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MAU NHAN VI, HOP XIN DANG KY
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RX thuéc ban theo don

10 vi x 10 vién nang cirng

DEXTROMETHORPHAN

Buno Bueu usin 0L X 1A 0L

GMP-WHO

CONG TY CP DUQC HA TiNH
Dia chi: 167 Ha Huy Tap - TP. Ha Tinh
HADIPHAR OT: 039. 3855006 * Fax: 039. 3856821

RX for prescription only

10 Blisters x 10 capsules

DEXTROMETHORPHAN

GMP-WHO

10 vi x 10 vién nang clrng

HA TINH PHARMACEUTICAL

JOINT - STOCK COMPANY

167 Ha Huy Tap. St - Ha Tinh City
HADIPHAR e 039. 3855906 * Fax: 039. 3856821

Ha Tiph-ngay 17 thang 7 ndm 2017
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CONG TY CP DU'QC HA TINH
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RX thuéc ban theo don

25 vi x 10 vién nang cirng

DEXTROMETHORPHAN

GMP-WHO

CONG TY CP DUQC HA TiNH
Dia chi: 167 Ha Huy Tap - TP. Ha Tinh
HADIPHAR DT: 039. 3855906 * Fax: 039. 3856821

MAU NHAN Vi, HOP XIN DANG KY

RX for prescription only

25 Blisters x 10 capsules

DEXTROMETHORPHAN

GMP-WHO

HA TINH PHARMACEUTICAL

JOINT - STOCK COMPANY

167 Ha Huy Tap. St - Ha Tinh City
HADIPHAR et 039. 3855906 * Fax: 039. 3856821

10 vi x 10 vién nang cirng

Ha Tinfizngay-17 thang 7 nam 2017
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RX thuéc ban theo don

5 vix 10 vién nang cirng|

DEXTROMETHORPHAN

Buno Bueu uaiA 0| X 1A O}

GMP-WHO

CONG TY CP DUQC HA TiNH
Dia chi: 167 Ha Huy Tap - TP. Ha Tinh
HADIPHAR DT: 039. 3855906 * Fax: 039. 3856821

RX for prescription only

5 Blisters x 10 capsules:

DEXTROMETHORPHAN

GMP-WHO

HA TINH PHARMACEUTICAL

JOINT - STOCK COMPANY

167 Ha Huy Tap. St - Ha Tinh Clty
HADIPHAR et 039. 3855906 * Fax: 039, 3856821

10 vi x 10 vién nang cirng

Ha Tinh, ngay 17 thang 7 nam 2017
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UBND TiNH HA TINH
CONG TY CP DU'O'C HA TINH
167 Ha Huy Tap, Tp. Ha Tinh
Tel:"0393.855906*Fax: 0393.856821

NYHAORLIWORLX3Q - idkaL |

Buno bueu uaip 001

| RX thuéc ban theo don

Hép 110100 Vién nang ctng

TERPIN - DEXTROMETHOPHAN

HADIPHAR

Cong ty Cp Dwore Ha Tinh
167 Ha Huy Tép, Tp. Ha Tinh

MAU NHAN LO, HOP XIN BANG KY

Thanh phan:

Terpin hydrat................cc...c...
Dextromethorphan hydrobromid ..5mg

Ta duoc vira da 1 vién

TR  RX thube ban theo don

Lo 100 Vién nang cting

Chi dinh, chéng chi dinh, Lidu dung-cach
dung, cac thdng tin khac:
Xin doc t& hwéng dan st dung.

séo quan: Neikwoma, meess 1ERPIN - DEXTROMETHOPHAN

dwéi 30°C, tranh anh sang.
Tiéu chuan ap dung: TCCS
SBbK:

Ngay SX:
S6 16 SX:

Thanh phén:

Terpin hydrat..........ccccooeeveenn. 100mg
Dextromethorphan hydrobromid ..5mg
Ta duwoc vira du 1 vién

Bao quan: Noi khé mat, nhiét

d6 dwai 30°C, tranh anh sang.

Tiéu chuan ap dung: TCCS

Chi dinh, chong chi dinh, Liéu ding-cach
dung, céc thong tin khac:
Xin doc t& huéng dAn st dung.

Dé xa tam tay tré em.

Doc kj hwong dan s dung trude khi ding

CONG TY CP DU'Q'C HA TINH
167 Ha Huy Tap, Tp. Ha Tinh
HADIPHAR 1. 0393 855006*Fax: 0393.856821

RX thuéc ban theo don 1
| GMP—WHO |
| Compositions:
| Terpin hydrat.........cccccccccovrins

Hoép 1 Ip100 Vién nang cting

TERPIN - DEXTROMETHOPHAN

HADIPHAR

Cong ty Cp Dwore Ha Tinh |
167 Ha Huy Tép, Tp. Ha Tinh 1

Dé xa tam tay tré em, doc ky hwéng
dén st dung trwée khi dang.

100mg
Dextromethorphan hydrobromid ..5mg
[ N — qs
Indications, Contraincations, Dosage - Administration: ‘
Refer to enclosed package insert

Storage: Store in dry place, below 30C Protect from Ilght\
Specifications: In-House standards o |

| BT A

Keep out of reach of children, read enclosed
leaflet carefully before use.
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UBND TiNH HA TINH

CONG TY CP DU'OC HA TINH

MAU NHAN LO, HOP XIN BANG KY

167 Ha Huy Tap, Tp. Ha Tinh
Tel: 0393.855906*Fax: 0393.856821

NYHAOHLIWOULX3A - Nidd3L

Buna Bueu ugin 002

Thanh phén: €8] RXthubc bantheo don  chi dinh, chéng chi dinh, Lidu dung-cich |
Terpin hydrat............cccccoo...... 100mg dung, céc théng tin khac: :
|

Dextromethorphan hydrobromid ..5mg Lo 200 Vién nang cting Xin doc t& hwéng dén st dung.

| Tadwoc vira du 1 vién

80 quim noiknoma, st 1 ERPIN - DEXTROMETHOPHAN

| dwéi 30°C, tranh anh sang.
| Tiéu chuan &p dung: TCCS ~

SPK: Dé xa tam tay tré em, doc ky hwéng
dén st dung trude khi dung.

|

|
i ‘ CONG TY CP DUQ'C HA TiNH ‘
. Ngay SX: 167 Ha Huy Tap, Tp. Ha Tinh |
| HADIPHAR 1| 0393 855906*Fax: 0393.856821

S616 SX:

' RX thubc ban theo don

Hop 1 lp 200 Vién nang cting

TERPIN - DEXTROMETHOPHAN

-

HADIPHAR

Cong ty Cp Dwoc Ha Tinh
167 Ha Huy Tap, Tp. Ha Tinh

Tiéu chuan ap dung: TCCS

| RX thuéc ban theo don (Sl Lal®)

Thanh phan: ‘ | Compositions: ‘
Terpin hydrat.............ccccoeee 100mg | Hop 1 lo 200 Vién nang ctng Terpin hydrat“.......,........‘.........'100mg :
Dextromethorphan hydrobromid ..5mg | Dextromethorphan hydrobromid ..5mg |
Téa dwoc viva du 1 vién BRI ol qs

Indications, Contraincations, Dosage - Administration: \
| Refer to enclosed package insert
| Storage Store in dry place, below 30C, Protect from hght‘

TERPIN  DENTROMETHOPHAN | st e

Bao quan: Noi khd mat, nhigt |
d6 dwéi 30°C, tranh anh sang ‘

Keep out of reach of children, read enclosed |
leaflet carefully before use.

Chi dinh, chdng chi dinh, Liéu dung-céch
dung, cac thong tin khac:
Xin doc & huéng dan st dung.

2 ) 2 [ 3] GO
De xa tam tay tre~em. .. | Ngay SX.
Doc kj hubmg dén st dung trebe khi ding Cong ty Cp Dugc Ha Tinh -

167 Ha Huy Tap, Tp. Ha Tinh

PHO TONG GiAM BOC

Vo Puc Nhar



HUONG DAN SUDUNG DANH CHO NGUOI BENH
1. Tén thudc: TERPIN - DEXTROMETHORPHAN
2. Thude ban theo don
“Doc kj hudng dan sir dung truée khi ding”
“Dé xa tam tay tré em”
“Thong bdo ngay cho bdc st hodc duoc sT nhitng tdc dung khéng mong muén gdp phai khi
su dung thuoc”
Néu can thém théng tin xin héi y kién bdc sy
3. Thanh phan, ham lwong ciia thude:
Mbi vién nang cirng chira
Terpin hydrat 100mg
Dextromethorphan hydrobromid Smg
Ta dwge: Tinh bt my, lactose, Avicel 102, PVP K30, Talc, Brilliant blue vira du 1 vién
4. M6 ta san pham: Vién nang mau xanh trong, thudc trong nang mau tring, mau xanh
S. Qui cach déng goi: Vi PVC/AL vi 10 vién, hp 10 vi, hdp 5 vi, hop 25 vi. Hop 1 10100
vién, hop 1 1o 200 vién.
6. Thudc nay ding cho bénh gi:
Chira ho, long dom & nguoi 16n va tré nho
Piéu tri nhitng rdi loan tiét dich phé quan trong bénh ly phé quan - phdi
7. Nén dung thudc nay nhw thé nao va liéu lwgng?
Nguoi 16n: Udng 2 vién /lan , ngay 3 lan. ==
Tré em tir S dén 15 tudi: Udng 1-2 vién/ lan, ngay 3 lan, tuy theo tudi

8. Khi nao khong nén dung thudc nay?

Qué man v&i mot trong cac thanh phan cua thude, ngudi bénh dang diéu tri bang thu(").\
ché MAO. Suy hé hip. Ho suyén. Tré em dudi 2 tudi.

9. Tac dung khong mong muén:

Tac dung khong mong mudn (ADR)

Thuong gap, ADR »>1/100

Toan than: Mét moi, chong mat.

Tuan hoan: Nhip tim nhanh.

Tiéu hoa: Budn non

Da: Noi may day.

Hiém gap, ADR < 1/1000

Thinh thoang thay budn ngu nhe, rdi loan tiéu hoa.
Hudng dan va cach xtr tri ADR

Trong truong hgp suy ho hdp va trc ché hé than kinh trung wong, dung naloxom liéu 2-
10mg, tiém tinh mach c6 c6 tac dung ho6i phuc. Thong bdo cho ngudi bénh. Thude ¢6 thé
gdy budn ngi, tranh dung cuing cac thudc e ché TKTW va ruou.

10. Nén tranh dung nhirng thuoc hoic thue pham gi khi dang sir dung thudc nay:
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Lién quan dén Dextromethorphan tranh dung dong thoi véi thude tre ché MAO. Dung dong
thoi véi cac thude tre ché than kinh trung wong c6 thé ting cudng tac dung trc ché than kinh
trung wong ctia nhitg thudc nay. Quinidin rc ché cytochrom Pyso 2D6 c6 thé lam giam
chuyén hoé ciia Dextromethorphan & gan, lam ting nong do chét nay trong huyét thanh va
tang tac dung khéng mong muén ciia Dextromethorphan
11. Can lam gi khi mjt lan quén khéng dung thudc: Khong thay doi lidu dung cho lan
tiép theo, tiép tuc ding thudc cho hét dot didu tri.

12.Cén bio quan thudc nay nhw thé nao: Bao quan & kho mat, nhiét do dudi 30°C, tranh
anh sang

13. Nhirng dau hiéu va triéu chirng khi ding thudc qua lidu:

Lién quan dén Dextromethorphan triéu chung: Budn nén, noén, budn ngu, nhin mo, rung
giat nhan cau, bi tiéu tién, trang thai t€ mé, o giac, mat diéu hoa, suy ho hép, co giat

14. Can phai lam gi khi ding thudc qua liéu khuyén cio: Khong nén ding qué liéu
khuyén cao.

Diéu tri: Ho trg, dung naloxon 2mg tiém tinh mach, cho dung nhéc lai néu can téi tong licu
10mg.

15. Nhirng diéu cin thin trong khi ding thudc nay:

Dextromethorphan, nén can sir dung than trong & nguoi bénh ho ¢é qua nhiéu dom va ho
mén tinh & nguoi hat thude, hen hodc tran khi, nguoi bénh c6 nguy co dang bi suy giam ho
hip. Thudc c6 thé gdy budn ngu, tranh ding ciing cac thude tre ché TKTW va ruou.

St dung cho phu nir c6 thai va cho con bii: Nén than trong khi dung cac ché phdm phdi
hop c6 chira ethanol va nén tranh dung trong khi mang thai.

Tac dong cia thudc khi 1ai xe va van hanh may méc: Thude ¢6 thé gay budn ngu.

16. Khi nao cin tham van bac sy, dwge sj: Tham van bac sy, dugc sinéu gip phai tac
dung khéng mong muén khi sir dung thudc.

17. Han dung cia thudc: 36 thang ké tir ngay san xuat.

18. Tén/biéu twgng ciia nha san xuit/nha nhap khiu/chii sé hiru gidy phép ding ky
san phém:

S
HADIPHAR  San xuit boi '
CONG TY CP DUGQC HA TINH

167 Ha Huy Téap, TP Ha Tinh
19. Ngay xem xét sira doi lai to thong tin cho bénh nhan.: N

| WA O



TO HUONG DAN SU DUNG DANH CHO CAN BO Y TE
1. Tén thude: TERPIN - DEXTROMETHORPHAN

2. Thanh phan céu tao

Mbi vién nang cirng chira

Terpin hydrat 100mg
Dextromethorphan hydrobromid Smg
Ta dwge Tinh bot my, lactose, Avicel 102, PVP K30, Talc, Brilliant blue vira du 1 vién
3. Dang bao ché: Vién nang ctng

4. Cac dac tinh dwge luc hoc, dwge dong hoc
Nhom dugc ly: Nhém chira ho

Cadc ddc tinh dwoc luc hoc:
Dcxtromcethorphan hydrobromid :

Duoc ly co ché tac dung

- Dextromethorphan hydrobromid 1a thudc giam ho ¢é tac dung 1én trung tdm ho & hanh

ndo. Mic du ciu tric héa hoc ¢6 lién quan dén morphin, nhung dextromethorphan khong

c6 tac dung giam dau va néi chung rét it tac dung an than. Dextromethorphan dugc dung

giam ho do kich thich nhe & phé quan va hong nhu cam lanh théng thudomg hodc hit phai

cac chat kich thich. Dextromethorphan cé hiéu qua nhét trong diéu tri ho man tinh, khong

¢6 dom. Thude thuong duge dung phdi hop véi nhidu chit khac trong didu tri triéu chimg
dudng ho hap trén, thude khong co tac dung long dom

Hiéu luc ctia dextromethorphan tuwong duong véi hiéu luc cia codein trong diéu tri ho man
tinh. So véi codein, dextromethorphan c6 tac dung giam ho kich ing tuong tu nhu codein,
it gy tac dung phu & duong tiéu hoa hon. Véi liéu diéu tri, tac dung chong ho cua thude
kéo dai duoc 5- 6 gio. Poc tinh thap, nhung vai licu rat cao c6 thé gy trc ché hé TKTW.

- Terpin hydrat

Terpin hydrat thuong duge sir dung 1am 10ng chat nhay trong bénh nhan ¢é cac bénh viém
phé quan cdp hodc man tinh, va cac diéu kién lién quan. N6 ¢6 ngudn gde tir cic ngudn
nhua thong, oregano, hing tdy va bach dan.

Cac ddc tinh dwoc dong hoc:

Hap thu

Dextromethorphan dugc hip thu nhanh qua dudng tiéu héa va c6 tac dung trong vong 15-
30 phit sau khi uéng, kéo dai khoang 6-8 gid. Thudc duge chuyén hoa & gan va bai tiét qua
nude tiéu dudi dang khong d6i va cac chat chuyén hoéa demethyl, trong sé do co
dextrorphan ciing c6 tac dung giam ho nhe.

Terpin hydrat dugc hap thu nhanh qua dudng tiéu hoa sau khi ubng. Thudc luu thong trong
mau & dang khong ddi va bai tiét qua dudng hé hép, nude tiéu va md héi. Mot phan terpin
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trong co thé bi oxy héa va bai tiét trong nudc tidu dudi dang phenol lién hgp véi acid
glucuronic

S. Qui cach dong géi: Vi PVC/AL, vi 10 vién, hop 10 vi, hop 5 vi, hop 25 vi.

Hop 1 19100 vién, hop 1 1o 200 vién.

6. Chi dinh, liéu dung, cach dung, chong chi dinh

Chi dinh: Chira ho, long dom & ngudi I6n va tré nho

Diéu tri nhitng roi loan dich tiét phé quan trong bénh ly phé quan - phéi

Liéu lwgng va cach dung

Nguoi 16n: Udng 2 vién /lan , ngay 3 lan.
Tré em tir 5 dén 15 tudi: Udng 1-2 vién/ lan, ngay 3 lan, tuy theo tudi

Chong chi dinh:

Qué man véi mot trong cac thanh phan cua thude, ngudi bénh dang diéu tri bang thudce e

ché MAO. Suy hé hap. Ho suyén. Tré em dudi 2 tudi.

7. Céc than trong khi dung thudc:

Dextromethorphan, nén cin sir dung than trong & ngudi bénh ho ¢6 qua nhiéu dom va ho

mén tinh & ngudi hat thube, hen hodc tran khi. ngudi bénh ¢é nguy co dang bi suy giam ho

hép. Thudc c6 thé gay budn ngi, tranh dung ciing cac thude wre ché TKTW va ruou.

St dung cho phu nir c6 thai va cho con bii: Nén than trong khi dung cac ché pham phdi

hop cé chira ethanol va nén tranh dung trong khi mang thai.

Tac dong caa thudc khi lai xe va van hanh may méc: Chua c6 thong tin

8. Twong tic voi cac thude khac, cac dang twong tac khac:
Lién quan dén Dextromethorphan tranh dung ddng thoi voi thude e ché MAO. Dung dong
thoi véi cac thudce tre ché than kinh trung wong c6 thé ting cudng tac dung trc ché than kinh
trung wong cua nhitng thudc nay. Quinidin trc ché cytochrom P,y 2D6 ¢6 thé lam giam
chuyén ho4 cua Dextromethorphan & gan, lam ting ndng do chit nay trong huyét thanh va
tang tac dung khong mong mudn cta Dextromethorphan

9. Tac dung khong mong muén:

Tac dung khong mong mudn (ADR)

Thuong gap, ADR »1/100

Toan than: Mét moi, chong mat.

Tuén hoan: Nhip tim nhanh.

Tiéu héa: Budn non

Da: N6i may day.

Hiém gip, ADR < 1/1000

Thinh thoang thdy budn ngu nhe, rdi loan tiéu hoéa.

Hudng dan va cach xir tri ADR
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Trong trudng hop suy hé hap va {rc ché hé than kinh trung wong, ding naloxom liéu 2-
10mg, tiém tinh mach c¢6 ¢6 tac dung héi phuc. Thong bao cho ngudi bénh. Thude co thé
gdy budn ngi, tranh ding ciing cac thude irc ché TKTW va rugu.

10. Qua liéu va cach xir tri:

Lién quan dén Dextromethorphan triéu chimg: Budn nén, nén, budn ngu, nhin mo, rung
gidt nhan cau, bi tiéu tién, trang thai t& mé, ao giac, mét didu hoa, suy ho hip, co giat

Didu tri :Hb trg, ding naloxon 2mg tiém tinh mach, cho dung nhéc lai néu can téi tong liéu
10mg.

11. Pidu kién bao quan va han dung ciia thude

Noi kho mat, nhiét do dudi 30°C, tranh 4nh sang

Han dung: 36 thang ké tir ngay san xuat. .’}\\
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12. Tén va va dia chi ciia nha san xuat i)
<)
S /7

L//

g /4

- San xuét boi
HADIPHAR Cong ty CP Dugc Ha Tinh
167 - Ha Huy Tép - Thanh phd Ha Tinh
DT: 02393 854617 - 02393 855906 Fax: 02393 3856821
13. Ngay xem xét sira ddi lai to thong tin cho bénh nhan Ngay 10 /7 /2017
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