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MA U NHAN THUOC PANG KY

1- MAU NHAN Vi TERPIN GOLEDIN EXTRA (1 vi x 10 vién nang ciing)
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MA U NHAN THUOC PANG KY

2- MAU NHAN CHAI TERPIN GOLEDIN EXTRA (Chai 200 vi€én nang ciing)

CONG THUC: CHI DINH, CHONG CHi aluﬁ
ae Terpin hydrat ............... 100 mg LIEU DUNG - CACH DUNG, THAN
' Natri benzoat .................. 50 mg TRONG VA CAC THONG TIN KHAC: | _—

T ey - ‘ din® Dextromethorphan HBr ...... 5mg  Xin doc trong t& hudng din sif dung. g_@
erpin goie Té dgc .. vita di ......... 1 vien

TIEU CHUAN AP DUNG: TCCS
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TO HUGNG DAN SU DUNG THUOC
Vién nang cimg TERPIN GOLEDIN EXTRA
(Thuée ban theo don)

TERPIN GOLEDIN EXTRA - Vién nang cing

¢ Cong thire: (cho mdt vién)

ol =100 L C————— 100 mg
= Nt BENZOGE vioscssmnsnnsisissmmmmemmmrsenorserssaces 50 mg
- Dextromethorphan hydrobromid.................. 5 mg
- Taduge......cueena..... vira du .................. 1 vién

¢ Tac dung duwoc ly: ’
Cac dic tinh dwoce lue hoe ( 7

(Tinh bdt ngé, bdt tale, magnesi stearat)

/

&

- Terpin hydrat: Cé tac dung hydrat ho4 dich nhay phé quan, c6 tac dung long dom, gitp

- Natri benzoat: Téac dung long dom, sat khuén.
- Dextromethorphan hydrobromid: La thudc giam ho ¢6 tac dung trén trung tdm ho 5/

Cic dic tinh duge dong hoc

16ng mao biéu md phé quan hoat dong da dang téng dom ra ngoai.

hanh ndo, khong ¢6 tac dung giam dau va néi chung rat it tic dung an than.

Dugc dung giam ho nhét thi do kich thich nhe & phé quan va hong nhu cam lanh thong
thudng hogc hit phai céc chét kich thich. Dextromethorphan diéu trj higu qua nhét trong ho
man tinh, khéng c6 dom.

C6 hiéu luc tuong duong véi codein va it gdy téc dung phu & dudng tiéu hoa hon, véi liéu
diéu tri, tac dung chéng ho cua thuoc kéo dai 5-6 gio. Ddc tinh thap, nhung véi lidu rat cao
c6 thé gay wrc ché hé than kinh trung wong.

Terpin hydrat: Chua c6 thong tin.

Natri benzoat: Pugc hip thu nhanh qua duc‘mgqtiéu héa, két hop véi glycerin trong gan &
dang acid hippuric va duoc bai tiét trong nudc ti€u trong khoang 12 gis.
Dextromethorphan hydrobron}id: Pugc hip thu nhanh qua dudng tiéu hod va tac dung
trong vong 15-30 phut sau khi ubng, tac dung kéo dai khoang 6-8 gi¢y (12 gi&r voi dang giai
phéng chim).

Thudc duge chuyén hod & gan va bai tiét qua nuéc tidu dudi dang khong dbi va céc chuyén
hod desmethyl trong d6 ¢ dextrophan c¢6 tic dung giam ho nhe.

Chi dinh:

Giim ho, long dom trong trwdong hop ho c¢6 dom.

Liéu diing, cich dung; dudng ding:

Nguoi 16m: Ubng 1-2 vién /lan, ngay 3 1in.

Tré em trén 6 tuéi: udng 1-3 vién/ngay, tuy theo tudi.

Chong chi dinh:

Ngudi c6 tién sir nhay cam véi bét ky thanh phén nao cua thude.

Suy hé hép, ho suyén.

Ngudi bénh dang diéu tri cac thude tre ché monoamin oxydase (MAO).
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Tré em duéi 30 thang tudi, tré em c6 tidn sir dong kinh hoic co giat do sét cao.
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Téc dung khéng mong mudn:

Dextromethorphan hydrobromid:

+ Thudng gap: Toan thin mét moi, chéng mét, nhip tim nhanh, budn nén, da dé bimg.

+ It gap: Nbi may day, ngoai ban, thinh thoang thdy budn ngu nhe, réi loan tiéu hoa. Hanh
vi ky quic do ngd doc, rc ché than kinh trung uong va suy hd hip co thé xay ra khi
dung li€u qua cao.

Terpin hydrat, natri benzoat: it ¢6 tic dung phu.

Thong bdo cho bac si nhing tac dung khdng mong mudn gip phai khi sir dung thubc.

Twong tic véi thude khic:

Dextromethorphan hydrobromid:

+ Tranh ding ddng thoi véi cac thude tre ché MAO.

+ Tang cuodng tac dung trc ché than kinh trung wong hodc cua dextromethorphan khi ding
dong thoi véi thudce nay.

+ Quinidin trc ché‘ cytochrom Pyso 2D6 co thé 1am giam chuyén héa dextromethorghan o
gan, lam tang nong d¢ nay trong huyét thanh va ting tic dung khong mong muédn cua
dextromethorphan.

Thén trong khi ding thude: \1

Dextromethorphan hydrobromid: \

+ Ngudi bénh b ho ¢6 qué nhiéu dom va ho man tinh & ngudi ht thude, hen hogc tran khi.

+ Ngudi bénh ¢6 nguy co hodc dang bi suy hd hép.

+ Dung liéu cao kéo dai c6 thé gdy lam dung va 1¢ thugc dextromethorphan.

+ Nén than trong véi tré em bi di tmg.

Sir dung cho phu nir ¢6 thai va cho con bu:

Stur dung duge cho phu nir ¢6 thai va cho con bu.

Sir dung cho ngudi ldi xe va vin hinh mdy méc:

Vi thude co thé gy chéng mét nén thén trong cho ngudi lai xe va van hanh may moc.

Qua liéu va cdch xir tri:

Dextromethorphan hydrobromid: Qu4 lidu dextromethorphan c¢6 nhiing triéu chimg nén,

budn nén, budn nga, nhin mo, rung giat nhan cau, bi tiéu tién, trang théi t€, mé, ao giac,

mat di€u hoa, suy hd hap, co giat.

Djéu tri: HO trg, dung naloxon 2 mg tiém tinh mach, cho dung nhic lai néu cin t&i tng
lieu 10 mg.

Terpin hydrat: Néu dung liéu cao (trén 1000 mg/ ngay), liéu trén trung binh thi tic dung
ngugce lai, phan tac dung, 1am khé, ¢ diac dom, sat dom, kho long, khé khéi ho.

Natri benzoat: Khi dung lugng natri benzoat trén 1g cho 1 kg thé trong s& ¢6 tridu chimg
qua liu nhu: Oi mira, co giat, rdi loan tng hop protein.

Trinh bay:

Hop 10 vi x 10 vién nang cimg.

Chai 200 vién nang cimg.

Han dung:

36 thang ké tir ngay san xuét.

Bio quéan:

Noi khé mat, nhiét d6 dusi 30°C, tranh 4nh séng.

Tiéu chuin: TCCS
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DE XA TAM TAY CUA TRE EM

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG

THONG BAO CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI
KHI SU DUNG THUOC

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

w TP. HCM ngay 06 thang 07 nam 2017
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10.

11.

TO HUONG DAN SU DUNG CHO BENH NHAN

Tén thuée: TERPIN GOLEDIN EXTRA

Khuyén cdo:

Poc k§ huéng dan sir dung trude khi dung

Pé xa tdm tay tré em

Thubc béan theo don

Thong bao cho béc s¥ hodc dugc sy nhitng tdc dung khong mong mudn gip phai khi sir
dung thudc.

Thanh ph:’in, ham lwong ciia thude:

Hoat chit: Terpin hydrat ........cccoovevurierceierrinnne 100 mg
Natri benzoat .......ccccevvniinciiiniinnnnnne, 50 mg
Dextromethorphan HBr.......coooviivniinnan. 5mg »1(

T4 duoc: Tinh bdt ngd, bdt tale, magnesi stearat.

M3 ta san p’hém: Vién nang clng sé 2, nip mau vang, than mau tring, bén trong chira cém
thudc mau trang, kho toi, dong nhat.

Quy cich déng géi: Hop 10 vi x 10 vién; Chai 200 vién.

Thudc dung cho bénh gi:

Giam ho, long dom trong truong hop ho c¢6 dom.

Nén dang thudc nay nhu thé nao va liéu lwong:

Nguwdi 1én: Udng 1-2 vién /lin, ngay 3 lan.

Tré em trén 6 tudi: udng 1-3 vién/ngay, tiy theo tudi.

Khi nao khéng nén dung thudc nay:

Ngudi ¢6 tién sit nhay cam véi bét ky thanh phén nao cta thude.

Suy h hép, ho suyén.

Ngudi bénh dang diéu tri cac thude rc ché monoamin oxydase (MAO).

Tré em dudi 30 thang tudi, tré em co tién sir ddng kinh hodc co giat do st cao.

Té4c dung khéng mong muén:

Dextromethorphan hydrobromid:

+ Thudmg gap: Toan thin mét moéi, chéng mit, nhip tim nhanh, budn non, da d6 bimg.

+ {t gap: N6i may day, ngoai ban, thinh thoang thiy budn ngi nhe, rdi loan tidu héa. Hanh

vi ky quidc do ngd ddc, (rc ché than kinh trung wong va suy hd hap cé thé xay ra khi ding
1idu qua cao.

Terpin hydrat, natri benzoat: It ¢6 tac dung phu.

Thdng béo cho bac si nhimg tac dung khong mong mudn gip phai khi sit dung thube
Nén tranh diung nhirng thudc hoiic thue phz’?im gi khi dang sir dung thudc nay.
Dextromethorphan hydrobromid:

+ Tranh dung ddng thoi véi cac thube e ché MAO.

+ Téng cudng tac dung te ché than kinh trung wong hodc cla dextromethorphan khi ding
ddng thoi vai thude nay.

+ Quinidin trc ché cytochrom P450 2D6 c6 thé lam giam chuyén hoa dextromethorphan &

gan, 1am ting néng d6 nay trong huyét thanh va ting tic dung khéng mong mudn cia
dextromethorphan.

Cin 1am gi khi mdt 1an quén khéng dung thudc:
Tiép tuc ding thude theo huéng dan.

w7
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12,

13.

Cin bio quan thudc nay nhw thé nao:

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

Nhirng ddu hiéu va triéu ching khi ding thude qua liéu:

Dextromethorphan hydrobromid: Qua lidu dextromethorphan ¢6 nhimg tri¢u chung nén,

budn nén, budn ngu, nhin mo, rung gidt nhan cau, bi tiéu tién, trang thai t&, mé, 4o gidc, mit
diéu hoa, suy hé hip, co giat.

Terpin hydrat: Néu ding liéu cao (trén 1000 mg/ ngay), liéu trén trung binh thi tic dung
nguoc lai, phan tac dung, lam kho, ¢6 dic dom, sat dom, khé long, khé khéi ho.

Natri benzoat: Khi dung lugng natri benzoat trén 1g cho 1 kg thé trong s& c6 triéu ching
qua liéu nhu: Oi mura, co giat, roi loan tong hgp protein.

. Can phai lam gi khi diung thuoc qua liéu khuyén cio:

Dextromethorphan hydrobromid: Hb trg, ding naloxon 2 mg tiém tinh mach, cho dung
nhac lai néu cén t&i tong liu 10 mg.
Terpin hydrat va natri benzoat: Diéu trj triéu chimg. 7/

. Nhirng Diéu cin thin trong khi ding thudc nay:

Dextromethorphan hydrobromid:
+ Nguoi bénh bi ho ¢6 qua nhiéu dom va ho man tinh & ngudi hit thubc, hen hodc tran khi.
+ Ngudi bénh ¢6 nguy co hodc dang bi suy ho hép.

+ Dung lidu cao kéo dai c¢6 thé gdy lam dung va 1& thugc dextromethorphan.

+ Nén thén trong voi tré em bi di ung.

Sir dung cho ngudi lai xe va van hanh may méc: Vi thube c6 thé giy chong mit nén t
trong cho ngudi 1ai xe va van hanh may méc.

- Str dung cho phu nit mang thai va cho con bt: Str dung dugc cho phu nir ¢6 thai va cho con

16.

17.

18.

19,

bu.

Khi no can tham vin bic sy, duoc sj:

Néu cin thém thdng tin xin hoi y kién béac s§ hodc dugc s3.

Han dung cia thudc:

36 thang ké tir ngay san xuét.

Tén, dia chi, biéu twong (néu cé) ciia co sé sin xuit. ,

Tén nha san xuat: CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
bia chi: Lo 11D, duong C, KCN Tén Tao, Q. Binh Tan, Tp.HCM. |
Dién thoai: (08) 37.541.999 — Fax: (08) 37.543.999 4
Ngiy xem xét sira ddi, cip nhit lai ndi dung hwéng din sir dung thudc: 06/07/2017

-~

TU Q(‘L G —H{l'(j\(l
PTKL;O\G PHONG

-,:}'(,m;w ,ffu Chu (fm.y
i1



