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UBND TINH HA TiNH CUC QUAN LY DUQC

CONG TY CP DU'QCC HA TINH MAU NHAN Vi, HOP XINDANG KY - JYET
167 Ha Tay Tap TP Ha Tinh | &GL 02 a0l

Cong thuc bao ché : Thanh phan cho 1 vién: Tinh ddu bac ha 1,5mg twong i'ng 0,825mg menthcr|
Chi dinh: Chong cam 1C C HA TINH
T h: 167 Ha H ap, Tp. Ha Tinh
(honq chi dinh, Lieu qunq va Cach dung 155906" 39 3856621
Xem don huang dan sir dunag bé ng hép “""’t il :
4 r X 1: Kha may twr dueee lidu
i o cC TCN Bac Cdm Xuyén - X& Cam Vinh - Cam Xuyén- Ha Tinh
So ] SX ............... ;

Hoép 2 vi x10viéen

Bao quan: Noi khé mat, nhiet do dudi 30°C, tranh anh sang /

Tieu chuan ap dung: TCCS ( *

Dé thudc xa tam tay clia tré em
Poc ky hudng dan sir dung trudce khi diing
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Box of 2 blisters ofi@lozenges
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Ha Tinh, ngay 05 thang 7 nam 2017

Vod 48 hL NG GIAM DBOC
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UBND TiNH HA TINH

CONG TY CP DU'QC HA TINH MAU NHAN Vi, HOP XIN DANG KY
167 Ha Tay Tap TP Ha Tinh  HO

Cong thiic bao ché : Thanh phan cho 1 vién: Tinh dau bac ha 1,5mg twrong (g 0,825mg menthol
Chi dinh: Chong cam lanh, phong ho :

Chong chi dinh, Liéu luong va Cach dung Tol.

m don hudng dan sir dung bér

SHLOSK . HD:

Hop 4 vi x10vién

Bao quan: Noi kho mat, nhiét do dudi 30°C, tranh anh sang.
Tiéu chuan ap dung: TCCS.

Pé thuéc xa tam tay cla tré em
Poc ky hudng dan sir dung trudc khi dung

Y deg wibu ugiky

Box of 4 blisters of10lozenges

Ha T”nh ngay 05 thang 7 nam 2017
/ G GIAM poC

https://trungtamthuoc.com/




UBND TINH HA TINH

CONG TY CP DU'OC HA TINH

MAU NHAN Vi, HOP XIN DANG KY

167 Ha Tay Tap TP Ha Tinh

86 Lo SX...............HD:
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g ung 0,825mg menthol
-
Tinh dau bac ha 1.5mg
1g ung 0,.825mg mentho
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Cong thic bao ché : Thanh phan cho 1 vi

n: Tinh dau bac ha 1,5mg twrong trng 0,825mg menthol

Chidinh: Cho 1g cam lanh, phong he

tur durore lidu
m Vinh - Cam Xuyén- Ha Tinh

Bao quan: Nai kho mat, nhiet do duci 30VC, tranh anh sang,
Tiéu chuan ap dung: TCCS.

Pé thuoc xa tam tay clia tré em
Poc ky hudng dan sif dung trudgc khi dung

Box of 5 blisters of10lozenges
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Ilr' - ,»I%a

05 thang 7 nam 2017
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UBND TiNH HA TiNH

CONG TY CP DU'OC HA TINH MAU NHAN Vi. HOP . .
167 Ha Tay Tap TP Ha Tinh , HOP XIN DANG KY

Cong thucbao ché : Thanh phan cho 1 vién: Tinh dau bac ha 1.5mg twong tng 0,825mg menthol

Chi dfl"lh: Chong cam lanh phong ho.
Chong chi dinh, Liéu luang va Cach din

(em don hudng dan sirdung bén trong h

Vien ngam &E

linh dau bac ha 1,5mg
twong ung 0.825mg mentho
HADIPHAR

\

Vién ngam CE31D) |

Tinh dau bac ha 1.5mg

tworng ung 0,825mg menthol
SBK

CONG TY CP DU'QC HA TINH

Vién ngam @5{3&1@

HADIPHAR
Mnh dau bac ha 1,5mg
| tworng wrng 0,825mg menthol
| SBK
\CONG TY CP DUQC HA TINH/

I

Bao quan: Noi kho mat, nhiét do dudi 30°C, tranh anh sang
Tiéu chuan ap dung: TCCS
Peé thuoc xa tam tay cua tré em
811936036196245

Poc ky hudng dan sir dung trudc khi diing
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Box of 10 blisters of10lozenges
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UBND TiNH HA TINH _
CONG TY CP DU'O'C HA TiNH

167 Ha Tay Tap TP Ha Tinh MAU NHAN Vi, HOP XIN PANG KY

Thanh phdn: Cho 1 vién ngam
Tinh dAu bac ha 1,5mg

5 Olm . A -
g g0 825mg mern Qvien ngdm
Bao quan: .

Noil khé mat, nhiét 3 dudi 30°C, tranh anh séng
Tiéu chudn dp dung: TCCS

B4 xa tdm tay tré em, dpc kj hudmg
dén str dyng trude khi dong.

Ngay SX:

S8 16 8X

HD

| GMP-WHO! - | GMP-WHO|
Thanh phan: Cho 1 vién ngam

Hop 1Lo 100 vién Tinh dAu bacha 1,5mg e
twong tng 0,825mg menthol HOp 1Lo 100 vién
Ta dwoc vira dd 1 vién

Bdo quén:
Noi khd mét, nhiét @6 duéi 30°C, tranh anh sang.

Tiéu chuln 4p dung: TCCS

Ngay SX
$6168X:
HD

CONG TY CP DU'Q'C HA TiNH
Try s¢ chinh:187 Ha Huy Tp, Tp. Ha Tinh
Tel: 0239 3855906"Fax: 0239 3856821

Website: www.hadiphar.vn HADIPHAR
—_— San xuft tgi: cube e
Nha mdy sdn xudt thubc tir duwec lieu CCN - TTCN
HADIPHAR Bac CAm Xuyén - Xa Gom Vinh - a:u Xuyén- HA Tinh Céng ty Cp Duwgc Ha Tinh

167 Ha Huy Tap, Tp. Ha Tinh

Ha Tinh, ngay 05 thang 7 nam 2017
ONG GIAM poC

https://trungtamthuoc.com/

| Website: www.hadipharvn

| Chi dinh, chéng chi dinh,

Lidu diing-cach diing, céc théng
tin khac:

Xin doc tér huémg dén s dung.

CONG TY CP DUQ'C HA TiNH
Try s& chinh:167 Ha Huy Tdp, Tp. Ha Tinh
Tel: 0239 3855006"Fax: 0239 3856821

San xult tai;

Nha may san xudt thudc tir duec gy

CCN - TTCN Béc Cm Xuyén - Xa Cdm Vinh
- CAm Xuyén- Ha Tinh

Dé xa tm tay tré em.
Boc ki hudmg dén s dyng trundre khi ding

Chi dinh, chéng chi dinh, Liu ding-c4ch
ding, cac théng tin khac:
Xin doc tér huéng dén sdr dung.
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_ UBND TINH HA TINH _
CONG TY CP DUQC HA TINH
167 Ha Tay Tap TP Ha Tinh

| Thanh phén: Cho 1 vién ngém Lo 50 vién
Tinh déu bac ha 1,5mg S
tuong tng 0,B25mg menthol > -
Tadugeviradi 1 vien Wlﬁn nqgam
Bao quan: .

Bac ha

Noi khé mal, nhigt & duai 30°C, tranh anh sang.

Tiéu chuén &p dung: TCCS

Dé xa tm tay tré em, doc kj hudmg
dén sir dyng trudre khi diing.

SEK:. .

Ngay SX:

5416 8X:

HD:

GMP-WHO/

Thanh phdn: Cho 1 vién ngdm
Tinh déu bacha 1,5mg

twong tng 0,825mg menthol
Tadugcviradl 1 vién

Hoép 1Lo 50 vién

Hép 1Lo 50 vién

Bao quan:
—1 Noi khd mat nhiét d) dudi 30°C, tranh nh sang.

Tiéu chuén &p dung: TCCS

CPién ngdm
Bach

| CONG TY CP DUGIC HA TINH
Try 8¢ chinh:167 Ha Huy TAp, Tp. HA Tinh
Tel: 0239 3855006*Fax: 0239 3856821

HADIPHAR
| Website: www.hadiphar.vn
| san xut tai: i -
Nh& may san ¢ tir durgre 118 CCON - N
FABTEEAN | Bdc C4m Xuyén — Xa CAm Vinh - CAm Xuyén- Ha Tinh Cong ty Cp Durgc Ha Tinh

167 Ha Huy Tép, Tp. Ha Tinh
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Ha Tinh, ngay 05 thang 7 nam 2017
AsT glAM boC |
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MAU NHAN Vi, HOP XIN BANG KY

Chi dinh, chéing chi dinh,

Lidu diing-c4ch ding, céc théng
tin khac:

Xin doc tér hirémg dén sir dung.

CONG TY CP DUQIC HA TINH

Try s& chinh:167 Hi Huy Tip, Tp. Ha Tinh
Tel: 0239 3866906*Fax: 0239 3856821
Website: www.hadiphar.vn

San xuat al:

Nha may san xudt thubc tir duege libu

CCN - TTCN Bée Cim Xuyén - Xa Cim Vinh
- Cém Xuyén- Ha Tinh

D4 xa tdm tay tré em.
Boc ki hwdmg din s dung truede khi ding

Chi dinh, chéng chi dinh, Lidu ding-cach
ding, cac théng tin khac:
Xin doc tir hurdmg din sir dung.
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HUONG DAN SU DUNG DANH CHO NGUOI BENH
1. Tén thude: VIEN NGAM BAC HA
“Doc kyy huéng dan sir dung trieée khi ding”
“Dé xa tam tay tré em”
“Thong bao ngay cho bac st hodic dwoc st nhitng tdac dung khéng mong muon gap phai khi sie
dung th uoe”
Néu can thém thong tin xin hoi y kién bdc sy
3. Thanh phin, ham luwgng cia thude:
M&i vién nén chira
Tinh dau bac ha (Oleum Menthae arvensis) 1.5mg
twong Ung 0,825mg menthol
Ta duge Lactose, Dudng trang , Povidone , Aerosil, Magnesi stearat, Mau brilliant blue,
Nudc tinh khiét vira du 1 vién.
4. M6 ta san pham: Vién nén ngdm, mau xanh, mui thom bac ha vi ngot cay. canh va
thanh vién lanh lan.
5. Qui cich déng gbi: Hop 1 lo 50 vién, hop 1 lo 100 vién, Ep vi PVC /Al vi 10 vién, hop
2 vi, hop 4 vi, hop 5 vi, hgp 10 vi.

|

@ [/

v/

%}.

6. Thubce nay diung cho bénh gi: Chéng cam lanh phong ho 82
7. Nén ding thudce nay nhw thé nao va liéu lrong? : "f\
Nguoi I6n; Ngay 7-10 vién ngam lam nhiéu lin trong ngay. (j:;
Tré em trén 3 tudi: Ngdy 4-6 vién, ngdm l1am nhidu lan trong ngay "INH

8. Khi nio khong nén ding thubc nay? - ‘ __ };2
Ngudi tiéu duomg. Khong dung cho tré em dudi 30 thang tudi, tré em co tién sir dong kinh -~

hodc co giat do sdt cao.

.9. Tac dung khong mong mudn: Chua ¢é théng tin

10. Nén tranh ding nhirng thudc hodic thire pham gi khi dang sir dung thuéde nay: Chura

¢6 thong tin. _
11. Can lam gi khi mdt lin quén khong ding thudc: Khong thay ddi lidu ding cho lan tiép
theo, tiép tuc ding thude cho hét dot didu tri. >

12.Cén bio quan thudc nay nhu thé nao:Bao quan ¢ kho mat. nhiét d¢ dudi 30°C . tranh
anh sang

13. Nhitng dfu hiéu va tri¢u ching khi ding thude qua lidu: Chua c6 thong tin,

14. Can phai lam gi khi ding thudc qui liéu khuyén cdo: Khong nén dung quéd licu
khuyén cao.

15. Nhirng diéu can than trong khi ding thude nay: Dung than trong cho nhitng ngudi. ty
vi hur han, ia chay. phan séng, co thé suy nhuge, phu nit ¢6 thai.

Néu gip phai cdc tac dung bat thurdmg, ngimg sir dung thube hoi ¥ kién clia bac sy.

St dung cho phuy nit co thai va cho con bu: Khong ding cho phu nir ¢6 thai va cho con
bu.

https://trungtamthuoc.com/ &/



Tic dong ciia thude khi ldi xe va vAn hanh may méc: Chua co thong tin..

16. Khi nao cin tham vén bic s§, duge sy: Tham vén bac sy. duoc si néu gip phai tac dung
khong mong muén khi str dyung thudc.

“ Néu can thém théng tin xin hoi y kién ciia bdc s§ hodic duge s7"

17. Han dung ciia thudc: 36 thang ké tir ngay san xut.

18. Tén/biéu twgng ciia nha sin xuit/nha nhip khiu/chi s¢ hiru gidy phép ding ky sin
phim:
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HADIPHAR CONG TY CP DUQC HA TINH
167 - Ha Huy Tap - Thanh phé Ha Tinh
DT: 02393 854617 - 02393 855906  Fax : 02393856821
Dia chi nha may san xuat : CCN-TTCN Béac Cam Xuyén-
Xa Cam Vinh - Cam Xuyén- Ha Tinh.
19. Ngay xem xét sira doi lai t& thong tin cho bénh nhén.: Ngay 05 /7 /2017
a TONG GIAM POC
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TO HUONG DAN SU DUNG DANH CHO CAN BO Y TE
1. Tén thuée: VIEN NGAM BAC HA

2. Thanh phan céu tao
M&i vién nén chira
Tinh dau bac ha (Oleum Menthae arvensis) 1.5mg

turong ing 0,825mg menthol

Ta dugc Lactose, Duong tréng . Povidone . Aerosil, Magnesi stearat, Mau brilliant bluc.
Nuéc tinh khiét vira du 1 vién.

3. Dang bao ché: Vién nén ngim.

4. Qui cach déng géi: : Hop 1 1o 50 vién, hop 1 1o 100 vién, Ep vi PVC /Al vi 10 vién.
hop 2 vi, hop 4 vi, hop S vi, hop 10 vi.

5. Chi dinh, liéu diing, cich ding, chéng chi dinh

Chi dinh: Chéng cam lanh phong ho

Liéu lwgng va cach ding

Ngudi 16n: Ngay 7-10 vién ngdm lam nhiéu 1an trong ngay.

Tré em trén 3 tudi: Ngay 4-6 vién, ngam lam nhiéu lan trong ngay.

Choéng chi dinh:

Nguoi tiéu dudng. Khong dung cho tré em dudi 30 thang tudi. tré em ¢6 tién st dong kinh
hodc co giat do sot cao.

6. Cac thin trong khi dung thudce: Dung than trong cho nhimg nguoi, tv vi hu han. ia
chdy. phan sdng, co thé suy nhuoc, phu nir ¢6 thai.

St dung cho phu nir ¢6 thai va cho con bu: Khong dung cho phu nit co thai va cho con
bu.

Tac djng caa thude khi lai xe va vin hanh may mée: Chua co thong tin.

8. Tuong tac voi cac thudc khic, cic dang twong tac khac: Chua c¢o thong tin

9. Thc dung khong mong mudén:Chua ¢ thong tin

10. Qua liéu va cach xir tri: Chua co lhéng tin

11. Cac dau hiéu can lwu ¥ va khuyén cdo khac cia thuoc (Neu co):

12. Diéu kién bio quan va han dung cua thube *y
Noi khé mat, nhiét d¢ dudi 30”C, tranh anh sang
Han ding: 36 thang ké tir ngay san xuat.

13. Tén va va dia chi ciia nha sian xuét
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HADIPHAR CONG TY CPDUQCHATINH [ . }' PHONG
167 - Ha Huy Tap - Thanh phé Ha Tinh :,fr ” [Jm ;{H;/g/

DT: 02393 854617 - 02393 855906  Fax : (}239?85682I
Dia chi nha may san xuit : CCN-TTCN Bic Cam Xuyén- )%/

Xa Cam Vinh - Cim Xuyén- Ha Tinh.
13. Ngay xem xét sira doi lai to théng tin cho bénh nhan Ngay 05 /7 /2017
MO iﬁﬁs GIAM DOC
G

https://trungtamthuoc.com/




