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HUONG DAN SU DUNG THUOC

1. Tén thuéc: WEGLOSS-120

2. Ciac dau hi€¢u lru y va khuyén cao khi dung thudc:

“Dé xa tam tay tré em”

“Poc ki hudng dan stt dung trirde khi ding”

3. Thanh phf‘in cong thirc thude: Moi vién nang cirng chtra:
Thanh phan diroe chat: Orlistat (dudi dang orlistat pellet 50%)

Thanh phan té diege: Ta duge trong pellet (Lactose monohydrate, Mlcrocrystalhne
Cellulose (PH 101), Cross Carmellose Sodium, Sodium stearate, Sodium lauryl sulphate
(SLS,) Poly Vinyl Pyrrolidone PVPK-30, Polyethylen Glycol 6000); vo nang cing so 1
xanh-xanh (Titanium dioxide, Quinoline Yellow, FD&C Blue No.1, Iron Oxide Yellow,
gelatin).

4. Dang bao ché: Vién nang cirng.

Mb ta dang bao ché: Vién nang cirng sb l,mz‘u! xanh-xanh, nang lanh lan, khong mop méo,
bén trong chira cac hat pellet mau trang dén trang nga.

S. Chi dinh:

Orlistat dwoc chi dinh dé hé tro quan Iy béo phi, bao gdbm gidm can va duy tri can nang khi
st dung ket hop vai che do an giam nhe calo. Orlistat cling dwgc chi dinh de giam nguy co
tai tang can sau khi da giam can trudge do. Orlistat dugce chi dinh cho nhitng bénh nhan béo
phi ¢6 chi s6 khéi co thé (BMI) ban dau > 30 kg/m? hodc > 27 kg/m? c6 kém theo cac yéu
t6 nguy co khac (nhw ting huyét ap, tiéu duong, réi loan lipid mau).

6. Cach dung, licu dung:

6.1. Cdach diing:

Thude dung dudng udng. Thuéc'nén udng trong bira an hs)éc cho dén 1 gio sau bita an. Néu
bira an bi nh& hoac khong co6 chat béo thi co the khong can dung orlistat.

6.2. Liéu ditng:

Liéu khuyén cdo cta orlistat 1a mot vién nang 120mg x 3 lan/ngay.

Do orlistat da dugc chirng minh 14 lam giam hap thu mét s6 vitamin tan trong dau va beta-
caroten, bénh nhan nén duwoc tir van uong vién bo sung cac vitamin tan trong dau de dam
bao dinh dudng day du. Vién bo sung vitamin nén dwgc uong it nhat 2 gi¢ trudc hoac sau
khi dung orlistat.

Dbi v6i bénh nhan dang diéu tri dong thoi orlistat va cyclosporin, nén dung cyclosporin 3
210 sau khi dung orlistat.

Doi v6i bénh nhén dang diéu tri dong thoi orlistat va levothyroxin, nén ding 2 thudc cach
nhau it nhat 4 gi¢ va can duoc theo do1 su thay doi1 chirc nang tuyen giap.

Liéu dung virot qua 120mg x 3 1an/ngay khong dwoc chitng minh 13 ting thém loi ich.

7. Chéng chi dinh:

- Phu nit dang mang thai.

- Ho1 chirng kém h?ip thu man tinh.

- Bénh r mat.
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- Man cam véi orlistat hay bat cir thanh phan nao cua thude.
8. Canh bao va than trong khi dung thudc:
Twong tdic thubc va gidm Iu’fp thu vitamin

..*:ﬂ' =
Orlistat co thé twong tac véi mot sé thude nhu cyclosporin, levotlvifm fid v%“’a@f'arm
amiodaron, thuéc chong dong kinh va thube khang retrovirus. /

Khi sir dung dong thoi orlistat va cyclosporin, nhin thay orlistat ¢6 th lam & an) \nong 3"10
cyclosporin trong huyét tuong, do d6 hai thudc khong nén ding ";i‘f“mg tHe Vi nl*a,u
Cyclosponn nén udng it nhat 3 gio trrde hodc sau khi ding orlistat & hhqﬁ;*" 'ﬁ“’" f}a:f,% ‘st
dung dong thoi 2 loai thube. Ngoai ra, & nhitng bénh nhan dang duoc thé €06 d01 nong do
cyclosporin, nén can nhic viée theo ddi thwong xuyén hon.

Orlistat giam hap thu vitamin tan trong chat béo va beta-caroten, do dé, bénh nhan nén bd
sung vitamin téng hop it nhat 2 gid trede hodc sau khi dung thude.
O bénh nhin dai thdo duong, giam cén c6 thé anh hwdng dén viée kiém soat duong huyét.
C6 thé can diéu chinh liéu thudc ha duong huyét duong uong (vi du sulfonylureas) hoic
insulin & mot s6 bénh nhan.
Tén thwrong gan
Pi c6 nhitng bao cao hiém gap sau khi orlistat lru hanh vé ton thwong gan nghiém trong
kém hoai tir té bao gan hodc suy gan cip tinh & nhitng bénh nhan dugc diéu tri bang orlistat,
v&i mot sb truong hop coé thé dan dén phai ghép gan hodc tir vong.
Khi xuat hién cac triéu chimg rdi loan chirc ning gan (nhu chén an, ngtta, vang da, mréc
tiéu sAm mau, phan nhat mau, hodc dau & géc phan tu trén bén phai), bénh nhan can ngirng
st dung orlistat hodc céc thudc nghi ngo khéac va thye hién xét nghiém chirc ning gan, bao
gom kiém tra mirc ALT va AST.
Tdng oxalat niéu va soi than oxalat
Mot s6 bénh nhan c6 thé tang oxalat niéu sau khi dung orlistat. Pa c6 bao cao vé tredng
hop soi than oxalat va bénh than do oxalat dan dén suy than.
Can theo ddi chitc nang than khi ké don orlistat cho bénh nhan c¢6 nguy co cao méc bénh
than do oxalat, bao g(;im nhitng bénh nhan suy than va bénh nhan co tién st tang oxalat niéu
hoac soi than calci oxalat. Ngirng orlistat & nhitng bénh nhan phat trién bénh thin do oxalat.
Soi mdt
Giam can dang ké ¢ thé lam tang nguy co s6i mat. Trong 1 thir nghiém lam sang, ty 16 mac
so1 mat 6 nhom dung orlistat 1a 2,9%, so v&1 1,8% & nhom gia duoc.
Cdc vén dé khdc
Can loai trir nguyén nhén bénh 1y gay béo phi trude khi ké don orlistat. Cac phan trng ¢
hai lién quan dén hé tiéu hoa co thé tang lén khi orlistat dugc dung voi ché d6 an nhiéu chat
béo (> 30% téng lwong calo hang ngay tir chit béo). Lugng chit béo hang ngay nén duoc
phan bé qua ba bita an chinh. Néu orlistat dwge dung v6i bat ky bita an nao co6 ham lwong
chét béo rat cao, cac phan ttng c6 hai lién quan dén hé tiéu hoa c6 thé ting lén.
Cdnh bdo td dwoc
- Thubc chira lactose: Bénh nhan bi rdi loan di truyén hiém gap nhu khong dung nap
galactose, thiéu hut lactase hoan toan hoic kém hap thu glucose-galactose khong nén dung
thudc nay.
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- Thube nay c6 chita dudi 1 mmol (23 mg) natri trong mdi vién nang, vé co ban dwgc xem
nhur ‘khong chira natri’.

- Quinoline Yellow, FD&C Blue No.1: C6 thé giy ra cac phan tng di ung
9. Str dung thudc cho phu nit ¢6 thai va cho con bu:

- Phu ni¥ co thai: .
Orlistat chong chi dinh trong thai ky vi viéc giam can khong mang lai/ler 1ch ‘r m»,nané c.l,lo
phu nit mang thai va c6 thé gay hai cho thai nhi. Hién nay, khuyén c'ao tau, 6 i tud,.l
khoéng giam cén cho tat ca phu nit mang thai, ké ca nhitng nguoi thira mn hq.u:: L ply i?’do
tang can la diéu bat budc xay ra trong thai ky. 574
Nghién ctru trén dong vat véi lidu cao hon nhiéu lan so véi liéu khuyén cao ) ngum khong
cho thay dau hiéu doc tinh ddi voi phoi/thai nhi hoac di tat.

Néu st dung thudc nay trong thai‘ ky hodc nép bénh nhan c6 thai trong lfhi dung thudc nay,
bénh nhan nén dugc thong bao vé nguy co tiém an cua viéc giam can doi voi thai nhi.

- Phu ni¥ cho con bii:

Do khong biét liéu orlistat co duoc tiét vao trong stta me hay khong, can thin trong khi
dung orlistat cho phu nit dang cho con bu.

10. Anh huéng cia thudc 1én kha ning 14i xe, vin hanh may méc:

Orlistat khong anh hwong dén kha nang 1ai xe va van hanh may moc.

11. Twong tac, twong Ky cua thude:

* Twong tdc ciia thuéc:

Cyclosporin

Khi str dung dong thoi orlistat va cyclosporin, nong d6 cyclosporin trong huyét twong giam,
do d6 hai thubc khong nén ding dong thoi véi nhau. Cyclosporin nén diroe ding 3 gio sau
khi dung orlistat.

Vitamin tan trong dau va céc chat trong tir

Diéu tri dong thoi véi orlistat [am giam sy hap thu cta chat bd sung beta-caroten. Orlistat
trc ché hap thu chat b6 sung vitamin E acetat. Tac dong cua orlistat doi v6i su hap thu
vitamin D, vitamin A, va vitamin K tir chat bé sung hoac tir thue pham chwa duoc biét rd.
Levothyroxin

Suy giap di dugc bao cdo & nhitng bénh nhan st dung dong thoi orlistat va levothyroxin
trong nghién ctru hau méi. Bénh nhan duoc diéu tri dong thoi bang orlistat va levothyroxin
nén duogc theo ddi vé nhimg thay déi trong chitc nang tuyén giap. Nén sir dung levothyroxin
va orlistat cach nhau it nhat 4 gio.

Thudc chéng ddéng mau bao gom warfarin

Swr hap thu vitamin K ¢6 thé bi giam khi dung déng thoi v6i orlistat. P ¢ bao cdo vé viée
giam prothrombin, ting INR va diéu tri chong dong mau mét cn bang dan dén thay doi cac
thong s6 dong mau ¢ nhitng bénh nhan str dung dong thoi 2 thude. Bénh nhan dang dung
warfarin hodc cac thude chéng dong mau khac ¢ liéu 6n dinh dugc ké don orlistat can dwoc
theo doi chat ché cac thay dbi vé cac thong s6 dong mau.

Amiodaron

Trong mot nghién ctru duwgc dong hoc, diéu tri d(;ing thoi amiodaron voi orlistat lam giam
nong d6 cua amiodaron va chit chuyén hoa cua nd, desethyl amiodaron, dan dén kha nang
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lam giam tac dung diéu tri ciia amiodaron. Tac dong cua viéc sir dung orlistat & nhirng bénh
nhan dang diéu tri bang amiodaron on dinh chwa duoc nghién ciru.
Thudc chong ddng kinh

e

Di c6 béo cao vé con dong kinh & nhung bénh nhan duoc dleu tr1 dong? i &any\xhstat
va thudc chong dong kinh. Bénh nhan can duoc theo doi ve nhitng th __.401, r‘o ‘rhe\ms\ ra
vé tan suat va/hodc mirc do nghiém trong cua con dong kinh.

Thudc khang retrovirus \\ UOC PHAM Iy
Di ¢ bao cdo vé viéc mat kiém soét virus ¢ bénh nhan nhiém HIV kh! di g-ol fmtat\wﬁng
thoi voi cac thude khang retrovirus nhw atazanavir, ritonavir, tenofovir alu ioxil fmnarat
emtricitabin va véi cac két hop lopinavir/ritonavir va emtricitabin/efavirenz/tenofovir
disoproxil fumarat. Co ché chinh xac cua viéc nay chua rd rang, nhung c6 thé bao gom
twong tac thude-thude e ché sur hap thu toan than cua thude khang retrovirus. Nén thuong
xuyén theo déi mirc RNA HIV ¢ nhitng bénh nhan dung orlistat trong khi dwgc diéu tri
nhiém HIV. Néu c6 su gia tang trong tai lwong virus HIV, nén ngirng sit dung orlistat.

* Twong ky ciia thuéc:

Do khéng c6 cic nghién ctru vé tinh twong ky cua thudce, khong tron 1an thude nay véi cac
thudc khéc.

12.Tac dung khong mong mudn cia thudc (ADR):

Cac tac dung khong mong mudn cua orlistat chu yéu thudc vé hé tidu hoa va lién quan dén
tac dung dwoc ly cta thudc. Triéu chu’ng nay bao gém: vét md trong phan xi hoi co tiét
dich, cam giac gap di dai tién, phan c6 dau/md, dai tién c6 tiét dau, ting tan suat dai tién va
khong tr chu dai tién. Nhitng triéu chitng nay thudng xuat hién trong vong 3 thang dau diéu
tri. Khoang 50% truong hop kéo dai dwdi 1 tuan, va phan 16n kéo dai khong qua 4 tuan.
Tuy nhién, & mot s bénh nhan, cac triéu chirng nay co thé kéo dai dén 6 thang hoac hon.
Cidc tic dung khong mong muén khic

Roi loan hé tiéu héa

Rat thirong gdp: Paw/kho chiu bung.

Thiromg gdp: Budn nén, tiéu chay nhiém trung, dau/khé chiu true trang, réi loan ring, roi
loan nuréu, non.

Réi loan hé hap

Rat thirong gdp: Cam, nhiém tring duong hé hap trén, nhiém tring duong ho hap dudi.
Thuong gap: Trigu ching tai, miii va hong.
R&i loan hé co xurong khép

Rat thirong gdp: Pau lung.

Thiong gdp: Pau chi dudi, viem khép, dau co, 1i loan khép, viém gan.
R6i loan hé than kinh trung wong

Rat thuong gdp: Pau dau.

Thiong gap: Chong mat
R6i loan chung

Thirong gdp: Mét moi, roi loan gidc ngua
Réi loan da va mé dudi da
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Thuong gap: Phat ban, da kho
R&i loan hé sinh sén va tuyén vi

Thirong gdp: Réi loan kinh nguyét, viém am dao.
Roi loan than va hé tiét nidu

Thiong gdp: Nhiém trung duong tiét niéu.
Roi loan tAm than

Thiong gdp: Lo au, traim cam.
Roi loan thinh gidc va tién dinh
Thiong gap: Viém tai

Ro1 loan tim mach

Thiong gap: Phu chan

Cac nghién ctru 1am sang da chi ra rang viée st dung orlistat lam tang nguy co thiéu hut
vitamin tan trong dau nhu vitamin D, E va beta-caroten, dac biét ¢ nguoi lon.

Trong mot nghién ciru lam sang kéo dai 4 nam, céc tic dung khong mong mudn twong tu
nhu dwoc ghi nhan trong cac nghién cttu 1 va 2 nam vdéi ti I toan bo cac tac dung khong
mong muén lién quan dén hé tiéu hoa xay ra trong nam dau tién giam dan mdi nim trong
sudt 4 nam.

Trong céac thir nghiém l1am sang trén bénh nhan béo phi bi tiéu dudng, quan sat thiy tinh
trang ha dudng huyét va chuéng bung.

Cic tic dung khéng mong muodn dwa trén bdo cdo sau lwu hanh, tin sudt khong ré

Két qua xét nghiém: Tang transaminases, alkalin phosphatase.
Réi loan gan mdt: Viém gan, suy gan (c6 thé dan dén ghép gan hoac tir vong).
R6i loan hé mién dich: Phat ban, ndi may day, phu mach, co that phé quan, soc phan vé,
viém mach bach cau (triéu chirng lam sang: ban xuat huyét so thdy dwoc, phat ban dang dat
san, hoic noi bong nudc).
Réi loan da va mé diréi da: N6i bong nurdce
Réi loan than va hé tiét niéu: Viém than cé‘ip do soi oxalat (6 bénh nhéan mic hodc co6 nguy
co méc bénh than).
Réi loan tiéu héa: Xuét huyét tiéu hoa dudi, viém tuy.
Théng bdo ngay cho bac sy hodc diroe si khi gip céc tic dung khéng mong muén khi sir
dung thuée hodc bdo cdo cée phan img co hai cia thuée vé Trung tam Thong tin thuoce va
Theo dai den tmg c6 hai cua thuoc (ADR) Quoc Gia. Pia chi: 13 - 15 Lé Thanh Tong -
Hoan Kiem - Ha Noi. Dién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email:
di.pveenter@gmail.com.
13.Qua liéu va cch xir tri:
- Qua liéu:
Pon liéu 800mg orlistat va da liéu dén 400mg x 3 lan/ngay trong 15 ngay duoc thir nghiém
trén nguoi co thé trong binh thudng va ngudi béo phi déu khong thay téc dung bat loi dang
ke.
- Céch xir tri: Truong hop xay ra qua liéu orlistat, bénh nhan nén duoc theo ddi trong 24
gio. Dua trén cac nghién ciru trén ngudi va dong vat, tac dung toan than c6 lién quan dén
tinh chat e ché men lipase cta orlistat s& dwoc hdi phuc nhanh chéng
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14. Pac tinh dwoc Iwc hoc:

Nhom ATC: AOSABOL

Nhém dwee Iy: Thude chong béo phi. -
Orlistat 1a mot chéat e ché manh, dac hiéu, lau dai cac men lipase & duopg ,,_, wéﬂ»ﬁc,vg 1Qhuoc
thé hién hoat tinh tri liéu & long da day va rudt non bang cach tao henié "oaw hﬂﬂ *1 n}en
virng voi phan serin clia men lipase cua da day va tuyén tuy. Lipase be Is::‘t hoat r}smma kl‘qa
nang thuy phéan chat béo trong thirc an & dang triglycerid thanh cac acui Bédtitdo V.l.cwic
monoglycerid hap thu duge. Cac triglycerid khong tiéu hoa khong duo«, hwt, tind ert Qe.}y& 1a
1am thiéu hut calo, c6 hiéu qua trong viéc kiém soat thé trong. .2

Véi liéu diéu tri khuyén cao 120mg x 3 lan/ngay, orlistat (rc ché khoang 30% su hap thu
chét béo trong thirc an.

Ethanol khong anh hwdng dén tac dung cta orlistat trong viéc ngan chan hap thu chat béo.
Céc nghién ciru ngin han khic

Ngiroi lon

Trong mét sé nghién ciru kéo dai t6i 6 tuan, tac dong cua lidu diéu tri orlistat trén cac qua
trinh sinh 1y cua hé tiéu hoa va toan than da duwoc danh gia ¢ cac dbi tirong co6 can nang binh
thuong va béo phi. Nong d6 cholecystokinin huyét trong sau bira an giam sau khi ding
nhiéu liéu orlistat trong hai nghién ctru, nhung khéng khac biét dang ké so véi gia dugc
trong hai thir nghiém khac. Khong c6 thay déi lam sang dang ké nao dugc quan sat thiy vé
hoat dong tii mat, thanh phan mat hoac kha nang tao soi, hodc toc do tang sinh té bao dai
trang, va khong lam giam thoi gian 1am rong da day hoac do acid da day. Ngoai ra, khong
quan sat thay tac dong nao 1én mic triglycerid huyét trong hoac lipase toan than khi sir
dung orlistat trong cac nghién ciru nay. Trong mot nghién ctru 3 tuan trén 28 tinh nguyén
vién nam khoe manh, orlistat (120mg x 3 lan/ngay) khong anh hwong dang ké dén can bang
calci, magié, photpho, k&m, dong va sat.

Tre em

Trong mdt nghién ciru kéo dai 3 tuan trén 32 tré béo phi tir 12 dén 16 tudi, orlistat (120mg
x 3 lan/ngay) khong anh hudng dang ké dén can bang calci, magié, photpho, k&m hodc
dong. Can bang sit giam 64,7 pmol/24 gid va 40,4 umol/24 gio lan lwot & nhoém diéu tri
bang orlistat va gia duoc.

15.Dic tinh dwoc dong hoc:

+ Hﬁp thu

St phoi nhiém toan than véi orlistat 1a toi thiéu. Sau khi udng liéu 360mg “C-orlistat, nong
d6 cua orlistat trong huyét twong dat dinh sau khoang 8 gio; ndng do orlistat trong huyét
trong gan véi gidi han phat hién (< Sng/mL) va khong do dugc.

N6i chung, & lidu diéu tri rat kho phat hién orlistat trong huyét twong va néng do ciing rat
thap (< 10ng/ml hodc 0,02umol), khong cé bang chirng vé su tich lily, diéu nay cling pha
hop véi st hip thu khong dang ké.

+ Phin bo

Trén in vitro, orlistat lién két > 99% véi protein huyét trong (gan chu yéu vao lipoprotein
va albumin). Mot lwgng nho orlistat gan vao hong cau.

+ Chuyén hoéa
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Trén bénh nhan béo phi, phan nhé cia lidu dwge hap thu vao co thé, va duge chuyén hoa
thanh hai chat chuyén héa 1a M1 (thuy phan & vong lacton 4 nhanh) va M3 (chat chuyen
hoa sau khi M1 bi tach phan N - formyl leucin), chiém khoang 42% téng ndng dé thude
trong huyét trong. Hal chat chuyén hoa M1 va M3 c6 vong beta-lacton me- vd_ﬂ;}dc tinh trc
ché men hpase rat yéu, kém hon hoat tinh cua orlistat 1000 lan (véi MY ‘;é 2SOU i\m va
M3) Xét vé mit hoat tinh rc ché yéu va nong do huyét twong thap ?‘“h icu di VA RTSE Lo
néng d6 trung binh 26ng/ml va M3 c6 nong do trung binh 108ng/ml), ¢o tan"em pac anit
chuyén hoa nay khong co tac dung duwoc ly quan trong. Chat chuyen 1"‘1 chih v co t}fkm
gian ban thai ngan (khoang 3 gi®) trong khi chat chuyén héa thit cap I\m-___ G thes *‘,l.. )
thai dai hon (khoang 13,5 gio). =

+ Thai tru

Cac nghién ctru ¢ ngudi ¢o thé trong binh thuong va bénh nhan béo phi cho thay phan 16n
thuoc khong dwge hap thu va duoc thai trir qua phan. Khoang 97% lwong thudc uéng vao
dwoc thai trir qua phan va trong sé d6 khoang 83% dudi dang chwa chuyén héa. Toan bd
lwong orlistat tich Ity lai cling chi thai qua than < 2% lidu dung. Thoi gian dé dat duoc su
thai trir hoan toan (qua phan va nude tiéu) 1a 3 - 5 ngay. Su phan bé cua orlistat & nguoi co
thé trong binh thudng va béo phi la twong duong. Orlistat, M1 va M3 déu bai tiét qua mat.
Dura trén dit liéu han ché, thoi gian ban thai cua orlistat duge hé‘ip thu nam trong khoang tir
1 dén 2 gio.

+ Poi twong dic biét

Khong c6 nghién ctru duge dong hoc nao duoc tién hanh & cac doi trong dac bié¢t nhw nguoi
cao tuoi, cac chung toc khac nhau, bénh nhan suy than va bénh nhan suy gan.

16. Quy cach dong goi:

Hop 3 vix 10 vién nang cting, kém theo t& hudng dan st dung thude bén trong hop.
17. Diéu kién bio quin va han ding, tiéu chuin chit lweng cia thude:

- Piéu kién bao quan: Noi kho, nhiét d6 dwdi 30°C.

- Han dung cua thude: 24 thang ké tir ngay san xuét.

- Tiéu chuén chat lwvong: TCCS.

18. Tén, dia chi ciia co' sé san xuat:

Tén co sé san xudt: CONG TY CO PHAN DUQC PHAM HA TAY

Dia chi: T dan phé s6 4, P. La Khé, Q. Ha Pong, TP. Ha Noi

DT: 024.33522203  FAX: 024.33522203

DT:024.33824685 FAX: 024.33829054

Hotline: 024.33522525

19. Tén va dia chi c@ia co' sé phan phoi

Tén co'sé phin phdi: CONG TY CO PHAN DUGC PHAM DAVINCI - PHAP
Dia chi: S6 405-D1 Thanh Xuan Bac, Phurong Thanh Xuan Bac, Quan Thanh Xuan, Thanh
pho Ha Noi.

Website: http://www.davincipharma.com

Email: contact@davincipharma.com

SPT: 024. 22420168 - 024. 85852670
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