MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUSA NTPOAYKT
INTELENCE 25 mg Tabnetku

INTELENCE 100 mg tabnetku

INTELENCE 200 mg tabnerku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

INTELENCE 25 mqg tabnerku

Bcesika Tabnetka cpaspixka 25 mg etpaBupuH (etravirine).

ITOMOIIHO BEIIECTBO C U3BECTHO JCHCTBUE

Bcesika Tabnerka chaspika 40 mg nakTo3a (KaTo MOHOXHJIPAT).

Bcsika tabietka cbappika mo-mManko or 1 mmol warpuii (23 mg), T.e. IpakTHYECKH HE ChABPKA
HaTpui.

INTELENCE 100 mg tabaetku

Bcsika tabnetka cpappika 100 mg erpaBupun (etravirine).

ITOMOIIIHO BELIECTBO C U3BECTHO JCHCTBUE

Bcesika Tabnerka cpabppika 160 mg nakrosa (KaTo MOHOXHAPAT).

Bcsika tabietka cbappika no-mManko or 1 mmol warpuii (23 mg), T.e. MpakTHYECKH HE ChABPXKA
HaTpui.

INTELENCE 200 mqg tabaetku

Bcsika tabnerka cbabpika 200 mg erpaBupus (etraviring).

IToMOITHO BEMIECTBO C U3BECTHO ACHCTBHE
Besika TabneTka chabpika mo-maiko ot 1 mmol narpwuii (23 mg), T.e. NpakTHYECKH HE ChAbpKa
HaTpui.

3a MBJIHUSA CIUCHK Ha IIOMOIIIHUTE BEIICCTBA BUXKTC TOUYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

INTELENCE 25 mg TabieTrkn

Tabnerka

Bsina mo oyt Osi1a, oBajiHa TabJieTKa ¢ JSJIMTEIIHA YepTa, C BAIBOHATO penedHo o3HaueHue “TMC”
OT eJIHaTa CTpaHa.

TabneTkara Moxe 1a ObJie pa3/iesieHa Ha IBE paBHU JIO3U.

INTELENCE 100 mqg tabaetku

TabneTtka
bsuta mo moutw Osima, oBanmHa TabneTka, ¢ BIIkOHATO penedro o3nadenue “T125” ot eqHaTa cTpaHa u
“100” ot gpyrata cTpaHa.

INTELENCE 200 mg TabieTku

Tabnerka



Bsina no nouru Osi1a, IBOMHOM3IBKHAA, TPOABITOBaTa TabJIeTKa, ¢ BJNIHOHATO peliehHO O3HAUCHUE
“T200” ot egHaTa CTpaHa.

4. KJIMHUYHU JAHHHU
41 TepaneBTHYHU MOKA3AHUSI

INTELENCE, B koMOuHaIMs C MOTSHIUPAH IMPOTea3eH HHXUOUTOP U IPYTH aHTHPETPOBUPYCHHI
JIEKApCTBEHU NPOIYKTH, € TIOKa3aH 3a JieueHHe Ha HHQEKIHs, MPUYUHEHA OT YOBEIIKHS
umyHoaeuuutes Bupyc tan 1 (HIV-1) npu Bb3pacTHH MalMEHTH, HA KOUTO Beye € MPHIaraHo
AHTUPETPOBHPYCHO JICUCHHUE U NP MEANATPUYHH MAIMEHTH HAJI 2-TOHUIITHA BB3PACT, HA KOUTO BEYE €
MpUIaraHo aHTUPETPOBUPYCHO JieueHue (BK. Touku 4.4, 4.5 u 5.1).

4.2 ]Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

Tepanusita TpsiOBa Jja ce 3amovHe OT JieKap ¢ onuT B JeuenneTo Ha HIV undekuns.

ﬂosnpomca

INTELENCE Tps16Ba BuHar# Jia ce faBa B KOMOMHAIIUS C IPYTH aHTUPETPOBUPYCHH JICKAPCTBEHU
NPOIYKTH.

Bw3pacmuu
[penopbunTeHaTa 103a €TpaBUPHH 3a Bh3pacTHu € 200 Mg (exHa Tabnerka ot 200 mg wiu aBe
tabsetkn ot 100 mg), mpueMaHu epOPATHO J1Ba HTH THEBHO, CJIe/ XpaHeHe (BXk. Touka 5.2).

Heouampuuna nonyrayus (om 2 00 noo 18 zoounu)

[penopbunTenHaTa 1033 STPABUPHH 32 TETUATPUYHH TAUEHTH (OT 2 10 0-MaJKo OT 18 roJvHu u ¢
terso muanmyM 10 KQ) 3aBrcH OT TerecHOTO Terito (BK. Tabmuiara mo-ao0iy). Tabmerkara(ure)
INTELENCE TpsiOBa 1a ce npueMaT nepopaiHo cliel XpaHeHe (BK. Touka 5.2).

Ta6auna 1: [lpenopbyuTeTHA 1032 €TPABUPHH 32 MeIHATPUYHH NMANMEHTH HA Bb3PacT OT
2 10 mo-MaJKo ot 18 rogunu

TeJiecHO TerJ10 Jlo3a TabaeTkn
>10 mo < 20 kg 100 mg nBa mbTH 4 tabieTky oT 25 mg 1Ba IbTH THEBHO HITU
THEBHO 1 tabneTka ot 100 mg 1Ba IbTH JTHEBHO
> 20 o < 25 kg 125 mg nBa mpTH 5 TabneTku OT 25 mg qBa MbTH JHEBHO WU
JTHEBHO 1 tabneTka ot 100 mg u 1 Tabnerka ot 25 Mg nBa
IIbTH JHEBHO
> 25 mo < 30 kg 150 mg nBa nbTH 6 TabyeTKu OT 25 mg /1Ba IbTH JHEBHO WJIU
JTHEBHO 1 tabneTka ot 100 mg u 2 Tabnerku ot 25 mg nBa
II'GTH THEBHO
> 30 kg 200 mg nBa mbTH 8 TalneTku OT 25 mg aBa IBTHU AHEBHO WU
JTHEBHO 2 tabsietku ot 100 Mg aBa IbTH JHEBHO WIIH
1 tabnerka ot 200 mg ABa METH JTHEBHO

HDOHVCHaTa 034

Axo narentsT nporrycHe 1o3a INTELENCE no 6 gaca cnen 00M4aifHOTO BpeMe Ha mpuem, TpsioBa
J1a sl IpUeMe CIIe/l XpaHeHe, KOJIKOTO € Bb3MOXKHO MO-CKOPO U CIIe] TOBA Jia IpUeMe clieABaliaTa 103a
B 00MYafHOTO ompenenieHo BpeMe. AKO MAIMeHTHT MPOITyCHE J103a IoBede oT 6 yaca cien
00MYaifHOTO BpeMe Ha MpHeM, He TpsAOBa J1a mpruemMa MpoITyCHaTaTa /1034, a IPOCTO Ja MPOABIDKH IO
oOuyJaifHaTa cxema Ha IpujaraHe.

AKO TIaIMeHTHT MMOBBPHE B paMKUTE Ha 4 yaca cje/l mprueMa Ha JeKapCTBOTO, TPsiOBa Bb3MOXKHO Haii-
ckopo na ce npueMe Apyra n1o3a INTELENCE cnen xpaneHe. AKo MallMeHTHT NOBbPHE MOBEYE OT



4 yaca cneyt mpueMa Ha JIeKapcTBOTO, He TpsOBa J1a B3ema Jpyra J103a JIO CICBAIOTO 0ONYaiiHO
OTIPEJIEIIEHO BpEME.

Cmapuecka év3pacm
Nudopmanusra 3a ynorpeda Ha INTELENCE npu nanmenty > 65 roauHu € orpaHiyeHa (BiK.
To4Ka 5.2), mopaau KOeTo TpAOBa J1a ce Ipuiiara ¢ MOBHIIIEHO BHUMaHIE MIPH Ta3H Bh3PacTOBa rpyIa.

YeprnoopobHo yspedcoane

ITpu manueHTH ¢ JIEKO MK yMEPeHO 4epHOapoOHO yBpexaane (kinac A win B mo Child-Pugh) ue ce
npeqnara agantupane Ha go3ara. INTELENCE tpsiOBa na ce mpuiiara ¢ moBHIIIEHO BHUMaHUE TIPH
MaIMEeHTH C YMEPEHO YepHOApoOHO yBpexkaane. @apMakOKMHETHKATA HA €TPABUPHH HE € MpOoyyueHa
NPH MAIMEHTH ¢ TEXKO yepHOapoOHO yBpexaane (kinac C mo Child-Pugh). Cnenosarento
INTELENCE He ce npenopbuBa Mpy MalUeHTH ¢ TSKKO YePHOPOOHO YBpexKaaHe (BXK. TOUKU 4.4 u
5.2).

bvopeuno ygpeocoarne
Ipu manuenTy ¢ 6b0pEYHO YBPEXKIaHE HE CE Halara ajanTupaHe Ha fo03ata (BK. Touka 5.2).

Teouampuuna nonyrayus (noo 2-2o0uwna ev3pacn)

INTELENCE He Tpsi6Ba na ce u31oJ13Ba IpH Jielia o1 2-roAuiiHa Bb3pact. Haauunute
MMOHACTOSIIEM JIaHHU 3a Jiena Mexay 1 u 2 rogunu ca onucanu B Touka 4.8, 5.1 u 5.2 u Te nokassar,
4e MOJ3UTE HE HAXBBPIIAT PUCKOBETE B Ta3M Bh3pacToBa rpyna. JIMncear JaHHu Npy Jelna Ha
BB3pacT 1noja 1 roguna.

HauuH Ha npuioxxeHue

IIepopanHo npunoxeHue.

[ManmenTuTe TpsOBa 1a C€ UHCTPYKTHPAT Ja IBITAT TAOJETKHUTE MEIH C TEYHOCT, HAPUMeEp BOJIa.
[TanmenTHTE, KOUTO HE MOTaT J1a IPETrITBTHAT TabJeTKaTa 1sJ1a, MOTaT Aa 51 pa3TBOPST B Yallla BoJa
(Bk. Touka 4.4).

3a yka3aHHs OTHOCHO pa3TBapsSHETO HA JIEKApPCTBEHUS MPOIYKT MPEIH MPHUIOKEHHE BUKTE TOUKa 6.6.
4.3 IlpoTuBONOKA3aHUS

CBpBX4YYBCTBUTEIIHOCT KbM aKTHBHOTO BEIIIECTBO MIIM KbM HSKOE OT IIOMOIIHHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

EnHoBpeMeHHO mpuiioxkeHue ¢ endacsup/rpasonpesup (Bx. Touka 4.5).
4.4 Chneunuajanu mpeaynpeskaeHus U NpeAna3sHy MepKH MpHU ynoTpeda

Brnpeku ue e qokazaHo, e eheKTUBHATA BUPYCHA CYNPECUs C aHTHPETPOBUPYCHA TEPaIIns
3HAYUTEJIHO HaMaJIsiBa PUCKa OT Mpe/laBaHe 1o I0JIOB IIbT, OCTAThYEH PUCK HE MOXKE Ja CE€ U3KIIIOYH.
Tps6Ba na ce B3emMar npennasHu MEPKH, B CbOTBETCTBUE C HALIMOHAIHUTE YKa3aHUs, 3a Ja Ce
MPeJOTBPATH MpeJaBaHe Ha HHPeKuuITa.

INTELENCE Tpsi0Ba onTHMajHO Aa c€ KOMOWHHUPA C IPYTH aHTUPETPOBUPYCHH CPEJICTBA, KOUTO
MPOSIBSIBAT aKTUBHOCT CPEIly BUPYCa Ha maiuenTa (Bx. Touka 5.1).

[NoHmwkaBaHe Ha BUPYCOJIOTUYHHS OTTOBOP KbM €TPaBUPHUH e HaOJI01aBa MPH MalMEHTH, HOCUTEIIN
Ha BUPYCHH IIIaMOBe ¢ 3 ik moBeue ot cieanute myTtaruu V90!, A98G, L1001, K101E/P, VV106l,
V179D/F, Y181C/I/V u G190A/S (Bx. Touka 5.1).

3aKIIF0YEHUATa OTHOCHO 3HAYMMOCTTA Ha OTACITHNU MyTalll WX MYTAallMOHHU MOICIIU IMOJICKAT Ha
MMpoOMsHa MpPHU NTOJTydaBaHC Ha JOMIBJIHUTCIIHA JaHHU U BUHAI'W CC MPCIOPBHYBA Aa CC KOHCYJIITHPATE C
HACTOAIIUTE UHTCPIIPETAMUOHHN CUCTEMH 3a aHAJIU3 Ha PE3YJITATHUTE OT TECTA 3a PE3UCTCHTHOCT.



JluricBaT Apyru JaHHU, OCBEH TE3M 3a B3aUMOJICUCTBHUS OT THUIIA ,,JIEKAPCTBO-JIEKAPCTBO®
(Bk.TOUKa 4.5), KOraTo eTpaBUpPUH ce KOMOUHUPA C PAITETPABHP WX MaPaBUPOK.

TeXKH KOYKHU PEAKIINHU Y PEAKIINU HA CBPBbXYYBCTBUTEIHOCT

3a eTpaBUpUH Ca JOKJIAABAHU TSKKH KOXKHHU HEXKEIIAHU peakluu. B KIMHUYHUTE U3MUTBAHUS PSIIKO
(< 0,1%) e noxsaaBano 3a cuHAPOMa Ha Stevens-Johnson u eputema myatudopme. JledeHHeTo ¢
INTELENCE T1psi6Ba 1a ce mpekpaTt, ako ¢ pa3BHAT TSKKH KOKHU PEAKITHH.

KiuHUYHUTE TaHHU ca OTPaHWYCHH U HE MOXKE J1a C€ U3KIIIOYH MTOBHUIIICH PUCK OT KOXHH PEAKIINH MTPH
MAIUEeHTH ¢ aHaMHe3a 3a cBbp3ann ¢ NNRTI (Henykieo3ngHu nHXHONTOPH Ha oOpaTHATa
TPaHCKPHUIITa3a) KOXKHU peakiuu. [Ipu TakvBa NaIiieHTH ¢€ U3UCKBA MMOBUIIICHO BHUMAHUE, 0COOCHO B
cllydail Ha aHaMHe3a 3a TeXKa KO)XKHa JIEKApCTBEHA PEaKIIHsl.

Ciy4an Ha TEXKU CHHAPOMH Ha CBPBXUYBCTBUTEIHOCT, BKIIFOUUTEIIHO JIEKAPCTBEH OOPHB C
eosunouius u cucteMau cumnrtomu (DRESS) u TEH (Tokcnuna enuaepmania HEKpOIu3a),
MOHSIKOTa C JIETAJICH Kpaii, ca OWJIM TOKJIaIBaHH ITPpU yroTpebara Ha eTpaBHUpPHH (BX. Touka 4.8).
DRESS cunapomsbT ce xapakTepu3npa ¢ 0OpuB, IOBUIICHA TEMIIEPATypa, CO3HHODMIAI U CHCTEMHHU
YCIOXHEHUS (BKIIFOUUTEITHO, HO HE caMO TeKbK 0OpHUB WIIM OOPUB, IPUIAPYKEH C BUCOKA
TemIepaTypa, o010 Hepa3HnoI0KeHHe, yMopa, OOJIKH B MyCKYJIUTE WM CTaBUTE, MEXYPH, OPATHU
JIe31UH1, KOHIOKTHBHT, XETIATUT U €03MHOMMIHs). BpemeTro 1o mosiBaTa 0OMKHOBEHO € OKOJIO

3-6 cenMUIM ¥ U3XOBT B MOBEUYETO CIy4au € OJIAarONpHSITEH MPH MPEyCTaHOBSBAHE HA MPHEMA H CJIE]T
3all04BaHE Ha JIe4eHHEe C KOPTUKOCTEPOHUIN.

[TanuenTure TpsiOBa na ObAAT MHGOPMHUPAHU A2 HOTHPCIT JIEKAPCKA MOMOIL], aKO CE MOSIBSIT TEKBK
00OpUB WM pEaKIMy Ha CBPBXUYBCTBUTEIHOCT. [laliieHTHTE, KOUTO Ca C TUarHOCTHIIMPaHa PeaKIus
Ha CBPBXUyBCTBUTEIHOCT, JOKATO Cca Ha JiedeHue, TpsoBa fa npeycraHossT npuema Ha INTELENCE
BEJHAara.

3abaBeHoTO npekpatsane Ha Jiedenneto ¢ INTELENCE, ciieq nmosiaTa Ha TeXbK 00pHB, MOXKE J1a
JIOBEJIC JI0 )KUBOTO3aCTpAIlIaBaIlla PEaKIHsl.

[MarueHTH, KOUTO ca CIPEeNH JICYSHUETO MOPaJIN PEaKIMy Ha CBPbXUYBCTBUTEIHOCT, HE TPSAOBA 13
noguossBart Jiedenuero ¢ INTELENCE.

O6pus

CrnoO1aBar ce ciiyuau Ha oOpHB Mpu ynorpedarta Ha eTpaBupuH. Haii-uecTo 00OpUBBT € JieK J10
yMepeH, Bh3HHKBA Ha BTOpAaTa CEIMUIIA OT TeparuaTa U pSAKo ce cpera cies cenmuiia 4. OOpuBbT
OOMKHOBEHO CE CaMOOTpaHWYaBa M KaTo ISJI0 OTIIYMsBa B paMKUTE Ha 1-2 ceMuIy npu
npoabsbkaBaHe Ha Tepanusta. Koraro mpeanucsat INTELENCE Ha xeHu, nekapute TpsOBa 1a 3HaSAT,
4e 4ecToTaTa Ha OOPHBH € TI0-BUCOKA IPH JKEHHU (BXK. Touka 4.8).

HCJII/IaTDI/IT-IHa DomyJIanusa

[Ipu nena, KouToO HE MOTAT Jia TIIBTHAT TabaeTkara(uTe) 1suTa(Ienn), Ts(Te) MOXKe Jia ce pa3TBOPST B
TeyHocT. ToBa TpsiOBa Jla ce uMa MPEABK]L CaMO aKo JETETO € B ChCTOSHHUE Jla MPUEME LisjIaTa 1034,
ChIbprKalia ce B Tabnerkara(ure), ¢ TeuHocTTa (BXK. Touka 4.2 u 6.6). 3HaueHNETO Ha IPHEMAHETO Ha
s1aTa 103a TpsioBa Ja ce 00sICHU Ha JAETETO U JIUIETO, KOETO Ce TPHXKH 32 HETO, 3a JIa ce n30erHe
TBBPJIC HUCKA SKCIIO3MIIMS U JIUIICA Ha BUPYCOJIOTHYEH OTroBop. B citydaii Ha cbMHEHHE, Y€ AETETO
1e MPUEMe 11s71aTa 1033, ChbpiKallla ce B TadjieTkaTa(uTe), AUCreprupana(i) B TCUHOCTTA, TPSAOBA J1a
ce TIOMUCIIY 32 JICYSHHE C IPYT aHTUPETPOBUPYCEH MPOIYKT.

Crapuecka BB3pacT

OnuTeT Npu repuaTpuuHu NALMEHTH € OTpaHuyeH: NpH npoyusanusa Paza 11, 6 manueHTH Ha BB3pacT
65 roaMHM WK NIOBeYe M 53 MAIlMeHTH Ha Bb3pacT MEXay 56 u 64 ToauHu ca MpHeMajll €TPaBUPHH.



Buabt 1 yectoraTa Ha HEXXEAHUTE PEAKIIUK [TPH NAIIMEHTH Ha BB3PacT > 55 roJlMHM ca CXOJIHU ¢
TE3H TPHU MTO-MJIATH TaIueHTH (BXK. Touku 4.2 11 5.2).

bpemenHocT

Karo ce nma mpeaBun nmoBHIieHaTa eKCIO3UIMS HA €TPAaBUPHH 10 BpeMe Ha OpeMeHHOCT, TpAOBa /1a
ce O0pBIIa CIEeIMAaTHO BHUMAaHKE MTPH TE3U OPEMEHHH MAI[MCHTKH, TIPH KOUTO ca HEOOXOIUMU
CHITHTCTBAIIN JICKAPCTBEHH MPOAYKTH WM UMAT CHITHTCTBAIIH 3a00IBaHMUs, KOUTO MOTAT
JOITBTHATEITHO /12 TIOBHINAT EKCTIO3UITUATAa Ha €TPABUPHH.

IlanueHTy ¢hC ChILTCTRAIIN 3a00/19BaHUs

Yeprodpobro yspedicoane

ETpaBupun ce metabonu3upa v eTMMUHHAPA TTIABHO Upe3 YepHHS APOO U Ce CBbP3Ba BbB BUCOKA
CTEIEH C IUIa3MEHHUTE MPOTeHHN. MoraT Jja ce 04akBaT e()eKTH OT EKCIO3UIUATA Ha HECBBP3aHOTO
JIEKapcTBO (HE ca MPOyYEHH) 1 3aTOBA CE MPETOPhYBa IIOBUIIEHO BHUIMAHUE P MAIMEHTH C YMEPEHO
4epHOAPOOHO yBpexaaHe. Hsima npoy4BaHus Ha €TpaBUPHH NPH MALUECHTH C TEKKO YSPHOAPOOHO
yBpexaane (Kiac C mo Child-Pugh) u 3aroBa ynmorpebarta My He ce mpenopbyuBa Ipy Ta3u rpyma
MManueHTH (BX. TOUKd 4.2 1 5.2).

Koungexyus ¢ HBV (xenamum B supyc) unu HCV (xenamum C supyc)

Tps0Ba 1a ce MposIBY MOBHIIIEHO BHUMAHUE NP MAIIUCHTH, ¢THOBPEMEHHO HH(PEKTUPAHH C BUPYCUTE
Ha xeratuT B wnn C, mopaau orpaHrYeHUTe HATHYHU JaHHU ToHacTosmeM. He e u3kioueH
MOTEHIIMAITHO YBEIUYEH PUCK OT MOBUIIIEHUE HA YEPHOAPOOHUTE CH3UMHU.

Tezno u memabonumuu napamempu

ITo Bpeme Ha aHTHPETPOBUPYCHA TEpANUs MOKE J]a HACTBIIX yBEIMYAaBAHE HA TErJIOTO U HA HUBATa Ha
JTUMAJATE U TII0K03aTa B KpbBTa. TakuBa MpOMEHH JI0 M3BECTHA CTETICH MOTraT Jia ObJIaT CBBpP3aHU C
KOHTpOJIa Ha 3200JIIBaHETO U HauWHA Ha KUBOT. OTHOCHO JINTTUANTE, B HIKOU CIIy4ad UMa
JI0Ka3aTeNICTBA 32 €PEeKT Ha JICUEHHETO, JIOKATO OTHOCHO YBEIIMYaBaHETO HA TETJIOTO, HSIMa TBHPIN
JI0Ka3aTeJICTBa, KOUTO Jia CBHP3BAT TOBA C HAKAKBO KOHKPETHO JIeUeHHE. 3a MpocieasiBaHe Ha
JIMMIAUTE U TIII0KO03aTa B KPBBTA CE IIPABU CIPaBKa C YCTAHOBEHUTE HACOKHU 3a JieueHue Ha HIV.
JlunmuauTe HapymeHus TpsiOBa Aa ce JIEKyBaT 10 KIMHUYHO TIOIXO/SII HAuWH.

CuHIpOM Ha MIMYHHA PEAKTHBALIUS

[pu nadexrupanu ¢ HIV mamuenTy, ¢ Texxka IMyHHA HEIOCTATBYHOCT KbM MOMEHTA Ha 3aIio4BaHe
Ha KOMOMHUpaHa aHTHpeTpoBUpycHa Tepamnus (KAPT), Moxke /1a Bb3HHKHE BB3MAIUTEIHA PEaKIHs
KbM aCUMIITOMHH WJIM OCTaThYHU ONOPTIOHUCTHYHU MATOTE€HH, KOATO J1a TOBEJE 10 CEPUO3HU
KIIMHUYHU CHCTOSHUSI WIIH BIIOIIaBaHe Ha cumntoMuTe. OOMKHOBEHO MOJO0HH PeaKIiuu ce
HaOII0aBaT Ipe3 MBPBUTE CEAMUITH WM Mecelu cien 3armouBaneTo Ha KAPT. CroTBeTHH TpuMepH
ca PeTHHHT, IPUYMHEH OT LIUTOMETAIOBUPYC, TeHEPATU3UPAHH W/WIIK (POKATHN MUKOOAKTEpUAITHU
nH(eKIH, 1 THEBMOHHMS, IPUYMHEHa oT Pneumocystis jiroveci. Bcuuku Bp3naauTeTHi CHMITOMU
TpsiOBa 1a OB/IAT OIICHEHH U aKo ce Halara Jia ObJie Ha3HA4YeHO JIeYeHHe

B ycrioBusiTa Ha UMyHHA peaKTUBAIUS cE€ ChOOIaBa ChIO 32 PA3BUTHE HA aBTOUMYHHH HApYIICHUS
(xaro 6oect Ha Graves ¥ aBTOMMYHEH XE€IaTUT); o0ade BPEeMETO J0 HACTHIIBAHETO UM, KOETO Ce
ChOOIIaBa € MO-MPOMEHJIMBO U TE3U CHOUTHS MOXE Ja Ce CIy4aT MHOTO MECEIIU cJie]| 3all04BaHe Ha
JeyeHuero (BK. Touka 4.8).

OcTeoHekposa

Brrpeku ue eTnoniorusra ce cMsATa 3a MHOTO(aKTOpHa (BKIIFOUUTEITHO yIoTpeOa Ha
KOPTUKOCTEPOH/TH, KOHCYMAITHsI Ha aJTKOXOJI, TEKKa IMYyHOCYIPECHs], IO-BHCOK MHJICKC Ha TeJlecHaTa
Maca), Ciiydad Ha OCTEOHEKpOo3a ce ChoOIaBaT Hail-Bede MpH NaIueHTH ¢ Hanpearano HIV
3a00JIIBaHEe W/WITK TPOIBIDKUTEITHO MIPIIOKEHNE Ha KOMOMHUPaHa aHTHPETPOBUPYCHA TEPaITUs



(KAPT). ITaruentute TpsiOBa ga OBAAT CHBETBAHH J1a THPCAT JEKapCKa KOHCYJITAITNSA, aKO U3ITUTBAT
CTaBHHU OOJIKM, CKOBAHOCT Ha CTABHUTE WJIM 3aTPYJAHEHHS NIPH JIBUKCHUE.

BzaumoeiicTBHE ¢ ICKAPCTBEHU IIPOIYKTH

He ce npenoppuBa koMOMHIpaHE HAa €TPABUPHUH C TUIPAHABUP/PUTOHABUP, TIOPAAN U3PA3EHO
(hapmakokrHeTUUHO B3aumoJieiicTue (76% Hamanssane Ha AUC Ha eTpaBUpHH), KAKTO U
3HAYUTEITHO HaMaJIsIBaHE Ha BUPYCOJIOTHIHUS OTTOBOP KbM €TPaBUPHH.

KomOuHanusiTa Ha €TpaBUPHH C JaKJIaTaCBUp, aTa3aHaBUP/KOOUIIUCTAT WIH AapyHaBUP/KOOUIIHCTAT
HE ce mpenopbuBa (BK. Touka 4.5).

3a JOIIBJIHUTCIIHA I/IH(bOpMaL[I/ISI OTHOCHO B3aUMOJICHCTBHS C JICKApPCTBCHU MMPOAYKTU BUIKTC TOUKA 4.5,

HemonocnMMOCT KbM JIAKTO3a M JIaKTa3€H AehUIIAT

INTELENCE 25 mg mabaemxu

Bcesika Tabnerka cpabpika 40 mg makTo3a MoHOXHpAT. [lanineHTH ¢ peku HacIeACTBeHN IPOOIeMu
Ha HETIOHOCHMOCT KbM TaJlakTo3a, Lapp makTa3zeH MeUIUT WK TIIFOK030-TalaKTO3HA ManadCcopOHs
He Tps0Ba /1a mpreMaT TOBa JIEKapCTBO.

INTELENCE 100 mg mab6aemku

Bcesika Tabnerka cpabppixka 160 mg nakro3a Mmonoxuapart. [lanueHTy ¢ peiku HacIeICTBEHU POOIEMH
Ha HEIMIOHOCUMOCT KbM TajlakTo3a, Lapp nakTa3zeH Ne(UIUT WK MIFOK030-TaJlakTO3Ha ManabcopOorust
He Tps0Ba Jia IpHEeMaT TOBa JICKAPCTBO.

45 BzauMmoneiicTBHE ¢ APYTd JeKAPCTBEHH MPOAYKTH U APYrd opMu HA B3auMo/IelicTBHE

HeKaDCTBeHH OPOAYKTH, KOUTO MOBJIMABAT CKCIIO3UNMUATA HA CTPABUPHUH

EtpaBupun ce merabonuzupa upe3 CYP3A4, CYP2C9 u CYP2C19, ¢ nocnensanio riitoKypoHHpaHe
Ha MeTabonuTuTe OT ypuauH audocdar riaokyponunrpancdepasa (UDPGT). JlekapcTBeHu
nponykTH, kouto neaynupatr CYP3A4, CYP2C9 unn CYP2C19, morar aa ysenn4ar KIupbHCa Ha
€TpaBHpPHH, C TIOCJIEBAIIO MOHIKaBaHE Ha MJIa3MEHUTE KOHIIEHTPAllUY Ha €TPaBUPHH.
EnHOBpeMEHHOTO MPUIIOKEHHE Ha €TPAaBUPHH M JIEKapCTBEHH MPOAYKTH, KonuTo naxuoupat CYP3A4,
CYP2C9 unu CYP2C19, moke Aa NOHMKU KJIUPBHCA HA €TPAaBUPUH U Aa JOBEAC 10 MOBUILABAHE HA
IJIa3MEHUTE KOHIIEHTpaIUK Ha €TPaBUPHH.

JlekapcTBEHN IPOAYKTH, KOUTO CE MOBJIMBAT OT yHoTpedara Ha eTpaBUPUH

EtpaBupun e cnab uagykrop Ha CYP3A4. EnnoBpeMeHHO IpUIIOKEHHNE HA €TPABUPHH C JIEKaPCTBEHU
MPOAYKTH, OCHOBHO MeTabonu3upanu upe3 CYP3 A4, moxe 1a noBeae 10 MOHMKaBaHE HA
IJIa3MEHNUTE KOHIIEHTPALMY Ha TE3M JIEKapCTBEHU NMPOIYKTH, KOETO MOXKE J1a HAMaJI WU ChKpaTH
TEXHUS TEPAIIEBTHUYCH SEKT.

EtpaBupun e cnad naxudurop Ha CYP2C9 u CYP2C19. Cpio Taka eTpaBUpHH € c1ad MHXUOUTOp Ha
P-rauxonporenHa. EMHOBpeMEHHO NPUIOKEHHE C JIEKapCTBEHH MIPOAYKTH, OCHOBHO METa0O0IM3UPaHU
ype3 CYP2C9 i CYP2C19 unu Tpancnoptupanu oT P-rmukonpoTenHa, MoXe Ja T0BeAe 10
MTOBHINIEHH IJTAa3MEHU KOHIIEHTPAIMU Ha TE3U JIEKAPCTBEHH MPOAYKTH, KOETO MOXKE Jla 3aCHITH FITH
YIBJDKH TEXHUSI TepaneBTUUeH eeKT, Wiu Aa N3MEHH TeXHHUS NPOQHII HA HeXEJaH! ChbOUTHSI.

W3BecTHN U TEOPETUYHN B3aNMOIEHCTBUS ¢ N30paHN aHTHPETPOBUPYCHH CPEJICTBA U He-
AHTHUPETPOBUPYCHH JIEKAPCTBEHHU NMPOAYKTH ca n30poeHu B Tabimna 2. Tabnuuara He € u3uepnaTeita.

Tabnuna Ha B3aMMOICHCTBUSTA

BsanmogeiicTBuaTa MEX Iy €TpaBUPHH U €THOBPEMEHHO MPHUJIAraHu JIEKAPCTBEHU MIPOAYKTHU ca
n30poeHu B Tabumia 2 (HapacTBaHETO € 03HAUEHO ¢ ““1”, HaMaJIeHUEeTo ¢ ““|”, OTChCTBUETO HA
poMmsiHa ¢ “«>”, He e omnpenaeneHo ¢ ,,HO”, moBepurenHusaT uaTepsa ¢ ,,J11).




Tadanua 2: B3aumoeiicTBHSI H NPEeNOPBHKH 32 J03MPOBKA ¢ APYTH JIEKAPCTBEHH MPOAYKTH

JlekapcTBeHH NPOAYKTH

EdexTn BbpXy jJekapcTBeHHTE HUBA

IIpenopbKU OTHOCHO

MO TepaneBTHYHH CpenHo oTHOLIEHHE HA HAW-MAJIKHTe €THOBPEMEHHO
odJsiacTn KBaJApaTu NPHJI0KEHHE
(90% AH; 1,00 = Be3 edekr)
AHTUUMH®EKIIMO3HA
AHTHPETPOBUPYCHH
NRTIs
Jnmano3ua NUTaHO3UH He ce nabmronaBa
400 mg BegHBXK AUC < 0,99 (0,79-1,25) 3HAYUTENICH €CKT BBPXY
JTHEBHO Cmin HO (hapaMaKOKMHETUIHUTE
Cmax <> 0,91 (0,58-1,42) rmapaMeTpyu Ha IUIaHO3HH
€TpPaBUPUH erpaBupuH. INTELENCE u
AUC & 1,11 (0,99-1,25) IHUIaHO3MH MOrarT Ja ce
Cmin < 1,05 (0,93-1,18) yHoTpeOsiBaT 0e3 afganTupaHe
Cmax < 1,16 (1,02-1,32) Ha J103ata.
Tenodosup TeHO(QOBUP He ce nabnronasa

Jqu3onpokcui 245 mg
BEJIHBXK JTHEBHO?

AUC < 1,15 (1,09-1,21)
Cmin T 1,19 (1,13-1,26)
Crmax 1 1,15 (1,04-1,27)
€TpaBUpHH

AUC | 0,81 (0,75-0,88)
Crmin | 0,82 (0,73-0,91)
Crmax | 0,81 (0,75-0,88)

3HAYUTEJICH €PEKT BHPXY
(hapMaKOKUHETUIHUTE
rapamMeTpy Ha TCHO(OBUP U
erpaBupuH. INTELENCE u
TEeHO(OBHUpP MOTar ja ce
yHoTpeOsiBat 6e3 agantupaHe
Ha J103aTa.

Hpyru NRTIs He e mpoyueno, Ho He ce ouakBat jgekapcTBern | INTELENCE mosxe na ce
B3aiiMoIeficTBHA Ha 0a3aTa HA TEPBUYHHS ynotpebsBa ¢ Tezu NRTIs
peHaneH T Ha enmuMuHupane 3a aqpyru NTRIs | Ge3 agantupane Ha no3ara.
(Hanp. abakaBUp, EMTPULIUTAONH, JTAMUBYAMH,

CTaBYAMH M 3UJIOBYAMH).
NNRTIs

Edasupenin He ce nabroaBsa 1mossa oT KOMOMHUpAHE Ha He ce npenopbuBa

HeBupanun nBa NNRTIs. EnnoBpeMenHa ynoTtpeba Ha eHOBpeMeHHa ynorpeba Ha

Punnusupux eTpaBupuH ¢ edaBupenn wiu Hesupanud Mmoxe | INTELENCE c npyru
Jla IPUYUHA 3HAYUTEITHO MTOHIKCHUE Ha NNRTIs.

IU1a3MEHaTa KOHIEHTPalus Ha €TPaBUPUH U
HaMaJsIBaHE Ha TepareBTHYHMS eeKT Ha
€TpaBUpUH.

EnnoBpemenHara ynotpeda Ha eTpaBUpHH ¢
PWINUBUPUH MOKE 1a IPUYHHU OHIKEHHUE Ha
IUIa3MeHaTa KOHIEHTPAIHsI Ha PUIITUBUPUH U
HaMaJsIBaHE Ha TEPaNeBTHYHUS e(heKT Ha
PWIMHBUPUH.

HIV IIpomeasnu unxubumopu (PIS) - Henomenyupanu (m.e. 6e3 eonogpemenna ynompeba Ha HUCKA 003a

pumonasup)

WNupunaBup

EnnoBpemenHaTta ynotpeba Ha eTpaBHpHH C
MHAWHABUP MOXeE J1a IPUINHN 3HAYUTEITHO
MTOHMKEHNE Ha TUTa3MeHaTa KOHIIEHTpaIys Ha
WHJIMHABUP ¥ HAMaJIsBaHE HA TePareBTUIHUS
e(eKT Ha MHUHABHP.

He ce npemnopbuBa
eHOBpeMeHHa ynorpeba Ha
INTELENCE c naanHaBup.

HIV Pls - llomenyupanu c 1

UCKa 003a pumMoHasup)

ATa3zanaBUp/pUTOHABU

p
300/100 mg BeaHbRK
IIHEBHO

aTa3aHaBUp

AUC | 0,86 (0,79-0,93)
Crin | 0,62 (0,55-0,71)
Crmex <> 0,97 (0,89-1,05)
eTpaBupuH

AUC 1 1,30 (1,18-1,44)
Crmin 1 1,26 (1,12-1,42)
Crmex 1 1,30 (1,17-1,44)

INTELENCE u
aTa3aHaBHpP/PUTOHABHP
Morar Jia ce ynorpe0sBar 6e3
amanTupaHe Ha J103aTa.




JapyHaBup/puTOHaBHp | JapyHaBHD INTELENCE n
600/100 mg nBa mbTH AUC < 1,15 (1,05-1,26) JapyHaBHp/pUTOHABHP MOTAT
JTHCBHO Cmin < 1,02 (0,90-1,17) Ia ce yrmorpeOsBaT 0e3
Cmax < 1,11 (1,01-1,22) aJlanTHpaHe Ha J103aTa.
eTpaBUpPUH (px.TOuka 5.1).
AUC | 0,63 (0,54-0,73)
Chin | 0,51 (0,44-0,61)
Crax | 0,68 (0,57-0,82)
dozammpeHaBup/ aMIpeHaBHUpP AMnpeHaBUp/pUTOHABUD U
PUTOHABHD AUC 1 1,69 (1,53-1,86) (ho3amMmpeHaBUp/pUTOHABHUP
700/100 mg mBa IbTH Cmin 11,77 (1,39-2,25) MOTraT 13 U3UCKBAT
JTHEBHO Cmax 1 1,62 (1,47-1,79) HaMalsBaHe Ha J103aTa MPH
eTPaBUPHH eTHOBpEMEHHA yIoTpeba ¢
AUC «? INTELENCE. 3a
Chin ©? HaMaJIsIBaHE Ha Jj03aTa MOXKe
Crax «? J1a Ce M3MOMI3Ba TIEPOPATHUST
pas3TBoOP.
JlonmuHaBUP/pUTOHABH | JOLIHHABHP INTELENCE u nonuaaBup
p AUC « 0,87 (0,83-0,92) /pUTOHABHP MOTAT Ja ce
(TabmetH) Cmin | 0,80 (0,73-0,88) yHoTpeOsiBaT 0e3 agantTupaHe
400/100 mg nBa mbTH Cmax <> 0,89 (0,82-0.96) Ha J103aTa.
JHEBHO STPaBUPHH
AUC | 0,65 (0,59-0,71)
Cmin | 0,55 (0,49-0,62)
Cmax | 0,70 (0,64-0,78)
CakBuHaBUp/ CaKBMHABHP INTELENCE u cakBuHaBUp
PHUTOHABHD AUC < 0,95 (0,64-1,42) /pUTOHABHp MOTar Jia ce
1 000/100 mg nBa Cmin | 0,80 (0,46-1,38) ynoTpebsiBar 6e3 agantupaHe

II'bTH JTHCBHO

Crnax <> 1,00 (0,70-1,42)
eTpaBupHH

AUC | 0,67 (0,56-0,80)
Cmin | 0,71 (0,58-0,87)
Crnax | 0,63 (0,53-0,75)

Ha Jo3ara.

TunpaHaBup/pUTOHABHD
500/200 mg nBa mbTH
JTHEBHO

TUOPaHABUP

AUC 11,18 (1,03-1,36)
Crin 1 1,24 (0,96-1,59)

Crmax 1 1,14 (1,02-1,27)

€TpaBUpHH

AUC | 0,24 (0,18-0,33)
Cumin | 0,18 (0,13-0,25)

Crax | 0,29 (0,22-0,40)

He ce nmpenopbusa
eTHOBpEMEHHa yrmoTpeba Ha
THITPAHABUP/PATOHABUD U
INTELENCE

(Bk.TOUKa 4.4).

HIV Pls - llomenyupanu c x

obuyucmam

ArtazanaBup/KoOuIMCTaT
HapyHaBup/koOHIHCTAT

He e mpoyueno. EqHoBpeMeHHOTO TpHIIOKEHNE
Ha CTPABHPHH C aTa3aHaBUP/KOOHIMCTAT HITH
JapyHaBHP/KOOHIIUCTAT MOXKE J1a TOHIKH
uta3MeHnTe KoHIeHTpanuu Ha Pl u/unn Ha
KOOHMIIMCTAT, KOETO MOXKE J1a IOBEZE /10 3aryda
Ha TepaneBTHYEeH e(peKT 1 pa3BUTHE Ha
PE3UCTEHTHOCT.

EnHoBpeMeHHOTO
NPUIIOKEHNE HA
INTELENCE ¢
aTa3aHaBUP/KOOMIMCTAT HITH
JapyHaBUp/KOOUIMCTAT HE
ce MpernopbyBa.




CCR5 - Aumazonucmu

Mapasupoxk
300 mg nBa mbTH
JTHEBHO

MapaBupok/mapyHaBu
p/puTOHaBHUP
150/600/100 mg nBa
I'BTH THEBHO

MapaBUPOK

AUC | 0,47 (0,38-0,58)
Chmin | 0,61 (0,53-0,71)
Cmax | 0,40 (0,28-0,57)
CTpaBUPUH

AUC < 1,06 (0,99-1,14)
Chin < 1,08 (0,98-1,19)
€Cmax < 1,05 (0,95-1,17)
MapaBHpoK™*

AUC 13,10 (2,57-3,74)
Chin 1 5,27 (4,51-6,15)
Cmax T 1,77 (1,20-2,60)

* cpaBHEHO ¢ MapaBHUpoK 150 Mg 1Ba mbTH
JTHEBHO

[IpenoprunTennaTa no3a 3a
MapaBHPOK, KOTaTo €
komOunupan ¢ INTELENCE
u c PI), e 150 mg nBa neTH
JTHEBHO, C U3KJIIOYEHHUE Ha
(ho3aMnpeHaBUp/pUTOHABUD,
KOHTO HE CE MPENopBUBaT C
mapaBupok. He e
HE00X0/IMMO aJanTHpaHe Ha
nosara 3a INTELENCE. Bx.
Touka 4.4

Fusion-unxubumopu

Endysutpun
90 mg nBa mbTH
JTHEBHO

€TpaBupun*
AUC «?

Con <>*

Konuenrpanusra Ha eHQYBUTPH] HE €
NPOYyYeHa U HE Ce OYaKBa e(eKT.

* Da3upaHo Ha TOMYJIAIMOHHHU
(bapMaKOKMHETHYHH aHATH3H

He ce ouakBa
B3aiiMOJIcHCTBHE 32
INTELENCE unu
eHdyBuTpUA, IpH
€THOBPEMCHHO TIPIIIOKCHHE.

Huxubumopu Ha mpancgepa na unmezpasnama gepuea

HomyterpaBup
50 mg BegHBXK THEBHO

Homyrerpasup +
JIapyHaBUDP/PUTOHABHP
50 mg BeHBX JHEBHO +
600/100 mg nBa mbTH
JTHEBHO

Homyrerpasup +
JIONIMHABUP/PUTOHABUD
50 mg BBIAHBK THEBHO +

AOJYTCTIrpaBup

AUC | 0,29 (0,26-0,34)
Cmin | 0,12 (0,09-0,16)

Crnax | 0,48 (0,43-0,54)

eTpaBupuH

AUC «?

Chin <

Cmax <2

HONyTerpaBup

AUC| 0,75 (0,69-0,81)
Cuin | 0,63 (0,52-0,77)
Crmax | 0,88 (0,78-1,00)
€TpaBUpHH

AUC <2

Chin <

Crax ©?

[10yTerpaBup
AUCo 1,11(1,02-1,20)
Cumin 1 1,.28 (1,13-1,45)

ETpaBupHH 3HA4UTEITHO
HaMasBa IJIa3MEHUTE
KOHIICHTPALX Ha
nonyterpaBup. EQexTsT Ha
€TPaBUPUH BBPXY
TUIa3MEHUTE KOHICHTPAIUU
Ha JIOJTyTerpaBup HaMalsiBa
P €HOBPEMEHHO
NPUIOKEHUE HA
JlapyHaBHUP/PUTOHABUP MIIH
JIOIMHABUP/PUTOHABUP, U CE
oYakBa Jia ObJic HAMAJIeH 1
OT aTa3aHaBUP/PUTOHABHD.

INTELENCE tpsi0Ba na ce
M3M0JI3Ba 3a€(HO C
JIOJIyTErpaBUp Camo Ipu
€/IHOBPEMEHHO NPUIIOKECHHUE
C aTa3aHaBHP/PUTOHABUP,
JlapyHaBUpP/PUTOHABHP, WU
JonMHAaBHp/puTOHaBHUp. Tazn

400/100 mg nBa mbTH Cmax < 1,07 (1,02-1,13) KOMOMHAIHS MOXe J1a ce
JTHEBHO €TpaBUpUH n3M0I3Ba Oe3 ajanTupaHe Ha
AUC -2 Jo3ara.
Chin <
Cax <
Panrerpasup paiTerpaBup INTELENCE u panterpaBup

400 mg nBa IbTH
JIHEBHO

AUC | 0,90 (0,68-1,18)
Crmin | 0,66 (0,34-1,26)
Crmax | 0,89 (0,68-1,15)
eTpaBupyH

AUC < 1,10 (1,03-1,16)
Crnin <> 1,17 (1,10-1,26)
Crmax < 1,04 (0,97-1,12)

Morar Jia ce ynorpe0sBar 6e3
aJanTUpaHe Ha J103aTa.

10




AHTUAPUTMUWYHHU CPEJACTBA

Jurokcun
0,5 mg eauHUYHA 1032

AUTOKCHH

AUC 1 1,18 (0,90-1,56)
Cmin HO

Conax 1 1,19 (0,96-1,49)

INTELENCE u auroxcun
MOTaT Jia ce ynorpeosBat 6e3
aJlanTHpaHe Ha J103aTa.
[IpenopbuBa ce HUBaTa Ha
IUTOKCHUH Ja ce
MOHHUTOPHPAT, KOraTo
JTUTOKCHH ce KOMOWHUPA C
INTELENCE.

Awmuonapon He e mpoyueno.Ouaksa ce INTELENCE na [IpemopruBa ce MOBHIIICHO
Bermpuamn TTOHMXY TUTa3MEHAaTa KOHIICHTPAIU Ha Te3H BHHMaHHE, a 32
Jwmsormmpamun AHTHAPHUTMHUIIH. AHTHAPUTMHUYHUTE CPEICTBA
DrrexanHUT € TIPETIOPHIUTEITHO
JlmpokauH (CUCTEMEH) HaOJIfOIeHNE Ha
MexkcuneTnH TepareBTHYHATa
[Iponadenon KOHLICHTPALHsI, aKO €
XUHUIUH BB3MOKHO, KOTaTO CE
yHOTpeOsiBaT €IHOBPEMEHHO
c INTELENCE.
AHTUBUOTUIIHA
ABUTPOMUIINH He e mpoyueno. Ha 6a3ara Ha mbTs Ha INTELENCE u
JKITBYHOTO SIMMUHUpAHE HA a3UTPOMUIINH HE A3UTPOMHIIAH MOTaT Ja ce
CE 0YaKBaT JIEKAPCTBEHH B3aMMOICHCTBHSA ynoTpeOsiBat 6e3 aganTupaHe
mexy azurpomuiind 1 INTELENCE. Ha J03aTa.
Knapurpomumna KIApUTPOMHUIINH Excno3unmsta Ha
500 mg nBa mpTH AUC | 0,61 (0,53-0,69) KJIAPUTPOMHUIINH Ce
JTHEBHO Cmin | 0,47 (0,38-0,57) HaMalsiBa OT €TPABUPHH;
Cmax | 0,66 (0,57-0,77) KOHIICHTpaLMUTE Ha
14-OH- KJ1apUTPpOMHUIIUH aKTHUBHHUA MeTabomuT 14-
AUC 1 1,21 (1,05-1,39) OH-xnaputpoMuruH odaue
Chmin < 1,05 (0,90-1,22) ca nouieHu. Twit karo 14-
Cmax T 1,33 (1,13-1,56) OH- K1apUTpOMHUIIMH HMa
€TpaBUPUH HaMaJieHa aKTUBHOCT CHPSIMO
AUC 1 1,42 (1,34-1,50) xomiutekca Mycobacterium
Cmin 1T 1,46 (1,36-1,58) avium (MAC), usiocTHara
Cmax 1T 1,46 (1,38-1,56) AKTUBHOCT Cpelly aToreHa
MOJKeE J1a Ce U3MCHU;
CJIEZIOBATEITHO AJITCPHATHBH
Ha KJIAPUTPOMUIIMH TPSOBa
Jla ce MMaT MPEIBU] IPH
neuennero Ha MAC.
AHTHUKOAT'YJAHTH
Bapdapun He e mpoyueno. OgakBa ce eTpaBUpHH Ja IIpenopsbusa ce
HOBUIIH TUIa3MEHATa KOHIGHTpAlMs Ha MEK/1yHapOIHOTO
BapdapuH. HOPMAaJIM3UPAHO
crotHomeHue (INR) na ce
Ha0JII01aBa, KOraTto
BapdapuH ce KOMOMHMpA C
INTELENCE.
AHTUKOHBYJCAHTH
Kapb6amazenun He e npoyueno. Kapbamazenun, penodapouran | He ce mpenopsusa
denobapOuTan 1 ()CHUTOWH CE 0OYaKBa Jia TIOHWKAT KOMOWHUpaHe.
®denuronH IUIa3MeHaTa KOHIEHTPAIMs Ha €TPaBUPHH.
AHTUMUKOTHUIHA
Di1yKoHa3011 QaykoHazon INTELENCE u ¢yxonazomn
200 mg BenHBXK AUC «+ 0,94 (0,88-1,01) Morar Jia ce ynorpe0sBar 6e3
JTHEBHOCYTPUH Chmin < 0,91 (0,84-0,98) aJjanTupaHe Ha J03ata.

Crmax <> 0,92 (0,85-1,00)
€TpaBUPUH

AUC 1 1,86 (1,73-2,00)
Crin 1 2,09 (1,90-2,31)
Cumax 1 1,75 (1,60-1,91)
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Urpakonaszon
Ketokonazon
Ilo3akonazon

He e npoyueno. [1o3akoHa30J1 € MOLIeH
naxuburop Ha CYP3A4 u Mmoxxe 1a yBenu4u
MJIa3MEHUTE KOHLIEHTPALUY HA €TPAaBUPHHA.
HTpakoHa301 1 KETOKOHA30JI Ca MOIIHU

MHXUOUTOPH, a cho U cyocTpaTn Ha CYP3A4.

EnHOBpeMEHHOTO CUCTEMHO MPUIIOKEHHE Ha
UTPAKOHA30JI MIIN KETOKOHA30J M €TPABUPUH
MOJKE 112 YBEJINYH IJIa3MEHUTE KOHICHTPALIUH
Ha eTpaBHpHH. B ChIIOTO BpeMe MmIa3MeHHTe
KOHLICHTPAIIMH Ha UTPAKOHA30JI HIIH
KETOKOHA30JI MOTaT /1a CE TIOHWXAT OT
€TPaBHUpPHUH.

INTELENCE u te3u
AQHTUMHKOTHUIIM MOTaT Jia ce
ynotpe0sBar 0e3 ajantupaHe
Ha Jj03aTa.

Bopukonazon
200 mg nBa mbTH
JTHEBHO

BOPHKOHA30J1

AUC 1 1,14 (0,88-1,47)
Crin 1 1,23 (0,87-1,75)

Crmax | 0,95 (0,75-1,21)
eTpaBUpHH

AUC 1 1,36 (1,25-1,47)
Crmin 1 1,52 (1,41-1,64)

Cumex 1 1,26 (1,16-1,38)

INTELENCE u BopruKOHAa30T
MOTaT Jia ce ynorpeosBsat 0e3
ajlanTHpaHe Ha J03ata.

AHTHUMAJIAPUIHHA CP

EJCTBA

Aptemertep/
Jlymedantpun
80/480 mg, 6 no3u Ha
0, 8,24,36,48 u 60
qac

apTeMETCp

AUC]| 0,62 (0,48-0,80)
Cin 10,82 (0,67-1,01)
Crmax 10,72 (0,55-0,94)
AUXUAPOAPTEMUSUHUH
AUC] 0,85 (0,75-0,97)
Crin | 0,83 (0,71-0,97)
Crmax 10,84 (0,71-0,99)
aymedanTpun
AUC|0,87 (0,77-0,98)
Chmin < 0,97 (0,83-1,15)
CmaxH 1,07 (0,94'1,23)
€TpaBUpHH

AUC — 1,10 (1,06-1,15)
Crnin > 1,08 (1,04-1,14)
CmaxH 1,11 (1,06'1,17)

IIpu exHOBEpMEHHO
MIPUJIOKEHUE Ha
INTELENCE n
apremerep/mymedaHTpUH ce
MIPEnopbYBa CTPUKTHO
npocieisBaHe Ha
aHTUMAaJIApUIHUS OTTOBOD,
ThI KaTO 3HaYUM CIaj B
€KCIIO3MLIUATA Ha apTeMeTep
Y Ha aKTHBHHA My
METaboIUT
JUXUAPOAPTEMU3IUHHH MOXKE
Jla 10BeJie 10 HaMalsIBaHe Ha
aHTUMaJapuiHaTa
eduracHoct. He ce Hanara
ajlaniTUpaHe Ha J103aTa Ha
INTELENCE.

AHTUMHMKOBAKTEPUAJIHU CPEACTBA

Pudamnumma
Pucdanentun

He e npoyueno. OuakBa ce pupaMIunuH 1
pudaneHTHH 1a MOHWXKAT MJ1a3MeHarTa
KOHIIEHTPAIHS HAa €TPaBUPHH.

INTELENCE Ttps6Ba na ce ynorpe0siBa B
KoMOuHanus ¢ noteHiupad PI. Pudammums e
MIPOTHBOIIOKA3aH B KOMOMHAIINS C
noreHupanu Pls.

He ce mpenoppuBa
KOMOHWHHpaHe.

12




Pugabyrun
300 mg BemHBK

ChC cBBp3aH MOTCHIMPAH MPOTEa3eH
HHXUOHTOP:

KomOunanusra ot
INTELENCE c noreHuupas

JTHEBHO He e mpoBexxaHo mpoyyBaHe 3a JEKapCTBCHU MpOTEea3eH HHXUOUTOP U
B3aitMoieiicTBus. B3 ocHOBa Ha McTopuueckn | pudadyTuH, TpsOBa 1a ce
JIAHHHU, MO>KE J]a CE OYaKBa MOHM)KaBaHE Ha ynoTpeOsiBa ¢ TOBUIICHO
eKCIIO3HUIIMSTA Ha ETPABUPHH, JIOKATO 32 BHHMAaHHE TIOpay PUCKa OT
pudaldyTrH 1 MO-KOHKPETHO 32 MTOHMKABaHE Ha
25-O-ge3anermn-prugadbyTHH MOXe 1a ce EKCIIO3HUINATA HA CTPABUPHUH
OYaKBa MOBHUIIABAHE HA EKCIIO3UIIHATA. 1 pUCKa OT MOBHIIIABAHE Ha
EKCTIO3UIINUTE Ha
Bes cBpp3an noTeHIHMpPaH NpoTea3eH pudaldyTuH u
WHXUOUTOP (M3BBH HMPEHIOPHIBAHOTO 25-O-pe3anermn-prugadbyTuH.
MOKa3aHue 3a CTPABHPHH): [IpenopwuBa ce 1a ce ciaeau
pudabytun CTPUKTHO 32 BUPYCOJOTHYCH
AUC | 0,83 (0,75-0,94) OTrOBOD U 33 HEXKEJTAHU
Cmin | 0,76 (0,66-0,87) peaKiuu, CBbP3aHu ¢
Cmax | 0,90 (0,78-1,03) pudabytun. Most, pu
25-O-ne3aneruin-pudadyTiH aJlanTHpaHe Ha 103aTa Ha
AUC | 0,83 (0,74-0,92) pudabyTuH na ce u3mnona3Ba
Cmin | 0,78 (0,70-0,87) uHpopManuATa 32 MPOITYKTA
Cmax | 0,85 (0,72-1,00) Ha CBBbP3aHUs YCHUIICH
€TPaBUPUH MpOTea3eH HHXUOUTOP.
AUC | 0,63 (0,54-0,74)
Cmin | 0,65 (0,56-0,74)
Cmax | 0,63 (0,53-0,74)
BEH30JUA3EINNINHU
Juazenam He e mpoyueno. OgakBa ce eTpaBUpHH Ja Tpsb6Ba na ce obMuCIAT
TIOBHUIIH IJIa3MEHAaTa KOHICHTpalusd Ha AJITCpHATUBU HAa JUAa3€CIiaM.
JiMa3ernam.
KOPTUKOCTEPOUJIHN
Jlekcamera3oH He e npoyueno. OuakBa ce Jekcamera3oH Ja CucteMeH JiekcaMeTa3oH
(cucremen) HOHMKH TUIa3MEHaTa KOHIEHTpALHs Ha Tpsi0Ba J1a ce M3I0J3Ba C
€TpaBUPHH. IIOBHUIIICHO BHUMAHUC UJIN
TpsiOBa J1a ce UMAaT NpPe/IBUL
AIITEePHATHBH, 0COOEHO 3a
JIBJITOCPOYHO MPHIIOKEHHE.
KOHTPALEINITUBU HA BFA3ATA HA ECTPOT'EHHA
Etununectpanuon ETUHIIECTPAINOI Kom6uHarusta ot
0,035 mg BenHBK AUC 11,22 (1,13-1,31) KOHTpAIICTITUBY Ha 0a3aTta Ha
JTHEBHO Chmin <> 1,09 (1,01-1,18) €CTPOTCHH W/HITH
Hopetunapon Cmax 1 1,33 (1,21-1,46) nporectepor u INTELENCE

1 mg BeHBX THEBHO

HOPCTUHAPOH

AUC « 0,95 (0,90-0,99)
Crin | 0,78 (0,68-0,90)
Cmax <« 1,05 (0,98-1,12)

MOJXe Jla ce ynmoTpeOsBa 6e3
aJlaniTUpaHe Ha J03aTa.

CTpaBUPUH
AUC <2
Chin <>*?
Crax ©*
AHTUBUPYCHHU CPEJICTBA C JUPEKTHO JIEMCTBUE BbPXY BUPYCA HA XEINIATHUT C
(HCV)
Pubasupun He e npoyueno, HO He ce ouakBar jekapcTBeHd | KomOuHanmsta ot
B3aUMOICHCTBUS Ha Oa3aTa HAa PEHAIHUS ITBT INTELENCE u pubasupun
Ha eIMMHUHUpaHe Ha pUOaBUPHH. MOXe 1a ce yrnorpebssa 6e3
aJlaniTMpaHe Ha J103aTa.
HaknaracBup He e npoyueHo. EnHoBpeMeHHOTO nipuiiokeHue | EnHOBpeMEHHOTO

Ha €TpaBHUPUH C JaKIaTaCBUP MOXKE Jia MTOHMXKHU
KOHIICHTPpAIMNUTE HAa JaKjIaTaCBUp.

MIPUJIOKEHHE Ha
INTELENCE u naknaracBup
HE ce IPenopbyBa.
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EnGacBup/rpasonpesu
p

He e npoydeno. ETHOBpEeMEHHOTO MPUIOKEHUE
Ha eTPaBUPHH ¢ e16acBUP/TPa3oNpeBUp MOKE
Jla TIOHW)KH KOHIICHTPAIIMUTE Ha eN0acBHp U
rpa3onpeBup, KOETO BOJH 10 HAMAJsIBaHE Ha
TepaneBTHYHUS ePEKT Ha
enbacBUp/Tpa3onpeBup.

EnnoBpemenHoTO
MIPUIIOKEHUE €
MPOTHUBOIOKA3aHO (BXK.
Touka 4.3).

PACTUTEJIHU JIEKAPCTBEHU ITPOJAYKTHU

XKbat kanTapuoH
(Hypericum
perforatum)

He e npoyueno. O4aksa ce XbATUAT
KaHTapHOH Ja MOHWXH TUIa3MeHaTa
KOHIICHTPAIUs Ha eTPaBUPHH.

He ce npenopbuBa
KOMOWHHUpaHe.

HMG CO-A PEAYKTA3ZHH HHXUBUTOPHU

ATopBacTaTHH
40 mg BeIHBK THEBHO

aTOpBACTaTHH
AUC | 0,63 (0,58-0,68)
Cmin HO

Cmax 1 1,04 (0,84-1,30)
2-OH- aropBacraTng
AUC 11,27 (1,19-1,36)
Cmin HO

Cmax 1 1,76 (1,60-1,94)
C€TPaBUPHUH

AUC « 1,02 (0,97-1,07)
Chmin < 1,10 (1,02-1,19)
Cmax <> 0,97 (0,93-1,02)

KomOunamusTa ot
INTELENCE u
aTopBacTaTHH MOXKE Ja Ce
npuiara 0e3 ajganTpaHe Ha
mo3aTa, o0ade mo3aTa Ha
aTOpBacTaTHH MOXeE Ja Ce
HAJI0XH J1a ObJie MPOMEHEHa,
BBb3 OCHOBA HAa KIMHUYHUA
OTrOBOP.

®nyBacTaTUH
JloBactratun
IIpaBactaTun
PozyBacraTun
CuMBacTaTuH

He e npoyueno. He ce ouakBa B3aumonelicTue
MEXXIy IPaBaCTATHH W €TPABUPHH.
JloBacTaTuH, po3yBacTaTHH W CUMBACTaTHH Ca
cyoctparu Ha CYP3A4 u eqHOBpeMeHHA
ynoTpeba ¢ eTpaBUpUH MOXE Ja J0BEIE A0 I10-
HHUCKa Mm1a3MeHa koHnenTpaiust Ha HMG Co-A
penykTasHus nHXuburop. OIyBacTaTHH U
posyBacratut ce metadbosusupar upe3 CYP2C9
U €THOBpPEMEHHA yIoTpeda C eTpaBUpPHH MOXKE
Jla TOBeJie 10 M0-BUCOKA IUTa3MeHa
koHuenrpaius Ha HMG Co-A penykraznus
HHXUOHTOP.

Moxe 1a ce HaloXu
ajlanTUpaHe Ha J103aTa Ha
te3n HMG Co-A peaykra3zHu
HHXUAOHUTOPH.

H2-PELHEIITOPHU AHTATOHUCTHU

Panntngua
150 mg nBa meTH
JTHEBHO

€TpaBUpHH

AUC | 0,86 (0,76-0,97)
Cmin HO

Cunax | 0,94 (0,75-1,17)

INTELENCE moxe na ce
YHOTpeOsiBa eTHOBPEMEHHO C
Ha-penenTopHn aHTarOHUCTH
0e3 ajanTupaHe Ha J03aTa.

HUMYHOCYHOPECOPHU
uxocniopun He e npoyueno. OuakBa ce eTpaBUpHH J1a EnnoBpemenHa ynorpeba
Cuponmnmyc TIOHIDKH TUTA3MEHATa KOHLCHTPALS Ha ChC CHCTEMHH
Taxponumyc IIUKJIOCTIOPHH, CHPOJIUMYC ¥ TaKPOJIUMYC. UMYHOCYTIpECOpH TpsIOBa 1a

Ce M3BBPIIBA C TOBHUIICHO
BHHUMaHHE, 3a1[0TO
IUTa3MeHaTa KOHIIEHTPAIUs
Ha IUKJIOCTIOPHH,
CHPOJIUMYC B TAKPOJIUMYC
MOJKe 112 O'b/ie TTOBIIUSIHA,
KOraTo Te3U JIEKapcTBa ce
yIOTpeOsIBaT €JHOBPEMEHHO
¢ INTELENCE.
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HAPKOTUYHU AHAJITETUIIA

Meranon
MunuBuayanexH no3os
obxBar ot 60 mg 1o
130 mg BemHBK
JIHEBHO

R(-) meTagon

AUC > 1,06 (0,99-1,13)
Cmin < 1,10 (1,02-1,19)

Cmax <> 1,02 (0,96-1,09)

S(+) meranion

AUC « 0,89 (0,82-0,96)
Cmin A 0,89 (0,81-0,98)

Cmax < 0,39 (0,83-0,97)

eTpaBUPUH

AUC <2

Chin ©?

Chax <2

He ce nanarat npoMmeHu B
JI03UpOBKATa Ha METaJ[0Ha,
BB3 OCHOBA Ha KJIIMHUYHUS
CTaTyc MO BpeMe WU CIIel
NepHosa Ha €THOBPEMEHHO
MIPUIIOKEHUE Ha
INTELENCE.

NHXUBUTOPU HA ®OCPOAMECTEPA3A THII 5 (PDE-5)

Cunnenadun 50 mg
eMUHUYHA /1032
Tananagun
Bapnenadun

cuieHadun

AUC | 0,43 (0,36-0,51)
Cmin HO

Cmax | 0,55 (0,40-0,75)
N-ne3mMeTua- cuaeHaduI
AUC | 0,59 (0,52-0,68)
Cmin HO

Cmax | 0,75 (0,59-0,96)

EnnoBpemenna ymorpeba Ha
naxuburopu Ha PDE-5 ¢
INTELENCE, moxe na
HaJIOXK!U aJanTHpaHe Ha
J03aTa Ha MHXHOHUTOpA Ha
PDE-5, 3a nocTurane Ha
KETAHUS KIIMHUYCH e(eKT.

NHXUBUTOPHU HA TPOMBOLIMTHATA AT'PET'AIIUA

Knonunorpen

In vitro manHu Moka3Bart, 4e eTpaBUPUH UMA
nHXuOuTOpHM cBoiicTBa BEpXYy CYP2C19.
CremoBaTeTHO € B3MOXKHO, €TPaBHPHH Ja
MOJKe J1a HHXHOupa MeTaboIm3Ma Ha
KJIOTTUAOTPEI 10 HETOBUS aKTHBEH METa0OJIHT,
upe3 TakoBa naxubupane va CYP2C19 in vivo.
KiauanuHoTo 3HAaueHKME Ha TOBA
B3aMMOJICHCTBHE HE € JOKA3aHO.

Kato npennasna mspka, e
MIPENOPBYNTETHO
€IHOBpPEMEHHA yIoTpeda Ha
€TPaBUPHH U KJIOUAOTPEN
Jla He ObJie IpeICBaHa.

NHXUBUTOPU HA ITPOTOHHATA ITOMITA

Owmernpason
40 mg BeIHBK JHECBHO

€TPaBUpPUH
AUC 1 1,41 (1,22-1,62)
Cmin HO

Crax 1 1,17 (0,96-1,43)

INTELENCE moxxe na ce
npuiara eqHOBPEMEHHO C
MHXUOUTOPH Ha MPOTOHHATA
nomrma 0e3 aganTupaHe Ha
Jo3ara.

CEJIEKTUBHU UHXUBUTOPU HA OBPATHOTO 3AXBAIIIAHE HA

CEPOTOHMHA (SSRIs)

ITapoxceTun
20 mgBenHBK THEBHO

IIApOKCECTUH

AUC < 1,03 (0,90-1,18)
Cumin | 0,87 (0,75-1,02)
Crax < 1,06 (0,95-1,20)
€TpaBUPHUH

AUC < 1,01 (0,93-1,10)
Cmin Ad 1,07 (0,98-1,17)
Cmax <« 1,05 (0,96-1,15)

INTELENCE moxe na ce
mpujiara eTHOBPEMEHHO C
MapoKCeTHH Oe3 aJanTHpaHe
Ha ji03aTa.

a

CpaBHeHI/IeTO € 633HpaHO Ha UCTOPHUYICCKA KOHTPpOJIA.

IIpoyuBanero e nmposeneHo ¢ TeHOGOBHP Au3onpokcu Gymapar 300 mg BeaHBK JHEBHO.
3abenexka: B mpoyduBaHus 3a B3aMMOJEHCTBUS OT TUIIA "JIEKapCTBO-JIEKApPCTBO'" ca M3IOI3BAHH PA3IUIHK (OPMH U/AIN
JI037 Ha €TPaBUPHUH, KOUTO BOAAT JIO CXOJHH SKCIO3UIIMH U CIIE0BATETHO B3aNMOEHCTBYS, BATUIHY 32 eiHa (hopMa, ca

BAIMIHH U 3a JApyraTta.

HCJII/IaTDI/IT-IHa DomyJIanusa

HpquBaHI/m 3a B3aPIMO}.'[eI>iCTBHSITa Ca MpOBCACHU CaMO IIpU Bb3PACTHHU.
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4.6 @epTnanTeT, GPEMEHHOCT U KbPMEHE

bpemenHocT

Karo o6mo npaBmito, Korato ce pemiaBa /ia ce U3M0JI3BaT AHTHPETPOBUPYCHU CPEICTBA 32 JIEUSHUETO
Ha HIV uadexnms nmpu OpeMeHHH K€HH M ChbOTBETHO 3a HaMaJsIBaHE Ha pHUCKA OT BEPTHKATHO
npenaBane Ha HIV Ha HOBOPOJCHOTO, TaHHUTE OT )KUBOTHH, KAKTO U KJIMHUYHUSIT OTHUT TIPU
OpeMEHHH KeHHU TPsIOBa Jla ce B3eMaT 1101 BHUMaHHE, 3a J1a Ce ONpeAeii 0€30IacHOCTTa 3a II0A.

[IpemMunaBane mpe3 mianeHTaTa € HadMoJaBaHO MPH OPEMEHHH ILTHXOBE, HO HE € M3BECTHO AAJH
eTpaBUPHUH MTPEeMUHABA Npe3 IIAICHTTA U MPU OpeMEeHHU KeHHU. M3cnenBanusTa npyu )KUBOTHHA He
MTOKAa3BaT MPEKH WM HEMPEKH BpeIHN e(eKTH 110 OTHOIIEHHE Ha OPEMEHHOCTTA,
eMOPHOHATTHOTO/(ETATHOTO pa3BUTHE, PAKIAHETO WM MOCTHATAIHOTO pa3BUTHE (BXK. Touka 5.3). Bb3
OCHOBa Ha JJAHHUTE NPH KUBOTHH, PUCKBT OT MaJIpOPMAIIK € MaJIKO BEPOSITEH MPH X0pa.
KnuanaanTe nanHN He opakaaT cho0paykeHus 3a 0€30IacHOCT, HO ¢a MHOTO OTPaHUYEHH.

Kspmene

ETpaBupuH ce eKckpeTHpa B KbpMaTa IpHu Xopa.
Karo 06110 npaBuiio ce mpenopbuBa Maiiku, 3apazenu ¢ HIV, na He kbpMsAT OeOeTara CH MPH HUKAKBU
00CTOSITENCTBA, € 1N Ja ce n3berne npenasanero Ha HIV.

DepTunurer

JlumncBat TaHHY IIpU XOpa 3a e(eKTa Ha eTPaBUPHH BbPXY GeprmiureTa. [Ipu mrpxose, HiMa eeKT
BBbPXY YH()TOCBAHETO U (PEPTUIUTETA IIPH JICUCHHE C eTpaBUPUH (BXK. Touka 5.3).

4.7 EdexTu BbpXy cioco0HOCTTA 3a mo¢upaHe H padoTa ¢ MAIIUHA

INTELENCE mnoBnusiBa B Majika CTEIeH CIIOCOOHOCTTA 3a modupaHe u padora ¢ Mamuau. He ca
npoBexaanu npoyusanus Ha edexture Ha INTELENCE BbpXy criocoOHOCTTa 32 mIodupane Uin
pabota ¢ MammHU. Hexkenanu peakuy KaTo ChbHIMBOCT U BEPTHUIO CE CHOOLIABAT MPH MALUEHTH,
JIEKYBaHU C €TPaBUPHH, U TPAOBa J1a ce UMaT NPEIBU/ IIPU OLIEHKATa Ha CIIOCOOHOCTTA Ha MalieHTa
Ja mogupa Wi Ja W3Moa3Ba MaliMHu (BX. Touka 4.8).

4.8 HexenaHu JeKapCTBEHH PeaKIUU

0O06001meH npodu Ha 6€30I1aCHOCT

Hait-gecture (uectora > 10%) HexxemaHu peakiiy OT BCHYKH CTEMIEHH Ha TEKECT, ChOOIIEHH 3a
eTpaBUPHH, ca O0pUB, nUapus, rajeHe u riaBodonue. B npoyusanusara ®aza Il nponeHTsT Ha
MIPEKbCBAHE, BCICACTBUE HA KAKBATO U J1a € HeXKellaHa peakuus € 7,2% mpu MalueHTy, IoJy4aBaliu
eTpaBupuH. Haili-uectara HexxenaHa peakiius, BOJICIIa 0 TPEKbCBaHe, € OOPUB.

Q06006111eHa TA0IUIIA HA HEXKEIAHUTE PEAKLIUU

HesxenanuTe peakiiui, KOUTO ca ChOOIICHH NPH MAIUCHTH, JICKYBaHH C €TPABUPHH, ca 0000IICHN B
Tabnuna 3. HekenanuTe peakiiuu ca M30pOEHH TI0 CHCTEMO-OPTaHHH KIIaCOBE M YecToTa. IIpu BCIKO
TpyNHpaHe B 3aBUCUMOCT OT YECTOTAaTa, HEXKEJTaHUTE PEAKIMU ce M30POsSBaAT B HU3XO AL PE 11O
OTHOIICHUE HA TAXHATA CEPUO3HOCT. YeCTOTHTE ce ONpEeASsIT KaTo: MHOTO yecTH (> 1/10), yecTu

(> 1/100 mo < 1/10) u mewectu (> 1/1 000 g0 < 1/100), peaxu (> 1/10 000 go < 1/1 000) 1 MHOTrO
penku (< 1/10 000).
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Tabauna 3: Hexxemann pPe€aKuuu, Ha0JII0]aBaHH C €TPAaBUPHUH B KIIMHUYIHUTEC UBIIUTBAHUSA U
IPA NOCT-MAPKETUHIOBUSA OIMUT

CucremMo-opranHu Yecrora Hexenanu peakuuu
kjaacoBe (COK)
Hapymenns Ha KppBTa 1 YeCcTH TPOMOOIIMTOTICHNSI, aHEMUS, TIOHWKEH OpOit
muMpHATa crcTeMa HEyTpOohHIH
HEYecTu HamajieH Opoit 6eny KpbBHH KICTKH
Hapymennst Ha IMyHHaTa | 9eCTH JIEKapCTBEHA CBPBXIyBCTBUTEITHOCT
cucremMa
HEYeCTH CHH/IPOM Ha UIMYHHA pEaKTHUBAIIH
Hapymenus na 4eCcTH 3axapeH JuadeT, XUIepPrinKeMusl,
MeTabonn3Ma 1 XpaHeHETO XUTEPX0JIECTEPOIEMHUS, TIOBUIIICHH JIUTIONIPOTEHHH C
Hucka mrbTHOCT (LDL), XummepTpuriauiepuaeMus,
XHUIEPIAUNUACMUS], TUCTUNUACMUS], aHOPEKCHS
Icuxyuann HapyumeHus YECTU TPEBOXHOCT, MHCOMHUS, HAPYIICHNA HAa CbHA
HEYECTH CBCTOSIHUE HA O0BPKBaHe, Ie30pUCHTAIIHS, KOIIMAPH,

HEPBHOCT, a0HOPMHH CHHHMIIIA

Hapyuienust Ha HepBHaTa
cucremMa

MHOT'O YECTH

riraBodoime

4eCcTH nepudepHa HeBpPOIaTus, MapecTe3ns, XUIoeCTe3us,
aMHE3UsI, COMHOJICHTHOCT
HEYeCTH KOHBYJICHSI, CHHKOII, TPEMOP, XUTIEPCOMHHUS,
HapyIIeHHE Ha BHUMAaHUETO
Hapymenus Ha ouunTte 4eCcTH 3aMBIIICHO 3PCHUE
Hapymenus Ha yxoTo u HEYECTH CBETOBBPTEK
nabupuHTa
CbpaeyHy HapyLIeHUs 4eCTH MHOKap/ieH HH(apKT
HEYECTH NPEACHPIHO MBXKJIEHE, CTEHOKApAUS
Cb10BY HapyLICHHS 4ecTH XHIIEPTOHUS
penKu XeMOparuieH HHCYIT"
PecriupaTopHu, TpbIHU U | YECTH 3ayX IpH yCUIIUE
MeIaCTHHATHA HEYECTH OpoHxocnazbpMm
HapyIIeHUs
CroManrHo-4peBHH MHOT'O YEeCTH | JiMapusi, rajicHe
HapyIIeHHs 4eCTH racTpoe3oareanna pediykcHa 6osect, MOBpBILAHE,
KOopeMHa 0oJIka, Io/IyBaHe Ha KopeMma, (aTyIeHIHs,
racTpUT, KOHCTUTIAIIKS, CyXOTa B ycTaTa, CTOMATuT,
TIOBHIIICHA JIUa3a, IOBHUILIEHA aMuiia3a B KPbBTa
HEYECTH MaHKPEaTHT, XeMaTeMe3a, TaJeHe
XenaroOunuapHu YECTH MIOBHUIIIEHA aJlaHWH aMuHOTpaHcdepasa (ALT),
HapyIIeHUs MOBHIIIEHA acnapTar aMmuHoTpaHcdepasa (AST)
HEYECTH XeIaTUT, YepPHOIPOOHA cTearo3a, IUTOIMTHYCH

XCIIaTUuT, XCIaTOMCrajanusa

Hapymenus Ha koxxara u
MOJIKOKHATA ThKaH

MHOI'O 4YECTH

0o0puB

YCCTH

HOIIHM MU3NOTABAHUA, CyXa KOXa, C’I)p6e)K

HEYeCTH aHTMOHEBPOTHYEH OTOK",[IOAyBaHe Ha JHUIIETO,
XUIIEPXUIpPO3a
peaku CHHAPOM Ha Stevens-Johnson?, epurema

myntudopme?

MHOTI'O PEIKU

TOKCHYHA enuiepMaina nekponusa?, DRESS®

Hapymenus Ha 6s0penure
Y MMUKOYHHUTE IbTUIIA

YCCTHU

0B0OpevHa HeAOCTATHYHOCT, IOBUIIIEH KPEATHHUH B
KpPBBTa
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Hapymenwust Ha HEYECTH TUHEKOMAaCTHUS
BB3MPOU3BOUTEIIHATA
CUCTEMa U I'bpJaTa
OO01yM HapyIIeHUS U YEeCTH ymopa
e(exTn Ha MACTOTO Ha

HEYECTH MYJHOCT
TIPUIOKEHUE

Te3u HeXxeNaH! Peakiuy ca HaOIIo1aBaHK B KIMHUYHH M3NUTBaHus, pa3ananu or DUET-1 u DUET-2.
Te3n HeXxemaH! peakIuy ca yCTAHOBEHHU NPU MTOCTMAPKETHHIOBHUS OITUT C €TPABUPHH.

OnuncaHye Ha OTAEIIHN HEXEIIAHU JIEKAPCTBEHU PEAKIINN

Obpus

OOpUBBT € Half-4eCTO JIEK 10 YMEPEH, OOMKHOBEHO MaKyJIO3¢H JI0 MaKyJIONAIyJI03eH HiIH
epUTEeMaTo3eH, Bb3HUKBA MPEITUMHO ITPe3 BTOpaTa CEeAMHUIIA Ha TEPAIHUs U Ce MOSABSIBA HEUECTO CIIE]
cenmuiia 4. B moBeveTo ciaydan 0OOpUBBT ce€ caMOOrpaHUYaBa U OOMKHOBEHO OT3ByYaBa 10

1-2 cepmunu npu NpobIKaBaHe Ha TepanusTa (Bx. Touka 4.4). Yecrorata Ha OOPUBUTE € MO-BHCOKA
TIpH KEHUTE B CPABHEHHE C MBKETE B PAMOTO C €TPaBUPWH B KIIMHWYHAUTE M3nuTBanus DUET
(o6puB > crenen 2 ce crobmrasa npu 9/60 [15,0%] xenu crpsimo 51/539 [9,5%] mbxe;
MPEyCTaHOBSABAHE HA JICUEHUETO Mopaau oopuB ce chobdmana mpu 3/60 [5,0%] sxenu cnpsimo 10/539
[1,9%] mbixe) (Bk. Touka 4.4). Hsama mosioBa pasinka B TEKECTTa MM MPEYCTaHOBSIBAHE Ha
JIeYeHHETO nopaay 00puB. KIIMHUYHKUTE JaHHU ca OrPaHHYCHH M HE MOXKE J1a C€ U3KIJIIOYHU MOBHUIICH
PHCK OT KOXKHH PEaKIMH MPH MallMeHTH ¢ aHaMHe3a 3a KoykHa peakius, cBbp3ana ¢ NNRTI (Bxk.
Touka 4.4).

Memaborumnu napamempu
[To BpeMe Ha aHTUPETPOBUPYCHA TEPAIKS MOXKE JIa HACTHITN YBEIMUaBaHE HA TETJIOTO U HAa HUBATa Ha
JIMITUIATE U TJIF0OKO3aTa B KpbBTa (BK. Touka 4.4).

CuHOpom Ha UMYHHA PeaKmusayus

ITpu HIV uHbekTHpaH# MAlMEeHTH ¢ TeXXKA UMYHHA HETOCTATHYHOCT, KbM MOMEHTA Ha 3all0YBaHE HA
KoMOuHHpaHa anTuperpoBrpycHa tepanust (KAPT), Moxxe 1a Bb3HUKHE BB3MATHUTEIIHA PEAKIIUS KbM
ACHMITTOMHH WJIM OCTaTh4HH OMOPTIOHUCTUYHHU HHpekimn. Cho0IaBa ce ChIlo 3a pa3BUTHE HA
AaBTOMMYHHHM HapylieHus (kato 0onect Ha Graves M aBTOMMYHEH XeMaTHT); 00ade BpeMeTO JI0
HACTBHIIBAHETO UM, KOETO CE ChOOIABa, € MO-MIPOMEHIIMBO M TE3H CHOUTHS MOXKE Jla Ce CIy4YaT MHOTO
MeCeIH CJIe]T 3aI0YBaHe Ha JICUCHNEeTo (BK. Touka 4.4).

Ocmeonexposa

CpoO11eHH ca cirydan Ha OCTEOHEKpOo3a, 0COOCHO MPH NAlMEHTH C OOLIONPUETH PUCKOBH (aKTOPH,
HanpenHano HIV 3a6omnsaBane nin mpoabHKUTETHO IPUIIOKEHNE Ha KOMOMHIpaHa
AHTUPETPOBUPYCHA Tepanus. YecToTaTa Ha T€3U CIIy4au € HeM3BeCTHA (BXK. Touka 4.4).

Iegmarpryna nomyiammd (ot 1 1o mo-mManko ot 18 roauam)

Onenkara Ha 0€301MacHOCTTa MPH JelaTta ¥ IOHOIIUTE Ce OCHOBABA HA JIBE€ KIIMHUYHU U3IUTBAHUS C 1O
enHo pamo. PIANO (TMC125-C213) e kiunnuHo n3nutBane ¢asa |1, mpu xoero 101 nnpexTrpanu ¢
HIV-1 nenuaTpuvan MaiueHTH, JICKyBAaHU TIPS TOBA C aHTUPETPOBUPYCHO JICUCHHUE, HA BH3PACT OT
6 rogunu o nox 18 ronuau nonyvasat INTELENCE B komOuHams ¢ Ipyru aHTHPETPOBUPYCHH
cpencta. TMC125-C234/IMPAACT P1090 e knmanyno m3nutBane ¢asa I/11, mpu xoeto

26 undexrupanu ¢ HIV-1 neguaTpuyau nanueHTH, JISKyBaHH MPEIN TOBA C aHTUPETPOBUPYCHO
JIeUeHHUe, Ha Bb3pacT oT 1 roguna 110 nox 6 rogunu nmonydasat INTELENCE B komOuHaius ¢ qpyru
AHTUPETPOBUPYCHHU cpeacTBa (BkK. Touka 5.1).

B PIANO u TMC125-C234/IMPAACT P1090 uyecroraTa, BUIBT U TEKECTTA HA HEXKETAHNUTE PEAKIINU
MpU TeTUaTPUYHY NAIMEHTH ca CPaBHUMH C Te3U, Habmogasanu npu Be3pactHute. B PIANO o6pus
ce choOIIaBa Mo-4eCcTo NpU MOMHYETa, OTKOJIKOTO IIPU MOMUETa (32 0OpHB > cTeleH 2 ce cho0Iana
nipu 13/64 [20,3%] momudeta cnipsimo 2/37 [5,4%] MoMueTa; 3a mpeKkpaTsIBaHe B pe3yiITaT Ha OOpUB
ce chobmara mpu 4/64 [6,3%] momuuera cripsimo 0/37 [0%] momueTa) (Bxk. Touka 4.4). OOpUBHT €

18



Half-4ecTo JIeK JI0 yMepeH, OT MaKyJI03eH/IayI03eH THIT ¥ Bh3HUKBA IPE3 BTOpaTa CeIMUIIA OT
tepanusaTa. OOpUBHT 0OMKHOBEHO CE€ CAMOOTPAHMYABA U KAaTO ISJI0 OTIIYMSBA B pAMKHTE Ha
1 cepmuIia py NPOABIDKABAHE HA TEpaIUsTA.

B erHO MOCTMAapKETHHIOBO PETPOCTIEKTHBHO KOXOPTHO MTPOYYBaHE, IPOBEICHO C LEJT IIOTBBP)KJaBaHEe
Ha JBJITOCPOYHHUS MPOQHIT Ha OE30TaCHOCT Ha €TPAaBUPHH IIPH 1ela 1 roHommw, nadekTupanu ¢ HIV-1,
noxyuaBanm erpaBuput ¢ apyru HIV-1 antuperposupychu cpenctsa (N = 182), cunapom Ha
Stevens-Johnson ce noknanasa ¢ no-roysima yectora (1%) OTKOIKOTO B KIMHUYHHUTE H3MUTBAHUS IIPH
BB3pactan (< 0,1%).

Jpyru crienyaaiHy IomyJIaluu

IHayuenmu, xoungexmupanu c xenamum B u/unu xenamum C eupyc

B c6opuus ananuz Ha DUET-1 u DUET-2, yectoTara Ha 4epHOAPOOHHUTE CHOUTHUSI KIIOHU KBbM TIO-
BHCOKa, IIPY KOMH(QEKTHPAHU MALEHTH, JIEKYBaHH C €TPABUPHH, B CPAaBHEHHE C KOMH(PEKTHPAHU
nanuedTn B rpymnara Ha miane6o. INTELENCE Ttps6Ba na ce ymoTpebsiBa ¢ TOBHIIIEHO BHUMAaHHE MTPH
Te3U MaIUeHTH (BX. Touku 4.4 u 5.2).

Cpob1iaBane Ha MOJI03MPAHN HEXKEJIAHH PEaKIIUH

CpoO1aBaHeTo Ha I10JI03UPaHH HEXKETaHU PEeaKIUHU cJe]] pa3pellaBaHe 3a ynoTpeOa Ha JIeKapCTBEHHs
IPOIYKT € BaskHO. ToBa M03BOJISABA 1a MPOABIDKY HAOIIOIEHUETO HAa ChOTHOLIEHHETO T0JI13a/PUCK 32
JIeKapcTBeHUs NPOAYKT. OT MEOUIMHCKUTE CIIELUATUCTH CE€ U3UCKBA Ja ChOOIIaBaT BCSIKa
MOJI03UpaHa HeXKeNNaHa Peakilys uype3 HallOHaIHAaTa CUCTeMa 3a ChOOIIaBaHe B!

WsneiaauTenHa areHuys o jJekapcrpaTa

yi. ,,Jlamsn I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

49 Ilpeno3upane

JlumicBaTt gaHHM MO OTHOIICHHUE Ha CHMIITOMAaTUYHOTO MPEA03UPAHE C ETPABUPUH, HO € BH3MOXKHO
Hal-uecTUTe HeKeTIaH! PEeaKIiiy Ha €TPAaBUPHH, T.. OOpUB, IHapHs, TaJicHe U II1aBoOOIHe, 1a ca Hali-
4YeCcTo ChoOIIaBaHUTe cUMNTOMH. HsiMa cnienuduueH aHTHAOT MPHU MPEA03UPAHE C STPABUPHH.
Jleuennero nipu npeposzupane ¢ INTELENCE BxirouBa o011y OB KA MEPKU, BKIIFOUUTEITHO
MOHHTOpPHpPaHE Ha JKU3HEHUTE MMOKa3aTenn U HaOIroIeHre Ha KIIMHUYHUS CTaTyC Ha naruenTa. Thit
KaTo eTPaBUPHH CE€ CBHP3Ba BB BHCOKA CTEIICH C MPOTENHUTE, MAJIKO BEPOSTHO € Than3ara aa
JIOBEJIC /IO 3HAYUTEIIHO OTCTPaHsIBAaHE HA aKTUBHOTO BEIIECTRO.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 ddapmakoaMHAMHYHU CBOCTBA

dapmakoTepareBTUIHA rpymna: AHTUBUPYCHHU CPEJICTBA 32 CUCTEMHO NMPHIIOKECHUE, HEHYKICO3UTHU
nHXUOUTOPH Ha oOpatHaTa TpaHckpunrasza, ATC xox: JOSAGO4.

MexaHu3sM Ha IEUCTBHUE

ErpaBupunsT ¢ NNRTI Ha woBemkus umyHoaepuuutex supyc tum 1 (HIV-1). ErpaBupunst ce
CBBP3Ba MpsKo ¢ oOparHara TpaHckpunrasa (RT) u Ogokupa nericteusita Ha PHK-3aBucumara u
JAHK-3aBucumara JIHK nonumepasa, mocpecTBOM pa3pyliaBaHe Ha EH3UMHOTO KaTaJTUTUYHO MSICTO.

AHTHUBHpYCHA aKTUBHOCT in Vitro

ETpaBupun nokassa akTuBHOCT cperty auB tunt HIV-1 npu T-kineThYHrTE TMHUN U THPBUYHHATE
KJIeTKH, ¢ Meauana Ha ECsp croiftHOCTH, Bapupamma Mexay 0,9 u 5,5 nM. EtpaBupun nokassa
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aktuBHOCT cpemry HIV-1 rpyna M (cyorumose A, B, C, D, E, F u G) u HIV-1 rpyna O nbpBuvHH
m3omatu ¢ ECso CTOWHOCTH, Bapupariy ¢cboTBeTHO Mexkay 0,3 u 1,7 nM u mexay 11,5 u 21,7 nM.
Bwbrpeku ue etpaBupHH MoKa3Ba in Vitro akruBHoct cpenty auB tan HIV-2, ¢ Mmequana Ha

ECso croitHocTH, Bapupama Mexny 5,7 u 7,2 uM, neuenne Ha HIV-2 undexuus ¢ eTpaBUpuH He ce
[penopbYBa, NpY JHUICATA HA KIMHUYHYU JaHHUA. ETpaBUpUH NOIIbpKa aKTUBHOCT cpety HIV-

1 BupycHU mamMoBe, Pe3UCTEHTHH Ha HYKJICO3UTHA HHXUOUTOPH Ha 0OpaTHATa TPAaHCKPHUITA3a /UK
npoTea3Hu HHXUOUTOpHU. B nombiiHenue erpaBupuH nokassa npomsHa B mbTH (FC) Ha ECs < 3 cpenry
60% ot 6 171 NNRTI-pe3ucTeHTHH KIMHUYHA U30JIATH.

PesucrentHoCT

EduxacnoctTa Ha eTpaBupuH 1Mo otHomenne Ha NNRTI-pe3ucTeHTHOCTTA HA M3XOMHO HUBO €
aHaJM3MpaHa TJIaBHO MPH [IPUEM Ha €TPaBUPHH B KoMOuHawms ¢ napyHasup/putonasup (DUET-1 u
DUET -2). IloTeHunpanu npoTea3Hd MHXHOUTOPH, KaTo JapyHaBUP/PUTOHABUD, IIOKa3BaT M10-BUCOKA
Oapuepa Ha Pe3UCTEHTHOCT, B CPABHEHHUE C IPYTH KJIACOBE aHTHPETPOBUPYCHHU CpecTBa. I paHmaHn
CTOMHOCTH 3a peaylpana e(pUKacCHOCT NP eTpaBUPHH (> 2 eTpaBUPHH-CBBP3aHH MyTallH Ha
W3XOJHO HUBO, BK. TOUKA KJIMHUYHHU PE3yNTAaTH) CE€ MOCTUTAT, KOTATO €TPaBUPHH CE MprUeMa B
KOMOMHAIIMS C TOTEHIMPAH MpoTea3eH NHXHOUTOp. Te3un mapamMeTpu MoXe /1a ce IOHMKAT MPU
KOMOHMHHUpaHa aHTHPETPOBUPYCHA TEPAIHsl, HEBKJIIOYBAILA TOTCHIUPAH NPOTea3eH HHXUOUTOP.

B mznurBanusta ®aza [Il DUET-1 u DUET-2 myTanuuu, KOUTO ce pa3BUBaT HAall-4eCcTO MY MalUeHTH
C BUPYCOJIOTHYEH HEYCIEX MPU CXeMa, BKIIouBall erpasupud, ca V108L, V1791, Y181C u Y1811,
KOUTO OOMKHOBEHO ce MOosBsBaT Ha oHa Ha MHOTOKpaTHH, cBbp3aHu ¢ NNRTI-pe3ucrenTHOCT
myTanuu (RAMs). [Ipu Bcuuku Apyru U3NUTBaHUS, U3BBPIICHHU C €TPABUPHH NPH MALlUCHTH,
nHpextupanu ¢ HIV-1, ciiegaure MmyTaruu ce nosiesiat Hai-uecto: L1001, E138G, V179F, V179,
Y181C u H221Y.

KpbcTocana pe3sucTeHTHOCT

Crnen BUPYCOJIOTHYEH HEYCIIEX ChC CXEMa, ChAbPIKAIlla €TPaBUPHH, HE C€ IPENOpbUBa JEUECHUE Ha
MalueHTH ¢ eaBupeHI] /Wil HEBUPAIIHH.

Kinnunuga edukacHOCT M 6€301aCHOCT

Bwspacmuu nayuenmu, nexysanu npedu mosa

OcHosHU npoy4ears

JlokazaTesncTBaTa 3a e)MKaCHOCT Ha €TPaBUPHUH ce Oasupar Ha 48-ceqmuynu qaHHu ot 2 Dasza 111
mnutBanust DUET-1 u DUET-2. Te3u uznutBanus ca UASHTUYHH KaTO JU3alH U TIPHU BCSIKO
W3MHATBaHE € HaOIo1aBaHa cxo/THa e(PUKaCHOCT Ha eTpaBUpHH. PesynraTure mo-10y ca ot cOopHU
JIAaHHU OT JIBETE M3IIUTBAHUS.

XapaKTepUCTHKH Ha U3MIUTBAHUSATA

- Huzaiin: pannomusupanu (1:1), aBoiiHOCIENH, TIAIe00-KOHTPOJIUPAHH.

- Jleuenwe: EtpaBupun cperty miamne6o, B J0TbIHEHHE KbM ocHOBHaTa cxema (OCJI),
BKJTIOUBalla gapyHasup/putonasup (DRV/rtv), n3dpan ot nzcnenosatens N(t)RTIs u
endysuptuz (ENF) no uzbop.

- OCHOBHU KPUTEPHUH 32 BKIIOUBAHE!

. HIV-1 nnasmen Bupycen tosap > 5 000 HIV-1 PHK xomnus/ml npu ckpununra

. 1 wnu noseue, cBbp3anu ¢ NNRTI-pesucrentoct mytaunu (RAMs) npy CKpUHUHTA WK
OT MIPEIUIICH TeHOTHUIIEH aHau3 (T.€. apXUBHpaHa PE3UCTEHTHOCT)

. 3 Wi noBeye mhpBHYHA Pl MyTaruu npu cKpuHHHTA

. Ha YCTaHOBEHA aHTUPETPOBUPYCHA CX€Ma Hal-MaJIKO OT § CEAMMULIY.

- Crpatudukanus: Pangomusupanero e crparudunupano ypes3 mianupana ynorpeda Ha ENF
pu OCJI, mpequmaa yroTpeda Ha TapyHaBUP U CKPUHUHT Ha BUPYCEH TOBap.

- BupyconoruyuusaT oTroBop € 1eHHUPaH KaTo IOCTUIaHE Ha IIOTBbP/EH HEYyCTaHOBUM
Bupycen ToBap (< 50 HIV-1 PHK komnusi/ml).
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O06001IeHre Ha pe3yTaTUTe 32 e(PUKACHOCT

Taoauna 4: DUET-1 u DUET-2, coopau 48-cetMuYHM TaHHH

ErpaBupun + OCJI Placebo + OC.I Pa3znuka B 1eyeHueTo
N=599 N=604 (95% AN)

Xapaxmepucmuku Ha U3X0OHO HUBO

Menuana Ha mIa3MeHa

HIV-1 PHK 4,8 log1o korms/ml 4,8 logio korus/ml

Mennana Ha

6 6
CD4 xnerpueH 6poit 99 x 10 kreriu/1 109 x 10° knetku/l

Pezynmamu
[ToTrBBpIECH
HEYCTaHOBHM BUPYCCH
TOBap
(<50 HIV-1 PHK
konwus/ml)?
n (%)
0
Oo6mo 363 (60,6%) 240 (39,7%) (15 33/00-’%g)4%)d
12,8%
de novo ENF 109 (71,2%) 93 (58,5%) (2,3%: 23.2%)"
23,9%

He de novo ENF 254 (57,0%) 147 (33,0%) (17,6%; 30,3%)’
<400 HIV-1 PHK 24 1%
korus/ml? 428 (71,5%) 286 (47,4%) (18.7% ! 29050/)d
n (%) 1 0, ) 0
HIV-1 PHK
10910 cpeHa mpomsiHa -0,6
OT U3XOJHOTO HUBO 2,25 -149 (-0,8; -0,5)°
(log1o konmsi/ml)°
Cpenna nmpomsiHa B
CD4 xnerpunus Opoit 24,4
OT U3XOJHOTO HUBO +98,2 729 (10,4; 38,5)°
(x 108/1)°
3aboinsBane w/mim -3.9%
CMBPT, CBbP3aHH ChC 35 (5,8%) 59 (9,8%) & Q0 ) OO\
CITVH n (%) (-6,9%; -0,9%)
a

IIpummucana cTORHOCT cHOpes alnropuThMa 3a BpeMeTo /10 3aryoa Ha BupyconorudeH otroBop (TLOVR).
b

c

IIpn He3aBBpIIBaHE Ce MIPUIHCBA HEYCIEX.

PaznukuTe B JieueHUeTo ca Ga3MpaHy Ha CPEIHUTE CTOMHOCTH Ha Hall-MaykuTe KBaapatu o moaena ANCOVA,
BKJIFOUUTENHO cTpaTudukanuonauTe ¢paktopu. P-ctoitHoct < 0,0001 3a cpenno namanenune npu HIV-1 PHK;
P-crottrnoct = 0,0006 3a cpenna npomsina B CD4 kersunus Opoi.

JloBepuTeICH HHTEPBAJ OKOJIO HAOJIF0JaBaHUTE PA3IUKK B CTENICHTa Ha oTroBopa; P-croiinoct < 0,0001 ot
JIOTHCTUYHHUS PETPECHOHEH MOJIEN, BKIFOUMTEIHO CTPATH(OHKAIIMOHHUTE (PaKTOPH.

JloBepuTeNnCH HHTEPBA OKOJIO HAOJF0JaBaHaTa pa3JiiKa B CTEIeHTa Ha 0TroBopa; P-croiinoct = 0,0408.

JloBepuTelneH HHTEpBaJ OKOJIO HAOMI0JaBaHAaTa pa3liika B CTENeHTa Ha 0TroBopa; P-croitHoct ot CMH Tecr 3a
KOHTPOJ Ha cTpatudukannonaute Gaxropu = 0,0199 3a de novo u < 0,0001 3a He de novo.

Tbii kaTo Ma 3HauUM e(eKT Ha B3aiiMoaelicTBreTo Mexy JieueHrero U ENF, mbpBudHUTE aHaIN3H
ca HarpaBeHu 3a 2 ENF noarpynu (manneHTH, moBTOpHO ynoTpebsBamnty wiu Heynorpeossamm ENF,
cpeury nanueHTy, ynorpedssamu ENF de novo). Pesynrature Ha 48-mata ceMuiia oT cOOpeH aHan3
ot DUET-1 u DUET-2 noka3Bar, 4e rpyrnara Ha €TpaBUPHH ITPEBH3X0K/ 1A rpyIiaTa Ha miaieoo,
He3aBucuMo ot ToBa janu ENF e usznonssan de novo (p=0,0199) uiu we (p< 0,0001). Pesynratu ot
TO3M aHanu3 (IaHHU OT 48-Ta cenmuia) no ENF noarpymna ca nokasanu B Tabiuna 4.

3HAYUTEITHO MO-MAJIKO MAIMEHTH OT TpyIaTa Ha eTPaBUPUH JOCTHraT KIMHUYHATA KpaifHa TOUKa
(CITMH-cBBp3aH0 3a00J1sBaHe W/MIH CMBPT), B CpaBHEHHE ¢ TpymaTta Ha mianeoo (p=0,0408).
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[MoarpymnoB aHalIu3 Ha BUPYCOJOTHYHHUS OTIOBOD (AeUHUpPaH KaTo BUPYCHO HaToBapBaHe < 50 HIV-
1 PHK komusi/ml) Ha 48-Ta cemmulia 1o u3X0IHO BUPYCHO HaToBapBaHe U u3xoneH CD4 opoit
(coopuu DUET pmanHmM) e peacTaBeH B TabiauIa 5.

Ta6auna 5: DUET-1 u DUET-2 c6opHu JaHHH

Jsaa na yaactaunure ¢ HIV-1 PHK < 50 konusi/ml na
Morpymu 48-Ta ceaMuIAa
ErpaBupun + OCJI mianedo + OCJI

N=599 N=604
Usxogua HIV-1 PHK
< 30 000 xormusa/ml 75,8% 55,7%
> 30 000 u < 100 000 xommst/ml 61,2% 38,5%
> 100 000 xomus/ml 49,1% 28,1%
Usxonen CD4 6poii (x 10%/1)
<50 45,1% 21,5%
>50u<200 65,4% 47,6%
>200 u <350 73,9% 52,0%
> 350 72,4% 50,8%

3abenexka: [Ipunncana cTOMHOCT criope]] alropuThMa 3a BpeMeTo 10 3aryba Ha BupycosorndeH orroBop (TLOVR)

Ananuzu na eenomun Uiy eHOMuUN HA USXOOHO HUBO U BUPYCONO2UYEH Pe3YIMAm

B DUET-1 u DUET-2, npuchCTBHETO Ha M3XOJIHO HUBO Ha TpY WK NoBeye oT MyTaumute VI0I,
A98G, L100L, K101E, K101P, V1061, V179D, V179F, Y181C, Y1811, Y181V, G190A u G190S,
(etpaBuprn RAMs) ¢ CBBbP3aHO C HAMAJIEH BUPYCOJIOTHYEH OTTOBOP KbM €TpaBUpUH (BXK. TabsmIa 6).
Te3u uHAUBUAYATHU MyTalluu HacTHIBAT B puchcTBUETO Ha 1pyrd NNRTI RAMs. V179F nukora
He ca Hanuue 0e3 Y181C.

33.KJ'II-O‘I€HI/IHT3, OTHOCHO 3HAaYMMOCTA Ha OTACJIHU MyTallu WK MYTAlUOHHU MOJCIN IOJIC)KAT Ha
IMpoOMAHA IPU JOIBJIHUTCIIHU JaHHU U CE€ NIPENIOPHUYBA BUHAI'M J1a C€ KOHCYJITUPAT C HacTOANIaATa
HUHTCPIIPETALIMOHHA CUCTEMA 3a AHAJIM3 HAa PE3YJITAaTUTC OT TECTA 3a PE3UCTCHTHOCT.

Ta6auna 6: /st Ha yuactaunuTte ¢ < 50 HIV-1 PHK konusi/ml na 48-ta cenmuma no 6poii Ha
eTpaBupuH RAMS Ha H3X0JHO HUBO B MOMYJIALUATA ¢ N3KJII0YeHN ''6e3
BUpYycosoruyeH Heycnex'" ot coopuute n3nurBanusi DUET-1 u DUET-2.

Wzxonen Opoit Ha ['pynu ¢ erpaBupun
erpaBupud RAMs* N=549
Wsnonssanu
noBTOpHO/Heu3mon3paiu ENF de novo ENF
Bcuuku 06xBatu 63,3% (254/401) 78,4% (109/139)
0 74,1% (117/158) 91,3% (42/46)
1 61,3% (73/119) 80,4% (41/51)
2 64,1% (41/64) 66,7% (18/27)
>3 38,3% (23/60) 53,3% (8/15)
I'pynu ¢ mumarie6o
N=569
Beunuku obxBatu 37,1% (147/396) | 64,1% (93/145)

*  ErpaBupun RAMs = VV90I, A98G, L100I, K101E/P, V1061, V179D/F, Y181C/I/V, G190A/S
3abenexka: Bcnuku nanpeHTd B DUET u3nutBanusTa, nonyyaBaT OCHOBHA CXeMa Ha JICYEHHE, ChCTOSII Ce OT
JapyHaBup/puToHaBHp, M30panu ot uscienosarens NRTIs u endysuprun mo usdop.

Hanmuuero equactBeHo Ha K103N, kosto e Hait-ipeobnagaBamata NNRTI myrarust mpu DUET-1 u
DUET-2 Ha n3x0/THO HUBO, HE € OWiIa uACHTU(UITUPaHA KATO MYyTaIus, CBbp3aHa ¢ Pe3UCTEHTHOCT
KbM eTpaBupuH. OCBEH TOBA, HATMYUETO CAMHCTBCHO Ha Ta3W MyTaIl¥s, HE 3acsIra OTTOBOpa MPU
rpynara Ha eTpaBUpUH. V3UCKBAT ce JOMBIIHUTEIIHU TaHHU 32 J1a CE HAIIPAaBH 3aKIFOUCHUE 3a
rnusHUeTo Ha K103N, koraro e cepp3ana ¢ Apyru NNRTI myrarun.
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Jamau ot nmpoyusanusata DUET npexanonarar, e mpomsiHaTa B IbTH Ha m3xogaute croitHocth (FC)
Ha ECso Ha eTpaBuprH € IpOrHOCTHYCH (haKTOP 32 BUPYCOIOTHYHUS U3XOJI, C IIOCTEIICHHO
MOHIKaBaHe Ha oTroBopute, HaOmoaasano Haj FC 3 u FC 13.

FC noarpynure ce 6a3upar Ha nzdpanu nomynanuu ot nanuenTa npu DUET-1 u DUET-2 u ve e
HNpEABMKAAHO A MPEACTABISBAT OKOHYATEIIHU IPAHUYHU CTOMHOCTH 33 KIIMHUYHA YyBCTBUTEIHOCT 3a
€TpPaBUPUH.

Excnanopamusno oupexmno cpasrenue ¢ npomeasen UHXUOUMOP Npu Nayuermu, KOumo HUK02d He cd
npuemanu npomeasen unxuoumop (usnumeane TMC125-C227)

TMC125-C227 e excriopaTuBHO, paHIOMU3UPAHO, aKTUBHO-KOHTPOJIMPAHO U OTKPUTO U3IUTBAHE,
KOETO HM3cieBa e(rKacHOCTTa M OE30MacHOCTTa Ha €TPaBUPHH MPH JieueOHa cXeMa, KOsITO He €
oJ00peHa MmpH HacToAMOTO okazanue. [1pu npoyuBanero TMC125-C227, erpaBupun (N=59) e
npwiokeH ¢ 2 u3dpanu ot uzcnenonatens NRTIs (T.e. 6e3 noreniupanu ¢ puroHasup PI) u cpaBHeH ¢
n3bpana ot uscnenonatens komouHanus ot Pl ¢ 2 NRTIs (N=57). M3cnenBanara momymnanusi,
BKJIIOUBA NalMeHTH, Henpuemanu PI, Ha kouto ca mpwiaranu NNRTI, ¢ nanHM 3a pe3UCTEHTHOCT KbM
NNRTI.

Ha 12-TaTa cenmuiia BUpyCOJOTUYHUSAT OTTOBOP € MO-TOJISIM B KOHTpOJHaTa rpymna Ha PI
(-2,2 logio komusi/ml OT U3XOAHOTO HUBO; N=53), B CpaBHEHHE C IPyIaTa Ha €TPaBUPHH

(-1,4 logio konus/ml ot u3xoaHOTO HUBO; N=40). Ta3u paszauka MKy TPYIUTE HA JICUCHHE €
CTaTHUCTHYCCKU 3HaYMUMa.

Ha 6a3aTa Ha Te3u pe3ynTaTH OT U3MUTBAHUATA, CTPABUPHH HE CE MPENOphUBa 3a MpUiiarane B
koMmOuHanus ¢ N(t)RTIs camo npu maieHTH, KOUTO ca UMK BUPYCOJIOTHYEH HEYCIeX TPU CXeMa,

ceabpkama NNRTI u N(t)RTL

IlemaTpuuHa momynamnus

Teouampuunu nayuenmu, nexysanu npeou mosa (na ev3pacm om 6 0o no-manko om 18 200unu)
PIANO e usnutBane ®aza Il ¢ eqHo pamo 3a orieHka Ha (hapMaKOKMHETHKATa, 0€30IMaCHOCTTA,
MOHOCUMOCTTa U eukacHOCTTa Ha eTpaBupuH nipu 101 neguarpuynn nanuentu ¢ HIV-1 undexums
Ha BB3PACT OT 6 710 Mo-MaJiko oT 18 roaunu u Terao Hajx 16 Kg, Ha KOUTO Bede € MmpuiiaraHo
AHTUPETPOBUPYCHO JiedyeHre. B mpoyyBaHEeTO yyacTBaT NAIleHTH Ha YCTAHOBEH PEXXUM Ha
AHTHPETPOBUPYCHO JIEYEHHE, HO C BUPYCOJIOTHYEH HeycneX, ¢ moTebpaeH HIV-1 PHK nnazmen
BupyceH ToBap > 500 xorms/ml. UyBcTBUTETHOCTTA HA BUPYCa KbM €TPaBUPUH NPU CKPUHUHT €
3aJIBIDKUTEITHA.

Mennanara Ha u3xoaHara miasmena HIV-1 PHK e 3,9 logio komus/ml, a MequanaTa Ha W3XOTHHSI
CD4 knerbueH 6poii e 385 X 10° kietkwu/1.

Ta6auna 7: Bupyconoruuen orropop (ITT - TLOVR), npomsiHa oT u3xoaH0To HMBO B 10010 Ha
pupycosorudnus Topap (NC = F) u npomMenu 0T U3X0THOTO HUBO HA MPOILEHTA U OPOs HA
CD4 kaerkure (NC = F) Ha 24 cenmuna B8 TMC125-C213 u c6opuu npoyusauusi DUET

Coopuu
[poyuBane TMC125-C213 | TMC125-C213 | TMC125-C213 Npoy4YBaHUS
Bnb3pacT npu cKpuHMHIa ot 6 10 ot 12 no ot 6 10 DUET
TepaneBTH4YHa rpyna <12 roguHn < 18 roannu < 18 roaunu > 18 roannu
ETR ETR ETR ETR
N=41 N=60 N=101 N=599
Bupyconoruunu napamerpu
Bupycen
toBap < 50 kormus/ml na 24 24 (58,5) 28 (46,7) 52 (51,5) 363 (60,6)
cenmuna, N (%)
Bupycen
toBap < 400 konus/ml Ha 24 28 (68,3) 38 (63,3) 66 (65,3) 445 (74,3)
cenmuna, N (%)
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> 1 logio moHmKeHHE OT
HM3XOJHO HUBO Ha 24 cenMula, 26 (63,4) 38 (63,3) 64 (63,4) 475 (79,3)
n (%)

[IpomsiHa OT U3XOAHOTO HUBO
Ha 1010 Ha BUPYCOIOTHIHHUS
ToBap (xomus/ml) Ha 24
cenmuiia, cpenna (SE) u
MeauaHa (Iuanason)

-1,62 (0,21) -1,44 (0,17) -1,51 (0,13) -2,37 (0,05)
-1,68(-4,3;0,9) | -1,68(-4,0;0,7) | -1,68(-4,3;0,9) | -2,78 (-4,6; 1,4)

I/IMyHOJ'IOl"I/I‘-IHI/I nmapamMeTpu

[IpomsiHa OT U3XOAHOTO HUBO
Ha Opost Ha CD4 xneTkure 125 (33,0) 104 (17,5) 112 (16,9) 83,5 (3,64)

(x 108 knetku/l), cpenna (SE) 124 (-410; 718) 81 (-243; 472) 108 (-410; 718) 77,5 (-331; 517)
U Meanana (IuanasoH)

HpOMﬂHa OT U3XOAHOTO HUBO

Ha npoueHTa Ha CD4 4% 3% 4% 3%
KJICTKUTE, METHAHA (-9; 20) (-4; 14) (-9; 20) (-7; 23)
(muamazon)

N=0poii manueHTH ¢ JTaHHW; n= Opoii Ha HAOJIOIEHUATA

Ha cenqmunia 48 53,5% oT BcHYKU NEUATPUYHN TAIUECHTH Ca UMAaJld IOTBBPJCH HEYCTaHOBUM
BupyceH ToBap < 50 HIV-1 PHK xomms/ml, cernacuo anroputema 3a TLOVR. [IporeHTsT Ha
neaunatpuanute nanueHTy ¢ < 400 HIV-1 PHK konmst/ml e 63,4%. CpenHoTo n3MEHEHUE B
mrasmenara HIV-1 PHK ot uszxoano uuBo a0 ceamuria 48 e -1,53 10910 komus/ml, a yBenuueHHeTo Ha
cpenuust CD4 kineTbueH Opoit OT M3XOIHO HUBO € 156 X 10% xetku/l.

Jlexysanu npedu mosa neduampuunu nayuenmu (Ha evspacm om 1 2oouna 0o noo 6 2oounu)

TMC125-C234/IMPAACT P1090 e knuanuno usnutane dasa I/11, onensiBaiio hapMakoKUHETHKATA,
Oe3zomacHocTTa, moHocuMmocTTa U epukacHoctTa Ha INTELENCE mpu 20 undextupanu ¢ HIV-1
MeIMaTPUYHU MAHEeHTH, JICKYBaHH NIPEIX TOBA C aHTUPETPOBUPYCHO JICUCHHUE, HA Bh3pacT OT

2 romunu 110 o 6 roauau (Koxopra |) u 6 uadexrupanu ¢ HIV-1 neauatpuusu maimeHTH,
JIEKyBaHU MPEIH TOBA C aHTUPETPOBUPYCHO JICUCHHE, Ha BB3pacT OT 1 rogmHa 0 noj 2 ToANHH
(Koxopra Il). He ca Bkirouenn narentu B Koxopra Il (> 2 mecena 10 < 1 roguna). B npoy4saneto
ca BKITIOYEHH TMAIlUCHTH, JIeKyBaHH HEYCIICITHO C aHTUPETPOBUPYCHHU CXEMH Ha JICYCHHUE B
NPOIBIDKEHNE Ha HAl-MaJKo 8 CeIMUIIN HIM KOUTO ca MPEKbCHAIIN JICYSHUETO CH 32 Hai-MaJIKo

4 ceamuIy, C aHAMHE3a 32 BUPYCOJIOTHUEH HEYCIIEX 10 BpeMe Ha JICUSHHE C aHTHPETPOBUPYCHHU
cxemu, ¢ motBbpaeH HIV-1 PHK Bupycen ToBap B mazmara Haj 1 000 xorust/ml u Ge3 nanxu 3a
(beHOTHUITHA PE3UCTEHTHOCT KbM €TPaBHPHH IIPH CKPUHUHTA.

B Tabnmnna 8 ca 00001eHn pe3ynTaTuTe OT BUPYCOJIOTUYHUS OTTOBOP B IIPOYYBAHE
TMC125-C234/IMPAACT P1090.

Tadsuna 8: Bupyconornunu orrosopu (ITT-FDA Snapshot*) na ceamuna 48 B npoy4uBaHero
TMC125-C234/IMPAACT P1090

Koxopra | Koxopra Il
> 2 10 <6 roauHu >1 mo <2 roauHu
(N =20) (N=6)
M3x01H0 HUBO
[Tnazmena HIV-1 PHK 4,4 10g10 korms/ml 4,4 log1o xorms/ml
ﬁgiﬂgi: EZ ggggﬂigj-i- KIeTKH 817,5 x 106 knerxu/I 1 491,5 x 10° knerku/l
0 0
CD4+ mporieHT (27,6%) (26,9%)
Cenmuna 48
Bupyconoruyen otroop (miasmMex
16/20 1/6
Bupycen ToBap <400 HIV-1 PHK (80,0%) (16,7%)
kormsi/ml)
Menuana Ha npomsiHaTa Ha
mazmenara HIV-1 PHK ot -2,31 logio kommust/ml -0,665 logio komms/ml
n3xo0H0TO0 HKBO 10 Ceamuria 48
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Meauana Ha npoMsiHaTa HaCD4+ 298,5 x 106 xnerku/l 0 x 108 xnerku/l
OT M3XOTHOTO HUBO (5,15%) (-2,2%)
N=06poii yyacTHHLIM Ha TPpya HA JIEYECHHE.
* Tlomxon Intent-to-treat-FDA Snapshot.

AHanu3uTe 1o NOATPYIH NOKa3BaT, Ye MPH yYacTHUIUTE Ha Bb3pacT OT 2 10 1oJl 6 ToauHH
supycoaoruuuust orrosop [HIV PHK <400 kormsa/ml] e 100,0% [6/6] 3a yuacTHHIINTE, OT'BIHATN
tabnerkara erpaBupuH 1s1a, 100% [4/4] 3a yuacTHHIUTE, TPUETH KOMOMHAIIMS OT AUCIIEPTUPaH B
TEYHOCT €TPABUPUH U Iis1a TabieTka erpaBupuH, u 60% [6/10] 3a yuacTHULIMTE, TPHUEIU TUCTICPTUPAH
B TeYHOCT eTpaBupHH. OT 4 yyacTHHKA, KOUTO HE Ca OKa3aJli BUPYCOJIOTHYEH OTTOBOD U Ca MPUEITH
JMCIEPTUPaH B TEYHOCT €TPABUPHH, 3 TIOKA3BaT BUPYCOJIOTUYCH HEYCIIEX M UMaT MPOOIIEMH C
OPUIBPKAHETO KbM JICYEHHETO, a €IH € MPeyCTaHoBWI JeueHneTo npeau Cenmuna 48 mopaau
choOpaskeHHs 3a O€30ITaCHOCT.

EBpomneiickaTa areHIys mo JiekapcTBaTa oTjara 3aJbDKEHHETO 3a IIPEIOCTaBsSIHE Ha Pe3yATaTUTE OT
npoyuBanusta ¢ INTELENCE B eqna wim nmoBeue moarpynu Ha neguaTpuyHaTa MoIyJiaust Mpu
WH(EKIHS ¢ YOBEIIKH UMyHOAepunnTeH BUpyc (BK. Touka 4.2 3a nH(OpMAIus OTHOCHO yroTpeda B
MeTUATPUSATA).

BpeMeHHOCT U clIeApOANIIEH IEPUOI

EtpaBupun (200 mg qBa IbTH AHEBHO), OLICHCH B KOMOUHAIHS C JIPYT'H aHTHPETPOBUPYCHU
JIEKapCTBEHU MPOAYKTH B IIPOyYBaHe Npu 15 OpeMeHHH KEeHHU 110 BpeMe Ha BTOPUS U TPETHS
TPUMECTHP Ha OPEMEHHOCTTA U B CICAPOIMIHUS MTEPUOJ IOKA3Ba, Y€ eKCIIO3UIHUATA Ha OOV
€TPaBUPUH € OOMKHOBEHO M0-BUCOKA I10 BpeMe Ha OPEMEHHOCT B CPABHEHUE ChC CIEAPOJUIHUSL
MEPUO/I, KOETO C€ OTHACS B IO-HUCKA CTETICH U 33 EKCIIO3UIMATA Ha HECBBP3aHUS eTPaBUPHH (BXK.
Touka 5.2). HiMa HOBM KIIMHMYHO 3HAYNMH JaHHH 332 0€301MacHOCTTA IIPH MAKUTE WIIH TIPH
HOBOPOJICHHUTE B TOBA IIPOYYBAHE.

5.2 ®apMakoKHHETHYHH CBOiicTBa

dapMaKOKMHETHYHUTE CBOMCTBA HA €TPABUPHH Ca OLIEHEHU MIPU 3[IpaBH Bb3PACTHU WHAUBHU]IH, IPU
BB3pacTHH U npu neauatpuaHu HIV-1 nHdexTupann nanuenTy, JeKyBaHu MPEH TOBA.
Excno3unmsita Ha eTpaBUpHH € no-Hucka (35-50%) npu HIV-1 undexrupanure naumeHTn, OTKOIKOTO
TIpH 3/IpaBUTE WHIAUBHU/IM.

Ta6auna 9: [lonyranuonnun ¢gapMaKoOKHHETHYHH OlleHKH 32 eTpaBupuH 200 mg 1Ba mbTH
JAHEBHO NPH BLP3pacTHU NauueHTH, HHpexkTUpaHu ¢ HIV-1 (00001menn 1aHHN OT
ceqmuia 48 Ha uanuTBanusaTa ®Pasa l11)*

IHapameTsp ErpaBupun 200 mg ABa NbTH JHEBHO
N =575
AUC12n (ngeh/ml)
CpenHo reoMeTpudIHO *+ CTaHIapPTHO 4522+4710
OTKJIOHEHHE
Menuana (1uamna3oH) 4 380 (458 — 59 084)
Con (ng/ml)
CpemHo reoMeTpuyHO + CTaHTAPTHO 297 + 391
OTKJIOHEHHE
Menuana (1uamna3oH) 298 (2 — 4 852)

Benukn HIV-1 nHdekTrpany nanueHTy, BKIIOYeHH BbB KIMHUYHY u3nuTBanus Dasa |11, npuemar
napyHasup/putonasup 600/100 mg 1Ba mbTH JHEBHO KaTO YacT OT OCHOBHATa cXeMa. 3aToBa OLICHKHUTE Ha
(hapMaKOKMHETHYHUTE MTapaMeTpH, TIOCOUCHH B TaOJIUIIaTa, TOKa3aBaT MOHKaBaHe Ha (apMaKOKHMHETUIHUTE
HapaMeTpy Ha eTPaBUPHH B PE3yNITAaT Ha €AHOBPEMEHHO MPIIOKEHHE Ha €TPAaBUPUH C JApyHABUP/PUTOHABHD.
3abenexxka: Menuanata Ha ECso cTrolfHOCTHTE, KOPHTHPAHH 3a CBBP3BaHE C MpOoTeHHH, 3a MT4 xileTku, HHpEKTUpaH ¢
HIV-1/11IB in vitro = 4 ng/ml.
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AOGcopOrus

HuTpaBeHo3Ha (popMa Ha ETPABUPHH HE CHIICCTBYBA, IOPAIU KOETO a0COMIOTHATA OMOHAIIMYHOCT Ha
eTpaBUPHH He € u3BecTHA. Clel mepopaiHo MPUIOKEHUE C XpaHa, MAaKCUMaIHATA [IJIa3MeHa
KOHIIEHTpAIUs Ha €TPAaBUPHH B OOIIHS CIydaii, ce IMocTura B paMKuTe Ha 4 Jaca.

[Ipu 3npaBu nHAUBUAN, a0COPOIMATA HA €TPABUPHH HE CE TIOBIUSIBA OT €IHOBPEMEHHO MTPHUIIOKEHHE
Ha MepOopaIeH PAaHUTUANH UM OMENPA30J — JICKAPCTBEHU MPOAYKTHU, 32 KOUTO CE 3HAe, Ue YBEINYaBaT
cromairHoTo pH.

Egexm na xpanama evpxy abcopbyusma
Cucremnara excrio3utust (AUC) Ha eTpaBupuH € HamalnieHa ¢ okoio 50%, KoraTo eTpaBUpHH €

MIPWJIOKEH Ha IIaJHO, B CpaBHEHME ¢ NpuiiokeHue cies xpaneHe. Crnenosarenno INTELENCE
TpsA0Ba Ja ce npuema clie]l XpaHeHe.

Pasnpenenenue

ETpaBupuH ce cBbp3Ba ¢ IIIa3MEHUTE MPOTEUHU MPUOTH3UTENHO 99,9%), TpennMHO ¢ alOyMuH
(99,6%) u o1-kxucen raukonporent (97,66%-99,02%) in vitro. PasnpeneneHreTo Ha eTpaBUPHH B
JpyTd KOMIApTUMEHTH, Pa3InyHU OT IJIa3Mara (Harmp. HepeOpoCuHaIHa TeUHOCT, TeHUTATHH
CEKpETH) HE € OLIEHEHO IPH YOBEKa.

Buorpanchopmanus

In vitro onutrte ¢ yoBemku yepHOAPoOHH MEKpo3omu (HLMs) mokassar, 4e eTpaBUpUH MIPEThPIIsBa
MPEeIMMHO OKCHIaTHBEH MEeTa00IM3bM upe3 uepHoapoOHara enznumHa cuctema CYP450 (CYP3A) u B
no-maika crene, upe3 CYP2C damunusita, mocieaBaHo OT TIIOKypOHUPAHE.

Enumunupane

Crnieq mpMiIaraHeTo Ha PaguoOU30TONHO Oenss3an #C-eTpasupun, cbotBeTHO 93,7% 1 1,2% oT
npuiIoxkenaTa no3a “C-eTpaBupun ce OT/IeNs ¢ M3NpaKHEHUsTa U ypuHara. HempoMenenus T
eTpaBHUpHH penacTasisBa 81,2% o 86,4% ot npuiokeHaTa 103a B M3NpaxkHeHUATa. HempoMeHeHUAT
€TpaBUPHUH B U3NPAKHECHUITA, BEPOSTHO € HEPE30pOUPaHo JieKapcTBO. HenmpoMeHeH eTpaBUpHUH He €
YCTaHOBEH B ypuHara. KpallHUAT eTMMHUHAIMOHEH MOJTY>KUBOT Ha €TPABUPHUH € NPUOIU3UTEIIHO

30-40 gaca.

Crenmaiiy nomnyJaiun

THeouampuuna nonynayus (na évspacm om 1 0o no-manko om 18 200unu)

dapmakokrHeTHKAaTa Ha eTpaBupuH npH 122 nadpextupanu ¢ HIV-1 nenmuarpuyny nanueHTH Ha
BB3pacT oT 1 10 mo-mainko ot 18 roguHu, TeKyBaHH MIPEIy TOBA, IOKa3Ba, Ye MPUIaraHuTe JO3H Ha
0a3ara Ha TEeJIECHO TETJIO BOAAT JI0 €KCIIO3ULIMS Ha ETPaBUPHH, CPAaBHUMA C Ta3H MIPHU Bb3PACTHH,
npuemary erpasupud 200 mg aBa mbTH THEBHO (BXK. TOUYKH 4.2 u 5.2. [lonynanuonHuTe
(dhapmakokuaeTnuHn otieHkH 32 AUC1on 1 Con Ha €TpaBUPHH ca 0000IIEHH B CIIe/IHATA Ta0JIHIIA.

Tadanna 10: @apmakoKnHETHYHH MApaMeTPH 32 eTPaBUPHH Npu nHpexTHpanu ¢ HIV-1
neIuATPUYHU MALMEHTH Ha Bb3pacT oT 1 10 mo-majxo ot 18 roqunm, JekyBaHu npean
ToBa (TMC125-C234/IMPAACT P1090 [anayu3 Ha ceamuina 48, nunrensusua ®K] u
npoyuBaHe PIANO [ananu3 Ha cenmuna 48, nonyaanuonna ®KJ)

Bb3pacroB quana3on (roguHu) > 1 roauna a0 > 2 roaMHu 10 6 roguHu 10
< 2 roaMHu < 6 roaMHu" < 18 roguuu
(Koxopra 1) (Koxopra I)
IHapamersp ErpaBupun ErpaBupun ErpaBupun
N=6 N =15 N =101
AUC12n (ngeh/ml)
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Cpenso 3328+3138 3824 +3613 3729+ 4305
reOMETPUYHO * CTaHIaPTHO
OTKJIOHCHHE
MenuaHna (1uana3on) 3390 (1 148 — 9 989) 3709 (1221- 4 560 (62 — 28 865)
12 999)
Con (ng/ml)
CpenHo 193 + 186 203 £ 280 205 £ 342
reOMETPUYHO * CTaHIaPTHO
OTKJIOHCHHE
MeaunaHa (1uana3oH) 147 (02 - 503) 180 (54 - 908) 287 (2-2276)

Enun yuactHuk B Koxopra Il npeau npunoxeHneTo uMa KOHLIEHTPAlUH Ha €TPaBUPHH 110]] TPAaHUIIaTa HA OTKPUBAHE
IpH BU3HUTaTa 3a HHTeH3uBHA OK.

Cmapuecka év3pacm

[omynanmnonausT hapMakokuHETHYEH aHau3 Ha HIV-uHpexkTHpann manueHTH mokassa, 4e
(hapMaKOKMHETHKATA HA ETPABUPHH HE CE pa3inyaBa 3HAYUTEITHO B OI[CHSIBAHUS Bh3PACTOB JHAINA30H
(18 mo 77 roauum), Kato 6 OT U3CIEABAHNUTE JIMIIA Ca HAa BB3PacT 65 MOAWHU WK MoBeYe (BIXK.

ToukH 4.2 u 4.4).

Ilon
He ce HaOmoiaBaT 3Ha4UTENIHN (hapMaKOKMHETUYHHU Pa3IUKU MEXKYy MbXe U skeHU. OrpaHndeH Opoit
’KE€HU Ca BKJIIOUEHU B IPOYyYBAHUITA.

Paca

[omynanmonen hapMakOKHHETHYECH aHANNU3 Ha eTpaBupuH pu HIV-uHbekTHpann nanyenTy He

MoKa3Ba 3a0eNeKuMa pas3siuKa B €KCIIO3ULMATA Ha €TPAaBUPUH MEXIy OelH, TaTHHOAMEPUKAHLHU U
yepHOKOoKH. DapMakOKMHETUKATa MPHU MPEACTaBUTENN Ha IPYTH pacH HE € JOCTaThbYHO OIIEHEHa.

Yeprodpobro yapedicoane

ETpaBupun ce mertabonusupa u eIMMUHAPA TPEAUMHO upe3 uepHust apo0. [Ipu npoyusane,
cpaBHsBailo 8 manueHTH ¢ Jeko (knac A no Child-Pugh) weproapoOHo yBpexaHe, ¢ 8§ CbOTBETHH
KOHTpOJIH, ¥ § manueHTH ¢ ymepeHo (kiaac B mo Child-Pugh) uepaonpobro yBpexaane, ¢ 8 CbOTBETHU
KOHTPOIH, ()apMaKOKMHETUKATa Ha €TPAaBUPHH P MHOTOKPATHO NPHUJIaraHe He € MPOMEHEHa IpH
MAIMEHTH C JIEKO JI0 YMEPEHO YepHOIPOOHO yBpexaane. KoHIeHTpaunTe Ha HECBBP3aHOTO
BEILIECTBO 00aye He ca OLeHsBaHW. MoxXe /1a ce 04aKBa MOBUIIICHHUE HA €KCIIO3UIINS Ha HECBBP3aHOTO
BemecTBo. He ce mpesiara KopekIiys Ha 103ata, HO ¢€ N3MCKBA MOBUILIEHO BHUMAHHE ITPH TTAIIHEHTH C
ymepeno depaoapoono yBpexaane. INTELENCE ne e mpoydyBaH Ipu HariieHTH ¢ TEXKKO
yepHOAPoOHO yBpexaane (ki1ac C mo Child-Pugh) u 3atoBa He ce npemopbuBa (Bxk. Touku 4.2 u 4.4).

Koungpexyusa c xenamum B u/unu xenamum C supyc

[Nomynanmonen gapmakoknHeTndeH ananu3 ot uznurBanustra DUET-1 u DUET-2 nmoka3Ba HamaineH
KIUPBHC (MOTEHIMAIHO BOAEL O TIOBUIIEHA EKCIIO3ULMS U IPOMsHA Ha poduiia Ha 6e30MacHOCT)
Ha eTpaBupuH, npu uHpexktupanu ¢ HIV-1 nauuentu ¢ konndexuus ¢ xenatut B n/mnmm xenatur C
Bupyc. [IpeaBu orpaHHYCHNUTE HATMYHU JIAHHU TP MAIHEeHTH, KOMH(EKTUPAHH ¢ XenaTtuT B n/umm
xenatut C, TpsiOBa 1a ce oOpbia crienuaino Buumanue, korato INTELENCE ce ynotpe6siBa npu
Te3W MauueHTy (BX. ToukH 4.4 u 4.8).

bvopeuno yspesxcoane

dapMakOKMHETHKATA HA €TPABUPHH HE € MTPOydYeHa MPH MalueHTH ¢ ObOpeyHa He0CTaThYHOCT.
PesynraTute OT Ipoy4BaHe 3a GalaHC HAa MAacUTE C PaMOAKTHBEH *C-eTpaBUpHH MOKa3Bar, ue

< 1,2% oT nmpuiokeHara 703a eTpaBUPUH Ce EKCKPETUpPA ¢ ypuHATA. B yprHATa HE CE YCTaHOBSBA
HEIMPOMEHEHO JIEKapCTBO, 3aTOBA C€ 0YAaKBA, Ue BIUSIHUETO HAa OBOPEUYHOTO YBPEKIAHE IPU
SJIMMUHUPAHETO HA €TPABUPHH Ille ObJIe MUHUMATHO. T'hil KaTO €TpaBUPHH € CBHP3aH BB BHCOKA
CTEeTIeH C TIAa3MEHUTE MMPOTEUHH, MAJIKO BEPOSATHO € /1a ObJie OTCTPaHEeH B 3HAYMTETHA CTENEH Upe3
XEeMOIHAIN3a WIH TEPUTOHealHa Auain3a (BxK. Touka 4.2).
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bpemennocm u creopoounen nepuoo
[Ipoyusane TMC114HIV3015 onensBa erpasupur 200 Mg mpu IpuiIoKeHUE IBa IHTH THEBHO B
KOMOMHAIIUS C IPYTH aHTUPETPOBUPYCHU JICKAPCTBEHU MPOAYKTH Ipu 15 OpeMeHHU jKeHU 10 BpeMe
Ha BTOPHS M TPETHUS TPUMECTHP Ha OPEMEHHOCTTA U B CIICAPOAWIHUS niepro. Excriosunusira Ha
oOII¥sI eTpaBUpHUH cliea mpreM Ha etpaBupuH 200 mg 1Ba MbTH JHEBHO KaTO 4acT OT
AHTHUPETPOBUPYCHA CXEeMa, KaTo IISUI0 € TI0-BHCOKA 10 BpeMe Ha OPEMEHHOCT B CPABHEHHUE ChC CIIC]T
paxxaaneto (Bk. Tabnuna 11). Pasnukure ca mo-cnado n3pa3eHu 3a eKCIo3ULIUATa Ha HECBBbP3aH

eTpaBHUPHH.

[pwu xenn, mpuemaniu erpaBupud 200 mg 1Ba MHTH AHEBHO, ITO-BUCOKU CPEIHH CTOMHOCTH Ha Crax,
AUC12n 1 Cpin ca HaOJTIOJaBaHM IO BpeMe Ha OPEMEHHOCT B CPaBHEHHUE ChC CIIEAPOIUITHUS TIEPUO/I.
ITo BpeMe Ha BTOpHS U TPETHS TPUMECTHP HA OPEMEHHOCTTA CPEIHUTE CTOMHOCTH Ha TE€3W MapaMmeTpu

ca CpaBHUMH.

Ta6anna 11: @apMaKOKHHETHYHH Pe3yJITATH 32 001N eTPABHPHUH CJIe] MPUJIOKEHHE HA
erpaBupuH 200 Mg 1Ba MbTH JHEBHO KATO YaCT OT AHTHUPETPOBHPYCHA cXeMa, 10
BpeMe Ha BTOPHSI TPUMECTHP HA OPeMEeHHOCTTa, HA TPETHsI TPUMECTbP Ha
OpeMEHHOCTTA H B CJIEIPOAUIHUS NEPHO]L.

@DapMaKOKHHETHKA HA
eTpaBHPUH
Cpenno = SD (Meauana)

ETpaBupun
200 mg nBa mbTH
JAHEBHO, cJIe]

ErpaBupun 200 mg
JABa IbTH THEBHO,
BTOPH TPUMECTBP

Erpasupun 200 mg
ABA MbTH THEBHO,
TPeTH TPUMECTbP

paKIaHETO ol C ama
N =10 N =13 N =10
Conin, NG/ 269 + 182 383 £ 210 349 £ 103
(284) (346) (371)
Cinax, NG/MI 569 + 261 774 + 300 785 + 238
(528) (828) (694)
AUC1zn, h*ng/ml 5004 + 2 521 6617 + 2 766 6846 + 1 482
(5 246) (6 836) (6 028)

& n=93a AUCi2n

Bceku yuacTHUK € OWIT KOHTPOJIA Ha ce0e CH U MPU MHTPAUHIUBUIYAITHOTO CPaBHEHUE CTOMHOCTHUTE
Ha Cmin, Cmax 1 AUC 121 Ha 001U eTpaBUpHUH ca ¢hoTBeTHO 1,2, 1,4 1 1,4 'bTH 110-BUCOKH, 110 BpEME
Ha BTOPHS TPUMECTHP HAa OPEMEHHOCTTA B CPABHEHHE ChC CISIPOAUIHUS TIEPUOJ, U ChOTBETHO 1,1,
1,4 v 1,2 IbTH MO-BUCOKH TI0 BPEME Ha TPETUS TPUMECTHP Ha OPEMEHHOCTTAa B CPABHEHHE ChC CIIE]T
paxkIaHeTo.

5.3 IlpenkIMHUYHM JaHHH 32 0€30MACHOCT

TOKCHKOIOTHYHY IPOYYBAHUS BbPXY KHUBOTHH C €TPABUPHH Ca MPOBEJIEHHU MPU MUIIKH, TIIHXOBE,
3aiy U Kyverta. [Ipy MUIIKY, HASHTUGHUINPAHUTE KIFOUOBH TAPI€THU OPTaHU Cca YEPHUST Apo0 U
KoaryjianroHHarta cucrema. HabmoaBa ce xemoparnyaa KapAnOMHUONATHS €MHCTBEHO MTPH MBXKKH
MUIIIKH U C€ pa3riiekaa KaTo BTOPUYHA Ha TeXKa KOaryJIonaThs, MeANApaHa 4ype3 MeTaboMUTHUS BT
Ha sutamuH K. IIpu murexoBe, uaeHTHGUIUpPAHUTE KITIOYOBU TAPTeTHU OPTraHU ca YEPHHAT APO0,
LIMTOBHUHA XKJI€3aTa U KoaryJaloHHaTa cucteMa. EKCrio3nusita npyu MUIIKY € €KBUBAJICHTA Ha
EKCITO3UIHATA TIPH XOPa, AOKATO MPH IITHXOBE T € MO KIMHUYHATA €KCIIO3UIUS TIPH
npernopbunTenHara A03a. llpu kydera ca Habmr0qaBaHN IPOMEHH B Y€PHUS APOO U JKITBYHUS MEXYP
MIPU eKCTIO3ULMH, TPUOIU3UTENHO 8 IBTU MO-TOJEMH OT EKCIIO3ULHUATA [IPH X0pa, HabJronaBaHa mpu
npenopburTenHara 103a (200 mg 1Ba mbTH THEBHO).

[Ipu npoyuBaHusl, NPOBEICHH NPH ILTHXOBE, HE CE YCTAHOBSIBAT €(EKTH BbPXY YN(TOCBAHETO WIH
(deprmwinTeTa, IPHU HUBA HA EKCIIO3HLIMS, EKBUBAICHTHU Ha TE3H IIPH X0Pa, IPH NPEHOpbUUTEIIHATA
KJIIMHUYHA 103a. HsiMa TepaToreHHOoCT ¢ eTpaBUpYH MPH ITHXOBE U 3alIIN IPH €KCIO3HUIINS, PaBHA Ha
HabJroaBaHaTa Py YOBEKa MPH MIPEopbUUTEIHATA KITMHUYHA 1032a. ETpaBupuH HAMa edeKT BhpXyY
Pa3BUTHETO Ha MOKOJIECHUETO, TI0 BpeMe Ha KbPMEHETO MIH cJie]l OTOMBAHETO, PU €KCIIO3UIKHU Ha
MaiikaTa, eKBUBAJCHTHHU Ha HA0JI0AaBaHUTE P NIPENIOPbUUTEIHATA KIMHUYHA 1034,
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ETpaBupun He € KaplIMHOTEHEH ITPH TUIBXOBE U MPH MBKKHA MHUIIKH. [TpH )KEHCKH MUIIIKA Ce
HaOJI0/1aBa yBENIMYaBaHe HA CIyYaWTe Ha XENaToleyJIapeH alcHoM 1 KapuuHoM. HabmonaBanure
XeMaToIeypapHA HaXOAKH ITPH KEHCKU MHIIKU IO TIPUHITUI C€ CYMTAT 3a CIeHU(UIHH 3a TPU3adH,
CBBP3BaHU C YCPHOPOOHA CH3UMHA MHYKIIHSI, U Ca C OFPaHUYCHO 3HaYeHUE 3a xopaTta. [Ipu
Hal-BUCOKHTE POYYBaHU JI03H, CUCTEeMHaTa excrio3uius (0azupana Ha AUC) Ha eTpaBuUpHH €

0,6 mbTH (pu MumkK) U Mexay 0,2 u 0,7 mbTH (IpH TIHXOBE), CPABHEHA C Ta3H, HAOII0IaBaHa MPH
X0pa, MPH MPEMOPhUUTETHATA TepaneBTHYHa 103a (200 My aBa MBTH JHEBHO).

In vitro u in vVivo mpoyuBaHusiTa ¢ €TPAaBUPUH HE MOKA3BAT MyTareHEH MOTEHIIHAL.

6. DAPMAIEBTUYHU JAHHHAU
6.1 Cnucbk Ha IOMOIIHUTE BelleCTBA

INTELENCE 25 mq tabaerku

Xurnpomenosa

MukpokpucTanHa Leiyio3a

Cunuimes JUOKCUI, KOJIOUIEH 0€3BOJICH
Kpockapmenosa varpuit

Marsne3ues creapat

JlakTo3a MOHOXHIpAT

INTELENCE 100 mg rabaerku

Xumnpomenosa

MukpokpucTransa LeiryJio3a

CunmiueB IUOKCHI, KOJIOUEH 0€3BOIeH
Kpockapmenosa narpuit

Marsne3ues creapar

JlakTo3a MOHOXUApAT

INTELENCE 200 mq TabneTku

Xumnpomenosa

Cunrcunypana MUKpPOKPUCTAJIHA 1IeTyJI03a
MukpokpucTansa LeiyJio3a

Cunuumes JTHOKCH]I, KOJIOUACH 0e3B0JICH
Kpockapmenosa narpuit

Marsne3ues creapar

6.2 HecbBMecTHMOCTH
Henpunoxumo
6.3 Cpok Ha rogHocT

INTELENCE 25 mq tabaerku

2 TOIMHU
8 ceamuim cies oTBapsHE Ha OyTHIIKATa

INTELENCE 100 mqg rabnerkn

2 TOOWHU
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INTELENCE 200 mg TabieTku

2 TOOUHU
6 ceamuIm cie oTBapsiHE HA OyTHIIKATa

6.4 CnenuajHu ycjaoBHUsI HA CbXpaHEHHe

Ja ce cpxpansaBa B opurnHaiHata OyTiika. ChxpaHsaBaiiTe OyTHiKaTa IUTbTHO 3aTBOPEHA, 32 J1a Ce
mpenmnasu ot Biara. [la He ce OTCTpaHsSBaT TOPOUYKHUTE CHC CYIIUTEIL.

6.5 Bwuau chabpiKaHue HA ONMAKOBKATA

INTELENCE 25 mq tabnerku

ByTunkara e miuactMacoBa, ot nonueTuieH ¢ Bucoka misTHOcT (HDPE), chappikama 120 Tabnetku u
2 TOpOMYKH ChC CYIINTEN, CHaOAeHa ¢ mommmpomnieHoBa (PP) 3ammurena ot gena 3amymanka.
Bcsika omakoBka chabpika enHa OyTHIIKA.

INTELENCE 100 mg tabaetku

Byrunkara e miuactmacoBa, ot monueTuiieH ¢ Bucoka mrsTHocT (HDPE), chappikama 120 tabnetku u
3 TOpOMYKH ChC CyIINTEN, CHaOAeHa ¢ monmmpomnmieHoBa (PP) 3ammurena ot gena 3amymanka.
Bcsika omakoBka chAbpAKa eHA OyTHIIKA.

INTELENCE 200 mg tabaetku

ByTtuiakaTa e miaactMacoBa, OT moueTHiaeH ¢ Bucoka misTHocT (HDPE), chabpikaina 60 tabiaeTku u
3 TopOHUKH ChC CYIINTEN, CHaOeHa ¢ monumponuieHoBa (PP) 3amurena ot jgena 3amymanka.
Bcesika omakoBka chbpka eiHa Oy THIIKA.

6.6 CrnenuajaHu nMpeaNa3HU MEPKHU NMPH U3XBHPJIsIHE U padoTa

[MarueHTH, KOUTO HE MOTAT Jia MOT'BJIHAT Ta0JIeTKATa 11714, MOXKE Ja S pa3TBOPSAT B Yallia BOJa.

[ManmenTure TpsiOBa 1a OBAAT HHCTPYKTUPAHU JIa HATIPABST CIETHOTO:

- na mocrassT Tabierkara(ure) B 5 ml (1 yaeHa rpuMkKKa) BoJa WIK B TEYHOCT, JOCTATHYHA /14
MOKpHE JICKapCTBOTO;

- Ja pa30bpKar g00pe, 10KaTo BojaTa Npuaodue BU Ha MIISKO;

- IO JKEJIAaHNUEe MOXeE JIa JI00aBAT IOBEYE BOJIa, & MOYKE M MOPTOKAJIOB COK MIIM MIISIKO (TTAIllMEHTUTE
He TpsI0Ba Jia TIOCTABAT TAOJIETKUTE B MOPTOKATIOB COK WIIM MIISIKO MIPEH IIBPBO J1a ca T
pa3TBOPWIIM BBB BOJIA);

- J1a TO M3IHSAT BEAHAra,

- Jla M3TJIAKHAT Yaliata HIKOJIKO ITBTU C BOJIa, MOPTOKAJIOB COK WIJIM MIISIKO U BCEKH ITHT J1a
M3IHBAT ISUI0TO KOJIMYECTBO TEUHOCT, 3a JIa Ca CUTYPHH, Y€ ca MPUEIIH IsUIaTta 103a.

INTELENCE Ta6nerka(u), aucneprupana(v) B TEYHOCT, TpsiOBa Ja ce mpuema(T) nmpean Ipyrure
TEYHU aHTUPETPOBUPYCHH JIEKAPCTBA, KOUTO MOXKE J1a CE HAJIOKH JIa Ce MPHEeMaT eJHOBPEMEHHO.

[MTanueHThT H JIUIETO, KOSTO IO 0OrpIKBa, TPsIOBA Ja ca MHCTPYKTHPAHH JIa Ce CBBPIKAT C
IpeANICBaIKS JIeKap, aKo MAlMeHTHT He MOXKE J1a TIIbTHE Iisj1aTa /1032, KOraTo € JUCIeprupaHa B
TeuHOCT (BK. Touka 4.4).

Tps6Ba na ce u30srBa ynorpedara Ha Torw (> 40°C) iy ra3upaHy HalUTKY.

Hewnsmnons3BanuaT nexapcTBEH MPOIYKT WU OTHAIBYHATE MaTEPHAN OT HETO TPsIOBa Ja ce M3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE M3UCKBAHUSI.
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7. HNPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA
Janssen-Cilag International NV

Turnhoutseweg 30
B-2340 Beerse

benrns
8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
25 mg: EU/1/08/468/003

100 mg: EU/1/08/468/001
200 mg: EU/1/08/468/002

9. JATA HA ITBPBO PA3PEINIABAHE/IIO/ITHOBSIBAHE HA PAZPEILIEHUETO 3A
YIIOTPEBA

[ata Ha mppBo pazpemanane: 28 aBryct 2008 r.

Hara na nocieano nonHossiBaHe: 23 aBryct 2018 r.

10. [JATA HA AKTYAJIUBUPAHE HA TEKCTA

03/2021

[NonpoOua nHpoOpMaIKs 3a TOBA JICKAPCTBO € IpeJ0CTaBeHa Ha yeOcaiita Ha EBporietickata areHius
o JekapcTBara http://www.ema.europa.eu/.
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MNPUJIOXKEHUE I1

ITPOU3BOJAMTEJI(M), OTTOBOPEH(HHN) 3A
OCBOBOXJIABAHE HA ITAPTUIHN

YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

JAPYI'N YCJIOBUS N UBUCKBAHUSA HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBUA NN OTPAHUYEHUS 3A BE3OITACHA U

E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHMSI
MPOJIYKT
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A. NPOU3BOAUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOXJIABAHE HA ITAPTUIN

Hwme v agpec Ha MPOU3BOANUTEA, OTTOBOPEH 33 OCBOOOXK/IABAHE HA MAPTHINTE

Janssen-Cilag SpA

Via C. Janssen

04100 Borgo San Michele
Latina

Hramus

b. YCJIOBUsA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUAT MPOIYKT CE OTIIYCKa MO OIPaHUYCHO JEKapcKo npeanucanue (Bx. [Ipunoxenue I:
Kparka xapakTepucTHKa Ha MPOIYKTa, ToUKa 4.2).

B. JPYI'M YCJIOBHUSA U N3UCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJu3npanu aokjaaau 3a oesonacuoct (ITAIB)

MsuckBanusta 3a nogasane Ha [TA b 3a To3u JeKapcTBEH MPOAYKT Ca MOCOUEHHU B CITUCHKA C
pedepentauTe natu Ha EBpomnetickus cpio3 (EURD crucek), npensuaen B wi. 1078, an. 7 ot
HupextuBa 2001/83/EO, 1 BbB BCUUKH CIIeBaIIN aKTyalU3aliH, ITyOJHMKYBaHH Ha €BPOICHCKHS
yeOmopTal 3a JIeKapcTBa.

r. YCI0BUs NWJIN OI'PAHUYEHUSA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS TIPOAYKT

. Ilnan 3a ynpaBaenue Ha pucka (ITYP)

[Mputexarenst Ha paspemieHneTo 3a yrnorpeda (ITPY) tpsOBa n1a U3BBpIIBA H3UCKBAHUTE ACHHOCTH U
NeMCTBUS, CBBP3aHH C MPOCIEsIBaHE Ha JIeKapcTBeHaTa 0€30acHOCT, MocoueHH B ogoopenus 11YP,
npencraseH B Mozyn 1.8.2 Ha pa3peleHneTo 3a ynorpeda, KakTo ¥ BbB BCUUKH CIIEABALIN 0100peHH
akryanusanuu Ha ITVP.

Axrtyammsupad [1YP Tpa6sa na ce nonasa:

. 1o uckane Ha EBpomnelickaTa areHIys 10 JIeKapcTBaTa;

. BUHAru, KOraTo ce U3MeHs CUCTeMaTa 3a YIpaBJeHUE Ha PUCKa, 0COOEHO B pe3yiTaT Ha
noJTyyaBaHe Ha HOBa HH(OpMaIIUsi, KOSTO MOXe Ja JOBEJIE JI0 3HAYMMHU TIPOMEHH B
CHOTHOIICHHUETO 0J13a/PHCK, WX CJIe] JOCTUTaHe Ha BaJKEH eTal (BbB BPB3Ka C MPOCIeIIBaHe
Ha JIeKapCcTBeHaTa 0€30MacHOCT WM CBEXKAHE Ha PHCKA 10 MHHUMYM).
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MNNPUJIOKEHUE III

JAHHU BBPXY OITAKOBKATA N JINCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU KOUTO TPABBA A CBbABPKA BTOPUYHATA OITAKOBKA

BBHHIIHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUA TPOAYKT

INTELENCE 25 mg Tabnetku
eTpaBUPUH

2. OBSBABAHE HA AKTUBHOTOMTE) BEHLIECTBO(A)

Bcesika Tabnerka cpabppika 25 mg eTpaBUpHH.

3. CIIUCBK HA IOMOIIIHUTE BELLIECTBA

Chpabprka JJaKT03a MOHOXHIPAT.
3a mombIHUTEIHA HHGOPMAIIHSI BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

120 TabneTku

5. HAYMYH HA ITIPUJIATAHE U ITbT(MIIIA) HA BBBE/KJIAHE

[Ipenu ynotpeba nmpoyerere TUCTOBKATA.
ITepopanHo npuioxeHue

6. CIIENUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT ITIPOAYKT TPABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT ITOTJIEJA U TOCET'A HA TEIIA

I[a CC CbXpPaHsBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:
He u3non3BaiiTe ciesn 8 ceAMUI OT MBPBOTO OTBapsiHE HA OYyTHIIKATA.

‘ 9. CIHHEIUAJIHU YCJIOBUSI HA CbXPAHEHUE

Jla ce chxpaHsiBa B OpUTMHAIHATA OYTHIIKA.
CoxpansBaliTe OyTHIKaTa IUTBTHO 3aTBOPEHA, 3a Jia Ce MPeJrasu OT Biara. J{a He ce oTcTpaHsBar
TOPOUYKHUTE ChC CYIIUTEIL.
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10. CHELOUAJIHM NPEANTASHU MEPKHU INTPU U3XBBHPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

11. HMME U AJJPEC HA IPUTEKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B - 2340 Beerse

benrus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/468/003

13. TAPTHUJIEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMA HA BPAMJIOBA A3BBYKA

intelence 25 mg

‘ 17. YHUMKAJIEH HIEHTH®UKATOP — JIBYU3IMEPEH BAPKO/

JIByn3mepeH 0apKoJI ¢ BKIFOUEH YHUKAJICH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU KOUTO TPABBA JJA CbADBPXA IBPBUYHATA OITAKOBKA

ETUKET HA BYTHJIKATA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

INTELENCE 25 mg Tabnetku
eTpaBUPUH

2. OBSBABAHE HA AKTUBHOTOMTE) BEHLIECTBO(A)

Bcesika Tabnerka cpabppika 25 mg eTpaBUpHH.

3. CIIUCBK HA IOMOIIIHUTE BELLIECTBA

Coappika J1aKTO3a MOHOXHIPAT.

4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

120 TabneTku

5. HAYYH HA ITIPUJIATAHE U ITbT(MIIIA) HA BBBE/KJIAHE

[Ipenu ynorpeba npoyereTe NMCTOBKATA.
ITepopanHo npuioxeHue

6. CIIEHNUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELIIA

Jla ce cexpaHsBa Ha MSCTO, HEAOCTHITHO 34 JICTIA.

‘ 7. APYI'U CIIEHUAJIHU TPEAYTIPEXIEHUA, AKO E HEOBXOINMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onmen no:

‘ 9. CIHIEHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

Ha ce cbxpaHsiBa B OpUrnHagHaTa OyTHIIKA.
CroxpansBaiiTe OyTHIKaTa IUTBTHO 3aTBOPEHA, 32 J1a Ce Mpe/a3y OT Bjara.
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10.

CIHEHUAJIHU ITPEJAITA3HUA MEPKMU ITPU NU3XBBPJISAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAIBYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

11.

HUME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B - 2340 Beerse

benrus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/468/003

13.

IHAPTUJAEH HOMEP

[Taptuna:

| 14,

HAYYH HA OTITYCKAHE

YKA3AHUA 3A YIIOTPEBA

UH®OPMAIIMS HA BPAHJIOBA A3BYKA

YHUKAJIEH NWIJEHTUO®UKATOP — IBYU3MEPEH BAPKO/|

YHUKAJIEH NWIEHTU®UKATOP — IAHHU 3A YETEHE OT XOPA
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JAHHU KOUTO TPABBA JIA CbABP KA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS TPOAYKT

INTELENCE 100 mg tabnetku
eTpaBUPHUH

2. OBSIBSABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bcesika Tabnerka chabpika 100 mg erpaBupuH.

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Cpabppika JaKkTO3a MOHOXHIPAT.
3a nombaHUTENHA HHGOPMAIIUS BIKTE JHCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

120 TabneTku

5. HAYYH HA NPUJIATAHE U IBbT(UIIA) HA BbBEKJIAHE

IIpenu ynorpeda npoyereTe JIUCTOBKATA.
[lepopanno npunoxeHue

6. CIHHEHUAJIHO NPEAYHPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTVIEAA U TIOCEI'A HA IELIA

I[a CC CbXpPaHsBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

‘ 7. APYI'U CHELUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

‘ 9. CIHHELIUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce chxpaHsiBa B OpUTHHAITHATA Oy THJIKA.
CoxpaHnsiBaiiTe OyTHIIKaTa INIBTHO 3aTBOPEHA, 3a Ja Ce Mpenas3y oT Biara.
Ja He ce OTCTpaHsABaT TOPOUUKHUTE ChC CYIIUTEI.
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10. CHELOUAJIHM NPEANTASHU MEPKHU INTPU U3XBBHPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INTPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHNBA

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B - 2340 Beerse

benrus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/468/001

13. TAPTHUJIEH HOMEP

[Taptuna:

‘ 14, HAYMH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMA HA BPAMJIOBA A3BBYKA

intelence 100 mg

‘ 17. YHUMKAJIEH HIEHTH®UKATOP — JIBYU3IMEPEH BAPKO/

JIByn3mepeH 0apKoJI ¢ BKIFOUEH YHUKAJICH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU KOUTO TPABBA JIA CbADBPXA IIBPBUYHATA OITAKOBKA

ETUKET HA BYTHJIKATA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

INTELENCE 100 mg tabnerku
eTpaBUPUH

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Bcesika Tabnerka cpabppixa 100 mg erpaBupuH.

3. CIIUCBK HA IOMOIIIHUTE BELLIECTBA

Coappika J1aKTO3a MOHOXHIPAT.

4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

120 TabneTku

5. HAYUH HA TPUJIATAHE U ITbT(MIIA) HA BBBEK/IAHE

[Ipenu ynorpeba npoyereTe NMCTOBKATA.
ITepopanHo npuioxeHue

6. CIIEHUAJIHO MPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT TPOAYKT TPABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT HHOTJVIEJA U TOCET'A HA JIEIIA

Jla ce cexpaHsBa Ha MSCTO, HEAOCTHITHO 34 JICTIA.

‘ 7. APYI'U CIIEHUAJIHU TPEAYTIPEXIEHUA, AKO E HEOBXOINMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onmen mo:

‘ 9. CIHHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ha ce cbxpaHsiBa B OpurnHagHara OyTuika.
CroxpansBaiiTe OyTHIKaTa IUTBTHO 3aTBOPEHA, 32 J1a Ce Mpe/a3y OT Bjara.
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10.

CIHEHUAJIHU ITPEJAITA3HUA MEPKMU ITPU NU3XBBPJISAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

HUME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B - 2340 Beerse

benrus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/468/001

13.

IHAPTUJAEH HOMEP

[Taptuna:

| 14,

HAYYH HA OTITYCKAHE

YKA3AHUA 3A YIIOTPEBA

WH®OPMAIIMS HA BPAHJIOBA A3BYKA

YHUKAJIEH NWIJEHTUO®UKATOP — IBYU3MEPEH BAPKO/|

YHUKAJIEH NWIEHTU®UKATOP — IAHHU 3A YETEHE OT XOPA
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JAHHU KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITAKOBKA

BBHHIIHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUA TPOAYKT

INTELENCE 200 mg tabnetku
eTpaBUPHH

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Bcesika Tabnerka cpanspixa 200 mg eTpaBUpHH.

/3.  CHUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJTHA OITAKOBKA

60 TabneTku

5. HAYYH HA NPUJIATAHE U TBT(UIIA) HA BBBEK/IAHE

[Ipenu ynotpeba mpoyerere TUCTOBKATA.
ITepopanHo npusioxeHne

6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT ITOTJIEJA U TOCET'A HA IEITA

I[a CC CbXpPaHsABA Ha MACTO, HCAOCTHIIHO 34 ACIaA.

‘ 1. APYI'U CIHHEHUAJIHU NPEAYIPEXKIEHUS, AKO E HEOBXOANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:
He m3non3Baiite cnex 6 cemMUIE OT TbPBOTO OTBapsHE HA OyTHIIKaTa.

‘ 9. CIHHEIIUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce chxpaHsiBa B OpUTHHAITHATA Oy THJIKA.
CoxpaHnsBaiiTe OyTHIIKaTa INIBTHO 3aTBOPEHA, 3a Ja Ce Mpelnasy OT Biara.
Jla He ce oTCTpaHsABaT TOPOMYKHUTE CHC CYIIUTEIL.
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10. CHELOUAJIHM NPEANTASHU MEPKHU INTPU U3XBBHPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INTPOAYKTHU NJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B - 2340 Beerse

benrus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/468/002

13. TAPTHUJIEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMA HA BPAMJIOBA A3BBYKA

intelence 200 mg

‘ 17. YHUMKAJIEH HIEHTH®UKATOP — JIBYU3IMEPEH BAPKO/

JIByn3mepeH 0apKoJI ¢ BKIFOUEH YHUKAJICH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU KOUTO TPABBA JIA CbABPKA IBPBUYHATA OITAKOBKA

ETUKET HA BYTHJIKATA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

INTELENCE 200 mg tabnetku
eTpaBUPHH

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Bcesika Tabnerka cpanspixa 200 mg eTpaBUpHH.

/3.  CHUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

60 TabneTku

5. HAYYH HA NPUJIATAHE U TBT(UIIA) HA BBBEK/IAHE

[Ipenu ynotpeba mpoyerere TUCTOBKATA.
ITepopanHo npusioxeHne

6. CIIEHUAJIHO MPEAYHPEXJIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TEIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIaA.

‘ 1. APYI'U CIHHEHUAJIHU NPEAYIPEXKIEHUS, AKO E HEOBXOANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

‘ 9. CIHIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Jla ce chxpaHsiBa B OpUTMHAIHATA OYTHIIKA.
CroxpansBaiiTe OyTHIKaTa IUTBTHO 3aTBOPEHA, 32 J1a Ce Mpe/a3y OT Bjara.
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10.

CIHEHUAJIHU ITPEJAITA3HUA MEPKMU ITPU NU3XBBPJISAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INTPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHNBA

11.

HUME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B - 2340 Beerse

benrus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/468/002

13.

IHAPTUJAEH HOMEP

[Taptuna:

| 14,

HAYYH HA OTITYCKAHE

YKA3AHUA 3A YIIOTPEBA

WH®OPMAIIMS HA BPAHJIOBA A3BYKA

YHUKAJIEH NWIJEHTUO®UKATOP — IBYU3MEPEH BAPKO/|

YHUKAJIEH NWIEHTU®UKATOP — IAHHU 3A YETEHE OT XOPA
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b. IUCTOBKA
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JIncroBka: ungopmanusi 3a noTpeduTeNs

INTELENCE 25 mg TadaeTku
erpaBupuH (etravirine)

IIpoyereTe BHUMATEIHO LAIATA JUCTOBKA, IIPEIH 1A 3all04YHETE 12 IpHeMaTe TOBA JICKapCTBO,

Thil KATO TH CbAbP KA BaxkHa 3a Bac nngopmanus.

- 3amasere Ta3u JUCTOBKA. MOKe 1a ce HAJIOKH Ja 1 IPOYETETe OTHOBO.

- AKO “MaTe HSIKaKBY JIONBJIHUTEIHN BBIIPOCH, ONUTaiTe Bamus nekap win GpapmanesT.

- ToBa sekapcTBO € npeanucano Ju4yHo Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBpeIH, He3aBUCUMO Y€ TIPU3HAINTE Ha TAXHOTO 3a00JsBaHe ca ChIIUTE KaTo BamwuTe.

- AKO 1onyunTe HIKaKBH HEXEJIaHU peakluu, yBenomere Bammus nekap nnu ¢apmanest. Tosa
BKJIKOYBA U BCUYKU Bb3MOXKHU HEXKEJIAHU PEAKIMHU, HEOIIUCAHU B Ta3U JUCTOBKA. Brkre
TouKa 4.

KakBo cbabp:ka Ta3H JIMCTOBKA:

Kaxso nmpencrasnssa INTELENCE u 3a kakBo ce u3nomn3Ba
Kaxkso Tpsi0Ba na 3naere, mpeau na npuemere INTELENCE
Kaxk na npuemare INTELENCE

BB3M0XHU HEXKETaHU PEAKIUU

Kax na cexpansisate INTELENCE

ChabpxaHue Ha ONIAKOBKATa U AOIBIHUTENIHA HH(OPMALUS

oL E

1. Kaxkso npeacraiasa INTELENCE u 3a kakBo ce u3nosa3sa

INTELENCE cbabpxa aktiuBHOTO BeniectBo eTpaBupuH. INTELENCE npuHamiexu KbM rpyna

anTu-XVB nekapcTBa, HApeUeHU HEHYKJICO3MIHU MHXUOUTOPU Ha 0OpaTHATa TPAHCKPHIITA3a
(NNRTI).

INTELENCE e nekapcTBo, H3II0JI3BaHO 3a JIeYeHNE Ha HH(EKIUS ¢ YOBEIIKUS IMyHOASDUIIUTEH
Bupyc (XVB). INTELENCE pneiicTBa mocpeicTBOM HaMalsiBaHe KoinndecTBOTO Ha XIB BB Batus
oprann3bpM. ToBa mie ykpenu Barrata uMyHHa cucTeMa | Iie HaMaJId PUCKa OT pa3BHTHE Ha OoJiecT,
cBbp3anu ¢ XMB undeknusTa.

INTELENCE ce n3non3Ba B koMOMHaLMs ¢ Ipyry antu-XVB sekapcTBa 3a JeueHrne Ha Bb3PAacTHU U
Jielia Ha 2 W ToBeve roJJuHH, KOuTo ca nHdektupanu ¢ XMB n xouTto npean ca n3noia3Baiv ApyTru
anTtu-XHMB nekapcrsa.

BamusT nexap mie o0¢chau ¢ Bac kost koMOUHaIMs OT JIeKapCcTBa € Hali-100pa BbB Bamus ciyuai.

2. KaxkBo Tps6Ba n1a 3naete, npeau aa npuemere INTELENCE

He npuemaiite INTELENCE

- aKo CTE aJIePrUYHU KbM €TPABHUPHH WM KbM HIKOS OT OCTAHAIUTE ChCTABKH HAa TOBA JIEKAPCTBO
(n36poeHu B ToUKa 6)

- aKo mpremare eadacBup/rpasonpeBup (J1ekapcTBO 3a Jiedenne Ha uHpekus ¢ xemarut C).

IIpenynpesxaeHust U npeana3sHl MePKH
I'oBopere ¢ Bamus nexap wnu papmaneBT, npenu aa npuemere INTELENCE.

INTELENCE ne moxe na u3nexysa XMB ungekuusra. Toii e yact ot JieueHre, HaMasBaIio
KOJINYECTBOTO Ha BUpyca B KpbBTa. KoraTo npuemare ToBa jiekapcTBo, Bue Bee omie moxe aa
npenanere XMB, BIpekn 4e pUCKBT ce MOHIKaBa OT e)eKTUBHA aHTHPETPOBUPYCHA TEPAITHSI.
O6cnaete ¢ Bamus nekap HeoOX0AMMUTE NPEANAa3HU MEPKH, 3a 1a n30ernere HPEKTUpaHe Ha APYTH
xopa.
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Crapyecka Bb3pacT

INTELENCE e u3non3Ban caMo NpH OrpaHiueH Opoii NanyueHTy Ha Bb3pacT 65 TOAWHY WK TIOBEYe.
AKXO MpHHAAJISKUTE KbM Ta3u Bb3pacToBa rpyma, Mois oocsaere nmpuema Ha INTELENCE ¢ Bamms
JeKap.

Terno ¥ NoBHUIlIaBaHE HA JIMIUIWUTE U TJIFOKO3aTa B KPbBTA

ITo Bpeme Ha sieduenue 3a XVIB Moxe J1a ce CTUTHE [0 MOBUIIIaBaHE Ha TETJI0TO U Ha HUBATa Ha
JIUMUAUTE U TII0K03aTa B KPbBTa. TOBa OTYACTH € CBbP3aHO C Bh3CTAHOBSIBAHE HA 37]paBETO U HAUMHA
Ha UBOT, a [0 OTHOIIICHHUE HA JIMITUIUTE B KPHBTA MOHIKOTA € CBHP3aHO U ChC CAaMUTE JIEKapCTBa 3a
XHWB. Bamusr nekap uie Bu uscnensa 3a Te3u IPOMEHU.

[pobaemu ¢ KOCTHTE

Hsxou manueHTH, mpueMaIiy KOMOHHUPaHa aHTUPETPOBUPYCHA Teparusi, MOXKE JIa Pa3BUAT KOCTHO
3a00JsBaHe, HAPCUCHO OCTEOHEKPO3a (3aruBaHe Ha KOCTHA ThKaH, OPajIn MPEKbCBaHE HA
KPbBOCHAOIIBAaHETO HA KOCTTA). [IpOABIKUTETHOCTTa HA KOMOWHUPAHOTO aHTHPETPOBUPYCHO
JIeYeHHUe, yrnoTpedaTa Ha KOPTUKOCTEPOH/IH, KOHCYMAIMATA Ha aJKOXOJI, CHJIHO MOTHCKaHEe Ha
HMMyHHATa CHCTEeMa, TIOBHIIICHUST HHICKC Ha TEJIECHATa Maca U IPYTH, MOKE Jla ca HIKOU OT MHOTOTO
pHCKOBH (haKTOPH, 38 Pa3BUTHETO Ha TOBa 3a00JsiBaHe. [Ipr3HAIM Ha OCTEOHEKPO3a ca CKOBAHOCT Ha
cTaBUTE, 00JIKHU (0COOCHO B OEAPOTO, KOJISHOTO U PAMOTO) M 3aTPYIHCHHS MIPH JBHKCHUE. AKO
3a0enexuTe HAKOU OT Te3U CUMIITOMH, MOJIsl yBeoMeTe Bamus nekap.

Kaxxere Ha Bamus nekap 3a CbCTOSHUETO CH

VYBepere ce, 4e cTe MPOBEPHIIN H3IIOKEHNUTE MO-A0JTy TOUKH U choOIeTe Ha Bamms nekap, ako HIKos

OT TsX ce oTHacs 3a Bac.

- YBengomere Bamms ekap, ako moiyduTe 00puB. AKO HACTHIIN OOpPUB, TOH OOMKHOBEHO Ce
MOSIBSIBA CKOPO ciief 3arnouBaHeTo Ha aHTH- XVB neuenuero ¢ INTELENCE u yecto u3ue3Ba
3a He moBeye OT 1 10 2 cenMUIH, JOPH aKo MPUEMBT Ha TOBA JIEKapCTBO MPOABIDKU. PsaKo, mo
Bpeme Ha jedenue ¢ INTELENCE mosxe aa noiay4ure TeXbK KOKEeH 00pHB ¢ MEXypHU HITH
o0elBaHe Ha KOXkaTa, 0COOEHO OKOJIO yCTaTa WM OYUTE, UM PEaKIns Ha
CBPBXUYYBCTBUTEIHOCT (aJIeprUiHa peakiys, BKIIoYBaIla OOpUB U BUCOKA TeMIIepaTypa, HO
CBIIIO TaKa MOJyBaHE Ha JIULETO, €31Ka WIX I'bPJIOTO, 3aTPYJHEHO AUIIAHE WU MIPErIIbIIaHe),
KOSITO MOXKe J1a Ob/ie HOTEHLMATHO )KMBOTO3acTpallasaiia. Mo, BeHara cho0eTe Ha
Bamus nekap, ako noiayuurte Te3u cuMNToMu. Bamusr nekap e Bu nochBeTBa Kak j1a ce
cnpasure cbc cumToMuTe U fanu INTELENCE tpsioBa na Obze cripsiH. AKO cTe cripenu
JICUEHHETO MOPaa Peakuysi Ha CBPbXUYBCTBUTEIHOCT, Bue He TpsOBa a 3armouBaTe OTHOBO
neuenne ¢ INTELENCE.

- YBegomere Bamus nekap, ako umaTe WK CTE UMajd MPo0JaeMH ¢ YepHHUS P00, BKIIOYUTETHO
xenatuT B w/unu C. Bamust nekap Moke J1a OLIEHH KOJIKO TeKKO € BameTo uepHogpoOHO
3abonsBane, mpeau Aa pemm gaau moxete na npuemate INTELENCE.

- YBenomere Bamms nekap BegHara, ako 3abeexnTe HIKaKBU CUMNTOMH Ha HHpexkuus. [lpu
HSIKOM MAllMeHTH ¢ HanpeaHana XVB nHpeknus u npeIuinHi ONOPTIOHUCTUYHN HHPEKITUH,
MPU3HALM WIA CUMIITOMH Ha BB3MAJICHUE OT MPEAUIIHUTE HHPEKIINH, MOTaT J1a CE TOSABAT
CKOpO cJIel 3arouBaHeTo Ha aHnTu- XVMB nedennero. Cunta ce, 9e T€3U CHMIITOMH C€ AbJDKAT
Ha nooOpeHre Ha UIMYHHUS OTTOBOP Ha OpraHu3Ma, MO3BOJISBAIIO My Jia ce OopH ¢
WHEKIUNUTE, KOUTO MOXKE J1a ca Ouny Hajuue 0e3 04YeBUIHH CUMIITOMHU.

- B nonmbiHeHNE KbM OMOPTIOHUCTHYHUTE HHPEKIMH MOXKE Ja HACTBIIAT ChIIO M aBTOUMYHHH
HapyieHus (3abosBaHe, KOETO HACTHIIBA, KOTATO MMYHHATa CHCTEMa aTaKkyBa 3/IpaBara ThKaH
Ha OpraHuM3Ma), clie/l KaTo 3all0YHeTe Ja IpueMare JiekapcTsa 3a jJedenne Ha X1B
WHOEKIUATa. ABTOUMYHHHUTE 32a00JIIBaHKSI MOXE J]a Bh3HUKHAT MHOTO MECEIIN CJIe/T HAualloTOo
Ha JIeYeHNeTo. AKO 3a0eJIeKUTE KAKBUTO U J]a € CHMIITOMH Ha HHQEKIHSI W JIPYTH CUMIITOMH,
KaTo MYCKyJIHa c1a00CT, cnabocCT, 3ano4Balia OT PhLETe U KpakaTa U MIpeMHUHaBalla KbM
TSJIOTO, ChplLieOreHe, TpenepeHe WM CBPbXaKTUBHOCT, HHPOpMHUpaKTe He3a0aBHO Barms
JIeKap, 3a Jja HOThPCU HEOOXOIUMOTO JIEUEHHE.
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Jleua v roHOIIM
He mamaiite ToBa J€KapcTBO Ha €A, MO-MaJIKH OT 2 ToauHu | ¢ Termo moa 10 Kg, Thit kaTo
MOTEHI[MAIHUTE TOJI3U U PUCKOBE HE Ca YCTAHOBEHHU.

JApyru nexapcrBa u INTELENCE
INTELENCE mose na B3anMoJeiicTa ¢ apyru jJekapctsa. Madopmupaiite Bamms nekap nnn
(hapmarieBT, aKo IpHeMaTe, HACKOPO CTE MPUEMATH WIIH € Bh3MOXKHO JIa IIPUEMETE APYTHU JICKapCTBa.

B moBedero ciayuan INTELENCE ce komOunupa ¢ antu- XVB nekapcTBa, mprHAIIIEKAIINA KBM IPYT
knac. Hsxou komOuHaImu o6aue, He ce mpenopryBar. B Apyru cirydan, MOXe Jja e HAJIOXKH 3aCHUIICHO
HaOJII0/ICHUE/WJTU MPOMSIHA Ha JT03aTa Ha JICKApCTBOTO. 3aTOBA BUHATH ChoOIIaBaiiTe Ha Bamus nekap
KakBu ApyrHu anTtu- XMB nexapcrsa npremate. OCBEH TOBa € MHOTO BaKHO BHIMATEITHO J1a
MpOYETETE JIUCTOBKUTE, KOUTO CE MPEAOCTABAT ¢ Te3U jJekapcTBa. CienBaiite ykazanusTa Ha Bammms
JIEKap, M0 OTHOIICHUE Ha TOBAa KaKBH JIEKAPCTBA MOTAT Jia C€ KOMOWHUpAT.

He ce npenopbuBa komoununpaneto Ha INTELENCE cbe ciieqnnte nexaperBa:

- TUTIpAaHABHUP/PUTOHABHD, eaBUPEHII, HEBUPAIWH, PHINIMBUPHUH, HHAWHABUP,
atazaHaBuUp/KOOUIKCTAT, AapyHaBup/KoOuuctar (antu-XNB nekapcrsa)

- KapOamazennH, peHoOapOuTan, peHnTonH (JIekapcTBa 3a MPeIOTBPaTABAHE HA MTPUTIAIBIIN)

- pHUQaMITUIIHH, 3a1I0TO € MPOTHUBONOKA3aH C YCHIICHN IPOTEa3HH HHXUOUTOPH U pUQarneHTHH
(JlekapcTBa 3a JeueHue Ha HHPEKIIUU KaTo TyOepKyII03a)

- MPOIYKTH, ChABPXKAIIHN KBIAT KaHTapuoH (Hypericum perforatum) (pactutenes npoaykr,
M3MOJ3BaH MPHU ACTIPECHUS).

- nakmaracBup (JiekapcTBo 3a jJeyenue Ha uHdekus ¢ xenatut C).

VYBenomere Bammst jgexap, ako mpuemare HIKO€ OT H30pOSHUTE MTO-TOPE JIEKAPCTBa.

EdextsT Ha INTELENCE niu aApyru jJiekapcTBa Moae Ja ce MOBJIHUsIe, aKo TpUeMaTe
INTELENCE 3aeqH0 ¢ HAKOE OT clIeJHUTE JIeKapcTBa. Moke J1a ce HaJloKU Jja ce€ IPOMEHHU J103aTa Ha
HSIKOM JIEKapPCTBA, Thil KATO TEXHUAT JIeUeOCH eeKT WM HeXKeNIaHH PeaKIli MOXKE Jia ce TIOBIUSST,
korato ce komOuuupat ¢ INTELENCE.

YBenomere Bamms nekap, ako npuemare:

- JOJIyTEerpaBup, MapaBUPOK, aMIIpeHABUP/pUTOHABUD U (hozammnpeHaBup/putoHasup (antu-X1B
JIEKapCTBa)

- aMHO/apOH, OCTIPUINI, TUTOKCHUH, TU30MUpaMul, (preKanHua, TA0KauH, MEKCUIIETHH,
nponadeHOH ¥ XMHUAMH (JIEKapcTBa 3a JIeYeHHE Ha ChbpACYHH HapyLIeHHUs, HAaIpUMep
HEPUTMHUYHA ChpP/EYHA JEHHOCT)

- BapdapuH (JIekapCcTBO 3a HaMAIIIBaHE HA ChCHPBAHETO Ha KpbBTa). Bammst nexap TpsoBa aa
MIPOBEPU CHCTOSHUETO Ha KPbBTa Bu.

- (I1yKOHA3011, HTPAKOHA30JI, KETOKOHA30I1, T03aKOHA30J1, BOPUKOHA30JI (JIEKApCTBa 3a JICUeHUE
Ha I'bONYHU HH(EKINH)

- KJIApUTPOMULIMH, prudaOyTuH (aHTUOMOTHIIN)

- apremerep/IyMeQaHTprH (JIEKapcTBO 3a JCUCHHE Ha MaJlapusl)

- Jrasernam (JieKkapcTBa 3a MPOOJIeMH ChC ChHS H/WIJIH TPEBOMXKHOCT)

- JeKCaMeTa30H (KOPTUKOCTEPOU, U3IOI3BaH PU Pa3IMYHU ChCTOSHUS KaTO Bh3MAICHHUS U
QJIEPTUYHU PEAKIINN)

- aTopBacTaTvH, (hIIyBacTaTHH, JIOBACTATHH, PO3YBaCTATHH, CHMBACTATUH (JIEKAPCTBA,
TIOHMKaBAIN HIBOTO Ha XOJIECTEPOJIa)

- LUKJIOCIIOPUH, CUPOJIUMYC, TAKPOJIUMYC (MMYHOCYIIPECOPH — JIEKApCTBa, U3MOI3BaHHU 32
MOTHCKaHEe HAa UMyHHATa CHCTEMA)

- cunaeHadu, BapaeHadui, Tananadui (JlekapcTpa 3a JIeUeHUe Ha ePeKTHIIHA JUCHYHKIUSL
n/unu 6enopoOHa apTepHaiHa XUIIEPTOHHMS)

- KJIOMUAOTped (JIEKapcTBO 3a MpeAO0TBpaTsiBaHe 00pa3yBaHETO HA KPbBHH ChCHUPELH).

BpemenHocT, kbpMeHe U pepTHIINTET

AKko cTe OpeMeHHa WU KbPMUTE, CMATATE, Y€ MOKE JIa CTe OpeMEeHHa WU TUIaHUupaTe OPEeMEeHHOCT,
MMOChBETBalTE ce ¢ Barms iekap wiu ¢apMaieBT npeau yrnorpedaTa Ha TOBa JIEKapCTBO. YBEAOMETE
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BemHara Bammms siekap, ako cte OpemenHa. bpemennu sxenn He Tpsaosa na mpuematr INTELENCE,
OCBEH aKO CIIEHUAIIHO HE UM € MIPEIIUCAH OT JIEKaps.

XWB-uH(pekTHpaHuTe Maliku He TpsAOBa Aa KbPMST, Thid KaTO ChIIECTBYBa BH3MOXKHOCT OT
nH}peKTHpane Ha HoBopoeHoTo ¢ XMB.

Ilodgupane u padora ¢ MaIUHKU
He mogupaiite 1 He U3M0a3BaliTe MATUHK, aKO CE€ YyBCTBATE CHHJIMBU WM 3aMasiHU CJIE/] IPUeMa Ha
Bamute nexapcraa.

INTELENCE cBabpxa gakro3a
Tabnerkute INTELENCE cbabpikat naktosa. Ako Bammst nekap Bu e yBenommin, ue umare
HENIOHOCHUMOCT KbM HAKOM 3aXapH (JIaKT03a), CBbPXKETE CE C HEro, IIPEIH Aa B3EMETE TOBA JIEKAPCTBO.

INTELENCE cbabpixa naTpuii
ToBa J1lekapcTBO ChIbprka Mo-Majako oT 1 mmol Harpuii (23 mQ) Ha TabneTka, T.€. MOXeE a ce KaxKe,
Ye MPAKTUIECKH HE ChIbPKa HATPUH.

3. Kak na npuemate INTELENCE

Bunaru npuemaiite ToBa JISKapCTBO TOYHO KakTo Bu e ka3an BamusaT nekap wim papmareBT. AKO He
CTe CUTYPHH B HEIIO, MonuTaiTe Bamms nekap i dhapManesT.

Ynorpeda npu Bb3pacTHH
[Tpu BB3pacTHU MOXKeE Ja € MO-MOX0AIa Apyra (hopMa Ha TOBA JIEKAPCTBO.

[penopwunrennara no3a INTELENCE e 200 mg aBa mbTH THEBHO.
Cytpun npuemere nse tabnetku INTELENCE ot 100 mg cnen xpaHere.
Beuep npuemerte ase tabnerku 100 mg INTELENCE cnen xpanene.

YroTpeda npu Aela U IOHOIIK HA 2 U OBeve roauHu ¢ Teryio mone 10 kg
JlexapsT e onpezeny TOYHATA 1032 B 3aBUCUMOCT OT TETJIOTO HA JIETETO.
JlexapsT me Bu kaxe Touno xonko INTELENCE Tps6Ba na nmpuema gereto.

Yxa3anus 3a npuem Ha INTELENCE 3a BCHYKHM NaliieHTH

Baxno e na mpuemare INTELENCE cnen xpanene. Ako npuemere INTELENCE Ha npa3eH cToMax,
camo nosioBrHata oT konndectBoTo INTELENCE ce abcopbupa. Crensaiite chBetute Ha Bamus
JIeKap OTHOCHO BHJa Ha XpaHHUTe, KOUTO Tps6Ba na npuemare ¢ INTELENCE.

IMornsmaiite Tadbnerkure INTELENCE 1ienu, ¢ gama Boga. He anBuere Tabnetkure. TabmeTkure
MOTAaT JIa Ce pa3JIeliAT Ha JIBE PaBHH JIO3U.

Axo He moxete aa noreinaete Tadnerkure INTELENCE nienu, Moxerte Ja HarpaBUTe CIETHOTO:

- mocrasere Tabnetkara(ure) B 5 ml (1 yaena mpxkuduKka) BOIa WM TEYHOCT, JOCTATHYHA Ja
MTOKPHE JIEKapCTBOTO,

- pa30bpkaiiTe 1oOpe 3a okoyio 1 MUHYTa, JOKATO BOJaTa MpHUI00Me BIT HA MIISKO,

- 10 YKeJlaHne Mojke f1a jgobasure omie 10 30 ml (2 cymenn IsKuIN) BOIA, 4 MOXKE H
MTOPTOKAJIOB COK MJIM MJISIKO (HE IOCTaBsIiTe TaOJETKUTE TUPEKTHO B IIOPTOKAIOB COK
WJIN MIISIKO),

- U3IIMUTE BeaHAara,

- M3IJIAKHETE YalllaTa HIKOJIKO IMBTH ¢ BOJIA, IOPTOKAJIOB COK MJIM MJISKO M M3ITMBAaNTE
1sj1aTa TEYHOCT BCEKH ITHT, 32 JIa CTE CUTYPHH, Y€ MPHeMaTe IsuiaTa J103a.

Axo cmecBare INTELENCE tabmeTka(u) ¢ TEYHOCT, M3MUIATE IIBPBO HES, IPEAN APYTUTE TEYHH aHTH-
XUWB nekapcTBa, KOUTO TPsIOBa Ja IPUEMETE IO CHIOTO BPEME.
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CB’bp)KeTe ce ¢ Bammus JICKap, aKko HE MOXKETE J1a IMOTI'bJIHETE Iij1aTa 103a, KOrato € CMECEHa C
TCYHOCT.

Axko nerero Bu tps6Ba na npuema INTELENCE Tabnerku, cMeceHU ¢ TEUHOCT, MHOTO € BXKHO J1a
MpHeMe Is1aTta 1033, Taka Y€ B OpraHu3Ma Jia TonaiHe HYy)KHOTO KOJTUYECTBO JICKApCTBO. AKO HE ce
MpreMe ITbITHATA JI032, PHCKBT OT Pa3BHTHE HA PE3UCTEHTHOCT KbM BHpYCa € MOo-BHCOK. CBBpIKETE Cce
¢ Bamms nekap, ako nerero Bu He € B ChCTOsSIHUE J1a TIIBTHE IsUIaTa J103a, KOraTo € CMeceHa ¢
TEYHOCT, Thil KATO MOXeE Jla c€ OOMUCITY MPHEM Ha JPYTo JIEKapCTBO 3a JieueHue Ha Bamero nere.

Koraro npuemate INTELENCE Ttabnerku, He usnonssaiite tomiu (40°C 1 nmoBeue) Wiim ra3upaHu
HaTHTKY.

OTCTpaHﬂBaHe Ha 3anylmajikara, 3alliluTeHa oT Aeua

@ [TnacTmacoBarta OyTHIIKa € 3aTBOPEHA ChC 3aITyIIaiKa, 3alIUTeHA OT Jela, ’
' 2 TpsiOBa f1a ObJ€ OTBOPEHA IO CIIETHUS HAYMH:
C - Hartuchete miactMacoBaTa 3alylaiKka HaJloi1y, KaTo ChIIEBPEMEHHO 5
@J 3aBBPTUTE B IIOCOKA, OOpaTHA Ha YaCOBHUKOBATA CTPEJIKA.

- MaxHeTe OTBUHTEHATA 3amryniajika.

AKko cte npuesnu noseye or HeodOxoaumara n103a INTELENCE

Cebprkere ce BeqHara ¢ Bamus siekap win dapmarieBT. Hali-uecTuTe HexelaHU peakiiuu mpu
INTELENCE ca o6puB, nuapusi, raficHe U ri1aBo0osne (BikTe Touka 4 ,,Bb3MOKHN HeXKETaH!
peakuun’).

Axo cte nponycHaau ga npueMetre INTELENCE

AKko 3a0enexxuTe ToBa 10 6 yaca ot BpemeTo, B koeTo 00uKkHoBeHOo npuemaTe INTELENCE, Bue
TpsiOBa J1a mpueMeTe TabieTKkuTe BeJHara. Bunaru npuemaiite tTabnerkure cies xpanene. Cies Topa
IpueMeTe Clie/[BalaTa 103a KakTo 00MKHOBEHO. AKO 3a0enexuTe cjaed 6 yaca, ToraBa mporycHeTe
npremMa 1 IpueMeTe ceJBaluTe 1031, KakTo o0nkHoBeHo. He B3emaliTe aBoiiHa 1034, 32 Aa
KOMIIEHCHpaTe NpOITycHaTa J103a.

AKko noBBpHETE cien mo-Maiko oT 4 gaca cien npueMa Ha INTELENCE, B3emeTe npyra go3a cief
XpaHeHe. Ako noBbpHeTe noseye oT 4 yaca cnen npuema Ha INTELENCE, He TpsiOBa na B3emarte

JpyTa jio3a JI0 Cie/IBaliaTa peJI0OBHO IUIAaHUPaHa J03a.

CB"Lp)KCTC ce ¢ Bamms JICKAp, aKO HE CTC CUT'YPHH KAaKBO J1da HAIIPABUTEC, aKO MPOITYCHETC A03a UJIN
MOBBPHCTE.

He cnimpaiite npuema Ha INTELENCE 0e3 npeau ToBa Aa cTe pasropapsijii ¢ Bamms Jjiekap

Ot XUB tepamnusta MOXe Ja ce MovyBcTBaTe Mo-3apasu. Jlopu ako ce 4yBcTBate 1mo-100pe, He
cnupaiite nmpuema Ha INTELENCE win Bammre apyru antu-XVB nekapcTBa. AKO HanpaBuTe TOBa,
Bue yBennuaBare pricka OT pa3BUTHE HAa BUPYCHA PE3UCTEHTHOCT. Y BeJOMETe MbpBO Barmms nekap.
AXO MMaTe HSIKaKBH JIOMBIIHUTEIHN BBIIPOCH, CBBP3aHH C YIIOTpeOaTa Ha TOBa JICKAPCTBO, MOTHUTANTEe
Bammst nexap wim papmarieBT.

4, Bb3MOKHH HeKeJTaHH Pe€aKkIumn

Kakro Bcnuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a IPCAN3BHUKA HCKCIIAHNU PCAKIHNH, BBIIPCKU Y€ HC
BCCKH I'1 ITOJIy4daBa.

UYecToTata Ha HexkenaHUTE JiekapcTBeHu peakuuu, cBbp3anu ¢ INTELENCE, e nanena nmo-mgoiy.
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MHOro uecTr HeXellaHu peakituu (Moxke 1a 3acerHar mosede ot 1 Ha 10 mgymm)

- KoxeH 00puB. OOpHBBT OOMKHOBEHO € OT JICK 10 YMepeH. B peaku citydau ce choOIinaBa 3a
MHOT'O CEpHO3eH 00pHB, KOWTO MOXKe Ja ObJie MOTEHIMATHO XUBOTO3acTpamasal. [lopaan
TOBA € BAKHO BeJHAra Jia yBeqomure Barvst nekap, npu nosiBa Ha oOpuB. Bamwmst nekap e
Bu nmocwBeTBa kak ga npeononeere cumnromute U namu INTELENCE TpsioBa nma ce cmpe;

- r1aBo00JINE;

- JUapusi, rajicHe.

Uectn HexxenaHn peaknun (Moxe fa 3acerHat o 1 va 10 gymm)

- IEPTUYHU PEAKIUH (CBPBXUYBCTBUTEIHOCT);

- IrabeT, HaMaJleHUe Ha aneTuTa;

- TPEBOXKHOCT, CHHIINBOCT, O€3CHhHHUE, HAPYIICHUS Ha CHHS;

- MpaBydKaHe WM 0OJIKa B PBIETE WM XOAWaTa, U3TphIIBaHe, 3aryda Ha KO>KHa
YyBCTBHUTEIHOCT, 3ary0a Ha maMeT, yMOpsSEMOCT;

- 3aMBIJICHO 3PEHUE;

- O0B0peyHa HeZJOCTaThYHOCT, BHCOKO KPBBHO HAJSITaHe, ChpJIeYeH HHPAPKT, 3ayX MPU
¢dusnyecKo ycunue;

- MOBpBINAHE, KHCEITMHU OT CTOMaxa, KopeMHa 00JIKa, pa3lyBaHe Ha KOpeMa, Bh3IaJeHHe Ha
CTOMaxa, ra30Be B UepBaTa, 3aleK, Bh3IaIeHHEe Ha yCTaTa, CyX0Ta B YCTaTa;

- HOIIIHO M3IMOTSABaHE, ChPOSK, Cyxa KOXKa,

- IMPOMCHHU HAa HAKOHN CTOMHOCTH Ha KPBbBHUTEC KIICTKH UIIN 6I/IOXI/IMI/I‘IHI/ITC nmokasatenn. Te Moxe
J1a ce BUIAT OT PEe3YyJITaTUTE OT M3CIIEABAHMATA HAa KPBBTA /WM ypuHaTa. Bammsr sexap e
Bu ru 06sicau. [lpumepu: HECHK Opoil YepBeHH KPBBHU KIIETKH.

Heuectn Hexenann peakmuu (Moxe na 3acerHat 1o 1 va 100 mymm)

- HaMaJieH Opoii Oen KpbBHU KJIETKH;

- CHUMIITOMH Ha MH(EKUUs (HanpuMep yBEINYCeHU TUM(HU BB3JIH U BUCOKA TEMIIEpaTypa);
- SIPKU CHHHUIIA, 00BPKAHOCT, I€30PUEHTAIHSI, HEPBHOCT, KOIIMAapH;

- CHHJIUBOCT, TPETIepeHe, IPUMaIsiBaHe, IPHUITAIbIN, HapyIIeHHE Ha BHUMAHUETO;
- 3aMasgHOCT, MYJTHOCT,

- CTEHOKap/ivsl, HEPaBHOMEPEH ChPJICUYEH PUTHM,;

- 3aTpyJHEHO JIUIIAHE;

- raJicHe, Bb3IaJICHHE Ha ITaHKpeaca, MOBPBILAaHEe Ha KPbB;

- 4epHOAPOOHH MPOOIEeMH, KaTO XETaTHT, YBEIMYEH YepeH JIpoo;

- OOMJIHO MOTEHE, NOAYBaHe Ha JMLETO W/HIH I'bPIIOTO;

- MIOlyBaHE Ha I'bPIUTE IIPH MBXKE.

Penxu nexxenanu peakyu (Moxe fa 3acerHat 1o 1 Ha 1 000 xymn)

- HHCYJIT

- TEXBK KOJKEH OOpUB ¢ MEXypH WIN 00eJIBaHe Ha KOXKaTa, 0COOEHO OKOJIO YCTaTa MIIN OUYHTE;
TOBa MOX€ J1a Bb3HUKHE MO-4E€CTO IMPU A€ a U FOHOIIN OTKOJIKOTO IIPH Bb3PaCTHH.

MHoro penku HexenaHu peakiuu (Moxe na 3acersar jo 1 Ha 10 000 mymm)
- TEXKHU PeaKIii Ha CBPbXUyBCTBUTEIIHOCT, XapaKTEPU3UPAIIH C€ C OOPHB, IPUIAPYKEH C BUCOKA
TEeMIIEpaTypa U Bb3MaJICHHE Ha OPTaHH, KAaTO XEIaTHT.

Chol01uiaBaHe Ha HeKeJIAHU PeaKIuu

AKO TToNTyunTe HIKaKBH HEXETaHU JICKAPCTBEHU Peakiny, yBejgoMere Bamus nekap v GapmanesT.
ToBa BKJII0UBa BCHUKH Bh3MOKHHM HEOITMCAHU B TA3W JIMCTOBKA HEXXEJIaHU peakuu. MoskeTe ChIIo /1
CHOOIINTE HeKEIAHHU PEaKINH JUPEKTHO Ype3 HAllMOHAIHATA CHCTEMA 32 ChOOI[aBaHe B!
WznbiHUTEHA areHIus 110 JIeKapcTBaTa

yi. ,,Jlamsau ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebOcaiit: www.bda.bg

Karo cpoOmiaBare HexenaHu peakiiy, MOXKETe Jja JaJIeTe CBOs IPUHOC 3a [10Jy4YaBaHe Ha II0BeYe
nHpOpPMAaLIUSI OTHOCHO 0€30MIaCHOCTTA Ha TOBA JICKApCTBO.
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5. Kak na coxpansBare INTELENCE
Jla ce cpXpaHsiBa Ha MSCTO, HEJOCTBITHO 3a Jela.

He u3non3BaiitTe TOBa JIGKAPCTBO CIIE]] CPOKA HA TOJHOCT, OTOENsI3aH BHPXY KapTOHCHATA OMAaKOBKA U
Ha OyTunkara cref ,,l'ogen no:“. CpoKbT Ha TOJHOCT OTrOBapst Ha TIOCIEIHUS I€H OT ITOCOYEHUS
MECEIL.

He u3non3Baiite ciex 8 CCIAMUIIU OT I'BPBOTO OTBAPAHE Ha 6yTI/IJ'IKaTa.

Tabnerkute INTELENCE Tpsi0Ba na ce chbxpansiBaT B opuruHainnara Oytunka. [lazere OyTunkara
IUTBTHO 3aTBOpPEHA, 32 J1a 3aIIUTUTE JIEKApCTBOTO OT Biara. byTunkaTta cbabpika ABE MaKi TOPOHMUYKH
(cbe cymmTen), mazenm TabaeTKuTe Cyxu. Te3n TopOnyuKky TpsOBa 1a CTOAT B OyTHIIKATA MPE3 ISUIOTO
BpeMe U He OuBa Ja ce MoriIblIar.

He u3xBbpasiiTe nekapcTBaTa B KaHaJIU3alMATa WM B KOHTEMHEPA 32 IOMAllHA OTHAbIH.
[onwmraiite Bamms dapmaneBT kKak Ja H3XBHPIATE JIEKapCcTBaTa, KOWTO BeUue He u3noisBare. Te3un
MEpKH ILI€ CIIOMOTHAT 3a OIa3BaHE Ha OKOJIHATA Cpefa.

6. ChabpskaHue HA ONMIAKOBKATA M J0NbJIHUTEIHA HH(POpMALUA

Kaxkso coabp:xa INTELENCE

- AKTHBHOTO BemiecTBo € eTpaBupuH. Beska tabnetka INTELENCE cbabpxa 25 mg eTpaBupuH.

- JpyruTte CbCTaBKH ca XUIPOMENI03a, MUKPOKPHUCTATHA 1eNTyJ103a, KOJIOUAEH 0e3B0eH
CWINIIMEB AUOKCH], KPOCKapMello3a HaTpuii, MarHe3neB cTeapaT U JakTo3a (KaTo MOHOXUAPAT).

Kak nm3raexga INTELENCE n kakBO CbIbp:Ka OIIaKOBKATA

To3u ekapcTBeH MPOAYKT ce Mpejjiara Kato 0sia 1o moyTH Osy1a oBaiiHa TabjaeTka ¢ JeTuTeTHa
yepra, ¢ “TMC” ot eqHaTa cTpaHa. TabiieTkaTa MOXKe Jia ce pa3Jielisi Ha JBE paBHH JI03H.

Bcsika muractmacoBa OyTuiika chabpka 120 TabieTku v ABe TOPOMYKH 3a 3ara3BaHe Ha TaOJIeTKUTE
CYyXH.

IIpuTeskaTesn Ha pa3pelIeHUETO 32 ynoTpeda
Janssen-Cilag International NV, Turnhoutseweg 30, B-2340 Beerse, benrus

IIpoussoaure
Janssen-Cilag SpA, Via C. Janssen, 04100 Borgo San Michele, Latina, Utanus

3a JOIIBJIHUTCIIHA I/IH(bOpMaIII/ISI OTHOCHO TOBa JIEKAPpCTBO MOJISA CBBPIKETE CE C JIOKATTHUA
NpEACTAaBUTCII HAa IPUTCIKATCIIA HAa pa3pCIICHUCTO 3a yrIOTpe6a:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: +32 14 64 94 11 Tel: +370 5 278 68 88
janssen@jacbe.jnj.com lt@its.jnj.com

Boarapus Luxembourg/Luxemburg
,»JKOHCBH & JIxoHchbH Bearapus” EOO/T Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +32 14 64 94 11
jjsafety@its.jnj.com janssen@jacbe.jnj.com
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Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf: +45 4594 8282
jacdk@its.jnj.com

Deutschland
Janssen-Cilag GmbH
Tel: +49 2137 955 955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

E)\LGoa
Janssen-Cilag ®appoxevtiki A.E.B.E.
TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland
Janssen Sciences Ireland UC
Tel: +353 1 800 709 122

Island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD.
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.

Tel: +386 1 401 18 00
Janssen_safety_slo@its.jnj.com

Slovenské republika
Johnson & Johnson s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com



Kbnpog Sverige

Bopvapag Xattnrovaynig Atd Janssen-Cilag AB

TnA: +357 22 207 700 Tfn: +46 8 626 50 00
jacse@its.jnj.com

Latvija United Kingdom (Northern Ireland)

UAB "JOHNSON & JOHNSON" filiale Latvija  Janssen Sciences Ireland UC

Tel: +371 678 93561 Tel: +44 1 494 567 444

Iv@its.jnj.com

JlaTa Ha moC/IeAHO mpepasriekaane Ha Jucropkara 03/2021

[Nonpo6Ha mH(OpMaIs 3a TOBa JIEKAPCTBO € IpeJ0cTaBeHa Ha yeOcaiita Ha EBporefickaTa areHus
1o JiekapcTBaTa: http://www.ema.europa.eu/.
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JIncroBka: ungopmanusi 3a noTpeduTeNA

INTELENCE 100 mg TaéaeTkun
erpaBupuH (etravirine)

IIpoyereTe BHUMATEIHO LAIATA JIMCTOBKA, IIPEAH 12 3alI04YHETE 1A IpHeMaTe TOBA JIEKapCTBOo,

Thil KATO TH CbAbP KA BaxkHa 3a Bac nngopmanus.

- 3amasere Ta3u JUCTOBKA. MOXe Aa ce HAJIOXKH J1a s IPOYETETE OTHOBO.

- AKO “MaTe HSIKaKBY JIONBJIHUTEIHN BBIIPOCH, ONUTaiTe Bamus nekap win GpapmanesT.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcrsnBaiite Ha npyru xopa. To Moxe
Jla UM HaBpeIH, He3aBUCUMO Y€ TIPU3HAINTE Ha TAXHOTO 3a00JsBaHe ca ChIIUTE KaTo BammuTe.

- AKO 1onyunTe HIKaKBU HEXEJIaHU peakiuu, yBenomere Bammus nekap nnu ¢apmanest. Tosa
BKJIKOYBA U BCUYKU Bb3MOXKHU HEXKEJIAHU PEAKLMU, HEOIIMCAHU B Ta3H JIUCTOBKA. Bukre
TouKa 4.

KakBo cbabp:ka Ta3H JIMCTOBKA:

Kakso npencrasnsisa INTELENCE u 3a xakBo ce u3mon3pa
Kakso Tpsi6Ba na 3naere, nmpeau na npuemere INTELENCE
Kaxk na npuemare INTELENCE

BB3MOXHM HEXENaHU PEaKLIUU

Kax na cexpansisate INTELENCE

ChabpxaHue Ha ONIAKOBKATa U AOIBIHUTENIHA HH(OPMALUS

oL E

1. Kaxkso npeacraiasa INTELENCE u 3a kakBo ce u3nosn3sa

INTELENCE cpabppxa aktuBHOTO BemecTBo erpaBupuH. INTELENCE npunagiexu KbM rpyna

anTu-XVB nekapcTBa, HApeUeHN HEHYKJICO3HMIHU MHXUOUTOPU Ha 0OpaTHATa TPAHCKPHIITA3a
(NNRTI).

INTELENCE e nekapcTBO, H3MOJI3BAHO 32 JICYCHHE HA HHPEKIUS ¢ YOBEIIKUSI HIMYHOISDUITUTEH
Bupyc (XVB). INTELENCE pneiicTBa mocpeicTBOM HamalsiBaHe KoinuecTBOTo Ha XMB BB Batus
oprann3bpM. ToBa mie ykpenu Barrata uMyHHa cucTeMa | Ilie HaMaJli PUCKa OT pa3BHTHE Ha OoJiecTw,
cBbp3anu ¢ XMB undeknusTa.

INTELENCE ce n3non3Ba B koMOuHamus ¢ 1pyru antu-XVB sekapcTsa 3a JeueHre Ha Bb3PAacTHU U
Jielia Ha 2 W ToBeve roJJuHH, KOuTo ca nHdektupanu ¢ XMB n xouTto npean ca n3noia3Bav ApyTru
anTtu-XHMB nekapcrsa.

BamusT nexap e 00¢hau ¢ Bac kost koMOuHaIus OT JieKapcTBa € Hali-100pa BbB Bamus cirydaid.

2. KaxkBo Tps6Ba n1a 3naete, npeau aa npuemere INTELENCE

He npuemaiite INTELENCE

- aKo CTE aJIePrUYHU KbM €TPABUPHH MM KbM HIKOS OT OCTAHAIMTE ChCTABKH Ha TOBA JIEKAPCTBO
(n36poenu B TouKa 6)

- aKo mpremare eadacBup/rpasonpeBup (J1ekapcTBO 3a Jiedenne Ha uHpeknus ¢ xemarut C).

IIpenynpesxaeHust U NpeAna3sHu MePKH
I'oBopere ¢ Bamus nexap wnu papmaneBT, npenu aa npuemere INTELENCE.

INTELENCE ne moxe na usnexysa XMB undekuusra. Toif e yact ot ieueHre, HaMasBaIio
KOJIMYECTBOTO Ha BHpYyca B KpbBTa. Koraro mpuemare ToBa JiekapcTBo, Bue Bce orie Moxe 1a
npenanere XMB, BbIpekn ue pUCKBT ce MOHIKaBa OT e)eKTUBHA aHTHPETPOBUPYCHA TEPAITHSI.
O6c¢cnaete ¢ Bamus nekap HeoOXOAMMUTE NPEANAa3HU MEPKH, 3a 1a n30ernere nHPEKTUpaHe Ha APYTH
xopa.
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Crapyecka Bb3pacT

INTELENCE e u3non3Ban caMo MpH OrpaHudeH Opoi ManueHTH Ha Bb3pacT 65 ToAWHY WK TIOBEYe.
AKO MpUHAAJISKUTE KbM Ta3u Bb3pacToBa rpymna, Moiisi oocsaere npuema Ha INTELENCE ¢ Bamms
JeKap.

Terno ¥ MoBuUIlIaBaHe HA JIMIUIWUTE U TJIFOKO3aTa B KPhBTA

ITo Bpeme Ha sieduenue 3a XMB Moxe Jja ce CTUTHE 10 MTOBUINIaBaHE Ha TErJIOTO M HAa HUBATa Ha
JIUMUAUTE U TII0K03aTa B KPbBTA. TOBAa OTYACTH € CBBP3aHO C Bb3CTAHOBSIBAHE HA 37paBETO U HAUMHA
Ha )UBOT, a [0 OTHOIIICHHUE HA JIMIUIUTE B KPHBTA MOHIKOTA € CBHP3aHO U ChC CAMUTE JIEKapCTBa 3a
XHWB. Bamusr sekap uie Bu uscnensa 3a Te3U IPOMEHH.

[Ipobnemu c KocTHTE

Hsikon maumenTH, npueManiy KOMOMHAPaHa aHTUPETPOBUPYCHA Tepanusi, MOJKe JIa pa3BUST KOCTHO
3a00J1s1BaHe, HAPEUEHO OCTEOHEKPO3a (3aruBaHe Ha KOCTHA ThKaH, IOPaAX IPEKbCBaHE Ha
KPbBOCHA0AABAaHETO HA KOCTTa). [IpoabmKkuTEIHOCTTa HA KOMOMHUPAHOTO aHTUPETPOBUPYCHO
JiedeHne, ynorpedara Ha KOpTUKOCTEPOUIN, KOHCYMAaIusTa Ha aJlKOXO0J, CHITHO TIOTHCKaHe Ha
MMYHHAaTa CUCTEMa, TIOBUILCHUAT MHICKC Ha TEIeCHAaTa Maca 1 APYTH, MOXKeE Jia ca HIKOM OT MHOTOTO
PHUCKOBHU (haKTOpH, 32 Pa3BUTUETO HA TOBa 3a0ossiBane. [Ipu3Hay Ha OCTEOHEKPO3a ca CKOBAaHOCT Ha
craBute, 00JKK (0c0OCHO B 0€IPOTO, KOJSIHOTO M PAMOTO) U 3aTPYAHCHUS MPU JBIKEHHE. AKO
3a0eNeKnTe HAKOHM OT Te3W CUMIITOMH, MOJIsl yBeoMeTe Bamus nekap.

Kaxxere Ha Bamus nekap 3a cberosiHueTo Bu

VYBepere ce, 4e cTe MPOBEPHIIN H3IIOKEHHUTE MO-A0JTy TOUKU U choOIeTe Ha Bamms nekap, ako HIKos

OT TsX ce oTHacs 3a Bac.

- YBegomere Bamms ekap, ako moiyduTe 00puB. AKO HACTBIIN OOpPUB, TOH OOMKHOBEHO ce
MOSIBSIBA CKOPO ciief 3arnouBaHeTo Ha aHTH- XVB neuenuero ¢ INTELENCE u yecto u3ue3Ba
3a He moseye oT 1 710 2 ceMUIIM, TOPH aKo MPUEMBT Ha TOBa JIEKAPCTBO MPOIBIIKH. Psko, 1Mo
Bpeme Ha jedenue ¢ INTELENCE mosxe a noiay4ure TeXbK KOKEeH 00pHB ¢ MEXYpHU HITH
o0elBaHe Ha KOXkaTa, 0COOEHO OKOJIO yCTaTa WM OYUTE, UM PEaKIns Ha
CBPBXUYYBCTBUTEIHOCT (aJIeprUiHa peakiiys, BKIIOUBaIla 0OpUB U BUCOKA TeMIlepaTypa, HO
CBIIIO TaKa MOJyBaHE Ha JIULETO, €31Ka WIH I'bPJIOTO, 3aTPYJHEHO AUIIAHE WU MIPETIIbIIAHe),
KOSITO MO>Ke /1a Ob/ie HOTEHIMAITHO )KUBOTO3acTpaliasamia. Mois, BeqHara cho0mere Ha
Bamus nekap, ako nojayuurte Te3u CUMNTOMU. Bamusr siekap e Bu nocsBeTBa Kak ga ce
cnpasure cbc cumtoMuTe U fanu INTELENCE tpsioBa na Obze cripsiH. AKO cTe cripenu
JICUEHHETO MOPaay peakuysi Ha CBPbXUYBCTBUTEIHOCT, Bue He TpsaOBa fa 3armouBaTe OTHOBO
neuenne ¢ INTELENCE.

- YBegomere Bamus nekap, ako umaTe WK CTE UMajId MPo0JaeMH ¢ YepHHUS P00, BKIIOYUTETHO
xenatut B w/unu C. Bamust jgekap Moke J1a OLIeHH KOJIKO TeXKO € Bamero uepHoipobHO
3abonsBane, mpeau Aa pemm gaau moxete na npuemate INTELENCE.

- YBenomere Bamms nekap BegHara, ako 3abenexnTe HIKaKBU CUMNTOMM Ha HHpeknus. [lpu
HSIKOM MAllMeHTH ¢ HanpeaHana XV B nHpexnus u npeIuinHi ONOPTIOHUCTUYHN HHPEKIIH,
MPU3HALM WIA CUMIITOMH Ha Bb3MaJICHUE OT PEJUIIHATE HMHPEKIUH, MOTaT J1a CE HOSBAT
CKOpO cJiel 3arouBaHeTo Ha anTu- XM B nedennero. Cuuta ce, ue Te3u CUMIITOMH C€ JbJIKAT Ha
no00peHne Ha MMYHHUSI OTTOBOP Ha OPraHU3Ma, T03BOJISBAILO MY Ja ce 00pH ¢ HH(PEKIUHTE,
KOHUTO MOJKE J1a ca OniM Hanuie 0e3 OUeBUIHN CUMITOMH.

- B nonmbiHeHHE KbM OMOPTIOHUCTHYHUTE HHPEKIMHA MOXKE Ja HACTBIIAT ChIIO U aBTOUMYHHH
HapyuieHus (3a0osBaHe, KOETO HACTHIIBA, KOTaTO UMYHHATa CHCTEMa aTaKyBa 3/IpaBara ThKaH
Ha OpraHuM3Ma), clie/l KaTo 3all0YHeTe Ja IpueMare JiekapcTsa 3a jJedenne Ha X1B
nH(peknnuaTa. ABTOUMYHHHUTE 3a00JIIBaHNS MOXKE /1a BB3HUKHAT MHOTO MECEIH CIIe/] Ha4aJloToO
Ha JIeYeHNeTo. AKO 3a0eJIeKUTE KAKBUTO U J]a € CHMIITOMH Ha HHQEKITUS WK APYTH CUMIITOMH,
KaTo MYCKyJIHa cJ1a00CT, cnabocCT, 3ano4Balia OT PhLETe U KpakaTra U MpeMUHaBaIla KbM
TSUIOTO, ChplieOreHe, TpenepeHe Wil CBPbXaKTUBHOCT, MHPOpMupaliTe HezabaBHO Bamms
JIeKap, 3a Jja HOThPCU HEOOXOIUMOTO JIEUEHHE.
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Jleua v roHOIIM
He napaiite TOBa JIeKapCTBO Ha Jiella, TO-MaJKK OT 2 TOAMHHM U ¢ Tero moxa 10 kg, Thit kaTo
MOTEHIIMATTHUATE MOJI3U U PUCKOBE HE Ca YCTAHOBEHH.

JApyru nexapcrBa u INTELENCE
INTELENCE mose na B3anMoJeiicTa ¢ apyru jJekapctsa. Madopmupaiite Bamms nekap nnn
(hapmarieBT, aKo IpHeMaTe, HACKOPO CTE MPUEMaIH WK € Bh3MOXKHO JIa IIPUEMETE APYTH JICKapCTBa.

B nmoseuero ciayuan INTELENCE ce xombunupa ¢ antu-XVB nekapcTBa, MpuHAIEKAIINA KM IPYT
knac. Hsxou komOuHaImu o6aue, He ce nmpenopryBar. B Apyru cirydan, Moxe J1a ¢e HAJIOXKH 3aCHIICHO
HaOJII0/ICHUE/WJTU IPOMSIHA Ha JT03aTa Ha JIKApCTBOTO. 3aTOBa BUHATH ChOOIIaBaiiTe Ha Bamus nekap
KakBu ApyrHu anTu- XV B nexapcrsa nmpuemare. OCBeH TOBa, € MHOTO BaKHO, BHIMATEITHO J1a
MpOYETETE JIUCTOBKUTE, KOUTO CE MPEAOCTABAT ¢ Te3U jJekapcTBa. CienBaiite ykazanusTa Ha Bammms
JIEKap, Mo OTHOIICHUE Ha TOBA KaKBH JICKAPCTBA MOTAT Jia C€ KOMOWHUpAT.

He ce npenopbuBa komoununpaneto Ha INTELENCE cbe ciieqnnte nexapcrBa:

- TUTIpAaHABHUP/PUTOHABHD, eaBUPEHII, HEBUPAIWH, PHINIMBUPHUH, HHAWHABUP,
aTtazaHaBuUp/KOOUIKCTAT, AapyHaBup/KoOuuctar (antu-XNB nekapcTsa)

- KapOamazenuH, peHoOapOuTan, peHnTonH (JIeKapcTBa 3a MPeIOTBPaTABAHE HA MIPUTIAIBIIN)

- pHUQaMITUIIHH, 3a1I0TO € MPOTHBOMOKA3aH C YCHJICHN POTea3H! HHXUOUTOPH U pUQareHTHH
(JlekapcTBa 3a JeueHue Ha HHPEKIIUU KaTo TyOepKyII03a)

- MPOIYKTH, ChABPIKAIIHN KbIT KanTapuoH (Hypericum perforatum) (pacturenes nmpoaykr,
M3MOJ3BaH MPU JACTIPECHUS).

- naknaracBup (JiekapcTBo 3a jJeyenue Ha uHdekus ¢ xenatut C).

VYBenomere Bammst jgexap, ako mpuemare HIKO€ OT H30pOSHUTE MTO-TOPE JIEKAPCTBa.

EdextsT Ha INTELENCE niu apyru jJiekapcTBa Moae J1a ce MOBJHUsIe, aKO TpreMaTe
INTELENCE 3aenHo ¢ HKOE OT clieIHATE JiekapcTBa. MoJKe J1a ce HalloXH Jla ce IPOMEHH J[03aTa Ha
HSIKOM JIEKapPCTBA, Thil KATO TEXHUAT JIeUeOCH eeKT WM HeXKeNIaHH PeaKIli MOXKE Jia ce TIOBIUSST,
korato ce komouuupar ¢ INTELENCE.YBenomere Bamus nekap, ako npuemare:

- Oy TEerpaBUp, MapaBUPOK, aMIIPEHABUP/pUTOHABHD U (ho3aMmpeHaBup/putonaBup (antu-XNUB
JIeKapCTBa)

- aMHO/IapOH, OCTIPHIIII, TUTOKCHH, TU30MUpaMu, (prIeKarnHuI, TUIOKAUH, MEKCHIICTHH,
npornad)€HOH M XWHUIHH (JIEKapCcTBa 3a JieUueHNe Ha ChPIeYHH HapYIIIeHHs, HAllpUMep
HEPUTMUYHA ChPJICYHA JIEHHOCT)

- BapdapuH (JIekapCcTBO 32 HAMAIIIBAaHE HA ChCHPBAHETO Ha KpHbBTa). Bammsar nexap TpsoBa aa
MPOBEPHU CHCTOSHUETO Ha KPHBTa Bu.

- (hIyKOHA30I1, UTPAKOHA301, KETOKOHA30J, T03aKOHA30J1, BOPUKOHA30JI (JIEKapCcTBa 3a JIeUeHUE
Ha I'bONYHU HH(EKIUH)

- KIQPUTPOMUIMH, puaOyTHH (AaHTUOHOTHIIN )

- apremerep/IyMeQaHTprH (JIEKapcTBO 3a JeUeHHE Ha MaJlapusl)

- Jras3enam (JIeKapcTBa 3a MpoOIeMH ChC ChHS W/HITH TPEBOXKHOCT)

- JIeKCaMeTa30H (KOPTHKOCTEPOU/I, U3IOI3BAH MPU PA3HYHH CHCTOSIHUS KaTO Bh3MAICHHUS U
QIEPTUYHY PEAKITIH)

- aToOpBacTaThH, (pIIyBacTaTHH, JOBACTATHH, PO3YBACTaTHH, CHMBACTaTHH (JIEKapCTBa,
TIOHMKaBAIN HIBOTO Ha XOJIECTEPOJIa)

- IUKJIOCTIOPUH, CHPOIUMYC, TAKPOIUMYC (MMYHOCYIIPECOPH — JIEKApCTBa, U3IOI3BAHH 32
MOTHUCKAHE HA UMYHHATA CHCTEMA)

- cuiaeHadui, BapaeHadui, Taganadui (JiekapcTBa 3a JICUeHUE Ha ePeKTHIIHA TUC(HYHKITHS
n/vim OenospoOHa apTepraTHa XUTIEPTOHUS )

- KJIOMUAOTpeN (JIEKapCcTBO 3a MPeAOTBpaTsIBaHE 00pa3yBaHETO Ha KPbBHU ChCHPELIN).

BpemenHocT, kbpMeHe U pepTHIINTET

AKO cTe OpeMeHHa WIM KbPMHUTE, CMTATe, Y€ MOJKE J1a CTe OpeMeHHa Wi IUIaHupaTe OPEeMEHHOCT,
MOCHBETBalTE ce ¢ Bamms nekap win papmaieBT npeau ynorpedata Ha TOBa JIEKapCTBO.
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YBenmomete BegHara Bamms jgekap, ako cre OpeMeHHa. bpeMeHH! KeHH He TPsOBa Ja mpuemMar
INTELENCE, ocBeH ako crieruaiHo He UM € TIPEITHUCcaH OT JeKapsl.

XWB -undexTHpannTe Maliku He TPsIOBa 1a KbPMST, Thi KaTo ChILECTBYBAa BE3MOKHOCT OT
nH}peKTHpane Ha HoBopoeHoTo ¢ XMB.

Ilodgupane u padora ¢ MaIUHKU
He mogupaiite 1 He U3Moa3BaliTe MAIIMHK, KO CE YyYBCTBATE CHHJIMBH WJIM 3aMasiHU CIIE]] PUeMa Ha
Bamute nexapcraa.

INTELENCE cbabpaxa gakro3a
Tabnerkute INTELENCE cbabpikat naktosa. Ako Bammst nekap Bu e yBemommi, ue umare
HENIOHOCHUMOCT KbM HAKOM 3aXapH (JIaKT03a), CBbPXKETE CE C HEro, IIPEIH Aa B3EMETE TOBA JIEKAPCTBO.

INTELENCE cbabpaxa natpuii
ToBa J1lekapcTBO ChIbprka Mo-Majako oT 1 mmol Harpuii (23 mQ) Ha TabneTka, T.€. MOXeE Ja ce KaxKe,
Ye MPAKTUIECKH HE ChIbPKa HATPUH.

3. Kak na npuemate INTELENCE

Bunaru npuemaiite ToBa JISKapCTBO TOYHO KakTo Bu e ka3an BamusaT nexap wiu papmareBT. AKo He
CTe CUTYPHH B HEIIO, MonuTaiTe Bamms nekap i dhapManesT.

Ynorpeda npu Bb3pacTHH

[Ipemopruntennara no3a INTELENCE e aBe Ta0ieTku aBa bTH THEBHO.
Cytpun npuemete nse tabnetku INTELENCE ot 100 mg cnen xpaHeHe.
Beuep npuemerte age tabnerku 100 mg INTELENCE cnen xpaHene.

Ynorpeda npu Jena u IOHOLIM HA 2 U MOBeYe FOIUHU ¢ TerJio moHe 10 kg
JlexapsT 111 OTIpeieNTy TOYHATA /1032 B 3aBUCHUMOCT OT TEIJIOTO Ha JIETETO.
Jlexapst me Bu xaxe Touro koiako INTELENCE Ttps6Ba mga npuema aerero.

Yxa3anus 3a npuem Ha INTELENCE 3a BCHYKHM NaliieHTH

Baxwno e na mpuemare INTELENCE cnen xpanene. Axo nmpuemere INTELENCE na mpasen cromax,
camo nostouHaTa ot KonnuectBoTo INTELENCE ce abcopOupa. Crienaiite cbBeTuTe Ha Bamms
JIeKap OTHOCHO BHJIa Ha XpaHuTe, kouto Tpsaosa ga npuemare ¢ INTELENCE.

ITormsuraitite Tadnerkure INTELENCE uenu, ¢ yama Boga. He apBuere TabiieTKUTE.

Axo He Mmoxkete na noreiaHeTe Tadnetkute INTELENCE nienu, Mmoxkete a HampaBUTe CISAHOTO:

- mocraBete Tabnetkure B 5 Ml (1 yaeHa rbkn9Ka) BOJa WM TEYHOCT, JOCTAThYHA J1a
MOKpHE JIEKapCTBOTO,

- pa30bpkaiiTe 1oOpe 3a okoyio 1 MUHYTa, JOKATO BOJaTa MpHUI00Me BUI HA MIISKO,

- 10 YKeJlaHre Mojke 1a jgobasute omie 10 30 ml (2 cymenn IsKHIN) BOIA, 4 MOXKE H
MTOPTOKAJIOB COK MJIM MJISIKO (HE IMTOCTaBSIiTE TAOJETKUTE JTUPEKTHO B IIOPTOKAIOB COK
WJIN MIISIKO),

- W3IIMNUTE S BeaHara,

- M3IUTAKHETE YariaTa HIKOJIKO ITBTH ¢ BOJIA, TOPTOKAIOB COK MIJIM MIIAKO U U3IIHBAKNTE
1s1aTa TEYHOCT BCEKH ITBT, 32 JIa CTE CUTYPHH, Y€ ITPUeMaTe IsuiaTa J03a.

Axo cmecare INTELENCE Ta6neTtka(u) ¢ TEYHOCT, H3MHUNATE ITBPBO Hesl, TIPS IPYTUTE TCUHU aHTH-
XWB nekapctBa, KOUTO TPsIOBa J1a MPUEMETE MO CHLIOTO BpEMe.

CB’bp)KeTe ce ¢ Bammus JICKap, ako HE MOXKETE Ja IMOT'BJIHETE LsjlaTa J03a, KOrato € CMECEHa C
TCYHOCT.
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Axko nerero Bu tps6Ba na npuema INTELENCE TabneTku, cMeceHH ¢ TEUHOCT, MHOT'O € BayKHO J1a
mpueMe Is1aTta J103a, Taka Y€ B OpraHu3Ma Jia TonafHe HYy)KHOTO KOJTMYECTBO JICKApCTBO. AKO HE ce
MpUEME IbJIHATA J1032, PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT KbM BHPYCa € MO-BUCOK. CBBpIKETE Ce
¢ Bamms nekap, ako nereto Bu He € B cbcTOsSIHUE Ja TIIBTHE IIs1aTa 1032, KOTaTo € CMECEHa C
TEYHOCT, Thil KATO MOXeE Jla c€ OOMUCITY MPHEM Ha JPYTo JIEKapCTBO 3a JiedeHue Ha Bamero nere.

Korato npuemare INTELENCE Ttabnetku, He u3nonssaiite Toru (40°C 1 moBeye) WM ra3upaHu
HaIWTKU.

OTCTpaHﬂBaHe Ha 3anylmajKkara, 3alliluTeHa oT Acla

@ ITnacTmacoBata OyTHIIKA € 3aTBOPEHA ChC 3aIylIajKa, 3alIUTeHA, OT Jela U
' 2 TpsiOBa J1a O'bIe OTBOPEHA IO CIICIHUS HAYWH:
C - HatucHeTe mutacTMacoBaTa 3amymiaika Hajaoy, KaTo ChICBPEMEHHO 5
@J 3aBBPTHUTE B [I0OCOKA, 00OpaTHA HAa YaCOBHHUKOBATA CTPEJIKA.

- MaxHeTe OTBUHTEHATA 3amryniajika.

AKo cTe npuesn noseve ot Heodxoaumara 103a INTELENCE

Cebprkere ce BeqHara ¢ Bamus siekap win gapmaneBT. Hali-uecTuTe HexelaHu peakiiuu Mpu
INTELENCE ca obOpuB, quapwusi, rafieHe u riaBo0oiue (BixkTe Touka 4 ,,Bb3MoKHN HEXXeTaHH
peakuun’).

Ako cte nponycHaau n1a npuemere INTELENCE

AKko 3a0enexxuTe ToBa /10 6 yaca oT BpemeTo, B koeTo 00ukHOBeHO npuemate INTELENCE, Bue
TpsiOBa a mpueMeTe TabieTKuTe BeHara. Bunaru npuemaiite Tabnetkure cien xpanene. Cies Toa
IpueMeTe cle/Balara 103a KakTo 00MKHOBEHO. AKO 3a0enexuTe cjae 6 yaca, ToraBa mporycHeTe
MpreMa U IIpueMeTe CIIeIBalInTe 031, KaKTo 0OMKHOBeHO. He B3eMaliTe qBOifHA 1032, 32 1a
KOMIIEHCUpaTe IIpOoIlycHaTa J103a.

AKoO noBBpHETE cael no-manko ot 4 yaca cneg npueMa Ha INTELENCE, B3emere npyra go3a cieq
XpaHeHe. Ako noBbpHeTe noseye oT 4 yaca cnen npuema Ha INTELENCE, ne TpsioBa na B3emarte
JpyTa J103a J0 CIeABallaTa peI0BHO TUTAHUPAHA J103a.

Cppikere ce ¢ Bammst nekap, ako He CT€ CUTYPHH KaKBO Ja HAallPaBHUTE, aKO MPOIYCHETE 103a UIIH
IIOBBPHETE.

He cnimpaiite npuema Ha INTELENCE 06e3 npeau ToBa 1a cTe pasropapsijii ¢ Bamms Jjiekap
Ot XUB tepamnusita MOXe Jja ce ovyBcTBaTe mo-3apasu. Jlopu ako ce d4yBcTBarte 1mo-100pe, He
cnupaiite npuema Ha INTELENCE wiu Bamwure apyru antu-XVB nekapcTBa. AKo HanpaBuTe TOBa,
Bue yBennuaBarte prcka OT pa3BUTHE HAa BUPYCHA PE3UCTEHTHOCT. Y BeZOMETe MbpBO Bamius nekap.

AKO MMate HIKaKBH JIOMBIHATEHA BBIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, IIOMUTANTE
Bamus nexap nnu papmariesr.
4. Bb3MOKHU HexkeTaHU peaku

Kakro Bcnuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a TPECAN3BHUKA HCKCIIAHU PCAKIIUH, BBIIPEKU Y€ HC
BCCKH I'1 ITIOJIy4aBa.

YecroTara Ha HeXelaHUTe JekapcTBeHU peakuny, cBbp3anu ¢ INTELENCE, e nagena mo-gomy.

MHoro yecTr HeXXeJIaHH peakiuu (MoxXe Jia 3acerHaT nmoseyve ot 1 Ha 10 gymm)

- KoxeH 00puB. OOpHBBT OOMKHOBEHO € OT JIEK 0 YMepeH. B penku ciydau ce cho0Iasa 3a
MHOTO CEpPHO3eH 00pHB, KOWUTO MOKE Aa OBJe MOTEHITHATHO KUBOTO3acTparmasanl. [lopaam
TOBa € BYKHO BEIHATA Ja YBEAOMHTE Bamms nekap, npu mosBa Ha oOpuB. BammsT jiekap e
Bu mockBeTBa kak na npeogoineere cumnromure u naau INTELENCE tpsioBa na ce crpe;
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- r1aBo00JINE;
- JUapusi, rajcHe.

UYecTtn HexxenaHu peakuu (Moske 1a 3acersat a0 1 Ha 10 mymm)

- AIePTUYHH PeaKkui (CBPbXIyBCTBUTEIHOCT);

- nuabeT, HaMaJeHUe Ha alleTUTa,

- TPEBOXKHOCT, CHHIIMBOCT, O€3ChHIE, HAPYIICHUS HA CHHS,;

- MpaBydKaHe WM 00JIKa B PbLETE WIN XOAUIaTa, U3TPhIIBaHe, 3aryda Ha KOJKHA
qyBCTBHUTEJIHOCT, 3ary0a Ha aMeT,yMOpsSeMOcCT;

- 3aMBIJIEHO 3pEHHUE;

- O0BOpedHa HeAOCTaTHYHOCT, BUCOKO KPHBHO HAISTaHEe, ChpJicueH HHPAPKT, 3a1yX MPH
(m3nyecko ycuue;

- MOBpBIaHe, KUCEIMHU OT CTOMaxa, KOpeMHa 0oJiKa, pa3ayBaHe Ha KOpeMa,Bb3MaJleHue Ha
CTOMaxa, Ta30B€ B UepBaTa, 3alleK, Bh3MaJICHNE Ha ycTaTa, CyXxoTa B yCTaTa;

- HOIITHO M3MOTSBaHE, ChbPOEXK, CyXa KOXa;

- IIPOMEHHU Ha HSIKOW CTOMHOCTH Ha KPbBHUTE KJIETKU MM OMOXMMHUYHHUTE MIOKa3aTenu. Te Moxe
Jla ce BUJIAT OT PE3yNITaTHTE OT U3CIIEBAHUATA HA KPBBTA W/MIU ypuHaTa. Bamusr ekap mie
Bu ru 06sican. [lpumepn: HUCHK Opoit YepBEHN KPBBHU KJIETKH.

Heuectu Hexxenanu peakuuu (Moxe na 3acersHat 1o 1 Ha 100 xymm)

- HamalieH Opoii 6elH KPbBHU KIIETKHY;

- CUMITOMH Ha WHEKINS (HallpruMep YBEIHMUeHU TUMGHHI BB3II U BICOKA TEMIIEPaTypa);
- SIPKU CHHHUIIA, 00BPKAHOCT, IC30PUECHTAIHSI, HEPBHOCT, KOIIMAapH;

- CbHJIMBOCT, TPENIEPCHE, TpUMAJIABAHE, ITPUTIAABIN, HAPYINICHNEC HA BHUMAHUETO,
- 3aMastHOCT, MyIHOCT;

- CTEHOKap/Hsi, HEPaBHOMEPEH ChPJICUCH PUTHM,;

- 3aTpyAHEHO TUIIaHe

- rajJicHe, Bb3MaJICHHE Ha TTaHKpeaca, OBPhIIaHe Ha KPbB;

- YepHOAPOOHH POOIEMH, KaTO XETIATHT, YBEINYEH YepeH Jpo0;

- OOMJTHO TIOTEHE, MOIyBaHEe Ha JIUIETO W/UIIK T'hPJIOTO;

- IIOJlyBaHE HA IbPAUTE IIPU MBXKE.

Penxu nexxenann peaknmu (Moxe na 3acerHat 10 1 va 1 000 xymm)

- HUHCYJIT

- TEXBK KOKEH OOPUB C MEXypH WK 00EIBaHE HA KOXKAaTa, 0COOCHO OKOJIO YCTaTa UIIH OUHUTE;
TOBa MOXE J]a Bh3HUKHE MO-YECTO MPH JIEIa U FOHOIIU OTKOJIKOTO MPU BH3PACTHH.

MHoro penku HexelaHu peakiuu (Moxke na 3acernar g0 1 Ha 10 000 mymn)
- TEIKKHU PEAKIMH Ha CBPbXUYYBCTBUTEIHOCT, XapaKTEPU3UPAIIHN Ce ¢ OOPHUB, PUIPYKEH C BUCOKA
TEMIICpATypa U Bb3MaJICHUE Ha OpTraHu, KaTO XCIaTUT.

Chol0maBaHe Ha HesKeJIAHH PeaAKIUHU

AKO MoJTyuuTe HIKaKBU HEXXEJIaHU JIEKAPCTBEHH PEaKLUy, yBeoMeTe Bamus nexap wim gpapmaiesT.
ToBa BKJIFOUBa BCHYKHM Bb3MOKHH HEONMCAHU B Ta3M JINCTOBKA HEXKETAHN peakuu. MoxeTe ChIIo aa
chOOLINTE HEXKETaH! PeaKiy AUPEKTHO Ype3 HallMOHAIHATA CHCTEMa 3a ChOOIIaBaHe B:
WznbnHUTENHA areHuus 1o JeKapcTBaTa

yiL. ,,Jdamsn I'pyeB” Ne 8

1303 Codust

Ten.: +359 2 8903417

yebcaitr: www.bda.bg

Kato cpobuiaBare HexxenaHu peakiy, MOXKETe Jia JaJIeTe CBOS MPUHOC 3a [0Jy4yaBaHe Ha IOBeYe
nH(pOpMaIus OTHOCHO 0€30ITaCHOCTTa Ha TOBA JIEKapCTRO.

5. Kak na cexpansisate INTELENCE
Jla ce chxpaHsBa Ha MACTO, HEJJOCTHITHO 3a JIela.
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He n3mnomn3Baiite ToBa JIEKapCTBO CIIEA CPOKa Ha TOAHOCT, OTOEISI3aH BHPXY KapTOHEHATa OIMaKOBKa U
Ha OyTuiikara cief ,,['ogen no:“. CpoKbT Ha FOJJHOCT OTrOBapsi Ha MOCJCIHUS JICH OT TTOCOYCHUS
Mecell.

Tabnetkute INTELENCE T1psibBa na ce chxpansBat B opurnHainHarta oyTtmika. [1azere OyTuikara
IUTBTHO 3aTBOPEHA, 3a JIa 3allIUTUTE JIEKAPCTBOTO OT Biara. byTuikaTa chabpika TPU MaJIKU TOPOMYKH
(cbe cymmTen), mazeny TabaeTKuTe Cyxu. Te3n TopOnyuKky TpsOBa 1a CTOAT B OyTHIIKATA MPE3 ISIOTO
BpeMe U He OWBa Jja ce MOTIThIIAT.

He u3xBbpisiiTe iekapcTBaTa B KaHAIM3AIMITAa WIA B KOHTCWHEPA 33 JJOMAIIIHHA OTIIA bIIH.
[Nonwuratite Bamus dapmaneBT Kak Ja U3XBLPIIATE JIEKAPCTBAaTa, KOUTO BeUue HE u3noiieare. Te3u
MEpKH III¢ CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpejia.

6. Chabp:kaHue HA OMAKOBKATA M TOMbJIHUTETHA HH(POPMALIHA

Kaxkso coabp:xa INTELENCE

- AKTHBHOTO BermiecTBo € eTpaBuprH. Beska tadmerka INTELENCE coabpixa 100 mg
CTPaBUPHH.

- JIpyrute CbCTaBKU ca XUIIPOMENI03a, MUKPOKPUCTAIHA LIETyJ103a, KOJIOUIEH 0e3BOJICH
CWINIIMEB AUOKCH], KPOCKapMello3a HaTpHuil, MarHe3neB cTeapat U JakTo3a (KaTo MOHOXUAPAT).

Kak usraexna INTELENCE u kakBo ¢chbIbpika 0NaKOBKAaTa

To3u nekapcTBEH NPOAYKT CE Mpeyiara KaTo Osiia 10 MovTH Osiia oBajHa TadyieTka, ¢ “T125” or
eqHata crpaHa u “100” ot ngpyrata cTpaHa.

Bcesika mmactmacoBa Oytuika cbabpxka 120 TabneTkn u Tpu TOPOMYKY 32 3ama3BaHe Ha TaOJIETKUTE
CYXH.

IIpuTeskaTen Ha pa3pelIeHUETO 32 ynoTpeda
Janssen-Cilag International NV, Turnhoutseweg 30, B-2340 Beerse, benrust

IIpousBoautes
Janssen-Cilag SpA, Via C. Janssen, 04100 Borgo San Michele, Latina, Utasmus

3a JOIIBJIHUTCIIHA I/IH(I)OpMaI_H/ISI OTHOCHO TOBa JICKApCTBO MOJISI CBBPIKETE CE C JIOKAJTHUSA
MNPpEACTAaBUTEII HA IPUTECIKATCIIA Ha pa3pCIICHUCTO 3a yrIOTpe6a:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"

Tel/Tél: +32 14 64 94 11 Tel: +370 5 278 68 88

janssen@jacbe.jnj.com lt@its.jnj.com

Boarapus Luxembourg/Luxemburg

,»JKOHCBH & JIxoHchbH Bearapus” EOO/T Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tel/Tel: +32 14 64 94 11

jjsafety@its.jnj.com janssen@jacbe.jnj.com

Ceska republika Magyarorszag

Janssen-Cilag s.r.o. Janssen-Cilag Kft.

Tel: +420 227 012 227 Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Danmark Malta

Janssen-Cilag A/S AM MANGION LTD.

TIf: +45 4594 8282 Tel: +356 2397 6000

jacdk@its.jnj.com
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Deutschland
Janssen-Cilag GmbH
Tel: +49 2137 955 955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

EAlrGoo
Janssen-Cilag ®appaxevtiki A.E.B.E.
TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland
Janssen Sciences Ireland UC
Tel: +353 1 800 709 122

Island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog

BapvaPoc Xotinmavaynig Ato
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +371 678 93561
Iv@its.jnj.com
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Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.

Tel: +386 1 401 18 00
Janssen_safety slo@its.jnj.com

Slovenska republika
Johnson & Johnson s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)

Janssen Sciences Ireland UC
Tel: +44 1 494 567 444



JlaTa Ha mocJieAHo npepasriaexkaane Ha Jucropkara 03/2021

[NonpoGHa nH(OpMaIs 3a TOBa JICKAPCTBO € MpeJ0CTaBeHa Ha yeOcaiita Ha EBporietickaTa areHIus
1o JiekapcTBara; http://www.ema.europa.eu/.
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JIncroBka: nngopmanusi 3a noTpeduTENS

INTELENCE 200 mg TaéaeTkun
erpaBupuH (etravirine)

IIpoyereTe BHUMATEIHO LAIATA JUCTOBKA, IIPEIH 1A 3all04YHETE 12 IpHeMaTe TOBA JIEKapCTBo,

Thil KaTO TH CbAbPsKa BaxkHa 3a Bac nndopmanus.

- 3amasere Ta3u JUCTOBKA. MOXKe 1a ce HAJIOXKU J1a S IPOYETEeTe OTHOBO.

- AKO “MaTe HJIKaKBY JIONBJIHUTEIHN BBIIPOCH, onUTaiiTe Bamus nexap win GpapmanesT.

- ToBa sekapcTBO € npeanucano Ju4yHo Ha Bac. He ro npeorcrsnBaiite Ha npyru xopa. To moxe
Jla UM HaBpeIH, HE3aBUCUMO Y€ TIPU3HAIUTE Ha TAXHOTO 3a00JsBaHe ca ChIIUTE KaTo BamuTe.

- AKO 1onyunTe HIKaKBH HEXEJIaHU peakiuu, yBenomere Bammus nekap nnu dapmanest. Tosa
BKJIKOYBA U BCUYKU Bb3MOXKHU HEXKEJIAHU PEAKIUHU, HEOIIUCAHU B Ta3U JUCTOBKA. Buxkre
TouKa 4.

KakBo cbabp:ka Ta3H JIMCTOBKA:

Kaxso nmpencrasnssa INTELENCE u 3a kakBo ce u3nomis3Ba
Kaxkso Tpsi6Ba na 3naere, npeau na npuemere INTELENCE
Kaxk na npuemare INTELENCE

BB3M0XHU HEXKETaHU PEAKIUU

Kax na cexpansisate INTELENCE

ChbabpxaHue Ha ONAKOBKATa U AOIBIHUTENIHA HH(OPMALIUS

oL E

1. Kaxkso npeacraiasa INTELENCE u 3a kakBo ce u3nosn3sa

INTELENCE cpabppxa aktuBHOTO BemiecTBo eTpaBupuH. INTELENCE nmpunaiexu KbM rpyna

anTu-XVB nekapcTBa, HApeUeHU HEHYKJICO3MIHH MHXUOUTOPU Ha 0OpaTHATa TPAHCKPHIITA3a
(NNRTI).

INTELENCE e nekapcTBo, H3MIOJI3BaHO 32 JICYCHUE HA HHPEKIUS ¢ YOBEIIKUS HMYHOISDUIIUTEH
Bupyc (XVB). INTELENCE peiicTBa nmocpeicTBOM HamalisiBaHe KoinuecTBOTO Ha XIB BbB Batus
oprann3bpM. ToBa e ykpenu Bamata nMyHHa cucteMa U 1lie HaMalld PUCKa OT pa3BUTUE HA OOJIECTH,
cBbp3anu ¢ XMB undeknusTa.

INTELENCE ce n3non3Ba B koMOMHaLMs ¢ Ipyry antu-XVB sekapcTBa 3a JeueHre Ha Bb3PAacTHU U
Jielia Ha 2 W ToBeve roJJuHH, KOuTo ca nHdektupanu ¢ XMB n xouTto npean ca n3noia3Baiv ApyTru
anTtu-XHMB nekapcrsa.

BamusT nexap e 00¢chau ¢ Bac kost koMOUHaIMs OT JIeKapCcTBa € Hali-100pa BbB Bamus ciydai.

2. KaxkBo Tps6Ba n1a 3naete, npeau Aa npuemere INTELENCE

He npuemaiite INTELENCE

- aKo CTE aJIeprUYHU KbM €TPABUPHH MM KbM HIKOS OT OCTAHAIUTE ChCTABKH Ha TOBA JIEKAPCTBO
(n36poenu B TouKa 6)

- aKo mpremare eadacBup/rpasonpesup (J1ekapcTBO 3a Jiedenne Ha uHpekus ¢ xemartut C).

IIpenynpesxaeHust U NpeAna3sHu MePKH
I'oBopere ¢ Bamus nexap wnu papmaneBT, npenu aa npuemere INTELENCE.

INTELENCE ne moxe na u3nexysa XMB ungekuusra. Toii e yact ot JieueHre, HaMasaBaIio
KOJINYECTBOTO Ha BUpYyca B KpbBTa. Korato npuemare ToBa jiekapcTBo, Bue Bce oie moxe na
npenanere XMB, Bblpekn ue pUCKbT ce MOHIKaBa OT e)eKTHUBHA aHTHPETPOBUPYCHA TEPAITHSI.
O6c¢cpaete ¢ Bamus nekap HeoOX0AUMUTE TPEANIa3HU MEPKH, 3a J1a n30erneTe HHPEKTUPaHe Ha APYTH
xopa.
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Crapyecka Bb3pacT

INTELENCE e u3noni3Ban caMo NpH OrpaHiueH Opoi NanyueHTH Ha Bh3pacT 65 TOAWHY WK TIOBEYe.
AKXO MpHHAAJISKUTE KbM Ta3u Bb3pacToBa rpyma, Mois oocsaere nmpuema Ha INTELENCE ¢ Bamms
JeKap.

Terno ¥ MoBuUIllaBaHe HA JIMIUINUTE U TJIFOKO3aTa B KPhBTA

ITo Bpeme Ha sieduenue 3a XMB Moxe Jja ce CTUTHE 10 MTOBUIIIABaHE Ha TErJIOTO M HAa HUBATa Ha
JIUMUAUTE U TII0K03aTa B KPhBTA. TOBAa OTYACTH € CBBbP3aHO C Bb3CTAHOBSIBAHE HA 37paBETO U HAUMHA
Ha )UBOT, a [0 OTHOIIICHHUE HA JIMITUIUTE B KPHBTA MOHIKOTA € CBHP3aHO U ChC CAMUTE JIEKapCTBa 3a
XHWB. Bamusr nekap uie Bu uscnensa 3a Te3u IPOMEHHU.

[pobaemu ¢ KocTHTE

Hsixon maumenTH, npueMamiy KOMOMHUPaHa aHTUPETPOBUPYCHA Tepanusi, MOJKe JIa pa3BUSAT KOCTHO
3a00J1s1BaHe, HAPEUEHO OCTEOHEKPO3a (3aruBaHe HAa KOCTHA ThKaH, IOPaAl IPEKbCBAHE HA
KpbBOCHA0AABaHETO HA KOCTTa). [IpoabmKuTEeIHOCTTa HA KOMOMHUPAHOTO aHTUPETPOBUPYCHO
JiedeHne, ynorpedara Ha KOpTUKOCTEPOUIN, KOHCYMAaIUsATa Ha aJKOXO0J, CHITHO TIOTHCKaHe Ha
MMYHHAaTa CHCTEMa, IOBUILCHUAT MHECKC Ha TEIeCHaTa Maca U APYTH, MOXKeE Jia ca HIKOM OT MHOTOTO
PHUCKOBHU (aKTOpH, 32 Pa3BUTUETO HA TOBa 3a0oisiBanHe. [Ipu3HaIy Ha OCTEOHEKPO3a ca CKOBAaHOCT Ha
craBute, 60yKu (0c0OeHO B O€IPOTO, KOJSIHOTO U PAMOTO) U 3aTPYAHCHUS MIPU IBIDKCHUE. AKO
3a0eNeKnTe HAKOHM OT Te3W CUMIITOMH, MOJIsl yBeioMeTe Bamus nexap.

Kaxxere Ha Bamms nekap 3a cberosHuero Bu

VYBepere ce, 4e cTe MPOBEPHITN H3IIOKEHUTE MO-A0JTy TOUKU U ChoOIeTe Ha Bamms nexap, ako HIKos

OT TsX ce oTHacs 3a Bac.

- YBengomere Bamms ekap, ako moiyduTe 00puB. AKO HACTHIIN OOpPUB, TOH OOMKHOBEHO Ce
MOsIBSIBa CKOpO cienl 3arouBaHeTo Ha aHTu-XVB neyennero ¢ INTELENCE u uecTto u34esBa 3a
He moBeue oT 1 0 2 ceMUIIK, TIOPH aKo MPUEMbT Ha TOBA JIEKAPCTBO MPOIBIIKH. Psijko, 1o
Bpeme Ha jedenue ¢ INTELENCE mosxe aa noiay4ure TeXbK KOKEeH 00pHB ¢ MEXypHU HITH
o0elBaHe Ha KOXaTa, 0COOEHO OKOJIO YCTaTa UM OYUTE, HITM PEaKIns Ha
CBPBXUYYBCTBUTEIHOCT (aJIeprUiHa peakiiys, BKIIOYBAIla OOpUB U BUCOKA TeMIlepaTypa, HO
CBIIIO TaKa MOJyBaHE Ha JIULETO, €31Ka WIX I'bPJIOTO, 3aTPYJHEHO AUIIAHE WU MIPErIIbIIaHe),
KOSITO MO>Ke /1a Ob/ie HOTEHIMAITHO KUBOTO3acTpaliasamia. Mois, BeqHara cho0mere Ha
Bamus nekap, ako noiayuure Te3u cUMNTOMH. Bamusr nekap e Bu nochBeTBa Kak aa ce
cnpasure cbc cumtoMuTe U fanu INTELENCE tpsioBa na Obze cripsiH. AKO cTe cripenu
JICUEHHETO MOPaay peakys Ha CBPbXUYBCTBUTEIHOCT, Bue He TpaOBa Ja 3arouBaTe OTHOBO
neuenne ¢ INTELENCE.

- YBegomere Bamus nekap, ako umaTe WM CTE UMajId MPo0JaeMH ¢ YepHHUS P00, BKIIOYUTETHO
xenatuT B w/unu C. Bamust nekap Moske J1a OLIEHH KOJIKO TeKKO € BameTo uepHoqpoOHO
3aboJisiBaHe, npeau Aa pemu naiau Mmoxxere na npuemare INTELENCE.

- YBenomere Bamms nekap BegHara, ako 3a0enexnTe HIKaKBU CUMNTOMM Ha HHpekuus. [lpu
HSIKOM MAllMeHTH ¢ HanpeaHana XVB nHpexnys u npeIuinHi ONOPTIOHUCTUYHN HHPEKITUH,
MPU3HALM WIA CUMIITOMH Ha Bb3MaJICHUE OT MPEJUIIHUTE HMHPEKIUH, MOTaT J1a CE MOSBAT
CKOpO cJiel 3arouBaHeTo Ha anTu- XM B nedenunero. Cuuta ce, e Te3u CUMIITOMH C€ IbJDKAT Ha
no00peHne Ha UMYHHUsI OTTOBOP Ha OpraHU3Ma, T03BOJISIBAILO MY Aa ce 00pH ¢ HHPEKIUHTE,
KOHUTO MOJKE J1a ca OniM Hanuie 0e3 OUeBUIHN CUMITOMH.

- B nonmbiHeHNE KbM ONMOPTIOHUCTHYHHUTE HHPEKITUH MOXKE J]a HACTBIIST ChIIO U aBTOUMYHHH
HapyIeHus (3a00JsBaHe, KOSTO HACTBIIBA, KOTATO UMyHHATa CUCTEMa aTaKyBa 37[paBaTa ThKaH
Ha OpraHu3Ma), clie/l KaTo 3all0YHeTe Ja IpueMare JiekapcTsa 3a jedenue Ha X1B
WHOEKIHATa. ABTOUMYHHHTE 3200JIIBaHHS MOXKE JIa Bb3HHUKHAT MHOTO MECEIIU CIie]l Ha4alloTo
Ha JIeYeHHeTo. AKO 3abeNeXnTe KaKBUTO U Jja € CUMITOMH Ha MH(EKITUS WU APYTH CUMIITOMH,
KaTo MYCKYJIHa cJ1a00CT, ci1abocCT, 3ano4Balia OT PhLETe U KpakaTa U MIpeMUHaBaIla KbM
TSUIOTO, ChplieOreHe, TpenepeHe Wil CBPbXaKTUBHOCT, MHpOpMupaiiTe HezabaBHO Bammms
JIeKap, 3a Jja HOThPCH HEOOXOIUMOTO JIEUECHUE.
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Jleua v roHOIIM
He mamaiite ToBa J€KapcTBO Ha J€la, TO-MaJIKH OT 2 ToAuHU | ¢ Termo mox 10 Kg, Thit kaTo
MOTEHI[MAIHUTE TOJI3U U PUCKOBE HE Ca YCTAHOBEHHU.

JApyru nexapcrBa u INTELENCE
INTELENCE mose na B3anMoJeiicTa ¢ apyru nekapcta. Madopmupaiite Bamms nexap wnn
(hapmarieBT, aKo MpUeMaTe, HACKOPO CTE MPUEMANTH WK € Bh3MOXKHO Jla PUMETE JAPYTH JICKapCTBa.

B moseuero ciayuan INTELENCE ce xombunupa ¢ antu-XVB nekapcTBa, MpuHAIIEKAIINA KM IPYyT
knac. Hsxou komOuHaImu o6aue, He ce nmpenopryBar. B apyru cirydan, Moxe J1a ¢e HAIOXKH 3aCHIICHO
HaOJII0/ICHUE/WJTU IPOMSIHA Ha JT03aTa Ha JICKApCTBOTO. 3aTOBa BUHATH ChoOIIaBaiiTe Ha Bammus iekap
KakBu aApyrHu anTu- XM B nexapctsa mpuemare. OCBeH TOBa, € MHOTO BaKHO, BHUIMATEITHO Jia
MpOYETETE JIUCTOBKUTE, KOUTO CE MPEAOCTABIT ¢ Te3U JeKapcTBa. CienBaiiTe ykazaHusta Ha Bamms
JIEKap, M0 OTHOIICHUE Ha TOBAa KaKBH JICKAPCTBA MOT'AT Ja € KOMOWHUPAT.

He ce npenopbuBa komounupanero Ha INTELENCE cbe cnennnre jJexapcTna

- TUTIpaHaBHUP/PUTOHABHD, eaBUPEHI], HEBUPAINWH, PHIIMBUPHUH, HHAHHABUP,
aTtazaHaBUp/KOOUIUCTAT, AapyHaBup/KoOuucTar (antu-X1B nekapcTsa)

- KapOamazenuH, peHoOapOuTan, peHnTouH (JiekapcTBa 3a MPeIOTBpaTIBAaHE HA TIPUTIATBIIN)

- pHUQaMITUIIHH, 3a1I0TO € MPOTHUBONOKA3aH C YCHIICHN IPOTEa3HH HHXUOUTOPH U pUQarneHTHH
(JlekapcTBa 3a JedeHue Ha HHPEKIIUU KaTo TyOepKyII03a)

- MPOIYKTH, ChABPIKAIIHN KBIT KanTapuoH (Hypericum perforatum) (pactureneH nmpoaykr,
W3TIOJI3BaH MpH Jenpecus)

- nakmaracBup (JiekapcTBo 3a jJeyenue Ha uHdekus ¢ xenatut C).

VYBenomere Bammst igexap, ako mpuemare HsIKOe OT H30POSHUTE MO-TOpPE JIEKApCTBa.

EdextsT Ha INTELENCE niu aApyru JekapcTBa Moxe Ja ce MOBJIHUsIe, aKO TpUeMaTe
INTELENCE 3aeqH0 ¢ HAKOE OT ClIeHUTE JIeKapcTBa. Moke Jja ce HaJIoKU Jja ce POMEHH J103aTa Ha
HSIKOM JIEKapPCTBA, Thil KATO TEXHUAT JIeUeOCH eeKT W HeXKENIaHU PeaKIMi MOKe JIa ce TIOBJIUSIAT,
koraro ce komouHupat ¢ INTELENCE.

YBenomere Bamms nekap, ako npuemare:

- JOJTyTEerpaBup, MapaBUPOK, aMIIPEHABUP/pUTOHABUD U (ho3zamnpeHaBup/putoHasup (antu-X1B
JIEKapCTBa)

- aMHO/apOH, OCTIPUINI, TUTOKCHUH, TU30MUpaMul, (preKkanHua, THA0KauH, MEKCHIIETHH,
nponadeHOH ¥ XMHUAMH (JIEKapcTBa 3a JIEYeHHE Ha ChbpACYHH HapyLIeHUs, HApUMep
HEPUTMUYHA ChpPEYHA JEHHOCT)

- BapdapuH (JIekapcTBO 32 HAMAIIsIBaHE HA ChCHPBAHETO Ha KpbBTa). Bammst nexap TpsioBa aa
MIPOBEPU CHCTOSHUETO Ha KPbBTa Bu.

- (ITyKOHA3011, HTPAKOHA30JI, KETOKOHA30J1, T03aKOHA30J1, BOPUKOHA30JI (JIEKapCTBa 3a JIeUeHUEe
Ha I'bONYHU HH(EKINH)

- KJIApUTPOMULIMH, prudaOyTuH (aHTUOMOTHLIN )

- apremerep/IyMeQaHTprH (JIEKapcTBO 3a JeUSHHE Ha Majlapusl)

- Jrasernam (JieKkapcTBa 3a MPOOJIeMH ChC ChHS H/WIJIH TPEBOMXKHOCT)

- JeKCaMeTa30H (KOPTUKOCTEPOU/, M3IO3BaH MIPU PA3IMYHH CHCTOSIHUS KaTO Bb3NAJICHUS U
QJIEPTUYHU PEAKIINN)

- aTopBacTaTvH, (hIIyBacTaTHH, JIOBACTATHH, PO3YBAaCTATHH, CHMBACTATUH (JIEKApCTBa,
TIOHMKaBAIIN HUBOTO HA XOJIECTEPOJIa)

- LUKJIOCIIOPUH, CHPOJIUMYC, TAKPOJIUMYC (MMYHOCYIIPECOPH — JIEKApCTBa, U3MOI3BaHHU 32
MOTHCKaHEe HA UMyHHATa CHCTEMA)

- cuiaeHadui, BapaeHadui, taganadui (JiekapcTea 3a JICUSHUE Ha ePEKTHIIHA TUCHYHKITHS
n/unu 6enoipoOHa apTepHaTHa XUIIEPTOHHMS)

- KJIOMUAOTped (JIEKapcTBO 3a MPEAOTBpaTsIBaHE 00pa3yBaHETO Ha KPbBHU ChCHPELIN).

BpemenHocT, kbpMeHe U pepTHIUTET

AKko cTe OpeMeHHa W KbPMUTE, CMATATE, Y€ MOXKE JIa CTe OpeMEeHHa WK TUIaHUupaTe OPeMEeHHOCT,
MOChBETBalTE ce ¢ Bamms nexap win ¢apManeBT npeau yrnorpedaTa Ha TOBa JIEKapCTBO.
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YBenomete BegHara Bamms jgekap, ako cre OpeMeHHa. bpeMeHH! KeHH He TPsOBa Ja mprueMaT
INTELENCE, ocBeH ako cIienyaiHo He UM € TIPEIIICaH OT JeKapsl.

XWB-uH(pekTHpaHuTe Maliku He TpsIOBa Ja KbPMST, Thil KATO ChIIECTBYBa BH3MOXKHOCT OT
nH}peKTHpane Ha HoBopoeHoTo ¢ XMB.

Ilodgupane u padora ¢ MaIUHKU
He mogupaiite 1 He U3Moa3BaliTe MAITUHK, aKO C€ YyBCTBATEC CHHIIMBH WM 3aMasiHU CJIE/ IPUeMa Ha
Bamute nexapcraa.

INTELENCE cbabpaxa naTpuii
ToBa ekapcTBO Chabpika mo-Manko ot 1 mmol natpuii (23 mg) Ha TabneTka, T.e. MOXKE J1a Ce Kaxe,
4e MPaKTUIECKU He ChIbpiKa HATPHH.

3. Kak na npuemare INTELENCE

Bunaru npuemaiite ToBa JICKapCTBO TOYHO KakTo Bu e ka3an BamusaT nexap wiu papmareBT. AKo He
CTe CUTYPHH B HEIIOo, monuTaiTe Bamms nekap wim dhapmanesT.

Ynorpeda npu Bb3pacTHH

[Ipenopwuntennara no3a INTELENCE e enna TabneTka Ba IbTU JHEBHO.
Cytpun npuemete eana tabmetka INTELENCE ot 200 Munurpama ciien XpaHeHe.
Beuep npuemerte enna tadbnerka INTELENCE ot 200 munurpama cies XpaHeHe.

Ynorpeda npu jiena U IOHOIIM HA 2 U oBeyve roauHu ¢ TerJio nmoxe 10 kg
JlexapsT 11e onpenesnu TOYHATa 4032 B 3aBUCUMOCT OT TETJIOTO HA IETETO.
Jlekapsr e Bu kaxe Touno kosko INTELENCE tpsi0oBa a npuema nereTo.

Yxa3anus 3a npuem Ha INTELENCE 3a BCHYKH NallHEHTH

Baxwno e na npuemare INTELENCE cnen xpanene. Axo npuemere INTELENCE na nipazeH cromax,
camo nosioBrHata ot konndectBoTo INTELENCE ce abcopbupa. Crensaiite chBetute Ha Bamms
JIeKap OTHOCHO BHJIa Ha XpaHuTe, kouto Tpsaosa aa npuemare ¢ INTELENCE.

ITormsuraitite Tadnerkara INTELENCE wsina ¢ yama Boga. He nbBuere Tabierkara.

Axko He Mmoxkere na orbiiHeTe TabneTkata INTELENCE msina, Moxere 1a HanmpaBUTe CIIEAHOTO:

- mocraBere Tabietkara B 5 Ml (1 yaeHa IpknudKa) BOJa WIIM TEYHOCT, JOCTAThYHA J1a
MIOKpHE JIEKapCTBOTO,

- pa3obpkaiiTe moOpe 3a okono 1 MUHYTa, JOKATO BOJaTa MpHUI00Me BII HA MITSKO,

- 10 JKeJIaHue Moxe ja jobasute omie 10 30 Ml (2 cyrneHu IBKUIM) BOJa, @ MOXKE
TTOPTOKAJIOB COK WJIM MJISIKO (HE ITOCTaBANWTE TabJIeTKaTa TUPEKTHO B IIOPTOKAIOB COK
WJIN MIISIKO),

- HM3IMITE g BEAHAra,

- M3IUTAKHETE YarnaTa HSIKOJIKO ITBTH ¢ BOJIA, TOPTOKAIOB COK MJIM MIIIKO U U3ITHBANTE
1sJ1aTa TEYHOCT BCEKH ITBT, 32 JIa CTe CUTYPHH, Y€ IPUEeMaTe IsiaTa J103a.

Axo cmecare INTELENCE Ta6netka(u) ¢ TEYHOCT, U3MHUNATE ITBPBO Hesl, TIPS IPYTUTE TCUHU aHTH-
XWB nexapctBa, KOUTO TPsOBaA J]a MPUEMETE IO CHIIOTO BPEME.

CB’bp)KeTe ce ¢ Bammsg JICKap, ako HE MOXKETE Ja MOT'bJIHETE IsjlaTa 103a, KOrato € CMECEHa C
TCYHOCT.

Axo gerero Bu TpsioBa qa mpuema INTELENCE TabneTku, cMeceHH ¢ TEYHOCT, MHOTO € BaXKHO J1a
MpHeMe Is1aTa 103a, Taka Ye B OpraHu3Ma J1a IomagHe Hy)KHOTO KOJUYECTBO JICKapCTBO. AKO HE ce
IpHEeMe ITbJIHATA [103a, PUCKBT OT Pa3BUTHE HA PE3MCTEHTHOCT KbM BHpYCa € MOo-BUCOK. CBBpIKETE Ce
¢ Bamms nekap, ako nerero Bu He € B ChCTOsSIHUE N1a TIIBTHE IsUIaTa 1033, KOTaTo € CMeceHa ¢
TEYHOCT, ThH KaTO MOXeE JIa C€ OOMMCIIM IIPHEM Ha APYro JIEKapCTBO 3a jeueHue Ha Baiero nete.
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Koraro nmpuemate INTELENCE Tta6nerku, He n3nomn3paiite Torm (40°C 1 moBeve) Wil ra3upaHu
HAITUTKY.

OTCTpaHHBaHe Ha 3anymajkara, 3alliluTeHa oT Aeua

@ [ImactmacoBarta OyTHIKa € 3aTBOpEHA ChC 3allylIajKa, 3alIuTeHa OT Aeua, U
' 2 TpsiOBa a OBJC OTBOPEHA IO CIICTHMUS HAYHH:
C - HarucHeTe muiacTMacoBata 3amymanka Hajjoly, KaTo ChIeBPEMEHHO 5
@J 3aBBPTUTE B TIOCOKA, OOpaTHA Ha YaCOBHUKOBATA CTPEJIKA.

- MaxHeTe OTBUHTEHATa 3alryuiajika.

AKo cTe mpueu moseye otT HeodxogumaTa 103a INTELENCE

CBbpiKeTe ce BeaHara ¢ Bammms iekap uinu dpapmarieBT. Hail-uecTuTe He)KeIaH! peaKITuH IpH
INTELENCE ca o0OpuB, nuapusi, raicHe U ri1aBo0osue (BukTe Touka 4 ,,Bh3MOKHN HEXKETaHU
peakuuu’).

Ako cte nponycHaau Aa npueMetre INTELENCE

Axo 3a0enexxute ToBa 10 6 4aca oT BpeMeTo, B koeTo oouxkHoBeHo npuemate INTELENCE, Bue
TpsOBa na npueMmeTe TabNeTKuTe BeaHara. Bunaru npuemaiite tabnerkure cien xpaHene. Cnen ToBa
[pUeMeTe Clie/IBallaTa 103a KakTo 0OMKHOBEHO. AKO 3a0enexure cJje 6 yaca, ToraBa npoIycHeTe
npreMa 1 IpueMeTe CIIeBAIUTE 03U, KAKTO 0OMKHOBEHO.

He B3emaliTe nBoiiHa n03a, 3a 1a KOMIIEHCHpATE NPOIyCHATa 103a.

AKko noBBpHETE ciex mo-mManko oT 4 yaca cnen npueMa Ha INTELENCE, B3emeTe npyra go3a cief
XpaHeHe. Ako noBbpHeTe noseye oT 4 yaca cnen npuema Ha INTELENCE, He TpsiOBa na B3emarte
Ipyra 103a A0 ciie/BallaTa peloBHO IUIaHUpaHa 103a.

Cabpxere ce ¢ Bamust nexap, ako He cTe CUIYPHU KakKBO J1a HallpaBUTeE, aKO IIPOILyCHETE 103a WIK
MOBBPHETE.

He cnupaiite npuema Ha INTELENCE 0e3 npeau ToBa 1a cTe pa3roBapsijiu ¢ Bamus jekap
Ot XWB Tepanusita MOXe Ja ce MOIyBCTBaTe MO-31paBu. Jopu ako ce ayBcTBaTe mo-106pe, He
cnupaiite npuema Ha INTELENCE wim Bamwre apyru antu-XVB nekapcTBa. AKO HalpaBuTe TOBa,
Bue yBennyaBare pricka OT pa3BUTHE Ha BUPYCHA PE3UCTEHTHOCT. Y BeJoMeTe MbpBo Barus nekap.

AKO “MaTe HSIKaKBH JIOMBJIHUTEIHN BBIIPOCH, CBBP3aHM C yHoTpedara Ha TOBa JIEKapCTBO, IIONUTAlTe
Bamms nekap nnm dapmanesT.

4. Bb3MOKHU He:KeJIaHU peakuuu

KaxkTo Bcnuku JICKapCTBaA, TOBA JIEKAPCTBO MOXKE Jia IPECAU3BHUKA HEKCIIaHU pCaKINU, BBIIPEKH Y€ HE
BCCKU I'1 IOJTy4aBa.

YecroraTa Ha HeXeNaHUTE JiekapcTBeHH peakuuu, cBbp3anu ¢ INTELENCE, e nagena mo-noamy.

MHoro 4ecTr HeXeNaHu peakiuu (MoXe Jia 3acerHaT moseve ot 1 Ha 10 mxymm)

- KokeH 00puB. OOpUBHT OOMKHOBEHO € OT JIEK JJ0 YMepeH. B peaxu cirydyan ce crobiana 3a
MHOTO CEpPHO3€H 00pHB, KOUTO MOXKe J1a ObJie MOTEHIIMAIHO KUBOTO3acTpamasail. [lopanu
TOBA € BAKHO BeJHAra Jia ypenomurte Bammus nexap, npu nosiBa Ha oOpuB. Bammst nekap e
Bu nmocwBeTBa kak ga npeononeere cumnromute U nanu INTELENCE Ttps6Ba na ce cripe;

- r1aBo00JINE;

- JUapus, rajicHe.

UecTn HExXeTaHU peakiuy (Moxe na 3acerHat a0 1 Ha 10 mymm)
- AIEPTHYHU PEaKIUH (CBPbXUyBCTBUTEIHOCT);
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- nrabeT, HaMaJIeHUe Ha alleTHTa,

- TPEBOXKHOCT, CHHITMBOCT, O€3ChHIE, HAPYIICHUS HA CHHS,

- MpaBy4KaHe Wiu 00JIKa B PhLIETE WU XOINIaTa, H3TPhIIBAHE, 3ary0a Ha KO)KHA
YYBCTBUTEJIHOCT, 3ary0a Ha maMeT, yMOPSIeMOCT;

- 3aMbIJICHO 3PCHHUE;

- O0B0peyHa HeZJOCTaThYHOCT, BHCOKO KPBBHO HAJSITaHE, ChpJIeYeH HHPAPKT, 3ayX MPU
(u3nyecko ycuiue;

- MOBPBIaHe, KUCEIIMHU OT CTOMaxa, KopeMHa 0oJIKa, pa3/lyBaHe Ha KOpema, Bb3MajeHUe Ha
cToMaxa, ra30Be B UepBaTa, 3areK, Bh3NaJICHHEe Ha yCTaTa, CyXoTa B yCTara;

- HOIITHO M3MOTSIBaHE, ChbPOEK, Cyxa KOXKa;

- MMPOMEHU Ha HAKOU CTOMHOCTH Ha KPbBHHUTE KJICTKH MM OMOXUMHUYHUTE MMOKa3aTenu. Te Moxe
Jla ce BUJAT OT PE3YJITATHTE OT U3CIEBAHUATA HA KPBBTA W/MIM ypuHaTa. Bamusr iekap e
Bu ru o6sicau. [lpumepu: HUCHK Opoii YepBEHU KPhBHU KJICTKH.

Heuectn nHexenann peakmmu (Moxe n1a 3acerHat 1o 1 va 100 mymm)

- HaMaJieH Opoii Oen KpbBHU KJIETKH;

- CHUMIITOMH Ha MH(EKUHUs (HampuMep yBeIMYeHU TUM(HHU BB3IH U BUCOKA TEMIIEpaTypa);
- SPKH CHHUIIA, 00BPKAHOCT, IE30PUEHTAIINS, HEPBHOCT, KOIIMAPH;

- CHHJIUBOCT, TPETNIepeHe, MpUMasiBaHe, IPHUIaIbI1, HApyIIeHHE HA BHUMAaHHETO;
- 3aMasHOCT, MYJHOCT;

- CTEHOKap/AWsl, HEpaBHOMEPEH CHPJICUEH PUTHM,;

- 3aTPyJHEHO JIUIIAHE,;

- rajJicHe, Bb3MaJICHUE Ha TIaHKpeaca, MOBPbhIIaHe Ha KPbB;

- 4epHOAPOOHH MPOOIEMH, KaTO XETIATHT, YBEJIIMUCH YepeH JIpoo;

- OOWITHO TIOTEHE, TTOTyBaHe Ha JIUIETO W/UIN T'HPIIOTO;

- MOyBaHE HA I'bPIUTE TIPH MBXKE.

Penxu nexxenanu peakyu (Moxe fa 3acerHat 1o 1 Ha 1 000 xymn)

- HHCYJIT

- TEXBK KOJKEH OOpUB ¢ MEXypH WM 00eJIBaHe Ha KOXkKaTa, 0COOEHO OKOJIO yCTaTa MU OUYHTE;
TOBa MOXK€ J1a BbSHUKHE MO-4YE€CTO IMPU A€1a U FOHOIIN OTKOJIKOTO IIPH Bb3PaCTHH.

MHoro penku HexxenaHu peakiun (Moxke na 3acernar a0 1 Ha 10 000 mymm)
- TEXKHU PEaKIy Ha CBPBhXUYBCTBUTEIIHOCT, XapaKTEPU3UPAILU CE C OOPHB, IPUIPYKEH C BUCOKA
TEMIIepaTypa U Bb3MAJICHUE HA OPTaHH, KaTo XEMaTHuT.

Cho0maBaHe Ha HeJKeJaHU peaKINu

AKO MoNTyunTe HIKaKBH HEXETaHU JICKAPCTBEHU Peakiuy, yBegoMere Bamust nekap uinu hapMariesr.
ToBa BKJII0UBa BCHUKH Bb3MOKHHM HEOIIMCAHU B TA3W JIMCTOBKA HEXXEJIaHU peakuu. MoskeTe ChIIo 12
ChOOIIUTE HEeXKEJIAHHU PeaKInH JUPEKTHO Ype3 HAllMOHAIHATAa CUCTEMA 3a ChOOIIaBaHe B!
WznbiHUTEHA areHIus 110 JIeKapcTBaTa

yi. ,,Jlamsau ['pyeB” Ne 8

1303 Codust

Ten.: +359 2 8903417

yebOcaiiT: www.bda.bg

Kato cpobuiaBare HexxenaHu peakiy, MOXKETe Jia aJIeTe CBOS MPUHOC 3a [0JyyaBaHe Ha IOBeYe
nHGpOpPMALUSI OTHOCHO 0€30MIaCHOCTTA Ha TOBA JICKApCTBO.

5. Kak na coxpansBare INTELENCE
Jla ce cpxpaHsBa Ha MSICTO, HEJIOCTBITHO 3a Jela.
He u3non3BaiiTe ToBa IeKapcTBO Ciiel] CPOKa HA TOAHOCT, OTOENA3aH BhPXY KapTOHEHATa OMlaKOBKa U

Ha OyTmikara cien ,,['omer 10:“. CpoKbT Ha TOMHOCT OTTOBaps HA MOCIICIHUS JCH OT OCOUYCHHS
MECEIL.
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He n3non3Baiite cinex 6 ceaMuIy OT TBPBOTO OTBapsiHE Ha OyTHIIKaTa.

Tabnerkute INTELENCE Tpsi0Ba na ce chbxpansBaT B opuruHanHarta Oytuika. [lazere OyTunkara
IUTBTHO 3aTBOPEHA, 3a J1a 3aIUTHTE JICKAPCTBOTO OT Biara. byTuikaTta cbIbpka TpU MaJKH TOPOUUKH
(cbe cymmTen), mazeny TabaeTKuTe Cyxu. Te3n TopOndKy TpsAOBa 1a CTOAT B OyTHIIKATA MPE3 ISIOTO
BpeMe u He OvBa J1a ce MOTIIhINaT.

JlekapcTBata He TpsiOBa 1a ce U3XBHPIIAT B KaHAIM3ALMATA MM B KOHTEHHEpa 3a JOMAIIHH OTHAIbIIH.
[ommraiite Bamms dhapmaneBT Kak Ja YHUIIOKATE HEHYKHUTE Bu nekapctsa. Te3n mepku e
CIIOMOTHAT 3a OMa3BaHE Ha OKOJIHATa Cpela.

6. Chabp:kaHue HA OMAKOBKATA M JOMbJIHUTETHA HHpoOpMaTUs

Kaxkso ceabp:xa INTELENCE

- AKTHBHOTO BeliiecTBo € etpaBupuH. Beska tadbmerka INTELENCE coabpika 200 mg
CTPaBUPHH.

- JIpyruTe ChbCTaBKU ca XUIPOMEN03a, CHIIMCUIIMPaHa MUKPOKPUCTAIHA LIeNTyJ103a,
MUKPOKPHCTAITHA [IEJTyJ103a, KOJIOUICH 0€3BOJICH CHUITHITUECB TUOKCHJI, KpOCKapMeIno3a HaTpHid U
MAarHe3ueB cTeapar.

Kak usraexna INTELENCE u kakBo cbIbp:ka 0ONaKOBKAaTa

To3su nekapcTBEH MPOAYKT ce Mpejsiara Kato 0siia 1o o4ty 0s1a, ABOHHOU3MBKHANA, POABIroBaTa
Tabserka, ¢ o3HadeHue “T200” ot enHaTa cTpaHa.

Bcesika mitactmacoBa OyTuika cbabpika 60 TabneTku U Tpu TOPOWYKHM 3a 3ama3BaHe Ha TaOIeTKUTe
CYXH.

IIpuTte:kaTes Ha pa3pelIeHHETO 32 yIOTpeda
Janssen-Cilag International NV, Turnhoutseweg 30, B-2340 Beerse, benrust

IIpoussoaure
Janssen-Cilag SpA, Via C. Janssen, 04100 Borgo San Michele, Latina, Utanus

3a gonbaHUTENHA HHPOPMALIUS OTHOCHO TOBA JICKAPCTBO MOJISI CBBPIKETE CE C JIOKATHHSI
Mpe/ICTABUTEN HA MPUTEKATEISI Ha Pa3pelieHUeTo 3a yrnorpeoa:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"

Tel/Tél: +32 14 64 94 11 Tel: +370 5 278 68 88

janssen@jacbe.jnj.com lt@its.jnj.com

Bouarapus Luxembourg/Luxemburg

»JlKOHCBH & JlxoHCchH boarapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +32 14 64 94 11

jjsafety@its.jnj.com janssen@jacbe.jnj.com

Ceska republika Magyarorszag

Janssen-Cilag s.r.o. Janssen-Cilag Kft.

Tel: +420 227 012 227 Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Danmark Malta

Janssen-Cilag A/S AM MANGION LTD.

TIf: +45 4594 8282 Tel: +356 2397 6000

jacdk@its.jnj.com
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Deutschland
Janssen-Cilag GmbH
Tel: +49 2137 955 955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

EAlrGoo
Janssen-Cilag ®appaxevtiki A.E.B.E.
TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland
Janssen Sciences Ireland UC
Tel: +353 1 800 709 122

Island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog

BapvaPoc Xotinmavaynig Ato
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +371 678 93561
Iv@its.jnj.com
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Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.

Tel: +386 1 401 18 00
Janssen_safety slo@its.jnj.com

Slovenska republika
Johnson & Johnson s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)

Janssen Sciences Ireland UC
Tel: +44 1 494 567 444



JlaTa Ha mocJieAHo npepasriaexkaane Ha Jucropkara 03/2021

[NonpoOHa nH(pOpMaIs 3a TOBa JICKAPCTBO € IMpe0CTaBeHa Ha yeOcaiita Ha EBponelickaTta areHius
1o JiekapcTBara; http://www.ema.europa.eu/.
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