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Box of 1 bottle x 30 tablets

TAVIN-EM

. Composition:

Each film coated tablet contains:
Tenofovir Disoproxil fumarate....300 mg
Emtricitabine..............................200 mg
Excipients..........cccovvcnnincorennn 8
Dosage: As directed by the Physician.
Indications, contraindications,
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Rx Thudc ban theo don
Hop 1 chai x 30 vién

TAVIN-EM

Thanh phén

Méi vién nén bao phim chira:

Tenofovir Disoproxil fumarat....300 mg
Emtriitabin..........................200 mg
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administration & other informations: thén trong & cac thong :“ khac:
Tenofovir & Emtricitabine Tablets  Refer to enclosed package insert Vién nén bao phim Tenofovir & Emtricitabin VUi 1919 Xem 10 hudng dan sir dung
Storage: store below 30°C. Bao quén: dudi 30°C
specmcaﬁon In-house Tiéu Chﬂéﬂ: Nha san xuét
P CANH BAO:
WARN F'::EI‘GEIE;RwEﬂ FROM THE TRANH_XA TAM TAY TRI':: EM.
GE INSEi?T CAREFULLY i HU’GI!G ARG
TRUOC KHI DUNG.
USING Manufactured in India by/
% San xuét tai An D6 boi: E"
h No./ S6 16 SX Emcure g
! NON VARMISHED AREA PHARMACEUTICALS LTD.
Miggetal NEX b 347501575 mm Lane No:3, Phase I, SIDCO, Industrial
Exp. dal ; Complex, Bari-Brahmana, Jammu (J&K), India.
I
> aly 2% 13417
DNNK:
Emcure”® Emcure”®
\;[shi? ' ‘ Mfg. date/ NSX: dd/mm/yyyy ’
Exp. date/ HD: dd/mm/yyyy
Product Tavin-EM New / Revised A/W New AW FDA Lic. Availability | Avail.
Dosage form Tablet Reason for change N.A. Proof 1 09.08.2013
Therapeutic Category | ARV Colour Sch Pantone Corrections of Proof 1
Item Vietnam Export Carton AW Pantone Shades 186 C & Black Proof 2
Dimension L. 47 xW. 47 x H. 87 mm Total No. of Colours 2 Corrections of Proof 2
Substrate ITC, FBB Special Effect (if any) NA Proof 3
Specification UV Varmished, 300 GSM Item Code - Corrections of Proof 3
Printing Area FIF Marketing Division Emcure Export Final
Item Style Lock Bottom Design / Colour Approved on | At the time of launching | A/W Checked by PMD Cell
A/W Proportion Same Size Vendor AW Verified bl..~ a—— uction / QC
Product Status Emcure Own Jammu Unit Country Vietnam Export AW APP%L_ Wnit ﬁ
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30 Tablets
Rx
Composition:
Each film coated tablet contains Mfg. Lie. No..
Tenafovir Disopraxil fumarate. . 300 mg uWN-E Batch No..
Emiicitabine 200mg Tenofovir & Emlricitabine Tablets  mrg. date: i NG A
Excipients.... .8 Exp. date: 2625 17 mm
Dosage: As drected by the Physican Reg. No:
siore below 30'C
- Manufactured by:
WARNING:KEEP AWAY FROM THE Emcure ’E
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Dosage form Tablet son for change N.A, Proof 1 09.08.2013
Therapeutic Category | ARV ——Colour Scheme Pantone Corrections of Proof 1

Item Vietnam Export Label AW Pantone Shades 186 C & Black Proof 2

Dimension L. 102 x H. 44 mm | No. of Colours 2 Corrections of Proof 2

Substrate Chromoart Sticker Label Special Effect (if any) N.A. Proof 3

Specification UV vamished, 75 GSM Item Code eiriid Corrections of Proof 3

Printing Area FIF Marketing Division Emcure Export Final

Item Style Continuous roll form sticker label Design / Colour Approved on | At the time of launching | A/W Checked by PMD Cell
A/W Proportion Same Size Vendor A/W Verified by Production / QC
Product Status Emcure Own Jammu Unit Country Vietnam Export A/W Approved by Unit Head
Remark (If any) : New Product for Vietnam Export




Rx Thubc bsn theo don ‘
Thuoe chi duge sir dung boi bac sy ¢6 chimg chi hanh nghé hoic trong bénh vién va phong thi
nghiém.

TAVIN - EM
Vién nén bao phim tenofovir & emtricitabin
THANH PHAN
M3i vién nén bao phim chua:
Tenofovir disoproxil fumarat......................... 300 mg
Emtricitabin ............... sissnmssrin. 200 Mg

Téa dugc: Croscarmellose natri, Pregelatinized starch, Lactose monohydrate, Cellulose vi tinh thé
[PH 101], Cellulose vi tinh thé [PH102], Povidon [PVP K-30], Magnesi Stearat, Opadry white
AMB 80W68912

MO TA

TAVIN - EM la dang két hop liéu c6 dinh chira emtricitabin 1a chét tic ché enzym sao chép nguoc
c6 cau triic trong tu nucleosid, va tenofovir ¢6 ciu tric acyclic nucleosid phosphonat (nucleotid).
Emtricitabin ~ la  4-amino-5-fluoro-1-[(2R,5S)-2-(hydroxymethyl)-1 ,3-oxathiolan-5-yl]-2-(1H)-
pyrimidon. Emtricitabin la ddng phan quay tréi cua chit c6 cdu tric tuong tu cytidin ¢6 chira luu
huynh. Emtricitabin khac véi céc chat c6 cau tric tuong tu cytidin khac & chd né c6 chira fluor & vi
tri s6 5. Emtricitabin cé céng thirc phéan tir 1a CgH,0FN30;S va phan tir luong 1a 247,24, Tenofovir
disoproxil fumarat la muo6i cia bis (isopropyloxy-carbonyloxymethyl) este cua (R)-9-(2-
phosphonomethoxy-propyl) adenin v6i acid fumaric. Tenofovir disoproxil fumarat cé cong thirc
phé‘m tirla Ci9H30N50,oP.C4H4O4 va phé‘m tir ]UQIlg 1a 635,52.

DUQC LY LAM SANG

Co ché tac djng '
Emtricitabin, chit tong hop tuong ty nucleosid clia cytosin, duge phosphoryl héa boi enzym té bao
thanh emtricitabin 5’-triphosphat. Emtricitabin 5’-triphosphat (rc ché hoat tinh cta enzym sao chép *
nguoc HIV-1 bang cach canh tranh véi chit nén tu nhién deoxycytidin 5’-triphosphat va gin vao
ADN méi sinh cua virus dan dén két thic chudi.

Tenofovir disoproxil fumarat c6 ciu tric acyclic nucleosid phos at deste tuong tu adenosin
monophosphat. Tenofovir disoproxil fumarat cin phai trai qua st y/phéan dieste ban dau dé

chuyén thanh tenofovir va tiép theo la phosphoryl héa nh& céc enzym trong té bao tao thanh
tenofovir diphosphat. Tenofovir diphosphat trc ché hoat tinh cua enzym sao chép ngugc HIV-1
bang céch canh tranh véi chét nén ty nhién deoxyadenosin 5°- triphosphat va két thic chudi ADN
sau khi gén két vao ADN.

Dwge dong hoc

Emtricitabin dugc hip thu nhanh va nhiéu sau khi udng, ndng do dinh trong huyét tuong (Cpmx) dat
dugc sau 1 hodc 2 gid. Sinh kha dung tuyét doi trung binh ctia emtricitabin 12 93% sau khi udng
nhiéu liéu thude. Dudi 4% emtricitabin gin két véi protein huyét twong. Emtricitabin khong tc ché
céc enzym CYP450. Bién déi sinh hoc xay ra thong qua glucuronid hoa va oxy héa. Sau khi uéng
emtricitabin dénh ddu 'C, 86% luong thubc dugc tim thdy trong nude tiéu va 14% trong phan.
Thoi gian ban thai trong huyét tuong ctia emtricitabin khoang 10 gio. D§ thanh thai & than cla
thudc 1én hon do thanh thai u6c tinh ctia creatinin, cho théy thai trir do ca hai qua trinh loc cau than
va bai tiét chi dong & éng than.




Tenofovir: sinh kha dung dudng udng cua tenofovir disoproxil fumarat & nhimg bénh nhan lac doi
la khoang 25%. Dung tenofovir disoproxil fumarat véi bira an giau chit béo lam ting sinh kha dung
dudmg udng, dién tich dudi dudng cong nong dd tenofovir trong huyét twong theo thoi gian (AUC)
tang khoang 40% va nong do dinh trong huyet tuong (Cipay) ting khoang 14%. Thurc &n lam kéo dai
thoi gian tenofovir dat Cpay thém khoang 1 gid. O bénh nhan bi nhiém HIV trong trang thai nhin
d6i, sau khi udng lidu duy nhét 300 mg tenofovir disoproxil fumarat, Cpay dat dugc trong khoang 1
gi0. Dugc dong hoc cua tenofovir ty 1¢ thudn véi lidu ding trén mot khoang liéu rong va khong bi
anh hudng bai lidu 1ap lai. Su gin két cua tenofovir véi protein huyét tuong la thip hon 0,7% va véi
protein huyét thanh la thap hon 7,2%. Sau khi uong nhiéu liéu tenofovir disoproxil fumarat & b¢nh
nhin ¢6 an udng, khoang 32% liéu dung thuéc duoc tim thdy trong nuée tiéu trong 24 gio.
Tenofovir dugc thai trir chi yéu qua than bang ca hai qué trinh loc qua cau than va bai tiét chi dong
& dng than.

CHI PINH
Ph01 hop véi céc thude khang retrovirus khéc (nhu thudc trc ché enzym sao chép nguoc khong co
cau triic nucleosid hodc thudc trc ché protease) dé diéu tri nhiém HIV-1 & ngudi 16m.

LIEU LUQNG VA CACH DUNG

Uong 1 vién thudc mdi ngay sau bita an

Neu mét lidu Tavin-EM bj bd quén trong vong 12 gid, nén ding Tavin-EM cang sém cang tét va
t1ep tuc lich trinh ding thude binh thuong.

Néu mot liéu cua Tavin-EM bi bo qua hon 12 gio va gan nhu 14 thoi gian cho lidu tlep theo, ban c6
thé bo qua liéu di quén va tiép tuc lich trinh ding thudc cta ban. Khéng dung liéu gip doi dé bu
cho lidu b 13.

Néu nén mua xay ra trong vong 1 gio sau khi dung thuc Tavin-EM, nén dung mot vién thude
khéc. Néu non xay ra hon 1 gidr sau khi dung thube Tavin-EM, khong nén dung liéu thir hai.
Truomg hop suy thin:

O céc bénh nhan suy than trung binh dén niang, mac do tac dong cuia emtricitabin hoiic tenofovir
disoproxil fumarat ting lén dang ké. Bénh nhan c6 do thanh thai creatinin giam (30 49 ml/phut) nén
diing thudc méi 48 gio. Khuyén cio khong ding thudc niy cho bénh nhan suy giam chirc nang than
¢6 do thanh thai creatinin dudi 30 ml/phit hogc bénh nhan phai chay than nhén tao.

CHONG CHI PINH
Chéng chi dinh bénh nhén c6 tién sir qué min v6i bét ky thanh phﬁl\J a thude.

TAC DUNG KHONG MONG MUON

Tac dung khong mong mudn dugc cho 1a it nhit cé lién quan dén diéu trj boi tenofovir disoproxil
fumarat va emtricitabin tir nghién clru 1am sang va sau khi tiep thi kinh nghi¢m & bénh nhan nhiém
HIV-1 Tan suit dugc dinh nghia 14 rat phé bién (> 1/10), phd bién (> 1/ 100 dén < 1/10), khéng phd
bién (= 1/1.000 dén < 1/100).

Rat phd bién:

giam photphat huyét, dau dau, chéng mat, tiéu chay, nén mira, budn nén, phat ban, ting creatine
kinase va suy nhugc

Phé bién



Giam tiéu cdu, di Gng, ting dudng huyét, ting tn&,lycend huyét, mét ngl, nhimg glac mo bt
thudng, ting men transaminase, ting amylase bao gom ting amylase tuy, ting lipase huyét thanh,
noén mura, dau bung, kho tiéu, ting aspartate aminotransferase huyét thanh (AST) v&/ hoic tang
alanine aminotransferase huyét thanh (ALT), tang bilirubin mau, phat ban do viém da niém mac,
_ phat ban mun mu, ban do, phét ban, ngira, n6i may day, d6i mau da (tang sic t) va dau
~ Khéng phd bién:

Ha kali huyét, ha kali do thiéu mau, globin co niéu kich phét, suy co, tang creatinin, protein niéu,
viém éng lugn gan bao gdm ph mach va hoi chimg Fanconi

CANH BAO VA THAN TRONG KHI SU DUNG

Su t&i phan bd/ tich ty m& trong co thé, bao gdm su béo ph1 phan than va ph1 dai mit trudec-sau co
(gu trdu), teo mé m& & ngoai vi va mat, phi dai tuyen vii va céc biéu hién gidng hoi chimg Cushing
da duoc béo céo & cac bénh nhan ding cac thudc khang retrovirus. Vién chua 1 co ché va hau qua
lau dai cua cdc phan (g nay. Da c6 céc bdo céo ve céc trudng ho‘p nhiém acid lactic va gan to
nhiém m& nghiém trong, ké ca céc truong hop tir vong khi sir dung cac thude ¢6 céu tric tuong tu
nucleosid mot minh hay két hop, bao gom ca emtricitabin va tenofovir. Hoi chimg phyc hdi mién
dich da dugc bao cdo & nhimg bénh nhin dugc diédu trj két hop céc thude khang retrovirus. Khéng
nén dung thudc nay nhu mot thanh phén trong phac d6 3 thudc nucleosid.

Emtricitabin va tenofovir chu yéu duoc thai trir qua than bang ca hai qud trinh loc cdu than va bai
tiét chu dong & dng than. Mirc do téc dong cua emtricitabin va tenofovir ¢6 thé tang rd rét & bénh
nhén suy than trung binh dén ning. Do d6 nén hiéu chinh khoang céch lidu & bénh nhan ¢6 do thanh
thai creatinin tir 30 dén 49 ml/phut. Tinh an toan va hi¢u qua cta emtricitabin va tenofovir & bénh
nhan suy than chua duge chimg minh. Khi diéu tri vOi emtricitabin va tenofovir véi khoang cach
liéu kéo dai & céc bénh nhan da bi suy thén tir trude, can theo ddi chit ché cac ddu hiéu cia dc tinh
(nhu suy giam chic nang than) va nhimg thay ddi trong tai lugng virus. Khong nén dung
emtricitabin va tenofovir cho bénh nhan ¢6 d¢ thanh thai creatinin < 30 ml/phat hodc bénh nhan
phai chay than nhén tao.

Vi khi sir dung TAVIN — EM s& khé hi¢u chinh liéu cho emtricitabin va tenofovir disoproxil
fumarat nén khong khuyén céo dung thudc nay cho bénh nhan bi suy than trung binh dén nang (do
thanh thai creatinin < 30 ml/phut). Da c6 céc bdo céo lam sang vé viéc xdy ra cc bién ¢o than,
trong d6 6 thé bao gdm giam phosphat mau, khi st dung tenofovir disoproxil fumarat. Cén theo
ddi chat ché chirc nang thén (creatinin huyét thanh va phosphat huyét thanh) truée khi dung thude
ndy, mdi 4 tuin trong nim dau tién, va sau do6 m01 ba thang. Xem xét theo ddi chirc nang thin
thuong xuyén hon ¢ nhimg bénh nhén c6 tién st roi loan chire nang than hodc & bénh nhén c6 nguy
co bi ri loan chirc nang than. Tranh ding thude nay dong thoi hog gan v@i mot thude géy doc cho
thdn. Khong ding thude nay cho bénh nhan HIV-1 c¢6 dot bié R/da timg duge diéu tri véi
thudc khang retrovirus. Trong mét nghién clru lam sang 144 tua ém sodt, so sanh tenofovir
disoproxil fumarat véi stavudin, c6 két hop véi lamivudin va efawrenz ¢ bénh nhan chua timg dugc
diéu tri voi thude khang retrovirus, giam mat o xuong hong va cjt song da dugc quan sat thay & ca
hai nhém diéu tri. Giam mat do xuong cdt sdng va nhimg thay doi trong déu 4n sinh hoc Xuong so
voi mie co s& & nhém diéu tri véi tenofovir fumarat desoproxil 1a 1én hon déng ké sau 144 tuan.
Giam mét do xuong hong trong nhém nay 1a 16n hon déng ké cho dén 96 tuén. Tuy nhién, khong
thdy su gia tang nguy co gdy xuong hodc bang chimg cho thdy nhimg bat thudng cua xuong vé mat
lam sang trong 144 tuan Can tu van cho bénh nhan néu c6 nghi ngd vé céc bét thudng & xuong.
Bénh nhan nhiém dong thoi HIV va viém gan B hoiic C: Bénh nhan bj viém gan B hoidc C man
tinh dugc diéu tri bing thudc khang retrovirus ¢6 nguy co cao xay ra cac phan (mg khong mong
mudn nghiém trong o gan va c6 kha néng gy tir vong. Céc bac sy nén tham khao huorng dan diéu
tri HIV hién hanh de diéu trj toi wu cho cac bénh nhan nhidm HIV dong thoi voi virus viém gan B
(HBV). Céac dot cap cua viém gan dd duoc bdo céo & nhimg bénh nhan nay sau khi ngimg
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emtricitabin hodc tenofovir disoproxil fumarat. Khong nén ding thudc nay dé diéu tri nhiém HBV
man tinh, tinh an toan va hiu qua cta thudc nay cho bénh nhan nhiém dong thoi HBV and HIV-1
chua dugc chimg minh.

Bénh gan: Tinh an toan va hi¢u qua cta emtricitabin va tenofovir disoproxil fumarat & bénh nhan
6 bénh gan tiém 4n nghiém trong chua duge chimg minh. Do sy chuyén héa & gan la nho va thudc

N dugc thai trir ¢ than, nén vige diéu chinh liéu & nhimg bénh nhan bi suy gan c6 thé khong cén thiét.

Bénh nhén di bi réi loan chie nang gan tir trude (bao gom viém gan tién trién man tinh) thudng cé
céc bat thudng chire nang gan trong qua trinh dleu tri phm hop céc thudc khang retrovirus va nén
dugc theo déi. Néu c6 bing chimg ve bénh gan tién trién x4u hon & nhimg bénh nhan nay, can nhic
ngung tam thoi hode ngung han diéu trj.

Nhiém acid lactic: nhiém acid lactic, thuong di kém véi gan nhiém md, di dugc bdo cdo véi cac
thuoc ¢6 cau tric tuong tu nucleosid. Triéu chimg ban dau (tridu chirmg tang acid lactic mau) bao
gdm céc triéu chimg tiéu héa nhe (budn nén, ndn va dau bung), kho chiu khong dic hi¢u, chén an,
sut cén, céc triéu chimg ho hip (thd nhanh va/ hodc sdu) hogc céc trigu chung thin kinh trong viém
tuy, suy gan hodc suy than. Nhiém acid lactic thu'cmg Xxdy ra sau mot vai thang diéu tri. Nén ngung
dicu tri véi cac thude tuong tur nucleosid khi ¢6 céc trigu chimg ting acid lactic mau va nhiém acid
chuyén héa/ nhiém acid lactic, gan to tién trién, hodc tang nhanh chéng ndng do aminotransferase.

TRUONG HQP PHU NU' CO THAI
Phan loai thude ding trong thai ky: Nhom B
Khuyén céo chi sir dung thudc trong qua trinh mang thai néu nhu that sy cn thiét.

TRUONG HQP PHU NU CHO CON BU

Phu nit nhiém HIV dugc khuyen cao khong cho con bu dé tranh nguy co lay truyén HIV cho tré sau
khi sinh. Cac nghién ctru & chut da chimg minh ring tenofovir dugc bai tiét qua sira me. Chua ¢6
ket luan vé liéu tenofovir va emtricitabin c6 dugc bai tiét qua sira me & nguoi hay khong. Ngudi me
cén dugc hudng dan khong nén cho con bu néu dang sir dung thudc nay do ca hai nguy co lay
truyén HIV va xay ra phan tmg c6 hai nghiém trong & tré so sinh.

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC

Chua c6 nghién ciru vé tac dong cla thude khi 1ai xe va van hanh mdy méc. Tuy nhién do mét s6
tac dung khéng mong muén nhu dau déu, chéng mit nén can than trong khi 14i xe va van hanh may
moc.

TUONG TAC THUOC
Sir dung két hop emtricitabin véi tenofovir disoproxil fum DF), zidovudin, indinavir,
famciclovir va stavudin da dugc nghién ciru danh gia & ngudi tinh khoe manh. Nong do day
trong huyét tchmg cua emtricitabin ting 20% khi dugc sir dung donpthdi véi tenofovir disoproxil
fumarat. Khi sir dung dong thoi emtricitabin va zidovudin, dién tich dudi dudng cong (AUC) va
ndng d dinh (Cpay) cia zidovudin tang tlrcmg ung la 13% va 17%. Emtricitabin dugc thai trir qua
thén bang ca hai qua trinh loc cdu than va bai tiét cha dong & dng than, do d6 su canh tranh thai trir
c6 thé xay ra voi céc chit khac cung dugc thai trir qua than. Khi dugc sir dung dong thoi véi
tenofovir disoproxil fumarat, dién tich dudi duong cong (AUC) va nong d dinh (Cmax) clia
didanosin dang vién bao phim tan trong rudt va c6 phdi hop dém ting lén dang ké. Su ting nong do
didanosin véi mirc d9 nay c6 thé 1am ting nguy co Xay ra cac phan (mg khéng mong muon cia
didanosin bao gém viém tuy va bénh 1y than kinh. Cén thén trong khi sir dung dong thoi tenofovir
dlsoproxll fumarat va didanosin, bénh nhan sir dung két hop nay phai dugc theo ddi chit ché cac
phan (mg khéng mong muén lién quan dén didanosin. Khuyén céo ngung sur dung didanosin khi
bénh nhén gip phai cac phan tmg khong mong mudn lién quan dén didanosin. Atazanavir va
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lopinavir/ ritonavir da dugc béo céo lam ting ndng do cua tenofovir. Bénh nhan sir dung dong thoi
atazanavir hodc lopmavm’ ritonavir va tenofovir disoproxil fumarat phai dugc theo déi cac phan
ing khéng mong muon cta tenofovir. Khuyén céo ngung st dung tenofovir disoproxil fumarat khi
bénh nhén gip phai céc phan img khéng mong muon cua tenofovir. Tenofovir disoproxil fumarat
lam giam dién tich duéi duong cong (AUC) va nong dd day (Cpin) cua atazanavir. Khi sir dung
dong thoi véi tenofovir disoproxil fumarat, khuyén céo nén str dung atazanavir 300 mg két hop voi
ritonavir 100 mg. Khong nén sir dung dong thoi atazanavir va tenofovir disoproxil fumarat néu
khong c6 su két hop voi ritonavir. Atazanavir khong két hop véi ritonavir cling dugc khuyén cdo
khong nén sir dung dong thoi véi TAVIN - EM. Sir dung dong thoi véi cac thude duoc thai trir qua
bai tiét chu dong qua Ong than, nhu cidofovir, acyclovir, valacyclovir, gancnclowr va
valganciclovir ¢6 kha ning lam ting nong do trong huyét thanh cua ca tenofovir va céc thude dugc
két hop do xay ra su canh tranh thai trir.

QUA LIEU

Trudng hop xay ra qua lidu, bénh nhan phai dugc theo ddi cic dau hiéu ngd doc va thyuc hién cac
diéu tr hd tro can thiét.

Emtricitabin: kinh nghiém lam sang con han ché, hién chi ¢6 & lidu cao hon lidu didu tri
emtricitabin. Trong mot nghlen ctru dugce ly 1am sang, lleu don emtricitabin 1200 mg dugc sur dung
cho 11 bénh nhén. Khéng c6 tac dung khong mong mudn nio dugc béo céo. Trong vong 1,5 gio s
khi sir dung emtricitabin, thdm tich méu trong thoi gian 3 gio loai trir dugc khoang 30% lié
emtricitabin (téc do dong cua mau la 400 mlfphut va toe do dong cua dich thim tich 12 6
ml/phit). Chua c6 két luan liéu emtricitabin ¢6 thé dugc loai bo bang thdm phéan phic mac y
khong. 2\
Tenofovir disoproxil fumarat: kinh nghiém 1am sang con han ché, hién chi ¢é & lidu cao hon lidu \ 5\
diéu tri 300 mg tenofovir disoproxil fumarat. Trong mdt nghién clru, lidu 600 mg tenofovir J )
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-
/

disoproxil fumarat dugc sir dung du'omg uéng & 8 bénh nhan trong 28 ngly, va khong co tac dung
khéng mong mudn nao dugc béo céo. Tac dung cua nhung cao Hon 600 mg chua duoc xéc
dinh. Tenofovir dugc loai bo hi¢u qua bing thim tach méu W hé4d tach khoan;, 54%. Sau khi
dung liéu don 300 mg tenofovir disoproxil fumarat, thim tich mau trong 4 gid loai bo dugce khoang
10% liéu tenofovir da dung.

PIEU KIEN BAO QUAN: bao quan & nhiét do khong qué 30°C.
HAN DUNG: 24 thang ké tir ngay san xudt

TRINH BAY: Hop 1 chai x 30 vién

TIEU CHUAN: Nha sin xuat

San xuét boi:

EMCURE PHARMACEUTICALS LTD.

Dia chi : Lane No: 3. Phase II, SIDCO Industrial Complex, Bari — Brahmana, Jammu (J&K), An
bj.

Thuée nay chi diing theo don bdc sy

Tranh xa tam tay cua tre

Doc ky hudng dan sir dung truce khi ding

Néu can thém bdt cir rhong tin nao xin hay hoi y kzen cua bac sy
Thong bdo cho bac sy cac tac dung khéng mong muon gép phai khi sir dun; dumﬁ

TUQ.CUC TRUUNG
P.TRUONG PHONG

Fham Ghi Vin Hank



