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6. NHAN THUOC

Gel TROCISPA 2%

Ngaydd? thang O, ndm 2019

Co s& ding ky va sin xuit thubc

Ds. Pham Bdo Anh

Mau nhan tuyp 10 g Gel TROCISPA 2%
Mau nhan tuyp 20 g Gel TROCISPA 2%
Mau nhin tuyp 35 g Gel TROCISPA 2%
Mau nhén tuyp 40 g Gel TROCISPA 2%
MAu nhin tuyp 85 g Gel TROCISPA 2%
M4u nhan hdp 1 tuyp 10 g Gel TROCISPA 2%
M3Zu nhin hép 1 tuyp 20 g Gel TROCISPA 2%
Mau nhan hdp 1 tuyp 35 g Gel TROCISPA 2%
Mau nhin hop 1 tuyp 40 g Gel TROCISPA 2%
10. MAu nhan hop 1 tuyp 80 g Gel TROCISPA 2%
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| https://trungtamthuoc.con:\/ NHAN TROCISPA 2%

- : 80,00 mm B 15,00 mm .
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A Gel boi 03

£ | wmeswr  cONGTY C§ PHAN DUGC APIMED 10 gam
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S | Rxrctemng APpimed

Tonicalgel  Each tube 10 g contains 200 mg troxerutin
P NN m rmaceTEA O STOCK oM 10 grams

- 2500 mm P

S0 16 san xuat va han ding dugc dap ndi trén tuyjp

GHI CHU:

B PANTONE 299 C

B M100 Y100

B PANTONE Rhodamine Red C
I PANTONE 288 C
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NHAN TROCISPA 2%

/.57 CONG TY d

5[ 8 PHAN (Tuyp 20 )
- 105mm ——
" RX Thudc k@ dan

KX JiRocisra

GeIbOIdE M tuyp 20 g chira 400 mg troxerutin

| WHo-SMP  CONG TY C§ PHAN DUGC APIMED 20 gam E

| | 0

| it g APined -
. [ Topical gel Ewbezoamimwommwuun

| WHO-BMP  APIMED PHARMACEUTICAL JOINT STOCK COMPANY 2.-'- _’_

| R L L L |

1 % ]

Vi tri dong sd 16 sén xuat, han diing
S 10 san xuét va han ding dugc dap ndi trén tuyp

GHI CHU:

B PANTONE 299 C

B M100 Y100

B PANTONE Rhodamine Red C
I PANTONE 288 C



HAN TROCISPA 2%
(Tuyp 35 9)

- 110,00 mm —— 15,00 mm ~&—
| .

RX Thubc ké don A pimed IR
' h&au.a

A

[ Gel bdi da M&i tuyp 35 g chira 700 mg troxerutin

| WHO-GMP  CONG TY C5 PHAN DUGC APIMED 39 gam ¢
. 8
RX Prescription drug A Pimed :
. Topical gel Each tube 35 g contains 700 mg troxerutin
| WHO-GMP  APIMED PHARMACEUTICAL JOINT STOCK COMPANY 35m - \i

e
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Vi tri dong sd 16 san xut, han ding
S0 16 san xuat va han diing dugc dap ndi trén tuyp

GHI CHU:

B PANTONE 299 C

B M100 Y100

B PANTONE Rhodamine Red C
B PANTONE 288 C



ISPA .
Gel bol da M&mypmgmﬁammgw
| WHS-GMP  CONG TY CO PHAN DUOC APIMED 40 gam
RX Prescription drug ‘ Apimed
K JiRocisPa 2 -
Topical gel Each tube 40 g contains 800 mg troxerutin

75,00 mm

Vi tri dong sd 16 s&n xuat, han ding
S0 1 san xuat va han ding dugc dap ndi trén tuyp

GHI CHU:

B PANTONE 299 C

B M100 Y100

B PANTONE Rhodamine Red C
I PANTONE 288 C
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(Tuyp 85 g)
I,‘ 145,00 mm — 1500 mm -l —
| R Thude ki don A Pimed R
Golbdida  MBi tuyp 85 g chira 1700 mg troxerutin

WHO-MP  CONG TY C§ PHAN DUJC APIMED 89 gam g
g
 RX Prescription drug A pimed i

. I JiRocisra 2% -

‘ Topical gel Each tube 85 g contains 1700 mg troxerutin ‘ [
| WHGSNP  APWED PHARMACEVTICAL JONT STOCK cowPANY B0 grams y

Vi tri dong sd 16 s4n xuét, han diing
S0 16 sdn xudt va han ding dugc dap ndi trén tuyp

GHI CHU:

B PANTONE 299 C

M M100 Y100

B PANTONE Rhodamine Red C
I PANTONE 288 C
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c0' PHAN(
Kic mdc Dudc

RX Thudc ké dan

Troxerutin 2%
| GelbBlda oo kT WuonG DAN S0 DYNG TRUOC Kt DONG.

o€ XA Th TAY THE B

séesx/ -
Batch No
NSX /

| T4 duocvira a0

Thanh phdn: M3i tuyp 10 g chira:

Og
mﬁ.#mm‘ﬂﬂummum:

| mmmwmaﬁwm
Bao quan:
| D noi khé rao, trdnh dnh sang, nhigt 60 khdng qua 30C.

. Size:105x30x20 r’

\

| -i'a‘ RX Prescription drug
Troxerutin 2%
\ KEEP DUT OF REACH OF CHILDREX
\ | ! Tomical pel  READ THE PACKAGE ISERT CAREFULLY BEFORE USE.

Worams WHO-GMP

|

Composition: Each tube 10 g contains:

200mg

10g

and other

stions: Read the package insert inside.
¥ Storage:
Srea In & dry place, protect from light, do not store above 30°C.

PHARMACEUTICAL JOINT STOCK COMPANY
N1 Strest. Phu Thanh-Vinh Thanh ndustrial group, Vinh Thanh
‘commune, Nhon Trach disrict. Dong Nai provines

GHI CHU:
B PANTONE 299 C
B Mm100 Y100

B PANTONE Rhodamine Red C
I PANTONE 288 C

— 105,00 mm —
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20.00mm/ - 30,00 mm -»\
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VIAL OP TROCISPA 2%
op 1 tuyp 20 g)

Kich Hidc: budc ,)

Troxerutin 2%
0 XA Thae TAY TR B
| Gelb@ida  0C k¥ WUONG DAN SU DUNG TRUOC K DONG.

— ' Thinh phin: M3 wip 20 g chiva:
( Acomg
e L —
Chi dinh, chch diing, chéng chi dinh v cic théng tin khic:
Xin doc trong i huong dilin sir dyng.

Bao quin
D4 noi khd ro, rnh anh séng. nhidt 3 knong qua 30T.

ISPA

Troierulin 2%
KEEP OUT OF REACH OF CHILDREN.
Topical g8l  READ THE PACKAGE INSERT CAREFULLY BEFORE USE.

Composition: Each tube 20 g contains

[ ‘ precautions: Read the package inser inside.
| Storage.
“l—_j In @ dry place, protect from light, do not store sbove 30C.

et 132,00 mm

GHI CHU:

B PANTONE 299 C

B Mm100 Y100

B PANTONE Rhodamine Red C
I PANTONE 288 C




Cao: 38 mm

Troxerutin 2%
€ xa TAm TaY TR EM.
| Geibbida  00c KT HuONG Dl S) DUNG TRUGC K DUNG.

= el | ‘rnn-hh: Mﬂm!ﬁum
lew.wnu
| mu.umnhuqmnmmuu*
| Xin 8ge trong K hurtmg din s dyng.

Bac quan
Dé non khd rio. trénh anh séng, nhibt 39 khdng qus 30T

Troxerutin 2%
KEEP OUT OF REACH OF CHILDREN.
Topical 8l READ TWE PACKAGE INSERT CAREFULLY BEFORE USL

——— | inadyplace, protect from iight, do not store above 30T.

- ———————— 150,00 mm SEMEIS SRR, =t

GHI CHU:

B PANTONE 299 C

B M100 Y100

B PANTONE Rhodamine Red C
B PANTONE 288 C
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MAU HOP TROCISPA 2%

Troxerutin 2%
BE XA TAM TAY TRE EM.
| Gelbbida BOC K¥ HUONG DAN S0 DUNG TRUGC KNI DUNG.

Thanh phin: Mi tujp 40 g chire:

................................................................ 40g
Chi dinh, céch ding, chéng chi dinh v céc théng tin khic:
Xin doc trong & hudmg din sir dyng.

Bao quan:

D4 noi khd réo, trénh anh séng, nhiét 36 khang qua 30T.

Troxerutm 2%
KEEP OUT OF REACH OF CHILDREN.
Tegicai gel READ THE PACKAGE INSERT CAREFULLY BEFORE USE.

| E: A e SR R I 40¢g

b | ;..:;Im.mmw:.mmm;bm-wb.
~ 15000mm ——M8M —— —— —— -
GHI CHU:
B PANTONE 299 C
B M100 Y100

B PANTONE Rhodamine Red C
I PANTONE 288 C
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AL HOP TROCISPA 2%

™ = N £
< cone TAEIQP 1 tuyp 85 g)
M= 00 PHAN \:
Kic dc:
i\ - DUOC
- \C\PAPIMED
Cao \-1 I.P HO

Troxerutin 2%

€ XA TAM TAY TRE EM.
Geibbida  oc k¥ MUONG DAN SU DYNG TRUOC KiI DING.
S Thinh phin: M3 wyp 85 g chura.
B o e o USSR SO 1700 mg
Té duge vis al. B5g

Chi dinh, cich ding, chéng chi dinh va céc théng tin khic:
xma:e;.wwmﬂhmm‘
Béo quén:

D noi khd o, trénh dnh séng. nhit 6 kndng qué 30T

Troxerutin 2%

Topicalgel  READ THE PACKAGE INSERT CAREFULLY BEFORE USE ‘5“ WHO-GMP x
e—n_._n-hnnmu;m oD 8 l " =

as. 85 H

and otner Alny s

precautions: package inser inside. Marufectured 3

| | Storage: i mnu:nmmmvmm 8
—— in 8 dry place, protect from ight, do not store above 30T o b et bt ) !

- 180,00 mm

GHI CHU:

B PANTONE 299 C

. M Mm100 Y100
B PANTONE Rhodamine Red C
I PANTONE 288 C
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Gel TROCISPA 2%
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Trang 2/ 4

Huéne dan sir dung thubc

RX Gel TROCISPA 2%

“Doc kj hudng din sir dung truwée khi ditng”
“Dé xa tam tay tré em”
“Thuébc nay chi diing theo don thubc”
THANH PHAN CONG THUC THUOC
Thanh phan trong 1 g gel:
Thanh phén dugc cht:
B 151 13 oo L T I AT OR NIRRT RROTRL, DU 20 mg
Thanh phin t4 dugc: Carbomer 974, propylen glycol, PEG-40 hydrogenated castor oil, phenoxyethanol,
triethanolamin, huong lavender, nudc tinh khiét.
DANG BAO CHE
Gel trong sudt, mau vang dén vang nau, ddng nhét, c6 mui thom.
CHI DINH

- Giam phu né va triéu ching lién quan dén suy gian tinh mach man tinh nhu dau, nang chin ciing
nhu dau sau diéu tri thuyén tac.

- Giam dau va phi né sau chin thuong nhu bong gan, trit khép.
CACH DUNG, LIEU DUNG
- Céch dung:
Dung béi ngoai da.
- Liéu dung:
Boi hai 14n trong ngay. Cha xat gel, xoa bop nhe nhang dé hap thu hoan toan. Néu can thiét, c6 thé

dung thém bang ép.
Két hop diéu trj véi troxerutin dang udng (vién nang) trong céc trudng hop ning.

Khéng c6 yéu cdu ddc biét vé xir Iy thudc sau khi sic dung.
CHONG CHI PINH

Bénh nhan mén cam véi troxerutin hoic bat ky thanh phin nao cla thuée.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng boi truc tiép gel TROCISPA 2% lén niém mac, vét thuong ho va vét loét.
SUDUNG THUOC CHO PHU NUU CO THAI VA CHO CON BU

Chua c6 thong tin vé tac dung phu trén thai nhi va tré so sinh trong qua trinh sir dung thudc.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Gel TROCISPA 2% khéng anh huéng dén kha ning 14i xe va van hanh may méc..
TUONG TAC CUA THUOC

Khéng c6 cac s6 liéu ghi nhan vé tuong tac thuc.
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Trang 3/ 4

TAC DUNG KHONG MONG MUON CUA THUOC
Hiém gdp nhue:

- Ban dé da, c6 thé c6 phan tng di img ngoai da

R&i loan tiéu héa cé thé bi budn nén, 6i mira, tiéu chay

- Daudiu

- Mitngu

Nhimng téc dung khéng mong mudn nay thudng tam thdi va mét di sau khi ngimg thude

Hudng dan cich xir tri ADR: Cic ADR nhe c6 thé tu khoi. Cin theo doi cac tac dung khéng mong

mudn va diéu tri triéu chimg. Phai ngimg thude va bo cho béc s hoic dén bénh vién ngay 1ap tic khi
¢6 biéu hién tac dung khéng mong mudn nang.

Bdo cdo cic phin tng c6 hai: Hay bdo cho béc si, dugce s néu ngudi ding thude nhan thay bat ky tac
dung phu nao, ké ca cic tac dung chua dugc liét ké, hodc bao céo cac phan tmg cé hai cla thudc vé

. Trung tdm Thong tin thubc va Theo di phan img c6 hai cua thudc (bao cao ADR online tai dia chi
http://baocaoadr.vn).

. QUA LTEU VA CACH XU TRi
Chua ghi nhén céc trudng hop qua lidu. Trong vai truong hop bdi vai lugng nhiéu hodc ¢ xuat hién
tac dung khdng mong muén thi phai ngung str dung va diéu tri triéu chimg.
PAC TINH DUQC LYC HQC
Nhém duge ly: Thude bao vé mach mau, bén mach, bioflavonoid.
Ma ATC: CO05CA04

Troxerutin tich 13y chon loc 1&n 16p ndi mac, tham sdu vao 16p dudi noi mac tinh mach, véi néng do
cao hon so véi cdc md 1an cdn. N6 gitp phong tranh tén thuong mang té bao va cac kich thich phan
img oxy héa. Téc dong ctia chit chdng oxy héa dugc biéu hién bang viée suy giam va loai bo tinh oxy
héa cia chat oxy héa, tc ché peroxyl héa lipid bao v§ ndi mac mach mau trudc tac ddng oxy hoa cua
cac chat gbc hydroxyl. Troxerutin giam tinh tham thanh mach va tuin hoan bang hé. Hiéu qua bao v¢
té bao la do trc che sur hoat hoa va gin két bach ciu da trung tinh, giam ngung tap va tang dé bén trénh
bién dang hong cau, giam phong thich chét trung gian gdy viém. N6 tang hoi luu (inh — dong mach va
kéo dai thoi gian téi dd day tinh mach, cai thién vi tudn hoan va tudi mau vi mach.

N6 lam giam phi né, giam dau, cai thién dinh dudng va cac loai bién déi bénh 1y, lién quan dén suy
giam chiic nang tinh mach.

. PAC TiNH DUQC PONG HOC

Khi dung tai chd, troxerutin dugc phéng thich nhe nhang, chit gel tan trong nudc, né thim vio da va
sau khoang 30 phut thdm qua da dén mé md dudi da sau 2-5 gid.

QuUY CACH DONG GO1
- Hop 1 tuyp 10 g.
- Hop 1 tuyp 20 g.
- Hop 1 tuyp 35 g.
- Hop 1tuyp40g.
- Hop 1 tuyp 85 g.
DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Diéu ki¢n bio quén: Bao quan noi kho rdo, trénh 4nh sing, nhiét do dudi 30°C. Bé thudc ra khoi tam
nhin va tam tay cua tré em.
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Trang 4/ 4

Han ding: 36 thang ké tir ngay sin Xudt.
Tiéu chuin chit lugng: TCCS.
CO SO SAN XUAT
Céng ty Co phan Dwge APIMED
- Dia chi tru s¢: 263/9 Ly Thudng Kiét, Phudng 15, Quan 11, thanh phé Ho Chi Minh.

- bDia chi nha may: Dudng N1, cum cdng nghiép Phi Thanh - Vinh Thanh, xd Vinh Thanh, huyén
Nhon Trach, tinh Pong Nai.




