HPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA 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 0CBOOOXK1aBaHe
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

TIpeIIIecTBall BUPYCOJIOTHYEeH HeycreX che cpeacTBa oT kiaca NNRTI u INI (Bxk. Toukn 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 MPOILYCHATHUTE 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 ¢ MPOAYKTOBaTa HHPOPMAIHS Ha KaOOTETpaBUp WHXKEKIIHSI 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 npemMuHar HarnpaBo KbM Tepanusi c REKAMBY'S (Bxk. Tabmunu 2 u 3 3a
NPETOPBKH 32 MPUIOKEHNE CHOTBETHO BEAHBK MECEYHO U Ha BCEKH 2 Mecela).

Ilepopanto éwveexcoane

Koraro ce uzmon3sa 3a mepopaiiHo BeBexkAaHe, npenu 3anouBane Ha REKAMBY'S Tps6Ba na ce
npreMaT PUINUBUPUH TAOJETKH 32 TIEPOPATHO MPHUIIOKECHUE 3a€JHO ¢ KaOOTerpaBup TalOIeTKH 3a
MepOpaTHO PUIIOKEHHE B MPOIBIDKEHNE Ha Mpubnu3utenno 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 exuH Mecen (Haii-Maako 28 1HM), MOCTEIBAHO OT HAYAJIHATA HHKEKIHA®
NMPOAYKT
PunnuBupud | 25 mg BeHBXK JHEBHO € XpaHa

KaborerpaBup | 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 MOCTaBAT MHKEKIIMU 710 7 JHU TPEIN WK CJIe]] IaTaTa Ha MJIaHUPAHATa MECEUHA HHIKCKITHSL.

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 U BeAHBK MECeYHO CJIe/
0T NepoOPAJHOTO BbBEXKIAHe (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
NnxkexTHpaiiTe B MOCJIEIHUA I€H OT
Tekymara APT Tepanus
JlekapcTBeH WIH JBa Mecena cieq mocjaeaHara
NPOAYKT OT NEePOPATHOTO BbBeEkK/AaHe (aKo ce HAYAJHA MHKEKIHS U HA BCEKH
npuiaara). Ciaen equH mecel TpsidBa na 2 Mecela cjiex ToBa
ce MPWJIOKU BTOPATA HAYAJIHA
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

[TanpeHTH, IpEeMHUHABAIIM OT CXEMa C MOCIEABAII0 HHXEKTUPAHE 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 NPEMUHASARE OM NPUNIONCEHUES HA 8CEKU 2 Meceyd KoM UHNCEKINUPAHE
BEOHDBIC MECEUHO

[armenTy, mpeMUHABAIK OT CXE€Ma C MTOCIIEABAIIO 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 do3u

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 Ta0yieTka pIIMTUBUPYH [25 mg| U eqHa TablieTKa
kaboterpasup [30 mg] THEBHO), 32 J1a CE€ 3aMECTST JI0 2 TIOCIEBAIN MECEYHU BU3UTH 3a
WHXeKTHpaHe. Mima orpaHnyeHn JaHHA OTHOCHO T.Hap ,,MOCTOBA Tepamus™ ¢ npyra

aHTHPETPOBUPYCHA Tepanus ¢ mbiaHo notuckane (APT) (mpeaqumHo Ha 6azarta Ha INI), BikTe TOUKA
51

IIspBara 103a Ha MepopaaHaTa Tepamnus TpsidBa na ce mpueMe 1 mMecer] (= 7 THH) ClIe ImociieIHaTa
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
Tabnuua 5.

B ciydaii ge TpsOBa 1a ce MOKPHUSAT ITOBEYE OT JIBa MECEIIa, T.€. e CE MPOIYCHE MOBEYE OT €IHA
WHXKEKITHS ,,Ha BCEKHU 2 Mecena’™’, TpsOBa Jia ce 3alouHe aJITepHATHBHA CXeMa Ha IIePOPATHO JICUCHUE
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 cxeMara Ha HHKEKTHPaHe
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 cieBalTe cxemMara Ha HHKEKTHPaHe
Ha BCEKHU 2 Mecelia.




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
Jranmn3a, BIPEKH Ye He ce OYaKBaT PAa3IUKH BbB (JapMaKOKMHETHKATA 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. JluncBaT gaHHH.

Hauwnn »Ha npuioxeHue

3a HHTPaMYyCKYJTHO TIPIIIOKECHHE.

Tpsi0Ba na ce BHUMaBa, 3a 1a ce u3derne ciryyaitno nmkektupadie Ha REKAMBY'S B kppBoHOCEH
cpa. Cycniensusita TpsiOBa 1a ce nKekTupa 6aBHO (BXK. Touka 4.4).

ITpeau npunoxenue, prakonbT REKAMBY'S Tpsi6Ba n1a ce octaBu 1a TOCTUTHE CTaiHa TeMIepaTypa.

REKAMBYS Tps6Ba ia ce npunara OT MEIUIIMHCKH CIIEIHAINCT. 3a YKa3aHNsS OTHOCHO
TIPUIIOKEHUETO BIDKTE ,, Y Ka3aHUs 3a ynorpe0a® B ucToBKara. Te3u yka3zanus TpsOBa aa ce cieaBar
BHUMATEJIHO, KOTaTO C€ MPUTOTBS MHKEKIIMOHHATA CYCIIEH3Hs, 3a /1a ce N30erHe U3THYaHe.

REKAMBYS Tpsi0Ba BUHaru Jia ce npuiiara elHoBpeMeHHo ¢ nHxekius kaborerpasup. REKAMBY'S
Y MHXXEKIMUTE KaboTerpaBup TpsAOBa Ja ce mpujiaraT Ha pa3InyHu MeCTa B TITyTEATHUTE MYCKYJIH 10
BpEME Ha €/1Ha U ChIIla BU3UTA. PEIbT Ha MH)KEKTHpAHE HE € OT 3HAUCHHUE.

Koraro npunara REKAMBY'S, MeAHIIMHCKHAT CHIEIIMAIKCT TPIOBa J1a B3eMe MPEIBU/I UHICKCA Ha
tenecHara maca (MTM) Ha naruenrTa, 3a J1a ce rapaHTHpa, Ye JhDKUHATA Ha UIJ1aTa € JI0CTaTh4Ha 32
JOCTUTaHe Ha CeNaTMIHNA MycKyJl. OmakoBKaTa Chabpka | MEKeKIMOHHA uriia (BK. Touka 6.5).

®akoHBT TPAOBA Ja ce XBaHE 37[PaBo U J]a Ce Pa3KiIaTh €HEPrUYHO B MPOABIDKCHUE HA ITBJIHA
10 cexynau. @nakoHBT TPsOBA Ja ce OOBPHE U J1a CE MPOBEPH MOJTyYeHATa OTHOBO CYCIICH3HSI.
TpsiOBa aa U3k aa eAHOPOAHA. AKO CYCIICH3UITA HE € eAHOPOAHA, (JIaKOHBT TPsIOBa Ja ce
paskiiaté 0THOBO. HopMamHO € J1a ce BIKAAT MAJIKKM BB3IyIIHH MEXypUeTa.

Wmxeknuute TpsOBa Ja ce MOCTaBIT BEHTPOTITYTEATHO (TIPETIOPBHUUTEITHO) WITH JIOP30-TITyTEATHO.



4.3 TIlpoTuBomoka3aHus

CBpBXUYBCTBUTECITHOCT KbM aKTHBHOTO BEIIECTBO HIIH KBM HIKOE OT MIOMOIIHUTE BEIIECTRA,
n30poeHu B Touka 6.1.

REKAMBYS He Tps06Ba 1a ce npuiiara eqHOBPEMEHHO ChC CIIEAHNUTE JICKAPCTBEHH MPOAYKTH, T

KaTO MOYKE J1a Bb3HUKHAT 3HAYNTEIIHU MOHWKEHHS Ha TJIa3MEHUTE KOHLICHTPAIIMU HA PHITMBUPUH

(nopanu easumHa nHAyKIug Ha CYP3A), xoeto Moxe fa ToBese 10 3aryda Ha TeparneBTH4IeH eheKT

na REKAMBYS (8. Touka 4.5):

- MPOTUBOT'BPYOBUTE CPEACTBa KapOaMasenuH, oKckapOasenuH, penodapourtan, GeHnTOuH

- AHTUMUKOOAKTepUATTHUTE cpelcTBa prudaOdyTHH, pudaMIuIH, pudaneHTHH

- TIIIOKOKOPTHKOH/IA AEKCAaMETa30H 3a CHCTEMHO MIPUIIOKEHHUE, C N3KITIOYCHUE Ha JICYCHHE C
eMHUYHA 1032

- xbiT KanTaproH (Hypericum perforatum).

4.4 CneuuaJHu npeaynpe:kieHus ¥ NpeanasHu MepKH Npu ynorpeda

PucK 0T pe3MCTEHTHOCT CJIe/l MPEYCTAHOBSIBAHE HA JIEYEHHETO

3a na ce MUMHUMH3UPa PUCKBT OT Pa3BUTHE HA BUPYCHA Pe3MCTEHTHOCT, MHOI'0 BAXKHO € J1a ce
Bb3IIpHeMe ATTEePHATUBHA, HAITBJIHO NOTHCKAIIA CXeMA HA AHTUPETPOBUPYCHO JIeYeHHE He T0-
KbCHO OT €IMH Mecell cJie] nocjaeaqnara unxkexkuusa Ha REKAMBYS npu jieueHue BeJHbK
MeCe4YHO WJIH IBa Mecela cjle/l MOC/IeIHATA MHKeKLIMs NIPH JeYyeHUue Ha BCeKH 2 Mecena.

AKO ce TI0103upa BUPYCOJIOTHUYECH HEYCIIEX, TPSIOBa Ja ce 3alovHe ajTepHaTUBHA CXeMa Ha JICUeHHe
BB3MOXHO Hal-CKOpO.

I[IpoaBIDKUTEIHO JIEWCTBUE HAa MHYKEKIUATA C PWINUBUPUH

OcTaTbyHy KOHIEHTPAINH Ha PUIMTMBUPUH MOXKE Jla ce HabIroAaBaT B CAICTEMHOTO KPbBOOOpAIleHHE
Ha MAaIMEeHTHTE 3 MPOABDKUTEIIHN TIEPHOIN OT BpeMe (110 4 TOJJMHU TPU HAKOH MAIMEeHTH) U TPpIOBa
Jla ce MMaT MpeaBu I pu npeycranossBane Ha REKAMBYS (Bx. Touku 4.5, 4.6, 4.7, 4.9).

H3xomau dhakTopy, CBbP3aHU C BUPYCOJIOTHYEH HEYCIIEX

[Mpenu 3anouyBaHe Ha cxemara TpsiOBa Jia ce B3eMe TPEBU/, Ye MYJITHBAPUATHUTE aHAITU3U COYaT, e
KOMOWHAIHUATA OT MOHE 2 OT CICTHUTE U3XOJHH (haKTOpa MOXKe Ja ObJIc CBhpP3aHa C TIOBHUIIIEH PUCK OT
BUPYCOJIOTUYEH HEyCIeX: apXUBUPAHU MyTallMH HA PE3UCTEHTHOCT KbM prutnuBupuH, HIV-1 monrun
A6/A1 umu UTM > 30 kg/m?. HanuuauTe JaHHYW OKA3BAT, Y€ BUPYCOJIOTMYEH HEYCIEX HACTHIIBA 10~
YeCTO MPH MAMEHTHTE, KOUTO ca JICKYBaHU ChC CXeMa Ha JICYCHHE Ha BCEKH 2 Mecella, B CPaBHEHHE
ChC CXeMaTa Ha JICUCHNE BEAHBK MECeYHO. [IpH MalMeHTH ¢ HelTbJIHA WIIM HECUT'YpHA TepareBTHYHA
UCTOPHSI, KOUTO HE Ca MOJIOKEHH Ha aHAIIU3 Ha PE3UCTCHTHOCTTA TIPE/IN JICYEHUETO, € HE0OX0IUMO
MIOBUIIEHO BHUMAaHKe, B cay4aii ue Ha UTM > 30 kg/m? mmm HIV-1 noarun A6/A1 (k. Touka 5.1).

HOCTI/IH)KCKIH/IOHHI/I PECAKINN

Cry4ailHOTO MHTPABEHO3HO NPUJIOKEHHE MOXKe J1a gosene 10 HP BciencTBue Ha BpeMEHHO BUCOKUTE
TUTa3MEHH KOHIEHTpAIMH. B KITMHHYHUTE MTPOYYBaHUs C€ ChOOIIABAT CEPUO3HU MOCTHHKEKIIMOHHU
peakIuy B paMKHUTE Ha MUHYTH CJIe]] HEDKEKTHPaHe Ha pUITTUBUPUH. Te3u ChbOUTHS BKIIFOUBAT
CUMITOMH KaTO JAMCITHEs, OPOHXOCIAa3bM, Bb30y1a, KOPEMHH CIIa3MU, OOpUB/ypTHUKAPHS, 3aMaiiBaHe,
3auepBsaBaHe, U3MOTSIBAHE, U3TPHIIBAHE HA yCTATa, IPOMEHU B KPBBHOTO HaJIATaHe U OoJKa (Hamp. B
rppOa U TPBAHKA KoIil). Te3n chONUTHS ca MHOTO PEeIKH M 3aII0YBaT J1a OT3BYYaBaT B PAMKHUTE Ha
MUHYTH CIIe]] HHKeKIuATa. HAKol manyeHTH rmojryd4aBaT CHMIITOMATHUYHO JICYEHHE TI0 MPEIieHKa Ha
JICKYBAIIUs JIeKap.




Buaumarenno cnenpaiite ykazaHuaTa 3a yrmorpeda, korato npuroTssate u npunarare REKAMBY'S (Bxk.
touka 4.2). HabmogaBaiite nmanueHTUTe 3a Kpatko Bpeme (mpubiau3utenHo 10 MuHyTH) cies
WHXKEKIUATA, AKO HAKOW MAIUEHT MOTYYH MOCTUHXEKIIMOHHA PEaKIus, MPOCIICIIBAUTE ChCTOSHUETO
MY U JICKYBaWTE CIIOPE]] KIMHUYHUTE TIOKa3aHUsL.

CppIeYHOCHI0BH PEAKIINHT

REKAMBYS tpsi6Ba 1a ce H3moJi3Ba BHUMATEITHO KOTaTo Ce IpHiIara eIHOBPEMEHHO C JICKapCTBEH
MPOAYKT C U3BECTeH pHUCK OT torsade de pointes. B cynparepanesruann go3u (75 u 300 mg BeqHBK
JHEBHO) IEPOPaATHOTO NPUIIOKEHHE Ha PUIINIMBUPHH Ce CBBP3Ba C yabibkaBaHe Ha QTc nHTepBasia Ha
enexkrpokapauorpama (EKI) (Bx. Touku 4.5, 4.8 u 5.2). PunnusupuH, npuioxkeH IepopaIHo B
IpenopbUYUTENHATA 1032 25 mg BEIHBXK IHEBHO, HE € CBBbP3aH ¢ KIIMHUYHO 3Ha4uM edekt Bppxy QTc.
[1nasmennTe KOHIEHTpauy Ha puinuBUpHH ciel nmkekunu ¢ REKAMBYS ca cpaBHuMu ¢
KOHIIEHTpAIMMUTE IO BpEME Ha IepopasiHa Tepanus ¢ pUIIUBUPUH.

Corpreranta nadekmus ¢ HBV/HCV

[larmenTu cbe chIbTCTBAIA HHPEKIUS ¢ XenaTuT B ca n3kimouBanu ot npoyuBanns ¢ REKAMBYS.
He ce npenopsuBa na ce 3anousa neyenne ¢ REKAMBY'S npu nanueHT cbe chbTCTBAIIA
uHdeknus ¢ xenatut B. [Ipu nanueHTr cbe chIIbTCTBAIA HHGEKIH ¢ XenatuT B, nonyvaBamm
PWINTMBUPHH NIEpOPAITHO, YECTOTATA HA MOBHUILCHUE HA YEPHOIPOOHUTE EH3UMH € IT0-BUCOKA
OTKOJIKOTO TPH NMALMEHTH, NOIy4aBallyd PUINUBUPUH NIEPOPATHO, O€3 ChITbTCTBAINA HH(EKLIHUS C
xenaTut B. Jlekapure TpsOBa Aa HampaBsIT CIpaBKa ¢ aKTyalHUTEe PHKOBOJICTBA 3a JieueHne Ha HIV
WHQEKIHS pHY MaUCHTH, UHPEKTUPaHU eJHOBPEMEHHO C BUpyca Ha XemaTut B.

Hma orpaHndeHH JaHHU MIPU NALUEHTH Cbe chIrbTeTBama nHpekuus ¢ xenatut C. [lpu nanuenTy,
MH(QEKTUPAHU €THOBPEMEHHO ¢ XenaTut C, KOUTO MolyyaBaT PUINUBUPUH NIEPOPATHO, YECTOTATA HA
MOBHUIIIEHUE HA YePHOPOOHUTE CH3UMH € M0-BUCOKA OTKOJIKOTO MPY MAlMEHTH, MOTyYaBally
PWINIMBUPHH TIepopaiiHo 0e3 chirbTeTBama nHpekus ¢ xenatut C. @apMakoKHHETHYHATA
€KCIO3MLMS Ha IePOPajIeH U MH)XEKLMOHEH PUIIMBUPHH NPH NMALKMEHTH ChC CHITBTCTBAIIA HH(EKINsI
€ CpaBHHMMA C €KCTIO3UIMSITa IPH MAeHTH 0e3 chibTeTBamia nHdeknus ¢ xenatut C. [Ipenopbusa ce
MPOCIIeIABaHe HAa YePHOPOOHATA (DYHKIIMSI ITPH MAIUSHTH ChC ChIIBTCTBAINA HH(peKus ¢ xenatut C.

BsanMoelicTBus ¢ APy JEKApCTBEHN IIPOLYKTH

REKAMBYS He Tps6Ba fa ce npuiiara ¢ Apyri aHTUPETPOBUPYCHU JIEKAPCTBEHH IIPOIYKTH, C
M3KITIOUCHUE Ha MHXKEKIHUs ¢ kaborerpaBup 3a sieuenne Ha HIV-1 undexums (Bx. Touka 4.5).

BpemeHnHoct

Nwma orpannyenn ganan 33 REKAMBY S npu 6pemennn sxean. REKAMBYS =e ce mpenopbuBa o
BpeMe Ha OpEMEHHOCT, OCBEH aKO OYaKBaHaTa I0J13a ONpaB/iaBa MoTeHIIMATHUS pruck. HabmojaBana e
MO-HUCKA EKCIO3UILMS Ha TIEpOpaJIeH PUIIIMBUPUH, KOraTo ce MpUeMa PUIIUBUPUH 25 mg BEIHBX
JTHEBHO I10 BpeMe Ha OpeMeHHOCT. B npoyuBanusiTa ¢asza 3 ¢ nepopajicH puIHBUPHH IO-HUCKATa
EKCIIO3HITUS Ha PUIITUBUPHH, TI0J00HA Ha HaOJII0/[aBaHaTa 1o BpeMe Ha OpEMEHHOCT, € CBhp3aHa C
MIOBHUIIIEH PUCK OT BUPYCOJIOTMYEH HEyCIeX, HOPaal TOBa BUPYCHUST TOBap TPsIOBa Ja ce MpocieasBa
BHUMATEJIHO. ANITEpHATUBHO, TPsIOBa /1a ce IOMUCIH 3a IpeMHHaBaHe KbM Jpyra cxema Ha ART. (Bx.
Touku 4.6, 5.1 u 5.2).

CI/IH}_IDOM Ha MMYHHAa pCaKTHBAIIUA

[pu HIV-uHbekTHpany NalueHTH ¢ TeXbK UMyHEeH AeQUITUT Py 3ar04YBaHe HA KOMOMHUpaHa
aHTHPETpPOBUpPYCHa Tepamnus (combination antiretroviral therapy, CART) moxxe na ce mosisu
BB3NATUTEIHA PEAKIUs KbM aCHMITOMHHU WM OCTaThYHH OMOPTIOHUCTHYHH MATOTE€HH, KOSITO MOXKE
Jla TOBEJIE 110 CEPHO3HU KIIMHUYHU ChCTOSHUS WM 10 BJIOLIABaHE HAa CUMIITOMUTE. Te3u peakiuu
OOMKHOBEHO ce HalJro1aBaT B PAMKUTE Ha IIbPBUTE HAKOJKO CEAMUIM WK MECELM CJIE]] Ha4aloTo Ha
CART. [Ipumepu 3a ToBa ca IUTOMETAIOBUPYCEH PETUHHT, TeHEPATU3UPAHH /U OTHUIIHU
MHUKOOaKTEpHaTHN HH(PEKINH M ITHEBMOHMS, IPUUYKHEHA 0T Pneumocystis jirovecii. Beuukn



BB3MAINTEITHN CUMIITOMH TPsIOBa 1a ObIAT OTICHEHH M J]a CE 3aII0YHE JICUCHHE, KOTaToO € HEOOXOIMMO.
B ycnoBusita Ha UMYHHO peakTHBHpPaHe Ce€ ChOOIIaBa ChIIO 3a Pa3BUTHE Ha aBTOMMYHHH HaPYIICHUS
(xato 6onect Ha Graves U aBTOUMYHEH XemaTuT), 00aye, BpeMETO JI0 HACTHIIBAHETO UM, KOETO Ce
ChOOIIIaBa € MO-TPOMEHIIUBO U T€3U CHOMTHS MOXKE JIa Ce CIIydaT MHOTO MECEIH CJIe]T 3alI0YBaHe Ha
JIEUEHHUETO.

OnopTIOHUCTHYHYU HHODEKIUA

[TanmenTure Tpa6Ba na 6baaT yBenomenu, e REKAMBY'S wnn kosito 1 1a e npyra
aHTHPETPOBUpYCHa Tepamus He ekyBa HIV undekuusaTa u ue Te Bce ome Morar Aa pa3BHAT
OTIOPTIOHUCTUYHU HHEKIMU U OpyrH ycnoxkHenus oT HIV nndexuusara. CnenoarenHo, NanueHTUTe
TpstOBa J1a OCTaHAT O] CTPOTO KIMHUYHO HAOIIOACHUE OT JIEKAPH C OIUT B JICYEHUETO HA
3abosiBaHusATa, cBbp3anu ¢ HIV.

IToMmoIHM BentecTBa

ToBa nekapcTBO ChabprKa Mo-Majiko ot 1 mmol HaTpuii (23 MQ) Ha HHKEKIKS, T.€. MOXKE Ja Ce Kaxe,
Yye MPAaKTUYEeCKU HE ChIbPrKa HaTPUH.

45 BzaumoaeicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru OpMHU HA B3auMoelcTBHE

REKAMBYS B koMmOuHamus ¢ kaboTerpaBup MHKEKIUS € MPeTHa3HaueH 3a yIoTpeda KaTo ISUIOCTHA
cxeMa Ha nedyenue Ha HIV-1 nndexnus u He TpsOBa ia ce mpuiara ¢ Ipyrd aHTUPETPOBHPYCHH
JIeKapCTBEHU MPOAYKTH 3a jieyenne Ha HIV-1. [lopaau ToBa, nHPpOpMaIUs OTHOCHO JIEKAPCTBEHUTE
B3aMMOJAEHUCTBHUS C IPYT'M aHTUPETPOBUPYCHU JIEKAPCTBEHU MPOAYKTH He ce mpeaocTass. OT riuenHa
TOYKA Ha JIGKAPCTBEHUTE B3aMMOJCHCTBHS HsIMa OrpaHUYCHHUS Ha yroTpedaTa Ha Apyrd
AHTHPETPOBUPYCHH JIEKaPCTBEHU MPOAYKTH ciea nmpeycranoBsiBane Ha REKAMBYSS.

IIpu mepopaHO BBBEXKAIIO JICUEHHE C PUINIMBUPUH H IIPH 3aMECTBAaHE HA IIPOILYCHATH JO3H C
MIEPOPAITHO JIEUEHHE C pUIINMMBUPHUH HarpaseTe crpaBka ¢ KXII Ha punnuBrupuH TabneTku 3a

MEPOPATTHO MPUIIOKEHHE 32 HHPOPMAIUS OTHOCHO JICKAPCTBEHUTE B3aMMOJICHCTBYSI.

.HeKaDCTBeHI/I OPOAYKTH, KOMTO ITOBJIMABAT CKCIIO3UIIMATA HA PUIITTMBUPUH

PunnuBupuH ce Mmetabonuzupa ocHoBHO 0T 1utoxpoM P450 (CYP)3A. JlekapcTBeHUTE IPOAYKTH,
KOMTO HHAYIMpat win uaxuoupar CYP3A, Morat na noBausisIT KIMPbHCA HA PUIITMBUPUH (BK.
Touka 5.2). [Ipu eqHOBpEeMEHHO NMPIIOKEHNE Ha PHIIMTUBUPHH U JIEKAPCTBEHU MIPOAYKTH, KOUTO
unnynupat CYP3A, ce HabmoaBa HaMansiBaHe Ha TIA3MEHUTE KOHIICHTPAIIMH Ha PHIIITHBUPHH,
KOETO MOJKE J1a HaMaJId TePaNeBTUYHNS €(PEeKT Ha PHUIITUBUPHH.

[Ipu eHOBpEMEHHO NIPMIIOKEHNE HA PUITIMBUPHH U JIEKAPCTBEHH MPOAYKTH, KOUTO HHXHOUPAT
CYP3A, ce nHabmiojaBa MoBUINIaBaHe Ha MJIa3MEHUTE KOHIICHTPAIIMH Ha PUIIITMBUPHH.

Koraro ce n3mnon3Ba puiIluBUPUH NEPOPATHO, MHXMOUTOPU HAa IPOTOHHATA IOMIIA ca
nportuBonokasanu (Bwkre KXII Ha puinmuBupuH TabiaeTku, Touka 4.3).

HeKa‘DCTBCHI/I OPOAYKTH, KOMTO CC€ INOBJIMUABAT OT VHOTD€6aTa Ha pUJINTKMBUPHUH

Hsima BeposSITHOCT PUIIITMBUPHH J1a OKaXe KIIMHUYHO 3HAYMM e(EeKT BhPXY EKCIIO3UIIHATA Ha
JIeKapCTBEHU NMPOAYKTH, MeTabonu3upanu oT CYP eHzumu.

PwimuBupuH naxubupa P-rimkonporeuns in Vitro (ICso € 9,2 uM). B e1HO KIMHUYHO MPOYYBaHEe
nepopaieH PHINUBUPHH (25 mg BEJHBXK JHEBHO) HE TOBIHsIBA 3HAYMMO (hapMaKOKHHETHKATA Ha
JIMTOKCHH.

Punnusupud € in Vitro naxudurop Ha Tpancnoprepa MATE-2K ¢ ICso < 2,7 nM. KinuanununTe
MOCIICNIIN OT Ta3u HAXOJIKa Ca MMOHACTOSIIEM HEH3BECTHHU.



Tabnuia Ha B3aNMOIEHCTBUS

Ta

B Tabnuua 6 ca u30poeHn n30paHu yCTAHOBEHH U TEOPETUYHU B3aUMOACHCTBHS MEKAY PUIIMTUBUPUH
Y €THOBPEMEHHO MpHJIaraHy JIeKapCTBEHH MPOAYKTH, KOUTO CE OCHOBABAT Ha MPOYYBAHUSATA,
MPOBEJICHH C TIEPOPATICH PUIIMTUBUPHUH, UK ca TIOTCHIMATHY JICKAPCTBEHU B3aHMMOJICHCTBHUS, KOUTO
MOJKE /1a HACTHITAT (YBEIMYSHHUETO € yKa3aHo ¢ ““1”, HaManeHueTo ¢ ““|”, 6e3 mpoMsHa “«>”,
Henpuiokumo ¢ “NA”, noBepureneH untepsai ¢ “CI”).

Tadauuna 6:

B3aumoneiicTBUS U MpenopbKHU 32 MpUJaraHe ¢ Apyryu JeKapcTBeHH MPOAYKTH

JlekapcTBeHHM NPOAYKTH 1O
TepaneBTHYHH 00/1aCTH

B3aumoaeiictBue

CpeaHo reoMeTpu4yHa MPOMsIHA
(%)°

IIpenopbKU OTHOCHO
€THOBPEMEHHOTO NPHJI0KEeHHe

AHTUBUPYCHU CPEJACTBA

Kaborerpasup

kxaborerpasup AUC «
kaborerpaBup Cpmine>
kaborerpaBup Cmax <>
puinuBupud AUC «
pumuBupuH Cmin | 8%
pIUBUPUH Crax <>

He e HeoOxoanMo KopuTHpaHe Ha
Jo3ara.

(menykuns Ha CYP3A eHnzumun)

PubaBupun He e npoyueno. He ce ouaxsa He e HeoOxoauMo Kopurupane Ha
KJIMHUYHO 3HAUYHUMO JIEKapCTBEHO Jo3aTa.
B3aUMO/JICHCTBUE.
AHTUKOHBYJICAHTHU
Kapbamaszenux He e mpoyueno. OgakBa ce 3HAaUUMO PunnuBupuH He TpsiOBa 1a ce
Oxckap0azenus HaMaJsIBaHE Ha IUTA3MCHUTE M3M0JI3Ba B KOMOWHALUS C TE3U
DenobapbuTan KOHLICHTPALIMH HA PUIITUBUPHH. AQHTUKOHBYJICAHTH, ThI KaTo
®denuronH €THOBPEMEHHOTO MPHJIOKEHHE

MOJKE JIa TOBeJe 10 3aryba Ha
TepareBTHYEH eeKT Ha
puIMHBHPHH (BX. Touka 4.3).

A30JIO0BU AHTUMHUKOTHYHHU CPEJACTBA

Keroxonazomx**
400 mg BeAHBK JHEBHO

kerokonazon AUC | 24%
KeTOKOHa30J Cnin | 66%
KeTOKOHa30J Crax <>

(manykuus Ha CYP3A nmopanu Bucoka
71033 PUJINMBUPHH B IPOYIBAHETO)

pumusupuH AUC 1 49%
pumnuBUpUH Cnin T 76%

pumnuBUpUH Crax T 30%

(uaxubupane Ha CYP3A ensumn)

He e HeoOxoanMo KopUrupaHe Ha
J03aTa.

300 mg BeHBXK JTHEBHO

300 mg BeAHBK JTHEBHO

pudadbytuH Cpin <>

pudadbyTnH Chax <>
25-0-pnezauernin-pudadyrun AUC «—
25-0-nezauetnin-pudadytut Cmin <>
25-O-nezanetmn-prudady Tt Cmay <

prmmuBupuH AUC | 42%
prnuBHPUH Chin | 48%
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dnykonazon He e npoyueno. CprpreTBaIara He e HeoOxonuMo Kopurmupasne Ha
Wtpakonazon ynotpeba Ha REKAMBYS c a3onoBu | ngo3ara.
INozakoHazon AQHTUMHUKOTHYHU CPEACTBA MOXKE J1a
Bopukonazon Npen3BUKA MMOBUIIICHHE Ha
IUIa3MEHUTE KOHIIEHTPAIMU Ha
PHIIHBUPHH.
(naxubupane Ha CYP3A eHsumn)
AHTUMUKOBAKTEPUAJIHU CPEACTBA
Pudabyrun** pudadbyrna AUC « REKAMBYS He Tpsi6Ba 1a ce

M3M0JI3Ba B KOMOWHALMS C
pudabyTnH, T KaTo He ca
YCTAHOBEHU CHEUU(UIHH
MIPENopbKY 3a npuiarane. Mima
BEPOSITHOCT €IHOBPEMEHHOTO
MIPUIIOKEHUE 12 AOBeie 0 3aryoa
Ha TepareBTH4YeH e(heKT Ha
pWINUBUPHH (BXK. Touka 4.3).




(+ 25 mg punnuBUpuH
BEJHDBK JTHEBHO)

300 mg BenHBK THEBHO
(+ 50 mg punnuBHpUH
BEJIHBK JTHEBHO)

putnuBUpUH Crax | 31%

puimuBupud AUC 1 16%*
putmuBUPUH Chin «<>*
pumnuBUpUH Crmax T 43%*

* B CpaBHEHHE CHC CAMOCTOSTEITHO
MIPWJIOKEHUE Ha 25 mg pUINUBUPUH

BCIHBX THCBHO

(mamykius Ha CYP3A eH3umn)

Pudpammumun**
600 mg BenHBK THEBHO

pudpammuma AUC —

pudpammuiiiH Cmin NA

pudammunuH Cmax <>
25-ne3anermwi-pudammurma AUC |
9%

25-ne3anerwi-pudammouie Cmin NA
25-ne3aneTua-pudaMuiH Cmax <>
puwimnusupuH AUC | 80%
punmuBupuH Chin | 89%
prumnuBUPUH Crax | 69%

(mamykus Ha CYP3A eH3uMu)

PunnuBupuH He TpsiOBa 1a ce
WM3I0JI3Ba B KOMOHMHALINA C
puQaMITUIMH, THI KaTO HMa
BEPOSITHOCT €IHOBPEMEHHOTO
IpUIIOKEHHUE J1a TOBee 10 3aryda
Ha TepaneBTHYeH eekT Ha
puiImUBHPHH (BX. Touka 4.3).

Pudanentun

He e npoyueno. OuakBa ce 3HaUUMO
HaMaJsBaHE Ha IUTA3MCHUTE
KOHLICHTPALMH Ha PUJITUBUPHH.

(manykuus Ha CYP3A enzumun)

PunnuBupuH He TpsiOBa 1a ce
W3II0J3Ba B KOMOHHALHS C
pubaneHTHH, Thil KaTO UMa
BEPOSTHOCT €THOBPEMEHHOTO
NpUIIOKEHHUE J1a TOBee 10 3aryba
Ha TepaneBTHYeH eekT Ha
puIMHBHPHH (BX. Touka 4.3).

MAKPOJIMJHN AHTUBMOTUIIN

Knapurpomurua
EpurpomMuniux

He e npoyueno. O4akBa ce moBuIlIeHa
CKCIIO3UIIUA HAa PUJIITTUBUPUH.

(naxubupane Ha CYP3A eHsumn)

Korato e Bp3M0OKHO, TpsiOBa J1a ce
MOMHCIIH 32 aITEPHATHBHO
JIeYeHHUE, KaTo Harp. ¢
A3UTPOMHUIIUH.

IFIIOKOKOPTUKOMAN UJIN KOPTUKOCTEPOUIHN

Jlexcamera3oH (3a
CHCTEMHO TPUIIOKEHHUE, C
M3KITIOUEHNE Ha
npuiiaraHe Ha eJIMHUYIHA
J103a)

He e npoyueno. Ouaksa ce J1030-
3aBUCHMO HaMaJIsiBaHE Ha
IUIA3MEHNTE KOHLEHTPAIMX Ha
PWITMBUPHH.

(manykuus Ha CYP3A enzumun)

PunnuBupun He TpsiOBa na ce
M3M0JI3Ba B KOMOWHALHS C
JIeKCaMETa30H 3a CHCTEMHO
TIPUIIOKEHNE (C N3KIFOUSHNE KaTo
€IMHUYHA J103a), ThI KaTo
€/IHOBPEMEHHOTO NPUIIOKECHHUE
MOXe J1a TIoBeze 70 3aryba Ha
TepaneBTHYEH e(eKT Ha
pUIMMBUPHH (BXK. Touka 4.3).
TpsbBa na ce momucn 3a
ITEpPHATHBHO JIeUeHHE, 0COOEHO
TIPU MIPOABIDKHUTEITHA YIIOTpeoa.

HAPKOTHUYHU AHAJITETUIIA

Meranon*

60-100 mg BegHBXK
JIHEBHO,
WHIWBUAyaIU3UPaHA
Ji03a

R(-) metanon AUC | 16%
R(-) metagon Cmin | 22%
R(-) metanon Cmax | 14%
pwtmuBupuH AUC —*
pumuBUpPUH Chin <>*
prmUBUPUH Chax <>*

* Bb3 OCHOBA Ha UCTOPHUYECKU
KOHTPOJIN

He e HeoOXoauMo KopUTHpaHe Ha
J103aTa, KOraTo ce 3amouBa
€THOBPEMCHHO MPHIIOKCHAC HA
METAJIOH C PUIIITUBUPHH.
[IpemoppuBa ce 0bave KITMHUIHO
MPOCIIeAsIBaHE, THH KaTO MPH HAKOU
MalMEHTH MOXKE 1a Oble
HE0OXO0IMMO J1a ce KOpUTHUpa
OB PIKAIIaTa TEPAITUS C
METAJIOH.

AHTHAPUTMHWYHHU CPEJCTBA

Juroxcun*®

nurokcua AUC
murokcuH Cmin NA

He e HEOOX0OAMMO KOpHUTHpaHe Ha
J103aTa.
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| JUTOKCUH Cmax <>

AHTUIUABETHU CPEACTBA

Merdpopmun* merdopmun AUC « He e HeoOxoauMo Kopurupasne Ha
MeThopMuH Cmin NA Jo3ata.
MeTPopMHH Chax <>
BUWJIKOBU ITPOAYKTH
XKbar kaHtapuoH He e npoyueno. OuakBa ce 3HauUMO PunnuBupun He TpsiOBa na ce
(Hypericum perforatum) HaMallsBaHE Ha TIA3MCHHUTE U3I0JI3Ba B KOMOWHAIIUSA C
KOHLIEHTPALK Ha PUJITUBUPHH. MIPOYKTH, ChbPIKALIH HKBJIT
KaHTapHOH, Thil KaTo
(menykuns Ha CYP3A enzumun) €THOBPEMEHHOTO TIPHIIOKEHHE
MOJKe J1a TIoBeJe 10 3ary0a Ha
TepaneBTHYCH e(eKT Ha
pWINUBUPHH (BXK. Touka 4.3).
AHAJITETUIIU
IMapaneramon™# mapareramon AUC « He e HeoOxoanMo KopurHpane Ha
500 mg enuHMYHA 1032 napaneTaMol Cmin NA mo3ara.

mapaneTaMoil Cmax <>
puinnuBupud AUC «
putnuBUpUH Chin T 26%
puUBUPUH Crax <

INEPOPAJIHU KOHTPAIEIITUBU

Etununecrpannon* ernHunectpaanon AUC « He e HeoOXxo1uMo KopurupaHne Ha
0,035 mg BeaH®X AHEBHO | eTHHHIECTPATUON Cpin <> Jo3ata.

Hopetunapon™ etuHmIeCTpaguoi Cmax T 17%

1 mg BenHBK THEBHO HopetuHApoH AUC <

HOpeTUHAPOH Cin <>
HOPETHHAPOH Cax <>
pumuBupuH AUC
prumuBUPUH Chin <>*
prmUBUPHH Chax <>*

* Bb3 OCHOBA HAa UCTOPHYCCKH

*

KOHTPOJIH
UHXUBUTOPU HA HMG CO-A PEAYKTA3ATA
Aropsacratun** aropsacratuH AUC « He e HeoOxoanMo Kopurupane Ha
40 mg BeIHBK JHECBHO atopBactaTHH Cmin | 15% Jo3aTa.

atopBactaTHH Cmax T 35%
punnuBupud AUC «
punnuBUpUH Chin <>
punuBUPUH Cmax | 9%

WHXUBUTOPU HA ®OCPOJAUECTEPA3A THUII 5 (PDE-5)

Cunnenapmr** cungeHapmr AUC «— He e HeoOXoanMo KopuUTHpaHe Ha
50 mg enuHMYHA 1032 cungeHadmt Cmin NA Jo3ara.

cunaeHaQmI Cmax <>
pwmuupuH AUC —
pwmuBUpUH Chin <>
pruUBUPUH Crax <

Bapnenadun He e mpoyueno. He e HeoOxoanmMo Kopurupane Ha
Tananadun Jo3ara.

Q % moBuIIaBaHe/HaMallIBaHE Bb3 OCHOBA Ha Ipoy4BaHUsATA 3a JICKAPCTBCHU BSaPIMOI(efICTBPIH C Ie€popajicH
PUINUBUPUH

BzaumopeiicTBrueTo MEXKAY PUIIITUBUPUH U JICKAPCTBECHUA MPOAYKT € OLICHECHO B KIIMHUYHO IMIPOYYBaHE. Benuku Apyru
TMOKa3aH! JIEKAPCTBECHU B3aMMOJCHCTBHS ca MIPOTHO3HU.

Tosa MpOy4YBaHE Ha B3aMMOJCHCTBHATA € MPOBEACHO C 103a IMMO-BUCOKA OT IMPETIOPHUNUTEIIHATA 103a 34 PUITIMBUPHUH,
OLICHABAIIO MaKCUMAJIHHUA eq)eKT BBPXY €ITHOBPEMEHHO NPUIIOKECHHUS JICKAPCTBEH MPOAYKT. HpenopraTa 3a
IpujaraHe € rnpujioKuMa KbM MPErnopbYnuTEeIHaTa 103a PUITIUBUPUH 25 mg BEAHBK JHEBHO.

JlexapcTBeHM IPOAYKTH, yabmkaBamm QT

[TepopaiiHo puIoKEHUE HA PUINHBUPUH B MPENOPBUUTEIHATA 1032 25 Mg BEIHBXK JTHEBHO HE €
CBBP3aHO C KIMHUYHO 3HA4UM edekT BbpXy QTc. [1asMeHnTe KOHIIEHTPAllMK Ha PHIITUBUPUH CIICT
REKAMBY'S nmxeKIuu B mpernopbunuTenaara g1o3a 600 mg Beaabk MecedHo win 900 mg Ha BceKn
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2 Mecella ca CpaBHHMH C Te3H, IOCTUTHATH CIIe]l IEpOPaJICH PUINUBUPHH B 71032 25 mg BEIHBK
THEBHO. B eHO mpoy4BaHe mpu 3/IpaBu JOOPOBOIIIIM ce HaOmo1aBa yabinkasane Ha QTc uaTepBana
Ha EKT crnen cynparepaneBTUYHU 103U NepopaieH punnuBuprH (75 mg BenxHbxK qHeBHO 1 300 Mg
BeAHBX AHEBHO) (Bxk. Touka 5.1). REKAMBYS tps6Ba na ce u3noi3sa ¢ BHUMaHHUE, KOTaTo ce
Tpujiara eJTHOBPEMEHHO C JIEKapCTBEH MPOIYKT ¢ M3BECTEH pUCK OT torsade de pointes (Bk.

Touka 4.4).

4.6 DepTHINTET, OPEMEHHOCT U KbpMeHe

bpemeHHocT

EdextsT Ha REKAMBYS BBpXy OpeMeHHOCTTa IpH XOpa € HEM3BECTEH.

Herousim 006eM ganHM 32 IepopajieH pUINKMBUPUH MPH OpeMEHHU KeHH (3a uzxoaa ot 300 mo
1000 cnygas Ha OpeMeHHOCT) He TIOKa3BaT MandopMaTHBHA WK (DeTaHa/HeOHATaTHa TOKCHYHOCT Ha
PUJITUBHPHH.

Enno npoyusane npu 19 OpeMeHHH KeHH, JEKYBaHH C PUITUBUPUH NEPOPATHO B KOMOMHALMS C
OCHOBHA CX€Ma Ha JICUeHHE T10 BpeMe Ha BTOPOTO U TPETOTO TPUMECEUHUE U ClIe PaXKIaHETO, IOKa3Ba
M0-HHUCKA SKCTIO3UIMSL Ha TIEpOopalieH PHUIIMTUBUPHH MO BpeMe Ha OpeMeHHOoCT. [lopaau 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.

Tp;{6Ba Ja €€ IIOMUCIIN 3a aJITCPHATHBHA CXEMa Ha MEPOPATHO JICHCHUC B ChOTBETCTBUC C AKTYAJITHUTC

pBKOBOACTBA 3a yieueHue. Cien npeycranoBsaBane Ha REKAMBY'S puinuBuprH MOXe 1a OCTaHe B
CHCTEMHOTO KPhBOOOpaIleHHE B MPOABDKEHNE Ha 70 4 TOIWHY NIPU HIKOH MaIlMeHTH (BK. Touka 4.4).

Kopmene
BB3 ocHOBaA Ha TaHHU MPU JKUBOTHU C€ OYaKBa PYIIMMMBUPHH J]a CE CEKPETHPA B KbpMaTa, BhIIPEKH Ue
TOBA HE € TIOTBBPCHO NIPU X0Opa. PUIIMUBHUPIH MOXKe Ja ce OTKPUBA B KbpMaTa IIPH XOpa B

MIPOIBIDKEHNE Ha 70 4 TOMWHU TP HIKOM MAIMEeHTH ciiel npeyctanoBsBane Ha REKAMBY'S.

3a na ce nzberHe npenasane Ha HIV Ha kbpMaueto, ce npenopruBa xeHu, nHpexkrupanu ¢ HIV, na ne
KBPMSIT.

DepTUnurter

JluricBaT JaHHW OTHOCHO ebeKTa Ha PUIIMMMBUPUH BHPXY GepTuinurera npu xopa. [IpoyuBanusra npu
YKMBOTHH HE NOKa3BaT KJIMHUYHO 3HAYMMHU e(peKTH BbpXY (depTmwinTera (BXK. Touka 5.3).

4.7 EdexTu BbpXy cioco0HOCTTa 32 mogupaHe U padoTa ¢ MAIIUHA

[NanuenTure TpsOBa Aa ce nHPOpMHUpAT, ye korato ce jJekyBaT ¢ REKAMBYS, Moe na Bb3HUKHAT
yMopa, 3aMaiiBaHe U ChHIMBOCT (BXK. Touka 4.8).

4.8 Hexenanu JeKapCTBeHH peaKIuH
Pesrome Ha npoduia Ha 6€30I1aCHOCT

Haii-gecto crobmaBannte HP B mpoyuBanusTa ¢ mpuiarane BCeKu 1 Mecelr ca peaKIiuu Ha MSICTOTO
Ha urkekTupane (1o 84%), rmaBodomue (10 12%) u mupekcus (10%).
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Haii-gecto crobmaBannte HP ipu mpunarane Ha Bcekn 2 Mecela ca peakilnyi Ha MSCTOTO Ha
umkekTupane (76%), rmaBobomnue (7%) u upexcust (7%).

Pes3roMe Ha HeXXEIaHUTE PeaKIly B TaOJIMYEH BU

HP, ycranoBenn nmpu priimuBUPYH H/MITH KaOOTETpaBUp, ca H30POSHU 110 CHCTEMO-OPTaHeH Kilac
(COK) m gectora (BmkTe Tabmuma 7). YUecToTrTe ca onpeaeneHn kato MHOTO dect (> 1/10), gectn

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

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

CuctemMo-opraneH KJjiac Kareropus HP npu cxema Ha JjieyeHue

(COK) no MedDRA 4ecToTa PWINHBHPHH + Ka0oTerpaBup

Hapyienus Ha kpbBTa U Yectu HHCBHK Opoii Ha GeuTe KPHbBHU KIETKHZ,

muMpHATa cucTeMa HHCBHK XEMOITIOOUHZ, HUCHK Opoii Ha
TpomGouTHUTE?

Hapyuienus Ha umyHHaTa Heuectn CHHJIDOM Ha HMYHHO pE€aKTUBHpPaHe?

CUCTCMa

Hapyienus na
MeTabor3Ma U XpaHEHETO

MHoro uectu

HOBUIIEH OO X0JIECTEPON (Ha TIIaaHo)?,
nosuiien LDL-xonectepon (Ha rnagHo)?

Yectn HaMaJleH aleTUT?, HOBUIIEHO HUBO Ha
TPUIIHIEPUIH (Ha IIaJHO)?
[McuxXWYHU HAPYIICHUS Yectu JeTPECHsl, TPEBOXKHOCT, MATOJIOTUYHU

ChbHMIIA, 6e3ChHME, HAPYLIEHHUE Ha ChHS?,

HOTHCHATO HACTPOCHHE?

Hapyuienust Ha HepBHaTa
cucremMa

MHoro uectu IJ1IaB00OJIHE
Yectn 3aMalBaHe
Heuectn CHHJIMBOCT, Ba30BarajHu peakiuu (B

OTTOBOP HA WH)KCKIIUUTE)

CroMamiHo -UpEBHU

MHoro uectu

MOBHUIIICHA TAHKPpCaTUIHa 3.MI/IJ'I£138,2

CKE€JIETHaTa CUCTEMA U
CbCAMHUTCIIHATA ThKaH

HapyIEHUS
Yectu rajJieHe, OBPbIIAHe, KOpeMHa OoJka’,

METEOPU3BM, THUApHsl, KOPEMEH
nauckoM(popT?, CyxoTa B ycTata®, MoBHILEHa
numnasa’

XenaToOuanapHu Heuectn XEMATOTOKCUYHOCT

HapyIIECHUS]

Hapymenus Ha koxxara u Yectu o6pus?

TI0JIKOYKHATA ThKaH

Hapyienust Ha MyCKyJIHO- Yectu MHAJITHs

OO0y HapymieHUsS U eeKTH
Ha MSCTOTO Ha MPUIOKEHUE

MHoro uectu

peaKIyy Ha MSICTOTO Ha MHXKEKTHPaHE
(6onka 1 qrCKOMQOPT, Bb3EIYE HA MICTOTO
Ha MHKEKTUPaHe, MHypalys), TUPEKCHs®

Yectu

peaKIy Ha MSICTOTO Ha WHXEKTHpaHe (OTOK,
epuTeM, ChpOeK, TOCUHSIBAHE, 3aTOILISHE,
XeMaToM), yMOopa, aCTCHHUS,
HEPa3MOIOKEHUE

Heuectn

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

N3cnenpanns

Yectu

TTOBHUIICHO TCIJIO

Heuectn

MOBHUIIICHA TPAHCAMUHA3a, ITOBUIICH
OunpyOHH B KpbBTa

1

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.
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HOHLHHI/ITGJ’IHI/I HCEXKEJIaHU peaKIuu, Ha6HIOI[aBaHI/I C IepOopaJICH pUIIIMBUPUH B APYT' KIMHUYHU U3IIUTBAHUA.

KopemHa 6oska BKIIIOYBa CIIEAHUTE TPYyMUpanHu npeanountann repmutu no MedDRA: kopemHa Gouka, 60JKa B
TOPHHUTE OTACIH Ha KOpema.

OOpuB BKJIIOYBA CIACIHUTE TPyNUpPaHu mpeanounTanu TepMuan mo MedDRA: oOpuB, epuremaTo3eH 00puB,
reHepanu3upaH 00pHUB, MaKyJIapeH oOpUB, MaKyJIO-TalyIapeH oOpuB, MOpOuIndopMeH oOpuB, NamynapeH oOpus,
cbpOAII 00pUB.

TTupexcust BKIIOYBA CIIEAHUTE TPYNMPAHHU NPEANoYnTanu TepMunn 1o MedDRA: nupekcus, ycelane 3a ropenuHa,
HOBHILICHA TeJIecHa TeMnepaTypa. [IoBedeTo oT ciiydanTe Ha NUPEKCHs ca JOKJIaJIBaHU B PAMKHTE Ha €HA CeIMHUIIA
Cclie]l MH)KEKTUPAHETO.

OO6must npodun Ha 6ezonacHocT Ha Cenmuna 96 u Cenmuna 124 B npoyusanero FLAIR
CHhOTBETCTBA Ha HaOmoaaBanus Ha Cenmunia 48, kaTo He ce YCTAHOBSIBAT HOBU HAXOJKH IO
OTHOIIIeHHE Ha Oe3omacHocTTa. BBB (pasara Ha pasmmupenue Ha nmpoyuBaneTo FLAIR 3amouBanero Ha
cXxemara Ha MH)KEKTUpaHe Ha PUIIMMBUPHUH ILTIOC KaOOoTerpaBup 0€3 NepopaiHo BbBEXKIaHE (IUPEKTHO
UHXCKTUPAHE) HEe € CBhp3aHa C HAKAKBH HOBU ChOOPaXCHUsI, CBbP3aHH ¢ 0€30MaCHOCTTa BbB BPB3Ka C
npormyckaHe Ha (hazata Ha MEPOPATHO BhBEK/IAHE.

Onucanue Ha U30paHu HeXKEJIaHU PEaKLIMU

Jlokannu peakyuu na macmomo Ha uHxcekmupatre (PMHU)
Jo 1% ot xoparta npeycTaHOBSIBAT JICYCHUETO C PHINMUBUPUH U KAOOTETpaBUpP UHKEKIIMH TIOPaIH
PMU.

Peaknuure Ha MICTOTO HAa MHKEKTHpaHe OOMKHOBEHO ca JiekH (crereH 1, 70%-75% ot nauueHTHTE)
i ymepen# (creneH 2, 27%-36% ot nmanuenture). 3-4% 0T NanueHTUTE MOTyYaBaT TEXKU
(crerren 3) PMU. MennanaTta Ha IpOABIDKATENHOCT Ha chouTHaTa ¢ PMU e 3 naum. [IponeHTHT Ha
ManueHTuTe, chobirapamn PMU, HamansBa ¢ BpeMeTo.

Yeenuuenue na meenomo

B®B BpemeBara Touka Ha Ceamuna 48 yaactaunure B npoyuBanus ¢aza 3 FLAIR u ATLAS, xouro
MOJTy9YaBaT pUIIMTUBUPHUH TUTIOC KaOOTerpaBUp, HAJAJIaBaT Ha Terjo ¢ Menuana ot 1,5 kg. Yuactaumure,
KOHMTO NPOABIIKABAT ChC CBOSITA TEKYIa cXxeMa Ha aHTupeTpoBupycHo jieueHne (CAR) HannaBat Ha
terno ¢ meanana ot 1,0 kg (cOopen ananus).

B otnennute npoyuBanust FLAIR u ATLAS menuanara Ha Ha/ilaBaHe Ha TETJIO B paMeHarta ¢
PWIIIMBUPYH TUTFOC KaboTerpaBup e chotrBeTHO 1,3 kg 1,8 kg B cpaBHenwme ¢ 1,5 kgu 0,3 kg B
pamenara c CAR.

BbB BpemeBata Touka Ha 48 ceqmuiia B ATLAS-2M Mmennanara Ha HajiaBaHe Ha TETJIO B paMeHaTa
KaKTO TIpY TpuJIareHe Ha PUJINUBUPUH+ Ka0OTErpaBup BEIHBK MECEUHO, TaKa W IIPH MpHUJIarane Ha
Bceku 2 Mmecerna, € 1,0 kg.

IIpomenu 6 nabopamoprume cmouHocmu

[osumenn Tpancamunazu (ALT/AST) ca HabnroaBaHy PY YYaCTHUIIY, ITOJTyYaBaIy PHITHBHPHH
TUTIOC KaboTerpaBup, 10 BpeMe Ha KIMHUYHUTE TPOYUYBaHUs. Te3U MOBUIICHUS CE OTJaBaT MPEAUMHO
Ha OCTBp BUPYCEH XeNaTUT. HAKkon manyeHTn Ha JieueHue ¢ NepopajieH pUIIMTMBUPHH IUTIOC ITEpOpasicH
KaboTerpaByup UMaT NOBUIIEHHS HA TPAHCAMHHA3UTE, KOUTO CE OTJaBaT Ha MperoiaraeéMa cBbp3aHa
C JIEKapCTBOTO XEMAaTOTOKCHYHOCT. Te31 MpOMEeHN ca 00paTHMU ciell PEyCTaHOBSIBaHE HA
JICYEHUETO.

Mautku, Herporpecupaniy yBelIndeHus: Ha oO1us OmmpyOunH (0e3 KITMHAYHA )KBJITESHHLIA) ca
HaOJIF0/IaBaHM TIPY JISYEHUE C PUIITUBUPHUH TUTIOC KaboTerpaBup. Te3n NpoMeHH He ce CUUTAT 32
KJIMHAYHO 3HAYMMHU, Thil KATO BEPOSITHO OTPa3sBaT KOHKYPEHIHITA MKy KaOOTErpaBup 1
HEKOHIOTHpaHus OmpyOuH 3a oomus T Ha kmpbHC (UGT1ATL).

Ilo BpEMC Ha KIIMHWUYHU U3NHUTBAHUA C PUITIMBUPUH IIJIHOC Ka6OT6FpaBI/Ip Cce Ha6J'IIO,I[aBaT IIOBUIICHHU
nunasu. IToBuIlleHH CTOMHOCTH Ha JIMITa3aTa cTereH 3 u 4 ce Ha6J'IIO,I[aBaT C IO-roJjisiMa 4eCTOoTa Ipu
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PUIIIMBUPHH IUTIOC KaboTerpaBup B cpaBHeHre ¢ CAR. Te3u nmoBuiieHnss 00MKHOBEHO ca
0e3cMMITOMHHM U HE BOJST A0 NPEKpaTsIBaHe Ha JICYCHNETO C PUINMBUPHH IUIIOC Kaboterpasup. B
npoyusane ATLAS-2M ce cpo0111aBa 3a eqUH CiIydail Ha MaHKPeaTHT C JIeTaJeH U3XO0/l C JIMIa3a
CTereH 4 1 yTeXHsABAIIX (akTopy (BKIIOYUTETHO aHaAMHE3a 3a MAHKPEAaTUT), 32 KOETO HE MOXKeE Ja ce
W3KJIF0YY IPUYMHHO-CIIEICTBEHA BPB3Ka ChC CXEMaTa Ha HHXKEKTUPAHE.

Cpo01aBane Ha OJ03UPAHU HEXKEJAaHW PEaKIIUK

CpoOmaBaHeTo Ha MOI03UPAaHH HEXKETIaH! PEaKINH CJIe]] pa3pelaBaHe 3a ynoTpeda Ha JIeKapCTBEHUS
HPOIYKT € BayKHO. ToBa MO3BOJISIBA /1a IPOABIDKN HAOIIOICHUETO Ha CHOTHOLICHHETO TT0JI13a/PHUCK 32
JIeKapcTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICUATIICTH CE U3MCKBA Jja ChOOIIaBaT BCSIKa
HO/I031paHa HeXeNlaHa PeaKlys uype3 Hal[MOHAIHAaTa CUCTeMa 3a ChOOIIaBaHE B!

V3npaHUTENHA areHIys 110 JeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Cocus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 TIlpemo3upane

OnutsT ¢ npeno3upane Ha REKAMBY'S nonacTosiiieM e orpanudeH. AKO HaCTBIIHN MPE03UPaHE,
NalMEHTHT TPsIOBa J1a ce JIEKyBa ¢ MOALBPIKAIIO JICUEHUE CIIOPE] KIMHUYHNUTE ITOKa3aHUs, KaTo ce
cnenat xxu3Hennte npusHaiy 1 EKD (QT unTepBan), kakto e HeoOxoaumo. Thit KaTo pUIMUBUPHH Ce
CBBP3Ba C [JJa3MEHHUTE IPOTEUHU BbB BUCOKA CTEMEH, HsIMa BEPOSITHOCT JUalii3aTa Jia 10Bee 10
3HAYUTEJIHO OTCTPAHSIBAHE HA aKTUBHOTO BEILLIECTBO.

5. ®APMAKOJIOTUYHU CBOMCTBA

51 ®@apmakoguHAMUYHM CBOMiCTBA

dapmakoTepaneBTH4Ha rpyna: AHTUBUPYCHHU CPEICTBA 32 CUCTEMHO NMPHIIOKEHUE, HEHYKICO3UIHU
uHXUOUTOPH Ha oOpatHaTa TpanckpunTasza, ATC xox: JOSAGOS

MexaHu3bsM Ha JEUCTBUE

PunmuBupuH e AuapuinupruMUInH, HEHYKIE03UIeH MHHXUOUTOp Ha o0paTHATa TPaHCKPHIITa3a
(NNRTTI) na HIV-1. [leiicTBreTo Ha pUIMUBUPHUH € MEIUUPAHO OT HEKOHKYPEHTHO MHXHONpaHe Ha
obparnara tpanckpunrasa (RT) va HIV-1. PunmuBrpun He naxubupa yoBemknre kiersyan JJTHK
NOJIMMEpa3u o, P U y.

AHTHBUpPYCHA aKTUBHOCT in Vitro

PunmuBuprH 1eMOHCTpUpa aKTUBHOCT Cpelly JlabopaTopHH maMoBe Ha auB tur HIV-1 mpu octpo
uHpekTrpana T-KiIeThuHa JIMHUS ¢ MeHaHa Ha cToitHocTTa Ha ECs 32 HIV-1/111B 0,73 nM

(0,27 ng/ml). Bbrpeku ue priinuBHPHH ITOKa3Ba orpaHnyeHa in vitro akrusaoct cpenry HIV-2 cbe
cpenan ECso cToitHocTH, Bapupaiy ot 2 510 mo 10 830 nM (920 mo 3 970 ng/ml), npu smnicara Ha
KJIMHAYHY JIaHHH He ce mpenopbuBa JieueHne Ha HIV-2 nadexnys ¢ puiimmBrpuH.

PunnuBupurH chIIO Taka IEeMOHCTPHPA aHTUBUPYCHA aKTUBHOCT Cpelly mupok nanen or HIV-1 rpymna
M (momsun A, B, C, D, F, G, H) mspuann nzonatu ¢ ECsq crotinocTu, Bapuparnm ot 0,07 1o 1,01 nM
(0,03 no 0,37 ng/ml) u rpyna O nbpBuuHu u3onatu ¢ ECsp cToiiHOCTH, Bapupamy ot 2,88 1o 8,45 nM
(1,06 mo 3,10 ng/ml).

16


http://www.bda.bg/

PesucteHTHOCT

Kato ce B3eMaT npeBuI BCHUKH HATMYHHM iN VItro u in ViVO 1aHHU, MOJyYeHH TP MEPOPATHO
MPWIOKCHUE Ha PUINUBUPUH MIPU HEJIEKYBaHU JI0CETA MAlMEHTH, CIICTHUTE MyTalluU, CBEP3aHU C
PE3UCTEHTHOCT, KOTaTO MPUCHCTBAT HA M3XOAHO HUBO, MOYKE 1 TIOBIUAAT aKTHBHOCTTA Ha
pumuBupuH: K101E, K101P, E138A, E138G, E138K, E138R, E138Q, V179L, Y181C, Y181l,
Y181V, Y188L, H221Y, F227C, M230I, M230L u xomounanusata xHa L1001 1 K103N.

B knemvuna kynmypa

CenekTupaHeTo Ha IaMOBE, PE3UCTEHTHU KbM PWINKUBUPUH, B KJIEThUHA KYJITypa 3a10uBa OT TUB TUI
HIV-1 ¢ paznuuen npousxon u nmonsuaose, kakto 1 NNRTI-pesuctenten HIV-1. Haii-uecto
HaOII0JaBaHUTE PE3UCTEHTHOCBBP3aHN MyTalllH, KOUTO Bh3HHUKBAT, ca L100L, K101E, V108I,
E138K, V179F, Y181C, H221Y, F227C u M2301.

Hayuenmu c supycna cynpecus

bposT Ha yyacTHHLIUTE, KOUTO OTIOBApAT Ha KPUTEPUHTE 32 MOTBBPICH BUPYCOJIOTHYEH HEyCIeX
(confirmed virologic failure, CVF), e HuUChk B cOopHUTE KIMHUYHY npoyuBanus paza 3 ATLAS u
FLAIR. ma 7 ciyuas na CVF npu nedenune ¢ puwinuBupuH miroc kaborerpasup (7/591, 1,2%) u

7 citydasi IpH JIeYCHUE C HACTOALIAaTa aHTUpeTpoBUpYycHa cxema (7/591, 1,2%) no cenmuna 48. B
COOpHMSI aHAJIM3 B IpylaTa ¢ pUIMUBUPHH ILTFOC KaOOTErpaBUp PE3UCTEHTHOCT ca pa3Buiin 5/591
(0,8%) yaactaumm: 5/591 (0,8%) u 4/591 (0,7%) ¢ myTaiuu, CBbp3aHu ChOTBETHO C PE3UCTEHTHOCT
kbM prnuBuprH (K101E [n=1], E138A/E/K/T [n=1], E138A [n=1] nimu E138K [n=2]) w/unmu kM
kaborerpasup (G140R [n=1], Q148R [n=2] unu N155H [n=1]). Yetupumara nauueutu ¢ CVF B
rpymnara ¢ puInuBUpHUH moc kaboterpaBup BbB FLAIR umar HIV-1 moartun Al (n=3) wm AG
(n=1). Egur narment ¢ CVF BB FLAIR He e momyunn nmxekius. Tpumara nanuenta ¢ CVFE B
rpynara ¢ kaborerpasup ruiroc punnuBupuH B ATLAS umat HIV-1 nogrum A, Al wim AG. Ipu 2 ot
te3u 3 ciayyas ¢ CVF myrtanuute, CBbp3aHH ¢ pe3UCTEHTHOCT KbM PHIITUBUPHH, HAOIIOaBaHU TIPU
HeycIiex, ca Ha0o1aBalu chio U Ha u3xoHo HUBO B HIV-1 JIHK Ha MOHOHYKII€apHU KJIETKH B
nepudepHa kpbss (PBMC).

B npoyuBanero ATLAS-2M 10 yuactauiu otroBapst Ha kputepuute 3a CVF no cenmuna 48: 8/522
(1,5%) B pamoto Q8W u 2/523 (0,4%) B pamoTo Q4W. B rpymara Q8W 5/522 (1,0%) ca pa3unun
pesucrentHoct: 4/522 (0,8%) n 5/522 (1,0%) ¢ MmyTauuu, CBbp3aHU CHOTBETHO C PE3UCTEHTHOCT KbM
pwinuBupuH (E138A [n=1], E138K [n=1], K101E [n=2] wnu Y 188L [n=1]) w/uiu xbM KaboTErpaBup
(Q148R [n=3] mmu N155H [n=4]). B rpynara Q4W 2/523 (0,4%) ca pa3Bwiu pe3ucteHTHOCT: 1/523
(0,2%) u 2/523 (0,4%) umaT MyTanuu, CBbP3aHU CbOTBETHO C PE3UCTEHTHOCT KbM PUIIITUBUPUH
(K101E [n=1], M230L [n=1]) u/unu xpM kaboterpasup (E138K [n=1], Q148R [n=1] mim N155H
[n=1]). Ha uzxonno HuBO B pamoTo ¢ Q8W 5 yuaCTHHUIIM UMAT MyTaIllH, CBbP3aHU C PE3UCTCHTHOCT
KBbM PWINUBHUPHH, a | OT TE3W yYaCTHUIM € HOCHTEN Ha MyTallysl, CBbpP3aHa C PE3UCTEHTHOCT KbM
kaborerpaBup. Ha n3X01HO HUBO HUKOH OT y4acTHHIIUTE B paMoTo ¢ Q4W Hsima MyTaIus, CBbp3aHa ¢
PE3UCTEHTHOCT KbM PHIMUBUPUH WK Kaborerpasup. Jlecerre yuactHuim ¢ CVF Ha kaboTerpaBup
wntoc puinuBupuH B ATLAS-2M umar HIV-1 noarun A (n=1), Al (n=2), B (n=4), C (n=2) unu
Complex (n=1).

KD’BCTOC&Ha PE3UCTCHTHOCT

Mymanmen supyc cpewsy NNRTI cnopeo nosuyusma

B manen ot 67 HIV-1 pekoMOnHanTHY J1abopaTOpHH MaMoBe C exHa MyTarus B RT mo3urumy,
cBbp3aHa ¢ pesucteHTHOCT KbM NNRTI, Bkmtountenno Hait-yecto cpemanure K103N u Y181C,
PWINIMBUPHH MTOKa3Ba aHTHUBHPYCHA aKTUBHOCT cpemty 64 (96%) ot Te3u mamoBe. EnnHcTBeHNTE
MyTAaIliH, CBbP3aHH C PE3UCTEHTHOCT, BOEIA 70 3aryda Ha YyBCTBUTEIIHOCT KbM PHIITTUBUPHH, Ca:
K101P, Y1811 Y181V. Mytarmusra K103N cama o cebe cu He BOJU 10 HAMAJICHA YYBCTBUTEITHOCT
KbM puINMUBHpHH, HO KoMOuHamaTa Ha K103N u L1001 Bogu 10 7-KpaTHO HaManeHUe Ha
YYBCTBUTEITHOCTTA KbM PHJITHBUPHH.
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Pexombunanmuu KnuHuuHy uzonamu

PunnuBupuH 3ama3Ba 4yBCTBUTENHOCT (KpaTHA MPOMsHA < OHOJIOTMYHA IParoBa CTOWHOCT) CperLy
62% ot 4786 HIV-1 pekoMOMHAHTHYU KIMHUYHH U30JIaTH, PE3UCTEHTHU Ha eaBUPEHL] 1/HITH
HEBHpPAIMH.

IHayuenmu c supycna cynpecus

B ananuza Ha cenmuna 48 ot npoyusanusra dasza 3 ATLAS u FLAIR B 5/7 cnyuas na CVF uma
(heHOTHITHA PE3UCTEHTHOCT Cpelry prwinuBupuH. [Ipu Te3u 5 mannenTn peHoTumHa KpbcTOCaHa

PE3UCTEHTHOCT € HabJroaBana cpeiy edasupenil (n=4), erpaBuput (n=3) u HeBupanuH (n=4).

Ed)eKTI/I BBPXY CICKTpOKapauorpamara

B eano pangoMusupano, mianedo- 1 KOHTPOJIMPAHO C aKTUBHO BeecTBo (Mokcugiokcamy 400 mg
BEJIHBK THEBHO) KPOCOYBBp MpoyuBaHe mpu 60 31paBu Be3pacTHU ¢ 13 n3mepBaHus 3a 24 yaca B
CTaIIOHAPHO CHCTOSIHUE HE ce ycTaHoBsBa edekT Bppxy QTcF naTepBana mpu mepopairHo
MIPUIIOKEHUE HA PUIINIMBUPUH B IPENOPBUUTENHATA 032 25 mg BeAHBXK THEBHO. [l1asmMeHnTe
KOHIICHTpaIuu Ha puwinuBupuH ciel nimkekinn ¢ REKAMBY'S ca cpaBHUMU ¢ KOHIICHTPAIMHTE,
MOCTUTHATHU € NEPOPAJICH PUWINKMBUPHUH B A03a 25 mg Beaubx JHeBHO. REKAMBYS B
npenopbunTenHaTa no3a 600 mg Beausmx Meceuno win 900 mg Ha Bcekd 2 Mecella He € CBBP3aH C
KIMHAYHO 3HaYnM edekT Bbpxy QTc.

Korato ca npoyuBaHu cynparepalneBTHYHU 103U 75 mg BeAHBK AHEBHO U 300 mg BeIHBX THEBHO Ha
nepopalieH PHINUBHPHH IPH 3IpaBU Bb3PACTHHU, MAKCUMAITHUTE CPEIHU ChOTBETCTBAILH 110 BpEME
(95% ropHa rpaHuIia Ha TOBepUTEIHUS HHTEepBa) pasnuku B QTcF unTepsana ot miamnedo cien
n3x0Ha Kopekius ca crorBeTHO 10,7 (15,3) m 23,3 (28,4) ms. Ilepopanno npuinoxxeHre Ha
pWINUBUPUH 75 mg BeAHBK AHEBHO U 300 mg BeIHBX THEBHO B CTALIMOHAPHO ChCTOSIHUE BOIH 1O
1o-BUCOKa cpeiHa Cmax MPUOIHM3UTETHO ChOTBETHO 4,4 IbTH 1 11,6 bTH Haj cpeaHaTa Cmax B
CTaIlMOHAPHO CHhCTOSIHUE, HAOII01aBaHa MPU IpenopbuuTeHaTa qo3a 600 mg BeAHBK MECEIHO Ha
REKAMBYS. IlepopanHo npuioxkeHre Ha pUINUBUPUH 75 mg BeAHBkK NHEBHO U 300 mg BeqHBK
JTHEBHO B CTAIlMOHAPHO CHCTOSIHUE BOJIU JIO MO-BUCOKA CpeTHa Crax MPHOIMZUTEITHO ChOTBETHO
4,1 meti u 10,7 et Han cpenHaTta Cmax B CTAIIMOHAPHO CHLCTOSIHHE, HAOIIOaBaHa C
npenopreuntenHara 1o3a 900 mg REKAMBY'S Ha Bcekn 2 mecena.

Kinnnnuna edukacHoCT ¥ 6€300aCHOCT

IIpunaraue Bcexu 1 Mecelr

Eduracnocrra Ha REKAMBY'S muttoc kaboterpaBup MHXEKIHS € OIICHEHA B IBE PaHAOMHU3UPaHH,
MHOTOLICHTPOBH, aKTUBHO-KOHTPOJIMPAHH, OTKPUTH Mpoy4BaHus ¢asza 3 ¢ ycropeJHH paMeHa 3a
JIOKa3BaHe Ha He Mmo-Maika epukacHocT (non-inferiority), FLAIR (201584) u ATLAS (201585).
II'bpBUYHUAT aHAJIN3 € U3BBPILIEH CJE] KATO BCUYKH YYaCTHULM €A 3aBbPLIWINA CBOSITA BU3HTA HA
ceamuna 48 WM ca MpeyCTAaHOBUIIM YYAaCTHETO CH B TPOYUBAHETO MPEKAEBPEMEHHO.

IanmenTH ¢ BUpycHa cynpecus (JeKyBaHH MIPEU TOBA ChC CXeMa Ha JIeYeHHe, ChAbprKalia
JOJYyTerpaBup, B MpoabbkeHne Ha 20 ceIMUIIN)

BwB FLAIR 629 undexrupanu ¢ HIV-1, HenexkyBanu nocera ¢ antupetpoBupycHo jieueHue (ART)
MaIMEeHTH NOJTyYaBaT cXeMa Ha JISUCHHUE, ChIIbpiKallia JI0JTyTerpaBip, MHXUOUTOP Ha TpaHcdepa Ha
Bepurata Ha uHTerpaszara (INI), B mpoapmkenune Ha 20 ceamuny (Man
JOJTyTerpaBup/abakaBup/IaMUBYANH, I JOITYTETPaBUp + 2 APYTd HYKJICO3WIHN HHXHUOUTOPHU Ha
oOpaTHaTa TpaHCKpHITasa, ako ygactHunure ca HLA-B*5701 monoxurennn). [lamenture, kouto ca
¢ BupycHa cymnpecus (HIV-1 PHK < 50 xomust Ha ml, n=566), ciex ToBa ca panaomusupanu (1:1) win
3a MOJy4YaBaHe HA CXeMa Ha JICUYCHHE C PUIIITMBUPHH TUTIOC KaOOTErpaByp, WM OCTaBaT Ha JICUCHHUE C
CAR. [TanimentuTe, paHIOMHU3HMPAHU 32 [IOJyYaBaHE Ha CXeMa Ha JICueHHe C PIIHBUPHH TUTIOC
kaboTerpaBmp, 3aM10YBaT IMEPOPATHO BHBEKIAIIO JieueHre ¢ kaborerpasup (30 mg) TabIeTKH TLTIOC
prIUBUPHH (25 mg) TabJCTKH BEIHBK JHEBHO B IPOIbIDKCHUE HA HAM-MaJIKO 4 CEIMHUIIH,
MOCJIEIBAHO OT JieueHHe ¢ kaboTterpaBup nmwkeknus (Mecen 1: 600 mg, mecen 2 Hatatsk: 400 mg
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MHKEKITUS ) TUTFOC pUIIUBUpHH uHkekius (Mecer 1: 900 mg umxekius, Mecel 2 Hatatbk: 600 mg
WHKEKIIHST ) MECEIHO 3a 110 96 CeIMMUIIH.

[MaumeHTH ¢ BUpycHa cymnpecus (cTadunnu Ha npeaxonna ART B npoabmkeHne Ha noHe 6 Mecerna)
B ATLAS 616 undexrupanu ¢ HIV-1, nexyBanu npenu ToBa ¢ ART, manueHTn ¢ BUpyCHa Cynpecust
(3a Haii-manko 6 mecena) (HIV-1 PHK < 50 konus Ha ml) ca pangomusupanu (1:1) v moiayvaBat uin
cxeMa Ha JIeueHHe C PUIIITMBUPHH TUTIOC KaboTerpaBup, uin octaBaT Ha CAR. [Tanuenture,
PaHIOMU3UPAHH 32 MOJTyYaBaHe Ha cXeMa Ha JICUCHUE C PUJINMBUPHH IUTIOC KaOOTErpaBHp, 3al0YBaT
MepOPATHO BhBEXKIAIIO JieueHUe ¢ kaborerpasup (30 mg) TabaeTKU MUIFOC puiImHBUApPUH (25 MQ)
TabJeTKH BEIHBK JHEBHO B MPOABKEHHE Ha HA-MallKo 4 CeMUIIH, TTOCIIEIBAHO OT JICUCHHE C
kaboTerpaBup nmwkekus (Mecen 1: 600 mg, mecer; 2 Hatarbk: 400 mg WHXEKIUS) TUTIOC PUIITUBUPUH
umkeknus (Mecer 1: 900 mg umkekust, Mecell 2 HataTbk: 600 mg HHXEKIINs) MECEYHO 3a OIIle

44 cepmuniu. B ATLAS 50%, 17%, u 33% ot nauuenTute ca nmony4aBaau NNRTI, PI wmm INI
(chOTBETHO) KaTO OCHOBEH KJIac JISKApCTBa 3a TPETO JieueHHE MPEAH PaHIOMHU3HPAHETO U TOBA €
CXOJIHO MEX/JIy paMEHATA Ha JICUeHHeE.

COopHHU aHHM OT npoyuBaHus daza 3

B cOopHus aHann3 Ha U3XOAHO HUBO B PaMOTO C PHWIITMBUPHH IUTIOC KAOOTErpaBUp MeIuaHaTa Ha
BB3pacTTa Ha yyacTHuuTe € 38 roaunu, 27% ca xenu, 27% He ca ot Osutata paca, 1% ca

> 65 roaunu u 7% umar 6poit Ha CD4+ kietku noa 350 kieTku Ha mmS; Te3u XapakTEPUCTHKH ca
CXOJ/IHU B paMeHaTa Ha JICUCHHE.

IIspBHYHaTa KpaiiHa TOUKa B ABETE MPOYUBAHUS € MPOLEHTHT Ha yyacTHUIM ¢ Tutazmena HIV-1 PHK
> 50 komust/ml B ceamutia 48 (Snapshot anroputsm 3a ITT-E nomynanusra).

B cOopen aHanm3 Ha ABeTe MpoyuBaHus ¢aza 3 JeUeHUETO C PIIIMTUBUPHH ILTIOC KaOOTErpaBup € He
no-mainko epukacHo (non-inferior) or CAR 1o oTHolieHre Ha MPOLEHTHT HA YYACTHUIM C TIa3MeHa
HIV-1 PHK > 50 x/ml (cvorBeTHO 1,9% 1 1,7%) B cenmuiia 48. KopurupaHara pas3jinka B JICUEHHUETO
MeXIy puinuBupuH wiroc kadoterpasup u CAR (0,2; 95% CI: -1,4; 1,7) otroBaps Ha Kputepus 3a He
mo-Maika edukacHocT (ropHa rpanuna Ha 95% CI oz 4%) [Bx. Tabawumna 8].

[TbpBUYHATA KpaiiHa TOYKA U JAPYTUTE PE3yJITATH HA ceaMUIa 48, BKITIOUUTEITHO PE3yJITATUTE 1O
ocHOBHUTe m3xonHU ¢akTopH, 32 FLAIR, ATLAS u coopHu nanuu ca nanenu B Tabmuia 8 u
Tabimna 9.

Ta6auna 8:  BupyconormyHu pe3yJTaTH oT paHAOMU3HPaHOTO Jedyenne BbB FLAIR n
ATLAS B ceqmuna 48 (Snapshot ananus)
FLAIR ATLAS CoopHHu 1aHHH
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 komusi/mI" 6(2,1) 7(2,5) 5(1,6) 3(1,0) 11 (1,9) 10 (1,7)
Pasnuka B ieuenusara % . . .
(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 xonusi/ml
Pasnuka B neuenusara % 0,4 (-3,7; 4,5) -3,0(-6,7;0,7) -1,4 (-4,1; 1,4)
(95% Ch*
Be3 Bupyconornunu
AaHHU B Mpo3opena B 12 (4,2) 12 (4,2) 18 (5,8) 11 (3,6) 30 (5,1) 23 (3,9)
ceqvuna 48
Ilpuunnu
IIpeyctanoseno
npoyYBaHe/POyIBaH
0 JIEKapCTBO MOpaIu 8(2,8) 2(0,7) 11 (3,6) 5(1,6) 19 (3,2) 7(1,2)
HEXeNaHo ChOuTHE
WM CMBPT
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IIpeyctanoseno
NpOy4YBaHe/POyUIBaH

MIPOJBIDKABA B
IPOYYIBAHETO

0 HeKApCTBO MOpaIH 4(1,4) 10 (3,5) 7(2,3) 6 (1,9) 11 (1,9) 16 (2,7)
JPYTH IPUYUHA

JlumicBamy faHHA KbM

BPEMETO Ha

mpo3opena, Ho 0 0 0 0 0

*  KopHTHpaHO 110 M3XOIHH (aKTOPH 3a CTpaTH(HUIMpaHe.

T BrlouBa manMeHTH, KOMTO ca TIPeyCTAHOBHIIM IO/ JUICa Ha ehUKACHOCT, MpeyCTaHOBUIH, 6e3 JIa ca MOTHCHATH.
N=0poii nanueHTn BHB Besika rpyna Ha nedenue, Cl=nosepurenen unrepsair, CAR=Tekyma cxeMa Ha aHTHPETPOBHPYCHO
neuenne, RPV=pummusupnn, CAB=kaborerpasup.

Ta6auna 9:

0oCHOBHHU u3x0aHu pakropu (Snapshot pesyararmn)

Ipouent mauuenTu ¢ miazmena HIV-1 PHK > 50 konusi/ml B cexmuna 48 no

Coopuu nannm ot FLAIR u ATLAS

HN3xonnu pakropu RPV+CAB CAR
N=591 N=591
n/N (%) n/N (%)
H3xoaHo HuBo Ha CD4+ | <350 0/42 2/54 (3,7)
(kaeTku/ mm®) > 350 1o < 500 5/120 (4,2) 0/117
>500 6/429 (1,4) 8/420 (1,9)
Ioa Mmbxe 6/429 (1,4) 9/423 (2,1)
Kenu 5/162 (3,1) 1/168 (0,6)
Paca bsina 9/430 (2,1) 71408 (1,7)
Heprokoki 21109 (1,8) 3/133 (2,3)
adpuKaHI/aMepUKaHITN
Asuariy/npyru 0/52 0/48
UTM < 30 kg/m? 6/491 (1,2) 8/488 (1,6)
> 30 kg/m? 5/100 (5,0) 2/103 (1,9)
Bb3pacr (roaunu) <50 9/492 (1,8) 8/466 (1,7)
>50 2/99 (2,0) 2/125 (1,6)
M3xonHa aHTHBUPYCHA Pl 1/51 (2,0) 0/54
Tepanusi Npu INI 6/385 (1,6) 9/382 (2,4)
PaHAOMHU3HPAHETO NNRTI 4/155 (2,6) 1/155 (0,6)

NTM=unnexc Ha TesecHata Maca, PI=npoteaszen uuxuburtop, INI=unrerpazen uaxuburop, NNRTI=Henykeo3uaeH
MHXHOHUTOP Ha oOpaTHaTa TpaHckpumnTasza, RPV=punnusuprnn, CAB=xkaborerpasup, CAR=Texyma cxema Ha

AQHTHPETPOBHUPYCHO JICUCHHE

B npoyuBanusara FLAIR nu ATLAS pa3snukure B JIEUEHHETO 110 OTHOLIEHHE HA U3XOJAHUTE
xapakrtepuctuku (Opoit CD4+, o, Bb3pact, paca, U'TM, ocHOBEH KJ1ac JiekapcTBa 3a TPETO JICUCHHUE)

ca CpaBHHMH.

Ceamuna 96 FLAIR

B mpoyusanero FLAIR cnex 96 Cenmuiu pe3yntaTute IpoabKaBaT 1a CbOTBETCTBAT Ha
pesyararure cien 48 ceamuny. [IpouenTsT Ha nauuenty c mwiazmesa HIV-1 PHK > 50 x/ml npu
pwiuBUpHH wroc kaboterpaBup (n=283) u CAR (n=283) e croTBeTHO 3,2% 1 3,2% (KOpUTHpaHa
pasnuka B neuennero mexxry REKAMBYSS mimtoc kaborerpasup u CAR [0,0; 95% CI: -2,9; 2,9]).
[Iponentst Ha nanuenTH ¢ miasmena HIV-1 PHK < 50 k/ml npu REKAMBY'S muttoc kaboterpasup u
CAR e crotBeTHO 87% 1 89% (KOpurupana pasiuka B ieuenuero Mexay REKAMBY'S mtoc
kaborerpaBup u CAR [-2,8; 95% CI: -8,2; 2,5]).

20




Cenmuna 124 FLAIR AUpeKTHO MHKEKTHPAHE CIIPSIMO IEPOPATHO BbBEKIAHE

B mpoyuBanero FLAIR e u3Bbpiiena ouenka Ha OezonacHocTTa 1 epukacHoctta Ha Cenmuna 124
NpH NalyeHTuTe, n3dpanu aa npemuHat Ha Ceamuna 100 oT abakaBup/noayTerpaBup/IaMUByANH
KBbM PHINUBHPUH IUTFOC KAOOTErpaBHp BbB (ha3aTa Ha pa3lIMPEHHE Ha POYIBAHETO. Y YaCTHHUIIUTE
MMaT Bb3MOXKHOCT JIa IPEMHUHAT ChC WK 0e3 (pa3a Ha ImepopaHo BbBEKIAHE, KaTo € Ch3/1ajieHa rpymna
C MepOpaIHO BHBEKAHE U IPyIa C JUPEKTHO HHKEKTHPAHE.

Ha Ceamuna 124 nenst Ha yuactHuiure ¢ miazmena HIV-1 PHK >50 komust/ml e 1/121 (0,8%) u
1/111 (0,9%) cbOTBETHO B rpymnuUTE C MEPOPATHO BHBEKIAHE M AUPEKTHO HHKeKTHpaHe. CTereHTa Ha
BupycHa cynpecus (HIV-1 PHK <50 xonust/ml) e nomoOHa B rpynata ¢ nepopaiHo BbBEXKIaHE
(113/121 [93,4%]) u B rpymnara ¢ aupektHo nmkektupane (110/111 [99,1%]).

IIpnnarane Ha BCeKH 2 Mecela

IManmenTu ¢ BUpycHa cynpecusd (ctabuann Ha npeaxoada ART B mpoasnkeHne Ha IoHE 6 Mecena)
EdukacHocTTa 11 6€30MacHOCTTa Ha PHIIMTMBUPHUH WHXKEKIINSA, TIPUIaraH Ha BCEKU 2 Mecella, € OlleHeHa
B €IHO paHIOMHU3HUPAHO, MHOTOIICHTPOBO, OTKPHUTO Mpoy4uBaHe (aza 3b ¢ ycnopenHu pameHa 3a
JIoKa3BaHe Ha He mo-mainka epukacHocT, ATLAS-2M (207966). [ITbpBUYHUAT aHATN3 € IPOBEJIEH CIIE]
KaTO BCUYKHU y‘IaCTHI/IHI/I ca SaB’prII/IHI/I CBOsITA BU3UTA B CEAMMUILIA 48 HJIA ca HpeyCTaHOBI/IJ'II/I
MPOYYBAHETO MPEKICBPEMEHHO.

B ATLAS-2M 1045 HIV-1 undextupanu, nekyBanu npeau ToBa ¢ ART manuenTtu ¢ BupycHa
cympecus, ca panaomusupanu (1:1) u noiy4yaBar cxema Ha JIe4eHHe C PUITUBUPHH TUTIOC
Ka0OoTerpaBUp MHXEKITHS, TPHIIaraHa ik Ha BCEKH 2 Mecella, TN BeIHBK MeceuHo. [larenTuTe ¢
IbPBOHAYAHO JIeUeHHe 0e3 KaboTerpaBup/pIIIMTUBUPHH MOTy4YaBaT IEPOPAITHO BHBEXKIAIIO JICUSHHE,
CBCTOSIIIO Ce OT e/lHa TabjeTka (25 mg) puANUBUPHH IUTIOC eHa TabseTtka (30 mg) kaborerpaBup
JTHEBHO B MIPOB/DKCHUE HA HAal-MaKko 4 cenmuiy. [larueHTruTe, paHI0MHU3UPAHH 3a JICUCHUE BEAHBK
MecedHO ¢ primuBuprH uHxeknu (Mecer 1: 900 mg nmkexmus, oT Mecer] 2 HataTbk: 600 mg
WHXKEKIUs ) U KaborerpaBup nmkekuun (Mecer 1: 600 mg nmxekius, ot Mecer 2 Hatatsk: 400 mg
WHXEKIINSI ), TOJTyqaBaT JeueHne 3a omie 44 cenmuim. [larmeHTuTe, paHIOMU3UPaHH 32 JICUCHUE Ha
BcekH 2 Mecena ¢ primuBuprH nikeknuy (900 mg wmkeknus B mecenu 1, 2, 4 1 Ha Bcekn 2 Mecena
cien ToBa) u kaborerpaBup nrxekuu (600 mg nmxekiys B Mecenu 1, 2, 4 1 Ha Bcekn 2 Mecela ciex
TOBA), IOJy4YaBar jedenue 3a ome 44 ceqmuru. [lpenu pannomusupaneto 63%, 13% u 24% ot
YYaCTHUIUTE TIOy4YaBaT PHIIMTUBUPHH TUTFOC KaboTerpaBup chOoTBeTHO 3a 0 cemmutiy, 1 o0

24 cenmunu v > 24 ceIMULIN.

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
XapaKTEPUCTHKH Ca CXOJHH B paMeHaTa Ha JICUCHHE.

IIspBuunaTa kpaiina Touka B ATLAS-2M e nponenTsT Ha nanuenTty ¢ mazmena HIV-1 PHK
> 50 xonus/ml B ceamuna 48 (snapshot anroputsm 3a ITT-E nonynauusra).

B ATLAS-2M JjeuyeHneTo ¢ pUINUBUPHH IUTIOC KaOOTerpaBup, MpUiIaraHo Ha BCEKH 2 Mecela, € He
MO-MaJIKO e(pUKACHO OT JICYSHHUETO C KaDOTerpaBUp U PUINTMBUPHH, IPHJIAraHO BCEKH MecCell, 110
OTHOIIIEHHE Ha TIPOIIEHTa Ha yyacTHHUIM ¢ ma3mena HIV-1 PHK > 50 k/ml (ceoTtBetHO 1,7% 1 1,0%)
B cenmuna 48. Kopurupanara pasinka B JISYEHHETO MEXy KaOOTerpaBHp IUTIOC PUITHBUPHH,
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 rpanuna Ha 95% CI mox 4%).
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Ta6auna 10: Bupycosornynu pe3yjTaTa oT panaoMusupano jeyenue B ATLAS-2M caen
48 cenmunm (Snapshot ananuz)

IIpunarane Ha BCceKku IIpuinarane BeaHbK
2 mecena (Q8W) meceqHo (Q4W)
N=522 (%) N=523 (%)

HIV-1 PHK> 50 konusi/ml’ 91,7 5(1,0)
Paznuka B neuennsara % (95% )
Cly* 0,8 (-0,6; 2,2)
HIV-1 PHK < 50 komusi/ml 492 (94,3) | 489 (93,5)
Paznuka B neuennsara % (95% )
Chy* 0.8(-2,1;3,7)
be3 BUPYCOIOTHYHY JaHHH B 21 (4,0) 29 (5,5)
npo3opeua B ceqmMuia 48
TIpuunnm:

[IpeycTaHOBEHO MPOyYBaHE 9(1,7) 13 (2,5)

nopaau HC nnu cMbpT

[IpeycraHoBeHO NpoyUYBaHe 12 (2,3) 16 (3,1)

10 JIPYTH IPUIHHH

[IpogpmkaBat mpoy4YBaHETO, 0 0

HO JIMIICBAT JaHHU B

npo3opera

*

T

Kopurupana 3a u3xonHu Gpakropu Ha cTpaTuduUIpaHe.

IIOTHCHATH.

BkiIr0uBa Y4aCTHHUIIK, KOMTO ca MPEyCTaHOBUIIH IOPaJIM JIHIIca Ha e(hHKACHOCT, IPEyCTaHOBUIIH, Oe3 /1a ca

N=06poii nauneHTH BHB BCsIKa rpyma Ha Jedenne, CI=noBeputeneH unrepsair, CAR=Tekyma cxemMa Ha aHTUPETPOBUPYCHO

JICYCHUC.

Tao6auna 11:

[pouent manuenTu ¢ miiazmena HIV-1 PHK > 50 konusi/ml 8 ATLAS-2M B

cenmuna 48 mo ocHoBHM U3xoaHM pakTopu (Snapshot pesyaraTu).

Bpoii HIV-1 PHK >

50 x/ml/ 06110 oeHEHH

(%)

H3xonnu pakropu
Ipunarane Ha Bceku | IIpuiarane BeIHbK
2 mecena (Q8W) MecedHo (Q4W)

H3xonen opoii < 350 1/35(2,9) 1/27 (3,7)
CD4+ kiaerku 350 go < 500 1/ 96 (1,0) 0/ 89
(kaeTkn/mm°) > 500 7/391 (1,8) 4/407 (1,0)
Ioa Mmbixe 4/385 (1,0) 5/380 (1,3)

Kenu 5/137 (3,5) 0/143
Paca bsuta 5/370 (1,4) 5/393 (1,3)

He 6si1a 4/152 (2,6) 0/130

UepHoKkoxKHU

adprUKaHI1/aMEePUKAHI] 4/101 (4,0) 0/ 90

7

HeuepHokoxu

adprUKaHI1/aMEepUKaHI] 5/421 (1,2) 5/421 (1,2)

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

> 30 kg/m? 6/113 (5,3) 2/98 (2,0)
Bw3pacr (roqunun) | <35 4/137 (2,9) 1/145 (0,7)

35 no <50 3/242 (1,2) 2/239 (0,8)

>50 2/143 (1,4) 2/139 (1,4)
IpeamecrBaina Jlurnicsa 5/327 (1,5) 5/327 (1,5)
EKCIIO3UIMA HA 1-24 cegmunn 3/69 (4,3) 0/68
CAB/RPV > 24 cepMunu 1/126 (0,8) 0/128

NTM=unnexc Ha tenecnara maca, CAB=kaborerpasup, RPV=punnusupun
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B npoyuBanero ATLAS-2M paziaukuTe B JICUSHHUETO 110 OTHOIIICHUE HA TbPBUYHATA KpaliHa TOYKa
CITOpeT U3XOMHUTE XapakTepucTuku (Opoit CD4+ mumdboruty, o, paca, U'TM, Bs3pacT u
MpeIIecTBaIla eKCIO3UIUs Ha KaOOTerpaBUp/pUINIMBUPHH) HE Ca KITMHUYHO 3HAYUMH.

Pesynrarure 3a edukacuocT B Cenmmunia 96 ch0TBETCTBAT Ha PE3YITATUTE 32 TbPBUYHATA KpaiHa
touka B Cemmuria 48. MHXEKIIMNUTE PHITHBHPHH TUTFOC KaOOTErpaByp, PHJIaraHl Ha BCEKH 2 MeceIa,
uMar He Mo-Majka e(puKacHOCT OT PUJINMBUPHH U KaOOTETrpaBup, IpUiaraH! BCEKH Mecell.
IIpouenTst Ha yyactHUIUTE ¢ TIazmMeHa HIV-1 PHK >50 ¢/ml 8 Cenmutia 96 npu puuimiBHUPHH TUTIOC
KaboTerpaBup, IpHUIaraHu Ha BCEKH 2 Mecelia (n=522), 1 puiINUBUPHH INTI0C KaboTerpaBup,
MpUJIaraHu BeHBX MecedHo (n=523), e chorBeTHO 2,1% 1 1,1% (kopurupaHa pa3iuka B JICYCHUETO
MEXIY PUINMBUPHUH IUTIOC KaOOTEeTrpaBup, IpuiiaraHi Ha BCEKH 2 Mecelia U BeAHBK MecedHo [ 1,0;
95% CI: -0,6; 2,5]). IporenTsT Ha yuactHunuTe ¢ mwiasmena HIV-1 PHK <50 ¢/ml 8 Ceamuia 96 npu
PWITIMBUPHH TUTFOC KaOOTETpaBHp, MPUIIATAHA HA BCEKH 2 MECEeIa, M PUITMBUPHH TUTFOC
KaboTerpaBup, NpuJlaraHi BEAHBX MECEYHO, € ChOTBETHO 91% u 90,2% (xopurupana pasiuxa B
JICYCHUETO MEXTy PIIITUBUPHH TUTIOC KaOOTErpaBup, IpUjlaraHu Ha BCEKH 2 Mecella U BETHBK
meceuno [0,8; 95% CI: -2,8; 4,3]).

Pesynrarure 3a eduxacaoct B Cemmuria 152 cb0TBETCTBAT Ha pe3yNITAaTUTE 32 IBPBUYHATA KpaifHa
touka B Cenmuna 48 u Ceqmuna 96. MHkeknuuTe pIUIIMTABUPHH TUTIOC KaOOTErpaBUp, MpIJIaraHd Ha
BCEKH 2 Mecella, ca ¢ He MOo-MajKa e(hpUKaCHOCT OT PHUIIMTUBUPHUH U KaOOTerpaByp, MpUIaraHu BCCKH
mecerl. B ITT ananus npoueHThT Ha yyactHuimre ¢ mwiazmMena HIV-1 PHK >50 ¢/ml B Cenmunia 152
TIPH PIIITUBUPHH TUTIOC KaOOTErpaBup, MprilaraHy Ha Bceku 2 mecena (n=522), ¥ pIIMTUBUPHH TLTIOC
kaboTerpaBup, MpWiaraHu BeAHBK MeceuHo (n=523), e choTBeTHO 2,7% 1 1,0% (kopurupana pasiuka
B JICYCHUETO MEXK]Ty PHITNIMBUPYH IUTIOC KaOOTErpaBUp, IPHIIaraH! Ha BCEKH 2 MECella H BEAHBK
meceuno [1,7; 95% CI: -0,1; 3,3]). B ITT ananu3 nporeHTsT Ha yyacTHHIUTe ¢ wiasmena HIV-1 PHK
<50 ¢/ml B Cenqmuna 152 npu puiamuBHPUH IDTIOC KaOOTETpaByp, MpUIaraHi Ha BCEKH 2 Mecera, U
PWITIMBUPHH TUTIOC KabOTerpaBup, MpHaraHu BEAHBK MECEUHO, € ChOTBETHO 87% u 86%
(xopurupaHa pasiiuKa B JCUSHUETO MEXKITY PHIIMTUBUPHH IUTIOC KaOOTErpaBup, NMpHUjlaraHu Ha BCEKH 2
Mecelia ¥ BeaHbxk Mecevro [1,5; 95% CI: -2,6; 5,6]).

Post hoc ananusu

MyTUBapHaTHU aHaAIK3K Ha cOopHu mpoyuBanus ot (asza 3 (ATLAS 1o 96 cenmunn, FLAIR 10

124 cenmurnn, ATLAS-2M no 152 cenmuim) ncnenBar BIMSHAETO HA PA3INYHH (PAaKTOPU BBPXY
pucka ot CVF. B ananu3a na usxonuute pakropu (baseline factors analysis, BFA) ce uscnenpar:
W3XOJHUTE XapaKTePUCTUKU HA BUPYCUTE U YIACTHHUIIUTE U CXEMUTE Ha MpHJIaraHe, a
mystuBapuaTHuAT ananu3 (multivariable analysis, MVA) BkitouBa u3xoauuTe GakTopu U
BKJIFOUCHHUTE MTPOrHO3HU TUIA3MEHU JIEKAPCTBCHHU KOHIICHTPALIMU CJIE]] M3XOHOTO HUBO MO OTHOIICHUE
Ha CVF npu u3nosi3BaHe Ha pEerpecMOHHO MOJISIIMPaHe ¢ Ipolieaypa 3a u300p Ha npomerusa. Cies
00110 4291 voBekoronunu Hekopurupanara yectora Ha CVF e 0,54 na 100 goBekoroanHu.
Cooobmrasar ce 23 ciryuast Ha CVF (1,4% ot 1651 nymmm B Te3u mpoy4BaHHUs).

BFA nokassar, ue MyTaluuTe, CBbP3aHu ¢ PE3UCTEHTHOCT KbM PUIINMMBUPUH (CHOTHOILLCHHUE HA
yecrotute IRR=21,65, p<0,0001), HIV-1 moarun 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 npoMeHIuBH, BKIOUUTENHO npuiarane Q4W unu Q8W, skeHCcKu 1o uiu
MmyTtanunte, cBbp3anu ¢ pesucteHTHocT CAB/INSTI nsamat 3naunma Bpb3ka ¢ CVF. KomOunamnus ot
Half-MaJiko 2 OT CJIEJTHUTE OCHOBHH (haKTOPH Ha M3XOJIHO HUBO € CBbp3aHa ¢ mosuiieH puck ot CVF:
MyTalHH, CBbP3aHHU C PE3UCTEHTHOCT KbM puimusupuH, HIV-1 mogrun A6/A1 nmu UTM > 30 kg/m?
(Tabnuua 12).

Ta6auma 12 Bupycosoruunm pe3yaTaTi cCnopel HATUYMETO HA OCHOBHUTE (DaAKTOPH HA
M3XO0AHO HUBO, MYTAIlMH HA PE3MCTEHTHOCT KbM puinusupuH, HIV-1 noarun
A6/A1' u UTM > 30 kg/m?

. IloTBBpAEH BUPYCOTOTUYECH
2
H3xonnu gaxropu (0poii) Bupycosornyen ycmex neycrex (%)?
0 844/970 (87,0) 4/970 (0,4)
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1 343/404 (84,9) 8/404 (2,0)*
>2 44/57 (77,2) 11/57 (19,3)°
OBIIO 1231/1431 (86/0) 23/1431 (1,6)"
(95% noBepuTeNIeH UHTEPBAI) (84,1%; 87,8%) (1,0%; 2,4%)
1

Knacudukanus na HIV-1 noarun Al mmn A6 ce ocHoBaBa Ha Los Alamos National Library panel ot 6a3aTta nannu Ha
HIV nocnenosarennocture (HIV Sequence database) (m. rorm 2020 r.)

B3 ocnoBa Ha Snapshot anropursm 3a PHK Ha FDA <50 xonmsi/ml B Cenmuria 48 3a ATLAS, B Cenmuna 124 3a
FLAIR, B Ceqmuna 152 3a ATLAS-2M.

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

[Tonoxurenna npeauktuBHa croifHOCT (PPV) <1%; oTpuuarenna npenukrusHa ctoitHOCT (NPV) 98,5%);
qyBCTBUTENHOCT 34,8%; cnenuduunoct 71,94%

5 ppv 19,3%; NPV 99,1%; ayBctBuTenHoct 47,8%; cnemuduyanoct 96,7%

['pyna 3a ananu3 ¢ BCHYKM HEJMIICBAIIN KOBapHaTH 3a u3xoaHuTe haktopu (0T 06mo 1651 ryrm).

[Ipu marueHTHTE C Hali-MaJIKO JIBa OT TE3U PUCKOBU (hakTopa MpoueHThT Ha yyacTHuimute ¢ CVF e
MO-BHUCOK OT HaOJIF0AaBaHMs IPH MAIIMSHTUTE 0€3 PUCKOB (haKTOp WM C €IUH PUCKOB (haKTop, KaTo
CVF ce ycranossiBa ipu 6/24 manmentu [25,0%, 95% CI (9,8%:; 46,7%)], 1exyBaHu chc cxema Ha
JiedeHne Ha Bceku 2 Mecena, u npu 5/33 maruentu [15,2%, 95% CI (5,1%; 31,9%)], nekyBaHu cbC
cxeMa Ha JIeYeHHE BeIHBK MECEUHO.

Ilepopanna mocmosa mepanus c opyea ART

B perpocniektuBen aHanu3 Ha cOopHU AaHHU oT 3 knuanyau npoyuBanust (FLAIR, ATLAS-2M u
LATTE-2/npoyuBane 200056) ca BkitoueHH 29 yUaCTHHUIIH, ITOJTYYaBaIU IIEpOpaIHa MOCTOBA TEPAITUs
¢ ART, paznuyHa OT pUINMBUPHUH IUTIOC KaOOTErpaBup (aaTepHaTUBHA MOCTOBA TEPAIIUs), IO BpeMe
Ha nedeHne ¢ REKAMBY'S mmtoc kaboterpaBup HHTpaMyCKyJIHH (i.m.) HHKEKIUH C TPOABIKUTEITHO
neiicteue (LA) ¢ MennaHna Ha POABIDKUTETHOCTTA 59 nHu (25-T1 U 75-TH nepcenTrn 53-135).
MenunaHnara Ha Bb3pacTTa Ha yyactHUIUTeE € 32 roguny, 14% ca ot sxeHcku 1o, 31% He ca ot Osmara
paca, 97% ca mony4aBaju cxeMa Ha JieueHHe Ha 0a3ara Ha uHTerpaseH naxuourop (INI) 3a
ajTepHaTHBHA NepopaIHaMocToBa Tepamnus, 41% ca nomydaBanu NNRTI karo gact ot cxema Ha
aJITepHAaTHBHA IIEpOPaIHa MOCTOBA Tepamnus (BKIouBaia puinuBupud B 11/12 cinyydas) u 62% ca
noxyvasaian NRTI. Tpuma yqacTHHIIM ca ce OTTEIJIMIM MO BpeMe Ha epopaHOTa MOCTOBA Teparus
WJTM MAJIKO CJIe/ Hes MOopajii IPUIrNHU, HeCBBp3aHu ¢ Oe3omacHocTTa. [ToBeueTo (>96%) ot
YYaCTHUIUTE TOABPKAT BUpYcoJoruyHo nmotuckane (razmena HIV-1 PHK <50 konus/ml). [To
BpeMe Ha NPEMHHABAHETO KbM aJITepPHATUBHA [IEpOpaJIHa MOCTOBA TEpaNHA U 110 BpeMe Ha Nepuoaa
cien Hest (1o 2 REKAMBY'S mmroc kaboTerpaBup WHXEKLUH CIIE IEPOPAITHOTO CBbP3BaHE) HE ca
HaoOmonaBanu ciaydau Ha CVF (motebpaena miazmena HIV-1 PHK >200 xonusi/ml).

[lemaTpryna momyJIamus

EBporneiickaTa areHius 110 JieKapcTBaTa oTjara 3aJ/bJDKEHHETO 3a IIPE0CTaBsIHE Ha Pe3yJITaTUTE OT
npoyuBaHusita c REKAMBYS nnxekuys B €jHa WM OBeUe MOATPYIN Ha NEANATpUYHATA
norrynanus npu gedenne Ha HIV-1 undexmus.

52 @apmakoKHMHeTHYHHM CBOWCTBA

®apmakoknHeTnaHuTe cBoiicTBa HAa REKAMBYS ca onienenn nipu 3apasu n HIV-1 nndextupann
BB3PAaCTHH.

Ta6auna 13: Tlonmyaanuonau papMakoKHHETHYHH MOKA3ATETH cJe]] NEPOPATHO
NPUJIOKEHUE HA PUIINIMBUPHH BEeHbK IHEBHO U cJIeJl BbBEXKIaHe C MECEYHO
NpUIaraHe WM NPoIbJKaBaHe HA HHTPAMYCKYJIHHUTE HHKEKIIUH
REKAMBYS Ha BcekH iBa Mecena

Cpenno reomeTpu4HoO (5-TH; 95-TH nepceHTII)
®da3a Ha Cxema Ha . )
JleyeHue JleyeHune AUCo-tau Cnax Crau

(ngeh/ml) (ng/ml) (ng/ml)
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IIepopanno 25 mg 2083 116 79,4
BBBEKIaHe" BEIHBXK JHEBHO (1125; 3 748) (48,6; 244) (31,8; 177)
Hauanna 900 mg i.m. 44 842 144 41,9
AHKEKI™" HayYaJHa 1034 (21 712; 87 575) (93,9; 221) (21,7; 78,9
Meceuna 600 mg i.m. 68 324 121 85,8
HEKEKIHST™" MECEUHO (39042; 118 111) (68,1; 210) (49,6; 147)
Nuxekiusa Ha 900 mg i.m.
5 o Ha BCEKHU 132 450 138 68,9
peerat = meceta 2 Mecela (76 638; 221 782) (80,6; 228) (38,0; 119)

2 Bb3 0cHOBA HA MHAMBHAYyaNHHTE post-hoc M3umcIeHus OT i.m. Iony/IanMonen GapMaKOKHHETHYEH MOJIEN Ha

punnuBupuH (coopuu nanuu FLAIR, ATLAS u ATLAS-2M).

tau e MHTepBaJl Ha J0o3UpaHe: 24 yaca 3a epopaiHO NPUIIOKEeHUe; | WK 2 Mecera 3a i.m. HHXEKIH BeIHBK
MECEUHO MJIM Ha BCEKH 2 Mecela.

IIpu nepopanHoTO NpHITOXKeHNe Ha prmuBHPHH Crau IpeAcTaBiIsABa HaOmoxaBanu coopuu nanuu ot FLAIR, ATLAS
u ATLAS-2M, AUC(o-tau) 1 Cmax TIpezicTaBisBa (hapMaKOKMHETHYHH JaHHU OT KJIMHUYHHTE poyyBaHus (pasa 3 ¢
HEepOPaITHO MPHUIOKEHHE Ha PUITHBUPHH

Koraro ce npunara ¢ nepopajiHo BbBeXIaHe, HadarHa HHXKEKIHsI Cmax OTpa3siBa MPEAUMHO EPOPATHOTO
HPHIIOKEHHUE, 3aI0TO HaYalHaTa MH)KEKIMS ce Ipuiara B ChIIHA JICH ¢ ToCJiejHaTa nepopaiHa 1o3a. Korato ce
npuitara 6e3 nepopaiHo BbBEXIaHe (IUPEKTHO MHKeKTHpaHe, n=110), HaOmogaBaHaTa cpeiHa reoMeTpUYIHA
croitHocT (5-TH, 95-Ti nepcenTrin) Ha Cmax Ha prnuBHpHH (1 ceqMuIa cie/l HadaaHaTa HEKekms) e 68,0 ng/ml
(27,5, 220), a Ha Crau € 48,9 ng/ml (17,7, 138).

Januu ot cenmuna 48.

AGcopbums

PHIMTUBHPUH HHXKEKINSA ¢ YABDKEHO OCBOOOK1aBaHe MMOKa3Ba KMHETHKA C OTPaHHYEHa CKOPOCT Ha
abcopOrus (T.e. papmakokuHeTuka ,,flip-flop*) mopaau 6GaBHa abCOpOLIKS OT CENATMITHUSI MYCKYJI B
CHCTEMHOTO KPbhBOOOpAIIIEHHE, KOETO BOIH JI0 MPOABIDKATEIHHU ITa3MEHHA KOHIIEHTPAIIUH Ha
PUWIIIUBUPUH.

Crnen eIMHUYHA UHTPAMYCKYJIHA /1032 [JIA3MEHUTE KOHUEHTPALMY Ha PUINUBUPHUH Ca U3MEPUMU IIPe3
I'BPBHSA JICH U TIOCTEIICHHO CE MOBHINABAT, OKATO JOCTUTHAT MAKCUMATHH TUIa3MEHH KOHIICHTPAIHH
cien Menuana ot 3-4 gau. PUnnmuBupUH ce OTKpUBA B IUIa3MaTta /10 52 Wi MOBEYE CEIMUIIU CIIE]T
npuiarane Ha enuHuyHa 103a REKAMBYS. Cnen | ronvHa Ha MHXXEKTUPAHE BEAHBX MECEUHO WU
Ha BCEKH 2 Mecera ce noctura npuodmausutentHo §0% ot hapMakoKMHETUYHATA CTallMOHApHA
SKCTIO3UITUS Ha PUIIITUBHUPHH.

[1na3meHara eKCIO3UIMS Ha PUIITMBUPUH CE YBEIMYaBa MPOIOPIIHOHAIHO MM MAJIKO T0-0aBHO OT
HPOITOPIMOHAITHO HA J103aTa CJIe]l €THOKPATHO M MHOTOKPATHO 1.m. MH)KEKTUPAHEe Ha JI03H, BApHPAIIN
ot 300 o 1200 mg.

Pasnpenenenue

PwiimuBHpHH ce CBbP3Ba MPpUOIM3UTETHO B 99,7% C Mia3MeHUTe MPOTEHHH IN VItro, mpeanMHo ¢
andyMuHa. B3 ocHOBa Ha monynanuoHeH (apMaKOKMHETHUEH aHAIIM3 € U3YUCIICHO, Ye OOMYaitHUAT
OpUBHJICH 00eM Ha neHTpanHust komnaptMmeHT (Vc/F) 3a puinuBuprH cien i.m. npuioxerue e 132 |,
KOETO OTpa3siBa yMEPEHO pas3lpe/ieieHue B epupepHUTE ThKaHH.

PunnuBupuH npuckcTBa B rppOHauHO-M03buHaTa TedHocT (CSF). Ilpu HIV-1-undextupann
MaIMeHTH, TIOJTyYaBallly cXeMa Ha JIeUeHUE ¢ PUINIMBUPHUH HHXEKIIHS TUTIOC KaboTerpaBup HHKEKIINS,
MenuaHaTa Ha CbOTHOIIEHNeTo KoHueHTpanus B CSF kbM m1a3mMeHaTa KOHIEHTpaLUs 3a PHUITHUBUPHH
(n=16) e 1,07 no 1,32% (nmamna3oH: HEU3MEPUMO KOIU4ecTBO 10 1,69%). B choTBeTCTBHE C
TepaneBTUYHKUTE KOHIeHTpanuu Ha puinusupuH B CSF, HIV-1 PHK B CSF (n=16) ¢ <50 x/ml B
100% u < 2 x/ml ipu 15/16 (94%) ot naumenTure. B chmara BpemeBa Touka mia3menara HIV-1 PHK
(n=18) e <50 x/ml mpu 100% u < 2 x/ml npu 12/18 (66,7%) OT naumeHTUTE.
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BuorpanchopMarusg

OmnutH In Vitro mokaspart, 4e pUJIHMBUPUH OCHOBHO IIPEMUHABA OKCHIATHBEH META00IN3bM,
MeIuHpaH oT cucteMata Ha nutoxpom P450 (CYP) 3A.

EnumMunupane

CpenHuAT IpUBHJEH MONYKUBOT Ha primuBUpHH cief npriokenne Ha REKAMBY'S e orpanuden ot
CKOPOCTTa Ha abcopOLus U € u3uuciieH Ha 13-28 cenMuiiy.

N3uucneno e, ye npuBuAHUAT asmeH kiupbHe (CL/F) na punnusupus e 5,08 I/h.

Crnen mepopajiHo NpHIOKEHUE Ha eIMHUYHA 1032 “*C-punnuBupun cpeauo 85% u 6,1% ot
PannMoaKkTUBHOCTTA Ce OTKPHBA CHOTBETHO BBB (perieca u ypuHata. BeB (eneca HempoMeHEHUSIT
PWINHMBUPHH € cpeaHo 25% oT npuioxkeHara f1o3a. Camo ciieam oT HellpoMeHeH puinuBupHH (< 1%

OT [03aTa) Ce OTKPHUBAT B ypUHATA.

CrenpaiHy ONyJIAlNH MAlMEHTH

Ilon
He ce Ha6ﬂIOZIaBaT KIIMHUYHO 3HAYMMHU PA3JIMKH MCKAY MBIKETC U )KCHUTC B CKCIIO3UIUATA HaA
PWIIMMBUPHH CJIE]T MHTPAMYCKYIHO (i.m.) MPUIIOKEHNE.

Paca
He ce mabmronaBa KIMHAYHO 3HaYNM e(DEKT Ha pacaTa BhPXY €KCIIO3UIUATA Ha PUIIMBUPUH CIIE]
UHTPaMyCKYJHO NPUJIOKEHUE.

HTM
He ce nabmonaBa knmuan4HO 3Ha4MM edekT Ha I'TM BbpXy eKCIo3ulMATa Ha PUITUBUPHUH CIIE]
MHTPaMyCKYJTHO TIPUIIOKEHHE.

Cmapuecka 6v3pacm

He ce HaOmroaBa KIIMHWYHO 3HAYMM €(eKT Ha Bb3pacTTa BPXY €KCHO3UIMATA Ha PUIITUBUPHH CIIE]
WHTPaMYCKYJIHO MpriioxeHne. PapMakOKHHETHYHHUTE JAHHU 32 PUIITUBUPHH NPU MAIMEHTH Ha
BB3pacT > 65 roanHM ca orpaHUYEHHU.

Bvopeuno yepescoane

®dapMakOKHHETHKATa HA PUIITUBUPHH HE € TIPOyYBaHa IIPH NalrueHTH ¢ 0bOpevYHa HeJJOCTaThYHOCT.
brOpeuHOTO eNMMMUHNpPaHe Ha PUIIITMBUPUH € IpeHeOpexxnMo Masiko. He e HeoOxoauMo kopurupane
Ha J103aTa MMpH MalMeHTH C JIeKa WK yMepeHa cTerneH Ha 0b0peuHo yBpexnane. [Ipu nmanuenTn ¢
TeXKO OBOpPEUHO yBpekaaHe win TepMuHaiHa Ob0peuna HenoctarbyHocT REKAMBYS tpsibBa na ce
M3M0J13Ba BHUMATEJHO, Thi KaTO IJIA3MEHUTE KOHLEHTPALMH MOXe Jia ObJaT NOBUILIEHH [TOpaIu
NpoMsiHa Ha abcopOuusTa, pa3npeae’IeHueTo /Ui MeTadoIn3Ma Ha JIEKapcTBOTO BCIIEICTBHE Ha
O0bOpeunaTa quchyHknus. [Ipu nanueHTH ¢ TexXKa cTerneH Ha ObOPeuHO YBpekKIaHe WIH TePMUHATHA
0b0peuna HegocTaTbuHOCT KOMOUHanusATa HAa REKAMBY'S ¢ momen naxu6urop na CYP3A tpsioBa
Jla ce M3I0JI3Ba CaMo aKo 10J13aTa HaAXBbPIIA pUcKa. Thii KaTO pUIIITMBUPHUH € CBBP3aH C IIa3MEHUTE
MIPOTENHH B TOJIsIMA CTETEH, HIMa BEPOSITHOCT TOM J]a C€ OTCTPaHsABa 3HAYUTEIHO Ype3 XeMOAUaIHn3a
WK TIEpPUTOHEATHA uani3a (BK. Touka 4.2).

Yeprodpobno yepesicoane

PunnueupurH ce Metabonu3upa ¥ eJIMMHHMpPA MIPEIMMHO OT YepHus 1po0. B eaHo npoyuBane,
CpaBHsIBAIO 8 TAIIMEHTH C JIeKa CTENeH Ha 4epHopoOHO yBpexkaaHe (kiaac A o Child-Pugh) ¢ 8
CHOTBETCTBAIIM CH KOHTPOJIA U 8 TAIIMEHTH C YMEpeHa CTEIIeH Ha YepHOPOOHO yBpekaaHe (kinac B
o Child-Pugh) ¢ 8 choTBeTcTBAIM CH KOHTPOJIH, SKCIO3MIIUATA HA MHOTOKPATHHU TIEPOPAIHU JT03U
prIIMBUpPHH € ¢ 47% TMo-BUCOKa IIPH MAIIMEHTUTE C JIeKa CTENeH Ha YepHOpOOHO yBpexaane u ¢ 5%
MO-BHCOKA TP MAIIMEHTUTE C YMEPEHA CTEIICH Ha YepHOAPOOHO yBpexaane. He moxe obade na ce
U3KITFOYY EKCITO3UIHATA Ha (PapMaKOJIOTMYHO aKTUBEH CBOOOJICH PHIIIIMBUPHH J1a CE€ TIOBUIIIN
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3HAYUMO TIPH yMepeHa CTeNeH Ha 4epHoapoOHOo yBpexkaane. He ce mpeyiara kopurupane Ha 1o3aTta,
HO C€ TIPerophiBa BHUMAaHHE IIPH MAIMEHTH C YMEpEeHa CTEeTIeH Ha YePHOAPOOHO yBPEXKAaHE.
REKAMBYS He ¢ npoy4BaH Ipu MaIUCHTH C TEKKa CTEIICH Ha YepHOAPOOHO yBpexaane (kiac C mo
Child-Pugh). ITopagu ToBa REKAMBY'S He ce npenopb4Ba NpH NaMSHTH C TEKKA CTETICH HA
4epHOIPOOHO yBpekaaHe (BK. Touka 4.2).

Hayuenmu, ungexmupanu eonogpemenno ¢ HBV/HCV

[MomynauoHHUAT (hapMaKOKHHETHYIEH aHAIHM3 MTOKa3Ba, Y€ ChIIbTCTBAIA HH(EKIIHS C BUpyca Ha
xenatuT B w/uin C HAMa KIMHUYHO 3HAYUM €(PEeKT BbPXY CKCIIO3UIMATA HA PHIMTUBUPHH CIIE]
nepopaieH MpreM Ha PUITITHBUPHH.

Ieduampuunu nayuenmu
®dapMakOKUHETHKATA Ha PUIMMBUPUH MPH JICIa U IOHOIIN Ha BB3pacT < 18 roguHu He € yCTaHOBEHa C
REKAMBYS.

5.3 IlpeakJuHUYHU TaHHH 32 0€30MACHOCT

Benuky mpoy4BaHus ca U3BBPIIBAHU C PUINMBUPHUH 3a MEPOPATHO MPUIOKEHHUE C U3KIIIOYEHUE Ha
Mpoy4BaHUsATa Ha JIokagHaTa noHocuMocT ¢ REKAMBY'S nnxekuuu.

TOKCHYHOCT IpH MHOTOKPATHO MpUIaraHe

[Tpu rpuszaun ce HaOMOAaBa YSPHOAPOOHA TOKCHYHOCT, CBbp3aHa ¢ HHIYI[MPAHEe Ha YSPHOIPOOHHTE
en3umu. [Ipu kyueta ce 3a0ensa3Bar e)eKTH, MOAOOHH Ha X0JIecTasa.

[IpoyuBanus 3a penpPOAYKTHBHA TOKCHYHOCT

[MpoyuBaHusTa PY )KUBOTHHU HE TTOKA3BaT JIAHHU 32 ChOTBETHA eMOPHUOHAIHA W (DeTaHa
TOKCHUYHOCT WK e€eKT BbpXy penpoaykTuBHata GyHKuus. Ilpu npunoxenne Ha nepopajieH
PWINIMBUPHH HE ce HaOJI0aBa TepaTOreHHOCT NPH ILTHX0BE U 3aiy. ExcriozununTe Ha
eMOprodeTalHuTe HUBA, IPU KOUTO He ce HabmronaBaT Hexxenanu peakimu (No Observed Adverse
Effects Levels, NOAEL), npu mrpxoBe u 3ali1ii ca ChOTBETHO > 12 mbTH 11 > 57 bTH 1I0-BUCOKH,
OTKOJIKOTO €KCIIO3UIIMATA ITPU X0pa MPH MAKCUMaJIHATa IIPEOPbUUTEIHA JHEBHA 71032 25 mg BEeIHBXK
naesHo rpu HIV-1 nadexrupann naruent wim 600 mg wim 900 mg uHTpaMycKyJTHa HHXEKIHS Ha
PWINMBHUPHH ABITOJEHCTBAIA HHXEKIIMOHHA CyCIIEH3HSL.

Kanmneporenesa u MyrareHesa

IlepopalHUST PUINMBUPHH € OLIEHEH 32 KaHIIEPOI'€HEH NOTEHIMAI, IPUIOKEH Ype3 MepopajHa COHAa
Ha MHIIKA U TUTBXOBE C MPOABIDKATETHOCT 10 104 ceqmunn. B Hail-HUCKWTE M3NUTBAHU JO3U B
MPOYYBaHUSATA 38 KAHIIEPOTEHHOCT CUCTEMHUTE eKCIo3uIny (B3 ocHoBa Ha AUC) Ha prIMUBUPHH ca
yBenu4eHH > 17 mbTr (MUIIKK) ¥ > 2 TBTH (IUTHXO0BE) B CPaBHEHHE C HAOIIOAaBaHUTE IIPU XOpa B
MaKCHMaJHaTa IPeropbUUTEIHa JHEBHA 71032 25 mg BenHbXK AHeBHO npu HIV-1 nndextupann
naruerTy i 600 mg nmm 900 mg nHTpaMycKyTHa WHKEKIUS Ha PUJIUBUPYH JTBITO/IEHCTBAIIA
WH)KEKLUMOHHa cycnens3us. He ca HabmogaBaHu HEOIUIa3Mu, CBbP3aHU C JIEKaPCTBOTO, MIPH IIHXOBE.
[Ipn MHUIIKK pUINIMBUPHUH € MOJIOKUTENIEH 32 XENaTOLEIyJIapHU HEOIJIa3MHU U IPU MBKKHUTE, U TIPU
*eHckuTe. HaOmoqaBaHnTe XenaTonenyJapHi HaXOIK! TPH MUIIIKATE MOKE Jia ca crieuuyHn 3a
rpu3aduTe.

PuiimuBHpHH aBa OTPHUIIATEIICH Pe3yJITaT MPH JIUIICA  HAJTMYKHE Ha CUCTEMA 338 METa0OJIMTHO
aKTHBUpaHE B iN Vitro Tect Ha Ames 3a 00paTHU MyTaIllMy U B iN VItro TeCT 3a KJIIACTOT€HHOCT BbPXY
MHLIH JTUM(OM. PHIMUBUPHH HE IPEeIM3BUKBAa XPOMO30MHO YBpEKAaHe B iN VIVO MHKPOHYKIICApeH
TECT MPH MHUIIIKH.
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Jlokanna nonocumocT Ha REKAMBY'S

Crnier MpoIBbJDKUTEITHO MHOTOKpATHO i.m. npuiokenne Ha REKAMBY'S Ha kyueTa u MUHH ITpaceHIa
¢ HaOJIro1aBaH JIeK, KpaTKoTpaeH (T.e. 1-4 THU npu MUHU NpaceHIa) EPUTEM, KaTO TIPU HEKPOIICUSTA
ce oTOeINsA3BaT OeNM OTIIaraHus Ha MecTaTa Ha MHXKEKTHpaHe, IPUIPYKEHH OT MOyBaHe W MPOMSHA
Ha [IBETA Ha JIPeHUpAIUTe TUM(OHU Bb3TH. MUKPOCKOIICKOTO M3CIeIBaHE ITOKa3Ba MHPHUITPAIHS HA
Makpodaru u eo3uHO(DUIHK OTJIAaraHUs Ha MecTaTa Ha uHkekTupane. OTroBop ¢ HHGUITpaus Ha
Makpodaru ce oTOeIsI3Ba CHIIO U B APESHUPAIINATES/pErHOHATHITE TUM(HH Bb3H. CUnTa ce, e Te3H
HaXOJIKU ca M0-CKOPO PEaKIys KbM OTIOKECHHS MaTEpUall, a HEe MPOsBa Ha JIOKATHO Jpa3HeHe.

6. DPAPMAILNEBTUYHU JAHHHU

6.1 Chnucbk HA IOMOIIHUTE BelleCTBA

nonokcamep 338

JMMOHEHA KUCEJIMHA MOHOXUAPAT

TIIIOK032 MOHOXHUJIPAT

HaTpueB AuUXUAporeHPpochaT MOHOXUAPAT

HaTpPUEB XUIPOKCHUJ 3a KOpeKus Ha pH 1 ocurypsiBaHe Ha H30TOHUYHOCT
BOJIA 32 WHXKEKLIUH

6.2 HecbBMecTHUMOCTH

To3u nekapcTBEH MPOAYKT HE TPsiOBa 1a ce CMECBa C APYTH JICKAPCTBEHU MPOIYKTH HIIH
pa3TBOpUTEIIN.

6.3 Cpok Ha rogHocT
3 roguuu

Xumuueckara U pru3nveckaTa CTaOWITHOCT B IEPUO/IA HA M3MOJI3BAHE € JIOKa3aHa B POIBIKCHUE Ha
6 yaca Ha 25°C.

CJ'IC,I[ H3TCTJIAHC HAa CYCIICH3UATA B CIIPUHIIOBKATA, MHXKCKIUATA TpH6Ba Ja C€ MPUIIOKHU Bb3MOXKHO
Haﬁ-CKOpO, HO JICKAPCTBOTO MOKEC Aa OCTAHC B CIIPUHIIOBKATA 10 2 gaca. Ako ce HaAXBBPJIAT 2 qaca,
JICKaApCTBOTO, CIIPMHIIOBKATa U Urjiara Tpi[6Ba Ja €€ U3XBBPJIAT.

6.4 CneuuajJHM ycJI0BHUS HAa CbXpPaHeHHUe

Ha ce cbxpansiBa B xiaamwiHuk (2°C - 8°C).
[a He ce 3ampa3ssBa.

[Ipenu npunoxenue GIaKOHBT TPSAOBA Jla C€ OCTABH Jia JOCTUTHE CTaiiHa TeMIiepaTypa (1a He ce
HaaxBBPIsA 25°C). GnakoHBT MOXKeE JIa OCTaHEe B KAPTOHEHATA OIIAKOBKA Ha CTaifHa TeMIepaTypa J10
6 yaca; He mpuOHpaiiTe 0OpaTHO B XJIAIWITHAKA. AKO HE CE M3M0I3Ba B paMKUTe Ha 6 yaca, (pIakoHBT
TpsiOBa J1a ce U3XBBPIIH (BXK. TOUKa 6.3).

6.5 Buau chbabp:kaHue HA ONAKOBKaTa

dnakoH OT CcTHKIIO THII .

OmakoBka 600 mg

Bcsika onmakoBka chabpika equH GurakoH oT 4 ml OT po3pavHo CTHKIIO, ChC 3aITyIIajKa OT OYTHIIOB
eacToMep M alTyMHHHEeBa 00KaTKa ¢ TIACTMACOBA YyIIella ce Kamauka, | ClpuHIloBKa (TpaxyrnpaHa
ma 0,2 ml), 1 aganrrop 3a ¢makon u 1 mmwkeknronHa uria (pasmep 23, 1% unya).
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Omaxkoska 900 mg

Bcesika omakoBKa Chabpka eauH GyiakoH oT 4 ml OT Mpo3pavHo CTHKIIO, ChC 3aMyIlaiKka OT OyTHIIOB
elacToMep M alyMHHHEBa 0OKaTKa ¢ IIaCTMAacoBa YyTIela ce Karnaduka, 1 CripuHIjoBKa (rpaynupaHa
ma 0,2 ml), 1 aganrop 3a ¢makon u 1 mmkeknronHa uria (pasmep 23, 1% unya).

6.6 CrHenuajHu NpeINa3Hu MEPKH IPH U3XBbPJIsiHE U padoTa

Hewusnon3zsanust JICKApPCTBCH NPOAYKT WIN OTHAABYHUTC MAaTCpUAJIU OT HETO Tp}l6Ba Aa CC U3XBBPJIAT
B CHbOTBCTCTBUEC C MCCTHUTC U3MCKBaHM.

[TenHu yka3anus 3a ynotpeda u padora c REKAMBYS ca npegocTaBeHu B 1MCTOBKaTa (BXK.

,», YKa3zaHus 3a ynorpeda“).

7. HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

Benrus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

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

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

9. JATA HA IT'bPBO PAZPEINABAHE/IIOJJTHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Hata Ha mepBo pazpemanane: 17 gexkemBpu 2020 T.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

04/2024

IMoapobHa uHpOpMaIKs 3a TO3M JIEKaPCTBEH MPOYKT € Mpe0cTaBeHa Ha yebcaiita Ha EBpomneiickaTa
areHIusl Mo JekapcTeata https://www.ema.europa.eu
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HPUJIOKEHUE I1

ITPOU3BOJAMTEJI(M), OTTOBOPEH(HHN) 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. YCJI0OBHUA NI OI'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JlekapCTBEHUSAT MPOAYKT CE OTIyCKa M0 OrpaHUuEHO JieKapcko npeanucanue (Bx. [Ipunoxenue
Kpatka xapakTrepucTika Ha IpOJyKTa, 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 aKTyalIn3alliH, ITyOIUKyBaHU HA €BPOTIEHCKIS
yeOropTa 3a JeKapcTBa.

[IpurexarensaT Ha pazpernenneto 3a ynorpeda (IIPY) tpsadsa na momane mepsus [TA/Ib 3a To3m
HPOIYKT B CPOK OT 6 Mecela CiIel pa3pelaBaHeTo 3a yrnorpeoa.

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).

° 3aabikeHue 3a NMpoOBEXKIaAHEC HA MEPKH CJIEA paspeliaBaHe 3a yrmTpeﬁa

B onpenenenus cpok [IPY TpsOBa na U3IIBIHA CICTHUTE MEPKH:

Onucanue Cpok

[IPY mie mpoBesae NpocneKTUBHO KOXOpTHO npoyuBaHe (mpoyuBane COMBINE- CenreMBpH
2), 3a 1a chOepe JaHHM OT MAI[MSHTUTE C LEJ Ja OLCHH KIMHUYHaTa epektuBHOCT, | 2026 T.
NPUABPKAHETO KbM JICUEHHETO, TPOIBIDKUTEITHOCTTA U CITy4anuTe Ha
npeKpaTsBaHe cie]] 3amouBaHe Ha IBbJTOACHCTRAIaTa CXeMa Ha JICYCHHUE C
KaboTerpaBup u pwinuBupuH. IlpoyuBaHeTo 1ie npocieassa ChLio
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PE3UCTEHTHOCTTA U OTTOBOPHT HA MOCIIEABALY AHTUPETPOBUPYCHU CXEMH IIPU
MAIUEHTH, KOUTO ca IPEMHUHAIN OT JBITOACHCTBAIlA CXeMa Ha JICUCHHE C
KabOoTerpaBup W pUIMUBUPUH KbM IpyTu cxemu. Besika roguna [TPY me
MIPEJICTaBs MEKIUHHM PE3YyITAaTU OT MPOYYBAHETO, a 0 cenTeMBpu 2026 r. — u
OKOHYATEIHUTE PE3YITATH.

IIPY e mpoBeze meTroANITHO MPOyYBaHe Ha ymoTpedara Ha nekapcTBoTo (DUS)
B PEAHU KIIMHUYHH ycJIoBuUs. ToBa 00CepBallMOHHO KOXOPTHO MPOYYBaHE IIe UMa
3a 1]l J1a MPeI0CTaBy MoBedYe MHPOPMALU 3a MOIMyJIanusaTa NalueHTH, JIEKyBaH!
CHC CXEMH, KOUTO ChIbPKAT JBJITOACHCTBAIIN HHXEKIINH KaOOTerpaBup ¥/ HITH
JUBJITOJICHCTBAIIN HHXEKITUH PIIIITMBUPHH, B PeIOBHATA KJIMHWYHA MMPaKTHKa. B
NpOYYBaHETO I1ie OBbAAT OLIEHEHH MOJEIUTE Ha yIOoTpeOa, MPUIbPKAHETO KbM
JICYEHUETO U TIOCTMAPKETHHTOBaTa KIIMHUYHA €()eKTUBHOCT HA TE€3W CXEMU H IIe
ce TIPOCIeTN PE3UCTEHTHOCTTA CPEJI CIIyYanTe Ha BUPYCOJIOTHYEH HEYCIIeX, 3a
KOHMTO UMa HAIWYHU JaHHH OT TECTOBE 32 pe3UCTEHTHOCT. Besika roguna I1PY me
MIPEJICTaBsl MEKIUHHU PEe3yITaTh OT MPOYYBAHETO, a 0 cenTeMBpu 2026 r. — u
OKOHYaTeJlHuTe pesyiaratu oT DUS.

CenreMBpH
2026 1.
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HPUJIOKEHHUE I11

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA

34



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. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

‘ 17. YHUKAJIEH WIEHTUH®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKJIOYECH YHUKAIEH HACHTU(HUKATOP.

‘ 18. YHUKAJIEH WIEHTU®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.  COUCHK HA HOMOUIHUTE BEIIECTBA

‘ 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®OPMAIIUS HA BPAIJIOBA A3BYKA

YHUKAJIEH HIEHTH®UKATOP — IBYU3MEPEH 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 CbABbP/KA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITIAKOBKA - 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 cpappika 900 mg pummuBupUH

3.  COUCHK HA HOMOUIHUTE BEIECTBA

[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 EJIHA 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. APYI' CHEIIMAJIHU ITPEAYITPEXXKAEHUSA, 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 3aMpa3siBa.

10. CHELHUAJIHU MTPEANIASHU MEPKU INPU U3XBBPJISSTHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHAJIN 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. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

‘ 17. YHUKAJIEH WIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKJIOYECH YHUKAIEH HACHTU(HUKATOP.

‘ 18. YHUKAJIEH WIEHTU®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.  COUCHK HA HOMOUIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

3ml

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

3a HHTPaMyCKYJIHO TIPIJIOKECHHE.

IIpouetere ykazaHusTa 3a ynorpeda npeau npurorssne 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 PASBPEHIEHUETO 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 HIEHTH®UKATOP — IBYU3MEPEH BAPKO/|

YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MINIMUM JAHHHU, KOUTO TPABBA JJA CBABPKAT MAJIKUTE EIUHUYHU
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 N3TUYAHE HA CPOKA HA I'OAHOCT

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 nHKeKIHOHHA CyCIeH3Hs ¢ YABJIKEHO 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 MOJTYYMIH. 3a HAYMHA Ha ChOOIIaBaHe HA HeXKETIaHH
peaKInu BIKTE Kpas Ha TouKa 4.

IIpoyeTere BHMMATEIHO USIJIATA JMCTOBKA, IIPeAH 1A 3all0YHeTe A pueMaTte TOBa JIEeKapCTBO,

TBhH KaTo TS ChAbPKa BaxHa 32 Bac nudopmanus.

- 3amasere Ta3u JUCTOBKA. MoJke /1a ce HaJIOXkKH J1a sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIHA BBIIPOCH, TTonuTaiiTe Bamms nekap ninu gapmarest.

- ToBa siekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcThnBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBpeJ, HE3aBUCHMO Ue MPU3HALMTE Ha TIXHOTO 3a00JsBaHe ca ChIUTe KaTo Bammure.

- AKO TIOITyunTe HIKaKBU HEXEJaH! peakiny, yBegomere Bamust nekap win ¢papmareBt. Tosa
BKJIFOYBA Y BCUYKHU Bb3MOKHU HEKEJIAHU PEaKIMU, HEOUCAHU B Ta3u JIUCTOBKA. BukTe
Touka 4.

KakBo cbabpika Ta3u JHCTOBKA

Kaxgo npencrasnsisa REKAMBY'S u 3a kakBo ce u3nons3Ba
Kakgro TpsiOBa aa 3Haete, npenu aa usnoisBare REKAMBYS
Kak ce npunara REKAMBY'S

BB3MOXHN HEeXellaH! peakiinu

Kax ga cexpanssate REKAMBYS

CpbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

Uk wd P

1. Kaxkso npeacraBisasa REKAMBYS u 3a kakBo ce u3nmos3Ba

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

REKAMBYS neiictsa 3aeqH0 ¢ apyru nekapcra npotuB XMB, kaTo 610kupa 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 HUBO. 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 3aeJHO Py Bh3pacTHU Ha U Haja 18 roaunu, ynsrto 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
ChCTaBKU Ha TOBA JIEKApCTBO (M30pOCHH B TOUKA ).

He n3nonseaiite REKAMBYS, ako npuemMarte 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, pudaMIuiyH, pudaneHTHH (JEKapcTBa 3a JICUCHUE Ha HAKOW 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 Kype Ha JISUCHHUE MPe3 ycTaTa Wil C
WHKCKITUH

- MPOIYKTH, KOUTO ChIBPIKAT XKBAT Kantapuon (Hypericum perforatum,6mikoBo JieKapcTRo,
W3IIOI3BAHO TIPH JICTIPECHS).

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

Ilpenynpesxaenus U npeanasHl MepKU
I'oBoperte ¢ Bamus nexap winu gapmarieBT, npeau na usnoiazsare 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 nHpopMupaiite 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 Hai-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.

- Kaxxete HezabaBHO Ha Bamms nekap, ako 3a0enexuTe HIKaKBH CHMIITOMU HA HH(peKInu
(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 IPeAU3BUKAT )KHBOTO3aCTPAIIABAIlY HAPYIICHUS HAa ChPIACYHUS 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 CIICIIHAIIUCT, aKO TOJIYYHUTe
T€3U CUMITOMH CJIe] IOCTABsIHE HA MHXKEKIIUUTE.

PenoBHUTe MocenieHNs MPH JIeKaps ca BaXKHU

BaxHo ¢ 1a cna3Bare IJIaHUPAaHUTE MoceleHus: npu jJekap 3a nmoctaBsae Ha 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, ygenoMere Bamus gexkap Bb3MOXKHO Hali-ckopo. ['oBopeTe ¢ Bamus ekap, ako MUCITUTE 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 jgekapcrBa Mo:ke Ja ce IPOMEHAT, aKO IIpreMare
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.

BpemenHnocT n 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
OpeMenHa. AKO TuIaHUpaTe OPEeMEHHOCT, TOBOpPETE MPEABAPUTENHO ¢ Bamms nexap, Thi KaTo
PUITIUBUPHUH MOXKE J1a OCTAaHE B OpraHusma no 4 TOOAUHM 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 MalIMHK, aKO UMAaTe HIKOW OT TE3W HeXeJaH!
peaknuu.

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
CEeIIANTUIIECTO (UHMPAMYCKYIHA UMY 1.M. UHIHCEKYUSL).

HNnoxexnusita me Bu Ob1e npriarana WM BeHbK BCEKU Mecell, UM BeIHbK Ha BCEKH 2 Mecena
3a€JIHO C APYT0 MHKEKIIMOHHO JICKapCTBO, HAPEUSHO KaboTerpaBup. Bammust jgekap 1ie kaxe KOJIKO
YEeCTO IIIE CE Mpujiara JeKapcTBOTO.

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 HHKeKIMS 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 nponycHete REKAMBYS unskexkumst
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, Bb3MOKHH HeKeJTaHU peakuuuun

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 MO 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 €1Ha ceaMuna CJICA MHKCKIIUNUTE.

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 60Ka)
rasoBe (memeopuszvm)

Iuapust

o0puB

MYCKyJTHa 00JKa (Muaneus)
OTITaJHAIIOCT (YyMopa)

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

Heuectu nexxenanu peakiuu (3acsarat mo-mManko ot 1 Ha 100 mymmm)

L4 CbHJIMBOCT
L4 CBCTOBBPTECIK IO BPEMC HA WJIN CJIC MHIKCKIIUS. ToBa moxe Aa OOBCAC N0 IMpUumiagaHe.
L4 qepHoz[p06Ho YBpPCKAAHE (HpI/I3HaI_II/IT6 MOXKE Ja BKJIFOYBAT ITOXKBJITABAHC HA KOXXaTa U 0s10TO

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:

MHoro yecTn HeXXeTaH! peakiun (3acsarar Haii-manko 1 Ha 10 gymm)
o HOBHIICH XOJIECTEPOJI M/WIN TTaHKpeaTHdHa aMHiIa3a B KPbBTa

YecTu HEXEIAaHU PEaKITuy (3acsarar mo-mMaiko 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

HeuecTu Hexxenanu peakuuu (3acsarat no-mManko ot 1 va 100 gymm)

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
CHOOLINTE HEeXETIAaHU PEeaKMH AUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 3a 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
[a ce cpxpaHsiBa Ha MSICTO, HEJJOCTHITHO 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. C'b)l'bp)l(aﬂlfle Ha onMaKoBKaTa M JOIIbJHUTEC/IHA m{(l)opMaum[

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.

IIpuTekaTes Ha pa3penIeHHeTO 3a 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
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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
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

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

Romania
Johnson & Johnson Roméania 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 MOCJIeHO Mpepa3sriexaane Ha gucroBkaTa 04/2024.

[MonpoOHa nH(MOpMaIUs 3a TOBA JIEKAPCTBO € MpeAoCTaBeHa Ha yeOcaiita Ha EBpornelickaTta areHnus
1o JiekapcrBata: https://www.ema.europa.eu
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ITocouenara mo-a10Jay PIHqJOPMaIIHﬂ € IIpeJHasHa4YeHa caMo0 3a MCIUIUHCKHA CIICHNHUATUCTH U
TpflﬁBa Aa ce nmpovere OoT MEANUMHCKH WIH 3/IpaBEH CIICHUATUCT 3a€AHO C ITbJIHATA KpaTKa
XapaKTEePUCTHKA HA IPOAYKTA.

Yxka3zanus 3a ynorpeéa Ha REKAMBYS 2 ml nnxexuust:

IIpernen

3a mbiHA 1032 ca HEOOXOAMMH JIBE HHKEKIIHU:

2 ml kaboTerpaBup 1 2 ml pUIIMTUBUPHUH.

KaboTerpaBup 1 puiInmuBUPHH ca CyCIIEH3UH, KOUTO HE C€ HY)KIAsT OT AOMBIHUTEIHO pa3pexaaHe Win
pexonctutyrpane. CTIKUTE 32 IIOATOTOBKA HA BETE JIGKAPCTBA ca €AHAKBU. T3 yKa3zaHHs TpsOBa 1a
ce cieaBaT BHUMATEIHO, KOTaTo ce IPUT0TBS MH)KEKIIMOHHATA CYCIIEH3Hs, 3a a Cce N30eTrHe N3THYaHe.
KaGorerpasup 1 puinuBUpUH ca caMo 32 HHTPaMYCKYJIHO IPUIIOXKEHHE. J[BeTe nHXeKLIuu TpsiOBa 1a ce
MIpUjIaratr Ha pa3jiMyHU MECTa Ha HH)XEKTHpAHE B CENAUIIHNSA MycKyd. PeqbT Ha npuiarane He € oT
3Ha4YCHUE.

| 3adenexka: [IpenopbuBa ce BEeHTpOryTeanHo MsicTo. PeqbT Ha mpujaraHe He e OT 3HAYeHHe.

e Jla ce cpxpansBa B xnagwiHuk Ha 2°C o §°C.
[ Jla He ce 3aMmpa3sBa.
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Bamara onakoBKa ChAbpKa

1 dbmakoH PUITTHBHPUH

1 aganTop 3a (akoHa

1 cripuHITOBKA

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

B3emere mpeaBua TEIOCTIOKESHUETO HA MANIMEHTA U N30epeTe MIKEKIIMOHHA UTJIA C TIOIXOISIIA
I'BJDKAHA CIIOpel MEAUITMHCKaTa Bu mpernenka.

®IaKOH PHINHBHPHH Ananrop 3a guiakona

Kanauka na
(¢1akona
(I'ymena
3aImyIanka mos
KaraJykara)

CrnpuHIOBKA HNHxeKIUOHHA UTIJ1a

Ilpeana3suren Ha UrIaTa

Kanmauka Ha uriara

Ille Bu ObaaT HEeOOX0AMMM CHIIIO

Hecrepunau ppraBuLu

2 TaMITOHA, HATIOEHH ChC CIUPT

2 MapJieHu TaMIIoHa

TlIoaxonsuy KOHTEHHEp 3a OCTPU NPEIMETH

+ 1 omakoBka kaboterpasup 2 ml

HpCI[I/I Ja 3a1iO4YHCTC, YBEPETC CC, Y€ OMMAKOBKATa Ka6OT€I‘paBI/Ip Bue oo pbKa.
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IHoaroroBka

1. TIlpoBepere duiakoHa
e [IlpoBepere nanu qarara Ha U3THYAHE HA
MposepeTe cpoka Ha CpOKa Ha TOJHOCT HE € U3MUHAJIA.
FOLIHOCT M NIEKApCTBOTO o [IIpomepere BemHara ¢urakoHuTe. AKO MosKe 1
BHU/IMTE Ty>KIU YaCTHUIIM, HE H3I0JI3BAMTE
HPOYKTA.
| He u3nouasBaiiTe, ako 1aTata Ha U3THYAHE
Ha CpOKa Ha TOJJHOCT € MHHAJIA.
2. MWM3uakaiite 15 MUHYTH
e IM3uakaiiTe Hail-Manko 15 MUHYTH, Ipeau 1a
MOCTABUTE MHIKEKIIUTA, 32 1a MOXKE
N3yakaiite JIEKapCTBOTO Ja JOCTUTHE CTaliHa
15 munyT
> TeMIeparypa.
N\ ¢
3. Paskiarere eHepruyHo

10 cek.

e XBaHere (h1aKOHA 3/[paBO U pa3KiaTeTe
€HEepPruyHO B NPOIBDKEHUE HA ITBJITHU
10 cexyHIH, KaKTO € MMOKa3aHo.
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4.

IIpoBepere CycnieH3UATA

o OOBpHETE (Pr1aKOHA U TIPOBEPETE
pecycnienaupanero. CycrneH3usita TpsOBa 1a
W3TIIeKIa eHOPOIHA. AKO HE € eTHOPOJIHA,
pasknarere (hjrlakoHa OTHOBO.

e HopMaiHo e J1a BIDKIaTe MaIKK Bh3AYIIHA
Mexypuera.

3abenexka: PensT Ha IpUTOTBSIHE HA
(akoHHTE HE € OT 3HAUCHHE.

5. OrcTpaHeTe KanmaykaTa Ha (p1aKoHa
e OrcTpaHeTre KanaykaTa oT (JiakoHa.
o 30BpIeTe ryMeHaTa 3amyinaika ¢ TAMIOH
ChC CIUPT.
He nmo3BosgBaiTe HUIIO J1a JOKOCBa
ryMeHaTa 3aIyalika ciiei 130 bpCBaHeTo.
6. OTtBopere aganTopa Ha ¢JiaKoHA
e OO0erneTe xapTUeHaTa MOJJIOKKA OT
‘ OTIaKOBKaTa Ha ajianropa 3a (rakoHa.
» 3adesnexka: He orcTpansBaiiTe agantopa oT
OIIaKOBKaTa MYy 3a CjieABaliaTa CTbhIIKA.
AnantopbsT HAMA /1a U3MaAHE, KOTaTo
OITaKOBKaTa ce O0BPHE C 0TBOPA HAJIOIY.
7. Tlpukpenere agjantopa KbM (p1aKoHa

e [locraBere nakoHa BbPXY paBHA
MOBBPXHOCT.

e Haruchere aganropa mpaBo HaJ0Jy BbPXY
(i1aKoHa, KaKTO € MOKa3aHo.

e AnantopbT Ha (prakoHa TpsiOBa Jia MPaKHE U
Jla ce 3aKpery cTabuitHoO.

57




8.

Baurnere onakoBkara

e Bpaurmere omakoBkaTa OT ajarropa Ha
q)HaKOHa, KaKTO € IIOKa3aHo.

9.

IIpurorsere CHpUHLOBKA

3§

e l3BajeTe CIPUHIIOBKATA OT OMTAKOBKATa.
Nsternere 1 ml Bp31yX B CIPHHIIOBKATA.
ToBa 111e yleCHU U3TEINISIHETO Ha TEUHOCTTA
MO-KBCHO.

10. Ilpukpenere CHpMHIIOBKATAa

e Xganere ajantopa u (paakoHa 37paBo, KaKTo
€ TMOoKa3aHo.

e 3aBbpTETE CIPHUHIIOBKATA TUIBTHO BHPXY
ajanTopa Ha (akoHa.

11. HarucHerte 6yTaJ10T0

e HarucHere OyTanoTo T0Kpaii, 3a j1a BKapaTe
BB3/lyXa BbB (PIIakoHa.
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12. basBHO u3TeErJere a03a

e OOBpHETE CIIPUHITOBKATA U (IaKOHA B OaBHO
M3TETIIETE Bb3MOXKHO MOBEUYE TCUHOCT B
CIpUHIIOBKaTa. MOXe J1a iMa IMOBeYe TEYHOCT
OT HEOOXOJMMOTO KOJIMYECTBO 32 JI03aTa.

I3a6enem1¢a: JpbKTe cCipUHILIOBKaTa
W3IIPaBeHa, 3a /1a IPeI0TBPATUTE N3THYAHE.

e [lrpTHO MpUABpXKaiiTe OyTanoTO Ha
CIIPUHIIOBKATa, KAKTO € MOKA3aHo, 3a Jia
npenoTBparute u3rndane. Hopmanto e na ce
ycella U3BeCTHO MPOTUBO/ICHCTBHE.

e OTBBpTETE CIPHUHIIOBKATA OT aJIallTOpa Ha
(rakoHa, KaTo IbPIKUTE aIANTOpa, KaKTO €
HIOKa3aHo.

3abesie:kka: [IpoBepete nanu cycrneH3usTa
U3IIIeXk/1a €AHOPOAHA U MIIEUHO Osita.

14. Tlpukpenere urJa

o OTBOpeTe OIIaKOBKAaTa Ha urjaTta 4aCTH4HO,
TaKa 4€ aa C€ BUAWM OCHOBATa Ha UIjara.

¢ Karo ABPIKUTC CIIPUHIIOBKAaTa U3IIPaBCHA,
cTabMIIHO 3aBBbPTCTEC CIIPUHIIOBKATa KbM
urijaara.

o I/I3Ba;[eTe urjara OoT oIraKkoBKarTa.

NuxexkTHpane

15. IlpurorBeTre MSICTOTO HA MHKEKTH

aHe

f/
L7
v7/

BenTporayreanso Jop3orayreaaHo

Wmxexkuunre TpsOBa Aa ce MOCTaBsIT B
cenanwmieTo. M3oepere ciennure 00IacTH 3a
WHXXEKTUPAHE:

e BeHnTpormyreaaHo (MpenopbYUTETHO)

e Jlop3orityTeanHo (TOpHUS BHHIIIEH KBAAPAHT)

3abesexka: 3a HHTPaAMYCKYJTHO
IIPUIIOKEHUE CaMO B CEIAIMIIHUTE MYCKYJIH.
He nmxexTupaiiTe THTPaBEHO3HO.
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16. MaxHere Kamauykara

e CroHere npeanasuTeiid Ha urjara.
e I3reriere KamadykaTta OT HHXKEKIIMOHHATA
uria.

17. OrcrpaHeTe M3JMIIHATA TEYHOCT

e JIpBXKTe CIPUHIIOBKATA C UTJIaTa Harope.
Hatucuere 6yranoro no mo3ara ot 2 ml, 3a i1a
OTCTPaHUTE M3JIHMIIHATA TEIHOCT U
BB3IYILIHUTE MEXypUeTa.

3aodeaexkka: [Touncrere MICTOTO Ha
WHXEKTHPAHE ¢ TAMIIOH ChC ciupT. OcTaBeTe
KO)KaTa J1a U3ChbXHE Ha BB3AyXa, Ipeau aa
MPOJBIDKUTE.

18. OmnbHeTe KOXKATA

2,5cm
(1 mHY)

4

N3non3BaiiTe TEXHUKAaTa HA UHXXEKTUPAHE ,,Z-
track®, 3a j1a cBenmeTe 10 MUHUMYM H3TUYaHETO
Ha JIEKapCTBOTO OT MSICTOTO Ha HH)KEKTHPAHE.

e OmpHETE CHITHO KOXKAaTa, TOKPUBAIIIA MICTOTO
Ha WHXEKTHUPaHE, KaTO I OTMECTHUTE C OKOJIO
2,5 cm (1 uny).

e 3aapBXKTe S B Ta3U MO3UIUS 32
WHXEKTHUPAHETO.

19. BwbBegere uriara

léz

e BmwBenere urnata Jokpai WK JOCTaTHYHO
IIBJIOOKO, 3a J1a Ce IOCTUTHE MYCKYJIa.
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20. HuxexTHpaiiTe 103aTA

Kato Bce ome a1ppxuTe KojkaTa OnpHara,
0aBHO HaTHCHETE OYyTaJIOTO AOKpai.
V6enere ce, ye CIPUHIIOBKATA € Mpa3Ha.
W3ternere uriara U BeJHara OTIlyCHETe
OITbHATATa KOXa.

21. TlperjenaiiTe MICTOTO HA MH:KEKTHPAHE

[TputHcHETE MICTOTO Ha MHKEKTHUPAHE C
Mapus.

[Tpu mosiBa Ha KEpPBEHE MOXKE J1a CE M3I0JI3BA
MaJIKa IpeBpb3Ka.

He Macaxupaiite ydacTbKa.

22. O06e3omacere urJara

CrpHeTe npeanasuTens Ha WrJlaTa HaJl Uriara.
JIexo HaTUCHETE BBPXY TBBPAA IOBBPXHOCT,
3a J1a 3aK/II0YUTE NIpEeAIa3uTess Ha UIjaTa.
[IpenmasuTenar Ha UIJIaTa Ie MPaKHe,
KOraTo Ce 3aKJII0YBa.
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CJien MHXKEKTHPAHETO

23. H3xBbpiiere 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 o111e He CTe HHKEKTHpaii KaboTerpaBup,
cie/BaliTe HETOBUTE KOHKPETHHU YKa3aHUS 3a
ynotpeba, 3a fa MPUrOTBUTE U HH)KEKTUPATE
JIEKapCTBOTO.

Bbnpocu u orroBopu

1. Koiiko abJIro Mo:ke JIeKapcTBOTO /12 Ce OCTABU U3BbH XJIaJUJIHMKA?

Haii-no6pe e nexapcTBOTO /1a ce MHKEKTHpa BeJlHara, cje/] KaTo IOCTUTHE CTaifHa TeMIeparypa.
®dnaxkoHbT 00aue MOXKe J1a ce IbPKU B KAPTOHEHATa OIAKOBKA HA CTaliHa TeMIeparypa (MakCHMaHa
temmneparypa 25°C) no 6 gaca; He npuOupaiiTe 0OpaTHO B XJIAAWIHUAKA. AKO HE CE U3I10J13a B PAMKHTE
Ha 6 yaca, QIakoHBT TPsIOBa 1A C€ U3XBHPIIM.

2. KoJiko 1bJIro Moske JIeKapcTBOTO [a ce OCTABH B CIPMHLIOBKaTa?

Haii-no0pe e nekapcTBOTO (Ha cTaifHa TeMIeparypa) a c€ HHXXEKTHPa Bb3MOXKHO Hall-CKOpO ciiel
U3TErIsHeTo My. JlekapcTBOTO 00aue MOXe /1a OCTaHe B CIPUHIIOBKATA JI0 2 yaca, Ipeu Jia ce
WHKEKTHUPA.

AKO M3MHHAT MOBEYE OT 2 Yaca, JEKapCTBOTO, CIIPUHIIOBKATA U UIJIaTa TPsIOBa J1a c€ U3XBBHPILAT.

3. 3amio TpsidBa Aa ce MHKEKTHPA Bb3AYX BbB (hiakoHa?

Umnxektupanero Ha 1 ml Bb31yx BBB (hJ1akoHa yJECHABA U3TETIITHETO Ha J103aTa B CIPUHIIOBKATa. bes
BB3yXa U3BECTHO KOJIMYECTBO TEYHOCT MOXKE HEBOJIHO J]a U3Te4e 0OpaTHO BBB (UIAKOHA, KaTo B
CIIPHHIIOBKATa OCTAaHE MO-MaJIKO OT JKEJIAHOTO KOJIMYECTBO.

4, HNma jin 3HaYeHHe peabT, 10 KOWTO 1Ie ce MH:KEKTHPAT JieKapcTBaTa?
He, penbt ¢ 6e3 3HaueHME.

5. Be3onacHo ju e 1a ce 3aTonu ¢)IaKoHA 10 CTallHA TeMIlepaTypa no-obp30?

Haii-no0pe € na ce octaBu (IaKOHBT JIa IOCTHTHE CTaliHA TeMIIepaTypa eCTeCTBeHO. Moxke obade jia
M3II0JI3BATE TOILIMHATA Ha PBIIETE CH, 32 J]a YCKOPUTE BPEMETO 3a 3aTOIUISTHE, HO TPIOBa Ja ce
rapaHTupa, uye (puakoHbT HsMa Aa ce 3atomm Hax 25°C.

He usnon3paiite Apyru HAYMHM 32 3aTOILISHE.
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6. 3amnio ce MpenopbLYBA BEHTPOTIYTEATHOTO MPUIOKEHHE KATO MOAX01?
BenTporiyreamausT moaxom B Myckyn gluteus medius ce mpemoppuBa, 3amoTo TOW ¢e HaMUpa JTajeye
OT IIABHUTE HEPBU M KPBBOHOCHH ChIOBE. J[0p30TayTeaHuAT MOAX0 B MyCKyI gluteus maximus e
MIPUEMJIUB, aKO CE MPEIMOYUTa OT METUIIMHCKHS CrielHancT. MHXeKIusaTa He TpsOBa a ce mpuiiara
Ha JIPYro MSCTO.
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JlucroBka: nHpopmManus 3a noTpeduTes
REKAMBYS 900 mg nHKeKIHOHHA CYCIIEeH3HUs C YBJIKEHO 0CBOOOKIaBaHe
punnuBupuH (rilpivirine)

vTosu JICKApCTBEH MPOIYKT MOJICKH Ha JOMBIHUTEIHO HabmoaeHre. ToBa 11ie mo3Bou 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!
peaKInu BIKTE Kpas Ha TouKa 4.

IIpoyeTere BHMMATEIHO USIJIATA JMCTOBKA, IIPeAH 1A 3all0YHeTe A pueMaTte TOBa JIEeKapCTBO,

TBhH KaTo TS ChAbPKa BaxHa 32 Bac nudopmanus.

- 3amasere Ta3u JUCTOBKA. MoKe /1a ce HaJO0XH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOTBIHUTEITHA BBIIPOCH, TTonuTaiiTe Bamus nekap wiu GapmarieBT.

- ToBa siekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcThnBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBpeJd, HE3aBUCHMO Ye MPU3HALMTE Ha TAXHOTO 3a00JsBaHe ca ChIUTe KaTo BammuTe.

- AKO TIOITyunTe HAKAKBU HEXKEJIaH! peakiny, yBeaomere Bamms nekap winu hapmanest. Toa
BKJIFOYBA Y BCUYKHU Bb3MOKHU HEKEJIAHU PEaKIMU, HEOUCAHU B Ta3u JIUCTOBKA. BukTe
Touka 4.

KakBo cbabpika Ta3u JHCTOBKA

Kaxgo npencrasnsisa REKAMBY'S u 3a kakBo ce u3nonsBa
Kakgro TpsiOBa aa 3Haete, npenu aa usnoiseare REKAMBYS
Kak ce npunara REKAMBY'S

BB3MOXHN HEeXellaH! peakiinu

Kax ga cexpanssate REKAMBYS

CpbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

Uk wd P

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 3aeaHo ¢ npyru Jiekapersa npotus XHB, kato 6iiokupa criocodHOCTTa 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 HHMBO. ToBa 3a0aBs yBpeKAaHETO HA UMyHHATa CUCTEMa U Pa3BUTHUETO HA 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
ChCTaBKU Ha TOBA JIEKApCTBO (M30pOCHH B TOUKA ).

He n3nonseaiite REKAMBYS, ako npuemare HsIKoe OT CJIeJHHTE JEeKAPCTBA, 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, prudaMuiuH, pudaneHTUH (JICKapCcTBa 3a JICUCHHE Ha HAKOW 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 KBIT KanTapuon (Hypericum perforatum,6uixoBo JiekapcTRo,
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 nexap, 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 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.

- Kaxxete HezabaBHO Ha Bamms nekap, ako 3a0enexuTe HIKaKBH CHMIITOMU HA HH(peKInu
(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 IPeAU3BUKAT )KHBOTO3aCTPAIIABAIlY HAPYIICHUS HAa ChPIACYHUS 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 CIICIIHAIIUCT, aKO TOJIYYHUTe
T€3U CUMITOMH CJIe] IOCTABsIHE HA MHXKEKIIUUTE.

PenoBHUTe MocenieHNs HA JieKaps €a BaXKHU

BaxHo ¢ 1a cna3Bare IJIaHUPAaHUTE MoceleHus: npu jJekap 3a nmoctaBsae Ha 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, ygenoMere Bamus gexkap Bb3MOXKHO Hali-ckopo. ['oBopeTe ¢ Bamus ekap, ako MUCITUTE 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 jgekapcrBa Mo:ke Ja ce IPOMEHAT, aKO IIpreMare
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.

BpemenHnocT n 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
OpeMenHa. AKO TuIaHUpaTe OPEeMEHHOCT, TOBOpPETE MPEABAPUTENHO ¢ Bamms nexap, Thi KaTo
PUITIUBUPHUH MOXKE J1a OCTAaHE B OpraHusma no 4 TOAUHM 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!
peaknuu.

Baskna undopmanus 3a HsKoM oT cheTaBkuTe HAa REKAMBYS
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
CEeIIANTUIICTO (UHMPAMYCKYIHA UMY 1.M. UHIHCEKYUSL).

HNnoxexnusita me Bu Ob1e npriarana WM BeHbK BCEKU Mecell, UM BeIHbK Ha BCEKH 2 Mecena
3a€JIHO C APYT0 MHKEKIIMOHHO JICKapCTBO, HAPEUSHO KaboTerpaBup. Bammust jgekap 1ie kaxe KOJIKO
YEeCTO 1€ CE Mpujiara JeKapcTBOTO.

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.

Jpyrara Bb3MoxHOCT ¢ Brue u Bamusr siekap aa pemmre na 3anounere aupektno ¢ REKAMBY'S
WHXKCKIIUH.

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

Kora
JlekapcTBoO IIspBa nHKEKIUSA Bropa 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 HHKeKIMS 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
MEJIUIUHCKA 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
HHEKIUATA U Ja PSIOTBPATUTE PA3BUTHUETO HA PE3UCTCHTHOCT Ha BUPYCa, TPOBa J1a 3all0uHETe
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 POMSHA Ha IBETA WM ChOMpaHe HA KPBB MO KOXKATa).

o HEYEeCTH: U3TPBIIBaHe, cNabo KbpBeHe, adciec (crOupaHe Ha THOM) MITH LEITyJTUT

(3aToruIsiHe, OTOK WMJIH 3a4EpBSIBAHE).
ycelaHe 3a TOIUIMHA/TIOBHUILICHA TeMIIepaTypa (nupexcist), 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 O0Ka)
ra3oBe (Memeopusvi)

JHapHs

00puB

MYCKYJTHa 00JIKa (Muaneus)
OTHAaHATIOCT (YMOpa)

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

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

CHHJIUBOCT

CBETOBBPTEXK 10 BpeMe Ha WIIH Ciiel MHKeKIus. ToBa Moxke J1a JJoBeJie 710 IpHITalaHe.
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 HexellaHu peakUuuu (3acsraT Haii-manko 1 Ha 10 gymm)

IMMOBUIICH XOJICCTCPOJI H/UIn MaHKpCaTU4YHa aMuJia3a B KPbBTa

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

HaMaJIeH arleTuT
HapyIICHHS Ha ChHS

68



MOTUCHATO HACTPOCHUE
cToMalleH JUCKoMQpopT

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 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 BCUYKHM Bb3MOYKHH HEOIIMCAHU B Ta3H JMCTOBKA HEXXENAaHU peakiuu. 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 TOTHOCT OTTOBAPS HA MOCIEIHUS JCH OT ITOCOYSHHUS 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.

[Momuratite Bamus apMalneBT Kak j1a U3XBBPIISTE JIEKapCcTBaTa, KOUTO Bede He M3MNo3Bare. Te3n
MEPKH 1€ CIIOMOTHAT 34 Olla3BaHe Ha OKOJIHATA Cpera.

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 KACEIMHA 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 cycnieHs3us ¢ yabibkeHo ocBoboxknaBaHe. REKAMBYS ce cbabpika B CTBKIIEH
¢nakon. OmakoBKaTa CbhIbpKa ChIIO 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 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
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

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

Romania
Johnson & Johnson Roméania 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 MOCJIeHO Mpepa3sriexaane Ha sucroBkaTa 04/2024.

[MonpoOHa nH(MOpMaIUs 3a TOBA JIEKAPCTBO € MpeAoCTaBeHa Ha yeOcaiita Ha EBpornelickaTta areHnus
1o JiekapcrBata: https://www.ema.europa.eu
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ITocouenara mo-a10Jay PIHqJOPMaIIHﬂ € IIpeJHasHa4YeHa caMo0 3a MCIUIUHCKHA CIICHNHUATUCTH U
TpflﬁBa Aa ce nmpovere OoT MEANUMHCKH WIH 3/IpaBEH CIICHUATUCT 3a€AHO C ITbJIHATA KpaTKa
XapaKTEePUCTHKA HA IPOAYKTA.

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

IperJen

3a mrbIHA 1032 ca HEOOXOAUMH JIBE MHKEKIUH:

3 ml kaborerpaBup u 3 ml puNIUBUPHUH.

KaGorerpaBup 1 pUINUBUPUH Ca CYCIICH3UH, KOUTO HE C€ HY)KAAST OT AOIBIHUTEIHO Pa3pexkaHe WK
pexoHcTuTynpane. CThIKHTE 3a HOATOTOBKA Ha JBETE JICKAPCTBA ca €AHAKBU. Te3n yka3aHus TpsOBa 1a
ce cleaBaT BHUMATEIHO, KOTaTo Ce MPUrOTBS HHKEKIMOHHATA CYCIICH3NS, 3a J1a ce N30erHe U3THYaHe.
KaGorerpaBup 1 pUINMUBUPUH Ca CaMO 32 HHTPAMYCKYIIHO NPUIIOKeHUe. JIBeTe HHKEKIMHU TpsOBa 1a ce
NpHUIaraT Ha Pa3InyHy MECTa 32 HHXKEKTHPAHE B CEIATMUIIHUTE MYCKYJIH.

| 3aGenexka: IIperiopbusa ce BEHTPO-IIYTeaNHO MICTO. PeAbT Ha NIpH/IaraHe He € 0T 3HAYEHHE.

§ MHndopmanus 3a chxpaHenue

e Jla ce cexpansBa B xunaguwiHuk Ha 2°C go 8°C.
i Jla He ce 3ampa3sBa.
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Bamiara onakoBKa cbaAbpaka

1 ¢makoH prIIMIUBUPHH

1 aganTop 3a (hmakoHa

1 cripuHITOBKA

1 umxekrronna urna (pasmep 23 G, 1%2 unua)

Bzemere npeaABUJ TCIOCIOXKXCHUETO HA MMAlIUCHTA U 1/136epeTe WHXCKIMOHHA HUIJjia C ImoaxoaAaiga

I'BJDKHAHA CTIOpel MEANIIMHCKATa By mpereHka.

®D1aK0H PUINMBUPHH

Kanauka Ha piakona
(I'ymena
3arymranka

2 OJT KaravyKaTa)

L:l_, >
N

Anantop Ha @iakoHa

CupuHuoBka

NHXKeKIIMOHHA UIJIa

IIpeana3uren Ha urJjara

A

Ha urJjarTta

Ille Bu 6b1aT HEOOXOAMMH CHILO

Hecrepunuu prraBuu

2 TaMIIOHA, HAIIOCHHU ChC CIUPT

2 MapJeHU TaMIIOHa

[Tonxoasm KOHTEHHEp 32 OCTPU IPEIMETH

+ 1 onakoBka ka6orerpasup 3 ml

Hpe,I[I/I Aa 3alo4YHCTEC, YBEPETC CC, UC OIIAKOBKATa Ka60TeraBI/Ip Bue IoJ pbKa.
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IloaroroBka

1. IlIpoBepere ¢duakoHa

[poBepeTe cpoka Ha
rOfIHOCT ¥ NEeKapCTBOTO

e [IpoBepere nany jaTara Ha U3THYAHE HA
CpOKa Ha TOTHOCT HE € U3MHUHAJA.

e [IlIpomepere Bemnara diakoHUTE. AKO MOXKE J1a
BUJIUTE YUY YaCTUIU, HE U3IOJI3BaNTE
MPOJIYKTA.

l He H31'[0.]13BaﬁTe, aKO garaTta Ha U3TH4YaHC Ha
CpOKa Ha rOAHOCT € MUHAJIA.

2. W3uakaiite 15 MUHYTH

HM3uakaiite 15 MHHYTH

e IM3uakaiiTe Hail-Manko 15 MuHyTH, Ipeau 1a
IIOCTAaBUTC MHXKXCKIMATA, 3a Ja MOXKE
JIEKapCTBOTO J1a IOCTUTHE CTallHA
TeMIeparypa.

3. Paskiarere eHepruyHoO
e XBaHeTe (pyrakoHa 3IpaBO W pas3KiIaTeTe
@\\ CHCPTUYHO B IIPOABJDKCHUC HA ITbJIHU
10 cek. & ‘, 10 cekyHaH, KaKTO € MMOKa3aHOo.
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4.

IIpoBepere cycnieH3usiTa

o OOBpHETE (Pr1aKOHA U TIPOBEPETE
cycnieHaupanero. TpsOBa na u3riexaa
€HOPOJTHO. AKO CYCIICH3HUsATA HE €
eIHOpOJTHA, pa3KiaTere (prakoHa OTHOBO.

e HopMmaiHo e J1a BIDKIaTe MaIKK Bh3AYIIHU
MexypueTa.

3abenexka: PensT Ha MpUTOTBSIHE HA
(1akoHHTE HE € OT 3HAYCHHE.

5.

OtcTpaHeTe KanaykaTa Ha GJaKoHa

e OrcTpaHere KanaykaTa oT ¢UIakoHa.
e 30bpiere rymMeHaTa 3amymiajgKka ¢ TaMIIOH
ChC CIMPT.

He no3BonsaBaiiTe HUIIIO Ja TOKOCBA
ryMeHaTa 3aIyliaiKka ciies n30bpCBaHeTo.

6.

OTtBopere aganTopa Ha (JiakoHa

e (OO0enere xapTHEeHaTa TOAJIOKKA OT
OTIaKOBKaTa Ha ajianropa 3a (rakoHa.

3a0enexka: He orcTpansBaiite aganropa ot
OIIaKOBKaTa My 3a Clie/IBalllaTa CTHIIKA.
AnantopbT HSIMA J1a U3MATHE, KOTATO
OIakoBKaTa ce 0OBbpHE C OTBOPA HAIOIY.

7.

o [locraBere (iakoHa BBPXY paBHA
MOBBPXHOCT.

e Hartuchere ajanropa npaBo HaJ0Ily BbPXY
(i1aKoHa, KaKTO € MOKa3aHo.

e AnantopbT Ha (prakoHa TpsiOBa Jia MPaKHE U
Jla ce 3aKpery cTabuitHoO.
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8.

Baurhere onakoBkara

L

e Bpauraere omakoBkaTa OT ajarropa Ha
Q)ﬂaKOHa, KaKTO € IIOKa3aHo.

9.

IlpurorBere CIPpUHIOBKA

3

e llI3BazeTe CIPUHIIOBKATa OT ONAKOBKATA.

e Usreriere 1 Ml BB3ayX B ClIpHHIIOBKATA.
ToBa 111e yIeCHU U3TEINIIHETO Ha TEUHOCTTa
MO-KBCHO.

10. TIlpukpenere CIPUHIIOBKATA

e Xganere ajantopa u (paakoHa 37paBo, KakTo €
MOKAa3aHo.

e 3aBbpTETE CIPHUHIIOBKATA TUIBTHO BHPXY
ajantopa Ha (yakoHa.

11. HartucHeTe 0yTaJI0TO

lf

e HarucHere OyTanoTo 10Kpaii, 3a j1a BKapaTe
BB3/lyXa BbB (PIIaKoHA.
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12. BaBHO uU3TerJere a03a

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

3abenexka: [[ppxTe CIpUHIIOBKATa
W3IIPaBeHa, 3a 1a IPeI0TBPaTUTE N3THYAHE.

13. OTBBpPTETE CHPUHIIOBKATA

e [lrpTHO MpUABpKaiiTe OyTanoTo Ha
CIIPUHIIOBKATa, KAKTO € MMOKA3aHo, 3a Jia
npenoTBparute u3rndane. Hopmanto e na ce
ycella U3BeCTHO MPOTUBO/ICHCTBHE.

e OTBBpTETE CIPHUHIIOBKATA OT a/IallTOpa Ha
(rakoHa, KaTo IbPIKUTE aIANTOpa, KaKTO €
HIOKa3aHo.

3atesexxkka: [IpoBepere ganu cycrneH3usTa
U3IJIeXK]a AHOPOIHA U MJIEYHO OsIa.

14. Tlpukpenere urJa

o OTBOpeTe OIIaKOBKaTa Ha urjaTta 4aCTH4HO,
TaKa 4€ aa C€ BUAWM OCHOBATa Ha UIjara.

¢ Karo ABPIKUTC CIIPUHIIOBKAaTa U3IIPaBCHA,
cTabMIIHO 3aBBbPTCTEC CIIPUHIIOBKATa KbM
urijaara.

o I/I3Baz[eTe urjara OoT oIraKkoBKarTa.

NuxekTupane

15. TlpurorBere MSICTOTO HA MH)KEKTH

aHe

/
e, » a
’
1/
4
Benrporayreajano Jlop30rJayTeajaHo

Wmxexkuunre TpsOBa Aa ce MOCTaBsT B
cenanuieTo. M3oepere ciemnute 00IacTH 3a
WHXXEKTUPAHE:

¢ BeHTpo-riayTeanHo (IpernopbUUTENHO)

e Jlop3o-TiryTeaiHo (TOpHUS BHHIIEH KBAIPAHT)

3abesexka: 3a HHTPaAMyCKYJIHO MPHIIOKEHUE
CaMo B CEAAJMIIHUTE MYCKYJIH.
He nmxexTupaiiTe THTPaBEHO3HO.
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16. MaxHeTre KamaykKara

e CroHere npeanasuTeiid Ha urjara.
e I3reriere KamadykaTta OT HH)KEKIIMOHHATA
uria.

17. OtcrpaHeTe M3JMIIHATA TEYHOCT

e JIpBXKTe CIPUHIIOBKATA C UTJIaTa Harope.
Hatucuere 6yramnoro no mo3ara ot 3 ml, 3a ia
OTCTPaHUTE M3JIHMIIHATA TEIHOCT U
BB3IYILIHUTE MEXypUeTa.

3aodeaexkka: [Touncrere MIACTOTO Ha
WHXEKTHPAHE ¢ TAMIIOH Che ciupT. OcTaBeTe
KO)KaTa J1a U3ChbXHE Ha BB3yXa, Ipeau 1a
MPOJBIDKUTE.

18. OnbHeTe KOXKATA

(2,5cm)
1 uHY

N3non3BaiiTe TEXHUKAaTa HA UHXXEKTUPAHE ,,Z-
track®, 3a j1a cBemeTe 10 MUHUMYM H3TUYaHETO
Ha JIEKapCTBOTO OT MSICTOTO Ha HH)KEKTHPAHE.

e OmpHETE CHITHO KOXKAaTa, TOKPUBAIIIA MICTOTO
Ha WHXEKTHUPaHE, KaTO S OTMECTHUTE C OKOJIO
2,5 cm (1 uny).

e 3aapBXKTe S B Ta3U MO3UIUS 32
WHXEKTHUPAHETO.

e BmBenere urnata Jokpai WK JOCTaTHYHO
IIBJIOOKO, 3a J1a Ce IOCTUTHE MYCKYJIa.
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20. HWmuxexkTHpaiiTE 103aTA

e Karo Bce ormie 1bp)KUTE KOXKATa OITbHATA,
0aBHO HaTHCHETE OyTaJIOTO JOKpai.

e VY0Genere ce, ye CIPUHIIOBKATA € MTPa3Ha.

e ll3rernere uriaTa v BeJHAra OTIyCHETE
OITbHATATa KOXa.

21. TlperjenaiiTe MsICTOTO HA MH:KEKTHPAaHe

e [IputucHeTe MACTOTO Ha MH)XEKTHpAHE C
MapJIsl.

e [lpu nosiBa Ha KbPBEHE MOXKE Ja CE U3IOI3BA
MaJIKa IPeBPb3Ka.

He macaxupaliTe yyacTbKa.

LN

22. O0e3omacere urJiara

o CrpHere npeana3uTeNs Ha UTIIATa HAJl UTJIaTa.

e Jlexo HATHCHETE BBPXY TBBP/a MOBBPXHOCT,
3a Jla 3aKJII0YHTE MIPEAMa3uTelIst Ha UTJiaTa.

e [lpennmasurensT Ha UrjiaTa e MPaKHE, KOraTo
C€ 3aK/II0YBa.
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CJie1 MHXKEKTHPAHETO

23. H3xBbpJiere no 6e3onaceH HAYHH

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

HOBTOpeTe CBILOTO C 2-TO JEKaApPCTBO

AKo o111e He CTe HHKEKTHpaii KaboTerpaBup,
cie/BaliTe HETOBUTE KOHKPETHHU YKa3aHUS 3a
ynotpeba, 3a a IPUrOTBUTE U HHXKEKTUPATE
JIEKapCTBOTO.

Bbnpocu u orroBopu

1. Koiiko abJro Mo:ke JieKapcTBOTO /1a ce OCTABU U3BbH XJIaJUIHMKA?

Haii-no0pe e 1ekapcTBOTO 1a ce MHKEKTHPa BEAHAra, cjell KaTo JOCTUTHE CTaiiHa TeMIepaTypa.
OnakoHBT 00ave MOXKeE J1a Ce JbPKU B KAPTOHEHATA OIMaKOBKa Ha CTalfHa Temreparypa (MaKCHMallHa
temmneparypa 25°C) no 6 yaca; He npuOupaiiTe 0OpaTHO B XJIAAWIHUAKA. AKO HE CE U3I10J13a B PAMKHTE
Ha 6 yaca, QuIakoHBT TPsiOBa 13 Ce U3XBHPIIM.

2. Koako abJro Mosxe JiekapcTBOTO /1a ce OCTaBH B CIIPMHIIOBKATa?

Haii-no0pe e nekapcTBOTO (Ha cTaifHa TeMIeparypa) Ja c€ HHXEKTHPa Bb3MOXKHO Hall-CKOpO ciiel
U3TETIISIHETO My. JlekapcTBOTO 06aue MOKe J1a OCTaHe B CIPUHIIOBKAaTa 10 2 Yaca, Ipeay Aa ce
WH)XEKTHpA.

AKO M3MHHAT NIOBEYE OT 2 Yaca, JEKapCTBOTO, CIIPUHIIOBKATA U UIJIaTa TPIOBa J1a ce U3XBBPIIIT.

3. 3amnio TpsidBa Aa ce MHKEKTHPA Bb3AYX BbB (hiakoHa?

Wnxektupanero Ha 1 ml Bb31yX BBB (hi1akOHA yJIECHSBA U3TETIITHETO Ha JI03aTa B CIPHHIIOBKATa. bes
Bb3yXa U3BECTHO KOJIMYECTBO TEYHOCT MOXE HEBOJIHO Jla U3Te4e 0OOpaTHO BbB (UIAKOHA, KaTo B
CIIPHHIIOBKATa OCTAaHE MO-MaJIKO OT JKEJIAHOTO KOJIMYECTBO.

4, HNma jin 3HaYeHHe peabT, 10 KOWTO 1Ie ce MH:KEKTHPAT JieKapcTBaTa?
He, penbt e Oe3 3HaueHue.

5. Be3onacHo Ju e 1a ce 3aTonu ¢JIaKkoHa 10 CTaliHA TeMIlepaTypa no-obp30?

Haii-no0pe e na ce octaBu IakOHBT J1a TIOCTUTHE CTaiiHa TeMIepaTypa eCTeCTBeHO. Moxke obade a
M3II0JI3BATE TOIIMHATA Ha PBIIETE CH, 32 J]a YCKOPUTE BPEMETO 3a 3aTOIUIsTHE, HO TPSIOBa Ja ce
rapa"Tupa, 9e HIakoHbT HMa na ce 3atommm Hag 25°C.
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He uznon3Baiite qpyru HaYMHU 3a 3aTOIUISHE.

6. 3amo ce npenopbYBa BEHTPO-IJIYyTEATHOTO NPUJIOKEHHE KATO MOIX01?
BenTpo-rnyteanHusT noaxo B Myckyn gluteus medius ce mpenopbUBa, 3al0TO TOW ce HaMHpa Jajieue
OT TJIaBHUTE HEPBU U KPHBOHOCHH ChII0BE. J[Op30-TIyTealHusIT NOAX0 B MycKy gluteus maximus e
IPUEMIIUB, aKO C€ IPEANOYNTA OT MENULIUHCKUS crenuanucT. MikeknusTa He TpsiOBa Aa ce mpuiara Ha
JPYyro MsCTO.
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