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S6: :r 1,3/CYT-NVYD&TTBYT HaN(5i,ngay 2B thang 9 ndm 2016
VIv ban hanh danh rnuc 31 thuoc

dung ngoai san xu~t trong mroc duoc
cftp SDK luu hanh tai Vi~t Nam

Kinh gui:
- Ole Benh vien, Phong kham da khoa GTVT;
- Cac Trung Himy t€ chuyen nganh GTVT.

Ngay 1919/2016, Cue Quan ly DUQ'c - BQY t€ c6 Quyet dinh s6 462/QB
QLD v~ viec ban hanh danh muc 31 thuoc dung ngoai san xuat trong nuoc duoc
c~p s6 dang kY luu hanh tai Viet Nam. NQi dung cu th~ cua Quyet dinh ban hanh
danh muc 31 thuoc dung ngoai san xuat trong mroc duoc c~p s6 dang ky hru
hanh tai Viet Nam hieu luc 05 nam - dot 155 ducc dang tai tren Website cua
Cue Y t€ GTVT http://ha.mt.gov.vn; chuyen muc Chi dao va huong d§n nghiep
vu y t€,

Cue Y t~ GTVT thong bao d~ cac dun vi biet va thl,Ic hi~n./. U~

No'i n/uln:
- Nhu t;-en (Qua website C~ICY t~ GTVT);
- LLru: VT, NVYD&TTBYT.
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t· , BOYTE
eve QUAN LY DUQ'e

eONG HOA xX HOI CHiT NGHiA VIET NAM. . . .
DQcl~p - Tl! do - H~nh phuc

S6 ~ /QD-QLD Ha Noi, ngdY;t8 thangg niim 2016 . .
cue Y TE GIAO ~HONG V!"N TAl

1< C(:)NGVAN BEN
QUYETDJNH

V~ vi~c ban hanh danh muc 31 thu6c dung ngoai san xu§t trong2lfudlB- 2016
iltrq-c c§p s6 dang Icy hru hllnh t;ti Vi~t Nam So ....• A \~.f4......
eve TRUONGeve QuAN LV DU<}e

Can cir Luat DUQ'engay 14/6/2005;
Can cir Nghi dinh s6 63/2012/NI)-CP ngay 31/08/2012 cua Chinh phil quy dinh

clnrc nang, nhiem vu, quyen han va co d.u t6 chirc cua BQY t€;
Can cu Quyet dinh s6 38611QD-BYT ngay 30/9/2013 cua BC)tnrong BC)Y t€

quy dinh clnrc nang, nhiem vu, quyen han va co du t6 chirc cua C\lCQuan ly Duoc
thuoc BC)Y t€;

Can cu Thong tu s6 44/2014/TT-BYT ngay 25111/2014 cua BC)Y t€ qui dinh
viec dang ky thuoc;

Can cu cong van s6 1348/SYT -QLD ngay 04/7/2016 va 1177ISYT -QLD ngay
13/6/2016 cua Sa Y t€ Binh Duong, cong van s6 877/SYT-VP ngay 19/5/2016 cua Sa
Y t€ Ha Tinh, cong van s6 1557/SYT-QLD ngay 29/02/2016 cua Sa Y t€ Tp. H6 Chi
Minh, cong van s6 3149/SYT-NVD ngay 18/7/2016 va cong van s6 3689/SYT-NVD
ngay 19/8/2016 cua Sa Y t€ Ha NC)i,cong van s6 1210/SYT-QLD ngay 30/6/2016
cua Sa Y t€ Thanh H6a, eong van s6 1803/SYT-NVD ngay 25/712016 eua Sa Y t€ Da
Ngng v~ vi~c d~ nghi cfip s6 dang Icy cho cac thu6c dung ngoai thuC)cph\l l\lc V -
Thong tu s6 44/20 14/TT-BYT;

Xet de nghi eua Phong Dang ky thu6e - C\lCQuan Iy DuQ'c,

QUYET DJNH:
Di~u 1. Ban hanh kern thea Quy€t dinh nay Danh rn\lc 31 thu6e dung ngoai san

xufit trong nu6c dUQ'ecfip s6 dang kY luu hanh t~i Vi~t Narn - Dqt 155.
Di~u 2. Cong ty phai in s6 dang kY dUQ'eBC)Y t€ cfip len nhan thu6e va phai

ehfip hfmh dung cae quy ch€ e6 lien quan t6i san xuit va luu hanh thu6e. S6 dang kY
e6 ky hi~u VS- ...-16 e6 gia tri 05 narn k8 tU ngay kY quy€t diM.

Di~u 3. Quy6t dinh nay c6 hi~u hrc k8 tU ngay kY ban hanh.
Di~u 4. Giarn d6e Sa Y t6 cae tinh, thanh ph6 tr\Ic thuC)ctrung uung va . ,

d6e dan vi c6 thu6c t~i dieu 1 chiu traeh nhi~rn thi hanh Quy€t dinh nay.
Noi nh~n: eue TRlf? G __ -..
- Nhu Dieu 4; •
- BT. Nguyen Thi Kim Tien (M b/c);
- IT. Le Quang Cucmg (d~ b/c);
- C~ICQuan y - B¢ Qu6c phOng; D;ICY te - BQCOng an;
- D;ICY te giao thOng v~n tai-B¢ GTVT;
- TOng Cyc Hai Quan- BQTai Chfnh; Bao hi~m xii hQiVi¢
- Vl;!Phap cM; Cl;!cQuan 19Y, Dugc c6 truyen;
Cl;!CQuan 19KMm chua b¢nh; Thanh tra BQY te; rUO'Dg Qu6c CUOng
- Vi¢n KN thu6c TW va VKN thu6c TP. HCM;
- TOng C6ng ty Dugc VN;
-Ok B~nh vi~n, Vi~n co giuang b~nh tn;rc thuQc BYT;
- Website Cl;!cQLD; Tl,l.pchi Dugc - My pharo - Cl;!cQLD;
- Luu: VP, Phong KDD, DKT (12 ban).



BOYTE
cue QUAN LY DUQC

CQNG HOA xA HOI CHU NGHIA V$T NAM
DQcl~p - TV do - Hanh plnic

DANH MUC 31 TRUOC DUNG NGOAI SAN XUAT TRONG mroc
D1JOC cAP SO DANG KY HI$U L1/C 05 NA.M- DOT 155

Ban harm kern thea quyet dinh s6: .~ ..lQD-QLD, ngay.j.1. ..I .. g...I..~OJ.b

1. Cong ty dang ky: Chi nhanh cong ty TNHH dIrgc phim Sai Gon t~i Binh Duong (Die: 8627
V8IP - Duong s6 6 - KCN Vi?tNam-Singapore - Phuong An Phu - Thi xii Thudn An - Tinh Binh
Duong - Vi?tNam)

1.1 Nha san xu§t: Chi nhanh cong ty TNHH dIrgc phim Sal Gon t~i Binh Duong (fJle: 8627
V8IP - Duong s6 6 -KCN Vi?tNam-Singapore - Phuong An Phu - Thi xii Thudn An - Tinh Binh
Duong - Vi?tNam)

Ten thuBc Hoat chAt chinh - Dang bao TuAi Tieu Quy each SB dang kySTT Ham luong ch~ thQ chu§n dong goi
1 Nurre oxy gia 3% Mdi chai 60ml co Dung dich 36 TCCS Chai 60ml VS-4944-16

chira: Nucc oxy gia dung ngoai thang
d~m d~c 6g

2. Cdng ty dang ky: Cdng ty c6 ph§n Duec Ha Tinh (Die: 86 167 duongHa Huy Tdp,phuong
Nam Ha, thanh ph6 Ha Tinh, tinh Ha Tinh - Viet Nam)

2.1 Nha san xu§t: Cong ty c6 ph§n DIrgc Ha Tinh (fJle: S6 167 QUangHd Huy Tq,p,phuOng
Nam Hd, thdnh ph6 Hd Tinh, tinh Hd Tinh - Vi?tNam)

Ten thu6c Ho~t chAt chinh - D~ng bao TuAi Tieu Quyeach s6 dang kYSTT
Ham 1U'<!ng ch~ thQ chuAn dong goi

2 C6n BSI Mdi 100ml chua: C6n thu6c 36 TCCS H9P 1 IQx VS-4945-16
Acid benzoic 5g; dung ngoai thang 10ml, h9P 1 IQ
Acid salicylic 5g; x 12ml
lod 2,5g

I·· ._..... _.-, .- .. ..~.-.,-_.._- ._ ••_ -_. ___ H. ___ - - - ___ •. _ ••• -..- ---. - - - -. --- _ ..._ ...._ .. ._ ..- _....... .._ .... _. - •••••M" ••____ ,,_" ""_0" •••••_•• ,H•••____ ••

3 C6n thu6c chu'a h~c lao Mdi 100ml chua: C6n thu6c 36 TCCS H9P 1 IQx7ml, VS-4946-16
lang ben Acid benzoic 7,5g; dung ngoai thang Mp I IQx

Acid salicylic 7,5g; 10ml, h9P 1 IQ
lod O,75g x 12ml

I····· .._ ....-.._ .._--. _....... ,,_,_ ._.....- -_.- .-.. --..- '_-' . -..-. -_._..__ .--. - - .-_ .._. --_ .. .__....-... .._ ..- ._ ............-.........- ._._ .....-- .. _ ..- -- ...-.- _.__. _ ....._ ...._- .-
4 Dung djch DEP Mdi 100ml chua: Dung djch 36 TCCS H9P 11Qx VS-4947-16

Diethyl phtalat 70g dung ngoai thang 10ml, h9P 1 IQ
x 12ml._- ---. --- --- ---- - -- ._- ._ -- - - ------------- ----- --- --- . _._-------- ._-------_ .._-

5 Dung djch dung ngoai Mdi 100ml chua: Dung djch 36 TCCS H9P 1 IQ VS-4948-16
ASA Acid acetyl salicylic dung ngoai thang 10ml, h9P 1 19

109; Natri x 12ml
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---- -_._----_._--- salicyla.!_8,8s____ ------ I-- -- --- ----_--_ ..- - _._. -_. --_--_.
6 MaDEP M6i 100g chua: Thubc rna 36 TCCS H9P 11Qx 8g, VS-4949:16

...... ........ .-. ._ .. -._.._ --"- ..._ ..- _._ ..- -..-. ......_.. _ .._. 1.?i~~~XI_p'h~_aI~t_~Og_ --....-......... -.. _ ..._ .
thang _._ .. __ ...Mp l lo x 109 -_...._.,.._.__ . _._- ._..._. _ ........_._...- _ ..

7 Niroc oxy gia 3% M6i 100ml chua: Dung dich 36 TCCS H9P 20 IQx VS-4950-l6
10mI Hydrogen dung ngoai thang 10ml, Mp 20 IQ
peroxyd 30% x 20m!, hop 20

IQx 30m!, h9P
10 IQx 50m!,
hop 10 IQx
100ml

3. Cdng ty dang ky: Cong ty c6 ph§n dUQ'cph§m 3/2 (Die: 601 Caeh Mang Thang Tam, Phuong
15, Qudn 10, TP.H6 Chi Minh - Vi?fNam)

3.1 Nhil san xuit: Cong ty c8 ph§n DuQ'cph§m 3/2 (Die: S6 930 C2,Duong C, KCN Cat is; P.
Thanh My L9'i, Q2, TP. H6 Chi Minh - Vi?tNam)

Ten thu6c Hoat chftt chinh - Dang bao TuBi Tieu Quy each s6 dang kySTT Ham 1U'Q'ng ch~ tho chu§n dong goi

8 Natri clorid 0,9% M6i 100 mi chua: Nurre sue 36 TCCS Chai 200 ml; VS-4951-16
Natri clorid 0,9g mieng thang chai 500 mi

-._ .. -_ .... ~ ---- -..._- -_ ... --- _.- ._._- -_. _-.- .._-. ._._. __ . --- ----- _._- -- ._- -- - _.-- -.- .__. -_ .._ .. _ ..._- -_._.... _._ ._.... _ ....-
9 Natri clorid F.T M6i 200 ml chua: Nurre sue 36 TCCS Chai 200 ml; VS-4952-16

Natri clorid 1,8g mieng thang chai 500 ml

4. Cflng ty dang ky: Cong ty c8 ph§n DUQ'cphim Phuong Dong (Die: La 7,Quangs6 2, Khu
cong nghiep Tan T{,lD,Qudn Sinh Tan, Tp. H6 Chi Minh - Vi?tNam)

4.1 Nhil san xuit: Cfing ty c8 ph§n Duoc phim Phuong Dong (Die: La 7,QUangs6 2, Khu cong
nghiep Tan Tao, Qudn Binh Tan, Tp. H6 Chi Minh - n«Nam)

Ten thu6c Hoat chftt chinh - Dgng bao TuBi Tieu Quy each s6 dang kYSTT Ham IU'Q'Ilg ch~ the chu§n dong goi

10 Alcool700 M6i chai 60ml chua: Dung djch 36 TCCS Chai 60 ml, VS-4953-16
% 43,62 mi Ethanol dung ngoai thang chai 250 mI,
96 chai 500 mI,

can 20 lit
....... _ ...... - -_. -_ ..._- _.._.__ ..__ . -.....- ........ .....-. -..... _.- .._ .... ._ ..._ .... ___ . -_--_ -- - - _ ..- - _ .. ._- _._, -- -- -- .. ..._ -- -_. _._--- _._ --_ .. _ ...._ ---- _ ..._. ......- - -
11 Oxy gia lOTT M6i chai 60 ml Dung djch 36 DDVN Chai 20 ml, VS-4954-l6

chua: 6 ml dung ngoai thang IV chai 60 ml, chai
Hydrogen peroxid 120 ml, chai
30% 500 mI, can 20

lit

5. Cong ty dang ky: Cong ty c8 phAn dUQ'cphim Trung uong Vidipha (Die: 18412Le Van Sy,
PhuOng 10, Q. Phil Nhwjn, TP. H6 Chi Minh - Vi?tNam)
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5.1 Nha san xu§t: Chi nhanh cong ty c6 phin dllQ'cphim Trung uong Vidipha tinh Blnh
Duong (Die: Ap Tan Binh, xii Tan Hiep, huyen Tan Uyen, tinh Binh Duong - Viet Narn)

Ten thu6c Hoat ch~t chinh - Dang bao Tu6i Tieu Quy each S6 dang kYSTT Ham luong ch~ the chu§n dong goi
12 Natri clorid 0,9% M6i chai 500ml Nircc sue 36 TCCS Chai 500ml VS-4955-16

chua: Natri clorid mieng thing
4,5g

6. Cdng ty dang ky: Cong ty c6 phin dllQ'cTrung uong 3 (Die: S6 115 Ngo Gia T,/!,Phuong
Hili Chdu 1, Qudn Hdi Chdu, Thanh ph6 Da N8ng - Vi?tNam)

6.1 Nha san xu§t: Cfmg ty c6 phin dUQ'cTrung uong 3 (Die: S6 115 Ngo Gia T,/!,Phuong Hdi
Chdu 1, Qudn Hili Chdu, Thanh ph6 Da N8ng - Vi?tNam)

Ten thudc Hoat chAt chinh - Dang bao Tu6i Tieu Quy each S6 dang kYSTT Ham hreng ch~ the chu§n dong goi
13 Cetecocetadin M6i 100ml chua: Niroc sue 36 TCCS LQ60ml, VS-4956-16

Povidon iodin Ig mieng thang 100ml, 120ml,
250ml

7. Cdng ty dang ky: Cong ty c6 phin dUQ'c-v~ttu y t~ Thanh Hoa (Die: 232 Trdn Phu, Thanh
Hod - Vi?tNam)

7.1 Nha san xu§t: Cong ty c6 ph§n dUQ'c-v~ttu y t~ Thanh Hoa (Die: S64 Duong Quang Trung
- TP. Thanh Hoa - Vi?tNam)

Ten thu6c Ho~t chAt chinh - D~ng bao Tu6i Tieu Quy cach S6 dang kySTT
Ham Ill'Q'ng ch~ thQ chu§n dong goi

14 Glucose Glucose 200g Thu6c b9t 24 TCCS Tui200g VS-4957-16,
uong thang

8. Cong ty dang ky: Cong ty c6 phin hoa - dllQ'cph§m Mekophar (Die: 29715 - Lf; Thuong Ki?t
- Qugn 11- TP. H6 Chi Minh - Vi?tNam)

8.1 Nhlt san xu§t: Cong ty c6 ph§n hoa - dU'Q'cph§m Mekophar (Die: 29715 - Lf; Thu(mg Ki?t
Qugn 11- TP. H6 Chi Minh - Vi?tNam)

Ten thu6c Ho~t ch~t chinh - D~ng bao Tu6i Tieu Quy cach S6 dang kySTT
Ham Ill'Q'ng ch~ thQ chu§n dong goi

15 D.E.P M6i 109 chua: Thu6c rna 36 TCCS H9P 20 lQx 109 VS-4958-16
Qiet~~ll'~_!aiat_2,_?_g_bOida thing

.. _ ....- "-------_. -_.-_- _. -. -_..- --_ - _.- ..... --_- -- . --- .__ .._ ....... _._- .--- -__

16 Povidone Iodine 10% M6i 90mi dung djch Thu6c rtra 24 TCCS H9P 10 chai x VS-4959-16
chu·a: Povidon ph\! khoa thang 90mi
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._. -_._- . -.- ---- --- - - -_-- !s><!i!1Jg__ _____ -------_. --- --- -- -- _._- -- -. --- ._ .. _--._-_ ...._ .. _ ...-
17 Shining M6i 220ml dung Niroc sue 36 TCCS Chai 220ml VS-4960~16

dich chua: Natri mieng thang
fluorid 44g

9. Cong ty dang ky: Cdng ty c6 ph§n Boa dUQ'cVi~tNam (Dlc: 273ph6 Tdy San, Qudn Dong
Da, Ha N9i - Vi?t Nam)
9.1Nha san xu§t: Cdng ty c6 ph§n Boa duo'c Vi~tNam (Die: 192Ph6 Dice Giang, qudn Long
Bien, Ha N9i - Vie:Nam)

STT Ten thu6c Hoat chfit chinh - Dang bao Tu6i Tieu Quy cach se dang ky
Ham luong ch~ thQ chu§n dong goi

18 C6n 700 M6i 50 ml chua: Dung djch 36 TCCS L9 50 ml; 19 VS-4961-16
36,35ml Ethanol dung ngoai thang 100 ml; chai
96% 500 ml; chai

1000 ml; can 5
lit; can 201ft

- --- --,-------- --------- ------ --- --- -_ .._----_. - - - -- --- _._- --
19 C6n 900 M6i 50 ml chua: Dung dich 36 TCCS L9 50ml; 19100 VS-4962-16

46,7ml Ethanol 96% dung ngoai thang ml; chai 500
ml;chai 1000
ml; can 51ft;
can 201ft

- -_._._. -_... -_._. - ._- _ ..._ - -- --. ..• ...__ ._ ...__ -._------ -_ ... __._--- .---.- .. -----. .__ ....- ..-_ .., _.-- -_.. _ ...... _ ..H.

20 C6n BSI M6i 17 ml chua: Dung dich 24 TCCS L9 17 ml; 1920 VS-4963-16
Acid benzoic 0,34g; dung ngoai thang ml
Acid salicylic 0,34g;
lod 0,34g

...... ....•.... _ ...... -...... _...... ......_ ...... _ .., .._._.. ._o.-. ,...........•.••_...... ......- ..- ..... ---_._--_ .. _ .._ ........_- -_._- ..._ .... ..--... _.._ ......_ ...... _ ..... ._....

21 C6n Iod 1% M6i 20 ml chua: lod Dung dich 24 TCCS L9 20 m1;1950 VS-4964-16
0,2g; Kali iodid 0,2g. dung ngoai thang ml; 19100 m1;

19500 ml; 19
650m1_- -_.- _ .._--------- _ .. __.._. __ ---- -_._-- --- ---- -- - _._. - -.- - _. - .- - -_.. -..-. .-----

22 C6n lod 5% M6i 20 ml chua: lod Dung dich 24 TCCS L9 20 ml; 1950 VS-4965-16
l g; Kali iodid 0,7g dung ngoai thang ml; 19 100 ml;

19500 ml; 19
650 ml

I ........ _. .....-......... - _._.... _ ....__ ... _.__ .- -_.-, _..... .. ....... _.-. . ._ ..... _.___ - .._..._..- ,-_.- _._. - - !...........•.. --_ .. _- ..._- ...__ .._ ...
23 Dung djch A.S.A M6i 17 ml chua: Dung dich 24 TCCS L9 17 ml; 1920 VS-4966-16

Natri sa1icylat dung ngoai thang ml; 1950 m1
1,496g; Aspirin 1,7g

-- _._- ._. --- ._-- - -._.' _ .. -- --. _ .. -_..- _._._. .__..__ .... _. - - -- - - - .-.- ._ ..._--- ._--- ---.. -- ._-_._.-_ .. _ ..__ ...._._ ..__ .- ......._- -"-- --'_--' ....._.. _.- .... _._.
24 Glucose G6i 100 g chua: Thuoc bQt 24 TCCS G6i 100 gam; VS-4967-16

Glucose monohydrat u6ng thang g6i 250 gam;
100g g6i 500 gam

._.--- -- _.- - - --- -- -- ----- --- --_ .. -- -_. -- _.- --- --- ._- - ...._-- _.- - -._ ---- .. _-- ---- ..._ ... _ ...... -_.._. _ ...... _-_. ,.

25 MO·D.E.P M6i 8 g chua: Thu6c rna 36 TCCS HQP6 gam; hQp VS-4968-16
Diethyl phtalat 5,2g thang 8 gam; hQp 10

gam_ .... _.__ ...-.. -.._- ..._ .._. ,,_ ---._ -_.- -_. -- -_._. --_. ---- ._.._- .---. -- -- - - - - - ------ ---- ._-- --- - -- - -- -.- ...... - -- -- __ H' ___._. _..._____ •

26 Nurre Oxy gia 3% M6i 20 m! chua: Dung dich 24 TCCS L9 20 ml, 1950 VS-4969-16
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Nircc oxy gia d~m dung ngoai thang ml, IQ 100 ml,
d~£_30% 2g ______ IQ500 ml _------_._--___ ' __ M.• __ --- _._. ----.------- -_---- --- --- -_._-----

27 Thu6c do 1% M6i 20 mI chua Dung dich 24 TCCS LQ 20ml, IQ VS-4970-16
Mecurocrom 0,2g dung ngoai thang 100ml,IQ

250ml,IQ
500ml

_ .... ..... .- - _ ...... ...._.. ----. ••••_•• _._., __ H. -----_._- __ ._ -..- _._ -...- - - ____ H. -_ ..._- . - --.. - ._-, -_.. - _. .--. --.. -__ . -. - .._- ._
28 Thu6c mroc D.E.P M6i 15 ml chua: Dung dich 36 TCCS LQ 15 ml; IQ 17 VS-4971-16

!?i_~hyl_phtaJ~t~,~.~__~~nj ~g~a!_ . thing ml; IQ20 ml
I· _ ..... ._ ... , -,.-_.0- _ . ......•.. -. _._. ___ .._.o __ H• .._. __._.. __ ..... _ .._.- ...__ ...._ ._.... ......_-_ ...... __ ._-- • ..o-

29 Xanh Methylen 1% M6i 10 ml chua: Dung dich 24 TCCS LQ 10 ml; IQ 17 VS-4972-16
Xanh methylen 0,1 g dung ngoai thang ml; lo 20 ml

10. Cong ty dang ky: Cdng ty TNHH LD Stada-Viet Nam. (Dlc: K631J Nguyln Thi Soc, dp My
Hoa 2, xii Xudn Thai Dong, huyen Hoc Man, Tp.HCM - Vi?tNam)

10.1 Nhft san xuit: Cong ty TNHH LD Stada-Viet Nam. (Dlc: K631J Nguyln tt« Soc, dp My
Hoa 2, xii Xudn Thai Dong, huyen Hoc Man, Tp. HCM - Viit Nam)

Ten thuBc Heat ch§t chinh - Dang bao Tu6i Tieu Quy cach SB dang IcySTT Ham Iuong ch~ tho chu§n dong goi
30 Cineline M6i 100mI dung Niroc sue 24 TCCS Chai 250ml VS-4973-l6

djch chua: Thymol rnieng thang
60mg; Menthol
40mg; Eucalyptol
90mg

- _ .._ ... -_. ..._- - .. _ ........__- ._.... -_. --- -- -- -. ----.----- ----- f--- --- --_._----- ---_,-_----
31 Gynostad M6i 200mI gel chua: Gel dung 24 TCCS Chai 200ml VS-4974-16

Dang sulfat 4g; ngoai (thuoc thing
Acid boric 4g nra phu

khoa)

Truong Quae CU'{Yng
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