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MAU NHAN THUOC PANG KY
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MAU NHAN THUOC PANG KY

2. MAU NHAN Vi HISTALIFE (1 vi x 10 vién nén)
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Cyproheptadin HCI 4mg
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MAU NHAN THUOC PANG KY

3. MAU HOP HISTALIFE (Hép 10 vi x 10 vién nén)
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Rx Thudc bdn theo don

TO HUONG DAN SU DUNG CHO CAN BO Y TE
Vién nén HISTALIFE

Tén thudc: HISTALIFE
2. Thanh phin ciu tao ciia thude: (cho mot vién)
- Cyproheptadin hydroclorid....................... 4 mg
S T 1 SR —— vira di ... 1 vién

(Tinh bt sén, dextrose anhydrous, lactose, primellose (natri croscarmellose), magnesi stearat,
PVP K30 (Polyvinylpyrrolidon), mau tartrazin, mau erythrosin).

%

3. Dang bao ché: Vién nén \
4. Cic dic tinh dwoc luc hoc, dwge ding hoc: : 75; _.||
Duwoe lue hoe m '_f.

- Cyproheptadin 1a chit d6i khang histamin thé hé 2 thuoc nhém piperidin, cﬁ tic
dung khing cholinergic va an than do canh tranh vi tri giin cia histamin trén céc
-’ receptor.

Sw phong thich histamin gay ra sir co thit phé quén, gian mach ha huyét dp, phi né,
ting tiét dich da day, co g:at sbc phin vé...Viée thir nghiém trén djng vit dia chimg
minh hi¢u qua nhw mét chat doi vin cia cyproheptadin trén cdc tic djng ndy cia |
histamin. /S

Cyproheptadm lam gidm co thit phé quin, giim tiét dich da ddy, gidm phu né, co/’ 5/ ,C
mach ting huyét dp. r | R
Trén thin kinh trung wong, cyproheptadin co tic dung an than, gay ngu, tang tlet\_\ b\ U

ADH, kich thich sy thém in. o\
- Thube ciing c6 tic djng trén co tron rudt lam giim co thit co tron. \H

Téc dung e ché sy ting t:et dich da day do histamin giy ra cuia cyproheptadin
khong thong dung vi cic chit khang histamin dic hiéu khong anh hwing dén tic
dong nay cua histamin.

Cyproheptadin hydroclorid dwge dinh gid sir dung cho nguwoi trong cic trwomg hop
thude khing histamin tiéu chuén khsc khong c6 hiéu qua diéu tri.

- Duwoc dong hoc

- Thoi gian thubc dat ndng d t6i da sau khi udng 1 6-9 gid. Thoi gian ban thai tir 10
dén 15 gio.

- Cyproheptadm la amin hoa tan trong lipid nén hap thu nhanh qua dwong tiéu hoa,
thude phan bd khip cic té chire ciia co' thé.

Thube chuyen ho# nhanh ¢ gan thanh cac chit khong hoat tinh, su chuyén hoa bao
gom qui trinh demethyl hod, theo sau la oxy ho4 va hydroxyl ho4, cubi cung lién hop
v@i sulfonic acid. :
Thubc dwoe thii trir chi yéu qua thgn, khoiang 5% lwgng thude & dang khéng dobi :
dao thal qua nwde tidu. Sw bai tiét qua thén chiém 2/3 den 3/4 tong lwgng thudc
chuyén hod. Khoang 2-20% chit chuyen hod dwge bai tlet qua phan, trong dé
khoang 34% chat chuyen hoi thai qua phéin & dang khung dbi, twong ng véi it hon
5,7% liéu. 40% chit chuyén hoa dwgc thii trir qua nwéc ti¢u.
Khéi ning théi trir bj suy gidm & bénh nhin suy thiin, ¢6 nguy co qui liéu & nhirng
bénh nhin nay.
5. Quy ciach dong goi:

- H¢p 10 vi x 10 vién.

- Chai 200 vién.
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6.

Chi dinh, liéu ding, cich ding, chéng chi dinh:
a. Chi dinh:

Piéu tri di img va ngira: Cyproheptadin ¢6 pham vi chdng di g va ngira rong, ca cp
tinh va man tinh, bao gom:

Viém da thén kinh va viém da thén kinh ngoai bién.

Eczema, viém da eczema.

Phén tng di img con tring cén nhe va cuc bd.

Viém két mac dj img do hit phai cac chit giy dj img va thuc phdm.

Di tmg da nhg va khong bién ching biéu hién ciia bénh may day va phu mach thin
kinh.

+ Phén ung di ing véi mau hodc huyét thanh, ngira hdu mén-sinh duc, ngira do thuy
dau.

+ + + + + +

biéu tri chimg dau ntra dau va dau dau do co mach. /

. Liéu ditng, cach ding:

Diéu tri di tmg va ngua: Liéu dung tuy thude nhu cdu va dap tmg cu benh nhan,

+ Tréem:

o Tir7 dén 14 tudi: Liéu thong thuong la 4 mg (1 vién) x 2 hofic 3 lin mdi ngay,
khong dugce vuot qua lieu 16 mg/ngay.
o Tir2 dn 6 tudi: Dung dang bao ché khac.

+ Ngudi 16n: Tong liéu hang ngay cho nguoi 16n khéng duwge vugt qua 0,5 mg/kg/
ngdy. Thong thudng la litu 4 mg (1 vién) x 3 14n mdi ngay, khong dugc vuot qua
lieu 32 mg/ngay.

Dé diéu tri dau dau va dau dau do co mach:

+ Liéu dy phong va diéu tri: l1cu khoi diu la 4 mg, lip lai néu can thlet sau nira gio.
Bénh nhin thudmg dap img t6t vai lidu 8 mg, khong nén vuot qué lidu nay trong 4-6
gid.

+ Liéu duy tri: 4 mg mdi 4-6 gio.

Chéng chi dinh:

Qué man vdi cyproheptadin hodc bat cir thanh phan nao cua thude.
Khong dung cho tré em dudi 2 tudi.

Bénh nhan dang diéu tri con hen cip tinh.

Piéu tri ddng thoi véi cac thude trc ché monoamin oxidase.
Glocom goc dong.

Hep da day ta trang.

Phi dai tuyén tién liét.

Téc nghén ¢d bang quang.

Téc ngh&n mdn vi-té trang.

Phu nit cho con bi.

Nguoi cao tudi, bénh nhin suy nhuge.

Than trong khi ding thube:

T!méoc khéng histamin khong nén ding dé diéu tri céc triéu chimg duong ho hip dudi, bao
gom ca nhirng bénh hen suyén cap tinh.

Do an toan va hiéu qua cua cyproheptadin chua dugc danh gia ¢ tré em duéi 2 wdi.

Qué lidu thude khang histamin, dic biét 1a & tré so sinh va tré em c6 thé tao ra do gidc,

Viém mili quanh nam va viém mili di img theo mua, viém miii do rdi loan vin mach.
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tram cam hé trén hé than kinh trung wong, co gidt, ngl‘mg hé hép va tim, c thé tir vong.
Thube khang histamin c6 thé lam giam su tinh tao vé tinh than, nguoc lai, dic biét 1a ¢ tré
nho, ddi khi c6 thé bi kich thich.

Bénh nhén can duge canh béo khong nén tham gia vao cdc hoat dong doi héi phai c6 sy
phéi hop va sy tinh téo tinh than, ching han nhu 1ai xe hay van hanh may méc.

Piéu trj kéo dai véi cac thude khang histamin ¢6 thé giy ra roi loan mau.

Cyproheptadin c6 téc dung gibng atropin nén phai duge sir dung thén trong & nhimg bénh
nhén c6 tien sir hen phé quan, tang nhan ap, cudng gidp, bénh tim mach hoéc ting huyét
ap.

San pham thudc nay cé chira lactose, bénh nhin mic céc rdi loan khong dung nap
Galatose, chimg thiéu hut Lapp Lactase hozic réi loan hip thu Glucose-Galatose khong
nén sur dung thudc nay.

San pham thudc nay c6 chita dextrose, thin trong cho bénh nhén bi tiéu duong.

Tartrazin: C6 thé gdy phan tmg dj (mg. :

Twong tic cua thube: W

Str dung cing cac thubc rc ché MAO lam kéo dai va ting cuong tac dung khang
cholinergic ctua cyproheptadin.

C6 thé hlep dong tac dung clia ruou, cdc thude trc ché than kinh trung wong, vi du nhu
thudc ng, thude gidm dau, thude an thin va céc chat chéng lo Au.

C6 thé anh hudng téi cac thude chéng trim cam ting dan truyen serotoni, bao gdm céc
thube trc ché téi hap thu chon loc serotonin (SSRI). Diéu nay c6 thé din dén tai phat bénh
trAm cam va c4c triéu chimg lién quan.

Cyproheptadm ¢6 thé gdy ra két qua xét nghiém duong tinh gia do dung céc loai thude
chong tram cam ba vong (TCA) bdi vi cyproheptadin va TCAs ¢é thé tao ra céc triéu
chimg qué liéu tuong ty nhau.

Tic dung khéng mong mudn:

Thudng gip: Budn ngi, ngi ga. Tac dung nay co thé hét sau 3-4 ngay diéu tri dau tién.

Téc dung khong mong mudn cia thube khéng histamin:

+ Mau va h¢ bach huyét: Thiéu mau tan huyét, giam bach ciu, mit bach ciu hat, giam
tiéu cau.

+ Ha théng mién dich: Biéu hién dj timg phat ban va phi né, séc phan vé.

+ Chuyén héa: Réi loan an udng (chan an, hau in)

+ T4m thin: Nhim 14n, bon chén, bt rat, khé chiu, cing thing, mat ngu, hanh vi hung
hing, @o giac, kich dong va hung phan.

+ H¢ than kinh: An thén, buon ngu (thuong thodng qua), chong mat, run, di cam, viém

day than kinh, co git, ngét, dau diu.

Thi gidc: M& mat, nhin déi.

Thinh gidc: U tai, chéng miit.

Tim mach: Nhip tim nhanh, ha huyét ap.

H6 hip: Ho ra mau, khd mili va cd hong, thé kho khe, nghet mii, dau thit nguc.

Da day-rudt: Kho miéng, dau vung thugng vi, budn ndén, ndén mira, tiéu chay, tao bon.

Mait-gan: Téng cholesterol, suy gan, viém gan, chirc ning gan bét thuong, vang da.

Da: May day, nhay cam véi 4nh sang, md hoi qua nhiéu.

Thén-tiét nigu: Khé tiéu, bi tiéu.

Sinh san: Mén kinh sém.

Thong bédo cho bac si nhitng tac dung khong mong mudn giip phai khi sir dung thudc

+ + + + + + + + +
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Qui li¢u va cich xir tri:

Triéu chimg qua liéu thuﬁc khang histamin co thé thay dbi tir trdm cam hé than kinh trung
wong hay kich thich dén co gidt, ngimg ho hép, tim va tir vong, ddc biét 1a & tré so sinh va
tré em. Cac trigu chimg glong atropin va da day-rudt c6 thé Xay ra.

Néu nén mira khong xay ra, phai duge giy non bang siro ipeca. Néu bénh nhan khong thé
nén, bénh nhin dugc rira da day véi dung dich muoi dang truong hodc ban dang truong,
sau d6 dung than hoat tinh. Phai cé bién phap phong ngira ngan chan sy hit lai, dic biét la
O tré so sinh va tré em.

Céc ddu hiéu va triéu chimg de doa su séng & than kinh trung wong nén duge diéu tri
thich hgp.

Thube tdy mudi gitip 1dy nude vao dudong rudt bing cach thim théu dé lam loang dung
dich trong ru¢t nhanh chéng.

Khéng ul;ét thiét phai sir dung ghét kich thich thén kinh trung wong, nhung ¢é thé phai sir
dung thudc tiang huyét ap dé chong lai ha huyét ap.

Cic diu hiéu cin lwu ¥ va khuyén cdo:

Str dl,mg cho ngudi 1i xe va van hanh may méc: Thube ¢6 thé gay budn ngu, dic biét 1a
giai doan déu cua didu tri nén than trong cho ngudi lai xe hodc van hanh may moc.

Sir dung cho phu nir mang thai va cho con bu:

+ Phy nir mang thai: Céc nghién ctru trén dfng vét khong cho thiy tic dung gdy quai
thai. Tuy nhién khong nén sir dung thude nay trong sudt thai ky

+ Phu nir cho con ba: Khong biét cyproheptadin ¢6 dwgc bai tiét qua sita me hay
va vi nhing nguy co xay ra cac phan ung nghiém trong & tré so sinh bu me, nén n

cho con bit hodic ngimg dung thude phai dugce cin nhc lgi ich/ rti ro cta thude. f
Piéu kién bio quin, han dung: /& /
Noi khé mat, nhiét d§ dudi 30°C, tranh anh sdng. Y
Han diing: 36 thang ké tir ngdy san xudt. N

Tén, dja chi ciia co s¢ san xuit:
CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudng C — KCN Tan Tao — Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999

10.

1.

12.

13.
S

TP. HCM nga 11 thang l2 nam 2017
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TO HUONG DAN SU DUNG CHO BENH NHAN

Tén thude: HISTALIFE

Khuyén cdo:

Doc k§ huéng dan sir dung truée khi ding

Pé xa tAm tay tré¢ em

Thudc ban theo don

Thong bao cho bac sy hodc duge sy nhimg tdc dung khong mong mudn gap phai khi sir
dung thudc.

Thanh phin, him lwong ciia thude:

Hoat chét: Cyproheptadin hydroclorid........... 4 mg

Ta dugc: Dextrose anhydrous, lactose, tinh bit sén, PVP K30 (Polyvinylpyrrolidon), primellose
(Natri croscarmellose), mau tartrazin, mau erythrosin, magnesi stearat.

Mo ta sin phfim: Vién nén tron mau cam, mdt mat vién nhin, mot mét vién co chir N, canh
va thanh vién lanh lan.
Quy cdch dong géi: Hop 10 vi x vi nhém/PVC 10 vién; Chai nhya 200 vién.
Thudc dung cho bénh gi:
Piéu tri di tmg va ngira: Cyproheptadin ¢ pham vi chéng dj img va ngira rong, ca cép tinh
va man tinh, bao gém:
+ Viém da than kinh va viém da than kinh ngoai bién.
+ Eczema, viém da eczema. :\m
Phan trng dj irng c6n trung cin nhe va cuc b.
Viém miii quanh ndm va viém miii di ing theo mua, viém miii do rbi loan vin mach,
Viém két mac di tmg do hit phai céc chét gy di tmg va thyc pham.
Di ting da nhe va khong bién chimg biéu hién clia bénh may day va phi mach thin kinh.
+ Phén tmg di img véi mau hodc huyét thanh, ngira hiu mén-sinh duc, ngira do thuy dau.
Piéu tri chimg dau nira diu va dau diu do co mach.
Nén ding thudc nay nhw thé nio va lidu lwong:
Diéu tri di ing va ngira: Lidu dung tiy thudc nhu cu va dap ‘mg cta bénh nhén.
+ Tréem:
o Tir7 dén 14 tuéi‘: Liéu thong thuong la 4 mg (1 vién) x 2 hodc 3 lan mdi ngay, khong
dugc vuot qua lieu 16 mg/ngay.
o Tir 2 dén 6 tudi: Ding dang bao ché khac.
+ Ngudi 16n: Téng lgéu hang ngay cho ngudi 16n khéng dugce vuot qua 0,5 m g/ngay.
Théng thudmg la lidu 4 mg (1 vién)x3 lan mdi ngay, khong duge vugt qua lieu 32 mg/ngay
Dé diéu tri dau diu va dau diu do co mach:
+ Liéu dy phong va diéu'tri_: Iiéq khoi du 1a 4 mg, lip lai néu !:é"m thiét sau nira gio. Bénh
nhén thuong dap tmg tot vai lieu 8 mg, khong nén vugt qua lieu nay trong 4-6 gio.
+ Liéu duy tri: 4 mg mdi 4-6 gio.
Khi ndo khéng nén ding thudc nay:
Qua mén véi cyproheptadin hodc bt cir thanh phin nao cia thue.
Khdng dung cho tré em dudi 2 tudi.
Bénh nhén dang diéu tri con hen cép tinh.
Diéu tri ddng thoi véi cac thude irc ché monoamin oxidase.
Glocom goe dong.
Hep da day ta trang.

+ + + +
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10.

11

12,

13.

14.

Phi dai tuyén tién liét.

Tic nghén ¢ bang quang.

Tic ngh&n mén vi-ta trang.

Phu nif cho con bi.

Nguoi cao tudi, bénh nhan suy nhugc.

Téc dung khéng mong muén:

Thuong gip: Budn ngu, ngu ga. Tac dung nay c6 thé hét sau 3-4 ngay diéu tri dau tién.

T4c dung khong mong mubn cua thube khang histamin:

+ Mau va h¢ bach huyét: Thidu mau tén huyét, giam bach ciu, mat bach ciu hat, giam tiéu
cau.

+ Heé théng mién dich: Biéu hién di img phét ban va phi né, séc phan vé.

+ Chuyén héa: Réi loan &n uéng (chan 4n, hau 4n)

+ Tim thin: Nhim I4n, bon chdn, but rat, khé chiju, cing thing, mit nga, hanh vi hung
hing, 4o gidc, kich dong va hung phén.

+ Hé than kinh: An than budn ngu (thuong thoang qua), chéng mét, run, di cam, viém day

than kinh, co giat, ngit, dau dau.

Thi giac: Mo miit, nhin déi.

Thinh gidc: U tai, chéng mat. /

Tim mach: Nhip tim nhanh, ha huyét ap. {

Ho hép: Ho ra mau, kho miii va ¢ hong, th kho khé, nghet mili, dau thét nguc.

Da day-rudt: Kho miéng, dau viing thugng vi, buén nén, nén mira, tiéu chay, tao bén

Mat-gan: Tang cholesterol, suy gan, viém gan, chirc ning gan bét thuong, vang da

Da: May day, nhay cam v6i dnh sang, md hdi qué nhiéu.

Than-tiét niéu: Kho tiéu, bi tiéu.

Sinh san: Mén kinh sém.

Théng bao cho bac si nhig tac dung khong mong mudn giip phai khi sir dung thude

Nén trinh ding nhirng thudc hojic thwe phim gi khi dang sir dung thude nay.

Str dung cung cac thude tre ché MAO lam kéo dai va tiang cudng tac dung khang cholinergic

cua cyproheptadin.

Co thé hi¢p dong tac dyng cua ruQu, cac thudc e ché than kinh trung wong, vi du nhir thude
ngu, thube giam dau, thudc an thin va céc chét chéng lo du.

C6 thé anh hudng téi cac thude chéng trim cam ting dan truyén serotonin, bao gbém cac
thude tre ché tai hap thu chon loc serotonin (SSRI). Diéu nay c6 thé din dén tai phat bénh
tram cam va céc triéu ching lién quan.

Cyproheptadm c6 thé gy ra két qua xét nghiém duong tinh gia do dung céc loai thube
chong tram cam ba vong (TCA) boi vi cyproheptadin va TCAs ¢6 thé tao ra cac triéu ching
qua liéu tuong ty nhau.

Cin 1am gi khi mjt lin quén khong ding thude:

Tiép tuc ding thudc theo huéng dan.

Cin bio quan thude nay nhir thé nao:

Noi khd mat, nhiét d6 dudi 30°C, tranh 4nh sang.

Nhirng ddu hiéu va tri¢u ching khi dung thubc qua liéu:

Triéu chimg qua lidu thuoc khéng histamin c6 thé thay ddi tir trAm cam hé than kinh trung
wong hay kich thich dén co gidt, ngimg ho hip, tim va tir vong, dic bit 1a & tré so sinh va
tré em. Céc triéu chimg giéng atropin va da day-ruot c6 thé xdy ra.

Cin phii lam gi khi diung thube qu4 liéu khuyén cdo:

+ + + + + + + + +
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16.

17.

18.

19.

Néu nén mura khéng xay ra, phai duo'c gdy non béng siro ipeca. Néu bénh nhén khéng thé
nén, b¢nh nhan dwgc rira da day véi dung dich mudi déng trrong hoic ban ding truong, sau
do dung than hoat tinh. Phai c6 bién phap phong ngira ngin chin sy hit lai, ddc biét 1a & tré
so sinh va tré em.

Céac diu hiéu va triéu ching de doa su séng & than kinh trung wvong nén dugce didu tri thich
hop.

Thube tdy mudi gitp 1dy nuée vao dudng rudt bing cich thdm thiu dé lam lodng dung dich
trong ruét nhanh chong.

Khdng nhit thiét phal sur dung chét kich thich thin kinh trung wong, nhung c6 thé phai sir
dung thube t}ing huyét 4p dé chdng lai ha huyét ap.

o Nhu’ng Diéu cin thin trong khi dang thudc nay:

Thuoc khang histamin khong nen dung dé diéu tri cdc triéu chimg duong hd hép dudi, bao
gdm ca nhing bénh hen suyén cép tinh.

D6 an toan va hiéu qua cia cyproheptadin chua dwoc danh gia & tré em dudi 2 tudi.

Qua liéu thude khang histamin, ddc biét 1 & tré so sinh va tré¢ em c6 thé tao ra 4o gidc, trAm
cam h¢ trén hé thin kinh trung wong, co giit, ngimg hd hp va tim, c6 thé tir vong.

Thube khang histamin c6 thé 1am giam su tinh tdo vé tinh thén, nguoc lai, dic biét la & tré
nho, d6i khi c() thé bj kich thich.

Bénh nhan cén duge canh béo khong nén tham gia vao cac hoat dong doi hoi phai ¢ sy
phm hop va sir tinh tao tinh than, ching han nhw lai xe hay vﬁn hanh may mo

Piéu trj kéo dai véi cac thube khang histamin c6 thé gay ra rbi loan méu. (M/
Cyproheptadin c6 tac dung gidng atropin nén phai duoc sir dung than trong & nhimg bénh
nhan ¢6 tién sir hen phé quan, ting nhin 4p, cudng gidp, bénh tim mach hodc ting huyét ap.
San phdm thudc ndy c6 chira lactose, bénh nhan méc céc rdi loan khéng dung nap Galatose,
ching thiéu hut Lapp Lactase hodc rbi loan hdp thu Glucose-Galatose khong nén sir dung
thudc nay.

San pham thudc nay cé chira dextrose, thin trong cho bénh nhén bi tiéu duong.
Tartrazin: C6 thé gay phéan img dj img.

Sir dung cho ngudi l4i xe va véin hanh may méc: Thude c6 thé giy budn nga, dic biét |
doan dau cua diéu tri nén thén trong cho ngudi 1ai xe hodc van hanh may méc.

Sir dung cho phu nir mang thai va cho con bu:

A
+ Phu nir mang thai: Cac nghién ctru trén dong vat khong cho thiy tac dung gy quanthh;.
Tuy nhién viéc sir dung thudc nay la khong nén trong suét thai ky. / £

&

+ Phu nir cho con bii: Khong biét cyproheptadin c6 duoc bai tiét qua sira me hay khong#a
vi nhiing nguy co xay ra céc phan img nghiém trong & tré so sinh b me, nén ngimg cho
con bu hoac ngung dung thudc phai duge can nhic loi ich/ rii ro cua thudc.

Khi nan cin tham vin béc s§, dwge sy: s
Néu can thém thong tin xin hoi y kién béc s§ hodc du sy ; 7= T i\
Han ding ciia thudc: . &
36 thang ké tir ngay san Xudt. 1\ 'vi':}‘.;‘ ¥
Tén, dia chi, biéu twgng (néu ¢b) ciia co' s& san xuit. 3 o y'_“jg,/
Tén nha san xudt: CONG TY TNHH DUQC PHAM USA § '
bia chi: Lo 11D, dudng C, KCN Tan Tao, Q. Binh Tan, Tp.HCM.
Dién thoai: (08) 37.541.999 — Fax: (08) 37.543.999

Ngay xem xét sira dbi, cip nhit lai ndi dung huéng din sir dyng thude: 11/12/2017

-NIC PHARMA)

TUQ.CUC TRUONG
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https://trungtamthuoc.com/



