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Pharbacox

Zidovudin 300mg

il HOP 6 Vi X 10 VIEN
THUOC UONG NEN BAQ PHIM

Thanh phin: M5i vién chia: SDK/ Reg.No:
Didevudin 300mg
Té duge . ... vira Gl 1 vien, DE XA TAM TAY TRE EM
BOC K HUGNG DAN SIY DUNG TRUGC KHI DUNG
CHI BINH, CHONG CHI DINH,
CACH DUNG, LIEU DUNG,
CAC THONG TIN KHAC:
Xin doc hutng ddn st dung. PHARBACO
CTCP DUGC PHAM TRUNG UONG | - PHARBACO
Bio quiin: Noi kho, dudi 30°C Bia chit 160 Ton B Thing - Béng Ba - HA N&i
Tiéu chufn: TCCS S3n xult tai- Thanh Xudn - S&¢ Son - HA N&i
PRESCRIPTION DRUG GMP - WHO
TOXIC DRUG
Zidovudin 300mg

30X OF 6 BLISTERS OF 10

ORAL ROUTE FILM COATED TABLETS

Compositions: KEEP OUT OF REACH OF CHILDREN

Each film - coated tablet contains: READ INSERT LEAFLET CAREFULLY BEFORE USE
Ddowdiny oo 300mg

Exriplents .. 05 tablet

INDICATIONS, PHARBACO

CONTRA-INDICATIONS, PHARBACO CENTRAL PHARMACEUTICAL J5C N1
DOSAGE - ADMINISTRATION, Address 160 Ton Duc Thang - Dong Da - Ha Nei
MORE INFORMATION: Manifacturing at- Thanh Xuan - Soc Son - Ha Nol

Storage: At a dry place, below 30°C
Specification: Manufacturer's
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MAU NHAN Vi PHARBACOX - 10 VIEN NEN BAO PHIM

ARBACO CTCP DPTRUNG UONG T- PHARBACO CTCF DPTRUNG L.

Pharbacox @ Pharbacox al
Zidovudin 300mg raniaco  Zidovudin 300mg " mg:

CTCP DP TRUNG UTING | - PHARBACD CTCP DP TRUNG UONG | - PHARRACO

COX Pharbacox @ PharEr.

Img Zidovudin 300mg Zidowdig 3

PHARBACO CTCP DF TRUNG UONG | - PHARBALD CTCP DR TRUNG SUN
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Rx Thube nay chi ding theo don thube
HUONG DAN SUDUNG THUOC

1. Tén thuoc: PHARBACOX
2. Cace diu hiéu leu y va khuyén o khi ding thube:
THUOC BOQC
Dé xa tim lay cua tré em
Doc kj hudng din siv dung truée khi ding.
3. Thanh phan céng thirc thube:
Thanh phan dieoe chdt:

Avicel PH101, starch 1500, natri starch glycolat, povidon K30, talc, magnesi stearat, opadry 03
ALBITIWRHE. .o oviviviiistissnnssmmmsssssssesessrenesrasassssnsnssasssssusenssnenmsns e vd 1 vién.
4. Dang bao ché: Vién nén bao phim.

M0 ta san pham: Vién nén bao phim hinh tru det, mau tring dén tring nga, dudng kinh 10mm, hai
mat nhan hoi 15i, canh va thanh vién lanh lan.

5. Chi dinh:

- Nguoi I6n va tré em: Nhi@m HIV, phdi hop véi cic thuée khang retrovirus khéc (phac dé duoc
khuyén cao dung ba thube).

- Phy nir mang thai: Héa du phong cho nguoi mang thai, ¢6 huyét thanh duong tinh véi HIV
(udng thude tir tudn thai thir 14) dé du phong lay truyén HIV tir me sang con va dé du phong tién
phat nhiém HIV cho tré so sinh.

- Hoa du phong cho ngudi phoi nhidm véi HIV.,

- o+ - geA ) ,."

6. Cich dung va lidu ding; ' SO
Duing uong theo chi dinh cua bac sy. t I-"_';-‘_'- ¢
Cach dung: Ding dudng udng. Cé thé diing thude trude hodc sau bira #n. {2 Ct;f
: - | ’D-l L&

Liéu dung: \\ TRUP
. . \o Pl
Diéu tri nhiem HIV: \ ($F P
o M

Newoi lom: | vién (300mg) x 2 lan/ngay.

Thanh thiéu nién va tré tir 6 wan -12 wdi ¢6 can nang tir 30kg tré 1én: | vién (300mg) x 2
lan/ngay.

Vién nén bao phim Pharbacox khéng phi hop cho tré dudi 6 tuan tudi va tré tir 6 tudn -12 i ¢o
can ning dudi 30 kg.

Dur phong lay truyén HIV tiy me sang thai nhi:

Nguoi me: Khi mang thai, ubng 1 vién x 2 ldn/ngay, ubng hang ngay tir tudn thai thir 14 hoic
ngay khi phat hi¢n nhiém HIV sau tudn thai thir 14 cho dén khi chuyén da.

Dy phong sau phoi nhiém HIV do nghé nghiép (thiee su c6 nguy co ldy nhiém):
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Uéng 1 vién x 2 lan/ngay, phéi hop it nhat véi 2 thube khang retrovirus khéc.

Du phong sau phoi nhiém phai bt diu ngay sau khi phoi nhi€m néu c6 thé (cang sém cang tét,
tot nhat trong vong vai gio) va tiép tuc trong 4 tudn néu dung nap duge.

Dur phong sau phoi nhiém HIV khong do nghé nghiép (thue sw ¢o n guy co ldy nhiém):
Udng 1 vién x 2 ldn/ngay, phédi hop it nhat véi 2 thude khang retrovirus khc.

Du phong sau phoi nhi€m phai bit diu ngay sau khi phoi nhiém khong do nghé nghiép khi cé thé
(cang sém cang tot, tét nhét trong vong 72 gio) va tiép tuc trong 28 ngay.

Bénh nhdn suy thdn va suy gan:

Vi zidovudin ddo thai chi yéu qua thén sau chuyén hoa & gan, cin giam lidu khi bénh nhén bi suy
than ndng. Licu goi y 1a 300-400mg/ngay. Néu ngudi bénh & giai doan cuoi suy than, phai thim
phdn mau hoac mang bung, can dung dang bao ché vai ham lwrong thap hon.

D6i voi bénh nhan suy gan nhe va vira: Kinh nghiém 1am sang con chua du dé khuyén cdo lidu
dung: tuy nhién c6 thé can thiét phai giam lidu va thuomg xuyén giam sat nhidm doc huyét hoc.

Néu quén mdt lin ding thube: Néy quén udng mot liéu, hiy uéng ngay khi nhé ra. Tuy nhién
néu qua gan véi thoi diém udng thudc 1an ké tiép (it hon 2 gid), hdy bo qua va tiép tuc lich dung
thude binh thuong. Chi y: Khéng ubng gip doi lidu dé ba vao. q _

7. Chéng chi dinh
Tién sir man cam nang vai zidovudin de doa tinh mang (sdc phan v¢, héi ching Stevens
Johnson).

Réi loan huyét hoe nang (ty 1¢ hemoglobin < 7.5 g/dl nghia la 4,65 mmol/lit, hodc ty 1¢ bach ciu
da nhan trung tinh < 0.75 x10° /lit).

Tré so sinh bj tang bilirubin huyét thanh cin phai diéu trj ngoai anh sang ligu phap, hodc ¢6 ty I&
transaminase cao hon 5 lan gi6i han trén cia mie binh thuong.

8. Canh bdo va thin trong khi ding thube

Zidovudin thuomg gy doc tinh cho médu, bao gdbm giam bach ciu da nhan trung tinh va/hoic
thiéu mau nang, dic biét déi véi ngudi bénh HIV giai doan cudi. SO luong té bao méu va cac chi
sd thiéu méau (nhu hemoglobin, thé tich trung binh h6ug céu) phai duoc thye hién trude khi diéu
tri va sau do phai theo doi trong thi gian didu tri. Pbi véi ngudi nhiém HIV giai doan cudi, hoic
¢6 s6 lugng té bdo mau va céc chi sé thiéu méau thap ban déu, phai gidm sat thudng xuyén (it nhit
2 tuén | lan); gidm sét dinh ky (méi thang 1 l4n trong 3 thang ddu va sau dé, néu én dinh, céch 3
thang 1 1an) dugc khuyén cdo déi véi nhiing nguoi nhiém HIV khéng trigu chimg hogc ¢6 triéu
chimg sém. Néu ¢6 thiéu méau va/hoiic giam bach ciu trung tinh phai nglmg thudc va/hoic didu
chinh liéu néu cén.

Thén trong diing zidovudin cho nhig ngusi suy giam chic ning gan, than.

Than trong véi nguoi suy giam chire nang tiry xuong (nong do hemoglobin dudi 9,5 g/d! hodc sb
lugng bach cau hat dudi 1000/mm>.

Thén trong khi dung thuée cho ngudi co gan to, phu nit, béo phi vi cé thé xay ra nhiém acid lactic
va gan to nhiéu kém nhidu mé da c6 truong hop gdy tir vong. Néu bénh nhin ¢6 céc triéu chimg:
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khé tho, thé nhanh hogc ¢6 ndng do bicarbonat huyét thanh giam, phai ngimg thude cho dén khi
xac dinh rd nguyén nhan. Theo dai ndng do transaminase huyét thanh, néu tang nhanh va gan to
dan phai ngimg thuébe.

Phai theo doi 1dm sang chat ché nguoi bénh ding zidovudin ciing interferon alpha ¢ phéi hop
hodc khdng véi ribavirin dé phat hién nhiém doc, dac biét chic nang gan mat bu, giam bach cau
trung tinh va thidu mau.

Trong tham kham, thiy thuéc cin hoi bénh nhén ¢6 dau co, sut cin, véu co & gde chi khéng?.
Nong d¢ enzym co trong huyét thanh (nhu creatin kinase, LDH) c6 thé tang vai tudn trude khi ¢o
tri¢u chimg bénh co. Nong d¢ creatin huyét thanh duge khuyén céo cach 3 thang dinh luong |
lan cho ngudi bénh da dung zidovudin trong 6-12 thang hodc lau hon. Phu thude vao mirc do
ndng cia bicu hi¢n co xuong ma xem xét ngimg thude hay giam liéu. Néu sau khi giam lidu ma
bénh co van con, c6 thé diéu trj lai vi bénh co c6 thé do bénh HIV gay nén.

Bénh nhén khéng tv y ding zidovudin cling cde thude khac.

Than trong khi bit déu diéu tri bﬁng két hop nhiéu thude khang retrovirus cho ngudi nhiém HIV
ndng vi ¢6 thé xdy ra mot phan tng viém déi véi cae nhidm khuin co hoi khéng c6 biéu hién
hodc con s6t lai, c6 thé gdy ra cac biéu hién 1am sang niing (viém vdng mac do cytomegalovirus,
nhiém mycobacterium toan than hodc khu trd, viém phdi do Preumocystis jiroveci). Cac phan
ung nay thuong xay ra vao vai tuin diu hogc thang déu sau khi bét dau diéu tri két hop (Hoi
chimg phuc hoi mién dich).

9. Sir dung thude cho phuy nif ¢6 thai va cho con bi

Thoi ky mang thai: Do an toan cua viée dung zidovudin cho ngudi me va thai trong 3 thang dau
thai ky chua duoc xéc dinh. Tuy nhién, nguy co ldy truyén doc HIV tir me sang con cao t¢i mic
dugc coi 1a quan trong dé can diéu tri cho nguoi mang thai xét nghiém dwong tinh HIV.

Thoi ky cho con ba: Phu nir nhidém HIV khong nén cho con bu dé tranh lay truyén cho tré lac/
do ¢6 thé chua bi nhiém. n/
10. Anh hwing ciia thude 1én kha niing lii xe, vin hanh may mée 06
Chura ¢6 théng tin vé anh hudng cua thude dbi véi hoat dong l4i xe va van hanh may méc.

11. Twong tic, twong ky ciia thude

Khéng duge ding zidovudin cung ribavirin vi ribavirin ¢6 tic dung déi khdng véi tac dung cia
zidovudin v&i HIV; 1am ting nguy co gdy doc.

Trénh ding phéi hop: Tranh phéi hop zidovudin véi rifampicin hodc vdi stavudin.

Tang tic dung/ doc tinh: Nong do/tac dung ctia zidovudin ¢6 thé tang khi phdi hop véi: Acyclovir-
valacyclovir; doxorubicin; doxorubicin (dang liposom); fluconazol; ganciclovir-valganciclovir:
interferon; methadon; NSAID (tang nguy co doc tinh cho mau); probenecid: ribavirin; acid
vanproic,

Giam tic dung: Zidovudin cé thé lam giam téc dung cua stavudin. Néng do/tac dung cua
zidovudin ¢6 thé bi giam do phdi hop véi doxorubicin: doxorubicin dang liposom, cac thudc (rc
ché protease; cac din xuit cua rifamicin; tipranavir.

12. Téc dyng khéng mong muén

Céc tac dung khong mong muén néi chung giéng nhau & nguoi Ién va tré em. Cac ADR nang
nhat bao gdm thiéu mau (c6 thé phai truyén mau), giam bach cau trung tinh va giam bach cau.
Cac ADR nay thuéng do ding liéu cao (1200-1500 mg/ngay) va nguoi bénh & giai doan mudn
cua bénh (ddc biét suy tuy trude khi diéu tri), va dac biét khi nguei bénh c6 sb luong lymphocyt
CD4 dudéi 100/mm?.
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Thwong gap ADR > 1/100

Huyét hoc: Thiéu mau, giam bach cau trung tinh, giam bach ciu.

Hé than kinh: Nhirc ddu, chéng mit, khé chju.

Tiéu hoa: Buon nén, nén, ia chay va dau bung.

Gan mat: Tang céc transaminase trong méu va ting bilirubin-huyét.

Hé co xuong: Pau co.

It gap 1/100 > ADR > 1/1000:

Huyet hoc: Giam toan bd huyét cau kém giam san tiy xuong, giam tiéu cdu.

Hoé hép: Kho the.

Tiéu hoa: Pay bung.

Da : Phat ban , ngua.

Co xuong: Bénh co.

R&i loan toan than: $6t, mét moi va dau khép nguoi.

Hiém gap ADR <1/1000

Huyét hoe:Bat sén riéng hong cAu; thiéu mau bt san,

Réi loan chuyén héa va dinh dudng: Nhiém acid lactic khi khong thiéu oxy huyét, chan an.

Tam thin: Lo au, trdm cam.

Hé than kinh: Co gidt, giam st tri tué, mat ngu, di cam, ngu ga.

Tim mach:Bénh co tim.

Hé hap: Ho, dau nguc va hoi chung gia ciim, con rét run. J
Tiéu héa: Viém tuy, nhiém sic té & niém mac migng, thay déi vi gide, kho tiéu. L

Gan mat: Gan to kém nhidm ma. q

Da: N6i mé day, nhiém séc té & da, mong tay, ra md hoi.

Tiét niéu, sinh duc: P4i rét, chirng vii to & nam gidi.

Huwéng dén cich xir tri ADR

Cac ADR thura*ng xay ra khi dung zidovudin liéu cao va & ngudi benh giai doan mudn, déc biét
O nguoi ¢o so lugng fymphucyl CD4 dudi 100/mm3. S6 lugng huyet cau va chi s6 thiéu mau phm
duge thuc hién trude khi bt dau diéu tri va phai duoc theo doi sudt thoi glan diéu tri. Néu thay
thiéu méau va/hoiic giam bach Lau trung tinh, phai ngimg zidovudin hoic dxeu chinh liéu. Néu
thiéu mau nhiéu, ¢6 thé phai truyén méau. Phai ngirng zidovudin khi thiy nong dé transaminase
tang nhanh trong huyet thanh, gan to dan. Phai theo d&i tinh trang kho thd, thd nhanh khong do
thiéu oxy huyét dé phat hién nhiém acid lactic. Néu c6 nhiém acid lactic, phai ngimg y thube. Phai
theo d5i dau co dé phan biét bénh co do thudc hay do bénh HIV dé tiép tuc hay ngirng diing
thude.

13. Qui liéu va cich xir tri

Qué liéu cép & ngucrl Ion va tré em da dum, thong bao ¢ mirc lidu lén téi 50g.

Triéu chirng: Budn non, nén. Thay d6i vé méu thudng la nhit thei va khong nang MOt s nguoi
bénh ¢6 nhiing triéu chu'ng thin kinh trung wong khong dic hiéu nhu nhic diu, chong mat, ngu
lo mo, ngtt lim va 1 1an.

Xir tri: Rira da day trong vong 1 gi¢ hodc cho diing than hoat.

Diéu trj hd trg: Truyén mau, dung vitamin B12 gitp dy phong thiéu mau, c6 thé diéu trj co giat
bing diazepam hodc Iorazepam

fang thai trir: Diing nhiéu liéu than hoat c6 thé c6 hiéu qua. Thim tach mau c6 thé loai duoc cic
chit chuyén héa nhung khéng ¢6 hiéu qua voi zidovudin va khong phai 1a cach thudng ding.

14. Dic tinh dwge luc hoe
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Nhém duge ly: Thube diéu trj virus.

Ma ATC: JO5AF01

Zidovudin la mét thube nucleosid, ¢6 cAu tric tuong ty thymidin va sau khi duogc bién dodi lhanh
chét chuyén hoa cé hoat lmh s& ¢6 tac dung (rc ché in virro su sao chép cua retrovirus, bao gom
ca virus gay suy giam mién dich & nguoi (HIV).

Tiong té bao, zidovudin duge chuyén thanh zidovudin monophosphat boi thymidin kinase cua
té bao, ké tiép dugc phosphoryl héa thanh zidovudin diphosphat thong qua dTMP kinase té bao
(thymidilat kinase) va sau cung thanh zidovudin triphosphat nhér mét s6 enzym khac cua té bao.
Zidovudin triphosphat c6 cau tric twong ti nhu thymidin triphosphat, 1a co chét théng thudng
clia enzym phlen ma nguoce cua virus. Zidovudin triphosphat canh tranh vi thymldm
tnphobphat dé chiém ldy enzym phién ma nguoc va sap nhap vao DNA cua virus; tong hop
DNA két thiic sém vi nhom 3’-azido ctia zidovudin ngan can cac mdi lién két 5° vao 3
phosphodiester. Ngoai ra, zidovudin monophosphat (rc ché canh tranh dTMP kinase, lam giam
tao thanh thymidin triphosphat. Nhu vay, thudc cé thé lam giam nong, x d6 co chat tu nhién néi
trén cuia enzym phién ma nguoc va tao thudn loi cho zidovudin gin vao enzym nay.

Pho tac dung: Zidovudin ¢6 tac dung in vitro d6i véi HIV typ I (HIV-1), HIV typ 2 (HIV-2) va
HTLV-I1.

15. Pic tinh dwoc dong hoc

Hdp thu: Zidovudin hap thu t6t qua dudng tiéu hoa, sinh kha dung khoéng 65%

Phdn bé: Zidovudin phin bd rong trong co thé. Thé tich phan b khoéng 1,4-1,6 I/kg. Thude
phan bé trong dich ndo tiy véi ndng do bing 0,15-2,1 lin so voi néng do lhuoc trong huyét
tuong. Thude qua duoc hang rao nhau thai, va dugc tim thiy trong nuée 6i, sita me va trong
tinh dich.

Thube it lién két véi protein huyét tuong (dudi 38%).

Chuyén héa: Thude duoc chuyén héa nhanh & gan thanh dén xuét glucuronid khong cé hoat
tinh.

Thai trie: Zidovudin duge dao thai vao nudc tiéu dudi dang thude nguyén dang va chat chuyén
hoa. Nura doi zidovudin trong huyét twong & nguai 16n trung binh khoang 0,5-3 gi¢ sau khi
ubng.

Phu niv mang thai: (Bb
Duogc dong hoc cua zidovudine ciing tuong ty nhu ngudi 16n khong c6 thai.

Zidovudin va chét chuyén héa glucuronid qua nhau thai va dugc phén b vao mau cudng ron,
nudi Hi, u::un}= nhu vao gan, co va md hé than kinh trung wong cua bao thai. Nong dé cia thude va
cht chuyén hoa & mau cudng nhau, huyét tuong bdo thai, nudce i va mé co bao thai tuong tu
hodic vurgt qua nong d¢ trong huyét tuong clia ngudi me; chi c6 mot nong do thude rat thap dugc
phan bé vao mé hé than kinh trung uong.

Nguoi cao tubi:

Khéng cd dir liéu cy the vé duge dong hoc cia zidovudine & ngudi cao tudi.

Suy thin:

O nhimg nguoi suy than, nong do zidovudin trong huyét twong cé thé tang va ntra doi kéo dai.

Suy gan:
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O ngudi nhiém HIV c6 hodc khong c6 bénh gan, uéng mét lidu don 250mg zidovudin, nong do
dinh zidovudin trong huyét tuong da dat dugc trong vong mat gidr & ca hai nhém nhung trung
binh 8,3 microgam/ml & nhém c6 bénh gan so vai 1,5 microgam/ml & nhém khong bj bénh gan;
ntra doi huyét tuong 1a 1,8 gier & nhém ¢6 bénh gan so véi 0.5 git & nhém khéng ¢o bénh gan.
16. Quy cich déng goi: _
HOp 06 vi, vi 10 vién nén bao phim; kém theo t& huéng din sir dung thudc. '
17. Diéu ki¢n bio quén, han ding, tiéu chuin chit luwgng cia thube: W
Béo quén: Noi khé, dudi 30°C,
Han diing: 36 thang ké tir ngay san xudt.
Tiéu chuiin chit lwgng: TCCS
18. Tén, dia chi cita co s&' sian xuit thue:
CONG TY CO PHAN DUQC PHAM TRUNG UONG I - PHARBACO
160 Tén Dirc Thing - Pong Pa — Ha Nji
DT: 024 - 38454561; Fax: 024 - 38237460
Sin xuit tai: Thanh Xuéin — Séc Son — Ha Noi 2
75100100,
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