUTE JO3H.

. [MapaTpamorn He ce mpenopbyUBa MPH TEXKKA JUXATEITHA HEAOCTATHUHOCT.

° TpaMagon He € MOAXOJSAII 32 3aMECTBAIO JIEYEHHWE MPH TMAalMeHTH C ONHAaTHAa 3aBHCHMOCT.
BroIpeku, 4e € onmuMoueH aroHUCT, TPamajojl HE MOXKE Jia MOTHCHE CUMITOMUTE Ha MOpP(UHOBA
3aBHCUMOCT.

. CroOmraBanu ca ciiydyau Ha KOHBYJICUY IIPH MAI[UEHTH, JICKYBaHU C TPaMajoJl, CKIIOHHA KbM
I'bPYOBE WIIM MPHEMAIIN IPYTH JIEKapCcTBa, KOUTO MMOHMKABAT TIpara 3a MosBaTta Ha I'bp4oBe, 0COOEHO
CEeNeKTUBHU MHXUOUTOPU Ha 0OPATHOTO 3aXBalllaHe Ha CEPOTOHMHA, TPULIUKINIHN aHTH/IETIPECaHTH,
AHTUTICUXOTUIIM, IEHTPAITHOAESHCTBAILN aHAJITETUIM WU JIOKAJIHU aHecTeTul. [lanuenture ¢
KOHTPOJIMPaHa eNwISTICHsI TN CKIIOHHHA KbM T'hPUOBE, TpsiOBa Aa Obaar nexyBanu ¢ [lapaTpamon
caMo B ciTydail Ha abcoiroTHa HeoOxoauMocT. Ciiyyan Ha I'bpPUOBE ca ChOOIaBaHH MPH MAIlUEHTH,
MIpUEeMaTH TPaMaoJl B MPENopbhUBaHUTE JO3HU. PUCKBT MOXe /1a Ob/ie OBHIIIEH MPH NMPEBUINIaBaHE HA
MpernopbhYBaHaTa 1032 TPaMaojl Hajl TOpHATa IPaHUIIa.

J He ce mnpenoppuBa eTHOBPEMEHHOTO TPWIOKEHHUE C OINUATHU arOHHCTH-aHTaroHUCTH
(manOyduH, OynpeHopUH, IEeHTa301IHH) (BXK. TouKa 4.5).

. [lopanu yBennueHus: puck OT METaOOJIMTHA alua03a ¢ rojasiMa aHnoHHa pasnuka (HAGMA) ce
NpenopbyBa TOBUIIEHO BHUMAaHHWE TMPU CBHITBTCTBAIIO MPHIOKEHHE Ha (QIYKIOKCAWIMH |
napaneramos, OcoO€HO MNpH NalMeHTH C TeXKa CTeneH Ha OBOPEYHO YBpEXIaHe, CEICHC,
HEeOXpaHBaHEe U JIPYTH U3TOYHHIM HA ASPUINT HA TIIyTaTHOH (HAIMp. XPOHUYEH aTKOXOJIU3bM), KAKTO
U IpU Te3H, KOUTO M3IO0JI3BAaT MakCHMalHaTa JHEBHA 103a napaneramodi. [IpenoppuBa ce CTpUKTHO
MpocCies BaHe, BKIIOUYUTEHO U3MEpBaHe Ha 5-OKCOMPOJIUH B ypHUHATa.

Cepomonunoe cunopom

CepOoTOHMHOBHST CHHAPOM € MOTEHIIHATHO KUBOTO3aCTPaIIaBaIlo ChCTOSIHUE, 32 KOETO ce ChOOIIaBa
MIPY MAITUESHTH, IPUEMAIld TPAMaJI0JI B KOMOMHAIUS C JPYTH CEPOTOHUHEPTUYHU CPEJICTBA, MU
TpamMazoJl CaMOCTOATENHO (BX. Touku 4.5, 4.8 u 4.9).

AKO CBITBTCTBAIIOTO JICUCHHUE C IPYTU CEPOTOHHHEPTUYHU CPECTBA € KIMHUYIHO OTMPABIAHO, CC
MpenopbyBa BHUMATENHO HAOJIIO/IeHHE Ha AllMeHTa, 0COOCHO 10 BpeMe Ha 3alloYBaHe Ha JICUCHUETO
W TMOBUIIIABAHE HA J03aTa.

CHUMIITOMHTE Ha CCPOTOHUHOBUA CUHAPOM MOXKE J1a BKJIIFOUBAT MMPOMEHU B IICUXUYHUA CTATYC,
ABTOHOMHA HECTAOMIIHOCT, HEBPOMYCKYJIHH HAPYIICHHS W/WITH CTOMAITHO-YPEBHUA CUMITTOMHU.

[Tpu chMHEHHE 332 CEPOTOHUHOB CHHIIPOM, TPsIOBA J1a ce OOMUCIHM HaMalIsIBaHe Ha J103aTa WITH
MPEyCTaHOBABAHE Ha TCpanudaTa, B 3aBUCUMOCT OT TEKECTTa HA CUMIITOMMUTE. Hpe}ICTaHOBSIBaHeTO Ha
MPWIOKEHUETO HA CEPOTOHUHEPTUYHU JIEKAPCTBEHH MPOAYKTH OOMKHOBEHO BOJIH 10 OBP30
moA00psIBaHEe Ha CHCTOSTHUETO.

Ilpeonasnu mepku npu ynompeoa

EnnoBpemeHHara ynotpeba Ha [lapaTpamMon v ceJaTUBHU JIeKapCTBa KaTO OCH30IMA3EIIMHU WK
CpOJHH Ha TAX, MOKE Ja JOBEAC N0 CbHIMBOCT, JUXaTClIHAa ACTIPECUA, KOMa U CMBPT. Hopa)m TO3HU
PHCK, STHOBPEMEHHOTO MPENUCBAHE C TE3W CEJJATUBHHU JICKapCTBa TPSAOBA Ja MpUIIara caMmo Korato
HSIMa BH3MOXKHO aITEPHATHUBHO JICUCHHUE 32 MAlMEHTa. AKO UMa pEIlIeHHUE 3a MPEANUCBaHE Ha
[MapaTpamosn eTHOBPEMEHHO ChC CEJATHBHU JICKapCTBa, TPSOBA Ja ce U3I0J3Ba Hal-MaJjKara
eeKTUBHA J103a U JICUCHUETO J1a OBJIC KOJKOTO € Bh3MOKHO I10- KPaTKOo.

[NammentuTe TpsOBa Ma OBAAT MPOCIEASIBAHA CTPUKTHO 32 MPU3HAIM U CUMIITOMH Ha JMXaTellHa
Jienpecus U ceupane. B Ta3u Bpb3Ka € CTpOro npenopburuTesIHO Aa ObaaT MHOOPMUPAHU MTAIUSHTUTE

" TC3U, KOUTO CC I'pHiKaAT 3a TAX, OTHOCHO TE3U CUMIITOMHU. (B)K. TOYKa 45)

HI/IX&TGHHI/I HapyHICHUS 110 BpEMEC Ha CbH




OHI/IOI/IZII/ITC Morar aa NpUuYIruHAT JUXaTCJIHU HapYIICHU 110 BpEME Ha CbH, BKIIFOUUTCIIHO HEHTpaIHa
cbHHa anHes (LICA) u HomHa XunokceMust. Y motpedarta Ha OIMOMIY BOIH A0 10303aBHCUMO
yBenmuenne Ha pucka oT LICA. ITpu nanmentn ¢ LICA, oOmuciere HamansBaHe Ha oOmiara 103a
OTIMOUH.

Han0n0peuyHa HeIOCTaThYHOCT

OnuouHNUTE aHANTETUIU TOHSIKOTa MOTaT J1a MPUYHHAT 00paTuMa Haq0HLO0peYHa HETOCTATHYHOCT,
M3KCKBAIla MPOC/ICAsIBaHE U IIIFOKOKOPTUKOHUIHA 3aMeCTUTEIHA Tepanus. CAMIITOMHUTE Ha OCTPa WK
XPOHHUYHA HaJOBOPEYHA HEJIOCTATHYHOCT MOTAT Jia BKIIIOYBAT, HAIIpUMEp, CHITHA KOpeMHa 00JIKa,
raJicHe ¥ MOBPBIIaHE, HUCKO KPBBHO HaJIsITaHe, MPEKOMEPHA YMOpa, HAMaJICH alleTHT U 3aryba Ha
TETJIO.

Moxe Ja ce pa3Bue TOJEPaHC WU (GU3MOJIOTHYHA 3aBUCUMOCT, 0COOEHO CIie]] MPOIbDKUTETHA
ynoTpeba. KnuanunaTa Hy>kaa oT 00e300isBalio jJedeHue TpsioBa 1a Ob/ie peloBHO MPOBEpsiBaHA
(Bx. Touka 4.2). Ilpn onmona-3aBUCUMHE MAITUEHTH U TAIIMEHTH ¢ aHAMHE3a 3a 3JI0YIIoTpeda Witn
3aBUCHMOCT OT JIEKApCTBa, JICYCHUETO TPsiOBa /1a ce POBEXkK/Aa CaMo 3a KpaTKO BpEME MM TI0J
HaOJIFOJICHHE Ha JIeKap.

Koraro NMaguEHTBHT HE C€ HYXKIA€ NMOBEYEC OT TEpanuA ¢ TpaMaaoJi, € MIPEroPbYUTEIIHO IMOCTCTICHHO
HaMaJIsIBaHC Ha A03ata , 3a Aa IpCA0TBPATAT CUMIITOMU HAa OTHCMAHC.

HapanaMon Tp?[6Ba Jla C€ npuJiara ¢ MOBUIICHO BHUMAHUE IIPU MMalUCHTHU:

C YepfClHa TpaBMa,

CKJIOHHH KbM KOHBYJICUBHH HAPYIICHUS,

C HAPYUICHUE Ha XXJIBbYHUTEC IIbTHUIIA,

B CBCTOSAHUEC HaA IIOK;

C HApYHICHUEC HA Cb3HAHUETO 11O HEACHU MMPUYINHU;

C HpO6J'I€MI/I, 3aciAramiy OCHTbpa Ha JUIITAHC WJIK JUXaTCJIHATA (byHKI_[I/ISI;
C MOBUIICHO BBTPCUCPCITHO HAJIATAHEC.

[Ipeno3mpaneTo Ha mapareraMoi MOXKe 1a JOBene A0 YepHOAPOOHA TOKCHIHOCT IIPH HAKOH TAITHEHTH.

B TepaneBTnuHM 103M, TpaMa 01 MOXKeE Ja JOBEJE A0 CHMIITOMH Ha OTHeMaHe. Psijiko ca cro0maBanu
Cllyyad Ha 3aBHCUMOCT U 3J10y1oTpeda (Bk. Touka 4.8).

Bb3MoxHa € mosiBaTa Ha CHMIITOMH Ha 3aBHCHMOCT, MTOJOOHM HAa TE3W MpPH ONHMATHATa 3aBUCHMOCT,
KOWTO MOTaT Jia C€ TOABAT JOPU MPHU TEPAIICBTHYHHU TO3U M KPATKOCPOUHO JieUeHHE. (BXK. ToUKa 4.8).
CuMIITOMHTE Ha 3aBUCUMOCT MOXe Ja ObJaT M30erHaTH 4pe3 MOCTEIIeHHO HaMaJsiBaHe Ha J03aTa B
Mepuo/a Ha MPeyCTaHOBSABaHE Ha MPHEMa, OCOOCHO CIE MPOABIKUTEIIHO JICYCHHUE.

B enHo npoyuBaHe, nMpu NPUIIOKESHUETO HA TPaMaJoJi 1Mo BpeMe Ha o0Ima aHecte3us ¢ eH(IypaH U
a30TEH OKCHJ € ChOOIaBaHo 3a YCHIIBaHE Ha HHTPAONEpaTUBHOTO BB3BpbIIane. [lo moryyaBaHeTo Ha
JIOITBJIHUTEIIHA WHGOPMAIHS, MPUIOKESHUETO HAa TPaMajoll M0 BpeMe Ha aHecTe3us TpsOBa Ja Obie
N30ArBaHo.

CYP2D6 memaboausvm

Tpamaznon ce merabonu3upa upe3 yepHoapoOHus eHzuM CYP2D6. Ako maiueHTsT € ¢ HeIOCTHT HITH
HAITBJIHO MY JIMTICBA TO3W €H3UM, MOJKE J]a HE C€ TOJIyYH aJeKBaTeH aHAIreTH4YeH eeKT.

OnuThT NOKa3Ba, ue 10 7 % OT KaBKa3Kara paca € ¢ TAKbB HEJOCTHT .

Obaue, ako MALMEHTHT € yITpa Obp3 METa0OIN3aTOP, CHIIECTBYBA PUCK OT pa3BUBAHE HA CTPAHHYCH
e(eKT Ha OIMOMJHA TOKCUYHOCT JAOPHU MPH YECTO MPEANUCBAHUTE JO3H.

Karo msto cumnroMuTe Ha ONMOMIHA TOKCHYHOCT BKIIFOUBAT 0OBPKBaHE, ChHIMBOCT, IOBBPXHOCTHO
JUIIaHEe, CBUTH 3€HULIM, TaIeHe, IOBPBIIAHE, 3alleK U JIUIICA Ha alleTUT. B TeXKHU cilydau ToBa MOXe
Jla BKJIIOYBA CHMIITOMH Ha LUPKYJIaTOpHA U pECIIUPATOPHA ACNPECHsl, KOUTO MOTaT Ja Obaat
YKUBOTO3aCTpallIaBalli U MHOTO psAKo (aramnu. JanauTte 3a mpeoOiaaBariiys MpoLeHT Ha yITpa
OBbp3uTe MeTabOIN3aTOPU B PA3IMYHUTE MOMYJIANY Ca IOKAa3aH! MO-J0y:



Ionynanus IIpeoGnanaBam %
Adpukanmw/Etnonmn 29%
AdpoamepukaHIH 3,4% no 6,5%
Aszuarim 1,2% mo 2%
Kasxkazn 3,6% 10 6,5%
I'bpim 6,0%

YHrapmuu 1,9%
CeBepHoeBponeHIm 1% 1o 2%

Ilocm-onepamuena ynompeba npu oeya

B nmureparypara nma cho0mIeHus, Y€ TpaMa/IoIL, U3IMOJI3BaH OCTOIIEPATHBHO TIPH JIETa CJIe]
TOH3WJICKTOMHUS W/UITU aJICHOMICKTOMUS 38 OOCTPYKTHBHA ChHHA aIHesl € A0BEN 10 PEKH, HO
YKMBOTO3aCTpaIllaBaIl[F HEXXENaH! peakiuu. TpsaodBa a ce mposBsIBa N3KIIOUYUTEITHO BHUIMAHHE,
KOTaTo TpamaJoJI ce Mpuiiara mpH JAera 3a MOCTONepaTHBHO O0JIeKuaBaHe Ha OoJKaTa U TpsaOBa
CTPUKTHO JIa C€ MPOCIIEAsIBa 32 CHMIITOMH Ha ONMOMIHA TOKCUYHOCT, BKIIOYUTEITHO PECIIUPaTOpHA
Jenpecus.

Heya c komnpomemupana ouxamenna QyHkyus

VYnotpebaTta Ha TpaMaaoJ He ce MPEenopbuBa NpH Jela, YUITO peclupaTopHa GyHKIUSI MOXKE J1a €
KOMIIPOMETHPAHAa, BKJIIOYUTEIIHO HEPBHOMYCKYJIHU HAPYIIEHUS, TEXKHU ChbPJEYHH U PECIIUPATOPHU
CBCTOSIHUS, MH(PEKUMU HA TOPHUTE IMXaTeTHHU MBTUILA WK OenuTe ApoOoBe, MHOXKECTBEHA TPaBMa
WM TIPOIBIDKUTEITHA XUPYPTrUdHU Mponeypu. Te3u (pakTopu MOrar Ja BIOIIAT CUMIITOMUTE Ha
OMMOUIHA TOKCHYHOCT.

Hatpuii
[Taparpamon cpabpika mo-manko ot 1 mmol Hatpwii (23 mg) 3a Tabnerka, T.e. MPAKTHYECKH HE

ChIBPKa HATPHil.
4.5 BzaumopeiicTBHe C IPYIH JeKAPCTBEHH MPOAYKTH M Apyru (popMH Ha B3auMojeiicTBHe
EnHoBpemMeHHa ynoTpeda e IpOTHBOIOKa3aHa C:

- HeceleKTUBHU MAO-nHXHOUTOpH

Puck OT cepOTHHMHOB CHHApPOM: AWApHA, TaXWKapAus, M3NOTABAHE, TperepeHe, 0O0BbPKaHOCT, JOPH

KOMa,;

- cenektnBHA MAO-A HHUXHOUTOPH
Excrpanonupano ot HecenekTuBHH MA O-uHXUOUTOpH:

PHUCK OT CEPpOTMHUHOB CUHAPOM: NHAPHs, TaXUKaApAUsA, HU3IMOTIABAHE, TPCIICPCHE, O6T>pKaHOCT, aopu

KOMa;

- cenextuBHH MAO-B nHUXUOUTOPH

CuMnToMr Ha IeHTpajiHa BB30yZa, MOJOOHM Ha TE3W IPH CEPOTOHWHOBHUS CHHIPOM: IHAPUS,

TaxXukKapausa, U3loTdBaHE, TPCIICPCHE, O6’BpKaHOCT, A0pHU KOMa.

B ciyuait Ha ckopoinHo jeueHue ¢ MAO-HHXUOUTOPH ca HEOOXOMUMH 2 CEIMUIIM MHTEPBAJ MPEAH

JICUCHUCTO C TpaMaadoJl.



EnnoBpeMeHHO M3MOI3BaHe HE CE MPETNopbhYBa C:

Anxoxon

AJKOXOJBT MOBHIIIABA CEJATUBHUS e()EKT Ha OMMUOUJTHUTE aHAJITETHIIN M TOBA MOXKE J]a HAPYIIH
JUIIaHETO.

Bw3aaeiicTBHeTO BPXY BH3MOKHOCTTA 33 pearnpaHne MOKe Jia HalpaBu modupaneTo u paborara ¢
MAIIIUHH OTIACHH.

W36sarsatite IpyueMa Ha aJIKOXOJIHHU HAITUTKU U JICKapCTBECHU NPOAYKTH, ChbAbprKaIllN aJIKOXOJI.

Kapbamaszenun u Opyeu eH3uMHU UHOYKIMOPU

Puck ot noHmxkaBane Ha e()UKACHOCTTA M CKbCSIBAHE Ha MPOIBIDKUTEIHOCTTA Ha e eKTa,
Mopajy MOHWKABAHE Ha TIIA3MEHUTE KOHIICHTPAIMY Ha TPaMaoJl.

Onuamuu aconucmu-awmazouucmu (6ynpenop@un, HardypuH, nenmazoyum)

[lonmxkaBa aHanreTH4HUs €PeKT Ype3 KOHKYPEHTEH OIOKUpaIl eEeKT BbPXY PELENTOPUTE C PUCK OT
CHHJPOM Ha OTHEMaHe.

EnHoBpeMenHa yroTpeda ¢ JIEeKapcTBa, KOsATO TDH6B3 Jia C€ B3EME IMOJJ BHUMAHHUE:

CeIrpTCTBAIIaTa TEPANIEBTHYHA YIIOTpeOa Ha TpamMaIol ¥ CEpOTOHHMHEPTUIHH JIEKApCTBEHH
MIPOAYKTH, KaTO CEJICKTUBHU HHXUOUTOPH HA 00paTHOTO moemaHe Ha cepoToHunHa (SSRI),
WHXUOWTOPH Ha 00paTHOTO IMOeMaHe Ha cepoToHnHa U HopenuHedpuHa (SNRI), naxuburopu
Ha MOHOAMHMHOOKCH1a3a (BX. TOUKa 4.3), TPULMKIMYHN aHTHACTIPECAHTH U MUPTA3alllH, MOTaT
Jla IPEIN3BUKAT CEPOTOHMHOB CHHAPOM - MTOTEHITHAITHO KUBOTO3aCTPAIIaBAII0 CHCTOSHHUE (BXK.
TOYKHU 4.4 1 4.8).

Jpyru onvonIHA POU3BOTHH (BKJIFOYUTEIIHO MOTUCKAIIH KallTUIIAaTa JICKapCTBa U
CyOCTUTYTHBHO JiedeHHE), OEH30/IMa3eIIMHU U 0apOUTypaTu;

[NoBuIleH pUCK OT MOTHCKaHE HA JUIAHETO, KOETO MOXKe Ja Obje (haTaaHo B cirydail Ha
IpeIo3upaHe.

Hpyru nenpecanTty, AeicTBaly BbPXY LIEHTpaIHATa HEPBHA CUCTEMa, KaTo APYT'H OMUOUIHU
MIPOM3BOTHY (BKITIOYUTETHO TIOTUCKAIIH KaUIAIATa JIEKapCTBa M CYOCTUTYTHUBHO JICUECHHUE),
0apOutypary, O€H30/1Ma3EMHY, APYTY AHKCHOJIUTHUIIH, XUITHOTHUIH, CENaTHBHU
AHTHUJICTIPECAHTH, CEIATUBHH aHTUXHUCTAMUHU, HEBPOJICIITUIIH, IICHTPAITHO-eHCTBAIN
AHTUXUTICPTCH3UBHU JIEKAPCTBA, TATUIAOMUI U OAKIO(EH.

Te3u akTHBHU BelllECTBa MOTAT Jia TIPEIU3BUKAT IMOBHIIICHA IICHTpaHa Jienpecus. EQekrst
BBPXY BHUMAHHETO U BB3MOXKHOCTTA 32 pearupane MOKe Jia HalpaBy OMacHO MI0(UPaHETOo U
paborara ¢ MalIUHU.

EnnoBpemenHata ynorpeba Ha [laparpamon v cenaTUBHU JieKapcTBa KaTo O€H30/1Ma3eTTHHH HITH
CPOJIHU Ha TSIX, MOKE J]a JOBEZIE A0 CHHIMBOCT, JUXaTeIHa ACNpPEcHs, KoMa U CMBPT, IOpaIu
cymapnus nenpecupar edext Bppxy LIHC. [lo3ara 1 mpoabKATETHOCTTa HA €THOBPEMEHHOTO
nedyeHue TpsOBa 1a ObIaT orpaHnveHu (Bxk. Touka 4.4).

ITopanu crobmienus 3a moBumeHo INR (International Normalised Ratio- MmexayHapoaeH
HOPMaJIM3UPaH KOCQUIIMEHT) ChC 3HAUNTEITHO KbPBEHE U €KXUMO3HU TPHU HIKOM MaIHEHTH,
Tps0Ba Ja ce MOAX0AM C BHUMAaHUE TIPY €THOBPEMEHHO JICUeHHE ¢ KyMapyH U ITPH MEIUIIHHCKH
MOKa3aHus J1a ce KOHTPOJIUPa PEAOBHO NPOTPOMOMHOBOTO BpeMe MpU €THOBPEMEHHA YIoTpeda
Ha [lapaTpaMon u KyMapuHOBH IIPOM3BOIHU (HArp. BaphapuH).

Hpyru BeuiectBa, no3HaT kato nHxuOuTOopru Ha CYP3 A4, Hanp. KaTo KETOKOHA307 U
EPUTPOMUITIH MOJKE Ja HHXUOHMpaT MeTaboan3Ma Ha Tpamanon (N-geMeTminpane), a
BB3MOXHO € ¥ MeTab0JIM3Ma Ha aKTUBHOTO O-IeMeTHIIMpaHo npou3BoHO. KimmanyHara
3HAYMMOCT Ha TOBa B3aHMO/ICHCTBHE HE € MPOyUeHa

Tpamanon Moxe a MHAYIUpa MOosiBaTa Ha I'bPUYOBE U J1a MOBUIIU PUCKA OT TIOSIBa HA I'bPUYOBE
Ha CEJICKTHBHUTE MHXUOUTOPU HA OOPATHOTO 3axBaliane Ha cepoToHuHa (SSRIs),
HHXUOUTOpHUTE Ha 0OPAaTHOTO 3aXBalllaHe Ha cepoToHUH-HOpenuHedpuna (SNRIs),
TPULUKINIHUTE aHTUACTIPECAHTH, aHTUIICUXOTHLIUTE U IPYTH TIOHIKABALIH Mpara 3a mosBaTa
Ha T'bPUYOBE JIEKAPCTBEHHU NMPOAYKTH (KaTo OympomHroH, MUPTa3aliH, TETPaXHIPOKaHAOMHOM).
CkopocrTa Ha a0copOIHst Ha TapaleTaMo MOXKe Ja ObJie MOBUIIICHA OT METOKJIOTPaMUJI WK
JIOMITEPHIOH 1 TIOHM)KEHA OT X0JECTUPAMUH.

[Ipu orpanmyen Opoii Npoy4BaHUsI IPe- UM MOCTONEPATUBHOTO MPHUJIOKEHUE HA aHTHEMETHKA
onnanceTpoH (5-HT3 aHTtaroHncT) nopuiasa HyXaTa OT TpamMaI0J IpH NaIUeHTH C
mocTornepaTuBHa O0JIKa.



- Heo0xoanmo e moBHIieH0 BHUMAHUE ITPH CHITBTCTBAINA YHOTpeOa Ha (QIyKIOKCAIMINH U
mapareTamos, Thbid KaTo eJHOBPEMEHHHUSAT MPUEM CE CBhP3Ba ¢ META0OMTHA all103a C TOIIMa
aHMOHHA Pa3jvKa, 0COOCHO NP MAIIMEHTH C PUCKOBU (DakTopu (BXK. Touka 4.4).

4.6 @epTHauTET, OPEMEHHOCT U KbPMEHE

bpemenHocT
Twit kato [lapaTpamon e pukcrpaHa KOMOMHAIHSI OT aKTUBHH BEIIECTBA, BKIIFOYBAIIA TPAMaI0J, TOH

He TpsiOBa Jla ce mpuiara 1o BpeMe Ha OpEeMEeHHOCT.

Hannu omnacawu ce 00 napayemamon:
EnuneMuonornynuTe npoy4BaHus mpyu OpeMEHHU KEHHU HE ca TIOKa3ald BPeIHH eEeKTH Ha
napaneTaMmoll, IPpUIarad B IPernopbYBaHUTE O3H.

Jlannu omnacsawu ce 00 mpamaoon:

Tpamanon He TpsiOBa ja ce mpuiiara o BpeMe Ha OpeMEHHOCT, OPaji HATMYUETO Ha HEJOCTAThYHO
JAHHHM 33 OIIeHKa Ha 0€30I1aCHOCTTa Ha TpaMaaoJl Ipu OpeMeHHH KeHH. [TpHIoKeHHEeTO Ha TpaMaaoi
MIPE/IU WU 110 BpeMe Ha paXkJaHeTo HiAMa e(heKT BbPXy KOHTPAKTHIHOCTTA HA MaTkarta. Moxe Ja
JIOBEJIE 10 MPOMEHH B TMXATETHATA YeCTOTa Y HOBOPOJSCHOTO, KOUTO OOMKHOBEHO HE Ca KIIMHUYHO
3HaYUMH. [IpoaBIKUTEITHOTO JIeYeHrne TI0 BpeMe Ha OPEMEHHOCT MOXKE Jia IOBEJIe 10 CHMIITOMH Ha
OTHEMaHE y HOBOPOJCHOTO, B PE3yJITAaT HA IIPUBUKBAHETO.

Knpmene
Twit karo [laparpamon e GukcupaHa KOMOMHAILINS OT aKTUBHU BEI[ECTBA, BKIIIOYBAIIIA TPAMAIIOJ, TOH

He TpsiOBa Jla ce IpuJIara 1o BpeMe Ha KbpMEHe.

Jlannu omuacsiwu ce 00 napayemamoi:

[TapameTramorn ce oTaeNs B KbpMara, HO He U B KIIMHUYHO 3HAYMMH KojimdaecTBa. Hammaaure
myOJIMKYBaHU JJaHHU HE MMOKA3BaT, Y€ KbPMEHETO € POTHBOIIOKA3aHO MPH KCHHU, TIpUeMalln
JIEKapCTBEHU TPOTYKTH, ChIBPIKAIIN CaMO Mapareramo.

Jlannu omuacswu ce 00 mpamaooi:

[Mpubnuzurenno 0,1% ot mo3ara Tpamano, IpueTa OT MaidkaTa, ce OTAENI B KbpMara.

B HenocpencTBeHNs MOCIEpO0B NEPHUO, IIPU pUEeMaHa JHEBHA IIepopaiHa 103a OT MaiikaTa J10
400 mg, ToBa CHOTBETCTBA Ha CPEAHOTO KOJIMYECTBO TPAMaI0Jl, KOETO MOXeE Aa Obe MOr'bIHATO OT
KbpMadeTo IpU KbPMEHE, KOETO € 0K0J10 3% OT 103ara, afanTHpaHa CIpsMO TEIJIOTO Ha MalKaTa.
[lopanu Ta3u npuyuHa TpamaIoi He TpsiOBa 1a ce U3MOJI3Ba 110 BpeMe Ha KbpPMEHE MM KaTo
alTepHaTHBA, KbPMEHETO TpsI0Ba 1a ce MPEeKpaTH Mo BpeMe Ha JieueHue ¢ Tpamanoi. Cien npueM Ha
€llHa 1032 TpaMaJoJl He € HE00X0AMMO IPEKpaTsIBaHe Ha KbPMEHETO.

DepTUIuTeT
OT MOCTMAapKETUHIOBOTO HAOJIIOJICHUE HE MOTAT JIa € HANPaBsAT U3BOJM OTHOCHO €()eKTa Ha

Tpamaoln BepxXy dheprunurera. [IpoyduBanusara BbpXy KHUBOTHH CHIIO HE MO3BOJISIBAT M3BAXKIAHETO HA
3aKJIF0OYEHHS OTHOCHO e()eKTa Ha TpaMajoi BepXy deprmwinrera. He ca mpoBexaaHu Npoy4YBaHHs C
KOMOWHAITUATA OT TPaMaJIoJj | IapareTaMmo.

4.7 EdexTn BbpXy cioco0HOCTTa 32 modupaHe 1 padoTa ¢ MAIIUHU

[Mapatpamosn uMa rosiMo BIHMSHUE BBPXY CIIOCOOHOCTTA 3a MIopHupaHe U paboTa ¢ MaIlluHH.
[TapaTpamon Moe Ja JOBeAe A0 MOsiBaTa Ha ChbHIMBOCT MIIM 3aMasiHOCT, KOUTO J1a C€ YCHIIST OT
npreMa Ha ankoxod wim nenpecantd Ha [IHC. Axo 0bae 3acernar, maMeHTsT He TpsiOBa 1a modupa
WA padOTH C MAIITHHH.

4.8 Hesxenanm jiekapcTBeHU peaKkuuu

Haii-uecTo cpo01aBanuTe HeXeNaHu eEeKTH 10 BpeMe Ha KIMHIUYHHUTE POYYBaHNS, TIPOBEJCHU C
KOMOUHaLUsTa napaneTamMosl/TpaMasioil ca TajieHe, 3aMassHOCT U ChbHIIMBOCT, HAOIOAaBaHH MIPH



noseude oT 10% oT marmeHTHuTeE.

[Mo-moiy ca mpeacTaBeHU HEXKENaHUTE ePEKTH, CIIOPE CUCTEMO-OpTaHHaTa Kiacu(hUKaIHs U 9eCTOTa
o MedDRA: muoro vectu (> 1/10; yectu (> 1/100 mo < 1/10); nedectu (= 1/1 000 no < 1/100) penaxu
(=1/10 000 mo < 1/1 000); muOTO penku (< 1/10 000); ¢ Hen3BecTHA YecTOTa (OT HATMIHUTE TaHHU HE
MOJKe J1a Ob/le HapaBeHa OLICHKA).

Mpmuoro Yectn Heuectn Penkn Mpmuoro C HensBecTHA
YeCTH peaKu yecToTa
Hapymenns XHUMOTJIMKEMHUS
Ha
MeTa00In3-
Ma u
XpaHEHETO
[Mcuxuynu 00BpKaHOCT, | Jempecws, JIeKapcTBe- | 3J0yMHOT
HapyLICHUS MIPOMEHHU B XaIOLMHALMK, | Ha 3aBHUCH- peba
HAaCTPOCHUET | KOMIMapHHU MOCT (pm
0 CBHHHUIIIA, nocrmap
TPEBOXKHOCT, | aMHE3US KETHUHTO
HEPBHOCT, BOTO
eydopus, npocnen
HapyIICHUS SIBaHE)
Ha ChHA
Hapymiennss | 3amasHOCT | T71aBOOOHE, | HEBOJIHH aTaKcus,
Ha HepBHaTa |, TpernepeHe CBKpAaIlICHUs Ha | KOHBYJICHUH,
cHucTeMa CBHHJIMBOCT MYCKYJIHTE, CHHKOII
apecTe3uu
Hapymenns 3aMBIJIEHO
Ha OYHTE 3peHue
Hapymenns TUHUTYC
Ha YXOTO U
TaOupUHTA
Hapymenuns MaJIUTALNH,
Ha CBPIIETO TaxuKapaus,
APUTMUISI
CoaoBu XUTIEPTOHUS,
HapYLICHUS TOpEILH BBJIHU
Pecriupatop- JIMCITHES XBJIaHE
HU, TPBIHA U
MeIuacTHHA
HH
HapyUICHUS
CroMaiHo- | rajgeHe MOBpBINaHe, | aucdarus,
YpEBHU 3allek, MeJleHa
HapyIICHUS CcyXxoTa B
ycTara,
uapus,
KOpeMHa
0oJIKa,
JIMCIICTICHS,
(brarymeHIn
i
Wscneapanus IMOBUIIICHHUE HA
YePHOAPOOHU-
Te
TpaHCaMHHA31




Hapymenus XHIIEPXUIAPO3 | KOKHH

Ha KOXaTa u a cppOex peaknuu (Hamp.

HOJIKOKHATA 00pus,

TBKaH ypTHUKapusi)

Hapymienus andyMuHypus,

Ha MUKIIMOHHU

OBOpenuTe U HapyIeHUs

MUKOYHHUTE (mu3ypus u

OBTUIIA peTeHuus Ha
ypHHATa)

O6mm TPBIIKH, TPHIHA

HapYLICHUS Oonka

u eexT Ha

MSICTOTO Ha

IPUIOKEHHUE

Buvnpexu, ue ne ca nabnooasanu no epeme Ha KTUHUYHU RPOYHGAHU, HEe MOJICe 0a DbOe USKIOYeHd
noseama Ha NPeOCMageHume NO-001y HENCEIAHU eheKmu, 3a KOUMO e U36ECHO, Ye CA C8bP3AHU C
npuema Ha Mpamaoo Ui RApayemamo:

Tpamanon
[octypannaa xumoToHus1, Opangukapans, KOJarc.

[Ipu mocTMapKeTHHrOBOTO MpOCTEsIBaHe Ha TPaMaJIoJl ca HaOMI0JaBaH! PEIKH CIIydal Ha MPOMsHA
edekTa Ha BaphapuH, BKIIOUUTEITHO TOBUIICHUE Ha TIPOTPOMOMHOBOTO BpeMe.

Penxu: aneprudnan peaknuy ¢ TUXAaTEIHA CUMITOMH (HAIp. JUCTHEs, OPOHXOCMAa3bM, XPHIIOBE,
AQHTMOHEBPOTHYCH OTOK) U aHA(UIAKCHSL.

Penku: mpomenu Ha areTuTa, IBUTAaTEIHA CIa00CT M MMOTUCKAHE HA TUIIAHETO.

Cro011aBaHy ca ¥ CITy4ad Ha BIIOIIABAHE HA aCTMaTa BHIPEKH, Y€ MPUIYNHHO-CIIEICTBEHATa BpBh3Ka HE
€ yCTaHOBEHa.

Bb3MokHA € mosgBaTa Ha ICUXUYHU HapyuicHus CJjiea rpueMa Ha TpaMaaoJ, KOUTO Bapupar 1o
OTHOIIICHUE Ha CBOSITA TEKECT U XapakTep (B 3aBUCHIMOCT OT UHUAHUYATHOCTTA HA MAI[MEeHTa U
MPOIBIDKUTEITHOCTTA Ha JICYCHUETO). TOBa BKIIFOUBA IPOMEHH B HACTPOCHUETO (OOMKHOBEHO
BBOAYIIEBICHUE, PAIKO AUCHOpHs), MPOMEHN B aKTUBHOCTTA (0OMKHOBEHO MTOHIDKCHHE, PAIKO
MOBUILICHUE) U POMEHU B KOTHUTUBHUTE (DYHKIIUH U CETUBHUS KamanuTeT (Hamp. HApyIICHYS
CBBP3aHHU C BB3MPUATHATA).

CroOmraBaHu ca ciydyad Ha BJOIIaBaHe HAa OpOHXHMAlTHATAa aCTMa HO HE € YCTaHOBEHA MPUYHHHO-
ClJIe/ICTBEHA BPB3Ka.

BB3MokHa € mosiBaTa Ha CUMITTOMH Ha 3aBUCHMOCT, MOTOOHY HA TE3U MPH ONMUATHATA 3aBUCUMOCT,
KaTo: Bb30y/a, TPEBOKHOCT, HEPBHOCT, OE3ChHUE, XUTICPKUHE3US, TPEMOP U CTOMAIITHO-YPEBHU
CUMIITOMH. JIpyry CHMIITOMH, HaOIF01aBaHU MHOTO PSIIKO MPH PSI3KOTO CIIUPAHE HA TPAMaJ[0JI0B
XUApoxJjiopua €a: IpUCTHIIN Ha IMaHUKA, CUJIHA TPEBOXKHOCT, XaJIIOIIMHALINH, TapacTC3uu, TUHUTYC U
obnuaitauTe cuMmnToMu oT ctpana Ha [THC.

C Heu3BeCTHA YECTOTA: CEPOTOHUHOB CUHIPOM.

[Tapamnieramon
- Hexenanure edexTn Ha mapameramMoll ca pelki, HO MOKe /1 Ce TMOSBU CBPBXUyBCTBUTEIHOCT,

BKITFOYUTEITHO KOXKEH 00pUB. MHOTO PsJIKO ca ChOOIIaBaHU CEPUO3HU KOKHU PEaKIUH.
Cpo01IaBanm ca ciIydau Ha KpbBHA TUCKPA3Hs, BKIIOUYUTEIIHO TPOMOOIIMTOIICHHUS 1
arpaHyJoLMTO3a, HO HE BUHATH € YCTAHOBEHA MPUYMHHO-CIICJCTBEHA BPh3Ka C IMaparieTaMoll.

- ChILecTBYBaT HAKOJIKO CHOOIEHHUS, KOUTO Tpeanosarar, ue mapamneTaMmoll MoxXe Aa JOBEE 10
XHUIOTIPOTPOMOMHEMUS ITPH TIpHEM ¢ Bap(haprH-TI0JOOHH CheMHEHNS. B Ipyru mpoy4yBanus
MIPOTPOMOMHOBOTO BpeMeE HE € OMII0 IPOMEHEHO.




Cp0o011aBaHe Ha OIO3UPAHN HEXKEIIAHU PEaKITUN

CroOIaBaHeTo Ha MOJJO3MPAHN HEXKETaH! PeakIvy Clie/l pa3pelaBane 3a ynorpeda Ha JeKapCTBEHUS
MPOJYKT € BakHO. TOBa 1MO3BOJISIBA Ja MTPOIBJKH HAOJIOJCHUETO Ha ChOTHOIICHUETO MOJI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT METUIIMHCKHUTE CIICIIMATIMCTH Ce M3UCKBA J1a ChOOIaBaT BCIKA
M0JI03MPaHa HeXKeEJIaHa PeaKIus upe3

W3mbiHUTEHA areHIus 1Mo JieKapcTBara

yi. ,,JJlamsan I'pyeB” Ne 8

1303 Codust

Ten.: +35 928903417

yebcaiT: www.bda.bg

4.9 IIpeno3upane

[MapaTtpamon e Pukcupana KOMOMHAIMS OT aKTHBHU BellecTBa. B ciyuail Ha mpeno3upane,
CHUMIITOMHTE MOXE Ja BKJIFOUBAT MPU3HALM U CUMITOMH HAa MHTOKCHUKALUSI ¢ TPaMa 0l WK
napareramos, KakTo U C JBETE aKTUBHU ChCTABKH.

CuMnOTOMH Ha Tpe03UpaHe ¢ TPaMaaoa

[lo mpuHIHATI, TPY HHTOKCHKAIUS C TPAMaI0Jl Ce 0YaKBaT CHMITOMHU, ITOJO0HH Ha TE3W IIPH APYTHUTE
LIEHTPATHOICHCTRAIIM aHAITeTUIY (onraTh). ToBa BKIIIOUBA MO-CIIEIIUATHO MHU03a, TIOBPHIIAHE,
CHPACYHOCHI0B KOJIAIIC, HAPYIICHNS HAa Chb3HAHMUETO J0 KOMa, 'bPUYOBE U MOTHCKAHE Ha TUIIAHETO 10
JTMXaTelleH apecT.

C’BO6H_IaB8. CC 1 3a CCPOTOHUHOB CUHAPOM.

CuMnTOMHM Ha OPEAO3MpPaHe ¢ HapaneraMmosn

[penosupanero e ot ocobeHo 3HaYeHUE MPH MATKUTE Jena. CUMIIOTMUTE Ha MIPEAO3UpaHe Ha
napareramos pe3 mppBUTe 24 yaca ca 051e10CT, rafeHe, NOBPbLIaHe, aHOPEKCHs U OOJIKU B KOpeMa.
UYepHoapoOHO yBpexaaHe Moxe Ja 0be yctaHoBeHO 12 1o 48 yaca cnen npuema. Be3moxkHa e
[0sIBaTa Ha HApYyIIEHUs B ITIIOKO3HUA METa00IM3bM U MeTabosInTHA anugo3a. IIpu Texxko oTpassiHe,
4epHOApOOHATa HEOCTaTHYHOCT MOKE Ja IIpOorpecupa 10 eHuedanonarus, KoMa 1 CMbpT. Moxe a e
HajuIe octpa Ob0peuHa HEMOCTATHPYHOCT ¢ OCTpa TyOyJTHA HEKPO3a, TOPH MPH JIUTICaTa Ha TEKKO
4epHOAPOOHO yBpexkaaHe. ChoOIaBaHu ca Cilydad Ha ChpJeyHa apUTMHS U ITaHKPEaTHT.
UepHOIpoOHO yBpeXIaHE € B3MOKHO NPH Bb3pacTHHU, puenu 7,5-10 g uiu moseve mapaneramot.
CwmsTa ce, 4ye NpeKOMEPHOTO KOJIMYECTBO HA TOKCHYECH MaTadonuT (OOMKHOBEHO aIeKBaTHO
JETOKCHIIUPAH OT IIyTaTHOHA NPU MPHUEeM Ha HOPMAaJIHHU JI03H MapaleTaMol), ce CBbp3Ba HeoOpaTuMo
C YepHOpOOHATa ThKaH.

CIHeIHo JeueHue:

. He3abaBHO HacTaHsABaHE B CIENHAIM3UPAHO OTACICHHUE.
. [opnweprkane Ha AUXATENHATA U UPKYJIaTOpHATA PYHKIHSL.
. [peau 3anoyBane Ha JEYCHUETO € HEOOXOIUMO BB3MOKHO Ha-OBP30TO B3eMaHe Ha KPHBHA

mpo0a 3a yCTaHOBsIBaHE Ha IIa3MEHHUTE KOHIICHTPAIMH Ha MapaneTamMmoi U Tpamajioi, KakTo U
3a MPOBEKAAHETO HA YSPHOAPOOHHU U3CIICABAHUS.

. Heo6xoanmo e mpoBekIaHETO Ha YePHOAPOOHU M3CIICIBAHNS B HAUAIOTO (IIPH
MIPEI03UPAHETO) U TIO-KBbCHO Ha Bceku 24 daca. OOMKHOBEHO ce Ha0JII0/1aBa MOBUINIABAHE Ha
gepHOoapoOBuTe eH3uMHU (ASAT, ALAT), KOUTO ce HOpMaJIM3HPAT CIIC]T €AHA WITH JBE

CEIIMHUIIH.

. Heobxomumo e u3npasBaHe Ha CTOMaxa, 4ype3 MPEeAU3BUKBAHE HA MOBPBIaHe (KOraTo NanueHTa
€ B Ch3HAHHWE) FJIM CTOMAIITHA TTPOMHBKA.

. Heo0Oxomumo e npeanpueManeTo Ha O IbPIKAIIA MEPKH 3a MOAIbpPXKAHE MPOXOIUMOCTTA Ha

JXATETHATE IBTUIIA, KAKTO ¥ MOJUIbPIKAHE HAa CHPICYHOCHA0BATA (DYHKIUS; KaTo 3a
00paTHOTO pa3BUTHE Ha PeCIIUpaTOpHATa ACMpecus € HeoOX0JUMO MPHIaraHeTo Ha HAJIOKCOH;
pUNaabIuTe (THPIOBETE) MOXKE Ja OBIAT OBJIAISIHH C THA3CIIAM.

. Tpamanon ce enMMUHIpa MUHIMAJHO OT cepyMa 4pe3 XeMouann3a Wi xemopuntpanus. Eto
3aI10, JICYUSHUETO Ha OCTpaTa MHTOKCHKaIMs ¢ [lapaTtpamon caMo ¢ XeMOAUaIn3a WiIH
XeMOQUITPAIHS € HEMOAXOISILIO.
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Heo6xoxumo e HezabaBHO JieueHUe Ha IIPEeJO3UpaHeTo ¢ napareramoi. HesaBucumo ot nuncara Ha
3HAYMMH PaHHU CUMITOMH, TTALIMEHTUTE TPsOBa Ja ObJaT He3abaBHO HACTAaHEHH B OOJIHHUIIA 32
MPOBEKIAHETO HA CIIELIHO MEAULIMHCKO JIEYEHHE, KaTO BCEKH BB3PACTEH WJIM IOHOIIA, IPUEJ OKOJIO
7,5 g uiM ToBeve mapaneTaMoll B peIxoaHuTe 4 yaca WM BCsKo aere npueno 2 150 mg/kg
TapareTaMol B IpeIxoaHuTe 4 gaca TpssOBa ga ObAaT MOAJI0KEHH Ha CTOMAIITHA POMHUBKA.
Heo6xoanumo e n3MepBaHe Ha KpbBHUTE KOHLEHTPALIMHUTE Ha IapaneTaMmoll He O-KbCHO OT 4 yaca
ClIef] IPeIo3uPaHETO, 3a OIIEHKA Ha PUCKa OT Pa3BUTHETO HA YEPHOAPOOHO yBpeKaaHe (TIOCPEICTBOM
HOMOTpaMa IpH NpeAo3upaHe Ha mapaueTaMon). Moxe aa € Heo0X0IMMO EPOPATHOTO MPHIIOKEHUE
Ha METHOHWH WY MHTPAaBEHO3HOTO Ipmitokenne Ha N-anermiuctens (NAC), KouTo MOXe 1a UMaT
nonoxkuTeneH edexT o 48 yaca cien npenosupanero. [Ipunoxenunero Ha naTpaBeHo3eH NAC e Haii-
e(EKTUBHO B paMKHUTE Ha 8 yaca oT npeao3upanero. Benpeku ToBa, NAC TpsiOBa 1a Obje MPIIIOKEH,
JIOpH Jia ca M3MHUHAJIM [IOBEYE OT 8 yaca ciel] MPe0o3UPaHeTo U Ja MIPOABIDKH [0 BpeMe Ha LeIIHs
Kypc Ha neuenuero. Jledennero ¢ NAC TpsiOBa na 3amoune He3a0aBHO B CiIydyail HA CbMHEHHE 3a
MacHBHO Ipeno3upane. Heo6xonumo e npeanprueMaHero Ha 001y HOAAbPKALIN MEPKH.

He3zaBucuMo OT ChOOIICHOTO KOJMYECTBO Ha MPHETHS MapareTaMmoll, aHTHI0Ta Ha MmapareramMmot,
NAC, tpsi0Ba 1a ce npueMe MepopaliHO WIH HHTPABEHO3HO, BH3MOXKHO Hal-Obp30, 32 IPEIIOYNTAHE B
paMKHTe Ha 8 Jaca OT MPEeI03UPAHETO.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 @apmakoaMHAMHYHHU CBOIICTBA

dapmakoTepaneBTUIHA IPpyIia: aHAJITE€THIIH, OTTMONIN B KOMOWHAITIS ¢ HEOTIMOWTHU aHAJIT €TUIIH,
Tpamagon u napaneramon, ATC koa: NO2AJ13.

AHanreTuIn.

Tpamanon e onvonIeH aHANTETHK, ASWCTBAI BEPXY IIEHTpalTHaTa HEpBHA cicTeMa. Tpamaion e 9nucT
HECEJICKTUBCH aroHKCT Ha |1, & U K OTIMOUIHUTE PEIETITOPH, C TIO-BUCOK apUHUTET KbM

U penentopure. Jpyru MexaHUu3MH, KOUTO JONPHUHACHT 32 HETOBUS aHAITETHYeH e()eKT ca IMOTHCKaHe
Ha HEBPOHAITHOTO O00OpAaTHO 3axBalllaHe Ha HOPAJIPCHAIMH U TIOBHINIABAaHE OCBOOOXKIaBAaHETO Ha
cepoToHUH. TpaManon nMa U aHTUTYCHBEH e(eKT. 3a pa3uKa OT MOpGUH, aHATETUIHATE 03U Ha
TpamaJoJl B IMHUPOK JTMATIO30H HIMAT MOTUCKAI eheKT BhpXy nuiraneTo. OCBeH TOBa, CTOMAIITHO-
YpEeBHUS MOTHIIUTET HE ce TpoMeHs. ChpeIHOCHAOBUTE e(DEKTH KaTo IISUI0 ca ciaabu. MoIHoCTTa Ha
TpaMajoi € olpeeNieHa KaTo eHa eceTa JI0 eIHa IIecTa OT Ta3u Ha Mop(uH.

Mexanu3bsM Ha JeliCTBHE
ToYHMAT MEXaHU3BM Ha AHAITETUYHUTE CBOMCTBA HA MapalleTaMoJl HE € U3BECTEH U MOXKE J1a
BKJIFOYHA [IEHTPATHH U TiepuepHU ehEeKTH.

[apatpamon e nmocraBen Ha I mo3uums B crbibara Ha ananrerunute Ha C30 u TpsaOBa na Obae
IPUIarad CbOTBETHO OT JIEKap.

5.2 ®apmakoOKMHETHYHHU CBOWCTBA

Tpamanon ce npunara B parieMudHa Gopma, karo [-] u [+] hopMu Ha TpaMagol U HETOBUSI
MeTabout M1 ca ycTaHOBHMH B KpBbBTA. BhIipeku, ue Tpamanon ce abcopbupa 0bp30 cien
MPWIOKEHHUE, HeroBaTa abcopOius ¢ mo-0aBHa (M HErOBUSAT TOJIYKHBOT MO-ABIBI) OT TO3U Ha
napareTamot.

Cren emHOKpaTHO TTEpOpaTHO MPHIIOKEHUE Ha TabJieTka Tpamazod/maparneramon (37,5 mg/325 mg),
MUKOBH TIa3MEHHU KOHIIEHTPAIUH Ce AOCTHUraT cliea ChoTBeTHO 1,8 daca [(+)-Tpamamon/(-)-Tpamamon|
n 0,9 gaca (mapameramo:n). CpeqHUAT eIMMUHANIMOHEH TOTYKUBOT ti/2 € ChOTBETHO 5,1/4,7 waca [(+)-
Tpamanoir/(-)-Tpamanoi| u 2,5 yaca (mapameramodn).
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o Bpeme Ha papMaKOKHMHETHIHUTE IPOYYBAHMS IIPH 3APaBH JOOPOBOIILM cJe] €AHOKPATHOTO WIIH
MHOT'OKpaTHO MepopaiiHo npuioxenue Ha [lapaTpamor, He ca HabIroNaBaHU KIMHUYHO 3HAYHMHU
IIPOMEHHU B KUHETUYHUTE MapaMeTPH Ha BCSIKO OT aKTUBHUTE BEILECTBA, B CPABHEHHE C ITapaMeTpUTe
MIPU CaMOCTOSITETHOTO NMPHIOKEHHE Ha OTJETHUTE aKTHBHHU BEIIEeCTBA.

AOcopObius
PanemuanusT Tpamamon ce abcopOupa 0bp30 U MMOUTH HAIIBIIHO CJIEI TIEPOPATHO TIPHIIOKEHHUE.

Cpennara abcoimoTHa OMOHATMYHOCT MPH eAHOKpaTHa 103a oT 100 mg e oxomno 75%. Cren
MHOTOKPATHO MPHIOKEHNE, OMOHAIIMYHOCTTA C€ TIOBUIIIaBa U JOCTHra 0Kojo 90%.

Crnen mpunoxenueto Ha [lapaTpamorn, mepopanHata abcopOIus Ha TapamneTaMosn € Obp3a U MOYTH
MBJTHA U C€ OCHIIECTBSABA B ThHKHUTE YepBa. [[MKOBH MIa3MEHU KOHIICHTPAIMH HA MapareTaMol ce
JIOCTHTAT 32 €IMH Yac U He Ce MPOMEHST OT €AHOBPEMEHHOTO MPUIOKEHHE Ha TpaMaIoJl.

[epopanHoTo npunoxeHue Ha Tabnerka [laparpamolt ¢ XpaHa He € CBBP3aHO ChC 3HAUYUTENEH e(eKT
BBPXY NMHUKOBATAa IJIa3MeHa KOHI[EHTPAIIHs WU CTENeHTa Ha abcopOIHs, KaKTo Ha TpaMazoil, Taka U
Ha maparieTaMmoJ, mopaau koero [lapaTpamoln Moxe J1a ce mpreMa He3aBUCHMO OT PEKUMa Ha
XpaHeHe.

Pasnpenencuue
Tpamanon nma Bucok apuauTeT K6M ThKaHuTe (Vq3=203 = 40 1). CBBp3BaHETO C IUTa3MEHUTE

MpOoTeNHHU € 0K0JI0 20%.

[Mapaneramon u3rnexaa nMa MAPOKO pasnpeieieHUe B TOBEYE OT ThKAHUTE Ha OpraHu3Ma, ¢
M3KITIOYeHre Ha MacTHaTa. HeroBusar npuBuaeH obeM Ha pasmpenenenue e okono 0.9 I/kg.
OTtHocuTenHo Manka yact (~20%) oT nmapareTaMmol1 ce CBbp3Ba C MIa3MEHUTE MPOTEHHH.

BbuoTpanchopmarius

Tpamanon ce MmaTabomu3npa EKCTEH3UBHO ciies1 epopainHo npmioxerne. Oxomno 30% ot mo3ara ce
EKCKpETHpa ¢ ypHUHATa B HENPOMEHEH Buj, kato 60% oT 1o3aTa ce ekckperupa mnox hopmara Ha
METa0O0JIUTH.

Tpamanon ce merabonusupa nocpeacreom O-nemerunupane (karaausupano ot ensuma CYP2D6) no
Metabonmuta M1 u upe3 N-gemermnupane (katanuzupano ot CYP3A) no meradosiura M2. Ilo-
HaTaThk M1 ce Merabonm3upa ype3 N-IeMeTIIMpane U KOHIOTHPaHe C TIIFOKYpOHOBATa KUCEIMHA.
NuxubupaneTo Ha equH win asata tumna uzoeHsumu CYP3A4 u CYP2D6, yuactpaiu B
ouoTpaHcopMaIHsITa Ha TPaMaIoJl, MOXKE J1a TIOBJIHsIe Ha TTa3MeHaTa KOHIEHTPAIU Ha TPaMaoi
HNJIN HCTOBUA aKTUBCH MeTa6OHI/IT. HJ'Ia3MeHI/IHT CJIIMMHUHAITUOHCH HOJ'Iy)KI/IBOT Ha Ml c 7 gaca.
MeTabonuTsT M1 MMa aHaIreTHYHU CBOMCTBA U € IMO-MOIIEH OT U3XOJHOTO CheAUHEHHE.
[Mna3menuTe KoHIIEHTpauu Ha M1 ca ceieM IbTH TIO-HUCKU OT T€3H Ha TPaMaJIoJl, KaTo MPUHOCHT
KBbM KIMHAIHUSA €heKT OOMKHOBEHO HE C€ TIPOMEHS ITPH MHOTOKPATHO TIPIIIOKCHHUE.

[NaparieTamos1 ce MeTaboIU3Kpa MPEIUMHO B YEPHHUS IPOO MOCPEACTBOM JBa OCHOBHU Y€PHOAPOOHU
BT TIIOKOPOHUpaHe U cynponupane. [locneqHuar Moxe Obp30 Aa ce HACUTH NP 03U HAJI
TepaneBTHYHHATE. Maska gpakuus (mo-manko ot 4%) ce MeTaboan3upa MOCPEACTBOM HUTOXpoM P450
JI0 HEKTUBEH MEeXAWHEH MeTa0onuT (N-areTnin 0€H30XHHOHUMUH), KOMTO TP HOPMAaITHO
MPUIOKEHHE OBbP30 ce JeTOKCU(UIUpa Ype3 TOHWKABAHE HA TIIyTaTHOHA M CE €KCKPETHUpa B ypHHATA
ClIe/T KOHIOTUPaHEe ¢ [IUCTEHH M MEPKaNTypoBa KUceIrHa. BhIpekn ToBa, MpyU MAaCUBHO MPEI03UpPaHe,
KOJIMYECTBOTO HA TO3M META0OJINT C€ ITOBMILIABA.

Enumunupane
Tpamanon i HEroBUTe METAOOUTH Ce EIMMHUHNPAT peaMHO Tipe3 0p0penute. [lomyXUBOTHT Ha

napareramos € OKoJo 2 1o 3 yaca npu Be3pacTHU. Toii € mo-KpaThK NpH JIela U JEKO yIbIDKEH MPH
HOBOPO/IEHH U TIAIIMEHTH ¢ Iupo3a. [laparneramMon ce emMMUHIPa OCHOBHO Ype3 10303aBUCHUMO
oOpasyBaHe Ha TJIIOKO- U CyJ(o-KOHIOTHpaHH pou3BoAHHU. [To-Manko oT 9% mapaneramon ce
eKCKpeTHpa HelpoMeHeH B ypuHaTa. [Ipu 060pedna HeqocTaThuHOCT, IOy KHUBOTHT Ha IBETE
CBCTaBKH € YIbJDKEH.
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5.3 IIpeakJMHMYHU JaHHH 32 0€30MACHOCT

He ca npoBexxaanu npeAKIMHAYHE TPOYYBaHUS ¢ (pUKCHpaHaTa KOMOMHALMS (TpaMaso u
napareramon) 3a OleHKa Ha KaHIEPOTeHHUTE WIIM MyTaraHHu e(eKTH, KaKTO U Ha ePEeKTHTE BBPXY
dbepTmiaTeTa.

He e HabmoaBan TepatoreHeH eekT, KOWTo MOXKe Ja Ob/ie OTHECEH KbM JIEKAPCTBOTO BBPXY
MPOTEHH Ha ILThXOBE, JIEKYBaHH IIEPOPAITHO C KOMOMHANUATA TPaMa10Jl/mapaneTamMmol.

Jloka3zaHo e, 4e KOMOMHAIMATA TPaMaoJl/mapaneTamMmo € eMOPHOTOKCHYHA U (PETOTOKCHYHA 3a
IUTbXOBE, IPH 031 TOKCHYHH 3a Maiikara (50/434 mg/kg Tpamanon/napaneramon), T.€ 8,3 IbTH 10-
BHCOKH OT MaKCHMaJlHaTa TepareBTHYHA /103a pu YyoBeka. [1pu Ta3u 1o3a He e HabmonaBaH
TepaToreHeH eexT. TOKCHYHOCTTa BEPXY eMOpHOHA U TI0/1a BOJAH 0 TOHIKEHHE Ha TETJIOTO Ha
IUIOJIa ¥ yYeCTsBaHE Ha CIyJanuTe C MMosBaTa Ha JOIBJIHUTENIHH pedpa. [To-HuCKuTe 1031, BOACIIH 110
Mo-JIeKa TOKCUYHOCT 3a Maiikara (10/87 u 25/217 mg/kg Tpamanon/napameramMon) HAMaT TOKCUYHN
e(eKTH BbpXy eMOpPHOHA U TUIOA.

PeSy.HTaTI/ITe OT CTaHAAPTHUTEC TECTOBC 3a MYTAar€cHHOCT HE Ca MMOKa3aJIi MMOTCHIHUAJICH TCHOTOKCUYCH
PHUCK Ha TpaMaJ0JI IPpU YOBCKaA.

PeSynTaTI/ITC OT KaHIEPOIr€HHUTE TCCTOBE HE IIpEArojarar INOTCHIHWAJICH PHUCK Ha TpaMaldoll IIpu
YOBCKa.

[IpoyuyBanusTa MpH KUBOTHH C MHOT'O BUCOKH JIO3M TPaMaJI0Jl MOKAa3BaT HATMYUETO Ha e(hEeKTH BBPXY
Pa3BUTHETO HA OpPTaHUTE, OCU(PUKAIMATA i HEOHATAJTHATa CMBPTHOCT, CBBP3aHU C TOKCHYHOCTTA BHPXY
Maiikata. QepTunnuTeTa U pa3BUTHETO HAa IIOTOMCTBOTO HE ca 3aCerHaTH. 1paMajoJl MpeMUHaBa Ipe3
ianenrara. He ca HaOmogaBaHu edeKTH BBPXY (QepTHIMTETa cliell MEepOpaHO MPUIOKEHHEe Ha
Tpamaaou 1pu 1031 10 50 mg/kg npu MBKKH ITbX0Be U 75 mg/kg npu KeHCKH IUIBXOBE.

ExcTeH3uBHUTE NpOyYBaHUS HE MOKa3BaT JAHHM 3a 3HAYMM I'€HOTOKCHUYECH PHCK HAa IapaneraMoll, B
TepaneBTUYHH (T.€. HETOKCUYHH) JI03H.

[IpoabiokUTETHUTE TPOYYBAHUS IPH IUIBXOBE W MUIIKM HE ca TOKa3aJd JaHHU 33 3HAYUMHU
TyMYpPOT€HHU €(PEeKTH NP He-XeMaTOTOKCHYHH JI031 TaparieTaMoll.

HpOy‘IBaHI/ISITa Ipyu XXUBOTHU U 3HAYUTCIIHUAT OIIMT IIPpU YOBCEKAa HE Ca IOKasaJld [JaHHH 3a
PCIPOAYKTHBHA TOKCUYIHOCT.

6. OAPMALEBTUYHU JAHHU

6.1 Choucbk Ha IOMOLIHHUTE BelIeCTBa

Anpo

[pexenaTHHU3UPAHO [IAPCBUIHO HUIIICCTE
MUuKpoKpucTaHa HenyJ103a

Hatpues vumecten rimkonar (tum A)
CunuumeB JUOKCHU/I, KOJIOHIEH OE3BO/ICH
MarHe3ueB creapar

OO0BUBKa

Xunpomenosa

Makporon 400

Turanos auoxcun (E171)
Kenr xenesen oxcun (E172)
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6.2 HecbBMecTHMOCTH
He e npunoxumo.

6.3 Cpok Ha roaHOCT
3 roauHH.

6 Crnenna/THu yCJIOBHSI HA ChbXpPaHeHHne

To3u JICKAPCTBCH IMPOAYKT HC M3MCKBA HAKAKBHU CIICHHUAIHU YCIIOBUA HA CbXPAHCHUC.

6.5 JlaHHu 32 omaKoBKAaTa

10, 20, 30, 60 wm 90 Tadnerku B Al/PVC 6mucTepn 1 KapTOHEHA KYTHS.
He Bcuuku BUg0BE OMAKOBKM MOTaT 1a OBbAaT IMyCHATH B IPOJak0a.

6.6 CneuuajHu npeanasHU MepKHU NPH U3XBBPJIsAHEe U padoTa

Hsama CIICIIMAJIHHU U3 CKBaHMU.

Hewusnon3panusar JICKAPCTBCH MPOAYKT WJIN OTHIAABYHUTE MATCPHUAJIA OT HETO Tp)I6B3 Ja C€ USXBBPJIAT

B CBOTBCTCTBHUEC C MCCTHHUTC N3HCKBAHUA.

7. NPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Pharmaceutical Works POLPHARMA SA

19 Pelplinska Street, 83-200 Starogard Gdanski

ITonma

8. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

Perucrpannonen nHomep: 20100565

9. JATA HA II'bPBO PA3ZPEHIABAHE/IIOJHOBSBAHE HA PA3ZPEHIEHUETO 3A

YIHHOTPEBA

Jara Ha nepBo pazpemasane: 08.09.2010.
Jata na mocnenuo mogHossBane: 30.04.2015.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

24.08.2022
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