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@ Prescription drug

PLANOVIR : i}

Tenofovir disoproxil fumarate § :z?,. 22
300 mg =

@) Pymepharco /// Bt}

COMPOSITION - Each film-coated tablet contains
Tenofovir disoproxil fumarate 300 mg

INDICATIONS, CONTRA-INDICATIONS,
DOSAGE - Read the leaflet inside.

STORAGE - In a dry, cool place (below 30°C). Protect from light.
SPECIFICATION - In-house.

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USING
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PLANOVIR

Tenofovir disoproxil fumarat
300 mg

it Pymepharco Y/ / 4

PLANOVIR il ke gy
Tenofovir disoproxil fi

CHI BINH, CHONG CHI BINH, LIEU DUNG ‘
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Xem 1& huéng dén sir dyng.
BAO QUAN - Noi khs, mét (dusi 30°C). Trénh énh sang.

TIEU CHUAN - TCCS.
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Nhan vi

PLANOVIR |{ PLANOVIR
—— 300 Mg é 300 mg
Pymepharco Pymepharco

PLANOVIR || PLANOVIR
— 300 Mg ‘E 300 mg
Pymepharco K2 Pymepharca

PLANOVIR || PLANOVIR
e 300 Mg % 300 mg
Pymepharco 5 Pymephasco

PLANOVIR 8 PLANOVIR
—r. 300 mg é ' 300 mg

PLANOVIR 5 PLANOVIR
——— 300 MG % 300 mg
Pymepharca § Pymepharco
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HUGNG DAN SU DUNG THUOC

Thuéc bdn theo don. NEu c4n thém théng tin, xin héi y kién bdc sT.
Boc ky hudng ddn st dyng trude khi ding. DE xa tim tay cda tré em.

PLANOVIR

(Tenofovir disoproxil fumarat 300 mg)

THANH PHAN: M3i vién nén bao phim chifa

Tenofovir disoproxil fumarat 300 mg

T4 dugc: Lactose monohydrat, tinh bt ngd, croscarmellos natri, povidon, natri starch glycolat, magnesi stearat, talc, opadry
white, indigocarmin lake.

DUGC LYC HQC

Tenofovir disoproxil fumarat 1a mgt ch4t tuong ty acyclic nucleosid phosphonat diester clia adenosin monophosphat. Tenofovir
disoproxil fumarat thlly phdn gfc diester tao thanh tenofovir. Sau d6, tenofovir dugc cic enzyme cla t€ bdo bién ddi thanh
tenofovir diphosphat. Tenofovir diphosphat tic ché hoat tinh clia HIV-1 bing cdch canh tranh lién két tryc tiép v6i chat nén
ty nhién deoxyadenosin 5'-triphosphat, va sau d6, sét nh&p vao ADN ciia virus g4y két thic chudi ADN. Tenofovir diphosphat
ttc ché& polymerase ADN «, p va polymerase ADN mitochondrial y.

Tenofovir disoproxil fumarat can trd hoat tinh clia enzym HBV ADN polymerase, enzym c4n thiét cho virus HBV dé téi tao lai.
Tenofovir disoproxil fumarat c6 thé lam gidm s6 lugng virus viém gan B trong co thé biing cdch 1am gidm kh& ndng nhén
doi va gy hai t& bao gan méi clia virus.

DUGC BONG HOC

Hép thu: Tenofovir disoproxil fumarat 12 m6t dang diester tan trong nuéc clia tenofovir. Sinh khd dyng dudng udng khodng
25%. O ngudii nhiém HIV-1, sau khi uSng 1 liéu duy nh4t (300 mg), néng d6 dinh trong huyét tuong dat dugc trong khodng
1,0 + 0,4 gi&. N6ng d¢ t6i da trong huyét tuong (Crmax), dién tich du6i dudng cong (AUC) clia tenofovir I4n Iugt I 0,30 + 0,09
pg/mL va 2,29 £ 0,69 pg.hr/mL.

Thitc &n c6 dnh hudng dé&n C.y clia tenofovir khodng 1 gid.

Phén b6" In vitro, khd ning gin két gidia tenofovir va protein huyét thanh 13 7,2%.

Chuyén hda va thai tr: Sau khi uSng mot liéu 300 mg, nifa ddi thai trir clia tenofovir khodng 17 gid. Tenofovir dugc bai tiét
qua thdn nhd sy k&t hgp clia loc cdu thin va bai tiét chil dong qua 6ng than.

CHI DINH

Nhi&m HIV-1 & ngudi I6n trén 18 tudi: Phai ph6i hgp v6i céc thuSc khang retrovirus khac.

Dy phong cho cdc cdn bd y t& phdi ti€p xdc véi cdc bgnh phdm (mdu, dich co thé..) c6 nguy co Iy nhiém HIV: Phdi phéi
hgp v6i cc thudc khang retrovirus khac.

Viém gan B man tinh & ngudi I6n trén 18 tudi c6 chiic ning gan cdn bu, c6 chitng ci virus tich cyc nhan Ién, ting ALT kéo
dai, viém gan hoat dong va/hodc c6 m6 xd gan dugc chiing minh bing t§ chitc hoc.

LIEU DUNG VA CACH SU DYNG

Cach dung:

Vién nén tenofovir disoproxil fumarat dugc usng ngay mot Iin va c6 thé udng vao lic no hay lic déi.

Diing vién nén tenofovir don thudn thi khéng dugc dung céc loai vién két hgp cé chira tenofovir.

N&u dung ddng thdi tenofovir véi vién nang didanosin gidi phéng chim thi phdi udng cdc thudc vao lic déi hodc sau ba dn
nhe (khéng qué 400 kcal, khdng qud 20% mg); ngodi ra phai gidm liéu didanosin.




Thudc phdi dugc udng ding gid, cac I14n ung thudc cach déu nhau. N&u quén udng thi phdi udng ngay. Nhung néu da dén
g4n lic phdi udng thudc thi théi, khéng udng gbp 2 liéu mot lic hodc udng thém liéu.

Liéu lugng:

Liéu lugng tenofovir disoproxil fumarat dugc tinh theo tenofovir dinatri fumarat,

- Diéu trj nhiém HIV: Liéu tenofovir disoproxil fumarat dung cho ngudi I6n 12 300 mg, ngdy 1 I4n. Phdi dung k&t hop véi
céc thudc khang retrovirus khéc.

- Phong nhiém HIV cho ngudi I6n bj phoi nhiém vdi HIV-1: Phai dung tenofovir két hgp véi céc thuSc khang retrovirus
khdc. Phai dung that sém, trong vong vai gid sau khi bj phoi nhiém. Liéu tenofovir disoproxil fumarat 1a 300 mg/ngdy va
trong 4 tudn néu dugc dung nap tot.

Ghi chu: Xem cdc phdc d6 diéu trj nhi€m HIV. Chua c6 s6 liéu vé lidu, do an todn va hiéu qud clia thuc & tré em duti 18
tudi va & ngudi cao tudi trén 65 tudi.

- Viém gan B man tinh: Liéu khuyén cdo: USng tenofovir disoproxil fumarat vién 300 mg, ngdy uéng 1 vién. Thai gian
ngiing thudc t6i uu hién nay chua rd. C6 thé nging:

o} ngudi bénh c6 AgHBe (+), khdng xd gan: Diéu trj it nhdt 6 - 12 thang sau khi xac dinh c6 huyét thanh chuyén ddi HBe
(AgHBe (-), khéng phdt hién dugc ADN clia virus viém gan B va c6 khdng -HBe) hodc t6i khi c6 huyét thanh chuyén déi
HBs hogc khi thdy thubc mat tic dung. Ty I6 ALT huyét thanh vad ADN clia virus viém gan B phai dugc kiém tra diéu din
sau khi ngirng diéu trj dé phét hién b4t cif mgt t4i phat nao mudn.

¢ ngudi bénh co AgHBe (-), khdng xd gan: Diéu trj phai kéo dai cho t6i khi huy&t thanh chuyén ddi HBs hoic cho tdi khi
thdy thuc khéng con tac dyng. Trong trudng hgp diéu trj kéo dai trén 2 ndm nén dugc dénh gid lai déu dn dé xdc djnh
xem theo dudi diéu trj nhu vy c6 phi hgp v6i ngudi bénh khong.

N&u ngling tenofovir disoproxil fumarat & ngudi bénh bj viém gan B man tinh déng théi c6 nhim HIV, phai theo ddi ngudi
bénh chjt ché dé phét hién t4t cd nhitng d4u hiéu ndng I1&n clia viém gan. Diéu trj phdi do thdy thuSc ¢6 kinh nghiém. Nén
lam mot test phat hién khang thé khang HIV cho céc ngudi b&nh bj nhidm virus viém gan B trudc khi bt ddu diéu trj bing
tenofovir disoproxil fumarat.

Thudc chua dugc nghién cltu cho tré em du6i 18 tudi va ngudi cao tudi trén 65 tudi.

THAN TRONG

Bénh nhan suy thdn

Thén trong theo ddi chifc ning than, nhat 1 & nhiing bénh nhin c6 nguy co hoic cd tién sif rdi loan chic ning thén, dé
phat hién nhiing thay d6i creatinin va phosphat huyét thanh.

Bénh nhan déng nhiém HIV va virus viém gan B

B&nh nhdn nhiém virus HIV nén kiém tra vé tinh trang viém gan B trudc khi ti€n hanh trj liéu khdng retrovirus. Hiéu qud va
an toan clia tenofovir chua dugc chitng minh & bénh nhén déng nhiém HIV va virus viém gan B. Mot s§ bao cdo cho thdy
c6 sy trdm trong thém viém gan B. N&u c6 thé, nén bit ddu diéu trj viém gan B truéc khi dung tenofovir dé diéu trj nhiém
HIV.

Bénh nhén cao tudi

Tenofovir disoproxil fumarat chua dugc nghién cu & bénh nhdn trén 65 tudi. Tuy nhién, do b&nh nhan & Ida tudi nay c6
nhiéu khd ning suy gidm chifc ndng th4n nén cdn thin trong trong qué trinh diéu trj.

Nhiing thén trong khdc:

- Tré em < 18 tudi: Khong khuy&n céo sl dung cho bé&nh nhan dudi 18 tudi do d§ an todn va tinh hiéu qué cla thu6c trén
d6i tugng ndy chua dugc thiét I4p.

- Chi nén dung thudc trong thdi gian c6 thai khi thdt sy cdn thiét va sau khi cdn nhdc ky vé nhitng nguy co va Igi ich clia
thudc.

- Phai theo doi cdc bat thudng vé xuong, vi tenofovir c6 thé lam gidm mat do xuong, phi theo di xuong & ngudi c6 bénh
s0i bj gy xuong, hoic c6 nguy co lodng xuong (gidm khdi xuong).

PHY NU CO THAI VA CHO CON BU

Thdi ky mang thai: Khéng dung cho phy n mang thai.
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Thoi ky cho con bu: Chua rG tenofovir c6 vao sia khdng. Tuy nhién, ngudi me ding tenofovir dé diéu trj HIV khéng dugc
cho con bii dé phong ldy nhiém sang con.

TAC DONG CUA THUGC KHI LAI XE VA VAN HANH MAY MGC

Chua c6 nghién cltu vé tic dong cla thudc I&n khd ndng I4i xe va vn hanh may méc. Tuy nhién, bénh nhdn nén than
trong khi tham gia Iai xe hay vdn hanh mdy méc do chéng mdt, nhitc ddu da dugc bdo cdo trong qué trinh diéu trj bing
tenofovir disoproxil fumarat.

TUONG TAC THUGC

Tenofovir khéng dugc dung cung véi adefovir dipivoxil.

Tenofovir 1am gidm néng do atazanavir sulfat trong huyét tuong.

Tenofovir Iam tang ndng do didanosin trong huyét tuong. Néu dung déng thdi véi didanosin thi phdi udng tenofovir trugc khi
udng didanosin 2 gi& hodc sau khi usng didanosin 1 gid.

Tenofovir 1am gidm néng do lamivudin trong huyét tuong.

Indinavir dung déng thdi véi tenofovir: LAm ting ndng d¢ tenofovir va 1am gidm néng d¢ indinavir trong huyét tuong.
Tenofovir dung déng thdi véi lopinavir va ritonavir: Tang ndng d6 tenofovir trong huyét tuong, gidm ndng do lopinavir va
néng do dinh ritonavir trong huy&t tuong.

Tenofovir dung déng thdi véi thubc dugc thdi chi yéu qua than (aciclovir, cidofovir, ganclclowr valacyclovir, valganciclovir):
C6 thé 1am ting ndng do trong huyét thanh clia tenofovir hodc clia thudc kia do tranh chép mgng dao thai.

Céc thudc 1am gidm chic ning than c6 thé 1am ting néng do tenofovir trong huyét thanh _""
TAC DYNG KHONG MONG MUGN (ADR) f A
Thugng gap, ADR > 1/100 !
Toan than: Mai co, nhuc déu

Huyét hoc Gidm bach ciu trung tinh, gidm phosphat huyét
Héa sinh: Lam ting k&t qud xét nghiém ALT, AST, glucose niéu.

, TUQ.CUC TRUBNG
It g, 1/1 000 < ADR < 1/100 Mgl foinea i

Pau byng, gan bj nhifm dgc, than bj nhifm ddc (nh4t 1a khi dung liéu cao). /’/‘/ a // 7 gy
Hiém gdp, ADR < 1/1 000 o
Gan bj nhiém dgc, nhi€m toan lactic (dau bung, chdn an, Ta chdy, thd nhanh y&u, khd chiu toan than, dau co hodc chudt rit,
budn nén, buén ngd). Suy than c4p, protein nigu, hdi chitng Fanconi, hoai tlf 6ng than.

Viém tyy.

Théng béo cho thdy thudc tdc dung khéng mong mudn gap phai khi sl dung thudc.

QUA LIEU VA CACH XU TRi

Chua c6 bdo cdo ndo vé viéc ding tenofovir qud lidu & bénh nhan. § cdc d6i tugng khde manh d nhén tenofovir disoproxil
fumarat liéu 600 mg trong 28 ngay, khdng thdy c6 tai bién nao xay ra.

N&u c6 trudng hop dung thusc qud liéu, bénh nhin phéi dugc theo doi xem c6 bi€u hién ndo vé sy nhiém doc, va néu cdn
6 thé 4p dung céc bién phép diéu trj hé trg.

Sau khi dung tenofovir disoproxil fumarat 300mg liéu don, mdt cudc ths
tenofovir.

HAN DUNG: 36 thang ké tIf ngay san xuat. :
BAO QUAN: Noi kh6, mat (dui 30 °C). Tranh 4nh sang. ”
TIEU CHUAN: TCCS.

TRINH BAY: H6p 03 vi, vi 10 vién.
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