
produqtis Sesaxeb saerTaSoriso informacia                       konfidencialuri 

1 
 

 

lamiqtali 
 

lamotrigini 
 

xarisxobrivi da raodenobrivi Semadgenloba 

 
tabletebi: 
lamiqtali, 25, 50, 100 da 200 mg 
 
dispergirebadi/saReWi tabletebi: 
lamiqtali, 2, 5 25, 50, 100 da 200 mg 
 
 
klinikuri  informacia 

 
Cvenebebi 
 
epilefsia 

• mozrdilebi da mozardebi (12 wlis asakis zemoT) 
lamiqtali naCvenebia damatebiTi an monoTerapiis saxiT epilefsiis, 
parcialuri gulyrebisa da generalizebuli gulyrebis, maT Soris tonur-
klonuri gulyrebisa da lenoqs-gastos sindromTan dakavSirebuli gulyrebis 
samkurnalod. 
 

• bavSvebi (2-12 wlis asakis) 
lamiqtali naCvenebia damatebiTi Terapiis saxiT epilefsiis, parcialuri 
gulyrebisa da generalizebuli gulyrebis, maT Soris tonur-klonuri 
gulyrebisa da lenoqs-gastos sindromTan dakavSirebuli gulyrebis 
samkurnalod. 
 
damatebiTi TerapiiT miRweuli epilefsiis gakontrolebis Semdeg Tanmxlebi 
antiepilefsiuri saSualebebi (aes) SeiZleba moixsnas da mkurnaloba 
gagrZeldes mxolod lamiqtaliT. 
 
lamiqtali naCvenebia monoTerapiis saxiT tipiuri absansuri gulyrebis dros. 
 
Tu lamiqtali 2 mg dispergirebadi/saReWi tableti ar aris xelmisawvdomi da 
gamoTvlili doza bavSvebSi 2.5 mg-ze naklebia dReSi, lamiqtali ar unda iqnas 
gamoyenebuli. dauSvebelia dispergirebadi/saReWi tabletebis nawilobrivi 
raodenobis miRebis mcdeloba. 
 
 

bipolaruli aSliloba 

• mozrdilebi (18 wlis da meti asakis) 
lamiqtali naCvenebia bipolaruli aSlilobis dros guneba-ganwyobis 
epizodebis prevenciisaTvis, upiratesad depresiuli epizodebis prevenciisaTvis. 
dozireba da miRebis wesi 
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farmacevtuli forma: tabletebi da dispergirebadi/saReWi tabletebi 
 

lamiqtalis tabletebi unda gadaiylapos mTlianad da dauSvebelia maTi 
daReWva an gasresva. 
 
lamiqtalis dispergirebadi/saReWi tabletebi SeiZleba daiReWos, gaixsnas 
mcire raodenobis wyalSi (araumcires mTliani tabletis dasafarad sakmarisi 
wylis raodenobaSi) an gadaiylapos mcire raodenobis wyalTan erTad. 
dauSvebelia dispergirebadi/saReWi tabletebis nawilobrivi raodenobis 
miRebis mcdeloba. 
 
 
Tu lamiqtalis gamoangariSebuli doza, mag.: bavSvebSi (mxolod epilefsiis 
dros) an RviZlis dazianebis mqone pacientebSi, ar iyofa ufro mcire dozebis 
tabletebad, unda dainiSnos doziT yvelaze axlos myofi mTliani tabletebis 
farmacevtuli forma.  
 
Terapiis xelaxla dawyeba 
lamiqtaliT Terapiis xelaxla dawyebisas im pacientebSi, romlebmac Sewyvites 
lamiqtalis miReba raime mizezis gamo, eqimma unda Seafasos SemanarCunebeli 
dozis momatebis saWiroeba, radgan mZime gamonayaris riski dakavSirebulia 
maRal sawyis dozebTan da lamiqtalis momatebuli rekomendebuli dozebis 
gadaWarbebasTan (ix. gafrTxilebebi da sifrTxilis zomebi). rac ufro meti 
drois intervalia gasuli wina dozidan, ufro meti ganxilvaa saWiro 
SemanarCunebeli dozis momatebisas. roca lamiqtalis Sewyvetidan drois 
intervali aWarbebs xuT naxevardaSlis periods (ix. farmakokinetika), rogorc 
wesi, lamiqtalis SemanarCunebeli doza unda gaizardos Sesabamisi sqemis 
mixedviT. 
 
rekomendebulia, rom lamiqtalis miReba ar unda ganaxldes im pacientebSi, 
romlebSic mkurnaloba Sewyda lamiqtalTan dakavSirebuli gamonayaris gamo, 
garda im SemTxvevisa, roca potenciuri sargebeli mkveTrad aWarbebs riskebs. 
 
epilefsia 

roca xdeba Tanmxlebi antiepilefsiuri wamlebiT mkurnalobis moxsna, 
lamiqtaliT monoTerapiis an lamotriginis Semcveli sxva antiepilefsiuri 
saSualebebiT monoTerapiis dros mxedvelobaSi unda iqnas miRebuli efeqti, 
romelic maT SeiZleba hqondeT lamotriginis farmakokinetikaze (ix. 
urTierTqmedebebi). 
 
dozireba epilefsiis monoTerapiis dros 

• mozrdilebi da mozardebi (12 wlis asakis zemoT) (ix. cxrili 1) 
lamiqtalis sawyisi doza monoTerapiis dros Seadgens 25 mg-s erTxel dReSi 
ori kviris ganmavlobaSi, romelsac mosdevs 50 mg erTxel dReSi ori kviris 
ganmavlobaSi. amis Semdeg doza unda gaizardos maqsimum 50-100 mg-iT yovel erT 
an or kviraSi optimaluri pasuxis miRwevamde. Cveulebriv, optimaluri pasuxis 
misaRwevad saWiro SemanarCunebeli doza Seadgens 100-200 mg/dRe, erTxel dReSi 
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an orad gayofili dozis saxiT. zogierTi pacienti saWiroebs 500 mg/dReSi 
lamiqtals sasurveli pasuxis misaRwevad. 
 

• bavSvebi (2-12 wlis asakis) (ix. cxrili 2) 
lamiqtalis sawyisi doza tipuri absansuri gulyrebis monoTerapiis dros aris 
0.3 mg/kg sxeulis wonaze/dReSi, erTxel dReSi an or dozad gayofili ori kviris 
ganmavlobaSi, romelsac mosdevs 0.6 mg/kg/dReSi, erTxel dReSi an orad 
gayofili doza 2 kviris ganmavlobaSi. amis Semdeg, doza unda gaizardos 
maqsimum 0.6 mg/kg-iT yovel erT an or kviraSi optimaluri pasuxis miRwevamde. 
optimaluri pasuxis misaRwevad SemanarCunebeli doza Cveulebriv Seadgens 1-10 
mg/kg/dReSi, erTxel dReSi an orad gayofili dozis saxiT, Tumca zogierT 
pacientSi, tipuri absansuri gulyrebis dros, saWiroa ufro didi dozebis 
daniSvna sasurveli pasuxis misaRwevad. 
 
gamonayaris riski gamo sawyisi doza da Semdgomi dozis momateba ar unda iyos 
rekomendebulze meti (ix. gafrTxilebebi da sifrTxilis zomebi). 
 
dozireba epilefsiis damatebiTi Terapiis dros 

• mozrdilebi da mozardebi (12 wlis asakis zemoT) (ix. cxrili 1) 
pacientebi, romlebic iReben valproats sxva aes-Tan erTad/gareSe, lamiqtalis 
sawyisi doza Seadgens 25 mg-s yovel meore dRes ori kviris ganmavlobaSi, 
romelsac mosdevs 25 mg erTxel dReSi ori kviris ganmavlobaSi, Semdeg doza 
unda gaizardos maqsimum 25-50 mg-iT yovel erT an or kviraSi optimaluri 
pasuxis miRwevamde. Cveulebriv, optimaluri pasuxis misaRwevad saWiro 
SemanarCunebeli doza Seadgens 100-200 mg/dReSi, erTxel dReSi an orad 
gayofili dozis saxiT. 
 
im pacientebSi, romlebic iReben aes-s an iseT medikamentebs (ix. 
urTierTqmedebebi), romlebic iwveven lamotriginis glukuronidacias,  sxva aes-
sTan erTad/gareSe (garda valproatisa), lamiqtalis sawyisi doza Seadgens 50 
mg-s erTxel dReSi ori kviris ganmavlobaSi, romelsac mosdevs 100 mg/dReSi 
gayofili or dozad ori kviris ganmavlobaSi.  
 
amis Semdeg, doza unda gaizardos maqsimum 100 mg-iT yovel erT an or kviraSi 
optimaluri pasuxis miRwevamde. Cveulebriv, optimaluri pasuxis misaRwevad 
saWiro SemanarCunebeli doza Seadgens 200-400 mg/dReSi orad gayofili dozis 
saxiT.  
 
zogierT pacientSi optimaluri pasuxis misaRwevad saWiroa 700 mg/dReSi 
lamiqtali. 
im pacientebSi, romlebic iReben sxva medikamentebs, romlebic mniSvnelovnad ar 
ainhibireben an ar iwveven lamotriginis glukuronidacias (ix. 
urTierTqmedebebi), lamiqtalis sawyisi doza Seadgens 25 mg-s erTxel dReSi 
ori kviris ganmavlobaSi, romelsac mosdevs 50 mg erTxel dReSi ori kviris 
ganmavlobaSi. amis Semdeg, doza unda gaizardos maqsimum 50-100 mg-iT yovel erT 
an or kviraSi optimaluri pasuxis miRwevamde. Cveulebriv, optimaluri pasuxis 
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misaRwevad saWiro SemanarCunebeli doza Seadgens 100-200 mg/dReSi, erTxel 
dReSi an orad gayofili dozis saxiT. 
 
cxrili 1: rekomendebuli mkurnalobis sqemebi epilefsiis dros mozrdilebsa 
da 12 welze ufrosi asakis mozardebSi 
 

mkurnalobis sqema I-II kvira III-IV kvira SemanarCunebeli 
doza 

monoTerapia 25 mg  
(erTxel 
dReSi) 

50 mg  
(erTxel 
dReSi) 

100 - 200 mg 
(erTxel dReSi 
an gayofili or 
dozad) 
SemanarCunebeli 
dozis 
misaRwevad, 
doza SeiZleba 
gaizardos 50-100 
mg-iT yovel erT 
an or kviraSi 

damatebiTi Terapia 
valproatze, sxva Tanmxlebi 
medikamentebis miuxedavad 

12.5 mg  
(25 mg 
yovel 
meore 
dRes) 

25 mg 
(erTxel 
dReSi) 

100 - 200 mg 
(erTxel dReSi 
an gayofili or 
dozad) 
SemanarCunebeli 
dozis 
misaRwevad, 
doza SeiZleba 
gaizardos 25-50 
mg-iT yovel erT 
an or kviraSi 

damatebiTi 
Terapia 
valproatis 
gareSe 

dozirebis es 
sqema gamoiyeneba 
Semdegi 
medikamentebis 
miRebisas: 
 
fenitoini 
karbamazepini 
fenobarbitoni 
primidoni 
 
an lamotriginis 
glukuronidaciis 
sxva 
induqtorebTan 
erTad(ix. 
urTierTqmedebebi) 

50 mg  
 
(erTxel 
dReSi) 

100 mg 
 
(or dozad 
gayofili) 

200-400 mg  
 
(or dozad 
gayofili) 
 
SemanarCunebeli 
dozis 
misaRwevad doza 
SeiZleba 
gaizardos 100 
mg-iT yovel erT 
an or kviraSi 
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dozirebis es 
sqema gamoiyeneba 
sxva 
medikamentebTan 
erTad miRebisas, 
romlebic 
mniSvnelovnad ar 
ainhibireben an ar 
iwveven 
lamotriginis 
glukuronidacias 
(ix. 
urTierTqmedebebi) 

25 mg  
 
(erTxel 
dReSi) 

50 mg 
 
(erTxel 
dReSi) 

100-200 mg  
 
(erTxel dReSi 
an or dozad 
gayofili) 
 
SemanarCunebeli 
dozis 
misaRwevad doza 
SeiZleba 
gaizardos 50-100 
mg-iT yovel erT 
an or kviraSi 

im pacientebSi, romlebic iReben aes-s, romelTa farmakokinetikuri urTierTqmedeba 
lamiqtalTan dResdReobiT ar aris cnobili (ix. urTierTqmedebebi), rekomendebulia 
gamoyenebul iqnas valproatTan erTad lamiqtalis miRebis mkurnalobis sqema. 

 
gamonayaris riski gamo sawyisi doza da Semdgomi dozis momateba ar unda iyos 
rekomendebulze meti (ix. gafrTxilebebi da sifrTxilis zomebi). 
 

• bavSvebi (2-12 wlis asakis) (ix. cxrili 2) 
pacientebSi, romlebic iReben valproats sxva aes-sTan erTad/an gareSe, 
lamiqtalis sawyisi doza Seadgens 0.15 mg/kg/sxeulis wonaze/dReSi, erTxel 
dReSi ori kviris ganmavlobaSi, romelsac mosdevs 0.3 mg/kg/dReSi, erTxel dReSi 
ori kviris ganmavlobaSi. amis Semdeg doza unda gaizardos maqsimum 0.3 mg/kg-iT 
yovel erT an or kviraSi optimaluri pasuxis miRwevamde. Cveulebriv, 
optimaluri pasuxis misaRwevad saWiro SemanarCunebeli doza Seadgens 1-5 
mg/kg/dReSi, erTxel dReSi an gayofili or dozad, maqsimum 200 mg/dReSi. 
 
aseT pacientebSi erTdroulad aes-s an sxva medikamentebis miRebisas (ix. 
urTierTqmedebebi), romlebic iwveven lamotriginis glukuronidacias sxva aes-
sTan erTad/an gareSe (garda valproatisa), lamiqtalis sawyisi doza Seadgens 
0.6 mg/kg/sxeulis wonaze/dReSi,gayofili or dozad ori kviris ganmavlobaSi, 
romelsac mosdevs 1.2 mg/kg/dReSi,or dozad gayofili ori kviris ganmavlobaSi. 
amis Semdeg doza unda gaizardos maqsimum 1.2 mg/kg-iT yovel erT an or kviraSi 
optimaluri pasuxis miRwevamde. Cveulebriv, optimaluri pasuxis misaRwevad 
saWiro SemanarCunebeli doza Seadgens 5-15 mg/kg/dReSi, erTxel dReSi an 
gayofili or dozad, maqsimum 400 mg/dReSi. 
 
pacientebSi, romlebic iReben sxva medikamentebs, romlebic mniSvnelovnad ar 
ainhibireben an ar iwveven lamotriginis glukuronidacias (ix. 
urTierTqmedebebi) lamiqtalis sawyisi doza Seadgens 0.3 mg/kg/sxeulis 
wonaze/dReSi erTxel dReSi an gayofili or dozad ori kviris ganmavlobaSi, 
romelsac mosdevs 0.6 mg/kg/dReSi, erTxel dReSi an gayofili or dozad ori 
kviris ganmavlobaSi. amis Semdeg doza unda gaizardos maqsimum 0.6 mg/kg-iT 
yovel erT an or kviraSi optimaluri pasuxis miRwevamde. Cveulebriv, 
optimaluri pasuxis misaRwevad saWiro SemanarCunebeli doza Seadgens 1-10 
mg/kg/dReSi, erTxel dReSi an gayofili or dozad, maqsimum 200 mg/dReSi. 
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Terapiuli dozis SesanarCuneblad saWiroa bavSvis wonis monitoringi da dozis 
koreqcia wonis cvlilebis SemTxvevaSi. 
 
cxrili 2: rekomendebuli mkurnalobis sqema epilefsiis dros 2-12 wlis asakis 
bavSvebSi (mTliani dRiuri doza mocemulia mg/kg sxeuli wonaze/dReSi).** 
 

mkurnalobis sqema I-II kvira III-IV kvira SemanarCunebeli 
doza 

monoTerapia tipuri absansuri 
gulyrebis dros 

0.3 mg/kg 
(erTxel 
dReSi an 
gayofili 
or dozad) 

0.6 mg/kg 
(erTxel 
dReSi an 
gayofili 
or dozad) 

0.6 mg/kg-iT 
momateba yovel 
erT an or 
kviraSi 
SemanarCunebeli 
dozis 1-10 mg/kg 
miRwevamde 
(erTxel dReSi 
an gayofili or 
dozad) 
maqsimum 200 
mg/dReSi 

damatebiTi Terapia 
valproatze, sxva 

medikamentebiT Tanmxlebi 
Terapiis miuxedavad 

0.15 mg/kg*  
(erTxel 
dReSi) 

0.3 mg/kg 
(erTxel 
dReSi) 

0.3 mg/kg-iT 
momateba yovel 
erT an or 
kviraSi 
SemanarCunebeli 
dozis 1-5 mg/kg 
miRwevamde 
(erTxel dReSi 
an gayofili or 
dozad) 
maqsimum 200 
mg/dReSi 

damatebiTi 
Terapia 
valproatis 
gareSe 

dozirebis es 
sqema gamoiyeneba 
Semdegi 
medikamentebis 
miRebisas: 
 
fenitoini 
karbamazepini 
fenobarbitoni 
primidoni 
 
an lamotriginis 
glukuronidaciis 
sxva 

0.6 mg/kg 
 
(or dozad 
gayofili) 

1.2 mg/kg 
 
(or dozad 
gayofili) 

1.2 mg/kg-iT 
momateba yovel 
erT an or 
kviraSi 
SemanarCunebeli 
dozis 5-15 mg/kg 
miRwevamde 
(erTxel dReSi 
an gayofili or 
dozad) 
maqsimum 400 
mg/dReSi 
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induqtorebTan(ix. 
urTierTqmedebebi) 
dozirebis es 
sqema gamoiyeneba 
sxva 
medikamentebTan 
erTad miRebisas, 
romlebic 
mniSvnelovnad ar 
ainhibireben an ar 
iwveven 
lamotriginis 
glukuronidacias 
(ix. 
urTierTqmedebebi) 

0.3 mg/kg 
 
(erTxel 
dReSi an 
gayofili 
or dozad) 

0.6 mg/kg 
 
(erTxel 
dReSi an 
gayofili 
or dozad) 

0.6 mg/kg-iT 
momateba yovel 
erT an or 
kviraSi 
SemanarCunebeli 
dozis 1-10 mg/kg 
miRwevamde 
(erTxel dReSi 
an gayofili or 
dozad) 
maqsimum 200 
mg/dRe 

im pacientebSi, romlebic iReben aes-s, romelTa farmakokinetikuri 
urTierTqmedeba lamotriginTan dResdReobiT ar aris cnobili (ix. 
urTierTqmedebebi), rekomendebulia, gamoyenebul iqnas valproatTan erTad 
lamotriginis miRebis mkurnalobis sqema. 
 
*(sadac 2 mg tabletebi yvelaze dabali xelmisawvdomi dozaa) Tu pacientebSi, 
romlebic iReben valproats, gamoTvlis Sedegad miRebuli doza 1 da 2 mg-
s Sorisaa, 2 mg-is miReba unda moxdes yovel meore dRes pirveli ori 
kviris ganmavlobaSi. Tu gamoTvlili dRiuri doza Seadgens 1 mg-ze 
naklebs (im pacientebSi, romlebic iReben valproats) lamiqtali ar 
iniSneba. dauSvebelia dispergirebadi/saReWi tabletebis nawilobrivi 
raodenobis miRebis mcdeloba. 
*(sadac 5 mg tabletebi yvelaze dabali xelmisawvdomi dozaa) pacientebSi, 
romlebic iReben valproats, Tu gamoTvlili dRiuri doza 2.5-sa  5 mg-s 
Sorisaa, 5 mg-is miReba SeiZleba yovel meore dRes pirveli ori kviris 
ganmavlobaSi. Tu gamoTvlili dRiuri doza Seadgens 2.5 mg-ze naklebs im 
pacientebSi, romlebic iReben valproats, lamiqtali ar iniSneba. 
dauSvebelia dispergirebadi/saReWi tabletebis nawilobrivi raodenobis 
miRebis mcdeloba. 

**Tu lamiqtalis gamoTvlili dozis miReba SeuZlebelia mTliani tabletebiT, 
doza unda damrgvaldes yvelaze axlos myof ufro mcire dozis mqone mTlian 
tabletamde. 
 
gamonayaris riski gamo sawyisi doza da Semdgomi dozis momateba ar unda iyos 
rekomendebulze meti (ix. gafrTxilebebi da sifrTxilis zomebi). 
 
2-6 wlis asakis pacientebSi SemanarCunebeli doza unda iyos rekomendebuli 

dozebis zeda zRvari. 

epilefsiis dros monoTerapia da damatebiTi Terapia 

• 2 welze naklebi asakis bavSvebi 
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lamotriginis gamoyeneba monoTerapiis saxiT ar aris Seswavlili 2 welze 

naklebi asakis bavSvebSi da damatebiTi Terapiis saxiT 1 Tveze naklebi asakis 

bavSvebSi. lamotriginis usafrTxoeba da efeqturoba parcialuri gulyrebis 

dros 1 Tvidan 2 wlamde asakis bavSvebSi damatebiTi Terapiis saxiT 

gamoyenebisas ar aris dadgenili (ix. klinikuri kvlevebi). amitom lamiqtali 

ar aris rekomendebuli 2 wlamde naklebi asakis bavSvebSi. 

 

bipolaruli aSliloba 

• mozrdilebi (18 wlis da zemoT asakis) 

gamonayaris riski gamo sawyisi doza da Semdgomi dozis momateba ar unda iyos 
rekomendebulze meti (ix. gafrTxilebebi da sifrTxilis zomebi). 
 
lamiqtali rekomendebulia bipolaruli aSlilobis mqone pacientebSi, 

romlebsac momavalSi aqvT depresiuli epizodis ganviTarebis riski. 

qvemoT mocemuli gardamavali sqema unda iqnas gamoyenebuli depresiuli 

epizodebis recidivis prevenciisaTvis. gardamavali sqema moicavs lamiqtalis 

dozis momatebas SemanarCunebel stabilur dozamde eqvsi kviris ganmavlobaSi 

(ix. cxrili 3), romlis Semdeg fsiqotropuli da/an antiepilefsiuri 

medikamentebi unda moixsnas klinikuri Cvenebis SemTxvevaSi (ix. cxrili 4). 

damatebiTi Terapiis daniSvna unda iqnas ganxiluli maniakaluri epizodebis 

prevenciisaTvis, radgan lamiqtalis efeqturoba maniis dros ar aris 

sabolood dadasturebuli. 

cxrili 3. bipolaruli aSlilobis dros dozis rekomendebuli momateba 

SemanarCunebel mTlian dRiur stabilur dozamde mozrdilebSi (18 wlis da 

zemoT asakis) 

mkurnalobis sqema I-II kvira III-IV kvira V kvira samizne 
stabiluri 

doza  
(VI kvira)** 

a) damatebiTi Terapia 
lamotriginis 
glukuronidaciis 
inhibitorebTan 
erTad, mag.: 
valproatTan erTad 

12.5 mg 
(25 mg 
yovel 
meore 
dRes) 

25 mg 
(erTxel 
dReSi) 

50 mg 
(erTxel 
dReSi an 
gayofili 
or 
dozad) 

100 mg 
(erTxel dReSi 
an gayofili 
or dozad) 
 
(maqsimaluri 
dRiuri doza 
200 mg) 

b) damatebiTi Terapia 
lamotriginis 
glukuronidaciis 
induqtorebze im 

50 mg 
(erTxel 
dReSi) 

100 mg 
(gayofili 
or dozad) 

200 mg 
(gayofili 
or 
dozad) 

300 mg me-6 
kviras, 
romelic 
saWiroebis 



produqtis Sesaxeb saerTaSoriso informacia                       konfidencialuri 

9 
 

pacientebSi, 
romlebic ar iReben 
inhibitorebs, 
rogoricaa mag. 
valproati 
 
dozirebis es sqema 
gamoiyeneba Semdeg 
medikamentebTan 
erTad: 
 
fenitoini 
karbamazepini 
fenobarbitoni 
primidoni 
an lamotriginis 
glukuronidaciis 
sxva induqtorebTan 
erTad (ix. 
urTierTqmedebebi) 

SemTxvevaSi 
SeiZleba 
gaizardos me-7 
kviras 
dozamde 400 
mg/dReSi 
(gayofili or 
dozad) 
 

g) monoTerapia 
lamiqtaliT an 
damatebiTi Terapia 
pacientebSi, 
romlebic iReben sxva 
medikamentebs, 
romlebic 
mniSvnelovnad ar 
ainhibireben an ar 
iwveven lamotriginis 
glukuronidacias (ix. 
urTierTqmedebebi) 

25 mg 
(erTxel 
dReSi) 

50 mg 
(erTxel 
dReSi an 
gayofili 
or dozad) 

100 mg 
(erTxel 
dReSi an 
gayofili 
or 
dozad) 

200 mg 
(intervali 100-
400 mg) 
(erTxel dReSi 
an gayofili 
or dozad) 

SeniSvna: im pacientebSi, romlebic iReben aes-s, romelTa farmakokinetikuri 
urTierTqmedeba lamotriginTan dResdReobiT ar aris cnobili, dozis momateba, romelic 
rekomendebulia lamiqtalisaTvis valproatTan erTad mkurnalobisas, unda iqnas 
gamoyenebuli. 

 
** samizne stabiluri doza icvleba klinikuri pasuxis mixedviT. 
 

a) damatebiTi Terapia lamotriginis glukuronidaciis inhibitorebTan 
erTad, rogoricaa mag.: valproati 

pacientebSi, romlebic iReben lamotriginis glukuronidaciis inihibitorebs, 
rogoricaa mag.: valproati, lamiqtalis sawyisi doza Seadgens  25 mg-s yovel 
meore dRes ori kviris ganmavlobaSi, romelsac mosdevs 25 mg erTxel dReSi 
ori kviris ganmavlobaSi. doza SeiZleba gaizardos 50 mg-mde erTxel dReSi (an 
or dozad gayofili) me-5 kviras. Cveulebriv, optimaluri pasuxis misaRwevad 
saWiro samizne doza Seadgens 100 mg/dReSi, erTxel dReSi an gayofili or 
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dozad. Tumca, klinikuri pasuxis mixedviT, doza SeiZleba gaizardos 
maqsimalur dRiur dozamde 200 mg.  
 

b) damatebiTi Terapia lamotriginis glukuronidaciis induqtorebze im 
pacientebSi, romlebic ar iReben inhibitorebs, rogoricaa mag. valproati. 
dozirebis es sqema SeiZleba gamoyenebul iqnas fenitoinTan, 
karbamazepinTan, fenobarbitonTan, primidonTan da lamotriginis 
glukuronidaciis sxva induqtorebTan erTad (ix. urTierTqmedebebi). 

pacientebSi, romlebic iReben lamotriginis glukuronidaciis induqtorebs da 
ar iReben valproats, lamiqtalis sawyisi doza Seadgens  50 mg-s erTxel dReSi 
ori kviris ganmavlobaSi, romelsac mosdevs 100 mg/dReSi,or dozad gayofili 
ori kviris ganmavlobaSi. doza SeiZleba gaizardos 200 mg/dReSi, or dozad 
gayofili me-5 kviras. me-6 kviras doza SeiZleba gaizardos 300 mg/dReSi, Tumca 
Cveulebriv, optimaluri pasuxis misaRwevad saWiro samizne doza Seadgens 400 
mg/dReSi, gayofili or dozad, romlis miRebac SeiZleba daiwyos me-7 kviridan.  
 
g) monoTerapia lamiqtaliT an damatebiTi Terapia pacientebSi, romlebic 
iReben sxva medikamentebs, romlebic mniSvnelovnad ar ainhibireben an ar iwveven 
lamotriginis glukuronidacias (ix. urTierTqmedebebi)   
lamiqtalis sawyisi doza Seadgens 25 mg-s erTxel dReSi ori kviris 
ganmavlobaSi, romelsac mosdevs 50 mg erTxel dReSi (an or dozad gayofili) 
ori kviris ganmavlobaSi. doza SeiZleba gaizardos 100 mg-mde erTxel dReSi me-
5 kviras. Cveulebriv, optimaluri pasuxis misaRwevad saWiro samizne doza 
Seadgens 200 mg/dReSi, erTxel dReSi an gayofili or dozad. Tumca, 100-dan 400 
mg-mde doza gamoyenebul iqna klinikur kvlevebSi. 
 
rogorc ki miiRweva samizne dRiuri stabiluri doza, sxva fsiqotropuli 
medikamentebi unda moixsnas qvemoT mocemuli dozirebis sqemis Sesabamisad (ix. 
cxrili 4). 
 
cxrili 4. bipolaruli aSlilobis dros fsiqotropuli an antiepilefsiuri 

medikamentebis moxsnis Semdeg SemanarCunebeli mTliani dRiuri stabiluri doza 

mozrdilebSi (18 wlis da meti asakis) 

mkurnalobis sqema I kvira II kvira III kvira da 
Semdeg* 

a) lamotriginis 
glukuronidaciis 
inhibitorebis, mag.: 
valproatis, moxsnis 
Semdeg  

gaormagebuli 
stabiluri 
doza, romelic 
ar aWarbebs 100 
mg-s/kviraSi 
 
mag.: 100 
mg/dReSi 
samizne 
stabiluri 
doza unda 

am dozis SenarCuneba (200 
mg/dReSi) 
 
(gayofili or dozad) 
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gaizardos 
pirvel kviras 
200 mg-mde/ 
dReSi 

b) lamotriginis 
glukuronidaciis 
induqtorebis moxsnis 
Semdeg, romelic 
damokidebulia maT 
dozaze 
 
dozirebis es sqema 
gamoiyeneba Semdeg 
medikamentebTan erTad: 
 
fenitoini 
karbamazepini 
fenobarbitoni 
primidoni 
 
an lamotriginis 
glukuronidaciis sxva 
induqtorebTan erTad 
(ix. urTierTqmedebebi) 
 

400 mg 300 mg 200 mg 
 

300 mg 225 mg 150 mg 
 

200 mg 150 mg 100 mg 
 

g) sxva medikamentebis 
moxsna, romlebic 
mniSvnelovnad ar 
ainhibireben an ar 
iwveven lamotriginis 
glukuronidacias (ix. 
urTierTqmedebebi) 

dozis momatebis Semdeg miRweuli 
SemanarCunebeli samizne doza (200 mg/dReSi) 

 
(gayofili or dozad) 

 
(dozis intervali 100-400 mg) 

SeniSvna: im pacientebSi, romlebic iReben aes-s, romelTa farmakokinetikuri 
urTierTqmedeba lamotriginTan dResdReobiT ar aris cnobili, lamiqtaliT 

mkurnalobis rekomendebuli sqema Tavdapirvelad moicavs arsebuli dozis 
SenarCunebas da lamiqtalis dozis koreqcias klinikuri pasuxis mixedviT. 

 
* saWiroebis SemTxvevaSi doza SeiZleba gaizardos 400 mg-mde dReSi  
 

a) lamotriginis glukuronidaciis inhibitorebiT, mag.: valproatiT, 
damatebiTi Terapiis moxsna 

lamiqtalis doza unda gaizardos sawyisi samizne stabiluri dozis 
gaormagebul dozamde da unda SenarCundes valproatis moxsnis Semdeg. 
 

b) lamotriginis glukuronidaciis induqtorebiT damatebiTi Terapiis 
moxsna damokidebulia sawyis SemanarCunebel dozaze. es sqema gamoiyeneba 
fenitoinTan, karbamazepinTan, fenobarbitonTan, primidonTan an 
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lamiqtalis glukuronidaciis sxva induqtorebTan erTad (ix. 
urTierTqmedebebi) 

lamiqtalis doza TandaTanobiT unda Semcirdes sami kviris ganmavlobaSi 
glukuronidaciis induqtorebis moxsnis Semdeg. 
 

c) sxva medikamentebis, romlebic mniSvnelovnad ar ainhibireben an ar iwveven 
lamotriginis glukuronidacias, moxsnis Semdeg (ix. urTierTqmedebebi) 

samizne doza, romelic miiRweva dozis momatebiT, SenarCunebul unda iqnas sxva 
medikamentebis moxsnis Semdeg. 
 
lamiqtalis dRiuri dozis koreqcia bipolaruli aSlilobis mqone 
pacientebSi sxva medikamentebiT Terapiis damatebis Semdeg 
ar arsebobs klinikuri gamocdileba lamiqtalis dRiuri dozis koreqciis 
Sesaxeb sxva medikamentebiT Terapiis damatebis Semdeg. Tumca, wamlebis 
urTierTqmedebis kvlevebis mixedviT, miRebulia Semdegi rekomendaciebi (ix. 
cxrili 5, qvemoT): 
 
cxrili 5.lamiqtalis dRiuri dozis koreqcia bipolaruli aSlilobis mqone 
mozrdilebSi (18 weli da meti asaki) sxva medikamentebiT Terapiis damatebis 
Semdeg 
 

mkurnalobis sqema lamiqtalis 
mimdinare 
stabiluri 

doza (mg/dRe) 

I kvira II kvira III kvira 
da Semdeg 

a) lamotriginis 
glukuronidaciis 
inhibitorebis, mag.: 
valproatis, damateba 
lamiqtalis sawyis 
dozaze 
damokidebulebiT 

 
 

200 mg 

 
 
100 mg 

dozis SenarCuneba (100 
mg/dReSi) 
 
 

300 mg 150 mg dozis SenarCuneba (150 
mg/dReSi) 

400 mg 200 mg dozis SenarCuneba (200 
mg/dReSi) 

b) lamotriginis 
glukuronidaciis 
induqtorebis damateba 
im pacientebSi, 
romlebic ar iReben 
valproats da 
damokidebulia 
lamiqtalis sawyis 
dozaze 
 
dozirebis es sqema 
gamoiyeneba Semdeg 
medikamentebTan erTad: 
 

 
200 mg 

 
200 mg 

 
300 mg 

 
400 mg 

 
150 mg 150 mg 225 mg 300 mg 

 
100 mg 100 mg 150 mg 200 mg 
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fenitoini 
karbamazepini 
fenobarbitoni 
primidoni 
 
an lamotriginis 
glukuronidaciis sxva 
induqtorebTan erTad 
(ix. urTierTqmedebebi) 
 
g) sxva medikamentebis 
damateba, romlebic 
mniSvnelovnad ar 
ainhibireben an ar 
iwveven lamotriginis 
glukuronidacias (ix. 
urTierTqmedebebi) 

dozis momatebis Semdeg miRweuli SemanarCunebeli 
samizne doza (200 mg/dReSi) 

 
 

(dozis intervali 100-400 mg) 

SeniSvna: im pacientebSi, romlebic iReben aes-s, romelTa farmakokinetikuri 
urTierTqmedeba lamotriginTan dResdReobiT ar aris cnobili, gamoyenebul unda iqnas 
lamiqtalis valproatTan erTad mkurnalobis rekomendebuli sqema. 

 
lamiqtalis moxsna bipolaruli aSlilobis mqone mozrdil pacientebSi 
klinikur kvlevebSi ar aRiniSna gverdiTi movlenebis SemTxvevebis, simZimis an 
tipis momateba lamiqtalis swrafad Sewyvetis Semdeg placebosTan SedarebiT. 
amitom, SeiZleba lamiqtalis miRebis Sewyveta dozis TandaTanobiT Semcirebis 
gareSe. 
 

• bavSvebi da mozardebi (18 welze naklebi asakis) 
lamiqtali ar aris naCvenebi bipolaruli aSlilobis dros 18 wlamde asakis 
bavSvebsa da mozardebSi (ix. gafrTxilebebi da sifrTxilis zomebi). 
lamiqtalis usafrTxoeba da efeqturoba bipolaruli aSlilobis dros am 
asakobriv jgufSi dadgenili ar aris. amitom, dozirebis rekomendaciebi ar aris 
mocemuli. 
 
lamiqtalis dozirebis zogadi rekomendaciebi pacientebis gansakuTrebul 

jgufebSi 

 

• qalebi, romlebic iReben hormonul kontraceptivebs 
 

a) lamiqtalis miRebis dawyeba pacientebSi, romlebic ukve iReben hormonul 
kontraceptivebs: 

Tumca peroralurma kontraceptivebma ar aCvena lamotriginis klirensis 
momateba (ix. gafrTxilebebi da sifrTxilis zomebi da urTierTqmedebebi), 
lamiqtalis dozis momatebis rekomendebuli gaidlainebis koreqcia ar aris 
saWiro mxolod hormonuli kontraceptivebis gamoyenebisas. dozis momateba unda 
moxdes im rekomendebuli gaidlainebiT, romlis mixedviT lamotriginTan erTad 
xdeba valproatis (lamotriginis glukuronidaciis inhibitori) an lamotriginis 
glukuronidaciis induqtoris miReba, an roca lamiqtali emateba valproatis 
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an lamotriginis glukuronidaciis induqtoris gareSe (ix. cxrili 1. epilefsiis 
mqone pacientebi da cxrili 3. bipolaruli aSlilobis mqone pacientebi).  
 

b) hormonuli kontraceptivebis miRebis dawyeba pacientebSi, romlebic 
iReben lamiqtalis SemanarCunebel dozebs da ar iReben lamotriginis 
glukuronidaciis induqtorebs: 

lamiqtalis SemanarCunebeli doza umetes SemTxvevebSi saWiroebs orjer 
gazrdas (ix. gafrTxilebebi da sifrTxilis zomebi da 
urTierTqmedebebi).rekomendebulia, rom hormonuli kontraceptivebis miRebis 
dawyebisas lamotriginis doza unda gaizardos 50-100 mg-iT dReSi yovel kviras, 
individualuri klinikuri pasuxis mixedviT. dozis gazrdam ar unda gadaaWarbos 
am sixSires, Tu klinikuri pasuxi ar moiTxovs dozis ufro metad gazrdas. 
 

c) hormonuli kontraceptivebis miRebis Sewyveta pacientebSi, romlebic ukve 
iReben lamiqtalis SemanarCunebel dozebs da ar iReben lamotriginis 
glukuronidaciis induqtorebs: 

lamiqtalis SemanarCunebeli doza umetes SemTxvevebSi saWiroebs 50%-iT 
Semcirebas (ix. gafrTxilebebi da sifrTxilis zomebi da urTierTqmedebebi).  
rekomendebulia lamotriginis dRiuri dozis TandaTanobiT Semcireba 50-100 mg-
iT yovel kviras (sixSirem ar unda gadaaWarbos dRiuri mTliani dozis 25%-s 
kviraSi) 3 kviris ganmavlobaSi, Tu klinikuri pasuxi ar miuTiTebs 
sawinaaRmdegos. 
 

• atazanavirTan/ritonavirTan erTad miReba 
Tumca atazanaviris/ritonaviris gamoyenebam aCvena lamotriginis plazmaSi 
koncentraciis daqveiTeba (ix. urTierTqmedebebi), ar aris saWiro lamiqtalis 
dozis momatebis rekomendebuli gaidlainebis koreqcia mxolod 
atazanaviris/ritonaviris miRebisas. dozis momateba unda moxdes im  
rekomendebuli gaidlainebiT, romlis mixedviT lamiqtali emateba valproats 
(lamotriginis glukuronidaciis inhibitors) an lamotriginis 
glukuronidaciis induqtors, an lamiqtali emateba valproatis an 
lamotriginis glukuronidaciis induqtoris gareSe. 
 
pacientebSi, romlebic ukve iReben lamiqtalis SemanarCunebel dozebs da ar 
iReben glukuronidaciis induqtorebs, lamiqtalis doza saWiroebs momatebas 
atazanaviris/ritonaviris damatebisas an unda Semcirdes 
atazanaviris/ritonaviris Sewyvetisas. 
 

• xandazmulebi (65 wlis asakis zemoT) 
dozis koreqcia ar aris saWiro. lamiqtalis farmakokinetika am asakobriv 
jgufSi ar gansxvavdeba mniSvnelovnad mozrdilebis sxva asakobrivi jgufisagan. 
 

• RviZlis dazianeba 
sawyisi, momatebuli da SemanarCunebeli dozebi, zogadad, unda Semcirdes 
daaxloebiT 50%-iT im pacientebSi, romlebsac aReniSnebaT RviZlis saSualo 
xarisxis dazianeba (Caild-piu xarisxiB) da 75%-iT im pacientebSi, romlebsac 
aReniSnebaT RviZlis mZime dazianeba (Caild-piu xarisxiC). momatebuli da 
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SemanarCunebeli dozebis koreqcia unda moxdes klinikuri pasuxis mixedviT (ix. 
farmakokinetika). 
 

• Tirkmlis dazianeba 
sifrTxilea saWiro lamiqtalis daniSvnisas Tirkmlis ukmarisobis dros. 
Tirkmlis ukmarisobis terminaluri stadiis mqone pacientebSi lamiqtalis 

sawyisi doza damokidebulia pacientebis aes-is sqemaze; daqveiTebuli 
SemanarCunebeli dozebi SeiZleba efeqturi iyos Tirkmlis funqciis 
mniSvnelovani dazianebis dros (ix. gafrTxilebebi da sifrTxilis zomebi). 
ufro detaluri farmakokinetikuri informaciisaTvis (ix. farmakokinetika). 
 
ukuCvenebebi 
lamiqtalis tabletebi da dispergirebadi/saReWi tabletebi ukunaCvenebia 
pirebSi, romlebsac dadasturebuli aqvT hipermgrZnobeloba lamotriginis an 
preparatis romelime ingredientis mimarT. 
 
gafrTxilebebi da sifrTxilis zomebi 
 
gamonayari kanze 
aRiniSna gverdiTi movlenebi kanis reaqciebis saxiT, romlebic ZiriTadad, 
ganviTarda lamiqtalis mkurnalobis dawyebidan pirveli rva kviris 
ganmavlobaSi. gamonayaris SemTxvevebis umravlesoba iyo susti da TavisiT 
ukuganviTarda, Tumca, aseve, aRiniSna mZime gamonayari, romelic moiTxovda 
hospitalizacias da lamiqtaliT mkurnalobis Sewyvetas. aseTi saxis 
gamonayari moicavda sicocxlisaTvis saxifaTo gamonayars, rogoricaa: stivens-
jonsonis sindromi (sjs) da toqsikuri epidermuli nekrolizi (ten) (ix. 
gverdiTi reaqciebi). 
 
mozrdilebSi, romlebic CarTulebi iyvnen kvlevaSi da iRebdnen lamiqtals 
dozirebis mimdinare rekomendaciebiT, kanis mZime reaqciebi aRiniSna 500 
epilefsiis mqone pacientidan 1-Si. daaxloebiT, am SemTxvevebis naxevarSi 
aRiniSna sjs (1000-dan 1 pacientSi). 
 
bipolaruli aSlilobis klinikur kvlevebSi kanis mZime gamonayari aRiniSna 
daaxloebiT 1000-dan 1 pacientSi. 
 
kanis mZime gamonayaris ganviTarebis riski ufro maRalia bavSvebSi 
mozrdilebTan SedarebiT. 
 
sxvadasxva kvlevebidan arsebuli monacemebi miuTiTebs, rom gamonayaris 
SemTxvevebi bavSvebSi, romlebic moiTxovda hospitalizacias, aRiniSna 300-dan 1 
- 100-dan 1 pacientSi. 
 
bavSvebSi gamonayaris sawyisi gamovlineba SeiZleba SecdomiT miCneul iyos 
infeqciad. eqimebma unda ganixilon wamlis reaqciis SesaZlebloba bavSvebSi, 
romelTac uviTardebaT gamonayaris da cxelebis simptomebi mkurnalobis 
pirveli rva kviris ganmavlobaSi. 
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garda amisa, gamonayaris saerTo riski mWidrod aris dakavSirebuli: 

− lamiqtalis maRal sawyis dozebTan da lamiqtalis rekomendebuli 
dozis momatebasTan (ix. dozireba da miRebis wesi); 

− valproatiT Tanmxleb TerapiasTan (ix. dozireba da miRebis wesi). 
 
sifrTxilea aseve saWiro pacientebis mkurnalobisas, romlebsac anamnezSi 
aReniSnebaT alergia an gamonayari sxva antiepilefsiuri medikamentebis mimarT, 
radgan aramZime gamonayaris sixSire lamiqtaliT mkurnalobis Semdeg, 
daaxloebiT, samjer maRali iyo am pacientebSi, vidre aseTi anamnezis ar mqone 
pacientebSi. 
 
yvela pacienti (mozrdilebi da bavSvebi), romelTac ganuviTardaT gamonayari, 
unda iqnas swrafad gamokvleuli da lamiqtali dauyovnebliv unda moixsnas, 
garda im SemTxvevisa, roca gamonayari namdvilad ar aris gamowveuli wamliT. 
rekomendebulia, rom lamiqtaliT mkurnaloba ar unda daiwyos xelaxla im 
pacientebSi, romelTac Sewyvites mkurnaloba lamiqtaliT Terapiis dros, Tu 
mkurnalobis potenciuri sargebeli ar aWarbebs riskebs. 
 
gamonayari aseve aRweril iqna, rogorc eozinofiliiTa da sistemuri 
simptomebiT mimdinare wamlismieri reaqciis (DRESS) nawili, e.w. 
hipermgrZnobelobiTi sindromi. es mdgomareoba dakavSirebulia sxvadasxva 
sistemur simptomTan, romelic moicavs: cxelebas, limfadenopaTias, saxis 
SeSupebas, sisxlis, RviZlisa da Tirkmlis paTologiebs da aseptikur meningits 
(ix. gverdiTi reaqciebi). sindromi SeiZleba sxvadasxva klinikuri simZimis iyos 
da iSviaTad, SeiZleba gamoiwvios diseminirebuli sisxlZarRvSida koagulacia 
(dsk) da multiorganuli ukmarisoba. mniSvnelovania aRiniSnos, rom 
hipermgrZnobelobis adreuli manifestacia (mag.: cxeleba, limfadenopaTia) 
SeiZleba ganviTardes gamonayaris gamovlenamde. aseTi niSnebis da simptomebis 
arsebobisas, pacientis mdgomareoba unda Sefasdes dauyovnebliv da lamiqtali 
unda moixsnas, Tu sxva etiologia ar dadasturda. 
 
umetesoba SemTxvevebSi aseptikuri meningiti iyo Seqcevadi xasiaTis wamlis 
moxsnis Semdeg, magram garkveuli raodenobis SemTxvevebSi isev ganviTarda an 
lamotriginis miRebis Semdeg isev gamovlinda. xelaxali ganviTarebisas 
simptomebi swrafad gamovlinda da xSirad iyo ufro mZime xasiaTis. 
lamotriginis miReba ar unda ganaxldes pacientebSi, romelTac lamotriginiT 
Terapiis dros ganuviTardaT aseptikuri meningiti. 
 
hemofagocituri limfohistiocitozi (hlh) 
hlh ganviTarda pacientebSi, romlebic iRebdnen lamiqtals (ix. gverdiTi 
reaqciebi). hlh imunitetis paTologiuri aqtivaciis sindromia, romelic 
SeiZleba sicocxlisaTvis saxifaTo iyos. is xasiaTdeba klinikuri niSnebiTa da 
simptomebiT, rogoricaa: cxeleba, gamonayari, nevrologiuri simptomebi, 
hepatosplenomegalia, limfadenopaTia, citopenia, SratSi feritinis maRali 
done, hipertrigliceridemia da RviZlis funqciis da koagulaciis paTologiebi, 
simptomebi ZiriTadad viTardeba mkurnalobis dawyebidan 4 kviris ganmavlobaSi. 
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dauyovnebliv unda Sefasdes pacientebis mdgomareoba, romelTac ganuviTardaT 
es niSnebi da simptomebi da savaraudoa hlh-s diagnozis arseboba. lamiqtali 
unda moixsnas, Tu ar dadginda sxva etiologia. 
 
suicidis riski 
depresiis da/an bipolaruli aSlilobis simptomebi SeiZleba ganviTardes 
epilefsiis mqone pacientebSi da dadasturebulia, rom epilefsiis da 
bipolaruli aSlilobis mqone pacientebs suicidis gazrdili riski aqvT. 
 
bipolaruli aSlilobis mqone 25-50% pacientebs aqvT suicidis mcdeloba 
aranakleb erTxel da SeiZleba aReniSnebodeT depresiuli simptomebis 
gauareseba da/an suiciduri azrebi da qcevebi, miuxedavad imisa, iReben Tu ara 
bipolaruli aSlilobis sawinaaRmdego medikamentebs, maT Soris, lamiqtals. 
 
suiciduri azrebi da qceva aRiniSna pacientebSi, romlebic iReben aes-s 
sxvadasxva CvenebebiT, maT Soris epilefsiisa da bipolaruli aSlilobis gamo. 
aes-is (maT Soris, lamotriginis) randomizirebuli placebo-kontrolirebadi 
kvlevebis metaanalizma, aseve, aCvena suiciduri azrebis da qcevis mcired 
gazrdili riski. am riskis meqanizmi ucnobia da arsebuli monacemebi ar 
gamoricxavs gazrdili riskis SesaZleblobas lamotriginis miRebis dros. 
 
amitom,  saWiroa pacientebis monitoringi suiciduri azrebisa da qcevis 
niSnebze. pacientebi (aseve, pacientebis momvlelebi) gafrTxilebulebi unda 
iyvnen samedicino daxmarebis gawevis aucileblobis Sesaxeb, Tu viTardeba 
suiciduri azrebisa da qcevis niSnebi. 
 
bipolaruli aSlilobis klinikuri gauareseba 
bipolaruli aSlilobis mqone pacientebSi, lamiqtaliT mkurnalobis dros, 
saWiroa maTi mdgomareobis yuradRebiT monitoringi klinikur gauaresebaze (maT 
Soris, axali simptomebis ganviTarebaze) da suicidze, gansakuTrebiT, 
mkurnalobis dasawyisSi an dozis Secvlisas. garkveul pacientebSi, rogoricaa 
anamnezSi suiciduri azrebisa da qcevis mqone pacientebi, axalgazrdebi da is 
pacientebi, romlebsac mkurnalobis dawyebamde aReniSnebaT mniSvnelovani 
xarisxis suiciduri ideebi, SeiZleba iyvnen suiciduri azrebisa da mcdelobis 
ufro maRali riskis qveS da saWiroeben frTxil monitorings mkurnalobis 
dros. 
 
pacientebi (da pacientebis momvlelebi) gafrTxilebulebi unda iyvnen 
mdgomareobis nebismieri gauaresebis meTvalyureobis saWiroebis Sesaxeb (maT 
Soris, axali simptomebis ganviTarebis) da/an suiciduri azrebis/qcevis an 
TviTdazianebis azrebis SemTxvevaSi dauyovnebliv unda mimarTon eqims.  
 
ganxilul unda iqnas Terapiuli sqemis cvlileba, maT Soris, medikamentis 
miRebis Sewyveta im pacientebSi, romlebsac aReniSnebaT klinikuri gauareseba 
(axali simptomebis ganviTarebis CaTvliT) da/an suiciduri azrebis/qcevis 
ganviTareba, gansakuTrebiT, Tu es simptomebi Zlieria, uecrad aRmocendeba an 
manamde ar aReniSneboda pacients. 
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hormonuli kontraceptivebi 
hormonuli kontraceptivebis gavlena lamiqtalis efeqturobaze: 
eTinilestradiolis/levonorgestrelis kombinaciam (30 mikrogrami/150 
mikrogrami) aCvena lamotriginis klirensis gazrda, daaxloebiT, orjer, ramac 
gamoiwvia lamotriginis donis daqveiTeba (ix. urTierTqmedebebi). titraciis 
Semdeg, umravlesoba SemTxvevebSi saWiro iyo lamotriginis maRali 
SemanarCunebeli dozebi (daaxloebiT, orjer meti) maqsimaluri Terapiuli 
efeqtis SesanarCuneblad. qalebSi, romlebic ar iReben lamotriginis 
glukuronidaciis induqtorebs da iReben hormonul kontraceptivebs, romelic 
Seicaven araaqtiur medikaments, erTi kviris ganmavlobaSi (rogoricaa 
“tabletisgan Tavisufali kvira”), lamotriginis donis TandaTanobiTi droebiTi 
momateba ganviTarda araaqtiuri medikamentis kviraSi. is ufro metad imatebs, 
roca lamotriginis dozis gazrda xdeba araaqtiuri medikamentis kviris 
dawyebis wina dReebSi an am kviris ganmavlobaSi. dozirebis instruqciisaTvis 
ix. “lamiqtalis dozirebis zogadi instruqciebi pacientebis garkveul jgufSi, 
dozireba da miRebis wesi”. 
 
klinicistebma unda miiRon saTanado zomebi im pacientebSi, romlebic iwyeben 
an wyveten hormonuli kontraceptivebis miRebas lamiqtaliT Terapiis dros. 
umetes SemTxvevebSi saWiro xdeba lamotriginis dozis koreqcia.  
 
sxva peroraluri kontraceptivebi da hormonoCanacvlebiTi Terapia (hCT) ar 
aris Seswavlili, Tumca maT msgavsi efeqti unda hqondeT lamotriginis 
farmakokinetikaze. 
 
lamiqtalis gavlena hormonuli kontraceptivebis efeqturobaze: 
urTierTqmedebis kvlevaSi, romelic Catarda 16 janmrTel moxalise pirSi, 
lamotriginisa da hormonuli kontraceptivebis 
(eTinilestradiolis/levonorgestrelis kombinacia) erTad miRebisas, aRiniSna 
levonorgestrelis klirensis mcired momateba da Sratis FSH da LH  cvlileba 
(ix. urTierTqmedebebi). am cvlilebebis Sedegi sakvercxis ovulatorul 
moqmedebaze ucnobia. Tumca, ar aris gamoricxuli, am cvlilebebma gamoiwvion 
kontracepciuli efeqturobis daqveiTeba zogierT pacientSi, romlebic iReben 
hormonul preparatebs lamiqtalTan erTad. amitom pacientebma dauyovnebliv 
unda acnobon eqims menstrualuri ciklis cvlilebis Sesaxeb, rogoricaa mag.: 
menstrualur periodebs Soris sisxldena. 
 
lamotriginis gavlena organuli kaTionuri transporteri 2-is (okt 2) 
substratze 
lamotrigini warmoadgens Tirkmlis milakovani sekreciis inhibitors okt 2 
proteinebis saSualebiT (ix. urTierTqmedebebi). aman SeiZleba gamoiwvios 
garkveuli medikamentebis, romlebic ZiriTadad am gziT gamoiyofa,  plazmuri 
donis momateba. lamiqtalisa da viwro Terapiuli indeqsis mqone okt 2 
substratebis, mag.: dofetilidis,  erTdrouli miReba ar aris rekomendebuli. 
 
dihidrofolatis reduqtaza 
lamotrigini dihidrofolatis reduqtazas susti inhibitoria, Tumca arsebobs 
folatis metabolizmSi Carevis SesaZlebloba xangrZlivi Terapiis dros. 
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adamianebSi xangrZlivad gamoyenebisas lamiqtalma ar gamoiwvia hemoglobinis 
koncentraciis, saSualo korpuskularuli moculobis, an Sratis an 
eriTrocitebis folatebis koncentraciis 1 wlamde dakvirvebisas an 
eriTrocitebis folatebis koncentraciis 5 wlamde dakvirvebisas mniSvnelovani 
cvlilebebi. 
Tirkmlis ukmarisoba 
erTjeradi dozis kvlevebSi Tirkmlis ukmarisobis terminaluri stadiis mqone 
pirebSi, lamotriginis plazmuri koncentracia ar Seicvala mniSvnelovnad, 
Tumca, mosalodnelia glukuronidis metabolitis akumulacia; amitom 
sifrTxilea saWiro Tirkmlis ukmarisobis mqone pacientebis mkurnalobisas. 
 
pacientebi, romlebic iReben lamotriginis Semcvel sxva medikamentebs 
lamiqtali tabletebi da dispergirebadi/saReWi tabletebi ar iniSneba 
pacientebSi, romlebic ukve iReben lamotriginis Semcvel sxva preparatebs, 
eqimTan konsultaciis gareSe. 
 
brugadas tipis ekg 
Zalian iSviaTad gamovlinda kavSiri brugadas tipis ekg-sTan, Tumca mizez- 
Sedegobrivi kavSiri ar aris dadgenili. amitom, brugadas sindromis mqone 
pacientebSi lamiqtalis gamoyenebamde gansakuTrebuli yuradRebis daTmobaa 
saWiro (ix. farmakodinamika). 
 
gulis riTmisa da gamtareblobis darRvevebi 
in vitro testirebam aCvena, rom lamiqtali avlens IB klasis antiariTmiul 
aqtivobas Terapiulad mniSvnelovan koncentraciebze. am in vitro monacemebze 
dayrdnobiT, lamiqtals potenciurad SeuZlia Seanelos parkuWovani 
gamtarebloba (gaafarToos QRS) da gamoiwvios proariTmia pacientebSi, 
romelTac klinikurad mniSvnelovani struqturuli an funqciuri gulis 
daavadeba aqvT. amitom, lamiqtalis nebismieri mosalodneli an gamovlenili 
sargebeli am pacientebisaTvis sifrTxiliT unda Sefasdes gulis seriozuli an 
fataluri movlenebis potenciuri riskebis winaaRmdeg. natriumis arxis sxva 
blokatorebis erTdroulma gamoyenebam SeiZleba ufro metad gazardos 
proariTmiis riski (ix. farmakodinamika). 
 
epilefsia 

sxva aes-is msgavsad, lamiqtalis swrafma moxsnam SeiZleba provocireba 
gaukeTos gulyris Setevas. Tu usafrTxoebis TvalsazrisiT (mag.: gamonayaris 
gamo), ar aris saWiro wamlis swrafi moxsna, lamiqtalis doza nel-nela unda 
Semcirdes ori kviris ganmavlobaSi. 
 
literaturaSi aRniSnulia, rom mZime krunCxvebiT mimdinare gulyrebma, maT 
Soris epilefsiurma statusma, SeiZleba gamoiwvios rabdomiolizi, 
multiorganuli disfunqcia da diseminirebuli sisxlZarRvSida koagulacia, 
xandaxan fataluri SedegiT. msgavsi SemTxvevebi aRiniSna lamiqtalis 
gamoyenebis dros. 
 
bipolaruli aSliloba 
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bavSvebi da mozardebi (18 welze naklebi asakis) 
antidepresantebiT mkurnaloba dakavSirebulia suiciduri azrebisa da qcevis 
momatebul riskTan bavSvebsa da mozardebSi didi depresiuli aSlilobisa da 
sxva fsiqikuri darRvevebis dros. 
 
urTierTqmedebebi 
uridin 5’-difosfo (udf) - glukuronil transferazebi (ugt) 
identificirebulia, rogorc lamotriginis metabolizmze pasuxismgebeli 
fermentebi. amitom medikamentebma, romlebic iwveven an ainhibireben 
glukuronidacias, SeiZleba gavlena iqonion lamotriginis klirensze. citoqrom 
P450  3A4 (CYP3A4) fermentis Zlierma an saSualo induqtorebma, romlebic aseve 
cnobilia, rogorc ugt induqtorebi, SeiZleba gaaZlieron lamotriginis 
metabolizmi. ar aris mtkicebuleba, rom lamotrigini iwvevs P450 fermentebis 
klinikurad mniSvnelovan induqcias an inhibirebas. lamotriginma SeiZleba 
moaxdinos sakuTari metabolizmis inducireba, magram misi efeqti aris zomieri 
da ar aris mosalodneli, rom hqondes mniSvnelovani klinikuri Sedegebi.  
 
medikamentebs, romlebsac aqvT klinikurad mniSvnelovani gavlena lamotriginis 
koncentraciaze, mocemulia me-6 cxrilSi. dozirebis specifikuri 
rekomendaciebi am medikamentebisaTvis mocemulia paragrafSi: “dozireba da 
miRebis wesi”.garda amisa, cxrilSi CamoTvlilia is medikamentebi, romlebsac 
mcire efeqti aqvT, an ar aqvT efeqti lamotriginis koncentraciaze. am wamlebis 
erTdrouli miReba zogadad ar unda iwvevdes raime klinikur gavlenas. Tumca, 
yuradReba unda mieqces im pacientebs, romlebSic epilefsia mgrZnobiarea 
lamotriginis koncentraciebis ryevebze. 
 
cxrili 6. sxva medikamentebis efeqti lamotriginis koncentraciaze 
 
medikamentebi, 
romlebic 
mniSvnelovnad 
zrdian 
lamotriginis 
koncentracias 

medikamentebi, romlebic 
mniSvnelovnad aqveiTeben 
lamotriginis koncentracias 

medikamentebi, 
romlebic 
mniSvnelovnad ar 
aqveiTeben an ar 
aqvT efeqti 
lamotriginis 
koncentraciaze 

valproati atazanaviri/ritonaviri 
karbamazepini 
eTinilestradioli/levonorgestre
lis kombinacia 
lopinaviri/ritonaviri 
fenobarbitoni 
fenitoini 
primidoni 
rifampicini 
 

aripiprazoli 
bupropioni 
felbamati 
gabapentini 
lakosamidi 
levetiracetami 
liTiumi 
olanzapini 
oqskarbazepini 
paracetamoli 
perampaneli 
pregabalini 
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topiramati 
zonisamidi 
 

 
*dozirebis instruqciisaTvis ix. dozireba da miRebis wesi - lamiqtalis 
dozirebis zogadi instruqciebi pacientebis gansakuTrebul jgufSi plus 
qalebisaTvis, romlebic iReben hormonul kontraceptivebs ix. aseve 
gafrTxilebebi da sifrTxilis zomebi - hormonuli kontraceptivebi. 
 

• urTierTqmedebebi, romlebic moicavs aes-s (ix. dozireba da miRebis wesi) 
valproati, romelic ainhibirebs lamotriginis glukuronidacias, aqveiTebs 
lamotriginis metabolizms da zrdis lamotriginis saSualo naxevardaSlis 
periods daaxloebiT orjer. 
 
garkveuli aes (rogoricaa, fenitoini, karbamazepini, fenobarbitoni da 
primidoni), romlebic astimulireben citoqrom P450 fermentebs, aseve 
ainducireben UGT-s da amitom aZliereben lamotriginis metabolizms. 
 
aseve, aRniSnul iqna centraluri nervuli sistemis mxriv movlenebi, maT Soris 
Tavbrusxveva, ataqsia, diplopia, mxedvelobis dabindva da gulisreva, im 
pacientebSi, romlebic iRebdnen karbamazepins lamiqtalis Semdeg. es movlenebi 
Cveulebriv ixsneba karbamazepinis dozis Semcirebis Semdeg. msgavsi efeqti 
aRiniSna lamotriginisa da oqskarbazepinis kvlevaSi janmrTel mozrdil 
moxaliseebSi, magram dozis Semcireba ar iqna gamokvleuli. 
 
janmrTel mozrdil moxaliseebSi Catarebul kvlevaSi, romlebic iRebdnen 200 
mg lamotrigins da 1200 mg oqskarbazepins, oqskarbazepinma ar gamoiwvia 
lamotriginis metabolizmis cvlileba da lamotriginma ar Secvala 
oqskarbazepinis metabolizmi. 
 
janmrTel mozrdil moxaliseebSi Catarebul kvlevaSi, romlebic iRebdnen 
felbamats (1200 mg orjer dReSi) lamiqtalTan erTad (100 mg orjer dReSi 10 
dRis ganmavlobaSi) ar aRiniSna klinikurad mniSvnelovani efeqti lamotriginis 
farmakokinetikaze. 
 
pacientebis plazmuri donis retrospeqtiuli analizis mixedviT, romlebic 
iRebdnen lamiqtals gabapentinTan erTad an mis gareSe, gabapentins ar hqonda 
gamoxatuli gavlena lamotriginis klirensze. 
 
wamlebis potenciuri urTierTqmedeba levetiracetamsa da lamotriginis Soris 
Sefasda orive agentis Sratis koncentraciebis SefasebiT placebo-
kontrolirebad klinikur kvlevebSi. es monacemebi miuTiTebs, rom lamotrigini 
ar axdens gavlenas levetiracetamis farmakokinetikaze da levetiracetami ar 
axdens gavlenas lamotriginis farmakokinetikaze. 
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lamotriginis wonasworul minimalur koncentraciaze plazmaSi ar moaxdina 
gavlena pregabalinis miRebam (200 mg 3-jer dReSi). lamotriginsa da pregabalins 
Soris ar aRiniSneba farmakokinetikuri urTierTqmedeba. 
 
topiramatma ar iqonia gavlena lamotriginis plazmur koncentraciaze. 
lamiqtalma gamoiwvia topiramatis koncentraciis 15%-iani momateba. 
 
kvlevaSi, romelSic CarTuli iyvnen epilefsiis mqone pacientebi, zonisamidis 
(200-400 mg/dReSi) lamiqtalTan (150-500 mg/dReSi) erTdrouli miRebisas 35 dRis 
ganmavlobaSi, ar hqonda mniSvnelovani efeqti lamotriginis farmakokinetikaze. 
 
lamotriginis plazmur koncentraciaze ar hqonda gavlena lakosamids (200, 400 
an 600 mg/dReSi) placebo-kontrolirebad klinikur kvlevebSi parcialuri 
gulyrebis mqone pacientebSi. 
 
sami placebo-kontrolirebadi klinikuri kvlevebis monacemebis gaerTianebuli 
analizis mixedviT, romelSic gamokvleuli iyo perampanelis damateba 
parcialuri gulyrebis da pirveladi generalizebuli tonur-klonuri 
gulyrebis mqone pacientebSi, perampanelis udidesma dozam (12 mg/dRe) 
lamotriginis klirensi gazarda 10%-ze naklebad.  
Tumca, aRiniSna sxva antiepilefsiuri medikamentebis plazmuri koncentraciis 
cvlilebebi, kontrolirebul kvlevebSi ar iqna naCvenebi, rom lamotrigini 
gavlenas axdens erTdroulad miRebuli antiepilefsiuri medikamentebis 
plazmur koncentraciaze. in vitro kvlevebma aCvena, rom lamotrigini ar iwvevs 
sxva antiepilefsiuri medikamentebis gadaadgilebas cilebis SeboWvis 
adgilebidan. 
 

• urTierTqmedebebi, romlebic moicavs sxva fsiqoaqtiur saSualebebs (ix. 
dozireba da miRebis wesi) 

liTiumis farmakokinetika 2 g uwylo liTiumis glukonatis dReSi orjer 
miRebisas eqvsi dRis ganmavlobaSi 20 janmrTel pirSi ar Seicvala 100 mg/dReSi 
lamiqtalis erTdrouli miRebisas. 
 
bupropionis mravaljerad peroralur dozebs ar hqondaT mniSvnelovani gavlena 
lamiqtalis erTjeradi dozis farmakokinetikaze 12 pirSi da mxolod aRiniSna 
lamotriginis glukuronidis AUC-s odnavi momateba. 
 
janmrTel mozrdil moxaliseebSi Catarebul kvlevaSi 15 mg olanzapinma 
daaqveiTa lamotriginis AUC da Cmax saSualod 24%-iT da 20%-iT, Sesabamisad. 
lamotrigini 200 mg doziT ar axdens gavlenas olanzapinis farmakokinetikaze. 
 
400 mg lamiqtalis mravaljerad oralur dozebs dReSi ar hqonda klinikurad 
mniSvnelovani gavlena 2 mg risperidonis erTjeradi dozis farmakokinetikaze 
14 janmrTel mozrdil moxaliseSi. 2 mg risperidonis lamotriginTan erTad 
miRebisas 14 moxalisidan 12-Si aRiniSna Zilianoba, risperidonis marto 
miRebisas Zilianoba aRiniSna 20-dan 1 pirSi da lamiqtalis marto miRebisas 
saerTod ar aRiniSna Zilianoba. 
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kvlevaSi, sadac CarTuli iyo 18 mozrdili pacienti bipolaruli I aSlilobiT, 
romlebic iRebdnen lamotrigins dadgenili sqemiT (>/=100 mg/dReSi), 
aripiprazolis dozebi gaizarda dReSi 10 mg-dan samizne dozamde 30 mg/dReSi 7 
dRis ganmavlobaSi da gagrZelda erTxel dReSi Semdgomi 7 dRis ganmavlobaSi. 
aRiniSna lamotriginis AUC-s da Cmax-is daaxloebiT 10%-iT Semcireba.  
 
in vitro inhibiciis eqsperimentebma aCvena, rom lamotriginis pirveladi 
metabolitis, 2-N-glukuronidis, warmoqmnaze minimaluri gavlena aqvT 
koinkubaciis gziT amitriptilins, bupropions, klonazepams, fluoqsetins, 
haloperidols an lorazepams. bufuralolis metabolizmi, adamianis RviZlis 
mikrosomebis monacemebis mixedviT, miuTiTebs, rom lamotrigini ar aqveiTebs 
wamlis klirenss, romlebic gamoiyofa ZiriTadad CYP2D6-iT. in vitro 
eqsperimentebis Sedegebi aseve miuTiTebs, rom lamotriginis klirensze ar aris 
mosalodneli gavlena iqonios klozapinma, fenelzinma, risperidonma, 
sertralinma an trazodonma. 
 

• urTierTqmedebebi, romlebic moicavs hormonul kontraceptivebs 
 
hormonuli kontraceptivebis efeqti lamotriginis farmakokinetikaze 
kvlevaSi, sadac CarTuli iyo 16 moxalise qali, romlebic iRebdnen 30 mikrogram 
eTinilestradiols/150 mikrogram levonorgestrels kombinirebuli Casaxvis 
sawinaaRmdego abis saxiT, gamoiwvia lamotriginis oraluri klirensis 
daaxloebiT orjer gazrda, Sedegad daqveiTda lamotriginis AUC da Cmax 
saSualod 52%-iT da 39%-iT, Sesabamisad. SratSi lamotriginis koncentraciebi 
TandaTanobiT izrdeboda araaqtiuri medikamentis kviraSi (e.w. “abisgan 
Tavisufal” kviraSi), dozis miRebamde araaqtiuri medikamentis kviris bolos 
koncentracia saSualod orjer ufro meti iyo, vidre erTdrouli Terapiis 
dros - ix.dozireba da miRebis wesi - lamiqtalis dozirebis zogadi 
instruqciebi pacientebis gansakuTrebul jgufSi (dozirebis instruqcia 
qalebisaTvis, romlebic iReben hormonul kontraceptivebs) da gafrTxilebebi 
da sifrTxilis zomebi - hormonuli kontraceptivebi. 
 
lamotriginis efeqti hormonuli kontraceptivebis farmakokinetikaze 
kvlevaSi, sadac monawileobda 16 moxalise qali, lamotriginis stabilur dozas 
300 mg-s ar hqonda gavlena Casaxvis sawinaaRmdego kombinirebuli tabletis 
komponentis eTinilestradiolis farmakokinetikaze. aRiniSna 
levonorgestrelis oraluri klirensis mcire momateba, Sedegad daqveiTda 
levonorgestrelis AUC da Cmax saSualod 19%-iT da 12%-iT, Sesabamisad. 
kvlevis dros SratSi FSH-is, LH-is da estradiolis maCveneblebi miuTiTebs 
sakvercxeebis hormonuli aqtivobis daTrgunvis Semcirebas zogierT qalSi, 
Tumca SratSi progesteronis done miuTiTebs, rom 16 pirSi ar aRiniSna 
ovulacia. levonorgestrelis klirensis umniSvnelo momatebis efeqti da 
SratSi FSH-is, LH-is cvlileba sakvercxis ovulatorul aqtivobaze ucnobia (ix. 
gafrTxilebebi da sifrTxilis zomebi). lamotriginis dReSi 300 mg-gan 
gansxvavebuli dozis efeqtebi ar aris Seswavlili da qalis hormonuli sxva 
preparatebis kvlevebi ar Catarebula. 
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• urTierTqmedebebi, romlebic moicavs sxva medikamentebs 
kvlevaSi, sadac monawileobda 10 mamakaci moxalise, rifampicinma gazarda 
lamotriginis klirensi da Seamcira lamotriginis naxevardaSlis periodi 
glukuronidaciaze pasuxismgebeli RviZlis fermentebis induqciiT. pacientebi, 
romlebic lamotriginTan erTad iReben rimfampicins, gamoyenebul unda iqnas 
lamotriginisa da glukuronidaciis induqtorebis erTdrouli miRebis 
rekomendebuli sqema (ix. dozireba da miRebis wesi). 
 
kvlevaSi, romelSic monawileobdnen janmrTeli moxaliseebi, 
lopinavirma/ritonavirma daaxloebiT gaanaxevra lamotriginis plazmuri 
koncentraciis done, SesaZloa glukuronidaciis induqciis gamo. pacientebSi, 
romlebic erTdroulad iReben lopinavirs/ritonavirs da lamotrigins,  
gamoyenebul unda iqnas lamotriginisa da glukuronidaciis induqtorebis 
erTdrouli miRebis rekomendebuli sqema (ix. dozireba da miRebis wesi). 
 
kvlevaSi, romelSic monawileobdnen janmrTeli mozrdili moxaliseebi, 
atazanavirma/ritonavirma (300 mg/100 mg) daaqveiTa lamotriginis (erTjeradi 
doza 100 mg) AUC da Cmax saSualod 32%-iT da 6%-iT, Sesabamisad (ix.dozireba 
da miRebis wesi - lamiqtalis dozirebis zogadi instruqciebi pacientebis 
gansakuTrebul jgufSi). 
 
janmrTeli mozrdili moxaliseebis kvlevaSi paracetamolma 1 g (oTxjer dReSi) 
daaqveiTa lamotriginis plazmuri AUC da Cmin saSualod 20% da 25-iT, 
Sesabamisad. 
 
lamotriginis efeqtis Sefasebam in vitro okt 2-ze aCvena, rom lamotrigini da ara 

N(2)-glukuronidi metaboliti, aris okt 2-is inhibitori potenciurad 
klinikurad mniSvnelovan koncentraciebze. es monacemebi miuTiTebs, rom 
lamotrigini aris okt 2-is inhibitori, IC50 sididiT 53.8 mikromoli (ix. 
gafrTxilebebi da sifrTxilis zomebi). 
 

• urTierTqmedebebi, romlebic moicavs laboratoriul analizebs 
aRweril iqna lamiqtalis urTierTqmedeba SardSi zogierTi wamlis swraf 
skriningze, romelmac SeiZleba gamoiwvios cru dadebiTi Sedegi, gansakuTrebiT 
fenilciklidinze (PCP). ufro specifikuri alternatiuli qimiuri meTodi unda 
iqnas gamoyenebuli dadebiTi Sedegis dasadastureblad. 
 
orsuloba da laqtacia 
 
fertiloba 
lamotriginis miReba ar axdens gavlenas fertilobaze cxovelebze 
reproduqciul kvlevebSi. 
 
ar aris gamocdileba lamiqtalis efeqtis Sesaxeb adamianis fertilobaze. 
 
fexmZimoba 
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postmarketinguli monacemebiT fexmZimeebis sxvadasxva registridan aCvena, rom 
8,700 qali iRebda lamiqtals monoTerapiis saxiT fexmZimobis pirvel 
trimestrSi. es monacemebi ar miuTiTebs Tandayolili didi mankebis 
ganviTarebis riskis mniSvnelovan momatebaze. Tumca,registridan SezRuduli 
raodenobis monacemebis mixedviT,gaizarda piris Rrus izolirebuli defeqtebis 
riski, sakontrolo cdis dasrulebulma SemTxvevam ar aCvena piris Rrus 
defeqtis gazrdili riski Tandayolil did defeqtebTan SedarebiT, romelic 
ganviTarda lamotriginis zemoqmedebis Semdeg (ix. araklinikuri informacia). 
 
lamiqtalis gamoyenebis monacemebi poliTerapiuli kombinaciis dros 
arasakmarisia imis Sesafaseblad, rom defeqtebis riskze, romelic 
dakavSirebulia sxva agentebTan, gavlenas axdens lamiqtalis erTdrouli 
miReba. 
 
sxva medikamentebis msgavsad, lamiqtali fexmZimobis dros gamoyenebul unda 
iqnas mxolod maSin, Tu mosalodneli sargebeli aWarbebs potenciur riskebs. 
 
fiziologiurma cvlilebebma fexmZimobis dros SeiZleba gavlena iqonios 
lamotriginis doneze da/an Terapiul efeqtze. aRiniSna lamotriginis donis 
daqveiTeba fexmZimobis dros.fexmZime qalebSi lamiqtaliT Terapiis dros 
saWiroa Sesabamisi klinikuri marTva. 
 
laqtacia 
lamotrigini aRwevs dedis rZeSi maRali cvalebadi koncentraciebiT, Sedegad 
axalSobilebSi lamotriginis saerTo done aRwevs dediseul,daaxloebiT,50%-s. 
amitom, zogierT axalSobilSi ZuZuTi kvebis dros lamotriginis SratSi 
koncentraciam SeiZleba miaRwios iseT dones, rom ganviTardes farmakologiuri 
efeqti. 
 
ZuZuTi kvebis potenciuri sargebeli unda aWarbebdes gverdiTi movlenebis 
potenciur risks, romelic SeiZleba ganviTardes axalSobilebSi. 
 
avtomobilisa da sxva meqanizmebis marTvaze gavlena 
orma kvlevam moxaliseebSi aCvena, rom lamiqtalis efeqti zust mxedvelobiT 
motorul koordinaciaze, Tvalebis moZraobaze, sxeulis rxevaze da subieqtur 
sedaciur efeqtze ar gansxvavdeba placebosgan. klinikur kvlevebSi 
lamiqtaliT aRiniSna nevrologiuri xasiaTis gverdiTi movlenebi, rogoricaa 
Tavbrusxveva da diplopia. amitom, pacientebma avtomobilis an sxva meqanizmebis 
marTvis dawyebamde unda icodnen, rogor moqmedebs masze lamiqtali. 
 
epilefsia 
yvela antiepilefsiuri medikamentebis mimarT pasuxi individualuria, amitom 
pacientebma unda gaiaron eqimTan konsultacia avtomobilis marTvisa da 
epilefsiis Sesaxeb. 
 
gverdiTi reaqciebi 
gverdiTi reaqciebi, romlebic gamovlinda klinikuri kvlevebSi epilefsiis an 
bipolaruli aSlilobis dros dayofilia Cvenebis mixedviT Sesabamis 
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paragrafSi. damatebiTi gverdiTi movlenebi identificirda postmarketinguli 
dakvirvebis Sedegad orive Cvenebis dros da mocemulia postmarketingul 
paragrafSi. samive paragrafi unda iqnas ganxiluli, roca xdeba lamiqtalis 
saerTo usafrTxoebis Sefaseba. 
 
arasasurveli gverdiTi movlenebi klasificirebulia Semdegi SeTanxmebis 

mixedviT:  Zalian xSiri ( 1/10); xSiri ( 1/100 - < 1/10); araxSiri ( 1/1000 -  < 1/100); 

iSviaTi ( 1/10.000 -  < 1/1000); Zalian iSviaTi < 1/10.000). 
 
epilefsia 

qvemoT CamoTvlili gverdiTi reaqciebi identificirda epilefsiis dros 
klinikur kvlevebSi da ganxilul unda iqnas bipolaruli aSlilobis kvlevebis 
dros da postmarketingul periodSi gamovlenil gverdiT reaqciebTan erTad 
lamiqtalis saerTo usafrTxoebis Sesafaseblad. 
 
kanisa da kanqveSa qsovilis darRvevebi 
Zalian xSiri: gamonayari kanze 
iSviaTi: stivens-jonsonis sindromi 
Zalian iSviaTi: toqsikuri epidermuli nekrolizi 
 
ormag brma klinikur kvlevebSi mozrdilebSi kanze gamonayari ganviTarda 10%-
mde pacientebSi, romlebic iRebdnen lamiqtals da 5% pacientebSi, romlebic 
iRebdnen placebos. kanze gamonayarma lamiqtaliT mkurnalobis Sewyveta 
gamoiwvia 2% pacientebSi. gamonayari, Cveulebriv iyo makulopapulozuri, 
zogadad viTardeboda mkurnalobis pirveli rva kviris ganmavlobaSi da qreboda 
lamiqtalis moxsnis Semdeg (ix. gafrTxilebebi da sifrTxilis zomebi). 
 
iSviaTad aRiniSna mZime sicocxlisaTvis potenciurad saxifaTo kanis reaqciebi, 
maT Soris stivns-jonsonis sindromi da toqsikuri epidermuli nekrolizi 
(laielis sindromi). Tumca umravlesoba gamojanmrTelda wamlis moxsnis Semdeg, 
zogierT pacientSi ganviTarda Seuqcevadi nawiburebi da iyo iSviaTi SemTxvevebi, 
romlebic dakavSirebuli iyo sikvdilTan (ix. gafrTxilebebi da sifrTxilis 
zomebi). 
 
gamonayaris ganviTarebis saerTo riski mWidrod dakavSirebuli iyo: 

− lamiqtalis maRal sawyis dozebTan da dozebis rekomendebuli momatebis 
gadaWarbebasTan lamiqtaliT Terapiis dros (ix. gafrTxilebebi da 
sifrTxilis zomebi); 

− valproatis Tanmxleb miRebasTan(ix. gafrTxilebebi da sifrTxilis 
zomebi). 

 
gamonayari aseve SeiZleba iyos eozinofiliiTa da sistemuri simptomebiT 
mimdinare wamlismieri reaqciis (DRESS) nawili, romelic aseve, cnobilia 
rogorc hipermgrZnobelobiTi sindromi. es mdgomareoba dakavSirebulia 
sistemuri simptomebis cvalebadobasTan (ix. gafrTxilebebi da sifrTxilis 
zomebi, imunuri sistemis darRvevebi**). 
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sisxlisa da limfuri sistemis darRvevebi 
Zalian iSviaTi: hematologiuri paTologiebi (maT Soris, neitropenia, 
leikopenia, anemia, Trombocitopenia, pancitopenia, aplaziuri anemia, 
agranulocitozi), limfadenopaTia 
 
hematologiuri darRvevebi da limfadenopaTia SeiZleba dakavSirebuli iyos an 
ar iyos DRESS/hipermgrZnobelobiT sindromTan (ix. gafrTxilebebi da 
sifrTxilis zomebi da imunuri sistemis darRvevebi**). 
 
imunuri sistemis darRvevebi 
Zalian iSviaTi: DRESS/hipermgrZnobelobiTi sindromi**, moicavs iseT simptomebs, 
rogoricaa cxeleba, limfadenopaTia, saxis SeSupeba, sisxlis, RviZlisa da 
Tirkmlis darRvevebi. 
 
**gamonayari, aseve, aRweril iqna, rogorc sindromis nawili, romelic SeiZleba 
icvlebodes klinikuri simZimis mixedviT da SeiZleba gamoiwvios 
diseminirebuli sisxlZarRvSida koagulopaTia (dsk) da multiorganuli 
ukmarisoba. mniSvnelovania aRiniSnos, rom hipermgrZnobelobis adreuli 
gamovlineba (mag.: cxeleba, limfadenopaTia) SeiZleba aRiniSnos gamonayaris 
gareSe. aseTi simptomebisa da niSnebis arsebobisas, pacientis mdgomareoba unda 
Sefasdes dauyovnebliv da lamiqtali unda moixsnas, Tu am reaqciis etiologia 
ar aris dadgenili. 
 
fsiqikuri darRvvebi: 
xSiri: agresia, gaRizianeba 
Zalian iSviaTi: tikebi, halucinaciebi, cnobierebis dabindva 
 
nervuli sistemis darRvevebi 
Zalian xSiri: Tavis tkivili 
xSiri: Zilianoba, uZiloba, Tavbrusxveva, tremori 
araxSiri: ataqsia 
iSviaTi: nistagmi 
 
Tvalis darRvevebi 
araxSiri: diplopia, mxedvelobis dabindva 
 
gastro-intestinuri darRvevebi 
xSiri: gulisreva, Rebineba, diarea 
 
hepato-biliaruli darRvevebi 
Zalian xSiri: RviZlis funqciis maCveneblebis momateba, RviZlis disfunqcia, 
RviZlis ukmarisoba 
 
RviZlis disfunqcia Cveulebriv vlindeba hipermgrZnobelobiT reaqciebTan 
erTad, magram izolirebul SemTxvevebSi aRiniSna aSkara hipermgrZnobelobiTi 
niSnebis gareSe. 
 
ConCx-kunTovani da SemaerTebeli qsovilis darRvevebi 
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Zalian iSviaTi: wiTeli mgluras msgavsi reaqciebi 
 
zogadi darRvevebi da miRebis adgilis mdgomareobebi 
xSiri:L daRliloba 
 

bipolaruli aSliloba 

qvemoT CamoTvlili gverdiTi movlenebi identificirda bipolaruli aSlilobis 
klinikur kvlevebSi da ganxilul unda iqnas epilefsiis klinikur kvlevebSi da 
postmarketingul periodSi gamovlenil gverdiT reaqciebTan erTad 
lamiqtalis saerTo usafrTxoebis Sesafaseblad. 
 
kanisa da SemaerTebeli qsovilis darRvevebi 
Zalian xSiri: gamonayari kanze 
iSviaTi: stivens-jonsonis sindromi 
 
bipolaruli aSlilobis yvela kvlevaSi (kontrolirebadi da 
arakontrolirebadi), roca xdeboda lamiqtalis miReba, kanze gamonayari 
ganviTarda 12% pacientSi. kontrolirebad klinikur kvlevebSi bipolaruli 
aSlilobis mqone pacientebSi kanze gamonayari ganviTarda 8%-Si, romlebic 
iRebdnen lamiqtals da 6%-Si, romlebic iRebdnen placebos. 
 
nervuli sistemis darRvevebi 
Zalian xSiri: Tavis tkivili 
xSiri: agzneba, Zilianoba, Tavbrusxveva 
 
ConCx-kunTovani da SemaerTebeli qsovilis darRvevebi 
xSiri: arTralgia 
 
zogadi reaqciebi da miRebis adgilis reaqciebi 
xSiri:L tkivili, welis tkivili 
 
postmarketinguli: 
qvemoT CamoTvlili gverdiTi movlenebi identificirda postmarketinguli 
dakvirvebis dros orive Cvenebis SemTxvevaSi. es gverdiTi reaqciebi ganxilul 
unda iqnas epilefsiisa da bipolaruli aSlilobis dros gamovlenil gverdiT 
reaqciebTan erTad lamiqtalis saerTo usafrTxoebis Sesafaseblad. 
 
sisxlisa da limfuri sistemis darRvevebi 
Zalian iSviaTi: hemafagocituri limfohistiocitozi (ix. gafrTxilebebi da 
sifrTxilis zomebi) 
 
imunuri sistemis darRvevebi 
Zalian iSviaTi: hipogamaglobulinemia 
 
kanisa da kanqveSa qsovilis darRvevebi 
iSviaTi: alopecia 
 
fsiqikuri darRvevebi 
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Zalian iSviaTi: Ramis koSmarebi 
 
nervuli sistemis darRvevebi 
Zalian xSiri: somnolencia, ataqsia, Tavis tkivili, Tavbrusxveva 
xSiri: nistagmi, tremori, uZiloba 
iSviaTi: aseptikuri meningiti (ix. gafrTxilebebi da sifrTxilis zomebi) 
Zalian iSviaTi: agzneba, wonasworobis darRveva, moZraobis darRveva, parkinsonis 
daavadebis gauareseba, eqstrapiramiduli efeqtebi, qoreoaTetozi 
 
aRiniSna parkinsonis simptomebis gauaresebis SemTxvevebi pacientebSi 
lamiqtalis miRebis dros, romlebsac manamde aReniSnebodaT parkinsonis 
daavadeba da eqstrapiramiduli efeqtebis izolirebuli SemTxvevebi da 
qoreoaTetozi pacientebSi, romlebsac manamde ar aReniSnebodaT es daavadeba. 
 
Tvalis darRvevebi 
Zalian xSiri: diplopia, mxedvelobis dabindva 
iSviaTi: koniunqtiviti 
 
gastro-intestinuri darRvevebi 
Zalian xSiri: gulisreva, Rebineba, 
xSiri: diarea 
 
Tirkmlisa da saSarde sistemis darRvevebi 
Zalian iSviaTi: tubulointersticialuri nefriti* 
*SeiZleba ganviTardes uveitTan asociaciaSi. 
 
mxolod epilefsia 
 
nervuli sistemis darRvevebi 
Zalian iSviaTi: gulyrebis sixSiris gazrda 
 
dozis gadaWarbeba 
aRiniSna dozis mwvave gadaWarbebis SemTxvevebi maqsimalur Terapiul dozaze 
10-20-jer metis miRebisas, sikvdilis SemTxvevebis CaTvliT. dozis gadaWarbebam 
gamoiwvia Semdegi simptomebi: nistagmi, ataqsia, cnobierebis dabindva, grand mal 
gulyra da koma. QRS intervalis gafarToeba (parkuWSida gamtareblobis 
dayovneba) aseve aRiniSna dozis gadaWarbebis dros. 
 
dozis gadaWarbebis SemTxvevaSi pacientma unda mimarTos hospitals da Caitaros 
Sesabamisi Terapia klinikuri simptomebis mixedviT an  toqsikologiis erovnuli 
centris mier mowodebuli rekomendaciebis mixedviT, SesaZleblobis SemTxvevaSi.  
 
farmakologiuri Tvisebebi 

 
farmakodinamika 
aTq kodi: N 03 AX 09 

 
moqmedebis meqanizmi 
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farmakologiuri kvlevebis Sedegebi miuTiTebs, rom lamotrigini aris 
potencialdamokidebuli natriumis arxebis gamoyenebaze damokidebuli 
blokatori. is iwvevs gamoyenebaze da potencialze damokidebuli dayovnebuli 
ganmeorebiTi impulsis blokirebas kultivirebul neironebSi da ainhibirebs 
glutamatis (aminomJava, romelic gadamwyvet rols TamaSobs epilefsiuri 
gulyris warmoqmnaSi) paTologiur gamoTavisuflebas, aseve, ainhibirebs 
moqmedebis potencialis glutamatiT gamowveul afeTqebebs.  
 
farmakodinamikuri efeqtebi 
in vitro kvlevebma aCvena, rom lamotrigini avlens IB klasis antiariTmiul 
aqtivobas Terapiulad mniSvnelovan koncentraciebze. is ainhibirebs adamianis 
gulis natriumis arxebs kinetikis swrafi dawyebiTa da dasrulebiT da Zlieri 
potencialdamokidebulebiT, IB klasis antiariTmiuli sxva agentebis msgavsad. 
Terapiul dozebze lamotriginma ar Seanela parkuWovani gamtarebloba 
(gaafarTova QRS) janmrTel pirebSi QT kvlevis ganmavlobaSi; Tumca klinikurad 
mniSvnelovani gulis struqturuli an funqciuri daavadebis mqone pacientebSi 
lamotrigins potenciurad SeuZlia gamoiwvios parkuWovani gamtareblobis 
Seneleba (QRS-is gafarToeba) da proariTmia. 
 
testebSi, romlebic gamoiyeneba centralur nervul sistemaze   wamlebis 
efeqtebis Sesafaseblad, 240 mg lamotriginis gamoyeneba janmrTel moxaliseebSi 
ar gansxvavdeboda placebos efeqtisagan, maSin roca 1000 mg fenitoini da 10 mg 
diazepami mniSvnelovnad azianebda zust vizualur-motorul koordinacias da 
Tvalebis moZraobas, zrdida sxeulis rxevas da iwvevda subieqtur sedatiur 
efeqtebs. 
 
sxva kvlevaSi, 600 mg karbamazepinis erTjeradi oraluri dozebi mniSvnelovnad 
azianebda zust vizualur-motorul koordinacias da Tvalebis moZraobas, 
zrdida sxeulis rxevas da guliscemis sixSires, maSin roca 150 mg da 300 mg 
dozebiT lamotriginis gamoyeneba ar gansxvavdeboda placebosagan. 
 
farmakokinetika 
 
absorbcia 
lamotrigini swrafad da srulad Seiwoveba nawlavebidan mniSvnelovani 
pirveladi metabolizmis gareSe. plazmis koncentraciis piki dgeba daaxloebiT 
2.5 saaTSi wamlis peroralurad miRebis Semdeg. maqsimaluri koncentraciis dro 
odnav dayovnebulia sakvebis miRebis Semdeg, magram Sewovis moculobaze gavlena 
ar xdeba. farmakokinetika aris wrfivi 450 mg-mde umaRlesi erTjeradi dozis 
testirebisas. aRiniSna mniSvnelovani interindividualuri cvlilebebi 
stabiluri dozis maqsimalur koncentraciaze, magram individualur 
koncentraciebs Soris cvlileba iSviaTi iyo. 
 
ganawileba 
plazmis cilebTan dakavSireba daaxloebiT 55%-ia, magram ar aris mosalodneli, 
rom plazmis cilebidan mocilebam gamoiwvios toqsikuroba. 
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ganawilebis moculoba aris 0.92 -1.22 l/kg. 
 
metabolizmi 
udp-glukuronil transferaza aris fermenti, romelic pasuxismgebelia 
lamotriginis metabolizmze. 
 
lamotrigni ainducirebs sakuTar metabolizms zomieri xarisxiT, romelic 
damokidebulia dozaze. Tumca, ar aris mtkicebuleba, rom lamotrigini gavlenas 
axdens sxva aes-is farmakokinetikaze da monacemebi miuTiTebs, rom ar aris 
mosalodneli urTierTqmedeba lamotriginsa da medikamentebs Soris 
metabolizmi xdeba citoqrom P450 fermentebiT. 
 
gamoyofa 
saSualo wonasworuli klirensi janmrTel mozrdilebSi Seadgens 39± 14 ml/wT-
s. lamotriginis klirensi upiratesad aris metaboluri glukuronid-
koniugirebuli nivTierebis Semdgomi gamoyofa SardSi. 10%-ze naklebi ucvleli 
saxiT gamoiyofa SardSi. daaxloebiT, mxolod wamalTan dakavSirebuli 
nivTierebis2% gamoiyofa ganavalTan erTad. klirensi da naxevardaSlis periodi 
ar aris damokidebuli dozaze. gamoyofis saSualo naxevardaSlis periodi 
janmrTel mozrdilebSi aris 24-35 saaTi. kvlevaSi, sadac monawileobdnen pirebi 
Jilberis sindromiT, saSualo Teoriuli klirensi daqveiTda 32%-
iT,sakontrolo normalur jgufTan SedarebiT, magram sidide zogadi 
populaciis intervalis farglebSia. 
 
lamotriginis naxevardaSlis periodze did gavlenas axdens erTdroulad 
miRebuli medikamentebi. saSualo naxevardaSlis periodi qveiTdeba daaxloebiT 
14 saaTiT glukuronidaciis induqtori medikamentebis miRebisas, rogoricaa mag.: 
karbamazepini da fenitoini da izrdeba, daaxloebiT, saSualod 70 saaTiT 
mxolod valproatTan erTad miRebisas (ix. dozireba da miRebis wesi da 
urTierTqmedebebi). 
 
pacientebis gansakuTrebuli jgufebi 
 

• bavSvebi 
klirensi sxeulis wonis mixedviT ufro maRalia bavSvebSi mozrdilebTan 
SedarebiT da yvelaze maRali sidide aRiniSneba xuTi wlis qvemoT asakis 
bavSvebSi. lamotriginis naxevardaSlis periodi zogadad ufro xanmoklea 
bavSvebSi, mozrdilebTan SedarebiT da misi saSualo sidide Seadgens 7 saaTs, 
roca misi miReba xdeba fermentebis induqtor medikamentebTan erTad, rogoricaa 
karbamazepini da fenitoini. saSualo sidide izrdeba 45-50 saaTamde mxolod 
valproatTan erTdroulad miRebisas (ix. dozireba da miRebis wesi). 
 

• xandazmulebi 
populaciis farmakokinetikis analizis Sedegebi, romlebic moicavda epilefsiis 
mqone axalgazrdebsa da xandazmulebs, romlebic CarTulebi iyvnen erTsa da 
imave kvlevaSi, miuTiTebs, rom lamotriginis klirensi ar icvleboda 
klinikurad mniSvnelovani moculobiT. erTjeradi dozis Semdeg Teoriuli 
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klirensi daqveiTda 12%-iT 35 ml/wT-dan, 20 wlis asakis pacientebSi, 31 ml/wT-
mde, 70 wlis asakis pacientebSi. mkurnalobidan 48 kviris Semdeg daqveiTeba 
Seadgenda 10%-s axalgazrda da xandazmuli jgufebisaTvis da iyo: 41 ml/wT-dan 
37 ml/wT-mde. garda amisa, lamotriginis farmakokinetika Seswavlil iqna 12 
janmrTel xandazmul pirSi 150 mg erTjeradi dozis miRebis Semdeg. saSualo 
klirensi xandazmulebSi (0.39 ml/wT/kg) iyo klirensis saSualo sididis 
farglebSi (0.31 ml/wT/kg - 0.65 ml/wT/kg), romelic SenarCunda 9 kvlevaSi, 
romelSic monawileobdnen araxandazmuli mozrdilebi da iRebdnen erTjerad 
dozas 30 mg-dan 450 mg-mde. 
 

• Tirkmlis dazianebis mqone pacientebi 
Tirkmlis qronikuli ukmarisobis mqone 12 moxalisem da sxva 6 pirma, romlebic 
imyofebodnen hemodializze, miiRes erTjeradi doza 100 mg lamotrigini, 
saSualo CL/F iyo 0.42 ml/wT/kg (Tirkmlis qronikuli ukmarisoba), 0.33 ml/wT/kg 
(hemodializis seansebs Soris periodi) da 1.57 ml/wT/kg (hemodializis dros),0.58 
ml/wT/kg SedarebiT, romelic aRiniSna janmrTel moxaliseebSi. plazmaSi 
saSualo naxevardaSlis periodi iyo 42.9 saaTi (Tirkmlis qronikuli 
ukmarisoba), 57.4 saaTi (hemodializis seansebs Soris periodi) da 13.0 saaTi 
(hemodializis dros), 26.2 saaTTan SedarebiT, romelic aRiniSna janmrTel 
moxaliseebSi. saSualod, organizmSi arsebuli lamotriginis raodenobis 
daaxloebiT 20% (intervali = 5.6 - 35.1) gamoiyofa 4 saaTis ganmavlobaSi 
hemodializis seansis dros. pacientebis am jgufSi, lamiqtalis sawyisi doza 
damokidebuli unda iyos aes-is sqemaze; daqveiTebuli SemanarCunebeli doza 
SeiZleba efeqturi iyos Tirkmlis mniSvnelovani dazianebis mqone pacientebSi. 
 

• RviZlis dazianebis mqone pacientebi 
farmakokinetikuri kvleva erTjeradi doziT Catarda 24 pirSi RviZlis 
sxvadasxva xarisxis dazianebiT da 12 janmrTel pirSi, rogorc sakontrolo 
jgufSi. lamotriginis Teoriuli saSualo klirensi iyo 0.31, 0.24 an 0.10 ml/wT/kg 
pacientebSi RviZlis dazianebis A, B an C greidiT (Caild-piu klasifikacia), 
Sesabamisad, 0.34 ml/wT/kg-sTan SedarebiT, romelic aRiniSna janmrTel pirebSi. 
sawyisi, momatebuli da SemanarCunebeli dozebi unda daqveiTdes daaxloebiT 
50%-iT RviZlis zomieri (Caild-piu B greidi) dazianebis dros da 75%-iT 
RviZlis mZime (Caild-piu C greidi) dazianebis dros. dozis momateba da 
SenarCuneba unda moxdes klinikuri pasuxis mixedviT. 
 

klinikuri kvlevebi 
damatebiTi Terapiis klinikuri efeqturoba da usafrTxoeba parcialuri 
gulyrebis mqone 1 Tvidan 24 Tvemde asakis pacientebSi  
damatebiTi Terapiis klinikuri efeqturoba da usafrTxoeba parcialuri 
gulyrebis mqone 1 Tvidan 24 Tvemde asakis pacientebSi Sefasebul iqna 
multicentruli ormagi brma, placebo-kontrolirebuli damatebiTi kvleviT 
(kvleva LAM20006). lamotrigini daemata 1 an 2 aes-s Ria etiketis fazaSi (n=177). 
 
lamotriginis miReba xdeboda yovel meore dRes an erTxel dReSi, Tu sawyisi 
mTliani doza an dozis titraciis safexuri naklebi iyo 2 mg-ze. SratSi 
doneebis gazomva xdeboda titraciis me-2 kviras da Semdgomi doza qveiTdeboda 
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an ar izrdeboda, Tu koncentracia aWarbebda 0.41 mkg/ml-s -mosalodnel 
koncentracias mozrdilebSi am droisaTvis. dozis daqveiTeba 90%-mde saWiro 
iyo zogierT pacientSi me-2 kviris bolos, Tu gamoiyeneboda valproati, rogorc 
aes, lamotrigini emateboda mxolod maSin, Tu bavSvi valproats iRebda 6 Tvis 
ganmavlobaSi RviZlis funqciis maCveneblebis cvlilebis gareSe. lamotriginis 
efeqturoba da usafrTxoeba pacientebSi, romlebic iwonian 6.7 kg-ze naklebs da 
iReben valproats an sxva aes-s (karbamazepinis, fenitoinis, fenobarbitalis an 
primidonisgan gansxvavebul medikamentebs) ar aris Sefasebuli. 
 
pacientebi, romlebSic miRweul iqna parcialuri gulyrebis sixSiris Semcireba 
40%-iT an metiT (n=38), randomizirebul iyvnen placebomde TandaTanobiTi klebis 
(n=19) an lamotriginis 8 kviramde miRebis gagrZelebis (n=19) jgufSi. pirveladi 
efeqturoba dafuZnebuli iyo pirebis proporciis gansxvavebaze, romlebic 
iRebdnen lamotrigins an placebos da romlebic akmayofilebdnen “gaqcevis” 
kriteriums. “gaqcevis” kriteriumi ganapirobebs pirebis moxsnas kvlevidan, Tu 
maTi epilefsiis mimdinareobaSi aRiniSneba klinikuri gauaresebis raime niSani. 
statistikuri gansxvaveba pirvelad Sedegebs Soris ar iqna miRweuli, Tumca, 
mcire raodenobiT pacientebSi aRiniSna “gaqcevis” kriteriumi lamotriginze 
(58%) placebosTan SedarebiT (84%) da mis misaRwevad saWiro iyo ufro meti dro 
(42 dRe 22 dResTan SedarebiT).  
 
gverdiTi efeqtebi msgavsi iyo ufro didi asakis bavSvebSi aRniSnuli gverdiTi 
efeqtebisa. 
 
bipolaruli aSlilobis mqone pacientebSi depresiuli epizodebis prevenciis 
klinikuri usafrTxoeba 
 
mozrdilebi (18 wlis da zemoT asakis) 
orma bazisurma kvlevam aCvena bipolaruli I aSlilobis mqone pacientebSi 
depresiuli epizodebis prevenciis efeqturoba. 
 
klinikuri kvleva SCAB20003 iyo multicentruli, ormagi brma, ormag 
imitaciuri, placebo da liTium-kontrolirebadi, xdeboda randomizebuli 
fiqsirebuli dozis Sefaseba bipolaruli IAaSlilobis mqone pacientebSi 
depresiis da/an maniis epizodebis ganmeorebisa da recidivis xangrZlivi 
prevenciisaTvis da pacientebs ukanasknel periodSi an mimdinared unda hqonodaT 
didi depresiuli epizodebi. pacientebi, romlebic itarebdnen lamiqtalis 
stabiluri doziT monoTerapias an lamiqtals plus fsiqotropuli 
medikamentebi, SemTxveviTobis principiT ganawildnen xuTi samkurnalo 
jgufidan erTSi: lamiqtali (50, 200, 400 mg/dReSi), liTiumi (SratSi done 0.8 - 
1.1 mmol/l) an placebo maqsimum 76 kvira (18 Tve). mkurnalobis sqemebi 
SenarCunebuli iqna, Tu ar aRiniSna ganwyobis mkveTri cvlileba (depresia an 
mania) da saWiro iyo sxva damatebiTi farmakoTerapiis an eleqtrokonvulsiuri 
Terapiis (ekT) Catareba.  
 
pirveladi saboloo rezultati iyo “ganwyobis epizodis intervenciisaTvis 
saWiro dro (TIME)”, roca saWiro xdeboda damatebiTi farmakoTerapiis an 
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eleqtrokonvulsiuri Terapiis (ekT) Catareba. am saboloo rezultatis analizi 
moxda sami meTodiT im pacientebisgan miRebuli monacemebis safuZvelze, sanam 
moxdeboda maTi kvlevidan gasvla damatebiT Terapiul Carevamde. p sidide 
icvleboda 0.003-dan 0.029-mde. dro pirvel depresiul epizodamde da dro pirvel 
maniakalur/hipomaniakalur an Sereul epizodamde, lamiqtalis mimReb jgufSi 
ar aWarbebda dros pirvel depresiul epizodamde placebo pacientebSi (p=0.047) 

da mkurnalobis gansxvaveba, drois TvalsazrisiT maniakalur/hipomaniakalur an 
Sereul epizodamde, ar iyo statistikurad mniSvnelovani. 
 
klinikuri kvleva SCAB2006 iyo multicentruli, ormagi brma, ormag imitaciuri, 
placebo da liTium-kontrolirebadi, randomizebuli, xdeboda lamiqtalis 
cvalebadi dozis Sefaseba bipolaruli IAaSlilobis mqone pacientebSi 
depresiis da/an maniis epizodebis ganmeorebisa da recidivis xangrZlivi 
prevenciis dros da pacientebs ukanasknel periodSi an mimdinared 
aReniSnebodaT maniis an hipomaniis epizodebi. pacientebi, romlebic itarebdnen 
lamiqtalis stabiluri doziT monoTerapias an lamiqtals plus 
fsiqotropuli medikamentebi, SemTxveviTobis principiT ganawildnen sami 
samkurnalo jgufidan erTSi: lamiqtali (100 - 400 mg/dReSi), liTiumi (SratSi 
done 0.8 - 1.1 mmol/l) an placebo maqsimum 76 kvira (18 Tve). mkurnalobis sqemebi 
SenarCunebuli iqna, Tu ar iqna aRniSnuli ganwyobis mkveTri cvlileba (depresia 
an mania) da saWiro iyo sxva damatebiTi farmakoTerapiis an 
eleqtrokonvulsiuri Terapiis (ekT) Catareba. 
 
pirveladi saboloo rezultati iyo “ganwyobis epizodis intervenciisaTvis 
saWiro dro (TIME)”, roca saWiro xdeboda damatebiTi farmakoTerapiis an 
eleqtrokonvulsiuri Terapiis (ekT) Catareba. am saboloo rezultatis analizi 
moxda sami meTodiT im pacientebisgan miRebuli monacemebis safuZvelze, sanam 
moxdeboda maTi kvlevidan gasvla damatebiT Terapiul Carevamde. p sidide 
icvleboda 0.003-dan 0.023-mde. dro pirvel depresiul epizodamde da dro pirvel 
maniakalur/hipomaniakalur an Sereul epizodamde, lamiqtalis mimReb jgufSi 
ar aWarbebda dros pirvel depresiul epizodamde placebo pacientebSi (p=0.015) 

da mkurnalobis gansxvaveba, drois TvalsazrisiT maniakalur/hipomaniakalur an 
Sereul epizodamde, ar iyo statistikurad mniSvnelovani. 
 
klinikur kvlevebSi destabilizaciis, maniis an hipomaniis ganviTarebisadmi 
midrekileba lamiqtaliT Terapiis dros ar gansxvavdeboda mniSvnelovnad 
placebosagan. 
 
 
araklinikuri informacia 
lamotriginis reproduqciuli toqsikologiis kvlevebma cxovelebSi dozebiT, 
romelic naklebi iyo adamianisTvis gankuTvnil 400 mg/dRe dozaze sxeulis 
zedapiris farTobis mixedviT (mg/m2)], gamoavlina ganviTarebaze toqsikuroba 
(gazrdili sikvdilianoba, sxeulis wonis daqveiTeba, struqturuli 
cvlilebebis momateba, neiroqceviTi paTologiebi), magram ar aCvena 
teratogenuli efeqtebi. Tumca, radgan lamotrigini dihidrofolatis 
reduqtazas susti inhibitoria, arsebobs Teoriuli riski ganviTardes adamianis 
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nayofis ganviTarebis mankebi, roca deda mkurnalobs folatis inhibitoriT 
fexmZimobis dros. 
 
mutagenobis testebis farTo speqtris Sedegebi miuTiTebs, rom lamotrigins ar 
aqvs genetikuri riski adamianebSi. 
 
lamotrigini ar iyo kancerogenuli xangrZliv kvlevebSi virTagvebsa da 
TagvebSi. 
 
farmacevtuli  informacia 

damxmare nivTierebebis CamonaTvali 
tabletebi: 
laqtoza 
mikrokristaluri celuloza 
povidoni 
natriumi saxameblis glikolati 
rkinis yviTeli oqsidi (E172) 
magniumis stearati 
 
dispergirebadi/saReWi tabletebi: 
kalciumis karbonati 
dabali Canacvlebis hidroqsipropilceluloza 
aluminis magniumis silikati 
natriumis saxameblis glikolati 
povidoni 
natriumis saqarini 
Savi mocxaris aromati 
magniumis stearati 
 
 
Senaxvis vada 
Senaxvis vada miTiTebulia SefuTvaze 
 
Senaxva 
Senaxvis pirobebis detalurad mocemulia SefuTvaze. 
inaxeba mSral adgilas. 
dispergirebadi/saReWi tabletebi inaxeba sinaTlisagan dacul adgilas. 
 
konteineris forma da Semcveloba 
tabletebi 
lamiqtali 25 mg xelmisawvdomia pvq/aluminis folgis blisteriT an 
bavSvisTvis usafrTxo pvq/aluminis folgis blisteriT. 
 
lamiqtali 50 mg, 100 mg da 200 mg xelmisawvdomia pvq/aluminis folgis 
blisteriT an bavSvisTvis usafrTxo pvq/aluminis folgis/qaRaldis blisteriT. 
 
dispergirebadi/saReWi tabletebi 
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lamiqtali 2 mg xelmisawvdomia HDPE boTlebSi bavSvisTvis usafrTxo/gaxsnis 
makontrolebeli TavsaxuriT. 
lamiqtali 5 mg xelmisawvdomia pvq/pvdq/aluminis folgis blisteriT an HDPE 

boTlebSi bavSvisTvis usafrTxo/gaxsnis makontrolebeli TavsaxuriT an 
uwyveti xraxniani TavsaxuriT. 
 
lamiqtali 25 mg, 50 mg, 100 mg da 200 mg xelmisawvdomia pvq/pvdq/aluminis 
folgis blisteriT an bavSvisTvis usafrTxo pvq/pvdq/aluminis 
folgis/qaRaldis blisteriT. 
 
SeuTavsebloba 
ar aris aRwerili. 
 
 gamoyeneba da moxmareba25 mg, 50 mg, 100 mg da 200 mg saReWi/dispergirebadi 
tabletebi SeiZleba mowodebul iyos bavSvisTvis usafrTxo gaxsnis funqciiT. 

1. erTi tabletis gamocalkeveba: saWiroa moxeva gasaWreli xazis gaswvriv, 
raTa gamocalkevdes erTi “jibe” blisteridan. 

 
 

2. gareTa firfitis moZroba: firfita, kuTxidan dawyebuli, unda aiwios da 
zemodan unda moZvres jibes. 

 
 

3. tabletis amoReba: saWiroa tabletis erT boloze frTxilad miwola 
folgis firfitis gareTa mxridan. 
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yvela SefuTvis forma ar aris xelmisawvdomi yvela qveyanaSi. 
 
versiis nomeri: GDS50/IPI28 
gamoSvebis TariRi:  2022 wlis 10 ivnisi 
warmoebulia da SefuTulia: 
 delfarm poznan spolka akciJnaul. grunvaldzka 189 
60-322 poznani, 
poloneTi 
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