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Topical Ointment
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Calcipotriol 1.5 mg (50 mcg/ g)
Betamethasone 15 mg (500 mcg/ g)

CAREFULLY READ THE PACKAGE INSERT
BEFORE USE

5 mg (50 mcg/ a)

a

Betamelhasone 5 mg (500 mcg/ g)
(as Betamethasone dipropionate,

ipi q.8 1 tube

INDICATIONS / DOSAGE / ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS

& OTHER INFORMATION:

Refer to the package insert for use instructions

STORAGE:
In dry place, protected from light, below 30°C

SPECIFICATION:
In house standard

Manufactured by: DAT VI PHU PHARMACEUTICAL JOINT
STOCK COMPANY

Lot M7A, Road D17, My Phuoc 1 Industrial Zone, Thoi Hoa
Ward, Ben Cat Commune, Binh Duong Province, Vietnam
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Calcipotriol 1,5 mg (50 mcg/ g)
Betamethason 15 mg (500 mcg/ g)

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG BAO QUAN: S616 SX
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Tén s&n phdm: Nhom tuyp TROZIMED-B
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Calcipotriol 1,5 mg (50 mcg/ g)
Betamethason 15 mg (600 mcg/ g)
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TRUGC KHI DUNG
THANH PHAN: M tujp (30 g) chifa:

C iol 1,5 mg (50 mcg/ g)
(dudi dang Calcipotriol monohydrat)
B 1ason 15 mg (500 meg/ g)

(dudi dang Betamethason dipropionat)
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THUOC DUNG NGOAI
To hwéng dan si dung thuoc
Thuoc m& béi ngoai da

TROZIMED-B

Thubc ban theo don
Thude dung ngoai
Dé xa tam tay tré em
Poc kj hwong din sir dung trude khi ding

Thong bao ngay cho bac s§ hodc dugc sy nhirng tic dung khong mong muén khi sir dung thube

1.

THANH PHAN

M&i tuyp (30 g) chua:

Dwgc chit:

Calcipotriol......ccveeeveerciiiiiiiiiiinnins 1,5 mg (50 meg/ g)
(dudi dang Calcipotriol monohydrat)

BetameEthasom ... s wvnnss 15 mg (500 meg/ g)

(dudi dang Betamethason dipropionat)
Ta dwoc: Sorbitan oleat, vitamin E, parafin long, vaselin, propylen glycol, polysorbat 80,
natri phosphat dibasic, EDTA, nudc tinh khiét.

MO TA SAN PHAM

Tuyp nhém chira thuée m& mau tring duc, ddng nhat.

CHI PINH

Bénh vay nén thong thuong dang méng bam & ngudi 16n trén 18 tudi.
LIEU DUNG - CACH DUNG

Liéu dung:

Nguoi lon: Bo1 thude 1én vung da bi bénh 1 lan mo1 ngay.
Khuyén cdo thoi gian cho moi dot diéu tri la 4 tuan. Pa co6 truong hop dung calcipotriol/\"
betamethason nhiéu dot lap lai dén 52 tudn. Tiép tuc diéu tri hodc bat dau diéu tri lai sau 4 "\
tudn néu can thiét, chi nén tiép tuc diéu tri sau khi ra soat k¥ tinh trang bénh nhan va dugc
thuc hién dudi sy gidm sat chat ché cua can boy té.

Khi st dung céc ché pham chira calcipotriol, téng luong thudc chia calcipotriol dung t6i da
hang ngay khong nén vuot qua 15 g. Dién tich ving da bdi thude khong vuot qua 30% dién

tich bé mt co theé. r
Déi tuone ddc biét “
Bénh nhan suy than/ gan 4
An toan va hiéu qua cua thudc & bénh nhan suy than niang hoic rdi loan chirc ning gan gL
nang chua dugc danh gid. Do do, khuyen céo khong ding thude cho nhitng bénh nhan nay. i
Tré em va thanh thiéu nién (st’O’l 18 tuoz) i
An toan va hiéu qua cta thube & tré em dudi 18 tudi chua duogc thiét 1ap. Vi vay khong nén ?:

str dung thubc & tré em dudi 18 tudi.

Cach dung:

TROZIMED-B dugc dung ngoai da. Khong duoc udng hodc dua thude vao trong co thé.
Chi boi thudc trén vung da bi bénh.

Ludn rira tay trude khi boi thude.

Tranh dung thube dudi bang ép vi n6 lam tang hip thu corticosteroid vao co thé ban.

Trénh ding thubc trén ving da ton thuong rong, trén mang nhdy hoic trong céc nép gip da
(hang, nach, dudi va) vi cd thé lam tang hip thu thudc.

-
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Khong bbi thude 1én mat hodc bd phan sinh duc vi cac ving da nay rat nhay cam véi thube.
Khong tron 1an TROZIMED-B v6i céc thude khac.

Ban c6_ thé bop thude truc tiép lén vung da bi vay nén hozc bop thubc ra ngén tay sach
trudce rdi bdi 1én ving da bi vay nén. Ban nén boi mot l6p thudc day sau d6 xoa nhe nhang
dé phu hét ving da bi ‘vay nén cho dén khi thubc thim hét.

Trir khi ban dung thudc dé diéu tri vay nén trén tay, ludn rira tay sau khi boi thudc. Vige
nay s ngan ngira viéc thude vo tinh dinh vao cac phan khac ctia co the Ban khong cén lo
ling néu thuoc dinh vao vung da binh thuong gan ving da b vay nén, tuy nhién, ban nén
lau sach néu thudc bbi lan ra qué rong.

Dé dat hiéu qua diéu tri tdi wu, ban khong nén rira noi boi thudc hodc tim ngay sau khi
dung thude.

Sau khi bdi thube, tranh dé da tiép xuc voi cac loai vai d2 bi dinh diu m& (nhu vai lua).
Ban nén giit da minh du do a 4m, dic biét 1a sau khi tim. Néu ban dung kem dudng am thi
hdly doi kem tham trude khi dung thuoc

Tranh tlep xuc qué nhidu véi anh nang tu nhién, anh sang dén hodc quang tri liéu.

HAu hét bénh nhan s& thiy két qua rd rang sau 2 tudn diéu tri, cho du khi d6 bénh vay nén
chua khoi hét.

CHONG CHI PINH

Man cam calcipotriol, betamethason hoic véi cac corticosteroid khac hodc voi bat ky thanh
phan nao cua thudc.

Bi rbi loan chuyén hoa calci.

Bénh nhén ¢6 bénh ly gan, thdn ndng.

Do thubc c6 chira thanh phan corticosteroid 13 betamethason nén: Chéng chi dinh ding
thube cho nguoi bénh bi ton thuong da do virus (nhu herpes hodc thuy du), nhiém trung
da do ndm hodc vi khudn, nhiém ky sinh trung, biéu hién trén da lién quan dén bénh lao,

viém da quanh miéng, teo da, ran da, tinh mach dudi da mong, bénh véy ca, mun trimg ca
thé thong thuong, mun trang c4 d6, da mit do, loét va vét thuong.

Bénh vay nén do da, troc vay va c6 mu.

Khong st dung cho mit, da mit.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tac dung trén hé nji tiét

Thudc c6 chia corticosteroid hoat tinh manh (nhém III), trdnh dung dong thoi voi cac
steroid khéc.

Tac dung khong mong mubdn lién quan dén viéc diéu tri corticosteroid toan than nhu trc ché
vo thuong than hoic tac dong trén kiém soat chuyen hoa trong bénh dai thdo duong cling
c6 thé xay ra khi diéu tri véi corticosteriod tai chd do kha ning hip thu toan than cta
corticosteroid.

Tranh bdi thube 1én vung da rong bi ton thuong, bang kin, hodc bdi 1én niém mac, mang
nhiy hodc ving da c6 nép glp vi c6 thé lam tang hap thu toan than corticosteroid.

Trong mot nghién ctru ¢ nhiing bénh nhén bi vay nén dién rong trén da dAu va toan than,
khi cho dung lidu cao ph01 hop calcipotrol/ betamethason dang gel (boi da dau) va thube
md& (boi toan than) cho thdy 5 trong s6 32 bénh nhan giam giGi han dap tng cortisol voi
hormon v thugng thén (ACTH) sau 4 tudn diéu tri.

Tac dung trén chuyen hoa calci

Do thudc chira thanh phén 1a calcipotriol, tang calei huyét co thé xay ra néu ding vuot qué
luong thudc chira calcipotriol t6i da hang ngay (15 g) va nhanh chong hdi phuc khi ngimg
diéu tri. Nguy co ting calci huyét giam khi tuan tha lidu khuyén céo. Dién tich ving da boi
thudc khong duge vuot qua 30% dién tich bé mat co thé.

Tac dung khong mong muén tai chd

Thudc ¢6 chira corticosteriod hoat tinh manh (nhom IIT) nén tranh dung dong thoi véi céac
corticosteroid khéc trén cing mot vang da. Da mat va bo phéan sinh duc rht nhay cam vai
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céc corticosteriod, do do, khong dung thudc trén nhitng ving da nay. Bénh nhén phai dugc
hudng dan sir dung thudc dung cach dé tranh boi thube hodc vo y lam dinh thudc 1én mat,
miéng va mit.

Nén khuyén bénh nhan rira tay sau khi boi thubc va tranh vo y lam dinh thudc vao cac phan
khéc cta co thé, dac biét 1a 1én mat. Chi dugc dung ngoai; khong dung tra mit, uéng hodc
dung trong am dao.

Thubc chta calcipotriol ¢ thé gay kich tmg da thuong ton va da bao quanh khong lién
quan.

Nhiém trung da dong thoi

Nén diéu tri bang liéu phap khang sinh thich hgp trong truong hop tén thuong bi nhiém
tring thu cép, ngimg diéu tri v6i corticosteroid néu nhiém tring ndng hon.

Ngung diéu tri

Diéu tri vay nén bang corticosteroid tai chd c6 thé c6 nguy co bi vay nén mun mu toan than
hodc cac tac dung hdi tng khi ngung didu tri. Do d6, can tiép tuc gidm sat chit ch& sau khi
ngung thudc. Tranh nglng thudc dot ngot.

Piéu tri kéo dai

Dung thubc kéo dai lam tang cac nguy co gdp phai cdc tac dung khong mong mudn cia
corticosteroid tai chd va toan than. Nén ngung didu tri néu co6 truomg hop gip phai cac tac
dung khong mong muén lién quan dén viéc str dung kéo dai corticosteroid.

Diéu tri chwa dwgc danh gia

Chua c6 kinh nghiém st dung dang phdi hop calcipotriol/ betamethason trong diéu tri vay
nén guttate.

Piéu tri phéi hop va phoi nhiém tia UV

Kinh nghiém dung thubc trén da ddu con han ché.

Thube m& calcipotriol/ betamethason diéu trj cac tén thuong vay nén toan than da duoc sir
dung phéi hop véi calcipotriol/ betamethason dang gel dung cho cac tén thuong vay nén
trén da dau, tuy nhién, kinh nghiém dung phdi hop calcipotriol/ betamethason Vv6i cac ché
phim diéu trj vay nén dung tai chd khéc trén ciing ving didu tri, v6i cac ché pham diéu tri
vay nén duong toan than hodc quang trj ligu con han ché.

Khuyén c4o bénh nhan nén tranh hodc han ché phoi da dudi anh néng tu nhién hodc nhén
tao. Chi sir dung calcipotriol didu tri tai chd cung voi phat xa UV khi bac s§ va bénh nhan
can nhéc réng loi ich vugt trdi so véi nguy co.

Canh b4o lién quan dén ta dwge

Thube c6 chira propylen glycol c6 thé gay kich tng da, polysorbat 80 c6 thé gay di tmg.

Do thubc c6 chira propylen glycol, khong dung thudc cho vét thuong hd hodc céc tén
thuong trén da c6 dién tich 16n (nhu bong) ma khong thong bao v6i bac st hodc dugce si.

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

Phu nit mang thai

Nghién cuiru trén dong vat ddi véi cac glucocorticoid cho thay c6 doc tinh sinh san, nhung
trong mot sb nghién ctru dich t& hoc (két qua tir dudi 300 phu nit mang thai) khong thdy c6
di tat bdm sinh & tré dugc sinh ra tir me duoc didu tri bang corticosteroid trong thai ky.
Nhimng nguy co trén ngudi chua rd. Calcipotriol qua duge nhau thai, tuy nhién chua co
nhitng nghién ctru co kiém soat, diy du & phu nit mang thai. Calcipotriol dung ngoai da
duoc hap thu mot it vao co thé nhung khong duoc cho la lam thay ddi can bang calci ndi
moi.

D3 ghi nhan c6 su giam cén ¢ tré so sinh khi ngudi me dung corticosteroid kéo dai, vi kha
nang uc ché vo thuong than & tré méi sinh do me dung corticosteroid kéo dai, nén khi ké
don can cAn nhic gitra loi ich va nguy co & tre.

Phu nit cho con bu

Chua 1o calcipotriol ¢6 tiét vao sita me khong.
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10.

Su phan b calcipotriol trong co thé duoc du doan tuong tu nhu céc vitamin khac. Str dung
calcipotriol trong thoi gian ngan trén mot bé mit nho khong dan dén su hép thu toan than
va chua thdy c6 tac dong Ién tré bt me. Trong nhiing truong hop khac, khong khuyén céo
cho con bu khi dang dung calcipotriol.

Betamethason phan b dugc vao trong sira me nhung & lidu diéu tri thuong khong gdy céc
tac dung khong mong mudn cho tré bt me.

Can than trong khi dung thubc m& calcipotriol/ betamethason cho phu nit dang trong thoi
ky cho con bu, khuyén céo bénh nhan khong nén cho con bu khi dang dung thude.

Bénh nhén can dugc hudng dan khong duoc boi thudc 1én v khi cho con bu.

Kha nang sinh san

Céc nghién ctru trén chudt ubng calcipotriol hodc betamethason dipropionat khong thdy c6
su suy giam kha nang sinh san & ca nam va n.

ANH HUONG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC

TROZIMED-B khéng ¢6 anh huéng hodc anh huong khong dang ké dén kha nang 1ai xe va
van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic cia thudc:

Dang phdi hop calcipotriol/ betamethason

Chua c6 nghién ctiu tuong tac thudc nao duge thuc hién véi dang phdi hop Calcipotriol/
betamethason.

Calcipotriol

Khi dung thude ddng thoi véi diéu tri bang anh sang tr ngoai B, can bbi thudc it nhit 2 gio
trude khi hodc sau khi chiéu tia cuc tim dé tranh lam giam tac dung cua tia tir ngoai cling
nhu cua calc1potr101

Ding dong thoi calcipotriol va acid salicylic dung ngoai da cé thé din dén mét tac dung
cua calcipotriol.

Khong str dung ddng thoi véi cac ché phdm bd sung calci hodc vitamin D hodc céc thube
tdng cuong kha dung toan than cua calci.

Chua c6 kinh nghiém vé phdi hop véi cac thudc tri vay nén khéc trén cuing mot ving da
vao cung mdt thoi diém.

Twong ky cua thudc:

Khong ap dung.

TAC DUNG KHONG MONG MUON

Thuong gdp, 1/100 <ADR < 1/10

Da va mo dudi da: Troc da, ngtra.

It gap, 1/1.000 < ADR < 1/100

Nhiém tr}‘mg va nhiém ky sinh trung: Nhiém trung da (bao gbm ca nhiém trung da do vi
khuan, ndm va do virus), viém nang 16ng.

Da va mé dudi da: Teo da, dot cdp cua bénh vay nén, viém da, ching do da, phat ban

(nhleu logi phan Gmg phat ban nhu ban da troc vay, ban dat sdn va phat ban mun mu), ban
xuét huyét hay bdm méu, cam gidc bong rat da, kich ung da.

Toan than va noi str dung: Thay ddi séc té da tai noi boi thude, dau tai noi boi thudc (bong

rat bao gbm dau tai noi boi thudc).
Hiém gap, 1/10.000 < ADR < 1/1.000

Nhim tring va nhiém ky sinh tring: Mun nhot.

Mién dich: Qua mén.

Chuyén hoa va dinh dudng: Tang calci huyét.

Da va md dudi da: Bénh vay nén mun mu, ran da, phan mg nhay cam anh sang, mun trimg
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11.

12.

ca, kho da.

Toan than va noi st dung: Hiéu tmg hoi tng.

Tré em:

Trong mot nghién ctru duge thuc hién ¢ 33 tré em tur 12 - 17 tudi duogc dleu tri bénh vay
nén thong thuong bang thuéc mé& calcipotriol/ betamethason trong vong 4 tudn toi liéu toi
da 56 g/ tuan. Khong c6 tac dung khong mong mudn khac duoc bao céo va khong thay tac
dung lién quan corticoid toan than. Tuy nhién, khong thé dua ra két luan chic chin vé an
toan cia thube m& dang phdi horp ndy & tré em va tré vi thanh nién.

Céc tac dung khong mong mubn dudi ddy duoc cho 1a ¢6 lién quan téi nhom duge ly tuong
mg cua calcipotriol va betamethason:

Calcipotriol
Téac dung khong mong mudn bao gom phén mg tai vi tri bbi thude, ngua, kich tmg da, cam

gidc bong va ngura ran, kho da, hdng ban, nodi man, viém da, eczema, vay nén ning thém,
viém da quanh miéng, phan mg nhay cam anh séng va mAn cam (bao gém ca nhitng ca
hiém gip pht mach va phu mat).

Téc dong toan than rat hiém gap: Tang calci huyét hodc tang calci niéu.

Betamethason (dwoi dang dlpropzonat)

Céc tac dung khong mong mudn tai chd c6 thé gap phai sau khi boi thudc, dac biét 1a khi st
dung kéo dai, bao gom teo da, gidn mao mach, ran da, viém nang 16ng, rdm long, viém da
quanh mleng, Vlem da tlep xue, mat séc t6 va keo mun thit.

Khi diéu tri vay nén bang corticoid c6 thé c6 nguy co bi vay nén mun ma.

Téac dung toan than do corticosteroid hiém gip & nguoi lon, nhung c6 thé nghiém trong. Uc
ché vo thuong than, nhiém trung, tang calci huyét, duc thuy tinh thé, anh huong dén kiém
soat duong huyét & ngudi bénh dai thdo duong co thé xay ra, dac biét khi diéu tri kéo dai.
Phan tmg toan than thuong gap hon khi dung thudc trén ving da rong, vung da dudi bang
ép (nhua, cac nép gap da) va khi diéu tri kéo dai.

Thudc ¢é thé gady ra cdc tdc dung khong mong muén khdc. Can theo doi chat ché va khuyén
cdo bénh nhdn thong bdo cho bdc sy nhiing tdac dung khong mong muon gap phai khi sie
dung thuéc.

QUA LIEU VA CACH XU TRi

St dung thude qua lidu khuyén céo 6 thé gay tang calci huyét nhung s& nhanh chong hoi
phuc sau khi nglrng thudc.

DA4u hiéu 1am sang cua tang calci huyet bao gom: Pa niéu, biéng 4n, budn ndn, ndn, to bon,
giam truong luc co, trAm cam, 14 1an va hon mé.

Theo ddi nong do calci huyét thanh 1 1an/ tudn dén khi nong d6 calci vé& mirc binh thuong.
St dung kéo dai céc corticosteroid tai chd c6 thé tic ché truc duéi ddi - tuyén yén - tuyén
thuong thén, 1am suy tuyén thuong than tht phét c6 hdi phuc. Trong trudng hop nay, bénh
nhan nén dugc diéu tri triéu chimg.

Truong hop ngé doc man tinh, phai ngung thudc tir tur.

Cé bo cdo mot bénh nhan vay nén do da rong da xuét hién hoi chung Cushing sau khi lam
dung thudc (da dung 240 g thudc mdi tudn, tuong ung 34 g/ ngay trong 5 thang), va bi vay
nén mun mu sau khi ngung diéu tri dot ngot.

DUQC LUC HQC

Nhém dwge ly: Thude didu tri vay nén khac dung tai chd, Calcipotriol dang phdi hop.

Ma ATC: DOSAXS2.

Calcipotriol

Calcipotriol 1a mot dan chat téng hop cua vitamin D3, ¢6 tac dung diéu tri vay nén. Co ché
tdc dung chinh xac d6i v6i bénh vay nén cua calcipotriol chua dugc hiéu day du, tuy nhién,
nhiing bang ching in vitro cho thdy thubc kich thich su biét hoa va uc ché tang sinh cla
nhiéu loai té bao trong do6 c6 té bao simg. Tac dung nay xap xi tuong duong véi vitamin D
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13.

14.
15.

16.

17

tu nhién nhung cho thdy hiéu qua st dung calci cua calcipotriol kém vitamin D tu nhién toi
100 - 200 lan.

Betamethason

Tuong tu nhu céc corticosteroid tai chd khac, betamethason dipropionat c6 tac dung khang
viém, khang ngta, co mach va tc ché mién dich, nhung khong co tac dung diéu tri can
nguyén cua bénh. Bing cach bang kin, téc dung co thé tang 1én do ting thim thudc qua té
bao simg, tuy nhién tdc dung khong mong muon ciing s€ tang. Noi chung, co ché khang
viém ciia céc steroid tai chd chua duoc hiéu 6.

DUQC PONG HQC

Hip thu: Su hép thu toan than cua calcipotriol va betamethason tir dang thubc m& phdi hop
hai hoat chat trén chua dén 1% liéu dung (2,5 g) sau khi béi lén ving da binh thuong (625
cm?) trong 12 gio. Boi thudc 1én ving da bi vay nén va bang kin co thé 1am tang sy hap thu
cla cac corticosteroid tai chd. Ty 18 thube duge hép thu qua da bi tdn thuong khoang 24%.
Nong do calcipotriol va betamethason dipropionat trong mau déu ducn muc dinh luong O
ca 34 bénh nhan diéu tri vay nén toan than va & da dau trong 4 - 8 tuln voi ca thude gel va
thuéc m& chira hai hoat chit. Nong do mot chét chuyén hoa ctia calcipotriol va mot chat
chuyén hoa ctia betamethason & mirc ¢6 thé dinh luong & mot vai bénh nhan.

Phén bé: Thubc lién két véi protein khoang 64%. Nghién ctru ¢ chudt cho thdy calcipotriol
va betamethason phéan bd cao nhét 1an luot trong than va gan.

Clmyen héa: Sau khi hap thu, ca hai hoat chat - calcipotriol va betamethason - déu dugc
chuyén hoa nhanh va hoan toan. Betamethason dugc chuyén hoa chi yéu & gan, mot phén
& than dudi dang céc ester sulfat va glucuronid.

Thai trie: Thoi gian ban thai cta hai hoat chét trong huyét tuong sau khi dung dudng tiém
tinh mach 1a khoang 5 - 6 gio. Do mot luong thudc duge giit trong da, thudc sau khi bdi
dugc thai trir theo timg ngay.

Calcipotriol thai trir chu yéu qua phan (chudt cbng va lon nhd) va betamethason thai trir
chu yéu qua than (chuot nhit va chudt cbng).

QUY CACH PONG GOI: Hop 1 tuyp x 30 g.

PIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUONG

Piéu kién bao quan: Dé thudc noi kho rdo, tranh anh sang, nhiét do khong quéd 30°C, va

ngoai tim véi clia tré em. I

Han dung: 36 thang ké tir ngay san Xuét.

Tiéu chuin chat lwong: Tiéu chuin nha san xuét. .

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XU.
ﬁr

San xuat tai:
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(DAVIPHARM) Nouyén Huy Hing

L6 M7A, Pudng D17, Khu Céng nghiép My Phudce 1, Phuong Théi Hoa, Thi xa@ Béh Cat
Tinh Binh Duong, Viét Nam .
Tel: 0274.3567.687 Fax: 0274.3567.68
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