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MAXXEMVA® 200

Emtricitabin 200 mg

Thuie ké don
Doc ki huedng din sic dung triccre khi diong
xu tay tré em
Thang bio ngay cho bic s hogic dige s nhitng tic dung khdng mong mudn gap phii ki si dung thude

A. HUONG DAN SU DUNG THUOC CHO BENH NHAN

1. Thanh phin: M3i vién nang cimg chira:
EMEICIOBIN.......coon roesisisnssisnsomumunissavimnsnsasssresnse SO0 TAE
T4 dwpe; laciose, Microcrystalline cellulose, Natri
croscarmellose, Colloidal anhydrous silica, Magnesi stearat,
2. M0 ti siin phim:

Vién nang cimg s6 1, vo nang mau xanh — triing nga, ¢6
logo M@ W& bt thubc bén trong c6 mau tréing hoic gin
nhu tring.

. Quy cich déng goi:

Vi 10 vién. Hop: 1 vi/ hdp, 3 vi/ hp va 10 vi/ hop.

4. Thube diing cho bénh gi? _

MAXXEMVA® 200 ¢6 chira emtricitabin, 14 mdt thudc

khang retrovirus diing dé diéu tri nhidm HIV & nguai Iim, tré

em va wé uwr 4 thang tudi trd 18n. Vién nang cimg

MAXXEMVA® 200 chi thich hop cho nhimg bénh nhin c6

trong lugng tir 33 kg o 1én. Dung dich ubng emtricitabin

duge ding cho nhimg ngudi gio khé khiin trong vide nudt
vién nang cimg.

MAXXEMVA® 200 ludn ludn duge két hop voi céc loai

thude khéc dé diéu tri nhiém HIV.

Ban vén c6 thé lay truyén HIV khi ding thude nay, mac di

nguy co thap hon do higu qua ca liéu phap khéng retrovirus.

Hiy thao ludn vai bac s§ vé cac bién phdp phong ngira ciin

thié: d€ triinh 4y nhiém sang nguéi khic.

Thudc nay khong phai la thudc chira HIV. Trong khi ding

MAXXEMVA® 200 ban van ¢6 thé bj nhiém triing hodic cac

bénh khic lién quan dén nhiém HIV,

5. Nén dung thufc nay nhu thé nao va lidu luong?

Ludn luén ding thugt-: theo huong dan ciia béc sV hoic
duge s§ cia ban. Diéu nay dam bao ring thudc cta ban c6
dii hiéu qua va d4é gidm nguy co phat trien ¢& khang thude.
Khéng thay d6i liéu lugng trir khi bic s yéu cdu, Kiém tra
vai bic s§ hode duge s§ néu ban khong chic chin,

Liéu ditng khuyén cdo la:

o Ngwdi ldm: 1 vién mdi ngay kém véi thire &n hodc
khéng.

O Tré em vé thanh thiéu nién dén 18 tudi, c6 cdn ning tir
33 kg rror lén v o the nudt diege vién nang: 1 vien mdi
ngay kem véi thire in hodic khong.

~  DAi véi tr# so sinh tir 4 théng tudi, tré em va bénh nhdn
khong thé nudt vién nang cimg va bénh nhin cé vin dé
ve thgn, nén chuyén sang ding dung dich uéng
emtricitabin. Néu ban gap kho khan khi nudt vién nang,
h&y noi véi béc s§ cha ban.

~ Néuban c6 vin dé vé than, béc sy ¢6 thé khuyén ban nén
ding MAXXEMVA®* 200 véi khodng cach gitra cic
liéu xa hon,

— Béc sy s2 k8 toa MAXXEMVA® 200 véi cie thube
khéng virus khdc. Hay xem @ hudng din sir dung cua
céc thudc khang retrovirus khic dé duoc huémg din cich
st dung.

Néu ban bj non: Néu ban bj nén trong vong mét gis ké tir

khi ban ding MAXXEMVA® 200, hiiy ding mt vién nang

6. Khindo

khac. Ban khéng cin ding thém mdt vién nang khéc néu ban

bi ndn sau hon mét gior sau khi ding MAXXEMVA® 200.

Néu ban ngumg ditng MAXXEMVA® 200,

o Khéng duge ngung ding MAXXEMVA® 200 ma
khdng néi voi béc sy. Ngung didu i MAXXEMVA®
200 o6 thé tam giam hidu qui cta diéu trj chdng HIV do
bac sy dé nghi. Hay néi chuyén véi béc s9 cita ban trée
khi ban ngimg thudc, dic biét néu ban dang gip bt ky
phan ang phy ndo hodc ban bi bénh khac. Hay lién hé lai
vGi bdc sy cia ban trwéc khi ben bt diu ding lai
MAXXEMVA* 200.

o Néu ban c6 ci nhifm HIV va viém gan B, diéu dac biét
quan trong la khong duoe ngumg vige didu tri voi
MAXXEMVA® 200 ma khong néi trude véi béc 9.
Mgt 56 bénh nhin d& c6 két qua xét nghiém mau holc
cée tri¢u chimg cho thdy bénh viém gan cia ho d3 o
nén ti 1€ hon sau khi ngumg ding MAXXEMVA® 200.
Ban ¢6 thé cin xét nghiém mau trong nhiéu thang san
khi ngimg diéu tri. ) mot s6 bénh nhin bj b¢nk gan tién
trién hoge xo gan, :;g:m diéy tri khéng duoc khuyén cio
vi diéu nay oo thé dan dén viém gan ting niing,

© Hay néi ngay vai bic s§ ctia ban vé ciic triéu chimg méi
hofic bit thutmg sau khi ban ngimg diéu tri, dic bigt la
céc triéu chimg lién quan dén viém gan B,/

Néu ban co thém bt ky cau hoi nio vé vige sir dung thude

nay, hdy héi bdc s§ hodc duge s¥ ciia ban.

Céch ding -

Nudt nguyén vién voi nudc.

ing thufe nay?

Khong sir dung MAXXEMVA® 200 néu ban di img voi
emricitabin hodc bit cir thanh phin ndo cia thube.

7. Tae¢ gg[% khéng m)ﬁ mubn 11ADR;|; _
Gidng nhur tt ca cdc thuoe khic, thudc ndy c6 thé cd cac tac

dung phy mic di khang phai ai cling gap phai.

Rit thwomg gap, ADR > 1/10

Da day — rugt. tiéu chay, bubn non.

Co xwgng vd mé lién két; ting creatin kinase.

H¢ than kink: nhirc déu,

Thicomg gdp, 1/100 < ADR < 1/10:

Mdu va hé bach huyét: giam bach ciu trung tinh,

Hé mién djch: phan img dj img.

Chuyén héa va dink dutng: ting triglycerid mdu, ting
glucose mau.

Tam than: Mat ngu, giac mo bit thudmg,

Hé than kinh: chong mat.

Da déy — ruge: ting amylase bao gbm ting amylase tuyén
tuy, ting lipase huyét thanh, non, dau bung, chén in.

Gan mdr: Ting AST, vd/ holic ALT, 1ang bilirubin mau.
Da va mé dwedi da: phit ban bong nude, mun mu, dét sin,
ngita, mdy day, nim da (ting siic t8)

Toan than: dau, suy nhugc.

It giip, 1/1.000 < ADR < 1/100

Da va mé dudri da: phit mach.

8. Nén trénh da th ¢ th Am i khi
dang sird ?
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9. Ci

ding céc logi thu

Théng bdo cho bée s§ holic duge s§ cia ban néu ban dang
dung
thube khong cln ké dom niwr cac thudc tir cuoc liéu.

gan ddy holic co thé ding bit ky thudc nao khic ké ca

Ban khong nén ding MAXXEMVA® 200 néu ban dang
khac co chira emtricitabin holic
lamivudin (mft thude cling dugce stk dung dé didu tri nhidm
HIV) trur khi bac s¥ cua ban chi din khic.

m gi khi mt lin quén khdng ding thude?

Dicu quan tong la khong nén quén ding MAXXEMVA®

200.

Néu ban quén ding mt litcu MAXXEMVA® 200 trong
vong 12 gilr so vai théi diem ding thube thudmg 1€, hay
diing thube ngay khi c6 thé, va sau 46 ding lidu tiép theo
nhu thuimg 1€,

Néu gan 161 thoi gian ding liéu tiép theo (dudi 12 gion), hay
bo qua liéu da quén. Chir va udng lidu tifp theo nhir thudmg
1¢. Khong ding lidu gdp d6i dé b cho lidu da quén.

10. Ciin bio quin thude nay nhu thé ndo?

11. Nh du h

12. Cin lam gl khi ding thude qua lié

Béo quan & nhiét do dudi 30°C. Tranh dnh séng tryc tiép
v noi am udt.
triéu ch khi din

litu? _
Viée ding dén 1.200 mg emtricitabin ¢6 lién quan dén
cdc phan ing khong mong mudn dwrge liét ké & trén.
[ én ciio?
NCu ban v ding qua nhicu thuoe, hay lién hé ngay voi
biic sy hodc phong céip ciru gan nhét dé dwoc hudng dan.

13. Nhimg diéu ciin thin trong khi ding thude nay?
~  Hay néi véi bac s cia ban néu ban b béuh thin, hodc néu

xét nghiém da cho thiy ban ¢ van dé vé thin. Trude khi
bit ddu diéu tri, bac s¥ ciia ban co thé yéu cdu xét nghiém
miu dé danh gid chirc ning thin vi c6 thé kKhuyén ban nén
ding thubc voi khodng cich giffa cac liéu xa hon hodic
chuyén sang ding dung dich ubng emtricitabin. Béc <9
cﬁndi ¢d thé yéu ciu xét nghiém mau trong qua trinh diéu
i dé theo dbi thén cia ban. )
Hay néi vii bac sy cia bgn néu ban trén 65 tudi.
MAXXEMVA® 200 chira duoc nghién ciru & bénh nhan
mén 65 wdi. Néu ban trén 65 wdi va duge ké don
MAXXEMVA® 200, bac 5§ 2 theo ddi ban k¥ hon.

Hay néi véi bac s§ nfu ban c6 tién sir binh gan, bao gbm
viém gan. Bénh nhin bj bénh gan bao gom viém gan B
hodc C man tinh, nhilng ngudi ma duge diu tri bang
thubc khang retrovirus, s& co nguy co cao hon cho cic bién
chimg gan nghiém trong va co the gay ti vong. Néu ban bj
nhiém viém gan B, bic s§ s& cin nhéc cdn thin dé ¢ phic
dd didu trj 16t nhit cho ban. Néu ban ¢6 tién s bénh gan
hofic viém gan B man tinh, béc 5§ cd thé tién hanh xét
nghigm méu d€ theo ddi can thin chire ning gan cia ban.
Phat hig¢n nhiém trimg: Néu ban bi bénh HIV tién trién va
nhiém tring khdc, thi ban c6 thé bi viém hodc trim trong
hon cée trigu chimg nhiém khi bit ddu diéu tri voi
MAXXEMVA® 200. Piy c6 thé la déu hiéu cho lhﬂy hé
thing mién dich duge cii thién ciia cor thé ban dang chdng
lai bénh nhidm tring. Néu ban nhin thy ddu hiéu viém
hogic nhiém tring ngay sau khi bat diu ding
MAXXEMVA® 200, hily noi vai bac s9 ngay.

Ngodi céc nhiém trimg co hdi, rdi Jogn tr mién (mét tinh
trang xdy rakhi h¢ misn dich tin cong cic mé co thé khoe
manh) ciing ¢é thé xiy ra sau khi ban bit dau ding thubc

& didu tri nhifm HIV. Cic réi loan tr mién c6 thé xdy ra
nhidu thang sau khi bit ¢hu diéu tri. Néu ban nhin thdy bit
cir trigu chimg nao cia nhi€ém triing holic cde tridu chimg
khdc nhu suy nhuge co, cam gide yéu bit ddu & ban tay va
ban chén. di chuyén 1én thin ctia co thé, dénh tréng neye,
run hodic ting dong, hdy théng béo ngay cho bic sy cia
ban dé tim bién phap diéu tri cin thiét.

Cdc vdn dé vé xuwomg: Mt 56 bénh nhan dung trj tiéu phéi
hop cac thude khing retrovirus ¢ thé phat mién bénh
xuong goi 1 hoai ur xuong (md xuong chét do thiéu mau
11 xuong).

Thoi gian diéu tri liéu phip phdi hop thuéc khang
retrovirus, sir dung corticosteroid, udng rugu, suy gidm
mién dich nang, chi s6 khdi co thé (BMI) cao va nhiéu yéu
td nguy co khic ¢6 thé la mét trong nhimg yéu té nguy co
phéit trién bénh ndy. Diu higu hoai tir xuong 1 cimg khdp,
dau nhirc (diic bigt la hong, diu gbi va vai) va kho van
ddng. Néu ban nhén thdy bét ky triéu chimg nao trong s6
niy hiy théng bao cho béc s§.

Tré em v thanh thiéu nién

Khong ding MAXXEMVA® 200 cho ré so sinh dudi 4
thang tudi.

Sir dung thudc cho phu nir c6 thai, phy ni¥ cho con bi

O

4]

o

Néu ban dang mang (hai hofic cho con bl, hay nghring ban

darg ¢6 thai hodc dang dinh ¢6 con, hdy héi bic s§ hodic
duge s§ dé duoc tu vin trude khi dung thube nay.
Ban khing duoc dimg MAXXEMVA®* 200 trong thai ky
trir khi thude duege chi dinh b bac s cia ban.
Mac di co it dir lidu lam sang vé viéc st dung
MAXXEMVA® 200 & phu nit ¢6 thai, nhimg thudc khong
thudmg duge sir dung trir khi hoan todn cin thiét
Néu ban ¢6 kha niing mang thai trong théi gian didu trj vai
MAXXEMVA® 200, thi ban phai s dung phuong phdp
ngzira thai hiéu qua.
Néu ban mang thai, hofic cé ké hoach mang thai, hiy héi
bac s§ vé nhimg lgi ich va nguy co tiém 4n cia li¢u phip
khéng retrovirus cho ban va con ban. \
Neu ban da dimg MAXXEMVA® 200 trong i gian mang
thai, thi bac s¥ c6 thé yéu ciu xét nghiém mdu thiong xuyén
va cdc xét nghiém chan dodn khéc dé theo doi sy phat trién
cia con ban. O tré em c6 me¢ sir dung NRTIS trong thei gian
mang thai, loi ich tir viée phong chong HIV cao hon nguy co.

Sir dyng thude cho phy nir cho con bi

Néu ban dang cho con b, hiy héi bac sy hosic duge sy dé
duoc tr van treoe khi dung thude nay.

Khdng cho con bil néu ban dang diing MAXXEMVA® 200.
D6 1 vi chit hoat chéit trong thude nay di vio duge sita me.
Virus c6 thé duge tmyén cho con rong qua sia me.,

Anh hwing téi khi niing l4i xe va vin hinh miy méc

MAXXEMVA® 200 ¢6 thé gay chong mit. Néu ban cim
thdy chéng miit trong khi ding MAXXEMVA® 200,
khdng Jai xe vi khong st dung bSt ky dung cu hodc may
maoc nao.

14. Khi nio efn tham vin bic si, duoge 97

Théng bao cho bac s§, dwgc s§ nhimg tac dung bit loi
gazlphéj khi sir dung thude. ‘

Néu cén thém théng tin xin hoi ¥ kién bac s§ hodic dirgc
sy

15. Han ding cia thube: 36 thdng ké tir ngay san xudt.

B. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

Tinh chat
Duwge lue hoc

2/7

Mi A'l"(.:: JUSAFOY
Co ché tac dung va tée ding diege e hpe

Vil= &2
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Emrricitabin 1a m{t chat wrong ty nucleosid tong hop
cytidin v&i hoat tinh d@c hiu trén virus gy suy giam
mién dich & ngudi (HIV-1 va HIV-2) va siéu vi viém gan
B (HBV). _
Emtricitabin duge phosphoryl hoa bdi cic enzym t€ bao
dé 1o ra emtricitabin $-triphosphat, @ ché canh tranh
enzym HIV-1 reverse transcriptase, din dén kél thic
chudi ADN. Emtricitabin 14 mdt chér irc ché yéu enzym
ADN polymerase a, f va & clia dng vét co v, va ADN
polymerase y cua ty thé. ) .
Emtricitabin khong gy ddc 1€ bdo d_éi voi cac t& bdo mau
don nhén ngoai vi (PBMCs), cic té bao lympho vé céc
dong dai thue bao don nhén holic cdc té bdo gbe tiy
xuong in vitro. Khéng cé bing chimg dc tinh doi vai ty
thé in vitro hodc in vivo.

Hoet tinh khing virus in vitro: Néng 49 dc ché 50%
(1C30) cua emtricitabin thir nghiém trén céc thé phéin lip
HIV-1 dao ddng tr 0,0013 - 0,5 umol/ I. Trong céc
nghién ctru két hop cia emtricitabin vdi chéat uc ché
protease, cdc chit trong ty nucleosid, nucleotid va non-
nucleosid (rc ché enzym HIV reverse transcriptase, céc
tic dong bb sung toi hiép dong di dwgc quan sét thiy,
Hau hét nhimg két hop nay chia dwec nghién ciru o
ngirdi,

Khi kiém tra hoat tinh chdng lai cdc ching HBV trong
phong thi nghiém, ndng d¢ ac ché 50% (1C50) dbi voi
emtricitabin dao déng tir 0,01- 0,04 wmol/ L.

Dé khang: Su dé khang cta HIV-1 déi véi emtricitabin
phat trién do nhimg thay d6i & codon 184 khién
methionin dwoc chuyén thanh valin (m§t chat trung gian
clia isoleucin cling duge quan sat thdy) trong enzym HIV
reverse transcriptase. Sy ddt bién HIV-1 nay duge ghi
nhdn trong in vitro va & nhitng bénh nhan nhiém HIV-1.
Cac virus khang emtricitabin thi dé khdng chéo véi
lamivudin, nhung vin nhay cam vai cic chat e ché
enzym reverse transcriptase twong tr nucleosid khéc
(NRTID) (zidovudin, stavudin, tenofovir, abacavir va
didanosin), tat ca cdc chat ac ché enzym reverse
transcriptase non- nucleosid (NNRTI) v cac chit re ché
protease (PI). Cic virus khang zidovudin, didanosin va
NNRTI vin nhay cam véi emtricitabin (1C50 = 0,002
mmol/ - 0,08 mmol/ 1).

Hi¢u qua ldm sang va tinh an toin

Emtricitabin két hop vai cac thube khang retrovirus khac,
bao gdm cac chit twong tu nucleosid, cac chét wong
non-nucleosid va cée chit (e ché protease, 44 duge chimg
minh [& ¢6 hiéu qua wrong diéu tri nhifm HIV ¢ nhimg
bénh nhin chua didu tri va nhimg bénh nhin da duoc didu
tri ¢6 kiém sodt virus hoe 6n dinh. Khéng ¢6 kinh nghiém
vé viéc st dung emtricitabin & nhitng bénh nhén dang that
bai trong ché do diéu tri hién 1ai ciia ho hode nhimg nguoi
da thét bgi véi nhiu phac d6 didu tri.

O nhing ngudi lén chua didu tri khang retrovirus,
emtricitabin manh hom déng ké so viri stavudin khi ca hai
san phim nay dugc ding cing véi didanosin va efavirenz
trong 48 twdn diéu tri. Phan tich Kiéu hinh cho thiy khéng
cd sir thay ddi déng ké ve tinh nhay cam ciia emtricitabin
trir khi dgt bién M 184V/ I di phat trién.

O nhimg ngudi lén dii duoe difu trj dn dinh vé virus hoc,
emtricitabin két hgp voi NRTI (stavudin hosic zidovudin)
vh thubc dc ché prowease (P1) houc NNRTI da dugc
chimg minh la khéng kém hon lamivudin vé ty 1& ngudi
dip img (< 400 ban sao/ mi) qua 48 twin (77%
emtricitabin, 82% lamivudin), Ngoai ra, trong mét nghién
ctru thir hai, nhimg ngudi lén 48 duge didu tri véi phac b

n

diéu trj khang retrovirus hoat tinh cao (HAART) trén co
sé 4 6n djnh véi P1 duge chon ngdu nhién dé ding phac
dd didu tri 1 10/ ngdy ¢6 chita emtricitabin holic tiép tuc
sir dung phac d6 PI-HAART. Sau 48 wan diéu tri, phac
do chira emtricitabin cho thdy ty ¢ trong dwong cia bénh
nhin ¢6 ARN HIV < 400 ban/ ml (94% emtricitabin so
vai 92%) va ty 1€ bénh nhan ¢6 ARN HIV < 50 ban sao/
ml (95% emtricitabin so v&i 87%) so véi nhimg bénh
nhén tiép tue véi phac dd PI-HAART.

Tré em

O wé 50 sinh va tré 16n hon 4 thing, da s6 bénh nhan dat
duge hoiic duy tri sy (re ché hodn toan ARN HIV-1 trong
huyét twong qua 48 tudn (dat 89% < 400 ban sao/ ml va
77% dat duge < 50 ban sao/ ml).

Khéng c6 kinh nghiém lam sang vé viéc sir dung
emtricitabin & tr¢ duai 4 thang tudi.

Duvrc dimg hoc

Hap thu

Emtricitabin duoc hip thu nhanh chéng va rdng rii sau khi
udng vai nong 40 dinh trong huydt twong dat duge sau 1-2
gio. Trong 20 d6i twomg nhiém HIV duge dung 200 mg
emtricitabin mi ngay dudi dang vién nang cimg, nbng do
dinh trong huyét twong (Cywy). ndng A4 diy (Cuin) va dién
tich dudi duong cong thoi gian ndng 4§ trong huyét romg
trong khodng thoi gian ding liéu cach nhau 24 gier (AUC)
lin lugt 12 1.8 £ 0.7 pg/ mi, 0.09 + 0,07 pg/ ml va 10,0 +
3,1 pgh/ ml. Nong d6 trong huyét twong & trang thai 6n
dinh dat & mirc xdp xi 4 ldn so véi gia i 1C90 in vitro ddi
véi hogt tinh khing HIV.

Kha dyng sinh hoc tyét d6i cua emtricitabin dang vién
nang cimg 200 mg wéc tinh [a 93% va sinh kha dung tuyét
déi ciia emtricitabin dang dung dich ubng 10 mg/ ml wéc
tinh la 75%. ,

Trong mot nghién ciru thi diém d'tré em va ot nghién ey
twong duong sinh hoc & ngudi #omg thanh, dung dich
uéng emtricitabin 10 mg/ ml bing Rﬁgum,g 80% sinh kha
dung cua vién nang cimg emtricjtabin 200 mg. Ly do cia
sir khac biét ndy thi chua 5. Do su khéc biét vé tinh kha
dyng sinh hoc, cin 240 mg emtricitabin & dang dung dich
ubng dé co ndng d§ emtricitabin trong huyét tuong tuomg
tw nhu sau khi ding mdt vién nang cimg emtricitabin 200
mg. Do do, tré em co cin ndng it nhit 33 kg co thé ding
hoic mdt vién nang cimg emtricitabin 200 mg mdi ngay
holic dung dich udng emtricitabin vai liéu 6i da 1a 240 mg
(24 mi), mot Jan mbi ngiy.

Dimg vién nang cimg emtricitabin 200 mg voi bita &n gidu
chdt béo hojic dung dung dich uéng emiricitabin 10 mg/ ml
v&i bilia @in it chit béo hofic giau chit béo khdng anh huomg
dén mirc tiép xic todn thin (AUC...) cila emtricitabin. Do
d6 vién nang citg emtricitabin 200 mg va dung dich ung
emtricitabin 10 mg/ ml ¢6 thé duge ding cing véi thire an
hotic khong.

Phdn phot

In vitro sy gén két cia emtricitabin véi cde protein huyét
tuong & ngudri 1 < 4% va khong phu thuje vao néng d§
trong khoang 0,02-200 pg/ ml. Ti 1é néng d6 trung binh
trong huyét nromg so vé&i trong miu khodng 1,0 va ning d8
trung binh wong tinh dich so vai trong huyét trong khoang
4,0.

Thé tich phan bd biéu kién sau khi tiém finh mach cia
emicitabin a 1.4 = 0,3 I/ kg, cho thiy emtricitabin duge
phin b6 réng réii khiip cor thé ca dich nji bdo va ngoai bio.
Clueyén dang sinh hoe

C6 sy han ché wong chuyén hoa cia emtricitabin. Su
chuyén dang sinh hoc clia emiricitabin bao gdm qua trinh
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oxy hoa phin tir thiol 9 tao ra cic déng phin khéng d6i
quang ciia 3"-sulphoxid (khoang 9% liéu) va lién hop voi
a:e_.id glucuronic tgo thinh 2-O-glucuronid (khoang 4%
licu).

Emtricitabin khong rc ché in viro su chuyén hoa thudc
qua trung gian cic isoenzym CYP450 cia con ngudi: 1A2,
2A6, 2B6, 209, 2C19, 2D6 va 3A4

Ngoai ra, emtricitabin Kkhong @c ché uridin-5"
diphosphoglucurony! transferase, enzym chju trich nhiém
cho sir glucuronid hoa.

Thai irte

Emtricitabin chii yéu duge thai tr bai thin v ti 1¢ tim la)
duoe hoan toan cua liy trong nude tiéu (khoing 86%%) va
phin (khodng 14%). 13% lidu emtricitabin d& dugc tim
thiy trong nude tiéu dudi dang ba chat chuyén hoa. DY
thanh (hai hé théng cia emtricitabin trung binh 307 ml/
phiit (4,03 ml/ phit/ kg). Sau khi ubng, thoi gian bin Ui
clia emtricitabin 1& khoing 10 git

Tinh tuyén tink/ phi tiyén tinh

Duoe dong hec cua emiricitabin ty 1€ thun voi lidu trong
khoang liéu 25-200 mg sau khi ding liéu don hoéc lap lai,
Dirge dong hoe ngi bao: Trong mdt nghién ciru lim sdng,
thei gian ban hiy ndi bao cua emtricitabin-triphosphat
trong té bio mau don nhin ngogi vi 12 39 gio. Muc
triphosphat néi bao tang theo lidy, nhung dat trang thai on
dinh & liéu 200 mg ho#c cao hom.

Nguwii lin bj suy thén

Ciéc thong sé duge dong hoc duge xac dinh sau khi ding
mot lidu duy phdt 200 mg emtricitabin dang vién nang
cimg cho 30 déi twong khong nhiém HIV véi muc d§ suy
thin khic nhau. Cac d6i tugng duge phin nhom theo dd
thanh thii creatinin ban d4u (> 80 ml/ phit la chirc nang
than binh thudmg, 50-80 ml/ phit 1 suy than nhe, 30-49
ml/ phiit 14 suy thin vira, < 30 ml/ phit [ suy than n@ng,
<15 mi/ philt a mét chie nang thin cin tham phan méau).
Mirc tiép xic toan than cua emiricitabin (trung bioh + do
léch chudn) tang tir 11,8 + 2.9 pg/ b/ ml & nhimg bénh nhn
¢6 chire nang thdn binh thudmg 1€n wong g 199 £ 1,1,
25,0 + 5,7 va 34,0 + 2,1 pug/ v ml & bénh nhén suy thiin
nhe, trung binh va ning. _ '
(3 bénh nhan bj bénh thin giai doan cudi (ESRD) tham
phan méu, khoang 30% lidu emtricitabin di dwge fim thiy
trorg chét thim tich sau m@t dot tham phin dai 3 gio, ma
duge bit dhu trong vong 1,5 gio sau khi dung emricitabin
(heu hugng mau la 400 ml/ phut va tc d6 dong cha chit
thdm tich khoang 600 ml/ phit).

Swy gan

Duge ddng hoc cia emtricitabin chua duoc nghién ciru &
nhimg nguoi khéng bj nhiém HBV voi mic dj suy gan
khéc nhau. Nhin chung, duge dong hoc emtricitabin ¢
nhimg ngudi bi nhiém HBV ciing tromg ty nhir & ngudi
khoé manh v& & nguoi nhiém HIV.

Tudi tac )
Dit liéu vé duoe ddng hoc khdng cb san & nguiri trén 65 tudi.
Gig tinh

Mic dit Con Vi Cria trung binh czo hon khodng 20% va
AUC trung binh cao hon 16% & nit gidi so véi nam gioi.
nlumg sy khac biét ndy khdng duoc coi la ¢6 ¥ nghia lam
sang.

Chiing té¢

Khéng cé sy khiic bit quan trong nio vé duge ddng hoc
trén lim sang do ching the diroe xde dinh.

Tre em
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Nhin chung, dige dgng hoc cua emiricianim @ U so sinn,
ré nho va thanh thidu nién (tr 4 thing - 18 tudi) tong ty
nhu & ngudi 1on.
AUC trung binh & 77 tré so sinh, tré em vé thanh thiéu nién
ding 6 mg/ kg emtricitabin 1 lin/ ngay dudi dang dung
dich ubng hodc 200 mg emtricitabin dudi dang vién nang
cimg mét lan/ ngay c6 AUC trung binh Ja 10,0 pg v mi
wong tu nhu & 20 ngudi 16n uong 200 mg emricitabin
dudi dang vién nang cing 1 1n/ ngay.
Trong mdt nghién ciru md nhan, khéng so sinh, di ligu vé
duge ddng hoe duge thu thap tr 20 mé so sinh cla cac ba
me vhiém HIV da ding dung dich uéng emtricitabine 2 dot,
mdi dot 4 ngdy vao giir tudn ddu tién sau sinh va 3 thing
twdi voi mire liéu 3 my/ kg mot lan/ ngdy. Liéu nay bing
mét nia so vér liéu diing cho tré so sinh tir 4 thing udi trd
{én (6 mg/ kg). D thanh thai biéu kién toan thin & trang
thai én dinh (CL/ F) ting theo wdi trén thin ky 3 thang véi
mite giam AUC tuong img, Mirc tiép xiic cia emtricitabin
tronz huyét trong (AUC) & tré so sinh dén 3 thang tudi,
diing lidu 3 ma/ kg emtricitabin mdt 1an/ ngdy ciing twong
tu nhur diing liéu 6 mg/ kg/ ngay & ngudi lon va tré em tir 4
thang tudi trd 1én.
2. Chidinh
MAXXEMVA® 200 duge chi dinh két hop véi cc thude
khang virus khic dé diéu tri nhiém HIV-1 & nguoi lon va
tré em tir 4 thing twbi tro lén.
Chi dinh nay dua trén cdc nghidn cliu ¢ nhimg bénh nhan
chia duge diéu tri va nhimg bénh nhan da dige didu trj ¢6
kiém sodt virss hoc on dinh. Khong cé kinh nghiém vé
vige sur dung MAXXEMVA® 200 & nhimg bgnh nhan dany
thit bai voi phdc 48 didu tri hién tai cia ho hodc nhimg
nguéi & thét bai voi nhidu phic do dicu tri.
Khi quyét dinh ding mdt phac d6 méi cho nhimg bénh
nhén da tht bai trong mdt phic dd diu tri khéng retrovirus,
ciin xem xét cin thén cac mo hinh thi;ui lién quan dén
cae thude khdc nhau va lich sit diéu’ timg bénh nhin.
Cie thir nghiém dé khang (néu c6 sin) cd thé thich hop.
3. Liéu lugng - Céch ding
Viéc dieu frj nén duge bat ddu bdi mdt bic s¥ co kinh
nghiém trong didu tri nhiém HIV.
MAXXEMVA® 200 c6 thé ding véi thirc an hoje khong.
Liéu dung
Naguagi iém: Liéu dung khuyén cdo 1 1 vién nang cimg 200
mg’amricitabim | 1n/ ngay. )
Néu bénh nhin quén ding mdt liéu MAXXEMVA® 200
trong vong 12 gidr so voi gidy ding thubc thuomg 1¢, thi bénh
nhan nén dimg ngay liéu thudc do c6 hodc khong o thirc dn
cling s6m cang tot va tiép o ding hi thube nhu binh
thuong. Néu bénh  nhin  quén ding mot i
MAXXEMVA® 200 qué 12 gidr va gin (i lic ding litu ké
tiép, thi bénh nhan khong nén ding liéu ¢ quén va chi cin
tifp tuc lai liéu ding thong thuimg.
Néu bénh nhin bj ndn trong vong | gitr sau kKhi ding
MAXXEMVA® 200 thi nén ding lai mot fiéu khac. Néu
bénh nhin bi ndn sau | gid sau khi ding MAXXEMVA*
200, thi bérh nhin khéng cin dung thém mdt Tiéu nixa.
Cic nhom doi heemg dde biét
Newi cao mibi- Khing ¢ dit lidu v tinh an todn va hidu
qua cho bénh nhan wén 65 tudi. Tuy nhidn, khong cin phd:
diéu chinh litu ding hang ngay dugc khuyén ding cho
ngudi 16n wir khi ¢6 bang chimg vé sy suy giam chirc ning
thdn,
Suy thr Emiricitabin duoc bai tiét qua thin vi mic tigp
xic véi emtricitabin ting ddng ké & bénh nhan suy thin. Cin
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diéu chinh lidu luong hodc khodng lidu & tit ca ¢ic bénh
nhén ¢6 d§ thanh thai creatinin < 30 ml/ phit.

Bang | dudi ddy cung cdp huéng ddn didu chinh khoang
cach lifu ding cho MAXXEMVYA® 200 theo mirc dg suy
thin. Tinh an toan va Liéu qua cia viéc diéu chinh khoang
cich litu mdi 72 hodc 96 git & nhilng bénh nhin cb do
thanh thai creatinin < 30 ml/ phit chue duge danh gia lam
sang. Do 6, ¢in theo doi chit ché dip img ldm sang ddi voi
dicu tri va chie nang thin & nhimg bénh nhén nay.

Bénh nhin suy thin ciing ¢6 thé duge cho ding dung dich
ubng emtricitabin 10 mg/ ml &€ gidm lidu hing ngay cia
emtricitabin. Xin xem 0 huéng dan sir dung cda dung dich
ubng emtricitabin 10 mg/ ml.

Bang 1. Hiemg din diéu chinh khodng cich liéu cho
MAXXEMVA™ 200 theo dg thank thai creatinin (Clcy)

< 15 (mit chirc ndng
thén, cin phai thim
phin miu)*

CLcr(mV phiit) >30 | 1529

Litu ding khuvén I}w.-ién 1 vién

T
cio mai 24 | moi

1 vién mdi 96 gidr

cua
MAXXEMVA®200 | gid 72 il

* Gia dinh mdt dot thém tch mdu 3 gitr x 3 an/ tulin bat dau nir it
nhiit 12 gitr sau khi dung liéu cudi cing ciia emtricitabin.

Nhimg bénh nhdn c6 bénh thin giai doan cudi (ESRD) durge
didu tri bing c4¢ hinh thirc loe mdu khe nhu thim tach
mang bung khong duge nghién ciru va khéng thé dira ra
khuyén cdo vé lidu, : :

Suy gar: Khong c6 dir liéu dé dua ra khuyén céo liéu ding
cho bénh nhin bj suy gan. Tuy nhién, dva trén su chuyén
hda rat nhd cla emtricitabin va dutmg thai trir qua thén, co
thé khéng cén phai diéu chinh li&: ¢ bénh nhin suy gan.

Néu ngimg st dung MAXXEMVA® 200 ¢ nhimg bénh
nhdn dong nhiém HIV va HBV, nhimg bénh nhén ndy cin
duge theo ddi chit ché vé cac bing chimg vé su bung phat
viém gan.

Tré em: MAXXEMVAT 200 duge khuyén diing cho tré tir 4
thang tudi trd 1én va thanh thidu nién dén 18 tudi co trong
lugng it nhit 33 ke co thé nudt vién nang cimg la mt vién
nang cimg 200 mg, ubng mot 1an m3i ngay.

Khéng ¢6 dit ligu vé higu qua va chi cd vt it dir ligu vé an
toan cia emtricitabin & tré dui 4 thing woi. Do do,
MAXXEMVA® 200 kh(mg‘ duge khuyén céo sir dung O
nhimg ngudi dudi 4 thang tuoi.

Khong co dii ligu dé dua ra khuyén cdo vé lidu & nhimg
bénh nhi bi suy than.

4. Chiing chidinh

Qué man cam voi bét c thinh phén nio cia thudc.

5. Cinh bio va thin trong:

Nhin ching _

Emricitabin khong dirgc khuyén cao 1a dom tri liéu dé diéu
tri nhiém HIV. Thudc phai duge sir dung két hop vai cic
thudc khang retrovirus khac. Xin vui long tham khao ta
hudng dan sir dung cia cdc thude khang retrovirus khic
droe sir dung trong phic 46 phdi hop,

Sie dung dong thir v ede thude khac

Khéng nén disng MAXXEMVA® 200 voi bit ky thudc nio

khic ¢6 chira emtricitabin hoéic cic thude co chira lamivadin.

Nhién triong cor hisi

Bérh nhin ding emtricitabin hodc bat ¢ir liéu phap diéu trj
Khéng retrovirus khic 6 thé tiép tuc phat trién céc nhiém
tring co h¢i v céc bién chimg khic cda nhiém HIV va do
do cin duge theo doi chiit che bai cée bac s§ co kinh nghiém
trong di€u tri bénh nhin ¢6 bénh lién quan dén HIV,

Truyen nhiém HIV

Miéic di vige irc ché virus higu qua bang ligu phdp khing
retrovirus di duge chimg minh 14 lam giam déng ké nguy co
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ldy truyén tinh duc, nhing khéng thé loai bo duoc hodn todn
nguy co. Céc bign phdp phong ngira d¢ ngin ngiia liy truyén
nén duge thue hién theo cic hudng din qubc gia.

Chie ndng thin

Emtricitabin dwge théi trir chi yéu qua thin thong qua loc
cau thdn va bai tiét Ong than chi ddng. Mirc tip xic vai
emtricitabin o thé ting €n 16 &1 & nhimg bénh ahin suy
thin ndng (d6 thanh thai creatinin < 30 ml/ phat) ding 200
mg emtricitabin mdi ngdy dudi dang vién nang cimg hodc
240 mg dung dung dich ubng. Do d6, cén phai diéu chinh
khoang cich liéu (sir dung vién nang cimg MAXXEMVA®
200) hodic giim liéu hing ngiy emtricitabin (sir dung dung
dich udng emtricitahin 10 mg/ ml) & tit c4 cie bénh nhin ¢
6 thanh thai creatinin < 30 ml/ phiit. Tinh an toan va hiéu
qua cia hudmg diin diéu chinh khoang cach lidu dvge cung
cdp trong phin 3. Liéu ding - cdch dimg dira trén dit ligu
duoc d8ng hoc va mé hinh hoa liéu don va chua dugc danh
gia ldm sang. Do d9, cin theo ddi chiit che dap img lim sang
d6i véi didu tri va chire niang thin & bénh nhan duge didu tri
voi emtricitabin & cac khodng liéu kéo dai,

Can thin trong khi ding dong thoi emtricitabin véi cac
thude dirge thai trir bing cich bai tiét dng than chi dong vi
vige ding doéng thoi ¢d thé lam ting nong d§ trong huyét
thanh ciia ca emtricitabin va thudc ding déng théd, do canh
tranh thai trir qua diémg nay.

Cdn ndng va cde thong 56 chuyén hoa

Su gia ting cfin nang, mirc lipid va glucose trong mau c6 thé
xdy ra trong subt qua trinh diéu tri khang retrovirus. Nhimg
thay d6i nhu thé c6 thé lién quan dén sy kiém soat bénh va
I6i séng. DSi voi lipid, rong mt sb wudmg hop cd bing
chimg vé hiéu qua diéu tri, trong khi ting cén thi khéng co
hing chimg 13 rang vé tinh trang ndy c6 lign quan vai bit ky
diéu trj ddc biét ndo. Dé theo ddi mirc lipid va glucose trong
may, hily tham khao cdc huémg din diéu trj HIV. Cic i
logn lipid cin duge xirtri phit hgp vé miit lém sang.

Chirc ndng gan ;
Bénh nhin ¢6 r6i loan chirc nang gan truge day bao gom
viém gan man tinh hoat djng ¢6 sy gia @Ang tan suit chire
ning gan bl thudmg trong thir gian sir\dung tri liéu phbi
hop cée thude khang retrovirus (CART) Wva can duoc theo
doi theo quy chudn. Bénh nhdn b viém gan loai B hoic C
mga tinh duge diéu i voi CART bj tang nguy co bién
ching nghiém trong vi ¢d thé gay tr vong & gan. Trong
trutmg hop diéu trj ddng thai khang virus viém gan B holic
C, hay tham khio (& hudng din sir dung ciia cée thude nay.
Néu c6 biing chimg vé sy trdm trong thém ciia bénh gan &
nhimg bénh nhan niy, thi cin phai xem xé gidn doan hofic
ngung didu tri.

Bénh nhdn ding théi nhiém virus viém gan B (HBV)
Emtricitabin ¢d hoat tinh khiang HBV in vitro. Tuy nhién,
cac dit liéu gidi han <6 sdn vé hidu qua va s an toan cha
emtricitabin (dang vién nang cimg 200 mg, 1 W ngdy) &
nhing, bénh nhin déng thoi nhigm HIV va HBV, Vige sir
dung emtricitabin & bénh nhin bi HBV man tinh gy ra mé
hinh dgt bién twong wr trong kiéu YMDD quan sat dicc
trong tri ligu lamivudin. Dt bién YMDD dé khang véi ca
emtricitabin va lamivudin.,

Bgah nhin doéng nhiém HIV va HBV nén duge gitm sit
chiit ché vai ca theo doi lam sang va theo doi cac chi sb xét
nghiém it ohit vai thang sau khi ngimg diéu tri bing
emiricitabin dé phat hi¢n sur @ang nang thém cia viém gan.
Su ting nding cia bénh nhu vy dige thily sau khi ngimg
diéu trj bing emtricitabin & nhig bénh nhan bi nhiém HBV
ma khéng bj nhiém HIV déng théi vii duge phét hi¢n chii
yéu béi t@ing cao alanin aminotransferase huyét thanh (ALT)

s i2H
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cong thém sir i xudt hign clia ADN HBV. & mdt 56 bénh
nhdn ndy, HBV ti hoat dong cd lién quan dén bénh gan
nding thém, bao gbm ci mat bi va suy gan. Khing co di
bang chimg dé xéc dinh ligu vide sir dung lgi emtricitabin co
lam thay ddi qui trinh bing phat sau digu tri cia viém gan
hay khéng. O nhiing bénh nhan bj bénh gan hofic xo gan titn
trién, khéng nén ngimg didu tri vi sy biing phat viém gan dot
didu i c6 thé diin dén gan mdt bu,

Réi logn chire ndng ty thé sau khi tiép xic wong e cung (in
uterc)

Chit twong ty nucleosttjid 6 thé anh huong dén chirc nin
ciia ty thé & mirc d6 kbac nhau, duge ghi nhdn nhigu nhat
véi stavudin, didanosin va zidovudin. DA ¢o bio clo vé rdi
loan chite ndng ty thé & tré so sinh dm tink véi HIV bi tiép
xiic wong tr cung v&’ hodc sau sinh voi cac chit twong tyr
nucleosid; nhimg diéu ndy chi yéu lién quan dén didu ri
bing cac phéc do c6 chira zidovudin. Céc phan img phy chu
véu duge bdo cdo 1a rdi loan huyét hoc (thiéu méu, giam
bach cu trung tinh) va r6i loan chuyén hoa (tang lactat mau,
tang lipase mau). Nhimg phan (mg nay thudng ¢ tinh tam
thivi. Triéu chimg réi loan thin kinh muén di duge bdo cdo
la hiém (tng truong lyc co, co gidt, hanh vi bit thudng).
Cic 16 loan than Kinh nay la thodng qua hay vinh vién hién
chure 1. Khi phét hién cdc triéu chimg niy cin xem xét cho
bt ky tré em nao bj phoi nhidm trong tir cung voi cic chit
twomg, b nucleos(t)id, nalmg tré co cae triéu chimg ldm sang
nghiém trong nhung khong bi¢t nguyén nhin, dic biét 1a
nhimg tri¢u chimg than kinh, Nhimg r6i loan niy khéng anh
mrémg dén céc khuyén cdo hién tai vé sit dung lidu phap
khéng retrovirus & phy nir ¢6 thai d¢ ngin ngia ldy truyén
HIV tir mg sang con. =

Hoi chamg 1di kich hoat mién dich _

O nhimg bénh nhén c6 suy giam mién dich tram trong & thoi
diém bt du CART, mdt phén (mg viém vai cic mam bénh
co hji khong ¢o triéu chimg hodic céc mam bénh co hdi con
sot Jai co thé nay sinh va gdy ra cac tinh trang lam sang
nghiém trong hodc lim trim trong thém cac wiéu chimg.
Théng thudmg, cic phan dng nhy viy da duoc quan sit thiy
trong vai tudin dau hole vai thang bat ¢au CART, Céc vi dy
c6 lién quan bao gbm viém ving mac cytomegalovirus,
nhiém trung ko todn thin v/ hoic khu tru, va viém phdi do
Pricumocystis jirovecii. Bit ky wigu chimg viém ndo ciing
cin duoc ddnh gid va diéu tri khi cin thiét.

Céc rdi loan tr mién dich (nhir bénh Graves) cing da duge
bdo céo 1 xdy ra trong qué trinh tai kich hoat mién dich; tuy
nhién, thoi gian khéi phat duge bao cdo khic nhau nhicu
hom va nhirmg su kién ndy c6 thé xay ra nhidu thing sau khi
bét diu didu ri.

Hoai tie xuromg .

Mic du duge xem la do nhiu nguyén nhdn (bao gdm si
dung corticosteroid, udng rugu, suy gidm mién dich ning,
chi s& khi ca thé cao (BMI)), nhung cac trromg hop hoai tr
xuong da duye bdo cdo, dic bigt & nhimg bénh nhin nhiém
HIV tién trién vi hodc tiép xtc Jau dai véi CART. Bénh
nhin nén duge tur viin & tim 10i khuyén y khoa néu ho gap
dau nhirc khop, cimg khép hodic viin dgng kho.

Ngwdi cao bt

MAXXEMVA® 200 chua duge nghién ciu & bénh nhin
trén 65 tudi. Bénh nhin ngudi cao tuoi cd nhiéu kha nang bj
suy giam chirc nang thin; do do cn thn trong khi diéu tri
v MAXXEMVA® 200 cho bénh nhin cao tudi.

Tréem

Ngodi cac phan tmg phy da ghi nhin & nguoi 1o, thiéu mau
va bién mau da xay ra thudmg xuyén hon trong cic thir
nghiém lim sang ¢4 lidn quan dén bénh nhi nhiém HIV.
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Td duwge:

Thuéc ¢6 chita lactose. Do d6, bénh nhin ¢6 bénh di truyén
hiém gip khéng dung nap galactose, thidu enzym lactase
hoac kém hip thu glucose-galactose khong nén ding thude
nay.

6. Sirdung thudc cho phu nit mang thai
MOt lugng 30 ligu vira phai vé phy nir co thai (wr 300
1,000 két qud) cho thiy khéng c6 di dang hay dje tinh
trén thai nhi/ ¢ so sinh lién quan v&i emtricitabin, Cac
nghién ciru trén dyng vit khdng chi ra dbc tinh sinh san.
Vige sir dung emtricitabin ¢6 the dugc xem x€t trong thai
kv, néu cén.

7, Sirdung mlﬁg cho nhg ni cho con ba
Emtricitabin duge bai tiet trong sita me. Khéing ¢ thong

tin ¢y di vé dnh hudng clia emtricitabin & tré so sinh.
Do d6 khong nén ding MAXXEMVA® 200 trong thiri
gian cho con bi.
Theo nguyén tic chung, khuyén phy n@ nhiém HIV
khong cho tré bi me trong bat ky truong hop ndo 4é tranh
lay ruyén HIV sang tré so sinh.

8. Anh hudmg t6i khd niing ki xe va vin hi
Khéng ¢6 nghién ciru ndo vé anh hudng dén kha nang 14i
xe va str dung may mée dd duge thyc hién. Tuy nhién,
bénh nhin cin dugc thing bdo ring chong mit &3 duoc
béo cdo trong qué trinh diéu i véi emtricitabin.

9. Twong tic thude:
Céc nghién ciru tuong tic chi dugc thyc hign 6 ngudi lom.
In vitro, emtricitabin khong (rc ché sy trao ddi chat qua trung
gian bit ky mt déng vi CYP450 sau ddy cia ngudns 1A2,
2A6, 286, 2C9, 2C19, 2D6 va 3A4. Emtricitabin khéng e
ché enzym chiu trich nhi¢m cho sy glucuronid héa. Dira
trén két qua cla cac thir nghiém in vitro va céc con duomg
thai trir duoe biét ciia emtricitabin, kha ning wrong tac qua
trung gian CYP450 lién quan dén emtricitabin voi cic thude
khéc thap.
Khong c6 sy trong tic vé mit lim sang déng ké khi ding
déng thei voi indinavir, zidowudin, stavudin, famciclovir
holc tenofovir disoproxil fumarat.
Emtricitabin chi yéu duge bai 1ét qua loc cau than va bai
tiét chil déng qua dng thin. Trir famciclovir vé tenofovir
disoproxil fumarat, tic dgng cla viéc ding dbng théi
emtricitabin v&i cde thube d3 biét ¢ anh huong dén chire
niing thiin chura duge danh gia, Ding dorg thii emtricitabin
vdi cdic thude duge thai trir bing bai tiét oini dong qua dng
thin c6 thé lam ting ndng dé trong huyét \thanh cda ca
emtricitabin va thube diing ddng thoi do caph tranh thai trir.
Chua 6 kinh nghiém lim sing v& viée sir dung dong thai
v cac chat twomg tr cytidin. Do dd, vide s dung
emtricitabin ké hop v6i lamivudin &é diéu i phiém HIV
hi¢n tai khong dugc Khuyén céo.

1. n
Rt thuwing gdp, ADR = 1/10
Da day - rugt. tiéu chay, budn nén.
Cer xweomg vi mé lién két: tang creatin kinase.
Hé thdn kinh: nhirc dau,
Thewong gap, 17100 < ADR < 1/10:
Miu va hé bach huyét: gidm bach ciu trung tinh.
H¢ mién djch: phan img dj img.
Chuyén how vé dink dudng: tang triglycerid mdu, ting
glucose mau,
Tdm thdn: Mt ngd, gidc mo bit thudmg.
Hé thdn kinh: chong mit.
Da day - rugt: ting amylase bao gdm ting amylase tuyén
tuy, ting lipase huyét thanh, ndn, dau byung, chan &n.
Gan mgt: Tang AST, vd/ holic ALT, ting bilirubin mau.
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Da v mé diedi da: phét ban béng nuée, mun mu, dat sin, Néu qua liéu xay ra, bénh nhin cn duge theo déi céc

ngira, may day, nam da (ting sac t0) dau hiéu nhiém doc va diéu tri hd tro tidu chuan dugce ap

Toan thdn: dau, suy nhuge. dung khi can thiét.

It gap, 1/1.000 < ADR < 1/100 C6 thé logi trir dén 30% liéu emtricitabin bing thim tich

Da véa mé diedi da: phit mach. mau, Khong biét li¢u emtricitabin cd thé duge loai bo
11. Qua liéu va cich xir tri bing céch thim téch mang bung hay khong,

Viéc ding dén 1.200 mg emtricitabin c6 lién quan dén

cac phan img khong mong mudn dugc ligt ké & trén.

San xudt va phan phbi boi:
CONG TY CO PHAN DUQC PHAM AMPHARCO US.A /
Khu Cding Nghigp Nhon Trach 3, Xa Hiép Phucc, Huyén Nhon Trach, Tinh Dlag Naf
Picn thoai: 02513-566202  Fax: 02513-566203
A" AMPHARCO U.S.A

Ngay xem xét sica dbi, cdp mhit lai ndi dung hudng din si dung thube:
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ETRUONG PHONG
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