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SO Y TE TP HO CHi MINH CONG HOA XA HOI CHU NGHIA VIET NAM
CONG TY CO PHAN DU'Q'C PHAM LIVIAT Dbéc lap - Tw do - Hanh phuc

Mau hdp gel bdi da 20g
GODSIA GEL 0.05%

Thanh phan: Bao quén:
TAZArOLENE..ceorerererrerrrnrs 0,05% (kI/kl) Noi kho réo, trénh anh sang, nhiét do khong qua 30°C
Ta duoc vifa di 1tuyp 20 g Tiéu chudn: TCCS

SBK:

CHi DINH, CACH DUNG, CHONG CHi BINH VA CACTHONG TIN

; . ’ “DE XA TAM TAY TRE EM
KHAC: Xem trong t& hudng dan st dung thuéc kém theo

DOC KT HUGNG DAN SUDUNG TRUGC KHI DUNG”

& Thudc ké don Hép 1tuyp x 20 g gel bdi da  Livial

GODSIA GEL 0.05%
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Cosddangky: Cong ty C8 phan Dugc pham LIVIAT

Tang 46 Toa nha Bitexco, S6 2 Hai Triéu, Phudng Bén Nghé, Quan 1, TP. H6 Chi Minh
Co'sd'san xuat: Céng ty C6 phan Dugc pham Phuong Nam

300C Nguyén Théng, Phudng An Théi, Quan Binh Thly, Thanh Phé Can Tho
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SO Y TE TP HO CHi MINH CONG HOA XA HOI CHU NGHIA VIET NAM
CONG TY CO PHAN DU'Q'C PHAM LIVIAT boc lap - Tw do - Hanh phuc

Mau tuyp gel boi da 20g
GODSIA GEL 0.05%

Han dung:

B Thuse e aon Tuyp x 20 g gel bdi da
[ GODSIA GEL 0.05%

SG 16 SX:

Thanh phan:
Tazarotene,
Ta dugc.

.................... 0,05% (kl/kl)
vira di 1tuyp 20 g

BAO QUAN: Noi kho réo, tranh &nh sang, nhiét do
khéng qua 30°C.

Co'sd dang ky:
Céng ty €8 phan Dugc pham LIVIAT
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GODSIA GEL 0.05%

e Co's6rsan xudt:
LiVvial  congty cs phan Dugc phsm Phuiang Nam

(5616 SX, han diing dap ndi trén tuyp)
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SO Y TE TP HO CHi MINH CONG HOA XA HOI CHU NGHIA VIET NAM
CONG TY CO PHAN DU'Q'C PHAM LIVIAT Dbéc lap - Tw do - Hanh phuc

Mau hop gel bdi da 459
GODSIA GEL 0.05%

Thanh phan: Bao quén:
TaZArOENE. st 0,05% (kl/kl) Noi kho rao, tréanh anh séng, nhiét do khong qué 30°C
Ta duoc. vliadi 1tuyp45g Tiéu chuén: TCCS

SBK:

CHi DINH, CACH DUNG, CHONG CHi BINH VA CACTHONG TIN

; . ’ “DE XA TAM TAY TRE EM
KHAC: Xem trong t& hudng dan st dung thuéc kém theo

DOC KT HUGNG DAN SUDUNG TRUGC KHI DUNG”

R( Thudc ké don Hép 1tuyp x 45 g gel bdi da  Livial

GODSIA GEL 0.05%
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Cosddangky: Cong ty C8 phan Dugc pham LIVIAT

Tang 46 Toa nha Bitexco, S6 2 Hai Triéu, Phudng Bén Nghé, Quan 1, TP. H6 Chi Minh
Co'sd'san xuat: Céng ty C6 phan Dugc pham Phuong Nam

300C Nguyén Théng, Phudng An Théi, Quan Binh Thly, Thanh Phé Can Tho
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SO Y TE TP HO CHi MINH CONG HOA XA HOI CHU NGHIA VIET NAM
CONG TY CO PHAN DU'Q'C PHAM LIVIAT boc lap - Tw do - Hanh phuc

Mau tuyp gel béi da 459
GODSIA GEL 0.05%

Han dung:

B thusc ke aon Tuyp x 45 g gel béi da
[ GODSIA GEL 0.05%

SG 16 SX:

Thanh phan:
Tazarotene,
Ta dugc.

............... 0,05% (kl/kl)
..viia da 1tuyp 459

BAO QUAN: Noi kho réo, tranh &nh sang, nhiét do
khéng qua 30°C.

Co'sd dang ky:
Céng ty €8 phan Dugc pham LIVIAT
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GODSIA GEL 0.05%

e Co's6rsan xudt:
LiVvial  congty cs phan Dugc phsm Phuiang Nam

(5616 SX, han diing dap ndi trén tuyp)

Ngay ...07... thang ...05... ndm...2025...




https://trungtamthuoc.com/

SO Y TE TP HO CHi MINH CONG HOA XA HOI CHU NGHIA VIET NAM
CONG TY CO PHAN DU'Q'C PHAM LIVIAT Dbéc lap - Tw do - Hanh phuc

Mau hop gel bdi da 409
GODSIA GEL 0.05%

Thanh phan: Bao quén:
TaZArOENE ..t 0,05% (kl/kl) Noi kho rao, tréanh anh séng, nhiét do khong qua 30°C
Ta duoc. vlia di 1tuyp40g Tiéu chuén: TCCS

SBK:

CHi DINH, CACH DUNG, CHONG CHi BINH VA CACTHONG TIN

; . ’ “DE XA TAM TAY TRE EM
KHAC: Xem trong t& huéng dan st dung thuéc kém theo

DOC KT HUGNG DAN SUDUNG TRUGC KHI DUNG”

R( Thudc ké don Hap 1tuyp x 40 g gel bdi da  Livial

GODSIA GEL 0.05%
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Cosddangky: Cong ty C8 phan Dugc pham LIVIAT

Tang 46 Toa nha Bitexco, S6 2 Hai Triéu, Phudng Bén Nghé, Quan 1, TP. H6 Chi Minh
Co'sd'san xuat: Céng ty C6 phan Dugc pham Phuong Nam

300C Nguyén Théng, Phudng An Théi, Quan Binh Thly, Thanh Phé Can Tho
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SO Y TE TP HO CHi MINH CONG HOA XA HOI CHU NGHIA VIET NAM
CONG TY CO PHAN DU'Q'C PHAM LIVIAT boc lap - Tw do - Hanh phuc

Mau tuyp gel boi da 40g
GODSIA GEL 0.05%

Han dung:

B thusc ke aon Tuyp x 40 g gel béi da
[ GODSIA GEL 0.05%

SG 16 SX:

Cong ty C8 phan Dugc phém LIVIAT

;\_‘: Thanh phan:

o f‘\; Tazarotene........eeeereeeeeninens 0,05% (kl/kl)
=l S Ta dugc. ...vira dui 1 tuyp 40 g
- o

w BAO QUAN: Noi kho réo, tranh &nh sang, nhiét do
O K khéng qué 30°C.
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e Co's6rsan xudt:
LiVvial  congty cs phan Dugc phsm Phuiang Nam

(5616 SX, han diing dap ndi trén tuyp)
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GODSIA Gel 0.05%
Tazarotene 0,05%

Khuyén cio:
Doc ky huéng dan sir dung truéce khi ding

D¢ xa tam tay tré em

|
|
Thong bao ngay cho béc st hodc duoc s§ nhitng tic dung khéng mong mubn gip phai 1
khi st dung thudc |

Thudc ban theo don

THANH PHAN:
MB&i tuyp c6 chia:
Hoat chdt: Tazartotene. ..............ceeeeeeeeeeeeeeennn, 0,05 % (kl/k)

Ta duwgc: Carbomers 940, Polyethylene glycol 1000, Polyethylene glycol 400, Polysorbat 80,
Triethanolamin, Butylated hydroxy toluene, Butylated hydroxyanisole, Methylparaben, Glycerin,
Poloxamer 407, Na EDTA, Propylen glycol, Nuéc tinh khiét, Ethanol 96%.

DANG BAO CHE: Gel boi da
M6 ta: Gel mau vang nhat, trong subt, ddng nhét, duoc dong trong tuyp nhém kin.

:63\\

CHi PINH

Diéu tri tai chd tinh trang vay nén thé mang bam giai doan én dinh trén cac ving da chiém dén
20% dién tich b& mit co thé,

LIEU DUNG, CACH DUNG

Tazarotene c6 thé gay kich uc da qué muc & ngudi nhay cam. Néu cin phai ngimg thudc tam
thoi, hodc giam liéu (¢ benh nhan vay nén) hoic ting khoéng cach liéu ma bénh nhén c6 thé dung
nap duge. Co thé trd vé dung ché d6 1iéu nhu binh thuong khi bénh nhén c6 thé dung nap duge.
Nén theo ddi chit ché tAn sudt ding thubc dua vao dép mg trén 1am sang va sy dung nap trén da.
Hiéu qua cta thubc khi dung thudc it hon 1 14n/ngdy chua duoc thiét lap.

Khuyén cdo bét ddu ding gel Tazarotene him luong 0,05%, tang 1én ham luong 0,1% néu bénh
nhan dung nap dugc va tinh trang bénh cho thay can diing ham luong nay. Duing thude 1 1an/ngdy
vao bubi tdi. Bbi thube 1én ving da bi vay nén (khong qua 20% dién tich bé mit co thé) véi
luong da (2 mg/cm ). Néu tim truéc khi boi thue, nén lau khd da trude khi bsi thude. Néu dung
ché phim 1am mém da, nén dung chiing truée khi ding GODSIA Gel 0.05% it nhit 1 gi&. Ving
da lanh c6 thé d& bj kich tng hon nén trdnh bdi thudc 1én phan da nay. GODSIA Gel 0 05% duoc
dung trong thdi gian 16n dén 12 théng trong cdc thir nghiém 1am sang & didu trj vay nén.

Néu quén dimg thudc
Néu quén ding thubc, bé qua lidu da quén va ding lidu tiép theo nhu binh thuodng.
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CHONG CHIi PINH
Phu nit ¢6 thai, nghi ngd ¢6 thai hodc dy dinh mang thai.
Ngudi qua man véi bét ky thanh phén nio ctia thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Canh bao

Phu nit ¢6 kha ning mang thai nén dugc canh bao v& nguy co tiém 4n va c6 bién phép nglra thai
phu hgp khi dung GODSIA Gel 0.05%. Nén can nhic v& kha ning mang thai khi bét ddu ding
thudc nay. K&t qua Am tinh d6i véi xét nghiém thi thai c6 do nhay xudng it nhat 50 mIU/mL d6i
v6i hCG nén dugc 14y trong vong 2 tun trudce khi didu tri bing GODSIA Gel 0.05%, nén bét dau
trong ky kinh nguyét binh thuong.

Than trong

Chi nén dung GODSIA Gel 0.05% cho vung da cAn didu tri, chi ding ngoai da. Tranh dé thudc
ip xtic v6i mét, mi mit va miéng. Néu thude tiép xtc véi mit, rira mét bing nudce. Tinh an toan

ctia gel Tazarotene trén vimg da chiém dién tich > 20% dién tich b& mt co thé chua dwoc thiét

1ap & bénh nhén vay nén.

Khong nén dung retinoide cho ving da bi cham do ¢6 thé gay kich tmg ning.

Do GODSIA Gel 0.05% rat d& gay bong, nén tranh tiép xtic v6i 4nh sdng mit troi (bao gdm ca
dén cuc tim) trir khi can thuc su cin thiét, va khi d6 nén han ché tiép xuc dén muc it nhit. Bénh
nhéan bi bong khong nén dung GODSIA Gel 0.05% cho dén khi hoan toan binh phyc. Bénh nhan
tiép xtc voisdinh néng mit troi do lam viéc va nhiing bénh nhin vbn d3 nhay cam véi 4nh néng
miit troi nén dic biét thin trong khi ding GODSIA Gel 0.05% va dam bao ring d4 doc thong tin
canh béo trén t& hudng dn st dung thude.

Nén thén trong khi dung cho bénh nhédn dang ding cac thudc gy nhay cim véi 4nh sang (nhu
thiazide, tetracycline, fluoroquinolone, phenothiazine, sulfonamide) do sy ting nguy co nhay cam
véi anh sang.

Mot sb nguoi c6 thé bi ngira qua mirc, bong, do da hodc tréc vay. Néu xay ra nhing tinh trang
nay, can thi¢p y hoc va nging thudc cho dén khi da hdi phuc hoan toan hoic giam lidu dén miic
bénh nhan ¢ thé dung nap dugc. Tuy nhién, hiéu quéa khi giam tan sudt ding thudc chua duge
thiét 14p. Thay vao d6, bénh nhén bi vay nén dang duoc didu tri bing gel Tazarotene ndng do
0,1% c6 thé chuyén sang diing ndng @6 thp hon.

Su khic nghiét cta thoi tiét (nhu gié hodc lanh) c6 thé gay khé chiu hon cho bénh nhan dang
dung GODSIA Gel 0.05%.

Tré em

Tinh an toan va hiéu qua cua Tazarotene trén tré < 12 tudi chua dugc thiét 14p.

Nguoi cao tudi

Trong téng sb nhing ngudi tham gia vao thir nghiém 1am sang dung gel Tazarotene 0,05% va
0,1% d& didu tri tinh trang vay nén thé mang bam, c6 163 nguoi > 65 tudi. Nhing ngum > 65 tudi

-gdp phai tdc dung khong mong mudn nhiéu hon va ty 18 diéu tri thanh cong sau 12 tun dung gel
Tazarotene thdp hon so vé6i nhitng bénh nhén < 65 tudi.
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Hién chua c6 kinh nghiém 14m sang vé& su khac biét vé dap tmg didu tri gitta nhém ngudi cao tudi
va tré tudi hon, tuy nhién quy luat ngudi cao tudi d& gap phai tac dung khong mong mubn hon 13
khong thé tranh khéi.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

S dung thudc cho phu nit ¢6 thai

Anh hwéng gdy qudi thai

_Chéng chi dinh dung thubc nay cho phu nit c6 thai do c6 thé gay hai cho thai nhi.

Phu nit ¢6 kha ning mang thai nén c6 bién phap ngira thai phu hop khi dung GODSIA Gel
0.05%. Nén can nhic v& kha ning c6 thai khi bit diu ding GODSIA Gel 0.05%. Két qué thir thai
4m tinh c6 d6 nhay xudng dén ndng d6 hCG it nhit 1a 50 mIU/mL nén duoc l4y trong vong 2
tudn trude khi ding GODSIA Gel 0.05%, bét diu trong chu ky kinh nguyét binh thuong. Chua c6
nghién ctru c¢6 di chimg phit hop nao duge tién hanh trén phu nit c6 thai. Tazarotene 12 mot chit
c6 thé gay quai thai va chwa biét & ndng d6 nao thi thubc gy quéi thai & ngudi.

Sir dung thudc cho phu nit cho con b

Sau khi bdi mot liéu duy nhét Tazarotene dugc danh diu béng ¢ 1én da chudt cbng dang cho
con by, phat hién thiy thubc c6 mit trong sita, diéu nay cho thdy c6 thé c6 thanh phan lién quan
dén thudc trong sita di vao dudng rudt ctia con non bl me. O ngudi, chua biét thude c6 duoc tiét
vao sita me hay khong. Can than trong khi ding Tazarotene cho phu nit dang cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua c6 bang chiing vé anh hudong ctia thuoc 1én kha néng 14i xe, vn hanh may moe.

TUONG TAC, TUONG KY CUA THUOC

Twong tic clia thube

Tranh ding ddng thoi GODSIA Gel 0.05% véi cac thude bdi ngoai da va m§ phim gy kho da

manh. Ciing nén d& cho da cta bénh nhan dugc “nghi ngoi” cho dén khi anh huéng ciia nhing

ché phdm nay giam trude khi bit diu ding GODSIA Gel 0.05%.

Trong mdt nghién ctru tién hanh trén 27 phu nit khée manh tudi tir 20-55 ding ddng thdi vién ‘

tranh thai dudng udng cé ham luong norethindron 1 mg va ethinyl estradiol 35 pg, viéc ding |

ddng thoi voi Tazarotene khong gdy anh hudng dén duge ddng hoc ctia norethindron va ethinyl |

estradiol trong sudt mét chu ky kinh nguyét. |

‘Anh huéng cua Tazarotene 1én dugc dong hoc cia cua thudc tranh thai duong ubng chi chira

progestin chua dugc danh gia.

Twong ky ciia thudc

Do khong c6 céc nghién ctru vé tinh tuong ky cta thudc, khong tron 13n thubc nay véi cac thude

khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Trong céc nghién ctru v& tinh an toan vé da & ngudi, gel Tazarotene 0,05% va 0,1% khong gay di

ung, doc tinh do anh sang hay di tmg do 4nh sang. |
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Téc dung khong mong mudn thuong gip nhét khi ding gel Tazarotene 0,05% va 0,1% it xay ra
trén da. Céc tic dung khong mong mubn xay ra trén 10-30% bénh nhan dugc sap xép theo thir tu
giam din gbém ngira, bong/nhu bi chdm & da, hdng ban, tinh trang vay nén ning hon, kich tmg va
dau & da. Cac tac dung khong mong mubn xay ra & 1-10% bénh nhén gdm phét ban, tréc vay,
viém da tiép x1c kich tmg, viém da, nitt da, chdy mau trén da va kho da. Trong mét nghién ctru
tién hanh trong 1 nim, c6 luu ¥ v& sy tang tinh trang vay nén ning hon va ban d6 trén da do tiép
xuc véi 4nh sang mit trdi & mot sb bénh nhan ding thube trong 4-12 théng so véi ding thubc
trong 3 thang diu. Nhin chung, ty 18 gip phai tic dung khong mong muén do diung gel
Tazarotene 0,05% la tha?'lp hon 2-5%, so v6i do dung gel Tazarotene 0,1%.

Dit liéu thu dwoc sau khi thudc lwu hanh trén thi treong

Céc tac dung khéng mong mudn sau ddy da dugc xac dinh tir qua trinh thuc hanh 14m sang sau
khi gel Tazarotene 0,05% va 0,1% dugc luu hanh trén thi truong. Cac tdc dung khong mong
mudn dugc bao céo tw nguyén tir nhém dan s6 chung chua x4c dinh duoc ¢& mau nén chua wéc
tinh dugc tAn suit xay ra ciing nhu méi quan hé nhan qua véi gel Tazarotene, bao gdm: phdng
1op da, phat ban, thay d8i mau da (bao gbm ting hodc giam séic t6 da) va dau.

Thong bdo vdi bdc st nhitng tic dung khong mong muon gip phai khi si dung thuéc.

QUA LIEU VA CACH XU TRi

Quid liéu

Diing qu4 liéu gel Tazarotene c6 thé din dén kho chiu, tréc da hodic d6 da ning.

Gel Tazarofene (?,05%3 khong dl‘mg’ dé uéng.‘U(‘)ng qua lidu thudc nay c6 thé gy ra céc tac dung
khéng mong mudn giong nhu do udng qua li€u vitamin A hodc céc retinoid khéc.

Cich xi tri khi diing thudc qud liéu

Néu ubng qua lidu, bénh nhén cin duogc theo ddi va c6 bién phép‘diéu trj hd trg phi hop khi cin
thiet.

THONG TIN VE DUQC LY, LAM SANG
Dic tinh dwec lwe hoc
Ma ATC: DO5AX05

Tazarotene 13 mot tién thubc nhom retinoid, dugc chuyén héa thanh dang c¢6 hoat tinh 13 acid
Tazaroteneic bang qué trinh khir acetyl (deesterification) nhanh & ngudi va dong vat. Acid
Tazaroteneic gan véi ca 3 receptor cia acid retinoic: RAR,, RAR; vd RAR, nhung nhay hon véi
RARp va RARy, ¢6 thé thay dbi biéu hién gen. Mirc anh hudng trén 1am sang cta didu nay chua
dugc biet.

Chua x4c dinh duge co ché tac dung ctiia Tazarotene trong diéu tri bénh vay nén. Tazarotene
dudng ding tai chd ngan chin hoat dong ciia hoat dong ornithin decarboxylase (ODC) biéu bi
cta chudt, c6 lién quan dén sy tiang san va ting sinh té bao. Trong t& bao va trong mé hinh trén da
in vitro, Tazarotene can trd sy biéu hién cia MRP8 — mo6t marker ciia tinh trang viém xuét hién
nhiéu & biéu bi & bénh nhan bi vay nén. Trong t& bao simg, thudc gy trc ché sy hinh thanh simg
— yéu t6 hinh thanh nén vay & bénh nhan vay nén. Tazarotene ciing gdy ra su biéu hién ctia mot
gen c6 thé 1a yéu t6 gy e ché tang trudng trong té bao simg & ngudi va co thé tc ché sy tiang
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sinh biéu bi & cac mang duoc didu tri. Tuy nhién, mtc d &nh huéng trén 14m sang cia diéu nay
chua duoc biét.
Dic tinh dwgc dong hoc
Hdp thu #
Sau khi boi 1én da, Tazarotene trai qua qua trinh thity phan béi esterase tao thanh chit chuyén héa
c¢6 hoat tinh 13 acid Tazaroteneic. Mgt lwong nhé dang tién thudc c6 thé duoc tim thé'ly trong
huyét twong.
Phdn bé
Acid Tazaroteneic lién két nhiéu véi protein huyét trong (> 99%).
Chuyén héa va thdi trir
Tazarotene va acid Tazaroteneic dugc chuyén héa tao thanh chét cac sulfoxid, sulfon va c4c chat
chuyén héa thin nuéc khac, sau dé dugc thai trir qua nude tiéu va qua phan. Thoi gian ban thai -
ctia acid Tazaroteneic khoang 18 gi& sau khi bdi thudc 1én viing da binh thudng, bi vay nén hoic
~ ‘mun trung ca.
Céc nghién ctru in vivo dugc tién hanh & ngudi ding gel Tazarotene tai chd v6i lidu khoang 2
mg/cm’® va duge loai bé khéi da sau 10-12 gi0. Cmax va AUC ctia chit chuyén héa c6 hoat tinh d3
duoc ghi lai.

Trong 2 nghién ctru béi 1 liéu gel Tazarotene dwoc danh ddu *C cho thdy su hip thu toan thin
(duoc xéc dinh tir hoat tinh phéng xa duge bai tiét) twong g 13 < 1% va 5% liéu dung (khong c6
su bao boc phan da dwogc boi thubc) & 6 bénh nhan vay nénva ¢ 6 nguoi khoe manh. Mot nghién
ctru dimg4#u duy nhét so sanh viée dung gel Tazarotene 0,05% va 0,1% khong dugc danh ddu
phoéng xa & ngudi khée manh cho thiy Cpax va AUC & nhém dung gel 0,1% cao hon 40%.

Trong mot nghién ciru vé& sy hdp thu qua da in vifro bdi thube dugc danh diu phéng xa trén da
ngudi cho thiy khoang 4-5% lidu dung c6 mit trong 16p sting (Tazarotene: acid Tazaroteneic = 5
: 1) va 2-4% c6 & 16p biéu bi-16p ha bi (Tazarotene : acid Tazaroteneic = 2 : 1) sau 24 gio boi
thudc.

QUY CACH PONG GOI

Hop 1 tuyp 10 g, kém t& huéng dan sir dung.
Hop 1 tuyp 15 g, kém t& huéng dan sir dung.
Hop 1 tuyp 30 g, kém t& hudng dan sir dung.

PIEU KIEN BAO QUAN, HAN DUNG & TIEU CHUAN THANH PHAM:
Han dung: 36 thang ké tir ngdy san xuét

Khéng dimg thudc qud 30 ngay ké tir khi mé ndp stk dung lén déu “
Diéu kién bao quéan: Noi kho rdo, tranh 4nh sang, nhiét d¢ khéng qua 30°C |
Tiéu chuén thanh phdm: TCCS
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https://trungtamthuoc.corh/

TEN, PIA CHi VA LOGO CUA NHA SAN XUAT:

Co 56 san xuit: CONG TY CO PHAN DUQC PHAM PHUGNG NAM
300C, Nguy2n Thong, P. An Théi, Q. Binh Thuy, Tp. Can Tho

Co sé ding kj: CONG TY CO PHAN DUQC PHAM LIVIAT
TAng 46, Toa nha Bitexco, sb 2 Hai Triéu, P. Bén Nghé, Quan 1, TP. H) Chi
Minh
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