HPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



vToan JIEKapCTBEH MPOAYKT NOAJICKH Ha AOIBJIHUTEIHO HabmoaeHne. Tosa 1me mo3Boiu 0bp30To
yCTaHOBABaHE Ha HOBA MH(POPMALIUS OTHOCHO Oe30macHoCcTTa. OT MEJUIMHCKUTE CIICUATIICTH Ce
M3UCKBA J1a ChOOIABAT BCSAKA MOA03UPaHa HeKelaHa peakus. 3a HaurHa Ha ChoOIIaBaHe Ha
HEXEJTaHW PEaKIMK BIDKTE TOUKa 4.8.

1. HUME HA JIEKAPCTBEHUS ITPOAYKT
REKAMBY'S 600 mg nHXeKIIHOHHA CYCIIEH3HUs C yIBIKEHO 0CBOOOXKIaBaHe
REKAMBY'S 900 mg nmkeKIIMOHHA CYCIIEH3HUs C YIBIKEHO 0CBOOOKJaBaHe

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

®akon ot 2 ml
Bceku dnakon ceabpka 600 mg puinuBupuH (rilpivirine).

®akon ot 3 ml
Bceku ¢nakon ceappka 900 mg puinnuBupuH (rilpivirine).

3a IBIHUA CIIUCHK HAa TOMOIIHUTE BEIECTBA BIOKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

MHXeKIIMOHHA CYCIeH3Hs C YABIDKEHO 0CBOOOXK/1aBaHe
bsna 1o nouru Osuta cycreH3usl.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHU MOKA3ZAHUS

REKAMBYS e nokazan B KOMOWHAINS C KaOOTETpaBUp MHXKEKIIHSA 3a JISUeHHe Ha HHPEKITH C
qoBemky umyHoaedunuted Bupyc tan 1 (HIV-1) npu Bb3pacTHH, KOUTO ca ¢ BUPYCHA CYTIPECHSI
(HIV-1 PHK < 50 kommst/ml), ¢ ycTaHOBEHa cXeMa Ha aHTHPETPOBUPYCHO JiedeHune, Oe3 TaHHHU 3a
HACTOsIIIA UJIM MUHAJIa BUPYCHA PE3UCTEHTHOCT KbM cpejcTBa oT kinaca NNRTI u INI u 6e3

MIpeIIIecTBall BUPYCOJIOTHYCH HeycreX che cpeactBa oT kiaca NNRTI u INI (Bxk. Touku 4.2, 4.4 u
5.1).

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

Tepamnusita TpsiOBa a ce mpeanucBa OT JeKap ¢ onuT B ieuennero Ha HIV undexnus. Beska
MHXKEKLUs TpsiOBa Jla ce Ipuiiara OT MEJUIUHCKH CIIEIUAIIUCT.

Ilpenu na ce 3anouHe REKAMBYS, MeTHUIMHCKUSAT CHENUATUCT TPsIOBAa BHUMATEIHO 1A
noadepe NaUMEHTH, KOUTO €A ChIJIACHHU C He00X0UMATAa CXeMa Ha MHKEeKTUPaHe, U 1a 00CHIH ¢
NalMEeHTHUTE 3HAYCHUETO HA NPUABPKAHETO KbM INIAHUPAHWTE BU3UTH 32 NPUJIOKEHHE, 32 1a ce
NMOJAbP:KAa BUPYCHATA CYNpPecHsi U 1a ce HaMaJId PUCKA OT BUPYCeH pedayHT U MOTEHIHATIHO
pa3BUTHE HA PE3UCTEHTHOCT, CBbP3aHHU C MPOIYCHATHUTE 103H.

Caen npeycranoBsiBane npuio:kennero Ha REKAMBYS B koMOuHaIus ¢ Ka0oTerpaBup
HHKEKIIUS € BaKHO /12 ce MpeMUHe Ha aJITEPHATHBHA CXeMa HA aHTHPETPOBUPYCHO JIeYeHHue ¢
ITLJIHO NMOTHCKAHE, He MO-KbCHO OT eIMH Mecell cJjel mocjaeqHara nixkeknusa Ha REKAMBYS,
NpHJarana Bcekn 1 Mecen, HiIM JBa Mecena cjied nocjeanara nHxeknnsa Ha REKAMBYS,
MpUIaraHa Ha BcekH 2 Mecena (B:k. Touka 4.4).




Heobxomuma € KOHCYATanus ¢ MPOAYyKTOBaTa HHPOPMAIHS Ha KaOOTETpaBUp WHKEKIIHSI OTHOCHO
MPENOPBUUTETHOTO MIPUIAraHe.

2031/1[2031«1

REKAMBY'S Mo3xe fa ce 3a1ouHe ChC MK 0e3 MepopaTHO BBEK/IaHE (IUPEKTHO HHKEKTUPAHE).

MenuuuHCKUAT CIEeMUAINCT U MAIMeHTHT MOXKE J]a PEIIaT Ja N3M0JI3BaT TaOlIeTKH PUIITUBUPHH KaTO
nepopaiiHo BbBexkAaHe npeau 3anouBane Ha REKAMBY'S nmkexnuu 3a onieHKa Ha MOHOCUMOCTTA
(Bx. Tabnmuna 1) wnu na npeMuHar Harpaso KbM Tepanusi c REKAMBY'S (Bxk. Tabmumu 2 u 3 3a
NPETOPBKH 32 MPUIOKEHNE CHOTBETHO BEAHBK MECEYHO U Ha BCEKH 2 Mecela).

Ilepopanto eveexcoane

Koraro ce uzmon3sa 3a mepopaiiHo BeBexAaHe, npeau 3anouBane Ha REKAMBY'S Tps6Ba na ce
npreMaT PUINUBUPUH TAOJETKH 32 TIEPOPATHO MPHUIIOKECHUE 3a€JHO ¢ KaOOTerpaBup TalOIeTKH 3a
MepOpaTHO PUIIOKEHHE B MPOIbIDKEHNE Ha Mpubnusutenno 1 mecer (Haii-manko 28 nHu), 32 1a ce
OLIEHH ITOHOCHMOCTTa KbM PHJIMBUPHH U KaOoTerpasup. TpsOBa na ce npuema eqHa tabnerka
PUJINMBUPHH 25 mg ¢ XpaHa u ejiHa TabieTka kaborerpasup 30 mg BeAHBK JHEBHO (BXk. Tabmuma 1).

Tabauna 1 Cxema Ha IpHJIOKEHME NIPH NEPOPATHO BbBeKAaHe NPH Bb3PACTHH
IlepopaniHo BbBE:KIAHE

JlekapctBen | 3a exun Mecen (Haii-Maako 28 qHH), MOCAEIBAHO OT HAYAJIHATA HHKEKIHA®
NMPOAYKT
PunnuBupud | 25 mg BeHBXK JHEBHO € XpaHa

KaboterpaBup | 30 mg BeTHBK JHEBHO
a

BIDKTE TabnHIa 2 3a cXxeMaTa Ha IIPWIOKEHHE Ype3 HHKEKTHPaHe BEIHBX MECEYHO U TaONMIa 3 3a MHKEKTHPaHe Ha
BCEKH 2 Mecela.

Ipunacane na ecexu 1 mecey

Hauanna unocexyus (900 mg, coomsememeawu na 3 ml)

B niocne iy IeH OT TeKyIata aHTHPETPOBUPYCHA TEPAITUsl WIIK OT MEPOPATHOTO BbBEXKIaHE
MPEMOPBYUTETHOTO MPHUJIaraHe Ha HayaJHATa HHKCKIHS PUINMBUPHH 32 BB3PACTHU € €JHA
MHTpaMycKyiHa urxekus 900 mg.

THocneosawa unsxcexyus (600 mg, coomeememeawu na 2 ml)

Crien HaYaHaTa MHXKEKIHSI TPEMOPHYUTEITHOTO IPUIaraHe Ha Ioc/ieiBaiaTa HHKESKIUS PUIIITHBUPUH
3a BB3PACTHH € €JHa HHTpaMycKyiHa uHxekims 600 mg BeqHbxk MeceuHo. Ha marueHTuTe Moxe na
Ce TIOCTaBAT HHKEKIIUH JI0 7 THU TPEIV WIH CJIe]l JaTaTa Ha TUTAaHWPaHaTa MECeUHa WHIKCKITHSL.

Taoauuna 2 IIpenopbunTeHa cXeMa Ha PUJIOKeHHE Ype3 HHTPAMYCKYJIHO HH/KeKTHpaHe
Be/IHb’K MEeCEYHO NP Bb3PACTHH NaleHTH

Havajna uHKeKIus HocaeaBamy HHKEKITUH
Havyanna uH:KeKIUsl: B MOCIeAHUS
JlekapcTBen aeH oT Tekymara APT tepanus Enun mecen cieq HavaaHaTa
NMPOAYKT WIn WH/KEKIHA ¥ BeAHBK MECeIHO CJIeN
0T NEePOPAJHOTO BbBEKIAHe (aKo ce TOBa
npuJiara)
PunnuBupun 900 mg 600 mg
Kaborerpasup 600 mg 400 mg

Ilpunaeane na ecexu 2 meceya

Hauamau nmxekuun — npe3 1 mecent (900 mg, cpotBercTBamy Ha 3 ml)

B nocnennus neH OT TeKyIaTta aHTHPETPOBUPYCHA TEPAIUS HIIN OT IEPOPATHOTO BBBEXKIaHE
IPENOPBUYUTENHOTO NIpUJIaraHe Ha HadalHaTa MHXKEKLMsI PUIIMBHUPHH 32 Bb3PAcTHU € e/1Ha
MHTpaMycKyiHa HHxekus 900 mg.




Crnen equa Mecer] TpsIOBa J1a ce MPHIIIOKU BTOpa HHTpaMycKyiHa nrxekiusa 900 mg. Ha marmentrre
MOJKeE J1a Ce TIOCTaBH BTOpa WHXKEKIHs oT 900 mg 10 7 MHU Mpeau WK CiIe] TIaHupaHaTa JiaTa.

Tocneosawu unscexyuu npes 2 meceya (900 mg, cvomeemcemeawu na 3 ml)

Crel HAYaTHUTE HHXKEKIHH, IPEOPBYUTEITHOTO IPHUIaraie Ha MOCACABAIUTE HHKCKIHH
PWINIMBUPHH TP BH3PACTHU € €JIHA MHTPaMycCKyJiHa HHkekiusa 900 mg, npuiaraHa Ha BCEKU

2 Mecella, KaTo ce 3amoyHe B Mecel 5. Ha manueHTrTe MOXe Ja MOCTABAT MHKESKIUK 10 7 IHU IPEIH
WM CJI€ AaTaTa Ha IUTaHWPaHaTa HHKEKIIMS Ha BCEKH 2 Mecela.

Tadauna 3 IIpenopbunTeTHa cXeMa Ha NPUJIOKeHUE Ype3 HHTPAMYCKYJIHO HHKEKTHPaHe
Ha BCEKHU 2 Mecella IPH Bb3PACTHU NALUEHTH

HayajHu MHKeKINHU HocaenBamy HHKEKIIAA
NHkeKTUPANTE B MOCTEAHUSA J€H OT
Tekymara APT Tepanus
JlekapcTBeH WIH JBa Mecena cieq mocjaeaHara
NPOAYKT OT NEPOPATHOTO BbBeEkK/AaHe (aKo ce HAYAJHA MHKEKIHS U HA BCEKH
npuiaara). Ciaen equH mecel TpsidBa na 2 Mecela cjiex ToBa
ce MPUJIOKH BTOPAaTa HaYaIHA
MHKEKI M.
PunmuBrpuH 900 mg 900 mg
KaboterpaBup 600 mg 600 mg

Ilpenopvku 3a npunazane npu nPEeMuHABane om NPUIONCEHUE BEOHDBIHC MECEYHO KbM UHNCEKIMUDAHE
Ha scexu 2 meceyd

[NanueHnTH, IpeMHUHABAIIM OT CXEMa C MOCIEABAII0 HHKEKTUPAHE BEAHBK MECEYHO KbM CXEMa C
MOCIIE/IBAIN0 MHYKEKTHpaHe Ha BCEKU 2 Mecella, TpsaoBa ia momydaT eqHokpatHo REKAMBYS 900 mg
MHTPaMyCKyJTHA WHXKEKIINS €JUH MeceT] clie]] mocieaHara mocieasamia nmkekins REKAMBY'S

600 mg u cnex ToBa 900 mg Ha Bcekn 2 Meceria.

Ilpenopwvku 3a npunazane npu NPEeMUHASARE OM NPUNIONCEHUES HA 8CEKU 2 Meceyd KoM UHNCEKINUPAHE
BEOHDBIC MECEUHO

[armenTy, mpeMUHABAIK OT CXEeMa C ITOCIIEABAII0 HHKEKTHPAaHE Ha BCEKH 2 Mecella KbM CXeMa C
MOCTIEIBAII0 MH)KEKTHpaHe BEIHBK MECeuHo, Tpa0Ba na noiyyaT eqHokpatHo REKAMBYS 600 mg
MHTpaMyCKyJTHA WHKEKIINS JBa MEcella clie]] mocaeaHara nocienpama unxeknuis REKAMBY'S

900 mg u cnex ToBa 600 mg Bceku Mecell.

Iponycuamu dosu

CBCTOSIHHETO Ha MAIIMEHTUTE, KOUTO MPOIYCHAT BU3UTA 32 WHXEKTHPaHe, TPA0Ba 1a Ob/ie KIMHUIHO
MIPEOIICHEHO, 32 JIa CE TapaHTHpPa, Y€ Bb30OHOBSIBAHETO Ha TepanusaTa € ymecTHo. Bukre Tabnuia 4 u
5 3a mpenopbKHU 3a MpUiaraHe cies MpoIycHATa HHXEKIIHS.

[IponycHara nHXeKIMs BCeKH | Mecell (IIepopaiHo MPHUIOKEHUE 3a 3aMECTBAaHE HA JI0

2 TOCJIEIOBATEIIHA MECEUHH MHKECKITUH )

AKO HSKOW MaIMeHT Bh3HAMEPSBa J1a MPOITyCHE TUITAHWPaHa WHXKEKITUS C TIOBEUE OT 7 JTHH, MOXKE JIa Ce
M3II0JI3BA ©XKETHEBHA TIepopaTHa Teparus (eqHa TadieTka pHIMUBUPYH [25 mg| U eHa TablieTKa
kaboterpasup [30 mg] THEBHO), 32 J1a CE€ 3aMECTST JI0 2 TIOCIEBAIN MECEYHU BU3UTH 3a
WHXeKTHpaHe. Mima orpaHnyeHu JaHHA OTHOCHO T.Hap ,,MOCTOBA Tepamus™ ¢ npyra

aHTHPETPOBUpPYCHA Tepanus ¢ mbiaHo notuckane (APT) (mpeaqumHo Ha 6azara Ha INI), BikTe TOUKa
51

IIspBara 103a Ha MepopaaHaTa Tepanus TpsidBa na ce mpueMe 1 mMecer] (= 7 THH) Cle MmociieIHaTa
nmwkekuus Ha REKAMBYS u kaboterpasup. UHkekTupaHeTo TpsOBa Ja ce Bb30OHOBH B JICHS Ha
NPUKJIIOYBaHE HA MEPOPATHOTO MPHUIIOKEHUE, KaKTO Ce MpenopbuBa B Tabnuna 4.



B ciryqait ge TpsibBa 11a ce MOKpHUAT MTOBEYE OT ABA MEcCeIla, T.€. IIe Ce MPOITyCHAT ITOBEYE OT JABE
MECEUHH MHKEKITHH, TPsOBa Ja ce 3al0YHe aJITCpHATHBHA CXEMa Ha ITePOPATHO JCUCHHUE €UH Mecel]
(% 7 num) cnen mocneanata uikekius Ha REKAMBYS.

Ta6auna 4:  Ilpenopbku 3a npuiaarane Ha REKAMBYS cien nponycHaTH HHKEKIMU WK
NepopaTHa Tepanus NPU NAallMeHTH HA MH)KEKTHPAaHE BeIHDbK MeCeYHO

Bpeme ot nmociiegnara IIpenopnka

MHKEKI[US

< 2 mecena: [Ipoapmxere o cxema ¢ MeceyHo nHkekTupane Ha 600 mg Bb3MOKHO
Hak-CKOPO.

> 2 Mecena: ITognoBete neyenuero Ha namueHTa ¢ 103a 900 mg u cineq ToBa
MIPOIBIDKETE Ja CTIa3BaTe cCXeMara ¢ MeCeYHO HHKEKTHpaHe Ha
600 mg.

[MponycHaTta MHKEKIXS IPH MIpHUaraHe Ha BCEKU 2 Mecella (IepopaTHo MPHIOKCHUE 38 3aMECTBaHe
Ha €JTHAa WHKEKIMs, IpuiaraHa Ha BCEKH 2 Mecena)

AKO HAKOH MalMeHT Bb3HaMepsiBa [ja IPOIyCHE IUIAHMPaHa BU3UTA 32 HHKEKTHPAHE C [TOBEYE OT

7 OHU, MO’KE J1a ce U3M0JI3Ba MepopaliHa Tepanus (eaHa TableTka pUINMUBUPHH [25 mg] u eqna
tabJyieTka kaborerpasup [30 mg] AHEBHO), 3a Ja Ce 3aMECTH €JHa BU3HTA 32 MHXKCKTUPAHE ,,HA BCCKU
2 mecera“. Mima orpaHndeHu TaHHN OTHOCHO MOCTOBA TE€paNusl C Apyra HAImbIHO moTuckama APT
(npenumHO Ha 6a3arta Ha INI), BikTe Touka 5.1.

ITppBata n03a Ha epopagHaTa Tepamus TpsOBa J1a ce IprueMe NPUOIU3UTENIHO ABa Mecena (+7 THH)
cnen nocneqaute nHxeku Ha REKAMBYS u kaboterpaBup. UmkekTupaneTo TpsOBa 11a ce
BBH300HOBH B JICHsI HA MPHUKIIOYBAHE HA TIEPOPATTHOTO MPHUIIOKEHHE, KAKTO C€ TPENophyBa B
Taobmnuua 5.

B ciydaii ge TpsOBa 1a ce MOKPHUSAT ITOBEYE OT JIBa MECEIIa, T.€. e CE MPOIYCHE MOBEYE OT €IHA
WHKEKITHS ,,Ha BCEKHU 2 Mecena’™’, TpsOBa Jia ce 3alouHe aJITepHATHBHA CXeMa Ha NIePOPATHO JICUCHHE
nBa Mecena (+ 7 qauM) cien mociaeanara nmkeknust Ha REKAMBYSS.

Tadauua 5:  IIpenopbku 3a npwiarane Ha REKAMBYS cien nponycHATH MHXKeKIIUH WU
NnepopajHa Tepanus NPU NANMEHTH HA HHKEKTHPaHe HA BCEKHU 2 Mecela

IMponycHaTa Bpeme ot Ipenopbka (Bcuukyn HHKeKnuu ca 3 ml)
BH3HTA 32 MoCJaeAHATA
HHKEKTHPaHe MHKEKI[US
Nuxeknus 2 <2 mecena [Iponpmxkere ¢ umxekuusaTa 900 mg Bb3MOXKHO HAM-CKOPO U
MIPOJIBIDKETE ChC CXEMaTa Ha MHKEKTHPAHE Ha BCEKU
2 Mecera.
> 2 Mecena Bp3006HOBeTE IeUeHneTO Ha ManuenTa ¢ go3ara 900 mg,

IOCIIEZIBAHO OT BTOpa HavaiHa wikekius ¢ 900 mg cnen
eauH Mecell. Ciies1 TOBa CieBaiTe cxemMara Ha HHKEKTUPaHe
Ha BCEKHU 2 Mecela.

Nnoxexnus 3 < 3 mecena [Iponpmxete ¢ nmxekuuara 900 My Bb3MOKHO HA-CKOPO U
WIHN NO-KbCHO MPOABIDKETE ChC CXeMaTa Ha MHXEKTHPaHEe Ha BCEKH
2 Mecera.
> 3 mecena Bp3o6HoBeTe teyenneTo Ha manueHTa ¢ go3ara 900 mg,

MOCIIEIBAHO OT BTOpa HavaiHa wikekius ¢ 900 mg cnen
enanH Mecetl. Cries1 ToBa cieBaiTe cxemMara Ha HHKEKTHPaHe
Ha BCEKH 2 Mecela.




CrenpanaHy monyJIaliu

Cmapuecka ¢v3pacm

Hma orpanndena napopmaiusi oTHocHO ynoTpebata Ha REKAMBY'S npu nanuenTy Ha Bb3pacT

> 65 rogunu. He ¢ HeoOxoaumo kopurupane Ha qo3ara Ha REKAMBY'S npu mo-Bb3pacTHH MallueHTH
(Bx. Toukn 5.1 u 5.2).

bvopeuno yepescoane

He e HeoOxommnMo KopurupaHe Ha J03aTa MpH MAIMeHTH C JieKa WIIM yMepeHa CTeleH Ha O0b0pedHo
yBpexaane. [Ipu nanueHTH ¢ Texka cTerneH Ha ObOPEeYHO YBpEeXKAaHEe WM TEPMUHATICH CTaui Ha
0b0peuna Oonmect komOuHanusata Ha REKAMBY'S ¢ momen uaxubutop Ha CYP3A 1psiOoBa na ce
W3M0JI3Ba CaMO aKo IMoJ3aTa HAIXBBPIIS pUCKA. YUACTHUIIM C H3UUCIICH KPEATHHHHOB KITUPHHC

< 50 ml/min/1.73 m? He ca BKIIOYBaHM B IpOyYBaHusATa OT (asa 3. JIMIICBAT NaHHM TP XOpa Ha
JMan3a, BBIPEKH Ue He Ce OYaKBaT Pa3IUKH BbB (apMaKOKMHETHKATA B Ta3H MOIMyJIanus (BXK.
Touka 5.2).

Yeproopobno yspedcoane

He e He0OX0AMMO KOpHIHpaHe Ha 03aTa [PU MALKEHTH C JIeKa WM yMEPeHa CTEIeH Ha YepPHOAPOOHO
yBpexaane (k1ac A wim B o Child-Pugh), Ho ce mpenoppuBa BHUMaHHE TTpH MAIIEHTH C YMEpEHa
CTEMCH Ha YepHOAPOOHO yBpexkaane. JIMICBAT JaHHH TP MAIMSHTH C TEKKa CTENEH Ha YePHOIPOOHO
yBpexaane (knac C nmo Child-Pugh). [Topagun toBa REKAMBYS He ce npenopbyBa npu TakuBa
manueHTH (BXK. Touka 5.2).

Ileouampuuna nonynayus
beszomacHocTTa 1 edmkacHoctta Ha REKAMBY'S nipu nenia u roHOImM Ha BB3pacT < 18 ronuxu He ca

YCTaHOBCHHU. JIuncear JaHHH.

Hauwnn Ha npuioxeHue

3a HHTPaMYyCKYJTHO TIPIIIOKECHHE.
Tps0Ba 1a ce BHUMaBa, 3a Aa ce u3derHe cinyyaitno nmwkektrpane Ha REKAMBY'S B kphBOHOCEH
cpa. Cycrniensusita TpsiOBa 1a ce nHKekTupa 6aBHO (BXK. Touka 4.4).

[Mpenu npunoxenne, GpiakonbT REKAMBY'S TpsiOBa 1a ce OCTaBH Jia IOCTUTHE CTaliHa TeMIIepaTypa.

REKAMBYS TpsiOBa fa ce mpuiara OT MEIUIIUHCKH CIISITUAINCT. 32 YKa3aHUs OTHOCHO
MIPWIOKEHUETO BIKTE ,, Y Ka3aHUS 3a ymoTpeda“ B TUCTOBKATA.

REKAMBYS Tpsi06Ba BuHaru zia ce npuiiara e{HoBpeMeHHoO ¢ nHxekuus kadorerpasup. REKAMBY'S
Y MHXXEKIIMUTE KaDOoTerpaBup TpsOBa Jia ce MpujiaraT Ha pa3IiiHd MeCTa B TIYTEATHUTE MYCKYJIIH T10
BpeMe Ha €/IHa M ChIIla BU3NUTA. PeIbT Ha MH)KEKTHPAHE HE € OT 3HAUCHHE.

Koraro npunara REKAMBY'S, MeAMIIMHCKHAT CHIEIIMAIKCT TPIOBa J1a B3eMe MPEIBU/I UHICKCA Ha
tenecHata maca (MTM) Ha manmenTa, 3a Jia ce rapaHTHpa, Y€ IbDKUHATA Ha UTJIaTa € TOCTaThuHa 32
JIOCTHUraHe Ha CeMATMIIHNS MycKyJl. OnmakoBKarta chabpxka | MHXKEKIIMOHHA uriia (BXK. Touka 6.5).

®akoHBT TPsIOBa Ja ce XBaHE 37JpaBo H J1a C€ Pa3KiIaT €eHEPrHYHO B MPOABIDKEHNE HA MTBJIHU

10 cexynau. @nakoHbBT TPsOBA Ja ce OOBPHE U J1a CE MPOBEPH MOTyYeHATa OTHOBO CYCIICH3HSI.
Tps0Ba na nsrnexaa eAHopoHa. AKO CyCIIeH3HATa HE € eAHOPOIHA, (hIIaKOHBT TpsIOBa J1a ce
paskiaTi 0THOBO. HopMaiHO € fja ce BIKIaT Mallki Bh3AyIITHU MEXypUeTa.

Wmxekuuute TpsOBa Aa ce MOCTaBAT BEHTPO-TIYTEATHO (MIPETIOPHUUTETHO) WIIN TOP30-TIyTEaHO.

4.3 TIlpoTuBomoka3aHus

CBpBXUYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIH KBM HIKOE OT MIOMOIIIHUTE BEIECTRA,
n30poeHu B Touka 6.1.



REKAMBYS He Tps06Ba 1a ce npuiiara eqHOBPEMEHHO ChC CIIEAHHUTE JIEKAPCTBEHH MPOAYKTH, Thi

KaTo MOXe Jia Bb3HUKHAT 3HAUYUTETTHHU OHIKEHHS Ha TUIa3MEHUTE KOHLIEHTPAUU HA PUIITUBUPUH

(nopanu ensumHa uaaykius Ha CYP3A), koeto Moxe 1a ToBene 10 3aryoa Ha TeparneBTHYCH epeKT

na REKAMBYS (Bx. Touka 4.5):

- MIPOTHBOT'BPUOBHUTE CPEACTBA KapOama3eniH, okckapoa3enus, penodapourTan, GeHNTONH

- AHTUMUKOOAKTepHATTHUTE cpelcTBa prudaOdyTHH, pudaMIuH, pudaneHTHH

- TIFOKOKOPTHKOU/IA IEKCAMETA30H 32 CUCTEMHO MPHIIOKEHHUE, C U3KITIOUSHHE Ha JISYSHNE C
eAMHNYHA 1032

- xbT Kantapros (Hypericum perforatum).

4.4 ChneuuajaHu mpeaynpesaeHus U NpeAna3sHyd MepKH NP4 ynorpeda

PucK 0T pe3MCTEHTHOCT CJIe/l MPEVCTAHOBABAHE HA JIEYEHHETO

3a 1a ce MUHMMH3HMPa PUCKBT OT Pa3BHTHE HA BUPYCHA Pe3UCTEHTHOCT, MHOT'0 BA:KHO € /1a ce
BBb3IpHeMe aJITePHATHBHA, HAITBJIHO MOTHCKAILA CXeMa HA AHTHPETPOBHPYCHO JICYeHHUE He 110-
KBbCHO OT eIMH Mecel cJiex nocjiennara nHxkeknusa Ha REKAMBYS npu neyenne BeAHbIK
MeCEeYHO MJIM IBa Mecela cJIe] HOCIeIHATA HHKeKIMSA IIPH JIeYeHHe Ha BCEKH 2 Mecena.

AKO ce 1mo1031pa BHPYCOJIOTHYCH HEYyCIIeX, TpsiOBa 1a ce 3aroyHe alTepHaTHBHA CXeMa Ha JIeYeHHe
BB3MOXHO Hal-CKOpO.

I[IpoaBIDKUTEHO JEWCTBUE HA MHYKEKIUATA C PWINUBUPUH

OcTtaTbuHM KOHIIEHTPAIMK Ha PUINMBUPUH MOXKE J1a ce HaOJII0/[aBaT B CHCTEMHOTO KPhBOOOpaIIeHUE
Ha MAlMEHTHUTE 33 IPOABIDKUTEITHH TIEPHOIH OT BpeMe (10 4 TOAWHY NPH HAKOU MAIMEHTH) U TPOBa
Jla ce UMart npeaABu npu npeycranossisane Ha REKAMBYS (8. Touku 4.5, 4.6, 4.7, 4.9).

H3xomau dhakTopy, CBbP3aHU C BUPYCOJIOTHYEH HEYCIIEX

[Mpeau 3anouyBane Ha cxeMara TpsiOBa Jia ce B3eMe PEBU/, Ye MYJITHBAPUATHUTE aHAITU3U COYaT, e
KOMOMHAIIMATA OT MOHE 2 OT CJICTHUTE U3XOHH (pakTOpa MOke Ja ObJie CBbp3aHa C ITOBUIIICH PUCK OT
BUPYCOJIOTHYEH HEYCIIeX: apXUBUPAHU MYyTaIlMU HA PE3UCTEHTHOCT KbM prinuBupuH, HIV-1 monrun
A6/A1 win UTM > 30 kg/m?. HanuuuuTe naHHM MOKA3BaT, Y€ BUPYCONOTMYEH HEYCIIEX HACTHIIBA T10-
YecTo MpHU MalMEHTUTE, KOUTO ca JIEKYBaHH ChC CXeMa Ha JIeYeHHE Ha BCEKH 2 Mecella, B CpaBHEHHUE
ChC CXeMaTa Ha JICUCHNE BEAHBK MECeYHO. [Ipy MalnMeHTH ¢ HelTbJIHA WIIM HECUT'YpHA TepareBTHYHA
UCTOPUSI, KOUTO HE Ca MOJJIOKEHH Ha aHAJIU3 Ha PE3UCTEHTHOCTTA IPEIH JICYEHUETO, € HE00X0AUMO
TIOBUIIEHO BHUMAaHKE, B cay4aii ue Ha UTM > 30 kg/m? mmm HIV-1 noarun A6/A1 (k. Touka 5.1).

HOCTI/IH)KCKI_II/IOHHI/I PCaAKIIU

Ciry49aifHOTO HHTPAaBEHO3HO NPHUIIOKEHUE MOXKe 11a goBene 10 HP BciencTre Ha BpeMEHHO BUCOKHTE
TUTa3MEHH KOHIIEHTpAIMK. B KITMHHYHUTE MTPOYYBaHUs C€ ChOOIIABAT CEPUO3HU MOCTHHKEKIIMOHHN
peakuy B paMKHUTE Ha MUHYTH CJIe]] HEDKEKTHPaHe Ha PHIMUBUPHH. Te3u ChbOUTHS BKIIFOUBAT
CHUMIITOMH KaTO JAMCIIHES, OPOHXOCIa3bM, Bb30y1a, KOPEMHH CIIa3MHU, 00pUB/yPTUKAPHS, 3aMaiiBaHe,
3auepBsABaHe, U3MOTSIBAHE, U3TPHIIBAHE HA yCTATa, IPOMEHU B KPBBHOTO HaJIATaHe U OoJka (Hamp. B
rbp0a u TpbAHUSA Kolil). Te3n chOUTHUS ca MHOTO PEJIKH W 3aII0YBaT J1a OT3BYYaBaT B PAMKHUTE Ha
MUHYTH CIIe]] MHKEKIuATa. Hkolt marueHTy mosydaBaT CUMIITOMATHYHO JICYSHHUE 110 TIPETICHKA Ha
JIeKyBaIlUs JeKap.

Buaumarenno cienpaiite ykazaHusaTa 3a yrmorpeda, korato npuroTssate u npunarare REKAMBY'S (Bxk.
touka 4.2). HabmronaBaiite manueHTuTe 3a KpaTtko BpeMe (mpubiusnutento 10 MUHYTH) cliel
WHXKEKIUATA., AKO HAKOW TMAIUEHT MOTYYH MOCTUHXEKIIMOHHA PEaKIus, IPOCICIIBaAUTE ChCTOSHUETO
MYy W JICKYBaWTe CIIOPEe] KIIMHUYHUTE TIOKa3aHMsI.




ChbpIeYHOCHIOBH PEAKIIUN

REKAMBYS TpsiOBa fa ce u3mosi3Ba BHUMATEIIHO KOTaTo CE Mpuiiara eAHOBPEMEHHO C JICKapCTBEH
NPOAYKT ¢ U3BecTeH pHck oT torsade de pointes. B cynparepanestnynn 103u (75 u 300 mg BeagHBXK
JTHEBHO) TIEPOPATHOTO TIPHIIOKEHHE Ha PIIIMTABAPHH C€ CBBP3Ba ¢ yabibkaBane Ha QTc mATEepBana Ha
enextpokapauorpama (EKD) (Bx. Touku 4.5, 4.8 u 5.2). PuimuBuprH, TPHIOKEH IIEPOPATHO B
npenopbyYUTENHATa A03a 25 mg BeIHBXK THEBHO, HE € CBBP3aH ¢ KIIMHUYHO 3HAa4UM edekT Bbpxy QTc.
IInasMeHuTEe KOHIICHTPAITMN Ha prInuBUpHH cirel nikekiuu ¢ REKAMBY'S ca cpaBHuME ¢
KOHIIEHTPAIMHTE TI0 BpeMe Ha IIepOpaTHA TePaus C PIITHBUPHH.

CroprerBania nadeknuns ¢ HBV/HCV

[MatmenTH cbe chIIbTCTBAIIA HHPEKIHS ¢ XenaTuT B ca u3kimouBanu ot npoyuBanus ¢ REKAMBYS.
He ce mpenoppuBa f1a ce 3amousa jeueHne ¢ REKAMBYS npu nannenTu cbe chirbTcTBaIA
uH(pexnusa ¢ xenatut B. IIpu nanuenTu cbe chirbTeTBaILA HHPEKIUS ¢ XenatuT B, noxyvaBamm
PWINMBUPHH NIEPOPATHO, YECTOTATa Ha MOBHUILIECHNE HAa YEPHOIPOOHUTE EH3UMH € [10-BUCOKA
OTKOJIKOTO TIPH MAIMEHTH, TIOIy4aBallld PUITMBUPUH MIEPOPATHO, O€3 ChITbTCTBAIA HHOEKIUS C
xenatut B. Jlekapure TpsOBa 1a HAaIpaBAT CIpaBKa ¢ aKTyalTHUTE PHKOBOJICTBA 3a jiedeHue Ha HIV
MH(EKIMA IpyU MalUCHTH, HHPEKTUPaHU €JHOBPEMEHHO ¢ BUpYyca Ha XernaTur B.

Wma orpannyveHy JaHHU MPH NAMEHTH ChC ChITbTcTBama nHpexnus ¢ xenatut C. [Ipu nanuenTw,
WHQEKTHPAaHU €THOBPEMEHHO ¢ XenaTuT C, KOUTO MoTyyaBaT pUINMBUPUH MIEPOPATHO, YECTOTaTa Ha
MOBHUIIIEHUE HA YEPHOAPOOHHUTE €H3UMH € MO-BUCOKA OTKOJIKOTO MPY HMALMEHTH, [TOTyYaBallH
PWINIMBUPHH TiepopaiiHo 0e3 chirbreTBama nHpeknus ¢ xenatut C. ®@apMakoKnHeTHIHATA
EKCIIO3UIIUS Ha TIepopajieH U WHKEKIMOHEH PUIIMTMBUPHH TPH MAIIMEHTH ChC CHITBTCTBAINA HHOEKIUS
€ CpaBHMMA C €KCIIO3UIMTA TP NMAKeHTH 0e3 chibTcTBaia uHdekuus ¢ xenatut C. [Ipenoppusa ce
npociensBaHe Ha YepHogpoOHaTa GyHKLMS P NALMEHTH ChC ChIIbTCTRAIIA HHpEKIHs ¢ XenaTtuT C.

B3EWIMOILCI71CTBPI$I C JAPYI'H JICKAPCTBCHH IIPOJAYKTH

REKAMBYS He TpsiOBa J1a ce mpujiara ¢ Ipyrd aHTUPETPOBUPYCHH JIEKAPCTBEHU MPOIYKTH, C
U3KITI0YCHUE HAa MHXKEKIUs ¢ kaboTerpasup 3a Jieuenue Ha HIV-1 undexuuns (Bx. Touka 4.5).

BpemenHoct

Nma orpannuenu nannu 3a REKAMBY'S npu Opemennn sxenn. REKAMBYSS ne ce nmpenopbuBa 1o
BpeMe Ha OpeMEHHOCT, OCBEH aKO OYaKBaHAaTa I10J13a ONpaB/aaBa NoTeHIanHuA puck. HabmogaBana e
MO-HUCKA EKCIO3UIMS Ha TIepopalieH PUIIIHUBUPHH, KOTaTo Ce MPHeMa PUIMUBUPHH 25 mg BeTHBXK
JTHEBHO I10 BpeMe Ha OpeMeHHOCT. B npoyuBanusiTa ¢asza 3 ¢ nepopalieH puIIHBUPHH TO-HACKATA
€KCIO3MLMS Ha PWITMBUPHUH, TOA00HA Ha HaOMI01aBaHaTa 1o BpeMe Ha OPEMEHHOCT, € CBbP3aHa C
MOBHIIIEH PUCK OT BUPYCOJIOTHYEH HEYCIIEX, TOPaaX TOBA BUPYCHUST TOBap TPsIOBa /1a ce MpociesBa
BHUMATENHO. ANTepHATUBHO, TPsIOBa Ja ce TIOMUCIH 3a IpeMrHaBaHe KbM Jpyra cxema Ha ART. (Bx.
ToukH 4.6, 5.1 u 5.2).

CI/IHZIDOM Ha MMYHHA PCaKTHBAIIUA

[Ipu HIV-una(exTrpanu maiueHTr ¢ T&XbK UMYHEH JIe(UIIUT MPU 3all0YBaHe HA KOMOWHUpaHa
aHTUpPETPOBUpPYCHaA Tepanus (combination antiretroviral therapy, CART) moxe fia ce mosiBu
BB3NATUTETHA PEAKIUs KbM aCHMITOMHH WITH OCTaTHYHH ONMOPTIOHHCTHYHH MATOTEHH, KOSITO MOXKE
Jia TOBEZIE 0 CEPHO3HH KIIMHUYHU ChCTOSHUSI WM JI0 BJIOLIaBaHE Ha CUMIITOMUTE. Te3u peakiun
O0OMKHOBEHO ce HaOJI0/IaBaT B PAMKUTE HA ITbPBUTE HAKOIKO CEJIMHUIIM WIIA MECEIH CJIE]] Ha4ajJoTo Ha
CART. IIpumMepu 3a TOBa ca IIMTOMETaJIOBUPYCEH PETUHUT, TeHEPATIU3UPAHH W/WUIA OTHUIIHA
MHKOOaKTepHaIHU HH(EKIMH 1 THEBMOHHUS, IPUYMHEHa oT Pneumocystis jirovecii. Becuuku
BB3NATUTEIHA CUMIITOMH TpsiOBa 1a OBbIAT OLICHEHH U JIa C€ 3aIll04HE JIeYeHHEe, KOraTo € HE0OXOIUMO.
B ycnoBusiTa Ha IMyHHO peakTUBUpAHE ce ChOOIaBa ChINO 33 Pa3BUTHE HA ABTOMMYHHH HAPYIICHUS
(xato 6osect Ha Graves U aBTOUMYHEH XeIaTuT), 00ade, BpeMETO 10 HACTHIIBAHETO UM, KOETO Ce
ChOOIIaBa € MO-MIPOMEHIIMBO U TE3H CHOUTHS MOXKE Jia C€ CIy4aT MHOTO MECELU cJe]] 3all04YBaHe Ha
JICUYCHHETO.



OnoOpTIOHUCTUYHY HHQEKINH

[Maruenture TpsOBa na ObAaT yBenomenn, ue REKAMBYSS winu xosTo 1 1a € qpyra
aHTHPETPOBUpPYCHA Tepanus He nekyBa HIV urdexmusaTa 1 9e Te Bce ome Morar Aa pa3BusT
OTIOPTIOHUCTUYHH WHEKIUHN u ApyTu yenoxHerns oT HIV nadexknmsara. CiaemoBaTenHo, TalMeHTUTE
TpsAOBa J]a OCTAHAT MOJ] CTPOT'0 KIMHUYHO HAOJIOICHHE OT JICKapHU C OIUT B JICUCHUETO HA
3a00J1s1BaHUATa, CBBp3anu ¢ HIV.

IToMomiHu BemecTsa

ToBa IeKapCTBO ChIbPIKa IMO-MaKo OT 1 mmol HaTpuii (23 MQ) Ha HEKEKIHS, T.€. MOKE JIa CE KakKe,
Ye MPAKTUYCCKU HE ChIbPIKA HATPUH.

45 B3auMmopeiicTBHE ¢ IPYTd JeKaAPCTBEHH MPOAYKTH U APYru (JopMH HA B3auMo/eiicTBHE

REKAMBYS B xoMOuHaIus ¢ kKaboTerpaBUp HHXKEKITUS € MPeIHA3HAYCH 3a yIoTpeda KaTo IsUI0CTHA
cxema Ha neuenre Ha HIV-1 uadexnus u He TpsOBa 1a ce mpriara ¢ Ipyrd aHTUPETPOBUPYCHU
JIeKapcTBEHU NpoayKTH 3a neuenne Ha HIV-1. Ilopamu ToBa, nHQOpMaIns OTHOCHO IEKaPCTBEHUTE
B3aMMOJIEUCTBUS C IPYTH aHTUPETPOBUPYCHH JIEKaPCTBEHU MPOAYKTH HE ce npeaocTass. OT riaenHa
TOYKA Ha JIEKAPCTBEHHUTE B3aMMO/ICHCTBHUS HsIMa OTpaHUYCHHUS HA yroTpebaTa Ha ApyTu
AHTHPETPOBUPYCHH JIEKAPCTBEHU MPOIYKTH cien mpeycranoBsiBane Ha REKAMBYSS.

IIpu nepopasHO BBBEXKAALIO JICYCHUE C PWINIMBUPHH U IIPHU 3aMECTBAHE Ha MPOILYCHATHU JO3H C
MIEPOPAITHO JICUeHHE ¢ pUINUBHPUH Harpasete crpaBka ¢ KXII Ha punnmuBrupuH TabneTku 3a

MEepopaaIHO NPUITOKCHUC 3a PIH(i)OpMaLII/IfI OTHOCHO JICKapCTBCHUTC B3aHMOHeﬁCTBHH.

.HeKaDCTBeHI/I OPOAYKTH, KOMTO IMOBJIMWABAT CKCIIO3UIIUATA HA PHIITTMBUPUH

PunmuBupun ce metabonuzupa ocHOBHO OT riutoxpoM P450 (CYP)3A. JlekapcTBeHUTE IPOAYKTH,
KouTO MHAYIHMpaT uiu naxuoupar CYP3A, Morar 1a nmoBaussAT KIMPHHCA HA PUIMUBUPHUH (BXK.
Touka 5.2). IIpu enHOBpeMEHHO NPUIIOKEHNE HA PUINMBUPUH U JIEKAPCTBEHH MTPOLYKTH, KOUTO
uanyuupat CYP3A, ce HabmogaBa HaMaIsiBaHe Ha MJIa3MEHNUTE KOHIICHTPALMK Ha PUIIIIMBUPHH,
KOETO MOJKE JIa HaMaJli TepareBTHYHMS €PEKT Ha PUIITTHBHPHH.

IIpu enHOBpEMEHHO NPUIIOKEHUE Ha PUINIMBUPHH U JIEKAPCTBEHH MIPOAYKTH, KOUTO HHXHOUPAT
CYP3A, ce Habmio1aBa MoBHUINIaBaHE Ha IJIA3MEHUTE KOHIICHTPAIIMH Ha PUIIITABUPHH.

Korato ce n3nosiszsa puinmiMBHPHH NEpOPaTHO, HHXHOUTOPH HA MPOTOHHATA TIOMIIa ca
nporuBonokasanu (Bwkre KXI1 Ha punmuBuprH TabieTky, Touka 4.3).

HeKaDCTBeHH IPOAYKTH, KOMTO CC€ ITOBIMUABAT OT VHOTDe6aTa Ha PUJIITTMBUPHUH

Hsma BeposTHOCT pUINMBUPHUH J1a OKaXKe KIIMHUYHO 3HAYNM e(DeKT BhPXY €KCIIO3UIIUATA Ha
JIEKapCTBEHU MPOIyKTH, MeTabomm3upanu oT CYP enzumu.

PwmuBnpuH naxubupa P-rimmkonporeuns in vitro (ICso € 9,2 uM). B eqHO KITMHUYHO MpOyYBaHe
nepopalieH PIINUBHPHH (25 mg BEIHEXK JHEBHO) HE MOBIHSIBA 3HAYMMO (hapMaKOKHHETHKATA Ha

JIUTOKCHH.

PumuBupuH e in Vitro naxuburop Ha tpancnoprepa MATE-2K ¢ ICso < 2,7 nM. KnnuanunuTte
NOCJIEUIM OT Ta3K HaXOJKa Ca [IOHACTOAIIEM HEU3BECTHH.

Tabnuia Ha B3aMMOJIENCTBUATA

B Tabxnwuma 6 ca u3dpoeHn n30paHy yCTAHOBEHH U TEOPETUIHU B3aUMOJICHCTBHS MEKIY PUIITUBUPUH
Y €AHOBPEMEHHO NPUJIaraHy JIEKapCTBEHU MIPOIYKTH, KOUTO CE OCHOBABAT HA MPOYYBAHUSITA,
MIPOBEICHH C TIEPOPANICH PUIIMHBUPWH, WM ca OTEHIIHAHH JIEKAPCTBEHN B3aMMOJICHCTBUS, KOUTO



MOJKE J1a HACTBIAT (YBEIMUICHHUETO € YKa3aHo ¢ “1”, HaMaJieHHueTo ¢ “|”, 6e3 mpomsiHa “«>”,
HENpIIOKUMO ¢ “NA”, noBeputeneH uarepsai ¢ “CI”).

Taoauna 6:

B3anmoneiicTBHS M NPeNopPbKHU 3a MPUJIaraHe ¢ APyryu JeKapcTBeHH MPOAYKTH

JlexapcTBeHH NPOAYKTH IO
TepaneBTHYHU 00J1aCTH

Bizaumoneiicteue
CpeaHo reoMeTpUu4HA NPOMSIHA
(%)¢

IIpenopbKU OTHOCHO
€/IHOBPEMEHHOTO IPUJIOKECHHE

AHTUBUPYCHMU CPEJICTBA

Kaboterpasup kaboterpasup AUC — He e HeoOxoauMo Kopurupasne Ha
kaborerpaBup Cpmin<> Jo3ata.
kaborerpaBup Cpmax <>
prwmuBupuH AUC
punmuBUpUH Crin | 8%
pIMUBHPUH Crax <>
Pubasupun He e npoyueno. He ce ouakBa He e HeoOxoanMo KopurHpane Ha
KIIMHUYHO 3HAYMMO JIEKAPCTBEHO J03aTa.
B3aUMO/ICHCTBHE.
AHTUKOHBYJICAHTH
Kap6amazennn He e mpoyueno. OuakBa ce 3HauNMO PunnuBupun He TpsiOBa 1a ce
Oxckap0azenux HaMaJsiBaHe Ha IIa3MEHHUTE U3I0JI3Ba B KOMOMHAIMS C TE3U
denobapoOuTan KOHLIEHTPALK Ha PUIIITUBUPHH. AQHTUKOHBYJICAHTH, THU KaTo
denuronH €/THOBPEMEHHOTO NPUIIOKECHUE

(manykuus Ha CYP3A ensumun)

MOJKe Jla ToBejIe 70 3aryba Ha
TepareBTHYCH eekT Ha
pHUIIHBHPHUH (BXK. TouKa 4.3).

A30JI0BU AHTUMHUKOTHYHH CPEACTBA

Kertokonazom**
400 mg BeAHBX JHEBHO

ketokoHazon AUC | 24%
keTokoHa30J1 Cin | 66%
KeTOKOHA30JI Crax <>

(menykuns Ha CYP3A mopaan Bucoka
J103a PUJINHBHPHH B TIPOYIBAHETO)

pumusupuH AUC 1 49%
puinuBUPUH Chin T 76%
punuBUPUH Crax T 30%

(naxubupane Ha CYP3A en3umn)

He e HeoOxoauMo Kopuriupane Ha
Jo03aTa.

dykoHa3o He e npoyueno. CerbTcTBaIaTa He e HeoOxoanMo Kopurupane Ha
Utpakonazon ynotpe6a Ha REKAMBYS c a3onmoBn | mosara.
[To3akonazon AHTUMHUKOTHYHH CPEACTBA MOXeE 12
Bopukonason MIpeJU3BUKA MOBUILIEHUE Ha
I1a3MEHUTE KOHIIEHTPaluK Ha
PWIMBUPHH.
(maxubupane Ha CYP3A en3umn)
AHTUMHNKOBAKTEPUAJIHU CPEACTBA
Pudabyrun** pudadytna AUC « REKAMBYS =e Tps6Ba na ce

300 mg BeaHBK THEBHO

300 mg BeAHBK JTHEBHO
(+ 25 mg punnuBUpuH
BEJIHDBK JTHEBHO)

300 mg BeHBK JTHEBHO
(+ 50 mg punnuBUpUH
BEJHBK JHEBHO)

pudadytus Cpin <>

pudadyTus Cmay <>
25-O-nezanermn-pudadyrna AUC —
25-O-nezanermn-pudadytut Cpin <>
25-0-ne3anetnin-puadytu Cmax <>

punusupuH AUC | 42%
punnuBUpuH Chin | 48%
punuBUpUH Crax | 31%

punmuBupud AUC 1 16%*
pumuBUpUH Chin <>*
prTHHBHPHH Crax T 43%*
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M3I1013Ba B KOMOMHAIS C
pudaldyTuH, THI KaTo HE ca
YCTaHOBEHU CTICIIU(PIUIHI
NIPENOPbKY 3a npuiaraxe. Mma
BEPOSATHOCT €AHOBPEMEHHOTO
TIPUIJIOKEHHUE J]a 0BeJIe 10 3aryda
Ha TepareBTHYCH eekT Ha
pHIMUBHUPHUH (BX. TouKa 4.3).




* B CpaBHEHHUE CHC CAMOCTOSTEITHO
MIPUJIOKEHUE Ha 25 mg pUINUBUPHH
BEJHBXK THEBHO

(uanykuus Ha CYP3A en3umn)

Pudpamnyun**
600 mg BenHBK THEBHO

pudammnua AUC

pudpammuiiH Cmin NA

pudpammuiiiH Chax <>
25-nezanermwi-pudpammumua AUC |
9%

25-nezanermwi-pudammumuH Cmin NA
25-nezaneTiia-puPaMuiH Cmax <>
puwmnusupuH AUC | 80%
punnuBupuH Chin | 89%
punuBUPUH Crax | 69%

(nanykuus Ha CYP3A en3umn)

PunnuBupun He TpsiOBa na ce
HM3I0JI3Ba B KOMOMHALINA C
pUQaMITUIMH, THI KaTO HMa
BEPOSATHOCT THOBPEMEHHOTO
NPUIIOKEHHUE 1a IoBee 10 3aryba
Ha TepareBTHYeH epekT Ha
PUWIMMBUPHH (BXK. Touka 4.3).

Pudanentun

He e npoyueno. OuakBa ce 3HAUUMO
HaMaJsIBaHe Ha MIa3MEHUTE
KOHIIEHTPALMH Ha PUIIITUBUPHH.

(menykuns Ha CYP3A enzumun)

PunnuBupuH He TpsiOBa 1a ce
U3I0JI3Ba B KOMOWHALMS C
pudaneHTHH, Thit KATO UMa
BEPOSITHOCT €IHOBPEMEHHOTO
MPUIIOKEHUE 12 JOBeIe 0 3aryba
Ha TepareBTHYeH eeKT Ha
pHUIIHBHPHUH (BXK. TouKa 4.3).

MAKPOJIMJJTHU AHTUBUOTUIIU

Knaputpomunua
Epurpomuniux

He e npoyueno. O4akBa ce noBuIlIeHa
€KCIIO3MIUS Ha PUITUBUPHH.

(naxubupane Ha CYP3A ensumn)

Koraro e BB3MOXKHO, TpSI6Ba Ja ce
TMMOMMCJIN 3a AJITCPHATUBHO
JICUCHUEC, KaTO HAIp. €
A3UTPOMUIINH.

FIIOKOKOPTUKOMAN NJIM KOPTUKOCTEPOU /N

JexcamerasoH (3a
CHUCTEMHO TPUIIOKEHHUE, C
M3KITIOYCHHUE Ha
npujiarane Ha €AMHUYHA
J103a)

He e npoyueno. Ovaksa ce 1030-
3aBHCHUMO HaMaJsiBaHE Ha
IUIA3MEHUTE KOHIICHTPAIMK Ha
PUINIUBUPUH.

(menykuus Ha CYP3A eHnzumun)

PunnuBupuH He Tpa6Ba n1a ce
U3II0JI3Ba B KOMOWHALHS C
JIeKCaMeTa30H 32 CUCTEMHO
HPUIOKEHHUE (C U3KITIOYSHHUE KaTo
eIMHUYHA J103a), ThI KaTo
€THOBPEMEHHOTO MPHJIOKEHHE
MOJe€ J1a I0BeJie 10 3ary0a Ha
TepareBTHYCH eeKT Ha
puinuBUpHUH (BXK. Touka 4.3).
TpsbBa na ce momucu 3a
ITEpPHATHBHO JIeUeHHE, 0COOEHO
IIPH IPOIBIDKUTETHA yIIOTpeda.

HAPKOTHUYHHU AHAJITETHUIIA

Meragou™

60-100 mg BeanbK
JTHEBHO,

WH/IMBUTy ATH3UPaHa
J03a

R(-) meragon AUC | 16%
R(-) meramon Cmin | 22%

R(-) metamon Cmax | 14%
punnuBupud AUC —*
pumuBUPUH Chin <>*
prmuBUPUH Chax <>*

* Bb3 OCHOBA HA HCTOPUYECKH
KOHTPOJIN

He e HeoOXoamMo KopUrupane Ha
J103aTa, KOraTo ce 3aroysa
CAHOBPEMECHHO IMMPUIJIOKECHUE HA
METaJI0H C PUJITIUBUPHUH.
[IpemoppuBa ce 0bave KITMHUIHO
MPOCIIeAsIBaHE, THH KaTO MPH HAKOU
MAITMEHTH MOJXKE J1a ObJe
HE00XOUMO Ja C€ KOPUTUpa
OB PIKAIaTa TeParus ¢
META/JIOH.

AHTUAPUTMUWYHHU CPEJACTBA

Jurokcun™

nurokcun AUC «—
murokcuH Cmin NA
JUTOKCUH Crax <>

He e HeoOxonuMo Kopurupasne Ha
Jo3aTa.

AHTUJUABETHHU CPEJICTBA

Merpopmun™

metpopmua AUC —
meTrdhopmuH Cmin NA
MeThOpMHH Crmax <

He e HEOOX0OAMMO KOpHUTHpaHe Ha
J03aTa.
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BMJIKOBHU ITPOAYKTHU

XKbnT KaHTApHOH He e npoyueno. OuakBa ce 3HAUUMO Punnueupun He TpsiGBa aa ce
(Hypericum perforatum) HaMallsBaHE Ha TIA3MCHHUTE U3I0JI3Ba B KOMOUHAIIUSA C
KOHIICHTPALIMY HA PUITHBUPHH. MPOJYKTH, ChABPIKAIIH KBIT
KaHTapHOH, Thil KATO
(uanykuus Ha CYP3A en3umun) €JHOBPEMEHHOTO IIPUIIOKECHUE

MOJKeE Ja JIoBeJIe 10 3ary0a Ha
TepaneBTHYCH e(eKT Ha
pWINUBUPHH (BXK. Touka 4.3).

AHAJITETUIIU
IMapaneramon™* mapareramon AUC « He e HeoOxoanMo KopuTrHpane Ha
500 mg enuHMYHA 1032 maparneTaMol Cmin NA mosara.

mapaneTaMol Cmax <>
prwmuBupuH AUC
punmuBUpUH Crin T 26%
punUBUPUH Crax <

INEPOPAJIHU KOHTPAILEIITUBU

Etununecrpannon* ernHunectpaanon AUC « He e HeoOXxo1uMo KopurupaHse Ha
0,035 mg BeaHbX AHEBHO | eTHHHIECTPATUON Crin <> Jo3ata.

Hopetunapon™ etuHmIeCTpaguoi Cmax T 17%

1 mg BeHBX THEBHO Hoperurapon AUC «—

HOPETHHAPOH Cpin <>
HOPETHHAPOH Cax <>
pummuBupuH AUC —
pumuBUPUH Chin <>*
prUBUPHH Chax <>*

* Bp3 OCHOBA Ha UCTOPUYECKU

*

KOHTPOJIU
WHXUBUTOPU HA HMG CO-A PEJYKTA3ATA
Artopsacratua*? atopsacratuH AUC « He e HeoOXoxnMo KopuUTHpaHe Ha
40 mg BeIHBK JHECBHO atopBactaTHH Cmin | 15% Jo3aTa.

atopBactaThH Cmax T 35%
puinuBupud AUC «
punnuBUpUH Cpin <>
puamuBUPUH Crmax | 9%

WHXUBUTOPU HA ®OCPOJAUECTEPA3A THUII 5 (PDE-5)

Cunjenadun* cunnenapun AUC «— He e HeoOXxoiM0 KopUrupaHe Ha
50 mg equHMYHA 1032 cugieHadut Cpin NA Jo3aTa.

cunaeHaAQUI Cmax <>

prumuBupuH AUC
prmuBUPUH Chin <>

pruBUPUH Chax <

Bapnenadun He e npoyueHo. He e HeoOX0oauMo KOpUTHpaHe Ha
Tanmanadwmn Jo3ara.

2 9% nopumaBane/HaMaIsBaHe Bb3 OCHOBA HA IpOYYBaHHATA 32 JEKaPCTBEHU B3aUMOJAEHCTBUS C IIepOpajieH
PUINUBUPUH

BsaumoneiicTBrueTo MeX Iy pUIIIMBUPHH U JIEKapCTBEHUS IIPOLYKT € OLIEHEHO B KIIMHUYHO Npoy4yBaHe. Benuku apyru
IIOKa3aHM JIEKapCTBEHU B3aMO/EHCTBUS ca IPOrHO3HH.

ToBa npoyuyBaHe Ha B3aUMOJEHCTBUATA € IPOBEIEHO C 4032 [10-BUCOKA OT MPENOPBbYUTENIHATA 103a 32 PUIIUBUPHH,
OLICHSIBAII[0 MAaKCUMAJIHUS e(eKT BbPXY €AHOBPEMEHHO MPUIIOXKEHHMS JIEKapCTBEeH NpoayKT. [Ipenopbkara 3a
IpUIaraHe € NpUI0KKUMa KbM MPENopbUUTEIHATA 103a PIINHBUPHH 25 mg BeIHBXK JHEBHO.

JlexkapcTBeHH IPOAVKTH, yabipkasamm QT

IlepopanHo npuTokeHNe HAa PUITMBUPUH B MPENOPHUUTENHATA 032 25 Mg BEIHBXK THEBHO HE €
CBBP3aHO C KIMHUYHO 3HaunM edekT Brpxy QTc. [InasmennTe KOHIEHTpAMK Ha PUINUBUPUH CIIe]
REKAMBYS nnxeknuu B mpenoprunrennara go3a 600 mg Beqabx MeceuyHo uinn 900 mg Ha Bceku
2 Mecela ca CpaBHUMH C TE€3H, TIOCTUTHATH CJIE] TIEpOpalieH PUIIMHUBUPHH B 1032 25 mg BEIHBX
IHEBHO. B eHO mpoyuBane npu 3apaBu 100poBoiu ce HabmronaBa yabwkaBane Ha QTc uarepBana
Ha EKI cnen cynparepaneBTHYHU 103U NepopaieH punnusuprH (75 mg BenHbxk nHeBHo u 300 mg
BEIHHX THEBHO) (Bk. Touka 5.1). REKAMBY'S Tps6Ba na ce u3non3sa ¢ BHUIMaHHE, KOTaTo Ce
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mpujiara eIHOBPEMEHHO C JICKapCTBEH MPOIYKT ¢ U3BECTEH pUCK OT torsade de pointes (Bk.
Touka 4.4).

4.6 @epTHANTET, O)PEMEHHOCT H KbpMeHe

BpemenHoct

EdextsT Ha REKAMBYS BbpXy OpeMeHHOCTTa IpH XOpa € HEM3BECTEH.

Herousim 006eM ganHM 32 IepopajieH pUINKMBUPUH MPU OpeMEHHH KeHH (3a uzxona ot 300 mo
1000 cnyyas Ha OpeMEHHOCT) He TIOKa3BaT MajihopMaTHBHA WK (DeTaHa/HeOHATAIHA TOKCHYHOCT Ha
PHYITTHBHPHH.

Enno npoyusane npu 19 6peMeHHH KeHU, JEKYBaHH C PUITUBUPUH MEPOPATHO B KOMOMHAIMS C
OCHOBHA CX€Ma Ha JIeUeHHE T10 BpeMe Ha BTOPOTO U TPETOTO TPUMECEUHUE U ClIel PaXKIaHETO, IOKa3Ba
MO-HHUCKA EKCIIO3ULHS Ha TIEpOpalieH PUIIMMBUPHH 1O BpeMe Ha OpeMeHHOCT. Ilopagu ToBa BUPYCHUST
ToBap TpsiOBa J1a ce mpociensBa Buumareiano, ako REKAMBY'S ce uznon3sa mo Bpeme Ha
OpeMeHHOCT.

[IpoyuBaHusTa IPH )KUBOTHH HE TIOKA3BAT PEMPOAYKTHBHA TOKCHYHOCT (BXK. Touka 5.3).

REKAMBYS He ce nmpenopbyBa 1o BpeMe Ha OpeMEeHHOCT, OCBEH aKo OYaKBaHATa T10J13a OIMpaBIaBa
MMOTCHUHAJIHUA PUCK.

Tpsi0Ba ga ce moOMUCIH 32 aITEPHATUBHA CXEMa Ha IIEPOPAITHO JICUCHNE B ChOTBETCTBUE C aKTYaJIHUTE
pBKOBOACTBa 3a neueHue. Cnexn npeycranopasane Ha REKAMBY'S puimuBuprH Moke 1a OCTaHE B
CHCTEMHOTO KPhBOOOpaIleHHE B MPOABDKEHNE Ha 70 4 TOIWHY IIPU HIKOH MaIMeHTH (BXK. Touka 4.4).

Kopmene

BB3 ocHOBa Ha JaHHM MPU )KUBOTHU CE€ OYaKBa PUIIMTUBUPHUH J1a CE€ CEKPETUPA B KbpMaTa, BBIIPEKH e
TOBA HE € TIOTBBPEHO NIPU X0pa. PUIIMUBUPUH MOKe Ja c€ OTKPUBA B KbpMaTa IIPH XOpa B
MPOJIBIKEHNE Ha J0 4 TOAUHU MPHU HIAKOU NallMeHTH ciel npeycraHopsiBaHe Ha REKAMBYS.

3a na ce nzberHe npenasane Ha HIV Ha kppMaueTo, ce npenopruBa xeHu, nHpexkrupanu ¢ HIV, na ne
KBPMT.

Deprunurer

JlumicBat JaHHM OTHOCHO e(peKTa Ha PUINMBUPYH BbpXY depTunnreTa npu xopa. [IpoyuBanusra npu
’KUBOTHH HE TIOKa3BaT KIMHUYIHO 3HAYUMU ehexTH BbpXy depTunutera (BK. Touka 5.3).

4.7 EdexTtn BbpXy cnoco0HOCTTa 32 modupaHe u padoTa ¢ MALINHH

[NanuenTure TpsOBa Aa ce nHPOpMuUpaT, ye korato ce jJekyBaT ¢ REKAMBYS, Mosxe na Bb3HUKHAT
yMOpa, 3aMaliBaHe U CHHIMBOCT (BXK. Touka 4.8).

4.8 Hexenanu JeKapcTBeHH peaKuu

Pesrome Ha mpoduia Ha 6e301acCHOCT

Haii-gecto crobmaBannte HP B mpoyuBanusTa ¢ mpuiaarane BCeKu 1 Mecelr ca peakIiuu Ha MSICTOTO
Ha uHKekTupane (1o 84%), rmaBodomue (10 12%) u mupekcus (10%).

Haii-gecto chobmaBannte HP mpu mpuiarane Ha Bceku 2 Mecella ca peakiiuy Ha MSICTOTO Ha
umxektupane (76%), rnasodomnue (7%) u nupekcus (7%).
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Pestome Ha HeXeTaHUTE pCaKnu B TaOJIMUCH BU

HP, ycranoBenn nmpu priimiBUPYH H/WITH KaOOTETpaBUp, ca H30POSHH 110 CHCTEMO-OPTaHeH KJlac
(COK) u uectora (Buxkte Tabmura 7). YecToTuTe ca onpeneiacHu Karo MHOTO yectd (> 1/10), uectn

(> 1/100 mo < 1/10) u Hewectn (> 1/1 000 mo < 1/100).

Taéauua 7:  Pe3loMe Ha He)KeJIaHUTE peaKIMy B TabandeH Bua’

CucremMo-opraneH KJjiac Kareropus HP npu cxema Ha JjieyeHHe

(COK) no MedDRA 4ecToTa PWINHBHPHH + KaboTerpaBup

Hapyenus Ha kpbBTa U Yectu HHCBHK Opoii Ha GeuTe KPHBHU KIETKHZ,

nuMpHATa cucTeMa HHCBHK XEMOITIOOUHZ, HUCHK Opoii Ha
TpombouTHUTE?

Hapymennst Ha uMyHHaTa Heuectn CHHZIPOM Ha HMYHHO PEaKTUBUpaHE?

CUCTCMA

Hapymenns Ha
MeTabor3Ma U XpaHEHETO

MpHuoro uectu

TIOBHIIIEH 001 X0IecTepos (Ha IIagHo)?,
nosumien LDL-xonectepon (Ha rnagHo)?

Yectu HaMaJleH aneTHTZ, MOBUIIEHO HUBO Ha
TPUIIHIEPUIH (Ha IIaJHO)?
[cuxuyHu HapyIICHUS Yectn JISTIPECHsi, TPEBOYKHOCT, MMaTOJIOTUYHU

ChbHMIIA, 6e3ChHME, HAPYLIEHHUE Ha ChHS?,

HOTHCHATO HACTPOCHHE?

Hapyuienust Ha HepBHaTa
cucremMa

MHoro uectu rJ1IaB00OJIHE
Yectu 3amaliBaHe
Heuectn CHHJIMBOCT, Ba30BarajHu peakiuu (B

OTTOBOP HA MH)KEKIIUUTE)

CroManiHo-4peBHU

MHoro uectu

TMOBUIIICHA ITaHKpE€aTU4IHa B.MI/IJ'IaL’»a2

CKCJICTHaTa CUCTEMA U
CbCAMHUTCIIHATA ThKaH

HapyLIEHHUS
Yectu rajicHe, IOBPbIIAHE, KOPEMHA OoJKa®,

METEOPU3BM, TUApHsl, KOPEMEH
nauckoM(popT?, CyxoTa B ycTata®, MoBHILIEHa
numnasa’

XenaroOuanapHu Heuectn XEMaTOTOKCUYHOCT

HapyIIECHUS]

Hapymenus Ha koxxara u Yectu o6pus?

TI0JIKOYKHATA ThKaH

Hapy1ieHust Ha MyCKyJIHO- Yectu MHAJITHs

OO01y HapymieHUS U eeKTH
Ha MSCTOTO Ha MPUIOKEHUE

MpHoro uectu

peaKIyy Ha MSICTOTO Ha MHXKEKTHPaHE
(6onka 1 qCKOMQOPT, Bb3EIYE HA MICTOTO
Ha MEKEKTHPAHE, HHLyPalys), TUPEKCHS®

Yectu

peaKIy Ha MSICTOTO Ha WHXEKTHPaHe (OTOK,
epureM, chpOex, MOCHHSABAHE, 3aTOIUISHE,
XeMaToM), yMOopa, aCTCHHUS,
HEPa3MOIOKEHUE

Heuectn

peakuuy Ha MACTOTO Ha WH)KEKTHpaHe
(uemynur, abcuiec, aHecTe3Msl, KPbBOHU3IIUB,
MIPOMsIHA Ha L[BETa)

N3cnenBanusa

Yectu

ITIOBHIICHO TECIJIO

Heuectn

MOBHUIIICHA TPAHCAMUHA3a, TOBUIICH
OunpyOHH B KpbBTa

UYecrorara Ha YCTaHOBCHHU HP ce ocHoBaBa Ha BCHYKH CT>06H_ICHI/I C'I>6I/ITI/I$I, a HE CC OorpaHu4aBa 10 T€3U, KOUTO

H3CJICA0BATECIIAT CUMTA 3a [IOHE Bb3MOKHO CBbP3aHU C JICKAPCTBOTO.

TOPHUTE OTAEIH Ha KOpeMa.

JlON'bIIHUTEIHE HEXENIaHW PeaKny, HaOJI0JaBaHy C IIEPOPAJICH PHINMBUPUH B IPYTH KIUHUYHU U3IUTBaHUA.
KopemHa 0oika BKIIIOUBA CIIEIHUTE IPYNHPaHu npeanountany tepmuan no MedDRA: kopemHa 6ouika, 6ojka B




OOpuB BKITIOUBA CIECIHUTE TPYNUpPaHU NpeanounTanyu TepMuan no MedDRA: o6puB, epuremaTo3eH o0pus,
TeHepalM3MupaH 00pHB, MaKyJIapeH oOpHUB, MaKyJIO-TIAITyJIapeH 00puB, MOpOrImQopMeH oOpuB, NamynapeH o0pus,
CchpOsII 00pHB.

ITupexcust BKIII0UBA CIEIHUTE TPYIIMPAHH peanodnTany TepMuHd 1o MedDRA: mupekcnsi, ycenaHe 3a FoOpeIiHa,
MOBUIIIEHA TeJeCHa TemMIeparypa. [loBedeTo oT ciyJanTe Ha NUPEKCHs ca JOKIaIBaHH B paMKHUTE Ha €IHa CeIMUIIA
clie]l HH)KeKTHPAHEeTO.

Oo6mwmst npoduin Ha 6ezomacHocT Ha Cenmuna 96 n Cenmuria 124 B npoyusanero FLAIR
CBHOTBETCTBa Ha HaOmoAaBanus Ha Cenmuna 48, kaTo He ce YCTaHOBSIBAT HOBU HAaXOJKH IO
oTHolIeHre Ha O6e3omacHoCTTa. BBB (hazaTta Ha pa3mmpenue Ha npoyuBaHetro FLAIR 3anouBaneTo Ha
cxeMara Ha MHXKEKTHPaHe Ha PHIMHBUPHUH IUTIOC KaboTerpaBup 0e3 nmepopaiHo BbBeXk/aHe (TUPEKTHO
WHXCKTUPAHE) HEe € CBhp3aHa C HAKAKBH HOBU ChOOPaXCHUsI, CBbP3aHH ¢ 0€30MaCHOCTTa BbB BPB3Ka C
npoIycKaHe Ha (hazaTa Ha MEPOPaTHO BhBEXKIAHE.

Onncanne Ha N30paHU HEXEIAHU PEAKIINU

Jlokannu peakyuu na macmomo Ha unxcekmupare (PMH)
o 1% ot xoparta npeycTaHOBSIBAT JICYEHUETO C PUWINKUBUPUH U KaOOTErpaBUp UHKEKLIMH OPAIH
PMU.

Peaknumte Ha MACTOTO Ha MHXKEKTHpaHe OOMKHOBEHO ca Jieku (crereH 1, 70%-75% ot nanueHTuTe)
win ymepen# (crene 2, 27%-36% ot nanuenture). 3-4% 0T NauUEHTUTE MTOTyYaBaT TEXKU
(crenen 3) PMU. MenuanaTa Ha IpOABDKATEIIHOCT Ha choutHara ¢ PMU e 3 nuu. [IponeHTsT Ha
MaIeHTuTe, chodmasamn PMU, HamansBa ¢ BpeMeTo.

Yeenuuenue na meznomo

BbB BpemeBara Touka Ha Ceamuna 48 yuactHunute B npoyusanus gasza 3 FLAIR u ATLAS, kouto
MOJTy4aBaT PUIMMMBHPHUH TUTFOC KabOTerpaByp, HaAaBaT Ha Teriio ¢ Meanana ot 1,5 kg. YaactHunmre,
KOUTO MPOABIDKABAT ChC CBOSITA TEKYyIIa cxema Ha antupeTpoBupycHo jeuenue (CAR) Hagnasat Ha
teryio ¢ meauana ot 1,0 kg (coopen aHanus).

B otnennute npoyuBanusit FLAIR u ATLAS meananaTa Ha HaJjaBaHe Ha TErJIO B paMeHaTa C
PWINIMBHPHH TUTIOC Kaboterpasup e cboTBeTHO 1,3 kg u 1,8 kg B cpaBHenue ¢ 1,5 kg u 0,3 kg B
pamenara c CAR.

B®B BpemeBara Touka Ha 48 ceamuiia B ATLAS-2M Menunanata Ha HajJ/laBaHEe Ha TETJI0 B paMeHaTa
KaKTO IPY IpUjIareHe Ha PUINUBUPUHT KaOOTErpaBUp BEIHBK MECEUHO, TaKa U IIPH IIpUJIaraHe Ha
Bceku 2 Mecerla, € 1,0 kg.

IIpomenu 6 nabopamoprume cmouHoCmu

[osumenu Tpancamunaszu (ALT/AST) ca HabnronaBaHy pY y4acTHHUIIM, TTOJTyYaBallyl PHITHBUPHH
TUTIOC KaboTerpaBup, 10 BpeMe Ha KIMHUYHUTE IPOyUYBaHus. Te3U MOBHUILEHUS CE OTAaBaT NPEAUMHO
Ha OCTBp BUPYCEH XenaTuT. HaKkou nmarnuenTy Ha JedeHne ¢ epopajieH PHIMMBUPHH TUTIOC ITepopaieH
Ka0oTerpaBUp MMaT MOBUIICHNS HAa TPAaHCAMHMHA3UTE, KOWTO C€ OTJaBaT Ha MpeAroiaraeMa CBbp3aHa
C JIEKapCTBOTO XEMAaTOTOKCHYHOCT. Te3H MPOMEHHU ca 00paTHUMU Clie]l IPEyCTaHOBSIBaHE Ha
JIEUCHUETO.

Mauiku, Hemporpecupaiy yBelIn4eHus: Ha o01mus OmmpyOouH (0e3 KIMHUYHA )KBJITEHHULIA) ca
HaOJII01aBaH! NIPY JIEYEHUE C PUIMTUBUPHH IUTIOC KaboTerpaBup. Te3n NpoMeHH He ce CUUTAT 3a
KIMHAYHO 3HAYMMHU, Thi1 KATO BEPOSITHO OTPA3sBAT KOHKYPEHIHSITA MEXTy KaOOTErpaBup u
HEKOHIOTHpaHus OnnupyOuH 3a oouus neT Ha KiaupbHC (UGT1A1).

[To BpeMe Ha KITMHWYHU M3MHUTBAHHS C PUIITUBUPHH TUTIOC KaboTerpaBup ce HabIro1aBaT MOBUIIICHH
nunasu. [ToBUIIICHN CTOMHOCTH Ha JIUIa3aTta cTeneH 3 U 4 ce HaOJIo1aBar ¢ Mo-rojiiMa 4eCToTa MPH
PWIMUBUPHH ILTIOC KaboTerpasup B cpaBHeHUe ¢ CAR. Te3u noBumeHns 0OMKHOBEHO ca
0E3CHMIITOMHH U HE BOJIAT JI0 MIPEKpaTsIBaHe Ha JICYSHUETO C PHITIMBUPHH TUTIOC KaboTerpasup. B
npoyuBane ATLAS-2M ce cpo01maBa 3a equH cliydaid Ha TaHKPEATUT C JICTAICH M3XO0J C JIUTa3a
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CTereH 4 1 yTeXHsBAIM (akTopy (BKIIOYHTEITHO aHaAMHE3a 33 TAHKPEATHUT), 32 KOETO HE MOXKE Ja ce
W3KITIOYH TIPUIMHHO-CJIEICTBEHA BPB3Ka ChC CXeMaTa Ha HHKEKTHUpPaHe.

Cpo01aBane Ha OJI03UPAHU HEXKEJAaHW PEaKIIUK

CpoOmraBaHeTo Ha MOI03UPAaHH HEXKEJIaH! PEaKINH CJIe]] pa3pelnaBaHe 3a ynoTpeda Ha JIeKapCTBEHUS
HPOIYKT € BayKHO. ToBa MO3BOJISIBA /1a IPOABIDKN HAOIIOICHUETO Ha CHOTHOIICHUETO TT0J13a/PHUCK 32
JeKapcTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICUATIIICTH CE U3MCKBA Jia ChOOIIaBaT BCSIKa
NOI03MpaHa HeKeJIaHa PeaKnys ype3 HaIl[MOHAIHATA CHCTEMa 3a ChOOIIaBaHe B!

W3npaHUTENHA areHIys 110 JeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Cocus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

4.9 TIlpemo3upane

OnutsT ¢ npeno3upane Ha REKAMBY'S nonacTosiiieM e orpanudeH. AKO HaCTBIIHN MPE03UPaHE,
NalMEHTHT TPsIOBa J1a ce JIEKyBa ¢ MOAIbPIKAILIO JICUEHUE CIIOPE A KIMHUYHNUTE ITOKa3aHUs, KaTo ce
cienst sxu3Henurte npusHany u EKT (QT unTepBan), kakto ¢ HeoOxoauMo. Thil KaTo pHUITMBUPHH CE
CBBP3Ba C [JIa3MEHUTE IPOTEUHU BbB BUCOKA CTEMEH, HsIMa BEPOSITHOCT JUali3aTa Jia 10Bee 10
3HAYUTEJIHO OTCTPAHSIBAHE HA aKTUBHOTO BEILIECTBO.

5. DPAPMAKOJIOI'MYHU CBOUCTBA

51 ®@apmakoguHAMUYHH CBOMiCTBA

dapmakoTepaneBTHYHA rpyTa: AHTUBHPYCHH CPEJICTBA 38 CHCTEMHO MPHIOKEHNE, HEHYKIICO3UTHH
uHXUOUTOpH Ha oOpatHaTa TpaHckpunTasza, ATC kox: JOSAGO5S

MexaHu3beM Ha JIEUCTBUE

PunmuBupuH e AuapuinupruMUInH, HEHYKJIE03UIeH MHHXUOUTOp Ha o0paTHATa TPaHCKPHIITa3a
(NNRTTI) na HIV-1. [leiicTBreTo Ha pUIMUBUPHUH € METUUPAHO OT HEKOHKYPEHTHO MHXHONpaHe Ha
obparnara tpanckpunrasa (RT) va HIV-1. PunmuBrpun He naxubupa yoBemknrte kiersyan JJHK
MoJIUMEPasH o, 3 u .

AHTHBUpPYCHA aKTUBHOCT in Vitro

PunmuBuprH 1eMOHCTpUpa aKTUBHOCT Cpelly JlabopaTopHH maMoBe Ha auB tur HIV-1 mpu octpo
nHpekTrpana T-kieTbuHa JIMHKS ¢ MeauaHa Ha cToitHocTTa Ha ECs 32 HIV-1/111B 0,73 nM

(0,27 ng/ml). Bbrpeku ue priInMBHPHH ITOKa3Ba orpaHnyeHa in vitro akrusaoct cpeury HIV-2 cbe
cpenan ECsp ctoitHOcTH, Bapupaiy ot 2 510 mo 10 830 nM (920 mo 3 970 ng/ml), npu sunicara Ha
KJIMHAYHY JIaHHH He ce mpenopbuBa JieueHne Ha HIV-2 nadexnys ¢ puimmBrpuH.

PunmuBupyrH ChIO Taka AEMOHCTPHPA aHTHUBHPYCHA aKTUBHOCT cpelry mupok naden ot HIV-1 rpyna
M (momsun A, B, C, D, F, G, H) mspuann nzonatu ¢ ECsq crotinocTu, Bapuparw ot 0,07 1o 1,01 nM
(0,03 no 0,37 ng/ml) u rpyna O nmbpBuuHM u3onatu ¢ ECsp cToifHOCTH, Bapupamy ot 2,88 1o 8,45 nM
(1,06 1o 3,10 ng/ml).

PesucrenTHOCT
Karo ce B3emar mpeaBua BCHUKK HAJHYHH iN Vitro u in ViVO TaHHM, TOIyYeHH [IPY TIEPOPATHO

IIPUJIOKCHUE HAa PUIITIMBHUPUH IIPU HEJICKYBAaHU JOCETa MallUCHTHU, CIICAHUTE MyTalliul, CBbP3aHU C
PE3UCTCHTHOCT, KOTraTO MPUCHCTBAT HA U3XOJHO HUBO, MOXKC [1a MMOBJIUAAT aKTUBHOCTTA HA
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pwmmuBupuH: K101E, K101P, E138A, E138G, E138K, E138R, E138Q, V179L, Y181C, Y181l,
Y181V, Y188L, H221Y, F227C, M230I, M230L u xomounanusara Ha L100I u K103N.

B knemvyna kynmypa

CenexTupaHeTo Ha MAMOBE, PE3UCTEHTHH KbM PIIMTUBUPYH, B KJIIEThYHA KyJITypa 3al04YBa OT AUB TUI
HIV-1 ¢ pasmuuen npousxon u moasuaose, kakto 1 NNRTI-pesuctentern HIV-1. Hait-uecto
HaOJI0JaBAaHUTE PE3UCTCHTHOCBBP3aHU MyTallluy, KOUTO Bb3HHKBAT, ca L.100L, K101E, V108,
E138K, V179F, Y181C, H221Y, F227C u M2301.

Hayuenmu c eupycna cynpecus

BposT Ha ydacTHHLIUTE, KOUTO OTTOBApAT Ha KPUTEPUHUTE 32 MOTBHPJICH BUPYCOJIOTHYEH HEyCIeX
(confirmed virologic failure, CVF), e Huchk B cOopHUTE KITMHUYIHA TTpoyuBanus ¢gaza 3 ATLAS u
FLAIR. NUma 7 ciayuas Ha CVF npu neueHue ¢ puinuBUpHH TUTIoc kaboterpasup (7/591, 1,2%) u

7 ciydast IpH JIUSHUE ¢ HACTOsAIIATa aHTUPETPOoBUpycHaA cxema (7/591, 1,2%) no cenmuriia 48. B
COOpHMSI aHAK3 B TpyMara ¢ pUIMMHBHPHH IDTIOC KaOOTEeTrpaBup pe3UCTEHTHOCT ca pa3Buin 5/591
(0,8%) yuactuunu: 5/591 (0,8%) u 4/591 (0,7%) ¢ myTanuu, CBbp3aHH ChOTBETHO C PE3UCTEHTHOCT
kbM puwinueupuH (K101E [n=1], E138A/E/K/T [n=1], E138A [n=1] wiu E138K [n=2]) u/unu xbM
kaborerpasup (G140R [n=1], Q148R [n=2] umu N155H [n=1]). Yetupumara nanueatai ¢ CVF B
rpynara ¢ puinuBHpHUH mmuroc kaboterpasup BB FLAIR nvat HIV-1 monrun Al (n=3) wmm AG
(n=1). Enun nauuent ¢ CVF BsB FLAIR He e monyunn umxekuus. Tpumara nauueatu ¢ CVF B
rpynara c kaboterpasup mtoc punnuBupuH B ATLAS umar HIV-1 noarun A, Al unu AG. Ipu 2 ot
te3u 3 ciaydas ¢ CVF mytanuuTe, CBbp3aHu ¢ PE3UCTEHTHOCT KbM PHIIITUBUPHH, HAOIIOaBaHN TIPH
HEeycneX, ca Habmo1aBanu ChIo U Ha u3xoHo HuBo B HIV-1 JIHK Ha MoHOHYKJI€apHU KIIETKU B
nepudepHa kpp (PBMC).

B npoyuBanero ATLAS-2M 10 y4actHuim otroBapst Ha kpurepuute 32 CVF no cenmuna 48: 8/522
(1,5%) B pamoto Q8W u 2/523 (0,4%) B pamoTo Q4W. B rpynara Q8W 5/522 (1,0%) ca pa3puiu
pesuctentHocT: 4/522 (0,8%) u 5/522 (1,0%) ¢ MyTanuu, CBbp3aHu ChbOTBETHO C PE3UCTEHTHOCT KbM
puwmmBuprH (E138A [n=1], E138K [n=1], K101E [n=2] unu Y 188L [n=1]) w/mmm xbM kaboTerpaBup
(Q148R [n=3] wiu N155H [n=4]). B rpynara Q4W 2/523 (0,4%) ca pa3Buwiu pe3ucTeHTHOCT: 1/523
(0,2%) u 2/523 (0,4%) umat MyTaluu, CBbp3aHu ChOTBETHO C PE3UCTEHTHOCT KbM PHJITUBUPUH
(K101E [n=1], M230L [n=1]) w/unu xpMm kaboterpasup (E138K [n=1], Q148R [n=1] umu N155H
[n=1]). Ha uzxoaH0 HUBO B pamMoTo ¢ Q8W 5 y4acTHUIM UMAT MyTAaIllH, CBbP3aHU C PE3UCTEHTHOCT
KbM PWIMTUBUPHH, & | OT TE3W yUYACTHUIM € HOCUTEN Ha MYTaIl¥sl, CBbp3aHa C pEe3UCTEHTHOCT KbM
kaborterpaBup. Ha M3X0qHO HIBO HUKOW OT y4acTHUIMTE B paMoTO ¢ Q4W HsiMa MyTalus, CBbp3aHa ¢
PE3UCTEHTHOCT KbM PHJINMBUPHUH WK KaboTterpasup. Jlecerre yuactHumm ¢ CVF Ha kaboterpaBup
ritoc punnuBUpuH B ATLAS-2M umat HIV-1 noatun A (n=1), Al (n=2), B (n=4), C (n=2) unu
Complex (n=1).

KpncTocana pe3ncTeHTHOCT

Mymanmen eupyc cpewyy NNRTI cnopeod nozuyusma

B nanen ot 67 HIV-1 pexoMOnHanTHY J1abopaTOpHHM amMoBe ¢ eana myTauus B RT nozummn,
cBBp3ana ¢ pe3ucteHTHOCT KbM NNRTI, Bimrountento Haii-uecto cpemannte K103N u Y181C,
PWINMBHUPHH NIOKa3Ba aHTHBUPYCHA aKTHUBHOCT cpelry 64 (96%) ot Te3u mamose. EnquHcTBEHHTE
MYTalll{, CBBP3aHU C PE3UCTEHTHOCT, BOJICIIA /10 3ary0a Ha YyBCTBUTEIHOCT KbM PHJIIHMBHUPHH, Ca:
K101P, Y1811 1 Y181V. Mytarnusara K103N cama 1o ceOe cu He BOJU 10 HAMAJIEHa YyBCTBUTEIIHOCT
KbM punuBupuH, HO komOuHanusTa Ha K103N u L1001 Boam 10 7-kpaTHO HaMajieHUE Ha
YYBCTBHUTEIHOCTTa KbM PUIITUBUPHUH.

Pexombunanmuu KnunuuHyu uzonamu

PunnuBupuH 3ama3Ba 4yBCTBUTENHOCT (KpaTHA MPOMsHA < OMOJIOTMYHA MIParoBa CTOWHOCT) CperLy
62% ot 4786 HIV-1 pekoMOMHAHTHU KIMHUYHH W30JIaTH, PE3UCTEHTHH Ha e(aBUPECHII U/IITH
HEBHPAIHH.
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Ilayuenmu c supycna cynpecus

B ananmsa na cenmuna 48 ot npoyusanusara ¢daza 3 ATLAS u FLAIR B 5/7 cnyuas na CVF uma
(eHoTHITHA Pe3UCTEHTHOCT cpelty puianuBupuH. [Ipu Te3u 5 nanuenT GeHOTHITHA KPBCTOCaHA

PE3UCTEHTHOCT € HabJro1aBaHa cpeiy edasupenil (n=4), erpaBuput (n=3) u HeBUpanuH (n=4).

EdexT BBpXY €IeKTpOKaparorpaMara

B enno parmomusupano, mianedo- ¥ KOHTPOJIMPAHO ¢ aKTHBHO BemecTBo (Mokcuduiokcaruda 400 mg
BEJHBXK JTHEBHO) KPOCOYBEp mpoyuBane mpu 60 3apaBu Be3pacTHy ¢ 13 n3mepBanus 3a 24 yaca B
CTallMOHAPHO CHhCTOSIHUE He ce ycTaHoBsiBa edekT Bbpxy QTcF unrepsana npu nepopanno
MIPUJIOKEHUE Ha PUIIIMBUPHUH B MIPENOPbUUTENHATA 71032 25 mg BeAHBX JHEBHO. [1na3mMennTe
KOHIICHTpAITNH Ha pUIMUBUPHH clie HikeKIn ¢ REKAMBY'S ca cpaBHUMH ¢ KOHIIEHTPAIHHTE,
MOCTUTHATH C MepopalieH pWINHUBHUPHUH B J03a 25 mg BeaHbxk nHeBHO. REKAMBYS B
npenopprunTenHara go3a 600 mg Beaupx MecedHo win 900 mg Ha Bceku 2 Mecelia He € CBBbpP3aH €
KITMHIYHO 3HauuM edekT Bepxy QTc.

Korato ca mpoyuBanu cymnparepaneBTHYHU 103U 75 mg BeAHBK JHEBHO U 300 mg BeqHBX THEBHO Ha
nepopaJieH PUINUBUPHH IPH 3IPaBU Bb3PACTHH, MAKCUMAITHUTE CPEIHN ChOTBETCTBAILH 110 BpEMeE
(95% ropna rpanuna Ha JOBepuUTeNHUs uHTEepBai) pa3nuku B QTcF unrepsana ot mianedo ciexn
u3xoaHa Kopekiwus ca crotBeTHO 10,7 (15,3) u 23,3 (28,4) ms. [lepopanHo mpuiiokeHne Ha
pWINUMBUPHH 75 mg BeAHBX JHEBHO U 300 mg BEAHBXK THEBHO B CTALIMOHAPHO CHCTOSHUE BOJH JI0
M0-BACOKA cpeHa Cmax MPUOTM3UTETHO ChOTBETHO 4,4 rbTH 1 11,6 mhTH Hax cpeqHaTa Chax B
CTaIlMOHAPHO CHCTOSIHUE, HA0JII0IaBaHa MPH MpenopbunTeiHaTa 103a 600 mg BeIHBK MECEUHO Ha
REKAMBYS. IlepopanHo npuioxeHne Ha puIuBUpHUH 75 mg BeAHBX JHEBHO U 300 mg BeAHBXK
JHEBHO B CTALIMOHAPHO CHCTOSIHUE BOAHU 0 MO-BUCOKA CpeHA Crax IPUOIN3UTETHO CHOTBETHO

4,1 mptr m 10,7 bty Hax cpeaHata Cmax B CTALIMOHAPHO ChCTOSIHUE, HAOII0JaBaHa C
npenoprunTenHara g03a 900 mg REKAMBY'S na Bceku 2 mecena.

Knnanunaa edrkacHOCT M 0€30aCHOCT

IIpmnarane Bcexu 1 Mecelr

Eduxacnocrra Ha REKAMBY'S muttoc kaboterpaBup MHXEKIHA € OLICHEHA B ABE PaHIOMHU3UPaHH,
MHOTOIEHTPOBH, aKTHBHO-KOHTPOJIMPAHH, OTKPUTH MPOyYBaHus ¢asza 3 ¢ ycrnopeJHu paMeHa 3a
JIoKa3BaHe Ha He To-Malka eukacHocT (non-inferiority), FLAIR (201584) u ATLAS (201585).
[TbpBUUHUAT aHATIN3 € U3BBPIICH CJIe KaTO BCHUKH YUYACTHUIM Ca 3aBBPILMIN CBOSITA BU3UTA HA
ceamuna 48 Wiy ca MpeyCTaHOBWIIM YYAaCTHETO CH B TPOYUYBAHETO MPEXKAEBPEMEHHO.

[anmenTH ¢ BUpyCcHa cynpecus (JeKyBaHH MIPEU TOBA ChC CXEeMa Ha JICYeHUE, ChIbpKaIla
IOJIYTETPaBHp, B IPOAbIKeHNE Ha 20 CeIMHUIIN)

Boe FLAIR 629 undextupanu ¢ HIV-1, nenexyBanu nocera ¢ antupetpoBupycHo nedenne (ART)
MAIMEeHTH TI0JyYaBaT cXeMa Ha JISUeHHE, ChIbpiKallla IOy TerpaBup, HHXUOUTOP Ha TpaHchepa Ha
Bepurara Ha uarerpasara (INI), B npoabmkenue Ha 20 cenmunu (Mian
JloJIyTerpaBup/adakaBup/IaMUBYIMH, WK JTOJIyTerpaBup + 2 Apyryd HyKJICO3UIHA HHXUOUTOPH Ha
oOpaTHara TpaHCKpHITasa, ako ydactHunure ca HLA-B*5701 monoxurennn). [lauenture, kouto ca
¢ BupycHa cynpecus (HIV-1 PHK < 50 konus Ha ml, n=566), cnen ToBa ca pangomusupanu (1:1) nin
3a MOJTy9aBaHe Ha CXeMa Ha JISYeHHE C PUIIMMBUPHH IDTIOC KabOoTeTrpaByp, MM OCTaBaT Ha JICUCHHE C
CAR. llanmuenture, paHAOMU3UPAHN 32 TIOJy4YaBaHe HA CXeMa Ha JIeUeHUE C PIIHBUPHH TLTIOC
KaboTerpaBup, 3aIo4BaT NEPOPATHO BBBEKIAINO JieueHue ¢ kaborerpaBup (30 mg) TabIeTKH TUTIOC
pwiuBUpHH (25 mg) TabJETKH BEIHBK JHEBHO B IPOIbIDKEHUE HA HA-MAJIKO 4 CEIMUIIH,
MOCJICABAHO OT JIedeHHe ¢ KaboTerpasup umkekuus (mecerr 1. 600 mg, mecen 2 HataTbk: 400 mg
WHXKEKITH ) TUTFOC priimuBuprH nHxekius (Mecerr 1: 900 mg urxekius, Mecer 2 Haratbk: 600 mg
MHXEKIIMS ) MECEUHO 3a 10 96 ceAMUIIN.

[anmenTn ¢ BupycHa cynpecus (crabunau Ha npeaxoana ART B mponbnkeHne Ha ToHe 6 Mecera)
B ATLAS 616 undexrupanu c HIV-1, nekyBanu npeau ToBa ¢ ART, nauneHTn ¢ BUpycHa Cyrmpecust
(3a Hait-manko 6 mecena) (HIV-1 PHK < 50 komust Ha ml) ca pangomusupanu (1:1) 1 nogydaBar win
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cXeMa Ha JICUCHUE C PUIITMBUPHH ILUTIOC KaboTerpaBup, win ocrapat Ha CAR. ITanuenTure,
PaHIOMHU3UPAHU 32 MOJTyYaBaHe HA cXeMa Ha JICUCHUE C PUJIMUBUPHH IUTFOC KaOOTErpaBUp, 3aMoyBat
HepOpaTHO BBBEXKIALIO JiedueHue ¢ kaborerpaBup (30 mg) TabneTku miroc puiinuBupuH (25 mg)
TabJETKH BEIHBK JHEBHO B MPOABKEHUE Ha HA-MalIKo 4 CeMHUIIH, TTOCIIEIBAHO OT JICUCHHE C
kaboterpaBup nmkekius (Mecer 1: 600 mg, mecen 2 Hatatpk: 400 mg WHXEKIUS) TUTIOC PUITTUBHPUH
umkeknus (Mecer 1: 900 mg umkekust, Mecell 2 HataTbk: 600 mg HHXEKIINs) MECEYHO 3a OIIle

44 cenmuniu. B ATLAS 50%, 17%, u 33% ot nauuenTute ca nmony4aBaau NNRTI, PI wmm INI
(cHOTBETHO) KaTO OCHOBEH KJIAC JICKApCTBA 33 TPETO JICUCHHEe NPEH PAaHIOMHU3HPAHETO U TOBA €
CXOJIHO MEXJIy paMeHaTa Ha JIcUueHHe.

COopHHU gaHHM OT npoyuBaHus daza 3

B c6opHus aHanu3 Ha U3XOAHO HUBO B PaMOTO C PHWJIIIMBUPHH IUIIOC KAOOTErpaBUp MeIuaHaTa Ha
BB3pacTTa Ha yyacTHulmTe € 38 rogunu, 27% ca xenu, 27% He ca oT Osutata paca, 1% ca

> 65 roaunu u 7% umar 6poit Ha CD4+ kietku noa 350 kineTku Ha mmS; Te3u XapaKTEPUCTHKH ca
CXOJIHU B paMeHaTa Ha JICUCHHE.

IIspBHYHaTa KpaiiHa TOUKa B ABETE MIPOYUBAHUS € MPOLEHTHT Ha yyacTHUIM ¢ Tutazmena HIV-1 PHK
> 50 xonmst/ml B cenmutia 48 (snapshot anropursm 3a ITT-E nmonynanmsra).

B cbopen ananu3s Ha ABeTe npoyuBaHus (aza 3 JISUEHUETO C PUIINMBUPHUH IDIFOC KaOOTETPpaBUp € HEe
no-mainko epukacHo (non-inferior) or CAR mo oTHomeHue Ha MPOLEHTHT HA YYACTHUIM C TIa3MeHa
HIV-1 PHK > 50 x/ml (cpotBeTHO 1,9% 1 1,7%) B cenmuna 48. Kopurupanata pasnuka B JIe4€HHETO
MEXIy punuBUpUH iroc kadoterpaBup U CAR (0,2; 95% CI: -1,4; 1,7) oTroBapsi Ha KpuTepus 3a He
mo-maika edukacHocT (ropHa rpanuna Ha 95% CI oa 4%) [Bx. Tabauna 8].

[IppBUYHaTa KpaiiHa TOYKA U IPYTUTE PE3yJTaTH Ha ceaMuIla 48, BKIIOYUTEITHO PE3yITaTUTE 110
OCHOBHUTE U3x01Hu (akTopH, 32 FLAIR, ATLAS u coopHu nanuu ca najaeHu B TaOnuia 8 u
Tabimna 9.

Ta6auna 80  BupycosornyHu pe3yJTaTv OT paHAOMU3HPaHOTO Jieuenne BbB FLAIR n
ATLAS B ceqmuna 48 (Snapshot ananaus)
FLAIR ATLAS CoopHH 1aHHU
RPV+ RPV+ RPV+
CAB CAR CAB CAR CAB CAR
N=283 N=283 N=308 N=308 N=591 N=591
HIV-1
PHK > 50 xommsi/ml" 6(2,1) 7(2,5) 5(1,6) 3(1,0) 11 (1,9) 10 (1,7)
Paznuka B neuenusta %
(95% CIy* -0,4 (-2,8; 2,1) 0,7 (-1,2; 2,5) 0,2 (-1,4;1,7)
HIV-1 PHK 265 (93,6) | 264 (93,3) | 285(92,5) | 294 (95,5) | 550(93,1) | 558 (94,4)
< 50 xomusi/ml
Pazimka B neuenusara % 0,4 (-3,7; 4,5) -3,0(-6,7; 0,7) -1,4 (-4,1; 1,4)
(95% Ch*
Be3 Bupyconornunu
AaHHM B MPo30pena B 12 (4,2) 12 (4,2) 18 (5,8) 11 (3,6) 30 (5,1) 23(3,9)
ceqmuna 48
[lpuunau
IIpeyctanoseno
MpOyYBaHEe/TIPOyUYBaH
0 JIEKapCTBO TOpaan 8(2,8) 2(0,7) 11 (3,6) 5(1,6) 19 (3,2) 7(1,2)
HEXXEJIaHO CHONTHE
WK CMBPT
IIpeycranoBeno
MPOyYBaHE/IPOYyIBaAH
0 7IeKAPCTEO TIOpATH 4(1,4) 10 (3,5) 7(2,3) 6 (1,9) 11 (1,9) 16 (2,7)
JIPYTH OPUYUHA
JluncBamy faHHA KbM
BpPEMETO Ha 0 0 0 0 0 0
npo3opena, HO
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NpoJbDKaBa B
IPOYYBAHETO

*

1 BxmouBa mareHTH, KOMTO ca MPeyCTAHOBIIIM TIOPaIH JIMIICA Ha e(UKACHOCT, TIPeyCTAHOBHIH, 6e3 J1a ca MOTHCHATH.
N=0poii nmanueHTH BB BCcAKa Ipyna Ha jgedenue, Cl=noBepurenes untepai, CAR=Tekymia cxema Ha aHTUPETPOBHPYCHO

Kopurupano no u3xoqau GpaxkTopu 3a cTpaTH(GUIpaHe.

neuenne, RPV=pummusupnn, CAB=kaborerpasup.

Ta6auna 9:  IIpouent naunentu ¢ minazmena HIV-1 PHK > 50 konusi/ml B cenmuna 48 no
OCHOBHM n3xoaHM ¢akTopu (Snapshot pesyararn)
Coopuu nannm ot FLAIR u ATLAS
HN3xoanu pakropu RPV+CAB CAR
N=591 N=591
n/N (%) n/N (%)
H3xoano nuso Ha CD4+ | < 350 0/42 2/54 (3,7)
(xaerkn/ mm?®) > 350 mo <500 5/120 (4,2) 0/117
>500 6/429 (1,4) 8/420 (1,9)
IMox Mmbixe 6/429 (1,4) 9/423 (2,1)
Kenu 5/162 (3,1) 1/168 (0,6)
Paca bsuta 9/430 (2,1) 71408 (1,7)
Heprokok 2/109 (1,8) 3/133 (2,3)
apuKaHIM/aMePUKaHITH
Asmariy/npyru 0/52 0/48
UT™M < 30 kg/m? 6/491 (1,2) 8/488 (1,6)
> 30 kg/m? 5/100 (5,0) 2/103 (1,9)
Bb3pacr (roqunn) <50 9/492 (1,8) 8/466 (1,7)
>50 2/99 (2,0) 2/125 (1,6)
N3x01Ha aHTHBHPYCHA Pl 1/51 (2,0) 0/54
Tepanusi Npu INI 6/385 (1,6) 9/382 (2,4)
PaH/IOMH3HPAHETO NNRTI 4/155 (2,6) 1/155 (0,6)

NTM=unnnexc Ha TenecHara Maca, PI=nporeazen naxuburop, INI=nnrerpazen nuaxudurop, NNRTI=HeHyK1€03HICH
MHXUOUTOP Ha oOpaTHaTa TpaHckpunTasza, RPV=pummusupun, CAB=kaborerpaBup, CAR=Tekyma cxema Ha
AQHTUPETPOBHUPYCHO JICYCHHE

B mpoyuanusita FLAIR u ATLAS pa3znukuTe B Ie4eHHETO MO0 OTHOIIEHNE Ha U3XOIHUTE
xapakrepuctuku (0poit CD4+, o, Bb3pact, paca, UTM, 0CHOBEH KJ1ac JieKapCcTBa 3a TPETO JICUCHHE)
ca CpaBHUMH.

Cenmuna 96 FLAIR

B npoyusanero FLAIR cnen 96 Cenmunu pe3ynraTute IpoAbIKaBaT 1a CbOTBETCTBAT Ha
pesynratute cien 48 ceamunu. [IponeHThT Ha nauenTy ¢ mwiasmeHa HIV-1 PHK > 50 k/ml npu
puwiuBupHH iroc kadboterpaBup (n=283) u CAR (n=283) e croTBeTHO 3,2% 1 3,2% (KOpHUrHpaHa
pasnuka B nedennero mexxty REKAMBYSS mmoc xkaborerpasup u CAR [0,0; 95% CI: -2,9; 2,9]).
[ponentsT Ha nanuenTH ¢ mwazmena HIV-1 PHK < 50 k/ml npu REKAMBY'S muttoc xaboterpasup u
CAR e crotBeTHO 87% 1 89% (kopurupana pasznuka B iedeanero Mexay REKAMBYS mroc
kaboterpasup u CAR [-2,8; 95% CI: -8,2; 2,5]).

Cenmuna 124 FLAIR nupeKTHO MHKEKTHPAHE CIIPSAMO HEPOPAIIHO BHBEXKIAHE

B mpoyusanero FLAIR e n3Bbpiiena ouenka Ha Oe3onacHocTTa 1 epukacHoctTa Ha Cenmuna 124
IpH MalMeHTUTe, n30panu na npemMuHaT Ha Ceamuria 100 ot abakaBup/moiryTerpaBup/IaMHUBYIHH
KBbM PIITUBHPHH IUTIOC KaOOTerpaBHp BB (pazaTa Ha pa3MIMpeHHe Ha IPOYIBAHETO. Y YACTHUIIUTE
uMat Bb3MOXHOCT J1a IPEMHUHAT ChC WK Oe3 (aza Ha mepopasHoO BbBEXIaHe, KaTo € Ch3/AaJcHa rpymna
C MIEPOPAITHO BHBEXkIAHE M IPyIa C TUPEKTHO HHKEKTHPAHE.

Ha Cenmuna 124 nenst Ha yyactaunute ¢ wiasmena HIV-1 PHK >50 komusa/ml e 1/121 (0,8%) u
1/111 (0,9%) cbOTBETHO B rpyNuUTE C MEPOPATHO BHBEKIAHE M AUPEKTHO HHKeKTHpaHe. CTereHTa Ha
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BupycHa cymnpecus (HIV-1 PHK <50 xommusa/ml) e mogo6Ha B rpymara ¢ mepopaiiHo BbBEKIaHE
(113/121 [93,4%]) u B rpymara ¢ aupektHo nmkekrupane (110/111 [99,1%]).

IIpunnarane Ha BCeKH 2 Mecela

HanmenTn ¢ BupycHa cynpecus (crabunau Ha npeaxoana ART B mpoabnkeHre Ha ToHe 6 Mecera)
EdukacHocTTa 11 6€30macHOCTTa Ha PUIIMTUBUPHUH WHXKEKIINS, TIPUIaral Ha BCEKU 2 Mecella, € OlleHeHa
B €IHO paHIOMHU3HMPAHO, MHOTOIICHTPOBO, OTKPHUTO Mpoy4uBaHe (aza 3b ¢ ycnopenHu pameHa 3a
JIoKa3BaHe Ha He Mmo-Manka epukacHocT, ATLAS-2M (207966). ITbpBHYHUAT aHAIA3 € IPOBEACH CIICH
KaTO BCHYKH YYACTHHIIM Ca 3aBBPIIMIN CBOSTA BU3UTA B CSAMMUIIA 48 WK ca MPEyCTaHOBUIU
MPOYYBAHETO MPEKACBPEMECHHO.

B ATLAS-2M 1045 HIV-1 undextupanu, nekyBanu npeau Tosa ¢ ART nanuentu ¢ BupycHa
cymnpecus, ca panaomusupanu (1:1) u noiay4yaBar cxema Ha JIe4YeHHE C PUITUBUPHH TUTIOC
KaboTerpaBrp WHKEKIM, IpUIaraHa Wiy Ha BCEKU 2 Mecela, WK BeIHbX MeceuHo. [lanuenture ¢
I'BPBOHAYAIHO JieueHHue 0e3 kaboTerpaBup/pHINMBUPHH IOJIy4aBaT EPOPATHO BHBEKAALIO JICUEHUE,
CBCTOSIIO Ce OT elHa TabjeTka (25 mg) puANUBUPHH IUTIOC eHa TabneTtka (30 mg) kaborerpaBup
JHEBHO B IIPOABJDKCHUE HA Hal-MaJko 4 cenmuny. [lanmenture, paHAOMU3UPaHH 3a JICUEHHE BEAHBK
MecedHO ¢ prinmuBuprH HHxeknnu (Mecert 1: 900 mg nmkekmus, oT Mecer] 2 HataThk: 600 mg
WHXKEKIHs ) U kaborerpaBup nmkekuun (Mecer 1: 600 mg nmxkekius, ot Mecer 2 Hatatbk: 400 mg
MHXEKIINSI ), TOJTydaBaT JeueHue 3a omie 44 cenmui. [larmeHTuTe, paHIOMU3UpaHH 3a JICUCHUE Ha
Bceku 2 Mecena ¢ prnuBuprH nkeknnd (900 mg wmkeknus B Mecenu 1, 2, 4 1 Ha Bcekn 2 mecena
cien ToBa) M kaboterpaBup umxekiuy (600 mg uHxeKIys B Mecelu 1, 2, 4 1 Ha Bceku 2 Mecela ciel
TOBA), OJy4aBar jeuenue 3a ome 44 cenmun. [lpenu pannomusupanero 63%, 13% u 24% ot
YYAaCTHULMTE TOJIy4aBaT PUINHMBUPHH IUTIOC KaboTerpasup choTBeTHO 3a 0 ceamuny, 1 mo

24 cenmunu v > 24 ceaMULIN.

Ha u3xomH0 HUBO MeMaHaTa Ha Bh3pacTTa Ha ydacTHUImTE € 42 ronunu, 27% ca sxenu, 27% He ca
ot Osutara paca, 4% ca > 65 roguau u 6% umar 6poit Ha CD4+ xnetku mox 350 kieTky Ha mm?; Te3n
XapaKTEPUCTHKHU Ca CXOJHH B paMeHaTa Ha JICUCHUE.

IIspBHuHata kpaitHa Touka B ATLAS-2M e npoueHTsT Ha nanueHTy ¢ masmena HIV-1 PHK
> 50 xonmst/ml B cenmunia 48 (snapshot anropursm 3a ITT-E nmonynanmsra).

B ATLAS-2M JjeueHneTo ¢ pUINMBUPHH IUTIOC KaOOTerpaBup, MpUiiaraHo Ha BCEKH 2 Mecela, € He
MO-MaJIKO e(hUKACHO OT JICYEHUETO C KaDOTerpaBup M PHITTUBUPHH, IIPUIIAraHO BCEKU MECEIl, 0
OTHOIIICHHE Ha TIPOIIEHTA Ha yyacTHHUIM ¢ maazmena HIV-1 PHK > 50 k/ml (ceotBetHO 1,7% 1 1,0%)
B ceamuna 48. Kopurupanara pasiuka B ISYEHHETO MEXy KaOOTerpaBup IUIIOC PUITHBHPHH,
npuiiarany Ha Bceku 2 mecena u Bceku Mecer (0,8; 95% CI: -0,6; 2,2), oTroBapst Ha KpuTepHs 3a He
mo-mainika eukacHocT (ropHa rpanunia Ha 95% CI mox 4%).

Ta6auna 10: Bupycosoruynu pe3yaratu ot panaomusupano jgedyenne B ATLAS-2M caexn
48 ceqmunu (Snapshot ananus)

IIpusarade Ha BCeKH Ipuaarane BeIHbK
2 mecena (Q8W) meceuHo (Q4W)
N=522 (%) N=523 (%)

HIV-1 PHK> 50 konusi/ml’ 9(1,7) 5(1,0)

) 0
I(;all;;flma B tieueHusTa % (95% 0,8 (-0.6; 2.2)
HIV-1 PHK < 50 konusi/ml 492 (94,3) | 489 (93,5)

0 o
Iéellfimm B sieueHusTa % (95% 0.8 (-2,1:3.7)
Be3 BUPYCOIOrHYHH JAHHU B 21 (4,0) 29 (5,5)
npo3opena B ceqmMuia 48
[Ipuunnu:
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[IpeycranoBeHoO Mpoy4BaHe 9(1,7) 13 (2,5)
nopan HC wimn cMbpT
IIpeycTaHOBEHO MPOYYBaHEe 12 (2,3) 16 (3,1)
10 JIPYTH IPUYHHH
[MponbirkaBat mpoy4YBaHETO, 0 0
HO JIMTICBAT JaHHU B
npo3opena

*  Kopurupana 3a u3XoaHH (HakTopy Ha CTpaTUHIHPAHE.

T BkirouBa y4acTHHUIM, KOUTO Ca IPEYCTAHOBHJIM MOPAIH JIUIICa Ha e(UKACHOCT, IPEyCTaHOBIIIM, Oe3 Aa ca
IIOTHUCHATH.

N=6poii namyienTn BHB Besika rpyna Ha jnedenune, Cl=noBeputenen nnrepsai, CAR=Texyma cxema Ha aHTHPETPOBHPYCHO

JICUCHHUC.

Ta6auna 11: IIpouenTt mauuentu ¢ miazmeda HIV-1 PHK > 50 konusi/ml B ATLAS-2M B
cenmuna 48 mo ocHoBHM n3xoaHM pakTopu (Snapshot pesyaraTu).

Bpoii HIV-1 PHK > 50 k/ml/ 06110 oueHenu
(%)
H3xonnu dpakropu
IIpunarane Ha Bceku | Ilpmiarane BegHbx
2 mecena (Q8W) MecedHo (Q4W)

N3xoneH Gpoii < 350 1/35(2,9) 1/ 27 (3,7)
CD4+ kiaerku 350 no < 500 1/ 96 (1,0) 0/ 89
(kaeTkn/mm°) >500 7/391 (1,8) 4/407 (1,0)
Moa Mpxe 4/385 (1,0) 5/380 (1,3)

Kenn 5/137 (3,5) 0/143
Paca bsana 5/370 (1,4) 5/393 (1,3)

He 6su1a 4/152 (2,6) 0/130

UepHOKOKHU

ahprUKaHI/aMEPUKAHIT 4/101 (4,0) 0/ 90

u

Heuepunokoxu

adprUKaHI/aMepUKaHII 5/421 (1,2) 5/421 (1,2)

"
UTM < 30 kg/m? 3/409 (0,7) 3/425 (0,7)

> 30 kg/m? 6/113 (5,3) 2/98 (2,0)
Bb3pacr (roqunn) | <35 4/137 (2,9) 1/145 (0,7)

35 mo <50 3/242 (1,2) 2/239 (0,8)

>50 2/143 (1,4) 2/139 (1,4)
IpenmecrBaiia Jluricsa 5/327 (1,5) 5/327 (1,5)
eKCIO3ULMS HA 1-24 cepmunn 3/69 (4,3) 0/68
CAB/RPV > 24 ceamunu 1/126 (0,8) 0/128

WTM=unnexc Ha TenecHara maca, CAB=kaborerpasup, RPV=pmmusupun

B npoyusanero ATLAS-2M paznukuTe B IEUEHUETO 10 OTHOIIEHHE HAa IbPBUYHATA KpaifHa TOYKa
crope u3XoJHHuTe Xapaktepuctuku (Opoit CD4+ nmumbounth, o, paca, U'TM, Be3pact u
NpeIecTBaIla eKCIo3uIys Ha KaboTerpaBup/pyUIIMTMBUPUH) HE ca KIMHUYHO 3HAYUMH.

Pesynrarure 3a edukacuoct B Cemmunia 96 chOTBETCTBAT Ha PE3YJITATUTE 32 ITbPBUYHATA KpaliHa
touka B Cenmuna 48. MHXeKIMKUTe pUINTUBUPUH ILTIOC KAOOTETpaByp, MPUIIaraHd HA BCEKU 2 Mecella,
UMar He Mo-Malika e(UKacHOCT OT PUJINIMBUPHH M KaOOTETpaBUp, PUIIaraH! BCEKH MeECell.
[Iponentst Ha yuactHunmte ¢ wiazmMeda HIV-1 PHK >50 ¢/ml B Cenmuna 96 npu puianuBUpHH ILTIOC
kaboTerpaBup, MpIWIaraHyd Ha Bceku 2 Mecena (n=522), 1 pUIMUBUPHH TUTIOC KaboTerpaBup,
MIpUJIaraHy BeAHBX MecedHo (n=523), e crotBeTHO 2,1% 1 1,1% (KopurupaHa pa3iuka B JIEYEHHUETO
MEXIy PIIMMMBUPHH IUTIOC KaOOTeTrpaBup, MPHIaraHi Ha BCEKH 2 Mecella U BeIHBX MecedHo [1,0;
95% ClI: -0,6; 2,5]). IIporieHTsT Ha yuacTauiuTe ¢ miasmena HIV-1 PHK <50 ¢/ml B Ceamuna 96 mpu
PWIMMBUPUH ILTIOC KaOOTErpaBup, MPUIIATAaHA HA BCEKU 2 MECela, M PUIIITMBUPHH TUTFOC
KaboTerpaBup, MpIIaraHu BeAHBX MECEYHO, € ChoTBeTHO 91% 1 90,2% (xopurupana pa3nuka B
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JIEYEHUETO MEXK LY PUIITUBUPUH ILIIOC KaOOTErpaBup, MPUIaraHd Ha BCEKU 2 MECEIa U BEIHBK
meceuno [0,8; 95% CI: -2,8; 4,3]).

Pesynrarure 3a eukacuoct B Cenmuiia 152 cbOTBETCTBAT Ha Pe3yJITATUTE 3a IBPBUYHATA KpaiiHa
touka B Cenmunia 48 u Ceamuna 96. MHKeKInuTe pHIITMBUPHH IUTIOC KaOOTErpaBUp, MpHIaraHd Ha
BCEKH 2 Mecella, ca ¢ He Mo-Malika epuKacHOCT OT pHIITUBUPHH B KaOOTErpaBup, IpHUiIaraHu BCEKH
mecerl. B ITT ananus npoueHThT Ha yyactHuimre ¢ wiazmMena HIV-1 PHK >50 ¢/ml B Cenmunia 152
MIPH PUITUBHUPHUH TUTIOC KabOTErpaBup, IpHUIaraH Ha BCeKH 2 Mecena (n=522), ¥ puInuBHPHH TLTIOC
KaboTerpaBup, MpIJIaraHy BeIHHXK MecedHo (n=523), e croTBeTHO 2,7% 1 1,0% (xopurnpana pa3nuka
B JICUCHUETO MEKJY PHITUBUPHUH ILTIOC KaOOTErpaBup, NpujaraHu Ha BCEKU 2 Mecella U BETHBK
meceuno [1,7; 95% CI: -0,1; 3,3]). B ITT ananu3 npoueHTsT Ha yyacTHUIKTE ¢ Tiasmena HIV-1 PHK
<50 ¢/ml B Ceamunia 152 npu puInuBHPHUH ILIIOC KaOOTErpaBUp, IpularaHi Ha BCEKH 2 Mecela, U
PWINMBHUPHH IUTIOC KabOTerpaBup, MpHUjlaraHu BEAHBK MECEUHO, € ChOTBETHO §7% u 86%
(xopurupaHa pasziiuKa B JICUSHUETO MEKAY PHUIIMTUBUPHH IUTIOC KaOOTErpaBup, MpUjaraHu Ha BCEKU 2
Mecella ¥ BeIHBK MecedHo [1,5; 95% CI: -2,6; 5,6]).

Post hoc aranusu

MynTUBapHaTHU aHaTH3K Ha cOopHM mpoyuBanus ot (asza 3 (ATLAS 1o 96 cenmunu, FLAIR 10

124 cenmurn, ATLAS-2M no 152 cemmuri) nsciaenBar BIUSHASTO HA pa3nIHA (aKTOPH BBPXY
pucka ot CVF. B ananu3a na uzxonuute akropu (baseline factors analysis, BFA) ce uscnenpar:
N3XOIHHUTEC XapaKTCPUCTUKU Ha BUPYCUTE U YHACTHUIIUTE U CXEMHUTEC HA IIpUJIarale, a
myntuBapuaTHuaT ananu3 (multivariable analysis, MVA) BkitouBa u3xoaHuTe GakTopu U
BKJIFOUCHHUTEC IIPOTHO3HU IJIa3MCHHU JICKAPCTBCHU KOHLICHTpAIUU CJICA N3XOAHOTO HUBO IO OTHOIICHUC
Ha CVF npu u3nosi3BaHe Ha pEerpecHOHHO MOJISIIMPaHe ¢ Ipolleaypa 3a u300p Ha npomerausa. Cien
00110 4291 voBekoronunu Hekopurupanara yectora Ha CVF e 0,54 ra 100 goBekoroanHu.
Coo6iaBat ce 23 ciyuast Ha CVF (1,4% ot 1651 mymm B Te3u npoydBaHHs).

BFA nokasBart, ye MyTaniuTe, CBbp3aHH C PE3UCTEHTHOCT KbM PHIITUBUPHH (CHOTHOIICHUE Ha
yecrotute IRR=21,65, p<0,0001), HIV-1 moarurmr A6/A1 (IRR=12,87, p<0,0001) u nHAEKCHT Ha
tenecnara maca (IRR=1,09 na 1 exunnna nosumenue, p=0,04; IRR=3,97 >30 kg/m?, p=0,01) ca
cebp3anu ¢ CVF. [Ipyrute npomeHimBy, BKIIOUNTEeHO npuiarane Q4W mmu Q8W, jKeHCKU TI0J WH
MmyTanuute, cBbp3anu ¢ pesucteHTHOoCT CAB/INSTI Hsamat 3naunma Bpb3ka ¢ CVF. KomOunanus ot
Hail-MaJIko 2 OT CJIeJHUTE OCHOBHM ()aKTOPH Ha U3XOJHO HHMBO € CBbp3aHa C nosuileH puck or CVFE:
MyTalliK, CBbP3aHHU C PE3UCTEHTHOCT KbM puimusupuH, HIV-1 moxrun A6/A1 numu UTM > 30 kg/m?
(Tabmuma 12).

Tadauna 12 BupycosormyHu pe3yJiTaTé CIOpel HATHYNETO HA OCHOBHUTE (paKTOpH Ha
HU3X0AHO HUBO, MYTAallM1 HA PE3UCTCHTHOCT KbM PUJINIUBUPUH, HIV-1 nmoaATHUuIL
A6/AL' u UTM > 30 kg/m?

HOTB'I)p}IeH BHUPYCOJIOTHYCH

Hzxonnu gaxropu (0poii)

Bupycosiornyen ycmex?

neycnex (%)*

0 8441970 (87,0) 41970 (0,4)

1 343/404 (84.,9) 8/404 (2,0)°
>2 44/57 (717,2) 11/57 (19,3)°
OBIIIO 1231/1431 (86/0) 23/1431 (1,6)°

(84,1%; 87,8%)

(1,0%; 2,4%)

(95% noBepuTeneH UHTEPBAI)
1

Knacudukarms na HIV-1 moatun Al uim A6 ce ocHoBaBa Ha Los Alamos National Library panel ot 6a3ara naniu Ha
HIV nocnenosatennoctute (HIV Sequence database) (M. 1orn 2020 r.)

gyBcTBUTENHOCT 34,8%); cnenuduanoct 71,94%

5 ppv 19,3%; NPV 99,1%; aysctButennoct 47,8%; cnemuduanoct 96,7%
I'pyna 3a ananu3 ¢ BCHUYKK HEJMIICBALIN KOBAapHaTH 32 H3XoquuTe (hakropu (0T 0610 1651 myrum).
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BB3 ocHoBa Ha Snapshot anroputsm 3a PHK Ha FDA <50 xomust/ml B Ceamuna 48 3a ATLAS, B Cenmuna 124 3a
FLAIR, B Cenmuna 152 3a ATLAS-2M.

Omnpenenen kaTo aBe nocienosarennu namepsanus Ha HIV PHK >200 konust/ml.

Tonoxurenna npenukruBHa croiHocT (PPV) <1%; orpunarenna npexuxrusaa croitnoct (NPV) 98,5%);



IIpu marueHTUTE ¢ Haif-MaJIKo JBa OT TE3U PUCKOBH (hakTopa MpoIreHTHT Ha yuacTHUIuTe ¢ CVF e
ITO-BUCOK OT HAOJIFOTaBaHMS TIPU MAIMEHTUTE 0€3 pUCKOB (PaKTOp WM ¢ €TUH PUCKOB (haKTop, KaTo
CVF ce ycranossiBa nipu 6/24 nanuentu [25,0%, 95% CI (9,8%; 46,7%)], 1ekyBaHu ChC cXeMa Ha
JICYCHUE Ha Beeku 2 Mecena, u nipu 5/33 namuentu [15,2%, 95% CI (5,1%; 31,9%)], tekyBaHu che
CXeMa Ha JIeYeHNE BETHBX MECETHO.

Iepopanna mocmosa mepanusi ¢ opyea ART

B perpocnektuBen ananm3 Ha cOopHU manuu oT 3 kiauangHY npoyuBanus (FLAIR, ATLAS-2M u
LATTE-2/mpoyusane 200056) ca BkitodeHH 29 y4aCTHHUIIH, TOTYYIaBalli IIEpOpaHa MOCTOBA TEPATTHS
¢ ART, pa3znuyna oT pUIMMBUPHUH IUTIOC KaOOTErpaBup (aaTepHaTUBHA MOCTOBA Teparus), IO BpeMe
Ha neueHre ¢ REKAMBY'S mtoc kaboterpaBup HHTpaMyCKyJIHH (i.m.) HHKEKIUH C TPOABIKUTEITHO
neiicteue (LA) ¢ Mennana Ha pOABIDKUTENHOCTTA 59 muu (25-Ti 1 75-T1 nepcenTa 53-135).
Menuanara Ha Bb3pacTTa Ha yuactHuure € 32 ronunu, 14% ca ot sxeHcku non, 31% He ca oT Osutara
paca, 97% ca moyy4aBajiu cxema Ha JiedueHue Ha 0a3ara Ha nHTerpaseH uaxuourop (INI) 3a
aNTepHAaTHBHA IepopaiHamocToBa Tepanus, 41% ca nomyuaBanu NNRTI karo yact ot cxema Ha
aNTepHAaTHBHA IIEpOPaIHa MOCTOBA Tepamnus (BKIouBaia puinuBupud B 11/12 ciayydas) u 62% ca
nosygasany NRTI. Tpuma ydacTHUIM ca ce OTTEIVIMIIN 110 BpEME Ha [IEPOPaIHOTAa MOCTOBA Te€paIus
WIN MaJIKO CJIEZ Hesl Mopau NPUYMHY, HECBBp3aHu ¢ 6e3onacHoctTa. [loBeuero (>96%) ot
YYaCTHUIINTE TIOUTbPKAT BUpycoJaorudHo notuckane (tmasmena HIV-1 PHK <50 komms/ml). Io
BpeMe Ha MPEMUHABAaHETO KbM alITepHATHBHA [IepopaliHa MOCTOBA TepaNHs U 10 BpeMe Ha Mepruoa
cien Hest (10 2 REKAMBY'S 1uttoc kaboTerpaBup HHXEKIIUH CIIe IEPOPaTHOTO CBhP3BaHE) HE ca
HabmonaBanu caydan Ha CVF (motebpaena miazmena HIV-1 PHK >200 xomust/ml).

IlegnaTpryHa monyJiamus

EBponeiickaTta areHuus o JiekapcTBara oTJiara 3aJbJKEHUETO 32 MPEJOCTABSIHE HA PE3YIATATUTE OT
npoyuBanusita c REKAMBY'S umkexius B ejHa Wiy TOBeYe MOATPYIH HA TIeAHaTpUIHaATA
nomynanus npu jnedenre Ha HIV-1 uadexmus.

5.2 dapmakoKMHeTHYHH CBOWCTBA

®dapmakokuHeTnyHuTe cBoiicTBa HAa REKAMBY'S ca onenenu npu 3apasu u HIV-1 nuadexkrupanu
BB3PACTHH.

Ta6auna 13: IonyaanuoHnu papMaKOKHHETHYHHU MOKA3aTETH CJIe/ EPOPATHO
NPUJIOKeHHe HA PUINMBUPHH BeAHbK THEBHO U cJel BbBe:KIaHe ¢ MeCeYHO
npujiarase Win NpoabJKaBaHe HA HHTPaAMYCKYJTHUTE HHKEKITUH
REKAMBYS Ha BcekH ABa Mecena

Cpeano reomeTpu4Ho (5-tu; 95-TH nepceHTII)
®da3a Ha Cxema Ha . .
Je4yeHue Je4yeHmne AUC(-tau Cnax Crau
(ngeh/ml) (ng/ml) (ng/ml)
Ilepopanuo 25 mg 2083 116 79,4
BbBEXKIaHe"® BEJHEXK JTHEBHO (1 125; 3 748) (48,6; 244) (31,8; 177)
Hauanna 900 mg i.m. 44 842 144 41,9
HHKEKIHS™" HayYaJHa 103a (21 712; 87 575) (93,9; 221) (21,7;78,9)
Mecedna 600 mg i.m. 68 324 121 85,8
WHXKEKIUs™" MECEYHO (39 042; 118 111) (68,1; 210) (49,6; 147)
Wnxexmsa Ha 900 mg 1.m.
) an Ha BCEKU 132 450 138 68,9
peert = meceta 2 Mecena (76 638;221782) | (80,6; 228) (38,0; 119)

2 Bb3 0cHOBA HA MHAMBHyaNHHTE post-hoc u3umcIeHus OT i.m. nonyIauMonen GapMaKOKMHETHYEH MOJIEN Ha

puinuBupuH (coopuu nanun FLAIR, ATLAS u ATLAS-2M).

tau e MHTepBaJl Ha J0o3UpaHe: 24 yaca 3a epopaiHO NpUIIoKeHue; | nwin 2 Mecena 3a i.m. HHXEKIUH BeIHBXK
MECEUHO MJIM Ha BCEKH 2 Mecela.

IIpu nepopannoTo npunoxenue Ha prmuBHpHH Crau IpeAcTaBiIsIBa HabmoxaBanu coopuu nanuu ot FLAIR, ATLAS
u ATLAS-2M, AUC(0-tau) 1 Cmax TIpezicTaBisiBa (hapMaKOKMHETHYHM JaHHU OT KJIMHUYHUTE Npoy4BaHus paza 3 ¢
HEepOPAITHO MPUIOKEHHE Ha PUITHBUPHH
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Koraro ce npuiara ¢ nepopaiiHo BBEXIaHe, HayarHa HHKEKIUS Cmax 0Tpa3siBa MPEIUMHO MIEPOPATHOTO
MPUIOKEHHE, 3al0TO HaYallHATa WHXKEKITHS e MpHJIara B ChIIUS JICH ¢ TOClieIHaTa nepopaina no3a. Korato ce
npuiara 6e3 mepopaiHo BEBEKIaHe (IUPEKTHO MHKeKTHpaHe, n=110), HaOo1aBaHaTa cpeiHa FTeOMETpHIHA
croitrocT (5-T1, 95-TH nepcenTrin) Ha Cmax Ha puimuBUpHH (1 ceqMuIa cie HaYanHaTa HHKekiws) ¢ 68,0 ng/ml
(27,5, 220), a Ha Crau € 48,9 ng/ml (17,7, 138).

A Jlaunu ot ceamuna 48.

AbGcopOrus

PunmuBuprH MHKEKIUS C YABIDKEHO OCBOOOXK/IaBaHE MMOKA3Ba KHHETHUKA C OTpaHHYeHa CKOPOCT Ha
abcopOrus (T.e. papmakokmHeTHKa ,,flip-flop*) mopaan 6aBHa abcopOLIMs OT CeNaTHUIITHUS MYCKYIT B
CHUCTEMHOTO KPbBOOOpaIlleHHe, KOSTO BOJIU JI0 MPOIBIKUTEIHH IIa3MEHU KOHIICHTPAIIUH Ha
PWIITUBUPHH.

Cren emuHUYHA UHTPaMYCKYJIHA 1032 IJIa3MEHUTE KOHLIEHTPAMU Ha PUWINUBUPUH ca U3MEPUMH TIpe3
IIbPBUA ACH U MMOCTCIICHHO C€ MMOBUIIIABAT, JOKATO JOCTUIHAT MAKCUMAIHHU IJIA3MCHHU KOHLUCHTpaluu
cieq MeanaHa ot 3-4 qHu. PUanuBupHH ce OTKpHBA B TIa3MaTa J0 52 WK MOBeYe CEMHLIN CIe]T
npuiarane Ha enuHudHa 103a REKAMBYS. Cnen | ronvHa Ha MHXXEKTUPAaHE BEAHBX MECECUHO MU
Ha BCEKH 2 Mecela ce poctura npuoausutenHo 80% ot hapMakOKMHETHYHATA CTAllMOHAPHA
CKCIIO3UIUA Ha PUIITTUBHUPUH.

[Tna3MeHaTa eKCro3uLMs Ha PUINIMBUPHH CE yBEIMYaBa MPOMOPLUOHAIHO WIIM MAJKO I0-0aBHO OT
MPOTOPLMOHAIHO Ha J]03aTa cje]] €THOKPaTHO U MHOTOKPATHO i.m. MH)KEKTHPaHE Ha 03, BapHpaIH
ot 300 mo 1200 mg.

PasnpeneneHue

PunnuBupuH ce cBbp3Ba MpUOIU3UTETHO B 99,7% C IIIa3MeHUTE MPOTEHHH iN Vitro, mpeIuMHO ¢
andymuHa. B3 ocHOBa Ha monynanuoHeH GapMaKOKHHETHYEH aHAIIN3 € U3YHMCIICHO, Ye OOMYaitHUAT
NpUBHJICH 00eM Ha neHTpanHus komnaptMmeHT (Vc/F) 3a puiinuBuprH cien i.m. npuioxerue e 132 |,
KOETO OTpa3siBa yMEPEHO pas3lpeaesieHue B nepudepHUTE ThKAHH.

PunmuBupuH npuchbcTBa B rppOHauHO-M03b4HATa TeuHocT (CSF). [Ipu HIV-1-undexrupanu
NaIMeHTH, TOJIyYaBallly CXeMa Ha JIeUeHHE C PUINMBUPHUH HHXEKIMSA IUTIOC KaOOTerpaBup MHXEKIH,
Me/luaHaTa Ha CbOTHOIIEHNeTo KoHeHTpauus B CSF kbM 1m1a3mMeHaTa KOHIEHTpaLus 3a pHUIIUBUPHH
(n=16) e 1,07 no 1,32% (nuamna3oH: HEU3MEPUMO KOIHUIECTBO 10 1,69%). B choTBeTCTBHE C
TepaneBTHYHHUTE KOHIeHTpayu Ha puinmnueuprH B CSF, HIV-1 PHK B CSF (n=16) e < 50 x/ml B
100% u < 2 x/ml ipu 15/16 (94%) ot manmenTure. B cpmiata BpemeBa Touka riasmenara HIV-1 PHK
(n=18) e <50 x/ml mpu 100% u < 2 x/ml pu 12/18 (66,7%) OT marUeHTUTE.

Buorpanchopmarms

OmnutH In VItro mokaspar, 4e pUIMMBUPUH OCHOBHO MIPEMUHABA OKCHIATHBEH META00IN3bM,
MeIuHupaH oT cucteMata Ha iutoxpom P450 (CYP) 3A.

EnumMunupane

CpenHuAT NpUBUJEH NOTY>KUBOT Ha pUINUBUPHUH ciief npuiiokeHne Ha REKAMBY'S e orpanuden ot
CKOpOCTTa Ha abcopOuus U € u3uucieH Ha 13-28 cenmury.

W3zuncneno e, ye npuBuIHUAT tu1a3mMeH kmpbHCe (CL/F) Ha punmusupus e 5,08 1/h.
Criest IepopaiHo IPUIOKEHUE HA eMHNYHA 1032 *C-punmsupun cpenno 85% u 6,1% ot
PaIMOaKTUBHOCTTA CE OTKPHBA CHOTBETHO BBB (hereca n ypuHara. Bws (emneca HempoMeHEHUST

PWINUBHUPHH € cpenHo 25% oT mpuiioxeHaTa go3a. CaMo cieau OT HempoMeHeH puinuBupuH (< 1%
OT 103aTa) ce OTKPUBAT B ypUHATA.
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CrelyaiHy MOMyJIalluy MalueHTH

Lon
He ce HaOnronaBaT KIMHUYHO 3HAYMMHU PA3JIUKH MEXKTYy MBKETE U )KCHUTE B €KCIIO3UIUATA Ha
PWIIMBUPHH CJIE]T MHTPAMYCKYJIHO (1.m.) PUIIOKEHNE.

Paca
He ce mabmronaBa KIMHAYHO 3HaYNM e(DEeKT Ha pacaTa BbPXY €KCIIO3UIUATA Ha PUIIIMBUPUH CIIE]T
HUHTPaMyCKYJHO NPUJIOKEHUE.

HUTM
He ce mabmronasa kimaIYHO 3Ha4NM ehekt Ha I'TM BbpXy eKCIO3UIHsITa Ha PUIIITUBUPHH CIIET
HUHTPaMyCKYJIHO MPUIIOKEHHUE.

Cmapuecka év3pacm

He ce na0mroaBa KIIMHWYHO 3HAYMM €(eKT Ha Bb3pACTTa BPXY €KCHO3UIMATA Ha PUIITHBUPHH CIIEN
HMHTPaMyCKYJIHO NpuioxkeHue. @apMakOKMHETUYHNATE JAHHU 34 PUIIIMBUPUH IIPU NALUEHTH Ha
BB3pacT > 65 roArHU ca orpaHUYEHHU.

bvopeuno yepescoarne

®dapMakOKMHETHKATa HA PUIITUBUPHH HE € TIPOyYBaHa IIPH NalrueHTH ¢ 0bOpevYHa HeJJOCTaThUYHOCT.
brOpeuHOTO eNMMMUHNpPaHe Ha PUIITMBUPUH € IpeHeOpexxuMo Maniko. He e HeoOxoauMo kopurupane
Ha J103aTa MpH MalMeHTH C JIeKa WM yMepeHa cTerneH Ha Ob0pedHo yBpexaane. [Ipu nauueHTu c
TeXKO OBOpPEeYHO yBpekaaHe win TepMuHaina 6b0peuna HenoctarbuyHocT REKAMBYS tpsibBa na ce
M3I0J13Ba BHUMATEIHO, Thi KaTO INIA3MEHUTE KOHLICHTPALMH MOXe Jja ObJaT NOBUILIEHH [TOpaIu
NpoMsiHa Ha abcopOuusTa, pa3npeae’IeHueTo /Ui MeTadoIn3Ma Ha JIEKapcTBOTO BCIIEICTBHE Ha
0bOpeunaTa auchynknus. [Ipu nanueHTH ¢ TeXKa cTereH Ha ObOpeYHO YBpekKIaHe WIH TePMUHATHA
0b0peuHa HegocTaTbuHOCT KoMOUHaIusaTa Ha REKAMBYS ¢ momen uaxuourop Ha CYP3A TpsioBa
Jla ce M3II0JI3Ba CaMo aKo 110J13aTa HaAXBbPIIA pUCKa. Thi KaTO pUIIITMBUPHUH € CBBP3aH C IIa3MEHUTE
MPOTEHHH B TOJISIMA CTETICH, HAMa BEPOSITHOCT TOM JIa ce OTCTpaHsBa 3HAYUTEITHO Ype3 XeMOAuaIn3a
WK TIepUTOHEeaTHA inanu3a (BK. Touka 4.2).

Yeproopobno yspedxcoane

PunmuBupun ce Metabonu3upa v eTMMUHHAPA IPEAUMHO OT YepHUs Jipod. B eqHo nmpoyusane,
CpaBHSBAILO § MALMEHTH C JIEKa CTETNeH Ha YepHOApoOHO yBpexaaHe (knac A no Child-Pugh) c 8
CHOTBETCTBAILY CH KOHTPOJIH 1 8 MallMEHTH C yMEPEHa CTEIeH Ha YepHOAPOOHO yBpexkaaHe (kiac B
no Child-Pugh) ¢ 8 croTBeTCTBaIIM CH KOHTPOJIH, €KCITO3HUIIUATA HA MHOTOKPATHH MEPOPATHHU JI03H
puIIUBUPHH € ¢ 47% TMo-BUCOKA IIPH MAIMEHTUTE C JIEKa CTETICH Ha YepHOAPOOHO yBpexkaaHe u ¢ 5%
M0-BUCOKA MPH MALMEHTUTE C yMEpeHa CTENeH Ha YepHoApoOHO yBpexnaHe. He moxe obaue na ce
W3KITFOYY eKCIIO3UIHATA Ha (apMaKOJIOrMYHO aKTUBEH CBOOO/ICH PHIIIIMBUPHH JIa CE€ TIOBUIIIN
3HAYMMO TIPH YMEpEeHa CTEeIeH Ha YepHOAPOOHO yBpexkjane. He ce mpessara kopurupaHe Ha J03ata,
HO ce MperopbyBa BHUMaHUE MPH MAUEHTH C yMepeHa CTeIleH Ha YepHOApOOHO YBpeKAaHe.
REKAMBYS He e npoyuBaH npu NalMeHTH ¢ TeXKa CTENeH Ha YepHoIpoOHO yBpexaane (kinac C nmo
Child-Pugh). TTopaau Toea REKAMBY'S He ce npenopb4Ba MpH NAIMEHTH C TEKKa CTETICH Ha
4epHOIPOOHO yBpekaaHe (BXK. ToUKa 4.2).

Hayuenmu, ungexmupanu eonospemenno ¢ HBV/HCV

[MonynanuoHHUIT HapMaKOKMHETHYCH aHAJIN3 [TOKA3Ba, Y€ ChIILTCTRAIA HH(EKIM ¢ BUpyca Ha
xenatut B w/wnn C HAMA KIMHUYHO 3HAYUM €eKT BbPXY €KCIO3UIMATA Ha PUIIITMBUPHH CIIE]T
MepopajIcH MPUEM Ha PUIITUBUPHH.

THeouampuunu nayuenmu
®dapMaKkOKWHETHKATA Ha PUINHUBUPUH MPH JISIa ¥ FOHOIIY Ha BB3pacT < 18 roguHu He € yCTaHOBEHA C
REKAMBYS.

26



5.3 IlpeakIVHUYHYU JAHHU 32 0€30MACHOCT

Bceuuku npoydBanus ca U3BBPIIBAHY C PUINIUBUPHUH 33 IEPOPATHO MPUWIOKEHUE C U3KIIOYCHUE HA
MpoyuYBaHusATa Ha JokaigHaTta noHocumocT ¢ REKAMBYS umxekuuu.

TOKCHYHOCT IIPY MHOTOKPATHO MIPUJIAraHe

IIpu rpusaun ce HaOMIOaBa YePHOAPOOHA TOKCHIHOCT, CBhp3aHa ¢ MHAYIMpaHe Ha YePHOAPOOHNTE
exnsumu. [Ipu xydera ce 3a0ensi3Bar eekTH, MOAOOHH Ha XOJIecTasa.

[IpoyuBanus 3a penpoAyKTHBHA TOKCUUYHOCT

[IpoyuBaHusiTa MpY )KUBOTHHU HE IMTOKA3BaT JaHHU 32 ChOTBETHA eMOPHUOHAIHA W (DeTarHa
TOKCHYHOCT WK €(PeKT BbpXY penpoAyKTuBHaTa QyHKIMs. [Ipu npunoxenne Ha mepopajicH
PWINMBHUPHH He ce HabJII0AaBa TEPaTOreHHOCT NpH IUTbX0BE U 3aiiiy. Excrniozunuunre Ha
eMOpurodeTamHUTEe HUBA, IPH KOUTO He ce HabmogaBar Hexenanu peakiun (No Observed Adverse
Effects Levels, NOAEL), npu mibXxoBe U 3aiiIy ca ChOTBETHO > 12 mbTH ¥ > 57 bTH 1IO-BUCOKH,
OTKOJIKOTO €KCIIO3UIIMATA ITPU X0pa IPU MAKCUMaJIHATa IPEOPbUUTEIHA JHEBHA 71032 25 mg BEIHBXK
nmuesHo mipu HIV-1 uadextupann narmuentn mwim 600 mg nin 900 mg WHTpaMyCKyJTHA HHXEKITUS Ha
PWINIMBUPHH JABJITOJCHCTBAIA HHXEKIIMOHHA CyCIICH3HSL.

KaHneporenesa u Myraresesa

IlepopamHUAT pUIMTUBUPHH € OLIEHEH 3a KaHLIEPOT'€HEH MOTEHIN AN, IPUIIOKEH Ype3 IepopaiHa COHa
Ha MUIIKH U TUIBXOBE C MPOABIDKATENHOCT 10 104 ceqmuuy. B Hail-HUCKWTE U3NWTBAHU AO3H B
NPOYYBAHUATA 332 KAHIIEPOI€HHOCT CUCTEMHUTE eKCIO3UIMHU (BB3 ocHoBa Ha AUC) Ha pHIIMUBUPHH ca
yBenu4ueHu > 17 mbTr (MUIIKK) ¥ > 2 THTH (IUTHXO0BE) B CPAaBHEHKE C HAOIOAaBaHUTE TIPU XOpa B
MaKCHUMaJIHaTa MPeropbhUUTEIHA JHEBHA JI03a 25 mg BelHBK AHeBHO npu HIV-1 nndexTnpann
nanuenty win 600 mg nnu 900 mg UHTpaMyCKyJIHA HHXKEKLMS Ha PUINUBUPUH JbJITOICHCTRAIIA
WHXKEKIIMOHHA cycrien3us. He ca HaOmoaBaHu HEOIUTa3MH, CBBP3aHH € JIGKAPCTBOTO, MIPH TUIHXOBE.
[Tpyu MUIIKK PUIIMUBUPHH € TIOJIOKUTENEH 3a XeNaToLeNyIapHi HEOIIJIa3MH U ITPU MBKKHUTE, U IPU
xeHckute. HabnronaBanuTte xemarouesryJapHU HAXOIKW IPU MUIIKUTE MOXKE J1a ca CIIeln(prIHH 32
TPHU3AYUTE.

PunnuBuprH 1aBa oTpULaTENIEH pe3yITaT NpH JHICa U HAJIMYUE HA CHCTEMa 33 METa0OJIUTHO
aKTUBHpPaHe B iN Vitro tect Ha Ames 3a 00paTHH MyTaliu | B iN VIitro TecT 3a KJIaCTOreHHOCT BBPXY
MHIIH JTUM(OM. PHIMUBUPHH HE NPEIM3BUKBAa XPOMO30MHO YBpPEKAaHe B iN VIVO MUKpOHYKIICapeH
TECT MPHU MUIIKH.

Jloxanaa noHocnMocT Ha REKAMBYS

Cren npoab/DKUTETHO MHOTOKpATHO 1.m. npuinokenne Ha REKAMBY'S Ha kydeTa u MuHM mpaceHIa
€ Ha0JII0jaBaH JieK, KpaTKoTpaeH (T.e. 1-4 JHW Npy MUHM NPACEHIIA) EPUTEM, KaTO IPH HEKPOIICHATA
ce oTOeIs3BaT OeNy OTIaraHus Ha MecTara Ha MH)KEKTHpaHe, IPUJIPYKEHH OT MO JyBaHe W MPOMSHA
Ha LIBETa Ha JpeHupaIunTe TMMGHU Bb3IH. MUKPOCKOIICKOTO M3CiieIBaHe MTOKa3Ba HHPUITPALUS Ha
Makpodaru 1 e03MHO(UITHN OTJIaraHus Ha MecTaTa Ha HHKekThpane. OTroBop ¢ HHpuITpauus Ha
Makpocaru ce oTOemsI3Ba ChIIO U B JPSHUPAIIUTE/PernoHATHUTE TUM(HN BB31M. CunTa ce, 4e Te3n
HaXOJIKU Ca II0-CKOPO peaklys KbM OTJIOKEHUS MaTepuall, a He NIposiBa Ha JIOKAJIHO Jpa3HEHe.

6. OAPMAIIEBTUYHU JAHHU
6.1 CnucbKk HAa IOMOIIHHUTE BELIECTBA
noJjiokcamep 338

JIMMOHCHA KHUCCJIIMHA MOHOXUAPAT
TJIFOKO3a MOHOXHUApAaT
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HATpUEB AMXUAPOreHPpochaT MOHOXUAPAT
HATPUEB XUIPOKCHU]T 3a KOpeKIms Ha pH 1 ocurypsiBaHe Ha H30TOHUYHOCT
BOJIA 38 HHXKEKITHH

6.2 HecnbBMecTHMOCTH

To3u ekapcTBEH MPOAYKT HE TPSOBA 1a Ce CMECBa C APYTH JICKAPCTBEHU MPOYKTH HIIH
Pa3TBOPUTEIIH.

6.3 Cpok Ha rogHoCT
3 roaguHu

XuMmudeckara u (pusnveckara CTaOMITHOCT B IIEPHO/Ia HA M3I0JI3BaHE € J0Ka3aHa B MPOB/DKCHUE Ha
6 yaca Ha 25°C.

Cren u3TerIisiHe HA CYCIIEH3UATa B CIIPUHIIOBKATa, MH)KEKIUATA TPSOBA Ja e MPHIIOKH BE3MOKHO
Hal-CKOPO, HO JIEKAPCTBOTO MOKE J]a OCTAHE B CIIPUHIIOBKATA A0 2 yaca. AKO ce HaaXBbPJIAT 2 yaca,
JIEKapCTBOTO, CIIPUHIIOBKATA U UIJ1aTa TpsiOBa 1a ce€ U3XBBPILAT.

6.4 Cneunamm yYcdioBusi HAa CbXPaHECHUE

Ja ce cpxpansiBa B xiaamwiHuk (2°C - 8°C).
[a He ce 3ampa3siBa.

[Mpeau npunoxenue (akoHBT TPSOBA J1a ce OCTaBH Ja JOCTUTHE CTaiHa TeMreparypa (1a He ce
HaxBBpIs 25°C). GIakoHBT MOXKE /1a OCTaHE B KAPTOHEHATA OIMAKOBKA HA CTaiiHa TeMIiepaTypa 10
6 yaca; He puOKpaiiTe 0OpPaTHO B XJIAIMIIHUKA. AKO HE Ce M3M0JI3Ba B paMKuTe Ha 6 yaca, (PJIakOHBT
TpsiOBa J1a ce U3XBBPJIH (BXK. TOUKa 6.3).

6.5 Bwuau cbabpKaHHE HA ONIAKOBKATA

®nakoH oT cThKIIO TUII |.

OmakoBka 600 mg

Bcesika omakoBka chlibpika elnH (prakoH oT 4 ml OT Mpo3pavHo CTHKIIO, ChC 3aIylIaaKa OT Oy THIIOB
eJIacTOMEp M alyMHHHEBa 00OKaTKa ¢ IJIacCTMAcoBa YyIella ce Karnayka, 1 cripuHIoBKa (rpajgyupaHa
Ha 0,2 ml), 1 anantop 3a ¢gnakoH u 1 nHKeKMoOHHA uria (pa3mep 23, 1%2 un4a).

OmakoBka 900 mg

Bceska onakoBka chabpxa eanH ¢GuiakoH oT 4 ml 0T Ipo3padHo CTHKIIO, ChC 3alyllalika OT OyTHIIOB
eJIacTOMEp M alyMHHHEBa O0OKaTKa ¢ IJIacTMAcoBa YyIlella ce Karayka, 1 CipuHIoBKa (TpajgynpaHa
Ha 0,2 ml), 1 anantop 3a ¢gnakoH u 1 uHKeKMOHHA uria (pa3mep 23, 1%2 un4a).

6.6 CnenuaJnu mpeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

Hewnsnon3panusr JICKAPCTBCH NPOAYKT WIN OTHAABYHUTC MATCPUAJIN OT HETO Tpﬂ6Ba Aa CC U3XBBPJIAT
B CbOTBECTCTBUEC C MCCTHUTC N3UCKBaAHMU.

[IbHM yKa3aHus 3a ynorpeba u padora c REKAMBY'S ca npenoctaBeHu B TUCTOBKATa (BXK.
,»YKazaHus 3a ynorpeba“).
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7. HHPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Janssen-Cilag International NV

Turnhoutseweg 30
B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

600 mg: EU/1/20/1482/001

900 mg: EU/1/20/1482/002

9. JATA HA ITbPBO PA3BPEINABAHE/ITIOJHOBSABAHE HA PASPEHIEHUETO 3A

YIIOTPEBA

Hata Ha mppBo pazpewaane: 17 gexkemBpu 2020 r.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

06/2023

[Monpo6Ha nH(DOpMaIUs 32 TO3M JIEKAPCTBEH MPOIYKT € pejocTaBeHa Ha yeOcaiita Ha EBporetickara
areHIus 1o JiekapcersaTa http://www.ema.europa.eu/
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HPUJIOKEHUE I1

ITPOU3BOAMTEJI(M), OTTOBOPEH(HH) 3A
OCBOBOXJIABAHE HA ITAPTUIHN

YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

JAPYI'N YCJIOBUS N UBNCKBAHUS HA PASPEIIEHHUETO 3A
YIIOTPEBA

YCJIOBUSA NN OTPAHUYEHUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A.  TTPOU3BOIAUTEJI(HN), OTTOBOPEH(HHN) 3A OCBOBOXKJIABAHE HA ITAPTU/IN
Nme u anpec Ha npousBoauTeNsi(UTe), OTTOBOPEH(HM) 32 OCBOOOKIaBaHE HA TTAPTUINTE

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

benrus

b. YCJIOBHUA NN OI'PAHUYEHUA 3A JTOCTABKA U YIIOTPEBA

JlekapCTBEHUSAT MPOAYKT CE OTIyCKa M0 OrpaHUuEHO JieKapcko npeanucanue (Bx. [Ipunoxenue
Kpatka xapakTepucTika Ha IPOyKTa, Touka 4.2).

B. JAPYI'U YCJIOBUSI U UBUCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJau3npanm aokiaanau 3a oezonacuoct (ITAJIB)

WsuckBanusra 3a nogaBane Ha [TAJIb 3a T0o3u JIeKapCTBEH MPOAYKT Ca MTOCOYCHH B CIIHCHKA C
pedepentaute natu Ha EBponetickus cpio3 (EURD cniuchk), npeasuaen B wi. 1078, an. 7 ot
HupextuBa 2001/83/EO, 1 BB BCUUKH CJeIBAIN aKTyaIN3alH, ITyOIUKyBaHU HA €BPOTIEHCKUS
yeOropTa 3a JeKapcTBa.

ITpuTexxaTemnst Ha pasperieHrero 3a ynorpeda (ITPY) tpsodsa na nomgane nepBus [IAZlB 3a To3n
IPOAYKT B CPOK OT 6 Mecella Clie/l pa3peraBaHeTo 3a ynorpeoa.

I'.  YCJI0OBUA UJIN OTPAHUYEHUS 3A BE3OITACHA 1 E@EKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITIPOAYKT

. Ilnan 3a ynpaBienue Ha pucka (ITYP)

[TputexxaTenst Ha paspeweHurero 3a yrnorpeba (I1PY) tps0OBa na u3BbpIIBa H3UCKBAHUTE AEHHOCTH U
JIECTBUS, CBBP3aHU C TIPOCiIe/siBaHe Ha JIeKapcTBeHaTa 6e30MacHOCT, MocoueHH B 0700penus [TYP,
npezncrased B Moayi 1.8.2 Ha pa3pelieHueTo 3a ynorpeda, KakTo U BbB BCHUKHU CJIC/IBAIIN 0JOOpEHH
akTyanu3auuu Ha [TYP.

Axryammsupan [IYP TpsiOBa na ce moxaBa:

° 1o uckaHe Ha EBponelickaTa areHus o JeKapcTBara;

. BHHATH, KOTAaTO Ce M3MEHS CUCTeMaTa 3a YIpaBJIeHUE Ha PUCKa, 0COOCHO B pe3yiITaT Ha
MoJTyJaBaHe Ha HOBa MH(OpPMAITHUs, KOATO MOXKE J1a JTOBEJIE JI0 3HAYMMU IIPOMEHU B
CHOTHOIICHUETO IMOJI3a/PUCK, WIIK CJICA JOCTUIaHE Ha BayKEH eTall (BbB BPh3Ka C MPOC/ICIsIBaHe
Ha JIEKapCTBeHaTa 0€30MaCHOCT WJIU CBEXKIaHE HA PUCKA 10 MUHHMYM).

o 3ajniKeHne 3a IPOBEKIaHe HA MEPKH CJIe]l pa3peliaBaHe 3a ynorpeoa

B onpenenenus cpok [1PY TpsiOBa na M3MBIHM CIIEAHUTE MEPKH:

Onucanue Cpok

TIPVY me mpoBee mpoCIeKTHBHO KOXOpTHO npoyuBane (mpoyuBane COMBINE- CenreMBpH
2), 3a na chOepe JaHHM OT MAIUSHTHUTE C LIEN Jia OlleHH KIIMHNYHaTa epektuBHOCT, | 2026 T.
NPUABPKAHETO KbM JICUCHUETO, MPOABIKUTEIIHOCTTA U CIIyYyanuTe Ha
MIpeKpaTsIBaHe CJIE]T 3al0YBaHe Ha IBITOACHCTBAIATa CXeMa Ha JICUCHHE C
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KaboTerpaBup U puIMUBUPHH. [IpoydBaHeTO 1Ie IpOCeAsBa ChLI0
PE3UCTEHTHOCTTA ¥ OTTOBOPBT HA TOCIEIBAIM aHTHPETPOBUPYCHHU CXEMU IIPH
MAIMEeHTH, KOUTO ca IPEMHUHANIN OT JBJATOeHCTBalla CXeMa Ha JISYEHHE C
KaboTerpaBup W pUIMUBUPUH KbM IpyTu cxemu. Besika roguna [TPY e
TIPEICTaBs] MEXKIUHHN PE3YITaTH OT MPOYYBAHETO, a 0 centeMBpu 2026 T. — u
OKOHYATEIHUTE PE3YITATH.

[1PY 1me npoBesie NeTroAUIIHO MPOYyYBaHe Ha yroTpedara Ha aekapctBoTo (DUS)
B PEAHU KJIIMHUYHH ycJIoBuUs. ToBa 00CepBallMOHHO KOXOPTHO MPOYYBaHE IIe UMa
3a [eJ J1a IPeAO0CTaBy MmoBede HHGOpMAIH 32 MOMyJIalnuATa TalueHTH, JTIEKyBaHH
CHC CXEMH, KOUTO ChIbPKAT JBJITOACHCTBAIIN HHXEKIINH KaOOTerpaBup ¥/ HITH
J'BATOCHCTBAI MHKEKIIMY PUINUBUPYH, B PeIOBHATA KIIMHUYHA MpaKTHKa. B
MPOYYBAHETO M€ OB/IAT OIEHEHH MOJIEUTE Ha yHOTpeOa, MPUAbPKAHETO KbM
JIYEHUETO U TIOCTMAPKETHHTOBaTa KIIMHUYHA e()eKTUBHOCT Ha TE3W CXEMH U IIE
ce MpOoCieN Pe3UCTEHTHOCTTA CpeJl CIIy4auTe Ha BUPYCOJOTUYEH HeycIeX, 3a
KOWTO UMa HAJIMYHU IAaHHU OT TECTOBE 3a PE3UCTEHTHOCT. Besika ronuna [1PY e
MPEACTABS MEXKIUHHU PE3YJITATU OT MIPOYUYBAHETO, a A0 cenTeMBpH 2026 1. — 1
OKOHYATEIHUTE pe3yaTaTu oT DUS.

CenreMBpH
2026 .
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HPUJIOKEHHUE I11

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITIAKOBKA - 600 mg

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

REKAMBY'S 600 mg MHXEKIIMOHHA CYCIIEH3HUs C yIBIKEHO OCBOOOKIaBaHE
PUITMBUPUH

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcexu ¢makon cpappika 600 mg priImuBUpUH

3.  COUCHK HA HOMOUIHUTE BEIECTBA

ITomoiHu BemecTBa: monokcaMep 338, TMMOHEHA KUCEIMHA MOHOXUAPAT, TIIF0K03a MOHOXUIPAT,
HaTpHeB AuXuAporeHpochaT MOHOXUAPAT, HATPUEB XUAPOKCH] 3a KopeKlus Ha pH u ocurypsiBane Ha
HN30TOHHUYHOCT, BOJA 3a MHXKXCKIITUNU

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXeKITMOHHA CYCIICH3US C YABIDKEHO OCBOOOKIaBaHE
Chbabpkanue:

1 ¢makon

1 ajganrop 3a ¢urakoH

1 cnpuHIOBKA

1 MHKEKIIMOHHA UTJja

2ml

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

IIpenn ynotpeba nmpoyerere JINCTOBKATA.
3a HHTPaMyCKYJTHO TIPIJIOKCHHE.

OTtBOpeTe Tyk

6. CHELOUAJIHO HPEAYHPEXIEHHUE, YE JTEKAPCTBEHUAT NIPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCETI'A HA IELTA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. JAPYI' CHEIIMAJIHU ITPEAYITPEXKAEHUA, AKO E HEOBXO/JUMO
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‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cexpanssa Ha 2°C - 8°C. Jla He ce 3aMpassiBa.

10. CHELHUAJIHU MTPEANIASHU MEPKU INPU U3XBBPJISSTHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTIHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1482/001

13. TAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

‘ 17.  YHUKAJIEH UAEHTUO®UKATOP — JIBYU3SMEPEH BAPKO/

JByn3mepeH 0apKoJ ¢ BKJIOYECH YHUKAIEH HACHTU(HUKATOP.

‘ 18. YHUKAJIEH WIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBABPKA NOJABPKAIIATA KAPTA (B
KAPTOHEHATA OITAKOBKA) — 600 mg

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

REKAMBY'S 600 mg nHXeKIIHOHHA CYCIIEH3HUs C yIBIKEHO 0CBOOOXKIaBaHe
PUIINTUBUPHH

‘ 2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

3.  CHOUCHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

2ml

5. HAYMH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BBBEK/IAHE

3a HHTPaMyCKYJIHO TIPIJIOKECHHE.

IIpouetere ykazaHusTa 3a ynotpeda npeau npurorssine Ha REKAMBYS

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEITA

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOJINUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

TAX, AKO CE U3UCKBAT TAKHUBA

10. CHELOHWAJIHU MPEANTASHU MEPKHU INPU U3XBDBHPJISTHE HA HEN3IMOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTIIAABYHU MATEPUAJIN OT

‘ 11. HMME U AJAPEC HA ITPUTEXKATEJISA HA PASPEIHEHUETO 3A YIIOTPEBA

‘ 12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1482/001
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IHAPTUAEH HOMEP

HAYHMH HA OTITYCKAHE

YKA3AHUSA 3A YIIOTPEBA

HH®OPMAIIMS HA BPAJIOBA A3BYKA

YHUKAJIEH HAEHTUO®UKATOP — JIBYU3BMEPEH BAPKO/{

YHUKAJIEH WAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHU OITAKOBKH

®JAKOH - 600 mg

1. HNME HA JIEKAPCTBEHUA TPOAYKT

REKAMBY'S 600 mg
PpUIIIMBUPUH
i.m.

‘ 2. HAYMH HA ITPUJIOKEHUE U ITBbT(MIIIA) HA BBBEK/IAHE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

2mi

| 6.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA - 900 mg

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

REKAMBY'S 900 mg nHXEKIIHOHHA CYCIIEH3Hs C yIBIKEHO 0CBOOOXKIaBaHe
PUITMBUPUH

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcexu ¢makon ceappika 900 mg pummuBUpUH

| 3.  CHOUCHK HA HOMOIIHUTE BEIIECTBA

[TomomHu BemecTBa: monokcaMmep 338, TMMOHEHA KUCEIMHA MOHOXUAPAT, TIII0OK03a MOHOXUIPAT,
HaTpHeB AUXuAporeHpochaT MOHOXUAPAT, HATPUEB XUIPOKCHU] 3a KOpeKIrs Ha pH u ocurypsiBane Ha
HN30TOHHUYHOCT, BOJA 3a MHXKXCKIITUNU

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJHA OITAKOBKA

WHXeKITMOHHA CYCIICH3US C YABIDKEHO OCBOOOKIaBaHE
Chbabpkanue:

1 ¢makon

1 ajganrop 3a ¢urakoH

1 cnpuHIOBKA

1 MHKEKIIMOHHA UTJja

3ml

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

IIpenn ynotpeba nmpoyerere JINCTOBKATA.
3a HHTPaMyCKYJTHO TIPIJIOKCHHE.

OTtBOpeTe Tyk

6. CHELOUAJIHO HPEAYHPEXIEHHUE, YE JTEKAPCTBEHUAT NIPOAYKT TPSBBA
A CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. JAPYI' CHEIMAJIHU ITPEAYITPEXKAEHUA, AKO E HEOBXOJUMO
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‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cexpanssa Ha 2°C - 8°C. Jla He ce 3aMpa3siBa.

10. CHELHUAJIHU MTPEANIASHU MEPKU INPU U3XBBPJISSTHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1482/002

13. TAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

‘ 17.  YHUKAJIEH UAEHTUO®UKATOP — JIBYU3SMEPEH BAPKO/

JByn3mepeH 0apKoJ ¢ BKJIOYECH YHUKAIEH HACHTU(HUKATOP.

‘ 18. YHUKAJIEH WIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBABPKA NOJABPKAIIATA KAPTA (B
KAPTOHEHATA OITAKOBKA) — 900 mg

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

REKAMBY'S 900 mg nmkeKIIHOHHA CYCIIEH3HUs C yIBIKEHO 0CBOOOXKIaBaHe
PUIINTUBUPHH

‘ 2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

3.  CHOUCHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

3ml

5. HAYMH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

3a HHTPaMyCKYJIHO TIPIJIOKECHHE.

[Ipouerere ykazanusra 3a yrorpeda npenu npurorssine Ha REKAMBYS

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEITA

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOJINUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

TAX, AKO CE U3UCKBAT TAKHUBA

10. CHELOHWAJIHU MPEANTASHU MEPKHU INPU U3XBDBHPJISTHE HA HEN3IMOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTIIAABYHU MATEPUAJIN OT

‘ 11. HMME U AJAPEC HA ITPUTEXKATEJISA HA PASPEIHEHUETO 3A YIIOTPEBA

‘ 12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1482/002
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IHAPTUAEH HOMEP

HAYHMH HA OTITYCKAHE

YKA3AHUSA 3A YIIOTPEBA

HH®OPMAIIMS HA BPAJIOBA A3BYKA

YHUKAJIEH HAEHTUO®UKATOP — JIBYU3BMEPEH BAPKO/{

YHUKAJIEH WAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MINIMUM JAHHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIUHUYHHU
II'BPBUYHU OITAKOBKH

®JAKOH - 900 mg

1. HNME HA JIEKAPCTBEHUA TPOAYKT

REKAMBY'S 900 mg
PpUIIIMBUPUH
i.m.

‘ 2. HAYMH HA ITPUJIOKEHUE U ITBbT(MIIIA) HA BBBEK/IAHE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

3ml

| 6.  JIPYTO
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b. IUCTOBKA
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JlucroBka: nHpopmManus 3a noTpeduTes
REKAMBYS 600 mg nH»KeKIHOHHA CYCIIEH3HUs C YIBJIKEHO 0CBOOOKIaBaHe
punnuBupuH (rilpivirine)

vTosu JICKApCTBEH MPOIYKT MOJISKH Ha JOMBIHUTEIHO HabmoaeHre. ToBa 11 mo3BoJu 6bp30TO
yCTaHOBSIBaHE HA HOBA HH(POPMAIIUs OTHOCHO Oe30macHoCcTTa. MoeTe J1a iajieTe CBOs PUHOC KaTo
CHOOIIUTE BCSIKA HEXENaHa PeaKIlys, KOATO CTe MONYyYMIH. 3a HaUHHA Ha ChOOIIaBaHe HA HEXKEIIaHH
peaKInu BIKTE Kpas Ha TouKa 4.

IIpoyereTe BHUMATEIHO LAJIAaTa JMCTOBKA, IIPEIH 1A 3all04HeTe a IpHeMaTe TOBA JIEKapCTBOo,

TBhH KaTo TS ChAbPKa BaxHa 32 Bac nudopmanus.

- 3amazeTe Ta3u JUCTOBKA. Moke 1a ce HaJIOKU J1a g IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBU JOIBJIHUTEIHU BBIIPOCH, oNuTaiTe Bamms nekap nnu dpapmanesT.

- ToBa nekapcTBO € npeanucano JuyHo Ha Bac. He ro npeotcThnBaiite Ha npyru xopa. To Mmoxke
Jla UM HaBpeJd, HE3aBUCHMO Ye MPU3HALMTE Ha TAXHOTO 3a00JsBaHe ca ChIUTe KaTo BammuTe.

- AKO TIOITyunTe HAKAKBU HEXKEJIaHU peakiny, yBeaomere Bamms nekap wiu dhapmarnest. ToBa
BKJIFOUBA M BCHUKH Bb3MOKHU HEXKEJIaHU PEAaKIUU, HEOIMCAHN B Ta3H JIMCTOBKA. BrxkTe
TouKa 4.

KakBo cbabpika Ta3u JHCTOBKA

Kaxgo npencrasnsisa REKAMBY'S u 3a kakBo ce u3nonsBa
Kakgro TpsiOBa aa 3Haere, npeau Aa usnonBare REKAMBY'S
Kak ce npunara REKAMBY'S

BB3MOXHN HEeXellaH! peakiinu

Kax ga cexpanssate REKAMBYS

ChabpkaHue Ha ONIAKOBKATa W JOMBIHUTEIHA HHPOPMALIUS

SouhkwdE

1. Kaxkso npeacraBiassa REKAMBYS u 3a kakBo ce u3nosi3sa

REKAMBY'S cbhappika akTHBHATa ChCTaBKa PHIMUBUPHH. TOM € 4acT OT rpyIia JIeKapcTBa, HapeUeHH
HEHYKJICO3UIHU HHXUOUTOPH Ha oOparHaTa TpaHckpunTaza (NNRTI), kouTo ce u3nomnsear 3a JiedeHue
Ha UH(EKIHS ¢ YOBEIIKH uMyHoaeduured Bupyc tun 1 (XUB-1).

REKAMBYS nefictBa 3aeiHo ¢ npyru jiekapersa npotus XMB, kato 6iiokupa criocoOHOCTTa Ha
BUpYcCa Jia ipaBu moBeue Konus Ha camusi cede cu. REKAMBY'S nmxkekimuu He JiekyBa HHPEKIHATA C
XWB, Ho nmomara ja ce Hamanu koianuectsoTo Ha XMB BbB Bamms opranussM U 1a ce NoIbpKa Ha
HHUCKO HHBO. ToBa 3a0aBs yBpeKAaHETO HA UMyHHATa CUCTEMA M Pa3BUTHUETO HA MH()EKLIUH U
3abonsiBanus, cBbp3anu cse CITUH.

REKAMBYS ce mpuiara BuHaru ¢ apyro jiekapctso npotus XV B, HapeueHo kaboTerpaBup
umkekius. Te ce u3mo3Bar 3aeHO Py Bh3pacTHU Ha U Haja 18 roaunu, ynsto XVB-1 undexuus e
BedYe MM0/I KOHTPOIL.

2. KakBo TpadBa na 3Haete, npeau aa usnoassatre REKAMBYS

He n3noissaiite REKAMBYS, ako cTe anepruuHu KbM pHIITUBUPHUH WIH KbM HIKOSI OT OCTaHAIUTE
ChCTAaBKU Ha TOBA JIEKApCTBO (M30pOCHH B TOUKA 6).

He n3nonssaiite REKAMBYS, ako npuemarte HAKoOe OT CJIeJHUTE JeKAPCTBA, Thil KATO T€ MOTaT

na oBmusiAT nerictBuero Ha REKAMBYS wim Ha apyroTo jrekapcTBo:

- kapOaMasenuH, okckapOasenuH, peHobapouTai, peHuTonH (JIeKapcTBa 3a JCUCHUE Ha
SIWICTICUS U TIPEIOTBPATABAHE HA TIPUIIATBIIN)

- pudadytuH, pubaMuigH, pudaneHTHH (JeKapcTBa 3a JICUeHNEe Ha HIAKOU OaKTepHaTHU
HHQPEKINUN KaTo HaIp. TYOepKyJI03a)
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- JieKcaMeTa30H (KOPTUKOCTEPOU]T, M3MON3BaH MIPH PAa3IIMYHU 3a00JIsIBAHUS, KATO HATIP.
Bh3MANICHHUE U aJIePTUYHU PEaKIMK) KOTaTo ce MprueMa KaTo Kypc Ha JISUCHHUE Mpe3 ycTaTa Wl C
WHKCKITUH

- MPOIYKTH, KOUTO ChIBPIKAT KBAT KautaproH (Hypericum perforatum,0uaxoBo JieKapcTBo,
W3IIOI3BAHO TIPH JICTIPECHS).

Axo nmpueMarTe HAKOC OT 'OPHUTEC JICKAPCTBA, nonuraite Bamms JICKAp 3a aJITCpHATUBHO JICHCHUC.

Ilpenynpesxaenus U npeanasHl MepKU
I'oBoperte ¢ Bamus nexap winu gapmarnesT, npenu aa usnoia3sare REKAMBYS.

REKAMBYS ne Bomu 1o mnekyBane Ha HIV nndexnus. Toit e yact oT neueHue 3a HaMaIsiBaHe Ha
KOJINYECTBOTO Ha BUPYCa B KPHBTA.

TpsoBa 1a kaxkere Ha Bamus jJekap 3a CbCTOSIHUETO CH

3armo3HaiTe ce ¢ TOUKUTE Mo-A0y U uHpopMupaiite Bammms nexap, ako HIKOE OT Te3U ChCTOSIHHS Ce

oTHacs 3a Bac

- Tps6Ba na HanpaBUTE BCUYKH IUIAHUPAHU BU3NUTH 33 MH)KEKTHUPaHE, HE NPOIyCKalTe HUKAKBU
BH3HTH, TOBA € MHOTO Ba)KHO 3a ycrexa Ha BameTo nedenne. Ako He MOXKETeE [ja HallpaBUTe
TUTaHUpaHa BU3UTA, yBeJoMeTe Baus nexap Bb3MOXKHO Hail-Obp30.

- Kaxxete Ha Bamms nexap, ako UMaTe WM CTE€ UMali MPo0JeMH ¢ YepHuUs Apo0d, BKIIIOUUTEIIHO
xenatut B wn xenatut C, niu npodsemMu ¢ 0b0penure. Bammst nexap Moke /1a IpoBepH
¢yHkumsaTa Ha Bamms yepen npo6 nim 0s0peny, 3a a B3eMe pelieHue Jali MOXe Ja
usnon3zBare REKAMBYS. Buwxkre ,,Heuectn Hexxenanu peakiuu® B Touka 4 Ha Ta3u JTUCTOBKA
3a MPU3HALM Ha YepPHOAPOOHO YBpEKAAHE.

- Kaxere He3abaBHO Ha Bamms nekap, ako 3a0enexxnuTe HIKaKBU CHMIITOMM HA HH(peKIuu
(Hampumep, IOBUIIIEHA TEMIIepaTypa, CTYIeHH TPBIIKH, U3M0TABaHe). [Ipu HIKOM MaIMeHTH C
XWB BB3mazeHne OT Npeaxo1Hi HHPEKIMA MOXKe Ja Ce TOSBU CKOPO CIIe]l 3all0YBaHe Ha
neuenneto 3a XMB. Cunra ce, ye T€3u CUMITOMH C€ IbJDKAT HA IOA00pEHNE Ha UIMYHHUS
OTrOBOp, JIABAI0 B3MOKHOCT Ha OpraHu3Ma Ja ce 6opu ¢ HHQEKIUITe, KOUTO MOXKE Jia ca
CBhUICCTBYBAJIU IIPEAN TOBA, HO HE Ca NIPCAU3BUKAIN BUIUMHU CUMIITOMHU.

- Kaxere BenHara Ha Bamust gekap cbIo 1 ako 3a0eJeXuTe CUMITOMH KaTo MyCKyJIHa ¢1a0ocCT,
€11a00CT, KOSITO 3aIl0YBa B JUIAHUTE U CThIIAJIaTa U CE MPUABMKBA HArope KbM TsUIOTO,
chprieOreHe, TpemepeHe Wik CBPhXaKTUBHOCT. TOBa ce NBKM Ha aBTOMMYHHH HAPYIICHUS
(chCTOSIHMSL, IPY KOUTO UMYyHHATa CUCTEMA T10 MTOTPEIIKa aTaKyBa 3/IpaBara ThKaH Ha
OpraHusma), cijell KaTo 3aloyHeTe JAa npueMare JekapcTsa 3a euenue Ha XVB undexuusra.
ABTOMMYHHUTE HapyIIEHHUs MOKE /1a Bb3HUKHAT MHOTO MECEIIU CJIe]] Ha4aJIOTO Ha JICYEHUETO.

- Kaxxete Ha Bammms nekap, ako npuemare HsIKaKBH JeKapCcTBa, 3a KOUTO Bu e kazaHo, 4ye Moxe
Jla IpeAN3BUKAT )KMBOTO3aCTPAILIABAIIY HAPYIIEHUS HAa ChPJACYHUS PUTHM.

Peakuuu KbM MHIKEKIUUTE

IIpu HsKOM XOpa MUHYTHU CJE] MOIy4YaBaHE HAa MHXKEKLUS C PUINUBUPHUH HACTHIIBAT CUMIITOMH Ha
peakuus cine MHKeKkTupane. [lopeueTo cuMOTOMH O0T3ByYaBaT B PAMKUTE Ha HIKOJIKO MUHYTH CJIE]
WHKeKTHpaHeTo. CHMITOMUTE Ha PEAKITUUTE CIIE]] MHPKEKTUPAHE MOXKE J1a BKJIFOUBAT: 3aTPYIHEHO
JIUIIIaHEe, CTOMAIITHYU CIIa3MH, OOPUB, U3IIOTSIBAHE, U3TPHIIBAHE HA yCTATa, TPEBOXKHOCT, YCEIlaHe 3a
3aTOIUISIHE, BUEHE Ha CBAT WJIM YCELIAHE KaTo Y€ JIU 1I€ NpUIagHETE, IPOMEHU B KPbBHOTO HAJIATAHE
1 Ooska (Hanp. B rbpOa u rpbanus ko). Kaxkere Ha Bamus MeIUIIMHCKH CIICIIUAIIUCT, aKO TOIYYUTe
T€3U CUMITOMH CJIe] IOCTABsIHE HA MHXKEKIIUUTE.

PenoBHUTe MocenieHNs MPH JIeKaps ca BaXKHU

BaxHo ¢ 1a cna3Bare IJIaHUPAaHUTE MoceleHus: Mpu jJekap 3a nmoctaBsae HAa REKAMBYS, 3a na
ce kouTponupa XVB nnpekuusaTa u 1a ce crpe BiomaBaHeTo Ha 3a0omnsBaneTo Bu. He nmpomyckaiite
TMIpPETJIe]], TOBA € MHOT'O BaYKHO 3a ycIieXxa Ha JiedeHneTo Bu. Ako He MOKeTe J1a OTUAETE Ha MJIaHUpaH
npersen, ysenoMere Bamus gexkap Bb3MOXKHO Hali-ckopo. ['oBopete ¢ Bamus ekap, ako MUCTUTE Ja
CIIpeTe JIedeHNeTo. AKO 3aKbCHEeTe WK cripeTe noiydaBaneto Ha REKAMBY'S umkexrus, mie
TpsiOBa J1a mpreMaTe ApYyTH jJeKkapcTBa 3a ieueHue Ha HIV nndexnus u 3a HamansBaHe Ha pucKa
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BHPYCHT JIa CTaHE PE3UCTEHTEH, Thil KATO HUBATa Ha JIEKapCTBOTO B opranniMa Bu me 6b1at TBBpIIE
HUCKH 3a JieueHue Ha XV B nndekmuaTa.

Hena
REKAMBYS He e npenHa3HadeH 3a ynorpeda mpu Jiela i FOHOIIN Ha BB3pacT mox 18 roguam,
3ali0TO HE € MPOYYEH MPH TAKKBA MAIIUCHTH.

JApyru nekapcrBa u REKAMBYS

Tpsi6Ba na kaxere Ha Bamms MEOUIMHCKY CIIEIUAINCT, aKO [IpUeMaTe, HACKOPO CTE IPUEMAaH WU €
BB3MOXKHO JIa IpHeMaTe APYTH JekapcTBa. Hakou nexkapcTBa Moxe Ja MOBIUSIST HUBATa Ha
REKAMBYS B kpbBTa, koraro ce npueMat eqnospeMeHHO ¢ REKAMBY'S, unu REKAMBY'S moxe
Jla TIOBJIUsIE JEWCTBUETO HAa JPYTH JICKApCTBa.

REKAMBYS He TpsiGBa 1a ce mpujiara ¢ HKOM ApPYyTrH JiekapcTBa (Buxkre ,,He usnosssaiire
REKAMBYS*“ B Touka 2).

Edexrure Ha REKAMBYS nim apyru jiekapcrBa Mo:ke Ja ce IPOMEHST, aKO IpUeMare
REKAMBYS 3aeiHo ¢ HIKOE OT CICIHUTE JIEKapCTRa:

- KIIAPUTPOMUITUH, EPUTPOMHUIINH (AHTHONOTHIIN)

- MeTa/IoH (M3II0JI3BaH 3a JIeueHNe Ha HApKOTHYHA aOCTHHEHIIUS 1 3aBUCUMOCT)

AKo mpueMaTte HJKOe OT TOpHUTE, onuTaiTe Bamus nexkap 3a alTepHaTUBH.

BpeMeHHOCT M KbpMeHe

Kaxere HezabaBHo Ha Bamms nekap, ako cte OpeMeHHa WU IJIaHupaTe OpeMeHHOCT. Bammst nexap
IIe TIPeTieHn Noj3aTa u prcka 3a Bac u Bamrero 6ebe ot ymotpebata Ha REKAMBY'S, nokaro cte
OpeMeHHa. AKO TTaHUpaTe OPEMEHHOCT, TOBOPETE MPEBAPUTEITHO ¢ Bamms ekap, Thii Kato
PUITIUBUPHUH MOXKE J1a OCTAaHE B OpraHusma no 4 TOAUHU CJIS] ITOCJICAHAaTa NHXKEKIMA Ha
REKAMBYS.

He ce npenopbsyBa kbpMeHe IpH keHH, kouTo ca XVB-nmonoxurennu, Toii kato XM B undexiusaTa
MOXKe Jia ce mpejajie Ha 6e0eTo upe3 KbpMara.

AKO KbPMHTE HJTH CMSITATE J]a KbPMHUTE, TPAOBaA Ja 00ChauTe TOBa ¢ Barims Jiekap Bh3MOXKHO Hall-
CKOpO.

Ilopupane u padora ¢ MAILIMHH

Hsxou nmanueHTr Moxe J1a U3MUTaT yMOpa, 3aMastHOCT Ui CBHJIMBOCT II0 BPEME Ha JICUEHUETO C
REKAMBYS. He modupaiite u He paboTeTe C MAIIMHK, aKO UMAaTe HIKOW OT TE€3W HeXeJaHH
peaKLyH.

Baskna undopmanus 3a HsKoH oT cheTaBkuTe HAa REKAMBYS
ToBa JlekapcTBO ChabpiKa MO-Mainko oT 1 mmol Hatpuii (23 mg) Ha 2 ml uHXeKIus, T.e. MOXe /a ce
Ka)Ke, 4e MPaKTUYECKH HE ChIbpiKa HATPHH.

3. Kak ce npniiara REKAMBYS

MeaunmmHcKka cecTpa wiu Jiekap me Bu npunoxxun REKAMBY'S kaTo WHXEKIHs B MycKyJia Ha
CEeIIANTUIIICTO (UHMPAMYCKYIHA ULU 1.1, UHIHCEKYUSL).

HNuxekuusita me Bu 6’[:1{6 npuiaraHa WJd BEeAHbK BCEKU MeCell, WJIM BEAHDbK HA BCCKH 2 Mecena
3aCIHO C APYT0 MHKCKIIUOHHO JICKApCTBO, HAPCUYCHO KaboTer paBup. Bammsar JICKAp 1€ KaxKe KOJIKO
YCCTO LOIC CC pujiara JICKapCTBOTO.

Korato 3anounere jJeuenue ¢ REKAMBYS, Bue un BammsaT mekap Moke 1a pemmuTe 1a 3ar0qHETe

©KEHEBHO JICUCHHUE C ¢/THA TabJIeTKa PUIMMBUPHH OT 25 mg ¢ XpaHa U eJHa TabyieTka kKaboTerpaBup
ot 30 Mg B npoabDKEHUE HA MH Mecell rpeau mbpBata Bu nmxekiuss REKAMBYS. Toga ce
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HapHu4a 6veexcoau; nepuoo - IpueManeTo Ha TabieTkute npenu Aa moxyuute REKAMBYS u
Ka0oTerpaBUp MHXEKITUH IIe /1€ Bh3MOKHOCT BammmsT nexap 1a mpoBepu aiu Te3u JIEKapcTBa ca
noaxoasuu 3a Bac.

Hpyrara Bp3MokHOCT € Bue u Bammsr nexap ga pemute na 3anounere aupektHo ¢ REKAMBYS
WHYKEKITIH.

Axo REKAMBYS me Bu ce mpmrara Bcekn Mecetr, BameTo jedenue me 0b1e KakTo CIeaBa:

Kora
JlekapcTBoO II'spBa nHKEKIUSA Bropa uH:KeKIHS U MO-HATATHK, BCEKH
Mecel
PunnuBupun enana nmkekims ot 900 mg 600 Mg ¢ MHXKEKIHS BCEKU MeCeIl
KaGorerpasup eaHa nHkekus ot 600 mg 400 mg ¢ WHKEKIHUS BCEKH Mecel]

IIpu npunoxenne Ako REKAMBY'S mie Bu ce npunara Ha Bceku 2 Mecena, BameTo neduenue me
ObIe KakTo ciefBa:

Kora
JlekapcTBO II'bpBa ¥ BTOpa MHKEKIUM TIPe3 Tpera MHKEeKIMS U MO-HATATHK, HA
eJIMH Mecell BCEKH 2 Mecela
PunmuBrpuH exHa mkekrsa ot 900 mg 900 Mg ¢ MHKEKITNS Ha BCEKH 2 Mecera
KaborterpaBup | emna mmkeknus ot 600 mg 600 Mg ¢ MHKEKIHS Ha BCEKH 2 Mecena

Axo nponnycHetre REKAMBYS nnaxexums
BaxxHo e 1a cna3zBaTte peoBHO ITaHUPAHHUTE MOCEIICHN TIPU JIeKap 3a MOCTaBIHE Ha MHXKEKIUSI. AKO
NPOITyCHETE yac, CBbpKETe ce He3a0aBHO ¢ Bamus nekap, 3a ja CM HACPOUYUTE APYT.

I'oBopete ¢ Bammus Jgekap, ako MUCIHUTE, Ye HiIMa 1a MokeTe fa momyunte REKAMBY'S unxexmus
B 00MYaifHOTO BpeMe. BamusT iekap Moxe J1a pernopbhia BMECTO TOBA Jla TpHUeMaTe Ta0JIeTKH,
JIOKaToO OTHOBO cTaHe Bb3MOXKHO 112 noiyunte REKAMBY'S unskekuusi.

Axo Bu e npuiioxkena noseue ot HeoOxogumarta 103a REKAMBYS

Tosa nexapcTBo e Bu ce mpunara ot jiekap WM MeIUIIUHCKA CecTpa, Taka 4e HIMa BEPOSITHOCT Ja
Bu ce npuiioxu moBede oT He0OXoAMMATA 103a. AKO CTe IPUTECHEHH, KAKETe Ha JIeKaps I Ha
METUITMHCKA CecTpa.

He cimpaiite n3noassanero Ha REKAMBYS, 6e3 na ce nocsBeTBaTe ¢ Bamms gekap.
Nznomnspaiite REKAMBY'S TomkoBa ab1T0, KOJIKOTO TpenopbuBa Bammsr nexap. He ro cnimpaiite,
OCBeH ako Bamust nekap He Bu nocsBeTsa.

Hucku HuBa Ha puimuBHpHH (akTHBHATa cbeTaBka HA REKAMBYS) Mmoxke 1a octaHat B oprannzma
Bu 10 4 ronunu ciex cnupane Ha jgederneTo. Ciies kaTo odade moayyuTe NOocieAHaTa HHXEKLUS
REKAMBYS, ocraBaiiure HUICKM HMBA Ha PUJIMUBUPHH HAMA J1a ACHCTBAT I0CTAThUYHO €(DEKTHBHO
Cpelly BUpyca, KOWTO TOraBa MOXe Jla CTaHE PEe3UCTEHTEH. 3a a 3ama3ute KoHTpoia Hajg XMB-1
MH(EKIHATA U 1a TPeIOTBPaTUTe Pa3sBUTUETO Ha PE3UCTEHTHOCT Ha BUpYca, TPAOBa Jja 3aIl0uHeTe
paziauuHo jeueHue 3a XMB o BpeMeTo, 3a K0eTo € Ouiia MilaHupaHa clieaBaliaTa HHKESKIUS
REKAMBYS.

4. Bb3MOKHE HeKeJIaHU pe€aKkuumn

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKC 1a MPECAN3BUKA HCIKCIAHU PCAKIIUN, BBIIPCKU Y€ HC
BCCKM I'l ITOJTy4aBa.
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CremauTe HEXENIAaHU PeakIuu ce choomanar, korato REKAMBY'S ce usnonssa ¢ kaboTerpaBup
WHXKEKIIUS.

MHoro uecTy HexellaHHu peakluuu (3acsraT Haii-manko 1 Ha 10 gymm)

o rJ1aBoOoue
o peaKIuy Ha MACTOTO Ha MH)KEKTUPAHE - T OOMKHOBEHO Ca JICKH JI0 YMEPEHHU M YeCTOTaTa UM
HamamsBa ¢ Bpemeto. CHMIITOMHUTE MOXKE JIa BKJIFOYBAT:
o) MHOTO0 YeCcTH: 00JIKa ¥ JUCKOM(OPT, TBhPIa Maca miu Oydka
o YeCTHU: 3a4epBIBaHEe, CbPOEK, OTOK, 3aTOILISHE WK HACUHABaHE (KOSTO MOXKE J1a
BKITIOYBA IPOMSIHA Ha I[BETA WM ChOMpPaHe Ha KPBB M0/ KOXKaTa).
o) HEYeCTH: U3TPBIIBaHe, c1abo KbpBeHe, adctec (ChbOupaHe Ha THON) WITH LETyJIHUT
(3aToIIsTHE, OTOK WJIM 3a4epPBSBaHE).
o ycelaHe 3a TOIUTMHA/TIOBHUIIICHA TeMITepaTypa (nupexcust), KOeTo MOXKe J1a Bb3HUKHE B PAMKHTE

Ha €JHa CeJIMHUIIA CJIe] HHKEKIIMUTE.

YecTr HEXXENaHU peaknuu (3acsrat mo-mManko 1 Ha 10 mymm)
Jenpecus

TPEBOXKHOCT

HeoOMYaiiHU ChHUIIA

TPYIHO 3acliuBaHe (bescvHue)
3aMaiBaHe

rajzieHe (nosusu 3a noepvujane)
MOBpPBIIaHE

Oomka B Kopema (KopemHa O0Ka)
rasoBe (memeopuszvm)

Iuapust

o0puB

MYCKyJTHa OoIKa (Muaneus)
OTITaJHAIIOCT (YyMopa)

ycelmane 3a cnabocT (acmenus)
001110 HEPA3IOJIOKEHNE
Ha/lJJaBaHe Ha TErJIo

Heuectu nexxenanu peaxiuu (3acsarat mo-manko ot 1 Ha 100 mymmm)

L4 CbHJIMBOCT
L4 CBCTOBBPTECIK IO BPEMC HA WJIN CJIC MHIKCKIIUS. ToBa moxe Aa OOBCAC N0 IMpUumiagaHe.
L IlepHO,[[p06HO YBpCKAAHE (HpI/I3HaL[I/ITC MOXKE Ja BKJIIOYBAT ITOXKBJITABAHC HA KOXKaTa U 0s710TO

Ha O4HnTe, 3aryda Ha arneTuT, ChbpOex, O0JIE3HEHOCT B KOpEMa, CBETIIN M3MPAXKHEHUS T
HeoOWYaliHO ThMHA YPHHA).

o POMEHHU B YEPHOIPOOHHUTE KPBBHH M3CIIeIBaHUs (IOBHIIICHUE HA MPAHCAMUHAZUME)

. MTOBUITIICHUE HA Ounupydoura (BEIIeCTBO, IPOU3BEKIAHO B YEPHUS Ap00) B KPHBTA.

Jpyru HexenaHu peakuuu
o CHJIHA KOpeMHa 00JIKa, IPUYMHEHA OT Bh3MaJICHUE Ha TAHKpeaca (naxkpeamum).

CrneHUTE HEXKENAHU PEaKIUi, KOUTO MOXKE J]a B3HUKHAT MIPH JICUSHUE C PUITUBUPUH TaOJICTKH,
Moxke 1a Bp3HUKHAT 1 ¢ REKAMBY'S nmkexknuu:

MHoTr0 9ecTH HeXeIaH! peaknu (3acsrat Hai-manko 1 Ha 10 mymmm)
o TIOBHIIIEH XOJIECTEPOJI M/WITM MaHKpeaTHYHa aMuiia3a B KPbBTa

YecTu HEXENIAaHU PeaKIuy (3acsarar mo-mMainko ot 1 Ha 10 myrmm)

L HaMaJICH aIllCTUT
L HapyliceHUs Ha CbHA
L MMOTUCHATO HACTPOCHUC
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o cTOMalleH JUCKOMQOpT

. CyXOTa B ycTaTa

o HUCBHK Opoii Ha OennTe KPbBHU KICTKH W/HIH TPOMOOLIMTH, TIOHMKEHO HUBO HA XEMOTJIO0MHA B
KPBBTA, IOBULICHO HUBO HAa TPUITIMLIEPUIUTE U/UIH JHUIa3aTa B KPbBTa

HedecTu Hexxkenanu peakuuu (3acsrat no-mManko ot 1 va 100 mgymm)

o IIPU3HALM WIK CUMIITOMH Ha Bb3MAJICHUE WIM HH(EKINs, HallpuMep MOBUILEHA TEMIIEpaTypa,
CTYJI€HU TPBIIKH, U3MOTABAHE (CUHOPOM HA UMYHHO peakmusupame, sudcme moyxa 2 3a noseue
noopobHocmiL)

Cho0maBaHe HA HesKeJIAHH PeaKINu

AKO MoTyunTe HAKaKBU HEXEJIaHU JICKApCTBEHU Peakluy, yBeaomere Bamus nexap wiu GapmanesT.
ToBa BK/II0OUBA BCUYKH Bb3MOYKHH HEOIIMCAHU B Ta3H JMCTOBKA HEXXENAaHU peakiuu. Mosere chlIo 1a
ChOOIIUTE HEXKENAaHHU PEaKIUU JUPEKTHO Ype3 HAllMOHAJIHATA CUCTEMa 32 ChOOIIaBaHe B!
W3nmpnHUTENHA areHuus 1o JieKkapcTBaTa

yi. ,,JJamsia ['pyeB” Ne §

1303 Cocpus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Kato cpoOmiaBaTe He)XXeIaHU peakuy, MOXKETe Ja JaJleTe CBOS IPUHOC 3a [0Jy4YaBaHe Ha IIOBEYE
uH(OpMaIHsl OTHOCHO O€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a cbxpansaBate REKAMBYS
Ja ce cpxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JIeTa.

He u3non3BaiiTe TOBa JIEKAPCTBO CJIE]] CPOKA HA TOAHOCT, OTOEIISA3aH BbPXY KapTOHEHATa ONIaKOBKa
cien ,,l'onen no:“. CpoKbT Ha TOTHOCT OTTOBAPS HA MOCIEAHUS JCH OT ITOCOYCHUS MECETl.

a ce cexpanssa B xnmaguwiauk (2°C - 8°C). [la He ce 3ampa3ssipa.

He u3xBbpisiite nekapcTBaTa B KaHAIU3ALUATA WIK B KOHTEHHEpa 3a JOMAITHU OTNAabIIH.
[Momuratite Bamus apManeBT Kak j1a U3XBBPIISTE JIEKapCcTBaTa, KOUTO Bede He M3MNo3Bare. Te3n
MEPKH 1€ CIIOMOTHAT 34 OIla3BaHe Ha OKOJIHATA Cpefa.

6. Cl,m,pma}me Ha onmaKoBKaTa M JO0IIbJHUTEC/IHA I/IH(l)OpMaIH/ISI

Kakso cpabp:xa REKAMBYS
. AKTHBHOTO BEILIECTBO: pHIIMUBUPHUH. Beeku ¢akon ot 2 ml ceabpka 600 mg punnuBUpUH.

o ITomonrnuTe BemecTa: mogokcamep 338, IMMOHEHA KUCEJIMHA MOHOXUAPAT, [IFOKO3a
MOHOXH/JIpAT, HATPUEB TUXHUAporeHdochaT MOHOXHUIPAT, HATPUEB XUAPOKCHU/ 32 KOPEKIIHA Ha
pH u ocurypsiBaHe Ha H30TOHUYHOCT U BOJIa 38 MHIKEKLINH.

Kak m3rie:xkna REKAMBYS u kakBO ChABP:KA 0MAKOBKATAa
WmxekunoHHa cycrieH3us ¢ yabibkeHo ocBoboxknaBaHe. REKAMBYS ce cbabpika B CTBKIIEH
¢nakon. OmakoBKaTa CbhIbpKa ChLIO U | cpuHIOBKA, 1 agantop 3a (GiaakoH U | WHKEKIUOHHA UTJIA.

IIpuTexkaTes Ha pa3peleHHeTO 32 yoTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus
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IIpousBoauTe

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

benrus

3a AonbAHKUTENTHA HH(POPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHUS
NpEeJICTABUTEN Ha MPUTEKATEIS Ha Pa3pelieHHETo 3a yIoTpeoa:

Belgié/Belgique/Belgien
ViiV Healthcare srl/bv
Tél/Tel: + 32 (0) 10 85 65 00

Bbarapus

»JoKOHCBH & xoHChH bparapus” EOO/]
Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

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

ViiV Healthcare GmbH

Tel.: + 49 (0)89 203 0038-10
viiv.med.info@viivhealthcare.com

Eesti

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

ee@its.jnj.com

EA\LGda
Janssen-Cilag ®appaxevtikr A.E.B.E.
TnA: +30 210 80 90 000

Espafia

Laboratorios ViiV Healthcare, S.L.
Tel: + 34 900 923 501
es-ci@viivhealthcare.com

France

ViiV Healthcare SAS

Tél.: + 33 (0)1 39 17 69 69
Infomed@viivhealthcare.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
ViiV Healthcare srl/bv
Belgique/Belgien

Tél/Tel: + 32 (0) 10 85 65 00

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

Malta
AM MANGION LTD.
Tel: +356 2397 6000

Nederland
ViiV Healthcare BV
Tel: + 31 (0) 33 2081199

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

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

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

Portugal

VIIVHIV HEALTHCARE, UNIPESSOAL,
LDA

Tel: + 351 21 094 08 01
viiv.fi.pt@viivhealthcare.com

52



Hrvatska

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

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia
ViiV Healthcare S.r.|
Tel: +39 045 7741600

Kvnpog
Bapvéapoc Xatinmoavaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +371 678 93561
Iv@its.jnj.com

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)

ViiV Healthcare BV
Tel: + 44 (0)800 221441
customercontactuk@gsk.com

JlaTa Ha MOCJIeAHO Npepasriekaane Ha Jucrtopkara 06/2023.

[MonpoOHa nH(MOpMaIUs 3a TOBA JIEKAPCTBO € MpeAoCTaBeHa Ha yeOcaiita Ha EBpornelickaTta areHnus
1o JiekapcTBata: http://www.ema.europa.eu/.
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ITocoueHaTa mo-n0,1y HH(GOPMAaIHUsI € MpeTHA3HAYEHA CAMO 32 METUIIMHCKH CIEeNHATUCTH U
TpsiOBA Ja ce mMpoYeTe OT MeIMIMHCKU WJIH 3PaBeH CHelHaJINCT 3ae[IHO ¢ MbJHATA KpaTKa
XapaKTepuCTHKA HAa MPOAYKTA.

Yxka3zanus 3a ynorpeéa Ha REKAMBYS 2 ml nnxexuust:

IIperaen

3a mbiHA 1032 ca HEOOXOAMMH JIBE HHKEKIIHU:

2 ml kaboTerpaBup 1 2 ml pUITUBUPHH.

KaboTerpaBup 1 puiInmuBUPHH ca CyCIIEH3UH, KOUTO HE C€ HY)KIAsT OT AOMBIHUTEIHO pa3pexaaHe Win
pexonctutyupane. CTBIKUTE 32 IOATOTOBKA Ha JBETE JIEKAPCTBA Ca €IHAKBH.

KaGorerpasup 1 punnuBUpUH ca caMo 3a HHTPaMYCKYJIHO IPUIIOXKEHHE. J[BeTe nHXeKLIuu TpsiOBa 1a ce
npuiarar B CeJaUIIHUTE MyCKyJIi. PenbT Ha pusarane He € OT 3HaYCHHUE.

| 3abenexka: [Ipenopsusa ce BEHTPO-TIYTCATHO MSCTO.

e Jla ce cpxpansBa B xnamwiHuk Ha 2°C go 8°C.
[ Ja He ce 3ampa3siBa.

®IaKOH PHIINHABHPHH Ajanrop 3a guiakona

Kanauka Ha
¢arakona
(I'ymena
3aImyImanka mos
KaraJykara)

CnpuHIoBKA HHxeKIUOHHA UTJ1a

IIpenna3urten Ha urJjaaTa

Kanauka nHa urjara

Bamara onakoBka CbAbPiKa

1 ¢rakoH pUNHBUPHH

1 aganrop 3a ¢uiakoHa

1 cnpuHIIOBKA

1 wmxeknuonHa uria (pasmep 23 G, 1% nnya)

B3emere npeaBu TEIOCIOKEHUETO HAa TAIMEHTA U M30epeTe NHKEKIIMOHHA UIJIa C TIOAXO/1Ia
JBJDKMHA CTIOPE MeIUIMHCKaTa By mperenka.
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Ille Bu 0b1aT HEOOXOAMMH CHIIO

Hecrepuinu pbkaBUIn

2 TaMIIOHA, HAIIOCHH ChC CITUPT

2 MapJieHH TaMIIOHa

Tlonxoasim KOHTEHHEP 3a OCTPHU MPEIMETU

1 omakoBka kaborerpasup 2 ml

[penu na 3amo4HeTe, yBepeTe ce, 4e OnakoBKkara kaborerpaBup Bu e mox pbka.

IToaroroBka

1. TIlpoBepere duiakoHa

e [IpoBepere nany jaTara Ha U3THYAHE HA
CpOKa Ha TOTHOCT HE € U3MHUHAJIA.

e [lIpoBepere BenHara (uakoHuTe. AKO MOXe Aa
BUJIMTE YUYW YACTHIIU, HE H3MONI3BANTE
MPOAYKTA.

lNpoeepete cpoka Ha
FOHOCT W NeKapCTBOTO

He u3noa3Baiite, ako 1arata Ha H3THYAHE
Ha CpOKa Ha TOJHOCT € MUHAJIA.

2. H3uakaiite 15 MUHYTH

e I3uakaiiTe Hail-Manko 15 MuHyTH, peau 1a
MOCTaBUTE MHXKEKIIMATA, 3a J]a MOXKeE

W3yakaiiTe JIEKApCTBOTO J1a IOCTUTHE CTallHa

15 munyTH TeMIieparypa.

0

3. Pa3kjartere eHepru4Ho

e Xganere (h1aKoHA 3/[paBO U pa3KiaTeTe
CHEPTUYHO B ITPOAB/DKCHUC HA ITbJIHU
10 cexyHM, KaKTO € IMOKa3aHo.

e OObpHETe (IIaKoHA U IIPOBEpPETE
cycnenaupanero. TpsOBa ja u3riexaa
€THOPOJIHO. AKO CyCIICH3HsITA HE €
€IHOpO/IHA, pa3KiiaTeTe (hIaKoHa OTHOBO.

e HopwmaiHo € Jja BIXKJ1aTe MaJIKU Bb3AYIIHU
Mexypuyera.
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4.

OtcTpaHeTe KanaykaTa Ha (uiakoHa

e MaxHere Kanadkara Ha (prakoHa.
e 130BpmieTe rymMeHara 3arynaika ¢ TAMIIOH
ChC CIUPT.

He no3BonsaBaiiTe HUIIIO Ja TOKOCBA
TyMEHaTa 3amyliaika ciieq] u30bpCBaHeTo.

5. OrtBopete aganTopa Ha (pJIaKOHA
e OOGenere XxapTHEHATa IOUI0XKKA OT
« OIIaKOBKaTa Ha aJilanTopa 3a (iakoHa.
» 3a0enexka: OcTaBeTe afanropa B
OIIaKOBKaTa My 3a CJIe/IBalliaTa CTHIIKA.
6. Ilpuxpenere agantopa KM (p1akoHa

e Haruchere ajganropa mmpaBo Ha/I0JIy BbPXY
(makoHa, KaTO M3IMOJI3BATE OMAKOBKATA, KAKTO
€ MOKAa3aHo.

AnantopbT Ha (1akoHa TpsIOBa Ja LIpaKHe U
Jla ce 3aKper CTabuiTHoO.

e Koraro cre roroBH, BAUTHETE OMAKOBKaTa OT

ajanropa Ha (1aKoHa, KaKTO € I0Ka3aHo.
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7.

IIpurorsere CIPUHIIOBKA

3

M3Banere crippHIIOBKATa OT OMAKOBKATa.
Uzrernere 1 ml Bp3ayX B CIpHHIIOBKATA.
ToBa 111€ yleCcHU U3TEINIIHETO Ha TEYHOCTTa
HO-KBCHO.

IIpukpenere CHpUHIOBKATA

XBaHeTe ajantopa u (rakoHa 3paBo, KaKTo
€ MO0KAa3aHo.

3aBbppTeTe CHPUHIIOBKATA IUIBTHO BHPXY
ajanropa Ha ¢uiakoHa.

Harucuere OyTtaoro nokpaif, 3a 1a BKapaTe
BB3IyXa BBB (PIIakoHa.

9.

OO0BpHETE CIIPUHIIOBKATA U (hJIaKOHA U 0aBHO
HU3TCIJIETC BB3MOKHO ITOBE€YEC TCUHOCT B
CIIpHUHIIOBKaTa. MoJKe /1a uMa IoBe4e TEYHOCT
0T HEOOXOJJMMOTO KOJIMYECTBO 32 JI03aTa.
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10. OTBBpTETE CIPHHIIOBKATA

s
<+

e OTBBpTETE CIIPUHIIOBKATA OT a/IalTOpa Ha
(akoHa, KaTo IbPKUTE aJanTopa KakTo €
MOKA3aHo.

3abenexka: [[ppxTe CIpUHIIOBKATa
W3MpaBeHa, 3a Ja MPe0TBPaTUTE U3THYAHE.
[IpoBepete nanu cycneH3uATa U3IIIEKAA
€HOPOJIHA U MIICYHO Osiya.

11. Ilpukpenere urJa

e OTBOpeTe onakoBKaTa Ha UrjaTa YacTU4HO,
TaKa 4ye J1a ce BUIM OCHOBATa Ha UIJara.

e Karo n1ppxuTe COpUHIOBKATa U3MPaBEeHa,
CTaOMIJIHO 3aBBbPTETE CIPUHLIOBKATA KbM
uriara.

e llI3BazeTe uriara OT ONAKOBKaTa.

HuxkexkTupane

12. IlpurorBete MACTOTO HA MHKEKTHPAHE

— -

i B @
7
i
r
/ o
a
Benrporayreanno Jop3orayreanHo

Wuxekuuure TpsiOBa 1a ce MOCTaBAT B
cepanuuiero. M3bepere cnennure obnactyu 3a
WH)KEKTUPaHe:

e BeHTpo-riryTeaniHo (Ipenopb4ruTeNHO)

e Jlop3o-riyTeanHo (TOpHHS BbHIICH KBaJAPaHT)

3alesexka: 3a HHTPaMyCKYJIHO
MPUIOKEHUE CaMO B CEIATMIHUTE MYCKYJIH.
He unxexTupaiiTe HHTPaBEHO3HO.

13. MaxHere Kanmauykara

e CrpHere npeanasuTeiid Ha urjara.
e l3Ternere xammaukara ot MHXCKIITMOHHATa
uria.
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14. OtcrpaHeTe M3IHIIHATA TEYHOCT

o JIpmKTe CIPUHIIOBKATA C UrjlaTa Harope.
Hatucuere O6yTanoro 1o mo3ara ot 2 ml, 3a i1a
OTCTPAHMTE U3JIMIIHATA TCYHOCT U
BB3/YIIHUTE MEXypyeTa.

3a0eme:kka: [Touncrere MICcTOTO HaA
WHKEKTHpaHE C TAMIIOH Che cupT. OcTaBeTe
KO>KaTa J1a U3ChXHE Ha BB3yXa, Ipeau Aa
MIPOIBIDKUTE.

15. OnbHeTe KokKaATA

1inch
(2,5 cm)

4

W3non3Baiite TeXHUKAaTa HA UHXKEKTUPAHE ,,Z-
track®, 3a 1a cBefeTe 10 MUHIMYM H3THYaHETO
Ha JICKapCTBOTO OT MACTOTO Ha MHKEKTHUPAHE.

e OmpHETE CUIIHO KOXaTa, TIOKPUBAIa MSICTOTO
Ha MH)XEKTHUPAHE, KaTo 5 OTMECTUTE C OKOJIO
enuH uHY (2,5 cm).

e 3a7pBKTE 5 B T3 HO3MLIHSA 32
HUHKCKTUPAHETO.

e BwubBeaeTe uriiara JI0Kkpa Wi J10CTaTbYHO
IIBJIOOKO, 32 J1a C€ IOCTUTHE MYCKYJIa.
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17/. HuxexkTHpaliTe 103aTa

Kato Bce ome a1ppxuTe KojkaTa OnpHara,
0aBHO HaTHCHETE OYyTaJIOTO AOKpai.
V6enere ce, 4ye CIPUHIIOBKATa € Ipa3Haa.
W3rernere urnaTta U BegHara OTIyCHETE
OITbHATATa KOXa.

18. IlpersenaiiTe MACTOTO HA HHKEKTHPAHE

[IpuTHCcHETE MACTOTO Ha MHKEKTHPAHE C
Mapisl.

[Ipu mosiBa Ha KbpPBEHE MOXKE Ja C€ U3IO0I3Ba
MaJIKa IpeBpB3Ka.

He Macaxupaiite ydyacTbKa.

19. O6e3omacere urJara

CrpHeTe npeanasuTens Ha WIJiaTa HaJl Uriara.
JIexo HaTUCHETE BBPXY TBBPAA IOBBPXHOCT,
3a J1a 3aK/II0YUTE NpeAIa3uTess Ha UriarTa.
[IpenmasuTenar Ha UIJIaTa Ie MPaKHe,
KOraTo ce 3aKJII0YBa.
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CJien MHXKEKTHPAHETO

20. HM3xBbpJiere nmo 6e3onaceH HAYHH

o 3xBBpieTe U3MOI3BAHUTE UIJIH,
CIIPUHIIOBKH, (DJIAKOHU M aJanTepu 3a (hIaKoH
CIope/l MECTHUTE U3UCKBAHUS 32
0e301IacHOCT.

HOBTOpeTe CBIIIOTO C 2-TO JICKAPCTBO

AKo ol11e He CTe MHXEKTHPAIH JBETe JIeKapcTBa,
M3IIOJI3BATe CTHIIKUTE 3a MOJITOTOBKA U
WHXeKkTHpaHe Ha Kaborerpasup, KOiTo nma
CBOMTE CIICIU(UYHY ,,YKa3aHMsI 3a ynorpeda‘,

Bbnpocu u orropopu

1. Kojiko abJIro Mo:ke JieKapcTBOTO /12 Ce OCTABU U3BbH XJIaJUJIHUKA?

Haii-no0pe e 1ekapcTBOTO Ja ce MHKEKTHPa BEAHAra, cjell KaTo JOCTUTHE CTaiiHa TeMIeparypa.
OnakoHBT 00ave MOXKE J1a Ce JbPKU B KAPTOHEHATA OIMaKOBKa Ha CTaliHa TeMIeparypa (MaKCHMallHa
temmneparypa 25°C) no 6 gaca; He npuOupaiiTe 0OpaTHO B XJIAAWIHUAKA. AKO HE CE U3I10J13a B PAMKHTE
Ha 6 yaca, QuIakoHBT TPsIOBa 12 C€ U3XBBPIIM.

2. Koaxko abJro Mosxe JiekapcTBOTO /1a ce OCTaBH B CIIPMHIIOBKATA?

Haii-no0Ope e nekapcTBOTO (Ha cTaifHa TeMIeparypa) a c€ HHXEKTHPa Bb3MOXKHO Hall-CKOPO ciiel
U3TErsHeTO My. JIekapcTBOTO 00aue MOXe /1a OCTaHe B CIPUHIIOBKATA JI0 2 Yaca, IPeau J1a ce
WH)XEKTHpA.

AKO M3MHHAT NOBEYE OT 2 Yaca, JEKapCTBOTO, CIIPUHIIOBKATA U UIJIaTa TPsIOBa J1a c€ U3XBBPIIIT.

3. 3amo TpsidOBa 1a ce MH:KEKTHPA Bb3AyX BbB (pi1akoHa?

Wmxektupanero Ha 1 ml Bb31yX BBB (hi1aKOHA yJIECHSBA U3TETIITHETO Ha JI03aTa B CIPHHIIOBKATa. bes
BB3/[yXa U3BECTHO KOJIMYECTBO TEYHOCT MOXKE HEBOJIHO JIa H3Teue 00paTHO BHB (DJIaKOHA, KaTo B
CIPUHIIOBKATA OCTaHE MO-MaJIKO OT KEJIaHOTO KOJIMYECTBO.

4, HNma jin 3HaYeHHE pebT, 10 KOWTO 1Ie ce MH:KEKTHPAT JieKapcTBaTa?
He, pensbt e 6e3 3HaueHuME.

5. Be3onacHo Ju e 1a ce 3aToniu ()IaKOHA 10 CTallHA TeMIlepaTypa no-obp30?

Haii-no0pe e na ce octaBu (hIakOHBT J1a TOCTHTHE CTaiiHA TeMIIepaTypa eCTeCTBEHO. Moxke obade na
M3II0JI3BATE TOILIMHATA Ha PBIIETE CH, 32 J]a YCKOPUTE BPEMETO 3a 3aTOIUIsTHE, HO TPIOBa Ja ce
rapa"Tupa, 9e GIakoHbT HsMa na ce 3arommm Hag 25°C.
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He u3non3Baiite APYTd HAYMHHA 3a 3aTOIUIAHC.

6. 3amo ce npenopbYBa BEHTPO-IIIYTEATIHOTO NPUJIOKEHHE KATO MoaX0a?
BeHnTpo-riyTeanHusT noaxo B Myckyin gluteus medius ce mpenopbyBa, 3al0TO TOW ce HaMHpa Jajiedue
OT IJIaBHUTE HEPBU U KPHBOHOCHH ChJI0BE. J[0p30-TiIyTealHusIT NoAX0 B MycKy gluteus maximus e
IPUEMIIUB, aKO CE€ IPEANOYNTa OT MEAULIMHCKYS crenuanuct. Makeknusra He TpsiOBa fa ce mpuiara
Ha IPYro MSCTO.
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JlucroBka: nHpopmManus 3a noTpeduTes
REKAMBYS 900 mg nHKeKIHOHHA CYCIIEeH3HUs C YBJIKEHO 0CBOOOKIaBaHe
punnuBupuH (rilpivirine)

vTosu JICKApCTBEH MPOIYKT MOJICKH Ha JOMBIHUTEHO HabmoaeHre. ToBa 11ie mo3Boau 6bp30TO
yCTaHOBSIBaHE HA HOBA HH(POPMAIIUs OTHOCHO Oe30macHoCcTTa. MoeTe J1a iajieTe CBOs PUHOC KaTo
CHOOIIHUTE BCSIKA HEXENaHa PeaKilys, KOATO CTe MONYyYMIH. 3a HaUHHA Ha ChoOIIIaBaHe Ha HEeXKeTaH!
peaKIMu BIKTE Kpas Ha TouKa 4.

IIpoyereTe BHUMATEIHO LAJIAaTa JMCTOBKA, IIPEIH 1A 3all04HeTe a IpHeMaTe TOBA JIEKapCTBOo,

TBhH KaTo TS ChAbPKa BaxHa 32 Bac nudopmanus.

- 3amazeTe Ta3u JUCTOBKA. Moke 1a ce HaJIOKU J1a g IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBU JOIBJIHUTEIHU BBIIPOCH, NonuTaiTe Bamus nekap nim dapmanesT.

- ToBa nekapcTBO € npeanucano JuyHo Ha Bac. He ro npeotcThnBaiite Ha npyru xopa. To Mmoxke
Jla UM HaBpeJd, HE3aBUCHMO Ye MPU3HALMTE Ha TAXHOTO 3a00JsBaHe ca ChIUTe KaTo BammuTe.

- AKO TIOITyunTe HAKAKBU HEXEJIaH! peakiny, yBegomere Bamms nekap winn papmanest. Toa
BKJIFOUBA M BCHUKH Bb3MOKHU HEXKEJIaHU PEAaKIUU, HEOIMCAHN B Ta3H JIMCTOBKA. BrxkTe
TouKa 4.

KakBo cbabpika Ta3u JHCTOBKA

Kaxgo npencrasnsisa REKAMBY'S u 3a kakBo ce u3nonsBa
Kakgro TpsiOBa na 3Haere, npeau Aa usnomBare REKAMBYS
Kak ce npunara REKAMBY'S

BB3MOXHN HEeXellaH! peakiinu

Kax ga cexpanssate REKAMBYS

ChabpkaHue Ha ONIAKOBKATa W JOMBIHUTEIHA HHPOPMALIUS

SouhkwdE

1. Kaxkso npeacraBiassa REKAMBYS u 3a kakBo ce u3nosi3sa

REKAMBYS cbpabppxa akTUBHAaTa ChCTaBKa PWINHUBHPHUH. TOM € 4acT OT rpyna JeKapcTBa, Hape4eH!
HEHYKJICO3UIHU HHXUOUTOPH Ha oOparHaTa TpaHckpunTaza (NNRTI), kouTo ce u3nomnsear 3a JiedeHue
Ha UH(EKIHS ¢ YOBEIIKH uMyHoaeduured Bupyc tun 1 (XUB-1).

REKAMBYS nefictBa 3aeiHo ¢ Ipyru Jiekapcrsa npotus XMB, karo Giiokupa criocoOHOCTTa Ha
BUpYcCa Jia ipaBu moBeue Konus Ha camusi cede cu. REKAMBY'S nmxkekimuu He JiekyBa HHPEKIHATA C
XWB, Ho nmomara ja ce Hamanu koianuectsoTo Ha XMB BbB Bamms opranussM U 1a ce NoIbpKa Ha
HHUCKO HHBO. ToBa 3a0aBs yBpeKAaHETO HA UMyHHATa CUCTEMa M Pa3BUTHUETO HAa MH()EKLIUHU U
3abonsiBanus, cBbp3anu cse CITUH.

REKAMBYS ce mpuiara BuHaru ¢ apyro jiekapctso npotus XV B, HapeueHo kaboTerpaBup
umkekius. Te ce u3moy3Bar 3aeHO Py Bh3pacTHU Ha U Haja 18 roaunu, ynsto XVB-1 undexuus e
BedYe MM0/I KOHTPOIL.

2. KakBo TpadBa na 3Haete, npeau aa usnoassatre REKAMBYS

He n3noissaiite REKAMBYS, ako cTe anepruuHu KbM pHIITUBUPHUH WIH KbM HIKOSI OT OCTaHAIUTE
ChCTAaBKU Ha TOBA JIEKApCTBO (M30pOCHH B TOUKA 6).

He n3nonseaiite REKAMBYS, ako npuemate HsIKoe OT CJIeJHHTEe JeKAPCTBA, Thil KATO T€ MOTaT

na oBmusiAT nerictBuero Ha REKAMBYS wim Ha apyroTo jrekapcTBo:

- kapOaMasenuH, okckapOasenuH, peHobapouTai, peHuTonH (JIeKapcTBa 3a JCUCHUE Ha
SIWICTICUS U TIPEIOTBPATABAHE HA TIPUIIATBIIN)

- pudadyTHH, pudaMuiuH, pudaneHTUH (JICKapCcTBa 3a JICUCHHE Ha HIKOW OaKTepUaIHU
HHQPEKINUN KaTo HaIp. TYOepKyJI03a)
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- JieKcaMeTa30H (KOPTUKOCTEPOU]T, M3MON3BaH MIPH PAa3IIMYHU 3a00JIsIBAHUS, KATO HATIP.
Bh3MANICHUE U aJIePTUYHU PEaKIIMK) KOTaTO ce IpUeMa KaTo Kypc Ha JIeYeHUe Mpe3 ycTaTa Ui ¢
WHKCKITUH

- MPOIYKTH, KOUTO ChIBPIKAT XKBAT KautapuoH (Hypericum perforatum,0uaxoBo JieKapcTBo,
W3IIOI3BAHO TIPH JICTIPECHS).

Axo nmpueMarTe HAKOC OT 'OPHUTEC JICKAPCTBA, nonuraite Bamms JICKAp 3a aJITCpHATUBHO JICHCHUC.

Ilpenynpesxaenus U npeanasHl MepKU
I'oBopete ¢ Bamus nexap winu papmarieBt, npeau na usnoinzsare REKAMBYS.

REKAMBYS ne Bomu 1o mnekyBane Ha HIV nndexnus. Toit e yact oT neueHue 3a HaMaIsiBaHe Ha
KOJINYECTBOTO Ha BUPYCa B KPHBTA.

TpsoBa 1a kaxkere Ha Bamus jJekap 3a CbCTOSIHUETO CH

3armo3HaiTe ce ¢ TOUKUTE Mo-A0y U uHpopMupaiite Bammms nekap, ako HIKOE OT Te3U ChCTOSHHS Ce

oTHacs 3a Bac

- Tps6Ba na HanpaBUTE BCUYKH IUIAHUPAHU BU3NUTH 33 MH)KEKTHUPaHE, HE NPOIyCKalTe HUKAKBU
BH3HTH, TOBA € MHOTO Ba)KHO 3a ycrexa Ha BameTo nedenne. Ako He MOXKETeE [ja HallpaBUTe
TUTaHUpaHa BU3UTA, yBeJoMeTe Baius nexap Bb3MOXKHO Hail-Obp30.

- Kaxxete Ha Bamms nexap, ako UMaTe WM CTE€ UMali MPo0JeMH ¢ YepHuUs Apo0d, BKIIIOUUTEIIHO
xenatut B wn xenatut C, niu npodsemMu ¢ 0b0penure. Bammst nexap Moke /1a IpoBepH
¢yHkumsaTa Ha Bamms yepen npo6 wim 6s0peny, 3a a B3eMe pelieHue Jalu MOXe 1a
usnon3zBare REKAMBYS. Buwxkre ,,Heuectn Hexxenanu peakiuu® B Touka 4 Ha Ta3u JTUCTOBKA
3a MPU3HALM Ha YepPHOAPOOHO YBpEKAAHE.

- Kaxere He3abaBHO Ha Bamus nekap, ako 3a0esiexnuTe HIKakBU CHMIITOMHM Ha HHpeKuuu
(Hampumep, IOBUIIIEHA TEMIIepaTypa, CTYIeHH TPBIIKH, U3MO0TABaHe). [Ipu HsIKOM MaIeHTy ¢
XWB BB3mazeHne OT Npeaxo1Hi HHPEKIMA MOXKe Ja Ce TOSBU CKOPO CIIe]l 3all0YBaHe Ha
neuenneto 3a XMB. Cunra ce, ye T€3u CUMITOMH C€ IbJDKAT HA IOA00pEHNE Ha UIMYHHUS
OTrOBOP, JIABAI0 B3MOKHOCT Ha OpraHu3Ma ja ce 6opu ¢ HHQEeKInuuTe, KONTO MOXKE J1a ca
CBhUICCTBYBAJIU IIPEAN TOBA, HO HE Ca NIPCAU3BUKAIN BUIUMHU CUMIITOMHU.

- Kaxere BenHara Ha Bamust gekap cbIo 1 ako 3a0eJeXuTe CUMITOMH KaTo MyCKyJIHa ¢1a0ocCT,
€11a00CT, KOSITO 3aIl04YBa B JUIAHUTE U CThIIAJIATa U CE IPUABMKBA HArope KbM TsJIOTO,
chprieOueHe, TpernepeHe Wik CBPhXaKTUBHOCT. ToBa ce NbKM Ha aBTOMMYHHH HAPYIICHUS
(chCTOSIHMSL, IPY KOUTO UMYyHHATa CUCTEMA T10 MTOTPEIIKa aTaKyBa 3/IpaBara ThKaH Ha
OpraHusma), cijell KaTo 3aloyHeTe JAa npueMare JekapcTsa 3a ieuenue Ha XVB undexuusra.
ABTOMMYHHUTE HapyIIEHNUs MOKE /1a Bb3HUKHAT MHOTO MECEIIH CJIe]] Ha4aJIoTO Ha JICYEHUETO.

- Kaxxete Ha Bammms nekap, ako npuemare HsIKaKBH JeKapCcTBa, 3a KOUTO Bu e kazaHo, 4ye Moxe
Jla IPeAN3BUKAT )KMBOTO3aCTPAIIABAIY HAPYIIEHUS HAa ChPJACYHUS PUTHM.

Peakuuu KbM MHIKEKIUUTE

IIpu HsKOM XOpa MUHYTHU CJEJ MOJIy4YaBaHE HA MHXKEKIUS C PUINUBUPHUH HACTHIIBAT CUMIITOMH Ha
peakuus cine MHKeKkTupane. [lopeueTo cuMOTOMH O0T3ByYaBaT B PAMKUTE Ha HIKOJIKO MUHYTH CJIE]
UHKeKTHpaHeTo. CHMITOMUTE HA PEAKITUUTE CIIE]] MHPKEKTUPAaHe MOXKE J1a BKIIIOUBAT: 3aTPYAHEHO
JIUIIIaHEe, CTOMAIITHYU CIIa3MH, OOPUB, U3IIOTSIBAHE, U3TPHIIBAHE HA yCTATa, TPEBOXKHOCT, YCEIlaHe 3a
3aTOIUISIHE, BUEHE Ha CBAT WJIM YCELIAHE KaTo Y€ JIU 1I€ NpUIagHETE, IPOMEHU B KPbBHOTO HAJIATAHE
1 Oosika (Hanp. B rbpOa u rpbanus ko). Kaxkere Ha Baius MeIUIIMHCKH CIICIIUAIIUCT, aKO TOJIYYHUTe
T€3U CUMITOMH CJIe]l IOCTAaBsIHE HA UHXKEKIIUUTE.

PenoBHUTe MocenieHNs HA JieKaps €a BaXKHU

BaxHo ¢ 1a cna3Bare IJIaHUPAaHUTE MoceleHus: Mpu jJekap 3a nmoctaBsae HAa REKAMBYS, 3a na
ce kouTponupa XVB nnpekuusaTa u 1a ce crpe BiomaBaHeTo Ha 3a0omnsBaneTo Bu. He nmpomyckaiite
TMIpPETJIe]], TOBA € MHOT'O BaYKHO 3a ycIieXxa Ha JiedeHneTo Bu. Ako He MOKeTe J1a OTUAETE Ha MJIaHUpaH
npersen, ysenoMere Bamus gexkap Bb3MOXKHO Hali-ckopo. ['oBopete ¢ Bamus ekap, ako MUCTUTE Ja
CIIpeTe JIedeHNeTo. AKO 3aKbCHEeTe WK cripeTe noiydaBaneto Ha REKAMBY'S umkexrus, mie
TpsiOBa J1a mpreMaTe ApYyTH jJeKkapcTBa 3a ieueHue Ha HIV nndexnus u 3a HamansBaHe Ha pucKa
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BHPYCHT JIa CTaHE PE3UCTEHTEH, Thil KATO HUBATa Ha JIEKapCTBOTO B opranniMa Bu me 6b1at TBBpIIE
HUCKH 3a JieueHue Ha XV B nndekmuaTa.

Hena
REKAMBYS He e npenHa3HadeH 3a ynorpeda mpu Jiela i FOHOIIN Ha BB3pacT mox 18 roguam,
3ali0TO HE € MPOYYEH MPH TAKKBA MAIIUCHTH.

JApyru nekapcrBa u REKAMBYS

Tpsi6Ba na kaxere Ha Bamms MEOUIMHCKY CIIEIUAINCT, aKO [IpUeMaTe, HACKOPO CTE IPUEMAaH WU €
BB3MOXKHO J1a ipueMaTe Jpyru jgekapcTBa. Hakoun nekapcTBa MoXke Jja MOBNMSAT HUBaTa Ha
REKAMBYS B kpbBTa, koraro ce npueMat eqnospeMeHHO ¢ REKAMBY'S, unu REKAMBY'S moxe
Jla TIOBJIUsIE JEWCTBUETO HAa JPYTH JICKApCTBa.

REKAMBYS He Tpsi6Ba 1a ce mpuiara ¢ HIKOM ApyIH JeKapcTBa (BHxTe ,,He n3moJspaiite
REKAMBYS*“ B Touka 2).

Edexrure Ha REKAMBYS nim apyru jiekapcrBa Mo:ke Ja ce IPOMEHST, aKO IpUeMare
REKAMBYS 3aeiHo ¢ HIKOE OT CICIHUTE JIEKapCTRa:

- KIIAPUTPOMUITUH, EPUTPOMUIIH (aHTHOUOTHIIN)

- MeTa/IoH (M3II0JI3BaH 3a JIeueHNe Ha HApKOTHYHA aOCTHHEHIIUS 1 3aBUCUMOCT)

AKo mpueMaTte HJKOe OT TOpHUTE, onuTaiTe Bamus nexkap 3a alTepHaTUBH.

BpeMeHHOCT M KbpMeHe

Kaxere HezabaBHo Ha Bamms nekap, ako cte OpeMeHHa WU IJIaHupaTe OpeMeHHOCT. Bammst nexap
IIe TIPeTieHn Noj3aTa u prcka 3a Bac u Bamrero 6ebe ot ymotpebata Ha REKAMBY'S, nokaro cte
OpeMeHHa. AKO TTaHUpaTe OPEMEHHOCT, TOBOPETE MPEBAPUTEITHO ¢ Bamms ekap, Thii Kato
PUITIUBUPHUH MOXKE J1a OCTAaHE B OpraHusma no 4 TOAUHU CJIC/ ITOCJICAHAaTa NHXKEKIMA Ha
REKAMBYS.

He ce npenopbsyBa kbpMeHe IpH keHH, kouTo ca XVB-nmonoxurennu, Toii kato XM B undexiusaTa
MOXKe Jia ce mpejajie Ha 6e0eTo upe3 KbpMara.

AKO KbPMHTE HJTH CMSITATE J]a KbPMHUTE, TPAOBaA Ja 00ChauTe TOBa ¢ Barims Jiekap Bb3MOXHO Hall-
CKOpO.

Ilopupane u padora ¢ MAILIMHH

Hsxou nmanueHTr Moxe J1a U3MUTaT yMOpa, 3aMastHOCT Ui CBHJIMBOCT II0 BPEME Ha JICUEHUETO C
REKAMBYS. He modupaiite u He paboTeTe ¢ MAIIMHK, aKO UMaTe HIKOU OT Te3U HeXKeJaH!
peaKLyH.

Ba:xxna nndopmainus 3a Haxou ot cbecTaBkute Ha REKAMBY'S
ToBa JilekapcTBO ChIbPIKa MO-MaKo oT 1 mmol HaTpuii (23 mg) Ha 3 ml HHKEKIHS T.€. MOXe Aa ce
KaXke, 4e MPaKTHYECKH HE ChIbpiKa HATPHH.

3. Kak ce npniiara REKAMBYS

Menunnuacka cectpa win Jiekap e Bu npunoxn REKAMBY'S kato nHxeKIus B MycKyJia Ha
CEeIIANTUIIICTO (UHMPAMYCKYIHA ULU 1.1, UHIICEKYUSL).

HNuxekuusita me Bu 6’[:1{6 npuiaraHa WJd BEeAHbK BCEKU MeCell, WJIM BEAHDbK HA BCCKH 2 Mecena
3aCIHO C APYT0 MHKCKIIUOHHO JICKApCTBO, HAPCUYCHO KaboTer paBup. Bammsar JICKAp 1€ KaxKe KOJIKO
YCCTO LOIC CC pujiara JICKapCTBOTO.

Korato 3anounere jJeuenue ¢ REKAMBYS, Bue u BammsaT nmekap Moke 1a pelTuTe 1a 3ar0qHETe

©KEHEBHO JICUCHHUE C ¢/THA TabJIeTKa PUIMMBUPHH OT 25 mg ¢ XpaHa U eJHa TabyieTka kKaboTerpaBup
ot 30 Mg B npoabDKEHUE HA MH Mecell rpeau mbpBata Bu nmxekiuss REKAMBYS. Toga ce
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HapHu4a 6veexcoau; nepuoo - IpueManeTo Ha TabieTkuTe npenu aa moxyuute REKAMBYS u
Ka0oTerpaBup MHXEKIUH IIIe /1€ Bh3MOXKHOCT BammsT nexap 1a mpoBepu aid Te3u JIEKapcTBa ca
noaxoasuu 3a Bac.

Hpyrara Bp3MokHOCT € Bue u Bammst nexap ga pemunre na 3amounete qupektHo ¢ REKAMBY'S
WHYKEKITIH.

Axo REKAMBYS me Bu ce mpmrara Bcekn Mecetr, BameTo sedenue me 0b1e KakTo cieaBa:

Kora
JlekapcTBoO IIspBa nHKEKIUSA BTopa uH:KeKIHS U MO-HATATHK, BCEKH
Mecel
Punnusupun | enna mmkeknus ot 900 mg 600 Mg ¢ MHXKEKIHS BCEKU MeCeIl
KaborerpaBup | exna nmxexmus ot 600 mg 400 mg ¢ WHKEKIHUS BCEKH Mecel]

IIpu npunoxenne Ako REKAMBY'S mie Bu ce npunara Ha Bceku 2 Mecena, BameTo neduenue me
ObIe KakTo ciefBa:

Kora
JlekapcTBO II'bpBa ¥ BTOpa MHKEKIUM TIPe3 Tpera MHKEeKIMS U MO-HATATHK, HA
eJIMH Mecell BCEKH 2 Mecela
PunmuBrpuH exHa mkekiusa ot 900 mg 900 Mg ¢ MHKEKITNS Ha BCEKH 2 Mecerna
KaborterpaBup | emna mmkeknus ot 600 mg 600 Mg ¢ MHKEKIHS Ha BCEKH 2 Mecena

Axo nponycHete REKAMBYS unskexkums
BaxxHo e na cra3zBare pefjoBHO IJIAaHUPAHUTE MTOCEIICHHS MTPH JIeKap 3a MOCTaBIHE Ha MHXKEKIUSI. AKO
MIPOITyCHETE Yac, CBhPIKETe ce He3abaBHO ¢ Bamms sekap, 3a 1a cu HaCpo4HTe JAPYT.

I'oBopete ¢ Bammus Jgekap, ako MUCIHUTE, Ye HiIMa 1a MoxkeTe fa momyunte REKAMBY'S umxexmms
B 00MYaifHOTO BpeMe. Bammsr iekap Moxe J1a mpernopbia BMECTO TOBa Ja MIpHeMaTe TaOIeTKH,
JTOKAaTO OTHOBO CTaHe Bh3MOXKHO n1a moiryunte REKAMBY'S unkekius.

Axko Bu e npuiokena nmosede ot Heooxoaumara 103a REKAMBYS

ToBa nexapcTBo 11e Bu ce mpunara ot nekap WM MEAULMHCKA CECTPa, TaKa Y€ HsIMa BEPOSITHOCT /1a
Bu ce npunoxu nmoseue ot Heo6xoaMMaTa /103a. AKO CT€ MIPUTECHEHH, KayKETe Ha JIeKaps WK Ha
MEIUIMHCKA CECTpa.

He cnimpaiite udnoassanero Ha REKAMBYS, 6e3 1a ce nochBeTBaTe ¢ Bamms nekap.
Nznomnspaiitte REKAMBY'S TokoBa ab1T0, KOJIKOTO TpenopbuBa Bammsr nexap. He ro cnimpaiite,
OCBeH ako Bammsr nexkap He Bu nocbBeTsa.

Hucky HuBa Ha punmuBuprH (akTrBHATa chbeTaBka HAa REKAMBY'S) Mmose 1a octanaT B opranusma
Bu 110 4 ronunau cnen cniupade Ha aedeHueto. Ciies kKato o0ade MOdy4YUTe MOCIIeTHATA HHKEKIUS
REKAMBYS, ocraBamure HICKM HMBa Ha PUINMBUPHUH HSAMA JIa ACWCTBAT I0CTATHYHO e(DEKTHBHO
cpenry BUpyca, KOWTO TOraBa MOXE JIa CTaHe Pe3UCTEHTEH. 3a Ja 3ama3ure KoHTpoia Hax XNB-1
MHGPEKIUATA U Ja PSAOTBPATUTE PA3BUTUETO HA PE3UCTEHTHOCT Ha BUPYCa, TPIOBa J1a 3aI104HeTe
paznuuHo JeueHue 3a XMB o BpemMeTo, 3a K0eTo € Ouiia IIaHupaHa clieBaiaTa HHKESKIUI
REKAMBYS.

4. Bb3MOKHU He:KeJIaHU peakunu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKC 1a MPECAN3BUKA HCIKCIAHU PCAKIIUU, BBIIPCKU Y€ HC
BCCKH ' TIOJTy4aBa.
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CremauTe HEXENIAaHU PEeaKIu ce choomanar, korato REKAMBY'S ce usmonssa ¢ kaboTerpaBup
WHYKCKITVISL,

MHoro yectn HeXXeTaH! peakiun (3acsrat Hail-manko 1 Ha 10 gymmm)

riraBoboiue
peaKIMy Ha MSICTOTO HA MHXKEKTHPAHE - T¢ 0OMKHOBEHO ca JIEKH JI0 YMEPEHH U YeCTOTaTa UM
HamajsgBa ¢ BpeMero. CHMIITOMHUTE MOJKE JIa BKJIFOYBAT:

o MHOT0 YecTH: 00JIKa U JUCKOM(OPT, TBHpa Maca Win Oydka

) YeCTH: 3auepBsABaHE, CbPOESK, OTOK, 3aTOIUIIHE HIM HACHHSABAHE (KOETO MOXKE J1a
BKJIIOYBA IPOMSHA Ha IBETA WM ChOMpaHe HA KPBB MO KOXKATa).

o HEYEeCTH: U3TPBIIBaHe, c1abo KbpBeHe, adciec (chOupaHe Ha THOW) M LEIyJTUT

(3aToruIsiHe, OTOK WMJIH 3a4EpBSIBAHE).
ycelaHe 3a TOIUIMHA/TIOBHUILICHA TeMIIepaTypa (nupexcust), KOeTo MOXKe J1a Bb3HHKHE B PAMKHTE
Ha eJTHa CeMUIIA CIIe]l MH)KCKIINHUTE.

UYecTu HexeNnaHu peakuuu (3acsrat no-manko 1 Ha 10 gymrm)

JeTpecHs

TPEBOXKHOCT

HEoOMYailHU CHHUILA

TPYJHO 3acluBaHe (bescvhue)
3amaliBaHe

rajicHe (no3usu 3a nogpvujane)
MOBpBIIaHEe

0osKa B Kopema (KopemHa O0aKa)
ra3oBe (Memeopusvi)

JHapHs

00puB

MYCKYJTHa 00JIKa (Muaneus)
OTHAaHATIOCT (YMOpa)

ycelaHe 3a ciiabocT (acmenus)
001110 Hepa3MmoIoKEeHNE
Ha/IJJaBaHe Ha TETJIO

Heuectu Hexxenanu peakuuu (3acsirat no-manko ot 1 Ha 100 gymm)

CHHJIUBOCT

CBETOBBPTEXK 110 BpEME Ha WM ClIe] MHKeKIus. ToBa Moxke 1a 10BeJie 10 NpuIaaHe.
YepHOAPOOHO YBpeKAaHe (IPU3HALIMTE MOXKE /1a BKIIIOYBAT MOXKBITSIBAHE HA KOXKaTa U OSII0TO
Ha ouMTe, 3ary0a Ha aneTuT, ChbpOex, 00JIE3HEHOCT B KOpeMa, CBETIH M3IPaKHEHHS HIIH
HEOOMYaHO ThMHA YPHHA).

IPOMEHH B YePHOAPOOHHUTE KPBBHU M3CJeABaHUS (TIOBUILICHUE HA MPAHCAMUHA3UME)
MOBHIIIEHUE HA OunupyouHa (BEIecTBO, MPOU3BEKIAHO B UEPHHS JP00) B KPHBTA.

Hpyru Hexxenanu peakuuu

CHJIHA KOpeMHa 00JIKa, IPUYMHEHA OT Bh3MAJCHUE HAa TTAHKpeaca (nankpeamum).

CrneHUTE HEXKENAHU PEaKIUU, KOUTO MOXKE J]a B3HUKHAT MIPH JICUSHUE C PUITUBUPUH TaOJICTKH,
Moxe na Bp3HuKHAT 1 ¢ REKAMBYS nmxexuuu:

MHoro gecTy HexelaHu peakuuu (3acsraT Haii-manko 1 Ha 10 gymm)

IMMOBUIICH XOJICCTCPOJI H/UIn MaHKpCaTU4YHa aMuJia3a B KPbBTa

YecTu HEXENIAaHU PeaKITuy (3acsarat mo-mMaiko ot 1 Ha 10 myrmm)

HaMaJIeH arleTuT
HapyIICHHS Ha ChHS
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MOTUCHATO HACTPOCHUE
cToMalleH JUCKoMpOopT

CyxoTa B ycTara

HHUCBHK Opoii Ha OenuTe KPbBHU KICTKH W/HIH TPOMOOLIMTH, TIOHMKEHO HUBO HA XEMOTJIO0MHA B
KPBBTA, TIOBHIIIEHO HUBO HA TPUIIIMIEPUANTE W/WJIH JIUIIa3aTa B KPHBTA

HedecTu Hexxenanu peakuuu (3acsarat no-mManko ot 1 va 100 mgymm)

o IPU3HALM WIK CUMIITOMH Ha Bb3MAJCHUE WM HH(EKINs, HApUMep IOBUILEHA TEMIIEpaTypa,
CTYJI€HU TPBIIKH, U3MOTABAHE (CUHOPOM HA UMYHHO peakmusupame, sudcme moyxa 2 3a noseue
noopobHocmiL)

Cho0maBaHe HA HesKeJIAHH PeaKINu

AKO mosryunTe HIKaKBY HEKEJIaHU JICKApCTBEHU Peaklyy, yBeaomere Bamus nexap uim hapMaresr.
ToBa BK/IIOYBA BCHYKH Bb3MOYKHH HEOIIMCAHU B Ta3H JMCTOBKA HEXENAaHU peakuuu. Mosere chlIo 1a
ChOOIIUTE HEXKENAHHU PEaKIUU JUPEKTHO Ype3 HallMOHAJIHATA CUCTEMa 32 ChOOIIaBaHe B!
W3nmpnHUTENHA areHuus 1o JieKkapcTBaTa

yi. ,,JJamsia ['pyeB” Ne §

1303 Cocpus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

Kato cpoOmiaBaTe He)XXeIaHU peakuy, MOXKETe Ja JaJieTe CBOS IPUHOC 3a [0y4JaBaHe Ha IIOBEYE
uH(OpMaIHsl OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a cbxpansasBate REKAMBYS

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

He u3non3BaiiTe TOBa JIEKAPCTBO CJIE]] CPOKA HA TOAHOCT, OTOEIISA3aH BhPXY KapTOHEHATa ONaKOBKa
cien ,,l'onen no:“. CpoKbT Ha TOHOCT OTTOBAPS Ha ITOCIEAHUS JCH OT IIOCOYCHHUS MECETl.

Ha ce cexpanssa B xmagmwiauk (2°C - 8°C). [la He ce 3ampa3ssina.
He u3xBbprisiiTe ekapcTBaTa B KAHAIU3AIUATA WK B KOHTEHHEpa 32 JOMAINTHU OTHaIbIIH.

[Momuraiite Bamus apMalieBT Kak jia U3XBBPIIATE JIEKapcTBaTa, KOUTO Bede He u3noissare. Tesn
MEPKH 1€ CIIOMOTHAT 34 Olla3BaHe Ha OKOJIHATa Cpefa.

6. Chabp:xkaHue HA ONAKOBKATA M JONBJIHUTETHA HHpopManus

Kakso cpabp:xa REKAMBYS

. AKTHBHOTO BEILECTBO: puimuBUpHH. Beekn daakon ot 3 ml ceaspxa 900 mg puiimuBUpuH
. ITomomam BemecTBa: mojgokcamep 338, TMMOHEHA KUCEIMHA MOHOXHIPAT, TITFOK03a

MOHOXH/IpAT, HATPUEB TUXUAPOreH PochaT MOHOXUAPAT, HATPUEB XUAPOKCHUJL 338 KOPEKIHS Ha
pH u ocurypsiBaHe Ha HN30TOHUYHOCT U BOJIa 38 MHIKEKLINH.

Kak m3rie:xkna REKAMBYS u kakBO ChABP:KA 0MAKOBKATA
WmxekunoHHa cycnieH3us ¢ yabibkeHo ocBoboxknaBaHe. REKAMBYS ce cbabpika B CTBKIICH
¢nakon. OmakoBKaTa ChIbpKa ChIIO U | cpuHIOBKA, | agantop 3a GiaakoH u | WHKEKIUOHHA UTJIA.

IIpuTexkaTes Ha pa3peleHHeTO 32 yoTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus
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IIpousBoauTe
Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse
benrus

3a momreTHATETHA WHGOPMAIIHSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHS
MIPEJICTAaBUTEN Ha MIPUTEXKATEIS Ha Pa3pelIeHneTo 3a yrnorpeoa:

Belgié/Belgique/Belgien
ViiV Healthcare srl/bv
Tél/Tel: + 32 (0) 10 85 65 00

Bbarapus

»oKoHCHH & [[xoHchH brarapus” EOO/]
Tem.: +359 2 489 94 00
jjsafety@its.jnj.com

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

ViiV Healthcare GmbH

Tel.: + 49 (0)89 203 0038-10
viiv.med.info@viivhealthcare.com

Eesti

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

ee@its.jnj.com

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

Espafia

Laboratorios ViiV Healthcare, S.L.
Tel: + 34 900 923 501
es-ci@viivhealthcare.com

France

ViiV Healthcare SAS

Tél.: + 33 (0)1 39 17 69 69
Infomed@viivhealthcare.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
ViiV Healthcare srl/bv
Belgique/Belgien

Tél/Tel: + 32 (0) 10 85 65 00

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

Malta
AM MANGION LTD.
Tel: +356 2397 6000

Nederland
ViiV Healthcare BV
Tel: + 31 (0) 33 2081199

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

VIIVHIV HEALTHCARE, UNIPESSOAL,
LDA

Tel: + 351 21 094 08 01
viiv.fi.pt@viivhealthcare.com
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Hrvatska

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

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia
ViiV Healthcare S.r.|
Tel: +39 045 7741600

Kvnpog
Bapvéapoc Xatinmoavaynig Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +371 678 93561
Iv@its.jnj.com

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)

ViiV Healthcare BV
Tel: + 44 (0)800 221441
customercontactuk@gsk.com

JlaTa Ha MOCJIeAHO Npepasriekaane Ha Juctopkara 06/2023.

[MonpoOHa nH(MOpMaIUs 3a TOBA JIEKAPCTBO € MpeAoCTaBeHa Ha yeOcaiita Ha EBpornelickaTta areHnus
1o JiekapcTBata: http://www.ema.europa.eu/.
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ITocouenara mo-a10Jay PIHqJOPMaIIHﬂ € IIpeJHasHa4YeHa caMo0 3a MCIUIUHCKHA CIICHNHUATUCTH U
TpflﬁBa Aa ce nmpovere oT MEANUMHCKH WIH 3/IpaBEH CIICHUATUCT 32€AHO C ITbJIHATA KPpaTKa

XapaKTEePUCTHKA HA IPOAYKTA.

Yxka3zanus 3a ynorpe6a Ha REKAMBYS 3 ml un:kexkuus:

IperJen
3a mreiIHa 1034 ca HEOOXOIUMHU JABE WHIKEKIIUU:

3 ml kaborerpaBup u 3 ml punnUBUPHUH.
KaboterpaBup 1 priInuBHPHH ca CyCIICH3UH, KOUTO HE Ce HY)KIAAT OT JAOIBIHUTEIHO pa3pekaaHe WIn

pexoHcTuTynpane. CTBIKHUTE 3a MOATOTOBKA Ha JBETE JIEKAPCTBA Ca CTHAKBH.
KaGorerpaBup u puImuBUpHH ca caMo 32 HHTPaMYCKYJIHO IPUIIOKeHHe. J[BeTe nHkeKIun TpaoBa a ce
IpuIaraT B CEIAIHIIHUTE MyCKyJIU. PerbT Ha mpuiiarane He € OT 3HAUCHHE.

| 3abenexxa: IIpenoppyBa ce BEHTPO-TIIyTEATHO MACTO.

e Jla ce cpxpansiBa B xaaqwiHUK Ha 2°C no 8°C.
I Jla He ce 3ampa3sBa.

@ 1aK0H PHINHBHPHH AnanTop Ha (IaAKOHA

Kanauka Ha .1akoHa
(T'ymeHa

— 3amymanKa
IO KaIavyKara)

Srmas

CopuHIOBRA HH’KeKIIHOHHA HIVIA

ByTaao
IIpeanaznTea Ha HIJIATA

Ha HIJIATAa
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Bamiara onakoBKa cbaAbpaka

1 ¢pnakoH puIIUBHPHH

1 apanrop 3a ¢urakoHa

1 cnpunLIOBKA

1 nmxexnuonna urna (pasmep 23 G, 1% unua)

B3semere npenBu TEMOCIOKEHHUETO HA TTAMEHTA U N30epeTe NHKEKIIMOHHA UIJIa ¢ TI0IX0I1IIa
IBJDKWHA CHIOpe] MeAUIMHCKaTa By mpeneHka.

Ille Bu 0b1aT HEOOXOAMMH CHIIIO

e HecrepuiHu pbKaBULIN
e 2 TaMIIOHA, HATIOEHH CHC CIHUPT
e 2 MapJieHU TaMIIOHa
e [loaxonsin KOHTEMHED 3a OCTPU NMPEIMETH
¢ 1 omakoBka kaboterpasup 3 ml
[Ipenu na 3amounere, yBepere ce, 4e onakoBkarta kaborerpasup Bu e mox prka.

IToaroroBka

1. Ilposeperte (p1akona

o IlpoBepere ganu nataTa Ha U3THUAHE HA
[poBepeTe cpoKa Ha CpOKa Ha TOAHOCT HE € U3MHUHAJIA.

[IpoBepere BegHara QuakoHUTE. AKO MOXE Ja
BUJIUTE UyXKJIW YaCTULHM, HE U3MOJI3BANTE
MPOAYKTA.

EXP

=]

=

1

|

L

=4

m

|
ECEL /FOIMHA
[ ]

He H3HOJ13BaﬁTe, aKO JaraTra Ha U3THYaHC Ha
CpOKa Ha rOAHOCT € MUHAJIA.

2. W3uakaiite 15 MUHYTH

e IM3uakaiiTe Hall-Malko 15 MUHYTH, IpeAN 1a
— MOCTAaBUTE MHXKEKIIUSTA, 32 J1a MOXKeE

5\ Miaaxait S MERYTS JIEKapCTBOTO J1a IOCTUTHE CTalHa

Y J TeMIlepaTypa.
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3.

Pa3kiiaTere eHEepru4Ho

10
S )
[

@

XBaHere (h1aKoHa 3/IpaBO U pa3KiiaTeTe
SHEePriuYHO B MPOJIBDKCHUE HA ITBJITHU

10 cexyHIM, KaKTO € MOKAa3aHo.

O0bpHeTe (haakoHa U IpoBEpeTe
cycnenaupaneto. TpsOBa a u3riexaa
€THOPOJHO. AKO CyCIIEH3HATA HE €
€IHOpO/IHA, pa3KiaTeTe (JIaKOHAa OTHOBO.
HopmaiHo e ia BikIaTe Majiki Bb3IyLIHA
Mexypuera.

4.

OTCTpaHeTe KalmagykarTra Ha (l)JIaKOHa

=

MaxHere Kanaukara Ha (aakoHa.
N30bpimeTe ryMeHaTa 3amyniaika ¢ TaMIIOH
ChC CITUPT.

He no3BonsaBaiiTe HUIIO Ja TOKOCBA
TyMEeHaTa 3amyIiaika ciel] n30bpCBaHeTo.

5

OtBoperte aganTopa Ha (iaKoHa

o

Oo0enere xapTHEHATA MOJUIOKKA OT
OlaKOBKaTa Ha ajiantopa 3a (aakoHa.

3a0enexka: OcTaBeTe afanropa B
OIIaKOBKAaTa My 3a CJIe/IBalllaTa CTHIIKA.
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IIpuxpenere azanTopa KbM (uiakoHa

Harucuere amanropa npaBo Haloly BEPXY
¢i1akoHa, KaToO U3MOJI3BaTE ONAKOBKATA, KAKTO
€ MOKa3aHo.

AnmanTopbT Ha (prakoHa TpAOBa 1A MIpaKHE U
Jla ce 3aKpenH CTabUIIHO.

Koraro cTe roroBu, BIMTHETE ONAKOBKaTa OT
ajanropa Ha (1aKoHa, KaKTO € II0Ka3aHo.

/. TlpurorBere CIPUHIOBKA
W3Bazere cripuHIIOBKATa OT OIAKOBKATA.
e Uzrermere 1 ml BB3ayX B CIPHHIIOBKATA.
ToBa 1€ ylecHH U3TEINIIHETO Ha TEYHOCTTa
MO-KbCHO.
8. Ilpukpenere CHpHMHIIOBKATA

XBaHeTe azanTopa 1 (IakoHa 30paBo, KaKTo €
MIOKa3aHo.

3aBbpTETE CIPUHILIOBKATA ITBTHO BHPXY
ajarnTopa Ha (hJaKoHa.

Harucuere OyTaoro 10Kpaif, 3a 1a BKapaTe
BB3AyXa BbB (DIaKoHa.
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9. bBaBHO u3Terjere a03a

o OOBpHETE CIIPHUHITOBKATA U (IaKOHA B OaBHO
M3TETIIETE Bb3MOXKHO MOBEUYE TCUHOCT B
CIpUHIIOBKaTa. MOXe J1a iMa IMOBeYe TEYHOCT
OT HEOOXOIMMOTO KOJIMYECTBO 32 JI03aTa.

10. OTBBpPTETE CHPUHIIOBKATA

e OTBBpTETE CHPUHLIOBKATA OT alalTopa Ha
¢1akoHa, KaTo ABPKUTE JANTOPA KAKTO €

MOKA3aHo.
{ 3abenexka: J[pmKTe CIPUHIIOBKATA
/ M3IPaBeHa, 3a J1a PEeJOTBPATHTE H3THIAHE.

[TpoBepeTe Aanu CyCIeH3UATa U3TIIK A
€HOPOJIHA U MJICYHO Osia.

11. Tlpukpenere urJa

e OTBOpeTe onakoBKaTa Ha UrjaTa YacTUYHO,
TaKa 4e J1a ce BUIM OCHOBATa Ha WIjara.

e Karo 1ppxuTe COpUHIIOBKATa U3MPaBEHa,
CTaOMIIHO 3aBBbPTETE CIPUHILIOBKATA KbM
uriara.

e l3Banere Uriara OT ONAKOBKATa.
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HuxkexkTupane

12. IlpurorBere MSICTOTO HA MHIKEKTH

aHe

BentporiyreanHo Jlop3oriyTeajiHo

Wmxexkuunre TpsOBa Aa ce MOCTaBsIT B
cenanuuero. M36epere cineanute o6aactu 3a
HWH)XEKTUPaHE:

e BeHTpo-riyTeanHo (Ipenopb4ruTeHO)

e Jlop3o-rimyTeanHo (TOpHHS BHHIICH KBaAPAHT)

3abenexka: 32 UHTPAMYCKYITHO MIPUIOKECHUE
CaMo B CEIATUIIHUTE MYCKYJIH.
He umxexTupaiTe UHTPaBEHO3HO.

13. MaxHeTre Kanmaykara

e CrpHeTe nopeanasuTeiid Ha urjara.
e l3Ternere kamadkara oT HMHXCKIITMOHHATa
uria.

14. OtcrpaHeTe M3JMIIHATA TEYHOCT

h’ \‘f “ g"

(]

e JIpBXTe COpPUHIIOBKATA C MTJIaTa Harope.
Harucuere O6yranoro 1o mo3ara ot 3 ml, 3a i1a
OTCTpPaHUTE UBIUIITHATA TEIHOCT U
BB3AYITHUTE MEXypUeTa.

3a0ene:xkka: [Touncrere MICTOTO Ha
HMHXXEKTHPAHE ¢ TAMIIOH CheC ciupT. OcTaBeTe
KOXKaTa Jla U3ChXHE Ha Bb3yXa, MPEAH Aa
MPOJBIDKUTE.

15. OnbHeTe KOXKATA

1inch
(2,5cm)

N3non3BaiiTe TeXHUKAaTa HA MHKEKTUPAHE ,,Z-
track®, 3a j1a cBegeTe 10 MUHIMYM H3THYAHETO
Ha JIEKapCTBOTO OT MACTOTO HA MHKEKTUPAHE.

e OnpHETE CHIIHO KOXaTa, TOKpUBAIa MSICTOTO
Ha WHXKCKTUPAHEe, KaTo 5 OTMECTUTE C OKOJIO
enuH uHY (2,5 cm).

e 3aapbKTe S B Ta3M NO3UIIHS 32
UHXEKTHPAHETO.
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16. BbBeaere urJiara

e BwubBejeTe uriara J0Kkpa Wil 10CTaThYHO
IBIIOOKO, 32 J1a ce IOCTUTHE MYCKYJIa.

i
N

17. MukekTHpaiiTe 103aTa

e Karo Bce olile JbPKUTE KOXKaTa OIbHATA,
0aBHO HaTHCHETE OyTaJIOTO JOKpaH.

e VYbenere ce, ue CIPUHIIOBKATA € NIPa3Ha.

e ll3Teryere urnara u BeAHara OTIyCHETE
OITbHATATa KOJXKa.

18. IlperyenaiiTe MACTOTO HA MHKEKTHPaHe

e [IputncHeTe MACTOTO HA MH)KEKTHpaHE C
MapJIsl.

e [lpu nosiBa Ha KbPBEHE MOXKE Ja CE U3IOJ3BA
MaJIKa IPeBPb3Ka.

He macaxupaiite yyacTbKa.

LN
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19. OGe3omacere urjara

o CropHeTe npeana3uTeNs Ha UTJIaTa HAJl UIJIaTa.

e Jlexo HATHICHETE BHPXY TBBP/a MOBBPXHOCT,
3a Jla 3aKJII0YNTE MPEANa3uTes Ha uriara.

e [lpennasurensT Ha UrjiaTa LIe MIPaKHE, KOraTo
ce 3aKIII0YBa.

CJe MHXKEKTUPAHETO \

20. H3xBbpJiere nmo 6e3onaceH HAYHH

e I3xBBpIeTE U3MON3BAHUTE UTIIH,
CIIPUHIIOBKH, (DJIAKOHU M aJanTepH 3a (hJIaKkoH
CIiope/l MeCTHUTE U3MCKBAHUS 3a
0€e301IacHOCT.

HOBTOpeTe CBILOTO C 2-TO JEKApPCTBO

AKO oI11e He CTe HHKEKTHPAJIH IBETE JIEKapCTBa,
M3ITOJI3BAiTe CTHIKMTE 3a TIOATOTOBKA U
umKekTupade Ha Kaborerpasup, KoiTo numa
CBOMTE CieIU(UUHY ,,YKa3aHus 3a yrnorpeda‘.

[ToBTOpETE BCMUKH
CTBIIKH C 2-TO
JIEKapCTBO

Bbnpocu u orroBopu

1. Koako abJro mosxe JiekapcTBOTO 14 ce OCTABHM M3BbH XJIaJHIHHUKA?

Haii-no0Ope e nekapcTBOTO Ja ce MHXKEKTHpa BEAHAra, cjell KaTo JOCTUTHE CTaiiHa TeMIeparypa.
OnakoHBT 00ave MOXKeE J1a Ce JTbPKU B KAPTOHEHATA OIMaKOBKa Ha CTaliHa TeMIieparypa (MaKCHMaJTHa
temmeparypa 25°C) no 6 gaca; He puOupaiiTe 0OpaTHO B XJIAAWIHUAKA. AKO HE CE U3I0J13a B PAMKHTE
Ha 6 yaca, QJIaKOHBT TPAOBA a C€ U3XBBPIIH.

2. KoJ1ko 1bJIro Moske JIeKapcTBOTO 1A ce OCTABH B CIIPMHLIOBKATA?

Haii-no0pe e nekapcTBOTO (Ha cTaifHa TeMIeparypa) a c€ HHKEKTHPa Bb3MOXKHO Hail-CKOpO ciiel
U3TETIISIHETO My. JlekapcTBOTO 06aue MOKe [1a OCTaHe B CIPUHIIOBKAaTa 10 2 4aca, Ipeay Aa ce
MH)XEKTHUPA.
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AKO U3MHUHAT ITOBEUE OT 2 qaca, JICKapCTBOTO, CIIPUHIIOBKATAa U UIJlaTa TpSI6Ba Ja CC U3XBbPJIAT.

3. 3amio TpsidBa 1a ce MHKEKTHPA Bb3AYX BbB (hI1akoHa?

Umxektupanero Ha 1 ml Bb31yX BBB (h1akoHA yJeCHABA U3TETIITHETO Ha 103aTa B CIPUHIIOBKaTa. bes
Bb3yXa U3BECTHO KOJIMYECTBO TEYHOCT MOXKE HEBOJIHO [1a U3Te€4Ye OOpaTHO BbB (UIaKOHA, KaTo B
CIPUHIIOBKATa OCTaHE M0-MAJIKO OT JKEJIaHOTO KOJIUYECTBO.

4, HWma 11 3HaYE€HHE PeIbT, M0 KOWTO IIe ce HHKEKTHPAT JieKapcTBara?
He, penst e 6e3 3HaucHUE.

5. Be3onacHo ju e 1a ce 3aTonsiu ¢JIaKoHa 10 CTaliHA TeMIlepaTypa no-obp30?

Haii-nobpe e na ce octaBu (1akOHBT [1a JOCTHTHE CTaifHAa TeMIepaTypa eCTeCTBEHO. Moxke obade ma
M3II0JI3BATE TOILIMHATA Ha PBIIETE CH, 32 J]a YCKOPUTE BPEMETO 3a 3aTOIISTHE, HO TPSIOBa J1a ce
rapaHTupa, e GpuakoHbT HsMa Aa ce 3atomim Hax 25°C.

He uznon3paiiTe Apyru HAYMHU 3a 3aTOILISHE.

6.  3amo ce npenopbLYBa BEHTPO-TJIYTEATHOTO NPUJIOKEHHE KATO MOIX0A?
BenTpo-rinyTeanHusT moaxo B Myckyl gluteus medius ce mpenoppyBa, 3am0To TOH ce HaMHpa Aajeue
OT IIABHUTE HEPBU M KPHBOHOCHHU Ch0BE. JI0p30-TITyTeaTHHUAT MOAXOA B MyCKyl gluteus maximus e
HPHEMIIHB, aKO CE MPEANOYNTa OT MEAUIMHCKUS CTICHUaIuCT. MHKeKusTa He TpsOBa a ce mpriara Ha
JIPYTO MsCTO.
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