' TRUNG TAM NUOI TRONG NGHIEN CUU
' CHE BIEN DUGC LIEU QUAN KHU 9

THONG TIN SAN PHAM

THUOC
COBRATOXAN



Co s¢ dang ky: CO SO SAN XUAT DONG DUGC 408;
bia chi: Trong khudn vién Trai ran Bong Tam, ap Tan Thuan B, xa Binh

buc, huyén Chau Thanh, tinh Tién Giang;

S6 gidy Pang ky kinh doanh: 53D8010484 do Phong Tai chinh — Ké
hoach huyén Chau Thanh cip ngay 09/11/2015;
Sb gidy chimg nhan du diéu kién kinh doanh duoc: 342/DKKD-BYT do

Bo6 Y té cap ngay 05/11/2019;

Sb gidy chimg nhan thyc hanh tét san xuat thudc, nguyén liéu lam thudc
(GMP): 624/GCN-QLD do Cuc Quan 1y dugc — Bo Y té cap ngay 28/08/2023;

San pham Thudc Cobratoxan

Tén thuéc: COBRATOXAN

Tén generic:

Dang bao ché: Kem xoa ngoai da

Ham lwong, ndng do: tuyp 20 g

Tén co s& ding ky: CO SO SAN XUAT
PONG DUQC 408

Dia chi: T6 37, 4p Tan Thuan B, xi Binh
Duc, huyén Chau Thanh, tinh Tién Giang.
Dién thoai: 0273 3853204

Fax: 0273 3956080

Tén co sé san xuat: CO SO SAN XUAT
PONG DUQC 408

Dia chi: T6 37, 4p Tan Thuan B, x4 Binh
buc, huyén Chau Thanh, tinh Tién Giang.
Dién thoai: 0273 3853204

Fax: 0273 3956080

Piéu kién bio quan: Han dung: Thubdc ban theo don:
Khong bao quan ¢ nhiét d6 trén 30°C. | 24 thang Khong

Ngay cip SPK: S6 diing ky: | Ngay hét han SPK:
22/06/2017 VD-26649-17 | 31/12/2024

Phén loai thudc: Puong dung: | Tiéu chuin:

- Mi ATC: M02A Dung ngoai | Tiéu chuén co s9.

Thanh phan: (cho don vi déng géi nhé nhat: tuyp 20g)

Hoat ghét Ham lwong Tiéu chuén
(Ophuphags hamnay | 05T ToCS

(A%et:;zl)l/?;ls ii}fgyl?cfs) 2824 ¢ DBVNV

Tinh dﬁ;‘,l/[ Eict:hlcli )(Oleum 0,588 g DDVN V

Thudc Cobratoxan da duoc cap sé ding ky VD-26649-17 theo quyét dinh
s6: 229/QP-QLD ngay 22/06/2017 dugc gia han s6 diang ky dén ngay 31/12/2024
tai Quyét dinh sé 62/QD-QLD ngay 08/2/2023 cta Cuc Quén Iy dugec — B Y té
(S4 thir tu 1719 Phuy luc 1). Thude d3 luu hanh trén thi trudng tir khi duoc cap sd
dang ky.
Qui cach dong goi

Tuyp 20g, hop trung gian 1 tuyp , hdp 16n 10 tuyp.



Chi dinh

Diéu tri tridu chimg dau trong cac bénh khdp nhu dau moéi khép gdi, khop
cd tay, ¢6 chan, khuyu tay; dau day than kinh toa, dau lung don thuan, hoi chimg
6 vai gay hodc nhtrc méi tai chd do van dong qua do.

Cach dung

Bo6i thude 1én ving bi dau va xoa bop ki cho dén khi thudc thAm hét qua
da, ngay 2 - 3 lan.

Chong chi dinh
Khong dung cho tré em dudi 30 thang.
Bio quan

Noi kho, tranh anh sang, nhiét do khong qua 30°C.



UBND HUYEN CHAU THANH CONG HOA XA HOI CHU NGHIA VIET NAM
PHONG TAI CHANH _KF HOACH Djc 1ap - Ty do - Hanh phiic

GIAY CHUNG NHAN PANG KY
HQ KINH DOANH
S6 : 53D8010484

Bdng ky ldn ddu, ngay 9 thdng 11 ndm 2015
Ddng ky thay ddi ldn thit......, ngay  thing ndam

1.Tén h{ kinh doanh : CO SO SAN XUAT PONG DU(C 408
2.Dia diém kinh doanh :
Trong khu6n vién Trai rin Ddng Tam, 4p Tan Thudn B, xi Binh Ditc
Huyén Chiu Thanh _ Tinh Tién Giang
Dién thoai : 0944422890 Fax :

Email ; Website :

3.Nganh, nghé kinh doanh :
Sdn xudt, bin budn dudgc ligu, thubc dong y, thudc tir dude lidu

4.Vén kinh doanh : 300.000.000 VNP
Ba trdm triéu déng
5. Ho va tén dai dién hd kinh doanh :
BUI VIET CUONG Gi6itinh:  Nam
Sinh ngay: 1986 Dintdc: kinh  Qudc tich: Viét Nam
Loai gidy t& chimg thyc canhdn:  Ching minh nhan dan
S6 gidy chimg thyc ¢4 nhan: 341271345
Ngaycdp: 09/12/2003 Noicip: Cong An Péng Thap
Ndi ding ky ho khiu thudng trd :
Khu tap thé Trung tim nudi tréng ché bién duge liéu, Tan Thudn, Binh Pic
Ché & hién tai ; Thia d4t s6 18, &p T4n Thudn B, xi Binh Dic
6. Danh sich cd nhin gép von thanh Idp h¢ kinh doanh :




U3

o

9 GIAY CHUNG NHAN
pU PIEU KIEN KINH DOANH DUQC




“<— e e

BQ Y TE CONG HoA XA HOI CHU NGHIA VIET NAM
Pic lip — Ty do — Hanh phic

GIAY CHUNG NHAN
PU PIEU KIEN KINH DOANH DUQC
Sé hiéu: 342 /DKKDD-BYT
Diéu chinh
Cdp lan 1: 219/DKKDD-BYT ngay 30/12/2016

B Y té chirng nhén:
1. Tén cong ty: Co sé sin xudt dong dwgc 408.

2. Dia chi tru s¢ chinh: Ap Tan Thudn B, xd Binh Dirc, huyén Chau Thanh,

tinh Tién Giang.

3. Dia diém kinh doanh: Ap Tén Thugn B, xd Binh Dirc, huyén Chiu Thanh,

tinh Tién Giang.

4. Ngudi chiu trach nhiém chuyén mén vé duge clia co sé:

- Ho va tén: Tran Trung Hiéu;

- Trinh d§ chuyén mén: Dwgre sy dai hoc;

- Chtng chi hanh nghé dugc sé: 673/CCHN-D-SYT-TG do Sé Y té tinh Tién
Giang cip ngay 01/04/2019.

Du diéu kién kinh doanh ddi v6i hoat dong kinh doanh dugc: Sin xuit thuéc.

- Pham vi kinh doanh: Theo Phu luc dinh kém.

Gidy chimg nhan c6 hiéu luc tir ngay 05. thang #47. nam .2049. dugc cép theo
Quyét dinh sb: 522. /QD-BYT ngay 05. thang .44 nim . +22{4 clia B truong Bd Y té,
thay thé Gidy chimg nhan du diéu kién kinh doanh dugc s6 219/DKKDD-BYT ngay

30/12/2016.
A

Ha Néi, ngay..0S. thang/44.ndm 2019
KT.BQ TRUONG
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BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - T do - Hanh phiic

PHU LUC

(Dinh kém Gidy chimg nhdn di dzeu kién kinh doanh duoc cdp cho
. Co 56 san xuat dong duoc 408
S6 hiéu: 34 2/DKKDD-BYT ngay 05 thang 44 nam 2019)

Hoat dong san xuat thube

4. Thudc dwge ligu, thudc cb truyén

4.1. Thubc duwge ligu, thudc cé truyén

4.1.9. Thuéc dang bén rin:
Thuéc kem, thudc md.

4.2. Xubt xwong thubc dwgc ligu, thudc cé truyén

6. Dong géi

6.1. Pong goi so cap

6.1.1. Tét ca céc dang thudc & muc: 4.1.

6.2. Dong goi thir cip

6.2.1. T4t ca cac dang thuéc & muyc: 4.1.

7. Kiém tra chit lwgng

7.1. Vi sinh

7.1.2. Gi6i han nhiém khuén

7.2. Hoa hoc / Vit ly
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pjc lap — Tw do — Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

S6/No.: 624 /GCN-QLD

GIAY CHUNG NHAN THU'C HANH TOT
SAN XUAT THUOC, NGUYEN LIEU LAM THUOC (GMP)
CERTIFICATE OF GOOD MANUFACTURING PRACTICE COMPLIANCE

Phin 1/ Part I:

! Céan clr quy dlph tai Thong tw s 35/2018/TT-BYT ngay 22/11/2018 cua B§ truéng
Bo Y té quy dinh vé Thuc hanh t6t san xuét thudc, nguyén liéu lam thuée (GMP), Thong
tw s6 12/2022/TT-RYT ngay 21/11/2022 cia Bf trudmg B Y té sira d6i, bd sung mot s6
diéu ctia Thong tu s6 35/2018/TT-BYT ngay 22/11/2018 ciia B6 truéng BO Y té quy dinh
vé Thuce hanh tdt san xuét thudc, nguyén liéu 1am thudc (GMP),
l Pursuant to the Circular n° 35/2018/TT-BYT dated 22/11/2018 by Minister of Health
. on Good Manufactyring Practice for medicinal products and materials (GMP), Circular
| n°12/2022/TT-BYT dated 21/11/2022 by Minister of Health on amending, supplementing
" a number of articles of Circular n® 35/2018/TT-BYT dated 22/11/2018 by Minister of
|| Health on Good Manufacturing Practice for medicinal products and materials (GMP),

| CUC QUAN LY DUQC chimg nhén:
The Drug Administration of Vietnam certifies the following:

Co s kinh doanh: CO SO SAN XUAT PONG DUQC 408
The establishment: ORIENTAL MEDICINE MANUFACTURING FACTORY N° 408

Tru s& chinh: Ap Tén Thudn B, xd Binh Dirc, huy¢n Chiu Thanh, tinh Tién
Giang
Legal address: Tan Thuan B hamlet, Binh Duc commune, Chau Thanh district,

Tien Giang province
Nha mdy sén xudt: CO SO SAN XUAT PONG DUQC 408
Manufacturing site: ORIENTAL MEDICINE MANUFACTURING FACTORY N°408
Dia chi nha may: Ap Téan Thuin B, xd Binh Pirc, huyén Chéu Thanh, tinh Tién
Giang
Site address: Tan Thuan B hamlet, Binh Duc commune, Chau Thanh district,

Tien Giang province

Pi dugc dénh gia theo quy dinh lién quan dén viéc cp Gidy chu’ng nhén du diéu kién
kinh doanh dugc phu hgp véi cac quy dinh tai Diéu 33 Luat dugc s6 105/2016/QH13 ngay
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06/04/2016, Piéu 33 Nghi dinh s6 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiét mot sé diéu va bién phap thi hanh Luit dugc, Piéu 5 Nghi dmh s6
155/2018/ND-CP ngay 12/11/2018 ctia Chinh phu vé viéc sira ddi, bd sung mét s6 quy
dinh lién quan dén diéu kién diu tu kinh doanh thudc pham vi quan 1§ Nha nudc cua Bo Y
té va Thong tur s6 35/2018/TT-BYT ngdy 22/11/2018, Thong tu s6 12/2022/TT-BYT ngay |
21/11/2022 ctia Bd trudng Bd Y té quy dinh vé Thuc hanh tét san x#t thudc, nguyén liéu |
lam thuéc (GMP). |
Has been inspected in connection with the issuance of Pharmaceutical business
license and in accordance with the national regulations at Article 33 of Pharmaceutical
Law n° 105/2016/QH13 dated 06/04/2016, Article 33 of Decree n° 54/2017/NP-CP dated
08/05/2017 of the Government, detailing some Articles and metisures to implement
Pharmaceutical Law, Article 5 of Decree n° 155/2018/ND-CP dated 12/11/2018 by
| Gorvernment concerning revision and addition of some stipulations on trading and
investment conditions under the state mandate of Ministry of Health and the Circular n°
35/2018/TT-BYT dated 22/11/2018, Circular n® 12/2022/TT-BYT dated 21/11/2022 by ‘
Minister of Health on Good Manufacturing Practice for medicinal products and materials ‘
(GMP). ,

Cin cir két qua danh gia co s& san xudt dugc thuc hién ngay 20/02/2023, co s& san
xuat néu trén dugc chimg nhan d4p img céc yéu ciu vé Thuc hanh t4t san xuét, Thuc hanh
tot phong thi nghiém va Thuc hanh tt béo quén d6i véi co sé san xuit thudc, nguyén liéu
lam thudc theo quy dinh tai Thong tu sb 35/2018/TT-BYT ngay 22/11/2018, Thong tu 86
12/2022/TT-BYT ngay 21/11/2022 cta Bo trwéng Bo Y té, phu hdp véi cic yéu cau vé
Thuc hanh tét san xuét thudc theo khuyén cdo ciia T chirc Y té thé gloi (WHO).

From the knowledge gained during inspection of this manufacturer, which was
conducted on 20/02/2023, it is considered that it complies with the Vequirements of Good
Manufacturing Practice, Good Laboratory Practice and Good Storage Practice for
manufacturer of medicinal products and materials as laid down in the Circular n°
35/2018/TT-BYT dated 22/11/2018, Circular n° 12/2022/TT-BYT dated 21/11/2022 by
Minister of Health, which complied with the requirements of Good Manufacmring Practice
as recommended byWorld Health Organization (WHO).

Gidy chimg nhan nay thé hién tinh trang tuan thi GMP ctia co s& san xut tai thoi didm
danh gi4 néu trén va c6 hiéu lyc khong qué 03 nim ké tir ngay danh gié gin nhit. Tuy nhién,
cin cir theo nguyén tic quan 1y ri ro, thoi gian hiéu luc cua Gidy chimg nhan c6 thé duoc
rit ngén hoic kéo dai va s& duoc ghi tai muc Nhitng ndi dung han ché hoic 1am rd.

This certificate reflects the status of the manufacturing site at the time of the
inspection noted above and should not be relied upon to reflect the compliance status if
more than 03 years have elapsed since the date of that inspection. However, this period of
validity may be reduced or extended using regulatory risk management principles by an
entry in the Restrictions or Clarifying remarks field.

Gidy chimg nhan chi cé hiéu lyc khi thé hién day du cac trang Ya bao gbm ca Phan 1
va Phin 2.
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This certificate is valid only when presented with all pages and both Part I and Part 2.

Tinh xéc thuc cua Gidy ching nhin nay cé thé dugc xsi_c nhan théng qua ndi dung
dang tai trén trang thong tin dién tir ciia Cuc Quan ly Dugc. Néu khong cd, hdy lién h¢ vai
Cuc Quan ly Dugce dé duoc 1am rd.

The authenticjty of this certificate may be verified in website of the Drug
Administration of Vigtnam (DAV). If it does not appear, please contact the DAV.

Phéan 2/ Part 2:
HOAT DONG SAN XUAT / MANUFACTURING OPERATIONS

Néu co s& tién hanh san xuit cic san pham c6 yéu clu dic biét, nhu: thudc phong xa
hodc cac san phim ghira penicillins, cephalosporins, penems, chit doc té bao/chit kim’ té
bao, thudc chita hoymon sinh dyc c¢6 tac dung trénh thai, thudc cé hoat chit nguy hiém
duoc néu rd ddi véi timg dang san phdm hodc dang bao ché.

If the company is engaged in manufacture of products with special requirements e.g.
radiopharmaceuticals or products containing penicillins, cephalosporins, penems,
cytotoxics/cytostatics, contraceptive sex hormones, potentially hazardous active ingredients,
this should be stated under the relevant product type and dosage form.

| 4. Thubc dwgc lidu, thudc cd truyén 4. Herbal, traditional medicinal products

.i 4.1. Thudc dwor liéu, thuéce cé truyén 4.1. Herbal, traditional medicinal produsls\

| 4.1.9. Thuéc dang ban ran: 4.1.9. Semi-solids: clye \'\/f \
J| Kem, Gel, MG. Creams, Gels, Ointments. JuN LY ':J
[ DUQC

4.2. Xuit xwomg thuybéc dwegc ligu, thubc cé 4.2. Batch certification:

truyén: All dosage forms listed in sec_tjo_h‘:“_ 2

T4t ca cac dang thubc & muc: 4.1,

6. Ddng goi 6. Packaging

6.1. Déng goi so cap 6.1. Primary packing
6.1.1. Tat ca cac dang thubc & myc: 4.1, 6.1.1. All dosage forms listed in section: 4.1.
6.2. bc’mg goi thir cap 6.2. Secondary packing
6.2.1. Tat ca cac dang thubc & myc: 4.1, 6.2.1. All dosage forms listed in section;: 4.1.
| 7. Kiém tra chat lwong 7. Quality control testing
| 7.1. Vi sinh 7.1. Microbiological
7.1.2. Gidi han nhiém khuén 7.1.2, Microbial limit test
|_7. 2. Héa hoc / Vit ly 7.2, Chemical / Physical
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Ndi dung han ché hodic 1am rd lién quan dén pham vi chimg nhén:
Any restrictions or clarifying remarks related to the scope of this certificate:

Pham vi chitng nhan bao gém ca thudc chira duoc ligu thugc Danh muc duge liu doe
lam thudc.

The certified scope including also drug containing herbal in the List of toxic herbal
medicines./.

Ngay (day) 28. thang (month) 08.. nim (vear)2023

CUC TRUONG

Director-General
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ST BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - Tu do - Hanh phiic
Sé: 624 /QP-QLD Ha Néi, ngay28 thdng 08 nam2023
QUYET PINH

V& viée cip gidy chimg nhan “Thyc hanh tjt sin xuat thudc, nguyén ligu lam
thudc” cho Co sé san xuit dong dugc 408

CUC TRUONG CUC QUAN LY DUQC

Can cir Quyét dinh sé 1969/Q0D-BYT ngay 26/4/2023 ciia Bé truong Bo Y té vé
viée quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan Iy
Duwoc thugc Bo Y té;

Can cir Thong tw s6 35/2018/TT-BYT ngay 22/11/2018 cia B truong Bo Y té
quy dinh vé Thue hanh tot san xudt thuéc, nguyén liéu lam thuéc (GMP);

Can cir Thong tiw s6 12/2022/TT-BYT ngay 21/11/2022 ciia B trucng Bj Y té
stta doi, bo sung mét s6 diéu cia Théng tw s6 35/2018/TT-BYT ngay 22/11/2018 cia B6
truong Bg Y té quy dinh vé Thuc hanh 16t san xudt thudc, nguyén liéu lam thuéc (GMP);

Xét de nghi cua Poan danh gia tai Bdo cdo danh gia “Thuc hanh tot san xuat
thuée, nguyén ligu lam thuéc” ngay 20/02/2023 va Bdo cdo khdc phuc ciia Co sé sdn
xuat dong dwoc 408;

Theo dé nghi ciia Trucng phong Quan Iy Chat lwong thudc.

QUYET DINH:

Piéu 1. Cip cho Co s& san xuat dong dugc 408 Gidy chimg nhén “Thuc hanh
tot san xuat thudc, nguyén lidu lam thudc” dwgc dinh kém Quyét dinh nay tai dia diém
kinh doanh:

Co s& san xuat déng dugc 408 tai dja chi: Ap Tin Thuan B, xi Binh buc,
huyén Chau Thgnh, tinh Tién Giang.

Piéu 2. Quyét dinh nay c6 higu luc ké tir ngay ky ban hanh.

Piéu 3. Cac Ong, Ba: Chanh Vin phong, Trudng céc phong: Quén ly chét
lwong thude, Ping ky thude, Quén 1y kinh doanh dugc - Cuc Quan ly Duge, Giam doc
Co sO sin xuit dong dugc 408 chiu trach nhiém thi hanh Quyét dinh nay./.

i nhan: 2
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BQ Y TE CONG HOA XA HOI CHU NGHIA VIET NAM o/
MINISTRY OF H'EALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pje u;p Tv do - u,nn phic
DRUG ADMINISTRATION OF VIETNAM app

138A Gidng VO - Ha NOI - Vigt Nam
Tel 84 4 37366483/38464413 - Fax: B4 438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION
Tén thube . Cobratoxan
Name of Drug:
Thanh phan chinh, ham lwong : M&i tuyp 20g chira: Noc rdn hé mang 0,5mg;

Active Ingredients, Strength: Methylsalicylat 2,824g; Tinh d4u bac ha 0,588g

Qui cach déng goéi, bao ché . Hop 1 tuyp 20g; Kem bdi ngoai da
Packing Size, Dosage form:

Tiéu chuén chét lvong v TECBS

< :
g
C Quality Specification:
Han dung 3 24 thang
Shelf- life:
Sé gidy phép lwu hanh san pham (SPK): I VD-26649-17 J
) Marketing Authonzation Number:
oS i!
% %:E \
C !

S quyét dinh . 229/QP-QLD Ngay cip: 22/6/2017
Approval Decision Number: Date of Issuance:

Hiéu lc clia gidy phép Iwu hanh san pham: cé gia tri 05 nam ké tir ngay cap

Expiration Date of this Marketing Authorization: :)
Tén co s& dang ky :  Co s& san xuat dong dwoc 408

Name of Marketing Authorization Holder

Pia chi :  Té 37, 4p Tan Thuan B, xa Binh Birc, huyén Chau
Address: Thanh, tinh Tién Giang - Viét Nam

Tén co s& san xuét . Co s& san xuit déng dwoc 408

Name of Manufacturer:

Dia chi - Té 37, 4p Tan Thuan B, xa Binh Birc, huyén Chau
Address: Thanh, tinh Tién Giang - Viét Nam

Tén co s& dong goi

Name of Assembler
Dia chi

Address.

o
Ha NGi, ngég 22 thang 6 nam 2017.
KT.CUC TR G CUC QUAN LY DUQC
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM
PHO CUC TRUONG
DEPUTY GENERAL-DIRECTOR o
Ghi chu: note)

1- Gidy phép lwru hanh san phdm nay dugc cip theo ding hd §6
dang ky thubc da dugc BY Y té phé duyét.
This marketing authorization has been issued in accordance with the do
approved by the Vietnam Ministry of Heaith.
2- Bt cir sy thay dbi nao vé& ndi dung clia gidy phép phai du
Cuyc Quan ly dugc - BO Y té xac nhan.

Any variations of the of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam.

BACESE RS HCE S RCEIS® |
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